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Buocures [TpaButenscTrom
Poccuiickoit Denepaniun

Tlpoexr

W 416495Y

®EJEPAJIbHbIN 3AKOH

O BHecenuu u3MeHeHuil B PeepaibHbiil 3aK0H
""O0 o0palieHNH JIEKAPCTBEHHbIX CpeacTB'

Cratba 1

Buectu B ®Depepanpubifl 3akoH oT 12 ampenss 2010 roma Ne 61-D3
"06 o6pameHﬁn nexapcTBeHHBIX cpencts” (CoOpaHue 3aKOHOJATENbCTBA
Poccutickoit Denepaumn, 2010, Ne16, cr. 1815; Ne3l,ct. 4161; Ne 42,
cT. 5293; Ne 49, c1. 6409; 2011, Ne 50, cr. 7351; 2012, Ne 26, cT. 3446; 2013,
Ne 27, cT. 3477; Ne 48, c1.6165; 2014, Ne 11, cr. 1098; No 43, ct.5797; Ne 52,
cT. 7540; 2015, Ne 27, ¢1.3951; Ne 29, cr. 4367, 4388; Ne 51, ct1. 7245; 2016,
Ne 23, ct. 3287; Ne 27, cr. 4194, 4238; 2017, Ne31, ct.4791, 4827; 2018,
Nel, cr.9; Ne24, cr.3407, Ned9, c¢r.7521; 2019, Ne23, ct.2917; Ne 31,

cT. 4456; Ne 52, crt. 7780, 7793, 7796, 7799; 2020, Ne 14, ct. 2028, 2035;
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Ne 29, ct. 4516; Ne 50, ct. 8074; 2021, Ne 24, ct. 4188; Ne 27, c1. 5145; 2022,
Ne 1, cr.32; Ne 11, cr. 1596; Ne 13, ct. 1953; Ne 29, cr. 5278; Ng‘ 43, ct. 7268;
Ne 50, cr. 8796; Ne 52, cr. 8590, 9349; 2023, Ne 18, crt.3248) cneayromue
U3MEHEHUS:

1)gacte 1 crareu 1 mocnme cnoB '"TocymapCTBEHHOM pérncrpauneﬁ"
JOIOMHUTH CIIOBaMHU 'B COOTBETICTBUU C HéCTOﬂmuM denepaibHBIM 3aKOHOM
(mDasee - rocymapCTBeHHAsl PEruCTpaliys) WM perucrpanueil B COOTBETCTBUH
C aKTaM{, COCTAaBJAIOIMUMHU [paBo EBpa3miickoro 3KOHOMHYECKOTO COIO3a
(naree - perucTpany)”;

2) B cTathe 3:

a) 4acTh | M3MOXKUTH B CIEAYIOIIEH peaaKIHMu:

"1. PerynupoBanue oTHOLIEHWHI B cdepe oOpaiieHus IeKapCTBEHHBIX
CpEenCTB OCyIIeCTBIAeTCA B cootBeTcTBUUM ¢ KoHcrurynueir Poccuiickoit
Qenepanyy, ¢eneparsHBIME  KOHCTHTYUHOHHBIMU  32KOHaMH, [PYTHMH
denepalibHBIMK  3aKOHaMM M HMHBIMH HOPMAaTHBHBIMHM IIPAaBOBBIMHA aKTaMHU
Poccuiickont @enepauuy, MEXIyHapOOHBIMH  AOTOBOpaMH  Poccuiickoii
Oenepaliyd YW HMHBIMU aKTaM{, B TOM HYHCJIE cocréBmomHMH npasé

EBpa3uiickoro 3KOHOMUUYECKOTO 01032 (ganee - nmpapo Coro3a).";
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0) 9acTh 4 U3JIOKUTH B CJIEAYIOHICH peaaKIIUu:

"4. Ecnu MexIyHapOgHbIM HoroBopoM Poccuiickoit Depepaliul, akTaMu,
cocTaBiAromUMY 1paBo Coro3a, yCTaHOBJIEHSHI HHBIE NIPABUIIA, YEM T€, KOTOPBIE
IPEeayCMOTpEHbl HacTogIuM dDenepanbHbIM 3aKOHOM, NPUMEHAIOTCI IpaBuiia

i

MEXIYHapOIHOTO JOTOBOpa, MpaBWiIa, COAEPKAIIUECT B aKTaX, COCTABJIAIOIIMUX

npaso Coro3a.";

3) B ctathe 4

a) IMYHKT 6' M3JI0XUTH B CeyouIei pelaKuu:;

"6") opdanHble (pefKWe) ITeKapCTBEHHBIE MpemapaThl (Jajee TaKkKe -
opbaHHBIE JIEKAPCTBEHHBIC TIperaparhl) - JIEKAPCTBEHHBIE Iperapartsl,
npeJHa3HadyeHHble  Ond  OUATHOCTHKHM,  JTHOMATOreHETHUYECKOTO  FUIH
aTOreHEeTUYECKOT 0 JIeUeHUs (JIedeHHs, HallpaBIeHHOIO Ha MEXaHU3M Pa3BUTHA
3a0oneBaHusa) penkux (opdaHHBIX) 3a00JeBaHMIA, qaCToia KOTOpBIX He
IpeBBIIIaeT OQPUIMAIBPHO  OMNpPEeACNIEHHOTO YpPOBHSI B COOTBETICTBHHU
c @epepaibHbIM 3ak0oHOM 0T 21 HoA0ps 2011 roma "O6 oOcHOBax OXpaHBI
300pOBbs IpakaaH B Pocculickoit Depeparuu’;";

