PeweHune Konnernn EBpasnmnckom aKOHOMMUYECKON KoMUccum ot 7 ceHTabps 2018 r. N
151
"O6 yTBEpPXOeHN PykoBoacTBa MO COCTaBIEHMIO HOPMATUBHOIO AOKYMEHTa MO KayecTBy
nekapcTBeHHoro npenapara"

C U3MEeHeHNAMU 1 JOMNOJSIHEHUSAMU OT:

4 okTabpst 2022 r.

B cootBeTcTtBUM co ctaTthben 30 [JoroBopa 0 EBpasnmnckom aKOHOMUYECKOM COK3e
oT 29 maqa 2014 ropa, ctatesavmn 4 n 13 CornaweHna o eguHbIX NPUHLMNAxX U npasunax
obpalleHmns nekapCTBEHHbIX CPEACTB B pamKkax EBpasninckoro aKoHOMMYeCKoro cotosa ot
23 pekabpsi 2014 roga Konnerns EBpa3sminckon 3KOHOMUYECKOW KOMUCCUKN peLunna:

1. YTBepauTb npunaraemoe PyKkoBOACTBO MO COCTaBNEHUIO HOPMATUBHOIO
AOKYMEHTa Mo KayecTBy fieKapCTBEHHOIro npenapara.

2. Hactosiwee PelueHne BcTynaeT B cuny no ucreyeHnn 6 mecsueB C gatbl €ro
odomumanbHoro onyonmMkoBaHus.

Mpeacepatens Konnernn T. CapkucsiH
EBpasnnckon akoHomMm4eckom
KoMmccum

MHdopmaums 06 namMeHeHusx:

Pykoseodcmeo uameHeHo ¢ 6 Hosibpsi 2022 e. - PeweHue Konnesuu Eepa3sutickou
3KOHOMUYecKoU Komuccuu om 4 okmsbps 2022 2. N 137

Cm. npedbidywyro pedakyuto
YTBEPXXOEHO
PeweHnnem Konneruun
EBpa3nMnckon 3KOHOMUYECKOM KOMUCCUMU
ot 7 ceHTA6ps 2018 r. N 151

PykoBoacTBo
no cocTtaBfIeHUIO HOPMATUBHOIO AOKYMEHTA NO KayeCTBY JieKapCTBEHHOro
npenaparta

C U3MeHeHNsAMU 1 [ONOSTHEeHUSAMU OT:

4 okTabps 2022 r.
. O6wme nonoxeHus

1. HacTtosiwee PykoBoacTteo paspaboTtaHo ¢ yyeToMm npunoxerHna N 3 k [Npasunam
permcTpaumm n aKCnepTusbl NeKapCTBEHHbIX CPeaCTB A MeUUMHCKOro NpUMEHEHNS,
yTBepXKaeHHbIM PelwweHnem CoBeTa EBpasMinckon 3KOHOMUYECKOW Komuccum OT 3
Hoa6pa 2016 r. N 78 (manee - lpaBwna), n yctaHaBnuBaeT MOPSAOK COCTaBfEHUa Wt
0POpPMIEHNA HOPMATUBHOINO AOKYMEHTaA MO KayecTBY JIEKapCTBEHHOro npenapaTa
(hanee - HOpMaTUBHbBIN JOKYMEHT MO KayecTsy).

2. Hactosuwee PykoBoACTBO pacnpocTpaHSeTCcd Ha fekapCTBEeHHble rnpenaparbl
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AN Me4NLUUHCKOro NpUMeEHeHUs He3aBMCUMO OT NPUPOAbI UX OENCTBYIOLNX BELLECTB.

B oTHoweHun akTmBHOW apmMaueBTMYeckonm CcybCTaHuMM  CcocTaBreHue
HOPMaTMBHOIO JOKYMEHTA Mo KayecTBy He TpebyeTcs.

3. HopmMaTmMBHbLIM OJOKYMEHT MO Ka4yeCTBY Ha OCHOBAHUW MNpoBeLEeHHON 3KCNepTu3bl
fekapCTBEHHOro npenapata YcTaHaBnuBaeT TpeboBaHMA K KOHTPOM KayecTBa
NekapCcTBEHHOro npenapata W COOepPXUT cneuudpmkauuio u  onucaHne MeToauK
MCNbITAaHUA UM CCbINTIKM Ha COOTBETCTBYKOLWME drapmMakonenHble ctatbn dapmakonen
EBpasnnckoro  3KOHOMWYECKOro  Coto3a, YyTBepxaeHHon  Pewenvem  Konnerum
EBpasunckon akoHomuyeckonm komuccum ot 11 asrycta 2020 r. N 100 (panee -
dapmakones Coto3a), a npu obpaweHnn nekapcTBEHHOro npenapaTta TOMbKO Ha
TepputTopun pedepeHTHOro rocygapcrtea - Ha COOTBETCTByWUWME apMakonenHble
ctaTbl dbapmakonen pedepeHTHOro rocygapcrea unum apmakonen, paspelleHHbIX K
NPUMEHEHUIO 3aKOHOLATENLCTBOM pedepeHTHOro rocygapcrea, npu COOTBETCTBUM
TpeboBaHu hapmakonen OONycKkaeTca Takke NpUBELEHNE CCbINOK Ha bapMakonenHble
ctatbn ®apmakoneun Coro3a. B cnyyae oTCyTCTBUSA COOTBETCTBYIOLWEN (bapMaKonenHon
ctratbn dapmakonen Corw3a B HOPMaATMBHOM [JOKYMEHTE MO KayecTBY YKa3blBalOTCSH
cBegeHuns, NpeaycMoTpeHHble noanyHktom "B" nyHkta 14 v nyHktom 15 HacToswero
PykoBogcTsa.

4. HopmaTtMBHbIN [OKYMEHT MO KayecTBy YTBepXAaeTcs YNOHOMOYEHHbIM
opraHomMm peepeHTHOro rocygapcraa. YNOSHOMOYEHHbIE OpraHbl rocy4apcTB NPU3HaHUS
(Mpy Hanuuuu) Npu pernctpauuun, NOATBEPXKAEHUN peructpaumm (nepeperncrpauun),
BHECEHUN WU3MEHEHWW B pPerncTpaunoHHOe [OoCbe JIeKapCTBEHHOro npenapata wu
npuBegeHNN PErncTpaunmoHHOro A0Cbe JIeKapCTBEHHOro npenaparta B COOTBETCTBUE C
TpeboBaHMsaMN EBpPa3nMNCKOro 3KOHOMUYECKOro coto3a (ganee - Cotw3d) cornacyrot
HOPMAaTUBHbIA JOKYMEHT MO KayecTBy B pefakuunn, YyTBEPXXAEHHOW YNOSIHOMOYEHHbLIM
opraHoM pedepeHTHOro rocydapctea. HopmMaTuBHbIN OOKYMEHT MO  KayecTBy
npegHasHadYeH AN KOHTPONS  KadecTBa  JIeKApCTBEHHOro0  npenapata B
NOCTPEerncTpaumoHHbIA Nepuog Ha TeppuTopusix rocygapcts - yneHoB Coto3a (oanee -
rocygapcrBa-yseHsbl).

5. B cnyyae ecnu u3MeHeHUss B pPermctpauuoHHOE [0Cbe JIeKapCTBEHHOro
npenaparta BnekyT 3a cobon HeobXoOMMOCTb BHECEHUS U3MEHEHUNA B HOPMAaTUBHBbIN
AOKYMEHT MO KayecCTBY, COOTBETCTBYHOLUME M3MEHEHWA B HOPMATMBHbLIN [OKYMEHT MO
KayeCTBY BHOCATCS COrnacHo nyHkTy 32 HacToswero PykoBoacTaa.

6. HopmaTuBHLIM OOKYMEHT MO KavyeCTBY COAEPXKUT CBEOEHUS O NeKapCTBEHHOM
npenapaTte, BKMOYEHHble B pasgensl 3.2.P.1, 3.2.P.5.1, 3.2.P.5.2, 3.2.P.7 n 3.2.P.8.1
MOAyna 3 perucTpaumMoHHOro OOCbe JleKapCTBEHHOro npenapata (B COOTBETCTBUM C
npunoxennem N 4 k Npasunam), U ccblnky Ha pasgen 1.3.2 moaynsa 1 perucTpaumoHHOro
AOCbe  NeKapCTBEHHOro rnpenapaTta, KOTOpble  UCMOSMb3YKTCA  KOHTPOJSIbHbIMU
nabopaTopusamMM  rocygapcTB-YNeHOB ANS  OCYLECTBIEHUA  KOHTPONs  KayecTBa
nekapcTBeHHbIX nNpenapaToB. CBeaeHnd, cogepxawmeca B mogyne 3 peructpaumoHHOro
AOCbe JeKapCTBEHHOro npenapara, UMeKT nepBoCTeneHHoe 3HadveHne. CeaeHus,
cogepxalinecs B HOPMaATUBHOM LOOKYMEHTE MO KayecTBy, He OOSMKHbl MPOTUBOPEYUTb
cBefeHuaM, cofepXxawumcs B mMoayne 3 perucTtpaumoHHOro [oCbe feKapCTBEHHOro
npenapata. [onyckaetcs BKIOYEHWE AOMNOSIHUTESNbHbLIX CBEAEHUW B HOPMaTUBHbLIN
AOKYMEHT MO Ka4yeCcTBY B COOTBETCTBUM C TpeboBaHuamu ®apmakonen Cotosa.

7. Cneunumkaumm Ha akTMBHble (apMaueBTMYeckme cybcTaHuun, MONyYeHHble
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nyTemMm XuMm4eckoro cuHtesa (pasgen 3.2.5.4.1 moayns 3 pernctpauuoHHOro Aocbe
nekapcTBEHHOro npenapaTta), Ha cofepalime MUX nekapCcTBeHHble npenapaTtbl (pasgen
3.2.P.5.1 mogyns 3 pernctpauMoHHOro OOCbe NEeKapCTBEHHOrO npenapara), a Takke
(ecnu NpumMeHuMO) creumdmrKkaLmm Ha BOCNPOU3BEAEHHbIE NEeKapCTBEHHbIE npenapaTbl
COCTaBNATCA B COOTBETCTBUM C TpeboBaHNAMM cornacHo rpunoxenuo N 1.

8. TpeboBaHuss K cocCTaBfneHWo cneumduKkaumm Ha OTAefMbHble Trpynnbl
neKkapCTBEHHbIX npenapaTos (Hanpumep, BuoTexHonornyeckue,
paguodapMaueBTMyeckme u T.N.) W aKkTuBHble apmaueBTMyeckme cybctaHumm,
BXOASLME B COCTaB JleKapCTBEHHbIX MpenapaTtoB Takux [rpynn, onpeaenstoTca
COOTBETCTBYIOLWMMM akTamn opraHoB Coto3a B cdepe obpalleHus nekapCTBEHHbIX
CpeacTs.

9. B OTHOWeEHUN NeKkapCTBEHHbIX NpenapaTtoB B BuAe TBepAblX JIeKapCTBEHHbIX
dopm Ans npuema BHYTPb, XXUAKUX SIEKapCTBEHHbIX (POPM AN NpuemMa BHYTPb, a Takke
neKkapCTBEHHbIX MpenapaTtoB 4S9 NapeHTepanbHOro npMMeHeHnsa (Manoro n 60oMbLIoro
obbemoB) npuMmeHsaTCa TpeboBaHus, NpPeayCMOTPeHHble npunoxeHvem N 1 K
HacTodawemy Pykosoactsy. O6wun noaxod K CoCTaBneHuo cneuudukaumn Ha
yKa3aHHble JNeKapCTBeHHble (POpMbl OOMNYyCKaeTCA MPUMEHATb MNpU  COCTaBfEHUN
cneundukaumMm Ha OpyrMe nekapcTBeHHble (OpMbl  C  y4yeTom  TpeboBaHwi
COOTBETCTBYIOLLMNX aKTOB opraHoB Coto3a B cdrepe obpalleHns nekapCTBEHHbIX CPeacTB.

Il. CTpykTypa HOpMaTUBHOIro AOKYMeHTa No KayecTBYy

10. CTpyKTypa HOpMaTMBHOIO AOKYMEHTa MO KayecTBY OOSMKHAa COOTBETCTBOBATb
npunoxeruto N 3 k MNpaBunam n cogepxatb pasgesiol B criegytowem nopsiake:

TUTYNbHbLIN NNCT NO oopMe cornacHo npunoxenuo N 2;

COCTaB fneKkapCTBEHHOro npenapara;

cneundukauns;

onucaHve MeToauK UCMbITaHUM;

ornucaHue ynakoBKu;

MapKUpOBKa;

YCIOBUS XpaHEHWS;

CPOK rOOHOCTU (CPOK XpaHEHMsI).

[onyckaeTcsl, 4TOObl HOPMATMBHLIA [OKYMEHT MO KayecTBY CoAepan Takke
npumedaHma (Npy  HeobBXOOMMOCTU  YTOYHEHUS WUNU  Pas3bsCHEHUSI  CBeOEHUN,
npeacTaBrieHHbIX B yKa3aHHbIX pasgenax).

1. TUTYNbHbLIA NUCT

11. B dopme TuUTynbHOro nucta HOPMATUBHOINO [OOKYMEHTa Mo KayecTBy
yKa3blBalOTCS:

a) BCe TOproBble HaMMEHOBaHWUA feKapCTBEHHOro npenapara, corfacoBaHHble
YNOSTHOMOYEHHbLIM OPraHoOM rocyZlapcTBa-yrieHa 1 BKIKYEHHbIE UNU Npeanaraemble ons
BKIMIOYEHNS B perucTpaumMoHHOEe YAOOCTOBEpPEHWE, W JfiekapCTBeHHast dopma B
COOTBETCTBMM C HOMeHKnaTtypon JiekapCTBEHHbIX popM, yTBepXaeHHon PelueHnem
Konnernn EBpasnmnckomn skOHOMUYECKON Komuccum oT 22 gekabpsa 2015 . N 172;


http://pravo.eaeunion.org/document?id=71446338&sub=115221889
http://pravo.eaeunion.org/document?id=71446338&sub=115221160
http://pravo.eaeunion.org/document?id=71446338&sub=115221160
http://pravo.eaeunion.org/document?id=71446338&sub=13000
http://pravo.eaeunion.org/document?id=71196492&sub=1000
http://pravo.eaeunion.org/document?id=71196492&sub=0

6) [o3uMpoBka B COOTBETCTBMM C MpPUHUMNAMM, YKa3aHHbIMM B TpeboBaHusx K
WHCTPYKUMM NO MeOULMHCKOMY NPUMEHEHMIO JeKapCTBEHHOro npenapata m obuien
XapaKTepuCcTuKe NeKapCTBEHHOro npenapata Ansg  MeauUMHCKOrOo  NMpUMEHEHMs,
yTBeEpPXKAEHHbIX PelweHnem CoeTa EBpasninckon aKOHOMUYECKOM KOMUCCUN OT 3 HOAOPS
2016 r. N 88 (ganee - TpeboBaHUA K UHCTPYKLMW);

B) nonHoe wn (MNW) COKpalleHHOe HauMeHOBaHuUs W CTpaHa [depxartens
perncTpaLmMoHHOro yaocToBepeHus.

12. Heobxogmmo npegycmoTpeTb crneumanbHble MNons And ykasaHus Homepa
HOPMAaTMBHOIO JOKYMEHTa No KadecTBy M rpuda cornacosaHud. TpeboBaHus K ykazaHuto
HOMEepa HOPMaTMBHOINO [OKYMEHTa MO KayecTBy MpuBoAATCA B npuroxenHun N 3 K
[MpaBunam. B HOpmaTMBHOM [JOKYMEHTE MO KayecTBY He [JOornyckaeTcs nepeyncnsaTb
y4aCTHUKOB npoLiecca Npou3BOACTBa fleKapCTBEHHOrO npenapara.

2. CocTaB nekapCcTBEeHHOro npenapara

13. CocTtaB nekapcTBEHHOro npenapaTa NpMBOAUTCS B COOTBETCTBUN C pasdesiom
3.2.P.1 wmogyna 3 perucTtpaumMoHHOro [AoCbe JeKapCTBEHHOro npenapaTta (3a
NUCKMOYEHNEM  (DYHKLMOHANbLHOMO  Ha3Ha4yeHuUst  BCMOMOraTesNlbHbIX BEWecTB) B
OTAENbHOM pasfjernie HOpPMaTMBHONO [JOKYMEHTa MO KayecTBy MNyTeM YyKasaHus
Ka4eCTBEHHOro U KONMMYECTBEHHOIO COCTaBa flieKapCTBEHHOro npernapaTta M CCbIfIoK Ha
dapmakonem wunum aktbl opraHoB Cor3a, perrnameHTUpyrLMe KayecTBO aKTUBHOM
drapmavreBTMyeckon cybctaHumm (cybcTtaHumi) n BCcnomMmoraTesibHbIX BELLECTB.

3. Cneuyudumkaums

14. Cneundukaumsi HOpPMATUBHOIO [OOKYMEHTa MO KayecTBYy [JOfMKHa ObiTb
cocTaBneHa Ha OcCHoBaHuW pa3sgena 3.2.P.5.1 mogyna 3 perncrpaumoHHOro OocCbe
nekapctBeHHoOro npenaparta. Cneunduvkaumss npeactasnseTcs B Buae Tabnuubl,
cocToswen ns 3 rpad:

a) nokasaTenu Ka4yecTBa;

6) HOpMmbl (monycTUMble npedenbl) nokasaTenen kKavyecTBa Ha KOHEeL Ccpoka
rogHocTn (cpoka XxpaHeHus). B cnyvyae ecnu B cneuudukaumsx MNpou3BOAUTENS
nokasaTenn WnNuM HOpMbl (OONyCTUMblE Npedesibl) Ha KOHel, cpoka roAHoOCTM (Cpoka
XpaHeHus1) N Ha AaTy BblMycka cepum NPOAYKUMN pasnnyatoTcd, Takue nokasatenu unm
HOpMbI (ZoNyCcTUMble npefenbl) Ha [aTy Bbilycka Cepun NPOAYKUWMW YKasbiBalOTCH B
BUOE TMpUMEYaHusi K COOTBETCTBYKOLWMM MokKasaTento WM Hopme (4onyCcTUMMOMY
npepeny);

B) CCbIfIKM Ha MeToAdbl ncnblTaHui. MNpn Hannunmn B ®apmakonee Coro3a onucaHusa
COOTBETCTByKOLWEro Metoga (MeToOMKM) YyKasblBalTCA HaMMeHOBaHWe MeToaa
(MeToankn) n obosHavyeHne dapmakorien Cotosza ("OPEAISC"), a npu OTCYTCTBUN B HEN -
HanMeHoBaHWe MeToaa (MeTOAMNKN) B COOTBETCTBUMN C AOKYMEHTaMu, cogepalmMmucs B
pasgenax 3.2.P.5.1 n 3.2.P.5.2 mogyna 3 perncTpaumMoHHOro OOCbe feKapCTBEHHOro
npenapara, u crosa "MeToauka npounssogutensa”.

15. HaumeHoBaHMA nokasaTenenm kayectBa B cneumdukauum ykasbliBalOTCH B
cootBeTcTBMM C¢ Papmakoneen Col3a, a Takke C y4eTOM MOJSIOXKEHUN aKTOB OpraHoB
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Coto3a, ycTaHaBnmBaoLmx TpeboBaHNA K Ka4eCTBY fleKapCTBEHHbIX MpenapaTtos, a npu
OTCYTCTBUN B HUX - B COOTBETCTBUM C (papmakorneen peepeHTHOro rocygapcresa unm
OCHOBHbIMK  hapmakonesamMmu, onpegeneHHbiMn  KoHuenuuMen no  rapMoHu3auum
dhapmakonen rocygapctes - uneHoB  EBpasMMCKOro  3KOHOMUYECKOrO  COKO3a,
yTBepxaeHHon PeweHnem Konnermn EBpasmMincKon 9KOHOMMYECKOW KOMUCCUU OT 22
ceHTabpsa 2015 . N 119.

4. OnucaHue meToaMUK UCNbITaHUN

16. OnucaHme MeToAUK WCMbITAHUWA JIEKAPCTBEHHOrO npenapata no BCEM
nokasaTensiM Ka4yecTBa, ykasaHHbIM B creumdukaumm, npMBoaAUTCS B COOTBETCTBUM C
pasgenom 3.2.P.5.2 moayns 3 pernctpaumMoHHOro ocke fiekapCTBEHHOMo npenapara.

Ecnn metogq v (Mnu) metoguka ucnbiTaHus onucanbl B dapmakonee Corosa,
YyKa3blBaeTCA CCblflka Ha COOTBETCTBYIOLLYID (hapMaKkoNenHyt cTaTbid C ONUCaHUeM
npobonoarotoBkn (Npu HeobxogmmocTu). Hanpumep, AnNs ykasaHuMs Ha MeToA
BbICOKOS(P(PEKTUBHON XKMOKOCTHOW Xpomartorpadum npuesoautca 3anucb: "OEASC
2.1.2.28. BblcokoahdeKkTnBHas XnaKocTHaa xpomaTorpadus”.

Ecnn metog n (Mnu) metogmka mcnbiTaHuss He onucaHbl B Papmakoriee Cotoaa,
NpPUBOAMTCSA MNOSTHOE OMMCaHWe MPUMEHSEMbIX MeToAda U (MNK) MEeTOAUKM C yKasaHUeEM
CCbIJIKM Ha ncnonb3yemyto hapmakoneto (Npu Hanu4mn).

Mpn onucaHnum meToaoB WM (MNK) METOAMK, NpeaycMaTpuBaroMX MNOSTyYeHne
CMEeKTPOB, Xpomartorpamm, anekTpodgoperpamm u T.n., MUx obpasubl JornyckaeTcs
BKMNtOYaTb B COOTBETCTBYHOLWMMA pasgersi HOPMaTMBHOIO AOKYMEHTa Mo Ka4vyecTBy Win
pasMellatb Ha OTAenbHbIX CcTpaHuuax. [lpM HeobXooMMOCTU 3KCMepTbl Brnpase
3anpocuTb YkasaHHble 06pasubl y 3asBUTENS.

5. OnucaHmne ynakoBKu

17. B pasgerne 5 HopMaTUBHOIO AOKYMEHTa Mo kayecTBy Heo6xoanmMo onucartb:

a) NepBUYHYO yNnakoBKy (amnyrnbl, priakoHbl, 6aHKKN, NakeTbl U T.M.);

6) KONMYecTBO eanHUL, NPOLYKUMN B NEPBUYHON yNakoBKe (Hanpumep, KONM4ecTBo
TabneTok B KOHTYPHOMN SS4ENKOBOM UNK BE3BAYENKOBON YNaKOBKE);

B) MPOMEXYTOYHYHO, BTOPUYHYK (NOTPEOUTENbCKYH) YNakoBKY W KOSIMYECTBO
NepBUYHbBIX YNaKoOBOK B HEW (HanpuMep, KOMMYECTBO KOHTYPHbIX A4ENKOBbIX YNakoBOK BO
BTOPUYHOWN YNaKOBKE);

r) HanmuymMe nornoTUTenst Bnaru, WHCTPYKUMM MO MELULMHCKOMY MNPUMEHEHUIO
nekapcTBEHHOro npenapaTta (NUCTKa-BkNagbiwa), KOMMNMEKTHOCTb (Mrna, KanesnbHuua,
3aXUM M T.N.) N Opyrne cBedeHust B COOTBeTCTBMM C pasgernom 3.2.P.1 moagyna 3
perncTpaumMoHHOro Jocbe fnekapcTBEHHOro npenaparta. Kpome Toro, nopsaok onnucaHus
Xapaktepa W COAEPXMMOro YMakoBKM YCTaHOBMEH B pasgerne 6.5 TpeboBaHun K
NHCTPYKUMMW.

18. XapaktepucTMka ynakoBKM OTHOCUTCH K cBedeHUsAM, Heobs3aTenbHbiM Ans
yKasaHus B HOpPMaTMBHOM [OKYMEHTE Mo KayecTBy. B cnyyae Heob6xoaMMOCTH ykasaHUs
XapaKTepUCTUKM YNaKoBKN 3Ta MHpopMaLMA He OOMMKHA NpoTueBopeYunTs pasgeny 3.2.P.7
MoAynsA 3 perucTpaumoHHOro 4oChbe feKkapCTBEHHOro npenapara.
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6. MapkupoBka

19. B pasgene 6 HOpPMATMBHOIO OOKYMEHTaA MO KadecTBy Heob6XoOMMO yKasaTb
cCcbliky Ha pasgen 1.3.2 mogyna 1 perncTpaumoHHOro [JOCbe JfeKapCTBEHHOro
npenapara.

7. YcnoBua xpaHeHus

20. CeegeHunst 06 ycrnoBusiX XpaHEeHUA He OOIKHbl NPOTUBOPEYUTb CBEAEHUAM,
cogepxawwmmes B pasgerne 3.2.P.8 mogyna 3 permctpaunoHHOro 4OCbe JieKapCTBEHHOIO
npenapara.

21. O6wwme TpeboBaHNA K OMNUCAHUIO YCINOBUW XpPaHEHUs NpUBOOATCA B
npunoxeHun N 6 K TpeboBaHMAM K UHCTPYKLMN.

8. Cpok rogHOCTM (CPOK XpaHeHus)

22. CBefgeHus, BKNoYaeMble B pasgerli 8 HOpMaTMBHOIO JOKYMEHTA MO KayecTBy,
He OOSMKHblI NPOTUBOPEYNTL CBedeHUAM, cogepxawmumea B pasgene 3.2.P.8 mopynsa 3
perncTpaumMoHHOro 4oCbe fiekapcTBeHHoro npenapata. Obwue TpeboBaHUs K ykasaHWto
CPOKOB TrOAHOCTU (CPOKOB XpaHeHusi) npuBedeHbl B pasgene 6.3 TpeboBaHuM K
NHCTPYKUMMW.

lll. OhopmneHne HoOpMaTUBHOIO JOKYMEHTa NO Ka4yecTBY

23. TekCT HOpMaTMBHOINO AOKYMEHTa MO Ka4yecTBy JOKeH ObITb KpaTkum, 6e3
NMOBTOPOB W UCKIKOYaTb BO3MOXHOCTb [BOSIKOro TorkoBaHuda. CokpallieHue croB B
TEeKCTe, HAMMEHOBAHUAX PUCYHKOB W CXEM He [OMNYyCKaeTCs, UCKIHYEeHMe COCTaBrsoT
COKpaLLleHus1, cogepxaliumneca B cneunukaumm n yctaHosneHHole ®apmakoneein Cotosa.

