EBPA3UMCKASA DKOHOMHUYECKASI KOMUCCUS
KOJUIEI'UA

PACHOPAKEHMHNE

«15» mapra 2022 r. Ne 41 r. Mocksa

O npoexre pemenusi Copera EBpasuiickoil 9KOHOMUYECKOH KOMHCCHH
«O BHecenun m3MeHnenui B [lpaBuia perucrpanyy 1 3KCHEPTH3LI
JIEKAPCTBEHHBIX CPeAcTB NIl MeIHIHHCKOI'0 IPHUMEHeHHs)

1. Omobpute mpoekt pemenus Cosera EBpasuicKod 5KOHOMHYECKOMR
xomuccnn «O BHeceHUH n3MeHeHul B [IpaBuiia perucrpaiui 1 SKCIepTH3EI
JIEKAPCTBEHHBIX CPEJICTB UL MEIUIIMHCKOTO TIPUMEHEHMs» (IPHUIIaraeTcs)
W TpejcTaBuTh ero s paccMorpenust  CoseToM  EBpasmiickoi
HKOHOMMYECKOM KOMUCCHH.

2. Hactosiiee  pacriopsbkeHde BCTyHaer B CHIy C  JIaThl  €ro
OIyOJIMKOBAHMS Ha OQUIMAILHOM caiiTe EBpPasurCKOro 5KOHOMHYECKOIo

CO1034.

IIpencenarens Konneruu

EBpazuiickoil 5KOHOMAYECKOH KOMUCCHM . MsicHUKOBUY



EBPA3UICKAS DKOHOMUYECKASI KOMUCCHUSI
COBET

PEIMEHUE

« » U T Ne 24

O Buecennu m3mMenenuii B [lpaBuia perucrpanuy ¥ 3KCHePTH3BI
JeKAPCTBEHHBIX CPeCTB NI MeTHIHHCKOIr0 IMPUMEH eHHsI

B coorBercrBum co cratheil 7 CornamieHus O eIUHBIX IPUHIHIAX
U IIpaBWIax OOpalreHus JeKapCTBEHHBIX CPENCTB B paMkax EBpasuiickoro
SKOHOMHUYECKOTo coroza or 23 nmexabps 2014 roma u myHkrom &4
upuinoxerus Ne 1 k Permamenty paborhl EBpasuiiCKoi 3KOHOMHYCCKOU
KOMMCCHMY,  yTBepikaeHHOMy  Pemenuem — Bricimero  EBpasuiicKoro
sKoHOMIUecKoro cosera oT 23 mexabpst 2014 r. Ne 98, Coser EBpazuiickoi
HKOHOMHYECKON KOMUCCUH P € I M JI:

1.Buectu B IlpaBuna perucrpalid M SKCHEPTHU3BI JICKAPCTBEHHBIX
CpPeNCTB [UIT MEIMIMHCKOIO IIPUMEHEHMs, yTBepiKIeHHbie PerreHuem
Cosera EBpasuiickoii sxonoMudeckoi komuccuu ot 3 Hos0pa 2016 1. Ne 78,

N3MCHCHHUA COTJIACHO IIPUIIOKCHHIO.

2.Hacrosmmee  Pemienuwe  BCTynmaer B CHIy IO

10 xajeHgapHEIX JHEH ¢ JaTH ero O(QUIHATEHOIO OILyOIMKOBa _
AOKYMEHTOR g/ff
Yuennl Cosera EBpasuiickoil 3KOHOMHYECKOH KOMHCC o)

Ot PecnyGiaxu Ot Pecny6imaxn Ot PecnryGmaxu - Ot Keiprecekoit Or P
Apmenus benapycn Kazaxcran PecmyOnmxn Denepanmu

M. I'puropsin =~ V. Tlerpumenxko  b. Cynranos A, Kosxxoures A. OBepuyk



[MTPMJIOXEHUE

K Pemenuto CoBeta
EBpa3zuiickoi 5KOHOMHUYECKOW KOMUCCUH
OT 20 1. Neo

N3IMEHEHWUWA,
BHOcuMble B [IpaBuiia perucrpanum u 3KCrnepTU3bI
JIEKAPCTBEHHBIX CPEICTB /ISl MeIMIIUHCKOT0 PUMEHEHUS

1. IIyHKT 3 ZOIOIHUTE MOIIYHKTOM «a'» CIENYIOMEro COMepKAHNS:

«a') IeKapCcTBEHHBIX MNPENAparoB, KOTOPHIE IPEAHA3HAYEHBI IS
NPUMEHEHUST B  YCIOBHSX YpPE3BBIYAWHBIX CUTyalldid, Yrpo3bl HX
BO3HUKHOBEHHS WJIM BO3HUKHOBEHUS YPE3BBIYAWHBIX CHTyallud, s
npodUIAKTUKU U JIEYCHUS] 3a00JI€BaHUI U MOPAXKEHUH, MPEACTaBISIONIUX
OMACHOCTh JUISl OKPY’KAIOIIMX, IOJYYCHHBIX B PE3YJIbTATE BO3/IEUCTBUSA
XUMUYECKUX, OUOJOTHYECKUX, PATUAMOHHBIX (AKTOpPOB, OOpalleHue
KOTOPBIX PETYJIHPYETCS 3aKOHOAATENBCTBOM I'OCYAAPCTB-YICHOB;).

2. lloognyHKT «» MOyHKTa S JOIMOJHUTH CJIOBAMHU «TOCYAApCTB-
YJICHOBY.

3. JIOIOITHUTE IIyHKTOM 5! CIIEIyIOIEro comepKaHus:

«5'.B cayuasx ¥ mopsike, NPeIyCMOTPEHHBIX 3aKOHOAATENHLCTBOM
roCyJapCTB-4JIEHOB,  JIOMYCKAeTcs  NPEAOCTaBICHHE  NAaUUEHTaM H
MIPUMEHCHUE B OTHOIICHUH WX HE3APETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
npenapaToB. K TakuM JIeKapCTBEHHBIM IpenapaTaM OTHOCATCS B TOM YHCIIE:

JIEKapCTBEHHBIC MpPENaparbl, BBO3UMBICE B TOCYJAapCTBO-WICH MJIs
OKa3aHWs MEIHUIMHCKON MOMOIIHM IO XU3HEHHBIM MTOKa3aHUSM KOHKPETHOTO

IIalucHTa 100 JII OKa3aHUsSI MEJIMIIMHCKOM MOMOIIU OTpaHHqCHHOﬁ rpymaic
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MaIMEHTOB ¢ peaKod W (Wiar) 0co00 TsHKEIOM IMaToJIorMei, Ha OCHOBAaHUU
3aKJIIOUEeHUS (pa3pelInTeNbHOr0 IOKYMEHTA), BBIIAHHOTO YIOJIHOMOYEHHBIM
OpraHoOM roCyaapCTBa-4JeHa;

BBICOKOTEXHOJIOTHYECKHUE JIEKapCTBEHHBIE Ipernaparsl,
U3rOTaBJIMBAEMbIE HA HECTAHAAPTU3UPOBAHHON (HEPYTMHHOW) OCHOBE U
MIPUMEHSEMBIC HA TEPPUTOPHUHU TOTO K€ FOCyAapCTBa-WIEHA B CTAllMOHAPE B
UEAX  HWCHOJHEHHWS  WHIWBUIYAJbHOTO  MEIUIHUHCKOTO  HAa3HAYCHUS
JIEKApPCTBEHHOIO IMpenapara, CIeNUualibHO MPOU3BEAECHHOIO ISl OTAEIBHOTO
MalHUEHTA.

[Ipon3BOACTBO TAaKMX  BBICOKOTEXHOJIOTMYECKUX  JIEKAPCTBEHHBIX
MpEenapaToB Pa3pelacTcs YMOJHOMOYEHHBIM OPraHOM TOCyAapCTBa-dJICHA.
['ocynapcTBa-unieHbl 00s13aHBI OOECIEUUTHh SKBUBAJIECHTHOCTh TPEOOBAHUH,
NPENBABISIEMBIX K IPOCIEKUBAEMOCTH CEPUM W MAPTHUM JIEKAPCTBEHHBIX
IIPENapaToB, YCTAHOBJIEHHBIX 3aKOHOJATENBCTBOM T'OCYJIapCTB-WICHOB,
U K (papMakoHaA30py B COOTBETCTBUU C aKTaMu opraHoB Coro3a.».

4. IIyHKT 6 TONOJHUTH a03aleM CIIEIYIONIErO COAep KaHUs:

«B cnydae ecnu neKapCTBEHHBIN MPENnapar NpeIHA3HAYCH IS JICUCHUS
opanHoro 3aboneBaHMs, BKJIIOYEHHOTO B TEPEYHHU, KOTOPHIE BEAYTCA B
COOTBETCTBMM C 3aKOHOJATENBCTBOM OTHEIBHOIO TOCY/IapCTBa-4JICHA,
perucTpaiusi Takoro JEKapCTBEHHOrO Ipernapara AaHHBIM B pepepeHTHOM
roCyaapcTBE B COOTBETCTBHUM C HAcTosAmKUMU [IpaBuimamMu C LENbIO
oOpallleHHs1 JIEKApCTBEHHOTO TpernapaTta Ha PbIHKE TOJBKO 3TOrO
rocyJapcrsa (HallMOHANbHAsA MPOLEAYpAa PETUCTPALMU) OCYILECTBISETCS
B cooTBeTCcTBUM C pasgenamu V u VII unu paznenamu VI u VII HacTosmumx
[IpaBui, a Takke B COOTBETCTBUM C MOJOXEHUSIMH pazfena 16 ygactu 111
npuitoxenus Ne 1 k nHacrostimum [IpaBunam.».

5. B nynkre 18:
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a) B TIPEUIOKEHUU TPETheM ad3alla MEepBOro CJOBa «YyKa3aHHBIX B
paszene VII nHacrossmux [IpaBui, a Takke B Ciaydasx,» UCKIIOUYUTD;

0) mocime ab3ama MEPBOTO  JOMOJHUTH ab3allaMu  CIIEIYIOIIETO
COAECPKAHMUS:

«Cpok NEUCTBUS PETUCTPALIUOHHOTO YIOCTOBEPEHUS HA
JIEKapCTBEHHBIN Mpernapar, 3aperucCTPUPOBAHHBIN MO MPOLEAYPE YCIOBHOM
perucTpanvu, ONPENECIAECTCS C Y4YeTOM IojoxeHun mnonapasaena VILIII
paznena VII macrosimux [IpaBui.

JInss  7meKapCTBEHHOTO  Mpemnapara,  3aperuCTPUPOBAHHOTO B
COOTBETCTBUU C 3aKOHOJATEIHLCTBOM I'OCY/IapCTBA-WICHA M OOpalaroierocs
5 ner u Oonee Ha PBIHKE ATOTO TOCYJIapCTBa-uJIeHA, BbIJIA€TCsl OECCPOUHOE
PETUCTPAMOHHOE YJIOCTOBEPEHUE B CIIy4dae, €CJIU JICKAPCTBEHHBIN ITpernapaT
mpejanoiaraeTcss K OOpalleHHI0 Ha PBIHKE TOJBKO 3TOr0 TOCY/IapCTRBa.
B cnydae nmianupyemMoro oopaiieHus Takoro JIEKapCTBEHHOIO Mpernapara Ha
pBIHKax JAPYTrUX TOCYJIapCTB-YJIEHOB PETUCTPAIMOHHOE YIOCTOBEPEHHUE
MOJIJIEKUT 3aMEHE HA PETUCTPALIMOHHOE YAOCTOBEPEHUE CO CPOKOM JIEUCTBUS
5 metT.».

6. B nynkre 19:

a) mocyie ab3ara JBEHAJIATOrO JIOMOJHUTH ab3areM CIEeAYHOIIEro
COAECPKAHMUS:

«J1aHHBIC peaIbHON KIMHUYECKON MPAKTUKWY» — JIaHHBIE, OTHOCSIINECS
K COCTOSHUIO 3JIOpOBbSl MalMeHTa # (WIKM) K MPOUEcCy OKa3aHUs
MEIUIIMHCKOW TOMOIIH, TTOJYYEHHbBIE U3 PA3JTUYHBIX HCTOUHUKOB;);

0) mociie ab3ama TPUHAIIATOrO JOTOJHHUThL ad3aleM CIEeAYIOIIEro
COAECPKAHMUS:

«JIOKA3aTeJIbCTBA, TMOJYYEHHBIE HAa OCHOBE [IAHHBIX pPEaJbHOU
KIMHAYECKOW MNpPaKTUKU» — KIWHUYECKHE JO0Ka3aTelIbCTBAa B OTHOIICHUU

IIPUMCHCHUA U MOTCHIMAJILHOM  MOJIb3bl  WJIM PHUCKa IIPUMCHCHUA
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JIEKQpCTBEHHOI0 TIpernapaTra, IOJYyYEHHbIE HAa OCHOBE cOOpa W aHauu3a
JTAHHBIX PEAUTbHON KIIMHUYECKOMN MPAKTUKU;.

7. B mynkTe 20 ciioBa «I10CieI0BaTEIbHO B HECKOJIBKUX TOCyAapCcTBaX-
Yj€Hax» W «OJHOBPEMEHHO B HECKOJBKUX TOCYyJapCTBax-4yj€HaX B
COOTBETCTBUU C» UCKIIOUMTh.

8. IlonnmyHKT «0» myHKTa 21 AOMOJHUTH MPEIOKEHUEM CIIEIYIOIIETO
coaepxkaHus: «Jlomyckaercs OJHOBPEMEHHOE WHUIIMMPOBAHUE MPOLEAYPHI
B3aMMHOI'0 IPU3HAHMS B HECKOJIBKMX TOCYIapCTBAX MPU3HAHUS. ).

9.B a63ame 1mecTHaalmaTroM IyHKTa 38 cloBa  «MHCHEKIUU
(BHEIJIAaHOBOW WJIM TIJIAHOBOMW)» 3aMEHUTh CJIOBaMU «(papmalieBTUYECKOM
WHCIICKIINN).

10.B nynkre 45 cnoBa «IEKapCTBEHHBIX IIpENnapaToB u oOuIen
XapaKTEPUCTUKE  JICKAPCTBEHHBIX  MPENApaToB»  3aMEHUTh  CIIOBaMU
«JIEKapCTBEHHOTO Mpernapara U OOIIeH XapaKTepUCTHKE JIEKapCTBEHHOTO
npenaparay.

11.B nynkre 46 cimoBa «210 kaneHgapHBIX THEW» 3aMEHUTH CIIOBAMHU
«140 pabouux gHEI».

12. B nynkre 47:

a) ab3a11 BTOPOU U3JI0KHUTH B CIETYIONIEH peIaKIIin:

«3asgBieHue 10 ¢dopMe, YCTaHOBJIEHHOW mpuiioxkeHuemM Ne 2 K
HactosamuM [lpaBuinam, Ha OyMa)XKHOM HOCHUTEJE WK B BUJE AJIEKTPOHHOIO
JIOKYMEHTA, MOAIMCAHHOT'O AJEKTPOHHOM  HUMPOBON  MOJMUCHIO
(2JIGKTpOHHOW  TOAIHKCHIO) B COOTBETCTBHHM C  3aKOHOAATEIHCTBOM
rocy1apCTBa-4jieHa, B KOTOPOM OCYIIECTBIISICTCS MojJadya TaKoro 3asiBJICHUS
(manee — IEKTPOHHAS TOJAMUCH);

0) a03a1 TpeTuid TOMOJIHUTH CIOBaMH «HA OYMa)KHOM HOCHUTEJE WU B
BHUJIE JIEKTPOHHBIX JOKYMEHTOB, MOANMUCAHHBIX 3JIEKTPOHHOMN MOIHUCHION;

B) a03al] YeTBEPTHIN HU3JIOKUTH B CIACAYIONIEH PeIaKIuu:
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«PETUCTPAIIMOHHOE JIOChE B COOTBETCTBUU C MpUiIoKeHUsIMU Ne 1 — 5
k HactosmmM [IpaBmiiaM Ha SJIEKTPOHHOM HOCUTEIE B BHJIE KOMIIIEKTA
AJIEKTPOHHBIX JOKYMEHTOB;»;

r)B abzame 1mectoM cioBa «CTaHIapTHBIE» 3aMEHHUTH CJIOBaMU
«O0pa3mpl IeKapCTBEHHBIX IPETapaToB, CTAHIAPTHBICY;

1) ab3a1l BOCbMOM 3aMEHHUTh a03a1iaMu CIEAYIONIETO COACPIKAHUS:

«He TpeOyercsi mpeacTaBiieHHEe 00pa3loB, CHEIUPUUECKUX PEAreHTOB
U JIPYTUX MaTepHaJOB IPU HEBO3MOXKHOCTH TIPOBEJCHUS HCIBITAHUN B
AKCTIEPTHOM OpraHU3alluK BCIIEIACTBHE:

TPYAHOJIOCTYITHOCTU 00pa3IoB  JIEKapCTBEHHBIX penapaToB
CTaHAAPTHBIX 00PA3IOB, CHEIU(UIESCKUX PEAreHTOB M JPYTUX MaTepUaIOB
(B TOM dUwWche, TpW KX OTHECEHWHW K KaTeropum OpQaHHBIX,
BBICOKOTEXHOJIOTMYECKUX,  paaunodapMalieBTUUECKUX,  HAPKOTUYECKUX,
MICUXOTPOMHBIX WM TIPEIHA3HAYEHHBIX I JIEYEHUsS] BBICOKO3aTPATHBIX
HO30JIOTHI BCIEJCTBUE UX BHICOKOW CTOUMOCTH);

HEBO3MOKHOCTH COOJIIOJICHHSI YCIOBUN TPAHCTIOPTUPOBKH yKa3aHHBIX
00pa3I0B HAa TEPPUTOPUIO TOCYAAPCTBA-UJICHA U (MJIM) UX XPAHEHUS;

OTCYTCTBUS CIICIIMAILHOTO 00OPYIOBAHMS U PACXOJHBIX MaTepUaliOB B
AKCTIIEPTHOM OpraHu3alliu;

U JApYrdxX TPUYUMH TI0 PEIICHHWI0 YIOJHOMOYEHHOTO OpraHa
(3KCepTHOM  OpraHM3aluyd) MpW  BO3HUKHOBEHUM  OOCTOSITEIIHCTB
HEIMPEOI0TUMOM CHIIBI WU OOCTOSATEIHCTB, HE3aBUCSIINX OT BOJHM CTOPOH, B
TOM YHCJIE€ B CBSI3M C OCOOCHHOCTSIMH IPOU3BOJICTBA U KOHTPOJIS KauecTBa
JIEKapCTBEHHOTO TIpernapara.

B cootBercTBUU ¢ TpeOOBaHUSMHM 3aKOHOAATEILCTBA TOCYJapCTBa-
YIeHa TMpeACTaBlIeHWe JOKyMEHTOB, YKa3aHHBIX B a03amax BTOPOM —
YETBEPTOM HACTOSIIETO MYHKTA, MOXET OCYIIECTBIIATHCS C UCIIOIH30BAHUEM

QJICKTPOHHOTI'O I[OKYMCHTOO60pOTa 0e3 AOITIOJIHUTCIIBHOTO IIPCACTABJIICHUA
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COOTBETCTBYIOIIUX JIOKYMEHTOB W CBEJIEHHMH Ha OyMaXHOM HOCHUTEIE,
MOJNUCAHHBIX U (WJIH) 3aBEPEHHBIX 3JICKTPOHHOUW MOJIUCHIO 3asBUTENS, B
CiIyvasx, MpeyCMOTPEHHBIX HacTosAUMH [IpaBumamu.».

13. B mynkre 48:

a) cioBa «ab3aile BOCBMOM MNyHKTa 47» 3aMEHUTH CIIOBaMHU «ab3aiiax
BOCbMOM — OJIMHHA/IIATOM MTyHKTa 47;

0) JOMOJIHUTH a03alleM CIEAYIOIIETO COJIEPKAHUS:

«B cimy4asix HEBO3MOKHOCTH MPOBEACHUS JTA0OPATOPHBIX HUCIIHITAHUH B
7abopaTopusix  KOHTPOJIA  KadecTBa  IMPOUZBOJUTENS  JIEKAPCTBEHHOTO
npernapara WIIH KOHTPAKTHBIX nabopatopusix, UCITOJIb3YEMBIX
MPOU3BOAUTENEM (B YCIOBHUSIX Yrpo3bl BOZHHUKHOBEHHUS, BO3HUKHOBEHHS M
JUKBUJIALIMKM YPE3BBIYAaHHON CUTYyallMu U (WJIM) MPU BO3HUKHOBEHHUU YTPO3bI
pacrpocTpaHeHus  3a00JIeBaHWM, TPEACTABIAIONIUX  OMACHOCTh  JUIS
OKpY>KalollUX, 3a00JIeBaHUNW M TOPAKEHUM, TOJYyUYCHHBIX B pe3yJbTare
BO3JICHCTBHS HEOJATOMPHUATHBIX MPUPOIHBIX, XUMUUECKUX, OMOJIOTUUECKUX,
pagualoHHBIX (DAaKTOPOB, MPU KOTOPHIX MPUCYTCTBUE MPEIACTABUTENS
AKCHEPTHON OpraHu3alluy HEe MPEICTABISETCS BO3MOXKHBIM, WIH MPU APYTUX
00CTOSITENBCTBAX (HAIIPUMED, CBSI3aHHBIX C OCOOEHHOCTSIMU TIPOU3BOJICTBA U
KOHTPOJISI KaueCcTBa KOHKPETHOTO JICKAPCTBEHHOTO IMpernapaTa KaTeropui,
yKa3aHHBIX B a03alax BOCBMOM — OJMHHAJAIIATOM MNyHKTa 47)), I0
COTJIACOBAHUIO C YMOJHOMOYEHHBIM OPTraHOM (SKCIEPTHOM OpraHU3aIuei)
HKCHEPTU3a KadecTBa MPOBOJMUTCS HA  OCHOBAHMM  JIOKYMEHTAIlMU
MPOU3BOAMUTENS (MPOTOKOJIOB aHAJIM3a IPOU3BOAMUTENS) B TOM YHCIE C
UCIIOJIb30BAHUEM CPEJICTB JUCTAHIIMOHHOTO B3aWMOJICUCTBUA, BKJIIOUas
ayJIMO- WA BUACOCBS3b.)».

14. B noanyHKTe «r» myHKTa 49 clioBa «BHEIJIAHOBOM WJIW TJIAHOBOM
UCKJIIOYHUTh.

15. B nynkre 50:
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a) B MPENIOKEHUU IEepBOM clioBa «14 paboumx naHEH» 3aMEHHUTH
cinoBamu «10 pabouux aHEN»;

0) B NpeIokeHU BTOPOM ciioBa «90 KaJeHIapHBIX JHEW» 3aMEHHUTh
cinoBamMu «90 pabouux JHEN»;

B) JIOMOJIHUTH a03aIleM CIEAYIOIIETO CONCPKAHUS:

«OneHka OTBeTa  3asBUTENSI  OCYIIECTBISIETCSI B CPOK, HE
MPEBBIIAIOMINN 5 pabouux JHEN CO JHS MOTYUYECHUSI OTBETA 3aABUTEIIS. ).

16. ITyHKT 52 1OMOMHUTE ab3a1ieM CIeayIOIIEero COIePKaHMs:

«IKcmepTu3a, BKJOUaromas B ce0sS  JTambl, YyKa3aHHbIE B
MOANMYHKTaX «0» — «» nmyHKTa 49 Hactosmux [IpaBui mpoBOAUTCS B CPOK,
He npeBblmaronmii 105 paboumx JgHEH €O AHA OLEHKH TOJHOTHI,
KOMIUIEKTHOCTH u MPaBUIBHOCTH opopmiieHUs JIOKYMEHTOB,
MPEJICTABJICHHBIX B PErUCTPALMOHHOM JIOChE€ WM C JaThl MOJY4YCHUS
AKCIIEPTHOM OpraHu3aiued COOTBETCTBYIOMIETO 3aJlaHus Ha NPOBEICHUE
SKCIIEPTU3BL.».

17.B nynkre 53 cnoBa «90 KalleHOApHBIX THEW» 3aMEHHUTH CIIOBAMHU
«90 pabouux JHEW».

18.B mpennoxennu BTOpoM nyHKTa 54 cioBa «180 KajneHIapHBIX
JTHE» 3aMeHUTH ciioBaMu « 180 pabodyux aHE».

19. Ilynktel 57 1 58 U310KUTH B CIEAYIONMIEH PEIAKIIUN:

«57. 3anpoc yNOJHOMOYEHHOTO OpraHa (SKCIEpPTHOW OpraHu3alvu)
pedepeHTHOrO TrocylapcTBa JIOJMKEH OBbITh TEpefjaH  3asiBUTENIO B
ANEKTPOHHOUW (QopMe MO TEICKOMMYHHMKAIIMOHHBIM KaHajlaM CBS3H M
CUMTAETCS TIOJYYCHHBIM 110 HCTedeHuu | pabodero IHS C JdaThl €ro
HarnpaBJICHUS.

58. PemieHue 00 WHUIIMUPOBAHUM BHEIUIAHOBOW (hapMaIrleBTUUECKOU
WHCIICKIIMM HAa COOTBETCTBUE HaUICKAIIUM (hapMalleBTUUECKUM MPaKTUKaM

Coroza MOKeT OBITH IMPUHATO YIIOJJHOMOYCHHBIM OpraHOM (C—)KCHCpTHOﬁ
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opraHuzanueit) pedepeHTHOro rocyaapcrsa He nosnnee 70 pabouux JHEH
C JaThl ITOJIaY1 3asBJIECHHUS HAa PETUCTPAIIUIO.

B cnywyae npusHsATHS perieHHs 00 WHUIIMUPOBAHUHU BHEIJIAHOBOM
(dbapMarieBTUUECKON HWHCIEKIMK YIOJHOMOYEHHBIA OpraH (dKCrepTHas
opra"uzaiys) pedhepeHTHOr0 TOoCy1apCTBa HAIPaBIISET 3asBUTENIO 3alIPOC O
HEOOXOJIMMOCTH OpPraHU3allMl WHCIEKTUPOBaHUA (C YKa3aHUEM MOpPUYUH
WHUIMUPOBAHUS U CChUIKaMU Ha akThl opraHoB Coroza). IlpencraBieHue
OTBETa Ha YyKa3aHHBIA 3alpoC OCYIIECTBISETCS B CPOK, YKa3aHHBIM B
nyHkTax 53 u 54 nacrosiux [Ipasui.

BuennanoBas dapMarieBTUUeCKass MHCIEKIMS ¢ HApaBJIEHUEM OTYeTa
O TIPOBEACHUM WHCIEKIIMM JIOJPKHA OBITh TIPOBEJCHA B CPOK, HE
MPEBBIIAIONINN CPOKa PErUCTPaAILMU JEKapCTBEHHOIO Ipernapara (B TeUeHHUe
180 pabounx mHEW C IaThl MIPUHSITUS COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM
OpraHOM WJIM DKCHEPTHOM OpraHu3aide penieHus 00 WHUIIMUPOBAHUU
MIPOBEICHUS] MHCIICKITHHN ).

Bueranosas dbapmarieBTHUECKAs MHCTIEKITHS OpraHu3yeTCs
3asBUTEJIEM B COOTBETCTBUM C IIpaBUJIAMM MPOBEJCHUS (hapMalleBTUUECKUX
WHCIIEKIIUU.

B cnygae BrimroueHus (QpapMaleBTHYECKOM HMHCIEKIIMA B IUIaH
MIPOBEICHUS] MHCIIEKITUI B COOTBETCTBHUM ¢ MyHKTOM 31 Hactosmux [IpaBu,
MOJITOTOBKA oT4eTa 3aBepIIacTCs oe3 y4eTa pE3yJIbTATOB
MHCTIEKTUPOBAHUA. ).

20. JIonoJiHUTh MyHKTOM 63! CJIEYIOIIETO COJIepKaHUS:

«63'. Pemmenne 1o pe3ynbTaTaM  IPOBEAEHHS  DKCIEPTHU3EI
JIEKaApCTBEHHOr0 TMpernapara MNPUHUMAETCS YINOJHOMOYEHHBIM OpPraHOM
pedepeHTHOrO TOCyIapcTBa B CPOK, HE MpeBbimaronmii 10 padbouux naHei co
JTHSI IO CAHUS YKCIIEPTHOI'O OTYETA IO OIEHKE. ).

21.ITyHKT 64 TOMOJHUTH MOAMYHKTOM <GK» CJIEAYIOIIETO COJCPKAHUS:
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(OK) 3asIBUTEJIEM B YCTAHOBJICHHBIA CPOK HE MPEACTABICHBI JOKYMEHTHI
Y CBEJICHUS, 3aPOIIECHHBIC YIIOJTHOMOUYEHHBIM OpPTraHOM (OpraHU3aIHe ).».

22.B nyHkre 66:

a) B ab3a1ie BTOPOM CJIOBa «H (MJIM) B BUJIE DJIEKTPOHHOTO JTOKYMEHTA
3aMEHUTH CIIOBAMH «WJIM B BHJIC JJICKTPOHHOTO JOKYMEHTA, IMOIMHUCAHHOTO
BJICKTPOHHOMW MOJIMCHIO,»;

0) a03a1l TpeTHil JOMOJHUTH CIOBAMHU «, HA OyMaXHOM HOCHUTEJIEC WM B
BUJIE DJIIEKTPOHHBIX JOKYMEHTOBY;

B) a03all YeTBEPTHIM U3JI0KUTh B CICAYIOUIEH pelaKIuu:

«Moaynst 1 perucTpaloHHOTO JIOChE€ Ha 3JIEKTPOHHOM HOCHUTENE B
BUJIE DOJEKTPOHHBIX JOKYMEHTOB (B TOM UYHCIE aKTyaJlM3UPOBAHHBIX
JOKYMEHTOB, OTHOCSAIIWXCS HWCKIIOYUTEIBHO K TOCYIAapCTBY MPU3HAHWS).
B conpoBoauTebHOM MUChME 3asBUTEIb 00s3aH MPEACTaBUTh CBEACHUS 000
BCEX BHECEHHBIX B PErHCTPALIMOHHOE JIOChE U3MEHEHHUSIX B CiIydae, eClid OHU
ObLTM MHUIIMUPOBAHBI 1O JaThl IMOJAUM 3asIBJICHUS Ha PETUCTPAIUIO0 B
rocyJapcTBa TMpu3HaHUS (C yKa3aHHMEM HOMEPOB 3asBJICHHH U C
NPUJIOKEHUEM KOMUM penieHud (3aKJIF0YEHHUI) YMOJIHOMOYEHHOrO OpraHa
pedepeHTHOrOo rocy1apcTBa).»;

I') TOMOJIHUTH a03aliaMu CJIEAYIOIIETO COJIepKaAHUS:

«3asBJIeHHE HE MOXKET OBbITh MOJAHO B TOCYJapCTBa MPHU3HAHUS IO
JIaThI 3aBEPIICHUS MHUIIMHUPOBAHHBIX B pe)ePEHTHOM TOCYAaPCTBE MPOLIECTYP
BHECCHHS M3MeHeHul (mpu Hajmumuwu). [locie WHUIMUPOBAHMS TPOIETYPHI
perucTpaliii B TOCyJapcTBax TMpU3HAHUS M JO €€ 3aBepIICHUs B
rocyJapctBax IpU3HAHUSA, B KOTOPBIX 3Ta MpOlEaypa WHUIMHPOBAHA,
3asiBUTEJIb HE BIIPaBe MHUIMHUPOBATH MPOIEAYPY BHECEHUS H3MEHEHHH B
pedepeHTHOM TOCyAapCTBe, 3a WCKIIOYCHHEM CpPOYHBIX HW3MECHEHHH,

Kacarmmxcs 0€30MacHOCTH.
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[Ipy mnomaue CpOYHBIX U3MEHEHUM, Kacaromuxcsa O€30MacHOCTH,
B pe)epEHTHOM TOCY/IapCTBE 3asIBUTENIb B TEUCHHE CYTOK 00sI3aH YBEJOMUTH
00 3TOM (pakTe OCYUIECTBISIOMINUNA TPOLEyPY MPU3HAHUS YITOTHOMOYEHHBIN
opras (3KCIepTHYIO OpraHU3aIlfI0) TOCyAapCcTBa MPU3HAHUS.

B cooTBercTBUM C TpeOOBaHMSIMU 3aKOHOAATENBCTBA TOCYJAapCTBa-
yjeHa TMpEJCTaBICHUE JOKYMEHTOB, YyKa3aHHbIX B a03alax BTOPOM —
YETBEPTOM HACTOSIIETO MYHKTA, MOXET OCYIIECTBISTHCS C UCIOIb30BAHUEM
AJIEKTPOHHOTO JIOKYMEHTO00O0poTa ©0€3 JOMOJHUTEIHLHOTO MpEeICTaBICHUS
COOTBETCTBYIOIIMX JOKYMEHTOB U CBEACHUN Ha OyMa)XHOM HOCHTEIIE,
NOAMUCAHHBIX W (MJIM) 3aBEPEHHBIX DJIEKTPOHHOW MOAMHUCHIO 3asBUTEN,
B Clly4asix, IpeayCMOTPEeHHBIX HacTosmuMu [IpaBunamu.».

23. JIONOIHKUTE IYHKTOM 66! CIeayIONIEro coaepkKanus:

«66'. JlonyckaeTcss BHECEHUE M3MEHEHHI B PErUCTPALMOHHOE IOCHE
3aperuCTPUPOBAHHOrO  JIEKAPCTBEHHOTO  Mpemapata B pedepeHTHOM
rocy/1apCTBE B COOTBETCTBUM C NpuioxkeHusMu Ne 19 m 20 k Hactosumm
[IpaBwiam 10 AaThl MHUIIMUPOBAHUS MPONEAYPhl B3aMMHOTO MPU3HAHUS B
rocynapctBe (rocynapctBax) mnpusHanus. Ilpm 3TOM B rocyaapcTBO
npu3HaHus pedepeHTHBIM TOCYyIapCTBOM JOJKEH OBbITh MpeJ/ICTaBlIeH
aKTyaJIM3UPOBAHHBIN 3KCHEPTHBIM OTYET MO WUTOraM BHECEHUS W3MEHEHUH
(ecyii MPUMEHUMO).

[To BEIOOpY 3asiBUTENS JIOMYCKAETCSd OJHOBPEMEHHOE MHUIIMUPOBAHUE
OpONEAYypbl  B3aMMHOIO  NPU3HAHUS B HECKOJBKUX  TOCY/IapCTBax
MPU3HAHUSL.

24.B nyHkre 68 cinoBa «90 KaneHIApHBIX JHEH CO IHS TMOIYyYECHUS
JOCTYNa K OKCHEPTHOMY OT4YeTy IO OIIEHKE» 3aMEHHUTh CIIOBaMHU
«60 paboumx AHEN CO JHS MOJTYYEHUS JIOCTyIa SKCIEPTHOW OpraHU3allUU
KO BCEM BEPCUSIM (I1OCIIEIOBATEIHHOCTSIM) 3JIEKTPOHHOTO PErUCTPAIMOHHOTO

AO0CbC, HAa OCHOBAHHHN KOTOPOI'O pe(l)epeHTHBIM rocyagapCrBoM ImnoAroToBJICH
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HKCHEPTHBIN OTYET IO OLIEHKE, U K YTBEPKICHHOMY 3KCIIEPTHOMY OTYETY 1O
OIICHKE.».

25.ITyHKT 69 U3JI0KUTH B CIEAYIOLIECH pelaKIuu:

«69. DkcriepTh3a  JIGKAPCTBEHHOTO  Mpemnapara MpU  OPOLEAYpeE
B3aMMHOTO MPU3HAHUA B TOCYJAapPCTBAX MPU3HAHUS OCYIIECTBISIETCS B CPOK,
He mnpeBblmaromuii 40 paboumx JHEWM €O AHSA TOJYYEeHHsS JOCTyla K
HKCIEPTHOMY OTUETY IO OIIEHKE, MyTEM:

PacCMOTPEHHMS 3asBJICHHS, JOKYMEHTOB U CBEICHUM, MPEICTABICHHBIX
B PETUCTPAIMOHHOM JIOChE, aKTyaJIbHOM (C y4€TOM BHECEHHBIX M3MEHEHUMU
B PETUCTPALMOHHOE JOChE, MPU HAIUYKU) B peepeHTHOM ToCyaapCcTBe Ha
MOMEHT MOJIauy 3asBJICHUS B TOCYAapCTBAX MPU3HAHUS;

PacCMOTPEHHSI HKCHEPTHOTO OTYETa 00 OIEHKE, MOATOTOBIECHHOIO
AKCIEPTHOM OpraHHA3aluen pedepeHTHOrO rocyJ1apcTBa,
aKTyaJIM3UpPOBAHHOTO B pe(EepeHTHOM TOoCyAapCcTBE Ha MOMEHT TMOJayu
3asIBJICHUS B TOCY/IApCTBAX MPU3HAHUS.

OKClepTHas OpraHu3alus TrocyJapcTBa MPU3HAHUS — YBEJOMIISIET
YIOJTHOMOYEHHBIN OpPTaH rocy/1apCcTBa MPU3HAHUS U 3asIBUTEIIS O MTOTYyUYECHUHN
yKa3aHHOTO JIOCTyNa B MOJHOM o0beMe B TeueHue 1 pabodero mHs C AaThl
€ro MOJYyYECHHUS.

3asBUTENb YBEIOMIISIETCSI O HAaYasie SKCIEPTU3bI B JJIEKTPOHHOU Gopme
0 TEJICKOMMYHHUKAIIMOHHBIM KaHajlaM CBSI3U. YBEJOMJICHUE CUHUTAETCS
MOJYYCHHBIM MO HCTeYeHUU | paboyero JHS C JaThl €ro HampaBJICHUS
(WM oImyOJIUKOBAHUS B TMYHOM KaOWHETE 3asIBUTEIIS). ).

26. B mynkre 70:

a) cioBa «14 pabouux gHEH» 3aMeHUTH cioBaMu «10 pabouux aHENR»;

0) IONOJTHUTh CJIOBAaMH «, WM NPUHUMAET pEUICHHE O Haydale
AKCIIEPTHU3bI, YKA3aHHOW B MyHKTE 69 HacTosmux [IpaBumy.

27.B mynkre 71:
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a) cnoBa «50 KaleHAapHBIX JHEW» 3aMeHUTh ciioBamMu «30 padoumx
JTHEM;

0) OTIOTHUTH ab3allaMu CJICAYIOIIETO COIePKAHUS:

«3anpoc  ymoJITHOMOYEHHOTO oOpraHa (SKCIEPTHOW OpraHU3allif)
rocy/lapcTBa MNpPHU3HAHUS B aJpec 3asiBUTEN MOXKET OBbITh mepeaaH
YIOJTHOMOYEHHOMY TPEJCTABUTENI0 3asABUTENS JIMYHO TMOJ TMOJIMUCH,
HampaBjeH MO TMOYTe 3aKa3HbIM NHCHbMOM WM TIepellaH B DJIEKTPOHHOU
dbopMe 1Mo TEIEKOMMYHHKAIIMOHHBIM KaHajaM CBs3U. B ciiydae HampaBiieHuUs
JTAHHOTO 3aIpoca Mo MOYTe 3aKa3HbIM MUCbMOM OH CUMTAETCS MOJTYyYEHHBIM
110 UCTEYEHUH 6 KAJTICHAAPHBIX JHEW C JaThl HAMpPaBJICHUS 3aKa3HOTO MUCHhMA.
B cnydae HanpaBieHUs M0 TEIEKOMMYHHKAIIMOHHBIM KaHallaM CBSI3H 3aIIpoOC
CUMTAETCA TMOJYYEHHBIM IO UCTEUEHUM | KaJleHAapHOTO JHSA C JaThl €ro
HarnpaBJICHUS.

3anmpoc  YMOJHOMOYEHHOTO OpraHa (PKCHOEPTHOW OpraHu3allv)
rocyJlapcTBa MPU3HAHUSA B aJpec YIMOJHOMOYEHHOrO0 opraHa pedepeHTHOro
rocyJlapCcTBa HAIPaBJIAETCS MOCPEICTBOM UCIIOIB30BaHUSI UHTETPUPOBAHHOM
CHCTEMEL.».

28.B nynkre 72 cnoBa «90 kajeHIApHBIX HEN» 3aMEHUTH CIIOBaAMHU
«90 pabouux THEN».

29.IlyHkT 73 nOMOAHUTH ab3aliaMu CJIEIYIOIIErO COJIePKAHUS:

«IIpu HenmpeACTaBICHUU YMOJTHOMOYEHHBIM OPTraHOM pe(epeHTHOro
rocyaapctba B TeueHue 100 pabouyux JHEH 3ampoIIeHHBIX YIIOJHOMOYEHHBIM
OpraHoM (3KCIIEpTHOM OpraHu3allieil) rocyaapcTBa MPU3HAHUSA TOKYMEHTOB
U CBeleHUN odopmiIsieTcs 3aKIIYEeHHEe O HEBO3MOXKHOCTH IPU3HAHUS
OKCIEPTHOTO OTYeTa IO OIIEHKE, IOJATOTOBJICHHOTO pedepeHTHBIM
rocyaapCTBOM.

VKazaHHBIM OTYET HAMpaBIISIETCS TOCYJApCTBOM IIPU3HAHMS IS

PaCCMOTPCHUA 9KCHCpTHBIM KOMHUTCTOM.».



13

30. IIlyHKT 75 U3710KUTH B CACAYIOUIEH PEIAKIINN:

«75. YIIOTHOMOYEHHBIN OpraH (3KCIEpPTHAsI OpraHu3allys) rocyapcTBa
NpPU3HAHUA 10 pPeE3yJbTaraM IMPOBEACHUS OSKCIEPTHU3bl JIEKAPCTBEHHOTO
npenapara B TeueHHe 5 pabouux JHEH cOo JHS 3aBEpIICHUS IKCIEPTU3BI,
yKa3aHHOM B mnyHKTe 69 Hacrosmux [lpaBun, ¢ HUCIOJIB30BAHUEM
UHTETPUPOBAHHOM CHUCTEMBbI HANpaBise€T B YIOJHOMOYEHHBIA OpraH
(3KCMEPTHYIO OpraHu3alrio) pePEepeHTHOr0 TrocyAapCcTBa 3aKIOUYEHUE O
BO3MO>XHOCTM WJIM HEBO3MOXXHOCTH NPHU3HAHUSA HKCHEPTHOTO OTYETA IO
OLICHKE, MOJITOTOBJIEHHOTO peepeHTHBIM FOCYJaPCTBOM. Y IOJTHOMOYEHHBIN
opra pedepeHTHOTO TOCyJIapCTBa JIOBOJUT IMOJIYYEHHOE 3aKJIIOUEHUEe 10
CBEJICHUS 3asBUTEIISI B DJIEKTPOHHOW (POpME MO TEeIEKOMMYHUKAIMOHHBIM
KaHajaM CBSI3M U MPUHUMAET PEIIEHUE O BO3MOXKHOCTH UJIM HEBO3MOXKHOCTH
NPU3HAHUA ~ SKCIEPTHOIO  OTYETA MO  OLUEHKE, MOATOTOBIEHHOTO
pedhepeHTHBIM TOCYapCTBOM. ».

31.B a63aie nepBoM myHkTa 76 cioBa «10 pabouux gHEH» 3aMEHHUTh
cloBaMH «S5 paboumx JHEH».

32. B nynkre 81:

a) JIOMOJIHUTH CJIOBAMHM «, & TAK)K€ MPU HENPEJCTABICHUU 3asBUTEIIEM
B YCTAaHOBIICHHBI CpOK JOKYMEHTOB M CBEICHUW, 3alpOIIEHHBIX
YIOJHOMOYEHHBIM OpPraHoM (IKCHEPTHOM oOpraHu3aluel) rocyapcTBa
MPU3HAHUS;

0) IOMOJTHUTH a03allaMU CJIEAYIOIIETO COJIEPHKAHUS:

«Ecnm mociie nmpoBeneHus: NpoUeaypbl YPETYJIUPOBAHUS Pa3HOTIACUA
B DKCHEPTHOM KOMHUTETE UM MPUHATO E€IUHOIIACHOE PEIICHUE O TOM, YTO
JAaHHBIE, TPEACTABICHHBIE B AKCIEPTHOM OTYETE MO OIEHKE, MOTYT OBbITh
NpU3HAHBI JIOCTATOYHBIMHM i1 TOATBEPKJCHHUS KauecTBa, U (WIM)
3 hEeKTUBHOCTH, U (MJIM) TMOJIOKUTEIHHOIO COOTHOIICHUS «I10JIb3a — PUCK)

JICKAPpCTBCHHOTO Impemnapara, YHOJIHOMOLIGHHHﬁ opran rocyagapcrBa
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NpU3HAHUA HE To3aHee 15 pabouux JHEN ¢ JaThl MOJYy4YEHUS PEHICHUS
DKCHEPTHOTO KOMUTETA:

NPUHAMAET PEIICHHE O MPU3HAHMM SKCIEPTHOTO OTYETA IO OLEHKE,
MOATOTOBJICHHOTO 3KCIEPTHOM opranusaiuei peepeHTHOTO rocy1apCcTBa;

BBIJIACT 3a4BUTEII0 PETUCTPALIMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOTO
npemapata 1o ¢GopMe CcorjacHo mnpwiokeHuro Ne 17 K HacTOSIIUM
[IpaBuiam, a  Takke  YTBEPXKJICHHYIO  OOIIYI0  XapaKTEPUCTUKY
JIEKAPCTBEHHOI'0 Mpenapara, MHCTPYKUHUIO IO MEAULMHCKOMY IPUMEHEHHIO,
MaKeThl YIIAKOBOK Ha FOCYJAapCTBEHHOM SI3bIKE TOCYAAapCTBA MPU3HAHUS MPU
HaJIMYUKM COOTBETCTBYIOIIMX TPeOOBaHUU B 3aKOHOJIATEIHCTBE IOCYJapcTBa
MPU3HAHUS,

COTJIACOBBIBAET HOPMATHMBHBIM JOKYMEHT MO KAa4e€CTBY, BBbIJIAHHBIN
pedepeHTHBIM TOCYyIapCTBOM;

pa3MeniaeT CBeACHUA O JEKAPCTBEHHOM MpenapaTre U BXOASUIUX B €ro
COCTaB AaKTHUBHBIX (DApMalIEBTUUYECKUX CYOCTAaHIMSX B €JAMHOM pEecTpe
C TPUJIOXKEHUEM YTBEPKJACHHON OOINEH XapaKTepUCTUKHU JIEKAapPCTBEHHOIO
mpenapara, HWHCTPYKIMU 1O MEIUIMHCKOMY NPUMEHEHHUI), MAaKETOB
YIOAKOBOK,  COrJJACOBAHHOTO  IUIaHA  YIpaBJIIEHUS  puckamu  (IIpu
HEOOXOAMMOCTH) B COOTBETCTBUU C MOPSAKOM (POPMHUPOBAHUS U BEICHUSA
€IUHOTO pEecTpa.».

33. IIyHkT 84 U3710KUTh B CIACAYIOUIEH PEIAKIINU:

«84. InuTeNnbHOCTh JEUEHTPATN30BAHHOM MPOLEAYPHl PETUCTPALUU
M DKCIEpPTHU3bl JIEKAPCTBEHHOrO Mpenapara HE JOJDKHA [PEBBINIATH
140 pabouumx JHEH cO [JHS TIOJAYM 3asABJIICHHS Ha PETUCTPAIUIO
JEKApCTBEHHOrO0  mpemapara JO0 JHA  BbIJAYd  PETUCTPALMOHHOTO
YAOCTOBEpPEHUsSI B pPe(EPEeHTHOM TOCYIApCTBE W HE JOJKHA MPEBBIIIATh
50 pabGouux JHEW B TOCyJIapCcTBaX MpHU3HAHUS, YYACTBYIOIIUX B

JEUEHTPAIM30BAHHOMN TIPOLIETypPE.».
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34.IloamyHKTBl «a» W «0» MyHKTa 85 H3JI0XKUTHh B CIEIYIOLIEH
pelaKIuu:

«a) perucTpanusi M OJKCIEepTU3a JIEKapCTBEHHOro Tpemnapara B
pedepeHTHOM ToCyJapCTBeE;

0) pacCMOTpeHHE PKCIEPTHOTO OTYETa MO OILIEHKE, MOJATrOTOBICHHOIO
HKCHEPTHON OpraHu3aiuei pePepeHTHOro ToCyJlapCcTBa, B TOCYJapcTBax
MPU3HAHUSL. ).

35. B nyHkre 86:

a) a03a1] BTOpOU HU3JI0OKUTH B CIAEAYIONIEH pelaKinu:

«3asBJICHUE O PETUCTpAIMU JIEKAPCTBEHHOTO Ipenapara Ha OyMakHOM
HOCUTENIE WM B BHUAE OJJIEKTPOHHOIO JOKYMEHTa, MOJAMUCAHHOIO
AJIEKTPOHHOW MOAMUCHI0, MO (POpME B COOTBETCTBUM C TpUiOXeHUeM No 2
K HactosmuM [IpaBunam;y;

0) a03a1l TpeTHil TOMOTHUTH CIOBAMU «, HA OYMa)KHOM HOCUTEJIE WJTU B
BUJIE JIEKTPOHHBIX JOKYMEHTOB,;

B) a03al] YeTBEPTHIN U3JIOKUTH B CIAEAYIOIIECH PEaKIuu:

«PETUCTPAINMOHHOE JJOChE€ B COOTBETCTBUU C MpHIoKeHUsIMH Ne 1 — 5
Kk HactosmuM [IpaBuiiaMm Ha SJIEKTPOHHOM HOCUTEJE B BUJIE KOMIUIEKTa
AJIEKTPOHHBIX JIOKYMEHTOB;;

r)B ab3ane mectoM cioBo «CTaHAapTHBIE» 3aMEHUTh CIOBAMHU
«O0pa3sIibl JIEKAPCTBEHHBIX MTPENAPATOB, CTAH/IAPTHHICY;

1) ab3a1l BOCbMOM 3aMEHUTH a03allaMu CIAEAYIOIIETO CONCPKAHUS:

«He Tpebyercsa mpencrabiieHre oOpasloB, CIENU(UUECKUX PEareHTOB
U JIpyTUX MAaTepuajoB MPU HEBO3MOXKHOCTH MPOBEACHUS HCIBITAHUN B
HKCIIEPTHOM OpraHU3aIliy BCIIEACTBUE:

TPYAHOJOCTYIMHOCTH  OOpa3lloB  JIEKAPCTBEHHBIX  MpenapaTos,
CTaHJAPTHBIX O0pa3loB, CHEU(PUUECKUX PEAreHTOB U JPYTUX MaTepUalioB

(B TOM yucie TpPU HUX OTHECEHWHM K KaTeropuu OpQaHHBIX,
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BBICOKOTEXHOJIOTUYECKUX,  paanodapMaileBTUUECKUX,  HAPKOTUYECKUX,
NCUXOTPOMHBIX WJIM TMPEJHA3HAYEHHBIX JJIs JICYEHUS] BBICOKO3ATPATHBIX
HO30JIOTUH BCIEACTBUE UX BHICOKOW CTOUMOCTH);

HEBO3MO>KHOCTH COOJIIOJICHUSI YCIOBUN TPAHCIIOPTUPOBKU yKa3aHHBIX
00pa3IoB Ha TEPPUTOPUIO TOCYAAPCTBA-WICHA U (MJIN) UX XPAHCHHUS;

OTCYTCTBUSI CIIEIIMATILHOTO 000PYAOBaHUS U PACXOHBIX MATEPHUAIIOB B
AKCIIEPTHOU OpraHu3aluy;

U JApPYTMX TPUYUH 1O PEIICHUI0 YIOJIHOMOYEHHOTO OpraHa
(3KCIIepTHOM  opraHu3aluu) TNpU  BO3HUKHOBEHUHM  OOCTOSATEIHCTB
HEMPEO0IMMOM CHIIbI WJIM OOCTOSATEIHCTB, HE3ABUCSIINX OT BOJIM CTOPOH, B
TOM YHCJIE€ B CBSI3U C OCOOCHHOCTSMM MPOU3BOJICTBA U KOHTPOJISI KauecTBa
JIEKapCTBEHHOTO Mpenapara.

B cooTrBercTBUM C TpeOOBaHUSIMHU 3aKOHOAATENbCTBA TOCyAapCTBa-
YJieHa TMpPEeJOCTaBICHUE JOKYMEHTOB, YyKa3aHHbIX B abO3amax 2 — 4
HACTOSIIIETO IYyHKTa MOJKET OCYIIECTBIAThCA B (OpPME 3JIEKTPOHHOIO
JTOKYMEHTO000opoTa oe3 JIOTIOJTHUTEIBHOTO pECTABICHUS
COOTBETCTBYIOIIUX JIOKYMEHTOB W CBEJIEHHMH Ha OyMaXHOM HOCHUTEIE,
MOAMUCAHHBIX U (WUJIU) 3aBEPEHHBIX AJIEKTPOHHOU MOJIMUCHIO 3asIBUTENS, B
CiIyvasx, MPeayCMOTPEHHBIX HacTosAUMHU [IpaBumamu.».

36.I1yHKT 87 MOMOJHUTH a03alleM CIIETIYIONIEro COAEPKAHMS:

«B ciaydae HEBO3MOXXHOCTHU MPOBECHHUSI JIAOOPATOPHBIX UCTIBITAHUHN B
7a00paTopUsiX KOHTPOJIE KayecTBa MPOU3BOJUTENS WM KOHTPAKTHBIX
1ab0paTopusiX, HCIOIb3YEMBIX MPOU3BOJIUTENEM (B YCIOBUAX YIpO3bI
BO3HUKHOBEHHS], BOSBHUKHOBEHUS W JIMKBUAALWNA YPE3BBIUANHON CUTYyalluu U
(M) TpU  BO3HMKHOBEHHMM YIpo3bl pacmpocTpaHeHusl 3a00JIeBaHUi,
NPEJCTABISIONIMX  OMACHOCTh IS  OKpyXarolux, 3a00JeBaHUN U
NOpaXEHUU, MOJIYYEHHBIX B PE3YyJbTAaTe BO3JCHCTBHUS HEOJIArompUsTHBIX

IMPpUPOOAHBIX, XUMHUYCCKHUX, 6I/IOJ'IOI‘I/I‘ICCKI/IX, paairaliliOHHBIX q)aKTOPOB, IIpu
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KOTOPBIX TPHUCYTCTBUE TPEACTABUTENS OKCIEPTHONW OpraHW3alid HE
MIPEACTABISIETCS. BOSMOKHBIM, WJIH TIPH JIPYTUX 00CTOSATETHCTBAX (HAIIpUMED,
CBSI3aHHBIX C OCOOCHHOCTSIMH TIPOM3BOJICTBA M KOHTPOJS KayecTBa
KOHKPETHOT'O JIEKAPCTBEHHOT'O TpernapaTa, OTHOCSIIETOoCsS K KaTeropHsM,
yKa3aHHBIM B a03amax BOCBMOM — JBEHAJIATOM IMyHKTa 86 HACTOSIINX
[IpaBuit)), MO COIVIACOBAaHUIO C YMHOJHOMOUYEHHBIM OpPraHOM (SKCIEpPTHOMU
opraHusamnmeii) pedepeHTHOro TOoCyaapcTBa  JKCIEPTH3a  KadecTBa
MIPOBOJAUTCA HAa OCHOBAHMM JOKYMEHTAIIMU TPOU3ZBOAUTENS (IIPOTOKOJIOB
aHajgu3a TMPOW3BOJUTENS), B TOM UHCIE C MCIOJb30BaHUEM CPEJCTB
JMCTAHIITMOHHOTO B3aUMOJICCTBHSI, BKIIFOYAs ayUO0- HJIH BUICOCBS3b.).