6) JOMOTHUTE IYHKTOM 6° CIIEYIOIIEro colepKaHud:

"6>) BBICOKOTEXHOIOTHIHBIH NEeKapCTBEHHBIN mpenapar - OHOJOrHYecKuit

JNIEKapCTBEHHbIN nperapar, SBITIOMIAHCS TeHOTePaNeBTHIeCKUM

0492197-V4-2023 (10.1)

I




4
neKapCTBeﬁHMM IPENapaToM WM JIEKAPCTREHHBIM MPENapaTtoM Ha OCHORE
COMAaTHYECKHUX KHeTQK;"‘,

B) HyHKT 7~ M3IOXUTH B CIeAyIOIIell pelaKiyu:

"7%) reHOTepaNeBTUIECKHil JTeKapCTBEHHEIH npenapar A1 MEIUIIMHCKOTO
NPUMEHEHHs - GHONOTHYECKUil JNEeKapCTBEHHBIH Mperapar, KOTOPHIA HMeeT
B CBOEM COCTaBe AaKTHBHOE BELIECTBO, COAepxalllee pPeKOMOMHAHTHYIO
HYKJIEMHOBYIO KHCIIOTY WJIM COCTOAIIEE U3 Hee, HCIOIB3YEMYIO HITH BBOJUMYEO
YeJIOBEKY C LENbI0 peryNupoBaHusd, BOCCTAHOBJICHUS, 3aMeHbI, [00aBIeHHS
WIM yHOaJeHMs TEeHEeTUYEeCKOM IIOCIIENOBATENbHOCTH, M TEepPalleBTHUYSCKHUH,
IPOGQUIAKTHIECKUM U (WIH) AHATHOCTHIECKUH () (EeKTHI KOToporo Hanpoyro
00yCIOBIIEHBl IOCHENOBATEIbHOCThIO [aHHON PEeKOMOHHAHTHOW HYKJIEHHOBOI
KHUCIIOTBI MM CBfA3aHEI C MPOLYKTOM TeHETHYECKOH SKCIPECCHH 3TOi
IOCIEIOBATENBHOCTH. | éHOTepaIleBTHUECKHE JIEKapCTBEHHBIE  MpeNapaTsl
A1 MEOYLMHCKOTO HNPUMEHEHHS HE BKIIOYAIOT B ce0f BAKUHHBI OpPOTHB
UHQEKITUOHHBIX 3a6oneBaHmﬁ;“;

I') JOTONHUTh HYHKTaMH 7> 1 7* CIeLYIOMmEro éonepmaﬂnﬂ:

“7%) T€HOTEpalleBTUYECKHI BETEPUHAPHBIN JIGKAPCTBEHHBINM Mpermapar -
BETEpUHAPHBIN nexapCTBeHHHﬁ mpenapat, ¢apMalleBTHUeCKad CyOCTaHUHA
KOTOPOT'0 ABJIETCS PEKOMOHMHAHTHOH HYKJICHHOBOM KHCJIOTOH HITH BIUJIIOUAET B

ce0s peKOMOMHAHTHYIO HYKJICHHOBYIO KHCIIOTY, HO3BOJIAIONIYIO OCYIECTBIATE
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PETryIHpPOBaHUE, penapauuso, 3aMeHy, no0aBieHNE WK YIalleHHe TeHETUIECKOi
IIOCIIeJOBATENBHOCTH;

7*) nexkapcTBeHHBIHl IpemapaT Ha OCHOBE COMATHYECKMX KIIETOK -
OGUOJOTHUECKUI JIEKApCTBCHHBIM Mpernapar, COACPKAIIMM KIeTKU WM TKAHU
(M cocTOAINMH M3 HHX), KOTOpble IIOJBEPTrajiUCh CyLIECTBEHHBIM
MaHUITYyJIAIUAM (33 HCKIIOYEHHEM pa3pe3aHus, H3MEeNbYeHHs, IPHIaHUIT
dopMel, HeHTpUdYrUpoBaHus, 00paGOTKH pPACTBOPAMH AHTUOMOTHKOB WIIH
AHTHCENITUKOB, CTEpPUIM3AallUM, OOJIydeHus, pazﬁenenm KIeTOK, HX
KOHUEHTPUPOBaHUA  WIM  OYMCTKHM,  (UIBTpOBaHHA,  JHOPIIIH3AIMH,
3aMOpaXkUBaHUA, KPHUOKOHCEpBALMY, Bmpmbﬂkaunn) TakuM OOpa3oM, 4YTO
ux OHONOTUYECKHE XapaKTEPUCTHKH, (U3MoNOTHUecKue (QYHKIIUH WU
CTPYKTYpHBIE CBOHCTBA, 3HA4YKWMBIE J[UIA KIMHUYECKOIO0 MCIOIB30BaHHA,
OBUTM U3MEHEHBI, WM COCTOSAWMH M3 KJIETOK MIM TKaHeH, KOTOpHIe
He NpeJHa3HAYEHE! ANA MPUMEHEHHA C IENbI0 OCYIIECTBICHHA ONHUX H TeX
K€ OCHOBHBIX (DYHKIMH y pELMNMEHTa U JOHOPA, U MPUMEHAEMbIM ¥ YellOBeKa
C LIETBIO JICUCHUA, TPOPUITAKTUKY W OHArHOCTUKY 3a00JIeBaHU NOCPENCTBOM
¢dapMaKoJOru4ecKoro, UIMMYHOJIOTUYECKOTO WIH MeTabOnuIecKoro IeuCTBUA
BXOIAIIMX B €r0 COCTaB KJIETOK HIM TKaHed. BBICOKOTEeXHONIOTHYIHEIN
JIeKapCTBEHHBIM mpenapar [l MEOUIIWHCKOTO  NPVMEHEHHUs, KOTOpBIH