Ccbinkn Ha ®apmakoneto Coto3a cnegyeTt NpuUBOAUTbL C yKasaHMeM 0D0O03HaveHus
"OEADC".

Mpn ykazaHuu B cneundurKkaLmm CCbifiok Ha obLme unm YactHble dpapmakonenHble
ctatbn ®apmakonen Corosa crnegyeT NPUBOANTL TOSTIbLKO HOMeEpa Takux cTaTen.

24. Tlpn wun3noxeHun TpeboOBaHMM K Ka4yecTBYy JleKapCTBEHHOro npenapara
NPUMEHSIOTCA CnoBa CO 3HA4YeHMEM [JOSDKEHCTBOBaHUS  (Hanpumep, "gormkeH",
"cnegyet”, "Heobxogumo" M T.n.), a NpU onNMCaHUN METOAUK WUCMbITAHWW - rnaron B
TpPeTbEM IMUEe MHOXECTBEHHOro u4ucna (Hanpumep, “"pacteopsitot”, "dunbTpytoT",
"TUTpYOT" U T.M.).

25. TepMuHbl, 0603Ha4YeHNs U onpegdeneHus AOMMKHbI  COOTBETCTBOBATb
®apmakonee Cot3a M aktam opraHoB Coto3a B cepe obpalieHusi nekapCcTBEHHbIX
cpeactB. lpyM UCNONb30BaHMM WHbLIX TEPMUMHOB W 0BO3HA4YeHWn crieayeT B TeKCcTe
HOPMaTUBHOIO JOKYMEHTa NO KayecTBY NPUBOANTbL X ONpeaeneHuns.

26. B TekcTe HOPpMATUBHOMO LOKYMEHTA NO Ka4eCTBY He JOMycKaeTcs:


http://pravo.eaeunion.org/document?id=71446338&sub=10600
http://pravo.eaeunion.org/document?id=71446338&sub=1410132
http://pravo.eaeunion.org/document?id=71446338&sub=115221919
http://pravo.eaeunion.org/document?id=71446384&sub=1600
http://pravo.eaeunion.org/document?id=71446338&sub=10800
http://pravo.eaeunion.org/document?id=71446338&sub=115221919
http://pravo.eaeunion.org/document?id=71446384&sub=3063
http://pravo.eaeunion.org/document?id=74406129&sub=1000
http://pravo.eaeunion.org/document?id=74406129&sub=1000
http://pravo.eaeunion.org/document?id=74406129&sub=1000
http://pravo.eaeunion.org/document?id=74406129&sub=1000

a) NpMMeHeHne o6opPOTOB Pa3roBOPHON peuu;

6) npuMeHeHne Anst OQHOMO M TOTO XXe MOHATUS PasfiIMyHbIX TEPMUHOB, BIIM3KMX NO
CMbICIly (CMHOHMMOB), a TakKkKe WHOCTPaHHbIX CMOB M TEPMUMHOB MNpU Hanuyuu
paBHO3HAYHbIX CNOB U TEPMUHOB B PYCCKOM SI3bIKE;

B) cokpalieHne o0603Ha4YeHNn eguHUL, N3MEPEHUS, eCNn OHK ynoTpebnsatoTca 6e3
Lndp;

r) 3amMeHa cnoB OyKBEHHbIMM OOO3HAYEHUSAMWU (3@ WUCKNHYEHMEM Tabnuy u
chopmyn);

A) NPMMEHEHNEe MaTeMaTUYECKMNX 3HaKoB 6e3 undp.

27. Mpun Hannumn B Papmakonee Coro3a OnNMcCaHUA XapakTEPUCTUK PeakTUBOB,
MaTepuanoB, 6ydepHbIX 1 CTaHAAPTHbBIX PAacTBOPOB, NPUMEHSIEMbIX NPU UCTbITAHUSX, UX
HaUMEHOBaHUS BbIOENATCA KypCMBOM UM MNOCNEe HauUMEHOBaHUS YyKa3blBaeTCs
obo3HaveHne "P". KypcuBOoM BbIOENAKTCA Takke HaMMEHOBAHWA TUTPOBAHHbLIX
pacTBOpOB, onncaHHbix B ®apmakonee Coto3a 6e3 ob6o3HauveHna "P". INpn oTcyTCcTBMM B
dapmakonee Coto3a onNMcaHWA XapakTepUCTUK peakTUBOB, MaTtepuarnos, B TOM 4ucne
NCMNoNb3yeMbIX MPU NPUroTOBMEHNUN PACTBOPOB, NMPUMEHSEMbIX MPU UCTbITAHUAX, NOCre
HaUMEHOBaHUSA YKa3blBalOTCA MX KBanudukaumns, u (Unnm) KatanoxHbld HOMEpP, N (1nu)
CCblflka Ha OOKYMEHT Npou3BOAUTENS, pernaMeHTUpPYrLWnI nxX Ka4ecTBo (C ykasaHuem
HanMeHoBaHua npoussoauTend). [Ons craHaapTHbIX 06pasuoB, WUCMONb3yeMbIX MpwU
UCMbITAHNAX, OOSMDKHbl  OblTb  yKasaHbl WX  KBanudukaums W HaMMeHoBaHue
npounssoaunTens (ecnu NPUMMEHMUMO).

28. dopmynbl pacyeTa [AO0MKHbI ObiTb MpeacTaBneHbl B pasBepHYTON U
COKpaLLeHHON dhopmMax M COMPOBOXAATLCA MOSCHEHWEM YKa3aHHbIX B HEN (PU3NYECKUX
BenuumH. OB603Ha4YeHns (U3MYEeCKMX BenUYMH  LOSKHbl  ObiTb  NpuBeOeHbl B
cooTBeTCTBUM C TpeboBaHmsmu Papmakonen Corosa. [NepeHoc Yactu hopmMyrnbl pacyeTa
Ha OpPYryl CTPOKY He AonyCcKaeTcs.

29. [1na namepeHns mMsn4eCcKnx BeNMYMH, ykadaHHbIX B HOPMATUBHOM LOKYMEHTE
MO KayecTBYy, MPUMEHSAIOTCA €QUHULbI U3MEPEHUsl, NpeayCcMoTpeHHble MexayHapoaHowm
cuctemon eannHuy, (CU), n eanHuubl UIsSMepeHns, NCNosb3yeMble HapaBHe C HUMM.

30. TekcT HOPMATUBHOIO [OOKYMEHTa MO Ka4yecTBy OQOPMISETCA C y4YeToMm
crneyloLwmx napameTpoB HaCTPOKK:

pa3mMepsbl nosnien: nesoe - 30 mm, Npasoe - 15 MM, BepxHee U HxKHee - 20 MMm;

ab3auHbIn oTCTyn - 12,5 MMm;

wpndT Times New Roman pasmepa N 14 (ans Homepa HOpMaTUBHOIO AOKYMEHTa
no KadecTtBy - 16). Paamep wpudTa B Tabnuuax gonyckaetcs yMeHblnTb Ao pasmepa N
12.

3arofioBkM M HaMMEHOBaHWE JIeKAapCTBEHHOro npenapaTta HayuHawTCca C
NPONMCHON BYKBbI N NeYaTaTCa NONYXXUPHbBIM LWPUGTOM.

OCHOBHOM TEKCT HOpPMaTMBHOIO [OKyMeHTa Mo KayecTBy nevataeTtcs 4yepe3 1,5
MEeXOYCTPOYHOro WHTepBana, TEKCT B cneuudukaumm u npuMmedaHusix - depes 1
MEeXOYCTPOYHbIA WHTepBan, TeKCT B 3arofloBkax M B OMUWCaAHUM KavyeCTBEHHOro W
KONMMYECTBEHHOro COCTaBa JIeKapCTBEHHOro rnpenapata - 4yepe3 1 MexayCTpPOYHbIN
WHTepBan (B cny4vae ykasaHWa pasHblX HaMMEHOBaHWW - 4epe3 1,5 MexayCTpO4YHOro
WHTepBana).

31. CTpaHunubl HOPMATUBHOIO [AOKyMeHTa MO Ka4yecTBy [OMKHbl OblTb
npoHymMepoBaHbl. [1pn 3TOM Ha NepBON CTpaHWULEe HOMepP He npocTasnsieTcs. B npasom
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BEPXHEM YINy Kakgow CTpaHuubl Heobxoammo npenycMoTpeTb norne And HaHeceHus
HOMepa HOPMaTUBHOIO AOKYMEHTa MO KayecTBy.

32. B cnyyae BHeceHWA W3MEHEHUA B HOPMATWUBHbLIA [OKYMEHT MO KayecTBy
HeobXxoaAMMO nNpeacTaBuUTb B YNOSTHOMOYEHHbBIM OpraH rocyaapcTBa-yneHa pefakumto
NpOeKTa HOPMATUBHOIO JOKYMEHTA NO Ka4eCTBY C y4€TOM BHECEHHbIX M3MEHEHUI 6e3 nX
BblAENeHNA 1 pefakumio NpoeKkTa HOPMaTUBHOIO JOKYMEHTA MO KayecTBY C BblAeNeHNEM
N3MEHEHUN B peXUMe peueH3npoBaHna Ons OTCnexXmnsaHns BCeX BHOCUMbIX U3MEHEHU.
YTBEPXKOEHMIO NOANEXNUT COrfacoBaHHbLIN MO pe3dyfibTaTaM BHECEHUS N3MEHEHUIN MPOEKT
HOPMaTUBHOIO AOKYMEHTa NO KayecTBy.

MpunoxeHue N 1

K PykoBoACTBY NO cOCTaBfIEHUIO
HOPMaTUBHOIro AOKYMEHTa Nno KayecTBy
nekapcTBeHHOro npenapara

TpeboBaHusA
K COCTaBrneHuto cneyndukaumm Ha aKkTuBHble papmaueBTUYECKMe cybGCcTaHLmu,
nony4YeHHble NyTEM XMMUYECKOro CUHTE3a, U coaepKalime Ux riekapcTBeHHble
npenapartbl (B TOM YMCIle aHaNUTUYEeCKUX MEeTOAMUK U KpUTepueB NpuemMrieMocTH)

|. OGwan xapakTepucTuka

1. Hactosawume TpeboBaHus cogepxaT onucaHMe noaxoaoB K paspaboTtke
cneundukaumn Ha akTMBHble papmaleBTUYecKne cybcTtaHumMm 1 (Unn) fekapCTBEHHbIE
npenapatbl, B TOM u4ucne K pa3paboTtke nm 0BOCHOBaHUIO KpUTEPUEB NPUEMIIEMOCTU
(onyctTuMbIX  HOPM) KW BbIOOPY  aHaNUTMYECKUX  MeTOAMK  ONs  aKTUBHbIX
drapmaueBTUYeCKMX CybCTaHUMW, MNOSYyYEHHbIX MNYyTEM XUMWUYECKOro CUHTEe3a, WU
coAepXallunx UX nekapcTBeHHbIX NpenapaTos.

2. Crneundvkaums 3agaeT COBOKYNHOCTb  KpUTEPUEB, KOTOPbIM  AOSDKHbI
COOTBETCTBOBATb aKTUBHblEe (papmaueBTuMYyeckne cybctaHuum u (Unu) NekapCTBEHHbIe
npenapatbl, 4YTOObl CYMTATbCA MPUrO4HbIMW ONS CBOEro LEeneBoro HasHavyeHus.
CooTtBeTcTBME crieunpmkaumm o3HaqaeT, YTo akTUBHasA papmMaleBTMyeckas cybcTaHums
n (UNn) nekapCTBEHHbIM MpenapaT COOTBETCTBYKT MNPUBEAEHHbIM B crieumdukaumnm
KpUTepusam nNpuemMnemoctTM Mpu  YCrioBUW, YTO WCMNbITaHUS MPOBEAEHbl COrnacHo
aHanMTMYeCKMM MeToauKaMm, ykasaHHbiM B Hel. Cheundukauumn sensoTCa KNoYeBbIMr
CTaHOapTamMu KayecTBa, KOTOpble npeasiaraeT M oBOCHOBbIBAEeT MPOM3BOAUTENL MNpWU
perncrpaumm nekapcTtBEHHOro npenapara.

Cneundumkauum sBRAOTCA OOHMM M3 3rieMeHToB obulen cTpaTerMm KOHTpons
aKTUBHbIX bapmaueBTUYeCcKnx cybctaHumn u (MnNu) nekapCTBEHHbIX MpenapaTtos,
pa3paboTaHHOM C uUenblo obecnevyeHnsa Mx KayecTBa U MOCTOSIHCTBA XapaKTepUCTUK.
[pyrne anemeHTbl 3TOM cTpaTernm BKNOYakT B ceba AOCKOHaNbHOEe YCTaHOBMEHME BCEX
XapaKTePUCTUK aKTUBHbIX dhapMaLeBTUYECKMX CyBCTaHUMA, NPOMEXYTOYHbBIX NPOLYKTOB
n (MNKn) nNekapCTBEHHbIX NpenapaToB (Janee - NPoAyKTbl) B npouecce pas3paboTku
nekapcTBEHHOro npenaparta, a Takke CcTporoe cobnwogeHne [lpasui Hagnexallemn
NPOU3BOLACTBEHHOMN NpPaKTUKM EBpPasnMinckoro 3KOHOMMYECKOrO COH3a, YTBEPXKAEHHbIX
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PeweHnem CoBeTa EBpa3suniickon akoHOMUYeCKon Komuccum ot 3 Hosbps 2016 r. N 77
(nanee - NpaBuna Hagnexavien NPon3BOACTBEHHOM NPaKTUKN) (Hanpumep, nogxogswme
nomewieHns n  obopygoBaHue,  BanMAOMPOBaHHbLIM  Mpouecc  MpPov3BOACTBA
nekapCTBEHHOro npenaparta, BanvaupoBaHHbIE aHanuMTUyYeckue MEeTOAMKW, UCMblTaHue
MCXOOHbIX MaTepuarioB U Cbipbsi, BHYTPUNPOU3BOLCTBEHHbIE WUCMbITAHUA, UCMNbITaHWE
cTabunbHOCTN N T.A4.).

Cneundukaumm npegHasHayeHbl ANs  MOATBEPXOEHUS KadecTBa aKTUBHOW
dapmaueBTMYecKon cybectaHumMM M nekapcTtBeHHoro npenapata. OHM He npecnenytoT
Lenn MOMHOro YCTaHOBIIEHUS XapaKTePUCTMK MU NMO3TOMY LOSMKHbl OblTb OCHOBaHbl Ha
XapakTtepucTukax, nogTeepamBLUNX CBOK NPUrogHOCTb Anga obecnedeHnsa 6e30nacHoOCTM
N 3PPEKTUBHOCTM aKTUBHOM rapMaLEBTUYECKON CyBCTaHUMM U NEeKapCTBEHHOMO
npenapara.

Il. Chepa npumeHeHus

3. KayecTBO aKkTMBHbIX (hapmaueBTUYECKUX CcybCcTaHunn n (Mnn) nekapcTBeHHbIX
npenapaTtoB  onpegensieTcd  ypoBHeM  pa3paboTkn,  BHYTPUMNPOU3BOLCTBEHHbLIM
KOHTPONEM, KOHTponiem cobnogeHns [lpaBun  Hagnexaiwen npou3BOACTBEHHON
NpakTuUKK, Banugaumen rnpouecca nNpou3BOACTBaA, a Takke cneundukauusamu,
npuMeHseMbIMMW K HUM B ripouecce paspaboTkm wu npoussoacTea. Hacrosawwme
TpeboBaHna ycTaHaBnMBalOT NOAXOAbl K COCTaBMEHUIO cneundukauumn, To ecTb K Tem
UCNbITAHUAM, MeTOAMKaM W KpuUTepusM npuemMnemMocTun, Kotopble obecneudnsaioT
KayecTBO aKTMBHOW papmaueBTU4eCcKOW CybCTaHLMM M NlekapCTBEHHOro npenapaTa Ha
MOMEHT BbIMyCKa 1 B TeYEHMEe BCEro cpoka rogHoCTU (Cpoka xpaHeHus). Cneundukaumm
BXOOAT B cucteMy obecrneveHuss KadecTBa akTUBHbIX dapMaueBTUYEeCKNX cybcTtaHumm n
nekapCTBEHHbIX NpenapaTos.

4. Hacrtoswme TpeboBaHUs TMPUMEHAOTCA B OTHOLUEHUN NeKapCTBEHHbIX
npenapatoB (BKN4Yaa BXxogsdwWme B MX COCTaB akTMBHble dapMaueBTuYeckme
cybcTaHumn), Haxodswmxca Ha 3Ttane peructpauuun. B Hactoawmx TpeboBaHuAX He
paccMmaTpuBaloTCs akTUBHble hapMaueBTUyeckme cybctaHumm u (Mnu) nekapCTBEHHbIe
npenapatbl, HAXo4sWKecs Ha aTane KNMHNUYeCcKon paspaboTku.

Hactoqawme TpeboBaHua gonyckaeTcsl NPUMEHSATb B OTHOLLIEHUN CUHTETUYECKUX U
MONMYCUHTETUYECKNX aHTUOUOTUKOB U HU3KOMOMEKYIISAPHbLIX CUHTETUYECKUX NenTUAOB,
O[HaKo MONIOXEHUs1 HacToswmMx TpeboBaHMM HedoCTaTouHbl ANS  Haanexalero
onucaHus cneumgukaumm BbICOKOMOSEKYNAPHbBIX NenTUaoB U NOAMNENTUAOB, a Takke
BuoTexHonornyeckmx (buonornyeckmx) NnpenapaTos.

PagvnodapmaueBTnyeckme npenaparbl, NPOAYKTbI depmeHTaumu,
OJIMrOHYKNeoTuabl, feKapCTBEeHHble pacTuTernbHble npenapatbl U HeobpaboTaHHble
npenapaTbl XXMBOTHOMO U PacTUTENbLHOrO MPOUCXOXAEHUSA B HACTOALWMX TpeboBaHUSX He
paccMmaTpuBaroTCcs.

5. B HacTtosawmx TpeboBaHWsIX NPUBOAATCA yKasaHWs B OTHOLUEHUU KpuUTepues
npuemMnemMocTn, KoTopble Heobxogmmo paspabotaTtb AN BCEX  aKTMBHbIX
hapmMaueBTUYECKMX CcybCcTaHuMin u  (UnM) nekapCTBEHHbIX npenapaToB, TO €eCTb
YHUBEpPCAnbHbIX KPUTEPUEB MPUEMSIEMOCTM, a Takke creumanbHbiX KpuTepues
NPUEMIIEMOCTU, MPEedyCMOTPEHHbIX ANA OTAESbHbIX aKTUBHbIX dapMaLeBTUYECKMX
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cybcTtaHumMh n (Mnun) nekapcTBeHHbIX npenapatoB. Hactoswme Tpebosanua cnepyet
paccmaTpuBaTb Kak OCHOBHOE PYKOBOACTBO MO COCTaBMIEHMIO cneundukauun m sbibopy
KpuTtepneB npuvemrniemoctu. [lpy 3TOM nNpU  MNOSBNEHMM HOBbIX aHaNUTUYECKUX
TEXHOMOMMN U MOAUPUKALMKA  CYLLECTBYIOLINX TEXHOMOrMm npu  LOCTaTOYHOM
0b60CHOBaHMM criegyeT Takke MCNoNb30BaTb UX AAHHbIE.

6. B HacTosawmx TpeboBaHUAX paccMmaTpuBaloTCa crnefylolme neKkapcTBEeHHble
dopMbl:

a) TBepAble nekapcTBeHHble PopMbl AN NpuemMa BHYTPb;

6) xugkue nekapcrBeHHble OPMbl AN NpUemMa BHYTPb;

B) NeKapCTBEHHble (popMbl AN napeHTeparibHOro npumeHeHust (6onbloro wm
Manoro o6 LemoB).

7. YKasaHHble B MyHKTe 6 HacToswmx TpeboBaHUM NeKapCTBEHHble (opMbl
cnyxat Mogenamu, KotTopble 4onycKaeTcsa NPUMEHATb K UHbIM fleKapCTBEHHbIM hopmMam.
Mpn cocTtaBneHun cneundurkaunmin Ha Jpyrne nekapcTBeHHble opMbl (Hanpumep,
WHransiuMoHHbIE JIeKapCTBEHHble POPMbI (MNOPOLLKK, PacTBOPbLI U T.4.), NEeKapCTBEHHbIE
dopMbl AN MECTHOro MNpUMEHEHUs1 (Kpembl, Masu, renv) Wu TpaHcaepmarnbHble
nekapcTBeHHble bopMbl) cnegyeT npuberaTb K paclUMPEHUIO NOLXOO0B, ONUCaHHbLIX B
HacTosawmx TpeboBaHUAX.

8. B Hactoawmx TpeboBaHuAX nNpeacTaBreHO KpaTKoe OrnuMcaHue Kaxkaoro
nogxoga n ykasaHbl 06CTOATENBbCTBA, NPU KOTOPbIX OHWU NPpUMEHUMBI. [NpeanoxeHnsa no
MPUMEHEHUIO 3TUX KOHUEenuuin AOoMmKHbl 6biTb O0BOCHOBaHbI 3asBUTENEM W nepea
BbIMYCKOM  COrflacoBaHbl C  YMOMIHOMOYEHHbIM OpraHoOM rocygapctBa - uneHa
EBpasnmnckoro 9KOHOMMYECKOro cor3a (Jarnee COOTBETCTBEHHO - FOCYy[apCTBO-YSEH,
Coto3).

lll. OnpeneneHus

9. Ona uenenm HacTtoawmx TpeboBaHMA WCMNONb3YKOTCA MNOHATUS, KOTOpbIE
0O3HavaroT crnegyoLlee:

"ObICTPOpPACTBOPUMbIN JIEKAPCTBEHHbLIN Npenapart” - TBepabln NekapCTBEHHbIN
npenapat Ans npueMa BHYTPb C HeMeANeHHbIM BbICBOOOXAEHNEM CyMTaeTCcH
GbicTpopacTBOpMbIM, ecnnm He MeHee 80% OT 3asBfEHHOro  coAepKaHus
drapmaneBTMYECKONn CcybCTaHUMM pacTBopsieTCA B TeyeHue 15 MWUHYT B KaKOon U3
cnegytowmx cpeq: npy pH 1,2, 4,51 6,8;

"BHYTPUNPOU3BOACTBEHHbIE UCMbLITAHUA" - UCNbITAHUS, MNPOBOOMMbIE B
npouecce npomnsBoACTBa (papMaueBTUYECKOW cybecTaHumMm n (MNKn) nekapCTBEHHOro
npenaparta, HO He BXOAsWMWE B KOMMMEKC WUCMbITaHUA, NPOBOAUMBIX Mepesn BblMyCKOM
npoayKumm B obpalleHue;

"KOMOMHUpPOBaHHLIN MNpenapat” - feKapCTBEHHbIN MnpenapaT, CoAepXallunn
Bbonee ogHon hapmaLeBTUYECKON cybCcTaHumu;
"HemeaneHHoe BbICBOOOXAeHME" - MpoLecC pPacTBOPEHUA NeKapCTBEHHOrO

npenapata B >XenygO4YHO-KULLEYHOM CcOoAepXuMoMm 6e3 HamepeHust OTCPOYKM UNn
NPONOHrauum ero pactBopeHust unn abcopbunu;

"OTNoXeHHoe  (OTCpo4eHHoe) BbicBOOGOXAeHMe" -  BbiCcBObOOXOeHue
dapmaueBTUYECKON CyOCTaHUMM B MOMEHT BPEMEHU, HE COBNadalLNN CO BPEMEHEM



nocrne HenocpencTBEHHOro npuemMa BHyTpb;

"nonumopdunam" - HaxoxgeHme 0gHON 1 ToM Xe hapmaueBTMYECKON cybcTaHLmm
B pasnnyHbIX KpucTaninyeckmx dopmax, B TOM 4Yucne B BMAE NPOAYKTOB COfibBaTauunm
unu rmgpataunn (ncesgononimmopdbl) 1 aMopdHbIX opMm;

"npoaykT perpagaumu (NpoayKT pasnoxeHus)" - monekyna, obpasyoLwiadacs
BCNeACTBME XMMWUYECKOrO WM3MEHEHMSI MOIeKyrbl hapmaueBTMYeckon cybGCcTaHuum co
BpeEMEHEM U1 (Unn) Noa BO3OENCTBMEM OCBELLEHUS, TemnepaTtypbl, pH, Bnarm n 1.4. unm
npu B3aMMOAENCTBMM C BCNoMoOraTesibHbiIM BELEeCTBOM U (MSIM) CUCTEMOWN YNaKOBKM
(yKynopkm);

"NMposfioHrMpoBaHHOe  BbICBOOOXAEeHue" -  npouecc  BbiCBOOOXAEHMA
dapmaueBTMYECKONn CybCTaHUMM Ha NPOTSHKEHUW ONUTENbHOrO nepuoga nocrne
BBEAEHUS;

"pacTBopuTenb" - HeopraHMyeckas UM opraHnveckas XuUOKoCTb, UCNOSb3yemast
B KayecTBe cpeabl (HoCcUTEnNs) Ans NpuroToBEHNss PacTBOPOB M CYCNEH3UN NPU CUHTE3E
drapmavreBTMYECKON cybCcTaHUMM Unn Npou3BOACTBE fleKapCTBEHHOro npenapara;

"pauemat” - cmecb (TBepdas, XKugkasi, rasoobpasHasl) wnu  pacTBop
9KBMMOMAPHbIX KONMUYECTB [OBYX 3HAHTUOMEPOB, KoTopass He obrnagaeTr ONTUYECKOM
aKTUBHOCTbIO;

"cneunduyHoe wucnbiTaHUe" - uUCMbITaHWE, cuUUTaloLeecs MNPUMEHUMbIM B
OTHOLWLIEHUN onpefeneHHbIX dapmaueBTUYecKux cyoctaHumm mn (Unm) onpeneneHHbIX
neKkapcTBEHHbIX NpenapaTtoB B 3aBUCMMOCTU OT UX OCOBEHHOCTEn U (Unn) LeneBoro
Ha3HayeHus;

"cTaHOaApPTHbLIN obGpasey (ctanpapTHbIN matepuan)” - BeLllecTBoO,
Mcnonb3yemoe B KayecTBe CTaHaapTa (dTaroHa) nNpu KONMYECTBEHHOM ONpeaenieHun,
naeHTUUKaLmMmM NNn UCNbITaHUM Ha YUCTOTY;

"yHuUBepcarbHoe WCMNbITaHue" - WUCMNbITaHWe, cyUTarweecss MnoTeHUnanbHO
NPUMEHUMbIM KO BCeM apmMaueBTMYeckum cybctaHuuam u  (Mnn) KO  BCEM
nekapcTBEHHbIM npenapartam (Hanpumep, UCMbITaHUS NPU ONMcaHuK, naeHTudnkauuuy,
KONUYeCTBEHHOM ornpegeneHumn n onpegeneHnm npumecen);

"cpapmaueBTUYECKME CyOCTaHLUMM, XOpOLWO pacTBopuMble B Boge" -
hapMaLeBTMYECKME CYBCTaHUMM C COOTHOLIEHMEM "Ao3a BelwecTBa/pacTBOPUMOCTb
BellecTBa", MeHbWMUM unn paBHbIM 250 mn B gmanasoHe pH 1,2 - 6,8 (Hanpumep,
coeauHeHne A obnagaeT HauMMeHbLUen pacTBOPUMOCTbLIO, pasHon 1 mr/mn npun 37 *
0,5°C n pH 6,8, npeacraesneHo B Tpex pgosupoBkax: 100, 200 u 400 mr. Takon
neKkapcTBEHHbIN NpenapaTt cYUTaeTcsl ManopacTBOPUMbIM, NMOCKOSbKY €ro COOTHOLUEHWE
"no3a BewectBa/pacTBopuMocTb BewecTsa" coctasnset 400 mn (400 mr: 1 mr/mn = 400
Mi1) U TeM caMbiM npesbiwaeT 250 mn);

"XupanbHbIU" - He coBnagawoWuni MpU HaNoXeHUU 3epKaribHOro OTPaKeHUs,
NPUMEHSAETCS B OTHOLUEHUM MOMEKyr, KOHOPMauUUn M MaKpOCKOMUYECKUX OOBHLEKTOB
(Hanpumep, Kpuctannos). TepMUH Takke pacnpocTpaHaeTcs Ha obpasLbl BELLECTB, YbM
MOMEKymnbl  XupanbHbl, OaXe eCcnvM  MaKpPOCKOMUYECKOE  MHOXECTBO  MOSEeKyn
npeactaenseT cobon pauemar;

"3HaHTUOMEpLI" - N30MEpPLI, KOTOPbIE UMEIOT OANHAKOBbLIE COCTaB U XMMUYECKOE
CTPOEHUE, HO OTNMYAKTCHA MPOCTPAHCTBEHHbLIM PaCMoSIOXKEHMEM aTOMOB B MOJSIEKYSE U
ABMATCA HECOBMECTUMbIMU 3epKalbHbIMU OTPaXXEHUAMM.