37.B nynkre 88:

a) ab3a1bl BTOPOM U TPETUN U3TO0KUTH B CIEAYIOIIEH PElaKIUn:

«3asgBJIeHHEe Ha OyMaXHOM HOCHUTEJE WIM B BHUJE DJIEKTPOHHOTO
JTOKYMEHTa, TIOJAIMCAHHOTO DJJEKTPOHHOM TMOAMHUChI0, 10 (QopMe B
COOTBETCTBHUU ¢ TpuioxkeHueM Ne 2 k HacTosiuM [IpaBunam;

MOAYJb | perucTparmoOHHOTO TOChE HA JIEKTPOHHOM HOCHTEIEC B BUJC
KOMIUIEKTA 3JIEKTPOHHBIX TOKYMEHTOB;);

0) ab3a1r 4eTBEepTHIM JOMOJHUTH CIIOBAMH «B BHJE DSJICKTPOHHBIX
JTIOKYMEHTOBY;

B) JOTIOJIHUTH a03a1leM CJIEAYIOIIEro COJIepIKaHUS:

«B cootBeTcTBUM ¢ TpeOOBaHUSIMH 3aKOHOJATEIHLCTBA TOCYIapCTBA-
YIeHAa TMPEJCTaBICeHHEe JTOKYMEHTOB, yKa3aHHBIX B a03amax BTOPOM —
YETBEPTOM HACTOSAIIETO IMYHKTa, MOKET OCYIIECTBIISITHCSA C UCIOIb30BaHUEM
AIIEKTPOHHOTO JOKYMEHTO00OpoTa 0e3 JOMOJHUTEIBHOTO MpEICTaBICHUS
COOTBETCTBYIOIIIUX JIOKYMEHTOB M CBEJACHHWM Ha OyMaXHOM HOCHTEIE,
MOAMUCAHHBIX W (WJIM) 3aBEPEHHBIX 3JICKTPOHHOHN IMOAMUCKHIO 3asSBUTENS, B

Clydaidax, IpCAyCMOTPCHHBIX HACTOAIIUMUA HpaBI/IJ'IaMI/I.».
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38. B moamyHKTe «r» MyHKTa 89 ClIOBa «BHEIUIAHOBOW WIIM TLIAHOBOW)
UCKJIFOYHUTh.

39. B mynkre 91:

a) B ab3arie mepBOM:

B IIPEJIOKEHHUU TIEPBOM cJoBa «14 pabounx AHEI» 3aMEHUTH CIIOBAMHU
«10 pabouux gHEWN»;

B NPEIJIOKEHHU BTOPOM ciioBa «90 kaleHOapHBIX ITHEN» 3aMECHUTH
cioBaMu «90 paboumx HAHEW», CIOBO «3aMEUaHUSIM» 3aMEHHUTh CIIOBOM
«3aIpocy»;

0) a03a1l BTOpO# 3aMEHUTH ab3allaMu CIEAYIOIIETO COACPIKAHNUS:

«3anpoc  ymoJHOMOYEHHOTO OpraHa (SKCHEPTHOM OpraHU3allUN)
pedepeHTHOrO TrocylapcTBa JIOJMKEH OBbITh TEepeflaH  3asiBUTENIO B
JNIEKTPOHHOU (opMe 10 TENEeKOMMYHHMKAIMOHHBIM KaHajaM CBSI3U U
CUMTAETCA TOJYYEHHBIM IO MCTEYEHHHM | KaleHAApHOTO IHSA C JaThl €ro
HaIlpaBJICHUS.

OneHka oTBeTa 3asBUTENS OCYIIECTBIISIETCS. B CPOK, HE MPEBBIIIAOITUN
5 pabouux JIHEH CO JIHS MOJIyYEHHUs OTBETA 3asIBUTES.

YOMTHOMOYEHHBIN OpraH (dKCHepTHas opraHuzaius) pedepeHTHOro
rocygapctBa He mosfgHee 14 paboumx OHEW cO JHS 3aBEPIICHUS OLICHKU
KOMIUIEKTHOCTH 17} MOJTHOTBI MPEACTABICHHBIX MaTepuaIoB
PETUCTPAMOHHOTO JOChE MPEAOCTABISIET MOCTYH K PErUCTPALUMOHHOMY
JIOChE JIEKAPCTBEHHOTO MpenapaTa YInoJIHOMOYEHHBIM OpraHaM (3KCHEPTHBIM
OpraHu3alusM) TOCYJapCTB TNPHU3HAHUS, YYAaCTBYIOIIMM B MpOIEAype
JNELEHTPATM30BAHHOM perucTpauuu JIEKAPCTBEHHOTO npenapara
MIOCPEACTBOM HCIIOJIb30BAaHUSI HHTETPUPOBAHHON CUCTEMBI WM YBEIOMIISIET
00 OTKJIOHEHUM 3asIBJICHUS B TOPSJKE, YCTAHOBJIEHHOM IyHKTOM 92

Hacrosmux [IpaBuit.
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OkcnepTu3a, BKIIOYAOIIas B ceds  drambl, yKa3aHHbIE B
NOANMYyHKTaX «0» — «» myHkTa 89 Hactosimux [IpaBui, mpoBOIUTCS B CPOK,
He mnpeBblmatomuii 105 pabounx pHEW €O JHA OLIEHKA TOJHOTHI,
KOMIUIEKTHOCTH U MPAaBUJIBHOCTH oopmIIeHUS JOKYMEHTOB,
NPEJCTABIICHHBIX B PETUCTPALIMOHHOM JIOChE, WM C JaThl MOJIyYEHUS
HKCHEPTHON OpraHu3anueil COOTBETCTBYIOIIETO 3aJlaHUsl HA MPOBEJCHUE
KCHEPTU3BL.».

40.B mynkre 93 cimoBa «, 1O QopMe B COOTBETCTBUH C
npuioxeHussMu Ne 6 — 8 k Hactosmum [ IpaBuiiam» HUCKIFOUHTS.

41.AG3anpl mepBbIH — TpeTud MmyHKTa 94 3amMeHUTH ab3araMu
CJIEIYIOLLEr0 COAEPKAHMS:

«94. YIOJITHOMOYEHHBIN OpraH (aKcriepTHas OpraHu3aIus)
pedepenTHoro rocyaapcrsa B teueHue 60 pabouumx AHEH ¢ AaThl Hayaia
DKCHEPTU3bl HANpPABIIET B  YIOJIHOMOYEHHBIE OpraHbl (PKCHEPTHBIE
OpraHu3alli) TOCYAAapCTB MPU3HAHUA KOMHUU OTYETOB C (OPMYIUPOBKOM
3aMeYaHuil 1o (QopMe B COOTBETCTBUU C MpuiioxkeHusmMu Ne 6 — 8 k
HactosamuM [IpaBunam WK mpeBapUTENIbHBIN OTYET MO OLIEHKE Mo (popme
cornacHo npwinoxkeHuto Ne 11 k Hactosimum [IpaBunamM wiiv KOUM 3apoCcoOB
3asIBUTEIITIO.

OkcnepTusa B pepepeHTHOM TOCyAapCTBE MPUOCTAHABINBACTCA 10 JTHSA
MOJIYYEHHS] OT BCEX TOCYJapCTB NMPU3HAHUS, YYACTBYIOIIMX B MPOLEIYPE,
JOTIOJIHUTEIBHBIX ~ 3aMe4YaHud wWiu  HuHGOpPMAlMM O  COTJIaCUM  C
peABapUTEIbHBIM OTYETOM HUIIM 3aPOCOM pePEpPEeHTHOTO TOCyAapCTBa.

B cnywae mpoBeneHUsT OKCIEPTU3bl PETUCTPALMOHHOTO  JIOCHE
BOCIIPOM3BEJICHHOIO  WJIM  THOPUAHOTO  JIEKQpCTBEHHOTO  Mpenapara
YIOJIHOMOYEHHBIN  opraH (dKCHepTHas opranuzanusi) pedepeHTHOro
rocygapctBa B TedeHwe 60 paboyux JHEM C JaThl Hayaja SKCIEPTHU3BI

HaIrpaBJsICT B YIIOJJHOMOYCHHBIC OpPIraHbl (BKCHCpTHBIC OpFaHI/IBaHI/II/I)
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rOCyJIapCTB TMPU3HAHHS KOMUU OTYETOB C (HOPMYIMPOBKOW 3amMedyaHUU U
3aIIpOCOB 3asBUTENIO MO (DOPME B COOTBETCTBUHU C MpUIokKeHUIMHU Ne 8 u 22
K HacTosmuM [IpaBuiam uinu npeaBapuTeIbHBIA OTUET MO OIEHKE 0 (popme
corjacHo mipuiokeHuto Ne 11 k nHacrosmum [IpaBunaM, Wiau KONHUH
3aIIPOCOB 3aSIBUTEIIIO.

B ciiyuae Hanmuuusi TOMOJHUTENIBHBIX 3aMEUaHUM B aJpec 3asiBUTEIIS,
YIOJHOMOYEHHBIM ~ OpraH  (9KCIEpTHAasT  OpraHu3aius) TocyJapcTBa
npu3HaHus He mno3gHee 30 paboumx JHEM ¢ JaThl  MOJIyYEHUS
MpPEBAPUTEIIBHOTO OTYeTa II0 OLIEHKEe pepepeHTHOro TocyJapcTBa
HaIIpaBJISIET 3aMPOCHl YIIOJTHOMOYEHHOMY OpraHy (3KCIEePTHON OpTraHU3aIiN)
pedepeHTHOrO TOCyapcTBa, KOTOPhIA B TeueHue 20 pabounx AHEW C JaThl
MOJYYEeHHS] TOCIEIHEro 3ampoca OT TOCyJapCcTBa MPU3HAHUS WU
uHpopMaIMi O COrjJacud C TMpeIBapUTEIBHBIM OTYETOM pedepeHTHOTrOo
rocyjaapctBa (popMHUpyeT €IUHBINA 3alpoC M HAMPABISET €ro 3asBUTEIIO B
COOTBETCTBHUU ¢ MyHKTOM 93 Hactosimux [Ipasui.

3anpoc  YNOJHOMOYEHHOTO OpraHa (dKCIEPTHOW OpraHu3aluu)
pedepeHTHOrO rocylapcTBa JIOJMKEH OBbITh TEpeflaH  3asiBUTENI0 B
ANEKTPOHHOW (QopMe MO TEICKOMMYHHMKAIIMOHHBIM KaHajlaM CBS3H M
CUMTAETCS TMOJYYEHHBIM IO MCTEUEHMHM | KaJeHAapHOTO JHSA C JaThl €ro
HaIlpaBJICHUS.».

42. B nynkre 95:

a) B MPEIIOKEHUU TEpBOM ab3ara mepBoro cioBa «90 KajaeHIapHBIX
JTHEW» 3aMEHUTH ciioBaMU «90 pabouux JHEN»;

0) B IIpeUI0’KeHUH BTOPOM ab3aria BToporo cioBa «180 kaneHmaapHBIX
JTHEW» 3aMeHUTH ciioBaMu « 180 pabodyux aHEI».

43.B a0zamne mepBoM nyHkTa 96 cimoBa «180 kajmeHIapHBIX JTHEM»
3aMeHUTH cioBaMu « 180 pabouux nHE».

44. ITyHKT 99 U3JI0KUTH B CIEAYIOLIECH pelaKIuu:
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«99. Pellienrie 00 MHUIMUPOBAHUU BHEILJIAHOBOW (hapMarleBTUUECKON
MHCIEKIMM Ha COOTBETCTBHE HaJJIeKaIIuM (apMalieBTUUECKUM ITpaKTHKaM
Coro3za MOXET OBITh MPUHATO YIIOJTHOMOYEHHBIM OpraHoM (IKCIEPTHOM
opraHu3aiueit) pedepeHTHOro rocyaapcrBa He mosnHee 70 pabouux JHEH
C JaThl NOJAYHU 3asBJICHUS HA PETUCTPAIIHIO.

B cnywae npunsTHS penieHUs 00 HWHUIMUPOBAHUU BHEIIAHOBOU
(dbapMalleBTUUECKON HWHCIEKIMM YIOJHOMOYEHHBIA Opran (dKCHepTHas
opraHu3anys) peepeHTHOr0 rocyapcTBa HAMPABISET 3asIBUTEIIO 3aIIPOC O
HEO0OXOJIMMOCTH OpraHU3aIllMd MWHCIEKTUPOBAHUS C MOJAPOOHBIM yKa3aHHUEM
MPUYUH UHUIIMAPOBAHUS U CChIJIKAaMU Ha akThl opranoB Coro3sa.

BuermnanoBas dhapmarieBTUUeCKass HHCIEKIIUS C HalpaBJICHUEM OT4YeTa
O TMPOBEJICHHOW WHCIEKIMKU JOJ/bKHA OBITh IIPOBEACHA B CPOK, HE
MIPEBBIMIAIOIINN CpOKa PErUCTpaIliU JIEKAapCTBEHHOTO TIpernapara, (B TCUeHHE
180 pabounx THEH C IaThl MIPUHITUS COOTBETCTBYIOIIUM YIIOJHOMOYEHHBIM
OpraHoM pelieHus: 00 UHUITMUPOBAHUY TTPOBEICHUS MHCIICKIIUH ).

BuennanoBas dbapmarieBTHUECKAs WHCHEKITUS OpraHu3yeTcs
3asBUTEJIEM B COOTBETCTBUM C IIpaBUJIAMM MPOBEJCHUS (hapMalleBTUUECKUX
WHCIIEKIIUU.

B cnywae BriroueHus (apMaleBTHUYECKOM HMHCIEKIMA B IUIaH
MIPOBEACHUSI MHCIICKLIMI B COOTBETCTBUM C MYHKTOM 31 Hactosmmx [IpaBui,
MOArOTOBKA oT4ueTa 3aBEpIIACTCS 0e3 yyera pEe3yJIbTAaTOB
MHCTIEKTUPOBAHUS. ).

45. ITyukt 101 u3510KUTH B CIEAYIOLIEH peAaKIuuU:

«101. B cinydae OoTCyTCTBUSI JOMOJHUTEIBHBIX 3aMEYaHU OT KaKOIO-
au00 TOCYyJapcTBa MPU3HAHUS B OTHOIICHUH SKCIEPTU3bI JIEKAPCTBEHHOTO
npenapara (OpeACTaBICHUE 3aMEUYaHUW, pe3yJIbTaTOB PacCMOTPEHUS
MPEBAPUTEIIBHOTO OTYETa MO OIEHKE) JaHHOE TOCYJapCTBO MPU3HAHUS

npeacTaBisieT pedepeHTHOMY TOoCyAapcTBy HWHGOpPMAIMIO O TOM, YTO
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COTJIACHO C 3aKJIloueHWeM (BKJIO4Yash 3aMe4yaHMs, €CIM MPUMEHHUMO),
coAepKalluMCs B MPEABAPUTEILHOM OTYETE IO OIIEHKE B COOTBETCTBHH C
nyHKTOM 94 HacTtosiux [IpaBuit.».

46. A63ar nepBbii myHKTa 104 U3710KUTH B CICIYIONMICH peTaKIINU:

«104. B cpok He nozaHee 90 pabouux gHEH ¢ JaThl MOJAYU 3asSBIICHUS
Ha PETUCTPALMIO YMOJHOMOUYECHHBIM OPraHoM (IKCIEPTHOM OpraHu3aiiueil)
pedepeHTHOTO TOCYJapcTBa MOTYT OBITh HalpaBJieHbl B TOCY/IapCTBa
MPU3HAHUS U 3aSBUTEIO0 MPOEKT 3aKIIOYUTEIIBHOTO 3KCIEPTHOrO OTYETA IO
OlleHKe 1Mo (opMe B COOTBETCTBHMU C MpHiIokeHHeM Ne 16 K HACTOSIIUM
[IpaBmiiam BMecTe€ ¢ OTBETaMM 3asBUTES Ha 3alpoChl, MPOEKT OOIIei
XapaKTepPUCTUKHU JIEKAPCTBEHHOI'O TMpenapara, MOPOEKT HWHCTPYKIUU 0
MEJUIIMHCKOMY  TNPUMEHEHUIO  (JIMCTOK-BKJIAJBINI), TMPOEKT MAaKETOB
YIIAKOBOK, MPOEKT HOPMATHUBHOTO JIOKYMEHTa IO Ka4eCTBY, a TaKXe IpH
HEO0OXOIMMOCTH TIPOEKT IJIaHA YIIPABJICHUS PUCKAMU. ).

47.B nynkte 105 cimoBa «175-i1 kajleHOapHBIA JE€HB» 3aMEHUTH
cinoBamu «117-i pabouuii 1eHbY.

48.B nynkre 106 cmoBa «165-1 KaleHOApHBIA JE€HBb» 3aMECHUTH
cinoBamu «110-i paGouuii 1eHbBY.

49. ITynkt 109 u310KUTH B CIEAYIOLIEH peAaKIUU:

«109. YnonHoMOYEeHHBIE  OpraHbl  (IKCIEPTHBICE  OpPraHU3aAIIUH)
pedepeHTHOTO TOCYyJapcTBa M TOCYJApCTB MNPU3HAHUSA, MPUHSABIINE
MOJIOKUTENIBHOE PENIEHUE IO pe3yJibTaTaM 3KCIEPTU3bl O BO3MOXXHOCTH
perucTpanyu JEKapCTBEHHOrO IMpernapaTa B COOTBETCTBUM C ITyHKTaMH
105 u 108 nacrosmux I[IpaBui, nepexoasT K MpoUEaype BbIIa4M UTOTOBBIX
JTIOKYMEHTOB B CpOK He Oojiee 20 pabouux JHEH.».

50. AG3an nepBbiii myHkTa 110 U3710KUTH B CIAEAYIONIEH PEAaKIIUN:

«110. He mno3gnee 20 pabouux gHEW € JaThl  IPUHATHS

YIIOJIHOMOYCHHBIM OPraHOM ITOJIOKUTCIBbHOT'O PCIICHUA O PETUCTPALIUN ).
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S1.1Iynxkr 114 [OOMONHATH MOOANMYHKTOM  <GK»  CJHEAYIOLIETO
COJCpKAHUS:

<OK) 3asIBUTEJIEM B YCTAHOBJICHHBIM CpPOK HE MPEJCTABIECH OTBET HA
3alpoC, HAMNpPaBJICHHBIM B COOTBETCTBUM C NYHKTOM 94 HacTOAIIMX
[IpaBuin.».

52.Pa3nen VII u3N0XuTh B CIEAYIOMIEH peAaKIUN:

«VII. YcTaHOBIIEHHE MOCTPETUCTPALMOHHBIX MEP

VILI. Peructpanus neKkapCTBEHHOIO IIpenapara ¢ yCTaHOBIIEHUEM
JOTIOJTHUTEIBHBIX TPEOOBaHUMN

116. YomHOMOYEHHBIM ~ OpraHOM  (PKCIEPTHOM  opraHu3aiueil)
pedepeHTHOro rocygapcTBa B OTHOIICHUH JIEKAPCTBEHHOTO Mperapara mpu
€ro PEerucTpalyy U OCYIIECTBICHUU MPOLEAYP, CBI3AHHBIX C PETHUCTPALNEH,
MOTYT  YCTAHABIMBATHCA OJHO WA  HECKOJIBKO W3  CIECAYIOIIUX
JOTIOJTHUTEIBbHBIX TPEOOBaHUM:

BKJIFOYEHHE B CUCTEMY YIIPABICHUS PUCKAMH ONPEAEIECHHBIX MEp s
oOecrieueHrs 0€30MacHOro MPUMEHEHUS JICKAPCTBEHHOTO Mpernapara;

MPOBEJICHUE TOCTPETUCTPAIMOHHBIX HCCIEAOBAHUM O€30MacCHOCTH
JIEKAPCTBEHHOIO Ipenapara;

YCTAaHOBJICHUE  JIOMIOJIHUTENbHBIX TPeOOBaHUM K  PErucTpaluu
JIEKapCTBEHHOr0 TIpenapara W TMojlady€ COOOIIEHUM O MoA03peBaEMBbIX
HEXKEJATEIbHBIX PEAKIIUX;

MPOBEJICHUE MOCTPETUCTPAIIMOHHBIX HCCeoBaHUN 3(DPEKTUBHOCTH
JIEKapCTBEHHOrO0 Ipenapara, 0IOpU HEOOXOOUMOCTH — HCCIEIOBaHUU
Pa3IMYHBIX aclEeKTOB 3()PEKTUBHOCTH JIEKAPCTBEHHOTO TperapaTa, KOTOphIe
HE MOTryT OBITh HCCJIEIOBaHBl 1O Hayajga peaju3aliu JIEKapCTBEHHOTO

npenapara;



24

JIpyrde YCIOBUSI WJIM OTPAaHUYEHUS B I1EJIsIX O€30MacHOro W
3(peKTUBHOTO MPUMEHEHUS JICKAPCTBEHHOI'O IIperapara B COOTBETCTBUU C
TpeOoBanusiMu  [lpaBun  Haajexaiied  TMpakTUKU  (apMakoHaI30pa
EBpa3uiicKkoro 3KOHOMHUYECKOTO COI03a.

Y CTaHOBIICHHBIE YCIIOBUSI M OIPAHUYCHMUS, A TaKXKE CpPOKH UX
BBITIOJIHEHUS YKa3bIBAKOTCS B PETUCTPALMOHHOM YJIOCTOBEPEHHUH, €IHMHOM
peectpe, B OXJIII v B UHCTPYKIIMU MO0 MEAULIMHCKOMY ITPUMEHECHUIO.

117. YnonrHOMOYEHHBIN opraH (3xcnepTHas OpraHHU3aIys)
pedepeHTHOTrO rocyaapcTBa BIpaBe OTMEHUTH JIEUCTBHE PETUCTPALIMOHHOTO
YIOCTOBEPEHUS JIEKAPCTBEHHOI'O TMpEnapara B CIIydae HEBBITIOJIHEHUS
JEpKATEIIEM  PETHUCTPALMOHHOIO  yJOCTOBEPEHUS  JOMOJHUTEIbHBIX
TpeOOBaHMII, YCTAHOBJICHHBIX YMOJHOMOYEHHBIM OPraHoOM (PKCHEPTHOM
opraHmu3zanuei) pedepeHTHOro TrocyAapcTBa B OTHOUIEHUHM JAHHOTO
JIEKApCTBEHHOI'0 TIpemnapara NpUA €ro PErucTpalud W OCYIIECTBIECHUU
MpPOLEAYp, CBSI3aHHBIX C PETUCTpalMell B COOTBETCTBUU C IyHKTOM 116
Hacrosmux [IpaBuit.

118. YcnoBuem  perucrtpaniui W MOATBEPKIACHUS  PETUCTPALAH
(mepeperucTpalum) JEKapCTBEHHOTO TMperapara yIoIHOMOYEHHBIM OpraHOM
(3KCIIEpTHOM OpraHU3aIlhei) MOXKET ObITh YCTAaHOBJIECHO 0053aTENIBCTBO IO
MIPOBEICHUIO JIEPKATEIIEM PETUCTPALIMOHHOTO YIOCTOBEPEHUS:

a) TOCTPETUCTPAIMOHHBIX HCCIIEIOBAaHUM 0e30MacHOCTH
JIEKapCTBEHHOTO MpernapaTa B CIy4ae HAJIMYUs OMACEHUH MO MOBOY PUCKOB,
CBSI3aHHBIX C MPUMEHEHUEM JaHHOI'O JIEKAPCTBEHHOIO Ipernapara. B ciydae
€CJIM PUCKH OTHOCSTCSA Oojiee 4eM K OJIHOMY JIEKapCTBEHHOMY IIpemnapary,
YIOJTHOMOYEHHBIE OpraHbl TOCYJIApPCTB-UJIEHOB CIIOCOOCTBYIOT IPOBEICHUIO
NEPKATEISIMA  PETUCTPALMOHHBIX YAOCTOBEPEHUM TaKUX JIEKAPCTBEHHBIX
npenaparoB COBMECTHBIX MOCTPETUCTPALTMOHHBIX HCCJIEIOBAaHUH

0e30ITaCHOCTH;
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0) mocTperucTpalioOHHbIX HCCIIeIOBaHUI 3(HEeKTUBHOCTH
JIEKapCTBEHHOI0  Mpemapara, €Cld IOHMMaHue 3a00jieBaHUs  WIIU
KJIMHAYECKas METOJIOJIOTUS TOKAa3bIBAIOT, YTO MPEABbIAYIIHE OIEHKHU
3¢ PeKTUBHOCTH TPEOYIOT CYIIECTBEHHOTO TIEPECMOTpA.

119. Hepxarenn PETUCTPALTMOHHOTO YIAOCTOBEPEHUS BIIPAaBE
MPEJCTABUTh MUCbMEHHOE O0BICHEHUE Ha OyMa)KHOM HOCHUTENE WM B BUJIE
AJEKTPOHHOIO JOKYMEHTA, MOJAMUCAHHOTO 3JIEKTPOHHOW MOJAMUCHIO, B OTBET
Ha BBEJICHHE 00s53aTeIbCTBA, MPEIYCMOTPEHHOTO MyHKTOM 118 HacTosmmx
[IpaBui, B Teduenne 90 pabouux JTHEH CO JTHS MOJTYUYEHUs] COOTBETCTBYIOIIETO
YBEJIOMJICHHSI OT YTOJIHOMOUYEHHOTO OpraHa (PKCIEPTHOM OpraHu3alfu) O
BBEJICHUHU 00s53aTeIbCTBA.

120. Ha ocHOBaHMM NHCbMEHHOTO OOBSCHEHHUS, IPEACTaBICHHOTO
JepKaTeIieM PErUCTPALIMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO Mpemnapara
B COOTBETCTBMHU C NYHKTOM 119 nHacrosmmx I[IpaBui, ynoJgHOMOYEHHBIN
opraH (dKCHepTHas OpraHu3aius) JOKEH CHITh WU TOJITBEPIUTH
0043aTENBCTBO IO MPOBEICHUIO HCCIEIOBAHWN, YKa3aHHbIX B MyHKTe 118
Hacrosamux [IpaBun, B Teuenue 20 pabounx aHei. B ciaydae moaTBepx aeHuUs
YKa3aHHOTO 00s3aTeIbCTBA, IOHKHBI ObITh U3MEHEHBI YCIIOBHUS PETUCTPAIIMU
JIEKapCTBEHHOTr0 Tpemnapara (IMyTeM BKJIIOUYEHUS B HUX COOTBETCTBYIOIIMX

HOHO)KCHHﬁ), d TAKXKC CUCTCMBbI YIIPABJICHUS PUCKAMH.

VILII. Perucrpanus 1ekapCTBEHHOTO mpenapara
B UCKJIFOYUTENIBHBIX CIydasx
120!. B HCKITIOUHTETHHBIX ClydasXx I0CJI€ KOHCYJIbTAUU C 3asABUTEIIEM
perucrpainusi MOXeT OBITh OCYIIECTBIICHA Ha OINPENEICHHBIX YCIOBHUSX, B
YaCTHOCTH 3aTparuBalIIMX O€30MacHOCTh JIEKAPCTBEHHOI'O Ipernapara,
YBEIOMJIEHAE YIIOJJHOMOYEHHBIX OpPraHOB TOCYJApCTB-WICHOB O KaXIOM

HHIOUACHTC B CBA3HU C €I'0 IPUMCHCHUCM U O IIPHMHUMACMBIX MCpPax.
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Peructpaiusi MokeT OBITh OCYIIECTBIICHA B Clly4yae, €Clid 3asBUTEIb
CMOXET JI0Ka3aTh, YTO OH HE CIOCOOEH NPEAOCTaBUTh HCUEPIIBIBAIOIINE
naHHble 00 d(PPEeKTUBHOCTH U OE30MACHOCTHU JICKAPCTBEHHOIO Ipemnapara B
HOPMAJIbHBIX YCIIOBUAX €r0 MPUMEHEHHS B CUITY OOBEKTUBHBIX MTPOBEPSIEMBIX
NPUYUH, KOTOPBIE JIOJKHBI COOTBETCTBOBaThH OJHOMY U3 OCHOBAaHWH,
YCTaHOBJIECHHBIX B pazzeine 11 npunoxenus Ne 1 k HacTosmum [IpaBunam.

[Iponomxenue HaXO0XJICHUS JIEKapCTBEHHOTO npemnapara,
SBIIAIONIETOCS OOBEKTOM TMPOIEAYp, ONHMCAHHBIX B HACTOAIIEM IYHKTE,
Ha pbiHKEe CoOr03a JOJDKHO 3aBUCETh OT TNEPEOLEHKU TAKUX YCIOBH,
€KErogHO  NPOBOJMMOM  YIMOJHOMOYEHHBIM  OpraHoM  (dKCIEepTHOM
opraHu3zanuei) pepepeHTHOro TOoCyJapcTBa-ujieHa, C  IMOJTOTOBKOM
AKCHEPTHOTO OTYETA 00 OLIEHKE JIEKApCTBEHHOTO TMIpernapara.

[IpouieccyanbHble OCOOCHHOCTH TPUMEHEHUSI HACTOAIIETO0 IyHKTa

npuBeaeHbl B priioxkeHun Ne 25 k HactosmuM [IpaBunam.

VILIII. YcnoBHas perucrpanus JeKapCTBEHHOTO Mperapara

1202 B cimydae  00OCHOBaHMS  HEOOXOAMMOCTH  OOECIEYEHHS
HEYIOBIIETBOPEHHBIX MEIUIIMHCKUX TOTPEOHOCTEH Il JIEKapCTBEHHBIX
npermapaToB, MpEAHA3HAYCHHBIX JJIS  JICUYEHUS, NPOMUIAKTUKH WU
JTUATHOCTUKU CEPhE3HBIX (TSKENBIX) MHBATUAN3UPYIOMINX WIH YTPOKAFOIINX
KU3HU 3a00J7€BaHUM, pETUCTpallds MOXET OBITh OCYIIECTBICHA IO
NPEACTaBICHUS HAa MOMEHT TIOJaud 3asBJICHUS O  PETUCTpaIuu
MCYEPIBIBAONINX KIMHUYECKUX JaHHBIX, MPETYCMOTPEHHBIX pa3aeioM 5
npwioxenus Ne 1 k Hactostmum [IpaBumam, mpu yCiIOBHH, YTO TOJB3a OT
Oosiee paHHEH JTOCTYIMHOCTH pacCMaTPUBAEMOTO JIEKAPCTBEHHOTO TperapaTa
Ha PBIHKE MPEBBINIAET PUCK, CBSI3aHHBIM C OTCYTCTBHEM HCUEPITBIBAIOIINX

naHHbeIX. [Ipy 3KCTpeHHON HEOOXOAUMOCTH B MOJOOHBIX JIEKAPCTBEHHBIX
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npernaparax uX pEerucTpaiusi MOXKET ObITh MpoBeneHa 0€3 MpeaoCTaBICHUS
HCUEPIBIBAIOIIUX JOKIMHUYECKUX WM OMo(dapMalieBTUUECKUX JTaHHBIX.

120°. B mensx HACTOAMIEr0 MOApA3iea IO «HEYIOBIETBOPEHHBIMH
MEIUIIMHCKUMHU TMOTPEOHOCTAMMU» MMOHUMAETCS COCTOSIHUE, JJIi KOTOPOTO B
Coro3e HET 0JJ0OPEHHOTO YMOJIHOMOYEHHBIMU OpPraHaMH Pa3pelieHHOro U
NPU3HAHHOTO 3(P(EKTUBHOTO METOJIa JUATHOCTUKHU, MPOPUIAKTUKH WIH
Je4eHus JIu0O0 TMPHUMEHEHHE I[10JIaBa€MOr0 Ha YCJIOBHYIO PETUCTPaIlUI0
JIEKapCTBEHHOTO npemnapara Oyner o0JanaTh CYIIECTBEHHBIM
MPEUMYIIIECTBOM TEpPea yKe OJIOOPEHHBIM YIMOJHOMOUYCHHBIMH OpraHaMH
METOJIOM JUArHOCTUKH, TPOPUIAKTUKYA WIIN JICUYEHUS.

120*. YcnoBHas perucTpanmus MOXKET OCYIIECTBIATHCSA, TOJNBKO E€CIH
COOTHOIIIEHUE  «IOJib3a  —  PHUCK»  JIEKApCTBEHHOTO  Mpemnapara
MOJIOKUTEJIPHOE, a TaKXe €CJIM 3asBUTEIb BEPOSTHO CMOXET IIOCIe
MPOBEACHUS OpOUEAYypbl  YCJIOBHOM  pErucTpanuu MPEICTaBUTh
HCUYEPIBIBAIOIINE HEOCTAONINE JaHHbIE TI0 0e30macHOCTH, 3(DPEKTUBHOCTH
U Ka4eCTBY JIEKAPCTBEHHOI'O CPEJICTBA.

120°. YcenoBHas peructpanus J0KHA COMPOBOXKIATECS BBIIOJIHEHUEM
JepKaTeIeM PETUCTPAIIMOHHOTO YJIOCTOBEPEHHSI OCOOBIX YCIOBHH. OTH
0CcOObI€ YCIIOBUS M TPEJEIbHBIA CPOK HMX BBIMOJHEHHUS B KAa4eCTBE YCIOBHIA
perucTpali yCTAHABIMBAIOTCA YIOJHOMOYEHHBIM OPTraHOM TOCyJapCTBa-
YyJieHa U MOJIeXKAaT €KEroIHOM OLIEHKE 3TUM YIIOJHOMOYEHHBIM OPraHOM.

120°. B pamkax oOCOOBIX YCIOBHMH, YKa3aHHbIX B IyHKTe 1207,
JIepKaTeIsl PErUCTPAIMOHHOTO YJIOCTOBEPEHUSI, BBIIAHHOTO B COOTBETCTBUMU
C HACTOAIIMM pa3ZieJIoM, HEOOXOJAMMO 00s53aTh 3aBEPIIUTh MPOBOJIUMBIC
MCCJICIOBAHMS WA TPOBECTH HOBBIE UCCIIEIOBAHUS C 1I€JIbIO MOATBEPKICHUS
MOJIOKUTENHHOTO COOTHOIIEHUS «I0Ib3a — PUCK.

1207. OXJIII u UHCTPYKIUS IO MEAUIIMHCKOMY NMPUMEHEHUIO (JIUCTOK-

BKJIQJIBINT), JOJKHBI COAEpPKaTh MOHATHYIO (OPMYIUPOBKY O TOM, YTO
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perucTpanms JEKapCTBEHHOTO Ipernapara OCYIIECTBIEHA C YCIOBHUEM
BBITIOJHEHHS 0COOBIX YCIOBMH B COOTBETCTBHMHU C MYyHKTOM 120° HACTOAIIMX
[TpaBuir.

120°%. PerucTpanys, OCyLIECTBIEHHAS B COOTBETCTBMU C HACTOSIIUM
pasjienoM, JeMcTBUTENIbHA B TeueHUe 1 rojga u TpeOyeT MOJTBEPKICHUS
perucTpauuu (IMepeperucTpannn) ¢ NepeoleHKON COOTHOUIEHUS «I10JIb3a —
PHUCK» HA €KErOJHOM OCHOBE.

120°. Ecin ocoOble ycinoBMs, yKazaHHble B nyHKTe 120° HacTosmmx
[IpaBui1, BBINOJHEHBI, YIIOJHOMOYEHHBIN OpraH rocy/1apCTBa-4JIeHa BIIPABE
N0 3asBJICHHUIO JEPXKATEIsl PETUCTPALMOHHOTO YAOCTOBEPEHUS M TIOCIHE
NOJIyYEHUS MOJIOKUTEIBHOTO 3aKJIFOUEHHS IKCIIEPTHON OpraHu3aliy BbIJaTh
PErUCTPALIMOHHOE YJOCTOBEPEHHE, JICHCTBUTEIBHOE B TEUEHHE S5 JIET U
NOUIEXKAIllEE IEPEPETUCTPALMU B COOTBETCTBUU ¢ pazaesioM VIII HacTosmmx
[IpaBuir.

120", XapakrepucTka mpouenyp, KpPUTEPHEB M TpebGOBaHUM K
pErucTpallii B COOTBETCTBUM C HACTOAIIMM PAa3AeIOM INpPHUBEACHA B

npuitoxeHnuu Ne 26 k Hacrosammm [Ipasuiam.

VILIV. YckopenHas 3kcnepTrsa JeKapCTBEHHOT O Ipenapara

120'"". Yckopennas ~ dKchepTH3a — JIEKAPCTBEHHBIX  IPENaparoB
MIPUMEHSIETCA B OTHOILICHUU:

op(aHHBIX JIEKAPCTBEHHBIX MTPENAPATOB;

JIEKapCTBEHHBIX MPENapaToB, MPEeIHA3HAYCHHBIX HCKIIOUUTEIBHO IS
MPUMEHEHUS HECOBEPIICHHOJIETHUMH;

JIEKapCTBEHHBIX MPEMAPATOB, MPEACTABISIIONIUX OCOOYI0 3HAYMMOCTh
JUIsL 37I0pOBbsI HACEJICHHs, B YACTHOCTHU, MPU OTCYTCTBHH 3(P(HEKTUBHBIX
METOJIOB OKa3aHWs MEIUIIMHCKOW TOMOIIM B TOCyAapCTBax-4jeHax,

OILIPCACIIACMBIX 3KCHepTHBIM KOMHUTCTOM II0 JICKAPCTBCHHBLIM CpCACTBAM Ha
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OCHOBaHMM OOpalIeHUs] YMOJHOMOYEHHOIO OpraHa TroCy/lapCcTBa-4JieHa,
B KOTOpPOM TMoOJaHO oOpaiieHue 3asBuUTeNss 00 0Cco00M 3HAYMMOCTHU
JIEKapCTBEHHOTO TIpemnapara J0 Mo/1auu 3asBJICHUS Ha PETUCTPAIIHIO.

Cpok TpoBeJeHUs] PETUCTPAIlUd U DKCIEPTU3bl JICKAPCTBEHHOTO
npernapara B pedEepeHTHOM TOCYJapCTBE HE JIOJDKEH IMPEBBINIATH
100 pabGoumx pHEH C Jarkl IIOJla4Yd 3asBJICHUS Ha PETUCTPAIUIO
JEKapCTBEHHOrO  Mpemapara J0 JHS  BBIJJAYd  PETHUCTPAIMOHHOTO
YAOCTOBEPEHUSI.

[Iporienypa paccMoTpeHusi OOpallleHHsi O TPOBEICHUU YCKOPEHHOM
AKCHEPTHU3bI JICKAPCTBEHHOT'O Tperapara MpuBeAeH B NpuiiokeHuu Ne 27 k

HacrosmuM [IpaBunam.

VIL.V. O0uue monoxeHust

1202, YoaHOMOY€eHHBIH OpraH (3xcnepTHas OpraHHU3aIys)
pedepeHTHOro rocyaapcTBa JIEUCTBYET B COOTBETCTBUHM C TOJIOKEHUSIMHU
paznena X Hacrosmux IIpaBun B ciaydae HEBBINOJHEHUS JiepKaTeleM
PETUCTPALIMOHHOTO  yJAOCTOBEPEHHUS JIOTOJHUTENIbHBIX TPEOOBAHUN WIU
00s13aTeNIbCTB, YCTAHOBJEHHBIX YIOJHOMOYEHHBIM OPraHOM (PKCIEPTHOU
opraHu3zaiueil) pedepeHTHOrO rocyJapcraa B OTHOIIEHUU
paccMaTpuUBaeMoOro JIEKapCTBEHHOIO IMpernapata MpU €ro perucTpaiuvv M
OCYIIECTBJIEHUU TPOLIENYDP, CBSI3aHHBIX C PETHCTpPALUEi, B COOTBETCTBUU C
MOJIOKEHUSMH HACTOSILETO pa3/iesia.».

53.IlysHkT 125 U3710KUTh B CACAYIOMIEH PEIAKIINU:

«125. Ilponienypa HOATBEPKACHUS PETUCTpAlNK (TIEpEepPErucTpaIun)
HEe J0pkHa mpeBbimaTh 80 pabouux JHEW ¢ AaThl MOAAUM 3asBICHUS Ha
NOATBEPXKJICHUE  perucrpauuu (mepepeructpaiuio) B  pedepeHTHOM
rocynapctee u 50 pabouumx OHEH B KaXJAOM W3 TOCYAapCTB MPHU3HAHUS,

YYaCTBYIOIINX B MPOLIEAYPE.».
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54.B nynkre 126 cnoBa «210 kaneHIapHbIX AHEW» 3aMEHUTH CIOBAMU
«140 pabouux gHEI».

55.B niynkre 127:

a) MOJIYHKT «a» U3JI0KUTh B CIEIYIOUIEH pelaKIUu:

«a) 3asBJICHUE HA PETUCTPAIUIO (MEPEPETUCTPAIUIO) JIEKAPCTBEHHOTO
npenapara Ha OyMa>XHOM HOCHUTENE WM B BUJIE AJIEKTPOHHOIO JOKYMEHTA,
MOANMUCAHHOTO BJIEKTPOHHOM MOANUChIO, MO ¢GopMe B COOTBETCTBUHU
npuioxenueM Ne 2 k Hactosium [IpaBunamy;

0) MOANMYHKT «O0» JIOMOJHUTH CIIOBAMH «, HA OYyMa>XHOM HOCHUTEJIE WU
B BUJIE DJIEKTPOHHOTO JOKYMEHTAaY;

B) JIOMOJIHUTH MOJITYHKTOM «I» CJIEAYIOIIErO COJCPHKAHUS:

«T) B COOTBETCTBUU C TPEOOBAHUSIMU 3aKOHOJATENBCTBA TOCYJapCTBA-
YJieHa TMPEICTABIECHUE NOKYMEHTOB, YKa3aHHBIX B MOAINYHKTaX «a» — «B»
HACTOAILETO IYHKTa, MOJET OCYIIECTBISATHCS C  HUCIOJIb30BaHUEM
AJIIEKTPOHHOIO JIOKYMEHTO00OpoTa ©0€3 JOMOJHUTEIHLHOTO MpEeICTaBICHUS
COOTBETCTBYIOIIUX JIOKYMEHTOB M CBEJACHUU Ha OyMaXHOM HOCHTEIE,
MOANUCAHHBIX U (WJIM) 3aBEPEHHBIX SJIEKTPOHHOW MOAMUCHIO 3asBUTEIS,
B Clly4asix, IPeAyCMOTPEHHBIX HacTosmuMu [IpaBunamu.».

56. B nmynkte 129:

a) MOJITYHKT «a» U3JI0KUTh B CIEIYIOUIEH pelaKIuu:

«a) 3asBJICHUE HAa OyMa)XHOM HOCHUTEJE WJIM B BHUJE DJIEKTPOHHOTO
JOKYMEHTA, IOJMNMCAHHOTO 3JICKTPOHHOW MOJMMUCHI0, MO YCTAHOBJIEHHOU
¢dbopme B cooTBeTCTBUU ¢ TipriioxkeHueM Ne 2 k HacTosiuMm [IpaBumnam;y;

0) MOANMYHKT «O0» JIOMOJHUTH CIIOBAMH «, HA OyMa>XHOM HOCHUTEJIE WU
B BUJIE DJIEKTPOHHOTO IOKYMEHTA;»;

B) MOJIIYHKT «B» JOMOJHUTh CJIOBAaMU «B BHUJIE€ DJIEKTPOHHBIX
JIOKYMEHTOBY;

1") AOITIOJIHUTD ITOAIIYHKTOM «I» CIICAYIOMICTO COACPKAHUA!
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«J1) B COOTBETCTBUU C TPEOOBAHUSIMU 3aKOHOJATENIHCTBA TOCYAapCTBA-
YyjieHa TPEACTaBICHHE JTOKYMEHTOB, YKa3aHHBIX B MOJIMYHKTAX «a» — «I»
HACTOSIIIETO  MYHKTa, MOXET OCYIIECTBISTHCA C  HMCIOJIb30BAaHUEM
AJIEKTPOHHOTO JOKYMEHTO00O0poTa ©0€3 JOMOJHUTEIHLHOTO MpEeICTaBICHUS
COOTBETCTBYIOIIUX JIOKYMEHTOB M CBEJACHUW Ha OyMaXHOM HOCHTEIE,
NOANUCAHHBIX U (WJIM) 3aBEPEHHBIX SJIEKTPOHHOW NOAMMUCHIO 3asBUTEIS,
B ClTy4asix, IpeayCMOTPEeHHBIX HacTosmuMu [IpaBunamu.».

57.B nynkte 130:

a) cioBa «14 pabouux gHEH» 3aMeHUTH ciioBaMu «10 pabouux aHENH»;

0) coBa «90 KaleHAapHBIX JHEW» 3aMEeHUTH ciaoBaMHu «90 paboumx
JTHEM;

B) JIOMOJIHUTH a03aljaMu CIIEIYIONIETO COAEPKaHUS:

«3ampoc  ymoJIHOMOYEHHOTO oOpraHa (3KCHEpPTHOW OpraHU3aIlMM)
3asBUTENI0 JOJKEH OBIThb IepeJaH B JJIEKTpOHHOW  ¢dopme 1o
TEJIEKOMMYHUKAIMOHHBIM KaHallaM CBSI3M W CUYUTAETCA TMOJYYEHHBIM IO
UCTEUEHHHU | JTHSI C 1aThl €T0 HAINIPABIICHUSI.

OneHka oTBeTa 3asBUTENS OCYIIECTBIISIETCS B CPOK, HE MPEBBIIIAOITUN
5 pabouux aHEH ¢ JaThl MOJYyUYEHUs OTBETA 3aSBUTEIIS. ).

58. IlyHkTt 132 U3710KUTh B CAEAYIONIEH PEIAKIIVU:

«132.C parel Hayajga MNPEAMETHOM OHKCIEPTHU3bl WM TOIYyYCHUS
COOTBETCTBYIOIIErO 3aJlaHUSI HA TPOBEJCHHUE HKCHEPTU3bl B TEUCHHE
30 pabouux IHEN yMOTHOMOYEHHBIM OpPraHOM (SKCIIEPTHOM OpraHU3aIUei)
pedepeHTHOro rocyiapcTBa COCTaBIISIETCS MPEABAPUTENbHBIM IKCIIEPTHBIM
otTyeT ¢  (QOpMYJIMPOBKOM  3amedyaHuii 1o  (opMe  COrJIacHO
npwioxkenuto Ne 11 k HacrosmuMm IlpaBuinam wiaM TpoOEKT 3ampoca
3asIBUTEJII0 U HAIPABJISIETCA C KUCMHOJIb30BAHUEM CPEACTB MHTEIPUPOBAHHOMN
CUCTEMbl  YIOJHOMOYEHHBIM OpraHaM (SKCHEpPTHBIM  OpraHU3aIUsM)

rocyaapCTtB IIpU3HAHUA.
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Dkcrnieptu3a B peepeHTHOM TOCyIapCTBE MPUOCTAHABINBAETCS JI0 JHS
MOJYYEHHS] OT BCEX TOCYAapCTB NMPU3HAHUS, YYACTBYIOIIMX B MPOLEIYPE,
JTOTIOJTHUTEIBHBIX ~ 3aMe4YaHuW Wiu  HWHGOPMAIIMM O  COTJACHUM  C
MIPEBAPUTEIIBHBIM OTUYETOM HJIH 3aIPOCOM pedepPEHTHOTO TOCYIapCTBA. ).

59.B nmynkre 133 cnoBa «20 KaneHIApHBIX JHEW C JAThl HAITPABICHUS
3aMEHUTH ciioBaMu «20 pabo4yux JAHEHN C AAThl MOJIYYEHUSD.

60. [Iynkrt 134 U3710KUTh B CICAYIONIEH PEIAKIINN:

«134.B xome  paccCMOTpeHHsT  YIOJHOMOYEHHBIMM  OpraHamu
(3KCIIEPTHBIMU OPTaHU3AIUSIMH) TOCYIApCTB MPU3HAHUS MPEABAPUTEIBLHOTO
AKCIIEPTHOTO  OTYETa MO  OIEHKE, [MOJTrOTOBIEHHOIO  3KCHEPTHOMU
Opra”u3anuen pedepeHTHOTO rocyaapcTna, paccMOTpEHUS
YIOJIHOMOUYEHHBIMU opraHamu (3KCTIEPTHBIMU OpTraHu3aIUsIMH )
pedepeHTHOTO  TOCyJapcTBa  3alpoOCOB  YIMOJHOMOYEHHBIX  OpPraHOB
(3KCMEPTHBIX OpraHU3alluii) TOCYJapCTB MPHU3HAHUS W PACCMOTPEHUS
YIOJTHOMOYEHHBIMU OpraHamMu (IKCHEPTHBIMU OPTaHU3alUsIMU) TOCYIapCTB
MPU3HAHUSA  3aKIIOYUTEIBHOIO  JKCIEPTHOrO  OTYETa IO  OLEHKE,
MOATOTOBIICHHOTO 3KCIEPTHON opraHuzanuend pedepeHTHOTro Trocy/1apCTBa,
MEXIy YIOJTHOMOYEHHBIMU OpraHamM (dKCHEPTHBIMH OpraHU3aI{sIMH)
roCy/1apCTB-4JICHOB, YYacCTBYIOIIMMU B MPOLEAYpE, C HCHOJIb30BAHUEM
CPEACTB MHTETPUPOBAHHON CHUCTEMBI B CPOK, YKa3aHHbIM B MyHKTEe 134
Hactoamux I[IpaBui, MOryT OCYIIECTBISATHCS KOHCYJbTaluu mo ¢opme B
coOTBETCTBUU C mpuioxeHuem Ne 18 k Hacrosgmum IlpaBunam B nensix
COTJIACOBAHMS 3aKIFOYUTEIBHOTO AKCIEPTHOTO OTYETAa MO OIEHKE, KOTOPHIU
OyJleT MOATrOTOBJIEH AKCIIEPTHOM OpraHuzaiueid pegepeHTHOro rocyapcTBa
10 pe3yJibTaTaM MPOUEIYPHI.».

61. B mynkre 135:

a) ab3all MepBBII U3JIOKUTH B CICAYIONIEH peAaKIINu:
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«135. YoJtHOMOYEHHBIH Opra” (aKcriepTHas OpraHu3aIusl)
pedepeHTHOrOo TocyapcTBa MpU MPOBEACHUU MPOLEAYPHI MOITBEPKIACHUS
perucrpanuu (rmepeperucTpainu) U SKCIEePTU3bI JEKAPCTBEHHOTO Mpenapara
He mo3aHee 10 paboumx JHEH C JaThl TMOJYyYEHHUS JOMOJTHUTEIBHBIX
3aMEYaHUM OT YHOJHOMOYEHHBIX OpPraHOB (SKCIEPTHBIX OpPTraHU3aINi)
roCyJIapCTB MPU3HAHUS WK UH(POpPMAIMU O COTJIACHU C MPEIBAPUTEIHHBIM
HKCHEPTHBIM OTYETOM, MOJIFOTOBIECHHBIM pPEePEPEHTHBIM TOCYJAPCTBOM
BIIPABE HAIMPABUTH 3aABUTEII0 B MUCHMEHHOM U (WJIM) DJIEKTPOHHOM BHJIC
CBOJHBIA 3alMpoc O TMPEJACTABICHUU HEIOCTAIOIICH JOMOJHUTEIIBHOM
uHpopmaIuy, HEOOXOIUMBIX Pa3bsICHEHUM WM YTOYHEHUM, KacarolIuXcCs
MPEJCTABIICHHBIX JOKYMEHTOB W JIAHHBIX PETHCTPAIMOHHOIO J10Che (B TOM
YyucJe TMPEIJIOKEHUST O BHECEHUM H3MEHEHWH B OOIIYI0 XapaKTEPUCTUKY
JIEKapCTBEHHOT'0 TIpernapara, HHCTPYKIIMIO TI0 METUIIMHCKOMY MPUMEHEHHUIO,
MaKeThl YMaKOBOK JIEKAPCTBEHHOT'O Ipernapara, HOPMAaTUBHBINH JOKYMEHT 10
Ka4yeCTBY WJIM UHBIE JOKYMEHTBI PETUCTPAIIMOHHOTO JI0ChE).»;

0) B ab3arie BTopoM ciioBa «90 kalleHIapHBIX JTHEI» 3aMEHUTH CIIOBAMHU
«90 pabouux THEI»;

B) ab3all TPETHH U3JIOKUTH B CICAYIOIIEH peaaKIIuu:

«IKcnepTHass opraHu3anus pedepeHTHOro TocyJapcTBa B paMKax
AKCHEPTHU3bl JICKAPCTBEHHOTO IIpernapaTa MPOBOJUT PACCMOTPEHHUE OTBETa
3asIBUTEJISI U TOATOTOBKY 3aKJIIOUUTEIBHOTO SKCIIEPTHOIO OTYETa 10 (hopMme B
COOTBETCTBUM ¢ mpwioxkeHuemM Ne 16 k nHacrosmmMm [IpaBmiiam B Cpok
He Oostee 20 pabounx JHEH.»

62. [Iynkt 136 U3710KUTh B CIAEAYIONIEN PEIAKIIVU:

«136.1lo pe3ynpTaTaM »SKCHEPTU3bI JIGKAPCTBEHHOTO IIperapara
YIOJTHOMOYEHHBIM OpPraHoM (SKCIIEPTHOM oOpraHuzaiuei) pedepeHTHOro
roCyJIapCTBa COCTaBIISIETCS M YTBEpXKAaeTcss Mo (opMe B COOTBETCTBUU C

npwioxenueM Ne 16 k wHacrosumm  [lpaBunam  3aKiIIOUUTENbHBIN
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AKCIIEPTHBIM OTYET MO OIEHKE, KOTOPBIM HAIpaBISETCS C HCHOJIb30BAHUEM
UHTETPUPOBAHHOM CHUCTEMbI YIOJHOMOYEHHBIM OpraHaMm (3KCIEPTHBIM
OpraHMU3alusIM) BCEX TOCYJapCTB IMPHU3HAHUS, YYACTBYIOIIMX B MPOIETypPE
MOATBEPXKICHUSI ~ perucTpanuu  (MepeperucTpairi)  JEKapCTBEHHOTO
npemnapara. IKCIEPTHBIA OTUET IO OIEHKE COCTaBJISETCS B COOTBETCTBUM C
npuinoxeHusiMu Ne 13 — 15 u 23 k HacTosiium [IpaBuiiam.».

63.B mynkre 137 cnoBa «20 kaJeHAAPHBIX THEN» 3aMEHUTH CIOBAMU
«20 pabouux THEN».

64. B nynkre 139:

a) MOAMYHKT «a» TIOCJIE€ CJIOB «OpraH (dKCIEepTHas OpraHu3aius)
pedepeHTHOrO TrocynapcTBa» JONOJHUTH CJIOBAaMU «B CpPOK He Oosee
10 paGouux JIHEH C AAThI MOTYYEHUSI SKCIIEPTHOIO OTUYETA 10 OI[EHKEY;

0) MOJAMYHKT «0» TIOCle CJIOB «OpPraHbl TOCYJapCTB TPU3HAHUS
JOTIOJTHUTH CJIOBaMU «B CpOK He Oosiee 10 paGoumx JgHEH ¢ AaThl TOTYUYCHHS
AKCIIEPTHOTO OTYETA IO OLICHKE;

B) B MOJIMYHKTE «B)» TOCJE CJIIOB «PETUCTpalNU (TIEPEPETUCTPAIUN ),
JOTIOJIHUTB CJIIOBAMM «B CpOK He Oosee 10 pabouux JHEW C JaThl MOITYYEHUs
AKCIIEPTHOTO OTYETA MO OLICHKE.

