EBPA3BUHNCKASI DKOHOMUYECKASI KOMUCCUSI
COBET

PEIIEHMUE
«17» mapra 2022 . Ne 36 r. Mockaa

O BHeceHuu n3MeHenuil B IlpaBuiia perucrpauyuu u 3KCNepPTU3bI
JIEKAPCTBEHHBIX CPEICTB /sl MeIUILMHCKOI0 IPUMEHEeHM

B cootBercTBUM co crartbedd / CorjamieHuss O €AUHBIX MPUHIUAMNAX
U TIpaBuiIax oOpallleHHs JIEKapCTBEHHBIX CPEICTB B pamkax EBpasuiickoro
PKOHOMHUYECKOTO coro3a or 23 nexkadbps 2014 roma u myHkTtom 84
npuwioxeHus Ne 1 k Pernamenty pa®otel EBpa3uiickoii 3KOHOMUYECKOH
KOMUCCUM,  YTBepKIeHHOMY  Pemenuem  Bricmiero — EBpasumiickoro
sKOHOMHUYECKOTro coBeta OoT 23 aekadpst 2014 r. Ne 98, Coser EBpazuiickoii
SKOHOMHMYECKON KOMUCCHH P € I M JI:

1. Buectn B IlpaBuna perucrpauuyd W SKCIEPTU3bI JIEKAPCTBEHHBIX
CPEACTB I MEOULIHMHCKOIO IIPUMEHEHUs, YTBEpKACHHbIE Pemenuem
Cosera EBpa3uiickoil 3koHOMUYeCKOM KoMuccuu OT 3 HOs10pst 2016 1. No 78,
M3MEHEHHMS COTJIACHO IPUIIOKEHHUIO.

2.Hacrosiee  Pemienwe BcTymaeT B CWJIy [0 MCTEYEHUU

10 xaeHmapHBIX JHEH ¢ JaThl €ro 0(UITMaTLHOTO OIMYOINKOBAHHS.
Ynennsl CoBera EBpa3uiickoii JKOHOMHYECKOH KOMUCCUM:

Ot PecnnyOsmiuxku Ot PecniyOmukn Ot PecnyOosmmkn Ot Kbipreiekoit Ot Poccuiickoii
ApmMeHust beaapych Ka3axcran Pecny0simkm dDegepanum

M. I'puropssn ~ WU. llerpumienxo  b. Cysaranos A. Kosxomes A. OBepuyk



[MTPJIOXEHUE

k Pemenunro CoBera
EBpa3zuiickoil 5KOHOMUYECKOW KOMUCCUU

ot 17 mapta 2022 r. Ne 36

N3IMEHEHMUNISI,
BHocuMble B [IpaBuiia perucTpanum U 3KCHepTH3bI
JIEKAPCTBEHHBIX CPEACTB /ISl MEAUIMHCKOT0 IPUMEHEHUS

1. TTyHKT 3 JOMOIHUTH MOJIYHKTOM «a'» CIEIYIOIIEro COaepKAHMUS

«a') TeKAPCTBEHHBIX IPENapaToB, KOTOPHIC MPEAHASHAYCHBI IS
OPUMEHEHHUS B  YCJIOBHSX  YPE3BBIYAWHBIX  CUTyallud, Yrpo3bl HUX
BO3HMKHOBCHMsI WM BO3HHUKHOBCHHSI YPE3BBIYAMHBIX CHUTYalldd, IS
NPOPUIAKTAKN WU JICYCHHS 3a00JICBaHUN WM TOPaKCHHH, MPEACTaBIISIOIMINX
OMMACHOCTh JUISl OKPYXKAIOIIWX, IMOJYYCHHBIX B pe3yJbTaTe BO3JCHCTBUS
XUMHYECKHUX, OHMOJIOTMYECKUX, pPaJAHAIMOHHBIX (aKkToOpoB, oOpalieHne
KOTOPBIX PETYIUPYETCS 3aKOHOIATETLCTBOM TOCYapPCTB-YJICHOB;.

2.1loAnyHKT «I» MyHKTa S JOMOJHUTH CIOBAMH «TOCYAapCTB-
YJICHOBY.

3. JIOTOHAUTD IIyHKTOM 5° CIIEAYIOLIEro COAePIKAHHS:

«5". B ciydasx ¥ TOpSAKE, MPEeIyCMOTPEHHBIX 3aKOHOIATEIHCTBOM
roCyJapCTB-4JICHOB,  JOIMYCKAeTCs  MPEAOCTABJICHHE  MallMeHTaM U
NpUMEHEHWEe B OTHONIEHWHW WX HE3apeTHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npenaparoB. K TakuM JiekapCTBEHHBIM MperapaTaM OTHOCSTCS B TOM YHCIIC:

JICKapCTBEHHBIC TIperaparbl, BBO3WMBIC B T'OCYJIapCTBO-WICH IS
OKa3aHMS MEIWIIMHCKOW TOMOIIY 10 KU3HEHHBIM MOKa3aHUSIM KOHKPETHOTO

ManueHTa JU00 IS OKa3aHUsS MEIUIIMHCKOM TTIOMOIIM OTPAaHUYCHHOM TPYIINE
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MaIMEHTOB ¢ peaKod W (Miau) 0co00 TSDHKENIOM IMaToJIorMei, Ha OCHOBAaHUU
3aKJTIOUCHUS (Pa3pelIuTEILHOI0 JOKYMEHTA), BbIIAHHOTO YIOJHOMOYEHHBIM
OpraHOM roCy/1apCTBa-4yJIcHa;

BBICOKOTEXHOJIOTUYECKHE JIEKapCTBEHHbIE npenaparsl,
U3TrOTaBJIMBAEMbIE HA HECTAHAAPTU3UPOBAHHOW (HEPYTHHHOW) OCHOBE U
MPUMEHSIEMbIE Ha TEPPUTOPUM TOTO K€ FOCYIapCTBa-4ieHa B CTAllMOHAPE B
LENsAX  WCHOJHEHUS  WHIWBUAYAIbHOTO  MEIUIIMHCKOTO  Ha3HAYEHUS
JIEKapCTBEHHOTO Tpernapara, ClelHalbHO MPOU3BEIECHHOTO JJI OTACIBHOIO
NalKueHTa.

[Ipon3BOACTBO TaKMX  BBICOKOTEXHOJOTMYECKHX  JIEKAPCTBEHHBIX
MpernapaTroB pa3pelraeTcsl YnoJHOMOYEHHBIM OPraHOM TOCYJIapCTBa-dicHa.
['ocynapcTBa-uiieHbl 00s13aHBI 00ECIEUUTHh SKBHUBAJICHTHOCTH TPEOOBAHMUIM,
NPEABABISIEMBIX K MPOCIEKUBAEMOCTH CEPUM W MAPTHUM JIEKAPCTBEHHBIX
MpENapaToB, YCTAHOBJIECHHBIX 3aKOHOAATEIbCTBOM T'OCY/IapCTB-YJICHOB,
U K (papMakoHaA30py B COOTBETCTBUHU C akTaMu opraHoB Coro3a.».

4. TTyHKT 6 TOTIOJTHUTH a03a1eM CIEIYIONIEero COACPKAHUS:

«B ciydae ecnu JieKapCTBEHHBIH Tpernapar npeJaHa3HaueH JJisl JICUCHUs
opanHoro 3aboneBaHus, BKIIOYEHHOTO B TMEPEYHU, KOTOPHIE BEAYTCA B
COOTBETCTBMM C 3aKOHOJATEIIbCTBOM OTAEIBHOTO TOCYJapCTBa-uJICHA,
perucTpainms Takoro JEKapCTBEHHOrO Mpemapara JaHHBIM B pedepeHTHOM
rocyJlapCTBE B COOTBETCTBMM C Hactosmumu [IpaBuiiamu ¢ 1eiIbIO
oOpallleHHsl  JICKApCTBEHHOr0 TIpenapaTra Ha pbIHKE TOJIBKO  3TOTO
rocyjapcTtsa (HalMOHaJIbHAA MPOLEAYpAa PErUCTPAlMU) OCYIIECTBISETCS
B cooTBeTcTBUM C pazjaenamu V u VIl unu pazaenamu VI u VII HacTosmmx
[IpaBui, a Takke B COOTBETCTBUHU C MOJOXEHUAMH paznena 16 ugactu 1l
npunoxeHus Ne 1 k Hactosimum [IpaBunam.».

5. B mynkre 18:
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a) B TPEIJIOKCHUHM TpeTheM ab3alia IMepBOro CIoBa «YKa3aHHBIX B
paznene VIl Hacrosimux [IpaBui, a Takke B Cydasix,» UCKIIOUUTD,

0) mocrme ab3ama MEpPBOTO  JOMOJHUTH ab3allaMu  CICAYIOIIETO
COJICPKaHUS:

«Cpok JEUCTBUS PETHCTPAIIMOHHOTO YAOCTOBEPEHUS Ha
JICKapCTBEHHBIN Tperapar, 3aperuCTPUPOBAHHBIM 10 MPOIEAYpPEe yCIOBHOU
perucTpanuu, OIpelenseTcss ¢ ydyeroM mnoJsioxeHut mnoapasnena VILIII
pazaena VIl nactosimux IIpaBuit.

Jlns JIeKapcTBEHHOTrO  Mperapara,  3aperHCTPUPOBAHHOTO B
COOTBETCTBHUH C 3aKOHOJATEIHCTBOM I'OCYJIapCTBA-WICHA M OOpaIaroIerocs
5 ner mu GoJjiee Ha PHIHKE ATOTO TOCYJapCTBa-yjeHA, BBIJACTCS OECCPOUHOE
PETHCTPAIIMOHHOE YJIOCTOBEPEHHE B CIydae, €CJIM JICKapCTBEHHBINA Mpenapar
mpeanoiaraeTcss K OOpalleHHuI0 Ha pPBIHKE TOJBKO 3TOr0 TOCYJIapCTBa.
B cnydae mianupyemMoro oOpaiieHus Takoro JIEKapCTBEHHOIO Mpernapara Ha
pBIHKaX JPYTUX TOCYJapCTB-WICHOB PETUCTPAIIMOHHOE YJIOCTOBEPECHHUE
MOJ/JIS)KUT 3aMEHE Ha PETUCTPAIMOHHOE YIAOCTOBEPEHHUE CO CPOKOM JACHUCTBUS
5 meT.».

6. B mynkTe 19:

a) mocyie ab3ara JBEHAANATOrO JOIMOJHUTH a03aleM CIICIYIOIIETO
COJICPKaHMS:

«JITaHHBIE peaTbHON KIMHWYECKOW MPAKTUKW» — JIAHHBIE, OTHOCSIITUECS
K COCTOSIHMIO 3JIOpPOBbsl malueHta u (Wiau) K TPOIECCy OKazaHus
MEIUIIMHCKOM MOMOIIH, TTOJTYYCHHBIE U3 PA3TMYHBIX HCTOYHHUKOB;);

0) mocie ab3ama TPUHAIIATOTO AOMOJHHUTH a03areM CIICTYIOIIETO
COJICPIKAHMS:

«JIOKa3aTeIbCTBA, TIOJyYCHHBIE HA OCHOBE JaHHBIX pPEaIbHOU
KIIMHAYECKOW TMPaKTUKW» — KIMHUYECKHWE J0Ka3aTelIbcTBa B OTHOIICHUHU

INPUMCHCHUSA U HOTGHHHHJIBHOfI IIOJIb3bl HWJIK PHCKAa IIPHUMCHCHUA
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JIEKApCTBEHHOr0 Mpemnapara, MOJyYEHHbIE Ha OCHOBE cOOpa W aHaiau3a
JIAHHBIX PEATbHOU KIIMHUYECKOU MPAKTUKH;.

7. B nmynkTe 20 coBa «IocieaoBaTeIbHO B HECKOJIBKUX TOCYIapCTBax-
Yj€HaxX» MW «OJHOBPEMEHHO B HECKOJIBKMX TOCyJapCTBax-uj€HaX B
COOTBETCTBHH C» UCKIIOUHTD.

8. IloamyHKT «O0» TMyHKTa 21 AOMOMHUTH MPEAJIOKEHUEM CIICTYIOIIETO
coaepxkanus: «JlomyckaeTcss OJHOBPEMEHHOE WHUIIMUPOBAHUE MPOLETYPHI
B3aMHOI'0 IPU3HAHMS B HECKOJIbKMX TOCYJIapCTBAX MPU3HAHUA. ).

9.B a63ame 1mecTHaamaroM IyHKTa 38 cloBa  «HMHCHEKIUH
(BHEIJIAHOBOW WJIM TUJIAHOBOM)» 3aMEHUTh CIIOBaMU «(hapMaleBTUIECKOM
MHCTIEKITUN.

10.B nyskTe 45 cioBa <«JIEKAPCTBEHHBIX IpenaparoB M OOIIei
XapaKTEPUCTUKE  JICKAPCTBEHHBIX  NPENapaTroB»  3aMEHUTh  CJIOBaMU
«JIEKapCTBEHHOTO Mpemnapara U OOIIeH XapaKTePUCTHKE JIEKApCTBEHHOTO
npenapara.

11. B nynkre 46 cinoBa «210 xaneHIapHBIX JHEW» 3aMEHHUTH CIIOBAMH
«140 pabouux gHENH».

12. B nynkre 47:

a) a03a1] BTOpPOU U3JIOKUTH B CIACAYIONICH peIaKIInu:

«3asBieHne 10 (opMe, YCTaHOBIEHHOW mpmioxkeHueM Ne 2 K
HactosmuM [lpaBuiam, Ha OyMa)KHOM HOCHUTEJIE WM B BHUJE AJIEKTPOHHOIO
JOKYMEHTa,  MOJAMUCAHHOTO  JJICKTPOHHOW  HU(PPOBOM  MOAMHUCHIO
(MIEKTPOHHOW  MOJAMHUCHIO) B COOTBETCTBUM C  3aKOHOJIATEIHCTBOM
rocyaapcTBa-ujieHa, B KOTOPOM OCYIIECTBISETCS Mojadya TaKoro 3asBJICHUS
(manee — ’MEKTPOHHAS MOAMHUCH);

0) ab3a1l TpeTuil TOMOJHUTH CJIOBaMH «Ha OyMa)kHOM HOCHUTEJIE WJIU B
BUJIC DJICKTPOHHBIX IOKYMEHTOB, MTOAITMCAHHBIX 3JIEKTPOHHOU MOIUCHION;

B) a03all YeTBEPTHIN U3JI0KUTH B CIACAYIONIEH PeAaKITHU:
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«PETUCTPALIMOHHOE JOCh€ B COOTBETCTBUU C MpuioxkeHussMu Ne 1 — 5
Kk Hactosmum [IpaBuiaM Ha 3JIEKTPOHHOM HOCHUTENE B BHJE KOMIUJIEKTA
AJIEKTPOHHBIX JOKYMEHTOB;»;

r)B abzame 1mectoM cioBa «CTaHIapTHBIE» 3aMEHHUTh CJIOBaMU
«O0pa3sIibl JIEKAPCTBEHHBIX MTPENApPaTOB, CTAH/IAPTHHICY;

1) ab3a1 BOCbMOM 3aMEHUTh a03alaMy CIEAYOUIEr0 COACPKAHUS:

«He TpeOyercsi npeacTaBieHue oOpas3loB, cOCHU(PUISCKUX peareHTOB
U JIpyTUX MAaTEepUajoB MPU HEBO3MOXKHOCTH IPOBEACHUS HCIBITAHUNA B
HKCHEPTHOM OpraHU3aliy BCIEACTBUE:

TPYAHOJIOCTYITHOCTH o0pa3lioB  JIEKaPCTBEHHBIX penapaTon
CTaHJAPTHBIX O0pa3loB, CHEIU(PUUECKUX PEAreHTOB U JPYTUX MaTepualioB
(B TOM uyucie, TMpPU HUX OTHECEHUHM K KaTeropun opQaHHBIX,
BBICOKOTEXHOJIOTUUECKHUX,  paano(dapMalieBTUYECKUX,  HAPKOTUYECKHX,
NICUXOTPOMHBIX WJIM NPEAHA3HAYEHHBIX JUISl JICYEHUS BBICOKO3aTPaTHBIX
HO30JIOTUM BCIIEJICTBUE UX BHICOKOW CTOMMOCTH);

HEBO3MOXHOCTH COOJIFOJICHUS] YCJIOBHM TPAaHCIOPTUPOBKHU YKa3aHHBIX
00pa3IoB Ha TEPPUTOPUIO rOCyAapCTBA-UJICHA U (MJIU) UX XPAHCHUS;

OTCYTCTBHSI CIIEIMAIBHOTO 000PYIOBAaHMS U PACXOAHBIX MaTEPHUAIIOB B
AKCIEPTHOW OpraHU3allny;

U JApYrdx NpPUYMH 10 PEIICHHI0 YIOJHOMOYEHHOTO OpraHa
(3KCMEepTHOM  OpraHu3alu) NOpyd  BO3HUKHOBEHUU  OOCTOSITEILCTB
HETPEOI0JIMMOM CUJTBI UJIK OOCTOSATENIHCTB, HE3ABUCSIIMX OT BOJU CTOPOH, B
TOM YHCJIE B CBSI3U C OCOOCHHOCTSIMU MPOM3BOJICTBA W KOHTPOJIS KauyecTBa
JIEKaApCTBEHHOTO Mpenapara.

B cootBeTcTBUM ¢ TpeOOBAHUSIMH 3aKOHOAATENIBCTBA TOCYJapCcTBa-
yjieHa TPEACTaBJICHHE JOKYMEHTOB, YKa3aHHBIX B a03alax BTOPOM —
YETBEPTOM HACTOSIIETO MyHKTAa, MOXKET OCYIIECTBIISATHCS C UCIIOJIb30BAHUEM

ANEKTPOHHOIO JIOKYMEHTO000pOoTa 0€3 JOMOTHUTEILHOIO MPEICTaABICHUS
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COOTBETCTBYIOIIMX JOKYMEHTOB M CBEICHHA Ha OyMaKHOM HOCHTEIIE,
MOJIMUCAHHBIX U (WJIM) 3aBEPEHHBIX 3JEKTPOHHON MOJIKUCHIO 3asBUTENS, B
cllydasix, MpeyCMOTPEHHbBIX HacTosiiuMu [IpaBunamu.».

13. B nynkTe 48:

a) cioBa «ab3aile BOCBMOM MYyHKTa 47)» 3aMEHUTh CIOBaMH «ab3arax
BOCBMOM — OJIMHHAJIIATOM ITyHKTa 47%);

0) JOMOJIHUTH a03alleM CIEAYIOIIEr0 COJICPHKAHUS:

«B ciyuyasx HEBO3MOKHOCTHU MPOBEIAEHUS Ja0OPATOPHBIX UCTIBITAHUN B
1a0opaTopusix  KOHTPOJSL KauyecTBa IMPOU3BOAUTENS  JIEKAPCTBEHHOTO
npenapara WIH KOHTPaKTHBIX naboparopusix, HCIOJIb3YEMBbIX
pOU3BOUTENEM (B YCIOBHSIX Yrpo3bl BO3HUKHOBEHHUS, BO3HUKHOBEHUS U
JVKBUJIAIIMN YPE3BBIYANHON CUTYyallud U (UJM) MPU BOSHUKHOBEHUU YTIPO3bI
pacnpocTpaHeHus  3a00jeBaHMWIl, MPEACTABIAIOIIMX  OMACHOCTh  JJIf
OKpYyXarolux, 3a00JieBaHUN U TOpPaXKEHUH, MOJYYEHHBIX B pe3yJbTaTe
BO3JCHCTBUSL HEOJIArONPUATHBIX MPUPOAHBIX, XUMUYECKUX, OMOJIOTUYECKUX,
paguanuoHHBIX (AKTOPOB, MPU KOTOPHIX TPUCYTCTBUE MPEICTABUTEIS
IKCIIEPTHON OpTraHU3alMK HE MPEACTABIISCTCS BO3MOXKHBIM, WIH TIPU APYTUX
00CTOSITENbCTBAX (HAIIPUMED, CBSI3aHHBIX C OCOOEHHOCTSIMH MTPOU3BOJICTBA U
KOHTPOJISI KauecTBa KOHKPETHOIO JIEKapCTBEHHOTO IpernapaTa KaTeropui,
yKa3aHHbIX B a03alax BOCBMOM — OJWHHAIIATOM TyHKTa 47)), 1O
COTJIaCOBAaHUIO C YIMOJIHOMOYEHHBIM OPraHOM (PKCIEPTHOM OpraHuszanuei)
JKCIIEpTH3a KadyecTBa MPOBOJUTCS HAa  OCHOBAaHMU JOKYMEHTAIlUU
IpOU3BOAUTENST (IIPOTOKOJIOB aHallM3a MPOU3BOJAUTENSI) B TOM YHCIE C
UCIIOJIb30BAHUEM CPEACTB JMCTAHIMOHHOIO B3aWMOJECHCTBHS, BKIIOYAs
ayJIno- WIA BUJECOCBS3b.)».

14. B noanmyHKTe «r» MyHKTa 49 crnoBa «BHEIUIAHOBOW WM IJIAHOBOM»

HCKIIFOYUTD.

15. B nynkTte 50:
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a) B MPENIOKEHUU TMEepBOM cioBa «l14 paboumx mHEH» 3aMEHUTH
cinoBamu «10 pabouux gHE»;

0) B IpeasioKeHUH BTOPOM ciioBa «90 KaJeHAapHBIX JHEH» 3aMEHUTh
cnoBamMu «90 pabouux JHEIH»;

B) JIOMIOJIHUTH a03a1leM CIEYIOIIETO CONCPKAHUS:

«OneHka OTBeTa  3asBUTENSI  OCYILECTBISIETCS B CPOK, HE
MPEBBIIAININI 5 padouux AHEH CO AHS MOJTYUYCHUS OTBETA 3asBUTES. ».

16. ITyHkT 52 1OomOJHUTH ab3aleM CIEAYIOIIErO COePKAHUS:

«JKkcmepTrsza, BKIOYarom@as B ceOsS  dTambl, YKa3aHHbBIE B
MOJAMYHKTaX «0» — «a» myHKTa 49 Hactosmux [IpaBun mpoBoauTCA B CPOK,
He mpeBblmaromuii 105 paboyux JHEWM CO JHA OIEHKU TIOJHOTHI,
KOMIUIEKTHOCTH u MPaBWIBHOCTH odopmiieHUs JIOKYMEHTOB,
NPEACTABICHHBIX B PETUCTPALMOHHOM JIOCh€ WM C JaThl TOJYYEHUS
SKCHEPTHON OpraHu3alueld COOTBETCTBYIOIIETO 3a/laHUSl HA MPOBEICHHE
HKCHEPTU3BL.».

17.B nynkte 53 cnoBa «90 kajJieHAApHBIX THEW» 3aMEHHUTH CIOBAMHU
«90 pabouux gHENH.

18.B mnpennoxennn BTOpoM myHKTa 54 cioBa «180 kaneHAapHBIX
JTHEW» 3aMEHUTH ciioBaMu « 180 paboumx THEW».

19. IlyakTel 57 1 58 U3MOKUTH B CACAYIONIEH PEAAKITUN:

«57. 3anpoc yMOJHOMOYEHHOTO OpraHa (PKCHEpPTHON OpraHu3aiim)
pedepeHTHOrO TocyJapcTBa JIOJDKEH OBITh MepeiaH  3asBUTENI0 B
ANEKTPOHHOU (opMe TO TENEeKOMMYHUKAIIMOHHBIM KaHajaM CBS3U U
CUMTACTCS TOJYYEHHBIM IO wucTedueHnn | pabodero IHS C JaThl €ro
HaIpaBJICHUS.

58. PenieHne 00 MHUIMUPOBAHWM BHEIIAHOBOW (DapMalieBTUUECKOM
WHCIICKIIMM HAa COOTBETCTBUE HAJICKAIIMM (papMalleBTUYECKUM MpPaKTHKaAM

Coro3a MOXeT OBITh TPHUHITO YIMOJTHOMOYCHHBIM OpPraHOM (PKCIIEPTHOMN



8

opranuzanuei) pedepeHTHOro rocynapcrsa He no3aHee 70 pabouux gHEH
C JIaThl MOJIa4M 3as1BJICHUSI Ha PETUCTPALIUIO.

B cnyuyae npunsTHsS penieHUss 00 HMHUIIMMPOBAHUM BHETUIAHOBOU
dbapmMaleBTUUECKOM MHCHEKIUU YIOJHOMOYEHHBIM OpraH (dKCrepTHas
opraHuzanus) pe)epeHTHOr0 rocyapcTBa HAMpaBiIsieT 3asBUTEIIO 3alPOC O
HEOOXOJIMMOCTH OpPraHU3allMd WHCICKTHPOBaHUA (C yKa3aHHUEM TNPUYUH
WHUIIMUPOBAHUS M CChUIKAMH Ha akThl opraHoB Coro3a). IlpencraBienHue
OTBETa HA YyKa3aHHBIM 3alpoCc OCYILIECTBISECTCS B CPOK, YKa3aHHBIM B
nyHkTax 53 u 54 nactrosmux [IpaBui.

BuemianoBas ¢gapmarnieBTUUecKasi MHCIICKIUS ¢ HAIpaBJICHUEM OTYETa
O TPOBEJCHUM HHCICKIMM JOJDKHAa OBITh TMpPOBEIEHAa B CPOK, HE
MPEBBIIAIONINI CPOKA PErUCTpallMy JEKapCTBEHHOTO MpenapaTa (B TeueHUe
180 paGoumnx gHEN ¢ AATHl MPUHATHUS COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM
OpraHOM WJIM DKCIEPTHOM OpraHu3alveld pemeHus 00 HWHHUIIMUPOBAHUU
IPOBECHUS WHCIICKIUH).

Buennanosast dbapMaiieBTUUECKass ~ WHCICKIMS  OpPraHU3yeTcs
3asIBUTEJIEM B COOTBETCTBUU C MPABUJIAMU MPOBEICHUS (PapMalleBTUUECKUX
VHCTICKIAM.

B cayuae BkimrodeHHs (QapmarieBTUUECKOW WHCIEKIMU B IUIaH
MPOBEICHUSI MHCIIEKIIMI B COOTBETCTBUM € MyHKTOM 31 Hactosimux IlpaBui,
MOJATOTOBKA oT4eTa 3aBepIIACTCS oe3 ydeTa pEe3yJIbTaTOB
WHCTICKTUPOBAHUSL. ).

20. JIomoIHUTh MyHKTOM 63" CIIeyIOLIero Cofep KaHHus:

«63". Pemienne 1m0 pesynbTaTaM  [POBEACHHS  DKCIIEPTU3BI
JIEKQpCTBEHHOI0 Mpernapara NPUHUMAETCS YHOJHOMOYEHHBIM OpPraHOM
pedepeHTHOTO rocyapcTBa B CPOK, HE MpeBbimarimi 10 padouux aHeH co
JTHS TTOJIMMUCAHUS SKCIIEPTHOT'O OTYETA IO OIICHKE. .

21. ITyHKT 64 MOTOTHUTH MOAITYHKTOM <OK» CICAYIOIIETO COICPKAHMUS:
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«OK) 3asIBUTEJIEM B YCTAHOBJICHHBIN CPOK HE MPEJICTABICHBI JOKYMEHTHI
Y CBEJICHUS, 3alIPOIIICHHBIC YIIOJHOMOYEHHBIM OPraHOM (OpraHU3aIueil).».

22.B nyHkTe 66:

a) B a03a1ie BTOPOM CJIOBa «H (WJIM) B BUJE JIEKTPOHHOTO JIOKYMEHTa»
3aMEHUTh CIIOBAMU «WUJIA B BHUJIE BJEKTPOHHOTO JIOKYMEHTA, MOJAMUCAHHOTO
AJIEKTPOHHOM MOAIUCHIO,»;

0) a03al] TpeTHil JOMOIHUTH CIOBAaMU «, HA OYMa)>KHOM HOCHUTEJIE WUJIU B
BUJIE JIIEKTPOHHBIX JOKYMEHTOBY;

B) a03al] YeTBEPTHIN U3JIOKUTH B CIACAYIOMIEH PeIaKIUu:

«MonyJisi 1 perucTpalMoHHOTO JI0Ch€ Ha 3JIEKTPOHHOM HOCHUTENE B
BUJC DJICKTPOHHBIX JOKYMEHTOB (B TOM 4YHCIIE aKTyaJU3HPOBAHHBIX
JOKYMEHTOB, OTHOCSIIMXCS HCKIIOYUTEIBHO K TOCYAApCTBY TNPU3HAHHMS).
B conpoBoauTenbHOM MUChME 3asBUTEIb 00s3aH MIPEACTaBUTh CBEACHUS 000
BCEX BHECEHHBIX B PETUCTPALIMOHHOE JOChE U3MEHEHUAX B CIy4ae, €CIIM OHU
ObLTM MHUIIMUPOBAHBI 1O JaThl TMOJAUM 3asBJICHUS Ha PETUCTPAIUI0 B
rocyiapcTBa npu3HaHusA (C  yKa3aHHEM HOMEPOB 3asBICHHM M C
MPUJIOKEHUEM KOIMUM perieHUu (3aKJIFOYEHU) YIMOJIHOMOYEHHOrO OpraHa
pedepeHTHOr0 TOCy1apCTBa).»;

I') TOTIOJIHUTH a03ariaMu CIEAYIOIIETO COIePKAHUS:

«3asBeHHE HE MOXET OBITh MOJAHO B TOCYJIapCTBa MPHU3HAHUS IO
JIaThI 3aBEPIICHUS UHUIIUUPOBAHHBIX B peePEHTHOM roCcyAapCTBE MPOLEITYP
BHECEHUs M3MeHeHud (mpu Hamuuuu). [lociie MHUIMUPOBAHUS MPOLIEAYPHI
perucTpauuy B TrOCyAapcTBax NPU3HAHUA W JO €€ 3aBEpILICHUS B
rocyJlapcTBax MpPHU3HAHUS, B KOTOPHIX 3Ta NpoIlEeAypa WHUIMHUPOBAHA,
3asBUTEJIb HE BOpaBEe MHUIMUPOBATH MPOLEAYPY BHECEHUSI U3MEHEHUN B
pedepeHTHOM TOCyJapcTBE, 3a MCKIIOYEHUEM CPOYHBIX HW3MEHEHHH,

KaCaromuxcAa 0e30ITacCHOCTH.
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IIpy mojaue CpPOYHBIX M3MEHEHHUM, Kacaloluxcs Oe30MacHOCTH,
B pe)epEHTHOM TOCY/IapCTBE 3asBUTE/Ib B TCUCHHUE CYTOK 00sI3aH YBEJOMUTH
00 3TOM (paKTe OCYIIECTBISIOMIUNA POLEYPY NMPU3HAHUS YITOTHOMOYEHHBIN
opraf (dKCIIEPTHYIO OPraHU3allMIo0) rOCyapCTBa MPU3HAHUS.

B cooTtBercTBUM € TpeOOBaHUSIMU 3aKOHOJATENILCTBA TOCYJapCcTBa-
yjieHa IMpEeACTaBIICHUE JOKYMEHTOB, YKa3aHHbIX B a03alax BTOpOM —
YETBEPTOM HACTOSAIIETO IMYHKTAa, MOXKET OCYIIECTBIISITECA C UCIIOIb30BaHUEM
AJIIEKTPOHHOIO JIOKYMEHTO000poTa 0€3 JOMOJHUTEIHHOTO MPEACTaBICHUS
COOTBETCTBYIOIIMX JTOKYMEHTOB U CBEACHUN Ha OyMa)XHOM HOCHUTEIIE,
NOANMCAHHBIX WU (WJIM) 3aBEPEHHBIX SJIEKTPOHHON MOAMMUCHIO 3asIBUTEIIS,
B ClTydasix, IpeayCMOTPEHHBIX HacTosmuMu [IpaBunamu.».

23. JIOMOJHUTD MIYHKTOM 66" CIISAYIOLIEro CONePIKAHHS:

«66". Jlomyckaercsi BHECEHHE HM3MEHEHUM B PETUCTPALIMOHHOE JOCHE
3apErUCTPUPOBAHHOIO  JIEKAPCTBEHHOrO0  Mpemapara B pedepeHTHOM
rocy/1apCcTBE B COOTBETCTBUM C NpuiiokeHUusaMu Ne 19 u 20 k Hactosuum
[IpaBwiam 710 AaThl MHUIIMUPOBAHUS MPOIEAYPHl B3aUMHOTO MPU3HAHUS B
rocyaapcTBe (rocynapctBax) mnpusHaHud. Ilpm 3ToM B rocynapctBo
npu3HaHus pedepeHTHBIM TOCYIapCTBOM JOJKEH OBbITh MPEeACTaBICH
AKTYyQJIM3UPOBAHHBIN IKCHEPTHBIA OTYET IO WUTOraM BHECEHUS W3MEHEHHU
(ecv NPUMEHUMO).

ITo BEIOOpY 3asiBUTENS JIOMYCKAETCSd OJHOBPEMEHHOE WHUIIMUPOBAHUE
OpoIEAYyphl  B3aMMHOTO  NPU3HAHUS B HECKOJBKUX  TOCYJapcTBax
MPU3HAHUSL.).

24.B nynkre 68 cioBa «90 kajneHAApHBIX THEW CO JHS TOTYyYICHHS
JOCTyNa K OKCIHEPTHOMY OT4YETy [0 OIIEHKE» 3aMEHUTh CJIOBaMHU
«60 pabouux AHEH cO JHS TOJYYCHHS JOCTyIa SKCIEPTHOW OpraHU3aluU
KO BCEM BEPCHSIM (ITOCIICIOBATEIHLHOCTSIM) 3JIEGKTPOHHOTO PErUCTPAIMOHHOTO

JI0ChE, HA OCHOBAHUHM KOTOPOTO pedhepeHTHBIM TOCYIapCTBOM IOJTOTOBIICH
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AKCIIEPTHBIM OTYET MO OLUEHKE, U K YTBEPKIACHHOMY KCIEPTHOMY OTYETY I10
OILICHKE.».

25. [1yHKT 69 U310KUTH B CAEAYIOMICH PEIaKIIiN:

«69. DkcriepTU3a  JIGKAPCTBEHHOTO  Mpemapara TMpU  IPoIeAype
B3aMHOI'0 MPU3HAHUS B rOCYJapCTBax MPU3HAHUSA OCYILIECTBIAECTCA B CPOK,
He mnpeBblmaromuii 40 pabouux JHEW CcO JHA TOJy4YeHHUsl JocTyna K
AKCIIEPTHOMY OTUYETY MO OLIEHKE, ITyTEM:

paccMOTpEHHUS 3asiBJICHUSI, JOKYMEHTOB U CBEICHUH, MPEICTABICHHBIX
B PETHCTPAIMOHHOM JO0ChE, aKTyaJlbHOM (C YYETOM BHECEHHBIX M3MEHEHHIA
B PETUCTPAIMOHHOE JOChE, MPU HAIWYWHK) B peEpEeHTHOM rOoCyaapCTBE Ha
MOMEHT I0JIa4M 3asIBJICHUS B TOCYIApCTBAX MPU3HAHUS;

PacCMOTPEHHSI HKCHEPTHOTO OT4YeTa 00 OIIEHKE, MOATrOTOBICHHOIO
DKCIIEPTHOU OpraHu3anuein pedepeHTHOTO rocyzapcTaa,
aKTyaIM3UPOBAHHOTO B pedepeHTHOM TOCyAapCTBE Ha MOMEHT MOJa4yu
3asIBJICHUS B TOCYJapCTBAX MPU3HAHUSL.

OKcnepTHasT OpraHu3alys TOCYJapCTBa MPU3HAHHUS  YBEIOMIISIECT
YIIOJTHOMOYEHHBIN OpraH roCy1apCTBa MPU3HAHUA U 3asIBUTENS O TIOJTYUYECHUN
yKa3aHHOTO JIOCTyNa B TMOJHOM o0ObeMe B TedeHue 1 pabouero mgHS C AaThl
€ro MOJIyYCHHUS.

3asBUTEh YBEIOMIISIETCSI O HAYasle YKCIEPTU3BI B JJIIEKTPOHHOU Popme
M0 TEJICKOMMYHUKAIMOHHBIM KaHajaM CBS3U. YBEIOMJICHHE CUHUTACTCS
MOJIyYCHHBIM MO HCTeYeHUH | paboyero JHsS C JaThl €ro HamnpaBJICHUS
(wm OImyOIMKOBAHUS B TMYHOM KaOMHETE 3asIBUTEIIS). .

26. B mynkre 70:

a) cioBa «14 pabounx gHEH» 3aMeHUTH ciioBamMu «10 pabodmx mHEI,

0) IOTIOJTHUTh CJOBAaMM «, WM TPUHUMAET pElIeHHEe O Hayale

DKCHEPTU3bI, YKa3aHHOW B MyHKTE 69 HacTosamux [IpaBum».

27.B mynkre 71:
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a) cioBa «50 KaleHAapHBIX JHENW» 3aMeHUTh cioBamMu «30 paboumx
JTHEN;

0) IOTOTHUTD ab3allaMu CJICAYIOIIETO COCPKAHUS:

«3amnpoc  ymoJIHOMOYEHHOTO oOpraHa (dKCIEpTHON OpraHu3allvn)
rocyJapcTBa TMpU3HAHUS B aapec 3asBUTEINSl MOXET OBITh TIepelaH
YIOJHOMOYCHHOMY TMPEJACTABUTENIO 3asBUTENSI JIMYHO IO  TOJIHCH,
HampaBjeH TO IOYTE 3aKa3HbIM MHCHMOM WM TepelaH B JJICKTPOHHON
dbopme 1o TeIeKOMMYHUKAIIMOHHBIM KaHajaM CBsi3u. B ciydae HampaBieHus
JAHHOTO 3ampoca Mo MOoYTe 3aKa3HBIM MUCHbMOM OH CUMTAETCA MOJTYUYECHHBIM
M0 UCTEUYCHHUH 6 KaJeHAAPHBIX THEH C 1aThl HAIIPaBJICHUS 3aKa3HOTO MUChMA.
B cnyuae HampaBiieHHS MO TEIEKOMMYHHKAIIMOHHBIM KaHajaM CBSI3H 3ampocC
CUMTACTCS TOJYYCHHBIM 110 MCTEYCHWH 1 KaJIeHIapHOTO IHS C JaThl €To
HaIpaBJICHUS.

3anpoc  YNOJHOMOYEHHOrO OpraHa (SKCIEPTHOM OpraHu3aluu)
rocyJapcTBa MpU3HAHUSA B aJpec YIOJIHOMOYEHHOTO opraHa pedepeHTHOro
rocyZapcTBa HAMpaBIISIETCS MMOCPEACTBOM HCIOJIb30BAHUS WHTETPHPOBAHHON
CHUCTEMBL.».

28.B mynkre 72 cinoBa «90 KalleHIapHBIX THEW» 3aMEHHUTH CIIOBAMHU
«90 paboumx gHEN».

29. I1yHkT 73 mOomoNMHUTE ab3araMu CIICIYIOIMIETO COACP KaHMUS:

«IIpu HempeACTaBICHUU YIIOTHOMOYEHHBIM OpraHoM pedepeHTHOTO
rocynapctBa B TeueHue 100 pabouux gHel 3ampoIIeHHBIX YIOJHOMOYEHHBIM
OpraHoM (IKCIEPTHOW OpraHu3allieil) roCyIapcTBa MPU3HAHUSA JOKYMEHTOB
U CBeACHUW OQOpMIIICTCS 3aKIIOUYCHHE O HEBO3MOXHOCTH TMPU3HAHUS
DKCIIEPTHOTO OTYETAa IO OIEHKE, MOATOTOBICHHOTO pedepeHTHBIM
roCyJIapCTBOM.

VYKa3zaHHBI OTYET HaIpaBIsACTCI TOCYJapCTBOM IPU3HAHMS IS

PacCMOTPEHUST IKCIIEPTHBIM KOMUTETOM. .
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30. ITyHKT 75 W310KUTH B CIEAYIOMIEH pEeIaKIUN:

«75. YHOJTHOMOYEHHBINA OpraH (3KCHEpTHAsI OpraHu3alinsl) rocy1apcTBa
OpPU3HAHMUS TI0 pe3yJibTaTaM MPOBEACHUS HKCIEPTU3BI JIEKAPCTBEHHOTO
npenapara B TeueHue 5 pabouyux JHEW CO JIHS 3aBEpIICHUSI DKCIEPTHU3HI,
yka3aHHOi B nyHkre 69 Hacroamux IlpaBwi, ¢ ucCnonb3oBaHUEM
UHTETPUPOBAHHON CHUCTEMbl HANpPABISIET B  YIOJHOMOYEHHBIH OpraH
(3KCMEPTHYIO OpraHu3alldio) pePEepeHTHOr0 TrocyAapcTBa 3aKIOUYEHUE O
BO3MOKHOCTH WJIM HEBO3MOXXHOCTH TPHU3HAHMS HKCIEPTHOIO OTYETa IO
OLIEHKE, OJITOTOBJIEHHOI'O PEPEPEHTHHIM FOCYAAPCTBOM. Y IOJIHOMOYEHHBIH
opran pedepeHTHOro rocyjnapcrBa JOBOAUT IOJIYYEHHOE 3aKIIIOUEHHE [0
CBEJICHMSI 3asBUTENSI B SJEKTPOHHON (opMe MO TEIEKOMMYHUKAIIMOHHBIM
KaHaJlaM CBSI3M U NMPUHUMAET PEIICHUE O BO3MOKHOCTH WJIM HEBO3MOKHOCTHU
OpU3HAHUS ~ DKCIEPTHOTO  OTYETa MO  OLEHKE, MOATOTOBIIEHHOTO
pedepeHTHBIM TOCYIapCTBOM. ».

31.B a03zane nepBom myHkTa 76 cioBa «10 paGouyux nHEW» 3aMEHUTH
CJIOBaMU «5 pabouux JHEN».

32.B nynkre 81:

a) IOMOJIHUTH CJIIOBAMH «, a TAK)K€ MPHU HEMPEJCTABICHUU 3asBUTEIIEM
B YCTAaHOBJICHHBIA CPOK JIOKYMEHTOB U CBEJEHUMN, 3alpPOIICHHBIX
YIOJHOMOYEHHBIM OpPTraHOM (9KCIEPTHOM OpraHu3aiuei) rocyaapcTBa
IPU3HAHUSY;

0) IOTOTHUTD a03allaMy CJICAYIOIIETO COCPKAHUS:

«Ecnu mocne mpoBeneHus MPOIEAYPhl YPETyIUPOBAHUS Pa3HOTIACUI
B DKCHEPTHOM KOMHTETE UM IMPUHATO €IUHOTIACHOE PEIIEHHUE O TOM, YTO
JaHHbIE, MPEACTABICHHBIE B AKCIEPTHOM OTYETE IO OIEHKE, MOTYT OBITh
NPU3HAHBl JIOCTaTOYHBIMH JUIS TOATBEPXKACHUS KadecTBa, W  (WIIN)
3 PeKTUBHOCTH, U (WJIU) MOJOKUTEILHOIO COOTHOIICHUS «I0JIb3a — PUCK»

JIEKapCTBEHHOTO  IIpernapara, yHOJIHOMOYEHHBIM OpraH  TIoOCyJIapCTBa
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NpU3HAHUA HE To3aHee 15 pabouux JHEW ¢ JaThl MOJYy4YEHUS PEIICHUS
DKCIEPTHOTO KOMUTETA:

NPUHAMAET PELICHHE O MPU3HAHMM SKCIEPTHOIO OTYETA IO OLIEHKE,
MOATOTOBJICHHOTO 3KCIIEPTHOM opranu3aiueid peepeHTHOTO rocyapCTBa;

BBIJIACT 3aBUTEIII0 PETUCTPALMOHHOE YIOCTOBEPEHUE JIEKAPCTBEHHOTO
npenapara no ¢opme corjacHo npwioxkenuto Ne 17 K HacTOAIUM
[IpaBuiam, a  TakKe  YTBEPXKJICHHYHO  OOIIYyH0  XapaKTEPUCTUKY
JIEKAPCTBEHHOr'0 MpenapaTra, MHCTPYKIUIO 0 MEAULIUHCKOMY MPUMEHEHUIO,
MaKeThl YIIAKOBOK Ha FOCYJAapCTBEHHOM SI3bIKE TOCYAapCTBa MPU3HAHUS MPU
HAJIMYUH COOTBETCTBYIOIIMX TPeOOBaHUI B 3aKOHOJIATEIHCTBE TOCYJIapCTBa
MpU3HAHUS,

COIIACOBBIBAET HOPMATUBHBIM JOKYMEHT IO Ka4d€CTBY, BbIJIAHHBIN
pedepeHTHBIM TOCY1apCTBOM;

pa3MEIIAET CBEACHHUS O JIEKAPCTBEHHOM IPENapare U BXOIAIINX B €ro
COCTaB AaKTHUBHBIX (DAPMALIEBTUUECKUX CYOCTAHIMSIX B €IMHOM peecTpe
C TPUJIOKEHUEM YTBEPXKJACHHON OOIIEH XapaKTEpUCTUKH JICKAPCTBEHHOIO
npemnapara, HWHCTPYKIIMM 1O MEIUIMHCKOMY NPUMEHEHHIO, MAaKETOB
YIOAKOBOK,  COrJJACOBAHHOTO  IUIaHA  yOpaBleHHS  puckamu  (Tipu
HEOOXOAMMOCTH) B COOTBETCTBUHU C TMOPSAKOM (POPMHPOBAHUSI W BEIACHUS
€IUHOTO PEECTPA.».

33. IlyHKT 84 U310KUTH B CIEAYIOUIEH pelaKIUu:

«84. InuTeNbHOCTh ACUECHTPAIU30BAHHON TMPOLEAYPhl PErUCTPALUU
U DKCIEpPTHU3bl JIEKAPCTBEHHOTO Ipernapara He JOJDKHA MPEBBIIATH
140 paboumx JgHEH CcO JHS TIOJAa4Yd 3asBICHUS Ha PETHCTPAIHIO
JIEKapCTBEHHOTO  Ipemapara 10 JHS  BbIJAYW  PETUCTPALUOHHOTO
YAOCTOBEpPEHUS B pPE(EPEHTHOM TOCYIAapCTBE W HE JIOJKHA IMPEBBINIATH
50 pabGouux JHEW B TOCyJapcTBaxX TIPU3HAHUS, YYaCTBYIOIIUX B

JCTICHTPATM30BAaHHOM MPOIICTYPE. ).
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34.TloagnmyHKTB «a» W «0» TMyHKTa 85 W3I0XKUTH B CIEIyIOMEH
peIaKIuu:

«a) perucTpanusi M OIKCIEepPTU3a JIEKapCTBEHHOro Ipemapara B
pedepeHTHOM ToCyaapCTBe;

0) pacCMOTpEHHUE SKCIEPTHOTO OTYETa MO OIEHKE, MOJTOTOBIECHHOIO
AKCHEPTHON oOpraHu3aiuei pePepeHTHOro ToCyJlapCcTBa, B TOCYJapCTBax
MIPU3HAHUSL. ).

35. B nynkre 86:

a) ab3a11 BTOpOU M3JI0KHUTH B CIASAYIONMICH PeIaKIiun:

«3asBIICHUE O PETUCTpAIMU JICKAPCTBEHHOTO Ipernapara Ha OyMakHOM
HOCUTENIE WJIM B BHUAE OJJICKTPOHHOIO JOKYMEHTa, MOAMUCAHHOIO
AJIIEKTPOHHOU MOJANKCHIO, IO (hOpME B COOTBETCTBUM C IpuiokeHuem Ne 2
K HactosituuM [IpaBumnam;»;

0) ab3a11 TpeTHil JOMOJHUTH CJIOBAMH «, HA OYMa>KHOM HOCHUTEJIC WIIA B
BH/JIE DJIEKTPOHHBIX TOKYMEHTOB,»;

B) a03al] YeTBEPTHIN U3JIOKUTH B CICAYIONIEH PEIaKIUu:

«PETUCTPAIMOHHOE JOChE B COOTBETCTBUU C MpuiioxkeHusiMu Ne 1 — 5
K Hactodmum [IpaBunaM Ha 3JIEKTPOHHOM HOCHUTENE B BHJAE KOMIUJIEKTA
ANIEKTPOHHBIX JOKYMEHTOB;Y;

r)B ab3ame mectoM cloBO «CTaHAapTHBIE» 3aMEHUTh CIOBaMU
«O0pa3Iibl JIEKApCTBEHHBIX MIPENApPaTOB, CTAHIAPTHHICY;

1) a03a1] BOCbMOM 3aMEHUTh ab3alaMu CIEAYIOIIEro COAePKaHUS:

«He Tpebyetcs mpencraBieHne oOpasioB, ceNUPUIECKIUX PeareHTOB
U JIpyrUX MAaTepHaIOB MPU HEBO3MOXHOCTH MPOBEACHUS HCIBITAHUN B
AKCHEPTHOM OpraHu3alliu BCIEACTBUE:

TPYAHOJOCTYITHOCTH  OOpa3loB  JIGKAPCTBEHHBIX  IPEMaparos,
CTaHJAPTHBIX 00pa3loB, CHEIU(DPUUECKUX PEareHTOB U JPYTUX MaTepuajioB

(B TOM uYmcie TpPU WX OTHECEHMHM K Kareropuu opQaHHBIX,


consultantplus://offline/ref=2AF53B8FF7B608EB59D758F4E857C321883E2146C34A0DE71E1DA1C87A94D3EC7EB3D47F80A0259687806F1893DDF902AA52C1D4B0CD44ECx1A2K
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BBICOKOTEXHOJIOTUYECKUX,  paauodapMaileBTUUECKUX,  HAPKOTUYECKUX,
MICUXOTPOMHBIX WJIM TPEAHA3HAYEHHBIX JUISl JICYEHUS BBICOKO3aTPaTHBIX
HO30JIOTUM BCIIEICTBUE UX BBICOKOW CTOMMOCTH);

HEBO3MO>KHOCTH COOJIIOJICHUS YCIOBUN TPAHCIIOPTUPOBKU yKa3aHHBIX
00pa3IoB Ha TEPPUTOPUIO TOCyAApCTBA-UJICHA U (MJIN) UX XPAHCHUS;

OTCYTCTBUSI CIIEIIMATILHOTO 000PYAOBaHUS U PACXOJHBIX MAaTEPUAJIOB B
DKCIIEPTHOU OpraHu3aIuy;

U JIpyTUX TNPUYMH 10 PEHICHUI0 YIOJHOMOYEHHOTO OpraHa
(OKCTIepTHOM  OpraHu3alMu) TNpd  BO3HUKHOBEHHUU  OOCTOSITEIHCTB
HEIMPEOI0IMMOM CHJIBI MJIHM OOCTOSATEIHCTB, HE3ABUCSIIINX OT BOJIM CTOPOH, B
TOM YHCJIE€ B CBSI3U C OCOOCHHOCTSIMM IMPOU3BOJICTBA U KOHTPOJISI KauecTBa
JIEKApCTBEHHOIO Tpernapara.

B cooTtBercTBUM C TpeOOBaHHSAMHU 3aKOHOJATENHCTBA TOCYAapCTBa-
YJieHa TMPEeJOCTaBICHUE JOKYMEHTOB, YKa3aHHbIX B aOz3amax 2 — 4
HACTOSIIIIETO IyHKTa MOXET OCYIIECTBISATHCA B (OpPME IJIEKTPOHHOTO
JTIOKYMEHTO000pOTa oe3 JOTIOJTHUTEILHOTO MIPEJICTABJICHUS
COOTBETCTBYIOIIUX JIOKYMEHTOB W CBEICHUN Ha OyMa)XHOM HOCHUTEIE,
MOANMCAHHBIX W (WJIH) 3aBEPEHHBIX 3JIEKTPOHHOM MOJIMUCHIO 3asBUTENS, B
cilyyasx, MpeayCMOTPEHHBIX HacTosAmuMu [IpaBunamu..

36. [TynkT 87 momoyHUTH ab3a1eM CIEAYIOIIETO COACP KaHMS:

«B ciaydae HEBO3MOKHOCTHU MPOBEICHUS JIAOOPATOPHBIX UCTIBITAHUHN B
Ja00paTopusiX KOHTPOJISI KayecTBa MPOU3BOJUTENSI WM KOHTPAKTHBIX
7ab0paTopusiX, HCIONB3YEMBIX MPOU3BOAUTEIEM (B YCIOBUAX YTPO3BI
BO3HUKHOBEHHSI, BOBHUKHOBEHUS U JIMKBUAAIIMUA YPE3BbIUANHON CUTYAIlUU U
(unM) TpU BO3HUKHOBEHHUM YIPO3bl PACHPOCTPAHEHHS] 3a00JICBAHUI,
MPEACTABISIONIMX  OMACHOCTh IS  OKpYXaromuX, 3a00JeBaHUNA U
MOpPaXKEHUM, TMOJYYEHHBIX B pE3yJibTaTe BO3JICUCTBUS HEOJIArompUsITHBIX

MPUPOTHBIX, XUMHUIECKUX, OMOJIOTHIECKUX, PATUAIIMOHHBIX (AaKTOPOB, MPHU
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KOTOPBIX TPUCYTCTBHE TIPEACTABUTENS OKCIEPTHONW OpraHM3allid HE
MIPEICTABISIETCS. BOSMOYKHBIM, WJIHM TIPH JIPYTUX 00CTOSATEILCTBAX (HAIIpUMeED,
CBSI3AHHBIX C OCOOCHHOCTSIMH TIPOM3BOJICTBA W KOHTPOJS KadecTBa
KOHKPETHOTO JIEKAPCTBEHHOTO IIperapara, OTHOCSIIETOCS K KaTeTrOPHsIM,
yKa3aHHBIM B a03amax BOCBMOM — JBEHAIIATOM ITyHKTa 86 HacTOSIIuX
[TpaBmi)), 1O COIIACOBAHUIO C YIHOJHOMOYEHHBIM OPraHOM (dKCIIEPTHOM
opraHusamnmei) pepepeHTHOro TOoCyaapcTBa  JKCIEpPTH3a  KayecTBa
IIPOBOJUTCS Ha OCHOBAaHHWM JIOKYMEHTAIIMH TPOU3BOIUTENS (TIPOTOKOJIOB
aHanM3a TMPOU3BOJAMTENSA), B TOM UHCIE C HCIOJIb30BAHUEM CPEACTB
JTUCTAHIIMOHHOTO B3aUMOICHCTBUS, BKJIFOYAs ay/IU0- UIH BUICOCBS3h.».