MOXET MNOAIaZaTe 1[04 OIPCACIICHUE IIpciiapaTta TKaHEBOU WHXCHCPUHU
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U OlpeeNeHue JIEeKapCTBEHHOroO Ipernapara Ha OCHOBE COMAaTHUYECKUX KIIETOK,
JIOIDKEH paccMaTpuBaThCi B KayeCTBE I[IperapaTa TKAHEBOU HHXKEHEpUMU.
BHICOKOTEXHONOTMYHEIH  eKAPCTBEHHBIM [pemapaT Mmi MENWIHHCKOTO
IpUMEHEHH, KOTOpBIN MOKET OANafaTh 3 (0 onpenecHue
TeHOTEPANEeBTAYECKOr0 JIEKAPCTBEHHOIO Mpemapara Uil  MeTUIMHCKOTO
IpUMEHEHHs U OIpeAcieHUue JEKAapCTBEHHOro IpenapaTa Ha OCHOBe
COMATHYEeCKNX KJETOK WM OpellapaTa TKAaHEBOM HH)KEHEPUU ODKEH
pacCMaTpuBaTbCs B  KAdeCTBE T[EHOTEPAMEBTUYECKOrO0  JIEKAPCTBEHHOIO
npenapara Jjii MEIULUMHCKOrO MPUMEHEHHNS; " ;

I) MYHKT 26 U3IOXUTH B CIIeAYOIIeH peaKiuu:

"26) perucTpallMOHHOE YIOCTOBEpEHHE JIEKApPCTBEHHOTO  Ipenapara -
CIeLMaNbHOEe  paspelieHue, yhocropepsromee ¢GakT  TOCyNapCTBEHHOM
PETUCTpAIlU WM PETUCTPALUM  JIEKAPCTBEHHOTO  Mpernapara, KoTOpoe
DONTBEPKIAETCA 3alMCBI0O B TIOCYHApPCTBEHHOM pEecTpe JICKapCTBEHHBIX
CPENCTB WM €AUHOM pEeCTpe 3aperucTPUPOBAHHEBIX JEKAPCTBEHHBIX CPElCTB
EBpasuiickoro 3KOHOMHYECKOTO COM3a JU00 B peecTpe BETEpHUHAPHBIX
JIeKapCTBEHHBIX MpenapatoB EBpasHiickoro 3K0HOMHUYIECKOr0 COr03a;";

e) MyHKT 27 JAOMOIHUTE CIOBAMHE "HWIM PETHCTPALn';

) MyHKT 28 mocie CiioB "TOCYHapCTBEHHAA DETUCTpaiHd’ MOMOJHHTH

C/IOBaMM WM perucIpanys ;
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3) yHKT 44 1oclie CNOB '"TOCYARPCTBEHHOW perucTpaituy’ OMOITHUTH
CIIOBaMH "WIM PerucTpanuu’;
u) nyHKT 49 mocne cnoB "B NUCEMEHHOH (opMme" HDONOIHUTEH CIOBAMU
" B TOM YHCIIE B 3JIEKTpoHHOI dopme,";

4) B cTaThe 3J:

a) B IYHKTE 5 cJIoBa "MpH IOCYy JApCTBEHHOM peTHCTpanuy’ UCKIIOUUTh;

0) OyHKT 7 [OMOJHUTH CJIOBaMH "B COOTBETCTBUU cA HACTOSAIIUM
DenepaibHBIM 3aKOHOM

B) [IOMONHUTH MYHKTaMu 7' ¥ 77 CEAYIOIMEro COAESPKAHH:

"71 pemci‘paunﬁ, TONTBEP)KIIEHUE perucTpanum (Iepeperucrpanusi),
BHECEHUE M3MEHEHUH B peFMCTpauﬁOHHoe IOCbE, a TaKKe IMPOBENEHUE
IpOHenyp, CBA3aHHBIX C PETHCTpalldedl B COOTBETCTBHM C YTBEPKACHHBIMU
- EBpasuiickoii  3KOHOMMYECKOM  KOMUCCHUEW  [IpaBUIaMH  PErUCTpaLyu
Y 3KCIEePTU3bl JIGKAPCTBEHHBIX CPEACTB [N MEOMIIMHCKOIO MNpHUMEHECHUA
U IpaBUJIaMH PETYIUPOBAaHUA OOpallleHHsT BETEPUHAPHEIX JIEKAPCTBEHHBIX
CpeICTB Ha TaMOXKEHHOI TeppuTopuu EBpa3zuiickoro 3KOHOMUYECKOTO COI034;

7% npezzcraBneﬁHe uHGOpMaMM O PperucTpanuy, IOATBEPKIECHUU
perucTpanuu (IepeperucTIpaiyy), BHECEHUU nmeﬂeﬂnﬁ B PErUCTPaIOHHOE
IOChe, a Takxke O Mpouenypax, CBA3aHHBIX C perucTpanuel, B EBpasuiickyro