65. B nynkte 143 cinoBa «180 kaneHIapHBIX JHEW» 3aMEHUTH CIOBaMU
«120 pabouux gHENH».

66. B mynkre 147:

a) ab3all TEpBBIM MOCIE€ CJIOB «PETUCTPALMU  JICKAPCTBEHHOIO
npernapara JOTOJHUTh CJIOBaMU «B pe(epEeHTHOM IrOCyaapCTBEY;

0) IOTIOTHUTD a03aleM CIICTIYIONIETO COAEP KaHHUS:

«JlomyckaeTrcs BHECEHHME W3MEHEHHH B PETUCTPAIMOHHOE JOChE
JIEKApCTBEHHOr0  Mpernapara, 3aperuCTPUPOBAHHOTO MO  MPOLEIYpE

B3aMMHOT'0 MPU3HAHUA B pePEepeHTHOM TOCyJIapCTBE, /10 Hayajia Mpoleayphl
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NpU3HAHUSA B 3asBJIICHHBIX TOCYJIapCTBaxX IMPU3HAHHUS B COOTBETCTBUU C
myHKTOM 66! HacTosmumx [IpaBuiL.».

67. IIpennoxxeHue BTOpoe ab3ama BTOporo myHkTra 148 mocie cioB
«AM  MHBIX HUCCJIEJOBaHUI» JOMOJHUTHL CJoBaMU «(B TOM YHCIE
COJICpIKAIllUE J10KA3aTeNbCTBA, MOJYYEHHBIE HA OCHOBE JIaHHBIX PEATbHOU
KJIIMHUYECKOW MPAKTUKH ).

68. B mynkre 150 cnoBa «30 xaJieHAApHBIX THEN» 3aMEHUTH CIOBAMU
«20 pabouux gHEN».

69. B nynkre 152:

a) B ab3a1e mepBOM MPEAJIOKEHUE TPETHE UCKITIOUUTD;

0) IOTIOTHUTH a03allaMU CJIEAYIOIIErO COJIEPKAHUS:

«DKCHEPTHBINA OTYET IO OLEHKE U3MEHEHUM B PETUCTPAIIMOHHOE JTOChE
JIEKAPCTBEHHOIO0 TMpenapara COCTAaBIAETCS HKCHEPTHOM OpraHU3aluei
pedepeHTHOrO TOCyAapcTBa IO pe3yJbTaraM JaHHOM SKCHEPTU3bl B
cooTBeTCTBUU C mnpwioxkeHneM Ne 21 k nHactosimuMm [IpaBunam B ciydae
BHECEHUsS U3MEHEeHMN Tuna [, 3a HCKIIOUYEHHEM aJMUHUCTPATUBHBIX
V3MEHEHUM.

JIns  OpUHATUSA ~ pelIeHusT O  BO3MOXKHOCTM  BHECEHHS B
PETUCTPAlMOHHOE JI0ChE€ AJAMUHHUCTPATUBHOTO W3MEHEHHS 3asBUTEJIEM
BMECTE€ C 3asBJICHMEM O BHECEHHUM JAHHOTO HW3MEHEHHS JIOJKHO OBITh
NpEJCTABICHO Ha OyMaXHOM HOCHUTENIE WM B DIJIEKTPOHHOM BHJE
MOATBEPKJCHUE YIOJIHOMOYEHHOTO OpraHa (PKCIEpPTHOW OpraHu3ailim)
pedepeHTHOrO TOCyAapcTBa O TOM, UTO COOTBETCTBYIOIIAsl BepCHUS
(mocneaoBaTeNbHOCTh) PETUCTPALIMOHHOTO J1I0ChE BaJHA U MPHUOOIIEHA K
ANEKTPOHHOMY PETUCTPAMOHHOMY JIOCHE.

I[To pe3ynpraTam »sKcnepTu3bl HW3MEHEeHUW Tuna Il skcnepTHOU

opraHm3aieii  peepeHTHOro TrocyAapcTBa B ciiydae  OJOOpCHHS
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3asIBJICHHOTO M3MEHEHUS JIOJKEH OBITh aKTyaJIU3UpPOBAH AKCHEPTHBINA OTYET
10 OLICHKE B COOTBETCTBUU ¢ npuioxeHuem Ne 16 k HacTosamum I IpaBuiam.

I[To pe3ympraTam »skcnepTu3bl u3MeHeHUMW Tuna Il skcnepTHOU
opraHuzanueil pedepeHTHOro rocygapcTBa B Cilyyae HEOJ0OpEeHUs
3asBJICHHOTO W3MEHEHMsI B YMNOJHOMOYCHHBIM OpraH HampaBlseTcs
uH(popmaIusa ¢ MOTUBUPOBAHHOU MO3UIIMEN IKCTIEPTOB. .

70. IlyHKT 155 nonosHUTE ab3a1eM CIEAYIOIEr0 CONCPKAHUS:

«B cootBeTcTBUM € TpeOOBAaHUSIMH 3aKOHOJATEIHCTBA T'OCY/IapCTBA-
YJieHa TMPEJICTABIECHNE JOKYMEHTOB, YKA3aHHBIX B HACTOSIIEM ITyHKTE,
MOXET OCYILECTBIATHCA c UCIIOJIb30BaHUEM ANEKTPOHHOIO
JTIOKYMEHTO000poTa oe3 JIOTIOJTHUTETBHOTO pECTABICHUS
COOTBETCTBYIOIIUX JIOKYMEHTOB M CBEJACHUW Ha OyMaXHOM HOCHTEIE,
NOAMUCAHHBIX W (MJIM) 3aBEPEHHBIX DJIEKTPOHHOW MOAMHUCHIO 3asBUTEN,
B Clly4asix, IpeAyCMOTPEHHBIX HacTosmuMu [IpaBunamu.».

71.B nyHkre 156:

B a03aiie BTOpoM ciioBa «90 KaJlleHAapHBIX JHEW» 3aMEHUTH CIOBAMHU
«90 pabouux THEI»;

B TpPEIJIOKEHUU TEpPBOM ad3alla TPEThEro CJI0OBAa «IEKAPCTBEHHOIO
Ipernapara» 3aMEHUTh CIIOBAMU «B PETMCTPALMOHHOE JOChE JIEKAPCTBEHHOTO
npenapara.

72.Ilyskt 158 U3710KUTH B CIEAYIONIEH PEIAKIINN:

«158. B cnydyae mnoaTrBepkAEHUS peructpanuu (mepeperucTparum)
JIEKApCTBEHHOI'0 MpernapaTa WIM BHECEHUS U3MEHEHHUI B PETHCTPALMOHHOE
JIOChE pa3pelraeTcss MPOU3BOJCTBO JIEKAPCTBEHHOTO IpPEINapara B TEUECHUE
180 kamenmapHbIX JHEW C JaThl MOATBEPXKACHUS  PETUCTPALUU
(mepeperucTpaliuu) Wik BHECEHUS U3MEHEHHI B PErMCTPAllMOHHOE JOChE B
COOTBETCTBMM €  HUH(oOpMaluen, cojepxamieicas B JOKyMEHTax

PETUCTPALINOHHOTO JOCBC JICKApCTBCHHOT'O Impenapara, a0 AdaThblI
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MOATBEPKIACHUS  peructpanuu  (MepeperucTpaluv) Wi  BHECEHMS
U3MEHEHUH, 32 UCKIIOUCHUEM:

HEOTJIOKHBIX OTPAaHUYCHUHN 110 OE30MaCHOCTH, BBOJUMBIX JepKaTeaeM
PETUCTPAIIMOHHOTO  yJAOCTOBEPEHUS WU YIOJIHOMOYEHHBIM  OpPraHoM,
coryiacHO NyHKTY 4.1.4 npunoxenud Ne 19 k nacrosimum [IpaBunam;

MIPUHSTUSL PEUICHUS YIIOJHOMOYEHHBIM OPraHOM T'OCYJIapCTBa-4JIeHa O
HEBO3MOXXHOCTH JaJbHEHIIIEro MpOU3BOJCTBA JEKAPCTBEHHOIO Mpernapara B
COOTBETCTBUH C PaHEE YTBEPKJICHHBIMHU (COTJIACOBAHHBIMH) JTOKYMEHTAMH U
uH(popmarmen perucTpalioHHOTO J10ChE.

JlomyckaeTrcsi BBO3, OJHOBPEMEHHAs pean3alus W MEAUIHUHCKOE
MIPUMEHEHHE JICKApCTBEHHOTO IIpernapaTa 10 OKOHYaHHUs €ro CpoKa roJHOCTH
(cpoka  XpaHEHHUs), COOTBETCTBYIOIIEIO0  JIOKyMEHTaM U  JIaHHBIM
PETUCTPAIMOHHOTO JI0CHE /10 U TTOCJIE BHECEHUS B HETO U3MEHEHUM, €CIIA 3TO
HE TMPOTUBOPEUUT TpeOOBAHWUAM TIpaBWJI  HAIeKAIIEH  MPaKTUKH
dbapmakonanazopa Coroza, yreepxkaaeMbiM Komuccueit.».

73.B myHkte 162 cioBa «OTIIyCK KOTOPOTO 3alpelieH» 3aMEHUTHb
CIIOBAMH «peaau3aliis KOTOPOro 3amperieHa.

74.1lynkt 164 niocne cioB «CpoKa MX TOJTHOCTU» JIOTIOJIHUTH CIIOBaMU
«(cpoka XpaHEHUS )».

75.B nyHkrax 165 u 186 mocne cioB «Cpoka TOJAHOCTHY» JAOTOJIHHUTH
CJIOBaMU «(CpPOKa XpaHEHUSI )».

76. HaumenoBanue pazaena X1 U3m0xKuTh B peIakInu:

«XIII. IIpouenypa IIPUBEICHUS PETUCTPALMOHHOTO JIOChE
JIEKapCTBEHHOTO  Mpemnapara, 3aperuCTPUPOBAHHOIO MO  MpaBUIIAM
rocyJlapCcTBa-ujieHa, B COOTBETCTBHE C TpeboBaHusIMu Coro3ay.

77.B nynkre 170 crmoBa «a0 BeTymiieHus B cruty CorjamieHus Wid mno
HallMOHAJIbHBIM TpeOoBaHusIM 10 31 nexadps 2020 r.» UCKIIIOYUTD.

78.B nynkre 171:
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a) ab3al; BTOpPOM IOCJIE€ CJIOB «3asBUTEINb MPEACTABISAET» JOMOJIHUTH
CJIOBaMU «B  YIIOJHOMOYEHHBIH oOpraH (3KCHEPTHYIO OpraHu3alluio)
pedepeHTHOTO rocy1apcTBa

0) TOTIOTHUTD a03aleM CIICTIYIONIETO COAeP KaHMUS:

«B cooTBeTCTBUM C TpeOOBaHMSIMU 3aKOHOJATENIHCTBA TOCYJapCTBa-
YyjieHa MPEeJICTaBICHUE JOKYMEHTOB, YKa3aHHbBIX B a03aliax nmepBoM U BTOPOM
HACTOAIETO IMYHKTA, MOXET OCYIIECTBISATHCS C  HUCIOJIb30BaHUEM
ANIEKTPOHHOTO JOKYMEHTO00OpOoTa 0€3 JOMOJHUTEIBHOTO MNpPEICTaBICHUS
COOTBETCTBYIOIIIUX JIOKYMEHTOB M CBEJACHUM Ha OyMaXHOM HOCHTEIE,
MOANMCAHHBIX U (WJIH) 3aBEPEHHBIX SJIEKTPOHHOM MOAMHUCHIO 3asSBUTEIS,
B ClTy4asix, IpeayCMOTpEeHHBIX HacTosmuMu [IpaBunamu.».

79. IlyHkT 172 1onOJHUTE a03a1leM CIEAYIOIETO CONCPKAHUS:

«Ilo oxOHUYaHHMM TPOIETYPhl TPUBEICHUS PETUCTPAIIMOHHOTO JIOChE B
coorBeTcTBHE C TpeboBanusiMu Coro3a B pedepeHTHOM TOCYIapCTBE
JOMyCKAaeTCsl BHECEHHWE 3asgBUTENIEM M3MEHEHWM 10 Tporeaype B
cooTBeTCTBUU C mpuioxeHusMu Ne 19 m 20 k nHacrosiuum IlpaBuiiam no
WHUIIMUPOBAHUSI TPOLEAYpPhl B3aUMHOIO TMPU3HAHUS B TOCYJApCTBE
(rocymapcTBax) HpU3HAHUS (10 TOAAYM COOTBETCTBYIOIIETO 3asBICHUS B
YIOJTHOMOYEHHBIM ~ OopraH  (9KCIEPTHYIO  OpraHU3alui0) TOCYJIapCTB
MPU3HAHUSA).».

80.B nmynkre 173 cnoBa «100 kaneHgapHbIX AHEW» 3aMEHUTH CIOBAMU
«70 pabouux JHEW».

81.B nynkre 174:

a) B TIPEJJIOKEHUH TIEPBOM CJIOBA «J10 BCTyIUIeHUs B cuiry CornamieHus
uu 10 31 nexadbps 2020 r.» UCKITIOYUTB;

0) TIOMOTHUTH a03allaMU CIIETYIOIIETO COJAEPKAHUS:

«/JlomyckaeTcs BHECEHHE HW3MEHEHHMH B PErUCTPAIMOHHOE JOChE

3apEeruCTPUPOBAHHOIO  JIEKAPCTBEHHOTO  Mpemapata B pedepeHTHOM
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rOCyJapCTBE B COOTBETCTBHM ¢ mpuioxkeHusMu Ne 19 m 20 k Hacrosuum
[IpaBuwiiaM [0 WHULMUPOBAHUS MPOLEAYPhl B3aUMHOIO NPU3HAHUSA B
rocyzapcTse (rocyaapcTBax) Ipu3HaHUS.

JlonmyckaeTcsi 0 JHOBpEMEHHOE UHUITMUPOBAHUE MPOIETYPhl B3AUMHOTO
MPU3HAHUS B HECKOJIBKUX TOCY/IapCTBaX NPU3HAHUSL. Y.

82. A03aupl nepBblid — MATBHIA NMyHKTa 175 W37M0XHUTH B Cleayroniei
pelaKIuu:

«175. Jlnsg mipuBeACHUS PETHCTPAIMOHHOTO JOChE JIEKAPCTBEHHOTO
mpernapata B COOTBETCTBHE C TpeboBaHusMu (Coro3a M TPOJOTIKEHUS
oOpallleHHsl JICKApCTBEHHOI'O IIperapara Ha TEPPUTOPHUAX TOCYIapCTB-
YJI€HOB, B KOTOPhIX OH 3apETUCTPUPOBAH, 3asBUTENIb MOJAET B
YIOJHOMOYEHHBIN OpraH (3KCHEPTHYIO OpraHu3anui) pedepeHTHOro
roCcyJIapcTBa, B KOTOPOM 3apeTHCTPUPOBAH JICKAPCTBEHHBIN IIpenapar:

3asgBJICHME Ha OyMaXHOM HOCHUTEJIE WM B BHJE DJIEKTPOHHOIO
JOKYMEHTa, TOIIMCAHHOTO JJEKTPOHHOM MOAMUCHIO, IO YCTAHOBJICHHOM
dbopMe B cOOTBETCTBUH C npriioxkeHreM Ne 2 k Hactosamum [IpaBunam;

JOKYMEHTBI, TOATBEpPXKIAIOIIKEe oIjiary cbopa (MONIUIMHBI) 32
MIpUBEJICHUE B COOTBETCTBUE ¢ TpeboBaHusAMH Coro3a B cllydae W IMOPSIKE,
YCTAHOBJICHHBIX B COOTBETCTBMM C 3aKOHOJATEILCTBOM TOCYJIapCTB
MIpU3HAHUS, Ha OyMa)XHOM HOCHUTEJIE MUJIU B BUJE DJICKTPOHHOTO IOKYMEHTA,;

MOIyJu 1 — 3 perucTpanoOHHOrO JI0ChE JIEKAPCTBEHHOIO Mpenapara Ha
AJIEKTPOHHOM HOCHUTeNe W (Wiau) B BHUJE DJIEKTPOHHBIX JOKYMEHTOB B
COOTBETCTBHUU C TIpuiaoxkeHussMH Ne 1 — 5 k Hactosmum [IpaBuam.

B cooTtBercTBHMHM C TpeOOBaHMSAMHU 3aKOHOAATEIBCTBA TOCYJApCTBa-
yjieHa TIPEJOCTaBJICHHE JOKYMEHTOB, YyKa3aHHBIX B a03amax BTOPOM —
YETBEPTOM HACTOSIIETO MYHKTA, MOXET OCYIIECTBISTHCS C UCIOIb30BAHUEM

SJICKTPOHHOI'O I[OKYMCHTOO60pOTa 0e3 AOIIOJIHUTCIIBHOI'O IIPCACTABICHUA
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COOTBETCTBYIOIIUX JIOKYMEHTOB M CBEJACHUW Ha OyMaXHOM HOCHTEIE,
MOJNUCAHHBIX U (WUJIM) 3aBEPEHHBIX 3JIEKTPOHHOMN MOANMUCHIO 3asIBUTEIISL.

Bce wumeromuecs — JaHHble  JOKJIMHUYECKUX W KIMHUYECKHUX
UCCJIEIOBaHUM, BBIMIOJIHEHHBIX [0 BCTyIUieHuss B cuiy CornamieHus B
COOTBETCTBUU C NyHKTOM 36 Hacrosmux I[lpaBun mnpencraBisitoTcs B
MOJYJISIX 4 — 5 pErucTpalMOHHOTO JJOChE JIEKAPCTBEHHOTO MpernapaTa B BUJE
COOTBETCTBYIOIIIUX OTYETOB 0O€3 00s3aTelbHOTO WX MPUBEJICHHUS B
cooTBeTcTBUE C TpeboBaHusamu Coro3a K O(QOPMIIEHHUIO OTYETOB O
JNOKJIMHUYECKUX  (HEKJIMHUYECKHUX) MCCIENOBAHMIX U  KIMHUYECKHUX
UCCIIeI0BaHUX (MCTIBITAHUSIX ) JIEKAPCTBEHHOTO Mperapara..

83. B mynkre 176:

a) B a03a1ie IepBOM:

CJIOBa «14 pabouunx JTHEN 3aMEHUTh CJIOBAMH
«10 paboumx mgHei», cioBa «90 KaneHIapHBIX JHEI» 3aMEHUTH CIOBaMU
«90 pabouux gHEH»;

0) IOTIOTHUTH a03allaMU CJIEAYIOIIErO COJIEPHKAHUS:

«3anpoc  ymoJHOMOYEHHOTO OpraHa (3KCHEPTHOM OpraHU3allUN)
3asBUTEII0 JOJOKEH ObITh IMepeJaH B JJIEKTpOHHOW ¢dopme 1o
TEJIEKOMMYHUKAIIMOHHBIM KaHallaM CBSI3M W CYUTAETCA TOJYYEHHBIM IO
ucTe4eHuu | KajieHAapHOro JIHA C JaThl €T0 HAPABJICHUS.

OneHka oTBeTa 3asBUTENS OCYIIECTBIISIETCS B CPOK, HE MPEBBIIIAOITUN
5 paboumx JHEH ¢ JaThl MOJYYEHHS OTBETA 3asIBUTEIIS.

OKcnepTu3a, yKa3aHHasi B HACTOSIIIEM ITYHKTE, POBOAUTCS B CPOK, HE
npeBbIIAONN 45 pabouux OHEW C JaThl MPOBEIACHUS OLIEHKU MOJHOTHI,
KOMILIEKTHOCTH u PaBUILHOCTH oopmIIeHUS JIOKYMEHTOB,
NPEJCTABICHHBIX B PETUCTPALIMOHHOM JIOCh€, WJIHM C JaThl MOJyYEHUS
HKCHEPTHON OpraHu3anueil COOTBETCTBYIOIIETO 3aJlaHUsl Ha MPOBEJCHUE

9KCIICPTHUI3LIL. ».
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84.B abOzaiie BTopoMm mnyHkTa 177 cioBa «90 KaleHAapHBIX ITHEW»
3aMEHUTH ciioBaMu «90 pabouux gHEN».

85. B mynkTe 180:

a) B a03ale mepBOM IIOCJE CJIOB «B COOTBETCTBUE C TPEOOBaHUSIMU
Cor03a,» JIONOJIHUTH CIOBAaMHU «B CPOK, HE npeBbimatomuii 10 padouux nHei
C J1aThl MOJy4YEHUS SKCIIEPTHOTO OTUETA MO OLEHKE,»;

0) B a03aie TpeTheM CJIOBa «d BBO3 JIEKAPCTBEHHOTO Iperaparay
3aMEHHUTh CJIOBAMH «JIEKapCTBEHHOr'O MpernapaTa B rocyaapcTBa-yjeHax U
TPETHUX CTPAHAXY;

B) ab3all YeTBEPTHIN U3J0KUTh B CIEAYIOUIEH pelaKIuu:

«/JlomyckaroTcsi BBO3, OJIHOBPEMEHHAsl pealu3alusi U MEIUIMHCKOE
NPUMEHEHUE JIEKAPCTBEHHBIX MpenapaToB, YKa3aHHBIX B al3ale TpeTheM
HACTOSIIETO MyHKTa, 0 OKOHYAHMS CPOKa MX TOAHOCTH (CpOKa XpaHEHHS),
COOTBETCTBYIOIIMX JIOKYMEHTaM M CBEACHUSIM PErHUCTPALMIOHHOTO JI0ChE,
YTBEP>KI€HHOTO B COOTBETCTBUM C 3aKOHOJIATEIBCTBOM IOCYJAapPCTB-UJICHOB,
U PETUCTPAIMOHHOTO JOChE, IPUBEJICHHOTO B COOTBETCTBUE C TPEOOBAHUSIMHU
Coroza.».

86. ITyHKT 182 M310XUTH B CIEAYIONIEH PEIAKIIUN:

«182. B pamkax mpouenypbl TpPUBEICHHUS B COOTBETCTBUE C
TpeboBanusiMu Coro3a Il TMOCJEAYIONIed PEerucTpaluy Mo MpoLeaype
B3aMMHOTO TPHU3HAHHUS B TOCYJApCTBE-WIEHE, B KOTOPOM JIaHHBII
JIEKApCTBEHHBIA TMpenapar HE ObUI 3aperucTPpUpOBaH WM TMOJAaH Ha
PErUCTPALIMI0 B COOTBETCTBHM C 3aKOHOJATEIHCTBOM TOCYJIapCTBa-4ieHa,
3asiBUTEJIb MOJAET B YNOJIHOMOYEHHBIH OpraH (3KCIEPTHYIO OpraHU3aluio)
pedepeHTHOro rocy1apcTna:

3asBJICHHE Ha OyMaXHOM HOCHUTEJIE WM B BHJIE DJIEKTPOHHOIO
JOKYMEHTa, MOJIMUCAHHOTO 3JEKTPOHHOW MOAMUCHIO, IO YCTAHOBJICHHOM

dbopme B cooTBeTCTBUU C npuiiokeHueM Ne 2 k Hactosum [IpaBunam;
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JOKYMEHTBI, TOATBEpPXJAIOIIKEe oOrjiary cbopa (MONIUIMHBI) 32
MPUBEICHUE B COOTBETCTBHUE ¢ TpeOoBaHusAMHU Coro3a B cllyyae W MOPS/IKE,
YCTAHOBJICHHBIX B COOTBETCTBUM C 3aKOHOJATEIbLCTBOM TOCYJIapCTB
MpU3HAHUS, Ha OyMa)XHOM HOCHUTEJIE MU B BUJE DJICKTPOHHOTO IOKYMEHTA,;

Monynu 1 — 5 perucTpalluoOHHOrO JOCh€ B COOTBETCTBUHM C
npuitoxkeHussMu Ne 1 — 5 k HacrodammmM [IpaBunaMm B ciiydae NAIbHEUIIETO
OCYILIECTBJIICHUS PETUCTpaAlldd MO TMPOIEAype B3aWMMHOTO NPU3HAHUSA B
rocyJlapcTBax-ujeHax, B KOTOPBIX JaHHBIN JIGKAPCTBEHHBIN IpenapaTr He ObLI
3apEeTUCTPUPOBAH WM TOJAH Ha PETHCTPAIlMi0 B COOTBETCTBUU C
3aKOHOATEILCTBOM TOCyAapCTBa-UJIeHa.

B cooTBercTBUM C TpeOOBaHMSIMU 3aKOHOAATENBCTBA TOCYJapCTBa-
YyjeHa MpeJOCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B a03alax BTOPOM —
YETBEPTOM HACTOSIIETO IMYHKTa, MOYKET OCYIIECTBIISITHCSA C MCIIOIb30BaHUEM
AIIEKTPOHHOTO JOKYMEHTO00OpOoTa 0e3 JOMOJHUTEIBHOTO MNpPEICTaBICHUS
COOTBETCTBYIOIIIUX JIOKYMEHTOB M CBEJACHWM Ha OyMaXHOM HOCHTEIE,
MOJNUCAHHBIX U (WUJIM) 3aBEPEHHBIX 3JIEKTPOHHOMN MOAMUCHIO 3asIBUTEIISL.

Bce wumMeromuecss  JaHHbIe — JIOKIMHUYECKHMX UM KIMHUYECKHX
UCCIICJIOBAaHMUM, BBITIOJHEHHBIX B COOTBETCTBHU C 3aKOHOAATEIHCTBOM
rOCyJIapCTB-UJICHOB, TMPEJICTABISAIOTCS B COOTBETCTBUM C HACTOSIIAMHU
[IpaBmiamu B MOAYJISIX 4 — 5 pErUCTPAIIMOHHOTO JOChE B BHUJIE€ UMEIOIIUXCSI
OT4eTOB, 0€3 0043aTEebHOT0 WX TMPUBEACHUS B COOTBETCTBHE C
TpeOOBaHUSIMU K OQPOPMIICHUIO TEKCTOB OTYETOB O JOKIMHUYECKUX
(HEKJIMHUYECKUX)  MCCICAOBAHUSIX W  KIMHUYECKUX  HMCCIEIOBAHMIX
(MCTBITaHUSIX ), TIPEYCMOTPEHHBIMHU MPABUJIAMHU HaIJIe)KAIEeH 1abopaTOpPHOM
MPaKTUKU M HaJJIexkKaled KIMHUYEeCKOW MpakTHKH, a Takke ¢ [IpaBumamu
NPOBEJICHUSI  UCCIEJOBAaHMI  OMOIKBUBAJICHTHOCTH  JIEKAPCTBEHHBIX

Inpcuaparos. FOCYI[apCTBO-‘-IJ'IeH, B KOTOPOC IIOAAHO PEIrUuCTPaAllMOHHOC JOChC
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JUIsl IPUBEJICHUSI €r0 B COOTBETCTBUE ¢ TpeOoBanusiMu Coro3a, BBICTYIAET B
JTAHHOM CJIy4ae B Ka4ecTBE peepeHTHOr0 rocyAapCcTBa. ».

87.B nynkte 183 cioBa «a0 BcTyrieHus: CoraieHusi B CUIy WA J10
31 nexadps 2020 r.» 3aMEHUTH CIOBaMH «WJIU TOJIAH Ha PETUCTPAIUIO B
COOTBETCTBHUU C 3aKOHOJIATEIHLCTBOM TOCYapCTBA-UJICHAY.

88. B mpuitoxennu Ne 1 k ykazanubem [IpaBunam:

a)paznen | mocie HauMEHOBaHUS JIONOJHUTH a03alleM CIIEAYIOIIEro
COJIepKaHUSL:

«IIpencraBiieHne peruCTPAMOHHOTO JOChE MOXKET OCYILECTBIATHCS B
JIEKTPOHHOM BUJIE, 0e3 JOTIOJTHUTEIBLHOTO IpeICTaBICHUS
COOTBETCTBYIOIIUX JOKYMEHTOB U CBEJICHUI HA OYyMaKHOM HOCHUTEJIE.»;

0)myHKT 1.2.1 U3710XUTH B CIEIYIONIEH peTaKIIUU:

«1.2.1. 3agBineHne Ha PErUCTPALMIO JIEKAPCTBEHHOT'O Mpernapara
(Ha OyMa)XHOM HOCHTEJIC WJIM B BHJIE DJIEKTPOHHOTO JOKYMEHTA, CO3JJaHHOTO
B ¢hopmarax *.doc,*.docx u *.pdf u moanmMcaHHOTO 3IEKTPOHHOU TOAHUCHIO)
3amoHsAeTcs 1o (opMme corjgacHo mpuiaokeHuro Ne 2 K HaCTOSIUM
[IpaBunam.»;

B)B mnyHKTe 1.3.1 cioBa <«JIeKapCTBEHHBIX NIpenapaTroB M 0OIen
XapaKTEPUCTUKH  JIGKAPCTBEHHBIX  MpEMapaTroB»  3aMEHUTh  CIOBaMHU
«JIEKapCTBEHHOTO Tpenapara M oOOIIeH XapaKTEPUCTUKHU JIEKapCTBEHHOTO
npenaparay;

r) B myHKTe 1.5.2 crmoBa «(HOTapualibHO 3aBEPEHHAs KOIMMS MUChMa C
MOJAMKUCHI0 YIIOJTHOMOYEHHOTO JIUIA MO KaueCTBY C MEPEBOJIOM)» 3aMEHUTH
CJIOBaMH «(KOTMHS MUChMa C TOANMKUCHIO YIIOJIHOMOYEHHOTO JIUI[A N0 Ka4eCTBY
C TEpeBOJIOM, 3aBEpPEHHass HOTAPUAIILHO WJIM JJIEKTPOHHOM LH(pOBOM
NOANUCHIO  Jepkarenst macTtep-¢aiiia  aKTUBHOM  (papmMaleBTUYECKOM
cyOCTaHIUN)»;

n)B nyHKTe 1.6.3:
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MOCJIE CJIOB «IOCJI€ UHCIIEKIUH (TIPU HAJTUYUU) W» JOTOJHUTH CJIOBAMHU
«B CIIy4asiX MpeycMOTpeHHbIX MyHKTOM 30 Hactosimux [Ipasum,»;

cnoBa «(Hanmpumep, EudraGMP) (npu Hanm4uu)» 3aMEHUTH CJIOBaMU
«(nanpumep, EudraGMP)»;

e) B myHkTe 1.6.10 cnoBa «(eciau MpUMEHUMO)» 3aMEHUTH CIIOBaAMU «B
cooTBeTCTBUM ¢ MyHKTOM 30 HacTosmux [IpaBuiny;

k) B myHkrte 1.10.3 npennoxxeHue BTOpOe UCKITIOYUTD;

3) HOAIMYHKT «X» IYHKTA 3.2 U3JI0KUTH B CJIEYIONIEH PEeAaKIIUN;

«K) eci  aKkTHBHasg  (QapmaneBTuueckass cyOctaHuusa U (WiIM)
BCIIOMOTaTeJIbHOE BEIIECTBO M MCXOJIHBII MaTepHral ONUCcaHbl B MOHOTpaduu
EBporneiickoit ¢dapMakoneu, 3asgBUTEIb MOXKET MNPEACTaBUTh CEepTUPUKAT
coOTBETCTBUSI MOHOTpaduu EBpomnelickoil (papmakonen B COOTBETCTBYIOIIEM
NyHKTE JaHHOro Moxyisa. I[lpusHano, uyto cepTudUKATBl COOTBETCTBUSA
MoHorpaduu EBporeiickoil (hapMakonen 3aMeHsSIOT CYLIECTBEHHbIE JTaHHbIE
B COOTBETCTBYIOIIMX pasfeiax, YyKa3aHHbIX B JaHHOM wmoayjie. Eciu
aKTUBHAsI dbapmarieBTHUECKAs cyocTaHus AMeEET NEUCTBYIOIIEE
PETUCTPALIMOHHOE YJOCTOBEPEHUE WJIM BKJIOUYEHA B COOTBETCTBYIOIIUMN
roCyAapCTBEHHBIN peecTp B COOTBETCTBUU C TPeOOBAHHEM 3aKOHOIATEIbCTBA
rocyJapcTBa-ujieHa, 3asBUTENb BIPABE 3aMEHUTH CYIIECTBEHHBIE JIaHHBIC B
COOTBETCTBYIOIIMX pa3fieiaX, YKa3aHHbIX B JaHHOM MoOAyJe, MpHu
peructpanuu u (Uiam) NpUBEJACHUN PETUCTPALIMOHHOTO JJOChE B COOTBETCTBUE
c TpeboBanusiMu Coro3a B 1eNsIX OOpallleHHsl TOJbKO HAa TEPPUTOPUU ITOTO
rocyaapctBa-uiieHa.  IIpousBoauTenb  akKTUBHOM  (papmalieBTUYECKOU
CyOCTaHIIMM  JIOJDKEH  MNUCBbMEHHO  MOATBEPAUTH  3aABUTENIO,  4YTO
POU3BOJCTBEHHBIN MpOIECC HE U3MEHSIICA C JIaThl BbIJayu cepTudukara
COOTBETCTBUSI MOHOTpadguu EBponelickoil ¢apMakonen WM BKIIOYEHUS B
COOTBETCTBYIOIIUN PEECTP TOCY/IapCTBa-UIICHA;»;

1) yHKT 3.2.R.1 UCKII0UNTB;
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K) yHKT 3.2.R.2 U310XUTH B CAEAYIONIECH PEaKIUU:

«3.2.R.2. [Inan Baimganuy npoiecca nponu3BOCTBA.

HeobxoquMo mpencTtaBuTh IUTaH BaIWAAIIMU TIpoliecca MPOU3BOJICTBA
(mpu TpaJAUIIMOHHOW BaIWAALMHM) WM IUIAH HENpPEpPhIBHOW BepupUKAIUU
mpolecca MOpou3BojcTBa (MPU  PACIIUPEHHOM TMOJXO0J€ K BaluJallUU
mpoliecca MPOr3BOJICTBA). »;

1) nyHKTHI 3.2.R.3 — 3.2.R.5 uckmtounts;

M) niogpasnen 11 pazaena Il U3M0XUTE B ClEAyIONMIEH peaKIIuu:

«11. PeructpanoHHOE A0ChE JJIsl 3asIBJICHUMN
Ha PETUCTPAIMIO B UCKIIFOUUTENBHBIX CITydasix

PeructpammonHoe  yIoCTOBEpeHHE  JICKAPCTBEHHOTO  TIpemapara
BBIJIACTCS TIPU YCJIIOBUH BBITIOTHEHHUSI OCOOBIX 00s13aTEILCTB B CiIydae, €Clin
3asBUTEJIb  MOXET MOATBEpAUTH (0OOCHOBAaTh), YTO  HEBO3MOXHO
MPEJOCTAaBUTh TIOJHBIE JaHHbIe 00 dS(PGEKTUBHOCTH U OE30MaCHOCTH
JIEKapCTBEHHOI'0 Tpernapara Mpu OOBIUHBIX YCIOBHUSIX €r0 MPUMEHEHUs MO
OJTHOM U3 CIEAYIOMNX IPUYUH:

MOKa3aHus K TPUMEHEHWIO0, M0 KOTOPBIM TMpeJiaraeTcs MPUMEHSTH
JICKapCTBEHHBIN TMpEMapaTr, BCTPEUAIOTCS HACTOJBKO PEAKO, YTO 3asBHUTEIb
OOOCHOBaHHO  HE  MOXET  OXHWJaTh  TOJYYEHUS  BCECTOPOHHETO
NOATBEPKICHUSI  JOKa3aTeNbCTB  3(P(GEKTUBHOCTH M 0O€30MaCHOCTU
JIEKapCTBEHHOTO Tperapara;

IpU  TEKYIIEM COCTOSSHMM HAy4YHBIX 3HAHUM HE MOXET OBITh
npeocTaBlieHa ucyepnbiBaomas uHdopManuss 00 >(DPEKTUBHOCTH WU
0€30MacHOCTH JIEKapCTBEHHOTO Mpenapara;

nosyuyeHne uHpopmaiu 00 >HPEeKTUBHOCTH WM 0€30MacHOCTH
JEKApCTBEHHOr0  Mpemapara OyJeT NPOTUBOPEYUTH  OOLICHPUHSITHIM

MPUHIMUIIAM MEAULIMHCKOW 3THUKH.
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VYkazanHble 0053aTeIbCTBA BKIIOUAIOT B C€0s CIIEYIOIICE:

3asBUTENIb  JOJDKEH  3aBEPIIUTh B CPOK,  YCTAHOBJICHHBIN
YIOJIHOMOYEHHBIM OpraHom pedepeHTHOrO rocyJapcrBa-ujieHa,
OTIpeICTICHHYIO nporpaMmy — UCCIEAOBaHUM 0€30MacCHOCTH  WJIH
3 PEeKTUBHOCTH, PE3YJbTaThl KOTOPOW MO3BOJSIIOT MPOBECTU IMOBTOPHYIO
OIICHKY COOTHOIIEHUS «I10JIb3a — PUCKY;

JUIsL pacCMaTpUBAEeMOro JIEKAPCTBEHHOTO IIpernapara J0JKHA ObITh
yCTaHOBJIEHA KaTETOPHs OTIYCKa «PELENTYPHbIE IpenapaTbl» U MPUMEHEHUE
B ONpEIENCHHBIX CIOydasX TOJbKO TIOJ CTPOTMM  MEIULMHCKUM
HaOMoAeHueM, (HampuMmep, B CTallMoHape), a s paarnodapmalieBTUYeCKUX
npenaparoB  —  NPUMEHEHUE  MOJi  HAOJIOJACHUEM  HMEIOLIEro
COOTBETCTBYIOIIEE PA3PEILICHUE JIUIIA;

oOlasi XapakTepucTUKa JIEKAPCTBEHHOTO Ipenapara, MHCTPYKIHUS IO
MEIUIIMHCKOMY TPUMEHEHHUIO JIEKApCTBEHHOro Impemnapara  (JIMCTOK-
BKJIQJIBIII), PETUCTPALIMOHHOE YJIOCTOBEpEHHE U Jro0asi MeIUIIUHCKas
uH(popMaIus JOJKHBI COAEPKATh MPUBJIEKAIONYI0 BHUMAHHUE MOJIb30BATEIIS
uH(pOpMAaIMIO O TOM, YTO UMEIOIIUECS JaHHBIE O JEKAPCTBEHHOM Ipenapare
SBIIAIOTCS HEJOCTAaTOYHBIMM B YacTH MOATBEPXKICHUS ONPEEICHHBIX
aCIeKTOB 0€30MacHOCTH MU 3 (PEKTUBHOCTH. »;

H)TIpeIOKeHHE TepBoe ab3ara msrtoro nmyHkra 12.1.1 mocrne cioB
«rocyaapcTBa-4i€Ha» JOMOJHUTH CIOBAMHU «HA OyMa)XHOM HOCHUTEJE WJIU B
BH/JIE SJICKTPOHHOTO JOKYMEHTAY;

0)B nojapaszaene 16 pazgena Il crioBa «(perucTpaliioHHOE 10Che s
3asiBJICHUI Ha PErHCTPAIMIO0 C YCTaHOBJIEHHUEM IMOCTPETUCTPALMOHHBIX MEp
(peructpaiusi Ha YCJIOBHSX))» 3aMEHHUTh CIOBaMU «(perucTpaius B
UCKITIOUUTEIBHBIX CITyJasix);

) TyHKT 17.2.2 10noaHUTh ad3aliaMu CJIEAYIOIIErO COCPHKAHUS:
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«BBICOKOTEXHOJIOTUYECKAN JIEKAPCTBEHHBIN IIpEnapar, COoIAepKalun
KaK ayTOJIOTMYHbIE (IIPOUCXOJAIIME OT CaMoro IMalHWeHTa), TaK U
QJUIOTEHHBbIE (IIOCTYNAoIUe OT JPYroro 4YeJOBEKa) KIETKH WM TKaHHU,
JOJDKEH pacCMaTpUBATHCS KaK JIEKAPCTBEHHBIN IIpenapar, NpeJHa3HaueHHbIN
JUISl QJUIOTEHHOT'O IIPUMEHEHMUS.

BBICOKOTEXHOJIOTMYECKUI JIEKAPCTBEHHBIN NIPENAapaT, KOTOPBIA MOKET
NOANAanaTh IOJA ONpPEACICHUE Mpernapara TKAaHEBOM WHXKEHEPUU U
OIIpeJIECIICHUE JIEKAPCTBEHHOI'O IIpenapara Ha OCHOBE COMAaTUYECKHUX KIIETOK,
JOJDKEH pacCMaTpUBAThCs B KAYECTBE ITperapaTa TKaHEBOW HHKEHEPHUH.

BBICOKOTEXHOJIOTMYECKUI JIEKAPCTBEHHBIN IIperapaT, KOTOPbI MOXKET
OANANaTh II0J OIPENEIICHUE JIEKAPCTBEHHOTO IIpernapara Ha OCHOBE
COMAaTUYECKUX KJIIETOK WIM ONPEACICHUE NpernapaTa TKAaHEBOM HHKCHEPUU U
TeHOTEpaIllEBTUYECKOTO JIEKapCTBEHHOTO npenapara, TOJKEH
paccMaTpuBaThCs B KAdyeCTBE TI'€HOTEPANIEBTHYECKOIO JIEKAPCTBEHHOIO
npenapara.».

89. B npuitoxennu Ne 2 k ykazanHbM [IpaBunam:

a) B pazzaedne I:

JOTIOJHUTH (POPMOM CIENYIOLIETO COJIEPIKAHUS:

«[[] IEKAPCTBEHHBIN ITPEITAPAT, ITOJIABAEMbBIH
HA PETHMCTPALIMIO B COOTBETCTBUHU C PA3JIEJIOM VII

[TPABUJI PETUCTPALINN 1 ODKCIIEPTU3LI JIEKAPCTBEHHBIX
CPEACTB JJIA MEAMINHCKOI'O ITPUMEHEHK A
Ecnm nexkapcTBeHHBId Mpenapar NOMAETCS Ha PETUCTPAlHI0 B
cooTBeTCTBUM ¢ pasnenom VII IlpaBun peructpanuu M 3KCIEPTU3BI
JIEKAPCTBEHHBIX CPEJICTB I MEIUIMHCKOTO MPUMEHEHUS, YTBEPKICHHBIX
Pemennem CoBera EBpa3zuiickoil S5KOHOMHUYECKOW KOMHUCCHU OT 3 HOSIOps
2016 r. Ne 78 (manmee — IlpaBmia) HEOOXOAMMO yKa3aTh THIT TPOIEAYPHI,

B COOTBCTCTBHU C KOTOpOﬁ OH IIOHACTCA Ha PCrucCTpaluro.
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[] perucrpauus [] ycioBHad [] yckopeHHas [] perucrpauus
JIEKapCTBEHHOT O perucrpauus JKCIIEpTU3a JIEKapCTBEHHOT O
rperapara B JIEKapCTBEHHOT O JIEKapCTBEHHOT O rpernapara ¢
HUCKIIIOYMTCIBbHBIX npenapara npenapara YCTaHOBJICHHEM
Ciydasx JIOIIOJTHUTEIIBHBIX

TpeOOoBaHUI;

HaMEHOBaHMUE TMojpasjena 4 IONMOJHUTh CIOoBaMH «(IOJAIOTCA Ha
OyMa>XHOM HOCHUTEJIC WU B BUJE AJICKTPOHHBIX JOKYMEHTOB, MOJMHUCAHHBIX
(3aBEpEHHBIX ) JIEKTPOHHOM MOATIHCHIO));

MyHKT 4.2 JOMOJHUTH CIOBAMHU «, WM KOMHS MEpPedHs, yKa3aHHOTO B
nyHkre 6 IlpaBun, coxepkamiero uHQOpMaIMi0 O COOTBETCTBYIOIIEM
opdanHOM 3200JI€BaHUNY;

0) B pazaene II:

nojpasjiesl 2 NOMOJHUTH (POPMOI CIEAYIOIIETO COJICPHKAHUS:

«[] JEKAPCTBEHHGBII ITPEITAPAT, TIOJJABABIINICS
HA PETUCTPALIMIO B COOTBETCTBUU

C PA3JIEJIOM VII ITPABUJI
Ecnmu nexapCTBeHHBIM Ipemapar IMOJAETCA Ha NEPEPErucTpaluio B
coorBeTcTBUU C pazaenom VII IlpaBun, HeoOXoauMo yKa3aTh THII

POLIeIyPhl, B COOTBETCTBUU C KOTOPOM OH OBLI 3apErUCTPUPOBAH:

[[] perucTpanust JICKapCTBEHHOTO Ipenapara [ | YCJIOBHAsl PErUCTPALHs JIEKapCTBEHHOTO
B UCKIIIOYUTCIIBHBIX CIIy4dasaXx npemnapara
HaknagpiBanuch M PETYJIATOPHBIM OpPraHOM IPU  PETUCTPaALUAU
JIEKAPCTBEHHOTO npenapara 0co0bIe 00s13aTeNbCTBA VI

MOCTPETUCTPALIMOHHBIE MEPHI B KAYECTBE YCIOBUU PETUCTPALIAN?

D Aa D HET

Oco0ble 00s13aTeNBLCTBA HIIH IMOCTPCTUCTPATUOHHBIC MCPBI B KAUCCTBC

YCIIOBHM perucTpaiuu:
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OrpanunueHus Obs3arenbcTBa Cpoku BeinonHeHus | CTaTyc BBIIIOJIHEHHUS
MIPUMEHEHUS JepKaTens 00s13aTeNBCTB U 00s13aTeILCTB
JIEKapCTBEHHOI'O PETUCTPAILIIOHHOTO HaJIO’)KEHHBIX nepkareneM
npemnapara, yIIOCTOBEPEHMUS, OrpaHUYEHUH JUIs PETrUCTPALIIOHHOTO
YCTQHOBJICHHBIC B MoJyIeXaIue JepKaTens YIIOCTOBEPEHUS
XOJI€ perucTpanuu BBINOJIHEHUIO PETrUCTPALIIOHHOTO
JICKApCTBEHHOTO | B PaMKax perucTpaluuu yZIOCTOBEpEHUS,
mpemnapara YCTQHOBJICHHBIE
IIPU PETUCTPaLNU
JIEKapCTBEHHOTO
mpernapara

HAaUMEHOBAaHHWE MOJpa3zjiena S5 JOMOJTHUTH CIOBaMH «(MOJAIOTCA Ha
OyMa>KHOM HOCHUTEJE WM B BUJE JEKTPOHHBIX JTOKYMEHTOB, MOAMUCAHHBIX
(3aBEpEHHBIX ) PJIEKTPOHHOU MOIHUCHIO)»;

B) HaUMEHOBaHWe ToApasaena 5 pasaena Il pgomomHuth cioBamu
«(mojiaroTcs Ha OYMaXKHOM HOCHUTEJNE UJIU B BUJIE JIEKTPOHHBIX JOKYMEHTOB,
MOJNMMCAHHBIX (3aBEPEHHBIX) JIEKTPOHHOMN MOAMUCHIO)».

90. B pazgene I mpunoxenns Ne 4 k ykazanasim [IpaBumam:

a) B mo3uiuu 1.5.2 cioBa «(HOTapuaabHO 3aBepeHHas KOIHUS MUChMa C
NOANYCHIO YIOJHOMOYEHHOTO JIMIA [0 KAYECTBY C MEPEBOJOM)» 3aAMEHUTH
CJIOBaMU «(KOMUS MUChMa C TOAMUCHI0 YIIOJHOMOUYEHHOTO JIUIIA 10 KaYeCTBY
C TIEPEBOJIOM, 3aBEPEHHAasi HOTApUAJIbHO WM DJIEKTPOHHOU 1U(pOBOit
NOANUCBIO  Jepkarenst macTtep-¢aiiia  aKTUBHOM  (papmaleBTUYECKOU
CyOCTaHITUN)»;

0) B mo3unuu 1.6.10 cioBa «(eciu MPUMEHUMO)» 3aMEHUTh CJIIOBaMU
«B coOTBeTCTBUM ¢ IMyHKTOM 30 Hactosimmx [IpaBumny;

B) no3uiuio 3.2.R.1 UCKIIOUNTS;

r) no3unuio 3.2.R.2 u3n0XuTh B CIEIYIONIEH peIaKINu:

«3.2.R.2. ITnan Banuaamnuu npoiecca npou3BoICTBAY.

e) mo3unmu 3.2.R.3, 3.2.R .4, 3.2.R.5 uckmtounts;

»;
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K) IPEAJIOKEHHE TPEThE NPUMEUYAHUSI W3JI0XKUTh B  CIEAYIOIIEH
pemakuuu: «Jlomyckaercss TpEeNCTaBICHUE JOKyMeHTa paszfaena 1.6.3
Moaynsi 1, a Takke JIOKYMEHTOB MOJysed 3 — 5 Ha aHIVIMICKOM f3BIKE C
00s3aTENIbHBIM MEPEBOJIOM Ha PYCCKUU S3BIK CIEAYIOIIUX Pa3/eiIoB MOMYJIsS
3: omucaHue MPOU3BOJACTBEHHOrO TMpoiiecca M ero kKoHtpoisa (3.2.S.2.2),
KOHTPOJIb KPUTHUYECKUX CTaJUM U MPOMEXKYTOUHOM mpoaykuuu (3.2.S.2.4),
BAJIMAAIIAS TIPOU3BOJICTBEHHOIO Tpoliecca 1 (wim) ero omenka (3.2.S.2.5),
npumecH (3.2.S.3.2), noATBEPKIEHUE CTPYKTYPhI U JAPYTHX XapaKTEPUCTHUK
(3.2.8.3.1), cnenudukarus (3.2.S.4.1), ananurudeckue Mmeroguku (3.2.5.4.2),
BaJIA QLM AHATUTUYECKUX METOIUK (3.2.54.3), 000CHOBaHUE
cnenudukanuu (3.2.S.4.5), cucrema ynakoBku (ykynopku) (3.2.S.6), pestome
00 HCHOBITAaHUSAX CTAOWUIBHOCTH M 3aKjitoueHue o crabwibHOCcTH (3.2.S5.7.1),
OMHMCAaHWE W COCTaB JieKapcTBeHHoro nmpemnapara (3.2.P.1), akTtuBHas
dbapmaneBTuueckas cyocrtanuus (3.2.P.2.1.1), BcmomorarenbHbIe BeEIIECTBa
(3.2.P.2.1.2), pa3paboTka  JekapcTBeHHoM  ¢opmber  (3.2.P.2.2.1),
NpOU3BOJACTBEHHbIE  M30bITKHM  (3.2.P.2.2.2), (uU3UKO-XUMUYECKHE U
ouonornveckue cBoiictBa (3.2.P.2.2.3), pa3paboTka IpPOM3BOJCTBEHHOTO
nporiecca  (3.2.P.2.3), cucrema ynakoBku (ykymopku) (3.2.P.2.4),
MUKpoOuosiornueckue  xapakrepuctuku  (3.2.P.2.5), coBMecTUMOCTb
(3.2.P.2.6), omnmcanue NTPOU3BOJCTBEHHOrO TIpoOIlecca M €ro KOHTPOJIS
(3.2.P.3.3), KOHTPOJb KPUTHYECKUX CTAAUN U MPOMEXKYTOUHOU MPOAYKIIUU
(3.2.P.3.4), Banupanusi TpOU3BOJICTBEHHOr0 Mpoliecca U (WJIM) €ro OleHKa
(3.2.P.3.5), Banmmparus aHanutudeckux Metonuk (3.2.P.4.3), obocHoBaHme
cnenudukanuii (3.2.P.4.4), BcmoMoraTeiabHbIe BEIIECTBA YEJIOBEYECKOTO H
KUBOTHOTO npoucxoxaenus (3.2.P.4.5), HoBble BcioMoraTeibHbIe BELIECTBA
(3.2.P.4.6), cnenudukanmuu (3.2.P.5.1), aHAIUTUYECKHUE  METOIUKHU
(3.2.P.5.2), Banuaanusa aHanuTU4ecKux metoauk (3.2.P.5.3), xapakrepuctuka

npumeceit (3.2.P.5.5), obocHoBanue crneuudukanuii (3.2.P.5.6), cucrema



51

ynakoBk# (ykymnopku) (3.2.P.7), pe3toMe 00 UCHBITAaHUSIX CTAOUIBLHOCTH U
3akioueHue o cradbuibHocTH (3.2.P.8.1), mporpaMma mocTperucTpanuoOHHbIX
UCTIBITAHUN CTaOWMJIBHOCTH U 00s3aTENbCTBA OTHOCUTEIBHO U3YYEHUS
crabunbHoct  (3.2.P.8.2), omeHka  0€30MaCHOCTH  OTHOCHUTEIHHO
NOCTOPOHHUX areHToB (3.2.A.2), HOBBIE BCHOMOTaTEJbHBIE BEIIECTBA
(3.2.A.3), minan Banuaayu npoiecca npouspoacTsa (3.2.R.2).».

91.1lo3unuu 3.2.R.1, 3.2.R.3, 3.2.R.4, 3.2.R.5 B Tabnune moayns 3
pasnena VII npunoxenus Ne 5 k ykazanHbIM [IpaBunamM HCKITFOUUTS.

92.B nyHnktax 4.1 u 4.2 npunoxenuss Ne 11 x ykazanueim [IpaBunam
CIIOBa  «JIEKAPCTBEHHBIX  IMpernapaToB W  OOIIeM  XapaKTepUCTUKHU
JEKApCTBEHHBIX  MPEMapaToB» 3aMEHUTh CJIIOBAMU  «JIEKApPCTBEHHOTO
npernapara u o01iel XxapakTepUCTUKH JIEKAPCTBEHHOTO MPEerapaTay.

93.B npunoxennn Ne 12 k ykazanHeiM [IpaBunam mno3unuu
«KonnuecTtBo mpencTaBieHHbIX 00pa3loB:», «J/laTa Hayanma HCHBITAHUMN:Y,
«/lata oxoHuaHus uWcHbITaHUU:», «Temmeparypa U BIAXHOCTB:» U rpady
«BbIBOJT O COOTBETCTBUU (COOTBETCTBYET WIJIM HE COOTBETCTBYET)»
UCKJTIOYHUTh.

94. B npunoxxenun Ne 13 k ykazanasim [IpaBusiam:

a) ab3arr BTOpo (Tmocie Tabiuiel) myHKTa 1.1 mocne mpeaioxXeHus
NIEPBOr0 JIOTIOJHUTh MPEIOKEHUEM CIEAYIOMIEro coaepxanus: «Ecnu
perucrpanusi MpoBOJUTCS C YYETOM MOJIOKEHUM ad3ala TPEThero MmyHKTa 6
Hactoamux IIpaBui, yka3pIBaeTCs BBIBOJ, O BO3MOXHOCTU OTHECEHUS
PErUCTPUPYEMOTO JIEKAPCTBEHHOIO MperapaTa K KaTeropuu oppaHHbIX. »;

0) B mpeyio)keHuu JeBsiToM TiyHkTa 1.2 crmoBa «90 wimm 120
KaJICHTApHBINA JICHBY» 3aMEHUTH ciioBaMM «60 miau 80 pabouuii JeHbBY.

95. Ab63anr Tpetmit moapazaena 2 paszaena Il mpunoxkenus Ne 14

K YKa3aHHbIM HpaBI/IJ'IaM JOITIOJIHUTH CJIOBAMH «HWJIN HAJITMYUA OCHOBaHUM JJIA
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perucTpanum JEeKapCTBEHHOTO Mpenapara B KayecTBe Op(aHHOTO C yYETOM
MOJIOKEHUH ab3aiia TpeThero nyHkra 6 Hacrosmux [IpaBumy.