Ona uenen HacTtoAwmx TpeboBaHun noHATUE "nNpuMecb” MNPUMEHAETCS B



3HayeHun, ornpegerneHHoMm B [lpaBunax Hagnexawen npou3BOACTBEHHOM MPAaKTUKMK,
NOHATUE "“KpUTEepuu nNpuemMnemMmocTu” MpUMEHSeTCA B 3HAYeHUW, onpeaerieHHOM B
PykoBoACTBE NO Ka4yecCTBY NeKapCTBEHHbIX pacTUTENbHbIX NpenapaToB (NpUMoXeHue K
PekomeHpgaunn Konnernn EBpasuinckon akoHommndeckon kommccum ot 10 mas 2018 r. N
6), nNoHATHe “"mMoaucuuMpoBaHHOe BbICBOOOXAEHUE" NPUMEHAETCH B 3HAYEHUM,
onpegeneHHoMm B PykoBoACTBE MO KayeCTBY JeKapCTBEHHbIX rpenapatoB C
MOAMMULUMPOBAHHBIM  BbiICBOBOXAEHMEM O npueMa BHYTPb  (MpuUnoXxeHue K
PekomeHgaunn Konnermm EBpasminckomn akoHoMmmieckom kommccum ot 16 doespanga 2018
r.N 2).

FAPAHT:

Mo-Bngnmomy, B TekcTe npedblgywero absaua pgonyuwleHa oneyatka. [aty
PekomeHgaunn Konnernm EBpasnnckon akoHommndeckom komuccumn N 2 crniegyet untatb
Kak "oT 16 aHBaps 2018 r."

IV. Buabl ncnbitaHmm

1. Mepuopunyeckmne (BbIGOPOUHbLbIE) UCNbITAHUSA

10. Tllepuogunyeckme (BbIGOPOYHbIE) MUCMNbITAHMS MNPOBOOATCA MPU BbINyCKe B
obpalleHne nekapCTBEHHOro npenapata Ha 3apaHee BblOpaHHbIX CEepusX akTUBHOW
drapmavreBTMYECKON cybecTaHumm 1 (Mnn) nekapcTBEHHOro npenapaTta (ganee - cepun) u
(vnKn) 4yepes 3apaHee YCTaAHOBIEHHbIE MPOMEXYTKM BpeMeHU (a He OTHOCUTENbHO
Kaxgon cepuum). lNpu 3aTOM cepun, He noABepraemble UCMNbITAHUAM, Takke OOJTKHbI
COOTBETCTBOBaTb BCEM KPUTEPUSIM MPUEMSIEMOCTU, NPeayCMOTPEHHbIM ANS aKTUBHOW
dhapmavreBTMYEeCKON cybcTaHuMmM n (M) nekapcTBEHHOro npenapara.

11. MNMpoBeneHne nepunogmyeckmnx (BbIBOPOYHLIX) UCMNbITAHUW NpeacTasnaeT cobown
HEMONHyK NporpamMMy UCMbITaHUK, WU, cregoBaTenbHO, UX Heobxoammo obocHoBaTb U
npeacTaBuUTb Ha YyTBepXAeHWe YMNOSIHOMOYEHHOMY OpraHy rocygapcrBa-ynieHa [o
Ha4yana npoBegeHus. Takon nogxon MPUMEHUM, Hanpumep, K UCMHbITaHUAM Ha
OCTaTO4YHble PacTBOPUTENN N MUKPOBUOSOrMYECKYD YUCTOTY B OTHOLUEHUM TBEPAbIX
nekapcTBeHHbIX (bopMm Ons npuvema BHyTpb. [lpyM nogjaye perncTpaumMoHHOro [oChe
nekapCcTBEHHOro npenapata 3asBuTeNb B psfde CrydaeB pacnosiaraet  nub
OrpaHN4YeHHbIMM [aHHbIMW, MNO3TOMY TakKoOW Mogxon crneayeTr peanu3oBbiBaTb Ha
nocTpernctpaumoHHom atane. Ecnn npu nepuogudeckux (BbIBOPOYHBIX) MCMbITAHUSX
obHapyxuBatoTCs Kakne-nnoo HEeCOOTBETCTBMS YTBEPXAEHHbLIM KpUTepmsm
npuemriemocty, o6 3TOM HeobxoouMmo  Haanexawum obpasoMm  yBeOOMUTb
YNOSIHOMOYEHHbIE  OpraHbl  rocygapcrB-ynieHoB. Ecnv  3TM HecooTBeTCTBUA
CBUOETENbCTBYIOT O HEOBXOAMMOCTM BOCCTAHOBMEHUS PYTUHHBIX UCMbLITAHUKW, cnegyet
BEPHYTb UCMNbITAHUS NPU BbINYCKE B OTHOLLEHUN KaXXA0W cepumn.

2. Kputepum npuemMnemMocTu npu BbiNnycke U B Te4eHUe CpoKa rogHoCcTu (cpoka
XpaHeHus)

12. Tllogoxod, CBAI3aHHbIM C  pasfnUYMEM KpUTEPUEB NPUEMIIEMOCTU  ANIS
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crnieundukaLmin Npu BbIMyCKe U B TeYeHMe CpoKa roAHOCTU (CpoKa XpaHeHus), NpUMeHNM
TOMbKO K NekapcTBeHHbIM npenapatam. OH npegycmaTtpuBaeT ycTaHoBneHue 6onee
CTPOrMX KpUTEpPUEB MPUEMNEMOCTU NPU BbINyCKe JIEKApCTBEHHOro npenapaTta no
CPaBHEHUIO C KpUTEPUSAMU NPUEMIEMOCTU, NPUMEHSEMbIMU B TEeYEHUEe Cpoka rogHOCTH
(cpoka xpaHeHust). [Ansg npyuMeHeHnsa Takoro nogxoga npumMepamu nokasaTtenen cnyxat
KONnYecTBEHHOE onpeaereHne n poacTBEHHbIE NPUMECH.

13. 3asButenb Bnpaee npeaycMoTpeTb 6onee cTporve CoBCTBEHHblE MNpenensl
KpUTEPMEB NPUEMIIEMOCTM HA MOMEHT Bbinycka, 4Tobbl 06ecneynTb yBEPEHHOCTb B TOM,
4yTO Ka4yecTBO neKapCcTBEHHOro npenapata ocTaHeTcs B npegenax
pernaMmeHTUPOBaHHOIO KpUTEPUSA MPUEMITIEMOCTU Ha NPOTAXKEHUN BCEro cpoka rogHoCTu
(cpoka xpaHeHus).

3. BHyTpI/InpOVI3BOp,CTBeHHbIe ncnbiTaHuA

14. B cneundukaumm He BKAOYAOT BHYTPUNPOU3BOACTBEHHbIE UWCMbITAHUS,
KOTOpble WCMOMb3yKTCA AN KOppeKuMn napameTpoB TEeXHOSIOrMyeckoro npouecca B
npegenax yYCTaHOBMEHHOrO Ans [OaHHOro TEXHOMNOrMYeckoro npouecca AuanasoHa
napamMeTpoB 3KcnyaTaumm (Hanpumep, UCMbITaHus Ha TBEPOOCTb M XPYMNKOCTb s4ep
TabneTok, Ha KOTOpble AOMMKHO OblTb HAHECEHO MOKPbITUE, W UCMNbITAHUA Ha
onpegerneHne maccbl oTaenbHbIX TabneTok).

15. OnpeneneHHble BHYTPUMNPOU3BOACTBEHHbIE WCMbLITAHWSA, MNPOBOAUMbIE B
npouecce npomMs3BOACTBa, OOMNYCKaeTCA NMPUMEHATb KaK LOCTaTOYHble MCMbITaHUA AJS
NoATBEPXOEHNSA COOTBETCTBUSA TpeboBaHMAM cneundmkaumm, ecrnm Takue xe UCnbliTaHus
BKMIOYEHbI B cneumgukaumio, a Kputepum npuemMnemoctT UAEHTUYeH TpeboBaHuio,
YCTaHOBMIEHHOMY B creundgukaumm, NpuMeEHsIEMON Npu BbINycke, Unun siensaetcs donee
cTpornm (Hanpumep, pH pacteopa).

16. BmecTe ¢ Tem 3TOT nogxoa Heob6xoaMmo BanuaupoBaTb AN AoKa3aTenbCcTBa
TOro, YTO (PYHKLMOHAIbHbLIE XapaKTEPUCTUKN NIAHUPYEMOrO K MONYyYEHUIO NPOoAYyKTa Unu
pe3ynbTaTbl ero UCMbITaHUA B NpoLiecce NPoM3BOACTBA HE U3MEHMUIUCE MO OTHOLLEHUIO K
roTOBOW NPOAYKLUN.

4. Bonpocbl NpoeKTUpoBaHUA (Au3anHa) n paspaboTku

17. Cneundukaumm cregyet CoCTaBnATb Ha OCHOBaHUM OMbiTa W [aHHbIX,
HaKoMMeHHbIX B npouecce pa3paboTkM akTUMBHOW drapMaueBTUYECKOM cybCcTaHuumn u
(vnKn) nekapcTBeHHoOro npenapata. Ha oOcCHOBaHMM 3TUX [OaHHbIX MOXHO BHOCUTb
npegnoxeHns ob uckrnoyeHnn, AobasBneHnn uUnu 3ameHe onpegesieHHbIX UCMbITaHUN.
Hanpumep, NCKniounTb:

a) uCMblTaHUss  Ha  MUKPOOMOMOrMYECKYHd  YMCTOTY  Ons  aKTUBHbIX
drapmaueBTUYeCKNX cybcTaHumn n (Mnun) TBepAblX NeKapcTBEHHbIX hOPM, KOTOpble B
npouecce pa3paboTku NOATBEPAUINN HECNOCOBHOCTL NOAAEpPXKMBaTb XN3HECNOCOOHOCTb
N POCT MUKPOOPraHM3moB (cxembl petleHnin N 1 u 2);

6) onpegeneHve BeLecTB, SKCTparnpyemMblx U3 ynakoBku, eCnun BbIS1o JoKa3aHo C
BOCNPOM3BOAUMbIMUK pe3yfibTaTaMK, YTO AKCTparnpyemble BellecTBa B JIEKapCTBEHHOM
npenapate He OGHapyXMBaKTCA WM WX CoOepXaHue YyOOBNeTBOpPHAeT npuemMnemMbiM



Kputepusim n TpeboBaHuamM 6e30nacHoOCTY;

B) UCNbITaHWEe Ha onpeferneHve paaMmepa 4YactuL B 3aBUCMMOCTM OT 3HAYMMOCTM
ANa  (PyHKUMOHAnNbHBIX XapakTepucTUK npoaykrta (MOXHO MpoBOAMTb B KavecTBe
MCNbITaHNA B NpoLiecce NpoM3BOACTBA UMK NPU BbIMyCKe).

18. UcnbiTaHne Ha pacTBopeHue TBepAblX NeKapCTBEHHbIX hopM ANnA npuema
BHYTPb C HEMEANEHHbIM BbICBOBOXAEHMEM, COAEPXKALLMX XOPOLLUO pacTBOpMMbIE B BOAE
aKTuBHble bapmaueBTUdeckne cybctaHumm, JOonyckaeTcs 3aMeHUTb Ha WUCNbITaHWe Ha
pacnagaemocTb, ecinn B Xxo4e pa3paboTkn Takme nekapCcTBeHHble NpenapaTbl NPOsiBASN
NOCTOSIHHOE ObICTpoe BbICBOOOXAEHWE dhapMaueBTUYECKOM cybcTaHumm  (Cxembl
peweHu N 3(1) n 3(2)).

5. Mpo6nemMbl orpaHUYEHHOCTU AAHHbIX NO Ka4YecTBYy Npu nogaye
perMcTpaLMoHHOro 4ochbe JieKapCTBEHHOro npenapara

19. Ha MOMeHT nogadn perucTpauuoHHOro [OCbe JIEKapCTBEHHOro npenaparta
AaHHble NO ero Ka4yecTBy ObIBAOT OrpaHNYEHHbIMU, YTO OKa3bIiBaET BAUSHME Ha npoLecc
YCTaHOBMNEHUS KpUTEPUEB NpMEMNEMOCTU. B CBA3M € 3TUM NO Mepe HaKoMmeHus onbiTa
npu NpomM3BOACTBE ONpeaenieHHON aKkTUBHOM hapMaueBTMYECKOW cybcTaHumm u (Mnu)
nekapCTBEHHOro npenapata TpebyeTca nepecMoTp KpUTEpUEB  MPUEMIEMOCTU
(Hanpumep, KpuUTeEpMEB MNPUEMMAEMOCTU COAepXaHust crneundunyeckon npumecnu).
Kputepun npuemnemMocTn Ha MOMEHT Nofdayn perncTpaumoHHOro 40Che JIeKapCTBEHHOro
npenapata cregyeT YyCTaHaBnNuBaTb Ha OCHOBaHMM Heobxogmmoctn obecneyunTb
Tpebyemyto 6e30nacHOCTb U 3(PPEKTUBHOCTb NEeKapCTBEHHOro npenapara.

20. lpu HanMMuuM Ha MOMEHT YTBEPXKOEHUS WUCMbITAHUA U KPUTEpPUEB
NPUEMIIEMOCTM JIMLb OrPpaHMYEHHbIX OaHHbIX MO KayYecTBY JfiekapCTBEHHOro npenapara
paHee YTBEPXAEHHbI€ WUCMbITaHUS WU KPUTEPUMM  MPUEMIIEMOCTM  HEoBXoauMo
nepecMoTpeTb MO Mepe HaKOMfEeHUs CBeAEeHWn, C Y4eToM MpoOBOAUMON MNpw
HeobxoanmMocTn mMoauduKaLmMm UCNbITaHUA N KpUTepueB npuemnemMocTun. [Jonyckaetcs
yCTaHaBNuBaTb Kak MeHee, Tak 1 bonee cTporme Kputepum NpueMnemMocTy.

6. Bbinyck no napameTtpam

21. Bbinyck no napameTpam Kak anbTepHaTMBa PYTUHHLIM MUCMbITAHUSAM MpK
BbIMyCKe OO0MyckaeTcsi UCMOMb30BaTb B OrPaHMYEHHbIX CNydasix U UCKMYUTENbHO Npwu
YyCrnoBUW MosfyvYeHnss odobpeHuss OoT YMNorIHOMOYEHHOTO OpraHa rocygapcTBa-yneHa
(HanpumMep, 3amMeHa WCMbITaHUS Ha CTEPUNbHOCTb AN NIeKapCTBEHHbIX NpPenapaTtos,
NOABEPratoLLNXCS 3aKMOYUTENBHOW (TEPMUHANBHOWM) CTEpUNU3aumMm, UX BbIMYCKOM MO
napametpam). B cnyyae 3ameHbl WCNbITAHUSE Ha CTEPUITbHOCTb BbIMYCKOM MO
napameTpaMm  BbIMyCK  KaXXOoW  Cepum  OCYLLEeCTBISiIeTCS  Ha  OCHOBaHUM
YOOBNETBOPUTENbHbLIX  Pe3ynbTaToB  MOHMTOPMHIa  onpedeneHHbIX  napaMeTpoB
(TemnepaTypbl, AaBnNeHUst W NPoAoIKUTENbHOCTM a3 (dasbl) TepMUHanbHOW
cTepunmMsauumn B Xxoge Npon3BoAcTBa NEKApCTBEHHOrO NpenapaTa). AT napaMeTpbl, Kak
NpaBuno, MOXHO KOHTPONMUPOBaTb U U3MEPSTb C GONblLUEN TOYHOCTbI, MO3TOMY OHU
bonee HagexHbl Npu obecrneyYeHUn CTePUNbHOCTU, YEM WUCMbITAHUE Ha CTEPUITbHOCTb
KOHEeYHOro npoaykta. B nmporpammy Bbinycka no napameTpam AornyckaeTcs BKMYaTb



COOTBETCTBYIOLIME NabopaTopHble UCMbITaHUA (HAaNPUMEpP, UCMOMb30BaHNE XUMUYECKOTO
nUnNn PU3NYECKoro MHAMKaTopa).

Mpexge 4yeM BHeOpsTb BbINyCK MO MapameTpam Mpouecc Ccrepunuaaumm
HeobOxooMMO OOSMKHbIM ob6pasom BanugupoBatb. CriegyetT Takke noaTBepxaaTb
COXpaHeHne BanuUAMPOBAHHOIO COCTOSIHUA MOCPEACTBOM MPOBEAEHMS peBanuaaumnm
yepe3 YCTaHOBIIEHHble WHTepBarnbl. [pu ocywecTBNeHMM BbiNycka MO napameTpamMm B
cneundurkaumio  HeobxoguMMO  BKNIOYUTL  MoKasaTenb  kadyectBa  (Hanpumep,
CTEPUIBbHOCTb), KOHTPONMPYEMbIA KOCBEHHO, a TaKkKe CCbIfIKy Ha CBS3aHHY C HUM
aHanUTUYEeCKy METOANKY.

7. AnbTepHaTUBHbIe METOAUKN UCNbITAHUNA

22. AnbTepHaTUBHble METOOMKM WCNbITAHUA [ONycKaeTcs MCNonb3oBaTb AfS
onpedeneHns nokasaTensl kadecTBa, €Cfii OHW MO3BOMNSOT KOHTPONMPOBATbL KayecTBO
aKTMBHOM papmaLeBTUYecKon cybcTaHumm 1 (Mnn) nekapcTBEHHOro npenapara B TOM e
CTeneHun, YTo U oduumnanbHO yTBEpPXKAEeHHas MeToamka, unu B 6oree BbICOKOW CTEMNeHM.
Hanpumep, ons TtabneTtok, KOTOpble, Kak ObINO [AOKa3aHO paHee, He pasnaralTcs B
npouecce NpPOU3BOACTBA, B LENSX BbIMyCKAKLIErO KOHTPOSS KayecTBa AonyckaeTcs
MCNonb3oBaTb CNEKTPOOTOMETPUYECKYIO METOAMKY, @ HE 0MUMANBHO YTBEPXKAEHHYHO
XpoMaTorpaduyeckyto. Tem He MeHee, B LENsX MOATBEPXKAEHUS COOTBETCTBUS
KpUTEpUsIM  MPUEMIIEMOCTM B TEYEHMEe Cpoka T[OAHOCTM  (Cpoka  XpaHeHusl)
nekapCcTBEHHOro npenapata HeobXxoguMO  UCMoONb3oBaTb  XpomaTtorpadumyeckyto
METOANKY.

8. ®apmakonenHble UCNbITAHUA U KPUTEPUU MPUEMIIEMOCTHU

23. B ®apmakonee Corw3sa, a npu OTCYTCTBMM B Hel - B papmakonesx
rocyaapcTB-4YrieHOB MpuBeAeHbl onpenerieHHble MeToauku (ganee - dapmMakonerHble
METOAMKM) WAWN CCbINKM Ha HuX. Bo Bcex cnydasx (ecnn He npeacTaBneHo MHoe
obocHoBaHue) crieayeT ncnonb3oBaTh hapMakonenHble METOLUKMW.

9. Pa3BuBarowmecsa TexHONorum

24. nOCKOJ'Ibe HerpepbiBHO paspa6aTblBa+0Tc;| HOBblE aHannMTn4yeckmne
TEXHONMOITMM N BHOCATCA WU3MEHEHUA B CylleCTBylOLlMe, cnengyetr wuncCnosb30BaATb
pa3BuBalOlLinecAa TeXHOJI0NMn, ecrnim OHU TMO3BOJIAKOT obecneunTb OOMOJTHUTENIbHYIO
rapaHTuio Ka4yecTtBsa UM nx npunMeHeHmne 060CHOBaHO MHbIMU npn4nHaMm € TOHKN 3peHnA
obecneyeHuns kayecTtBa unm 6esonacHoOCTn JIEKApPCTBEHHOIO npenapara.

10. BnusHue aktTuBHOM thapmaueBTUYECKOM CyOCcTaHUMM Ha cneundmnkaumm
NneKapCcTBeHHOro npenapara

25. Kak npasuio, HeT Heob6xoaAnMocCTH npoBOoAUTb UCMbITAHNA JIEKapCTBEHHOIO
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npenaparta no nokasaTensM KadecTBa, XapaKTEpPHbIM WCKITIOYUTENbHO AN aKTUBHbIX
hapmMaueBTMYEeCKMX cybcTaHumin. Hanpumep, nekapcTBeHHbIN npenapaT He TpebyeTtcs
MCMbITbIBaTb Ha HanuiMe NPUMECEN, KOHTPOSIb KOTOPbIX OCYLLUECTBISIETCA B aKTUBHOW
dapmaLeBTUYECKON CyOCTaHUMM M KOTOpPble CBsA3aHbl C MPOLLECCOM CUHTE3a, a He
ABMATCA NpoAaykTamu pgerpagauumun. [letanusmpoBaHHble CBefeHuUs npuBeaeHbl B
npasusiax Mo W3y4eHU0 MpUMECEn B JeKapCTBEHHbIX CpeacTBax W YCTAHOBEHWUHO
TpeboBaHM K HUM B cneumdukaumnsax, yTeepxaaemblx EBpasvinckon 3KOHOMUYECKOW
komuccuen (ganee - Komucens).

11. CtaHgapTHbIN oGpa3sey

26. KayectBo cTaHgapTHOro obpasua LOMKHO COOTBETCTBOBATb €r0 Has3Ha4YeHuo.
CtaHgapTHbin obpaseL, 4acTo XapakTepu3yloT U OLEHMBAKOT Ha MPUrogHOCTb ANs
LeneBoro HasHayeHuss C MOMOLLbI0 AOMOSHUTENbHbIX MEeTOAMK M MeTogoB. B
CTaHAapTHbIX obpa3suax akTMBHOW dpapMaueBTUYECKOW CyOGCTaHUuKM, NpeaHasHa4YeHHbIX
AN NCNONb30BaHMS B UCMbITAHMAX Ha KONMMYECTBEHHOE onpefeneHve, Heobxoaumo
Hagnexawmm obpasoMm wngeHTudunymposatb M (MNN) KOHTPONUPOBATb MNPUMECU W
onpeaensaTb YNCTOTY C NOMOLLbIO KONTMYECTBEHHON METOLMKM.

