EBPA3ZHHCKASI SKOHOMHUYECKASI KOMUCCUSI
COBET

PEIMEHUE
«21» depans 2025 T. Ne 18 r. Mocksa

O BHeceHHMH W3MeHEHUH B TPeOOBAHUS K HHCTPYKIMHU
10 MeIMIIHHCKOMY NPHMEeHEHHUIO JIEKAPCTBEHHOI'0 Iipenapara
U o0mieil XapaKTepHCTHKE JIEKAPCTBEHHOI'0 NIpenapara
ISl MeTHIIHHCKOTO NPUMeHeHHs

B coorBercTBUHU cO cTaThsiMu 4 1 8§ CornanieHus 0 eJUHBIX IPUHLHATIAX
W InpaBuiiaX oOpallleHHs JIEeKapCTBEHHBIX CPEICTB B pamKax EBpasuiickoro
5KOHOMHYECKOTO coro3a oT 23 gekabps 2014 roma u mnyHkToM 98
npunokenuss Ne 1 x Permamenty pa®otsl EBpasuiickoil 5KOHOMHYECKOM
KOMHCCHH,  yTBepKJIeHHOMY  Pemenuem  Beicmero — Epasumiickoro
SKOHOMUYECKOro coBeTa oT 23 nekabps 2014 r. Ne 98, Cosetr EBpasuiickoii
SKOHOMHYECKOH KOMUCCHH P € 1 M JI:

1.Buectu B TpebOBaHMS K HWHCTPYKUMM IO MEIUIUHCKOMY
OPUMEHEHHIO JIEKApCTBEHHOTro mpernapara U OOIIEH XapaKTepUCTHKe
JIEKApCTBEHHOTO IIperapara isl MEAUIMHCKOTO MPUMEHEHUs, YTBEPKIEHHBIE
Pemennem Cosera EBpasuifickod SKOHOMHMUYECKOH KOMHMCCHM OT 3 HOSA0ps
2016 1. Ne 88, uaMeHEeHU COTJIACHO MPUJIOKEHHUIO.

2. YVCraHoBHUTh, YTO HWHCTPYKLHUS 10 MEIULUHCKOMY IPHMEHEHHIO
JIEKApCTBEHHOTO TMperapara M o0mas XapaKTepUCTHKa JIEKApCTBEHHOTO
npemapara Ui MEIUIUHCKOTO  NPHUMEHCHUS, 3apPErHCTPUPOBAHHOIO
B cOOTBETCTBUHU ¢ [lpaBuiamMu perucTpaluy U 3KCHEPTU3LI JIEKAPCTBECHHBIX

cpeacts Ajid MCEIHIHHCKOTO IIPUMEHCHUS, YTBCPXKIACHHBIMHU Pemenunem
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Cogeta EBpasuiickoii skoHOMU4YecKOi komuccuu ot 3 HosiOpsa 2016 r. Ne 78,
10 BCTYIUIEHWs B CHIIy HAcTOsIero PelneHms, MOJDKHBI ObITh IPUBEICHBI
B COOTBETCTBHE C HACTOSIOUM PereHuem Ipd BHECEHHH IEPBLIX IOCIE
BCTYIUIEHHSI B CHJIy HAacTosuero PelleHus wn3MeHeHUH, TpeOyOMwKX
SKCIIEPTH3Bl, B  MHCTPYKIMIO IO  MEIUIHHCKOMY  [PUMEHCHHIO
JIeKapCTBEHHOro  mpemapara ¥ (WIm) — OOIyK  XapaKTepUCTUKY
JIEKAPCTBEHHOTO TIpernapara AJsl MEAUIMHCKOrO IPHMEHEHHSI.

3.Hacrosiee  Pemenwe  BeTymaeT B CHIIy 110 HCTEYSHHH
30 KaleHOApHBIX JHeH ¢ garel ero OGHLHAIBEHOIO OMyOJIHKOBaHUS,
32 MCKIIOUEHHMEM IIyHKTa 2, KOTOpPBIH BCTYIAET B CHIIy [0 HMCTCUYCHUH
180 xaneHgapHBIX JHEH ¢ AaThl OQUIIHMATEHOTO OIyOIMKOBAHUS HACTOSILETO

Pemenus.

Ynennt Cosera EBpa3zuiickoil 3K0OHOMHYECKOH KOMHCCHM:




[MTPMJIOKEHUE

K Pemnienuro CoBera

EBpa3zuiicko 53KOHOMHUYECKOW KOMUCCUU
ot 21 ¢epamns 2025 r. Ne 18

N3MEHEHNWA,
BHOCHMbIE B TPeOOBAHHUA K HHCTPYKIUH M0 MeTUIMHCKOMY
NMpUMeHEHHIO0 JIEKAPCTBEHHOT0 MpenapaTa v o01eil XapaKTepucTuKe
JIEKAPCTBEHHOI'0 NMpenapara JJasi MeTHIHHCKOr0 pUMeHeHHsI

1. TpeOoBaHusT K MHCTPYKUUU 1O MEIUIMHCKOMY NPUMEHEHUIO
JIEKapCTBEHHOr0 IIpenapara M O0OIIel XapaKTEepUCTHKE JIEKAPCTBEHHOI'O
npenapara i MEIMIMHCKOTO TPUMEHEHHS U3JIOKUTh B CIEIyIOLIEH
peaaKInn:

«YTBEPX/IEHbI

Pemrennem Cosera
EBpa3niickoil 3KOHOMUYECKON KOMUCCUU
oT 3 HOs10pst 2016 1. No 88
(B penakuuu Pemenust CoBeta
EBpa3uiickoil 3KOHOMUYECKON KOMUCCUU
ot 21 ¢epamns 2025 r. Ne 18)

TPEBOBAHUA
K MHCTPYKIUM 10 MeUINHCKOMY NPUMEHEHHUIO JIEKAPCTBEHHOT 0
npenapara u oouieil XapakTepucTHKe JeKapCTBEeHHOI 0 penapara
JJIS1 MEIUIIUHCKOT0 PUMEHEeHU s
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[. OO01ue monoKeHUA

1.O0mas  xapakTepucTUKa  JIEKQpCTBEHHOrO  TMpemapara s
MenuiuHckoro mnpuMeneHus (nanee — OXJII) coumepxkut oduiuanbHyro
uH(}OPMAIIKIO O JIEKAPCTBEHHOM Ipenapare Jjisl MEIUIIMHCKOTO MPUMEHEHUS,
peAHa3HAYEHHYIO I MEIUIMHCKUX PAaOOTHUKOB B LENSAX MPaBUILHOTO
Ha3HAYEHUs JIEKAPCTBEHHOrO MpernapaTa U KOHTPOJIA 32 €ro MPUMEHECHHEM.
Nudopmanus o nekapctBeHHoMm npemapare B OXJIII  moanexur
COTJIACOBAHUIO  YIIOJTHOMOYEHHBIMU OpraHamMu TOCYJapCTB — YJICHOB
EBpa3uiickoro SKOHOMHYECKOTO COK3a (Jajmee COOTBETCTBEHHO  —
rocyaapctBa-uienbl, Coro3) B cdepe oOpailieHHs JEKApCTBEHHBIX CPEACTB
(masiee — ynmoJHOMOYEHHBIE OPTaHbl TOCYJaPCTB-UJIEHOB) B X0/I€ PETUCTPALIUU
(moaTBepKACHUSL perucTpanuu (mepeperucTpalum), BHECCHUSI U3MEHEHUN B
pPEruCTpaliOHHOE JI0ChE) u MOCJEAYIOIIEM oOpailieH1uu
3apETUCTPUPOBAHHOTO  JICKAPCTBEHHOTO  MpernapaTta Ha  TaMOXXEHHOU
tepputopun Coroza. Conepxxanne OXJIII nonmyckaeTcss UBMEHSITh:

C 0JI0OpEHMSI YIIOJTHOMOYEHHBIX OPTaHOB T'OCY/1apCTB-YJICHOB;

3asBUTEJIEM MPU BHECEHUU UM H3MEHEHUM B PETUCTPAIIMOHHOE JIOCHE
JIEKApCTBEHHOr'0 Tpernapara B cooTBeTcTBUU ¢ [IpaBunamu perucrpanuu u
AKCHEPTU3bl JICKAPCTBEHHBIX CPEJACTB I MEIUIMHCKOTO TMPUMEHEHUS,
yTBepkAcHHbIMU  Pemenmem CoBera  EBpa3uiickod  3KOHOMUYECKOU
komuccuu ot 3 Hosiopst 2016 1. Ne 78 (manee — IlpaBuna perucrpanuu u
HKCIIEPTHU3BI).

2.OXJIIT sBasieTcsi OCHOBHBIM HMCTOYHUKOM HHGOpPMALMM IS
MEIUIMHCKUX PaOOTHUKOB O Oe3omacHOM M 3¢ ()EKTHBHOM HCIIOIb30BaHUN
JIEKapCTBEHHOr0 mpenapaTta. MHCTpyKIUs M0 MEIUIIMHCKOMY MPUMEHEHUIO
JIEKapCTBEHHOTO TIpernaparta (JIMCTOK-BKIaAbI) (1anee — JIB) cocTaBisercs B

coorBeTcTBUU ¢ OXJIII.
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3. OXJIIT ne npenHa3zHaueHa JJisl YCTAHOBIICHUS OOIIUX PEKOMEH AU
0 JICYCHUIO OTJICJIbHBIX 3a00JICBaHUI, OJJHAKO B HEH JIOJKHBI ObITh YKa3aHBI
KOHKPETHBIE aCIIEKThI JICHCHUS U MOCIEACTBUS IPUMEHCHUS JICKAPCTBEHHOTO
npenapara. OXJIII He nmomkHa comepkaTh OOMIMX PEKOMEHIAIUM TI0
npoueAypaM BEICHHS TEX WM HHBIX NAlUHUEHTOB, HO B HEW JIOJKHBI
MPUCYTCTBOBATH CTIEIU(PUUHBIC ACTIEKTHI JJIs1 HA3HAYEHUSI COOTBETCTBYIOIIETO
JIEKapCTBEHHOIO Mpemnapara.

4. Hacrosiimue TpeOOBaHUSI COJEp)KAT  yKa3aHUsI OTHOCUTEIIBHO
npeacrasienuss uHbopmauu B OXJIIL. Uudbopmanus, npeacraBieHHas B
kaxaoMm paznaene OXJIII, momkHa COOTBETCTBOBAThH 3arojoBKYy pasjena, K
KOTOPOMY OHa OTHOCUTCS. BoOIpOCBl OTHOCHUTENBHO MPUMEHCHUS
JIEKApCTBEHHOr'0 TpernapaTa JOMyCKaeTcs yKa3aTbh Oojiee 4eM B OJHOM
paznene OXJIII, B Takux ciiydasix HEOOXOJIMMO JeNlaTh CChUIKY Ha JIpyrue
pazgenst  OXJII, B  KOTOpbIX MOPEACTaBIC€HA  COOTBETCTBYIOIIAS
JOTIOJTHUTEIbHAS NHPOpMAIIHSL.

5. Hacrositiiue TpeOoBaHMs BKIIIOYAIOT B CEOsI:

yKa3aHWss B OTHOUICHUM TMpEaynpeauTeabHod uHpopMamuu o
COZIEp’KaHUU BCIIOMOTATENIbHBIX BEUIECTB, IPUBEJICHHBIE B TIEPEYHE COTIACHO
nputoxkeHuro Ne 1;

obmue u crnenuanbHbie TpeOoBanuss k OXJIII otmenpHBIX TpyIn
JIEKapCTBEHHBIX TpEeNapaTroB (Hampumep, MIrUIMpPOBaHHBIX OEJKOB, BaKIIWH,
JMHEEK  JIO3UPOBOK  JIEKAPCTBEHHBIX  IPENAparoB, T'OMEONATUYECKHUX
JIEKApCTBEHHBIX MPENapaToB WIM JEKAPCTBEHHBIX MPENapaToB, MOJYYECHHBIX
U3 KPOBU WJIY ILJIa3Mbl KPOBHU) cOriacHO npuioxkeHusiM Ne 2, 3,8, 13 u 19;

CrielMaIbHbIE TPEOOBAHUS IO M3JIOKEHUIO MH(POPMAIUU B OT/IEJIbHBIX
paznenax OXJIIT (popMmynmupoBKM HaWMMEHOBAHHWM TPYNIl HEXeIaTeIbHBIX
peakuuii, ykazaHUW IO MPUMEHEHHUIO MPEnapaToB Npu OEPEMEHHOCTU U

JaKkTauuu, (pOpMyTUPOBKU YCIOBUN XpaHEHHMs], YKa3aHUsS CPOKOB TOIHOCTU
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(CpOKOB  XpaHEHHUsI) CTEPUJIbHBIX JIEKAPCTBEHHBIX IPENaparoB IMOCIE
MaHUIYJSALUA ¢ HUMH, YKa3aHUs JO3UPOBOK JIEKAPCTBEHHBIX IPENaparoB)
contacHo npwiIokeHussM Ne 4 —7u 9;

npumepsl madnonoB OXJIII u JIB u nopsiiok ux 3aroHEeHUs] COriacHoO
npusioxkeHusiMm Ne 10 — 12, 15 — 16;

yKa3aHUs MO0 OO0ECMEeUEeHHIO0 yA000YUTaeMOCTH UH(OpMaluu o
JIEKAPCTBEHHOM IIPEIAPATE U €€ OLIEHKE MPU NPOBEACHUU MMOJIb30BATEIHCKOTO
TECTUPOBAaHUs, IPUBENCHHBIE B TpuiIokeHUsAX Ne 14, 17 u 18.

6. Kak mpaBunmo, Ttpedyercs otaenbHas OXJII gusg  kaxmon
JeKapCTBEHHOU (DOPMBI, @ B HEKOTOPBIX CIydyasx M JUIsl KaXJA0M JO3HPOBKH.
[Toaroroska equnont OXJIII 1yt HECKOJIBKUX JIEKAPCTBEHHBIX (opM U (KiIn)
JNO3UPOBOK OCYIIECTBJISETCS B TEX CIydasX, KOIJa CXema IpueMa
JEKAPCTBEHHOIO  IIpenapara IpeIyCMAaTPpUBAaET HU3MEHEHUE  pEexUMa
JO3UPOBAaHUS WM CIoco0a MNPUMEHEHHUs HCIOJIb3yeMOM JIeKapCTBEHHOMN
dhopMBI B TIpoIIeCcce JCUCHUS.

7.O0XJIII pa3Memaercss B E€OUHOM PEECTPE 3apETrMCTPUPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB, a Takxke pomyckaercs pazMemenue OXJII nHa
opuIMaILHOM CaliTe YNOJHOMOYEHHOrO0 OpraHa (3KCHEepTHOM OpraHu3alvn)
rocyiapcTBa-ujieHa B  HH(OPMAIMOHHO-TEIEKOMMYHUKAIIMOHHOW  CETH

«uTepuer» (nanee — cetb MIHTEpHET).

I1. IIpencraBnenue nHGoOpMaLUK O JIEKAPCTBEHHOM Ipenapare,
a TaK)K€ BOIPOCHI, KACAOIIMECS COCTABICHUS (MU3MEHEHUS), IKCIIEPTU3bI
1 0J100peHust nHGOpMaIUK O JIEKAPCTBEHHOM TIpernapare
8. Undopmanust, comepxamasics B OXJIII wu JIB, nmomkna OBITh
npeAcTaBiieHa B yeTko u JakoHuuHou popme. OXJIIT u JIB BkItouaroTcs B
Monysap 1 perucrpanmoHHoro nocbe. I[lpyu HeBbIIONHEHUMH TpeOOBaHHUI,

npeabsBisgeMbix kK coctaBieHuto OXJIII w (wm) JIB u  ykazaHHBIX
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B myHKTax 13, 15 u 16 mnd OpUrMHAIBHOTO JIEKAPCTBEHHOTO Ipenapara,
B NyHKTax 13 u 15, noanyHkTe «a» nmyHkTa 17 HacTosIKUX TpeOOBaHUM — IS
BOCIIPOM3BEJICHHOIO, TUMOPUAHOrO, OMoaHanoruyHoro (O6MomnogoOHOIO)
JIEKAPCTBEHHBIX IpenapaTos, PETUCTPALlMOHHOE 0ChE TaKoTo
JIEKApCTBEHHOIO MpEnapara Wil NONpPaBKu K JOKYMEHTAM PErUCTPALIUOHHOTO
JNOChE IPU3HAIOTCA HEKOMIUIEKTHBIMM, M 3asABUTEIIO INPEACTABISACTCS
npeaycMoTpeHHbl [lpaBunamu perucrpauuu W 3KCHOEPTU3bI, CPOK Ha
MIPEACTABICHUE HEIOCTAIMIMX MATEPUATIOB PETMCTPAMOHHOTO JOChE B
COOTBETCTBUM C 3aMEUaHUSAMM YIIOJHOMOYEHHOIO OpraHa (3KCIIEpTHON
opranusaium) pepepeHTHOro rocyAapcTBa.

9. Kaxnpii pazaen OXJIII u JIB nomkeH HauuHATHCS ¢ MHPOpMAIUU,
OTHOCSILEMCA K OCHOBHOM IL€JIEBOM TIpymIle NAalUEHTOB, I KOTOPBIX
npeHa3HavyaeTcs JIEKapCTBEHHBIN Ipenapar, ¥ Ipu HE0OXOJUMOCTH JTOJKEH
JOTIONTHATHCSI KOHKPETHOM MH(OpMaIiueil o OTACIbHBIM TPyITaM MallieHTOB
(HampuMep, €T WM JMIa TOXWIOro Bo3pacta). B ciywae ecnu
JIEKApCTBEHHBIM TIpenapar IpeJHa3HA4YeH i1 €AUHCTBEHHOW LEJICBOM
IPYIIBbI «B3pOCIHBIE NMALMEHTBHD», YKa3blBaTh 3TO B KaXXJIOM pas3feie He
0053aTENbHO.

10. B OXJIII noymkHA UCITOJIB30BATHCA MEIUIIMHCKAS] TEPMUHOJIOTHSL.

11.OXJIT coaepxkut uHGOPMALMIO O KOHKPETHOM JIEKAPCTBEHHOM
npenapare, Mo3TOMY OHa HE JOJDKHA BKJIKOYATh B c€0Sl CCHUIKM Ha JIpyrue
JIEKAPCTBEHHBIE MpenapaThl, 32 UCKIOUYEHUEM CIy4aceB, KOT/IA 3TO SIBISETCS
NPENOCTEPEKEHUEM,  PEKOMEHIYEMBIM  YIIOJTHOMOYEHHBIM  OPraHOM
(3KCIIEpTHOM OpraHu3alueil) rocyJapcTBa-4wieHa, a TakKe B CiIyyae, €Clu
JEKapCTBEHHbIM  Mpemapar  HEOOXOAMMO  MPUHHMATh IO  CXEMe
VCKJIFOYUTEIIBHO B COBOKYITHOCTH C IPYTHUMHU JIEKAPCTBEHHBIMU ITPENapaTaMHu.

12.TlonoxkeHrs HaACTOALWUX TPEOOBAHUM NPUMEHSIOTCS KO BCEM

JICKApCTBCHHBIM IIPCIIaApaTaM. HpI/IMeHGHI/Ie YKa3aHHbIX MOJIOKECHUN IS
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KOHKPETHOTO JICKAPCTBEHHOI'O IIpemnapara TAaKXK€ 3aBUCUT OT HAay4HBIX
MEIMIMHCKUX JAHHBIX O TIIpernapare W YCIOBUM €ro PErucTpaluu.
OTKJIOHEHUE OT HACTOALIUX TPEOOBAHUI HEOOXOAUMO 0OOCHOBATH B PE3IOME
MOZYJISI 2 PETUCTPALMOHHOTO JOChHE.

13.Ins  mpoBenenusi skcneptu3bl mpoektsl OXJIII wu  JIB,
MOJATOTOBJICHHBIE B COOTBETCTBUM C HACTOSAIIUMHU TPEOOBAHUSMHU, B TOM
YHCJI€ B COOTBETCTBUHU C HpuiiokeHueM Ne 12 Kk HacTOSIIUM TpeOOBaHUSIM
npeactapisitorest B popmare PDF ¢ pacno3HaHHBIM TEKCTOM (B TOM YHCIIE B
dopmare PDF ¢ BO3MOXHOCTBIO peAakTUpOBaHUsA. JlOMOJHUTEIBHO
nomyckaeTcs mpeactasieHue B popmare Word).

14.B xone mpoBenenus skcneptusbl OXJIII u JIB gns mosiHOrO M
MPAaBUJILHOTO OTPAXEHUSI 3aMEUAHUN SKCHEPTHI YIOJHOMOYEHHBIX OPraHOB
(OKCMEPTHBIX  OpraHu3aluil)  roCyJAapCTB-WICHOB  BIpaBe  BHOCHUTH
VCNIPABJICHUSI B PEXKUME PELUCH3UPOBAHUS B MPEACTABICHHBIC 3asBUTEIIEM
npoekTbl OXJIIT u JIB.

15. Tonneie npoextsl OXJII u JIB ¢ u3aMeHEeHUsIMU, BHECEHHBIMU B
pexuMe PELEH3UPOBAHMUS, IpeHa3HAYEHbI TUTSt oOecreueHust
MPOCIEKUBAEMOCTH BCE€X BHOCHUMBIX B HHUX HW3MEHEHHU. Y TBEPKICHUIO
MOJIJIEKAT MCKIIOUYUTEIBHO COIVIAaCOBAHHBIC II0 pe3yJbTaTaM BHECCHUS
n3MeHeHul mosiHeie mpoekThl OXJIII u JIB. 3asBurento HeoOXO0aUMO
000CHOBaTh C UCIIOJIb30BAaHUEM HAyYHBIX MEIUIMHCKUX JIaHHBIX BCE
BHOcuMble u3MeHenuss B OXJIII m (unum) JIB, 3a uckitoueHueM mpaBoOK
PENAKIIMOHHOTO XapaKTepa.

16. IIpu BHecennun uamenenuit B Tekct OXJII u (unu) JIB nepxkarens
PErUCTPALlMOHHOTO  YJIOCTOBEPEHHUS  OPUTMHAIBHOTO  JIEKAPCTBEHHOTO
npernapara JOJKEH BKIFOYUTh B MOAYJIb | PErMCTPAllMOHHOIO 1OCHE:

a) OXJIIT u JIB, yTBepkA€HHBIE B CTpaHE-MIPOU3BOIUTEIIE;



0)OXJIIT wu  JIB, yTBepkIeHHbIE B  CTpaHe-JepKareie
PErUCTPAIlMOHHOTO  YJOCTOBEPEHHUsI JICKAPCTBEHHOTO IIpemnapara, mpu
HEBO3MOXXHOCTH BBITIOJTHEHUS TOJIOKEHUM TMOJIMYHKTa «a» HACTOSAIIETO
MyHKTA;

B) OXJIIT wu JIB, yTBepXKIeHHbIE B JPYrol CTpaHe pEruoHa
MexayHapoaHOTO COBETa MO TapMOHMU3AIMU TEXHUYECKHUX TpeOOBaHMM K
dbapMalieBTUUECKUM npenaparam st Mmeauiiuackoro npumenenus (ICH), rae
3apErUCTPUPOBAH  JIEKAPCTBEHHbIM mpemnapar (Ipd  HAJIMYUU)  [pHU
HEBO3MOXKHOCTH  BBITIOJIHEHUSI TIOJOKEHUW TOAMYHKTOB «a» U «O»
HACTOSAILETO MyHKTA.

17.1lpu BHecenum wu3meHenud B Tekct OXJII wu JIB g
BOCIIPOM3BEJICHHBIX, THOPUAHBIX U OHOAHATOTMYHBIX (OMOMOJOOHBIX)
JIEKAPCTBEHHBIX MPENapaToB YCTAHABIMBAIOTCS CJCAYIONIUE CIEHHATbHBIC
TpeOOBaHMUS:

a) IepKaTellb PETUCTPAMOHHOIO YI0CTOBEPEHUSI BOCITPOU3BEAEHHOTO,
ruOpuaHOr0 WiIM OuoaHajdoruyHoro (OMOMmoAOOHOIr0) JIEKAPCTBEHHOIO
npenapara JI0JKEeH MPEeJCTaBUTh:

OXJIII u JIB opuruHaibHOro (pe@epeHTHOro) JEeKapCTBEHHOIO
npenapara (Ipu HaJIM4Yuu), IEUCTBYIOIIUE B CTPAHE-NPOU3BOIUTENE, U (UJIN)
CTpaHe-JiepKaTee PErucTPallMOHHOTO YAOCTOBEpEHUs, W (WJIM) CTpaHe
peruoHa MeXIyHApOAHOTO COBETa MO TapMOHM3AIMM TEXHUYECKHUX
TpeOOBaHMI K (apMalleBTUYECKUM IMpernaparam JUisi  MEIUIMHCKOTO
npumenenus (ICH) Ha rocygapcTBEHHOM $SI3BIKE TOCY1apCTBa, B KOTOPOM OHH
YTBEPKJEHBI (C IEPEBOJIOM HAa PYCCKUH S3BIK);

Jekaapaiuio o Tom, 4to B npoektax OXJIII u JIB Bocripon3BeaeHHOTO,
TUOpPUJAHOTO WM OMOaHAJOTMYHOTO (OMOMOJ00HOr0) JIEKApCTBEHHOTO
npemnapara OTCYTCTBYIOT omimuusi oT jgeictByromux OXJIIT u JIB

OpUTHHAIBHOTO  (pedepeHTHOro)  JEKapCTBEHHOro  Ipemnapara,  3a
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UCKJIFOYEHUEM OTJIMYMH, BBIJICJICHHBIX U OOOCHOBAaHHBIX B COOTBETCTBUU C
TpeOoBaHUSIMU al3alla YETBEPTOrO0 HACTOSAIIET0 MOJAMYHKTA;IOCTPOYHOE
(pacnolioeHHOE TapalieNIbHO Ha OJIHOM JIMCTE) CPaBHEHUE JIEHCTBYIOIINX
OXJIIT u JIB opuruHanbHoro (pedepeHTHOTO) JEKapCTBEHHOTO Mpenapara u
npoektoB  OXJIII wu JIB BocmpousBeneHHOro, THUOPUIHOTO  WUIU
OuoaHanoruyHoro  (OMOMOAOOHOr0)  JIEKAPCTBEHHOrO  Mpemnapara ¢
BBIJICJICHHUEM M OOOCHOBaHMEM BceX OTIMUui. K TUNUYHBIM pa3audusiM
OTHOCSITCS pa3uyus B IPOU3BOJIUTEIISIX, CPOKE T'OJHOCTHU (CPOKE XpaHEHHUS),
COCTaBE€  BCIOMOTATENbHBIX  BEHIECTB, HE3HAUYMMBIE  pA3IUYUSI B
OMOOCTYMTHOCTU WU (apMaKOKHHETHUKE, a TaK)Ke pa3inuvs B CBS3H C
OTpaHUYCHUSIMU, peyCMOTPEHHBIMU 3aKOHOJATEIHCTBOM
rocyJlapCTB-4JICHOB B c(depe 3aluThl aBTOPCKUX W CMEXKHBIX IIpaB.
JlomyckaeTcsi HaAIMYWE NPYTUX Pa3IMudid, €CIi OHM HAy4YHO OOOCHOBAHHBI.
Paznuuust B HaNWM4YMU JUHUM paszioma (PUCKH), MO3BOJSIONIEH pa3/eUTh
JIENUMYI0 JICKapCTBEHHYIO (QopMy Ha paBHBIE [OJH, HE Bcerma OyayT
HE3HAYMMBIMU, TIOCKOJIbKY OHHM MOTYT 3HAUUTEJIbHO TIOBJIUSTH Ha
BO3MO>HOCTbh JAOCTHXKEHUS PEXUMA N03UpoBaHus, npuBeneHHoro B OXJIII
OpUTHUHAIBHOTO (pePepeHTHOT0) JIEKApCTBEHHOTO TIpernapara;

0) ecllm TOCJIE PETUCTPAIMH BOCHPOU3BEICHHOTO, THOPUIHOTO HWIIH
onoanamornuHoro (Ouomnomgo0HOTO) NMekapcTBeHHoro npenapara B OXJIII u
(wm)  JIB  COOTBETCTBYIOIIEIO  OpPUTHMHAIBLHOTO  (pedepeHTHOro)
JIEKapCTBEHHOTO npenapara BHOCSITCS WU3MEHEHHS, nepKaTesb
PETHCTPAIIMOHHOTO YIOCTOBEPEHHsI BOCIPOM3BEICHHOTO, THOPHUIHOTO WA
OroaHamoru4yHoro (OMOMOJ0O0HOT0) JEKAPCTBEHHOTO MpernapaTta JOJKEH B
teueHne 120 paboumx pgHEW ¢ Aarhl MyOJUKAIMU B €IMHOM pEecTpe
3aperucTpUpOBaHHbIX JiekapcTBeHHBIX cpeAcTB OXJIIT u JIB opurnHasibHOTO
(pedepeHTHOrO) JIEKApPCTBEHHOTO Ipenapara BHECTH COOTBETCTBYIOLIUE

m3MeHeHnus B OXJIII u (waum) JIB Takoro BoCHpoOu3BEAEHHOTO, THOPUIHOTO
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uin OuoaHanoruyHoro (OMOMOAOOHOr0) JEKApCTBEHHOTO Mpemnapara C
y4eTOM OTIMYMM, yKa3aHHBIX B a03alle 4ETBEPTOM MOANMYHKTa «a». [lpum
HEBBINOJHEHUN TPEOOBAHUI HACTOSIILIErO MOANYHKTa B OTHOLLIEHUU TAKOTO
BOCITPOM3BEJICHHOIO, TMOPHUIHOTO WM OMOaHAJIOrM4YHOro (OMOIoA00HOTO)
JICKApCTBEHHOI'0 IMperapara B COOTBETCTBUM ¢ pasuesnom X Ilpasui
pEerucTpallud M SKCHEPTU3bl YNOJHOMOYEHHBIM OpPraH ToCyAapCTBa-deHa
IPUOCTAHABINBAET JCHCTBHE, OT3BIBACT (OTMEHSIET) PErMCTPALMOHHOE
YA0CTOBEPEHUE WM OIPAHUYNBAET IPUMEHEHHE UITM HAIIPABJISAET IEPHKATEIIO
PErHCTPALIMOHHOTO YAOCTOBEPEHUSI BOCIPOM3BEICHHOIO, TMOPUIHOIO WIN
OMOaHAIOTMYHOTO (OMONOJOOHOTr0) JEKAPCTBEHHOTO Mpernapara TpedoBaHue
O BHECEHUU W3MEHEHHUI B COOTBETCTBYIOLIUE JOKYMEHTHI PETUCTPALMOHHOTO
JI0OCbE C YKa3aHHUEM CPOKAa BBIMOJIHEHHS TAaKOro TPeOOBAHMSI;B) €CIIM B XOJI€
HKCIIEPTHU3bI PETUCTPAIMIOHHOTO 10ChE BOCIPOU3BEIEHHOT O, TMOPUIHOTO WU
OroaHamoruyHoro (OMOMOAOOHOI0) JEKAPCTBEHHOro Mpemnaparta (B pamkKax
HOATBEPKICHUS perucTpanuu (mepeperucTparum), MIpUBEICHUS
PErUCTPALIMOHHOIO A0ChE JIEKAPCTBEHHOIO ITpenapara, 3aperucTpupOBaHHOIO
[0 HAILMOHAJIIBHOW NpOLEAype B IOCYNAapCTBAX-UYIEHAX, B COOTBETCTBUE C
[IpaBunamMu  perucTpalii W 3KCHEPTU3bl, BHECEHUS W3MEHCHHU B
PErUCTPALIMOHHOE 10ChE) BBISIBIICHO, YTO JIeWCTBYIOMIas B pamkax Coro3a wiu
B OJIHOM U3 rocyaapctB-wieHoB penakius OXJI u (unun) JIB opurunansHoro
(pedepeHTHOr0) JIEKapCTBEHHOTO TpenapaTa He COOTBETCTBYET aKTYalbHBIM
JaHHBIM 10 3()PPEKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOIO Ipernapara
(BKJIIOUAs 3aKJIOUEHMS] JKCIEPTU3 M PEKOMEHAAIMU YHOJHOMOYEHHBIX
OpraHoB B c(pepe oOpaleHust JIeKapCTBEHHBIX CPEICTB TPEThUX CTPaH) WIIA HE
cootBercTByeT OXJIII u (mnm) JIB, 0100peHHBIM B CTpaHE-MPOU3BOIUTENE
WIN CTpaHe-JepKaTelle PErUCTPAllMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapara, BBIIOIHSIOTCS CIEAYIOIUEe ACHCTBUS: yIIOJHOMOYECHHBIA OpraH

(3KCmepTHasi ~ OpraHu3aius) TrocyJapcTBa-wieHa (OpMHUPYET  3ampoc
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JEPKATEN0  PETUCTPALMOHHOTO  YJOCTOBEPEHUSI  COOTBETCTBYIOLLIEIO
OpUTHHAIBHOTO  (pedepeHTHOro)  JIEKapCTBEHHOTO  Mpernapara o
Heooxoaumoctu ucnpasienus OXJII u (wnmm) JIB Takoro mpemapara u
HaIpaBJISIET €ro YINOJHOMOYEHHOMY OpraHy (SKCIEPTHOM OpraHu3aIivm)
pedepeHTHOTO TOCYapCTBA, 3apPETUCTPUPOBABIIEMY JaHHBIHN JIECKAPCTBEHHBII
npenapar;

IPOBEJICHHE SKCIEPTU3BI PErUCTPALMOHHOTO J0ChE
BOCITPOM3BE/ICHHOTO, THOPUIHOTO WM OHMOaHAJIOTHYHOTO (OMOMOA00HOTO)
JIEKapCTBEHHOIO MpernapaTa NpuoCTaHaBINBACTCS;

YIOJHOMOYEHHBIA OpraH (3KCHEepTHas opraHu3anus) pedepeHTHOro
rocyJapcrBa B TeUeHHE 5 pabouyux JHEW C JaThl MOJYYEHHs 3ampoca OT
YIOJIHOMOYEHHOTO  OpraHa (PKCHEPTHOM  OpraHu3alMy)  HaIpaBIsSIET
YKa3aHHBIA  3alpoc  JEPHKATEII0  PErUCTPAMOHHOIO  YIAOCTOBEPEHUS
COOTBETCTBYIOIIETO  OPUTMHAIBLHOTO  (pedepeHTHOr0) JIEKapCTBEHHOTO
npenapara;

JepKaTellb PErucTPALMOHHOTO YJIOCTOBEPEHUSI COOTBETCTBYIOILIETO
OpUTHUHAIBHOTO (peQepeHTHOr0) JIEKapCTBEHHOTO IMpernapara B TEYEHUE
40 pabouux mHEW C IaThl MOJYYEHHUs 3ampoca MOAAET B yMOJIHOMOYCHHBIN
opraH (dKCIEPTHYI OPraHU3alMI0) TOCYJIapCTBa-4JieHa, HaIMpPaBUBIIUMA
yKa3aHHBIA 3aMpoc, 3asBJICHUE O BHECEHUM U3MEHEHUM B PETHCTPALIMOHHOE
JIOChE TAKOTO OPUTMHAIBLHOTO (peepeHTHOr0) JIeKapCTBEHHOTO Mpernapara ¢
y4eToM TpeOOBaHWM U (MJIM) PEKOMEH AN, COACPKAIINXCS B MTOJTYyYEHHOM
3ampoce, JuOO0 TIPEACTaBIsieT MHUCbMEHHOE OOOCHOBAaHHWE OTCYTCTBUS
HEOOXOAMMOCTH BHECEHUS TAKUX M3MCHCHHM.

Ha ocHOBaHMM THMCBMEHHOTO OOOCHOBAHHUsSI, MPEJICTABICHHOTO
JepKATEIEM PETUCTPALMOHHOTO YJIOCTOBEPEHHMS, YIOJIHOMOYEHHBIM OpraH
rocyaapcTBa-4jieHa, HalpaBUBIIMK 3ampoc B TeueHue 20 pabouux JIHEH ¢

AaTbl ITIOJYYCHHUSA YKA3aHHOI'O 00OCHOBAHMS OT3BIBACT WU IMOATBCPIKAACT
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TpeboBanre o BHeceHun wusmeHennit B OXJII wu (umm) JIB. Ecom
YIOJIHOMOUYEHHBIM OpPraHOM TOCYJapCTBa-UJieHa, HAIMPaBUBIIUM 3aIpocC
MOATBEPKIAIOTCS TPEOOBaHUS, YKa3aHHBIE B IEPBUYHOM 3ampoce, Ju00 OHU
KOPPEKTUPYIOTCS C y4eToM PEACTaBICHHBIX JepKareneM
PErUCTPALIMOHHOTO YJOCTOBEPEHUS Pa3bsICHEHUM, BHECEHHUE W3MEHEHUU B
pPErUCTpalMOHHOE JIOChE 3apEeruCTPUPOBAHHOTO OPUTHMHAIBHOTO
(pedepeHTHOrO0)  JIEKAPCTBEHHOrO  Mpemnapara  OCYHIECTBIISIETCS B
coOTBEeTCTBUU C [IpaBuiamMu perucTpanuu 1 3KCIepTU3HbI;

nocine cornacopanua OXJIII wu (unm) JIB  opuruHanbHOrO
(peepeHTHOrO0) JIEKApCTBEHHOTO Mpernapara B COOTBETCTBHHM C YKa3aHHOU
NPOIEAYPON DKCIEPTU3a PETUCTPAIIMOHHOTO JI0ChE BOCIPOU3BEICHHOTO,
ruOpUHOrO0 WM OuoaHaJIOTUYHOro (OMOMOAOOHOIr0) JIEKAPCTBEHHOIO
npemnapara Bo3oOHoBisieTcs. [Ipu 3ToM 3anpoc, ykazaHHbIi B ad3aiie BTOPOM
HACTOSIIIETO TMOJIMYyHKTa, HE paccMaTpuBaeTCs B KauecTBE 3ampoca
JEpPKATEII0  PErHCTPALMOHHOTO  YJIOCTOBEPEHHSI  BOCHPOU3BEICHHOTO,
ruopuaHOr0 Win OuoaHaIorUYHOro (OMOMOAOOHOIr0) JIEKAPCTBEHHOIO
npernapara.

B cBs3u ¢ BO3MOXKHOCTHIO MHUIIMAIIUK YTOJHOMOYEHHBIM OPTraHOM
rocyJlapCcTBa-ujieHa yKa3aHHOW MpPOLEAYphI, 3asBUTENIIO0 HE CIEAYET
IpyNnupoBaTh BHECEHUE U3MeHeHuM B neicTtByromyo OXJI u (um) JIB
BOCITPOM3BEJICHHOI0, THOPUAHOTO WM OMOaHaIOruyHoro (O6uomnogoOHOro)
JIEKaApCTBEHHOTO IIpenapara ¢ pyruMHu BUJIaMU U3MEHEHUI;

T') €CJIM JIEPKATENIb PETUCTPAITMOHHOTO YOCTOBEPEHUSI OPUTHHAIBLHOTO
(pedepeHTHOrO0) JIEKapCTBEHHOTO Mpenapara B TeucHue 40 pabounx gHEH ¢
JaThl TIOJYYEHMS 3alpoca, COTJacHO af3ally MSATOMY TMOJIIYHKTa «B»
HACTOSIIIETO NMYHKTA, HE MOJIaeT B YMOJHOMOYEHHBIM OpraH (dKCIEPTHYIO
OpraHu3allfio) TOCyAapcTBa-ujieHa 3asBIEHWE O BHECEHUM WM3MEHEHHUU B

PETHCTPALIMOHHOE  JIOCh€  TaKOro  OPUTHHAIBHOTO  (pedepeHTHOro)
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JIEKapCTBEHHOIO Mperapara Wil He MPEJCTaBIseT MUCbMEHHOE 00OCHOBAaHUE
OTCYTCTBHSI HEOOXOJAMMOCTH BHECEHHS TAKUX HW3MEHEHWH, NPUMEHSIOTCS
COOTBETCTBYyIOIIME TMOJ0KeHHus [IpaBuil perucrpauud M 3KCHEPTHU3BI O
MIPUOCTAHOBKE  JICHCTBUS, OT3bIB€  (OTMEHE)  PETUCTPALMOHHOIO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO IMPENapara, Wi OrPaHUYECHUN TPUMEHEHMUS,
WIM BHECEHUMUM W3MEHEHH B YCJIOBHUS JEWCTBUS pPETUCTPALMOHHOTO
yA0CTOBEepeHusaA. B 3ToM ciiydyae »sKcmepTu3a PErucTpallMOHHOIO J10ChE
BOCITPOM3BEJICHHOIO, TMOPUIHOTO WM OMOaHAIOruyHoro (O6uornogoOHOro)
JIEKapCTBEHHOI'0 IMpernapara OCYIIECTBIsAETCS Oe3 ydeTa HeaKTyalbHbIX
OXJIIT wu (wnu) JIB opurnHambHOTO (pedepeHTHOr0) JEeKapCTBEHHOTO
npenapara;

1) €Clid CUTyallusi, yKa3aHHas B MOJIIYHKTE «B» HACTOSILErO IyHKTAa,
BO3HHMKAeT MpPHU PErUCTpaldd BOCIPOU3BEICHHOr0, TUOPUIHOTO WIIU
OroaHamornyHoro (6Momo00HOT0) JIEKAPCTBEHHOTO MIpemnapara, SKCIepTu3a
PErUCTPALIMOHHOTO  JOCh€  TaKOro JIEKAPCTBEHHOIO  Ipernapara  He
IPUOCTAHABIMBAETCA, U MPUMEHSIOTCS TpeOOBaHMS MOMAMYHKTa  «a»
HACTOSIIIETO IMyHKTa. YTOJIHOMOYEHHBIN OpraH (3KCIepTHash OpraHu3anus)
rocyJapcTBa-ujieHa HWHULMHUPYET NPOLEAYypY BHECEHUS U3MEHEHUH B
pPErHCTPallMOHHOE J0Che COOTBETCTBYIOLIETO OpPUTMHAJILHOTO
(pedepeHTHOr0) IEKapCTBEHHOTO MpenapaTa B COOTBETCTBUHU C MOJIOKECHUSIMU
MOJMYHKTA «B» HACTOSAIIETO MyHKTA.

18. I1pu BeIsiBIeHUU HecooTBeTCTBUS AeicTBYyromux OXJII u (wnn) JIB
JIEKapCTBEHHOTO0  MpernapaTra, 3aperucTpUpoOBaHHOIO B OJHOM U3
rOCyapCTB-4JIEHOB, COBPEMEHHBIM JaHHBIM 1O S(PQPEKTUBHOCTH WU
0€30IaCHOCTH 3TOTO JIEKAPCTBEHHOrO IpernapaTta (BKJIHOYas 3aKJIFOUYCHUS
HKCTIEPTU3 U PEKOMEHIAIIMN YIIOJTHOMOYEHHBIX OPraHoB B cepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB TPeThUX cTpaH), B ToM uuciae OXJII u (wm) JIB,

YTBCPKACHHBIM B CTpAaHC-IIPONU3BOIUTCIIC NN CTpaHC-ACPIKATCIIC
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PETUCTPALTMOHHOTO YAOCTOBEPEHUS JIEKApCTBEHHOT' O npernapara,
YIOJTHOMOYEHHBIE OpraHbl (IKCHEPTHBIE OPraHU3alMi) TOCYAapCTB-YICHOB
Wiu JIpyrHe Julla BIOpaBe OOpaTUThCS B YIOJHOMOYEHHBIM Opras
rocyJlapcTBa-4wieHa, B KOTOPOM 3apEruCTPUpPOBAH TaKOW JIEKapCTBEHHOM
npenapar, ¢ MHUIMATUBOM O HAIPaBICHUM AEPKATENI0 PETUCTPALMOHHOTO
YAOCTOBEPEHUs  TAKOrO  JIEKAPCTBEHHOI'O  Ipemapara  3ampoca o
HEO0O0XOJIMMOCTH BHEeCeHUs1 u3MeHeHui B neictpyromue OXJIIT u (unu) JIB.

19.1lpn mosiydyeHWuM 3ampoca, yKa3aHHOTO B IMYyHKTE 18 HacTOSIIMX
TpeOOBaHUM, NPUMEHSETCA TMpoIEeAypa, yKa3aHHas B ab3ane MAToOM
MOJIMYHKTA «B» MyHKTa 17 HacToSImuX TpeOOBaHMIA.

20.Ilpu HEBBIIONHEHUH TPEOOBAHUI, YKa3aHHBIX B NyHKTEe 19
HACTOAIIUX TPEOOBAHUM, IPUMEHSIOTCS MOJOXKEHUS MOAMYHKTA «I» MyHKTa
17 nactosimux TpeOOBaHUM.

21.Tlonoxenns myHktoB 19 w20 Hacrosmux TpeboBaHUU
pacOopoOCTPaHAKOTCS Ha JIEPIKATENEH PErUCTPALMOHHBIX YIOCTOBEPEHUN BCEX
JIEKApCTBEHHBIX MPENApPaTOB, 3apPETUCTPUPOBAHHBIX B COOTBETCTBUHU C
[IpaBunamMu perucTpauy U SKCIEPTUSBI.

22.0no0peHHbIE YIOJTHOMOYEHHBIMU OpraHaMu TOCYyAapCTB-UJICHOB
OXJII wn JIB pa3memarTcss B €IMHOM PEECTPE 3aperuCTPUPOBAHHBIX
JIEKApCTBEHHBIX CPEACTB, TAKXKE [OIMYCKaeTcs MX pa3MEIICHUE Ha
opuIMaIbHOM CaliTe YIOJHOMOYEHHOIO0 OpraHa (3KCHEPTHOW OpraHu3aluu)
rocyJapcrBa-ujieHa B cetu UHTepHeT.

23. JIns JIeKapCTBEHHBIX MpEnapaToB, TPEOYIOMUX JOTOJIHUTEIHHOTO
MOHMTOpHHIa Oe3omacHocTH, nepen pazaenom 1 OXJII pasmemaercs
cnenuanbHbIi cuMBOJI ('), CONTPOBOXKIAEMBIN CIIEIYIONICH GOPMYITUPOBKONA:
«/laHHBIM  JIEKApCTBEHHBIM MpEmapar MNOMJICKUT  JIONOJHUTEIbHOMY
MOHUTOPUHTY. DTO MO3BOJIUT OBICTPO BBISIBUTH HOBYIO HH(POPMAIUIO TIO

0e3omacHOCTH. MBI 06pamaeMc>1 K clricouaaInCTaM CUCTCMbI 3IpABOOXPAHCHUA
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C mpocs0oil coolmare O JHOO0BIX MOAO03PEBAEMBIX HEXKEIaTeIbHBIX

PEaKIUAX. ».

III. Paznensr OXJIII
1. HauMeHOBaHMe JTIEKapCTBEHHOTO TIperapara

24.B panHoMm pazgene OXJIII yka3piBaroTCs TOProBo€ HaMMEHOBAHUE
JIeKapCTBEHHOIO IIperapaTa, CBEJIEHUS O I03UPOBKE U JIEKapCTBEHHOU opMe.
Hanee no tekcry OXJIII cBeneHust 0 J103UPOBKE U JIEKAPCTBEHHOU (opme

B HAMMCHOBAHHH JICKAPCTBCHHOI'O IIPCIiapaTa JOIIYCKACTCsA HC YKa3bIBATh.

Jlo3upoBka

25. Jlo3upoBKa JTOJIKHA COOTBETCTBOBATh KOJIMYECTBEHHO
ONPEIEIIEMOMY COJICPKAHUIO JIEUCTBYIOLIETO BEIIECTBA W IMPUMEHEHHIO
JIEKAPCTBEHHOI'0 TMpenapara W COBIANATh C KOJIUYECTBOM JEHCTBYIOLIETO
BEILECTBA, YKa3aHHBIM B KOJIMYECTBEHHOM COCTABE M PEXKUME JO3UPOBAHUS.
PasHple [O3UMPOBKM OJHOTO M TOTO K€ JIEKAPCTBEHHOrO IMpernapara
yKa3bIBalOTCA oAMHAKoBO (Hampumep, 250 mr, 500 mr, 750 mr). Cnegyer
u30eratb HCIOJIb30BAaHUS JIECATUYHBIX pas3feliuTenei, eciau MNPUMEHHUMO
(manpumep, 250 wmkr, a He 0,25 wmr). Eciu nekapctBeHHas ¢dopma
npejacTaBieHa JByMsl U 0oJyiee J103MPOBKaMU, BBIPA)KEHHBIMU HECKOJIBKUMU
eAMHUIaMU u3Mepenus (Harnpumep, 250 Mxr, 1 Mr u 6 Mr), To B HEKOTOPBIX
Cllydasix 1enecooOpa3Hee yKa3blBaTh JO3UPOBKY B OJJHUX U TEX )K€ €IUHUIAX
B IeJsIX comoctaBuMocTu (Hampumep, 0,25 mr, 1 mr u 6 mr). B memsix
0€30MacHOCTH  BEJIMYMHY Ppa3MEPHOCTH  «MUJUTMOHBD»,  «MHIJLTAAPABD)
(HampuMep, €IMHUI]) BCETa CIIEyET MKUCcaTh MOJHOCTHIO, a He coKpaiaTh. He

CJIeyeT yKa3blBaTh He3HAUYMMBbIe HYIU (Harpumep, 3,0 wim 2,500).
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26./Ins1  JeKapCTBEHHBIX MpenaparoB, Yy KOTOPBIX BbIpaKEHUE
COAEPkKaHUS JEUCTBYIOIIMX BEIIECTB B €AMHUIIAX MACCHI HE MOXKET B MOJIHOU
Mepe XapakTepu3oBaTh OHOJIOTMYECKYI0 aKTUBHOCTH (HAmpumep, s
OMOJIOTHYECKUX JIGKAPCTBEHHBIX IMPEMapaToB), JO3UPOBKA MOXKET OBITh
BBIpaK€Ha B €IMHUIIAX, UCIIOJIB3YEMBIX B (hapMaKoIesX:

ME — mexnyHapoaHasi equHuIa OMOJIOTMYECKON aKTUBHOCTH;

Lf — equanIa OMonornuyeckoil akTUBHOCTH TOKCHHA (aHATOKCHHA);

PFU — Ossiiiko00pa3yroue eIuHUIb;

Ph. Eur. U. — enunanna EBponetickoit (hapmakorien.

JlomyckaeTrcst BbIpaKE€HUE IO3UPOBKHU B APYTUX €IUHULIAX, HATPUMED:

EJl — equHHIIBI JeMCTBUS OMOJOrMUYECKON aKTUBHOCTH,

PNU — equHUIBI OEIIKOBOIO a30Ta.

Ecnu mexayHaponHas eauHuila OUMOJIOTHUYECKOM aKTUBHOCTH OblLiia
onpeneneHa BO3, npu yka3zaHWMM aKTUBHOCTH JIEKAPCTBEHHOTO IIpernapara

CIEAYET MPUMEHATH JaHHYIO CINHUILY.

JlexapcTBenHas ¢hopma

27. JlekapcTBeHHYIO (POpMy JIEKapCTBEHHOIO Ipernapara He0O0XO0IUMO
yKa3bIBaTh B COOTBETCTBUHU C:

MOJHBIM ~ CTaHAAPTHBIM TepmMuHOM @Dapmakonen EBpasuiickoro
AKOHOMMYECKOT0 CO103a, yTBepxkaeHHou Pemennem Kosuternn EBpasuiickoi
skoHOMHUYeckor komuccuu oT 11 aBrycra 2020 r. Ne 100 (manee —
®dapmakoness Coro3a), BO MHOKECTBEHHOM YHCIE€ (€CId TPUMEHHMO)
(Hanmpumep, TaOJIETKN);

noJioxkeHusiMu pazaena 3 OXJIIIL

[Ipy OTCYyTCTBMM MOJAXOASIIErO TMOJIHOTO CTaHJIAPTHOTO TEPMHUHA

COCTaBJISICTCSI HOBBIM TCPMHUH IIYTCM KOM6I/IHI/IpOBaHI/I$I CTaHAapTHBIX
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TEPMUHOB B COOTBETCTBMM ¢ HoOMEHKIaTypoll JIEeKapCTBEHHBIX (QOpM,
yTBep)kacHHOU Pemennem Komternn  EBpasuiickoll  3KOHOMHYECKOMN
KoMuccuu ot 22 nekadpsa 2015 r. Ne 172.

Eciu 3T0 HEBO3MOXHO, 3asBUTENIO CIEAYET HANPABUTh OOpAllEHUE B
YIOJHOMOYEHHBI OpraH rocyJapcTBa-4wieHa O HEOOXOAMMOCTH BBEICHUS
HOBOI'O cTaHaapTHoro repmuHa dapmaxkoneiHbiM KOMUTETOM EBpaszuiickoro
DKOHOMMYECKOr0 coro3a. I[lyTh BBEIEHMS JIEKapCTBEHHOI'O IIpenapara Hu
nepBUyHas (BHYTPEHHsS) yNakOBKa B OOpalllEHWHM HE YKa3bIBalOTCS, 3a
UCKJIIFOYEHUEM  CIIy4aeB, KOIZAa OTH JJIEMEHTHl  SBISAIOTCA  YaCThIO
CTaHJIaPTHOTO0 TEPMHUHA WM HEOOXOAMMBI B IIENIAX 0€30MacHOCTH, WU MpPU
HaJW4YUM WJACHTUYHBIX JEKAPCTBEHHBIX IPEMAPATOB, KOTOPBIE BO3MOXKHO
Pa3JIMYUTh TOJBKO IMOCPEACTBOM YKa3aHWUS IYTH BBEICHHS WIM IEPBUYHON
(BHYTpEHHEW) YIIAaKOBKHU.

28. HanmeHoBaHMEe W JO3UPOBKA JIEKAPCTBEHHBIX PACTUTEIBHBIX
IpernapaToB JOJKHBI COOTBETCTBOBaTh akTaM opraHoB Coro3za B cdepe

oOpallleHHs JIEKapCTBEHHBIX CPE/ICTB.

2. KauecTBEHHBIN U KOJIUYECTBEHHBIN COCTAB

29. B nanHoM paszjesne NpUuBOJAUTCS MOJTHOE ONMKMCAaHNWE KAaYECTBEHHOTO U
KOJIMYECTBEHHOI'0 COCTaBa JIGKAPCTBEHHOTO IIpernapaTa B OTHOIICHUU
JEUCTBYIOIIEr0 BeIleCTBA (IEMCTBYIOMIUX BemecTB). [Ipn HEOOX0AUMOCTH B
naHHOM paszene u B pasaene 4.3 uimm 4.4 OXJII npuBoautcs napopManus o
BEIIIECTBAX, KOTOPhIE HEOOXOAMMO YUUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npernapara s IpaBWIBHOTO €ro npuMeHeHus. Hampumep, KauecTBEHHBIM
COCTaB BCIIOMOTAaTEIbHBIX BEIECTB, YKa3aHHBIX B mnpuwioxeHun Ne 1 k
HACTOSIIMM TpeOOBaHMAM, JIOJDKEH OBITh yKa3aH B Buae (ppasbl «BermiecTna,

HaJIMIUC KOTOPBIX HAAO YUHUTBIBATL B COCTABC JICKAPCTBCHHOI'O IIpCIIapaTa:.
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B koHue pazgena HEOOXOOUMO YKa3aTh CIEAYIOIIYH0 CTaHJAPTHYIO
dbopmynupoBky: «IlodHBIM NEpedyeHb BCIIOMOTATENIbHBIX BEIIECTB MPUBEIACH
B pazzeie 6.1.».

Eciu pactBOpUTENb SBISETCS YacCThIO JIEKAPCTBEHHOTO IIpernapara,

CBEJICHHS O HEM HEOOXOJMMO BKJIIOUUTh B COOTBETCTBYIOIIWE pa3ieiibl

OXJIIT (manpumep, 3, 6.1, 6.5 u 6.6).

KauecTBEHHBIN COCTaB

30. HaumeHoBaHME JEUCTBYIOMIETO BEIIECTBA MPUBOAMUTCA COTJIACHO
PEKOMEHIOBAHHOMY BO3 MEXYHAPOAHOMY HEMMATEHTOBAHHOMY
HauMeHoBannio (ganee — MHH) u mpu HeoOXOAMMOCTH JOMOJHSETCS
yKa3aHueM CoJIeBoM wiu ruapaTHoit popmel. [Ipu orcyrerBun MHH cnenyer
MCIMOJIb30BaTh HauMeHoBaHue 1mo Papmakomnee Cor3a, a Opu OTCYTCTBUU
Takoro HaumeHoBaHus B ®apmakoriee Coro3a — OOIIETPUHSITOE, XUMUUECKOE
WM TPYNNUPOBOYHOE HAMMEHOBaHHME JAeHCTByromero BemlectBa. Ilpu
OTCYTCTBUU  OOWICHPUHSATOrO0, XUMHYECKOTO WM  TPYHNIHPOBOYHOIO
HAMMEHOBAaHHS HEOOXOAMMO YyKazaTh TOYHOE HaydyHoe obOo3HaueHwe. J[is
JNEUCTBYIOIIMX BEIIECTB, HE HMMEKIIUX TOYHOIO HAYYHOrOo OO0O3HAYCHWS,
YKa3bIBa€TCs, KAK U U3 YEro OHM M3rOTOBJEHBI. He pomyckaeTcs BKIOYaTh
CCBUIKHM Ha (papmakorneitHoe KauecTBo.

31.Eciin  nekapCTBEHHBIM Mpenapar  SBIAETCA  JIEKAPCTBEHHBIM
PACTUTEIBHBIM MPENAPATOM, YKA3aHUE KAYECTBEHHOI'O COCTaBa TaKOTO
npernapara onpeesseTcsi B COOTBETCTBUM ¢ akTaMH opraHoB Coro3a B cepe
oOpallleHHs JICKapCTBEHHBIX CPEJICTB.

32.1Ipu yka3zaHuM Ka4€CTBEHHOTO COCTaBa JICKAPCTBEHHOTO Ipenapara,
MPEJICTaBIIAIONIETO CO00M paarodapMalieBTUYECKUE HaOOp, HEOOXOIUMO

YKa3aTb, YTO paaArOU30TOIl HC ABJIACTCA 4aCTbIO Ha6opa.
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KonuyecTBEHHBIN COCTAB

33. KonnuecTBo JEHCTBYIOIIETO BEIIECTBA HEOOXOJIMMO BBIpaKaTh Ha
€AUHUILY JO3UPOBAHUS (B IO3UPOBAHHBIX MHTAISIIIUOHHBIX Ipenaparax — Ha
JOCTABIIIEMYIO 103y W (WJIM) OTMEPEHHYIO J103Y), Ha €IUHHILy 00beMa HIIH
€AUHUIY MacChl, © OHO JOJDKHO COOTHOCHUTBCS C JO3UPOBKOM, YKa3aHHOMU
B paszaene 1 OXJIIL

34. Konu4ecTBO JEHCTBYIOIIETO BELIECTBA HEOOXOAMMO BBIpaXaTh C
MOMOILBIO MEKTyHAPOAHOTO MPU3HAHHOTO CTAHJAPTHOIO TEPMUHA, KOTOPHIN
py HE0OXOIUMOCTH JOTONHSIOT APYTUM TEPMHUHOM, €CJIM OH 0oJiee TOHSATEH
MEIUIIMHCKUM PaOOTHHKAM.

Conu v rugparsl.

Ecnu nenctByrolee BEMIECTBO NPEACTABICHO B BUJE COJIM WUJIA TUIPATA,
KOJIMYECTBEHHBI COCTAaB CJEAyeT BbIpaXkaTh B E€IWHMUIIAX MacChl (WU
OMOJOTUYECKOW aKTUBHOCTH B MEXKTYHAPOIHBIX (UM MHBIX) €IUHUIIAX, €CITH
NPUMEHNMO) aKTHUBHOW YacTU MOJEKYJbl aKTUBHOW (papmarieBTUYECKOn
cybcTaniuy (OCHOBaHUS, KUCIOTHI MUTH OE3BOTHOM conr) (Hampumep, «60 mr
TopemudeHa (B BUJe IUTpaTa)» Wik «TopeMudeHa UuTpaT, SKBUBAICHTHBIN
60 mMr TopeMudeHa).

Ecnu B Xxone mpuUroToBieHHs] TOTOBOTO Mpenapara B PEAKIIMOHHOM
cMmecH (in situ) oOpaszyercs colib (HampuMmep, IPH CMEITUBAHUN PACTBOPUTEIIS
U MOpONIKa), HEOOXOIUMO OTPa3UTh KOJIUYECTBO AKTUBHOW YACTU MOJIEKYJIbI
JENCTBYIOILIETO BEIIECTBA C YKa3aHUEM Ha 00pa30BaHUE COJIM in Situ.

B oTHOmIEHNMM MHMPOKO TPUMEHSIEMBIX JEUCTBYIOIIUX BEIIECTB B
COCTaBe JICKapCTBEHHOI'O Tpemapara, JO03UPOBKAa KOTOPBIX  OOBIUHO
BBIPAXKAETCSI B COJIEBOM WJIM THIPATHON (opMe, KOJUYECTBEHHBIM COCTaB

AOIIYCKACTCA BbIpaXaTb B BHAC KOJHMYCCTBA COJIM WJIM IUJApara (HaanMep,
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«60 Mr nunaTHAa3zeMa ruAPOXJIOPUIAY). ITO NPABUIIO TAKKE MMPUMEHUMO, €CITN
coJib o0pasyercs in situ.

Odupsl 1 TposEKapCTBa.

Ecnu peiicTByromee BeEIIECTBO MPEJACTABICHO B BUjJe ddupa win
MPOJICKAPCTBA, KOJUYECTBEHHBINM COCTaB HEOOXOJIUMO BBhIpaXaTh B BHJIC
KoJiInuecTBa 3rpa Uiy MposieKapcTBa.

Jlns nekapCTBEHHOrO Tpenapara — MNpOJeKapCcTBa, aKTUBHAs 4YacTh
MOJIEKYJIbI JEUCTBYIOIIETO BEIMIECTBA KOTOPOIO 3apErMCTPUPOBAHA B BHUJE
CaMOCTOSITEJIBHOTO  JIEKAPCTBEHHOTO  MpENapara, YKa3bIBA€TCsl  TaKKe
HKBUBAJICHTHOE KOJIMYECTBO AKTUBHOM 4YacTU MOJICKYJbl JCHCTBYIOIIETO
BemiecTsa (Hanpumep, «75 Mr @ocheHuTonHa >KBUBaJIEHTHBI S50 Mr
(dbeHnToOnHaY).

[Topomok (rpanysasl) 1yl IPUTOTOBICHUS! pACTBOPA WM CYCHEH3UU IS
pueMa BHYTPb.

KonuuecTBo JelCTBYIOIEr0 BeEIIECTBA HEOOXOIUMO BBIPa3UTh Ha
€AUHUILY J103bl, €CJIM Tpernapar SIBJASETCS OJHOJI030BBIM, WM HAa €IUHHUILY
O0OBEMHOW /03Bl TIOCJIE BOCCTAaHOBJICHHS, €CIIM Tpenapar sBISICTCS
MHOT'0/I030BbIM. B HEKOTOpBIX Ciiydasx LEeIecoo0pa3HO yKa3aThb MOJSPHYIO
KOHIIEHTPALHUIO.

JlekapcTBeHHbIC  mpemapaThl IS HapeHTEPaIbHOTO  BBEACHUS
(3a UCKJTFOYEHHUEM BOCCTAHABIMBAEMBbIX TTOPOIIKOB).

Ecim o0mee comepxumoe TMEpBUYHOW (BHYTPEHHEH) YIIaKOBKH
OJIHOJIO30BBIX JIEKAPCTBEHHBIX MPENapaToB /Jid NapeHTEPaTIbHOIO BBEACHUS
BBOJIUTCSL B BHJEC OJHON J03bl («IIOJHOE KCIOJIB30BAHUE COJICPKUMOTO
NEePBUYHOM (BHYTpPEHHEHN ) yIIAKOBKU» ), KOJIMYECTBO ACHCTBYIOLIETO BEIIECTBA
CJIeIyeT BhIpaxkaTh Ha popMy BhITycka (Hampumep, 20 Mr u Jip.) 6e3 ykazaHus
U3JIUIIKOB ¥ u30bITKa. HeoOxomuMo Takxke yKa3zaTh KOJHUYECTBO

JNEUCTBYIOIIETO BellecTBa HA 1 M1 ¥ OOIIUIA 3aBIE€HHBIN 00bEM.
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Ecnu  xonmuuecTBO OJHOMO30BBIX JIEKAPCTBEHHBIX IIPENapaToB IS
NapeHTEPATIbHOTO BBEJIEHUSI PACCUMTHIBAETCS HAa OCHOBAaHMU MAcCChl TeJa,
IUIOIIAM TIOBEPXHOCTHU TeJa WM MHOM MEePEeMEHHON MalueHTa («4acTUYHOe
UCIIOJIb30BAaHUE  COJEPKUMOIO  TEPBUYHOW  YMAKOBKH»), KOJUYECTBO
JIEUCTBYIOIIETO BEIIECTBA CJENYyET BhIpakaTh B MuwumwauTpax. Heobxogumo
TaKXe YyKa3aTb OOIIMI 3asBJICHHBIN 00beM. WM3nmuiiku u u30BITOK He
YKa3bIBaIOTCSI.

KomnuectBo JICVCTBYIOILIETO BellleCTBa MHOTI'0JI030BBIX
MapeHTEePANIbHBIX  JIEKAPCTBEHHBIX  IIpPENapatoB U  MHapeHTepalbHbIX
JIEKapCTBEHHBIX MpernaparoB B OOIBIINX 00beMax CIIEIYET BhIpaxkarh Ha 1 M,
Ha 100 M1, Ha 1000 M1 1 T. 1. cO0Opa3HO 0OCTOATEILCTBAM, 32 UCKIIOYCHUEM
MHOTOJIO30BbIX BAaKIIHH, COJAEPKAIIUX «N» OAUHAKOBBIX 1103. B aTOoM cimydae
JIO3UPOBKY CJIEyEeT BhIpaXKaTh HA 00beMHYIO 03y. M3NMHIIKK U U30BITOK HE
YKa3bIBAIOTCSI.

Ecnu npumenumMo (Hampumep, B OTHOIIEHUM PEHTIC€HOKOHTPACTHBIX
MpenapaToB U NapeHTEpaIbHbIX MPENapaToB, COACPIKAIINX HEOPTaHUYECKHUE
COJIM), KOJMYECTBO JEHUCTBYIOIIErO BEUIECTBA CIIEAYET TAKXKE YKa3blBaTh B
MUWJTUMOSIX. J{711 pEHTreHOKOHTPACTHBIX MpernaparoB ¢ WOACOAEPKAIUMHU
JNEUCTBYIOIIMMH BEIISCTBAMU ITOMUMO KOJMYECTBA JEHCTBYIOIIETO BEIIECCTBA
clienyeT yKa3bIBaTh KOJIMUYECTBO Homa Ha 1 Ml

[Topomiok, mojnexanuii BOCCTAHOBJIIEHUIO TMEpell MapeHTEepPaTbHbIM
BBEJICHUEM.

Ecnu nexapcTBeHHBIN Tpernapar SBISETCS MOPOIIKOM, IMOJJICKAIUM
BOCCTAHOBJICHUIO TEPE] MapEHTEPAIbHBIM BBEJICHHUEM, HEOOXOIUMO yKa3aTh
o0111ee KOJIMYECTBO JICMCTBYIOIIETO BEIIECTBA, COJACPIKAIICECS B MIEPBUUYHOM
(BHYTpEHHEW) yINakoBKe, 0€3 yKa3aHWs H3JIMIIKOB W H30bITKA, a TaKkKe
KOJIMYECTBO Ha | MJI mocie BOCCTAHOBJIEHUS MPU YCIOBHUU OTCYTCTBUS

HCCKOJIBKHUX BAapHUAHTOB BOCCTAHOBJICHHUA MW PA3JIMYHBIX HCIIOJIB3YCMBIX
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KOJIMYECTB, KOTOPBhIE MPHUBOJAT K OOpPA30BAHUIO PA3JIMYHBIX KOHEYHBIX
KOHLICHTPAIWM.

Konuenrtparsr.

KonuuecTBo JeHCTBYIOIIETO BEIIECTBA HEOOXOIUMO BBIPA3UTh Kak
cojiep>kaHre Ha 1 MJI KOHIIEHTpaTa U oOIllee cojiep)KaHue JACHCTBYIOIIETO
BemiecTBa. HeoOxoamMo Takke BKIIOUUTH COJEpKaHWME Ha 1 mu mocie
PEKOMEHJYEMOTO pPa3BEACHUS NPU YCIOBUU OTCYTCTBUS Pa3BEICHHUS
KOHIIEHTpaTa J0 Pa3INYHbIX KOHEYHBIX KOHIEHTPALIUH.

[LmacTeipu TpaHcaepMaIbHbIE.

Heobxoanmo ykasaTh ClaeAyrolue KOJIMUYeCTBEHHbIC JJaHHbIC:

COZEpKaHHUE ACHUCTBYIOIIErO BEIIECTBA B ILIACTHIPE;

CpeaHsis IOCTaBIisieMast 3a €IMHUILY BPEMEHH J1034;

TUTOIIAb BEICBOOOKIAIOIIIEH TTOBEPXHOCTH.

(Harmpumep: «Kaxaplii miacTeIphb mwiomanso 10 cm? copepxut 750 MKT
ACTpaanoIia, BRICBOOOXK 1ast 3a 24 yaca HOMUHAJIBHO 25 MKT 3CTpajnoa.»).

MHOT0/1030BbIE TBEPABIC U MATKHE JICKAPCTBEHHBIE ()OPMBI.

KonudecTBO AeiicTByOIIEro BemecTBa HEOOXOAMMO IO BO3MOXKHOCTH
YKa3bIBaTh HA €IMHUIY JO3UPOBAHUS, B OCTAIBHBIX ciiydasix —Ha 1 r,Ha 100 T
WJIU B MPOIIEHTAaX COOOPa3HO 0OCTOSTEILCTBAM.

buosiornyeckue gexkapcTBEHHbIE TIPENaparhl.

VYka3aHue NO3UPOBKH.

KonuuecTBo MelCTBYIOIIETO BEIIECTBA OMOIOTUUECKUX JICKAPCTBEHHBIX
npenapatoB  CJlAEAyeT BbIpaXkaTb B  E€IWHHUIAX MACChl, E€JUHHUIAX
OMOJIOTUYECKOW aKTUBHOCTHU WUJIA MEXKIYHAPOJHBIX €AMHUIIAX B 3aBUCUMOCTHU
OT KOHKPETHOTO IIpernapara, oTpaxkasi B COOTBETCTBYIOIIUX CIy4asiX MOPSJIOK,
npuHaTeii B @apmakoniee Coro3a. B OTHOIIEHUN MATWIMPOBAHHBIX OEIKOB

H€O6XOI[I/IMO YUYUTBIBATD IMOJIOKCHUA B COOTBCTCTBUH C ITPUTOKCHUEM Ne 2 x
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HACTOAIIUM TPEOOBAHUSIM B YACTH OINUCAHUS COCTaBa IMATUIUPOBAHHBIX
(xoHbrOrUpOBaHHBIX ) OenkoB B OXJIII.

JleiicTBy1O01ME BELIECTBA OMOIOTUYECKOTO MPOUCXOKICHUSI.

HeoOxomumo KpaTko omucaTth MPOUCXOXKACHUE JEHCTBYIOIIETO
BEILIECTBA, YKa3aTh CBOWCTBA BCEX MCIIOJb30BAHHBIX B IPOU3BOJICTBE
KJIETOYHBIX CHUCTEM U, €CJIM MPUMEHHMO, HCHOJIb30BAHUE TEXHOJIOTUU
pexomOunanTHoU JIHK ncnonb3ys ciaenyrontyto popmynupoBky: «llomyueHo
C UCToyb30BaHueM KJeToK XXX [1o TexHonoruu pekomounantHout JITHK].».

[Tpumepsbl onucanust IPOUCXOKIACHHS JEUCTBYOIIETO BEIIECTBA:

«TOJIy4EHO C HCHOJb30BAHUEM JUIUIOWJHBIX KIETOK 4YEJIOBEKa
(MRC-5)»;

«MOJIYYEHO C UCMOJBb30BaHUEM KIIETOK Escherichia coli mo TexHOIOTUA
pexoMmOuHanTHoi JITHK»;

«TOJYYEHO C UCTOJIb30BAHUEM KJIETOK KyPHUHBIX YMOPHOHOBY;

«TOJIyYE€HO U3 TOHOPCKOU IIa3Mbl YEIIOBEKAY;

«TOJIYYE€HO U3 MOYM YEJIOBEKAY;

«TOJIyYE€HO U3 KPOBH [>)KMBOTHBIX |»;

«MOJIYYE€HO U3 TKAHU TOJKEITYJOYHOMN KEJI€3bl CBUHENY;

«TOJYYEHO U3 CIU3UCTON 00O0JIOYKY KUIIIEUHUKA CBUHEH.

Oco0Oble TpeboBaHMS K HOPMATHHBIM HMMYHOTJIO0YJTHHAM.

Heob6xomumo yKa3aThb pacnpeneneHue HOPMAaJIbHbBIX
UMMYHOTJIOOYJMHOB 10 cyOknaccam IgG B mporeHTax oOT 0OIIero
coaepxkanus [gG. 3aTem yka3piBaeTCs BEpXHsIsl rpaHulia coaepxanus [gA.

Oco0nic TpeOOBaHUS K BaKI[MHAM.

HeoOxonumo ykazarh cojiepKaHue JIEUCTBYIOIIETO BEIIECTBA Ha
eANHUIYY Ao3upoBaHusi (Hanpumep, Ha 0,5 mui). [Ipu HanmMuuM aabIOBAHTOB

H€O6XOI[I/IMO YKa3aTthb ux Ka4eCTBEHHBIM M KOJIUYECTBEHHBIM COCTaB.
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HeoOxonumo nepedyucianuTh MPUMECH, NPEACTABIAIONIME O0CO0YIO
3HAYMMOCTH (Hampumep, OBaIbOYMUH B BaKI[MHAX, IMOJYYEHHBIX U3 KYPHUHBIX
SIAIL).

TpeOboBanust K oOmNUCaHUIO (PapMalleBTUYECKUX CBONCTB BaKI[MH
MPUBE/ICHBI B TPUIOKEHUU Ne 3 K HACTOSIIUM TPEOOBAHUSM.

JIlekapCTBEHHBIE PACTUTEIIBHBIE TIPEapaThl.

YKa3zaHue KOJUYECTBEHHOIO COCTaBa JCHUCTBYIOIIETO BEIIECTBA B
JIEKapCTBEHHBIX PACTUTENIBHBIX IPENaparax ONpeIeisieTCs B COOTBETCTBUU C

aktamu opranoB Coro3a B cepe 0OpalieHus IeKapCTBEHHBIX CPEACTB.

3. JlekapctBeHHas hopma

35.HauMeHOBaHHE  JIEKAPCTBEHHOM  (QOpMBI  yKa3bIBaeTcs B
cooTBeTcTBUU ¢ HomeHknarypoil jnekapcTBEHHbIX (GOpM. DTOT TEpPMUH
JIOJDKEH COBIMaJaTh ¢ TEPMUHOM, yKazaHHbIM B paznene 1 OXIJIII. Oxnaxo,
€CJIM Ha MEPBUYHON (BHYTPEHHEW) YMAKOBKE HMCIOJIb3YETCS COKPAILCHHBIM
CTaHAApPTHBIM TepMuH, B naHHoM pazaene OXJII cokpalieHHbI TEpMUH
JOTIOJIHUTEIHFHO IPUBOJIUTCS B CKOOKAX.

B otnenbHOM ab3aiie HEOOXOAMMO TPUBECTH OMMCAHUE BHEIITHETO BU/IA
npenapara (1BET, 3HAKU U JIp.) U IPU YCIOBUU HAJIUYUS B PETUCTPALMOHHOM
JIOChE JICKAPCTBEHHOTO IMpenapara COOTBETCTBYIOIIMX MNOATBEPKIAFOIINX
JTAHHBIX CBEJICHUS O (PaKTUYECKUX pa3zMepax TBEPAOU JIEKapCTBEHHOM (hOPMBI
JUIsl TpUeMa BHYTPb, HAITpUMeED:

«Tabnerkwu.

benble, Kpyribie MIOCKOIUINHIPUYECKUE TAOJETKU JUAMETPOM 5 MM
co 3HakoM «100» Ha OgHOU CTOPOHE.».

36.Eciu Ha TabneTkax MpeaycCMOTpEHa JIMHHUS pasiiomMa (pucka),
HEOOXOAMMO yKa3aTh, MOATBEPKACHO JIM BOCIPOU3BOAMMOE pa3JeicHUue

Tabnetok  (Hampumep: «JIuHus  pasznoma  (pucka) HOpeaHa3HAuYeHA
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UCKJIFOUHUTENIbHO I pa3jaMbIBaHUS C LIEJIbI0 OOJIErYyeHus MporjaThiBaHus,
a He JUIs pa3ielieHHs] Ha paBHbIC J03bI», «TabmeTky MOXKHO pa3ienuTh Ha
PaBHBIE J103bL.).

37.Cnenyer mnpencraBuTh cBeneHuss o pH u ocmossapHocTH (mipum
HEOOXOJIMMOCTH).

38. Eciu JiekapCTBEHHBIH MpenapaT MoJJIeKUT BOCCTAHOBJICHUIO MEPE]T
npuMeHeHueM, B gaHHoM pazzaene OXJIIl neobxomumo omucaTh BHEUTHUN
BHJI IIepe]] BOCCTAHOBJIEHUEM. BHEIIHMI BUJ JIEKapCTBEHHOI'O Iperapara

MOCJI€ BOCCTAHOBJICHUSI HEOOXO0AMMO YKa3aTh B pazjaenax 4.2 u 6.6 OXJIIL.

4. Kimmandueckue naHHbIe
4.1. Iloka3aHus K TPUMEHEHUIO

39.1loka3anusi K OPUMEHEHHIO YKa3bIBAIOTCS YETKO M JIAKOHUYHO,
U JIOJDKHBI OTpa)kaTh 1ieJieBOe 3a00JIEBaHUME WM COCTOSIHUE C YKa3aHUEM
HAMpaBJICHHOCTH  Tepanuu  (CUMIOTOMATUYECKas, dATHOTPOIHAS  WIH
OKa3bIBAIOIIAs BJIHMSHUE HAa TEUECHUE WJIM MPOTPECCUpPOBAaHUE 3a00JICBAHUSA),
JUTIsi TPOGUIAKTUKN (TIEPBUYHON WJIM BTOPWUYHOMW), JUIsl [UarHOCTUKU. Ecim
MPUMEHUMO, yKa3bIBaeTCss MHGOpPMAIMS O IIEJEBON MOMYJISAINH, OCOOCHHO
MpY HAIMYUU OTPAHUYECHUN JIJI OTJICJIbHBIX KATErOpyuil MallMeHTOB.

Nudopmanisi 0 KOHEYHBIX TOYKAX HCCICIOBAHUS, KaK IMPaBUIO, HE
MIPUBOJUTCA.

[Tokazanus K MPUMEHEHHUIO C IEJbI0 MPOGUIAKTHKA U WH(OOPMAIHIO
O IIEJICBOM MOMYJISIIIUY JIOMyCKAETCS YKa3bIBaTh B OOIIMX YepTax.

40. Pe3ynbTatsl MOCIIETYOIIUX HCCJICOBAHUM, YTOYHSIOIINX
(GOpPMYITUPOBKY 3apeTHUCTPUPOBAHHBIX TOKAa3aHWUN WM CBEACHUHW O HHX,
nomnyckaercss Bkiaodarh B paszgen 5.1 OXIJIII, ecnmm oHM HE mpennosiararoT

BKJIIOYCHHC HOBOI'O IIOKAa3aHWs K IPUMCHCHHUIO JICKAPCTBCHHOI'O IIpCIIapara.
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41.HeoOxoquMo ykazaTh HH(pOpMAIUIO 00 0053aTENbHBIX YCIOBHUSIX
NPUMEHEHUS Tpenapara, €CIM OHM HE YINOMHUHAKOTCA B JAPYrUX pa3aernax
OXJIII, HO #ABIAIOTCS 3HAYMMBIMU (HalpUMEpP, O COMYTCTBYIOIIUX
JTUETUYECKUX MeEpax, HU3MEHEHUSX 00pa3a >KU3HU WIM COMYTCTBYIOIICH
TEpaIvn).

42.HeoOxoquMo yKa3aTh BO3pPACTHBIE TPYMIbl, KOTOPHIM IOKa3aH
npenapar, ¢ yKkazaHlueM BO3PACTHBIX FPaHULl, HAPUMED:

«X T1OKa3aH [B3pOCJbIM, HOBOPOXICHHBIM, MIJIQJICHIIAM, JETAM,
roJipoctkaM| B Bo3pacte oT X 10 Y [JIET, MECALIEB].».

JIist neneit HaCTOSIMX TPEOOBAHUM JIeTCKas MOy pa3esieHa Ha
BO3PACTHBIE NOATPYIIBI:

HEJIOHOIIEHHBIE HOBOPOKICHHBIE (C YKa3aHUEM CPOKA reCcTaluu);

JIOHOIIIEHHBIE HOBOPOXKIeHHBIE (0 — 27 nHe);

JIETH TPYJIHOT'O BO3pacTa U MiIaJieHIsl (28 qHel — 23 mecsna);

netu (2 — 11 ner);

noapoctku (0T 12 — 18 ner).

43.Ecnu moka3zaHWe K MPUMEHEHHUIO JIEKapCTBEHHOI'O Ipernapara
3aBUCUT OT ONPEACIICHHOr0 TE€HOTUNA, WM DSKCIPECCUU TEHa, WIH
OMPEICJICHHOTO (PEHOTHIIA, TAaHHOE 00CTOATEILCTBO HEOOXOUMO OTPA3UTh B

IMOKAa3aHHH 110 IPUMCHCHHUIO.

4.2. PexxuM JO3UPOBAHMS U CIOCOO MPUMEHEHUS

44 TIpu HamTnuuu 0COOBIX METUITUHCKUX MPEATTUCAHUHN 110 TPUMEHEHUIO
JIEKapCTBEHHOTO Mpernapara (B TOM YUCJIE OTPAHUYEHHOTO OTITYCKa) JaHHBIN
pazaen OXJII HaunHaeTcs ¢ onucaHusi TAKUX YCIOBUM.

IIpy Hamumuuu OCOOBIX OMACeHUH B OTHOUICHHMH O€30MacHOCTH
HEOOXOJIMMO TaKXKE OTPa3UTh PEKOMEHIYEMbI€ OTPAHUYECHUSI OTHOCUTEIIHBHO

yCIOBUM  NpuUMEHEHusi (Hampumep, «TOJbKO JUisi MNpPUMEHEHUs B
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J1e4eOHO-TTPOPUITAKTUYECKUX YUPEKICHUSIX» UIH «HEOOXOJUMO pacioiararb
HNOAXOASAIINM PEAHUMAMOHHBIM 000PYIOBAaHUEM)).

Pexum no3upoBanus.

Crnemyer 4eTKo yKaszaThb PEXUM JTO3UPOBAHUS JJIA Ka)XJOro crocoda
(MyTH BBEACHUS) U ISl KAKJIOTO MOKa3aHUs K MPUMEHEHHUIO.

Ecniu  npuMeHMMO, TPUBOJATCA  CCBUIKM Ha  O(UIMaNbHBIC
pEeKOMEHIauuu (HampuMmep, MO MEePBUYHOM BaKIMHAIIMM U aHTUOMOTHKAM,
a TaK)Ke PEeBAKIIMHALINN).

Ecnu npuMeHUMO, I KaXXOO0W KaTeropuu (BBLACISIIOTCS MOATPYIIIBI
NOMYJSILIMM TI0 BO3pacTy, Macce Tena, IUIOMIAJAA IIOBEPXHOCTH Teja
COOTBETCTBEHHO YKa3bIBAIOTCA PEKOMEHAYEMbIE€ [03bl (HampuMmep, B M,
MI/KT, MI/M?) JUIsl MHTEpBajia J03UpoBaHus. KpaTHOCTE NPUMEHEHHUS CIIEMyET
BBIPAXKATh B €IMHUIIAX BpEMEHHU (Harpumep, | uim 2 pa3a B AeHb (CYTKH) WK
KaXabple 6 4yacoB), BO M30€XaHME MMyTaHWUIIbl HE CIEAYET HCIOJIb30BaTh
cokpartienus (Hanpumep, «1 p/a, 2 p/a, 1 pas/cyT, 2 paza/cyT»).

Ecnu npuMeHnMo, yKa3bIBatOTCS:

MakcUMallbHasi pEeKOMEHJyemasi pa3oBas, CyTouyHas W (wid) oOmas
(kypcoBas) 1103a;

HE0OXOAUMOCTH TIOJI00pa JT03HI;

CTaHAApTHAsl JUIMTEIbHOCTh NPUMEHEHUS M BCE OTPAHUYEHUS IO €€
OPOJIOJDKUTENIBHOCTH, a TakXe, €clId MPUMEHHMO, HE00XOIUMOCTh
MOCTENEHHOTO CHUKEHUS J103bl MJIM PEKOMEHIALMH 10 OTMEHE TPUMEHEHUS;

npeAnpuHUMaeMble MEphl TIPU MPOMYCKE OJHOM WM Oojee 103, WIIH,
HaIlpuMep, IpU PBOTE MOCIE IpUeMa Mpenapara (PEKOMEHIAUWU JIOJKHBI
ObITh Kak MOXHO OO0Jie€ TOYHBIMHU, YUYWUTHIBAIOIMIMMHU PEKOMEHIYEMYIO
KPaTHOCTh TPUMEHEHHUSI M COOTBETCTBYIOIIME (hpapMaKOKMHETUYECKUE

JTaHHBIC);
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MPEBCHTUBHBIE  MEpPbl BO  U30€XKaHUE  PA3BUTUS  HEKOTOPBIX
HEXKENATENbHBIX peakiui (Hampumep, MNPUMEHEHHE MPOTUBOPBOTHBIX
npenaparoB) co ccbuiko Ha pazaen 4.4 OXJIII;

CBSI3b MpHEMA JIEKAPCTBEHHOrO IIpernapara ¢ NPUEMOM >KHUJIKOCTH U
MUIIM BMECTE CO CChUIKOM Ha paznen 4.5 OXJIII npu HanIu4yuu Takou CBA3U
(HampuMep, CBSA3U C YNOTPEOJICHUEM aJIKOTOJIbHBIX HAMMTKOB, TPEeUnPpyToB
WJIA MOJIOKA);

PEKOMEHJAIIUU 110 MTOBTOPHOMY ITPUMEHEHUIO BMECTE C MH(pOopMaImei o
HEOOXOAMMBIX HHTEPBaIaX MEX1y Kypcamu JieueHusl (€Clid MPUMEHHUMO);

B3aMMOJICHCTBUSA, TPEOYIOIINE CIEIUaIbHOW KOPPEKIMH JO03BI, CO
CChUIKaMU Ha Apyrue npuMenumsie pazaensl OXJII (nanpumep, paznens 4.4,
4.5,4.8,5.1,5.2);

pU HEOOXOJMMOCTH PEKOMEHJAIMU O HEJIOMYyCTUMOCTH JTOCPOYHOTO
MPEKPAIIECHUSI TEpAuy NP BO3HUKHOBEHUM HECEPHE3HOW HEXKENaTeIbHOU
pEaKUUM, SBISIONICHCS YacTOW, HO NPEXOASUICH WIM YCTPAHIEMOU C
MOMOIILI0 T0100Pa 103BI.

JIs KOHKPETHOTO Tpernapara, €Ciu JaHHas WHQopMaius sBISETCS
3HAYMMOM, HEOOXO0IMMO yKa3aTh CJEeAYIOIIEe:

«AKTHUBHOCTb JIEKAPCTBEHHOI'O Mpenapara [TOProBO€ HAWUMEHOBAHUE
JIEKapCTBEHHOTO TMpemnapara] BbIpakaeTcd B [yka3aTb HAWMEHOBAHUE]
€IMHHUIAX. OJTU E€IWHUIIBI HE B3aWMMO3aMEHSEMbl C  E€IUHUIAMH,
UCMOJIb3YEMbIMU I BBIPAXEHUST AKTHUBHOCTH JAPYTHX MPENapaTtoB ¢
[HauMEHOBaHUE JIEUCTBYIOIIETO BELIECTBA]. ».

OcoOble TPyTIIBI TAIMEHTOB.

[IpuBogATCS CBEIEHUA O KOPPEKLIMHU JI03bl WA WHBIC CBEICHUA,
Kacaroliecss peXuma JO3UPOBAHUS Yy OCOOBIX Tpynn MalMeHTOB, B
CIEUHUAIIBHO BBIACIEHHBIX pa3fenax. Y Ka3aHHbIE CBEICHHS PACIOJIArar0TCA

IO CTCIICHU BAKHOCTHU, HAIIPUMCP, B OTHOIICHHUH:
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JUIl TOXWIOro Bo3pacta. YeTrko yKa3bIBaeTcsi HEO0OXOIUMOCTh
KOPPEKIIUU J103bl Y JIOOBIX MOJATPYIIN JUIL MOXKUJIOTO BO3PAacTa CO CChUIKAMHU
Ha npyrue pazaensl OXJII, compepxkamue yka3aHHbIE CBEACHUS (HampuMmep,
paznensl 4.4, 4.5, 4.8 unu 5.2 OXJIID);

MAllMEHTOB C MOYEYHOM HEOOCTAaTOYHOCTHIO. PexoMeHnmammu 110
JIO3UPOBAHUIO JOJDKHBI KaK MOXHO 00Jiee TOYHO COOTHOCHUTBHCA C
Jrarna3oHamMu 3HAYCHUH OMOXMMHYECKUX MapKepOB MMOYCUHOM
HEJIOCTATOYHOCTH, MCHOJb30BAaHHBIMM B KJIHMHHUYECKUX HCCJICIOBAHUIX,
Y pe3yJbTaTaMU 3TUX HUCCIIEJOBAHUM;

IIALIMEHTOB C II€YCHOYHOM HEJOCTAaTOYHOCTHbIO (B COOTBETCTBHUHM C
JAHHBIMM O TAIMEHTaX, BKIIOYEHHBIX B HCCIEAOBaHUA (HAIpuUMeEp,
QIKOTOJIBHBIA IUPPO3»), U OMNPEACICHHUSIMH, HUCIOJb30BAaHHBIMU B ITHUX
uccle0BaHusIX (HanpuMep, 6amt (kinacc) no mkaine Yaina-I1s10));

MAIMEHTOB C OMNPEACICHHBIM TE€HOTUIIOM (CO CChUIKAMM Ha JAPYTHe
pazaensl  OXJIII, coxmepxkamue Oonee mOAPOOHBIE CBeICHHS (eciau
MIPUMEHUMO));

MPOYMX 3HAYMMBIX OCOOBIX TPYMI MAIIMEHTOB (HAIpUMEp, MAIMEHTOB C
JPYTUM COMYTCTBYIOIIMM 3a00JieBAaHUEM WM TMAIMEHTOB C W30BITOYHOMN
Maccou Tena).

B HekoTOpBIX ciyyasix MPUBOAATCA PEKOMEHIAIIMA N0 KOPPEKIIUU 1035l
(HampuMep, Ha OCHOBAHUM HAOIOAEHUM 3a KJIMHUYECKUMH CHUMIITOMaMU U
npu3HakaMu W (Wiau) Ja0OpaTOPHBIX JAHHBIX, BKJIIOYAs KOHIICHTPAIHIO
JIEKApCTBEHHOIO TIpernapara B KPOBHU), CO CChUIKAMHU Ha APYTHUE Pa3leiibl
OXJII (ecnu mpuMEHUMO).

Jern.

B OXJIII HeoOxoauMo TpeayCMOTPETh OTACIBHBIN pazfen «Jletmy.

HpI/IBO,Z[I/IMBIC CBCACHUA OOJIDKHBI OXBATbIBATH BCC ITOATPYIIIIBI JICTEH. HpI/I
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MOATOTOBKE 3TOT0 pasjiesia MUCMOJb3yI0T KOMOWHAIUKU (DOPMYITUPOBOK IS
CUTYyallui, ONUCAHHBIX B HACTOSIIEM pa3zere.

Ecnmu nexapCTBEHHBIM Tpenapar IMoKazaH JETSIM, PEKOMEHIAIUU IO
pPEXKUMY JTO3UPOBAHUSA YKa3bIBAKOTCA I KaXIJOM 3HAYMMOW IOATPYIIIBI.
Bo3pactHple  pamMKuM ~ JOJDKHBI ~ OTpaXkaTb  OLEHKY  COOTHOLICHUS
«MOJIb3a — PUCK», MPOBEACHHYIO JJIs1 KAXKI0OW MOATPYIIIIHL.

Ecnu pexxum 103upoBaHus y B3pOCIbIX U I€TEH COBNANAET, TOCTATOUYHO
ATO YKa3aTh, JOMOJHUTEIIHLHO TOBTOPSATH PEKUM JIO3UPOBAHUS HE TPeOyeTCs.

HeobxomuMo ykaszaTh peKOMEHyeMbI€ 03bl (HampuMep, B MT, MI/KT,
Mr/M*) U MHTEpBANa JO3UPOBAHUS B OTHOIIEHWM BO3PACTHBIX MOATPYIIL,
KOTOpPBIM TOKa3aH Mpernapar. B OTHOIIEHWH pa3IMYHBIX MOACPYIIT MOMKET
NOTPEOOBAThCSI yKa3aHWE pa3UYHBIX CBEICHUN O Jo3upoBaHuu. Ilpu
HEOOXOJIUMOCTH  CJIEAYeT TPUBECTU  PEKOMEHJAIMU  OTHOCHUTEJIHHO
HEJIOHOIIIEHHBIX HOBOPOXKIEHHBIX C YKa3aHHUEM OoJiee MOIX0IAIIEero BO3pacTa
(HampuMep, TeCTAMOHHOTO WM NOCTMEHCTPYaIbHOIO).

B 3aBucuMocTH OT MOATPYMIbI, KIMHUYECKUX TAHHBIX U JOCTYIHBIX
JIEKApCTBEHHBIX (POPM 71032 BBIpAKAETCS MCXOJs M3 MACChl WJIM IUIOIIAIH
MOBEPXHOCTHU Teja (HampuMmep, «IeTsaM B Bo3pacte OT 2 J0 4 et 1o 1 Mr/kr
MAaccChl Teja 2 pasa B JICHbY).

Ecmn npumeHnmo, cBeneHUs O BPEMEHM NpUEMa JIEKAPCTBEHHOIO
npernapara JIoJbKHbBl YUUTBIBATh PACIIOPSIOK JHS peOeHKa (Hampumep, ImKoia
WJIN COH).

Ecnu nekapcTBeHHBIM mpenapaT MOKa3aH JE€TSIM W HEBO3MOXKHO
pa3paboTarh MOIXOJAILYIO0 JETCKYIO JIeKapCTBEHHYIO (opmy, B pazmen 6.6
OXJIIT co ccpuikoit Ha paznen 4.2 OXJIIT HeoOX0AMMO BKIFOUUTH MOJIPOOHBIE
MHCTPYKIMU 10 CIIOCO0Y MOJyUeHHUs Mpernapara ex tempore.

Jlo3pl W cnoco0 TMpPUMEHEHUS Yy Pa3IMuHbIX MOATPYII JeTel

JOTYCKaEeTCs IPEACTABIATh B (popMe TaOIHIIBI.
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Ecnu nmekapcTBeHHBIN Mpenapar HE MOKa3aH HEKOTOPHIM WM BCEM
BO3PACTHBIM TpyIIlaM JeTel, MPU HEBO3MOKHOCTH JaTh PEKOMEHJIAINU MO
peXUMY JO3UPOBAHUS HMEIOIIMECS CBEACHHS HEOO0XOIMMO 0000LIUTh C
WCIIOJIL30BAaHUEM CIICYIONMIeH CTaHAapTHOW (QOpMyIUpPOBKU (OJHOW WM
KOMOMHAIIUH U3 HECKOJIBKUX UCXOS U3 00CTOSTEIBCTB):

«[be3onacHocTh u 3 PextuBHOCTH] X y nerel B Bo3pacTte oT X 10 Y
[MecsieB, JieT]| [Win y JHOBIX APYTUX 3HAYMMBIX MOATPYII, HapUMEp, 1O
Macce Tella, MOJIOBOU 3PEJIOCTH, MOJIY | Ha TaHHBIM MOMEHT HE YCTAHOBJIEHBL. ).

Heobxoaumo 106aBUTh OAHY U3 CIEAYIOMUX (HOPMYIUPOBOK:

«JlaHHBIE OTCYTCTBYIOT.»;

«MMmeronuecss Ha  CETONHSAIIHUNA  JIEHb JaHHbIE MPUBEJACHHI B
paznene [4.8; 5.1; 5.2], oqHaKo HEBO3MOXKHO JIaTh PEKOMEH/IALMU TI0 PEKUMY
JIO3UPOBAHMUSL.»;

«X HE CIeIyeT NPUMEHSATH Y IeTEN B Bo3pacTe OT X 10 Y [MECSIEB, JIET]
[uam y T00BIX APYTHX 3HAUUMBIX TOATPYMI, HAMpUMEp, MO Macce Telna,
[OJIOBOM  3PENOCTH, TOJNy] B CBA3M C OIACCHUSAMU OTHOCHUTEIIBHO
[6e30macHOCTH, 3(h()EKTUBHOCTU]| [MEPEUUCISIIOTCS OMaceHusi], MOAPOOHO
U3JIOKEHHBIMU B pa3jiefiax [yKa3bIBAIOTCS pasJielibl, CoIeprKallue MoIpOOHBIC
CBeAeHUs, HanpuMmep, 4.8 unu 5.1].»;

«Ilo mokazaHusiM [ykaszaTh noKa3zaHusi| X y [JI€TeH, AET€ B BO3PACTE
{or X nmo Y} <wmer, mecsAleB> WU y JIOOBIX JPYTHX 3HAYUMBIX MOTPYIIIL,
HaIrpumep, 1o Macce Telia, MOJIOBOU 3pEJIOCTH, MOy | HE TPUMEHSETCA.);

«X MpOTUBOIIOKa3aH y Jerei B Bo3pacte {oT X 10 Y} <JeT, MecsIieB™>
[vm y TI00BIX OpYruX 3HAUUMBIX TOATPYII, HAIpWMeEp, MO Macce Tedna,
MOJIOBOM 3PEJOCTH, MONY| [pHW MOKa3aHWU |[yKa3aThb HA3BAaHWE MOKA3AHUS|

(cchuika Ha paznen 4.3)].».
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B oTHoO1IEeHUN TBEPIbIX JIEKApCTBEHHBIX (HOPM, HEACTUMOMN TO3UPOBKU
HEO00XOAMMO yKa3aTh:

<{X} He cnenayeT Ha3Ha4aTh (IPUMEHSTH) y JA€TEH B Bo3pacTe {oT X J0
Y} <net, MecsiieB> [WIH y JIOOBIX IPYTUX 3HAYUMBIX MMOJATPYIII, HApUMED,
[0 Macce TeJia, MOJOBOM 3pENIOCTH, MOoay| <[l JaHHOW JIEKapCTBEHHOMU
(GhopMBbI> <B CBSI3U C HEBO3MOKHOCTBIO O0ECTICUUTh PEXXUM JTOZUPOBAHUS>.

[1pu Hanmuuuu Oosee MOAXOAIIEH I MPUMEHEHUSI TO3UPOBKU U (WIIH)
JIEKapCTBEHHBIX (DOPM JJIsl HEKOTOPBIX WM BCEX MOJATPYII AeTeH (Hampumep,
pacTBOp sl IpUeMa BHYTPb JUIsl AETEN ), 3TO JOMYCKAETCs yKa3aTh B pa3Jeie
4.2 OXJII Ha npencraBieHHYIO (MEHEE MOAXOJAIIYI0) JO3UPOBKY M (KJIN)
JIEKApCTBEHHYIO hopMYy.

Hamnpumep: «/lpyrue nexkapctBennbsie (GOpMbl U (MIH) JO3UPOBKU MOTYT
Jy4llle YAOBJIETBOPSATh MOTPEOHOCTH JIAHHOUM TPYIIIIBL.».

Croco6 mpuMeHeHusI.

I[Ton oTmenbHBIM TOA3aroJOBKOM  «Mepbl  IPEIOCTOPOKHOCTH,
pUHUMAaEMbIe TIepe]l MPUMEHEHUEM Tperapara Wik Ipu padoTe ¢ HUM» CO
cchuIKOM Ha pazgen 6.6 wim pasaen 11 OXJIII yka3wsiBaroTCs BCce 0COOBIE
MephI MPEOCTOPOKHOCTU MIPU pabOTE C MpenaparoM WM €ro MPUMEHEHUHU
(HampuMmep, Il IIUTOTOKCHUYECKUX  MPENapaTroB)  MEAUIMHCKUMHU
paboTHuKamMu  (BKJIIOYash OCPEMEHHBIX  MEIUIMHCKUX  PaOOTHUKOB),
MAIMEHTOM U YXKHUBAIOIIUMU JIUIIAMHU.

VYka3plBaeTCs IMyTh BBEICHHUS W TMPUBOMAITCS HCUEPIIBIBAIOIINE
WHCTPYKIIUU TIO0 MPABUJILHOMY BBEACHHUIO U NMPUMEHEHUIO. HCTPYKIUU 10
MPUTOTOBJICHUIO UJIM BOCCTAHOBJICHUIO CIIETYET MPUBECTU B pazjene 6.6 wiu
paznene 11 OXJII (mpu HEOOXOIMMOCTH) U yKa3aTh CCHUIKY Ha JIaHHBIM
pazaen OXJIIL.

[Ipu HamMyuu MOATBEPKAAIOUIUX JAHHBIX HEOOXOJAMMO MaKCHUMaIbHO

ITIOHATHO NpeaACTaBUTDH CBCICHUAA 00 AJIbTCPHATUBHBIX cn0c06ax,
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YITY9IIAFOITIX IpUMEHEHNE WA IPUEMIIEMOCTD PUMEHEHUS
JIEKApCTBEHHOr0 Ipemnapara (HampuMmep, BO3MOXKHOCTh —pasjiaMbIBaHUS
TaOJNETKU, pa3pe3aHus TaOJETKu WJIH TPaHCACPMAJIBHOIO  IUIACTBIPA,
pa3MelnbueHus TAOJETKH, BCKPBITHSI KATCyJl, CMEILIMBAHUS UX COJIEPKUMOTO C
NUIIEH, paCTBOPEHUS B HAIIUTKAX C yKa3aHUEM Ha BO3MOXXHOCTh MPUMEHEHUS
4acTU JI03bl), OCOOCHHO TIpU BBEJCHUU JICKAPCTBEHHOTO IMpernapara
MOCPEACTBOM 30HO0B JJIsI HCKYCCTBEHHOT'O BCKapMJIMBAHMUSI.

HeoOxomuMo OOBSICHUTH BCE CHOCIUANBHBIE PEKOMEHIAIMA  TI0
MPUMEHEHHI0, 00YCIOBJICHHBIE JICKapCTBEHHOU (POpMOMA, HarTpuMep:

«B cCBs3M C HENpUATHBIM BKYCOM J>KEBaTh TaOJETKHU, MOKPHITHIC
000JIOUKOH, HE CIEAYETY;

«He cienyer pasyiaMbIBaTh Ta0JIeTKH, MTOKPBITHIC
KHIIIEYHO-PACTBOPUMON  00OJIOYKOM, TMOCKOJBKY OHA  IPEMSATCTBYET
[pH-3aBuCHMOMY pacniany, pa3gpaxCHUIO KAIICUHUKA | »;

«He cnenmyer pasznambiBaTh TaONETKy, TMOKPBHITYI0 00OJOYKOM,
MOCKOJIbKY 000JI04Ka MpeIHa3HaueHa J1Ji1 00eCIeueHUs MPOJIOHTUPOBAHHOTO
BBICBOOOXKIEHUSI (CM. pa3zen 5.2)».

HeoOxomuMo  TIpeACTaBUThL CBEICHHS O CKOPOCTH  BBEICHUSA
napeHTEPATbHBIX TPEapaToB.

[lenecooOpa3HO MPUBECTH CBEACHHUS O MAaKCHUMAaJIbHOW KOHIICHTPAIMH
MapeHTEPATBHBIX MPENapaToB, KOTOPYIO MOXKHO O€301TacHO BBOJUTH JCTSIM
(ecmi TPUMEHUMO), OCOOEHHO HOBOPOXKIEHHBIM, y KOTOPBIX JIOCTaTOYHO
4aCTO UMEIOTCS OTPAHUYCHHS HA BBEJICHUE KUJKOCTH (Harpumep, «He OoJiee

yeM X Mr/Y MJI pacTBOpay).
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4.3. IIpoTuBOnIOKa3aHUS

45.B nannom pazaene OXIJII yka3biBaroTcsi 0OCTOSITENBCTBA, MPU
KOTOPBIX JICKAPCTBEHHBIN Mpenapar He JOKEH MPUMEHATHCS HCXOMAsS W3
npobusis ero 0e30ImacHOCTH, TO €CTh IMPOTHBOMOKazaHusa. K Takum
00CTOSITEILCTBAM OTHOCSITCSL  OTPENICTICHHBIE KIUHUYECKHE COCTOSHUA,
COMYTCTBYIOIIKE 3a00J1€BanHus, AeMorpaduueckue HakTopsl (Hampumep, Mo,
BO3pACT) WM MPEAPACIONOKEHHOCTh (HApuMep, METa00IUYECKUEe U
UMMYHOJIOTHYECKHE (PAKTOPHI, OMPEACICHHBI TE€HOTHN M JICKAPCTBEHHBIC
peakuuMd Ha [OpenapaT WIM KJacc [penapaToB B aHaMHE3e). OTH
00CTOSATEIHCTBA HEOOXOAMMO yKa3aTh, UCTIONL3YS MOHATHBIC, OTHO3HAYHBIC U
4yeTKue (pOpMyIHpPOBKH.

HeobOxonumo wucxons u3 (PakTUYECKUX JaHHBIX WM CTPOTHX
TEOPETUYECKUX  MPEANOCHUIOK  IMEPEUUCIUTh JIPYTHE€  JIEKApCTBEHHBIE
npenaparsl WM (apMaKkOIOTHYECKHE KJIAcChl MpenapaTroB, KOTOPHIE HE
ClieyeT MNPUMEHATh OJHOBPEMEHHO WJIM TMOCIEIOBATEIbHO C JaHHBIM
JIEKApCTBEHHBIM TIpernapaTroM. Eciu NmpuMEeHUMO, MPUBOAMUTCS CChLUIKA Ha
pazaen 4.5 OXJIII.

[Tonynsiuun mNANMEHTOB, HE M3YYEHHbIE B paMKaxX MPOrpaMMbl
KJIMHUYECKHUX UCCIICN0BAHUM, CleayeT onuchiBaTh B pazaene 4.4 OXJIII, a ve
B JIAHHOM pa3sjielie, 3a UCKIIOUYCHUEM CIIy4aeB HeOJIaronpusiTHOTO MPOrHO3a
B OTHOIICHUU O€30MacHOCTH (HANpUMep, MPUMEHEHHE BEIIECTB C Y3KUM
TEpANeBTUYECKUM JIHANa30HOM, BBIBOJIMMBIX TIOYKAMH, Yy TIAIIMEHTOB C
MOYCYHON HEAOCTATOYHOCTHIO). (OJHAKO, €COU KaKHe-IMOO IOIMYJISIHH
NAallMEeHTOB ~ MCKIIOYAJIUCh M3  HUCCIEIOBAHUST 1O  COOOpaKeHUsM
0€30IMacHOCTH, WX HEOOXOAMMO MEPEUUCIUTh B JaHHOM pasziene. Eciwu
MPUMEHUMO, TPUBOIUTCA cChUIKa Ha paznen 4.4 OXJIIL.

bepemeHHOCTh M TpPyJHOE BCKAPMIIMBAHUE YKAa3bIBAIOTCS B JAHHOM

pasacic, TOJIBKO CCIM OHH SABJIAIOTCA IIPOTHUBOIIOKA3aHHAMMU. HpH 9TOM
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HEO0O0XO0/IUMO yKa3aTh cChUIKy Ha paznen 4.6 OXJIII, B koTopoM ciemyer
MIPEJCTaBUThL 00JIee MOAPOOHBIE CBEICHHUS.

CBeneHrs 0 TUNEPUYYBCTBUTEIBHOCTH K JICHMCTBYIOIIEMY BEIIECTBY
(rpynrie CXOXHX M0 XMMUYECKOMY CTPOEHHUIO BEIIECTB, €CJIM MPUMEHUMO) U
J000My  BCIIOMOTaTeIbHOMY  BEIIECTBY, MPOU3BOACTBEHHON MpUMECH,
a TaKke O MPOTUBOINOKA3aHWUMU, OOYCIOBJICHHOM HAJIMUYUMEM OIpPECICHHBIX
BCIIOMOTAaTENIbHBIX BEIIECTB, HEOOXOAUMO BKIIOYUTH B JaHHBIN pazjaen
OXJIIT (B cooTBeTcTBUU C TipriioxkeHrneM Ne 1 K HacTOsIIIMM TpeOOBaHUIM).

46. Ins JIEKapCTBEHHBIX PaCTUTENIBHBIX IIpENapaToB
MPOTUBOIIOKa3aHUEM K ux MIPUMEHEHUIO TaKke SIBJISICTCSI
TUIEPYYBCTBUTENBHOCTD K IPYTHUM PACTEHHSIM TOTO K€ CEMENUCTBA U APYTUM
YacTsIM TOTO K€ pacTeHUs (€CIU MPUMEHUMO).

47. HemocTaTOYHOCTh JaHHBIX caMa IO cebe He JIOJDKHA SIBISTHCS
npoTuBorokazaneM. Eciu ucxoas w3 npoduist 0€30MacHOCTH mpernapar
MPOTUBOIIOKAa3aH K MPUMEHEHHUIO Y 0CO00M MOmysiiuu (Hampumep, y JIeTeu
VI TIOATPYIIIIBI IeTel ), 9T0 HEOOXO0IMMO OTPa3uTh B JaHHOM pazaene OXJII
u natb ccbulky Ha paszaen OXJIII, B KOoTOpoM TPUBOASTCS MOAPOOHBIC
cBenenuss o0 stom. IIpoTuBomokazanue y aeTed ciedayeT yKa3blBaTh 0e3

I1oa3aroJI0OBKa.

4.4. OcoOble yKa3zaHHsl U MEPbI IPETOCTOPOKHOCTHU
pU IPUMEHEHU U
48.1lpu BBIOOpE TOpSAKA W3JO0KEHUS OCOOBIX YKa3aHUHW U Mep
MPEJOCTOPOKHOCTU CIEAYET MPEXKAE BCEro HCXOAUTh U3 BaXKHOCTH
MPUBOAUMBIX CBEICHUI O O€30MaCHOCTH.
KonkperHoe coaepxkanue ganHoro pasjaena OXJIII Oyner otnuyaTthes B

3dBUCUMOCTHU OT BHJA JICKAPCTBCHHOI'O IIPCIIapaTa M OT IIOKA3daHUA K €ro
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npuMeHeHuto. B arotr pazmen OXJII nomkHbl OBITH BKIIFOUEHBI CBEJCHUS,
3HAYMMBIE JIJIsI KOHKPETHOTO Tpernapara.

49.Cgenenust 00 OTIEIBHOM PHUCKE, CBS3aHHOM C IPUMEHEHUEM
JIEKApCTBEHHOIO Mpernapara, CIeQyeT BKIYaTh B JaHHbIN pazgen OXJIII
TOJIBKO B TOM CIllydae, €CIM TaKOW pHUCK TpeOyeT COOII0ICHUS Mep
NPEJOCTOPOKHOCTA  MOPU  NPUMEHEHUH WIM T[pU  HEOOXOJUMOCTH
NpEeayNpexXaACHUS MEAUIIMHCKOTO paboTHUKAa 00 »TOM pucke. ['pynms
NalMeHTOB, Y KOTOPhIX TMPUMEHEHUE JIEKApCTBEHHOrO0  IMpernapara
MPOTHUBOIMOKA3aHO, HEOOXOAUMO YyKaszarh Toiibko B pazaene 4.3 OXJIII,
He AyOiupys B JaHHOM pasjiedie.