96. [Ipennoxxenne nepBoe ad3ara mectoro myHkra 1.1.3 mpunoxeHus
Ne 15 x ykazanubiM [IpaBuiam JOMOMHUTH CIIOBAMHM «HJIM MOXKET OBITh
IPUCBOEH C YYETOM MOJOKEHUN al3ama TPEeThero MyHKTa 6 HaCTOSIIMX
[IpaBun».

97.B nynkrax 4.1. u 4.2 npunoxenua Ne 16 k ykazanusiM [IpaBunam
CIOBa  «JIEKAPCTBEHHBIX  IMpenapaToB W  OOIIeH  XapaKTepUCTUKHU
JEKAPCTBEHHBIX  MPEMAapaToB» 3aMEHUTHh CIOBAaMU  «JIEKaApPCTBEHHOT'O
npernapara u 001Ie XapakTepUCTUKH JICKAPCTBEHHOTO Mpenapara.

98.B mynkre 12 npunoxenust Ne 17 x yka3anusiM [IpaBunam cioBa
«JIEKApCTBEHHBIX MpenapaToB W OOIIEH XapaKTEPUCTUKU JIEKAPCTBEHHBIX
IpernaparoB) 3aMEHUTH CIIOBaMH <«JIEKapCTBEHHOTO Ipenapara M oOien
XapaKTEPUCTUKH JIEKAPCTBEHHOTO MPEMAPATAY.

99. B npuinoxkenun Ne 19 k ykazanasim [IpaBusiam:

l)myskT 1.1.2 npu3HaTh yTpaTUBIINM CUITY;

2)B moanyHkte 1.5.2 cnoBa «45 KaleHAapHBIX JHEW» 3aMEHHUTh
cinoBamu «30 pabouux JHEN»;

3)B nmoanyHkte 1.5.4 cinoBa «45 KaleHAApHBIX OHEHW» 3aMEHUTh
cinoBamu «30 pabouux JHEN»;

4)a03ar1 nepBbii NoAMyHKTA 2.1.1 U3M0KUTH B CAEAYIONIEH PEaKIUU:

«2.1.1. Ilpn BHEceHMH HE3HAYMMOTO W3MEHEHUs [A Tuma 3asBUTEND
OTHOBPEMEHHO MPEJICTABISET BCEM COOTBETCTBYIOIIMM YMNOJIHOMOYEHHBIM
opraHaM (SKCHEPTHBIM OpraHU3allMsM) 3asBJICHUE HA BHECEHHWE M3MEHEHUU
Ha OyMaXHOM HOCHUTENIE WM B BHUAEC DJJIEKTPOHHOIO JIOKYMEHTA,
NOJNMUCAHHOTO  BJEKTPOHHOW  HU(GPOBOKM  MOJAMHUCHIO  (JIEKTPOHHOM
MOJNUCHhI0) B COOTBETCTBUMU C 3aKOHOJIATE€IbCTBOM TOCyAapCTBa-uyj€Ha, B

KOTOPOM OCYHICCTBJIACTCA IMOJa4a TAKOT'O 3ajABJICHUA (z[aﬂee — OJICKTPOHHAA
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MOJINKCE), B COOTBETCTBUM ¢ mpuioxkeHuem Ne 2 k [IpaBuiiam perucrpamnuu
JEKApPCTBEHHBIX CPEJCTB, a TakXKe JIOKYMEHTbl (WM 3JIEKTPOHHBIE
JIOKYMEHTBI), TOJTBEpPKJIAl0IIMe OIjiaTy cOopa (MOUIIMHBI) 32 BHECEHHE
M3MEHEHUM B ClydasX M TOPSJKE, YCTAHOBJIEHHBIX B COOTBETCTBUHU C
3aKOHOJIaTE€IbCTBOM T'OCY/IapCTB-UJICHOB.»;

5)B noanyukre 2.1.3:

B ab3arie BTOpoM ciioBa «30 KaJleHAapHBIX JHEW» 3aMEHUTH CIOBAMHU
«20 pabouux gHEH»;

B ab3are dYeTBepToM clioBa «90 KajeHIapHBIX JTHEH» 3aMEHUTH
cioBamMu «60 pabouux JHEN»;

6)a03a1 nepBbIi MOAMYHKTA 2.2.1 U3JI0KUTH B CIEAYIOIIEH PeAaKIINu:

«2.2.1. 3agBureinn OJTHOBPEMEHHO MPEJCTABISAECT BCEM
COOTBETCTBYIOLIUM YIIOJTHOMOYE€HHBIM opraHam (3KCTIEPTHBIM
OpraHMU3alnsIM) 3asBJICHUE Ha BHECEHHWE U3MEHEHHI Ha OyMa)KHOM HOCHTEIE
WIM B BHUJE DJJIEKTPOHHOTO JOKYMEHTA, MOANMUCAHHOIO 3JIEKTPOHHOU
MOJIMKUCHIO, B COOTBETCTBUM ¢ TpuiiokeHueM Ne 2 k IIpaBunam perucrpamuu
JIEKApCTBEHHBIX CPEACTB, a TaKXe JOKYMEHTbl (WM DJICKTPOHHbBIC
JIOKYMEHTBI), TOJTBEpPKJIAl0IIUe OIjiaTy cOopa (MOULIMHBI) 32 BHECEHHE
M3MEHEHUM B ClIydasX M TOPSJKE, YCTAHOBJIEHHBIX B COOTBETCTBUHU C
3aKOHOJIATEILCTBOM IFOCYAapPCTB-WICHOB. »;

7)B abzane BTOpoM TmiyHKTa 2.2.2 u mnyHkre 2.2.3 cioBa
«30 KajgeHIapHBIX JHEH» 3aMEHUTD clIoBaMH «20 pabouux JHEMN;

8)B abOzame Tperbem myHkTa 2.2.4 cioBa «90 KaneHAApHBIX ITHEW»
3aMEHUTH clIoBaMu «60 pabouux JTHEI;

9)B abzare mepBoM myHKTa 2.2.6 cioBa «30 KaJleHIApHBIX ITHEW»
3aMEHUTH ciioBaMu «20 pabouyux gHEN»;

10)B mynkTe 2.2.8:
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B aO3aile nepBoM cioBa «30 KaJdeHAApHBIX JTHEW» 3aMEHUTH CIOBAMHU
«20 pabouux JgHEW»;

B ab3aiie TpeTtheM ciioBa «90 KaleHAapHBIX JAHEH» 3aMEHUTh CIOBaAMU
«60 pabouux gHEH»;

11)B mynkTe 2.3.1:

a03all MEePBBII U3JIOKUTH B CICAYIONIEH peAaKINu:

«2.3.1. 3agBurenn OJHOBPEMEHHO MPEJCTABISAECT BCEM
COOTBETCTBYIOIITUM YIIOJTHOMOYEHHBIM opraHam (3KCTIEPTHBIM
OpraHMU3alsIM) 3asBJICHUE Ha BHECEHUE U3MEHEHHMI Ha OyMa)KHOM HOCHTEIE
WIM B BHUJIE DJICKTPOHHOTO JIOKYMEHTA, IOJMUCAHHOTO 3JEKTPOHHOM
MOJIMKUCHIO, B COOTBETCTBUM ¢ TpuiiokeHueM Ne 2 k IIpaBunam perucrpamuu
JEKApPCTBEHHBIX CPEJCTB, a TakXKe JIOKYMEHTbl (WM 3JIEKTPOHHBIE
JIOKYMEHTBI), TOJTBEPKJIAI0IIMe OIjIaTy cOopa (MOULIMHBI) 32 BHECECHHE
U3MEHECHHM B CIOydYasX M TOpPSJIKe, YCTAHOBJICHHBIX B COOTBETCTBUH C
3aKOHOATEILCTBOM T'OCYAapPCTB-YJICHOB.»;

JIOTIOJIHUTH a03a1laMu CIEYIONIETO COACPIKAHUS:

«He TpebyeTcs npeaocTaBieHre 00pas3IoB, Ceu(UIECKUX PEareHTOB
U JIpyTMX MaTepuajioB NPU HEBO3MOXXHOCTH IIPOBEJICHHUS HWCIBITAHUN B
AKCTIEPTHOMN OpraHU3alluK BCIIEACTBHE:

TPYAHOJOCTYITHOCTH  OOpa3lloB  JICKAPCTBEHHBIX  TMpenapaTos,
CTaHJAPTHBIX 00pa3IoB, CHEIU(DUUECKUX PEAreHTOB U JPYIUX MaTepuasoB
(B TOM d4YHucle, NOpU KX OTHECEHHMH K KaTeropun opdaHHBIX,
BBICOKOTEXHOJIOTUYECKUX,  paauodapmMalieBTUYECKUX,  HAPKOTHUYECKUX,
MICUXOTPONHBIX WJIM TpPEeAHA3HAYCHHBIX JUIS JICUCHHUS BBICOKO3aTPATHBIX
HO30JIOTHI BCIEJCTBUE UX BHICOKOW CTOUMOCTH);

HEBO3MOXXHOCTU COOJIIOJICHUSI YCIOBUM TPAHCIIOPTUPOBKU YKa3aHHBIX

00pa3IoB Ha TEPPUTOPUIO TOCYAAPCTBA-WICHA U (MJIN) UX XPAHCHHUS;
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OTCYTCTBHUSI CHEHHUAIBHOTO OOOPY/IOBAHUSI U PACXOJHBIX MaTEpUATIOB
B DKCIIEPTHOM OpPTaHU3alNH;

U JApPYTMX TPUYUH 1O PEIICHUI0 YIOJIHOMOYEHHOTO OpraHa
(3KCmepTHOM  opraHu3aluu) TNpd  BO3HUKHOBEHUHM  OOCTOSATEIHCTB
HEMPEOOJIMMOM CUIIBI UM OOCTOSITENBCTB, HE3ABUCSIINX OT BOJIU CTOPOH, B
TOM YHCJIE€ B CBSI3U C OCOOEHHOCTSMM MPOU3BOJICTBA U KOHTPOJISI KauecTBa
JIEKapCTBEHHOIO Mpernapara.

B cnydasix, yka3aHHBIX BbIII€, Ja0OPATOPHBIE UCIIBITAHUS TTPOBOJATCS
B J1abdopaTopud KOHTPOJIA KauecTBa MPOU3BOJUTENS JIEKAPCTBEHHOIO
npenapata B NOPUCYTCTBUM MPEACTABUTENEH OSKCIIEPTHOW OpraHU3aluu
WIM B KOHTPAKTHOW JIaDOpaTOpHUM, UCIHOJIB3YEMON MPOU3BOJAUTENEM,
B IPUCYTCTBUU MPEACTABUTEICH SKCIIEPTHON OPTraHU3AINU.

B cnydasx HEBO3MOXKHOCTH TPOBEACHUS JTA0OOPATOPHBIX HCIBITAHUIMA
B JsabopaTopusix NPOU3BOAMUTENSI WM KOHTPAKTHBIX J1a0OpaTOpHsIX
UCIIOJIb3YEMBIX IPOU3BOAMUTENEM (B YCIOBHUSX YIPO3bl BO3HUKHOBEHMS,
BO3HUKHOBEHHS M JIMKBUJAIMU YPE3BBIUANHON cuTyanuun u (Wid) MpHU
BO3HUKHOBEHHUH YIPO3bl pAaCOPOCTPAHEHUS 3a00JI€BaHUs, MIPECTABIISIIONIETO
OMACHOCTh JIJISl OKPY’KaIOMINX, 3a00J€BaHU U MOpaKeHUs, MOJIYYECHHBIX B
pe3yibTaTe BO3JEUCTBHUS HEOJAroNmpUsITHBIX MPUPOIHBIX, XUMHUYECKHUX,
OMOJIOTUYECKUX, PaJUAlUOHHBIX (HAaKTOPOB), MPU KOTOPBIX MPUCYTCTBUE
MPEJCTABUTENS AKCIEPTHON OPTraHU3AIMU HE MPEJICTABISAETCS BO3MOXXHBIM
WJIU TIPU APYTUX 00CTOSTENHCTBAX (HAIPUMEp, CBSA3AHHBIX C OCOOEHHOCTIIMU
IMPOM3BOJCTBA M KOHTPOJISI KA4eCTBA KOHKPETHOIO JIEKAPCTBEHHOTO
npenapara  KaTeropwii, YKa3aHHBIX BBINIE, [0 COIVIACOBAHUIO C
YIOJHOMOYEHHBIM OpPraHoM (PKCIIEPTHOM OpraHu3aluen) 3KCcrepTusa
KauecTBa IMPOBOJUTCA HAa OCHOBAaHUU JOKYMEHTAIlMU MPOU3BOIAUTENS

(IpOTOKOJIOB aHalHM3a MPOU3BOJUTENS), B TOM YHCIE C HMCIOJb30BAaHUEM
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CpPEACTB  JUCTAHIIMOHHOTO  B3aWMOJICHCTBUS, BKJIIOYAas ayJdO- WIH
BUJICOCBSI3b. »;

12)B a63are nepBoM myHKTa 2.3.2 «90 KajgeHIapHBIX JTHEI» 3aMEHHUTh
cioBamMu «90 pabouux JHEN»;

13)B mynkre 2.3.3 cnoBa «60 KajneHJApHBIX JHEW» 3aMEHUTH CIIOBaMU
«40 pabouux JgHEWN»;

14)B mynkre 2.3.4 cnoBa «90 kaneHJapHBIX JHEW» 3aMEHUTH CIIOBaAMU
«60 pabouux gHEN»;

15)B ab63ame Tperbem myHkTa 2.3.5 cioBa «90 KaleHIApHBIX THEW»
3aMEHUTH cioBaMu «90 paboumnx THEn»;

16)B mynkTe 2.3.6:

B a03aile nepBom ciioBa «30 KaJleHIapHBIX JTHEW» 3aMEHUTHh CIOBaMU
«20 pabouux gHEH»;

B a03ane BTOpoM ciioBa «2(0 KaJleHJapHbIX AHEH» 3aMEHUTh CIOBAMHU
«15 pabouux gHEMH»;

B ab3alrie TpeThbeM cilioBa «90 KaJIeHAApHBIX THEW» 3aMEHUThH CIIOBAMU
«90 pabouux THEI»;

17)B ab3ame Tperbem myHKTa 2.3.8 cioBa «30 KaJlleHIApHBIX THEH»
3aMEHUTH cioBaMu «20 pabouunx THEn»;

18)npemyioxkenne mnepBoe mnyHKTa 3.1.1 U3JI0KUTH B CIEIYIONICH
pEIaKIUN: «3.1.1. 3asBuTENH  OMHOBPEMEHHO  TMPEACTABISECT  BCEM
COOTBETCTBYIOIIIUM OpraHaM (SKCIEPTHBIM OpraHU3alusiM) 3asBJICHUE Ha
BHECEHHE W3MEHEHUN Ha OYMa)KHOM HOCHUTENIE WM B BHJE 3JIEKTPOHHOIO
NOKYMEHTa, MOJAMHCAHHOTO 3JIEKTPOHHOW IMOJIUCHIO, B COOTBETCTBUU C
npunoxxeHueM Ne 2 k IIpaBuiiam peructpanuu JE€KapCTBEHHBIX CPEICTB, a
TaKX€ JIOKYMEHTHl (WJIM SJIEKTPOHHBIE JOKYMEHTHI), MOJTBEPKIAIOIINE

omiary cOopa (MOIUIMHBI) 32 BHECEHUE M3MEHEHUHN B Clydasx U TMOPSJIKE,
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YCTAHOBJICHHBIX B COOTBETCTBUM C 3aKOHOJATEIHLCTBOM TOCYIApCTB-
YJICHOB.;

19)B mynkTe 3.1.3:

B ab3aiie nepBom ciioBa «30 KaJeHJAapHBIX JHEH» 3aMEHHUTH CJIOBaMU
«20 pabouux JgHEW»;

B ab3arie TpeTbeM ciioBa «90 KaleHJapHBIX JHENH» 3aMEHUTH CIOBAMHU
«60 pabouux IHEI»;

20)nyHKT 3.2.1 U370XKUTH B CIEIYIOMIEH peIaKIINU:

«3.2.1. 3asBuUTEND OJTHOBPEMEHHO MpEICTABISACT BCEM
COOTBETCTBYIOIIIUM OpraHaM (SKCIIEPTHBIM OpTraHU3aIusM) 3asBJICHUE Ha
BHECEHUE M3MEHEHHN Ha OyMa>XHOM HOCHUTENIE WJIM B BHUJE 3JIEKTPOHHOTO
JOKYMEHTa, TMOJMUCAHHOTO 3JEKTPOHHOW TMOJIUCHI0, B COOTBETCTBUU C
npuioxxkeHueM Ne 2 k IlpaBuiiam peructparuu JeKapCTBEHHBIX CPEJICTB, a
TaKKe JOKYMEHTHl (WJIM DSJIEKTPOHHBIE JTOKYMEHTHI), IOJATBEPKIAIOIINE
oruiaty cOopa (TOIUIMHBI) 3a BHECEHHWE W3MEHEHHUH B CIIydasx U TOPSIKE,
YCTAHOBJICHHBIX B COOTBETCTBUM C 3aKOHOJATEIHLCTBOM TOCYIAapCTB-
YJICHOB.;

21)B abzame BTOpoM mnyHKTa 3.2.2 u nyHkre 3.2.3 cioBa
«30 xaJleHIapHBIX JHEW» 3aMEHUTH clioBaMU «20 pabodyux THEIY;

22)B abOz3ane TperhbeM nyHKTa 3.2.4 cinoBa «90 KalleHTapHBIX THEH»
3aMEHUTH ciioBaMu «6(0 pabouux gHEN»;

23)B nynktax 3.2.6 u 3.2.8 cinoBa «30 KaJeHAApHBIX JTHEW» 3aMEHUTH
cinoBamMu «20 pabouux JHEN»;

24)B mynkTe 3.3.1:

a03all MePBBIN U3JI0OKUTDH B CICAYIONIEH peaKIuu:

«3.3.1. 3agBuTENP  MPEACTABISIET B  YNOJHOMOYEHHBIM  OpraH
(KCHEpTHYIO OpraHu3aiuilo) pepepeHTHOro TrocydapcTBa 3asBICHHE Ha

BHECEHHE H3MEHEHUM Ha 6YM2DKHOM HOCHUTCJIC WJIM B BHAC JJICKTPOHHOTIO
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JTOKYMEHTA, MOAMUCAHHOTO JJIEKTPOHHOW MOANUCHIO, B COOTBETCTBUHU C
npuwioxenueM Ne 2 k [IpaBunam peructpanuu JIEKApCTBEHHBIX CPENCTB,
JOKYMEHTBHI (MJIM SJEKTPOHHBIE JTOKYMEHTHI), MOATBEPKIAIOIINE OIUIaTy
coopa (MOUUIMHBI) 32 BHECEHHE HW3MEHEHUW B CiIy4yasx U TMOPSJKE,
YCTAHOBJICHHBIX B COOTBETCTBUU C 3aKOHOJATEIBLCTBOM T'OCYJIapCTBA-UJICHA,
JI0ChE HA U3MEHEHUE, COJIEPIKAILIEE JIIEMEHTBI, YKAa3aHHBIE B JOMOJHEHUU [V
npuitoxenuss Ne 19 x IlpaBunaMm peructpanuu JIEKapCTBEHHBIX CPEACTB, B
BH/JIE DJIEKTPOHHBIX TOKYMEHTOB.»;

JOTIOJIHUTD a03allaMu CJIEIYIONIEr0 COAEP KAHUS:

«He tpebyeTtcst mpeaocTaBieHre 00pas3ios, ClieuPUIECKUX PEeareHToB
U JPYTUX MaTepuajioB NPU HEBO3MOYKHOCTHM NPOBEICHUS HCIBITAHUNA B
AKCIIEPTHON OPTraHU3aIMU BCIIEICTBUE:

TPYIHOJOCTYITHOCTH  O0pa3loB  JIEKAPCTBEHHBIX  IPENapaTos,
CTaHAAPTHBIX 00pa3OB, CeUPUUECKUX PEareHTOB W JAPYTHX MaTEpPHUAIOB
(B TOM 4yucie, TMpU HUX OTHECEHHMHM K Kareropun op¢aHHBIX,
BBICOKOTEXHOJIOTUYECKUX,  paJuo(apMalleBTUYECKUX,  HAPKOTHUUYECKUX,
MICUXOTPOIHBIX WM MPEIHA3HAYCHHBIX ISl JICYECHHS BBICOKO3aTPATHBIX
HO30JIOTUH BCIEACTBUE UX BBICOKOW CTOUMOCTH);

HEBO3MOKHOCTH COOJIIOJICHUS YCJIOBUM TPAHCIMOPTUPOBKHU YKa3aHHBIX
00pas31ioB Ha TEPPUTOPHUIO TOCYIAPCTBA-UJICHA U (UJIM) UX XPAHEHUS;

OTCYTCTBHUSI CHEHHUAIBHOTO OOOPY/IOBAHUSI U PACXOJHBIX MaTEpUATIOB
B OKCIIEPTHOM OpPTaHU3allNH;

U JApPYTMX TPUYUH 1O PEIICHUI0 YIOJHOMOYEHHOTO OpraHa
(3KCIepTHOM  opraHu3aluu) TNpU  BO3HUKHOBEHUHM  OOCTOSATEIHCTB
HEMPEOI0IMMOM CHIIbI WM OOCTOSATEIHCTB, HE3ABUCSIINX OT BOJIM CTOPOH, B
TOM YHCJI€ B CBSI3U C OCOOCHHOCTSMM MPOU3BOJICTBA U KOHTPOJISI KauecTBa

JICKApPpCTBCHHOTI'O IIPCIlapara.
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B ciyuasix, yka3zaHHBIX BBIIIE, JIJAOOPATOPHBIE UCIIBITAHUS MPOBOJATCS
B J1a0opaTopud KOHTPOJIA KadecTBa IPOU3BOJIUTENS JIEKAPCTBEHHOI'O
npenapata B NOPUCYTCTBUM MPEACTABUTENEH OSKCIIEPTHOW OpraHU3aluu
WIM B KOHTPAKTHOM Ja0OpaTOpUM, HUCIOJIB3YEMON MPOU3BOJUTEIEM, B
MPUCYTCTBUU MPEICTABUTENEN IKCIIEPTHON OPTaHU3ALINH.

B ciiyyasix HEBO3MOXHOCTU MPOBEICHUS Ja0OPATOPHBIX UCIBITAHUN B
7a0dopaTtopusix  MPOU3BOAMUTENS  WJIM  KOHTPAKTHBIX  J1abOpaTopusx,
UCIIOJIb3YEMBIX IPOU3ZBOAUTENEM (B YCIOBHUSX YIPO3bl BO3HUKHOBEHMS,
BO3HUKHOBEHMSI W JIUKBUAAIMU YPE3BbIUANHOW CUTyallud U (WIH) TpH
BO3HHKHOBEHHMH YIPO3bl paclpoCTpaHEeHUs 3a00J1€BaHus, IPEACTABISIONIECTO
OMAaCHOCTh JJIsl OKPYXAIOIINX, 3a00JICBAHUN U MOPAXKEHUS, MOJTYUYCHHBIX B
pe3yJibTaTe BO3JCUCTBHUS HEONArONPUSITHBIX MNPUPOJHBIX, XHUMUYECKUX,
OMOJIOTUYECKUX, PaJUAlUOHHBIX (HAaKTOPOB), MPU KOTOPBIX MPUCYTCTBUE
MPEACTABUTENS AKCIEPTHOM OPTaHU3ALMU HE MPEICTABISAETCS BO3MOKHBIM
WM TIPU APYTUX 0OCTOSATEIHCTBAX (HAIIPUMED, CBSI3aHHBIX C OCOOCHHOCTIMHU
MPOU3BOJICTBA M KOHTPOJISI KAueCTBa KOHKPETHOTO JIEKapCTBEHHOTO
mpenapara  KaTeropwii, YKa3aHHBIX BBIIIE, IO COIVIACOBAaHUIO C
YIOJHOMOYEHHBIM OpPraHoM (PKCIIEPTHOM OpraHu3alueil)) sKcrepTusa
KauecTBa IPOBOAUTCA HA OCHOBAaHUU JOKYMEHTAlMHA MPOU3BOAUTENS
(MpOTOKOJIOB aHaIM3a MPOU3BOJUTENS), B TOM YHCIE C HCIOJb30BaHUEM
CPEACTB  JUCTAHIIMOHHOTO  B3aWMOJICHCTBHS, BKJIOYAas ayJIUO- WIH
BUJICOCBSI3b. »;

25)B ab3aie TperbeM myHKTa 3.3.2 cioBa «90 KajdeHIApHBIX THEH»
3aMEHUTH cioBaMu «90 paboumnx JHEn»;

26)B nynkTte 3.3.3 cnoBa «60 KajneHIApPHBIX THEW» 3aMEHUTH CJIIOBAMU
«40 pabouux JgHEW»;

27)B nynkrax 3.3.4 u 3.3.5, cnoBa «90 kaJlleHIapHbBIX JHENH» 3aMEHUTh

cioBamMu «60 pabodux JHEN»;
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28)B abzane BTOopoM myHkTa 3.3.6 cioBa «90 KalleHHApHBIX HEW»
3aMEHUTH ciioBaMu «90 pabouux gHEN»;

29)B ab63aime Tperbem myHkTa 3.3.7 cinoBa «30 KajdeHIApPHBIX THEH»
3aMEHUTH cioBaMu «20 paboumnx THEn»;

30)B mynkre 4.1.2:

a03aie cepbMoOM clioBa «60 KaJleHIApHBIX JHEW» 3aMEHHUThH CIOBAMHU
«40 pabouux JgHEWN»;

B ab3a1ie BOCbMOM ciioBa «90 KaJleHIapHbIX JHEW» 3aMEHUTh CIIOBaMU
«60 pabouux gHEH»;

B abzane TpuHaauaroM cioBa «30 KaJleHAApHBIX JHEW» 3aMEHUTb
cinoBamMu «20 pabouyux AHENY;

31)B mynkre 4.2.1:

ab3are TperbeM cioBa «60 KaJdeHAApHBIX THEH» 3aMEHUTh CIOBAMHU
«40 pabouux gHEH»;

B aOzame uerBepToM cioBa «180 kajneHAapHBIX AHE» 3aMEHUTH
cinoBamu «120 pabouux aHEN»;

32)B abzamax JecaToM W JABEHajamaroM myHkta 4.2.2 croBa
«30 xaJleHIapHBIX JHEW» 3aMEHUTH ciioBaMU «20 pabodyux THEY;

33)noanyHKT «a» myHKTa 1 nomosiHeHus Il U3710XKUTH B CIEayronIen
peaKInu:

«a) U3MEHEHUs AaJMUHHUCTPATUBHOTO XapakTepa, OTHOCSIIMEeCS K
HAaVMEHOBAHMIO U KOHTAKTHBIM JaHHBIM:

JepKaTens PErUCTPALIMOHHOTO yA0CTOBEPEHUS, 3asiBUTENS,
peACTaBUTENS AepKaTeNsl PETUCTPALIMOHHOTO YAOCTOBEPEHUS U JIp.;

IPOU3BOAMUTENS] WM TOCTaBUIMKA JIIOOOTO HCXOJHOIO MaTepuala,
peaKkTHuBa, MPOMEXKYTOUYHOrO TPOAYKTa, AKTUBHOW (hapMaileBTUUECKOM

CY6CTaHHI/II/I, HCIIOJIb3YCMBIX B IIPOHCCCC IIPOU3BOACTBA JICKAPCTBCHHOI'O
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mpemnapara WA~ COJACPXKAIMXCS B JIGKAPCTBEHHOM  Ipemnapare,
MIPOM3BOIUTEINS JIEKAPCTBEHHOIO IIpernapara;

TpaHCep PEruCTPAIMOHHOTO YJAOCTOBEPEHHUS OT OJHOTO JIep KaTels
PETUCTPAIIMOHHOTO  yJOCTOBEPEHUS  JIPYTOMY  IOPUAUYECKOMY  JIUIY
(M3MEeHEeHUE JIepKaTelsd PETUCTPALIMOHHOTO YI0CTOBEPEHUS );»;

34)B nonojHeHUU V:

MpeJIoKeHUe TepBoe ab3ala ABajalaThb BTOPOTO M3JIO0XKWUTh B
cienyromied pepakuuu: «Eciu u3MeHeHue TpelOyeT mepecMoTpa oOIei
XapaKTEPUCTUKH JIEKAPCTBEHHOTO TIperapara, MapKUPOBKU M (WJIK) JIMCTKa-
BKJIa/IbIIIIa MAKETOB YIAKOBKH JICKAPCTBEHHOTO Tpemnapara (00beIuHSIEMbIX
MoHsATHEM «uHpOpMalusl O JIEKapCTBEHHOM mpemapare») u  (WIN)
HOPMATUBHOTO  JIOKYMEHTa TI0  KauecTBy, 3TO  OOCTOSTEIbCTBO
paccMaTpUBaeTCs KaK 4aCTh TAKOTO U3MECHEHUS.»;

noapaznen A.l pazgena A TaOauIBl W3JIOKWUTH B CICAYHOUICH

peIaKIu:

« | A.1. I3meHeHue aepxarens Heo6xoaumeie | JlokymenTs! u | [Ipouenypa
PETUCTPALIIOHHOTO YJOCTOBEPEHMSI YCIIOBHUS JIAHHBIE

a) MI3ameHeHne Ha3BaHus U (UJTK) ajipeca 1 1,3 [Any
JepIKaTelss PETUCTPALMOHHOTO
YIIOCTOBEPEHHSI

6) Tpancdep perucTparmoOHHOTO 2 1,2,3,4 [Any
YIIOCTOBEPEHUS OT OJTHOTO JIePKATEISI
PETUCTPAITIOHHOTO yIOCTOBEPEHHUSI
JpyromMy IOpUIUIECKOMY JIAIY

YcnoBus

1.lepxatenb pETUCTPAIMOHHOTO YAOCTOBEPEHHUS JOJDKEH OCTaBaThCs TEM IKe
IOPUIUYECKUM JIULIOM.

2.lepxkarenb PETUCTPAIMOHHOTO YIOCTOBEPEHUS SIBISETCS JPYTUM IOPUIUYCCKAM
JIMIIOM.

JloxymeHTanus

1. Komust gOKyMeHTa, BBIIAHHOTO COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM OPTaHOM
CTpaHbl  PEruCTpallMM  IOPUAMYECKOTO JUIA JEep)Kareiass  PErucTpaliMoOHHOIO
yA0CTOBEpEHUs (HaIpuMeEpP, HAJIOTOBOTO OpraHa), B KOTOPOM yKa3aHO HaWMEHOBAaHHE
U aJjpec IOPUIUYECKOro JIMIa HOBOTO JAepKaTelsl pETUCTPALMOHHOTO YAOCTOBEPEHUS.
2. JlokymeHTBbI, OOOCHOBBIBAIOIIME TpaHChEpP PETUCTPAIMOHHOTO YIOCTOBEPECHUS
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(ymoctoBepeHuil) M  TMOATBEPXKAAIOIIME  BO3MOXXHOCTb  HOBOT'O  JiepiKaTels
PETHCTPAIIIOHHOTO YAOCTOBEPEHUSI OOECIeunBaTh HAJJIC)KAIEe BBHIIIOJIHEHHE BCEX
00513aHHOCTEH IepKaTeNst peruCTPALIMOHHOTO YO0CTOBEPEHUS;

KOIHS JIOKYMEHTA, MOATBEPKAAIONIET0 TpaHC(hEp PEruCTPAMOHHOTO YAOCTOBEPEHHUS
OT OJTHOTO IOPUINYECKOTO JIHIIA APYTrOMY IOPUANYECKOMY JIHILY;

NepecMOTpPEeHHast  KpaTKas XapaKTepUCTHKAa CHCTEeMbl (papMakoHam3opa  WIH
NEPEeCMOTPEHHBIH MacTep-(aiiin cuctembl (apMakoOHAI30pa, €CIM OH BKIIOYEH B
PETHCTPAIIIOHHOE JOCHE;

CBelleHUsI 00 OpraHu3allid, OTBETCTBEHHOW 3a paboTy ¢ pekiamMalusMU B
EBpa3uniickoM 3KOHOMUYECKOM COIO3€.

3. IlepecMoTpeHHast B COOTBETCTBYIOIIUX paszzenax MHGOpMaIHs O JEKapCTBEHHOM
npenapare, HOpMaTUBHBIN JOKYMEHT 10 Ka4eCTBY.

4. IOKyMEeHT (IOKyMEHTBI) TpEACTaBICHHBIC IOPUIUYECKAM JIULOM, KOTOPOMY
neperaroTcs  MOJHOMOYMS — Jiep)KaTelsl  PEeruCTPAllMOHHOTO  YIOCTOBEPEHHS,
NOJATBEPXKIAIONIMKA  OTCYTCTBHE HW3MEHEHMH B HMH(DOpPMAUM O JIEKapCTBEHHOM
npenapare, He OTHOCAIINXCA K TpaHC(hepy PeruCTPAIlHOHHOTO yJOCTOBEPEHHSL. »;

35) nmoapasznen A.l pazgena A TaOGiuibl aomnojHeHUs VI HU3I0XKHUTh

B CJICJTYIOIIEH peIaKIInu:

« |A.1 U3meHeHune nepxxarens | Heooxonumeie | Jlokymentst | [Ipouemypa
PEruCTPaIiOHHOTO YAOCTOBEPEHUS yCIIOBUS U JaHHbIE
N3meHenune Ha3BaHus U (W) aapeca 1 1,3 [Any
JiepKaTeNs perucTparuoHHOTO
YIIOCTOBEPEHUS
Tpancdep perucTparioHHOTO 2 1,2,3,4 [Any
YIIOCTOBEPEHUS OT OJITHOTO JIEPKaTEINsI
JIPYroMY IOpUIUYECKOMY JIUILY

YcnoBus

1. lep>xatens pErucTpaliMOHHOTO YIOCTOBEPEHHS JOJDKEH OCTaBaThCsl TEM JKe
IOPUINYECKUM JIULIOM.

2. Jlepkatenb PErHCTPAIIMOHHOTO YAOCTOBEPEHUS SIBISETCS APYTHM IOPUIUYCCKAM
JIALIOM.

JloxyMeHTanus

1. Komust goKyMeHTa, BBIJAHHOTO COOTBETCTBYIONIUM YIIOJHOMOUYCHHBIM OpPTaHOM
CTpaHbl  PEruCTpallMM  IOPUAMYECKOTO  JHIa Jep)KaTelss PEerucTpalioOHHOTO
yA0CTOBEpeHUs (HarpuMep, HaJIOTOBOTO OpraHa), B KOTOPOM yKa3aHO HaWuMEHOBaHHE
U aJpec IOPUIUYECKOro JIMIa HOBOTO JAepKaTelsl pETUCTPALMOHHOTO YAOCTOBEPEHUS.
2. JlokymeHTbI, 00OCHOBBIBAIONHE TpaHC(hEpP PETUCTPAIMOHHOTO YIOCTOBEPEHHS M
MOATBEPKIAIOIIINE BO3MOKHOCTh HOBOTO  JepKareiass  PEerucTparioHHOTO
YAOCTOBEpEHUs OO0eCreynBaTh HaJIeXkKallee BBIMOJHEHUE BCEX OO0sS3aHHOCTEH
JIepIKaTensi PErUCTPAlMOHHOTO YIOCTOBEPEHHUS:

KOIHsI TOKYMEHTa, MOATBEPKIAIONMIET0 TpaHCchep PEerucTpallMOHHOTO YIOCTOBEPEHUS
OT OJHOTO IOPUAMYECKOTO JIUIIA IPYroMY IOPUIUYECKOMY JIHILY;

MEPECMOTPEHHAsT  KpaTKash XapaKTepUCTHKa CHCTeMbl (apMakoHaa3opa WU
MEPECMOTPEHHBIN MacTep-daiin cuctemMbl (papMakoHaA30pa, €CIM OH BKIIOYEH B
PErUCTPalIMOHHOE 10ChHE;
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CBelleHUsI 00 OpraHu3allud, OTBETCTBEHHOW 3a paboTy ¢ pekiamMalusMU B
EBpa3uniickoM 3KOHOMUYECKOM COIO3€.

3. IlepecMoTpeHHast B COOTBETCTBYIOLIUX paszzenax HH(GOpMaIHs O JEKaPCTBEHHOM
npernapare, HOpMaTUBHBIN TOKYMEHT 10 KaueCTBY.

4. IokyMeHT (IOKYMEHTBI) OT IOPUAUYECKOrO JIMIA, KOTOPOMY IIEpEIaroTCs
IIOJTHOMOUUS  JIep KaTesis PErucTPaliiOHHOIO  yIOCTOBEPEHHs], IOATBEPKAAOIIUI
OTCYTCTBHE UW3MEHEHMH B HH(pOpMAIMM O JIEKAPCTBEHHOM IpenapaTe, He
OTHOCALINXCS K TpaHc(epy perucTpalioHHOrO y10CTOBEPEHHUSL. »;

100. B mpunoxennu Ne 20 k ykazanubIM [ IpaBuiam:

a) B moanmyHkre 2.1.2:

a03allbl BTOPOM U TPETUI U3JI0KUTH B CIECIYIONIEH PEAAKIIUN:

«Ilpu BHeceHMM He3HAYMMOTO w3MeHeHus [A Tuma 3asBHUTEINb
OTHOBPEMEHHO  MPEJCTABISIET  BCEM  COOTBETCTBYIOIIMM  OpraHam
(3KCIIEpPTHBIM OpraHU3alMsM) 3asBJIE€HWE HA BHECEHHE W3MEHEHHI Ha
OyMa>KHOM HOCHUTEJE WJIA B BUJE 3JIEKTPOHHOIO JIOKYMEHTa, MOAMUCAHHOTO
AJIEKTPOHHOU TMOJIMUCHIO, B COOTBETCTBUU C MpuiioxkenueM Ne 2 k [IpaBunam
pEruCTpaliil  JIEKAPCTBEHHBIX CPEACTB, JMOKYMEHTHI (WJIM DJIEKTPOHHBIC
JIOKYMEHTBI), TOJTBEpPKJIaloNUe OIiaTy cOopa (MOUUIMHBI) 32 BHECEHHE
U3MEHEHUN B pa3Mepe U TMOpAJIKE, YCTAHOBJIEHHBIX B COOTBETCTBUM C
3aKOHOJIaT€TbCTBOM IOCYIaPCTB-YJICHOB.

3asBUTENIb TPEJCTABISAECT B YINOJIHOMOYEHHBIM OpraH (3KCIEpPTHYIO
opraHu3ainuio) pedepeHTHOr0 TOoCyJapcTBa JIOCb€ Ha  HU3MEHEHHUE
(yBegomiieHUE), COJEpIKalllee DSJIEMEHTHI, YKa3aHHble B JomojHeHuu [V
npwioxenus Ne 19 k IlpaBwiam peructpanuu JEKapCTBEHHBIX CPEJCTB,
B BUJIE DJIEKTPOHHBIX JJOKYMEHTOB.»;

B a03are msAToM cnoBa «30 KaJeHIAapHBIX THEW» 3aMEHUTh CIOBaMHU
«20 pabouux JgHEW»;

B a0zane mectoMm ciioBa «30-My KaJleHIApHOMY JIHIO» 3aMEHUTH
cioBamMu «20 paboueMy JHIO»;

B ab3aiie cenbMoM ciioBa « 180 KaneHAapHbBIX THEW» 3aMEHUTDH CIOBaMHU

«120 pabouux gHEN»;
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B a03alie J1eBsITOM clioBa «90 KalleHIapHBIX JHEW» 3aMEHUTH CIOBAMHU
«60 pabouux THEI»;

0)B noamynkre 2.1.3

a03allbl BTOPOW U TPETUH U3JI0KUTH B CIECIYIONIEH PEAAKIIUN:

«IIpy BHeceHMM HE3HAUMMOTO u3MeHeHus: [A Tuma 3asBUTENb
NPEJCTABISIET B YIOJHOMOYEHHBIA OpraH (SKCHEPTHYIO OpraHu3aluio)
3asBJICHE HA BHECEHHWE W3MEHEHHII Ha OyMa)XHOM HOCHUTENE WJIM B BHJIE
AJIEKTPOHHOIO JIOKYMEHTa, TMOJAMMCAHHOTO HJIEKTPOHHOM TMOANKCHIO, B
coOTBETCTBUU ¢ nmpuioxkenuem Ne 2 x [lpaBunam perucrtpaiuu
JIEKapCTBEHHBIX CPEJICTB; JOKYMEHTHl (WJIM DJIEKTPOHHBIE TOKYMEHTHI),
NOATBEPKIAIONINE OIIaTy cOopa (MOUUIMHBI) 3a BHECEHHE W3MEHEHUH B
pasmepe U MOpSJKE, YCTAHOBJIEHHBIX B COOTBETCTBUU C 3aKOHOJIATEIIHCTBOM
roCyAapCTB-UJIEHOB.

3asBUTENb TMPEJCTABISAECT B YINOJIHOMOYEHHBIM OpraH (3KCIEpPTHYIO
OpraHuzanuio) pedepeHTHOro rocyaapcTBa JOChe Ha  U3MEHEHHUE
(yBegomiieHUE), COJEpIKalllee DSJIEMEHTHI, YKa3aHHble B JoOmnojHeHuu [V
npuioxkenuss Ne 19 k IlpaBunam peructpanuu JICKAPCTBEHHBIX CPENCTB,
B BHUJE DJIEKTPOHHBIX JOKYMEHTOB. YTOJIHOMOYEHHBIH OpraH (dKCIepTHas
opraHuzanusi)  pedepeHTHOro  TrocyJapcTBa  MPOBOJUT  DKCIEPTHURY
He3HauuMmoro u3MeHeHusi IA tuma B Teuenue 20 pabouyux AHEN C AaThl
MOJTYYEHHS TAKOTO JOChE.»;

B a03alle 4eTBepTOM NyHKTa clioBa «30-My KaJeHJAApHOMY JTHIO»
3aMEHUTH ciioBaMH «20 pabouemy JHIOY;

B ab3ane msaToMm cinoBa «180 KameHIapHBIX JHEW» 3aMEHHUTh CIIOBAMHU
«120 pabouux gHEN»;

B a03alle ceIbMOM CO0Ba «ab3aljax MEepBOM M YETBEPTOM» 3aMEHUTH
CJIOBaMHU «ab3alax TPeTheM M IIeCTOM», cloBa «90 KaJaeHJApHBIX ITHEN»

3aMEHUTH clIoBaMu «60 pabouux JTHEI;
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B) B OAMYHKTE 2.2.2 myHKTa 2.2:

a03a1lbl BTOPOW U TPETUM U3JTI0KUTH B CIEIYIONICH peTaKIINU:

«IIpu BHeceHMM HE3HAUMMOro wu3MeHeHus [B Tuma 3asBUTENH
OJTHOBPEMEHHO  MPEACTABISIET  BCEM  COOTBETCTBYIOIIMM  OpraHam
(3KCHepTHBIM OpraHU3allMsAM) 3asBJICHHE Ha BHECEHHE M3MEHEHMH Ha
OyMa>XHOM HOCHUTEJIC WK B BUJI€ PJIEKTPOHHOTO JOKYMEHTA, MOJAMUCAHHOTO
AJIEKTPOHHOM MOAIKCHIO, B COOTBETCTBUU C mpuiiokeHrneMm Ne 2 k [TpaBuiam
perucTpaluy JICKApCTBEHHBIX CPEJICTB, JOKYMEHTHI (WM 3JICKTPOHHBIE
JIOKYMEHTBI), TOJTBEpPKIAl0IIMe OIIaTy cOopa (MOULIMHBI) 32 BHECECHHE
M3MEHEHU B Ciy4a€ M TOPSJKE, YCTAHOBJIEHHBIX B COOTBETCTBUU C
3aKOHOJATEIbCTBOM I'OCYJapCTB-YICHOB.

3asBUTENb MPEJCTABISET B YMNOJHOMOYEHHBIM OpraH (dKCHEPTHYIO
opraHm3zainui) pedepeHTHOro TOoCyJapcTBa JIOCh€ Ha  HM3MEHEHHUE
(yBenomiieHuUE), CoJIepIKaIllee JIEeMEHThI, IEPEUUCICHHbIE B MOMOoIHeHuH [V
npusioxkenuss Ne 19 k I[lpaBunam peructpanuu JIEKapCTBEHHBIX CPEJCTB,
B BUJIE DJICKTPOHHBIX JIOKYMEHTOB.»;

B a03alfax JIeBsITOM, JECSATOM U JABEHaJaToM ciioBa «30 KaleHIapHBIX
JTHEW» 3aMEHUTH cioBaMU «2(0 pabouux JHEN»;

B ab3arie yeThIpHAAIATOM clioBa «180 KajeHIapHBIX THEW» 3aMEHUTD
cinoBamu «120 pabouux AHEI»;

B a03are mectHaanaToM cioBa «90 kajneHJapHBIX JAHEN» 3aMEHUTH
cinoBamu «60 pabounx THEH»;

T') B MOJIMyHKTE 2.2.3:

a03a11bl BTOPOU U TPETUM M3JI0KUTH B CIICIYIONMICH pEeIaKIINU:

«ITpu BHeceHMM HE3HAUMMOro wu3MeHeHus [B Tuma 3asBuUTENH
OJTHOBPEMEHHO  MPEACTaBISET BCEM  COOTBETCTBYIOIIMM  OpraHam
(3KCHepTHBIM OpraHu3allMsAM) 3asBJICHHE Ha BHECEHHE M3MEHEHMH Ha

6YMa)KHOM HOCHUTCIIC WJIKN B BUAC JJICKTPOHHOT'O NOKYMCHTA, ITOAIIMCAHHOT'O
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AJIEKTPOHHOM TOJNMMUCHIO, B COOTBETCTBUU ¢ TIpuiiokeHneM Ne 2 k [IpaBuiiam
pErucTpaluu JICKAPCTBEHHBIX CPEJICTB, JOKYMEHTHI (WM 3JIEKTPOHHBIE
JIOKYMEHTBI), TOJTBEPKJIAI0IIMe OIjIaTy cOopa (MOULIMHBI) 32 BHECEHHE
U3MEHEHU B Ciy4ya€ M TOPSJKE, YCTAHOBJIEHHBIX B COOTBETCTBUU C
3aKOHOJATEIbCTBOM I'OCYAaPCTB-YICHOB.

3asBUTENb MPEJCTABISET B YMNOJHOMOYEHHBIM OpraH (dKCHEPTHYIO
opraHu3anuio) pedepeHTHOr0 TOoCyJapcTBa JIOCb€ Ha  HU3MEHEHUE
(yBenomiieHHUE), CoJIepIKaIlee JIEeMEHThI, IIEPEUUCICHHbIE B OMOoIHeHuH [V
npusioxkenuss Ne 19 k IlpaBunam peructpanuu JICKApCTBEHHBIX CPEJCTB,
B BUJIE JICKTPOHHBIX JOKYMEHTOB.»;

B a0Ozamax ISITOM, CEAbMOM, JIEBSITOM, OJMWHHAJLIATOM CJIOBa
«30 KajgeHIapHBIX THEH» 3aMEeHUTD clIoBaMH «20 pabouux JHEMN;

B a03are TpuHaAaToM ciioBa «180 KalleHHapHBIX JHEW» 3aMEHUTH
cinoBamu «120 pabouux maHEI»;

B a0zare maTHaaaToM ciioBa «90 KaleHAapHBIX JHEH» 3aMEHUTb
cinoBamu «60 pabounx THEH»;

1) ab3a1] BTOpoil moAmyHkTa 2.3.1 U3I0XKUTH B CIAEAYIOLIEH PEIaKIUn:

«3asiBUTENIb TIPEJCTABIISIET B YIOJIHOMOYEHHBINM OpraH (3KCHEPTHYIO
opraHu3aiui) pedepeHTHOro TocyJapcTBa 3asBICHHE O BHECEHUU
U3MEHEHHM Ha OyMaXHOM HOCHUTEJIE WIM B BHJE JJICKTPOHHOTO
JTOKYMEHTA, MOAMUCAHHOTO JJIEKTPOHHOW MOANUCHIO, B COOTBETCTBUHU C
npwioxxenneM Ne 2 x IlpaBunam perucrpanyu JIEKAQpCTBEHHBIX CPEICTB,
JTOKYMEHTBI (WMJIM JJIEKTPOHHBIE JOKYMEHTHI), MOATBEPKIAIONINE OIIaTy
coopa (TMONUIMHBI) 3a BHECEHHWE U3MEHEHMM B Clydae U TOPSIKE,
YCTAHOBJIEHHBIX  3aKOHOJATEJIbCTBOM  TIOCYJapCTBa-4j€Ha, JIOChE Ha
U3MEHEHHUE, COJEep)Kallee »dJIEMEHThbl, YKa3aHHble B JONOoJHeHuu [V
npuitoxenuss Ne 19 x IlpaBunaMm peructpanuu JIEKapCTBEHHBIX CPEACTB, B

BHUAC SJICKTPOHHBIX TOKYMCHTOB.)»,
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€) B HOAIMYHKTE 2.3.2:

a03a1] BTOPOU U3JI0KUTH B CIEIYIONIEH pelaKInu:

«3agBUTENb MPEACTABISET B YNOJHOMOYEHHBIM OpraH (dKCIEPTHYIO
OpraHu3aluio) pePepeHTHOro TroCylapcTBa 3asBICHUE O BHECEHUU
U3MEHEHH Ha OyMaXXHOM HOCHUTEJIE WJIM B BHJIE JJIEKTPOHHOTO
JOKYMEHTa, TMOJMUCAHHOTO 3JEKTPOHHOW MOJIUCHI0, B COOTBETCTBUU C
npuioxenueM Ne 2 k [lpaBuiiam peructpanuu JI€KapCTBEHHBIX CPEJICTB,
JOKYMEHTBHI (MJIM SJEKTPOHHBIE JTOKYMEHTHI), MOATBEPKIAIOIINE OIUIaTy
coopa (MONUIMHBI) 3a BHECEHHE W3MEHEHUW B Cclydae U TOPSIKE,
YCTAaHOBJICHHBIX  3aKOHOJATEIbCTBOM  TIOCYJapCTBa-wieHa; JOChe Ha
U3MEHEHUE, COJIep)KAllee »JJIEMEHThI, YKa3aHHble B noAnyHkre 2.3.1
Hacrosiero [punoxxenus, B BUJE A1EKTPOHHBIX JOKYMEHTOB.;

B a03arle mecTtoMm cioBa «60 KaleHAapHBIX JHEH» 3aMEHUThH CIOBaMU
«40 pabouux gHEH»;

B ab3arie cebMoM ciioBa «90 KaJleHIapHbIX JHEH» 3aMEHUTh CIIOBaMU
«60 pabouux THEI»;

B ab3a1ie BOCbMOM ciioBa «90 KaJleHapHbIX JHEN» 3aMEHUThH CIOBaMHU
«90 pabouux gHEH»;

) B IOJIMYHKTE 2.3.3:

B ab3ane TperbeM cioBa «20 KalleHJapHOTO JHS» 3aMEHHUTh CIIOBAMHU
«20 pabouero aHs»;

B a03aile yeTBepToM cioBa 90 KaleHIapHbBIX JTHEW» 3aMEHUTh CJIOBAMHU
«90 pabouux gHEH»;

B MPEIJIOKEHHUSIX IEepBOM M BTOpOM al3alla cenbpMoro, aodszaiie
TpuHaguaToMm cioBa «30 KaJleHJApHBIX JHEH» 3aMEHUTh CIOBaMHU
«20 pabouux JgHEW»;

3) B a03amax TpeTheM, CEeAbMOM M JECATOM MOyHKTa 3.3 clioBa

«30 xalleHIapHBIX JHEW» 3aMEHUTH ciioBaMU «20 pabodyux THEI»;
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1)B NOAMYHKTE 2.3.4:

a03a1] BTOPOU U3JI0KUTh B CIEIYIONIEH peTaKInu:

«3agBUTENb MPEACTABISET B YNOJHOMOYEHHBIM OpraH (dKCIEPTHYIO
OpraHu3aluio) pePepeHTHOro TOoCyAapcTBa 3asBJICHHE HAa BHECEHUE
U3MEHECHH Ha OyMa)XXHOM HOCHUTEJIE WJIM B BHJIE JJIEKTPOHHOTO
JOKYMEHTa, TMOJMUCAHHOTO 3JEKTPOHHOW MOJIUCHI0, B COOTBETCTBUU C
npuioxenueM Ne 2 k [lpaBuiiam peructpanuu JI€KapCTBEHHBIX CPEJICTB,
JOKYMEHTBHI (MJIM SJEKTPOHHBIE JTOKYMEHTHI), MOATBEPKIAIOIINE OIUIaTy
coopa (MOUUIMHBI) 32 BHECEHHE HW3MEHEHUNW B pa3Mepe U TMOPSIKE,
YCTAaHOBJICHHBIX B COOTBETCTBUU C 3aKOHOJATEIILCTBOM T'OCYAapCTB-YJIECHOB,
JOCh€ Ha  u3MeHeHue  (yBEJAOMIICHHE),  COJEpKalllee  JJIEMEHTHI,
nepeuncieHuble B noAanyHkre 2.3.1 Hacrtosimero I[lpwiioxkeHus, B BHUIE
ANEKTPOHHBIX JOKYMEHTOB.);

B a03are msAToM cnoBa «90 KaJeHJapHBIX THEW» 3aMEHUTH CIOBaMHU
«90 pabouux gHEH»;

B ab3ale cebMOM clioBa «6(0 KaJleHIapHBIX JTHEN» 3aMEHUTh CJIOBAMHU
«40 pabouux JgHEW»;

B ab3a1ie BOCbMOM ciioBa «90 KaJleHIapHbIX JHEW» 3aMEHUTh CIIOBaMU
«60 pabouux gHEH»;

B ab3aiie necstoMm ciioBa «90 KaJeHIApHBIX JHE» 3aMEHUTH CIIOBAMHU
«90 pabouux THEI»;

K) B MOJIMyHKTE 2.3.5:

B ab3ale yeTBepTOM clioBa «60 KaleHJapHBIX JHEH» 3aMEHUTH
cinoBamu «40 pabouux JHEN»;

B abO3ane mectoM «30 KaJleHIapHBIX JHEW» 3aMEHUTh CIOBAMHU
«20 pabouux JgHEW»;

J71) B MOJIMYHKTE 3.2:
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B a03aile mATOM cioBa «6(0 KaJIeHAApHBIX JIHE» 3aMEHUTHh CIOBaAMHU
«40 paboumx gHeW», ciaoBa «90 KaleHJApPHBIX JIHEI» 3aMEHUTH CIOBAMHU
«60 pabouux gHEH»;

B ab3arie celbMoM ciioBa «90 KalleHIapHbIX JHEH» 3aMEHUTh CIIOBaMU
«90 pabouux THEI»;

B a03aile BochMOoM cioBa «30 win 60 KaneHJapHBIX JHEW» 3aMEHUTH
cinoBamu «20 niu 40 pabouux JHEN»;

M) 0 TeKCTy nmoanyHkTa 3.3 cioBa «30 KajgeHJapHbIX JHEI» 3aMEHUTD
cinoBamMu «20 pabouux JHEN».