3KOHOMHHECCKYIO KOMHCCHIO € HCIIOJIE30BAHHUCM I/IHT@I"pﬂpOB&HHOf/‘I

I
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“H(OpMALHOHHON cucteMbl EBpazuiickoro 3KOHOMUYECKOr0 COoro3a’
B COOTBETCTBUU C YTBEPKACHHBIMU EBpa3suiiCKOM 3KOHOMHYECKON KOMUCCHEH
HOpAAKOM (DOPMHMPOBAHHS M BENEHUS €IHHOTO PeecTpa 3aperdCTPHPOBAHHEBIX
JIEKapCTBEHHBIX CPEACTB EBpa3sHiCKOro 3KOHOMHYECKOTO CO03a U MpPaBHIIaMU
perynupoBanus  O0palileHUs  BETEPUHApHBIX  JIEKAPCTBEHHBIX  CPENCTB
Ha TaMO>KE€HHO TeppuTopun EBPasuiickoro 3KOHOMUYECKOIO COK03a; " ;

T) MyHKT 8 U3JI0KUTH B ClIeyIOIIel peJaKIuu:

"8) oprapm3auyid ¥ (MIU) NOpPOBEOEHUE UHCIEKTHUPOBAHUA CYOBEKTOB
oOpamieHus JIeKAapCTBEHHBIX CPEICTB HAa COOTBETCTBHE  YTBEDPIKAEHHBIM
EBpasuiickol ~ 3KOHOMHUYECKOM  KOMHCCHEH  [paBWIaM  HaJJieKallen
nabopaTopHOH MpPaKTHKH, MpaBHIaM HaUieXamiedl KIMHWYECKOH ITPaKTHUKH,
paBH/iaM HaJIeKalel JUCTPUOBIOTOPCKOM NPAKTHUKH, IIPaBUIaM HajJIexaliel
OPakTUKU QapMakOHAA30pa, a TaKKe YTBEPKACHHBIM YIIOJIHOMOYEHHBIMHU
denepansEEIME OpTraHaMy HMCHONHUTENBHON BJACTH IPaBHIAM HaJJIeKaliel
alTedHON IPAKTUKM, NPABMIAM XpaHEHHA JeKapCTBEHHBIX CPEACTB JUIA
BETEPUHAPHOTO NPUMEHEHHU;";

I) TyHKT 18 U3NOKUTE B CHEAYIOUIEH peNaKiIin:

"18) yTRep)KAcHUE NpaBU HaANekamel anTedHOM NOpPaKTUKY, HPaBUI

XpaHSHUA ISKaPCTREHHBIX CPENCTB LI BETEPHHAPHOT0 MpUMeHerN ;"
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€) B MyHKTe 23 cioBa "K MHCTPYKIHMH 110 MEOUIIMHCKOMY HMpUMEHEHHIO

JEKAPCTBEHHBIX NPENapaToB U UCKITIOYUTE;

5) B crathe 9:

a) JOTIOJHUTH JacThI0 2' CIIEYIOMEro CORep/KaHms:

"2'. B memix oGecnetIeHm rOCyJApCTBEHHOTO KOHTPOJLL (ﬁa;:tsopa)
Bchepe oOpamieHHMsT JIEKapCTBEHHBIX CpeACTB  (defepanbHBIA  oprad
HCIIOJTHUTEIBHON BIIACTH, OCYINECTBIIAIOUHUI IOCYNApPCTBEHHYIO PETHCTPALHIO
JEKApCTBEHHBIX MNpenapaToB ANIA MeIUIMHCKOTO npmeﬂeﬁm, IPEOCTABNIET
¢denepaibHOMY OpraHy  HCIIOJHUTENBHOU Bnacm, OCYIIECTBIIIOLIEMY
rOCYMapCTBEHHBIA KOHTPONb (Ham3op) B cdepe 3OpaBOOXpaHEHHd, IO €ro
3apocy B paMKax MEXBENOMCTBEHHOr0 HH(MOPMAaHUOHHOIO B3aUMOIEHCTBHS
B [IOpAAKE, yCTéHOBHeHHOM YVKa3aHHBIMM ~ (eAepaibHBIMU  OpraHaMHu
JICTIOIHUTENBHON BNACTH, CIEAYIOIIUE CBEJEHUS O JIEKAPCTBEHHBIX CpPEeACTBax,
B TOM UYHCIIE B CIydae, €Ciid TaKue CBEJICHHA coéraanmT KOMMEPIECKYIO
TalHy:

1) cBemexus o apmaneBTUYUECKOM CyOCTaHIINH:

a) HAUMEHOBaHME (PapMalleBTHUECKON CyOCTaHIUH, ee CTPYKTypa, obiue
CBOMCTBA;

0) HAaUMEHOB2aHUE U aJIPeC MPOU3IBOAUTEN;

B) CBOMCTBA U CTPYKTYPa ICHCTBYIOIMUX BEHIECTB;

0492197-Y4-2023 (10.1)
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T') XapaKTePUCTHKA MPUMECEH;

n) cietiupukamyds Ha  dapMalEeBTUUYECKYHO  CYOCTaHIMIO U €€
000CHOBAaHHUE;

€) aHaNUTHYECKUe METOIUKH, HCIOJNB3yeMBle MPH  OCYLIECTBICHHH
KOHTPOJIS KayecTBa GapMaleBTHIeCKOH CyOCTaHITHH;

’K) pe3yIbTAThl aHANH3A cepHil hapMalleBTUYECKOH CyOCTaHIuM;

3) IIepedueHb CTaHAApPTHEIX O0pa3lloB WK BEMIECTB, UCIONB3YEeMBIX HpPH

OCYIIECTBIIEHHY KOHTPOJIS Ka4eCTBa;

M) OIIMCAHHE XapaKTEPUCTUK M CBOMCTB YMAaKOBOYHBIX MATEpPHUAIIOB
U YKYIIOPOYHEIX CPEICTB;

K) JaHHEBIe O CTaOMIBHOCTH (apMalleBTUIECKOM cy66TaHuHH;