V. Tpe6oBaHuA K cneundukaymuam

1. OnpeneneHne n obocHoBaHue cneundukaummn

OnpepeneHue cneuncpunkayum

27. B pononHeHWe K WCMNbITaHUSIM NpU  BbINyCKe [ONycKaeTcs BKMYaTb B
cneumdmKaumio nepedeHb WUCMbITAaHUM B nNpouecce MpPOM3BOACTBA, NEPUOLNYECKMX
(BbIOOPOYHBIX) UCMbITAHUA W MNPOYMX MCMbITAHWA, KOTOpble HE BCerga npoBOAATCSA
nocepunHo. B nogobHbIX cuTyaumsax 3asBuTenb OOIMKEH YyKa3aTb, Kakue WCNbITaHWUS
NPOBOAATCA NOCEPUNHO, a Kakmne - HeT. Npn aToM HeobxoanmMo ykasaTb M 06OCHOBATbL
BblIGOp M 4YacToTy wuchnbiTaHuMW. AKTMBHaAA apmaueBTudeckass cybctaHuma wn (Mnu)
NEeKapCTBEHHbLIN NpenapaTt AOMKHbI YAOBMNETBOPATL KPUTEPUAM NPUEMIIEMOCTU, E€CIu
OHM noAaBepralTcs UCMbiTaHMAM. BHeceHne wu3ameHeHuM B cneuudukaumio nocne
YTBEPXXOEHNA PEerMcTpaumoHHOro [OoCbe JleKapCTBEHHOro nmnpenapata TpebyeTt, B
3aBMCMMOCTM OT BMOA MW3MEHEHW, NpOBeAEeHNa npeaBapUTENbHON 3AKCMNepTU3bl
YNOTHOMOYEHHbBIM OpraHoOM rocygapcTBa-yneHa.

O6ocHoBaHue cneuyudcdpunkauum

28. llpu nepBMYHOM cCOCTaBreHUN crneundukaummm HeobxogmMmo oBOCHOBaATb
KaXkay npeafiaraeMyro aHanuTUYecKyro MeTOOMKY U Kaxabl KpUTepun npnemMsiemMocTu.
Mpn o6oCHOBaHUM HEOBXOOUMO CCbhifaTbCA Ha COOTBETCTBYKOLUME [AaHHble MO



pa3paboTtke, TpeboBaHus dapmakonen Cow3a, a npu OTCYTCTBUM B HEW - Ha
COOTBETCTBYIOLIMNE [aHHble (bapMakornen rocyaapcrB-4YrieHOB, pesynbTaTbl UCMbITaHWUN
aKTMBHbIX bapmaueBTU4ecknx cybctaHumn u (MnNu) nekapCTBEHHbIX MpenapaTos,
MCNOJSIb30BAHHbIX B TOKCUKOMOTMYECKUX U KIMHUYECKUX WUCCNedoBaHuAX, a Takke Ha
pes3ynbTaTbl MCCIIEA0BaHNMA YCKOPEHHbIX M AOSITOCPOYHbIX UCCNefOBaHUN CTabubHOCTMN.
Kpome TOro, HeobxoguMmo yuuTbiBaTb MNpUEMMEMble Ananas3oHbl  BEPOSTHOM
BapnabenbHOCTM aHanUTUYeCcKOM MeTOOUKM U BEeposiTHOM BapuabenbHOCTU npouecca
NPOW3BOLCTBA JIeKapCTBEHHOrO Npenapara.

29. K obocHoBaHuMio cneundukaunn gonyckaeTca NPUMEHSTb MHble NOAXOAbl, He
onucaHHble B HacToAwmx TpebosaHusax. NpuMmeHeHne Takmx anbTepHaTUBHbBIX NOAXOO0B
TpebyeT obocHoBaHusa 3asBuTenem. [lpu obocHoBaHWKM chneundukaumn Heobxoanmo
PYKOBOACTBOBATbLCH [JaHHbIMW, TMOMYYEHHbIMM MO pe3ynbTaTaM CUHTe3a aKTUBHOW
drapmavneBTMyeckon cybectaHumMm n (MnNKn) npouecca MNpPomM3BOACTBA JfEeKapCTBEHHOIO
npenapata. pn 3ToM B KayecTBe 0BOCHOBaHMS MOXHO paccMmaTpuBaTb TeOpeTUYEeCKn
AonycTuMmble npefenbl ONA  KOHKPETHOM METOAMKM UMM KOHKPETHOro  Kputepus
npuemnemoctn. OgHaKo He3aBUCMMO OT MPUMEHSIEMOro noaxoda OCHoBoOMosiararwmumMmm
ABNAIOTCA 3KCNepuMeHTarnbHble hakTuyeckme pesynbTaTbl.

30. lpu coctaBneHMn n o0BOCHOBaHMM cneumdukauum crnegyet yuuTbiBaTb
pesynbTaTtbl  UCNbITAHWMA  CEPU,  BKIIOYEHHbIX B MNporpamMmy  uccrnenoBaHun
CcTabunbHOCTW, a TakkKe Ccepuir, MNONYYEHHbIX Mpyv MacwTabupoBaHun (Banugauumm)
npouecca. Heobxogmmo ocobo npoaHanuanpoBaTb pe3ynbTaTbl U3YYEHUA MCXOAHbIX
cepun, ucnonb3yemblx AN UccnegoBaHun ctabunbHocTW. Ecnn  nnaHupyeTtcs
MCMNONb30BaHNE HECKOSIbKMX MPOU3BOACTBEHHbLIX MMOWALOK, TO MNpWU MNepBOHaYaribHOM
BblOOpE OCHOBHbIX WCMbITAHUMA U KPUTEPUEB MPUEMSIEMOCTU LOMYyCKaeTCs Y4uTbiBaTb
AaHHble, NOSlydYeHHble Ha 3TUX nnowagkax. ITO HeobxoAMMO B cryyae, ecnu He
MMeeTCs  [OCTaTOMHOro  nepBOHayanbHOro  onbiTa  MNPOU3BOACTBA  AKTUBHOW
drapmaneBTMYeCKOn cybCcTaHuMM W (MNK) NekapCTBEHHOro rnpenapata Ha AaHHOW
Npou3BoACTBEHHOM nnowaake. Ecnn  pgna  Bblbopa UCNbITAHUM UM KPUTEPUEB
npuemMnemMocTn ucnonb3dyetca 1 penpeseHTaTUBHas MPOU3BOACTBEHHAsA nnowiagka, To
NPOAYKT, NPOU3BEAEHHbIA Ha OCTalnbHbIX NNowaakax, AOSMKEH COOTBETCTBOBATb 3TUM
KpUTEpPUSIM.

31. PesynbTaTbl uMCObITaHUA nNpu  OBOCHOBAHUW  OTAENbHbIX  KpPUTEpUEB
npuemMnemMocT (B YaCTHOCTW, 3HAYEHUN KOJSIMYECTBEHHOIO COLEPXaHUS aKTUBHOW
drapmaLeBTUYECKON CyOCTaHUMM U POACTBEHHbLIX MpUMecen) crnegyeT MakcumasibHO
npeacTaBnaTb B rpaduyeckon coopme. lNpu Takon opme npencraBreHnss pesynbTaToB
HeobXo4MMO BKIOYNTL B cneumdukaunio gaHHble, NoflyvYeHHble Ha cTagun pas3paboTkm
NeKapcTBEHHOro npenapara, a Takke uMelwmneca faHHble O CTabunbHOCTU cepuit
aKTMBHOW  (papmaueBTudeckon cybcTaHuMMm WMNUM  NeKapCTBEHHOro  npenapara,
NPoOn3BeLEHHOro C NOMOLLbLIO Npeasfiaraemoro rnpowuecca nNpovMs3BOACTBa NeKapCTBEHHOTO
npenapara.

32. MNMpn 060CHOBAHUN WUCKMAKOYEHUA UCMNbITAHUS U3 crneundukaymm Heobxoanmo
PyKOBOACTBOBATLCA [AaHHbIMM O paspaboTke M Banvgauuu npouecca MNpouM3BOACTBA
nekapcTBEHHOro npenapara (ecrnv NpUMeHNMO).

2. YHuBepcanbHble UCNbITaHUA (KpUTEpPUXU NPUEMIEMOCTH)
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33. lNpun BbINONHEHUN TpeboBaHWK, yKasaHHbIX B MNyHKTax 34 - 36 HaCTOSALMX
TpeboBaHun, HeobxoaMMo Takke ydnTbiBaTb TpeboBaHus PykoBoacTBa No Banugauuu
aHanUTUYeCKUX  MEeTOAMK  MNPOBEdEHUs  UCMbITAHUW  JNIeKapCTBEHHbIX  CPeacTs,
yTBepXaeHHoro PeweHnem Konnermn EBpasninckon 3KOHOMUYECKOM Komuccunm oT 17
nionsa 2018 r. N 113.

AKTUBHbIe papmMaLeBTUYECKue cybecTaHumum

34. Cnegytowune UcnbiTaHUSA U KPUTEPUN NPUEMIIEMOCTU OLLEHKN pe3yribTaToB 3TUX
NCNbITAHU NPUMEHMMBbI KO BCEM aKTUBHbIM (papmMaLeBTUYEeCKUM CyBCTaHUMAM:

a) onucaHne - KayeCTBEHHas XapaKTepuctmka (pu3ny4eckoro COCTOAHUSA
(Hanpumep, TBepaoe BELLECTBO, XMAOKOCTb) M LBeTa akTUBHOM apmMaueBTUYEeCKOn
cybctaHumn. Ecnnm OogHO M3 3TUX CBOWCTB M3MEHSETCA MNpPU XpPaHEHUN aKTUBHOW
drapmaLeBTMYECKON CcyDOCTaHUMKN, Takoe M3MEeHeHUEe HeobXOoOMMO M3YyYUTb U NPUHATb
HeoOXxoguMble Mepbl ANS ero npefoTBpalleHns UM COOTBETCTBYHOLLENO OTPaXeHusl B
cneumdukaumu,

6) noeHTudukaumsa. McnblTaHns naeHTudukauumn OoMKHbl AaBaTb BO3MOXHOCTb
Haunydwmnm obpasom pasnuyaTb COeaUVHEHUs C OnNU3KOPOACTBEHHOW CTPYKTYPOW,
KOTOpble MOryT C BbICOKOW [0Sfien BEepoATHOCTM TMPUCYTCTBOBaTb B aKTUBHOW
dapmaueBTnyeckon cybctaHumm u (Mnn) nekapcTtBeHHOM npenapate. KcnbiTaHus
noeHTuuKkaumm  OOMmMKHbl  OblTb  CNEUUdUYHLBIMW B OTHOLUEHMM  aKTUBHOW
gapmaueBTnyeckon  cybctaHuum  (Hanpumep,  MHpakpacHas  CNEKTPOCKOmnus),
UCNbITaHNWE TOMbKO C MOMOLLB XpoMaTorpau4eckoro BpeMeHU YAepXaHUs He
cuntaetcsa cneundunyHbiM. Micnonb3oBaHue 2 xpomaTtorpadonyeckmx MeToamK, B KOTOPbIX
pasfgeneHne AeTekTUpyeMblX BELLECTB OCHOBAHO Ha pasfuyHbIX MNpUHUMNax, Wim
obbeanHeHne ucnbiTaHu B 1 metoaunky (Hanpumep, BOXX/Y® Ha anogHon matpuue,
BOXXX/MC wnn TX/MC) asnsetca npuvemnembiM. Ecnv akTnBHas apmaueBTuyeckas
cybcTaHuMs npencrasnser cobon conb, UCMbITaHWe WAEHTUUKAUUK OOSMKHO OblTb
cneunduyHbIM B OTHOLLEHUN KaXXaoro U3 MOHOB. [lonyckaeTcs npoBedeHne UCMbITaHus,
cneunduyHoro B OTHOWeEHWW camonm  conn. [Ona  OnNTUYECKM  aKTUBHBLIX
dapmaueBTUYECKNX cybcTaHuu crnegyeT npeaycMoTpeTb NpoBeaeHue crneundunuyHoro
UCMbITaHNA AN UX MOEHTUMKAUUM UK NpoBeAeHUe KONMYECTBEHHOro onpeaeneHns,
crneunduyHoOro B OTHOLLEHUN XMparibHOrO COeANHEHWS;

B) KONMMYecTBeHHOe onpegeneHve. [Ons onpegeneHvss  cogepXaHus B
aHanuanpyemom obpasue akTuBHOM papmMaueBTUYeckon cybcTaHumMmM Heobxoammo
BKMIOUYNTL B cneuyndukaumio CrneunmuyHyto MeToanKy, MNO3BOMSOWYK nonyyaTb
cTabunbHble pe3ynbTaTbhl. Bo MHOMMX criydyasx gonyckaeTcs MCNosib3oBaTh OOHY U Ty Xe
MeToauky (Hanpumep, BOXX) kak Ana KONUMYECTBEHHOro onpegeneHns akTUBHOM
drapmavreBTMYECKON cybCcTaHumMK, Tak 1 Ans onpegeneHuns cogepXxaHus npumecen. Ecnu
npencraBneHo obocHoBaHue NCNonNb30BaHUA HecneunguyHom MeTOOUKN
KONMMUYEeCTBEHHOIrO onpeaeneHus, ons JOCTUKeHus obuwen cneumdmuyHocTM HeobxoamMmo
Mcnonb3oBaTh Apyrue NoATBepXKAalowme MeTOAUKM ucnbiTaHun. Hanpumep, ecnu ans
KONMMYECTBEHHOrO  onpeneneHuns aKTUBHOM  dpapmaueBTMYecKon  cybcTaHuum
MCNonb3yeTca TUTpoOBaHWe, HeobXo4MMO MCMONb30BaTb KOMOUHALUMIO KONNYECTBEHHOIO
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onpeneneHnsa n noaxoasLlero UCnblTaHUs Ha CoaepXXaHue npumecy;

r) npumecn. B cneumdukaumm ykasblBalOTCA OpraHMYeckue M HeopraHudeckue
npuUMecK, OCTaTO4YHble pacTBOPUTENWU. JKCTpanonauuMs  3HaA4YMMbIX  Mpenernos
coaepXXaHusa npumecen Ha OCHOBE AaHHbIX, NOMyYeHHbIX B Xo4e pa3paboTku, onnucaHa B
cxeme peweHnn N 4. Tlockonbky Ha MOMEHT Modayn pPerucTpaumoHHOro Aocbe
NeKkapcTBEHHOro npenapaTta AaHHble ONS OLUEHKU MOCTOSIHCTBA npouecca MoryT ObiTb
HeJOCTaTOYHbIMUY, HE [OMyCKaeTCa yCTaHaBnmMBaTb KPUTEPUU MPUEMITIEMOCTU, KOTopble
OXBaTblBAOT TOMbKO [aHHble aHanuMsa cepun, UMelWMecs Ha MOMEHT nodayvu
perncTpaumMoHHOro AoChe fiekapCTBEHHOMO npenapara.

JlekapcTBeHHble npenapaTbl

35. Cneaytowmne ucnbiTaHnsa U KpUTEPUN NPUEMINEMOCTUN OLEHKN pe3yrbTaToB 3TUX
NCNbITAHN NPUMEHMMbI KO BCEM rpyrnnam fiekapCTBEHHbIX NpenapaTos:

a) onucaHne. B cneuudomkauum NpuBOAUTCA  ONUCaAHME  Ka4yeCTBEHHbIX
XapakTepuUCTUK BHELLUHEro BMAa NekapCTBEHHOM hopMbl (Hanpumep, pasmep, opma u
uBet). Ecnn ogHO mM3 9TMX CBOWCTB U3MEHSIETCA B XOA4e npoLuecca Mpov3BOACTBA
NekapCTBEHHOro npenapata Wnu npu XpaHeHWW IeKkapCTBEHHOro npenapaTa, Takoe
M3MEeHeHne HeobxogMMO U3yuYnTb W MNPUHATE Heobxogumble Mepbl Onsa  ero
npeaoTBpaLLEHNss MM COOTBETCTBYHOLLEro OTpaxeHuss B creumdumkaumn. Kputepum
NPUEMIIEMOCTM OOSKHbI BKMNOYaTh B cebs BHELWHWA BWA NekapCTBEHHOro npenapara.
Ecnn npu XxpaHeHUM nekapcTBEHHOro npenapata MeHsieTcda ero uBeT, TO B
cneumdmrkaLmo Heob6XoaAMMO BKIIOYNTE METOAUKY KOSIMYECTBEHHOWN OLEHKM;

6) wuageHTUUKauma. WcenblTaHua uMAeHTUMUKaAUMM  OOSMKHbI  yCTaHaBnMBaTb
NOAMMHHOCTb aKTUBHON bapmaueBTUYECKON cybCcTaHUuM B NIeKapCTBEHHOM npenapare,
a Takke pfaBaTb BO3MOXHOCTb Haunyydywmm obpasom pasnuyatb COefUVHEHUs C
BGnN3KOPOLACTBEHHOM CTPYKTYPOM, KOTOpble MOryT C BbICOKOW [JOfen BepOATHOCTU
NPUCYTCTBOBATb B COCTaBE aKTMBHOW dhapmaueBTUYECKOM cybcTaHumm u  (Mnu)
rniekapCcTBEHHOM npenapaTte. NcnbiTaHma naeHTndmnkaumm OmkHbl ObiTb cneumduyYHbIMM
B OTHOLIEHMWN aKTUBHOM (papMaueBTMYeCcKOW cybcTaHumm (Hanpumep, WHgpakpacHas
CMEKTPOCKONUS), WUCMNbITaHNE TOMbKO C MOMOLLBLID XpoMaTorpapuyeckoro BpeMeEHMU
yoepXXaHna He cyutaeTca cneuududHbiM. Mcnonb3oBaHne 2 XpomaTorpaduyeckux
MeTOAUK, B KOTOpPbIX pasfgerieHne coeanHeHun C Ormn3KopoLCTBEHHOM CTPYKTYPOW
OCHOBa@HO Ha pasnU4YHbIX MNpuvHUMNax, unm obbeguHeHue ucnbiTaHunm B 1 MeToAuKy
(Hanpumep, BIOXX/Y® Ha pguogHon matpuue, BIOXKX/MC wnu TX/MC) gasngetcs
npuemMnemMbiv;

B) KONMW4YeCTBEHHOe onpefeneHne. B oTHoweHMM BCex NeKapCTBEHHbIX
npenapaTtoB [ANA OMpefeneHns CoAepXaHUsa LeneBoro KOMMOHEeHTa (BellecTBa)
HeobXoaAMMO BKIOYUTL B cneumdurkaumio cneumuyHyto MEeTOAMKY KONMUYECTBEHHOrO
onpeaeneHnd, no3BoNsALWY Nofyvyatb ctabunbHble pesynbTatbl. Bo MHOrMx cryvasax
AonyckaeTcs ucnonb3oBaTb OAHY M Ty e MeToauky (Hanpumep, BOXKX) kak gnsa
KONMMUYECTBEHHOIrO onpeaeneHns akTMBHOM dhapMaueBTUYEeCKOn cybcTaHumu, Tak U ans
onpeaeneHnsa cogepXxaHusi npumecen. [Ans KONMYECTBEHHOro onpeneneHusi akTUBHOM
gapmaueBTMyeckon cybcTtaHuuMM B NEKapCTBEHHbIX rnpenapaTax [onyckaeTcs
MCMNoNb30BaHWe pesynbTaToB UCMNbITaHUMA HA OQHOPOOHOCTL COAEPXaHUs, ecrnn MeToAabl,



ucrionb3yemble Ona onpeneneHuss OAHOPOAHOCTU COAEPXaHUA, SABMNAITCA Takke
npuemnembiMmn Ansi KONIMYECTBEHHOrO onpeaeneHns. Ecnu npegcrasneHo o6ocHoBaHme
MCNOSIb30BaHNA HecneunuyHon METOAMKU KONMUYECTBEHHOrO onpeneneHud, angd
OOCTMXeHnss  obwen  crneumdumyHocTM  HeobxoguMmo  MUcnonb3oBaTb  Apyrue
noaTBepXxaawowme MeToauKM ucnbiTaHuin. Hanpumep, ecnn ans  KONUYECTBEHHOrO
onpegeneHna akTuBHOW dhapmaueBTUYECKOW CyOCTaHUMM MCNONb3yeTca TUTPOBaHUE,
HeobxoaAMMO  UCMonb3oBaTb  KOMOWHAUMIO  KONMUYECTBEHHOrO  OnpefenieHns  wu
nogxogsuwero UCnblTaHUA Ha cogepxaHwe npumecn. Ecnu B criydae ucnonb3oBaHUS
HecrneunduyHon MeTOOUKM KOSIMYECTBEHHOro OrnpedeneHns MMEeKTCa [AaHHble O
BNUAHUN  BCNOMOraTefnbHbIX BeLeCTB Ha pesynbTatbl aHanusa, Heobxogumo
MCcnosib3oBaTb CNEUNdUIHYIO METOOUKY;

r) npumecn. B cneumdumkaunm ykasblBalOTCA OpraHMYecKkne n HeopraHuyeckue
npuMecu, NPoayKTbl Aerpagaumn (NPoayKTbl pasfioXeHUs), OCTaTOYHble pacTBOPUTENN.
OpraHunyeckune npumecwy, obpasytoLimnecs npwu aerpagauum aKTUBHOM
hapmauieBTMYECKOM cybCcTaHumu, 1 npuMmecu, obpasyroLmeca B npouecce npon3BoacTaa
nekapcTBEHHOro npenapara, nognexart KoHTposito. CnegyeT yCTaHOBUTbL NpuemnemMble
npegensl coaepXaHnsa UHOMBMAYarbHbIX cneumduumMpoBaHHbIX NPOAYKTOB Aerpagaumm
(NMpOAYKTOB pasfoXeHus), KoTopble NPeacTaBnsT CobOM Kak MOEHTUMPUUMPOBAHHbIE,
Tak n HemgeHTMMUMPOBaHHbIE NPOAYKTHI Aerpagaumm (NPoayKTbl pasnoXeHus), a Takke
npegensl CyMMapHOro cofepXaHusi NpoayKToB Aerpagauumn (NpoayKToB passiokeHus).
Mpumecn, obpasyowmecs B MNpouecce CUHTe3a akTMBHOW (hpapmaueBTUYECKOU
cybCcTaHumMun, Kak NpaBuno, KOHTPOSIMPYHOTCA Ha CTaguun ee UCNbITaHUsS U He BKINKYaloTCs
B npeden coaep)aHus CyMMbl npumecen. Ecnn TexHomnornyeckas npumechb sBnsieTcs
Takke NPOAYKTOM Aerpagauumn (NPOAYKTOM pasfnoXeHud), ee coaep)kaHme Heobxoammo
KOHTPONMPOBaTb M BKIKOYUTL B Npeden CoAep)XaHus CyMMbl MPOAYKTOB Aerpagaunu
(MpoaykToB pasnoxeHus). Ecnn ¢ nomowbio Hagnexawen aHanuTUY4ecKon MeTOOUKU
OAHO3HAYHO [0Ka3aHO, YTO aKTMBHaA pbapmaueBTUYeckas cybcTaHuus, Bxoasdlias B
COCTaB KOHKPETHOro feKapCTBEHHOro npenapaTa, B KOHKPETHbIX YCMOBUSX XpaHeHus,
yKa3aHHbIX B pPerncTpaumoHHOM [0Cbe JIeKapCTBEHHOro npenapara, He nogBepraeTcs
gerpagaumm, TO MOCre perncrtpaumMm Takoro fekapCTBEHHOro npenaparta Mo
COrnacoBaHuMio C YNOSIHOMOYEHHbLIM OpPraHoOM JOMNycKaeTCcs CoOKpaTuTb 06bEM UCMbITaHUSA
Ha onpefeneHve cogepXxaHusi NPOAYKTOB Aerpagaumu (NPoAYKTOB PasfoXeHud) unu
NCKMIOYNTb ero u3 cneymdukaumnm.

36. B cxeme pewennn N 5 onucaHa 3KcTpanonsaumsa 3HayvMMbIX Mpenenos
CoAepXaHua nNpoAYyKTOB Aerpagjaumm (NpOAYyKTOB pPasfioXeHWs) Ha OCHOBE [AaHHbIX,
NoslydeHHbIX B npouecce paspaboTkn. Ha MOMEHT nogadm permcTpauyMoHHOro OOChbe
nekapCTBEHHOro npenapara faHHble NS OUEeHKM NOCTOSIHCTBa npoLecca Nnpon3sBoacTea
flekapCTBEHHOro npenapata MoryT ObITb HegocTaTouHbiMM. B CBA3M C 3TUM  He
AonycKaeTcsa yCTaHaBNuUBaTb KPUTEPUM MPUEMITEMOCTU, KOTOPble OXBAaTbIBAKOT TOJSIbKO
AaHHble aHanuMsa cepuir, UMelmreca Ha MOMEHT nofdayvv pPerucTpaumMoHHOro Oocbe
nekapCTBEHHOro npenapara.

3. CneundnyHble UCNbITaHUA (KPUTEPUU NPUEMITEMOCTH)

37. lMoMMmO yHMBepcarnbHbIX WCMNbITAHWUW, YKa3aHHbIX B rMyHkTax 34 - 36



HacToAwmnx TpeboBaHW, B OTHOLUEHMM OTAENbHbIX AaKTUBHbLIX apMaueBTUYEeCKMX
cybctaHuMn 1 (MNKn)  NEeKapCcTBEHHbIX npenapaTtoB  TpebyeTtca  npoBeaeHue
OOMNONMHUTESbHBIX WUCMbITAHUW, OMWCAaHHbLIX B HacToswem pasgene. Ecnu wvcnbiTaHne
OKasblBaeT BMUSHWE Ha KOHTPOSIb Ka4yecTBa Cepun akTMBHOW dbapMaueBTUYECKOMN
cybctaHuMm un (Unu) nekapcTBEHHOro mnpenaparta, B cneuudukaumio Heobxogmmo
BKIMIOYNTL MHAMBUAYANbHbIE WUCMbITAHUA (KpuTepun npuemnemocTtn). B oTaenbHbIX
crnyyasax (Hanpumep, nMocre HakonfeHus [aHHblX 006 M3MEeHeHuAX KadecTsBa
nekapCTBEHHOro npenapata) TpebyeTca npoBeAeHME  WUHbIX  AOMOSNIHUTENbHbIX
NCMbITaHNN.