101. B mpunoxennu Ne 24 x ykazanubiM [ IpaBuiam:

a)B myHkte 1.3.1 pasnena III crnoBa «JieKapCTBEHHBIX MpenapaToB U
oO0l11Ieil XapaKTEPUCTUKU JIEKAPCTBEHHBIX IPENAPATOB» 3aMEHUTH CJIOBAMHU
«JIEKapCTBEHHOTO Tpenapara M oOOIIeld XapaKTEpUCTUKHU JIEKapCTBEHHOTO
npenaparay;

0)B nogpaznene 1.4.1:

B a03aiie BTOpoM ciioBa «40 KaJleHJAapHBIX JHEW» 3aMEHUTH CIOBAMHU
«30 pabouux IHEI»;

B a03alax TpPEeTheM M YETBEPTOM CJIOBA «25 KaJCHAAPHBIX JTHEM»
3aMEHUTH cIoBaMU «19 pabounx mHen»;

B) B rioapasznene 1.4.2:

a03all MEePBBII U3JIOKUTH B CICAYIONIEH peAaKIUu:

«3asiBUTEIIb OJTHOBPEMEHHO MPEACTABISIECT YIIOJHOMOYEHHBIM OpraHaM
(3KCMEPTHBIM OpPraHU3ALMAM) TOCYIApCTB MPU3HAHUS 3asBJIEHUE O BHECEHUU
U3MEHEHUN B COCTaB PETUCTPAIIMOHHOTO JOChE BAKIUH JJIs1 MPO(UIAKTUKA
rpumnmna Ha OyMa)XHOM HOCHUTEJE€ WJIM B BHJIE DJIEKTPOHHOTO JIOKYMEHTA,
MOJNKUCAHHOTO JJEKTPOHHOW TMOJNMUCHIO, COTJIACHO TMPWIIOKEHUI0 Ne 2
Kk  [IpaBunawm; JOKYMEHTBl  (WJIM  DJICKTPOHHBIE  JIOKYMEHTHI),

IMOATBCPIKAAOIIUC OIlIATY c60pa (l'IOI]_IJ'II/IHBI) 3a BHECCHME HM3MCHCHHUU B
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PETUCTPALIMOHHOE JI0ChE BAKIMH sl MPO(UIAKTUKU TPUMIA B CIydasxX U
MOPSAJIKE, YCTAHOBIICHHBIX B COOTBETCTBHUM C 3aKOHOJATEICTBOM T'OCYIapCTB
MIPU3HAHUA.Y;

B a0zare dyeTBepToM clioBa «40 KajmeHIapHBIX JHEH» 3aMEHUTH
cioBaMu «27 pabo4yux JHEN»;

B a03alle MSATOM CJoBa «25 KaJ€HJApHBIX JHEH» 3aMEHUTh CIIOBaAMU
«17 pabouux gHEWN»;

B a03arax YeThIPHAAIATOM U MATHAAIATOM ciioBa «10 KaleHZapHBIX
JTHEW» 3aMEHUTH CJIOBaMHU «7 paboUuuX JHEN;

102. JonoaHuTth npuiioxeHus MU Ne 25 — 27 caeayromero coaep>katusi:

«ITPNJIOXKEHUE Ne 25

K IIpaBuiiam perucrpanuu u
DKCIIEPTHU3bI JIEKAPCTBEHHBIX CPECTB
IUI. MEULIUHCKOTO IPUMEHEHUS

IIpouenypsol, KpuTepuu U TPeOOBAHUS
K PerucTpanym JeKapCTBEHHbIX MPENnapaToB B COOTBETCTBHUH C
noapaszaesiom VILII paszaena VII [IpaBui perucTpauum v 3KCIEPTU3bI
JIEKAPCTBEHHBIX CPEACTB IJISl MEAUIIMHCKOT0 IPUMEHEeHU S

1. OO01me monoKeHus

B paznene 11 ywactu Il npunoxxenust Ne 1 x [IpaBuiiam perucrpanuu u
DKCIIEPTU3bl JIEKAPCTBEHHBIX CPEACTB I MEIULMHCKOTO IPUMEHEHUS,
yTBepxkAeHHBIM Pemennem CoBeta EBpasuiickori 3KOHOMUYECKON KOMUCCUH
To 3 wHosOps 2016 r. No 78 (manee — IlpaBuna) ykazaHo, 4YTO
PETUCTPAIMOHHOE  YJIOCTOBEPEHHUE JIEKAPCTBEHHOT'O Ipemapara MOKET
BbIABaThCd IPU  YCIOBUU  BBIMIOJIHEHHS  OMNPEACICHHBIX  OCOOBIX
0053aTEeNbCTB, B CIIy4ae €CJIM 3asBUTENIb MOXKET MOATBEPAUTH (0OOCHOBATH),

YTO HEBO3MOKHO IIPEJOCTABUTH IOJHBIC JaHHbIE 00 A(PHEKTUBHOCTH U
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0€30IMacCHOCTH JIEKAPCTBEHHOr'O IIpernapara Npu OOBIYHBIX YCIOBUSIX €ro
MPUMEHEHUS 110 OJHOM U3 CIEIYIOMINX MPUYHH:

MOKa3aHUsi K TNPUMEHEHUIO0, MO0 KOTOPBIM MpEIJIaraeTcs MPUMEHSTH
JIEKapCTBEHHBIN MpENapar, BCTPEUAIOTCS HACTOJIBKO PEAKO, YTO 3asBUTEIb
OOOCHOBaHHO  HE€  MOXET  OXHUJaTh  [OJYy4YEHUS  BCECTOPOHHETO
MOJATBEPKIACHUS  JOKa3aTelabCTB  A(PhEeKTUBHOCTM W 0€30IacCHOCTH
JIEKApCTBEHHOIO Mpernapara;

OpyU  TEKYIIeM COCTOSHMM HAay4YHBIX 3HAaHUW HE MOXKET ObITh
npejcTaBlieHa ucuepnbiBaronias uHopmarus o0 3hPEKTUBHOCTH WIIH
0€30MacHOCTH JIEKapCTBEHHOTO Mpenapara;

noiayuenre uHpopmanuu 00 >(PPeKTUBHOCTH UM 0€30MaCHOCTH
JEKApCTBEHHOr0  Mpemapara OyJaeT MNPOTUBOPEYUTh  OOILICHPUHSITHIM
NPUHIUIIAM MEJIUIIMHCKOMN 3TUKHU.

VYkazaHHble 00s13aT€ICTBA MOTYT BKJIIOUATh CIEAYIOIINE TPeOOBaAHUS:

3asBUTEIb  JIOJDKEH  3aBEepIIUTh B CPOK,  YCTAaHOBJICHHBIN
YIOJIHOMOYEHHBIM OpPraHoM (SKCIIEPTHOW oOpraHuzaiuei) pedepeHTHOro
rocygapcrsa — wieHa EBpa3uiickoro 3KOHOMHYECKOTO COro3a (nanee —
rocyaapctBa-uiieHbl, Co103), ONMpEeACICHHYI0 MPOrpaMMy HMCCIIETOBaHUN IO
6e3onacHOCTH WK 3G (HEKTUBHOCTHU JIEKAPCTBEHHOTO MIpenapara, pe3yJbTaThl
KOTOPO MO3BOJISIIOT MPOBECTH MOBTOPHYIO OIIEHKY COOTHOIICHUS «I0JIb3a —
PHUCK»;

paccMaTpUBaEeMbIl JICKAPCTBEHHBIN TMpernaparT MOXKET OTITYyCKaThCs
TOJIBKO TIO PELEeNTy U MPUMEHSATHCS B OMPEACIICHHBIX CIy4asix, TOJbKO MOJ
CTPOTUM  MEIUIMHCKUM HaOMIOJeHUEM (BO3MOXHO B  CTallMOHApe),
a B ciyyae paauodapmalieBTUYECKUX IMpenapaToB — IOJ HaOII0ACHUEM
MMEIOILIETO COOTBETCTBYIOIIEE PAa3pEIICHHE JINLA;

WHCTPYKIIUS IO MEIUIIMHCKOMY MPUMEHEHHUIO, 00I[asi XapaKTepUCTUKA

JICKAPCTBCHHOTO IIpCIlapara, PCrUCTPAIUMOHHOC YIAOCTOBCPCHHC U JTro0ast
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MeIUIMHCKass WHGOpMaIUsl JOJKHBI COJIEp>KaTh OOpalieHue, KOTOpOe
MPUBJICKAET BHUMAaHUE MEIUIMHCKOTO pPabOTHUKA K TOoMy (DaKkTy, dYTO
UMEIOIIMECS JaHHBIE O PacCMAaTPUBAEMOM JIEKAPCTBEHHOM IIpENapare
SBJISIFOTCS. HEJAOCTAaTOYHBIMM B YacTH MOATBEPKICHHS OINPEICIECHHBIX
acnekToB A(hPEKTUBHOCTH WIIK 0€30MACHOCTH JICKAPCTBEHHOTO Mpernapara.

IIpu perucrpanum JIEKApCTBEHHOTO IIpenapara B COOTBETCTBUU C
MPOLIENYPON PETUCTPALMH JIEKAPCTBEHHOTO MpPEnapara B MCKIHOUYUTEIbHBIX
ClIy4asX HapaBHE C OTYETAMU O MPOBEICHHBIX KIMHUYECKUX UCCIEIOBAHUSIX,
yKa3aHHbIX B MyHKTe 36 [IpaBui, OT4ETHI O BCEX MPOBENECHHBIX KIMHUYECKUX
UCCIIETOBAHUSX, BKIIFOUEHHBIE B COCTAB MOJYJS 5 PETHCTPAIMOHHOIO JOChE,
BHE 3aBUCUMOCTH OT CTPaHbl UX MPOBEICHUS PACCMATPUBAIOTCS B MPOLIECCE
skcnepTusbl. [Ipy HEOOXOAMMOCTH YIOJTHOMOYEHHBIM OPTraHOM (PKCIEPTHOM
opraHuzanueil) pe@epeHTHOro TrocyaapcTBa MOKET OBbITh HWHUIMHPOBAHO
MPOBEJICHHE WHCIEKINHA KIMHUYECKOTO HCCIECIOBAHUS HAa COOTBETCTBHE
TpeboBanusaM [IpaBun HajIexalein KIMHUYECKON MpakTUKU EBpasuiickoro
PKOHOMHUYECKOr0 CO0103a, yTBepkAcHHbIX Pemennem Cosera EBpasuiickon
AKOHOMHUYECKOU KOMHUCCUHU OT 3 HOs10pst 2016 1. Ne 79.

Hacrosinee npuioKeHUE ONMUCHIBAET NMPOLEAYPY U HAYUHYIO OLIEHKY
OCHOBAaHMM M YCJIOBHM [JII OCYIIECTBICHHUS PETUCTPALMU JIEKAPCTBEHHBIX
MPENAapaToB B HMCKIKOYUTEIBHBIX CIY4YasiX M COJEPKUT COOTBETCTBYIOIIHE
YKa3aHUA.

OnucaHHas mpouenypa MPUMEHSETCA K 3asBICHUSM Ha PETHCTPALIHIO
JIEKAPCTBEHHBIX MPENapaToB JIs MEAULIHMHCKOTO MPUMEHEHUS, BXOASIIUX

B chepy npumenenus [Ipapui.

2. CnenmanbHbIe IPOIEayphl (00513aTENIHCTBA)

B coorserctBuum ¢ myHktom 120! IlpaBmm, —permcrpanms

JICKapCTBCHHOI'O IIpfliapara B HCKIKOYHUTCIIbHBIX CIIyUasaX OCYHICCTBIIACTCA
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P BBITIOJHEHUH 3aiBUTEIIEM OIPEJICICHHBIX YCIOBUM. Y Ka3aHHBIN MyHKT, B
YaCTHOCTH,  KacaeTcs  0e30MacHOCTH  JIEKQpCTBEHHOrO  Ipemnapara,
YBEJOMJICHHE YTOJHOMOYEHHBIX OpPraHOB (PKCIEPTHBIX OpraHU3aIMil)
roCyJapCTB-4JIEHOB O JIOOOM HMHIUACHTE B CBSI3M C €ro MPUMEHEHHUEM U
IIpUHUMAaeMbIe Mepbl. HacTosiee npunokeHrne HEMOCPEACTBEHHO CBA3aHO C
[IpaBunamu  Hajjiexaiien npakTuku ¢dapmakoHaazopa EBpasuiickoro
PKOHOMHUYECKOTO COK03a, yTBepxkaAeHHbIMU Pemennem CoBera EBpasuiickoi
PKOHOMHUYECKOM Komuccuu OT 3 Hosa0ps 2016 r. Ne 87, kortopsie
yCTaHaBIWBAIOT pa3Hble BUIbI (PapMaKOHAI30pPHOM IEATEIBLHOCTH U MEp,
IIPEBEHTUBHO HAIIPABIICHHBIX HA BBISBICHHE, YCTAHOBIICHUE XapaKTEPUCTUK
PUCKOB M TPEAOTBPAIICHUE WM MHUHUMH3AIUIO PUCKOB, CBSI3aHHBIX C
JIEKApCTBEHHBIMH MpernapaTaMu.

B coorBerctBum ¢ paszpenom 11 wactu Il mpunoxenus Ne 1 «k
[IpaBunam ocoOble 00A3aTENBCTBA MOTYT BKJIIOYATh B CEOSI:

IporpaMMmy HCCIIEIOBAaHUI JIEKAPCTBEHHOT'O MIPENapara;

YCJIOBUS HA3HAUCHUS UJIU BBEJICHUS JIEKAPCTBEHHOTO MPEIapara;

00S13aHHOCTH IO YBEJOMJICHUIO YIIOJHOMOYEHHBIX OPTraHoOB;

O0SI3aHHOCTM 1O H3MEHEHHIO HHQPOpMALMK O JIEKAPCTBEHHOM

npenapare.

3. [Ipenocrapisiemasi TOKyMEHTAIIHS

Ecnu 3asBUTENb CUMTAET, 4YTO JOJDKHBI MPUMEHSTHCS OCHOBAHUS
perucTpanuu JICKApCTBEHHOTO Mpernapara B UCKIIOYUTEIbHBIX CIIy4yasX, OH
0o0si3aH yKa3aTh TakKyl0 HHGOpPMalMI0 B 3asBICHUU O PETUCTPALUU
JIEKaApCTBEHHOr'0 TIpernapara corjacHo mnpuiioxkeHuto Ne 2 k IlpaBwiam u
MpeJCTaBUTh CBOe  oO0ocHOBaHMe B  pazaene 1.8.2 wmomyna 1

PETHCTPAITMOHHOTO J0ChE, CoJIeprKallee CICTYIOIIY0 HH(pOpMAaITHIO:
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a) yKazaHHe, 9TO 3asBUTEIb CMOXKET J0Ka3aTh, YTO OH HE CIOCOOEH
MPEIOCTaBUTh MCUYEPIHIBAIOIINE JOKIMHUYECKUE VI KIMHUYECKHUE TaHHbBIC
o Oe3omacHOCTH U 3()PEKTUBHOCTH JIEKAPCTBEHHOI'O Mpernapara B 0OOBIYHBIX
YCIIOBUSIX IPUMEHEHMUS;

O)mepeueHb  JOKJIMHMYECKUX WM  KIMHUYECKUX  JaHHBIX 00
3 HEeKTUBHOCTH M OE30MaCHOCTH JICKAPCTBEHHOIO TIperapara;

B) apryMEHTAIUIO0 OCHOBAaHUM 0J100peHust perucrpanuu
JIEKapCTBEHHOTO MpernapaTa B UCKIIOYUTENbHBIX CITyYasx;

T') IPEJIOKEHHST KacaTeIbHO MOJPOOHBIX CBEICHUU O BBIMOJIHIEMBIX
0COOBIX  00s3aTenbcTBAX  (Mpouenypsl  obecredeHus  OE30IMacCHOCTH,
mporpaMMy  HCCIIEIOBAaHHS, YCIOBUS HAa3HAUCHUS WM IPUMEHEHUS,

MH(}OpPMaLKIO O JEKapCTBEHHOM IIperapare).

4. AprymeHTanusi OCHOBaHUW 0J00pEHUS perucTpaluu
JIEKapCTBEHHOTO MpernapaTa B UCKIIOYUTENbHBIX CITydasx

ApryMeHTanusi OCHOBaHUH OJI00OpEHHS] PETUCTpalluu JIEKAPCTBEHHOIO
mpenapara B UCKJIIOYUTENBHBIX  CIydasXx JOJDKHA  OomupaTrhCsd Ha
O0OBEKTUBHBIE, MPOBEPSIEMbIC TPUUUHBI.

B Cllyya€  HEBO3MOXHOCTHM  MPEAOCTABJICHHUS  3asBUTEJIEM
UCYEPIBIBAIOIINX  JOKJIMHUYECKUX WM  KIMHAYECKMX  JaHHBIX O
oezonmacHocT WM 3(Q(EKTUBHOCTH  JIGKAPCTBEHHOTO  Ipernapara
COOTBETCTBYIOIIMI pa3iesl 0030pa B COCTAaBE PErMCTPALMOHHOIO JIOChE
JIOJKEH OMMCHIBATh OCHOBaHKE (OCHOBaHUS) (B COOTBETCTBUU C pazjenom 11
npuioxenuss Ne 1 k IlpaBuwiam) TOoro, moueMmy 3asiBUTEIh HE CHOCOOEH
PEI0CTaBUTh TaKU€ JAHHBIE (MOKET MPUMEHSTHCS HECKOJIBKO OCHOBAHMIA).
B wmoayne 1 peructpalluoHHOTO JOChE€ JIEKAPCTBEHHOrO TIperapara

3asBUTENb O00s3aH MPEJOCTAaBUTh NOAPOOHYI0 AapryMEHTAIUI0, YTOOBI
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JI0Ka3aTh CYILIECTBOBAHUE TAaKUX OCHOBAaHUK, BMECTE C KPUTUYECKOMU

OLICHKOM TAKOW apryMEHTAIIUH.

HecmocoOHOCTE 3asBUTENS TPEAOCTABUTH NCUEPITHIBAIOIINE TAHHBIC
0 6e3omnacHocTy U 3 (PEKTUBHOCTH JIEKAPCTBEHHOTO Mpenapara
BCJIEACTBUE PEAKOCTH MTOKa3aHUs K €r0 MPUMEHEHUIO

AprymMmeHTarnus TOJIKHA YYHUTHIBATH MpUEMJIEMBbIC
AMUAEMHUOJIOTHIECKHE JO0KA3aTehCTBA KOJWYECTBEHHOW XapaKTEPUCTHKU
HU3KOM YacTOTHI PacHpOCTPaHEHHOCTH (OOJE3HEHHOCTH, MOPOUTHOCTH)
JAHHOTO 3a00JeBaHUsl (COCTOSIHUS) BO BCEM MHPE, a TAKKE KOJUUYECTBEHHYIO
OLICHKY pa3Mepa TNOMyJALHUH, KOTOpas MOXET OBbITh JOCTylmHa JJIst
uccien0BaHui 6e30nacHOCTH U 3 (HEKTUBHOCTHU JIEKAPCTBEHHOTO TIpenapara.
Heobxogumo ommcath TPEeABIAyIINE WCCICIOBAHUS, TPOBEICHHBIC Ha
AHAIOTUIHBIX TTOMYJISIIHSX.

HeobxoaumMo OTMETUTh, UMEET JM JIEKapCTBEHHBIA Mpemnapar cTaTyc
ophanHOro B rocygapcTBax — ujieHax EBpa3uiickoro s5KOHOMHUYECKOTO COI03a
(mamee — rocymapctBo-uiieH, Coro3). Bmecte ¢ TemM Takoro craryca
HEJ0OCTATOYHO /I apTyMEHTAIIMH HECIIOCOOHOCTH 3asBUTEIS MPEIOCTaBUTH
HCUEpIBIBAIOIIME JaHHBIE O Oe30macHOCTH W A(POEKTUBHOCTH ITOTO
npenapara.

HeobxogumMo OLIEHUTh U OOCYIUTh BO3MOKHOCTb BBINOJHEHUS
TpeOyeMBbIX UCCIIeIOBAHU I 0€30IacHOCTH U ¢ pexTuBHOCTU
JIEKapCTBEHHOTO TIpernapara, B TOM UYHCJE TMPOBEICHWE COBMECTHBIX
MHOTOIICHTPOBBIX HCCIICIOBAHUM.

OneHka BO3MOXKHOCTH  BBITIOJIHEHUS  YKa3aHHBIX  HCCIIEIOBAaHUMN
J0JKHA BKJIFOYATh MOJAPOOHOE OMKMCAaHUE BOMPOCOB, KacaloUuXcs qu3aiiHa u

CTATUCTHUYCCKHUX AaCIICKTOB I/ICCJ'ICI[OBaHI/II\/JI, BKJIIO49asA BCPOATHOCTHU OI]_II/I6OK,
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TUIIOTE3bl, TMPENNOJ0XKEHU O Habope CyObEKTOB UCCIEAOBAHUS U
nocJieAyIOIEM HaOMIOACHUH, pacyeTe pa3Mepa BEIOOPKU U METOIOJOTHUH.
Heob6xonumMo  OLIGHUT, W MPOAHAJU3UPOBATH  BO3MOXHOCTH
BBITIOJTHEHUSI JAPYTUX HCCIICIOBAHUM, KOTOpBIE IMO3BOJIAT IMOJYyYHUTh OoJee
NOJHBIE JIaHHBIE (MYCTh M HE UCYEPIBIBAIONIME) OE30MaCHOCTH WU
(D HEeKTUBHOCTH JIEKApCTBEHHOTO npenapara. Heobxoaumo
MIPOAHAIM3UPOBATH JIOOBIE MOAXOANINE TU3ANHBI UCCIEAOBAHUMN, BKITIOUYAS
MTOMCKOBBIE TIM3alHbBI U JAPYTUE JU3alHBI, C YUETOM JOCTYIHBIX MMOJXO0J/0B, B
TOM YHCJIC KaCaroUIUXCsA HMCCIEAOBAHUM O€30MacHOCTH U 3(P(HEKTUBHOCTHU

JICKAPCTBCHHOTO IIPCIIapaTa Ha MAJIbIX ITOITYJIAIIUAX.

HecmocoOHOCTE 3asBUTENS TPEAOCTABUTH NCUEPITHIBAIOIINE TAHHBIC
0 0e3onacHOCTU U 3PHEKTUBHOCTH JIEKAPCTBEHHOIO Mpemnapara
B CHJTy TEKYIIIETO COCTOSIHUSI HAYYHBIX 3HAHUH

Hcxons u3 TEKyIIero COCTOSHUSI HAyYHBIX 3HAHWH 3asBUTENH JTODKECH
yKaszaTh, Kakas HaydHas wuWHopManus mOTpedyercs Mg TPOBEICHUS
MOJOOHBIX  WCCIIEIOBAaHUN, OOOCHOBaTh MPUYHHBI OTCYTCTBHSI TaKON
uHDOpMAIlMd ¥ HEBO3MOXXHOCTh €€ TOJydeHHs (HampuMep, OTCYTCTBHE
OTPENEICHHBIX JUATHOCTUYECKNX WHCTPYMEHTOB it (OPMHUPOBAHUS
TOIYJISIINH MAIIMEHTOB CIEIUATBHO JJISI UCCIICIOBAHNA).

Heo0x01MMo OLIEHUTH U TIPOaHATM3UPOBATh BOBMOXXHOCThD IPOBEICHHUS
JIPYTHX UCCIIEOBAHUM, KOTOPBIEC MIO3BOIMIIN OBl MTOJTYYUTH OOJIBIIIE CBEICHUIN
o 0e3omacHOCTH U 3P(HEKTUBHOCTH JEKAPCTBEHHOr0 npenapara (IIyCcTh U HE

HCUYEPITBIBAOIIHNX ).

HecnocoOHOCTH 3ad4BUTENSE COOpATh UCUEPIIBIBAIOIINE JJAHHBIC
0 0e3omnacHocTy U A PEKTUBHOCTH JIEKAPCTBEHHOTO IIpenapara,
B CBSI3U C PUCKOM HapYIICHUS MPUHIIUIIOB MEAUITUHCKOU STUKH



77

AprymeHTanus AODKHA COJIEpKaTh yKa3aHHE HAa COOTBETCTBYIOIINE
OPUHIMUIBl MEIUIIMHCKON 3THKH, KOTOpPbIE MOTYT OBITh HapyILIEHBI MPHU
IPOBEJICHUU UCCIIEJOBaHUIM 0e30MacHOCTH " 3¢ (HeKTUBHOCTH
JEKapCTBEHHOI'0 Mpernapara C YKa3aHHEM CChUIOK Ha COOTBETCTBYIOIUE
PYKOBOJACTBa IO MEAUIMHCKOW 3TUKE. 3asBUTENb 00s3aH Jajiee 000CHOBATH
IPUMEHUMOCTb MTOI00HBIX MPUHIIUIIOB K JAHHOMY CITY4alo.

HeoOxonuMo mpeaocTaBUTh pelIeHUs M 3aKIIOYCHHS] KOMHTETOB IO
ITUKE, OCYLIECTBIISIIOIINX JIEATEIbHOCTh HA TEPPUTOPUHU FOCYAAPCTBA-UIICHA,
WIM COOTBETCTBYIOIIMX OpPraHOB 3/JpAaBOOXPAHEHUS B  OTHOILEHUU
HEATUYHOCTH cOOpa HCYEPNBIBAIOIIMX JAHHBIX O 0O€30IacHOCTH U
3 pexTuBHOCTH (MPU HATIUYHUN).

Heo0xo1MMO OLIEHUTH U MPOaHATU3UPOBATH BOBMOXXHOCTH MMPOBEACHHUS
OPYTUX HCCIEAOBAHMUM, KOTOPBIE MO3BOJMIM Obl MOJYYUTH OoJiee IMOIHBIE
JIaHHble O 0e30macHOCTU U A()PEKTUBHOCTH JIEKAPCTBEHHOI'O Ipenapara
(laxke B Cllydae €CJIM OHU HE SIBJISIFOTCS MUCUEPIBIBAIOLIIMHU).

OcHoBaHMsI, TIOCTPOCHHBIE HA MEIUIMHCKOW 3THUKe, OyAyT, Kak
IPaBWIO, MPUMEHSTHCS TOJBKO K KIMHUYECKUM HCCIECIOBAHUSM WU

HCCIICAOBAHUAM C UCITOJIB30BAHHUCM HYCIIOBCUYCCKUX 6I/IOMaTCpI/IaJ'IOB.

5. Jletan3upoBaHHas XapaKTEPUCTUKA IO ICIKAIINX
BBITIOJTHEHHUIO OCOOBIX MIPOLEYDP (0053aTENBCTB)

OcoOrle nporeaypsl (00s3aTeIbCTBA) MO O€30MaCHOCTH

[Ipennioxkenuss mo obecneyeHUI0 O€30MacHOCTH  JIEKAPCTBEHHOIO
npenapara, NpPEACTaBISIIOTCA B (opMe IUlaHa YIpaBJIEHUS pPHUCKAMU B
cootBeTcTBUM ¢ [lpaBmwiamu Hajuiexailed MNpakTUKU ¢dapMaKoHaI30pa

EBpa3niickoro 5KOHOMHUYECKOTO CO03a.
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[lnan QapmakoHag3opa ODKEH COAEpXKaTh IIOJHBIE CBEIACHUS O
(dbapMaKoOHaJ[30pHON JIESATEILHOCTUA, KOTOpasi OyJEeT OCYUIECTBISITBCA IS
oOecrieueHus UHOOPMUPOBAHUS TepKaTens PETUCTPAIIMOHHOTO
yJIOCTOBEPEHHUS JICKAPCTBEHHOTO TMperapata o J00M  HHIHJICHTE,
KacalomeMcsl NMPUMEHEHHs JICKapCTBEHHOI'O MpernapaTra, M IIpeaaracMbic
METOJBI, C TOMOIIBI0 KOTOPBIX OYIyT YBEIOMISTHCA YHOJIHOMOYCHHBIC
opranbl. [lman QapmakoHag3opa MODKEH TakKe BKIIOYATh CBEACHHUS O
THOOBIX HCCIIEIOBAHMAX, KOTOpPBIE OYAyT TPOBEICHBI IS BBISBICHHUS H
YCTaHOBJICHUS XapaKTEPUCTHK PUCKOB, CBI3aHHBIX C MMPUMEHEHHEM JTAHHOTO
JICKapCTBEHHOTO Iperapara.

[Tockonpky cBemaeHUsT O O€30MACHOCTH JICKAPCTBEHHOTO TIpemapara
OyIayT OTpaHWYEHBI, 3asIBUTEIh O0s3aH MPEIOCTaBUTH MOJIPOOHYIO OICHKY
HEOOXOAMMOCTH JEHCTBHI 10 MUHHMH3AIIMA PUCKOB, W, €CIIH ONPAaBIaHHO,

IJIaH MUHUMH3allUU PUCKOB.

Oco06nie npoltieaypsl (00s13aTeNbCTBA) IO TPOTPaMMeE MCCIIEA0BAHUM
JIEKapCTBEHHOIO IIpenapara

[Iporpamma wucciaeOBaHMI JIGKAPCTBEHHOTO IIpenapara JOoJKHA
coAepkaThb IOJAPOOHBIM NMEpeUeHbh BCEX aKTUBHBIX, 3alJIaHUPOBAHHBIX HJIU
npejyiaraéMbIX HCCIIeIOBaHUN, KOTOPbhIE MOTYT (OPMHUPOBATH OCHOBY IS
OyIylmux TIIEPEOLICHOK COOTHOIIEHUSI «IO0JIb3a — PHCK», BMECTE C
OXKHJAaeMbIM CPOKOM 3aBEpIICHHUS TaKUX HccaeaoBanui. [l Kaxmoro
UCCIIEIOBAHUSI HEOOXOAUMO TMPETOCTABUTH CIEAYIONIYI0 HHpopmaluio (ipu
HaJIMYMH):

XapaKTEPUCTUKY HUCCIIeIOBaHUs (BKJIIOYAs JU3aiH, KOHCUHbIC TOYKH U
11eJIEBOE MMOKA3aHUE);

OXKHMJIa€Mble JaThl JJI1 MOJAud MPOTOKOJA, Hayajga HCCIEeIOBaHUs,

NPUBJICYCHUS] CYOBEKTOB HCCIIEJOBAaHUN, 3aBEPIUICHUS UCCIEIOBaHMUIA,
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aHaJIn3a, Imoga4du OTYCTOB 0) COCTOsAHHNHU HCCICOAOBAHMA, Inoga4du

IMPOMCKKYTOUYHBIX U 3aKJIIOYUTCIIbHBIX OTYCTOB 00 HCCICAOBAHUAX.

Oco0sIe nporienypsl (0053aTeIbCTBA) MO HA3HAYSHUIO TTAIUEHTaM
JICKapCTBEHHOTO Mpenapara WK YCIOBUSIM €T0 MPUMEHEHUS

Oco0Oble Tporenypbl MO HA3HAYEHUIO TMaIMEeHTaM JIEKapCTBEHHOTO
mpernapara WIH YCIOBHSM €ro NMPUMEHEHMsI JOJKHBI BKIIOYATh B CeOs
moApOOHOE yKa3aHWE IO YCJIOBHSAM MPUMEHEHHUsS, TaKue KaK BO3MOXKHOCTH
OTIIyCKa PacCMaTPUBAEMOTO JIEKAPCTBEHHOTO TMperapara TOJBKO IO
MEAUIIMHCKOMY HAa3HAYEHUIO U BO3MOXHOCTh B ONPEIEICHHBIX CIydasx ero
BBEJICHUS TOJIBKO TIOJI CTPOTUM MEIUIIMHCKAM HaOJIOJICHHEM (HarpuMmep, B
CTallMOHAPE), UM OTPAHUYCHHE MO CIECNHUATU3AlUNA HA3HAYAIOIIETO JIULA U
(B cmywae paauodapManeBTUUYECKOro IIpernapara) HaJIU4YuIl0 Yy HEro

CTICTIMATBHOTO Pa3peIIeHusI.

Oco06nIe nporieayphl (00s13aTeNbCTBA) IO YKA3aHUIO CBEICHUI
B HH(OpPMAIIUK O JIEKApPCTBEHHOM Ipernapare

B monyne 1 perucrpaliMOHHOTO J0ChE JIEKAPCTBEHHOTO IIperapara
JIOJDKHO OBITh MOSICHEHHWE O TOM, Kak WH(pOpMalus, BKIIOYEHHAs B OOIIYIO
XapaKTePUCTUKY JIEKapCTBEHHOTO npermnapara, WHCTPYKIIUIO 10
MEIUIIMHCKOMY TPUMEHEHHUIO JICKapCTBEHHOrO0  IIpernapara  (JIMCTOK-
BKJIAJABINI), W JiroOas Japyras MeAulMHCKas uHQopmarus  OyayT
obecrieynBaTh NPUBJICYECHUE BHUMAHUS MEAUIIMHCKUX PAOOTHUKOB W
NalMeHTOB K TOMYy (hakTy, YTO JaHHBIE O JIEKAPCTBEHHOM IIperapare B
ONpeIeNICHHBIX acnekTax (0e3onacHoCcT U (Miau) 3(PPHEKTUBHOCTH) SIBIISIFOTCSI

B HACTOAIICC BPCMs HCIIOJIHBIMMU.

6. DKcIepTU3a yIOJIHOMOYEHHOTO OpraHa
(aKcrnepTHOM opranuzanun) peepeHTHOTO rocyapcTBa
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3aKIO4eHUsT MO OJOOPEHUI0 PETUCTPAIMU B  HUCKIIOUHUTEIbHBIX
YCJIOBUSAX MOTYT OBITh MPHUHSTHI TOJBKO MO OOBEKTUBHBIM U MPOBEPSIEMBIM
NpUYMHAM B COOTBeTCTBUMU ¢ pazgenom 11 wactu II mpuinoxenuss Ne 1
K [IpaBuiam.

Ecnu ucuepnbiBarolive JaHHbIE O€30MacHOCTH M 3()PEKTUBHOCTU
JEKApCTBEHHOr0  Tpenapata OTCYTCTBYIOT, YIOJHOMOYEHHBIA  OpraH
(aKcmiepTHast opraHuzaiusi) peepeHTHOro ToCyJapcTBa BIIPABE PACCMOTPETh
BO3MO>KHOCTbh PETHCTPAIMU JIEKAPCTBEHHOIO Mpenapara B UCKIFOUUTETbHBIX
clly4yasix, OCHOBBIBAsICb Ha KPUTEPHSIX, cHOPMYJIUPOBAHHBIX B paznerne 11
yactu Il npunoxenuss Ne 1 k IlpaBunam, B ToM uwuciie 0€3 WHUIIUATHUBBI
3asBuTeNd. JlaHHOE pelieHue, BKIO4Yas JH00bIe 0COObIe 0053aTeNbCTBA,
JTOBOJUTCA IO 3asABUTENI U COIJIACOBBIBAETCS C HUM JO YTBEPXKJCHUS
HKCIIEPTHOTO OT4YeTa 00 OlleHKe 0e30MmacHOCTH, 3)(HEKTUBHOCTU U KayecTBa
JIEKapCTBEHHOr0 Tpemnapara (fajee — OKCHEPTHBIA OT4eT OO0 OLIEHKE).
[Ipunsitoe pemieHue JAOMKHO OBITh YKa3aHO B COOTBETCTBYIOIIMX
HKCHEPTHBIX OTYETaX 00 OIIEHKE IKCHEPTHON OpraHuzaiuu pedepeHTHOro
rocy/iapcTBa (IPOMEKYTOUHBIX U (MJIN) 3aKITIOUYUTEIbHBIX U MTyOJIUYHBIX).

OKcnepTHbIM  OT4eT 00  OLIEHKE  HKCIEPTHOM  OpraHu3aluu
pedepeHTHOro rocyaapcTBa JOJKEH OXBaThIBaTh CIENYIOIIME ACIEKThI, B
3aBUCUMOCTH OT OOCTOSITENIbCTB:

UCCIIEIOBAHMUS, OTCYTCTBYIOIIIHE ISt MCUYEPIBIBAIOIIETO
MOATBEPKICHUSI 0€30MacHOCTH U 3(PPEKTUBHOCTH, a TAK:KE HEOOXOJUMOCTh
PacCMOTpPEHUSI YIMOJHOMOYEHHBIM OpraHoM (SKCHEPTHOM OpraHu3aiueil)
pedepeHTHOrO TOCYyAapcTBa OJOOpEHHsS pPErucTpaluud JIeKapCTBEHHOIO
Ipernapara B HCKIFOUUTEIBHBIX CIIyYasx;

HaJlMyue JIOCTAaTOYHBIX OCHOBaHUW (HAay4dHass WHQOpMaIus, HU3Kas
4acToTa pacnpoCTpaHeHHOCTH (00JIE3HEHHOCTH, MOPOUIHOCTH) JJIsl TAHHOTO

3a00JIeBaHU (COCTO}IHI/IH), OTHUYCCKHUC OI'PAHUYCHUA, HWHBIC (I)aKTOPBI) pIRIb |
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MOJTBEPKIASHUS TOTO, YTO HCUEPHBIBAIONINE JaHHbIE O OE30MaCHOCTH U
3(PEeKTUBHOCTH JIEKAPCTBEHHOT'O Ipernapara He MOTYT ObITh MPE/ICTABJIECHBI,
BKJTIOUAs JICKJIApallMIO U OIIEHKY JIFOOBIX 3asBJICHUN O CYIIECTBOBAHUM TaKUX
OCHOBaHMM.  YTOJHOMOYEHHBIH oOpraH (PKCHepTHasE  OpraHU3aIlusl)
pedepeHTHOro rocyaapcTBa BIpaBe 0OpATUTHCA B DKCIEPTHBIA KOMUTET IO
JIEKApPCTBEHHBIM CPEJICTBAM 3a KOHCYJIbTAllMEN O MpoOsiemMax, CBSA3AHHBIX C
ATUYECKUMHU OTPaHUYCHUSIMHU;

NPUYUHBI OJJOOPEHUST WM OTKJIOHEHHUS OCHOBAHMM [JII IMPUMEHEHUS
MPOLEAYpPbl PETUCTPALMM B MCKJIIOYHUTEIBHBIX CIy4asX, B TOM YHUCIE
npoBepKa 0ObEKTUBHOCTH TaKMX OCHOBAHUM;

3aKJIFOYEHHE O I1eJIeCO00Pa3HOCTH PETUCTPAllMM B HMCKIIFOYUTEIIBHBIX
cliyyasX U NpU HEOOXOJUMOCTH OOOCHOBAaHUE HEBO3MOXKHOCTH YCIOBHOMU
WU OOBIYHOW PErucTpalliu;

OIICHKA IUIaHa YMOpPaBJIICHUS PUCKAMU U TOTEHUIHAIBHOIO BIIWSHUSA
npeajaraéMbiX JEUCTBUM MO MHUHUMH3AIMU PHUCKOB Ha COOTHOIICHUE
«T10JIb3a — PUCKY;

HEOOXOIMMOCTD peanuzanuu MIPOrpaMMBbI HCCJICTOBAHHMH,
npeajgaraemMoit  3asButeneM. OIleHKa TakoM  IporpaMMbl  JIOJKHA
aHAJIM3UPOBATh BEPOSTHOCTH IOJYyYCHUS JOTOJHHUTEIBHBIX HEOOXOIMMBIX
JTAHHBIX O 0€30MacHOCTH U A()PEKTUBHOCTH JIEKAPCTBEHHOIO Iperapara 1o
pe3yJibTataM TMOJIOOHBIX UCCIEJOBAHMM, TOCKOJIbKY, HWCUYEPIBIBAIOIINE
CBEJICHHUS, KOTOpbIe€ BaXHBI JUII XapaKTEPUCTUKH O€30MMacHOro u
3 PEeKTUBHOrO MPUMEHEHUs JICKAPCTBEHHOTO IIperapara paHee He ObUIH
MOJTy4YEHBI;

YIIOJTHOMOYEHHBIN OpraH (dKCIepTHas opraHu3aius) pedepeHTHOro
rocygapcTBa BIIPABE TaKXE€ 3alpOCUTh Yy 3aABUTEISI  PE3yJIbTAThI
JOTIOJITHUTENIBHBIX ~ MCCICAOBAHUM  JJI1  JaJbHEHIIEH  XapaKTEPUCTHUKHU

OCO6€HHOCT€I>1, ABIIAIOIIUXCA BaXXHBIMU JTJIsA 0e30IMacHOTO U 3(1)(1)CKTI/IBHOTO
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NPUMEHEHUsI JIEKApCTBEHHOIO mpemnapaTta. Takoil 3ampoc B TOM YHCIE
JOJDKEH CoJepKaTh YKa3aHUE O HEOOXOJUMOCTH MPOBEJACHUS JTHOOBIX
JTOTIOJTHUTEIBHBIX ~ MCCJICAOBAHUM, TMOMHUMO TIpeJJlaraéMbIX B IUIaHE
dbapMakoHaa30pa;

YIOJTHOMOYEHHBIN OpraH (SKCIEpPTHAsl opraHu3alus) pedepeHTHOro
rocyjiapctea npu  (HOPMYIMPOBAHUM  3ampoca O  JIOMOJTHUTEIbHBIX
UCCIIEIOBAHUSX JOJDKEH OIEHUTHh (PU3UUYECKYI0 BO3MOXKHOCTH BBITIOJHEHHUS
TaKuX UCCIEOBAHUM U CTETNIEHbh OOBEKTUBHOCTH TOJTy4aeMbIX HEJIOCTAIOITUX
JTAHHBIX, KOTOPBIE MOTYT OBITh TTOJYUEHBI 110 UX PE3yJIbTaTaM.

ITockoyIbKy Ha3HaAYEHHUE 3asBUTEII0 OCOOBIX Mpoleayp (00s3aTEILCTB)
MOXXET TpeOoBaTh HAIMYUS  CICIHAIBHBIX  KIMHUYECKUX  3HAHUM,
YIOJIHOMOYEHHBIN  opraH (dKcHepTHas opranuzanusi) pedepeHTHOro
rocyJlapCTBa MOJKET KOHCYJIbTUPOBATHCS C OKCHEPTHBIMU U pabOYuMH
IpyIIaMHu, CO3JaHHBIMU TIPU ODKCIIEPTHOM KOMHUTETE IO JIeKapCTBEHHBIM
cpeactBaMm. IlepeueHp Takumx  0coObIX  Tporieayp  (0Os3aTenbCTB),
HA3HAYCHHBIX TP PETUCTpAIlMU 3asSBUTENIO, MOJDKCH OBITh yKa3aH B
NPUJIOKEHUU K  PETUCTPAIIMOHHOMY  YJOCTOBEPEHHUIO  BMECTE  C
OTPENCIICHHBIMU CPOKaMHM W JaTaMHU WX BBINOJHEHUS W OTPaXaThCsi B
CIMHOM pEECTpe 3apeTrMCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeAcTB Coroza
COBMECTHO C PETUCTPAIIMOHHBIM Y I0CTOBEPEHUEM;

a) yCIIOBUSI WJIM OTPAHUYEHUS, KACAIOIIUECs] YCTAHOBJICHUS KaTEropuu
OTIYCKa U MPUMEHEHHUS JIEKAPCTBEHHOTO Mpenapara;

0)yclioBUsT WM  OTpaHWYEHHUS  Kacaromuecss Oe30MacHOTO U
3¢ PEeKTUBHOTO MPUMEHEHHS JICKapCTBEHHOTO Ipenapara.

Takue ycrmoBUs YCTAaHABIMBAIOTCS B PEHICHUH YIIOJTHOMOYEHHOTO
opraHa (SKCHEpPTHOM OpraHu3aiuu) pePepeHTHOro TrocyJapcTBa MU Jajiee
OTPAXKAKOTCA B COOTBETCTBYIOMIMX pazzenax UHGOpPMALUK O JEKAPCTBEHHOM

npenapare (0Omiel XapaKTepUCTHKE JIEKapCTBEHHOrO Tpernapara u
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UHCTPYKIIMU TI0 MEAUIMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOIO Mpernapara
(JIMCTKE-BKJIAJIBIIIE));

B) 001I1asi XapaKTEepUCTUKA JICKAPCTBEHHOIO Mpernapara, MHCTPYKLHUS IO
MEIUIIMHCKOMY TPUMEHEHHUIO JIEKApCTBEHHOro Impemnapara  (JIMCTOK-
BKJIQJIBIIT) W JIF00ass MeAUIMHCKas WHGOpMaIus, KOTOpble OJHO3HAYHO U B
JOCTYITHOM JIJIsl IOHUMaHUs KaK MEIMIIMHCKUX PAOOTHUKOB TaK M MallMeHTOB
dbopme OyayT yKa3bIBaTh Ha TO, UTO UMEIOIIUEC JaHHBIE O PACCMATPUBAEMOM
JIEKapCTBEHHOM TIpemnapare B yKa3aHHBIX ONpENeNIEHHBIX paszfenax ooOien
XapaKTEPUCTUKU  JIEKAPCTBEHHOI'O npenapara, UHCTPYKIUU o
MEIUIIMHCKOMY TMPUMEHEHHUIO JIEKapCTBEHHOIO mpemnapara  (JIUCTKe-
BKJIQ/IBIIIIE) SABJISIFOTCSI HEJIOCTATOYHBIMU.

OO0mras xapakTepuCcTUKA JEKAPCTBEHHOIO MpenapaTa U MHCTPYKIUS 110
MEIUIIMHCKOMY TPUMEHEHHUIO JIEKApCTBEHHOro Impemnapara  (JIMCTOK-
BKJIJIBIIT) JOJIKHBI COIEpKaTh MH(OPMAIMIO O TOM, YTO PErHCTpalus Oblia
OCYUIECTBJIEHA Ha YCJIOBHUSX BBIMIOJHEHUS  OMNPEICICHHBIX  OCOOBIX
00s13aTeNIbCTB, MOJICKAIINX €XKETOJTHOMY NTEPECMOTPY.

CBeneHusT B UHCTPYKIMM 1O  MEIHUIIMHCKOMY  MNPUMEHEHUIO
JIEKapCTBEHHOr'0 Tpenapara (JUCTKe-BKIAAbIIIE) JOJKHBI COOTBETCTBOBATH
OOILIEMPUHATHIM CTaHAApTaM HaNUCaHUS MOHATHOIO MAIlMeHTy Marepualna u
TpeOoBanusiM K  HMHCTPYKIMM 1O  MEAMIMHCKOMY  NPUMEHEHHIO
JIEKApCTBEHHOr'0 TMpernapara W oOOIIel XapaKTepUCTUKE JIEKaApCTBEHHOTO
npenapara JJisi MEAUIMHCKOTO TPUMEHEHUs, YTBEPKICHHBIM Perenuem

Cosera EBpasuiickoii s5koHOMUYECKO KoMHuccuu oT 3 HOsiOpst 2016 1. Ne 88.

7. ExxerogHas MMEPCOUCHKA COOTHOCHUA «I10JIb3a — PUCK»

OcoOble 00s3aTeNbCTBA, KOTOPHIE OBLIM BBIMOJHEHBI 3asBUTEIEM,
GOpMUPYIOT OCHOBY [JIsl €XKErOJHOM TEPEOIEHKH YMOJHOMOYEHHBIM

OpraHoM (PKCIEPTHOM  opraHu3anueil) pedepeHTHOro  rocyaapcTBa
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COOTHOIIEHHSI «MOJb3a — PHUCK» MJIs1 KOHKPETHOTO JIEKAPCTBEHHOI'O
npemnaparta. [IpogomkeHne perucTpaldu J0JKHO OBITh CBA3aHO C €KETOTHOU
MEPEOLEHKON TaKUX YCJIOBHUM.

[Ipouenypa mepeperucTpani JIGKAQpCTBEHHOTO  IIperapara B
VCKIIFOUUTENBHBIX CIIy4asX BBINOJHACTCA B COOTBETCTBUM C paszesiom VIII
[IpaBui, a perucTpalMOHHOE YIAOCTOBEPEHUE BBIJACTCS HA CPOK S5 JIET.
[locmenyromiee  perucTpallMOHHOE  YIOCTOBEPEHUE  JICKAPCTBEHHOTO
npernapara MOXeT OBITh O€CCPOYHBIM B Ciydae, €CIH YIOJHOMOYCHHBIM
opraH (dKCIIepTHas OpraHu3alus) rocyJapcTBa-ujieHa He MPUMET pelICHUE,
10 0OBEKTUBHBIM OCHOBAHUAM, KacalolUMCsl pe3yJIbTaToB (papmMakoHaa30pa,

Ha3HAYUTh OJ[HY JIOTIOJHUTENIbHYIO NTEPEPErUCTPALIUIO YEPES SIIET.

[MTPHJIOXKEHUE Ne 26

k [IpaBunam peructpamuu u
IKCTIEPTU3HI JIEKAPCTBEHHBIX CPE/ICTB
TSI MEAUIIMHCKOTO MPUMEHEHUS

IIpouenypsnl, kpurepuu U TpedGOBAHUS
K perucrpauum B coorsercrBuM ¢ noapasaesaom VILIII pa3nena VII
IIpaBus perucTpanuu M IKCIEPTU3BI JIEKAPCTBEHHBIX
CPeaCTB ISl MeAMIIUHCKOI0 MPUMEHEHUS

Hacrosiiiee nmpuiiokeHrue yCTaHABIMBAET MOJIOKEHUS U OCOOCHHOCTH
OCYIIECTBJICHUSI PETUCTPALMM JIEKAPCTBEHHOrO IIpernapara IpHU YCIOBUU
BBITIOJTHEHUSI YCTAHOBJICHHBIX OCOOBIX 00S3aTE€IbCTB B COOTBETCTBUU C
noxpasaenom VILIID pasgena VII IIpaBun perucrpanmu U 3KCHEPTU3BI
JIEKAPCTBEHHBIX CPEJCTB M1 MEIULMHCKOTO NMPUMEHEHUS, YTBEPHKIAECHHBIX
Pemennem CoBeta EBpasuiickoil 3KOHOMHUYECKOM KOMHUCCHU OT 3 HOSIOpS

2016 r. Ne 78 (manee — IIpaBuina).
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I. ITpyHIUIIBI YCIIOBHOW PETUCTPALIAN
JIEKapCTBEHHOTO MIpenapara

[Ipexne yeM JIeKapCTBEHHBIM Tmpemapar s  MEJAUIMHCKOTO
PUMEHEHUS OYET 3apEeTUCTPUPOBAH JJIsl BEIBOJIA HA PHIHOK XOTSI ObI OJTHOTO
rocyjgapctsa — wieHa EBpasuicKoro »KOHOMHYECKOTO COr3a (manee —
roCyJIapCTBa-4JIEHBI, Cor03), OH  JOKeH  ObITh  H3y4YeH B
[IMPOKOMACIITAOHBIX HMCCIEIOBAHUIX, HEOOXOAUMBIX JJIs IMOJATBEPIKICHUS
ero 0e30macHoCTd, YPHEKTUBHOCTH U KadyecTBa JJIsl MPUMEHEHUS B 1I€JIEBOM
MO JISIITUH.

B oTHoOIIEHNM OmpeIeICeHHBIX KaTeropyuil JIEKapCTBEHHBIX IPENapaToB
B IIENAX OOECHEYEHHUs] HEYJIOBIETBOPEHHBIX MEAUIMHCKUX MOTpeOHOCTEH
NAallMeHTOB W 3allUThl MHTEPECOB  3JI0POBbS  HACEJEHUS  MOXKET
NOTPEOOBATHCSI PETUCTPAIUST HA OCHOBAHMM MEHEE IOJHBIX, YeM OOBIYHO
JAHHBIX, HO TIPM BBIMOJHEHUU YCTAHOBJICHHBIX OCOOBIX O0O0S3aTEIbCTB
(ycmoBHast peructpaius). K Takum Kateropusm MOTYT TPHUHAIICKATh
JIeKapCTBEHHBIC MPEMNaparhl, NpeAHa3HAUYCHHBIC JJIs JICUCHU S, MPOPUIAKTUKH
W MEIUITMHCKOM JTMarHOCTUKHU CEPbE3HBIX (TSKETBIX)
WHBAIMJAN3UPYIOMINX WJIM YIPOXKAIOIIUX KU3HU 3a0oJieBaHUM, JHOO
JIEKapCTBEHHBIC IIpernapaTrhl, MPUMEHSEMbIE B OSKCTPEHHBIX CHUTyallusix B
OTBET Ha Yrpo3bl 370pOBBIO HaceJeHUs, Tpu3HaHHbIe BcemupHOit
OpraHMu3aliel  37paBOOXPAHEHUs] WIM YINOJHOMOYEHHBIMH OpraHaMH
rOCyJIapCTB-WICHOB, JIMOO JIEKAPCTBEHHBIC Mpenaparhbl, UMEIOIIUE CTaTyC
op(aHHBIX B COOTBETCTBYIOLIEM rOCYAapCTBE-YJICHE.

B ykazaHHOM BBbIIIE Cydae JaHHbIE, HA KOTOPBIX MOXET CTPOMUTHCS
3aKJIIOUCHHE 00 YCJIOBHOW perucTpanuv, MOTYT OBITb MEHEee TOJIHBIMH,
OJIHAKO COOTHOIIEHUE «I0JIb3a — PHUCK» IS JEKApCTBEHHOrO IMpernapara
JIOJDKHO OCTaBaThCsl MOJIOKUTENbHBIM. bosiee Toro, mosb3a sl 310pPOBbs

HACCJICHUsA OT He3aMeI[HHTeJIBHOI>'I pPerucrpamuu TaKOI'0 JICKAPpCTBCHHOI'O
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npenapara JOJDKHA TEPEBEIIMBATh PUCK, CBA3aHHBIM C OTCPOYKOH
MPEOCTABIICHUS JIOTIOJHUTENIbHBIX JIAHHBIX.

VYcnoBHas perucrtpaunus JIEKapCTBEHHOrO Ipenapara NMPUMEHSETCS B
CllyyasX, KOIJa HENOJHOW SBIETCS TOJbKO KIMHUYECKAS YacTh
PETUCTPALIMOHHOTO J1I0ChE JIEKAPCTBEHHOTO Tpemnapara. JJisi 1IeKapcTBEHHOTO
npernapara, NPUMEHSIEMOTO B SKCTPEHHBIX CUTYalMsIX U CIy4asix YIrpo3bl
3I0POBbIO0 HACEJICHUS, JOMYCKAIOTCA TAaKXK€ HEMOJIHbIE JOKIMHUYECKHE
JNAHHBIE W JAHHBIE B COCTAaBE MOJYJISl 3 PETUCTPALIMOHHOTO JTOCHE.

[Ipn yClnOBHOM perucTpanuy JEKAPCTBEHHOrO Mpemnapara B IMpoLecce
€ro O3KCIEepPTHU3bl HApaBHE C OTYETaMH O MPOBEIACHHBIX KIMHUYECKUX
UCCIIEIOBAHUSX, YKa3aHHBIX B MyHKTe 36 [IpaBui, paccMaTpuBaroTCsl OTYETHI
O TPOBEJICHHBIX KIMHUYECKUX HCCIEIOBAHUIX, BKJIIOUYCHHBIE B COCTaB
MOAYJISI S5 €ro PperucTpalMoOHHOIO JI0ChE€, €CIIM OHHM YAaCTUYHO WIIH
MIOJTHOCTBIO MPOBENECHBI HA TEPPUTOPHSIX CTPaH peruoHa MexayHapOIHOTOo
COBETa MO TapMOHM3AIMU TEXHUYECKUX TpeOOBaHMI K (apMaleBTUUYECKUM
npenapatam g meaunuHckoro npumeHenus (ICH) u Ha ux ocHOBaHMM
JIEKApCTBEHHBIA MpenapaT 3aperucTpUpOBaH Ha TEPPUTOPUM  CTPAHBI
naHHoro peruoHa. IIpm HEOOXOAMMOCTH YIOJHOMOYEHHBIM OPraHOM
(9KCIIepTHOM opraHuzanueil) pepepeHTHOT0 ToCyJapcTBa MOXKET OBbITh
WHULIMUPOBAHO MPOBEAEHUE HWHCIEKIMU KIMHUYECKOTO HCCIENOBAaHHUS Ha
cooTBeTCcTBUE TpeOoBaHusM [IpaBun Hajexaned KIMHUYECKON MPaKTUKU
EBpa3zuiickoro 3KOHOMUYECKOT0 COr03a, YTBepkaAeHHbIX Pemenuem CoBera
EBpasniickoit 3xoHoMu4eckoi komuccuu ot 3 HosiOpst 2016 r. Ne 79.