50. HeoOxoammo Takke ykaszaTh CeAyoIIee:

a) YCIIOBHS, TIPU KOTOPBIX MNPUMEHEHHUE JIEKapCTBEHHOIO IIperapara
MOXET OBITh MpHeMJIEMbIM. B 4acTHOCTH, HEOOXOIMMO OTTUCATh CIIEIUAIbHBIC
MEpBI 0 MUHUMHU3AIMN PUCKOB, HEOOXOIUMBIE KaK YacTh IJIaHA YIIPaBICHUS
pUcCKaMH B 1emsix obOecreueHrs 0e30macHoro u 3PQPEeKTUBHOTO MPUMEHEHUS
JIeKapCTBEHHOTO mpenapara (Hanpumep: «llepen Hauamom Tepanuu U najiee
€KEMECSIYHO HEOOXOIMMO KOHTPOJIUPOBaTh GyHKIINIO TieueHn», «IlarueHTon
clieyeT MPOUHCTPYKTUPOBATh O HEOOXOAUMOCTH HEMEIJIGHHOTO COOOIICHUS
O JIOOBIX CHUMIITOMAax JeNpeccud U (WIM) CYUUUJAIBHBIX MBICISAXY,
«KeHIMHBI C  JACTOPOAHBIM  TMOTEHIHUAIOM JIOJDKHBI — MCIOJIb30BaTh
KOHTPALIEIILIHNIO» U JIP.);

0) ocoOble TpynIbl MAIMEHTOB, MOABEPKEHHBIC MOBBIIIIEHHOMY PHUCKY
WU SBJIAIONIMECS €IWHCTBEHHBIMU TPYIINIAMH, TMOJBEPKECHHBIMU PHUCKY
Pa3BUTHUSI HEXKENATEIbHBIX PEaKIMil Ha Mpenapar WiK KJIacc MpenaparoB (Kak
MPABUJIO, CEPHE3HBIE WIIM YaCThie) (HAIPUMEP, MOXKWIbIE, IETU, MAIIUEHTHI C
MOYEYHOM WM TEUYEHOYHOM HEJOCTAaTOYHOCTBhIO (BKJIOYas CTENEHb
HEJI0OCTAaTOYHOCTH, HANpUMEP, JIETKYI0, CPEAHIOI U TSHKENYIO), MalMeHTHI,

MOABCPraCMbIC AHCCTC3WUU, U IIAIMCHTHI C cepﬂeqﬂoﬁ HEAOCTATOYHOCTBIO
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(BKIIOYAs B NAHHOM ciydae Kiaccudukaimio, Hampumep, Hbio-Mopkckoit
akajmemMuu 1o wuzydeHuro 3aboneBanHuit cepaua (NYHA)). Heobxomumo
yKa3aTh cChUIKY Ha paznein 4.8 OXJIII ¢ uenbro pazaeneHus HexKeIaTeIbHbIX
3 PEKTOB ¢ MO3UIMK YACTOTHI U TSHKECTH OIPENICTICHHOW HeXeIaTeIbHOU
peakuuu;

B) CEPbE3HBIE HEXKENATENIbHbIE PEaKklUHH, O KOTOPBIX HEOOXOJIUMO
OTMOBECTUTHh MEIMUITMHCKUX PA0OOTHUKOB, CUTYAIIUH, MIPU KOTOPHIX OHU MOTYT
BO3HHMKATh, M HEOOXOAMMBIE MEpPbl MOMOUIM (HalpuUMep, HEOTJIOKHAs
peaHumanus);

I) IpH HaJIUYUU KOHKPETHBIX PHUCKOB, CBSI3AHHBIX C IPUMEHEHUEM
JIEKapCTBEHHOI0 Mpernapara B Hadaje (Hampumep, 3(PpQpexTsl mepBod A03bl)
WIM TpU TpeKpalieHuu (Hampumep, «PHUKOIIET», peaKuu CUHAPOMA
«OTMEHBI») TMPUMEHEHHS, UX HEOOXOJIMMO MPUBECTU B JIAaHHOM paslese
BMECTE C HEOOXOMMBIMU MEpaMu ISl UX MPEIyNPEKICHNUS;

1) MEPBI, KOTOPbIE HEOOXOAUMO NPUHSATH ISl BBISIBICHHS MAllMEHTOB,
MOJBEPKEHHBIX PUCKY, U MPEJOTBPAIICHUS WK PAaHHETO BBLISBICHUS Hadalia
WIM yCyryOJIeHHsl ONacHbIX cocTosiHuM. Ecimu TpeOyeTrcs omoBelieHue o
CUMIITOMaXx M MpPU3HAKAX, SBIAIONIMXCS TMPEIBECTHUKAMHU CEPbE3HOMN
HEKEJATeIbHON PeaKkuu, UX He0OX0IUMO OIUCATh;

€)B ciyyae HEOOXOIMMOCTH IPOBEACHUS KAaKOT0-J1100
cnenu@Uueckoro  KIMHAYECKOr0 WM  JJA0OpaTOPHOr0  MOHUTOPUHIA
PEKOMEHJIallud OTHOCUTEIBHO TAaKOrO0 MOHUTOPUHTA JOJDKHBI COAEpPKaTh
OPUYKMHY, BpeMsi M CIOCOO €ro OCYIIECTBJICHHS B paMKaX KIMHUYECKOM
npakTuku. Eciam mpu Takumx 0OCTOSTENHCTBAX WIIM COCTOSHHSIX TpeOyeTcs
CHU)KCHHE JT03bl WJIM MHON PEXUM J03UPOBAHMS, CBEICHUS 00 3TOM CIENyeT
BKJIIOUUTH B pazaen 4.2 OXJIII u yka3aTh CChUIKY Ha JJAaHHBIN pa3iel;

K) YKa3aHus B  OTHOIIEHUM BCIIOMOTaTelIbHBIX BelecTB  (UX

H€O6XOI[I/IMO YETKO ONUCATh MO OTJICJIbHBIM 3arojioBKOM «BcrmomorarenbHbIe
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BEIECTBA») M OCTATOYHBIX MPOU3BOJACTBEHHBIX IMpUMecei, nHdopmaIus o
KOTOPBIX BakKHA C TOYKH 3pEHUs 00ecTieueHus1 0€30MacHOCTH;

3) CBEICHUSI O COJEpPKAHWU ATAHOJIA B JICKAPCTBEHHBIX Mpernaparax,
COJZIEpKAIUX AJKOTOJIb, TIPUBOSATCS B COOTBETCTBHM C MpuiiokeHueM Ne 1
K HacTosmuM TpeOoBaHMM;

M) yKa3aHWsT O TPAHCMHUCCHUBHBIX areHrax B JICKAPCTBEHHBIX
nmpenaparax, IoJy9eHHBIX U3 IJIa3Mbl KPOBU YEIOBEKA,;

K) CYOBbEKThI U MAIUEHTHI C ONPEICTICHHBIM T€HOTUIIOM MU ()EHOTUIIOM
MOTYyT JuM0O0 HE OTBeYaTh Ha JICUCHHE, JHUO0O0 OBITh ITOABEPIKCHBI
PHUCKY YPE3MEPHOTO dhapmMakoAMHAMUYECKOTO b dexra WIn
HEXKEJaTeIbHON pEeaKlMu, YTO MOXET ObITh OOYCJIOBJICHO aJICISMHU
HEPYHKIMOHUPYIOMKX (EPMEHTOB, aJIbTEPHATUBHBIMU METAOOIUUYECKUMHU
nyTsIMU  (OTTOCPEAYEeMBIMUA ONPENEICHHBIMI aJUICIIIMK) WIH A OUITUTOM
TpancnoprepoB. [logoOHBIE cUTyaluu, €CIM O HUX H3BECTHO, HEOOXOIMMO
YETKO OITHCaTh;

J) BC€ PHUCKHU, OOYCJIOBIICHHbIE HENMPABWIbHBIM IMYTEM BBEICHUS
(HampuMep, PUCK HEKpo3a IMPH BHECOCYIHMCTOM BBEIACHWW BHYTPHUBEHHOTO
mpernapara WIM HEBPOJOTHYECKUX TIOCICACTBUA TIPU BHYTPHUBEHHOM
BBC/ICHUU BMECTO BHYTPHMABIIIICUHOTO), ¢ PEKOMECHIAITUSIMH 110 BO3MOYKHOCTH
UX YCTPaHCHUS.

51.B UCKIIOYUTEIBHBIX CIIy4dasx o0cC000 BaKHBIE CBEACHHUS 10
0€30MacHOCTH  JIGKQPCTBEHHOTO  TIpermapara  JIOIMYCKaeTcsl  BBIJACTUTH
TIOJTY>KHPHBIM IIPHQPTOM, 3aKTIOYHB UX B PAMKY.

52.Bce HexenarenpHbIC PEAKINK, YKa3aHHBIC B JAHHOM pas3zcie WIId
0OyCIIOBJICHHBIE COCTOSIHUSIMH, TPETyCMOTPEHHBIMUA JAaHHBIM Pa3zeiioM,
TaKke BKJIto4arorcs B pazaen 4.8 OXJIIL.

53.Ecnn  nmpuMeHHMMO, YKa3bIBa€TCSd  BO3MOXHOCTh  MCKa)KCHUS

pe3yabTaToB Ja0OPAaTOPHBIX TECTOB (HAMpUMEp, MPHU MPOBEACHUU MPOOBI
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KymOca nHa ¢one npumeHeHuss Oera-nakramoB). X HeoOXoauMMoO YETKO
OMUCaTh, UCIIOJB3YS M10/13ar0JI0BOK (Hapumep: «HMckaxeHue
CEpPOJIOTHYECKUX TECTOBY).

54.0mnucanre 0COOBIX YKa3aHUM W MeEp MPEAOCTOPOKHOCTH B
OTHOIIEHUU OEPEMEHHOCTH U JIaKTallUU, BIUSHUSA HAa CIOCOOHOCTH YIIPaBJISTh
TPAHCHOPTHBIMU CPEJCTBAMU U pabOTATh C MEXaHU3MaMH U ITPOUYUX aCIEKTOB
B3aMMOJICHCTBUH, B I1I€JIOM, HEOOXOJMMO MPUBOAUTH B pazaenax 4.5 — 4.7
OXJIIT coorBercTBeHHO. B cilyyasx 0c000il KIMHUYECKON 3HAYUMOCTH
ONpeIEIEHHBIE MEPHI MMPETOCTOPOKHOCTH CIEAYET ONUCATh B JAHHOM Pa3/eIie
(Hampumep,  Mepbl  KOHTpAUENUMM  WIM  OpU  HEXKEIATeIbHOCTU
COMYTCTBYIOIETO MPUMEHEHUS JPYroro Iperapara ¢ NPUBEICHUEM CCHUIKU
Ha paznensl 4.5, 4.6 unu 4.7 OXJIII).

Jlern.

Ecnu nekapcTBeHHBIN MTpenapar mokasaH OaHOU uiu 00siee BO3pacTHHIM
rpynmnam JeTel U UMeroTCsl 0CoObIe YKa3aHHs U MEPhI MPEJ0CTOPOKHOCTH 10
€ro MPUMEHEHUIO, SIBJIAIONIMECS CHEU(PUIHBIMU IS JeTeH U KaKOH-Tn0o
BO3PACTHOM TPYIIBI JIETeH, UX HEOOXOJMMO NMPUBECTU B JIAHHOM paszjele.
Cnenyer omnMcarb Bce HEOOXOAMMBbIE OCOObIE YKa3aHUS UM MEphl
MIPEIO0CTOPOKHOCTH OTHOCUTEILHO J0JATOCPOYHOM O6€30macHOCTH (Hampumep,
B OTHOUICHWU BIIMSIHUA Ha POCT, HEBPOJOTHYECKOE M TMOBEIECHYECKOE
pa3BUTHE, a TAKXKE MOJIOBOE CO3PEBAHNE) U CICIIUAIBHBI MOHUTOPHUHT JCTEH
(HampuMep, MOHHUTOPUHT  pocrta). IlpM  OTCYyTCTBUHM  HEOOXOIUMBIX
JOJITOCPOYHBIX JAHHBIX IO O€30MacHOCTH JTO YKa3bIBAETCS B JaHHOM
paznene. [Ipu HanTMYMKU NOTEHIIMAILHOTO CYIIECTBEHHOTO WJIUA JJIUTEIIHBHOTO
BJIUSIHUSL HA TOBCEIHEBHYIO aKTUBHOCTbH JIeT€H (Hampumep, COCOOHOCTh K
00y4YeHHUI0 Wi GU3NYECKYI0 AKTUBHOCTbD) WIIM MPU BIUSHUM HA alllIETUT WITU

COH IIPUBOIATCA COOTBCTCTBYIOIIMUC YKA3aHU .
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[lepeuncnsarorcs Mepsl, cieUU(pUUHbIE I AETE, KOTOPHIM MOKa3aHO
IPUMEHEHNE JIEKAPCTBEHHOIO Ipernapara (HampuMep, Kak 4YacTh IUJIaHa

YIPaBJICHUS PUCKAMU).

4.5. BzauMopeicTBue ¢ JpyruMu JE€KapCTBEHHBIMHU IperapaTaMu
U JIpyTUe BUAbI B3aUMOICHCTBUS

55.B nannom pazmene OXJIII HeoOX0oaMMO MpEACTaBUTH CBEACHUS O
MMOTCHIIMAILHO KIMHUYECKU 3HAYMMBIX B3aMMOJCHCTBHSIX, OCHOBAaHHBIX Ha
(dbapMakoAMHAMUYECKUX CBOWMCTBAX U pe3ysibTarax (HhapMaKOKHHETHUECKHUX
HCCIICIOBAaHUM in vivo JEKapCTBEHHOTO IMpernapara ¢ OTACIbHBIM yKa3aHUEM
B3aUMOJICVCTBUM, KOTOPBIC IPHUBOIAT K HM3MEHEHHIO PEKOMEHIAIHUM 10
MIPUMEHECHUIO JIaHHOTO JICKAPCTBEHHOro Iipenapara. K HUM OTHOCSTCS
pe3yJIbTaThl B3aUMOJCHUCTBUSL in Vivo, HEOOXOIUMBIC [JIsi AKCTPAMOJISIUU
s Pexra Ha MapKkepHOE (CKKOHTPOJBHOE)) BEIIECTBO JAPYTUX JICKAPCTBEHHBIX
npernapaToB, 000X OJJMHAKOBBIM C MapKepoM (hapMaKOKMHETHYECKUM
CBOMCTBOM.

56. CHauana NpUBOJMUTCA OINMHUCAHUE B3aUMOJCUCTBUM, BIMSIONIMX Ha
NPUMEHEHUE JaHHOTO JIEKAPCTBEHHOTO IMpernapara, 3aTéM YKa3bIBalOTCs
B3aMMOJICHCTBUS, MPUBOJAIINE K KIMHUYECKH 3HAYMMBIM H3MEHEHUSIM
MIPUMEHEHUS IPYTUX JICKAPCTBEHHBIX MPENapaToB.

B nmannHoMm pasnene HEOOXOAWMO OMNMKCATh B3aUMOJICHCTBHS, KOTOPHIC
ykazanbl B apyrux paszaenax OXJIII u B KOTOpBIX copepKaTcs CChUIKM Ha
JIAHHBIN pa3Jiel.

B nauane npuBoaATCS CBEICHHUS O MPOTHUBOMOKA3aHHBIX KOMOMHAIIHSIX
JIEKapCTBEHHBIX  MpEemaparoB, Jajee O KOMOMHAIMAX Ipenaparos,
OJTHOBPEMEHHOE NMPUMEHEHHE KOTOPHIX HE PEKOMEHIYETCsI, M B 3aBEPIICHUN —

BCC OCTAJIbHBIC CBCACHUA.
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57.1lo  KaxIOMy  KIMHAYECKHM  3HAYAMOMY  B3aUMOJCHUCTBHIO
HEO0OXOJIUMO MPEJCTABUTH CIACAYIOIINE CBEICHUS:

a) IPOTUBOTNIOKA3aHUs OJHOBPEMEHHOTO MPUMEHEHUs (CO CCHUIKON Ha
pazaen 4.3 OXJIII);

0) HeXKeNaTeIbHOCTh OJIHOBPEMEHHOTO TNMPUMEHEHHS (CO CCBhUIKOM Ha
pasznen 4.4 OXJIID);

B) IPUMEHEHUE MEp MPEIOCTOPOKHOCTH, BKIIOUAS KOPPEKIUIO J103bI
(co ccputkoit Ha paznen 4.2 win pazaen 4.4 OXJII ucxoas u3 00CTOATEILCTB)
C TEPEYUCICHUEM KOHKPETHBIX OOCTOSATENILCTB, TPEOYIOMUX  TaKOM
KOPPEKIIUH;

) 1100ble KJIMHUYECKHUE TMPOSBICHUS W BIMSHHUE Ha IUIA3MEHHYIO
KOHIICHTPAILIMIO W ITUIOIIA/Ib MOJi KpUBOM «KOHIeHTpanusi — Bpems» (AUC)
UCXOJHBIX COCAMHEHUM M aKTUBHBIX META0OJUTOB W (WIM) JaOOpaTOpHBIC
napameTphl;

T)MEXaHU3M  B3aumojachcTBUa  (ecnmu  u3BecTeH).  Hampuwmep,
B3aMMOJICHCTBUE BCJIEJACTBUE WHTHOMPOBAHUS WJIM HHAYKIHUH ITUTOXpOMA
P450 HeoOxoauMo mpeACTaBUTh B IAHHOM pa3Jielie CO CChIIKOM Ha paznen 5.2
OXJIII, B koTOpOM clieTyeT 0000IIUTh PE3yJAbTATHI in Vitro MHTHOUPYIOIIETO
WJIU MHyIUPYIOLIEro MOTEHINaNa.

58. HeoOxonumo omucarh B3aUMOJICMCTBHUS, HE HW3Y4YEHHbBIE in Vivo,
HO MPOTHO3UPYEMbIE HA OCHOBAHUU WCCIICIOBAHUM in Vitro UM HA OCHOBAHUM
JIPYTUX CUTyallud M WCCICHOBAHUM, €CIM OHU MPUBOIAT K HU3MEHEHHIO
MIPUMEHEHUS JIEKAPCTBEHHOTO Mpenapara, Co CCbUIKOM Ha paznen 4.2 wiu 4.4
OXJIIL.

59.B naHHOM paznene HEOOXOJMMO YyKazarhb MPOAOIKUTEIbHOCTh
B3aMMOJICUCTBUS MOCIIE€ OTMEHBI JIEKAPCTBEHHOTO Ipernapara ¢ KIMHUYECKU
3HAYMMBIM B3aUMOJEHCTBUEM (HallpuMep, HMHTUOUTOpA WM HHAYKTOpa

dbepmenToB). Kak crnencrBue, MOXKeT MOTPEOOBATHCS KOPPEKIUSA peXUMa
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no3upoBanus. Creayer TakkKe yka3aTh Ha HEOOXOAMMOCTh OTMBIBOYHOTO
nepuo/ia Npy MNOCieI0BaTeIbHOM MPUMEHEHHUH JIEKAPCTBEHHOTO IIpenapara.

60. HeoOxonumo Takke MPEACTAaBUTh CBEICHUS O JPYTUX 3HAYUMbBIX
B3aUMOJICUCTBUSX, HAlpUMEp, C JIEKAPCTBEHHBIMH  PACTUTEIHHBIMU
npenaparaMu, THINEH, aJKoroJieM, KypeHuem u  (HapMaKoJIOTHueCcKu
AKTUBHBIMU BEIIIECTBAMH, HE MWCIOJIb3YyEMbIMU B MEIUIIMHCKUX IIEJISIX.
Heobxoaumo omnucars (papMakonnHamMudeckue 3(PQPeKTbi, KOTOpble MOTYT
NPUBECTH K  KJIMHUYECKM  3HAYMMOMY  TOTEHIHUPOBAHUIO WM
HEOIaronpUATHOMY aiTUTUBHOMY 3P DEKTY.

61.Pe3ynbrarhl, NOJYy4YEHHBIE in Vivo, CBHUACTEIbCTBYIOIIUE 00
OTCYTCTBUU B3aUMOJCHUCTBUS, HEOOXOJAUMO TMPUBOJUTH TOJIBKO IPU HX
3HAYMMOCTH JIJII MEJUIIMHCKOTO paOOTHUKA, HA3HAYAIOIETO JIEKapCTBEHHBIM
npenapar (Hanmpumep, B KJIMHUYECKOM 00JlacTM, B KOTOpOW paHee
OOHapy>XMBAIUCh MOTEHIIUALHO OMACHBIE B3aUMOJECHCTBUS (HATTpUMED, TIPH
MIPUEME AHTUPETPOBUPYCHBIX MPEMAPATOB)).

62.Eciu wuccinenoBaHusT B3aUMOJICMCTBUS HE MPOBOJAUIUCH, 3TO
HEO0OXOAMMO yKa3arth.

Oco0bIe TpynIibl NAIKMEHTOB.

Ecnu  BbIABIEHBI Tpynmbl TAIMEHTOB, Y KOTOPBIX  BIUSHUC
B3aMMOJICHCTBUS 0OoOJiee BBIPAKEHO, WM OXUIAETCA OOJbIIas CTENeHb
B3aMMO/JICUCTBUS (HApUMEp, MAlMEHThl CO CHUXEHHOW (PYHKIMEH MOYeK
(ecnu OOHUM M3 TYTEH SKCKPEIUU SIBIISICTCS MOYCYHBIN), JETH, MOXKHIbIC
U JIp.), OTU CBEACHUS HEOOXOUMO BKIIIOUUTDH B JaHHBIN pa3jied.

Heobxomumo ommcarh B3aMMOJICUCTBUSI C APYTUMHU JIEKAPCTBEHHBIMU
npenaparamM, OOYCJIOBJIEHHbIE MOJUMOP(PU3MOM  METa0OIUZUPYIOIINX
(dbepMEeHTOB WM ONPEEICHHBIX TEHOTUIIOB (MIPY UX HAJIUYUN).

Jletn.
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[Ipy Hamuuuu TOKa3aHUs K TMPUMEHEHUIO [UI1 ONPEACICHHOU
BO3PACTHOM TpYIIbl JIETEl B JaHHOM pazjiesiec HEOOXOAUMO MPE/ICTaBUTh
CBEJICHUSI, CTICU(PUYHBIE JJIsI TaHHOU TPYIIIIHI.

Pesynprupyromas  3kcno3unus U KIMHUYECKHUE  TOCIEICTBUS
(hapMaKOKMHETUYECKOTO B3aUMOJCHCTBUS Yy B3POCIBIX M JIETEH, a TakkKe y
JIEeTeN pPa3IMYHBIX BO3PACTHBIX IPYNIl MOTYT pas3iauyarbcsa. B arou cBA3u
HE00XO0aUMO:

ONMCATh BCE YCTAHOBJIEHHBIE PEKOMEHAALMH T10 JICUEHUIO, CBA3aHHBIE C
OJTHOBPEMEHHBIM MPUMEHEHHUEM B MOJrPyMNNax AEeTeil (HampuMep, KOppeKIus
J103bI, JOTIOJHUTEIBHBII MOHUTOPUHT MapKepa KIMHUYECKUX 3()PEKTOB U
(1K) HeXeNnaTelbHbIX PeaKluii, MOHUTOPUHI KOHLIEHTPALlUU [Ipenapara);

BKJIIFOUMTh YyKa3zaHue «lccnenoBaHusi B3aMMOJEUCTBUS IPOBEICHBI
TOJNBKO Yy B3pOCHBIX» B Clly4ae, €CJIM MCCIEAOBAaHUS B3aWMMOJCUCTBHS
IIPOBEACHBI y B3POCIIBIX;

yKa3aTh, 4TO CTENEHb B3aUMOJICVCTBUS y JIETEH AHAJIOTWYHA CTEIICHU
B3aUMO/ICUCTBUS Y B3POCJIBIX (€CIIM 3TO YCTAaHOBJICHO);

yKa3aTb Ha OTCYTCTBME JIaHHBIX B Clly4yae, €ClId [OJ00HbIe
MCCIICIOBAaHUS B3aUMOJICUCTBUS HE MPOBOIUIIHC.

AHaTOTUYHBI TMOAXOJM TPUMEHsSeTCI K (HapMaKoIMHAMHUYECKAM
JIEKaPCTBEHHBIM B3aWMOJICHCTBUSM.

Ecnu B3aumopeiictBue ¢ nwumiet Tpedyer BrioueHue B OXIJII
YKa3aHHUI 10 OJHOBPEMEHHOMY NMPUMEHEHUIO JIEKAPCTBEHHOIO IpErapara
MUIIEH WIK ONPEICICHHBIMU MPOJAYKTAMH MHUTaHUs, HEOOXOIUMO yKa3aTh,
NPUMEHUMBI JIM 3TH yKa3aHus K JeTAM (0COOEHHO HOBOPOXXJACHHBIM H
MJIAJIEHIIaM), PalMOH KOTOPBIX OTJIMYAeTCs (MUTAHUE HCKIIOUUTEIIBHO
MOJIOKOM WMJIK MOJIOYHBIMHU CMECSIMU Y HOBOPOKICHHBIX).

JlaHHblil pasnen cieAyeT NpencTaBUTh B HauOoyiee MPOCTOM BHUJE C

YKa3aHUCM TOJIbBKO TCX B3aI/IMOI[€I7ICTBI/II\/'I, KOTOPBIC TpC6YIOT KaKHX-1I100
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IIPAKTUYECKUX YKa3aHUM MO pPEKUMY IPUMEHEHUS JIEKAPCTBEHHOIO
npenapara. I[lpy  Hanuuum  OONBIIOIO  KOJMYECTBA  Pa3jIM4HBIX
B3aUMOJICHCTBUI  (Hampumep, 0OpU NPUMEHEHUM IPOTUBOBHUPYCHBIX
IpenapaToB) AOMYCKAETCs UCIOIb30BaTh TAOIMUYHBIN (hOpMAT IPEICTaABICHHUS

uHpopmaIuu.

4.6. ®epTHIIBHOCTH, OEPEMEHHOCTD U JIAKTAITHS

63. O0111e TPUHIUIBL. 3asgBUTENb WIH JACPKaTellb PEerUCTPaliOHHOIO
YIOCTOBEPEHUS JOJDKHBI MO BO3MOXHOCTH TPEACTABUTh OCHOBAHUS IS
PEKOMEHIalNii TI0 TPUMEHEHHUIO JIEKApCTBEHHOTO TIpernapara y OepeMeHHBIX,
JKEHILIMH B MIEPUOJ] JAKTAllMM W >KCHIUH C AECTOPOJIHBIM MOTEHIIMAIOM. DTH
CBEJICHUSI HEOOXOIUMBbI MEIUIIMHCKUM pPaOOTHUKAM ISl TOCISAYIOIIETO
WH(POPMHUPOBAHUS TTAIIMEHTOB.

[IpoBoAsi COBOKYNHYIO OIIEHKY, HEOOXOJAMMO UCIIOIb30BaTh BCE
JOCTYIHBIC JaHHbIC, BKJIIOYAsh Pe3yiabTaThbl KIMHUYECKUX MCCICIOBAaHUN U
MOCTPETUCTPANIMOHHOTO HaOMI0OACHUS, (hapMaKOJIOTHYECKYI0 aKTHUBHOCTb,
pe3yabTaThl JOKIMHUYECKUX UCCICAOBAHUN U CBEICHUS O COCAMHEHUSIX TOTO
)Ke KJtacca.

ITo Mepe HaKOIUIEHHS OMbITa MPUMEHEHUS JIEKAapCTBEHHOTO Iperapara
OepeMEHHBIMU, KOTOPBINH MPEBOCXOAUT OOBEM JOKIMHUYCCKUX JTaHHBIX Y
KUBOTHBIX, HEOOXOJWMO  OOHOBJIATH  YKa3aHUS 110  IPHUMECHCHUIO
JIEKapPCTBEHHOTO Mpenapara npu 0EpeMEeHHOCTH U B MEPUO/T JTaKTALIUH.

Ecnu GepeMeHHOCTh W JIaKTalMs SIBISIFOTCS MPOTUBOTIOKA3aHUEM K
MIPUMEHEHUIO JICKAPCTBEHHOTO Tperapara, CBeACHUS 00 ATOM HEO0O0XOJIUMO
BKJIFOUUTH B pazaen 4.3 OXIJIII.

HeoOxonumo npeacTaBUTh CIEIYIONINE CBEICHHUS.



44

XKeHIUHBI ¢ JETOPOHBIM MOTEHIIUAIOM, KOHTPAEHIIHSI Y MYXYUH U
YKEHILHH.

[IpuBoasITCS yKa3zaHHsl IO TPUMEHEHUIO JICKAPCTBEHHOTO Mpernapara y
KEHITMH ¢ JEeTOPOJHBIM  TOTEHIIMAJIOM, BKJIIOYas HEOOXOIUMOCTh
MIPOBEJICHMS TeCTa Ha OEPEeMEHHOCTh M KOHTpaleniuy. Eciu nanueaTkam uiu
MOJIOBBIM MMapTHEpIlIaM MAllMEHTOB B XOJI€ TEpalvu WIM B ONPE/ICIICHHBIN
MIPOMEXKYTOK BPEMEHU J0 Havajla WiIu MOCJe 3aBEPIICHUS JIeUeHUs TpedyeTcs
s PekTuBHAS KOHTpAIEIIINs, OCHOBAHUS JJIsl IPUHATUSA ATON MEPHI CIEAYET
BKJIIOUWTH B JIaHHBIN pa3zzen. B ciaydae ecnu pekoOMeH1yeTcsl KOHTpAUECIUS,
HO HMEETCAd  B3aWMOJICHCTBUE C  MEPOPATBbHBIMH WA  APYTUMH
KOHTpalleNTUBaMH, HEOOXOIMMO TaK>Ke yKa3aTh CChUIKY Ha pazjaen 4.5 OXJIII
(v mpu HEoOXoUMOcCTH Ha pazaen 4.4 OXJIII).

bepemeHHOCTS.

CHavaia OpUBOAATCA JaHHBIE, TOJYYEHHbIE IO pe3yJbTaram
KIIMHUYECKUX M JOKIMHUYECKUX HCCIEAOBAHUM, a 3aTEM — YyKa3aHUs IO
MPUMEHEHUIO JIEKAPCTBEHHOTO IMpernapara Ha OCHOBE ATUX JaHHBIX.

B oTHOIIEeHUN NTOKJIMHUYECKUX JAHHBIX B pa3jiesl BKIIOYAIOTCS TOJIBKO
BBIBOJIbI HCCJICIOBAHUN PENPOAYKTUBHOM TOKCHUYHOCTH. bojee moapoOHbIe
CBEICHUS MpeACcTaBIsitoTCs B pazaeine 5.3 OXIIII.

B oTHOIIIEHUHN KIIMHUYECKUX JTAHHBIX:

B pazze’l HEOOXOAMMO BKJIIOUHMTH IIOJHBIE CBEJICHUS O 3HAYUMBIX
HEXKENaTeNIbHBIX  SIBJICHUSX,  BO3HHUKIIUX y  SMOpHMOHa,  IUJI0Aa,
HOBOPOXXJICHHOTO, OepeMeHHoM (ecnu mnpuMeHumo). Creayer ykaszaTb
YaCcTOTy BO3HUKHOBEHHUS HEXKENATENbHBIX SBICHHUN (HAampuMep, YacToOTy
BO3HUKHOBEHHMS BPOXKICHHBIX aHOMaJIUM) corjlacHo kputepusiMm BO3 (ecnu
4acTOTa OMpeJIelICHA);

€CJIM HeXeJaTeNIbHbIE SBJICHUS TPU OCPEMEHHOCTH HE BO3HHMKAJIHW, B

pas3acic HCO6XOI[I/IMO YKa3aTb BCIIMUYMHY  IIOIIYJIAIUH 6CpeMCHHBIX,
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Yy KOTOPBIX HMMEETCS OMNBIT MEIUIMHCKOTO MPUMEHEHUS JIEKAPCTBEHHOTO
npermnapara.

B oTHOmEHnn yka3zaHui Mo NMPUMEHEHUIO JIEKAPCTBEHHOIO Ipenapara
y JaHHOW KaTErOpUH JKECHILNH:

OPUBOJATCS  PEKOMEHJAUMH [0 MPUMEHEHUIO JIEKAPCTBEHHOTO
npenapara B pa3juyHbIC MEPUOAbI F'ECTAMM C YKA3aHUEM MPUYUH TAKUAX
PEKOMEHIAIUM;

MIpY MPUMEHEHUH JICKAPCTBEHHOI'O IIpenapaTa Bo BpeMs OEpeMEHHOCTU
B COOTBETCTBYIOIIMX CIy4asiX HIPUBOAATCA PEKOMEHIAUHMU IO BEICHUIO
OCpEeMEHHOCTH, BKJIOYass HEOOXOAUMBIM  CIEUHATbHBIA ~ MOHHTOPUHT
(HampuMep,  YJBTPAa3BYKOBOE  MCCJIEAOBAHUE  IUIOAA,  OINPENIEICHHOE
OMOJIOTHYECKOE WM  KJIMHUYEeCKoe  oOcjejoBaHMe — IJioAa WU
HOBOPOXIEHHOTO).

Takxe [OOmyckaeTcs BKIKOYATh COOTBETCTBYIOIIME CCBUIKM B
pazaensl 4.3, 4.4 u 4.8 OXJIIL.

[Ipumepsl  GOpPMYJIMPOBOK, TMPUBOJUMBIX B JIaHHOM  pasjelie,
cojiepkarcs B NnpuiiokeHuu No 5 Kk HaCTOSIIIIUM TPEeOOBaHUSIM.

JlakTanus.

[Ipy Hanuuuu NOPUBOIATCS KIMHUYECKUE JIaHHbIE (NIPUMEHEHUE
JIEKAPCTBEHHBIX MPENApaToB y MIIAACHIECB, HAXOAWBIIUXCA HA TPYyAHOM
BCKapMJIMBaHUHW), B BHUJE 3aKIIOUYCHUN KHUHETUYECKUX HCCICAOBAHUM
(ruta3MeHHasi KOHIIGHTpalus y JCeTed, HaXOJMBIIUXCS Ha TPYJIHOM
BCKapMJIMBaHUH, MPOHUKHOBEHHME JCHCTBYIOIIETO BeIIeCTBa U (WJIU) €ro
MeTa00JIUTOB B rpyAHOE MOJIOKO). [Ipy Hamnuuu npeACcTaBISIIOTCS CBEICHUS O
HEKEJIATEIbHBIX  peakusaAX Yy JETel, HaxOoIAIMXCSd Ha TPyAHOM
BCKapMJIMBaHUM, JONYCKAETCs YKa3aHUE IIEPEKPECTHOM CCBUIKM Ha

pazaen 4.8 OXJIII.
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3akio4eHre O MPOHUKHOBEHUU JCHCTBYIOIIETO BElIeCTBA U (UJIU) €ro
MeTa0O0JUTOB B MOJIOKO HAa OCHOBAHMHM JOKJIMHUYECKUX HCCIEAOBAHUM
MPUBOJIUTCS TOJIBKO TPU OTCYTCTBUM TaKUX JAaHHBIX, IOJYYEHHBIX Y
YeJI0BEKA.

[IpuBomsITCS NpPUYMHBI W PEKOMEHAAIMU 10 MPEKPALICHUIO WIIA
MPOJOJKEHUIO TPYJHOIO BCKApMIIMBAaHMS W (WJIM) MPEKPAIICHUIO WIH
NPOJOJKEHUI0  Tepalmuu B 3aBUCUMOCTHM  OT TOro, 4To OoJiee
NPEANOYTUTEIBHO.

[Ipumepsl HopMyIHpPOBOK TPUBOASATCS B mpwioxkeHun Ne 5 K
HACTOSIIIUM TPEOOBAHUSIM.

DepTUIIBHOCTb.

B nmannwiii pazgen OXJIII HeoOXoauMoO BKIHOYUTH CJEAYIOLINE
OCHOBHBIE  CBEIICHMSI O  BO3MOXHBIX  HEXeEJaTelbHBIX  AdderTax
JIEKapCTBEHHOTO MperapaTa JJisi My>KCKOU U KEHCKOU (PepTUIIbHOCTH:

KIIMHUYECKHE TaHHbIE (IPU HATUYUH);

COOTBETCTBYIOIIUE 3aKIIOUCHUS JTOKIMHUYECKUX TOKCUKOJOTHYECKUX
ucciuenoBanuil (mpu Hanuuuu). bosee moapoOHbIE CBEIEHUS HEOOXOAUMO
BKJIFOUUTH B paznaen 5.3 OXIJIII;

PEKOMEHJAUK [0 NPUMEHEHUIO JIEKQpCTBEHHOrO Mpenapara Mpu
IJJAHUPOBAHUM OEPEMEHHOCTH W TMOTCHIHAIbHOM BIUSHUU TEpanuyd Ha
(bepTUIBLHOCTb.

Ecnu npumennmo, B pazaen 4.3 OXJIII gonyckaeTcst BKIFOUYUTh CCHUIKH
Ha apyrue pasaenst OXJIIII.

Ecnu nanubie 0 PepTUIIBHOCTH OTCYTCTBYIOT, 3TO HEOOXOIUMO YETKO

yKa3arb.
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4.7. BiusgHe Ha CIOCOOHOCTH YNPABIIATH TPAHCIIOPTHBIMU CPEJCTBAMHU
U paboTaTh C MEXaHU3MaMHU

64. Ha ocHoBaHUM (hapMaKOJMHAMHYECKOT0O U (papMaKOKHHETHYECKOTO
npouis, BBIABICHHBIX HEXENATENbHbIX peakuuid U (WIM) HpPOBEIECHHBIX
CHELMAIbHBIX  HCCIEAOBAaHUW B COOTBETCTBYIOILEH  MOMYJISALUH,
HAIPaBJICHHBIX Ha YCTAHOBJICHUE BIUSHUS JIEKAPCTBEHHOIO Ipernapara Ha
CIIOCOOHOCTh ~ YNPaBIATH TPAHCHOPTHBIMU CpPEACTBaMHU, O€30MacHOCTb
JIOPOKHOTO JIBHXKEHUSI U paboTy ¢ MEXaHU3MaMu, HEOOXO0JIMMO yKa3aTh, YTO
JIEKapCTBEHHBIN MpEnapar:

a) HE OKa3bIBaeT MJIM OKAa3bIBAECT HECYLIECTBEHHOE BIIMSHME;

0) oka3bIBaeT c1aboe BIMSHUE;

B) OKa3bIBAE€T YMEPEHHOE BIIMSIHUE;

F) OKa3bIBACT BBIPAKCHHOC BJIMUSAHUC.

65. HeobxoaumMo paccMOTpeTh APYrMe€ Ba)KHbIE ACHEKThl BIIHUSHUS
JIEKapCTBEHHOI'0 TMpernapaTta Ha CHOCOOHOCTh YIPAaBIATH TPAHCHOPTHBIMU
CpelcTBaMU M padOTy C MEXAaHU3MAMH, €CIIM O HUX HMEKTCS CBEJICHHUS
(HampuMep, MOPOJIOHKUTEIBHOCTh HAPYIIAKOLIETO BIMSHUS U Pa3BUTHE
TOJEPAHTHOCTHU WJIU HEXKEIATEIbHBIX PEAKIUI NPH ITUTEIbHOM MPUMEHEHUH
JIEKapCTBEHHOTO Mperapara).

66.B ciyyae ecnm JE€KapCTBEHHBINM IpENApaT OKa3bIBAET YMEPEHHOE
WIH BBIPAKEHHOE BIUSHUE, HEOOXOAMMO MPEICTAaBUTh OCOObIE YKa3aHUS U
(1K) Mepbl TPEAOCTOPOKHOCTH IIPU €r0 MPUMEHEHUH (a Takxke B pazaene 4.4
OXJII B cnydae, ecid JICKAPCTBEHHBIM IMPENApaT OKa3bIBAET BBIPAKEHHOE

BIIUSIHUE).
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4.8. HexxenarenbHple peakiuu

67.B nmaHHBIA pa3fen BKIIOYAIOTCS BCE HEXKEJaTelIbHbIE PEaKIuH,
BBISIBJICHHBIE B XOJI€ KIMHUYECKHX HCCIECIOBAHUM, MOCTPETHCTPALMOHHBIX
UCCJIEI0BaHNI 0€30MacCHOCTH M MO pe3yJibTaTaM CIIOHTAHHBIX COOOIIECHUH,
B OTHOLIEHWHM KOTOPBIX IPUYMHHAS CBA3b MEXIY JIEKaPCTBEHHBIM
IIPENapaToM M HEKEJIATEJIbHBIM SIBJICHHEM IIOCJIE MPOBEACHUS TINATEIBHOU
OLICHKHA MMEET 0OOCHOBAHHYIO BEPOSITHOCTh U MOJTBEPKIACTCS, HAIPUMED,
MX CPaBHUTEIBHOW YaCTOTOM BOZHUKHOBEHUS B KIIMHUYECKUX UCCIENOBAHUSIX
WIM PE3yJIbTATAMHU AIUIAEMUOJIOTMYECKUX HCCIEA0BaHUN U (WMJIM) OLICHKOMN
OPUYMHBI PAa3BUTUS Ha OCHOBAaHUM COOOIICHWH MO OTAEIBHBIM CIIy4asiM.
HexenarenpHbie SIBJIEHHS, HE UMEIOIIME IO MEHBIIIEH MEPE I10I03PEBAEMYIO
NPUYMHHYIO CBA3b, B OXJIII He yka3biBaroTcs.

68. Undopmanuio, BKIOYEHHYIO B JaHHBIA pas3fea HeoO0XO0IUMO
000OCHOBATh B KIIMHUYECKOM 0030pe pEruCTPallMOHHOTO J0ChE, OCHOBHIBASIChH
Ha OLEHKEe HauOoJiee yOeAUTENbHBIX MAHHBIX B OTHOILEHUU BBISIBICHHBIX
HEXENATeNbHBIX  ABICHMMA W  (PAKTOB, 3HAYUMBIX JJs  OILECHKH
IIPUYUHHO-CJIEACTBEHHON CBSI3U, TSHKECTU M YACTOTHI BO3HUKHOBEHHS TaKUX
apieHuid. JlaHHBIM pa3gen HeoOXOAUMO peryJisipHO IepecMaTpuBaTh U
OOHOBJATH C IEJNbI0 HaAJIeXKAIero WHGOPMUPOBAHUS MEAUIIMHCKUX
pabOTHHUKOB B OTHOIICHUH Mpoduiis O€30MacHOCTH mpemapara. Bech paszmen
JOITyCKAETCS IIEPECMATPUBATD:

a)Ipu TOATBEPKACHUM pErucTpaiuu (mepeperucrpanuu), Kormaa
npoduib 0e30MmacHOCTH OOJBIIMHCTBA IpENapaToB, CKopee Bcero, OyaeT
XOpOIIO U3YYEH;

0)Ipu mojaye KakJAoro MEepUOUYECKOr0 OOHOBISIEMOTO OTYETa IO

0€30ITaCHOCTH.
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69. Undopmanio  HEOOXOOUMO  HW3JIaraTh  KpaTko,  HUCIOJIb3Yys
CHENUAIBHYI0 TEPMHUHOJIOTHIO, OHA HE JOJDKHA COJEpkKaTh CIEAYIOLIUE
CBEJICHHUSI:

a) yKa3aHHe Ha OTCYTCTBHE OMPEIEICHHBIX HEKeNaTeIbHBIX PEaKIIHii;

0)1aHHBIE O CpPABHUTEIBLHOM YACTOTE HEXKENATEIbHBIX pPEaKIul
(3a UCKJIIOUECHHEM CITYyYaeB, YKa3aHHBIX B HACTOSIIEM pa3Jieie);

B) yKa3aHHWE Ha OOIIYI0 XOPOIIYIH MNEPEHOCUMOCTh JIEKAPCTBEHHOIO
npernapata (B Bujae  (QOPMYJIUPOBOK:  «XOPOILIO  TMEPEHOCUTCS,
«HEXeNaTeIbHbIC PEeaKIuH, KaK MPaBWIIO, PEAKU» U JIp.).

70.He  pomyckaercs  BKIOYAaTh  YKa3aHUs  HAa  OTCYTCTBHUE
TIOATBEPKICHUS PUYUHHO-CIICICTBEHHOU CBSI3H.

71. B uensax npeacraBieHUs YETKOW U TOHATHOW MH(OpMAIUU JaHHbBIN
pazaen OXJII qomkeH UMETh CIEAYIOLIYIO CTPYKTYPY:

a) pe3rome mpoduist 6e301macCHOCTH;

0)pe3toMe HEXeNaTeIbHBIX peakuuii B Gopme TaOMUIBI WM
CTPYKTYPHUPOBAHHOTO CITHCKA;

B) OMKMCAHMUE OT/ICIbHBIX HEXKEIATEIbHBIX PEaKIIHA;

I') 0COOBIC TPYMIIHI AIIUCHTOB;

1) IETH.

Pesrome poduiis 6e30macHOCTH.

Pestome mnpodusisi 6€30macHOCTH JOJKHO COAEPKaTh CBEACHUS O
HauOojiee Cepbe3HbIX U (WMJM) YacTO BO3HUKAIOIIMX HEXENIaTeIbHbIX
peaKIusIX.

[Tpu HaMMUMY yKa3aHHBIX CBEACHUIN MPUBOIATCS CPOKU BO3SHUKHOBEHUS
HEXENaTeNbHBIX peaknuii. Hampumep, B 1emsiX IpemoTBpaIieHusT paHHETO
IpeKpalieHus Tepanuud JOMYCKAeTCsl MPUBECTU ONHCAHUE HECEePhE3HBIX
HEXEJAaTeNIbHbIX pPEeaKIii, KOTOphle YacTO BO3HHMKAIOT B Hayaje Tepamnuw,

HO MOTYyT pa3pCliuTbCA IO MCEPC MPOJAOJIKCHHA JICUCHUA, HIIM OIIHNCAHUC



50

HEXEJATeIbHOW PEeaKlU, XapaKTepHOW Uil JJIUTEIbHOTO IPUMEHEHUS.
YacTtoTy BOZHUKHOBEHHUS HEXKEJATEIbHbBIX PEAKINil HEOOXO0AMMO yKa3aTh Kak
MOXHO Oosiee TouHO. PestoMe mnpoduiass 0Oe30MacHOCTH  JTOJHKHO
COOTBETCTBOBATh ONHCAHUIO BaXXHBIX HJICHTU(DUIIUPOBAHHBIX PUCKOB,
NPUBEJEHHBIX B creruukanum 1o Oe30MacHOCTH IUIaHa YIpaBJICHUs
puckamu. CBelleHUs 0 HauOoJee CEePhe3HBbIX M (MJIM) YacTO BO3HUKAIOIIMX
HEXEJATeNIbHbIX  PEeaKkUHsX He JIOJDKHBl  MNPOTUBOPEUYUTH  pPE3IOME
HEXKENATENbHBIX  pEeakiui, TMPUBEACHHBIX B (Qopme TaOMMIBI  WIH
CTpyKTypupoBaHHoro cnucka. Ecau B pasupene 4.4 OXJIII npuBeacHb
3HAYUMBbIE MEPHI 10 MUHUMHU3AIINN PUCKOB, HEOOXOIMMO MPUBECTH CCHUIKY Ha
JIAHHBIA pa3JIel.

[Ipumep pesrome npoduiisa 6€30MacHOCTH:

«B Hauvasie ne4eHus: MOKET BO3HUKATh dMUracTpaibHas 00Jib, TOIIHOTA,
nuapesi, TOJOoBHasA 00JIb WM TOJOBOKPYKEHHUE. DTU PEaKIMH, KaK MPaBUiIo,
MPOXOJAT B T€UEHUE HECKOJIIbKUX AHEH, AK€ MPHU MPOJOHKEHUU TEpamuu.
K naumbosiee 4acTo BOZHUKABIIMM HEXKEJIATEIbHBIM PEAKUUSIM MPU JICUYCHUU
OTHOCATCSI TOJIOBOKPY>KEHHE U TOJOBHas O00Jb, Kaxaas U3 KOTOPBIX
BO3HMKaja NpUOIM3UTENbHO Yy 6 % mnanueHToB. Peaxko MoOXeT BO3HUKATh
OcCTpas IEYEHOYHAasl HEIOCTaTOYHOCTh U arpaHyJIonuTo3 (pexe uem | ciyyait
Ha 1000 mamreHToB).».

Pestome HexenaTenbHbIX peakuuii B ¢dopme Tabmuubl (WM
CTPYKTYPUPOBAHHOT'O CIIUCKA).

HexenatenbHble peakiivy ¢ COOTBETCTBYIOLIEH UM KaTerOpuel 4acTOThI
BO3HUKHOBEHMsSI HEOOXOJUMO  yKa3aTb B  OAHOW  Tabmuue  (Uiu
CTPYKTYPUPOBAaHHOM CIHCKE). B OTHOIIEHMM YacThIX M OYEHb YAaCThIX
HEXEJATeNbHBIX peakuid W TMpu HeoOXOAUMOCTH OoJjiee TOHSTHOTO
U3JI0KeHUs] UHPOpMalMK B TAaOJUIE TOMYCKAETCsS YKa3blBaTb KOHKPETHBHIE

3Ha4YCHUA 4aCTOTHI BO3HUKHOBCHMUS HCKCIATCIbHBIX peaKuHﬁ.
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[Ipy BBIpa)KEHHOM pA3NMUUMU MPOPUICH HEKETATEIbHBIX PEAKUUN B
3aBUCUMOCTH OT MPUMEHEHHMs JIEKapCTBEHHOIO Ipenapara (Hampumep, B
cllydyae MNPUMEHEHHMs Ipenapara IO pa3HbIM MOKa3aHUsAM (Hampumep, B
OHKOJIOTHM M TI0 HEOHKOJIOTMYECKOMY IMOKA3aHUIO)) WIM HPU Pa3IUYHBIX
pexUMax JT03UPOBAHMS, IOMYCKAETCS COCTABIICHUE OTACIbHBIX TAOJIHIL.

Ilepen Tabnuiieit HEOOXOAMMO yKa3aTh CBEJACHUS 00 UCTOYHUKE 0Oa3bl
JAHHBIX (HaIpuMep, U3 KIMHAYECKUX UCCIIEOBAHUN, TOCTPETUCTPAIMOHHBIX
UCCIe0BaHUI 0€30MMaCHOCTH WIIH IO PE3yJIbTaTaM CIIOHTAHHBIX COOOILIEHHUI).

[Ipn coctaBieHuu TaOJIULBI HEXENAaTeNbHbIE PEaKUUu HEOOXOIUMO
I'PYIIIMPOBATh B COOTBETCTBUM C IIEPEUYHEM CHCTEMHO-OPTaHHBIX KJIACCOB,
PEeAyCMOTPEHHBIM NpuiiokeHrueM Ne 4 K HACTOAIIUM TPEOOBAHUSIM.

ITopsimok 1pencraBieHHUs CUCTEMHO-OPTaHHBIX KJIACCOB  JIOJDKEH
COOTBETCTBOBATh YKA3aHHOMY INEPEYHIO. TakoW MNOPSAIOK COOTBETCTBYET
YPOBHIO TMPEANOYTUTEIBHOIO TEPMHMHA, OJHAKO B HEKOTOPBIX CIydasx
HEOOXOIMMO yKa3aTh TEPMHUH HUBILIETO YPOBHS WJIH B HCKIIOYUTEIbHBIX
cllyyasix TE€pMHUHBI BepxHero ypoBHsi. Ilo oOmemy mnpaBuily Bce
HEeXeJaTellbHble PEaKIMU CJeAyeT OTHECTM K HaumboJsiee MNOIXOMASIIEMY
CUCTEMHO-OPIraHHOMY  KJIaCCy, COOTBETCTBYIOLIEMY  OpPraHy-MHUILECHU.
Hanpumep, npenmnodTuTenbHbli TEPMUH «HApPYIICHHE (PYHKIIMOHAIBHBIX
po0 MeueHu» CiaeayeT OTHECTH K CHUCTEMHO-OPTaHHOMY KJIACCy «HApYLICHUS
CO CTOPOHBI TIEYEHM U  IKEIYEBBIBOJAILIMX IIyTeW», a He K
CUCTEMHO-OPTraHHOMY  KJIacCy <«J1a0OpaTOpHble U  HHCTPYMEHTAJbHbIE
JTAHHBIEY.

HexenarenbHbple peakuuu BHYTPU KAXKIOTO CHUCTEMHO-OPTraHHOIO
KJlacca HEOOXOJMMO PACIIOJOKUTh B MOPSAJKE YOBIBAHHS HUX CEPbE3HOCTH C
yKa3aHUEM 4YacTOThl HMX BO3HUKHOBEHMS (B paMKax OIHOW Trpaganuu

t‘IaCTOTBI). HaI/IMeHOBaHI/ISI, HCIIOJIb3YCMBIC IJIA KaXXJ101 KaTeropuu 4aCTOTHI,
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JOJDKHBI  COOTBETCTBOBATh CTAHIAPTHBIM TEPMHUHAM B COOTBETCTBHHM CO
CJICTYIOIIIAM MPABHIIOM:

o4eHb yacto (> 1/10);

gacto (> 1/100, no < 1/10);

Heyacto (> 1/1 000, vHo < 1/100);

peako (= 1/10 000, vo < 1/1 000);

oueHb peako (< 1/10 000).

B HCKITFOUMTENBHBIX CITyYasX, €CIM Ha OCHOBAHWY UMEIOIINXCS JaHHBIX
4acTOTy  ONpPENENUTh  HEBO3MOXKHO,  JIOMYCKAaeTCd  HMCIOJb30BaTh
JOTIOTHUTEIFHYI0 KaTerOPHUI0 YacTOThl — «4acToTa HEW3BeCTHa». Eciu
UCITOJIB3YETCSl BRIPAKEHNE «YacTOTa HEM3BECTHA», B TMEPEUCHb OOBSICHCHUS
KaTerOpHi 9aCTOTHl HEOOXOIMMO TOOABUTH TEKCT: «YacToTa Hem3BecTHa (Ha
OCHOBAaHMHM HMEIONIUXCS JTaHHBIX OIIGHUTHh HEBO3MOXKHO).». He crmemyer
UCIIOJIb30BaTh JAHHOE BBIPAKCHUE IS YKa3aHWS B KaXIAOM OTACIHLHOM
COOOIIeHNY (€IMHIUYHOM CITy4ae).

Ecnu B omucaHMmM OTACIBHOW HEXKEIATCIBPHOW PEaKIMH MPUBOIATCS
JOTIOJTHATEIbHBIC CBEICHUS, TaKyl pEaKIui0 HEOOXOJINMO BBIICITUTH
(HampuMep, C TIOMOIIBIO 3BE3JI0YKH), @ B CHOCKE YKas3aTh CCBUIKY Ha
cooTBeTcTBYrOIM pazaen OXIIII.

VYKka3zaHus 1O OIEHKE 4YacTOThl BO3HWKHOBEHHUS HEKEIATEIbHBIX
peaKiuii IPUBOIATCSA B IPHIOKEHUH Ne 4 K HACTOSIIMM TPEOOBAHMSIM.

OmnrcaHue OTACIBHBIX HEXKEIIATeIIbHBIX PEeaKIUi.

B nmaHHBIH  pasmen  HEOOXOAMMO — BKJIIOYUTH  CBEICHUSA,
XapaKTEePU3YIOIIe 0COOYI0 HEXKENAaTeIbHYIO PEAKIINI0, KOTOPHIE MOTYT OBITh
MOJIC3HBI IS TPEAOTBPAIICHHS, OICHKH WM KYIHPOBAHUS BO3IHUKIICH
HEXEJaTeTbHON PEaKIIuy B KIIMHUYECKOU MPaKTUKE.

VYKa3bIBalOTCS CBEJCHUS, XapaKTEPHU3YIOIINE OTICIbHBIE CEPhE3HBIC

n (I/IJ'II/I) YaCTO BO3HHUKAKOINUC HCKCIIATCIbHBIC PCAKINHU HWJIN TC HU3 HHUX,
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B OTHOULIEHUWH KOTOPBIX MOCTYyHAJId COOOHIEHUS 00 UX O0COOOM TEUYEHUHU.
HeoOxonumo mpencTaBuTh CBEAEHUS O 4YacToTe (Ipu HEOOXOJUMOCTH C
OMUCAaHUEM OOPATUMOCTH), BPEMEHH Hauaja, TSXKEeCTH, IPOJI0KUTEILHOCTH,
MEXaHM3M€ Pa3BUTHUSA (€CJIM OH KIIMHUYECKH 3HAYUM), 3aBUCUMOCTHU OT JI03blI,
MIPOJIOJIKUTEIILHOCTH BO3JIEHCTBUS JICKAPCTBEHHOIO Mpernapara u (akTtopax
pucka. Mepbl, HanpaBJIECHHbBIEC HA HEJIOMYIIEHUE PA3BUTHS WJIM IPUHUMAECMbIE
NpU Pa3BUTUU OIPEJICTCHHBIX HEXKEJATEJIbHBIX PEaKIMi, OIMUCHIBAIOTCS B
pazaene 4.4 OXJIII ¢ ykazaHueM CChUIKHA Ha JAHHBIA pa3/edl.

CBelleHMsT O BO3HMKHOBEHMH PEAKLIMH  CHHAPOMA  «OTMEHBD)
HEOOXOJIMMO TMPEACTaBUTh B JAHHOM pa3jeie BMECTE CO CChUIKOM Ha
paznen 4.2 OXJIII (mpu HEOOXOIMMOCTH MTOCTEIIEHHOTO CHUXKEHUS J103bI WIIH
PEKOMEH/ AU 110 OTMEHE JIEKAPCTBEHHOTO Iperapara).

HeobOxonumo omnucate Bce pazinuuus B Tpoduiie HeKeIaTeIbHBIX
peaKIii MeXXIy pa3IMYHBIMH JICKAPCTBEHHBIMU (POpMaMHU.

HeoOxommmo Takke BKIIOYUTH CBEACHUS O KOMOWHHPOBAHHBIX
JICKapCTBEHHBIX IIperaparax, XapakKTePHU3YIOIINEe HeKelaTelIbHbIC PEaKIINH,
OOyCJIOBJICHHbIE TOM WM HWHOM (papmalleBTUYECKOM KOMOMHAIuen
JEUCTBYIOIIMX BEIIECTB (ITPU HAJTUYUN).

Bce  HexenartenbHble — peakiUM,  HaNpsIMyk  OOYCIIOBJICHHBIC
B3aUMOCHCTBUEM, HEOOXOUMO MPEJACTABUTH B JAHHOM pa3/ieie CO CChUIKOM
Ha paznen 4.5 OXJIII.

HeoOxonumo Takke MNpPEACTaBUTh CBEICHUS O HEXeJaTeJIbHBIX
peakIusixX ¢ OYeHb HM3KOM YacTOTOW BO3HMKHOBEHHUS WM C 3aro3AajibiM
MPOSIBJICHUEM CHMIITOMOB, CBEJICHHS O CBSI3M KOTOPBIX C JICKAPCTBEHHBIM
mpernapaToM MOTYT OTCYTCTBOBaTh, HO KOTOpPBIE€ XapaKTEepHbI  JJIs
JIEKapCTBEHHBIX MPENapaToB TOTO K€ TePaeBTUYECKOTO, XUMHUUYECKOT0 WU
dbapmakonoruueckoro  kimacca.  Heobxomumo — ykazath, 4YTO  3TO

XApaKTCPUCTHUKA KJIacCCa.
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HeobxoquMo onucaTh BCE HEKENATEIbHbIE PEaKIMK, 00YyCIOBICHHbBIE
BCIIOMOTaTEJIbHBIMU BEIIECTBAMH M IPOU3BOICTBEHHBIMU IMPUMECSIMH.

OcoOble TpyIIIIbI TaIMEHTOB.

B nanHbIf pa3naen BKIIOYAIOTCS CBEIECHHS O KaKUX-TUOO KIMHUYECKU
3HAYUMBIX Pa3IuyugX (HampuMmep, Mo XapakTepy, 4acToTe, CEPhE3HOCTH U
HEOOPaTUMOCTH HEXEJIATEIbHBIX pEeaKlUil, a TaKkKe O HEO0OXOIUMOCTH
MOHUTOPUHIA), BBISIBICHHBIX B JPYIMX OCOOBIX TpyIlmax (Hampumep,
MOXWJIbIE, MAIMEHThl C [OYEYHOM HEJOCTATOYHOCThIO, MAlMEHTBl C
MEeYECHOYHON HETIOCTATOYHOCTHIO, TAIIUEHTHI C IPYTUMH 3a00JI€BaHUSIMHU UJITH C
ONPEICIICHHBIM T€HOTUIIOM). [Ipu HEOOXOIMMOCTH MPUBOJATCS CCHUIKK Ha
npyrue pazgenst OXJIII (nanpumep, pazaenst 4.3, 4.4 win 4.5 OXJIII).

[IpyurHONW BO3HUKHOBEHHUSI HEXKENATENbHBIX PEAKIUA MOXKET OBbITh
TaKK€ TEHETHYeCKH OOYCJIOBJICHHBIM  METa0OIM3M  JIEKapCTBEHHOTO
npenapara. Y CyObeKTOB W MAMEHTOB C Je()UIIUTOM OMpEeneIeHHOTO
dbepMeHTa 4acToTa U TSHKECTh HEXKEIaTeIbHBIX PEaKINil MOXKET ObITh IPYTOM.
Ceenenusi 00 3TOM HEOOXOAMMO yKa3aTb M, €CIM O3TO BAXHO IS
0€30I1aCHOCTH TepaNuu, COOTHECTU C JAHHBIMU KJIMHUYECKUX HUCCIICIOBAHUM.

Hern.

Heo6xomumo mpemycmorpers B OXJIII mHammume pasgena  mo
HEXKeJIaTeJIbHBIM PEaKIUsIM y JAeTel (3a UCKITIOUCHUEM CIIy4aeB, KOTJa TaKue
pPEaKIUU SBJISIOTCS HE3HAYUMBIMU).

HeobOxomumo omucarh 00beM W BO3pPACTHBIC XapaKTEPUCTUKH 0asbl
JAHHBIX MO O€30MacHOCTH y JeTed (HampuMmep, AaHHbIE KIWHUYECKHX
UCCIIEIOBAHUI WM JOaHHble (apMakoHaa3opa). Heobxonumo ykazaTth Ha
HEOIPEAEIEHHOCTh UMEIOIINXCS TAHHBIX BCJIEACTBUE UX OIPAHUYEHHOCTH.

Ecnu BblgBieHHBIH TpoQuib O€30MacHOCTH Yy JAE€Tel W B3POCIBIX
COBIIQJIA€T, JIOMYCKAeTcd NPUBECTH TEKCT: «Yactora, BUI H TIKECTh

HEXXEJIATEeIbHBIX PEAKIUN Y JE€TEH U B3POCIbIX [OJMHAKOBBI, O)KUAAETCS, YTO
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OynyT oaumHakoBbl].». HeoOxomumo yka3aTb, UMEIOTCS JM pa3inydsi B
npoguisiX 0€30MaCHOCTU B Pa3IMYHBIX BO3PACTHBIX Ipynnax JeTeu.

Bce kimuHHMYecku 3HauMMble pa3nuuds (MO XapakTepy, 4YacToTe,
CEPhE3HOCTH M OOpPaTUMOCTH HEXKeJaTeIbHBIX peakiuil) B mpoduiie
0€30MacHOCTH Yy B3pOCJHBIX M JETEeH, a TakkKe MEeXAy pa3IudHbIMU
BO3PAaCTHBIMU TpyNnamMu JeTed HEOO0XOJMMO ONUCaTh U IPEACTABUTH I10
KaKJI0M Bo3pacTHOW rpynne. [lpu HeoOXoaMMOCTH  CHENUaIbHOTO
MOHHUTOPUHIA CIIeAyeT yKa3aTb CCbUIKy Ha paszgen 4.4 OXJIIL [ua
KJIMHUYECKH 3HAUMMBIX Pa3JIMYUil JOMYCKAaeTCs MNPEJCTaBUTh OTAEIbHOE
pestome B (opme TaOMUIBl HEXKENATENbHBIX PEAKIUl MO YacToTe HX
BO3HMKHOBEHHSI 10 COOTBETCTBYIOIIMM BO3PACTHBIM TpYIIaM HCXOAS W3
YyCIOBHM TPUMEHEHUS JIEKApCTBEHHOIrO Ipenaparta. Ecinum HekoTopbie
HEXKeJlaTeNIbHbIC PEeAKIUM Y JIeTel sBIsitoTcs yacThiMu (= 1/100, Ho < 1/10)
Wik o4eHb JacTeiMu (> 1/10), B ckoOkax HEOOXOAMMO YyKa3aTh YacTOTy WX
BO3HHKHOBeHUsI. [Ipy Hanmmuuu GONbIINX pa3nuyuuii B Ipoduiie 6€30MacHOCTH
[0 CPaBHEHUIO CO B3POCIBIMU C LEJIbI0 YyI000UYUTaEMOCTH HHGPOpMAIUU
JOMyCKAeTCsl TMPUBECTU pe3tomMe mnpoduiss 0Oe30macHOCTH Yy  JIETEH.
Heobxoaumo Takke 0O0OOIIUTH HMMEIOLIMECS CBEAEHUS O JIOJITOCPOYHOMN
0€30MacHOCTH y JIETel U3 HAy4YHOW MEIMIIMHCKOUN JUTeparyphl (Harmpumep,
B OTHOLIEHWU pPOCTa, YMCTBEHHOIO pa3BUTUS M IIOJOBOIO CO3PEBaHUA)
co ccbutkoi Ha pasaen 5.1 OXJIII, ecnu nmpumenumo. Heobxoaumo onucathb
BCce (DaKTOpbl PHUCKA, CBSI3aHHOTO C IMPUEMOM JIEKAPCTBEHHOIrO Iperapara
(Hanmpumep, MPOIOKUTENILHOCTh TEPaNuu WM NePUO]] HACTYIICHHS PUCKA).

CUMIITOMBI CUHAPOMa «OTMEHBD» Y HOBOPOXKIEHHBIX (€CIHU 3HAYMMO)
HEOOXOJIMMO TEPEUYUCTUTh B OTJIEIbHOM a03aile co CChUIKOW Ha pazzaen 4.6
OXJIIL.

JlomonHUTENbHBIE YKa3aHUS 10 OIEHKE YacTOThl BO3HUKHOBEHUS

HEXKCIIAaTCIIbHBIX peaKuHﬁ.
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OlnieHKa 4acTOThl BOSHUKHOBEHUSI HEXKEIATEIbHbBIX PEAKIIUI 3aBUCUT OT
MCTOYHUKA JAHHBIX (Hampumep, KJIIMHUYECKOE UCCJIeI0BaHUE,
NOCTPETUCTPALIMOHHOE HCCIIEIOBAHME OE€30IaCHOCTH WJIM CIIOHTAHHOE
coo0IIeHune), KauyecTra cOopa JaHHBIX M OLEHKU MPUYUHHO-CIEICTBEHHON
cBs3u. Eciau BbIOOp KaTeropmm 4YacTOThl OCHOBBIBAETCS HA Pa3HbBIX
HMCTOYHUKAX, HEOOXOMMO BHIOpATh KaTETOPHUIO, OTPAKAIOIIYI0 HAUOOJBIITYIO
4acTOTY BO3HMKHOBEHMS, €CJIM TOJbKO HE MCHOJb30Bajics OoJee
crienu(pUYHBIA METOJI, B CBSI3U C YEM IOJy4YeHHas OlleHKa o0JiafaeT sIBHO
Oonee BBICOKOM BaJMIHOCTHIO (HAmpumep, OOBEAMHEHHBIM aHaINU3
MOAXOIAIINX UCCIIEIOBAHUN).

HNcTouHMKOM JaHHBIX O YacTOT€ BO3HUKHOBEHMS HEXeIaTeIbHbIX
peakiuid JOKHA CIY)KUTh TOMYJISIUS, TOABEPriiascs BO3ICUCTBUIO
JIEKapCTBEHHOI'O Tpenapara B J03aX U C MPOJOJDKUTEIbHOCTBIO JICUEHUS,
COOTBETCTBYIOIIMX pekoMeH10BaHHbIM OXJITI.

Peakiuu, KkoTOpeie B COOOIIEHUAX O0O3HAYAIWCH PA3TMYHBIMU
TEpPMUHAMU, HO MPEJCTABIISIFOIINE COOOM OAHO U TO K€ SIBJIICHUE (HApUMeED,
BSJIOCTh, COHJIMBOCTh, JIpEMOTa), HEOOXOJUMO OOBEIUHUTH B OJHY
HEXEJIATEJbHYI0 peaKkluio, 4ToObl u30exarb 3(pGdexkra «pa3MbIBAHUD)
UCTUHHOTO  CMbICHa  siBJICHHMs. Peakuuu, m0OpencTaBiIsiomMe  coOoi
CUMIITOMO-KOMIUIEKC, HEOOXOJWMO TPYMNIUPOBATH IOA COOTBETCTBYIOIIUM
3aroJIOBKOM, 4YTOObI H30€XKaTh «pPa3MbIBAHHUS» €ro CMbICIA BCIEACTBUE
MHOT000pa3usi COCTaBISIONINX €0 CUMIITOMOB.

HexenarenbHble  peakiuw, BBISIBIICHHBIC B KIIMHUYECKUX
UCCIIEIOBAHUSIX.

B mensix TmOBBIIEHWS TOYHOCTM TIPU YCTAHOBJIEHUU YaCTOTHI
BO3HMKHOBEHHUS HEXKENATEeIbHBIX PEaKIMi HEOOXOIUMO OOBEIUHUTH JIAHHbBIE

I10 0e30IMacHOCTH HCCKOJIBKHUX HCClIeI0BaHUM oe3 IIPUBHCCCHU
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CUCTEMATUYECKUX OIIMOOK (HampuMmep, CYIIECTBEHHBIE pa3IMyusl MEXIY
XapaKTEePUCTUKAMU MOMYJISLUNNA WU SKCIIO3ULINH ).

YactoTy  BO3HHMKHOBEHHS  HEXKEJATEIbHBIX  PEAKUUWA  CIIEayeT
OTIPENENsTh, OObEIUHUB JTaHHbBIC TIAIe00-KOHTPOIUPYEMBIX HCCIIEIOBAaHUMN
(MpU HaTUYUM TaKWUX JAaHHBIX), MPU 3TOM 0a3bl JAHHBIX JOJIKHBI OBITH
JOCTAaTOYHO OOBEMHBIMH, YTOOBI ObITh HH(pOpMaTUBHBIMU. [Ipu oTCyTCTBUU
ATUX JAHHBIX WM HEJIOCTATOYHON X MH(MOPMATUBHOCTHU JIJIsl OLIEHKH YaCTOThI
JIOTyCKaeTCsl MCHOJb30BaHHE 0a3 NAaHHBIX C AKTUBHBIM KOHTPOJEM, WJIU C
JAHHBIMH HE CPAaBHUTENIbHBIX WIN JTOMOJIHUTENBHBIX (add-on) nccienoBanuii.

YacToTa BO3HUKHOBEHHS HEXKENATEIbHBIX PEAKIUN NOKHA OTpPa)KaTh
OOy YaCTOTy BO3HMKHOBEHUS (2 HE Pa3HUILYy UJIM OTHOCHUTENIbHBIE PUCKU
110 OTHOIIICHUIO K TUIae00 WIK IPYroMy KOHTPOJIIO).

Ecnu 4dacras, oueHb yacTasi WIM CEpbE3Hasl HEXesarejabHas peakius
(HarpuMmep, CyuIU[) TakKe BO3HHUKAET B TIpylme Ianedo co 3HaYuMoi
YacTOTOM, YKa3bIBAIOTCA 00€ YacTOThl BO3HUKHOBEHHUS, YTOOBI Jydlle
OXapaKTepHU30BaTh PHUCK (HANpUMEp, B paszjelie C OMHCAHUEM OTAENIbHBIX
HEXKeJIaTeIbHBIX PEaKIIHil).

HexenarenbHble ~ peakuud,  BbIABICHHbIE  IPU  IPOBEICHUU
UCCIIEIOBAHMM 10 6€30MaCHOCTH.

Bb100p KaTeropuu 4acTOThl BO3HUKHOBEHHUS, KOTOpasi OyeT MPUCBOCHA
Ka)KJI0M HexKenareIbHOM peakMy, OCHOBBIBAETCSI HA TOUEUHOM OLIEHKe 00111ei
YacTOThl BO3HHMKHOBEHUS, PACCUUTAHHOM MO pe3ylbTaTaM HCCIeI0oBaHus,
CIUIAHUPOBAHHOTO TaKUM 00pa3oM, 4YTOOBI OTIEIbHbIE HEXeIaTeIbHbIe
SBJICHUSI, BO3HUKAIOLIME y MAalHWEHTOB B 3aJaHHBIA NEPHUOJ HaOIIOACHUS,
MOIJIM OBITh BBISBIEHBI M COOTHECEHBl C NPUMEHEHUEM JIEKapCTBEHHOIO
npenapara. B 3TomM ciyuyae gomyckaeTcsi paccudTarb TOUYEYHYIO OILICHKY
oOIel YacTOoThl BO3HUKHOBEHHMS C  HCIOJIb30BAaHMEM  CTaHJIAPTHBIX

CTaTUCTHMUYECKUX MeTOoHOB. Ecnu ucxomgHas I/IH(l)OpMaI_II/IH BbIpa’XCHAa B BHUIC
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IJIOTHOCTU YaCTOThl BO3HUKHOBEHUS (TO €CTh KOJIMYECTBO CJIy4yaeB
HEXKEJATebHBIX PEAKIUA OTHECEHO K EAMHUIIE «YEJIOBEK — BpPEMS»
(HampuMep, BBIPAKEHO KaK «HMAlUEHTO-JIET», «MAlUEHTO-AHEN»)), TO MIJIs
BBIOOpa KaTeropuu 4YacTOThl BO3HUKHOBEHHS HEXKENIATCIIbHON PpEeaKIuu
HEO0OXOIMMO TTPOBECTH MPEOOPA30BAHUE ATOM INIOTHOCTH YaCTOTHI B YACTOTY
BO3HUKHOBEHHUSI, HUCIOJB3YySl  COOTBETCTBYIOIIYIO  mpomnopiuto.  Jlis
OMPENICJICHUS] KAaTErOpUHU YacTOThl BO3SHUKHOBEHHMS CIIEyET HCIIOJIb30BaTh
OTHOIIIEHUE 4YHUCJa CJIy4yaeB HEXeJaTeIbHOM peakluu K Haubosee
pENpPEe3eHTAaTUBHOMY TIE€pUOJYy BO3JECHCTBUSA JIEKAPCTBEHHOIO Mpernapara
(Hampumep, 1 HeJeIs, 3 Mecsla,
1 ron). Ecnu Bpen, cBs3aHHBIN ¢ TPUMEHEHUEM JIEKAPCTBEHHOIO Tpernapara,
YBEJIMYMBAECTCA CO BpPEMEHEM U ONpPENeUTh 4YacTOTYy BO3HUKHOBEHUS
HEXKEJIaTeIbHON pPEeakIMu 10 OTHOUIEHUIO K PENpe3eHTaTUBHOMY MEPUOIY
MIPUMEHEHUSI HEBO3MOKHO, TaKyl0 HEXKEJIaTeJIbHYI0 PEAKIMIO U XapaKTep ee
BO3HUKHOBEHHUS (€CIIM OHHM KJIMHUYECKH 3HA4YMMBI) CIEIyeT TOAPOOHO
OMHCaTh B pa3Jielie ¢ ONMUCAaHUEM OTACIbHBIX HEXEJIATeIbHBIX PEaKITU.

Kareropusi 4acTtoThl BO3HUKHOBEHHUs, IIpUCBaMBaeMas  KaXJIou
HEXKEJIaTeIbHON peakluh, He [JOJDKHA OCHOBBIBAaTHCS Ha pPa3HUIE C
KOHTpojeM. Eciiu aHHbIe TOYyUYeHBI U3 MCCIICIOBAHUS C YYaCTUEM T'PYMIIbI,
HE TOABEPriiercss BO3JCHCTBHUIO JIGKAPCTBEHHOIO Mpernapara, a pa3HHUIla B
4aCcTOT€ BO3HUKHOBEHHUS, OTHECEHHass K TMPUMEHEHUIO JIEKAPCTBEHHOTO
npernapara, MeHbIIIE UCXOJHON Wiu (POHOBOM YAaCTOThl BOBHHMKHOBEHUS, MPH
ATOM HEXKeJIaTelIbHasl pPeakiusl SBISICTCS Ba)KHOM, JOIMyCKaeTcs yKa3aTh
(OHOBYIO YaCcTOTy BO3HHMKHOBEHHUs (HAallpUMEp, B pasleiie ¢ OMHCAaHHUEM
OTJICJIbHBIX HEXKeJaTeIbHBIX PEaKITUi).

HexenarenpHble peakiiuy 1Mo pe3ysibTaraM CIIOHTAHHBIX COOOIIECHUA.

Yucno CHoHTaHHBIX COOOIIEHUH yKa3bIBaTh HE CIIEYET, MOCKOJIbKY 3TH

JAaHHBIC MOT'YT 6BICTpO YCTapcCBarhb. qaCTOTy BO3HHUKHOBCHUNA, OCHOBAHHYIO HA
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KOJIMYECTBE COOOIIECHUM, HW3BJICUCHHBIX U3 CUCTEMbI COOpa CIIOHTaHHBIX
COOOIIEHUM, ISl ONpPEACNICHUS Kareropuud 4YacTOThl BO3HUKHOBEHUS
UCIIONb30BaTh HE cieayer. Ecaum ¢ MOMOIbI0 CHOHTAaHHBIX COOOIICHUM
BBISIBIICHA HEOXHUJAHHAS HEXKEJIaTelIbHAs pEeakUus, B LENAX ONPEACICHUs
KaTeropuu 4acTOThl BOBHUKHOBEHHUS HEOOXOIMMO MPOAHAIU3UPOBATH KAXKI0€
HaJUIeKaluM 00pa3oM CIUIAHUPOBAHHOE HCCIEI0OBaHHWE, B KOTOPOM MOTIJIa
ObITh BBISABJIICHA JlaHHas peakius. Eciaum HexenarelbHas peakius B
KIIMHUYECKUX UCCIICIOBAHUSX HUKOT/Ia HE BOZHUKAJIA, TOT/Ia BEPXHSIS TpaHuIla
95-mporieHTHOrO WMHTEpBaja He mpeBbimaeTr 3/X, rae X — oOmwmil pasmep
BBIOOPDKM BO BCEX 3HAYMMBIX KIMHHUYECKUX KCCIECIOBAHUAX (HAIpUMED,
C JUIMTEIBHBIM TMEPUOJOM TOCIEAYIONIEr0 HAOIIONECHUS, JOCTATOUHBIM JIJIs
oOHapykeHus O3TOM  HexenareapHOW  peakuuu). Hanpumep, ecnu
omnpeJiesicHHas: HexenareiabHast peakius y 3 600 cyObeKTOB ucCaeq0oBaHUS,
MOJABEPTIIUXCSA BO3JCUCTBUIO JIEKAPCTBEHHOIO IMpenapara B KIMHUYECKUX
UCCIICIOBAHUSIX, HE BBISBISJIACH, TO BEPXHSS TpaHula 95-mpOLEHTHOTO
JIOBEPUTEILHOTO MHTEpBaja s TodyedyHou omeHku < 1/1 200, yto
COOTBETCTBYET KaTE€rOPUM «PEAKO» — MPU NPUHATHUU XYIAIIETO 3HAYCHUS
TOUYeYHOM o1leHKH. OCHOBaHUs BbHIOOpaA KaTerOpuu YacTOTHI TaKOW peaKIUU

HNPUBOIATCA B pasaciic C OIIMCAaHUCM OTACIIbHBIX HCXKCIATCIbHBIX peaKHI/Iﬁ.

4.9. Ilepeno3upoBka

72.B nannom pasnene OXJIIT HeoOXomuMo onmmcaTh OCTPhIE CHMITOMBI
M [OpPU3HAKU TEPEAO3UPOBKHM, a TAaKXKE IMOTCHI[MAJIBHBIE TMOCIEACTBUS
MPUMEHECHUSI PA3JIUYHBIX JI03 JICKAPCTBEHHOIO IIpernapara Ha OCHOBE
UMEIONIUXCSl CBEICHUM (BKJIOYas CIy4YyalHbIA MOpPUEM JIEKAPCTBEHHOTO
npernapara, MOpUeM IIpernapara MO OMmHUOKe W MpHEM JIEKapCTBEHHOTO

Iperapara B CyuuuJaaJlbHbIX I_[CJ'ISIX).
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73.HeoOxoauMO € yYETOM BCE€X 3HAUUMBIX MEP IOMOIIM OMUCATh
TAKTUKY YCTPAHEHHUsI CHUMITOMOB IMEPEIO3UPOBKU y 4YEJOBEKa, HAIpUMED,
MOHUTOPHUHT WJIA MPUMEHEHUE CHEIU(PUUECKUX aroHUCTOB (aHTArOHUCTOR),
AHTUJOTOB M METOJOB, NOBBIIAKOIMINX AIUMUHALMIO JIEKAPCTBEHHOTO
npenapara (Hanpumep, Auanu3). [[puBogUTE peKkoMeHIaIuu 0 JO3UPOBAHUIO
JIPYTUX JIEKQPCTBEHHBIX MpenaparoB (HampuMep, aHTUIOTOB) HE CIIEIYET,
MIOCKOJIBKY MOTYT BO3HHMKATh IpotuBopeunst ¢ OXJII atux nexapcTBEHHBIX
npenapatoB. HeoOxoquMo omnucarh NMPEBEHTUBHBIE MEPbHI, OCHOBAHHbBIC Ha
TeHeTHYECKUX (hakTopax (eciu MPUMEHHUMO).

JlomoHUTENBHBIE CBEIEHUsI 00 0COOBIX TPYIINax MalieHTOB.

[IpuBonsTcs cBeneHuss 00 OCOOBIX TpyIax NAlUEHTOB (HarpuMep,
MOXWIble, TMAIMEHThl C TOYEYHOM HEJOCTAaTOYHOCThIO, MAIMEHThl C
MEYECHOYHOU HEO0CTATOUYHOCTHIO, MAIUEHThI C MPOYUMHU COIMYTCTBYIOUIUMHU
3a00JICBaHUSAMU U JIP.).

Jetn.

Ecnu umerorcst ocoObie ykazaHus B OTHOIIICHUU JIETEH, MX HEOOXOMMO
NpPEACTAaBUTh B JAHHOM pasJielie.

HeobOxonumo oOTAeNbHO YyKa3zaTb T€ JO3UPOBKU JIEKAPCTBEHHOTO
npemnapara, pueM KOTOPBIX J€TbMU TOJBKO B OJJHOM €IUHUIIC TO3UPOBAHUS

MOXKCT IIPUBCCTHU K JICTAJIIbBHOM HCXOIY.

5. ®apMaKoJOTMYECKUEe CBOMCTRA

74.B paznenax 5.1 — 5.3 OXJIII yka3bIBatOTCA CBEACHUSI, 3HAYUMBIE JIJIS
Bpaya, Ha3HA4aloIIero JIEKApCTBEHHBIM Mperapar, U APYruX MEIUIIMHCKUX
pabOTHUKOB, TMpPUHKMMAsT BO BHHUMAaHUE YTBEPXKJICHHBIE TIOKAa3aHUS K
NPUMEHEHUIO M TOTEHIMAJIbHbIE HEXKeNarelbHble peakuuu. CpeneHus

JOJIZKHBI OBITH KpaTKMMH 1 TOYHBIMHU.
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OTH pa3aensl NOJIeKAT PEryAIpHOMY OOHOBIICHHUIO 110 MEPE MOSBICHUS

HOBBIX CBEJICHHH, 0COOCHHO B OTHOILIEHUHN OETCH.

5.1. ®apmakoaMTHAMUYECKHUE CBOMCTBA

75. HeobOxonumo yka3arhb:

a)kon ATX. Ecmum 5S-ypoBHeBwii koa ATX moka HE HOpPHUCBOEH,
YKa3bIBA€TCSI MaKCUMaJIbHO BO3MOKHOE KOJIMYECTBO YPOBHEH KoOja
KkiaccupukanuoHHo cuctembl ATX, HCXO0Jsd W3 OCHOBHBIX oOOJacTen
NPUMEHEHHUS JIEKapCTBEHHOTO IMpemnapara, (apMaKoJOTUUYeCKOW u  (WIin)
XMMHWYECKOM IPYNIbI JEUCTBYIOIIETO BEIIECTBA;

0) hapmakoTepaneBTUYECKYIO TpyIILY c UCIIOJIb30BAHUEM
TepaneBTUUYecko monarpymnmsl (2-i1 ypoBenb ATX-knaccudpukaunu BO3)
BMecTe C¢ 3-M ((dapmakojoruueckas MOATrpymnmna) win 4-m (XuMuUecKas
noarpynmna) yposaem ATX-knaccudukaruu BO3;

B) MEXaHU3M JICHCTBUS (€CITU U3BECTEH);

r) hapmakoguHaMuueckue 3 EeKThI;

1) KIMHUYECKYI0 3 (PEKTUBHOCTH U O€30MTaCHOCT.

HeoOxonumo mpencTaBuTh OrpaHUYEHHBIE CBEJICHHS, 3HAUYUMbBIC IS
Bpaua, Ha3HAYAIOLIEro JIEKAPCTBEHHBIN Mpenapar (Hampumep, OCHOBHbBIC
pe3yabTaThl (CTATUCTHUYECKHA JOCTOBEPHBIE M KIMHUYECKU 3HAYKMMBbIE) IO
3apaHee BBIOPAHHBIM KOHEUHBIM TOYKAM WJIM KJIMHUYECKUM HCXOJlaM B
OCHOBHBIX HCCIICJIOBAHUSX), C YKA3aHUEM OCHOBHBIX XapaKTEPUCTUK T'PYIIIbI
nanueHToB. [lo00HbIE JaHHBIE O KIMHUYECKHUX HCCIICIOBAHUSAX JTOJKHBI
ObITb KpaTKUMH, YETKUMH, 3HAYUMBIMH U B3BEIICHHBIMU M JOJIKHBI
00001aTh  pe3yibTaThl OCHOBHBIX HCCIIEIOBAaHUM, OOOCHOBBIBAIOIINX

MOoKa3aHWe K NMpuMeHeHuto. BennunHy 3¢ (PeKkToB OMUCHIBAIOT C MOMOIIBIO
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a0COJIFOTHBIX 3HAYCHUHN (OTHOCUTENIbHBIC PUCKU WJIM OTHOIIIEHUE IIAHCOB 0€3
a0COJIFOTHBIX 3HAYCHUI HE CIEAYET NPEICTaBIATD);

€) isg OmoaHaJOTMYHOro (OMOMOI0OHOT0) JIEKAPCTBEHHOTO Mpenapara:
«|[ToproBoe HamMeHOBaHHE]| sBiIseTcs OuoaHanmoroMm (OHOMOAOOHBIM
mpenapatoMm)». B HCKIIOUUTENBHBIX  CIOydasx TpH  IPEACTaBICHUH
KJIMHUYECKU 3HAYMMBIX CBEJICHUM MO pe3yibraraM aHan3a MOATrPYII WIH
PETPOCIIEKTUBHOTO aHaju3a BelnunHa 3(P(EKTOB yKa3bIBaeTCsi Ha OCHOBE
cOaJJaHCUPOBAHHOTO  TMOJXOAa,  YTOOBl ~ OTPa3uTh  OTPAHUYCHHYIO
JIOCTOBEPHOCTh PE3YJIBTATOB KaK MOJIOKUTEIbHBIX, TaK W OTPULATEIbHBIX
BTOPUYHBIX HAOIIOICHUH.

76. JlomyckaeTrcsi MNpeACTaBICHUE 3HAYUMBIX (PapMaKOT€HETUYECKHUX
CBEJICHUM, TTOJIy4YEHHBIX MO0 pe3yjbTaTaM KIMHUYECKUX ucciaeaoBaHuil. OHu
JIOJDKHBI BKJTIOYATh B C€0sl BCE JaHHBIE, CBUJICTEIbCTBYIONINE O PA3IMUUSIX B
COOTHOILIEHHH «I10JIb3a — PUCK» B 3aBUCUMOCTH OT OINPEAECIECHHOIO T€HOTHUIIA
Wik peHOTHTIIA.

Hern.

dapMaKOAMHAMUYECKUE CBOMCTBA Y JIETEH.

HeoOxonumo mpenctaBUTh pe3ysibTarbl BeeX (hapMaKOAMHAMUYECKUX
(KITMHUYECKH 3HAYMMbBIX) WCCICIOBAHUM M UCCeNOBaHUN 3(P(EKTHBHOCTH,
MPOBEJCHHBIX C YYaCTUEM JETEH.

I[To Mepe moOsBIEHUS HOBBIX CBEICHUN WHOOPMALIUS TOIJICHKHUT
OOHOBJICHHIO. Pe3ynbrarsl MPEACTaBiIsSIOT IO BO3pacTaM WM 3HAYUMBIM
MOATPYTIIaM.

[Ipy 0OAHOBPEMEHHOM HAJIMYMM JAAHHBIX U OTCYTCTBUU YTBEPKJICHHBIX
MOKa3aHUW K MPUMEHEHHIO y JIeTeH MX Bceraa HeoOXOaUMO MPEJACTaBISATh CO
cceuikaMu Ha pazzaen 4.2 OXJIII u, eciu Tpebyetcs, Ha pazaen 4.3 OXJIII.

IIpu mpencTaBieHUM pe3ylbTaTOB HCCIEIOBaHUN 0CO00€ BHHMAaHUE

CiIcayCct yAClATb BKIKOUYCHUIO 3HAYMMbLIX HOAHHBIX IIO 0Ee30ITaCHOCTH.
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Pe3ynbTarbl MOMCKOBBIX HCCIEAOBAHUN JOJDKHBI COAEPXKAaThb OCHOBHBIC
KOHEYHBICE TOYKM C OCHOBHBIMM XapaKTEPUCTUKAMHU MCCIEIOBAHHOU
MOMYJISIIAN U UCCIIEIOBAHHBIMU J103aMHU.

Ecnmu  nmocTtymHbl  cBelAeHUST UM pe3ydbTaTbl  MOATBEPIKIAOIINX
HCCIICIOBAaHU, OHU JOJKHBI 3aMEHHUTH CBEICHUSI M PE3YyJIbTaThl MOMCKOBBIX
uccnenoBanuii. HeoOxonumo MpeAcTaBUTh 1€, MPOAOTKUTEILHOCTD,
M3Yy4YEHHBIE J103bI (a TaK)Ke UCIOJIb30BAHHBIN COCTAB, €CJIM OH OTIMYAETCS OT
HaxoJSIErocsi B 000pOTE), OCHOBHBIE XapPaKTEPUCTUKU HCCICIOBAHHOU
MOMYJISIUM TAMEHTOB (BKJIKOYAsi BO3pPACT M YHUCJIO IAIIMEHTOB), a TaKXKe
OCHOBHBIC XapAaKTEPUCTUKHW 3apaHee BBIOPAHHBIX KOHEYHBIX  TOYEK
HE3aBUCHUMO OT UX IOJOXUTEIbHON WA OTPULATEILHOW HAINpPABIECHHOCTH.
Ecnu  nmaHHbIE TIPEACTaBISAIOTCS COMHHUTEIBHBIMH, 3TO  YKa3bIBaA€TCS
JIOTIOJTHUTEIIBHO.

HeoOxomumo Takke TpEeACTaBUTh II€JIb, OCHOBHBIC PE3YJIbTaThl WU

BBIBOJbI KaXKA0I'0 KIIMHHUYCCKOI'O NCCIICAOBaHMA 0€30MIacHOCTH.

5.2. ®apMaKOKMHETUYECKUE CBOMCTBA

77.B JAHHOM  pasielie OXJII  mpuBOguTCA  ONMMCAHHE
(bapMaKOKMHETUYECKUX CBOMCTB JCHCTBYIOIIETO BEIIECTBA, 3HAYUMBIX JIJIS
PEKOMEHIYEMOIN J03bl 3apErHCTPUPOBAHHON JO3UPOBKU U JIEKAPCTBEHHOU
dopmbl. Ecnm Takue ngaHHBIE OTCYTCTBYIOT, B Kau€CTBE aJlbTEPHATHUBHOTO
BapUaHTa JOIYCKAETCs MPEACTABUTh PE3YJIbTAThl, IOJYyYEHHbIE B OTHOLIEHUN
JIpYTUX IMyTel BBEICHMUSI, IEKAPCTBEHHBIX (DOPM HIIH J103.

HeoOxogumo  mpeAcTaBUTh  CpeAHME  3HAYEHHS]  OCHOBHBIX
(apMaKOKMHETUYECKUX TapaMeTpOB U UX BapuaOEIbHOCTH (HANpUMED,

OMOJIOCTYITHOCTH, KJIMPEHCA U MEPUOIA TTOTYBBIBEACHUA).
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78. @apMaKOKMHETUYECKHE AaCIIeKThl, MOMJICKAIIUE OINHUCAHUIO B
JAHHOM pa3zfiene (€ciM OHU 3HAYMMbl), BKJIIOYAIOT B CEO0S CIIEIYIOIINE
OTIHCAHUSI:

a) o0liee BBEACHHE, CBEIACHUS O TOM, SIBIISETCS JHM JIEKapCTBEHHBIN
npernapar MpoJIEKAPCTBOM WJIM €CTh JIU Yy HEro akTUBHBIE METaOOJIUTHI,
XUPATBHOCTH, PACTBOPUMOCTD, CBEJICHUS O TTOMYJISIUHN, Y KOTOPOH TTOTy9ICHBI
OCHOBHBIC (papMaKOKMHETUICCKHE TAaHHBIC U JP.

0)o0ume (¢papMaKOKMHETUYECKHE XapaKTEPUCTUKHU JEHCTBYIOLIETO
BEIIECTBA TMOCJIC TMPUMEHEHHS JIEKAPCTBEHHOTO Tpemapara ¢ COCTaBOM,
3asIBJICHHBIM HA PETUCTPAIUIO:

abcopOuus. [TomHoTta abcopOiuu, adbcomtoTHast U (MIM) OTHOCUTEIbHAS
OMOOCTYITHOCTD, A(DEKT IIEPBUUYHOTO MPOXOKIACHUSY, BPEMS JTOCTHKCHHUSI
MaKCUMAaJIbHOU IJ1a3MeHHOU KOHLIEHTPAIUH (Tmax), BIUSHUE MU, a TAKXE B
OTHOIIEHUHW JIGKAPCTBEHHOTO TIpemapara Jisi MECTHOTO MPUMEHEHUS —
CUCTEeMHass OWOMOCTYITHOCTh, BOBJICUCHHE TPAHCHOPTHBIX OenkoB. [lpu
HaJW4YUMd  JAHHBIX  HEOOXOAMMO  OTpa3uTh MecTo  aldcopOIuu B
KEITYIOYHO-KHIIIEYHOM TpakTe (IMMOCKOIBKY 3TO HWMEET 3HAueHHE TIpHU
BBEJICHUM JICKAPCTBEHHOTO TMperapara dYepe3 30HI I DHTEPaJbHOTO
MUTAHUSA);

pactipenencuare. CBs3b ¢ OelKaM{ IIIa3Mbl, KaXXYIIHHCA 00BEeM
pacripesielieHus Ha KUJIorpaMM MaccChl Tesna (HampuMmep, JI/KT), KOHIICHTpaIys
B TKaHAX W (WIHM) IUIa3Me, CBEACHUS O MHOTOKAaMEPHOM paclpele/ICHHH,
BOBJICUCHUH TPAHCITOPTHBIX OeITKOB, IIPOHUKHOBEHHUE gepe3
remarodsHIepasmueckuii  O0appep, MPOHUKHOBEHHWE 4Yepe3 IUIANEHTy W B
MOJIOKO;

ouorpanchopmanus. CteneHb MeTadoIM3Ma, META00JIUThI, AKTUBHOCTD
MeTabOoJIUTOB U WX BKJIAJ B 3(DPEKTUBHOCTP U TOKCHUYHOCTH, (DEPMEHTHI,

Y49aCTBYIOIINC B MCTa6OJ'II/13Me, OpraHbl, B KOTOPBLIX ITPOUCXOIAUT MeTa6OJ'II/I3M,
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pe3yJbTarbl  MCCIENOBAHUW  B3aUMOJCHCTBUS  in Vitro,  KOTOpBIE
CBUJETENBCTBYIOT O CHOCOOHOCTH  COEIWHEHHMS  WHIyLUPOBAThH
(uHrUOMpOBaTh) METAOOINYECKUE (PEPMEHTHI;

anuMmuHanus. Ilepuonsl monayBBIBEACHUS, OOUIUMN KIHUPEHC, MEX- U
(W) BHYTPUUHIMBUIyaJIbHAs BapHaOCIbHOCTh OOIIEro KIMpEeHca, IMyTH
BBIBEJICHUS HEU3MEHEHHOI0 BEUIECTBA M METa0OJIMTOB,  BKJIKOYAs
OTHOCHUTEJIbHBIM BKJIAJ [EYEHOYHOMW U MOYEUHOM BJIMMHUHALUM, BOBJICUCHUE
TPaHCHOPTHBIX OEJIKOB;

JUHEHHOCTh  (HENIMHEHMHOCTh) (PapMaKOKMHETUKH JCHCTBYIOIIETO
BEIIECTBA MO OTHOIICHUIO K J103¢ U (Miau) BpeMenu. Eciu papMakokuHeTHKa
HEJIMHENHA N0 OTHOIICHHIO K J03€ U (W) BpEMEHHU, HEOOXOAUMO OTPA3UTh
MPUYUHBI HEJTUHEUHOCTH;

B) (hapMaKOKMHETHYECKasI-(papMaKoAMHAMUYECKasi 3aBUCUMOCTD:

3aBHCHUMOCTb MEXYy 10301 (KOHIIEHTpanuel, GapMakOKMHETUYECKUMHU
napameTpamMu) U dpdexkrom (MCTHHHAS KOHEYHAs TOYKa, BalUIUPOBAHHAS
cypporarHasi KOHeUHas TOUKa UM HeXelareabHas peakius);

I') ONMCAHUE UCCIIEIOBAHHON MOMYJISNN;

1) OMMCaHUE OTIEIbHBIX I'PYII CyObEKTOB WJIM MAlMEHTOB B paszzee
«Oco0ble Tpynnel NAaUUMEHTOBY». M3MEHUHMBOCTH B 3aBUCHMOCTH OT TaKHX
(dhakTOpOB, KaK BO3pacT, Macca Tejia, IMojd, KypeHHe, MOIuMOp(H3M T'SHOB,
KOJUpYyIolre (pepMEeHThl METa0OoMM3Ma U COMYTCTBYIOIIME MaTOJOTHUYECKUE
COCTOsIHUS (TIOYeYHasi HEJOCTAaTOYHOCTh, TEYEHOUYHAsl HEJOCTAaTOYHOCTh
(BkJroyasi creneHb HapyuieHus)). Eciu BiusitHue Ha (papMakOKHMHETHKY
paccMaTrpuBaeTCs  KakK  KJIMHUYECKM  3HAUMMOE€, €ro  HeoOXOIUMO
OXapaKTepU30BaTh KOJIUYECTBEHHO CO cchlikamu Ha paznen 4.2 OXJII (ecnu
MIPUMEHUMO).

Jletn.
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HeoOxogumo ~ 0000muTh  pe3ydbrarbl  (papMaKOKMHETHYECKUX
UCCJIEIOBAaHUM B pa3JIMYHBIX BO3pACTHBIX rpynnax jgered. HeobOxomumo
yKa3aThb J03bl, MPHUBOASAIIME K HSKCIO3MIIMH JIEKApCTBEHHOIO Ipernapara,
CXOXKEH C IKCITO3UIMEN y B3pocCibiX (eciau 3HauuMo). Heobxogumo ykazarhb
JEKapCTBEHHYIO  (OpMY, HCIIONB30BaHHYI0O B  (PapMaKOKHMHETHYECKHUX
uccienoBaHusIX ¢ ydactuem  jaeredl.  HeoOxomumo — ykasarb  Ha
HEOTPEICIEHHOCTh UMEIOIIMXCS TaHHBIX B CIy4yae, €CJIM OMBIT TPUMEHEHHUS

npenapara y eTeil HeoCTaTOueH.

5.3. JlaHHBIC JOKIIMHUYECKON 0€30I1aCHOCTH

79. HeobxoaumMo TpencTaBUTh BCE PE3YNbTaThl  JOKIMHHUYECKHUX
UCIIBITAHUN, KOTOpPBhIE MOTYT OBITH 3HAUMMbBI [IJIi Bpada, Ha3HAYAIOIIETO
npenapar NpUd  yCTAHOBJICHHM TPOouisi OE30MacHOCTH JIEKAPCTBEHHOTO
npernapara, MOpy NPUMEHEHUHM TI0 YTBEPXKJCHHBIM IIOKa3aHUSIM K
MPUMEHEHHUIO, KOTOphIE He ObUTH BKIIOUEHBI B Apyrue pasaenst OXJIII.

Ecnu  pesynbrarbl  JOKIMHUYECKUX  UCCIENOBAHUM  HE  JArOT
JOTIOJIHUTENBHBIX ~ CBEACHUW Bpauyy, HA3HAYaIOIIEMy JIEKaPCTBEHHBIM
npenapar, Takue pe3yabTarbl (Kak MOJIOKHUTENIbHbIE, TaK U OTPHULATENIbHbIC)
nyOnupoBaTh HE TpeOyeTcsl.

80. HeoOxonqumMo  Kparko oOmucarb  pe3yiabTaThl  JTOKIMHUYECKUX
UCIIBITAaHUH C YKa3aHUEM KOJIMYE€CTBEHHBIX XapaKTEPUCTHUK B COOTBETCTBUU CO
CJIEAYIOIIMMU [TPUMEPaMU:

a)B  JOKJIMHUYECKUX JIAaHHBIX, TMOJYyYEHHBIX MO pe3yibraraM
CTaHIAPTHBIX UCCIIeI0BaHUN dbapmakosoruuecKon 0e30MacHOCTH,
TOKCUYHOCTH TIPU MOBTOPHOM (MHOTOKPAaTHOM) BBEJICHUH, TCHOTOKCUYHOCTH,
KaHILIEPOI€HHOIO MOTEHIMajda W PENpOAyKTUBHOM M OHTON€HETUYECKON

TOKCHUYHOCTH, 0COOBIN Bpca JJIsd 4CJIOBCKA HC BBISABIICH,
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0)B JOKJIMHUYECKUX HCCIEIOBAHUSIX HAOMOAanuch 3((PEKThl TOIBKO
IpyU  BO3JCHCTBUU JIGKAPCTBEHHOTO TIperapara B J103aX, CYIIECTBEHHO
MPEBOCXOJIAIIUX MAKCUMAIIBHYIO, UTO SABJISETCS KJIMHUYECKU HE3HAYMMBbIM;

B) UMCIOTCS ~ HEXeJaTelbHbIE  peakIiuu, He OOHapy)KCHHbIC B
KJIMHAUYECKUX HUCCJIENOBAHUSIX, HO BBISBICHHBIE Yy JKUBOTHBIX IPHU
BO3JICCTBUM JIEKAPCTBEHHOIO IIpenapara B J103aX, CXOXHUX C J03aMH,
NPUMEHEHHBIMA B KIUHUYECKUX HCCIEIOBAHUSIX, YTO MOXET HMETh
KJIMHUYECKYI0 3HAYUMOCT.

81.Crnenyer mpu HEOOXOAMMOCTH TPEACTABUTH 3HAYUMBIE IS JCTEH
pe3ynbTrarbl  JIOKJIMHUYECKUX  HUCCIEAOBAaHUM, BKIIOYAs  PE3YJBTATHI
UCCIICIOBAaHUM, TIPOBEJACHHBIX Y MOJIOABIX JKUBOTHBIX U TIEpU- WM
MOCTHATAIBHBIX HMCCJIEAOBAHUN C aHAJIMU30M UX KIMHUYECKOW 3HAUYUMOCTH,
M0J1 OTACJIBHBIM T10]13aT0JIOBKOM.

82.OueHka pUCKOB ISl OKpyxaromieil cpeapl. Crneayer mpeiacTaBUTh
BBIBOJIbI OLICHKM PHUCKOB JIEKAPCTBEHHOrO Mpenapara il OKpYKarolen

Cpebl (€Ciu ATO 3HAYMMO), CO CChUTKOM Ha pazzaen 6.6 OXJIII.

6. ®apMalleBTUYECKUE CBOMCTBA
6.1. Ilepeuenb BcioMoraTeIbHBIX BEIIECTB

83.IIpuBoauTCS  MEpPEUYeHb  BCEX  BCIIOMOTATEIIBHBIX  BEIIECTB
(KaueCTBEHHBIM COCTaB), JaXXE€ €CIM OHH COJEPKATCAd B JIEKAPCTBEHHOM
npernapare B HE3HAUUTENIbHBIX KOJIMYECTBaX (Hampumep, dyepHuia). boiee
MOAPOOHBIE CBEJEHUSI O BCIOMOTATEIbHBIX BEIIECTBAX, M3BECTHBIX CBOUM
JNEUCTBUEM, MOMJICKAIIUX YKa3aHWUIO, MPUBEICHBI B MNpuiioxkeHuu Ne 1 k
HacTosluM  TpeboBanusiM. HeoOxoquMo yka3arb BCE HWHIPEIUEHTHI
TPaHCACPMAIIbHBIX IJIACTBIPEH (BKJIFOUAsI aJATEe3UBHYIO OCHOBY,

BBICBOOOXK/IAIOIIYIO TOJJIOKKY U HAPYKHYIO TIJICHKY ).
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He tpeOyercs Brimtouare B OXJII aktuBHyio (apMarieBTUUECKYIO
CyOCTaHIIMIO, OCTAaTOYHbIE IPUMECH BEIIECTB, HCIOJb30BAHHBIX B
MPOU3BOJICTBE  TOTOBOTO  JIEKAPCTBEHHOIO  Mpemapara  (Hampumep,
pacTBOpUTENIM, Ta3 B CBOOOAHOM HaJ MpernaparoM MPOCTPAHCTBE U
AHTUOWOTHKHU, HCIOJb30BAaHHBIC B TIPOM3BOJCTBE BAKIHWH), JTyOPHUKAHTHI
MpEABAPUTEIBLHO 3al0JHEHHBIX IIMPHUIIEB U KOMIIOHEHTHI 00O0JIOUEK KarcCyi
MOPOIIIKOB JIJIs UHTAJIALNHN, HE IPEAHA3HAUYCHHBIX JJIsl TPUEMa BHYTPb.

84.OnpeneneHHble  OCTaTOYHbIE MPUMECH (HAMpUMep, MPUMECH
AHTUOMOTHUKOB WJIU MPOYHUX MPOTUBOMHUKPOOHBIX areHTOB, UCTIOJIB30BAHHBIX B
MPOILECCE MPOU3BOJICTBA), U3BECTHBIE CBOMM AJJIEPIE€HHBIM MOTEHIMAJIOM U
CIIOCOOHBIE BBI3BIBATH HEXKEJIATENbHbIC PEaKIUU, CIEAYET yKa3aTh B pasjelie
4.3 unu 4.4 OXJIII cOOTBETCTBEHHO.

85.Jly1s1  BCIIOMOTATeNIbHBIX ~ BEIIECTB  HEOOXOAMMO  YKa3bIBaTh
pekomenayemoe BO3 MHH, npu ero orcyrcTBum — OOMENpHHSATOE
(TpynmupOBOYHOE) HAMMEHOBAHUE C YYETOM COJIEBBIX, d(DUPHBIX, TUAPATHBIX
U UHBIX (GOpM, NOpU OTCYTCTBUU OOHIEHPHUHATOr0 (TPyHIUPOBOYHOIO)
HAaNMEHOBAHUS — XMMHUYECKOe HauMeHoBaHue 1o HoMeHkiarype IUPAC, a
IIpU OTCYTCTBUHU IMOCTETHEr0 MPUBOAT JaHHbIE 00 UCTOUYHHKAX U CIIOCO0ax
MOJYyYECHHUSI, HATUYMM BCEX BBEICHHBIX JOOABOK U Jp. (TP HEOOXOIUMOCTH C
COOTBETCTBYIOIIUM MOJAPOOHBIM OMTMCAHUEM).

86.He momyckaercsi WUCIOIb30BaTh IMATCHTOBAaHHBIE HAWMEHOBAHUS.
He nomyckaercst yka3blBaTh CCBUIKM Ha (papMakoNelHOEe KadyecTBO.
KoMmIoHeHThl cMeCH BCIIOMOTaTENbHBIX BEIIECTB HEOOXOAMMO YKa3bIBaTh MO
OTJETbHOCTH. ECIM TOYHBIM COCTaB BKYCOBOH JTOOABKH HMIIM apOMaTH3aTopa
3aSIBUTEJII0 HEU3BECTEH WJIM OH JOCTAaTOYHO CJIOXKHBIMA, €ro JOIMyCKaeTcs
yKa3aThb B BUJIe 00OOIIIEHHOTO HAaMMEHOBaHUS (HAIpUMeEp, «areabCHHOBAs
BKycOBasi J00aBKa», «IIUTPYyCOBasi OTIyIIKa»). Ecim B cocTaB BKyCOBOU

I[O6aBKI/I BXOOAT KOMIIOHCHTBI, U3BCCTHBIC CBOUM JICUCTBUEM MJIN 3(1)(1)6KTOM,
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9TH  KOMIIOHEHTh  HEOOXOJMMO TEPEUHUCIUTh B  COCTaBE CMECH
BCIIOMOTaTEIbHBIX BEIIECTB.

87.1locne MHrpeIUEeHTOB, KOTOPBIE MOTYT JOOABIATHCS ISl KOPPEKIIUU
pH, B ckoOKax cieayeT yka3bIBaTh «(st Koppekuuu pH)».

88. ToproBrle HaMMEHOBaHHUS WM OO0OOIEHHbIE HAWMEHOBAHMUS
(HampuMep, «4epHUIa») HE CIEAYET MCMOJIb30BaTh BMECTO OOIIETPUHSITOIO
HAUMEHOBAaHMSI HMHTPEIUCHTAa WU CMECH HHIPEJUEHTOB, HO JOIYCKAaeTCs
UCIIOJB30BaTh BMECTE C HAWMMEHOBAHUSIMH WHIPEIUMEHTOB, €CIM TOYHO
U3BECTHO, KAaKW€ WHIPEIUECHTHl OIUCHIBAIOTCS C TOMOIIBIO  3TOTO
HAaVMEHOBAHHSI.

89. XuMuuecku MOAUDUIIMPOBAHHBIC BCIIOMOTraTEIbHBIE BEIIECTBA
HEOOXOJIUMO OMNHCHIBATh TaK, YTOOBl HE JIOMYCTUTh MyTaHULBI C
HEMOIU(PUITUPOBAHHBIMU a”HaJoraMu (Hampumep,
«IPEKETATUHU3UPOBAHHBIN Kpaxmaiy).

Ecnu nexapcTBeHHbId mpenmapar B LENAX KOHTPOJS JBHXKEHUS,
OTCJIC)KUBAHUS U ayTEHTU(PUKAIIUU COJIEPKUT CKPBITYIO METKY, B TIepeUYeHb
BCIIOMOTATEJIbHBIX BEHIECTB HEOOXOJMMO BKJIIOUWTH 00Illee YyKazaHue
«paktop ayreHTUPUKAIMU», a HE HAMMEHOBAHHUE BCIIOMOIaTEIbHOIO
BEIIECTBA, €CIIU TOJHKO OHO HE M3BECTHO CBOMM JIEHCTBHEM WK d(PPEKTOM.

Kaxpnoe BcroMoraTeiabHOE BEIIECTBO  HEOOXOAMMO  YKa3bIBaTh
OTACIIbHOM CTPOKOW. BcriomorareinbHble BEIIECTBA IEPEUUCISAIOTCS B
COOTBETCTBUHU C Pa3JIMYHBIMU YaCTSAMH IMperapara, Hampumep, <«sapo —
000JI04Ka» TaOJETKH, «COIAEPKUMOE — O00JIOUKa» Karcyiabl U Jp.
BcmomoraTenpHbIe  BeIECTBAa MPEMApaToB, HAXOMAMIMXCS Oojee dYem
B | mepBUYHON (BHYTPEHHEN) YIIaKOBKE WM COJIEPKAIUX B JBYXKAMEPHBIX
NEepPBUYHBIX (BHYTPEHHHMX) yMaKOBKaxX, CIEAYeT yKas3blBaTh M3 pacuera Ha

NEePBUYHYIO (BHYTPEHHIOIO) YIIAKOBKY WJIM Ha Kamepy.
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AOGOpeBuaTypbl BCIIOMOTaTENIbHBIX BEIIECTB NEPEUUCIIATh HE CIEAYET.
Opxnako u3 cooOpaxeHui 5JKOHOMUU MecTa a00peBUaTypbl BCIIOMOTaTeJIbHBIX
BEILECTB MOTYT YKa3bIBaThCsl B MAPKUPOBKE MPHU YCIOBHH TOTO, YTO OHU

pacudpoBanbl B JaHHOM pazaene OXJIIL.

6.2. HecoBMeCcTUMOCTH

90. HeoOxoauMo  mpencTaBUTh CBEACHUA O (PU3MYECKOW WU
XUMHUYECKON HECOBMECTHUMOCTH JIEKAPCTBEHHOTO Mpernapara ¢ JApPYTUMH
JIEKApCTBEHHBIMU MpernapaTaMu, ¢ KOTOPbIMU €CTh BEPOSITHOCTh CMEIIIMBAHUS
WM OJHOBPEMEHHOTO BBEJEHHUSA. ITO OCOOCHHO BaXKHO JJIS JIEKAPCTBEHHOTO
npernapara, MOJJIEkKANIEro BOCCTAHOBICHUI0 WU (MJIM) Ppa3BEICHHIO TEpe.
napeHTepabHBIM BBeJeHHEeM. HeoOXoauMo NepeurcianuTh CYIIEeCTBEHHBIE
MOCJEACTBUSI  B3aUMOJICUCTBUS  (HampuMep, CcopOIus JIEKapCTBEHHOIO
mpenapara WIM KOMIIOHEHTOB TIpenapaToB B IINPUIAX, T[EPBUYHBIX
yIaKOBKax MapeHTEpaJbHBIX MpenapaToB OONBIIUX 00BEMOB, 30HIAX,
BCTPOCHHBIX (DUIbTpaxX, HAOOPaxX JUIsl BBECHUS U . ).

9l.Ykazamuss 0  COBMECTMMOCTH  mpemapara C  JAPYTHMU
JIEKApCTBEHHBIMM MpernapaTaMyd WM U3JACIUSIMU B JIAaHHOM pazjeiie He
NPUBOJATCS, UX BKIOUYarOT B paznen 6.6 OXJIII. Yka3aHus OTHOCHUTEIBHO
dhapMakoIOTUUECKOW W XUMUYECKOW ((U3UYIECKON) HECOBMECTUMOCTH C
numed npuBogarca B pasuaene 4.5 OXJII. Eciau takue ykazaHus HE
MIPUMEHUMBI, TaeTcst popMyaupoBka: «He mpumeHnMOo.

92.B oTHOIIEHUH OIpEJEICHHBIX JIEKAPCTBEHHBIX (opM (HaAmpumep,
MapeHTePaJbHBIX) CIEAYET YKa3aTh OJIHY U3 CIEAYIOIUX (OPMYIUPOBOK:

«B CBf3M C OTCYTCTBUEM WHCCIEIOBAHUNA COBMECTUMOCTU JAaHHBIU
JEKApCTBEHHBIA  TpenapaT HE  CJeAyeT CMEIIUBaTh C  JAPYTUMH

JICKAPCTBCHHBIMU IIpClIapaTaMmn»;
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«JlaHHBIN JIEKapCTBEHHBIN IIpENapar He CIEAYET CMEIIUBATh C APYTUMHU
JIEKapCTBEHHBIMHU  IIpenapaTaM, 3a MCKIIOYEHUEM  YIOMSHYTBIX B

pazaenax 6.6 u 11 OXJIII».

6.3. Cpok TOJTHOCTH (CPOK XpaHEHUS)

93.Cpok TOAHOCTH (CPOK XpaHEHHs])) HEOOXOIUMO YKa3bIBaTh [IJIst
JIEKQpCTBEHHOI'0 TIperapara BO BTOPUYHOU (MOTPEOUTENILCKOM) YIIaKOBKE,
a TaKk)Ke, 3TO UMEET 3HAaUEHUE MOCIIE Pa3BeACHUs, BOCCTAHOBIICHHUSI, UJIH [TOCIIE
MIEPBOr0 BCKPBITHSL.

Cpok romgHocTH (CpOK XpaHEHHs]) HEOOXOAMMO YKa3aThb YETKO C
HCIIOJIb30BAaHUEM HAIJICKAIICH eTMHUIIBI BPEMEHH.

TpebGoBaHus K yKa3aHUIO CPOKA TOJTHOCTH (CpOKa XpaHEHHs ) TOTOBBIX K
MPUMEHEHUIO CTEPWIbHBIX JIEKAPCTBEHHBIX IpernaparoB (IMOcjie MepBOro
BCKPBITUSI WJIM BOCCTAHOBJICHMS) TNPUBOASTCA B TpuioxkeHun Ne 7
HacTOSIIMM TpeOoBaHusM. Ecnum mnpu mpoBeAeHUM UCCIENOBAHUM IO
dbapmaneBTHUECKON pa3paboTKe BHISBICHA HEOOXOAMMOCTh YKa3aHHS CpPOKa
TOJHOCTH (CpOKa XpaHEHHUsI) IPYTUX JEKAPCTBEHHBIX MPENapaToB, TOTOBBIX K
MPUMEHEHUI0, CPOK TOJHOCTHU (CPOK XpaHEHUsI) YKa3bIBACT U JJIsSI HUX.

94.Ecnu  TpeOyeTcs NPUTOTOBICHHE Pa3WYHBIX KOHIICHTpaIUi
(Hampumep, A TpPUMEHEHUS Yy JeTei), HeoOXoauMo yKa3aTh Ha
(U3UKO-XUMUYECKYIO0 CTaOMIBLHOCTh JJISI BCEro Jauara3oHa KOHIICHTpaIui
(manpumep: «CTaOMIBHOCTH TOATBEPIKICHA JIJI1 KOHIICHTPAIIMKA B THAIMTa30HE
X —y MI/MJI B TeueHue t yacoB (auei) mpu temmneparype 25 °Cu 2 — 8 °Cy).

95. Ecnu nexkapcTBEeHHBIN MpenapaT MokKaszaH Jijisi TPUMEHEHUS JCTSIM,
HO OTCYTCTBYIOT NOJAXOJSIIME JE€TCKOMY BO3pacTy JieKapcTBeHHas (opma
u (A1) NO3UPOBKA, MPU ATOM JIOMYCKAETCS MNPUTOTOBJICHHE Ipernapara

ex tempore U3 UMCIOLIECToCs JICKAPCTBECHHOI'O IIperapara, COOTBETCTBYIOLINEC
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(U3UKO-XUMUYECKUE JAHHBIC O XPAaHEHUIO U CTAOMIBLHOCTH HEOOXOJIUMO
IIPUBECTHU B JAHHOM Pa3Jee CO cCblIKaMu Ha pasaensl 6.4 u 6.6 OXJIIL.

96.Ecnu st MEIUUMHCKUX PaOOTHUKOB WJIM TAlMEHTOB TpeOyeTcs
yKa3aHue OCOOBIX BpPEMEHHBIX YCJIOBUW XpaHEHHUs, HampuMmep, B IENsIX
aMOyJIaTOPHOTO MPUMEHEHHS (HampuMep, CPOK TOJHOCTH (CPOK XpaHEHUS)
cocraBisieT 24 mecsaua npu 2 — 8 °C, U3 KOTOpBIX 3 Mecsla JIOIyCKaeTCs
XpaHuTh Tpu Temmeparype He Bbime 25 °C), HeoOXoAuMO JaTh
COOTBETCTBYIOIIUE JIOMOJHUTENIbHBIE pekoMeHaanuu. [logoOHbie cBeneHUs
BCerJa JOJDKHBI OCHOBBIBATHCA Ha JAaHHBIX MO cTabmibHOCcTU. HeoOxomumo
yKa3aTb PEKOMEHIYEMbI TEMIIEPATypPHbIA AWANa30H M MAaKCHUMalIbHYIO
MPOJOJIKUTEIILHOCTh BPEMEHHOr0 XpaHeHus. [logoOHBIE pekoMeHTaluu
TaKXe BKJIIOYAIOT B CEOsl CBEJCHUS O MEpax, MPUMEHSIEMbIX MOCJIE XpaHEHUS
JIEKApCTBEHHOI'0 MpernapaTa BO BPEMEHHBIX YCIOBUSIX XpaHEHUs (Hampumep,
HEMEJICHHAs! yTUIN3ALIMA).