37.B nynkre 88:

a) ab3a1bl BTOPOM U TPETUN U3JI0KUTH B CIAEAYIOLICH PEaKIu:

«3asBlicHHEe Ha OYMaXHOM HOCHUTENIE WIA B BHJIE DJIEKTPOHHOTO
JOKyMEHTa, TOJAMUCAHHOTO JJICKTPOHHOW TMOAMHUCHI0, 1Mo (opme B
COOTBETCTBUU ¢ npuioxxkeHueM Ne 2 k HactosiuuM [IpaBunam;

MOJYJIb | pEerucTparMoHHOTO J0ChE Ha JIEKTPOHHOM HOCHUTEJIC B BUJIE
KOMIIJIEKTA 3JIEKTPOHHBIX JOKYMEHTOB;»;

0) ab3ar; YeTBEpPTHIM JOTOJHUTH CJIOBAMH «B BHUJE DSJIEKTPOHHBIX
JIOKYMEHTOBY;

B) JOTOJIHUTH a03a1ieM CIEAYIOIIETO COACPIKAHNS:

«B cootBeTcTBUM ¢ TpeOOBaHHUSIMH 3aKOHOJIATEILCTBA TOCYIapCTBa-
qJIcHa TMpeACTaBJICHWE JOKYMEHTOB, YKa3aHHBIX B a03alax BTOPOM —
YETBEPTOM HACTOSIIETO MyHKTA, MOKET OCYIIECTBISATHCS C MCIOJIb30BAaHUEM
AJIEKTPOHHOTO JTOKYMEHTO00O0poTa 0€3 JOMOJHUTEIHHOTO MPEACTABICHUS
COOTBETCTBYIOIINX JTOKYMEHTOB U CBEACHUN Ha OyMaXHOM HOCHTEIIE,
MOANMUCAHHBIX M (WJIM) 3aBEPEHHBIX 3JICKTPOHHOHN IOANHUCHIO 3asBUTEIS, B

Cliydadx, IpeayCMOTPCHHLIX HACTOAIIUMN HpaBI/IJIaMI/I.».
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38. B moamyHKTe «T» MyHKTa 89 ClIOBa «BHEIJIAHOBOM WJIN TUTAHOBOW
UCKJTFOUYUTb.

39. B nynkre 91:

a) B ab3arie mepBoOM:

B MPEIJIOAKEHUN TIEPBOM cJioBa «14 pabouux gHEW» 3aMEHUThH CIIOBAMU
«10 pabounx nHEN»;

B MPENJIOKEHUU BTOPOM cioBa «90 KalleHIApHBIX JHEW» 3aMEHUTh
cnoBamMu «90 pabouux JHEH», CIOBO «3aMEYaHUSIM» 3aMEHHUTh CIIOBOM
«3arpocy;

0) ab3a11 BTOpoii 3aMEeHUTH ab3amamMu CISAYIOMIETO COMCPKaHMS:

«3anpoc  yHmoJIHOMOYEHHOTO oOpraHa (PKCHEpPTHON oOpraHu3aluu)
pedepeHTHOTO ToCcyJapcTBa JIOJDKEH OBITh MepeiaH  3asBUTEN0 B
AJNEKTPOHHOU (opMe MO TEIEKOMMYHHMKAIIMOHHBIM KaHajaM CBSI3U U
CUMTAETCA IOJYYEHHBIM IO MCTEYEHUHM | KaleHAApHOTO IHSA C JaThl €ro
HaIlpaBJICHUS.

OrneHka OoTBeTa 3asBUTENST OCYIIECTBIISIETCSI B CPOK, HE MPEBBIIIAIOIINI
5 pabouux JIHEH CO JIHSI MOJIyYEHHUS OTBETA 3asIBUTEIIS.

YTIOTHOMOYEHHBIN OpraH (dKCHepTHas opraHu3aius) pedepeHTHOro
rocyjgapcTBa He mo3aHee 14 pabouumx gHEHW CO JHS 3aBEPIICHUS OICHKH
KOMIUIEKTHOCTH U MOJIHOTBI MPEJCTAaBICHHBIX MaTepuaioB
PErUCTPAIMOHHOTO JO0Ch€ TMPEIOCTABISIET JOCTYH K PETHCTPAIMOHHOMY
JIOChE JICKAPCTBEHHOTO IIpernapaTa yrnoJHOMOYEHHBIM OpraHaM (3KCIEPTHBIM
OpraHu3alusiM) TrOCYAapCTB TNpPU3HAHUS, YYAaCTBYIOIIMM B MPOLEAYpE
JELEHTPATU30BAHHOU perucTpanuu JIEKapCTBEHHOTO npenapara
MOCPEACTBOM HCIIOJIb30BAHUSI UHTETPUPOBAHHON CUCTEMbl WM YBEIOMIISIET
00 OTKJIOHEHWM 3asBJICHUS B TOPSIAKE, YCTAHOBJIECHHOM MYHKTOM 92

HACTOAIIIUX HpaBI/IJ'I.
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OKkcnepTu3a, BKJIIOYaKIIas B ceOs  JTambl, yKa3aHHbIE B
NOANMYHKTaX «0» — «» myHkTa 89 Hactosimux [IpaBui, mpoBoIUTCS B CPOK,
He mpeBbimarommii 105 paboyumx JHEWM CO JHA OIEHKH IIOJHOTHI,
KOMILTIEKTHOCTH u IPaBUILHOCTH oopmieHus JOKYMEHTOB,
MPEJCTABICHHBIX B PETUCTPALIMOHHOM JIOChE, WJIM C JaThl MOJyYEHUS
HKCIEPTHON OpraHu3anueil COOTBETCTBYIOIIETO 3aJlaHUsl Ha MPOBEJCHUE
AKCTIEPTU3BL.».

40.B mynkte 93 cinoBa «, 10 QopMe B COOTBETCTBUH C
npuioxeHussMu Ne 6 — 8 k Hactosmum [ IpaBuiiam» UCKITIOYHTS.

41. AG3ampl TWEpBBIM — TpeTuid TyHKTa 94 3aMeHUTh ab3alamu
CJIEJTYIOLLETO COAEPKAHMS:

«94. Yo mTHOMOYEHHBIH opraH (aKxcriepTHas OpraHu3aIys)
pedepenTHoro rocymapcrBa B TedeHue 60 pabodymx IHEW ¢ JaThl Hadaia
SKCHEPTU3bl HAMpPABIAET B YIOJIHOMOYEHHBIE OpraHbl (3KCHEPTHBIE
OpraHu3alllK) TOCYNapCTB MPU3HAHUSA KOTHUU OTYETOB C (hOPMYITUPOBKOMH
3aMeyaHuii 1mo (opmMe B COOTBETCTBUM C MpwiokeHUussMHU Ne 6 — 8 K
HactosmuM [IpaBunamM win mpeaBapUTENIbHBIN OTYET MO OlICHKE Mo (opme
cornacHo npuiioxennto Ne 11 k Hacrosiimm [IpaBunam uimm Konuu 3anmpocoB
3asIBUTEITIO.

DkcnepTu3a B pepepeHTHOM TOCyAapCTBE MPUOCTAHABINBACTCS 10 JTHS
MOJIYYEeHHsS] OT BCEX TOCYJapCTB NMPU3HAHUS, YYAaCTBYIOIIMX B MPOLEIYPE,
JOTIOJIHUTEIBHBIX ~ 3aMe4YaHuW win  HUHGOpPMAIMM O  COTJIaCUM  C
pEABAPUTEIBHBIM OTYETOM WJIM 3aPOCOM pePEepEeHTHOTO rOCy1apCcTBa.

B cnydyae nmpoBeneHUsT 3KCOEPTU3bl PETUCTPALIMOHHOTO  JI0CHE
BOCIIPOM3BEJICHHOTO  WJIM  THOPHUIHOTO  JIGKAPCTBEHHOIO  Mpernapara
YIOJTHOMOYEHHBIM  opraH (dKcmepTHass opraHu3anusi) pedepeHTHOro
rocyjgapctBa B TeueHue 60 pabouux AHEH ¢ JaThl Haydajla SKCIEPTHU3BI

HalpaBJISIET B YIOJHOMOYEHHBIE OpraHbl (3KCIEPTHBIE OpPraHU3alINN)
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roCcyJIapCTB MPU3HAHUS KOMUU OTYETOB C (POPMYJIHMPOBKOM 3aMEUaHUN U
3aMpOCOB 3asBUTEIIO MO (hOpME B COOTBETCTBUM € MprioKeHus MU Ne 8 u 22
K HacTosiiuM [IpaBuiam uiu npeaBapuTeIbHBIN OTUET MO OlLIEHKE Mo (hopme
cormacHo npuioxkeHuto Ne 11 k nHactosumum I[lpaBunam, wiam Konuu
3aMpOCOB 3aBUTEIIO.

B ciyuae Hanmuuusi NOMOJHUTENBHBIX 3aMEUYaHUU B aJpec 3asiBUTEIIS,
YIOJHOMOYEHHBIM ~ OpraH  (9KCIEpTHasT  OpraHu3aius) TocyJapcrBa
npuzHanuss He mno3gHee 30 paboumx AHEW ¢ AaThl  TOJYYEHHS
NpPEABAPUTEIIBHOTO OT4YETa IO OIEHKE pedepeHTHOTO ToCyaapcTBa
HaIIPaBJISIET 3alPOCHl YIIOJTHOMOYEHHOMY OpraHy (3KCHEPTHON OpraHu3aliym )
pedepeHTHOTO rocyaapcTBa, KOTOPhI B TeueHue 20 pabounx AHEH C JaThl
MOJIyYEeHHsS] TOCJEIHEr0 3ampoca OT ToCyJapcTBa MPU3HAHUS WU
uHOpMaAIlMK O COIVIACMM C TPEABAPUTEIBHBIM OTYETOM pedhepeHTHOTO
rocygapctBa (popMUPYET €IUHBIN 3amMpoc W HAMpaBisieT €ro 3asBUTETIO0 B
COOTBETCTBUU C MyHKTOM 93 Hactosamux [IpaBun.

3anpoc  YNMOJHOMOYEHHOTO oOpraHa (9KCIEPTHOM OpraHu3aluu)
pedepeHTHOTO ToCcyJapcTBa JIOJDKEH OBITh MepelaH  3asBUTEN0 B
NIEKTPOHHOU (opMe TO0 TEeNEeKOMMYHHMKAIIMOHHBIM KaHajlaM CBSI3U U
CUMTAETCA TMOJYYEHHbIM IO MCTEYEHUHM | KaleHAApHOTO JHA C JaThl €ro
HaIIPaBJICHUS.».

42.B nynkre 95:

a) B TIPEJUIOKEHUHU TIepBOM ab3aria rneporo cioBa «90 kaneHAapHBIX
JTHEW» 3aMeHUTh ciaoBamMu «90 pabounx THEN»;

0) B IIpeyI0’KeHUU BTOpOM ab3aria BToporo cioBa «180 kaneHIapHBIX
JTHEW» 3aMEHUTH ciioBaMHu « 180 paboumx ITHEH».

43.B a03ane mepBoMm myHKTa 96 ciioBa «180 KalleHIApHBIX THEI
3aMeHUTH ciioBamu «180 pabounx JHEM».

44, TTyHKT 99 U3NI0KUTH B CICAYIOLIECH peaaKIuu:;
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«99. Pelliennie 00 MHUIMUPOBAHUU BHEIJIAHOBOW (hapMarieBTHUECKON
WHCIICKIIMM HAa COOTBETCTBUE HAJICKAIIUM (PapMalleBTUYECKUM MpPaKTHKaAM
Coro3a MOXeT OBbITh MNPUHATO YIMOJTHOMOUYEHHBIM OpPraHoOM (PKCIIEPTHOM
opraHuzaiueii) pegepeHTHoro rocygapcrsa He nosanee 70 pabouux gHEH
C JaThl MTOJJa4y 3aBJICHUS HA PETUCTPALIHIO.

B cnywae npussTHA penieHUs 00 WHUIMMPOBAHUU BHEIUIAHOBOM
(dbapMalleBTUUECKON WHCIEKIMU YIOJHOMOYEHHBIH OpraH (3KcrepTHas
opranu3zaius) peepeHTHOro rocy/1apcTBa HaMpaBIIAET 3asSBUTEIIO 3aMPOC O
HEOOXOAMMOCTH OpPTaHM3aIlMd WHCIIEKTUPOBAHUS C MOJIPOOHBIM yKa3aHHUEM
MPUYUH UHUIMMPOBAHUS U CChUIKAMH Ha akThl opraHoB Coro3a.

BuennanoBas dapMaiieBTUUECKass MHCIIEKIUS C HAMPABICHUEM OTUYETa
O TIPOBEJICHHOW WHCHEKIIMU JIOJKHA OBITh TMpPOBEIEHA B CPOK, HE
MPEBBIIAIOIINI CpOKA PErUCTPALMU JIEKAPCTBEHHOIO IIpenapara, (B TEUEHUE
180 paGoumnx gHEN ¢ AATHl MPUHATHUS COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM
OpPraHoOM pelIeHus] 00 MHUIIMUPOBAHUH TPOBEICHUS MHCIICKIIHH).

Buertanosas dbapmarieBTUUECKAS WHCTIEKIUS OpTraHU3yeTCA
3asIBUTEJIEM B COOTBETCTBUU C MPABUJIAMU MPOBEICHUS (PapMalleBTUUECKUX
VHCTICKIAM.

B cayuae BkimrodeHHs (QapmarieBTUUECKOW WHCIEKIMU B IUIaH
MPOBEJICHUS MHCTIEKIIUM B COOTBETCTBUM C MyHKTOM 31 Hactosimmx [IpaBu,
MOJITOTOBKA oTYeTa 3aBEpIIACTCA oe3 ydera pe3yJIbTaTOB
WHCTICKTUPOBAHUSL. ).

45. ITynkt 101 u3M0KUTH B CIEAYIONIECH peaaKIUuu:

«101. B cnydae OTCyTCTBUSI JOIOJHUTENBHBIX 3aMEYaHUM OT KaKOIo-
700 TOCymapcTBa MPHU3HAHUS B OTHOIICHWUH SKCIEPTH3bI JIEKAPCTBEHHOTO
npenapara (OpeACTaBIEHUE 3aMEYaHWM, PE3yJbTaTOB PACCMOTPEHUS
MPEIBAPUTEIIBHOTO OTYETAa MO OLEHKE) JAHHOE TOCYyAapCTBO IPU3HAHUSA

npeacTaBisieT pedepeHTHOMY TOCYAapCcTBY HWHGOPMAIMIO O TOM, YTO
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COTJIACHO C 3aKJIIOYeHHeM (BKJIIOYas 3aMe4yaHMs, €CIM MPUMEHHMO),
COJICPKAIIUMCSL B TPEIBAPUTEIIHBHOM OTYETE IO OIEHKE B COOTBETCTBUU C
nyHKTOM 94 Hactosmux [IpaBumn.».

46. A63ar nepBbii myHKTa 104 U3710KUTH B CICIYIOMIEH pEIaKIINN:

«104. B cpox He mo3zaree 90 pabounx qHEH C JaThl MOJAAYH 3asIBICHUS
Ha PETUCTPAIMIO YIOJHOMOYEHHBIM OPTraHOM (PKCIEPTHOW OpraHuU3allueil)
pedepeHTHOTrO TOoCcyJapcTBa MOTYT OBITh HaIpaBIeHbl B TOCYIapCTBa
MIPU3HAHUS U 3aBUTEIIO MPOCKT 3aKIIOYUTEILHOTO 3KCIIEPTHOTO OTYETA IO
orieHKe 1Mo (opMe B COOTBETCTBHH C MpHIoKeHHeM Ne 16 K HACTOSIIAM
[IpaBmiram BMecT€ ¢ OTBETaMHM 3asBUTEIS Ha 3alpOChl, IMPOCKT OOIIei
XapaKTepUCTUKU JIGKAPCTBEHHOTO TIperapara, MPOEKT HWHCTPYKUHUHU TI0
MEJIUIIMHCKOMY  NPUMEHEHUIO  (JIMCTOK-BKJAJBINI), TMPOEKT MAaKETOB
YIIAKOBOK, IMPOEKT HOPMATHUBHOTO JIOKYMEHTAa MO KadeCTBY, a TakXKe IpH
HEOOXOIMMOCTH IIPOCKT IJIaHA YIIPABIICHUS PUCKAMU. .

47.B nynkre 105 cnoBa «l75-ii kaneHmapHbIi [€Hb)» 3aMEHUTH
cinoBamu «117-it pabouuit 1eHbY.

48.B nynkte 106 cnoBa «l165-i1 kajJeHAapHBIM JE€Hb)» 3aMEHUTH
cinoBamu «110-i pabounii 1eHBY.

49, Tlyskt 109 B3710XUTH B CICIYIOMIEH PEIaKIINN:

«109. YriorHOMOUYEHHBIE  OpraHbl  (9KCHEPTHBIE  OpPTaHHU3AIINN)
pedepeHTHOTO TOoCcyJapcTBa W TOCYJApCTB MPU3HAHUS, MPUHSBIIKE
MOJIOKUTENIPHOE PEIICHUE IO pe3yJibTaTaM SKCIEePTU3bl O BO3MOXKHOCTH
perucTpanyu JeKapCTBEHHOr0 IpernapaTa B COOTBETCTBUM C ITYHKTaMH
105 u 108 nmactosmux [IpaBui, mepexoasT K MpOIEaype BbIJAYH UTOTOBBIX
JIOKYMEHTOB B CpOK He 0osiee 20 pabodux JHEH.».

50. A63arr iepBbIid myHKTa 110 U3710KUTH B CIEAYIONMIEH PEIaKIINN:

«110. He mno3guee 20 pabouux JHEM ¢ JaThl  NPUHSATHUSA

YIIOJITHOMOYCHHBIM OPraHOM IIOJIOKUTCIIbHOI'O PCIICHUA O PCTUCTPALIUH ).
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S51.Ilyukr 114 f[ONOAHUTH TOANYHKTOM  <GK»  CIIEIYIOIIETO
COJICPKAHUSL:

<OK) 3asIBUTEJIEM B YCTAHOBJICHHBI CPOK HE MPEICTaBJIEH OTBET Ha
3alpoC, HAMNpaBJICHHBIH B COOTBETCTBMU C IYHKTOM 94 HacTosmux
IIpaBui.».

52. Paznen VII u310KUTh B ClIeayIOIIEH peIaKInu:

«VII. Ycra"HoBieHne OCTPErUCTPALMOHHBIX MEP

VI1.1. Peructpanus iekapCTBEHHOTO MPENapaTa ¢ yCTAaHOBIECHUEM
JOTIOTHUTEIBLHBIX TPEOOBaHUMN

116. Yo1HOMOYEHHBIM  OpraHoM  (PKCIEPTHOM  OpraHu3aiuei)
pedepeHTHOro rocyaapcTBa B OTHOIICHUH JIEKAPCTBEHHOTO Mperapara mpu
€r0 PEeTUCTpaIliy M OCYIIECTBICHUH MPOIEAYP, CBA3aHHBIX C PETUCTpaIueH,
MOTYT  yCTaHABIMBATBCS OJHO WJIM HECKOJBKO W3  CICAYIOIIHNX
JOTIOJTHUTEILHBIX TPEOOBAHUIA:

BKJIFOYCHHE B CHCTEMY YTNPABIICHUS] PUCKAMH OMPEIEICHHBIX MEp s
oOecrieueHrs 0€30MacHOr0 MPUMEHEHHS JICKAPCTBEHHOTO Mpernapara,;

IPOBEJCHUE IMOCTPETUCTPAIMOHHBIX HCCIICIOBAHUM 0€30MMacHOCTH
JICKapCTBEHHOIO Mpemnapara;

YCTAHOBJICHUE  JIOTIOJIHUTENIBHBIX TPEeOOBAaHUNM K  PETHCTPALNH
JIEKapCTBEHHOTO TIpenapara W TMojade COOOIIEHU O T0J03PEeBaCMBIX
HEXKEJIATEeIIbHBIX PEAKITUSIX;

IPOBEJCHUE IMOCTPETHCTPAIMOHHBIX HCcaeqoBaHUN 3(P(HEKTUBHOCTH
JCKapCTBEHHOI'O0  TIperapaTra, MpU HEOOXOAMMOCTH — HUCCIIEeIOBaHUMN
Pa3IMYHBIX acneKTOB A()(PEKTUBHOCTH JIEKAPCTBEHHOTO Tpernapara, KOTOpbIe
HE MOTyT OBITh HWCCJIEAOBaHBI 1O Hayaja peau3aiil JICKapCTBEHHOTO

npenapara;
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Apyrue YyCIOBHS WIM OrPaHWYEHUs B LeEIIX Oe30IacHOTO U
3 PEeKTUBHOrO MPUMEHEHHUS JICKAPCTBEHHOI'O IMpernapara B COOTBETCTBUU C
TpeOoBanusaMu  [lpaBun  Hamjexaiied  TNpakTUKU  (papmMakoHaa30pa
EBpa3niicKoro 3KOHOMHUYECKOTO COr03a.

VYCTaHOBJIEHHBIE YCJIOBUSL M OTpPaHUYCHMS, a TaKXKE CPOKU HX
BBITIOJTHEHUSI YKA3bIBAIOTCSI B PETHCTPAIMOHHOM YJIOCTOBEPEHUH, €IUHOM
peectpe, B OXJIII 1 B HHCTPYKIIMH 110 MEAUIIUHCKOMY IPUMEHEHHUIO.

117. YonHOMOYEHHBIH Oopras (axcriepTHas OpraHM3aIxs)
pedepeHTHOro rocyapcTBa BIpaBe OTMEHUTH JACHCTBUE PETHUCTPAIIMOHHOTO
YAOCTOBEPEHHUS JIEKAPCTBEHHOrO IIpernapara B CIIy4ya€ HEBBINOJIHECHUS
JepKaTesieM  PErMCTPAllMOHHOTO  yJIOCTOBEPEHUS  JOMOJHUTEIbHBIX
TpeOOBaHMI, YCTAHOBJICHHBIX YMOJHOMOYEHHBIM OpPraHoM (IKCHEPTHOM
opraHuzanueii) pepepeHTHOro TrocyJapcTBa B  OTHOIICHUH JaHHOTO
JIEKAPCTBEHHOr'0 TMpenapara MpU €ro PErucTpalud H OCYIIECTBICHUH
NPOLEAYP, CBSI3aHHBIX C PETrUCTpPAlMEl B COOTBETCTBHUM C ITyHKTOM 116
Hactosawwux [Ipasu.

118. YcnoBueM peructpauvd W TOATBEPXKICHUS  PETUCTPALMU
(mepeperucTpalum) JeKapCTBEHHOIO Mpenapara yrnoIHOMOYEHHBIM OpraHOM
(3KCIEpTHOM OpraHU3aIlieii) MOXKET OBITh YCTAaHOBJICHO 00S3aTENBCTBO IO
IIPOBEACHUIO JEPKATEIIEM PETUCTPALMOHHOIO YAOCTOBEPEHHUSL:

a) MOCTPErUCTPALIMOHHBIX UCCJIeI0BAHUM 0e30MacHOCTH
JIEKapCTBEHHOI'0 IIpenapara B caydae HAIMYUs OMAaCeHU 1o MOBOY PUCKOB,
CBSI3aHHBIX C NMPUMEHEHUEM JaHHOTO JIEKAPCTBEHHOTO Ipemnapara. B ciydae
€CJIM PUCKH OTHOCATCS Oojiee 4eM K OJHOMY JIEKaPCTBEHHOMY IIpemnapary,
YIOJIHOMOYEHHBIE OPraHbl rOCYAapCTB-UJIEHOB CHOCOOCTBYIOT IMPOBEACHUIO
JIepKaTeIIMU  PETUCTPAIMOHHBIX YIOCTOBEPEHUM TaKUX JIEKAPCTBEHHBIX
penaparon COBMECTHBIX MOCTPETUCTPAIMOHHBIX UCCIICIOBAHU I

0e30ITacCHOCTH;
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0) mocTperucTpalioOHHbIX HCCIIeTIOBaHMI a(pdhekTUBHOCTH
JEKapCTBEHHOrO0  Mpenapara, €cid [OHUMaHue 3a00JeBaHUs WU
KJIMHAYECKash METOJIONIOTUsl TOKa3bIBAlOT, YTO MPEAbLAYIIHME OLICHKU
3 PEeKTUBHOCTH TPEOYIOT CYIIECTBEHHOTO TIEPECMOTpa.

119. lepxaTenb  pErUCTPAIMOHHOTO  yJIOCTOBEpEHHUSI  BIIpaBe
IPEACTABUTh NMMUCbMEHHOE O0BSICHEHHE Ha OyMa)XHOM HOCHTEJIEC WJIU B BHJIE
AJIIEKTPOHHOI'O JIOKYMEHTA, OANMMCAHHOTO 3JIEKTPOHHOM MOJIMUCHIO, B OTBET
Ha BBEJCHHE 0053aTEIbCTBA, MPEIYCMOTPEHHOTO MyHKTOM 118 HacTosmmx
[IpaBun, B Teuenue 90 pabouux qHEH CO JHS MOTYyYECHUS COOTBETCTBYIOIIETO
YBEJOMIIEHHSI OT YIIOJJHOMOYEHHOTO OpraHa (3KCIIEpTHOM OpraHM3alud) O
BBEJICHUM 00513aTeNIbCTBA.

120. Ha ocHOBaHMM TUCBMEHHOTO OOBACHEHMS, IPEACTABICHHOTO
JEPKATEIIEM PETUCTPAMOHHOIO yA0CTOBEPEHUS JIEKAPCTBEHHOTO Mperapara
B COOTBETCTBUU C NyHKTOM 119 Hacrosmmx I[lpaBui, ynmoJIHOMOUYEHHBIM
OopraH (SKCIEpTHasi OpraHu3alnus) JIODKEH CHATh WIM I[OATBEPAUTH
0043aTENbCTBO IO MPOBEJICHUIO MCCIEIOBAHUM, YKa3aHHbIX B MyHKTe 118
Hactosimux IIpaBun, B Teuenue 20 pabounx nueil. B cnydae noareepkaeHus
YKa3aHHOT'O 0053aTeIbCTBA, JOJKHBI ObITh U3MEHEHBI YCIOBUS PErUCTPALlUU
JIEKapCTBEHHOTO TIpernapara (IMyTeM BKJIIOYCHHS B HUX COOTBETCTBYIOIIMX

TIOJIOXKEHHH ), @ TAK)KE CHCTEMbI YIIPABJICHHS PUCKAMHU.

VILIIL Perucrparus iekapCTBEHHOTO Tperapara
B UCKJIIOUUTEINIbHBIX CIydasx
120", B HCKITIOUHMTENBHBIX CIy4asix MocJjie€ KOHCYJIbTAlMU C 3asIBUTEIEM
perucTpanus MOXKET OBITh OCYIIECTBIICHA Ha OIpPEACICHHBIX YCIOBHUSAX, B
YAaCTHOCTH 3aTparvBarolux Oe30MacHOCTh JIGKAPCTBEHHOTO IMpernapara,
YBEJIOMJICHUE YIOJHOMOUYEHHBIX OPraHOB TOCYJApPCTB-WICHOB O KaXJI0M

HHIUACHTC B CBA3U C €TI0 IPUMCHCHUCM U O IIPUHUMACMBIX MCpax.
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Peructpamuss MOXkeT OBITh OCYLIECTBIEHA B Cilyyae, €CIU 3asBUTEIb
CMOXET JO0Ka3aTb, YTO OH HE CHOCOOEH MNPEJOCTaBUTh HCUEPIIBIBAIOIINE
naHHple 00 d(PhHEeKTUBHOCTH M 0€30MacHOCTH JICKapCTBEHHOIO IMpernapara B
HOPMAJIbHBIX YCIOBUAX €ro MPUMEHEHHS B CUITY OOBEKTUBHBIX TPOBEPSIEMBIX
OPUYHMH, KOTOPbIE JOJDKHBI COOTBETCTBOBATH OJHOMY U3 OCHOBAHUI,
yCTaHOBJICHHBIX B paszzene 11 npunoxenus Ne 1 x mactosum [IpaBunam.

[Iponomxenue HaXOKJIEHUs JIEKapCTBEHHOTO npenapara,
SBIIAIONIETOCS OOBEKTOM TMPOILIEAYp, OIMKUCAHHBIX B HACTOSIIEM ITyHKTE,
Ha pbiHKe Coro3a JOKHO 3aBHCETh OT IEPEOLEHKH TaKHX YCIOBUH,
€XKEroJlH0O  MPOBOAUMOM  YIOJHOMOYEHHBIM  OpPraHoM  (PKCIIEPTHOM
opraHuzanuei) pepepeHTHOro TocyJapcTBa-ujieHa, C  MOJATOTOBKOM
AKCIIEPTHOIO OTYETA 00 OLIEHKE JIEKAPCTBEHHOIO Mperapara.

[TpoueccyaiibHble OCOOCHHOCTH TPUMEHEHHUS HACTOSILEro ITyHKTa

npuBeneHbI B IpriiokeHuu Ne 25 k HacTosiuM [IpaBumnam.

VILIII. YcinoBnas peructpanus JJeKapcTBEHHOTO IMIpernapara

120°. B ciydae  OOOCHOBAaHHS ~ HEOOXOMMMOCTH  OOCCIICUCHHS
HEYIOBIIETBOPEHHBIX MEIUIIMHCKUX TOTPEOHOCTEH I JIeKapCTBEHHBIX
npenaparoB, MPEIHA3HAYCHHBIX JUISI  JICUCHUS, NPOOUIAKTHUKA WU
JTUATHOCTUKHU CEPhE3HBIX (TSKEIBIX) WHBATUIUZUPYIONIUX UIH YTPOKAFOIINX
KU3HH 3a00JICBaHWN, PETUCTpalMsi MOXET OBITh OCYIIECTBICHA 10
NpEACTaBICHUS Ha MOMEHT TIOJaud  3asBJICHUS O  PETHCTpaIldd
WCYEPIBIBAOIINX KIMHUYCCKUX JaHHBIX, MPETYCMOTPEHHBIX pa3leioM 5
npwioxenus Ne 1 k HactostmuM [IpaBunam, mpu yCIOBHM, YTO TOJb3a OT
0osee paHHEH JAOCTYNMHOCTH PacCMaTPUBAEMOroO JIEKAPCTBEHHOTO IperapaTa
Ha PBIHKE TPEBBINIACT PUCK, CBSI3aHHBIA C OTCYTCTBHEM HCUEPITBIBAIOIINX

JaHHBIX. HpI/I BKCTpeHHOﬁ H606XOI[I/IMOCTI/I B HOI[O6HBIX JICKAPpCTBCHHBIX
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mpenapaTax UX pPErucTpaius MOXKeT ObITh MpoBeleHa 0e3 MpeAoCTaBICHUS
WCYEPIBIBAOIINX JTOKIMHUYECKUX WK OnodapMaIieBTUIeCKIX TaHHbIX.

120°. B 1emsix HACTOSIIEro MOAPA3Aena MOJ «HEYIOBICTBOPEHHBIMH
MEIUIMHCKUMHU TOTPEOHOCTAMI» MOHUMAETCA COCTOSIHUE, JUIsl KOTOPOTO B
Coro3e HET 0J00pPEHHOr0 YMOJHOMOYEHHBIMU OpPraHAMH Pa3pEIICHHOTO U
MPU3HAHHOTO 3(P(EKTUBHOTO METOJIa JUArHOCTUKHU, MPOPUIAKTUKH WIH
JedeHus IMOO0 TPUMEHEHHE II0JIaBa€MOT0 Ha YCIOBHYIO PETHCTPAIUIO
JIEKapCTBEHHOTO npernapara Oyner 00J1a1aTh CYIIECTBEHHBIM
MPEUMYIIECTBOM TMepe]] YK€ OJOOPEHHBIM YIOJTHOMOYECHHBIMU OpraHaMu
METOJOM TUarHOCTUKU, TPOPUITAKTUKH HIIA JICUCHUSI.

120*. Ycnosnas perucTpanus MOXET OCYIIECTBIATHCS, TOJBKO €CIU
COOTHOLIEHHE  «IOJb3a  —  PHUCK»  JIGKAPCTBEHHOrO0  Ipernapara
MOJIOKUTEIBHOE, a TakXKe €CJIM 3asBHUTENIb BEPOSTHO CMOXET TIOCIe
OPOBEACHUS  TPOLEAYpPhl  YCIOBHOM  pErucTpaluu  MPeACTaBUTH
MCUYEPIBIBAIOIINE HEOCTAIONINE JaHHbBIE TI0 0e30macHOCTH, d(DPEKTUBHOCTH
U Ka4eCTBY JICKAPCTBEHHOTO CPEACTBA.

120°. YcioBHasI PErHCTPALUst ODKHA COPOBOXKAATHCS BHITOTHECHHEM
JepKaTelieM PETUCTPAIMOHHOTO YAOCTOBEPEHHUS OCOOBIX YCIOBHMA. ITH
0COOBIC YCIIOBUS M TIPEAEIbHBIA CPOK MX BBITIOJTHEHUS B KAYECTBE YCIOBHUI
pPEruCTpalli YCTAaHABJIMBAIOTCS YIOJIHOMOYEHHBIM OpPTraHOM TOCyIapCTBa-
YJIeHa ¥ TOJIEKAT €KETOTHON OIIEHKE 3TUM YIIOJTHOMOYEHHBIM OPTaHOM.

120°. B pamkax oCOOBIX yCJIOBHH, YKa3aHHBIX B myHKTe 120,
JepKaTelss PErucTPAIMOHHOTO YIOCTOBEPEHHUS, BEIIAHHOTO B COOTBETCTBUU
C HACTOSIIIMM pa3/ieioM, HE0OXOAMMO o00s3aTh 3aBEPIIUTH MPOBOIUMBIE
WCCJICIOBAHUS WJIM TIPOBECTH HOBBIC UCCIIEOBAHUS C IIETBIO TOITBEPIKICHUS
MOJIOKUTEIHLHOTO COOTHOIIEHUS «I10JIb3a — PUCK.

120", OXJIIT ¥ MHCTPYKIHS [0 MEAHIMHCKOMY MPUMEHEHHIO (JTHCTOK-

BKJIAJIBIN), JOJKHBI COJAEPXKATh TOHATHYIO (POPMYIHUPOBKY O TOM, HTO
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perucrpanusi JEKapCTBEHHOIO IIpernapara OCYIIECTBIEHA C YCIOBUEM
BBITIOJIHGHHST 0COOBIX YCIOBUH B COOTBETCTBHH ¢ IMyHKTOM 120° HACTOSIIMX
[IpaBwir.

120°. PermcTpamusi, OCYIIECTBICHHAS B COOTBETCTBHH C HACTOSIIMM
paszenoM, JIeWcTBUTENbHAa B TeueHue 1 roma u TpeOyeT MOATBEpPKIACHUS
peructpauuu (IepeperucTpalnm) ¢ NEePeOLieHKON COOTHOIIEHUS «I10Jb3a —
PHUCK» Ha €KETOTHOU OCHOBE.

120°. Eciim 0co0ble ycIIOBHS, yKazaHHbIC B IyHKTe 120° HacTOSIIHX
[IpaBun, BBIMOJHEHBI, YIIOJHOMOYEHHBIN OpraH rocyapcTBa-ujieHa BIIpaBe
M0 3asBJICHUIO JEpXKATEIsl PErUCTPALMOHHOTO YIOCTOBEPEHUSI U TMOCIE
MOJTYUCHHUS TTOJIOKUTEIBHOTO 3aKJIFOUEHUS IKCIIEPTHON OpraHu3alviy BbIJaTh
PErHCTPALIMOHHOE YAOCTOBEPEHUE, NEWCTBUTEIBHOE B TEUEHUE D JIET U
MOJIJIeXKalllee epeperucTpalui B COOTBETCTBUHM ¢ pasaenom VIl HacTosmmx
[TpaBwu.

120", XapakTepuctuka mpoLETyp, KPUTEPHEB U TpeGOBAHHI K
perucTpalud B COOTBETCTBHUM C HACTOSILIMM pa3/elioM IpUBEICHA B

npunoxeHun Ne 26 k Hacrosmum [IpaBuam.

VILIV. YckopenHas s3kcniepTr3a JIEKapCTBEHHOIO Mpenapara

120", YckopeHHast — SKCIepTH3a  JIGKAPCTBEHHBIX  IPENapaToB
MPUMEHSETCS B OTHOIICHUU:

op(aHHBIX JTEKAPCTBEHHBIX MPEIAPaTOB;

JICKapCTBEHHBIX TPENapaToB, MPEIHA3SHAYCHHBIX HUCKIIOUUTEIBHO IS
PUMEHEHHNS HECOBEPIIIEHHOJICTHIMU;

JIEKapCTBEHHBIX TMPEMAPATOB, MPEACTABISIONIUX OCOOYI0 3HAYMMOCTH
JUTSL 37I0pOBbsI HACEJICHWs, B YAaCTHOCTH, TPH OTCYTCTBUHU S()PEKTUBHBIX
METOJOB OKa3aHWs MEIWIMHCKOM TIOMOIMM B TOCYyJapCTBax-4jIcHaX,

OIIPCACIIACMBIX 3KCH€pTHBIM KOMUTCTOM 110 JICKAPCTBCHHLIM CPCACTBAM Ha
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OCHOBaHWW OOpaIleHUs YIOJHOMOYECHHOTO OpraHa TOCyIapcTBa-4JICHa,
B KOTOPOM TMOJIaHO oOpalleHue 3asiBUTENsI 00 0C000H 3HAYMMOCTH
JICKapCTBCHHOIO Mpenapara A0 MoJAauu 3asBICHUS Ha PErUCTPALIHIO.

Cpok TMpOBEACHUS PETHCTPAlMM M SKCICPTH3bl JICKAPCTBEHHOTO
npermapata B pedepeHTHOM TOCYyJAapCTBE HE JIOJDKEH IIPEBBIIIATH
100 pabGoumx ngHEW C JaThl TOJAYM 3asABICHUS HA PETUCTPAIUIO
JCKapCTBEHHOrO0  TpermapaTa J0 JHS  BbIIaYd  PETHCTPAI[MOHHOTO
yIOCTOBEPEHUSL.

[Iponienypa paccMoTpeHHsl OOpalieHUs O IIPOBEACHHH YCKOPCHHOM
9KCIIEPTH3BI JICKAPCTBEHHOI'O IIperapara MPUBEICH B NPIIOKeHUU Ne 27 K

HacTosAwmuM [IpaBuiiam.

VI1.V. O0ume nosmoxeHus

120", VIOIHOMOYCHHBI opraH (aKcriepTHast OpraHu3alys)
pedepeHTHOro TocynapcTBa JEHCTBYET B COOTBETCTBUU C IOJIOXKEHUSMU
pazaena X Hacrosmmx IIpaBusn B ciydae HEBBINIOJIHEHHUS JAEpKaTeleM
PErMCTPALIMOHHOTO  YAOCTOBEPEHHUS JIOMOJHUTENbHBIX TpeOOBAHUM WM
0053aTEeNbCTB, YCTAHOBJICHHBIX YIOJHOMOYEHHBIM OpPraHoM (3KCIEPTHOMN
OpraHu3aLKei) pedepeHTHOro rocyaapcraa B OTHOLLEHUHU
paccMaTpuBaeMoOro JEKapCTBEHHOrO IIpenapara MpHU €ro PEerucTpauud u
OCYLIECTBJICHUU NPOLENYDP, CBSI3aHHBIX C PETHCTPALUE, B COOTBETCTBUU C
MOJIOKEHUSMH HACTOSILIETO pa3iesia.».

53. IlyHKT 125 M3510KUTH B CAEAYIONIEH pelaKIuu:

«125. Tlpoueaypa mMOATBEPKACHUS perucTpanuu (mepeperucrpanun)
HE JOJDKHA mpeBblmarh 80 paboumx JHEW ¢ JaThl MOAAYM 3asBICHUS Ha
NOATBEPKJCHUE  perucTpauuu  (mepeperucrpanuio) B pedepeHTHOM
rocyaapctee U 50 pabouux JHEH B KaXKIOM M3 TOCYIapCTB IMpPU3HAHUS,

YYaCTBYIOIIUX B MPOLETYPE.».
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54.B nynkte 126 cioBa «210 kajieHIapHbIX THEI» 3aMEHUTH CIIOBAMU
«140 pabouux gHEN».

55. B nynkre 127:

a) TOAMYHKT «a» U3JI0KHUTh B CICAYIOIICH peIaKIINu:

«Q) 3asBJICHUE HAa PETUCTPAIUIO (MEPEPETUCTPAIUIO) JIEKAPCTBEHHOTO
npenapara Ha OyMa>KHOM HOCHUTENE WM B BUJIE AJIEKTPOHHOIO JOKYMEHTA,
MOANMCAHHOTO BJEKTPOHHOM TMOANUChI0, MO (¢(opMe B COOTBETCTBUHU
npuioxxeHueM Ne 2 k Hactosium [IpaBunamy;

0) MOAIMYHKT «0» JOMOJHUTH CIIOBAMH «, Ha OyMa)KHOM HOCHUTEJIC WUJIN
B BUJIE DJIEKTPOHHOTO JJOKYMEHTAa;

B) JIOTIOJIHUTH MOJAIMYHKTOM «I» CIICIYIOIIETO COACP KaHUS:

«T) B COOTBETCTBUU C TPEOOBAHUSIMU 3aKOHOJATENHCTBA TOCYJapCTBA-
YjieHa TPEJICTaBJICHUE JOKYMEHTOB, YKa3aHHBIX B MOJIYHKTAaX «a» — «B»
HACTOAILETO IYHKTa, MOMET OCYUIECTBISATBCS C  HUCIOJIb30BAaHUEM
AJIIEKTPOHHOTO JIOKYMEHTO000poTa 0€3 JOMOJHUTEIHHOTO MPEACTABICHUS
COOTBETCTBYIOIIUX JIOKYMEHTOB M CBEIACHUUA Ha OyMaXKHOM HOCHUTEIIE,
MOANMCAHHBIX U (WJIM) 3aBEPEHHBIX SJICKTPOHHOM MOAMHUCHIO 3asBUTEIIS,
B CllyvasiX, IpeAyCMOTPEHHBIX HacTosmuMu [IpaBunamu.».

56. B mynkre 129:

a) NOAMYHKT «a» U3JI0KUTh B CICAYIOIIEH peaaKIINu:

«a) 3asBJIcHUE Ha OyMa)XHOM HOCHUTEJE WM B BHUJE DJIEKTPOHHOTO
JOKYMEHTa, TOJIMMUCAHHOTO JJEKTPOHHOW MOAMUCHIO, IO YCTAHOBJICHHOM
dbopme B cooTBeTCTBUU ¢ TiprioxkeHueM Ne 2 k HacTosimmm [IpaBumiam;y;

0) MOAMYHKT «0» JTOMOJIHUTH CIIOBAMHU «, Ha OyMa>XHOM HOCHTEJIE WU
B BUJIE DJICKTPOHHOTO JJOKYMEHTA;»;

B) IOANYHKT «B» JIONOJHUTH CJIOBAaMHU «B BHJIE OJEKTPOHHBIX
JIOKYMEHTOBY;

I') JOTOJHUTD MOAMYHKTOM «JI» CJICAYIOIIETO COJIepKaHus:


consultantplus://offline/ref=80CD93C87D679492529E3CC0F03572C5BA911076F6541FCA54FCCD8239E32CFA59C9CEA6A37DC6BBC03EDB53E1917993718FD560DFB1DD7DZBECM
consultantplus://offline/ref=C7D8D036D43CD0AC273C40ED7E31795A29AFF1FEC0C1C3B487D2F49176621E52A8B2FEB2D0F0FDE8FD080CDE37120FB19A1BAB6F558460513DfBM
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«J1) B COOTBETCTBUU C TPEOOBAHUSIMU 3aKOHOJATEIHCTBA TOCYapCTBA-
YjieHa MNPEICTaBICHUE JOKYMEHTOB, YKA3aHHBIX B MOJIIYHKTAX «a» — «I»
HACTOSIIIIETO  IMYHKTAa, MOXET OCYIIECTBISATBCA C  HMCIOJIb30BAaHUEM
AJIIEKTPOHHOI'O JIOKYMEHTO000poTa 0€3 JOMOJHUTEIBHOTO MpEeACTaBICHUS
COOTBETCTBYIOIUX JIOKYMEHTOB M CBEJACHUNW Ha OyMaXHOM HOCHUTEIIE,
MOANUCAHHBIX U (WJIH) 3aBEPEHHBIX SJICKTPOHHOW MOAMUCHIO 3asBUTEIIS,
B Clly4asix, IpeayCMOTPEHHBIX HacTosmuMu [IpaBunamu.».

57.B nynkre 130:

a) croBa «14 pabouux nHE» 3aMeHUTH cioBaMu « 10 pabounx gHENH»;

0) cnmoBa «90 KaleHIapHBIX AHEH» 3aMeHUTH cioBaMu «90 paboumx
THEN,

B) JIOTIOJIHUTH a03a1iaMu CIEAYIONIET0 COACPKAHUS:

«3amnpoc  yHmoJIHOMOYEHHOTO oOpraHa (3KCHEPTHOM OpraHu3aluu)
3asiBUTEIIO0 JOJDKEH OBITh TepedaH B DJIEKTPOHHOM  ¢dopme 1o
TEJIEKOMMYHUKAIIMOHHBIM KaHAJIaM CBSI3M W CUHMTAETCA MOJYYEHHBIM IO
ucrteueHuu 1 JTHsI ¢ 1aThl €r0 HAINPABJICHUS.

OrneHka oTBeTa 3asBUTENST OCYIIECTBIISIETCS. B CPOK, HE MPEBBIIIAIOIINI
5 pabouux JIHEH C AaThl MOTYYEHUSI OTBETA 3aABUTEIIS. ).

58. I[IyHKT 132 U310KHATH B CASAYIOMICH PEIaKIIHN:

«132.C parbl Hayama MNOPEIMETHOM OHKCHEPTU3bl WU MOTy4YCHUS
COOTBETCTBYIOIIEIO 3aJlaHUsl Ha TPOBEJACHHUE OHKCIEPTU3bl B TEUCHUE
30 pabouux IHEW yIOIHOMOYEHHBIM OpPraHOM (SKCIEPTHOW OpraHU3aIUeH)
pedepeHTHOrO TOoCyIapCTBa COCTABISCTCS MPEABAPUTEIBHBIN KCIEPTHBIN
ordeT ¢  (QOPMYIMPOBKOM  3amMedaHwii 1o  (opMe  COIJIACHO
npuioxennto Ne 11 k Hacrosmmm IIpaBunam wunm mpoekt 3ampoca
3aSBUTEIII0 M HAIPABIISIETCS C UCIOJIB30BAHUEM CPEJICTB MHTETPHUPOBAHHOM
CUCTEMbl  YIIOJHOMOYEHHBIM OpraHaM (3KCHEPTHBIM  OPTaHU3AIUSIM)

roCcy1apCTB NPU3HAHHS.
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Dkcrneptu3a B pe)epeHTHOM TOCy/IapCTBE MPUOCTAHABINBAETCS JI0 JHS
MOJYYEHUsI OT BCEX TOCYNApCTB IMPU3HAHUA, YUYACTBYIOIIUX B MPOLEAYpE,
JOTIOJIHUTEIBHBIX ~ 3aMe4YaHUud Wik  HUHPOpPMAIMM O  COTJIaCUU €
peABaAPUTEIbHBIM OTYETOM MIIM 3aIPOCOM pePEPEeHTHOrO TOCy1apCTBa.».

59. B mynkTe 133 cnoBa «20 xaneHIapHBIX THEW C 1aThl HAITPABICHUS
3aMEHUTH clioBamMu «20 pabouux JAHEH C AaThl MOTYYCHUS.

60. ITynkt 134 u3n0XuTh B CIEIYIONICH peJaKiuu:

«134.B xozme  pacCMOTpEHHMsS  YIOJHOMOYEHHBIMH  OpraHaMu
(3KCMEPTHBIMU OPTaHU3ALMUSMH) TOCYIAPCTB MPU3HAHUS MPEIBAPUTEILHOIO
DKCIIEPTHOTO  OTYETa MO  OLEHKE, [MOJATOTOBICHHOTO  3KCHEPTHOMU
OpraHu3anueu pedepeHTHOTO rocyaapcTBa, paccMOTpEHUS
YIIOJTHOMOYE€HHBIMH OpraHaMu (9KCIIEPTHBIMU OpraHU3alUsIMU)
pedepeHTHOrO  rocyJapcTBa  3alpoOCOB  YIOJHOMOYEHHBIX  OPraHOB
(3KCMEpPTHBIX OpraHu3aluii) TOCYJapCTB MNPHU3HAHUS U PACCMOTPEHUS
YIOJHOMOYEHHBIMU OpraHamu (3KCHEPTHBIMU OPTraHU3alMsIMU) TOCY/IapCTB
MPU3HAHUSA  3aKJIIOYUTEIIBHOTO  AKCIEPTHOTO  OTYETa IO  OIECHKE,
MOATOTOBJICHHOTO JKCIEPTHOW oOpraHuzaiueid pedepeHTHOro TocyJapcTBa,
MEXJy YIOJTHOMOYEHHBIMU OpraHaM (3KCHOEPTHBIMU OPTraHU3AUSMH)
roCcy1apCTB-4WJICHOB, YYAaCTBYIOIIMMHU B MNPOLEAYPE, C HCHOJIb30BAHUEM
CPEIICTB MHTETPUPOBAHHOM CHCTEMBI B CpPOK, yKa3aHHBIM B MyHKTe 133
HacTosmux I[IpaBui, MOTYT OCYIIECTBISTHCS KOHCYJbTAIlMU MO (opMme B
COOTBEeTCTBUU C mpuiiokenueM Ne 18 k HacrosmuMm llpaBunam B 1memnsix
COTJIACOBAHMS 3AKIIOYUTEIIBHOTO KCIEPTHOTO OTYETA IO OLIEHKE, KOTOPBIN
OyIeT MOATOTOBJICH IKCIIEPTHON OopraHu3amueil peepeHTHOTO ToCyIapCcTBa
10 pe3yJIbTaTaM MPOUEIYPHL.».

61. B nmynkre 135:

a) ab3all MePBBIN U3JI0KUTh B CICAYIONICH peIaKIINM:
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«135. YorHOMOYEHHBIH Opra” (aKcrepTHas OpraHu3aIlus)
pedepeHTHOro rocyJapcTBa NpU MPOBEACHUU MPOLEAYPHI MOATBEPKICHUS
peructpanuu (MepeperucTpalnn) U SKCIEPTU3BI JIEKAPCTBEHHOIO Mpenapara
He mo3gHee 10 pabGouymx [HEW C JAaThl TOJYYEHUS JOMOJHUTEIBHBIX
3aMEYaHU OT YMNOJHOMOYEHHBIX OPraHOB (SKCIEPTHBIX OpPTraHU3aIMNi)
roCcyJIapCTB MPU3HAHUS WU UH(OPMAIIMU O COTJIACUM C MPEABAPUTEIbHBIM
HKCHEPTHBIM OTYETOM, TMOJTOTOBICHHBIM pPEePEPEHTHBIM TOCYJAPCTBOM
BIIPABE HANPABUTH 3aABUTEIIO B MUCBMEHHOM U (WJIM) 3JIEKTPOHHOM BHJIE
CBOJHBIA 3ampoC O TPEACTABICHUM HENOCTAIOMIEH JOTOJIHUTEIBHON
uH(OpMaIli, HEOOXOIUMBIX PAa3bsICHEHUW WJIM YTOYHEHUH, KacarolIuXcs
MPEJCTABIICHHBIX JOKYMEHTOB W JAHHBIX PETUCTPAIIMOHHOTO JOChe (B TOM
4ucje MPEIJIOKEHUS O BHECEHWU W3MEHEHHM B OOIIYI0 XapaKTEPUCTUKY
JIEKAPCTBEHHOr'0 MpenapaTra, HHCTPYKIUIO N0 MEAULIMHCKOMY MPUMEHEHUIO,
MaKeThl YIaKOBOK JIEKAPCTBEHHOT'O Mpenapara, HOPMAaTUBHBIA JOKYMEHT IO
KA4eCTBY WJIM UHBIE JOKYMEHTBI PETUCTPALIUOHHOTO JI0CHE).»;

0) B a03a1ie BTopoM cioBa «90 kajJeHJapHbIX JHEH» 3aMEHUTh CJIOBaAaMU
«90 pabouux gHEH»;

B) ab3all TPETHIl U3TI0KUTH B CJICIYIONICH PEAAKIIUN:

«JKcmepTHast opraHu3amnus pedepeHTHOrO0 ToCylapcTBa B paMKax
AKCHEPTHU3bl JIEKAPCTBEHHOI'O IMpernapara MPOBOAUT PACCMOTPEHHE OTBETa
3asIBUTEJISI U TIOJITOTOBKY 3aKJIFOYUTEIILHOTO SKCIEPTHOTO OTYeTa 1o ¢hopme B
cooTBeTCTBUM ¢ TmpuioxkeHueM Ne 16 k Hacrosmum [IpaBunam B cpok
He Oostee 20 pabounx THEH.»

62. ITyHkT 136 M3IOKATH B CACAYIOMICH PEIaKIIIHN:

«136.IIo0 pe3ynapTaraM SKCHEPTU3bI JICKAPCTBEHHOTO Ipemnapara
YIOJHOMOYCHHBIM OpraHoM (IKCIIEPTHOM oOpraHusanuei) pehepeHTHOro
rocyJlapCTBa COCTABJISIETCS U yTBEpKIaeTcss mo (Gopme B COOTBETCTBUU C

npuwioxeaueM Ne 16 k  nHacrosammMm [IpaBwiiam  3aKIIFOYMTENBHBIN
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AKCHEPTHBIN OTUET MO OIEHKE, KOTOPBIM HAMpaBseTCs C MCIOJIb30BaHUEM
WHTETPUPOBAHHOM CHUCTEMBbI YIOJHOMOYEHHBIM OpraHam (dKCIEPTHBIM
OpraHu3alusIM) BCeX TOCYAapCTB IMPU3HAHUS, YYACTBYIOUIUX B MPOIEAYpe
NOATBEPXKICHUSI ~ pPErucTpaluu  (MepeperucTpaiui)  JeKapCTBEHHOTO
npernapara. JKCIEPTHBIA OTUET MO OIEHKE COCTABISIETCS B COOTBETCTBUU C
npwioxeHusmMu Ne 13 — 15 u 23 k HacTosimmm [IpaBunam.».

63.B mynkTe 137 cnoBa «20 KaJeHIApHBIX JHEW» 3aMEHUTH CIIOBAMHU
«20 pabouux gHEH.

64. B nynkre 139:

a) NOAMYHKT «a» TIOCJIE CJOB «OpraH (dKCIEpTHAas OpraHu3aius)
pedepeHTHOTrO TOoCyJapcTBay JOMOJIHUTh CIOBAaMH «B CpPOK He Ooiiee
10 pabouux HEN ¢ JaThl MOTYYEHHS SKCIIEPTHOTO OTYETA MO OLICHKEY;

0) MOANYHKT «0» TOC/IE€ CJOB «OpTaHbl TOCYAapCTB MPU3HAHUS
JIOTIOJTHUTB CJIOBAaMH «B CpOK He Oosee 10 pabouux gHEH C JaThl MOTYYEHUS
HKCIEPTHOTO OTYETA IO OLICHKEY;

B) B MOJIITYHKTE «B» TMOCIIE€ CJIOB «PErucTpanuu (IepeperucTpaimm),»
JOTIOJIHUTB CJIIOBAMH «B CpOK He Oozee 10 pabouux qHEH C JaThl MOTYyYEHUs
HKCIEPTHOTO OTYETA MO OLICHKEM.