CneuncunyHblie ncnbiTaHUsA (KpUTEPUN NPUEMIIEMOCTU) ANA aKTUBHbIX
chapmMaueBTUYECKUX CyOCTaHLMN

38. Cnepytowme cneunuyHble UCMbITaHUS U KPUTEPUM MPUEMITIEMOCTU OLEHKM
pe3ynbTaToB 3TMX WUCMbITAHWA MNPUMEHMMbI KO BCEM aKTUBHbIM (hapmMaLeBTUYECKUM
cybecTaHumam:

a) PM3MKO-XMMUYECKME CBONCTBA. YKasaHHble CBOMCTBA BKIO4YAlOT B cebs B TOM
yncrne pH BogHoro pacTtBopa, TemnepaTtypy (AvanasoH TemnepaTyp) nnaBfeHus u
nokasatenb npernomnenuns. MeTogukn, ucnornb3yemble ONA onpefeneHust ykasaHHbIX
CBOWCTB, Kak MpaBuSiO, YHWKaNbHbl U He TPeOYylT CHOXHbIX U3MepeHun (Hanpumep,
KanunnsapHbli MeTo4 onpefeneHns TemnepaTtypbl nnaBneHus, pedpakToMeTpusa no
Ab6Ge). WcnblTaHna, BbIMONHAEMble C Uernblo NoaATBEpPXAeHUs (OU3UKO-XUMUYECKUX
CBOMCTB, He0bBXoOMMO MPOBOAUTH HA OCHOBaHUU (PU3NYECKUX U XMMUYECKUX CBOWCTB
aKTMBHOM (hapmMaueBTUYECKOM CybCTaHUUKM 1 ee LeneBoro Ha3Ha4vYeHus;

6) pasmep yactuy. [Ona HEKOTOPbIX aKTUBHbLIX hapMaueBTUYECKUX CyOCTaHUMN,
npefHasHa4YeHHbIX OS5 UCMONb30BaHUA B TBEPAbIX JIEKAPCTBEHHbIX MNpenapaTtax unu
CYyCMeH3nsax, pasMep YacTuy, OKasblBaeT 3HauyuTenbHOe BIfUAHME Ha CKOpPOCTb
pacTBOPEHUs, BMOOOCTYNHOCTb WM (Mnu) ctabunbHOCTb. B Takmx cnydyasx cnegyet
YCTaHOBUTb KpUTEPUU MPUEMMEMOCTM W NPOBOAUTb UCMbITaHWE MO OnpeaeneHuto
pa3mepa YacTul C UCMNofb30BaHMEM COOTBETCTBYHOLEN MeToankn. B cxeme peweHnn N
6 npencTtaBneHbl OOMOMHUTENbHbIE MOSICHEHUA B OTHOLUEHUM WMMEIOLLMXCA Clyyaes
NpoBeAeHNa UCNbITAHNA MO onpeadeneHnto pasmepa YacTuu,;

B) nonMmopdHble hopMbl. HekoTopble akTUBHbIE dapmaleBTUYeCKue cybcTaHumnm
CYWEeCTBYHOT B pasHbIX KpuUcCTarnmyecknx popmax, KOTOpble pasnuyarTca no CBOUM
dumanyeckum ceorctBaM. [lonumopcmnam Takke BKNYaeT B cebs  nNpoaykThbl
conbBaTtauumM 1 rugpataumm (ncesgononmmopdbl) U amopdHble dopmbl. Pasnuuna B
npodune ykasaHHbIX OPM B HEKOTOPbIX Criydasdx OKasblBalOT BUSHME HA KavyeCTBO U
JPYHKUNOHAamNbHbIE XapaKTEepUCTUKM NeKapCTBEHHbIX MpenapaToB. Ecnn cyuwecTByloT
nogobHble pas3nnuMs ¢ AoKasaHHbIM BIIMSIHUEM Ha (PYHKUMOHASbHbIE XapaKTePUCTUKU
nekapcTBEHHOro npenapata, ero 6uoooCTYyMHOCTb WM CTabWUNbHOCTb, TO B
cneundukaumm  HeobxooMMO  yKasaTb COOTBETCTBYKOLlEE COCTOAHME  TBEpPOOoro
BewlecTBa. PU3MKO-XMMUYECKME U3MEPEHUS U MeToAbl OObIMHO WCNONb3yKTCA AN
onpefeneHnsa Hanuumusi HEeCKOSbKMX MNOSIMMOPQHBLIX hopM (Hanpumep, onpeneneHve
TOYKM NNaBreHnsa (BKNKYas MUKPOCKOMUIO MNPU BbICOKOW TemnepaTtype), nHpakpacHas
crnektpockonusa (MK) onsa Belwects B TBEPAOM COCTOSIHUW, MOPOLLUKOBAA PEHTreHOBCKas



Andopakums, METOANKN TepPMUYECKOro aHanmsa (BkNtovas
anddepeHunansHo-ckaHupyowyto  kanopumetputo  (OCK), TepmorpaBumeTpuyeckmi
aHanua (TTA) n puddepeHumanbHo-Tepmuyeckun aHanud ([OTA)), PamaHoBckas
CMEKTPOCKONUS, CBETOBas MMUKPOCKOMUA U CMEKTPOCKONUA SAepHOro MarHUTHOro
pe3oHaHca (AMP) onsa BewecTB B TBEPAOM COCTOSAHUM).

B cxemax peweHun N 7 (1) - 7 (3) npeactaBneHbl 4ONOSTHUTESbHbIE MOSCHEHWS,
Korga W Kak cnegyet KOHTpOnvMpoBaTb W aHanusvpoBatb MNONMMOp@HbIE OPMbI.
Yka3aHHble CXeMbl peLleHnn cnegyeT NPpUMMeHATb nocrnenoBaTesibHoO.

B cxemax pewenun N 7 (1) n 7 (2) npencrasneH anroputMm Ans onpeneneHus
TOro, NPOSIBMSET NN akTUBHas bapmaveBTudeckasa cybctaHums nonuMopdnsm u BrMSIOT
nn  pasnuyHble NOoNMMOpPMHbIE  (OpMbl  Ha  (PYHKUMOHAIbHbIE  XapaKTepUCTUKN
nekapcTBEHHOro npenapara.

Cxemy pewennn N 7 (3) cnegyeT ucnosib3oBaTb B TOM Criydae, €Ciniv akTMBHas
hapMaLeBTMYECKas CybcTaHUusA NposiBNsieT NoMMopdn3amM 1N OH OKasbiBaeT BIUAHNE Ha
YHKUNOHanNbHbIE XapaKTepUCTUKN neKkapcTBEHHOro rnpenapaTta. C NOMOLLbIO 3TOW
CXeMbl pelleHnn cnegyeT npoaHanu3MpoBaTb BO3MOXHOCTb W3MEHEeHur npocuns
nonuMopdHbIX (hopM B nekapCTBEHHOM npenapaTte, a TaKke CNOCOBHOCTb TaKux
N3MEHEHNN OKa3blBaTb BIISHWE Ha PYHKLUWOHAamNbHbIE XapaKTepUCTUKU NeKapCTBEHHOIO
npenapara.

Kak npaBumno, o4eHb TPyoHO TEXHUYECKU MpoaHann3npoBaTb MNONUMOPGHLIE
M3MEHEHNA B JeKapCTBEHHbIX MpenapaTtax. B uenax koHTpons dYyHKUMOHANbHbIX
XapakTepuUCTUK JeKapCTBEHHOro npenapata O6bIYHO  UCMOMb3YTCA  KOCBEHHbIE
ucnblTaHna (Hanpumep, pacteBopeHue) (cxema peweHnn N 7 (3)), a onpegeneHve
cogepxaHua nosiMmopdHbIX POpPM N yCTaHOBIIEHWE KpuTepueB MpuemMrnemMocTu Ans
TaKoro UCMbITaHWsa criegyeTt NpoBOAUTL TOMBKO B KpaHeM criyyae;

r) UCNbITaHUS ON1S XupanbHbIX akTUBHbIX (hapMaueBTUYeckux cybcTtaHumn. Ecnu
aKTMBHas dapmaueBTnyeckaa cybctaHuua npegcrasnsetr cobor npeuMmyLlecTBEHHO
OAMHOYHBIN 3HaHTUOMEpP, a coAepXaHue TMPOTUBOMONOXHOIO SHAHTUOMEpPA HUXe
KBanNnUUKaLMOHHbIX U WOEHTUMPUKALMOHHBIX MOPOroBbIX 3HAYEHUW, NPUBEAEHHbLIX B
npasusiax Mo WU3y4YeHU0 MpUMECcEen B NeKapCTBEHHbIX CpeacTBax W YCTAHOBIIEHUIO
TpeboBaHMM K HUM B  cneumdukaumsx, yrteepxgaemblx  Komuccumen, ToO
NPOTUBOMOSIOXKHbLIM  3HAHTUOMEP He onpefenseTrcd no MNpUYNHE MpPaKTUYECKOW
CNOXHOCTM onpefeneHnss npu HU3KOM YpOBHE ero cogepxaHus. OgHako Takyro
9HAHTMOMEPHYIO MPUMECH B XMpasibHOWM aKTUBHOW (papMaueBTUYeckon cybcTtaHuumn u
COOTBETCTBYIOLINX €N feKkapCTBEHHbIX rMpenapaTtax cregyeTr KOHTponupoBaTb B
COOTBETCTBMM C MpaBusiamMu No U3YyHYEHUIO NPUMECeN B NeKapCTBEHHbIX CpeacTBax U
yCTaHoBMeHuto TpeboBaHUM K HUM B cneumdukauyusax, yreepxgaembix Komuccmnen. B
cxeme peweHun N 8 npegcraeneHbl B 0606uieHHON dhopme ycrnoBusi, Tpebytowme
npoBedeHNa WUCMbITaHUA NOeHTUUKaLMN XupanbHbIX COEAWHEHUW, WCMNbITaHUWA Ha
onpegerneHne coaepxaHus MpuMecen M Ha KONMUYECTBEHHOE onpefeneHne Kak Aans
aKTUBHbIX papMaLeBTUYECKMX CYyOCTaHLMA, Tak U ONs NIeKapCTBEHHbIX npenapaToB B
COOTBETCTBMM CO criegytowmmmn KkoHuenuuamm (cxema peweHun N 8 He npumeHseTcs K
XnparbHbIM CyBCTaHUMSAM NPUPOAHOIO MPOUCXOXKAEHUS).

[Ana  XxupanbHbIX  aKTUBHbLIX  (papMaueBTUYECKUX CyOCTaHUMn  UCMbITaHUSA
NPOBOAATCA KaK B aKTUMBHOM hapMaLeBTUYECKOW CcybCcTaHUMn, Tak U B NieKapCTBEHHOM
npenapare.



B aktuBHoM papmaueBTudeckon cybcTtaHuuM  NpoBOAATCA  crieayoliune
NCMbITaHNA:

npumecn. KOHTPONb MPOTUBOMOMOXHOIO 3HAHTMOMEpPA XUparibHbIX aKTUBHbIX
hapMaueBTUYECKUX  cybcTaHumi,  paspaboTaHHbIX B KadeCcTBe  OOMHOYHOrO
9HaHTMOMepa, NPOBOANUTCS TakMM e 00pa3oMm, Kak U B OTHOLUEHUW APYrux npumecen.
OpHako TexHUYeckne orpaHuYeHns MOryT npensaTcTBOBaTb WCMOMb30BAHUIO TEX Xe
npegenoB  KONMUYECTBEHHOro  onpedeneHna  cogepxaHus  (KBanmuKaLMOHHbIX
npegenos), 4YTO W [ONA OCHOBHOrO 3HaHTMOMepa. CnefyeT Takke nNoOATBEPAUTb
HaLEeXHOCTb KOHTPOSi MyTeM MNOAXOOALWMX MUCMbITAHUMA  UCXOOHOrO  Chipbs WK
NPOMEXYTOYHOM NMPOAYKUUKN C NCNOSb30BaHNEM COOTBETCTBYOLEr0 060CHOBaHMS;

KonuyecTBeHHoe onpegerneHve. B cneuudukaumio A0MKHO ObiTb  BKHOYEHO
UCMblTaHME Ha  KONMWUYECTBEHHOE  onpefeneHne  akTuBHOM  dhapmaueBTUYECKON
cybCcTaHuMM, no3BONsKOLEe CerlekTUBHO YyCTaHaBnNuBaTb CoAepXaHne B HeWn
9HaHTMOMepOoB. [Ns  BbINOSIHEHMS  3TUX  YCMOBUW  cYUTAETCA  MpuUemMsieMbiM
ncrnonb3oBaHne cneundunyHom ans XuparbHOro coeguHeHns METOONKN
KONMMYECTBEHHOro  onpegesieHna ¢ COOTBETCTBYWOLWMMM  MeTo4aMu  KOHTPOSS
9HaHTUOMEPHOW NPUMECH;

noeHtTuukauymsa. na aktueHon dapmaneBTnyeckon cybctaHuum, paspaboTaHHON
B Ka4yeCTBe OOMHOYHOro 3HaHTUOMepa, UCMbITaHNA NaeHTUUKaUUM OOSKHbI NO3BONATL
pasnuyatb KaXablh 3HaAHTMOMEp W pauemMaT (paueMunyecKyld CMeCb 3HAHTMOMEPOB).
Bbligensiotca 2 crniydasi, Npy KOTOpPbIX akTMBHas hapmaueBTudeckas cybctaHuums,
npegcrasnsawowaa cobon pauemMumyeckyro cmecb, TpebyeT BbINOMIHEHUS WUCMbITAHUA
noeHTuuKaumm CcTepeon3omMepoB Mpu MpoBedeHUUM UCMNbITAaHWW Ha AaTy Bblinycka
(ncnblTaHMs Ha NPUrogHOCTb):

Npu BbICOKOM BEPOSAITHOCTU Nepexofa aHaHTMomepa U3 ogHon oopMbl B APYryto;

NpU BO3HUKHOBEHUM OCHOBAHUW ONA mM3bupaTtenbHOW KpucTannusauuu, KoTopas
crnocobHa NpuBeCTU K HenpegHamepeHHOMY 06pa3oBaHMIo HepaLeMN4YeCcKkon CMecH.

B nekapctBeHHOM npenapaTe AN XupanbHOW akTUBHOM (papmaleBTUYECKOW
cybCcTaHumMm NpoBOAATCA crnefyowme UCNbITaHuS:

NpoaYyKTbl Aerpagauumn (NpoayKTel pasnoxeHuns). Npu oTCyTCTBUN NOATBEPXOEHMS
TOro, YTO MNpU NPOU3BOACTBE JEKAPCTBEHHON (QOPMbl U €€ XpaHeHUW palemMu3aums
SABNSIeTCS He3HaYMTeNnbHOM, HEOHBXOANMO OCYLLECTBNATL KOHTPOSb COAEP)KAHUS BTOPOro
9HaHTMOMepa B fleKapCTBEHHOM npenapare;

KOnuyecTBeHHoe onpeeneHne. Ecnn gokasaHo, 4To B npouecce nNpoumsBoacTBa
nekapcTtBeHHoONM ¢OpMbl M ee XpaHEeHUU pauemMmsauna ABMsSEeTCH He3HaYnTerNbHOW,
aonyckaeTcs NCrnonb3oBaHne METOANKN KOJSIM4ECTBEHHOIO onpeaeneHuns,
HecrneunduyHoON B OTHOLUEHUN XMPanbHOro coeauHeHnd. B mHbIX cnydasix Heob6xoanmo
MCronb30BaTb METOAMKY, CNeundUYHYI0 B OTHOLLEHUN XUPaNbHOMO COeAUVHEHUNA, Unn, B
KayecTBe anbTepHaTuBbl, KOMOUHALUMIO HecneunuyHon MeToaukn N BanuanPOBaHHON
METOAUKN KOHTPOMSA coaepXaHns NPOTUBOMOSIOXHOIO SHAHTUOMEpPa;

noeHTuukaumsa. B cneumdumkaumio NekapCTBEHHOrO npenapata Ha MOMEHT
BbiMyCKa, Kak nMpaBuo, He BKIIYaeTcd CcTepeocneuudunyeckoe UcrnbliTaHUE
noeHtTnukaymm. Ecnu npm npousBoacTBe nekapCTBEHHOW (POpMbl U ee XpaHeHun
pauemMmnsauma SaBnsieTCa  He3HauuTenbHOW, TO cTepeocrneunduyHoe ucnbiTaHne
naeHTudnkaumm crnefgyeTt BKNKOYUATL B creundukauuio akTMBHOM dhapmaueBTUYECKOn
cybctaHumn. Ecnv B nekapCcTBEHHOW opme NpoUCXoauT pauemmsauus, To Ans



noaATBEPXKAEHMSA MOANIMHHOCTM WUCMOMb3yeTCca XupanbHasi MEeTOAMKA KONMUYECTBEHHOIO
onpefeneHna unM UCMbiTaHME Ha 3SHAHTUOMEPHYID MNPUMMECb B JfEKapCTBEHHOM
npenapare;

[) cogepxaHue Bodbl. [laHHOEe ucnbiTaHne NPOBOAUTCS B Cryyae, ecrnn akTUBHas
hapmMaLeBTMYeCKasi CyoCcTaHUMA rmMrpocKkonuyHa, UnNn Bnara Bbi3blBaeT ee fgerpagauuio,
nnm aKkTuBHasd dapmaueBTnyeckas cybcTaHumsa npeacraenseT cobon
cTexnomeTpuyeckun rmgpat. Kputepum npuemnemMoctn gonyckaeTcsi o60CHOBbIBaTb C
nomoLlblo AaHHbix 06 adpdbektax rmgpataumm mnmn abcopdbumm Bnarn. B HekOTOpbIX
crlydasx [AOCTaTOYHO MCMNoNb30BaTb METOAMKY OnpedeneHns notepu B Macce npu
BbICYLUIMBAHUWN, HO  MPeanoyvTUTENbHO  UCMONb30BaTb  MeToauKy  OBbHapyXeHus,
crneumeuyHyo B OTHOLLEHUN BOAb! (HanpuMmep, TuTposaHue no metogy duwepa);

€) HeopraHu4eckmne npumecun. Ha ocHoBe aHHbIX, MONYyYEHHbIX Npu pa3paboTke, n
CBeLEeHu O npoLecce NPoM3BOACTBA fIEKAPCTBEHHOrO npenapara cnegyet onpeaenuTb
HeobXOANMMOCTb BKITHOYEHUS B CNeunduKaumnio UCNbiTaHUA 1N KpuTepues npuemMnemMocTu
AN HeopraHMYyeckux npumecen (Hanpumep, katanmsaTtopoB). MeToankm u KpuTepuu
npuemnemoctn anda cynbgartHonm 3onbl (06wen 30Mbl) AOMKHbI COOTBETCTBOBATb
TpeboBaHuam Papmakornen Corosa, a Npy OTCYTCTBUN B HEN COOTBETCTBYIOLLMX AaHHbIX -
TpeboBaHMAM dapmakonen rocygapcTs-yneHoB. [1poyne HeopraHMyYeckne npumecu
poryckaetcs onpefenAts C MOMOLLbIO  APYrMxX MNOAXOAALMX MeToauk (Hanpumep,
aTOMHO-abCopOLMOHHOM CNEKTPOMETPUN);

X) Mukpobuonormyeckass uucrtota. B cneumdukaumm, ecnm 310 Heobxogmmo,
NPMBOANTCA YKasaHMe obLlero cogepxaHus a3pobHbIX MUKPOOPraHM3MoB, ob6Luero
KONMM4ecTBa [OPOXOKEBbIX W MNNECHEBbIX rPMboB, a Takke WHPoOpPMaUMa O MOSTHOM
OTCYTCTBUM onpefeneHHbiXx BMAOB 6akTepuin, Hanuume KOTOPbIX B JfeKapCTBEHHOM
npenapate He ponyckaetca (Hanpumep, Staphylococcus aureus, Escherichia coli,
Salmonella spp., Pseudomonas aeruginosa). [lpucytctBue MMUKPOOPraHM3MoB
HeobxoaMmo  onpedenuTb C  MCMNONb30OBaHMEM  papMakornerHblX  METOAMK.
Pa3HOBMOHOCTM MUKPOOMONOIrMYECKNX UCMIbITAHUIA N KpUTEPUEB NPUEMIEMOCTU crnegyeT
onpefensatb Ha OCHOBaHUM CBOWCTB aKTMBHOW (papmaueBTMYeckon cybcTaHuuu,
cnocoba nNpou3BOACTBa M NpegnaraemMoro NpUMEHEHUsI NeKapCTBEHHOro npenapara.
Hanpumep, B OTHOLWEHUN CTEPUSIbHbIX aKTUBHbIX dlapMaueBTU4ecknx cybctaHumm
cnegyet nNpoBOAUTb MUCMbITaHME Ha CTEepPUrbHOCTb, @ B OTHOLUEHUW aKTUBHOW
hapMaLeBTMYECKON CcyBCcTaHUMKW, UCMNONb3yeMoW AN MPUroTOBMEHUS WMHBEKLMOHHbIX
bOopM NeKapCTBEHHbLIX NPenapaToB, - UCMbITaHWE Ha 3HOOTOKCUHLI. B cxeme pewennn N
1 npeacTaBneHbl AOMNOMHUTENbHbIE MOSICHEHUS, B KakKUX Criydasix crnegyeTt BKIOYUTb B
crneumdmrKaLmio NCNbITaHNSA HAa MUKPOBNOMOrMYecKkyo YACTOTY.

Cneumndmyeckue ucnbiTaHUsa (KPUTEpPUM NPpUEeMNeMoCcTH) Ans NeKapCTBEHHbIX
npenapaTtoB

39. VYkasaHHble B nyHktax 40 wn 41 Hactoawmx TpeboBaHUM wuCObITAHUSA
npeactaenalT cobor  nepeveHb  pasHOBMAHOCTEM  UCMbITAHUAW U KpUTEPUEB
NPUEMNEMOCTM OLEHKM pe3ynbTaToB 3TUX WUCNbITAHWA  ONs  pPasfnuUyHbIX  rpynn
nekapcTBEHHbIX MpenapaToB, KOTOPbIN crieqyeT BKAKYMTL B UX creuundukaumo. B
nyHktax 40 mn 41 Hactoawmx TpeboBaHui paccmaTpuBaloTCs TBepAble U Xuakue
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nekapcTBeHHble opMbl NS NpuemMa BHYTPb W NapeHTeparibHble JeKapCTBEHHbIE
dopMbl (Manoro u 6onblworo o6bLemMoB). YkasaHHble B nyHkTax 40 n 41 HactoAwmx
TpeboBaHWn UCMbITaHUA W NOAXOAbl Takke NPUMEHUMMbI K OPYrMM feKapCTBEHHbIM
dopmam.

TBepAbIe JIeKapCTBEeHHbIe (*)Oprl AnA npuemMa BHYTPb

40. K Marknm kancynam v rpaHynam npuMeHnMbl crieayowmne UcnblTaHns Ha:

a) pactBopeHue. B cneuundumkauunio TBepablX nekapcTBEHHbIX hopM Ans npuema
BHYTPb, KakK MpaBuWro, BKMOYAKTCA MWCMNbITaHUS ON1S onpefeneHus BbICBOOOXAEHUS
aKTMBHOM (hapmaueBTUYECKOM CyOCTaHUMM M3  JfeKapCTBEHHOro npenapaTta. B
OTHOLUEHUN NEeKapCTBEHHbIX (POPM C HeMeaneHHbIM BbICBOOOXAEHMEM, Kak npasusio,
AOCTaToOYHO "OOHOTOYEYHbIX" M3MepeHun. B OTHOWEHWN neKkapCTBEHHbIX (opM C
MoAMPULMPOBaHHBIM BbICBOOOXAeHMeM HeobxoamMmo nogobpaTb noaxogswme ycnosus
UCnblTaHUN U MeToAuKY oTbopa npob. Hanprumep, B OTHOLLEHUN NTEKapCTBEHHbIX (POPM C
NPOSIOHINMPOBAHHBLIM  BbiCBOBOXAEHMEM OTOOp npob HeobxoaMMO OCyLLeCTBASATL B
HECKOJbKUX BPEMEHHbIX TOYKaX, @ B OTHOLUEHUU NeKapCTBEHHbIX POPM C OTCPOYEHHbIM
BbICBOOOXOEeHMEM crnefyeT NpoBOANTb ABYX3TanHoe ucnblTaHue (nocnegoBaTesibHO Unn
napannesieHo, C UCMONb30BaHNWEM pPasfIMYHbIX cped B 3aBUCUMOCTM OT cuTyauuum). B
Takux criydasax npu BbIOOpe UCMbITAHUW N YCTaHOBMEHUM KpUTepueB MNpUemMnemocTu
HeobxoAMMO  MpuvHMMaTb BO  BHWUMaHMe  MOMyNAUMIO  MAUMEHTOB,  KOTOPbIM
npegHasHa4yaeTcs fekapcTBEHHbIM nNpenapaTt (Hanpumep, nuua MoXurioro Bo3pacTa,
cTpagawowme axnoprngpuen). B HeKOTOpbIX Cryyasx WCOblTaHWEe Ha pacTBOPEeHue
AonyckaeTcsa 3aMeHNTb UCMbITaHMEM Ha pacnagaemMocTb (cxema peweHui N 3 (1)).

Ecnn un3meHeHMe CKOPOCTM pacTBOPEHUA NEeKapCTBEHHbIX MpenapaToB C
HeMeasleHHbIM  BbICBOOOXAEHMEM  OKasblBaeT  3HayuTeNnbHOEe  BMSIHUE  Ha
BMoO0CTYNHOCTL, crnegyeT NpefycMOTpeTb Takue YCMOBUA MUCMbITAHUW, MPU KOTOPbIX
CTaHeT BO3MOXHbIM BbISIBIEHNE CEPUN C Henpuemnemon 6buoaocTynHocTblo. Ecnn
M3MEHEHNS B COCTaBe WM B napameTpax npouecca Npou3BOACTBA JfleKapCTBEHHOMO
npenapata CyLWeEeCTBEHHO BIIMAIOT Ha pPacTBOpPEHWE U Takne U3MEHEHUsI He
KOHTPOSIMPYKOTCA C MOMOLLbIO OPYroro YCTaHOBMEHHOro B crieundukaumm mertoga, To
HeobXxoaAMMO NpeaycMOTPeTb YCNOBUSA WUCMbITAHUSA Ha pacTBOpeHue, KoTopble OyayT
crnocobcTBoBaTb pacno3HaBaHUIO NOAOOHbBIX N3MeHeHun (cxema pewweHnin N 3 (2)).