97.He cnegyetr mpeacTaBlsSITh TAKWME YKa3aHUA, Kak: «9TU JIaHHbIE HE
SBJISIIOTCSI PEKOMEHAAIUAMU 110 XPAHEHUIOY.

98. Ecnu B OTHOIIIEHUM Pa3HBIX MEPBUYHBIX YIIAKOBOK CPOKH T'OJHOCTH
(CpoKku XpaHEHUs) HE Pa3IMYarOTCs, YKa3blBaTh 3TU YIIAKOBKU HE CIIEIYyeT.
[IpuBOoIUTH YCHOBUSA XpAaHEHUS HE CIEAYyeT, 3a HUCKIIOYEHUEM YCIOBUU
XpaHEHUsI TOCJIE BCKPBITUS B COOTBETCTBUM C TMpujoxkeHuem Ne 7 k
HacToAIUM TpeboBaHusiM. He cienyer mpeacTaBisTh TakUe yKa3aHUsl, Kak:
«He mpuMeHsITh 110 UCTEUEHUH CPOKa TOJTHOCTH (CpOKa XPAHCHHUS ).

99. Ecnium BMecTe ¢ JIGKApCTBEHHBIM IpernapaToM IOCTaBIISICTCS
JTOTIOJIHUTENbHAS MPOAYKIHS (B TOM YHUCIE YCTPOMCTBA, KOMILICKTYIOIIHE
Cpe/ACTBa), HEOOXOJUMO YKa3aTh CPOK TOJHOCTH TOTOBOM K MPUMEHEHUIO

yKa3aHHOU MpOIyKIUHU (€CIU MPUMEHUMO).
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6.4. OcoOble Mephl MPETOCTOPOKHOCTH MTPU XPAHEHHUH

100.1Ipn ykazanum Mep MNPEIOCTOPOKHOCTU MPU XPAHEHUM CIICITYET
UCIIOJB30BaTh OJIHY WJM HECKOJbKO CTaHJAApPTHBIX (pa3, MPUBEICHHBIX B
npwioxkeHun Ne 6 Kk HacTosuuM TpeOOBaHUSAM, KOTOpPbIE HEOOXOJIUMO
JOTIOJIHUTh TOSICHEHUEM OTHOCUTEIbHO YYBCTBUTEIBHOCTH IIpErapara K
CBETY W (WJIK) BJare.

101.B oTHOmEHMM XpaHEHUS BCKPBITHIX, pAa3BEICHHBIX WIIA
BOCCTAHOBJIEHHBIX CTEPWIBHBIX JIEKAPCTBEHHBIX IIPENApPATOB  CIEAYET
cAenarh cChUIKy Ha pasnein 6.3 OXJIIL.

102. OcoObie Mepbl MPEIOCTOPOKHOCTU MPU XPAHCHUH, YKa3aHHBIC B
OXJIII, mapkupoBke u JIB, 101KHBI OBITH COTTOCTABUMBIMH.

103.B  OXIJIIl npenynpexaeHue O HEOOXOJUMOCTH XpaHCHUS
JIEKAPCTBEHHOIO Ipenapara B HENOCTYIIHOM JJIsl JIETEM MECTE He

YKa3bIBAETCS.

6.5. Xapaxrep U coJiep>KaHUe YITAKOBKH <H CHELUaIbHOE 000pYyI0BaHUE IS
VCITOJIb30BaHHs, BBEJCHUS WM UMILJIaHTAlUN>

104. HeoOxonuMo yka3zaTh MEPBUYHYIO (BHYTPEHHIOW) YIAKOBKY,
UCIIONB3Yysl CTaHAapTHbIM TepMuH @apmakonen Coro3a, Marepuan, U3
KOTOpPOTO0 M3rOTOBJICHAa MepBUYHAs (BHYTPEHHSA) YIAKOBKa (Hampumep,
«cTexsiHHbIe (PirakoHbDY, «[IBX — amomuHuEBBIe OIHCTEPHI», «OYTHUIKH U3
NOJIN3TUJIEHA BBICOKOM IJIOTHOCTH»), a TaKK€ MEPEUUCIUTh BCE NPOUYUE
KOMIIOHEHTBI YIMAaKOBKH Ipernaparta (Hampumep, Hria, Moma3ok, MepHas
JIOKKa, PacTbUIUTENb U3AEIUN sl MHTAIAIui, ocymmuTens). Heobxonumo
MOSICHATh TPASyUPOBKY HAa MEPHBIX M3AEIUAX, a TAKXKE OMUCATh NEPBUYHYIO
YIAKOBKY JIFOOOI0 pacTBOPUTEINS, MIOCTABIIEMOTO BMECTE C JIEKAPCTBEHHBIM

npemnapaToM. M30bITOUHYIO AeTaTu3aliuio (Halpumep, [BET MPOOKH, CBOMCTBA
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TE€pMOJIaKa) yKa3bIBaTh He TpeOyercs. [Ipy ncrnonab30BaHuM pa3ieauTeaIbHOTO
LBETA JUIsl pa3inueHust PopM BBITyCKa MapeHTEPAIbHBIX MPENapaToB 00 3TOM
HEO0OXOAMMO yKa3aTh B JAHHOM pa3fele.

105.Cnenyer ykaszaTh, 00JialaeT JM YKYIOpKa MEPBUYHON YIAKOBKU
GbyHKIMEN 3a1IUThI OT BCKPBITUS JE€THMHU.

[Ipumepsl POpMyIHPOBOK, YKA3bIBAEMBIX B TAHHOM pa3Jieie:

«Cycnensust 00beMoM [00beM]| MII B MPEIBAPUTEIHHO 3all0JHEHHOM
mmnpuie (CTEKJISIHHOM) C YIJIOTHUTEIEM (XJI0pOyTUIIKAYUYK) C UTJION WUin O€3
Hee B yIakoBKe 1Mo 5 uinu 10 mmpuieny;

«ByTBUIKM W3 TONMATUIEHA BBICOKOM IUIOTHOCTH C YKYHOPKOH C
byHKIMENH 3alUThl OT BCKPBITUS JACTBMHU M CHUJIMKArejieM B KadecTBE
ocymurens. B ynakoBkax no 30, 60 unu 90 TabeTOK, MTOKPHITHIX MIIEHOUYHON
000JI0YKOI».

106. Heo0xomuMo TepevrcInTh BCE pa3Mephbl YIMAKOBOK C yKa3aHUEM
yuciaa €QUHUI, 4Yuclia 103 (Hampumep, s MHOTOJ030BbIX BAaKIIHH,
UHTAJISITOPOB U JIp.), 00IIel Macchl Wi o0beMa MEepBUYHON (BHYTPEHHEN)
YIAaKOBKM C YKa3aHHEM €€ BMECTUMOCTU (IpU HEOOXOJUMOCTH), a TaKKe
17 (i (0] NEePBUYHBIX  (BHYTPEHHHUX)  YIAKOBOK  BO  BTOPUYHOU
(moTpeOuTeNnbCKOM) KapTOHHOM ymakoBke. Eciv mpuMeHHMO, HEOOXOIUMO
NPUBECTU CTaHJIAapTHOE ykazaHue: «He Bce pa3mepsl yllakoBOK MOTYT ObITh
JNOCTYNHBI JUIsl  pealu3alu», YTOoObl MPEeayNpeluTb MEAUIIMHCKUX
pabOTHHUKOB O TOM, YTO HE BCE MEPEUUCICHHBIE pa3Mepbl YMaKOBOK MOTYT
OBITh TOCTYIHBI JJIsl HA3HAYEHUS UJIU OTITyCKa.

107. YnakoBKkwu, NPEAHA3HAYCHHbBIE UCKJIIOUUTEIBHO s
JUCTPUOBIOTOPCKUX LIETIEH, HE SIBJIIFOTCS HOBOM YMaKOBKOW JUIsl peanu3alnuu
JIEKapCTBEHHOI'0 Tpernapara, Mo3TOMY BKIIOYATh UX B JIaHHBIA pa3ien He

TpeOyeTcs.
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6.6. Oco0ble Mephl IPEAOCTOPOKHOCTH IPU YTHIIM3ALMKU UCIIOIb30BAHHOTO
JIEKApCTBEHHOTO MIpenapaTa Uiu 0TX0JI0B, MOJYUYEHHBIX MMOCIE IPUMEHEHUS
JIEKapCTBEHHOTO IIpernapara, u Ipyrue MaHUIyJISUY C IpenapaTom

108. HeoOx01MMO npeIcTaBUTh MHCTPYKLUHU IO YTHIIW3AL[UU IIperapaTa
(ecu MPUMEHUMO).

109. Ecnu umeroTcst ocoObie Mephl MPEIOCTOPOKHOCTH MPU paboTe WK
YTUJIU3AIUU JIEKaPCTBEHHBIX MPEnapaToB (IIMTOTOKCUYECKUE I HEKOTOPhIE
OMoJIOTHYECKUE TIpenaparbl WM HX OTXOJbl), €CJIU JIEKapCTBECHHbIC
npernapartbl COJIEpXKaT >KMBbIE OpraHu3Mbl, B JIaHHBIM pazjiesl HeoOXO0JIUMO
BKJIIOUUTH WH(MOpMaIMio 00 STUX OpraHuM3Max, a Takxke (€Ciau 3HAYKuMO)
uHOpMAIIMI0O MO YTWIM3AlUK TPEIMETOB, BCTYIABIIMX B KOHTAKT C
JIEKApCTBEHHBIM  MpenapaToM  (Hampumep, TMEJICHKU WM  JIOKKH,
UCIIOJIb3YEeMbIC JIJIi BBEACHUS BaKIMUH JJIsi TIpueMa BHYTpb). Heobxomumo
IPEACTABUTh CCHUIKY Ha 3aKJIIOYEHHUE MO OLEHKE PUCKOB ISl OKpYKarouien
cpenbl, npuBeAeHHOM B pazzaene 5.3 OXJIII, (eciu npruMeHUMO).

110. Ecniu mpuMeHumo (Hampumep, B OTHOLIEHUH IUTOTOKCHYECKUX
JIEKApPCTBEHHBIX IMPEINaparoB), B JIaHHBIM pa3jfen HE0OXOJUMO BKIIOUUTH
CICAYIOIIyl0  cTaHjgapTHyio  dopMynupoBky:  «Bechb  ocTaBmMiics
JIEKapCTBEHHBIN TTpernapaT U OTXO0/IbI CJIEAYET YHUUYTOXKUTH (YTUIU3UPOBATh) B
COOTBETCTBUU C TPEOOBAHUSMH 3aKOHOJATEIICTBA TOCYNApCTB — YJICHOB
EBpa3niickoro 3KOHOMHYECKOTO COK03a.).

111.1Ipu  oOTCYyTCTBUHM OCOOBIX yKa3aHWM 1O TPUMEHEHUIO WJIU
WHCTPYKIIMU 1O pabore miis pabOTHHKA anTeKu W JAPYTUX MEIUIIMHCKHUX
pabOTHUKOB CIEAYEeT NPUBECTU CTaHIAPTHYIO (QopMynupoBky: «OcoObie
TpeOOBaHUS OTCYTCTBYIOT.».

112.IIpuBoasarcs Bce peKOMeHAAIUM, HEOOXOIUMBIE ISl PABUIILHOTO
IPUTOTOBJICHUSI OINpPEJEICHHBIX MPENapaToB (HAMpUMEp, HMUTOTOKCHYECKUE

JICKAPCTBCHHBIC IIpCIIapaTbl MU HCKOTOPLIC OMOJIOTHYECKHE JICKAPCTBCHHBIC
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npenaparsl) U (W) JJIsl 3alUATHI JUI, BKIIOYAsl POJIUTENICH U yXaXKUBAOIIUX
JIUII, 3aHUMAIOIIUXCS MPUTOTOBJIEHUEM MpenapaTa uin padoTaroluX ¢ HUM.

113.B pazgen 4.2 OXJIII HeoOX0AMMO BKJIHOYUTHh UHCTPYKIUU JIJIsI
Bpaya, JpPYyrHUX MEIUWIMUHCKUX pPAOOTHUKOB M TAIMEHTOB IO pabore
C MpernapaTtoM, a TakXke OOIIMe CBEACHUS O BBEACHUU INpemnapara (Ipu
BBEJICHUU MAIIUEHTAMU WU MEIUIIMHCKUMU paboTHUKaMu). Eciu TpeOyrores
UHCTPYKIIMK TI0 TPUMEHEHHI0 (paboTe) C IMeNbl0 MNPUTOTOBJICHUS
JIEKApCTBEHHOr0  Mpernapara Tnepei  BBeJAeHUEM  (Hampumep, MpH
HEOOXOAMMOCTH €ro CYCHEHIUPOBAHUS WU Pa3BEICHMs), dTU CBEACHUS
HEOOXOAMMO TpencTaBUTh B paszaene 4.2. [ns obecrnedeHus: JTydlIero
nonnmanus pazaen 4.2 OXJII moxer coaepkarh NEPEKPECTHYIO CCHUIKY Ha
COOTBETCTBYIOIYI0 MH(MOpManuio B gaHHoM paszaene OXJIII, nampumep,
«MHCTpYKIMM TI0 PACTBOPEHUIO JIEKAPCTBEHHOIO Mpernapara mnepes
MPUMEHEHUEM CM. B pazaene 6.6.».

114.B nanHOM pasnuene MPUBOIATCS TOJBKO CBEIACHUS, HEOOXOIUMbIC
PaOOTHUKY allTeKH U IPYTUM MEIUIIMHCKUM Pa0OTHUKAM JJIs IPUTOTOBJICHUS
npernapara rnepeji BBeICHUEM MalUueHTY.

CeneHusi 0 MPUTOTOBJICHUM JICKAPCTBEHHOI'O Mpemnapara (Hampumep,
CYyCHEH3UU MOpOILIKAa [JIsi WHBEKIUA WIM MPUTOTOBICHUM Pa3BEICHUS)
ciaeayer BKIOUMTH B AaHHbIM paszaen OXJIII He3aBUCMMO OT TOro, KTO
rOTOBUT Mpenapat (Hanpumep, pabOTHUK allTeKU, Bpay, Ipyrue MEAUIIMHCKHE
paOOTHUKM, TIAIIMEHT, POAUTEIN WIM yXaKHUBaKIIUe Juna). Ecuwm
JIEKApCTBEHHBIM TIpernapar TMOJJICKUT BOCCTAaHOBJIEHUIO, HEOOXOIUMO
ONMCATh €r0 BHEIIHUN BU/I IOCJIE BOCCTAHOBJICHHUSI.

115.B nanHOM pasznene MNpUBOASTCA yKa3aHUS OTHOCUTEIBHO
COBMECTUMOCTH Mpenapara ¢ JAPYTMMH JIEKAPCTBEHHBIMH IIpENapaTtamMu u
W3ICIUSIMUA TIPU  HAJUYUU B PETHUCTPAMOHHOM JOChE JIEKAPCTBEHHOIO

npemnapara COOTBCTCTBYIOININUX TaHHBIX.
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116.B UCKIIOYUTEIBHBIX CIydasiX, €CIU JIEKapCTBEHHBIM Ipenapar
NMOoKa3aH ISl TPUMEHEHUsT y JIeTed W HEBO3MOXHO pa3padoTaTrh
JEKApCTBEHHYIO  (QopMy, TNOAXOJALIYI0 JACTIM (4TO  TOATBEPAKICHO
COOTBETCTBYIOIIMMH  HAy4YHBIMU  OOOCHOBAHUSIMU), CBEICHUSA O
INPUTOTOBJIEHUM  TIpenapara  ex tempore  CIEAyeT  TNPUBECTH MO
nmoa3aroyioBkoMm «lIpumenenne y nerei» co ccbuikou Ha pasaen 4.2 OXJIIL
HeoOxonumo mpeacTaBUTh MOJPOOHBIE WHCTPYKIIMU IO MNPUTOTOBICHUIO
JIEKapCTBEHHOT'O TIperapara ex tempore W3 TMOIXOISIIECH «B3pOCIOW» WU
JPYTo¥ JIeKapCTBEHHOW (POPMBI JUIsl AETEH CTapIie BO3pACTHOM TPYIIIHI, a
TaKXe JIOMOJTHUTEIbHbBIE CBEJICHHS O MpernapaTax ex fempore s HPUMEHECHUS
y MaJeHbKUX JETeW M, €CIM MPUMEHUMO, MaKCUMaJIbHOE BPEMSI XpaHEHUS
TaKuX [pernaparoB, B TEUYEHUE KOTOPOIO OHU COOTBETCTBYIOT CBOUM
cnenudukanuam. [lpu  HEOOXOAMMOCTH,  YKa3bIBalOTCS  TpeOyeMbli
YIAKOBOYHBIN MaTE€pUal U yCIOBUS XpaHEHUS.

117.CBenenust 0 puCKax BCJEACTBUE BO3JACHCTBHUS JIEKAPCTBEHHOTO
npernapara Ha pabodyeM MecTe HeOOXOIUMO MTPUBOJIUTH B IAHHOM pasjielie co
ccpuikor Ha pasgen 4.4 wim 4.8 OXJIIL, eciim B 3THX paszgenax UMEKTCS

COOTBETCTBYIOIIUE CBEICHUSI.

7. Jleparenb perucTpalluOHHOIO YAOCTOBEPEHUS

118.B manHOM paszjenie yKa3bIBalOTCI HAMMEHOBAHUE W MOCTOSHHBIN
agpec  WIM  aaApec  MecTa  BEAEHMS  JEATEIbHOCTU  JeprKarels
PErUCTPALIMOHHOTO YJIOCTOBEPEHMS. Y Ka3bIBalOTCs HOMep TenedoHa, (akca
WIM aJpec BJEKTPOHHON mMouThl (HO He caiita B cetu MuTepHer wumm

AJIEKTPOHHOM MOYTHI, CBSA3BIBAIOIICIICS C YKa3aHHBIM CATOM).
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7.1. IlpencraBurenp aepxkaTess pEruCTPalOHHOTO YIOCTOBEPEHUS
JIEKAPCTBEHHOI0 Ipenapara Ha Tepputopun Coro3a
119.Heobxonumo  yka3aTb  HAaMMEHOBAaHME W IOPUIUYECKUU
(bakTuueckuit) aapec, TenedoH U aapec dISKTPOHHOW MOYTHI MPEICTaABUTEIS
JIepKATENs] PErMCTPALMOHHOIO YJIOCTOBEPEHHUS JIEKAPCTBEHHOIO Ipenapara
(HO He caiiTa B ceTu VIHTEpHET WM AJIEKTPOHHON MOYTHI, CBA3BIBAIOIICHCS C
yKa3aHHbIM caiiToM). Bo3MOXkHO pgomojHUTH YykazaHueMm, «lIpereH3un
noTpeOuTenel cieayeT HallpaBisTh MO aApecy [yKa3pIBaeTcs aapec], TenedoH

[yka3biBaeTcs TenedoH].».

8. HoMep (HOMepa) perucTpaliliOHHOrO YJIOCTOBEPEHHUS
JIEKApCTBEHHOTO IIpenapara
120. Paznen 3aII0JIHACTCSA YIIOJIJHOMOYEHHBIM OpraHoM
rocyJapCTBa-wieHa WA JEpKATEIEM PETUCTPAUMOHHOIO YAOCTOBEPEHUS
JIEKAPCTBEHHOIO Ipenapara Mociie perucTpauuy JEKapCTBEHHOIO Mpenapara

B COOTBETCTBUH C [IpaBunamu perncrpaunu U SKCIEPTU3HL.

9. Kareropus oTmycka JeKapCTBEHHOIO Ipernapara

121. Yka3piBaeTcd NPUHAIICKHOCTh JIEKAPCTBEHHOTI'O  Mpemnapara
K OJIHOM U3 CJIEAYIOIINX KaTerOpUil OTIyCKa:

a) IO perenTy;

0) 6e3 perernra;

B) U151 JIe4€OHO-TTPOPMITAKTUIECKUX YIPEKICHUM.

122. Yka3pIBatOTCS YCIOBUA WA OTPAHUYCHUS, KACAIOIIMECS MOCTABKU
Y UCIIOJIb30BaHUs JIGKAPCTBEHHOTO Tpernapara (mpu Haaudyuun). B cioydae eciu
JIEKapCTBEHHBIA TMpernapaT ObLI  3aperuCTPUPOBAH C  YCTAHOBJIECHUEM
MOCTPETUCTPALMOHHBIX MEpP, O3TOT JEKAPCTBEHHBIA MpENapar MOKET

INPUMCHATBECA B OIPCACICHHBIX ClIydasdX H TOJBKO TII0J CTPOTUM
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MEJUIIMHCKUM HaAOII0JICHHEM (B YCIOBUSIX JIeUeOHO-MPODUIAKTHUYECKUX
YUpEKICHUN),
a B OTHOIIICHUHU paanodapMaileBTUUECKUX MpenapaToB — Moj HaOJII0JeHUEM
UMEIOIIEr0 COOTBETCTBYIOIIECE pa3pelieHHe JIUIIA.

123. Jlns BakuyH WMMYHOTJIOOYJHWHOB, CBIBOPOTOK, aHATOKCHMHOB WU
aJUIEpPreHOB JOMOJIHUTENIBHO YKa3bIBACTCS, YTO JIEKAPCTBEHHBIN Mpenapar
npeHa3HayeH ISl OTIYyCKa B YCJIOBHUSIX MEIUIIMHCKOM OpraHu3aluu ¢

YKa3aHHUCM €€ BUIA.

10. Jo3zumeTpus (eciau mpuMEeHUMO)

124.B otHomieHun paanodapmarieBTUYECKUX MpenapaTtoB B JTaHHOM
paznene HeoOXOAMMO yKa3aTh MOJIHBIE JaHHBIE O BHYTPEHHEH paMallMOHHON
JTO3UMETPUU. B OTHOIIEHMU BCEX OCTAJIBbHBIX JICKAPCTBEHHBIX IpEnapaToB
JAHHBIA  pa3fen HeoOXOAUMO HUCKIOUUTh. [Ipu  3TOM  Hymepanus
MOCJICYIONINX Pa3eioB OCYIIECTBISIETCS TocienoBarensHo (0e3 yuera

JAHHOTO pa3fena).

11. Ykazanus 1o mpuroToBJICHUIO pagrnodapMareBTUIECKuX MpenapaTon
(3amoHsAeTCs Tpu HEOOXOIUMOCTH )

125.B OTHOIIICHUH panrodapMaleBTHIECKUX npenapaToB
COCTaBIISIFOTCSA JOTIOJTHUTEJIBHBIC noApoOHbIE UHCTPYKIIUHU 1o
MPUTOTOBJICHUIO €X fempore YW KOHTPOJIKO KadyecTBa MPUTOTOBIECHHOIO
npenapara ¢ yKa3aHHEM IpU HEOOXOJUMOCTH MAKCUMAJIbHOTO BPEMEHU
XpaHEHUs, B TEYEHHWE KOTOPOro JIFOOOM MPOMEXKYTOUHBIA TMpernapar
(HampuMep, 3JII0aT WIM FOTOBBIM K MPUMEHEHHUIO paauodapMarieBTUUEeCKUN
npenapar) OyeT COOTBETCTBOBATh CBOUM CHEIU(UKAIUSIM.

126. HeobxoiuMoO Takke MpeACTaBUTh CHEHHAIbHBIE WHCTPYKIIUU IO

YTHIIN3alIUH IICPBUYHBIX YIIAKOBOK M OCTABIICTOCS IIpCIiaparta.
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127.B OTHOWIEHHH BCEX OCTAJIBHBIX JIEKAPCTBEHHBIX IIPENapaToB
JAHHBI  pa3gen HeoOXoaumMo HCKI4YuTh. llpu  3TOM  Hymepanus
NOCJIEYIOIIMX PAa3[eNIOB OCYIIECTBISIETCS TOcieaoBaTenbHo (0e3 yuera

JTAHHOTO pa3jiena).

12. YcraHoBieHUE MOCTPErUCTPALUOHHBIX MEP

128.Ecnm  ynmoJTHOMOYEHHBIE OpPraHbl TOCYJApPCTB-YJIECHOB NPUHSIIN
pelieHue O HEOoOXOAMMOCTH YCTaHOBJIEHUS MOCTPErMCTPALMOHHBIX MEp,
HEO0OXO0JIMMO YKa3aTh Cleayromue GopMyITupOBKHU:

a) 1 JIEKapCTBEHHBIX penaparos, 3apErUCTPUPOBAHHBIX
C YCTAHOBJICHUEM JOTIOJIHUTENbHBIX TpeOoBaHuM: «J[aHHBIN JEKapCTBEHHBIN
npenapar 3aperucTpUpOBaH C YCTAHOBICHUEM JIOTIOTHUTEIbHBIX TPEOOBaHUH,
U 10 JTOMYy JIEKapCTBEHHOMY TIpenapary OXHUIAeTcs TMpeACTaBICHUE
JOTIOJTHUTEIbHBIX ~ JaHHBIX B  TedyeHne 1 roma. {HaumeHoBaHue
YIIOJHOMOUYEHHOT'O  OpraHa Trocyaapctea — wieHa  EBpa3uickoro
HSKOHOMHUYECKOTO COI03a} OyIeT MPOBOAUTH IKCIIEPTHU3Y HOBBIX CBEACHHU O
mpenapare, a JgaHHas OOIIas XapaKTepUCTHKa JIEKApCTBEHHOTO Mperapara
OyzeT OOHOBISATHCS IO MEPE HEOOXOAUMOCTH. »;

0)asss  JIGKapCTBEHHBIX  IpEnapaToB, 3apErUCTPUPOBAHHBIX IO
NpOLEAYpPE PETUCTPALMM B  HCKIIOUUTEIBHBIX  ciydasx: «JlaHHBIHA
JIEKapCTBEHHBIN ITpenapar 3aperucTpUpoBaH MO MPOLEAYPE «PETUCTpaLuU B
WCKITIOUUTENIBHBIX CIIy4asiXx» B CBSI3U C [peIKUM 3a00JIeBaHUEM, HAYYHBIMHU
COOOpaXEHUSIMU, 3THUUYECKUMHU  COOOpaKEHMSIMH]|, BCE HEOOXOIUMBbIE
CBEJEHUsI 00 JTOM JIEKapCTBEHHOM IIpenapare MOJyYUTh HEBO3MOKHO.
[HanMeHOBaHME  YNOJHOMOYEHHOrO OpraHa TrocyJapcTBa —  4jeHa

EBpa3miickoro 9SKOHOMHYECKOTO CO03a] OyAeT MPOBOIUTH €XKETOTHO
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DKCIIEPTHU3Y HOBBIX CBEJICHHUW, a JaHHas oOmas XapaKTepUCTHUKa
JIEKapCTBEHHOIO MpernapaTta 0yJ1eT OOHOBIISITHCS IO MEPE HEOOXOJUMOCTH.»;
B)IJI1  JICKAPCTBEHHBIX  IpPENapaToB, 3apErUCTPUPOBAHHBIX  I10
MPOLIEAYPE YCIOBHOW perucTpanuu: «JlaHHbIA JIEKQPCTBEHHBIN Mpenapar
3apETUCTPUPOBAH IO NPOLEAYPE «YCIOBHOW PETUCTpAlMW», U IO 3TOMY
JIEKAPCTBEHHOMY IpenapaTry OKHIAETCS MPEICTABICHUE TOMOTHUTEIbHBIX
NaHHbIX. [HanMeHOBaHME YNOJIHOMOYEHHOrO OpraHa rocyJapcTBa — YieHa
EBpa3uiickoro 3KOHOMHYECKOIO COr03a] OyneT MpOBOJUTH €KEr0JIHO
IKCIIEPTU3Y HOBBIX CBEJICHUN O TIpenapare, a JaHHas o01as XxapakTeprucTruKa
JIEKapCTBEHHOTO MpernapaTta 0y1eT 0OHOBIISTHCS IO MEpe HEOOXOIUMOCTH. .
2. llpunoxkenne Ne 1 K yKazaHHBIM TpeOOBAHUSIM H3JIOKUTh B
CIENYIOLIEN PENAKIINU:
«ITPHJIOXKEHME Ne 1
K TpeOOBaHUSIM K UHCTPYKIIMHU
0 MEAULIUHCKOMY ITPUMEHEHUIO
JIeKapCTBEHHOI0 Mpemnapara u oouieit
XapaKTePUCTUKE JIEKAPCTBEHHOT O
npemnapara Jjisi MeIUIIMHCKOTrO TPUMEHEHUS
(B penakunu Pemenust CoBera

EBpa3niickoil 3KOHOMUYECKON KOMUCCUU
ot 21 ¢epans 2025 r. Ne 18)

BCITIOMOTI'ATEJ/IBHBIE BEIIIECTBA,
yKa3blBaeMble B MHCTPYKIMH 110 MeAUIUHCKOMY IIPUMEHEHHU IO
JIEKAPCTBEHHOI0 Npenapara (JIMCTKe-BKJIAAbIIIE) U 0011eil
XapaKTePUCTUKE JIEKAPCTBEHHOI0 Mpenapara
JJIS METULIMHCKOT0 MPUMEHEHM I
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I. O0mue momoxeHus

Hacrosiimuii nepeueHp BKIIIOYAET B ce0sl BCIIOMOraTeIbHbIE BEIIECTBA,
CBEJICHUSI O KOTOPBIX HEOOXOAMMBI 1Jig Oe3omacHOro u 3¢G(PEKTUBHOTO
NPUMEHEHHUSA, W OCOObIe YKa3aHWs O HaJIWYUU KOTOPBIX HEOOXOIUMO
BKJIIOYATh B WHCTPYKIHIO I10 MEIUIIMHCKOMY MIPUMEHECHUIO
(JINCTOK-BKJIAABIII) (Z1ajiee — JIMCTOK-BKJIABINI) U OOIIYI0 XapaKTEPUCTUKY
JIEKApCTBEHHOI'0 TMpemnapara Jyisi MEAUIMHCKOrOo TpUMEHEHUus (nanee —
OXJIIT). Takxke B NOPWIOKEHUH NPUBOIATCS MNPEAYNPEIUTEIBHBIE
(GhOpPMYITHPOBKH O IPUCYTCTBHH OINPEICIICHHBIX BCTIOMOTATEIIbHBIX BEIIECTB B
JIEKapCTBEHHBIX MpeEIapaTax CBEPX YCTAHOBICHHOIO IOPOra COACPHKaHUA.

JIucrok-Bxiagbm cocraBisgercs B coorBeTcTBUHU ¢ OXJIII. B cBsa3u ¢
TUM B 000UX JIOKYMEHTaX HEOOXOMMO YKa3bIBaTh COTJIACOBAHHBIE CBEJICHUSI

000 BCeX BCIIOMOTaTEIbHBIX BCIICCTBAX, YKA3aHHbLIX B HACTOAIICM IICPCUHC.

I1. Cdhepa npumenenus

Hacrosimmee mnpunoxkeHne NDPEeaHA3HAYEHO Uil YIOJIHOMOYEHHBIX
OpraHoB (PKCHEPTHBIX OpPraHHU3alUil) TOCYJIapCTB — 4jieHOB EBpa3zuiickoro
SKOHOMHMYECKOIO COK03a, 3asABUTENEH M JAEPKATENEN PETHCTPALMOHHBIX
yaoctoBepeHuii. CBeAeHUs, YKa3aHHbIE B HACTOSIIEM TMEPEYHE, HE
MIPUMEHSAIOTCS K BCIIOMOTaTEJIbHBIM BEIIECTBAM, MCMOJIb3YEMBIM B Ka4€CTBE

JICUCTBYIOIIUX BEIIECTB.

III. Onpenenenus u npuMepsI

ITonsTne «BCHOMOIraTEIbHbBIC BCICCTBA» IIPUMCHACTCA B 3HAYCHUU,
OIIPCACIICHHOM HpaBI/IJ'IaMI/I Haﬂﬂemameﬁ HpOPI?:BO,Z[CTBGHHOﬁ IMPAKTHUKH
EBpEl3PII>iCKOl"O O9KOHOMHYCCKOI'0 COr03a, YTBCPKICHHBIMHU Pemenuem CoBera

EBpazuiickoil 3xoHOMHUueckoi komuccuu oT 3 HosiOpst 2016 r. Ne 77.
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BcnomoraTenbHble BEMIECTBA MOTYT BKJIFOYATh B CEOSI:

KpacUTENM, KOHCEPBAaHThI, aJbIOBAaHThI, CTA0OMIN3aTOPbI, 3aI'yCTUTEIIH,
AIMYJIBraToOpbl, BKYCOBbIE JOOABKU U apOMaTU3aTOPbI U Ap.;

KOMIIOHEHTBI, MpeJHAa3HAUYCHHbIE MJis JIEKApCTBEHHBIX (opM s
NEepPOpaIbHOTO TMPUMEHEHHUS WM BBEJCHUS MAIlUEHTy APYTUM IIyTeEM,
HAPYKHOTO TOKPBITUS JIEKAPCTBEHHBIX (HOpM (TBEpAbIC KaIlCyJbl, MSTKHE
KaICyJibl, PEKTAJIbHBIE KAIICYJIbl, TAOJIETKU, TOKPHITbIE 000JI0UYKOM, TAOIETKH,
MOKPBITHIE TIJIEHOUYHOM 000JI0YKOU, U Ap.).

KOMIIOHEHTBI TPAHCAEPMATIbHBIX IIACTHIPEH;

CMECH BCIIOMOTaTEJIbHBIX BEIIECTB (HAIpUMEp, HCIOJIb3yEMBbIE IIpU
IpPsIMOM TPECCOBAHUU TAOJETOK WUJIM B COCTABE IJICHOYHOM 0OOJOYKHU JTMOO
JUTsl TOJIMPOBAHUSI JO3UPOBAHHOM JIEKAPCTBEHHOM (POPMBI JUIsl IEPOPATBLHOTO
NpUMEHEHHUsI, KOppeKkTopsl pH);

KOMITOHEHTBI YEPHUJI JIJIsl MapKUPOBAHUS JEKApCTBEHHOUW (POpPMBbI AJis
NEPOPATIBLHOTO TPUMEHEHUS;

pa3z0aBUTENN, COAEPKALLIMECS HAPUMEDP, B PACTUTENIbHBIX IKCTPAKTaX
WJIM KOHIIGHTpaTaX BUTAMUHOB,;

KOMIIOHEHTBI, COJIepKallliecsi B CMECH XHMHYECKH POJICTBEHHBIX
KOMIIOHEHTOB (Hanpumep, KOHCEPBAHTHI).

OcraTouHblE KOJHMYECTBA IPOU3BOJCTBEHHBIX MPUMECEH, MpUMECH
JEUCTBYIOILIETO  BEIECTBA, OCTATOYHBIE  PACTBOPUTEIH,  MPOAYKTHI
Jerpajaliy U T. JI. HE pacCMaTPUBAIOTCS KaK BCIIOMOTaTelIbHbIE BEUIECTBA B
HACTOSIIIEM TIPHUIIOKEHUU.

B umenom BcnomorarenbHbIE BEIIECTBA CUUTAIOTCS HMHEPTHBIMH.
HecMoTps Ha 0kHJlaHWE HATMYUS Y BCIIOMOTAaTEIbHBIX BEIIECTB HEOOJIBIIOTO
COOCTBEHHOTO (papMaKOIOTUYECKOTO JEHCTBUS WM TTOJIHOTO €0 OTCYTCTBUS,
HEKOTOpPbIe U3 HUX 00JaJal0T ABHBIM (HapMaKOJIOTHUYECKUM JIEUCTBUEM WITU

BJIMSTHUEM ITPU OIIPCACIICHHBIX o0cTosATENbCTBAX. B CBSI3M ¢ 9THUM 3asBUTENHN U
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JepKATEI PETrUCTPALlMOHHBIX YJIOCTOBEPEHUM 00s13aHbl 00€CeYnBaThH
KOPPEKTHOE HCIIOJIb30BAHME BCIOMOTATEIbHBIX BEHIECTB B  COCTABE

3as4BJIICMBIX HAa PCTUCTPAINIO JICKAPCTBCHHLIX ITPCIIAPATOB.

IV. Homenknarypa

K  ykazanuto HauMMEHOBaHM  BCIIOMOTATEJIbHBIX  BEIIECTB B
nuctke-BrIaabim 1 OXJIT npuMeHsaroTCs Caeayommue moaxoabl:

1.He pomyckaercd WCIOAB30BAaTh KOMMEPUYECKOE HAMMEHOBAHUE
OT/CJIbHBIX  BCIIOMOTATENIbHBIX  BemlecTB.  HeoOXxonumo  yka3bIBaTh
PEKOMEHAYyEMOE MEKIYHapOJHOE HeMaTeHTOBaHHOe HanmMmeHoBanue (MHH
WJIN MOIU(DHUITUPOBAHHOE MHH) BCIIOMOTAaTEIbHBIX BEIIIECTB,
COMPOBOXKIAEMOE YKa3aHHEM CoJIeBOM (OpMbl (€Ciau MPUMEHHUMO) WU
HauMeHOBaHWe B  coorBercTBUM ¢ @Dapmakoneenn  EBpaszuiickoro
PKOHOMHUYECKOIr0 COr03a, yrBepxkaecHHoN Pemennem Koserun EBpasuiickon
sKoHOMHUYecKor komuccuu oT 11 aBrycra 2020 r. Ne 100 (mamee —
®dapmaxomnes Coro3a) (Ipy HATUYWH), WA OOIIETPUHSITHIM Ha3BaHUEM, a TIPU
MX OTCYTCTBUH YKa3bIBATh — XUMHUUYECKOE HA3BaAHUE.

2. HaumenoBanue BCIIOMOTaTeJIbHOTO BEIIIECTBA JTOJKHO
COTNPOBOXKJIATHCSA YKa3aHUEM E€BPOIEHCKOro Koja UHU(PPOBOM CUCTEMBI
UIIEeBbIX 100aBoK (E-Kko), eciu Takoit KO TPHUCBOCH.

3. BkycoBble 100aBKM WA apOMaTHU3aTOPhl, BBIMTYCKAEMbIEC O]
TOPrOBbIMM HAaWMEHOBAHUSIMU, JOMYCKAETCSl yKa3aTh B BUJE OOOOILEHHOTO
HAaUMEHOBaHUsI  (HampuUMep,  «arejibCMHOBas  BKYycOBasi  J00aBKay,
«IUTPYCOBBIM apoMatu3atop (otTaymika)»). Ecau B coctaB BKyCOBO# 100aBKU
BXOJISIT KOMIIOHEHTBHI, M3BECTHBIE CBOMM JeicTBHEeM WU 3b(eKToM 3TH
KOMITOHEHTBI HEOOXOJMMO MEPEYUCITUTh B COCTAaBE CMECH BCIIOMOTaTEIbHBIX

BEILIECTB.
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4.B OTHOLIEHMM BCIOMOTATENIBHBIX BEIIECTB, HE YKa3aHHBIX B
HACTOAILEM IIEpeYHEe, HO NPUHAJICKAIUX K TOU K€ XMMHUYECKOU TpyIIIe
BEILECTB, YKa3aHHble B HEM (Hampumep, ApYrue COJM, POJCTBEHHAas
XUMHUYECKAsl CTPYKTypa), MPUMEHSIOTCS CBEACHUS U3 JINCTKA-BKJIAJAbIIIA U
OXJIII, eca HE 0OOCHOBAHO MHOE.

5. XuMuyecku MOJIU(PUIIMPOBaHHBIE BCIOMOTraTeJIbHbIE BEUIECTBA
HEO0OXOAMMO YKa3bIBaTh TAKUM 00pa3oM, YTOOBI H30€KaTh NEPENYTHIBAHUS C
HEMOAM(ULIUPOBAHHBIM  BCIIOMOTATEJIbHBIM  BELIECTBOM  (HaAmpuUMep,
IpEKEITaTUHU3NPOBAHHBIN Kpaxmall).

6. Koppektoper pH HeoOXoaumo yka3plBaTh B COOTBETCTBUH C
HAaMMEHOBAHMEM, a UX (PYHKIHMA yKa3bIBaeTcs B JMCTKe-BKIiaabime u OXJIIL,
HaIpuMep, «XJIOPOBOJOPOIHAS KucaoTa (st koppekiuu pH)».

7. KOMIIOHEHTBI CJHOKHBIX BCIIOMOTaTEIbHBIX BEIIECTB WJIM CMECEU
YKa3bIBAIOTCSI B JINCTKE-BKJIABIIIE MO OOIIMM OMUCATENIbHBIM TEPMHUHOM,
HapUMeEp, «YEPHUIIA JJI IeYaTu, coaepxkamue X, Y, Z».

8.He pomyckaercs HCHOJNBb30BaThb COKPAIECHHWS HAWMEHOBAHUM

BCIIOMOTI'aTCJIbHBIX BCIICCTB.

V. Yka3aHue BCIIOMOTaTe/IbHBIX BEIIECTB
B JIMCcTKe-BKiaaabie u OXJIII

Bce BcmomorarenbHbIE BEIIECTBA, CBEACHHUS O KOTOPBIX HEOOXOIUMBI
st O6e3omacHOTO W 3(PGEKTUBHOTO TMPUMEHEHHSI  YKa3bIBAIOTCS B
muctke-Bkiaabime u OXJII B COOTBETCTBUM C WX HOMEHKJIATYPOMU,
IIPEyCMOTPEHHOU paszaenoM [V.

Cronberr 4eTBepTHIM TAOJUIBI HACTOSIIETO TMEPEUYHS COJEPKUT
uHpopMaIuoo, KOTopas COOTBETCTBYET KaXJIOMY BCIIOMOTaTE€IbHOMY
BEIIECTBY. YKa3biBacMass HWHQOpmalus O BCIIOMOTaTeIbHOM BEIECTBE

h3J1araeTcsl ¢ HCIOJb30BAHMEM UYETKOM W MOHATHOM I IIal[MEHTa
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TEPMUHOJIOTUU. B HEKOTOPBIX Ccllydasx 3asBUTENIb BIIPABE AJANTHPOBATH
CTUJIb W3JIOKEHUSI TPU HAIWYUU OOOCHOBaHUS (HAMpUMEp, H3y4YEHUE
pE3yJAbTATOB  TOJIb30BATEIILCKOTO TECTUPOBAHMS) TIPU  HEU3MEHHOCTH
COJICpKaHMS U 3HAYCHUS (POPMYITHUPOBOK.

Ecmu HACTOAIIMM  JOKYMEHTOM MPEAYCMOTPEHO  YKa3aHue
NpEOCTEPEKEHUS WU UHOM MHGOPMALIMM O BCIIOMOTaTeIbHOM BEIIECTBE, B
muctke-Briaapiie 1 OXJIIT HeoOX0AMMO MOSICHUTD, YTO MPEIOCTEPEIKCHUS U
uH(popmanus 00yCJIOBIJICHBI IIPUCYTCTBUEM OIIPEACIIEHHOTO
BCIIOMOTATEJIbHOTO BEIIECTBA. Y IallMEHTAa HE JIOJXKHO OCTaBaThCsl COMHEHUM,
OTHOCHUTCSI JIM TIPEIOCTEPEIKEHUE K BCIIOMOIraTeJIbHOMY BEIIECTBY WIIH
JIEUCTBYIOIIEMY BEILIECTBY.

B oTHOIIEHMM OTIEIBLHBIX BCIIOMOTAaTEIbHBIX BEIIECTB CBEIACHUS,
yKa3biBaeMble B JUCTKe-Bkiaaaepime u OXJIII, MOryr oOTHOCHUTBCA K
HECKOJIbKUM pa3zzieniaM JucTka-Bkiaabima u OXJII (HanpuMep, BIUSHUIO HA
CIIOCOOHOCTH K BOXICHUIO W YIIPABIICHUIO MEXaHU3MaMHM, IPUMEHEHUE TPH
OepeMeHHOCTU u JIAKTalluH, HE)KeIaTeJIbHBIM peaKuusM,
MPOTUBOIIOKA3aHUSIM, MPEAYNPEKICHUSIM U TpefgocTepexeHusm). Jls
oOJierdyeHus: BOCTIPUSITUS MH(OpMAIUU B JIMCTKE-BKJIAJBIIIE 3TU CBEJACHUS
HEOOXOIMMO yKa3bIBaTh TOJBKO OAWH pa3. BmecTe ¢ TeM, 4TOOBI MAalIMEHT HE
VIIYCTHUJI BaKHBIE M 3HAYUMMBIE CBEACHMS, CICIYET IMPUBECTH CCHUIKY Ha
paszel NpeaynpexkJaeHUN O BCIOMOTraTeIbHOM BEIIECTBE U3 IPYTUX Pa3/IEIIOB
JUCTKa-BKIaabIa. HarpuMep, B OTHOILIIEHUH 3TaHOJIa HEOOXO0IMMO TPUBECTH
CCBUIKY Ha pa3fell NPEaynpeKACHUNA O HAIMYUU JAHHOTO BCIIOMOTaTEIbHOTO
BCIIIECTBA B TEX pa3jieiaxX, KOTOPbIC OTHOCATCS K BIUSHHUIO HA CTIOCOOHOCTH K
BOXKJICHUIO, MPUMEHEHUIO NMPU OEPEeMEHHOCTH M JIaKTalluH, CBEICHHUSAM O

NpPUMEHEHUH Tpernapara y aeTe u ap.
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VI. VcnoBug BKkioueHus B TUCTOK-BKIIaaeim U OXJIIT

HOBBIX (DOPMYJIMPOBOK B OTHOIIEHWH BCIIOMOTaTEIbHbBIX BEIIECTB

TekcT nucTKa-BKIAAbIIIA U OOIIEH XApaKTEPUCTUKU JIEKAPCTBEHHOTO
mpenapara 3asiBJICHHOTO Ha PETUCTpaldi0 HEOOXOJUMO COCTaBISATH B
COOTBETCTBUM C TpPEOOBAaHUSIMHU K HWHCTPYKIMUA 1O MEAUIMHCKOMY
NPUMEHEHUIO W OOIIeH XapaKTepUCTUKE JIEKAPCTBEHHOTO IMperapaTta s
MEIUIIMHCKOTO  TpUMEHEHMs, yTBepxkiacHHbiIMU  Pemenuem  CoBera
EBpa3zuiickoil s3koHOMUYecKON KoMuccuu oT 3 HOsi0pst 2016 r. Ne 88 (nmanee —
TpeboBaHu).

B oTHomeHWM JMCTKOB-BKJIAABINIEH W OOIMMX XapaKTEPUCTHUK
JIEKAPCTBEHHBIX MpENapaToB PETUCTPALMOHHBIE YIOCTOBEPEHUS KOTOPBIX
ObUTM BBIJJAHBI JI0 BCTYIUIEHWS B CUJy HOBOM pelakiuu TpeOOBaHMIA
JepKaTeIsIM PEruCTPAIMOHHBIX YAOCTOBEPEHUN HEOOXOAUMO:

WCHOJIb30BaTh MEPBYIO NPEACTOALIYH) IPOLUEAYPY PaCIIMPEHUA
perucTpalui WA HOBOW PETHCTPALMU 3aTParMBarOllU€ JOMOJIHEHUS,
OTHOCAIIMECS K HWHGOpPMAIMKM O JIEKapCTBEHHOM IMpemnapare (Hampumep,
OOHOBJICHUE, pacCUIUpEHUE JIMHEHUKU J03UpOBOK, wu3MeHeHue Il Tuma,
u3mMeHenre IB Tuna) i BKJIIOYEHHST HOBBIX (DOPMYJIHUPOBOK, €CIIH
MIPUMEHUMO, B COOTBETCTBHHM C JCUCTBYIOIIECH PEIAKIIMEN HACTOSIIETO
MPUII0KECHUS;

B CiIy4ae, €Clid M3MEHEHUs WH(POpMaInK O JICKAPCTBEHHOM TIpernapare
HE TPEOYIOT MPOBEACHUS PETUCTPAIMOHHBIX MPOIETYP, HECOOXOAUMO MOIATh
3asBJICHUE€ O BHECEHHWHM HM3MEHEHUW [B Tuma B pPErucTpalmoHHOE 0ChE
JIEKapCTBEHHOT'O Mpernapara B TE€YEHUE 3 JIET C JaThl BCTYIUICHUS B CHITY

HOBOM peaakiiuu TpeOOBaHUM.
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Tabnuua

BcnomorarenbHble BemecTBa U MHGOpMaus 0 HUX, YKa3biBaeMas B JIncTKe-BKiapie u OXJIII

HanmenoBanue IlyTs BBEIEHNUSA ITopor WNupopmanus st KommenTapun
(cioco6 UHCTPYKIUU TIO

MPUMEHECHHS) MEIUITUTHCKOMY TIPUMEHEHHUIO

(JTMCTKa-BKJIAbINIA) M OOIICH
XapaKTEPUCTHKU

JIEKapCTBEHHOTO Mpernapara
TUT METUITUHCKOTO
PUMEHEHUS

A3okpacurenu ITepopanbHbIit Hynesoii MoakeT BbI3bIBaTh
HaIlpuMep, AJUICPrUICCKHUEC PCAKIINHU.
Taprpasun (E 102) Jns kpacureneit E102, E110,
Conneunsrii 3akat FCF (E 110) E122: ConepxuT KpacUTeIb
Azopybun, kapmyasut (E 122) (KpacuTenu), KOTOPHIH
Awmapanrt (E 123) (KoTOpBIE) MOKET (MOTYT)
[Tonco 4R, xomenunessbiit kpacHbiil A (E 124) OKa3bIBaTh OTPULATEIBHOE
UYepwnsrii 6nectsmuii BN, uepnsiit PN (E 151) BJIMSIHUE Ha aKTUBHOCTb U
BHHMAaHHE JIETEH.

AnpoTHUH MecTHbIi Hynesoit Mo:KeT BbI3bIBaTh MecTHBII TyTh BBEACHUS B JAHHOM
TUIIEPUYYBCTBUTEIIBHOCTD UIIU ciyyae 0003Ha4YaeT y4acTKH,
TSKEIIbIE aJUIEPrUYEeCKre KOTOPBIE MOT'YT UMETh JTOCTYII K
peakuuu. KPOBOOOPAIIIEHHUIO (HallpuMep,
paHbl, IOJIOCTH OpraHu3Ma U T. 1.)

ApaxucoBoe Macio Bcee Hynesoii <JlekapcTBeHHBIN ITpenapar™> OunieHHOE apaxrucoBOE MaCiIO
COJZIEP’KUAT apaxucoBOe MOJKET CoJiepKaTh OesIoK apaxuca.
Macio. Eciau y Bac anneprus Cratbesa @apmakonen Coro3a He
Ha apaxyc UM COI0, HE COJICPKUT UCIIBITAHUS Ha
IIPUMEHSNUTE 3TOT OCTaTOYHBII OEIIOK.
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIULIUHCKOMY IPUMEHEHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSL MEAULIMHCKOTO
IIPUMEHEHHUS
JIEKapCTBEHHBII Mpenapar B OXIJIII BHOCHTCS:
MIPOTUBOIIOKA3aHUE
Acnapram (E 951) [IepopanpHbIit Hynesoii JlaHHBII1 JIEKapCTBEHHBIN [Ipu npueme BHYTph acnapram
npenapar coaepKut X Mr TUAPOJIU3YETCS B
acrmaprama B Kax/10i KEJTyT0YHO-KHUIIIEYHOM TPaKTE.
<eQuHULA 103UPOBAHUS> OnHMM 13 OCHOBHBIX IPOJYKTOB
<eauHUIA 00bEMa™> TUIPOJIN3a SBJSETCS (PeHMIaTaHHH.
<YTO SKBHUBAJICHTHO Caenenus, sxmouaeMble B OXJIII:
X Mr/<macca><00bemM>>. OTCYTCTBYIOT JOKJIMHUYECCKHE U
Acnaprtam siBIsieTcs KJIMHUYECKHE JJaHHbIE,
UCTOYHUKOM (peHUITaIaHUHA. MIO3BOJISIFOIINE OLICHUTh
OH MokeT OBITh BPEJIEH, €CITN MIPUMEHEHUE acrnapTrama y
y Bac ¢penmnkeronypus MJIaJIEHIIEB MJIAJIIIE
(OKYVY) — peaxoe 12-HenenbHOrO BO3pacTa.
TE€HETUYECKOE HApyILIEHUE,
IIPU KOTOPOM HaKaIuIMBaeTCs
(beHunanaHuH u3-3a
HECIIOCOOHOCTH OpraHu3Ma
MIPaBUWJIBHO BBIBOJUTH €TO.
ben3zankoHus xnopuy Bcee Hynesoii JlaHHBII1 JIEKapCTBEHHBIN

Mpemnapar CoAEPKUT X MT
OCH3JIKOHUS XJIOpUA B
KaXKI0U <enuHHIIA

JO3UPOBAHMA> <CAUHHUIIA
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HaumenoBanue

[IyTs BBenCHUS ITopor
(crtoco6
MIPUMEHCHUS )

Nudopmanus mis KommenTtapun
WHCTPYKIIUU T10
MEAUIIMHCKOMY TPUMEHEHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTePUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSE MEJTUITTHCKOTO
MIPUMEHEHUS

o0beMa> <4T0 YKBUBAJIEHTHO
X mr/<macca><o0peM>>.

benzaikonus xnopun

I'maznou Hynesoii Msirkre KOHTaKTHBIE JIMH3bI

MOTyT abcopOUpOBaThH
OCH3ITKOHUS XJIOPHU]L C
U3MEHEHHMEM HX IIBeTa.
Ilepen npumeHeHNEM
JTAHHOT'O JIEKapCTBEHHOTO
npenapaTa HE00X0IUMO
CHSTb KOHTAKTHBIE JIMH3bI U
HaJeTh 00paTHO CIyCTs
15 munyT.

W3 umeromuxcst orpaHu4eHHbIX
JIAHHBIX CIIEYET, YTO Pa3HUIIA B
npoduie HeKenaTeIbHbIX SBICHUN
MEXy I€TbMHU U B3POCIBIMU
OTCYTCTBYET.

Bwmecre ¢ Tem, kak npaBuo, riazay
JIETEN CUIIbHEE PEarupyroT Ha
pa3apaXkKuTeINb [0 CPAaBHEHUIO C
IJ1a3aMHM y B3pocibix. Pazapaxenue
MOJKET BJIMSTH Ha IPUBEPKEHHOCTh

ben3ankonus XJIOpUJ TAKKE JIeTeH K JICUCHHUIO.

CHOCOOEH BBI3bIBATh
pa3apaxeHue rias, 0coOeHHO
MIPH UX CyXOCTH HITH
MOPa)KEHUSIX POTOBHIIBI
(TIpO3pavHOTO CIIOS ITepeTHEH
yacTu riasa). [lpn
HEOOBIYHBIX OIIYIICHUSIX B
TJ1a3y, MOKAJIBIBAHUH WU
0071 B TJ1a3y MOCIIE
NPUMEHEHHS JTAHHOTO
JIEKapCTBEHHOTO Mpernapara

Coo01ranoch 0 pa3ipakeHuu Tias,
*Kano0ax Ha CyXOCTh IJas,
BBI3BaHHYIO OCH3AIKOHUS

XJIOPUOM; CTIOCOOCH H3MEHSATH
CJIE3HYIO TJICHKY U TTIOBEPXHOCTh
poroButibl. Crienyer ¢
OCTOPO’KHOCTBIO TPUMEHSTH
MalUeHTaMH ¢ CYXOCTBIO TJ1a3 U
MAIUEHTAMH C TTOPaKCHHEM
POTOBHIIBI.

[Ipu myMTEeIbBHOM IPUMEHEHUU
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
IIPUMEHEHHUS) MEAUIMHCKOMY IPUMEHEHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTePUCTUKU
JIEKapCTBEHHOI'O IIpenapara
JUISL MEJULIMHCKOTO
IIPUMEHEHHUS
o0paTHuTech K Jeqaliemy HEO00XO0JMMO YCTaHOBUTh
Bpauy. HaOJI0ICHNE 32 MTAlUCHTaMU.
ben3zankonus xnopug HazanbHblii Hynesoii ben3ankoHus XJI0pua MOXKET JlnutenbHOe IPUMEHEHUE MOKET
BBI3bIBATh Pa3JpaKEHUE WU IIPUBOJUTH K OTEKY CIM3UCTON
OTEK B HOCY, OCOOEHHO NpH 000JI04KH HOCA.
JUINTEIIbHOM IPUMEHEHHUU.
benszankonus xnopug WMHransanuoHHbIN Hynesoii bensankoHus XJI0pUa MOXKET
BbI3bIBaTh UNXaHHUE U
3aTpyJHEHUS NIPU AbIXaHUN
(6bponxocmaszm), 0COOEHHO
ecnu y Bac 6ponxuanbHas
acTMa.
benzankonus xnopug KoxHb1i1 Hynesoit ben3ankoHus XJI0pUa MOXKET [IpumeHeHne BO BpeMs
paszpaxarb KOXY. OepeMEeHHOCTH U JIaKTalluu He
He nanocure naHHEbII COIIPAXKEHO C BPEAHBIM IJIA MaTCpU
JNeKapCTBEHHBIH Mpemnapar Ha | ACHCTBUEM, TOCKOJIBKY KOXHAsI
rpyab, ECIU Brl KOPMUTE a6c0p6111/151 OCH3aJIKOHUS XjJopuaa
TPYIBIO, TOCKOIBKY peOEeHOK MHUHHUMaJIbHA.
MOXKET IPOTJIOTUTH €TI0 He HaHOCUTB Ha CAM3UCTBIE
BMECTE C MOJIOKOM. 000JI0UKH.
ben3zankonus xnopug OpOMYyKO3HBIH, Hynesoii ben3ankoHus XJI0pUa MOXKET
PEKTaJIbHBIN U BBI3BIBATh MECTHOE
BarvMHaJIbHbIN pasapakeHue.
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ITopor

Nudopmanus mis

KommenTtapun

HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

MEIHMIIHCKOMY TPUMEHECHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei

JICKAPCTBCHHOT'O IIpcIiapara

MHCTPYKLUH 10

XapaKTCPUCTUKHU

JUTSL MEULTUHCKOTO
MIPUMCHCHHUS

ben3nnoselil ciupt

Bce

Hynesoii

JlaHHBII1 JIEKapCTBEHHBIN
npernapar CoAEPKUT X MT
OEH3WJIOBOTO CIIUpTa B
KOKI0U <eTUHUIIA
JO3UPOBAHUA> <eAUHHUIIA
o0beMa™>
<YTO DKBUBAJICHTHO
X mr/<macca><o0bem>>.
beH3nnoBeIil ciupT MOXKET
BBI3bIBATH AJJIEPTUYECKUE
peaKkIuu.

Ycra"noBieHa cBA3b

BnHyTpuBeHHOE BBEICHHE

ben3nnoselil ciupt

[IepopanpHbIii,
NapeHTepaJIbHbBIN

Hynesoii

OEH3MJIOBOTO CITUPTA C
PHUCKOM TSDKEITBIX
HEeXeNaTeNIbHBIX PEaKIui,
BKJIFOYAs 3aTPyTHEHUE
JBIXaHUs (Ha3bIBAEMOTO
«TaCIUHT-CUHIPOMY) Y
MAJICHbKHX JIETEM.

He nasaiite
HOBOPOXKJIEHHOMY PEOCHKY
(B BO3pacte 10 4 Henenb),
€CJIM HEe PEeKOMEHIOBAHO

JICHAIIUM Bpa4oM.

OEH3MIIOBOTO CIIUPTa
COTIPOBOKAATIOCH CEPhE3HBIMU
HEeXXeNaTeIbHBIMU PEaKIUsIMH U
CMEPTHIO HOBOPOXKICHHBIX
(«racTIHT-CHHAPOM).
MuHUManbHOE TOKCUYECKOE
KOJMYECTBO O€H3UIIOBOTO CIIUPTA
HEM3BECTHO.

[Ipy npuMeHeHun y
HOBOPOKJEHHBIX B paznen 4.4
OXJIIT HE0OXOAMMO BKIFOUYUTH

peoCTepeKEeHUE.
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEAUIIMHCKOMY TPUMEHEHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTePUCTUKU

JIEKapCTBEHHOTO MIpenapara
JUTSL MEULTUHCKOTO

IIPUMEHEHUS
ben3nnoselil ciupt [IepopanpHbIii, Hynesoii He npumensarts 6omnblie [ToBBIIEHHBIN PUCK BCIIEICTBHE
IapeHTepaJIbHbBIN HEZENU y MaJICHbKUX JETeH HAKOIUICHUs y MaJICHbKUX JIETEH.

(B BO3pacTe meHee 3 JeT),
€CITU TOJIBKO HE
PEKOMEH0BAHO JICHAITUM
BpauoM HIIM PAOOTHUKOM

anTeKH
ben3unoselii ciupt IIepopanbHbIil, Hynesoii Ecnu Bbl 6epemMeHHBI nin
MapeHTEPAIbHBIN KOpPMUTE IPYABIO,

IIPOKOHCYJIBTUPYHUTECH C
JeYaiyM BpadyoM WU
pPaOOTHUKOM anTeKH.
[Ipuunna: 60mab11IKE
KOJIn4YecTBa OEH3UIIOBOTO
CIHUpTa MOTYT
HAaKaIlJIMBaThCsl B OPraHU3Me
Y BBI3BIBATh HEXEJIATEIbHYIO
peaxkLuIo, Ha3bIBAEMYIO

«METabOINYECKUM
anuI030M».
ben3unoselil ciupt IIepopanbHbIil, Hynesoii Ecnu y Bac 3a6oneBanue B 6onbmmx Koim4ecTBax clieayeT
IapeHTEPaJIbHBIN MIEYCHH WUJIU MOYEK, IPUMEHATH ¢ OCTOPOKHOCTBIO U
MPOKOHCYJIBTUPYHTECH C Tonpko ipu HEOOXOMMOCTH,

JiCHaluM BpadoM HJIN 0COOEHHO Yy NallMCHTOB C
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEAUIIMHCKOMY TPUMEHEHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTePUCTUKU

JIEKapCTBEHHOTO MIpenapara
JUTSL MEULTUHCKOTO

MIPUMCHCHHUS
pabOTHUKOM aINTeKH. HapylieHneM (QyHKIUY TICYCHU WITH
[Mpuunna: 6onpe MIOYEK — B CBSI3U C PHCKOM
KOJIN4eCcTBa OCH3UIIOBOTO KYMYJISIIAA U TOKCHYHOCTH
CHUpTa MOTYT (MeTaboIMYeCKui aruma03).

HAKaIIMBaThLCA B OPraHnu3Me
1 BbI3bIBATH HCIKCIIATCIIbHYIO
pCaKknurro, Ha3bIBACMYIO

«METabOTUYECKIM
alr1030M».

ben3unoselil cnupt MecTtHeIit Hynesoii beH3unoBeIi CIUpT MOXKET

BBI3BIBATH JIETKOE MECTHOE

pas3apakeHue.

bensoitnas kucinota (E 210) u 6eH30aThI Bcee Hynesoii JlaHHBII JIEKAPCTBEHHBIN
HaMpumep: Mpemnapar COAEPKUT X MI
Hatpus 6en3zoar (E 211) <OeH30iHOI
Kanus 6ensoar (E 212) KHCIIOTHI/OEH30aTHOM commn™>

B KaXJI0M <eIMHHIIA
JO3UPOBAHUA> <ECAUHHUIIA
o0beMa™>
<YTO 3KBUBAJICHTHO
X Mr/<macca><o0beM.>>

benzoiinas kucnora (E 210) u 6eH30atbl [TepopanbHbIii, Hynesoit <ben3oliHas Ycunenue OUIMPYOMHEMHH TTOCIIe
HarpuMmep: MapeHTepaTbHBIN KHCJIOTa/OeH30aTHAs COJIb> | BBITECHEHHS OMIMPYOHHA U3 CBSI3H C
Hatpus Genszoar (E 211) MOXET YCUIIUBATh KENATYXY QIbOYMHUHOM MOXET YCHUJIMBATh
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIULIUHCKOMY IPUMEHEHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSL MEAULIMHCKOTO
MIPUMEHEHUS
Kamust 6ensoar (E 212) (mOoXeNTeHUE KOXKHU U IJ1a3) | JKeNTyXy HOBOPOXKIAECHHBIX, KOTOpast
Y HOBOPOJIEHHBIX MOJKET IepepacT B SACPHYIO
(B BO3pacte 10 4 HEenemb). KENTYXY (OTIIOKEHUS
HEKOHBIOTUPOBAHHOT'O OMITUPYOHHA
B F'OJIOBHOM MO3T€).
benzoitnas kucnota (E 210) u 6eH30athl MecTHbII Hynesoii <ben3soliHas MokeT BBI3bIBATH HEUMMYHHBIE
HaInpumep: KHCI0Ta/0eH30aTHAsI COJIb> | HEMEJUICHHbIE KOHTAKTHbIE peakluu
Hatpus 6en3zoar (E 211) MOJKET BBI3BIBATH MECTHOE 3a CYET BO3MOXKHOTO
Kamnus 6enzoar (E 212) pa3apakeHue. XOJIMHEPTUYECKOT0 MEXaHU3MA.
bensoitnas kucnota (E 210) u 6enzoarsl MecTHbIit Hymnegoii <ben3zoliHas AOGcopOnust uepe3 He3penyro KoKy
HarpuMep: KHCII0Ta/0eH30aTHAas COJIb> HOBOPOXJAEHHBIX 3HAUNTEIbHA.
Hatpus 6en3zoar (E 211) MOXET yCUIIMBATB XKEITYXY
Kamus 6ensoat (E 212) (ToXxenTeHne KOXXH U Tia3) y
HOBOPOXKJIECHHBIX
(B BO3pacte 10 4 HEETD).
BbepramoToBoe macio (coaepxariee MecTtHbIit Hynesoii MoskeT noBsIIATH He npumenumo, eciu nokasaso,
OepramnteH) YyBCTBUTEIBHOCTH K yTO OepranTteH B Macie
Y®-nyuaM (€CTECTBEHHOMY U HE COJEPKUTCSL.
HCKYCCTBEHHOMY
COJIHEYHOMY CBETY).
Bopnas xucnora (u 60patsr) Bcee 1 mr B/cyr” | He naBaiite pebenky mmaaute | * 1 mr B (6opa) = 5,7 mMr 60pHoii

2 J1eT, MOCKOIbKY JTAHHOE
JIEKapCTBO COJEPKUT OOp U
MOXET B OyayIieM MpuBeCTH

KUCJIOTHI.

KonuuectBo Gopa, mpeBbIlIeHNE
KOTOPOTO MOXKET BHI3BATh
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEAUIIMHCKOMY TPUMEHEHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTePUCTUKU
JIEKapCTBEHHOTO IIperapara
JUTSE MEJTUITTHCKOTO
MIPUMCHCHHUS
K Oecrionuio. Oecruioiue B COOTBETCTBYIOLIEH
BO3PACTHOM TpyIIIe:
Bospact [Topor 6e3onacHoCTH
<2 7aer 1 mr B/cyr
<12 ner 3 mr B/cyt
<18 mer™  7wr Blcyr
> 18 ner” 10 mr B/cyr
** Takoe KOIMYECTBO MOYKET TAKKE
MPUYMHUTE Bpel peOeHKY B yTpooe.
Bopnas kucnota (u 60patsr) Bce 7 mr B/cyr™ | He naBaiite peGeHKy Muase " 1 mr B (60pa) = 5,7 Mr GopHoii

18 neT, mMoCKONBKY JaHHOE
JIEKapCTBO COJEPKUT OOp U
MOJKET B OyAyIIeM PUBECTH
K OecCIuioauio.

Ecnu Bbl 6epemMeHHBl,
MIpeK/Ie YeM HavaTh
MIPUHUMATH JAaHHOE

JIeKapcTBO,
IIPOKOHCYJIBTUPYHTECH C
JeYaniuM BpauoM, HOCKOJIbKY
OHO COACPKUT OOP U MOXKET
MIPUYUHUTE Bpen Bamemy
HEPOXKJIEHHOMY pEeOCHKY

KHCJIIOTHI.

KonmnuaectBo Oopa, npeBbllieHne
KOTOpPOT'O MOXET BbI3BATh
Oecruioiue B COOTBETCTBYIOIIEH
BO3pPaCTHOM TpyIIIIE:

Bo3spact [Topor 6e3omacHOCTH
<2 mer 1 mr B/cyr
<12 ner 3 mr B/cyt
<18 mer” 7 mr B/cyt
> 18 ner” 10 mr B/cyr

" Takoe KOJHMUYECTBO MOYKET TAKIKE
NPUYUHUTE Bpel] peOeHKy B yTpoOe
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

Bopnas xucnora (1 6opatsr)

Bce

3 mr B/cyr”

He naBaiite pebenky muiaiie
12 ner, NOCKOJBKY AaHHOE
JIEKapCTBO COJAEPKUT OOp U
MOJKET B OyAyIIeM MPUBECTU
K OecCILIOuIo.

* 1 mr B (6opa) = 5,7 Mr 60pHoii
KHCJIOTBI.
KonunuectBo Oopa, npesbliieHne
KOTOPOI'O MOXET BbI3BaTh
Oecrioiue B COOTBETCTBYIOLIEH
BO3pPaCTHOM IpyIIIIE:

Bospact [Topor 6e3onmacHocTH
<2 ner 1 mr B/cyr
<12 ner 3 mr B/cyr
<18nmer”™ 7 wrBlcyr
> 18 mer 10 mr B/cyr

" Takoe KOJIMYECTBO MOKET TAKKe
MIPUYUHUTE Bpell peOeHKY B yTpooe.

Bbpononon

MecTHBIH

Hynesoit

Mo3xeT BBI3bIBATH MECTHbBIE
KOXKHBIE pEeaKLIUU (Halpumep,
KOHTaKTHBIM I€pMAaTHUT).

byrunruapoxcuanuszoin (E 320)

MecTHBIHI

Hynesoii

Mo>KeT BBI3BIBATH MECTHEIE
KOXHBIE peaklluu (Harpumep,
KOHTAKTHBIN IepMaTUT) WIIN
pasapakeHue riias u
CIN3UCTHIX 000JI0YEK.

Bbyrunruapoxcuromnyosn, nonon (E 321)

MecTHBIH

Hynesoii

MoskeT BbI3bIBAaTh MECTHBIE
KOXHbIE peakliu (Harpumep,
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

KOHTAKTHBIN J€pMaTUT) WIH
pa3apaskeHue a3 u
CIIM3UCTBIX 000JIOUEK.

T"anmakro3a

[TepopanbHblid,
MapeHTEPAIbHBIN

Hynesoii

Ecnu nevanuii Bpau
coo0mrmi, uyto y Bac
HENepeHOCUMOCTb
HEKOTOPBIX CaxapoB, Mepe
IPUEMOM JIaHHOTO
JIEKapCTBEHHOTO Tperapara
oOpaTuTech K JedariemMy

Bpauy.

Bapuant ykazanus B OXJIIT:
JTAHHBIN JICKapCTBEHHBIN ITpernapaT
HE CIIEyeT IPUHUMATD ITALIUEHTaM C
PEIKO BCTPEUAOIIEHCS
HACJIEICTBEHHOMN
HEIIEPEHOCUMOCTBIO TAJIAKTO3BI,
HaIlpuMep rajJakTo3eMHUENn.

T'anakTo3a

[IepopanbHsbli,
NapeHTepaJIbHbBIN

Conepxut X T TajlakTo3bl Ha
7103y, 4TO HEOOXOAMMO
YUUTHIBATH MMAIACHTAM C
caxapHbIM JHa0eTOM.

I'enapun
(B KauecTBe BCIIOMOTaTEJILHOTO BELIECTBA)

[TapenTepaibHbIi

Hynesoii

Mo3KeT BbI3bIBATH
AJUIEPTUYECKUE PEAKIINU 1
YMEHBIIIATh YHCIIO0 KPOBSHBIX
KJICTOK, YTO MOXKET CKa3aTbCA
Ha CUCTEMEC CBepTBIBaHI/I}I
kpoBu. [larentam ¢
aHHepI‘I/I‘leCKI/IMI/I peaKL[I/I}IMI/I
Ha TeTlapyuH B aHAMHE3e
cienyer usberarpb
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

MIPUMEHEHUS JIEKAPCTBEHHBIX
[IPEINapaToB, COAEPKAIIUX
rerapuH.

['munepon (rmiepuH)
(E 422)

[TepopanbHblit

10 r/mo3a

MoeT BBI3bIBATh TOJIOBHYIO
00J1b, PACCTPONCTBO KEIyAKa
U auapero (MoHOC).

['munepon (rnunepuH)
(E 422)

PexranbHbIl

Ir

MoxeT OKka3bIBaTh ciiadoe
Ccl1abUTEbHOE JIEUCTBUE.

I'moko3a

[IepopanpHbIit

Hynesoii

Ecnu nevanuit Bpau
cooburui, yto y Bac
HETIepEeHOCUMOCTh
HEKOTOPBIX caxapoB, Nepea
MIPUEMOM JaHHOTO
JIEKapCTBEHHOTO Iperapara
o0OpaTuTech K JedaliemMmy

Bpauy.

Bapuant ykazanust B OXJIII:

JTAHHBIH JIeKapCTBEHHBIH Mpenapar
HE cJelyeT NIPUHUMATh allUeHTaM C

pelKo BCTpeyaroniencs
[IFOKO30-TaJIAKTO3HOM
MasibabcopOIHei.

I'nmroko3a

IIepopanbHbIil,
MapeHTEPATbHBIN

5r

Conepxut X T ITIOKO3bI HA
7103y, 4TO HEOOXOIUMO
YUUTHIBATH MALIUEHTAM C
caxapHbIM JTUAOCTOM.

I'mroxo3a

Kunkue
JIEKapCTBEHHBIE
dbopmbI TSt
nprieMa BHYTPb,

HYJIEBOU

MoskeT ObITh BPEICH IS
3y0OB.

Csenenus cienyer BKIIOYATh,
TOJIBKO €CJIA JIEKAPCTBEHHBIN
mpenapar MOXeT ObITh

MNpcaHa3Ha4YCH IJIA JJIMTCIIBHOI'O
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
IIPUMEHEHHUS) MEAUIMHCKOMY IPUMEHEHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTePUCTUKU
JIEKapCTBEHHOI'O IIpenapara
JUISL MEJULIMHCKOTO
IIPUMEHEHHUS
JeACHIBI U IPUMEHEHUs, HallpUMEp B TEUCHUE
JKEBATEIIbHBIC JIBYX HeJleNb 1iu Oouiee.
TabJIeTKU
Jumetuncynbhokcu MecTHbIi Hynesoii Moxer pa3paxarb KOXY.
Kanuit [TapenTepalbHbIN Menee 1 JlaHHBII JIEKapCTBEHHBIN CBeneHust OTHOCATCS K IIOPOTY,
MMOJIb Ha npenapar COAEpKUT KaJIui, OCHOBaHHOMY Ha 00111eM
<nmoza> menee 1 mmonsb (39 mr) Ha conepkannu K™ B iekapcTBeHHOM
<go3a>, T. €., II0 CYTH, «HE mpemnapare.
COACPKHUT KaJIUs». Oco0eHHO Ba)XHO OCBEIOMUTH
Ha3HavyarolMX Ipenapar Jul 1
3aBEPUTh POAUTENEH B HU3KOM
coxepkannu K* B mpemaparax,
MIPUMEHSAEMBIX B JETCKUX J103aX.
Kannit [TapenTepanbHbIi, 1 Mmmoib Ha JlaHHBII1 JIeKapCTBEHHBIN
IIepOPAaIbHBIN <nmoza> rpenapar COAEpKUT
X MMonib (W Y MT) Kaaust
Ha <go3a>. Heob6xonumo
YYHUTBIBATH MAILIUEHTAM CO
CHIDKEHHOH (DYHKITUEH mouex
Y NallMeHTaM, HaXOASIIAMCS
Ha JUETE C OrPAHUYCHUEM
MIOCTYIUICHHUS KaJIUA.
Kanuit BuyTtpuBeHHbIN 30 MMoOITB/7T Mo:keT BbI3bIBaTh

00JIE3HEHHOCTEH B MECTE
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

(8/B)

BBCJCHUA.

Kcwmuron (kcunut) (E967)

[TepopanbHblit

10r

Mo>keT OKa3bIBaTh
ci1abuTeapHOE el CTBHE.
KanopuitHocTh KCcunuTomna:
2,4 xkkan/r.

KYH)KyTHOC MacJio, JbHAHOC MacCiio

Bce

Hynesoii

MoskeT u3penka BbI3bIBaTh
TSKEINbIE aJUIepruuecKue
peaxIuu.

JlaktuTon (maktut) (E 966)

ITepopanbHbIit

10r

MoskeT OKa3bIBaTh JIETKOE
cl1a0HUTEILHOE IeHCTBUE.
Kanopuiinocts nakTuTomna:
2,1 xkan/r.

Jlakturon (nmaktut) (E 966)

[TepopaneHbrit

Hynesoit

Ecau newamuit Bpau
cooburui, yto y Bac
HETIepEeHOCUMOCTh
HEKOTOPBIX CaxapoB, Mepes
MPUEMOM JaHHOTO
JIEKapCTBEHHOTO Iperapara
o0OpaTuTech K JedaliemMy

Bpauy.

Bapwnanr ykazanus B OXJIII:
JTAaHHBIN JIEKapCTBEHHBIN MpernapaT
HE CJIETyeT MPUHUMATH MAIUEHTaM C
PEIAKO BCTPEYAOLIEHCS
HacJIeCTBEHHOU
HENEPEHOCHUMOCTBIO (PPYKTO3HI,
HETIEPEHOCUMOCTHIO TAIAKTO3HI,
rajakTo3eMHUEN UIn
[IFOKO30-TaJIAKTO3HOM
ManbabcopOIuei.

JlakTo3a

IIepopanbHblit

Hynesoii

Ecnu nevammit Bpau

Bapuant ykazanus B OXJIIT:
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

coo0urmi, uyto y Bac
HETIEPECHOCUMOCTb
HEKOTOPBIX CaxapoB, epes
PUEMOM JIaHHOTO
JIEKapCTBEHHOTO Tperapara
oOpaTuTech K JedariemMy

Bpauy.

JlaHHBIH JIEKapCTBEHHBIN ITperapaT
HE cJIeyeT IPUHUMATD AllUEHTaM C
PEIKO BCTPEHAOLIEHCS
HaCJICICTBEHHON
HEIIEPEHOCUMOCTBIO TAJIAKTO3BI,
JIAKTa3HON HEJOCTaTOYHOCTHIO WIIN
[IFOKO30-TaJIAKTO3HOM
MasibabcopOIuei.

JIakTo3a

[IepopanpHbIit

CopepxuT X T 1akTo3bl (X/2 T
TIIIOKO3BI U X/2 T TanaKkTo3bl)
Ha /103y, YTO HE0OXO0IUMO
YUUTHIBATH MALUEHTAM C
CaxapHBIM JUAOCTOM.

Jlanomuu

MecTHBIH

Hynesoit

Mo3xeT BBI3bIBATH MECTHbBIE
KOXKHBIE pEeaKLIUU (Halpumep,
KOHTaKTHBIM 1€pMAaTHUT).

Jlatexc
HartypanbHblil kKaydyK (JTaTeKc)

Bce

Hynesoit

Konrelinep nanHoro
JIEKapCTBEHHOI'O IIpenapara
COIEP>KUT JIATEKCHBIN
Kay4dyK. MoKeT BbI3bIBATH
TSDKEJBIE AJUIEPIUYECKHE
peakuuu.

HeuacToe BcmoMorareiprHoe
BEIIECTBO, HO TpeOyeTcs
Mpe0CTEePEKEHUE.

Maxkporoariuueposaa puuHoaeaT

(KacTopoBOE MaCJIO MOIUITOKCUITMPOBAHHOE)

[TapenTepanbHbIi

Hynesoii

MoskeT BBI3BIBaTh TSAKEIbIC
aJlJIEeprU4ecKie peaKkiuu.
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIULIUHCKOMY IPUMEHEHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSL MEAULIMHCKOTO
IIPUMEHEHHUS

Maxkporosriuueposia ruipoKcucTeapar

(KacTOpOBOE MacIO MOTUITOKCUIMPOBAHHOE

TUAPOTCHU3UPOBAHHOE)

Makporoarimneposia puLrHoJIeaT MectHbIit Hynesoii MoxeT BbI3BIBATh KOXKHBIE

(KacTopoBOE MACJIO MOTUITOKCUITUPOBAHHOE) peaKIuu.

Maxkporosariuueposa ruipoKcucTeapar

(xacTOpOBOE MacCJIO MOIUITOKCUINPOBAHHOE

THAPOTCHU3UPOBAHHOE)

Makporoariuueposia puauHoIIear [IepopanpHbIit Hynesoii Mo:KeT BbI3bIBaTh

(kxacTOpoBOE Maci0 NOIUITOKCUIUPOBAHHOE) paccTpoMCTBO XKeyIKa

Makpororiuneposa ruApoKCUucTeapar ¥ Hapero (MoHoC).

(xacTOpOBOE Macio MOJIUITOKCUIMPOBAHHOE

TUIPOT€HU3UPOBAHHOE)

Mansturton (manstut) (E 965) [TepopaneHbrit 10r MoxkeT OKa3bIBaTh JETKOE

N3omanbT (M30MalbTHT, H30MATBTUTON) ciabuTenbHOe JeiicTBHE.

(E 953) KanopuiiHocTs ManbTHTONA

ManbTUTOJN KUJIKUN (MATBTUT KUIKUN ) (m30ManbTa): 2,3 KKaIT.

(TMApPOTeHNU3UPOBAHHBIA CUPON TITHOKO3bI)

Manstuton (Manstut) (E 965) ITepopanbHbIit HYJIEBOU Ecan nevamuit Bpau Bapuant ykazanus B OXJIIT:

N3omanbT (M30MabTUT, ©30MaJIbLTUTOT)
(E953)

ManbTUTON KUJIKUMA (MATBTUT KUIKAN )
(TMApPOTreHN3UPOBAHHBINA CUPOI TITHOKO3bI)

coobmmit, uyTo y Bac
HEMEePEHOCUMOCTh
HEKOTOPBIX CaxapoB, Mepe;
HpI/ICMOM JAHHOT'O
JICKApCTBEHHOTO Tperapara

JTAaHHBIN JIEKAPCTBEHHBIN Mpenapar
HC CJICAYCT IPUHUMATD MALIUCHTaM C

PEIKO BCTpEYAIOLIEHCS
HacjlaeACTBCHHOU
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[IyTs BBenCHUS
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ITopor

(crtoco6
MIPUMEHCHUS )

Nudopmanus mis
WHCTPYKIIUHU TIO

XapaKTEPUCTUKU

JIEKapCTBEHHOTO MIpenapara

JUIS MEIULIMHCKOTO
MIPUMCHCHHUS

MEIHMIIHCKOMY TPUMEHECHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei

KommenTtapun

Mannuton (ManHuT) (E 421)

[IepopanpHbIit

o0paTHuTech K JeqaliemMmy
Bpauy.

HEMEePEHOCUMOCTHIO (PPYKTO3HBI.

Harpuit

IIepopanbHbIi,

10r

Memnee

MoxeT oka3npIBaTh JIETKOE
clIaOUTeNBLHOE NEUCTBUE.

Harpwuit

MapeHTEPAIbHBIN

[TepopanbHbIid,

1 MmMouIB
(23 mr)
Ha 7103y

1 Moun

JlaHHBII JIEKapCTBEHHBIN
npenapar CoIEpKUT MEHee
1 MMounb (23 mr) HaTpus Ha
<e¢JMHHIIA JO3UPOBAHUSI>
<eZMHHLIA 00bEMa™>, TO €CTh
10 CYTH, «HE COIECPIKUT

HaTpUs».

1 mmoub HaTpust (Na) =23 mr Na =
58,4 mr conu (NaCl)
CBeneHHs OTHOCSTCS K TIOPOTY,
OCHOBAHHOMY I10 001IEMY
KOJINYECTBY HATPHUS B
JIEKapCTBEHHOM Mpernapare.

B oTHoOIIEHNH IPOTYKTOB,
MPUMEHSICMBIX IETbMHU U
HaIMeHTaMH, HaXOIAIIIMMHUCS Ha

IMeTe C HU3KUM COJIep)KaHUEM
HaTpHsi, 0COOEHHO Ba)KHO
O3HAKOMUTH HAa3HAYAOIINX JIUI] 1
3aBEPUTh POJMTENICH U MAIUCHTOB
OTHOCHTEIIEHO HU3KOTO CO/ICPIKaHUS
HATpUS B POTYKTE.

IapeHTEPAIbHBIN

(23 mr)
Ha J103y

JlaHHBII JIEKapCTBEHHBII

mpenapar CoAep>KUT X Mr

HaTpus (OCHOBHOM
KOMITOHEHT

MTUIIEBO/CTOIOBOM COJIN) B

B ciyuae nmapeHTepaibHBIX
IperapaToB ¢ pa3HbIM (Hampumep, B
3aBUCUMOCTH OT MacChl)
JO3UPOBAHUEM COJICPKAHUE HATPHS

JOIYCKACTCA BbIPpa’KaThb B MI' HA
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIULIUHCKOMY IPUMEHEHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTUKU
JIEKapCTBEHHOI'O IIpenapara
JUTSL MEAULIMHCKOTO
MIPUMEHEHUS
KOKIOU (dakoH.
<eaWHHUIIAa T03UPOBAHUSI> [Ipennaraemast opMynupoBKa Ass
<eauHHMIA O0BEMa™. OXIJIIT: «/laHHbIii JTeKapCTBEHHBIH
OTO0 5KBUBATIEHTHO Y % OT penapar COAEpKUT X MI HATPUS Ha
PECKOMCHAYCMOI'O IJIA <eIMHHILA JO3UPOBAHUI>, UTO
B3pOCIJIOro 4EJI0BCKa SKBHUBAJIEHTHO Y % OT
MaKCHMaJIbHOTO pexomennyemoro BO3 st
CIKCAHCBHOTI'O IMOCTYIIJICHUA B3pOCJIOTO YEJI0BEKa
COJIX C IUIIEN. MaKCHUMAaJIbHOTO €3KETHEBHOTO
MOCTYIIJIEHUSI, PABHOTO 2 T HATPHUSL.».
Harpun IIepopanbHbIi, 17 mmonp ITocoseryiitecs ¢ Jleyaum OTO NPUMEHUMO TOJIBKO K
MapeHTEPAIbHBIN (391 mr) B BpavoM win (apMareBToM, npenaparam, pexXuM J03UpOBAHMS
MaKCUMaibHOM | eciu Bel mpuHuMaere <Z> KOTOPBIX, IPUBEICHHBIN B

CYTOYHOM J103€

WK OoJiee <eqUHHUILIBI
JI03UPOBAHUS> B JICHb B
TCUCHHUE NIMTCIIHHOTO
BPEMEHH, OCOOCHHO €CIIN
Bam pekomenoBaHa nueta ¢
HU3KUM COZAEP)KAHUEM COJIU
(HaTpus).

nH(popmanuu o npenapare,
IIPEyCMAaTPUBAET €KEIHEBHBIN
mpueM >1 mecsa uim NOBTOPHOE
pUMEHEeHHe B TeueHue dosee 2
JTHEW KaXXyr0 HEJIEIO.
17 mmons (391 mr) — at0
npubmusurensio 20 % ot
pexomenyemoro BO3 st
B3pPOCJIOTO Y€JI0BEKa
MaKCHUMAaJIbHOTO €XKEIHEBHOTO
NOCTYIUICHUS C MUILEH, pABHOTO 2 T
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
IIPUMEHEHHUS) MEAUIMHCKOMY IPUMEHEHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTePUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUISL MEJULIMHCKOTO
IIPUMEHEHHUS
HaTpUs, U CUUTACTCS «BBICOKHM»
HaTpueM
DTO0 TaKKe pesIeBaHTHO Ul JeTel, y
KOTOPBIX MaKCUMaJIbHOE
€XKETHEBHOE MOCTYIUJICHHE
CUMTAETCS IPONOPLHUOHAIBHBIM
B3pPOCJIBIM U OCHOBBIBAETCS HA

HHEPIreTUYECKUX MOTPEOHOCTSX.

<Z 103> oTpakaeT HauMEHbILIEE

YHCIIO €IUHUL] 1I03UPOBAHUS, IPU

KOTOPOM
JIOCTUTAETCS/TIPE010JIEBAETCS
nopor, paBabIi 17 mmons (391 mr)
HaTpust. Okpyriure 10 OaKanero
LIEJIOTO YHCIIA.

Hatpus naypuncynsdar (E 487) KoxnbIit Hynesoii JlaHHBIi1 JIEKapCTBEHHBIN TosmuHa K0KH CUIILHO BAPBUPYET B

npenapar CoAepKUT X Mr
HaTpus Jaypuicynbdara B
KaXa0U <enuHHIIA
JO03UpPOBAHMUA> <CAUHHUIIA
00BeMa™> <4YTO HKBHBAJICHTHO
X Mr/<macca><o0beM>>,

Harpus naypuncynsdar
MOKET BbI3bIBATH MCCTHBIC

3aBHCHMOCTH OT 00JIacTH Tejla U
BO3pacTa U MOYKET CTaTh BaKHBIM
(haKkTOpOM UyBCTBUTEIBHOCTH K
naypuicynbdary nHatpus (JICH).
UyscrButensHocTh K JICH Takxke
BapbUPYET B 3aBUCUMOCTHU OT
COCTaBa JIEKapCTBEHHBIX
IIpenapaToB (M AEUCTBUS IPYTHX
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

KO’KHbIE peakluu (Harpumep,
YyBCTBO ITOKAJIBIBAHHS WU
)K)KGHI/I?I) Wy IOBbIIIATH
Y4aCTOTY KOXKHBIX pEaKIui,
BBI3BIBACMBIX JPYTrUMU
npenapaTamMy Ipyu HaHeCEHUH
Ha Ty K€ 00J1acTh.

BCIIOMOTaTeNIbHbIX BELIECTB),
koHueHrpauuu JICH, Bpemenu
KOHTAKTa U MOMYJISLUH allUeHTOB
(metu, cTeneHp TUIpaTallyu, IIBET
KOXH U 3a0o0sieBanue). [lonynsun
MAIMEHTOB CO CHUKEHHOU
OapbepHOl (QYHKIIMEH KOXKU, TAKOU
KakK IIpU aTOIUYECKOM JIepMaTHTE,
00Js1ee YyBCTBUTEIBHBI K
paznpaxarouum cBoiictBam JICH.

Opranudeckue COeIMHEHNS PTYTH
Harpumep:

Tuomepcan

OeHuTIpTYTH HUTpAT, aleTar, bopat

I'nazuon

Hynesoii

MoxeT BbI3BIBATH
aJUIEpPrUYECKUe PEAKIUU.

Oprannueckne COeMHEHNs PTYTH
Harpumep:

Tuomepcan

OeHuNIpTyTH HUTpAT, aleTar, bopat

MecTHBIH

Hynesoit

Mo3xeT BBI3bIBATH MECTHbBIE
KOXKHBIE pEeaKLIUU (Halpumep,
KOHTAKTHBIM 1€pMAaTUT) U
H3MEHEHHUE [IBETA KOXKU.

Oprannueckue COeJMHEHUs PTYTU
HaIpuMep:

Tuomepcan

@eHuIpTYTH HUTPAT, aleTar, oopat

[TapenTepaibHbIi

Hynesoii

JlaHHBII1 JIEKapCTBEHHBIN
IpenapaT COOCPKUT
(TMOMeEpca) B KAaYeCTBE
KOHCEPBAHTA, IIOITOMY Y
<Bac/Bamero pebenka>
MOJKET BO3HUKHYTb




108

HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

ajureprudeckas peakuus. [pu
Hanuuuu y <Bac/Bamero
pebenka> o000 U3BECTHOU
aJIJIEpPruu coo0uUTe 00 3TOM
JedaiiemMy Bpady.

OpraHI/I‘leCKI/Ie COCAUHCHUA PTYTHU

HaIpUMep:
Tuomepcan

@eHuIpTyTH HUTPAT, aleTar, oopat

[TapenTepalbHbIN

Hynesoii

Ecnu nocne npeapiaymero
BBEJICHUSI BAaKIIUHBI Y
Bac/Bamero peGenka

BO3HHKAJIM HAPYIICHHUS,
coobuure 00 3TOM
JeyaieMy Bpauy.

B cnyuae BakiuH TpebyroTcs
JOTIOJTHUTEIBHBIC YKa3aHUs.

Otaymiku (apoMaTH3aTophl), COAEPKAIINE

anﬂepreHHl

MecTHBIH

Hynesoii

JlaHHBII1 JIEKapCTBEHHBIN
Ipenapar COAEPKUT
OTAYIIKY ¢ <ajiepreH(bl)> .
<Annepreu(bl)> " MOIyT
BBI3BIBATH ANIEPTHYECKHE
peaxum.

"<>: ajIepreHHble OTAYIIKH
TepedrCcIeHbl B TIPHIOKEHHH.

IToMuMO ajuIeprudecKux peakiuui y
CEeHCUOMIN3UPOBAHHBIX NAI[UEHTOB,
MOTYT CEHCUOMIIM3UPOBATHCS TAKXKe
HECEeHCUOUTN3UPOBAHHBIE
MALMEHTHI.
ben3nnoBeIil ciupT ykaszaH B
KauecTBE OJHOMU U3 26 aliepreHHbIX
OTIyILIEK, HO OH TAK)KE MOKET
MCIIOJIb30BaThCS B KAYECTBE
BCIIOMOTaTEJILHOTO BelecTsa. Eciu
OCH3MJIOBBIN CITUPT UCIIONIB3YeTCs B
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIULIUHCKOMY IPUMEHEHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSL MEAULIMHCKOTO
IIPUMEHEHHUS
KayecTBE BCIIOMOTaTEIbHOIO
BellecTBa (B JOMOJIHEHUE K
apoMaTH3aToOpy WJIH HET),
MPUMEHSIIOTCS TpeOOBaHUs K
MapKUPOBKE 3TOTO

BCIIOMOTaTeJIbHOTO BEILIECTBA
[TaparuapokcubeH30aTbl [IepopanpHbIit Hynesoii Mo:KeT BbI3bIBaTh
U UX 3pups rJIa3HON AJIJIEPrUYeCKUe PeaKuu
HampuMep: MECTHBIN (BO3M0)KHO, OTCpO‘IeHHBIe).
Otunruapokcudensoar (E 214)
Hatpus stunrunpokcu6ensoat (E 215)
[Iponunaruapokcubenzoar
Hatpus nponunruapokcuben3oar
Metunruapoxcudensoar (E 218)
Harpus
MeTmiruapokcudenszoar (E 219)
[TaparunpoxcnuGeH30atsl U UX HUPHI [TapenTepanibHbIit Hynesoit Mo3keT BbI3bIBATH
HarpuMep: VHTAJIILIUOHHBIN AJIJIEPrUYECKUE PEaKuu

Otunruapokcudensoar (E 214)
Hatpus stunrunpokcu6ensoat (E 215)
[Tponmmnruapokcuben3oat

Hatpus nponmnruapokcuben3oar

Metunruapoxcudensoar (E 218)

(BO3MOYXKHO, OTCPOUEHHBIE) U
B UCKJTIOUUTENBHBIX CITydasx
— OpoHXOCIa3M.
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(criocob HMHCTPYKLIUH IO
IIPUMEHEHHUS) MEAUIMHCKOMY IPUMEHEHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTePUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUISL MEJULIMHCKOTO
IIPUMEHEHHUS
Hatpust metunruapokcudenszoar (E 219)
[lepyanckuii 6anb3am MectHbIit Hynesoii MoeT BbI3BIBATh KOXKHBIE
peaxkuu.
[Tponunenraukoins (E 1520) [IepopanpHbIii, 50 mr/kr/cyT Ecnu Bl 6epemeHHb! niiu HecMotps Ha TO, 4TO HE ITOKa3aHo,
1 3(pUpbl NPONUIECHIIINKOIIS NapeHTepaJIbHbBIN KOPMHTE I'PyIbIO, HE YTO IPONWJIEHIVIUKOIb BbI3BIBAET
MIPUHUMANTE JAHHBII PENPOAYKTUBHYIO U
JIEKapCTBEHHBIN Mpenapar, OHTOT€HETUYECKYIO TOKCUYHOCTD Y
€CJIM TOJIbKO OH HE KUBOTHBIX WJIM JIFOJIEH, OH MOXKET
PEKOMEHI0BaH JIeHallluM JIOCTUTATh IJ10]1a U OOHApYKUBAJICS
BpauoM. Bo Bpems npuema B MoJioke. Kak ciencrsue,
JTAHHOTO JIEKAPCTBEHHOT'O HE0O0X0/IMMOCTh BBE/ICHUS
npernapara Jieyaluii Bpau MIPOTIHJICHTJIUKOJISI O€pPEMEHHBIM 1
MO>KET IIPOBECTH KOPMSIIUM I'PybIO MALIUEHTaM
JOTIOTHUTEIHLHOE ClIeIyeT paccMaTpuBaTh B
oOclesi0BaHue. VHAWBUYaJIbHOM IOPSIZIKE.
ITponunenraukoins (E 1520) IIepopanbHbIil, 50 mr/kr/cyT Ecnu y Bac 3a6oneBanue Heo6xoanMo ycTaHOBHUTH
1 3GUPHI MPOTHIIEHTTUKOIIS MapeHTepaIbHbIN M€YEeHH WUJIU MOYEeK, He MEIUIIMHCKOE Ha0JII0IeHHUE 3a

NIPUHUMANTE TaHHBIN
JIEKapCTBEHHBIN ITpenapar,
€CJIM TOJIbKO OH HE
PEKOMEHIOBaH JIeHalluM
BpadoM. Bo Bpemst npuema
JTAHHOTO JICKaPCTBEHHOTO
Ipenapara Jieyalyii Bpad

NalyueHTaMH C HapyIIeHUEM
(GYHKIMU TIOYEK WU MTECUYCHH,
MOCKOJIBKY COOOIIaTIOCh O
Pa3INYHBIX HEKENATEIbHBIX
SIBJICHUSIX, 00YCIIOBJICHHBIX
MPOMMICHTIIMKOJIEM, TAKHX KaK
noyeyHasi TucyHKIUs (OCTpBIN
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEAUIIMHCKOMY TPUMEHEHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTePUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSE MEJTUITTHCKOTO
MIPUMEHEHUS
MOXET MPOBECTH TYOYJSIpHBIN HEKPO3), OCTpast
JOTIOTHUTEILHOE MOYEYHAs HEJJOCTATOYHOCTh U
o0crenoBaHue. IUCYHKIHS TEYCHU.
[Tpommmnenriaukons (E 1520) [TepopanbHbIii, 500 mr/kr/cyt [IponuneHrankolb, Ha ¢one BbicOKHX 103 H
1 3(UPBI TPOTTHUICHTITUKOJIS MapeHTepaTIbHBIN COJIEpKAIIHIICS B JAHHOM MIPOJIOJDKUTEIIEHOTO TPUMEHEHHUS

JIEKApCTBEHHOM IIpenapare,
MOJKET OKa3bIBaTh TAKOE JKE
JeficTBHE, KaK aJIkoroJb,
TTOBBIIIIAsT BEPOATHOCTD
Pa3BUTHS HEXKEJIATEeIbHbIX
peaKkuui.

He npumensiite naHHbIin
JIEKApCTBEHHBIN Mpenapar y
IeTel MiagIre 5 JerT.

[IpumensiiTe TaHHBIN
JIEKapCTBEHHBIH Npenapar
TOJIBKO 10 Ha3HAYECHUIO
Bpauda. Bo Bpems nmpuema
JTAHHOT'O JIEKAPCTBEHHOIO
Ipernapara Bpad MOXET
IIPOBECTH JTONOJHUTEIBHOE
oOcneoBaHue.

HPOMUJICHIIMKOJISI COOOIAIOCH O
Pa3IMYHBIX HEXeNaTeIbHbIX
SBJICHUAX, TAKUX KaK
TUIEPOCMOJISIIBHOCTD,
JaKTaT-alluJ03; OYeYHas
JUCHYHKIUS (OCTPBIA TyOyJISIpHBIH
HEKpO3), OCTpast MoYeyHas
HEJ0CTaTOYHOCTb;
Kap/IMOTOKCUYHOCTH (apUTMUH,
TUTIOTEH3MS); HAPYIIEHUS CO
CTOPOHBI LICHTPAJIbHON HEPBHOU
CUCTEMBI (Ienpeccusi, Koma,
IIPUIMAJKH); YTHETEHHUE JbIXaHus,
OJIbIIIKA; IEYeHOYHAs TUC(YHKIINS;
IeMOJIMTUYECKAsT PEAKIIUS
(BHYTPHUCOCYAMCTHIN TEMOJIN3) U
TeMOTJIO0MHYpHS, a TAKXKe
HOJHOPraHHas AUCHYHKIIMSL.

B cBs131 ¢ >THM 11035,
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEAUIIMHCKOMY TPUMEHEHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTePUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSE MEJTUITTHCKOTO
IPUMEHEHHS
NPEBBIMIAIOIINE
500 Mr/Kr/cyT, MOKHO BBOJIUTH
JIeTsIM >5 JIeT, 0OJIHaKo Tpebyercs
WHIUBUAYAIbHBIN OIXO/.
[Tocne oTMEHBI TPONMIICHTITUKOIIS
HE)XeNaTeNbHbIe SBJICHUS O0BIYHO
paspermiaiorcs, B 00Jiee TSKETbIX
cllyyasix — MOCJIe TeMOIuaIN3a.
TpebyeTcst MeAULIMHCKOE
HaOJII0/IEHUE.
[Tponunenraukoins (E 1520) KoxHb1i1 50 mr/kr/cyT [IponmIeHrIMKOIb MOKET

n 3(prBI MMPOMUJICHI TIUKOJIA

BBI3bIBATH Pa3ApaKCHUC
KOXH.

He npumensiite naHHbIi
JIEKApCTBEHHBIN ITpenapar Ha
OTKPBITBIX paHax WIH
OOIBIINX TLIOMIAIIX
MOBPEXKICHHON WU
MOPaXEHHOU KOXH
(Hampumep, ocie 0XKOroB) y
nerey muraaie 4 Henens 0e3
KOHCYJIbTAIIMH JIEYAIIero
Bpaya WIh pabOTHHKA
anTeKH.




113

HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

[Iponunenraukoins (E 1520)
1 3(pUpbl NPONUIECHIIIUKOIIS

Koxupin

500 mr/kr/cyT

HpOHI/IJIeHFJII/IKOJII) MOXECT
BbI3bIBATb pa3apaKCHUC
KOXMH.

ITockonbKy naHHBIN
JIEKapCTBEHHBIN ITpenapar
COJIEPIKUT
MIPOIUJIEHTIIUKOJIb, HE
IIPUMEHSINTE €ro Ha
OTKPBITBIX paHaxX WM
OOJIBLIMX TTOLIA/IAX
MTOBPEXKICHHON MU
MOPaKEHHON KOXH
(Hampumep, MOCe 0KOTOB)
0€e3 KOHCYJbTAIMH JIeyallero
Bpayda Wi paboTHUKA
anTeK!.

[Mponunenraukons (E 1520) u a¢gupsr

MMPOIMUIICHT TUKOJIA

Bce

1 mr/kr/cyt

JlaHHBII1 JIEKapCTBEHHBIN
Mpenapar COACPKHUT X MI
MPOIUJICHTIIUKOJISA B KaXKI0M
<eIuHHUIA J03UPOBAHUI>
<eQUHHIIA 00BEMaA™>
<4YTO 3KBUBAJICHTHO
X mr/<macca><o0bem.>>

[Mponunenraukoins (E 1520) u a¢gupsr

IIepopanbHbIil,

1 mr/kr/cyt

Ecnu Bamemy pebenky

OnHOBpEMEHHOE BBEICHHE C JIFOOBIM
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEJIUIUHCKOMY TPUMEHEHHIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

MMPOIMUIICHI IUKOJIA

IapeHTEPAIbHBIN

MEHbIIIE 4 HeIeIb, IPEXKIC
YeM JaTh €My JaHHBIN
JIEKapCTBEHHBIN ITpenapar,
MIOCOBETYHTECH C JIeUaluM
BpauoM WM paOOTHUKOM
anTeKu, 0COOCHHO €CITH
peOEHOK MoJIydaeT Ipyrue
JIeKapCTBEHHbIE MTPEnapaThl,
coJieprKalime
MPONWIECHTIIMKOIb UITH
QJIKOTOJIb.

cyocTpaTom
AJIKOT OJIBJICTUAPOTEHA3BI,
TaKHM KaK 3TaHOJI, MOKET BbI3bIBATh
CephE3HBIC HEKEIATEIIbHBIC
peakiuy y HOBOPOXKICHHBIX.

[Tponunenraukons (E 1520)
1 3GUPHI MPOTHIIECHTTUKOIIS

IIepopanbHbIil,
MapeHTEPATbHBIN

50 mr/kr/cyT

Ecnu Bamemy pebeHky
MEHbIIE 5 JIET, MPEK/IE YEM
JaTh €My JaHHBINA
JIEKapCTBEHHBIN ITpenapar,
IIOCOBETYWUTECH C JIeHallluM
BpauoM HJIM paOOTHUKOM
arTeKu, 0COOCHHO €CITH
peOEHOK MMoJIydaeT Ipyrue
JIeKapCTBEHHbIE MPEenapaThl,
coJiepaKalue
MPONMJICHTITUKOIb WIH
aJIKOTOJIb.

OnHOBpeMEHHOE BBEICHHE C JIF0OBIM
cyocTpaTom
QJIKOTOJIBACTUPOTCHA3HI,
TaKUM KaK 3TaHOJI, MOKET BbI3bIBATh
Cepbe3HbIE HEXKETATebHBIC
peaKkuuu y AeTer Miiaame S JieT.

[TmeHnyHBIN KpaxMai (CoaepKamu

[TepopanbHblit

Hynesoii

JlaHHBII JIEKapCTBEHHBII

Ha3BaHUEM BCIIOMOI'aTCJIbHOI'O
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEJIUIUHCKOMY TPUMEHEHHIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

IJIIOTEH)

Mpernapar COAEPKUT TOJIBKO
OuYeHb HEOOIbIIIOE
KOJIMYECTBO TIII0TEHA (U3
MIIIEHUYHOT0 Kpaxmaa)
<, paccMaTpuBaeMoe KaK
6e3rIII0TEHOBOE >, TTOATOMY
BO3HUKHOBEHHE MPOOIIEM,
eciu y Bac nenuakus, kpaiHe
MaJIOBEPOSTHO.

Opna <enuHuna
J03UPOBAHUA> COACPIKUT HE
0oree X MEKPOTpaMMOB
TJIIOTEHA.

Ecmmn y Bac anneprus Ha
MIIeHNIY (OTJINYHA OT
nenuakun ), Bam He cnenyet
MIPUHUMATD JAHHBII
JIEKapCTBEHHBIN ITpenapar.
[* @opmynuposka
«be3enomenosoe»
NpUMEHsemcsl, MOAbKO ecu
cooepoicanue 2nomena 8
JIeKapCmeeHHoOM npenapame
menvue 20 ppm. |

BELIECTBA HA YIIAKOBKE JOKHO
ObITh: «[lMIEHUYHBIN KpaxMai.
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIULIUHCKOMY IPUMEHEHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSL MEAULIMHCKOTO
MIPUMEHEHUS
Caxap UHBEpTHBIN [IepopanpHbIit Hynesoii Ecnu nevamuit Bpau BapuaHT ykazanus B OXJIII:
coobmui, yto y Bac «/laHHBI TeKapCTBEHHBIN ITpenapar
HENEPEHOCUMOCTh HE cJIeyeT IPUHUMATh NallUEHTaM C
HEKOTOPBIX CaxapoB, Nepe. pEeaKO BCTpeUaroIencs
MIPUEMOM JaHHOTO HACJIEJICTBEHHON
JIEKapCTBEHHOTO Mpernapara | HeNepeHOCHMOCTBIO (PYKTO3bI WIIN
o0paTuTech K Jedaliemy TJII0KO30-TaJIakKTO3HOM
Bpauy. ManbabCcopOIueit.».
Caxap uHBEpTHBIN [IepopanpHbIit Sr Copepxut X r cMecu
(PYKTO3BI U TIIIOKO3bI HA
03y, YTO HEOOXOIUMO
YUUTHIBATH MMALIMEHTaM C
CaxapHBIM JTUAOCTOM.
Caxap UHBEpTHBIN Knakne HYJIEBOU MoskeT ObITh BpEeIEH ISt CBEJICHHUS CIIEIYET BKJIIOYATh,
JIEKapCTBEHHBIE 3y0OB. TOJIBKO €CJIM JIEKAPCTBEHHBIN
(bopMbI, Je1eHLIbI npernapar npeaHa3sHaueH s
U KEBaTEIbHBIC JUTUTEIBHOTO TIPUMEHEHHUS
Ta0IeTKH (Hanmpumep, B T€UEHUE ABYX HEJENb
uam 6onee).
Caxaposa IIepopanbHblit HYJIEBOU Ecau nevamuit Bpau BapuaHT ykazanusa B OXJIII:

coobmmi, uto y Bac
HEMEePEHOCUMOCTh
HEKOTOPBIX CaxapoB, Mepe;
HpI/ICMOM JAHHOT'O

«[TaiuenTam ¢ peako
BCTPEUYAOLIENCS HACIEACTBEHHOM
HEIMEePEHOCUMOCTHIO (DPYKTO3HI,
[JIFOKO30-TAIAKTO3HOMN
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEAUIIMHCKOMY TPUMEHEHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTePUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSE MEJTUITTHCKOTO
MIPUMEHEHUS
JICKapCTBEHHOTO TIperapara | MaibadcopOmuei nuiu 1euiuTom
o0OpaTuTech K JedaiemMy caxapa3bl-U30MaibTO3bI HE CIEAYeT
Bpauy. IIPUHUMATh JTAHHBINA JIEKAPCTBEHHBIN
mpermapar.».
Caxapo3sa [TepopanbHblit S5r Conepxut X T caxapo3bl Ha
7103y, 4TO HEOOXOAMMO
YUUTHIBATH MAIIUEHTAM C
caxapHbIM J1abeToM.
Caxapo3sa Kunkue HYJIEBOU MosxeT ObITh BpeaeH s CBEJICHUS CIEAYeT BKIIOYATh,
JIEKapCTBEHHbIE 3y0OB. TOJIBKO €CJIM JIEKAPCTBEHHBIN
(hOpMBI, JIeIeHIIbI mpemnapaT MOXeT ObITh
U KEeBaTEIbHBIC npeHa3HayeH JUIs IJTUTEbHOTO
TabJIeTKH MPUMEHEHUS, HallpUMED, JIBE
HeJEeNIN Ui 0oJiee.
CoeBoe macio Bce Hynesoit <JlekapcTBEHHBIN TIpenapar> | AHATOTMYHO ApaXHCOBOMY Maciy.
['maporeHn3npoBaHHOE COEBOE MACIIO COICPAKHUT COCBOC MACJIO. OXIJIIT: mpoTuBONIOKa3aHUE
Ecmmn y Bac anneprus Ha
apaxuc UiM Colo, He
MIPUMEHSANTE TaHHBIN
JIEKapCTBEHHBIN IIpenapar.
Copo6unonas kucnota (E 200) u ee conu MecTHbli Hynesoii Mo3eT BbI3bIBATH MECTHBIC

KOJKHBIE peakiuu (Harpumep,
KOHTaKTHBIM IEpMaTHT).
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

Copouton (copour) (E 420)

[IepopanpHbIii,
napeHTepaIbHbIN

Hynesoii

JlaHHBII1 JIEKapCTBEHHBIN
npernapar CoAEPKUT X MT
copOuTOJIa B KAXKI0U
<eIuHUIa JO3UPOBAHUA>
<eauHUIA 00BEMA>
<YTO 3KBUBAJICHTHO
X Mr/<macca><o0beM.>>

HeobOxonuMo yuutsiBaTh
aJTUTUBHOE JieiicTBUE
OJTHOBPEMEHHO BBOJAMMBIX
IpenapaToB, COAEPKAIIUX COPOUTOI
(unu GpyKTO3Y), U MOCTYIIICHUE
copOuTona (win GpyKTO3bI) €
MTALLIEH.

Hanuune B 1ekapcTBEHHBIX
npernaparax s mpueMa BHyTPb
copOuTOIa MOKET BIUATH HA
OMOJOCTYITHOCTh IPYTUX
JIEKapCTBEHHBIX MPENapaToB s
npreMa BHYTpPb, BBOJUMBIX
OJTHOBPEMEHHO.

Cop6uTton (copour) (E 420)

BuyTtpuseHHbII
(8/B)

Hynesoii

CopOuTton siBIsiETCS
HUCTOYHUKOM (PYKTO3BI.
Ecnn y Bac (unu Bamero
pebeHka) HacIeICTBEHHAs
HENepeHOCUMOCTb (PPYKTO3BI
(HH®) — penxoe
TE€HETUYECKOE HapyILIEHHE,
Bawm (unu Bamemy pebeHky)
HEeJb3s1 IPUMEHSATH TaHHOE
nekapcTBo. [lanueHTsI ¢

B otcyrcTBUE abcomoTHON
HeOOXOIMMOCTH JaHHBIN
JIEKApCTBEHHBIN Mpenapar Helb3s
JIaBaTh MAIMEHTaM C
HaCJIEeICTBEHHOMN
HEMEePEHOCUMOCTBIO (PPYKTO3BI
(HHOD).

Jlnarnos HacneICTBEHHOU
HEMEePEHOCUMOCTH (PPYKTO3BI
(HH®) moxeTt ObITH e1ie He
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

HH® ne criocoOHbBI
yCBaMBaTh PPYKTO3Y, YTO
MOJKET BBI3BIBATH CEPHE3HBIC
HEXKeJIaTeIbHBIC PEaKIIHH.

Ilepen Havyanom npuUMeHEHUS
JTAHHOTO JIEKaPCTBEHHOTO
npenapaTta cooOuuTe
JedanieMy Bpady, 4yTo y Bac
(unu Bamero pebenka) HH®
a100 4TO peOeHOK OoJIbLIIe He
OTpeOIIeT CIAAKYIO ULy U
HAIUTKH U3-32 HEAOMOTaHHs,
PBOTHI HJTH TAKHX
HETIPUSITHBIX OLTYIIEHHH, KaK
B3J[yTHUE, KEIyTOUHBIE
KOJIUKH WM TIOHOC.

BBICTABJIEH MJIAJCHIIAM U
MaJICHBKUM JETSIM (MJ1aiie 2 JeT).
JlexapcTBeHHBIE ITpENIApaThHI
(comepxatue GpyKTO3Y),
BBOJIIMBIC BHYTPUBEHHO, MOTYT
YTPOXKaTh )KU3HHU U JJOJIKHBI OBITh
MPOTUBOINOKA3aHBI K TPUMEHECHHUIO Y
JTAHHOW TPYIIIHI, €CTIH TOJIBKO He
UMEET MECTO HEIPEOI0INMast
KJIIMHUYECKask HeOOXOIUMOCTh U
OTCYTCTBYIOT aJbTCPHATUBHBIC
JIEKapCTBEHHBIE MpenapaThl.
[Tepen BBenEHHEM JaHHOTO
JIEKapCTBEHHOT'O TIperapara y
Ka)KIOT0 MaryeHTa Heo0X0IUMO
coOpaTh JeTalbHbIN aHaMHE3
oTHOCHUTEIbHO cumnToMoB HH®.