65. B mynkTe 143 cnoBa «180 kaneHIapHBIX JHEH» 3aMEHUTH CIIOBAMH
«120 pabouux gHEI».

66. B nynkre 147:

a) ab3al] TMepBBIA TOCIE CJIOB «PErHCTpPAlMU  JIEKAPCTBEHHOIO
npenapara» JOMOJHUTh CJIOBAaMU «B pedepEeHTHOM TOCYAapCTBEY;

0) TOTMTOTHUTH a03aIeM CIICIYIONIETO COACPIKAHMUS:

«JlomyckaeTcss BHECEHHE W3MEHEHUM B PETUCTPALMOHHOE JOChE
JIEKApCTBEHHOr0  Mpernapara, 3aperuCTpUPOBAHHOTO MO  MPOIEIype

B3aMMHOTO IIPU3HaHUs B pehepeHTHOM TOCyAapCTBe, 10 Havajia MpoLeayphbl
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NpPU3HAHUS B 3asBJIICHHBIX TOCYJIapCTBaxX TMPU3HAHUS B COOTBETCTBUU C
nyHKTOM 66" HacTosmx ITpaBui.y.

67. Ipennoxkenue BTOpoe ab3ama BTOporo myHkTa 148 mocie cioB
«AM  WHBIX UCCJIENIOBAHUI» JOMOJHUTH CJIOBaMH «(B TOM YHCIIE
COJICpIKaIllME J10KA3aTeNbCTBA, MOJYYCHHBIE HA OCHOBE JIAHHBIX peaJbHOMU
KJIIMHUYECKOW MPAKTUKH ).

68. B mynkTe 150 crmoBa «30 KajdeHIApHBIX AHEH» 3aMEHHUTH CIIOBAMHU
«20 pabouux gHEH».

69. B mynkre 152:

a) B ab3a1ie mepBOM IPEASI0KEHUE TPEThE UCKITIOUUTH;

0) TOMOJIHUTH a0d3allamMu CJIEeAYIOLIETO COEePKaHUS:

«IKCHEPTHBIN OTUET MO OIEHKE U3MEHEHUN B PETUCTPAIIMOHHOE JIOCHE
JIEKApCTBEHHOI0 IMpenapara COCTAaBJAETCS HOKCHEPTHOM OpraHU3aluei
pedepeHTHOrO TOCyAapcTBa MO pe3yJbTaraM JaHHOM OSKCHEPTU3bl B
cooTBeTCcTBUU C mnpwioxkenrueM Ne 21 k nHactosiuuMm [lpaBunam B ciydae
BHECEHUS U3MEHEeHMH Tumna |, 3a HCKIIOUYEHHEM aJIMUHUCTPATUBHBIX
M3MEHECHUU.

JInst  OpUHSATUS ~— pelIeHusT O  BO3MOXKHOCTH ~ BHECEHUS B
PETUCTPALIMOHHOE J1I0Ch€ AaJAMUHHUCTPATUBHOTO W3MEHEHHS 3asBUTEJIEM
BMECTE C 3asBJIEHUEM O BHECEHUU JAHHOIO H3MEHEHHUS JOJDKHO ObITh
NpEJCTAaBICHO Ha OyMa)XHOM HOCHUTENE WM B DJIEKTPOHHOM BHJIC
MOATBEPKICHUE YIOJHOMOYEHHOTO OpraHa (9KCIEPTHOW OpraHU3alIiM)
pedepeHTHOrO TOCyaapcTBa O TOM, 4YTO COOTBETCTBYIOIIAs BepCHs
(Tocne0BaTeNbHOCTh) PETUCTPAIIMOHHOTO JI0ChE BaJWHA W MPHUOOIIEHA K
AJIEKTPOHHOMY PETMCTPAIMOHHOMY JIOChE.

[To pesynpraTam »SKcnepTus3bl u3MeHeHu Tuma |l skcnepTHOM

opraHuzanuel  pe@epeHTHOro rocymapcTBa B cly4ae  0J00peHus
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3asIBJICHHOTO M3MEHEHUS JIOJKEH OBITh aKTyaJIM3UPOBAH IKCIEPTHBIM OTUET
10 OLIEHKE B COOTBETCTBUU ¢ npuiiokeHrueMm Ne 16 k Hactosmum [IpaBunam.

ITo pesynbraTam »sKcOepTU3bl u3MeHEeHMH Tuma |l skcnepTHOM
opraHuzanueil pedepeHTHOro rocygapcTBa B cCilydae HEOJ0O0peHus
3asBJICHHOTO W3MEHEHUSI B  YIOJHOMOYEHHBIA OpraH HampaBiseTCs
uH(popMalrsa ¢ MOTUBUPOBAHHOMN MO3ULIUEN SKCIIEPTOB.).

70. ITyskT 155 gomoaHuTh ab3a1eM CIeayIOIIero CoAepKaHus:

«B cootBeTcTBUM C TpeOOBAaHUSIMH 3aKOHOJIATEIHCTBA TOCYIapCTBA-
YjieHa TMPEJICTABICHUE JOKYMEHTOB, YKa3aHHBIX B HACTOSIUEM IIYHKTE,
MOXET OCYILECTBIISTHCA c UCIIOJIb30BaHUEM AIEKTPOHHOIO
JTIOKYMEHTO000pOoTa oe3 JIOTIOJTHUTETLHOTO MIPEICTaBICHUS
COOTBETCTBYIOUIMX JOKYMEHTOB U CBEACHUU Ha OyMa)XHOM HOCHTEIIE,
NOANMCAHHBIX WU (WJIM) 3aBEPEHHBIX SJIEKTPOHHON NOAMMUCHIO 3asIBUTEIIS,
B Clly4asix, IpeayCMOTPEHHBIX HacTosmumu [IpaBunamu.».

71. B nynkre 156:

B a03aiie BTOpoM cioBa «90 KaJleHIapHBIX JHEI» 3aMEHUTH CJIIOBAMU
«90 pabouux gHEH»;

B TIPEIJIOKEHUU TIEPBOM ab3alia TPETHEro CIoBa <JIEKAPCTBEHHOTO
npenapara» 3aMEHHUTh CIIOBAMU «B PETHCTPAIMOHHOE JI0ChE JIEKAPCTBEHHOIO
npenapara.

72.IlyHkT 158 U3IOXKUTH B CIAEAYIONIECH PEIaKIUU:

«158. B cnydyae mnoATBepKAECHHS pErucTpanuu (mepeperucrpanun)
JIEKApCTBEHHOI'0 Mpenapara WM BHECEHUS U3MEHEHHUN B PETUCTPALIMOHHOE
JIOChE pa3pelaeTcs MPOU3BOJCTBO JIEKAPCTBEHHOI'O IIpenapara B TEUCHHE
180 «kameHmapHbIX JHEH C JaThl  TOATBEPXKICHHS  PETHCTPAINH
(mepeperucTpaiu) Win BHECEHUS M3MEHEHUM B PETHCTPAIMOHHOE JI0ChE B
COOTBETCTBUM C  HMHpOpMalMell, coaepxkameics B  JOKyMEHTax

PETrUCTPAIMOHHOIO JOCbEC JICKAPCTBCHHOI'O Ipciapara, J0 JaThbl
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NOATBEPKJCHUSI ~ PErucTpanuu  (MepeperucTpalvii)  WId  BHECEHUS
W3MEHEHHM, 3a UCKIIOUCHUEM

HEOTJIOKHBIX OTPAaHUYEHUN MO O€30MaCHOCTH, BBOAUMBIX JEpKaTeieM
PETUCTPAIMOHHOTO  YAOCTOBEPEHUSI WM  YIOJIHOMOYEHHBIM  OpraHOM,
coryiacHO NyHKTY 4.1.4 npunoxenus Ne 19 k nacrosimum [IpaBunam;

MPUHSTHUSL PEUICHUS YIIOJHOMOYEHHBIM OPraHOM TOCYJIapCTBa-4JIeHa O
HEBO3MOXHOCTH JAJIbHEHIIET0 MPOU3BOJICTBA JIGKAPCTBEHHOTO Mpernapara B
COOTBETCTBUU C paHEEe YTBEP>KIECHHBIMU (COIIACOBAaHHBIMHM) JTOKYMEHTAMU U
uH(dOpMaIuel perucTpalioOHHOTO TOCKE.

JlonmyckaeTrcsi BBO3, OJHOBPEMEHHas peanu3alus W MEIUIMHCKOE
MIPUMEHEHUE JICKAPCTBEHHOTO MpernapaTa /10 OKOHYaHUS €r0 CpoKa FOJHOCTH
(cpoka  XpaHEHHUs), COOTBETCTBYIOIIErO  JIOKyMEHTaM M  JaHHBIM
PETUCTPALIMOHHOTO JOCKhE JI0 U MOCIIE€ BHECEHHS! B HETO U3BMEHEHHUM, €CIIH 3TO
HE TPOTUBOPEYUT TPEOOBAHUSM  TMpPaBWI  HaJJIeKAlled MPaAKTHUKU
dapmakonanzopa Corosa, yreepxkaaeMbiM Komuccueit.».

73.B nynkte 162 cioBa «OTHYyCK KOTOPOTO 3aMpeiieH» 3aMEHUTh
CJIIOBAMM «peajn3aliysi KOTOPOIo 3alpelieHa.

74.1lynkt 164 mocie CiI0B «CpoKa UX FOJHOCTH» JIOMOJHUTH CJIOBaMU
«(cpoka XpaHEeHUS)».

75.B mynkrax 165 u 186 mocne clIoB «Cpoka TOTHOCTHY JOMOJIHUTH
CJIOBaMU «(CpOKa XpaHEHHUS )».

76. Haumenosanue paznena X uznoxuts B penakuuu:

«XIll. ITpouenypa MIPUBEICHUS PETUCTPALMOHHOTO JOChE
JIEKQpCTBEHHOTO  Mpemnapara, 3aperuCTPUPOBAHHOIO IO  MpaBWjam
rocyJlapcTBa-ujieHa, B COOTBETCTBUE C TpeboBaHUAMU COr03a».

77.B nynkre 170 cnoBa «a0 BeryrieHus B cuiny CorjamieHus: Wid 1o

HallMOHAJIBLHBIM TpeboBaHusM 10 31 aexadps 2020 r.» UCKIIOYUTS.

78.B nynakre 171:
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a) ab3al; BTOpPOM IOCJIE€ CJIOB «3asBUTENb MPEACTABISAET» JOMOIHUTH
CJIOBaMU «B  YIIOJJHOMOYEHHBIM OpraH (SKCHEPTHYIO OpraHu3aluio)
pedepeHTHOTO rocy1apCcTBa

0) OTIOTHUTD a03aleM CIICIYIONIETO COACP KaHuUS:

«B cooTBeTCTBUM C TpeOOBaHMSIMU 3aKOHOJATENIHCTBA TOCYJapCTBa-
YJieHa MpEeJICTaBICHUE JOKYMEHTOB, YKa3aHHBIX B a03aljax nmepBoM U BTOPOM
HACTOAIIETO IMYHKTA, MOXET OCYIIECTBIATHCS C  HCIOJb30BAHUEM
AMIEKTPOHHOTO JOKYMEHTO00OpOoTa 0e3 JOTMOJHUTEIBHOTO MPEICTaBICHUS
COOTBETCTBYIOIIIUX JIOKYMEHTOB M CBEJACHUNA Ha OyMa)XHOM HOCHTEIIE,
MOANMCAHHBIX U (WJIM) 3aBEPCHHBIX DJEKTPOHHOM TOMMKCHIO 3asiBUTEIIS,
B ClTydasix, IpeayCMOTPEHHBIX HacTosmuMu [IpaBunamu.».

79. IlynkT 172 nonoJHUTH ab3a1ieM CIEAYIOUIEro COJIePIKAHUS:

«ITo okoHYaHMU MpPOLEAYPHl MPUBEACHUS PETUCTPALIMOHHOTO JOChE B
coorBeTcTBHE C TpeboBanmsiMu Coro3a B pedepeHTHOM TOCYIapCTBE
JIOIYyCKAeTCsl BHECEHUE 3asgBUTEIEM HW3MEHEHHUW II0 TMpoleAype B
cooTBeTcTBUU C npwioxkeHusMu Ne 19 u 20 x Hacrosimium [IpaBunam 110
WHUIIMUPOBAHUSI  TIPOLEAYPhl B3aUMHOIO TMPU3HAHUS B TOCYJApCTBE
(rocynmapcTBax) mpu3HaHMS (4O TMOJA4YM COOTBETCTBYIOIIEIO 3asBICHUS B
YIIOJJHOMOYEHHBIH ~ OopraH  (PKCHEPTHYIO  OpraHu3alldio) ToCyaapCTB
MPU3HAHUA).».

80.B nynkre 173 cnoBa «100 kaneHIapHbBIX THEI» 3aMEHUTH CIIOBAMU
«70 pabouux gHEWH.

81.B mynkre 174:

a) B MMPEJIOKCHUHN MIEPBOM CJIOBA «J10 BCTyIUIeHUs B cuity CormamieHus
nau 10 31 nexadps 2020 r.» UCKITIOYUTS;

0) TOTIOTHUTH a03allaMU CIICTYIONIETO COAEPKAHNS:

«/lomyckaeTcs BHECEHHME W3MEHEHHH B PETUCTPAIMOHHOE JOChE

3apETUCTPUPOBAHHOTO  JIEKAPCTBEHHOrO0  Mmpemnaparta B pedepeHTHOM
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roCyJlapCTBE B COOTBETCTBHHM C TpwiokeHusMu Ne 19 m 20 x Hacrosmum
[IpaBwiaM [0 WHULIUMPOBAHUS TMPOLEAYPhl B3aAUMHOIO MPU3HAHUS B
rocyaapcTBe (rocynapcTBax) mpu3HaHUsL.

Jonyckaercsi OMHOBPEMEHHOE MHUIIMMPOBAHKUE MTPOLEAYPHI B3AUMHOTO
MPU3HAHUS B HECKOJIBKUX TOCYJIapCTBaX MPU3HAHUSL.Y.

82. AG3anbl MepBBIA — MATBIA MyHKTA 175 U3I0XHUTH B CIEIyIONIEH
peaKIuu:

«175. Jlnga mpuBeAeHUsT PETHCTPALMOHHOTO JOChE JIEKAPCTBEHHOTO
mpenapara B COOTBeTCTBHE ¢ TpeOoBaHusiMu Coro3a U MPOAOTHKCHHS
oOpaIeHusi JIGKapCTBEHHOI'O TIpenapara Ha TEPPUTOPHUSX TOCYIapPCTB-
YJICHOB, B KOTOPHIX OH 3apETUCTPUPOBAH, 3asABUTENIb TOJACT B
YIOJTHOMOYEHHBIM oOpraH (3KCIEPTHYIO OpraHu3aiui) pedepeHTHOro
rocyJ1IapcTBa, B KOTOPOM 3apEerUCTPUPOBAH JIEKAPCTBEHHBIN MpEMnapar:

3asBJCHUE Ha OyMa)XHOM HOCHUTENIE WM B BHUAEC DIIEKTPOHHOTO
JOKYMEHTa, MOAINUCAHHOTO 3JEKTPOHHOW NOAMNUCHIO, MO YCTAHOBICHHOM
dbopme B cooTBeTCTBUHM C npriokeHreM Ne 2 k Hactosimum [IpaBuiiam;

JOKYMEHTBI, TOATBEpXKIAIoIIKe orjiaty cbopa (MONIUIMHBI) 32
pUBEJEHNE B COOTBETCTBHE ¢ TpeOoBaHusiMu Coro3a B cllydae U MOPSIKE,
YCTAHOBJICHHBIX B COOTBETCTBUHM C 3aKOHOJATEIbCTBOM TOCYJIapCTB
pU3HAHMS, HA OyMa)XHOM HOCHTEIIE WU B BUJIC DJICKTPOHHOTO TOKYMEHTA,

MoAyJd | — 3 pEerucTpaMoOHHOIO 10ChE JIEKAPCTBEHHOTO Mpenapara Ha
AJIEKTPOHHOM HOCHUTeNe W (WiIM) B BHUJE DJEKTPOHHBIX JOKYMEHTOB B
COOTBETCTBUU C puioxkeHusiMu Ne 1 — 5 k Hactosmum [TpaBuiam.

B cooTtBercTBUM € TpeOOBaHUSIMU 3aKOHOJATENILCTBA TOCYJapCcTBa-
yjeHa MpPeJOCTaBICHUE JTOKYMEHTOB, YKa3aHHbIX B a03amax BTOPOM —
YETBEPTOM HACTOSAIIETO IMYHKTA, MOXKET OCYIIECTBIISITLCA C UCIIOIb30BaHUEM

SJICKTPOHHOI'O I[OKYM@HTOO60pOTa oe3 JOIIOJIHUTCIIbBHOTO IIPCACTABICHUA
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COOTBETCTBYIOIIUX JIOKYMEHTOB M CBEJACHUNW Ha OyMaXHOM HOCHUTEIIE,
MOJNMCAHHBIX U (UJTK) 3aBEPEHHBIX DJICKTPOHHOMN MOANUCHIO 3asIBUTEIISL.

Bce wumeromuecs  JaHHBIE  JIOKIMHUYECKMX M KIMHUYECKHUX
UCCJIEIOBaHUM, BBITIOJIHEHHBIX 10 BCTyIUieHUuss B cuiy CornamieHus B
COOTBETCTBMU C NyHKTOM 36 Hacrosmux I[lpaBun mnpencraBisitoTCs B
MOJYJISIX 4 — 5 PErucTpallMOHHOTO JOChE JICKAPCTBEHHOTO MpenapaTa B BUJE
COOTBETCTBYIOIIUX OTYETOB 0€3 0053aTeIbHOTO WX MPUBEJICHHUS B
cooTBeTcTBUE C TpeboBanuamu Coro3a K O(QOPMIIECHUIO OTYETOB O
JTOKIIMHUYECKUX  (HEKJIMHUYECKUX) HCCIEJAOBAHUAX U KIMHUYECKUX
UCCIIEIOBAHUSX (MCIIBITAHUAX ) JIEKAPCTBEHHOIO Mpenapara..

83. B nynkre 176:

a) B ab3ale nepBoM:

[ (0):F:] «14 pabounx TTHEW 3aMEHUTH CJI0BaMH
«10 paboumx mHel», ciaoBa «90 KaleHAAPHBIX THEW» 3aMEHHUTH CJIIOBaAMU
«90 pabounx mHENH»;

0) IOTOTHUTD a03allaMu CJICAYIOIIETO COJCPKAHUS:

«3anpoc  ymoJIHOMOYEHHOTO oOpraHa (dKCIEPTHOM oOpraHu3aluu)
3aSBUTENIIO JOJDKEH OBITh TMepemaH B AJICKTpOHHOW  Qopme 1o
TEJIEKOMMYHUKAIIMOHHBIM KaHaJlaM CBSI3M W CUHMTAETCA MOJYYEHHBIM IIO
UCTEUEHHUH | KaJeHJapHOTO JIHS C IaThl €r0 HAIIPABJICHHS.

OrneHka OoTBeTa 3asBUTENST OCYIIECTBIISIETCSI B CPOK, HE MPEBBIIIAIOIINI
5 pabouux JIHEH C AaThl MOJYYCHUSI OTBETA 3asIBUTEIIS.

DKcnepTr3a, yKa3aHHas B HACTOSIIIEM IYHKTE, IPOBOAUTCS B CPOK, HE
npeBpIMamuil 45 pabounx OHEH C JaThl MPOBEACHUS OIEHKH TOJIHOTHI,
KOMIUIEKTHOCTH u MPaBUIBHOCTH odopmIeHus JOKYMEHTOB,
MPEJCTABIICHHBIX B PETUCTPAIMOHHOM JIOChe, WJIM C JaThl TMOJIyYEHUS
OKCIEPTHON OpraHu3aiyeil COOTBETCTBYIOIIETO 3aJlaHHMsl Ha IPOBEICHUE

OKCIICPTHUI3BIL.».
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84.B a6zame BTOopoMm myHKTa 177 cinoBa «90 KalneHIApHBIX THEH»
3aMEHUTH CI0BaMH «90 pabounx JHEN».

85. B nmynkre 180:

a) B ab3arie mepBOM TIIOCJIE€ CIIOB «B COOTBETCTBHE C TPEOOBAHHUSIMU
Coro3a,» JIOMOJIHUTh CIOBaAaMU «B CPOK, HE MpeBbimatronui 10 padbouux gHen
C J1IaThl MOJy4YEHUS SKCIIEPTHOIO OTUYETA [0 OIIEHKE,»;

0) B a03alle TPETbEM CJIOBA «HM BBO3 JIEKAPCTBEHHOI'O IIpemapara
3aMEHHUTh CIIOBAMH «JIEKApCTBEHHOIO IMpernapara B roCy/IapCTBa-ujieHaX U
TPETHUX CTPAHAXY;

B) a03all YeTBEPTHIN M3JI0KHUTD B CIICIYIOIICH PEIaKIUK:

«JlomyckaroTcsi BBO3, OJIHOBPEMEHHAsl peaiM3alvsi U MEIUIMHCKOE
MPUMEHEHHUE JICKAPCTBEHHBIX MpenapaToB, YKa3aHHBIX B ab3ale TpPeTheM
HACTOSAILETO IMYHKTA, 10 OKOHYaHUs CPOKa MX TOJHOCTU (CpOKa XpaHEHHs ),
COOTBETCTBYIOIIMX JOKYMEHTaM W CBEACHUSM PETHCTPALMOHHOIO JOCHE,
YTBEPKJIECHHOTO B COOTBETCTBUU C 3aKOHOJIATEIbCTBOM T'OCYIApCTB-UYJIEHOB,
U PErUCTPAIMOHHOIO JOChE, IPUBEJACHHOTO B COOTBETCTBUE C TPEOOBAHUSIMU
Coroza.».

86. I[TyHkT 182 M3IOKUTH B CIACAYIONICH PEIAKITIHN:

«182. B pamkax mpoueaypbl NPUBEICHUS B COOTBETCTBHE C
TpeboBanusiMu Coro3a [ TOCHEAYIOMICH PErucTpaluu o TpoLeaype
B3aMMHOTO TMPU3HAHHUS B TOCYJapCTBE-WICHE, B KOTOPOM JIaHHBIM
JIEKApCTBEHHBIA TMpenapar HE ObUI 3aperucTpUpOBaH WM IMOJAaH Ha
pPErucTpalui0 B COOTBETCTBUM C 3aKOHOJATEIbCTBOM TIOCYAapCTBa-4JI€Ha,
3asIBUTEJIb MOJAET B YINOJHOMOYEHHBIM OpraH (3KCHEPTHYIO OpPraHU3aluio)
pedepeHTHOrOo rocy1apcTBa:

3asBJICHME Ha OyMaXHOM HOCHUTEJIE WM B BHJE DJIEKTPOHHOTO
JOKYMEHTa, TOIIMCAHHOTO JJEKTPOHHOW MOAMUCHIO, IO YCTAHOBJICHHOM

dbopme B cooTBeTCTBUU ¢ TiprioxkeHueM Ne 2 k HacTosimMm [IpaBunam;
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JOKYMEHTBI, TOATBEpPXKIAI0IINEe oIjiary cbOopa (MONIUIMHBI) 32
MIPUBEJICHUE B COOTBETCTBUE C TpeOoBaHusiMU Coro3a B cllyyae W MOPSJIKE,
YCTAHOBJICHHBIX B COOTBETCTBUM C 3aKOHOJATEIHLCTBOM TOCYJIapCTB
NpU3HAHWS, Ha OyMa)XHOM HOCHUTEJIE MU B BUJC DJICKTPOHHOTO JTOKYMEHTA;

Moaynu 1 — 5 pEerucTpalmoHHOTO JIOCh€ B COOTBETCTBUM C
npuinoxeHusasMu Ne 1 — 5 k HacrosmuMm IIpaBunam B ciiydae JanbHEHIIEro
OCYILIECTBJICHUS PETUCTpallMd [0 NPOILEAYype B3aMMHOTO NPU3HAHUS B
rocyJlapcTBax-ujeHax, B KOTOPBIX JaHHBIN JIEKapCTBEHHBIN MpenapaT He ObLT
3apErUCTPUPOBAaH WM TMOJAaH Ha PETUCTPAlMI0 B COOTBETCTBUHU C
3aKOHOJIaTEILCTBOM IOCydapCTBa-iICHA.

B cootBercTBUM € TpeOOBaHUSIMU 3aKOHOJATENILCTBA TOCYJapCcTBa-
yjieHa TMPEJOCTaBJICHUE JOKYMEHTOB, YyKa3aHHbIX B a03alax BTOPOM —
YETBEPTOM HACTOSIIIEIO MYHKTA, MOXKET OCYILIECTBIISITHCS C UCIIOJIb30BAHUEM
AIEKTPOHHOTO JOKYMEHTO00OpoTa 0€3 JOTMOJHHUTEIBHOTO MPEICTaBICHUS
COOTBETCTBYIOIIIUX JIOKYMEHTOB M CBEJACHUN Ha OyMa)XHOM HOCHTEIIE,
MONMCAHHBIX U (MJTK) 3aBEPEHHBIX AJIEKTPOHHOMN MOANMUCHIO 3asIBUTEIISI.

Bce wumerommecss aHHBIE — JOKJIMHUYECKHMX W KIMHUYECKHX
HCCJCNOBAHMI, BBINIOJHEHHBIX B COOTBETCTBHM C 3aKOHOJATEIHLCTBOM
rocy1apCTB-4JICHOB, IIPEJICTABIAIOTCS B COOTBETCTBHUM C HACTOSIIUMU
[IpaBunamu B MOAYJIsIX 4 — 5 PEerucTpaliMOHHOrO J0ChE B BUE UMEIOIIMXCS
OTYETOB, 0€3 00s3aTeIbHOr0 WX TMPUBEACHUS B COOTBETCTBHE C
TpeOOBaHUSIMU K OQOPMIICHUIO TEKCTOB OTYETOB O JOKIMHUYECKUX
(HEeKJIMHUYECKMX)  HCCICAOBAHMSAX W  KIMHUYECKUX  HCCICAOBAHMAIX
(MCTBITaHUSX ), TPEYCMOTPESHHBIMH MPaBUIaMHU HaJIJIe)KaIIEeH 1a00paTOPHOM
MPAKTUKU W HAJICKAIIECH KIMHUYECKOW TMPAKTUKHU, a Takxke ¢ [IpaBumamu
MIPOBEICHUS HCCIIeIOBaHN I OMOAKBUBAJICHTHOCTHU JIEKapCTBEHHBIX

npenaparos. FOCY)IapCTBO'LIJ'ICH, B KOTOPOC NIOJAHO PCTUCTPATMOHHOC JOCHC
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JUIsl IPUBEACHUS €r0 B COOTBETCTBHE ¢ TpeOoBaHUAMHU (Co0r03a, BHICTYIIAET B
JAHHOM CJIy4ae B KaueCTBE peEepeHTHOr0 roCy1apcTBa.».

87.B nynkre 183 cinoBa «a0 BeryrieHus: CoriamieHust B CHILy WIH JI0
31 nexabps 2020 r.» 3aMEHUTH CIOBaMH «HWJIU TOJIaH Ha PETUCTPAIUIO B
COOTBETCTBUU C 3aKOHOJIATEJIBCTBOM IOCyAapCTBa-WICHAY.

88. B npunoxxenuu Ne 1 k ykazanasiM [IpaBunam:

a)pazaen | mociie HaMMEHOBaHUS JOMNOJHUTH a03aleM CIIEIYIOLIEro
COJICpKaHMUS:

«IIpeacraBneHre perucTpaiMOHHOIO JOChE MOYKET OCYIIECTBISTHCS B
JIEKTPOHHOM BU/IE, oe3 JTOTIOJTHUTEIBHOTO pEACTABICHUS
COOTBETCTBYIOUIUX JIOKYMEHTOB U CBEJICHUI HAa OyMaKHOM HOCHUTEJIE.);

0)nyHKT 1.2.1 U310KUTh B CIEAYIOUIEN peIaKIUu:

«1.2.1. 3asiBIeHre Ha PErUCTpPalUIO JIEKAPCTBEHHOTO Ipernapara
(Ha OyMa)XHOM HOCHTEJIC WM B BUJIEC DJIEKTPOHHOTO JIOKYMEHTA, CO3JIaHHOTO
B ¢popmarax *.doc,*.docx u *.pdf u moanmucaHHOTO PIEKTPOHHON MOMHUCHIO)
3amnoJiHsIeTcss Mo (opMe COTJIaCHO NPWIOKEeHUI0 Ne 2 K HacTOSIIUM
[IpaBunam.»;

B)B myHKTe 1.3.1 cnoBa «JI€KapCTBEHHBIX TIpemapaToB H 0OOIIen
XapaKTepPUCTUKU  JIEKAPCTBEHHBIX  IPEMapaToB»  3aMEHUTh  CJIOBAMH
«JIEKApCTBEHHOTO Tpemapara W OOIIeH XapaKTEePUCTHUKU JIEKAPCTBEHHOTO
npenaparay;

r) B nmyHkTe 1.5.2 cioBa «(HOTapuanbHO 3aBEpEHHAas KOMMUs MHUChbMa C
MNOANUCHIO YIOJHOMOYEHHOTO JIMIIA [0 KAYE€CTBY C MEPEBOJOM)» 3aMEHUTH
CJIOBaMU «(KOMUS MUChMA C IOAMUCHIO YIIOJIHOMOYEHHOTO JIUIIA 10 Ka4YeCTBY
C TIEPEBOJIOM, 3aBEpPEHHAss HOTAPUAIBHO WM DJJICKTPOHHOW 1H(pOBOH
NOAMUCHIO  JiepKaTenss mactep-(aitna akTUBHOM  (papmMaiieBTUYECKON
CyOCTaHITUN)»;

1)B myHkTe 1.6.3:
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MIOCJIE CIIOB «IIOCJI€ MHCIIEKINHU (IIPU HAJTUYHH) W» JOTOJHUTh CIOBAaMU
«B Clly4asix MpeycMOTpeHHbIX MyHKTOM 30 HacTosmux [IpaBuiL,»;

cnoBa «(Hampumep, EudraGMP) (ripu Hanuuuu)» 3aMEHUTH CIOBaMU
«(nanpumep, EudraGMP)»;

e) B myHkTe 1.6.10 cioBa «(eciam MpUMEHUMO)» 3aMEHUTh CJIIOBAMU «B
cooTBeTCTBUM ¢ MyHKTOM 30 Hacrosmumx [IpaBumny;

k) B myHKTe 1.10.3 mpennoxeHne BTOpoe UCKIIIOUNT;

3) MOAIYHKT «OK» MyHKTa 3.2 U3JIOKUTH B CICAYIONIEH PeIaKIuu:

«CK) €cIM  aKTHBHas  (QapmareBTuueckass cyocTaHiuss u  (WiIn)
BCIIOMOTATEJIbHOE BEIECTBO M UCXOAHBIN MaTepHall OMKCAHbl B MOHOTpapuu
EBponeiickoii (papmakoneu, 3asBUTENb MOKET NPEICTaBUTh CepTU(DUKAT
COOTBETCTBUSI MOHOrpaduu EBpornelickoil (hapMakonen B COOTBETCTBYIOLIEM
NyHKTe JaHHOro wmonayinsa. I[Ilpu3HaHo, 4TO cepTU(UKATBl COOTBETCTBHUS
moHorpaduu EBporeiickoil (hapMakonen 3aMeHsIOT CYIIECTBEHHBIC TaHHbBIC
B COOTBETCTBYIOIIMX pas3lenax, yKa3aHHbIX B JaHHOM wojayne. Eciaum
aKTUBHAsI dbapMmaiieBTUUECKAS cyocTaHIus UMEET JNEUCTBYIOIEE
PErUCTPALIMOHHOE YJIOCTOBEPEHHE WJIM BKIIOUYEHA B COOTBETCTBYIOLIUN
rOCyIapCTBEHHBIN PEECTP B COOTBETCTBUU C TPEOOBaHHEM 3aKOHOAATEIHCTBA
rocyJapcTBa-ujieHa, 3asBUTENb BIPABE 3aMEHUTH CYIIECTBEHHBIE JIaHHBIC B
COOTBETCTBYIOIIMX pa3fenax, YKAa3aHHbIX B JIAHHOM MOAYyJeE, IpHU
perucTpauuu 1 (Wid) NpUBEICHUH PETUCTPAIMOHHOTO JOChE B COOTBETCTBUE
c TpeboBanusiMu Coro3a B LIENSAX OOpallleHHs TOJbKO Ha TEPPUTOPUHU STOTO
rocygapcTBa-uieHa.  [IpousBoauTens  akTUBHOW  (apmarieBTUYECKOU
CyOCTaHIIMM  JOJDKEH  MHCbMEHHO  MOATBEPAUTH  3asBUTENIO,  YTO
IIPOM3BOJICTBEHHBIN MPOLIECC HE U3MEHSUICA C JaThl BbIJAYM CepTH(HUKaTa
cooTBeTCcTBUSI MOHOrpaduu EBpomeiickoil gapmakonen WM BKIIOYEHHUS B
COOTBETCTBYIOIIMI PEECTP TOCYIaPCTBA-WICHA;»;

1) yHKT 3.2.R.1 UCKITIOUNTB;
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K) TyHKT 3.2.R.2 U310XUTH B CIAEAYIONIEH pEeIaKIUn:

«3.2.R.2. IInan Banuaanuu npouecca mporu3BOJICTBA.

HeobxomuMo mpencTaBUTh TUIAH BAIMAALMK MpOIecca MPOU3BOJICTBA
(mpu TpaJIUIMOHHOW BAJIMAAIMKM) WIM IUIAaH HENpPEepPhIBHOW BepuUKaAIUU
mpolecca MOpou3BOJCcTBa (MIPU  PACIIUPEHHOM TMOAXO0JIE€ K BaluJallUU
mpoIiecca Mpou3BOACTBA).»;

1) myHKTH 3.2.R.3 — 3.2.R.5 ucknmo4nTs;

M) niogpasnaen 11 pa3aena |l U3710XHUTh B clieayIONMIeH pelaKIiuu:

«11. PerucrpanimoHHoe 10Che 15 3asBJICHUM
Ha PETUCTPAIMIO B UCKIFOUUTEIBHBIX CITydasix

PerucrpanimonHoe  yJOCTOBEpEHUE  JIEKAPCTBEHHOI'O  Iperapara
BBIJIACTCSI TIPU YCJIOBUM BBITIOJTHEHHUSI OCOOBIX 0053aTEILCTB B Cllyyae, €ClIU
3asBUTEJIb  MOXET MOATBEPAUThL (00OCHOBATh), UYTO  HEBO3MOXKHO
MPEAOCTaBUTh TOJNHBbIE JaHHblE 00 dS(P¢GEeKTUBHOCTH U 0€30MaCHOCTU
JIEKapCTBEHHOT'O TIpenapara Mpu OOBIUHBIX YCIOBUSIX €r0 MPUMEHEHUsS IO
OJHOU U3 CIEAYIOIUX IPUYKH:

MOKa3aHUsl K TPUMEHEHHWIO, TI0 KOTOPBIM IPEIJIaracTcs IPUMEHSTH
JIEKApCTBEHHBIA TIpernapar, BCTPEUArOTCs] HACTOJIBKO PEAKO, YTO 3asiBUTEIb
O0OCHOBAaHHO  HE  MOXET  OXHWJaTh  TOJYYEHHUS  BCECTOPOHHETO
MOATBEPXKICHUSI  JOKA3aTeNbCTB  Ad(PPEKTUBHOCTH ©  OE30MaCHOCTH
JIEKapCTBEHHOIO Mpenapara;

OpU  TEKYIIEeM COCTOSHHHM HAy4YHBIX 3HAHWUW HE MOXET OBITh
npeaocTaBlieHa ucuepnbiBaomas uHbopmanus o0 3h(EKTUBHOCTH WU
0€30IMacHOCTH JIEKAPCTBEHHOTO MpEnapara;

noydeHue wuHPopMmammu 00 3PGHEKTUBHOCTH WKW O€30MaCHOCTU
JICKapCTBEHHOTO0  TIpemapara OyAeT NPOTHUBOPEYUTH  OOIICTIPUHSTHIM

MPUHIMIIAM MEIUIUHCKON 3TUKHU.
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VYkazaHHble 00s13aT€JIbCTBA BKJIIOYAIOT B C€0sI ClIeAyIOIIEE:

3asBUTENIb  JOJDKEH  3aBEpPIINTh B CPOK,  YCTaHOBJICHHBIU
YHOJIHOMOYEHHBIM OpraHom pedepeHTHOrO rocyJapcTBa-uJjieHa,
ONpENEICHHYI0  MpPOrpaMMy  HCCIEIOBaHUM  OE€30MacHOCTH  WJIHU
3 PEeKTUBHOCTH, PE3YJbTaThl KOTOPOW MO3BOJISIIOT MPOBECTU IMOBTOPHYIO
OIICHKY COOTHONIEHUS «I10Jbh3a — PUCKY;

IUIsl pacCMaTpUBAEMOro JIEKapCTBEHHOI'O IIpenapara JOJDKHA OBITh
YCTaHOBJICHA KaTeropHsi OTIYCKa «PELENTypHbIC MpPenapaTh» U IPUMEHEHNE
B ONPEACICHHBIX CIy4YasX TOJbKO TOJ  CTPOTMM  MEAUUMHCKUAM
HaOMofeHueM, (HampuMmep, B CTalMoHape), a s paarnodapMarieBTUIeCKuX
npenaparoB  —  NPUMEHEHHUE  T1OJi  HAOJIIOACHUEM  HMEIOLIEro
COOTBETCTBYIOIIEE Pa3peIICHUE JTULIA,;

oOllasi XapakTepucTUKa JIEKAPCTBEHHOTO Ipernapara, MHCTPYKIHUS IO
MEIUIMHCKOMY TPUMEHEHHUIO JIEKAPCTBEHHOIO0  mpenapara  (JUMCTOK-
BKJIAJIBIII), PETUCTPAIIMOHHOE YIOCTOBEPEHHE U JII00as MeauIMHCKas
uH(popMaIus JOJDKHBI COICPKATh MPUBJIEKAIONYI0 BHUMAHHUE MOJIb30BATEIIS
“H(pOpMaIHIO O TOM, YTO UMEIOIIMECS JaHHbIC O JIEKAPCTBEHHOM Ipenapare
SBJISIFOTCSL HEJAOCTATOYHBIMM B YacTU MOATBEPKICHUS ONPEACICHHBIX
aCTIeKTOB 0e30MacHOCTU UK 3 (PEKTUBHOCTH. »;

H)TIpeaioKeHre mepBoe ab3ama msatoro myHkta 12.1.1 mocne cios
«roCyJlapCTBa-wICHa» JIONMOJHUTH CIOBAMHU «HAa OYMa)KHOM HOCHUTEJIE WM B
BUJIE AIIEKTPOHHOTO IOKYMEHTA;

0)B noapazaene 16 pazmena lll cioBa «(peructpauvoHHoe A0Che s
3asBJICHUM HAa PETUCTPALMIO C YCTAHOBJIEHUEM MOCTPETUCTPALIMOHHBIX MEp
(peructpanysi Ha YCIOBHSX))» 3aMEHHUTh CJIOBaMU «(perucrpaiusi B
UCKJIIOYUTCIIBHBIX CIydasx);

n)TyHKT 17.2.2 1onoJHUTE ab3a1iaMu CIIeIYIONIETo COACP KaHuUs:
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«BBICOKOTEXHOJIOTUYECKAN JIEKAPCTBEHHBIN IIpEenapar, CoIAepIKaliun
KaK ayTOJIOTMYHbIE (MIPOMCXOJAIIME OT CaMOro NAalueHTa), TaK U
aJUIOrEHHbIE (MOCTYIMAIIME OT JAPYroro YelOBEKAa) KIETKH WM TKaHH,
JIOJKEH pacCMaTPUBATBHCS KaK JIEKapCTBEHHBIN ITperapar, npeaHa3HauyeHHbIN
JUISL QJUIOTEHHOTO IPUMEHEHMUS.

BBICOKOTEXHOIOTUYECKHUMN JIEKAPCTBEHHBIN IIpenapar, KOTOPbIM MOKET
OANANaTh IO ONPEACIICHUE TIpenapara TKAaHEBOM WHKEHEPUH W
OIPEAEIICHUE JIEKAPCTBEHHOI'O MpPENapaTa Ha OCHOBE COMATHYECKUX KIIETOK,
JIOJKEH pacCMaTpUBATHCS B KAUECTBE IPEIapara TKAHEBOM MHKEHEPHUH.

BBICOKOTEXHOIOTUUECKHUM JIEKAPCTBEHHBIA MPENApPAT, KOTOPHIA MOKET
NOANANaTh IIOJ OIPEAEIICHUE JIEKAPCTBEHHOTO IIpernapara Ha OCHOBE
COMATUYECKUX KJIETOK WIHM ONPEACIICHUE MpenapaTa TKAaHEBON HHXKECHEPUU U
r€HOTEPANIEBTUYECKOTO JIEKAPCTBEHHOTO npermnapara, TOJKEH
paccMaTpuBaTbCid B KA4YECTBE TI'€HOTEPANEBTUYECKOTO JIEKAPCTBEHHOIO
mpernapara..

89. B mpunosxxenun Ne 2 k ykazanusiM [IpaBunam:

a) B pazuene |:

JOTIOHUTH (POPMOIA CIIETYIOUIET0 COAEPIKAHUS:

«[] IEKAPCTBEHHBI! ITPEITAPAT, ITOJIABAEMBIN
HA PETMCTPALIMIO B COOTBETCTBUHU C PA3JIEJIOM VII

I[TPABWJI PETUCTPALIMN 1 OKCIIEPTU3bI JIEKAPCTBEHHBIX
CPEACTB I MEJUIIUHCKOI'O ITPUMEHEHN A
Ecnmu nexapcTBeHHBIM IpenapaT MNOAACTCA HA PETUCTPALUIO B
cootBercTBUM c pazaenoMm VIl IlpaBun peructpauuu U 3KCHEPTU3BI
JIEKAPCTBEHHBIX CPENCTB IJII MEOULUHUHCKOTO MPUMEHEHUS, YTBEPKIECHHBIX
Pemennem Coera EBpasuiickoli 3KOHOMHYECKOW KOMHCCHH OT 3 HOsIOps
2016 1. Ne 78 (manee — IIpaBmiia) HEOOXOMMMO yKa3aTh THI MPOIEAYPHI,

B COOTBCTCTBHU C KOTOpOﬁ OH IIOJACTCA Ha PCrucCTpanuro.
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[] perucrpauus [] ycioBHad ] ycKOpeHHas [] perucrpauus
JIEKApCTBEHHOT O perucrpauus JKCIepTU3a JIEKapCTBEHHOT'O
rperapara B JIEKapCTBEHHOT' O JIEKapCTBEHHOI'O rperapara ¢
HUCKITFOYUTENBHBIX npenapara npenapara YCTaHOBJICHUEM
Cy4dasix JOIIOJIHUTEIBHBIX

TpeOOBaHUIN);

HaMMCHOBaHHWE TMojpas3jeia 4 IOMOJHHUTH ciioBaMH «(IMOJArOTCS Ha
OyMa)KHOM HOCHUTEJIC WM B BHJIE JJCKTPOHHBIX JOKYMEHTOB, MOJITUCAHHBIX
(3aBEpEHHBIX ) AIEKTPOHHOU MOJIMUCKIO));

MyHKT 4.2 JOMOJHUTH CIOBAMHU «, WJIW KOMHS MEpPedHs, YKa3aHHOTO B
nyHkre 6 IlpaBun, coaepkamero uWHQOPMAIMIO O COOTBETCTBYIOIIEM
opdanHOM 3200JI€BaHUNY;

0) B pasnene Il:

nojpasjiesl 2 10MOJHUTH (POPMOI CIEAYIOIIETO COJCPKAHUS:

«[] TEKAPCTBEHHBIM ITPEITAPAT, TIOJTABABIINMCS
HA PETMCTPALIMIO B COOTBETCTBUU

C PA3JIEJIOM VII TTIPABUJI
Ecnu nexapcTBeHHBIM Ipenapar IOJAaeTCs Ha MEPEpPEerucTpanyio B
cootBercTBUU ¢ pasaeiaom VIl TlpaBun, HeoOXomumMo ykazaTh THI

MPOIIEYPHI, B COOTBETCTBUU C KOTOPOU OH OBLT 3apETUCTPUPOBAH

[[] perucrpanus JIeKapcTBEHHOTO Mpenapara [ | YCIOBHAs PETHCTPALHs JIEKAPCTBCHHOTO
B HCKJIFOUUTENIBHBIX CIIy4asiX mpenapara

»;
HaxnmanpiBanuch 1M pETyJIATOPHBIM  OPraHOM IIPU  PETUCTPALUAH

JIEKapCTBEHHOTO npemnapara ocoObIe 00s13aTeNbCTBA WIn

MOCTPErUCTPALMOHHBIE MEPBI B KAUECTBE YCIOBUM pETUCTPALIUN ?

D Aa D HET

Oco0Oble 00s3aTeNIbCTBA UM TMOCTPETUCTPAINIMOHHBIE MEPHI B KaueCTBE

YCJIOBHM PETUCTPALIUN:
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Orpanunuenus Obs3arenncTBa Cpoxu BbinosiHeHus1 | Craryc BBIIOJIHEHUS
IIPUMEHEHMSI JepaKaTens 00513aTeNIbCTB U 00513aTeNIbCTB
JIEKapCTBEHHOI'O PErUCTPalMOHHOTO HAJIOKEHHBIX JeprKaTesieM
npemnapara, yJIOCTOBEpEHMUS, OrpaHUYEHUH JUIsl PErucTparioHHOrO
YCTaHOBJIEHHbIE B MO/IJIeXKALIME JieprKaTes YIOCTOBEPEHUS
XOJIe perucTpanuu BBIIOJIHEHUIO PErucTpariioHHOrO
JIEKapCTBEHHOI'O | B paMKaX perucTpauuu yJI0CTOBEpEHMUS,
npernapara YCTQHOBJICHHbIE
IIpU perucTpanuu
JIEKapCTBEHHOTO
mpernapara

HAaMMEHOBAHMUE TMOJpa3jie]a S5 JOMNOJHUTH CJloBaMu «(MOJAKOTCS Ha
OyMa)XHOM HOCHTEJIE WJIH B BUJIE HJIEKTPOHHBIX JOKYMEHTOB, MOAMMCAHHBIX
(3aBEpEHHBIX ) AJICKTPOHHOU MOAHUCHIO)»;

B) HAMMEHOBaHMWE Toapazaena 5 pasaena Il momonaHuTe clioBamMu
«(rogarorca Ha OYMa)KHOM HOCUTEJIE WJIU B BUJE AJEKTPOHHBIX JOKYMEHTOB,
MO CAHHBIX (3aBEPEHHBIX) JICKTPOHHOUN MOIUCHIO)».

90. B paznene | npunoxxenns Ne 4 k ykazanHbIM [IpaBunam:

a) B mo3unuu 1.5.2 cnoBa «(HOTapualbHO 3aBEpPEHHAsI KOIMHUS MUChMa C
NOJAMKUCHIO YIOJHOMOYEHHOIO JIMIA MO KAa4yeCTBY C IEPEBOJIOM)» 3aMEHUTH
CJIOBaMH «(KOMHUS MUChMa C MOJMKUCHIO YIOJIHOMOYEHHOTO JIMIIA TI0 KAYECTBY
C TEpeBOJIOM, 3aBEpPEHHAass HOTAPUAIBHO WJIM JJIEKTPOHHOW LU(PpPOBOH
NOANMKUCHIO  JepxKarenss mactep-(aitna akTUBHOM  (papMalieBTUYECKON
CyOCTaHIINN )»;

0) B mo3uruu 1.6.10 cioBa «(eciaum MpUMEHUMO)» 3aMEHUTH CIOBaMHU
«B COOTBETCTBUM C MyHKTOM 30 HacTosmux [IpaBumy;

B) no3uiuio 3.2.R.1 uCKIIIOUNTS;

r) mo3uiinio 3.2.R.2 U310KUTh B CIEAYIOIICH pPeAaKIUu:

«3.2.R.2. IInan Banumanuu npouecca npon3BOIACTBA.

¢) mo3uiuu 3.2.R.3, 3.2.R.4, 3.2.R.5 uckmounTh;

»;



50

K) PEJIJIOKCHUE TPEThe TMPHUMEYAHHS W3JIOKUTh B  CIEIYIOMEH
penakuuu: «Jlomyckaercss mOpeAcTaBiI€HHUE JOKyMeHTa paszgena  1.6.3
Moayist 1, a Takke HOKYMEHTOB MOAYJIEH 3 — D Ha aHIJIMMCKOM SI3BIKE C
00s13aTeNLHBIM TEPEBOJAOM Ha PYCCKHN S3BIK CISAYIOIIUX PA3aeIOB MOIYIIS
3: ommcaHHWE MPOU3BOJCTBEHHOTO Mporiecca U ero koHrtpois (3.2.5.2.2),
KOHTPOJIb KPUTHUYECKUX CTaJui U MPOMEKYTOUHOW mpoaykuuu (3.2.S.2.4),
BaJIMIAlKs MPOU3BOACTBEHHOr0 Tmporecca u (Wiau) ero omenka (3.2.S.2.5),
npumecu (3.2.S.3.2), NOATBEPKACHUE CTPYKTYPBI M APYIHX XapPaKTEPHCTHUK
(3.2.8.3.1), cnenmdukarus (3.2.S.4.1), ananurnueckue metoauku (3.2.5.4.2),
BaJIM AU AHAJIUTHYECKUX METOJIUK (3.2.5.4.3), 000CHOBaHUE
cnenudukanuu (3.2.5.4.5), cucrema ynmakoBku (ykynopku) (3.2.S.6), pesrome
00 MCHBITAaHUAX CTAOMIBHOCTH W 3aKitoueHue o cradbmibHocTH (3.2.5.7.1),
ONMCaHWEe M COCTaB JiekapcTBeHHOro mpemapara (3.2.P.1), akTuBHas
dbapmaneBTrueckas cyocraniusa (3.2.P.2.1.1), BcmomorarensHbIE BeIIeCTBa
(3.2.P.2.1.2), pa3paborka  JjekapcTBeHHOH  Qopmbl  (3.2.P.2.2.1),
IPOU3BOJCTBEHHbIC  M30bITKH  (3.2.P.2.2.2), GU3HKO-XUMUYECKUE U
ounonornyeckue cpoiictBa (3.2.P.2.2.3), pa3paboTka TPOU3BOACTBEHHOTO
nporiecca  (3.2.P.2.3), cucrema ymakoBku (ykymopku) (3.2.P.2.4),
MUKpoOuosniornueckue  xapakrepuctuku  (3.2.P.2.5),  coBmecTUMOCTH
(3.2.P.2.6), ommcanue MNPOM3BOJACTBEHHOIO IMpOIECCa M €ro KOHTPOJIS
(3.2.P.3.3), KOHTPOJIb KPUTHUYECKUX CTAJMA U MPOMEKYTOUHOH MPOIYKIIHU
(3.2.P.3.4), Banuumaius MpOM3BOJACTBEHHOIO Ipoliecca W (WJIM) ero OIeHKa
(3.2.P.3.5), Bamupanusa anamutrueckux Meromuk (3.2.P.4.3), obocHOBaHUE
cnerupukanui (3.2.P.4.4), BcnomoraTeabHbIC BEIIECTBA YEIOBCUYCCKOTO M
XKUBOTHOTO TipoucxoxacHus (3.2.P.4.5), HoBbIe BCIIOMOTraTeIIbHBIC BEIIECTBA
(3.2.P.4.6), cneundukamuu (3.2.P.5.1), aHaNIUTHYECKHE  METOIUKH
(3.2.P.5.2), Banmmpanus ananutuueckux metoauk (3.2.P.5.3), xapakTepucrrka

npumeceir (3.2.P.5.5), obocuoBanme crenuduramuii (3.2.P.5.6), cucrema
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ynakoBku (ykynopku) (3.2.P.7), pe3tome 00 MCHBITAHUSX CTAOMIBHOCTH U
3akimodeHne o cradminpHOCTH (3.2.P.8.1), mporpamma mocTperucTparoHHBIX
UCIIBITAHUN CTaOMJIBHOCTH W 00s3aTelIbCcTBA OTHOCHUTENIBHO H3Yy4YECHHS
crabunpHoctn  (3.2.P.8.2), omenka  0€30MaCHOCTH  OTHOCHTEIBHO
OCTOPOHHUX areHToB (3.2.A.2), HOBBIC BCIOMOTATEIbHBIC BEIICCTBA
(3.2.A.3), muran Banmuaanuu mpoiiecca npoussozactea (3.2.R.2).».

91.Tlo3umuu 3.2.R.1, 3.2.R.3, 3.2.R.4, 3.2.R.5 B Tabmmue momyns 3
pazaena VIl npunoxenunst Ne 5 k ykazanHbiM [IpaBunam UCKIIOUYNTS.

92.B mynktax 4.1 u 4.2 npunoxenus Ne 11 k ykazauasiM [IpaBuiam
CIIOBa  «JIEKAPCTBEHHBIX  IMpernapaToB W  OOIIEW  XapaKTepUCTUKHU
JICKapCTBEHHBIX  MPENapaToB» 3aMEHUTh CJIOBAMHU  <«JIEKaPCTBEHHOTO
npenapara u 00IIe XapaKTepUCTUKH JICKaPCTBEHHOTO TIpernaparay.

93.B mnpwnoxenun Ne 12 k ykaszanHeiM IlpaBunam mo3unuu
«Konm4ecTBo mpeacTaBiICHHBIX 00pa3loB:», «Jlara Hayvama HWCHBITAaHUN:»,
«/lata oxoHuaHus uWcHbITaHUN:», «Temmeparypa U BIAXHOCTH:» U Tpady
«BpIBOIT 0 COOTBETCTBHMU (COOTBETCTBYET WM HE COOTBETCTBYET)»
UCKITIOUHTb.

94. B mpunosxenuu Ne 13 k ykazanubiMm [IpaBuiam:

a) abzar; BTOpoy (mocne Tabnuibl) myHKTa 1.1 Tocnie mpemnoxeHus
MEPBOTO JOMOJHUTH TPEAJIOKEHUEM clenytomero coaepxkanus: «Ecmu
perucTpanus MPOBOJUTCS C YYETOM TOJIOKEHHM ab3ala TPEeThero MyHKTa 6
HacTosmux [IpaBui, yka3piBaeTcsi BBIBOA O BO3MOXXHOCTH OTHECCHHS
PErUCTPUPYEMOTO JIEKAPCTBEHHOTO MpernapaTta K KaTeropuu oppaHHbIX.»;

0) B TpeuIokeHUH JAeBiITOM TyHKTa 1.2 cmoBa «90 wmmm 120
KaJICHIAPHBIA JICHBY» 3aMEHUTH cloBaMu «60 miau 80 pabounii ACHBY.

05. AGzany Tpetuii mompaszaena 2 pazzaena |l npumoxenus Ne 14

K YKa3aHHbIM HpaBI/IHaM JOITIOJIHUTH CJIOBAMU «HUJIW HAJIMUHNA OCHOBaHHUM JJIA
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pEerucTpanuy JEKapCTBEHHOrO Ipenapara B KaueCTBE Op(PaHHOTO C y4ETOM
MOJIOXKEHUH ad3alia TpeThero myHkTa 6 Hactosamux [IpaBum».

96. [IpennoxxeHue neppoe ad3ara mecToro myHkra 1.1.3 mpuinoxeHus
Ne 15 x ykazannbiM [lpaBunam JOMOSHUTH CIIOBAMH «HWJIA MOKET OBITh
IPUCBOEH C Y4YE€TOM MOJOXKEHUI al3ama TPeThero MyHKTa 6 HACTOSIINX
[TpaBui».