Ecnn pacTtBopeHue CyuleCTBEHHO BnMAeT Ha OMOOOCTYNMHOCTb, TO Heobxo4Mmo
YCTaHOBUTb KpUTEPUU NPUEMIIEMOCTU AN UCMbITAHUA Ha pacTBOpeHue, Nno3songawwme
oTbpakoBaTb cepum C Henpuemsiemon BMogOoCTYMHOCTLIO. B MHbIX cnyyasix HeobxogMmo
BblbpaTb Takue YCrnoBUSA UCMbITAHUA WU KPUTEPUU MNPUEMIIEMOCTWU, KOTOpble MO3BONAT
BolOpaTb cepuu, npurogHble Ans NPUMEHEHWUs JeKapCTBEHHOro npenapata B
MeanUMHCKMX Lensx (cxema pewwerHun N 3 (2)).

B OTHOLLEHUM neKapcTBEHHbIX npenapartoB C NPOSIOHIMPOBAHHbLIM
BbICBODOXOEHMEM  aKTMBHbIX  (papMaueBTUYECKUX  CyOCTaHUMA,  NPOSABNSAHOLLMX
pasnUYHyl0  CKOPOCTb  BbLICBODOXAEHUS, B LEeNaAX YCTaHOBMNEHUs  KpUTepues
npueMnemMocTn fornyckaetca Anst ux oboCHOBaHMS ucnonb3oBaTb in vivo (in vitro)
KOppensumio nNpu Hanuiymm JaHHbiX 0 6GMOOOCTYMHOCTM B OpraHM3Me 4erioBeka Takux
nekapCcTBEHHbIX nNpenapaTtoB. Ecnv gaHHble 0 BMOAOCTYNHOCTU B OpraHn3me 4enoBeka



OTCYTCTBYIOT W  HEBO3MOXHO MNOATBEPAMTb, 4YTO  BbICBOBOXOEHME  aKTMBHOW
hapMaLeBTMYECKOM CyOCTaHUMM He 3aBMCUT OT YCMOBUK MWCMbITaHWKA in vitro, TO
KpUTepum npuemMnemMocTu YCTaHaBMBAKOTCA HA OCHOBaHMM UMEIOLLMXCA pe3ynbTaToB
ncnbiTaHn cepuin. [JonyCTUMble OTKMOHEHUS CpedHEN CKOPOCTU BbICBODOXAEHUA BO

BCEX BPEMEHHbIX TOYKaX HE AOIMKHbI NPeBbIWaTb £ 10% or sasenenHoro coaepxaHus
aKTMBHOM (hapMaueBTMYeckon cybcTaHumm (To ecTb obiasa BapuabenbHOCTb He Bornee

20%: Hanpumep, TpeboBaHne 50 I 10% O3Ha4vaerT, 4YTO NpMemMsnembi gManasoH paBeH
40 - 60%), ecnn Tonbko 6Gonee WKMPOKMA [uana3oH He 0BOCHOBaH MccregoBaHMEM
BGuoaksmBaneHTHoCcTH (cxema peteHnii N 3 (3));

6) pacnagaemoctb. B oTHOweHUN ObICTPOPACTBOPUMbLIX JIEKAPCTBEHHbIX
npenapatoB (pactBopeHne > 80% 3a 15 muHyT npu pH, pasHom 1,2, 40 n 6,8),
COAEpXalnx XOpOLUO pacTBOPUMbIE aKTUBHbIE apmaueBTMyeckme cybctaHumm B
dm3nonormyeckom amuanasoHe 3HadeHun pH (gos3a pacTtBopsieTcsa B cpeage ob6bemom
meHee 250 mn npu pH ot 1,2 go 6,8), ncnbiTaHMe Ha pacTBOpPEHWE [OOMycKaeTcs
3aMeHUTb MUCMNbITaHMEM Ha pacnagaemMocTb. [1poBegeHne ncnbiTaHNs Ha pacnagaemMocTb
Hanbonee BaxHO, ecnu Gbina ycTaHOBNEHa B3aMMOCBSI3b C pacTBOpeHueM umnu Obino
nokasaHo, 4YTO onpefeneHne pacnagaemMoCTU MOAXOAMT fyylwe, YeM UCMblITaHue Ha
pacTBopeHune. B Taknx cnyyasx ucnbiTaHne Ha pacTBOPEHNE AonyckaeTcs He NPOBOAMTb
npy Hanuumm cooTBeTcTBylowero obocHoBaHus. [lpu  Bbibope uUCNbITAHUA  Ha
pacTBOpeHWe wunuM pacnagaemMocTb npeanonaraeTcs, 4YTO Ans  MNOATBEPXOEHWUS
YCTOMYMBOCTN COCTaBa JfeKapCTBEHHOro npenapata M npouM3BOLCTBEHHOrO npouecca
OypeT npencraBneHa MHgopmaums o0 paspaboTke nekapCTBEHHOro npenapara (cxema
peweHun N 3 (1));

B) TBEpPOOCTb U (MNN) UCTupaemMocTb. Ecnn ykasaHHble UCNbITAHUSA BbIMOMHSAOTCS B
npouecce Npon3BOACTBa neKapcTBEHHOIO npenapara, TO aTn
drapmaLeBTUKO-TEXHOMOMMYECKME  MokasaTtenm  He  TpebyeTcs  BkMAw4YaTb B
cneundmrkaumio. Ecnu TBEpAoCTb U UICTUPAEMOCTb OKa3blBalOT KPUTUYECKOE BRUSIHUE Ha
Ka4yeCTBO JIEKAapCTBEHHOro npenaparta (Hanpumep, XeBaTenbHblX TabneTtok), To B
cneundmkaumo HeobXoAMMO BKIHOUUTbL COOTBETCTBYHOLUME WCMbITAHUA W KpUTEepun
NPUEMITEMOCTMU;

) OOHOPOOHOCTb  eAuHUL,  O03upoBaHWA  (OOHOPOLHOCTb  O03UPOBaHUA,
onpegensiemMyro  MeTogoM  BapuauMm  Macc, W OOHOPOLHOCTb  [O3MPOBaHUSA,
ornpegensemMyto MeTogoM OAHOPOOHOCTU coep)XaHWs akTUBHOW apmMaLeBTUYEeCKOn
cybCTaHuMM B eauHuue A03uMpoBaHHOW opMbl). [pu  umcnbITaHMAX HeobxoamMmo
ncnosnb3oBaTb (hapmakonenHole MeToanku. B cneundukaumnio BkAOYarOT OOHO U3 3TUX
ncnbiTaHnn. Ecnn  npyMeHuMO, yKasaHHble MWCMbITaHMs NPOBOAATCA B Npouecce
NPOU3BOACTBA JIEKAPCTBEHHOrO npenaparta; npu 3ToM B cneumdukauymo Heobxoaumo
BKMIOUMTb KpUTEPUM npuemnemMoctn. Ecnn OTKNOHEeHWA B Macce JeKapCTBEHHbIX
npenapaTtoB MpeBLILLAOT MOPOroBoe 3HayeHue, Mpu KOTOPOM MOXHO OnpeaensaTb
OAHOPOAHOCTL cCoAepXaHus nyTem onpeaernieHnsa OTKNOHEHUsT B Macce, 3asiBUTENb B
xoge paspaboTkm [O0SMKEH YAOCTOBEPUTbCS, YTO TFOMOreHHOCTb JIeKapCTBEHHOro
npenapara siBfseTcs ya0BNeTBOPUTENBHON;

O) onpegeneHve cogepxaHus Boabl. [lpn HeobxogammocTn B cneundukauunio
BKIMOYAETCA MCMNblTaHME Ha onpefeneHne cogepxaHnsa soabl. Kputepun npuemnemocTu
AonyckaeTcs 000CHOBbIBaTb AAHHBIMU O BRUSIHUM rugpataumm mnn abcopdbumm oAbl



nekapCcTBeHHbIM npenapatoM. B HeKoTOopbiXx cry4asx [OCTaTOYHO WCMNOoSib30oBaTh
METOAMKY OnpeferneHvus notepu B Macce Mpu BbICyLUMBAHUW, HO MNpeanodTutenbHee
MCNosib3oBaTb METOAMKY OBHapyXeHus, cneungunyHyo B OTHOLIEHUN BoAbl (Hanpumep,
TUTpOBaHWe nNo metoay duwepa);

€) MUKPOOMONOrnM4eckyro 4YUCTOTY. YKasaHHble WCMbITaHMs Heobxoaumbl Ans
noaTBepXAeHMs BbiNonHeHMs [NMpaBui Hagnexawen npou3BoACTBEHHOW NPaKTUKA U ANs
obecneyeHns KayecTBa JleKapCTBEHHOro npenaparta. TakMe MChbiTaHUs B OTHOLUEHUU
fiekapCTBEHHbIX NpenapaToB 4OMNYyCKaeTCa He NPOBOAUTb, €CNN BbIMOMHATCA 2 YCNOBMS
OLHOBPEMEHHO:

KOMMOHEHTbI JIeKapCTBEHHOro npenapaTta noaBeprarTcs UCNbITaHUSAM 0O Hadvana
NPOWN3BOACTBA;

B rpouecce nNpou3BOACTBA JIEKAPCTBEHHOrO rpenapata no pesyrbTatam
BannOauMOHHbIX  UCCNeaOBaHUM  OTCYTCTBYET  3HAYMTENbHbIN  PUCK  MWUKPOBHOWN
KOHTaMuHauum unm nponudgepayunu.

[MonoxeHua HacToswmx TpeboBaHM pacnpoOCTPaHATCA Ha BCNOMOratesnbHble
BEWeCTBa W Ha nekapCTBeHHble npenapatbl. B oboux cnydasx gonyckaetcd
ncnosb3oBaTb NOAX0L, OCHOBaHHbIA Ha NpoBefeHMU BbIBOPOYHbIX UCMbITAHUI (eCN OH
npumMmeHnm) (cxema pewenunn N 1).

B cneundumkaumio HeobXoaAMMO BKIKYUTbL KpUTEPUM NPUEMAEMOCTU L4
cogepxaHua obuiero konmyectsa aspoOHbIX MWKPOOPraHM3amoB, OOLLero KonuyecTtea
OPOXOKEBBLIX M MfecHeBbIX PMOOB, a Takke WH(OpPMauMlo O MOSMIHOM OTCYTCTBUM
onpefeneHHblXx BMAOB OakTepuin, HanmmMyme KOTOpbIX B JIEKAPCTBEHHOM npenaparte He
ponyckaeTtcsa (Hanpumep, Staphylococcus aureus, Escherichia coli, Salmonella spp.,
Pseudomonas aeruginosa). MukpobMONOrMyeckyro 4MCTOTY criegyeT onpeaensitb C
MOMOLLbIO NoAxoAALmMX ddapMakonernHblX MeToauk, Npyu 3Tom vyactota otéopa npod mnu
BPEMEHHbIE TOYKM MPOM3BOACTBEHHOrO npouecca AOMKHbl OblTb 060CHOBaHbLI AaHHBIMN
BanugauMm M HakonneHHbiM onbiToM. [lpu BbiGOpe BMAa WUCNbITAHUA  Ha
MUKPOBMOMOrMYECKY0 YUCTOTY U  KpUTEPUEB MNPUEMNEMOCTW credyeT YyuyuTbiBaTb
npupoay akTMBHOW papmaueBTudeckon cybectaHumm, cnoco® npousBoacTBa W
Ha3HayeHWe nekapCcTBeHHoro npenaparta. [lpM AOMKHOM HayyHOM OOOCHOBaHMM B
OTHOLUEHUN XWOKUX JeKapCTBEHHbIX (opM Ans npuemMa BHYTPb AOMycKaeTcs He
NPOBOANTb UCMbITAHWUS HA MUKPOBMONOrMYECKY0 YNCTOTY. JONONHUTENbHbIE MOSICHEHUSA
O TOM, B KakKMx cnyyasx crnegyeT nNpoBoAMTb MUKpOBMonormdeckne ucnbiTaHus,
npencraBneHbl B cxeme pelleHnn N 2.

XXuakne nekapcTBeHHble hOpMbI ANA Npuema BHYTPb

41. Ona XuOKNX NeKapCTBEHHbIX OopM AN npuema BHYTPb U MOPOLLKOB,
npegHasHavYeHHbIX AN NPUroTOBNEHUS XUOKUX JNEKAapCTBEHHbLIX )OpM Ansa npuvema
BHYTPb, NPUMEHSATCA UCMbITAHNA Ha:

a) OOHOPOOHOCTb eauHUL, [o3unpoBaHus. [loHsaTMe BkoYaeT B ceba  Kak
OAHOPOOHOCTb [03MPOBaHUSA, OMpedenseMyio MeToaOM BapuauuMm Macc, Tak W
OAHOPOAHOCTL [03MPOBaAHUSA, ONpeaesiiemMyrd MeToaoM OAHOPOAHOCTU COAEPKaHUSA
aKTMBHOM dhapmaueBTUYeCKoM CcybCTaHUuMM B NekapCcTBeHHOM npenapate. [lpu
ncnbiTaHNAX HeobxoaMmMo Mcnonb3oBaTh hapmMakonenHole MeToankn. B cneundukaumio,
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Kak npaBuIio, BKNK4YaeTca uHdopmaumsa Tonbko 06 OAHOM M3 3TUX uchbiTaHun. Ecnn
NPUMEHUMO, YyKasaHHble UWCMbITAaHUS NPOBOAATCA B  npouecce MNpou3BoACTBa
nekapCTBEHHOro npenapaTta, nNpu 3TOM B creundukaumio Heobxoanmo BKMOYUTb
KpUTepMn npuemMnemMocTn. JITO MpaBuIi0  pacrnpoCTPaHAETCA Ha JNeKapCTBEHHble
cpeacTBa Kak B OAHOAO30BbIX, Tak M B MHOroL030BbIX yrakoBkax. Ecnn oTknoHeHns B
Macce JieKapCTBEHHbIX NpenapaTtoB MNpeBbILalT MOPOroBoe 3HaveHwe, rnpu KOTOpPOM
MOXHO onpefensTb OAHOPOOHOCTb COoAepXaHus nyTeM onpeneneHns OTKIIOHEHUN B
mMacce, 3asBUTenuM B xoge pas3paboTkm LOSMKHbl YAOCTOBEPUTLCS, YTO FOMOFEHHOCTb
neKapcTBEHHOro npenapara aBnaeTcs yaoBneTBopuUTENbHON.

EovHnua gosmpoBaHma - 9TO 403a, npuMmeHaemasi naumeHtom 3a 1 npuem. Ecnu
akTU4eCcKn npuMeHsieMas nauueHToM Jo3a KOHTPOSIMPYeTCs, ee MOXHO onpeaenuTb
HaMpPsSMY0 UM pacyeTHbIM MeTogoM (MyTeM AeneHus obLien n3amepeHHoW Macchbl Unm
obbema nekapCTBEHHOro nNpenapara Ha npegnofnaraemoe 4Y1cno Ao3). Ecnm yctponcteo
ANs 00o3MpoBaHusa (Hanpumep, MeauuuHCKas nuneTka unuv npobka-kanenbHuua aAng
(orakoHOB) ABNSIETCA COCTaBHOM Y4acCTbl YMakoOBKW, TO B UENAX onpegeneHna [o3bl
HeobXoQMMO WUCnonb3oBaTb 3TO YCTPOUCTBO. B npoTMBHOM criydae Heobxoaumo
ncnonb3oBaTb CTaHOapTHble eauHUUbl uamepeHuss obbema. Bblbop [osupytoulero
YCTPONCTBaA oOcCyLLeCcTBNseTcsa B xode paspaboTku. [Ona nopoLlKkoB, nNpefHa3HaYeHHbIX
AN151 paCTBOPEHUS, Kak NpaBuno, cyMTaeTcs npuemMnemMblM UcnbiTaHMe Ha O4HOPOLHOCTb
Macchl;

6) pH. Ecnn npumeHnmo, HeobxogMmo npeacTtaBUTb KpUTEPUUM NPUEMIEMOCTU
OTHOCUTENbHO AnanasoHa pH n obocHoBaHus ero Bbibopa;

B) MUKPOOMONOrMyeckyro Ynctoty. NcnblTaHne Ha MUKPOOMONOIrMYECKYH0 YUCTOTY
Heobxoanmo ans noaTBepXaeHus cobniogeHus MpaBun Hagnexatilen
NPON3BOACTBEHHOWN NPaKTUKM N ons obecnedeHns kKayecTBa fiekapCTBEHHOro npenapara.
Takoe wucnbiTaHNe B OTHOLIEHUM JeKapCTBEHHbIX MpenapaTtoB [OOMycKaeTcs He
NpPOBOAMTb, €CIV BbIMOSHAKTCA 2 YCIOBUS:

KOMMOHEHTbI SIeKapCTBEHHOro npenapaTta noaBepraTcs UCNbITaHUsaM 0O Hadana
NPOW3BOACTBA;

B rpouecce nNpou3BOACTBA JIEKAPCTBEHHOrO npenapata no pesynbTatam
BannOauMOHHbIX  UCCNefOBaHUM  OTCYTCTBYET  3HAUYMTENbHbIN  PUCK  MWUKPOBHOWN
KOHTaMWHauum unm nponudgepauunu.

[MonoxeHus HaCTOALLNX TpeboBaHui pacrnpoCcTpaHsTCS Kak Ha
BCNoMoraTenbHble BewecTBa, Tak M Ha NekapCTBEHHble npenapatbl. B oboux cnydasx
AOMNyCKaeTCsd WUCMNONb30oBaTb MNOAXOL, OCHOBAHHbIAN Ha NPOBEAEHUN BblOOPOYHbIX
NCNbITAHUI (€Cnn OH NpUMeHnm) (cxema petueHnin N 1).

B cneundumkauymm Heobxogmmo ykasaTb KpUTEPUM  NPUEMNEMOCTU AN
cogepxaHua obuiero kKonmyectsa aspoOHbIX MWUKPOOPraHM3MoB, oOLLero KonudecTtsa
OPOXOKEBBLIX M MfecHeBbIX PMOOB, a Takke WHGOpPMauMlO O MOSIHOM OTCYTCTBUM
onpeAeneHHblX BUOOB OaKTepui, Hannume KOTOpbIX B JIEKApCTBEHHOM npenapaTte He
ponyckaeTtca (Hanpumep, Staphylococcus aureus, Escherichia coli, Salmonella spp.,
Pseudomonas aeruginosa). Mwukpobuonornyeckyto 4YUCTOTy criegyeT onpefensitb C
NOMOLLbIO NoAXoAALWMNX doapmMakonenHblx MeToauK, Npu 3Tom vYactota otbéopa npod mnm
BPEMEHHbIE TOYKM NPOM3BOACTBEHHOMO npouecca AO0MKHbI BbITb 000CHOBaHbLI AAaHHbLIMA
M HakonfieHHbIM onbiToM. [lpu BbIObOpe BMAa MUCNbITAHUS Ha MUKPOBUOMOrMyeckyto
YUCTOTY W KPUTEPUEB TMpPUEMINEMOCTM crefyeT YyuuTbiBaTb NpUpody akTUBHOM
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hapmaueBTMYeCKon cybcTaHumm, cnocod NponsBoACTBa U Ha3HaYeHWe fnekapcTBEHHOro
npenaparta. Npn OMKHOM Hay4YHOM OBOCHOBAHUMN B OTHOLLUEHWUN XXUAOKUX NEKapCTBEHHbIX
dopM AOnNA npuvema BHYTpb OOrMyckaeTcs He MNpoBOAUTb  UCMbITaHME  Ha
MUKpPOBMONoOrnyeckyto YncToty. JononHuTenbHble MOSCHEHUS O TOM, B KakuX cCriydasix
cnefyeT NPOBOAUTL Takoe UCMbITaHWe, NpeacTaBneHbl B cxeme peweHui N 2;

r) cogepxaHue aHTUMUKPOOHOro KOHCcepBaHTa. B  OTHOWEHUM  XMOKMX
nekapcTBeHHbIX dOpM ANsa npuvema BHYTpb, Tpebyowmnx gobaBneHns aHTUMUKPOBHOro
KOHCepBaHTa, HeOBXOAMMO YCTaHOBUTb KPUTEPUM MNPUEMIIEMOCTU OTHOCUTESTbHO €ro
cogepxaHus. lNpu Bblbope KpuTepMeB MNPUEMIIEMOCTM COAEPXKaHUA aHTUMWUKPOBHOro
KOHCepBaHTa crnefyeTt pyKOBOLACTBOBATLCS KONMMYECTBOM aHTUMUKPOBHOIro KOHCEepBaHTa,
HeobxoaAnMbIM  Ons  nogaepXaHns MUKPOOMONOrM4YecKom YUCTOTbl FeKapCTBEHHOrO
npenaparta Ha BCeX 3Tanax ero NpuMeHeHUs U B TeYeHne BCero cpoka rogHocTu (cpoka
XpaHeHust). Heobxogumo, wucnonb3ysa  dapmakonerHble  MEeTOAMKW,  [OoKasaTb
9(pPEeKTUBHOCTL aHTUMUKPOOHOIO KOHCepBaHTa B OTHOLIEHWM 3afepXKu pocTa
MUKPOOPraHM3MOB MpW CaMOW HU3KOM YKasaHHOW B cneumdukaumm KOHUEHTpauuu.
NcnbiTaHne Ha copep)XaHue aHTUMMUKPOOHOro KOHCepBaHTa, Kak npasuriio, Heobxoanmo
NPOBOANTL NPWU BbiMyCcKe cepun. B HEKOTOPbIX crydYasax B3amMeH NpoBeAEHUA UCMbITaHUSA
npy  BbINYCKe [OOCTaTOMHbIM  SIBNSIETCSA NpOBEJEeHMe UCMbiTaHMs B npouecce
NPOW3BOLACTBA JIeKapCTBEHHOroO npenapaTa. B crnyyae ecnu ucnbiTaHMe Ha coaepkaHue
AHTUMUKPOOHOIrO KOHCEepBaHTa $BMASIETCA BHYTPUMPOM3BOLACTBEHHbLIM, €ro KpuUtepum
NpUeMIEMOCTM Takke Heobxo4MMO BKITOUUTL B cneyudukaumio. Hecmotpa Ha TO, 4TO
XUMUYECKOE WUCMbITaHWE Ha cogepXaHue aHTUMUKPOOHOro KOHcepBaHTa HABNSeTCH
CTaHOapTHbIM MnokasaTenem, BKAOYaeMbiM B creundukaumioo, B xode paspaboTku,
MaclwTabrupoBaHNA U Ha NPOTSXKEHNN CPOKa rOAHOCTM (CpoKa XpaHeHust) (Hanpumep, Npu
MCNbITAHWN Ha CTabWUNbHOCTb B COOTBETCTBMM C TpeboBaHuMsMW K UCCReaoBaHWIO
CTabuUnbHOCTU NEeKapCTBEHHbIX npenapaTtoB W apmaueBTUYeckux cybcTtaHuun,
yTBepXaeHHbIMun PelwweHnem Konnerun EBpasminckon akoHOMUYeckun kommccumn ot 10
mMas 2018 r. N 69) pgomkHa OblITb AokasaHa 9(PEEKTUBHOCTb aAHTUMUKPOOHOrO
KOHCEepBaHTa;

[) codep)XaHue aHTUOKCMAAHTOB. McnbiTaHWe Ha cogepXaHue aHTUOKCUAAHTOB
HeobxoaMmMo NpoBoOAMTL NpU Bbinycke cepun. NMpu onpegeneHHblXx 06CToATENbCTBAX Ha
OCHOBaHMM [aHHbIX O pa3paboTke neKkapCTBEHHOro npenapata W pesynbTaToB
UCnblTaHNA CTabuUNbHOCTM [OMycKaeTCs He MpOoBOAUTbL MWCMNbITaHWE Ha CoaepXaHue
aHTMOKCUAAHTOB Ha KOHeL, CpoKa rogHOCTU (CpoKa XpaHeHWs), a B3aMeH UCMbITaHUA npu
BbIMyCKe MPOBECTU UCMbITaHWEe B npouecce NpOM3BOACTBA NeKapCTBEHHOro npenapara
(Mpyn Hanuuuu cooTBeTcTBYOWEro obocHoBaHWA). Ecnn mucnblTaHne Ha coaepXxaHue
aHTMOKCMAAHTOB NMPOBOANTCS B NpoLecce Npou3BOACTBa NeKapCTBEHHOro npenapaTa, To
KpUTEpUn NpuemMnemoctTm Heobxoanmo BKNHOYNTL B cneundukauunio. Ecnm ncnoitaHme Ha
COAepXXaHMe aHTUOKCUMOAHTOB MPOBOAUTCA WCKIOYUTENBbHO MpWU  BbINyCKe, TO Npwu
BHECEHUN U3MEHEHUN B TEXHOSOMMYECKUA MPOLECC UMM CUCTEMY YMAKOBKM (YKYNOPKW)
A5Ns TpUMEHEHNA Takoro noaxoda cnegyeT NpoBeCTU NOBTOPHOE UCTbITAHUE;

e) codepXaHue aJKcTparmpyembix BewecTB. Ecnu gaHHble, NonyyYeHHble B xonde
pa3paboTkn U MUCNbITaHUA CTAabUNBLHOCTU akTUBHOM (bapMaueBTUYECKOW cybcTaHumm m
(Mnn) nekapCTBEHHOro npenapaTa, CBUAETENbLCTBYOT O TOM, YTO CoAepXaHue
9KCTparmpyemMblx N3 CUCTEMbI YMakoBKM (YKYNOPKU) BELLECTB NMOCTOAHHO HUXE YPOBHEN,
KOTOpble SBMAAKTCA MpuemnemMbiMn 1 6e30nacHbIMKM, TO [AOMYCKAETCH WCKIHYUTD
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UCrnbITaHNE Ha UX cogepxaHue ns cneumdukauuun. Npu BHECEHUN U3MEHEHUI B CUCTEMY
ynakoBkuM (YKYNOpKM) WM B COCTaB JleKapCTBEHHOrO nMpenapaTta 3TOT Nogxon
Heobxoanmo nepecmoTpeTb. Ecnn  pgaHHble CBMOETEnbCTBYOT O HeobxoanmmocTu
npoBefeHNSA UCMNbITaHUA U BKINIOYEHUS B cneumdukaymio Kputepmes npmemMnemMocTuy ans
BELLLECTB, 9KCTparmpyemMblx N3 KOMMNOHEHTOB CUCTEMbl YMaKOBKM (YKYMNOpKW) (Hanpumep,
N3 pe3nHoBbIX NPOOOK, MPOKNaAoK B KOSinadke, MnacTUKOBLIX (pnakoHoB M T.4.), TO B
OTHOLLEHWN NIeKapCTBEHHbIX NpenapaToB, NepBnUYHasa ynakoBKka KOTOPbIX N3roToBIieHa He
M3 CTeKna UM NOMELLEHHbIX B CTEKMNAHHble (PNakoHbl C YKYNOPOYHbLIMU 3N1eMeHTaMu,
N3roTOBSIEHHBIMW HE M3 CTeKna, HeobxoaMMO NpoBefEeHME UCMbITaHMSA Ha coaepXaHue
SKCTparMpyemblx BeLleCTB U YCTaHOBMEHUE KpUTepueB MNpuemMnemMocTy Ans Takoro
ncnoiTaHna. Cnegyetr ykasaTb KOMMOHEHTbl CUCTEMbI  YMAKOBKW  (YKYNopku) W
npeactaBuUTb AaHHble O TakMX KOMMOHEHTaX, HaudnHas Cc Hauboree paHHen crtaguu
pa3paboTkn nekapCTBEHHOro npenaparTa;