J1) CPOK TOAHOCTH;

2) cBemeHud O JIKApCTBEHHOM  Ipemapare JAIi  MEIUIIMHCKOTO

[IPUMEHCHUA:

a) OIMMCaHHE K COCTaB JICKAPpCTBCHHOIO IIpf€riapara AJId MCIULHHCKOTO

IIPHMEHEHUS,;
0) onucanue (060cHOBaHMEe BIOOPa COCTaBA, ITEPBUIHON YIIAKOBKH);

B) HaKMCHOBaHUE H aApec MeECTa OCYHICCTBIICHMA TIPOU3BOICTBA

JEKaApCTRCHHOrO Ipoliapara A MCEIAUMINHCKOTO IPpHMCHCHHA (B CIIyTiac

0492197-Y4-2023 (10.1)
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HaInu4yusd HECKOJIBKHX VYYaCTHHKOB IIpomecca IIpOU3BOACTBA HCOGXO,I[I/IMO

YKa3aTh KOKIOTO U3 HUX);

T') MHKPOOHOJIOTHUECKHe XapaKTePUCTHKH;

I) OIMCaHWe XapaKTEepPUCTHK U CBOWCTB YHAKOBOYHBIX MATEPHAIIOB
1 YKYyTIOPOYHBIX CPEJCTB;

e) TpeOOoBaHUs K Ka4eCTBY BCIOMOTATEIbHEIX BEIUECTB;

K) aHAIUTHYECKHE METOINMKH, HCIOIB3yeMble IIPH  OCYIIECTBICHUH

KOHTPOJIA Ka4€CTBa BCIIOMOTI'aTCAbHBIX BEIIECTB;

3) I/IH(b opManuAa 00 HCIIOJIb30OBAaHUH BCIIOMOTaTCIIbHbBIX BECIICCTB

YeNOBEYECKOT0 1 )KMBOTHOTO HPOUCXOXKACHUS;
1) uHOpMaIysa 00 UCIIOIH30BaHUM HOBBIX BCLIOMOTATEIbHBIX BELIECTB;
K) TpeOoBaHUA K Ka4ecTBY NeKapCTBEHHOTO npemnapara

I MEIUIUHCKOrO IIPUMEHEHHUS (cepTudukar, cnenuduKanysi

Ha HeKapCTBeHHBIfI npenapar u ux O6OCHOBaHI/Ie);
H) AHAJINTHYICCKHE MCTOAUKH, HCIOJIB3YEMBIE IIPH OCYLICCTBIICHUU

KOHTPOJIA KauyeCcTBa  JICKApCTBEHHOIO penapara LOJid MCIOHUITMHCKOIO

IpUMEHEHNU;

M) pe3yJIbTaThl  aHaIU30B  CEpUM  JIEKApCTBEHHOTO  Iperapara

JJEL MCOHIIMHCKOI'O IIPUMCHEHNA,

H) XapaKTepUCTHKa NpUMecel;

0492197 V42023 (10.1)
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0) IlepeUeHb CTaHJapTHHIX 00pa3Ios, UCIIOJIB3YEMBIX
IpU OCYUIECTBICHHH KOHTPOISA KadecTBa JIEKAPCTBEHHOTO IIperapara
JUIS METULIMHCKOTO IIPUMEHEHN,

) JaHHbIE 0 CTaOUIIBHOCTH JIEKapPCTBEHHOTO Ipenapara
Ji1s1 MEIUIIMHCKOTO IPUMEHEHUS;

3) OTYETH 0 OKIMHUYECKUX UCCIEHOBAHMAX

4) O0TYETHI O KJIMHUYECKUX HCCIEeIOBAHUAX;

5) Mactep-daitn cucreMsl papMakoHan30pa;

6) TLIaH yrpaBiaeHus puckamMu.";

6) 4acTh 7 JOIONHUTH NYHKTOM 4 CIEYIOMEro COnepKaHus:

"4) 0 CHATUHM JIEKapCTBEHHOIO CPEACTBAa C HOCEPUMHOrO BRIOOPOYHOTO
KOHTpOJIA KadeCTBa JTEKAPCTREHHBIX CPEJCTB HAa OCHOBAHWH nonomprrensﬁmx
OKCIEPTHBIX  3aKIIOYEHMM, BBIJAHHBIX (eaepanbHBIM  TOCYIapCTBEHHBIM
OIOMKETHBIM YUpEeXXICHHEM, IOIBEIOMCTBEHHBIM QenepalbHOMy Oprafy
MCTIONHATENBHON BJIACTH, OCYHICCTBIAIONIEMY TOCYHApPCTBEHHBI KOHTPONb
(Hag3op) B cdepe 30paBOOXpaHEHUs, HA OCHOBAHHMM MPOTOKOJA HCITBITAHHUI
JIEKApCTBEHHOI0 CPEACTBA, IPOBENECHHEIX 10 BCEM TOKa3aTEAM yTBEPKIOCHHOH
HOPMAaTMBHOM JOKyMEHTalUu (HOPMATUBHOTO JOKyMEHTa 10 KadecTBY),

B OTHOLIEHHH TPEX CEPUM JIEKAPCTBEHHOTO CpecTBA.";
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"t

6) HOOIYHKT "a" HyHKTa 2 4YacTH 6 CTaTbd Q' [OMOJHUTE CIIOBAMH

", 33 MCKIIOYCHHEM JIEKAPCTBEHHBIX IHPEMapaTroB, CBEIEHMI O KOTOPHIX
l 2

MPEACTABIAIOTCA B COOTBETCTBUM € YaCThIO 4 CTaThM 52 U 4acThiOo 6 cTaThu 52

Hacrosuero PenepansHOro 3akoHa';