97.B nynkTtax 4.1. u 4.2 npunoxenust Ne 16 x ykazanuoim [IpaBuiiam
CIOBa  «JIEKAPCTBEHHBIX  IMpernapaToB W  OOIIEM  XapaKTepUCTUKHU
JIEKapCTBEHHBIX  IPENaparoB» 3aMEHUTh  CJIOBAaMU  WIEKAPCTBEHHOI'O
npernapara v 001el XapaKTepUCTUKU JIEKAPCTBEHHOTO Mpenaparay.

98.B nynkre 12 npunoxenuss Ne 17 k ykazanneiM [IpaBunam cnosa
«JIEKapCTBEHHBIX MpenapaToB M OOLIEH XapaKTEPUCTHKU JIEKAPCTBEHHBIX
IpernapaToBy» 3aMEHUTh CIIOBAaMHU <JIEKAPCTBEHHOI'O Ipernapata U oOuiei
XapaKTEPUCTUKH JIEKAPCTBEHHOT'O IIpenapara.

99. B mpunoxxenun Ne 19 k ykazannbiM [IpaBuiiam:

1)myHkT 1.1.2 npu3HATh YTPATUBIINM CUITY;

2)B moamyHkre 1.5.2 cioBa «45 KaJCHIAPHBIX JTHEH» 3aMCHUTH
cinoBamu «30 pabounx gHENHY;

3)B mommyHkTe 1.5.4 crnoBa «45 KajneHIApHBIX JHEH» 3aMEHUTH
cinoBamu «30 pabounx THEN»;

4)ab63a11 nepBbIi MOANMYHKTA 2.1.1 U3JI0KHUTH B CIACAYIOMICH PEIaKIIMH:

«2.1.1. Ilpy BHECEHMM HE3HAUMMOTO M3MEHEHMs [A Tuma 3asBUTENB
OJIHOBPEMEHHO IMPEJCTABISET BCEM COOTBETCTBYIOIIUM YIIOJTHOMOYEHHBIM
opraHaM (SKCHEPTHBIM OpraHU3alUsAM) 3asBJICHHE HA BHECEHHWE M3MEHEHUU
Ha OyMaXHOM HOCHUTEJE WIM B BHUJAE DJIEKTPOHHOIO JOKYMEHTa,
NOAMUCAHHOTO  JJIGKTPOHHOW  1U(pPOBOM  MOAMUCHIO  (NEKTPOHHOU
MOJAMKUCHI0) B COOTBETCTBUU C 3aKOHOJATEIHCTBOM TIOCY/IapCTBa-uyjeHa, B

KOTOPOM OCYHICCTBJIACTCA II0Ja4a TAaKOI'0 3asABJICHHA (z[anee — OJICKTPOHHAsA
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MOJIKUCH), B COOTBETCTBUM ¢ npuiioxkeHueMm Ne 2 x IlpaBunam perucrpanuu
JIEKApPCTBEHHBIX CPEJCTB, a TaKXKe JIOKYMEHThl (WIM D3JIEKTPOHHBIE
JOKYMEHTBI), TOJTBEpPKJIaloIIue OIjiaTy cOopa (MOUIIMHBI) 32 BHECCHHE
U3MEHEHUN B CiIy4yasx M TOPSJIKE, YCTAaHOBJIEHHBIX B COOTBETCTBUU C
3aKOHOJIATEILCTBOM TOCYaPCTB-UJICHOB.);

5)B moamynkre 2.1.3:

B a03aile BTOpoM cioBa «30 KaJleHJapHBIX JIHEI» 3aMEHUTH CJIOBAMU
«20 pabouux gHEWH»;

B a03ame dyeTBepTOM cloBa «90 KaneHAApHBIX HEW» 3aMEHUTh
cnoBamMu «60 pabodux JHEIH»;

6)a03a1 epBbIi OAMYHKTA 2.2.1 U3JI0KHUThH B CACAYIONMIEH PEIaKII|H:

«2.2.1. 3agaBurein OJTHOBPEMEHHO MPEJICTABIIACT BCEM
COOTBETCTBYIOIIUM YIOJTHOMOYEHHBIM opraHam (3KCTIEpTHBIM
OpraHu3alMsIM) 3asBJICHUE HA BHECEHHE U3MEHEHUN Ha OyMa)KHOM HOCUTENIE
WIM B BHUJIE DJIEKTPOHHOTO JOKYMEHTa, MOANUCAHHOTO 3JIEKTPOHHOM
MOJIKUCHIO, B COOTBETCTBUM ¢ TipuiioxkeHueM Ne 2 k [lpaBuiiam perucrpanuu
JIEKAPCTBEHHBIX CPEJCTB, a TaKXKe JIOKYMEHThl (WIM DJIEKTPOHHBIC
JOKYMEHTHI), MOATBEPXKIAIONINE oriaTy cOopa (MOUUIMHBI) 3a BHECEHHUE
U3MEHEHHI B CIydasX M MOPSJKE, YCTAHOBIECHHBIX B COOTBETCTBUHU C
3aKOHOJATEIBCTBOM T'OCYJapPCTB-UJICHOB.);

7)B a03ame BTOpoM myHKTa 2.2.2 wu myHkte 2.2.3 cioBa
«30 xaneHAapHbIX AHEI» 3aMEHUTH ciaoBaMu «20 pabouyux JTHEW»;

8)B a0O3are TperheMm myHKTa 2.2.4 cioBa «90 KaJCHIAPHBIX THEH»
3aMEHUTH clioBamMu «60 paboumnx AHEN»;

9)B abzame mepBoM nyHKTa 2.2.6 cioBa «30 KalleHIApHBIX THCH»
3aMEHUTH ciioBamMu «20 pabodux AHEI»;

10)B myHkTe 2.2.8:
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B a03aiie nepBom ciioBa «30 KaJeHAapHBIX JHEH» 3aMEHHUTH CJIIOBaMU
«20 pabounx THEN»;

B a03aiie TpeTtbeM cioBa «90 KameHIapHBIX JHEW» 3aMEHUTh CIOBaMU
«60 pabouux gHEH»;

11)B mynkTe 2.3.1:

a03all MEePBBII U3JIOKUTH B CICAYIOIIEH peaaKIuu:

«2.3.1. 3asButenn OJIHOBPEMEHHO MpEeACTaBISAET BCEM
COOTBETCTBYIOIIUM YIOJIHOMOYEHHBIM opraHam (9KCTIEPTHBIM
OpraHu3alysaM) 3asBJICHNE HA BHECCHHE U3MEHEHUN Ha OYMa)KHOM HOCUTEIIE
WIM B BHUJIE DJIEKTPOHHOTO JIOKYMEHTA, MOJINHUCAHHOTO 3JEKTPOHHOM
MOJIHUCHIO, B COOTBETCTBUM ¢ TpuiioxkeHueM Ne 2 k IIpaBuiiam perucrpanuu
JIEKApPCTBEHHBIX CPEJCTB, a TaKXKe JIOKYMEHThl (WIM DJIEKTPOHHBIC
JOKYMEHTHI), TMOATBEPXKIAIONINe oriaTy cOopa (MOUUIMHBI) 3a BHECEHHUE
U3MEHEHHI B CIy4YasXx M MOPSJKE, YCTAHOBIECHHBIX B COOTBETCTBUHU C
3aKOHOJATEIBCTBOM T'OCYJapPCTB-UJICHOB.);

JOTIOJIHUTH a03allaMu CJIEIYIOLIEr0 COAEPKAHUS:

«He TpebyeTtcs npenocTaBiieHre 00pa3ioB, CeU(UIECKUX PEareHTOB
U JIpyTUX MaTepuasoB MNpPU HEBO3MOXKHOCTU MPOBEJECHHUS HCIBITAHUN B
HKCHEPTHOM OpraHUu3aliy BCIEACTBUE:

TPYAHOAOCTYITHOCTH  OOpa3IOB  JICKAPCTBEHHBIX  IPENaparos,
CTaHJAPTHBIX 00pa3loB, CHEIU(UUECKUX PEAreHTOB U JIPYTMX MaTepHasioB
(B TOM 4yuciae, TpU UX OTHECEHUM K KaTeropun opdaHHBIX,
BBICOKOTEXHOJIOTUUECKUX,  paauodapMaleBTHUYECKUX,  HAPKOTHYECKUX,
MCUXOTPOMHBIX WIIM MPEIHA3HAUYCHHBIX [JI1 JICYEHUS] BBICOKO3ATPATHBIX
HO30JIOTUM BCIIEICTBUE UX BHICOKOM CTOMMOCTH);

HEBO3MOXHOCTH COOJIFOJICHUS YCJIOBUW TPAHCIIOPTUPOBKHU YKa3aHHBIX

00pa3IoB Ha TEPPUTOPHIO FOCYAAPCTBA-WICHA U (MJIN) UX XPAHCHHUS;
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OTCYTCTBHS CHELUAIBHOIO OOOpPYAOBaHUS M PACXOJHBIX MaTEpPHAIIOB
B DKCIIEPTHOM OpraHU3allly;

U JPYIrMX QPUYMH 10 PELICHUI0 YIOJHOMOYEHHOIO OpraHa
(9KCHepTHON  OpraHu3aluu) TpU  BO3HUKHOBEHHU  OOCTOSTEJIBLCTB
HEIMPEO0IMMOM CUIIbI WIIM OOCTOSATEIBCTB, HE3aBUCIINX OT BOJIM CTOPOH, B
TOM YHCJIE B CBSI3U C OCOOCHHOCTSIMU MPOU3BOJCTBA U KOHTPOJISI KayecTBa
JIEKapCTBEHHOI0 IIpernapara.

B cnyuasix, yka3aHHbIX Bblll€, 1a00OpaTOpHbIE UCIBITAHUS TPOBOISATCS
B JlabopaTopuu KOHTPOJIA KayecTBa MPOU3BOAUTENS JIEKAPCTBEHHOIO
npenapara B NPUCYTCTBUM IIPEACTABUTEIECH OKCIEPTHOW OpPraHU3alU
WIM B KOHTPAKTHOM J1abOpaTopuu, MCHOJIB3YEMON MPOU3BOAUTEIIEM,
B IPUCYTCTBUU NPEACTABUTEIICH DKCIIEPTHOM OPraHU3aluu.

B ciyyasx HEBO3MOXHOCTU MNPOBEACHHS Ja0OPATOPHBIX MCIIBITAHUM
B JlaDopaTopusAX MPOU3BOAMTENS WM KOHTPAKTHBIX J1a0OpaTOpUsIX
UCIIOJIB3YEMBIX IPOU3BOAUTENEM (B YCIOBUAX YIpPO3bl BO3HUKHOBEHHS,
BO3HUKHOBEHMSI M JIMKBUAAIIMU YPE3BbIUAWHONW CHUTyalluu W (WJW) [OpU
BO3HUKHOBEHHMH YIPO3bl pacipocTpaHeHus: 3a001€BaHus, MPEACTABISIONIETO
OMACHOCTh JIJISl OKPY)KAIOIIMX, 3a00JIeBaHUN U MOPAXEHUsI, MOJIYYCHHBIX B
pe3ynbTare BO3JACHCTBUSL HEONArompHUSATHBIX MPUPOIHBIX, XUMUYECKHUX,
OMOJOTrMYECKUX, PaJAUALMOHHBIX (PAKTOPOB), MPU KOTOPHIX MPUCYTCTBHUE
IIPEICTABUTENS DKCIIEPTHOM OPraHM3alMU HE NPEACTABISAECTCA BO3MOKHBIM
WIN TP IPYTHX 0OCTOSTENLCTBAX (HApUMep, CBSI3aHHBIX C 0COOCHHOCTSIMU
IIPOM3BOJCTBA M KOHTPOJISI KAa4eCTBA KOHKPETHOIO JIEKAPCTBEHHOIO
Impenapara  KaTeropui, YyKa3aHHBIX  BBbIIIE, II0  COIJVIACOBAHUIO  C
YIOJHOMOYEHHBIM OpPraHoM (3KCHEPTHOM oOpraHu3alueil) 3KclepTusa
KayecTBa IPOBOJUTCA HAa OCHOBAaHUM JOKYMEHTALMUA IPOU3BOJUTENS

(HpOTOKOJIOB daHaJIn3a HpOI/ISBO)II/ITeJ'IH), B TOM YHCIIC C HCIIOJIBb30BAHHCM
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CPEACTB  JUCTAHIIMOHHOTO B3aWMMOJICHCTBHS, BKJIIOYas ayJIdo- WU
BUJICOCBSI3b. »;

12)B a63are nmepBoM myHKTa 2.3.2 «90 KaJCHIapHBIX JHEH» 3aMECHUTh
cnoBamMu «90 pabouux JHEIH»;

13)B myHkte 2.3.3 cinoBa «60 KaJIeHTApHBIX THEH» 3aMEHUTH CIIOBAMH
«40 pabounx THEN»;

14)B mynkTe 2.3.4 cnoBa «90 KaneHIApHBIX THEW» 3aMEHHUTH CIIOBAMU
«60 pabouux gHEH»;

15)B a03ame TpetheM myHKTa 2.3.5 cioBa «90 KalleHAApHBIX THEH»
3aMEHHUTH coBaMH «90 pabounx JHEN»;

16)B myHkTe 2.3.6:

B a03ane nepBoM cioBa «30 KaJeHIapHbIX AHE» 3aMEHUTh CI0BaMU
«20 pabouux gHEIH»;

B ab3are BTOpoM ciioBa «2(0 KaJleHIapHBIX AHEH» 3aMEHHUTh CIOBAMU
«15 pabounx gHEH»;

B a03aie TperbeM cioBa «90 KajgeHJapHBIX JHEW» 3aMEHUTh CJIOBaMU
«90 pabouux gHEH»;

17)B a063ame TperbeM myHKTa 2.3.8 cimoBa «30 KaJeHIAPHBIX JTHEH
3aMEHHUTH CoBaMH «2(0 paboumx JHEN»;

18)mpennokenue nepBoe MyHKTa 3.1.1 H3I0XKUTH B CIIEAYIOLICH
penakuuu:  «3.1.1. 3asBUTENs  OAHOBPEMEHHO  TMPEICTABIAET  BCEM
COOTBETCTBYIOIIIUM OpraHaM (SKCIEPTHBIM OpraHu3alusiM) 3asBJICHUE Ha
BHECEHHE W3MEHEHUW Ha OyYMa)KHOM HOCUTENIE WJIM B BHJE DJICKTPOHHOTO
JIOKYMEHTa, MOJMNUCAHHOTO 3JIEKTPOHHOW MOANUCHhIO, B COOTBETCTBUHU C
npuiioxkenueM Ne 2 x [IpaBunaM perucrpanuu JEKapCTBEHHBIX CPENICTB, a
TaKKe JIOKYMEHTHl (WJIM DJIEKTPOHHBIC JOKYMEHTBI), MOATBEPXKIAIOIINE

oriaty cOopa (MOLUIMHBI) 32 BHECEHHWE M3MEHEHUN B CIydasX U MOPSJKE,
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YCTAaHOBJICHHBIX B COOTBETCTBUM C 3aKOHOJATEILCTBOM TOCYAapCTB-
YJICHOB.»;

19)B nynkTe 3.1.3:

B ab3are nepBoM cioBa «30 KaleHJapHBIX JHEW» 3aMEHUTHh CIOBaMU
«20 pabounx THEW»;

B a03aiie TpeTtheM ciioBa «90 KaleHAapHBIX JAHEN» 3aMEHUTH CIOBaMU
«60 pabounx THEN»;

20)yHKT 3.2.1 U3II0KHUTH B CACAYIONICH PeIaKIIMH:

«3.2.1. 3asBUTENH OJIHOBPEMEHHO MPEACTABIISIET BCEM
COOTBETCTBYIOIIMM OpraHaM (PKCIEPTHHIM OpraHU3alMsIM) 3asBICHUE Ha
BHECCHHE W3MCHEHUU Ha OYMa)KHOM HOCHTEJIE WJIW B BHJIE DJICKTPOHHOTO
JOKyMEHTA, IOJIMHACAHHOTO JJIEKTPOHHOW TOMAMKCHIO, B COOTBETCTBHH C
npwioxenueM Ne 2 kx [IpaBunaMm peructpanuul JIeKapCcTBEHHBIX CPEICTB, a
TaKK€ JOKYMEHTHI (WM DJICKTPOHHBIE JOKYMEHTHI), TOATBEPKIAOIINE
omaty cbopa (MOLUUIMHBI) 3a BHECEHHWE W3MEHEHUW B CIydasiX U MOPSIKE,
YCTAaHOBJICHHBIX B COOTBETCTBUM C 3aKOHOJATEILCTBOM TOCYJapCTB-
YJICHOB.»;

21)B abzame BTOpOoM mnyHkTa 3.2.2 u mnyHkrte 3.2.3 cioBa
«30 xaneHgapHBIX JHEI» 3aMEHUTH cioBaMu «20 pabouyux IHEn;

22)B a03ane TpeTheM myHKTa 3.2.4 cimoBa «90 KaleHIAPHBIX THEH
3aMEHUTH clioBaMu «60 pabouux AHEI»;

23)B nmyHkrax 3.2.6 u 3.2.8 cioBa «30 kajneHAApHBIX THEH» 3aMCHHUTH
cinoBamu «20 paboyux AHEN»;

24)B mynkre 3.3.1:

a03aIl MePBBIN U3JIOKUTH B CICAYIOIICH PeAaKITNN:

«3.3.1. 3asBUTEIL  TIPEACTABISCT B YIOJHOMOYCHHBIM  Oprad
(OKCIEPTHYIO OpraHu3aiuioo) pedepeHTHOTO TOoCyJapcTBa 3asBICHHUE Ha

BHECCHHE W3MCHCHMUI Ha 6YMa)KHOM HOCHUTCJIC WJIM B BHAC JSJICKTPOHHOI'O
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JIOKYMEHTa, TOJIMHUCAHHOTO AJIEKTPOHHOW TMOANUCHIO, B COOTBETCTBUU C
npuioxkeHueM Ne 2 x [lpaBuiiam peructpanuu JIEKapCTBEHHBIX CPEJICTB,
JOKYMEHTBI (MJM 3JIEKTPOHHBIE JOKYMEHTHI), MOATBEPKAAIOIINE OIUIaTy
coopa (MOUUIMHBI) 32 BHECEHHE HW3MEHEHUW B CiIy4yasix U TMOPSJKE,
YCTAHOBJICHHBIX B COOTBETCTBUM C 3aKOHOJIaTE€JIbCTBOM T'OCY/IapCTBA-UJICHA,
JIOChE HA U3MEHEHUE, COJIEPKAILIEE DIIEMEHTBI, YKAa3aHHBIE B IONOJHEHUU [V
npunoxkenuss Ne 19 k IlpaBunam perucrpanuu JIEKApCTBEHHBIX CPEACTB, B
BH/JIE DJIEKTPOHHBIX TOKYMEHTOB.»;

JOTIOJTHUTH a03a1laMu CIIETYIONIEro COACPKaHMUS:

«He tpebyeTtcs mpeaocTaBieHre 00pas3ios, CieUPUISCKUX PEareHTOB
U JIpyTUX MaTepuajioB NPU HEBO3MOXKHOCTH IPOBEJICHUS HCIBITAHUN B
AKCIEPTHOM OpraHu3alliu BCIECACTBUE:

TPYAHOAOCTYITHOCTH  OOpa3IOB  JICKAPCTBEHHBIX  IPENaparos,
CTaHAAPTHBIX 00pPa3IOB, CEHU(PUIECKUX PEAreHTOB U JIPYTUX MaTepuaioB
(B TOM 4Yucie, TMpU UX OTHECEHHMM K KaTeropuu OpQaHHBIX,
BBICOKOTEXHOJIOTUYECKUX,  paauodapMaleBTUYECKUX,  HAPKOTHUYECKUX,
MICUXOTPOMHBIX WM MPEIHA3HAUYCHHBIX JJI1 JICUEHUS] BBICOKO3ATPATHBIX
HO30JIOTUM BCIIEICTBUE UX BBICOKON CTOUMOCTH);

HEBO3MOXKHOCTH COOJIIOJICHUS YCIOBHM TPAHCIIOPTHPOBKHU YKa3aHHBIX
00pas3IoB Ha TEPPUTOPHIO TOCYIapCTBA-UJICHA U (WJIN) UX XPAHEHUS;

OTCYTCTBUSI CIELHHUAIBHOTO OOOPY/IOBAHUSI U PACXOJHBIX MaTEepUAJIOB
B DKCIIEPTHOM OpPraHU3alNH;

U JpYyrux TpPUYUH 10 PEIICHUI0 YIOJIHOMOYEHHOTO OpraHa
(3KcepTHOM  OpraHM3aliMyd) TPU  BO3HUKHOBEHHH  OOCTOSTEIBCTB
HEMPEOJ0JINUMOMN CUITBI UK OOCTOATENIBCTB, HE3ABUCSIIHNX OT BOJU CTOPOH, B
TOM YHCJIE€ B CBSI3M C OCOOCHHOCTSIMM MPOU3BOJCTBA U KOHTPOJSI KauecTBa

JICKAPpCTBCHHOTO IIpCIiapara.
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B ciyuasix, ykazaHHBIX BBIIIE, JA0OPATOPHBIE UCTIBITAHUSI TTPOBOISTCS
B Ja0OpaTopud KOHTPOJISA KadeCTBA MPOUZBOJUTENSL JIEKAPCTBEHHOIO
npenapara B TMPUCYTCTBUM TIPEACTABUTENECH HKCIEPTHOM OpraHu3aluu
WIM B KOHTPAKTHOM JabOpaTOpUH, HCIOJIB3YEMON MPOU3BOJUTEIEM, B
IIPUCYTCTBUU IIPEACTABUTENIEN DKCIIEPTHON OpraHU3alvu.

B ciiyyasix HEeBO3MOXHOCTH MPOBEJICHUS JTaOOPATOPHBIX UCHBITAHUN B
7abopaTtopusix  MPOU3BOAMTENS  WIM  KOHTPAKTHBIX  JabopaTtopusx,
UCIOJIb3YEMBIX TPOU3BOAUTENEM (B YCIOBUAX YIpo3bl BO3HUKHOBEHMS,
BO3HHKHOBEHMSI W JIMKBUAAIIMU YPE3BBIUAWHOW CHUTyallud W (WUJK) MpU
BO3HHKHOBEHHMH YIPO3bl PacHpOCTpaHEHUs 3a001€BaHuUs, MIPEACTABISIONIECTO
OMAaCHOCTh JJIsl OKPY KAIoIIMX, 3a00JICBAHUM U MOPAKEHUS, MOTYUYCHHBIX B
pe3yabTaTe BO3JICUCTBUS HEOJArONPUATHBIX MPUPOAHBIX, XUMHUYECKUX,
OMOJIOTMYCCKUX, PaIUAIlMOHHBIX (DAaKTOPOB), MPU KOTOPBIX MPUCYTCTBHUEC
MPEACTABUTENS] SKCIEPTHOM OpraHu3alli HE MPEICTABISETCS BO3MOXKHBIM
WIN TIPH IPYTUX 00CTOSATEILCTBAX (HAIpUMeEp, CBSI3aHHBIX C 0COOCHHOCTAMU
MPOU3BOJICTBA U KOHTPOJISI KAauecTBA KOHKPETHOTO JIEKAPCTBEHHOIO
mpenapara  KaTeropuii, yKa3aHHBIX BbIIIE, IO  COTJIACOBAHUIO C
YIOJIHOMOYEHHBIM OpPraHoM (3KCHEPTHOM OpraHM3alneil)) 3KCIepTusa
KauecTBa IMPOBOJUTCS HA OCHOBAaHUU JOKYMEHTAlMW MPOU3BOAUTENS
(OIpOTOKOJIOB aHajdu3a MPOU3BOAUTENS), B TOM YHUCJIE C HMCIOJIb30BaHUEM
CPEACTB  JUCTAHIIMOHHOTO  B3aWMMOJICHCTBHS, BKJIIOYas ayJIdo- WU
BUJICOCBSI3h.»;

25)B ab3are TperbeM myHKTa 3.3.2 cimoBa «90 KaJeHIApHBIX THEH»
3aMEeHUTH ciioBamMu «90 pabouux AHEN»;

26)B myHkTe 3.3.3 cinoBa «60 KaJleHIAapHBIX AHCH» 3aMEHUTH CIIOBaMHU
«40 pabouux gHEH»;

27)B nynkTax 3.3.4 u 3.3.5, cnoBa «90 kajneHAapHBIX AHEH» 3aMECHUTH

cioBamMu «60 pabouyux AHENY;



60

28)B aO3are BTOpoM myHKTa 3.3.6 cimoBa «90 KalleHOApHBIX THEH»
3aMEHUTH CI0BaMH «90 pabounx JHEN»;

29)B aO3are TperbeM myHKTa 3.3.7 cioBa «30 KaJeHIApHBIX JTHEH»
3aMEHUTH clioBaMU «20 pabodmux JHEI»;

30)B mynkre 4.1.2:

ab3aie ceapMoM clioBa «6(0 KaJleHapHBIX JHEW» 3aMEHUTh CJIOBaMU
«40 pabounx gHEN»;

B ab3a1ie BOcbMOM ciioBa «90 KalleHJapHBIX JHEH» 3aMEHUTH CIOBaMU
«60 pabounx mHENH»;

B a0zare TpuHaamatom cioBa «30 KaJleHAApPHBIX JHEH» 3aMEHUTH
cinoBamMu «20 pabouyux AHENY;

31)B nynkre 4.2.1:

ab3are TperbeM cioBa «60 KaJdeHIApHBIX THEH» 3aMEHHUTh CIOBaMU
«40 pabounx THENH»;

B aOzame uerBepToM cioBa «180 KaleHAApHBIX [HEW» 3aMEHUTH
cinoBamu «120 pabouux aHE»;

32)B a0O3amax JgecaToM W JBEHaauaToM mnyHkra 4.2.2 cioBa
«30 xaneHgapHBIX JHEI» 3aMEHUTH cioBaMu «20 pabouux THEW;

33)moanyHKT «a» myHKTa 1 gomosHeHus |l W310XKHUTH B clieayromiei
pelaKuuu:

«a) UBMEHEHUsI aJMUHHUCTPATUBHOTO XapakTepa, OTHOCSIIHECT K
HAaUMEHOBAHMIO Y KOHTAKTHBIM JaHHBIM:

nepKaTens PETUCTPALIUOHHOTO YAOCTOBEPEHUSI, 3asIBUTEIIS,
NpEACTABUTENS Aep>KaTeNsl PETUCTPAIMOHHOTO YIOCTOBEPEHHUS U JIp.;

MPOW3BOJUTENS WM TIOCTaBIIMKA JIFOOOTO HWCXOMHOTO MaTepHala,
peaKkTuBa, MPOMEXKYTOYHOI'O TPOJYKTa, AaKTUBHOW (hapMalleBTUUECKOM

CY6CTaHI_II/II/I, HCITIOJIB3YCMBIX B IIPOHECCCC IMPOU3BOACTBA JICKAPCTBCHHOI'O
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mpenapata WiId  COAEpXKallMXcsi B JIGKAPCTBEHHOM  Ipemnapare,
MPOU3BOIUTEIS JIEKAPCTBEHHOTO MPENapara;

TpaHchep pPEerucTpalliOHHOTO YJIOCTOBEPEHMSI OT OJIHOTO JAep KaTens
PETUCTPAIMOHHOTO  yIOCTOBEPEHUS  JIPYrOMY  IOPUAUYECKOMY  JIUILY
(M3MeHeHUe JiepKaTeNss PErUCTPAIMOHHOTO YI0CTOBEPEHUS );»;

34)B nononHeHuu V-

MpeUIoKeHUE TMepBoe ab3ala JBaallaTh BTOPOTO HU3JIOXKHUTh B
cnenyromiel pempakuuu: «Eciu u3MeHeHue TpeOyeT mepecMoTpa oOIen
XapaKTEePUCTUKH JIEKAPCTBEHHOIO Tpernapara, MapKUpPOBKUA U (WJIN) JIUCTKA-
BKJIQJIbIIIIA MAKETOB YIMAKOBKH JIEKAPCTBEHHOTO MpernapaTta (00beInHIEMbIX
NOHSATUEM «MH(OpMALMs O JIEKAPCTBEHHOM Ipenapare») u  (WiH)
HOPMATHBHOTO  JIOKYMEHTa II0  KauecTBYy, 3TO  OOCTOSTEIbCTBO
paccMaTpUBaETCs KaK 4YaCTh TAKOTO U3MEHEHHUS. »;

noapazfaen A.l pasgena A TaGauIBI W3JIOKWTH B CICAYIOUIEH

pelaKIWu:

« | A.1. VI3MeHeHue nepxarens Heo6xomumeie | Jlokyments! u | [Iponieaypa
PErUCTPALlMOHHOTO YIOCTOBEPEHUS YCIOBUSA JTaHHbIE

a) 3menenue Ha3BaHus U (WIK) aapeca 1 1,3 1Apy
JIepIKaTeIIs PETUCTPAIMOHHOTO
YIIOCTOBEPEHUS

0) Tpancdep perucTparmoHHOTO 2 1,2,3,4 1Ay
YIOCTOBEPEHHSI OT OJTHOTO JIepIKaTeIIsI
PETUCTPAIIMOHHOTO YIOCTOBEPCHUS
JIPYrOMY FOPUIMYECKOMY JTUITY

Ycenosus

1.]lep>xaTenb peruCTPallMOHHOTO YJOCTOBEPEHUS JOJKEH OCTaBaThCS TEM JKe
IOPUTUNIECKUAM JTUI[OM.

2.Jlepkatenb PETUCTPALMOHHOTO YIOCTOBEPEHUS SIBISETCS APYTUM HOPUTUIECKIM
JIALIOM.

JoxymeHTanus

1. Konust NOKyMeHTa, BBIIAHHOTO COOTBETCTBYIOIIUM YIIOJIHOMOYEHHBIM OpPTaHOM
CTpaHBl  PETUCTPAllMM  IOPUAMYECKOTO JIMIAa JepXKaTels  PETUCTPAIlMOHHOTO
yIOCTOBEpEHUS (HAIpUMep, HAJOTOBOTO OpraHa), B KOTOPOM YKa3aHO HaUMEHOBaHUE
U a/Ipec I0PUINYECKOTO JIUIAa HOBOTO JIepKaTessl pErUCTPAlMOHHOTO YIOCTOBEPEHHUS.
2. JlJokyMeHTBI, OOOCHOBBIBAIOLINE TpaHChEp PErucTPallMOHHOTO YIOCTOBEPEHUS
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(ynocroBepeHuil) W MOATBEPKAAIOIIME  BO3MOXKHOCTH  HOBOTO  JI€prKaTelis
PErUCTPAIIMOHHOIO yIOCTOBEpEHHUsl OOecreunBaTh HaJJIEKalllee BBIMOJIHEHUE BCEX
00s13aHHOCTEH JeprKaTessi pErUCTPAIOHHOTO YIOCTOBEPEHHUS;

KOIMs JOKYMEHTa, MOATBEPKIAIOIEro TpaHcep perucTpalioHHOrO yI0CTOBEPEHUS
OT OJHOIO IOPUJUYECKOrO LA APYroMy IOPUANYECKOMY JIULLY;

IIEPECMOTPEHHAasl  KpaTKas XapakTepUCTHUKAa CHCTeMbl (apmMakoHaa3opa MU
HEpECMOTPEHHBIN MacTep-(aill cucteMsl (hapMakOHAA30pa, €CIM OH BKJIIOUEH B
PEruCTPaiMOHHOE JI0ChE;

CBeleHUs 00 OpraHu3alud, OTBETCTBEHHOW 3a paboTy ¢ pekiamMalusMd B
EBpa3uiickoM 5KOHOMHUYECKOM COHO3€E.

3. IlepecMoTpeHHast B COOTBETCTBYIOLIMX pa3zzaenax HH(GOpMAIHs O JEKapCTBEHHOM
npernapare, HOpMaTUBHbIN JOKYMEHT 10 KaYeCTBY.

4. IOKyMeHT (OKyMEHTBI) NPEJICTaBICHHbIE IOPUAMYECKUM JIMIOM, KOTOPOMY
NepefaTcs  MOJIHOMOYMSA  JIepKaTelss  PEruCTPAlMOHHOIO  YAOCTOBEPEHUS,
MNOJATBEPXKIAIONIMKA  OTCYTCTBHE HW3MEHEHMH B MH(MOpMAIMH O JIEKapCTBEHHOM
npenapare, He OTHOCSIIUXCS K TpaHC(hepy perucTpaliOHHOIO y0CTOBEPEHHUS. »;

35) mogpazmen A.l pasgena A Tabmuubl gomoiaHeHus VI H3I0KUTH

B CJIEAYIOIIEH peOaKIINU:

« |A.1 U3menenue nepsxarens | Heooxomumeie | Jlokymentst | [Iponenypa
PETUCTPALIMOHHOTO YIOCTOBEPEHUS YCIOBUS U JaHHbIE
N3menenne Ha3BaHus U (WIH) agpeca 1 1,3 1Apy
JepIKaTeIIs PETUCTPAIIMOHHOTO
YIIOCTOBEPEHUS
Tpancdep perucTparioOHHOTO 2 1,234 1Apy
YIIOCTOBEPEHUS OT OJTHOTO JIEPKATEIIS
JIPYTOMY IOPUIUIECKOMY JIUILY

Ycenosus

1. lepxarenb pErvuCTPAllMOHHOTO YIOCTOBEPEHHUS JOJDKEH OCTaBaThCsl TEM IKe
IOPUTUYECKUM JTUI[OM.

2. Jlepkatenb pPETrHUCTPAIMOHHOTO YIOCTOBEPEHHS SBISIETCS IPYTHM HOPUIUYECKUM
JIMIIOM.

JloxyMeHTanus

1. Konusi 1OKyMeHTa, BBIIAHHOTO COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM OpPTaHOM
CTpaHBl  PErHCTPAllMM  IOPUAMYECKOTO JIMIA JIepXkKaTelsl  PEerUCTPaIldOHHOTO
yIIOCTOBEpPEHUS (HAMpUMep, HaJIOTOBOTO OpraHa), B KOTOPOM yKa3aHO HaWMEHOBaHHE
U a/ipec I0PUINYECKOT0 JIUIAa HOBOT'O 1€ KaTeNsl pErUCTPAlMOHHOTO YIOCTOBEPEHHUS.
2. JlokyMeHTBI, 000CHOBBIBAIOIUE TpaHC(hEp PErruCTPAIMOHHOTO YIOCTOBEPEHUS U
MOATBEPKIAIOIIME  BO3MOXKHOCTH ~ HOBOTO  JIEp)KaTelsi  PErHCTPAIlMOHHOTO
yIOCTOBEPEHUs] OO0EeCTeunBaTh HajieXkalllee BBHITOJTHEHHE BCEeX OOsS3aHHOCTEH
JIepIKaTemsl PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS

KOMUsI JOKYMEHTA, MOATBEPKAAIOIIETO TpaHc(ep PerucTpalioOHHOTO YIOCTOBEPEHUS
OT OJIHOTO IOPUIMYECKOTO JIUIA IPYTOMY IOPUINYECKOMY JIUILY;

MEepPeCMOTPEHHAs KpaTKas XapaKTepUCTHKa CHUCTeMbl (papMakoHaa30pa WM
MEPECMOTPEHHBIN MacTep-Qailn cuctembl (hapMakoHaA30pa, €CIU OH BKIIOYEH B
PEruCTpallMOHHOE I0ChHE;
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CBeleHUs 00 OpraHu3alii, OTBETCTBEHHOM 3a palboTy C pekilamMalnusMud B
EBpasuiickoM 5KOHOMHUYECKOM COI03€.

3. [lepecMoTpeHHass B COOTBETCTBYIOIIMX pa3jeliaX HMHQPOpPMAIUS O JIEKAPCTBEHHOM
npernapaTe, HOPMaTUBHBIN TOKYMEHT MO KauecTBY.

4. JlokyMeHT (JOKYMEHTBhI) OT IOPHUAMYECKOr0 JHIA, KOTOPOMY MEpeaaroTcs
MOJIHOMOYUSL JIep>KaTelil PEruCTPAlMOHHOTO YIOCTOBEPEHUS, MOATBEPKIAIOLINI
OTCYTCTBHE MW3MEHEHMH B HH(pOpMAIMM O JIEKAPCTBEHHOM IIpemnapare, He
OTHOCSIIIUXCS K TpaHCc(hepy perucTpaloHHOTO YA0CTOBEPEHUSI. »;

100. B npunoxxerunu Ne 20 k ykazanubsiM [IpaBunam:

a) B moamnyHkre 2.1.2:

a03a11bl BTOPOW U TPETUH U3JI0KHUTH B CIEIYIONICH PeIaKIIin:

«IIpy BHeceHMM HE3HAUMMOTO Wu3MeHeHus [A Tuma 3asBUTEIb
OJHOBPEMEHHO  MOPEACTaBISET BCEM  COOTBETCTBYIOIIMM  OpraHam
(3KCMEpTHBIM OpraHHW3alMsIM) 3asBICHUE HA BHECEHHE W3MEHEHH Ha
OyMa)KHOM HOCHUTEJE WA B BUJE DJIEKTPOHHOTO JOKYMEHTA, MOAMHCAHHOTO
ANEKTPOHHOW MOJAMUCHI0, B COOTBETCTBUU C npuiioxkeHrem Ne 2 k [IpaBuinam
perucTpanuu JIEKapCTBEHHBIX CPEJCTB, JTOKYMEHTHI (WM SJIECKTPOHHBIC
JIOKYMEHTBI), TOJTBEPKJAI0IIMe OIIaTy cOopa (MOULIMHBI) 32 BHECEHHE
U3MEHEHHI B pa3Mepe U MOpSIKE, YCTAHOBICHHBIX B COOTBETCTBUHU C
3aKOHOJATEIHCTBOM rOCYAapCTB-UJIEHOB.

3asBUTENb MPEJCTABISECT B YMNOJHOMOYEHHBIM OpraH (3KCHEPTHYIO
opraHuzainuio) pedepeHTHOro TOoCyJapcTBa JIOCh€ Ha  HM3MEHEHHUE
(yBegomiieHHUE), COJEpIKalllee 3JIEMEHThI, YKa3aHHble B JOonojHeHuu [V
npusioxkenuss Ne 19 k IlpaBunmam peructpauuu JICKApCTBEHHBIX CPEACTB,
B BUJIE DJICKTPOHHBIX JIOKYMEHTOB.);

B a03are maTtoM cioBa «30 KaJeHIAApHBIX THEW» 3aMEHUTH CIOBaMU
«20 pabouux gHEH»;

B a0zare miectoM cioBa «30-My KaJleHIapHOMY JHIO» 3aMEHUTH
cinoBamu «20 paboueMy JHIO»;

B a03aiie ceibMOM ciioBa «180 KaeHaapHbIX JHEW» 3aMEHUTh CIIOBaMHU

«120 pabouux gHEI»;
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B ab3are JeBsiToM ciaoBa «90 KajaeHJapHBIX JAHEN» 3aMEHUTH CJIIOBAMU
«60 pabounx THEN»;

0)B noamynkte 2.1.3

a03a11bl BTOPOW U TPETUM M3JI0KHUTH B CIICIYIONICH PeIaKIINU:

«IIpy BHecCeHMM HE3HAUMMOTO Wu3MeHeHus [A Tuma 3asBUTEIb
MPEJCTABIISICT B YIOJHOMOYEHHBIA OpraH (PKCHEPTHYI OpraHu3aIluio)
3asBJICHUE HAa BHECEHUWE M3MEHEHUM Ha OyMa)KHOM HOCHUTEJIE WA B BUJIE
ANEKTPOHHOIO JIOKYMEHTA, MOANUCAHHOTO JJIEKTPOHHOM MOJINUCHIO, B
cooTBeTCTBUM ¢ npwioxkenueM Ne 2k IlpaBunmam perucrpauuu
JIEKAPCTBEHHBIX CPEACTB; MOKYMEHTHI (WM DJJIEKTPOHHBIE JOKYMEHTHI),
MOATBEPKIAIONINE OIIaTy cOopa (MONUIMHBI) 3a BHECEHHWE W3MEHEHUM B
pa3Mepe U NMOPSJKE, YCTAHOBJIEHHBIX B COOTBETCTBUM C 3aKOHOJATEIHLCTBOM
roCy1apCTB-4JICHOB.

3asBUTENb MPEJCTABISECT B YMNOJHOMOYEHHBIM OpraH (3KCHEPTHYIO
OpraHuzanuio) pedepeHTHOro rocyJapcTBa JOCh€ Ha  U3MEHEHHUE
(yBegomiieHHUE), COJEpIKalllee 3JIEMEHThI, YKa3aHHblE B JomnojHeHuu [V
npunoxenuss Ne 19 x IlpaBunam perucrpanuu JIEKapCTBEHHBIX CPEJICTB,
B BHJI€ AJIEKTPOHHBIX JIOKYMEHTOB. YTOJTHOMOYEHHBIN OpraH (3KcrepTHas
opraHuzanusi)  pedepeHTHOro  TOCyJapcTBa  MPOBOJUT  DKCIEPTHU3Y
He3HauuMoro m3MmeHeHns IA twma B TedeHue 20 paboumx AHEH C JaTh
MOJYYEHUS TAKOTO JIOCHE.»;

B a03alle 4yeTBEPTOM MyHKTa cjoBa «30-My KaJleHIapHOMY JHIO»
3aMEHHUTH CioBaMH «2() pabouemy THION;

B ab3are naToMm cioBa «180 kaneHIapHBIX JHEW» 3aMEHHUTH CIOBaMU
«120 pabouux gHEI»,

B a03ale ceIbMOM CJIOBa «ab3amax MEepBOM M YETBEPTOM» 3aMEHUTH
CJIOBaMHU «ab3ariax TpPeTheM M IIeCTOM», cloBa «90 KajJeHIapHBIX JTHEH»

3aMEHUTH ciioBamMu «60 paboumnx AHEN»;
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B) B HOAIYHKTE 2.2.2 myHKTa 2.2

a03a1lbl BTOPOW U TPETUM U3TI0XKUTH B CICIYIONICH peTaKIIUU:

«IIpu BHeceHMHM HE3HAUMMOro wu3MeHeHuss I[B Tuma 3asBuTEINb
OJITHOBPEMEHHO  MPEACTaBISIET  BCEM  COOTBETCTBYIOIIMM  OpraHam
(3KCMEPTHBIM OpraHU3alMsAM) 3asBJICHUEC HAa BHECEHHWE U3MEHECHHUM Ha
OyMa)>XHOM HOCHUTEJIC UJIM B BUJIC JEKTPOHHOTO JOKYMEHTA, MOJMUCAHHOIO
AJEKTPOHHOM MOAIKUCHIO, B COOTBETCTBUU ¢ mpuioxkeHuem Ne 2 kx [IpaBunam
perucTpaluy JICKAPCTBEHHBIX CPEJICTB, JOKYMEHTHI (WM DJICKTPOHHBIE
JOKYMEHTHI), TMOATBEPKAAIOIINEe oOraty coopa (TOILIUHBI) 3a BHECEHUE
W3MECHCHUHA B CJIlydya€ MW TOPAJKE, YCTAHOBJICHHBIX B COOTBETCTBHM C
3aKOHOJIATEIHLCTBOM FOCYAapPCTB-WICHOB.

3asBUTENIb MPEJCTABISECT B YMNOJHOMOYCHHBIM OpraH (dKCHEPTHYIO
opraHm3anuio) pedepeHTHOro TOoCyJapcTBa JIOChe Ha  HM3MCHCHHUE
(YyBEAOMIIEHUE), COIECPIKAILIEE DIIEMEHThI, IEPEUHUCICHHBIE B TONMOIHEHUH [V
npusioxkenuss Ne 19 k IlpaBunam perucrpanuu JE€KapCTBEHHBIX CPEJICTB,
B BUJIC DJICKTPOHHBIX JJOKYMEHTOB.»;

B a03aiiax JEeBSATOM, JIECSTOM U JBEHAAIATOM cjioBa «30 KajleHaapHBIX
JTHEW» 3aMEHUTH cioBaMu «20 pabounx JTHEN»;

B ab3arie yeThIpHAANATOM clioBa «180 KameHIapHBIX THEW» 3aMEHUTH
cnoBamu «120 paboumnx aHEI;

B a0z3aie mectHaauaroM cioBa «90 KajneHAApHBIX AHEI» 3aMEHUTb
cioBamMu «60 pabouux gHEN»,

I) B OJMyHKTE 2.2.3:

a03aIbl BTOPOW U TPETUN U3JIOKHUTH B CICIYIONIEH PeIaKIINu:

«lIpu BHeceHMHM He3HAUMMOro wu3MeHeHusi [B Tuma 3asBuTelNb
OJTHOBPEMEHHO  MPEACTaBISIET  BCEM  COOTBETCTBYIOIIMM  OpraHam
(3KCMEPTHBIM OpraHM3alMsIM) 3asBJICHHEC HAa BHECEHHE HW3MEHEHHM Ha

6YMa)KHOM HOCHUTCJIIC WJIKM B BHJAC OJICKTPOHHOI'O AOKYMCHTA, IOJAIIMCAHHOI'O
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AJEKTPOHHOM MOAIKUCHIO, B COOTBETCTBUU ¢ mpuioxkeHnem Ne 2 k [IpaBunam
perucTpanuu JIEKapCTBEHHBIX CPEJCTB, JTOKYMEHTBHI (WJIM SJIECKTPOHHBIC
JOKYMEHTBI), TOJTBEPKIAI0IINEe OIIaTy cOopa (MOUIIMHBI) 32 BHECCHHE
U3MEHEHHI B Cllyda€ M MOPSJIKE, YCTAHOBJIEHHBIX B COOTBETCTBHHM C
3aKOHOJATEIHLCTBOM rOCYAapCTB-UJICHOB.

3asBUTENIb MPEJCTABISICT B YMNOJHOMOYEHHBIM OpraH (dKCHEPTHYIO
opraHuzainuio) pedepeHTHOr0 TOoCyJapcTBa JIOCh€ Ha  HW3MEHEHUE
(yBemomiieHueE), coJiepiKalliee dJIEeMEHTHI, epeurcieHHble B qonojHenun [V
npunoxeHuss Ne 19 x IlpaBunam peructpanuum JIEKapCTBEHHBIX CPEJICTB,
B BUJI€ DJIEKTPOHHBIX JIOKYMEHTOB.»;

B a03amax TIsTOM, CEIbMOM, JIEBATOM, OJMHHAAIIATOM CJIOBa
«30 xaJIeHIapHBIX JHEW» 3aMEHUTH ciioBaMU «20 pabodyux AHEIY;

B a03are TpuHaAIaToM ciioBa «180 KaJeHIapHBIX IHEH» 3aMEHUTH
cnoBamu «120 paboumnx aHEI;

B a0zare maTHamnatoM ciioBa «90 KaleHAapHBIX JHEH» 3aMEHUTH
cioBamMu «60 pabodux AHEI»;

1)ab3al BTopoit moanyHkra 2.3.1 u310XKUTh B CIEAYIOLIEN pPeAaKIIUN:

«3asiBUTENIb TPEACTABISAET B YHNOJHOMOYEHHBIM OpraH (3KCHEPTHYIO
OpraHu3aluio) pePepeHTHOro TOoCyIapcTBa 3asBICHUE O BHECCHUU
U3MEHEHUH Ha OyMaXHOM HOCUTENIE WM B BHIE DJIECKTPOHHOTO
JIOKYMEHTA, TOJMUCAHHOTO JJEKTPOHHOW TMOIINUCHhIO, B COOTBETCTBUU C
npuioxkeHueM Ne 2 k IlpaBuiiam peructpainuu JI€KapCTBEHHBIX CPEJICTB,
JOKYMEHTBI (MM 3JIEKTPOHHBIE JOKYMEHTHI), MOJTBEPXKIAIOUIME OIJIaTy
cobopa (MONUIMHBI) 3a BHECCHWE W3MEHEHUW B Cilydae H TOPSJKE,
YCTAHOBJICHHBIX  3aKOHOJATEIbCTBOM  TIOCyJapCTBa-4j€Ha, JOChe Ha
W3MEHEHHE, COJIepKalllee JJIEMEHThl, YyKa3aHHble B JonojgHeHun [V
npuioxeHuss Ne 19 k IlpaBunam perucrpainuu JICKApCTBEHHBIX CPEJICTB, B

BHUAC 3JICKTPOHHBIX JOKYMCHTOB.»;
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€) B OAyHKTe 2.3.2:

a03a1] BTOPOU U3T0KUTh B CIEIYIONICH peIaKInu:

«3agBUTENb MPEACTABISIET B YMOJHOMOUYCHHBIH OpraH (IKCIEPTHYIO
OpraHu3aluio) pePepeHTHOro ToCylapcTBa 3asBICHUE O BHECECHUH
U3MEHECHH Ha OyMa)XHOM HOCHUTEJIE WJIM B BHJAEC BJIECKTPOHHOTO
JOKYMEHTA, TMOJMUCAHHOTO 3JIEKTPOHHOW TMOJINUCHhIO, B COOTBETCTBUU C
npuioxkeHueM Ne 2 k [lpaBuiiam peructpanuu JIEKapCTBEHHBIX CPEJICTB,
JOKYMEHTBI (MJIM 3JIEKTPOHHBIE JOKYMEHTHI), MOATBEPKAAIOIINE OIUIaTy
coopa (TMONUIMHBI) 3a BHECEHHWE M3MEHEHMM B ClIydae M IIOPSIKE,
YCTAHOBJICHHBIX  3aKOHOAATEIbCTBOM  TOCYJIapCTBa-4wi€Ha; JOChE Ha
M3MEHEHUE, COJIEpKAIlee »HJIEMEHThI, YKa3aHHble B noOAnyHKTe 2.3.1
Hacrosiero [punoxxeHus, B BUJE AIEKTPOHHBIX JOKYMEHTOB.);

B a03arie mecTtoMm cijoBa «60 KaJleHAApHBIX THEH» 3aMEHUThH CIOBaMU
«40 pabouux gHEH»;

B ab3arie cepMoM ciioBa «90 KalleHIapHBIX JHEH» 3aMEHUTh CIOBaMU
«60 pabouux gHEN»;

B ab3aiie BOCbMOM cJioBa «90 KajeHAapHBIX THEW» 3aMEHUTh CIIOBAMU
«90 pabounx mHEN»;

X) B moamyHkre 2.3.3:

B ab3are TperbeM cioBa «20 KaleHIApHOTO THS» 3aMEHUTh CIOBaMU
«20 pabouero aHs»;

B a03aiie yeTBepTOM ciioBa 90 KajJeHJapHBIX JHEW» 3aMEHUTh CJIOBaMU
«90 pabounx mHEN»;

B TPEIJIOKECHHSIX TEPBOM H BTOPOM al3ama ceapMoro, aodsare
TpuHaamatoM cioBa «30 KaleHJApHBIX JHEW» 3aMEHUTh CJIOBAMU
«20 pabouux gHEH»;

3) B a03amax TpeTheM, CEIbMOM U JIECATOM IyHKTa 3.3 cJoBa

«30 xaJIeHAapHBIX JHEW» 3aMEHUTH ciioBaMu «20 pabouyux AHENY;
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1)B NOAMYHKTE 2.3.4:

a03a1] BTOPOU U3JI0KUTh B CICIYIONICH peaaKIvu:

«3agBUTENb MPEACTABISET B YMNOJHOMOYEHHBIM OpraH (dKCIEPTHYIO
OpraHu3aluio) pePepeHTHOro TrOCylapcTBa 3asBIICHHUE Ha BHECEHUE
U3MEHEHH Ha OyMa)XHOM HOCHUTEJIE WJIM B BHJE JJIECKTPOHHOTO
JOKYMEHTA, TMOJMUCAHHOTO 3JIEKTPOHHOW TMOJINUCHhIO, B COOTBETCTBUU C
npuioxkeHueM Ne 2 k [lpaBuiiam peructpanuu JIE€KapCTBEHHBIX CPEJICTB,
JOKYMEHTBI (MJIM 3JIEKTPOHHBIE JOKYMEHTHI), MOATBEPKAAIOIINE OIUIaTy
coopa (MOUUIMHBI) 3a BHECEHHE HW3MEHEHUW B pa3Mepe U TMOPsJKe,
YCTAHOBJICHHBIX B COOTBETCTBUU C 3aKOHOJIATE€JIbCTBOM I'OCYJAPCTB-UYJIEHOB,
JOChe Ha  u3MeHeHue  (yBEJIOMIICHHME),  COJIepIKalllee  DJIEMEHTHI,
nepeuncieHuble B noanyHkre 2.3.1 Hactosiiero Ilpuiioxkenusi, B BUIE
ANEKTPOHHBIX TOKYMEHTOB.»;

B a03are msAToM cioBa «90 KaldeHAApHBIX JAHEH» 3aMEHHUTH CIOBaMU
«90 pabounx THENH»;

B ab3arle ceapbMoM ciioBa «6(0 KaJeHJAapHBIX JTHE» 3aMEHUTh CJIOBaMU
«40 pabouux gHEIN»;

B ab3arie BOCbMOM cJioBa «90 KaleHAapHBIX THEW» 3aMEHUTH CIIOBAMHU
«60 pabounx mHEN»;

B ab3arie mecsaTom cioBa «90 KajaeHIapHBIX JHEH» 3aMEHUTH CIIOBaAMU
«90 pabouux gHEIH»;

K) B TOAMYHKTE 2.3.5:

B ab3are dYeTBepTOM clioBa «60 KaJdeHIApHBIX JHEH» 3aMCHHUTH
cinoBamu «40 pabouyux AHENY;

B abO3ame mectom «30 KaJleHIAapHBIX JHEW» 3aMEHUTh CIOBaMU
«20 pabouux gHEH»;

J1) B IOAITYHKTE 3.2:
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B a03are msAToM ciioBa «60 KaJleHJIapHBIX JHEW» 3aMEHUThH CIOBAMU
«40 pabouux nHel», cioBa «90 KaleHAApPHBIX JHEI» 3aMEHUTH CIOBAMHU
«60 pabouux gHEH»;

B ab3arie ceibMoM ciioBa «90 KaJleHIapHbIX JHEH» 3aMEHUTh CIIOBaMU
«90 pabounx JHEN»;

B ab3ane BocbMOM cioBa «30 miau 60 KaJeHIapHbIX AHEHN» 3aMEHUTh
cinoBamu «20 win 40 pabounx gHENY;

M) 0 TeKCTy nmoanyHkTa 3.3 cioBa «30 KajJeHJapHbIX JHEI» 3aMEHUTD
cnoBamMu «20 pabodux JHEH.