B uensix obecneyeHusi COOMIOJECHUS MPUEMIIEMOTO OallaHca MEXIY
OoOJIerYeHHeM JOCTyNa K JIEKapCTBEHHBIM IIpenaparam jisi MalueHTOB
C HEYJOBJIETBOPEHHBIMHU MEJIUIIMHCKUMU MOTPEOHOCTSAMHU u
pe0TBpaIEHUEM perucrpanuu JIEKApCTBEHHBIX MpernaparoB

C HC6HaTOHpI/I$ITHBIM HpO(bI/IJ'ICM 0E30ITaCHOCTH  HJIH OTpHUIATCIbHBIM
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COOTHOIIIEHUEM «IOJb3a — PHUCK» TaKWE PETUCTPAIMU HEOO0XOAUMO
OCYILIECTBIISATh MPU YCIOBUU BBITIOTHEHUSI OCOOBIX 00513aTeNbCTB. [lepxarens
PETUCTPAIIMOHHOTO YOCTOBEPEHUs] HEOOXOAMMO 0053aTh 3aBEPIIUTh WU
HayaTh OMPEJCIICHHBIE UCCIICIOBAHUS B IEISAX MOATBEPKIECHHUS TOTO, UTO:

COOTHOIIIEHUE «I10J1b3a — PUCK) MOJOKUTEIBHOE;

OTCYTCTBYIOT HEPEIICHHBIE BOIMPOCHI, Kacarmuecs O0e30MacHOCTH,
3 PEeKTUBHOCTH U KaYECTBa JICKAPCTBEHHOTO Mpernapara.

VYciioBHasE perucTpanus JIEKapCTBEHHOrO Ipernapara OTJIMYaeTcsl OT
MPOLETYPHl PETUCTPALUM, OCYIIECTBISIEMON B MCKIIFOUUTENIBHBIX CIIy4yasX B
coorBeTrcTBUM ¢ mnoapasaenom VILIL paszmema VII IlpaBun. YcmoBHas
perucTpanus JEKapCTBEHHOr0 IMpernapara OCYIIECTBISETCS 10 TMOIYUYEHHS
BCEX JAHHBIX O ero Oe3omacHocTH W 3(dexkTuBHOCTH. BMecTe ¢ Tem He
IJIAHUPYETCS, YTO PETHCTpalus TaKoro JIEKapCTBEHHOTrO Ipenapara OyaeT
OCTaBaThCsl YCIOBHOM OeccpouHo. Ilocie mpemocTaBieHUs HEIOCTAIOIINX
JAHHBIX  PETUCTPAIMOHHOTO  JIOCh€  JIEKAPCTBEHHOrO  Mpemnapara
YIOJTHOMOYEHHBIM OpPraHoM (SKCIIEpPTHOM oOpraHuzaiuei) pedepeHTHOro
rocyJlapcTBa MOXKET OBITh MNPUHSATO PEIICHHWE O MNPEeKpalleHUH CcTaryca
YCJIIOBHOW pErucTpalnuy JICKApCTBEHHOTO Mpenapara (TO €CTh perucTpaius
nepecrtaer OBITh YCIOBHOW M HE TpeOyeT Oosiee BBITIOJHEHUS OCOOBIX
00s13aTenbcTB). B oTiaMuMe OT yCIIOBHOM perucTpanvu IpU PerucTpaluu
JIEKApCTBEHHOr'0 Mpenapara B MCKIIYUTEIbHBIX CIIy4YasX MPUHIMUIUAIBLHO
HEBO3MOXHO COCTaBUTh W MPEACTABUTH MOJIHOE PETHCTPAIMOHHOE J10ChE
TaKOTO JIEKAPCTBEHHOTO TIpernapara 1o 00beKTUBHBIM ITPUYHUHAM.

3asBJIE€HUS HA YCJIOBHYIO PETHCTpallUIO JIEKAPCTBEHHOI'O Mpernapara
MOTYT Tak)Ke BKJIFOUATh B ce€0sl 3ampoC MPOILeAYpPhl YCKOPEHHOM IKCIIEPTHU3HI,
npeaycMotrpeHHou noapaznaenom VILIV pasnena VII IlpaBui. B manHOM

ClIydac 3asBJICHHUC Ha PpPCrucCrpaluio JICKAPCTBCHHOI'O IIpliapara AOJIKHO
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COAEPkaTh IMEPEUYCHb IMOCTPETUCTPALMOHHBIX  MEp, YKA3aHHbIA B
npuitoxenuu Ne 2 x [IpaBunam.

OKcliepTr3a 3asBJICHUS Ha YCJIOBHYIO PETHCTPALUIO  SBIISIETCSA
CTaHIAPTHOM MPOLIEAYPOU, YCTaHOBIIEHHOMU pasaenamu V u VI IIpasuin, ecinun
WHOE HE MPEIYCMOTPEHO HACTOSIIIUM MPUIT0KEHUEM.

B coorserctBuu ¢ noapasaenom VILIIL pasgena VII [Ipasun ycioBHas
peructpanus OyJeT JeWCTBUTENIbHA B TeYeHHWE 1 ToJla C EXKEeroJHou
NepEepPErucTpaluei. [IpenenbHbIl CPOK noJa4u 3asIBJICHUS
Ha MepeperucTpanuio (MOATBEPKICHUE PETUCTpAIliU) JTOJDKEH COCTaBJISTh
6 MecsUEeB 0 1aThl UCTEYEHHUS IEUCTBUS PETUCTPALIAN, & YIIOJHOMOYEHHBIM
OpraHoM (3KCHEPTHON opraHu3aiueil) pe)epeHTHOr0 ToCyJapcTBa JIOIAKHO
OBITh MPUHATO pelieHue B TeueHue 60 pabouux AgHENH CO AHS MOJyUYEHUS
Takoro 3asiBjieHusa. YToObl rapaHTUpOBATh, YTO JIEKAPCTBEHHBIEC IMpenapaThl
HE OyIyT M3BIMATHCS C PBHIHKA, MCKIIOYUTENIHHO M3 COOOpa)KEHUU OXpaHbl
3[I0POBbSI HACEJEHUs, PETUCTPALMOHHOE YIOCTOBEPEHHE, BBIIAHHOE IIO
MPOLEAYPE YCIOBHOW PErUCTPALMU, JOJDKHO OCTABATHCS JEHCTBUTEIIBHBIM
0 TPUHSATUS YIOJTHOMOYEHHBIM OpPraHoM (SKCIEPTHOW OpraHu3alueil)
pedepeHTHOro TrocynapcTBa pEIICHHs MO0 pe3yibTaTaM SKCIEPTHU3bI
3asBJICHUSI Ha TMepeperucTpauuio (MOATBEPKACHUE PErucTpaluu), MpU
YCJIOBUU 4YTO JAHHOE 3asBJICHUE IMOJAHO JI0 UCTEYEHUS MPEAEIBHOTO CpOKa
MOJa4M 3asIBJICHUS HA TIEPEPETUCTPAIUIO (MIOATBEPKACHUE PETUCTPAIIUN).

Nudopmanus 00 yCIOBHOM XapakKTepe PErucTpaluu J0JDKHA OBITh
YeTKO H3JIOKEHA B OOIIEeM XapaKTEepHUCTHKE JIEKapCTBEHHOTO Mperapara, a
TaK)X€ B HMHCTPYKIMU IO MEAULUMUHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOTO
npemnapara (JTUCTKe-BKIaIbIIIe).

JInsi  JIeKapCTBEHHBIX MPENapaToB, 3apETHUCTPUPOBAHHBIX YCIOBHO,
BAKHBIM  SIBJISIETCA  BBINIOJIHEHHWE TpeOOBaHUM U 00s3aTENBCTB IO

dbapmakoHaa30py, KOTOpble mpeaycMorpenbl [lpaBunmamu Haanmexamen
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npakTuku  gapMakoHaa3opa EBpa3uiickoro SKOHOMHUYECKOTO  COI03a,
yTBepxkAcHHbIMU  Pemenuem CoBera EBpasuiickOd  SKOHOMHYECKOU
komuccuu oT 3 Hosiopst 2016 1. Ne 87. BMecte ¢ TeM HE0OX0IMMO U3MEHUTH
CPOKM TPEJOCTABICHUS TNEPUOJUYECKOT0 OOHOBIAEMOTO OT4YeTa II0
0€30IMMacHOCTH, YTOOBI YYECTh EXKETOJHYI0 MEePEePErucTPalfio YCIOBHO
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIpemnapaTroB, 4YTO JOJDKHO OBITh
OTPAXKEHO B MPUIIOKEHUSIX K PETUCTPALMOHHBIM YJIOCTOBEPEHHSIM TaKHUX
MpenapaTos.

[ImaHupoBaHWE UCCIENOBAHUI M TOJAYU 3asBJICHUS HA PETUCTPALIHIO
MPOBOJAUTCA Ha pPaHHEM JdTale pa3pabOTKH JIEKapCTBEHHBIX MpernapaToB.
[TonoOHOE TIaHUPOBAHKE 3aBUCUT OT BO3MOXKHOCTH YCIIOBHOM PETUCTPALINU.
[Io »Toil mpuuYMHE YIOJTHOMOYEHHBIM OpraH (PKCHEpPTHAsE OpraHU3alNs)
pedepenTHOrO TOCYIapcTBa 0053aH OOECMEUUTh MEXaHW3M Hay4YHOTO
KOHCYJbTUPOBAHUS pa3padOTYMKOB U  3asBUTEICH O BO3MOXKHOCTH
NPUMEHEHUS  YCJIOBHOW  perucTpanu K  pa3pabaTbiBaeMOMYy  HIIH
3asBJIIEMOMY Ha PETUCTPALIMIO JIEKAPCTBEHHOMY IIpenapaTy B COOTBETCTBUU

¢ myHKTOM 26 IIpaBu.

II. O6nacts NpUMEHEHUS

Hacrosiiee npunoxkeHre NpUMEHsIeTCs K JIEKapCTBEHHBIM IpernapaTam
JUTSl MEIUIIMHCKOTO TTPUMEHEHHU S, TPUHAAJICKAIUM K OJHOU U3 CIEAYIOIINX
KaTEerOpHi:

JIEKapCTBEHHbIE  Mpenaparbl, MNpeAHA3HAYEHHbIE JUISI  JICUCHHS,
npoUIaKTUKI 178105 JTAArTHOCTUKU CEPBE3HBIX (TSDKENBIX)
VMHBAJIMIU3UPYIONIKUX WM YTPOKAIOIMINUX KU3HU 3a00JICBaHU;

JIEKapCTBEHHbIC TMpEeNaparhl, MpeAHa3HAYEHHbIE JUIsI MPUMEHEHUS

B CUTyalusaX YI'pO3bl 3A0POBBIO HACCICHHUA, B YCTAHOBJICHHOM IIOPAIKC
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MPU3HAHHBIX ~ BceMupHOM ~ OpraHm3anuerd  3ApaBOOXPAHEHHUS  WIIH
YIIOJJHOMOYE€HHBIM OPraHOM IrOCyIapCTBA-4JICHA;
JIEKapCTBEHHbIE TMpemnaparbl, HMEIONIME CTaTyCc Op¢aHHBIX WIH

IMPU3HAHHBIC Op(baHHBIMI/I B IroCyAapCTBax-4JICHAX.

III. Yka3aHus 1Mo BRIOIHEHHUIO O0IINX TpeOOBaHMI

K MPOLIeTypPE YCIOBHOM PErnCTpallu JEKApCTBEHHOrO Ipenapara

B coorBerctBum ¢ noapaszgenom VILII paznena VII IlpaBun mocie
KOHCYJIbTAIIUM  YIIOJHOMOYEHHOIO0 oOpraHa (IKCHEPTHOM OpraHu3aliu)
pedepeHTHOTO TOCydapcTBa C 3asBUTEIIEM PETrUCTpalusl MOXKET OBITh
OCYILIECTBJIICHA TPH COOJIOJICHUH OIPECIEHHBIX OCOOBIX 0053aTEIbCTB
JepKaTeIEeM PETrUCTPALIMOHHOTO YAOCTOBEPEHUS, €KETOJHO OIEHUBAEMBIX
YIOJIHOMOYEHHBIM OpPraHoM (SKCIIEPTHOM oOpraHuzaiuei) pedepeHTHOro
rocynapctBa. llepedenbp Takux o00s13aTe€NbCTB JOJDKEH OBITh YyKa3aH B
pErucTpaliuOHHOM yIA0CTOBEPEHUU JIEKapCTBEHHOTO npenapara,
pa3MEIIeHHOM B €IMHOM peecTpe 3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX
cpenctB Coro3a. YCaoBHas perucTparus ICHCTBUTEIbHA B TeUeHUE 1 roga u
TpeOyeT MOATBEPKICHUSI PErHCTpaluu (MEepeperucTpain) ¢ €KerogHoi
MEPEOIEHKON COOTHOIICHUS «I10JIb3a — PUCK.

YcnoBHas perucrpanus NMpUMEHHMa K JIEKQPCTBEHHBIM Iperaparam ¢
TaKUM COOTHOIIICHHEM «I0JIb3a — PUCK», JIT KOTOPOTO IMOJib3a OT JIOIycKa
Ha PBIHOK pacCMaTPUBAEMOTIO JICKAPCTBEHHOTO MpenapaTta OyAeT MPEeBbIIATh
PUCK, CBSI3aHHBI C OTCYTCTBMEM YacCTH JIaHHBIX O O€30MacHOCTH U
3(PEKTUBHOCTH JIEKAPCTBEHHOI'O Mperapara Ha MOMEHT €ro pPerucTpaluu
(TO ecTh K JIGKapCTBEHHBIM IIpenapaTraM ¢ JIOKa3aHHOM CIOCOOHOCTBIO
oOecrieunBaTh HEYJAOBJICTBOPEHHBIE MEIUIIMHCKUE TMOTPEOHOCTH CHCTEMBI

31paBOOXPAHCHUS).
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1. OcymecTBiaeHnE yCIOBHOW PETUCTPALINU
3anpoc 3asiBUTEIEM YCIIOBHOW PETHCTPALINU

3asBUTENb BIpPABE 3AMPOCUTH YCIOBHYIO PErUCTpAlldI0 MpU MOjaue
3asBJICHUS] HA PETUCTPALMIO M0 JEUECHTPAIM30BAHHOW MPOLENYPE WIH
NpOLEAYPE B3aMMHOIO MPU3HAHHUS, 3alOJHUB COOTBETCTBYIOUIMN pa3ien
3asiBJICHUS. 3arpoc HEOOXOUMO JTOMOJHUTh JAHHBIMU, TOATBEPKIAIOIINMH,
YTO JIEKAPCTBEHHBIN Mpenapar BXOAUT B cepy NPUMEHEHHUsI HACTOSILIETO
MPUJIOKEHUSI U COOTBETCTBYET IMOJIOKEHUSIM, YCTAHOBJIECHHBIM MOAPA3AEIOM
2 HACTOSIIIETO pa3jena.

YTOTHOMOYEHHBIN OpraH (9KCHepTHash OpraHusaius) peQepeHTHOro
rocyjiapcrea 00s3aH B TeueHWe 3  pabouyux JHEH  Ppa3MeCTUTh
B UHTErpUpPOBaHHON MH(pOpMalMOHHOU cucteme Coro3a CUCTEME CBEJICHUS O
3asBJICHUSAX HA PETUCTPALMIO JIEKAPCTBEHHOIO Mpernapara, COAEpHKaIIUX
3aMpocC YCIOBHOW PETUCTPALUU.

YOTHOMOYEHHBIN OpraH (9KCHepTHash OpraHusainus) peQepeHTHOro
rocyJapcrBa BIIpaB€ B CBOEM OJKCIEPTHOM OTYETE, COCTaBJIEHHOM IO
pe3yJibTaTtaM »KCHEPTU3bl 3asiBIICHUS, MOJAHHOIO Ha PETUCTPALMIO 0
JELUEHTPAIM30BAHHON TPONEAYypEe WM MPOLEAype B3aUMHOTO MNPU3HAHUS,
NPEIOKUTH YCIIOBHYIO PETHCTPALMIO MIOCIIE KOHCYJIBTALUH C 3aIBUTEIIEM.

[locne monydeHHs 3asBICHHS, COJAEPIKAIIETO 3alpoC YCIOBHOU
perucTpanuu, YIOJIHOMOYEHHBIH oOpraH (3KCHEpTHas  OpraHu3alus)
pedepenTHoro rocynapcrBa HMHOOPMHUpPYET OKCIEPTHBIA KOMUTET IO
JIEKAPCTBEHHBIM CPEJICTBAM O Hayaje Mpoleaypbl YCIOBHON PETUCTpAIUU.

3asBUTENEM MOXKET OBITh TOJAHO 3asBJICHUE Ha  YCIOBHYIO
PErUCTpalMIO JIEKAPCTBEHHOIO Mpernapara; Takas MpOLEAypa TAKKE MOXKET
OBITh MPEIJIOKEHA YIOJIHOMOUYEHHBIM OPTraHOM (3KCIEPTHON OpraHU3aIuei)

pedepeHTHOTO TOCY1apCTRa.
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3asBUTENb BIIPABE:

0 TOJayu 3asdBJICHUS Ha PETUCTPAIMI0 B THCHbMEHHOM BHJIE
YBEJIOMUTh  yIOJHOMOYEHHBIM  oOpraH  (SKCHEPTHYIO  OpraHU3allHIo)
pedepeHTHOTO TOCyJZapcTBa O CBOEM HaMEpPEeHWM ToAaTh 3asBJICHUE Ha
YCJIOBHYIO PETUCTPAIIHIO;

OJIHOBPEMEHHO C MOJIaueil 3asBJICHUSI HA PETUCTPAIUI0 BKIIOYUTH B
cocTaB 3asiBieHUs U noapasaen 1.2.1 moxyns 1 perncTpaumOHHOTO AOCHE
JIEKaApCTBEHHOI'0 Tperapara 3ampoc Ha IMPOBEJICHHUE MPOLEIYyphl yCIOBHOMN
perucTparum.

3ampoc T0KEH BKJIIOYaTh B CEO:

JlaHHbIE, OOOCHOBBIBAIOIINE BO3MOXKHOCTh MPOBEJEHUS MPOLETYPHI
YCJIOBHOM pETUCTpallMM JIEKapCTBEHHOTO Mpemnapara, B TOM YHCIE O
COOTBETCTBUH JIEKAPCTBEHHOTO IIperapara yCJIOBHUSM, HEOOXOAMMBIM IS
BBITIOJTHEHUS TAKOU MPOLIETYPHI;

MPEUIOKEHUS 3agBUTENIS 0 3aBEPIICHUIO MPOBOJISIIMXCS WM HOBBIX
HACCIEIOBaHHM;

MPETTOKEHUS o pe3ysbTaTam dhapmakoHaa30pa (pu
HEOOXOIUMOCTH).

B 3ampoce pomyckaercsi IPUBOJWThL CCHUIKM Ha OT/EIBHBIC pa3fieibl

3as4BJICHUA HA PCTUCTPAINUIO U PCTUCTPALITMOHHOI'O JOCHC.

O0oCcHOBaHME TPOBECHUS
MPOLEAYPHI YCIOBHOW PETUCTPALINU
3asBuTeNb  00s3aH  MPEACTaBUTh  OOOCHOBAaHME  TOrO,  4YTO
JIEKAPCTBEHHBIA MpEnapar, MOJAHHBI HAa PETHCTPALUI0, COOTBETCTBYET
o0JlacTM TPUMEHEHHUS YCIIOBHOM pETrHCTpaluu, ykazaHHOW B pazzene Il
HACTOAIIETO JOKYMEHTA. YKa3zaHHO€ OOOCHOBAHHUE JJIsi KaXJAOW W3 TPYII

JIEKapCTBEHHBIX MPENapaToOB JOJKHO BKIIFOYATh B CEOSI CIIEIYIOIINE JaHHBIE:
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B OTHOIICHUHU JIEKAPCTBEHHBIX IMPENAPATOB, MPEAHA3HAYCHHBIX IS
Je4YeHus, NpoPUIaAKTUKA WIH JUATHOCTUKH  CEPhE3HBIX  (TSHKEINbIX)
WHBAJMIU3UPYIOIIUX WM YIPOXKAIOIIMUX >KU3HU 3a00JIEBaHUM TSKECTh
3a00eBaHusl (TO €CTh €ro CIOCOOHOCTh MPUBOAWTH K (DOPMHPOBAHUIO
CEPhE3HOT0 WHBAIMIU3UPYIONIETO COCTOSIHUS WM HOCHUTH YTPOKAIOIIUMA
KU3HU XapakTep) JOKHA ObITh OOOCHOBAHA IIyTEM MPEJOCTABIICHUS
OOBEKTUBHBIX M TMOJJAIOIINXCSI KOJIUYECTBEHHOW OIICHKE MEIUIMHCKUX
CBEICHUM WIIA DJIUJIEMHUOJOTHYECKUX CBEACHUW. YTPOKAWOIIMNA KU3HU
XapakTep 3a00JieBaHMS  JIOMYCKaeTcsl O0OCHOBaTh  MPENIOCTaBIECHUEM
rpa@uKkoB CMEPTHOCTHM U  OXHUIAAEMON MPOAOKUTEIBHOCTH  HKU3HHU.
CnocoOHOCTh 3a00JieBaHUSI MOPUBOAUTH K (OPMUPOBAHHUIO CEPHEIHOTO
WHBAIMIN3UPYIOIIETO  COCTOSIHUSI ~ TpeOyeT  TPOBEJACHUS  aHaIM3a
MOPOUTHOCTH U TIOCIECTBUM 3a00JIeBaHUS (COCTOSHUS) ISl TTIOBCEAHEBHOM
KU3ZHENIESITEIIbHOCTU MaleHToB. YT0ObI 3a0071€BaHNe MOTJIO ObITh MPU3HAHO
CEpbE3HO HMHBAIMAMUPYIOUIUM, OHO JOJKHO OKa3blBaTh JIOKa3aHHOE
CYIIIECTBEHHOE BIIMSIHUE HA MOBCEIHEBHYIO KU3HECATEIbHOCTh MAIMEHTOB
yK€ Ha paHHUX, JIUOO0 Ha 0oJyiee MO3THUX CTaAUsAX 3a00JIeBaHUsI. DTH JaHHbIE
HEOOXOAMMO  KOJIMYECTBEHHO OIIEHUTh C TMOMOIIBIO  OOBEKTUBHBIX
KPUTEPHUEB, HACKOJBKO ATO TMO3BOJSET HUCIIONb3yeMas METOJIMKa aHajIu3a.
Kpome TOTO, peIoTBpalIeHUE dbopmMupoBaHUs CEPBHEZHOTO
WHBAJIMIU3UPYIONIETO COCTOSIHUSI WM CMEPTEIbHOTO MCXOJ1a JOJKHO OBITh
OCHOBHBIM TMOKa3aHWEM K MPUMEHEHHIO JIEKApCTBEHHOTO Mpenapara,
3asiBJICHHOTO Ha YCIOBHYIO perucrpainuio (To ecTh o0ecneyuBaTh €ro
3¢ ()EeKTUBHOCTD 7151 TTOIABJIIONIEH YaCTH 11€JI€BOM MOIYJISIIIUN).

B oTHOmIEHMM JEKapCTBEHHBIX MpenapaTroB, MpPeIHA3HAYEHHBIX JIs
MPUMEHEHUS B CUTYAIUSIX YIPO3bl 3IOPOBBIO HACEJICHUS, B YCTAHOBJIECHHOM
nopsijike Npu3HaHHBIX BceMupHoil opranuzanuein 3apaBooxpanenHus (BO3)

NI YIIOJTHOMOYCHHBIM OopraHomM rocygapCrBa-1JjicHa HCO6XOI[I/IMO
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NpeJCTaBUTh  OOOCHOBaHUE TOrO, UTO JICKAPCTBEHHBINM  mpemnapar
npeHa3HayYeH ISl IPUMEHEHHUS B SKCTPEHHBIX CUTYaIUAX YIPO3bI 3J0POBBIO
HaceJIeHUs MyTEM yKa3aHUs CCbUIOK Ha COOTBETCTBYIOLIYIO pe3otonuio BO3
aMb0 Ha Mepbl MPOTHUBOJEHUCTBHS PACIHPOCTPAHEHHUIO YIPO3bl 3I0POBBIO
HACEJICHHU S, YTBEPKIECHHbBIC YIIOJTHOMOUYEHHBIM OPTaHOM IrOCy/1apCTBa-YICHA.

B oTHOmEHMHM JEKApCTBEHHBIX MpenapaToB, HMEIIIUX CTATyC
opaHHOTO JEKApPCTBEHHOrO MpernapaTa WIM MPU3HAHHBIX Op(PaHHBIMU B
rocyJapcrBax-ujieHax HEOOXOJAMMO TMPEJOCTaBUTh KOMHUIO  pEelIeHUs
YIOJHOMOYEHHOTO oOpraHa (3KCHEpTHOW OpraHus3anuu) pedepeHTHOro
rocyJapcTBa o IpUCBOCHUH JIEKapPCTBEHHOMY Ipenapary craryca opdhaHHOro
JIEKApCTBEHHOI'0 Tpernapara JHOO0 MHOE JOKYMEHTAJIbHOE IOJITBEPKICHUE

HaJIMIUA Y JaHHOTO JICKAPCTBCHHOI'O IIPCIIapaTa TaKkoro craryca.

2. OcobenHocTy (OPMHUPOBAHUS PETUCTPAITMOHHOTO
J0ChE JIEKQPCTBEHHOTO TIperapaTa M €ro OIeHKH
IIPY MIPOBEJICHUH YCIIOBHOM PErUCTPAIINH

JlekapcTBeHHBIM TIpemapaT MOXKET OBITh 3aperUCTPUPOBAH 11O
IpOIeAype YCIOBHOM PETHCTPALMK, €CIH YHOJHOMOYEHHBIM OPTaHOM
(3KcmepTHOM opraHuzaiuei) peepeHTHOro TOCyJapcTBa YCTAaHOBJIEHO, UTO,
HECMOTPS Ha HENPEIOCTABJICHUE IIOJHBIX KIWHWYECKHX JaHHBIX O
0e3omacHOCTH U 3(PPEKTHBHOCTH JICKAPCTBEHHOTO TIperiapara, BBIMOJHSIIOTCS
BCE CIICAYIOIINE YCIIOBHS:

MTOJIOKUTEIHHOE COOTHOIIIEHHUE «IO0JIb3a — PHUCK» JICKAPCTBEHHOIO
nmpenapara;

3asiBUTEb  CIIOCOOCH B MOcieAyromeM (Moclie  PErHCTpaIlyH
JICKapCTBEHHOTO TIperapaTa) MPeJOoCTaBUTh TOJIHBIE KIMHUYCCKHE JTaHHBIC
(a Takke TIpH HEOOXOIWMOCTH JOKIMHHYECKHE JIaHHBbIE WM JaHHBIE O

KauecTBe);
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peructpaiys JEeKapCTBEHHOTO IIpernapara TO3BOJUT O0OECIEeUUTh
HEYIOBJIETBOPEHHbBIEC MEIUITUHCKUE MOTPEeOHOCTH CHUCTEMBI
3PaBOOXPAHCHMS;

noiap3a JJIsl  3J0pOBbS  HAcCEJEHWsT OT JIOMMyCKa Ha  PBIHOK
JIEKApCTBEHHOT'0 Tpernapara MPEBBICUT PUCK, CBA3AHHBIA C OTCYTCTBHEM
YacTM JaHHBIX O 0e30macHOCTH H  3((PEKTUBHOCTU JIEKAPCTBEHHOTO
mpernapata Ha MOMEHT €ro perucTpaiuu (Opu yCIOBUU MPEAOCTABICHUS
TaKUX JIAHHBIX B JAJbHEUIIIEM).

B aKCTpeHHBIX CHUTyalusX, yKa3aHHBIX B a03aie TperbeM pazzaena Il
HACTOSAIIETO JOKYMEHTA, YCIOBHAS PETUCTPAIUs MOXKET OBITh OCYIIIECTBIICHA
IpU COOJIOJICHUM YCJIOBUM, YCTAHOBIICHHBIX a03allaMd BTOPBIM — IISITHIM
HACTOAILETO TMOJIpa3/iefia M MPU OTCYTCTBUM TOJHBIX JOKIMHUYECKUX
JTAHHBIX WU JAHHBIX MOAYJISI 3 PErUCTPALIMOHHOIO JOCHE Ha JIEKapPCTBEHHBIN
npemnapar.

Jlns  meneit ab3aia  BTOPOTO  HACTOSIIErO IOJpasjiesia IOHSATHE
«HEYJIOBIIETBOPEHHBIE ~ MEIUIIMHCKHE TOTPEOHOCTH» MPUMEHSETCS B
3HAYEHUH, YCTaHOBIEHHOM IyHKTOM 120° IIpaBui.

B pestome a1 3asBJIeHUS HA YCIOBHYIO PETUCTPAIMIO, PA3MEIICHHOM B
pazaene 1.8.2.9 monynst 1 perucTpalimoHHOTO JOChE, 3asgBUTENb 00s3aH
000CHOBaTh BBHITIOJIHEHUE KaXKJIOTO W3 YCIOBUM, yKa3aHHBIX B HACTOSIIEM

nopasere.

[To/10KUTEIbHOE COOTHOIICHUE «II0JIb3a — PHUCK»
JICKApPpCTBCHHOTI'O IIPCIIapara
B O6IJ.[CM ClIydac IMNOATBCPKACHUC IIOJIOKHUTCIBHOIO COOTHOIICHUSA
«I10JIb3a — PHUCK» B PE3IOMC HA YCIIOBHYIO PCTUCTPALHUIO HOOJIKHO OBITH
OCHOBAHO Ha HAYYHBIX JOKa3aTCJibCTBAX, B TOM YHCIIC PC3ylIbTaTax

KJIMHAYECKHUX MCCIICIOBAHUM (Hampumep, PaHIOMU3UPOBAHHBIX
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KOHTPOJUPYEMBIX HCCIEIOBAHUM), KOTOpPbIE TMO3BOJISIIOT MOJATBEPUTH
OILICHKY TepaneBTUUYECKON 3(P(HEKTUBHOCTH, O€30MACHOCTH U MOJIOKUTEIIHHOE
COOTHOIIECHHE «I10JIb3a — PUCK» JIJIA JICKAPCTBEHHOTO Mpenapara.

TpeboBaHusT K JOKyMEHTaM W JaHHBIM PErUCTPAIlMOHHOIO JI0ChE,
ycTaHOBJIeHHbIe B npwioxeHun Nel k IlpaBunaM, mnpuMeHUMBI K
JEKApCTBEHHBIM  MpemnaparaM, KOTOpblE  3asBJI€Hbl HAa  YCIOBHYIO
peructpanuio. B ciywae ecnu mpouenypa  yCIOBHOM — perucTpaluu
MPOBOJINTCS B OTHOIIEHUM JICKAPCTBEHHBIX TIPENApPATOB, COAEPKAIIAX
JNEUCTBYIOIIME BEIIECTBA  BIIEPBBIE  3aSBISIEMbICE HAa  PErUCTPALMIO,
JOITYCKaeTCst MPEI0CTaBICHUE JI0KA3aTeIbCTB TEepareBTUYECKOMN
3(heKTUBHOCTM M O€30MaCHOCTH TaKUX JIEKAPCTBEHHBIX IIpernapaToB B
MEHbBIIIEM 00BbEME IO CPAaBHEHHIO C OOBIYHOM peructpaiueit. OIHaKO 3TOTO
oO0beMa JaHHBIX JOJDKHO OBITh  JIOCTATOYHO JUISI  TIOATBEPKICHUS
MOJIOKUTEJIBHOTO COOTHOIIEHUSI «I10JIb3a — PUCK» U YCTAHOBJICHUS 3HAUNMMOM
MIOJIb3BI JIEKAPCTBEHHOTO MPErnapara, NPEBHIIIAONIECH PUCKU:

MPUMEHEHUsI JICKQPCTBEHHOI'O IpernapaTra, BBISIBICHHBIE B  XOJIE
KIIMHUYECKUX MCCIIEI0BaHUMT;

OTCYTCTBUSI YacCTH JaHHBIX O TepaneBTUYECKON 3(PGPEeKTUBHOCTH U
0€30I1aCHOCTH JICKAPCTBEHHOTO Iperapara.

B cnydae mpoBeneHus npoueaypbl YCIOBHOM PETMCTPALMU JOJLKHBI
OBITh JTOCTYIHBI MOJIPOOHBIE JaHHBIEC, COJAEpKaluecs B MoAylsax 3 u 4
perucTpallMoHHOro jJochke. I[Ipm 3TOM jmomyckaeTcs MpeoCTaBICHUE
HETIOJIHBIX TAHHBIX KIIMHUYECKUX MCCIEOBAHUN, COAEPKAIIUXCA B MOIYJIE 5
pETUCTPAllMOHHOTO A0che. I[lOCKOIBKY TMpH  YCIOBHOM  pPETrHCTpallUU
HaOJII0/1aeTCsl HEONPEACICHHOCTh OIIEHKH, CBSI3aHHAs ¢ OTCYTCTBUEM YacTH
JAHHBIX KJIWHUYECKUX HCCIEAOBAHUN B MOMYJIE 5 PETHUCTPALIMOHHOTO JTOCHE,
OCTaJIbHBIE MOJIYJIM PETUCTPAIIMOHHOTO J0ChE JIOJHKHBI COAEPKATh MOJIHBIN

00BEM JaHHBIX BCCX Tp€6yeMBIX HCCIENOBAaHUNM M HE MMETh HEJAOCTAIOIIMX
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JAHHBIX, KOTOpbIE OBl YBEIMYUBAIN BEPOSITHOCTh B LEISAX HCKIIOUYCHHS
OmMMOKA B  OIEHKE  PETrUCTPAlMOHHOTO  JOChE,  CBSI3aHHOM  C
HEONPEIeTIEHHOCTBIO.

JUisi  IeKapCTBEHHBIX MPEMapaTroB, KOTOpPHIE MpeIHA3HAUYEHbl s
MPUMEHEHUS B 3KCTPEHHBIX CUTYaIUsAX MPU COCTOSHUSIX, HEMIOCPEJICTBEHHO
YIPOXKAIOMINX KU3HU U 3JIOPOBBIO HACEJICHUS, U KOTOPHhIE MOTYT MPUHECTHU
0cOOyI0 TOJIb3y B 3TUX CHUTyalUsX, JAOIYCKAETCs YCTaHOBJIEHUE OoJee
MIUPOKUX TPAHUI] MPUEMIIEMOCTH PpHUCKA, CBSI3aHHOIO C HEMOJHBIMU
JAHHBIMU PETUCTPALIMOHHOTO JIoChe. B MOmOOHBIX ciydasix yclIoBHas
perucTpanusi MOXET ObIThb TakKe€ OCYIIECTBIIEHA, €CJIM JaHHBIE,
coAepkamuyecss B MOAYJAX 3 M 4 PErucTpallMOHHOTO JOChE, TAKKE HE
SABJSIIOTCS. TONHBIMU. [l0JI00HBIE JIeKapCTBEHHBIE MpenapaThl MOJJIeKaT
OLICHKE B  HHIMBUAYaJbHOM  TIOpSAKE €  y4E€TOM  Xapakrepa
IPEAOTBPALIAEMbIX MMM YIPO3 370pOBbIO0 HACEICHUS W TMOJIOKUTEIBHBIX
3¢ (PeKxTOB JTeKapCTBEHHOIO Mpernapara.

JI1st 060CHOBaHMS MOJOKUTEILHOTO COOTHOIICHUSI «T10JIb3a — PUCK»
JNOJDKEH OBITh YCTAHOBJIEH NpoQuib O€30MaCHOCTH JIEKAPCTBEHHOIO
npenapara.

3asBUTEIH 00SI3aH:

NPOAaHAM3UPOBATh, KaKOM O00BEM JaHHBIX O O€30MacHOCTH U
3 PEeKTUBHOCTH JIEKAPCTBEHHOTO Mpenapara SIBISETCS HEJAOCTYNMHBIM Ha
MOMEHT MOJIauy 3as1BJICHUSI U OCYIIECTBIICHUS] PETUCTPAIUK;

000CHOBaTh MPUEMJIEMOCTh BBIMOJHEHUS OIEHKH BO3MOXKHOCTHU
pEerucTpalyy JIEKapCTBEHHOTO Mpenapara Ha OCHOBAaHUM HEMOJHBIX JaHHBIX
UCXO0Nd U3 YOEAUTENbHOCTH HMEIOUIUXCS B PETUCTPALMOHHOM JI0ChE
pe3yabTaTOB UCCIEAOBAaHUN U HEOOXOAMMOCTH OOECIEYUTh MOJIOKUTEIBHOE

COOTHOIICHHUC «II0JIb3a — PHUCK».
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JlomyckaeTrcsi mpeioCTaBiICHUE IOCIAE PETUCTPAIUU JIEKAPCTBEHHOIO
npenapara cleayonuX JaHHbIX (€CIu 3TO 000OCHOBAHO 3asBUTEIIEM):

pEe3yIbTAaTOB OILIGHKHA 0o0Jiee JOJITOCPOYHOM M 0ojiee HaJEeKHOU C
KJIMHAYECKOW TOYKU 3PEHMS] KOHEYHOW TOYKH 3P(GEeKTUBHOCTH (B ciiyyae
€CIM TEPBOHAYAIBHO B PETUCTPALIMOHHOM JIOChE€ OBUIM MPECTaBICHBI
TOJBKO JJAHHBIE 00 OILIEHKE MPOMEXKYTOYHOW KOHEYHOU TOUKH) (Hampumep,
JTAHHBIE O BBIKMBAEMOCTH, a HE O 4YacTOTE€ OOIIEro OTBETa MAIIMEHTOB Ha
BMEIIATEIHCTBO);

JaHHBIX O ©Oe3omacHOCTH H  A(PGEKTUBHOCTU  JEKAPCTBEHHOIO
npenapara, Mmojy4yeHHbIX U3 0Oosiee OOMMpPHOW 0aszbl JAHHBIX WM JAHHBIX,
MOJIYYECHHBIX HAa OCHOBE 00Jiee MPOJOLKUTEIHLHOTO HAOIIOICHUS, C TOU XKe
KOHEUYHOM TOUKOM (TOYKaMH) U Ha TOM ke MOMyJsiiuM (Halpumep, 4actora
OTBETa MAIMEHTOB Ha BMEIIATEILCTBO MPHU OoJiee MO3IHEN BPEMEHHOMN TOUKe
KOHTPOJIs);

OT/AJICHHBIX JAaHHBIX O JOMOJHUTENbHBIX KOHEUHBIX TOUYKaX WIH
OCOOBIX BBISIBICHHBIX MpoOieMax (Hampumep, O BIMSHUU Ha METACTas3bl,
MIEYCHOYHBIX HAPYIICHUSX );

JAaHHBIX O KJIMHUYECKOM H((PEKTUBHOCTH BaKIMH TPU  UX
MPEANIECTBYIONIEM HCIOIb30BAHUM ISl PETUCTpAlUU (HAIpUMEP, TOJIBKO
JAHHBIX 00 UMMYHOTE€HHOCTH);

JOTIONHUTEIBHBIX JAaHHBIX B BaXHBIX CYyONOMyJSIUSX (Hampumep,
O MAlMEHTaX C PE3UCTEHTHOCTHIO WJIM MAI[UEHTAaX C BAXKHBIM OMOMapKepOM
3a00J1eBaHu);

JOTIONHUTEIBHBIX JAHHBIX O BIUSHUM JAPYIHX JIEKAPCTBEHHBIX
npenapatoB (Hampumep, AaHHBIX 00 3(PGEKTUBHOCTH KOMOWHAIIUM C
JPYTUMHU JICKApCTBEHHBIMHU MpenapaTamMu).

YcranoBnenue 0aaronpusiTHIX A3(DPEKTOB MPHU YCIOBHON PErUCTPaLIUU

MOKCT IOTCHOHUAJIBHO OCHOBBIBATBCA Ha MPOMCKYTOUYHBIX KOHCYHBIX
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TOYKaX, KOTOpble 0OOCHOBAHHO MOTYT NMPUBOJUTH K KIMHUYECKOW MOJIb3E,
HO HENOCPEJICTBEHHO He omnpenenstor ee. Ecnaum mpemyaraercs mogoOHbIN
NOAXO0J, HEOOXOJUMO C HCHOJb30BAaHUEM JOCTYIHBIX JI0KA3aTEIbCTB
IPOaHAIU3UPOBATh NPUTOJHOCTh IMPOMEKYTOYHONM KOHEYHOM TOYKH IS
YCTAHOBJICHHUS WJIA BBINOJHEHUS TMPOTHO3a KIMHUYECKOW TIOJIb3bl OT
NPUMEHEHUS JICKAPCTBEHHOTO Mpenapara. B dacTHOCTH, 3asBUTENb 00s3aH
OLICHUTh CTENEHb HEOMPEACICHHOCTU MPU MPOTHO3E KIMHUYECKOW IMOJIb3BI
Ha OCHOBE MPOMEXYTOYHON KOHEUHON TOYKHM U OOOCHOBATH MPUEMIIEMOCTH
OTOM  CTENEHU  HEOMNPENCIECHHOCTH.  YCJIOBHAas  pErucTpauus  C
HEOOXOAMMOCTBIO TOJATBEPKIAEHUS B MOCTPETUCTPALIMOHHOM TEPHOJIE
KJIMHUYECKOW TIOJIb3bl JIOMyCTUMA TOJIBKO B TOM Clly4yae, €CJIH IO
pe3yibTaTaM OLEHKM KJIMHUYECKas I0Jib3a JIEKAPCTBEHHOrO IpernapaTra Ha
OCHOBE  aHaJU3a IPOMEKYTOYHOM  KOHEYHOM  TOYKM  IPEBBIIIAET
HEONPEIEeNIEHHOCTh OILICHKU, KOTOpast (POpMUPYETCS 3TOW MPOMEKYTOUHOU
KOHEYHON Toukoi. HeobXxoaumMo Takke MOSICHUTh, YTO B CiIy4asx, KOTIa
UCIIOJb3yeMasi MNPOMEXKYTOUHAs] KOHEYHasi TOYKa SIBJISIETCS MOJTHOCTHIO
BAJIUJIUPOBAHHON CYyppOTaTHOW KOHEYHOW TOYKOW (HAmpUMeEp, UCXOMAs UX
pPELIEHUI BEAYIINX MEXIYHAPOJHBIX PETYIATOPOB WM COOTBETCTBYIOIIETO
HAy4YHOI'O0 aHalIM3a) W JalbHEHIINE JaHHbIE O (PAKTUYECKOW KIMHUYECKOU
noyib3e He TpeOylTcs, MOXKeT ObITh pacCMOTpPeHa BO3MOKHOCTH
perucTpalnum JIEKapcTBEHHOTO Tpernapara 0e3 0coObIX 00s13aTebCTB.
[IpuMepbl yCTaHOBIEHUS TMOJOKUTEILHOTO COOTHOIIECHUS «I10Jbh3a —
PUCK» TPHU HEMOJHBIX JIaHHBIX O 0e30MacHOCTH M A(PPEeKTUBHOCTH
JIEKapCTBEHHOI'0 Tperapara BKIIOYAIOT B ce0s cilyyad, KOrjaa, ¢ OJHOU
CTOPOHBI, TMPEACTaBJICHHbIE JlaHHbIE HEOOXOAUMO JIOMOJIHUTh, YTOObI
CUMTATh KIMHUYECKYIO OIIEHKY JEKApPCTBEHHOr0 Ipernapara MOJTHOCTHIO
BBITIOJTHEHHOW (HAMpUMep, JTaHHBIMHU, MOJYYEHHBIMU HAa OCHOBAaHUM OoJiee

MMpOAO0JIKUTCIBHOTO Ha6J'IIOI[CHI/I}I, pe3yiibTaTaM aHaJIn3a 0oee prnHOﬁ
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0a3bl JaHHBIX WM JAHHBIMHM, TOJYYEHHBIMU B PE3yJbTaTe aHaIu3a
JOTIOJTHUTEIBHBIX KOHEYHBIX TOYEK), HO, C JPYrod CTOPOHBI, MOJIb3a OT
MIPUMEHEHUS JICKAPCTBEHHOI'O IIpernapara, YCTaHOBJICHHAs Ha OCHOBAHUU
YK€ HUMEIOIIMXCA OrPAaHUYCHHBIX JaHHBIX MPEBBINIACT PUCKU. B Takmx
CilyyasiX C TOYKH 3pEHHUS MHTEPECOB OXPaHbl 3J0POBbSl HACENECHUS OyJeT
HEOOOCHOBAHHO OTKJIAJbIBATh PErUCTPAIMIO JICKAPCTBEHHOTO Mpemnapara U
BO3MO>KHOCTh Ha4aja €ro MMUPOKOTro KIMHUYECKOTO MPUMEHCHUS.

OrpanuyeHHbli  00BEM  JOCTYNHBIX JaHHBIX O 0€30MacHOCTU
JIEKapCTBEHHOTO MpenapaTra BHOCUT BKJIAJ B HEONPEACICHHOCTh U TTOJJIEKUT
y4eTy TpU OICHKE COOTHOIICHUSA «I0Jb3a — pHUCK». [IpuemiiemocThb
0€30MacHOCTH  JIEKAPCTBEHHOI'O0  Mpemapara  MOJJIEKUT  OIEHKE B
VHIUBUAYAIBHOM MOPSJAKE HA OCHOBAaHWHM JOCTYIIHBIX JAHHBIX C y4YETOM
MPOJEMOHCTPUPOBAHHOM IMOJIb3bI JIEKAPCTBEHHOIO IIperapara.

Takum  00pa3oM, yCJIOBHas  PETUCTpAIUs  JOIMyCKAaeTCs  IpHU
MPOBEJICHUM WCCJICAOBAHUM C MEHBIIMM pa3MepoM BBIOOPKU U (WJIN)
MEHBIIECH MPOJIOIKUTEIHHOCThIO U (W) MHBIMH KOHEYHBIMU TOYKAMH, I10
CPaBHEHHUIO C TE€M CTaHJAPTOM HCCIIEIOBAaHMMN, KOTOPBHIM HEOOXOIUM s
MOJTBEPKAAIONIUX KIMHUYECKUX UCCIIEOBAHUIN JICKAPCTBEHHOTO Mpenapara,
MpeHa3HAYEeHHOTO ISl  JICYEHUS ONPEACICHHOTO BHJA 3a00JICBAaHUM
(coctostHuii). BMmecte ¢ TeM TIpu TPOBEACHUH TMPOIEAYPhl YCIOBHOM
perucTpaliii B PETUCTPAIIMOHHOM JIOCh€ HEOOXOIUMO IIPEIOCTABUTH
00OCHOBaHWE, YTO T0JIb3a, YCTAHOBJICHHAs C IIOMOIIBIO JOCTYIHBIX B
PETUCTPALMOHHOM JIOChE JAHHBIX, MPEBBIIAECT BO3MOKHBIE PUCKH, YUUTHIBAS
BBICOKHM YPOBEHb HEOMPEAECICHHOCTH TaKOM OIIEHKHM PHUCKA, CBSI3aHHOU C
HETIOJHBIM 00BEMOM JaHHBIX PETHCTPAIMOHHOTO J0Che. [I0CKOJIBKY pHCKH,
00yCIIOBJIEHHBIE HEMOJIHBIM 00BEMOM JTAHHBIX, HEBO3MOKHO TOYHO OIIEHUTb,
BBISIBJICHHBIC T10JIe3HbIE A(PGEKThl JEeKapCTBEHHOrO IpernapaTra JOJKHbI

MMO3BOJISITh CJI€JaTh OJHO3HAYHBLIM BBIBOJ O €r0 KJIMHHUYECKOM IMOJIb3E. 910
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MO3BOJIUT OJIOOPUTh KIMHUYECKOE MPUMEHEHUE O0C000 TMEePCHEKTUBHBIX
JIEKApPCTBEHHBIX MpenapaToB, KOTOPbIE MOTYT MPUHECTH 3HAYUTEIbHYIO
M0JIb3Y CUCTEME 3/IPABOOXPAHEHHUS B LIEJIOM.

OO60CHOBaHME TMOJIOKUTEIHLHOTO COOTHOIIEHHUS «I0JIb3a — PHUCK» CO
CTOPOHBI 3asIBUTEJISI BKJIFOYAET B CEOsI:

VMMEIOIIYIOCS OLIEHKY COOTHOIIECHUS «I0JIb3a — PUCKY;

oOCyXKJleHHEe JIFOOBIX JIaHHBIX, CBSI3aHHBIX C  YCTAHOBJICHUEM
MOJIOKUTENBHOTO COOTHOILICHUS «II0Jb3a — PHUCK», I IMOATBEPKICHHS
KOTOPBIX TpeOyroTCs JaJbHEUIIINE UCCIIEOBAHUS (Hanmpumep,
NOATBEPKICHUE BIWAHUSA Ha JpPYyTHE KOHEYHBIE TOYKH, OTHAICHHBIC

3¢ deKxThl, Ha 0COOBIE MOMYJIAIINU WU BBIIBICHUE OTBETUUKOB).

Bricokas BEpOSITHOCTD NMPEACTABICHUS 3asBUTEIIEM
B MOCJIEYIOMIEM (TI0CII€ PErUCTPALIMH JIEKAPCTBEHHOTO
mpernapara) MoJIHBIX JAaHHBIX PErUCTPAIMOHHOTO JI0ChEe

B xauectBe ocoboro o0si3aTenbcTBa IS AepyKaTeNsl PErucTPaliOHHOTO
YAOCTOBEPEHUS  JIOJDKHO OBITh  MPEAYCMOTPEHO  00S3aTeNbCTBO 10
3aBEPUICHUIO MPOBOJSIIIMXCS MCCICAOBAHUNA WM TPOBEICHUIO HOBBIX
VCCIIEIOBAHUM C LEIBIO MTOJYYEHUS NCUEPIBIBAIOIINX KIMHUYECKUX JTaHHBIX,
MOJITBEPKAAOIIMX TOJOKUTEIBHOE COOTHOIIEHUE «II0JIb3a — PHUCK». B
AKCTPEHHBIX CIIydyasX TakKe MOTYT MOTpeOoBaThCs OCOObIE 00s3aTeIbCTBA
1o IIPEI0CTABJIEHUIO MCUEPIBIBAOIIMX TOKJIMHUYECKHUX 158105
(dhapmMareBTUUECKUX JTaHHBIX.

[TonHble mMaHHBIE O JIEKAPCTBEHHOM IIpemnapare HampaBJI€Hbl Ha
MOJATBEPKAECHUE TOTO, YTO COOTHOUICHHE «IOJb3a — PHUCK» SBISETCA
MOJIOKUTEJIBHBIM (HampuMep, MPH MOMOIIMA IMPOBEPKH COTJIACOBAHHOCTHU
JNOCTYIIHBIX JAHHBIX O TEPBUYHBIX WM BTOPUYHBIX KOHEYHBIX TOYKaxX B

COBOKYITHOCTH C 0omee ITOJIHBIMH JaHHbIMHN i C JaHHBIMH



102

JOTIOJTHATEIFHBIX ~ HMCCJICIOBAHWK  TPU  CXOJHBIX  TMOKAa3aHUAX  C
MPEIOCTAaBICHUEM CBEICHWA O KIMHUYECKH Hambojiee 3HAYMMBIX
(10ATOCPOUYHBIX) KOHEUHBIX TOYKAX, XapaKTEPUCTUKON MPOJOKUTETLHOCTH
s dekTa, nmpenocTaBieHueM 0osiee KPymHOW 0a3bl JaHHBIX OE30MaCHOCTH H,
KaKk TMPaBWIO, BO3MOXHOCTH IIOJTHOTO TMOHUMAaHHS  OTHOCHTEIHHO
(D EeKTUBHOCTH U OE30MaCHOCTH JICKAPCTBEHHOIO IIperapara).

VYcranaBnuBaeMble 0COObIe 00513aTENBCTBA JIOKHBI ObITh HAMPABJICHBI
Ha JI0Ka3aTeJIbCTBO MOJIOKUTEIBHOTO COOTHOILICHUS «II0JIb3a — PUCK» TMpHU
OJIOOPEHHOM TIOKa3aHUM K MPUMEHEHHUIO JICKAPCTBEHHOI'O Mpernapara v Ha
dbopMHUpOBaHUE TMOJHOTO PETUCTPALMOHHOTO JIOChE  JIEKAPCTBEHHOTO
npenapara. J[okHO OBITH JaHO YETKOE OOBSICHEHHME U O00OCHOBaHHE
HEpEIIEHHBIX BOMPOCOB O 0€30MacHOCTH U A(PGHEKTUBHOCTH JIEKAPCTBEHHOTO
npernapara Mnpu NpeajaraéMbiX MOKa3aHUSAX K €ro MPUMEHEHUI0, a TaK»Ke
TOTO, KaK BBITIOJTHEHHE OCOOBIX 0053aTeNIbCTB MO3BOJIUT OTBETUTH Ha 3THU
Bompochl. OcoOble 00s3aTeNbCTBA BKIIOYAIOT B ce0s 00s3aTeNbCTBA 10
MPOBEACHUIO PAaHIOMHU3UPOBAHHBIX KIWHUYECKUX WCCICIOBAaHUM, HO HE
OTPaHUYINBAIOTCS UMHU.

BaxxHo wmakcumanbHO OBICTPO  3aKOHUUTH  (PapMalleBTUUYECKYIO
pa3paboTKy JIEKapCTBEHHOTO Mpemnapara, 4YToObl B OTpaHUYEHHBIM MEepUO
0o0€ecreunTh yCTpaHeHHe Jo0OW HEONpeNeNeHHOCTH B OILIEHKE €ro
0e3onacHocTH, 3(P(EKTUBHOCTA M KA4YeCTBA MO MPUYUHE OTCYTCTBUS
WCYEPITHIBAIOIINX TAHHBIX.

3asBUTENb AOJKEH OOBACHUTH, KAaK B COIJIACOBAHHBIA MEPUOJ] MOTYT
OBITh TIOJYYE€HBl HEJOCTAIOIINE JaHHBbIE O 0€30MacHOCTH U 3PHEKTUBHOCTU
JeKapcTBeHHOro mnpemnaparta. Kpome Toro, 3asBuTenb 0053aH MPEIOCTaBUTH
TapaHTHIO BBIMOJHEHUS YK€ HAYaThIX HA MOMEHT YCJIOBHOM PETHCTpAINH
WM  TUIAHUPYEMBIX  WCCJIEAOBaHWM, YCTAaHOBJICHHBIX KaK  0OCOOBIC

06}13aT€J'IBCTBa, d TAKKC I'apaHTHIO Ka4CCTBA UX IIPOBCIACHUA. OTO MO3BOJISET
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WCKIIIOUUTHh HEBBITIOTHEHUE YCTAHOBJIEHHBIX OCOOBIX O00S3aTENBCTB MPHU
HAIMYAM TPOOJIeM, CBS3aHHBIX C IUTAHUPOBAHWEM H  MPOBEIACHUEM
KIMHAYECKUX  HCCIeOBaHUW  (HampuMmep, MpoOJieM  CBSI3aHHBIX €
NPUBJICYCHUEM CYOBEKTOB, CHSATHEM OCJCIUICHUS B YXK€ HayaThIX WIU
IUTAHUPYEMBIX ~ HCCIEOBAHUAX, JPYyTUX MPOOJEeM  CBSI3aHHBIX  CO
CTaTUCTHUYECKUM aHAJIU30M, OCOOCHHO MpPHU MPOBEICHUM HCCIEIOBAHUN C
y49acTHEM IMalMeHTOB W3 TOW K€ TMOIYJSAIUU, JaHHbIE O KOTOPOW ObLIH
BKJIFOYEHBI B POTOKOJIBI PEABIIYIINX KIMHUYECKUX UCCIIECIOBAHUN).