7) B cTatee 11:

a) B 4acTH 2 CJIOBa 'YTBEPKOECHHBIMH ynonHOMoquHfﬂM dbenepansHbIM
OpPraHOM UCHOIHUTENBHON BIACTU' 3aMEHUTH CIIOBaMU ''COHEPXKAIIUMUCS
B aKTax, COCTaBIAOMuX nmpaBo Corwosa’’;

6) 9acThb 3 U3JIOKUTH B CIIEAyIOmel i)e;[ammn:

"3, dna opraﬂnjaunn U TPOBEIOCHUS MOKJIHMHHUYECKOTO HCCIEIOBaHMA
JIEKapCTBEHHOI'0 CpENCTBA pa3pabOTUYHMKU JIEKAPCTBEHHBIX CPENCTB BIpaBe
IPUBJICKATh HAYYHBIE OPraHU3ALUHU, o6bazoaaTen5HLIe OpTaHu3alliil BBICIIETO
00pa3oBaHus, WHBIE OPraHU3alUH, HMEIOIIUe Hei)6xozmmyro MaTepHUATLHO-
TEXHUYECKYIO 0a3y U KBaNUPUIUPOBAHHBIX CHEIHATIUCTOB B COOTBETCTBYIOLIEH
o6GJactu HCCIIe/IOBARHA. "

B) B 9aCTH 6 CJIOBO "TOCYHapCTBEHHOMN" MCKITFOUHTE;

8) HaMMEHOBaHHUe I'TIaBhl 6 IOCIE CJIOB "TOCYAAapCTBEHHOH perucTpanuu’

IOTIONHUTE CJIOBOM "(perucrpanuu)’;

0492197-Y4-2023 (10.1)
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9) B crathe 13:

a)B 4YacTd 1 c10OBO "U3rOTOBAEHHE," M CJIOBO ", YHHYTOXKEHHE"
UCKIIIOYMTB, CJIOBA ''COOTBETCTBYIOIIMM YIIOMHOMOYEHHBIM (QemepabHbIM
OpraHoM HCHOMHMTEIBHON BJIACTH' 3aMEHUTH CJIOBaMM 'YHOTHOMOYEHHBIM
denepabHEIM OPraHOM HCIIOJIHUTENBHOM BIACTH B COOTBETCTBHH C HACTOSIIMM
denepallbHEIM 3aKOHOM JIHOO B COOTBETCTBMM C AaKTaMH, COCTABIAFOINUME
npaso Coro3a";

0) vacth 3 nsnomnﬁ. B CIEeAYIOINeH pemaKiHH:

"3.locymapcTBeHHasd  perucrpauus  JeKapCTBEHHBIX npenépaTOB
OCYIIECTBIALTCA MO Pe3yNbTaTaM KCIEPTU3EI IEKAPCTBEHHBIX CPEACTB. "

B)B yacTu 4 B NEPBOM MPENJIOKEHHH CJIOBa '"COOTBETCTBYIOIIETO
3agBIECHUA O TOCYHApCTBEHHOHM pErMCcTpalyK JIEKapCTBEHHOTO npenapara‘"
3aMEHHUTh  CIOBaMM  "3ajdBJIEHHS O  TOCYHAPCTBEHHOM  pPErHCTpaLuu
JEeKapCTBEHHOTO TMpemaparta ajid MEAMLMHCKOrO IPUMEHEHUSA, M B CpPOK,
He NpEeBBIIMAIOLINN CTa JABaalaTH pabouux [OHeH €O JHHA TIPUHATHA
3aBICHHUI O TOCYJApCTBEHHOH pErucTpaluy JeKapCTBEHHOro Mperapara
JiUTA BETEPUHAPHOTO NPUMEHEHHU '

T)B 4acTd 7 ciaoBa "WinM Ha OyMakHOM HocuTelle' HCKIIOYHTH, CJIOBa

"B nucHMEHHON GopMe"” 3aMeHUTH CI0BaMH ''B 3JIEKTPOHHON dopMe";

0492197-Y4-2023 (10.1)
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10) B yactu 2 crateu 14:

a)B OyHKTe 1 cimoBa "mpd OCYIIECTBICHHM TIOCYHAapCTBEHHOM
perucTpanuu’ UCKIFOYUTE;

©) MyHKTH 2 U 3 NpyU3HATh YTPATUBIINMHU CHUITY;

11) cratpio 15 mocne cioB "ToCyIapCTBEHHOW peTHCTpaliy’ TOIIOJHUTH
CIIOBAMH "HIIM PETUCTpaluu ";

12) B cTaThe 16:

a) 9acTH 4 - 4> H3TOKHUTE B cﬁenyzomeﬁ PeIAKIUY:

"4. Tlpu npéseneHHH 9KCIEPTU3Hl  JIEKAPCTBEHHBIX CPEACTB  HE
JOMycCKaeTcs HCTpebOBaHHE IKCHEPTOM Yy 3asBHTENd JUO0 HHBIX JIHIT
MATEPHANOB, HEOOXOOMMBIX [ TPOBEACHUS OKCHepTHM3Hl. B  ciyuae
HETOCTATOYHOCTH NPEIOCTABICHHEBIX 3KCIEPTY MAaTepUalIoB B JWYHBIM KaOUHET
3a>11§me3m B eIMHON rocymapcTBeHHOH HHPOpPMALHMOHHON cucreMe B cdepe
3[IpaBOOXpaHEHUs (Janee - eOWHad CUCTeMa) OKCHEPTHHIM YUpeKIeHUEM
HaMpaBJIseTCs  3ampoc 0 npeLLCTéBneHHK HEOOXONUMBIX  MAaTepHaioB,
ITO/ITIMCAHHEIH pyKOBOIHTENEM (YIIOJIHOMOYEHHBIM JIMIIOM) 3KCIIEPTHOIO
yapeXIEHHI ¢ UCIIOJIb30BaHUEM YCHICHHOHN KBATNMGUIUPOBAHHOM 3NEKTPOHHOM
IOATIUCH.