101. B npunoxxernu Ne 24 x ykazanabsiM [IpaBunam:

a)B nyHkre 1.3.1 pasznmena |l cnoBa «iekapcTBEHHBIX MpenapaToB U
oO0l11lel XapaKTEPUCTUKHU JIEKAPCTBEHHBIX IPENapaToB» 3aMEHUTh CJIOBaMU
«JIEKapCTBEHHOTO TIpemnapara W OOIIeH XapaKTePUCTUKH JIEKapCTBEHHOTO
npenaparay;

0)B nogpaznene 1.4.1:

B a03aiie BTOpoM ciioBa «40 KaJleHIapHbBIX JHEH» 3aMEHUTh CJIOBaMU
«30 pabouux gHEIH»;

B a03amax TpPEeThbeM M YETBEPTOM CJIOBA «25 KaJCHAAPHBIX THEH»
3aMEHHUTH CIOBaMH «19 pabounx qHEN»;

B) B moapazaene 1.4.2:

a03al1l MePBbIN U3JIOKUTH B CICAYIONIEH peaKIuu:

«3asiBUTEIIb OJTHOBPEMEHHO MPEACTABIISACT YIIOJIHOMOYEHHBIM OpraHaM
(3KCMEPTHBIM OPTraHU3aALUSIM) TOCYIaPCTB MPU3HAHUS 3asIBJIECHUE O BHECEHUU
W3MEHEHUH B COCTaB PETHUCTPAIMOHHOTO JOChE BAKIUH ISl TPOPUIAKTUKU
rpunna Ha OyMa)KHOM HOCHUTENIE WIM B BHJE 3JIEKTPOHHOIO JOKYMEHTA,
MOANMCAHHOTO JJICKTPOHHOW TOJAMUCHI0, COTJIacHO TpuiokeHuto No 2
k  IIpaBunawm; JTOKYMEHTBhl  (WJIM  DJICKTPOHHBIE  JIOKYMEHTHI),

MOJTBEPKAAt0IMEe oruiaTy cOopa (IOIUIMHBI) 32 BHECEHHE HM3MEHECHHUH B
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PETUCTPAIMOHHOE JI0ChE€ BaKIWMH IS MPOPUIAKTUKHM TPUIMIMA B CIydyasxX U
MOPSIKE, YCTAHOBJIECHHBIX B COOTBETCTBUM C 3aKOHOJATEIHLCTBOM T'OCYIapCTB
MIPU3HAHUA.Y;

B abzare dYeTBepToM ciioBa «40 KajneHIapHBIX JHEH» 3aMEHUTH
clioBaMU «27 pabouux JHEW»;

B a03alle MsATOM CJIOBa «25 KaJleHIapHBIX JHEW» 3aMEHUTH CJIOBaMU
«17 pabounx nHEN»;

B a03arax dYeThIPHAAIIATOM U IATHAIIATOM ciioBa «10 KaneHZapHBIX
JTHEW» 3aMEHUTH CIIOBAaMH «/ pabOUnX JHEH;

102. JormoaHuTh mpuiiokeHusMu Ne 25 — 27 crieryromero coaep kaHus:

«ITPMJIOXXEHHME Ne 25

K [IpaBunam perucrpanuu u
DKCIIEPTU3BI JIEKAPCTBEHHBIX CPELICTB
IUI MEULIMHCKOTO IPUMEHEHUS

IIpouenypsl, KpuTepuu U TpeOOBAHUS
K PerucTpanyu JeKapCTBEHHbIX MPeNnapaToB B COOTBETCTBHUU C
noapazaeaom VII.11 paznena VIl IlpaBun perucTpanuu v 3KCHEepTU3BI
JIEKAPCTBEHHBIX CPEACTB ISl MEIUIIMHCKOT0 MPUMEHEeHU s

1. OO01Me moJIOKEHUS

B pazgene 11 ywactu |l nmpunoxenust Ne 1 k IlpaBunam peructpanuu u
DKCIIEPTU3bl JIEKAPCTBEHHBIX CPEACTB [UJII MEIUIMHCKOIO IPUMEHEHU,
yTBep)KIeHHbIM Pemenrem CoBera EBpa3zuiickoil 9JKOHOMHYECKON KOMUCCHH
To 3 Hos0Ops 2016 r. Ne 78 (manee — IlpaBuna) ykazaHo, dTO
PErUCTPALIMOHHOE  YAOCTOBEPEHUE JIEKAPCTBEHHOI'O TMperapara MOXKET
BbIJABAaTbCd IPU  YCIOBUM  BBIIOJHEHHUS  ONPEACJICHHBIX  OCOOBIX
00513aTEeNBCTB, B CIIy4ae €CJIM 3asBUTEIb MOXKET MOATBEPAUTH (000CHOBATH),

9TO HCBO3MOXKHO IIPCAOCTABHUTHL IIOJHLIC HOAHHBIC 00 3(1)(1)CKTI/IBHOCTI/I n
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0€30IaCHOCTH JIEKAPCTBEHHOI'O Mpernapara MpU OOBIYHBIX YCIOBUAX €TI0
IPUMEHEHUS 110 OTHOW U3 CIAEAYIOUIUX MPUYHUH:

MOKA3aHUsI K TPUMEHEHHIO, MO KOTOPBIM MPEIIaracTcs MPUMEHSThH
JIEKAPCTBEHHBIA MpEnapar, BCTPEYAKOTCS HACTOJIBKO PEAKO, YTO 3asBUTEIb
OOOCHOBaHHO = HE  MOXET  OXHWJaTh  IOJY4YEHUS  BCECTOPOHHETO
MOATBEPKICHUS  J10Ka3aTeNbCTB  A(PGEKTUBHOCTH U 0OE30MAaCHOCTH
JIEKapCTBEHHOI'O Mperapara;

OpyU  TEKYIIEM COCTOSHHM HAay4YHbIX 3HAHUW HE MOXET ObITh
nmpeacTaBieHa wucdepnbiBaronias uHpopMamus 00 >PGEeKTUBHOCTH WU
0€30MacCHOCTH JIEKAPCTBEHHOTO Npernapara;

noixyuenre uHpopmanuu 00 SOPEKTUBHOCTH WM 0€30MaCHOCTU
JIEKapCTBEHHOr0  mpemnapara OyAeT HNPOTUBOPEYUTH  OOIIECTIPUHATHIM
IPUHUUIIAM MEIULIMHCKON 3TUKH.

VYka3aHHble 0053aTeNIbCTBA MOTYT BKJIFOUATh CJIEIYIOIINE TPEOOBAHMUS

3asBUTEIb  JOJDKEH  3aBEpIINTh B CPOK,  YCTAHOBJICHHBIN
YIOJHOMOYEHHBIM OpPraHoM (IKCHEpTHOM opranuszanuei) pedepeHTHOoro
rocygapctBa — uieHa EBpa3uiickoro »KOHOMHYECKOro coro3a (nanee —
rocyaapcra-uiieHbl, Cor03), ONPEACICHHYI0 NPOrpaMMy HMCCIEIOBaHUM MO
0e30MmacHOCTH WK 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO Mpenapara, pe3yibTaThl
KOTOPOI MO3BOJISIFOT MPOBECTH NOBTOPHYIO OLIEHKY COOTHOLIECHHSI «I10JIb3a —
PUCK»;

paccMaTpuBaeMblil JIEKAPCTBEHHBIM IMpenapar MOKET OTIYCKaThCs
TOJIBKO IO PELENTy W NPUMEHSATHCS B ONPEACIICHHBIX CIIy4asiX, TOJbKO IMOA
CTPOTUM  MEIUIMHCKMM HaOmrogeHneM (BO3MOXKHO B CTalMoOHape),
a B ciydae panunodapMmalieBTHYECKUX IpenaparoB — MoJ HaOII0JeHUEM
MMEIOIIIETO COOTBETCTBYIOIIEE pPa3peIlICHHE JTULIA;

MHCTPYKIHUS IO MEULIIUHCKOMY MTPUMEHEHHUIO, 00111asi XapaKTEPUCTHKA

JICKapCTBEHHOT'O TIperapara, PETHCTPAIlMOHHOE YJIOCTOBEPCHHE H JIr00as
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MEIUIMHCKass HHPOpMaIUs JOJDKHBI COJEpKaThb OOpallleHHe, KOTOpoe
NPUBJIEKAET BHUMAHHE MEAUIMHCKOrO pabOTHUKAa K TOMYy (akTy, 4TO
UMEIOLIMECS JaHHBIE O PacCMaTpUBAEMOM JIEKAPCTBEHHOM IIpEmapare
ABJISIFOTCSL HEJAOCTATOYHBIMM B YacTU MOATBEPKIACHUS ONPEIACIEHHBIX
acrneKkToB 3(PPEKTUBHOCTH WIIK O€3011aCHOCTH JIEKaPCTBEHHOIO Mpernapara.

IIpn perucrtpanuu JEKapCTBEHHOrO IIpenapara B COOTBETCTBHUU C
IIPOLEAYPON PETrUCTPALUM JIEKAPCTBEHHOTO IPEINapara B UCKIFOYUTEIbHBIX
CJIy4asX HapaBHE C OTYETAMU O MPOBEJCHHBIX KIIMHUYECKUX UCCIEA0BAHUSX,
yKa3aHHbIX B yHKTE 36 [IpaBuii, OTYETHI O BCEX MPOBEACHHBIX KIMHUYECKUX
VICCIICIOBAHMSX, BKIIIOUEHHBIE B COCTAB MOJYJIS 5 PETUCTPALIMOHHOTO J10ChHE,
BHE 3aBUCMMOCTH OT CTPaHbl UX ITPOBEICHHS PACCMATPUBAIOTCS B MPOLECCE
sKcnepTu3bl. [Ipu HEOOXOAMMOCTH YIIOJTHOMOYEHHBIM OPraHOM (3KCIEPTHOM
opraHuzanuei) pe@epeHTHOro TOoCyAapCcTBa MOXKET ObITh WHUIIMHPOBAHO
IIPOBEJICHUE MHCIIEKIUA KIMHUYECKOTO HCCIECIOBAHUSA HAa COOTBETCTBHE
TpeboBanusM [IpaBun Hajuexaied KIMHAYECKOW NpakTuku EBpasuiickoro
PKOHOMHUYECKOr0 CO0103a, yTBepkAeHHbIX Pemenuem CoBera EBpasuiickon
IKOHOMHUYECKON KoMuccuu OT 3 HostOps 2016 1. Ne 79.

Hacrosmee npuioxeHue ONMChIBAET NPOLEAYPY M HAYYHYIO OLICHKY
OCHOBAHUW W YCIIOBUM Il OCYLIECTBJICHUS PETUCTPALIMU JIEKAPCTBEHHBIX
IpEnapaToB B HCKIIOUUTEIBHBIX CIIy4asX W COIAEPKUT COOTBETCTBYIOLIUE
yYKa3aHHUS.

OnurcanHas mpoueaypa NPUMEHSETCS K 3asBJICHUSAM HAa PETUCTPALIAIO
JIEKAPCTBEHHBIX MPEINapaToB UIsI MEAULIHMHCKOTO NPUMEHEHHS, BXOASIINAX

B chepy npumenenus [IpaBmui.

2. CreruanbHbIe POIEAYPHI (0053aTEIIbCTBA)

1
B coorBerctBum ¢ nyHktom 1207 IlpaBun, perucrpauus

JICKAPCTBCHHOTO IIpCliapara B HCKIIIOUHUTCIIBHBIX CIIy4dasaX OCYHICCTBIIACTCH
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MIPU BBITIOJTHEHUH 3aABUTEIIEM OIPE/ICTICHHBIX YCIOBUIM. Y Ka3aHHBIN MyHKT, B
YaCTHOCTH,  KacaeTrcsl  0€30MacHOCTH  JIGKapCTBEHHOIO  Ipenapara,
YBEJOMJICHHE YTOJHOMOYEHHBIX OpPraHOB (IKCHEPTHBIX OpraHU3aIIMil)
roCcyJapCTB-4JIEHOB O JIOOOM HHIIMACHTE B CBSI3M C €r0 INPUMEHEHUEM U
npuHuMaeMbie Mepbl. HacTosiiee mpuiokeHue HErmoCpeACTBEHHO CBS3AHO C
[IpaBuiiamu  Hajyiexaiie mNpakTuku QpapmakoHaazopa EBpasuiickoro
PKOHOMHUYECKOTr0 COr03a, yTBepkaAeHHbIMU Pemennem Coserta EBpasuiickon
PKOHOMHUYECKOM KoMuccun OT 3 HosiOps 2016 1. Ne 87, koropsie
yCTaHaBIWBAIOT pa3Hble BUIBI (HapMaKOHAA30PHOU MACSITEIBHOCTH U MeEp,
MPEBEHTUBHO HAIIPABIICHHBIX HA BBISBJIICHHE, YCTAHOBICHUE XapaKTEPUCTUK
PUCKOB U MPEIOTBPAIICHUE WM MHUHUMM3ALMIO PHUCKOB, CBSI3aHHBIX C
JIEKApCTBEHHBIMH MpernapaTaMu.

B coorBerctBum ¢ paszmenom 11 wactu |l mpunoxenus Ne 1 k
[IpaBunam ocoObie 00s3aTENHCTBA MOTYT BKJIIOUYATh B CEOSI:

IporpaMmy HCCIIEIOBaHUI JIEKAPCTBEHHOI'O MIPENapara;

yCJIOBUSI Ha3HAYCHUS WJIM BBEACHUS JICKAPCTBEHHOTO Tperapara;

00s13aHHOCTH TI0 YBEJIOMJICHUIO YIIOJHOMOYEHHBIX OPTraHOB;

O00SI3aHHOCTM 1O W3MEHEHHMIO HH(POPMAIMK O JIEKAPCTBEHHOM

npemnapare.

3. IlpenocraBnsiemMass JOKyMEHTAIUs

Ecnu 3asBUTENH CUYMTAET, YTO MJOJDKHBI TMPUMEHSTHCS OCHOBAHUSA
pPETUCTpAIMU JICKAPCTBEHHOTO Mpenapara B UCKIIOYUTEIbHBIX CIIy4dasiX, OH
o0si3aH yKa3aTh TaKyr HHGOpPMAIMIO B 3aiBJICHUU O PETUCTPaALUU
JIEKapCTBEHHOrO mpemnapara coriacHo npuioxkenuto Ne 2 k I[lpaBunmam u
NpeACTaBUTh  CBOe  oOocHOBaHwe B  paszaene 1.8.2 wmomyns 1

PErUCTPAIMOHHOTO JI0ChE, COJIepKaIee CIASTYIONYI0 HH(DOPMAIIHIO:
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a) yKa3zaHHe, 4TO 3asBUTEIb CMOXET J0Ka3aTh, YTO OH HE CIOCOOEH
MPEIOCTaBUTh MCUYEPIIBIBAIOIINE JOKIMHUYCCKAE W KIMHUYECKUE TaHHbBIS
0 6e3omacHoCTH U 3(P(HEKTUBHOCTH JICKAPCTBEHHOTO Mpenapara B OOBIYHBIX
YCIIOBUSIX IPUMEHEHHUS;

O)mepedyeHb  JOKJIMHUYECKUX WM  KIMHUYECKUX  JIaHHBIX 00
s pexTuBHOCTH 1 0€30MTACHOCTHU JIEKAPCTBEHHOTO Mpernapara;

B) apryMEHTALUIO OCHOBaHHM 0J100peHuUs perucTpanuu
JIEKapCTBEHHOTO MpernapaTa B UCKIIOYUTENbHBIX CIyYasx;

T) IPEIJIOKEHHST KacaTeIbHO MOAPOOHBIX CBEIEHUW O BBITIOJIHIEMBIX
0CcOOBIX  00s3aTenbcTBaX  (mMpouenypsl  obecredeHUs  OE30IMacCHOCTH,
mporpaMMy HCCIICIOBAaHHS, YCIOBHS Ha3HAUCHUS WM IPUMEHEHUS,

MH(OPMALIMIO O JIEKaPCTBEHHOM IIpenapare).

4. AprymeHTaIusi OCHOBaHUN 0JI00pPEHUS perucTpanuu
JIEKAPCTBEHHOIO MpenapaTa B UCKIIOUUTEIbHBIX CITydasx

ApryMeHTanusi OCHOBaHUHN OJIOOPEHHS PETUCTpAIlUU JIEKAPCTBEHHOTO
mpenapara B UCKJIIOYUTENBHBIX  CIydasx JOJDKHA  OmupaThCs  Ha
00BEKTUBHBIC, POBEPSIEMbIE TPUUUHBI.

B ciyyae HEBO3MOXKHOCTHU MpEe0CTaBIICHUS 3asIBUTEJIEM
UCUEPNBIBAIONINX  JOKIMHUYECKUX WM  KIMHUYECKUX  JIaHHBIX O
oezonmacHocT WM A(Q(PEKTUBHOCTH  JIGKAPCTBEHHOTO  Mperapara
COOTBETCTBYIOIIMI pa3ziesl 0030pa B COCTAaBE PErHMCTPALMOHHOIO JIOChE
JOJI’KCH OIMMChIBATh OCHOBaHME (OCHOBaHMS) (B COOTBETCTBUU C pazzeiom 11
npuioxkeHnuss Ne 1 k IlpaBuiam) Toro, moueMmy 3asiBUTEIb HE CIOCOOCH
MPEJOCTABUTh TAKUE JAaHHbBIEC (MOXKET MPUMEHSATHCS HECKOJIBKO OCHOBAHUMN).
B wmoamyme 1 perucrpanimOHHOrO JOChE JIEKAPCTBEHHOIO Ipernapara

3asiBUTEIb O0053aH MPEJOCTaBUTh MOJPOOHYIO apryMEHTallHio, YTOObI
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JI0Ka3aTh CYIIECTBOBAHME TaKUX OCHOBaHUM, BMECTE€ C KPUTHYECKOU

OLICHKOM TaKOM apryMeHTallH.

HecmocoOHOCTE 3asBUTENS TPEAOCTABUTH NCUCPITHIBAIOIITIE TAHHBIC
o 0e3omacHOCTH U 3(PHEKTUBHOCTH JICKAPCTBEHHOIO Mpenapara
BCJICZICTBHE PEAKOCTHU MTOKa3aHUs K €r0 MPUMEHEHUIO

AprymMmeHTarnus TOJDKHA YYHUTHIBATH pUeMIIEMbIC
AMUAEMHUOJIOTHIECKHE JO0KA3aTeIhCTBA KOJWYECTBEHHONW XapaKTePUCTUKU
HU3KOM YacTOTBI PacHpOCTpaHEHHOCTH (OOJE3HEHHOCTH, MOPOWIHOCTH)
JAHHOTO 3a00JeBaHUsl (COCTOSIHUS) BO BCEM MHPE, a TAKXKE KOJTUIECTBEHHYIO
OLICHKY pa3Mepa NOMyJslUU, KOTOpas MOXKET OBITh JOCTYNMHA IS
ucciea0BaHuil 6e30nacHOCTH U 3P (HEKTUBHOCTH JIEKAPCTBEHHOTO Mperapara.
HeoOxogumo omwmcarh TPEeApIAyIIAEe WCCISAOBAHUSA, MPOBEACHHBIE Ha
AQHAJIOTUIHBIX TTOMYJISAIIHSIX.

HeobxoaumMo OTMETUTH, UMEET JIM JIEKAPCTBEHHBIM Mpemapar CTaTyc
opanHOro B rocygapcTBax — ujaeHax EBpa3uiickoro "5KOHOMHUYECKOTO COI03a
(manee — rocymapctBo-unieH, Coro3). BMmecte ¢ Tem Takoro craryca
HEJ0CTATOYHO I apryMEHTAIIUH HECITOCOOHOCTH 3asBHUTEIS MPEI0CTaBUTh
UCUEpIbIBAIOIIME JaHHbIE O Oe30omacHOCTU U 3(P(EKTUBHOCTU ITOTO
npenapara.

HeobxogumMo oOmEHUT, W OOCYIUTh BO3MOXKHOCTH BBIIOJHEHUS
TpeOyeMbIX UCCIIETOBAHUI 0€30macHOCTH u s pexTuBHOCTH
JICKapCTBEHHOr'O0 TIpemapara, B TOM 4YHCJIE TMPOBEACHHUE COBMECTHBIX
MHOTOIICHTPOBBIX HCCIICIOBAHU.

OneHka BO3MOXKHOCTH BBITIOJIHCHHSI YKa3aHHBIX HCCIEHOBaHUHN
J0JDKHA BKJTIOYATh TTOAPOOHOE OMHMCAaHUE BOMPOCOB, KACAIONIUXCS TU3aiiHa U

CTaTUCTHUYCCKHUX AaACIICKTOB HCCHGHOB&HHﬁ, BKJIIO4Yass BCPOATHOCTH OHII/I6OK,
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TUNOTE3bl, MPEANOJOKEHUSI O Habope CyObEKTOB HCCIEIOBaHUS U
nocJeAyIoIEM HaOMIOACHUH, pacyeTe pa3Mepa BHIOOPKU U METOI0JIOTUH.
HeobxogumMo  OlEHWTh W NPOAHATU3UPOBATH  BO3MOXKHOCTH
BBITIOJIHEHUST APYTUX HCCIEIOBAHUM, KOTOPBIE MO3BOJSAT MOJYYUTH Oosee
MOJHBIE JIaHHBIE (MYCTh M HE UCYEPHBIBAIOIIME) O€30MaCHOCTH WU
s PekTUBHOCTH JIEKAPCTBEHHOTO npermnapara. Heobxoaumo
MIPOAHAIM3UPOBATH JIOOBIE MOAXOAININE TU3ANHBI UCCICAOBAaHUHN, BKIIOYAs
MOMCKOBBIC TU3aNWHbI U APYTUE IU3aiHBI, C YY€TOM JOCTYIHBIX MOAXOA0B, B
TOM YHCJIC KaCarOUIUXCS WMCCICAOBAHUM O€301MacHOCTH W 3(P(HEKTHUBHOCTH

JICKAPpCTBCHHOTO IIPCIIapaTa Ha MaJIbIX ITOITYJIAIUAX.

HecniocoGHOCTB 3asiBUTENS MIPEAOCTABUTh NCUEPITBIBAIONINE IaHHBIC
0 0e3omnacHocTy U 3()(PEKTUBHOCTH JIEKAPCTBEHHOTO Ipenapara
B CHIIY TEKYIIIETO COCTOSIHHSI HAYYHBIX 3HAHUUN

Hcxoas u3 TEKyUIero COCTOSIHUSL HAayYHbIX 3HAHUM 3asBUTENb JAOJDKEH
yKaszaTb, Kakas Hay4dHas wuHpopMauus mnoTpedyercsa g MpOBEICHUS
NOJOOHBIX HCCIENOBaHUM, OOOCHOBaTb MPUYMHBI OTCYTCTBUS TaKOM
uHGOpPMAIIMM ¥ HEBO3MOXHOCTH €€ TOJydeHHUs (HampuMmep, OTCYTCTBHUE
ONpEACNIEHHBIX JUAarHOCTUYECKUX HHCTPYMEHTOB sl  (POPMHUPOBAHHS
HOMYJISIIAIA TAIIMEHTOB CIEIUAIBHO JUIS UCCIICIOBAHNS).

Heo0xo1MMo0 OLIEHUTh U POAHATU3UPOBATH BO3MOXXHOCTD MPOBEACHHUS
JOPYTUX UCCIIEI0OBAaHUM, KOTOPBIE MO3BOIMIN OBl MOIYYUTh OOJIbIIE CBEACHUI
0 Oe3omacHocTU U 3(P(PEKTUBHOCTH JIEKAPCTBEHHOTO Ipenapara (IycTh U He

HC‘IGpHBIBaIOI_HI/IX) .

HecnocoOHOCTE 3asiBUTEINSE cOOpATh MCUYEPITBIBAIOIINC TaHHBIC
o 6e3omacHocTH 1 3 (PEKTUBHOCTH JIEKAPCTBEHHOTO Tpemapara,
B CBSI3M C PUCKOM HapYIICHUSI PUHITUTIOB MEIUIIMHCKOW dTUKH
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AprymeHTanus AODKHA COAEp)KaTh yKa3aHHE Ha COOTBETCTBYIOIIME
MPUHITAIIEI MEIUIIMHCKOM JTHKH, KOTOPBIE MOTYT OBITh HApYIICHBI IMPHU
MIPOBEICHUH UCCIIeIOBAHUI 0€30I1acCHOCTH u 3 PEeKTUBHOCTH
JIEKapCTBEHHOI'0 TIpernapara C YKa3aHHMEM CChUIOK Ha COOTBETCTBYIOIIKE
PYKOBOJICTBA IO MEIMIIMHCKOM ATUKE. 3asBUTENb 00s513aH J1ajnee 00OCHOBATH
MIPUMEHUMOCTD TTOI00HBIX MPUHIIUIIOB K JAHHOMY CITy4alo.

HeoOxonuMo mpeaocTaBUTh pElICHUS M 3aKIIOYCHHUS KOMHTETOB IO
ATUKE, OCYIIECTBISIONIUX JIEITETbHOCTh Ha TEPPUTOPUH TOCYyJapCTBA-UICHA,
WIM COOTBETCTBYIOLIMX OpPraHOB 3/JPAaBOOXPAHEHHMS] B  OTHOLICHUU
HEATUYHOCTH cOOpa HCYEPMNBIBAIOIIMX JAHHBIX O O€30MacHOCTH U
s pexTuBHOCTH (MPU HAJIUYHUN).

Heo0xo1MMo OLIEHUTh U IPOAaHATM3UPOBATH BO3MOXKHOCTD MPOBEACHHUS
OPYTUX HMCCIEAOBAHUM, KOTOPBIE MO3BOJWIM Obl MOMYYUTH O0Jiee IMOJHbIE
JaHHbIe O 0e30macHOCTH W A(PPEKTUBHOCTH JIEKAPCTBEHHOI'O Mperapara
(make B ciTydae eClii OHU HE SIBJISTIOTCS MCUCPIIBIBAIOLIUMH).

OcHoBaHMsI, TIOCTPOCHHBIE Ha MEIWIMHCKOW JTHUKe, OyAyT, Kak
PaBWIO, MPUMEHITHCS TOJBKO K KIMHUYECKUM HCCICAOBAHUIM WM

HCCJICA0OBaHUAM C MCITIOJIB30BAHHUCM YCJIOBCUCCKHUX 6I/IOMaT€pI/IaJ'IOB.

5. letanu3upoBaHHas XapaKTEPUCTUKA MOJICKAIINX
BBITIOJTHEHUIO OCOOBIX MPOIeAyp (00s3aTEIbCTB)

Oco0bie mporieaypsl (0053aTeabCTBA) MO OE30MaCHOCTH

[Ipennoxenuss mno oOecneyeHuo Oe30MacHOCTU JIEKAPCTBEHHOIO
npenapara, TPEACTAaBISIIOTCS B ¢GopMe IIaHa YIPaBICHUS PHCKaMH B
COOTBETCTBUU ¢ [lpaBmimamm Hajiexameld NpakTUKH GdapMaKkoHaI30pa

EBpa3zniickoro 3KOHOMHYECKOT 0 COr3A.
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[Tnan ¢apmakoHaa30pa MODKEH COJEpPKaTh IOJHBIE CBEACHUS O
(dbapMaKoOHa30pHON JIESITEIBHOCTH, KOTOpas OyAE€T OCYIIECTBIATHCS s
obecrieueHus HH(POPMUPOBAHUS nepIkaTens PErUCTPaIlMOHHOTO
yIOCTOBEPEHHUs JIEKAPCTBEHHOTO TIperapara o JIIoOOM  WHIUJICHTE,
KacaromeMcsi MPUMEHEHUs JIGKapCTBEHHOTO IIpenapara, W MpeiiaracMbie
METO/BI, C TOMOINBID KOTOPHIX OYIyT YBEIOMIISITHCS YIIOJTHOMOUYCHHBIE
opranbl. [lman dapmakoHag3opa MOKEH TaKKe BKIIOYATh CBEACHUS O
JTFOOBIX HWCCIIEIOBAHUSAX, KOTOphIe OYIyT MPOBEACHBI IS BBHISBICHHUS U
YCTaHOBJICHHUS] XapaKTEPUCTUK PUCKOB, CBSI3aHHBIX C MIPUMEHEHUEM JTaHHOTO
JIEKapCTBEHHOTO Mpernapara.

[Tockonbky cBeneHHus O O€30MAaCHOCTH JIEKAPCTBEHHOIO Mpernapara
OyIyT OTpaHWYEHBI, 3asBUTEIb 0053aH MPEAOCTABUTH MOIPOOHYIO OIICHKY
HEOOXOAMMOCTH JEHCTBUM MO MUHUMH3AIMUA PUCKOB, W, €CJIM OMPAaBIAAHHO,

IJIaH MUHUMHA3alllU PUCKOB.

Oco0nie mporenypsl (00s3aTeIbCTBA) IO IPOrPaMMe UCCIIeT0BaHUI
JICKapCTBEHHOTO Mperapara

[IporpamMmma wuccCleTOBaHW JIEKAPCTBEHHOTO Iperapara JIOJDKHA
coJiepKaTh IMOAPOOHBIN TMEepeYeHh BCEX AKTUBHBIX, 3alUTAHMPOBAHHBIX HWITH
npejyiaraeMbIX HCCIICIOBAaHUN, KOTOPBhIE MOTYT (POPMHUPOBATH OCHOBY IS
OyIymMX TEpeoleHOK COOTHOIICHHS «MOoJib3a — PHUCK», BMECTE C
OKHJIAMBIM CPOKOM 3aBEpIICHUS TaKUX HCCienoBanuil. g Kaxmaoro
WCCJICIOBaHUS HEOOXOIUMO TPEIOCTABUTh CIIEIYIONIYI0 HHGOpMAIUio (pu
HaJIUYUN):

XapaKTEPHUCTUKY HUCCIICIOBAaHUS (BKJIIOYAs TU3aiH, KOHCYHBIC TOYKHA H
1IeJIEBOE TTOKa3aHue);

OXKHJIaeMble JaThl IS TI0JIa4yd IMPOTOKOJIA, Hadajga WCCICIOBaHUS,

IMPUBJICYCHUA CY6’LCKTOB HCCHGHOBaHHﬁ, 34aBCPIICHUA I/ICCJ'ICI[OBaHI/II\/’I,
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aHaJIn3a, noga4du OT4YCTOB 0 COCTOsAHHNU HCCiacaoBaHusA, Inoga4du

IMPOMCKYTOUYHBIX U 3aKJIIOYUTCIbHBIX OTYCTOB 00 HCCICAOBAaHUAX.

Oco0ble nporieypsl (00s3aTeIbCTBA) IO HA3HAYCHHUIO MAIUCHTaM
JIEKapCTBEHHOTO MpernapaTa WK yCIOBHSIM €ro MPUMEHEHHS

OcoOble mporeaypsl MO HA3HAYCHUIO MAIMEHTaM JICKapCTBEHHOTO
npernapara WIM YCIOBHSM €ro MNPUMEHEHHs IOKHBI BKJIIOYATh B CeOs
HOJPOOHOE YKa3aHHE IO YCIOBUSAM IPUMEHCHHMS, TaKhe KaK BO3MOXXHOCTh
OTIYyCKa paccMaTpUBAEMOro JICKAPCTBCHHOrO Tperapara TOJIBKO IO
MEIHUIMHCKOMY Ha3HAYCHUIO U BO3MOYKHOCTH B OINPEACICHHBIX CIIyYasx €ro
BBEJICHHSI TOJIBKO IOJ CTPOTUM MEIUIIMHCKUAM HaOI0JcHHEeM (HampuMep, B
CTalMoHape), WK OrpaHMYCHHE IO CICIUATU3alMA HA3HAYAIOUICTO JIUIA U
(B cmyuae paamodapMalieBTHYECKOr0 TMperapara) HaJIUYMIO Yy HEro

CIICOHUAJIBHOT'O pa3pCIICHUS].

Oco0sbIe mporieypsl (00s13aTeIbCTBA) 110 YKA3aHUIO CBEICHHIA
B MH(OpMALIMHK O JIEKAPCTBEHHOM TIpernapare

B monyne 1 perucrpalMoOHHOTO J0OChE JIEKAPCTBEHHOTO Ipernapara
JOJKHO OBITh MOSICHEHHE O TOM, Kak MH(pOpMalus, BKIIOUYEHHAs] B OOILYIO
XapaKTEPUCTUKY  JIGKAPCTBEHHOI'O  TMpernapara,  MHCTPYKUUIO MO
MEAUIMHCKOMY  MPUMEHEHHUIO JIEKapCTBEHHOro mnpemnapara  (JIMCTOK-
BKIAQJBINI), W Jro0as japyras MeIuiuHCKas wuHOpManus OyayT
o0ecrieunBaTh MPUBJICUYCHUE BHUMAHUA MEAMIMHCKUX paOOTHUKOB W
NalMEeHTOB K TOMY (akTy, 4TO JaHHBIE O JIEKAPCTBEHHOM IIperapaTre B
OIIPENICIICHHBIX acnekTax (0e30macHoCcTy U (Wn) 3PPEKTUBHOCTH) SBISIFOTCSI

B HACTOAIIICC BPCMs HCIIOJIHBIMU.

6. DKcrepTu3a ynoJIHOMOYEHHOTO OpraHa
(9KCTIIepTHOM opraHu3anun) pehepeHTHOTO TOCyaapCcTBa
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3aKaoyeHus 10 OJOOPEHUI0 PErucTpallMi B  HCKIIOYUTEIbHBIX
YCJIOBUSAX MOTYT ObITh MPHUHSTHI TOJBKO MO OOBEKTUBHBIM U MPOBEPSEMBIM
npuyuHaMm B cooTBeTcTBUU € pazfenoM 11 ugactu |l mpunoxenmss Ne 1
K [IpaBuiam.

Ecnu wucuepnbiBaronye gaHHbie Oe30macHOCTH U A()PEKTUBHOCTU
JIEKapCTBEHHOrO0  Ipernapara OTCYTCTBYIOT, YIOJHOMOYEHHBIA  OpraH
(9KcTIepTHAs opraHu3aiys) peepeHTHOTO TOCYIapCTBa BIIPaBe PACCMOTPETh
BO3MO>KHOCTbh PETHCTPAIMU JEKAPCTBEHHOIO Mpenapara B UCKIFOYUTEIbHBIX
Clly4yasix, OCHOBBIBAsICh Ha KPUTEPHSIX, cHOpMyIHpPOBaHHBIX B paznerne 11
gactu |l mpunoxenuss Ne 1 k IlpaBunam, B ToM uucie 0€3 WHUIIMATHBBI
3asBuTeNs. JlaHHOE peleHue, BKIIOYas JOObIe 0coOble 00s3aTEIbCTBA,
JOBOJUTCS IO 3asBUTENII W COIJACOBBIBAETCA C HHUM JI0 YTBEPKICHUSA
AKCIIEPTHOTO OTYeTa 00 OlleHKEe 0e30macHOCTH, d3P(HEKTUBHOCTH U KadeCTBa
JIEKapCTBEHHOr0 TpenapaTra (Jajee — OKCHEPTHBIA OT4YeT OO0 OIIeHKE).
[Ipunsitoe pemieHue AOMKHO OBITh YKAa3aHO B  COOTBETCTBYIOIIMX
AKCIIEPTHBIX OTYETaX OO0 OLIEHKE 3KCHEPTHOM opraHu3aiuu pedepeHTHOro
rocyJiapcTBa (MPOMEXXYTOUHBIX U (M) 3aKJIFOYUTEIbHBIX U MTyOJIMYHBIX ).

OKCHepTHBId  OT4eT 00  OLEHKE OKCIePTHOW  OpraHu3aIiuu
pedepeHTHOro rocyaapcTBa JOJDKEH OXBAaThIBaTh CIEIYIONINE ACIEKTHI, B
3aBHCUMOCTH OT 0OCTOSITENbCTB:

UCCJIeIOBAHMS, OTCYTCTBYIOIIIHE TUTSI UCYEPIIBIBAIOIIETO
NOATBEPKJIeHUs Oe30macHOCTH U 3(P(HEKTUBHOCTH, a TAKKe HEOOXOIUMOCTh
pPacCMOTPEHUST YIOJTHOMOYEHHBIM OpPraHOM (IKCHEPTHOW OpraHu3aluei)
pedepeHTHOro TrocyJapcTBa OJOOPEHUS PETUCTPALUU  JIEKAPCTBEHHOTO
npenapara B UCKIIOUUTEIbHBIX CIIyYasX;

HaJU4Yue JIOCTAaTOYHBIX OCHOBaHMM (Hay4yHas uWHQOpMarus, HHU3Kas
4acToTa paclpoCTpaHEHHOCTH (00JI€3HEHHOCTH, MOPOUTHOCTH) ISl JAHHOTO

3a007€eBaHusl (COCTOSIHMS), ITUUYECKUE OTPAHUYECHUS, UHBbIE (PAKTOPbI) ISt
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MOATBEPKJECHUSI TOTO, UYTO HCUEPIBIBAIOIIUE JaHHbIE O OE€30MaCHOCTH M
(O PEeKTUBHOCTH JICKAPCTBEHHOTO Ipernapara He MOTYT ObITh MPE/ICTABJICHBI,
BKJIIOYAs JICKJIApaIyio U OIIEHKY JIOOBIX 3asBJICHUN O CYIIECTBOBAHUM TaKUX
OCHOBaHMM.  YIMOJHOMOYEHHBIA oOpraH (dKcOepTHas  OpraHU3aLUs)
pedepeHTHOTO Tocy/1apcTBa BIIpaBe OOPATUTHCS B DKCIEPTHBIA KOMUTET IO
JIEKAPCTBEHHBIM CPEJICTBAM 3a KOHCYJIbTallMel O MpoOsiemMax, CBA3AHHBIX C
ATUYECKUMU OTPAHUYCHUSIMU;

OPUYUHBI OJIOOPEHUSI WM OTKJIIOHEHWS OCHOBAHUM NJisi NPUMEHEHUS
OpPOUEAYPbl PETUCTPALMM B HCKIIOYUTEIBHBIX CIydasX, B TOM YHCIE
poBepKa 0OBbEKTUBHOCTH TAKUX OCHOBAHUI;

3aKJIIOYEHUE O 1IeJIeCO00Pa3HOCTH PErucTpallMM B HCKIFOUUTEIbHBIX
cllydasX U NpU HEOOXOJUMOCTH OOOCHOBAaHUE HEBO3MOXKHOCTHU YCJIOBHOM
WM OOBIYHON PETUCTPALINH;

OIICHKA TUTaHa YIpPaBJICHUS PHUCKAMHU W TOTCHIMAIBHOTO BIUSHUSA
npeiaraéMbplX JACHCTBUI 10 MHUHUMH3AlUM PUCKOB HAa COOTHOIIECHHE
«T0JIb3a — PUCKY;

HEOOXOANUMOCTD peanuzaiuu MIPOTPAMMBI UCCJIEIOBAaHUM,
npeiaraemoil  3asButeneM. OneHKa Takol  MpOrpaMMmbl  JOJDKHA
aHAIM3UPOBATh BEPOSITHOCTh MOJYYEHHUS JOMOJHUTEIBHBIX HEO0OXOIMMBIX
JaHHBIX 0 0e30macHOCTH U 3(P(HEKTUBHOCTH JICKAPCTBEHHOTO Mpernapara 1o
pe3yiabTataM TMOJO0OHBIX HCCIIEAOBAaHUN, TMOCKOJIbKY, HCUYEPIBIBAIOIINE
CBEJICHUSI, KOTOpPbIE BaXXHBI JIJII XapaKTEPUCTUKU OE30MacHOTO U
3¢ (PEeKTUBHOTO MPUMEHEHHs JIEKApCTBEHHOTO Tpemapara paHee HE ObuLIn
MOJTYYECHBI;

YIOJTHOMOYEHHBIN OpraH (SKCIEpTHAas opraHu3aius) pedepeHTHOro
rocyJlapcTBa BIIpaBe TakXe 3allpOCUTh y  3asBUTENS  PE3yJIbTaThI
JTOTIOJTHUTEIBHBIX ~ MCCJICAOBAHUM I JajbHEUIEH  XapaKTEePUCTUKHU

O0COOEHHOCTEH, SIBJISIOMIUXCS BaKHBIMU TSI 0€30macHOr0 u 3()PEKTUBHOTO
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IIPUMEHEHUS JIEKAPCTBEHHOIO Ipenapara. TakoW 3ampoc B TOM YMCIE
JOJKEH COJEpKaThb YyKa3aHUE O HEOOXOAUMOCTH IPOBEACHUS JIOOBIX
JOTIOJIHUTEIILHBIX ~ MCCIEAOBaHUM, TOMHUMO TMpeJlaraéMblX B  IJIaHE
dhapMakoHaa30pa;

YIOJIHOMOYEHHBI OpraH (dKCHepTHas OpraHu3anus) pePepeHTHOro
rocygapctsa Ipu  (OpMyNIHpOBaHMM  3ampoca O  JOMOJHUTEIbHBIX
UCCJIEIOBAHUAX JOJKEH OLEHUTh (PU3NYECKYI0 BO3MOKHOCTH BBIIIOJIHEHUS
TaKUX MCCIIEIOBAHUN U CTENEHb OOBbEKTUBHOCTHU MOTYyYaeMbIX HEJOCTAIOIINX
JAHHBIX, KOTOPBIE MOTYT OBITH MOJMYYEHBI IO X PE3yJIbTaTaM.

[TockoyibKy Ha3HAYCHUE 3asIBUTEIIO OCOOBIX Tporenyp (00sS3aTenbCTB)
MOXKET TpeOoBaTh HAIMYUS CHCHHAIBHBIX  KIMHUYECKUX  3HAHUH,
YIOJHOMOYEHHBIM oOpraH (dKCIepTHas opraHuzanus) pedepeHTHOro
rocy/lapcTBa MOXET KOHCYJIbTUPOBATbCSI C OSKCHEPTHBIMH U pabouyuMu
rpynmnamMu, CO3JaHHBIMU TMPU OKCIEPTHOM KOMHUTETE IO JIEKApCTBEHHBIM
cpeactBaM. IlepedeHp TakuxX  OCOOBIX  mporeayp  (00s3aTeNnbeTB),
HA3HAUYCHHBIX NPU PETUCTpPALMU 3asBUTENO, JIOJDKEH OBbITh YyKa3aH B
OPWIOKEHUH K  PErUCTPAlMOHHOMY  YJOCTOBEPEHHID  BMECTE  C
OTpENICJICHHBIMI CPOKAMH W JaTaMH WX BBIMOJHEHUS W OTPaXaThCi B
€IVMHOM pEECTpe 3aperuCTPUPOBAHHBIX JIEKApCTBEHHBIX cpencts Coroza
COBMECTHO C PETUCTPALMOHHBIM YOCTOBEPEHHEM,;

a) yCIIOBUSL WJIM OTPAHUYEHUS, KACaIOIIMECs] YCTAHOBJIEHUS KaTerOpHUU
OTITyCKa Y MPUMEHEHUS JIEKapCTBEHHOIO Mpernapara,

0)yclioBUsT WM  OrpaHWYEHUS  Kacaromuecs  O€30MacHOTO W
3¢ (PEeKTUBHOTO MPUMEHEHHUS JICKAPCTBEHHOTO Mpernapara.

Takue ycnoBuS YCTaHAaBIMBAIOTCS B PEUICHUH YIOJIHOMOYEHHOTO
opraHa (KCIEpTHOM opraHuzanuu) pedepeHTHOTO TocyAapcTBa W jalee
OTpaXaroTCsl B COOTBETCTBYIOIIMX pazjieiax UHPOPMALMU O JEKAPCTBEHHOM

npemnapare (0OIlIer XapakTepUCTHUKE JIEKAapCTBEHHOrO Mpemapara u
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UHCTPYKIHMHA 10 MEIMIIMHCKOMY NPHMEHEHHUIO JIEKapCTBEHHOIO IIpermapara
(mucTKe-BKIABIIIE));

B) 001I1as1 XapaKTEPHUCTUKA JIEKAPCTBEHHOTO MperapaTa, HHCTPYKIIHS I10
MEIULIUHCKOMY IPHMEHEHHIO JICKAPCTBEHHOTO Ipemapara  (JIMCTOK-
BKJIQJIBII) M JI00as MEIUIIMHCKass WH(popMaIlysi, KOTOPbIe OJIHO3HAYHO U B
JOCTYIHOM JIJ1s1 IOHUMAHHUS KaK MEIUIIMHCKHX PAOOTHUKOB TaK M MAIHCHTOB
¢dbopme OyayT yka3pIBaTh Ha TO, YTO UMEIOIINEC JaHHBIE O PACCMATPHUBAEMOM
JIEKApCTBEHHOM IIpenapare B yKa3aHHBIX ONpEAelNCHHBIX pasjienax oOIuei
XapaKTepUCTUKH  JIEKAPCTBEHHOTO  Ipermapara,  HUHCTPYKIHMH  II0
MEAMIIMHCKOMY  MPUMEHCHHUIO  JICKAPCTBEHHOrO  Imperapara  (JIUCTKe-
BKJIAJIBIIIIE) SIBJISIEOTCST HEOCTATOYHBIMH.

OO1mras XxapakTepHCTHKA JIEKAPCTBEHHOI'O MperapaTa U MHCTPYKIIUS I10
MEAMIIMHCKOMY  MPUMCHCHHIO JIEKAPCTBEHHOr0  Ipemapara  (JIMCTOK-
BKJIAJIBIII) JOJIKHBI COJACPKATh HH(POPMAIIUIO O TOM, YTO PETHCTpalis Oblia
OCYIIECTBICHA HA YCJIOBHMSX BBIIOJHEHHS OINPEACICHHBIX  OCOOBIX
00513aTEeNbCTB, HOUIEKAIINX €KETOTHOMY IIEPECMOTPY.

CBeneHuss B HMHCTPYKIHMHA [0  MEAMIIMHCKOMY  IIPUMEHCHHIO
JICKAPCTBEHHOIr0 mpemnapara (JIUCTKe-BKIAIBIIIC) IOLKHBI COOTBETCTBOBATH
OOIIEIPUHATHIM CTaHJAPTAM HAMKMCAHUS MMOHATHOTO MAIlMEHTy MaTepuaja u
TpeboBanusiM K  HHCTPYKIMH IO  MEIULIUHCKOMY  IPHMEHEHHIO
JIEKapCTBEHHOr0 MperapaTta M OOIIed XapaKTePUCTHKE JIEKaPCTBEHHOI'O
npenapara JUis MEIUIUHCKOTrO0 NPUMEHEHHUs, YTBEPXKICHHBIM PeleHuem

Cosera EBpaswuiickoii s5koHOMUYECKOU KoMuccHH OT 3 Hosiopst 2016 1. Ne 88.

7. ExxerogHasi mepeolieHKa COOTHOIIEHUS «I0JIb3a — PUCK

Oco0Obie 00s13aTENBCTBA, KOTOPHIC OBLIM BBIMIOTHEHBI 3asABUTEIIEM,
GOPMHUPYIOT OCHOBY JIJISI €XKETOJHOW TIEpPEOIeHKH YITOJTHOMOYEHHBIM

OpranoM  (PKCIEPTHOM  opraHuzauuei) pedepeHTHOro rocyjaapcrsa
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COOTHOIIIEHHUSI «I0JIb3a — PHUCK» JJII KOHKPETHOTO JIEKapCTBEHHOTO
npenapara. [IpogomkeHne perucTpanyu J0JKHO ObITh CBSI3aHO C €KEr0IHOU
MEPEOLCHKON TaKUX YCIOBHUM.

[Ipouenypa mepeperucTpanid JICKQpCTBEHHOIO  IIperapara B
UCKJIFOYUTEIbHBIX CIIy4YasiX BBINOJHAETCS B COOTBETCTBUU C pazaeiom VI
[IpaBwii, a perucTpaliOHHOE YJIOCTOBEPEHHE BBIJAETCS HA CPOK S JIeT.
[locnenyrolee  perucTpallMOHHOE — YJIOCTOBEPEHHE  JIEKAPCTBEHHOIO
mpernapara MOXeT ObITh O€CCpOYHBIM B Ciydae, €CJId YHOJHOMOUYCHHBIM
oprad (3KCIlepTHasi OpraHu3alys) rocyjapcTBa-4wieHa HE MPUMET pEIICHHUE,
110 0OBEKTHUBHBIM OCHOBAHUSM, KacaloIUMCs pe3yJIbTaToB (papMakoHaa30pa,

HA3HAYUTH OJHY JIOMOJHUTENIbHYIO MEPEPErUCTPALINIO YEPE3 DJIET.

[MTPUJIOXEHUE Ne 26

K [IpaBunam perucrpanuu u
DKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB
JU11 MEAULIUHCKOTO MPUMEHEHUS

IIpouenypsnl, KpuTepuu U TPpeOOBAHUSA
K perucrpaunuu B coorBercTtBuu ¢ nmoapasaesaom V.11 pasnena VI
IIpaBuJ perucTpannu u IKCHEPTU3BI JTEKAPCTBEHHBIX
CPEeACTB IJIsl MEIUIMHCKOT0 MPUMEeHeHU s

Hacrosiiee mpuio)keHrne yCTaHABIMBAECT TMOJIOKEHUS U OCOOCHHOCTH
OCYIIIECTBJICHUSI PETUCTPALMM JIEKAPCTBEHHOrO IIpernapara MNpHU YCIOBUU
BBITIOJTHEHUSI YCTAHOBJICHHBIX OCOOBIX 00S3aTE€IbCTB B COOTBETCTBUU C
noapazaenom VILII pazgena VIl IlpaBun peructpaiuu U 3KCHEPTU3BI
JIEKAPCTBEHHBIX CPEJICTB M1 MEIUIMHCKOTO MPUMEHEHUSI, YTBEPHKIECHHBIX
Pemienniem CoBeta EBpa3uiickoil 3KOHOMHUYECKOW KOMHUCCHUU OT 3 HOSIOps

2016 1. Ne 78 (manee — IIpaBuna).



85

|. IlpyHIUIIBI YCIOBHOM perucTpanuu
JIEKapCTBEHHOIO Mpernapara

[Ipexxne yeM JIeKapCTBEHHBIM  Mpenapar g  MEAUIMHCKOIO
npuUMeHeHus OyeT 3aperucTpUpOBaH i BbIBOJIa Ha PHIHOK XOTS ObI OJTHOTO
rocygapctBa — uieHa EBpa3uiickoro »KOHOMHUYECKOro coro3a (maiee —
rocynapctBa-wienbl, Cow3), OH  JOJDKEH  ObITh  HU3YyY€H B
HIUPOKOMACIITAOHBIX HCCIETOBAHUSAX, HEOOXOIUMBIX JJIsl MOATBEPKICHUS
ero 6e3omacHoCcTH, 3 (PEKTUBHOCTH U KavyecTBa ISl MPUMEHEHUS B 11€JIEBOM
MOMYJISIUU.

B oTHOLIEHNM ONpPENEIEHHBIX KATErOpHil JIEKAPCTBEHHBIX MPENapaToB
B LIENsAX OOEcCHedYeHUs] HEYJIOBJIETBOPEHHBIX MEIMIIMHCKUX MOTPEeOHOCTEM
NallMeHTOB W 3allUThl MHTEPECOB  3J0POBbSI  HACEJIICHUS  MOXKET
NOTPEOOBATHCSI PETUCTPAIMS HA OCHOBAHMM MEHEE MOJHBIX, YeM OOBIYHO
JAHHBIX, HO TIPU BBIMIOJHEHUH YCTAHOBJIEHHBIX OCOOBIX 00s3aTEILCTB
(ycmoBHasi peructpanusi). K Takum KateropusiMm MOTYyT NPUHAATIEKATH
JIEKapCTBEHHbIC MpenapaThl, MPeIHA3HAUYCHHBIC 1JIs JICUCHUS, TPOPUITAKTUKHI
Wi MEIUIIMHCKOM JTIMarHOCTUKHU CEPBhE3HBIX (TSKENBIX)
UHBAJIMIM3UPYIOIIUX WIM YIPOXKAIOWIMX SKU3HU 3a0oieBaHui, Jau0OO
JICKapCTBEHHBIC TIPEMmaparhl, MPUMEHSIEMbIE B JKCTPEHHBIX CHUTYyalUsX B
OTBET Ha Yrpo3bl 3J0pOBBIO HaceJeHUs, Npu3HaHHble BcemupHoii
OpraHu3alueil  3ApaBOOXpAHEHUS WIM YIOJHOMOYEHHBIMH OpraHaMH
rocyAapCTB-4JIEHOB, JIMOO JIEKAPCTBEHHbIE Mpenaparbl, UMEIOIINE CTaTyC
op(haHHBIX B COOTBETCTBYIOILIEM IOCYJapCTBE-UIICHE.

B ykazaHHOM BbIllI€ Cly4dae AAHHBIE, HA KOTOPBIX MOXKET CTPOUTHCS
3aKII0YeHUE 00 YCIOBHOW pPETHCTpPAllid, MOTYT OBITh MEHEE TOJHBIMH,
OJIHAKO COOTHOIIEHHUE «I0JIb3a — PHUCK» IJisl JIEKApCTBEHHOTO IMperapara
JOJKHO OCTaBaThCsl MOJIOKUTEIbHBIM. bosiee Toro, mosb3a Ajis 370pOBbS

HaCCJICHUA OT HGS&MCHHHTCHBHOﬁ PETUCTpAINHA TAKOT'O JICKAPCTBCHHOI'O
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mpernapara  JOJDKHA IIEPEBEIIMBATH PHUCK, CBSI3aHHBIM C  OTCPOYKOU
IIPENOCTABIICHHUS TOTIOJHUTEIIBHBIX JaHHBIX.

VYcioBHas perucrpanus JIEKAPCTBEHHOIO IIpernapara MPUMEHSETCs B
Clly4yasX, KOIJla HEMOJHOM SBIAETCS TOJBKO KIMHUYECKAs 4YacTh
PErUCTPALIMOHHOIO JTOChE JIEKAPCTBEHHOTrO mpenapara. i1 JekapcTBEHHOTO
Ipernapara, NPUMEHAEMOTO B JKCTPEHHBIX CUTYalMsIX W CIIy4asxX YIPO3bl
3I0POBBI0 HACEJICHMS, JAOMYCKAIOTCA TAKXKE HEMOJHbIE JOKINHUYECKHE
JAHHBIC UJI JJAHHBIE B COCTaBE MOJYJS 3 PETHUCTPALIMOHHOTO JIOCKE.