CopOuton (copour) (E 420)

[TepopanbHbIii,
napeHTepallbHbII
(OTTUYHBINA OT

B/B)

5 Mr/kr/cyT

CopbwuTon siBusieTcs
UCTOYHUKOM (PPYKTO3BI.
Ecnu newamuii Bpau
cooburui, yto y Bac (nnm
Bamrero pe6enka)
HENepEeHOCUMOCTb
HEKOTOPBIX CaxapoB HIIH Y

TTaneHTEI C HAaCIIEACTBEHHOU
HENEPEHOCHUMOCTBIO (PPYKTO3BI
(HH®) ne nomxHbI
MPUMEHSTH/TIOTY4aTh JaHHBIN
JIEKapCTBEHHBIN Ipenapar.
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

Bac nuarnoctupoBana
HacJeACTBEHHAs
HETIEPEHOCHUMOCTH (DPYKTO3BI
(HH®) — penkoe
TeHETUYECKOE HapyIlIeHHe,
MIPU KOTOPOM YEJIOBEK HE
MOXET YCBauBaTh (PPYKTO3Y,
npexzae yeM Ber (mnu Bam
peOeHOK) HaUHeTe
MPUMEHSATDH WU TI0JIy4aTh
JTAHHBIN JICKapCTBEHHBIN
npenapar, HOCOBETYHUTECH C
JeYaniM BpayoM.

Cop6uTton (copour) (E 420)

ITepopanbHbIit

140 mr/kr/cyt

CopOuTON MOKET BBI3BIBATH
HerI/IHTHLIe OHIYHIGHI/IH B
’KMBOTE M OKa3bIBATh JIETKOE
cl1a0UTENLHOE JENCTBHE.

CreapuinoBslid CIUPT

MecTHBIH

Hynesoit

Mo3xeT BBI3bIBATH MECTHbBIE
KO>KHbIE peakluu (Harpumep,
KOHTAKTHBIM JepMaTHT).

CynbuThl, BKIItOYass METaOUCYIIb(PUTHI,

Hanpumep:
Cepn1 nuokcun (E 220)
Hatpus cynsdur (E 221)

[TepopanbHbIid,
[IapeHTEPAIbHBIN,
pecnupaToOpHbIA

HYJIEBOM

MoskeT n3perka BbI3bIBATH
TSAKCIJIBIC PCAKIINU
TUIIEPYYBCTBUTEIHHOCTH
1 OpoHXOCHa3M.
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

Harpus 6ucynsdur (E 222)
Hatpus merabucynsdur (E 223)
Kamust metabucynsdur (E 224)
Kanus 6ucynsdur (E 228)

denmnananug

Bce

Hynesoii

JlaHHBII1 JIEKapCTBEHHBIN

Ipenapar CoAepKUT X MI

(dheHnnaTaHuHA B KOKI0M

<e¢JWHHUIA JO3UPOBAHUS>

<eQUHUIIA 00BEMa™> <YTO
9KBUBAJIECHTHO

X Mr/<macca><o0beM>>.

deHunaiaHuH MOXKET OBITh
BpeleH, ecii y Bac
¢denmnkeronypus (OKVY) —
pelKoe reHeTHYecKoe
HapyIIeHHe, PH KOTOPOM
HaKarIMBaeTCsI
(beHunanaHuH u3-3a
HECIIOCOOHOCTH OpraHu3Ma
ero MPaBHIBLHO BHIBOIHUTH.

dopmanbaerug

MecTHBIN

Hynesoii

MoxeT BbI3bIBaTh MECTHBIE
KOXKHBIE pEaKLIUU (Halpumep,
KOHTAKTHBIM IepMaTHT).

dopmanbaerug

[TepopanbHblit

Hynesoii

MoskeT BBI3LIBATE
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

paccTpOMCTBO KEITyaKa U
nuapero (IIoHOC).

®ocdarnsie Oyhepst

I'nazunon

Hynesoii

JlaHHBII1 JIEKapCTBEHHBIN
npenapar coaepKuT X Mr
(docharoB B kaxaou
<e¢JWHHUIA JO3UPOBAHUSI>
<eauHUIA 00bEMa™> <UTO
HKBHUBAJIEHTHO
X Mr/<macca><o0beM>>.

Ecmu y Bac tsxenoe
HIOBPEXACHNE TPO3PAYHOTO
CJIOSl IEpEAHEN YacCTH I1a3a

(pOTOBHUIIBI), ICUCHHE
(dbocharamu B O4EHB PEIKUX

CIIy4asiX MOKET BBI3BIBATH
MYTHBIC IIITHA HAa pOrOBUILIC
M3-32 HAKOTUICHUS KaJbITHsI.

COOTBETCTBYIOIIEE YKa3aHUE B
pazaene 4.8 OXJIII:

«IIpn nmpumMeHeHnn
docdar-comepkanux ria3HbIX
Karejgb B OYCHD PEAKUX CTydasx
COO0IIATOCH O KaNbIU(DUKAIIMH
POTOBHIIBI Y HEKOTOPBIX MAIICHTOB
CO 3HAYUTENBHO MOBPEXKICHHBIMU
pOroBULIAMU.»

®pykro3a

IIepopanbHbIil,
MapeHTEPAIbHBIN

Hynesoii

JlaHHBII1 JIEKapCTBEHHBIN
Mpenapar COACPKHUT X MT
(GPYKTO3BI B KOXK01
<eIuHUIA JO3UPOBAHUI>
<enuHMIA 00BeEMa™> <4TO
SKBUBAJICHTHO X
Mr/<macca><o0beM>.>

HeobxonuMo y4uThIBaTh
aJIUTUBHOE IE€HCTBUE
OJIHOBPEMEHHO BBOJUMBIX
IPOAYKTOB, COAEpKAIIUX HPYKTO3Y
(v copOMTOIN), ¥ IOCTYIUICHHE
bpyKTO3HI (MM COpOUTOIIA) C
MUIIEH.
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

®pykro3a

[IepopanpHbIit

Hynesoii

[Ecnu nexapcmeennwiii
npenapam conpuxkacaemcs ¢
3y6amu (Hanpumep,
JAHcUOKOCmuU OJisl npuema
BHYMPb, NACMUIKU U
JrceeamenbHvle mabiemKu) u
npeoHasHavet OJist
ONUMeNbHO20 NpUMeHeHUsl. |
PpyKTO3a MOKET
MOBPEXAATH 3yOBl.

YacTo MM JUTMTEIBHO
MIpUMEHSEMBIE TIEPOpaIbHBIC
IPOIYKTEI, HAIIPUMEP B TEYCHUE
IBYX Helelb Uiu OoJee.

®pykro3a

BuyTtpuBeHHbIl

(B/B)

Hynesoii

Ecnu y Bac (unu Bamero
peOGeHKa) HacleICTBEHHAs
HEMEePEeHOCUMOCTh (PPYKTO3bI
(HH®) — penxoe
TreHeTUYECKOe HapylIeHHe,
Bawm (unu Bamemy peGeHky)
HEJIb351 M0Jy4aTh JaHHBIN
JIeKapCTBEHHBIN Mpernapar.
ITammmentel ¢ HH® ne
CIOCOOHBI YCBAaUBAaTh
(bpyKTO3Y, COAEPKAIIYIOCS B
JTAHHOM JICKapCTBEHHOM
npernapare, 4To MOXeT
BBI3BIBATh CEPHE3HBIC

B orcyrcTBUE abCcomOTHOM
HEOOXOIMMOCTH JaHHBIN
JIEKapCTBEHHBIN Mpenapar Hellb3s
JlaBaTh NAlMEHTaM C
HacJIeICTBEHHOU
HENEPEHOCHUMOCTBIO (PPYKTO3BI
(HHOD).

Jlnarnos HaceICTBEHHON
HENEPEHOCUMOCTHU (HPYKTO3bI
(HH®) moxeT ObITh e111e He
BBICTABIICH MJIaICHIIAM U
MaJICHBKUM JETSIM (MJ1aiie 2 JeT).
JlexapcTBEeHHBIE ITpEnIapaThl

(conmeprkamue GppykTo3y),
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

HEKeIIaTeIbHBIC PEaKIIHH.
[lepen HauamoM moxy4eHUs
JAHHOTO JIEKApPCTBEHHOTO
npernapara cooOIumTe
JeqanieMy Bpauy, uro y Bac
(unu Barmero pebenka) HH®
100 4TO peOEHOK OOJIbIIE HE
NOTPEOISET CIAAKYIO MTUIILY U
HAIUTKA U3-32 HEJJOMOTaHUS,
PBOTHI HITM TaKUX
HEMPHSITHBIX OIIYIIEHUH, KaK
B3/IyTHE, KEIyI0YHbIE
KOJIMKH WJIA TIOHOC.

BBOJIMMbIE€ BHYTPUBEHHO, MOTYT
YTPOXKaTh )KU3HU U JJOJKHBI OBITh
MIPOTUBOIIOKA3aHbI JAHHOMW TPYIIIIE,

€CJIH TOJIbKO He UMEET MECTO
HETPEeOo10MMas KIIMHAYECKast

HEOOXOJUMOCTh U OTCYTCTBYIOT

aJbTEPHATHUBBI.

[lepen BBeeHMEM JaHHOTO
JIEKapCTBEHHOT O Ipernapara y
Ka)kKJ0ro MalueHTa Heo0X0IuMO
coOpaTh JAeTaJIbHBIA aHAMHE3
OTHOCHUTEIbHO cumnTomMoB HH®.

®pykro3a

[TepopanbHeIii,
IapeHTepaJIbHbII
(OTIMYHBIH
OT B/B)

5 Mr/kr/cyT

Ecau newammit Bpau
coobumi, yto y Bac (nim
Bamero pebenka)
HENepeHOCUMOCTb
HEKOTOPBIX CaxapoB HIH Y
Bac nuarnoctupoBana

HaCJIC/ICTBEHHAS
HENEepEeHOCUMOCTh (PPYKTO3BI

(HH®) — penkoe
TeHETHYECKOE HapyIIECHHE,

IIPU KOTOPOM YEJIOBEK HE

TTaneHTEI C HAaCIIEACTBEHHOU
HENEPEHOCHUMOCTBIO (PPYKTO3BI
(HH®) He noymKHBI TPUMEHSTH
(Tomy4aTh) JaHHBIN JIEKAPCTBEHHBIN
npenapar.
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEAUIIMHCKOMY TPUMEHEHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTePUCTUKU

JIEKapCTBEHHOTO MIpenapara
JUTSL MEULTUHCKOTO
MIPUMCHCHHUS

MOXXET yCBauBaTh ()PyKTO3Y,
npexe yeM Bol (min Bamn
peOeHOK) HAUHEeTe
MPUMEHSATH WU TI0JIy4aTh
JAHHBIN JICKapCTBEHHBIN
npenapar, oCOBETYUTECH C
JIe4alM BpadyoM.

XII0pOKpe30.1 MecTHbIi, Hynesoii MoeT BbI3bIBaTh

MapeHTEPAIbHBIN AJUIEPTUYECKUE PEAKIUU.
[lerocTeapuioBblii CIUPT, BKIKOYAS MecTtHbIit Hynesoii MoxeT BbI3bIBATh MECTHBIE
LIETUIIOBBIN CITUPT KO>KHBIE peaKLuu (Halpumep,

KOHTaKTHBIM 1€pMAaTHUT).

[{uknoaexkcTpruHbI [TepopaneHbrit 200 mr/kr/cyt [{uknoaeKCTpUHBI MOTYT B BBICOKMX [103aX IIUKIIOJAEKCTPUHBI
HarnpuMep: BbI3BaTh HapyLIECHUE CIOCOOHBI BBI3BIBATH 0OPATUMYIO
Anbdanekc MUIEBAPEHNS, TAKHE KaK JIMAper0 U YBEIIMUEHHUE CIIENON
Beranexc (E 459) IIOHOC. KHILKHU Y )KUBOTHBIX.

Y-LIUKIIOJIEKCTPUH
Cynb(hoOyTUIoBEIH-3pUp-B-IIUKI0AEKCTPUHA
(SBE-B-CD)

I'uapoxcunponunbderanexc

becniopsigouHO METUIIMPOBAHHBIN
B-IMKII0AEKCTPUH

(RM-B-CD)
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIULIUHCKOMY IPUMEHEHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSL MEAULIMHCKOTO
IIPUMEHEHHUS

[uxnoaekcTpruHb [Mapentepanbubrii | 200 mr/kr/cyT Ecnu y Bac 3aboneBanue Hespenast pyskmmst KIryOO4YKOB y
HanpuMep: U IPUMEHEHUE | TIO0YEK, PEXIe YeM HayaTh JleTel Muajie
Anbdanekc >2 HeleNb IPUMEHSTH JaHHBIN 2 et MOXeET 3alluLaTh UX OT
Beranekc (E 459) JIEKapCTBEHHBIN ITpenapar, MMOYEYHON TOKCUYHOCTH, HO
Y-IMKJIOEKCTPUH IIOCOBETYWUTECH C JIeHallluM IPUBOJIUTH MPU 3TOM K
Cynb(o6yTHIOBbIIT BpPavyOM. MOBBILIEHHOMY COZEPKaHHUIO
-3¢up-p-uuxnoaexcrpuna (SBE-B-CD) HUKJIOJICKCTPUHOB
IM'unpokcunponunderaaexc B KpOBH.
becniops104HO METUIIMPOBAHHBIN VY nanueHToB ¢ HapyLIEHUEM
B-1MKI0AEKCTPUH (GYHKLMU MOYEK CpeHEN U TKEI0H
(RM-B-CD) CTETNIEHU MOYKET BO3HUKATH

HAKOIUIEHNE IIUKJIOEKCTPUHOB.
[MKI0AEeKCTPUHBI HAIIPUMED: BCE 20 mr/kr/cyT JlaHHBII1 JIEKapCTBEHHBIN Huknonexcrpunsl (L) — sto
Anbdanexc rpenapaT COAEPKUT X MI' BCIIOMOTaTeJIbHbIE BEUIECTBA,
beranekc (E 459) [IUKIIO/IEKCTPUHA(OB) B CHOCOOHBIE BIHUATH Ha CBOMCTBA

Y-TIUKIIOACKCTPUH

Cynbho0yTUI0oBBIH-3PUp-B-IIUKI0AEKCTPUHA

(SBE-B-CD)
IManpokcunponunderaaexce
becniopsiiouHO METUITMPOBAHHBIN
B-IIUKIOIEKCTPUH

(RM-B-CD)

KaXa0U <emuHHIIa
JO3UPOBAHUS> <eTUHHIIA
00beMa™> <4TO KBUBAJIIEHTHO
X mr/<macca><o0bem>>.
He naBaiite gersim mnasmiie 2
JIET, €CJIH TOJBKO HE
PEKOMEHIOBAHO JICHaITM
Bpa4yoM.

(Takue KaK TOKCUYHOCTh U
MIPOHUKHOBEHHUE Yepe3 KOKY)
JIEHCTBYIOILIETO BEIIECTBA U IPYTUX
nekapcTB. bezonacHocts LJ]
aHATM3UPOBAIACH BO BPEMsI
pa3paboTKu U OIIeHKH 0€30MacHOCTH
JIEKApCTBEHHOIO MIpernapaTa U 4eTKO
onucana B OXJIIL.

Crenenus o Biausiauu 11 Ha neteit




127

Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIULIUHCKOMY IPUMEHEHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSL MEAULIMHCKOTO
MIPUMEHEHUS
<2 et HeloCTaTOuHbI. B cBs3U ¢
9TUM PUCK/TIONB3Y JUIS MalleHTa
HEO0OXOAMMO OIEHUBATH B
WHUBUTyaJIbHOM MOPSAKE.
OcHOBBIBasICh Ha UCCIIEJJOBaHMIX Ha
JKUBOTHBIX U ONBITE HA JIIOJSX,
BpenHoe nercreue L/ He
OJKHJAETCs, ECIIN J03a
Hke 20 Mr/Kr/cyT.
OTaHoa (CIUPT STHUIIOBHIN) [TepopanbHblid, Hynesoii JlaHHBII JIEKAPCTBEHHBIIN €CJIM 3TAHOJ COJIEP/KUTCS B KAUYECTBE
MapeHTEPAIbHBIN, npenapar COACPKUT X MT TEXHOJIOTHYECKOI0 CPEICTBA
VHT AU OHHBIN CIUpTa ATUIIOBOTO (3TaHOJA) (Hampumep, IpU MOKPBITUU

B Ka)KIOH <eIUHMIIA
JO03UPOBAHUS><€IUHHUIIA
00beMa™> <4YTO SKBUBAJICHTHO
X Mmr/<macca><o0nem>>
<Y %
Macca/<macca><o0bemM>)>.
KomnyectBo B
<103a><00BeEM> TAaHHOTO
JICKapCTBEHHOTO Tpernapara
SKBUBAJICHTHO MEHEE YeM
A M1 rBa i B M1 BuHa.

Hebonpimoe xonuuecTBo

TabJIETOK 000IOUKON) WIIH
9KCTpareHTa U BHITAPUBAETCS (HUKE
YPOBHSI, IPUBEJICHHOTO
B PykoBOJCTBE 11O M3y4EHUIO
npUMecel B JIEKapCTBEHHBIX
CpeACTBax W yCTAaHOBJICHHIO
TpeOOBaHUI K HUM B
cnenuuKanusx), HeT
HE00XO0AMMOCTH YIOMHUHATDH 3TAHOII
B MH(OPMALIUH JUIsl AI[EHTOB.

UtoOBI paccUnTaTh YIKBUBAJICHTHBIN
O6’beM IM1MBa UJIM BUHA, CJIICAYCT
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIULIUHCKOMY IPUMEHEHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSL MEAULIMHCKOTO
IIPUMEHEHHUS
CIUpTa B JAHHOM UCXOJIUTh U3 0OBEMHOTO
JIEKapCTBEHHOM ITpenapare COJIepKaHUs ITAHOJIA B UBE,
He Oy/IeT OKa3bIBaTh paBHOrO 5 % (006/00), 9TO
3aMETHOTO JIEUCTBUSL. 3KBUBAIECHTHO 4 %-HOU
KOHIIEHTpauuu (M/00), U B BUHE,
paBHoro 12,5 % (06/00) unu
10 %-no¥ koHLeHTpaluu (M/00)
(MI0THOCTH 3TAaHOJA MPUHATA
pasHoii 0,8).
OO6bembl muBa u BuHA (A u B)
HEO0OXOMMO OKPYTJIISITh JI0
OmpKaifIIero 1eaoro yucia.
OTaHoi (CIUPT 3TUIIOBBII) IIepopanbHbIi, 15 mr/kr Ha JlaHHBII1 JIEKapCTBEHHBIN UToObl paccUnTaTh SKBUBAJICHTHBIH
MapeHTepalIbHBbII, 03y rpenapaT COAEPKUT X MI' o0beM MHBa UK BUHA, CIIEAYET
MHTaISIIUOHHBIN CIHpPTa STHUJIOBOTO (3TAHOJA) UCXOJIUTh U3 0OBEMHOTO

B KOXXI0H <eIWHHIIA
JIO3UPOBAHUS> <EIMHUIIA
00beMa™> <4yTO KBUBAJIIEHTHO
X Mr/<macca><o0bemM>>
<(Y %
Macca/<macca><o0beM>)>.
KommgectBo B
<103a><00beM> JAHHOIO
JICKapCTBEHHOTO Tperapara

COJIep>KaHUs ATAHOJIA B ITHBE,
paBHOrO 5 % (06/00),
YTO dKBUBAJIICHTHO 4 %-HOM
KOHIIeHTpanuu (M/00),
U B BUHE, paBHOTO 12,5 % (06/00)
WA
10%-no1 KoHILIeHTpauu (M/00)
(TUTOTHOCTH 3TaHOJIA IPUHATA
paBHoii 0,8).
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

3KBHUBAJICHTHO A MJI IMBa
niu B mi1 BuHa.

ManoBeposATHO, KOJIUYECTBO
CIypTa B JAHHOM
JIEKapCTBEHHOM IIpenapare
OKa)KET BIIMSHHE Ha
B3POCIBIX U TTOJIPOCTKOB, a
ero BIUSHHE Ha JeTel He
JIOJKHO OBITH 3aMETHBIM.
OHO MOXET 0OKa3bhIBaTh
HEKOTOPOE JIEUCTBUE HA
MaJIeHbKHUX JIETEH, HapuMep
BBI3BIBATH COHJIMBOCT.

CrupTt B TaHHOM
JIEKapCTBEHHOM IIpenapare
MOXET HapyllaTh 1eUCTBUE

JPYTUX JIEKAPCTBEHHBIX
npenaparoB. Eciu Ber
MIpUHUMAETE ApYyTue
JIEeKapCTBEHHBIE MpPEnapaThl,
IIOCOBETYUTECH C JIEUALIUM
BpayoM HUJIM PaOOTHHUKOM
anTeK!.

Ecnu Ber 6epemenHbI wim

Ecnu npuMmeHnMo, B3auMOeHCTBUSA
ATaHOJa HEOOXOAUMO YKa3aTh B
OXIJIII (paznen 4.5).

BapuanTt ykazaHus cBeieHUN B
OXJIIT:

Jo3a (BeIOEpUTE MAaKCUMAIIBHYIO
J103y) TAaHHOTO JIEKapCTBEHHOTO
npemnapara, BBogumas (peOeHKyY B
BO3pacte A jeT ¢ maccou B kr wim
B3pocioMy ¢ Maccoit 70 kr),
npuBezeT K skcrno3unuu C Mr/kr
ATAaHOJIa, KOTOpasi MOXKET BHI3BATH
HOBBIIIIEHNE KOHIICHTPALlUU CIIUPTa
B KpoBH, paBHOe D mr/100 m1.

nst cpaBHEHUA: Y B3pOCIIOrO,
BBRINUBIIEro Ookai BuHa wik 500 mu
MH1Ba, KOHIICHTPAIIHSI CIIUPTA B
KpPOBH OYJIET COCTaBIATh OKOJIO
50 mr/100 mo.

ConyrcTBytoliee BBeJICHNE
JICKapCTBEHHBIX MPENapaToB,
COJZIEpIKAIINX, K IPUMEPY,
MPONIJICHTITUKOJIb WIH 3TAHOII,
MOJKET IPUBECTU K HAKOTUJICHHIO
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

KOPMMUTE IPYyIbIO, IPEXKIE
YeM NPUHATH JAHHBIN
JIEKapCTBEHHBIN IIpenapar,
IIPOKOHCYJIBTUPYHUTECH C
JeYaliuM BpauyoM WU
pPaOOTHUKOM anTeKH.
Ecnu y Bac ankoronpHast
3aBUCUMOCTb, [IOCOBETYHTECH
C JIeYaluM BpadyoM HJIN
pabOTHUKOM anTeKH, pexie
YeM MPUHSATH JAHHBII
JIEKapCTBEHHBIN Mpenapar.

3TAHOJIa U BBI3bIBATH
HE)KeJIaTeNIbHbBIC PeakIliu, B
O0COOCHHOCTH Y MAJICHBKHX JCTEH C
HHU3KOM WJIM He3peson
METa0O0INYECKOM ClIOCOOHOCTBIO.

Ecnu no3a BBOOUTCS B TCUCHHUE
JUTUTEIIBHOTO BPEMEHH (HarpuMmep,
MIPH MIOMOIIU MeATICHHOU UHDY3UU

B T€YCHUE HECKOIBKHUX YacOB),
MOBBIIIEHHE KOHIIEHTPALUU CIIUPTA
B KpOBH OyzieT MeHbIIIEe, a d3PPEKThI
aJIKOTOJISl MOTYT OBITH CHUKEHBI. B

MOI00HBIX CITyYasx
smcTok-Bkaaabit U OXJII qomkHbI
BKJTFOYATh TaKyio (hOPMYIHUPOBKY,
KaK: MOCKOJIbKY JaHHBIN
JIEKapCTBEHHBIN TIpenapaT 0ObIYHO
BBOJIMTCS MEIJICHHO B TeueHHEe XX
4acoB, 3P PEKThI CIUPTA MOTYT OBITh
CHIDKCHBL.

OraHoi (CIUPT 3TUIIOBBII)

IIepopanbHbli,
MapeHTEePATIbHBIN,
HHTAJISIIUOHHBIN

75 Mmr/xr
Ha JI03y

JlaHHBII1 JIEKapCTBEHHBIN
rpenapar COAEpKUT X MI'
CIUpTa 3TUJIOBOTO (3TaHOJIA)
B KOXKI0M <eoUHHIIA

Uto0bl paccynTaTh SKBUBAJICHTHBIH
00bEeM NUBA UM BUHA, CIETYET
UCXOJIUTh U3 0OBEMHOTO
COJIEPKaHus ATAHOJA B NIUBE,
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

JO3UPOBAHUA> <CAUHHUIIA
00BbeMa™> <4YTO HKBUBAJIEHTHO
X mr/<macca><o0bem>>
<(Y % macca/
<macca><o0bem>)>,
KomnyectBo B
<103a><00BeEM> TAHHOTO
JIEKapCTBEHHOIO IIpenapara
SKBHBAJCHTHO A MJ IMMBa
unu B M1 BuHa.

CrupTt B TaHHOM
JIEKapCTBEHHOM TIpernapare,
CKOpee Bcero, Oyner
HEraTUBHO BJIHTH Ha JETEH.
Ot 3¢ HeKTh MOTYT
BKJIFOYATh COHJIUBOCTh U
n3MeHeHus noseneHus. OH
TaK)Ke MOXKET HETaTHBHO
BIIUATH HA UX CIIOCOOHOCTH
COCpeN0TaunBaTh BHUMaHUE
Y y4acTBOBaTh B (PU3UIECKOM
AKTUBHOCTH.

KonunuecTBo criupra B
JAHHOM JIEKapCTBEHHOM

paBHoro 5 % (06/00),
YTO SKBUBAJIEHTHO 4 Y%-HOU
KOHIIeHTpanuu (M/00),
U B BUHE, paBHOTrO 12,5 % (06/00)
WTH
10%-noii koHIeHTpanuu (M/00)
(TJIOTHOCTH 3TaHOJIAa IPUHATA
pasHoii 0,8).
Ecnu npuMmennMo, B3auMOIeiCTBUSA

ATaHOJa HEOOXOAUMO YKa3aTh B

OXIJIII (paznen 4.5).

BapuanT ykazaHus CBeIeHUH B
OXJIIT:

Jlo3a (BbIOEpUTE MaKCUMAIIbHYIO
JI03Y) TaHHOTO JIEKAPCTBEHHOTO
npemnapara, BBoaumMas (peOeHKy B
BO3pacTe A JjeT ¢ Maccoil B kr nin
B3pocioMy ¢ Maccoit 70 kr),
npuBeeT K skcrno3uiuu C Mr/Kr
3TaHoJa, KOTOpas MOKET BhI3BATh
MOBBIIIIEHUE KOHIICHTPALUU CIIUPTA
B KpoBH, paBHOoe D mr/100 mu1.

Jnst cpaBHEHUA: Yy B3pOCIIOrO,
BBIMTUBILEr0 Ookai BuHA win 500 mu
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HaumenoBanue

[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0
MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara
JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

[pernapare MOXeT HETaTUBHO
BJIMSITH Ha CIIOCOOHOCTH
YIPABIATH TPAHCIIOPTOM HIIU
HCIIOJB30BaTh MEXAHU3MBI.
ITO CBSI3aHO C TEM, YTO OHO
MOJKET HETaTUBHO BIUATH Ha
CYXJICHHE U CKOPOCTh
peaxIuu.

Ecnu y Bac snunencus wimn
poOJIeMBI ¢ TICYEHBIO,
MMOCOBETYUTECH C JICUAIIUM
BpauoM HIIM PAOOTHUKOM
anTeKH, MPEXKJIC YeM MTPUHSATH
JTAHHOE JIEKapCTBO.

Cnupt B JaHHOM
JIeKapCTBEHHOM Ipernapare
MOXET HapyliaTh I1eUCTBUE

JIPYTUX JIEKApPCTBEHHBIX
npemnaparos. Eciu Bel
MIPUHUMAETE JPYTHE
JIEKapCTBEHHbIE MTPEeNaparhl,
MOCOBETYHUTECH C JICUAIIUM
BpayoM WJIM PaOOTHUKOM
anTeKH.

NMBa, KOHIICHTPALKS CIIUPTA B
KPOBH OY/IET COCTABJISATH OKOJIO
50 mr/100 mir.

ConyTcTByrol1ee BBeICHUE
JICKapPCTBCHHBIX MPETIapaToB,
COJIEpIKaIINX, K IpUMEpY,
MIPOITUJICHTIMKOJb WJTH ATaHOM,
MOJKET IPUBECTU K HAKOTUICHHUIO
3TAHOJIa U BBI3bIBATH
He)KeNaTellbHbIe PeaKiluu, B
0COOEHHOCTH Y MaJIECHbKHUX JIETEH C
HU3KOW WJIM He3penon
MeTa00JINIECKOH CIIOCOOHOCTRIO.

Eciu no3za BBOOUTCA B TEUECHHE
JUTUTENILHOTO BpEeMEHU (Hampumep,
MIPY TIOMOIIIY MeJUTEHHON HH(Y3UU

B T€UCHHE HECKOJILKUX YaCOB),
MTOBBIIIIEHUE KOHIICHTPAIIUN CITHPTA
B KpOBHU OyzieT MeHblIe, a 3)(HeKThI
AJTKOTOJISI MOTYT OBITh CHIDKEHBI. B

NOJOOHBIX CITyYasx
JucToK-BKIaasI U OXJIIT momKHEI
BKJIIOYATh TaKyI0 (POPMYIHUPOBKY,
KaK: MOCKOJIbKY JaHHBIN
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[IyTs BBenCHUS
(crtoco6
MIPUMEHCHUS )

ITopor

Nudopmanus mis
WHCTPYKIHHU TI0

MEIUITUTHCKOMY TIPUMEHECHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei

XapaKTEPUCTHKH
JIEKapCTBEHHOTO IIperapara

JUTS. METUITUHCKOTO
PUMCHEHHSI

KommenTtapun

Ecnu Bl 6epemeHHb! niu
KOPMMUTE I'PYIbIO, IPEXKIE
YeM MPUHSATH JAHHBII
JIEKapCTBEHHBIN Mpernapar,
IIPOKOHCYJIbTUPYUTECH C
JeYalM BpadyoM WIIH
pPabOTHUKOM anTeKH.
Ecnu y Bac ankorosbHas
3aBUCHUMOCTB, IOCOBETYHTECH
C JIeYallluM Bpa4yoM WIN
pabOTHUKOM anTeKH, MPeKIe
YeM NPUHATH JAHHBIN
JIEKapCTBEHHBIN ITpenapar.

JIEKapCTBEHHBIN TIpenapar 0ObIYHO
BBOJUTCS MEJUICHHO B TeueHne XX
9acoB, 3PPEKTHI CIIUPTA MOTYT OBITh
CHWIKEHEI.

OrtaHoi (CIUPT 3TUIOBBII)

Koxubiin

Hynesoit

JlaHHBII1 JIEeKapCTBEHHBIN
mpemnapaT COACPKUT X MT
CIIUPTa THJIOBOTO (3TaHOJIA)
B KOKIOU <eIMHHIIA
JO3UPOBAHUA> <ECAUHHUIIA
00beMa™> <4YTO HKBUBAJIEHTHO
X Mr/<macca><o0bem>>
<(Y % macca/
<Macca><o0beM>)>.

MoxeT BBI3BIBATh YYBCTBO

JKKEHUS Ha TOBPEXKICHHOU

Y HOBOPOXIEHHBIX
(HETOHOIIECHHBIX U JJOHOIIIEHHBIX
HOBOPOXKJICHHBIX MJIAJICHIICB)
BBICOKHE KOHIIEHTPAIIMU 3TAHOJIA
MOTYT IPUBOJIUTH K TSIKEITBIM
JIOKQJIbHBIM PEaKIUsIM U CUCTEMHOMN
TOKCUYHOCTH BBUIY 3HAYUTEIHHOM
abcopOIny yepe3 He3PEIyI0 KOKY
(0coOeHHO MO OKKITFO3UOHHOM
noBsizkoi). B OXJIIT u JIB
HEo0X0anMO 100aBUTH
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Haumenosanue [IyTs BBenCHUS ITopor Nudopmanus mis KommenTtapun
(cioco6 WHCTPYKIIUU T10
MIPUMEHEHHS] ) MEIUIIMHCKOMY IPUMEHEHHUIO
(JTMCcTKA-BKIIAABINIA) U 00IIei
XapaKTePUCTUKU
JIEKapCTBEHHOT'O Mpernapara
JUTSE MEJTUITTHCKOTO
MIPUMCHCHHUS
KOXe. COOTBETCTBYIOILIEE
npenynpexaeHue, eciau
OIpaBJaHHO.
B 3aBucumoctu ot mpoaykrTa u
KOHIEHTPALMU 3TAHOJIa MOKET
noTpebOBaThCS MPENYNPEKICHNE
«oraeonacHo». Heobxoaumo
pPaccMOTPETh BKIIIOUEHHUE
MpeAyNnpexXaeHU 00
UCIOJIb30BaHUU BOJIM3HU OTKPBITOTO
OTHSI, 3QCKEHHOU CUTapeThl UITH
HEKOTOPBIX YCTPONCTB (Hampumep,
¢beHoB).
[Ipumeuanmue.

! ITepeuens oTaymiek (apoMaTH3aTOPOB), COAEPHKAIMX AILIEPTEHbI

3-metui-4-(2,6,6-TpuMeTHII-2-IIMKJIOTEeKCeH- | -1n)-3-0yTeH-3-0H 127-51-5
d-muMmonen 5989-27-5
AMunnuHHaManb 122-40-7
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AMWIIMHHAMUIIOBBIN CIIUPT 101-85-9
AHW3WIOBBINA COUPT 105-13-5
bensunbenzoar 120-51-4
beH3minoBsIil ciupt 100-51-6
benswicanuuunar 118-58-1
bensunimunamar 103-41-3
['excunmuHaManbaerua 101-86-0
I'epanunon 106-24-1
' IpOKCUMETHIIIIEH THII-IIMKJIOTeKCEHKApOOKCaIb ICT U] 31906-04-4
I'mapokcunTpoHeiaib 107-75-5
JlpeBecHbIi MOX 90028-67-4
J1y0OoBbIi MOX 90028-68-5
N309BreHon 97-54-1
Kymapun 91-64-5
JIunnans 80-54-6
Jlunanoon 78-70-6
MetuarenTHHKapOOHaT 111-12-6
dapHeson 4602-84-0
[{unramaip 104-55-2
[{MHHAMWIIOBBIN CIIUPT 104-54-1
uTtpans 5392-40-5
[{utpoHnemnon 106-22-9
DBreHo 97-53-0

He nonyckaercs uCnonabp30BaTh MUIIEBBIE KPACUTENN B COCTABE JIEKAPCTBEHHBIX IIPENApPaTOB, HE BOLIEAIINE B TEXHUUYECKUI periaMeHT EBpa3uiickoro
SKOHOMMYECKOTO coro3a «TpeboBaHus 0€30MaCHOCTH MUIIEBBIX J00aBOK, apoOMaTH3aTOPOB M TEXHOJOTMYECKHX BCIOMOTATENIbHBIX CPEJICTBY
TP 029/2012, yrBepxxaennslii Pemnennem Cosera EBpasuiickoit sxoHoMuueckoit komuccuu ot 22 uroiist 2012 r. Ne 58 unu 3anperieHHbie UM.
IlosicHeHus

TaOnuia nepedHs: BCHOMOTraTeIbHbIX BEIIECTB COACPIKUT CIEAYIOIINE TpadBbl:

HanmenoBanue.
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HaunmeHoBaHMe BCIOMOraTeabHOIO BELECTBA yKa3blBaeTCsl Ha ocHOBaHMM HoMeHKIaTypsl MHH ninu ®@apmakonen Coro3a (IIpu HaJu4uu), BKIIOYAs
yKa3zaHHe eBPOIeicKoro Koja udpoBoi cuctemsl muiieBbix 100aBok (E kox) (mpu HE0OX0quMOCTH).

[Tyt BBeneHUs (CI10COO MPUMEHEHHS ).

VYkazaHnue myTu BBeACHUs (Criocoda MpUMEHEHHUs1) He0OOXO0MMO, MTOCKOIbKY MH(POpPMaLUsi 0 O€30MaCHOCTH BCIIOMOTAaTENbHOTO BEIIECTBA 3aBHCUT OT
IIyTU €ro BBEIEHUs (HampuMmep, CBeIEeHUs 0 OpoHXocmazMe, 00yCIOBIEHHOM OCH3AJIKOHUS XJIOPUIOM, 3HAYMMBI TOJBKO JUIsl PECIIUPATOPHOrO MyTH
BBEJICHUS ).

ITopor.

[Topor — 3HaueHue, paBHOE WJIM MPEBBIIIAIOIIEE 3HAYCHUE COJIEPIKAHMsI BCIIOMOTATEILHOTO BEUIECTBA B JIGKAPCTBEHHOM IIpernapare, KOTopoe TpedyeT
yKa3aHMsI JaHHBIX CBEACHUH B 00I1Iel XapaKTepHUCTHKE JIEKapCTBEHHOTI0 IipenapaTa 1 JIMCTKe-BKJIa/Ibllle, OH He paBeH npeaeny 6ezonacnoctu. Hynesoii
MOPOT 03HAYAET, YTO CBEIEHUS HEOOXOIMMO YKa3bIBaTh BO BCEX CIyJasx HAJMUYMsS BCIIOMOTATEIHHOTO BEIIECTBA B JIEKAPCTBEHHOM IIperapare.

Ecnn He ykazaHO MHOE, TO MOPOI BBIPA)KAETCS B BHUJIE KOJIMYECTBA BCIIOMOTATEIBHOTO BEIIECTBA B MAKCHUMAaJIbHOM CYTOYHOM [103€ JIEKAPCTBEHHOI'O
Ipernapara, yKka3aHHOH B 00IIel XapaKTepUCTHKE JIEKAPCTBEHHOTO IIpernapara.

Ecnn B TekcTe yka3zaHO «Ha 103y», UMEETCS B BUly [103a JIEKAPCTBEHHOTO IIpernapara.

BcenomoraTtenbHble BeliecTBa MOTYT NMPOSIBISITh 3PPEKT TOIBKO CBEPX ONMPEEIEHHOT0 KoaruecTBa. Takoil moreHuuanbHbli 3 (EKT yIUThIBAICS IpU
o011t OlleHKEe COOTHOIIEHUS MOJIb3a-PUCK MPU PETUCTPALIH JIEKAPCTBEHHOTO Mpernapara.

WNudopmanus uisi MHCTPYKIMH 110 MEAMIIMHCKOMY NPUMEHEHHUIO (JIMCTKa-BKJIAJbIIIA) M OOIIeH XapaKTepUCTHKHU JIEKApCTBEHHOTO Mperapara Juist
MEAULMHCKOTO IPUMEHEHHUS

[IpuBoIMMBIE CBEIEHUS TOKHBI OBITh U3JI0KEHBI B IPOCTOM (popMe, YETKO U MOHATHO AJIs NAlUEeHTA.

Texct, npeaHa3HaYeHHBIN A1 0CO00M MOMYISAIUH MAUEHTOB, CIeyeT NPUBOIUTH, TOJIBKO €CIIU 3TO MPUMEHUMO.

Jlig nexapcTBEHHOIO Iperapara B BHJIE€ TBEpHOH JieKapCcTBEHHOW (opmbl (Hampumep, TabJETKH, KallCyjbl, CYNIO3UTOPUHU, MOPOIIOK B calle),
KOJIMYECTBO CJIEAYeT yKa3blBaTh Ha €JMHUILY J03UPOBaHUs (Hampumep, Ha TaOleTKy, Kamncymny u T. A.). i &KuIKoi JiekapcTBeHHOW (POpMBI —
KOJIMYECTBO YKA3bIBAIOT HA €IMHUILY 00BeMa (Macchl) (HarpuMep, Ha MIJUTUIATP, TPaMM | T. 11.).

KommenTapun

Tekcr B aTOM Tpade He nMpeaHa3zHAUeH A nmanueHTa. OH COAepKUT MOSICHEHHs TEKCTa B MpellecTByIolel rpade, HeoOXoaUMbIE ISl KOPPEKTHOTO
yKa3aHHUs 3TOr0 TeKCTa. B HEKOTOPBIX ciydasX KOMMEHTapHH, c(HhOpMYyIUPOBAaHHBIE B JOJDKHOM CTHJIE, MOTYT OBITH HCIOJB30BaHbI B KAauyecTBE
MIPOTUBONOKa3aHUI B 00IIeH XapaKTepUCTUKE JIEKAPCTBEHHOIO MIperapara.».
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3. [lpunoxenuss Ne 3 m 4 K yka3aHHbIM TPEOOBAHUSAM H3JIOKUTH B
CIEAYIOLIEN PEIAKIINU:

«ITPMJIOXKXEHUE Ne 3

K TPEOOBaHUSIM K HHCTPYKLIMH 11O
MEIULIMHCKOMY ITIPUMEHEHHIO JIEKAPCTBEHHOIO
npernapaTa 1 001el XapaKTepUCTUKE
JIEKapCTBEHHOTO Mperapara Jist
MEIULUHCKOTO NPUMEHEHUS
(B penakuuu Pemenust CoBeta
EBpa3uiickol 5KOHOMUYECKON KOMUCCUU
ot 21 ¢epans 2025 r. Ne 18)

TPEBOBAHMUS
K ONMHCaHUI0 (h)apMaieBTHYECKHX CBOMCTB BAKIIMH B MHCTPYKIMH 110
METUIMHCKOMY MPUMEHEHUI0 (JINCTKe-BKJIAAbIIIE) JIEKAPCTBEHHOTO
npenapara, o01eii XapakTepucTHKe JIeKAapCTBEHHOI0 Mmpenapara
U €ro MapKHPOBKeE

I. O0mwme monoKeHust

Hacrosimiue TpeOoBaHMsSI OTHOCSTCS K COJEPKAHUIO W TIPEICTABICHHUIO
dbapmareBTHUeCKUX JaHHbBIX B uWHpopManmmm o mpemnapare (0OmIei
XapaKTePUCTUKE JIEKAPCTBEHHOTO Tpernapara), ero MapKupoBKe U MHCTPYKITUU
M0 MEIUIMHCKOMY TMPUMEHEHHUIO (JIUCTKE-BKJIAJBIIIE) JIEKAPCTBEHHOIO
npenapara (gajgee — JIMCTOK-BKJIAJBINI) BakKUMH JJISI  MEAUIMHCKOIO
IPUMEHEHHS, a TAKXKe K opMaTy U CoepKaHnio (GOPMYyIUPOBOK B paznenax 4 u
5 oOmiell XapakTepUCTUKHU JIEKAPCTBEHHOTO IIpenapara, KOTOPhIE HMEIOT

HCKOTOPLIC OCO6CHHOCTI/I, XAPAKTCPHBIC IJIA1 BAKITWUH.
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II. Ob11as xapakTepuCTHKa JICKAPCTBEHHOTO ITpenapara

dapmalneBTUYECKUMU paszuenamu o011en XapaKkTEpUCTUKHU
JaekapcTBeHHoro mnpenapara (namee — OXIJII) sBastorcs pasgenst 1 — 3
n6.1-6.6.

K ¢dapmakomornueckum W KIMHMYECKUM pasjeliaM, K KOTOPBIM

MPEABSIBISIIOTCS HACTOSIIME TpeOoBaHUs, OTHOCATCS pazaensl 4.1 — 4.9

u 5.1 OXJIIL

1. HaumeHoBaHue J1€KapCTBEHHOIO Mpernapara

Ceenenus B pazaene 1 OXJIII Ha BakiHBI HEOOXOIUMO pacrojiaraTtb B
CJIEAYIOIIEM TTOPSJIKE:

a) TOpProBO€ HANMEHOBAHHUE;

0) [mo3upoBKal;

B) JIEKapCTBEHHasl (hopma;

') OOIIENPUHATOEC HAMMEHOBAHUE JIEKAPCTBEHHOIO Mpernapara.

ToproBoe HamMeHOBaHHE JICKApPCTBEHHOTO IIpemapara: IMpH BbIOOpE
TOProBOI0 HAaMMEHOBAHMS JICKAPCTBEHHOTO IIperapara cJleayeT y4UThIBaTh
MOJIOKEHUSI aKTOB OpraHoB EBpa3uiicKOro 3KOHOMHUYECKOTO coro3a B cdepe
oOpallleHHs JICKAPCTBEHHBIX CPEJICTB;

JIO3UPOBKA: JIOMYCKAETCsI HE YKa3bIBaTh IO3UPOBKY, €CJIM OHA HEOUEBHUIHA;

JeKapcTBeHHas (Qopma: JIOIMyCKaeTCs HE YKa3bIBaTh JICKAPCTBEHHYIO
dbopmy Bakmumael B OXJII ecnmm oHa SBISETCS OYEBHIAHOM, HCXOAS W3
HAaUMEHOBaHMS BaKIMHBIL. Eciu nekapcTBeHHas (opMa BAKIIMHBI HE SIBJISETCS
OYEBUJHOM W3 €€ HaMMEHOBaHHUs, €€ HeoOXOIWMO YyKazaTh B oOOIIen
XapaKTEpUCTUKE  JIEKQpCTBEHHOro  Mpemapata. B memax — yka3aHus
JEKApCTBEHHOW  (JOpMBI  CJEAyeT  MCIOJIb30BaTh  COOTBETCTBYIOIIUM

CTaHI[apTHblf/'I TCPMUH HIIA KOM6I/IHaI_[I/IIO CrangapTHbIX TCPMHUHOB B
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cootBeTcTBUM ¢ HOMEHKIaTypoil JieKapCTBEHHBIX (HOPM, YTBEPKACHHOU
Pemennem Konnernn EBpa3uiickoil 5KOHOMUYECKOM KOMUCCUU OT 22 eKaops
2015 1. Ne 172.

Ecou  ¢dopma BeImycka mpeacTaBiasieT CcoOOM  mpeaBapUTEIbLHO
3aMOJIHEHHBIM IIIPUIl C BaKUWHOW, KOTOpas MpPOJAETCA B Pa3IMYHBIX
NMEePBUYHBIX  yMaKOBKaxX, JIEKapCcTBeHHYIO (opmy (dbopMmbl)  BBIMYyCKa
«MPEABAPUTEIBHO 3aMOTHEHHBIN IINPUI» HEOOXOAUMO YKa3aTh B CIEAYIOIIEH
dbopmynupoBke <[PacTtBop, cycneH3us| Uisi MHBEKIUH B MpPEABAPUTEIHHO
3all0JJHEHHOM Mmnpuie>. B ocTaJbHBIX ciydasx yKa3plBaTh IIEPBHUYHYIO
YIaKOBKY B COCTaBE JIEKaPCTBEHHOU (POPMBI HE AOIMYCKAETCS;

OO1enpuHATOE HAaMMEHOBAaHME  BAKLUMHBI: 1O  OOUICHPUHATHIM
HAaMMEHOBAHHMEM CJIEAyeT IOHMMATh 3arojlOBOK COOTBETCTBYIOIIEH CTATbU
@apmakonen  EBpa3suMCKOrO  3KOHOMHYECKOIO  COI03a,  YTBEPKIACHHOU
Pemennem Komternu EBpasuiickoii 3koHOMHUYECKON kKomuccuu oT 11 aBrycra
2020 r. Ne 100 (manmee — ®apmaxomes Coroza). B ciaydae ecnu craThs B
®apmakonee Coro3a OTCYTCTBYeT, HEOOXOJMMO CIEAOBaTh MPaBHIAM
COCTaBJICHHUS 3aroJIoBKOB ctaTer @apmakonen Coro3a, BKIIKOYask UCITOIb30BaHUE
TaKHUX CJIOB, KaK «OKHBas», «acOpOMpOBaHHAS) U «BUPOCOMa», B CKOOKaX, €CIu

MIPUMEHHUMO.

2. KauecTBEeHHBIN U KOJIUYECTBEHHBIN COCTAB

OcnoBuble cBeneHuss B pazuene 2 OXJIII momkHBl pacnonaratbCs B
CJIEAYIOIIEM MOPSIKE:

KaueCTBECHHOEC u KOJIMYECTBEHHOEC coAepKaHue KaXKJ10M
dhapMalieBTUUECKO CyOCTaHIINH;

Kauye€CTBEHHOE M KOJWYECTBEHHOE COJICPKAHUE KaXKJIOTO aJbIOBAHTA WU

azIcopOeHTa;
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B) CChUIKA Ha MEpPEUYEHb BCIIOMOTaTEIbHBIX BEMIECTB B pazneie 6.1 oomiei
XapaKTEPUCTUKU JIEKAPCTBEHHOIO MIpernapara.

CBenieHus NPUBOSATCA C YUYETOM CIEAYIOUIUX TPEOOBAHUIA:

dapmalieBTUYECKHE CYOCTaHIIUU.

KauecTBEHHBII W  KOJWYECTBEHHBIM  COCTAaB MO  COAECPHKAHUIO
dbapmaneBTHUECKUX CyOCTaHIIMN BHIPAXKAETCS HA EUHUILY J03BI.

dapMalleBTUYECKUE CYOCTaHIIUM TMOJUBAJICHTHBIX BAaKIMH JIOJIKHBI
YKa3bIBaTbCSI B COOTBETCTBMU C COOTBETCTBYIOIIMM 3arojIOBKOM CTaTbH
@®apmakonen Coro3a, MpHU HAJWYUK TaKOW CTaTbU. B ciydae ecnu craThsi B
®dapmakonee Coro3a OTCYTCTBYET, HEOOXOJMMO CIEAOBaTh MpaBUiIaM
cocTaBJIeHHs 3arojioBkoB crareir @apmakomnen Coroza. Ecnu dopma Beimycka
COCTOMT W3 HECKOJBKHUX IMEPBUYHBIX YIIAKOBOK WJIM KaMep, COCTaB CJIECAYET
yKa3bIBaTh Ha IEPBUYHOM YIIaKOBKe (Kamepe).

B OXIJIIT He nmomyckaeTcs MCIOJIb30BaTh COKpAlllCHHbIE HAWMMEHOBAHUS
dapmareBTHUECKUX CyOCTaHIi (BKIIIOYasi OEIOK-HOCUTEID).

B pasmene 2 OXJIIl nanmeHnoBanus ¢apmaieBTUUECKUX CyOCTaHITHI
HEO0OXO0JIMMO YKa3bIBaTh B COOTBETCTBUM C UX OOIIECNPUHSITHIM HAUMEHOBAaHUEM
WM XUMHUYECKUM OmNHcaHueM. [I0CKONbKY BaKIMHHBIE AHTUTE€HBI HE HMEIOT
MEXKIYHAPOJHOTO HEMATEHTOBAHHOIO HAMMEHOBAHMS, HAMMEHOBAHUE KaXIOU
dbapmareBTHUEeCKO CyOCTaHIIMM JOHKHO (HACKOJBKO 3TO  BO3MOYKHO),
COOTBETCTBOBaTh TepMuHoyornu craren dapmakonen Coro3a Ha BaKUHUHHBIC
anTurenbl. HaumeHoBanue HeapMakoneHbIX (hapMarieBTUUECKUX CyOCTaHITUN
HEOOXOJIUMO YKa3blBaTh B COOTBETCTBUM C UX JATHHCKUM (TPEUYECKUM)
HAMMCHOBAHMSIMH WJIH B COOTBETCTBUU C 3a00JI€BAHHMSMHU, TOIJICKAIIIMHU
npodUiIaKTUKE, C Y4YE€TOM TMPUMEPOB HAWUMEHOBAHWI BaKIMH, paHee
HaXOJUBIIUXCS B oOpanieHud, U (HapMakoONeHBIX MpPaBWI MPUCBOCHUS

HAaMMCEHOBAHMU aHAJIOTMYHBIM BAKIIMHHBIM aHTUT'€HAM.
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TakCOHOMUYECKHE  HAWMMEHOBAHUSI  KJIETOYHBIX  MHUKPOOPraHU3MOB
BBIJICISIIOTCS.  KypcMBOM. Ha3BaHusi MUKPOOHBIX pOJOB HE COKPAIAKOTCS.
B HaMMmeHOBaHME KaXJOr0 aHTUIeHa OaKTEepuid U BHUPYCOB HEOOXOJIUMO
BKJIIOYATh YKa3aHUE MITaMMa, CEPOTUIA WJIH HHOTO MOAXOIAIIETr0 OABUI0BOTO
KJ1accuukaropa.

Heo6xomumMo yka3aTh CBONCTBa BCEX HMCIOJb30BAaHHBIX B MPOU3BOJCTBE
KJICTOYHBIX CUCTEM W, €CJIM MPUMEHUMO, YKAa3aTh WCIOJIb30BAHUE TEXHOJIOTUU
pekomOunantHoi JIHK. TekcTt B o0mieil XapakTepHCTHKE JEKAPCTBEHHOTO
npernapara u3jiararoT B CIEAYIONIEH peJakiuu: <IoJydeHa oT kKieTok XXX [mo
TexHoJ0TuHM pexomOuHanTHou JITHK]>.

Hampumep: <nonyuena uz ounioudnvix kiemok uenosexka (MRC-5)>,
<nonyyena u3z kaemokx Escherichia coli no mexnonocuu pekomMOUHAHMHOLU
J[HK>, <nonyuena u3z K1emox KypUuHvlX dIMOPUOHOE™ .

CBeneHust 0 KJIETOYHBIX CHCTEMAX, MCMOJb30BAHHBIX MJII TPOU3BOJICTBA
MOJIMBAJICHTHBIX BAKI[MH, YKa3bIBAlOTCS B BUJIE€ CHOCOK B pazzaene 2 OXIJIIL.
B ocraipHBIX  cllyyasx ~I[pouecc MNpPOU3BOJCTBA B  HAMMEHOBAHHUU
dhapMalleBTUUECKON CyOCTaHIIMM BAaKIIMHBI YKa3bIBACTCS C MCIOJIb30BAHUEM
CIIELYIOLIUX TEPMUHOB:

«icusas  ammenyuposannas» (€CIM  BAKUHUHBI  COJAEPXKAT  KUBBIE
MUKPOOPTaHU3MBI);

CUHAKMUBUPOBAHHAS (ecin BAKLIHBI comepxar yOuThIE
MUKPOOPTaHU3MBbI).

CseneHnus 0 croco0ax aTTeHyalluuu WIn WHAKTHUBAIUU
dbapmareBTHUeCKO CyOCTaHIIMM HE YKa3bIBAIOTCS, €CJIM TOJBKO 3TH CBEICHMUSI
HE TPEOYIOTCS NI XapaKTEPUCTUKU CBOMCTB (hapMalleBTUUECKON CyOCTaHIIUH,
HalpuMep, B CIIy4ae XOJIEPHOTO BaKIMHHOIO aHTUI€Ha, 00pabOTaHHOIrO

dbopmaibieTu10M (MOJBEPTHYTOIO BO3ACHCTBUIO BBICOKOW TEMIIEPATYPhI).
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AnbI0BaHTHl U (WK) ancopOeHThl. Eciin BakilMHA COJAEPKUT A bIOBAHT
Wi ancopOeHT, ero HeoOxoauMo ykazaTh B pasuene 2 OXIJII. Cnepyer
UCIOJB30BaTh ~ HAMMEHOBAHUSI  3TUX  BEIIECTB B  COOTBETCTBUU  C
HAaMMEHOBaHMAMHU, yKazaHHbIMU B @apmakoniee Coroza. [Ipu aTom nomyckaercs
B BHUJIE UCKJIIOYEHUSI BMECTO «ATIOMHUHHS TUAPOKCHUMA, THUIAPATUPOBAHHBIMN, IS
a7IcopOIMM» YKa3bIBaTh «AJTIOMUHUS TUIPOKCHU]I, TUIPATUPOBAHHBIIN.

CoenuHeHus aglOMUHUS, KaK TMPaBUJIO, SBISIOTCS aJCcOpOCHTaMHU.
KonuuecTBeHHOE coziepKaHuE COCTMHEHUI allFOMUHUS HEOOXO/IMMO YKa3bIBaTh
M0 KOJIMYECTBY aJTFOMUHHUS B JO3€.

JIisi  TONWBANIGHTHBIX BAakIMH B  OCOOGHHOCTH, a Takke JyIs
MOHOBAJICHTHBIX BaKIMH, €CIIU 3TO YJI00HO, KaUeCTBEHHBIC U KOJIMYECTBECHHBIC
JaHHbIe 00 aJbIOBAHTAX W (WJIM) aaCOpPOEHTAaX MOXKHO MPEJCTABUThL B BUJIE
CHOCKH B npeenax pazaena 2 OXJIIL.

B OXJIIT u nuctke-BKIaAbIIIE HE CIEAYET UCIOIB30BaTh COKPAIICHHBIE
HAMMEHOBAHMS aJbIOBAHTOB (aJCOPOEHTOB), COKpAICHUS AOMYCKAIOTCA Ha
MapKUPOBKE MPU HEXBATKE MECTa MPH yCIOBUH, YTO JI00O0E TAKOE COKpAIICHUE
Oyner pacmmdpoBaHO B pazjesne 2 oOIiel XapakTepUCTUKU JIEKAPCTBEHHOTO
npernapara.

MHoroa03HbI€ MpenapaTsl.

JI71s1 MHOTOJIO3HOTO MpenapaTa He00XO0UMMO MPEAYCMOTPETh CIEAYIOIIEe
ykazanue: «Koumetinep sa61semcs MH020003HbIM. Konuuecmeo 003 6o (raxone
YKazauo 6 pasoene 6.5%;

Cchlika Ha TIepeYeHb BCIIOMOTaTeIbHbBIX BEIIECTB.

B koHme pa3zgema HE0OXOAMMO yKa3aTh CICAYIOIIUN TeKCT: <[loamwiil

nepeueHb 6CNOMO2AMeNbHbIX gelujecms npuseder 8 pazoene 6.1.>.
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3. JlekapcTBeHHas popma

VYkazanue nexkapctBeHHOU Gopmbl B pazaene 3 OXJIII nomkHO coBnagaTh
C yKazaHueM JiekapcTBeHHOH (hopMmbl B pazaene 1 OXJIII
DOTOT pa3gen OOJKEH COJEpkKaTh ONKMCAHWE MPOMBIIUICHHOW CEpPUU

JIEKapCTBEHHOIO Tpernapara.

4. KnnHudeckue TaHHbBIC

4.1. IlokazaHusi K IPUMEHEHUIO.

[lokazaHusi K MPUMEHEHUIO JOJKHBI BKIIFOYATh B CEOSI:

a) 3a0oJieBaHMs, MNOJJIeKalMe NpOo(HUIaKTUKE (BKIIOYas KOHKPETHbBIE
BH/JIbl OPIraHU3MOB, €CJIM IPUMEHNMO );

0) MUHUMAJIBHBIN JIOMYCTUMBIN MJI1 TPUMEHEHHs] BO3pacT (Hampumep,
MJIQJICHIIBI C 2-MECSYHOTO BO3paCTa);

B) COOTBETCTBYIOIIHE BO3pACTHBIE KaTeropuu (Hanpumep,
HOBOPOXIEHHBIE, MIIAJICHIIbI, IETH, TOAPOCTKH, B3POCIIbIE);

I') MAKCUMAJIBHO JIOITyCTUMBIM BO3pacT, €CIM TAaKO€ OrpaHUYEHUE
HEO0OXOAMMO, UCXOAS M3 TakuX (PaKTOpOB, KaK SMUIEMUOJIOTHS 3a00JeBaHUS
WM COJIep >KaHUE aHTUTeHa B BaKI[MHE.

1) yKa3aHWe KOHKPETHBIX MOMYJISIUN NalUEHTOB, 11 KOTOPHIX MOJXOIUT
BaKI[MHA, €ClM HeoOXoAMMO (HampuMmep, HEBAKIMHUPOBAHHBIE, MEPBUYHO
BaKLMHUPOBAHHbIE, Haxonsluecs B rpymme pucka). [lomymsmauu, KoTopeM
BaKI[MHA HE NOJXOAMT, IEPEUUCIISIIOTCS B IPYTUX pa3aenax.

4.2. PexxuM 03UpOBaHUA U CIIOCOO MPUMEHEHHUS.

PexxuM 103upoBaHus.

B pazgene HeoOXO0AMMO 4YETKO OMMCATh U Pa3JEIUTh J03bl U CXEMBI
NEePBUYHOM U OYCTEpHOW BaKUMHAIMWA. YKa3aHUS JIOJKHBI COJIEPKATh

uHpopMaIuio 0 MUHMUMAJIbHOM BO3pacT€ B MOMEHT BBEJCHHUSI NEPBOM J103bI,
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MUHUMAJIbHBIA WMHTEpPBaJl JO3UPOBAaHUS W MUHHUMAIbHBIA HMHTEPBAT MEXKIY
NOCJIETHEW J030i1 M3 MNEepBUYHOW CepuH, MepBoil OycrepHOM a030i1 (W,
BO3MOKHO, TIOCIIEIYIOIIMX OYCTEpHBIX J03aX), KOTOpbIE M3YyYAJIUCh B
KIIMHUYECKHUX MCCIIEIOBAHUSX.

JIyist OONBIIMHCTBA BAaKIMH, MPEJHA3HAUYCHHBIX [JI1 MIIQJICHIIEB, W IS
OONBIIMHCTBA OYCTEPHBIX AHTUI€HOB, PYTUHHO BBOJMMBIX B MJIaJICHUECKOM
BO3pacTe, Tpedyercsl ykazaTh MH(POpPMAIMI0O O HEOOXOJMMOCTH BBITIOTHEHUS
YKa3aHUW YIIOJIJHOMOYEHHBIX OPraHOB T'OCYAApCTB — 4WICHOB EBpa3uiickoro
SKOHOMHYECKOI'O COK03a B OTHOIIEHWH KOHKPETHBIX CPOKOB BBEJICHHS TaKHUX
BAKIIMH.

HeoOxonuMo ykaszaTh OTHENIbHBIE PEKOMEHIAIMU IO J103aM U CXeMe
BBEJICHMS JUJISl PA3JIMUYHBIX BO3PACTHBIX IPYMNI WM HOMYJISLUUNA, ONpPeaeasieMbIX
10 IPYyTUM MapaMeTpaMm (Harpumep, UMMYHOICTIPECCUBHBIX JIUII).

[{enecooOpa3zHo yka3bIBaTh Ha BO3MOXKHYIO B3aMMO3aMEHIEMOCTb BaKIIUH
BHYTPH CXEMBbI BAKI[MHALINH.

Iyt BBEACHUS.

HeobxomgumMo  yka3aTb  NyTh  BBEJEHUS  (Hampumep,  BHYTPb,
BHYTPUMBIILIEYHO), a /I HWHBEKIMOHHBIX BaKIMH — TakXkKe MECTO
IPEANOYTUTEIBHOTO BBEICHUSI (HAIIpUMeEp, ACJIbTOBHIHASI MBIILIA).

Ecnu 3T0 mpuMeHHMMO 71 KOHKPETHOW BakKLMHBI, B JIaHHOM pa3lesie
IPUBOJIATCS CleNyIoue GopMyIUPOBKU:

<Tonbko 0151 npuema 8Hympb, He 01 UHbEKYUOHHO20 88€0CHUI™,

<He 6600umu 6 cocyoucmoe pycio>,

<[looxooicnoe 6gedenue OOnyckaemcs 6 UCKIIOUUMENbHbIX CYYasix
nayueHmam ¢ mpomooyumoneHuel uiu HapyuleHuamu cemocmasa. Jliobwvie
OoanHbvle o 0e30naACHOCINU U UMMYHHOMY OMEENLY NPU MaKkoM 68e0eHuUU cledyem

npusecmu 8 pazoeie 4.4.>.



145

4.3. IIpoTnBONIOKA3aHUS.

[IpoTuBOMOKa3aHusl, Kak MPaBWIO, OrPAHUYUBAIOTCA aOCOTIOTHBIMU
MPOTUBOIOKA3aHUSIMU, KOTOPBIE aKTyaJIbHbI HA MOMEHT BBEJICHHUSI.

Heo6xomumo, kak MUHUMYM, YKa3aTh CIEIyIOIIee:

<[ToproBoe HauMEHOBaHWE]| HE CJIEAYET BBOJUTH JIMLAM C H3BECTHOM
TUIEPUYYBCTBUTEIBHOCTHIO K JTI000OMY KOMIIOHEHTY BaKIIMHBL>;

<IlomoOHO npyruM BaKI[MHAM, BBEJCHHUE [TOProBOE HAMMEHOBAHUE]
JUIAM C OCTPBIMHU TSDKEIBIMU JIMXOPAJOYHBIMU 3a00JICBAHUSIMU  CJICTYET
OTJIOXKHUTh>.

4.4. Ocobble yKa3aHUs U MEPBI MPEOCTOPOKHOCTH MPU TPUMEHEHUH.

Ecnu 3T0 mpuMeHMMO, MPUBOIATCS CIEAYIOIIME YaCTO BCTPEYAIOIIUECS
yKa3aHUs:

<[10006HO 6cem UHBEKYUOHHbIM BAKYUHAM, NPU B03HUKHOBEHUU DEOKO
scmpeuanwecocst nocie 66e0eHuUsi 8aKYUHbl aHAQDUIAKMUYECKO20 SA81eHUs
HeobXo0umMo 6ce20a pacnoaazams 603MONCHOCHbIO OKA3AHUSL MeOUYUHCKOU
HOMOWU U OCYWeCcmeleHUsl Hab0OeHU™

<[Topeosoe maumeHnosanue] HU NpuU KAKUX CAY4AAX He OONYCKAEMCS
8600UMb 8 COCYOUCIOE PYCIIO>)

<B npoyecce npouzgoocmea OAaHHO20 npenapama UCHOAb308AICS
muomepcan, 6 20MOo8OM npenapame MO2Ym COXPAHAMbCA €20 OCMAamouyHoe
cooeparcanue, 8ciedcmsue 4e2o Mo2yn 603HUKAMb peakyuu CeHCUOUNUIayuu>;

<I10006HO ocmanbHbIM 8AKYUHAM, 3AUUMHBLY UMMYHHBII OMBEm MOX*Cem
B03HUKAMb He Y 8CeX 8AKYUHUDYEMBIX JIUY> .

B nanHom pasznene Takxke CieayeT OnucarTh:

HEJIOCTAaTOYHYIO NpOoUITAKTUYECKY IO 3 PEeKTUBHOCTD 7M1
OTPAaHUYCHHYI0 TEPEKPECTHYI0 MNPOPUIAKTUYECKYIO AP(HEKTUBHOCTH B

OTHOIICHUH IITAMMOB WJIH CCPOTUIIOB, HC BKIIIOUYCHHBIX B BAKIIUHY ;
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CUTYAIlH, HAIpUMEp, BBEJICHUE JIUIaM, HAXOAAIIUMCS B UHKYOallMOHHOM
nepuosie 3a00JeBaHMsl, WIH MOMYISUUU (HAapuMep, MOXKUIIbIE), ¥ KOTOPBIX
3 PEeKTUBHOCTH BAKIIMHBI HE U3Yy4ajach U B IIEJIOM HE OXKUIACTCS;

(akTOphl, KOTOPBIE XapaKTEPHBI JIJIs1 HAPYILIEHHOTO KIMMYHHOT'O OTBETA.

B oTHOIIEHNM KUBBIX aTTEHYHPOBAHHBIX BAaKIMH HEOOXOAMMO OIHUCATh
BO3MO>KHOCTb IepeIau BaKIIMHHBIX IITAMMOB, a TAKKE BO3MOKHOCTb PEBEPCHUU
BUPYJICHTHOCTHU WJIM PEACCOPTALMU CO IITAMMaMU JUKOIO THUIIA.

4.5. BzaumoaeiucTBuE C APYTMMH JIEKAPCTBEHHBIMHU IMIpemaparamu U
JpyTHUe BUJbI B3aUMOJICHCTBHUSI.

B nmanHoM pazgene HeoOXOAMMO — pa3rpaHUYUTh  yKa3aHUd 110
OJTHOBPEMEHHOMY BBEJICHHIO, OCHOBAHHbIE HA KIMHUYECKHUX JIaHHBIX, OT TaKUX
yKa3aHul, OCHOBAaHHBIX Ha OOIIMX MpUHLMNAX. B 11e10M yA0BIETBOPUTEIBHBIE
JaHHbIE, TMOJYYEHHbIE MO pe3yJbTaTaM OJHOBPEMEHHOIO  BBEJCHUS
penpe3eHTaTUBHOM BaKIIMHbI OTIPEIETICHHOTO THIIA (Hampumep,
KOMOWHHUPOBAHWE BaKIUHBI 1751 Tpoduiaktuku audrepun, CTOIOHSKA,
KOKJIIOIIA ¥ BAaKIMHBI C JPYTMMHU aHTHUTEHAMH C OJHOW W3 HAXOMISAIIMXCS Ha
pBIHKE BaKIMH [ NPO(PUIAKTUKH KOpH, SMNHAEMHYECKOTO MapoTUTa U
KpPacHYXH), JOJDKHBI CIIYKUTh B KaueCTBE OOOCHOBAHMUSI OOLIEro yKa3zaHUs MO
OJIHOBPEMEHHOMY BBEJICHHIO.

HeoOxonmuMo  omucaTh KIMHUYECKH BaXHYIO U MOTEHIIHMAIBHO
KJIMHUYECKU BAXKHYIO IMMYHHYIO HHTEP(PEPEHLHUIO.

Heob6xoqumMo OTMETUTh OTCYTCTBHME JaHHBIX OO0 OJHOBPEMEHHOM
BBEJICHUM BMECT€ C BAaKIMHOW OMNPENEICHHOTrO THUIIA, €CJIH BEPOSTHOCTD
OJIHOBPEMEHHOI'O0 BBEJCHMUS Ipemapara ¢ HEHd BbICOKA, HAIpUMEpP C

UCIIOJIb30BAaHUEM CIEAYIOIIUX (OPMYIHUPOBOK:
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<V  nayuenmos, noayuarowux UMMYHOOENPECCUHyl0  mepanuio,
U Nayuenmo8 ¢ UMMYHOOeDUUUMOM MOMCem He pPAa36UmbCs 00CMAamoOuHbli
UMMYHHbLL OMeem=>;

<Bmecme c [mopeosoe Haumenogauue] He Oonyckaemcsi 6800UMb
UMMYHO2II00VIUH>

<IIpu neobxooumocmu HemeOoreHHO20 obecnevenus 3awumsl, [mopeogoe
HaumeHoganue|  donyckaemcsi  68o0umb  emecme  C  [HOPMATbHBIM,
X-cneyuuunoim| ummyHno2n00yaunom. Beedenue [mopeosoe naumenosanue] u
UMMYHO2OOVIUHA Clledyem OCYUWeCmesimb 8 pa3Hble KOHeYHOCU™> .

4.6. ®epTUIBHOCTH, OEPEMEHHOCTD U JIAKTAIIHS.

JInst  BakiuH, KOTOpble OyAyT BBOJMUTHCS  HCKIIOYUTEIBHO B
npeny0epTaTHOM BO3pacTe, TIOCTATOYHO yKa3aTh:

<[ToproBoe HaMMEHOBaHHE| HE MPEIHAZHAUYECHO JJI1 B3POCHbIX. JlaHHbBIE
O TPUMEHEHHHM BO BpeMs OCpPEeMEHHOCTH M JIAKTAllMM y YeJIOBEKa, a TakKkKe
pe3yabTaThl PEMPOAYKTHUBHBIX UCCIEAOBAHUN HA KUBOTHBIX OTCYTCTBYIOT>.

JInst  BakiMH, TpeIHA3HAYEHHBIX ISl JIMI[ JETOPOJHOTO BO3pacCTa,
B JaHHOM pa3zJieje HEOoOXOIUMO OMUCaTh UMEIONIUNCS JTOKIUHUYECKUN WU
KJIMHAYECKHUH OIBIT B OTHOIICHUH TaKOM TOIYJISIINH.

JIJ1si ”HAKTUBHPOBAHHBIX BAKIIMH II€JIECO00Pa3HO MPUBECTH CIEAYIOIIYIO
PEKOMEHIAIINIO:

<Il0006HO Opyeum UHAKMUBUPOBAHHBLIM BAKUUHAM, 8ped 01 N100d He
oorcuoaemcs. OOHaxko [mopeogoe HaumeHosaHue| credyem NPUMEHAMb 80
epems bepemMeHHOCmU MOJbKO NPU A6HOM PUCKE UHGUYUPOBAHUS> .

JXKvBbie aTTeHYHpPOBaHHBIC BaKIIMHBI, KaK TIPABUIIO, MPOTHUBOIIOKA3aHbI BO
BpeMs OepeMeHHOCTH. B ciydae ecim BakmuHa SBISETCS XOPOIIO M3YYCHHBIM
npenaparoM, B OTHOIICHHH KOTOPOTO MMEETCS ONBIT TPUMCHCHHS B

COOTBCTCTBHUHU C Tp€6OBaHI/IHMI/I HpaBI/IJ'I perucrtpaiia MU 3KCIICPTHU3LI
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JICKapCTBEHHBIX CPEJCTB I MEIUIIMHCKOTO TMPUMEHEHHS, YTBEP KICHHBIX
Pemennem CoBera EBpa3uiickOd 3KOHOMUYECKOW KOMHCCHM OT 3 HOSIOps
2016 r. Ne 78, mocTtaTo4HO yKa3aThb HHGOPMAILUIO O HELEIeCO00Pa3HOCTH
BaKI[MHAIIMUA BO BpeMsi OEpPEMEHHOCTH MPU OTCYTCTBUM SIBHOM HEOOXOAUMOCTH.

J1J1s1 ”THAaKTUBUPOBAHHBIX BAKI[MH B OTHOIICHUH JAKTAllUU IIPU OTCYTCTBUU
JAHHBIX, KaK MPaBUJI0, YKA3bIBAETCA CIEIYIOIICE:

<Bnusinue na 0emeil, HaAxXO00AWUXCS HA 2PYOHOM BCKAPMIAUBAHUU, BBEOEHUE
[mopeosoe naumenosanue| ux mamepsim, ne u3y4aIOCyL>.

Pexomenpanuu B OTHOIIEHWU JKUBBIX AaTTEHYHPOBAHHBIX BaKI[UH
COCTAaBJISIIOTCS B MHAUBUIYAJTLHOM MOPSIIKE.

4.7. BnusHue Ha CIOCOOHOCTD YIPaBJIATh TPAHCIIOPTHBIMU CPEJICTBAMH U
paboTaTh ¢ MEXaHU3MaMHU.

JIist  BakmuH, KOTOpbIe OyAyT BBOJAUTHCA  HMCKIIOYUTEIBHO B
npenyOepTaTHOM BO3pacTe, I0CTATOYHO yKa3aTh:

<[Topeosoe naumernosanue| He npeoHa3HaAUeHO OJisl B3POCIIbIX> .

Ecnu BaknuHa mnpeaHazHaueHa B3POCIBIM, MPUBOIATCS CTaHAAPTHHIC
PEKOMEH/TIAIINH.

4.8. HexxenarenbHple peakLyiy.

B nanHOM pasjmene ayis BaKIMH JOJDKHBI OBITH MPUBENICHBI CIIEAYIOITHE
yKa3aHus (CBEJCHHUS):

a) TaHHBIC O MECTHBIX U CHCTEMHBIX PEaKITUsIX;

0) ocoOble 3aMedaHus 00 ONpeIeIICHHBIX HEXKEIAaTeIbHBIX JIEKaPCTBEHHBIX
peakiusax (Harnpumep, Tuxopajaka, GeOpusibHbIC CYIOPOTH);

B) HE)KEJIaTeNIbHBIE ~ JICKAPCTBEHHBIC  pPEaKIMM W 4YacToTa  HUX
BO3HMKHOBEHHMSI 10 BO3PACTHBIM TPYIIaM, YHCJIO 703, aHAMHE3 BaKIIMHAIIHH,
BOZHHKIIIME B XOJ€ KIWMHUYECKUX WCCICIOBAHUN U TI0 pe3yibTaram

MOCTPCTUCTPATMOHHOTO Ha6J'IIOI[€HI/I}I;
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r) 0coOble yKa3aHWs O JIIOOOM TMOBBIIIEHUM YacTOThl BO3HUKHOBEHUS
HEXETaTeIbHBIX JIEKapCTBEHHBIX peaKImii, OTMEYABIIINXCSI pu
OJTHOBPEMEHHOM BBEJCHUU C IPYTHUMH BaKIIMHAMHU.

4.9. llepeno3upoBka.

Heo6xoaumo omnurcath BeChb MMEIOIIMICS OMBIT nepeno3upoBku. Ciemyer
yKa3aTh, 4TO NEPEeI03UPOBKa MAaJOBEPOSITHA MpHU JaHHOM (opme BBIMYyCKa

(Hapumep, MpeABAPUTENBHO 3aNI0JIHEHHBIN IITPULY).

5. @apMaKkoJIOruyecKre CBOMCTBa

5.1. ®apMakoAMHAMHUYECKHE CBOMCTBA.

B nanHoM paszzene HEOOXOAMMO KpaTKo OoOOOIIMTH (HAampuMmep, B BUIE
TaONuIbl) HamboJee 3HAYMMbIE HWMMYHOJOTUYECKHE JaHHBIE (KCIONb3Ys
HanOoJiee 3HAUNMBIC TTapaMeTPhI) U BCE BATUIHBIC OIEHKH dKCIIEPUMEHTATBHOM
abpdextuBnoctu (efficacy) u peanbHOlt »ddexktuBHOCcTH (effectiveness)
(c yueroM HEJOCTaTKOB OTHOCUTENHHO TIOMYJSIMHA, Y KOTOPOM OHHU
onpenensunch). [lpu HEOOXOAWMOCTHM JaHHBIE CIEAyeT pa3deauTh Ha
NEPBUYHBIC CEPUHM BaKIMHAIIMM M OYCTEPHYIO BaKIIMHAIMIO, IO BO3PACTHBIM
TpynmaM uiu ApyruM GakTopaM (Harmpumep, IMMYHOIETTPECCHS).

B pazmen nmomyckaeTcsi BKJIIOYHTH CBEIEHUS OO0 YCTAaHOBJICHHOM WU

npeamnojgaracMomM HMMYHOJIOTUICCKOM KOPPCIIATEC HpO(I)I/IJ'IaKTI/II(I/I.

6. ®apMalleBTUYECKHE CBEICHUS

6.1. Ilepeuenp BcmomoraTeabHBIX BEIIESCTB

BcnomorarenbHbie BelecTBa HEOOXOIUMO NEPEYUCTUTh B COOTBETCTBUU
C HACTOSIIUMHU TPeOOBAaHUAMH, HCIIOB3YsI COOTBETCTBYIOIINE OOIICTPUHSATHIC
HauMeHoBaHMs. [10100HO BceM BCIoMoOraTeIbHBIM BEIIECTBaM KOHCEPBAHTHI B

paznene 6.1 cienyer yka3blBaTh Kau€CTBEHHO, & HE KOJIMYECTBEHHO.
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B pazmene 6.1 He ciemyer nepeyUCIATH OCTATOYHOE COJIEPIKAHUE
PEaKTUBOB, HCIOJb30BAHHBIX MPU MPOU3BOACTBE. (JIHAKO OINpEICICHHbIC
OCTaTOYHbIC TMPUMECH, HapuMep, NPUMECH AHTUOMOTHUKOB WJIM HHBIX
MPOTUBOMHUKPOOHBIX TMpenapaToB, HCIOJb30BAHHBIX B TMPOU3BOJICTBE U
WU3BECTHBIX CBOMMH aJUICPTCHHBIMH CBOMCTBAMH, CIIOCOOHBIMH BBI3BIBATH
HEe)KeJlaTeNIbHbIE PEAaKIH, TOMyCKAETCs yKa3bIBaTh B pazneie 4.3 OXJIIIL.

BcnomorarenbHble  BemiecTBa BaklMH, (OPMOM BBIYCKa KOTOPBIX
SBJISIETCS HECKOJIBKO TIEPBUYHBIX YIMAKOBOK WJIM IIIPHUIIBI C IBOMHON KaMepoi,
HEO0OXO0IMMO yKa3aTh HAa IEPBUYHOM YITAKOBKE MJIU Kamepe.

B OXJII wu naucTke-BKJIAJbIIIE HE JOIMYCKAeTCs HCIOJIb30BaTh
COKpAIlICHHbIC HAWMEHOBAHHUS BCHOMOTaTelbHbIX BellecTB. OpHako IIpu
HEXBAaTKE MeECTa COKpallleHHbIE HAaMMEHOBAHUS BCIIOMOTaTEIbHBIX BEIIECTB
JIOTTYCKAeTCs YKa3blBaTh B MAPKUPOBKE MPHU YCIOBUH, UTO OHU paciiipoBaHbI B
pazaene 6.1 OXJIIL.

B paznene 6.1 He yka3bpIBaloTCS aabIOBAaHTHI U aacopOeHThl. OqHAKO eclu
ATU MaTepuajIbl MPUCYTCTBYIOT B BaKIIMHE, TAHHBIN pa3jiesl JOJDKEH COJIepKaTh
CCBUIKY Ha UX yKa3aHue B pazaene 2 OXJIII.

6.2. HecoBMecTUMOCTb.

B nganHoM pasnene HeEOOXOAMMO YKa3bIlBaTh TOJBKO CBEACHUS O
dbapManeBTHUeCKON  ((PM3MYCCKOM, XUMHUYECCKOH W  OHMOJOTHYECKOM)
HECOBMECTUMOCTH.

HeoOxonumo mMpuUBECTH COOTBETCTBYIOIIEE CTAaHIAPTHOE YyKas3aHUe, a
uMeHHO: <He npumenumo>, <IIpu omcymcmeuu pe3yibmamos ucciedo8aHuil
COBMECMUMOCMU 8aAKYUH) He CTle0yem CMeuu8ams ¢ Opy2UMU JIeKapCmeeHHbIMU
npenapamamu> WM <Baxyuny He cnedyem cmewiusamv ¢ OpyeUMu

JeKapCmeeHHbiMU npenapamamiut, 3a UCKIIOYEHUEM YNOMAHYMbLX 6 paedeﬂe

6.6>.
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dapmakoorndeckasi HeCOBMECTUMOCTh BAaKIMHBI (HApHUMEDp, in Vivo),
B3aMMOJICHCTBHE C APYTUMHU JICKAPCTBEHHBIMU IIperapaTaMyd WM THIICH, B
pazfene 6.2 He OMUCHIBAIOTCS, TOCKOIBKY 3TO OTHOCUTCS K KIIMHUYECKOW YacTH
OXJIIL.

6.3. Cpok TOTHOCTH (CPOK XPaHEHHUS).

VYkazaHue cpoka TOJHOCTH (CpOKa XpaHEHHUs) HEBOCCTAHOBJICHHBIX U
BOCCTAHOBJICHHBIX BakIHUH (TIpU HEOOXOJAMMOCTH) JIOHKHO COOTBETCTBOBATH
HACTOSIIIMM TPEOOBaHUSM M aKTaM OpPraHoB EBpa3niickoro 3KOHOMHYECKOTO
coro3a (manee — Coro3) B chepe oOpaIieHus JIeKapCTBEHHBIX CPEJICTB.

6.4. OcoOble yKazaHus 0 XPaHEHUIO.

VYkazanue  Mep  TPEAOCTOPOKHOCTH IO  XPAHEHUIO  JOJDKHO
COOTBETCTBOBATh HACTOAIINM TPeOOBaHMAMHU M akTam opranoB Coro3a B cepe
oOpallleHHs JICKAPCTBEHHBIX CPEJICTB.

6.5. XapakTep U coaep)kaHHe yHNaKOBKU <u cneyuaibHoe 060pyoosanue
07151 UCNOIb308AHUS, 86€0EHUS UIU UMNIAHMAYUU> .

VYkazanue Xxapaktepa M COACPKUMOTO YMaKOBKHM B JaHHOM pasiene
JOJDKHO COOTBETCTBOBATh HACTOSIIMM TPeOOBaHUSIM U akTam opraHoB Coro3a B
cepe oOpalieHus JTEKapCTBEHHBIX CPEJICTB.

Heo6xoauMo yka3aTh KOTHMYECTBO JJ03 MHOTOA03HBIX BAaKITUH BO (hJIaKOHE.

6.6. OcoOble MephbI MPEOCTOPOKHOCTU npu YTUIU3AUU
WCITOJIb30BAHHOTO JIEKAPCTBEHHOT'O TMperapara WM OTXOJOB, IOTYyYEHHBIX
1ocJie NMPUMEHEHHS JICKapCTBEHHOTO Tperapara, W JIpyrue MaHWMYJISIHHA C
pernapaToM.

Ecnu BakmmHa moAJIe)KUT BOCCTAHOBIICHHIO, OTIFICAHUE €€ BHEIITHETO BUA
710 BOCCTAHOBJICHHSI TIPUBOAMUTCS B pasneiie 3, a MOCJIe BOCCTAHOBJICHHS — B

pazaene 6.6 OXJIII.
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JIns  Bcex BakIUMH HEOOXOJMMO TAaKXKe TMPUBECTU YKa3aHUE O
HEOOXOIMMOCTH MPOBEPKU BHEIIHErO BUJA Ipenapara nepes BeeaeHueM. [lpu
HEOOXOJIMMOCTH YKa3bIBAIOTCS JOTIOJHUTEIbHBIE HHCTPYKIIUH.

B paznene 6.6 npuBoasTCS CBEACHUS, HEOOXOAUMbIE paOOTHUKY alTeKU
WM WHOMY MEIMIIMHCKOMY pPaOOTHUKY JJIsI TPUTOTOBJICHHUS IIperapara K
BBEJCHUIO BakIUHUpyeMoMy Jiniy. OJHAaKO CBEJCHHUS, HEOOXOJMMBIC Bpady
WM WHOMY MEIMIIMHCKOMY paOOTHUKY ISl  BBEJCHUS  IIperapara
BaKIIUHUPYEMOMY JIUILY, HE JOITyCKAETCsl YKa3bIBaTh B pazjielie 6.6, MOCKOIbKY
OHU JIOJKHBI COAEPkKAThCS B KIIMHMYEcKuX pazaenax OXJIII.

B oTHoOmeHnn XUBBIX BaKIMH HEOOXOIWMO NPUBECTH KaK MHHUMYM
yKa3aHHEe Ha HEOOXOAWMOCTh YTWIM3AIlMKM MpernapaTra, MaTepHaloB,
BCTYIABIIUX B KOHTAKT C JICKAPCTBEHHBIM MpemnapaTroMm, W (WJIH) OTXOJOB, B
COOTBETCTBHUU C TPEOOBAaHUSAMU 3aKOHOAATEIBCTBA rOCyAapcTB — WieHOB Coro3a
B chepe Omostorunyeckoit 6€30MacHOCTH.

B oTHOmEeHNN WHAKTHBUPOBAHHBIX BAaKIIMH HEOOXOIUMO, KAaK MHHUMYM,
MIPUBECTH YKa3aHue 00 yTHUIN3AIlMK HEHUCIOJb30BAHHOW BAaKIIMHBI M OTXOJIOB B
COOTBETCTBHUU C TPEOOBAaHUAMH 3aKOHOAATEIHCTBA rOCyAapcTB — WieHoB Coro3a

B cpepe Onosioruyeckoit 6€30MacHOCTH.

III. CneunanibHbie TpeOOBaHUS K MAPKUPOBKE BAKIIUH

B otHoOI1IEHNN BaKIINH HCO6XOI[I/IMO IIPUHUMATb BO BHUMAHHUC CIICAYIOINC

JOITIOJIHUTCIIBHBIC Tpe6OBaHI/I}I.

1. BropuuHnas ynakoBka

dapmareBTUUECKHE CYOCTAaHIIMM W aJbIOBAaHT WM aicopOeHT (Tpu
HaJIMYMN) HEOOXOJIMMO OTPa3UTh KAU€CTBEHHO W KOJMYECTBEHHO HA EIUHUILY

Z03bI B COOTBETCTBUU C pazaenoM 2 OXJIII, 3a uCKIIFOUeHUEM CITydaeB HEXBATKH
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MECTa, IPU KOTOPBIX TOITYCKAETCS UCIOJIB30BaTh COKPAICHHBIE HAMMEHOBAHUS
OMpEJICICHHBIX aIbIOBAHTOB U aJICOPOCHTOB, eciii oM paciiudpoBanbl B OXJIIT

KonuyecTBO 03 MHOTOJO3HBIX IpeNaparoB HEOOXOIUMO YKa3bIBaTh B
MEPBUYHBIX yIaKOBKaX (KoHTeHHepax). Ha BropuyHOl ymakoBKe JIOIyCKaeTCs
HE yKa3bIBaTh CBEJECHHUS O KJIETOYHBIX CUCTEMAX, UCIIOJIb30BAHHBIX B KAUECTBE
IPOU3BOJACTBEHHBIX CyOcTparoB. CIOBO «MHUKPOTpaMMbD», Kak MpaBUIo,
CIIENyeT YyKa3blBaTb B MAapKHPOBKE ITOJTHOCTBIO, 33 HCKJIIOUYECHHEM CIIy4dacB
3HAYUTEIBHONM HEXBATKU MECTA, NMPHU KOTOPBIX JOMYCTUMO YKa3bIBaTh «MKI,
€CJIi 3TO OOOCHOBAHHO U OTCYTCTBYIOT ONACEHUs C TOUKHU 3peHHs 0€3011aCHOCTU
IIPU IPUMEHEHUHN BaKL[MHBI.

Ha BTOpHMYHON yIIaKOBKE YKa3bIBaeTCA IIEPEYEHb BCIOMOTATENIBHBIX
BEILIECTB B cOOTBETCTBUU C paznesoM 6.1 OXJIII. OxHako npu HEXBATKE MeCTa
JOMYCKAETCS MCIOJIb30BaTh COKPAIIEHHBIE HAUMEHOBAHUSA ONPEAECICHHBIX
BCIIOMOTATENbHBIX ~ BEUIECTB, €CIAM OHM pacmiudpoBaHbl B  0O0IIEH
XapaKkTEPUCTUKE JICKAPCTBEHHOTO IIperapara.

Ecnm BrOopuuyHas ymakoBKa COJIEPKUT JONOJHUTEIBHBIE MAaTEPUAIIBI
(HampuMep, TaMIOHBI, UTJIBI U Jp.), HA He HEOOXOAMMO MEPEYUCIUThH 00llee
COJIEP/KUMOE YITAKOBKHU.

Ha  BTopmuHOW  ymakoBke  HEOOXOAMMO  TPUBECTH  TOJIHOE
OpeayNnpexaeHUE N0 YTWIM3AllMd HEWCIIOIb30BAHHOIO MHpenapara U (WJjn)
OTXOJOB. B cinydae ecnu Ha BTOPUYHOM YIAKOBKE HEIOCTATOYHO MECTA,
YKa3bIBAETCS CCHUJIKA HA HAJIWYME MHCTPYKUMM 1O  yTWIM3ALUU B

JIMCTKEC-BKIIAIBIIIIC.

2. IlepBuyHas yrakoBKa HEOOJBIIOTO pa3Mepa

Ha nmnepBuyHOll  ymakoBKke HEOOJBIIOIO  pa3Mepa  JOMYCKaeTcs

HCII0JIBb30BAaTh KPATKHC HAMMCHOBAHHMA JICKAPCTBCHHBIX (1)OpM B COOTBETCTBHHU C
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HomeHnkiatypoii ieKapCTBEHHBIX (POPM, HO IIPU YCIOBUU UX MPEEMCTBEHHOTO
WCIIOJB30BaHNsl BO BCEX S3BIKOBBIX BEPCHUAX MApKUpOBKU. Ha mnepBuuHOU
yIaKOBKE Majioro pazMepa JeKapCTBEHHYIO (hOpMy JOIMYyCKAETCs HE YKa3bIBaTh,
€CIM TEKCT H3J0KEH B COOTBETCTBUU C TpeOoBaHMSIMU K MapKUPOBKE
JIEKAPCTBEHHBIX CPEJCTB ISl MEIUIMHCKOTO MPUMEHEHHUS U BETEPUHAPHBIX
JIEKApPCTBEHHBIX CPENICTB, yTBepkIeHHbIX Pemennem CoBera EBpasuiickoii
IKOHOMUYECKON KomMHuccuu OT 3 HOsi0psa 2016 r. Ne 76 u npunoxxenunem Ne 17
TpeOOBaHUSAM K UHCTPYKIMH IO MEAUIMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOTO
npermapata M oOmIell  XapaKTepUCTHKE JIEKapCTBEHHOro  Mpernapara,
yTBepKIeHHbIMU Peniennem CoBetra EBpa3uiickoill 3KOHOMHUYECKONH KOMUCCHUH

ot 3 Hos10ps 2016 1. Ne 88.

3. OTpbIBHasi MAPKUPOBKA

JlepkaTenu PpEerucTpallMOHHOTO YAOCTOBEPEHUs BIpaBe MPHUKICUTh
Ha MEPBUYHYIO YIIAKOBKY OTPBIBHYIO 3TUKETKY, KOTOPYIO MOXHO UCIIOJIb30BaTh

AJIs1 BHECCHUA JaHHBIX 00 HNMMYHHU3AIUH B JOKYMCHTALIUIO ITAIKMCHTA.

IV. JIncrok-BriaaapI

JIMCTOK-BKIAABIII HEOOXOOUMO COCTaBJISATL HA OCHOBAHHUHU OOIIEH
XapaKTEPUCTUKH JIEKAPCTBEHHOIO TIpenapara ¢ UCIOJIb30BAHUEM NMOHATHOM JJIs
noTpedbutenss TepMmuHoiorur. CoOKpalleHHbIE TEPMHUHBI HCMOJb30BaTh HE
JIOMYCKAETCsI, TOCKOJIBKY pa3Mepbl TEKCTOBOI'O IIOJA JIMCTKA-BKJIAJbIIIA HE
OTPaHUYCHBI.

B nuctke-BKiIaapIle HEOOXOIUMO OIMUCHIBATH CBOMCTBA BCEX KJIETOUYHBIX
CHUCTEM, UCITOJIb30BAHHBIX MIPU ITPOU3BOACTBE, U, ECIIA 3HAYMMO, UCIIOJIb30BAHNUE

TexHojorun pekomOuHaHTHOM JIHK B cCOOTBeTCTBMM ¢ yKa3aHHSIMHU,
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npeaycmorpeHHbiMu B OXJIII, BrIIFOYas MCIOJIB30BAHUE TAKOTO BBIPAXKECHMUS,
Kak <nosayuena om kniemok XXX [no mexnonoeuu pekomounanmuou /J{HK]>.

B nucTke-BKIagbIIe HEOOXOIUMO yKa3aTh MOAPOOHBIE HHCTPYKIIMH IS
NOoTpeOUTENsT 1O TPUMEHEHHIO, Pab0Te W YTWIW3AIHUH JIEKAaPCTBEHHOTO
nperapara.

BMecTo cokpaiieHuss «MKIr» CJIOBO «MHKPOTPaMMbD»  yKa3bIBaeTCs
MIOJTHOCTBIO.

Ecnu BakImHa cOACPKAT abIOBAHT WX aJICOPOCHT, B JTUCTKE-BKJIAIBIIIC
PUBOAUTCS CIEAYIOIIEE NI SKBUBAIICHTHOE YKa3aHue: <B 8akyuHy 6 kauecmee
[aoviosanma, aocopbenma] Oobasrieno eewpecmeo [X]. [Aowvrosanmul,
aocopbenmul] — smo seugecmed, 006asiseMvle 8 COCMA8 HEKOMOPLIX BAKYUH 8
Yensax YCKOpeHus, VayduleHusi u (uiu) YOIUHEHUs 3AuUMHO20 OelCcmaus

BAKYUHBL> .

V. Ilepeuens npumepoB uHpopmarnu, ykazeisaemon B OXJIII Bakuma

1. ITpumepb! OOIIENPUHATHIX HAMMEHOBAHUH
MHOTOKOMIIOHEHTBIX BaKIIMH

Baknuna nns npodunaktukd  audTepur, CTOJNOHSKA W KOKJIIOIIA
(ancopOupoBaHHas);

Baknpuaa s mpoduiaakTHKH  qudTepud, CTOJNOHSKA W KOKJIIOIIA
(6eckieTouHas, cyobeauHU4YHas) (acOpOMpOBaHHAas);

Baknuaa s npodwnaktukm  qudTepun, CTOJMOHSKA, KOKIIIOIIA
(6ecknerounas, cyorequnnunas) u renaruta B (p/IHK) (ancopOupoBannas).

Baknuaa st npoduIakTHKWA Temathuta A (MHAKTHBUPOBaHHAs)

u renaruta B (p/IHK) (ancopbupoBannas);
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Bakuuna g npodunakTuku  AudTEepUU, CTOJIOHSKA, KOKIIIOIIA
(Obecknerounasi, cyobequuuuHas) u Haemophilus tuna b KOHBIOTUPOBAHHAs
(ancopOupoBaHHas);

Bakumna gms  npodunakTuku  audTepud, CTOJIOHSAKA, KOKIIIOIIA
(6ecknerounas, cyowbeaunuuHas), rematuta B (p/IHK) u mommommenuta
(vHAKTUBHpOBaHHAA) (aacoOpOUpOBaHHAas);

Bakuuna g npodunakTuku  AudTEpUU, CTOJIOHSKA, KOKJIIOIIA
(6ecknerouynas, cyoOwenunuunasi), renatura B (p/[HK), nonmomuenuta
(uHakTUBUpOBaHHas)) W Haemophilus Tinma b KOHBIOTHMPOBaHHAS

(amcopbupoBaHHas).

2. Ilpumepsl npencrasienus pazaena 2 OXJIIII

Bakmmaa s npoduiaaktuky andreprun, CTOJIOHIKA, KOKIIoNIA (OeCKJIeTOuHasl,
cyobsennanyHas) v rernatura B (p/IHK) (axcopbupoBanHas)

1 no3a (0,5 M) COAEPIKUT:

Hudrepuiinpiii aHaTOKCHH! He meHee X ME
CTon0sAYHbIN aHATOKCUH' He meHee X ME
Bordetella pertussis' <mrtamm (TUIT) arTIIOTHHOTEHA™> He meHee X ME
(MHAKTUBUPOBAHHAS)

[ToBEpPXHOCTHBIN aHTUreH renarura B>2 X MKT

! Ancop6upoBanHBIii Ha aTFOMUHKS TUAPOKCHUIE TUApaTupoBaHHoM (X Mr Al).

2 TlonydeH U3 APOKKEBBIX KIETOK (Saccharomyces cerevisiae) 0 TeXHOIOTMHM PEKOMOMHAHTHOM
JIHK.

3 AncopbupoanHas Ha amoMuHus docdare (X mr Al).

[TosHBIN IEpEYECHBb BCIIOMOTATENIBHBIX BEIIECTB NPUBEJICH B pazaeine 6.1.

Baknwmua s npoduinaktuky renmatuta A (WHAKTUBUDOBAHHAS )
u renatuta B (p IHK) (agcopbupoBanuas)

1 no3a (1 M) coaepKuT:
Bupyc renarura A <tum> (MHaKTHBMPOBAaHHBIN) ' 2 X NDA-enunnn
[ToBepXHOCTHEIN aHTUTeH renatura B4 X MKT
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! [Tonyyen u3 qumnnonaHbIX kietok yenoeka (MRC-5).

2 AficopOupOBaHHbIi HA aMIOMUHHUS THAPOKCHIE THApaTUpoBaHHOM (X Mr Al).

3 TlomydeH M3 APOXOKEBBIX KIETOK (Saccharomyces cerevisiae) O TEXHOIOTHH PEKOMOHMHAHTHOM
JIHK.

* Ancopbuposannas Ha amoMunus hocdate (X mr Al).

[TonHbIi EpeyeHb BCIOMOTATEIbHBIX BEIIECTB MIPUBEJIEH B pazaeie 6.1.

Baknwunaa noisg npodwinaktuku Haemophilus tina b KoHpIOrMpOBaHHASA U
reratuta B (pJIHK)

1 noza (0,5 M) COEPAKUT:

[Tonucaxapun Haemophilus Tuna b X MKT
(monupubo3unpuduTosIPocdar)

KOHBIOTUPOBaHHbIN ¢ Neisseria meningitidis ceporpynnsl B <mramm> Y -7
OEJIKOBBII KOMILUIEKC HApy>KHOW MEMOpaHbl — B KAY€CTBE HOCUTEIIS MKT
[ToBEPXHOCTHBIN aHTHIe€H remaTuTa B2 X MKT

! [Tonmy4yeHn U3 APOAOKEBBIX KIETOK (Saccharomyces cerevisiae) IO TEXHOIOTUN PEKOMOWHAHTHOM
JHK.
2 AncopbupoanHas Ha amoMuHus docdare (X mr Al).

ITonHbIN nepeyeHb BCIOMOTaTEIbHBIX BEIIECTB IIPUBEJICH B pazjaeine 6.1.

Baxkimmaa mis npodhWIakTUKA POTABUPYCHONU MHGEKIINHU

[Tocne BocctanoBneHus 1 mo3a (2,5 Mir) COnepx uT:

PeaccopranTt poTtaBupyca pe3yca/dyenoBeka ceporuna | X 10° BOE!
(’KMBOM, aTTEHYHPOBAHHBIN )
PeaccopranTt poTaBupyca pe3yca/yenoBeka ceporumna 2 X 10° BOE!
(’KMBOM, aTTEHYHPOBAHHBIN )
PeaccopraHTt poTaBupyca pe3yca/uenoBeka ceporumna 42 X 10° BOE!
(’KMBOM, aTTEHYHPOBAHHBIN )
PoraBupyc pesyca ceporuna 3 3 ()KMBOM, aTTEHYUPOBAHHBIN) X 10° BOE!

! Bnsimkoo6pasyronue eMHHUIBL.

[TonHbIi HEpeYeHb BCIOMOTATEIbHBIX BEIIECTB MIPUBEECH B pazaeie 6.1.

Bakimmaa 1 npoduinak Tk Judreprun, CTOJI0HIKA, KOKIIoIIa (0eCKIeTouHasl,
cyopenuununag), renatura B (p/IHK), nmoamnomuennTa (MHAKTUBUPOBAHHAA) U
Haemophilus tTuna b koHpr0rupoBanHas (aacopOmupoBaHHAs)
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[Tocne BoccranoBienus 1 no3a (0,5 MiT) COOEPIKUT:

M3Ha4yaabHO B BUJIC CYCIICH3UU:

Judrepuiinbiii anaTrokcun! He MeHee X ME
CTONOHAYHBIN aHATOKCHH! He MmeHee X ME
AnTurensl Bordetella pertussis <mtamm

(TUI armIIOTUHOTEHA)>

KOK/IIOIHBINA aHATOKCUH' X MKT
dusaMeHTHBIH TeMarrIoTuH ! X MKT
[TeprakTun' X MKT
[ToBepXHOCTHEIN aHTUTEH renatura B3 X MKT
[TonmoBupyc (MHAKTUBUPOBAHHBIN )
Tun 1 «rraMmmy» X D-anTureH-e gMHUIL
THUII 2 «IITaMM»» X D-anTureH-e gMHUIL
TN 3 <mITaMmm> X D-anTureH-e gMHUIL
M3HayaipHO B BHJIE ITOPOIIKA:
[Tonucaxapun Haemophilus Tuna b X MKT
(momupubosunpudurondocdar)’
KOHBIOTUPOBAHHBIN € CTOJIOHSAYHBIM AaHATOKCUHOM — Y — Z mxr

B Ka4eCTBE OEIKa-HOCUTEJIA

! Anicop6upoBaHHBIii Ha aTFOMUHKS THAPOKCUIE TUIPATUPOBAHHOM (X MUILTMTPaMMOB Al).

2 Tlonmy4eH W3 APOGKIKEBBIX KIETOK (Saccharomyces cerevisiae) 0 TeXHOIOTMHM PEKOMOMHAHTHOM
JIHK.

3 AncopbupoanHas Ha amoMuHus docdare (X MuLIUrpaMmos Al).

ITonHbIi nepeyeHb BCIIOMOTaTEIbHBIX BEIIECTB IIPUBEJICH B pazaeie 6.1.

Bakumna mist npodwmnaktuku remnarura B (pJIHK)

1 noza (1,0 mu) conepkur:
[ToBEpXHOCTHBIN aHTUTEH renatura B
(6enkoBbIe MOHOMEDHI S, Ipe-S1 u mpe-S2)!2 X MKT

! Monyuen u3 mpnmuabix (C1271) KIETOK 1Mo TeXHONOTHU pekoMOuHanTHOH JJTHK.
2 AficopOUpOBaHHbII Ha aMIOMUHUS OKCHIE THApaTUpoBaHHOM (X Mr Al).

[ToyHBIN EpEYECHBb BCIIOMOTATENIBHBIX BEIIECTB MPUBEJICH B pazaeine 6.1.

Bakuuna s HDOd)HHaKTI/IKI/I KOpH, SIIMACMHNYCCKOI'O ITapOTHUTA
U KPaCHVXH ( )KI/IBaH)

[Tocne BoccranoBnenus 1 no3a (0,5 mit) COOepKUT:
Bupyc kopu' <mrramm> ne menee 1x10° MIKKs?
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(>KMBOM, aTTEHYUPOBAHHBIH)

Bupyc snuaeMuueckoro napotura’ «imramMmm» He MeHee 1x10° UIKKsy?
(>KMBOM, aTTEHYHPOBAaHHBIN )
Bupyc kpacHyxu' «mramMmm» ne menee 1x10° MJIKKs(?

(’KMBOM, aTTEHYHPOBAHHBIN )

! TTosyuen U3 KJIETOK THIIA «KJIETOYHAS CHCTEMA, MCIOJIb30BAaHHAs B IPOM3BOICTBEY.
> CTaTMCTHYECKH OIpe/eseMOe KOJMYECTBO BHpPYCa, KOTOpPOE JOIKHO HHumupoBath 50 %
KJICTOYHOU KYJIbTYpPBI.

[TonmHbIil nEpeYEHb BCIIOMOTATEIbHBIX BEIIECTB IPUBEECH B pazaeie 6.1.

Bakimmaa 1 npoIakTHKU MHEBMOKOKKOBOU HWHGEKITHHU
noJincaxapuaHas (rernraBaJeHTHAs, aJICOPOUPOBAHHAS)

1 no3a (0,5 M) COAEPKUT:

Streptococcus pneumoniae, cepoTuI 4, monucaxapuu’ X MKT
Streptococcus pneumoniae, cepotun 6B, nonucaxapun' X MKT
Streptococcus pneumoniae, cepotun 9V, moaucaxapum! X MKT
Streptococcus pneumoniae, ceporun 14, nonmucaxapun' X MKD
Streptococcus pneumoniae, ceporun 18C, onurocaxapun’ X MKT
Streptococcus pneumoniae, ceporun 19F, nomcaxapun X MKD
Streptococcus pneumoniae, ceporun 23F, nonmucaxapun’ X MKT

! Konstoruposannsiii ¢ 6enkom CRM197 B kauectBe HocuTens (Bcero Y — Z MKT Ha J03y) H
ancopOMPOBAHHEIN HA ATIOMUHMA THAPOKCUAE ruapatupoBanHoM (Bcero 0,5 mr Al Ha 103y).
) y

[TonHbIi nEpeYeHb BCIIOMOTATEIbHBIX BEIIECTB IIPUBEECH B pazaeie 6. 1.

3. [Tpumepsl ykazanus cBeaeHuit B pazaene 6.5 OXJIII

[Tpumep 1

<IIo 0,5 mJ1 cycnieH3uM B IPEABAPUTETBHO 3AMOIHEHHOM HINPHUILIE (CTEKIIO0
[ Tuna) ¢ ynjaotHuTeneM nopiuHs (XJI0pOyTUIKaydyK) B KOMIUIEKTE C UIJIOW WU
0e3 uribl B ynakoBke no S5 wiu 10 mryk.>.

<B npojaxe MOTyT HaXOJUTbCS HE BCE pa3MePhl YITAaKOBOK™.
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[Ipumep 2
<Ilo 1 mi cycnensum Bo (uakone (crekino I Tuma) ¢ ymioTHUTEIEM
NOPIIHS (XJIOPOYTHIIKAy4IyK) B KOMIUIEKTE C UTJI0M B yIIaKOBKe 10 1 mTyke.>.

[Ipumep 3

<ITo 0,5 mn cycnensum u 0,5 M pacTBOpa B MPEABAPUTEIHLHOM
3anojgHeHHOM mmnpuie (ctekino I Tuma) ¢ IBOWHONW KaMepou, YIJIOTHUTEIEM
MOPIIHA (cmech XJIOPOYTUIIKAYUYKOB), KOJIMTAaYKOM HAKOHECUYHUKA
(bpoMOyTuIKaydyyk) ©  OOXOJHBIM  YIUIOTHUTENEM (OpOMOYTHIKAYUYYK)
B YIIAaKOBKE 1O | mTyke.>.

[Tpumep 4
<ITo 10 M (20 x 0,5 ma 103) cycnens3uu Bo (iakoHe (ctekiio I tuma) ¢
yIUIOTHUTENEM (OpoMOYTHIIKay4dyK) B YIIAKOBKE 1O 1 mITyKe.>.

«ITPHNIJIOXKXEHUE Ne 4

K TpEOOBaHUSIM K HHCTPYKILIMH 11O
MEIUIMHCKOMY MPUMEHEHHIO JIEKaPCTBEHHOTO
npenapara u o01Iei XapakTepucTUKe
JIEKapCTBEHHOIO Mpernapara JJist
MEIULMHCKOTO TPUMEHEHUS
(B pegakuuu Pemenns CoBeta
EBpa3niickoil 53KOHOMUYECKOW KOMHUCCUU
ot 21 ¢epans 2025 r. Ne 18)

YKA3ZAHUA
10 MCNOJb30BAHUI0 MeTUIIMHCKOr0 CJI0BAapPA TEPMHUHOB JJI PeryJasiTOPHOMI
nesareJbHOCTH (MedDRA) npu onucannu HeKeIaTeJIbHbIX PEAKIMH B
HHCTPYKUIMHU MO MeIUIUHCKOMY IPMMEHEHHMIO JIEKAPCTBEHHOI'0 Mpenapara
U 0011ell XapaKTepUCTHKe JIEKAPCTBEHHOI'0 Npenapara AJasi MeAMIHHCKOI 0
NPUMEHEeHUA

Bce HCEXKCIIATCIIbHBIC peaknuu H€O6XOI[I/IMO CTPYHIIIUPOBATb B
COOTBCTCTBHH CO CICAYIOIIHUM IOPAJAKOM HAa OCHOBAHHUHN CHUCTCMHO-OPraHHBIX

kiaccoB (COK) MenunuHCKOro cioBapsi TEPMUHOB JJIi PETYJISTOPHOU



161

nesrenbHoctT  (MedDRA). Kak npaBuno, tepmunsl MedDRA cnenyer
KiaccuuIMpoBaTh B COOTBETCTBMM ¢ Haubonee mnoaxoasumuMm COK,
CBSI3aHHBIM C OPraHOM-MHUIIICHBIO.

Jlyist Toro, 4To0Bl MPOBECTH HACHTU(UKALMIO HEXENAaTeIbHbIX peaKIui
HanOoJiee MPOCTHIM M KJIMHUYECKU TOIXOASAIIMM [IJIsi YWTATENsl CIOCcoOO0M,
HEOOXOAMMO MPUMEHSATh MParMaTUYHBIA MOIXOA K PACHOJIOKEHUIO TEPMHUHOB.
Hamnpumep, B 00111e#i XapaKTepUCTUKE JICKAPCTBEHHOTO TIpernapara J0ImyCcKaeTcs
UCIIOIb30BaTh PACIOJIOKEHUE OTIEIbHBIX MPEANOYTUTEIBHBIX TEPMHUHOB
MedDRA Bropuuno mno otHomeHuto K COK wnm  ucnonb3oBarh
MECTOIOJIOKEHUS, HE COOTBETCTBYIOIIME B TOYHOCTH CTpykType MedDRA.
B cnygae ecnu B 0OIIyl0 XapaKTepUCTUKY JIEKAPCTBEHHOTO Mperapara
HEO0OXOJIMMO BKJIIOUUTDH MPENOYTUTEIbHBIE TEPMUHBI «OMKIOHEHUE OM HOPMbI
pe3yibmamos  (QYHKYUOHAIbHLIX —~ NEeYeHOYHbIX  npody, «lenamumy U
«lleuenounasn ouyegpanonamus», BCE OHM  YKA3bIBAIOTCA B  €IUHOM
CUCTEMHO-OpraHHOM  Kilacce «Hapywenuss co  cmoponvl  neuenu u
HCeNUeguLIBOOAWUX — Nymeuy», a HE PaCHpeAciaoTcs 10  OTAEIbHBIM
CUCTEMHO-OpPraHHbIM  KjiaccaM «Hapywenus co cmopoHvl neueHu u
arcenuesuleooawux nymeuy, «Hapywenus co cmoponvl Hep8HOU cucmemvly WU
«Jlabopamophvie u uHcmpymeHmanvhvie OAHHbLEY.

ITepeuenp COK:

MH(EKIIUN 1 NHBA3HH;

100pOKaYECTBEHHBIE, 3JI0KQY€CTBEHHBIC u HEYTOYHEHHBIC
HOBOOOpPa30BaHMs (BKJIFOUYAsT KUCTHI U TIOJIHIIBI);

HApYIICHUS CO CTOPOHBI KPOBU M JIMM(PATHIECKON CUCTEMBI;

HapyIIEHUs CO CTOPOHBI UMMYHHOU CUCTEMBI;

SHJIOKPUHHBIE HAPYIIICHHUS;

HapYHICHUA MeTaboIM3Ma u ITUTaHUI,
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IICUXWYECKUE HAPYLICHUS,

HAPYILIEHUS CO CTOPOHBI HEPBHOM CUCTEMBI;

HAPYILIEHUS CO CTOPOHBI OpraHa 3pEeHusl;

HapYIIEHUs CO CTOPOHBI OpPTraHa cliyXa U JaOUpPUHTA;

HapyLIEHUS CO CTOPOHBI CEPLIA;

HapyUIEHUS CO CTOPOHBI COCY/IOB;

HAPYIIEHUSI CO CTOPOHBI JbIXaTEJIIbHOW CHUCTEMBbI, OPraHOB TIPYIHOU
KJIETKU U CPEIOCTEHHUS;

HApYLIEHUs CO CTOPOHBI KEIIYJOYHO-KUIIIEYHOTO TPAKTa;

HapyUIEHHS CO CTOPOHBI [TIEUEHU U KEITUYEBBIBOISIINX Iy TEH;

HapyUIEHHS CO CTOPOHBI KOKH U MOJIKOKHBIX TKaHEH;

HAPYIIEHUS CO CTOPOHBI MBIIIIEYHOU, KOCTHOW U COEIMHUTEIIbHON TKAHU,

HAPYLIEHUS CO CTOPOHBI ITIOYEK U MOUYEBBIBOAAIINX MyTEH;

OEepEeMEHHOCTb, MTOCICPOOBBIN MEPUO U TIEPUHATAIILHBIE COCTOSHHS;

HAPYLICHUS CO CTOPOHBI PENPOTYKTUBHOM CUCTEMBI U MOJIOYHBIX JKEIIE3;

BPOXK/JICHHBIE, CEMEMHBIC U TCHETUYECKUE HAPYLICHUS;

o01111e HapYILICHUS U PEaKI[UU B MECTE BBEJICHUS;

71a00paTOPHBIC U UHCTPYMEHTAIBHBIE JaHHBIC;

TPaBMbl, UHTOKCUKALIMU U OCIIOKHEHUS POLEAYD;

XAPYPTrUYECKUE U METULIMHCKUE ITPOLIEAYPHI;

COIMAIbHBIC 00CTOATENHCTBA,

po0JIEMbI C IPOTYKTOM.

OrnucaHnue HeXXeNaTeabHON peakly J0HKHO OCHOBBIBATHCS HA Haubosiee
nogxodsameM TepMuHe. Kak mnpaBwio, 3TO ypOBEHb MPEANOYTHUTEIBHOTO
TEPMHUHA, OJJHAKO B HEKOTOPBIX CIydasX HOMYCKAETCS UCIIOJIb30BaTh TEPMUHBI
HUKHETO YPOBHS WM TPYIINOBBIE TEPMHUHBI, HAIPUMEP, BEPXHErO YPOBHI.