4' 3agButenr o6f3aH HANPaBUTH B JUYHBIL KaOWHET SKCIEPTHOTO

VUpeXKICHUA B SIUHOU cucreme IONUCAHHBIN YCUNEHHOU

0492197-Y4-2023 (10.1)
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KBUTUOHUIMPOBAHHON 3JEKTPOHHON MOAMMCBIO OTBET HA 3allpOC SKCOEPTHOTO
VIpEeXOeHHs B CPOK, HE MPEBBIMIAIOMIMM JEBSIHOCTA pabodux OHEH cO IHS
IIOJTy4YeHUA 3i<cnepTHLIM VUPEXKICHUEM O3JEKTPOHHOTO VBEAOMIIEHHA O
IOJIydJeHUH 3adBUTENEM 3ampoca. BpeMsd co AHA HanpaBneHHsA JKCIEPTHBIM
VUpeKICHUEM B JHMYHBIA KaOMHET 3adABUTENL B €OUHOM CHCTEME 3ampoca
O IMpeACTABICHMM [JOIIONHUTENBHBIX MAaTepuanoB [0 [HA HAlPaBICHUA
3a4BUTENIEM B JIMYHBIA KaOMHET SKCIEPTHOIO YYPEKIEHUA B €AMHOH CHCTEME
OTBeTa ﬁa 3alpoc He yﬁmr:maeycg IIpH HCUMCIIEHUM CpOKa IPOBEICHMA
SKCIEPTHU3bI IEKAPCTBEHHOr0 CPENCTBA.

4* Ecnii B COCTaBe PETHCTPALMOHHOTO HOChe HA JIGKAPCTBEHHBI
mpenapat A MEIHIHHCKOrO NpUMEHEHHA B COOTBEICTBHH C d4acTbio 1'
crateu 30 unm cratheit 34 HactosAmero denepasbHOTO 3aKOHA COIEPIKUTCS
KOMUA MpeIyCMOTPEHHOTO pEelICHUs yIOJHOMOYEHHOIO defepabHOr0 OpraHa
HCIIONHUTENBHON BIACTH O IMPOBENSHUM anneKT?IPOBaHm IPOU3BOAUTENA
JEKapCTBEHHBIX CPENCTB WIIM O MPOBEAEHMH (apMaLeBTUYECKON HHCIEKIUH
NPOM3BOACTBA JICKAPCTBEHHBIX CPEACTB [ MEJULIMHCKOTO NpPHMEHESHUS
Ha COOTBETCTBHE TpPeOOBaHMAM NOPABWI HAANSXKAIIeH MPOU3BOACTBEHHOMN
IpaKTHKH EBpasuiicKoro 3KOHOMHYECKOTO COK03a, 3KCIEPTY A0 OQOpMIICHHs
pe3yJIbTarToB  3KCIIEPTH3BE ﬁeKapcmeHHoro‘ CPENCTBa  MpE/TOCTaBIAETCA

| | . )
B IIOPAZIKE U Ha YCIOBUAX, KOTOPHIC IPEAYCMOTPEHEI YacTAMU 4 U 4~ HacTosme

|

0492197-Y4-2023 (10.1)
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CTaThy, KOMUS 3AKIIOYEHUS O COOTBETCTBHM NPOWU3BOMUTENA JICKAPCTBEHHBIX
CpeNCTB TpeOOBaHWAM MpaBWI Ha[jIeKamiel IIPOU3BOACTBEHHON IIPaKTHUKH,
Bi)maHHoro YIOITHOMOYEHHBIM denepansHEIM  OpraHOM HCTIOMHUTENbHOI
BJIACTH, WM KOMHS cepTU(UKaTa COOTBETCTBUA IMPOMU3BOAUTENA JIEKAPCTBEHHBIX
CpencTB AJI1 MEAUIIMHCKOrOo IPHUMEHEHHS TpeOOBaHMAM MpPaBUI Hazinexcameﬁ
MPOU3BOACTBEHHOM NIPaKTUKY EBpa3uiickoro 3KOHOMIYECKOTro COI03a.

4’ 3asButens 06g3aH HampaBUTh B JIMYHBIH KaOMHET JKCIIEPTHOTO
YUIpEKICHUS B €IUHOU CHCTEME KOMUIO 32KIMOYeHHs WU cepTuduKara,
yKasaHme B uyacTu 4° HacTOAILEH CTaTbd, B CpPOK, HE IIPEBBIIIAIOLIHMI
cCTa BOCBMMIECATH paboyrMx JOHEH cO JHSI [MOJNyYEeHHS OSKCHEPTHBIM
YUpeXOEHHEM JJIEKTPOHHOTO YBEHOMIICHHMA O I[IOJly4€HHH 3asBUTEIEM
DONIIUMCAHHOTO PYKOBOAUTENEM (YIOJHOMOYEHHBIM JIMIIOM) 3KCHEPTHOrO
YHPEKICHUA C HCTIONB30BAHAEM yCWIEHHOHN KBATH(UIUPOBAHHOMN AIEKTPOHHOM
MIOJIUCH 3aIIpoca O HPeIOCTaBICHUH AOKYMEHTa. BpeMd co OHA HampaBiIeHHUSA
SKCIEPTHBIM  YUpeXIECHHEM 3ampoca B nmnﬁﬁ KaOMHET 3asiBUTEIIA
B €JMHOH CHCTeME [0 [HA HalpaBleHWsA 3asgBUTENEM B JHYHBIH KaOuHET
IKCTEPTHOTO  YUPEKICHAT B eIMHON CHCTEME KONHUM 3aKJYCHHA HWIH .
ceprudurara, ykazaHHBIX B YacTH 4* Hacrosuied CTaTbM, HE YYUTHIBACTCHA