[Ipr yciioBHOM perucrpanuu JEKapCTBEHHOrO Ipernapara B IpoLecce
€ro DHKCIEPTHU3bl HApPaBHE C OTYETAMH O TMPOBEACHHBIX KIMHUYECKUX
UCCIIEIOBAHMSAX, YKa3aHHBIX B MyHKTEe 36 [IpaBui, paccMaTpuBarOTCs OTYETHI
O IIPOBEICHHBIX KIWHUYECKUX HCCIEAOBAHUAX, BKJIIOUYCHHBIE B COCTaB
MOZYJII 5 €ro perucTpalioOHHOIO [JOChE, €CIM OHM YaCTUYHO WIIH
IOJIHOCTBIO MPOBEAEHBI HA TEPPUTOPHUSIX CTPAH perMoHa MeXIyHapOIHOTO
COBETa MO TapMOHM3AIMU TEXHUYECKUX TpeOOBaHUI K (apMaleBTUUYECKUM
npenaparam aiasi MenuuuHckoro npumeHenus (ICH) u Ha uX ocHOBaHUHU
JEKAPCTBEHHBIA Mpenapar 3aperucTpUpOBaH Ha TEPPUTOPHM  CTPAHBI
naHHoro peruoHa. [lpm HEOOXOAMMOCTH YIOJIHOMOYEHHBIM OPTraHOM
(9KCHepTHOH opraHuzanueil) peepeHTHOro ToCyAapcTBa MOXKET ObITh
VHULAAPOBAHO NPOBEICHUE WHCHEKUHUHM KIMHUYECKOTO HCCIIENOBAaHMUS Ha
cooTBeTCcTBUE TpeOoBaHusM [IpaBuin Hajexamed KIMHAYECKON MPaKTHUKU
EBpa3uiickoro S5KOHOMHUYECKOTO COK03a, YTBEpKAEHHbIX Pemennem CoBera
EBpasuiickoit 3xoHOMUYEeCKON KoMuccuu oT 3 Hosa0pst 2016 1. Ne 79,

B mensx oOecnedeHusi COOMIOEHUS] MPUEMIIEMOTO OallaHca MEXIY
oOjeryeHueM JocTyna K JIeKapCTBEHHBIM NIpernapaTam [Uisi MalUeHTOB
C HEYJOBJIETBOPEHHBIMH MEIUIUHCKUMU noTpeOHOCTIMU U
pENOTBPALIEHUEM perucTpauuu JIEKapCTBEHHBIX IIpENapaToB

C HeOmarompusaTHBIM TpoduieM O€30MacHOCTH WM OTPHUIIATEITHLHBIM
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COOTHOIIEHUEM «II0JIb3a — PHUCK» TaKU€ PETUCTPAlUd HEOOXOIUMO
OCYUIECTBJIATh MPU YCIOBHUH BBINOJHEHHS OCOOBIX 00513aTeNbCTB. Jlepxarens
PErUCTPAIIMOHHOTO YJIOCTOBEPEHUSI HEOOXOIMMO 0053aTh 3aBEPIIUTH WIH
HaYyaTh ONpe/eJICHHbIC UCCIICIOBAHUS B IIEJISIX MTOATBEP>KACHUS TOTO, YTO:

COOTHOUIIEHHUE «I10JIb3a — PUCK» MOJIOKHUTENBHOE;

OTCYTCTBYIOT HEpELIEHHBbIE BONPOCHI, Kacaroluecs Oe30MMacHOCTH,
3¢ (PEeKTUBHOCTH U KauyecTBa JICKAPCTBEHHOTI'O MIpenapara.

VYcnoBHasi peructpaius JEKapCTBEHHOTO IMperapara OTIWYaeTCs OT
NPOLEAYPHl PETUCTPALINH, OCYIIECTBISAEMON B UCKIFOUUTEIBHBIX CIy4asix B
coorBercTBuu ¢ mnoapaszaenoMm VILII paspmena VIl IlpaBuin. YcnoBHas
perucrpanus JEKapCTBEHHOI'O Mpernapara OCYLIECTBISETCS 10 MOJy4YEHUs
BCEX JIaHHBIX O ero Oe3omacHocT U >(ddekTuBHOCTH. BMecTe ¢ TeM He
IUTAHUPYETCS, YTO PErucTpalyisl TaKoro JIEKApCTBEHHOrO Mpemnapara Oyaer
ocTaBaTbcad YCIOBHOM OeccpouHo. Ilocne mpenocTaBieHHs HEAOCTAIOLIUX
JAHHBIX  PErMCTPAlMOHHOIO  JOChE€  JIEKAPCTBEHHOTO  Ipemnapara
YIOJHOMOYEHHBIM OpPraHoM (IKCHEpTHOM opranuszanuei) pedepeHTHOoro
rocyJapcTBa MOXET OBbIThb TPUHATO PEIICHHE O MNPEKpallleHuH Ccraryca
YCIIOBHOW PErucTpalvM JIEKAPCTBEHHOI'O Ipernapara (TO €CThb perucrpauus
nepectaeT OBbITh YCIOBHOW W HE TpeOyeT OoJiee BBITIOJHEHHS OCOOBIX
00s13aTeNbCTB). B oTiMuMe OT YCIOBHOW pPErHCTpaldi MPH PErHCTPAIUH
JIEKapCTBEHHOIr0 Mpenapara B HUCKIIOYUTENbHBIX CIIy4yasx MNPUHIUIHAIBHO
HEBO3MOYKHO COCTaBUTh WU NPEACTABUTH MOJHOE PErMCTPALMOHHOE J0ChE
TaKOT0 JIGKApPCTBEHHOTO Mpenapara rno 00beKTUBHBIM MIPUINHAM.

3asgBIEHUS Ha YCJIOBHYHK) PErMCTPALMIO JIEKAPCTBEHHOI'O Ipernapara
MOTYT TaK)Xe BKJIFOUATh B c€0s 3aIIpOC MPOLETyPbl YCKOPEHHON SKCIEPTU3BL,
npeaycmoTrpennoi moapazaenom VILIV pasznena VIl IlpaBun. B nanHom

ClIydac 3asBJICHUC Had PETUCTPALNIO JICKAPCTBCHHOI'O IIpCIiapara AJOJIZKHO
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COJIEpKaTh  IEPEYEHb  MOCTPETUCTPAIMOHHBIX  MEp, YKa3aHHBI B
npuioxxennn Ne 2 k [IpaBumnam.

OkcnepTu3a 3asBJICHUS HAa YCIOBHYIO PETUCTPAIUIO  SIBISETCS
CTaHIApTHOM MpoLeAYpO, ycTaHoBIeHHOU pa3aenamu V u VI Ipasun, ecinu
MHOE HE MPETyCMOTPEHO HACTOSIIUM MPUIOKEHUEM.

B cootBerctBum ¢ noapasaenom VILIII pasnena VII IlpaBun ycinoBHas
peructpanus OyJeT JeHUCTBUTEIbHA B TeueHHWE 1 Tojga ¢  eXKerogHoi
[IEPEPETUCTPALIUEN. [IpenenbHbIN CpPOK 10JIa4H 3asBJICHUSA
Ha TEepeperucTpauuio (IMOATBEPKICHUE PETUCTPALMM) JTOHKEH COCTABISATH
6 MecsI1eB 10 1aThl UCTEUCHUS JEHCTBUS PETUCTPALNH, & YIIOJTHOMOYEHHBIM
opraHoMm (dKCHEPTHOW opraHu3anuell) peepeHTHOro TOCyIapcTBa JO0HKHO
OBITh MPUHSATO pelieHue B TeueHue 60 pabouux JHEW CO JHS MOJyYEHUS
Takoro 3asiBlieHus. YToObl rapaHTHUPOBATh, YTO JICKAPCTBEHHBIC IMpenapaThl
HE OyIyT M3BIMATHCS C PBIHKA, MCKIIOYUTEIBHO M3 COOOpaKEHUU OXPaHbI
3I0pPOBbSI HACEJEHUs, PETUCTPALIMOHHOE YJIOCTOBEPEHHE, BBIIAHHOE IO
IpoLIelype YCIOBHOW PETUCTpalUu, JOJKHO OCTaBAThCS JEHCTBUTEIIbHBIM
0 TPUHSATUSL YIOJTHOMOYEHHBIM OpPraHoM (SKCIIEPTHOW OpraHu3alueil)
pedepeHTHOrOo TroCynapcTBa pEIICHHs 10 pe3yibTaTaM JIKCIEPTU3BI
3asBJICHUS Ha TMEpeperucTpanuio (MOATBEPKIAECHUE PErucTpaluu), IpU
YCJIOBUU UYTO JIAHHOE 3asiBJICHHE IMOJAHO JI0 UCTEUYECHUS MPEAEIbHOTO CpOKa
MOIa4M 3asIBJICHUS Ha TIEPEPETUCTPAIUIO (MIOITBEPKIACHUE PETUCTPAIUH).

Nudopmarus 00 yCIOBHOM XapaKTepe pErucTpaiuud J0JDKHA ObITh
YETKO M3JI0’KeHa B OOIIEW XapaKTEpHCTHKE JIEKApCTBEHHOTO Mperapara, a
TaKK€ B HMHCTPYKIMU IO MEAUIMHCKOMY MPUMEHEHUIO JIEKApCTBEHHOTO
npermapara (JJMCTKE-BKIIAJIBIIIE).

JInst  ekapCTBEHHBIX MPenaparoB, 3aperuCTPUPOBAHHBIX YCIOBHO,
BOKHBIM  SIBJISICTCS  BBINIOJIHEHUWE TpeOOBaHUW U 00S3aTENIBCTB 1O

dbapmakoHam30py, KOTOpble mpeaycMoTpeHbl [lpaBunmamu Hammexaniei
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NpakTUKH  (papmakoHaa3opa EBpa3milckoro 53KOHOMHUYECKOTO  COH03a,
yTBep)kIcHHbIMU ~ Pemennem CoBeta EBpasuiickoi  3KOHOMHYECKOMN
komuccuu oT 3 Hosiopst 2016 1. Ne 87. BmecTe ¢ TeM HE0O0X01MMO U3MEHHUTh
CPOKHM TIPEJOCTaBIICHUS] TEPUOJUYECKOr0 OOHOBIAEMOr0 OT4YeTa IO
0€30IMacHOCTH, YTOOBl YYECTh E€XKETOJHYI0 MEepPEePEerucTpalnio YCIOBHO
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MIPENapaToB, YTO JOJDKHO OBIThH
OTPaXEHO B MPWIOKECHUSIX K PETUCTPALIMOHHBIM YJIOCTOBEPEHUSIM TaKUX
MPENapaToB.

[InaHupoBaHWE UCCIAEAOBAHUN M IMOJAYU 3aSBJICHUS HA PETUCTPALIUIO
MPOBOJIUTCS HA pPaHHEM JdTame pa3pabOTKH JIEKAPCTBEHHBIX IIPENapaToB.
[TonoOHOE TIaHUPOBAHUE 3aBUCUT OT BO3MOXKHOCTH YCIIOBHOM PETUCTPAIIHH.
[Io »TOil mpuUYMHE YIIOJTHOMOYEHHBIM OpraH (PKCIEpPTHAsE OpraHU3alMs)
pedepeHTHOrO TOCYHmapcTBa 0053aH OOCCIEYHUTh MEXaHM3M HAyIHOTO
KOHCYJIbTUPOBAHUS  Pa3padOTUYMKOB UM  3asBUTENIEH O BO3MOXKHOCTHU
OPUMEHEHHsS  YCIOBHOW  perucTpaliui K  pa3padaTbiBaeMOMYy  WJIU
3asBJISIEMOMY Ha PETHCTPALUIO JIEKaPCTBEHHOMY IpenapaTy B COOTBETCTBUU

¢ myHKTOM 26 [IpaBui.

I1. OGnacTs npuMeHEHUs

Hacrosimee npuiiokeHue MpUMEHSAETCA K JICKAPCTBEHHBIM IIpernaparam
JUI MEIULUHCKOTO TPUMEHEHUS, TPUHAIICKAIIUM K OJHOU W3 CIEAYIOLINX
KaTEerOpuil:

JICKApCTBEHHBIE  TIpEmNaparbl, IMPEIAHA3HAYECHHbIE Ui JICUEHHS,
npodUIaKTUKH 158105 JTAArHOCTUKU CEepPbE3HBIX (TSKENBIX)
VMHBAIUJAN3ZUPYIOMINX WIH YTPOKAIOUIUX KU3HU 3a00JI€BAHUN;

JICKapCTBEHHbIE Mpenaparbl, IPEAHA3HAYEHHBIE I IPUMEHEHUS

B CUTyallUAX YI'PO3bl 3O0POBLBIO HACCICHUA, B YCTAHOBJIICHHOM IIOPAOKC
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MPU3HAHHBIX ~ BceMupHOM  oOpraHM3anved  3ApaBOOXPAHEHUS WU
YIIOJTHOMOYEHHBIM OPraHOM IrOCyJapCTBa-4YJICHA;
JIEKapCTBEHHBIC TMpemnaparbl, HMEIOIIME CTaTyc OpdaHHbIX WU

pU3HAaHHBIC OpPaHHBIMU B TOCYyAapCTBaX-UJICHAX.

I1l. Yka3zanus no BINOJHEHUIO 001X TpeOOBaHUM

K MPOLIEIyPE YCIOBHOM peruCTpaliu JIEKapCTBEHHOIO Mpenapara

B cootBerctBuu ¢ noapasnenom VILIII paznena VIl IlpaBun mocne
KOHCYJIbTAIIMM ~ YIIOJHOMOYEHHOIO OpraHa (PKCIEPTHOM OpraHu3aliyim)
pedepeHTHOrOo ToCyaapcTBa C 3asBUTENIEM PETUCTpaAlldd MOXKET ObITh
OCYILIECTBJIICHA TIPH COOJIOJICHUM OIPEICICHHBIX OCOOBIX 0053aTCIhCTB
JepKaTeJIeM PETUCTPALIMOHHOTO YAOCTOBEPEHUS, €XKETOJHO OIEHUBAEMbIX
YIOJHOMOYEHHBIM OpPraHoM (PKCIIEPTHOM opraHuzanuen) pedepeHTHOro
rocynapctBa. llepedeHb Takux o00s3aTEIbCTB JOJDKEH OBITh YyKa3aH B
PErUCTPAlMOHHOM YAOCTOBEPEHUHU JIEKApCTBEHHOTO npenapara,
pa3MENIEHHOM B €JIMHOM PEECTPE 3apETrUCTPUPOBAHHBIX JEKAPCTBEHHBIX
cpeactB Coro3a. YciaoBHasI peructpanus JeicTBUTEIbHA B TeueHue 1 roja u
TpeOyeT MOATBEPKIACHUSI PEruCTpaluu (MepeperucTpainr) ¢ eKerogHoun
MEPEOIEHKON COOTHOIICHUS «T10JIb3a — PUCK.

YcnoBHas perucrpauusi MpUMEHMMA K JIEKAPCTBEHHBIM Ipernaparam C
TaKUM COOTHOILIEHHEM «I0JIb3a — PUCK», IJII KOTOPOTO MOJIb3a OT JI0MycKa
Ha PBIHOK paccMaTPUBAEMOTO JICKAPCTBEHHOTO MpenapaTta OyeT MPEeBhIIATh
PUCK, CBSI3aHHBIM C OTCYTCTBHEM YacTH JaHHBIX O O€30MacHOCTU U
3 PEKTUBHOCTH JIEKAPCTBEHHOI'O Mperapara Ha MOMEHT €ro perucTpaluu
(TO ecThb K JIGKapCTBEHHBIM IIpenapaTraMm C JIOKa3aHHOM CHOCOOHOCTHIO
o0OecreunBaTh HEYJIOBIECTBOPEHHBIE MEIUIIMHCKHAE MOTPEOHOCTH CHCTEMBI

3JIPaBOOXPAHCHU).
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1. OcymiecTBieHNE YCIOBHON perucTpaluu
3anpoc 3asiBUTEIEM YCIOBHON PETHCTPaLNU

3asgBUTENb BIPABE 3AMPOCUTH YCIOBHYK PErHCTPALMIO MPU IOJade
3asBJICHUS] HA PETUCTPALMIO MO ACUECHTPAIM30BAHHOW MPOUEAYypPE WIH
NpPOLEAYPE B3aMMHOIO IPU3HAHHUS, 3alOJHUB COOTBETCTBYIOUIMN pa3aei
3asiBJI€HUS. 3apoc HEOOXOANUMO AOMOJHUTh TaHHBIMHU, MOATBEPKIAAIOINMU,
4YTO JICKAPCTBEHHBIM Mpenapar BXOAUT B chepy NMPUMEHEHHUS HACTOSIErO
IPWIOKEHUS U COOTBETCTBYET IMOJIOKEHUAM, YCTAHOBJIECHHBIM MOAPA3/1eIOM
2 HACTOSIIIETO pa3jena.

YTOTHOMOYEHHBIN OpraH (dKCHEepTHAas OpraHu3aius) pedepeHTHOro
rocygapctBa o00si3aH B TedueHMe 3 paboyumx JIHEW  pa3MECTUTh
B MHTETPUPOBAHHOMN MH(MOpMaMoHHO# cucteMe Coro3a CUCTEME CBEAECHUS O
3asBJICHUSAX HAa PErUCTPALMI0 JIEKAPCTBEHHOrO Iperapara, CoJep Kallux
3aIpoC YCIOBHOW PETUCTPALUH.

YTOTHOMOYEHHBIN OpraH (dKCHEpTHas opraHu3aius) pedepeHTHOro
rocyJapcrBa BIpaBe B CBOEM OJKCIIEPTHOM OTYETE, COCTABJICHHOM IO
pe3yibTaTaM 53KCIEPTU3bl 3adBJICHUS, MOJAHHOIO Ha PETrUCTpaluio 10
JEUEHTPAIM30BAaHHON MPOILEAYpEe WM MPOIEAype B3aUMHOIO MNPU3HAHUA,
IPEMIOKUTH YCIOBHYIO PETMCTPALIMIO MTOCIIE KOHCYJIBTALUU C 3asIBUTEIIEM.

[locie mnomydeHus 3asBICHUSA, COJEPKAIIErO 3alpoc yCIOBHOU
perucTpanuu, YyNoJHOMOYEHHBIM oOpraH (dKCIEpTHas  OpraHu3aius)
pedepeHTHOTO TOcyaapcTBa HMHPOPMUPYET ODKCHEPTHBIA KOMHUTET IO
JIEKapCTBEHHBIM CPEJCTBAM O Havalie MPOLEAYPhl YCIOBHOM perucTpaluu.

3asgBUTENEM MOXET OBITh TMOJAaHO 3adBJICHUE HAa YCIOBHYIO
PErUCTpALMIO JIEKAPCTBEHHOI'O Ipenapara; Takas MpoLeaypa TaKKe MOXKET
OBITH MPEAJIOKEHA YIIOJTHOMOUYECHHBIM OPTraHOM (IKCIIEPTHON OpraHu3aluei)

pedepeHTHOTO rocyaapcTBa.
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3asBUTENb BIIPABE:

0 TOJAaud 3asBJICHHS HA PErUCTPAalMi0 B IHCbMEHHOM BUJE
YBEJOMUTh  YNOJHOMOYEHHBIH  OpraH  (3KCIEPTHYIO  OpPraHH3aLUIo)
pedepeHTHOro0 rocyJapcTBa O CBOEM HAMEPEHUM I0/aTh 3asBJICHUE Ha
YCIIOBHYIO PETUCTPALUIO;

OJIHOBPEMEHHO C MOJAaueil 3asBJIEHUS HA PETUCTPALMI0 BKIIOYUTH B
cocTaB 3asBieHUA M noxpasnen 1.2.1 moxyns 1 perucrpanoHHOTO JIOChE
JIEKapCTBEHHOI'0 IIpenapara 3ampoc Ha IPOBEAEHUE IMPOLEAYPHl YCIOBHOU
pEruCTpaLyH.

3anpoc 10JKeH BKIIIOYaTh B ceOsl:

JaHHbIE, OOOCHOBBIBAIOIIME BO3MOXHOCTH MPOBEACHUS MPOUEAYPHI
YCIOBHOW pETUCTpaluu JIEKQpCTBEHHOTO IMpernapara, B TOM YHUCIE O
COOTBETCTBUHU JIEKAPCTBEHHOT'O Ipenapara YCIOBHUSIM, HEOOXOAUMBIM IS
BBIIIOJIHEHMS TAKOM IIPOLIEIY B,

IPENIOKEHUS 3a8BUTEIS 10 3aBEPLICHUIO MTPOBOASIINXCS MM HOBBIX
VICCIIEIOBAHUM;

PEI0KEHUS no pe3yiabTaTaM (dapmakoHa30pa (rpu
HEOOXOAMMOCTH).

B 3ampoce pomyckaeTcsi NPUBOAUTH CCBUIKM HA OTJEJBHBIE Pa3leibl

3as4BJICHUA HAa PCTUCTPALNIO U PCTUCTPALIMOHHOI'O JOCHC.

Ob6ocHOBaHME MPOBEICHHUS
MPOIEYPhl YCIOBHON perucTpanuu
3asBUTENh  0053aH  MPEJACTaBUTH  OOOCHOBAHME  TOTrO,  4YTO
JIEKapCTBEHHBIM TMpernapaT, MNOJAaHHBIM Ha PErucTpalui, COOTBETCTBYET
o0JlacTH TPUMEHEHHUS YCJIOBHOM pETHCTpalMH, yKa3zaHHOW B paszaene |l
HACTOSAIIETO JOKYMEHTAa. YKa3aHHOE€ OOOCHOBAaHUE I KaKJAOW W3 TPYIII

JICKAPCTBCHHBIX IMPEIIaApaTOB AOJIKHO BKIIIOYATH B ceos CICOYIOIME JAHHBIC.
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B OTHOIICHHWH JICKAPCTBEHHBIX TPEMapaToB, MpeAHA3HAYECHHBIX IS
JeYeHus, NpoPUIAKTUKA WIM JUATHOCTUKH  CEPhE3HBIX  (TSHKEINbIX)
WHBAJIMIU3UPYIOMIUX WM YIPOXKAIOIMKUX >KA3HU 3a00J€BaHUM TSKECTh
3a0oneBanusg (TO €CTh €ro CHOCOOHOCTh HPHBOAUTHL K (HOPMHUPOBAHHIO
CEPHhE3HOTO HMHBATUIUZUPYIOMIETO COCTOSHUS WM HOCHTH YTPOKAIOITUH
KU3HU XapakTep) JODKHA OBITh OOOCHOBaHAa ITyTEM MPEIOCTABICHUS
OOBEKTUBHBIX M TOJIAMOIIMXCS KOJIMYECTBEHHOW OICHKE MEIUIIMHCKUX
CBEICHUM WJIM SIUJIEMHUOJOTHYECKUX CBEJACHUU. YTPOKAIOIMNA KU3HU
XapakTep 3a0o0JieBaHMS  JIOMYCKAaeTcsi O0OCHOBaTh MPENOCTaBICHUEM
rpa@uKoB CMEPTHOCTH U OXHUIAAEMON MPOJODKUTEIBHOCTU  KH3HHU.
CrocoOHOCTh 3a00JeBaHUS TPUBOIUTH K (POPMUPOBAHUIO CEPHE3HOTO
WHBAJIMIU3UPYIOMIETO  COCTOSHUS ~ TpeOyeT  MpOBEASHUS  aHaIM3a
MOPOUTHOCTH U TIOCIIEJCTBUM 3a00JIeBaHUS (COCTOSIHUS) NIl TTIOBCEHEBHOM
KU3ZHEIESITEIIbHOCTH MaIlueHTOB. YT0OBI 3a00JIeBaHE MOTJIO OBITh MPU3HAHO
CEpbE3HO HMHBAIMAUUPYIONIUM, OHO JIOHKHO OKa3biBaTh JIOKa3aHHOE
CYIIIECTBEHHOE BIIMSHHUE Ha IMOBCEIHEBHYIO JKH3HEIEATCILHOCTh TMAIlUEHTOB
yK€ Ha paHHUX, JIMOO Ha 00Jiee MO3THUX CTaAUsAX 3a00JeBaHus. ITU JaHHbIE
HEOOXOAMMO  KOJIMYECTBEHHO OIICHUTh C TIOMOIIBI0  OOBEKTUBHBIX
KPUTEPHUEB, HACKOJBKO ATO TO3BOJSET HUCIONb3yeMas METOJMKa aHaIu3a.
Kpome TOTO, peI0TBpaIIeHUE dbopmupoBaHus CEPHE3HOTO
WHBAJIMIU3UPYIONMIETO COCTOSHUS WM CMEPTEIBHOTO MCXOJa JIOKHO OBITH
OCHOBHBIM TIOKa3aHWEM K TMPHMEHECHHIO JICKapCTBEHHOTO TIperapara,
3asiBJICHHOTO Ha YCIOBHYIO pETHUCTpaiuio (To ecTh o0ecrneymBaTh €ro
3¢ (HEKTHBHOCTD IS ITOAABIISIFOIICH YACTH IICJICBOM TIOITYJISIIIHH).

B oTHOmeHMM neKapCTBEHHBIX NpEmapaTroB, MPEIHA3HAYEHHBIX IS
MPUMEHEHHUS B CHUTYaIlUsAX yTPO3bI 3JI0POBBIO HACEIICHHS, B YCTAaHOBJICHHOM
NOpsIIKE TIPU3HAHHBIX BceMupHoO# opranmsanmeit 3apaBooxpanenus (BO3)

WIM  yIOJHOMOYEHHBIM  OpPraHoM  TOCYJapCTBa-4wi€Ha  HEOO0XOAHMO
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NpEeJACTaBUTh  OOOCHOBAaHME TOrO, YTO JIGKAPCTBEHHBIM  Mpemapar
npeHa3Ha4YeH ISl IPUMEHEHUS B SKCTPEHHBIX CUTYAIUsIX YIPO3bI 3I0POBBIO
HACEJICHHS ITyTEM YKa3aHUs CChUJIOK Ha COOTBETCTBYIONLYIO pe3oiironuo BO3
aMb0 Ha Mepbl MPOTHUBOJCHUCTBHS PACIPOCTPAHEHUIO YTIPO3bI 3I0POBBIO
HACEJICHUS, YTBEPKICHHbBIC YIIOJITHOMOUYEHHBIM OPTraHOM IrOCy1apCTBa-4JICHA.

B oTHOmIEHMH JIEKapCTBEHHBIX MpenapaToB, HMEKIIUX CTaTyC
opaHHOTO JIEKAPCTBEHHOTO MpernapaTa WIM MPU3HAHHBIX Op(paHHBIMU B
rocyJapcrBax-ujieHax HEOOXOAMMO MPEJOCTaBUTh KOMHUIO  pEUICHUs
YIOJHOMOYEHHOTO oOpraHa (dKCHEpTHOW OpraHu3anuu) pedepeHTHOro
rocyJapcTBa 0 MPUCBOCHUH JICKAPCTBEHHOMY TIpenapary craryca ophaHHOTO
JIEKapCTBEHHOr0 Mpenapara JMOO0 HWHOE JOKYMEHTaJbHOE MOATBEPKICHHE

HaJIM4YUA Y JAaHHOTO JICKAPCTBCHHOI'O ITPCIIapara Takoro craryca.

2. OcobeHHOCTH (POPMHUPOBAHUS PETUCTPAITMOHHOTO
JI0ChE JIEKAPCTBEHHOTO Tpenapara 1 €ro OleHKU
P MPOBEJICHUN YCIOBHOM PErUCTPAINH

JlexapcTBeHHBI TIpemapar MOXET OBITb 3aperucTPUPOBAH IO
poLeaype YCIOBHOM pEruCTpallii, €CJIU YIOJTHOMOYEHHBIM OpPraHoM
(3KcmepTHOM opraHuzaiueit) peepeHTHOr0 rocyapcTBa yCTaHOBJICHO, YTO,
HECMOTpPS Ha HEMPEJAOCTABJICHHE TMOJTHBIX KIMHUYECKUX JAaHHBIX O
6e3omacHOCTH U d(PPEKTUBHOCTH JIEKAPCTBEHHOTO Tpemnapara, BHIMOTHIIOTCS
BCE CIEAYIOIINE YCIOBUS:

MOJIOKUTEIBHOE COOTHOUIEHUE «II0JIb3a — PHUCK» JIEKAPCTBEHHOIO
npenapara;

3asBUTENIb  CIIOCOOEH B  mocieayiomeMm (Iocie  perucrpanuu
JICKapCTBEHHOTO Tpernapara) MPeJOCTaBUTh TOJHbBIE KIMHUYECKUE JTaHHBIC
(a Takke TPU HEOOXOJWMOCTH MOKJIMHWYECKHE JIaHHBIE W JaHHBIE O

KauecTBe);
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perucTpanusi JEKapCTBEHHOrO TMperapara IMO3BOJUT OOECHEeUUTh
HEYIOBJIETBOPEHHbIC MEJIUIITHCKUE MOTPEOHOCTH CUCTEMBbI
3/IpaBOOXPAHECHHS;

noyiib3a JUIsi  3JI0pOBbSI  HACEJEHUS OT JOMYCKa Ha  PBIHOK
JIEKApPCTBEHHOI'0 TIperapara MNPEBBICUT PUCK, CBS3aHHBIM C OTCYTCTBUEM
4acTH JAHHBIX O 0Oe30macHOCTU U A(PEGEKTUBHOCTH JIEKAPCTBEHHOTO
mpernapata Ha MOMEHT €ro peructpaiuu (Ipu yCIOBUU MPEAOCTABICHUS
TaKWX JJAHHBIX B JTAJIbHEHIIICM).

B sKkcTpeHHBIX cHUTyalusix, YKa3aHHBIX B a03are TpeTbeM paszaena |l
HACTOSIIETO TOKYMEHTA, YCIOBHAs! PErUCTPAILNs MOXKET OBITh OCYIIECTBICHA
pU COOJIOJICHUM YCJIOBUM, YCTAHOBJICHHBIX a03allaMu BTOPHIM — IISTHIM
HACTOAILETO TMOJIpa3/iesia M MPU OTCYTCTBUU TOJIHBIX JIOKJIMHUYECKUX
JAHHBIX WJIW JAHHBIX MOAYJIS 3 PETMCTPAIMOHHOTO JOChE HA JIEKAPCTBEHHBIN
npenapar.

Jlns  memeit ab3ama  BTOPOTO HACTOSIIETO IMOJpasjeiia IOHSATHE
«HEYJIOBJICTBOPEHHBIE ~ MEIUIIMHCKHE TOTPEOHOCTH» MPUMEHSETCS B
3HAYCHHH, YCTAHOBICHHOM myHKkToM 120° ITpasmui.

B pestome 115 3asiBI€HUS HA YCIOBHYIO PETUCTPALIAIO, PA3MEIICHHOM B
pazaene 1.8.2.9 monmyns 1 perncTparmoOHHOTO JIOChE, 3asBUTEIb O00s3aH
000CHOBATh BBITIOJIHEHUE KaXKJIOTO M3 YCJIOBHUM, YKa3aHHBIX B HACTOSIIEM

noipasiene.

[TonoXuTEIPHOE COOTHOUIEHUE «I10JIb3a — PUCK)
JIEKapCTBEHHOIO Mpernapara
B oOmeM ciiyqae mOATBEPKICHHE IMOJOKUTEILHOTO COOTHOIICHHUS
«OJIb32 — PHUCK» B PE3IOME Ha YCIOBHYIO PErUCTPAlMI0 JOJKHO OBITh
OCHOBAHO Ha HAy4YHBIX JOKa3aTeIbCTBAaX, B TOM UYHCIIE pe3yJbTarax

KIIMHUYECKHNX I/ICCJIGJIOBaHI/Iﬁ (HaHpI/IMep, PaHAOMU3NPOBAHHBIX
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KOHTPOJUPYEMBIX HCCIEIOBAHUI), KOTOpPbIE TMO3BOJISIIOT MOJTBEPIUTH
OIICHKY TepaneBTUUEeCKON 3(P(HEKTUBHOCTH, OE€30MACHOCTH U MOJIOKUTEIIBHOE
COOTHOIIIEHUE «I10JIb3a — PUCK» ISl JIEKAPCTBEHHOIO Mpenapara.

TpeGoBanusi K JOKYMEHTaM U JaHHBIM PETHCTPALMOHHOTO JOChE,
ycTaHOBJIeHHbIe B npwioxkeHun Nel k IlpaBunaM, mnOpuMEHUMBI K
JIEKApCTBEHHBbIM  MpenaparaM, KOTOpbI€  3asdBJICHbl Ha  YCIOBHYIO
peructpauuto. B ciaydae eciau  mpoueaypa  YCIOBHOM — PETUCTpALlUU
MPOBOAUTCA B OTHOUIEHWH JIEKAPCTBEHHBIX IIPENApPATOB, COAEPKAIIUX
JNEUCTBYIOIIME BEIIECTBA BIEPBBIE 3asBJSIEMBIE HAa  PErUCTPALUIO,
Oy CKAETCs PEJOCTABIICHHE JI0Ka3aTEIbCTB TEpareBTUYECKOM
3 PeKTUBHOCTH W 0E€30MaCHOCTH TAaKUX JICKAPCTBEHHBIX MpenapaToB B
MEHbIIIEM 00bEME MO CPABHEHUIO ¢ OOBIYHOUM peructparmeid. OgHaKO 3TOro
o0beMa JaHHBIX [JOJDKHO OBITH JOCTAaTOYHO IS  TMOJTBEPKIACHUS
MOJIOKUTEIBHOTO COOTHOIIEHUS «I0JIb3a — PUCK» U YCTAHOBJIECHUS 3HAUUMOM
MOJIb3bI JIEKAPCTBEHHOTO IIpenapaTa, MPEBbIIAIONIENH PUCKHU:

NPUMEHEHUSI JICKAPCTBEHHOTO TMpenapara, BBIABICHHBIE B XOJI€
KJIIMHUYECKUX UCCJICIOBAHUIT;

OTCYTCTBHSI YacCTH JaHHBIX O TepameBTUYECKOW 3(PPEKTUBHOCTU U
0€30MacHOCTH JIEKAPCTBEHHOTO Ipemnapara.

B cnyyae mpoBeneHusi mpouenypbl YCIOBHOW PErUCTpalvy JOJKHBI
OBITh JTOCTYIHBI MOJPOOHBIC JaHHBIC, COAepKaluecs B Moayisix 3 u 4
perucTpauMoHHoro nocbe. Ilpu 3TOM JOmycKaeTcss MpPEeaOCTaBICHUE
HETOJHBIX JAaHHBIX KJIMHUYECKUX UCCIEOBAHUM, COAEPKAIIMXCS B MOIYJIE O
PETUCTPAMOHHOTO  A0Che. [lOCKONMBKY TMpH YCIOBHOM pETUCTpalU
HaOII0/1aeTCsl HEONPEACICHHOCTh OLICHKH, CBSI3aHHAs C OTCYTCTBHMEM YacTH
JAHHBIX KJIMHUYECKUX MCCIEAOBAHUM B MOJYJIE 5 PErHCTPAIIMOHHOTO JOChE,
OCTaJIbHBIE MOJIYJIM PETUCTPALIMOHHOTO JI0ChE JOJDKHBI COAEPKaTh MOJIHBIN

00bEeM JTaHHBIX BCEX TPeOyeMBIX HMCCIICAOBAHUM W HE MMETh HEIOCTAFOIINX
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JAHHBIX, KOTOpBIC OBl YBEIMYHUBAIA BEPOSATHOCTh B IEISIX HMCKIIOYCHUS
OMMOKKM B  OIEHKE  PErUCTPAlMOHHOTO  JIOChE,  CBSI3aHHOM  C
HEOTIPEICTICHHOCTBIO.

JIIs  IeKapCTBEHHBIX TIPEMaparoB, KOTOPHIE MpeaHa3HAYCHBI IS
MPUMEHEHHUS B SKCTPEHHBIX CHUTYAIlUSX MPU COCTOSHUSIX, HETIOCPEICTBEHHO
YTPOXKAIOIIUX KU3HU U 3I0POBBIO0 HACEICHHS, U KOTOPHIE MOTYT NMPUHECTH
0cO0yI0 TIONIb3y B OTHUX CHTYyallUusaX, JOIMYCKAeTCsS YCTaHOBJIEHHWE OoJiee
IMUPOKUX TPAHMI] TPUEMJIIEMOCTH pHCKa, CBSI3aHHOIO C HEMOJHBIMHU
JAHHBIMU PETUCTPALIMOHHOTO JI0Che. B TomOOHBIX chydasx ycJIoBHas
perucTpanusi MOXET OBITh TakK)K€ OCYIIECTBIEHA, €CIM JaHHBIE,
coAepkamuecss B MOAYJIIX 3 W 4 pErucTpaldoOHHOTO JO0ChE, TAKXKE HE
SBIIAFOTCSA TOJMHBIMU. [lo00HBIE JEKapCTBEHHBIE MperapaThl IMOJIekKAT
OIICHKE B  HHIMBUAYaJbHOM  TIOpSIKE C  y4eTOM  Xapakrepa
MPEAOTBPALAEMbIX UMM YIPO3 370POBbIO0 HACEICHHUS W TOJIOKHUTEIHHBIX
3¢ (PEeKTOB JEKaPCTBEHHOIO Mpernapara.

Jl1st 000CHOBaHMSI TTOJIOKUTEITHLHOTO COOTHOIIICHUSI «I10JIb3a — PHUCK»
JOJDKEH OBITh YCTaHOBIIGH TIPOQMIb OE30MacHOCTH JICKAPCTBEHHOTO
npenapara.

3asBHUTENH 00sI3aH:

MpOaHaJU3UPOBaTh, KaKOWM 0O0BEM JaHHBIX O O€30MacHOCTH H
3¢ (PEKTUBHOCTH JICKAPCTBEHHOI'O TIperapara sBJISICTCS HEIOCTYIHBIM Ha
MOMEHT TI0/Ia91 3asBJICHUS U OCYIIECTBIICHHS PETUCTPAIUH;

000CHOBaTh TMPHUEMJIEMOCTh BBIMOJHEHUS OIEHKH BO3MOXKHOCTHU
pEerucTpaIyy JIEKApCTBEHHOTO Tpernapara Ha OCHOBAHWN HETOJHBIX JAaHHBIX
UCXONd W3 YOEOUTENHbHOCTH WMEIONIUXCS B PETUCTPAIMOHHOM JOCHE
pPE3yNbTaTOB MCCIICIOBAHNN M HEOOXOIUMOCTH OOCCIICUHNTh TOJIOKHUTEIBHOE

COOTHOIICHHUC «I10JIb3a — PUCK».
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JlommyckaeTcsi mpenoCcTaBlIeHne TOC]Ie PETUCTPAIlU JICKAPCTBEHHOTO
nperapara CJISAYIOIINX JaHHBIX (€CIM 3T0 000CHOBAHO 3asSBUTEIICM)!

pPEe3YJbTAaTOB OIICHKM 0o0Jiee TOJITOCPOYHOM M 0oJjiee HaJIeKHOU C
KJIMHAYECKOW TOYKU 3PEHHS] KOHEYHOU TOUYkH 3(P(GEeKTUBHOCTH (B ciydae
€CIM TIEPBOHAYAIIBHO B PETHUCTPAIIMOHHOM JOChe OBLIM MPEICTaBICHbI
TOJILKO JaHHBIE 00 OIIEHKE MPOMEXKYTOYHOW KOHEYHOU TOYKH) (Hampumep,
JaHHBIE O BBDKMBAEMOCTH, a HE O YacTOTe OOIIEro OTBETa MAIlMEHTOB Ha
BMEIIIATEIbCTBO);

JaHHBIX O ©Oe3omacHOCTH MW A(PGEKTUBHOCTH  JIEKAPCTBEHHOTO
mpernapara, MojJydeHHbIX U3 0ojee OOmMpHOW 0a3bl JAHHBIX WM JAaHHBIX,
MOJIYYCHHBIX Ha OCHOBE OoJjiee MPOJODKUTEIIBHOTO HAOIIOJEHHUS, C TOH JKe
KOHEYHOW TOYKOM (TOYKaMH) M Ha TOW K€ MOMyJAuu (HampuMmep, 4acToTa
OTBETa MAIMEHTOB Ha BMEUIATEILCTBO MPHU 00Jiee MO3IHEN BPEMEHHOM TOUKE
KOHTPOJISA);

OTHAJICHHBIX JAaHHBIX O JOMOJHUTEIbHBIX KOHEUHBIX TOYKaX WIIU
0COOBIX BBISBJICHHBIX MpoOJieMax (HampuMmep, O BIMSHUM Ha METACTa3bl,
NICYCHOYHBIX HAPYIICHUSX);

JaHHBIX O KJIMHUYECKOW J(G(EKTUBHOCTH BaKIMH TNPHU  HUX
MPEAMIECTBYIOIIEM HCIONIB30BAaHUM JJISI PETUCTpAlU (HApUMEpP, TOJIBKO
JTAHHBIX 00 UMMYHOT€HHOCTH);

JOTIOTHUTEIbHBIX JaHHBIX B BaXHBIX CcyOmonyisuusx (Hampumep,
O TAIMEHTaxX C PE3UCTCHTHOCTHIO WJIM TMAIlUEHTaX C BaXKHBIM OMOMapKepoOM
3a00JIeBaHMUS);

JOTIONTHUTEIBHBIX JAaHHBIX O BJIUSHUAWA JAPYTHX JICKAPCTBEHHBIX
npermapaTtoB (Hampumep, AaHHBIX 00 d3(PQGEKTHBHOCTH KOMOWHAIIMH C
JIPYTHMH JICKAPCTBEHHBIMHM MPEIapaTaMH).

YcranoBiaeHue 01aronpusATHBIX 3P GEKTOB IPH YCIOBHON PerucTpaIuu

MOXKCT IOTCHIOHWAJIBHO OCHOBBIBATBCA HaA IIPOMCKYTOYHBIX KOHCYHBIX
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TOYKaX, KOTOpble 0OOCHOBAaHHO MOTYT MPUBOAUTH K KIMHUYECKOW MOJIb3E,
HO HETOCPEJICTBEHHO HE OmpenensaioT ee. Eciu mpemyiaraercss moaoOHBIM
MOAXO0J, HEOOXOJWMO C HCIHOJb30BaHUEM JOCTYIIHBIX JI0KAa3aTEIbCTB
MPOaHAJIU3UPOBATh MPUTOJHOCTh MPOMEKYTOYHOM KOHEYHOW TOYUKH ISt
YCTAHOBJICHHSI WJIM BBINIOJHECHUS TMPOTHO3a KIMHUYECKOW TOJIB3bl OT
MPUMEHEHUS JICKAPCTBEHHOTO Mpenapara. B 4acTHOCTH, 3asBUTENb 00s3aH
OLICHUTh CTENEHb HEOMPEAECICHHOCTH IMPU MPOTHO3E KIMHUYECKOW MOJIb3bI
HA OCHOBE MPOMEXYTOYHON KOHEUYHOW TOYKHM U OOOCHOBATH MPUEMIIEMOCTH
OTOM  CTENEHHW  HEONPEIACIICHHOCTU.  YCJIOBHAs  pErucTpauus ¢
HEOOXOAMMOCTBIO TOJATBEPKIACHUS B TMOCTPETHUCTPAIIMOHHOM TIEPHOJIE
KIMHUYECKOW TIOJb3bl JOIMYyCTHMA TOJBKO B TOM Clydae, €CJIH IO
pe3yJibTaTaM OILICHKM KIMHWUYECKas I0Jb3a JIEKAPCTBEHHOIO IMpemnapara Ha
OCHOBE  aAHAIM3a  IPOMEXKYTOUYHOM  KOHEYHOW TOYKHA  ITPEBBILIAET
HEOMPEIeNIEHHOCTh OIICHKU, KOTOpas (POpMUPYETCS ITOU MPOMEKYTOUHOU
KOHEYHOM Toukoi. HeoOxoamMo Takke MOSICHUTh, YTO B CIOydYasxX, KOrjaa
UCIMOJIb3yeMasi MPOMEKYTOUHAsT KOHEYHAasi TOYKAa SBJISETCS MOJHOCTBIO
BAJIUJIUPOBAHHON CyppOraTHOM KOHEYHOM TOYKOW (Hampumep, UCXOId HX
pELICHUN BEAYIINX MEXIYHAPOIAHBIX PETYJIATOPOB WM COOTBETCTBYIOIIETO
HAyYHOTO aHalIW3a) W JaJbHEHIINE JaHHBIE O (DAKTUYECKOW KIMHUYECKOU
moyiib3e HE TpeOyroTcs, MOXKeT OBbITh pPaccCMOTpPeHa BO3MOXKHOCTh
perucTpaluu JIeKapcCTBEHHOTO Tpernapara 0e3 0CoObIX 00s13aTENIbCTB.
[Ipumepbl yCTAaHOBJIEHUS MOJIOKUTEIBHOTO COOTHOILICHUSI «IOJb3a —
pUCK» TPpHU HEMOJHBIX JAHHBIX O Oe30macHOoCTH MW A(PPEKTUBHOCTH
JICKapCTBEHHOTO TperapaTa BKIIOYAIOT B ce0s cioydad, KOTaa, C OJHOU
CTOPOHBI, TPEJCTABICHHBIE JaHHbIE HEOOXOIMMO JIOMOJIHUTH, YTOOBI
CUUTATh KJIMHUYECKYIO OIICHKY JIEKAPCTBEHHOTO IIpenapara MOJHOCThIO
BBITIOJTHEHHOW (HANpUMep, JaHHBIMU, MOJYYEHHBIMU Ha OCHOBAaHUM OoJiee

MPOJOJKUTENILHOTO HAOIIOJICHUs, pe3yJibTaTaMu aHaiu3a 0oJjiee KpyHmHOM
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0a3bl JaHHBIX WM JAHHBIMM, TOJYYEHHBIMH B pE3yJbTaTe aHajau3a
JOTIOJTHUTEIBHBIX KOHEYHBIX TOYEK), HO, C JPYrod CTOPOHBI, MOJb3a OT
MPUMEHEHUS JIEKAPCTBEHHOTO Mpernapara, yCTAHOBJIICHHAss HAa OCHOBaHHUH
yKE€ HMMEIIINXCS OrPAaHUYCHHBIX JaHHBIX MPEBBIIMIAET PUCKU. B Takmx
ClydasiX C TOYKH 3pEHHUS HHTEPECOB OXPaHbl 370pOBbSl HACEJIECHHUS OyJleT
HEOOOCHOBAHHO OTKJIJIbIBaTh PETHUCTPALMIO JEKAPCTBEHHOrO Ipenapara u
BO3MO’KHOCTh Ha4aJIa €r0 MHUPOKOTO KIMHUYECKOTO MPUMEHEHUS.

OrpaHuyeHHbIH 00BEM JOCTYNHBIX JaHHBIX O 0€30MacHOCTU
JIEKaPCTBEHHOTO MpenapaTra BHOCUT BKIIAJ B HEONPEACIECHHOCTb U MTOIJIEHKUT
y4eTy TpPU OLEHKE COOTHOLICHUS «IoJb3a — puck». IIpuemiiemocts
0€30IaCHOCTH  JIEKQpCTBEHHOTO  Ipernapara  MOJJIEKUT  OLEHKE B
WHIUBUIYAJIbHOM MOPSJAKE HA OCHOBAHWMU JOCTYIHBIX MTAHHBIX C YYETOM
MIPOAEMOHCTPUPOBAHHOM IOJIb3bI JIEKAPCTBEHHOIO IIpErapara.

Takum  oOpa3oMm, yCIOBHas perucTpamus JOMyCKaeTcss  IpH
MPOBEACHUU HCCIECIOBAHUM C MEHBIIUM pa3MepoM BBIOOPKH U (WIJIH)
MEHBIIIEH MPOJOKUTEIBHOCTIO U (WJIM) UHBIMU KOHEYHBIMU TOUYKAMHU, TIO
CPaBHEHHUIO C TE€M CTaHJApTOM HCCJICIOBaHUM, KOTOPHIA HEOOXOIUM IS
MOATBEPKAAOIINX KIMHUYECKAX UCCIEA0BAHUN JICKAPCTBEHHOTO Mpenapara,
MpeIHa3HAYEHHOTO [IJIs  JICYCHHWS OMNpPEACICHHOTO0 BHAa 3a00JeBaHUN
(coctostHuii). BMmecte ¢ TeM mpu MNPOBEACHUM MPOLEAYPbl YCIOBHOM
perucTpalii B PETUCTPALIMOHHOM JIOChE HEO0OXOJUMO TMPEeIOCTABUThH
000CHOBaHWE, YTO T10JIb3a, YCTAHOBJICHHAs C IOMOIIBI JIOCTYIIHBIX B
PETUCTPAOHHOM JIOChE JAHHBIX, PEBBIIIAECT BO3MOXHBIC PUCKH, YUUTHIBAS
BBICOKHM YPOBEHb HEONPEACICHHOCTH TAaKOM OLIEHKM PHUCKA, CBSI3aHHOU C
HEMOJIHBIM 00BEMOM JAHHBIX PETUCTPAIMOHHOTO J0Che. [I0CKONMBKY pHUCKH,
00yCIOBJIEHHBIC HEMOJIHBIM 00BEMOM JTaHHBIX, HEBO3MOKHO TOYHO OIIEHUTb,
BBISIBJICHHBIE TI0JIE3HbIE A(QEKThl JIEKAPCTBEHHOTO IIperapara JI0HKHBI

MO3BOJIATH CHEJIATh OJHO3HAYHBIA BBIBOJ O €r0 KJIMHHUYECKOM II0Jb3Ee. ITO
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MO3BOJIUT OJIOOPUTH KIMHUYECKOE MPUMEHEHUE O0CO000 TMEePCIEKTUBHBIX
JIEKapCTBEHHBIX IPEMApaToB, KOTOPbIE MOTYT MPUHECTH 3HAYUTEIBHYIO
II0JIb3y CUCTEME 3PABOOXPAHEHUS B LIEJIOM.

OO00CHOBaHHME TOJIOKUTEIHLHOTO COOTHOIIEHUS «I0Jb3a — PHUCK» CO
CTOPOHBI 3asIBUTEJISI BKJIFOYAET B CEOsI:

MMEIOIIYIOCS OLIEHKY COOTHOIICHUS «IT0JIb3a — PUCKY;

oOCy>XJIleHHE JIFOOBIX  JIaHHBIX, CBSI3aHHBIX C  YCTAHOBJICHUEM
IIOJIOKUTEJIBHOTO COOTHOILIEHUS «II0Jb3a — PHUCK», IS HOATBEPKICHUSA
KOTOPBIX TpeOyroTCs JAJIbHEUIIINE UCCIIEIOBAHUS (Hampumep,
MOATBEPKIACHUE BIMUSHUSA HA JPYTHWE KOHEUHbIE TOYKH, OTHAJICHHBIC

3¢ dekThl, Ha 0COOBIC MOMYJIAIINU WU BBISIBICHUE OTBETUUKOB).

Bricokast BEpOSITHOCTb NPEACTABICHUS 3asIBUTEIEM
B [MOCIIEYIOIIEM (TOCII€ PETUCTPALIMU JIEKAPCTBEHHOTO
npenapara) MOoJIHbIX JaHHBIX PErUCTPALMOHHOIO 10ChE

B kagecTBe 0oco00ro 00s13aTenbCTBa A5 AEPKATEINs PErUCTPALIMOHHOTO
yAOCTOBEPEHUS JOJDKHO OBITH  MPEAYCMOTPEHO  00s3aTeNbCTBO IO
3aBEPIICHUIO TPOBOMSIIIUXCA MCCICIOBAaHUM WM NPOBEICHUIO HOBBIX
MCCIICIOBAHUM C LIEIbIO MTOTYUYEHUS UCUEPTBIBAIOIINX KIMHUYECKUX JAHHBIX,
MOJATBEPKIAAOIINX TIOJIOKUTEIIBHOE COOTHOILIEHUE «II0JIb3a — PUCK». B
OKCTPEHHBIX CIIy4asX TakKe MOTYT MOTpeOoBaThCA OCOOBIe 00sS3aTENbCTBA
o MIPEIOCTABJICHHIO MCUEPIBIBAKOIINX TOKJIIMHUYECKUX 158105
dhapMalleBTUUECKUX JaHHBIX.

[TomHble nmaHHBIE O JIEKAPCTBEHHOM IIpEIapare HalpaBiICHbl Ha
MOATBEPKIACHUE TOTrO, YTO COOTHOIIEHHE «IIOJIb3a — PHUCK» SBISAECTCSA
MOJIOKUTEIBHBIM (HampUMep, TMPHU TOMOINM TPOBEPKHU COTIACOBAHHOCTH
JOCTYIHBIX JAHHBIX O IMEPBUYHBIX WJIM BTOPUYHBIX KOHEUYHBIX TOYKAaX B

COBOKYITHOCTH C Ooxee IIOJIHBIMH JaHHBIMH nIIn C JaHHBIMU
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JOTIOJTHATETIFHBIX ~ HMCCJICIOBAHWM  TIPU  CXOJHBIX  IOKa3aHUSAX  C
MPEIOCTABIICHUEM CBEICHWA O KIWHWYECKH HamOojiee 3HAYMMBIX
(10ATOCPOUYHBIX) KOHEUHBIX TOYKAX, XapaKTEPUCTUKON MPOJOKUTEILHOCTH
addekra, nmpemocTaBieHuEeM 0osiee KPyImHON 0a3bl JaHHBIX OE30MAaCHOCTH H,
KaK TMPaBWIO, BO3MOXHOCTH IIOJIHOTO TOHUMAaHHS  OTHOCHTEIHHO
3¢ (HEeKTHBHOCTH 1 O€30ITACHOCTH JICKAPCTBEHHOT'O TIperapara).

VYcraHaBnuBaeMble 0COObIE 00513aTENBCTBA TOJKHBI ObITH HAIlPaBJICHBI
Ha JI0Ka3aTeIbCTBO MOJOXHUTEIBHOIO COOTHOILIEHHUS «IOJb3a — PUCK» IpHU
OJIOOpPEHHOM TIOKa3aHWHM K MPUMEHEHHWIO JICKAPCTBEHHOI'O Mperapara ¥ Ha
dbopMHUpOBaHUE TIOJHOTO PETUCTPAIMOHHOTO JIOChE  JIEKApPCTBEHHOTO
npenapara. [{oikHO OBITH J1aHO 4YeTKoe OOBACHEHHE U O0OCHOBaHUE
HEpEIIEHHBIX BOMPOCOB 0 Oe30macHOCTU U 3G (PEKTUBHOCTU JEKAPCTBEHHOTO
mpemnapara Mnpu TIpeajaraéMbIX MOKa3aHUSAX K €ro NMPUMEHEHHUI0, a Takke
TOTO, KaK BBITIOJTHEHHE OCOOBIX 0053aTENbCTB IMO3BOJIUT OTBETUTh HAa ITU
BoIpockl. OcoOble 00s3aTeNbCTBA BKJIIOUAIOT B ce0sl 00sA3aTeNbCTBA II0
MPOBEACHUIO PAaHIOMHU3UPOBAHHBIX KIWHUYECKUX HWCCICIOBAHUM, HO HE
OTPaHUYIUBAIOTCS UMHU.

BaxxHo wmakcumanbHO OBICTPO  3aKOHUUTH  (PapMarieBTUUYECKYIO
pa3paboTKy JIEKapCTBEHHOTO Mpemapara, 4YToObl B OTpaHUYCHHBIM MEPUO
obecrieunTs yCTpaHEHHWE JIIOOOW HEOMPEIEIICHHOCTH B  OIGHKE €ro
0e3onacHOCTH, A(PPEKTUBHOCTM M KadyecTBa IO MPUYMHE OTCYTCTBUS
WCYEPITHIBAFOIINX JTAHHBIX.

3asBUTENh JOKEH OOBSCHUTH, KaK B COTJIACOBAHHBIH MEPHOJ MOTYT
OBITH TOJTYYCHBI HEJOCTAIOIINE JaHHBIC O 0€30MacHOCTH M A(DPEKTUBHOCTH
JIEKapCTBEHHOTO mpemnapaTta. Kpome Toro, 3asBuTeIh 00s3aH MPEIOCTaBUTH
TapaHTHIO BBIMTOJTHEHUS Y)KE€ HAYaThIX Ha MOMEHT YCJIOBHOM pPETHCTpaIliu
WIM  ITUIAaHUPYEMBIX  WCCJICAOBaHWH, yCTAaHOBJICHHBIX KakK  0OCOOBIC

O6H33T€J'II)CTB3, d TAKXKC I'apaHTHIO Ka4CCTBa UX IIPOBCACHUA]. DTO MO3BOJISET
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UCKJIFOYUTh HEBBINOJHEHUE YCTAHOBJIEHHBIX OCOOBIX OO0SA3aTENbCTB MPHU
HaJu4Yuul TMpoOJIeM, CBS3aHHBIX C IUIAHUPOBAHUEM U MPOBEACHUEM
KJIMHHYECKUX  WCCIICOBaHWN  (HampuMep, TpoOJieM  CBS3aHHBIX  C
NPUBJICYCHUEM CYOBEKTOB, CHSATHEM OCJCIUICHUS B YK€ HayaThIX WU
IJIAHUPYEMBIX ~ HUCCICAOBAHUSIX, JPYyruX MpoOJeM  CBI3aHHBIX  CO
CTaTUCTUYECKUM aHAJIU30M, OCOOCHHO MpPHU MPOBEACHUM HUCCIECIOBAHUN C
y4aCTUEM TMAalMEHTOB U3 TOW JK€ MOMYJSIUU, JAHHBIE O KOTOpPOH ObLIn
BKJIFOUEHBI B IPOTOKOJIbI IPEABITYIIUX KIMHUYECKUX UCCIIECTOBAHUN).