X) cogepxaHune cnvpTta. Ecnn B cootBeTcTBUM € TpeboBaHMAMM K MapKUpOBKe
neKkapcTBEHHbIX CPeacTB  ANs MeOUUMHCKOrO  MNPUMEHEeHUss W BeTepuHapHbIX
nekapcTBeHHbIX CpeacTB, yTBepXaeHHbiMu PeweHvem Coseta  EBpasumnckomn
9KOHOMMYeckon kommccum ot 3 Hosibpsa 2016 r. N 76, B mHOpMaUMM Ha ITUKETKE
yKa3blBaeTCs COAep)XaHue cnupTta, TO ero HeobxoOuMO BKMYUTbL B crneundukaumio.
CopepxaHue cnupTa onpegenseTcsa MeTo4oM NPSIMOro KOSIMYeCTBEHHOro ornpeaeneHuns
UM pacyeTHbIM METOO0M;

3) pactBopeHue. B OTHOWweHMM cycneHsum ans npuvema BHYTPb W CyXUX
NOPOLLKOOBPasHbIX JIeKapCTBEHHbIX MpenapaTos, Nognexawimnx pecycrneHgupoBaHuio, B
OOMONHeHWe K onucaHHbIM B noanyHkrtax "a" - "x" HacToswero nyHkra nokasaTtenam
KayectBa B cneuudukaumio criegyeT  BKMWOYUTE  (Hanpymep, B OTHOLUEHWUU
HepacTBOPUMbIX aKTUBHbIX (bapMaueBTUYeCKUX cybCcTaHuui) gaHHble 06 UCnbITaHUN Ha
pacTBOPEHNE U KpuTepusax npuemnemMoctun. MWcnblTaHne Ha pacTBOpeHue cregyet
npoBOAMTb MpU BbiNycke cepun. [pu Hanmyumm OBOCHOBaHMI, MOJSTYYEHHbIX B XoA4e
pa3paboTknm nekapCTBEHHOro mnpenaparta, WChbiTaHWe [AOoMnycKaeTcs npoBOAUTL B
npouecce MNpPou3BOACTBA JiekapCTBEHHOro npenapata. [lpmnbopbl Ana npoBedeHus
UCMblTaHUda, cpefbl W YCMOBUS UCMbITAHUA JOMMKHbI ObiTb  bapmakonerHbiMu, B
NPOTUBHOM Ccfnyyae HeobxooMmo npeacTaBuTb COOTBETCTBYOLlee 0BOCHOBaHMe.
MeToaukn pacTBOPEHUSI C UCMNOSMb30BaHMEM (PapMaKONenHbIX MNu Hed apMakonemHbIX
ycrnosuin n npubopos HeobxoanmMo BanuanposaTb.

B OTHOWweHMM nekapcTBEHHbIX POPM C HeMeaSleHHbIM BbICBODOXAEHWEM, KaK
npaBuno, OOCTAaTOMHO "OO4HOTOYEeuYHbIX" onpedernieHnn. B oTHOWweHMN nekapCTBEHHbIX
dopMm Cc mMoaAudMUMPOBAHHLIM  BbiCBODOXAEeHMEM oTOop npob Heobxoammo
OCYLLECTBMIATb BO MHOXECTBE TOYEK Yepe3 COOTBETCTBYHOLME BPEMEHHbIE MHTEPBASbI.
Kputepuun npmemnemoctn HeobxoguMmo ycCTaHaBnMBaTb Ha OCHOBaHWW HabMOAEMOro
WHTepBana OTKMNOHeHuNn. [pu aToM cnefyeT yyuTbiBaTb NPOdUIN PacTBOPEHUS CepUN,
OKa3aBLUMXCS MO pe3ynbTaTtam uccrnefoBaHuns in vivo npuemremMbiMu;

n) pacnpegeneHue 4vactuy no pasmepy. B cneumdukaumio cnegyeTr BKAOYAUTH
KONMUYECTBEHHbIE KPUTEPUM NPUEMITEMOCTU U METOOMKM ornpeeneHna pasmepa 4acTtuu.
Mpn BbIBOpe Mexay ucnbiTaHWEM Ha PacTBOPEHME W UCMbITAHUEM Ha pacnpegenieHve
yacTuy, No pasMmepy HeobXxo4MMO NMPUHUMATL BO BHUMAHWE AaHHble, NOSlyYeHHbIe B X04e
pa3paboTknm nekapcTBeHHOro npenaparta. McnbiTaHne Ha pacnpegeneHve 4acTtuy, no
pasmepy cregyeT ocCyllecTBnATb npu Bbinycke. [pu Hannumm obocHOBaHUM B BuAeE
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AaHHbIX, MOMyYeHHbIX B Xo4e pas3paboTkm nekapCTBEHHOro npenapara, MuchbiTaHue
AonycKkaeTcs NpoBOAUTL B NpoLecce Npon3BoACTBa NekapCTBEHHOro npenapaTta. Ecnv B
xoae pa3paboTku AokasaHo, YTO NekapCTBEHHbIN NpenapaTt NOCTOSAHHO XapakTepuayeTca
BbICTPbIM BbICBOBOXAEHMEM aKTUBHOM (bapmaueBTU4ecKon cybctaHumm, To JonyckaeTcs
paccMoTpeTb HEOBXOAMMOCTb WCKITIOYEHUS MUCMbITaHMA Ha pacnpefernieHne 4actuy no
pasmepy 13 crneundukaumn.

Mpn Hanuyun o6OCHOBaAHUN UCNbITAHWE HA pacTBOPEHME OOMNyCcKaeTCs 3aMeHUTb
NCNbITaHNMEM Ha pacnpegeneHne Yactuy, no pasmepy. Kputepun npueMnemMocTn SOMKHbI
BKMOYaTb B cebsa pacnpegeneHve 4vactuy, no pasmepy, KOTOpoe BblpaXKaeTcs Kak
MNPOLEHT YacTuy, MMeLWnX pasmep B JaHHOM AuanasoHe, OT obLiero yucna 4yactuu.
HeobxoaMmo 4eTKO yCTaHOBUTL NpeaernbHble 3Ha4YeHUs aNnsa cpegHero, BepxHero n (Mnu)
HWKHEro pasmepa 4YacTtuu,.

Kputepun npuemnemoctn HeobxoguMmo  yCTaHaBnuBaTb Ha  OCHOBAHWUM
HabnogaemMoro guanasoHa OTKNoHeHun. [pu aToM cnegyeT ydutbiBaTb NPoOduMnm
pacTBOPEHUS Cepui, OKasaBLMXCA NO pe3ynbTatam MCCrnefoBaHusa in Vivo
npuemrnembiMu, a Takke npegnonaraeMoe nNpuMeHeHne nekapcTBEHHOro npenapata. B
xoge paspaboTkm HeobXoAMMO U3yYUTb BEPOSATHOCTb YBENIMYEHUSI pa3MepoB 4acTuu,.
PesynbTaTbl uccnegoBaHum, NpoBeaeHHbIX Npu pa3paboTke nekapCTBEHHOro npenapara,
crnenyeT yunTbiBaTb Npy BbIOOpE KpUTEPMEB NPUEMIIEMOCTY;

K) pecycneHaupyemocTb. [ns CycneH3umn, XapakTepusyrLMxcs ocefaHuem
yacTuy, gucnepcHon asbl NpU XpaHeHun (cegMmeHTauunen), HeobxoaumMo YyCTaHOBUTb
KpUTEPUM NPUEMIIEMOCTM B OTHOLLEHUN pecycneHanpyemocTu. lNoaxoasiuen MeToankon
cnyxuTt B3bantbiBaHMe. B cneumdumkaumm ykasbiBaeTcss MeToauka NpoBeneHus
NCMbITaHNA (MEXaHUYECKMM UNKU PYYHBbIM cnocobom). CrnefyeT YeTKO YCTaHOBUTL BpPEMS,
Heobxoanmoe Ons pecycneHAMpoBaHUsS NpU UCNOSb30BaHUN yKasaHHOW MeToauku. B
uenax obocHoBaHMS OOMYCTMMOCTM MPOBEAEHUSA BbIOOPOYHbLIX UCMbITAHUA CEPUA UMK
MCKITIOMEHUS AaHHOro nokasatensd u3 cneuudukauum OonyckaeTcss UCnonb3oBaTb
AaHHble, NONyYeHHble B Xxoae pa3paboTkm nekapCTBEHHOro npenapara;

n) peonornyeckne cBoMCTBa. [1Ns OTHOCUTENBbHO BA3KNX PacTBOPOB U CyCMeH3uN B
crneumdmrkaumio cnegyeT BKIIYUTbL UCMbITAHME Ha Peonormyeckne CBOMCTBA (BA3KOCTb,
yaenbHyl MnfoTHOCTh). HeobxoguMmo ykasaTb MeTOAMKY WCMbITaHUA U KpuTepuu
npuemnemocTtun. [1ns obocHoBaHMS JONYCTUMOCTU NPOBESEHUS BbIOOPOYHbBIX UCTbITAHWUA
CEpUA NNN UCKMIOYEHNST OAHHOMO nokasatens u3 cneumdukaumm JOCTaTOYHO AaHHbIX,
NONyYeHHbIX B X0A4e pa3paboTku nekapCTBEHHOro npenapara;

M) BpeMsi BOCCTaHOBreHus. [Ons cyxux nopoLlKkoobpasHbiX neKkapCTBEHHbIX
npenapaToB, NpeaHasHa4YeHHbIX ANS pas3BefeHus nepen npuMeHeHnem, Heobxoammo
ykasaTb KpUTEPUU  MPUEMSIEMOCTM  OTHOCUTENBHO  BPEMEHW  BOCCTAHOBIEHUS.
Heobxogumo obocHoBaTb BLIOOp pacTtBopuTensa. [Ona o6GOCHOBaHMS OOMYCTMMOCTU
npoBeaeHnsa BbIGOPOYHbBIX UCMbITAHWUIA CEPUA UIU UCKITIOYEHUS OAaHHOrO nokasatens us
crneumdmrKkaLmm OCTaTOMHO AAHHbIX, MOMYYEeHHbIX B X04e pa3paboTky nekapCcTBEHHOro
npenapara;

H) cogep)xaHue BoAbl. B OTHOWEHUM nekapCTBEHHbIX MnpenapaTtoB ANd npuema
BHYTPb, MNpeAdHas3Ha4yeHHbIX ANna pasBedeHus, Heobxoammo YykasaTb METOAUKY W
KpUTEPUA NpPUEMNeMOCTU cogepxaHus Boabl (ecnu npumeHumo). Ecnn B xope
pa3paboTkn fiekapcTBEHHOro npenapaTa BnMsHue abcopbrnpoBaHHOM BNarv U ruapaTtHom
BOAbl XOPOLLUO OXapakTepu3oBaHO, TO JOCTATOYHbIM CYMTAETCA NpOBeAEeHME UCTbITaHNA



Ha noTepw B Macce npu BbicywmnBaHuu. CrnegyeT MCNonb3oBaTb METOAUKY
oBHapyxeHus, cneundmnyHyo 4nsa Bogbl (Hanpumep, TMTpoBaHue no metogy duwepa).

JlekapcTBeHHble Npenaparthbl ANsi NapeHTepanbHOro NPUMeHeHus

42. [Ins napeHTepanbHbIX JIEKAPCTBEHHbIX NpenapaToB MPUMEHSOTCA UCMbITaHUA
Ha:

a) OOHOPOAHOCTb €AWHUL, [03MPOBaHUSA. YCIOBUS BKIIOYEHUS WUCNbITaHUS B
cneundumkaumio npuBedeHsl B absaue nepsBom noAnyHkra "a" nyHkta 41 HacToAwmx
TpeboBaHnin. B OTHOLWEHMM MOPOLLKOB ONA BOCCTAHOBIIEHUS, HE COAepXalumx Opyrnx
A0BaBNEHHbIX aKTUBHbIX M BCMOMOraTesfibHbIX BeLllecTB, a Takke B OTHOLUEHUM
MHOFOKOMMOHEHTHbIX MOPOLWIKOB [ANA BOCCTAHOBMEHUS, MNOJSIYYEHHbIX W3 WUCTUHHBIX
pacTBOPOB, JIMOMPUIIM3NPOBAHHBLIX B KOHEYHOM KOHTEWHepe, cYMTaeTcs npuemMnemMbiM
UcrnblTaHNe Ha OAHOPOAHOCTbL MaccChl;

6) pH. Ecnu npumeHnmo, HeobxoauMo NpeacTaBUTb KpUTEPUU NPUEMIEMOCTH MO
pH n obocHoBaTb Npeasiaraembi AnanasoH;

B) CTepunbHOCTb. [NA BCex napeHTepasibHbIX feKapCTBEHHbIX npenapaToB B
cneumMdumkaumio  HeobxoaUMO  BKMAKYUMTb  METOAUKY  UCMbITaHUA U KpUTepun
npueMnemMocT [And OUEeHKN CTepuSibHOCTW. Ecnn paHHble, NOonyyYeHHble B Xoae
pa3paboTkn n Banupaumu, nNo3sBonAlT 06oCHOBaTb BbINYCK MO MapamMeTpam, Takow
nogxon AonyckaeTcsd nMpenfiokuTb B OTHOWEHUMM JeKapCTBEHHbIX MpenapaTos,
noaBeprawLLmnxca TePMUHANBHON (3aKNYNUTENBHON) CTEpUNn3aumm;

r) GaktepuanbHble 3HOOTOKCUMHbI (NuporeHbl). B cneundukaumio Heobxoanmo
BKIMIOYNTL  METOAWKY WUCMbITAHUA U KPUTEpPUA  MPUEMIEMOCTM B OTHOLLEHUN
GakTepuanbHbIX 3HOOTOKCUMHOB, MNPUMEHSIS MeToOuKy C  WUCMonb3oBaHWMEeM nu3aTta
amebountoB MedexsocTta (JIAJl-TecTt). lNNpu Hannumm o06OCHOBaHW WUCNbITAHWE Ha
9HOOTOKCUHbI JOMYCKaeTCs 3aMEHUTb UCMbITAHWEM Ha NMUPOreHHOCTb;

[) MexaHu4eckune BKItoveHus. [1na napeHTepanbHbIX NeKapCTBEHHbIX nNpenapaToB
HeoOXo4MMO NpedyCMOTPEeTb Haanexaiwine Kputepum npuemreMocT B OTHOLLEHWUK
MEeXaHUYeCKNX BKMOYEHNN. K HUM OTHOCATCA KpUTepum NpuemsneMoctTn Ons BUAUMbIX
YyacTuL, NPO3payYHOCTM pacTBopa N NpU HEOBXOANMOCTHU - ANA HEBUOUMbBIX YacTuu,;

e) cogepxaHue BoAbl. [na HEBOAHbIX MapeHTepasnbHbIX feKapCTBEHHbIX
npenapatoB W  nNapeHTeparibHbIX  JIEKAPCTBEHHbIX  MNpenapatoB,  Tpedyrowmx
BOCCTAHOBIIEHNA, cnedyeT ykasaTb  aHanNUTUYECKyrD  MeTOAUKY W KpUTepumn
NPUEMMEMOCTN OTHOCUTENBbHO COLEPXaHUS BOAbI B COOTBETCTBUM C nogrnyHkTom "H"
nyHkta 41 HacToswmx TpeboBaHui;,

X) cogepxaHne aHTUMUKPOOHOro KoHCepBaHTa. YCrnoBUSA BKITOYEHUS UCTbITAHNA B
cneundmrkaLmio npuBeaeHbl B nognyHkte "r" nyHkta 41 HacTtosawmx TpeboBaHui;

3) cogepxaHue aHTUOKCUAAHTOB (@HTUMOKCUOAHTHbIX KOHCEPBAHTOB). YCMoOBUA
BKNIOYEHNA UCMbITAaHUA B cheuudukaumio npueBegeHbl B noanyHkte "a" nyHkta 41
HacToswmx TpeboBaHU;

n) cogepXaHue IKCTparMpyembiX BeLLeCTB. YCMOBUSA BKITHOYEHUA MUCMbITaHUS B
crneundukaumo npueeneHobl B nognyHkre "e" nyHkra 41 Hactoawmx TpeboBaHuni;

K) OYHKUMOHAmNbHbIE XapaKTepUCTUKM cUCTeM pocTtasku. [lapeHTepanbHble
nekapctBeHHble (OpMbl, ynNakoBaHHble B MpeaBapuUTeNnbHO 3arofiHEHHbIE LUMPULbI,



KapTpUOKM-aBTOMHXEKTOPbl UMM MX  3KBMBamNeHTbl, HeobxoauMoO  noasepraTb
MUCMbITAHUAM C COOTBETCTBYWOLLMMU KPUTEPUAMW NPUEMIIEMOCTM B  OTHOLLUEHWUU
PYHKLUNOHAmNbHbIX XapaKTepUCTUK CUCTEeMbl AocCTaBkuM. K HMM OTHOCATCHA KOHTPOIib
NPOXOAMMOCTU WMMbl, AaBfeHWe U TepMETUYHOCTb YKYMOPKW (Hanuune yTeuvykn wu3s
CUCTEMbI OOCTaBkM) N (UNN) Takue napamMeTpbl, Kak ycunve ANns CHATUS BUHTOBOIO
Konnayka, ycunue ons nepemMeLleHns nopliHa v ycunue Ons npvBefeHus B Aencteue
nHxektopa. lNpun onpeneneHHbIx 06CTOATENbCTBAX YKasaHHble UCMbITaHUS AonycKaeTcs
NpoBOANTbL B Mpouecce NpoOu3BOACTBA flekapCTBEHHOro npenapata. [na obocHoBaHUsA
A0MNYyCTUMOCTM NPOBeAEHNS BbIBOPOUYHbBIX UCMbITAHUI CEPUI UITN UCKITIOYEHNST HEKOTOPbIX
WM BCEX XapaKTepucCTuK M3 cneumukaumm 0OCTaToOMHO AaHHbIX, MOMYyYeHHbIX B Xo4e
pa3paboTkn nekapcTBEHHOro npenapara;

n) ocMonsApHOCTb. Ecnn Ha 3TuMKeTke nekapCTBEHHOro npenapaTta ykasblBaeTcs
€ro TOHWYHOCTb, HeOBXOANMMO OCYLIECTBNATbL Hagnexawmnin KOHTPOSb OCMOJSIPHOCTM.
Ona obocHOBaHMS NpoBeAEeHUA [OaHHOrO WCMbITaHUs B Mpouecce npou3BoacTBa
neKapcTBEHHOro npenapaTta, BblIOOPOYHbLIX MWCNbITAHUWA CEPUN WU  onpeaerieHns
OCMOJIFAPHOCTU pacyeTHbIM METOAOM LOMNYCKaeTCH UCMOSb30BaTh AaHHbIE, NOofyYeHHble
B Xo4e pa3paboTku nekapCTBEHHOro npenapara v npu sanuvaauumn npousBoOACTBEHHOMO
npouecca;

M) pacnpegeneHue 4actuy, no pasmepy. YCrNoBUA BKKOYEHUS WUCMbITAHUA B
cneumdumkaumio npmBeaeHnsl B nognyHkre "n" nyHkra 41 Hactoawmx TpeboBaHui,

H) pecycneHaupyeMoCcTb. YCMOBUS BKITHOYEHUS UCMbITaHMA B creumdurkaumio
npuBegeHbl B nognyHkTe "K' nyHkra 41 Hactoawmx TpebosaHui;

0) BpeMsi BOCCTAHOBSIEHMS. YCIOBUS BKIHOYEHUS UCMbITAHMS B crneundukaumio
npuBeneHbl B nognyHkte "mM" nyHkta 41 HacTtoAwmx TpeboBaHUA.

Cxema peweHuun N 1

MokasaTenn MMKPOOGMONOrM4eckom YNCTOTbl aKTUBHbIX papMaLeBTUYECKNX
cyoctaHumn (APC) n BcnomoraTesnibHbIX BeLecTB



CriocoGma s ADC (BcnoMorarensioe BEINeCTs0) |

penctasuts obocHoBase. Kputepuu NpHEMIEMOCTH 1 HCTBITARHS

HET

NOUIRPIKHBATE POCT HITH KHIHECTOCOOHOCTE i > R L
o [ [ Hit MEKPOOHONIOTHIECKYIO YHCTOTY MOTYT HE NOTpe6oBaThes
MHKPOOPIaHH3MORB? ‘ }
JA
¥ AA I — = B
Seasieres i ADPC (BenoMoraTensHoe BEIecTBO) M Janbueitiee Henbrianue ya MHKPODHONOTHYECKYIO YHCTOTY
cTepH/IbHOH? | W KPHTEPHH NPHEMIEMOCTH Tte TpebytoTes ‘
HET
v —— = E— - = e—
Brauowaer im npouece cimresa (oSpasoriar) AGC AA ' VCTaHOBHTL KPHTEPHI PHEMIEMOCTH OTHOCHTETEHO |
(BCTIOMOTATE/IBHOIO BCIIECTBA) CTAAMH, > = P % P v .

nﬁycnannunmomne CHHIKEHNHE COICPIKAHMS

MHKPOOPraHHIMOB?

|  HET
h A .

e B

YeranoButs KPHTEPHHN NPHEMJIEMOCTH OTHOCHTENEHO
,\lliKpOGHOHOK“H'{CCKOFI YACTOTHI B COOTBETCTBHH ¢

®apmakomneeii Cowoza

¥

SIBngeTCs M KOMHHECTEO MHKPOOPraHHAMOR
| (MHAMKATOPHLIX MHKPOOPraHHIMOR) MOCTORHHO HiTKe?

AAA.-"'_"

a HE

YCTanoBUTE HCNBITAHAE HA OCHOBE BHIGOPOYHOTO
KOHTPO/TA [UIK ONpPeIeeHHs YHCAA MHKPOOPTAHHIMOR #
OTCYTCTBHS MIIMKATOPHBIX MHKPOOPTaHH3IMOB,
fpeaycnmoTpenisix Gapyaxoneeii Corosa

MHKPOSHONOrHYCCKOI YHCTOTE! B cooTBeTCTRMN ¢ Dapyakoneeit Corosa ‘

k. A3

MneroTes 1 Hayunbie Z0KA3ATENLCTR, TIOATBEPIIAIOMKE, UTO CTAIHH
TIPON3BONCTEA MONHAAIOT KOIMUECTBO MHKPOOPraHH3IMOB HUC NTPeaeia
KPHTEPHER NPHCMIEMOCTH (11 0GeCTIeUHBAIOT OTCYTCTBHE MTPEYCMOTPEHHEIX

Dapuaxoneeii Co03a HIIMKATOPHBIX MHKPOOPraHm3mMoB) B ADC
(BenomMOraTensHOM Bemectne)?

-

YCTaHoRATE HCNEMTANHE KAIUION cepril |
| JUIA Orpeene A ynena
MHKPOOPraiii3yMOB i OTCYTCTBHA
HH/IMKATOPHBIX MHKPOOPIaHH3IMOB,
npeayemorpennbix ®apaaxoneeii Cowosa

[Ipescranuts oGocHosanns.
Kpurepun npuemnenmocts i
HCIIBITAH IS MUKPOGHONOrHUeCKOi
HHCTOTBI MOI'YT HE NoTpeGoBaThes |

Cxema peweHun N 2

NMokasaTenm MMKPOOGUONOrn4eckom YNCTOTbl HECTEPUIIbHbLIX NIeKAPCTBEHHbIX

.
HET |

-

SIBAseTCA 211 JICKAPCTBEHHLI npenapar
CYXOH nexapeTBeHHON GopMoii
(Harpumep, TRepIoH (opMoii wis npuema
BHYTPBL HIH CYXHM IOPOIIKOM)?

o . a [

Cojtepiut i nexapeTBerkbii npenapar
AHTHMHKPOOHBIE KOHCEPBAH'TE! WK
—| obnanaer coberreHHON aHTHMIKPOGHOT

npenapaToB

JA

v
VeTanosuth XHMHYECKHE KPHTEPHH IPHEMICMOCTH A1
AHTHMHKPOOHONO KOHCEPBAHTA M IPOBECTH BAIHAIHIO
3 HeRTHBHOCTH KOTICepBANTA 1A 1EKAPCTBEHHOIO
MPEenapara, coaepKallero KOHCEPBAHT B KOTHYECTRE,
MCHBLUEM WITH PABHOM MUHHMAILHON KOHIIEHTpaIH I,
YKA3AHHOM B CreIHpHKay, THOO0 NOATBEPAHTE HAHuRe Y |
JICKAPCTBEHHONO NpenapaTa coDCTBeHHON aHTHMIKPOGHOIT
AKTHBHOCTH

AKTHBHOCTBIOT

YCTAHOBHTE KPHTEPHH HPHEMIEMOCTH B

iﬂ/\

MIMeloTes 1 HayuHbIe I0KA3aTe/ILCTRA
HR/THYHA Y JICKAPCTBEHHOTO [penapara
CHOCOBHOCTH HHIHOMPOBATE POCT
MHKPOOPraHH3MOB?