B pamkax oreHkr 0€30MacHOCTH JIEKapCTBEHHOTO Ipernapara MOKET
noTpeOOBaTbCsI MHTEHCUBHBIM MOHMTOPHUHT, JJIA OOecreyeHus MpU3HAHUSA
MOJIOKUTEIHBHOTO COOTHOIIIEHUE «IO0JIb3a — PHUCK» MPU €ro €XKerogHoi
nepepeructpanuu. OcoOble 0053aTeNbCTBA MOTYT YCTaHABJIMBATHCS TAKKE B
OTHOIIIEHUHU (PapMaKOHaA30pa JAHHOTO JIEKaPCTBEHHOIO Mpernapara.

YTOTHOMOYEHHBIN OpraH (SKCHepTHash OpraHusaius) peQepeHTHOro
rocygapctBa  mociie  ToJiydeHUuss ~ OOOCHOBaHMs,  MPEACTaBICHHOTO
3asBUTEJIEM, OIICHMBAET BO3MOXHOCTb U I€JIE€CO00PAa3HOCTh YCJIOBHOM
peructpanuu. Ecniu 00beM 3ariaHUpPOBAHHBIX (JaTbHEUIINX) KIMHUYECKUX
uccieoBaHui, TpeOyeMbIX I  TMOJATBEPXKIACHUS  IMOJOKUTEIHbHOIO
COOTHONIEHUSI «IOJIb3a — PHUCK», HE TMperoiaraeT HX BHIIIOJIHEHUE B
3asiBJICHHBIM CPOK, TO MOKET MPUBECTU K OTKa3y B MPOBEICHUH MPOLIEAYPHI
YCJIOBHOM PETUCTPALIUN.

Jlo mojmauu 3asBICHUS Ha PETUCTpAIMI0 3asiBUTENIb BIPaBE B
COOTBETCTBUM ¢ mOyHKTOM 26 IlpaBun oOpatutbcss 3a Hay4dyHOU
KOHCYJIbTAIIMEHN TI0 BOMPOCAM:

oOmmero rmiaaHa (apMaleBTUYECKONM pa3pabOTKu JIEKAPCTBEHHOIO

nperapara;
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COJICCTBUS B COCTaBJICHUU MPOTOKOJIA KIMHUYECKOTO MUCCIIEIOBAHMS C
Y4ETOM YKa3aHHOM B pasznaene Il Hacrosmero AOKyMEHTa KaTerOpud,
JIEKapCTBEHHOIO Mpernapara, 3asBIsIEMOTO Ha YCIIOBHYIO PETUCTPAIIHIO;

BbIOOpA AU3aiiHa KIMHUYECKUX HCCIIEI0BAHUT;

COTJIACOBAHUSI TMEPEYHS KIMHUYECKUX HCCIEJAOBAaHUM, KOTOpPHIC
CIeIyeT 3aBEpIINTh JO PETUCTPAIMU, W KIMHUYECKUX UCCIEJOBaHUM,
NPOBEJICHUE KOTOPBIX OyJeT 3aBepHieHO (B KauyeCTBE BBIMIOJIHEHUS
YCTaHOBJICHHBIX OCOOBIX 0053aTENbCTB) IMOCJE OCYILIECTBICHUS YCIOBHOU
pErucTpaIyi.

[Ipu oOcyxaeHun mnporpamMmbl (papmalieBTUYECKONW pa3pabOTKu
JIEKApCTBEHHOr0 TIpernapara B LEIAX MOPOBEACHUS NPOLEAYpPhl YCIOBHOM
perucTpanuu 3asiBUTENb BIPABE MPEJOCTABUTH YIMOJIHOMOYEHHOMY OpraHy
(3KCmepTHOM  opraHuzaluM) pePEepeHTHOro TOoCydapcTBa  CTPYKTYpPY
IUIAHUPYEMOT'O aliTOPUTMA YCIOBHOM perucTpaluu, IIaHupOBaHUE BIUSHUSA
OKUJIAEMBIX HCXOJIOB Ha peau3alliio TMOCIEIYIOUMX JTaloB TaKou
pOTrpaMMbl (BKJIFOYAsi yCTAHOBJICHHBIE 0COOBIE 00SI13aTENbCTRA).

[Ipy moATOTOBKE M OOCYXJAEHUU NpOTrpaMMmbl (papmalneBTUYECKOM
pa3paboTku  opdaHHOrO  JIEKAPCTBEHHOrO  Ipemapara,  KOTOPBIM
OJIHOBPEMEHHO TIOMaJiaeT B KaTEeropui0 JIEKAPCTBEHHOTO Tpernapara,
00JaJaroIero CyIECTBEHHBIMUA MPEUMYIIECTBAMHU B 4acTU 3(P(HEKTUBHOCTHU
u (unm) O€30MaCHOCTHM MO CPaBHEHUIO C YK€ 3aperucTpUpPOBAHHBIMU
aNbTEPHATUBHBIMU JIEKAPCTBEHHBIMHU IMpEMapaTamu, 3asBUTENb JOJDKEH
YUYUTBIBATH MPUTOJIHOCTh MOJYyYaeMbIX B XOJI€ KIMHUYECKUX HCCIIEOBAHUN
JAHHBIX JUIsl  TOATBEPXKACHUS cTaTyca Op¢aHHOIO JIEKapCTBEHHOIO
npenapara B MOMEHT MPOBEICHUsS MPOLETYPhl YCIOBHOM PerucTpaluu.

Heobxonumo mpeaocTaBUTh KpaTkoe OMUCaHHWE (BKJIKOYAs CUHOIICHUC)
KaXJIOTO MPOBOJMMOTO WJIM HOBOT'O HCCIIEIOBAHUS, PE3YJIbTaThl KOTOPOTO

npeajraracrcs npeaoCTaBUTb B paMKax YCTAaHOBJICHHBIX 0COOBIX
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00s3aTenbCcTB. CTPYKTYpPY M COAEpPIKAHWE CHHOTICHCA JIOTYCKAETCS N3MEHSTh
B 3aBHCHMOCTH OT BHJA HCCJICIOBAHUS M YCTAHABIMBAEMBIX OCOOBIX
o0s3aTeNnbCTB. B cilyyae cTaHIapTHOTO HCCIEAOBAaHUSA KIMHUYECKON
3¢ (PEeKTUBHOCTH MPENOCTABIIIEMbIE B COCTABE CUHOIICHCA CBEICHUS JTOJKHBI
BKJIIOUYATH B CEOSI:

Ha3BaHUE UCCIICTOBAHMUS;

BBeJIcHHE (000CHOBaHWE UCCIIEOBAHNS);

ONKCaHUE MPUMEHSEMbIX BMEIIATEIbCTB (C YKa3aHUEM HaMMEHOBAHUS
JIEKapCTBEHHBIX MPENapaToB, UX A03bl U UHBIX MPOLETYD);

OMKMCAHUE WCCIECIYEMON TMOMYJSIIUU C YKa3aHUEeM IUJIaHUPYyeMOou
YUCIICHHOCTH CyOBEKTOB WCCJICTOBAHUS C COOTBETCTBYIOITUM
000CHOBaAHHEM;

OMKMCAaHUE OCHOBHBIX METOJIOB MPOMEXYTOYHOTO M 3aKJIIOUUTEIHHOIO
aHanu3a 3 (PEeKTUBHOCTH WM OE30MACHOCTH JIEKAPCTBEHHOIO Mperapara;

uHpopmaIuio:

o0 ypoBHE U METOJIe OCJHEIUIeHUus (MacKUpoBaHusi) (Hampumep,
OTKPBITOE, MMPOCTOE CJIETIOE, TBOMHOE CIIETIOe, UCCIICIOBAHNUE C OCIICTUICHHUEM
NAlMEeHTOB, HccienoBarened W (WiIM) JUL, OLEHUBAIOUIUX PE3YJIbTaThl
UCCIIEIOBAHUS);

O BHJI€ KOHTPOJILHOM Tpynmbl (BUIE KOHTPOJS), y4acTBYIOIIEH B
UCCIEIOBAaHUM (HAMpuUMep, rpynmna ¢ MpueMoM Iuianebo, rpymnma 0e3
BBITIOJIHEHHSI ~ BMEIIATEIhCTBA, TPyNNa ¢  [PUEMOM  aKTUBHOTO
JIEKapCTBEHHOI0 TIpenapara, €IMHCTBEHHAs IpyMia ¢ OLEHKOW COCTOSHUS A0
U TIOCJIE TepaIlin), U JU3aiiHe UcCie1oBaHus (apajlyiebHBIN, MepeKpPEeCTHBIN
u 1p.);

0 METO/e HA3HAYCHUSI BMEIIIATEIILCTBA (panmomMu3aIms,

cTpaTudukanms);
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O TOCJIENOBATEIBHOCTH U MPOJOJIKUTEIBHOCTH BCEX MEPUOJOB
VCCIIEIOBAHMS, BKIIFOYAsd MPEAPAHIOMHU3AIMOHHBIN MIEPUOJ U MEPUOJ TTOCIIE
OKOHYAaHUs TEpPAIUM, MEPUOJAbl OTMEHBI TEPAIMU U IEPUOJBI MPOCTOrO U
JIIBOMHOTO CJIENIOTO BMELIATEIBCTBA;

O TMEpPBUYHBIX U BTOPUYHBIX MEPEMEHHBIX 3PYEKTUBHOCTU U
0€30IMacHOCTH JIEKAPCTBEHHOTO Mpenapara;

O CpoKax (C ONMHUCAHUEM BAXKHBIX KOHTPOJBHBIX TOYEK) ISl Hadala,
NPOBEJCHHS, AaHaAIU3a W PENOPTUPOBAHUS HCCIENOBaHUA  (BKJIOYas
COJIEP’KAHUE TPOMEKYTOUHBIX OTUETOB);

KPUTHUYECKOE 00CyXJIeHHE OCHOBaHU 17} BBITIOJIHUMOCTH

HCCJICOAOBaHMA.

OOecnieueHne HEYI0BJIETBOPEHHBIX MEIUITUHCKUX
MOTPEOHOCTEN CHCTEMBI 3PaBOOXPAHCHUS

[IpumeHeHue npoueaypbl YCIOBHOM PEruCTpalluyd JIEKAPCTBEHHOIO
mpernapara B IeISIX oOecredeHUs HEyAOBJICTBOPEHHBIX MEIUITUHCKUX
MOTPEOHOCTEH CHUCTEMBl 3APAaBOOXPAHCHHUS  SBJISETCS  OTJIUYUTEIHLHOU
O0COOCHHOCTBIO JICKAPCTBEHHBIX MPENapaToB, MOAXOISIINX IS YCIOBHOM
pETUCTpAIlMA, MW CBSI3aHO C KOHKPETHOM TIOJb30M, OXKHUIAEMOHW OT
MPUMEHEHUS JIEKAPCTBEHHOIO TIperapara, KOTOpas HE TOJIBKO IPEBBIIIAET
YCTAHOBJICHHBIE Ha MOMEHT €r0 pETrHCTpallud pPUCKH, CBS3aHHBIE C
MIPUMEHCHUEM HEJOCTATOYHO M3YUYEHHOTrO JIEKAPCTBEHHOIO Ipernapara, HO U
WHbIE OTCHIUAIbHBIE PUCKHU, CBSI3AHHBIC C HAJIMYUEM B PETUCTPALIMOHHOM
JIOChE HEIMOJHBIX CBEACHUM O CBOMCTBAX TAKOTO JIEKAPCTBEHHOIO IIpErapara.

3asBUTENh  0053aH  TNPEJOCTABUTh  TMOATBEPKICHHE  HAIUYMS
HEYJIOBJICTBOPEHHOM MEIUIUHCKOU OTPEOHOCTH CUCTEMBI
3ApaBOOXPAaHECHUS W HEOOXOJIWMOCTH BHEAPEHUS HOBBIX METOJIOB OKa3aHUS

M@I[HHHHCKOﬁ IIOMOIIH (B cirydac OTCYTCTBUS  YIAOBJICTBOPHUTCIIBHBIX
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MOJXOJIOB) JIMOO CYIIECTBEHHOTO YJIYYIIEHUS MEIUIIMHCKOW IMOMOIIU IO
CPaBHEHHIO C 0JJOOPEHHBIMU METOJIAMH €€ OKa3aHHUs.

[TonTBepkneHre oOecreueHrusl HEYIOBICTBOPEHHONH METUITMHCKOM
MOTPEOHOCTH  CHCTEMBI  3/IpaBOOXpaHECHHMS TpeOyeT OOOCHOBaHHUS B
UHAUBHAyaTbHOM  miopsnke. (OOOCHOBaHWMS  JOKHBI  KOJMYECTBEHHO
XapaKTEepU30BaTh HEYJOBJICTBOPCHHYIO MEIHUIIMHCKYIO MOTPEOHOCTh Ha
OCHOBAHHUHU MEIHUIMHCKUX WM SITHIECMHOIOTHYECKUX JaHHBIX.

B 1emoM OCHOBHOE TepareBTHYECKOE MPEHMYIECTBO, KaK IPaBHIIO,
OCHOBBIBACTCS HAa 3HAYUMOM YJIydIIeHUH 3P HEKTUBHOCTH M KIMHUICCKON
0€301acHOCTH JICKAPCTBEHHOT'O TIpernapara (HampuMep, IT0J0KUTEIbHOE
BIIMSTHUE HA HA4Yajo WX Pa3BUTHE COCTOSHHS JTHOO CHIDKECHHE MOPOMITHOCTH
VI CMEPTHOCTH OT 3a0oJieBaHMs). B MCKIIIOUUTENBHBIX CIydasX OCHOBHOE
TepaneBTUYECKOE MPEUMYIIIECTBO JCKAPCTBEHHOTO TperapaTta MOXET TakKe
BBIPAKATHCA B 3HAYUTCIBHOM  YIYYIICHHH BO3MOXKHOCTH  OKa3aHUS
MEIUITMHCKOW IOMOIMM (HAIMpUMEp, €CIIH OXHUIACTCSA, 4YTO IPUMEHEHHE
HOBOT'O JICKAPCTBEHHOTO IIpeIapara IMO3BOJIMT PEIaTh CEPhE3HBIE MPOOIEMBI
CBSI3aHHBIC C TPHUBEPKECHHOCTHIO TEpaIlliM, WA €CIH Tepamus ITO3BOJIUT
IIPOBOJIUTh aMOYJIATOPHOE JICUCHHE BMECTO JICUCHHUS HCKIIOYUTEIBHO B
YCIIOBHSIX CTAaIlMOHApPA).

Heob6xomaumo IPOJIEMOHCTPUPOBATH IPEUMYIIEeCTBa HaJl
CYIIECTBYIOIMMH METOJaMH, MPUMEHSIEMBIMA B KIMHHUYECKON MPaKTUKE
(Opy  HaMWM4WU), HCHOJIB3YS HAACKHOE J0KA3aTelbCTBO, KaK MpPaBUIIO,
MOJIYYCHHOE Ha OCHOBE KAaueCTBEHHO IPOBEICHHBIX DPAHJIOMH3UPOBAHHBIX
KOHTPOJINPYEMBIX UCCIICAOBaHUH (JIoKa3aTebHas JEMOHCTPAITUS TI0JIB3BI).

B LEIAX 000CHOBaHUI JIOBOJIA, 00 00€ECIIEUEHHOCTH
HEYIOBIIETBOPEHHBIX MEIUIIMHCKUX TMOTPEOHOCTEH, 3asgBUTENh 00s3aH

PEJOCTaBUTh:
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KpUTHYECKUH  0030p  JOCTYMHBIX  METOJNOB  MPO(HIAKTHUKH,
MEAUIIMHCKON AUATHOCTHKYU WJIM JICUEHUS C OMMCAHUEM HEYAOBIETBOPEHHOMN
MEUIIMHCKON MOTPEOHOCTH CUCTEMBI 3/IPABOOXPAHEHHS;

KOJIMYECTBEHHYIO OLICHKY BEJIMYUHBI HEYJI0BJIETBOPEHHOM
MEAUIIMHCKON MOTPEOHOCTH C YYETOM MEAMKO-CTaTUCTUYECKUX JaHHBIX
(HampuMep, KOJIMYECTBEHHbIE MEIUIIMHCKAE WIA OSMIHAEMHOJIOTHYECKHUE
JIAaHHBIE);

JI0Ka3aTelbcTBa TOTO, YTO PErUCTpalsl JEKapCTBEHHOro Ipernapara
MO3BOJUT OOECIEUUTh HEYAOBIECTBOPEHHbIE MEAMIIMHCKUE MOTPEOHOCTU
CUCTEMBI 3[PaBOOXPAHECHHUSI.

OcoOblli MOAXOJ NPUMEHSAETCS B Ciy4yasx, €CIM CpaBHEHUE C
pa3pelIeHHBIMU METOJaMH OKa3aHUS MEIUIIMHCKON IMOMOIIM BKJIIOYAET
B cebds cCcpaBHEHHE C paHee YCIOBHO  3aperucTpUpPOBAHHBIMU
JIEKapCTBEHHBIMU TIpenaparamu, a B ciydyae op(aHHBIX MpPErnapaToB — €Clu
IPUCBOEHUE CTaTyca Op(paHHOTO JIEKAPCTBEHHOI'O Ipernapara CBSI3aHHOTO C
€r0 CYLIECTBEHHOM ITOJIB30M.

[Ipn omoOpeHMH NPUMEHEHUS MPOLEAYPHl YCIOBHOM perucTparuu
JOJDKHO OBITh ~ YCTAaHOBJIEHO, YTO C TOMOIIBIO paccMaTpUBaeMOro
JIEKapCTBEHHOI'0 Tpernapara MOryT ObITh OOecCredYeHbl HEYIOBJICTBOPEHHBIC
MEUIIMHCKUE TOTPEOHOCTH CUCTEMBI 3/IpaBOOXPAHEHUS], TOTJa KaK CTENEHb
o0ecrie4eHHOCTH OyAEeT OMNpPeAeNsSIThCA B TEYEHUE JJIUTEILHOTO BPEMEHHU
NIOCJIE PETMCTPALMH JIEKAPCTBEHHOTO Ipemnapara Mpy BBITOJIHEHUH OCOOBIX
0053aTENbCTB. B ciryyae 000CHOBaHUS 00€eCTIeueHHOCTH
HEY/IOBJIETBOPEHHBIX MEAMIIMHCKUX MOTPeOHOCTEH 3a cyueT JOoCTyla Ha
PBIHOK  BTOPOTO WJIMA  TOCIEAYIOLIEro  JIGKAPCTBEHHOrO0  Ipemnapara
HEOOXOIMMO MPUHUMATh BO BHUMaHHE KIMHUYECKUE JTAHHbIE, HAKOTUICHHBIE

npu OOpalleHMd Ha PBIHKE [E€PBOr0 YCIOBHO 3aperucTPUPOBAHHOTO
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JIEKapCTBEHHOTO Mpernapara, U Te acleKThl 3(h(PEeKTUBHOCTU U O€30MacHOCTH,
KOTOPBIE OCTAIOTCSI HEU3YUYECHHBIMU B MPOIIECCE TAKOTO OOpaIeHus.

IToka ycTaHOBJIEHHBIE OCOOBIE 00S3aTENIBCTBA IS JIEKAPCTBEHHOTO
npemnapara, 3aperucTPUPOBAHHOIO IO MPOLEAYPE YCIOBHOW PErUCTpaIUU
€1I€ HE BBINOJHEHBI IIOJHOCTHIO, HEBO3MOYKHO YCTAaHOBUTH HWCTHUHHYIO
BEJIIMYMHY €ro MOJIb3bl, MMO3TOMY 3asBJICHHUE HA YCJIOBHYIO PETHCTPALHIO
HOBOrO (BTOPOTO WM TOCJEAYIOIIEro) JEKApCTBEHHOro IMpenapara
BO3MOXHO B CJIydae, €CJIM OH MOXXET IOTCHIIMAIbHO OOECICUUTh TE JKE
HEYJIOBJICTBOPEHHbBIE MEIUIIUHCKUE MOTPEOHOCTH CHUCTEMBI
3/IpaBOOXPAHEHUS] M MPH 3TOM HMEETCS HaydyHOe OOOCHOBaHWE TOTO, YTO
TaKO# JIEKapCTBEHHBIN TMpemnapar OyAeT ux olecrneuyrBaTh B HE MEHbIIEH
CTEIICHU, YEM IEPBBIN JIEKAPCTBEHHBIN Mpenapar, 3aperuCTPUPOBAHHBINA IO
MpoLEeaype YCJIOBHOW perucrpanuu. JlaHHas cuTyalndsi HE OTHOCHUTCA K
ClIy4dasMm perucTpanuu CKOTIMPOBAHHOIO (BOCIIPOU3BEAEHHOTO,
OnoaHaIO0rUYHOr0) OpGhaHHOTO JIEKAPCTBEHHOTO Ipernapara Mpu HAIMYUH
KaKUX-JTU0O TMpaB TPEThUX JIMI[ HAa HHTEIJIEKTYyaJbHYI0O COOCTBEHHOCTH B
OTHOLICHWM  CaMOro  JICKAPCTBEHHOTO  TIpernapara WIM  CBEICHUU
(IOKYMEHTOB) PETrUCTPAIIMOHHOTO JI0ChE.

[IpenmymiecTBa mnepes CyUIECTBYIOIMIMMHM BMENIATEIbCTBAMUA MOTYT
OBITH ~ JOCTATOYHBI  JJISI  TIOATBEPXKICHUS  peructpanuv  op¢aHHOTrO
JIEKapCTBEHHOTO Mpemapara, B CIydae KOrjJa Takas perucrpanus
OCHOBBIBAETCS TOJIBKO HAa CYLIECTBEHHOM MOJIb3€ JIEKAPCTBEHHOIO Mpenapara

1 CUCTCMBI 31PpaBOOXPAaHCHUA.

ITonn3a s 3A0POBbA HACCIICHUA OT JOITYCKa
Ha PBIHOK JICKAPCTBCHHOT'O ITpCIIapara

3asgBuUTENL 00s3aH peaoCTaBUTDb 000CHOBaHME TOIro, 4TO IIOJb3a OJId

300pOBbsA  HACCICHHA OT HeMeHHCHHOﬁ JOCTYIIHOCTH JICKAPCTBCHHOI'O
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mpenapara  MOpPEBBINIAET  PUCKU,  OOYCIIOBJICHHBIE  HEOOXOJMMOCTHIO
NPEJCTABICHUS]  JIOMOJTHUTEIBHBIX  JaHHBIX O  0O€30MacHOCTH |
abdexTuBHOCTH JNeKapcTBeHHOro mpenapara. (OOOCHOBaHHME JIOJHKHO
OLICHUBATH BJIMSHUE HEMEIJIEHHON MOCTYIMHOCTHU JIEKAPCTBEHHOTO Mpernapara
Ha 3JI0POBbE HACEJIEHUS B CPAaBHEHUU C JOCTYHMHOCTHIO IMOCIE MOJYYEHUS
UCUYEPIBIBAIONIUX KJIMHUYECKUX JAHHBIX C Y4eToM (IO BO3MOXKHOCTH),
OOBEKTUBHBIX U KOJMYECTBEHHBIX SMUIAEMUOJOTHUYECKUX CBeJeHUM. Pucku
HEOOXOAMMOCTH TPEJICTABIICHUSI TOMOTHUTENBHBIX JAHHBIX O O€30MaCHOCTH
U 3O PEeKTUBHOCTH JIEKAPCTBEHHOTO MpernapaTa MoAJIeKaT KOJIWYECTBEHHOU
OLICHKE, HACKOJIbKO BO3MOKHO, C TTIOMOIIbIO OOBEKTUBHBIX MOKa3aTesei.

UTto0ObI 000CHOBATH MPEBBIIICHUE MOJIB3bI JJISI 3JOPOBbS HACEIICHUSI OT
perucTpanuu JIEKapCTBEHHOTO IIpernapara HaJl PUCKaMHU, CBSI3aHHBIMU C
OTCYTCTBHEM B PErHMCTPALIMOHHOM JIOCh€ YaCTW JAHHBIX O JIEKApPCTBEHHOM
npenapare, 3asBUTEIb 00513aH MPEJOCTaBUTD CIEAYIOIINE CBEICHUS:

ONKCaHUE KOHKPETHOM MOJb3bl ISl 3I0POBbS HACEJIEHHUs OT JIOMyCKa
Ha PHIHOK PACCMATPUBAEMOrO JIEKAPCTBEHHOTO Mpenapara;

OMMCAaHUE BO3MOXHBIX PHCKOB, CBSI3aHHBIX C OTCYTCTBUEM B
PErUCTPALIMOHHOM JIOChE YacTH JaHHBIX O 0€30MacHOCTH U 3()PEKTUBHOCTH
JIEKapCTBEHHOIO Mperapara;

OLICHKY CTEIMEHU TMPEBBIIIEHNUS YKa3aHHOW TOJIb3bl, HAJl YKa3aHHBIM
BO3MOXXHBIM PHUCKOM, M OIKMCAHUE HE BKJIIOUYCHHBIX B TaKyl OIEHKY

BOTIPOCOB.

3. YcnoBHas peructpanus JeKapCTBEHHOTO Mpenapara 1no MHUIATHUBE
YIOJIHOMOYEHHOTO OopraHa (3KCIepTHOW opraHu3anun) peepeHTHOTO
rocyaapcTna

HpI/I IMPpOBCACHNHN OKCIICPTUI3LI JICKAPCTBCHHBIX ImperapaTroB

YIOJIHOMOYEHHBIN  opraH (dKcCHepTHas opranuzanusi) pedepeHTHOro
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roCyJIapCTBa TaKXXE MOXKET TMPEUIOKUTh 3asIBUTEIII0 3apETUCTPUPOBATH
JIEKApCTBEHHBIA MpenapaT MO MPOIEAYype YCIOBHOM PETUCTpPAIUU MOCTE
KOHCYJIbTallMM ¢ HUM. [Ipyu mpoBeleHNM KOHCYJIbTallMKU 3asABUTEIb JOJKECH
PEI0CTaBUTh MUCHbMEHHYIO MO3UIMIO O COTJIACUM (HECOTJIaCHH) C YCIOBHOM
perucTpanuet JIeKapCTBEHHOro mpemapara U (B cllydae CoOTIJIacusi)
MPEJOCTaBUTh 0OOCHOBAHUE BBITIOJIHEHUS KaXKJIOTO U3 YCIOBHM, yKa3aHHBIX
B mnoapasgene 2 paszpema Il Hactosmero gokymenTta.  Takxke
YIOJHOMOYEHHBIM OpraH (3KCHEepTHas OpraHu3alus) BOpPaBE 3alpPOCUTH Y
3asBUTENSl TakXKe€ HHbIE HEOOXOAMMBIE JIOMOJHUTENbHBIC CBEICHUS s
000CHOBaHUS MPOBEJICHUS MPOIEAYPHI YCIOBHOM perucTpauu.

Jns  oOecriedeHusi JOCTAaTOYHOTO BpPEMEHHM HA COTJACOBAHUE C
3asIBUTEJIEM XapaKTepa YCTAHOBJIECHHBIX OCOOBIX 00S13aTE€NIbCTB U CPOKOB UX
BBITIOJIHEHUSI, MPEIIOKEHUE  YIOJIHOMOYEHHOIO OpraHa (3KCHEpTHOM
OpraHu3aldv) O BO3MOXXHOCTH IMPOBEICHUS MPOLEAYPhl  YCIOBHOM
pPErUCTpallUi  HAIPABISIETCS 3aABUTENI0 JO 3aBEPIIEHUS IKCIEPTU3bI
pedepeHTHBIM ToCcy1apcTBOM (TO €cTh He mo3/iHee 80 pabouux AHEHN C 1aThl
npueMa 3asBi€HUsT Ha perucrtpanuio). Cpok MNperocTaBiIeHUsT OTBETa Ha
JAHHBIA 3alpOC HE JOJDKEH IMPEBBINIATh CPOK, YCTAHOBJIIEHHBIN JJIsI OTBETA
3asBUTENISI HA 3alpoC YIOJIHOMOYEHHOTO OpraHa B COOTBETCTBUU C
pasgenamu V wim VI IlpaBui. B akcnepTHBIX OTYETax YIIOJIHOMOYEHHOIO
opraHa (SKCIEpPTHOW OpraHuzaiuu) pedepeHTHOTO rocyaapcTBa, BKIIOYas
3aKJIIOYUTEIbHBIN AKCIEPTHBIA OTYET, KOTOPBIA IMyOJHKYEeTCS B €IHMHOM
peecTpe, AOJKHBI OBITh YKa3aHbl MPUYUHBI MPEJIOKEHUS YIIOJIHOMOYEHHBIM
OpraHom (PKCIEPTHOM opraHu3alueil) o0 MPOBEAECHUU MPOIEAYPHl YCIOBHOMN

perucTpaivu B MHUIUATUBHOM ITOPAIOKE.

4. DxcnepTusa JEKapCTBEHHOIO Iperapara,
3asIBJIEHHOTO Ha YCIIOBHYIO PETUCTPALINIO
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YNOITHOMOYEHHBIH OpraH (SKCIEpPTHAsl OpraHu3aius) pePepeHTHOro
rocyJlapcTBa 00s3aH MPOBECTU OIIEHKY MPEACTABICHHBIX OOOCHOBaHUMN TOTO,
YTO JICKAPCTBEHHBIN MpernapaT MOXKET ObITh 3apErUCTPUPOBAH IO MPOLETYPE
YCIOBHOW peructpanuu. Pe3ynbTaThl JaHHOMW OIIEHKH JOJDKHBI OBITH
OTPaXKEHBI B COOTBETCTBYIOIIUX SKCIEPTHBIX OTYETAX U B 3aKIHOYUTEIHHOM
HKCHEPTHOM OTYETE YMOJHOMOYEHHOTO OpraHa (3KCIEPTHOM OpraHU3allvu)
pedepeHTHOrO rocy1apcTaa.

3asBUTENH MOJYYaeT OTKA3 B YCIOBHOM perucTpaluu JEKapCTBEHHOIO
npernapara, €Ciu 3aKJIIOYHUTENbHBIA SKCHEPTHBIA OT4EeT pedepeHTHOTO
rocyapcTBa COJEPXKHUT 3aKJIIOYEHHWE O HEBBIIIOJIHEHUU TpeOOBaHUI,
MPETBSIBISIEMBIX K YCIOBHOW PETHUCTPAINH, U TPEOOBAHUM, TIPEIBIBISIEMBIX
K OOBIYHOM perucTpanuu 0e3 yCaoBUil.

OcoOble 00s13aTeNbCTBA M CPOKM HMX BBINOJIHEHUSI JOJDKHBI OBITH
yKa3aHbl B  MPWIOKEHUM K  PErUCTPALlMIOHHOMY  YJIOCTOBEPEHUIO
JIEKapCTBEHHOIO TpernapaTa M OMyOJMKOBAaHBI B COCTABE 3aKIIIOUUTEIBHOIO
HKCHEPTHOTO OTYETA B €ITUHOM PEECTPE.

YNOTHOMOYEHHBIH OpraH (SKCIEpPTHAs OpraHu3aius) pePepeHTHOro
rocyJapcTtBa BIIpaBe YCTaHOBUTh OCOOBIE 00s3aTeNbCcTBa I JEpiKaTens
PErUCTPALIMOHHOTO YAOCTOBEPEHHUSI MPU YCIOBHOW PErHCTPAlMM U 0053aTh
€ro 3aBEepIIUTh MPOBOMSIINECS HCCIEIOBAHUS WU BBINOJHUTH HOBBIE
UCCIIEJIOBAHUSl C IIEIbI0 MOJATBEPXKACHUS MOJOKUTEILHOIO COOTHOIIECHUS
«T0JTh3a — PUCK» U TIPEIOCTABICHUS TOTIOJTHUTEIILHBIX TaHHBIX, YKA3aHHBIX B
nojipasjesie 2 HaCTOSIIETo pa3zena.

OcoOble  00s13aTenbCTBA  YCTAHABIMBAIOTCS B OTHOIICHUU
dbapmakoHaazopa (IIpu HEOOXOIUMOCTH).

OcoObie 00s13aTeNbCTBA U CPOKM HMX BBIMNOJHEHUS JOJDKHBI OBITh

YKa3aHbl B PWIOKEHUU K PETUCTPALMOHHOMY YJIOCTOBEPEHHUIO.
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YNOITHOMOYEHHBIH OpraH (SKCIEpPTHAsl OpraHu3aius) pePepeHTHOro
rocyjiapcrBa o0si3aH MyOJIMKOBAaTh OCOOBIE 00S3aTEIbCTBA M CPOKU HUX

BBITIOJIHCHHUA B CANHOM PECCTPC.

5. CBenenust 00 yCIOBHOM perucTpaliu, mojjiexaine BKII0UYEHUIO
B OOIIYIO XapaKTEPUCTUKY JIEKAapCTBEHHOTO Mpernapara U HHCTPYKIUIO
0 MEAUITUHCKOMY TTPUMEHEHUIO (JIMCTOK-BKJIIAIBIII)

OO0mas XxapakTepruCcTHKA JEKAPCTBEHHOIO MpenapaTa U UHCTPYKIIUS 110
MEJUIIMHCKOMY TPUMEHEHUIO JIEKAPCTBEHHOrOo  Ipemnapara  (JIMCTOK-
BKJIAJIBIII) JOJKHBI COJIEPKATh CBEACHHUS O €ro YCJIOBHOM pPErucTpaiui.
OOmiast xapakTepUCTUKA JIEKapCTBEHHOrO Ipemapara JOJDKHA TakKkKe
colepkaTh CpPOK mepepeructpanuu  (MOATBEPXKICHUS  PETUCTPALIUN)
JIEKapCTBEHHOIO Mpemnapara.

Nudopmanusi 00 yCIOBHOM perucTpaluv JOJDKHA OBITh  YETKO
U3JI0)KeHa B TEKCTE, IMpeABapsIoleM IMepBble  paslensl  oOuei
XapaKTePUCTUKH  JIEKQPCTBEHHOTO  IMpernapara, W  HMHCTPYKUHUH  TIO
MEJUIIMHCKOMY TMPUMEHEHHUIO JIEKapCTBEHHOIO mpemnapara  (JUCTKe-
BKkiazspiie). OOImas XxapakTepUCTHUKA JIEKAPCTBEHHOIO IMIpenapara H
WHCTPYKIUS 0 MEAUITMHCKOMY TPUMEHEHHUIO JIEKApCTBEHHOTO TMpermapara
(JIMCTOK-BKJIAABII) TODKHBI COEPKaTh HHPOPMAIIUIO O TOM, YTO:

perucTpanusi JIEKapCTBEHHOrO Ipernapara ObUla OCYIIECTBIIEHA C
YCIIOBUEM BBITIOJIHEHUS JIEPKATENIeM PETUCTPAIMOHHOTO YIOCTOBEPEHUS
OTPEEIEHHBIX 0COOBIX 0053aTEIbCTB;

MEPECMOTP YCTAHOBJIEHHBIX OCOOBIX 00S3aTENIbCTB OCYIIECTBIISIETCS

YIOJHOMOYEHHBIM OPraHOM (SKCIEPTHON OpraHu3aIueit) exxeroaHo.

6. O0s3aHHOCTH JIepIKATENS PETUCTPAIOHHOTO
yJIOCTOBEPEHHUS I10 TIPEACTABICHHUIO ITEPHUOINICCKOTO
00OHOBJIAEMOr0 OTYETA 110 OE30IMACHOCTH
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[Ipn ycnoBHOM perucrpauuu JEKApCTBEHHOI'O Mpernapara JIep:KaTellb
PETUCTPALIMOHHOTO YAOCTOBEPEHHUSI O0sI3aH MPEACTABIATh MEPUOIAYECKUN
OOHOBJISIEMBIN OTYET MO OE30MAaCHOCTH HE pexke 4yeMm 1 pa3 B 6 MmecsieB, a
TaK)K€ MO JIONOJHUTEIbHBIM 3alpocaM  YIOJHOMOYEHHOTO OpraHa
(3KCepTHOM OpraHu3aliMyd) B TEYCHHE BCEr0 CpoOKa COXpaHEHHUS B
PETUCTPAMOHHOM YJIOCTOBEPEHUHU YCIOBHOW PETUCTPALIMM B COOTBETCTBUU
c IlpaBuiamu Hajgexaned npakTuku ¢dapmakoHaazopa EBpaszuiickoro
PKOHOMHMYECKOT0 coro3a. TpeOoBaHUs, MPEAbSIBIIEMbIE K MEPUOJIUYHOCTH
MPEIOCTABICHUS TIEPUOINYECKOTO OOHOBIIIEMOTO OTYETa MO OE30IMaCHOCTH,
JTOJDKHBI ~ OBITH ~ yKa3aHbl B TPUJIOKEHUU K  PETUCTPAIIMOHHOMY
YAOCTOBEPEHUIO JIEKAPCTBEHHOT'O Mpenapara U OMyOJMKOBAaHbBI B COCTaBE

3aKIIIOYUTCIBbHOI'O 3KCIICPTHOI'O OTYCTA B CIMHOM PECCTPC.

IV. Oco0eHHOCTH COCTaBIEHUS U SIKCHEPTU3bI MOYJIS 5
PErUCTPALMOHHOIO JTOCHE JIEKAPCTBEHHBIX IIPENapaToB,
3apEruCTPUPOBAHHBIX IO MPOLEAYPE YCIOBHOW PErUCTPALMU

1. OGecrnieueHre BOCIPOU3BOIUMOCTH PE3YIIHTATOB
KJIMHAYECKHUX UCCIIEIOBAHUM

Jlns  peructpanuu  JIGKAPCTBEHHOTO TMpenapara JOJDKHA  ObITh
oOecrieyeHa BOCIIPOM3BOJUMOCTD PE3YyJIbTATOB KIMHUYECKUX UCCIEIOBAHUM.
OT0 0COOEHHO BaXHO B ClIydyae MPOBEIACHUS HKCIEPUMEHTAIbHBIX
UCCJIEIOBaHUM, YCIEUIHbIA Pe3yNbTaT KOTOPBIX TPEOYyeT MOJATBEPKIACHUS B
BOCIIPOM3BEJICHHOM JKCIEPUMEHTE [JIsi JOCTHKEHUS OOIIEro NPUHATHS
MOJYYECHHBIX pe3yjbTaroB. Bmecre ¢ TeM KiIMHUYEcCKas pa3paboTka
JIEKAPCTBEHHOTO npernapara OTJINYAETCS OT MPOBEACHUS
SKCIEpUMEHTAIbHBIX — ucciaeaoBanuit. Ileas 11 daspl  kamHUYeckux
VCCIIEIOBAHUI 3aKIIFOYAETCS B IMOATBEPKICHUM IAHHBIX, MOJYYECHHBIX Ha

TeKYIJ_[I/If/'I MOMCHT B JOKIIMHHYCCKHUX HCCICAOBAHUAX, KINHHNYCCKUX
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UCCIIEIOBAHUSX TIEPEHOCUMOCTH, KJIMHUUYECKUX UCCIETOBAHUSAX IO T0A00PY
7103 U APpYrux KInHu4Yeckux ucciegoBanusx Il ¢aszsl. OcHoBHOE TpeOoBaHUE,
npeabsBisemMoe K jgokymeHtanuu Il ¢a3pl KIMHHUYECKUX HCCIETOBaHUM,
3aKJII0OYaeTCss B TOM, 4YTOOBI OHA COCTOsUIa U3 OOBEKTUBHBIX W
KOHTPOJUPYEMBIX JaHHBIX HAJIEKAIIET0 KayecTBa (CIUIAHUPOBAHHBIX,
MPOBEACHHBIX W BKJIIOYCHHBIX B OTYETHI IO peE3yibTaTaM IPOBEICHHBIX
UCCIIEJIOBAHUI B COOTBETCTBUM C akTamMu opraHoB Coro3a 1Mo MPUMEHEHUIO
MPUHIMIIOB OMOCTATUCTUKHU B KJIMHUYECKUX UCCIICIOBAHUAX JICKAPCTBEHHBIX
MpernaparoB U 1O MPHUHIIAIIAM BbIOOpa KOHTPOJBHOM TPYIIBI B KITMHUYECKUX
UCCIeIOBaHMAX). Takue JaHHBIE JIOJDKHBI ~ COOTBETCTBOBATh  BCEM
CJICTYIOIIUM KPUTEPHUSM JIOCTATOYHOCTH:

pa3Mepa BRIOOPKH MaIlUEHTOB;

pazHooOpa3ue CUMIITOMOB U TIPOSIBJICHUM 3a00JICBaHMS;

KOJIMYECTBO HCCJE0BaTeNeld, MOATBEPKAAIOIIUX TOJIOKHUTEIBHOE
OTHOIIICHUE «I0JIb3a — PHUCK» B II€JEBOM MOMYJAIMU TMAIMEHTOB MPH
LEJIEBOM J103€ U cIocOo0€ MPUMEHEHHUS JIEKAPCTBEHHOIO Mpenapara.

Tpebyemblit 00beM TaHHBIX NOATBEPkAatOUX ucciaenoBanuii I11 gass
KIIMHUYECKUX MCCJICOBAaHUNA 3aBUCUT OT TOTO, YTO OBUIO YCTAHOBJICHO B
paMKax  mpenpiaymmx (a3 KIMHUYECKHUX  HMCCIEJIOBAaHUNA  ITOTO
JIEKaApCTBEHHOr'0 TMpernapata M O CTENEeHU HW3YUYCHHOCTH KJIMHUYECKON
3(hHEeKTUBHOCTH M O€30MACHOCTH IOJO0OHBIX IO JCHCTBUIO JIEKAPCTBEHHBIX
npenapatoB. Kak MuUHMMYyM  HEOOXOJUMO OJIHO  KOHTPOJIUPYEMOE
UCCIIEIOBAHUE CO  CTAaTUCTUYECKH OOOCHOBAaHHBIMU W  KJIMHUYECKH
3HAYMMBIMU pe3ysibTaTaMu. B pamkax mporpammsl I dazer kimmHHYECKHX
UCCIIeIOBaHU 0osiee pallMOHAIBHBIM IIOJXO0J0M SIBJISIETCS TUIAHUPOBAHUE
HECKOJIbKUX HCCIIEIOBAHUM 110 CIAEAYIOUUM MPUYUHAM:

OTCYTCTBUE (dhapMaKoIOTruYecKoro 000CHOBaHUS NENUCTBUS

JIEKapCTBEHHOIO Mpernapara (HEU3BECTHBINM MEXaHU3M JEHCTBUS);
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HOBBIM (DAapMaKOJOTHYECCKUA TPHHITUIT ACHCTBHUSA JICKAPCTBEHHOIO
npernapara;

OTPAaHMYECHHOCTh WJIM HEYOEAUTEIBbHOCTh PE3YJbTATOB, IMOIYYECHHBIX
nocie nposeaeHust I u Il ¢a3 KIMHUYECKUX HCCIIeIOBaHUHN JIEKApCTBEHHOTO
mpernapara;

HEy/JauHble KIMHUYECKUE WCCIEAOBAHUS WM HEYIAYHBIC ITOMBITKH
BOCITPOM3BECTH PE3YyJIbTaThl paHee TOJOKHUTEIbHBIX HCCICIOBAHUNA TIO
3asBIIIEMOM  00JIACTM  KJIMHUYECKOTO  IMPUMEHEHUs]  JICKapCTBEHHOTO
npernapara;

HEOOXOIUMOCTD noATBepxkaeHuss  3()PeKTUBHOCTH 51 (vm)
MEPEHOCHMOCTH  JICKAPCTBEHHOTO IIperapara (HampuMmep, B  pa3HBIX
CyOIOMyJISAIUSAX TAIUEHTOB, TPHW HCIOJB30BAHUUA PA3HON COMYTCTBYIOIIEH
TEepalui WM WHBIX MEIMIIMHCKUX BMEIIATEIbCTB, B OTHOIIEHWU HWHBIX
KOHTPOJIbHBIX BMEIIIATEJILCTB B TPYyIIax CPAaBHEHUS U T. 11.);

HEO0OXOIUMOCTh TIOJTyYeHHUsI THOOPMAITMH O JICKAPCTBEHHOM IIperapare
110 BOIIPOCaM €ro KJIMHHYECKOW (P(HEKTUBHOCTH U OE30MAaCHOCTH B paMKax

nporpammbl [T (a3bl KIMHUYECKHUX UCCIIEIOBAaHUMN.

2. OcoOEHHOCTH IKCIIEPTU3BI MOAYJISL 5 PETUCTPAIMOHHOTO J10ChE,

COJIEpKAIIero pe3yJbTaThl TOJIBKO OJIHOIO OMOPHOIO UCCIEOBAHUS

Ecnu JI0Ka3aTeJIbCTBO s dexTuBHOCTH u 0e30MacHOCTH
JIEKapCTBEHHOrO0 Ipenapara IOJYyYEeHO TOJIBKO B OJIHOM OINOPHOM
UCCJIEI0BAaHUM, TaKOE MCCIENOBAHUE JOJDKHO COJEPKaThb CTATUCTUYECKU U
KJIIMHUYECKH yOeauTenbHble BBIBOJIbI. [Ipu sKkcnepTr3e pe3ysibTaTOB TaKOro
UCCJIEIOBAaHUSl  DKCIEPTY  YNMOJHOMOYEHHOrO0  OpraHa  (d9KCHEepTHOU
OpraHu3alui) HEOoOXOAUMO OTMETUTh B OSKCIEPTHOM  3aKJIIOYECHUU
pe3yiabTaThl  aHajdM3a  CIEOYIOIIUMX  XapaKTEPUCTUK  IPOBEACHHOIO

HNCCJICOOBAaHMA:
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BHYTPEHHEH BaJIUAHOCTU (KOTOpasl HE JOJDKHA COJAEpKaTh MPU3HAKOB
MOTEHIIMAIIBHOTO CMEIIICHUS PE3yJIbTaTa UCCIEAOBAHNUS);

BHEIIHEN BaJIUMAHOCTH (B TOM 4YHUCJIE TPUTOJHOCTH JAHHBIX,
MOJTYYEHHBIX HA UCCIEAYEMON MOMYJIALUH, 11 SKCTPANOJSIUN Ha LEJEBYIO
MOMYJISIIUIO, Y KOTOPOU OyAEeT MPUMEHSIThCA JIEKaPCTBEHHBIN IIpenapar);

KJIMHUYECKOW 3HAYMMOCTH (HAJIUYUSI Y WU3YYEHHOTO BMEIIATENIbCTBA
TaKO# MOJIb3bl, KOTOPasi UMEET KIMHUYECKYIO IIEHHOCTB);

CTEIEHH CTATHUCTUYECKOW 3HAYMMOCTH TIOJYYEHHBIX pE3yJIbTATOB.
CratucTuyeckoe TMOJATBEPKICHUE  3HAYMMOCTH  PE3YyJIbTaTOB  TaKOro
OTIOPHOTO  HKCCIEAOBaHUS [JOJDKHO OBITh BBIIIE YEeM NPUHATHIM B
CTaHIAPTHBIX KIMHUYECKAX HUCCIEIOBAHUSIX ypOoBeHb 3HaummocTu p <0,05.
[Ipy 3TOM MOATBEPkKICHUE 3HAYUMOCTH JOJDKHO BBITIOJHSITHCS HA
OCHOBaHUHM TOYHBIX OIIEHOK 3((}EKTOB BMEIIATENIbCTBA, TO €CTh TaKHUX
OLICHOK KOTOpbIE HMEIOT Yy3KHE JOBEpUTENbHbIE WHTEpBajibl. Tpedyemas
CTENEHb 3HAYMMOCTH OTIOPHOTO MCCJIEAOBaHUS 3aBUCUT OT TaKUX (DaKTOpPOB,
KakK:

IUITAHUPYEMOE MOKa3aHUE K MPUMEHEHUIO JIEKaPCTBEHHOTO TIpenapara;

BU/I IEPBUYHON KOHEYHON TOYKH MCCIIE0OBAHNUS;

00bEM BCIIOMOTATEIbHBIX JAHHBIX, TOJTYYaEeMbIX B XOJ€ HCCIIEIOBAHMUS;

HaJu4yue  MPEIBAPUTEIBHOIO  IUIAHUPOBAHUS  AJNbTEPHATHUBHBIX
CTaTUCTUYECKAX  AaHAJIW30B ISl TOJATBEPKICHUS  COTJIACOBAHHOCTH
pEe3yIbTaTOB.

Ecnm nenpro OMOPHOrO HMCCIENOBAHUS SIBISETCS TOATBEPKICHUE HE
MeHbIled  3(p(EKTUBHOCTH  JIKAPCTBEHHOIO  Ipemapara, TO  TaKoe
€AUHCTBEHHOE OMOPHOE HCCIIEIOBAHUE B COCTABE PETUCTPALIMOHHOTO JI0CHE
JIEKaPCTBEHHOTO Mpenapara CYUTACTCA JOCTATOYHBIM, €CIIM HUKHSIS TPAaHUIA

95 %-HOTO JTIOBEpUTEIIBHOTO MHTEPBAIa 3HAYUTEILHO OTINYAETCS (OTCTOUT)
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OT TpaHULIbl HE MEHbIIEH 3(P(HEKTUBHOCTU YCTAHOBIECHHOW ISl TPOBEPKU
CTATUCTUYECKOU TUIIOTE3BI;

KauecTBa MOJIYUYCHHBIX JAaHHBIX OMTOPHOTO MUCCIIEIOBAHMUS;

BHYTPEHHEW COTJIACOBAaHHOCTHU TOJIYYEHHBIX JaHHBIX (TO €CTh Y
JAHHBIX, TOJYYEHHBIX OT 3apaHee BBHIOPAHHBIX PA3IUYHBIX CyOHOMyJIAINi
MaIMEHTOB, JOJDKHBI OBIThH ITOKa3aHbl CXOAHbIC 3(P(HEKTHI BMEIIATEILCTBA);

CXOJIHBIX pE3yJIbTaTOB BCEX BAXHBIX KOHEUYHBIX TOUYEK OIMOPHOTO
UCCIICIOBAHMS;

OTCYTCTBUSI 3(P(DEKTOB KIMHUYECKUX (MCCIEAOBATEIBCKUX) IIEHTPOB
(TO ecTh OTCYTCTBHS JIOMHHUPOBAHUSI OJHOTO W3 HCCIIEIOBATEIBCKUX
IEHTPOB B pe3yJbTarax HaOopa MalMEHTOB WM MOJIYYEeHHBIX 3((PEKTOB
BMEIIATEIbCTBRA);

PaBIONIOA00MS U3y4yaeMOU CTaTUCTUUYECKON TUIIOTE3bI.

He Tpebyercss B o00s3aTeIbHOM TMOPSJKE BKIHOYATh B IPOTPaMMy
I ¢a3pl KIMHUYECKUX HCCIEAOBAHUM 2 U 0O0Jiee OMOPHBIX HCCIETOBAHMS.
Onnako mporpamma III ¢ha3el KIMHMYECKUX HCCIEIOBAaHUM, CoJeprKaiias
HECKOJIbKO  OIMOPHBIX  MCCJIEAOBAHUM, TO3BOJIAET MPEACTABUTH  BCE
paszHooOpazue pe3yJbTaToOB KIMHUYECKHX MCCIEIOBaHUN MpH mpoblieMax,
CBSI3aHHBIX C TIOATBEPXKICHUEM TIOJIb3bl MPUMEHEHHS JIEKapCTBEHHOTO
mpernapara y 1ejieBol monyssiud. B ciydasx mpencTtaBieHUs pe3yabTaToB
€AMHCTBEHHOIO  OMOPHOTO  KCCJIEJAOBAaHUS  OHU  JOJDKHBI  OBIThH
yOeAUTEIbHBIMU C TOYKUA 3pPEHUS BHYTPEHHEW U BHENIHEW BaJIUIHOCTH,
KIIMHUYECKOW 3HAYUMOCTH, CTAaTUCTHYECKON 3HAYMMOCTH, KauyeCTBa JaHHBIX

141 BHYTpCHHGﬁ COIJIaCOBaAHHOCTMH.

V. IloaTBepkaeHne peructpaiuu (mepeperucrparus)
JIEKApCTBEHHBIX MPENapaToB, 3aperUCTPUPOBAHHBIX
0 TPOLIEAYPE YCIOBHON PErUCTpallun
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B cootBerctBum ¢ noapasnenom VILIII paznena VII [IpaBun ycnoBHas
perucrtpanus IEMCTBUTENIbHA B TEUEHUE | rofa ¢ MOCIEIYIONIEN €KETOIHON
NEpEPErUCTPALIACH.

[lo wucreyeHun cpoka JeWcTBUS B |1 ToA  PETHCTPALMOHHOIO
YAOCTOBEPEHHUS JIEKAPCTBEHHOTO TMpenapara, 3aperucTpUPOBAHHOIO 10
NpOIEAYpE YCIOBHOW pPErucTpaldd, MOXET OBbITh MPOBEJEHA Mpoueaypa
MOATBEPKICHUSI PETUCTPALU (TIEPEPETUCTPAIUs) TAaKOTO JEKAPCTBEHHOIO
npermnapara.

JepxaTenp PErucTpalOHHOIO YJIOCTOBEPEHMS JOJDKEH MO0JaTh
3asiBJICHUE Ha MOATBEPKACHUE pEerucTpaluu (epeperucTpalno) He o3 Hee
yeM 3a 6 MecAleB J0 HUCTEUEHUsS] CPOKa JEWUCTBUSA PETUCTPALIMOHHOTO
YAOCTOBEPEHHUS JIEKAPCTBEHHOTO TMpenapara, 3aperucTpUPOBAHHOIO 10
NPOLEAYPE YCIOBHOM PETHCTPALMM W NPEAOCTABUTH YIOJTHOMOYEHHOMY
oprany  (9KCmepTHOM  opraHuzamuu)  pePepeHTHOro  rocyaapcraa
OPOMEXKYTOUHBIA ~ OTYET O  BBINOJHEHWHM  YCTAHOBJIIEHHBIX  OCOOBIX
00s13aTeNbCTB.