B pamkax oreHku 0€30macHOCTH JIEKapCTBEHHOTO Ipernapara MOXKET
noTpeOOBaTbCsI MHTEHCUBHBIM MOHUTOPHUHT, I OOECredeHus NMpU3HaAHUs
MOJIOKUTEIBHOTO COOTHOIIEHHE «I0JIb3a — PHUCK» MPU €ro €KeroaHou
nepepeructpanuu. OcoObie 00s13aTeNIbCTBa MOTYT YCTaHABIIMBATHCS TaKXKE B
OTHOIIIEHUHU (PapMaKOHaA30pa TAHHOTO JIEKAPCTBEHHOTO Mperapara.

YTOJTHOMOYEHHBIM OpraH (dKCHEpTHas opraHu3aius) pedepeHTHOro
rocygapctBa  mociie  TOoJydeHHss ~ OOOCHOBaHHUS,  MPEACTaBICHHOTO
3asiBUTEJIEM, OLIEHHMBAET BO3MOXKHOCTh U 11€J1eCO00pPa3HOCTh YCIOBHOU
peructpanuu. Ecim o0beM 3amiaHUpPOBaHHBIX (JAIbHEHIINX) KIMHUYECKUX
UCCIeNOBaHUM, TpeOyeMbIX i  TMOATBEPXKACHUS  IMOJOKUTEIBHOTO
COOTHOIIIEHUS] «I0JIb3a — PHUCK», HE TMPEANOJaraeT WX BbINOJHEHUE B
3asIBJICHHBIA CPOK, 3TO MOET MPUBECTU K OTKA3y B MPOBEACHUU MPOLIEAYPHI
YCIIOBHOW PETUCTPALIUH.

Jlo mojmauu 3asiBIEHUS Ha PETUCTpallMi0 3asBUTEIb BIIPAaBE B
COOTBETCTBUM ¢ myHKTOM 26 IlpaBun oOpatutbcss 3a HaydyHOUH
KOHCYJIbTALIUEN 10 BOIIPOCAM

oOmero mmiaHa (apMaleBTUIECKON pa3padOTKU  JIEKAPCTBEHHOTO

npenapara;



104

COJICUCTBUS B COCTABJIEHUH MPOTOKOJIA KIMHUYECKOTO HCCIIETOBAHUS C
y4eToM YyKa3aHHOW B pazaene |l Hacrosiero AoKyMeHTa KaTeropuw,
JIEKapCTBEHHOTO Mperapara, 3asBIsIEMOT0 Ha YCIOBHYIO PETUCTPAIIHIO;

BBIOOpA JM3aifHa KIIMHUYECKUX HMCCIICIOBAHUH;

COrJacoBaHUsl IMEpPEYHS KIMHUYECKUX HCCIEAOBaHUM, KOTOpPbIE
CIIelyeT 3aBEpPIIUTh JI0 PETUCTpaluu, W KIWMHUYECKUX HCCIIEJOBaHU,
MPOBEJICHUE KOTOpPhIX OyJeT 3aBepuieHO (B KauecTBE BBIMIOJIHEHUS
YCTaHOBJICHHBIX OCOOBIX 0053aTENbCTB) IMOCIIEC OCYIICCTBICHHUS YCIOBHOMN
pPEruCTpaIyi.

[Ipu oOcyxaeHun mnporpaMmbl (papmareBTUUECKOW pa3paboTKu
JIEKapCTBEHHOr0 Tpernapara B LENSIX MPOBEACHHUS NPOLEIypbl YCIOBHOM
perucTpalyy 3asBUTENb BIPABE MPEIOCTABUTH YIIOJIHOMOUYEHHOMY OpraHy
(9KCTIepTHOM  opraHu3anuu) pePepeHTHOro TOoCydapcTBa  CTPYKTYpPY
IUIAHUPYEMOT'O aJiTOPUTMA YCIOBHOM PErHUCTpALNH, MNIAHUPOBAHUE BIIUSTHUS
OKUJIAEMBIX HCXOJIOB Ha peaM3alii0 TOCJIEAYIONUX O3TaloB TaKou
porpamMMsl (BKJItOUYasi yCTaHOBJIEHHBIE 0COObIE 0053aTENbCTBRA).

[Ipu monroroBke M 0OOCYXIEHWU TPOTPaMMBbI (hapMaIeBTUUECKOM
pa3paboTku  oppaHHOTO  JICKAPCTBEHHOTO  Tpemapara,  KOTOPBIM
OJTHOBPEMEHHO TIOMaJaeT B KaTETOPHUIO JIGKAPCTBEHHOTO Tperapara,
00Jaaroero CyneCTBeHHBIMA MPEUMYIeCTBaMu B 4acTH 3G (HEKTUBHOCTH
U (wiM) OEe30MacHOCTH IO CPAaBHEHUIO C YK€ 3aperucTpUpPOBAHHBIMU
ATBbTEPHATUBHBIMHU JICKAPCTBEHHBIMHU TIperapaTaMi, 3asBUTEIb JOJKEH
YYHUTHIBATh MPUTOJHOCTH MOTYyYaeMbIX B XOJI€ KIMHUYECKUX HMCCICIOBAHUN
JaHHBIX IS TOATBEPXKACHHS cTaTyca Op(paHHOTO JIEKapCTBEHHOTO
mpernapaTa B MOMEHT MTPOBEICHHUS MPOLIEYPhl YCIOBHON PETUCTPALIHH.

Heobxoaumo mpenocTaBUTh KpaTKOe OMUCaHue (BKJIIOYAs CHUHOIICHC)
KQKJIOTO MPOBOJUMOIO WJIM HOBOTO MCCIIEIOBAaHUS, PE3YJIbTaThl KOTOPOIO

npeajiaracrcs npcaoCTaBUTb B paMKax YCTAHOBJICHHBIX 0COOBIX
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00sa3aTenbCTB. CTPYKTYpPY U COJAEpPKAHME CUHOICHCA TOIYyCKAETCd U3MEHSTh
B 3aBUCMMOCTM OT BHJA MCCIEIOBAHMS M YCTAHABIMBAEMBIX OCOOBIX
o0s3aTenbCTB. B cilyyae cTaHIapTHOTO HCCIENOBAaHUSA KIMHUYECKON
3¢ (PEeKTUBHOCTH MIPENOCTABIIIEMbIE B COCTABE CHHOICHCA CBEACHUS TOKHBI
BKJIIOUYATh B CEOSI:

Ha3BaHUE UCCIIEIOBAHUS,

BBe/IcHHE (00OCHOBaHHUE UCCIICIOBAHMS);

OMKCaHUE MPUMEHSEMbIX BMEIIATEILCTB (C YKa3aHWEM HANMMEHOBAHUS
JIEKapCTBEHHBIX MPENapaToB, UX JO3bI U UHBIX MPOLETYP);

OMMCAaHUE HCCIENYEMOW TMOMyJSIUUM C YKAa3aHWEM IUJIAaHUPYEMOU
YHUCJIEHHOCTHU CyOBEKTOB UCCJIeI0BaHUS C COOTBETCTBYIOUIUM
000CHOBaAHHEM;

OMMCAaHUE OCHOBHBIX METOJIOB MPOMEKYTOYHOTO U 3aKIHOUYUTEIBHOTO
aHanu3a 3 (PEKTUBHOCTH WM OE30MACHOCTH JICKAPCTBEHHOTO Mpernapara;

uHdOpMaIHUIO:

00 ypOBHE W METOJ€ OCJemieHus (MacKupoBaHUs) (HampuMmep,
OTKPBITOE, MMPOCTOE CJIETIOE, IBOMHOE CIIETOE, UCCIIETOBAHUE C OCIIECIUICHUEM
MAIlMeHTOB, HCcienoBarened W (WiM) JUI, OIEHUBAIOUIUX PE3YIbTaTh
UCCIIEIOBAHMS );

O BHUJE KOHTPOJBHOW Tpymnmbl (BHIE KOHTPOJIS), y4YacTBYIOIICH B
UCCJEIOBaHUM (Hampumep, TIpylna ¢ MOpueMoM Iuianedo, rpymnmna 0e3
BBITIOJTHEHUSI ~ BMENIATEIbCTBA, TIpylma C  HOPUEMOM  aKTUBHOIO
JIEKApCTBEHHOIO Tpernapara, €IMHCTBEHHAs TPYIIa C OLEHKON COCTOSIHUS 10
U TIOCTIE TepaIliu), U AU3aiiHe UCClIeA0BaHusl (TapauieIbHBINA, TEPEKPECTHRIN
¥ 1p.);

0 METOo/ie HA3HAYCHUS BMeEIIATEIhCTBA (pangoMu3zanus,

CcTpaTuuKaLus);



106

O TOCJIEIOBATENIBHOCTH W MPOJOJDKUTEIBHOCTH BCEX IIEPHOJIOB
VCCIICIOBAHMS, BKJIIOYAs NPEAPAHAOMU3ALUOHHBIN IIEPUOJ U TIEPUOJ TIOCIIE
OKOHYAHUA TEpalvU, HNEPUOAbI OTMEHBI TEPAIMM M IEPUOIBI MPOCTOrO M
JIBOMHOTO CJIENIOTO BMEUIATEIBCTBA;

O TEPBUYHBIX W BTOPUYHBIX MEPEMEHHBIX J(YPEKTUBHOCTH U
0€301acHOCTH JIEKapCTBEHHOT'O MIpenapara,

O Cpokax (C ONMUCAaHWEM BAKHBIX KOHTPOJBHBIX TOYEK) IS Hadyasa,
NPOBEJICHHS, AaHAIU3a W PENOPTUPOBAHUS HCCIENOBaHUA  (BKJIOYas
COJIEpKaHUE TPOMEKYTOUHBIX OTUETOB);

KPUTHYECKOE oOcyxJ1eHne OCHOBaHMS 51 BBITIOJIHUMOCTH

HCCJICAOBaHUA.

OOGecrnieueHre HEYAOBIECTBOPEHHBIX METUIIMHCKHUX
NOTPEOHOCTEN CUCTEMBI 3IPaBOOXPAHEHUS

[IpumeHenne npoueaypbl YCIOBHOM PErUCTPALMU JIEKAPCTBEHHOIO
mpenapara B IENAX O00ECHeUeHHs] HEyAOBIETBOPEHHBIX MEAUITMHCKUX
NOTPEOHOCTENH CHUCTEMBbI 3/IPABOOXPAHEHUsSI  SIBISCTCS  OTJIUYUTEIIHHOM
OCOOCHHOCTBIO JIEKAPCTBEHHBIX IPENaparoB, MOIAXOIAIMIMNX ISl YCIOBHOM
pPEeruCTpali, W CBSI3aHO C KOHKPETHOW TOJb30M, OXHUIAEMOM OT
IIPUMEHEHUS JIEKAPCTBEHHOI'O IMpernapara, KOTopas HE TOJBKO IPEBBILIACT
YCTAaHOBJICHHBIE HA MOMEHT €ro pEerucTpalv pPUCKH, CBA3aHHBIE C
MIPUMEHEHUEM HEOCTATOYHO MU3YUYEHHOI'O JIEKAPCTBEHHOI'O Mperapara, HO U
VHbBIE TTOTCHUHUAIbHBIE PUCKHU, CBSA3aHHBIE C HAIMYUEM B PETUCTPALIMOHHOM
JIOChE HETMOJIHBIX CBEICHUM O CBOMCTBAX TAKOTO JIEKAPCTBEHHOTO Mpernapara.

3asBUTENb  O00Si3aH  MPEJOCTABUTh  MOATBEPKICHHUE  HATUYUS
HEYJIOBJIIETBOPEHHOMN MEIUIUHCKOU OTPeOHOCTH CHUCTEMBI
3/IpaBOOXPaHEHUS] U1 HEOOXOJAMMOCTH BHEJIPEHHS HOBBIX METOJIOB OKa3aHMs

MGI[HHHHCKOfI oMo (B ciydac OTCYTCTBHA YIOBJIICTBOPUTCIIBHBIX
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MOJIX0A0B) JIMOO CYIIECTBEHHOI'O YIYYIICHUS MEIUIMHCKON ITOMOIIU 10
CpPaBHEHUIO ¢ 0JJ0OPEHHBIMU METOAaMU €€ OKa3aHMS.

[TonTBepxieHre OOECIeueHUs] HEYIOBJICTBOPEHHON MEIUIIMHCKOM
MOTPEOHOCTH  CHCTEMBI  3/paBOOXpaHEHHMS TpeOyeT OO0OCHOBaHHS B
WHIUBHIyaATbHOM  mopsake. (OOOCHOBaHUS  JIOJDKHBI — KOJWYECTBEHHO
XapaKTEepU30BaTh HEYJOBJICTBOPCHHYIO MEIUIIMHCKYIO MOTPEOHOCTh Ha
OCHOBAHWH MEAUITMHCKHUX WU AMUACMHUOJIOTHICCKUX TaHHBIX.

B 1uenom ocHOBHOE TepaneBTHYECKOE MPEUMYIIECTBO, KaK IMPaBUIIO,
OCHOBBIBAETCS] Ha 3HAYUMOM YJIy4llleHuU 3PHEKTUBHOCTU WU KIMHUYECKON
0€30MacHOCTH JICKAPCTBEHHOTO Tpemnapara (Hampumep, IMOJI0KUTEITbHOE
BIWSHUC Ha HAYaJIO0 WJIA Pa3BUTHE COCTOSHHUS OO CHIKEHHE MOPOUTHOCTH
WIM CMEPTHOCTH OT 3a00JieBaHHs). B HMCKIIIOUMTENBHBIX CAydasX OCHOBHOE
TEepaneBTUYECKOE MPEUMYIIIECTBO JEKAPCTBEHHOTO MpernapaTra MOXKET TaKKe
BBIPDAKATHCS B 3HAYUTEIBHOM  YIYYIICHHH BO3MOXXHOCTU  OKa3aHUSs
MEIUIMHCKON momoru (Hampumep, €CiIM OXUAACTCsS, YTO IPHUMCHCHUEC
HOBOTO JICKQPCTBEHHOTO IperapaTa MO3BOJIMT PEIIaTh CEPhE3HBIC MPOOIEMBI
CBS3aHHBIC C TPUBEPKEHHOCTHIO TEpaIlud, WM €CIIH Tepamnus IO3BOJIUT
MPOBOJIUTH aMOYyJIaTOPHOE JICUEHHE BMECTO JICUCHHS] HCKIIOYUTEIHHO B
YCIIOBHSIX CTallMOHApa).

Heobxoanmo MIPOJIEMOHCTPUPOBATH IPEUMYIIEeCTBa HaJ
CYIIECTBYIOIIMMH METOJaMH, MPUMEHSIEMBIMH B KIMHUYECKON IPaKTHKE
(Ipy  HaMWYWHK), HCHOJIb3YS HAJNEXKHOE JO0Ka3aTeIbCTBO, KaK MpPaBuUIIoO,
MOJIy4eHHOE Ha OCHOBE KAaue€CTBEHHO MPOBEICHHBIX PaHIOMH3UPOBAHHBIX
KOHTPOJIUPYEMBIX UCCIEAOBaHUH (JI0Ka3aTeIbHas JEMOHCTPAITUS TIOJIB3I).

B TEISX 000CHOBaHMUSI JI0BOJIA, 00 00€eCIIeueHHOCTH
HEYIOBIICTBOPEHHBIX MEAUIIMHCKUX TOTPEOHOCTEH, 3asgBUTENh 00s3aH

npeaoCTaBUTh:
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KPUTHYECKUH  0030p  JOCTYMHBIX  METOJAOB  MPOQPUIAKTHKH,
MEUITMHCKOW JUArHOCTHUKHU WJIU JICYCHHS C ONMMMCAHNEM HEYOBJICTBOPCHHOU
MEIUIIMHCKON MOTPEOHOCTH CUCTEMBI 3/IpaBOOXPAHECHHS,

KOJIMYECTBEHHYIO OIICHKY BEITUYNHBI HEYI0BJIETBOPEHHOMN
MEIUITMHCKOW TMOTPEOHOCTH C YYEeTOM MEIUKO-CTAaTUCTUYCCKUX JTaHHBIX
(HampuMep, KOJWMYECTBEHHBIE MEIWIIMHCKUE WU OSMHACMHOIOTHYCCKUE
JTAHHBIC);

JI0Ka3aTelbcTBa TOTO, YTO PETUCTpals JEKapCTBEHHOro Ipernapara
MO3BOJUT OOECIEYUTh HEYAOBICTBOPEHHBIE MEAUIIMHCKUE MOTPEOHOCTU
CUCTEMBI 3JIPaBOOXPAHEHUSI.

OcoOblli TOAXOJ TPUMEHSAETCS B CiIydasx, €CIH CpaBHEHHE C
paspernieHHbBIMH  METOJaMH OKa3aHWS MEIUIIMHCKOW TIOMOINMA BKIIFOYAET
B cebds cCcpaBHEHHE C paHee YCIOBHO  3aperuCTpUPOBAHHBIMU
JIEKapCTBEHHBIMU TIpernaparamu, a B ciydae op(aHHBIX MpernapaToB — €Cld
MPUCBOEHUE CTaTyca Op(aHHOTO JICKAPCTBEHHOTO Ipernapara CBSI3aHHOTO C
€ro CylIECTBEHHOM IOJIb30M.

[Ipu omoOpeHMH TPUMEHEHHsI TMPOIEAYPHl YCIOBHOW PETHCTpPAIAH
JOJDKHO OBITh  yCTAaHOBJIEHO, YTO C TOMOIIBI0 PaccMaTpUBAEMOTO
JIEKapCTBEHHOT'O TIpermapara MOTyT ObITh OOECIeYeHbl HEYOBICTBOPCHHBIC
MEIUITMHCKUE TTOTPEOHOCTH CUCTEMBI 3JPAaBOOXPAHCHUS, TOTJA KaK CTEMEHb
o0ecrie4eHHOCTH OyAeT OMNpEAeNSIThCS B TEUYCHHUE JUIUTEIBHOIO BpPEMEHU
MOCJIC PETHCTPAIMH JICKAPCTBEHHOTO TIpernapara MpU BBITOTHEHUH OCOOBIX
00s13aTeIIbCTB. B ciy4dae 000CHOBaHUS 00eCcTIeYeHHOCTH
HEYIOBIETBOPEHHBIX MEIWIIMHCKUX TOTPEOHOCTEH 3a CUeT JOCTyla Ha
PBIHOK  BTOPOTO WJIM  TIOCIICAYIOMIEro  JIGKAPCTBEHHOTO  Ipemapara
HE0OXOAMMO MMPUHUMATh BO BHUMAaHHE KIMHUYECKHE JaHHbBIC, HAKOTUICHHBIC

pu O6paIlI€HI/II/I Ha PBIHKC IIECPBOIro YCIOBHO 3apCruCTpupOBAHHOIO
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JIEKapCTBEHHOI'O Mpernapara, U Te acreKThl 3 PEeKTUBHOCTU U O€30IMaCHOCTH,
KOTOPBIE OCTAIOTCSI HEU3YUECHHBIMU B MIPOIECCE TAKOTO 0OpaIlieHUsI.

[loka ycraHOBIEHHBIE OCOOBIE 00SA3aTENbCTBA YISl JIEKAPCTBEHHOIO
rpernapara, 3aperucTpUpPOBAHHOIO IO IPOLEAYpPE YCIOBHOW PEruCTpalvu
€HI€ HE BBINOJHEHBI IOJHOCTHIO, HEBO3MOYKHO YCTAaHOBUTHh HCTHHHYIO
BEJIIMYMHY €ro MOJIb3bl, MO3TOMY 3asBJICHHE HA YCJIOBHYIO PETHCTPALIHIO
HOBOrO (BTOPOrO WJM TOCJEAYIOIIEro) JIEKapCTBEHHOrO Ipernapara
BO3MOKHO B CJIy4yae, €CIM OH MOXET IMOTEHLIHUAIBbHO OOECIEYUTh TE K€
HEYJIOBJICTBOPCHHbIC MEIULUHCKUE noTpeOHOCTH CUCTEMBI
3[PAaBOOXPAHEHUS U TPU ITOM UMEETCS HaydHOe OOOCHOBAaHHME TOTO, YTO
TaKOM JIEKapCTBEHHBIN TMpernapar OyJeT ux oOecrneuyrBaTh B HE MEHbIIECH
CTEIIEHU, YEM IEPBBIM JICKAPCTBEHHBIN Ipenapar, 3aperucCTpUpPOBaHHbBIN I10
MPOLEAYpPE YCIOBHOW perucrpauuu. JlaHHass curtyanuss HE OTHOCHUTCA K
ClIy4asm perucTpauuu CKOIIMPOBAHHOIO (BOCIIPOM3BEICHHOTO,
OMOaHaOTMYHOI0) Op(aHHOTO JIEKAPCTBEHHOTO IMpernapara Mpu HAIUYUU
KaKUX-JTUO0O TMpaB TPEThUX JIMI[ HAa WHTEJUICKTYaJIbHYI0 COOCTBEHHOCTH B
OTHOLIEHWM  CaMOro  JIGKApPCTBEHHOTO  IMpenapara WIM  CBEICHUH
(IOKYMEHTOB) PETUCTPAIMOHHOTO JIOChHE.

[IpenmymecTBa mnepes CylmIECTBYIOIIMMH BMEIIATEIbCTBAMUA MOTYT
OBITh  JTOCTATOYHBI JUIsl TIOATBEPXKIEHUS  PETUCTpAIuu  OpQpaHHOTO
JIEKapCTBEHHOTO Mpernapara, B CilIydae KOrjJa Takas perucrpaunus
OCHOBBIBAETCS TOJIBKO Ha CYLIECTBEHHOM MOJIb3€ JIEKAPCTBEHHOIO Mpenapara

ML CUCTCMBI 31PpaBOOXpPaHCHHA.

ITonp3a I 310POBbA HACCIICHHUA OT JOIIYCKa
Ha PBIHOK JICKAPCTBCHHOI'O IIpCIIapara

3asgBuTENL 00s3aH npeaoCTaBUTh 00OCHOBaHME TOT'O, UTO IIOJIb3a AJIA

3A0pOBbA HACCIICHUA OT HGMCHHGHHOﬁ AOCTYIIHOCTHU JICKAPCTBCHHOT'O
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mpenapara  MPEBBINIAET  PUCKH, OOYCIOBIEHHBIE  HEOOXOIMMOCTHIO
NPEACTABICHUS  JOMOJHUTENBHBIX  JAaHHBIX O  OE30MacHOCTH U
3¢ (exTUBHOCTU JeKapcTBeHHOro mpenapara. (OOOCHOBaHHME  JIOJKHO
OILICHUBAThH BIIMSIHUEC HEMEJICHHOW JOCTYITHOCTH JICKAPCTBEHHOTO TperapaTa
Ha 3JI0POBbE HACENIEHUS B CPABHEHHM C JOCTYMHOCTBIO TOCIE MOJIYYCHHS
WCYEPIBIBAONINX KIMHAYECKUX JAaHHBIX C y4eTOM (TI0 BO3MOXHOCTH),
OOBEKTUBHBIX M KOJWYECTBEHHBIX SMUIAECMHUOJIOTHICCKUX CBEICHHA. Pucku
HEOOXOIMMOCTH TIPECTABICHUS TOTIOJHUTEIBHBIX JTaHHBIX O O€30MacCHOCTH
U 3O PEeKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara MoAJIeKaT KOJIUYEeCTBEHHOU
OIICHKE, HACKOJIbKO BO3MOKHO, C TIOMOIIBIO OOBEKTUBHBIX MTOKA3aTENCH.

Uto0bI 000CHOBATH MPEBBIMICHUE O3Bl IS 30POBbS HACETICHUS OT
peTHCTpaliy JICKAPCTBEHHOTO TMperapaTa Haj pUCKaMH, CBS3aHHBIMH C
OTCYTCTBHEM B PETHCTPAIIMOHHOM JIOChE YaCTH JIAaHHBIX O JIEKAPCTBEHHOM
npenapare, 3asBUTEIb 00513aH MPEJOCTABUTD CIACAYIOIINE CBECHUS:

OMHMCAaHUE KOHKPETHOM MOJb3bI ISl 30POBbS HACENIEHHUs OT JIOIMyCKa
Ha PBIHOK pacCMaTPUBAEMOTO JIEKAPCTBEHHOTO Mpernapara;

ONMKMCAaHUE BO3MOXXHBIX PHCKOB, CBS3aHHBIX C OTCYTCTBHEM B
PErUCTPAIIMOHHOM JTOChE YaCTH AAHHBIX O 0€30MacHOCTH U 3()PEKTUBHOCTH
JIEKapCTBEHHOTO MpeTapara,;

OIICHKY CTEMEHW TMPEBBIIIEHNU YKAa3aHHOW TOJIb3bI, HAJ YKa3aHHBIM
BO3MOKHBIM PHCKOM, M OIMCaHWE HE BKIIOYCHHBIX B TaKylH OICHKY

BOITPOCOB.

3. YcnoBHas peructpanusi JISKapCTBEHHOTO Mpenapara mo WHAIIMATHBE
YIOJITHOMOYEHHOTO OpraHa (3KCIEepTHOW opraHu3anun) pedhepeHTHOTO
rocyjlapcraa

[Ipy  mpoBeAEHHWHM  BKCHEPTU3bl  JIEKAPCTBEHHBIX  IMPENapaToB

YIOJITHOMOYEHHBIM  opraH (dKCHepTHas opraHuzanusi) pedepeHTHOro
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rocyJapcTBa TaKK€ MOXET MPEIJIOKUTh 3asBUTENI0 3apErHCTPUPOBATH
JIEKapCTBEHHBIM IMpenapaT MO MPOUEAYpE YCIOBHOW PErucTpaluu IOCIe
KOHCYJbTaIluu ¢ HUM. [Ipu mpoBeAeHUU KOHCYJIBTALIMHU 3asSBUTENb JOJKEH
PEIOCTaBUTh MUCHbMEHHYIO MO3UIMIO O COTJIaCUU (HECOTJIACUH) C YCIOBHOU
perucTpamnyeil JeKapcTBEHHOro Impemnapara W (B cioydae corJiacus)
IPEI0CTaBUTh OOOCHOBAHUE BBIMOJHEHUS KaXAO0TO U3 YCIOBUHM, yKa3aHHBIX
B moxapazaene 2 pasnena Il Hacrosimero  mokymenTta.  Takoke
YIOJHOMOYEHHBIM OpraH (SKCHEpTHAas OpraHu3alus) BIpPaBE 3alpOCUThH Y
3adBUTENSl TAKXK€ HHbIE HEOOXOIMMBIE JIONOJHUTENIbHbIE CBEACHUS IS
00OCHOBaHMSI MPOBEACHUSI IPOLIEAYPHI YCIOBHOW PETUCTpaIUH.

Jlns  obecrniedeHHs] JOCTATOYHOIO BPEMEHM HA COTJIACOBAHUE C
3asiBUTEJIEM XapaKTepa yCTAaHOBJIEHHBIX OCOOBIX 0053aTENbCTB U CPOKOB HMX
BBIIIOJIHEHMSI, IPEUIOKEHHUE  YIOJHOMOYEHHOIO OpraHa (3KCHEpTHOU
OpraHu3alMii) O BO3MOXXHOCTH IPOBEICHUS MPOLEAYpPbl  YCIOBHOU
pPEruCTpallii  HAIpaBJsETCS 3asABUTENI0 JIO 3aBEPLICHUS SKCIEPTHU3BI
pedepeHTHBIM rocyapcTBOM (TO €cTh He mo3aHee 80 pabodux JHEHW ¢ JaThbl
npuemMa 3adBiieHHs Ha peructpaiuio). Cpok MNpeaocTaBlieHHs OTBETa Ha
JAHHBIN 3aIIpOoC HE JOJDKEH NPEBBIIIATh CPOK, YCTAHOBIICHHBIN ISl OTBETA
3asBUTENSl HA 3alpoc  YIOJIHOMOYEHHOIO OpraHa B COOTBETCTBUU C
pazaenamu V wiu VI IlpaBuin. B skcnepTHBIX OTYETax yHNOJIHOMOYEHHOTO
opraHa (KCIEpPTHOM opraHuzannu) peepeHTHOro rocyapcTBa, BKIHOYas
3aKJIIOYUTENbHBIM IKCIEPTHBIA OTYET, KOTOPBIM NyOJNUMKYyeTcs B €IMHOM
peecTpe, JOJKHBI ObITh YKa3aHbl IPUYUHBI MPEAJIOKEHUS YTTOTHOMOYEHHBIM
OpraHoM (3KCIEPTHOW OpraHu3aluen) 0 MpOBEACHUN MPOLETYPhl YCIOBHOM

perucCrpaivu B MFHUIIMATUBHOM IIOPAAKCE.

4. DxcrnepTH3a JIEKapCTBEHHOI' O IIpenapara,
3asBJICHHOTO Ha YCJIOBHYIO PErMCTPALUIO
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YNOJTHOMOYEHHBIH OpraH (3KCIEpTHAs OpraHu3aiusi) pedepeHTHOro
rocyaapcTa 00s13aH IPOBECTH OLEHKY MPE/ICTaBICHHBIX 000OCHOBAaHUM TOTO,
YTO JICKAPCTBEHHBIN MpenapaT MOXET ObITh 3apETUCTPUPOBAH O MPOLETYPE
YCIIOBHOW perucrpanuu. Pe3ynpTarhl JaHHOW OIICHKH JOJKHBI OBITh
OTPAXKEHBI B COOTBETCTBYIOIIMUX SKCIEPTHBIX OTUYETAX U B 3aKJIHOYUTEIHLHOM
HKCIEPTHOM OTYETE YMOJHOMOYEHHOIO OpraHa (SKCIEPTHOM OpraHU3aIlvu)
pedepeHTHOTO TrocyaapcTBa.

3asBUTENb MOJYYa€T OTKAa3 B YCIOBHOW PETUCTPALIMM JIEKAPCTBEHHOTO
mpemnapara, €Cid 3aKJIIOYUTENbHBIA OSKCHEPTHBIA OT4eT pedepeHTHOro
rocyJapcTBa COJEPKHUT 3aKIIOYEHHWE O HEBBIIOJIHEHUU TpPeOOBaHUIA,
NPEABSBISIEMBbIX K YCIOBHOW PETUCTpALMM, U TPEOOBAHUH, MPEIBIBIISIEMbIX
K OOBIYHOM perucrpanuu 0e3 yCIoBHil.

OcoOble 00s13aT€NbCTBA M CPOKH HMX BBINOJTHEHUSI JOJDKHBI OBIThH
yKa3aHbl B  MPWIOXKEHUH K  PErUCTPAMOHHOMY  YIOCTOBEPEHHUIO
JIEKapCTBEHHOTO TpernapaTa ¥ OMyOJMKOBAaHBI B COCTABE 3aKIIOUUTEIHHOTO
HKCIIEPTHOIO OTYETA B €IMHOM PEECTPE.

YOTHOMOYEHHBIN OpraH (SKCHepTHas OpraHu3anus) pedepeHTHOro
rocyJapcTBa BIpaBe YCTAaHOBUTH OCOOBIE 00s3aTeNbCTBA ISl JAeprKaTess
PErUCTPAIIMOHHOTO YAOCTOBEPEHHUSI MPU yCIOBHOW PETHCTPAllUA U 00s513aTh
€ro 3aBEpUIMTh MPOBOJAIIMECS HCCICAOBAHUS WM BBIOJIHUTH HOBBIC
UCCIICIOBAHUSI C IIEIbI0 MOJATBEPKACHUS MOJOKUTEILHOIO COOTHOIIEHUS
«T10J1b3a — PUCK» U MPEOCTABIICHUS JOTIOJHUTEIBHBIX JIAHHBIX, YKa3aHHBIX B
noapasjiesne 2 HaCTOSIIIEro pas3zena.

OcoObie  00s13aTeNbCTBA  YCTAHABIMBAIOTCS B OTHOIICHUU
dhapmakoHaa3opa (IIpyu HEOOXOIMMOCTH).

Oco0Obie 00s13aTeNIbCTBA U CPOKM WX BBITIOJHEHUS] JOJDKHBI OBITh

YKa3aHbl B ITIPUJTOKCHUHU K PCTUCTPAITMOHHOMY YAOCTOBCPCHUILO.
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YNonHOMOYEHHBIH OpraH (3KCHepTHas opraHu3aius) pedepeHTHOro
rocyjapctBa o0si3aH MyOJUMKOBaTh OCOOBIE 00s3aTE€NbCTBA W CPOKH MX

BBITIOJIHCHHA B CAMHOM PCCCTPC.

5. Cenenust 00 yCIOBHOM perucTpaliiu, noJjiexKaiine BKII0UCHUIO
B OOIIYIO XapaKTEPUCTUKY JIEKapCTBEHHOTO Mpenapara U HHCTPYKIIUIO
10 MEJIUITMHCKOMY IPUMEHEHUIO (JIMCTOK-BKJIa IbIII)

OO0mas xapakTepucTHKa JEKAapCTBEHHOIO MpenapaTra U MHCTPYKIUS 110
MEJUIIMHCKOMY TNPUMEHEHHUIO JICKApCTBEHHOIo  mpemnapara  (JUCTOK-
BKJIQJbIII) JOJKHBI COJIEPXKATh CBEICHUS O €ro YCJIOBHOM PETrUCTPALMU.
OOmiast xapakTepUCTUKA JICKAPCTBEHHOrO0 Tpemapara JOJDKHA TaKkKe
COEpKaThb CPOK IMepeperucTpauu  (MOATBEPKICHHUS  PETUCTPALIIHN)
JIEKapCTBEHHOIO Mpernapara.

Nudopmanust o0 yCIOBHOM perucrpalvd JODKHA OBITh YETKO
U3NI0)KeHa B TEKCTe, TMPEABapsIONIeM TMepBbIe  pas3ienbl  oOiien
XapaKkTEepUCTUKU  JIEKAPCTBEHHOrO  Mpenapara, W  HUHCTPYKUHH [0
MEIUIMHCKOMY  NPHMEHEHHUIO JIGKApCTBEHHOro mperapara  (JIMCTKe-
BKiapime). OOmas XapakTepHCTHKa JIGKAPCTBEHHOT'O IIperapara M|
WHCTPYKIIUSL TI0 MEIUIIMHCKOMY IMPUMEHEHHUIO JIEKApCTBEHHOI'O Mpenapara
(TMCTOK-BKIIABII) JOJDKHBI COJIEPIKATh HHPOPMAIIHIO O TOM, YTO:

perucTpanusi JEKapCTBEHHOTO IMpemapara ObUla OCYIIECTBIEHA C
YCJIOBUEM BBIMIOJTHEHHUS AEP>KATEIEM PETrUCTPALIMOHHOTO YIAOCTOBEPEHUS
OTPEICIICHHBIX 0COOBIX 0053aTEIIHCTB;

NEPECMOTP YCTAHOBJIEHHBIX OCOOBIX 00S3aTEIBCTB OCYIIECTBISETCSA

YIOJIHOMOYEHHBIM OPTraHOM (3KCIEPTHON OpraHu3alneil) €xeroiHo.

6. O6s13aHHOCTH JIepKATENSI PETUCTPAITHOHHOTO
YAOCTOBEPEHUS 110 MPEJICTABICHUIO NEPUOANIECKOTO
OOHOBJIIEMOI'0 OTYETa MO OE30MaCHOCTH
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[Ipu ycnoBHOM perucrpauuy JIEKapCTBEHHOI'O Ipernapara Aep:KaTeib
PErHCTPALIMOHHOTO YIOCTOBEPEHHsI O0s3aH MPEACTABIATh MEPHOIUYECKUIMA
OOHOBJISIEMBI OTYET MO 0E30IacHOCTU He pexe ueM | pa3 B 6 Mecsles, a
TaKK€ 10 JIONOJHUTENIBbHBIM  3alpocaM  YIOJHOMOYEHHOIO OpraHa
(3KCIIEpTHOM OpraHu3alMy) B TEYEHHE BCErO CPOKAa COXpaHEHUs B
PErHCTPAIMOHHOM YJOCTOBEPEHUH YCIOBHOW PETUCTPALUU B COOTBETCTBHUU
c IlpaBunamu Hamexamed NpakTUKU QpapmakoHaa3opa Espasuiickoro
IKOHOMHMYECKOTO C€O103a. TpeOoBaHUs, MPENbSABISEMbIE K MEPUOIUYHOCTU
IPEIOCTABICHUS MEPUOANYECKOr0 OOHOBIISIEMOTO OTUETa MO OE30MacHOCTH,
JOJDKHBI ~ OBITH  yKa3aHbl B  MPWIOKEHHUHM K  PETUCTPALUOHHOMY
YIOCTOBEPEHHUIO JIEKAPCTBEHHOI'O Ipenapara U OIyOJMKOBAHBI B COCTaBE

3aKIIOYHUTCIIBHOT'O OKCIICPTHOI'O OTUYCTA B CIMHOM PCCCTPC.

V. OcoOeHHOCTH COCTaBIEHUS U SKCHEPTU3bI MOJYJIS 5
PETUCTPAILMOHHOIO JJOChE JIEKAPCTBEHHBIX MPENapaToB,
3apEruCTPUPOBAHHBIX 10 MPOLEAYPE YCIOBHON PETUCTPALIU

1. O6ecneyenne BOCIIPOU3BOUMOCTH PE3yJIbTATOB
KJIMHUYECKUX UCCIIeIOBaHUN

Jlns  perucTpanuy  JIGKAPCTBEHHOTO  Mperapara JOJKHA  ObITh
obecrieyeHa BOCIIPOU3BOAUMOCTD PE3YJbTaTOB KJIMHUUECKUX UCCICIOBAHUM.
DOT0 0COOEHHO BaXHO B ClOydae TMPOBEIACHUSA OKCIEPUMEHTAIBHBIX
WCCJICIOBaHMM, YCICIIHBIN PE3yJlbTaT KOTOPBIX TPeOyeT MOATBEPKICHHS B
BOCIIPOM3BEJICHHOM JKCIEPUMEHTE Il JIOCTHXKEHUSI OOIIero MNpUHSTHUS
MOJIYUYCHHBIX pe3ybTaroB. Bwmecre ¢ TeM KiIMHWUYECKas pa3paboTka
JIEKapCTBEHHOTO npemnapara OTJINYAETCS oT MIPOBEICHUS
OKCTIICPUMEHTAIbHBIX ~ HccnenaoBanuid. Ileas 11l da3el  kamHHYECKHX
UCCIICIOBAHUI 3aKJIIOYaeTCsd B TMOJTBEPXKJICHUM JAHHBIX, MOJTYYECHHBIX Ha

TCKYHII/Iﬁ MOMCHT B OOKIIMHHMYCCKHUX HCCICAOBAHUAX, KIMHHNYCCKUX
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HCCIIEIOBAHUAX TIEPEHOCUMOCTH, KIIMHUYECKUX MCCIEAOBAHUIX MO MOA00pY
7103 U APYTUX KIMHUYecKuX uccienaoBanusix |l ¢passl. OcHoBHOE TpeOoBaHUE,
npeabsBisieMoe K gokymeHtanmuu |l ¢as3pl KIMHMYECKHX HCCeT0BaHUMH,
3aKJII0YaeTcss B TOM, 4YTOOBI OHAa COCTOsJIa W3 OOBEKTUBHBIX U
KOHTPOJUPYEMBIX JaHHBIX HAJICKAIIET0 KayecTBa (CIUIAHUPOBAHHBIX,
MPOBEJICHHBIX W BKJIIOUYEHHBIX B OTYETHl MO pe3yJibTaTaM MPOBEIACHHBIX
UCCIICIOBAHUI B COOTBETCTBUM C akTaMu opraHoB Coro3a Mo MPUMEHEHUIO
MPUHIMIIOB OMOCTAaTUCTUKHU B KIMHUYECKUX UCCIICIOBAHUAX JICKAPCTBECHHBIX
MpernapaToB U IO MPUHIIAIIAM BbIOOpa KOHTPOJBHOM TPYIIIHI B KITUHUYECKUX
uccienoBanusax). Takue JaHHBIE JOJDKHBI  COOTBETCTBOBAaTh  BCEM
CJICAYIOIIUM KPUTEPHUSIM JIOCTATOYHOCTH:

pazmepa BbIOOPKH MalMEHTOB;

pazHooOpa3ue CUMIITOMOB 1 TIPOSIBIICHHUM 3a00JICBaHMS;

KOJIMYECTBO HCCJIEIOBATENICH, IOATBEPKIAIONIUX MOJOKUTEILHOE
OTHOIIEHHWE «IOJb3a — PHUCK» B IIEJICBOM MOMYJSLMU MAlUEHTOB IIpHU
L[EJIEBOM J103€ U crIocOo0€ MPUMEHEHHUS JIEKapCTBEHHOI0 Mpemnapara.

Tpedyembiii 00beM HaHHBIX NoATBEpkAatroux uccienoanuit 1l dassl
KIIMHUYECKUX HCCIICIOBAaHUN 3aBHCUT OT TOTO, YTO OBUIO yCTaHOBJICHO B
paMKax  mpenpiaymmx (a3 KIMHUYECKHMX  HMCCIEJAOBAaHUM  ATOTO
JIEKapCTBEHHOI'0 TIperapara M O CTENEeHM M3YYEHHOCTH KIMHUYECKOU
3 PeKTUBHOCTH U 0€30MACHOCTU MOJIOOHBIX MO JIEUCTBUIO JICKAPCTBEHHBIX
npenapatoB. Kak MUHMMyM  HE0OXOJUMO OJHO  KOHTPOJIUPYEMOE
HCCIICOBAaHUE CO CTAaTUCTHYSCKH OOOCHOBAaHHBIMHM W KIIMHHYECKU
3HaUYMMBIMU pe3yibTaramu. B pamkax mporpammbl |l da3er kmuHMYecKnx
HcclieIoBaHui 0oJiee pallMOHAIbHBIM IOJIXOJI0OM SIBJISIETCS IUIAHUPOBAHHUE
HECKOJIbKUX HUCCIICIOBAHUH IO CIICAYIONTUM MPUYNHAM:

OTCYTCTBUE (dhapMaKoJIOruuecKoro 000CHOBaHUSA JIEUCTBHS

JIEKApCTBEHHOTO IIpenapaTa (HEU3BECTHBIN MEXaHU3M JCUCTBUSA);
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HOBBIA (DApMaAKOJOTHUYECKUM TPUHIUI JACHCTBUS JIEKAPCTBEHHOIO
npenapara,;

OTPAaHUYEHHOCTh WU HEYOEAUTENBHOCTh PE3YJIbTATOB, MOJIYYEHHBIX
nocie nposeaeHus I u Il ¢a3 KIMHUYECKHUX HCCIeIOBaHUM JIEKapCTBEHHOTO
npenapara,;

HEyJauHblE KIMHUYECKUE HCCIICIOBAaHUS WJIM HEyJAayHble MOMBITKU
BOCIPOU3BECTH PE3YJbTAThl PAHEE TMOJIOKUTEIbHBIX MCCIEIOBAHAM I10
3asBsieMON  00NacTM  KJIMHMYECKOTO  MPUMEHEHHUS  JIEKQpCTBEHHOTO
npenapara,;

HEOOXOAMMOCTh  TOATBEpKIeHHs  dddexTuBHOCTH W (WIH)
MEPEHOCUMOCTH  JICKAPCTBEHHOTO Ipernapara (Hampumep, B  Pa3HbIX
CyOnmomyJisiusax MalMeHTOB, MPU HMCIOJIb30BAHUU PA3HON COMYTCTBYIOIIEH
TE€palui WM MHBIX MEIHUIIMHCKUX BMENIATEIbCTB, B OTHOIIEHWH HWHBIX
KOHTPOJIbHBIX BMEIIIATEIILCTB B TPYIIIAaX CPAaBHCHHS H T. [I.);

HEO0OXOAMMOCTH MOMyUYeHUsI HHGOPMAITUHU O JIEKAPCTBEHHOM IMpernapare
M0 BOIMPOCaM €ro KJIMHUYEeCKOW 3 (PEKTUBHOCTH M OE30MACHOCTH B paMKax

nporpammsl [11 Bha3bl KIMHUYECKUX HUCCIIEIOBAHUH.

2. OCOOCHHOCTH IKCIEPTU3BI MOAYJIS 5 PErUCTPAIIMOHHOTO J0ChHE,

COJZIEpPKAIIETO PE3yJIbTaThl TOJIBKO OJTHOTO OTIOPHOTO MCCIAEAOBAHUS

Ecimn JI0Ka3aTeNbCTBO s dexTuBHOCTH u 0€30MacHOCTH
JICKapCTBEHHOTO0 TIpemapara IOJy4eHO TOJBKO B OJHOM  OIIOPHOM
WCCJICIOBAaHUH, TAKOE HMCCIICIOBAHKE JIODKHO COJCPKATh CTATHCTHYECKH U
KIIMHAYECKN yOCeIWTEIIbHBIC BHIBOABL. [IpHm sKcmepTH3e pe3yabTaToB TaKOIo
WCCJICIOBAaHUSI  DKCIEPTY  YMOJHOMOYEHHOTO  OpraHa  (39KCHEpTHOU
OpraHu3alMy) HEOOXOAUMO OTMETUTh B OKCHEPTHOM  3aKIIOYCHUHU
pe3ynbTaThl  aHaNM3a  CICAYIONIUX  XapaKTEPUCTHUK  MPOBEICHHOTO

HCCJIICJOBAHUS.
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BHYTPEHHEN BAJIUTHOCTH (KOTOpas HE MOJDKHA COAEpKaTh MPU3HAKOB
MOTEHIIUATFHOTO CMEILIEHUS PEe3yJIbTaTa UCCICOBAHUS);

BHEIIHEW BaJIMAHOCTH (B TOM 4YHCJIE€ MPUTOJHOCTH JAHHBIX,
MOJIYYEHHBIX Ha MCCIIETYEMOU MOMYJISIIIUH, ISl SKCTPANOJIALNYA Ha EIEBYIO
HOMYJISIINIO, Y KOTOPO# OyJeT MPUMEHSTHCS JIEKapCTBEHHBIN MTpenapar);

KJIMHUYECKOW 3HAYMMOCTU (HAJIM4YUsi Yy HM3YYEHHOTO BMeEIIATENIbCTBA
TaKOM MOJIB3bl, KOTOpasi UMEET KIMHUYECKYIO IEHHOCTH);

CTENEHU CTATHUCTHUYECKON 3HAYMMOCTU TOJYYEHHBIX pe3yJbTaTOB.
CraTucTHUecKoe TMOATBEPKACHUE 3HAYUMOCTH  pE3yJbTaTOB  TAaKOIrO
ONOPHOTO HCCJENOBAaHUS JOJDKHO OBbIThb BBIILIE YEM MPUHATHIA B
CTaHAAPTHBIX KIMHUYECKHX MCCIENOBAaHUAX ypoBeHb 3Haunmoctu P <0,05.
[Ipu »STOM TOATBEPXKACHHE 3HAYUMOCTH JIOJDKHO BBINIOJNHATHCA Ha
OCHOBAaHUU TOYHBIX OLEHOK 3(Q(EKTOB BMEIIATEIbCTBA, TO €CTh TaKHUX
OLICHOK KOTOpbIE HMMEIOT Yy3KHE JOBEpUTEIbHbIE HHTEpBaibl. Tpebyemas
CTENEeHb 3HAUMMOCTH OMOPHOI'0 MCCIIEOBAaHUS 3aBUCUT OT TaKUX (PaKTOpOB,
KaK:

TUTAHUPYEMOE TIOKa3aHHe K MPUMEHEHUIO JICKaPCTBEHHOTO Mpenapara;

BUJ ICPBUYHOM KOHCUHOM TOYKH UCCIICAOBAHUS;

00BbEM BCIIOMOTaTENIbHBIX JAHHBIX, IOJYyYaeMbIX B X0JI€ UCCIIEJOBAHUS;

HaJU4We  MPEIBAPUTEIHHOTO  IJIAHUPOBAHUSA  aJbTEPHATHUBHBIX
CTaTUCTUYECKUX  aHANU30B  JJIA  TOJATBEPXKACHHUS  COTJIACOBAHHOCTHU
pe3yJIbTaToB.

Ecnu 1nenbio OMoOpHOro MCCleqoBaHUS SIBJSETCS MOATBEPKICHUE HE
MeHbIel  3(p(EKTUBHOCTH  JICKAPCTBEHHOTO  TIpemapara, TO  TakKoe
€IMHCTBEHHOE OMOPHOE HCCIIEIOBAaHHE B COCTaBE PETHCTPAIIMIOHHOIO JOChE
JICKapCTBEHHOTO Tpernapara CUuTaeTCs TOCTATOYHBIM, €CIIM HYKHSIS TpaHuIla

95 %-HOro JOBEPUTEILHOIO MHTEPBAIa 3HAYMTEIBLHO OTIUYAeTCs (OTCTOMT)
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OT TpaHUlIbl HE MEHbIIEH 3(P(HEKTUBHOCTU YCTAHOBICHHOW [JIsi MPOBEPKHU
CTaTUCTHYCCKOM THUIIOTE3HI,

KadecTBa MOJIYyUYCHHBIX IAHHBIX OMMOPHOTO UCCIICIOBAHMUS;

BHYTPEHHEH COTJIACOBAaHHOCTHU TOJIYYECHHBIX JaHHBIX (TO €CTh ¥
JIAHHBIX, TMOJIYYEHHBIX OT 3apaHee BBHIOPAHHBIX PA3IUYHBIX CYyOHOMYJISIUI
MalKUEeHTOB, JOJKHBI OBITh MTOKa3aHbl CXOAHBIE 3 (DEKTH BMEMIATEILCTBRA);

CXOJIHBIX pE3yJIbTaTOB BCEX BAXHBIX KOHEYHBIX TOUYEK OIOPHOIO
HCCJIEIOBAHHS,

OoTCYTCTBUS 3(P(DEKTOB KIMHUYECKUX (MCCIEAOBATEIbLCKUX) IIEHTPOB
(To ecThb OTCYTCTBUS JIOMHMHUPOBAHUS OJHOIO W3 MCCIEI0BATEIbLCKUX
IIEHTPOB B pe3yJjbTaTax HaOopa MaIllMeHTOB WM TMOJIYYEeHHBIX 3((PEeKTOB
BMeEIIATEIbCTBA);

PaBIONO00MS N3y4aeMOM CTATUCTUYECKOM TUITOTE3HI.

He TpeOyercs B 00s3aTeIbHOM TMOPSJAKE BKIHOYATh B IIPOTPaAMMY
Il ¢a3pr kmMHUYECKUX HCCIeAOBaHUM 2 U 00JIee OMOPHBIX HCCICIOBAHMS.
Onnako mporpamma |l ¢da3el KIMHUYECKUX HCCIEIOBAaHUM, ColepIKaiiast
HECKOJIbKO  OIMOPHBIX  MCCJIEAOBAaHUM, TO3BOJISAET MPEACTABUTh  BCE
pa3zHooOpa3ue pe3yJbTaTOB KIWMHHUYECKHX HCCIIEIOBAaHWNA MpH IpobiieMax,
CBSI3AHHBIX C TIOJATBEPKIACHUEM TI0JIb3bl IMPHUMEHEHHS JIEKAPCTBEHHOTO
npemnapara y 1eJIeBOM Monyssiuuu. B ciydasx mpeacTtaBieHUs] pe3yJbTaToOB
€AUHCTBEHHOI'O  OMOPHOTO  WCCJIEAOBAaHUS  OHU  JOJDKHBI  OBIThH
yOeqUTEIbHBIMU C TOYKM 3PEHUS BHYTPEHHEW M BHEIIHEH BaJUIHOCTH,
KIMHAYECKONM 3HAUMMOCTH, CTaTUCTHYECKON 3HAUYMMOCTH, KaueCTBa JAHHBIX

Y BHYTPEHHEH COTJIaCOBAaHHOCTH.

V. [loareepxkaenue peructpanuu (mepeperucrpanms)
JIEKapCTBEHHBIX IPEIapaToB, 3aPETUCTPUPOBAHHBIX
10 MPOLETYPE YCIOBHOM PErUCTpALIU
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B cootBerctBuu ¢ noapaznenom VI paznena VII [IpaBun ycinosHas
perucTpanus JIeUCTBUTENIbHA B TedeHre 1 rojia ¢ Mociaeayoend exXeroaHomn
MIEPEPETUCTPALIUEN.

I[To wucredeHun cpoka JEWCTBUS B 1 TOJd PErHCTPALlUOHHOTO
YAOCTOBEPEHHUS JIEKAPCTBEHHOrO IMpernapara, 3aperucTpUPOBAHHOTO TIO
NpOIEAYypE YCIOBHOW PErucTpalvd, MOXET OBITh MpOBEJEHA Mpoleaypa
MOATBEPKJCHUSI PErucTpanuu (TepeperucTpaius) Takoro JEKaApCTBEHHOTO
npernapara.

JepxaTenp PErucTpaMoOHHOIO YJIOCTOBEPEHHS] JOJDKEH MOJaTh
3asIBJICHUE Ha MOJTBEPKJICHUE PETUCTpaluu (IEPEPETUCTPALINIO) HE TTO3/IHEE
yeM 3a 6 MecsleB J0 MCTEYEHUS CpoKa JCHUCTBUS PErUCTPAlMOHHOIO
YAOCTOBEpPEHHUS JIEKQPCTBEHHOT'O TMperapara, 3aperucTpUPOBAHHOTO TIO
NPOLEAYPE YCIOBHOM PETHCTPAMM W NPEAOCTABUTH YIOJTHOMOYEHHOMY
oprany  (9KCmepTHOM  opranHuzamuu)  pedepeHTHOTO  TrocyJapcTBa
NPOMEXKYTOUHBIA  OTYET O  BBINOJHEHUHM  YCTAHOBJICHHBIX  OCOOBIX
00s13aTeJIbCTB.