I[OHYCK&GTCSI AJalITUPOBATh HAMMCHOBAHUA TI'PYHIIOBBIX TCPMHHOB, CCIH 3TO
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JIemaer WX OoJiee TOHATHBIMA  YWTATENI0  OOMIEH  XapaKTePUCTUKH
JeKapCTBEHHOr0 TMpernapara, HalpuMmep, HE JOMYCKAaeTCsl HCIOJIb30BaTh
adbOpesuarypel HBJIP (He BkitoueHHbI B JApyrue pyopuku) u HY
(HEyTOYHEHHBIM) B 0OIIEeld XapaKTEpPUCTHKE JIEKAPCTBEHHOIO IIpemnapara.
[lopsimok cnoB mpu  yKa3aHUM HEXKENATEIbHOM peakIuu JIOJDKEH OBITh
€CTECTBEHHBIM ISl TMPUHATOW MEIUIMHCKON TEPMUHOJIOTHUH, Hampumep,
«MHTEPCTUIIMANIbHAS TTHEBMOHHUSA», a HE «ITHCBMOHHUS WHTEPCTHUIIHATLHAY.
B HekoTOphIX ciydasx B IENAX YJIYYIICHHWS BOCHPHUATHS pa3perracTcs
HE3HAUUTEIFHO MOJAU(PUIIMPOBATh TEPMHUHBL. B OTHOIIEHHH KOHKPETHOTO
COCTOSIHMSI HEOOXOJIMMO HCIIOb30BaTh HAWOOJIEE MIUPOKO TMPUMEHSIEMBIM
TEPMUH, HAlpUMeEp, MPEANOYTUTENHHO YKa3aTh «cuHiapom Yepmxa-Ctpoccar
BMECTO «QJIEPTHUCCKUH TpaHyIeMaTO3HbIN aHTHHT.

B mpenmenmax kaxmoro COK MedDRA HexenaTenbHbIE pEaKIUU
KJIACCU(PUITUPYIOTCS B COOTBETCTBUU C YACTOTOW MX BO3HUKHOBEHUS:

odeHb yacto (= 1/10);

gacto (= 1/100, no < 1/10);

Heyacto (= 1/1000, vo < 1/100);

penko (= 1/10000, ro < 1/1000);

oueHb peako (< 1/10000);

JacTOTa HEW3BeCTHAa (HA OCHOBAaHWU WMEIOMIUXCS JIAHHBIX OIICHUTH
HEBO3MOKHO).

[Tepen onpeaenenremM 4acTOThl BOSHUKHOBEHUS HEXKEIATCIIbHBIX SIBJICHUIN
Ha OCHOBAaHMHM CHCTEMAaTH3WPOBAHHBIX  HCCICAOBAaHUN  (KIMHUYCCKUX
WCCJICIOBAaHUN W JIPYTMX HCTOYHHUKOB) B IEISIX JIOTHYSCKOW TPYIITAPOBKH
KJIIMHAYECKN POJCTBEHHBIX COCTOSHHM HCIOIB3YIOTCS HAJIKAIINEe YPOBHHU
MedDRA  wuepapxuu. Hamnpumep, y HOalUEHTOB  PETUCTPUPOBAIOCH

«MOCTYpPaJbHOE TOJOBOKPYXKEHUE», «TOJIOBOKPY)XEHUE MpU  (PU3NUECKOU
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Harpy3Kke» U «UJIU0NaTHYEeCKOE rOJI0BOKPYKEHUE) (C 4acTOTOM 2 % Kaxa0¢€), ux
CIIelyeT OTPa3uTh B OOLIEH XapaKTEPHUCTHKE JIEKAPCTBEHHOI'O Iperapara Kak
«TOJIOBOKPYKEHHE» C 4acTOTOM 6 % manueHToB (Mpeanojarasi, 4To KaxJIoMy
NAIMEHTY COOTBETCTBYET TOJBKO OJIHO COOOIIEHHE O TOJOBOKpYKeHuu). B
HEKOTOPBIX CIy4yasX TAaKXKe€ JIOMYyCKAaeTCs HWCIOJIb30BaTh CUTYaTUBHYIO
IPYNIMPOBKY TEPMUHOB WM aJanTUPOBaTh rpymnmnoBbie TepMuHbl MedDRA,
ecnu umermmecs rpynnosbsie TepmuHbl MedDRA He nmprMeHUMBI TOJIHOCTBIO
(HampuMep, COOOILIEHUSI O HEXKENATEJIbHbIX PEAKIUSIX IPEICTABICHbl Kak
«auapes», «auapesi B CTaauu OOOCTPEHHS», «KUAKUU CTYJD», «BOJISHUCTHIN
CTYJD», «KHUIIEYHAs! TUIIEPKUHE3USD U AP., B LEIAX 3HAYUMOCTH U YIyUILICHHS
BOCIIPUSATHSA OOIIEH XapaKTepUCTUKHU JICKAPCTBEHHOIO TMpernapara MnaiueHTaMu
JAHHBIC HEXEJATEIbHbIC PEAKIMU MPEACTABISIOTCA B BHJIE €IWHOIO TEPMHHA
«auaapes», a s ONPENENICHHs] YacTOThl €€ YacTOThl CIIEAYET HMCIOJIb30BaTh
o011ee KOJIMYECTBO TAKUX CIIyYaeB).».

4. B HauMeHOBaHUM TIPUIOKeHUs Ne 5 K yKa3aHHBIM TPEOOBAHUSM CJIIOBO
«XapaKTEPUCTUKE)» 3aMEHUTDH CIIOBOM «XapPaKTEPUCTUKU.

5. lpunoxenust No 6 — 16 k yka3aHHbIM TpPEOOBAHUSM H3JIOKUTH B
CIEIYIOLIEN PENAKIINU

«ITPMJIOXKXEHHE Ne 6

K TPEOOBAHUSIM K HHCTPYKLIMH IO
MEIUIMHCKOMY IIPUMEHEHHUIO JIEKAPCTBEHHOI'O
npenapara 1 o0IIel XapaKTepruCTUKE
JIEKapCTBEHHOIO ITpenapara JJis
MEIUIMHCKOTO IIPUMEHECHUS
(B penakuuu Pemenus Coseta
EBpa3niickoil 5KOHOMUYECKON KOMUCCUU
oT 21 despans 2025 r. Ne 18)
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INEPEYEHD
CTAHJAPTHBIX (OPMYIHPOBOK 1JI51 YKA3ZAHUSA YCJIOBUI XpaHeHU S
JIEKAPCTBEHHBIX NMPeENnapaToB

<Xpanutb npu Temneparype He Boie [25 °C, 30 °C]> unu <XpaHUTb IIpU
temneparype Huxe [25 °C, 30 °C]>;

<XpaHuTh B XoJoauiabHuke (2 — 8°C)>;

<XpaHWUTb U TEPEBO3UTH B XxonoaunbHuke (2 — 8 °C)>! unu <Xpanuts u
TPAHCIIOPTUPOBATh B XonoaumnbHuke (2 — 8 °C)!>;

<XpaHuTh B MOPO3WJIBHOW Kamepe Mpu TeMIepaType [TeMIepaTypHbII
JAana3oH |>;

<XpaHUTh ¥ TPAHCIIOPTUPOBATH B 3aMOPOKEHHOM BUJIE IPU TEMIIEPATYPE
[TemmeparypHbi  guMamaszoH|>? wmium  <XpaHWUTh M TPaHCIOPTHPOBAThH B
MOPO3UIILHOM KaMepe IPH TEMIIEPATYPE [TeMIePaTyPHBIH AUana3oH|>>;

<He oxmaxpatb> winm <He XpaHuTh B XOJOAWIbHHKE™> win <He
3aMOpPaXUBATh>;

<Xpauuth [BHA TEPBUYHOM  yHNAaKoBKM (KOHTeiHepa)]’  IUIOTHO
3aKPBITHIM>";

<XpaHWUTh B OPUTUHAIILHON [BUJI YIIAKOBKH |>*;

<XpaHWTh [BUJ EPBUYHON yIAKOBKH (KOHTElHEpa)]® B [BHI BTOPHYHON
(mOTpeOUTENBCKOM) YIIaKOBKH |*;

<JlekapcTBeHHBIM Tpenapar HeE TpeOyeT CHelUalbHBIX YCJIOBUH
XpaHEHUS™>;

<JlekapcTBeHHBI TIpenapar He TpeOyeT CHeIUaTbHBIX YCIOBHUM
XPaHEHUs, [TeMIIEpaTypHBIN JUAIIa30H |>;

<... I TOTO, YTOOBI 3alIUTUTh OT [CBETA, BIATU|> WM <... IJIS 3alIUThI

OT [cBeTa, Bjaru|>.
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<XpaHWUTHh B 3aAIIUIIICHHOM OT CBETAa MECTE NPH TEeMIIEpaType HE BBIIIE
[25 °C, 30 °C]>°

ITpumeyanus:

B mHacrosmmx craHgapTHBIX (OPMYJIMPOBKAX, BBEICHBI CIICIYIOIINE
IpaBHJIa UCTIOJIB30BaHUS CKOOOK:

[TekcT] — B moJie MeXAy CKOOKaMHU BHOCUTCS WH(OpMaIus HCXOIs M3
yKa3aHHBIX B HUX yCIIOBHIA,

<TEKCT> — B M0JIE€ MEXJy CKOOKaMU TEKCT BHIOMPACTCS WIH yIAISETCS U3
MPEUIOKCHHBIX CTaHAAPTHBIX (OPMYJIMPOBOK B 3aBUCHMOCTH OT BHJA
JIEKapCTBEHHOTO Mperapara.

! Jlanaple 1m0  CcTaOMIBHOCTH, MOJNYYEHHLIE MOPU  TEMIEPATYPE
(25 £2) °C /(60 £ 5) % OTHOCUTEITHHOU BIAXKHOCTH JOJKHBI OBITh TIPUHSATHI BO
BHUMAaHHWE TIPH TMPUHATHH PEIICHUS O BO3MOXXHOCTH TPAHCIIOPTHUPOBKH IIPH
OTCYTCTBUU OXJIAKJICHUS. ITO JOMYCKAeTCS TOJbKO B HUCKIHOYUTEIbHBIX
ClIyJasix.

> VKka3aHue JOIyCKAeTCs MCIONb30BaTh, TOIBKO €CIM IO PE3yJIbTaTaM
UCCIIEIOBAaHUM CTAOMILHOCTU MPUHITO COOTBETCTBYIOIIECE PEIICHUE.

3 KOHKpEeTHOE Ha3BaHHWE BHAA YIIAKOBKH, KOTOpPas OyIeT HCIOJIb30BaThCS
(manpumep, OyTbUIKa, OIMCTEp, KAPTOHHAS MAYKa U T. 11.).

* Cnemyer UCIIOIb30BaTh, €CIIHM JIEKAPCTBEHHBIN [TPEIapaT YyBCTBUTENEH K
ceery u (mim) Bimare. Hampumep, «Xpanumo 6 opucunanvrhom praxone ons
3auumsl om ceéemay, «XpaHumo IAKOH NJIOMHO 3AKPbIMbIM OJISL 3AUUMbL OM
enazuy, «Xpanums O1ucmep 8 KAPMOHHOU nayxe OJis 3auWUmMbl OM CEemay.

> B 3aBUCHMOCTH OT JIEKAPCTBEHHOU (POPMBI M CBOMCTB JIEKAPCTBEHHOTO
mpernapara MOXXET BO3HUKHYTh PHCK YXYIIIEHWS KadecTBa M3-3a JEHUCTBUS
¢uznyeckux (HakToOpoB, HAPUMED, €CIIH MPEMNapaT MOABEPraeTcsi BO3ACHCTBUIO

HU3KUX TeMmieparyp. Huskue TemmepaTypbl B HEKOTOPBIX CIydasX MOTYT
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OKa3bIBaTh BIMSIHUE HA yIAKOBKY. HE00X0AMMO TOTIOTHUTENBHO YKa3bIBATh ATy
BO3MOKHOCTh. Hampumep, «aexkapcmeennwiii  npenapam He mpebdyem
CneyuanbHulX YCI08UL XPAHeHUs, He Xpanums npu memnepamype Hudxice 8 Cr.

® ®opMyIMpPOBKA UCIIOB3YETCA B CIIy4asX, KOTia IPUBEACHHbBIE B ab3amax

NepBOM — JIBeHaAIaTOM Hactosiero [lepeuns popMynnpoBku HE TPUMEHUMBI.

[MTPMJIOKEHUE Ne 7

K TpeOOBaHUSAM K MHCTPYKIIUH TIO
MEAUIIMHCKOMY MTPUMEHEHHIO JICKAPCTBEHHOTO
npenapara u o0IIei XapakTepuCTUKe
JIeKapCTBEHHOTO Ipernapara Jyis
MEAUIMHCKOTO MPUMEHEHUS

(B penakuuu Pemenns Coeta
EBpazniickoil 53KOHOMUYECKONM KOMUCCUU
ot 21 ¢epans 2025 r. Ne 18)

TPEBOBAHUA
K YKa3aHNI0 MAKCUMAJIBHOT0 CPOKA rOIHOCTH (CPOKAa XpaHeHMsl)
CTEPUJILHBIX JIEKAPCTBEHHBIX MPENapaToB MOCJIe NEPBOro BCKPbITHUS
WIH BOCCTAHOBJICHUSA

1. OO0uue monoxeHust

Hacrosiimuie TpeOoBaHusT pacmpoCTpaHSIOTCS Ha BCE CTEPUIIbHBIC
JIEKapCTBEHHBIC MPEMAPATHI JJII MEAULIMHCKOTO TPUMEHEHUS, 32 UCKIIFOUCHUEM
paauodapMarieBTUYECKNX W TPHUTOTOBISEMBIX WU MOJAUPUIUPYEMBIX ex
tempore JIEKapCTBEHHBIX INPENAPATOB.

ITockonpKy MNpenycMOTpPETh BCE BO3MOXKHBIE YCIIOBHUS, IIPU KOTOPBIX

npenapar OyJIyT BCKpbIBaTh, Pa3BOJIUThb, BOCCTaHABIWBAThb, XPaHUTb U Jp.,
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3aTPYJHUTENIBHO, IIOJb30BATENb HECET OTBETCTBEHHOCTH 3a IOJJIEpKAHUE
Ka4ecTBa JICKaPCTBEHHOI'O IIperapara, BBOAMMOIO TNAUMEHTy. Jlepxareinb
PErHCTPAIMOHHOTO  yJAOCTOBEPEHUs  O005i3aH  MPOBECTU  HEOOXOIUMBIE
UCCIIEIOBAaHUSl U yKa3aTh COOTBETCTBYIOLIUE CBEJICHUS O HUX B HMH(OpMAIUU
JUIsL TIOJIb30BaTensl (Hampumep, oOHIell XapaKTepUCTUKE JIEKapCTBEHHOIO
npernapaTa, UHCTPYKIUH 110 MEAUIIMHCKOMY NPUMEHEHHUIO (JIMCTKE-BKJIAIBILIC)
JIEKapCTBEHHOI'0 IMpernapaTa, MAapKUPOBKE) B COOTBETCTBUM C IpUMEpaMH,
yKa3aHHBIMH B pa3fiene 2 HaCTOSUIMX TPEOOBAaHUMN U BbIJEICHHBIMH KYPCHUBOM.

B oTHOmIeHNM yKa3aHUS CPOKOB IOJHOCTH (CPOK XPaHEHHs) U YCIOBUH
XPAHEHUSI OTHAENBbHBIX KaTErOpUi CTEPUJIBHBIX JIEKAPCTBEHHBIX IPENapaToB
1oCJie UX BCKPBITUS 3aSBUTENI0 HEOOXOJUMO TAKXKE YUUTHIBATH IMOJIOKEHHUS
@apmakonen  EBpasuiCKOrO  3KOHOMHYECKOIO  COI03a,  YTBEPKIACHHOU
Pemennem Kosuternn EBpa3zniickoil 3KOHOMHYECKONM KOMHMCCUHM OT 22 aBrycra
2020 r. Ne 100.

B Hacrosmumx TpeOoBaHUAX CPOK XpaHEHUS (CPOK OJAHOCTH) MOHUMAETCS
KaK T[EpHUOJI MEXAY BCKPBITUEM MEPBUYHOM YINAKOBKH (KOHTEUHEPA)
JEKAPCTBEHHOIO Mpemnapata M BPEMEHEM €ro BBEACHUS  IALMEHTY,

MNPOAOJKUTCIIBHOCTD BBCACHUS ITPH 3TOM HEC YUUTBLIBACTCA.

2. CrepwiibHbIE MpEeNapaThl, HE COAEpKAIIUE
AHTUMHUKPOOHBIC KOHCEPBAHTHI

2.1. O6mme ykazaHus

<Xumuueckas u gbusuueczcaﬂ CMAOUILHOCMb 20MO0B0O20 K NPpUMEHEHUIO

JIeKaApPCMBEeHHO20 npenapama noomeepoicoena 6 medenue X uacos (OwHetl) npu

Y C.>;
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<C MuKpoOUOnO2UYeCKOU MOUKU 3PEeHUsl, eciu Memoo GCKpblmusl
(60ccmanosnenusl, pazeedeHnus,) He npensamcmeyem MUKpOOHOU KOHMAMUHAYULU,
JIeKAPCMEEHHbIU npenapam nooaeHCunm HemeoreHHOMY NPUMEHEHUI0.>

<Ecnu JiexapcmeenHvlli npenapam He 68e0eH HeMeOleHHO, XPaHeHue
20M06020 K NPUMEHEHUIO JIeKapCMEeHHO20 npenapama u obecneyerue yciosull

A61emcst 003aHHOCMbIO NOJIb308AMENA. > .

2.2. Yxa3anus s JICKAPCTBEHHBIX MPENAapaToB
TU1st UH(PY3UH UM UHBEKIUM

<Xumuueckas u usuyeckas cmadOUIbHOCMb 20M0OB8020 K NPUMEHEHUIO
JIeKAPCMBEHHO20 npenapama noomeepaiicoeHa 6 meuenue X uacos (OHetl) npu
Y C.>;

<C MukpoOuonocuueckou mouKu 3peHus npenapam  noOAeHCUM
HemeOlleHHoMY npumeneHuro. Eciu npenapam ne eeden HemeOenHO, XpaHneHue
20M06020 K NPUMEHEHUI0 npenapama u obecneyenue YCl08uil 00 B88€0eHUs]
A6nsemcsi 0053aHHOCIbIO NONIb3068AMENS, 8 YEIOM He OOJINCHO npesviuiamsb X
yacos npu memnepamype 2 —8 C unu Y uacoe npu memnepamype ue svtute 25
C, ecru eoccmanognenue (paseedeHue) u m.Hn. HeE OCYWECMBIANOCH 8

NPOGEPEHHBLX U GGJluaMPOGCZHHbZX acenmudeckux ycioeusx. >,

3. JlekapcTBEeHHbIE MTpenapaThl Ha BOJHON OCHOBE, 00J1a/1a01I1e
AHTUMHUKPOOHBIM JECHCTBUEM, U JICKAPCTBEHHBIE MPENapaThl Ha BOJHOW OCHOBE,
COJIeprKalllie AHTUMUKPOOHBIE KOHCEPBAHTHI. be3BOIHbIC IEKAPCTBEHHBIE
npenaparsl (HanpuMmep, MacisHbIC)

<Xumuueckas u Qusuyeckas cmadbUIbHOCMb 20M0OB020 K NPUMEHEHUIO
JIEKApCMBEeHHO20 npenapama noomeepoiicoena 6 meuenue X uacos (OHell)

npuY C.>.
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<C  MuKpoOuonocuyeckou  moOuKU  3PeHus  Nnocie  BCKpblmus
JIeKAPCMBEHHbIU Npenapam 00NnycKaemcs XpaHumo He Oolee yem Z OHel npu
memnepamype t °C. Huvle ycnosus u npoooaricumensbHOCms XpPaHeHUs
AGIAIOMCA OMEEMCIMEEHHOCMbIO 3A6UMENIS.> .

3asBUTENh 0053aH OOOCHOBAaTh 3HAYEHUS Z W [ B KaXJIOM CcCllydae.

3HaueHue Z He JOJDKHO B 1IEJIOM MPEBBINIATH 28 THEHN.

[TPUJTOKEHUE Ne 8

K TpEOOBaHUSIM K HHCTPYKIIMH IO
MEIUIMHCKOMY MPUMEHEHHIO JIEKaPCTBEHHOTO
npernapara 1 001el XapaKTepUCTUKE
JIEKapCTBEHHOTO Mperapara Jist
MEIULUHCKOTO IPUMEHEHUS

(B penakuuu Pemenns CoBeta
EBpa3niickoi 3KOHOMUYECKONM KOMUCCUU
ot 21 ¢epans 2025 r. Ne 18)

INPABUJIA
COCTABJIEHNSI €IMHBIX JIMCTKOB-BKJIAAbIIIEH
U 00IIMX XaPaKTEePUCTHK JIEKAPCTBEHHOT0 NMpenapara
HA pa3Hble T103UPOBKH

1. Kputepuu 00beIuHEHNS] HECKOJIBKUX JJO3UPOBOK
B €IMHYIO OOIIYI0 XapaKTePUCTUKY JICKapCTBEHHOTO Mperapara
B mensx ynpouieHuss paboT MO OLIEHKE PETUCTPAMOHHOTO J0Che U
AKCHEPTU3bl MH(POpPMAIMK O JICKAPCTBEHHBIX MpernapaTrax CileayeT s BCEX
S3BIKOB  COCTABJISATh €AMHBIE OOIIME XapaKTEPUCTUKU JIEKAPCTBEHHOTO
rpernapara B OTHOIUIEHUH Pa3HBIX JTO3UPOBOK OJHOW M TOM K€ JIEKAPCTBEHHOMN
dbopmbl. OOIIME XapaKTEPUCTUKU JIEKAPCTBEHHOI'O Ipernapara JOJKHBI ObITh

INIOJIHOCTBIO HIACHTHUYHBI (38 HCKIHOYCHHNCM CHCL[I/I(bI/ILIHBIX oI 1O3UPOBOK
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CBEJICHUI ), HATPUMEP, €CIIA MMOKa3aHUsI K MPUMEHEHHIO JUIsl Pa3HbIX I03UPOBOK
HE COBNAJAIOT, TO OOIIME XapaKTEPUCTUKH JIEKapCTBEHHOrO Ipenapara
KOMOMHHPOBATH HE JOIYCKAETCsl.

B oTHomeHnn oO0BEAMHEHHBIX TEPMUHOB HEOOXOAMMO HCIOJb30BaTh
TOJIKO  TEPBUYHYIO JIEKAPCTBEHHYIO  (opMy, Hampumep, BO3MOXKHO
KOMOWMHHUPOBAHUE «PACTBOpP MJII HMHBEKIUH BO (IIaKOHE» U «PACTBOp IS
UHBEKIUI B IPEIBApPUTENIbHO 3aOJHEHHOM IINPUIE» € yKa3aHUEM TOJIBKO
«pacTBOP AJI1 UHBEKIUKY.

[Ipn nepBUYHON perucTpaluu JIEKapCTBEHHOI'O IIpenapara CIEeIyeT
UCIOJIb30BATh €MHbIE 00IIME XapaKTEPUCTUKH JIEKAPCTBEHHBIX MPENapaToB.

B ciydae ecim neKapCTBEHHBIM Mpenapar BBITYCKAETCS B Pa3IMYHBIX
JIEKapCTBEHHBIX (PopMax wuHPOpPMAIUS O KaXKIOW JEKapCTBEHHOU Gdopme
JAHHOTO TperapaTa Bcerja J0JDKHA ObITh MPEJICTaBlIeHa B Pa3HbIX OOIIMX

XapaKTEePUCTUKAX JIEKAPCTBEHHOIO Mpernapara.

2. CocraBlieHHE €IMHBIX OOLIUX XapaKTePUCTUK
JIEKapCTBEHHBIX MPENapaToB

B pasnmenax, B KOTOpPBIX NPHUBOAATCS CHeUM(pUYHBIE I Pa3IMYHBIX
JIO3UPOBOK CBEJICHMS, HCOOXOIMMO HCIIOJIb30BATh M0/13aI'0JIOBKH.

[Ton3aronoBok HEOOXOAUMO BBIICIUTH MOJAYEPKUBAHUEM, OH JIOJDKEH
COJIep>KaTh ~ HAaWMMEHOBAHWE  JIGKAPCTBEHHOTO  Mpemapara,  JIO3UPOBKY
(103UPOBKH), K KOTOPHIM OH IPUMEHHUM, U JIEKApCTBEHHYIO (popmy (Hampumep,
«X, 5 wmr, Tabnerkm», «X, 10 wmr, tabmetkm» m np.). Ilocme ykazaHus
cnenu(pUIHON 711 JTO3UPOBKH HHMOpMAIMU HEOOXOAUMO IPETyCMOTPETH
OTIPE/ICIICHHBIM MPOMEXKYTOK UTOOBI YETKO O0O3HAUYUThH KOHEI| CrielrpuIHON
uH(popmaIuy U BO300OHOBJIEHNE YKa3aHHs OOIINX CBEACHUM.

B pasnene 1 «HammeHoBaHue JIeKapCTBEHHOTO IIperapara» yKas3bIBaTh

MO/3ar0JIOBKH HE TpeOyeTcs.
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ITpumep:

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA
[ToproBoe HaumMeHOBaHuUE]|, 5 MT, TaOJETKU

[ToproBoe HaumenoBanue|, 10 mr, TabaeTku

2. KAUECTBEHHbBIN U KOJIMUECTBEHHBIN COCTAB
[ ToproBoe HauMeHOBaHuE|, 5 MT, TaOJIETKU
Kaxxmas TabneTka coepKut 5 Mr Z.

[ToproBoe HaumeHnoBanue|, 10 mr, TabaeTku
Kaxmas Tabnetka conepxut 10 mr Z.

[TonmHbIil nEpeYEHb BCIIOMOTATEIbHBIX BEIIECTB IPUBEECH B pazneie 6. 1.

3. JEKAPCTBEHHAS ®OPMA
Tabnerku
[ToproBoe HaumMeHOBaHuUE], 5 MT, TaOJETKH

TabneTku oT OGenoro A0 Cclierka >KEJITOro IBeTa ¢ T'PaBHUPOBKOM «5» Ha
OJTHOM CTOpPOHE U «Y» Ha 0OpAaTHOM.

[ ToproBoe HaumenoBanue|, 10 mr, TabneTku

Tabnerku ot 6enoro 10 cierka >KeiaToro 1Bera ¢ rpaBUpoBKoi «10» Ha
OJIHOM CTOpOHE U «Y» Ha OOpATHOM.

B nocnenyromux pazaenax KOMOMHUPOBAHHBIX OOIIMX XapaKTePUCTUKAX

JIEKAPCTBEHHBIX MIPENAPATOB MOTYT COJICPKATHCS PA3INUAIOIIUECs CBEJCHUS:

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPETIAPATA
2. KAYECTBEHHbLIN 1 KOJIMYECTBEHHBI COCTAB
3. JEKAPCTBEHHAA ®OPMA

Omnucanue nexkapcTBeHHOW GopMbl (hopma, IIBET, pa3MepHI)

4. KIMHNYECKUE TAHHBIE

(4.2. PexxuM 103UPOBaHUS U CIOCOO MPUMEHEHUS)

6. DAPMALIEBTUYECKUE CBOMICTBA

(6.1. ITepeyenb BcmoMOTaTEIHHBIX BEIIECTB)

(6.3. Cpok rogHOCTH (CPOK XpaHEHUS))

(6.5. Xapakrep W CoOJEp>KaHUE YIMAKOBKM <H CHEIHAILHOE O00OPYIOBaHHUE IS
WCIIOJIH30BAHMSI, BBEJACHHMS MJIM UMITIAHTALTA )
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(6.6. OcoObie Mepbl MPEAOCTOPOKHOCTH MPU YTUIIU3AIUU HUCTIOIB30BAHHOTO
JIEKQpCTBEHHOT'O Mpernapara Wid OTXOO0B, MOJYYEHHBIX MOCJE MPUMEHEHUS
JIEKapCTBEHHOTO IIpenapara, u Apyrue MaHUIyJISIUU C IpernapaTom)

8. HOMEP (HOMEPA) PETUCTPAIIMOHHBIX YIOCTOBEPEHUH

9. KATET'OPUA OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

10. JOSUMETPUA (ECJIMA ITPUMEHMMO)

4. EAVHBIN JTUCTOK-BKJIAIBIII

IIpaBunma  cocTaBiaeHHWST  €QUHOTO  JIMCTKA-BKJIAIBIIIA  SBJISIOTCS
CaMOCTOSITEJIbHBIMU ~ NPABUJIAMM M HANPSIMYK) HE 3aBUCAT OT IPABUII
COCTaBJICHUSI €IMHOM OOIlIel XapaKTepUCTUKHU JIEKApCTBEHHOrO IMpernapara.
B cBsi31 ¢ 3TUM UCIIOJIB30BAHUE €IUHBIX OOIIUX XapaKTEPUCTHUK JIEKAPCTBEHHBIX
penaparoB JOMYCTUMO (€CIIH COOTIOACHBI COOTBETCTBYIONINE KPUTEPHUH ), JaXKE
€CJIM COCTABJICHUE €IMHOTO JINCTKA-BKJIAIbIIIA HE JOMTYCTUMO.

3asBUTENb BIpPaBE MOJATh 3aiABKYy HAa PETUCTPALMIO C €AUHBIM
JIMCTKOM-BKJIQBIIIEM JUISI HECKOJBKMX JO3UPOBOK OIJHOM M TOM Ke
JexkapcTBeHHOU (opMbl. ENUHBIA JTUCTOK-BKJIAJBIIT JTOMYCKACTCS COCTaBJISAThH
IIPU COOJTFOZICHUH CIICTYIOMHNX 3 YCIIOBHUH:

a) peKUM  JIO3UPOBAHUS, YKAa3aHHBIM B OONIEH  XapaKTEpPUCTUKE
JIEKapCTBEHHOTO Tpernapara W JMUCTKE-BKIAJBIIIE, MPEAYyCMAaTPUBAET IO
MEHBIIIEH Mepe JIBa BapUaHTa peKUMa J03UpoBaHus (Hampumep, (aza mogdopa
J103bI, KOPPEKIIHS 103bI B 3aBUCUMOCTH OT KIIMHUYECKOT'0 OTBETA WJIM KOPPEKIUS
71031 Y OCOOBIX TPYIIN);

0) uadopmanvsi B JIMCTKE-BKJIAJBIINIE JJISI HECKOJBKUX JIO3UPOBOK
MOJTHOCTBIO MACHTHUYHA, 3a HMCKIIOUEHHEM HEOOJBIIOro Yuciia Crenu(puIHbIX
JUUTA TO3UPOBOK CBEJCHUM,

B) TIpeJjiaraeMblii  KOMOMHUPOBAHHBIA JIMCTOK-BKJIAJIBIII HE JIOMYyCKaeT
MMyTaHUIBl MEXAY NPUEMOM pPa3HbIX JO3UPOBOK M HE MPUBOJUT K PHUCKY
HENPABWIBHOTO NPUMEHEHHS JICKAPCTBEHHOTO Mpernapara MalueHTOM WIn

oTpeouTENEM.
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B nensax cocraBieHus: KOMOMHUPOBAHHOTO JIMCTKA-BKJIAbINIA 3asIBUTEITH
JIOJKEH BKJIFOUUTD B 3aBJICHHE HA PETUCTPAIIUIO, TIOITBEPKIACHUE PETUCTPALIIH
(mepeperucTpaiyo), BHECEHHE WM3MEHEHUM B PETUCTPAIMOHHOE JOChE

COOTBCTCTBYIOLIICC 000CHOBaHHE.

[MTPMJIOKEHUE Ne 9

K TpEOOBaHUSAM K HHCTPYKIIMH 11O
MEJIUIIMTHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOTO
npernapara u 00IIe XapaKTepUCTUKE
JIEKapCTBEHHOTO Mpernapara st
MEJIUIIMHCKOTO TPUMEHECHUS

(B penakuuu Pemenns CoBeta
EBpa3niickon 5KOHOMUYECKOW KOMUCCUH
ot 21 ¢epans 2025 r. Ne 18)

ITPABUJA
YKa3aHUSA J03MPOBKH (KOJUYECTBEHHOTO COlEPKAHMS
NefCTBYIOIIUX BelleCTB) B HAMMEHOBAHUH
JIEKAPCTBEHHBIX NMPeENnapaTroB

1. O0wwme monoXeHus

JlekapCTBEHHBIM mpenapar MapKUpPyeTcss B CIEAYIOUIEM  BHJE:
«(TOproBoe) HamuMEHOBaHHE + JO3UPOBKa + JiekapcTBeHHas dopmay. Takoe
YKa3aHUE€  paccMarpuBaeTCsi B  KAyeCTBE  MOJHOIO  HAMMEHOBAHMUSA
JIEKApCTBEHHOI'0 IIpemnapara, B CBS3M C YEM HCIIOJIb3YEMOE JAJIEE MOHATUE
«HaMMEHOBAaHWE» B HacroAmmMx IIpaBunax TOHMMAETCS KAk IOJIHOE
HAUMEHOBAHHWE  JIEKAPCTBEHHOI'O  IMperapara, CoJepKalee  yKa3aHHbIE
3 3yIeMeHTa.

B cootBercTBUM ¢ myHKTOM 1 paznena Il TpeboBaHMM K HHCTPYKIIUU IO

MEJIUIIMHCKOMY TPUMEHEHHUIO JIEKAPCTBEHHOIO0 IMpenapata U  oOmen
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XapaKTEPUCTUKE JIEKAPCTBEHHOTO IpernapaTa s MEAUIUHCKOTO MPUMEHEHMUS,
YTBEPKICHHBIX pemeHneM CoBeTa €Bpa3HMMCKOW IKOHOMHYECKOM KOMHUCCHH
or 3 HosiOps 2016 r. Ne 88 (mamee — TpeOoBaHuUs), MOJA JO3UPOBKON B
HAMMEHOBAHMM  JICKAPCTBEHHOTO  Ipenapara TMOHUMAETCs  KOJUYECTBO
(conmeprkaHue) IEUCTBYIOIMIETO BEIIECTBA B €IMHUIIE JICKAPCTBEHHOU (POpMBI, a
TaK)K€ B €AMHUIIE MAacChl WU 00BbeMa JIEKapCTBEHHOTO Mpernapara, 3HaYuMOe
JUIsl TIPABWJIBHOM MACHTU(PUKAIIMK U PUMEHEHUsI JISKAPCTBEHHOTO Mpernapara.
Jlo3upoBka B  HAaMMEHOBAHMM  JIEKAPCTBEHHOTO  Ipemapara  JOJKHA
COOTHOCUTHCA C uH(pOpMaIMei, yka3aHHOW B pazgene 2 u 4.2 o6mieit
XapaKTEPUCTUKH JIEKAPCTBEHHOIO Ipemnapara Juisi MEIUIIMHCKOrO MPUMEHEHUS
(manee — OXJIIT).

ConepxaHue NEMCTBYIONIETO BEIIECTBA B €IUHUIIE MACChl WM 00bema
JIEKapCTBEHHOIO TMperapaTa TakKe Ha3bIBA€TCsl KOHLEHTpALMEd U IPUBOAUTCS
NPEMMYILIECTBEHHO  JUISI  HEJO3UPOBAHHBIX  JIEKAPCTBEHHBIX dbopm
JIEKApCTBEHHBIX MPENAPATOB.

JIJisi HEKOTOPBIX BUJIOB JIEKAPCTBEHHBIX (POPM TO3MPOBKA BBIPAKACTCS
KOJIMYECTBOM JECHCTBYIOILIETO BEIIECTBA, BHICBOOOXK/1a€MOI0 U3 JIEKAPCTBEHHOM
(GhOpMBI B €ITMHUITY BPEMEHHU.

VYkazaHnue A03UpPOBKM B HAMMEHOBAHUM JIEKAPCTBEHHOrO IMIpemnapara
oOecreurBaeT MpeACTaBICHUE MAMEHTY HamOoJiee 3HAYUMON MH(POPMAIIH O
KOJIMYECTBE JIEKAPCTBEHHOTO Mpenapara Npu ero NpuMEHEHUH, TO3BOJISIET JIETKO
UJIESHTU(PUIIUPOBATH JICKAPCTBEHHBIN IIpenapaT U OTJIMYATh €r0 OT APYTrux Gopm
BBIITyCKAa JTOTO IIpemapara, a TakXke TO3BOJSET Bpady Ha3HA4aTh
JIEKapCTBEHHBI Mpenapar ¢ y4eTOM JPYTMX acleKTOB IMpOoLecca JICYEHUs U
IPUMEHEHHUS 3TOTO JIEKapCTBEHHOro npenapara. llens ykaszaHus DO3UMPOBKHU B
ATOM ciiydae oTiimyHa oT neneu pasaena 2 OXJIII u pasnena 2 MapkupoBKH, B

KOTOPBIX COACPKATCA 0oee l'IOI[pO6HBIC N aHAJIUTHYCCKUEC AAaHHBIC O TOYHOM
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KOJIMUECTBE Mpernapara Kak B OTHOIICHUH (apMalleBTUUECKON CyOCTaHIUU
(aKTUBHOM YaCTHU MOJIEKYJIbI IEMCTBYIOLIETO BEIIECTBA), TAK U JIEKAPCTBEHHOIO
npenapara. YKa3zaHue€ JO3UPOBKM JIOJDKHO OCHOBBIBAaTHCSI HA KPUTEPUAX
ya00CcTBa [JIsi TOHUMAaHUS MOTpeOuTeNeM (Ha3HA4yalollUM JIMIOM), a HE Ha
KPUTEPHSIX KauyeCTBa JIEKAPCTBEHHOIO Mpenapara (aHaTUTUYECKUX KPUTEPHUSIX).

Crenenp aeranuzauuu Mexay pasaenamu 1 uw 2 OXJII moxer
pa3nuyaThCs, MOATOMY MpHU YKazaHuW A03upoBku B paszaene 1 OXJII ue
TpeOyeTCsl BKJIFOYATh M30BITOYHBIE CBEJCHUS, KOTOPBIE COJIEPIKATCS B JPYTrUX
pazaenax OXJII u mapkupoBKe JTEKapCTBEHHOTO IpenapaTa. Eciu 103upoBKa B
HAMMEHOBAHMM JIGKAPCTBEHHOTO TIpemapara OTpakaeT TOJIbKO —oO1iee
KOJINYECTBO JECUCTBYIOLIErO BEIIECTBA B MNEPBUYHOM YMNAKOBKE, B JAPYTHUX
paznenax OXJIII u MapkupoBKe JIEKAPCTBEHHOIO IMpernapara HEeOO0XOAUMO
MPUBECTU YETKOE YyKazaHue oO0Iero oodbemMa M KOHILEHTPAIIMU HA CAUHUILY
o0beMa B COOTBETCTBUU C YKa3aHUAMH K TaOnuIile B MyHKTE 2.3.5 HACTOAIIUX
[IpaBui. AHanOrM4HO, €CIIM JO3UPOBKA B HAMMEHOBAHUM JIEKAPCTBEHHOIO
nmpernapara yKa3bplBaeTCsl B BUJE KOHIIEHTPAIMK HA €AUHUILY 00beMa, B IPYTUX
paznenax OXJIIT u MapkupoBKe JIEKAPCTBEHHOTO Mpernapara He00X0AUMO YETKO
yKa3aTh 0OIee KOJUYECTBO JEHUCTBYIOIIETO BelecTBA M OOIUA 00BeM
JIEKApCTBEHHOT'O MIpenapaTa B COOTBETCTBUM C YKA3aHUSIMU K TaOJIMIIE B TYHKTE
2.3.5 nacrosmux IlpaBun. TouHoe ykazaHHe 3THX KJIIOUEBBIX 3JIEMEHTOB B
MpeIaraéMoil MapKUpPOBKE W Ha YIAKOBOYHOM MAaTEpHANEC 3asBUTEIIEM
SBJISIETCS KJIIOUEBBIM aCIeKTOM TIPU JKCIEPTU3E MAKETOB W 00pa3lloB
JIEKApCTBEHHOT'0 TIperapara, HalpaBJICHHbIM Ha CHUXKEHHE pPHUCKa OIIHMOKU
no3upoBaHus. JM3allH MapKUpPOBKH, WCIOIL3YEeMbIH (hapMaleBTHIECKUM
IPOU3BOAUTENEM, JAOJDKEH oOOecrneunBaTh 3aMETHOCTh W OJHO3HAYHOCTH
MOHMMAHUSI KJIOYEeBOM HHGOpMAUMKM JUIsl [PABUIBHOIO MPUMEHEHUS

JICKAPpCTBCHHOTO IIpCIiapara.
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J103upoBKY (KOHIIEHTPAIMIO) YKAa3bIBAIOT, KAaK MPABWIIO, JJIsI OJTHO-, ABYX-
U TPEXKOMITIOHEHTHBIX JICKAPCTBEHHBIX IIpemaparoB. B OTAeIpHBIX Ciydasx
JOMYCKAETCSl yKa3aHUE JIOBUPOBKH (KOHIUEHTpALMM) JJI1 YeThIpeX- U
IS TUKOMITOHEHTHBIX JIEKAPCTBEHHBIX TIPEIIapaToB.

Hacrosimee mpuiioKeHHE TO3BOJSET OOECHEYUTh TapMOHH3AIHIO
yKazaHus WHPOPMAIMK JUISI CXOXHUX JIGKAPCTBEHHBIX TperapaToB |
JICKapCTBEHHBIX ()OPM M COBEPIICHCTBOBAHHE MAapKHPOBKH JIEKAPCTBEHHBIX
npenaparoB I o0ecreueHus MPaBUILHOTO U OE30MaCHOTO WX MPUMEHEHUS U
MUHUMH3AIANA OIIMOOK T03UPOBAHMUSI.

[Tonoxxenusa Hactosamux [IpaBun pacrpocTpaHsSIOTCS UCKIIOYUTEIBHO Ha
yKa3aHue JO3UPOBKM B HAWMEHOBAHUHU JIEKAPCTBEHHBIX MPEMApAaTOB M HE
3aTparuBalOT JIPyTH€ PETYIATOPHBIC TpOIeayphl (HampuMmep, MpaBuIIa
MIPUCBOCHUS HOMEPOB PETHCTPAIMOHHBIX YIOCTOBEPECHHM, pacuyeTa BEeINYUHBI
MOIILIMH, BBIOOpA MEXAY U3MEHEHHEM, TPEOYIOIMUM U HE TpeOyIoImrM HOBOM

perucTpauu, u ap.).

2. Yka3zaHue J03UpPOBKHU
B HAUMEHOBAHUU JICKAPCTBEHHBIX MPENAPATOB

Haunbonee nmoaxoasniuil BapuaHT yKa3aHHs JO3UPOBKHM B HAUMEHOBaHUU
JIEKapCTBEHHOTO Mpernapara OonpeaAesieTcsi B MHAUBUIyallbHOM nopsiake. Eciu B
YIIAKOBKY BJIOKEHO COOTBETCTBYIOIIEE AO3ZUPYIOUIEE HU3JICIUE, U C MOMOIIBIO
Hero OyayT BBEACHBI OJIHA MJIM HECKOJIBKO (PMKCHPOBAHHBIX 103, HEOOXOIUMO
YKa3bIBaTh IO3UPOBKY C YYETOM €r0 MCHOJIb30BaHHUS.

B nomonnenue k nosoxkenusm noapaszaena 1 paszaena I tpeboBanmii, nis
MPAaBUJILHOTO OMNPEACICHUS YKAa3aHUs JO3UPOBKU (HAIpUMEp, TO3UPOBKU B
MApKHAPOBKE JIEKAPCTBEHHBIX MPEINAPATOB, HCCIEAYEMBIX B KIMHUYECKUX
WCCIICIOBAHUAX WJIM NPU HAIUYUU JO3UPYIOIIETO M3JACIHUs) HEOOXOIMMO

YUHUTBIBATH ClIeaytonue (GakTopsbl.
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2.1. JIns yka3aHusi JO3UPOBKH (KOHILICHTPAIIMU) MIPUMEHSIIOT CIICIYIOIIHE
COKpAILCHUS €AUHUL U3MEPCHUS:

r  —TrpaMm

Ml - MWUIMTPAMM

MKI — MUKPOTpPaMM

MJI  — MUJUIWJIMTP

Jns  ykaszaHus JO3UPOBKM TAaKKE IPUMEHSIOT YKa3aHUE 3HAYCHUSA

aKTUBHOCTH JICWCTBYIOIIETO BEUIECTBA, IIPUBEJICHHOE B mozpaszzaene 1
paznena I TpeboBanmii.

[Ipu yka3aHuu JO3UPOBKM HAMMEHOBAHHME €IMHMIIBI JIEKAPCTBEHHOMN
dbopmbl He ipuBoauTcs. Hampumep, 200 mr, a He 200 mr/Tabnetka, 20 ME, a He
20 ME/¢nakoHs.

2.2. KonnuecTBEHHOE YKAa3aHHUE T03UPOBKH (KOHLIEHTPALIMH).

2.2.1. Ilpu yxazaHuu 103UPOBKH (KOHILIEHTPALIMN) €€ YUCIICHHOE 3HAUCHHE
JOJKHO OBITh BBIPAKEHO B PALMOHAIIBHOM BHJIE, YTO JOCTUTaeTCs IMyTeM
BbIOOpa COOTBETCTBYIOUIMX €IMHULl M3MEPEHHUsS] WJIM COOTBETCTBYIOIIMX
INPUCTABOK JJIi OOpa3OBaHUS JECATUYHBIX KpPAaTHBIX W JIOJIbHBIX €IMHUIL
VU3MEPEHHS.

2.2.2. llpn ykazaHuu JO3UPOBKHU (KOHLEHTpALMU) BBIOUPAIOT €AMHULIBI
U3MEpEeHHUs], TTO3BOJISIONINE HCIOIb30BaTh LiEeTble, a HE JPOOHBIC 4YMCIa, WIH
LeJble Yyucia ¢ IpoOHBIM pazpsiioMm 1-ro u 2-ro nopsiaka. Hanpumep, 50 mxr, a
He 0,05 mr, 200 mr, ane 0,2 1, 1,5 Mr, a 1e 0,0015 1.

2.2.3. lIpn ykazaHuum DO3UPOBKH (KOHIIEHTPAIIMU) BBIOUPAIOT CAMHUIIBI
U3MEpEeHHUs], MO3BOJISIIONIME M30eXaTh yKa3aHUs 4uCla, coJepkailero Oosee
Tpex paspsanos (1000 u 6onee). Hanpumep, 1,5 r, a ve 1500 mr, 5 mr, a He 5000
MKT.

B ciywasix ecnu 103upoBKa BhIpakeHa HE B €IMHUIIAX MAcChl (HapuMep,

B ME unu apyrux equHUIAax), TOJbKO Ha YIAKOBKE JIOMYCKAKOTCS COKPAICHUS
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«MJIH.», «MIpA.», Hampumep 5 mMaH. ME, a B OXJII u umHCTpykKmmm mno
MEJIUIIMHCKOMY MPUMEHEHHUIO JICKAPCTBEHHOTO TMpenapara (JIUCTKE-BKIIAIbIIIIE)
OHM HE MPUMEHSIIOTCS.

2.2.4. B cnyyae ecnu MpOU3BOAMTEID BBIITYCKAET JICKAPCTBEHHBIN ITpenapar
OHOTO HAaMMEHOBAHUS B OHOM JIEKAPCTBEHHOM (POpME C pa3HBIM KOJMUECTBOM
JENCTBYIOIIETO BEMIECTBA, I03UPOBKH YKA3bIBAIOTCS B OIMHAKOBBIX EAVMHUIIAX IS
BCEM JIMHEWKU JIeKapCcTBeHHOTO nipenapara. Hanpumep, 0,751, 1 ru 1,5 1, a ve 750
mr, I Tu 1,51, 250 mr, 500 mr 1 1000 mr, a 5e 250 mr, 500 Mru 1 1.

2.2.5.B cnydae uUCHOJIb30BaHHS B KAayeCTBE JEHUCTBYIOIIUX BEIIECTB
7(¢UpOB, COJieH, COIbBATOB YKa3bIBACTCS COJEPIKAHKE ICUCTBYIOIIETO BEIIECTBA
B IepecyeTe Ha aKTUBHYIO YaCTh MOJIEKYJbI (KHUCJIOTY, OCHOBaHUE, O€3BOTHOE
WIM Cyxoe BemiecTBo). Hampumep, mnpu UCHOAB30BAHUM B KAdyeCTBE
JNEUCTBYIOIIEr0 BellecTBa KetoTudeHa dyMapara yKa3bIlBaeTCs COJEpKaHUE
JICHCTBYIOIIETO BEIIECTBA B MTEpECUYETe Ha KETOTU(EH.

B cnydae ecim  wcmonmb3yemble  cond, 3GUPHl  OTIIMYAIOTCS
dbapMakoIOTUYECKUM JIEUCTBHEM JIOMYyCKAeTCS YKa3blBaTh JIO3HPOBKY B
mepecyeTe Ha BCIO MOJIEKYJy JICMCTBYIOIIETO BellecTBa (HAmpuUmep,
OCH3WJINEHULIWJUTMHA HATPUEBAS COJIb).

2.2.6. Jlyist AByXKOMITOHEHTHBIX JIEKAPCTBEHHBIX MPENAPATOB COJICPKAHKE
KaXJOTO W3 ABYX ACHCTBYIOIIMX BEIIECTB YKa3bIBACTCS, C HCHOJIb30BAHUEM
3HAKa «+t» WIH «/» ¥ OJMHAKOBBIX CAWHUIl M3MEPECHUS, Hapumep, «25 mr + 50
MI» WK «25 Mr/50 mMry.

JIsi MHOTOKOMITOHEHTHBIX JIGKAPCTBEHHBIX IIPENapaToB COACPKaHUE
KaXJ0TO U3 JCHCTBYIOIIMX BEIIECTB YKA3bIBACTCS MOCIEIOBATEIBHO B TOPSIKE,
COOTBETCTBYIOIIEM TPYNIUPOBOYHOMY (OOIIEIPUHATOMY) HAUMEHOBAHUIO, C

HCTIOJIb30BaHUEM 3HaKa «+» WK «/». Hanpumep:
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«AmnogunuH + Bancapran + 'ugpoxnoporunazumny —  «5 mr + 160 mr
+ 12,5 Mr», tne 5 Mr — coaepxanue amioaunuHa, 160 mr — coaepkaHue
BaJICapTaHa, 12,5 Mr — cogepx’aHue TupoXJIOPOTHA3NIA;

«Amnomunus / Bancapran / 'mapoxmopotnazua»y  —  «5 mr/ 160 mr/
12,5 mr», Tne 5 Mr — coaepkanue amiiogunuHa, 160 Mr — coaepxaHue
BaJIcapTaHa, 12,5 Mr — cogepx’aHue TuApOXJIOPOTHA3U/IA.

[Ipy »5TOM HCHOJB3YIOTCS OJWHAKOBBIC EIUHUIIBI HM3MEPEHUS IS
0003HAYEHUS COJIEPKAHUSI KaXKJOro M3 JEHUCTBYIOIIUX BeEIIECTB (B cliydyae
WCIIOJIb30BAHUSI MACCOBBIX €UHUILL BEIPAKECHUS).

2.3. YKa3zaHue KOHIEHTPAlUHU JIJIs JIEKaPCTBEHHBIX MPEMAPaTOB.

2.3.1. Ins  yka3zaHus ~ KOHIICHTPAIIMM  TNPUMEHSIOT  KOMOHWHAIIUIO
OTHOIIICHUHN E€UHUIl U3MEPEHUS, TPUBEICHHBIX B MOAMYHKTE 2.1 HacTOsIUX

[IpaBui, Hanpumep:

/M rpaMM Ha MAJUTAJIATP
MT/MJT MHWJUIATPAMM Ha MUJUTAIIATP
MKI/MJI ~ MHUKPOTPaMM Ha MIJLTUIUTP
MT/T MHWJUIATPAMM HA TPaMM
MKT/T MHKpPOrpaMM Ha rpaMM

MKTI/MT MHKpPOrpaMM Ha MUJUIUTPAMM

ME/mn MEXIyHApOaHasl €IUHUIIA OMOJIOTUYECKON aKTUBHOCTU
Ha MUJUTUJIUTP

ME/r MEXKIyHapO HAs SIUHHIIA OMOJOTHYECKON aKTHBHOCTH
Ha rpamMMm

ME/Mr MEXIYHapOoaHasl €AUHUIIA OMOJOTMYECKON aKTHBHOCTH
Ha MUJUTUTPaMM.

2.3.2. Yka3zaHue JO3UPOBKM B TIPOIICHTAX HE JIOMyCKaeTcs, 3a
UCKJIFOUYEHHUEM 3apeTMCTPUPOBAHHBIX JIEKAPCTBEHHBIX TMPENapaToB (MM HOBBIX
JIO3UPOBOK  TakKMX MpenaparoB), JO3UPOBKH  KOTOPBIX  TPAJUIIMOHHO
BBIPAXAIUCh TAKUM CIOCOOOM (B YaCTHOCTH MH(Y3MOHHBIE U UHBEKIIUOHHbBIC
PacTBOPBI: M30TOHMYECKUN PACTBOP HATPHS XJIOPUJA, PACTBOPHI TIFOKO3bI U

aJ'IB6YMI/IHa, B HCKOTOPLIX ClIy4dasdX TBCPAbIC U MATKHUC JICKAPCTBCHHLIC q)OpMBI B
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MHOT'0/IO30BBIX yIakoBkax). [Ipu 3ToM pomyckaercss MCIOJIb30BAHUE 3HaKa
pOLEHTAa «%o» B CIEAYIOIINX 3HAYCHUAX:

MAacCCOBBIM IIPOLIEHT, BHIPAXKAIOIIMN KOJIUYECTBO IPAMMOB JIEUCTBYIOIIETO
BemiecTa B 100 rpamMmMax JIeKapCTBEHHOTO Mpenapara;

MacCco-OObEMHBI  TPOIICHT, BBIPAKAIONIUNA  KOJIUYECTBO T'PaMMOB
nercTByroniero Bemectsa B 100 MIITAIUTpaX JISKAPCTBEHHOTO Mpenapara;

00bEMHBIN MPOLIEHT, KOJINYECTBO MUJITUIIUTPOB JICHUCTBYIOIIETO BEIIECTBA
B 100 MIILUTHIIMTpaX JIEKAPCTBEHHOTO Mpenapara.

2.3.3. IIpu yka3aHuH KOHUEHTPALIMH JICVCTBYIOIIETO BEIIECTBA B €IUHUIIE
Macchl Wi o0beMa JIEKapCTBEHHOTO mpemnapara mudpy «l» He yKa3bIBaloT.
Hampumep, 200 ME/min, a ne 200 ME/1 mi.

2.3.4. JlomyckaeTcs yKa3blBaTh COMEPKAHUE JICHCTBYIONIETO BEIIECTBA B
WHOM KOJIMYECTBE MAaCChl WM 00beMa JIEKAPCTBEHHOTO Ipernapara, IpUBOIs Mpu
3TOM JJaHHOE KOJIMYECTBO mpenapara, Harnpumep, 200 ME/0,5 mi.

2.3.5. na MHOTOKOMITOHEHTHBIX JIEKAPCTBEHHBIX rpenaparoB
KOHIIEHTPAIMIO YKa3bIBAIOT C YYETOM TOJIO)KEHUM MOANMyHKTa 2.2.6 HACTOSIIMX
[IpaBun Hanpumep, (25 mr + 50 mr)/5 mi wim (25 mr/50 mr)/5 mi.

VYkazanue 103UpOBKU (KOHIIEHTpAILMM) JIJISI PA3JIMYHBIX JIEKAPCTBEHHBIX
dopMm mpuBeAeHO B TAONMIE, TAE HCIOJB3YIOTCS CIEAYIOMNE YCIOBHBIC
oOo3HaueHus:: X me/mMn = KOHyeHmpayus;, Z me = obOwee cooepicanue
Oeticmsyioweco eewecmea, Y mi = oowuil odbvem, Z me/Y mn = oduee

cooepaicanue 0elicmayroule2o seujecmsaa 8 oouem ooveme.

JlexapcTBeHHas popma Tun nepBUYHOM [Ipeanouturensuoe | Crioco6 BeIpaKeHUS
YIaKOBKH' o0o3HaueHHE JO3UPOBKHU
JI03UPOBKU> (xoHIeHTpanuy)’
JlexapcTBEeHHBIE TpeNapaThl AJisl IpUeMa BHYTPh
TBepble 1O3UPOBAHHBIE OZHOI030Bast KOJIMYECTBO Ha Z Mr
JIeKapCTBEHHbIE (POPMBI MHOT01030Ba51 CAMHMILY
(Hanmpumep, TabIETKH, JIO3UPOBAHHOMN
KarcCyJbl) JIEKapCTBEHHOMN

(bopmbI
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JlexapctBenHas popma Tun nepBuYHOM [Mpenmourutenproe | Criocod BBIpaKEHUS
yrnakoBku' o0o3HaYeHHE JO3UPOBKU
JI03UPOBKK> (KOHIeHTpaLH)’
TBepuble MHOT0/1030Bast KOJIMYECTBO Ha X Mmr/r
HEJI03UPOBAHHBIC €MHUILY MacChl
JIeKapCTBEHHbIE (POPMBI
(Harpumep, TpaHyJIbl)
Msirkue iekapcTBEHHbIE OJIHO/1I030Bast oOl11ee KOJIU4EeCTBO B Z mr
dbopMbl (HanipuMmep, MEPBUYHON YITaKOBKE
fracta, Ieilb UL puemMa MHOT0/1030Bast KOJIMYECTBO Ha X Mmr/r
BHYTPE) €MHUILY MacChl
Kunkue nekapcTBeHHBIE OJIHO/1I030Bast o011ee KOJTU4eCTBO B Z mr
¢dbopMbI (Hanpumep, IIEPBUYHOM YITAKOBKE
aMIybl, cale) MHOT0/1030Bast KOJIMYECTBO Ha X mr/min
eIMHUILY 00beMa
[Topomiku (Tpanymsl) Ass OJIHO/1I030Bast o011ee KOJTU4eCTBO B Z mr
MPUTOTOBJICHUS KUIAKUX MEPBUYHON YIIaKOBKE
JICKapCTBEHHBIX (opM MHOT0/1030Bast KOJIMYECTBO Ha X mr/min
eAMHUIlY 00bemMa
nocine
BOCCTaHOBJICHUS
‘ JlexapcTBeHHBIE TIpenapaThl Il MAPEHTEPATHHOTO BBEICHUS
Kunkue nekapcTBeHHBIE 0/IHO/030Bas (ipu  o0I1Iee KOJTUIECTBO B Z mr’
dbopmbl €MHOBPEMEHHOM  TIEPBUYHOM YIaKOBKE
BBEICHHUU")
0JIHO/1030Bas (TIipu KOJIMYECTBO HA X mr/mm’
YaCTUYHOM eAMHUILY 00beMa
BBEICHHUHU")
MHOT'0Z1030Bast KOJINYECTBO Ha X Mr/min
eIUHUIlY 00beMa
[Topormku st OJTHOJI030Bas 00111ee KOTUYIECTBO B Z mr
MPUTOTOBJICHUS KUAKUX MEPBUYHOMN YIIaKOBKE
NIEKapCTBEHHBIX pop M MHOT'0JI030Bast KOJIMYECTBO Ha X Mr/mi
eMHUIlY 00beMa
nocine
BOCCTaHOBJICHUS
Konnentpatst OJTHOZ030Bas o0111ee KOJINYECTBO B yAY
(mpu MEPBUYHON YIIaKOBKE
€MHOBPEMEHHOM
BBCIIGHI/II/I4)
OJIHO/1030Bast KOJIMYECTBO Ha X mr/mn’
(npu YaCTUYHOM eMHUILY 00beMa
BBeeHUN") nepes pa3BeAeHUEM
KoHnuentpatst MHOT'0/1030Bast KOJIMYECTBO HA X Mr/mi

eIMHUILY 00beMa
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JlexapctBenHas popma Tun nepBuYHOM [Mpenmourutenproe | Criocod BBIpaKEHUS
yrnakoBku' o0o3HaYeHHE JO3UPOBKHU
JI03UPOBKH> (xoHIeHTpanuy)’
nepes pa3BeIeHuEM
NmnnanTatel
NmruianTaTel o0miee KOJTUYECTBO B Z Mr

HUMIIJIaHTaTC

JlexapcTBEHHBIE NpenapaThl sl HAPY>KHOTO, TPAHCIEPMATLHOT0, PEKTATbHOIO,
BarvHAJIbHOTO BBEJICHHS, HAHECEHHS Ha CIIM3UCTYIO 000JIOUYKY MOJIOCTH PTa, AECEH

TBepble 103UpPOBaHHBIC OJIHO/1I030Bast KOJIMYECTBO Z mr
JIEKapCTBEHHBIE (DOPMBI Ha CIUHU
P (bop MHOT'0/1030Bast JUTHHLLY
(Hampumep, JTIO3UPOBAHHOM
CyNMO3UTOPUIA, TAOJIETKA, JIEKapCTBEHHOM
Karcysa) hopmbI
Tepabie MHOT0/1030Bast KOJIMYECTBO Ha X mr/t
HEJ03UPOBaHHbBIE €IMHUILY MacChl
JIeKapCTBEHHBIE (DOPMBI
(HampuMep, OPOIIIOK)
TpaHcaepMalibHbIC OJHOI030Bast HOMHWHAJIBHOE X mr/Y 4
npenaparsl s KOJIMYECTBO,
CHUCTEMHOTO TTPUMEHEHUS BBICBOOOKIa€MOE Ha
(Hampumep, TIaCTHIPh €IMHUILY BpeMEHHU
TPaHCAECPMAJIbHBIN)
TpancnepmanbHbIe O/IHOJI030Bas o011ee KOTUYeCTBO B Z mr
npenaparsl JAJisi MECTHOTO TJIACTBIPE
NpUMeHeHus (HampuMmep,
TJIACTBIPh
TpaHCIePMAabHBII)
Msrkue iekapCTBEHHBIE OJTHOJI030Bas KOJIMYECTBO HA X Mmr/r
dbopMbI (HapuMep, Kpem, MHOT0/1030Bast €MHUILY MacChl
relib, Ma3b)
Kunkue nekapcTBeHHbIE O/IHOJI030Bas o011ee KOTU4IeCTBO B Z mr
(bopMBI TIEPBUYHOH YITaKOBKE
MHOTI'0/1030Bas KOJIMYECTBO Ha X Mr/min
eAMHUILY 00beMa
JlexapcTBeHHBIE MpenapaThl IS HHT AT
WuransiuoHHbIe OJIHO/I030Bast KOJIMYECTBO B X Mmr/mo3a
JIEKapCTBEHHBIC (DOPMBI MHOT'01030Bas JOCTaBIIIEMOH JI03€
(Hampumep, TBEPIbIE
KarcyJbl, a3pO30JIH,
rasbl)
PactBop (cycrieH3usi, 0JIHOI030Bas 0o0111ee KOJINYECTBO B Z Mr
OMYIBCHS) TS MIEPBUYHON YIIaKOBKE
HeOynai3epa
PactBop (cycnensusi, MHOT'0J1030Bast KOJIMYECTBO HA X Mr/mi

SOMYJIBCHS) JIJISI
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JlexapctBenHas popma Tun nepBuYHOM [Mpenmourutenproe | Criocod BBIpaKEHUS
yrnakoBku' o0o3HaYeHHE JO3UPOBKHU
JI03UPOBKH> (xoHIeHTpanuy)’
HeOynan3epa eAMHUILY 00beMa

O(bTaJIBMOJ'IOFI/IquKI/Ie, YIIHBIC U Ha3aJIbHBIC JICKAPCTBCHHBIC IIPCIIapaThl ‘

JKunkue ekapcTBeHHBIE OZHO1030Bas KOJIMYECTBO Ha X mr/ma
bopmbl MHOTI'0/1030Bast eIMHUIly 00beMa

Msrkue J1eKapCTBEHHBIE OZHO030Bas KOJIMYECTBO Ha X mr/t
dopmbl (HapuMmep, Masb) MHOT'0/1030Bast €MHUILY MaCChI

' OnHomo30Bast MepBUYHAs YIAKOBKA COJAEP/KUT KOJMYECTBO Mperapara, MpeIHa3HAuYeHHOEe I
MOJTHOTO WJTM YaCTUYHOTO MPUMEHEHUs 3a | mpreM. MHOro/1030Bast IEpBUYHASL YITAKOBKA COACPIKUT
KOJIMYECTBO Iperapara, MPUro{Hoe AJs IBYKpaTHOrO U 0oJiee 103UpOBaHHUS.

2 KonugecTBo (hapMaleBTHIECKOH CyOCTaHIIMM UK IEHCTBYIOIEr0 BEMIECTBA COOTBETCTBEHHO.

3 KpoMe yka3aHHBIX B TaGJHIE CIIOCOOOB BBIPAXKEHMS JT03MPOBKH (KOHIIEHTPAIMH), JOIYCKAETCs
UCTIONB30BaTh JIPyTMe TMpHEMJIEMble E€IWHUIBI HM3MEPEHHs /IS BBIPQXEHUS JIO3UPOBKU
(KOHIIEHTPALIHH ).

* EquHOBpeMEHHOE BBEJICHHE: TIPMMEHEHHE BCEr0 KOJHMYECTBA JIEHCTBYIOIIEr0 BENIECTBa,
coJiep Kallerocst B IEPBUYHOIN yIIakoBKE €AMHOBPEMEHHO B paMKax OJHOro BBeleHHs. YacTuuHOe
BBEJICHME: BBOJAMMAs 1032 PACCUMTHIBACTCS B MHIUBUAYAJILHOM IOpsAKE (B MI/KT Macchl Tena, B
MI/M?), & HEUCTIONb30BaHHAs YacTh JIeKapCTBEHHOTO MperapaTa yHHUTOKAETCS.

> Eciiv B HAMMEHOBAaHUH JIEKAPCTBEHHOTO MpenapaTa J03MPOBKa YKa3bIBAETCs KaK KOHI[EHTPAIUs Ha
yIaKOBKE HEOOXO0IMMO YETKO yKa3aTh oOl1ee coiep)kanue B oomeM oobeme. Ecnu B HauMeHoBaHUM
JIEKapCTBEHHOTO TIpenapaTa IO03UpOBKa YKa3bIBaeTCS Kak o0OIee KOJMYECTBO JEHCTBYIOIIETO
BEIlleCTBA B MEPBUYHOHN ynakoBke. Ha ymakoBke HE0OXOAMMO Takke yKa3zaTh OOIIMHA 00beM MU
oO1iee copepkanue B 001meM o0beMe U KOHIeHTpanuio. Ecium B HAMMEHOBaHUU JIEKapCTBEHHOTO
npernapara JO03MpOBKa YKa3bIBaeTCs Kak oOIlee KOJMYECTBO B 00IeM 0ObeMe Ha YIMaKOBKE TaKKe
ClIelyeT yKa3aTh KOHIEHTPAIUIO.

® [Ipu Hanuuuu oT/ENBbHON PEKOMEHIAMKE B OTHOIIEHHH 00beMa IS PACTBOPEHHUS JO3UPOBKY B
KauyecTBE aJlbTEPHATHBBI JOMYCKAeTCs YKa3blBaTh B BHJIE OOLIEro KOJHMYECTBa B OOIIEM 0oObeMe
nocse pacTBOpeHust «Z Mr/Y Mi».

2.4. OcoOble cimyuan yKa3zaHus JO3UPOBKHU (KOHIIEHTPALIH).

2.4.1. Jlns JexkapCTBEHHBIX IMpemaparoB sl TpUeMa BHYTPh B
MHOTO/IO30BOM  YITAKOBKE, JIEKAPCTBEHHAss (opmMa MPUMEHEHHUS KOTOPBIX
OTJIMYAETCS OT WCXOAHOW JIeKapCTBEHHOW (opmbl (Hampumep, Tpelyercs
NpoBeJeHNE NpeoOpa3oBaHUs MyTEM PACTBOPEHUS, Pa3BEICHHUS), TO3UPOBKA
yKa3bIBAa€TCS JJIsI JIGKAPCTBEHHOUM (opMbI MpuMeHeHus. Hanpumep, «mopoiiok
JUTsl IPUTOTOBJICHUS CYCIIEH3UH JIJISl IpreMa BHYTPb 4 MI/MJID» — IPU OTCYTCTBUU
JIO3UPYIOIIETO YCTPOWCTBA, «IOPOIIOK JJisi MPUTOTOBJICHUS CYCHEH3UM IS

npuema BHYTpb 20 Mr/5 Mi1» — Py KOMIUIEKTAIUK TO3UPYIOIIUM YCTPONUCTBOM.
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242. Ina  paguodapMalleBTUUECKUX  JIEKAPCTBEHHBIX  IIpEnapaToB
yKa3bIBaeTCsl 00IMasi paJUOaKTUBHOCTh, BBIPAXKEHHAS PaJUOAKTUBHOCTHIO
nykinunaa B oekkepensix (I'bk, Mbk, kbk) B egunuiie 10361 (1711 JO3UPOBAHHBIX
JIEKapCTBEHHBIX (OpPM) WM paTUOAKTUBHAS KOHILIEHTpAIMs, BbIpaKCHHAas
paaroakTUBHOCTRIO Hykiauga B Oekkepensx (I'bk, Mbk, kbk) B emguHuie
NEePBUYHOMN YIAKOBKH (JJIs1 HEIO3UPOBAHHBIX JIEKAPCTBEHHBIX (GOPM).

2.4.3. JlosupoBka (KOHIICHTpAIMs) HE YKa3bIBA€TCS ISl CICAYIOITUX
JIEKAPCTBEHHBIX MIPEIApPaTOB:

B JICKAPCTBEHHOU (hOpMe «Ta3 MEAUIIMHCKUI, «MACII0», «KUTKOCTHY;

B BujJe (HhacOBAaHHOTO JIEKAPCTBEHHOTO CHIPbsi M MPEAHA3HAYCHHBIX IS
MPUTOTOBJICHUS BOAHBIX U3BJICUYEHUN;

CJIOKHBIX COJIEBBIX PACTBOPOB JIJIs1 MH()Y3UOHHOT'O BBEICHUSI;

rOMEONaTUYECKUX JIEKAPCTBEHHBIX MPEMapaToB;

MOJMBUTAMUHHBIX  TPENaparoB M  MPEnaparoB,  COJEPHKALUUX
MOJIMBUTAMUHBI B KOMOWHAIIMK C MUHEPAJTbHBIMUA KOMITIOHEHTAMH U IPYTHUX.

2.4.5. Ha ynakoBke (3TUKETKE) KUJIKUX JIEKAPCTBEHHBIX MPENapaToB st
UHBEKIUM, KPOME [IO3UPOBKH, YKA3bIBAETCS KOHIICHTpAIUs JCHCTBYIOIIETO
BemectBa B 1 mul. [ copepXuMoro ymakoBKM oO0ObeMOM MeHee 1 M
yYKa3bIBaCTCSl COJCpP)KaHME JICUCTBYIOIIETO BelIecTBa B 00meM oObeMe
ynakoBkH, Hampumep, 12,5 wmr/0,625 min. B ciaydae ecnu HasHadYeHUE
JIEKQpCTBEHHOT'0 Tpernapara 3aBUCUT OT €ro KOHIIEHTpaluh B MPOLICHTAaX,
JOTyCKAaeTCsl BMECTE C HEM yKaszaTh COJCp)KaHHUE JICHCTBYIOIIETO BEIIECTBA B

oO1ieM o0beMe yrnakoBku, Harpumep, 1 % (100 mr/10 mu).
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[MTPUJTOXEHUE Ne 10

K TpeOOBaHUSAM K UHCTPYKITUH 110
MEIUIIMHCKOMY MTPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara u 001Iel XapaKTepUCTUKE
JIeKapCTBEHHOTO Tpenapara Jijis
MEIUITTHCKOTO PUMEHEHHUS

(B penakuuu Pemenus CoBeta
EBpa3zuiickoil 5KOHOMHUYECKOW KOMUCCUU
ot 21 ¢epans 2025 r. Ne 18)

INNABJOH
o01ell XapaKTepuCTHKH JIEKAPCTBEHHOI0 Npernapara

B mnacrosmem mabinoHe, NOPUMEHSIOTCS  CIEAYIOIIHME IpaBuia
UCIIOJIb30BAHUS CKOOOK:

{TeKCcT} — B MOJE MEXJIYy CKOOKaMHU BHOCHUTCS MHPOpPMALMS HCXOIS U3
COCTaBa U 0COOEHHOCTEH JIEKapCTBEHHOIO Mpenapara;

<mekcm> — B TOJI€ MEXAY CKOOKaMU TEKCT BBIOMPAETCS WM yAaseTcs
U3 TPEeNJIOKEHHBIX CTAaHAAPTHBIX (POPMYIMPOBOK (BbIAEIEHBI KYpCHUBOM) B
3aBUCUMOCTH OT JICKAPCTBEHHOTI'O Mpernapara (B TEKCTE 0011el XapaKTepUCTUKU

JIEKAPCTBEHHOT'O IIpenapaTa KypCuB HE TPUMEHSIETCH).

OBIIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

<V Jlannovui nexapcmeenHulil npenapam nooaencum OONOIHUMETbHOMY
MOHUMOPUHZY. DMO No360aUM ObICPO GbIAGUMb HOBYI0 UHPOPMAYUIO No
bezonacnocmu. Mvi obpawaemcs Kk cneyuaiucmam cucmemul 30pasooXpaHeHus

C np00b60L7 COO6WClmb 0 J1100bIX n0()03peeaeszx HedlcenamellbHblX pedKyusx.
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llopsdok coobwenus o HedcenamenvbHulX peakyusix npeocmasieH 8 pazoeie
4.8.>.

</lanmuwviii n1ekapcmeeHHbll npenapam 3apecucmpuposan no npoyeoype
<pecucmpayusi ¢  yCmMaHOBleHUeM  OONOTHUMENbHbIX  mMpebo8aHu >
<pecucmpayus 8 UCKIIOUUMENbHbIX CAYyUasax> <YCl106HAs pecucmpayusi> U no
Hemy odicuoaemcs npeocmaeieHue OONOIHUMENILHBIX OAHHBIX >,
<{HammeHnoBanue YIOJTHOMOYEHHOTO opraHa rocyaapcTBa — 4jeHa
EBpa3uiickoro 3>KOHOMHYECKOTO COw3a}> Oydem HPOBOOUMb  eH#Ce200HO
9KCnepmu3y HoO8blX ceedeHuti o npenapame, a oanuas OXJIII 6yoem
00HOBIAMbCA NO Mepe HeoOX00UMOoCmu>.

</lanHvlil 1ekapcmeeHHbll npenapam 3apecucmpuposar no npoyeoype
pe2ucmpayuy 8 UCKIIOUUMENbHbIX CIYUAX 6 C8A3U ¢ <peoKuM 3aboneeanuem>
<HayuHbIMU  COOOPAdICEHUAMUS — <OMUUECKUMU — COOOPAICEHUAMU™>,  8Ce
HeoOxoO0umbvle ceedeHuss O OAHHOM JeKAPCMEEHHOM npenapame NoLyYUmy
Hego3modicHo. {HanMeHOBaHMEe YIIOJTHOMOYEHHOTO OpTraHa rocy/1apcTBa — YieHa
EBpa3uiickoro 5KOHOMHUYECKOIO COI03a} 6yoem nposooums dKCHEPMuU3y HOBbIX
CBE0eHUll, KOMOopble MO2YM NOABAAmMbCs edce200Ho, a oaunas OXJIII 6yoem
O0OHOBIAMBCS NO Mepe He0bX00UMOCmU™> .

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

{(ToproBoe) HamMeHOBaHUE, TO3UPOBKA, JIEKapCTBeHHAs (hopma}
2. KAYMECTBEHHBIN U KOJJMYECTBEHHBIA COCTAB

{HanmeHnoBaHue AEHCTBYIONIETO BElEeCTBA (MIJIM BEIIESCTB)}

2.1. O0mee ommcanue (MIPUBOJUTCS TOJBKO JJIA TPENaparoB TEHHOM
Tepanuu, KJICTOYHOW Teparvy 1 MPenaparoB Jisl TKAHEBOW WHKEHEPHH ).

2.2. KayecTBeHHBbI M KOJIMYECTBEHHbIH cOCTAB (IIPUBOIUTCS TOJIHKO
JUIsl TIperapaToB TEHHOW Tepamnuu, KJICTOYHOW Tepamuu W TpenaparoB IS

TKaHEBOW MH)KEHEPHUN).
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<gewjecmea, Haluuue KOMOPBLIX HAOO YYUMBIGAMb 6 COCMase
JIeKAPCMEEHHO20 npenapama: {nepeuuciums seujecmea,™ .

<[lonnvlil nepeuenv BCNOMOSAMENbHLIX GeweCms npueedex 6 pasoeie
6.1>.

3. JEKAPCTBEHHASI ®OPMA

<Jlunusa paztoma (pucka) npeoHa3HauyeHa UCKIIOUUMENIbHO O
pasnamviganuss mabiemku ¢ yeivlo oblecueHus Npo2namvleanusl, a He O
pazoeneHus Ha pagHvle 003bl.> .

<Jlunus pazioma (pucka) He npedHA3HaueHa Oii pa3z0eneHus
mabnemku.>.

<Tabnemky MOM#CHO pazoerums Ha PAGHbLE O03bl.>.

4. KIMHUYECKUE JAHHBIE

4.1. lToka3aHus K NpUMEHEHUIO

<JlekapcmeenHvlli  npenapam  NPUMEHAEMC  UCKIIOYUMENbHO 8
OUACHOCMUYECKUX Yensx.> .

<{X} nokazam «x npumenenuro y <B3POCHbIX, HOBOPONCOEHHDIX,
maaoenyes, oemeti, nN0Opocmkos 6 sozpacme {0t X 10 Y} <nem, mecsayes>.>.

4.2. PeskxuM 103MPOBAHNS M CIIOCO0 MPUMEHEHUSA

PexxuMm no3upoBaHus

OcoOple TpynIbI MaMeHTOB

Hetn

<<bezonacnocmv> <u> <aghpexmusnocmv> {X} y demeii 6 o3pacme
{for X no Y} <mecayes, nrem> unu y moOBIX APYTHX 3HAYUMBIX MOATPYIII,
HaIpuMep, o0 Macce Teja, TOJIOBOM 3pEIOCTH, IOy <HA OAHHbIL MOMEHM™ He
<YCmaHOoB1eHbl>>.

</launvie omcymcmeyrom>.
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<Umerowuecs Ha ce200HAUWHUL OeHb OaHHble npusedensl 8 pazoene <4.8>
<5.1> <5.2>, 00HaAKO HEBO3MONCHO O0amb pPEKOMEeHOAYUU HO PENCUM)
003UPOBAHUS™> .

<{X} Hne cnedyem maznauamo (npumensms) y demeii 6 gozpacme {0T X
no Y} <unem, mecsayes> nu0OO0 WHBIE 3HAYMMBIC MOKa3aTeIN, HAIIPUMEP, Macca
Tena, MyOepTaTHBIM BO3pACT, MO 6 (643U C PUCKOM, CBA3AHHLIM C
onacexHuem(amu) OmHocumenbHo <be3onacHocmu> <apgexmueHocmu>>.

<Ilo nokazanusm {yka3arb nokazanus} { X} y <oemeil, demeii 6 o3pacme
om {oT X 10 Y} <mecayes, nem>> <He npumeHsemcs>.

<{X} mpomuseonokazan y oemeii 6 6o3pacme {or X no Y} <uem,
Mecayes> {TIpH MOKa3aHUU (MOKA3aHUSAX)...} (cM. pazden 4.3).>.

B oTHOmeHWMM TBEpOBIX JIEKAPCTBEHHBIX (GopM, (PUKCHPOBAHHOMN
JIO3UPOBKHU YKa3bIBACTCSI:

<{X} He cnedyem nasnauamo (npumensamso) y oemeii 8 go3pacme {0T X 10
Y} <nem, mecayes> unm y MoOBIX APYTUX 3HAYUMBIX MOJATPYIII, HATPUMED, TIO
Macce Teja, MOJIOBOU 3PENIOCTH, MOy <05 OAHHOU NeKaAPCMEEeHHOU (hopmbl>
<8 C6A3U C HEBO3MONCHOCMBIO 00ECne UMy PeHcUM 003UPOBAHUS> .

Cnoco6 npumMeHeHus

<Mepwvi npedocmopodicnocmu, npuHumMaemvie nepeo NpUMeHeHUuem
npenapama uiu npu pabome ¢ HUM>

<Uncmpykyuu no  <npucomoeienHuro>  <pacmeopenur>  <..>
JIeKAPCMBEHHO20 Npenapama nepeo npumMeHeHuem cm. 8 pasoeie <6.6> <u>
<I2>>

4.3. IlpoTuBoNOKa3aHUs-

<[ unepuyscmeumenbHocms K {AEHUCTBYIOIIEMY BEIIECTBRY (JIEUCTBYIOIUM
BELIECTBAM) } WU K JI0OOMY U3 BCHOMO2AMENbHBIX BEUieCmE, NEePEUUCTEeHHbIX 8

pasdene 6.1 <unu {Ha3BaHUE OCTATOYHBIX MPOU3BOACTBEHHBIX MTPUMeECEil} >.
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4.4. Oco0Oble yka3aHUA U MEPbI NIPEI0CTOPOKHOCTH NIPH MPUMEHEHHU U

<BcnomozameinvHbie geujecmea™

<Jlemu>

4.5. BzauMojeiicTBUe ¢ IPYrMMH JEeKAPCTBEHHBIMM TNpenaparamMu W
JApyrue BUAbI B3aMMOIEHCTBHSI-

<Uccnedosarus 63aumooeticmsus He nPO8OOUTUCDH. ™.

<Ocobbvie epynnvl nayuenmog>

</l[emu>

<HUccnedosarnus 63aumooeticmsusi npo8ederbl MOoabKO ) 83POCIbIX.>.

4.6. DepTUILHOCTDH, 0EPEMEHHOCTD U JAKTALMS

<Kenwunvl c 0emopooHbIM NOMEHYUAIoOM>

<Kommpayenyus y Mys#CuuH u HceHuun>

<JKenwjunvl ¢ 0emopoOHbLIM HOMEHYUANOM (KOHMPAYENnyus y MyH#CUUH U
HCEHUJUH)>

<bepemennocmv>

<Jlakmayusa>

<DepmunrvHocmv>

4.7. BiusiHue Ha  CHOCOOHOCTH  YHNPABJIATHL TPAHCHOPTHBIMH
cpeacTBaMM M padoTaTh ¢ MEXaHU3MaMU

<{ToproBoe = HamMEHOBaHUE} <He  oOKa3vleaem> <oKa3vieaem
HecyujecmeenHoe @uuaHue> <okazviéaem ciaboe 6GausHue™> <0Kasvleaem
YMepeHHOoe GIUAHUEe™> <OKA3bl8aem BblpANCeHHOe GIUSHUE™> HA CNOCOOHOCHb
YIPasaams mpancHOPMHbIMU CPEOCMEAMU U pabomams ¢ MeXaHUIMamu.> .

<He npumenumo.>.

4.8. HexkenarejibHbIE peakIuu

<Pesztome npoghunsa 6ezonacnocmu>
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<Tabnuunoe pe3rome HedxceramenvHulx peakyuu> uiu < Pe3ome
HediceamelbHblX PeaKyui™

<Onucanue omoebHbIX HeHcenamebHbIX peaKyutl™>

<Ocobvle epynnvl nayueHmos™>

</lemu>

Coo01ieHre 0 o103peBaeMbIX HEXKeIaTeIbHBIX PEAKIIHIX

<BascHo coobwams 0 n0003PeBAEMbIX HEHCELAMENbHbIX PEAKYUSIX NOCe
pecucmpayuu  1eKapCmeeHHo20  npenapama ¢ yeuvlo  obecnedeHust
HENnpepvleHO20 MOHUMOPUH2A COOMHOULEHUSL «NONb3A — PUCK» JIeKAPCMBEHHO20
npenapama. Meouyurnckum pabomHukam pekomeHoyemcs cooowams o 1ooblx
Nn0003DeBAEMBIX HENCENAMENbHbIX PEeaKYUusx 1eKapCmeeHH020 npenapama uepes
HAYUOHATIbHbIE ~ CUCMEMbl  COOOWEHUS O  HeNCeNamelbHulX  PeaKyusix
2ocyoapcme — 4ieHos Eepazutickoeo 3KOHOMU1eCcKo20 cor3a.> .

4.9. llepeno3upoBka

<Cumnmomwl >

<Jleuenue>

<Jlemu>

5. PAPMAKOJIOIT'MYECKHUE CBOHUCTBA

5.1. ®apmakoanHaMHuUYecKHne CBOMCTBA

dapmakoTepaneBTUYECKas rpymnmna; {rpymnmna;.

Kon ATX: <{kom}>.

<{(ToproBoe) HauMEHOBaHUE} s61IeMCS OUOAHANIO20M (DUONOOOOHBIM
JIeKaApCMBEeHHbIM Npenapamom,).>

<Mexanusm Oeticmeus>

<Dapmakoounamuuecxkue 3¢gphexmvi>

<Knunuuecxas 3¢ghchexmusnocms u 6e30nacHOCmb>

</lemu>
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<Vnonmomouennvie opeamwvt 2ocyoapcme — unenog Eepasutickoeo
9KOHOMUYECKO20 €003  0C80000UnU  Oepocamensi  pecucmpayuoHHO20
yoocmogepeHusl 1eKapCmeeHH020 npenapama om o0053aHHOCMU NPeoCcmasiimy
pe3yibmamol ucciedosanuli <{HauMEHOBaHHE JICKAPCTBEHHOTO Mpenapara} >
anb0 AJi1 BOCIPOU3BEICHHBIX JICKAPCTBEHHBIX IpENapaToB <pegeperHmHulli
JIeKAPCMEEHHblll npenapam, cooepicawjuti {HAaUMEHOBAaHUE JIEUCTBYIOILIETO
BellleCTBa (IEHUCTBYIOIIMX BEILIECTB)}> 60 6cex noo2pynnax oOemeu npu
{cocTostHME, COOTBETCTBYIOIICE PEIICHHUIO 10 TUTAHY MCCIICIOBAaHUS y JAETEH MO
YTBEP)KJICHHOMY TIOKa3aHUI0O K TMPUMEHEHUIO}. (cm. pazden 4.2 pa3zden
«lemu»).>;

<Vnonnomouennvie opeamvt 2ocyoapcme — unenod Eepa3zutickoeo
9KOHOMUYECKO20 ~ COI03a  OMUIONCUIU — 0053amenbCmeo  0eporcamels
Pe2ucmpayuoOHHO20 y00CmoeepeHus. JIeKAPCMEEHHO20 npenapama
npeocmasiams pe3yibmamsl UCCie008aHuti < {HaUMEHOBaHUE JIEKAPCTBEHHOTO
npenapara}> 5u0O0 UIsi BOCIHPOM3BEIACHHBIX JIEKAPCTBEHHBIX MpENnaparoB
<peghepenmmuviii 1eKapcmeeHHblll npenapam, cooepxcawjuil {HauMEHOBaHHUE
JNEUCTBYIOIIETO BellecTBa (ACHCTBYIOIIMX BEIIECTB)}> 6 00HOU uiu Oonee
noozpynnax Oemeti npu {COCTOSTHHE, COOTBETCTBYIOIECE PEIICHUIO MO IJIaHy
WCCJICIOBaHUS y JETeH M0 YTBEPKICHHOMY IOKa3aHWI0 K MPUMEHCHHIO}.
(cm. pazoen 4.2 pazoen «/lemuy).>.

5.2. ®apmakoKknHeTHYECKHE CBOICTBA

<Abcopoyus>

<Pacnpedenenue>

<buompancgopmayus>

<Onumunayus>

<Jlunetinocmo (HeruHelHOCmyb)>

< DapmaKkokunemuueckas-apmakoOUHaAMU4eckas 3a8UCUMOCIb>
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<Ocobbvie epynnvl nAYueHmos™>

<Jlemu>

5.3. JlaHHbI€ JOKJIUHUYECKOI 0€30MACHOCTH

<B 00KMUHUYECKUX OAHHBIX, NOJIYYEHHBIX N0 PE3YIbMAamam CmaHOaApmHbLX
ucciedosanull  apmaronocuyeckol — 0e30nacHOCmu,  MOKCUYHOCMU — Npu
MHO2OKPAMHOM 86€0€HUU, 2eHOMOKCUYHOCMU, KAHYEPOLEHHO20 NOMEHYUALA U
PEeNnpPOOYKMUBHOU U OHMO2EHeMU4ecKou MOKCUYHOCMU, 0coObli 8ped 0
YelnoBeKd He GblABIeH™ .

<B 00KIUHUYECKUX UCCIe008AHUIX HADTI0OAIUCH dhpheKkmbl MOoIbKO npu
go30elicmeuly  JIeKApCMEEHHO20 — npenapama 6  003adX,  CYUeCmEeHHO
NPeBoCX00AUUX MAKCUMATIbHBLE, YO ABNAEMC S KIUHUYECKU HE3HAYUMBIM >,

<Umeromcs cnedyrowjue HexceramenvbHble peakyuu, He 0OHApyICceHHble 8
KAUHUYECKUX UCCTe008AHUSX, HO BbISIGIIEHHbIE ) JHCUBOMHBIX NPU B030€LCMEUl
JIeKAPCMBEHHO20 npenapama 8 003aX, CXOHCUX ¢ 003aMU, NPUMEHEHHbIMU 8
KAUHUYECKUX UCCIe008AHUSX, YMO MONCEM UMEMb KIUHUYECKYIO 3HAYUMOCTb. >

6. PAPMAIIEBTUUYECKHE CBOMCTBA

6.1. Ilepeyennb BcmoMorareJibHbIX BellleCTB

<Omcymemeyrom.>

6.2. HecoBMecTUMOCTD

<He npumenumo.>

<B ceéa3u c omcymcmeuem uccied08anull COBMeCmuMoCcmu, OaHHbIU
JIeKAPCMBEHHbIU — npenapam He  cledyem  cMeuusams ¢ OpyeuMu
JIeKapCMBEeHHbIMU NPEenapamamu™.

</lauHwiii 1exapcmeeHHblll npenapam He ciedyem CMeuueams ¢ Opyeumu
JLeKApPCMBEHHbIMU NPEenapamamil, 3a UCKI0YeHUueM YKA3aHHbLX 8 pasoene <6.6>
<u> <[2>.>.

6.3. Cpoxk ronHoCcTH (CPOK XpaHEHHU)
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<..> <6 wmecayes> <..> <l 200> <I8 wmecayes> <2 2ooa>
<30 mecayes> <3 cooa> <...>.

<Xumuueckas u usuyeckas cmadOUIbHOCMb 20M0B8020 K NPUMEHEHUIO
JIeKaApPCMBEeHHO20 npenapama noomeepoicoena 6 medenue X uacos (OwHetl) npu
Y C.>;

<C MUKpoOUONO2UYECKOU MOYKU 3PEeHUs, eclu Memod BCKpblmus
(60ccmanosnenusl, pazeedeHus) He NPensamcmeyem MUKpOOHOU KOHMAMUHAYULU,
JIeKAPCMEEHHbIU npenapam nooaeHcum HemeoaeHHOMY NPUMEHEHUI0.>

<Ecnu JnexapcmeenHvlli npenapam He 66e0eH HeMedleHHO, XPaHeHue
20M06020 K NPUMEHEHUIO JIeKapCmeEeHHo20 npenapama u obecneyenue yciosull
XpaneHus A61s1emcs 0053aHHOCMbIO NOIb308amens.>. <...>

6.4. OcoOble MepbI NPETOCTOPOKHOCTH NMPU XPAHEHUM.

<Vcnoeus xpanenus nocire <eoccmanosienHus>  <pazoasieHus>
<nepeo2o 8CKpvLIMUA>> 1eKaApPCMEEHH020 npenapama cm.  pasoene 6.3.>.

6.5. Xapaktep u cojep:KaHuUe YNAKOBKHM <u  CHeyuaibHoe
00opyoosanue 014 UCNOIb306AHUA, 6660CHUA UTU UMNIAHMAUUU>

<He 6ce pazmepbl ynaxko8ok mo2ym Ovlms 00CMYNHbL 018 peaiu3ayuu. >.

6.6. OcoOble  Mepbl  NPEIOCTOPOKHOCTH  NPHM  YTHIM3AIUMN
HCIO0JIb30BAHHOTO JIEKAPCTBEHHOTO Mpenapara Wil 0TX0A0B, MOJy4YeHHbIX
nocJjie MpUMeHeHMsl JIEKAPCTBEHHOT0 Npenapara, u Apyrue MaHUMYJIsIIUH C
npenaparom

<IIpumenenue y oemeti>

<Hem ocobvix mpebosanuii <k ymuauzayuu>.>.

<Becb ocmaswiulicsi 1eKapCMEeHHvlll npenapam u omxoobl caedyem
VHUUMOdMCUMb (YMUIUSUPOBANY) 8 YCHAHOBIIEHHOM NOPsLOKe. ™.

<Becv ocmaswuiica nexapcmeenuvlli npenapam u omxoovl ciedyem

YHUUYMOIHCUNDb (ymwzus’upoeamb) 6 coomeemcmeuu ¢ mp€60661Hu}ZMM
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3akonodamenvcmea 2ocyoapcme — unenog Eepasuiickoeo sxonomMuyeckoz2o
cor3a.>.
<Ocobble mpebo8anuss OMCymcmayon.> .

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
{Hazeanue cmpanvl na s3vixke uznogscenuss mexcma OXJII1}
{Haumenosanue oepoicameins pecucmpayuoHH020 Y0OCMOo8epeHUsL,
{FOpuouueckuii (hakmuueckuti) aopec;}
<{men}>
<{axc}>
<{aopec snexmponHroii noumol}>
7.1. IlpencraBuTe b JepKaTE/Isl PErHCTPANMOHHOIO YI0CTOBEPEHU S
[IpeTeH3nn moTpeOUTENEH HAMPABIIATH IO aJPECy:

{Hazeanue cmpanwi).
{Haumernosanue oepxcameins pecucmpayuOHH020 YO0OCMOo8epeHUs) .

{FOpuouueckuii (hakmuueckuii) aopec;.

<{men}>.

<{paxc}>.

<{adpec 3nekmpouHol noumol}>.

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOTI O
YIAOCTOBEPEHUSA

<9. KATET'OPUS OTITYCKA JIEKAPCTBEHHOTI O IIPEITAPATA

<Jlekapcmeennwiii npenapam OMHOCUMCS K KAme2opuu omnycka <oe3
peyenma> <no peyenmy>, <8 YCIOBUAX Jle4eOHO-NPOPUIAKMUYECKUX
VUPEHCOEHUL™ .

<10. TOSUMETPUSI> (eciu npuMeHUMO)
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11. UHCTPYKIIMHU 11O HPUT'OTOBJEHUIO
PAINOPAPMAINEBTUYECKHUX IIPEITAPATOB> (3amosHsiercsi nmpu

He00XO0IUMOCTH)

<Becb Heucnonvb308aHHblll JIeKAPCMBEHHbIU Npenapam uiu omxoobvl
cnedyem Ymuiu3uposams 6 YCmaHo81eHHOM NOpsoKe.™ .

<12. YCTAHOBJIEHUE MNOCPETUCTPAIIMOHHBbLIX MEP>
(ecsm mpuMEeHHUMO)

</launwvii  1€KapcmeeHHbIl npenapam — 3ape2ucmpuposat c
ycmanosnienuem O0ONOIHUMENbHbIX MPeOO8AHUL U NO DMOMY J1eKaApPCMEEHHOM)
npenapamy 0xicu0aemcsi npeocmaeiieHue OONOIHUMENIbHbIX OAHHbIX 8 medeHue
I 2o0a. {HaumeHoBaHWE yMOJIHOMOYEHHOIO OpraHa TroCylIapCcTBa — YJICHA
EBpa3niickoro s5KOHOMHUECKOTO COI03a} Oyoem npo8ooums IKCNepmusy HOBbIX
ceedeHUll 0 npenapame, a OAHHASL 00WASl XAPAKMEPUCTNUKA N1eKAPCMBEHHO20
npenapama 6yoem 0OHOBIAMbCSA NO Mepe HeoOX00UMOCmU. >.

</lauHwviii 1ekapcmeenHblil npenapam 3apec2ucmpuposarn no npoyeoype
«pecucmpayuu 8  UCKIIOUUMETbHLIX — CIYYAsAX» 6 C8iA3Uu ¢ <peoKum
3abonesanuem> <Hay4HbIMU coobpadicenusaMu > <omuyecKkumu
coobpadicenuaMu>, 6ce HeobX00UMble c8edeHuUsi 00 dmMoM JNeKapCMEeHHOM
npenapame noayuyums Hegozmoxcno. {HamMmeHOBaHWE yIOJIHOMOYEHHOTO
opraHa rocyaapcTsa — 4djieHa EBpa3miicCKOTO 3KOHOMHYECKOTO COro3a} Oydem
NPOBOOUMb  eXHCe200HO DKCNepmu3y HOBbIX CBeOeHUll, a OaHHas oowas
Xapakmepucmuxa J1eKapCmeeHHo20 npenapama 0yoem 0OHO8IAMbC N0 Mepe
Heobxooumocmu. >.

</lanmuwiii nekapcmeeHuslll npenapam 3ape2ucmpupo8an no npoyeoype
«YCNOBHOU pecucmpayuuy, U N0 3IMOMY JEeKAPCMBEHHOMY Npenapamy
ooxrcuoaemcs npeocmasiieHue O0ONOJHUMmMeNbHblX OauHblx. {HamMeHoBaHue

YIIOJIHOMOYEHHOTO ~ OpraHa  rocyjapctBa —  wieHa  EBpasumiickoro
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PKOHOMHYECKOTO COI03a} Oydem Hpo8OOUMb eNCe200HO IKCNEePMU3)y HOBbIX
ceedenull 0 npenapame, a OAHHAS 0OWA XAPAKMEPUCUKA JIeKAPCMEEHHO20
npenapama 6yoem 0OHOBIAMbCS NO Mepe He0OX00UMOCMU. >.

<Peghepernmmnuiii JIeKapCmMEeHHbll npenapam, cooeporcamuii
{HanMEeHOBaHME JICHUCTBYIOIIETO BEIIECTBA (JACHCTBYIOIMMX BEIIECTB)}>, Obll
3ape2ucmpuposan no npoyeodype «pecucmpayuil 8 UCKIOUUMeNbHbIX CIVUaiIxXy 6
cea3u ¢ <peokum 3abonesanuem> <HAYYHbIMU COOOPANCEHUAMU > <IMUYECKUMU
coobpadicenusimMu>,  6ce  HeobXooumvle  cedeHusi 0  pegepeHmHOM
JIEKAPCMBEHHOM — npenapame  HOAy4ums  HegosmoodicHo.  {HammeHoBaHue
YIOJIHOMOYEHHOTO OpraHa rocyaapcTBa — wieHa EBpazniickoro 3KoHOMHUYECKOTO
coro3a} Oydem nNpoBOOUMb IKCNEPMU3y HOBbIX C8E0eHUl, KOmopwvle MO2ym
nosuamscs  exce2o0Ho, a oannas OXJIII 6yoem obHoGHIIMBCSA NO Mepe
Heobxooumocmu 6 coomeemcmeuu ¢ o6nognenusimu OXJIII peghepenmmuozo
npenapama>

B konne OXJIHI  gomyckaercss — MCIOJB30BAHME  CIIEAYIOLIEH
dbopmynupoBku: «OOmmas XapakTepUCTUKA JIGKAPCTBEHHOTO Ipemapara
{ToproBoe HamMeHOBaHWE} JOCTYITHA B €AMHOM PEECTPE 3apETUCTPUPOBAHHBIX
JICKapCTBEHHBIX CpencTB EBpa3uiickoro SKOHOMHYECKOTO COr03a W Ha
ouIMaTFHOM CalTe YMOJHOMOYEHHOTO OopraHa (IKCIEPTHON OpraHU3AIIHH)

{callT ymoJTHOMOYEHHOT0 opraHa (CalT OpraHu3aium)}».

[TPUJIOXEHHE Ne 11

K TpeOOBaHUSM K MHCTPYKIIMH 11O
MEIULMHCKOMY MPUMEHEHHUIO JIEKAPCTBEHHOTO
npenapara u o011ei XxapakTepuCTHKE
JIEKAPCTBEHHOTIO Mpernapara s
MEIULIUHCKOTO TPUMEHEHUS

(B penakuuu Pemenus CoBeta

EBpa3uiickoil 5KOHOMUYECKOW KOMUCCUHU
oT 21 despans 2025 1. Ne 18)
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HHOPAJOK
3amoJIHeHUsI MA0JI0HA 001Ied XapaKTePUCTUKH
JIEKApPCTBEHHOI'0 Npenapara

Hcnons3oBanue KOMOMHHPOBAHHBIX o01mux XapaKTEPUCTHUK
JIEKApCTBEHHBIX MpPENaparoB, COCTABICHHBIX Ha BceX sA3blkax (nmanee — OXJIIT)
JUTSL Pa3UYHBIX JO3UPOBOK TOM ke JIEKApCTBEHHOU (hOopMbI 0OOCHOBAHO (IIJIst
HKCIIEPTU3bI U MOCIETYIOUIEr0 IPUHATHUS PEIeHUs ) B TeX ciydasx, ecau OXJIII
MOJIHOCTBIO MJICHTUYHBI, 32 UCKIIFOUEHUEM HEOOJBIIOr0 YKCcia CrerudUIHbIX
Il JO3UPOBOK CBEACHUW. EcCnM mnokaszaHuss K INPUMEHEHUIO IS Pa3HbIX
no3upoBok He coBmanawt, OXJIII komOuHMpoBaTh HEe nomyckaercsa. [lpu
ucrnosib3oBaHuu koMOuHMpoBaHHBIX OXJIIT HE0OX0MMMO HUCTIONIB30BaATH TOJIBKO
MEPBUYHYIO JIEKAPCTBEHHYIO (popMy, Hampumep, BO3MOKHO KOMOMHUPOBAHUE
«pacTBOp IS WMHBEKUMH BO (IakoHE» W «PacTBOp IS HUHBEKIHUU B
MPEABAPUTEIBLHO 3aMOJHEHHOM wmpuiey». [Ipu  ycnoBuM  BBITOTHEHUS
BBHIIIICTICPEUNCIICHHBIX  yCIOBUM oOOocHOBaHue He T1pelyercs. I[lpaBuna
COCTaBJICHUSI €AUHBbIX NUCTKOB-BKiaabied nu OXJII Ha pa3Hble A03UPOBKHU
U3JIOKEHb B TpuiaokeHMM Ne 8 K TpeOOoBaHMSIM K HWHCTPYKIMH 10
MEIUIIMHCKOMY TNPUMEHEHUIO JIEKQPCTBEHHOrO TIpernapara U oOuiei
XapaKTEPUCTHUKE JICKAPCTBEHHOTO Tpenapara JJjs MEAUIHUHCKOTO MPUMEHEHHS,
yTBepkAcHHbIM Pemennem CoBera €Bpa3sMUCKOM SKOHOMHYECKOW KOMHUCCHUU
oT 3 Hos10ps1 2016 1. Ne 88 (nmanee — TpedboBaHuUsA).

Ecnu paznuunbie AO3UPOBKM HE YAOBJIETBOPSAIOT BBIICOMMCAHHBIM
KpUTEpUsIM (HaNpUMEp, MPU PA3IUYUAX B TOKA3aHUSIX K MPUMEHEHUIO IS
pa3IMYHBIX JIO3UPOBOK), 3asiBUTENU Biipase npeactaButh OXJIII Ha paznuunbie
no3upoBku B Bune enuHou OXJIII Tonpko ISl LeNie 3KCIEPTU3bl, yKa3bIBas
3arIaBHBIMUA OyKBamMu JO3UPOBKY WM JIEKAPCTBEHHYIO (DOPMY, B OTHOIIECHUU

KOTOpOfI CYICCTBYIOT AJIbTCPHATHBHBIC TCKCTOBBLIC 3JICMCHTEI. O,Z[HaKO JIIAA
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Ka)KJ0M T03UPOBKHU U JIEKAPCTBEHHON (hOPMBI 3asIBUTENb JOKEH MPEACTaBUTD
ornenbuyto OXJII, comepkaiiyto cBeneHusi 000 BCEX BO3MOXKHBIX BapUAHTaX
COIEPKMMOIO YIIAKOBKH, OTHOCSIIMXCS K PacCMaTpuBacMOW TO3UPOBKE U
JIeKapCcTBEeHHOMU (popme.

CrannapTHbie GOpMYTUPOBKU MPUBEIEHBI B I1a0JI0HE, TPEAYCMOTPEHHOM
npuioxerremM Ne 10 k TpeGoBaHUAM, KOTOPBIE CIEIYET UCTIOIB30BATh B KaXKIOM
OTIEIBbHOM ciy4dae. Eciii 3asBUTEND BBIHYKAEH OTKIOHUTHCA OT CTAHIAPTHBIX
GOpMYyTUPOBOK C 1I€JIbI0 y4Y€Ta OCOObIX TpPEOOBaHUM, OTHOCAIIMUXCA K
JIEKApCTBEHHOMY  [Ipemnapary, aJbTEPHAaTUBHBIE WM  JIONOJHUTEIBHbBIC
(bopMyaupoBKH OynyT pacCMOTPEHbI HA UHIMBUTyaJIbHOI OCHOBE.

B ciydae eciu CTaHIapTHBIE (hopMyIHPOBKU COIVIACHO
npwiokeHnto Ne 10 k TpeOoBaHUSAM HE HYXKIAIOTCS B IMOSCHEHUSIX WM
pEeKOMEHJIalUSIX 1O 3aloJIHEHUI0, TO OTOT pasnen 1mabmona OXJII
nponyckaercs B HacrosmeM [lopsnaxe.

Tonbpko /ISt TIEKapCTBEHHBIX MPENapaToB, TPEOYIOLUUX JOMOTHUTEILHOTO
MOHHUTOPHHra O€301TacCHOCTH, YCPHBIH cMMBOI ¥ U (OPMYIHPOBKH K HEMY
JOJDKHBI pa3Meniarbes Toyibko nepen pasaenom 1 OXJIII. Yepnsbiii cumBon W
JOJIKEH TPEJCTaBIATh CO0OM MEepEeBEpHYTHI PABHOCTOPOHHUN TPEYroIbHUK
YEpHOIO IIBETa: pa3MeEp CUMBOJA JOJDKEH OBITh MPOMOPLUUOHAIBHBIM pa3Mepy
mpu@dTa CIeAyOUEro 32 HUM TUIIOBOTO TEKCTa, @ MUHUMAJIbHASI ITTMHA KaXI0H
CTOPOHBI TPEYTOJbHUKA [JOJDKHA COCTaBIATH S MM. JUId NOArOTOBKH
OpwiIokKeHU! ¢ wuHbopmanmuend O JIeKapCTBEHHOM Ipernapare MOKHO
HCIIOJIb30BaTh YE€PHBII TPEYTrONbHUK, TPEICTABICHHBINA B IAHHOM I1a0JIOHE.

<V Januwiii nexapcmeennulil npenapam noonexicum OONOIHUMETbHOMY
MOHUMOpUH2Y. MO NO3601UM ObICMPO GbIAGUMb HOBYI0 UHDOPMAYUIO NO
oezonacnocmu. Mol obpawiaemcs K chneyuanucmam cucmemsl 30pasooxXpaHeHus

C 7’lp00b601:2 coo6w;amb 0 N100bIX n0003peeaefwblx HedcenamellbHblX peaKkyusix.
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llopsook coobwenus o HedxcenamenbHblX peaKyusx npeocmasieH 6 pazoene

4.8.>.

1. HAUMEHOBAHMUE JTJEKAPCTBEHHOI'O ITIPEITAPATA

IIpaBuna yka3aHus HOO3UPOBOK MNpPHUBEACHbI B mnpwiokeHun Ne 9 k
TpEOOBAHUSIM.

{(ToproBoe) HauMEHOBaHHE, IO3UPOBKA, JIEKapCTBEHHAs opma}

B HacrosmeM paszmene W janee CUMBOIBL «®», « » K TEKCTy HE
NOOAaBIAIOTCS, CJIOBa «TaOJNETKW» M  «KalCylbl»  YIOTPEOISAIOTCS  BO

MHOXCCTBCHHOM YHUCIJIC.

2. KAUECTBEHHbBINA U KOJIMYECTBEHHBIN COCTAB

VYKa3bIBalOTC HAaMMEHOBAHUA JICHCTBYIOIIETO BEIIECTBA (JIEMCTBYIOLIUX
BEILIECTB) Ha fA3bIKe, Ha KoTopoM coctaBieHa OXJIIL.

JInsi  BBICOKOTEXHOJOTHYHBIX  JIEKAPCTBEHHBIX  MpenaparoB,  €CIH
BBICOKOTEXHOJIOTUYHBIM JIEKAPCTBEHHBIA TIperapar COJACPKUT KICTKU WU
TKaHU, HEOOXOIUMO MPEACTaBUTh MOAPOOHOE OINMUCAHUE OSTUX KIIETOK WU
TKaHEd M UX KOHKPETHOE MPOUCXOXKICHUE, B TOM YHUCJIE BUJbl KUBOTHBIX B
CllydasiX MX HEYEJIOBEUECKOro MPOUCXOXIEHHUs. B 3TOM ciydae B HacTosIemM
pazziene CIeAyeT BhIACIUTh PA3JEbl:

<2.1. Ob1ree OoImMHCaHHe > [TpuBoauTcs TOJIBKO TUIA
BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX MperaparoB.

<2.2. KauecTBeHHBIH M KOJHYeCTBEHHBbI cocraB> IlpuBoaurcs
TOJIBKO [ BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX MTPENapaToB.

KpoMe TOro, B OTHOIIEHHH BBICOKOTEXHOJOTUYHBIX JIEKAPCTBEHHBIX
npenaparoB MpU HEOOXOAWMOCTH MOTYT TMPUBOAUTHCS TOSICHUTEIbHBIC

H300paKeHUs.
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<Bewecmsa, Hanuuue KOmMoOpvIX HAOO YYUMbIGAMb 6 COCMABE
JIeKAPCMEEHHO20 Npenapama.:™ .
<[lonnvlil nepeuenv BCNOMOSAMENbHLIX GeueCms npueeder 6 pasoeie
6.1.>.
3. JEKAPCTBEHHASI ®OPMA

<Jlunusa pazioma (pucka) npeoHaA3HauyeHa  UCKIIOUUMETbHO  OJis
PA3NAMbIBAHUSL C Yelblo 00Ne2uenUsl NPo2namvléanus, a He 0 pasoenenus Ha
pasHvie 003bl.>.

<Jlunusa pazioma (pucka) He npeOHaA3HaueHa 0N  pPa30elleHUs.
mabnemku.>.

<Tabnemky mMoA*CHO pazoerumsv HA PABHbLE 003bl.>.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3zanus K NPpUMEHEHHUIO

Vkazatb, ecim 3TO Heobxomumo: <Jlekapcmeennwvlli  npenapam
NPUMEHAEMCA UCKTIOYUMENLHO 8 OUACHOCTNUYECKUX YeTAX.> .

<{X} noxazan « npumenenuro y <E3pOCAbIX, HOBOPOINCOEHHDIX,

maadenyes, oemeti, N0OOPocmkos, 6 ospacme {0t X 1o Y} <znem, mecsayes>.>.

4.2. Pe:xuM 103MPOBAHUSA M CIIOCO0 MPUMEHEHH S

Pexxum mo3upoBanus

OcoOble TpynIbI MAIMEeHTOB

JIoTIOTHUTENBHBIC 3aT0JIOBKH, TaKHe Kak «JIHIla mOXKUI0ro Bo3pacTay Wiu
«[TameHTHI ¢ MOYEYHOH  HEIOCTATOYHOCTHIO»  BKIFOUAIOTCS  TPHU
HEOOXOIMMOCTH.

Hern

<<bezonacnocmv> <u> <agppexmusnocmv> {X} y demeil 6 gozpacme

{or X no Y} <mecayes, nem> wnu y moObIX APYTUX 3HAYUMBIX MOATPYMII,
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HanpuMmep, Mo Macce Tejia, NOJIOBOM 3peIOCTH, IOy <HA OAHHbIUL MOMEHM™> He
<ycmaHo8neHbl>>.

Heobxonumo takke 100aBUTh OJJHO U3 CIEAYIOIIUX BhIPAXKEHUMN:

</[anHnvle omcymcmeyom>.

<Umerowuecs Ha ce200HAUWHUL OeHb OaHHble npuedenbl 8 pazoeie <4.8>
<5.1> <5.2>, o00HaAKO HeBOZMOJNCHO Oamb pPEKOMEHOAUUU NO PENCUMY
003UPOBAHUSL™> .

<{X} ne credyem naznauams demsam 6 eozpacme {0T X g0 Y} <uem,
Mecayes™> WIN Y JIOOBIX IPYTUX 3HAUUMBIX MOJATPYII, HAPUMEpP, MO Macce
Teja, TMOJIOBOM 3pPENIOCTH, TOIY 68 C8:A3U C ONACEeHUeM(AMU) OMHOCUMENbHO
<6esonachocmu> <aggexmusnocmu>>. llpu >TOM TPUYUHBI JOJHKHBI
YKa3bIBaThCS C TIEPEKPECTHBIMHU CCHUTKAMU Ha pa3/eibl ¢ MOAPOOHBIM JaHHBIMU
(manpumep, pazgen 4.8 unu 5.1).

<Illo noxazanuio {ykazarb Tokazanue)} {X} y <oemeu> <oOemeil &
so3pacme om {oT X 10 Y} <mecayes, 1em>> WIn y TOObIX APYTUX 3HAYUMBIX
NOJATPYII, HampuMmep, MO Macce Tela, TMOJOBOM 3pEJOCTH, TMOIy
<He npumeHsemcs>.

<{X} npomueonoxazan y oemeii 6 eozpacme {oT X no Y} <uem,
Mecayes™> WIH Yy JIOOBIX IPYTUX 3HAYUMBIX MOJATPYII, HAIPUMEP, MO Macce
TeNa, MOJIOBOW 3pPEJIOCTH, MOy {MpU MOKa3aHUM (MOKa3aHUAX)...} YKa3aTh
nokazanue (rmokasanus) (cm. pazoen 4.3).>.

B oTHOmIeHWMM TBEpIBIX JIEKAPCTBEHHBIX GoOpM, (PHUKCHPOBAHHOKN
JO3UPOBKH YKa3bIBACTCS:

<{X} ne creoyem naznauamo (npumensamso) y oemeti 8 gospacme {0T X 110
Y} <nem, mecsayes> nnm y MOOBIX APYTUX 3HAYUMBIX TIOJITPYIII, HAIIPUMED, TI0
Macce Telia, OJI0BOM 3pENOCTH, ONY <08 OAHHOU JIeKAPCMBEHHOU (opMbl> <8

CBA3U C HEBO3MOICHOCbIO 0becneyuntb PeNCUM 0031/lp06’aH1/l}l>.
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Cnocob npuMeHeHus

<Mepwi npedocmopodicHocmu, npuHuMaemvie nepeo NpUMeHeHUuem
npenapama uiu npu pabome ¢ HUM>

IIpuBonpsTCs ykazaHus MO IMPAaBUIBHOMY IIPUMEHEHUIO JIEKAPCTBEHHOIO
npenapara MEIUIUHCKUMU PAOOTHUKAMU WM MAIIUEHTOM.

B nuctke-Bkiaaplie Ipu HEOOXOIUMOCTH TIPUBOAATCS TOMOJHUTEIIbHbBIC
CHelUAIbHBIE PEKOMEH/IAINKU 110 MIPUMEHEHHUIO JIEKApCTBEHHOTO Ipernapara (B
clryJae UHTAJISITOPOB), CaMOCTOSATEIILHOI'O IMOAKOKHOT'O BBCJICHUSA
JIEKAPCTBEHHOTO Tperapara MaiueHToM, a TaKKe MOSICHUTENIbHbIE PUCYHKU (J1JIs
BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX MPENapaTroB).

<Uncmpykyuu no  <npucomosienuio>  <pacmeopenuio>  <..>
JIeKAPCMBEHHO20 Npenapama nepeo npumMeHeHuem cM. 6 pazoere <06.6>

<u>pazoene <I12>.>.
4.3. [IpoTruBonokazanus

<['unepuyscmeumenbHocms K {IEHCTBYIOIIEMY BEIIECTBY (JICHCTBYIOIINM
BEIIECTBAM) |} UIU K JIHOOOMY U3 BCHOMO2AMENbHBIX BEULeCME, NEePEYUCIEHHbLX 8

pasdene 6.1 <unu {Ha3BaHUE OCTATOYHBIX MMPOU3BOJACTBEHHBIX ITPUMECE | >. >.
4.4. OcoOble yka3aHWs U MepPbl IPEAOCTOPOKHOCTH NPHU MPUMEHEHU U

JIOJDKHBI OBITh BKIIFOUCHBI MTPHU HEOOXOIUMOCTH, JJIS YIIPOIICHUS ITOHNCKA
nH(popManuu 3arojoBKH (HampuMep, «BnusHue Ha CEpOJOTHYECKHE TECTHIY,
«IIeuenounas HEJI0OCTATOYHOCTD, «YanuHeHue MHTEpBAJIa QT»,
«BcrioMorarenbHbIE BEIIECTBAY).