YNOMTHOMOYEHHBI OpraH (SKCIEpPTHAs OpraHu3aius) pepepeHTHOro
rocygapctBa 00si3aH  pacCMOTpPETh  3asBJICHHE Ha  MOATBEPXKICHUE
perucTpanuu  (MepeperucTpalmio) JIEKapCTBEHHOro  Ipernapara  IpH
NPOBEICHUN  MPOUEAYPbl  YCIOBHOM  PErucTpalid Ha  OCHOBAHUH
MOATBEPKJCHUS MOJOKUTEILHOTO COOTHOIIEHUSI «IOJIb3a — PUCK), TPOBOJIS
OLIECHKY  NPEACTAaBJICHHBIX  3asABUTENIEM  JaHHBIX B  OTHOUIEHUH
YCTAaHOBJICHHBIX TIPU PErUCTPALMM OCOOBIX 0053aTEeNbCTB M CPOKOB UX
BbINIONHEHUs. [lo wWTOramM HSKcmepTU3bl  JIEKApCTBEHHOIO  Ipenapara
DKCIIEpTHAsg  OpraHu3anus  pedepeHTHOro  rocyJapcTBa  COCTaBIsET
3aKJIIOUEHUE C YKa3aHUEM IMOJIOKEHUW O BBIMOJHEHUM 3asIBUTENIEM paHEe
YCTAHOBJICHHBIX MPU PErUCTpallid OCOOBIX 0053aTEIBCTB, HEOOXOJIUMOCTH

COXpaHCHUA WM HN3MCHCHHUA OTHUX 00s3aTeIILCTB U000 CPOKOB HX
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BBIMIOJTHEHUS. OJKCIEPTHBIA OTYET JIOJDKEH COACPKATh  3aKIOYEHHUE
OTHOCHTEJIBHO:

HEOOXOJIMMOCTH COXPAHECHUS WM U3MEHEHUs] YCTAaHOBJICHHBIX 0COOBIX
00s13aTeJIbCTB UJIU CPOKOB UX BBITTOJHECHHUS;

HEOOXOMMOCTH COXPaHECHHUs, W3MEHEHHMS, IPHUOCTAHOBJICHUS WIIU
OTMEHBI JICUCTBUS PAHEE BBIJIAHHOTO PETUCTPAIMOHHOTO YIAOCTOBEPEHUS
JIEKApCTBEHHOIO Mpernapara, 3aperucTpUPOBAHHOTO TI0 MPOIEAYPE YCIOBHOM
perucTpanuu.

YoJTHOMOYEHHBIH OpraH (9KCIepTHAs OpraHu3amus) pedepeHTHOro
rocy1apcTBa MPOBOJUT OIIEHKY PErUCTPAIMOHHOTO JOChE€ B TEUCHUE
40 pabouux nueil. I[Ipy HEOOXOAMMOCTH CPOK MOXKET OBITh YBEJIMYEH Ha
20 paboumx JHEW a1 OIEHKH OTBETOB Ha BOIPOCHI YIMOJIHOMOYEHHOTO
opraHa (dKCIEpTHOW OpraHu3alliv) pePepeHTHOrO0 TOCYJIapCTBa, KOTOpPHIC
HaMnpaBsUINCh  3aABUTENIO MO pe3yiabTaraM  40-THEBHOW SKCIEPTHU3BI.
DKCIIepTHBIA OTYET 00 OIEHKE IMOJJICKUT OIMYOJIUKOBAHUIO B E€IUHOM
peectpe B TeueHue 10 pabouux gHEM.

Panee mnpuHSTOE pElICHUE YIOJIHOMOYEHHOIO OpraHa (3KCIEPTHOU
OopraHu3anuu) pedepeHTHOro rocyaapcTBa O BO3MOXKHOCTH TMPOBEIACHUS
MPOIEAYPHl YCIOBHOM PETUCTPAIIUU MPOJIOJKACT JeHCTBOBATh HE Oojiee ueM
B TeueHue 15 KaleHIapHBIX JHEH MOCJE pa3MEUICHHS B €IUHOM PEECTpe
OYEePEIHOI0 IKCIEPTHOIO OTYETA 00 OICHKE.

M3MeHeHne YCTaHOBJIEHHBIX OCOOBIX 00S3aTEIbCTB WM CPOKOB MX
BBITTOJTHEHUS MOKET MPUHUMATHCS TOJIBKO Ha OCHOBaHUM
COOTBETCTBYIOIIEI0 OOOCHOBAHHUS M OOCTOSATENIBCTB, KOTOPBIE HEJIB3s ObLIO
MpPEeIyCMOTPETh B MPOIECCE  BBINIOJHEHUS  IMEPBUYHOM  YCIOBHOU
peructpauuu. Jlep’kareib PErucTPallMOHHOTO YJAOCTOBEPEHUs 00s3aH
HE3aMEJIJIUTEIbHO COOOIIaTh YMOJHOMOYEHHOMY Oprany (3KchepTHOM

opraHuzanuu) pepepeHTHOro TrocyJapcTBa O JIIOOBIX BO3HHUKIIHUX MOCIE
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YCJIIOBHOM PErucTpaluu 3aJepKKaxX BBIMOJIHEHUS YCTAHOBJIEHHBIX OCOOBIX
00s13aT€NIbCTB M WX BIHMSHUM HAa COOTHOIIEHUE «I0JIb3a — PHUCK»
JIEKapCTBEHHOTO npenapara. N3menenue Cpoka BBITIOJIHEHUS
YCTAaHOBJICHHBIX ~ OCOOBIX  0053aTE€NbCTB  MOXKET OBITh  COIJIACOBaHO
YIOJHOMOYEHHBIM OpPraHOM (PKCIEPTHOW OpTraHU3alMel), UCKIIOUUTEIHHO
€CJIM JI0Ka3aTeIbCTBA, COAEPKAIMECS B IPOMEKYTOUHOM OTYETE (OTYETaX),
YKa3bIBAIOT HAa TO, YTO TOJIb3a JOMyCKa Ha (hapMalleBTUUYECKUN PBIHOK
JIEKapCTBEHHOr'0 TMperapaTa BCE €IIe MPEBBIIIAET PUCK, CBSI3aHHBIM C
HEONPEIeIEHHOCTHIO0, KOTOPYIO CO3/al0T HEMOJIHbIE JaHHBIE O 0€30MaCHOCTH
1 3¢ (HEKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara.

B ciaydae  HEBBINOJHEHUS  JIepXKaTeIEeM  PErHCTPAIMOHHOIO
YAOCTOBEPEHHUS YCTAHOBJIEHHBIX OCOOBIX 00S3aTENbCTB YIOJTHOMOYECHHBIN
opran (9KcmepTHas opraHuzanus) pedepeHTHOro TrocyJapcTBa BIIpaBe
CUMTaTh, YTO TMOJOKUTEILHOE COOTHOIIEHUE «IO0JIb3a — PHUCK» HE
MOATBEPKJICHO, U NMPUMEHHUTh HEOOXOAMMBIE MEPHI MO MPUOCTAHOBIIEHUIO,
MPEKPAIICHUIO JEUCTBUSL (aHHYJIMPOBAHUIO), JTUOO OT3bIBY BBIJJAHHOTO
PErUCTPALIMOHHOIO YAOCTOBEPEHHSI TAKOTO JIEKAPCTBEHHOIO Mperapara.

[ToaTBepxeHue perucTpanuu (mepeperucTparisi) JOJIKHO
IPOBOJIUTHCS  €XKEroJlHO JI0 TeX TMOop, TMOoKa B PErHMCTPALMOHHOM
yJAOCTOBEPEHUU JIEKAPCTBEHHOrO  Mperapara COXpaHAETCs  YCJIOBHas
peructpanus. [locne BBINOJHEHUS YCTAHOBJIEHHBIX OCOOBIX 00S3aTENIbCTB
uHpopMaIusa 0 HUX yAQISIETCA U3 PErUCTPALIMOHHOTO YJIOCTOBEPEHHUS], U €T0

JeNCTBUE MPOAJIEeBAETCs Ha S JIET B COOTBETCTBUU ¢ MyHKTOM 18 IIpaBui.

1. TpeboBaHus K TOKYMEHTaM PErUCTPAIIMIOHHOTO J10ChE

[Ipu exerogHoM MOATBEPKACHUU pPErucTpaluu (IMepeperucTpaym)
UL yJIOCTOBEPEHUS  YIOJHOMOYEHHBIM OpraHom (3KCTIepTHOM

opraHu3zanueit) pedepeHTHOro ToCyJapcTBa  HAJIWYUS  JOKAa3aHHOIO
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MOJIOKUTETPHOTO  COOTHONICHHS «IOJb3a — PHUCK» JIEKAPCTBEHHOTO
mpemnapara, TPOBEPKH TOJHOTHI BBHITIOJHEHUSI YCTAaHOBJICHHBIX OCOOBIX
00s13aT€NIbCTB M CPOKOB HWX BBITIOJHEHUS JIep)KaTeNb PETHCTPAIMOHHOTO
YAOCTOBEPEHHUS TIPU I0Jlaue 3asBJICHUS Ha IMOJITBEP)KJACHUE PETHUCTPaLUU
(mepepeructpaiuio) 00s3aH MOPEAOCTABUTh KaK MHHUMYM CJIEAYIOIIUE
JIOKYMEHTHI M CBEICHUSI B OOHOBJICHUH PETUCTPAIIMOHHOTO JI0CHE:

nepeyeHb (B XPOHOJOTHYECKOM MOPSAKE) YCTAaHOBJIEHHBIX OCOOBIX
00s13aTeNIbCTB TIPH MEPBUYHON YCIIOBHOM PETUCTPAIIMU U JOTOJTHUTEIBHBIX
0COOBIX 0053aTENIbCTB, YCTAHOBJICHHBIX IOCJIE€ OCYIIECTBICHHUS YCIOBHOM
perucTpanum, ¢ ykazaHuem cdepbl IeUCTBUS ATUX 00s3aTeNbCTB, CTaTyca
BBITIOJIHCHMS, JIaThl WX YCTAaHOBJICHWS W JaThl WX BBHINOJHEHHS (MpHU
HEOOXOUMOCTH);

00IIyI0 XapaKTepUCTUKY JIEKAPCTBEHHOI'O IIperapara, MapKUpPOBKY U
WHCTPYKIUIO TI0 MEIUIIMHCKOMY MPUMEHEHHUIO JIEKapCTBEHHOTO Ipernapara
(JIMCTOK-BKJIQBIIII);

MPOMEXKYTOYHBI OTYET O BBIMOJHEHWN YCTAHOBIEHHBIX OCOOBIX
00s13aTeNbCTB, BKJIOYAs JAHHBIE O BBIMOJHEHUH KaXJ0ro 0co0oro
obOsi3atenbcTBa.  llenb  oTuera  3akimoyaercs B MH(GOPMHUPOBAHUH
YIOJTHOMOYEHHOTO oOpraHa (9KCIEpTHOM opraHu3anuu) pedhepeHTHOro
rocyJlapcTBa O XOJie pabOT CBSI3aHHBIX C BBINIOJHEHUEM YCTAaHOBJICHHBIX
00s13aTENBCTB, @ TaK)KE B OIICHKE BEPOATHOCTH BBHITIOJIHEHHS JIEpKaTEIeM
PETUCTPALIMOHHOTO YJOCTOBEPEHUSI OCOOBIX 00s13aTENIbCTB B YCTAHOBJICHHBIN
CPOK;

3aKJI0UYeHUE (BBIBOJ) IKCIEPTa, MPOBOAUBIIETO OIEHKY KIMHUYECKHUX
JTAHHBIX, XapaKTEepU3YyIoIee TEKYyIee COOTHOIICHUE «IOJb3a — PUCK»
JIEKApCTBEHHOIO MpernapaTa Ha OCHOBAHUU:

JaHHBIX, TOJYYCHHBIX B TIPOIECCE BBITIOJHEHUS YCTAHOBIECHHBIX

0COOBIX 0053aTEIIbCTB;
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HMHBIX JAHHBIX O O€30MACHOCTH JICKAPCTBEHHOTO Ipernapara (BKIHOYas
NEePUOJUYECKUN OOHOBIISIEMbBI OTUET MO 0€30MACHOCTH ), MOJYYEHHBIX TTOCIIE
perucTpanuy;

MHBIX JIaHHBIX 00 d(PGEeKTUBHOCTH JIEKAPCTBEHHOTO IIpernapara,
MOJTYYEHHBIX MOCJIE PETUCTPAIUU.

B HCKITIOUUTENBHBIX CIydasX MOXKET MOTpeOoBaThCcsi (OPMUPOBAHUE
JOTIOJTHUTEIBHOTO 3aKII0UEHHS (BBIBOJIA) IKCIEPTA, MPOBOJAUBIIETO OILEHKY
JTOKJIIMHUYECKUX JaHHBIX, WM JKCIEepTa, MPOBOJAUBIIETO OIIEHKY KauecTBa
JEKapCTBEHHOr0 TpemnapaTta (HampuMmep, ecld ObUIM TOJIydeHbl HOBBIE
BOXHBIC JOKJIMHUYECKUE JAHHBIC WU JaHHBIE O Ka4eCTBE JICKAPCTBEHHOTO
npernapara);

3aKJIFOYUTENIBHBIA OTYET O BBINMOJHEHUU YCTAHOBJIEHHBIX OCOOBIX
00s13aTeNIbCTB, €CIU MPEeeIbHbIA CPOK MOJIa4YU CBEACHUNU O WX BBITIOJTHEHUH
COBIIAJIa€T CO CPOKAMU TOJa4M 3asiBJICHUSI HA TIOATBEPKICHHUE PETrUCTPaAIIUU
(mepeperucTpaliuio) JeKapCTBEHHOrO IMpenapara, U €clid OH He ObLI MoJiaH
Ha PaCCMOTPEHUE OTJIENBHO.

Ecnmu pganneie o Oe3omacHOCTH, J(MGEKTUBHOCTM W KadyeCTBE
JIEKapCTBEHHOI'0 TIperapara, BKJIIOYEHHBIE B €ro PETrUCTPAIIMOHHOE JOChE
IpyU  TOATBEPXKJICHUM  pErucTpanuu  (mepeperucrpanuu),  TpeOyrT
aKTyajnu3anuu WHQOpMaIuu O JIGKapCTBEHHOM IIperapare WM IIJlaHa
yOpaBJIE€HUS PHUCKAMH, TO HW3MEHEHHS, BHOCHMBbIE B HH(OpMaIuoo o
JIEKApCTBEHHOM TMIpenapare W IUIaH YIPaBICHUS PUCKAMU, JOIYCKaeTCs
BKJIIOYAaTh B  COCTaB  PETUCTPAIIMOHHOTO JIOChe  IOJaBaeéMoOro  Ha
MOATBEPIKIECHUE PETUCTPALNH (TIEPEPETUCTPALIHIO).

[Ipy  MOATOTOBKE  PETrUCTPAIMOHHOTO  JOChE  JIGKAPCTBEHHOIO
mpemapara JUISL  MOATBEPXKJICHUS  perucrpanuu  (IepeperucTpaiiym)
JepKaTeIb PErUCTPAIMOHHOTO YJIOCTOBEPEHHUS JOJDKEH YUUTHIBATh JaHHBIE,

KOTOPBIC OBLJIM BKJIIOYEHEI B paHEC IMOAAHHBLIC BCPCHHU PETUCTPALNOHHOIO
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JIOCh€, WHBIE OTYETHBIE JIOKYMEHTHI M0 JIEKQpCTBEHHOMY Mpemnapary u
KOTOPBIE ABJISIIOTCS 3HAYUMBIMHU JJIS1 OLIEHKU COOTHOIIIEHUS «I10JIb3a — PUCK»
JAHHOTO  JIEKapCTBEHHOro nmpemnapaTta. [loarBepkaeHue perucrpanuu
(mepeperucTpaiiysi) Takoro JIeKapCTBEHHOTO Ipenapara He JOJKHO 3aMEHSITh
BBITIOJTHEHUE MHBIX MPOIEAYP, CBA3AHHBIX C PETUCTPALMEil JEKaApCTBEHHOTO
npenapara (HanmpuMmep, BHECEHUE H3MEHEHHIl B PErMCTPALlMOHHOE J10ChE
JIEKApCTBEHHOr0 Tpernapara), a MPeJICTaBICHUE AaAKTyaJu3UpPOBAHHBIX
CBEJCHUU I BHECEHHS B PErUCTPAIlMOHHOE O JO0Che HE CleayeT
OTKJIa/IbIBATh 10 O4YepeaHOTrO MOATBEPKICHUS perucTpanuu

(mepeperucTparum).

2. TpeGoBaHust K IPOMEXKYTOUHOMY U 3aKIIOUUTEIHLHOMY OTYETaM
O BBIMIOJIHEHUHY YCTAHOBIIEHHBIX 0COOBIX 00513aTENbCTBAX

JlepkaTednto  pETrUCTPALIMOHHOTO  YJOCTOBEPEHHS  HEOOXOJMMO
PEIOCTaBUTh OJUH MPOMEXKYTOUHBIN OTUYET O BBHIITOJTHEHUH YCTAHOBJIECHHBIX
0COOBIX 00s3aTENBCTB Ha JIEKAPCTBEHHBIM Mpemnapar, BKJIIOYAIOUUNA BCe
ocoOble 00s13aTeNbCcTBA. B 3aBUCUMOCTH OT BUJIa UCCIEAOBAHUS U HAWYUS
aKTyaJIM3UPOBAHHBIX JAHHBIX CTPYKTypa M COJIEp>KaHHE IPOMEKYTOUHOTO
oTdyeTa MOTYT oTiuuarbes, llpenocraBieHue CBEAEHUM O KaXKIOM
UCCJICIOBAaHUU  OCYLIECTBISIETCS C IEJIbI0 TOJIyYEHUSI BO3MOXKHOCTHU
NPOBEACHUS OLEHKH BIUSHHUS JOCTYNMHBIX JaHHBIX O O€30MacHOCTH U
3 PEeKTUBHOCTH JIEKAPCTBEHHOT'O IpenapaTa Ha COOTHOIICHHUE «IOJIb3a —
PUCK» U OIIEHKHU BBIMOJHEHUSI OCOObIX 00s3aTenbCTB. [IpoMexkyTOUYHBIN
OTYET JIOJHKEH COJIEP’KATh JIOCTATOUHBIC CBEJICHUS JISl BBITIOJIHEHUS OLICHKU
HEOOXOAMMOCTH COXPAaHEHMS] WM W3MEHEHHs OCOOBIX 0053aTeNbCTB U
CPOKOB HMX BBINOJHEHUs. Eciu BhIMOMHEHHE ATHUX 00s3aTEIBCTB CBSI3aHO C
aHAJIU30M JIaHHBIX O 0€30macHOCTH U A(P(HEKTUBHOCTH JIEKAPCTBEHHOTO

Ipcerapara, MHOoJYUYCHHBIX B XOAC ITPOBCACHUSA KIIMHUYCCKHX HCCHeI[OBaHHﬁ,
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JUTSL COCTaBIICHHSI TMPOMEXYTOUYHBIX OTYETOB JOMYCKAETCS HCIOIh30BaTh
MPUBEIECHHYI0O HUXE CTPYKTYpy IPOMEKYTOYHOTO oTdera. Jlomyckaercs
BHOCHUTh HM3MEHEHUsI B TIEPEUYEHb Pa3/IeNIOB CTYPKTYPhl IPOMEKYTOUHOTO
oTtdeta (HampuUMep, B 3aBUCUMOCTH OT JW3aiiHa MCCIETOBaHMS, MPOLEIYPHI
OCIICTUICHUSI WCCIICOBAHMS), MCKIIOYATh OJWH WM OoJiee IMOJpa3iciioB H
pa3IelioB WM BBOAWTH JOMOJTHUTEIBHBIE TTOAPa3IeIbl JIs IMPEI0CTAaBICHHS
HEOOXOIMMBIX JaHHBIX. [lepedeHh OCHOBHBIX Pa3/CIOB TaKHUX OTYETOB O
BBITIOJTHEHUM  YCTAHOBJICHHBIX OCOOBIX 0053aTENbCTB  JIOJDKEH  OBITH
COTJIacOBaH 3asBUTEJIEM C YIOJHOMOYECHHBIM OpraHoM (IKCIEPTHOM
opraHuzanueit) pedepeHTHOTO TOoCyJapcTBa BO  BpeMsl  IMPOLEIYPHI
OKCIIEPTU3BI JIGKAPCTBEHHOTO TMpernapaTra, IOJAHHOTO Ha MEePBUYHYIO
YCIIOBHYIO PETUCTpPAITHIO.

[IpoMeXyTOUYHBIN OTUET Ha JIEKAPCTBEHHBIN IIperapar COCTABIISIETCS 110
KOKJIOMY YCTAaHOBJIEHHOMY 0OCOOOMYy 0053aTe€lbCTBY, [JII KOTOPOTO
BBITIOJTHSJIOCH KIIMHUYECKOE MCCIIEI0BAaHUE, U BKIIIOUACT B CEO0s:

a) THTYJBHYIO CTpPaHWIly W CHHOINCHUC. B »9TOH dYacTu otdera
HEOOXOIMMO TIPEJCTaBUTh KPATKOE OIMHMCAHUE KaXKIOT0 W3 IPOBOISIIHXCS
WIM  HOBBIX  KIMHUYECKUX  HCCIICOBAHUU,  SBJISIOMIMXCS — YacThIO
YCTAHOBJIGHHOTO 0co0oro oo0s3arenbcTtBa. CHHONCHUC TIO KaXJIOMy U3
KIIMHUYECKUX MCCIIEOBAHUM JOJIKEH ObITh M3JI0’KEH He 0oJiee YeM Ha OJTHOU
CTpaHHUIIC CTAaHAAPTHOTO TEKCTA M BKJIIOYATh B ceOsl ONMMCaHKE OOIIEero ImiaHa
1 JU3aiiHa UCCIIEeIOBaHMs;

0) BBeJICHHE, COJIepIKallee CIEIYIONY0 HH(DOpMAITHIO:

TeKyIIMH  CTaTyC  TPOBEICHHUS  HUCCIAETOBAHHS, O  KOTOPOM
MIPEOCTABIIACTCS HACTOSAIINN MPOMEXYTOUHBINA OTYET;

BO3MOXXHBIC HWJIM BO3HHUKIIHE HEPEIICHHBIE IPOOJIEMBbI, a TaKKe
Mpo0JIeMbl KOTOPBIE CIOCOOHBI OKa3aTh CYIIECTBEHHOE BIMSHHE Ha

BBITIOJIHUMOCTD UCCIICAOBAHUA,
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OKHJJaEMbI€ 3aJIEP>KKU CPOKOB BBITIOJNHEHUS Pa0OT MO UCCIIEI0BAHUIO;

WHBIC CBEJICHUS;

B) Ha0Op CYOBEKTOB HcCIIeIoBaHus. B 3Toi yacTu oTuera HE0OX0IUMO
OIHCATH:

KPUTEPHUH BKIIOYCHHS MMAIIUEHTOB B UCCIIEI0BAHNUE;

IMHAMHUKY MX Ha0Opa MO BpPEMEHH, MO KIMHUYECKUM IIEHTpaMm, IO
CTpaHaM U pEerHOHaM, M0 BUJAaM BMEIIATEIbCTBA;

CBEICHHUS O JOCTYITHOCTH JaHHBIX;

CBEICHHMS O CTaTyce TOCJIEAyIomero HaOmoAeHus, a TakxKe
IPOJIOJKUTEIEHOCTH TTOCIIEIYIONIET0 HAaOII0ICHUS;

aHalli3 TaKUX BOMPOCOB, KaK MPOTHO3UPYEMbIH HAOOp CyOBEKTOB B
UCCJIEIOBAaHUE U OXKHMJaeMasl 4yacToTa SIBJICHUM, BIMSIHUE HA0Opa CyOBEKTOB
UCCIICIOBAaHUSI HA €ro MOINHOCTh, OIlEHKa JWHAMHKA HW3MEHEHUH
XapaKTePUCTUK BKIFOYAEMBIX IAIIMEHTOB; PacdeThl YCJIOBHOW MOIIHOCTH
UCCIICIOBAHUS, TIPOTHO3UPYEMBIH CPOK OKOHYATEIHHOTO aHalu3a I10
UCCIIETOBAHUIO;

I') MICXOJHBIE XapaKTePUCTHKU HW3y4aeMOW TMOMYJSALWU, BKIIOYAS
OMHMCAaHWE WCXOJHBIX TEPEMEHHBIX [0 TPYIIE BMEIIATEeIbCTBA, HUX
IPUEMJIEMOCTh, a TaK)Xe OIMCaHUE JIIOOBIX TPoOJIeM, KacaroIIuxcs
KPUTEPUEB CKPUHUHTA, BIUSHUE KPHUTEPUEB HEBKIIOYCHHS W TPOOIEMBI
pacnpoCTpaHEeHHUsT BBIBOJA IO HCCIEAOBAHHIO Ha BCIO TE€HEPAIbHYIO
COBOKYITHOCTb;

1) HeXeNaTeIbHbIe SBJICHUS B 3aBUCHMOCTH OT BMEIIATENIbCTBA U UX
TSOKECTH Ha ypOBHE CHCTEMBl OPraHOB M HA YPOBHE MPEATIOYTHUTEILHOTO
TEPMHHA, & TAKXKE OMHUCATh YaCTOTY CEPhE3HBIX HEKEIATECIbHBIX SIBICHUMH;

€) aHaJN3 HCCIEAYEeMbIX KOHEYHBIX TOYEK C yKa3aHHEM pe3ybTaToB
IPOMEXYTOYHBIX AHATM30B KOHEUYHBIX TOYEK MCCIEAOBAHMS, OKHUIAEMBIX

CPOKOB OKOHYATCJIIBHOTI'O dHAJIM3da KOHCYHBIX TOYCK W MHBIX HTAHHBIX UCXOIA
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U3 OCOOCHHOCTEW UCCIENOBAHUS, IPOTOKOJIA JAHHOTO KIMHUYECKOIO
VICCIIEIOBAHMS Y 3aIUIAHUPOBAHHBIX B UCCIEAOBAHUU MIPOLIEAYD;

) o0OecrieyeHue KayecTBa MPOBEACHUS MCCIIEIOBAHUS U TMOTYYaeMbIX
JAHHBIX C OMMCAHUEM IMPUBEPKEHHOCTU CYOBEKTOB HCCIIEIOBAHUS TEpPAINH,
coOyofieHus TpeOOBaHUN K OlLIEHKEe O0e30macHOCTH U 3(DPEKTUBHOCTH,
CYIIECTBEHHBIX  W3MEHEHHWU B  NPOBEICHUHA  HWCCICAOBAHUS WU
3aIJIAaHUPOBAHHBIX ~ AHAJIM30B, BAXKHBIX OTKIOHEHUHA OT MPOTOKOJIA
UCCJIeIOBaHUM, BbIOBIBAaHUA CYOBEKTOB HCCIEIOBAHUA W HEIOCTAIOIINX
JAHHBIX, KPUTUYHBIX JJI1 00eCredeHus: KauyecTBa OTKIOHEHUS B BHIMIOJIHEHUN
VCCIIEIOBAHUS U PE3YJIBTATOB KOHTPOJISI KAYECTBA UCCIEAOBAHMS.

3aKJIFOYUTENIBHBIE  OTYETBI O  KIMHUYECKUX  MCCIEIOBAHUAX
COCTaBISIIOTCA O (opmaM NpHUBEACHHBIM B TpuiokeHusix Nel — 9 x
[IpaBunaM  Hajuexamed  KIMHUYECKOM  TPakTUKUM  EBpa3uickoro
SKOHOMHYECKOrO CO03a, YTBEpKIEeHHbIM Pemennem CoBera EBpasuiickoii

IKOHOMUYECKOM KoMuccuu oT 3 Hos0pst 2016 r. Ne 79.

VI. CHsaTtue 0coObIx 0053aTEIbCTB MPU PETUCTPAIIUM, TTOATBEPKICHUN
perucrpanu (mepeperucTpaiym) JIeKapCTBEHHOI O Mpenapara

YnonHOMOYEHHBIH OpraH (SKCIEpTHas OpraHu3anusi) pepepeHTHOro
rocyJlapcTBa BIIPAaB€ MPUHATH PEIICHHE O CHATHH OCOOBIX 00s3aTEIbCTB,
YCTAHOBJICHHBIX TIPU  YCJIOBHOM pErucTpalid TMpU  TOATBEPKICHUU
peructpanuu  (mepeperucTpalnydi)  JIGKapCTBEHHOro  IIpemapara B
cooTBeTcTBUU ¢ paznaenom VIII IlpaBui, ecinu ocoOble 00si3aTenbCcTBa OBLIN
BBITIOJTHEHBI JJO MOMEHTA:

3aBEpIIEHUs AKCIEPTU3BI JICKAPCTBEHHOTO Mpernapara, MOJaHHOTO Ha
MIEPBUYHYIO PETUCTPAITUIO;

MO TBEPK/ICHUS YCIIOBHOM perucTpaiuu (mepeperucTpaiun);
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3aBEPIICHUS AKCTIEPTHU3BI JAHHBIX, MIPEIOCTABICHHBIX B
3aKJTIOYUTEIIFHOM OTYETE O BBIITOJTHEHUH OCOOBIX 00513aTEIHCTB C yYKa3aHUEM
MIOCJIEHETO HEBBIMOJIHEHHOTO YCTAHOBIEHHOTO 0CO00T0 00s3aTENIbCTRA.

Eciu npenocraBiieHre oT4eTa O BHITIOJHEHUH YCTAHOBIEHHBIX 0COOBIX
00s13aTeNbcTB  TPEOyeT akTyaln3aluud HWHQOpMalMud O JEKapCTBEHHOM
mpenapare, JOIMYCKAaeTCsl BKIIOYaTh B COCTaB PETHUCTPAIIMOHHOTO JOCHE,
MOJaBAaEMOTO  JJI1  OICHKM  WCIOJHEHUS  YCTAHOBJICHHBIX  OCOOBIX
00513aTeNLCTB JTF0ObIC U3MEHEHHUS O JICKAPCTBEHHOM TIperapare.

[Tpu mogave 3aKIOYUTEIILHOTO OTYETA O BBIMOJTHEHHUH TOCIIEIHETO U3
YCTaHOBJICHHBIX OCOOBIX 00S3aTENhCTB M B ILETSX BO3MOXKHOTO H3MEHEHUS
cTaTyca JIEKQpCTBEHHOTO IIpemapara KakK «yCJIOBHas perucrpamus 0e3
YCTAaHOBJICHUSI OCOOBIX OO0S3aTENBCTB» JEpKaTellb PETHCTPAIMOHHOTO
yIOCTOBEPEHUs O0053aH OTMETUTh O3TO B COOTBETCTBYIOIIHUX pa3feinax
Moayyst 1 perucTparmoHHOTO JOChE M TPEJOCTaBUTHh AKTyaJTU3UPOBAHHYIO
UHPOPMAIIMIO O JICKAPCTBEHHOM TIperapare U 3akitodeHue (BBIBOI)
IKCIIEpPTa, MPOBOAUBIIIETO OICHKY KIMHUYECKUX JTaHHBIX, 000CHOBBIBAIOIINX
BO3MOKHOCTh OCYIIIECTBJICHHS YCIIOBHOW PETUCTpAIuu O3 yCTaHOBJICHUS
0COOBIX 005I13aTENbCTB.

[TpuauHbl BEIOOpA YCIOBHOM perucTpanuu 0e3 YCTaHOBJICHHSI 0COOBIX
00513aTEeNLCTB YKA3bIBAIOTCS B AKCIIEPTHOM OTUYETE IKCIIEPTHOM OpraHU3aIiu
pedepeHTHOTO  TOCyJapCcTBa, COCTABICHHOM 1O (opMe  COTrJacHO

nprtoxeHuto Ne 16 k [IpaBunam.

VII. Otnnuus npouenypsl yCIOBHOW PErUCTPALAN
OT PETUCTPALIMM B UCKITIOUYUTEIBHBIX CIydasix
Y CTaHJIApTHOW MPOLETYPhI PETUCTPALIUU
JlekapcTBEHHbIE TpenapaThl, B OTHOIICHUH KOTOPBIX 3aSBUTEIIIO HE

npeaAcTaB/AICTCA BO3MOKHBIM IIPCACTABUTL [AHHBIC (B COOTBCTCTBHUU C
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TpeOOBAaHUSIMU, YCTAHOBJIEHHbIMU pazaenamu 4 wu 5 wyactm |
npunoxenuss Ne 1 k IlpaBuiam) (B cuily KOHKPETHBIX MPHUYMH,
npeaycMoTpeHHbIX pazgenoM 11 gactu Il mpunoxkenus Ne 1 k IlpaBunam),
MOTYT 3asBJISATBCS HA PETUCTPALMI0 B HUCKJIIOYUTEIBHBIX —CIydasXx.
AKTYyaJIbHOCTh TaKOM PpETHCTPAllUM MEPECMATPUBACTCA E€XKETOJHO IS
MEPEOIEHKN COOTHOUIEHUS «I10JIb3a — PUCK». BhINoNHEHNE JIFOOBIX 0COOBIX
00s13aTENIbCTB, YCTAHOBJIEHHBIX B paMKax TMPOLEAYpbl PErucTpanuu B
UCKJIFOYUTENBHBIX CIy4asiX, CBSI3aHO C TMPEIOCTABICHUEM CBEICHHN O
0e3onacHOM U 3()PEKTUBHOM NPUMEHEHUU JIEKAPCTBEHHOI'O Ipemnapara H,
KaK MPaBUJIO, HE NPUBEIET K MOJYYEHUIO MTOJHOTO PETUCTPALIMOHHOTO 10ChE
B COOTBETCTBUHU C TpeOOBaHMSAMU pa3nesioB 4 u 5 vactu | nmpunoxenus No 1
K [IpaBunam. Ecnu 3asiBuTENIeM NpEeAOCTAaBIEHBI UCUEPITBIBAIOIINE JAHHBIE O
oe3onacHOCTH U 3(PGEKTUBHOCTH JIEKAPCTBEHHOIO IMpernapara B OOBIYHBIX
YCIOBUSIX  TNPUMEHEHUs  («OJHOE  JOChE»), U  BBINOJHEHBI  BCE
YCTaHOBJICHHBIE 0COOBIE 0053aTENbCTBA, MOKET OBITh BBITIOJIHEHA MPOLIEAYpPa
OOBIYHOM pPErUCTpaIUu.

B PETUCTPAIMOHHOE JIOChE JIEKApCTBEHHOTO npernapara
3apETUCTPUPOBAHHOTO MO MPOLEAYPE PETUCTPALUH B HCKIFOUHUTEIBHBIX
Clly4aeB, MOTYT OBITb BHECEHbl HW3MEHEHHUs /i J00aBJIEHUS HOBOTO
nokazaHusi (MOKa3aHMM) K MPUMEHEHHUIO JIEKQpCTBEHHOTO TIpernapara.
B 1mogo0HBIX ciaydasix peructpaiys OCTAHETCS B paMKaX MCKIIFOYUTEIbHBIX
CJIy4aesB.

B pamkax mnpouenypbl YCIOBHOM pEerucTpaliii  MOTYT  OBITb
3apETUCTPUPOBAHBI JIEKAPCTBEHHBIE MPENapaTbl, B OTHOUIEHWH KOTOPBIX
3asIBUTENIb MOJKET IMOJATBEPANUTH MOJIOKUTEIBHOE COOTHOIIEHUE «I0JIb3a —
puck» (Hampumep, Ha OCHOBAaHUU MPEIIIECTBYIONIETO JOKAa3aTelbCTBA
3(QPEKTUBHOCTH  ATUX  JIEKAPCTBEHHBIX  IMPENApaToB, IMO3BOJISIIOIIETO

CIIPOTHO3HUPOBATH KJIMHUYECKUM ucxona, OLICHUBAacMbIl B paMKax MTOJIHOU
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pa3paboTku). Takas BpeMeHHass pErucTpalus HE MOXKET OCTaBaThCs
ycinoBHOM. OHa mepecMarpuBaeTcs | pa3 B rojl U MOXET ObITh MPOJJICHA,
a TOCJe TPENOCTaBICHUs] JaHHBIX, TpPeOyemMbIX [Jisi TOJATBEPKICHUS
MOJIOKUTEIHLHOTO COOTHOIICHHS «I0JIb3a — PUCK» (KIOJHOE J0ChE»), OHA
CTAHOBHUTCSI OOBIYHOM perucTparmei.

Takum 00pa3oM, CyHIECTBYET pa3IMuMe MEXIAYy PpErucTpaiuei B
VUCKJTIOUUTEIBHBIX CIOy4dasiXx M YCIOBHOM peructpauuen. Ilpouenypa
pEruCTpalii B HUCKJIIOUUTENBHBIX CIy4YasX HE JIOJDKHA MPOBOJUTHCS, €CIU
o0OCHOBaHa YycliOoBHasi peructpamus. lIpoiuenypa yciaoBHOM peructpanuu
MPOBOAUTCA MPU OTCYTCTBUHU MCUYEPIBIBAOIINX KIMHUYECKUX NAHHBIX, €CIIH
3asIBUTEJIb CIOCOOEH MPEACTABUTH TAKUE JaHHBIE B KpaTUYaIINEe CPOKHU.

Cnenyer OTMETUTh, 4YTO oOp(aHHBIE JEKAPCTBEHHbIC Mpenaparhl,
aHAJIOTMYHO MPOYMM JIEKAPCTBEHHBIM Ipenaparam, MOTyT PETHCTPUPOBATHCS
0 TPOLEAYPE PErUCTPaAlMd B HCKIIOYUTEIBHBIX CIYy4YasX TOJbKO TpPH
COOJIIOJICHUM  KpUTEpPUEB, TNpeaycMoTpeHHbIX IIpaBunamu  (coriiacHo
npuioxeHuto Ne 25 pasznen 3). Kputepuu npucBoenus craryca oppaHHOrO
JIEKApCTBEHHOr0 TMpenapara YIOJIHOMOYEHHBIM OpPraHoM (PKCHEPTHOM
OopraHu3aiueil) rocyJlapcTBa-4JieHa B COOTBETCTBUU C €ro
3aKOHOJATEIBCTBOM HE 3aBHUCAT OT KPUTEPUEB, pPAacCMaTPUBAEMBIX MPH
NPOLEAYPE PETUCTPAMA B HUCKIKOYUTEIBHBIX CIIy4yasX, U OT KPUTEPHUEB,

paccMaTpuBaEeMbIX MIPU MPOLEAYPE YCIOBHOM PETUCTPALIUN.

VIII. KoHcynpTHpOBaHUE YIIOJJHOMOYEHHBIMU OPTaHAMH
(3KCIIEpTHOW OpraHu3alueit) rocy/1apcTBa-4jieHa nepes
[I0Ja4€H 3asiBJICHUS HA PETUCTPALUIO
3asiBUTEIb pu IJIAHUPOBAHUU YCIIOBHOM perucrpanuu

JICKAPCTBCHHOT'O IIpCIiapaTta BIIpAaBC 3allpOCUTH IIPOBCACHHUC HAYYHBIX H

nNpCAPCrucTpanuOHHbIX KOHCYJ'IBTaI_[I/If/'I YHOJIHOMOYCHHBIX OopraHoB
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(3KCMEpPTHBIX OpraHu3aluii) TOoCyJapcTBa-uji€eHa B COOTBETCTBUU C €ro
3aKOHOJIaTENIbCTBOM, MPEAYCMOTPEHHBIX TyHKTOM 26 IlpaBun, mubo
HaIlpaBUTh OOpallleHHWE B YIMOJHOMOYCHHBIM OpraH TrocyJapcTBa-uyjieHa O
MPOBEACHUMN KOHCYJbTAIlMU OJKCIIEPTHOTO KOMHUTETa MO JIEKAPCTBEHHBIM
CpeACTBaM [IJIsi PENIEHUS BOMpPOCa O BO3MOXHOCTHM MPUMEHEHUS K
JIEKApCTBEHHOMY IIpenapary, pa3pabdaTbiBaeMoMy [l TPUMEHEHUS B
OTHOIIIEHUU OMNPEJIEIEHHOr0 MOKa3aHusl, MPOLEYyPhl YCIOBHOM perucTpanuu
U BBIMIOJIHEHUS TPEOOBaHUSI, IPEAYCMOTPEHHOTO a03aiiaMu BTOPBIM — ISTHIM
noapaszaena 2 pasaena III HacTosiero qokyMeHTa.

Bo BpeMs mnpoBeaeHHST KOHCYJIbTAMU 3asBUTENS, BBINOJHIEMOU
YIOJIHOMOYEHHBIM OpraHoM (PKCHEPTHON oOpraHuzaiueil) rocyaapcTBa-
4JIeHa, 3asIBUTEIIb 00s3aH MPE/ICTABUTD:

MUCBMEHHBIA  3apoCc HAa MPOBEICHUE MPOUEAYPhl  YCIOBHOM
perucTpanuu;

MepEeUYCHb BONPOCOB  AJAMUHUCTPATUBHOTO WM  IPAKTUUYECKOIO
(MeToIMYECKOro) XapakTepa, HeOOXOAUMBIX JIJIsI Pa3bsICHEHHUS.

[TockoyibKy JI€KapCTBEHHbIC TMpenaparhbl, MpPeIHA3HAYCHHBIC IS
oOecrieyeHUsT HEYJIOBJICTBOPEHHON MEIMIIMHCKON TOTPEOHOCTH CHUCTEMBI
3IpaBOOXPAHEHUSI, MOTYT OJHOBPEMEHHO MPEACTaBJIATh MOJIb3Y s
3I0pOBbSI HACEJIEHUS, CBA3AHHYIO C HEMEJIEHHOW JIOCTYMMHOCTBIO TaKOTO
JIEKApCTBEHHOT0 TIpenapara, 3asiBUTENIb BIIPAaBE 3allPOCUTh IPOBEICHUE
YCKOPEHHOM HKCHEPTU3bl JIEKAPCTBEHHBIX TMPENapaToB U HX YCIOBHYIO
peructpanuio. B 1ensx HWCKIOYEHUs 3aJ€p>KEK MpU  BHINOJHEHUU B
JTaJbHEUIIIEM TPOIEAYphl YCIOBHOW perucTpanuu W (WIiK) YCKOPEHHOMN
OKCHEPTU3bl  3asgBUTENb  JOJDKEH  3a0JIarOBPEMEHHO  MPEIYyCMOTPETh
HEO0OXOJIMMOCTh 3alpoca Ha MPOBEJACHUE KOHCYJbTAIMU YIOJIHOMOYEHHOTO

opraHa (3KCIEpTHON OpraHu3allii) rocyJapcTBa-ujicHa.
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HeBo3MOXKHOCTh TPEJOCTABUTH IOJHBIE JIaHHBIE O OE30MacHOCTU U
3 PEeKTUBHOCTH JIEKApCTBEHHOTO Mpenapara HE0O0XOauMoO OOCYyIUTh B
nporecce gapmalneBTUUECKON pa3paOOTKH JEKApCTBEHHOrO Iperapara Kak
MOXHO paHbIle. 3asBUTEIb BIIPaBe OOpPATUTHCS B YIMOJHOMOYCHHBIM OpraH
(3KCMEPTHYIO OPTraHU3alIfI0) TOCY/IapCTBA-UJICHA 32 HAYYHOU KOHCYJIbTalluen
[0  BOINPOCY  OrPAaHWYECHUW,  HAKJIAJbIBAEMBIX  HU3KOM  YacTOTOU
pacnpocTpaHeHHOCTH  (0OJ€3HEHHOCTH, MOPOMIHOCTH) JUIS  JaHHOIO
3a00jeBaHusl (COCTOSIHUSA) WM JJIA TIOJYYEeHHS HaydYHOM HWHQpOpMaIUU O
cmocobe cOopa HCYEPHBIBAIOIIMX  CBEJEHUM O  OE30MAaCHOCTH W
3 PEKTUBHOCTH JIEKAPCTBEHHOTO TMpemnapara. HaydyHas KOHCyJIbTallus He
MOXET OBITh BBIIOJHEHA 10 BOMPOCAM, CBA3AHHBIM C 3TUYECKUMU aCIIEKTaMHU
cOopa cBeJIeHUI O JIEKapCTBEHHOM Mpenapare.

3anpoc 3asgBUTENS O MPOBEACHUM HAYYHOM KOHCYJbTAllUU MEpe
MoJlaveil JIEKapCTBEHHOIO IpenapaTra Ha MPOBEACHUE MPOLEAYPhl YCIOBHON
perucTpanuu JOJKEH COIIPOBOKIATHCSA 000CHOBaHUSMH,
COOTBETCTBYIOIIIUMH OOOCHOBAaHMSIM TpPEACTaBICHHbIM B paznene 1.8.2.9
MOAyJisl | perucTpalliOHHOTO JOChe, U COAEPKaTh MEPEUYeHb BOMPOCOB IS
KOHCYJbTUPOBaHUA U  (WJW) TIepedeHb HEOOXOAUMBIX  3asBUTEIIO
KOMMEHTApUEB YMOJHOMOUYEHHOTO OpraHa (dKCIEpPTHONH OpraHU3aIlim)
rocyapcTBa-ujieHa.

KoHcynpTHpOBaHHE ~ yIOJTHOMOYEHHOTO opraHa  (3KCHEpTHOMU
OpraHM3allii) TOCyJapCTBa-wieHa HE SBISETCS O0O0S3aTeNbHBIM IS
3aBUTENL M HE BIWSIET HAa PE3YJbTaT JKCIEPTU3bl JIEKAPCTBEHHOTO

npenapara.
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[TPUIJIOXKEHUE Ne 27

K [IpaBuiiam perucrpanuu u
DKCIIEPTHU3bI JIEKAPCTBEHHBIX CPEICTB
IUI. MEULIUHCKOTO IPUMEHEHUS

IIpouenypa paccmoTpeHusi 3asiBJeHUsI 00 00001l 3HAYUMOCTH
JIEKAPCTBEHHOT0 Mpenapara ¢ nejbio NPpUMeHeHUs
YCKOPEHHOM 3KCNePTU3bI MPH €ro perucTpamun

1. O0ume nonoXeHus

B COOTBETCTBMM C TOANYyHKTOM «B» myHkta 120'"  TlpaBun
PETUCTPAllUM U 3KCIIEPTU3bl JEKAPCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO
NpUMeHeHus1,  yTBepxkJeHHbIX  Pemenuem  CoBera  EBpasuiickoi
AKOHOMHUYECKOU KomMuccuu oT 3 Hosiops 2016 r. Ne 78 (manee — IlpaBuiia)
YCKOpPEHHAasl 3KCIEepTH3a MPUMEHSIETCS MPU OCYIIECTBICHUU PETUCTPALNU
JIEKAPCTBEHHBIX MpenaparoB, (MPEACTaBISIIOMUX OCOOYIH 3HAYUMOCTH IS
3I0POBBSI HAaCEJICHUS B OTHOILIEHU U KOTOPBIX KIIMHUYECKH
MPOJAEMOHCTPUPOBAHBI 3HAYMMBIE TEPANEBTUUECKUE MPEUMYIIECTBA IO
CPaBHEHMIO C CYHIECTBYIOIIMMH METOJIaMH OKa3aHUsSI MEIUIIMHCKON MOMOIIH
B rocyJiapcTBax — wieHax EBpa3uiicKOro 3KOHOMHUYECKOTO coro3a (J1ajnee —
rocyaapcTBa-wieHbl, Coro3)), onpenensieMblX DKCIEPTHBIM KOMHUTETOM IO
JIEKapCTBEHHBIM CPEACTBAM HA OCHOBAHUHU OOpAaIICHHsS YMOJIHOMOYEHHOIO

OopraHa rocyagapcrBa-dJiICHa.

2. Cdepa npumeHeHUs
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Hacrosimee mnpunoxeHUe ONpeAesser MNOPSAOK  pacCMOTPEHUs
YIOJIHOMOYEHHBIM OPraHOM TOCyAapCTBa-ujeHa OOpalleHus 3asiBUTEN 00
0c000#1 3HAYMMOCTH JIEKAPCTBEHHOTO Mpenapara ¢ IeJbI0 BO3MOKHOCTH
OPUMEHEHUS YCKOPEHHOW JKchepTu3bl (Jajiee — oOpallleHue) 1pu

OCYUIECTBJIEHUU €r0 PErUCTPALINH.

3. [lopsaniok paccMoTpeHust 00paleHus
00 0c000#1 3HAUMMOCTH JIEKAPCTBEHHOT'O Mpernapara

1. lo mojgauu 3asBJieHUsI HA PETUCTPAIMIO JEKAPCTBEHHOIO Mpernapara,
IPEACTABIISIIONIETO0 O0COOYI0 3HAYMMOCTh Ui 3JI0POBbSl HACEJICHUs, B
OTHOIIEHWH KOTOPOTO KIMHUYECKH TMPOAEMOHCTPUPOBAHBI 3HAYMMBIE
TEpPANEeBTUYECKUE MPEUMYIIECTBA [0 CPAaBHEHHUIO C CYIIECTBYIOIUMU
METOJJaMH  OKa3aHWsl MEJUIIMHCKOM TMOMOIIM B TOCYJIapCTBE-UJICHE,
3asIBUTEJIb BIPABE HAIPABUTh B YIIOJHOMOYEHHBIN OpraH rocy/1apcTBa-4jieHa
oOpanieHue 0 MPUMEHEHUHM YCKOPEHHOM 3KCIEpPTU3bl MPU OCYIIECTBICHUU
€ro PEerucTpaluu ¢ MPUIOKEHHEM OOOCHOBAaHHS MPUMEHEHUS YKa3aHHOU
MPOLEYPHI.

2. B oOpaiiieHnu 3asiBUTEIb YKA3bIBAET:

a) HAUMEHOBAaHUE, aJpeC 3asBUTENS U MIPOU3BOAUTENS JIEKAPCTBEHHOTO
npernapara, agpec MecTa OCYIIECTBICHUS MPOU3BOJCTBA JIEKAPCTBEHHOTO
npenapara (Ipy HaJIMYMM HECKOJbKUX YYaCTHMKOB HEOOXOJMMO YKa3aTb
KaXXJIOTO YYaCTHUKA JIJIs KaX0¥ CTaJuu MPOU3BOJICTBA);

0) HaMMEHOBaHUE JIGKAPCTBEHHOTO IMpemnapara (MeXIyHapOJIHOE
HEMATEeHTOBAHHOE, WJM TPYNIHPOBOYHOE, WM XUMHUYECKOE U TOPIroBOE
HAaMMEHOBAHMS);

B) IEpPEUEHb JEHUCTBYIOIMUX M BCIIOMOTATEIbHBIX BEIECTB, BXOSIIMX
B COCTaB JICKAPCTBEHHOIO Mpenapara, ¢ yKa3aHUEM KOJIMYECTBA KaXJ0ro U3

HUX;
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T) JICKAPCTBEHHYI0  (OpMy, JIOBUPOBKY, CIOCOOBI BBEACHUA W
MPUMEHEHUS, CPOK TOJHOCTH (CPOK XpaHEHUs ) IEKApCTBEHHOT O Mpernapara;

1) papMakoTepaneBTUYECKYIO TPYIIY, KOJ aHATOMO-TEpPareBTUUYECKO-
XUMHUUYECKOHN Kiaccudukaim, peKoMeH10BaHHONW BeceMupHoO opranu3anueit
3/IpaBOOXPAHEHUS;

€) MOKa3aHus /i MPUMEHEHHUS JIEKAPCTBEHHOIO Mpenapara;

) MH(POpMAITUIO O HATUYUU WK 00 OTCYTCTBUM PETUCTPAIIUU JJAHHOTO
JIEKAPCTBEHHOIO MIpenapaTa Ha TEPPUTOPUU TPETHUX CTPaH.

3.B o0OocHOBaHMM HEOOXOAMMO  TPEACTaBUTH  HMH(POPMAIIHIO,
MOATBEPKIAIOIIYI0, UYTO JIEKAPCTBEHHBIM Mpernapar, Mpe/CTaBIsIeT 0CO0YyIo
3HAYUMOCTD JIJIsl 3/I0POBbsSI HACETIEHUSI, B OTHOIIEHUU KOTOPOTO KIMHUYECKHU
MPOJEMOHCTPUPOBAHBI 3HAYMMBIE TEPANEBTUUECKUE MPEUMYIIECTBA IO
CPaBHEHMIO C CYLIECTBYIOIIMMH METOJIaMHU OKa3aHUSI MEAULMHCKON TTOMOIIH
B TOCY/IapCTBaX-4I€HAX, a TaKXke CBeACHUS 00 o00bemMe MpOBEACHHBIX
NOKIIMHUYECKUX U KIMHUYECKUX UCCIEA0BAHNM JIEKAPCTBEHHOTO Ipernapara.

4.B Teuenne 30 paboumx JHEW CcO JHSI TOCTYIUICHUS B
YIOJIHOMOYEHHBIN OpPraH TrocyJlapCcTBa-ujieHa OOpalleHusi ¢ 000CHOBaHUEM
YIOOJHOMOYEHHBII ~ OpraH  TOCyJapCTBa-4jiecHa  MPOBOJUAT  OLEHKY
NPEACTABICHHBIX JIOKYMEHTOB, HAlpaBlIeT WX JJII PacCMOTPEHUS B
OKCIEPTHBIA KOMHUTET IO JIEKAPCTBEHHBIM CPEACTBAM WM OTKIIOHSET
oOpailleHHe, B CIy4ae €CJIM pacCMaTPUBAEMBIN JIGKAPCTBEHHBIN MpenapaT He
MPEJCTABIISIET 0COOYI0 3HAUUMOCTH JISl 3I0POBbsSI HACEJICHUS U B OTHOILICHUU
HEro KJIMHUYECKU HE MPOJEMOHCTPUPOBAHBI 3HAYMMBIE TEPANEBTUUYECKHE
NPEMMYLIECTBA II0 CPABHEHUIO C CYIIECTBYIOIIMMHM METOJAaMH OKa3aHUs
MEJUIIMHCKOM TMOMOIIM B TOCyJapcTBe-uieHe, U HH(POpMUpPYET 00 3TOM
3asIBUTEIS.

5. DKCIepTHBIN KOMHUTET 1o JIEKapCTBEHHBIM cpeacTeam

paccMarpuBacT 06paIJ_ICHI/IC YIIOJIHOMOYCHHOI'O OpraHa rocyagapcrBa-4JICHa U
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MOCTYNUBIIHME JIOKYMEHTHI 3asBUTENE O BO3MOXXHOCTH IPOBEJCHUS
YCKOPEHHOM HKCHEPTU3bl JICKAPCTBEHHOTO Mpernapara, MPeCTaBIISIIONIETO
0CcoOyI0 3HAYUMOCTh ISl 370POBbsI HACEJICHUS, B OTHOIIEHUH KOTOPOTO
KIMHUYECKU IPOIEMOHCTPUPOBAHBI 3HAYUMBIC TepareBTUYECKUE
NPEMMYIIECTBA IO CPABHEHUIO C CYIIECTBYIOUIMMHM METOJIaMH OKa3aHUs
MEJIUIIMHCKOW MOMOIIH B TOCYapCTBAX-UJICHAX.

6. Ilo pe3ynbTaTaM paccMOTpPEHUsS OOpAIEHUS YIOTHOMOYEHHOTO
OpraHa TOCYyJIapCTBa-wieHa OKCHEPTHBIH KOMHTET MO JIEKapCTBEHHBIM
CpEe/JCTBaM HANpaBisAeT €My pPEKOMEHJAIlMd O BO3MOXXHOCTH WM
HEBO3MOXXHOCTH TPUMEHEHUS] YCKOPEHHOW OKCHEPTU3bl B OTHOIICHHUH
paccMaTprBaeMoOro JIGKAPCTBEHHOTO Mpenapara.

7. B Tteduenue 10 paboumx mHEH CO JHSA MOCTYIUICHUS PEKOMEHIAIUM
DKCIIEpPTHOTO KOMHUTETA IO JIEKAPCTBEHHBIM CPEJICTBAM YIOJHOMOUYCHHBIM
OpraH TOCyJapcTBa-ujieHa WH(OpMHpYET 3asBUTENS O BO3MOXHOCTH HIIH
HEBO3MOYXHOCTHU TMPOBEJICHUS YCKOPEHHOW AKCIEPTHU3BI NMPU OCYIICCTBICHUH

PErUCTpALK PaCCMATPUBAEMOTO JIEKAPCTBEHHOIO MpEIapara..