YTOTHOMOYEHHBII OpraH (3KCHEepTHas opraHu3aiusi) pedepeHTHOro
rocygapctBa 00si3aH  pacCMOTPETh  3asBIEHHWE Ha  TOJATBEPKICHUE
peructpauuu  (IEPEPETUCTPAIMIO)  JIEKAPCTBEHHOIO  Mpemnapara Ipu
NPOBEJICHUU  MPOUEAYPbl  YCIOBHOM  pErucTpaliu Ha  OCHOBAaHHUHU
MOATBEPKICHUS TOJIOKUTEITLHOTO COOTHOIIEHUSI «I0JIh3a — PUCKY, TIPOBOJIS
OIICHKY  TpPEACTaBJICHHBIX  3asgBUTEJIEM  JaHHBIX B  OTHOUIICHUHU
YCTAaHOBJICHHBIX TPH PETHCTPAIMH OCOOBIX 0053aT€NCTB U CPOKOB HX
BbINIOJHEHUs. [lo wuToram HsKcmepTH3bl  JEKApCTBEHHOTO  Mpenapara
DKCIIEpTHAs  OpraHm3anus  pedepeHTHOrOo  TroCyJapcTBa  COCTABIISET
3aKJTIOUCHHE C yKa3aHMEM IIOJIOKEHUH O BBITIOJHEHUM 3asBUTEIIEM paHee
YCTAHOBJICHHBIX MPH PErUCTPaAIlMd OCOOBIX 0053aTENBCTB, HEOOXOIUMOCTH

COXpaHCHUA WM HN3MCHCHHUA OTHX 00s3aTeIbCTB U000 CPOKOB HX
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BBITIOJTHEHUSI. ODKCHEPTHBIM OTYET JIOJDKEH COJEpKaTh  3aKJIIOYEHUE
OTHOCHUTEJILHO:

HEOOXOAMMOCTH COXPAHEHUS WJIM WU3MEHEHUsI YCTAaHOBJIECHHBIX OCOOBIX
0053aTENBCTB UM CPOKOB UX BBIOJTHEHUS;

HEOOXOJIUMOCTH COXPAHECHUS, W3MEHEHHUs, MPUOCTAHOBJICHUSA WIIU
OTMEHBI JICUCTBUS pPAHEE BBIJIAHHOTO PETUCTPAIMOHHOTO YAOCTOBEPEHUS
JIEKApCTBEHHOIO Tpernapara, 3aperucTpUPOBAHHOTO MO MPOIEAYPE YCIOBHOM
perucTpanum.

VTOIHOMOUYCHHBIH OpraH (dKCIepTHas opraHu3aius) pedepeHTHOTOo
rocyJlapcTBa MPOBOJMUT OLIEHKY PErUCTPAllMOHHOTO JOChE B TEUCHHE
40 paboumx nuei. [Ipu HEOOXOAMMOCTH CPOK MOXXET ObITh YBEJIWYEH Ha
20 paboumx JHEW JJIs OIIEHKHM OTBETOB HA BOIMPOCHI YMOJHOMOYEHHOTO
opraHa (PKCIEpPTHON opraHu3alu) pePepeHTHOro TocyAapcTBa, KOTOpbHIE
HAMpaBSUIUCh  3asgBUTEN0 10 pesyiapTataM 40-ITHEBHOM SKCHEPTHU3BI.
OKCHEepTHBIA OTYET 00 OIICHKE TMOJICKHUT OMYOJUKOBAHUIO B E€IUHOM
peectpe B Teuenue 10 paGounx nHe.

Panee mnpuHsTOE pEIICHUE YIIOIHOMOYEHHOIO OpraHa (dKCIEepTHOU
opraHuzanuu) pedepeHTHOro TOCyJapcTBa O BO3MOXKHOCTU MPOBEIACHUS
MPOIIEYPhl YCIOBHOM PErHCTPAlMK TIPOI0JDKACT ICUCTBOBATH HE Oojiee ueM
B T€UCHME |5 KaleHIapHBIX THEW NOCJIE PA3MEUICHHS B €IWHOM PEECTpE
OYEpEIHOTO PKCIIEPTHOTO OTUETa 00 OICHKE.

N3MeHeHne YCTaHOBJIEHHBIX OCOOBIX 0053aTEILCTB WU CPOKOB HX
BBITIOJTHEHUSI MOXET MPUHUMAThCSA TOJBKO Ha OCHOBaHHUH
COOTBETCTBYIOIIETO OOOCHOBAaHUSI U OOCTOATENHCTB, KOTOPBIC HEJIb3sI OBLIO
NpEAyCMOTPETh B TPOIECCE  BBIMOJHEHUS  MEPBUYHON  YCIIOBHOM
peructpanuu. Jleparenb perucTpallMoOHHOTO YJIOCTOBEPEHHS 00s3aH
HE3aMeJIJIUTEIbHO COOOIIaTh  YIMOJHOMOYEHHOMY OpraHy (dKCHepTHOM

opraHuzanuu) pedepeHTHOTO TOCYJapCTBA O JIFOOBIX BO3HUKIIHMX TOCIE
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YCJIOBHOM PErucTpanuu 3aJepKKaxX BBIIMOJIHEHUS YCTAHOBJIEHHBIX OCOOBIX
00s13aT€IbCTB W MX BIMSHAM Ha COOTHOIICHUE «II0JIb3a — PHUCK»
JIEKapCTBEHHOTO npenapara. N3menenue CpoKa BBITIOJIHEHHUSI
YCTAaHOBJICHHBIX  OCOOBIX  00S3aTE€NbCTB  MOXET OBITh  COIJIACOBAHO
YIOJTHOMOUYEHHBIM OpPraHOM (IKCIEPTHOW OpraHU3alMel), UCKIIOUYUTEIBHO
€CITU JIOKa3aTeIbCTBA, COJIEPIKAIINECS B MIPOMEKYTOUYHOM OTUeTe (OTUeTax),
YKa3bIBaIOT HAa TO, YTO IOJIb3a JOIMyCKa Ha (hapMalleBTUUYECKUM PBIHOK
JIEKapCTBEHHOI'0 TMperapara BCE €IIe MPEBBIIIAET PUCK, CBA3aHHBIN C
HEOMPEEIEHHOCThIO, KOTOPYIO CO3/1al0T HEMOJHBIE JaHHbIE 0 O€30IaCHOCTU
1 3¢ (HEKTUBHOCTHU JIEKAPCTBEHHOTO Mperapara.

B ciydae  HEBBINOJHEHHS  JIepXKaTelieM  PErHCTPaIlMOHHOIO
YAOCTOBEPEHHUS YCTAHOBJIICHHBIX OCOOBIX 0053aTENBCTB YIOJTHOMOYCHHBIN
opraH (9KCHepTHas opraHu3ainus) pedepeHTHOTO TOoCyAapcTBa BIIPaBe
CUMTaTh, YTO TMOJIOKUTEIBHOE COOTHOIICHUE «IOJIb3a — PHUCK» HE
MOATBEPKJICHO, U MPUMEHHUTh HEOOXOAMMBIE MEPHI MO MPUOCTAHOBIICHUIO,
OpEKpalIeHUI0 JACUCTBUS (AaHHYJUPOBAHUIO), JUOO OT3bIBY BbIJAHHOTO
PErHCTPALIMOHHOTO YAOCTOBEPEHHUS TAKOTO JIEKAPCTBEHHOTIO Mpernapara.

[TonrBepxaeHue perucrpanuu (mepeperucTtparius) TOJKHO
OPOBOAUTHCS  €XKErogHO JO TEeX TMOop, IO0Ka B PErucTPallMOHHOM
YAOCTOBEPEHUH  JIEKAPCTBEHHOTO IMpernapara COXPAHSETCA  YCIOBHAs
peructpanus. Ilociae BBINMOJHEHUS YCTAaHOBJIEHHBIX OCOOBIX 00S3aTEILCTB
uHpopMaIus 0 HUX yAQISIETCS U3 PErUCTPALIMOHHOTO YJOCTOBEPEHUSI, U €ro

JICUCTBUE MPOJIEBACTCS HA 5 JIET B COOTBETCTBUM ¢ MyHKTOM 18 [IpaBur.

1. TpeGoBaHUs K JOKyMEHTaM PETUCTPAIMOHHOTO JOChE

[Ipu exerogHoM MNOATBEPXKACHUU pErucTpauuu (mepeperucTpaiuu)
TUISt YIOCTOBEPEHUS YIIOJTHOMOYE€HHBIM OpraHom (3KCTIepTHOM

OpFaHI/IBaHI/ICﬁ) peq)epeHT HOT"O rocyaapcrsa HaIn4ua JOKAa3aHHOI'O
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MOJIO)KUTETTBHOTO ~ COOTHOIICHUSI  «I0Jb3a — PHUCK» JIEKAPCTBEHHOTO
mpernapaTta, TPOBEPKH TOJHOTHI BBIMIOJIHEHUS YCTAHOBJICHHBIX OCOOBIX
0053aTENbCTB U CPOKOB HX BBIINOJIHEHHUS JEp)KaTellb PETUCTPAMOHHOTO
yAOCTOBEPEHHUS TP T0Jaue 3asBJICHUS Ha MOATBEPKACHHE pPErUCTpalvu
(mepeperucTpanuio) o0s3aH MNPEJOCTaBUTh KaK MHUHUMYM CIEIYHOLIUE
JIOKYMEHTHI ¥ CBEJICHUS B OOHOBJIEHUU PETUCTPALIMOHHOTO JIOCHE:

nepeyeHb (B XPOHOJOTHYECKOM TOPSIAKE) YCTAaHOBJIEHHBIX OCOOBIX
0053aTENbCTB MPU MEPBUYHON YCIOBHOM PErHUCTpAIlMU U JOMOIHUTEIbHBIX
0COOBIX 00s3aTENIbCTB, YCTAHOBJIEHHBIX IOCJIE OCYUIECTBICHUS YCIOBHOM
perucTpanuu, ¢ ykazanuem chepbl AEUCTBUA ITHUX 00s3aTEILCTB, CTaTyca
BBITIOJTHCHMS, JIaThl WX YCTAaHOBJCHHWS W JaThl WX BBHINIOJHEHHS (MpU
HEOOXOIUMOCTH);

oOIIlyI0 XapaKTepUCTUKY JICKAPCTBEHHOIO Ipernapara, MapKHPOBKY U
WHCTPYKIMIO TI0 MEAMIIMHCKOMY MPUMEHEHHUIO JICKAPCTBEHHOI'O IMperapara
(mCTOK-BKIIABII);

NPOMEXKYTOYHBIA OTYET O BBIMOJTHECHUH YCTAHOBJICHHBIX OCOOBIX
00s3aTeNbCTB, BKJIOYas JaHHbIE O BBIIOJIHEHUM KaXIOro 0co0oro
oOs3aTenscTBa. llenp  oruera  3akmrovyaeTcss B WH(DOpMUpOBAHUU
YIOJHOMOYEHHOTO oOpraHa (dKCIEepTHOW OpraHu3anuu) pedepeHTHOro
rocyJapcTBa O XOj€ padOT CBSI3aHHBIX C BBHITIOJHEHHEM YCTaHOBJICHHBIX
00513aTEeNBCTB, a TAK)KE€ B OIICHKE BEPOSATHOCTH BBIMOJHEHUS JepKaTeiaeM
PErUCTPAIMOHHOTO YAOCTOBEPEHHUS 0COOBIX 00S3aTEIBCTB B YCTAHOBJICHHBIM
CpOK;

3aKIr0YeHre (BBIBOJ) AKCIEPTA, MPOBOIUBIIEIO OICHKY KIMHHUYECKUX
JaHHBIX, XapaKTEPU3YIOIIee TEKYIIee COOTHOIICHHE «IOJb3a — PUCK»
JIEKapCTBEHHOTO Mpernapara Ha OCHOBaHUU:

JTAHHBIX, TOJYYCHHBIX B IIPOIECCE BBIMOJIHEHUS YCTAHOBIICHHBIX

0COOBIX 0053aTENILCTB;
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WHBIX JaHHBIX O 0€30MacCHOCTH JICKAPCTBEHHOTO Tpemapara (BKIIFOJast
NIEPHOIUYCCKUIT OOHOBIISIEMBIN OTYET IO OE30MACHOCTH), MOJTYYCHHBIX TTOCIIE
perucTpaIuy;

WHBIX JIaHHBIX 00 3(P(EKTUBHOCTH JIEKAPCTBEHHOTO IIperapara,
MOJTYYEHHBIX MTOCJIE PETUCTPAITUH.

B HCKIIOUUTENBHBIX CIydasX MOXKET MOTpeOOoBaThCs (OPMHUPOBAHHE
JOTIOJTHATEILHOTO 3aKII0OUeHUs! (BBIBOAA) DKCIIEPTa, MPOBOAMBIIETO OIEHKY
JOKJIMHWYECKHUX JTAHHBIX, WJIU JKCIEpTa, MPOBOJIUBIIETO OIEHKY KadecTBa
JICKapCTBEHHOr0 Tpernapara (HampuMep, €Clid ObUIM IOJYYCeHbI HOBBIC
BaKHBIC OKJIMHUYECKHUE JAHHBIE WJIM JAHHBIE O KAYECTBE JICKAPCTBEHHOTO
nperapara);

3aKTFOYUTEIBHBIA OTYET O BBIMOJHEHUH YCTAaHOBJICHHBIX OCOOBIX
0053aTENbCTB, €CIH MPEASTbHBIN CPOK MOJAYN CBEJICHUN O MX BBHINOJIHEHUU
COBIAJAET CO CPOKaMH TMOJA4M 3asBJICHUSI HA MOJATBEPKIACHUE PETUCTpaIluU
(mepeperucTpaiiyio) JIeKapCTBEHHOTO Mpernapara, U €clid OH He ObLI MojaH
Ha pacCMOTPEHUE OTIEITBHO.

Ecnu nmanneie o Oe3omacHoCcTH, H(OQPEKTUBHOCTH W  KayecTBE
JIEKapCTBEHHOTO Tperapara, BKIIOYEHHBIE B €r0 PETUCTPAIMOHHOE J0CHE
OpU  TOATBEPXKACHUU  perucTpanuu  (mepeperucTpaiuu),  TpeOyroT
aKkTyanu3anuu wHGOpPMAIMU O JICKapCTBEHHOM TMperapare Wid IJlaHa
yOpaBJICHUS PHUCKaMH, TO HW3MCHEHHUS, BHOCHUMBIE B HMH(POPMAIHIO O
JICKapCTBEHHOM TIpemnapare W IUIaH YIPaBJICHUS PHUCKAMH, TOIMYCKaeTCs
BKJIFOYaTh B  COCTAB PETUCTPAIMOHHOTO JOChE TIOJaBAEMOTO  Ha
MOJITBEPKICHUE PETUCTPALMH (TTEPEPETUCTPAITUIO).

[Ipy  TOATOTOBKE  PETUCTPAIMOHHOTO  JIOChE  JICKAPCTBEHHOTO
npemapata s HOATBEPXKACHHS  pPerHcTpaiuu  (IMepeperucTpaliim)
JepKaTellb PETUCTPAIMOHHOTO YAOCTOBEPEHHUS JOJDKCH YUYUTHIBATh JaHHBIC,

KOTOPBbIC OBLJIM BKJIIOYEHBI B paHeC IIOAAHHBIC BCPCHHN PCIUCTPALMOHHOIO
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JOChE, HMHBIE OTYETHBIE JIOKYMEHTHI II0 JIEKAPCTBEHHOMY IIpenapary u
KOTOPBIE SIBJISIIOTCS 3HAYUMBIMHU JIJI OLICHKH COOTHOIIEHUS «I10JIb3a — PUCK»
JAHHOTO  JICKApCTBEHHOro nmpemnapaTta. l[loaTBepkaeHue perucrpanuu
(mepeperucTpaiiysi) Takoro JIGKapCTBEHHOTO Ipenapara He JOJKHO 3aMEHSTh
BBINIOJIHEHHE MHBIX MPOLEAYP, CBSI3aHHBIX C PETHCTPALUEH JIEKAPCTBEHHOTO
npenapara (HampuMep, BHECEHHE HM3MEHEHHM B pPETHCTPALMOHHOE J10ChE
JIEKapCTBEHHOIO0 Mperapara), a MPeACTaBICHHE aKTyaJlHu3UpPOBAHHBIX
CBEJCHUU I BHECEHHS B PErUCTPAIlMOHHOE O JOChe HE CleayeT
OTKJIJbIBATh 10 OYEpEIHOTO MIOATBEPKICHHUS perucTpanuu

(mepepeructparun).

2. TpeboBaHMs K MPOMEKYTOUYHOMY U 3aKITIOUYNTEILHOMY OTYETaM
O BBIMIOJIHEHUY YCTAHOBJICHHBIX 0COOBIX 00s3aTEIhCTBAX

JlepkaTedqto  pEeTUCTPAIMOHHOTO  YJOCTOBEPEHUS]  HEOOXOAMMO
MPEJOCTABUTh OJWH IIPOMEKYTOUHBIM OTYET O BBHITIOJIHCHUH YCTAaHOBJICHHBIX
0COOBIX 0053aTEILCTB Ha JIEKAPCTBEHHBIM IMpermapar, BKIIOUYAIONIUN BCE
ocoObIe 00s3aTenbCcTBa. B 3aBUCMMOCTH OT BHMJA HMCCIIEHOBAHHUSA M HAJIMYUS
aKTyaJITM3UPOBAHHBIX JIAHHBIX CTPYKTypa M COACP)KaHHE IMPOMEKYTOUHOTO
oTdyeTra MOTYT OTIMYaThcs, IIpemocraBieHWe CBEAECHUH O KaXIOM
UCCIICIOBAHNHN  OCYIICCTBIIACTCS C IEJIbI0 TMOJYyYEHHUS BO3MOXKHOCTH
MPOBEJICHUS OILICHKW BJIUSHUS JOCTYITHBIX JAaHHBIX O OE€30MMacHOCTH H
3 PEKTUBHOCTH JICKAPCTBEHHOTO TMpernapara Ha COOTHOIICHHUE «IOJIb3a —
PUCK» W OIICHKH BBITIOJIHEHHS OCOOBIX 00s3aTenbeTB. [IpoMekyTOUHBIN
OTYeT JOJKEH COJIepKaTh JOCTATOYHBIC CBEJICHUSI JIJISI BBITTOJTHCHUS OIICHKU
HEOOXOJIMMOCTH COXPaHCHHS WM W3MCHEHHS OCOOBIX O00S3aTeIbCTB H
CPOKOB MX BBINOJHCHHSA. ECau BBITOTHEHHE 3THX 00S3aTEIbCTB CBSI3aHO C
aHAJM30M JIaHHBIX O 0€30MacHOCTH W 3(P(HEKTUBHOCTH JIEKAPCTBEHHOIO

npemnapara, MnmoJdy4CHHbIX B XOJC IMPOBCACHUA KIIMHUYCCKUX PICCJIGI[OBaHI/Iﬁ,
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JUISL COCTAaBJICHHMSI TIPOMEKYTOUHBIX OTUYETOB JIOMYCKAETCS MCIOJIb30BAThH
MPUBEICHHYIO HUXKE CTPYKTYPYy HPOMEXKYTOYHOro otdera. Jlomyckaercs
BHOCHTh M3MEHEHHS B IEPEYEHb PA3JCIIOB CTYPKTYpPbl MPOMENKYTOUYHOTO
ordyera (HampuMep, B 3aBUCHMOCTH OT JIM3aiiHAa MCCJICIOBAHUS, TPOICTyPHhI
OCJICTUICHHS WCCJICIOBAHMs), MCKIIIOYaTh OJIMH WM OoJiee IOJpa3/eiioB U
pa3AenoB WIM BBOAUTH JOTOJHUTEIBHBIE MOAPA3AECbl ISl MPEIOCTABICHUS
HEOOXO/IUMBIX JaHHBIX. [lepedueHb OCHOBHBIX pa3/CiOB TAKUX OTYETOB O
BBITIOJTHEHUM  YCTAHOBJICHHBIX OCOOBIX 0053aTEIBCTB  JIOJDKEH  OBITH
COTJIaCOBaH 3asBUTEIEM C YMNOJHOMOYEHHBIM OpPraHOM (3KCIEpPTHOMU
opraHuzanueii) pepepeHTHOro TrocyJapcTBa BO  BpeMs  MPOLETYpPbI
AKCIEPTU3bl JICKAPCTBEHHOTO TMpenapara, IOJAaHHOTO Ha TNEPBUYHYIO
YCJIOBHYIO PETUCTPALHIO.

IIpoMexyTOUHBIN OTYET HA JIEKAPCTBEHHBIN MPENapaT COCTABIIIETCA 110
KOKJIOMY YCTaHOBIIGHHOMY 0COOOMYy 00s3aT€lIbCTBY, JUIsI KOTOPOTO
BBITIOJIHSJIOCH KIIMHMYECKOE UCCIIeIOBAHUE, U BKIIFOYAET B CeOsI:

a) TUTYJbHYIO CTpPaHULly W CHHOICUC. B »93Tol wyacTu oT4dera
HEOOXOJIUMO TMPEJCTaBUTh KPATKOE OINMUCAHUE KAXKJIOr0 W3 MPOBOJSIIUXCS
WIM  HOBBIX  KIMHUYECKHX  KCCIECJAOBAaHUW,  SBISIOMIMXCS  YacThIO
YCTaHOBJICHHOTO 0co0oro oO0s3aTenscTBa. CHHONCUC TO KaXKIOMY U3
KJIIMHAYECKUX MCCIICIOBAHUN JIOJKEH OBITh M3JIOKEH HE 0oJjiee ueM Ha OJTHOU
CTpaHUIIe CTAaHJAPTHOTO TEKCTA U BKJIIOYATh B c€Osl ONMMCAaHUE OOIIIEro MmjiaHa
U IM3aliHa MCCJICTOBAHMS,

0) BBeJICHHE, COJIepIKaIIee CICITYIONYI0 HH(DOPMAITHIO:

TEKYIIMA  CTAaTyC  MPOBEJICHHS  HUCCIEJOBaHHS, O  KOTOPOM
MPEIOCTABISACTCS HACTOSIINN TPOMEKYTOUHBIN OTUET;

BO3MOXXHBIE€ WJIM BO3HUKIIHNE HEPEIICHHBIC TMPOOJIEMbI, a TaKke
npoOJieMbl KOTOpbIE CIIOCOOHBI OKaszaTh CYIIECTBEHHOE BIIMSHUE Ha

BBITIOJTHUMOCTB UCCIICAOBAHU,



126

OKHJIaeMBbI€ 33JIEPKKHA CPOKOB BBIITOTHEHUS PabOT MO MCCIICI0BAHUIO;

WHBIC CBEJICHUS,

B) Ha0Op CYOBEKTOB HCCIIeIOBaHUS. B 3TOM 4acTu oTyeTra HE0OXO0IUMO
OIHCATH:

KPUTEPUHU BKJIIOYEHUS MAIIUCHTOB B MCCIICIOBAHNE;

JUHAMUKY WX Habopa IO BpPEMEHH, MO KIMHUYECKUM IIEHTpaMm, IO
CTpaHaM M perHoHaM, TI0 BUIaM BMEIIATEIhCTBA,;

CBEICHMS O JOCTYITHOCTHU JaHHBIX,

CBEIIEHHWS O CTaryce TMOCIeAYyIoNero HaOMIoAeHUs, a Takke
POJIOJDKUTENBHOCTH TTOCJIEIYIONIEr0 HAOII0ICHNUS;

aHaIM3 TaKUX BOIPOCOB, KaK IMPOTHO3UPYEMBIM HAOOp CYOBEKTOB B
UCCJIEIOBAaHUE U OXKHMJaeMasi 4yacToTa SIBJICHUM, BIUSIHUE HA0Opa CyObEKTOB
UCCJICIOBaHUSI HA €ro MOIIHOCTh, OIEHKa JUHAMUKA HW3MEHEHUU
XapaKTEPUCTUK BKIIOUYAEMBIX MAIMEHTOB, pPAaCcyeThl YCIOBHON MOIIHOCTU
UCCJICIOBaHMs, TPOTHO3UPYEMBIN CpPOK OKOHYATEJIHHOTO aHajau3a Io
UCCJIEIOBAHUIO;

I') ICXOJHBIC XapaKTEPUCTHUKHW WM3y9aeMOW TIOMYJISAIAHA, BKIIOYAs
OMHMCAaHUE WCXOAHBIX TIEPEMEHHBIX TI0 TPYyMNe BMEMIATeNbCTBA, WX
NPUEMJIEMOCTh, a TaKXKE OIHUCAHHWE JIOOBIX MpOOJeM, KacaroluXcCs
KpUTEPUEB CKPUHUHTA, BIUSHUE KPUTEPUEB HEBKIIOUCHHS W TMPOOJIEMBI
pacmpoCTpaHEHHUsT BBIBOJA 10 HCCIEJAOBAHUIO HA BCIO T'E€HEPAbHYIO
COBOKYITHOCTb;

1) HeXKeNaTeIbHbIE SBJICHUS B 3aBUCHMOCTH OT BMEIIATENbCTBA M UX
TSOKECTH Ha YPOBHE CHCTEMBI OPTaHOB M Ha yPOBHE MPEANOYTHTEIHHOTO
TEPMHUHA, a TAK)KE OTMUCATh YaCTOTY CEPHE3HBIX HEXKEIIATCIbHBIX SIBJICHUMN;

€) aHAJIN3 HCCIEAYyeMbIX KOHEYHBIX TOYCK C yKa3aHHUEM pe3yJIbTaTOB
IIPOMEKYTOUYHBIX aHAJIM30B KOHEYHBIX TOYCK HCCIICIOBAHMS, OXHIACMBIX

CPOKOB OKOHYATCJIBbHOI'O daHAJIM3a KOHCYHBIX TOYCK WM MHBIX JdHHBIX HMCXOJsA
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U3 OCOOEHHOCTEH MCCIENIOBAHMS, MPOTOKOJA JAHHOTO KIMHUYECKOTO
UCCJIEI0BaHMS U 3aIUTAHUPOBAHHBIX B UCCIIEIOBAHUH MPOLEYP;

&) o0ecrieyeHrue KayecTBa MPOBEACHUS MCCIIEIOBAHUS U MOTYYaeMbIX
JAHHBIX C OMUCAHUEM MPUBEPKEHHOCTU CyOBEKTOB MCCIIECIOBAHUS TEPAINNH,
coONIO/IeHusT TpeOOBaHUM K OLEHKEe O0e30MmacHoCcT U 3(P(HEKTUBHOCTH,
CYLLECTBEHHBIX ~ W3MEHEHHWW B  MPOBEACHUU  HUCCIECAOBAaHUS WU
3aIUITAaHUPOBAHHBIX ~ AHAJM30B, BAXHBIX OTKJIOHEHUMH OT MPOTOKOJIA
UCCJIEIOBaHNM, BbIOBIBAaHUA CYOBEKTOB HCCIEIOBAHUA W HEAOCTAIOIINX
JaHHBIX, KPUTUYHBIX JIs1 0OECIIEUeHHs Ka4ecTBa OTKJIIOHEHUS B BBIIIOJHEHUHU
VICCJIEIOBAHUS U PE3YJIbTATOB KOHTPOJIS KaYeCTBA UCCIICIOBAHN.

3aKIOYUTENbHBIE ~ OTYETHI O  KIMHUYECKMX  HCCIEIOBAaHUAX
COCTaBIISIIOTCA 1O (opMaM MPUBEACHHBIM B mnpuiiokeHusix Nel — 9 x
[IpaBunmam  Hamiexxamed  KIMHAYECKOW — IPAaKTHUKU  EBpas3uickoro
AKOHOMHUYECKOI0 COr03a, yTBepkJaeHHBIM Pemienuem CoBera EBpasuiickoit

YKOHOMHYECKON Komuccuu oT 3 HosOops 2016 1. Ne 79,

V1. Cusarue ocoObIx 00s13aTENBCTB MIPU PETUCTPALIUU, TOATBEPKICHUU
peructpaiuu (mepeperucTpainm) JIeKapcTBEHHOTO Mpernapara

YTONMHOMOYEHHBII OpraH (KCHepTHas opraHusanusi) pedepeHTHOro
rocynapcTBa BIIpaBe MPHUHATH PELICHUE O CHITHH OCOOBIX 0053aTEbCTB,
YCTAaHOBJICHHBIX MPU  YCJIOBHOM PEruUCTpallMM IpU NOATBEPKICHUU
peructpanuu  (mepeperucTpaiu)  JIGKApCTBEHHOTO  Mperapara B
cootrBercTBUU ¢ pazaenom VI Ilpasun, ecnu ocoObie 00s3aTebCTBA OBLIH
BBITIOJIHEHBI JJO0 MOMEHTA:

3aBEPILICHHS AKCIEPTU3bI JIEKAPCTBEHHOI'O Mpernapara, MOJaHHOTO Ha
NEPBUYHYIO PETUCTPALIUIO;

NOJATBEPK/ICHUS YCIOBHOM peructpaiuu (nepeperucTpaium);
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3aBepUICHUS HKCIIEPTHU3BI JTAHHBIX, MIPETOCTABICHHBIX B
3aKIJIFOUMUTEILHOM OTYETE O BHIIIOJHEHUU OCOOBIX 0053aTEIbCTB C YKa3aHUEM
MOCJIETHETO HEBBIMOJHEHHOT'O YCTAHOBJIEHHOTO 0CO00T0 00s13aTEIhCTRA.

Ecnu npegocraBieHre oT4eTa O BBHIOJTHEHUH YCTAHOBJICHHBIX OCOOBIX
00sA3aTeNbCTB TPeOyeT aKTyalu3aluu UHGOpMaUUMU O JIEKapCTBEHHOM
mpernapare, JOMYCKAeTCs BKIIOYATh B COCTAB PETUCTPALMOHHOTO JOCHE,
MOJIaBa€MOr0  JUIsi  OLEHKU  HCIIOJIHEHUS  YCTAaHOBJIEHHBIX  OCOOBIX
00s13aTeNIbCTB JII00bIE N3MEHEHHS O JICKAPCTBEHHOM ITpernapare.

[Ipu momade 3aKIIIOUYUTENHHOTO OTYETa O BBHIMOJHEHUU MOCIEAHETO U3
YCTaHOBJICHHBIX OCOOBIX 0053aTENbCTB M B IIEJIIX BO3MOXKHOT'O HM3MEHEHUS
cTaryca JIGKQpCTBEHHOI'O IIpernapara KakK «ycJIOBHAsi perucrpamus 0e3
YCTaHOBJIEHUS OCOOBIX 0053aTENBCTB» JEpXKaTelb PETUCTPAIHOHHOTO
YIOCTOBEpEHUs O005f3aH OTMETUTh O3TO B COOTBETCTBYIOIIMX pa3ienax
MOAyJsl | PEerucTpaliMOHHOTO JIOChE U MPEIOCTABUTH AKTYyaIM3UPOBAHHYIO
uHOpMaIlMIO O JIEKQPCTBEHHOM TMperapaTre ¢ 3akjiioueHue (BBIBOJ)
IKCIIEPTa, MPOBOAMBIIETO OIIEHKY KIMHUYECKUX JaHHBIX, 000CHOBBIBAIOIINX
BO3MOXXHOCTh OCYIIIECTBJICHHSI YCJIOBHOM perucrpanuu 0e3 yCTaHOBICHUS
0COOBIX 0053aTEIbCTB.

[TpuumHbl BEIOOpA YCIOBHOM perucTpanuu 06€3 yCTaHOBJICHHUS OCOOBIX
00513aTENBCTB YKA3bIBAIOTCS B IKCIIEPTHOM OTUYETE IKCIIEPTHON OpraHu3aIiuu
pedepeHTHOTO  TOCYJapcTBa, COCTABICHHOM 1O  (OpMe  COTJacHO

npuioxeHuto Ne 16 x IIpaBunam.

VII. Otnuuus npouenypsl yCIOBHOW pErucTpaluu
OT PETUCTPALINU B UCKIIOUUTEIIbHBIX CITydasx
Y CTaHJIapTHOW MPOUEYyPbl PETUCTPALIUU
JlekapcTBEeHHbIE TpenapaThl, B OTHOIICHHH KOTOPBIX 3asBUTEIIO0 HE

NpeaACTaBJsICTCA BO3MOKHBIM MPCACTABUTL JTdHHBIC (B COOTBCTCTBHUU C
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TpeOOBaHUSAMHU, YCTAHOBJICHHBIMH pazgenramMu 4 wu 5 yactu |
npwioxkenus Ne 1 x IlpaBunmam) (B cuily KOHKPETHBIX TIPHYHH,
npenycMoTpeHHbix paszaesioM 11 wactu |l mpunoxenus Ne 1 x IIpaBunam),
MOTYT 3asBISIThCA HAa PETUCTPAIMI0O B  MCKIIOYUTEIBHBIX  CIydasX.
AKTyalnbHOCTh TaKOW pPETUCTpAallHM TEepPEecMaTPUBACTCS €XKErOJHO IS
MEPEOIEHKU COOTHOUICHHS «I10J1b3a — PUCK». BBIMOTHEHUE JTHOOBIX 0COOBIX
00s13aTE€NBCTB, YCTAaHOBIEHHBIX B paMKax MPOLEAYpPhl PETUCTPALUUA B
UCKIIIOUUTENIbHBIX CIIy4asix, CBA3aHO C TMPEAOCTABICHUEM CBEJICHUU O
6e3onmacHOM ¥ 3()PEKTUBHOM MPUMEHEHUH JICKAPCTBEHHOIO Ipernapara H,
KaK MPaBWJIO, HE MPUBEAET K MOITYUYEHHIO [MOJHOIO PErUCTPALMOHHOTO 10ChE
B COOTBETCTBUU C TpeOOBaHMUSIMU pa3aenoB 4 u 5 wactu | npunoxenus Ne 1
K [IpaBunam. Ecnu 3asBuUTENEM Mpe0CTaBICHBI UCUEPIIHIBAIOIINE JAHHBIE O
6e3onmacHOCTH U 3(PGEKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara B OOBIYHBIX
YCIOBUSIX  TNPUMEHEHUs («IOJHOE JIOChe»), U  BBIMOJHEHBI  BCE
YCTaHOBJICHHBIE 0COOBIE 0053aTENbCTBA, MOKET OBITH BBHITIOJIHEHA MPOIIETYpa
OOBIYHOM PErucTpaLiu.

B pErucTpaIioHHOe J0Che JIEKapCTBEHHOTO npernapara
3apErUCTPUPOBAHHOTO TIO TPOIEAYPE PETUCTPAd B HMCKIIOYUTEIBHBIX
CIy4aeB, MOTYT OBITb BHECEHbl HW3MEHEHHUsS MJisi J00aBIICHUS HOBOTO
nokazanus (MOKa3aHWil) K NPUMEHEHHIO JICKQpCTBEHHOrO IIperapara.
B momoOHBIX CiydasiX perucTpaivs OCTaHETCS B PaMKax HCKIFOYUTEIbHBIX
CITy4aeB.

B pamkax mpoueaypbl YCIOBHOM pErucTpaliii  MOTYT  OBITh
3apErUCTPUPOBAHBI JIEKAPCTBEHHBIE TMpEnapaTbl, B OTHOLIEHUU KOTOPBIX
3aBUTENIb MOXKET MOJATBEPAUTH MOJOKUTEIHLHOE COOTHOILIEHUE «II0JIb3a —
puCK» (HampuMep, Ha OCHOBAaHWUHU MPEAIMISCTBYIONIETO JI0Ka3aTelbCTBA
3¢(HEeKTUBHOCTH  ATUX  JIGKAPCTBEHHBIX  MPENaparoB, IO3BOJSIONIETO

CIIPOTHO3UPOBATh KJIMHUYECKHM HMCXOJI, OLICHUBAEMbIA B paMKax IOJHOH
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pa3paboTku). Takas BpeMeHHass pErucTpalus HE MOXET OCTaBaThCs
ycinoBHOM. OHa mepecMarpuBaeTcs 1 pa3 B roj U MOXET ObITh MPOJICHA,
a TOCJIe TIPEeNOCTaBICHUS JAaHHBIX, TPEOYEeMBbIX ISl MOATBEPKIACHUS
MOJIOKUTEIHLHOTO COOTHOIICHMS «I0JIb3a — PHUCK» (KIOJHOE JO0ChE»), OHA
CTaHOBUTCSI OOBIYHOU perucTparuei.

Takum 00pa3oMm, CYHIECTBYET pa3IMuYMe€ MEXKIY perucrpanueid B
WMCKIIIOYUTENBHBIX CIy4dasX M YCIOBHOM perucrtpauuein. Ilponenypa
pPEruCTpalliil B MCKIIOYHUTENBHBIX CIy4YasX HE JOJDKHA MPOBOAUTHLCS, €CIH
o0ocHOBaHa yclOBHas peructpamus. [Ipomenypa ycmoBHOW perucrpanuu
MPOBOAUTCA MPU OTCYTCTBUHU UCUYEPIBIBAIOIINX KIMHUYECKUX JAHHBIX, €CIIH
3asiBUTENb CIOCOOEH MPEACTaBUTh TAKUE TaHHbIEC B KpaTyaulliie CPOKH.

Cnengyer oOTMeTUTh, 4YTO Op¢aHHbIE JEKApCTBEHHbIE Ipenaparsl,
aHAJOTMYHO MPOYUM JIEKAPCTBEHHBIM Ipenaparam, MOTyT PETUCTPUPOBATHCS
0 TPOLEAYpPE PErUCTpallid B HUCKIIOYUTEIbHBIX CIy4dasX TOJBKO IpPHU
COONIOJICHUM  KPUTEPHUEB, TpeaycMOTpeHHBbIX [IpaBunamu  (coriiacHo
npuioxeHuto Ne 25 pasznaen 3). Kpurepuu npucBoenus craryca oppaHHOTO
JIEKapCTBEHHOr0 Ipenapara yHIOJHOMOYEHHBIM OpraHoM (3KCIEpPTHOM
OpraHu3aIuei ) rocyJlapcTBa-ujieHa B COOTBETCTBUU C ero
3aKOHOJATEILCTBOM HE 3aBUCIT OT KPHUTEPUEB, pPaCCMATPUBAEMbBIX IpPH
OPOLEAYPE PErucTpaliid B HUCKIIOYUTEIBHBIX CIIy4yasX, U OT KPUTEPHEB,

paccMaTpUBaeMbIX MPU MPOLEAYPE YCIOBHOM PETUCTPALUN.

VIIl. KoncynpTupoBaHue ynoJHOMOUYEHHBIMA OPTaHAMMU
(PKCIIEpTHOM OpraHu3anueil) rocyaapcTBa-4iieHa nepe
N0/Iaueii 3asiBJICHUS Ha PETUCTPALIMIO
3asiBUTEIb npu IUTAHUPOBAHUU YCIIOBHOU perucTpanuu

JCKAPCTBCHHOI'O IIpCIiapara BIIpAaBC 3allpOCUTb IIPOBCACHHC HAY4YHBIX H

npeaApCruCcTpaiuOHHbIX KOHCYJ'IBTEII_II/II\/JI YIIOJITHOMOYCHHBIX OpraHoB
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(3KCMEPTHBIX OpraHu3aluii) TOCyJapCTBa-ujieHa B COOTBETCTBUU C €ro
3aKOHOJATEIBLCTBOM, MPEIYCMOTPEHHBIX TyHKTOM 26 IlpaBun, mubo
HaMpaBUTh OOpallleHWe B YMOJHOMOYEHHBIM OpraH TroCyAapCTBa-ujieHa O
MPOBEJICHUN KOHCYJIbTAlMA ODKCIEPTHOTO KOMHUTETAa MO JIEKAPCTBEHHBIM
CpeacTBaM [IJId PEIICHUS BOIPOCAa O BO3MOYKHOCTHM IPUMEHEHUS K
JIEKQpCTBEHHOMY IMIpenapary, pa3pabdaTbiBaeMOMy JiJii TMPUMEHEHUS B
OTHOIIECHHWU OIPEICIICHHOTO MOKa3aHusl, MPOLEAYPHl YCIOBHOW PETUCTPALINU
U BBINOJHEHUS TpeOOBaHUS, IPETYCMOTPEHHOTO a03aliaMu BTOPBIM — IMSITHIM
nojapaszaena 2 pasaena |l Hactosiero qokyMeHTa.

Bo Bpems mnpoBeneHUss KOHCYJIbTallMM 3asBUTENS, BBIIOJIHIEMOU
YIOJTHOMOYEHHBIM OpraHoM (PKCHEpPTHOM oOpraHuzaiueil) rocyjapcrpa-
YJieHa, 3asiBUTEIb 00s3aH MPEJCTABUTH:

MNCbMEHHBIM  3allpOC  HAa TMPOBEICHUE MPOLEAYPHl  YCIOBHOM
perucTpanuy;

NEepEeYeHb BOMNPOCOB  AJAMUHHUCTPATUBHOIO WJIM  MIPAKTHYECKOTO
(METOIMYECKOr0) XapakTepa, HEOOXOAUMBIX JJI Pa3bSICHEHUS.

ITockonbKy J€KapCTBEHHBIC MpPENaparbl, MNPEAHA3HAUYCHHBIC IS
oOecrieueHUsT HEYJIOBJICTBOPCHHON MEIUIIMHCKOW TOTPEOHOCTH CHCTEMBI
3IpaBOOXPAHEHHS, MOTYT OJHOBPEMEHHO MPEACTABIATh TMOJIb3Y IS
3I0POBbSl HACEJICHUS], CBA3AHHYI0 C HEMEIJIEHHOW JIOCTYMHOCTBK) TaKOTO
JIEKapCTBEHHOTO TIpernapara, 3asBUTENIb BIPABE 3alPOCUTh MPOBEACHUE
YCKOPEHHOW HKCIEPTHU3bl JICKAPCTBEHHBIX MPENapaToB MW MUX YCIOBHYIO
peructpauuio. B 1ensaxX UCKIIOYEHHsS 3aJ€pKEK IPHU BBINOJHEHUU B
JNaJbHEUIIIEeM TPOUEAYpbl YCIOBHOM peructpauuu W (WIiH) YCKOPEHHOM
SKCHEPTU3bl  3asABUTENb  JOJDKEH  3a0JIarOBPEMEHHO  MPEAYyCMOTPETh
HEO0OXOJIMMOCTh 3alpoca Ha MPOBEACHUE KOHCYJbTAIIMU YIOJIHOMOYEHHOTO

opraHa (3KCIepTHOM opraHu3aluu) rocyapcTBa-4jeHa.
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HeB03MOXHOCTh MNpPEOCTaBUTh IOJIHBIE JTaHHBIE O OE€30MACHOCTH U
3(Q(PEeKTUBHOCTH JIEKAPCTBEHHOI'O0 IIpenapara HeoO0XOauMO OOCyIWUTh B
npoiiecce papMalneBTUUECKON pa3pabOTKH JIEKapCTBEHHOIO IMperapara Kak
MO>XHO paHblle. 3asBUTENb BIIpaBe OOpaTUTHCS B YIMOJIHOMOYEHHBIM OpraH
(3KCIEPTHYIO OPTraHU3ALMIO) TOCYAApCTBA-WICHA 3a HAYYHON KOHCYJIbTalluen
[0  BONPOCY  OIPAaHUYEHHUM,  HAKJIAIbIBAEMbIX  HHU3KOM  YacTOTOM
pacrpocTpaHeHHOCTH  (OOJI3HEHHOCTH, MOPOUJIHOCTU) JJISI  JAHHOTO
3a00sieBaHUsA (COCTOSIHUSI) WM JUIsl MOJY4YeHUS HaydHOW HHGOpMaIUU O
cmocobe cOopa HMCUYEPHBIBAIOIIMX  CBEACHWM O  O€30ImacHOCTH U
3¢ (PEeKTUBHOCTU JIEKApCTBEHHOTO TNpemapara. HaydyHasi KOHCynbTalusi He
MOXET OBITh BBIIOJHEHA 110 BOMPOCAM, CBSI3aHHBIM C ATUYECKUMU aCTIEKTaMH1
cOopa CBeJIeHUH O JIEKapCTBEHHOM IIpenapare.

3anpoc 3asgBUTENS] O TMPOBEACHUM HAYYHOW KOHCYJIbTAllMU TEpe.
nojavyei JEKapCTBEHHOrO IMpernapara Ha MPOBEACHUE MPOLEYPhl YCIOBHOM
perucrpanuu JOJKEH COMPOBOXKIATHCS 000CHOBaHUSIMH,
COOTBETCTBYIOIIIUMHU OOOCHOBAaHUSIM MpEACTaBIECHHBIM B paznaene 1.8.2.9
MOAYJsl 1 perucTpaloHHOro J0ChE, U COAEPKaTh MEPEUYEHb BOIMPOCOB IS
KOHCYIbTUPOBaHUS ©  (WMJM) TepeYeHb HEOOXOAMMBIX  3asgBUTEIIO
KOMMEHTApUEB YMOJHOMOYEHHOTO oOpraHa (dKCHEPTHOM OpraHHU3alllHN)
rocyJ1apcTBa-ujicHa.

KoHcynbTUpOBaHMEe  YMOTHOMOYEHHOTO  opraHa  (dKCHEpTHOU
OpraHu3allli) TOCyJapCcTBa-wjieHa He sBiIsSeTcsd oO0s3aTeNbHBIM IS
3asBUTENISI M HE BIMSIET Ha PE3YyJbTaT 3SKCIEPTHU3bl JIEKAPCTBEHHOIO

npenapara.
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[MPUJIOXEHUE Ne 27

K [IpaBunam perucrpanuu u
DKCIIEPTU3BI JIEKAPCTBEHHBIX CPELICTB
JUIsL MEIULIMHCKOTO IPUMEHEHUS

IIpouenypa paccmoTpenusi 3asiBJeHUsI 00 00001 3HAYUMOCTH
JIEKAPCTBEHHOI0 Mpenapara ¢ nejbio NPUMeHeHUs
YCKOPEHHOM IKCNEePTU3bI MPH €ro perucTpamun

1. OO01me noJI0KEHUI

B COOTBeTCTBMM C TNOANYHKTOM «B» myHkTa 120" TIIpaBmn
PErUCTpallMM M SKCIEPTU3Bl JIEKAPCTBEHHBIX CPEICTB I MEAUIMHCKOIO
npuMeHeHusi,  yTrBepxkAeHHbIXx  Pemenmem  CoBera  EBpaswuiickoii
SKOHOMHYECKONM Komuccuu OoT 3 Hosiops 2016 r. Ne 78 (manee — IlpaBuna)
YCKOpPEHHasi 3KCIEepTH3a MPUMEHSETCA NPH OCYIIECTBICHUM PErucTpaluu
JICKapCTBEHHBIX MpernapaToB, (MPEACTaBISIFOINIMX OCOOYH 3HAYUMOCTH IS
3JI0pPOBbS HaceJIeHUs B OTHOLIECHUU KOTOPBIX KJIIMHAYECKU
IPOJIEMOHCTPUPOBAaHbl 3HAYMMBIE TEPANEBTUUYECKAE MPEUMYLIECTBA 10
CPAaBHEHUIO C CYIIECTBYIOLIMMHU METOIaMH OKa3aHUsl MEIUIIMHCKON MOMOIIU
B rocyaapcrBax — ujeHax EBpa3suiickoro sKOHOMHUYECKOro COro3a (najiee —
rocynapcrBa-wieHbl, Cor03)), onpeaesisieMbiXx DKCIEPTHBIM KOMHUTETOM II0
JEKapCTBEHHBIM CpPEJICTBAM HA OCHOBAaHUU OOpAIIEHUS YIOJIHOMOYEHHOI'O

OopraHa rocyaapcTBa-ujcHa.

2. Cdepa npuMeHeHUs
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Hactosiiee mnpuiokeHue OmpeneisieT MOpPAJ0K  PacCMOTpPEHHUs
YIOJTHOMOYEHHBIM OPraHOM TOCyJapcTBa-ujeHa OOpalleHus 3asBUTEN 00
0c000W 3HAYMMOCTH JICKAPCTBEHHOI'O TIperapara ¢ IENbI0 BO3MOXKHOCTH
NPUMEHEHUS YCKOPEHHOM DJKCIepTu3bl (majmee — oOpalrieHue) mnpu

OCYIICCTBJIICHHUHA €TO PCTrUCTpalvu.

3. [Mopsmok paccMoTpeHus 0OpaIIeHUs
00 0c00011 3HAUMMOCTH JICKAPCTBEHHOTO Mpenapara

1. JTo moga4m 3asiBJICHUS Ha PETUCTPAINIO JIEKAPCTBEHHOTO Mperapara,
MPEACTABIISIONIETO O0COOYI0 3HAYMMOCTh JJIS 3J0POBbS HACEJICHUsS, B
OTHOILIEHWH KOTOPOTO KIMHUYECKH TMPOACMOHCTPUPOBAHBI 3HAYUMBIE
TEepaneBTUYECKUE MPEUMYIIECTBA 10 CPaBHEHUIO C CYIICCTBYIOUUMU
METOJaMH OKa3aHWSI MEIUIMHCKOM TOMOIINM B TOCyJapCTBE-WICHE,
3assBUTEJIb BIPAaBE HAIPaBUTh B YIOJHOMOYCHHBIA OpraH TrocyAapcTBa-4ieHa
oOpaleHue 0 MPUMEHEHUH YCKOPEHHOM JKCIEPTHU3bl MPU OCYIICCTBICHUU
€ro PEerucTpaluu C MPUIOKEHHEM OOOCHOBAaHWSA MPUMEHEHHUS YKa3aHHOMN
IPOLIETYPHI.

2. B oOparieHnu 3assBUTENb YKa3bIBACT:

a) HAMMEHOBAHUE, aJPecC 3asBUTENS U MPOU3BOJUTEIIS JIEKAPCTBEHHOTO
mpemnapara, aapec MecTa OCYIIECTBICHUSI MPOM3BOJCTBA JIEKAPCTBEHHOTO
npenapara (IpW HaJIMYUM HECKOJbKMX YYaCTHUKOB HEOOXOJMMO YKa3aTh
KaKJIOTO YYaCTHHUKA JUTSI KAXKIOW CTaINH MMPOU3BOJICTBA);

0) HaMMEHOBaHUE JIGKAPCTBEHHOTO IMpemnapara (MEXIyHapOIHOE
HEMAaTeHTOBAHHOE, WJIM TPYIIHPOBOYHOES, WIIM XHUMHYECKOE M TOPTrOBOE
HAaUMEHOBAHMS );

B) IEPEUCHD JEHCTBYIOMNX M BCIIOMOTATEIBHBIX BEIIECTB, BXOJSIINX
B COCTaB JICKAPCTBEHHOTO Tperapara, ¢ yKa3aHueM KOJIMYECTBa KaKIOTo W3

HUX;



135

T) JICKAPCTBEHHYI0  (OopMy, JIO3UPOBKY, CIOCOOBI BBEACHUS U
IPUMEHEHHUS, CPOK TOJHOCTH (CPOK XpaHEHUs1) JIEKapCTBEHHOIO Mperapara;

1) papMakoTepaneBTUYECKYI0 TPYIITY, KOJ aHaTOMO-TeParneBTUYECKO-
XUMHAYECKOH KiIacCU(UKAIINK, PEKOMEHI0BaHHON BceMupHOM opranuzanuyei
3JIpaBOOXPAHEHUSI;

€) MOoKa3aHus JIJIsl IPUMEHEHHU JIEKapCTBEHHOTO IIpenapara;

) UHPOPMAIUIO O HATMYHUH WK 00 OTCYTCTBUU PETUCTPALIMH JAHHOTO
JIEKapCTBEHHOTO MpernapaTa Ha TEPPUTOPUHU TPETHUX CTPaH.

3.B oOocHoBaHmM  HEOOXOAWMO  TPEACTABUTH  HHOOPMAIIHIO,
MOATBEPKIAIOIIYI0, YTO JIEKAPCTBEHHBIN Ipemnapar, MpeCTaBIsIeT 0COOYIO
3HAYMMOCTbD JISl 3/I0POBbsI HACEIEHUS, B OTHOIICHUU KOTOPOTO KIMHUYECKU
MPOJEMOHCTPUPOBAHBI 3HAYUMBIE TEPANEBTUUECKHUE MPEUMYIIECTBA TI0
CPaBHEHHMIO C CYLIECTBYIOIIMMH METOJIaMHU OKa3aHHSI MEAUIMHCKON MOMOIIH
B TOCYyJapCTBaX-4I€HAX, a TaKXKe CBEACHUS 00 o00beMe MPOBEICHHBIX
JTOKIIMHUYECKUX U KIMHUYECKUX UCCIEA0BAaHMM JIEKAPCTBEHHOTO Mpenapara.

4.B rteuenne 30 pabouux JAHEHM cO JAHA TOCTYIUICHUS B
YIOJTHOMOYEHHBIM OpraH rocyJlapcTBa-wieHa oOpalieHuss ¢ 000CHOBaHHEM
YIOOJIHOMOYEHHBI ~ OpraH  ToOCyJapCTBa-ujieHa  MPOBOJUT  OUEHKY
NPEJCTABICHHBIX JOKYMEHTOB, HampaBisieT MX JUIsl PAcCMOTPEHUS] B
OKCHEpPTHBIA KOMHUTET MO JICKAPCTBEHHBIM CPEACTBAM WM OTKIIOHSET
oOpailieHre, B ciiydae €CJIi pacCcMaTpUBaeMbIi JIEKapCTBEHHBIN Mpernapar He
IPEACTABISIET 0COOYI0 3HAUUMOCTD JIJIS1 3/I0POBBSI HACEJICHUS U B OTHOLIEHUU
HEr0 KJIMHUYECKU HE MPOJEMOHCTPUPOBAHBI 3HAYMMBIE TEPANEBTHUYECKUE
MPEUMYIIECTBA IO CPAaBHEHUIO C CYIIECTBYIOIIMMHM METOJIaMH OKa3aHUs
MEAMIIMHCKON IMOMOIIM B TOCyJapcTBe-uleHe, U HHPOPMUPYET 00 3TOM
3asIBUTES.

5. DOKCHEepTHBII ~ KOMHUTET MO  JIEKApPCTBEHHBIM cpelncTBam

paccMaTpuBaeT 0OpallleHHe YITOJTHOMOYEHHOTO OpraHa rocyJapcTBa-ujieHa 1
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MOCTYNUBIIAE JOKYMEHTBl 3asABUTEI O BO3MOXHOCTU MPOBEACHUSA
YCKOPEHHOU DJKCIIEPTU3bl JIEKAPCTBEHHOTO IIPEIapara, NPeICcTaBISIOLIETO
0coOyI0 3HAYMMOCTh IS 370POBbSI HACEJICHHS, B OTHOIIEHUH KOTOPOTO
KJIMHUYECKHU MPOJIEMOHCTPHUPOBAHBI 3HAYMMBIC TEPAINIEBTUYECKHUE
IPEUMYILECTBA IO CPAaBHEHUIO C CYLIECTBYIOIIMMHU METOJAMU OKa3aHUS
MEIULIMHCKOW ITOMOILM B TOCYAapCTBaX-ICHaX.

6. [lo pesynpTaTam paccMOTpeHHs] OOpalieHus YIOJIHOMOYEHHOTO
opraHa TOCYJapCTBa-ujicHa OKCIEPTHBIH KOMUTET MO JICKAPCTBEHHBIM
CpEACTBAM  HaMpaBIA€T €My pPEKOMEHIAUWU O BO3MOXHOCTA WU
HEBO3MOYKHOCTH IIPUMEHEHHUSI YCKOPEHHOM OKCIEPTHU3bl B OTHOIIEHUH
paccMaTprUBaeMoro JEKapCTBEHHOI O IIpenapara.

7. B Tedyenue 10 paGouux JIHEW CO JHSA MOCTYIUICHUS] PEKOMEHJIAINI
DKCNEPTHOIO KOMMTETA IO JIEKAPCTBEHHBIM CPEACTBAM YIIOJHOMOYECHHBIN
OpraH TOCyJapCTBa-ujiecHa WH()POPMHpPYET 3asBUTEIS O BO3MOXKHOCTH HIIH
HEBO3MOKHOCTH ITPOBEACHUS YCKOPEHHOW 3KCIEPTU3bI MPU OCYIIECTBICHUU

perucrpanunu pacCMaTpuBacMoOro JCKapCTBCHHOIO IIpeIapara.».