<Jlemu>

4.5. B3aumojeiicTBue ¢ IPYrMMU JIEKAPCTBEHHbIMH MpenaparaMu u

JApyrue BUAbI B3auMOAelCTBHSI

<Uccneoosarus 83aumooelicmaus He npo8OOUNIUCSH. > .



204

<Ocobvle epynnvl nayueHmog>
<Jlemu>

<HUccnedosarnus 3aumooeticmsusi npogedersbl MOabKO ) 83POCIbIX.>.
4.6. PepTUIBLHOCTH, 0€PEMEHHOCTb M JIAKTAUSA

Cranpaptabie  (QOPMYIMPOBKHU,  HUCMOJB3yEeMble  JUIi  OMUCAHUS
MPUMEHEHUS JIEKAPCTBEHHOIO IMpenapara npu OEpeMEHHOCTH W JIaKTalluu
MPUBOJATCS B IPIIOKEHUH Ne 5 K TpeOOBaHUSIM.

JIONIOTHUTENbHBIE 3arOJIOBKHM, TAakWe Kak <QOKeHIIWHBI ¢ JETOPOIHBIM
noreHuamom», «KoHTpauenuusa y My»XYMH W JKCHIIWH», BKIIOYAIOTCA MOPHU
HEO0OXOAUMOCTH.

<JKenwjumnvi ¢ 0emopoOoHbiM NOMEHYUALOM>

<Koumpayenyus y Myscuun u HceHuur>

<JKenwjunvt ¢ 0emopoOHbIM NOMEHYUATOM (KOHMPAYENYUsL Y MYHCUUH U
HCEHUJUH)>

<bepemennocmov>
<Jlakmauyus>

<@epmunbHocmsb>

4.7. Biusinue Ha CHOCOOHOCTH  YNPABJAATH TPAHCHOPTHBIMH

cpeiAcTBaAMU M padoTaTh ¢ MEXaHU3MaMM

<{ToproBoe  HamMeHOBaHUE} <He  oKa3vbleaem=> <oKa3zvisaem
HecyujecmeenHoe 6nuanue> <okaszvieaem caaboe eausHUe™> <0Ka3bleaem
ymepenHoe 6auAHue> <O0Ka3bl8aem BblpAdCeHHOe GIUAHUE™> HA CHOCOOHOCMb
YAPAasaams mpanchOPMHbIMU CPEOCMBAMU U pabomams ¢ mexanusmamu.>. Ilpn
HEOOXOJIUMOCTH CeAyeT onucarb 3PHEKT BIUSHHUS.

<He npumenumo.>.

4.8. HexkenareJibHbIE peaKIIUU


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2009/10/WC500004417.doc
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VYcinoBHbIE  00O3HAUEHMsSI  YacTOThl  HEXKENATEIbHBIX  pEaKUUd U
KJ1accuukanus HEXKEATENbHbIX peakuun B COOTBETCTBUU C
cucTeMHO-OopranHeiMu kinaccamu MedDRA uznoxensl B npunoxxkenun Ne 4 x
TpeOOBaHUSIM.

CooTBeTcTBYIOIIME  NOA3arOJIOBKM  JOJDKHBI  HCIIOJIB30BaTbCA IS
oOJsieryeHus Moucka MHPOPMALMU O HEXKEJATeIbHON peakiuu U JUIsl KaKJIoi
COOTBETCTBYIOILIEH 0COOOM IpyIIibl MOMYJALNUH, Hanpumep: «Pe3tome npoduiis
oe3onacHocTHY, «TabnuuHOe pe3loMe HEeKeNaTrelbHbIX peakiui», «Pe3tome
HEXEJIaTEIbHbIX peakuuin», «OnucaHue OTAEIbHBIX HEKENaTeIbHbIX PEAKIIU)
(Takke pa3gen MOXET ObIThb 03aIvIaBI€H Ha3BaHMEM COOTBETCTBYIONICH
HEeXeNaTeabHol peakiun), «OcoOble TPYMIIbI MAIIMEHTOBY.

<Jlemu>

Hacrosimuii pa3aen qo/mkeH ObITh UCIIOJIB30BaH JIJI BCEX JIEKAPCTBEHHBIX
IIPENaparos.

B koHme Hacrosmiero paszena JOJDKEH paclonararbCs CIeRyROIUN
3aroJIOBOK paszzena.

Coo0111eH1Ee 0 TOJI03PEBAEMbIX HEXKENATEIbHBIX PEAKIIUIX

<BaoicHo coobwams 0 n0003pesaembiX HexcenamenbHblX PeaKyusx nocie
peaucmpayuu  J1eKapCmMEeHHO20  npenapama ¢ yeuvlo  obecneyeHus
HEeNnpepvble6HO20 MOHUMOPUH2A COOMHOUEHUS «NONIb3A — PUCKY JIeKAPCMBEHHO20
npenapama. Meouyunckum pabomHuKam pekomeHoyemces cooouwams o aoovlx
Hn0003peBaeMblX HeXHcelamenbHblX PeaKyusx 1eKapCmeeHH020 Npenapama 4epes
HaYUOHATIbHbIE CUCEMbL COODUEHUSL O HENHCENIamMeNbHbIX PeaKyusx 20Cy0apcmae
— unenog Eepasuticko2o skoHoMu4ecko2o cor3a.>.

B onybnukoBanHo#l Bepcuu ytBepxkaeHHbix OXJII ¢ undopmanueit o
JIEKapCTBEHHOM IIperapaTe yKa3bIBalOTCA (PaKTHUECKHUE MNOAPOOHBIE JaHHBIE

CHCTCMBEI COO6H_[CHI/I${ 0 HCIKCIIATCIIBHBLIX PCAKIUAX JICKAPCTBCHHBIX ITPCIIAPATOB
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COOTBETCTBYIOLLIETO TOCyAapcTBa — 4ieHa EBpasuiickoro 3>KOHOMHYECKOIO
coro3a  (COOTBETCTBYIOIIMX  TOCyJapcTB  —  uileHoB  EBpaswuiickoro
HDKOHOMHYECKOI'O COK03a) B CIEAYIOLIEM BUJE:

<locyoapcmeo — unen E8pazutickoco 3JKOHOMUUECKO20 COI03a™>

<V¥nonnomouenmnsiii opean (YnoiHoMOueHHAs Op2aHUu3ayus) 20Cyo0apcmaed
— ynena E8paszuticko2o 3KOHOMUYECKO20 COI03A>

<Aopec: unoexc, 2copoo, yruya, Homep 30aHus>

<Teneghon>

<Q@akc>

<OnexmponHnas nouma>

<Caum 8 UHGDOPMAYUOHHO-MELEKOMMYHUKAYUOHHOU cemu
«Unmepuem»>

JIMHrBUCTUYECKUE KOPPEKTUPOBKH B 3aBUCHUMOCTH OT I'PAMMATHUYECKUX
IPaBUJ TOCYNAPCTBEHHBIX SI3BIKOB TOCYJapCTB — 4YIEHOB EBpa3niickoro

IKOHOMHYECKOTO COI03a BHOCSTCS IPU HEOOXOIUMOCTH.
4.9. llepeno3upoBka

[Tpy HEOOXOAUMOCTH MPUBOAATCS JOTIOTHUTEIBHBIC 3aT0OJIOBKH, TAKHE KaK
«CumnroMbl» wian  «Jledenue»  («TakThka  ycTpaHeHUS  CHUMIITOMOB
MepPEI03UPOBKUY ).

<Jlemu>

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoanHaMHuUYecKHe CBOMCTBA

dapMakoTeparneBTUUECKas rpynmna; {rpymmna;.

Kon ATX: <{kon}>

JIs1 IeKapCTBEHHOTO Mperapara, 3aperucTpUPOBAHHOIO Kak OwoaHaior
(6rono00HBIN JIEKapCTBEHHBIN ITpenapar), He00X0IUMO BKIIOYUTh CIICIYIOIIHE
CBEICHUSL:

<{(ToproBoe) Ha3BaHUE} AGIAemMCs OUOAHAN02OM (OUONOOOOHBIM

JIeKapCMBEeHHbIM NPenapamom,).> .
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JlommyckaeTcsi ~ WCIIONB30BaHWE  MpeACTaBiIeHHUE  WHOOpMAIUU O
KJIIMHAYECKON 3((DEKTUBHOCTU U OE30MTACHOCTU B (popMe TaOIIHII.

<Mexanuszm Odeticmeus>

<dapmaxoounamuueckue 3¢pghexmuor>

<Knunuweckas 3¢gpghexmuenocms u 6€30nacHocms>

</lemu>

Ecau ynonnomouennwvie opeanvlt eocyoapcmeé — unenog Eepasuiickoeo
IKOHOMUUECKO20 — CO3d  0C80000UNU  Oepicamensi  pecUuCmpayuoHHO20
YO0ocmoseepeHusl 1eKapCmE8eHHO20 Npenapama om HeodX00UMOCMU KIUHUYECKUX
UCCIe008aHUll 8 NeOUAMPUYECKOU NONYIAYUU UTU OMJILONCUIU UX, HEOOXOOUMO
yKazamo cieoyroujee:

a) Ipu OCBOOOXKJIEHUU OT HEOOXOIUMOCTH MPOBEICHUS KIMHUYECKUX
WCCJICIOBAHUM BO BCEX MOATPYIIITAX:

<Vnonnomouennvie opeamvi 2ocyoapcme — unenog Eepasutickoeo
IKOHOMUUECKO20  COI03d  0C80O00UNU  Oepicamenss  pecucmpayuoHHO20
YO00Cmogepenusl 1eKapCmeeHH020 npenapama om 00A3aHHOCMU NPeoCmasisims
pe3yibmamol KAUHUYECKUX Uccie0o8aHull <{HAaMMEHOBAaHHE JIEKAPCTBEHHOTO
npemnapara}> Jaubo 011 B0CHPOU3BEOCHHBIX JEeKAPCMBEHHbIX NPenapamos
<peghepenmmuviii 1eKapcmeeHHblll npenapam, cooepxcawjuil {HauMEHOBaHHE
JIEUCTBYIOIIETO BEIIESCTBA (OelUCmByowux eeujecms)}> 60 6cex noozpynnax
Oemetl npu {COCTOSTHUE, COOTBETCTBYIOIIEE PEIICHUIO 1O TUTAHY UCCIICIOBAHUS Y
JIeTe MO YTBEPKICHHOMY IMOKa3aHUIO K IPUMEHEHUIO }. (cm. pazoen 4.2 pazoen
«llemuy).>;

0) mpyu  OTJIOXKEHHBIX 00S3aTEeNbCTBAX, PACHPOCTPAHSIONIUXCS  KakK
MUHHAMYM Ha OJTHY TIOJATPYIIITY:

<VnonHnomouennvie opeamwvi 2ocyoapcme — udnenog Eepasutickoeo

IKOHOMUYECKO20 cors3a OMJlIooHCUIU 0053amenbemeo depafcameﬂ;l
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pecucmpayuoHHO20 yoocmosepeus JIeKapCMBEeHHO20 npenapama
npeocmasiams pe3yibmamsl KIUHUYECKUX Ucciedosanui <{HauMEHOBAHUE
JIEKApCTBEHHOI'O Tpernapara}> Jaubo 051 80CHPOU3BEOCHHBIX eKAPCMBEHHbIX
npenapamos <pegepenmuulil J1eKAPCMBEHHbIN Npenapam, CcoOepIHcauuil
{HanMeHOBaHHE JEUCTBYIOIIETO BEIIECTBA (OelCmBYIowux eeuecms)}> 6
00HOU uau Oolee noozpynnax oemeill npu {COCTOSHHUE, COOTBETCTBYIOIIECE
PEIICHUIO TI0 TUTAHY HUCCICAOBAHUS y JETEH MO yTBEP)KICHHOMY MOKa3aHHUIO K

NPUMEHEHUIO }. (cM. pazoen 4.2 pazoen «/[emu»).>.
5.2. apmakoKMHeTHYECKHUE CBOIiCTBA

<Abcopbdoyus>

<Pacnpeodenenue>

<buompancgopmayus>

<Onumunayus>

<Jlunetinocmo (HenuHetHoCmy)>

<Dapmakroxunemuueckas-apmakoOUHaAMU4eckas 3a8UCUMOCb>

<Ocobvie epynnovl nAyueHmos™>

B HacTtosmmii pazmen MOryT, MNpU HEOOXOIMMOCTH BKIJIFOYATHCS
JIOTIOJTHUTEJIBHBIM TTOJ3ar0JI0BOK WJIM TI0JI3arojIOBKU, Takue Kak «llodyeunas
HEJIOCTAaTOYHOCThY, «lledyeHOUHass HEAOCTAaTOYHOCTBHY», «JIula MOXKUIOrOo
BO3pacra»

</lemu>

5.3. JlaHHbI€ JOKJIUHHUYECKOI 0€30MaCHOCTH

Morytr OBITh BKIIOUEHBl TIPU HEOOXOJUMOCTH  JIOTIOJIHUTEIbHBIC
MOJ13ar0JIOBKH, Takue Kak «lcciaenoBanusi Ha MOJIOIHSIKE dKUBOTHBIX).

<B 0OKIUHUYECKUX OAHHBIX, NOTYYEHHBIX NO Pe3YIbmamam CmaHOapmHbLX
uccnedoganull  ghapmaxono2uieckor  6e30nacHocmu,  MOKCUYHOCMU — NpU

MHOSOKPAMHOM 66€0€Huu, CEHOMOKCUYHOCMU, KAHYEPOCEHHO2O0 nomeHyuala u
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PenpoOYKMUGHOU U OHMO2EHEMUYECKOU MOKCUYHOCMU, 0COo0bll 8ped OJis
YenoBeKa He 8blGeH™>.

<B 00KIUHUYECKUX UCCIe008AHUAX HAONI00AIUCL dhpeKkmbl MOIbKO npu
go30elicmeuly  JIeKApCmMeEeHHo20  npenapama 6  003aX,  CYUWeCmEeHHO
nPesoCXO0AUUX MAKCUMATIbHbBLE, YMO S6/eMCsl KIUHUYECKU He3HAYUMBLM ™.

<Umeromcs credyrowue Hexceramenvhvle peakyuu, He 0OHAPYIICeHHbIE 8
KIUHUYECKUX UCCTe008AHUSX, HO BbISGIIEHHbIE ) JHCUBOMHBIX NPU B030€lCEUl
JIeKAPCMBEHHO20 Npenapama 8 003aX, CXOHCUX ¢ 003aAMU, NPUMEHEHHbIMU 8

KIIURU4YeCKux MCC]Zé@O@CZHZ/lﬂX, umo mootcem umems KIUuHU4YeCcKyro 3HAYUMOCMb.>

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeyennb BcmoMorareJibHbIX BellleCTB

[TpuBOoAUTCS HA3BaHKWE BCIIOMOTATEIILHOTO BEIIECTRA.
JI1s1 BBICOKOTEXHOJIOTUYHBIX JICKAPCTBEHHBIX IPErapaToB HEOOXOIUMO
ONMCaTh KOHCEPBUPYIOLINE CUCTEMBI.

<Omcymcmeyrom.>
6.2. HecoBMecTHMOCTD

<He npumenumo.>. JlaHHO€ yKa3aHUE€ WMCIOJB3YETCA B Ciydae
HEO0OXOJIMMOCTH, HAITpUMEDP, sl TBEPABIX MEPOPATbHBIX JICKAPCTBEHHBIX (DOPM.

J{nsi JIeKapCTBEHHBIX TIpenaparoB [Jis MapEeHTEPaJIbHOTO MPUMEHEHUS
YKa3bIBa€TCsl CIEAYIOIICE:

<B cea3u c omcymcmeuem UcCie008aHUll CO8MEeCMUMOCU, OAHHbIU
JIeKAPCMEEHHbIUl  npenapam  He  cledyem — cCMewusams ¢ Opyeumu
JleKapCmeeHHbIMU npenapamamu. >

</laHHblil 1eKapCmeeHHblll npenapam He ciedyen CMeuwusams ¢ opy2umu
JIeKAPCMEEHHBIMU NPEnapamamil, 3a UCKAI0UeHUeM YKa3auuvlx ¢ <pazoene 6.6>

<u> <paszodene 12>.>.
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6.3. Cpok ronHoCTH (CPOK XpaHEHHS)

VkazbiBaercss uHbOpManMsi O CpPOKE TOJHOCTH (CPOKE XpaHEHUS)
JIEKApCTBEHHOI'O Tpernapara U cTadWIbHOCTA BO BpEMSI IPUMEHEHUS TIOCIIE €T
MEPBOTO BCKPBITUSI U (UJIM) BOCCTAHOBJICHUS (pa3BeieHUs). YKA3bIBAETCS TOIBKO
OJIMH OOIINI CPOK TOJHOCTH (CPOK XPaHEHHUS ) JISKAPCTBEHHOTO IMpernapara, Jaxe
€CJIM €r0 Pa3IMYHbIe KOMIIOHEHTHI UMEIOT Pa3HbIM CPOK FOJHOCTH (Hampumep,
MOPOIIIOK U pacTBOPUTEIIb). JlaTa ucTedeHus cpoka roqHOCTH TAaKOTO KOMILUICKTa
(JiekapCTBEHHBIN IIpernapar ¢ pacTBOPUTEIEM ) WIIK Habopa (KOMIUIEKTa U3 JBYX U
Oojiee JIEKapCTBEHHBIX MPEMapaToB) OMpeAenseTcs Mo Oojee paHHEH jgare
MCTEYEHHUsI CPOKAa TOJHOCTH (CpOKa XpaHEHHS]) KOMIOHEHTA JIEKApCTBEHHOIO
mpernapara, BXOJIAIIEro B KOMIUICKT (Ha0op).

Cranpaptabeie  (OPMYJIMPOBKH, HCIOIb3yEMbIE ISl OIMKMCAHUSI CpOKa
rOAHOCTH (CpOKa XpaHEHUsl), MpUBEACHBI B IpuiIoskeHnu Ne 7 k TpeGoBaHUSIM.

<..> <6 wmecayes> <..> <l 200> <I8 wmecayes> <2 co0a>
<30 mecayes> <3 co0a> <...>.

<Xumuueckas u uzuueckas cmabUILHOCMb 20MOB020 K NPUMEHEHUIO
JIeKAPCMBEHHO20 npenapama noomeepicoeHa 6 medenue X yacos (OHell) npu
Y C.>;

<C MUKpoOUONOUHECKOU MOYKU 3PEeHUs, eciu Memoo BCKPbIMuUs
(60ccmanosnenus, pazeeoeHus) He npensamcmeyem MUKpoOHOU KOHMAMUHAYUU,
JIeKAPCMEEHHBIU Npenapam nooaeHCum HemeoaeHHOMY NPUMEHEHUTO.>

<Ecnu JnexapcmeeHHvlli npenapam He 68e0eH HeMeONeHHO, XpaHeHue
20M06020 K NPUMEHEHUIO JIeKAPCMEEHHO20 npenapama u obecneueHue yciosull

sa614emcs 0043aHHOCMbIO NONb308AMEN.>. <...>
6.4. OcoOble Mepbl MPETOCTOPOKHOCTH MPH XPAHEHUH

Cranpaptabsie  (QOPMYJIMPOBKH, HCMOIb3YEMbIC I OMUCAHUS IS

YCJIOBUM XpaHEeHUs, TPUBEAEHBI B priiokeHUH Ne 6 k TpeOoBaHUsAM.
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OOmue ycnoBusi XpaHEHUs! JIEKAPCTBEHHOIO Ipenapara yKa3bIBaloTCs C
MEePEKPECTHOM CChUIKOM Ha pazzen 6.3 nmpu He0OXOIUMOCTH:
<Vcnosus xpanenus nocie <60ccmano8ieHUA™> <pa3eedeHus™> <nepeozo

BCKPBIMUSA™ J1eKAPCMBEHHO20 Npenapama cm. 8 pazoeie 6.3>.

6.5. Xapaktep HW coaep:kaHHe YNAKOBKH <u  CHEYUAIbHOE

000pyoosanue 01 UCROIb306AHUA, 66€0CHUA WU UMNIAHMAYUU>

JIOMOJIHUTENBHBIN  3aroJIOBOK  <u  cneyuanvHoe 000pyodosanue O
UCNONb308AHUSl, B88€0CHUsl UMU UMNIAHMAYuu> YKa3bIBAETCS TOJBKO IS
BBICOKOTEXHOJIOTMYHBIX JIEKAPCTBEHHBIX MPENaparoB.

[TosicHuTeIbHBIE PUCYHKH BKIFOYAIOTCS MPU HEOOXOAMMOCTH.

B nanHom paszznene HEOOXOAMMO yKa3aTh KOJMYECTBO €IUHUL] POTYKIIUU
BO BTOPUYHOM (OTPEOUTEIBCKOM) YIIAKOBKE, KOTUYECTBO MEPBUYHBIX YITAKOBOK
B HEMl W KOJIMYECTBO €IWHMUI] MPOIYKIIMU B TMEPBUYHON YIIAKOBKE, HAIPUMEDP
«ynakoBka cogepxxut 180 (2 6muctepa no 90) TabneTOK, MOKPHITHIX MIEHOYHON
000JIOUKO».

<He 6ce pazmepbl ynakosok mo2ym 66imb 00CMynHul OJisl pearu3ayuu™.

6.6. OcoOble  Mepbl  NPEIOCTOPOKHOCTHM  NPHM  YTHIM3AIUMN
HCIOJIb30BAHHOTIO JIEKAPCTBEHHOI'0 NMpenapara UM 0TX0A0B, MOJyYeHHbIX
nocJjie NpUMeHeHM sl JIEKAPCTBEHHOI'0 Npenapara, u Apyrue MaHUIMyJIsIIUH C
npenaparom

IIpy HEoOXOIMMOCTH MPUBOAATCA YKa3aHWS MO MPUTOTOBICHUHIO
JIEKapCTBEHHOT'O Tpernapara U yKa3zaHus MO Crocodam oOpallleHus ¢ HUM IIpH
HEOOXOAMMOCTH, B TOM YMCIIE€ YKa3aHUs MO YTWIM3ALUUU JIEKApCTBEHHOTO
npenapara M OTXOJOB, OCTABLIMXCS IIOCJE IPUMEHEHHS JIEKAPCTBEHHOTO
npenapara. IIukrorpamMmpl, JONONHSIOIIME TEKCT  BKJIIOYAKOTCA  IIPHU
HEO0OXOANUMOCTH.

<[Ipumenenue y demeti>
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<Hem ocobvix mpebosanuii <k ymuauzayuu>.>.

<Becb ocmaswiutics N1eKAPCMEEHHbIU npenapam u O0mxoovl ciedyem
VHUUMONCUMb (YMUIUSUPOBAMNY) 8 YCMAHOBIEHHOM NOPsOKe. ™.

<Becv ocmaswuiica nexapcmeenuvlli npenapam u omxoovl ciedyem
VHUYMONCUMb  (YMUAUUPOBAMb) 6 COOMBEMCMEUU C YCMAHOBIEHHbIMU
mpebosanHuamMu 3aKoHooamenvcmea eocyoapcmea — 4nena Eepazutickozo
9KOHOMUUECKO20 COH03A.>.

<Ocobble mpebosanus OMcymcmayom.>.

7. AEPKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

{Hazeanue cmpanvl na sazvike uznodcenusi mexkcma OXJIII} Ha3Banue
CTpaHbl IPUBOAUTCS Ha S3bIKe, Ha KOTopoM coctaBieHa OXJIIL.

{Haumenosanue depoicamens pecucmpayuoHHo20 yOOCmo8epeHusl}

{FOpuouueckuul (haxmuueckuii) aopec}

<{men.}>

<{axc}>

<{aodpec 3nekmpoHHoU noumuwl }>

7.1. IlpeacraBureib JepsKaTeisd PEruCTPALMOHHOIO YI0CTOBEPEHUSA

[Iperens3uu norpeduTeNnel HaMPaBIISITH MO aAPECy:

{Hazeanue cmpanuwi}.

{Haumenosanue depoicamens pe2ucmpayuoHHo20 yOOCmMOo8epeHUsl ).
{IOpuouueckuii (hakmuueckuti) aopec;}

<{men}>.

<{paxc}>.

<{aopec 31eKmpoHHOU noumuol }>.

8. HOMEP (HOMEPA) PETMCTPALIMOHHBIX
YIOCTOBEPEHUI
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9. KATETOPUS OTITYCKA JTEKAPCTBEHHOI'O ITPEITAPATA

VYKa3pIBaeTCsl MPUHAJICKHOCTD JIEKAPCTBEHHOTO MperapaTa K OIHOU U3
CIIEYIOLIUX KaTerOpHil OTITyCKa:

<JlexapcmeenHulli npenapam OMHOCUMCA K Kame2opuu Omnycka <oe3
peyenma> <no peyenmy>, <8 VCI08UAX Je4eOHO-NPOPUIAKMULECKUX
yupesicoeHuu™>.>.

VYKa3pIBaloTCA YCIIOBUSI WM OTPAaHUYEHHUS, KaCAIOIIMECs IOCTaBKU U
UCIIOJIb30BaHUsl  JIGKQpCTBEHHOro  mpemnapara (mpu  Haauuuu). Ecin
PErUCTPAIIMOHHOE YAOCTOBEPEHHUE JICKAPCTBEHHOTO Mpemnapara ObLUIO BBIJAHO
OpU  YCJIOBUU  BBIMIOJHEHUS  OMPENENEHHBIX  OCOOBIX  00s3aTeNbCTB,
paccMaTpuBaeMblii  JICKAPCTBEHHBIM MIpenapaT MOXKET MPUMEHSThCS B
OIPEJENICHHBIX CIIy4asiX, TOJBKO MOJ CTPOrUM MEAMIIMHCKUM HAaONIOIEHUEM (B
YCIOBUSAX  JI€UEOHO-MPODWIAKTUUECKUX  YUPEXKJEHHI), a B  cCiyyae
paguodapMarieBTHYECKUX TMpenaparoB — MO HAOMIOACHUEM HMEIOIIEro
COOTBETCTBYIOILIEE Pa3pEUICHUE JINLIA.

<10.JO3UMETPUS> (ecinu npuMEHUMO)

<11. MHCTPYKIHUA 1100 HNPUT'OTOBJEHUIO
PAIMODPAPMAIIEBTUYECKUX IMPEITAPATOB> (3anonHsercs mnpu

HEOOXOIUMOCTH)

<Becb HeUCnonvb308aHHblL JIEKAPCMEEHHbII Npenapam uiud Omxoovl
credyem ymuauzupoeams 8 YCmaHo81eHHOM nopsoKe. ™.

<12. YCTAHOBJIEHUE ITIOCTPET'UCTPAIIMOHHBIX MEP>

B cmydae ecnum  JekapcTBEHHBIM Ipenapar 3aperucTpupoBaH ¢
YCTaHOBJIEHUEM MTOCTPETUCTPALMOHHBIX MEP, HEOOXOIMMO YKa3aTh CIEAYIOIIEE:
U1 JIEKapCTBEHHBIX MIPENApaTOB, 3aPETUCTPUPOBAHHBIX C YCTAHOBJIEHUEM

JIOTIOJTHUTEIBHBIX TPEOOBAHUM:
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</laumwiti  JneKapcmeeHHuvlll npenapam — 3ape2ucmpuposan c
YCMaHosieHuemM OONOTHUMENbHbIX MPeb08aHULl, U NO IMOMY J1eKAPCMEEHHOMY
npenapamy oxcudaemcs npeocmasieHue OONOIHUMENbHLIX OAHHbIX 8 medenue |
eo0a. {HamMmeHOBaHHME YIIOJHOMOYCHHOTO OpraHa TocyJapcTBa — dJeHa
EBpa3uiickoro sSKOHOMHUYECKOTO COK03a} Oydem npo8ooums IKCNepmu3y HOBbIX
ceedeHUll 0 npenapame, KOmMopwvle MO2ym NOAGIAMbCI eXHce200H0, A OAHHAs
06w as xapakxmepucmuka 1ekapcmeenHo2o0 npenapama 6yoem oOHO8IAMbCsl NO
mepe HeobXo0uMocmu.> .

JUTsT IEKApCTBEHHBIX MPENapaToB, 3aperUCTPUPOBAHHBIX MO MPOIEAYpe
pPEruCTpalvi B UCKIFOUUTETBHBIX CITydasix:

</lanmuwlii exapcmeenuviil npenapam 3apecucmpuposan no npoyeoype
«pecucmpayuu 8  UCKIIOYUMENbHLIX — CIVHAAXY 8 C843U C  <PeoKUM
3abonesanuem>, <HayuHbIMU cooopadceHuamu >, <smuyecKkumu
coobpadicenusAmMuU>, 8ce HeoOX00UMbvle Cc8eOeHUs 00 IMOM JIeKapCmEeHHOM
npenapame nonyuums Hego3modicHo. {HauMeHOBaHHE YNOJHOMOYEHHOTO
opraHa rocymapcta — ujieHa EBpa3uiicKOro 3KOHOMHUYECKOTO COro3a} 6yodem
NPOBOOUMb  e)HCe200HO ODKCHNepmu3y HOBbIX C8eOeHUl, a OaHHas oowas
Xapakxmepucmuka J1eKapCcmeeHHo20 npenapama 0yoem 0OHOBIAMbCSA NO Mepe
Heobxooumocmu. >.

JUTsI JIEKApCTBEHHBIX IPENapaToB, 3apEeTUCTPUPOBAHHBIX IO MPOIEAYPE
YCJIOBHOM PETUCTPALINU:

</lanmuwlii 1ekapcmeennvlli npenapam 3apecucmpuposan no npoyeoype
«VCI0BHOU  pecucmpayuuy, U N0 OMOMY JeKAPCMBEHHOMY Npenapamy
odlcudaemcst  npeocmaeiieHue OONOJHUMENbHLIX OaHHblx. {HanMeHoBaHUe
YIOJTHOMOYEHHOTO  OpraHa  TrocyAapcTBa —  WieHa  EBpaswuiickoro

AKOHOMHUYECKOI'O COI03a} Oydem nposooumv exince200HO 3KCNepmu3)y HOBbIX
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ceedenull o npenapame, a OAHHASL 0OWASL XAPAKMEPUCTNUKA T1eKAPCIMBEHHO20
npenapama 6yoem 0OHOBIAMbC NO Mepe He0OX00UMOCMU. >.

OOmiass  xapakTepucTuKa JieKapcTBeHHoro mpemapara {Toprosoe
HAaMCHOBAaHME| JIOCTYIIHA B €IWHOM PEECTpe 3aperucCTPUPOBAHHBIX
JEKapCTBEHHBIX CpEeACTB EBpa3miickoro SKOHOMHYECKOTO COI03a W Ha
ouMaTEHOM CaiiTe YIMOJHOMOYEHHOTO OpraHa (dKCIIEPTHOW OpraHU3allvu)

{caliT yoJIHOMOYEHHOTO OpraHa (CalT OpraHu3allun)}».

TpebGoBanus k opopmienuto npoexkra OXJIII
OG61ue TpeboBaHMs

PasmMep u opuenTanus crpanuubl: popmat A4, opueHTaIus KHUKHASL.

[Tonst: mo 2 cM ¢ KaXa0¥ CTOPOHBI.

Mpudpt: Times New Roman, pasmep 12 0T, CTUIb OOBIYHBIMH,
MEXOYKBEHHBI MHTEPBaT OOBIYHBIN, I[BET YEPHBIN, B TAOJMIIAX JOMYCKAETCS
UCIOJIb30BaTh IIpU(PT MeHblIero pazMepa. CHOCKHM, MOANUCU K rpadukam,
JyarpaMmam BBINOJIHSIOTCS ¢ pa3MepoM mmpudra 10 oT.

BripaBHuBaHue: 3aroJI0BOK «OBIIIAA XAPAKTEPUCTHUKA
JJEKAPCTBEHHOI'O TIIPEITAPATA» pacnonaraercss IO IEHTPY, BCe
OCTaJIbHBIE 3arOJOBKH U MOBECTBOBATEIBHBIN TEKCT — IO IIUPUHE.

WNurepBanbl: ab3auubii orctyn 0 cM, MEXKCTPOYHBIA HHTEpBAI
OJIMHAPHBIN, UHTEPBAT MEXay ab3anaMu 6 NT, UHTEPBAJl MEXIY 3ar0JIOBKOM U
TEKCTOM — CM. MH(oOpManuio 1no o(GOpMIEHUIO 3arojlOBKOB HUXE, MUHTEpPBAI
MEXJy CHUMBOJIaMU (KEpHUHI) — 4YTOOBI M30€XKaTh pa3phiBOB B TekcTe. B
HEKOTOPBIX CIIyyasX MPUMEHSAETCS HEpa3pbIBHBIN MpoOes (Hampumep, MExXIy
YUCJIaMU U OTHOCSIIIUMHUCS K HUM €IMHULIAMHU U3MEPEHUS, MEXAY 3HaKamu %o,

Ne u oTHOCAIIMMUCS K HUM LIM(DpaMK) U HEpa3pbIBHBIN Aeduc.
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Hymepanus cTpaHull: HyMEpYIOTCSl BCE CTPaHULIBI KpOME IIEPBOI, HOMepa
CTpaHMI] MPOCTABISAIOTCA apaObckuMu 1udpaMu 0€3 TOYKH B LUEHTPE HHUIKHETO

KOJIOHTHUTYIJIA.

TpeboBanus Kk 0hOPMIICHUIO 3ar0JI0BKOB

3aronoBok «OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O
[IPETTAPATA» odopmisercs 3ariaBHbIMH OyKBamu, CTHIb HIpudTa
NOJIYKUPHBIN, pazMep mpudra 14 or.

Ha3Banusa yacreit opopMIISIIOTCS 3arjaBHBIMUA OyKBaMH, CTWJIb HIpU(Ta
MOJTY>KUPHBIA, UHTEpBaJbl 24 NT Mepel 3aroJOBKOM M 12 NT mocie 3arojioBKa.
3aronoBoK HyMepyeTcs apadckumu iudpamu mmo nopsaxy (B popmarte 1.,2.,3.u
T. 1). Mexny HOMEpOM 1 Ha3BaHHWEM YaCTU PUMEHSETCS HEPa3phIBHBIN MpoOel.

Hazsanus paznenoB ohopMIIsIIOTCS CTPOUYHBIMU OyKBaMU (KpOME TEepBOi),
CTWIb WIpU(Ta MOTYKUPHBIN, UHTEpBadbl 12 OT mepen 3aroioBkoM u 12 nr
1ocCJie 3aroJioBKa. 3arojioBOK HyMepyercs apaOCKuMH IudpamMu 1o nopsjaky (B
dbopmare 4.1.,4.2. u 1. 1). Mexay HOMEpOM U Ha3BaHHEM pa3jieiia IPUMEHSIICTCS
HEpa3pBIBHBIN MPOOEI.

Ha3Banusa mnoapasznenoB oGOpMIISIIOTCS CTPOYHBIMU OykBaMu (Kpome
nepBoit), cTUib mpudTa NoAYepKUBaHUE, 0€3 HyMepaluH.

[TyHkTBl OQOPMISIOTCS CTPOUHBIMU OyKBaMU (KpOMe IMEpBOM), CTUIIb
mpudTa KypcuB, 6€3 HyMepaIuH.

[ToamyHKTEI 0OPMIISIOTCSI CTPOYHBIMHU OyKBamMu (KpoMe TIEPBOil), CTUITH
mpudTa KypcuB ¢ MOoYEpKUBaHUEM, O€3 HyMEpALIHH.

B koHIIe 3ar0JI0OBKOB TOYKH HE CTABSITCA.

[Ipu HeoOxoaMMmocTH JanbHEHIIEH pyOpHKallMd TEKCTa JIOMYCKarTCs
WHbIE BapUaHThl O(OPMIICHUS 3arojOoBKOB WM OpopmileHHE MH(pOpMaLuu C

MPUMEHEHUEM MapKUPOBAHHOTO CITHCKA.
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[TPUJIOXKEHUE Ne 12

K TpeOOBaHUSAM K HHCTPYKIIMH T10
MEAUIIMHCKOMY MTPUMEHEHHIO JIEKAPCTBEHHOTO
npernapara 1 o0IIei XapaKTepuCTUKE
JIEKapCTBEHHOTO Tperapara Jyis
MEIULUHCKOTO MPUMEHEHUS

(B penakuuu Pemenus CoBeta
EBpa3zuiickoil 5KOHOMUYECKOU KOMUCCUU
ot 21 ¢epans 2025 r. Ne 18)

TPEBOBAHMUA
110 MOATOTOBKE TEKCTA HHCTPYKIHUHU M0 MEAULIMHCKOMY NPUMEHECHUI0
JIEKAPCTBEHHOT0 Mpenapara (JIMCTKA-BKJIAIBIIIA)

1. O01Me monoKeHus

Hacrosimiue TpeOoBanmsi comepkaT YKazaHWs IO TPEICTABICHUIO
uHopMaliid O JIEKAPCTBEHHOM IMIpernapaTe NalMeHTaM, a TakXKe JIHIaM,
3aHUMAOIUMCST  OPOpMIIGHMEM W COCTaBJICHHMEM  HWHCTPYKIMU  TIO
MEJIUIIMHCKOMY MPUMEHEHUIO JICKAPCTBEHHOTO TMpemnapara (JMCTKa-BKIIabIIIa)
(masiee — MMCTOK-BKJIABIIT) JJI anueHTa. Hacrosiue TpeboBaHUs BKIIOUYAIOT
B ce0s omucaHWe HaJJIeKaled NpPaKTUKA B 001acTH WHGOPMAIMOHHOTO
I3aiHa  JIMCTKA-BKJIAJBIIA C  [EIbK0  IPEIOCTABICHUS  MAIMCHTaM
BO3MOXHOCTH  TNPUHMMATh  PEIICHUS  OTHOCUTEIIBHO  O€30MacHOro U
3¢ PEeKTUBHOTO MPUMEHEHHS Ha3HAYEHHBIX JICKAPCTBEHHBIX MpernapaTosB.

Hacrosimue TpebGoBanus cPopMUPOBaHbI B I1EJISIX YJIOBJICTBOPEHUS
NOTPEOHOCTH  MEAUIMHCKUX pPaOOTHUKOB M TAIUEHTOB OTHOCUTEIIBHO
MPEJCTABICHUS MM BBICOKOKAUYE€CTBEHHOW WH(OpPMAIMK O JEKAPCTBEHHOM

npenapare.
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JIMCTOK-BKIAMbIII  SIBISIETCS JOCTYNHBIM M JOCTOBEPHBIM, a IS
HEKOTOPBIX MAllUEHTOB — E€AMHCTBEHHBIM IMHCbMEHHBIM HCTOYHHKOM
uHbpOpMallMM O JIEKAPCTBEHHOM mpemapare. [laMeHThl  UCHONIB3YIOT
JMCTOK-BKJIQJIBIII, ITOCTABJISICMBI BMECTE C JICKAPCTBEHHBIM IpPENapaToM, Kak
HanOoJIee BaXXKHBIN TOCIe Bpauel U (papMarieBTUUECKUX paOOTHUKOB UCTOYHUK
uHdopmanui. YKazaHHas B JIMCTKE-BKJIaiblle HWH(OpManus MO3BOJSET
nanyeHTaM y4acTBOBAaTh B MPUHATUU PELICHUS O NMPUMEHEHHH IPErapaTos,
Ha3HAYEHHBIX WM PEKOMEHJOBAaHHBIX MEAUIIMHCKUMU PaOOTHUKAMHU, a TAKKE
P OKa3aHUHM CAMOIIOMOIILIH.

[Ipn npuoOpereHuU JEKapCTBEHHBIX IMPENapaToB, OTIYCKaeMbIX Oe3
penenTa B3aUMOJACHCTBHE MEXIYy MALMEHTOM U MEAMIMHCKUM pPaOOTHUKOM
MOXKET OBITb OTrpaHMYEHO WM CBEJEHO K Hymo. B mocnegnem ciydae
nucbMeHHas uH(opManus npruoOpeTaeT ocoOyl0 LIEHHOCTh JJid 0€30MacHOro

INPUMCHCHUS JICKAPCTBCHHOI'O IIPCIIapara.

2. Cdepa npumeHeHUS

Hacrosimue TpeOoBaHMsS TO3BOJSIOT OOCCIEUYUTH  PETyIMPOBAHUE
dapMareBTHUYeCKOM OTpaciy MPU BHECCHUH JACPKATEIAMU PETHCTPAIIMOHHBIX
yJIOCTOBEpEHNH HW3MEHEHWW B JIMCTOK-BKIAAbII. [IprMeHEHHE HACTOSIIUX
TpeOOBaHUH TO3BOJISET OOCCICUHUTHh SICHOCTh W JOCTYITHOCTH JUJIS TAIlMEHTa
peACcTaBIIeMOll  HMHGOPMAlMM B JINCTKE-BKJIAJBINIE  JICKAPCTBEHHOTO
mpernapara, 9YTo Co3JaeT MPEANOChUIKN JJIs MPAaBWIIBHBIX JTCHCTBUM MAIlMCHTOB
110 IPUMEHEHUIO 3TOTO TIpernapara.

[Tepen momadeld JUCTKA-BKJIAIbIIa B  YIIOJHOMOYCHHBIE OpPraHbI
rocygapcTB  —  4WICHOB  EBpasWiiCKOTO  3KOHOMHYECKOTO  COIO3a
(manee — rocynapctBa-uiieHbl, Cor03) B IEISX BBIINOJHEHUS TPOUEYD,

CBSI3aHHBIX C perucTpaIuen, MOJITBEPKACHUEM perucTpanuu
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(mepeperucTpany), BHECEHMEM M3MEHEHHMM B PETHCTPALlMOHHOE J0ChE H
OPUBEJCHUEM  PErUCTPALIMOHHOIO  JIOChE  JIEKAPCTBEHHOI'O  Ipernapara,
3apEruCTPUPOBAHHOIO MO HALMOHAIBHOM MPOLeIype B FOCYIapCTBAX — YJIEHAX
EBpa3uickoro 5»KOHOMHYECKOTO COK3a B COOTBeTCcTBHE C IIpaBuinamm
perucTpalu M HKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB JJISI METUIMHCKOIO
IIPUMEHEHMUS, YTBEPKICHHBIMU Pemennem Coserta EBpaszuiickoun
HKOHOMMYECKON KoMmuccuu OT 3 HOs10pst 2016 1. Ne 78 (nasiee — npuBeacHUE B
cooTBeTcTBUE ¢ TpeboBaHusiMu Coro3za) ¢apMaleBTHUUECKUE MPOU3BOIUTEIN
JOJDKHBI  BBIMIOJHUTH ~ HACTOSIIIME  TpeOOBaHWA, TIOCKOJIBKY  J000e
HECOOTBETCTBUE UM TpeOyeT OOOCHOBaHUS OTCYTCTBUS BIIMSHUSA TaKOIro
HECOOTBETCTBUSA Ha O€30MacHOe NPUMEHEHUE JIEKapCTBEHHOTO Mpernapara.
Hacrosimue TpeOoBaHUS MPUMEHSIOTCS K JIEKapCTBEHHBIM Mperaparam,
OTIIyCKaeMbIM IO pelenTy M 0e3 pelenta, a TakkKe K JEKAPCTBEHHBIM
npenaparam, KOTOpble MPUMEHSIOTCS B YCIOBUSIX JIEUeOHO-TIPOPHIaKTHIECKUX
yupexaeHuid. B pamkax sKcrepTH3bl pErUCTPALIMOHHOTO JOChE U IIPU paboTe C
Kano0aMHU Ha JIMCTKU-BKJIQJABIIIN YHOJHOMOYEHHBIE OpraHbl (SKCIEPTHBIC
OpraHu3allii) TOCYJapCTB-WICHOB AaHAJIM3UPYIOT O€30MacHOCTh MalMeHTa
UCXO/I4 U3 ONbITa IPUMEHEHUS JICKAPCTBEHHOIO ITpernapara u BCeX COOOIIEHHbIX

HEXKEJIaTCJIbHBIX SIBJICHUM.

4. TpeboBaHUs K JTUCTKY-BKIAIBIITY

[IpenacraBinenne wHGOpPMAIIMM U €€ COACp)KaHHWE JUISI  BCEX
JIUCTKOB-BKJIQBIIICH OMIPEAEISETCS B COOTBETCTBUM CO CIICAYIOITUM MOPSIIKOM:
4.1. JIuCTOK-BKJIaAbIIII COCTaBJISIETCA Ha OCHOBaHUH o01en
XapaKTEePUCTUKU JieKapcTBeHHoro mpenapara (nainee — OXJI). On gomxeH
BKJIIOYaTh B C€0sl CTPYKTYPUPOBAHHYIO HWH(OpMAIUIO, PACIOIOXKEHHYIO B

CJIEYIOIIEM MOPSIJIKE.
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4.2. Nnentudukanus JeKapCTBEHHOTO IpenapaTa B BUJI€ HAMMEHOBaHUS
JIEKApCTBEHHOTO Tpernapara, 3a KOTOPbIM CIEAYET JTO3UPOBKA, JICKAPCTBEHHAs
dbopMa u (ecnu NPUMEHUMO) CIEIHUATbHbIE YKa3aHUs (Hampumep, OTMETUTh
NpEeAHA3HAYEH JIM JIEKApCTBEHHBIM Mpenapar [Jisi NPUMEHEHUS Y MIIAJICHIIEB,
JeTel WK JIUIT TIOXKUIIOTO (CTapYeCcKoro) BO3pacTa):

4.2.1.HeoOxoauMo yKaszaThb TOJIBKO OJJHO HAaWMEHOBAHHUE IS KaXKIOTO
JEHUCTBYIOIIETO BEIIECTBA HA OTJEILHOM CTPOKE MO]T TOPrOBBIM HAMMEHOBaHUEM
JIEKApCTBEHHOIO Mpernapara B CIeIyIOIIeM HOopsiiKe BbIOOpa:

a) MEeXJ1yHapOJHOE HelaTeHTOBaHHOE HauMeHoBaHue (nanee — MHH);

0) mpu orcyrctBun  MHH — nHammenoBanme 1o @Dapmakormee
EBpa3nuiicKoro 3KOHOMHUYECKOTO COX03a, yTBEpkAcHHOU Pemennem Komnerun
EBpazuiickoit sxonoMuueckoit komuccuu oT 11 aBrycra 2020 r. Ne 100 (nanee —
®dapmakonesi Cotoza), (apmakonesM TrocyaapCTB-4ICHOB WJIHM OCHOBHBIM
dapmakornesm B cooTBeTcTBMM ¢ KoHuenmweid rapmoHm3anuu ¢GapMakornei
rocyJlapCcTB — WICHOB EBpa3uiicKOro 3KOHOMUYECKOTO COK03a, YTBEPKIACHHOU
Pemennem Konnerun EBpazuiickoil 9KOHOMUYECKON KOMHUCCHUH OT 22 CEHTSOpS
2015 1. Ne 119 (nanee — Konunenius rapmMmonu3anuu ¢papmaxkonei);

B) IpU OTCYTCTBUHU (hapMaKONEHMHOr0 HAMMEHOBaHUS — OOIUEMPUHSATOE
WJIU TPYIIUPOBOYHOE HAUMEHOBAHMUE;

) Ipd  OTCYTCTBHUM  OOWICHPUHSITOrO  WIM  TPYHIUPOBOYHOTO
HAaUMEHOBAHMS — HAYYHOE (XMMHUUYECKOE) HA3BAHUE;

4.2.2. papmakoTepaneBTUUCCKAS rpyrma B COOTBETCTBUU C
aHATOMO-TEPANeBTUYCCKUM M XHUMHUYECKUM Kiaccudukatopom Coro3za wuiu
OMMCAaHUE aKTUBHOCTH, B 3aBUCUMOCTH OT TOTO YTO 0OJiee JIETKO NMOHUMAETCS
MalKEeHTOM.

4.3. Tloxa3aHusl K TPUMEHEHHUIO.



221

4.4. IlepeueHb CBEJCHMUI, HEOOXOAUMBIX JO Hayajia MPUMEHEHUS
JIEKapCTBEHHOTO Mperapara:

4.4.1. mpOTUBONIOKA3aHUS;

4.4.2. HeoOXoaUMBbIE MEPhI IPEAOCTOPOKHOCTH TIPH TPUMEHEHUH;

4.4.3. BU1bI B3aUMOACHUCTBUS C APYTUMHU JICKAPCTBEHHBIMHU MpenapaTamMmu U
JIpyrue BUABl B3aUMOJICUCTBUS (HAlpuMep, C alKorojieM, Tabakowm, MUIIEH),
CIIOCOOHBIC MOBJIUSATH HA JIEUCTBUE JIEKAPCTBEHHOTO MIpernapara;

4.4.4. cienanbHbIC NPEAYTPEKICHHUS.

4.5. HeoOxonumple U CTaHAAPTHBIE HWHCTPYKIMU TI0 HaJJIeKaIIEMy
MPUMEHEHUIO, B YACTHOCTH:

4.5.1. pexxum 103UpPOBaAHUS;

4.5.2.MeToN U MyTh BBEJICHUS (TP HEOOXOIUMOCTH);

4.5.3.4acToTa NPUMEHEHHUS C YKa3aHUEM BPEMEHH, KOTJa JIEKAPCTBEHHBIN
npenapar MOXeT WA JOJDKEH MPUMEHATHCS (TP HEOOXOAMMOCTH), a TAKXKE B
COOTBETCTBYIOIIUX CJIy4yasX, B 3aBUCUMOCTH OT CBOWCTB JIEKAPCTBEHHOTO
npenapara:

4.5.4. nIUTEeNbHOCTD JICUCHHUS, €CITU €€ HE0OXO0IMMO OTPaHUYHUTh;

4.5.5.Mepbl, KOTOpPbIE HEOOXOAUMO MPUHSATH B Cily4yae MEPEI03UPOBKHU
(CMMIITOMBI, HEOTJI0KHBIE MPOLIEAYPHI);

4.5.6.Mepbl, HEOOXOAUMBIE TPU MPOIYCKE OJHON WM HECKOJIbKUX 03
JIEKapCTBEHHOIO Mperapara;

4.5.7.yka3aHue Ha HaJM4YUMe pPHUCKa CHUMIOTOMOB OTMEHBI (IIpU
HEOOXOIUMOCTH);

4.5.8. pexomMeHaaIuy mo oOparieHuo 3a KOHCYIbTAIlUEH K MEAUITTHCKOMY

pabOTHUKY JJIsSI pa3bsSICHEHUS CIIOCO0a MPUMEHEHHUS JIEKAPCTBEHHOTO Mpenapara.
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4.6. Onucanue HeXenaTelbHbIX PEeaKIUi, KOTOPbIE MOTYT MPOSBIATHCS
IIpU CTaHAAPTHOM NMPUMEHEHUH JIEKAPCTBEHHOrO Ipernapara U Mepbl, KOTOPbIE
CJIEYEeT MPUHSTH B 3TOM ciiydyae (Ipu HEOOXOIUMOCTH).

4.7. YxazaHue Ha JaTy MCTEUYEHHUS CPOKa TOAHOCTH (CpoKa XpaHEHHs),
NPUBEACHHYI0O Ha YNAKOBKE JIEKAPCTBEHHOTO Mpenapara co CIEAYHOLEen
JTOTIOJTHUTEILHON HH(pOpMaImei:

4.7.1.yxa3aHue 3ampera MPUMEHEHHs JIEKApPCTBEHHOrO IMpernapara Io
UCTEYEHUU CPOKa FOJHOCTH (CpPOKA XpaHEHUS);

4.7.2.cnenuanbHble YCIOBUSA XpaHeHUs (B COOTBETCTBYIOLIUX CIIydasiX);

4.7.3.npenymnpexaeHie 00  ONpEeIeJIEeHHbIX BHAUMBIX  IPU3HAKAX
yXyJLIEeHUs KauecTBa (Mpyu HEOOXOJUMOCTH);

4.7.4.mONHBIA Ka4yeCTBEHHBIM COCTaB (AKTUBHBIX (PapMarieBTUYECKUX
CyOCTaHIIMM W BCIIOMOTATENIbHBIX BEIIECTB) U KOJWMYECTBEHHBIH COCTaB
aKTUBHBIX  (apMarleBTUYECKNX CYOCTaHIIMA C  HMCHOJB30BAaHUEM  MX
OOIIETIPUHSATHIX HAUMEHOBAHUM JIJIs1 KaXKJI0M (hOPMBI BBIITYCKa JIEKAPCTBEHHOTO
npernapara;

4.7.5.nexapcTBeHHast ¢opma Kaxxaoil (GopMbl BBIITYCKA JIEKAPCTBEHHOTO
mpenapara M €€ COAep)KaHus MO Macce, oObeMy WM KOJHMYECTBY 103 B
JIEKApCTBEHHOM Mpenapare;

4.7.6.ykazaHUe KaTeropyu OTITyCKa JISKApCTBEHHOTO Mperapara;

4.7.].Ha3BaHUE U afpeC IeP>KaTEIIsl PErMCTPALIMOHHOTO YIOCTOBEPEHUS U,
B COOTBETCTBYIOIIMX CJIydasX HAWUMEHOBAHHWE TMIPEJCTABUTENS JeprKaTess
PErUCTPAIMOHHOTO YIOCTOBEPEHHUS, B KAXKIOM TOCYIapCTBE-UJICHE;

4].8.Ha3BaHUE€ W  aIpeC  NPOU3BOAUTEINS, OTBETCTBEHHOrO  3a

BBIHYCKaI-OHII/If/i KOHTPOJIb Ka4CCTBA.
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4.8. IlepeueHp HAaUMEHOBAaHUI JIEKapCTBEHHOI'O rpernapara,
3apETUCTPUPOBAHHBIX B KAXKJIOM U3 TOCYJAPCTB-UJICHOB (€CJIU JIEKapCTBEHHBIM
npenapar 3aperucTpUpoBaH Mo/ pa3IMYHbIMU HAUMEHOBAHUSIMU).

B OTHOILLIEHUU JIEKAPCTBEHHBIX pEnapaTos, TPeOYIOIMX
JOTOJIHUTEIPHOTO MOHUTOPMHIA, YKa3blBaeTcs crienyomee: «JlaHHbIN
JIEKAPCTBEHHBIA TMpENnapar MOJIEKUT JOMOJHUTEIBHOMY MOHHUTOPUHTY.
YkazaHHOMY TPEAYNPEeKICHUIO TOMKEH MPEIIeCTBOBATh YEPHBIM CUMBOJI, 3a
KOTOPBIM JIOJIKHO CJIEIOBATh COOTBETCTBYIOILIEE CTAHIAPTHOE Pa3bsICHEHUE.

JInst  Bcex JIGKapCTBEHHBIX MpENapaToB HEOOXOAMMO  yKa3bIBaTh
CTAHJAPTHBIA TEKCT, PEKOMEHAYIOIIWA NalueHTaM I[pU BO3HHUKHOBEHUU
KaKuX-IM0O0 HEXEeNaTeNbHBIX peakiuid oOpamarbcsi K MEIUIUHCKOMY
pabOTHUKY, (hapMalleBTUUECKOMY PAOOTHUKY WJIM HAIMPSAMYIO 4Y€pe3 CUCTEMY
COOOIIEHUI TOCyAapCTB-UJIECHOB, U YKa3bIBAIOIIUN HA PA3JIMUHbBIC ITyTH TAKOTO
cooOmeHus1 (PIEKTPOHHOE COOOIICHHE, TMOYTOBOE OTMHpaBiCHHE U (UJIN)
JIPyTOE).

4.9. Ilepeuenp cBeACHUNM HEOOXOAMMBIX JO Hadajla IPUMCHCHUS
JIEKapCTBEHHOTO TIpenapara, yKa3aHHbId B nOoANyHKTe 4.4 HaCTOAIIMX
TpeOOBaHUM, TOJKEH TAKKE COJICPIKATh:

a) YCIJIOBUS IPUMEHEHUSI B ONPEICNICHHBIX rpynnax (1eTu, OepeMeHHbIE U
KOPMSIIIIUE TPYJbIO0 JKEHIIHMHBI, TMOXWIbIC, JULIA C ONPEACICHHBIMU
MAaTOJIOTMYECKUMU COCTOSTHUSAMMU );

0) cBeleHUsT O BO3MOXXHOM BIIMSIHUM Ha CIIOCOOHOCTH  YIIPaBIISITh
TPAHCIIOPTHBIMU ~ CPEACTBAMHM WJIM paboTtaTh C€ MeXaHu3MamMu (eciu
MPUMEHUMO );

B) IEPEUYEHb BCIIOMOTaTEIbHBIX BEIIECTB, CBEACHUS O KOTOPBIX
HEO0OXOIUMBI JJ1s1 0€30MacHOr0 U 3(PEKTUBHOTO MPUMEHEHUS JIEKAPCTBEHHOTO

npenapara, onMcaHHbIX B puiiokeHuu Ne 1 kK TpeOoBaHUAM K UHCTPYKIIHUH TIO
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MEIUIMHCKOMY TPUMEHEHHUIO JIEKAPCTBEHHOrO Ipemapara U o0miei
XapaKTEPUCTUKE JIEKAPCTBEHHOT'O Ipenapara sl MEAULIMHCKOTO NTPUMEHEHNS,
yTBep)KIecHHbIM Pemennem Coera EBpasmiicko 3KOHOMHUYECKOW KOMHUCCHH
ot 3 Hos10pst 2016 1. Ne 88.

4.10. Ilo  ycMoTpeHHIO  3asBUTEIsI B IEIAX  OOECIECUCHHS
yA0004YUTAEMOCTH, TOHSTHOCTH U JIETKOCTH BOCIPHUATHSA JIMCTKA-BKJIAAbIIIA
MO>KET OBITh IPOBEICHO IMOJIb30BATEIBCKOE TECTUPOBAHUE JTUCTKA-BKIIAAbIIIA.

4.11. Ilpu HEOOXOAMMOCTH YIIOJTHOMOYEHHBIMU OpraHaMi (PKCIEPTHBIMU
OpraHHu3alUsIMU) TOCYJIapCTB-WICHOB B EBpasuiickyl0 3KOHOMUYECKYIO
komuccuio (nanee — Komwmccus) npexacrasnsercsa cBogHas uHpopmamus 00
UMEIOIIMX  CHCTEMaThyeckuid  xapaktep  Hemocrarkax  OXJII w
JIMCTKOB-BKJIAQJBIIIEH  JIEKAPCTBEHHBIX  MPENApaTOB,  HAXOMISIIMXCS B
oOpalleHnu, U aHajii3e BO3MOXXHBIX MEp JI1 YCTPAHEHUS] TAKUX HEJOCTATKOB.
Jlannas cBogHas nuHdopmaius myonukyercs Ha opuimaabHoM caiite Komuccuun
B HMH(POPMAIIMOHHO-TEIEKOMMYHUKAITMOHHON ceTu «MHTepHeT», B MeNax
oOecreueHrs AOCTYIMHOCTH NJisi 3aMHTEPECOBAHHBIX MAIIMEHTOB, MAIIMEHTCKUX
OpraHu3alMi U MEAUIIMHCKUX PAOOTHHUKOB.

OKCIEPTHBIA KOMHUTET IO JIEKAPCTBEHHBIM CPEACTBAM HAa OCHOBAaHUU
CBOIHOM  uWHbOpMaUMKW W, €CIM  TNPUMEHUMO, KOHCYJIbTAlUH  C
3aMHTEPECOBAHHBIMHU JIMIIAMH, pa3padaThiBacT PEKOMEHAIINN M0 YIyUIIEHUIO
ya0004nuTaeMOCTH, U3J10KeHUTO U coaepkanuto OXJIII u mucTka-BKIabIIIA.

4.12. B ciydyae mNOpoOBEOCHUSI TOJb30BATEIBLCKOTO TECTUPOBAHUS HX
pe3ynbTaThl JOJKHBI  OBITh IPEACTABJICHBl  YIOJHOMOYEHHOMY OpraHy
(3KCIIEepTHOM OpraHu3alnH) TOCYJapCTBA-YlI€Ha, KOTOPOE OCYIIECTBIISET

pPaCCMOTPCHUEC U SKCIICPTUIY PETUCTPALNUOHHOTO JOCHC.
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4.13. Bce mpennaraemMble U3MEHEHUS JINCTKA-BKJIAJbIIIA, OMHUCAHHBIC B
HacTosimeM paszfaeiie, Ho He cBsizaHHble ¢ OXJIII, moikHBI mopaBaTtbCa B
YIIOJITHOMOUYEHHBIE OpraHbl (3KCIEPTHBIE OPraHU3aIiy) FoCy1apCTB-YJICHOB.

4.14. JIncTOK-BKJIAJBIII MOXET COJIEP’KaTh CHUMBOJIBI M MHUKTOTPAMMEI,
NpEAHA3HAYEHHBIE ISl MPOSCHEHUS OINMPENECIEHHBIX CBEICHUN, YKA3aHHBIX B
nyHkte 4.1 HacTosuMX TpeOOBaHWW, M HHBIX CBEJICHUN, COTJACYIOUIUXCS C
OXJIII, mone3HbIX AJis MauenTa. Takue CUMBOJIBI U TUKTOTPAMMBI HE JTOJIKHBI
BKJIIOUYATh JIEMEHTHI PEKJIAMHOI0 XapaKTepa.

4.15. JINCTOK-BKJIQJbIII JOJDKEH OBITh HamWcaH JOCTYHHBIM  JIJis
MOHUMaHHUS TMAIlUEHTOM S3BIKOM $ICHO U TIOHSTHO, U CBEPCTaH TaK, YTOOBI
MO3BOJISITh  TOJIB30BATEISIM  JCHCTBOBATh  HAIJICKAIIMM  00pa3oM, TIpH
HEOOXOJIUMOCTH C TOMOIIBI0 MEAUIMHCKUX PAOOTHUKOB. JIMCTOK-BKJIAJBIII
JOJDKEH ObITh y000UMTaeM Ha TOCYJapCTBEHHBIX S3bIKAX IOCYJIapCTBa-4JICHa,
Ha TEPPUTOPUU KOTOPOTO OOpaIllaeTcsl JIEKapCTBEHHBIM Mpenapar. Y Ka3aHHbIC
CBEJICHHS JIOMYCKAETCsl MPHUBOAUTH HA HECKOJBKHX fA3bIKAX IPHU YCIOBUU
MOJTHOTBI U3J10KEHUSI TAKUX CBEJICHUI HA KAXKIOM M3 UCIIOJIb3yEMBbIX SI3BIKOB.

4.17. Ecnu nekapCTBEHHBIM Mpenapar HE MPEIHA3HAYEH ISl MPSIMOTO
MPUMEHEHUS MAIMEHTAMU WJIU SBJISIETCS TPYIHOJOCTYITHBIM, YIIOJJTHOMOUYCHHbIE
OpraHbl TOCYIapCTB-YWICHOB BIIpaBe (PYKOBOJCTBYSICH MEPAMH, HEOOXOIMMBIMH
JUISl 3allIUThl 3JJ0POBbSI YEJIOBEKA) Pa3pelIUTh HE YKa3bIBaTh OMNPEICIICHHBIC
CBEJICHUS Ha YIAKOBKE WJIM JIMCTKE-BKJabIe. OHU Tak»Ke BIPABE pa3pelInuTh
HE YKa3bplBaTh YacTh WJM BCE CBEJICHHS Ha TOCYJApPCTBEHHBIX SI3BIKAX
rocy/lapcTBa-4ieHa, B 000pOT KOTOPOTO BBOAUTCS JIEKAPCTBEHHBIN Mpenapar.

4.18. Eciu TpeOOBaHMS HACTOSIIETO pa3jieiia HE BBIMOJHAIOTCI U
JepKaTeIb PErUCTPAIMOHHOTO YOCTOBEPEHUS HE OTBEYAET HA YBEJIOMIICHUS,
YIOJTHOMOYEHHBIE OpraHbl TOCYJAapCTB-YJIEHOB BIPaB€ MPUOCTAHOBUTH

JICICTBHE PETUCTPATNOHHOTO YAOCTOBCPCHUA a0 IIPpUBCIACHUA
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JUCTKA-BKJaAbllIa  pacCMAaTPUBAEMOr0  JIEKAPCTBEHHOrO  Ipernapara B
COOTBETCTBUE C TPEOOBAHUSIMU HACTOSIIIETO pa3zea.

4.19. IloMumo yKa3aHHs CJIOB «TOMEOIIATHYECKUNA JIEKAPCTBEHHBIN
npenapar», B MapKHpPOBKE M B JIMCTKE-BKJIAQJBIIIE TOMEONATHYECKOTO
JEKapCTBEHHOTO mpemnapata (MpW  HEOOXOAMMOCTH), 3asABJICHHOIO Ha
YIOPOIIEHHYIO MPOIEAYPY PETUCTpaIiu, AOJKHBI ObITh yKa3aHbl CIETYIOIIUE
CBEJCHUSL:

a) HAy4YHO€ HAWUMEHOBAHME MATPUIIBI WM MATPUI] C MOCIEIYIOIIUM
YKa3aHHEM CTENEHU UX pa3BElICHHUs], UCTIONb3Yys cuMBoJIbl Dapmakonen Corosa.
B cnydae ecnu roMmeonaTiueCKUM JIEKAPCTBEHHBIM MpenapaT COCTOUT U3 IBYX U
Oonee MaTpull, HAyYHOE HAaMMEHOBAaHHME MAaTPHUI] Ha MapKUPOBKE JIOMYCKAETCS
JOTIOJTHUTH TOPTOBBIM HAUMEHOBAHUEM;

0)Ha3BaHME M aApec JepKaresis PEerucTPAllMOHHOIO YJOCTOBEPEHHS U
POU3BOAUTENS (MPU HEOOXOIUMOCTH);

B) ClIOCOO BBENICHUSI U ITyTh BBEACHUS (TIPU HEOOXOIUMOCTH);

I') JaTa UCTCUCHHS CPOKA TOJHOCTH (CpoKa XpaHeHHUs) (MECSI/TON);

1) IeKapCcTBeHHas opma;

) hopma BBIITYCKa;

) ClelUaJbHble YCIOBUS XPAaHECHUS (IIPU HAJTUYUN);

3) crienUalibHOE TIpeaynpexacHre (MU HEOOXOAUMOCTH);

M)HOMEpP PErUCTPALMOHHOIO YJIOCTOBEPEHHUS;

K) IPEAYNPEKICHUE «TOMEONAaTUYECKUN JIEKapCTBEHHBIN TMpernapar 0e3
0JIOOPEHHOTO0 MOKa3aHUs K TPUMEHEHUIOY;

J) OpeaynpexIeHue O HEeOOXOJAMMOCTH OOpalleHus K Bpauyy Mpu
COXpPaHEHUU CUMITOMOB.

4.20. lonmyckaeTcsi UCIOIb30BaTh KOMOMHUPOBAHHBIE JTUCTKU-BKIAIBIIIN

JUISL pa3IMuHbIX JO3UPOBOK M (Win) (opM JIEKapCTBEHHOro mpemnapara (B
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COOTBETCTBUU ¢ mpujoxkeHueM Ne 16 k TpeOoBaHHMAM K HHCTPYKIMHU IO
MEJIUIIMHCKOMY TPUMEHEHHUIO JIEKApCTBEHHOIO0 Impenapata U oOImen
XapaKTePUCTUKE JICKAPCTBEHHOTO Mpernapara Jijisi MEIUIIMHCKOTO TPUMEHEHU ).
[ITabmoHbI HE YYWUTHIBAIOT BOMPOCHI JHM3aliHa M BEPCTKH, a TakXKe HeE
CoJIep)KaT PEKOMEHJAIMid Mo O00ECHeYEHUI0 TOHATHOCTH TMPEeCTaBICHHOMN
uHpopmaruy 1 manueHTa. Ilpu ucronap30BaHUM 11a0JOHOB HEOOXOIUMO
000CHOBaTh BHIOpAHHBIN MH()OPMAIIMOHHBIN TU3alH. 3asSBUTEIISIM HEOOXOUMO
BBITIOJTHATH MOJIOKEHUS HACTOSAIIUX TPeOOBaHUM, YTOOBI 0OECIIEUUTh SICHOCTh U
MOHATHOCTH M3JIOKEHUS M Ka4eCTBO BEPCTKH MaKeTa JUIs YJ00CTBA MaIlMeHTa.
OO6mue ykazaHUs MO MPOBEICHUIO IMOJb30BATEILCKOTO TECTUPOBAHUS U
HWHBIM (popMaM KOHCYIbTAIIUM C IIEJICBBIMHU TPYIIIIaMHU TAIIUEHTOB, IIPUBEICHBI B

paznesie 7 HacTOAIMUX TPeOOBAHUMA.

5. llopsaok npencrabienuss THGOPMAIUU U €€ COJIepKaHue

5.1. Topsinok mpeacTaBieHrs UHPOPMALIHH.

B cooTBercTBHM ¢ paznenom 4 HacTOAMMX TPeOOBAHHM MPETyCMOTPEHBI
6 OCHOBHBIX pa3/eOB JIMCTKA-BKIAbIIIA (HEOOXOAUMO BKIIOYUTH CBEJICHUS B
KaXKbIi 13 HUX):

pasznen «nentudukalioHHbIC TaHHBIC JIEKAPCTBEHHOTO TIpenapara.

Heob6xonumo ykasars:

HaNMEHOBaHHE JIEKapCTBEHHOTO npemnapara, AKTUBHYIO
bapmareBTHIeCKy0 cyOCTaHIUIO (HE00X0IUMO yKa3aThb TOJIBKO
| HamMeHOBaHME AKTUBHOW (hapMalleBTUUECKOW CYOCTaHIIMU B CJEAYIOIIEM
MopsiJIke: HauMeHOBaHHME B cooTBeTcTBUU ¢ Dapmakomneeit Coroza, a mpu
OTCYTCTBHUM B HEM — B COOTBETCTBUHU C (hapMaKoOIesiMU roCyJapCTB-YWICHOB WIH
Konnenmuen rapMOHHU3AIUU dbapmakomnei, OOIIETPUHSATOE AN

IPyNIUPOBOYHOEC HAMMEHOBAHUE);
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JIEKapCTBEHHYIO (hOPMY U JO3UPOBKY JICKAPCTBEHHOTO MPENapara;

paznen «llokazanus K IPUMEHEHUIO».

Heobxonumo yka3ath COCTOSIHMS, PU KOTOPBIX pa3pelieHO TPUMEHEHUE
JIEKapCTBEHHOI'0 TMperapara. OJTOT pasliell JOMKEH BKIIYaTh B ceOs Bce
000CHOBaHHBIE B PETUCTPAIIMOHHOM JIOChE CBEJICHUS O TOJIh3€ JICKAPCTBEHHOTO
npernapara;

paznen «CBefeHUs, 3HAHUE KOTOPBIX HEOOXOAUMO TEpes] HadyalioM
MIPUMEHEHUS Mperaparay.

HeobGxommmo  ykaszath  ciaydaw, TpH  KOTOPHIX  IIPUMCHECHHUE
JIEKapCTBEHHOT'0 Tpernapara HEJAOMyCTUMO, BCE OCOObIE YKa3aHWs, MEpbl
MPEIOCTOPOKHOCTH, B3aMMOJICUCTBUS C APYTUMH IIperaparaMd U MUIIEBbIMHU
NPOAYKTAaMU, CBEICHUS JUIsi OCOOBIX TPYyNIl MalMeHTOB (OepeMeHHbIE WU
KOpMSIIIIME MaTepH), a TaK)Ke BIIMSHUE Iperapara Ha CIOCOOHOCTh MAIlUEHTa
YIPaBJIATh TPAHCIIOPTHBIMU CPEJICTBAMM U pabOTAaTh C MEXaHU3MaMU;

pazaen «PekoMeHaauu mo TPUMEHEHUIO.

Heo6xoqumMo ykazaTh coco0 MpUMEHEHHS JICKapCTBEHHOI'O Iperapara,
BKJIIOYasi MyTh BBEACHHUS (CIOCOO MPUMEHEHHMsI), YacTOTy NPUMEHEHUS,
MPOJOJIKUTEIBHOCTh Kypca MPUMEHEHHUS, MEPBI, IPUHUMAEMbIC TIPU MPOIYCKE
JI03bI U TIPH TIEPEI03UPOBKE (IMMPU HEOOXOAMMOCTH) U PUCK CUHIPOMA OTMEHBI;

paznen «OnrcaHue HeXKeNaTeNIbHbIX PEaKIU.

HeobxomumMo ykaszath Bce peakiMy, KOTOPhIE MOTYT BO3HHKHYTH TPHU
CTAHJAPTHOM TNPUMEHEHHH JIEKapCTBEHHOrO TMpernapara, a TaKXe MEphI,
MPUHUMAaEMbIe TIAIIMEHTOM TPU UX BO3HUKHOBEHHMH. HexenaTenbHble peakiuu
HEOOXOAMMO YKa3blBaTh MO CTEMEHW WX CEPHhE3HOCTH W Jajee M0 YacToTe
BO3HUKHOBEHHS;

pas3aci «I[OHOJ'IHI/ITGJIBHI)IG CBCACHUS).
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HeobOxonumo ykazaTh CBEACHUS O BCIOMOTATENIbHBIX BEIIECTBAX,
OMMUCaHUE JICKAPCTBEHHOTO Mpemnapara, (OpMbl BBITYCKa, YCIOBUS XPaHEHUS,
HAUMEHOBAHHME M aJpec JepKaTeisi PErucTPalMOHHOTO YJIOCTOBEPEHUS U
MPOM3BOIUTEIS, OCYIIECTBIISIONIETO BBITYCKAIOIIUNA KOHTPOJIb KaUeCTRBA.

Jlep>kaTenb perucTpaliiOHHOTO YIOCTOBEPEHHMS JI0KEH BIOPATH JTYUIITHI
Croco0 TMpeNCTaBICHUS CBEJACHUM B JIMCTKE-BKJIAJIBIIIE, TIPH 3TOM OH BIIpaBe
U3MEHUTh TOPSJOK Pa3JejoB BHYTPU pa3lesioB JHUCTKa-BKiIaabima. Ecnu
paszenbl, yKa3aHHbIe B pazjene 4 HacTOAIMX TPpeOOBaHUM, HENIPUMEHUMBI K
ONpPEJCICHHOMY JICKAPCTBEHHOMY Mpenapary, B MAaKeT JIMCTKa-BKIablIia
BKJIIOUATh TAKOE yKa3aHHUE He TpeOyeTcs.

5.2. Coneprxanue (MHGOPMALIMOHHOE HATIOJIHEHHE).

JIMCTOK-BKIAABII JOJHDKEH OBITH cocraBiieH B cooTBeTcTBUU ¢ OXJIIL.
Croco0 HM3JI0KEHHUSI CBEACHUN B JIMCTKE-BKIIABIIIE Ba)XEH I 00eCIICUeHUs
MOHMMAHUS OCHOBHOM wuH(OpMamuu 10 O€30MacHOMY TPUMEHCHHIO
JeKapCcTBEHHOro Tipenapara. Ilepenq HampaBiaeHHEM JIMCTKA-BKIabIIa Ha
MOJIh30BATEILCKOE TECTUPOBAHME HEOOXOIWMO YOCAUTHCS, YTO OBLT YUYTEH
Croco0 M3J0KEHUsI CBEJACHUW W HCIOJb30BAaH IMEPEOBOM  OMBIT B
COOTBETCTBYIOIIEH 00MacTM MEIMUMHCKONM Hayku. CTWwib HU3JI0XKEHUS
HEOOXO0IMMO TPOIYyMAaTh A0 Hadasia MoJIb30BaTeILCKOTO TECTUPOBAHUS B IIEIIIX
€ro YCHeHIHOro MPOBEICHUS.

NupopmaninoHHOEe HAMOJHEHUE JIMCTKa-BKJIAAbIIa HE MOXET OBITh
UJEHTUYHBIM CBeJieHUsIM, TipeacTaBieHHbiM B OXJIII, u TpebyeT nepeBoja Ha
rOCYJIapCTBEHHBIN S3BIK TOCyAapCTBa-ujeHa. JTO 00ECHEYUT COOTBETCTBHUE
MOJTYYCHHBIX MAaKETOB TpPeOOBAHUIO SCHOCTH W TIOHSATHOCTH, a TaKXe
yA000YNTaeMOCTH Ha TOCYJJAPCTBEHHOM S3bIKE TOCYapCTBa-UJICHA.

JlonmyckaeTtcs nepeBo/i TMCTKa-BKJI/IblIIa HA IPyTHe 001IeynoTpeOUMbIE B

rocyaapCrBax-4jiICHax A3bIKH IIpU YCIOBHH TOIo, 4YTO MPCACTABIICHHBLIC



230

CBEJICHHS HWJCHTHYHBI Ha BCEeX s3bIKax. B  KadecTBe JIOKyMeHTa
PETHCTPAIIMOHHOTO JTIOChE YTBEPIKACHHUIO MOJJICKHUT TOJBKO JIMCTOK-BKJIABIIIL,
COCTaBJICHHBIN HA TOCYJIAPCTBEHHOM SI3BIKE TOCYAapCTBa-4JICHA.

DKCHEPTHOW OlleHKe TOJICKUT BEpPCHUS TEKCTa JIMCTKA-BKJAJbINIA Ha
PYCCKOM $I3BIKE, COTJIacOBaHHAs YIIOJHOMOYCHHBIMHU OpraHaMi (dKCIIEPTHBIMU
OpraHU3alMsIMH)  BCEX  TIOCYJAapCTB-WICHOB, KOTOPHIE  OCYIICCTBIISIOT
PETHCTPALIAIO JIGKAPCTBEHHOTO TIpernapara. ITO TMO3BOJISET YITOJTHOMOYECHHBIM
opraHam (3KCTIEPTHBIM OpTraHU3aIIHsIM) rOCyJIapCTB-YJICHOB npu
HEOOXOJIMMOCTH TIEPEBECTH JIMCTOK-BKJIAJBIIII HAa CBOM TOCYJAapCTBEHHBIC
SI3BIKH.

[IpaBunma  oOecmeueHnss  ya000OYMTAaEMOCTH  JIMCTKA-BKJAJbINIA U
MapKHPOBKH JIEKAPCTBEHHOTO TMperapata NMpuBeACHBI B TpuioxkeHnn Ne 17 k
TpeOOBaHUSAM K MHCTPYKIIUH TI0 MEAUITUHCKOMY IMPUMEHECHHIO JIEKAPCTBEHHOTO
mpenapara W oOmed XapaKTepUCTHUKE JICKApCTBEHHOTO TMpemapara s
MEIUIIMHCKOTO TTPUMCHECHHUS.

B nemsx obecnieueHust yno004nTaeMOCTH JIMCTKA-BKJIA IbIIIA!

HEOOXOMMO YCTPaHWUTh IPOTUBOPEYHUS JUCTKA-BKIAQABIINIA C OOIIeH
XapaKTEPUCTUKON JICKAPCTBEHHOTO IIpernapara W IMOATBEPAUTh COOTBETCTBHUE
uH(OpMaIlK B HEM TIOJIOKCHHUAM pa3zeia 4 HacTOAMUX TPeOOBaHUM, a TaKKe
MOJIOKEHUSAM mnpuiiokeHUss Ne 15 Kk TpeOOBaHMSAM K HMHCTPYKIIUH TIO
MEIUIIMHCKOMY TPUMEHCHHIO JICKAPCTBEHHOTO Tpemapara W oOmei
XapaKTEPHUCTUKE JICKAPCTBEHHOTO Tperapara Jijis MeIUIIMHCKOTO MPUMEHEHNS,

HEOOXOJIMMO M30erarb CJI0KHOTO H3JIOKCHHS UM HMCIOJIB30BaHUS
MEUITMHCKOW TEPMHUHOJIOTHH, KOTOPHIE 3aTPYAHSIOT MOHUMAaHUE TAIlMeHTaMM
uHpopmaruu;

HE00X0IMMO O00eCHeYnTh H3JI0KEHUE BCeHd HH(POPMAIUM Ha S3BIKE,

IMOHATHOM HCCIICHUAINCTY,
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WCIIOI30BaTh  Pa3TOBOPHBIA  CTWJIh  TOCYJApCTBEHHOTO  S3BIKA
roCy/1apCTBa-4JICHa;

HCITOJIH30BaTh KOPOTKHE TIPEIIIOKEHUS U (M) MApKUPOBAHHBIC CITUCKHU B
TEKCTE JIMCTKA-BKJIAIBIIIA;

JOITYCKaeTCsl MCIIOJIb30BaTh IPUBBIYHBIC IS MAIMEHTOB
rocynapcTBa-ujieHa (GOpMyJIUpPOBKH, B Ciydae eciu (pas3bl, MPUBEICHHBIC B
mabyioHe, TpeAyCMOTpeHHOM mnpuiioxkeHuem Ne 15 k TpeOoBaHuUsIM K
WHCTPYKIIUH TI0O MEAUITMHCKOMY MPHUMEHEHHIO JICKQpCTBEHHOTO Tperapara H
oOIell XapaKTepUCTHKE JICKAPCTBEHHOIO IMpernapara i METUIMHCKOTO
MPUMEHEHHUS, MOTYT BBOJIUTH MAI[MEHTOB B 3a01TyK/ICHHE;

HE JIONMyCKaeTCs HCIOJIb30BaTh CHUCTEMHO-OPTraHHYIO0 KiacCU(PUKAIIUIO
HEXENAaTeIbHBIX PEaKIMi, TOCKOJBKY TAlMeHTaM MOXKET OBITh CJIOKHO
CJIeIOBATh ITOM Jioruke. HexxenarensHble peakiiui He0OX0IMMO CTPYTIITUPOBATh
M0 UX CEPHhE3HOCTH, UYTO MO3BOJIMT MAIMEHTAM TOHATh, KOTJAa U KaKU€ MEpPHI
ClIeTyeT MPUHUMATh;

HE0OXOAUMO YOEAUTHCS, YTO TMAIMEHTHl YEeTKO MPOMH(OPMHUPOBAHBI O
puckax. OObsiCHeHHUs (BKJIFOYAs YacTOTy BO3HHKHOBEHHUS COOTBETCTBYIOIIUX
HEXENAaTeIbHBIX ~ peaKkIui) TOJIe3HBl  YUTAIOMMM W MOTYT  JIydYIle
XapaKTEepU30BaTh BO3MOKHBIN PUCK.

5.3. Wcnons3oBaHue 11a0JIOHOB.

[ITaG0H MO3BOJIAET 00ECTICUNTH MPECTaBICHNE TPEOYEMbIX CBEICHHI B
IIPaBUILHOM TTOPSAKE, HO HE MO3BOJISET ¢ IMOMOIIBIO TH3aiiHa U PaCITOI0KCHHUSI
CJIOB TIOJIYYHTh BBICOKOKAYE€CTBCHHBIM JOKYMEHT, KOTOPBI CMOTYT ITPOYECTh U
NMOHATH NarueHThl. COOTBETCTBYIOIIEE YKa3aHUE MPUBOIUTCS B TIPUIOKeHUH No
16 x TpeboOBaHMSAM K WHCTPYKIIMA 10 MEIUIMHCKOMY TPUMEHEHUIO
JIEKapCTBEHHOTO TIpemapara W OOIed XapaKTepUCTUKE JIEKapCTBEHHOTO

npemnapara ajaa MCAUIUMHCKOI'O IIPUMCHCHUA.
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Pe3ynbTaTsl uccieqoBaHuil CBUIETEIBCTBYIOT, YTO MAI[MEHTHI MOTYT HE
NOHUMAaTh (HOPMYJMPOBKH 3aroJIOBKOB U TOJ3arojioBKOB ImadinoHa. [lpu
MOJIFOTOBKE MaKeTa JIMCTKA-BKJIbIIIA JIJISl TIOJb30BATEIBCKOTO TECTUPOBAHUS
HEOO0X0ANMO yOeAUTHCS, YTO TEKCT JIMCTKA-BKIIAbIIIA COCTABIIEH Ha MIOHATHOM
Ui TIAIUeHTa $I3bIKE C LENbI0 OO0eCleyYeHHs] MOHUMAaHHS TEPMHHOIOTHH
HAIMEHTOM.

HeoOxoquMo  0COOEHHO  BHHUMATEIIBHO OTHECTHCh K  pasjeiam
JUCTKA-BKIAABIIIA, B KOTOPBIX TPUBEIEHBI MPOTHUBOMOKA3aHUS, OCOOBIC
YKa3aHUS U MEPBI IPETOCTOPOKHOCTH, a TAKXKE HexXeNaTenbHble peakiuuu. OHu,
KaK MpaBWIO, SBISAIOTCS TPOMO3JKUMHU W H3JIOKEHBI CIOKHBIM SI3BIKOM.
HeoOxonuMo ucrionb30BaTh MPUBEACHHBIE HM)KE PEKOMEHJALUU 110 HU3aiiHy,
MO3BOJISIIOIINE CHU3UTH BEPOSTHOCTh BO3HUKHOBEHUS 3aTpPyJHEHUN TIpU

TCCTUPOBAHHH.

6. [{u3aiin u pacnonoxxenue nHpopMalnu (BepcTKa)

JIMCTOK-BKJIA IBIII C MPOCTHIM U3aiTHOM FapaHTHUPYET, YTO MAKCUMAIIbLHOE
KOJMYECTBO  MAIlMEHTOB  CMOXKET  BOCIIOJIB30BaThbCs  HMHQOpMAIHEH,
HEOOXOAMMOM ISl TPUHATHS pEHIeHUS O TPUMEHEHUH JIEKapCTBEHHOTO
npemnapara Hanbosee 6e30macHbIM U 3(QPEKTUBHBIM CTIOCOOOM.

Opranm3anys MpeCTaBIsIeMbIX JaHHBIX (MHOOPMAIMOHHBIA TH3aiiH)
00ecCIeunBaeT JETKOCTh UCTIOIL30BAHMS U TTIOHUMAHUS CJIOKHON MH(POPMAIIHH.
DTO OJIMH U3 KIOYEBBIX aCMIEKTOB MPHU pa3paboTKe TOKYMEHTa: PUCK HEBEPHOTO
MOHUMAHHUS MOJKET NMPHUBECTH K CEPHhE3HBIM ITOCICACTBUSAM, YTO IPOUCXOJIHT
JIOBOJIBHO YacTO B 00JAcCTH MpeJCTaBieHUsS WHOOPMAIMA O JICKaPCTBEHHBIX
npemapaTtax. PazpaboTka nHGOpPMAIIMOHHOTO JAU3aiiHa — MpoIiece, P KOTOPOM
MOXXET TOTpeOOBaThCA PACCMOTPETh HECKOJIBKO BapHAHTOB AW3aliHA W MX

MOJU(UKALMHI 11 KOHKPETHOTO JINCTKA-BKIabIIIIA.
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6.1. UndopmanimoHHbIi 1U3aiiH.

Bre 3aBucuMocTH OT 00bE€Ma OIbITa B COCTABIICHUH M TTPOCKTUPOBAHUH
JUCTKA-BKJIQBINIA 3aABUTEIIIM HEOOXOIUMO MPHUIACPKUBATHCA HAWTydIIeh
IIPAKTUKHA COCTABJICHUS JTUCTKA-BKIIAbINA (HHPOPMAITMOHHOTO JTU3aliHa).

NudopmalinoHHbIN TH3aiiH BKIIIOYAET B CE0s CeayIOIIee:

6.1.1. UudopmarimonHas apXuTeKTypa.

Cnoco0 pacnosioxeHus: UHPoOpMalMd B JIOKYMEHTE C HCMOJb30BaHUEM
DJIEMEHTOB, IIOMOTAIOIINX OPHUEHTHUPOBATHCA B  TEKCTE CIIOCOOCTBYET
YHOPSAIOYMBAHUIO M CTPYKTYPUPOBAHHUIO JTOKyMEHTa. B cBsi3u ¢ Tem, 4TO
uH(dOpMaIig PEeaKO MPOUYUTHIBACTCS OT Haydajga M J0 KOHIA MAIMEHTOM WU
JIUIIOM, OCYIIECTBIISIONIMM 32 HUM YXOJI, CIOCO0 pacmoiokeHus: nHpopMaIuu
SBIISICTCS. BaXXHBIM aCTIEKTOM, OOCECIEYMBAIOIIMM CIIOCOOHOCTh TAIMEHTA
OpPHEHTHPOBATHCI B TEKCTE W JIETKO IIOJB30BATHCS  IPEACTABICHHOM
uH(dOpMaIHeH.

6.1.2. Tunorpaduxa.

[long  tumorpadukoit  moHuMaercs  uipudpToBoe  odopmieHue
npeacraBisieMol mHbopMmauu. BpIOOp TapHUTYpbHl W TPOYMX JJIEMEHTOB
rpaguYecKkoro  WCIOJTHEHUs (HampuMep, IIBET TEKCTa), HEO0OXOIUMO
OCYIIECTBIISATh, OPUEHTUPYSICh Ha IeJeByl0 aynutoputo. [lpm Hampiexamem
WCITOJIb30BAHUU 3TH ACMEKTHl OPTAHU3YIOT U JOBOJAST WH(MOPMAIUIO CIIOCOOOM,
yAOBIIETBOPSIONINM TOTPEOHOCTH unTaromero. Ecim napameTps! Tunorpaduku
3aTPYAHSIOT IPOUYTEHHE, BHE 3aBUCUMOCTH OT KauyeCTBa M3JIOKCHUS TEKCTa B
JUCTKE-BKJIQIBIIIE, MAJIOBEPOSATHO, YTO MAIMEHTHI OYIyT €r0 YATATh.

WNHTepBanmbl MeXIay dYacTIMU TEKCTa TO3BOJISIIOT CO3/aTh OIIYIIEHUE
OTKPBITOCTH TIpeAcTaBisieMoit nHbopmaruu. Mcnonp3oBaHne KOJIOHOK TEKCTa,
XOPOIIIO 3HAKOMBIX MHOTHM M3 Ta3€THBIX MaTEPHAJIOB, MTO3BOJISICT YUTAIOIIEMY

JIETKO ycBamBaTh nHpopManuio. JJInHa CTPOKU U MEXKTyCTPOUHBIN UHTEPBAI —
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BOKHBIC ACIIEKTHI JU3aliHAa, KOTOPbIE HEOOXOJAMMO YYUTHIBATh IMPU BHIOOpE
MOJIXOISIIIEN BEPCTKHU.

B npunoxxennn Ne 17 k TpeOOBaHUSIM K UHCTPYKIIMU MO MEAUIIUHCKOMY
NPUMEHEHUIO JICKAPCTBEHHOrO0 Tpemapara #  oOOled XapaKTepUCTUKE
JIEKAPCTBEHHOTO Mpenapara isi MEIULIHMHCKOTO NPUMEHEHHS IPUBEACHBI
yKa3aHusi OTHOCUTEJIbHO MUHUMAJIBHO JOITYCTUMOTO KerJisl mpudra.

6.1.3. [TOHATHOCTH U3TIOKEHUS.

Ecnu  nHMCTOK-BKJIABINI WMEET MPUBJICKATENIbHBIM BHEIIHUW BHJA, U
MOHSATHOCTH U3JI0’KEHUSI U Ka4eCTBO MH(POpPMAIIMKM HU3KOE WIIH B TEKCTE IIUPOKO
UCIIOJB3YIOTCA Y3KOCHEUAaIbHbIE MEIUIUHCKAE TEPMHUHBI, TO BO3MOYKHOCTb
JTOoHEeCeHUs! nH(OPMAIIMU JI0 MaleHTa OyIeT moTepsHa.

6.2. lleneBast rpynma W CBEJEHUS, HEOOXOJAUMBIC ISl HaJICKAIIETO
yAOBIIETBOPEHUA MOTpEOHOCTEM JaHHOW Tpynnel B UHpOpMauum O
JIEKApCTBEHHOM Mpenapare.

[lepen HanmucaHWemM TEKCTa W PA3MEIICHUEM €ro B JIMCTKE-BKJIAbIIIE
HEOOXOAMMO OMpPeAeNTuTh 00JacTh MPUMEHEHHUs JIEKAapCTBEHHOTO Mperapara,
1[eJIeBbI€ TPYIIbl U YaCTHBIE BOMPOCHI, TpeOyrolue penieHus. BopneueHue B
NpOIECC TOTEHIUAIBbHBIX TAIMEHTOB HA paHHEM JTale COCTaBJICHUS
JUCTKA-BKJIQ/IbIIIAa TMOMOraerT OO€CHEeYUTh YCIEIIHOCTh MOCIEAYIOUIErO
TECTUPOBAHUS U MPUMEHEHHUS JINCTKA-BKJIA IBIIIA.

Heob6xomumo ydecTh MOTPEOHOCTH JIUIl MOKHIIOTO BO3pacTa, JIWI, IS
KOTOPBIX TOCYJITAPCTBEHHBIH SI3bIK TOCY/IapCTBA-UICHA HE SIBJISICTCS] POIHBIM, JIUII
C 3aTPYJHEHUSMH B OOy4YEHUH, a TaKXkKe JIUIl ¢ 3a00JIE€BaHUSIMH, CIIOCOOHBIMU
NPUBECTU K HAPYLICHWIO 3peHUs (Hampumep, caxapHbiil nuader). OCHOBHbIC
IpyIIbl TAIMEHTOB, HA KOTOPHIE ClielyeT OOpaTUTh BHUMAHUE, MEPEUUCIICHBI
HIDKE.

6.2.1. letn u MooAbIC JTFOIU (MOJIOJIEKD ).
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Ecnn nexapcTBeHHBIM IpenaparT NOpeAHa3HA4YeH NAalUEHTaM W3 DJTOU
IpyIIIbl, HEOOXOIUMO ONPEAEIUTh, KAKUM 00pa3oM JINCTOK-BKJIA IbIII TO3BOJIUT
YAOBJIETBOPUTH UX UH(OPMALIMOHHBIE TIOTPEOHOCTH.

B psge cinydaeB cneayer peKOMEHIOBAaTh UYMTAIOIIEMY OOpPATUTHCS K
JPYTUM HMCTOYHUKAM HHGOpPMAIMH, CIEIHAIbHO COCTABJICHHBIM JUISI €ro
BO3PACTHOW  TPyINbl, WIH  NPEAYCMOTPETh  OTPBIBHOM  KOPEIIOK
JMCTKA-BKJIa/IbIIA, KOTOPBIA COAEPIKUT KIIOYEBBIE CBEACHUS M0 0€30MacCHOMY
IPUMEHEHHUIO JIEKapCTBEHHOr0 Mpernapara, MpeCTaBICHHbIE TaKUM 00pa3oM,
4TOOBI 00ECMEYUTh JIETKUI JOCTYI K HHPOPMAIIHH.

6.2.2. JlekapCcTBEHHBIE IpenaparTsl 1S IIPUMEHECHUSA B
J1e4eOHO-TTPOPMITAKTUIECKUX YUPEKICHUAX.

Eciu  nexapcTBeHHBIH  TpemapaT  BBOAWTCA WM MPUMEHSETCS
J1e4eOHO-TPOPUIAKTUYECKUX YUPESKICHUSIX, B paslieJie MO0 NPUMEHEHHUIO
JIeKapCTBEHHOr0 IMpenapara HeoOXOIUMO OMpeneauTh crnocold pas3aeneHus
CBEJICHUH, TPEIHA3HAYCHHBIX IS MEIWIMHCKOTO TepCoHala W MalueHTa,
yTOoOBl  OOecmeunTh HWH(DOPMUpPOBAHWE OTUX JIUIl HEOOXOAUMOW UM
uH(pOpMaLKeH.

JUisi MEIMIMHCKOTO TI€PCOHANa CBEJEHHUS, KOTOPbI€ OHHM JIOJKHBI
YUUTBHIBATh PU BBEACHUH IIpenapara, AOMyCKaeTcs MPEeICTaBUTh Ha OTAEIbHOM
OTPBIBHOM YaCTH JINCTKA-BKJIA BIIIA.

[Taruenty HEOOXOAMMO TPENOCTaBUTH JOCTYN K  HH(pOpMAaluH,
coliepKalieicss B JIMCTKE-BKJIAJbIINIE W HEOOXOAMMOW st 0e30MacHoro
NPUMEHEHHUS JIEKAPCTBEHHOTO Mpernapara ¢ BO3MOKHOCTBIO €€ COXPAaHEHUS Y
JAHHOTO MalMEHTA.

6.2.3. OdranibMONOrnYecKue JEKAPCTBEHHbBIE MPETApPATHI.

Ecnu  nexkapcTBeHHBIM mpenapar SBISETCS  OPTaIbMOJIOTHYECKUM,

H€O6XOI[I/IMO Y6€,Z[I/ITBC$I, YTO KCIJb IJ_IpI/ICl)Ta TCKCTa A0CTATOYHO BCIIMK H
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MO3BOJISIET TMAIlMEHTaM C HapyIIEHUEM OCTPOTHl 3pEHUs C JIETKOCThIO
O3HAKOMUTBCSI C HUM. OTO TMPEAINOoiaraerT HEOOXOAUMOCTh HCIOJIb30BaTh
JIUCTOK-BKJIAJIBIIIT  OOJIBIIIETO pa3Mepa WM aJbTePHATUBHBIC JU3aWHBI €0
obopmiieHus (HampuMmep, aJlbOOMHAs OpPHUEHTAIMS CTPAHUIIBI) C MEJbIO
MaKCHUMaJIbHOTO UCTIOJIB30BaHMS JOCTYITHOM TIJIOIIAIH.

6.3. KitroueBble [11g malnueHTa CBEAEHUA.

[lepen HanMcaHUEM TEKCTA U pa3MEILIEHUEM €0 Ha CTPAHUIE HEOOXOUMO
ONpPENCIIUTh, KaKUE CBEICHUS SBJISIOTCS KIIOYEBBIMU JJIsi  OE30MacHOTO
MIPUMEHEHUS KaXKJI0r0 JIEKApCTBEHHOTO IIpernapara. OTo MO3BOJISIET ONPEICIIUTh
uHpopmaIruio, TPEOYIOIIYI0 OTpaKE€HHS B 3aroJiOBKax, a TaKKe OTJICIbHBIC
CBEJICHHMS, TPEOYIOIHE BBIJICJICHUS B TEKCTE B UHTEPECaX YMTAIOIIETO.

OnpenenuB KIOYEBbIE CBEACHUS JIJIs1 0€30MIaCHOT0 MPUMEHEHUS KaXI0T0
JIEKApCTBEHHOTO Tperapara, CAeAyeT MPUCTYNUTh K COCTaBJICHUIO OMPOCHOTO
JUCTa JJIs TI0Jh30BATEIbCKOTO TECTUPOBAHUS (€CIU OHO MPEeayCMOTPEHO
3asIBUTEJIEM ).

6.4. ConelicTBHE MallMEHTaM B HABUTAIUHU 110 JIOKYMEHTY.

Pacnonoxenue nadopManv B JOKYMEHTE SIBISICTCS] BAXKHBIM aCIIEKTOM.
[Topsanok mpencTaBiaeHUs] CBEACHUM, MPUBEACHHBIM B pasnaeiie 4 HACTOSIIUX
TpebOBaHUH, U UCIIOIH30BaHKE MTA0JIOHOB (B COOTBETCTBHH C TIPHIIOKEHHEM No
15 x TpeOoOBaHMSIM K HMHCTPYKUMH MO MEAUIUHCKOMY TPUMEHEHHUIO
JIEKapCTBEHHOTO TIpernapara W OOIIeH XapaKTEpUCTHKE JIEKApCTBEHHOTO
mpenapara ISl MEAUIMHCKOTO TPUMEHEHHUs) TO3BOJISIIOT  00eCTeYuTh
NpaBWIbHOE  pacrojokeHue wuHbopMauuu B JHCTKe-BKiIaapime. [lpu
WCIIOJIB30BAaHUM ITA0JIOHA B IEJIAX MPABHIBHOTO PACTIOIOXKEHUS MH(POpMAIUN
HEOO0XOJIUMO YOEAUTHCS, YTO OHA TEPEBE/ICHA HA S3BbIK, MOHSATHBIA IEJIEBOU

ay TUTOPUH.
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Heo0OxonuMo npoaymMaTh pacnoioKeHHe 3aroJIOBKOB U M0/[3ar0JIOBKOB Ha
CTpaHHIIE, YTOOBI OOECIEYUTh BO3MOXXHOCTH OPHUCHTAIMHM YHTAIOIIETO B
uHopMalnui. 3arojIOBKM B  JIUCTKE-BKJIAQJBIIIE  SBISIOTCS  KIFOYEBBIM
WHCTPYMEHTOM, IIO3BOJISIONIMM TAIUEHTY YBUACTh CTPYKTYpPY H3JIaraeMbIxX
CBEJICHUH. 3ar0JI0BKU BBITIOIHSIOT JBE€ (PYHKIUU:

0003HAYaIOT HA4YaJI0 pa3fieyia M TMO3BOJISIFOT MAlMEHTy HAWTH HCKOMBIC
CBEJICHUS;

OTpaKarOT XapaKTep MPUBOAUMON B pazzaeiie MHGOPMAIUHU, ITO3BOJISSI
YUTAIOLIEMY TIOHSTH €€.

3aroyioBKM JOJKHBI BU3YaJIbHO BBIACISTHCS, YTOOBI YUTAIOUIUN MOT C
JIETKOCTBIO OTJIMYUTH 3ar0JOBOK OT OCTaJIbHOTO TEKCTa. DTO 00JIEr4aeT MoucK
0 TEKCTY OTPEACIIEHHOTO poaa UH(POpMAaITIH.

Brinenenue nocturaeTcss HECKOJIBKUMU CITOCOOaMHu, HalpuMep:

oOpaleHHbIN TeKCT — Oenbie OyKBBI HA TEMHOM (POHE;

YBEITUYCHHBIM TONYXKUPHBIM TEKCT 3arojioBKa IO CpPaBHEHUIO C
uH(dopMaIren, ClIeayomen 3a HIM;

YBEITMYCHHBIA TEKCT 3arojI0OBKa C BEIPAXKCHHBIM KOHTPACTHBIM I[BETOM I10
OTHOIIEHUIO K HH(OPMAIIHH, CICAYIONICH 3a HUM.

3aroyioBKM MOHKHBI TMPABMIIBHO OTPaXKaTh COJEPKUMOE Pa3leioB M Kak
paBujIo0 OBITH KOpoue WH(MOPMAIIUU, KOTOPasl CIeTyeT 32 HUMH.

B cmywae ecnum  pazmenbl  JTMCTKA-BKIAABINIA SIBISIOTCS JOBOJBHO
JUTMHHBIMH, HCIIOJIB3YIOTCS T10/13ar0OJIOBKHM, KOTOpPBIE OOJIET4alOT TIOWCK B
OonpiioMm MaccuBe mHpopmanmu. Hambosiee yacto cuctema MOJ3arojIOBKOB
UCIIOJIB3YETCSl B pasjenie 2 JUCTKa-BKiaapima. [Ipu MCronb30BaHUN CHUCTEMBI
3aroJIOBKOB M TOJ3ar0JIOBKOB HEOOXOIMMO OO0ECIeUnuTh HaANeXKAllylo HuX
HEPapXUI0 C METbI0 pasTpaHUYCHUS CBEICHUN, KOTOPHIC MPEACTABISIOTCS B

9TOM pa3aciic.
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6.5. Iuple  acmekThl, MOAJEXKalMe  ydeTy TMpu  pa3palboTke
JIMCTKA-BKJIAIBIIIA.

K napyrum acnmekraM, KOTOpbIE IIE€E€COOOpa3HO  y4ecTh  MpHU
COBEpIIICHCTBOBAHWUH JM3aiiHA U BEPCTKH, OTHOCSTCS TaKUE aCTEeKThI, KaK IBET,
CHUMBOJIBI W TIHKTOTPaMMBI, OOJIeTYaroNIie MOHMMAHWE W TOUCK KIHOUEBOMN
uHpopmaIuu.

6.6. JlonomHUTENbHBIE aCTIEKThI, KacalIuecs Ju3aiiHa U BEPCTKU:

HE00X0AUMO yOEIUTHCS B IPEEMCTBEHHOCTH PACITOIOKEHHUS 3ar0JIOBKOB,
a Tak)Ke BBIJCIUTH UX, YBEIUYUB HMIPU(T WM BBIAEIUB TEKCT MOJIYKHUPHBIM
mpudTom;

panMoHaIbHOE MCIOJb30BAaHUE I[BETOB MO3BOJISIET 00€CTIEUUTh XOPOIIUN
KOHTPAacT, MPU D3TOM 3JIOYMOTPEOJICHHE IBETOBBIM O(GOPMIICHHEM MOXKET
MIPUBOAMTH K MPo0OJIeMaM, CBSI3aHHBIM C TOHMMaHUEM MAIlUEHTOM HH(POPMAIIHH;

JIOTYCKAEeTCsl HMCMOJIb30BaTh MPEAMETHBIM yKas3aTelb [JIs MaIlUeHTOB,
0co0eHHO B OykjIeTHOM (opmMaTte JIMCTKA-BKIIAIBIIIA, ITOCKOJIBKY Takoi opmat
BBI3BIBACT 3aTPYJHEHNS Y TTAIIMEHTOB B HABUTAIIMH TI0 JIUCTKY-BKJIQIBIITY;

HE0OX0AMMO YOSTUThCS B HCIIOB30BAHMH MaKCHMaJIbHO BO3MOXHOTO
pa3Mepa TeKCTa M HaJJIe)KAIIEro MCIOJb30BaHUS MHTEPBAIIOB MEXKYy YacTSIMHU
TekcTa. [TOTHBIN TEKCT CIOCOOCTBYET CHIDKCHHWIO KOHIICHTPAIIMM BHUMAHUS
MaIyeHTa U 3aTPyAHSIET OUCK He0OX0oauMoi nHhOpMaITny;

JUTMHHBIC TIEPEYHU HEKENIATEeIbHBIX PEaKIWi BBITIIAIAT YCTpaIIaroiie,
M03TOMY IIeJIECO00pa3HO HCMOJIb30BaTh HEHYMEPOBAHHBIE CIUCKH TaKUX
HEXeNaTelIbHBIX peaknuii. HeoOXoaumo CcrpynmupoBaTh HEKeJaTeIbHBIC
peakiMu MO WX CEPhE3HOCTH W YyOENWThCS B TOHUMAHWU TMaIlUEHTAMU

00CTOSITENBCTB, TPEOYIOIIUX MPUHATHUS HEOTIO0KHBIX MED;
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HE00XOAUMO YOEAUTHCS, UTO B3AMMOCBSI3aHHBIE CBEICHMS PACIIOIO0KEHbI
pAOIOM M HE PA3HECEHbl IO pAa3IM4YHBIM KOJOHKAM WM CTOPOHaM
JIMCTKa-BKJIA/IBIIIA.

JIJist IpOBEpKHU KadecTBa MOATOTOBKU MH(GOpPMAIMU B JIMCTKE-BKIAIBIIIE
UCIIOJIb3yeTCsl OallbHAsg OIEHKA JIMCTKA-BKJIAQJbIIAa B COOTBETCTBUU C
npwioxenueM Ne 18 k TpeGoBaHMAM K HMHCTPYKIMU 1O MEIUIIMHCKOMY
NPUMEHEHUIO JIEKAPCTBEHHOrO0 Ipemapara ©  OOWEeHd XapaKTepUCTUKE
JIEKAPCTBEHHOIO Ipenapara JJjisi MEAUIUHCKOTO IPUMEHEHHUS.

Takass oueHka TMO3BOJNSET OBICTPO MOJYUYUTh  KOJIWYECTBEHHYIO
XapaKTEPUCTUKY KayecTBa JIMCTKA-BKJIAJbIIIA U BBISIBUTH HEOOXOIUMOCTH
BHECEHUSl JIOMOJIHUTENbHBIX WM3MEHEHHUI, CIOCOOHBIX MOBBICUTH KayeCTBO

uH(popmanuu 1 0pOpMIICHHUS JTMCTKA-BKJIA bIIIIA.

7. 1lonp30BaTenbCKOE TECTUPOBAHUE

7.1. Llenu ipoBeaeHUs TOIB30BATEIBCKOTO TECTUPOBAHUS.

3asBUTENb WIM JEPKATENIb PETHCTPALMOHHOTO YJOCTOBEPEHUS B LEISAX
oOecrieueHrs  ya0OOYMTAEMOCTH, SICHOCTH M JIETKOCTA  BOCHPHUATHS
JIMCTKA-BKJIQ/IbIIIA YUYUTHIBAET PE3YJIbTAThI MOJIH30BATEILCKOTO TECTUPOBAHUS B
JIMCTKE-BKJIAJIBIIIE U, €CIIA NPEAYCMOTPEHO, NPEACTABISET YIIOJHOMOYEHHOMY
oprany  (9KCIIEpTHOW  OpraHM3allii) TOCYJIapCTBa-wiICHA  Pe3yJIbTaThl
TECTUPOBAHUSI.

[Tonp30BaTENBCKOE TECTUPOBAHUE WM APYyrue (POpMbl KOHCYJbTAIUU C
nanueHTaMu 00ECIeYMBAIOT y4eT MHEHHUS MalMeHTOB 00 yI0004YMTaeMOCTH,
MOHATHOCTH M JIETKOCTU BOCHPHSITHUS JIMCTKA-BKJIAJbIIIA, YTO OOecredyrBaeT
dbopMUpOBaHHE  WUTOrOBOM  BEPCHMU  JIMCTKA-BKJIAJbIIIA,  IO3BOJISIONMICH
OOJIBIIMHCTBY  MOTpEOUTENECN  JIGKAPCTBEHHOTO  Ipenapara NpUHUMATh

Oe30IacHbIC U IIPAaBUJIBHBIC PCHICHUSA O €I'0 IIPUMCHCHHH.
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Pe3ynbTaThl  MOJB30BATENBCKOTO  TECTUPOBAHUS  (OpU  HAIWYWHN)
BKJIIOUAIOTCS B MOJYJIb | PErHCTPaIlMOHHOTO JIOCHE.

7.2. Opranusanus NpOBEAECHHUS MOJIb30BATENBCKOTO TECTUPOBAHUS

B npunoxenun Ne 14 k TpeOOBaHUSIM K MHCTPYKIUU MO MEAUITUTHCKOMY
NPUMEHEHUIO JICKAPCTBEHHOrO0 Tpemapara ©  oOlmed XapaKTepUCTUKE
JIEKapCTBEHHOTO Mpernapara sl MEAUIIMHCKOTO MPUMEHEHUS! TPUBOJAUTCS OJIUH
U3 BapUaHTOB METOJUKH TMPOBEACHUS TOJIb30BATEIHCKOTO TECTUPOBAHUS
JIMCTKA-BKJIQIBIIIA, OJTHAKO JOMYCKAETCSI BO3MOKHOCTh MUCIIOJIb30BAHUS JIPYTHUX
METOAMK, €CIIM OHU CHOCOOHBI MOATBEPAUTH CIOCOOHOCTH MAIIMEHTOB
UCIIOJIB30BaTh JIOKYMEHT JUIsl MOMCKAa W TOHHMAaHUs KIIOYEBBIX CBEICHUU,
HEOOXOAMMBIX JJiI O€30MaCHOTO MPUMEHEHUS KOHKPETHOTO JIEKAapCTBEHHOTO
npernapara.

OnucanHas MeETOJMKA TMPEACTaBIsIeT COOOM JUAarHOCTUYECKUU TECT,
JEMOHCTPHUPYIOIINNA, B TEPBYIO Ouepelb, KaKk padOTaeT JHCTOK-BKIAQJABIII Ha
MPAKTUKE, a HE MOATBEPKIAIOIINN KaueCTBO CMBICIOBOTO HAMOJHEHUS! TEKCTa
(KOHTPOJIb MOCJIEIHETO MOXET MPOBOJUTHCS, HANPUMEp, C MOMOUIBIO TECTa
«IIpoctoro usmepenus cioxuHoctu Tekctay (SMOGG)) U MoaATBEPKIAOITUH,
YTO OH SIBJISIETCA YJA000UYMTAEMbIM, MOHSATHBIM W JIETKUM JJISS BOCHPUSITHUS
MOTEHITUATBHBIMH TTOTPEOUTENISIMH TIperiapaTa. ITOT UHCTPYMEHT pa3pabOTKH
MIO3BOJISIET ONPECIUTH MPEMATCTBUS, CHIKAIOIINE CITOCOOHOCTh TTOHUMAHUS U
WCIIOJIb30BaHUS MOTEHIIMATBLHBIMU MTOTPEOUTEISIMU MpenapaTa npeicTaBICHHON
uHpopmaluu, a TakXke BBIABUTH MPOOJEMHBIC 00JacTH, TpeOyrolme
JTOTIOJTHUTEILHOTO BHUMAHMS. DTa METOAMKA KakK 3Tam mpoiiecca pa3paboTKu
JMCTKA-BKJIQbIIIA TPEACTaBIsET co00N 0coOeHHYIO IeHHOCTh. Ecnm B xoxe
TECTUPOBAHUS OOHAPYKUBAIOTCS MPEMSITCTBUS JIJI1 MOHUMaHUA UHPOPMAIIUH,
noTpedyeTcsi BHOCHUTh TIIATEIBHO MPOJYMAaHHbIE W3MEHEHUS B IEJSIX

COBCPIHICHCTBOBAHNA JIMCTKA-BKJIAAbIIIA.
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JlommyckaeTcsi HMCHOJIb30BaTh HWHBIE METOAWKH  IOJIb30BATEIbCKOIO
TECTUPOBAHUSA, KOTOPBIE TAKXKE JOJHKHBI MPUHUMATHCS YIIOJTHOMOYEHHBIMH
opraHamu (3KCIEPTHBIMU OpPraHU3AIUsIMM) TOCYAapCTB-YWICHOB MIPU IKCIEPTU3E
PETUCTPAMOHHOTO J10Che. BaXHO IMPOBOJAWTH WHAWBUAYaJbHBIC UHTEPBBIO B
paMKax TOJb30BATEIbCKOTO TECTUPOBAHUA C LEJNbIO ITIOHMMAaHUSA, KaKUM
00pa3oM MalKueHThl OPUCHTUPYIOTCS B MPEICTaBIIEHHON HH(DOpMaIIUU.

Ilpu  paccmoTpeHMM  MaTEpUAIOB  PETUCTPALUOHHOTO JIOChE
YIOJTHOMOUYEHHBIE OpraHbl (IKCIEPTHHIC OpraHu3alluy) rocyAapCcTB-4ICHOB HE
BIIpaBe TpPeOOBATh HCMOJb30BAHUS KaKOW-TUOO OMNPENeIEHHOW METOAUKU
TECTUPOBAHUS, A BBIMNOJHSAIOT OLEHKY JAHHBIX, MOATBEPKIAOIINX, YTO JIIOJH,
KOTOpble OyayT TIOJNb30BAaThCA JIMCTKOM-BKIIAJBIINIEM, CIIOCOOHBI HAWTH

HE0OXO0AMMYI0 HH(OPMAIIKIO U IOJKHBIM 00pa30M BOCTIOIB30BaThCS €IO.