OTHOIICHHH MUKPOOHONOIHUECKOH YHCTOTH B
\ cooTsercrsun ¢ Gapmakonceii Coroza

— R
St TTpoBecTi nocepuitnble HCNBITANHS HA }*
o MHKPOGHONOrHYECKYIO YHCTOTY

o

l
JA

z = =1V==_— -
Kpurepii npreMIeMOCTH B OTHOMEHHH i

“HCIIE MEKPOOPTaHH3MOB H HCTIBITAHHSA

|

MOTYT He TOTpefoBaThLCH

’ TTpoMbiLLICHHEIR CEPHH NOCTOAHHO HET

COOTBETCTBYIOT KPHTEPHSIM IPHEMIEMOCTH
MHKPOOHOTOTHUECKON YHCTOTRI?

: — v A e
[poseeTi HenbITanue /1S ONPeEICHHS MHKPOGHONOIIYeCKOH YHCTOTH l
HE OCHORE BHIGOPOUHOTO KOHTPOIIA CEPHIf HITH MPEACTARNTE HAYHOE
050CHOSANHE HCKITIOUCHHSA PYTHHHBIX HCHbITaHHH Ha MHKPOGHONOIHHUCCKYIO ‘
HHCTOTY [

Cxema peweHun N 3



YcTaHoBneHune KputepmeB npuemrieMocTu and tecrta "PacTtBopeHue
JNleKapCTBeHHbIX NpenapaTtoB

Kako#f Tunm  KpHTepHeB NPHEMAEMOCTH OTHOCHTEIBHO BBICBOOOIKICHHS  aKTHBHOG
thapmanenTHueckoii cyGetanumm (ADC) snnseres noaxomsimm?

© Tlpeanasnatena

; JA ‘ Yeranosuts kputepun
= . M JleKapeTsentad popua e MPHEMIEMOCTH OTHOCHTENBIO
Ao eCﬂe'—l(.HHH:\#IO,'IH(‘)“IISP()MllllOl0_ ) BHICBOGOXACHHT ADC: '
B i S NPONOHTHPOBAHHOE
= BBICBODOWKICHHE ~ HECKOULKO '
BPEMEHHBIX TOUCK, OTCPOMCHIIOE
HET BBICBOOOIKIICHHE — [IBE CTAIHH,
= v napanneabHble Han
| MOCITEA0BATEABHBIC
SIBASETCA JM NCKAPCTBCHHBLIA TPenapat XopoLo L .
PACTBOPHMEIM IPH TEMNIEpaType
37 = 0,5 °C B pusnonorngeckom nurepsaie pH?
(n03a/pactsopumocts < 250 Ma (pH 1,2 - 6,8))
B ! : HET
| S
HA
g

A Kax npasuno, npumennm KpHTEpHii ‘
7 Slenserca i

R HET NPHEMIEMOCTH C YCTAHOBTCHHEM
=5 : ; s | HIKHErO Opeiena JUist NoKA3aTess
BBICTPOPACTBOPHMOIE? S — " i — c.
“~__(pactsopeine > 80 % 3a |5 mun. PACTBOPEHHS NIPH HCNLTAHIH ¢
S~ opupH 1,2:40u68) OHOIT TOUKOMH KOHTpOIS
RS e ——
o P
L JIA HET ~
D § 2
./ N \ o ,
558 :

-

-~ Onpenenena 7 Kax npasuno, npumenmm

BIAEMOCRES MOXLY N KPHTEPHIT pHEMIEMOCTH ¢
PACIIBIACMOEIEIO N YCTAHOBICHHEM BEPXHEro
pacTBoperien? AA Tpesiena JUIA NOKa3aTens BpeMers
paciiazaemMocTn



3uauuTento
I pacTBOpeHHE BNSeT
~ na buogocrynrocts? (Hanpumep, =
HabJIOAIACH TTH HEllpHEMIeMas
OHOAOCTYTIHOCTE JUTH
PLICBAHTHRIX CepHii
} Ha JTane
. pazpadorkn?) -

HET l

" Bmusor m
HIMCHEHMA B coCTaBe .
JIeKAPCTBEHHOIO Npemapata
HITH TIEPEMEHNIE TAPAMETPDI IIPOLCCCa .
HPOK3BO/ICTRA HA pacTBOpeHne?

. (Menonssosars noaxoasmme auanasous:,

.

H3YMHTDL PACTBOPEHHE B
B unTepsane pH 1,2 — 6,82///

%,
\\\ ) o A

YCTaHOBHTEL YCIOBHA IIPOBEICHHS
HCHBLITAHHA B KDHTEPHH TIPHEMIEMOCTH,
MO3BOJIOLIHE 0100PATE cepu,
[pHemiIeMbie B KAHIHYECKOM OTHOIICHHI,
Yenosus nposesieHns HCNLITanusS u
KPHTCPHH TIPHEMIIEMOCTH JOMYCKACTCA
yeranasansars 6e3 yuera ux enocobnocTy
BBIABAATE H3MCHENHA
B COCTABE JEKAPCTBEHHOTO TIpenapara
H B IPOLECCE TIPOHIBOACTRA

AA

Kakue ocobuie yenosns npoBesenis Hensiranus n KPHTEPHH NPHEMIEMOCTH ABJISIOTCH
NOJXOAANIMH (HeMeUIEHHOE BRCRODO® 1enme)?

—y

Cheayer yetanosnrs yenosus
[IPOBCACHNA HCITBITANWI H KPHTEPHH
HIPHEMIEMOCTH, KOTOPLIE CHOCOOHLE

PATTHINTE CEPHH ¢ HETPHEMIIEMOTT
BHOAOCTVIHOCTHIO

I _—

Kourponupyiores nm ami
H3MEHEHHS COTIACHO
JIPYTOH METOIMKE ¢
VCTAHOB/ICHHEM
KpHTEpHen
TPHEMICMOCTH?

IA |
>

HET

Yeranosute YeI0rAa nposeaeHus
HCHBITAHUH 1 KRpHTEpHK
| TIPHEMIEMOCTH, KOTOPHIE TTO3BONAIOT
PACNO3HABATD ITH HIMEHEHHS.
Kax npaguo, g8asiores noxousimmms
| KPHTEPHH TTPHEMIEMOCTH
| TIPH HCHLITAHHAX ¢ O0H TouKOf
‘ KOHTpOns




Kaxie AHanasonsl  NPHEMIEMOCTH  SBINIOTCH  HOIXOAKIIIME {mponoHrHpoRanioe
BeicBODOAACHHE)T
# HET " 3asHcHT nn
ML TGN PRI Py ' BricBOGORIEHIE ADC
OHOZOCTYITHOCTH U151 Coplt > oT yenoBifi npoBeeHHA
C:pasmHoH cxopocTiio HCTIBITAHHS i1 Vitro?
BhICBODOEACHHS T '
HA ) -
A 2 7 L
G HET

Moo nu
VCTAHOBHTE 3RHCHMOCTh
invitro (in vivo)? (Npu
HeOBXOANNMOCTH MonndHIIpOBATY
YCIIOBIS POBSICHIS
HCITRITAH IR
in vitro)

‘ JA
Y

Ucnonsiosars
KOPPEARUNEO [n vilro
(in vive) BMecTe ¢
COOTRETCTBYIONIIMH
PesyNLTaTaMH ananu3a
cepuit s
YCTAHORNCHHUS
AHANA30HOB
TPHEMIEMOCTH

A 4

HMenonkiorath Ree HMeOmuEecs nannse o
C'I‘K!GIL'II)HOCTM. l-lII(‘lIIO(‘T) MHOCTH H

<1 i
HE _ KIHHBMECKHE AaHHbIC, YTODK YCTAHOBHTS
HATIEKANNE ITANAIOHR TPHEMIEMOCTH
" TIpCREIRAIOT 1N AHATIAIOH
mpremaemocti 20 %
0T IABACHHEOTO Cofepanui?
HET AA
- yl
! [Ipencrasurs
COOTBETCTBYIOINE
JHELIE O
Cosaxrenien OHOUOCTYITHOCTH, HTOOB
YCTAHOBHTE ——— TYIHOCTH,
AANRIGEEL BUIHAHPOBATE
TPHEMICMOCTH JIRaIaIons1
NPHEMIEMOCTH

Cxema pewenun N 4

YcTtaHoBneHue KpuTepus NpuemMrieMocTy Ansi KOHTPONIMpyemMoun npumecu B
aKTMBHOM chapmaLeBTUYECKON cybcTaHLUn



Onpeneints yposeHs
COACPH@HHA NPHMECEil B
PEIICRAHTHRIX L'Cpl(ﬂ,\]

OQuennts MakcHMalbHOE

: v YBCJIHUEHHE CONCPIHKAHUA
CyMMHpOBaTEL Cpeatce HAvngercs m A [(PHMECH HA jaTy
IHAYCHHE YPOBHS > NPHMECE TAIOKC NPOBECHMS nou'mp.mnn
OOIKAN NPOUAVETOM : » * .
\.(.1} p"ﬁ‘lf’“” PHMCCH 1 » ’If »{.‘“U ’.. | MCHMTANHA, HCHOARIYA
BEPXHUH JI0BEPHTENLHBI ACTpaaaing |  JAHHBIE YCKOPCHHLIX
fpees (mpuugTL 3a A) " ;mmbcpwuu.m

HCCneaoRaANHE
CTabMIABHOCTH

HET
Y
v
HET T Onpenennrs
i ) PEBBIIAKYT MAKCHMAILE LI
Kpurepuit npuemaemoctn me A wim B BCPOITHMHA YPOBCHL
noikeH O6Th panen A e B RBATHQHLEPOBaN b < u»lqw:unm'HP"MC\-‘"
(B 3ABHCHMOCTH OT CHTVALIEN) yporeHn? KaK;
A + 3na4enue, Ha
KOTOPOC NOBLICHIOCH
COJICPAAHUC TIPOAYKTA
A JACTPaIaluy 1py
v XPaHCHHH B
2 i COOTRETCTBYIONMINY
Kparepui npremiemMoctu goiken YCIOBMAX
OBITE PaBed KBAHPHITHPOBAHHOMY (npunaTs 3a B)

YPOBHEIO HIIH CIIC/IYCT YCTAaHOBUTL
HOBBIH xuu.mtbnu;ur[wmmn,m
YPOBCHL

1 PeneBaHTHble Cepuu - cepuun, NoslyyeHHble B XOA4e WCCeOoBaHUM Ha aTanax
pa3paboTKn, ONbITHO-NPOMBILLSIEHHOIO N NPOMBbILLIIEHHOrO NPOM3BOACTBA.

2 BepxHun poBepuTenbHbIM Npegen paBeH CTaHOApPTHOMY  OTKIOHEHUIO
pes3ynbTaToB aHanmn3a cepun, yMHOXeHHOMY Ha 3.

3 OnpepensdeTcss B COOTBETCTBMM C MpaBunaMmm Mo WU3YYEHUO NPUMECEN B
nekapcTBEHHbIX cpeacTtBax W ycTaHoBneHuo TpeboBaHMM K HUM B cneuudukaumnsx,
yTBepxaaembimm Komuccunen.

Cxema peweHun N 5

YcTaHOBNeHue Kputepus NpMeMneMocTu Ans npoaykra gerpagaumm (npoaykra
pa3noXxeHusl) B IeKapCTBEeHHOM npenapare



OGpasyercs OneHnTs MaKCHMUIBHOE YBRITHYCHNIC

B XOJIE TPOHIBOACTRA HET COICPKAHER NIPOAYITA ACTPAIALHN Ha
NeKAPCTREHHOTD MpeNapaTa »| KOHCIL CPOKa OAHOCTH (CpoXa Xpanewi),
HPOAYKT , HL’IIU/HJ,\ ﬂ"‘m‘lllll.lg" .“:"‘:“'l“““_“‘."-\ "
nerpaiain? | HOTINOCPOHBIX HCIWTAHKH CrabubiocTy

(nmpunsTs 3a D)

A

v L 4

OLeHnTs MAKCHMANBHOE YRENHYEHNES
COACPAAHHA 1IPOAYKTA Nerpajaiing
XOJC HTPOH3BOACTRA PENCBAHTHLIX
cepuit’ (npuusTs 3a C)

Onpeneants MaKCHMAILHO BEPOATHLIH
YPOBEHbL CONCPRAHNI IPHMECH
cyberanumu (A win B + C + DY

HE1 [Mpesnuuaer nu
MAKCHMATBHO BEPORTHRIIH
YPOBEHb KBATHHIHPOBAHH B
YPOBCHL?

Kparepuit npuemiIeMocT AonkeH
OLITH PABEH MAKCHMANTLHO <
BCPOATHOMY YPOBHIO

JA
Y
Kpurepsii npuemiemoctn nomsen 6urrs pasen
KBATHGHUHPOBAHHOMY YPORHIO, imbo creyer
YCTAHOBHTE HOBBIH KBaHGHIpOBaTLi )[x(:xscv|>.'
HITH HOBBIC YCIIOBHA XPaHeHus AH0o CoKpamTh
CPOK NOJIHOCTH (CPOK XPaHEHHs)

1 PeneBaHTHble Cepuu - cepuun, NosflyyeHHble B XO4e UCCeoBaHuM Ha aTanax
pa3paboTKn, ONbITHO-NPOMBbILLSIEHHOIO N NPOMBbILLIIEHHOrO NPOM3BOACTBA.

2 MNMopsipok onpenenenusa A n B npencraeneH B cxeme pelieHnin N 4., )

3 OnpepensdeTcss B COOTBETCTBMM C MpaBunaMmm Mo WU3YYEHUO NPUMECEN B
neKapcTBEHHbIX CpeAcTBax WM YCTaHOBMEeHU TpeboBaHUM K HUM B cheuudukaumsx,
yTBepxaaembimu Komuccunen.

Cxema peweHun N 6

YcTaHoBneHue KpuTepmeB NPUEMIIEMOCTU OTHOCUTENBHO pa3mepa YacTul
aKkTuBHomM papmaueBTuyeckomn cybcrtaHuum (APC)



Tpeacrasaner
T JICKAPCTREH HEATT
npenapat coboil TEePAVIo Jas nexapernennmx Gopm

HET SR 8 .
WA HXYIO NCKAPCTRENAYIO » B BHIC PACTHOPOB KpHTEpHii
T, NPHEAIEMOCTH B OTHOIICHHII
HEPACTBOPEIHYIO paimepa sacTH ADC
ADC? He Tpedyercs ‘

A

v

I Kpurvscn i passwep wacriy ana PUCTBOPEHNS,

PACTEOPHMOCTH HAN GHOAOCTYNHOCTH?

2. Kpurien Jm paisep “acTii g

TEXHONOTHYHOCTH NEKAPCTRCHHOND (Ipenapata?

3. Kpsrnses a0 paamep HacTi g ¢rabunsHoeTH

NEKAPCTREHHOIO Npenapara’?

4, Kprimsen am pazmep vacrun s OIHOPOAHOCTI
| noauposanus ACKAPCTHENHOTD TIpenapaTa?

3. Kpuriten e passep “4acTiiy Ang noaepsanm

BHELINETD BUA NCKAPCTRCHHOMD MTpenapaTs?

ecnn HET no Beem nysxram

ccan JIA no oamomy s
HECKOMLKAM NYHKTaM

L 4
" ,, Kpurepnit npuemnemoct
YCTanoBuTs KpRIepiti npHesienmoct PaTED k 10CTH

\ He Tpebyverc

. |

Cxema peweHun N 7

OnpepneneHne He06XO0AMMOCTU BBEAEHUA KPpUTEPUEB NPUEMIIEMOCTH
OTHOCUTENbHO NonMMopdnamMa akTMBHbIX (hapmaueBTuyeckux cyocranumm (APC)
M NeKapCTBeHHbIX NpenapaToB

AKkTnBHas chapmaueBTUHecKasa cybcTaHums



[Tponexoauny

I SOTH CKD Z 3 x
1 ll;m;u;g)mluq‘ uu:un A 0Bpasopanie HET Tanbueiitme
OTHOCHTES 3
. CHTC bHL\q)(‘ PALTHYHRIX > lelicrsng e
MOJUMOPRH3NG HOEIMOP B EIx TpebyioTes

thopm?

JA
; v

Oxapaktepusosath popMsl, HAPHMED:
OOPONIKOBAR PEHTIEHOBCKAR A PAKIHSE;
ACK (repauueckuil amnmrs):
MIKPOCKOITHS,

CHEKTPOCKOITHA

Mlepelitn k2,

Utnugalorcs
Jin Qopmbt
110 CBOMCTBAM {PRCTBOPHMOCTE,
CTAOHILHOCTD, g
TeMIcparypa
asnenns)?

HET

y
Mposeaenne nennrranuii s
VCTAHOBIACHHE KPHTEPHER
1A nprexaemoctt ans APC ne tpelyerca .

v S o A

Hamensiores m
hyHruBonATLHEE HET
xapasrepucrmin, Gezonacnocts
HIH MPPeK THBHOCTE
NCKAPCTREHHOIO
npenapara?

rr l/\
b 4

Yeranosnts kputepuit
MPHCMAEMOCTH B OTHOLIEHHH > [Mepedimn 3
CONEPIKANNE MOIHMOPHHEIX Bopa
ADC

JlekapcTBeHHbIW Npenapart B BUAe TBEpPAON UIU XXUAKOWN neKkapcTBeHHON POpMBbl,
coaepallien HepaCTBOPEHHY aKTUBHYIO (hapmMaLeBTUYECKYHo cy6CcTaHLuIo
(ADC) npn HaNUYUU METOAUK NU3MEPEHUS coaepKaHUA nonmMmopdHbIX hopm B
NeKkapcTBEeHHOM npenapare



3 Moseoser au _ ]
. v et » = T ‘. "
HCITETANKE HYHKIHOHATBLHAIX ‘ VCTanonsts kprTepis
XAPAKTEPHCTHE JEEKAPCTBRHIONO

v NPHEMAEMOCTH 1118
S TTAITS ATR TR
IPETIAPATE VETAHORHTEL A0 H LI N COOTBETCTBYINIETO
KOHTPOAL, eCH HIMCHICTCR COOTHOLUSHNE [

p JA HCIIBITAHNA
noaMopHLIN opm (Hanpuscp, DYHELHOHATLHEX
rect «Pacrropenes)? :\'up:m‘rcpuumk

HET
J
Koutponnporars noxmMopsic
(POpPMBL B IIPOIECCE HIYHEH)
CTabIBHOCTH TEKAPCTREHIOND
apenapara

vy

Hatmopaeres

JIH M3MEHEITHE, KoTopoe HET =
CNOcOOHO MORIHATE HA 3 Kpirepin npuesiesoctn
. >
BeaonacHocTs 1 — JUISE HBMEHEHHA
apdercrurnocTs NOAHMOPGHBIX (PopM 1
JICKAPCTREHH OO .n.)\.ﬂ)cmeumm ﬂBCHdpclT\.
npenapata? BROJMTE He TpehyeTcs
A
= y

YeranosaTs KpHTEpHH
IPHEAIIEMOCTH, COrNACYIOIHCCR
¢ GezonacHocTsio B (nn)
sthperTRIHOCTEIO
JERKAPCTHEHHOID [penapara

Cxema pewenunn N 8

BknioyeHue metoanK naeHTUpUKaLmMmU, KONMYeCTBEHHOro onpeaeneHmsa n
onpeaeneHNA 3HaHTUOMepPOB-NpumMecen B cneundmrkaumio Ha xmparbHble
aKTuBHble papmaueBTUYeckue cybctaHuum (ADC) n nekapcTBeHHbIe npenaparhbl,
coaepxawme xupanbHbie ADC



OnpesennTs A Crnemudmynbie s
HECODXOIHMOCTE e~y Husgeres iy xupansHoin AGC
pepu rcann (H ADC
HACHTHDHRAIHH PATIEMATOM) XHPATEHOHN?
XHpanLHOR ADC npy <
BRINTYCKC B {HITH) TIPH
HCHIWTAHHAX Ha VeracIeRElLg

HET METOJIHEN
waenTuhmxai,

KOJIHYCCTBENHOIO

[IPHEMACMOCTD HCHILITAHHA Hi
IPHMECH
';'l A HE TPCOYIOTCR
(KU1 DHAHTHOMEP)
\ 4
Bimoynts B enenudrkannio AQC
uiaeHTHDHKaLmo
KONHYCCTBSHHOE ONPEIeTeHHE |
HCTTBITAHHS Ha IHAHTHOMED-TIPHMECE
BEIOYHTE B cielly llH.\:;l‘l::uv lvkux‘.'\"I'.A_'IIH~.=I O :.‘]7-:'1.)(1”[:]«'
KOJIHUSCTBEHHOE ONPC/IC/ICHHT |
HCITBITAHHA Ha YFHAH TUOMED-TIPHMECE

1 Kak 1 B OTHOLUEHUN ApYrux NpuMecen, UICTOYHUKOM KOTOPbIX SABMSETCA UCXOOQHOEe
Cblpbe, NCNOMb3yeMoe Npu CUHTEe3e akTUBHbLIX (hapMaueBTUYecKkMUx cybcTaHumn, cnegyeT
npenycMoTpeTb KOHTPOSfb KadecTtBa xupanbHbix APC, ycTtaHOBMB npegenbl Ang
COOTBETCTBYIOLLEro WCXOAHOIO Cblpbf WM NPOMEXYTOYHOM NPOAYKUMW, eCcrnn 3TO
obOCHOBaHO pesynbTaTaMuM UCCRedoBaHWA, NpOBeAdeHHbIX B Xxode pa3paboTku
nekapcTBEHHOro npenaparta. B OCHOBHOM 3TO Heo6xoAMMO B crnyyasix, Korga umeeTcs
HECKOSbKO XMpasibHbIX LEeHTPoB (Hanpumep, 3 n 6onee) nnu TpebyeTcss KOHTPOSb Ha
cTagun, npegwecTsytowien CuHTesy KoHeuyHon APC.

2 B3ameH meToamkmn naeHtudukaumm xmpansHon A®C gonyckaetcs npuMeHeHue
MEeTOAUKN KONMMYECTBEHHOro onpefeneHus, cneuudpunaHon gna xvpanbHon APC, mnm
METOAWKUN UCMbITAHUS Ha 3HAaHTUOMEPLI-NMPUMECH.

3 BsameH wMeTOAMKM KOMMYECTBEHHOro ornpegeneHus, crneuyndunyHon ansa
xupaneHon A®C, gonyckaeTca NpUMEHEHNe METOLMKMA KONMMYECTBEHHOIO onpeaeneHus,
HecneumdpuyHon Ans  xupanbHon APC, B coyeTaHUM C METOOUKOW KOHTpOns
NPOTUBOMOSIOXKHOIO 3HaHTMOMeEpPaA.

4 CopepXaHne NpoTUBOMNOSIOXKHOIO HAHTMOMEpPa B aKTUBHOM ddapmaLeBTUYECKON
CyOCTaHUMM MOXHO OnpefesiuTb Ha OCHOBaHMW AaHHbIX, MOMYyYEHHbIX C MOMOLLbIO
METOAUKN KONUYECTBEHHOrO onpeneneHus, cneunduyHon ans xumpanoHon A®C, vnn ¢
NOMOLLIbIO MHON METOOUNKN.

5 UcnblTaHns nekapcTBEHHOro npenapaTta, crneunduyHble onsa cTepeom3oMepos,
MOXHO He npoBOAUTb, €Cnu MNOATBEPXAEHO, 4TO paueMusaumss B npolecce
NPOu3BOACTBa JleKapCTBEHHOro rnpenapata W BO BpeMs XpaHEeHUs roToBOW
nekapcTBeHHoM pOpMbl HE3HAYNTENbHA.

MpunoxeHune N 2

K PyKkoBOACTBY MO COCTaBMEeHUIO
HOPMaTUBHOIo JOKYMEHTa No KayecTBY
nekapcTBeHHOro rnpenapara



®OPMA
TUTYINIbHOrO NIMCTa HOPMaTUBHOIO AOKYMEHTa Mo KayecTBy

COTJIACOBAH YTBEPXIEH

(HaMMeHOBaHMEe, IaTa M HOMED (HaMMeHOBaAHME, HOaTa UM HOMEP
OOKYyMEeHTa YIOJIHOMOYEHHOT'O OpraHa IOOKYyMEHTa YIOJIHOMOUEHHOI'O OpI'aHa
rocymapCcTea [NPU3HAHUA, B pebepeHTHOTO TOCymapCTRBa, B
COOTBETCTBUM C KOTOPBIM COIJIACOBaH COOTBETCTBUM C KOTOPHM yTBEPXIEH
HOpPMa TMBHEBIV HOPMAaTMBHBEIY HOOKYMEHT I10 KAa4eCTBY)

IOOKYMEHT II0 KadecCTBY)

HOPMATUBHEN HOOKYMEHT 110 KAUECTBY

Toprosoe HaVMEHOBaHME (Toprosele HaVMEHOBAHUA) JIEKapPCTBEHHOTO
npenapara:

MexOoyHapOOHOEe HENaTEHTOBAHHOE HaMMeHOBaHME:

(mpy ero OTCYTCTBMM — OOWENPMHATOE (TPYyHNIMPOBOUYHOE) HAMMEHOBAaHME, a [IpHU
OTCYTCTBMM MNOCJIEOHETO — XMMMYUECKOEe HaMMeHOBAaHUE)

JlekapcTBeHHad dopwMma:

HosupoBka:

IepxaTellb PerMCTPaUuMOHHOTO YOOCTOBEPEHUI:
(HaMMeHOBaHMA OepXaTessd PerMCcTPalMOHHOTO YIOOCTOBEPEHMS M TOCyldapcTBa €TI0
perucTpauum (MecTa HaxOXIeHMS) )
HomMep M maTa HOPMaTUMBHOTO HOOKYMEHTA:
(HoOMep M JaTa PerucTPalMOHHOTO YIOOCTOBEPEHMS, BEIDIAHHOTO pedbepeHTHEM
TOCyOapCTBOM)