IIpy opraHuzanuu TPOBEACHUS IMOJb30BATEILCKOIO TECTUPOBAHUSA
JepPKATEII0 PETUCTPAIIMOHHOTO YAOCTOBEPEHUS HEOOXOUMO YOSTUTHCS B TOM,
qTO:

nepes; TECTUPOBAHMEM OJIHOZHAYHO OIlpejesiecHa Haubojiee BakHas
uHpopmarus (Hanpumep, NpeaHa3HaueHUE JEKaApCTBEHHOTrO TIpenapara, pexum
€ro JO3UPOBaHMs, a TAKXKE 3HAUYMMbBIC HEKEJaTeIbHBIC PEaKIMU U OCOOBIe
ykazaHus). Ota mHpopMarus OyJeT 3aBHCETh OT JCHCTBYIOIIECTO BEIIECTBA
paccMaTpuBaeMoOro JICKapCTBEHHOIo0 TmpemapaTta. Bompockl, 3amaBaeMbie
y4aCTHUKAM TECTUPOBAHMS, JIOJKHBI OXBaThIBaTh KJIIOUEBBIC CBEJCHUSI,
HEOOXOoIUMbIE JJIsi Oe30macHoro mnpumeHeHus. KiroueBble cBefeHUs s
Oe3omacHOro TIpUMEHEHHMsT OyIyT cojJepkatbcs B pazaenax 1 — 4
JIMCTKA-BKJIQ/IBIIIA, OJIHAKO pachpeieeHUe WM IIHPOTa OXBaTa BOMPOCAMH
uHpopMaIMyu O JIEKapCTBEHHOM Ipenapare OyayT OTIMYaThbCs OT OJHOTO
npemnapara Kk apyromy. HecMoTpsi Ha TO, YTO JJisi HEKOTOPBIX JIEKAPCTBEHHBIX

npernaparoB MOKCT HOTpC6OBaTBCH COCTAaBJICHHUC BOIIPOCOB Ha OCHOBAHUU
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pasznenoB 5 unu 6 JIUCTKa-BKJIAJbIIIA, TaKUe CIydau, KaK MPaBWIO, PEIKH.
Heobxonnmo yO0eauThCcsi BO BKIKOYEHUU B OIMPOCHBIN JIMCT BCEX KIHOUEBBIX
CBEJICHHI 110 0€30MaCHOMY MPUMEHEHUIO JIEKAPCTBEHHOTO IIpenapara;

CyOBEKTBl M3 HCCIENyeMBbIX BBIOOPOK HamboJiee BEPOSATHO MOTYT
BOCIIOJIB30BaThCS JIMCTKOM-BKJIQJbIIIEM (BKJIIOYas JIHI], OCYIIECTBIISIONIUX
yxon). TectupoBarh Bce MNOMYJSIMU MAIMEHTOB TMPHU BCEX BO3MOXKHBIX
00CTOSITENILCTBAX HE TPEOyeTCs, JOCTAaTOYHO BKJIOYMUTH JIMI, CHOCOOHBIX
MpPEJCTaBUTh, YTO OHU HAXOJSITCS B COCTOSIHUM, MPU KOTOPOM IPUMEHSIETCS
JTAHHBIN JIEKApCTBEHHBIM Tpemapar. Bo wu30exaHwe HETONMOHUMAHUS He
JTOMYCKAETCSl BKIIIOYATh CBEJICHUS, NPEAHA3HAYEHHBIE [ MEIUIIMHCKUX
pPabOTHUKOB M APYrUX JIMIl, paOOTAIOMIMX C JIGKAPCTBEHHBIMU IperapaTaMu.
Jluna, 3HaKOMBIE € JICKAPCTBEHHBIM MpenapaTaM, Kak MPaBuiio, HE JOJKHBI OBITh
y4aCTHUKAMU T10JIb30BAaTEIbCKOTO TECTUPOBAHUS, OJIHAKO HWHQOpPMAIHIO,
MOJYYECHHYI0 OT JTUX JIMI, JOMYCKAeTCs HCIOJIb30BaTh ISl MOJITOTOBKH
Iv3aiiHa JTUCTKa-BKIAbIIIA;

MpUBEICHb  yOeauTenbHBIE  JOKa3aTeNbCTBA,  4YTO  YYAaCTHUKHU
TECTUPOBAHUS CMOTJIM HAWTH U JIOJDKHBIM 00pa3oM BOCIIOJIb30BaThCSA
uHopmarueir. Bompockl, BKIIOYEHHBIE B MPOTOKOJ TECTUPOBAHUS, TaKKe
MOJIBEPTAKOTCS B MPOLIECCE PACCMOTPEHUS PETUCTPALMOHHOTO JOChE IKCIIEPTHU3E
OTHOCUTEIBHO TOr0, HACKOJbKO XOpOIIO OHU OTPAKAIOT BHIABICHHBIE
KITIOUEBBIC CBEACHUS MO 0e30macHOCTU. Bompockl AOMKHBI OBITh OTKPBITHIMH,
JOJDKHBI  TO3BOJISITH  YYACTHMKY  TECTHUPOBAHUSA MPEACTaBUTH CceOs B
OTPENCIICHHON CHUTyalluh MW HE JOJDKHBI TIOJCKa3bIBaTh €My OTBET,
coAep KalIuiics B IUCTKE-BKIabIe. Kaxaplii BOMPOC T0JKEH ObITh COCTABIICH
HaJIexkanmM oopazom. HakorieHne JaHHBIX, HECTOCOOHOCTh HAXOXKJICHUSI UITH
MOHMMAHUSl YYaCTHUKAMHU OJHOTO WM 00Jie€ 3HAYUMBIX BOIPOCOB, HE

AOITYCKaCTCA. 9KCHCpTaM H€O6XOI[I/IMO IMPOBCPUTH 3addaHHBIC YYaCTHHUKaAM
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3HAYMMBbIE BOMPOCHl U COOTBETCTBUE PE3YJbTATOB OTBETA HA KaXK/bId BOMPOC
KPUTEPUSIM YCIIEITHOCTH, BHIPA0OOTAHHBIM JI0 Hayajla TECTUPOBAHMUSI.

7.2.1. IHTEpIIpETaINs KPUTEPHUEB yCIIEXA.

Kputepun ycnexa npennosaratotr, 4to 90 % rpamMOTHBIX B3pOCIBIX JIUII
JTOJDKHBI OBITH CcOCOOHBI HaWTH cBeneHUd U 90 % w3 HUX HOJDKHBI OBIThH
CIIOCOOHBI MOHATH MHGOpMalHio. B paMkax ABYyX TpYIIN, Kaxjas U3 KOTOPBIX
coctrouT u3 10 y4yacTHHKOB, HeEOOXO0AMMO, 4YTOObl uWH(pOpMaLUs B
JUCTKE-BKJIabIe Oblla HalaeHa W moHsATa 16 w3 20 yuactHukoB. Eciu
pe3yibTaThl HE JOCTUTAIOT JTUX 3HAYCHHM, HEOOXOAMMO TEPECMOTPETh
JIMCTOK-BKJIQJIBIII 1 MPOBECTH JIOTIOJHUTEILHOE TECTUPOBAHUE.

Ecnu  ucnonp3yloTcss  aJbTEPHATHBHBIE  METOJMKM  TECTHUPOBAHMS,
KPUTEPUH yCIieXa MOTYT ObITh UHBIMHU. T€M HE MEHEE HE3aBUCUMO OT KPUTEPHUEB
ycrexa KaXIbld BOIPOC JIOHKEH caM 10 cebe COOTBETCTBOBATH TAaKUM
KPUTEPHSIM.

7.2.2. IloaroroBka oT4€Ta, BKIHOYAEMOTO B PETUCTPALIMOHHOE JJOCHE.

[Ipu cocraBieHUM OTYETA, BKIOYAEMOTO B PETHCTPAIMOHHOE JI0CHE,
HEO0OXO0JIMMO Y4ECTh OIyOIMKOBAaHHbBIE PEKOMEH/IAINY, YKa3aHHBIC B TOAYHKTE
4.11. Oruer mo pe3ynbTaTaM MOJb30BATEIBCKOIO TECTUPOBAHUSA COIEPHKHUT
CIEAYIOIINE PA3/ICIIbI:

7.2.2.1. KroueBble cBeZieHUS 1151 0€3011acHOTO MPUMEHEHUS.

Takue cBemeHHs HEOOXOAMMO OMPENETUTh 3apaHee Ui KaXIoro
JIeKapCTBEHHOro mpenapara. HeobOxomumo omnucaTh, Ha OCHOBaHWUU 4YEro
MOJTyY€HBbl BOTIPOCHI, OPUCHTUPYSICh HAa KIIFOYEBBIE CBEJICHUS MO OE30MacCHOMY
MPUMEHEHUIO JIEKAPCTBEHHOTO IpeErapara;

7.2.2.2. Bb100p y4YaCTHUKOB U UX JeMorpaduuecKkue XapakKTepUCTUKH.
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HeoOxonuMo ommcarb, HACKOJIBKO TECTHpyeMas MOMYJSIUs OTpa)KkaeT
HanboJee BEPOATHYIO MOMYJISIUIO MAIIMEHTOB, MPUHUMAIONINX JIEKAPCTBEHHBIH
mpernapaT Kak Io Mojy, TaK U 110 BO3PACTHOMY JHAara3oHy.

B mensix uckiaroueHHs cucTeMaTrudeckux oImmook (bias) HeoOXxoaumo
onucaTh KPUTEPUU HEBKIIOYEHHUS B TECTUPOBAHHE M YpPOBEHb OOpa30BaHMUS
YYaCTHHUKOB;

7.2.2.3. AHanu3 1o Kaxaou NpoTeCTUPOBAHHOM TPYIIIIE.

['paduueckoe mpencTaBieHUE SBISETCA HAMJIEKAUUM  CIOCOOOM
noHeceHUs: HWHGOpMAIMU, OJHAKO TpadUuKHd  JODKHBI  OBITh  YETKO
IPOMapKHUPOBaHbI U JIETKO MOJAABATHCSI HHTEPIIPETALIHH.

Kaxxapiii Bompoc J0KEH BbIAEPKaTh COOTBETCTBUE KPUTEPHSIM yCIexa.

HeobOxonuMo ueHTUGUIIMPOBATh BOMPOCHI, C KOTOPHIMU Y YYaCTHUKOB
BO3HMKJIM 3aTpyAHEHUs (Hampumep, 3aTpyJHEHHUs 0OpU Toucke U (WJn)
NOHUMAaHUU UH(OpMAITHH).

[Ipy wucrnonb30BaHUM CYOBEKTHUBHBIX KPUTEPUEB, TAKUX KaK <JIETKO»,
«C 3aTPyAHEHUSIMU» U JIp., HEOOXOAMMO OMUCaTh, KAKUM 00pa3oM YYaCTHUKHU
TECTUpOBaHUsA Haxoawnu uHPopmanuo. Heo0XoaumMo y4YUTBHIBaThH, YTO
UCIIOJIb30BAaHUE CYOBEKTHBHBIX KPUTEPHUEB, HMEIOIIUX JOIMOJHUTEIbHBIC
OLICHOYHbIC 3HAUEHHS B BHUJE BBIPAKECHUU «C 3aTPYJHEHUSIMHU» WIH «C
OONBIIMMH  3aTPYAHCHUSIMU», SIBISIETCS TNPUYMHOM OTKa3za B TNPU3HAHUU
pe3yJbTaTOB MOJb30BATEIBCKOTO TEeCTUpOBaHMUSA. B 3Toil cBsi3u HE0oOX0IMMO
IPOaHAIN3UPOBATh, HACKOJIBKO JIETKOCTh MOMCKa MHPOpMaIUY ObljIa yIydIleHa
Ipy BHECCHHHM WM3MEHEHUW B JHUCTOK-BKIAABII. HeoOXoammo mNpeasiokuTh
U3MEHEHHUS B TUCTOK-BKJIAABIII, YCTPAHSIONINE TAKUE 3aTPyAHCHHUSL.

[locne u3MeHeHUs JTUCTKA-BKIIAJbINIA HEOOXOIUMO TMOBTOPHO MPOBECTU

TCCTUPOBAHUC U COCTABUTD 110 HCMY OTYCT,
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7.2.2.4. XapaktepucTuka OOpaTHOM CBS3M CO CTOPOHBI YYaCTHUKOB
TECTUPOBAHUS OTHOCUTEIBHO JUCTKA-BKJIAAbIIIA U MPEICTABICHUE U3MEHEHUH,
YUYHUTBIBAIOIIMX BCE BOIPOCHI OOLIEr0 XapaKTepa;

7.2.2.5. Bce Bepcuu nMCTKA-BKIaAbIIIA;

7.2.2.6. IlepBruuHbIEC TaHHBIC, TOJYYECHHBIEC IO PE3YyJIbTaTaM MHTEPBbIO, HE
MPEACTABIISIIOTCSA, JOCTAaTOYHO TMPEJACTABUTh PE3IOME YCTHBIX OTBETOB. [lpm
HEOOXOJIMMOCTH TOJYy4YCHUsI JOMOJHUTEIBHBIX CBEJACHUN, YMOJHOMOYEHHbBIN
opraH (SKCHEpTHas OpraHu3alus) TOCyAapCTBa-ujieHa HalpaBisieT B XOJE
NPOBEJCHHUS]  AKCHEPTU3bl  3aMpOC  3asBUTENI0  WIH  JAEPKATENIO
PErUCTPAIMOHHOTO YAOCTOBEPEHUSI O HEOOXOUMOCTH UX MPEICTABIICHHUS.

NunuBuyanbHble CBEACHUS O TECTUPOBAHUU KaXJOTO YYaCTHHKA
npeacTtaBisaTh He Tpedyerca. [lOCKOJNbKY TECTHMPOBAHMIO MOABEPraerTcs
JIMCTOK-BKJIAJIBIII, @ HE YYaCTHUKH, TAKUE JIAHHBIC HE SIBJISIOTCS 3HAYUMbBIMH.

7.3. O6cTOSITENBCTBA, TPEOYIOIINE TPOBEICHUS TECTHPOBAHMS.

[Ipy nmnpoBeneHUM TMOIB30BATEIBCKOTO WM HWHOTO TECTUPOBAHUS
HEOOXOAMMO  HCIOJIb30BaTh  IOJHOIBETHBIM  MakKeT JIMCTKA-BKJIAAbIIIA
JeKapCTBEHHOro mpenapara. He ngomyckaercss HCHOJMb30BaTh TEKCTOBYIO
BEPCHI0, TOCKOJIbKY JAM3aliH U BEPCTKA OKa3bIBAIOT CYIIECTBEHHOE BIIMSHHUE HA
CIIOCOOHOCTh TAIMEHTAa HAXOJIWTh W TOHWMATh KIIOYEBBIC CBEACHUS IS
0€301acHOro NPUMEHEHUS JIEKAPCTBEHHOTO Mpernapara.

3asIBUTEIIO WM JIEPHKATEIIO PETUCTPALMOHHOIO YOCTOBEPEHHUSI CIIETyET
OpPEeAyCMOTPETh  MPOBEJICHUE  MOJIb30BATEIBCKOITO WM  aHAJIOTHYHOTO
TECTUPOBAHUS  JIMCTKA-BKJIAJbIIA Uil CIEAYIOIIHUX  JIEKAPCTBEHHBIX
npenaparos:

a) IGKQpCTBEHHBbIE IMpenaparbl, COJEpXKAIIHe HOBBIE JICUCTBYIOIIHE
BEIIIECTBA WJIM BBIITYCKAEMbIE B PUHITUITUAIBHO HOBBIX JIEKAPCTBEHHBIX (Popmax

(Hampumep, ¢ APYruM crocoOOM MPUMEHEHHUsI UK ImyTeM BBeAeHus ). [Ipu aTom
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110/l HOBBIMU JICHCTBYIOIIMMHU BEIIECTBAMU IIOHUMAIOTCS BELIECTBA, BXOISIINE B
COCTaB OPUTHMHAJBHBIX JIEKAPCTBEHHBIX IIPENapaToB WM MPU OTCYTCTBUU
OPUTHMHAJIBHBIX — B COCTAB MEPBBIX JICKAPCTBEHHBIX MpenapaToB, 3asBJICHHBIX Ha
pErucTpanui0 B COOTBETCTBMM ¢ IIpaBWiiamu peructpauu U 3KCHEPTU3bI
JIEKAPCTBEHHBIX CPEACTB I MEAUIMHCKOIO NMPHUMEHEHHS, YTBEPKIACHHBIMU
Pemennem CoBera EBpasmiickoli 3KOHOMHUYECKOW KOMHCCHH OT 3 HOSIOps
2016 1. No 78 (manee — [IpaBuiia peructpaium);

0) JIekKapCTBEHHBIE TMpenaparbl, B OTHOIICHUU KOTOPHIX H3MEHWINCH
YCJIOBUS OTITYCKa;

B) JICKAPCTBEHHBIE MpEIapaThl, B aKTyaJIbHYIO OOIIYI0 XapaKTEPUCTUKY
KOTOPBIX BHECEHBl 3HAYMMBIC HOBBIE CBEJECHHSA MO O€30MacHOCTH, KOTOPHIE
CYIIECTBEHHO MEHSIIOT TIOKa3aHWs, OTPAHMYCHUS K TPUMEHEHHUIO (MEpbl
MPEJOCTOPOKHOCTA U TMPOTHUBOMNOKA3aHUS MPU MPUMEHEHHHM) WIM CIOCO0
MPUMEHEHUS Y TTOMYJISIUU MMAI[UEHTOB;

I') BKJIFDYEHUE HOBBIX MOMYISIUNA MAIMEHTOB KaK CIEACTBHE PACIIUPEHUS
MOKAa3aHW K MOPUMEHEHHIO IMpenapara (HampuMep, BKIIOUYECHHUE MAIMEHTOB
JIETCKOTO BO3PAcTa).

B pamkax mnpouemypsl NMpUBEACHUS B COOTBETCTBUE C TPEOOBAHUSIMU
Coro3a, He TpeOyeTcsi NpPEeACTaBICHUS PE3yJIbTAaTOB IMOJIb30BATEIBCKOTO
TECTUPOBAHUS JUCTKA-BKJIAIbIA. Pe3ylbTaThl €r0 MOTYT MPEAOCTABISATHCS 1O
WHUIIMATUBE 3asBUTENS (Mpu Hanuuuu). [Ipu 3TOM ynoJHOMOUYEHHBIE OPraHbI
(3KCTIEpTHBIC OPraHU3AIMH ) TOCYAPCTB-UJICHOB BIIPaBEe 3alIPOCUTH Y 3asIBUTEIS
pe3yJabTaThl  MOJIb30BATEILCKOTO TECTUPOBAHUSI B paMKax MPOLEAYPHI
IMpPUBEJEHNS B COOTBETCTBHME C TpeOoBanusiMu Coro3a, B clydae MOJa4H
3asIBUTEJIEM 3asBJICHUS B YMOJHOMOYEHHbBIE OpPraHbl TOCYJIapCTB-YICHOB, TJIE
paHee JlaHHBIM TpenapaT He ObLI 3apEeruCTPUPOBAH JHUOO YCTAHOBUTH

Tpe6OBaHI/IC o IMPpOBCACHNHA ITOJIB30BAaTCIIBCKOI'O TCCTUPOBAHUA B
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MIOCTPETUCTPALIMOHHOM IIEPUOJE B TEUEHHE TIOJa IIOCIE TMPUBEICHUS B
cooTBeTcTBUE ¢ TpeboBanusiMu Coro3a, cormacHo nyHKTy 116 IlpaBun
pPEruCTpalvH IS JEKAPCTBEHHBIX ITPENAPAaTOB, UMEIOIINX CYIIECTBEHHBIN PUCK
HENPAaBWJIBHOTO MPUMEHEHHSI B aMOYJIaTOPHBIX YCIOBUSX.

IIpn HempeacraBiieHUU PE3yJIbTATOB I0JIB30BATEIILCKOIO TECTUPOBAHUSA
3asiBUTENb IPEJCTABIACT B MOJAYJE 1 pErucTpalMoOHHOrO JOChE MHUCBMO C
yKa3aHuEeM MCTOYHHMKA MHpopMauuu st GOpMUPOBAHUS JTUCTKA-BKIaAbIIIA.

[Tonb30BaTENBCKOE TECTUPOBAHUE MOXKET OBITh BBINOJIHEHO HA JOOOM
A3BIKE T'OCYAAPCTB-WICHOB IIPYU YCIOBHM COXPAHEHUS HICHTHUYHOCTH TEKCTa
JMCTKa-BKJIAAbIIA. B ciydyae nepeBosa MHCTPYKIMHU Ha TOCYAAPCTBEHHBIN A3BIK
roCyJapCTBa-4jleHa IO 3alpoCy OKCIEPTHOM OpPraHu3alvu IPOBOIAUTCS
uccienoBaHue B (OKyC-TpyIIe UIH CBA3bIBAHUE.

[ToBTOpHOE M0JIB30BATENBCKOE TECTUPOBAHUE HE TPEOYETCsI MPU BHECEHUU
B JIMCTOK-BKJAAbIII  HMH(OpMAIMM, HE  BIUAOMEH HAa  IYHKTHI
«B — I’ HACTOSILEr0 pa3aena, Wik IPU U3MEHEHUH TU3aliHa U BEPCTKHU.

Ecmmn IIPOBOJNIIOCH II0JIb30BATEIBCKOE TECTUPOBAHUE, B
PErMCTPALIMOHHOE JI0Ch€ HEOOXOAUMO BKJIOUUTH MOATBEPKICHHE TaKOro
tectupoBaHusa. llpu perucrpany BOCHPOU3BEACHHOTO JIEKAPCTBEHHOIO
npernapata (OuoaHanora) 3asBUTENb IO CBOEH HHUIIMATHBE TAaKXKE MOMKET
IPOBOANUTH IMOJIb30BATENbCKOE TecTUpoBaHUE. Bmecte ¢ Tem mo obmemy
IIPAaBWIIy PE3yJIbTaThl IOJb30BATEIBCKOTO TECTUPOBAHMS IIPU PETUCTPALUU
BOCITPOM3BEJICHHOIO  JIEKAPCTBEHHOr'0 IMpernapara WiM OuoaHanora He
NPENOCTABIIAIOTCA,  JOCTATOYHO  HMCIIOJb30BaTh  TEKCTOBYKO  BEPCHIO
JIMCTKA-BKJIAJIBIIIA YK€ PaHEE 3apETHUCTPUPOBAHHOTO B TOCYHAPCTBE-WICHE
JIeKapCTBEHHOT0 npenapara ¢ anajoruyubiM MHH. Heo6xoauMocTu mpoBoAUTH
N10JIb30BATEIbCKOE TECTUPOBAHKE (€T0 aHAJIOTA) JIs1 BCEX JIMCTKOB-BKJIAbIIIEH

HCT.
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[Ipy Hanmuuuu 3amMe4yaHUNl YNOJHOMOYEHHOTO OpraHa (3KCHEepTHOU
OpraHu3alllK) FOCY1apCTBa-wieHa K MPOEKTY JINCTKA-BKJIA IbIIIA TOCIEAYIOIINE
TECTUPOBAHUSA HE  IMPOBOMSTCS, BBINOJHAETCA  COIVIACOBAHHME  TEKCTa
JIMCTKA-BKJIa/IbIIIA B PAMKAX YCTPAHEHMS 3aMEUaHUN.

[Tonp30BaTenbCKOE TECTUPOBAHUE ISl JINCTKA-BKIIA IBIIIA JIEKAPCTBEHHBIX
IpernapaToB, BBOJUMBIX  MEIUWLMUHCKUMH  paOOTHUKaMU B  YCJIOBHSX
J1e4eOHO-TPOPUIAKTUYECKUX  YUPEKICHUM, MOXKET OBITh MPOBEACHO IO
VMHULIAATHUBE 3asIBUTENISL WJIU 110 3aIIPOCY YIIOJTHOMOYEHHOTO OpraHa (3KCIepTHOM
OpraHu3alMK) rOCy1apCTBa-YIcHa.

3asBUTENb B COOTBETCTBUM C MYHKTOM 26 IlpaBun perucrpanuu Bopase
oOpaTuTbCsl 3a KOHCYJbTalMell B YIOJHOMOYEHHBIM oOpraH (IKCHEPTHYIO
OpraHu3alMI0) TOCyAapCTBa-UJIeHa.

7.4. IIpoBesieHnE CBA3YIOIIETO UCCIEIOBAHUA.

[loHsiTHE «CBSI3PIBAHME)» MPUMEHSIETCS K JIMCTKaM-BKJIaJbllIaM, KOTOPbIE
JIOCTaTOYHO ONM3KU (MOAOOHBI) KaKk MO COAEpXKaHUIO, Tak W BepcTke. [lpu
CBS3BIBAHUM YCIEIIHOE IOJb30BATEIIBCKOE TECTUPOBAHUE POIUTEIBCKOIO
JIMCTKA-BKJIaAbIIA JOMYCKAETCs KCIOJIb30BaTh B KaueCTBE OOOCHOBAHUS HE
IPOBEACHUS TECTHUPOBAHMS AHAJIOTMYHBIX JIOYEPHHUX JIMCTKOB-BKJIAIbILIECH.
JlouepHue JHUCTKU-BKJIAJBIIMN MPU CBSA3YIOIIEM TECTUPOBAHUU JOIYCKAETCs
NOArOTaBIMBAaTh HA OCHOBE pE3YyJbTaTOB TECTUPOBAHUS  HECKOJIBKUX
POIUTENBCKUX JIMCTKOB-BKJIA bIIIEH.

[Tockonpky pAu3aiiH W BepcTKa HWH(OpMalUUU SBISIOTCA Ba)XXHBIMU
dbakTopaMu ee UCIOIb30BaHUS U IOHUMAaHUS, B LEISAX YCHEIIHOTO CBSI3bIBAHUS
JUIsl JOYEPHUX JIMCTKOB-BKJIAABIIIEH HCIOJIB3YETCA TOT K€ JHM3alH, BEPCTKA U
CTWIb  M3JIOKEHWS, YTO M Uil  POJUTEIBCKOrO  JIMCTKA-BKJIaJbIIIA.

YNOJTHOMOYEHHBIH OpraH (3KCIEpTHas OpraHu3alus) Tocy/lapCcTBa-4ieHa
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BIIPABE HE IMPHUHSITH MNPEIJIOKEHHOE CBA3BIBAHHUE, €CIM JTH YCJIOBUS HE
BBITTOJIHSFOTCS.

7.4.1. KiroueBblie cBeICHUS JJ1s1 O€30MacHOTO MPUMEHEHUS.

B 1mensx ycrmemHoro moiab30BaTEIbCKOTO TECTHPOBAHUS HEOOXOIUMO
3apaHee OMNpENeNUTh KIIOYEBbIE CBEICHHUS I OE30MacHOTO MIPUMEHEHUS
paccMaTpuBaeMoOro JICKApCTBEHHOTO mpenapara. JJisi Kaxaoro JISKapCTBEHHOTO
mpernapara 3T CBelleHHs OyayT paznudaTtbes. ONPOCHBIM JUCT JOJDKEH
COJIEPKaTh ATU KIIOYEBBIE CBEJCHUS U IMOJTBEPXKICHUE TOTO, YTO MAI[MECHTHI
CIIOCOOHBI HAWTHU M TIOHATH ITH CBEJCHUS C IEJIbI0 0€30MacHOr0 MPUMCHEHUS
JeKapcTBeHHOro mpemnapara. [lomoOHOE TONMB30BATENBCKOE TECTUPOBAHUE
BIIOCJICJICTBMM  MOJKHO  HCIIOJB30BaTh B KadecTBe  OOOCHOBaHHS
JINCTKA-BKJIAABIINIA, COCTABJICHHOTO TEM JKE€ CIIOCOOOM B OTHOIICHHUHU
POJICTBEHHOTO JIEKapCTBEHHOT0 Iipenaparta. Jlomyckaercst 4ToObl, B CBSA3YIOIIEM
HCCIICIOBAHUM  KJIIOUEBBIE CBEJCHMS IS O€30MacHOro IPUMEHEHUS,
COJIEpIKaIIUeCs] B POJUTEIBCKUX M JIOYSPHUX JIMCTKAX-BKJIAIbIIIAX HE OBLIN
naeHTHIHBIME. OJHAKO CBEACHHMSA IT0 OC30IAaCHOCTH, BBLI3BIBAIOIIHE OCOOBIC
ornaceHusi, HEOOXOAUMO MPOTECTUPOBATH B OTHOIIEHUM KaXOTO JOYEPHETO
JINCTKA-BKJIQAbIIIIA.

7.4.2. ®opmar, Au3aliH U BEPCTKA.

Jlv3aliH U BEpCTKa JIMCTKA-BKJAJbIIIA SBISIOTCS OCHOBOIOJIAraloIuMHU
aCIeKTaMH TOJYyYCHUsS] MallMeHTAMHM KJIIOYEBBIX CBEACHHUM MO O€30MacHOMY
MPUMEHEHUIO JIGKAPCTBEHHOTO TMpernapaTra. YCIeX CBS3bIBaHUS OMPEACIISIOT
oOImMI r3aliH M BEPCTKA POAUTEIBCKUX U JOUYEPHHUX JIMCTKOB-BKJIAIBIIICH.
OO1ue nu3aiiH ¥ BEpCTKa BKIIIOYAIOT B C€0s CIASAYIONINE BaKHbBIC aCTICKThI:

TapHUTYPY U KerJib MPUPTa;

3ar0JIOBKH U 110A3ar0JIOBKH, BKIIIO4Yasd O AHOPOAHOCTD UX PACIIOJIOKCHUA,
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pa3Mepbl  JIMCTKa-BKJIaJbllla, BKIOYAas  KHIKHYIO  (aJIbO0OMHYIO)
OpPUEHTALIMIO CTPAHUILBI;

MCIIO0JIb30BAHHE LIBETOB U BBIOOP IIBETOBOM I'aAMMBI;

CTHJIb U3JI0KEHUS U (POPMYITUPOBKH;

BEpPCTKAa KPUTUYECKUX PA3AEIOB JIMCTKA-BKJIAJBIIA, KACAIOIIUXCS
0Ee30I1aCHOCTH;

HCII0JIb30BaHUE MUKTOTPAMM.

7.4.3. IlpuMeHEHUE TPAKTUKU CBA3BIBAHMUS.

JIns oaWHAKOBOW IIEJCBOM TOMYJISIIIUKA TAIIUEHTOB OOCTOSATEIIHCTBA
JOIYCTUMOCTH CBSI3bIBAHUSI C COOTBETCTBYIOIIMMH KPUTEPUAMU TPUEMIIEMOCTH
BKJIIOYAIOT B ce0s ClIeIyIoIIee:

a) paclIMpeHUe JTUHEUKHU.

Casi3pIBaHME, KaK MPABUIIO, IOMYCKAETCS B OTHOILIEHUH JTUCTKA-BKJIAAbIIIA
JIeKapCTBEHHBIX TMpEnapaTroB ¢ TOH ke (apMaKoJIOTMUEeCKH aKTUBHOW YaCTbhIO
MOJIEKYJIbI IEUCTBYIOLIETO BELIECTBA IIPU PA3IMYHBIX JO3UPOBKAX, PA3JIMYHBIX
JeKapCTBEHHBIX (opMax W NyTAX BBeAeHUS. B 3Tux cioyuasx B KadecTBe
POJUTENBCKOTO JIMCTKA-BKJIAJbIIIA JIOHKEH BBICTYNATh JIMCTOK-BKJIAJBIIIL,
coJiepKalirii Hanbosee CIOXKHYIO Uil MalueHTa HH(OopMaIuio.

Hanpumep, nHMCTOK-BKIAABII Ha Jua3enaM B JIEKapCTBEHHOW Qopme
«pacTBOp JUIsl NpUEMa BHYTPb» BBIOMpAETCS B KadyeCTBE POJUTEIBCKOTO
JUCTKa-BKJIAAbIIIA HA TUa3eraM B Ta0seTkax (H0YepHUN JUCTOK-BKIIAIbII).

Ecnu nekapcTBeHHBIN Npenapat He TpeIHa3HAYEH JI CaMOCTOSTEILHOTO
IPUMEHEHHUS MallMeHTaMu, COOTBETCTBYIOIIHI JINCTOK-BKJIA I CBSI3BIBACTCS C
JUCTKOM-BKJIQ/IBIIEM TOTO K€ MperapaTa, IPUMEHIEMOI0 CaMOCTOSTEIBHO.

Hamnpumep, TMCTOK-BKIAAbIII HA MHBEKIIMOHHBIA Aua3enaM (JO4YepHUi)
CBS3BIBAETCS C JIMCTKOM-BKJIAJBIIIEM HA JWAa3€laM B JICKAPCTBEHHOU (opme

«pacTBOP AJIA MIpUEMa BHYTPb» (POAUTEIIbCKUI).
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Ecnu nmoTeHnmanbHO CXO0XKHUE JIEKapCTBEHHBIE MpemnapaThl TPEOYHOT OT
NalyreHTa MOHUMAHUSI CYHIECTBEHHO Pa3IUYaloIINXCsl CIIOCOOOB MPUMEHEHUS
(HampuMep, HWHTrajIsATOp M IUIACThIPb), JIOJDKHBI MNPUMEHSATHCS pa3IMuHbIC
KPUTEPHUH CBs3bIBaHU. B M1aHHOM ciiydyae HEOOXOAMMO OOECIICUNTh YCIICIIHOE
MIPOXOXKJICHUE TOJIH30BATEILCKOTO TECTHUPOBAHUA MH(OpMAIMK, Kacaroleics
pexuMa jao3upoBaHMs. [IpyW coCTaBiICHWHM JOYEPHETO JIMCTKA-BKIIAJIbIIIA
JIOTTYCKAETCsl MCIOJIb30BAHUE PE3YyJIbTATOB MOJIb30BATEIbCKUX TECTUPOBAHUIM,
MPOBEJICHHBIX ~ HAa  POJUTENbCKUX  JIMCTKaX-BKJIAJIBIIIAX  HECKOJIBKHX
JIEKApPCTBEHHBIX MPENAPATOB.

Hampumep, K NHCTKY-BKIAIBIINy Ha MHTAISIMOHHBIA CalbOyTaMoI
(mouepHUil) MOXKHO TPHUMEHUTHh «JIBOMHOE CBS3bIBAHME», CBS3aB €ro ¢
JUCTKOM-BKJIQJIBIIIIEM Ha TIpenapar cajib0yTamona [Jjis IIpueMa BHYTDb,
NOPONICAININN  YCHENIHOE  MOJIb30BaTEIbCKOE  TECTUpOBaHWE (B YacTu
nHpopmaruu, Kacarorieics ¢GapMaKoJIOTHYeCKH aKTUBHOM YacTH MOJICKYJIBI
JIEHCTBYIOIIETO BEIIECTBA), U JIMCTOK-BKIIAJIBIII HA TIpenapar OekiioMeTa3oHa ¢
UJEHTUYHBIM HHTAIATOPOM (B YacTH HHGOPMAIIUH, KACAIOIIEHCS IOCTaBKH).

Ecnmu mnoprdens koMmaHuM BKIHOYAeT B CeOS Psll  CTaHJAAPTHBIX
JIEKAPCTBEHHBIX (POPM JJII MECTHOIO MPUMEHEHHUs (Mas3u, Kpema, Tia3HbIe,
VIIHBICE W Ha3aJdbHbIC KaIlId WIM Ma3u (Kpema), npemapaTbl ISl KOXKH
BOJIOCUCTOM YaCTH TOJIOBBI, JIOCbOHBI), OTJIEIbHOE TECTUPOBAHUE MHCTPYKIUN
MO0 MPUTOTOBJIEHUIO W TMPHUMEHEHHIO Mpenapara B OOBIYHOW CHUTYyallUu HE
TpeOyeTCsl, €CIM TOJIBKO OHU HE COAepXaT HEMPOTECTUPOBAHHBIE PUCYHKHU
(MUKTOTpaMMBbl).

ITpu 3TOM coxpanseTcs TpedoBaHre 00 OTMHAKOBOCTH JU3aiiHa, BEPCTKH U
CTHUJISI U3JIOKEHUS JOUCPHUX JTMCTKOB-BKIABIIICH;

0) JIekapCTBEHHbIE Mpenaparbl U3 TOTO ke (PapMaKoJIOrMIeCcKoro Kiacca.
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Cas3pIBaHME, KaK MPABUIO, MPUEMIIEMO B OTHOIIICHUH JINCTKA-BKJIAABIIIA
Ha JICKaPCTBEHHBIE TIPeTapaThl TOTO K€ TePareBTUUECKOT0 Kjlacca MpH YCIOBUHU
CXO0KECTH KIIMHUYECKUX CBEJCHUHN, COMEPIKAITUXCS B CBOJTHON XapaKTEPUCTUKE
npenapata (M, Kak CIeACTBHE, HWHGPOPMAIUM B  JIMCTKE-BKJIAJIBIIIEC).
Heob6xonumo, 9TOOBI KITIOUEBBIE CBEJACHUS IO 0€30MaCHOMY MPHUMEHCHHIO
POJICTBEHHBIX IIpernapaToB ObBLIM CXOXXMMH. BMmecTe ¢ TeM ¢gopmar u BepcTka
JUCTKOB-BKJIQABIINIEH,  TMOJABEPracMbIX  CBSA3BIBAHUIO,  JIOJDKHBI  OBITH
OJIMHAKOBBIMHU. DTO O3HAYaeT, YTO JOYEPHHUHN JUCTOK-BKJIAABIIT HEOOXOIUMO
MepecCMOTPeTh W NpHUAATh €My IW3aiH, BEPCTKY W JIMHTBUCTHYCCKUU CTHUIIb,
KOTOPBIE  COOTBETCTBYIOT POJAUTEILCKOMY JIMCTKY-BKJIQJABIIIY, KOTOPBIMA
MOJBEPICs MOIb30BATEILCKOMY TECTUPOBAHUIO.

TepameBTHdyeckn CXOXKHME TMpenapaTbl — 3TO TPYIIA JIEKAPCTBEHHBIX
IpernaparoB, CO CXOKUM MEXaHHW3MOM JelcTBHs. Hike mpuBOASTCS MPUMEpHI,
IPU 3TOM BKJIFOYEHHUE ITUX TEPAINCeBTHUYCCKH CXOKHX IMPHMEPOB B Mpeesiax
KOHKPETHBIX KJIACCOB HEO0Os3aTeIbHO O3HA4aeT, 4YTO CBsS3bIBaHWE Oyaer
YAOBJICTBOPSATH BCEM TpPeOOBAaHUSAM B OTHOIIEHWHM JIMCTKOB-BKJIAQABIIICH Ha
CJICTYIOIINE KaTeTOPUH JICKAPCTBEHHBIX MPEIapaToB.

CEPJICYHO-COCYIUCTHIC MPEeTapaThI:

THA3UIHBIC U JUYPETUKH TOI00HOTO JICHCTBUS,

B-anpeHoOI0KaTOpPHI;

MHTHOUTOPHI aHTHOTCH3UHIIPEBPAIAIONIero (hepMeHTa,;

CpEeJIICTBa, BIMSIONTME Ha IIECHTPAIBHYIO HEPBHYIO CUCTEMY:

CCJICKTHBHBIC MHTHOUTOPHI 0OPaTHOTO 3aXBaTa CEPOTOHHHA,

TPUIUKIIMYECKHUE M CXO0KUE aHTHICTIPECCAHTHI;

AHTUTHCTAMUHHBIC TIPEIIapaThl;

OCH3011a3ETINHEL,

OIMMOMNIHBIC aHAJIBI'CTUKH,
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MIPOTUBOMUKPOOHBIC MpenapaThl:

MEHUIUJUINHBI, 11€(aJTOCIOPUHBI U MAKPOJIUIbI;

MIPOTUBOIPUOKOBBIE MPEMAPATHI;

CpPEACTBA, BIMAIOIIME HAa KOCTHO-MBILIEYHYI) CUCTEMY: HECTECPOUIHBIC
IIPOTUBOBOCIIAIIUTEIIbHBIE IIPENAPATHI;

SHJIOKPHUHOJIOTUYECKHUE JIEKAPCTBEHHBIE IIPENAPaAThl: TIIIOKOKOPTUKOUIBI;

MPOTUBOONYXOJIEBBIE  JICKAPCTBEHHBIC MpPENaparbl:  ATKWIMPYIOIINE
LUTOCTATHKHU,;

JIEKapCTBEHHBIE  MPEMNaparbl, HCHOJb3YEMbIE Ui BHYTPUBEHHOIO
IATAHUS;

JIEKaPCTBEHHBIE MPENaparbl, MPUMEHSAEMbIC B aKyLIEPCTBE U TMHEKOJIOTHU:
MepOopaJbHbIE KOHTPACITUBBIL;

JIEKapCTBEHHbBIC MPEMNAPAThI, PACCMATPUBAEMbBIE B KAUECTBE YJICHOB OJIHOM
IpyNIbl HA OCHOBAHWHM OOJACTH WX MPUMEHEHHS, HO KOTOphIE (PaKTHUUECKH
coAepkaT Ipemnaparbl C pa3IMYaAlOIIMMHUCA MEXaHW3MaMHM JCUCTBUS U
KIIOUEBBIMH CBEJICHUAMH TI0 0O€30macHOMY TPHUMEHEHHUI0, TOJIBEPraroTCs
AKCIIEPTHU3€ B UHUBUIYAJIbHOM MOPSJIKE.

B oTHOmeHuun cneayrommx JIEKapCTBEHHBIX MPENapaTroB, KaK IMPaBUIIO
HEBO3MOXHO TMPOBECTH YCIECIIHOE CBS3BIBAHUE BCJICACTBUE  Pa3HULBI
KJIMHUYECKHUX ACTIEKTOB MX JIEUCTBUS U NPUMECHEHUS:

AHTHAPUTMHUYECKHUE MPEeNapaThl, TAKUE KaK aMHOJAPOH U AU30MUPAMUL;

MPOTHUBOMUIICITUYECKUE MPENapaThl, TAKUE KAK BaJbIIPOEBasi KUCIIOTA,
JAMOTPHUJIKUH U (PEHUTOUH;

00J1e3Hb-MOTUPUITUPYIOINE MPOTUBOPEBMATUYECKHUE MPEMAPAThI, TAKUE
KaK Mpenaparsl 30J10Ta U TEHUIAJIAMUH.

B tepaneBTHueckux 00JacTSIX ¢ OOJIBIINM KOJIUYECTBOM JIEKAPCTBEHHBIX

npemnaparoB C  pasjimdarOmMMUMHACA MCXdHU3MaMHU ,Z[eflCTBPIH, HO MCHCC
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KPUTUYHBIMU KJITIOUEBBIMU ACTIEKTaMU JIJIsl 0€301MaCHOTO TPUMEHEHUSI BOZMOKHO
CBSI3bIBAHHE, HAIIPUMED:

AHTAIUJIOB U CIIa3MOJUTHYECKUX MPENAPATOB;

MPOTUBOKAIIEBBIX MPENAPATOB;

BUTAMUHOB;

IPENapaToB JJIsi OPOILLICHUS MOJIOCTH PTa;

rpenapaToB U3 IPYNIIbl KEPATOIUTHUKOB.

B OosbmmMHCTBE ciaydaeB B KayeCTBE POAUTEILCKOTO BBIOMpAETCS
JUCTOK-BKJIAJIBIII,  COJAEpXAIIMii  UHPOPMAIMIO,  MAKCUMAJIbHYIO  TIO
OXBaThIBAEMBIM ATOM MH(MOpPMAIUEH aclieKTaMm;

B) OJIMHAKOBBIE KJIIOUYEBHIE CBEJICHHUS 110 O€30IaCHOMY MPUMEHEHHUIO.

Ecnu  wiroueBble  cBelieHHUsT 1O O€30MAaCHOMY  MPUMEHEHHIO,
YCTAHOBJICHHBIE I  PsAla JIEKAPCTBEHHBIX IMPENaparoB, CXOXH, a
JIMCTKU-BKJIABIIIN CHPOCKTUPOBAHBI, CBEPCTAHBl M HAINKWCAHbl WIACHTUYHBIM
Croco0OM, TO [JIsi 3TOM TPYIIbBI JEKAPCTBEHHBIX TMPEMapaToOB CBS3BIBAHHE
CUUTAETCA 00OCHOBAHHEBIM;

') OJTHOPOJHOCTh TOMYJISIIIUYU TTAlIUEHTOB.

JlekapcTBEHHBIE MpenapaTbl OAHOTO KIacca, Kak MPaBWiIo, MPUMEHSIOT Y
OJTHOM W TOM K€ MOIMYJISIIINY NMaIMeHTOB. BMecTe ¢ TeM HeOOIbIIoe KOTHIEeCTBO
IpenapaToB MPUMEHSIOT B HECKOJIBKUX TEPANIEBTUUECKUX 00IacTsIX (HampuMmep,
[NIIOKOKOPTUKOUIBI). B Takux ciiy4asx MOXHO MNPUOETHYTh K JBOWHOMY
CBSI3bIBAHUIO, YOCIUBIINCH, YTO POJUTEIbCKHE JTUCTKHU-BKIIABIIIH, C KOTOPBIMU
CBSI3BIBAIOTCA JOYEPHUE JIMCTKU-BKIIQJIBIIIM, OXBATHIBAIOT BCE KIIKOUEBBIE
CBEJICHUA o 6e3omacHOMY MIPUMEHCHUIO, 00yCIIOBIICHHbIE
MPOTUBOIOKA3aHUSIMU, OCOOBIMU YKa3aHUSIMU, MEPAMHU TPEIOCTOPONKHOCTU U
HE)KEJIATEIbHBIMU PEAKIHSAMH, 4 TAKXKE YUYHUTBHIBAIOT BOIIPOCHI, OTHOCSIIHNECS K

IMOKAa3aHHAM K IPUMCHCHUIO U PCIKUMY JO3HUPOBAHUA,
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1) KOMOMHUPOBAHHBIE JICKAPCTBEHHBIE MTPENapaThl.

JIuCTOK-BKJIAJIBIIII HAa KOMOMHUPOBAHHBIM JIEKAPCTBEHHBIM IMpenapar
CIEAyEeT pacCMaTpUBaTh B KA4YECTBE POJUTEIIBCKOTO JIMCTKA-BKJIAbIIIA IS
LEJIEN CBSA3BIBAHUS OTACIBHBIX KOMIIOHEHTOB TOYEPHUX JUCTKOB-BKJIABIIICH.
Heobxonumo yOemuThCsi, 4YTO BCE KIIOYEBBIC CBEACHUS MO O€30MacHOMY
MPUMEHEHUIO OT/IEIbHBIX KOMIIOHEHTOB JIEKAPCTBEHHOTO MPEINapaTa BKIOUYEHBI
B OIPOCHBIM JIMCT KOMOWHUPOBAHHOIO JIMCTKA-BKJaJbIma. Jlomyckaercs
MCMOJIb30BaTh JINCTOK-BKJIAJBIII  OTJEJIbHBIX KOMIIOHEHTOB B KayeCTBE
POAMTENBbCKUX  JINCTKOB-BKJIAQJABIIIEH U  CBS3BIBAaTh ~ KOMOMHHPOBAHHBIN
JIMCTOK-BKJIJIBIII B KAYECTBE JOUYEPHETO MPH YCIOBHUH, YTO BCE PA3IIUYMS B €TI0
BEPCTKE W JIJIMHE YCIEIIHO BBIIEPKAIU MOJIb30BATEILCKOE TECTUPOBAHHUE B
OTHOIIICHUU TPEINapaToB, BHITYCKAEMbIX (DapMalieBTUYECKUM ITPOU3BOIUTEIIEM;

€) KpaTKue  JIMCTKU-BKJIQJBIIIN  JICKAPCTBEHHBIX  MpErnapaTtoB ¢
HE3HAYUTEIbHBIM TEPANEBTUYECKUM JICUCTBUEM.

Kparkue NnHCTKH-BKIIAIBIIIM HA TaKWE IMpEenaparbl, Kak NpPaBWIIO, HE
TpeOYIOT TIPOBEACHHS IMOJH30BATEIBCKOTO TecTupoBaHus. JloctaTtouHo
YUUTHIBATH  PE3YJbTAaThl  yCHENIHOIO TECTUPOBAHUS, IPOBEJECHHOTO B
OTHOIIICHUHU JIPYTHX MpenapaToB BBITYCKAEMbIX JAaHHBIM (hapMalleBTUUYECKUM
MPOM3BOJUTENEM, JAXE €CIM OHH HE MPUHAMICKAT K TOMY KeE
TEPaANeBTUYECKOMY KJIacCy (HampuMep, BOJA Il MHbEKIAM, KPEMbI HA BOJHOU
OCHOBE, rJ1a3HbIE Karuim c TUPOKCUTIPONTUIIMETHIILIEIUTIOI0301
(rumpoMeInIo30i));

) JISKapCTBEHHBIE TIpenapaThl, OTITyCKaeMble 0e3 pelienTa ¢ pa3IunIHbIMU
BTOPOCTEMEHHBIMU KOMIIOHEHTaMHU.

JIucTKu-BKAAABIINIA KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX IPENApaToB,
OTIYCKaeMbIX 0€3 pelenta ¢ HECKOJbKHMH JICUCTBYIOIIMMHU BEHIECTBAMU,

JOITYCKACTCA CBA3aTb C JIMCTKaMH-BKJIaAbIIIIaMU MOHOKOMITIOHCHTHBIX



256

JIEKapCTBEHHBIX IMPENapaToB, KOTOPbIE YCHEIIHO MPOIUIM TECTUPOBAHUE
OCHOBHOT'O KOMITOHEHTa (Hampumep, KOMOMHUPOBAHHBIC AHAJbIE€TUKH HA
OCHOBE Mapaiieramona). [Ipu sTom TpeboBanue 00 OJMHAKOBOCTH (hopmaTa
TaKUX JIUCTKOB-BKJIAIBIIIECH COXPAHIETCS.

3) MUKTOTPAMMBI.

[TukTOrpaMMBI, SABJISIFOLIUECS JIIEMEHTOM COOCTBEHHOTO CTHJISI KOMIIAaHUH,
NOJJIeKaT TMPOBEPKE B paMKax  IOJIb30BAaTEIbCKOIO  TECTUPOBAHUS.
B HEeJsX YCHEIIHOTO CBA3BIBAHUS MUKTOTPAMMBI JIOYEPHUX
JIUCTKOB-BKJIAJABINIEH OHM JOJKHBI HMETh TOT K€ JU3ailH, pa3Mepbl U
LIBETHOCTh, YTO U POAUTEIBCKUIN JTUCTOK-BKJIA IBIII;

1) CBA3bIBAHHE JUCTKOB-BKJIAbIIICH MEX]Y OT/IECJIbHBIMU
(dapMaleBTHUECKUMU TPOU3BOIUTEISIMHU.

Kaxnpiii  papmaneBTUUecKuil MPOU3BOAUTENL JOKEH HCIOJb30BaTh
coOcTBeHHBbIE naHHble. OAHAKO TpPH HAIWYUW pa3perieHuss Ha JOCTYIN K
KOMMepuYeckol uHGOpMaIMu OJHA W3 KOMIAHUN BIpPABE HCIOIb30BAThH
JUCTOK-BKJIAJIBIII JPYTrOM KOMIIAHMM TPU YCIOBUU, YTO UX JIEKAPCTBEHHbBIC
npernaparbl OJIMHAKOBBIE (3a HUCKIIOYEHHEM HHMOpMaluu o KoMmaHuu). B
yKa3aHHBIX CIy4asx AU3ailH U BEpCTKa pacCMAaTPUBAEMBIX JTUCTKOB-BKJIAbIIICH
JOJDKHBI OBITh WJEHTUYHBI TI0 BCEM aCIeKTaM YKa3aHHBIM B MOJITYHKTAX «a» —
«W» HACTOAIIEro MyHKTa. Vcmosib30BaHUE Pa3IMYHBIX JIOTOTUIIOB KOMMAHUN
JOMYCTUMO TMPU YCIOBUM HUX OJMHAKOBOIO pACIIOJIOKEHUS B JBYX
JMCTKAX-BKJIAJIBIIIAX M CXOXEH IJIOIMIAJNA KaXJAOT0 U3 JIOTOTUIIOB. 3asgBUTEIIO
HEO0OXOAMMO TIPEICTaBUTH JEKJIAPAIMI0 O TOM, YTO OH O3HAKOMJIEH C JaHHBIMU
TECTUPOBAaHUS HA OpPUIMHAJIBHBIA @penapar W  NOATBEPKIAET, 4YTO
M0JIb30BATEIBCKOE TECTUPOBAHUE OBLIO YIOBIETBOPUTEIbHBIM.

7.4.4. CocraBieHue 1 1ojavya CBI3yOIEro OTYETA.
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Kaxnoe peructpanroHHoe JOChE€ JOJDKHO  COJIEP)KATh  JIAHHBIE,
MOATBEPKIAIOIINE CIIOCOOHOCTh MAIlMEHTOB HAXOAUTh U MOHUMATh CBEJCHUS,
HEeoOXoAuMBbIe 11 0e30nmacHOro U 3(PexkTuBHOr0 npuMeHeHus. CBA3YIOIIHIA
OTYET — ATO OTYET, HE BKIIFOYAIOIIUM B C€0s1 OpUTHHAJIbHBIC JaHHBIC, TTOJJaHHbBIC B
OTHOIIEHWM POJUTENILCKOTO JIMCTKa-BKJanblia. Ilepen  yTBepkaeHHEM
JOYEPHETO  JIMCTKA-BKJIQJBIIIA  3aABUTEII0  HEOOXOAMMO  MPEACTaBUTH
pe3yJIbTaThl MOJIb30BATEIBCKOTO TECTUPOBAHUS POIUTEIIBCKOTO
JUCTKA-BKJIQJIbIIIA U TOJYYUTh WX OJIOOpPEHHE YIOJTHOMOYEHHBIM OpPraHOM
(3KCcTIepTHOM opraHu3anuei). B aTom ciyuyae 3asgBUTENb BIIPABE OJJHOBPEMEHHO
M0JIaTh HECKOJIBKO JIMCTKOB-BKJIAJIBIIIICH HA SKCIIEPTU3Y;

a) BBISIBIICHUE KITIOYEBBIX CBEJCHUM /11 0€3011aCHOTO IPUMEHCHHS.

B otuere o cBs3bpIBaHUM HEOOXOAUMO, B TIEPBYIO OUYEpEellb, YKas3aTh
KJIFOYEBbIE CBEJCHUA 1O O€30MacHOMY MPUMEHEHUIO, COAepKalluecs
B JIOYEPHEM JINCTKE-BKJIABIIIC, M TTPOJAEMOHCTPUPOBATh KaK OHU OBUIH YUTCHBI
B TECTUPOBAHUU, MIPOBEJACHHOM C POJUTEIIBCKUM JIMCTKOM-BKIaAbImeM. Eciau
KJIIFOUYEBBIE CBEJACHMS HE MJCHTHUYHBI (PTO XapakTepHO IS MHOTHUX
JIUCTKOB-BKJIQJBIIICH, TMOJBEPTIINXCA CBS3bIBAHUIO), B CBSA3YIOIIEM OTYETE
HEOOXOJIUMO MPOAHAIU3UPOBATh U OLIEHUTH ATU PA3JIMUUs U BKIIOYUTH UX B
OIIPOCHBIMN JIACT Ha JIOYECPHU JIMCTOK-BKJIQIBIIII. HeobOxonumo
MIPOAHATIM3UPOBATH CXOKECTh KIIFOUEBBIX CBEJCHUN;

0) BOIIPOCHI Jr3aiiHa U BEPCTKH.

JInst 000CHOBAHUS CBSI3YIOIIETO HMCCIEAOBAHUS HEOOXOJIMMO IPOBECTU
KPUTHUYECKOE CpaBHEHUE Ju3aiiHa W BEPCTKU JOYEPHUX M POJUTEIIBCKUX
JIMCTKOB-BKJIQBIIICH, a TAKYKE BBISIBJICHHOMW CXOXKECTH;

B) CJI0’KHOCTh CBEJICHUM U CTUJIS U3JI0KECHUS.

HeobOxomumo mpeAcTaBuUTh aHAIW3 CBEJICHUM, COJEpIKaIIMXCS B

POAUTCIILCKOM 151 AOYCPHCM JJUCTKC-BKJIIAABIIIIC, HGO6XOI[I/IMO
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IIPOAHAIM3UPOBATh U CPABHUTH CTUJIb W3JI0KEHUS, UCIIOJIB30BAHHBIA B OTUX
JIMCTKAaxX-BKJIAJBIIIAX, a TAaKXe CHOBAa NPOAHAINU3UPOBATHL CXOXKECTb U
CUHEPIU3M.

B xax10oM oTueTe He00X0JMMO OTPA3UTh BCE BOIIPOCHI OOLIETO XapaKTepa,
BO3HUKIIIME Y YYaCTHUKOB B XOJ€ IIOJb30BaTEIbCKOTO TECTUPOBAHUA,
Kacalolluecss  IOHPAaBUBIUMXCA W HE  IOHPABUBIIMXCSA  ACIEKTOB
JINCTKOB-BKJIAJBIIICH.

7.5. IIpoBenenue Ghokyc-rpymil.

B psne cnydaeB 1enecooOpazHO — IpoBeleHUE  (POKyC-TpyIIIBL.
@doxyc-rpynmna HalejleHa Ha OTACIbHYIO 4YacTh JINCTKA-BKJIAJbIIA U
UCIONIb3YeTCSI B OOOCHOBaHUE OIPENEJICHHOrO0 €ro H3MeHeHus (Iocie
u3MeHeHuss OXJIII) unu B kayecTBe AjeMEHTa HAYaJIbHOW PETUCTpalMU IPU
HEBO3MOKHOCTH CBSA3BIBAHUS OTJAEJIIBHOIO aCIIeKTa JIMCTKA-BKJIAJbIA C YXKe
3apETUCTPUPOBAHHBIMU JICKAPCTBEHHBIMU MPETIapaTaMHu.

doxkyc-rpymnmna IIPOBOJUTCS AHAJIOTUYHO IIOJTHOLIEHHOMY
MI0JIb30BATEILCKOMY TeCTHpoBaHuUI0. [Ipu 3ToM moTpedyercs MeHbIIud HAOOp
BOIIPOCOB, MOCKOJIBKY U3yYE€HUE ITPOBOJUTCSA B OTHOILIEHUU TOJBKO OTACIbHOU
YaCTH JIMCTKA-BKJIAbIIIa. BmecTe ¢ TeM B LIENAX MOJyYEeHUS HAJIe)KHBIX JaHHBIX,
KOTOpBIE MOABEPTHYTCA IKCIEPTH3E, POKYyC-rpynny HEOOXOAUMO MPOBOAUTH B
COOTBETCTBUU C yKa3aHusAMU 110 IIPOBEACHUIO  TIOJHOLIEHHOTO
I10JIb30BATEILCKOTO TECTUPOBAHUS.

[Tockonbky npoBeaeHue (PoKyc-rpymnibl 3aHUMAET MEHbIIIE BPEMEHU, YEM
IIOJIHOLIEHHOE I10JIb30BATENBCKOE TECTUPOBAHUE, €€ JIOIYCKAETCS IMPOBOAUTH
Cpeld YYacCTHUKOB, HAOpaHHBIX I IOJHOLIEHHOIO I0JIb30BATEIBCKOIO
TECTUPOBAHUS JIMCTKA-BKJIAABIIIA HA IPYTOU MPENApPAT B pAMKAX TOM KE CECCUU

TCCTUPOBAHUAI.
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7.6. Dxcneptuza wuHGOpPMALMKM  JIMCTKA-BKJIAJbIIIA, COCTABICHHOMW B
COOTBETCTBHUHU C pa3/iesioM 4 HACTOAIIUX TPEOOBAHUIA.

OKCHepT  YMNOJHOMOYEHHOIO oOpraHa (SKCIEPTHOW  OpraHu3alyu)
rocyJapcTBa-ujiecHa CHaudajla TMpOBEPSET COOTBETCTBHE JIMCTKA-BKJIAAbIIIA
TpeOOBaHUSIM TIPEAYCMOTPEHHBIM pazfeioM 4 HacToAmUX TpeOOBaHUM,
BKJIFOYAs TIOPSAJIOK MPECTABICHUS HHPOPMALIUH.

3aTeM OIIEHMBAIOTCSA JHU3allH M BEpPCTKA JIMCTKA-BKJIAJbINIA, BKIIHOYAs
TapHUTYPY M Kerjab mpudTa, a TakkKe CHocod H3JI0KEHUS CBEICHUN U
MpUHUMAETCA perieHue o0 ya0004nuTaeMOCTH JTMCTKA-BKIIAbIIIIA.

Jlanee ompexnensercs kiatoueBas wuHpoOpMalus 1O 0€30MacHOCTH,
HeoOXxoaumasi JJjig 0e30MacHOro MPUMEHEHHUs JIEKApCTBEHHOTO Mperapara, u
yCTaHABJIMBAETCS, COBMAJIA JIM OHA C ONPEACICHHBIMU 3asBUTENIEM KIIIOUEBBIMU
CBEJICHUSIMU 110 0€301TaCHOCTH, BKJIIFOYAEMbIMH B MPOTOKOJI ¥ OMPOCHBIH JIUCT Ha
JIMCTOK-BKJIAJIBIII JJISI IEJI€ MOJIb30BATENBCKOTO TECTUPOBAHMS.

3aTeM SKCIEepTU3E MOJBEPracTcsl MOJIb30BaTEIbCKOE TECTUPOBAHHUE WU
uHasg ¢GopMa KOHCYJIbTAIMU C IEJEBBIMU TPYNIaMH MAlMEHTOB. JKCHEPT
pOBEpsIeT JaHHbIC, MOATBEPKIAIOIIME CHOCOOHOCTh YYAaCTHUKOB TIOHSITH
KJIFOYEBbIE CBEJIECHUS 110 OE30MaCHOCTH, YCTAHOBJICHHbIE JO Hadala
TECTUPOBAHUSA. DKCIEPT MPOBEPSAET TAKKE MPUTOJHOCTh CYOBEKTOB, IOATOMY B
OTYeT HEOOXOAMMO BKJIIOYUTH JOCTATOYHBIE CBEACHHS 00 WX Ouorpaduu m ux
3HAYUMOCTH JJIsl IEJIEBOM MOMYJISIIIMY NallMeHTa pacCMaTpUBAEMOT0 Mpernapara.
Bxirouarh y4acTHHKOB B 1M0JIO0OHOE TECTUPOBAHUE yallle, 4yeM 1 pa3 B 6 MecsiieB
HE JIOMyCKaeTcsl.

Ecnu nannbie CBUAETENBCTBYIOT O TOM, YTO MAIMEHTHI CTAIIKUBAIOTCS C
3aTPYyJHEHUSIMU TIPU OTMPEJICIICHHBIX BOMpOcax, TPEOyeTcs mepecMOTp crnocoda
YKa3aHUs CBEJICHUN.

8. BxitoueHue JOMOJHUTENBHON HHDOpMAITIT
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8.1. OO011Me MONOKEHUS.

B MapkupoBKYy JIEKapCTBEHHOIO Ipenapara U JIMCTOK-BKJIAJBIII
JNOIIyCKAETCST BHECEHME HWHBIX CBEICHHMM, He mnporuBopedammx OXJIII,
NOJIE3HBIX JUISl MAllMEHTa W HE HOCALIMX peKJIaMHOro xapakrtepa. Hampumep,
NAlUEHThl, MNPUHUMAIOIIME HA JIOJITOCPOYHOM OCHOBE JIEKAPCTBEHHBIE
IpenapaThl, OTIYCKaeMbIE 10 PELENTy, MOJIy4aT JOMOIHUTEIbHbBIE CBEIEHUS O
MeXaHU3Me JeHCTBUS JIEKApCTBEHHOT O MpernapaTa v 3a00J€BaHuU, TP KOTOPOM
OH MPUMEHSIETCS.

K cBenenusiM, pa3penieHHbIM B paMKaxX JaHHON KaTeropuu, OTHOCATCA
JIOTIOTHUTEIIbHBIEC TaHHbIE O IPUMEHEHUE JIEKAPCTBEHHOTO IpernapaTa, a TakKe
oO1u1ue cBesieHus 0 3a00J€BaHUU U CIIOCO0AX €ro JICYEHUS.

8.2. CChUIKM Ha ApyTrHe UCTOYHUKHU UHPOPMAIUK.

JIMCTOK-BKIIAIBIII JIJISl TALMEHTA UTPAET KIOUYEBYIO POJIb B JOBEACHUH J10
NAlMEHTOB CBEICHUW O JIEKapCTBEHHOM IIpenapare U COACHCTBHM €ro
06e30macHOMY MMPUMEHEHHIO.

dapMalleBTUUECKOMY  MPOU3BOAMUTEI0  HEOOXOJUMO  00ECHeyUTh
CO3JaHuE JIMCTKAa-BKJIAJbIIIA, COJEPXKAIIEro HaJUIeKAllUe CBEACHUS O
JIEKapCTBEHHOM IIpernapaTe, OJHAKO TOJIbKO CBEJIEHHUS JIUMCTKA-BKJIAJbIIIA HE
MOTYT yJIOBJIETBOPUTH BCE TMOTPEOHOCTH TMAIMEHTOB B HEOOXOAMMOU
uHbopManuu Ui 0OecreueHus] MPaBHIBHOTO M 0€30MacHOr0 MPUMEHEHUs
J€KapCTBEHHOro mnpenapara. [lanueHTam, NPUMEHSIOMIMM JIEKAPCTBEHHBIN
npenapar, MOTyT TpeOOoBaThCsi JOMOJHUTENbHbIE CBeleHus. HacTosmiue
TpebGoBanust conmepx’aT OMUCAHUE JOMOJHUTEIBHBIX MEpP, KOTOPHIE MOKHO
IPUHATH B LEJSIX UCIOJIb30BAaHUS JMCTKA-BKJIAAbIIIA B KaYECTBE CCHUIOYHOIO
JOKyMEHTa Ha APYrue MCTOYHUKH MH(OpMAUUU IJis NAllMEHTOB, HAIpPUMED,
CBEJEHUS O TAUUMEHTCKUX OpraHu3alusxXx W yCiIyrax, OKa3bIBa€MbIX

MMPpONU3BOAUTCIICM, TAKHUC KadK JIMCTOK-BKJIIAAbIII, XKXYPHAJIbl H TCJ'IG(bOHHaH
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nojAepxkka. JluzallH Bcex  MHQPOPMAIMOHHBIX  MAaTEpUANIOB  JIOJIKEH
CIIOCOOCTBOBATh MH(POPMUPOBAHHOMY MPUHATHUIO TMAIMEHTAMU pEIICHUN
OTHOCHUTEIIBHO CBOETO 30POBBS.

Kpome Toro, K TUCTKY-BKJIAIbIITY IPUMEHSIIOTCS 3 KIIFOUEBBIX MPUHIIUIIA:

CBEIIEHUS B JIMCTKE-BKJIAJBIIIE JTOJDKHBI OBITh coBMecTUMBI ¢ OXJIII, To
€CTb CBEACHHUS JOJDKHBI KacaTbCid 3apETMCTPUPOBAHHBIX IMOKa3aHUM K
MPUMEHCHUIO U PEXUMa JO3UPOBAHUS JIEKAPCTBEHHOIO MIpErapara;

CBEJICHUS B JIMCTKE-BKJIAJBIIIC JOJDKHBI OBbITh MOJIE3HBIMU TMAIIUEHTAM U
(unu) JUUAM, OCYIIECTBIISIIONIMM YXOJ B KauyecTBe 0O0pa30oBaTelIbHBIX
MaTepHuasos;

JIuCcTKH-BKIAABIININ HE JOJDKHBI HOCUTh PEKJIAaMHBIN XapakTep. Bkitouars
B JIMCTOK-BKJAQJBIII CBEACHUS O TEPANECBTUUECKUX AJbTEPHATHBAX HE
JoIycKaercsi. B JIOMONHUTENBbHBIX MAaTepuagax JOMYCKAeTCAd YyKa3blBaTh
OOBEKTUBHBIN 0030p TEPANMEBTUYCCKUX BO3MOXKHOCTEH HM UX MECTO B
JIOKa3aHHBIX  TEPANCBTUYECKUX  PEXKMMAaX,  OJHAKO  MCIIOJb30BAHUE
CpPaBHUTENBHBIX BBICKA3bIBaHWUU (Hampumep, «Oojee HOBBIY, «Ooiee
3 PEKTUBHBINY, «Iydllle MEPEHOCUTCS», «OOJIbIIIE JOKa3aTEIhCTB B TMOJIB3Y
NpUMEHEHUsD», 4eM XXX U T.J.) HE JI0MYCKaeTCs.

8.3. Bo3MOXHBIE CCBUIKMU.

8.3.1. Ykazanue cCchuUIOK Ha HH(POPMAIIHIO B albTEPHATUBHBIX (hopMaTax.

JIuCTOK-BKJIAJBIII  SIBJISIETCSI CTAHJIAPTHBIM CIIOCOOOM  MpPECTABICHUS
MPOU3BOAUTEISIMA MH(OpMaIuM O JIEKapCTBEHHOM Ipemnapare. Jlomyckaercs
MPEJCTABIICHUE aJIbTEPHATUBHBIX (HOPMATOB JIMCTKA-BKJIAJbIIIA, TaKUX Kak
ucnonp3oBanue  mpudrta  bpainsg, CD-aucka,  ayaumo-gucka WU
JUCTKA-BKJIQbIA ¢ KpynHbIM mipudtoMm. [Ipm HEOOXOIUMOCTH BBIJEICHUS
uH(popMaIuu B JINCTKE-BKJIAJIBIIIE, JTOMYCKAETCS MCIOIb30BaTh MOIYKUPHBINA

mpudT Kerib 14 mr.
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[MTPUJIOKEHUE Ne 13

K TpeOOBaHUSAM K HHCTPYKIIMH T10
MEAUIIMHCKOMY MTPUMEHEHHIO JIEKAPCTBEHHOTO
npernapara 1 o0IIei XapaKTepuCTUKE
JI€KapCTBEHHOTO Tperapara Jyis
MEIULUHCKOTO MPUMEHEHUS

(B penakuuu Pemenus CoBeta
EBpa3zuiickoil 5KOHOMUYECKOU KOMUCCUU
ot 21 ¢epans 2025 r. Ne 18)

OBPA3EI
JMCTKA-BKJIAABIIIA JJIsl TOMEeONATHYEeCKOro JIeKapCTBEHHOT0 Mpenapara,
PerucTpUpyeMoro mno ynpoueHHo mpoiueaype

B HaCcTOACM NpUMEPE TCEKCTAa JIMCTKA-BKJIaAblllda HAMMCHOBAHHC

roMeoIIaTU4CCKOro JCKAapCTBCHHOI'O IIpCIIiapara o0o03HavaeTcs Kak «X».

TekcT nMCTKA-BKIAABIINIA, TTOCTABISIEMOTO
C YNaKOBKOM JIEKapCTBEHHOT'O IIpenapara

JIMCTOK-BKIIaIBIIT: HHGOPMAITUS TSI ITOTPEOUTEIISI
X
Tabnerku

J{nst mpruMEeHeHus y B3pOCIIbIX

BHuMartenbHO MPOYUTANTE BECH TUCTOK-BKJIABIIL, TOCKOJIBKY OH COJIEPKUT BAKHYIO
st Bac undgopmaruio.

JlaHHBI TOMEOIAaTUYECKUU JICKApCTBEHHBIN Ipernapar OTIycKaeTcs 0e3 pelenta
Bpada. /[lnsd NOCTIKEHMs HAaWIy4dlIMX pe3yJIbTaTOB JAaHHBIA T'OMEOINATHYECKUU
JIEKapCTBEHHBIN IIPENapar CJeayeT NPUMEHSATh B COOTBETCTBHM C YKa3aHUSAMM,
ONMCAaHHBIMHU B 3TOM JIMCTKE.

e (CoxpaHHUTe 3TOT JUCTOK-BKJIAJbIIL. Bo3M0OKHO, BBl 3aX0TUTE NpOYUTATh €TI0 €1Ie

pas.
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e OOparuTech 3a JOMOIHUTEIHHONU HHGOPMAIUEH U KOHCYJIbTAllMEH K Bpauy WM
(dapmariieBTy, pekoMeH10BaB1eMy Bam npuHUMaTh JaHHBINA Tpenapar.

e Ecmu Bamm CHMOTOMBI YXYAIIAIOTCS WM YIYYIIEHHE HE HACTYMUJIO TOCHe
2 Heznenb NeueHus, Bam HeoOXoauMo B 1I000M cityyae 0OpaTHTHCS K Bpauy.

e Eciau mo0as U3 HEXENaTeNbHBIX PEAKIUH CTAaHOBUTCS CEpbe3HOM win Bol
3aMETUIM  Kakue-1u00 HeKeNlaTelbHble peaklUd, HE IMEePEUUCIICHHbIE B
HACTOAIIEM JIMCTKE-BKIIAJBIIIE, MOXKaIylcTa, COOOLIMTE CBOEMY Bpady WU
dbapmarnenTy.

B HacTos1eM nrucTKe-BKIAIBIINIEC TPUBOAUTCS Cleayomas nHOopMarus:
1. Yto Ttakoe X M JJ14 4€TO OH UCHOJIB3YETCH.

2. To, 4TO BBI IOJKHBI IPUHSTH BO BHUMAaHUE, TPEXKEC YeM MPUHUMATDH X.
3. Kak npumensars X.

4. Kakne HeKellaTebHbIe PEAKIIMU BO3MOKHBI.

5. YcioBust XpaHEHUs.

6. bonee moapoOHas nHbOpMaIus.

1. Yto takoe X 1 AJ1sl YEro €ro NpUMEHSIOT

O6nactb npUMeHEeHUs

['omeonaTtuyeckuii  J€KapCTBEHHbIM  mpenapaT 0e3  0J00pEHHBIX
MOKa3aHNUM K MPUMEHEHUIO, JICKAPCTBEHHBIN MPENapaT UMEET JIIUTEIbHBINA OBIT
MPUMEHEHHs JJI1 00JIETYEHUs CHUMIITOMOB MEHOMAy3bl, TAKUX KaK IMPUJIMBHI,
MOTJIMBOCTh, YUYaIlIEHHOE cep/ilieOneHne, 0eCoKOMCTBO, HAPYIICHHs CHA MOCe
UCKJIFOUEHHUS BPAUOM CEPBhE3HBIX MPUUMH JIJISl TAKUX KaJI00 U CUMIITOMOB.

O} heKTUBHOCTH JAHHOTO TOMEONATHYECKOTO JIEKAPCTBEHHOIO Mpenapara
B JOKJIMHUYECKHX M KIMHUYECKUX HCCIEAOBAHUSAX HE IOJITBEPKICHA
(0Osi3aTesIbHOE  yKa3aHWE JUIsl BCEX TOMEONATUYECKHX JIEKapCTBEHHBIX
IpenapaToB, PErUCTPUPYEMBIX 110 YIPOLIEHHON MPOLEAYPE PETUCTPALIUH).

JlaHHBI TOMEONATHUYECKUM Ipenapar SBISETCA MPENnaparoM, KOTOPBIA
3apErMCTPUPOBAH HCKJIIOUYMATEIPHO HAa OCHOBE TAKOIO ONBITA IUTEIBHOTO

IIPUMCHCHMNA.
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2. YTo BBI NOJKHBI IPUHATH BO BHUMAHUE MPEK/EC, YEM TPUMEHUTD X

X HE JIOJDKEH MPUMEHSTHCSA, €CIIU Y Bac aJUIeprusl UM HEMEPEHOCUMOCTh
JICHCTBYIOIIMX BEIIECTB, MIICHUYHOTO Kpaxmalla WIH IPYTUX KOMIIOHEHTOB
npenapara X.

CobOmronaiite  0co0yl0 OCTOPOKHOCTh TMpPU MNpUMEHEHUH X TMpHU
CJIEIYIOIIUX 00CTOSATEIHCTBAX:

B Cllydae CTOWKHX, HESICHBIX WM HOBBIX CHMIITOMOB BaM CIEIyeT
0o0paTuThCA K Bpauy;

IpY MPUMEHEHUU X C APYTHUMHU JICKAPCTBEHHBIMU TIpenapaTamu;

MOXKallyiicTa, COOOIIMTE CBOEMYy Bpady wWid (apmaieBTy, €CJIH BBI
NpPUHUMAETE WM HEJaBHO MPUHUMAIH JIF0ObIE APYTHE JIEKapCTBa,;

BiusiHUE Ha 3 PexT X apyrux JieKapcTB HE ObLIO OMUCAHO;

IIpY PUMEHEHUH X BMECTE C €/10U U IIUTHEM;

3¢ (}PeKT TOMEeonmaTHyecKoro mpemnapaTta MOXKET YMEHBIIUThCA TPHU
KypeHUU WIA TOJ BIWSHUEM JPYTUX BPEIHBIX MPUBBIYCK (HATpPUMED,
yHnoTpeOIeHUE aTKOTOIs);

OEpEMEHHOCTD U JIAKTALIHS;

npernapaT He MpeIHa3Ha4YeH JJIsl IPUMEHEHUs BO BpeMsi 0epEMEHHOCTH U B
NepUo/I JIAKTAIUN;

BOXKJICHUE U MCTIOIb30BAaHUE MAIIIHH.

OcoO0bIX Mep MPEOCTOPOKHOCTH HE TpeOyeTcs.

Baxxnas undopmaiusi 0 HEKOTOPBIX U3 UHTPEIUEHTOB X.

Hacrosimuii nexapcTBEeHHBIA TpemapaT COJASPKUT JaKTO3y (MOJIOYHBIN
caxap). Ecnmu y Bac HemepeHOCMMOCTh HEKOTOPBIX CaxapoB, OOpaTUTECh K
JedamniemMy Bpady nepen npueMoM JaHHOTo npemnapaTa. KonnuecTBo 1akTo3bI B
OJTHOKpPATHOM J103€ COCTaBisieT X T, IpemapaT ClIeAyeT C OCTOPOKHOCTHIO

IMPUHUMATDb OOJBHBIM C CaxapHbIM I[I/Ia6CTOM.
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HpOTI/IBOHOKaBaH JuaoaM € aJUICPTUUCCKUMUA PCaKIIUAMH Ha MNIICHUYHBIN

Kpaxma.

3. Kak X npumensercs

Eciu nHOe He mnpeAanucaHo CHEUUaIuCcTOM, OOBIYHO NPUHHUMAIOT [0
1 Tabnetke 3 pa3a B JieHb. Bbl JOKHBI IPUHATH TA0JIETKY 3a MOJ4aca A0 WIH
IIOCJIE €/IBI.

IIpy yMeHbIIEHUY CUMOITOMOB KPaTHOCTB ITPUEMA CIIENYET CHU3UT.

Kpome TOro, romeonarnyueckue mpenaparsl HE CIEAYET IPUHUMATh

JUTUTENIbHO 0€3 KOHCYJIbTAIlMK Bpaya-THHEKOJIOoTa.
Ecnu BbI npuHsiiu 6osibiiie Ta0iIeToK X, 4eM JOJKHBI

IlocnencTBust 1NEpeO3ZUPOBKH 10 CHUX IIOp HEU3BECTHBL. Eciau BbI
NEPENO3UPOBAIA  JTaHHBIM  JIEKAPCTBEHHBIM  Ipenapar, Bbl  JTOJKHBI

MPOKOHCYJIbTUPOBATHCS C BPAUOM.
Ecnu BbI 320610 IPUHSATE X
He mpunuMmaiite 1BOWHYIO 03y, YTOOBI BOCIIOJIHUTH 3a0BITYIO 103Y.
Ecnu Be1 mpekpaTtute npuem X

He cymiecTByeT BpeTHBIX ITOCICACTBUI B ClTydae IPeKpaIieHus npuema X.

OOm1ee 3aMeuanue

Ecnm y Bac BO3HMKIW JTONOJIHUTEIBHBIE BOIMPOCHI IO HCITOJIH30BAHUIO
HACTOSAIIETO TOMEOMATHYECKOTO IIperapara, oOpaTUTeCh K Bpady WA

dapmareBTy.

4. Kakue He)KenaTeJIbHbIS PCaKIn BO3MOKHDI

Kak u Bce JICKApPCTBA, X MOJKET BBI3BaTh HEXKEJIATCIIbHBIC pC€aknouu, XO0TsA U

HC Y BCCX.
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B oTaenpHBIX cilydasgX MOXET MPOU30MTH KPOBOTEHYEHUE W3 MOJIOBBIX
nyTed. B aTuX cinydasix ciaeayeT NpeKkpaTuTh NMpUeM nmpenapara u oOpaTUThCs K
Bpauy.

[TimeHnYHBIA Kpaxmall MOKET MPUBECTH K AJUIEPTUUECKON PEAKIINU.

[Ipumeuanne. Ilpu npueMe TOMEONATUYECKOTO  JIEKAPCTBEHHOTO
npernapara BO3MOXHO YCHJIGHHE HMMEIOIIUXCs Kajno0. B aTom ciydyae BbI
JIOJDKHBI TIPEKPATUTh TMPUEM JIEKAPCTBEHHOTO MpernapaTta W OOpaTUThCS K
Bpauy-TUHEKOJIOTY.

[Toxanylicta, paccKakWTe CBOeMy Bpady uiud (apMaieBTy, €clu
HE)KEIIATEIbHBIE PEAKIMU CTAaHOBATCS CEPbE3HBIMU WM Bbl 3aMETWIIH
Kakue-mubo HEeXenaTelbHBbIE PEaKIMH, HE YKa3aHHbIE B HACTOSIIEM

JIMCTKC-BKJIIaABbIIIC.

5. YcioBust XpaHeHUs

JlexapcTBeHHBIN TIpenapaT He TPeOYyeT CeHATbHBIX YCIOBUN XPaHEHUSI.

XpaHuTe JIEKapCTBEHHBIN MIPENapaT B HEAOCTYITHOM I IETEU MECTE.

Bel HE JOJDKHBI  HCIIONB30BATH  HACTOSIIMA  TOMEOIATUYECKUN
JIEKapCTBEHHBIN Mpenapar IMocie UCTECYEHUs] CpOKa TOJAHOCTH, YKA3aHHOTO Ha

yHaKOBKe.

6. BOJIEE ITOJIPOBHA I THOOPMAIIA

Uto X comepkut

JleficTByIOIME BEIIECTBA, KOTOPHIE HAXOAATCS B OJHOM TaOJIETKE:
1. Cimicifuga  Tpur. D2 25 mr.,

2. Ignatia Tput. D3 25 mr.,

3. Sanguinaria  Tpwut. D6 25 mr.,

4. Sepia Tput. D2 25 wmr.

KommonenTs! 1 — 3 moTeHIHpOBaHbI BMECTE HA KOHEYHOM 3Tarle.
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I[pyrue HHI'PCANCHTHI: MOHOI'HApaT  JAKTO3HhI, c¢réapar MarHus,

MIIEHUYHBINA KpaxMall.

Kak X BBITIAINAT U COEPIKAHKUE €TO YITAKOBKHU

X — TabyeTKa ceporo 1BeTa, BO3MOXKHO C HEOOJIBIIION 3€PHUCTOCTHIO.
YmakoBka coaepxut 100 TabneToxK.
[IpousBoauTensb.

Hacrostiimuii TMCTOK-BKIIAABIII MTOCIEAHUN pa3 PEIaKTUPOBAJICI B SHBAPE

2026 r.

[MTPUJIOXKEHUE Ne 14

K TpeOOBaHUSIM K MHCTPYKIIUH TI0
MEJIUIIMTHCKOMY MPUMEHEHHUIO JIEKAPCTBEHHOTO
npernapara u 00IIe XapaKTepUCTUKeE
JIEKapCTBEHHOTO Mpernapara st
MEJIUIIMHCKOTO TPUMEHEHUS

(B penakuuu Pemennst CoBeta
EBpa3uiickoil 5KOHOMUYECKON KOMUCCUU
ot 21 ¢epans 2025 r. Ne 18)

CTAHIAPTHASA METOAUKA
MPOBEAECHHUA M10J1b30BATEIbCKOI0 TECTUPOBAHMS
JIMCTKA-BKJIAAbIIIA B IeJIEBBIX IPyNIIax

3asgBUTEIIO (JIEpKATEINI0 PETUCTPAIMOHHOTO YJAOCTOBEPEHUS) B IEIAX
oOecriedyeHrs yA000IHTaeMOCTH, ICHOCTH 1 JISTKOCTH BOCIIPUSTHSI HHCTPYKITHH
110 METUITTHCKOMY IPUMEHEHUS JICKapCTBEHHOTO npernapara
(JiucTKa-BKIAbINIA) (Janee — JUCTOK-BKIIAJBIIT) CIAEAYET 00eCIeUnTh, YTOOBI
JMCTOK-BKJIAJIBII OTpaXkall Pe3yIbTaThl KOHCYJIBTAIIUHU C ICJIICBBIMH TPYIIIIAMU

MMaluCHTOB C IMPCACTABJICHUEM YIIOJITHOMOYCHHOMY OpPraHy rocyaapCrsa — 4JICHA
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(3kcmiepTHOM  opraHmzauuu)  EBpa3miickoro  SKOHOMHUYECKOrO0  CO03a
(manee — rocynapctBa-uiieHbl, CoO03) pe3yJbTAaTOB OLIEHKU, MPOBEICHHOU
COBMECTHO C II€NIEBBIMM TpyIlmaMu nanueHToB. [lanHas wuHpOpMaIus
MPUBOAUTCS KaK MPUMEP BO3MOKHOTO METOJIa MPOBEACHUS KOHCYJbTAIMKA C
[EJIeBBIMU TPyNNaMy NanueHToB. J[aHHble TpeOOBaHUS MO3BOJISIOT MPOBECTH
M0JIb30BATEIHCKOE TECTUPOBAHUE MU IPUMEHUTD JIpyTHe MOAXOsAIIIEe GOPMBI
IPOBEPKH  yAOOOYMTAEMOCTH,  SICHOCTH M JIETKOCTU  BOCHPUSITHS

JUCTKa-BKJIaAbIIIIA.

1. Ilomp30BaTEBCKOE TECTUPOBAHUE

[Tonp30BaTenbCKOE TECTUPOBAHWME BKJIOYAaET B  CeOS  MPOBEPKY
yao0ounTaeMocTu oOpasna B rpynmne CyObEeKTOB TECTUPOBAHHUSA. ITOT
WHCTPYMEHT pa3pabOTKW T'MOOK M HAIpaBJICH Ha BBISIBIICHUE TOTO, JIOBOJST JIA
MPEJCTABIICHHBIC CBEJACHUS MPaBUWIbHYIO HUHPOPMALUIO O YHUTATElIs.
CamMoTecTrpoBaHNE HE MOBBIIIAET KAYECTBO CBEACHUMN, HO TTO3BOJISET BHISIBUTH
3aTpyAHUTENbHBIC OOJACTH, KOTOphIE CIEAYeT YIy4IIuTh. Pe3ynbTarhl
MOJIb30BAaTENBCKOT0 TECTUPOBAHUS (NIPU HAIMYMM) BKJIIOYAOTCA B MOAYJb |
PErUCTPALIMOHHOTO JJOChE JIEKAPCTBEHHOTO Mpernapara.

Heob6xoaumo yI0CTOBEpUTHCS, YTO B IMOJIB30BATEIBCKOM TECTUPOBAHUU
UCIIOJIB3YETCS JTUCTOK-BKIIQIBIII, KOTOPBIM OyneT haKTUYECKH MOCTABIISTHCS C
JIEKApPCTBEHHBIM MpENnapaToM. ITO NOTPeOyeT UCHOJIb30BAHUS MOJHOTO MAKETa
JUCTKA-BKJIQJAbINA, 1BET, CTWIb W OyMara KOTOPOTO COBIAJAlOT C
JUCTKOM-BKJIQJIBIIIIEM, KOTOPBIM OyAET BJIOKEH B YMAaKOBKY IPOMBIILICHHOM
CepUu  JICKapCTBEHHOro mpemnaparta. [Ipy HamWMYMM  MHOTOSI3BIKOBBIX
JIMCTKOB-BKJIAIbIIIEH 1IBET, CTUJIb (BKJIIOYAs KEMJIb IpU(Ta) 1 OyMara s3bIKOBOH

BCPCHH, HOI[J'IC)KaHIeﬁ IMOJIB30BATCIIbLCKOMY TCCTUPOBAHUIO, JOJIDKHA COBIIAZIATh C
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JIUCTKOM-BKJIQ/IBIIIIEM, KOTOPBIM OyAET BJIOKEH B YMAaKOBKY IPOMBIILICHHOU
CEpHH JIEKApCTBEHHOTO IIpenapara.

VYKkazaHHBII METOJ BKJIIOYAET B Ce0S MHOXECTBO OJIHOTUITHBIX
MIepCOHAIBHBIX UHTEPBBIO (HE MeHee 20 npeacTaBUTENEH MECTHOIO HACEJICHU),

JUI KOTOPBIX IPEAHA3HAYECH JICKAPCTBEHHBIN ITpernapar.

AJbTEepHATUBHBIE BAPUAHTHI TECTUPOBAHUS

JlomyckaeTrcss HCHOJIb30BAaThb JIPYTHE METOIbI  IOJb30BAaTEIBCKOTO
TECTUPOBAHUS MpPU  YCIOBUU, YTO MX  pe3yJbTaT  oOecreyuBaeT
yA0004YUTaeMOCTh, SICHOCTh M TIPOCTOTY HCIOJIb30BaHUA HH(POPMAIINH,
MO3BOJISIFOLIEH MalUeHTaM HAaXOJUTh B JIMCTKE-BKJIAJBIIIE BAXKHbIC CBEICHMS,
MOHMMAaTh WX W JIENCTBOBAaTh MPABUIIBHO. 3asBUTEIIO WIH JEPHKATEIIO
PETMCTPALIMOHHOTO  yJIOCTOBEPEHUSI  HEOOXOAUMO  OOOCHOBaTh  TaKYHO
aTbTEPHATUBHYIO METOJOJIOTHIO, KOTOpasi OyAeT MOABEPraThbCsl IKCHEPTU3E B
VHIUBUIYAIBHOM MOPSIAKE.

1.1. ITpoBenenue TecTupoOBaHUA

TectupoBanue JIMCTKA-BKJIA/IbIIIA IIPOBOJIUTCS JepKaTeneM
PETUCTPAIMOHHOTO YJIOCTOBEPEHUS WM CIEHUAIIM3UPOBAHHOW KOHTPAKTHOM
opranuzanueil. TecTupoBaHUE JIOJKHO MPOBOJAUTHCS ONBITHBIM CHEIUATIMCTOM,
BJIQJICIONIMM HaBBIKAMU BEJICHHUSI MHTEPBBIO, HAOIIOMATEILHBIM U YMEIOIIUM
BBICTYIIATh U MOHATH NOTPEOUTEIIS.

Cnenuanucry, COCTaBISIONIEMY JUCTOK-BKIIAJIBIII, HEOOXOAUMO MOMOYb
COCTaBUTh AHKETYy, U MPU HEOOXOJAUMOCTH CONMPOBOXKIATh WUHTEPBBIOEpA MPHU
MPOBEJICHUH TECTUPOBAHUS C IIEJIHI0 TOMOYb MPsIMOM niepeaaun uadopmanuu. B
mpoiiecce pa3pabOTKH TecTa JOMyCKaeTcs MPUBJIEKaTh aCCOLMAIINY MMAIIUEHTOB

WA IIAIUCHTOB-OKCIICPTOB. I[J'DI TCCTUPOBAHUA JOJIKHBI OBITH MCHOJIB30BAHBI
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MOJTHOI[BETHBIC JINCTKU-BKJIAJIBIININ WU JTUCTKU-BKIAJIBIIIN, IPEIHa3HAYCHHbIC
JUISl TPOMBIIUICHHBIX CEpUM JIEKAPCTBEHHOTO Mpernapara.

1.2. ITonOop y4aCTHUKOB TECTHPOBAHHSI.

Heo6xomuMo oToOpath pazinyHble TPYNIbl YYaCTHUKOB TECTUPOBAHUS,
KOTOpbIE MOTEHIUATFHO UMEIOT MOTPEOHOCTh B MPUMEHEHUHU JIEKAPCTBEHHOTO
npenapara. BeiOpaHHbIe YYaCTHUKH JODKHBI IPEACTABISATh PENPE3CHTATUBHYIO
LEJEBYI0 MOMyJsiui. JIjisi OOJBIIMHCTBA JIGKAPCTBEHHBIX MpenapaToB 3TOrO
OyJleT I0CTaTOYHO, MOCKOJIBKY MH(pOpMAIUs B JINCTKE-BKJIAJIbIIIE JOJKHA ObITh
JIOCTYIIHA JIJI1 BCEX BHOBB BBISIBJICHHBIX OOJIHBIX. Te€M HE MEHEE JJ1sl HEKOTOPBIX
JIEKAPCTBEHHBIX Mpenaparon noTpedyercs TECTHPOBAHUE 1,
OCYILECTBIISIOIINX YXO/I.

HeoOxonumo  MCKIIOYMUTH  JIMI,  HampsMyr  paboTaromux ¢
JIEKApCTBEHHBIMM TIpenapaTaMM, TaKUX KaK BpauM, CPEIHUN METUIIUHCKUM
NIEPCOHAJI U aNTeYHbIC PAOOTHHKHU.

Nudopmanusi, KOTOpoid MOTYT BOCIOJIb30BaThCS HAaUMEHEE CIOCOOHBIE
MOTpPeOUTENN, JOJDKHA OBITh IOHATHA BceM TmoTpedutensM. HeoOxomumo
UCIIBITATh U BKIIFOYUTh B TECTUPOBAHUE:

OTPE/ICICHHBIE BO3PACTHBIC TPYIIIbI, TAKUE KAaK JETHU U JIFOAU MOMKHUIOTO
BO3pacTa (Hampumep, eclu JaHHBIA MpernapaT uMeeT 0co0oe 3HaueHue IS
TaKUX BO3PACTHBIX TPYTIN);

HOBBIX MTOTPEOUTENCH WU JIFOACH, KOTOPBIE, KaK MIPaBUII0, HE TPUMEHSIOT
JIEKapCTBEHHBIC TIPEMNapaThl, B YaCTHOCTU B OTHOIICHUU MH(OPMAIIMU O HOBBIX
npernaparax, KOTOpble BEpOsITHEE BCETO OYIyT MPUMEHSTHCS B IIMPOKUX CIIOAX
HaceJieHWsl (Hampumep, aHabIeTUKW WIM aHTUTHCTAMUHHBIE JIEKAPCTBEHHbIC
npenaparsbl);

J0JIeH, KOTOphIE OOBIYHO HE pabOTAIOT C IOKYMEHTAMHU (MajIo WU PEIKO

YUTAIOT);
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JIOJIEN, KOTOpbIE CUMTAIOT CJIOXKHBIM BOCHPHUSATHE HHPOpMAIMU B

MUCHbMEHHOM BHJIE.

HeoOxoquMo BKIIIOYATh YYaCTHUKOB W3 HAmOOJIee aKTYaJbHBIX TPy
(MOKWJble JIIOJW, TMPEICTaBUTENM TPYIN CaMOMOMOINH, MPEACTaBUTEIN
NAlMEHTCKUX  OpraHu3alldid, TMpeACTaBUTEINM  OOIIECTBEHHBIX  IIEHTPOB,
pOIUTENHN U JACTH).

1.3. Bo3MO»XHbBIE METOJIUKN TECTUPOBAHUS.

Tpebyercss HeOObIIOE YMCIO y4acTHUKOB. [l oOecrnedeHus ycmexa
TecTUpoBaHus noctaToyHo 20 yejoBeK (HE BKIIOYAs yYAaCTHUKOB MPOOHBIX
ucnbiTannil). Henb3s MOBTOPATh TECTUPOBAHME HA TEX YUYACTHHKAX, KOTOPBIX
YK€ OLIEHWJIA. DTOTO MOKHO TI0OUTHCS IyTEM:

MUJIOTHOTO TECTUPOBAHUS NMPUOIU3UTENBHO 3 — 6 YYaCTHUKOB B ILIEJIAX
IPOBEPKHU MPABUILHOCTH BOIPOCOB. 10 Mepe HaKOIIeHUs OTIbITA B TPOBEACHUU
MUJIOTHOTO TECTUPOBAHUS MOXHO OTPAHUYHUTHCS 2 — 3 YYACTHUKAMH WU Cpazy
MPUCTYNHUTH K OCHOBHOM (pa3e TeCTUPOBAHUS;

aHanu3a pe3yJbTaTOB B XOJAE€ TECTHUPOBAHUS U BHECEHHS BCEX
HEOOXOIMMBIX U3MEHEHUH B JINCTOK-BKJIQ/IBIIIL;

MOBTOPEHUSI TECTUPOBAHUS JIO TIOJYYEHHUS]  YIAOBJIECTBOPUTEIBHBIX
pe3yJibTaToB B rpynie u3 10 ydacTHHUKOB;

3aKJIFOUYUTENBLHOTO TeCTUpOoBaHus elie 10 y4acTHUKOB, YTOOBI IPOBEPUTD,
YTO y HHUX TaKkXKe COOJIOJIEHbl KpUTEpPUH Yycrexa (MOJHOCThIO B OOIIeiH

CJIO0KHOCTH Y 20 Y49aCTHHUKOB HAa KOHCYHOM IIpcajiaracMomM J'II/ICTKC-BKJ'IaJIBIH_Ie).

2. HO}IPOTOBKa K TCCTUPOBAHUTIO

2.1. IIpu moaroToBKe K TECTUPOBAHUIO HEOOXOIUMO:

I KaXKA0T0 IIpCIiapara COCTaBJ/IATh HOBBIH IIPOTOKOIJI;
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BKJIIOYATh BOIPOCHI, KOTOPHIE OTPAXKalOT BCE BAXHBIC M CIIOXKHBIE
aCIEKThI, a TAKYKE UCMOJIb30BATh CTPOTUE KPUTEPUU OIICHKHU;

yOeaUTHCSI, UTO BOIPOCHI OXBATHIBAIOT MOUCK, IOHUMAHUE U CTIOCOOHOCTD
YYaCTHUKOB JIEHCTBOBATH HAJIJICKAIIUM 00Pa30M;

BKJIFOUHUTH OKUJIAEMbIE TTPABUIIbLHBIE OTBETHI;

CIUTAaHUPOBATh TECTUPOBAHUE TaK, YTOOBI OHO JUIMJIOCH He OoJee
45 MUHYT BO U30€KaHUE YTOMJICHUSI YYaCTHUKOB.

HeobOxonumo yOeauThesi, 4TO BOIPOCHI OTpa)XarT BCE OCOOECHHOCTHU
6e3onmacHOro M 3(PPEKTUBHOTO TPUMEHEHUS JICKAPCTBEHHOIO IMpernapara, a
TaK)K€ BOMPOCHI MPUBEPKEHHOCTH K JICUCHUIO TECTUPYEMBIM MPEMIapaToM.
TecTtupoBaHue NMPUHOCUT HAMOOJBIIYIO MOJIb3Y, €CIM BOMPOCHI OXBATHIBAIOT
00J1acTH, BBI3BIBAIOIINE Yy MAIMEHTOB HamOOJIbIliee OECIOKONCTBO, HAIPUMED,
HEXKeJlaTellbHbIe peakuuu. M30eraHue cepbe3HbIX BOIMPOCOB, KACAIOIIUXCS
0e30macHOCTH TPUMEHEHHs Tpermapara, B  XOJ€ IOJb30BATEIHCKOTO
TECTUPOBAHUS JIUCTKA-BKIIAbINIA HE PEKOMEH Ty ETCSl.

2.2. IHTEepBRIOEP JOJKEH:

yOEeIUTh YYaCTHUKOB, UTO TECTUPYETCSI JOKYMEHT, a HE OHU;

JaTh y4aCTHUKAM TP MX JKEJIaHUU IPOYUTATh BECh JINCTOK-BKJIAIBIIIL,

WCITOJIH30BaTh B KAYECTBE MAMSTKH HAITMCAHHBIC BOIIPOCHI;

3a/1aBaTh BOMPOCHI YCTHO;

BeCTH Oeceqy CrocoOOM, 0OECIeUMBAIOIIUM TECHOE B3aMMOJIEUCTBHUE C
YYaCTHHKOM;

MPOCUTh YYaCTHUKOB, TIOCJE TOTO KaK OHU HAlUId HEOOXOAUMBIE
CBEJICHUS, HC YNTATh X HAMPAMYIO C JUCTKA-BKJIAABIIIA, & ONMUCATh UX CBOUMH
CJIOBaMHU.

Kpowme perucrpaiiuu 0TBETOB Ha BOIPOCHI CIIEYET BECTU HAOJIIOACHUE 32

TEM, KakK KaXKJIbIN Y49aCTHHK 06pamaeTc;1 C JIMCTKOM-BKJIAAbIINICM H
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OCYIICCTBIIAACT IIOUCK I/IH(bOpMaI_II/II/I, oTMC4Yas, HalIpUMCpP, TCPAJIUChH WA
3aI1yTBIBAJIUCh JIX OHMH. 210 AaCT LCHHBIC CBCACHUA O cIroco6ax YIydliCHHA

CTPYKTYPbI JTUCTKA-BKJIa/IbIIIIA.
2.3. Bonpochl JOKHBI:

HaJICXKallluM O6p&30M OCBfCIIIAaTh BCC KPUTHYCCKHC ACIICKTbI

0€301acHOCTH MPUMEHEHUS JIEKapCTBEHHOIO MpEerapara;

OBITh MPEJICTABICHB B MUHUMAJILHOM KOJUYECTBE, OOBIYHO JIOCTATOYHO
12 — 15 BONpOCOB, OJIHAKO B HEKOTOPBIX CIy4asiXx MOXKET MOTPEOOBATHCS U
OoJipllle, HAMpUMEpP, €CIM HMEIOTCS 3HAYMMbIC AacCHeKThl 0e30MacHOCTH,
MOJIJIXKAIINE U3YUECHUIO;

BBIJICP)KUBATh OajaHC OOIMMX M YaCTHBIX BOMPOCOB. OOIIMM BOMPOCOM,
HarpuMep, SIBIISIIOTCS MEPbI, MPUHUMAEMbIE MPU MPOIMYCKE J03bI, TOT/A Kak
YaCTHBIA BOIPOC MOKET OTHOCUTHCS K HEXEJaTeIbHOW peakIuu, KoTopas
MPUCYIIA TaHHOMY JICKAPCTBEHHOMY Mpernapary;

OBITh COCTaBJEHBI OTJIMYHO OT JHMCTKA-BKJIAQABIINIA, YTOOBI H30EKaTh
OTBETOB YYaCTHUKOB, OCHOBAHHBIX TOJIBLKO HA HaXOXKJICHUHU IPYIII CJIOB;

CJIe0BaTh B CIAy4alHOM MOpsAKe (TO €CTh B MOPSAKE, OTIMYHOM OT
noja4yu MHOOpPMAIIMU B TUCTKE-BKIAJIBIIIIE);

OXBaThIBaTh MHCTPYKIIUU IO MPUTOTOBJICHHUIO (1O paboTe C mpemnapaTom,
UMEIOITUM CJIOKHOYCTPOCHHBIC M3JIENUsS JJIsI BBEICHHS), HEOOXOIMMO IO
BO3MOXXHOCTH MPHUOETaTh K MCIOIb30BAaHUIO MYJISDKEH IMMEPBUYHBIX YIIAKOBOK U
AKTUBHOM JEMOHCTpAIlUM YYaCTHUKAMHU IIpoliecca MPUroToBieHus (padoThl).

[Ipy  npeacTaBieHHH  YIIOJTHOMOYEHHOMY  OpraHy  (9KCIEpTHOMU
OpraHMU3alliK) TOCY/IapCTBa-WICHA PErUCTPAIlMOHHOTO JOChe Ha JKCIEPTHU3Y B
Moaysb 1.3.4 yka3aHHOTO JOCh€ HEOOXOJAMMO BKIIOUHUTH KOIMUHM MPOTOKOJIOB
MOJIb30BAaTEIBLCKOTO TECTUPOBAHUSI, BKJIIOUAsl 3aJJaHHBIE BOIIPOCHI, TTOJTyUYECHHbIE

OTBCTHI, Ha6J'IIOI[eHI/I$I HHTCPBBIOCPA B IMCBMCHHOM BHJIC M PA3JIMYHBIC BEPCHUU
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JUCTKA-BKJIa/AbllIa,  IMOJBEPrIIErocs  TeCTUpoBaHUIO.  TpeOoBaHus K
COCTABJICHMIO OTYeTa O pe3yJbTarax II0Jb30BATEIBCKOTO TECTUPOBAHMUS
npuBeIEHbI B paznene 7 npunoxeHus Ne 12 k TpeOOBaHUAM K MHCTPYKLUHU IO
MEAUIIMHCKOMY MNPUMEHEHHIO JIEKapCTBEHHOI'O Ipemapata M o0Imiei
XapaKTEPUCTUKE JIEKAPCTBEHHOIO Ipernapara il MEJULIUHCKOrO PUMEHEHUS,

yTBep)kaeHHbIM Pemmennem CoBera EBpa3uiickoil 53KOHOMUYECKON KOMHUCCHUU OT

3 Hos10ps 2016 1. Ne 88.

3. Kpurepuu ycnexa

TectupoBaHre NPOBOIUTCSA C LEJIBK0 COCTABICHUS I I0JIb30BATENs
paz00pUMBOro, YETKOr0 W MPOCTOTO B HMCIOJB30BAHUU JIUCTKA-BKJIAJABIINIA, a
TAKXKE U 1T yUeTa BCEX MPEIIOAKEHHUH MOoJIb30BaTeNe. Bonpocel, 3aaaBacMblie B
X0JI€ UCCIEOBAaHUS, JOJDKHBI OBITh THIATEIBHO MOJATOTOBJIEHBI JJIsi OBICTPOTO
MOHMMAHUSI U HAXOXJCHUS B TEKCTE KIIFOYEBBIX CBEACHUU MO 0€30MacHOMY
MIPUMEHECHUIO KOHKPETHOIO JICKAPCTBEHHOTO Ipenapara. Henp3s ucnonp3zoBaTth

JIETKHE WJIN OOBIYHBIE BOIIPOCHI, BKIIFOYAaCMBIC IJIA oOecreueHus yCIIcxa.

PesynapTar Tecta cudTaeTcs MOpUEMIIEMBIM, €ClIM  HUH(OpMaIHIO,
3alpalliBaeMyl0 IO JIMCTKY-BKJIaJpllly, HOHUMawT 90 % ydacTHHKOB
uctbiTanus w3 90 % wHameammx WHPOPMANUIO B JUCTKE-BKIAABIINIE. ITO
o3HayaeT, 4to 16 u3 20 y4yacTHUKOB CMOIJIM HAWTH HYXXHYIO MH(GOpMAIUIO,
OTBETUTh HAa KaXIbII BONPOC W JIEUCTBOBaThH COOTBETCTBYIOIIMM OOpPa3OM.
Kputepun ycnexa qoyxHbI ObITh JOCTUTHYTHI MO KAXKIOMY BOIIPOCY, 0000111aTh
PE3yABTATHI B LIEJIOM IO MCCIIENOBAHUIO HE JOIYCKAETCS.

[Ipn ncnonp30BaHUM APYroro METOJa, OCHOBAHHOI'O HA MHBIX KPUTEPHUSIX
ycrnexa, YINOJIHOMOYEHHBIMU  OpraHaMu  (IKCIIEPTHOW  OpraHu3anuen)

rocyaapCrB-4JICcHOB 6yz[eT OIOCHMUBATLCA B UHANBUAYAJIBHOM IMOPAIAKEC.
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[MTPUJIOXKEHUE Ne 15

K TpeOOBaHUSM K UHCTPYKITUH 110
MEAUIIMHCKOMY MTPUMEHEHHIO JIEKaPCTBEHHOTO
npenapara 1 00IIei XapaKTepruCTUKE
JIeKapCTBEHHOTO Tperapara Juis
MEIULIMHCKOTO MPUMEHEHUS

(B penakuuu Pemenus CoBeta
EBpa3zuiickoil 5KOHOMHUYECKOU KOMUCCUH
ot 21 ¢epans 2025 r. Ne 18)

INABJIOH
HHCTPYKIMHU M0 MEAUUMHCKOMY IIPUMEHEHH IO
JIEKAPCTBEHHOT0 Mpenapara (JIMCTKA-BKJIAIBIIIA)

B  Hacrosmiem 1mrabnoHe, TPUMEHSIOTCS — CICAYIOIIHME  IpaBuia
UCITOJIb30BaHUS CKOOOK:

{TeKCT} — B MOJE€ MEXIy CKOOKaMH BHOCHUTCS MH(pOpPMAIHS HCXOIST U3
COCTaBa U OCOOEHHOCTEH JIEKApCTBEHHOT'O MIpenapara;

<mexcm> — B MOJI€ MEXIY CKOOKaMHU TEKCT BbIOMpaeTCa WU yJajsieTcs
U3 TPEJIOKEHHBIX CTaHAAPTHBIX (POPMYIHPOBOK (BBIIEICHBI KYypCHUBOM) B
3aBUCUMOCTH OT JIEKAPCTBEHHOTO Ipenapara;

«X» — HAMMEHOBAHUE JIEKAPCTBEHHOI0 Mpenapara.

JIucrok-Briaaapim — uHGopmanus 1 <nayuenma> <nompeoumena>
{(Toprosoe) HamMeHOBaHUe, 103UPOBKA, JIeKAPCTBeHHas popma}
JeticTByromue BeniecTna: {/[elcTByoIIME BEIIeCTBA }

< WV «/lannwiii rekapcmeenHuvlil npenapam nooaexHCum 0ONnOJIHUMENbHOMY
MOHUMOpUH2Y. OMO NO3601UM ObLICPO  6bIAGUMb HOGYI0 UHGOpMAYUIO

no bezonacrocmu. Muvi 06pau4aeMCﬂ K cneyuaiucmam cucmemasl
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30pasooxpanenus ¢ npocvboOU coodbwams O JAHOLIX NOO003PEBAEMbLX
HeJHCeNamelbHblX PeaKyusx.» >.

Cnocob coobwjeHust 0 HediCelamenbHblX peaKkyusx Onucaw 8 pasoene 4
JIUCMKA-BKIA0bLULA. >

<Ilepe0o <npuemom> <npumeHneHuem> npenapama HnOJHOCHbIO
npouumaiime JuCMOK-68Ka1aA0bld, NOCKOJIbKY 8 HEM COOEPHCAMCA 8ANHCHBIE 01
Bac ceedenus.

Coxpanume  qucmok-eéxknaovius.  Bosmoowcno, Bam  nompebyemcs
npouumams e2o ewse pas.

Ecnmu y Bac e6o3nuknu Oononnumenvhble B80NPOCHL, obpamumecb K
<newawgemy e@pauy> <,> <uau> <pabomuuxy anmeku> <,> <uiu>
<MeouyuHckou cecmpe.>.

<IIpenapam nazuauen umenro Bam. He nepedasatime e2o Opy2um at00sm.
OH ModIcem Hagpeoumn UM, 0axice eciu CUMRMOMbL UX 3a001e8aHUsL COBNA0AIOm
¢ Bawumu. >.

<Ecau y Bac 6o03uukiu kakue-1ubo HedxcelamenbHble peaxkyul,
oopamumecv k <jeuawemy pauy> <,> <uau> <pabomHuxy anmeku> <,>
<unu> <meouyuHckou cecmpe>. JlanHas pekomeHoayusi pacnpocmpansemcsi Ha
JII0Oble  BO3MOJICHbIE HedcelamellbHble peakyuu, 6 mOoM Yucie Had He
nepeyuciennvle 8 pazoene 4 1ucmKa-ekaiaoviuia. >

<Ileped0 <npuemom> <npumeHenuem> npenapama HOJIHOCHbIO
npouumaiime J1uCMoOK-6KJ1A0blUL, NOCKOJIbKY 8 HEM COOEPHCAMCA 8AMHCHbBIE 01
Bac ceéeoenua.

Bcecoa <npunumaiime> <npumemusaime> npenapam 8 MOYHOCMU C
JIUCMKOM-BKIIAObIUEM ULU PEeKOMEHOAuuiaMu <aedauje2o spada> <,> <uaiu>

<pabomuuka anmeku> <,> <uau> <MeOUYUHCKOU Cecmpvl>.
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Coxpanume  nucmok-exaaoviui.  Bosmoowcno, Bam  nompebyemcs
npoyumams e2o euje pas.

Ecnu Bam mHyscnvl OononHumenvHvie c8edeHusi Uil pPekoMeHOayuu,
obopamumecs K paboOmMHUKY anmexu.

Ecnu y Bac so3nukau kaxue-1mubo Hedxceramenvhble peakyuu, oopamumecs
Kk <neuawemy epauy> <,> <uau> <pabomuuxy anmexu> <,> <unu
Meouyunckou cecmpe>. J{aHHas pekomeHoayus pacnpocmpansiemcs Ha aoovle
BO3MOJICHbLE HedcelamebHble Peakyul, 8 mom 4ucie Ha He NepeyucileHHbvle 8
paszoene 4 1ucmka-exiaoviua. >

Ecnu cocmosanue ne ynyuwaemes unu ono yxyowaemcs, <uepes {uucno}

OHeli> Bam cnedyem obpamumscs k epavy.>

Conepmaﬂne JJUCTKA-BRJIAAbIIIA

1. YUto u3 cebs nmpeacrapisier npemnapar X, ¥ s 4ero ero NpUuMeHSOT.

2.0 d4em ciaeayer 3HaTh TNiepen <npuemom>  <npumeHeHuem>
npenapara X.

3. <llpuem> <npumenenue> npemnapara X.

4. BO3MOKHBIE HEXKEJIATEIbHbBIC PEAKIINY.

5. Xpanenue npenapara X.

6. ConepkuMo€e yIaKOBKH U MPOYHE CBEICHUS.

1. Yto u3 ceds1 mpeacTaBiisieT npenapart X M JJIfl 4ero ero NpuMeHs 0T

IToxa3zaHus K NPUMEHEHHIO
<Ecnu ynyuuwienue He nacmynuio uiu Bel yygcmeyeme yxyouienue <uepes

{uucno} oueir>, He0obX00UMO 0OpaMUMbCA K 8payy.>.

2.0 w4em cJaenyer 3HaThb mepel <MpHeMOM> <MpUMEHEHHEeM>
npenapara X

Hponmonomwamm

He <npunumaime> <npumensume> npenapar X <:>
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<ecau y Bac annepeus na {oeiicmsyrowee(ue) sewecmeo(a)} unu nodwvie
opyeue  KOMNOHEHmMbl  npenapama  (nepeuucieHuwvlie 68  pazoere 6
JIUCMKA-BKAAO0bIULA). >

OcoOble yKkazaHusi M1 Mepbl PEA0CTOPOKHOCTH

<[lepeo <npuemom> <npumeneruem> npenapama X
NPOKOHCYIbMUPYUmMecs ¢ Jedawum 6padom <uau> <,> <pabomuuxom
anmeku> <,> <unu> <MeOUYUHCKOU cecmpou>>.

ety <u nodpocmku>

Jpyrue npenaparsl u npenapat X

<Coobwume nevawemy <8pauy> <uau> <pabomuuxy anmeKu> 0 mom,
umo Bwl  <npunumaeme>  <mnpumenseme>, HeOAGHO  <NPUHUMALU>
<npumensAIu=> Ui  modxceme Hayamv  <HPUHUMAMb>  <NPUMEHAMb>
Kakue-1ubo opyeue npenapamaol.>

Hpenapar X ¢ <nuwen> <> <u> <> <uanumkamu> <> <u>
<ankozonem>

bepemenHocTh <u> <> rpyjHoe BCKapMJIMBaHue <u ghepmuibHOCHIb>

<Ecamu Bel bOepemenHvl umu Kopmume 2epyovio, oymaeme, 4mo
3abepemenenu, uiu niavupyeme 6epemMeHHOCmb, neped HA4aiom NPUMEHEeHUs
npenapama — NPOKOHCYIbmupyumecb ¢  <Jeyawum  epavom>  <uau>
<pabomuukom anmexu.>

YpasJ/ieHne TPAHCIHOPTHBIMM CPeCTBAMHU U PadoTa ¢ MEXaHU3MAMH

<{ToproBoe HaMMEHOBaHHE} <He oOKazvlieaem> <uiu> <oKazvieaem
Hecyuecmeennoe GausaHue>, <uiu> <oxasviéaem craboe euusHue™>, <uau>
<oka3zvigaem YMepeHHoe GausHue>, <uau> <oKa3zvléaem BblPpadCEeHHOoe
GIUAHUE™ HA CHOCOOHOCMb YNPAGIAmMb MPAHCNOPMHLIMU CPEOCMBAMU U

pabomambe ¢ Mexanuzmamu no npuyure {yKa3aTb MPUUUHY |.>.
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<Heob6x00umo npoKoHCYIbmupo8amscsi ¢ 1e4aujum 8paiom 8 ciyiae, eciu
Bvi nnanupyeme ynpasnsimo mpancnopmuvimu cpeocmeamu Ui pabomams ¢
mexanusmamu> Jisi TIPeraparoB, OKa3bIBAIOIIUX BJIMSHUE HA CIOCOOHOCTH K
KOHIICHTpAllU BHUMAHUS.

<Ilpenapam {X} coodeprcum {HauMeHOBaHHE BCIOMOIraTe/JIbHbIX(0I0)

BelecTB(a)}>

3. <Ilpuem> <IlpumeHeHue> npenapara X

<Bceeoa <npunumaiime> <npumeusaume> npenapam 8 HNOIHOM
COOMBEMCMEUU C PpPeKOMEeHOAyuaMu Jedaweco epava <uiu pabomHUKa
anmexu>. llpu nossienuu comHenuu nocogemyumecv ¢ <Jaevyawjum epaiom>
<unu> <pabomHUKOM anmexku>.

<PexomeHoyemas 003a. ...>

<Bceeoa <npunHumaiime> <npumeusaume> npenapam 8 NOIHOM
COOMBEMCMEUU C JUCKOM-BKAAObIUEM UTU C PEKOMEHOAYUAMU JleYaue2o
spaua <pabommuuxa anmexu> <,> <meouyuHckou cecmpwvi>. Ilpu nosenenuu
COMHEHUU nocogemyumecsb ¢ <jeyawum epadyom> <,> <ugu> <,>
<pabomuukom anmexu> <,> <uiu MeOUYUHCKOU CeCmpou™.

<PexomeHnoyemas 003a. ...>

<IIpumenenue y oemeti <u noOpoOCmMKo8>

<Jlunusa  paznoma  (pucka) npeoHas’sHayeHa  UCKIHOUUMENbHO  OJis
PAasnamvl8anus mabiemku ¢ yeavblo 001e2yeHUss Npo2iamvleanus, a He O
paszoesieHus Ha pasHvle 003bl.>.

<Jlunusa pazioma (pucka) He npeOHA3HAYeHA Ol pa3zoeleHus
mabaemKu.>.

<Tabaemxy MOXMCHO pazderumsv HA PaHble 003bl. >

<Ecau Bwt <npunanu> <npumenunu> npenapama X 0Ooavute, uem

Cc1e006a10>
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<Ecnu Bul 3a0611u <npunams> <npumeHumas> npenapam X>

<He npunumaiime 0601tiHy10 003y, YmoObl KOMNEHCUPOBAMb NPONYUEHHYIO
<mabaemky> <003y> <...>.>

<Ecau Bvl npekpamunu <npuem> <npumeHenue> npenapama X>

<[Ipu Hanuuuu 6ompoco8 no nNpumMeHeHur0O npenapama 0OPaAmMumecsb K
<neuawemy epauy> <,> <uau> <pabomHuxy anmexu> <,> <ujau MeOUYUHCKOL
cecmpe>.>

4. Bo3MokHbIE HexKeJIaTeJbHbIe peakinu

<[10o00b6HO 6Ccem JleKapCMEeHHbIM Npenapamam npenapam Modxcem
8bI3b18AMb HedHCELAMeIbHble PeaKyull, 0OHAKO OHU B03HUKAIOM He ) 8ceX.>

</[ononHumenvhvie  HedcenamenvHvle  peakyuu Yy  Odemeu  <u
nOOPOCMKO8>>

CooO0ureHue 0 HexKeJIATEJIbHBIX PeaKIUAX

<Ecmu y Bac eo3nuxaom xaxue-1ubo HedicelamenvHble peaxkyuu,
NPOKOHCYIbMuUpyimecs ¢ <gpavom™> <,> <uau> <,> <pabomuukom anmexu>
<,> <unu MeOUYUHCKoU cecmpou>. /{anHas pekomeHoayus pacnpocmpansencs
Ha J100ble B03MOJICHblE Hedxcelamenbhble peakyuu, 6 moM 4Yucie Ha He
nepevucienuvle 6 Jaucmke-gkaaoviue. Bvl makowce mooxceme coobuums o
HeXCenamenbHblX peakyusx Hanpsamylo yepes cucmemy coobujenull 20cyoapcme
— unenoe Espazuticko2o skoHomuyeckozo coiosa. Coobwjas o HexcenamenbHbix
peaxkyusx, vl nomozaeme NOAYYUmMb 0OOabule c8e0eHull o 0e30nacHocmu

npenapama.>

5. Xpanenne npenapara X

<Xpanume nexapcmeeHHvlll npenapam 8 HeOOCMYNHOM O Oemel
mecme.>
<He npumensiime npenapam nocie ucmedeHus cCpoka 200HOCmu (cpoxa

XpaneHus), YKazammo2o <6> <Ha> <MapKuposxke> <KAPMOHHOU nNauyke>
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<¢hnaxkone> <...> <nocne {cokpaujeHue, ucnonivbzyemoe 0 0amvl UCHEYeHUs]
cpoxa 200HOCmu}.>

<[lamou wucmeuenuss cpoxa 200HOCMU SABAAEMCS NOCAEOHULU OeHb
mecaya.>

<He npumensiime npenapam, eciu Buvl 3amemunu {onucanue 6uoumvix
NPUZHAKOB HenpucoOHOCMU npenapama Ojisi NPUMeHeHUs}.>

<He evibpacvieaume (nHe e@vlLiusalime) npenapamel 6 KAHATUIAYUIO
<6000npo8o0>. Ymounume y pabomuuxa anmexu, KaxK VMUIUUPOBAMDb
(VYHUYmMOodIcams) npenapamol, Komopbvle OonbUe He nompebyromcs. Imu mepvl

NO380ISIM 3AWUMUMb OKPYHCAIOWYIO CPedy.>

6. Coep:xumMoe YIAKOBKH U JIONOJHUTEIbHbIE CBeIeHNsI

{Ilonnoe nepeuuciexue Oelicmayroue2o(ux) sewecma(a) u
BCNOMO2AMENbHBIX BeUecma)

Ipenapat X coxepkur

<[leticmeyrowum(umu) sewgecmeom(amu) aenaemca(romcs)...>.

<IIpouum(u) <umnepeouenmom(amu)> <(scnomocamenbHbvim(u)
sewecmeom(ami))> seusem(romcs)...>.

BHemnnii Bua X v cCoiep:KUMOe YIIAKOBKH

Kareropusi ornycka jieKapcTBEeHHOI'0 npenapara

<Jlekapcmeennwiii npenapam OMHOCUMCA K Kamezopuu omnycka <oe3
peyenma> <no peyenmy>, <8 YCIOBUAX Je4eOHO-NPOPUIAKMULECKUX

yupescoeHuu>. >

Jlep:kaTesib PerncTPaliMOHHOTO YI0CTOBEPEHHS U MPOU3BOANTENb
{Cmpana}

{Haumernosanue u aopec;}

<{men.}>

<{gaxc}>
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<{aopec snexmponuou noumot}>
WJIn
JlepskaTesib pErucTPANMOHHOIO YA0CTOBEPEHHS

{Cmpana}
{Haumenosanue u aopec}
<{men.}>
<{arc)>

<{aopec snexmponuotu noumst}>
IIpousBoauresb

{Cmpana}

{Haumenosanue u aopec}

<3a nmobou uugopmayuer o npenapame ciedyem o00pawaAMvbCsa K
MECMHOMY NPedCmAagUmento 0epircameins pecucmpayuoHHo20 YOOCmMOBEPeHUsL:

{Cmpana}

{Haumenosanue opeanuzayuu}

{Aopec: {Hacenenmnwiii nynkm,} {noumosnlii unoekc} — cmpaua;

Ten: + {nomep meneghona,

<{aopec snexmponuot noumst!>

JIMCTOK-BKIIAJIBIII IIEPECMOTPEH

<{MM/ITTTT}> <{mecay I'TTT}>

<[Ipenapam 3apecucmpuposan ¢ YCMAHOBIEHUEM OONOIHUMETbHBIX
mpeboganuil. Imo 3Ha4um, Ymo nosiBAMCcs Ho8ble C8e0eHUsl O npenapame.

llpeocmasnennvle OanHble © JleKAPCMBEHHOM npenapame OyO0ym
exHce200H0 NpoBepsmuvCsl U OONOJHAMBCA HOBLIMU CEEOCHUAMU, U NO Mepe
HeoOX00UMOCMU TUCMOK-B8KILAObIUL 0YO0em 0OHOBIAMbCS. >

<[lpenapam 3apecucmpupoeéan no npoyeoype «peucmpayuu 8

UCKTITIOYUMENIbHBLX  CIYHUAAX) Omo 3Havum, 4mo <gcreocmeue pedkoﬁ
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gcmpeuaemocmu  3a001e6aHUA> <U3 HAYYHBIX COOOpAMCeHUU™ <UCX00s U3
IMUYECKUX COOOPANCEHUL™, HEBO3MONCHO NOIYYUMb 6Ce HeobXooumble
ceedenust 0 npenapame.

Ilo  smomy nexapcmeennomy npenapamy 6ydem  NpPO8OOUMbCS
9KCnepmu3a ar00bIX HOBbIX OAHHBIX, KOMOPble MO2YM NOSGISAMbCS eHCe200HO, U
no mepe HeobX00UMOCmU TUCMOK-8KIA0bLUL OY0em 0OHOBIAMbCA. >

<IIpenapam 3apecucmpuposar no npoyedype «ycio8HOU PecUCmpayuuy.
Omo 3Hauum, 4mo nosA6AMmMcs Hogvle C8eOeHUs 0 npenapame.

Ilpeocmasnennvie OanHvle 0O JeKAPCMBEHHOM npenapame  0yOym
eXHCe200H0 NpPoBepsmvbCs U OONOJHAMBCA HOBLIMU CBEOCHUAMU, U NO Mepe
He0OX00UMOCMU TUCMOK-8KIIA0bIUL OY0em 0OHOBISAMbCS. >

<X codeporcum mo nce Oelicmeyoujee euyecmeo U Oelcmayem mak xce,
Kak U  «pepepenmuvlii  eKkapcmeeHuvll  npenapamy.  Pegepenmmuuvlii
JIeKApCMBeHublll  npenapam  Obll  3ApecUCmpuposarn  no  npoyeoype
«pecucmpayuu 8  UCKIIOYUMENbHBIX — CIyuasxy. Omo  o3Hauaem, UmMo
<gcneocmeue  peokol ecmpeyaemocmu  3a6o0neeanHua>  <u3  HAYYHbLIX
cooopadceHutl™> <ucxoos u3 3MUYECKUX CO0DPAdiCeHUU™, 8ce HeoOX0oumble
ceedeHUsl 0 pehepeHmHOM JleKapCMEeHHOM npenapame noay4ums He803MONCHO.
{Haumenosanue ynonnomouenno2o opeana cocyoapcmea — unena Eepasutickozo
IKOHOMUUECKO20 C0103a} edce200Ho Oydem Npo8oOUmsb SKCHNepmusy Jo0bix
HOBbIX CG8e0eHUll O pepepeHmHOM JleKapCMBEeHHOM npenapame, d OaHHbIU
JIUCMOK-BKNIAObIW  OyO0em  0OHO8IAMbCA N0 Mepe  HeobXooumocmu 8
coomeemcmeuy ¢ OOHOBIEHUAMU  JUCMKA-BKIAObIWA — pedhepeHMHO20
JIeKapCmMBEeHHO20 Npenapama’.

<IIpouue ucmounuku ungpopmayuu>
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<Ilodpobnuvle c8e0eHUsl 0 npenapame co0epHcamcs
8 eOUHOM peecmpe NeKAPCMEEHHbIX cpedcms.> <Hmeromcs makdice cColikKu HA
opyaue 8eb-caiimsl N0 peoKuUM 3a001e8AHUAM U BUOAM NeYeHUs. >

<Jlucmok-6kaadvlii OOCMYyNeH HA <6cex s3bIKAX 20CYOApPCmeE — UJLeHO8
Espasuiickoeo IKOHOMUUECKO20 cor3a> 8 eouHomM  peecmpe
3ape2ucmpupos8antblX JIeKAPCMBEHHbIX CPeOCme U HA oQuyuaibHom catme
VHOIHOMOYEHHO020  opeana  (IKcnepmHou — opeanuzayuu)  Eepasuiickoeo
9KOHOMUYECKO20  coio3a  {caiim  YNONHOMOYEHHO20  oOpeaua  (caum

opeanuzayuu)}.>

(JIMHUS OTPBIBA UM OTPE3a)
<Cnedyrwwue  ceedenusi  NPeOHA3HAYEHbl  UCKIIOYUMENIbHO O

MeOUYUHCKUX PADOMHUKOB: >

[TPMJIOKEHUE Ne 16

K TpeOOBaHUSAM K HHCTPYKIIMHU T10
MEIULMHCKOMY IPUMEHEHHUIO JIEKAPCTBEHHOTO
npenapara u o0IIei XapakTepucTUKe
JIEKApCTBEHHOTO IIpenapara Juis
MEJUIMHCKOTO TPUMEHEHUS
(B penakuuu Pemenust Coeta
EBpa3niickon 5KOHOMUYECKON KOMUCCUU
ot 21 ¢epans 2025 r. Ne 18)

MOPSAJTOK
3aMOJIHeHUA 11Aa0JI0HA HHCTPYKIIHH 110 MCIUIIUMHCKOMY IIPUMECHCHUIO
JEKAPCTBCHHOI'0 IMpemapara (JII’ICTRa-BKJIaI[I)IIHa)
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Llenpto mpuMeHeHUs Ia0JOHA SBISETCS OOECIEUEHUE €IMHO00pa3us
oopMIICHHST W H3JIO0XKEHHUS BCEX Pa3/eNOB WHCTPYKIHMH IO MEIUIIMTHCKOMY
PUMEHEHUIO JICKapCTBEHHOTO mpernapara (JTMCTKA-BKIIA IBIINIA)
(mammee — JHMCTOK-BKJABINI) COTJIACHO TPEOOBAaHMSAM AaKTOB OPraHOB
EBpasuiickoro skoHomuyeckoro corosda (nanee — Coro3) B cdepe obOpaiieHus
JIEKapCTBEHHBIX CPEJICTB.

BmecTto (TOproBoro) HauMeHOBaHUS JIEKAPCTBEHHOTO TIperapaTa B TEKCTE
JUCTKA-BKJIAbIIIA PUMEHSAETCS 0003HaUeHUE «Tpenapar X».

Bo Bcex cnywasx mnpu HEOOXOIMMOCTH HCHOJB3YIOTCS CTaHAapTHBIE
3aroJIOBKM M (¢pasbl, cojepkamuecs B 1madjgoHe. B oTaenbHbIX ciydasx s
ydera crneuu@uuHbIX i Tpemapata TpeOOBaHHI 3asBUTENb BIpPaBe HE
UCITI0JIb30BATh 3TH 3ar0J0BKHU ((pa3bl) U UCIOJIB30BaTh IPYTrUe albTEPHATUBHBIC
3aroJIOBKH WM (pa3bl (HapUMep, 1)1 MPernapaToB, BBOJUMBIX MEIUIIMHCKUMHU
pabOTHUKAMHU, CJIOBO «IPUHUMAWTE» WM IPUMEHSUTE» MOXHO 3aMEHHUTH
CJIIOBOM «JIA€TCS» WIIA «BBOJIUTCS).

3asgBUTENI0 HEOOXOIUMO OOOCHOBATH HCIIOJIB30BAHHUE albTEPHATHBHBIX
3aroJIOBKOB  (HampuMep, CCBUIKOW Ha pe3yibTaThl  IOJIb30BATEIHLCKOTO
TeCTUpoBaHus). JIJisi HEKOTOPBIX MPEnapaTroB HE MPUMEHHUMBI BCE DJIEMEHTHI
JUCTKA-BKIAAbIIIAa, B OTOM CJIy4ae COOTBETCTBYIOIIMW 3arojIOBOK HE
yKa3bIBaETCH.

JuzaiiH © pacnoyiokeHne HWH(pOpMauu SBISIIOTCS  KITFOYEBBIMU
9JIEMEHTaMHU yJI000YUTAEMOCTH TOTOBOTO JIMCTKA-BKJIaabIia. Vcmoib3oBanue
mabjoHa JIMCTKA-BKIAbIIA OOECHEYrBACT MOJ00Ue JIMCTKOB-BKIIAIBIIICH
3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX MPEMApaTOB.

ITo 3anpocy opranuzanyi MauUEHTOB 3aABUTENN JOJDKHBI IIPENOCTABUTH

JIUCTOK-BKJIAJbIII B (bopMaTe, noaxoAaImeM AJisd CICIIbIX HJIM CJ'Ia6OBI/II[$IHII/IX.
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JlepkaTenasiM pPETUCTPALMOHHBIX YJIOCTOBEPEHHII HEOOXOAMMO YKa3bIBaTh
HaJM4yue MOoJOOHBIX aJbTePHATUBHBIX ()OPMATOB B KOHIIE JINCTKA-BKJIA bIIIIA.
JIncrok-Briaaabim — nHGopMaus sl <nayuenma> <nompeoumena>
{(Toprosoe) HaumeHOBaHue, J03MPOBKA, JIeKapcTBeHHas ¢popma}
JleticTByromue BemiecTBa: {JleficTByrolre BEIecTBa }

[Ton pgaHHBIM TOJ3aroJOBKOM  HEOOXOAMMO yKazaTh (TOProBOE)
HAaUMEHOBAaHHWE  JIEKAPCTBEHHOIO  Mpemnapara, 3aTeéM  JO3UPOBKY U
JeKapCcTBEHHYIO (opMy (Takke Kak B pazjene 1 oOiied XapakTepuCTUKU
JIEKApCTBEHHOT'O MIpernapara), OHU BhIACISIOTCS MONTYKUPHBIM mipudTom. Jlanee
YKa3bIBAIOTCS JICHCTBYIOIIME BEIIECTBA (B COOTBETCTBUU € MOyHKTOM 4.2.1
npwioxenus Ne 12 k TpeOOBaHMSM K HWHCTPYKUUHM TO0 MEAUIIMHCKOMY
NPUMEHEHUIO JIGKAPCTBEHHOTO TMpernapaTta W oOmeld XapaKTepUCTUKH
JIEKApPCTBEHHOIO Tperapara Jjisi MEIUIIMHCKOTO MPUMEHEHHUs], YTBEPKIECHHBIM
Pemennem CoBera EBpa3miickoll 3KOHOMHUYECKOW KOMHCCHM OT 3 HOSIOps
2016 r. Ne 88) nundopmMannio 0 KOTOPHIX MOKHO MPEACTABUTH CTPOKOM HUXKE.
B ocraBieiicst yacTy JOKyMEHTa TOPrOBOE€ HAUMEHOBAHHUE HE CJIEAYET BBIICIATh
MOJIYKUPHBIM WJIM TOJYEPKHYTHIM MPUDTOM, CIeAyeT H30erarb 4YacToro
yKa3aHHs TOPrOBOI0 HAMMEHOBAHUS B TEKCTE.

ToJlbKO B OTHOIIGHWHM JICKAPCTBEHHBIX IPENapaToB, TPEOYIOIUX
JOTIOJTHATEILHOTO MOHHUTOPHWHTA 0€30MacHOCTH, HEOOXOAMMO YKa3aTh B
JIMCTKE-BKJIQ/IBIIIE CIENUAIBHBIN CUMBOJ U MOsicHEeHUsI. CrienuanbHbld CUMBOJI
MPEACTABISIET COOOM YEpHBIM MEPEeBEPHYTHI PABHOCTOPOHHHUM TPEYTOIHHUK
«'V¥», CHMBOJI JTOJDKCH OBITh MPOIOPIMOHATICH KETIII0 MIPU(Ta MOCIEAYIOMIETO
CTaHJAPTU30BAHHOI'O TEKCTA, MPU 3TOM MHUHUMAJIbHAS JIJTMHA KaXKI0W CTOPOHBI
TPEYTroJbHUKA JOJDKHA COCTaBIISITh HE MeHee S5 MM. JlJisi MOJAroTOBKH
JOTIOJIHEHUK K HWHQOpMaluu o0 TMpemnapare, MOXaayicTa, BOCIOJIb3YHTECH

YEPHBIM TPEYTOJILHUKOM, COAEPKAIIMMCS B TAHHOM I1a0JIOHE.
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<V «/lannvlil 1exapcmeeHuslil npenapam nooaeHcun OONOIHUMENbHOM)Y
MOHUMOPUHZY. MO NO0380UM ObICMPO BbIABUMb HOBYIO UHDOpMAYUI0 No
bezonacnocmu. Mbi obpawaemcs Kk cneyuaiucmam cucmemsl 30patooxXpaHeHus
€ nPocvOOoll cO0OWams 0 H0ObIX NOOO3PEBACMBIX HENCEIAMENbHBIX PEAKYUSIX. ».

Cnocob coobweHuss 0 HedcelamenbHblX peakyusx onucaw 8 pazoeie 4
JIUCMKA-BKAAO0bIUA.>

JInd  JIeKapCTBEHHBIX TMPENapaToB, OTIYCKAEMBIX HWCKIIOYUTEIBHO I10
pelenTty, Heo0X0AMMO TTOMECTUTD B JIMCTOK-BKJIAJIBIII CJICTYIOIINE HAIITUCH:

<Ileped <npuemom> <npumeHnenuem> npenapama HnOJHOCHbIO
npouumaiime JuCmMoK-68Kaa0blid, NOCKOJIbKY 8 HEM COOEPHCAMCA 8ANCHbBLE 01
Bac ceéeoenua.

Coxpanume  qucmok-eéxknaoviut.  Bosmoowcno, Bam  nompebyemcs
npoyumams e2o euje pas.

Ecnmu y Bac 6o3nuknu Oononnumenvhble B80ONpOCHL, obpamumecb K
<neuawemy e@pauy> <,> <umu> <pabomuuky anmeku> <,> <uiu>
<MeOUYUHCKOU cecmpe>.

<IIpenapam naznauen umenno Bam. He nepedasaiime e2o opyeum nio0sm.
OH modIcem Hagpeoums um, 0axce eciu CUMNMOMbL UX 3A001e8aAHUS COBNAOAIOM
¢ Bawumu.>. He cnepyer BKIIOYATh [NAHHOE YKa3aHHWE, €CIIM Mpenapar
npeaHa3HaYeH TOJbKO Il TMPUMEHEHHS B JIe4eOHO-TIPODUIAKTHIECKUX
YUPEKIACHUIX.

<Ecau y Bac 603nHukiu Kakue-1ubo HedjicelamelibHble pPeaxkyul,
oopamumecv k <jpewawemy gpauy> <,> <uau> <pabomHuxy anmexku> <,>
<unu> <meouyuHckou cecmpe>. J[anHas peKkomeHoayusi pacnpocmpansemcsi Ha
JII0Oble  BO3MOJICHbIE HedcelamellbHble peakyuu, 6 mOoM Yucie Had He

nepeyuciennvle 8 pazoene 4 1ucmKa-eKaiaoviuia.™> .
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JIns1 TekapCTBEHHBIX IPEnaparoB, OTIyCKaeMbIX O€3 pelenta, CleayeT
YKa3bIBaTh CJIEAYIOIIYI0 HHPOPMALIMIO:

<Ilepeo <npuemom> <npumeHenuem> npenapama NOAHOCHIBIO
npouumaiime J1UCmMoK-6Ka1aA0blid, NOCKOIbKY 6 HEM COOEPIHCAMCA 6AIHCHbLE 015
Bac ceedenus.

Janunwvii  nexapcmeennvii  npenapam, — A6AA€MCS  NPenapamom,
omnyckaemvim 6e3 peyenma.

Bcecoa <npunumaiime> <npumeusaiime> npenapam 6 HMOYHOCMU C
OAHHBIM JUCIMKOM UMW peKomMeHOayuamu <Jlevaweeo epava> <,> <uiu>
<pabomnuxa anmeku> <,> <unu> <MeOUYUHCKOU CECMPbl>.

Coxpanume  qucmox-exnaoviui.  Bosmoowcno, Bam  nompebyemcs
npoyumams e2o euje pas.

Ecnu Bam mysicnel  OononHumenvuvle C8e0eHUs Ul PEeKOMEeHOAyul,

obopamumecs K pabOMHUKY ANmMeKU.

Ecnu y Bac eo3nukau kaxue-1ubo Hedxceramenvhble peakyuu, oopamumecs
Kk <neuawemy epauy> <,> <uau> <pabomuuxy anmexu> <,> <unu>
<meoduyuHckou cecmpe>. Jlannas pekomeHoayus pacnpocmpansemcsi Ha aroovle
B03MOJICHbLE HedicellamellbHble peakyuu, 6 mom Yucie Ha He nepeyucieHHbvle 6

pa3zoene 4 nucmra-8xiaoviuia.>

Ecnu cocmosanue ne ynywwaemcs unu ono yxyowaemcs, <uepes {uucno}

OHeu™> Bam cnedyem obpamumspcsi Kk 6pawy.>

Conepmanne JIUCTKA-BKJIaAbIIIA

TecTtupoBanue moTpeOUTENICH TMOKa3ajl0, YTO OOJBIIMHCTBY MAIIMEHTOB
HEOOXOAMMO MPEACTABUTH COJAEPKAHUE JMCTKA-BKJIAIbIIIA, KOTOPOE IOJIKHO
OBITh YETKO BBIJEICHO. ECIIM JHCTOK-BKJIABINI CTAHAAPTHBIM, OH OOBIYHO
COCTOUT U3 6 OCHOBHBIX Pa3/EIOB.

1. Uto u3 cebs nmpeacTapiseT npenapar X, v i1l YeTro ero NpUuMEeHSIOT.
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2. O yeM crenyeT 3HaTh Nepen <npuemom> <npumeHeHuem> Tperapara

3. <lIpuem> <npumenenue> npemnapara X.

4. Bo3aMOHbBI€ HEKENATEIbHBIE PEAKIUH.

5. Xpanenue npemnapara X.

6. CoaepkUMO€e yNaKOBKH U MPOYUE CBEACHUS.

Onnako ecnu  ucnoib3yercs Qopmar Oykiera WM CTaHAApPTHBIN
JIMCTOK-BKJIQJIBIII COJEPKUT MHOTO pa3jesioB, JAOMycKaeTcs 0osiee moapoOHOe
MPEACTABICHUE COJECPAKAHUS JIMCTKA-BKJIAAbIa (C YKa3aHUEM HOMEPOB
CTpPAaHMI] WU KOJIOHOK, TMO3BOJISIOMIUX TOTPEOUTENsIM OBICTPO HAXOJIUTH

H€06XO,HI/IMI>IC HM CBCICHH:A, OTHU NAHHBIC YKA3bIBAIOTCA TOJIBKO Ha MaKCTaX).

1. Yto u3 cebds mpeacTas/sieT npenapat X, U AJI Yero ero NpuMeHs 10T

Topeosoe HaumeHo8aHue, oelicmeyowue gewecmea u
G apmakomepaneemuieckas cpynna npenapamd.

Crnenyer yka3aTb TOProBO€ HAaMMEHOBAHUE Mpenapara U JOMOJHUTH €TO,
IpU HEOOXOIUMOCTH, YKA3aHUEM JICUCTBYIOIINX BEIMIECTB (Kak B pa3aenax 1 u 2
00111eM XapaKTepUCTUKHU JICKAPCTBEHHOTO Mpemnapara), Halpumep, «rpemnapar X
COJICP)KUT JCHCTBYIOIEE BemIeCTBO Y». HeoOxoaumo ykaszaTh Takke
dhapMakoTepaneBTHUYECKYIO TpyIny (Kak B pazzene 5.1 oluiel XxapakKTepUCTUKU
JIEKaApCTBEHHOIO Mpemnapara), u (UJIh) Ha 4TO OH JIEUCTBYET (HApUMEp, CTATHUHBI
(11s1 CHUDKEHUSI COICP KaHUS XOJIECTEPHHA)).

Ilokazanusa K npumenenuro

31ech HEOOXOIUMO YKa3aTh MOKa3aHUs K MPUMEHEHHUIO, B COOTBETCTBUH C
paznenoM 4.1  o0med  XapakTEepUCTHKW  JIEKAPCTBEHHOTO  Mpernapara.
HeoOxonmumo ykaszaTh, B KaKMX BO3PACTHBIX TPYyNIax MOKa3aHO MPUMEHEHUE

npcuapara ¢ YKa3aHucM BO3paCTHOI'O Aralla3oHa, HallpuMcep:
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<npenapam X npumeHnsemcs y <83pOCAbIX> <HOBOPONCOEHHbIX>
<mnaodenyeg> <demeu> <noopocmkos> <& gozpacme {om X oo Y}> <nem>
<mecsyes> 0Jis 1eueHusl {ykazams noxasanue).

Eciu mpuMeHnMo, yKa3bIBaloT:

4TO TIpernapar sBIAETCS BBICOKOTEXHOJOTUYHBIM JICKAPCTBEHHBIM
IpermapaToM, COACpPKAIIUM KJICTKA WM TKaHU (HEOOXOJMMO TMPEICTaBHUThH
OMHCaHWE JTHX KIETOK WM TKaHEW, MX MPOUCXOXKJCHHE (BKJIIOYAs BHI
KUBOTHBIX, €CITM OHHM HEUEJIOBEUECKOr0 IPOMCXOXKICHUSA) B COOTBETCTBHUH
paznenoM 2.1 oluieit XxapakTepUCTUKH JIEKAPCTBEHHOTO Mpernapara);

YTO TMpemnapar SBISETCS BBICOKOTEXHOJOTUYHBIM  JIEKAPCTBEHHBIM
npenaparoM,  COJIEpXKalllMM  MEIUIMHCKUE  W3JeTUs  WIM  aKTHUBHBIC
UMIUTAHTUPYEMbIE MEIUIIMHCKIE U31eus (He0OX0IMMO MPEJACTaBUTh OTTUCAHUE
ITUX W3JAENUUA U UX MPOUCXOXKICHHE B COOTBETCTBUHU C paziaenoMm 2.2 oluiei

XapaKTEPUCTUKH JIEKAPCTBEHHOTO IIpernapara).

Ceeoenust 0 nonv3e npumeHeHus npenapama

B nmanHOM pasznene AomyckaeTcsi B MHAUBHUIYAJIbHOM IOPAJIKE yKa3aTh
CBEICHUS O TIO0JIb3€ NPUMEHEHUs IMpenapara IpU YCIOBUU COOTBETCTBHUS
uHpopmanuy B oOlIEd XapaKTEpPUCTUKU JIEKAPCTBEHHOrO Ipernapara,
MOJIE3HOCTH JJII TalMe€HTa U OTCYTCTBUS JIIOOBIX 3JEMEHTOB PEKJIAMHOIO
xapakTtepa. JlaHHble MPEACTABISAIOTCS TMOJ OTIEIbHBIM I10J3ar0JIOBKOM,
Harpumep, «Crocob aeicTBus mpenapara X».

CBenenust He0OOXOIUMO U3JI0XKUTh YETKO U KPaTKO.

Hamnpumep, cBeieHrs MOTYT BKJIIOYATh B CeO0s:

OpU3HAKM W CHUMITOMBI 3a00JIeBaHMs, NPU KOTOPOM JIEKapCTBEHHBIM
IpernapaT MOXKET HPHUMEHSTHCS, OCOOCHHO B OTHOUIEHUM O€3pelenTypHbIX
IpenaparoB, HO TAaKXE B OTHOLIEHWU IIPENapaToB, MPUHUMAEMBIX «IIO

TpeOOBaHUIO» (HAIIpUMeEp, MperapaTbl IPOTUB MUTPEHH );
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CBEJIEHHWs O TOJb3e MPUMEHEHHUs Tpemnapara (Hampumep, «penapar
CHIXKaeT 00JIb PU apTPUTEY, «IIPerapaT CHIKAET COACp)KaHMe caxapa B KPOBH,
4YTO CHOCOOCTBYET NPEAOTBPALIEHUIO OCIOKHEHHM auadbeTra»). IT0 0COOEHHO
Ba)KHO JJI TOBBIIIEHUS MPUBEPKEHHOCTU TMALUEHTA TepaIluu, HapuMep, Ipu
JOJITOCPOYHOM W npoduiakTuueckoM JedeHu. [lonp3y mnpuMeHeHHs
mpernapara MOXHO OINHUCATh C TOYKH 3pPEHHUS MPEAOTBPAILCHUS OCIOKHEHHM
3a00neBaHus (Harpumep, TUabETUUECKUX), €CJIM OHA MOJTBEpKJeHa. MOXXHO
TaKXe€ yKa3aTh CPOK HacTyImuieHus d(dexkra OT AelcTBUA mOpemnapara (eciu
nenecoobpastno). B mobom ciaydae cBeneHHS JIODKHBI COOTBETCTBOBATH
uH(dopMaIy B 00IIeH XapaKTepUCTUKH JICKAPCTBEHHOTO MpemnapaTa (0Co0eHHO
pazneny 5.1 oOrieit XxapaKTepUCTUKY JIEKaPCTBEHHOTO Mperapara);

CBEIIEHHUS O BpPEMEHHU, HEOOXOAWMOM il HacTyruieHus d3¢dekTa
npemnapara (00e300IuBaONIMNA Mpenapar, aHTUACIPECCAHT U T. J.), €CIU 3TO
3HAYUMO JTSI TTAITUeHTA.

O06s3aTenpHOM sABIIsIETCA clieayromas GopMyIUPOBKA:

<Ecau ynyuuienue He Hacmynuio uiu Bel yyecmeyeme yxyouieHue <uepes

{uucno} ouneii>, Heob6x00UMO 0OpamumMovCs K 8pavy.>

2. O 4yeM cieayeT 3HATh Nepex <npueMoM> <npuMeHeHHneM> npenapara X

B panubiii paszgen HEoOXOOUMO BKJIIOYUTH HHGOPMAIUIO, O KOTOPOMH
JOJKHBI 3HAaTh MalMeHThl (MOTPEeOUTENH) 0 Havajla mpuema mpemnapara U Ha
IPOTSHKEHUH BCEro Kypca ero mpumeHeHus. BcenenctBue Oosblioro pasmepa
JAHHOTO pa3jeiia JINCTKAa-BKIIAJbINIA y MAalWEeHTOB (MPH UX TECTUPOBAHUM)
BO3HMKAaJIM HauOoJplIMEe 3aTpynHEHMs. /[ ynoOCTBa HaXOXIEHUA HYKHOU
uHQOpMallMd  TOJE3HO  BKIIOYEHHE  JIOMOJIHUTENBHBIX  IMOA3aroJIOBKOB

(mampuMep, uH@OpMaIMKU 00 ONPEACIICHHOW KaTeropuu IoTpeouTenei) c
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COOJIFOZICHUEM TOCTEI0OBATEIbHOCTH YKa3aHUsl HH(pOopMaIuu B COOTBETCTBUU C
€€ BAXKHOCTBIO.

IIporuBonoKka3zanus

He <npunumaiime> <npumensiime> npenapam X<:>

Heo6xoaumo ykaszaTh Bce IPOTUBOIIOKA3aHUS, TIEPEUNCIICHHBIC B pa3jielie
4.3 oO1mieit XxapaKTepUCTUKH JIEKApCTBEHHOTO Mperapara, B TOM K€ OPSAKE, 9TO
U B 00Ilel XapaKTEepUCTUKU JIEKApCTBEHHOTO mpenapara. OcTalbHbIe 0COObIE
yKa3aHUs ¥ MEPbI IPEAOCTOPOKHOCTHU CHEAYET MPUBECTHU B CIEAYIOIIEM pa3eie
JUCTKa-BKJIaabima. HeoO0XonuMo  BKIIOUUTH BCE  CYIIECTBEHHBIE TSt
IIPUMEHEHUS Mpenapara NpOTUBOIIOKa3aHus. HenomyctuMo yka3bIBaTh TOJIBKO
OCHOBHBIE WJIM 4YacTble BCTpPEYaArOIIMecs MNpOoTUBOINOKa3aHus. He cienyer
MCKJIIOYaTh MPOTUBOIOKA3aHUE UCXOASA U3 MPEANOIOXKEHUS, YTO TMAIlMEHT HE
IIOMMET 3TO MIPOTUBONIOKA3AHUE.

<ecnu y Bac annepeus na {oeticmsyowue geuwjecmsa, unu iobvie opyaue
KOMNOHEeHmbl npenapama, (nepevuciennvie ¢ pazoene 6 1ucmKa-eKiaoviuia).>

B 3TOM npenynpexaeHnn TakKe yKa3blBalOT OCTATOYHBIE PUMECH, €CIIH
3TO MPUMEHUMO.

CoOOTBETCTBYIOIIHME MEPHI MPEIOCTOPOKHOCTH, OCOOBIE YKa3aHHUS.

OcoOble ykazaHusi 1 Mepbl IPEAOCTOPOKHOCTH

<[lepeo <npuemom> <npumeneruem> npenapama X
NPOKOHCYIbMUpyUmecy ¢ Jevyawum epadom <uau> <,> <pabomuHuxom
anmeku> <,> <unu> <MeOUYUHCKOU cecmpou>>

B ciydae [IMHHOTO TMEpedHsi MPEIOCTEPEKEHUM PEKOMEHIYETCA
UCIIOJB30BAHUE  €AMHOTO  OKOHYaHus (Hampumep, PEKOMEHAAlMU O
HEOOXOJIMMOCTH KOHCYJIbTAIlUU C JICUAIIMM BPayoM WA PAOOTHUKOM alTeKu

100 yKazaHue Mep MPeAOCTOPOKHOCTH ), YTOOBI TOBTOPSITH €0 HECKOIBKO Pa3.
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B nanHoM pa3zenie He0OX0IUMO U3JI0KUTh BCE OCOOBIE YKa3aHUS U MEPbI
MPEJOCTOPOKHOCTU TIPU MPUMEHEHUHU TIperapara, BKIOUCHHbIE B paznen 4.4
oOlllel XapakTEpUCTUKU JICKAPCTBEHHOTO TMpenapara (kKak U B 0OmIeH
XapakKTepUCTUKH  JIEKQPCTBEHHOTO  Mpenapara, MOpPSJOK  H3JI0XKEHUS
uHDopMalluid  JODKEH  ONPEAENATbhCS  BAXKHOCTBIO  MHPOpMALMM O
0€30MacHOCTH); KpOME TOT0, B pa3jiefie INCTKa-BKIIabIa «OcoOble yKa3aHus U
MEpbl MPEJOCTOPOKHOCTH» HEOOXOAUMO YETKO YKa3zaTb, 4YTO JIOJDKEH
OPEANPUHATh MAIMEHT (MOTpeOUTeNb) Uil TOro, YTOOBI MUHUMHU3UPOBATH
MMOTCHIMAIIBHBIN PUCK.

[TongpobHyro wuwHbDOpMamuioo 00 O0COOBIX yKa3aHMSIX H  Mepax
IPEIOCTOPOKHOCTH, O0YCIOBICHHBIX HEXEIATCIbHBIMU PEAKIHMIMHU, KOTOPHIC
MOT'YT BO3HUKATh IIPU IPUMEHEHUU MpenapaTa MmarueHToM, CIeAyeT NPUBECTU B
paznene 4 nUCTKa-BKJIaJbIIa (HAMPUMEP, CUMITOMBI) C COOTBETCTBYIOIIEH
MIEPEKPECTHOMN CCBUIKOU B pas3Aene 2 JIMCTKA-BKJIA IbIIIA.

OcoOble  yka3zaHus, Kacaloluecs  B3aUMOACUCTBUN  Mpemapara,
dbepTriIbHOCTH, OEPEMEHHOCTH U TPYIHOTO BCKapMIIMBAaHHS, CHOCOOHOCTU
YIPaBISATh TPAHCIIOPTHBIMHU CPEACTBAMU M pabOTaTh ¢ MEXaHU3MaMHM, a TaKKe
BCIIOMOTATEeIbHBIX  BEHIECTB, CJEAyeT JaBaTb B  COOTBETCTBYIOIIHMX
MOCTEAYIOUIUX pa3/iesiaxX JUCTKA-BKIIA IbIIIA, €CJIH TOJIBKO OHU HE MPEICTABIISIIOT
0CO0YI0 BaXKHOCTh C TOYKH 3pEeHUSI 0€30MaCHOCTH (ITPOTUBOIOKA3aHUE), B 3TOM
cliydyae WUX CIeAyeT OTpa3uTh BbIllle, B pa3jelie JUCTKA-BKJIaJbIIIA
«He <npuHumarite> <npumeHsauTe> npenapar X».

Jlns uadOpManuK O JOMOJHUTENBHBIX JTa00PaTOPHO-UHCTPYMEHTAIBHBIX
UCCIIEOBAHUSIX, KOTOPhIE HEOOXOIUMO ITPOBOJIUTH B XOJI€ TEPAIUH, IOMYCKAECTCS

MPEAYCMOTPETh JOTOJHUTENbHBIN MMOJ3ar0JIOBOK.

Hern <u noopocmku>
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Ecmu nmpenapar nokaszaH AE€TsM, NOJ JaHHBIM MOA3aroJIOBKOM CIIEIYET
U3JIOKUTh OCOOBIE YKa3aHUS U MEPhI MPEAOCTOPOKHOCTH, crielupuuHbIe s
JAHHOW TMOMYJSIUUK U 0003HAaYeHHbIE B pazjene 4.4 o0Iiell XapakTepUuCTUKU
JIeKapCTBEHHOro mpenapara. [lpu HEoOXOAMMOCTH, CIEAyeT NPeaylnpeauTh
poautene (yXaKMBarOUIUX JIKI) O BO3MOXKHBIX OCOOBIX yKa3aHUSX IJisl JeTei
(MOJIpOCTKOB), BKJIIOYEHHBIX B pasliel JMCTKa-BKIAJbINA «YIIPaBICHHUE
TPAHCHOPTHBIMU CPEJICTBAMU U paboTa C MEXaHU3MAMU».

Ecimn nipenapar He 1OKa3aH HEKOTOPBIM WJIM BCEM MOATPYIIIAM JETEH,
HEOOXOJIMMO TIPUBECTH CBEJACHHUSA, cojJepkamuecs B pasuaene 4.2 oOmei
XapaKTEPUCTUKH JIEKAPCTBEHHOIO IIPerapara, Halpumep:

<He paBaiTe mpemapar AETSAM B BO3pacTe OT X 10 y <UIeT> <MmecsueB>
BCIIEJICTBUE <pUCKA [...]> <HEdb(PEeKTUBHOCTU> <TOro, YTO MOTEHIMAIbHAs
M0JIh3a HE MPEBBIIIACT PUCKU>, <BEPOSTHON HEOE30MaCHOCTH>.

B3auMoencTBus ¢ IpyrUMH JICKAPCTBEHHBIMU IPENapaTaAMHU.

Jpyrue npenapartsl u npenapat X

<Coobwume neuawemy <epawy> <unu> <pabomHUKy anmexu>> o mom,
ymo Bul  <npunumaeme>  <npumeHnseme>, HeEOAGHO  <NPUHUMAIU>
<npumensAnu=>  Uuau  modxceme Hayamv  <HPUHUMAMb>  <NPUMEHIAMb>
Kakue-1oo opyaue npenapamal.>

B cootBeTcTBHM € pazaenom 4.5 o0lel XapaKTEPUCTUKU JIEKaPCTBEHHOTO
mpenapara HEOOXOJMMO OIKCATh  BJIMSIHUE JPYyruX IMpenaparoB Ha
paccMaTpuBaeMblid IIpenapar ¥ pacCMaTPUBAEMOIrO Mpernapara Ha Apyrue
Mpenaparsl. Hpyrue Ipenaparsl HEO0OXO0IUMO yKa3bIBaTh KakK
dapmakorepaneBTnueckyro Tpynmny wm MHH (HeoOxoammo yKasbIBaTh
cHayana obmieynorpeourenbHbie TepMuabl 1 MHH B ckoOkax, eciu TOJNBKO

B33HMOI[€IZCTBHC HC IIPOUCXOoAUT C OAHUM HeﬁCTBYIOHIHM BCIICCTBOM H3 BCCI'O
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KJjlacca, HampuMep, «IpaBacTaTUH (TIpemapar, IPUMEHSEMbIA A CHUKEHUS
COJICPKaHUS XOJIECTEPUHA)» ), T1I0 BO3MOKHOCTH.

B HEKOTOPBIX ciTydasiX, €CJIA 3TO OYJET MOJIE3HO MALUEHTY, MOKHO KPAaTKO
ONMCaTh MOCIEICTBUA  B3aUMOAECHCTBUS mpemapara. Hampumep, s
0003HauEHHUsI MPEMAPATOB, KOTOPHIE HEB3sI MPUMEHSTh C JAHHBIM IIPENapaToM:
«He npunumaiite npenapat X BMecte ¢ Y (mpemnapaTtoM, IPUMEHSIEMOM NpH 7Z.),
MOCKOJIBKY 3TO MOKET MPUBECTH K <CHUKEHUIO ero 3¢ (hexra> <HexenaTeabHON
pEeaAKIUU>».

Jlnst mpemnapaToB, KOMOMHAIMA C KOTOPBIMU cjeayeT wusz0eratb, U
npenaparoB, KOMOMHAIMM C  KOTOPbIMH  TpeOYIOT  OmpeaeraeHHOU
IIPENOCTOPOKHOCTH (HAIIpUMEDP, KOPPEKLIUU A03BbL, B 3TUX CIIy4asxX CIEAYeT AaTh
NEPEKPECTHYIO CChUIKY Ha paszzaen 3 JMcTKa-Bkianbima). Hampumep, ecnu
UMEETCS BEPOSITHOCTb, UYTO B pe3yJbTaTe B3aWMOJEHCTBHS TOPMOHAIbHBIM
NepOpaIbHbI KOHTPAIENITUB TOTEPAET CBOKO A(DPEKTUBHOCTH, MAIUEHTY
CIIElyeT PEKOMEHJI0BATh MCIOJIb30BAaTh JPYIOW JIOMOJHUTENbHBIA METON
KOHTpaIenuuu (Harnpumep, 0apbepHble KOHTPAIICTITUBEI).

CBeneHnii 0 B3aMMOJEUCTBUM IMpenapara ¢ pPacTUTEIbHBIMU WM
aIbTEPHATUBHBIMU BUJAMU TE€PAUU YKa3bIBAIOT MPU UX HAJIUYKUU B pazzaeine 4.5
o011el XapaKTEepUCTUKH JIEKAPCTBEHHOTO Mpernapara.

B3anmMmopeiricTBue ¢ mUIIed 1 HaIUTKAMH.

Hpenapar X ¢ <nuwenn> <,> <u> <uanumxamu> <,> <u> <aakozonem>

[Ipy HanmMuuMKM COOTBETCTBYIOIIMX YKa3zaHui B pazaene 4.5 oOumiei
XapaKTEPUCTUKU JIEKAapCTBEHHOIO IMpernapaTa HeoOXOAUMO MPUBECTH CBEJICHUS
O Jpyrux BUJax B3auMozeicTBus. Hampumep, nanuveHTbl HE JOJKHBI
yHOTpPEOJISITh MOJIOKO BMECTE€ C TETPAUUKIWHAMH, AJKOrOJb MpU JICYCHHUU
OeH3oauazenuHaMu. B 3ToMm paszene He MpUBOAATCS PEKOMEHJALUU O MpUEME

Inpemapara 10, BO BpeM: UK ITOCJIC €bl, IIOCKOJIBKY UX H€O6XO)II/IMO BKJIIOYUTDH B
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paznen 3 JIMCTKa-BKJIAJBIIIA, HO TMPUBOJIUTCS TMEPEKPECTHAs CChUIKA Ha
yKa3aHHbBIN pa3Jiell TUCTKA-BKJIA IbIIIA.

[IpumeHeHre OEpeMEHHBIMH U KOPMSIIUMH TPYJbIO >KCHIIMHAMU,
CBEJICHHS O (PePTUIHLHOCTH.

BepemenHocTh <u> <,> rpyjaHoe BCKapMJHBaHue <u ¢pepmuipbHOCHb>

Ecnu cBeneHus o mpMMEHEHMH Mpernapara CYIIECTBEHHO pa3inyaroTcs,
uHdpopmanus O OEpeMEHHOCTH, KOPMIIEHUHM TpYyIbl0 U (EepTUIBHOCTH
MPEJCTABIISICTCS MO OT/ACIBHBIMU MOA3ar0JIOBKAMHU.

Heo6xoaumMo BKJIIOYUTH B JIMCTOK-BKIIAJBIII PE3IOMUPYIONINE CBEACHHUS,
npuBeJeHHbIe B pazaene 4.6 oOmeld XapaKTepUCTUKH JIEKapCTBEHHOTO
npernapara, a Takxxe CleAayrouee:

<Ecau Buvl Oepemennvl unu Kopmume 2pyovlo, npeonoazaeme, 4mo
3abepemenenu, ui niaHupyeme OepemMeHHOCmy, nepeod HAYaloM NPUMEHEHUs]
npenapama  NPOKOHCYAbmupyumecs ¢  <jedawum  epadom>  <uau>
<pabomuuxom anmexu.>

Ecnu mpemapatr mpoTuBomokasaH mpu OEpeMEHHOCTH W (WJIH) TPYIHOM
BCKapMJIMBaHUHW, BO BCEX pazjenax JUCTKa-BkIajpima («DepTUibHOCTD,
OCpeMEHHOCTh M JIaKTallUs») TMPEJCTABISETCS OJIMHAKoBasi uHQopmarus
(«He mnpunumaiite (mpumeHsiiTe) mnpemapar X»), a TakXe BKIHOYAETCS
uH(DOpMaIK 0 TEPATOTEHHOCTH TP HATUIUH.

Biusinue Ha cioCOOHOCTH YMPAaBISITh TPAHCHOPTHBIMU CPEJICTBAMU WJIU

paboTaTh C MEXaHU3MAaMHU.
YupanJ/ieHue TPAHCIOPTHBIMU CPeACTBAMM U padoTa ¢ MeXaHM3MaMH

[Ipy Hammuuu B pazgene 4.7 oOIIEld XapaKTEPUCTUKHU JIEKAPCTBEHHOTO
npernapara npeAynpeIuTebHbIX PEKOMEHAAIMNA UX HEOO0XOJAMMO yKa3aTh Ha

IMOHATHOM HALUCHTY pa3rOBOPHOM S3BIKC.
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JlepxaTenu perucTpalMoOHHbIX YAOCTOBEPEHUN JTOJKHBI YUUTHIBAThH, YTO
JIEKapCTBEHHBIE TIpErnapaThl, IPUHUMAEMbIE IETbMHU, MOTYT TPEOOBaTh YKa3aHUsI
CHeNUAIbHBIX pekomMeHanuii. Hanpumep, B 4acTu 0O€30MaCHOCTH JOPOKHOTO
JBIKEHUS (HECMOTPS Ha TO, YTO JACTSIM B MPHUHIIMUIIE HE Pa3pelIeHO YNPaBIAThH
aBTOMOOMJIEM, CIIEAYeT YKa3aTh B JINCTKE-BKJIAJBIIIE MOTYT JIU JETH KaraTbCs Ha
BEJIOCHUIIE/IC, CAaMOKaTe U T. I1.).

PexoMennanuu JIOJKHBI BKJIIOUYATH O0OBbsSICHEHUSI PUYUH
HEXKENATEeIbHOCTU YMNPABJICHUS TPAHCIOPTHBIMU CPEJCTBAMU WIM PabOTHI C
MEXaHU3MaMHU MalkeHTaM, a TAaK)Ke YKa3aHue Ha HEOOXOIUMOCTh KOHCYJIbTAIINH
C JICYAIIUM BPAayOM, €CJIM NALUECHTHI 3aXOTAT BBIIIOIHATH 3TH IC€UCTBUS.

OcoOble yKazaHusl, KaCarolIMecs: BCIIOMOTaTeIbHBIX BEIIECTB.

<Ilpenapam X codepxcum {Haumenoeanue 6cnOMo2amenbHbvIX(020)
eewecme(a)}>

Ecnu mpumenumo, B TaHHOM paszferne HeOoOXOAUMO TMPUBECTU OCOObIe
yKa3aHHsI O TE€X BCIOMOraTelbHBIX BEIIECTBAX, CBEAEHUS O KOTOPBIX
HEeoOXoAuMbl it OGe3omacHOro U A(PGEeKTHBHOTO MPUMEHEHUS] W KOTOPHIC
BKJIIOUEHbl B npuwioxkeHue Ne 1 k TpeOoBaHUSM K UWHCTPYKIMHU I10
MEIUIIMHCKOMY TPUMEHEHHUIO JIEKAPCTBEHHOIO0 TMpenapata U oOmen
XapaKTePUCTUKE JIEKAPCTBEHHOrO Mpenapara JJisi MEAUIMHCKOTO MPUMEHEHUS,
U B paznen 4.4 o0mei XapakKTepUCTHKU JIEKAPCTBEHHOTO mpemnapara. JlaHHbIi
paszen ciaeayeT MCKIIOYHUTh, €CIM mpernapaT HE COJIEP>KUT BCIOMOTATEIbHBIX
BEIIIECTB C U3BECTHHIM JielicTBUEM. Eciiu MpUBOASITCS CCHUIKU HA IPYTroM pasien
JUCTKA-BKJIQ/IpIA (HApUMeEp, B CBA3M C HAJIMYMEM B COCTaBE aJKOTOJIs),
TpebyeTcs oOpaTHasi CChIIKA M3 3TUX Pa3leNioB JUCTKA-BKIIAJbIINIA HA 0COObIe
YKa3aHHUs O BCIIOMOTATENbHBIX BEHIECTBAX U BBI3BIBAEMBIX HMHU JACHCTBUSX
(HampuMep, BIUSIHUE HA CIIOCOOHOCTH YIPABIATH TPAHCIOPTHBIM CPEACTBOM,

OEpEeMEHHOCTh U IPYJHOE BCKApMJIMBAHUE, IEUCTBUE HA IETEH).
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3. <Ilpuem> <IIpumeHenue> npenapara X

B npocThix ciiyyasix cieayromue 3 3J1eMeHTa MOKHO OObEeIMHUThH B OJIUH
a03a.

1. Jo3a (paznen 4.2 ob1ieit xapakKTEPUCTUKH JICKAPCTBEHHOTO IIperapara).

JIns nekapCTBEHHBIX IIPENapaToB, OTIIYCKA€MBIX IO PELENTY, AOJLKHBI
OBITH CIIeTaHbl CASAYIONINE YKA3aHUS:

<Bceeoa <npuHumaiime> <npumeusaume> npenapam 8 NOIHOM
COOMBEemMcmeuy ¢ peKoOMeHOAyuaMUu Jjedaue2o epaya <uiu pabomHUKa
anmexu>. llpu nosasienuu comuenuu nocogemyumecv ¢ <jaeyawjum epaiom>
<unu> <pabomHuKom anmexu>.

<Pekomenoyemasn oo3a: ...>

JIsi IeKapCTBEHHBIX IMPENapaToB, OTIMYCKAEMbIX 0€3 pelenta, JOJKHbI
OBITH C/ICJIaHBI YKa3aHUSI:

<Bcez0a <npunumaume> <npumeHsume> OAHHbLIU Npenapam 6 NOJHOM
COOMBEemMcmeul ¢ OaHHbLIM JTUCTMKOM UAU C PEKOMEHOAYUAMU Jledauje2o epavd
<pabommuuka anmexu> <meouyuHcxou cecmpol>. llpu noserenuu CoOMHeHUll
nocogemytimeco ¢ <jnedawum e6padom> <,> <uau> <,> <paboOmMHUKOM
anmeku> <uiu MeOUYUHCKOU ceCmpou™.

<Pexomenoyemas oosa: ...>

HeoOxommmo yka3zaTh CBeAEHHS O MaKCUMAaJbHOM OJHOKPATHOM,
CyTouHOM W (wim) oOmiel (KypcoBoil) mo3e npu Hanmuuuu. Ecnu pexum
JIO3UPOBAHUSL MPHU PA3JTUYHBIX MOKA3AHUAX WM Y Pa3IMYHBIX MOMYJIALUN
(HampuMep, y MOXWIBIX, TAIUEHTOB C HapylmIeHUEeM (PYHKIIMHU MEYEHU, TOYEK)
OTJIMYAETCS, CIEAYET CAeNaTh JOMOJHHUTEIbHBIE MOA3arojaoBku. Heobxomaumo
yKa3aTh PEKOMEHJIYEMYIO 103y U TpPU HEOOXOAUMOCTH BpEMs, B KOTOPOE
npenapaTr MOXXHO WIH CIIEAYET TPUMEHSTD.

<IlIpumenenue y oemeit <u noopoCcmKo6>
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Ecnu mpemapar mokazaH pa3dMyHBIM  BO3PAacTHBIM — rpynmaMm ¢
pa3nuyarolMMHUCs 103aMH, CIOCOOaMH €ro MPUMEHEHHsI, YaCTOTOW BBEICHUS
WM TPOJOKUTEILHOCThIO TEpanuu, HEOOXOAMMO J1aTh HMHCTPYKIHUH IO
MIPUMEHEHMIO TIpenapara JJjisl KaKJ 101 BO3paCTHOW IPYIIIIbI.

[Ipu Hamuuuum OoJiee MOIXOIAIIEH JJIsi TPUMEHEHUS JO3UPOBKU U (WUJIN)
JIEKapCTBEHHOU (hOPMBI JIJI HEKOTOPBIX WJIM BCEX MOATPYIMI JAeTel (Harmpumep,
pacTBOp M1l IpUeMa BHYTPb JJIsl A€TEH), Ha 3TO CIIEIyeT YKa3aTh, HapUMeEp:

<[pyrasa(ue) dopma(bl) mpemnapara MOXKET JIydllle MOAXOIUTH AETSM,
MPOKOHCYJIBTUPYUTECH C JIEUAIIUM BPAYyOM HIIM PAOOTHUKOM amTeKI™>.

2. Ilyts u (unu) cnocod BBeaeHus (pasaen 4.2 oOuiel XapakTepuCTUKU
JIEKApCTBEHHOTO IIpenapara).

[Ipy HEOOXOIMMOCTH YKa3bIBa€TCA IyTh BBEJCHUS U TMPUBOASTCSA
MOHSATHBIC MAITUEHTY OOBSICHEHUSI.

Crmoco6 BBeaeHUs (PEKOMEHAAIMU 1O TPABHIBHOMY MPUMEHEHUIO
npenapara (Hanpumep, «He npornarsiBaThy», «He xxeBaTh», «BCTpaXHYTh nepen
npumMeHennem»)). Creayer yka3aTh MNPUYMHY TIOJO0HOW peKOMEHAAIuU
(manpumep, «He paznambiBaTh MU HE KpolIUTh TabseTky(u). B mpoTtuBHOM
cllydae BO3HMKAET yrpo3a Mepedo3upOBKH, MOCKOJBKY IpenapaTr MOCTYIHUT B
OpraHU3M OYEHB OBICTPOY).

Heo6xoaumo nmpuBecTH onrcanne (BO3MOXKHO, C WIUTIOCTpaIueit) crnocoda
BCKPBITUSl TEPBUYHBIX YIMAKOBOK, 3alIMIIEHHBIX OT JETeH, WU JpYrux
MEPBUYHBIX YMAaKOBOK, OTKPBIBAIOIIMXCS HEOOBIYHBIM CIIOCOOOM, eciu
MIPUMEHUMO.

HeobxoaumMo mpuBecTH peKOMEHAAIMN OTHOCUTEIFHO TIpUeMa mperapara
C €710, BO Bpemsi U (Kju) A0 MpUeMa MUIY WU YETKO yKa3aTh, YTO MUIA HE

OKa3bIBACT BIIMAHHUC HA IIpClIapar u Ap., €CJIKM 3HAYUMO.
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<Jlunusa pazroma (pucka) npeoHA3HAYEHA UCKIIOYUMENIbHO Ol
pasiamvléanusi mabiemku ¢ yeivlo o00O1e2yeHusl npo2iamvléanus, a He 07
pa3zoesieHus Ha pasHvle 003bl.>.

<Jlunusa pazioma (pucka) He npeOHA3HaAUeHa O pa3zoeleHuUs
mabaemxu.>.

<Tabaemxy MONCHO pazOeiums Ha PaHble 003bl.™>

3. IlponomxutenbHOCTh Tepanuu (paszaen 4.2 oOuiel XxapakTepUCTUKU
JICKapCTBEHHOTO Mperapara).

Ecnu nmpumeHnMO, 0COOEHHO B OTHOIICHHH MPENapaToB, OTITYCKAeMbIX
0e3 perenra, HCOOXOAUMO MTPUBECTH YETKHE PEKOMEHIAINH O

CTaHAAPTHOU JUTUTEIILHOCTH TPUMEHEHHS,;

MaKCUMaJIbHOU JINTEILHOCTH IPUMEHEHUS;

HEOOXOAMMBIX HHTEpBaJIaX MEXKIy Kypcamu JICUCHHUS,

CiIy4asix, TpeOyroIuX OrpaHNYCHHS JIUTEIbHOCTH TPUMEHEHUS.

Ecnu nns nexapcTBEHHBIX MpenapaToB TpeOyeTcsl BKIIOYEHUE B JTAHHBIN
pasznen  JHMCTKa-BKJIAAbIIIA JOMOJHUTEIBHBIX CBEICHHM, HCIOJb3YIOTCS
CJICTYIOIINE 3arOJIOBKU:

<Ecnu Bwut <npunanu> <npumenunu> npenapama X oOonvuie, uem
c1eooeano>

HeoOxogumMo ommcarh KIMHUYECKHE CHMITOMBI, €CIH IPOM3OIILIA
NepPe03UPOBKA, U CIMOCO0 KyMUPOBAHHS TEPEIO3HUPOBKH B COOTBETCTBHH C
o01elt XapaKTEePUCTHKOH JICKapCTBEHHOTO IIpernapara.

<Ecnu But 3a0b11u <npunams> <npumeHumsp> X>

Heo6xoauMo 1aTh 4eTKue yKa3aHus MarieHTaM, 4YTO CIEAyeT JeNaTh MPu
HEPETYJISIPHOM TMPUMEHEHHWH Mperapara, HampuMep, yka3aTb MaKCHUMaIbHBIHI
WHTEpBaJ, B TCYCHUE KOTOPOTO MOKHO MPUHSTH 3a0BITYIO 103y (B COOTBETCTBHH

Cc pazzenioM 4.2 o01iel XxapakTepUCTUKH JIEKAPCTBEHHOTO Mpernapara).
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<He npunumaiime  080UHYIO 003y, UMOObI  KOMNEHCUPOBAMDb
NPONYyWeHHy0 <mabaemky> <003y> <...>,

<Ecnu Bot npekpamuau <npuem> <npumenenue> npenapama X>

OnummTe CUMITOMBI CUHJIPOMa «OTMEHBI» U CIIOCO0 X MUHUMMU3AIUU B
COOTBETCTBHUH ¢ pazfenoMm 4.2 u (wim) pasaenom 4.4 oOmieit xapaKTepUCTUKHU
JIEKApCTBEHHOTO Ipenapara.

Ecnmu npumenumo, cieayer omucaTh  BO3MOXKHBIE — IMOCIEICTBUS
JIOCPOUYHOI0 MPEKpaIICHUs Kypca JeYEHUsI U HEOOXO0AUMOCTh ITPEBAPUTEIIBHOM
KOHCYJIbTAIIMU C JICYAIlUM BpadyoM, PaOOTHUKOM aNTEeKd WA METUIIMHCKOU
CECTPOI.

JlanHblii  pasz;men  3aBeplIaeTcs — CICAYIOMHUM  HWH(QOPMAIMOHHBIM
dbparmeHTOM:

<[lpu Hanuuuu 60MPOCO8 NO NpuUMeHeHUlo npenapama, oopamumecv K
<newawemy epauy> <,> <umu> <pabomuuxy anmexku> <,> <uiu>

<meouyuHckou cecmpe>.>

4. Bo3Mo:KHbIe HexKelaTeJIbHbIe peakuuu

OnucaHue HeXeIaTeIbHbIX PEAKIIHIA.

JlaHHbIi pa3aen AMCTKa-BKJIaAbllIa CIeAyeT HauaTh CIASAYIOIINM a03ateMm:

<[lo00bHO 6cem JNleKapCmMEeHHbIM Npenapamam npenapam ModxHcem
8b13b16AMb HedHceIamenvbHble peakyuu, 0OHAKO OHU 603HUKAIOM He ) 6CeX.>

JIaHHBIN pa3aen JIMCTKA-BKIIA I, KAK TPABUIIO0, CIEYET Pa3ACInTh Ha 2
4acTH, TaK KaK HEOOXOJMMO MPEACTaBUTh JOCTATOYHO IOHSATHOE MAIlUEHTY
ONMCAHUE SIBHBIX KJIMHUYECKUX MPU3HAKOB U CHMITOMOB, IMO3BOJISIONIEE €My
pacno3HaTth Bce o0OO3HaueHHble B paznene 4.8 o0iield XapaKTepUCTUKH
JIEKapCTBEHHOTO TMpernapara HEXeENaTeIbHbIE PEAKIUH, KOTOPBIE MOTYT

BO3HHUKHYTb.
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Bnavane HeoOX0IMMO BBIJEIUTh HANOOJIEE CEPhE3HbIC HEXKENaTeIbHbIC
peaKkIuy U JaTh NallMeHTaM YE€TKUE UHCTPYKIIMU OTHOCUTEIHHO MPUHUMAEMBIX
Mep (Hampumep, NOpeKpaTUTh MpuUeM IMpenapata W (WIM) HEMEIJIECHHO
oOpaTUThCA 3a MEAUIIMHCKONW TIOMOIIBIO, TMPU OTOM IIeJIeco00pa3HO
UCIIOJIB30BATh CJIOBO «Cpa3y» WA «HEMEJICHHOY).

3aTeM B JIMCTKE-BKJIA[IBIIIE MPUBOJMUTCS IEPEYEHb BCEX OCTAIBHBIX
HEXKEJIaTeNbHBIX PEaKIui ¢ YKa3aHUEM YacTOThl UX BO3HUKHOBEHUS, HAUUHAS C
HauOoJiee YacThIX (0€3 MOBTOPEHUS HaN0O0JIee CEPhE3HBIX ).

B paMmkax kaXmoro u3 3TUX pa3/le]IOB HEXKEJATEIbHbIE PEAKIUU CIETYET
CTpyIIIHPOBATh MO UX YacToTe. PEKoMeHayeTcs clieiyroiasi rpajaiys 4acTOThlL:

OY€Hb YaCTO — MOTYT BO3HUKATh OoJiee ueM y 1 uenoseka u3 10;

4acTo — MOT'YT BO3HUKATh He Oosiee ueM y 1 yenoseka u3 10;

HEYacTo — MOT'YT BO3HHMKATh He OoJiee yeM y 1 yenoseka u3 100;

pPEIKO — MOTYT BO3HUKATh He Oosiee ueM y 1 uenoseka u3 1 000;

OY€Hb PEJIKO — MOTYT BO3HUKATh He Oomee uem y 1 yenmoseka u3 10 000;

4acTOTa HEW3BECTHA — HA OCHOBAaHUM HMMEIOIIMXCS JAHHBIX OLICHUTH
HEBO3MOXHO.

JlaHHYI0 TpajalMi0 YacTOThl HEXEJNAaTeNbHBIX pPEaKkIUuid He CcleayeT
YKa3bIBaTh MEpe/ MEPEUYHEM HEXeNaTeIbHbIX PEaKIUid, MOCKOJbKY OHAa, Kak
MOKa3aJi0 TECTHPOBAaHHWE TMOTpeOUTeNneld, MOXKEeT BBOIUTH TAIUCHTOB B
3201y K JICHUE.

B mob6om ciaydae 1npu yKa3aHUM BEPOSITHOCTU  BO3HUKHOBEHUS
HEXKeJIaTebHBIX PeaKkIuii He0OXOJUMO IO BO3MOXKHOCTH JIaTh OIMCAHHE U
MPUBECTH YHUCJIOBBIE JaHHBIE. YYUTHIBAs, 4YTO TECTHUPOBAHUE MAI[UEHTOB
MOKa3ajo0, 4YTO TaKUe MPETI0KEHU, KaK «Bo3HUKaeT O0osnee uem y 1 u3 100, Ho
MeHee ueM y | mu3 10» He cOBCeM MOHSTHBI MAllMEHTaM, UCIOJIb30BaTh UX HE

CICAYCT. He CICAYCT TAKIKC YKa3bIBAaTh HA3BAHUA CUCTCMHO-OPI'aHHBIX KJIACCOB.
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OpHako eciii 4acTOTa HEXKENaTeNbHBIX PEaKUUi HEW3BECTHA (HAmpuUmep, AJis
JIEKapCTBEHHBIX MPENapaToB, JJIUTEILHO OOPAIAIOIINXCSA HA PHIHKE U TO3TOMY
HE MMEIOIIMX PE3yJbTAaTOB y4y€Ta YacTOThl BO3HUKHOBEHHS HEXKEIATEIbHBIX
peakiuii B paMKax COBPEMEHHOW CHCTEMbI (hapMaKoHaaA30pa) B KadyecTBE
3aroJIOBKOB  JIOMYCKAETCAd  MCIOJIb30BaTh TMOHSTHBIE TAIMEHTy  CJOBa,

0003HauaoIIKNe OpraHbl YeloBeKa, HAIIPUMED, KOXKa, KEIYyJAOK U KUIICYHUK U

Ap.

</lononnumenvuovle HexcenamenbHvle peakyuu y oemet <u nooOpoCmKo8>

Ecnu mpumeHnuMo (B COOTBETCTBUHU CO CBEACHUSAMH, COJCPKAIIUMHU
B pazzene 4.8 oliiel XapaKTEepUCTUKHU JICKAPCTBEHHOTO TIpernapara), B JaHHOM
pasnene JIMCTKAa-BKIAJbIIIA HEOOXOAUMO OO0O03HAYUTh BCE KIMHUYECKU
3HAYMMBIE PA3JIMUMS B HEXKEJIATECIIbHBIX PEaKIMIX B JIOOBIX MOJArpyInax AeTen
110 CPABHEHHUIO C IPYTMMH MOATPYHIIAMU WX B3POCIBIMH.

JIns  Bcex JIEKapCTBEHHBIX MpernapaToB B KOHIE paszjaena 4
JUCTKA-BKJIQAbIIIA HEOOXOIMMO YKa3aTh CICAYIOIHUA TMOA3arojioBOK U
TEKCTOBBIA (PparMeHT.

CooOureHue 0 HexKeJIATEJIbHBIX PeaAKIUAX

<Ecmu y Bac 6o3nukarom Kakue-mubo HedxcelamesbHble peaxkyul,
NPOKOHCYIbMUpYUmecs ¢ <gpavom™> <,> <unu> <pabomuukom anmexu> <,>
<unu mMeOuyuHcKou cecmpou>. Jlannas pekomenoayus pacnpocmpamsiemcs Ha
I00ble  8O3MOJICHbIE HedCelamenbHble peakyuu, 6 MmMOoM Yucie Ha He
nepeuuciennvie 6 JUCmKe-8Klaovlule. Bvl makdce Mmoodceme coobujums o
HeJcenamenbhblX  peaKkyusix  Hanpsamylo — uepe3  cucmemy  COOOWeHUll
2ocydapcme — uneHos Eepazutickoz2o sxonomuyeckoeo corosa {ykasame nopsoox
odocmyna k cucmeme)}. Coobwas o nedcenamenvpHulx peakyusx, Bol nomozaeme

nOYYUmMsb Ooabue ceedeHUll 0 Oe30naAcHOCmu npenapama.>
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Bxitouars B meuyaTHble MaTepuaibl CChUIKY Ha CHCTEMY COOOIIEHUM
rocyaapctB — ujeHOB EBpa3uilckoro 3KOHOMHMYECKOTO Coro3a (nainee —
rocynapctBa-uiieHbl, Coro3) He TpeOyercs. [lpuBeneHHbIN BbIle (QparMeHT
CCBUIKH, 3aKJIFOYEHHBIH B (UTypHBIE CKOOKM {}, HCIIOJB3YyeTCS JIUIIb B
onyOJMKOBAaHHOM OJI00peHHON Bepcur HWHOOPMAIIMKM O JICKAPCTBEHHOM
npernapare.

[IpencraBieHHble HUXKE NPUMEPbl pPeaTU3allUd TAKOW CCBUIKH HE
ABJSIFOTCS  MCUEPIBIBAIONIMMH, JU3alH M PAaCIOJOKEHHE CBEACHUN B
JIMCTKE-BKJIAIBIIIE TODKHBI OTPaXKaTh MOAPOOHBIE CBEIeHUA. B 3aBUCUMOCTH OT
IpaBuUi TpaMMaTUKU  HCHOJIB3YEMOTO  S3bIKA MOXKET MOTpeOOBaTHCS
JIMHTBUCTUYECKAS MPABKA.

Ecnu nanubie o cucteMe cooOIIeHU KpaTkue (Hanpumep, TOJIbKO CalT B
UH(POPMAIMOHHO-TEICKOMMYHUKAITMOHHON  cetn  «/IHTepHET»),  MOXKHO
BKJIFOUUTH 3TU JAHHBIE B TEKCT, HAIIPUMED:

<Ecim y Bac BO3HMKAIOT Kakue-TM00 HEXelaTenbHbIE PEeaKInH,
MPOKOHCYIBTUPYUTECH € <BpauoM> <,> <win> <paOOTHUKOM amnTeKkm> <>
<un> <MEIMIIMHCKON cecTpoit>. K HHUM TakXke OTHOCSATCS Jt0ObIe
HE)KEJIATEIbHbIC PEAKIUHM, HE YKa3aHHbIE B JIMCTKE-BKJIaAbImie. Bbl Takxke
MOXETE€ COOOIIMTh O HEXKENIATENIbHBIX PEaKIUAX HaNpIMyK 4Yepes

WWW.xxXx.xX.xx. CooOImmass o0 HexXenaTelbHBIX peakiuiax, Bbl mnomoraere

MTOJTYYUTH OOJIBIIIE CBEACHUN 0 OC30ITaCHOCTH IIperapara™.

Ecnu nannbie o cucteme cooOiieHnit 00beMHbIE, HAPUMED, aJIpec, CalT B
nH(pOPMaIMOHHO-TEIEKOMMYHUKAITUOHHOMN CeTH «aTepHeT» U
aTbTEPHATUBHBIE  CMOCOOBI i JOoCcTaBku — wHboOpmaruu, U (WiM)
JUCTOK-BKJIAJIBIIIT MPUMEHSIETCST 0ojiee 4yeM B OJIHOM TOCYJIapCTBE-UJICHE,

JIOMTYCKAETCs CAEAYIOIINNA BApUAHT U3JI0KEHUSI HHPOpMAIUU:


http://www.xxx.xx.xx/
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<Ecnm y Bac BO3HUKAalOT Kakue-IMOO HeXelaTelbHble pPEaKIUH,
MPOKOHCYJIBTUPYUTECHh C <Bpadom> <,> <uin> <paOOTHUKOM anTeKku> <,>
<unmn> <MEIMIIMHCKON cecTpoir>. K HHUM TakXke OTHOCATCS JtoObIe
HE)KEJIATEIbHbIE PEAaKUWH, HE YKa3aHHbIE B JIMCTKE-BKIAAbIie. Bbl Takxke
MOXXET€ COOOIIUTh O HEXENATeNbHBIX pPEaKIMsIX HanpsMyr (CM. HUXKE).
CooOmiass 0 HeXelaTeNbHbIX peakiusix, Bbl momoraere MOJy4YUTH OOJIbIIIE
CBeJIeHUI 0 0€30MacHOCTH Mpernapara.

{T'ocynapcTBO — wieH EBpa3uilckOro SJKOHOMUYECKOIO COK03a }

{ YnomHoMoO4€eHHBII OpraH (YmoJgHOMOUYEHHAs OpraHu3alys)
rocyjapcrsa — uieHa EBpa3zuiickoro 3KOHOMAYECKOro COr03a }

{ Anpec: unaeKc, ropo, yiuia, HoMep 31aHus }

{Tenedon}

{Dakc}

{OnexTpoHHas moura}

{ CaiiT B nH(OpMAITMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu «HTepHeT» }

5. Xpanenue npenapara X

<Xpaunume nexapcmeenuvlll npenapam 6 HeOOCMYNHOM O Oemell
Mmecme.>

JlaTa ucTeueHus: Cpoka rogHOCTH (CpOKa XpaHEHUS).

Ecmn B MapkupoBKE HCHOJIB3YETCS CIENUAIBHOE COKPAIIECHUE AThl
UCTEUCHHSI CPOKa TOJHOCTH, €ro cieayeT NmpoayOaupoBaTh JAHHOM pas3Jenie
JINCTKA-BKJIAAbIIIA.

<He npumensiime npenapam nocie ucmeuyenuss Cpoka 200HOCmu (Cpoka
XpaneHust), YKazammoco <6> <Ha> <MapKUposxke> <KAPMOHHOU nNaiyke>
<¢hnaxkone> <...> <nocne {cokpaujeHue, ucnonbzyemoe 0 0amvl UCHEYeHUs]

CPOKa 200HOCMU}.>
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</lamoii ucmeuenusi cpoka 200HOCMU AGISIeMCsL NOCEOHUL 0eHb OAHHO20
mecaya.>

VY ci10BuUs XpaHEHUs.

CeneHust T0HKHBI COOTBETCTBOBATH pazeiny 6.4 00Iei XapaKTepUCTUKN
JIEKapCTBEHHOI'0 TMpernapara, CTaHAapTHbIE (QOPMYIUPOBKU JUIsl YKa3aHUS
YCIIOBHM XpaHEHUs IpenapaToB MPUBEIEHBI B puiiokeHnu Ne 6 k TpeboBaHUsIM
K WHCTPYKIIMH 110 METUITMHCKOMY IMPUMEHEHHIO JICKAPCTBEHHOTO Mperapara u
oOmmell XapaKTepHUCTHKE JICKAPCTBEHHOTO TIpemapara Il MEAUIIMHCKOTO
IPUMEHEHUS.

Cpok rolHOCTH (CpOK XpaHEHHUs) IMOCJIE BOCCTAHOBJICHUS, Pa3BEACHUS WU
MIOCJIE TIEPBOT0 BCKPBITHS MEPBUYHON YIAKOBKH (€CIIM MPUMEHHMO).

CBeeHMS TOKHBI COOTBETCTBOBATH pazaeity 6.3 o0Ieit XapakTepUCTUKH
JICKapCTBEHHOTO Tperapara W yKa3aHUsM MpUIokeHus Ne 7 K TpeOOBaHUIM K
WHCTPYKIIMU TIO MEAUIIMHCKOMY MPUMEHEHHIO JICKApCTBEHHOTO TMperapara H
oOIel XapaKTepHUCTHKE JICKAPCTBEHHOIO TIpemapara [Jjisi MEAUIIMHCKOTO
PUMEHEHUS.

[Ipenynpexaenuss O TpU3HAKaX HEMPUTOMHOCTH  Mpermapara K
MPUMEHEHHUIO (B COOTBETCTBYIOIIMX CITydasx).

<He npumensiime npenapam, eciu Buvl 3amemunu {onucanue euoumvix
NPU3HAKOB HeNPUucoOHOCMU npenapama Ol NPUMeHeHUs}.>

<He ewvibpacwieatime (He 6vLiusaiime) npenapam 6 KAHAIUZAYUIO
<6000npogo0>.  VYmounume 'y pabomuuka anmeku, Kak — cledyem
YMUaUsUposams  (YHUUmModcams)  npenapamovl,  Komopvle  0Oonbuie  He

nompeoyomcsi. Imu mMepsbl HO360JIAM 3AUUMUMb OKPYHCAIOUYIO CPed).™>.
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6. Conep:xumMoe YNNaKOBKH M JIONOJHUTEJIbHbIE CBeIeHUsI

[TotHOE TIepeumnciieHne NEHUCTBYIOIIMX BELIECTB M BCIIOMOIATENIbHBIX
BEIIIECTB.

Ipenapat X coaepkur

HeoOxonumo ykaszaTh JEHWCTByIOIIME BemliecTBa (C  yKa3aHHEM UX
cCollepKaHUsl KAueCTBEHHO M KOJMYECTBEHHO) © TMPOYHE KOMIIOHEHTHI
(c ykazaHueM HUX COJEpKaHUsS KAyeCTBEHHO), C MWCIOJIb30BAHUEM UX
HAaMMEHOBAHMM, MPUBEACHHBIX B pazgenax 2 u 6.1 oOmieil XxapakTepucTUKu
JIEKapCTBEHHOI'O Mpernapara, a TaKXKe Ha TOM S3bIKE, HA KOTOPOM COCTaBJIEH
JIMCTOK-BKJIA IBIIIL.

</leticmgyrowum(umu) ewgecmeom(amu) a611emcs(romes)...>

Hanpumep, <Kaxnas <rabnerka> <Kamcyjia> COACPXKHUT X <rpamMm>
<MWJUIUTpaMM>. .. { I€HCTBYIOILLEIO BEIIECTBA | >.

<IIpouum(u) <uHepeouenmom(amu)> <(scnomocamenbHvim(u)
sewecmeom(amu))> aeuraemcs(romes)...>

Ecnu npuMenuMo, ciienyetr npuBeCTH NEPEKPECTHYIO CChUIKY Ha pasaen 2
JIMCTKA-BKJIA/IBIIIIA:

<IIpemapar X  coAep>XUT  {HAUMEHOBaHUE  BCIOMOTaTEIbLHOTO
BEIIIECTBA |} >,

JlexapcTBenHas hopma, xapakTep U COIEPKUMOE MTEPBUYHOHN YIAKOBKH 110
Macce, 00beMY WJM €IUHUIIAM JJO3UPOBAHUSI.

BHemrnui Buja npenapara X v coiep:KuMoe YIIaKOBKH

JlekapctBeHHas (popma ykas3bpIBaeTCsi B COOTBETCTBUU ¢ HomeHknaTypou
JeKapcTBEHHBIX (popm, yTBepxkaeHHou Pemenuem Kosternu EBpasuiickoit
AKOHOMHUYECKOU Komuccuu oT 22 nekadps 2015 r. Ne 172, u 1OMOJHUTEIBLHO

MPUBOJIUTCS TMOHITHOE MAlMEHTY 00bsicHEeHHE (Mpu HeoOxoaumocTn). Ecnu Ha
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MEPBUYHOM YMAKOBKE MCIIOJb3YyETCS TMOHSATHBIA MAlUEHTy TEPMHUH, €ro
HEO0OXO0JIMMO MPUBECTU B CKOOKAX.

Heobxoqumo onucarh pu3NUecKue XapakKTEPUCTUKU, HAIIpUMEp, popmy,
I[BET, BHJI, TPABUPOBKY M T. JI. B COOTBETCTBUM C pasiueaoM 3 oOmieit
XapaKTEPUCTUKU JIEKAPCTBEHHOTO MPEMNapara.

Heob6xonumo omucath Bce pa3sMephbl YIAKOBOK JAaHHOW JIEKAPCTBEHHOM
(GbopMBbI U JO3UPOBKU B COOTBETCTBUU C pa3zAesioM 6.5 oOliell XxapaKTepuCTUKU
JIEKAPCTBEHHOT'O Ipenapara, ¢ yKa3aHHEM BCEX JONOJHUTEIBHBIX AJIEMEHTOB,
BJIOKCHHBIX B YIIAKOBKY, TAKMX KAaK WIJIbl, TAMIOHBI U T. A. B oTHOmIEHHH
IPYINIOBON YMAaKOBKH HEOOXOIMMO YETKO YKa3aTh COJACPKHMMOE YIaKOBKH,
HanpuMmep «mpenapar X IOCTYIIEH B YIIAKOBKAax, coaepxkamux Y, Z wim W
Ta0JIETOK, ¥ B TPYIIOBON yaKOBKE, cOCTOsIIEH U3 N KapTOHHBIX a4YeK, KaxK 1asl
U3 KOTOPBIX COACPKUT M TabIeTOK».

[Ipu HEOOXOUMOCTH yKa3bIBACTCs, YTO HE BCE Pa3MEPHl YIIAKOBOK MOTYT
HAxXOJIUThCsl B oOopote. JlomyckaeTcss yka3blBaTh MEPEKPECTHHIE CCHUIKH Ha
JpyTHUe JeKapCTBEHHbIE (DOPMBI U TO3UPOBKH.

Kareropus ormycka JiekapCTBEHHOI'0 npenapara

YKa3bIBa€TCA MPUHAIJIEKHOCTD JIEKAPCTBEHHOIO Ipernapara K OJHOM W3
CJIIEAYIOIIUX KaTETOPUM OTITyCKA:

<JlekapcTBeHHBIM TpenapaT OTHOCHTCS K KaTerOpWH OTIMycka <0e3
perenta> <mo penenty>, <B YCIOBUAX JEYEOHO-TIPOPUITAKTUUECKUX
YUPEKICHUN>.>.

VYKa3bIBalOTCsl yCIOBUSA WJIM OTIPAHUYEHUS, KACAKOIIMECS ITOCTaBKU M
UCIOJB30BaHUSl  JIEKAPCTBEHHOro  mpenapara (npu  Hanuuuum). Ecnum
PETHCTPAlMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOTO IpernapaTa ObUIO BBIJAHO
IpU  YCJIOBUU  BBINOJHEHHUS  OMNPENEIICHHBIX  OCOOBIX  00S3aTENbCTB,

paCCManI/IBaeMHﬁ HeKapCTBeHHBIﬁ nmpemapar MOXKET IIPUMCHATBCA B
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OTIpPEeICIICHHBIX CIIydasX, TOJbKO MO CTPOTUM MEIUIIMHCKAM HaOII0ACHUEM (B
YCIOBUSAX  JI€YEOHO-POPUIAKTUUECKUX  YUPEXKICHUI), a B  ciydae
paauodapMalleBTUUECKUX TMpEnapaTtoB — IMOJ] HaOJIOJACHUEM HMEIOIIEro
COOTBETCTBYIOIIEE pa3peIICHUE JTUIIA.

HanmMenoBanue u ajgpec aepkaressi perucTpallMOHHOTO YIOCTOBEPEHUS U
MIPOU3BOUTEINSI, OTBETCTBEHHOI'O 32 BBIMYCKAIOUIUN KOHTPOJIb KauecTBa, €CIH
OHM HE Pa3InYarOTCA.

Jlep:kaTesib perucTpauMOHHOIO YI0CTOBEPEHUS M IPOU3BOAUTE/Ib:

{Haumenosanue u aopec}

<{men.}>

<{garc}>

<{aopec snexmponuot noumot}>

HanmenoBanue u ajpec aepkaresiss perucTpaliMoOHHOTO YJOCTOBEPEHUSI U
MIPOU3BOIUTEINSI, OTBETCTBEHHOTO 32 BBIMYCKAIONIUN KOHTPOJIb Ka4yeCcTBa, €CIH
OHH PA3INYAIOTCS.

JlepxaTesib pErucTPAlMOHHOTO YA0CTOBEPEHUSA

HeobOxonumo  yka3aTh ~ HaMMEHOBaHUE U aApec  JAepKaTes
PErUCTPAIMOHHOIO YJIOCTOBEPEHUSI B COOTBETCTBUHU C pazjaeiioM 7 oOuien
XapaKTEPUCTUKH JICKAPCTBEHHOTO MperapaTa 4eTKO HICHTU(PUIIMPOBAB €T0 KaK
JepKaTessl PpErucTPalMOHHOTO YIOCTOBEPEHHUSI, HAITPUMED,

{HazeaHnue cmpanwvl Ha A3vIKe uznodcenus mexkcma JIB} Ha3zBaHnue cTpaHbl
MIPUBOAUTCS HA SI3bIKE, HA KOTOPOM cocTanliicH JIB.

{Haumenosanue oepoicameins pe2ucmpayuOHH020 Y0OCMO8epeHUsL,

{FOpuouuecxuii (hakmuueckuti) aopec;}

<{men.}>

<{¢arc}>

<{aopec sanexmponHnoii noumol}>
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HanmMeHnoBanue cTpaHbl M aJpec HEOOXOAMMO YKa3blBaThb Ha SA3bIKE, Ha
KOTOPOM COCTAaBJIEH JIMCTOK-BKJIAIbIII. Jlnsd nepikaresiel perucrpanoOHHbIX
YAOCTOBEPEHHM, PACIOJOKEHHBIX Ha TEPPUTOPUM TPETbUX CTPAH CIEAYEeT
UCIIOJIb30BaTh JIATUHCKUM andaBut. Jlomyckaercs ykazarb HoMepa TenedOoHOB,
(dbakcoB M aapeca JIEKTPOHHOW MOYTHI (BEO-CAMTBI M BJEKTPOHHYIO IIOYTY,
CBSI3BIBAIOIIYIOCS C BeO-CaliTaMM, YKa3bIBaTh HE JIOMYCKAETCs).

IIpousBoauresn

HeoOxomuMo yka3aTb HauMMEHOBAaHME M aJpec MPOU3BOJUTEIS,
OTBETCTBEHHOI'O 32 BBIMYCKAIOUIMNA KOHTPOJIb KAUYE€CTBA HA SI3BIKE, HA KOTOPOM
COCTABJICH JINCTOK-BKJIA/IBIII, HAIIPUMED:

{Hazeanue cmpanvl Ha a3vike uznodcenuss mekcma JIB} Ha3Banue cTpaHsl
IIPUBOJUTCS HA SI3bIKE, HA KOTOPOM cocTasiieH JIB.

{Haumenosanue depoicamens pecucmpayuoHH020 YOOCMO8epeHUs}

{FOpuouuecxuii (hakmuueckuti) aopec;}

Ha3Banue ctpanbl u agpec HE0OXOAMMO YKa3bIBaTh Ha S3bIKE, HA KOTOPOM
COCTaBJICH  JIMCTOK-BKJIaabll. [l gepkarenedl  perucTpalMOHHBIX
YAOCTOBEPEHUM, pACIONOKEHHBIX HAa TEPPUTOPUM TPETbUX CTPaH, CIEAYET
UCIIOJIb30BaTh JIATUHCKUH andaBUT. YKa3blBaTh HOMEpPA TeIePOHOB, (PaKCOB U
azpeca 3J1eKTPOHHOM MOYTHI HE TOITYyCKAeTCA.

Ecnu nepxarenb perucTpalliOHHOIO yAOCTOBEPEHHS M MPOU3BOJIUTEID
SBIISIETCS OJHUM W TEM K€ JIMIIOM, JIOMYCKAaeTCsl MCIOJIb30BaTh OOIIMIA
3aroJioBOK «Jlepkarenb perucTpaliOHHOTO Y/IOCTOBEPEHUS U IPOU3BOIUTEIbY.

Ecnu mpousBoauTesneil, OCYIIECTBISIONIMX BBIMYCKAIOMUNA KOHTPOJIb
KayecTBa, 00Jiee OJTHOTO, UX HEOOXOAMMO yKa3aTh 3/1€Ch (C Cepoi 3aIMBKOM MU
0e3 B 3aBUCHMOCTH OT BapuaHTa I€yaTH JHCTKa-BKiajpima). OOHAaKo B

MeYaTHON BEPCHUH JINCTKA-BKIIAIbIIIA JIEKAPCTBEHHOI'O Mpernapara He00X0uMO



311

YETKO YKa3aTh IMPOU3BOJUTEIS,, OTBETCTBEHHOI'O 32 BBINYCKAIONIUKA KOHTPOJb
KAa4eCcTBa JIEKAPCTBEHHOT'O IIpenapara.

Ecnmu nexapcTBeHHBIM mNpenapar 3aperucTPUPOBAH TOJ Pa3TUYHBIMU
TOPrOBbIMM HAaMMEHOBAHUSIMH B TOCYJapCTBaX-4J€HAX, B JaHHOM pa3iele
TaKX€ MPUBOJIAT IIEPEUYCHb BCEX HANMEHOBAHU.

Ilepeuenn NPEACTABUTETICH JepKaTeIs PETUCTPALMOHHOTO
YAOCTOBEPEHUS HA TaMOKEHHOM TeppuTopun Coro3za:

a) IepeyeHb IPEACTABUTENEN TepKaTes PETUCTPAIMOHHOTO
yAOCTOBEpPEHUs Ha TaMOKeHHOM Tepputopun Coroza sBIsiETCsS 00sS3aTeIbHBIM
TpeOOBaHUEM, B CIIy4yae €CIId JEpXKaTellb PErHCTPALMOHHOTO YIOCTOBEPEHUS
HaXOJIUTCA HA TEPPUTOPUM TPETbUX CTpaH. Ilpu ero ykazaHuum DPUBOIATCS
CBEIICHUSA O MPEACTABUTENSAX JEpKATENS PETUCTPAUUMOHHOTO YJIOCTOBEPEHHUS
ISl BCEX TOCYIapCTB-WIEHOB. Bmecre ¢ TeM NpeAcTaBUTENb JIEpiKATEI
PErUCTPAIIMOHHOTO yJIOCTOBEPEHUS MOXET OBITh OAWH JUIsl HECKOJIbKHX
rOCyIapCTB-WICHOB, UM TaKXE€ MOXKET SIBIATbCA ACPIKATEIb PETUCTPALUOHHOTO
YIOCTOBEPEHHSI HEMOCPEACTBEHHO, €CIU JIPYTUE MPEICTABUTEIN HE YKAa3aHBI.
Ecim omuH u  TOT Ke€ TPEACTaBUTENb paboTaeT B HECKOJIBKUX
rocy1apCTBax-ujeHaX, JaHHbIE O HEM YKa3bIBAlOTCA OIWH pa3 Moj
HAaNMEHOBAHUEM COOTBETCTBYIOIIUX FOCYAAPCTB-YICHOB;

0)eciu TPEACTaBUTENb JEPXKATENs PETUCTPAIMOHHOTO YIOCTOBEPCHHUS
HAXOJIWUTCS  HA  TEPPUTOPUU  TOCYHAPCTBA-UYIEHA,  OTIUYHOIO  OT
rocyfapcTBa-ujieHa B KOTOpOM OOpaiiiaercs JIeKapCTBEHHBIN Ipenapar, To Mpu
yKa3aHUM ajapeca B  HEro HEOOXOAWMO  BKJIIOUWTh  HAWMEHOBAHUE
roCy1apCTBA-WICHA HAXOXKICHUS AEPKATEIS PETUCTPALMOHHOTO YIOCTOBEPECHUS
Ha TOCYJIapCTBEHHOM SI3bIKE (SI3bIKaX) TOCYJapCTBa-uyj€Ha, B KOTOPOM

OCYIIECTBIIICTCS OOpaIleHHE JICKAPCTBEHHOTO Mperapara;
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B)B IEJSAX 3aMEHbl IMOJHOTO HAWMEHOBAaHMS TOCyJapCcTBa-uyjcHa B
3aroJ0BKE HCIOJB3YIOTCS KOJIbl CTPaH B COOTBETCTBHM C MEXIYHAPOHBIM
crangaptoM ISO 3166-1 «Koabl jyisi mpeacTaBieHUs] HAMMEHOBAHUM CTpaH.
Yacte 1. Koasl cTpany;

I)B IEJIAX OSKOHOMHHM MeCTa B HaIlleYaTaHHOM JIMCTKE-BKJIQIbIIIE
MpE/ICTAaBUTENIEH JIepKaTesl PEruCTPAllMOHHOTO YJIOCTOBEPEHHUS JIOMYCKACTCS
yKa3bIBaTh MOCJIENOBATEIbHO, @ HE B ¢opMme Tabmull. Eciu nucTKU-BKIAIBIIIN
SBJISIIOTCS MHOTOSI3BIYHBIMU, TEPEUEHb MECTHBIX TNPEACTABUTENICH medaTaeTcs
OJTHOKPATHO B KOHIIE JINCTKA-BKJIA IbIIIA;

1) AOMyCKaeTCsl YKa3blBaTh TOJBKO HAaWMEHOBaHME, HOMEp TeledoHa u
ajpec DJJEKTPOHHOM TMOYTHl (IO BBIOOPY) TMPEACTABUTENS JeprKaTels
PErUCTPAllMOHHOIO0 yaocToBepeHus. [Ipu Hamuuuu wmecTta yKa3bIBaeTcs
MOYTOBBIN ajipec. BeO-caliThl M 3JIEKTPOHHYIO TOYTY, CBSI3bIBAIOIIYIOCS C
BeO-caliTaMu, yKa3bIBaTh HE OMYCKAETCS;

€) €CIM TMPEICTABUTENb AEpKaTelsl PEruCTPALMOHHOTO YIOCTOBEPEHHS
HaXOAUTCSA 3a MpellelaMH TOCYyJapCTBa-wieHa B KOTOPOM OCYIIECTBIISIETCA
oOpailleHHe JIEKQpCTBEHHOT'O  IMperapara, yKa3blBaeTCsi HAaUMEHOBaHUE
rocyJlapCcTBa-ujieHa, Ha TEPPUTOPUU KOTOPOTO OH HAXOUTCS.

<3a nmoboti ungopmayuei o npenapame ciedyem o0OpauAMbCs K
MECMHOMY NPe0Cmasumenio 0epicamens pecucmpayuoHH020 YOOCHO8ePeHUsL:

{Cmpana}

{Haumenosanue opeanuzayuu}

{Aopec: {Hacenenmnviii nynkm,} {noumosvlii unoekc} — cmpaua;

Ten: + {nomep meneghona)

<AOpec 21eKMPOHHOU NOUMbL>>

JIOTIOJITHUTENILHBIE CBEICHUS
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Ecnm nmekapcTBeHHBIN mpemapaT 3aperuCTPUPOBAH C YCTAaHOBJICHUEM
MOCTPETUCTPAIMOHHBIX MEP, HEOOXOIMMO yKa3aTh CJIeIYIOIIee:

JUTSI IEKAPCTBEHHBIX TPEMapaToB, 3apErUCTPUPOBAHHBIX C YCTAHOBJICHUEM
JIOTIOTHUTEILHBIX TPEOOBAHUI:

<[lpenapam 3apecucmpuposan ¢ YcmaHogIeHUeM OONOJIHUMETbHbIX
mpebosaruti. Imo 3Havum, Ymo NosA8AmCcs Ho8ble C8e0eHUs 0 npenapame.

lIpeocmaenennvle Oanuble 0O JeKAPCMBEHHOM npenapame OyOym
eAHCe200HO NpPOoBepsMbCsl U OONOIHAMBCA HOBLIMU CBE0CHUAMU, U NO Mepe
HeobX00UMOCMU TUCTMOK-8KILA0bLUL OYOem 0OHO8IAMbCA.>

JUIsT IEKApCTBEHHBIX MPENapaToB, 3aperUCTPUPOBAHHBIX MO MPOIEAYpe
pPErucTpalvii B UCKIFOUUTEIBHBIX CITydasiX:

<[lpenapam 3apecucmpupoéan no npoyeoype «pecucmpayuu 8
UCKTTIOYUMENbHBIX — CAYYAsXy. Omo  3Hadyum, umo <ecieocmeue peoKou
scmpeuaemocmu 3a001e8anuss™> <u3 HAYYHLIX CO0OPANCEHUN™> <UCX005 U3
IMUYECKUX —COOOPAICEHUN™ HEBO3MONCHO NONYYUMb 6Ce HeobXooumble
ceedenusl 0 npenapame.

Ilo  smomy nexapcmeenHomy npenapamy Oydem  NpoO8OOUMbCS
9KCnepmu3a ar0OvIX HOBbIX OAHHBIX, KOMOPble MO2YM NOSGIAMbCS eHCe200HO, U
no mepe HeobX00UMOCMU TUCMOK-8KIA0bLUL OyOem 0OHOBISAMbC . >

JUTSI IEKApCTBEHHBIX MPENapaToB, 3apeTHCTPUPOBAHHBIX IO MPOIEAYPe
YCJIOBHOM PETUCTPALINU:

<IIpenapam 3apecucmpupogar no npoyeoype «yCl08HAs PecUCMPAYUAN.
Dmo 3Hawum, 4umo noABAMCs Hogble ceedeHUs 0 npenapame.

llpeocmasnennvie OanHble O JleKAPCMBEHHOM npenapame 0Oyoym
nposepamvCsi U OONOJHAMBCA HOBbIMU CEEOCHUAMU eJice200H0, U NO Mepe

Heo0X00UMOCmuU TUCMOK-8KILA0bIUL 0)y0em 0OHO8IAMbCS. >
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J1J1s1 BOCTIPOM3BEICHHBIX JICKAPCTBEHHBIX MPEINapaToB, €C pedepeHTHBIN
JICKapCTBEHHBIN MperapaT ObUT 3apEeruCTPUPOBAH IO MPOIEAYPE «PETUCTPALIHS
B MCKJTFOUMTEIBHBIX CITydasixy», HE0OX0IUMO yKa3aTh CISAYIOIIee YTBEpKICHHUE:

<X coodeparcum mo dace delicmeyrouee 8euecmeo u Oeticmayen mak dice,
Kak U  «peepenmuslii  JeKapcmeenmvili  npenapamy. Pegepenmmuuiii
JIeKAPCMEeHHblll  npenapam  Obll  3apecucmpuposar  no  npoyeoype
«pecucmpayuu 8  UCKTIOUUMENbHLIX  CIYUaAsX». Imo  o3Hayaem, YMO
<gcneocmeue  peokolu — ecmpeuaemMocmu  3aboneeanus>  <u3z  HAYYHbLIX
coobpadicenuti™> <ucxo0si U3 IMUYECKUX COOOPAdXCEHUL™>, 8ce HeobX0oumvle
c8e0enUs 0 peghepeHMHOM JIeKAPCMBEEHHOM npenapame noay4ums He803MON’CHO.
{Haumenosanue ynonHomouenno2o opeana cocyoapcmea — diena Eepazutickoco
9KOHOMUYECKO20 CO0103A} edxce200H0 Oydem npo8ooums dKCHepmu3y JHoObIX
HOBbIX CBE0CHUll O pehepeHmHOM JNeKapCmeeHHOM npenapame, a OaHHbllL
JIUCMOK-BKAAObIUL ~ OyOem  OOHOBIAMbCA N0 Mepe  HeobX0oumocmu 8
coomeemcmeuy ¢ OOHOBNEHUAMU  JUCHKA-BKIAObIUWA  pehepeHmHO20
JIeKAPCMEEHHO20 npenapama=.

<IIpouue ucmouHuxku uHgopmayuu>

B nmaHHBIN pasmen ciemyeT BKIIOYUTH CCHUIKM Ha JAPYTHe HCTOYHUKHU
uH(OpMaIK, KOTOPHIE MOTYT OBITh TOJIE3HBI MAIMEHTY. OJTH HMCTOYHUKH
uHDopMalii  JOJDKHBI ~ COOTBETCTBOBAaTh  OOIMICH  XapaKTEPUCTHKE
JIEKapCTBEHHOTO MperapaTta U He JOJIKHBI HOCUTh PEKJIIAMHOTO XapaKTepa:

a) TaHHBIC O TOM, KaK MMallMEHTHI MOTYT MOJIYYUTh TOCTYT K HHMOOpPMAIIUN B
aIbTEPHATUBHBIX (hopMaTax, TaKuX Kak mpudT bpaiiis, ayano, mudpoBoii TUcK
WM KPYyMHAs TevyaTh JUCTKA-BKIIAbINIA. DTH JaHHBIC YKa3bIBAIOTCS KPYITHBIM
mpudToM, YTOOBI MANMEHTHl C HAPYIICHUEM 3PEHHS 3HAJIM O BO3MOXKHOCTH

albTEPHATUBHOTO (popMaTa nmosrydeHust HHHOPMAIINK;
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0)CCchlIKa HA ©OUHBIA PEECTp 3aperUCTPUPOBAHHBIX JICKAPCTBEHHBIX
CpPEICTB:

<IloOpobnuvle ceedenus o OAHHOM npenapame CO0epHCamcsi 8 eOUHOM
peecmpe> <Hmeromcs maxdxice CCbLIKU HaA Opyeue 8eO-caiimvl N0 pPeoKuM
3abonesanusam u suoam neyerus.> BTopas yacTh JaHHOTO 0J0Ka MPUMEHHMA
UCKIIIOUUTENIbHO K OphaHHBIM IIpernaparam.

<Jlucmok-exnaovius 0ocmynen Ha <6cex fA3bIKAX 20CYO0apCme — YleHO8
Espasuiickozo 9KOHOMUYECKO2O coroza> 8 eouHoM  peecmpe
3ape2ucmpupoB8aHtbiX N1eKapCmeeHHbIX CpeoCcmse U HaA OQuUYUalbHOM catime
VNOJIHOMOYEHHO20  Opeana  (dKcnepmHou  opeanuzayuu)  Eepasuiickozo
9KOHOMUYECKO20  Cow3a  {caum  YNONHOMOYEHHO20  opeaHa  (caum
opeaHuzayuu)}.>

Bce 3Tu cBeneHns B Hane4aTaHHOM MaTepHuase JOJIKHBI ObITh OTYETIUBO

Pa3INYUMBI U JICTKO YU TACMBI.

(JIUHUS OTPBIBA WJIM OTPE3a)

JI71st napeHTepaibHbIX MpenapaToB U APYTUX JIEKAPCTBEHHBIX MPENapaTos,
UCIIOJIb3YEMBbIX MPEUMYIIECTBEHHO B Je4eOHO-TTPOPUITAKTUIECKUX
YUPEKICHUSAX, B UCKITFOUUTENBHBIX CIydasX JIJIsl 9KCTEMIIOPAIbHBIX MTPENapaToB
(mpu yCIIOBMHM YTO OHM TOKa3aHbl JAETAM W MNPU OTCYTCTBUU BO3MOXKHOCTH
pa3pabOTKH JIEKapCTBEHHOW (HOPMBI, MOIXOMSIICH 1eTsM (Ha OCHOBaHUH
CTPOTUX Hay4HbIX OOOCHOBaHWI)), B JaHHBIM pa3jiesl BKJIIOYAKOTCS TaKue
3HAYMMBIE IS MEAUIMHCKUX PAOOTHUKOB TMPAKTUYECKUE CBEICHUS, Kak
NPUTOTOBJICHUE W (WiIM) paboTa C mpenapaToM, HECOBMECTUMOCTb, PEXHUM
JIO3UPOBAHUS, MEPEIO3UPOBKA, MEPHI KOHTPOJIS, JTJaDOpaTOPHbIE aHATU3bI, MPU
HEO0OXOJIMMOCTH, C IEPEKPECTHOM CChUIKOM Ha pazjen 3. B aToMm ciiyyae paznen

clielyeT HavaTh Qppa3oil:
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<Cnedyrwwue  ceedeHusi  NPeOHA3HAYEHbl  UCKIIOYUMENIbHO O
MEOUYUHCKUX pabOMHUKOG: >

Ecnu B ymakoBKy mpesmonaraeTcs BIOXKHUTh JOTOJHUTEIBHYIO HaYUHYIO
uHpopMaIuoo I MEAUIMHCKUX PAOOTHHKOB, 3TO HEOOXOAUMO CJHENaTh
CJICTYIOIITUM 00pa3oM:

a) BIO)KMB B YIAKOBKY JICKAPCTBEHHOI'O IMpenapara IOJHYI OOy
XapaKTEPUCTUKY JIGKQPCTBEHHOTO TIpermapara B KadeCTBE OTACIHHOTO
JTIOKyMEHTA WK

0) 100aBUB MOJIHYIO OOIIYI0 XapaKTEPUCTUKY JIGKAPCTBEHHOTO IMperapara
B KaueCTBE OTPHIBHOIO pa3jiejia B KOHIIE HAalle4YaTaHHOTO JIMCTKA-BKIaAbIIIA, JJIs
YETKOTO pasfeieHuss WHpopManuu 17 TaluMeHTa OT uHOOpMaluu IS
MEJIUIIMHCKOTO pabOTHHKA.

3asBUTENIbL  JOJDKEH  OOOCHOBaTh  BKJIIOUEHHE  TOJHOW  0OIIeH
XapaKTEPUCTUKH JIEKAPCTBEHHOTO MpernapaTa B yIaKOBKY U CITOCO0 BKITIOYECHUS,
a TaKk)Ke yKa3aTh B KOHIIE JOMOJHEHNE 0e3 (aKTUUeCKOTr0 MOBTOPEHHS TIOJIHOTO
TEeKCTa OOIIeW XapaKTepUCTUKHU JICKAPCTBEHHOTO IIpemapara B TMOCIEAHEH
PEIAKIINH.

3asBUTEIN JTOJDKHBI BHHUMATEIBHO TMPOAHATU3UPOBATH HEOOXOAUMOCTH
BKJTFOUCHUS MTOJO0OHON HaydHOW MH(GOPMAIMU B YIMAKOBKY, C Y4€TOM CBOWCTB
JIEKapCTBEHHOTO Tmpemnapata. HMubopmanus o IekapcTBEHHOM TIpemnapare

npeaACTaBJIACTCA WICHTUYHbBIM 06pa30M Ha BCCX A3BIKAX IroCyaapCTB-4JICHOB.

TpeboBanus K 0hOPMIICHUIO TPOCKTA JTUCTKA-BKJIAbIIIA

OG61ue TpeboBaHMs
Pa3mep u opuenTanus crpanuiibl: hpopmat A4, opreHTAINS KHIDKHAS.

[Tosm: mo 2 cM ¢ KaX 01 CTOPOHBL.
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Mpugdt: Times New Roman, pasmep: 12 nr, cTuib OOBIYHBIN,
MEXOYKBEHHbI MHTEpBAJI OOBIYHBIN, IIBET YepHBI. B Tabnuiax nomyckaercs
UCIOJB30BaTh MPUPT MeHblnero pasMepa. CHOCKHM, MOJNKHCU K rpadukam,
JayarpaMMam BBITIOJTHSIOTCS ¢ pazMepoM mpudTta 10 mr.

BroipaBHUBaHUE: 3arojoBoK «JIMCTOK-BKIAnbIl — WHpOpManus ams
naiuyeHTay, 3aroioBku («ToproBoe HauMeHOBaHUE, TI03UPOBKA, JIEKAPCTBEHHAS
dbopmay; «JlelicTByroliee (ue) BemecTBO (a):» pacnoyiararoTcs Mo meHTpy, Bce
OCTaJIbHBIE 3ar0JIOBKH Y TTOBECTBOBATEIbHBINA TEKCT — MO IIUPUHE.

WNurtepBanel: ab3amubii orctynm 0 cM, MEXKCTPOYHBIA HWHTEpBaI
OJIMHAPHBIN, UHTEPBAT MEXIy ab3araMu 6 NT, UHTEPBAJI MEXIY 3ar0JIOBKOM U
TEKCTOM — CM. MH(opManuio 1no o(GOpMIICHHIO 3arojIOBKOB HUKE, WHTEpBAI
MEXJy CHUMBOJIaMU (KEpHHMHT) — 4YTOOBI H30€XaTh pa3pbIBOB B TEKCTE.
B HEKOTOpBIX ciaydasix clielyeT MPUMEHSITh Hepa3pbIBHBIN Mpodes (Harmpumep,
MEXKJy YHCIIaMU M OTHOCAIIMMUCA K HHUM E€IMHUIAMH HU3MEPEHHS, MEXIY
3HakaMu %, Ne 1 oTHOCSIIUMHUCS K HUM I pamMu) U HEpa3pbIBHBIN Aeduc.

Hywmepauus ctpanuil: HyMepyrOTCs BCE CTpaHHIbI KpoMe repBoi. Homepa
CTpaHMI] IPOCTABIIAIOTCS apaOCKuMHU uppaMu 0€3 TOUKHU B CEPEANHE HUKHETO
KOJIOHTHUTYJIA.

TpeboBanus Kk 0OPMIICHHIO 3ar0OJIOBKOB

3aroioBok  <JIMCTOK-BKIAQABIII — HH(popMauI/m Ia - <manueHTta™>
<moTpeduTeNnsT™> opopMIIIeTCS CTPOUYHBIMU OyKBaMu (KpOME MEpPBOI), CTHIIb
mpudTa MOMY>KUPHBIA, UHTEPBAIBI 12 TT mepea 3arojloBKOM M 6 NOT Mociie
3aroJioBKa.

3arosioBok <ToproBoe HaMMEHOBAaHHE, JO3UPOBKA, JIEKAPCTBEHHAS
dbopma> odopmiigeTcss CTpOUYHbBIMU OykBaMu (KpoMe TepBoil), cTuiib mpudTa
MOTY>KUPHBINA, pazmep mpudTa 12 nr, uaTEepBaibl 12 OT niepes 3arojJlOBKOM U

6 IIT TTOCJIEe 3aroJjIoBKa.
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3aronoBok </lelicTByromiee (ue) BemecTBO (a):  {AeicTBYyMOIIECE
BEILIECTBO}> O(GOPMIISIETCS CTPOYHBIMU OykBaMHu (KpOoMe TIEpBOM) CTUIIb
mpudTa 00bIYHBIN, pazMep mpudTa 12 0T, uHTEepBasbl 6 NT Mepe]] 3aroJ0BKOM U
12 ot nmocne 3aroiaoBka.

[lepBoe mpennoxeHue oOIIEH MpeaynpeauTeabHoN HWHpopMaIuy s
MaKreHTOB 0OPMIISIETCS CTPOYHBIMU OYKBaMu (KpoMe TIepBOM), CTUJIb HIpUdTa
MOJTYKUPHBINA, MHTEPBaJbI 12 T epes 3aroaoBKOM U 6 IIT MMOCIIE 3aroj0BKa.

3aronoBok «CojepKaHue JTUCTKA-BKIAbINIA» 0QOPMIISIETCS CTPOUYHBIMU
OykBaMu (KpoMe€ TEpBOi), CTHIb IIpU]Ta MONYKUPHBIA, HUHTEpBaIbl 12 NT
nepes 3arojJ0BKOM U 6 IT MOCIIE 3aroJIoBKa

3aroyioBKM  paziesioB  OQOPMIISIOTCS CTPOYHBIMU OyKBaMu (Kpome
nepBoil), CTUb MpUdTa MOTYKUPHBIN, UHTEpBaANIbl 12 OT mepes 3aroJoBKOM
1 6 IT OCJIE 3ar0JIOBKA.

3arosoBok HymepyeTcs apadckumu nudpamu mo nopsaky (B popmare 1.,
2. u T. 7). Mexay HOMEpOM W Ha3BaHUEM pa3zjiesla IPUMEHSITh HEPA3pPhIBHBIN
npo0er.

3aroyIoBKY NOJpa3eioB (3aroyioBKu) 0hOpMIISIIOTCS CTPOYHBIMU OyKBaMu
(kpome mnepBOM), CTWIb WWpUPTa NONYXKUPHBIA, 0e3 Hymepanuu. B koHue
3aroJIOBKOB TOUKHU HE CTaBATCA.).

6. B mpunoxxenuu Ne 17 k ykazaHHBIM TpeOOBAHUSIM:

a) paznen 1 u3g0KUTh B CIACAYIONIEH peIaKIu:

«1. O01IHe MOJI0KEHUSA

«MHCTpYKIIMS MO0 MEIWIMHCKOMY TPHUMEHCHHIO JIEKQpCTBEHHOTO
npenapara (JTUCTOK-BKIaaplm) (manee — JIB) mpegHasHadeHa juisl marueHTa
(moTpebuTensi). XOpolIo COCTaBICHHBIN M 4eTKO H3J10KeHHBIN JIB mo3Bosser

MaKCUMAJIbHOMY KOJIMYECTBY JIFOJIEM BOCHOJIB30BATHCS 3TOW HHQpOpMaIUei,
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BKJIFOYAs! IETEM cTapiiero Bo3pacra, ¥ MoAPOCTKOB, MaJTOrPAMOTHBIX JIMLL U JIMLI
¢ HapyLIeHHeM 3peHus. UToObl q1u3aiiH M03BOJIAI JIErKO OpUeHTHpoBaThes B JIB
1 obecneunBall JOCTYITHOCTE MHGbOpMALIUK, TIPH BEIOOpE GrupmeHHoro ctuiis JIB
JIOIyCKaeTcss obpallieHde KOMIIaHUH K creluranucTaM 1o MH(MOPMAaLUOHHOMY
JA3aNHY.

Hacrosmue IlpaBunma conepkaT ykazaHuss Io cocrasieHuro JIB,
00eCIIeUunBAIOIIKE eT0 YI000UNTAEMOCTh.»;

0) B abzale 4yeTBepTOM pasziena 4 NpeANoKEHHE IEPBOE H3JIOKHTH B
CJIEAYIOIIEN peJaKLn:

«JIB cocrasnsiercs Ha ocHoBaHuu OXJIIT u moimkeH BKIIOYATHL B ceds
uH(OpMAIIHIO, yKazaHHYI0 B moxpasjgenax 4.2. — 4.8 mpunoxenus Ne 12
K TpeOOBaHMAM K MHCTPYKIMHM IO  MEAMLMHCKOMY  IPUMECHEHHIO
JIEKAPCTBEHHOTO TMpemapara M OOWIEH XapaKTepUCTHKE JIEKaPCTBEHHOTO
npernapara /i MEAULMHCKOTO IIPUMEHEHHUSL. ).

7.B  tabmuue npuiaoxenms Ne 18 B mosumumm b6 cioBo

«HEUCHOJB30BaHUE 3aMCHUTE CIIOBOM «HCIIOJIE30BAHHEC.