IPpH UCHHCIICHUH CPOKa IPOBEACHN OKCIICPTH3EI JICKAPCTBCOHIIOTO cpe,::cma.";

0492197 V42023 (10.1)
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6) HOTIONHKTH YacThi0 4" CIeayomero COEPKAHUA:

"4* TIpu HalpaBJIeHUH SKCIEPTHBEIM VUpPEKIOCHHEM B JIMUHBIN KaOHHET
3a4BUTENA, 3adBUTENEM B JIMYHBIN KaOWHET OKCIEPTHOTO yIpexaeHus
KaKUX-TH00 JIOKYMCHTOB M CBEJCHHH B JIMYHOM KaOWHETe yNOTHOMOYEHHOTO
demepambHOrO OpraHa WCIONHHTENBHON BIACTH B  O€HB HalpaBIICHUA

YKa3aHHEIX  JOKYMCHTOB H CBEICHUI OTPaXXaroTCAa ux PEKBU3HUTEI

M HAUMCHOBAHUA. ",

13) B cTaThe 1:7:

a) 4acTh | U3JIOXKUTH B CENYIOIMEH peIaKIIMHu:

"1. dna rocy/:(apéTBeHHoﬁ perucIpanvy JeKapcTBEHHOTO Mpemnapara Ajid
BETEPUHAPHOIO MPHMEHEHHA Pa3pabOTYMK TAKOTO JISKAPCTBEHHOTO Iperaparta
WIH YIIONHOMOYEHHOE UM JAPYrO€ OPUIHYECKOe IHIIO (manmee B HacToOsIIEH
CTaTke - 3a4BUTENb) HaMpasisieT mocpeactBoM  EguHoro moprana
TOCYNapCTBEHHBIX M MYHUIIUMANBHBEIX YCIyr (gmanee - EnuHpii nopran)
B YIOJHOMOYCHHBINi  (efepaNbHBIf  OpraH  HCIOJHMUTENBHOM BJ'IélCTI/I
3agBJIEHHE O TOCYJIApPCTBEHHOW DETUCTPAITHU NIEKapCTBEHHOTO MpenapaTta I
BETEPUHAPHOIO IIPUMEHEHHs, MOANHCAHHOE ycm’eHHoﬁ KBUTUGUIUPOBAHHON
3JIEKTPOHHOM MOMIHMCHIO, a TaKXKe JOKYMEHTHI, U3 KOTOPHIX (POpMHUPYeETCS

PETMCTPAlMOHHOE [OChe Ha JIEKAPCTBEHHBIM mpemapaT Il BETEPHHAPHOIrO

IIpUMEHEHH.";

0492197-Y4-2023 (10.1)
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0) B ab3arie MEPBOM IMYHKTA 7 YacTH 2 CIOBO "KOMHU' 3aMEHUTH CIIOBOM

"pEKBU3MUTHL'";

B) 4acTh 6 IoOcCle ClOB "HJIsS BETEPUHAPHOrO0 NpUMEHEHUI MONOJIHUTH
CJIOBOM "PEKBU3UTOB";
14) cTaThio 18 M3IOKUTH B CIEXYIOIIEH peNaKIIuu:
"Cratpg 18. Oco6eHHOCTH UCTOJb30BaHUA HHPOPMALUH
0 pe3yJibTaTax HCCel0BaHMil pedepeHTHOro
JeKAPCTBEHHOrO penapara, a TakxKe NpeAcTaBIeHus
3asiBJIEHHH O perncTpPauyy BOCIPOM3BeAeHHbIX,
O0moananoroBbix (6MONOAOHMIX) JE€KAPCTBEHHbBIX
npenaparos
1. He momyckaercs KCHONB30BaHHE B KOMMEpPUYECKMX Lensx MH(popManuu
O pe3ylbTaTax [JOKIMHHYECKMX HCCIENOBAaHUI JIEKAPCTBEHHHBIX CPENCTB
U KIHHHYECKUX HCCNeIOBaHUM JIEKAPCTBEHHBIX MPENapaToB Il MEAHLIMHCKOIO
TIpYMEHEeHUsI, IPEICTaBICHHON 3asBUTENEM A TOCYJapCTBEHHOM perucrpanvu
TN PETHCTpallMH JIEKapCTBEHHOrO Ipemnapara, 0e3 ero coriacus B TEUEHHE
IIeCTH JeT C JaThl TOCYJapCTBEHHOM pEruCTpaluMd WIH perucTrpanuu
pedepeHTHOrO JeKapCcTBeHHOro npenapata B Poccuiickoit Oepepanuu.
2. 3adBieHUEe O PpETUCTPALMHM BOCIPOM3BEOEHHOTO JIEKAPCTBEHHOTO
mpemapara [ii  MEOUOMHCKOTO [NpPHUMEHEHHA MOXeT OBITh  [MOJ3HO
B YHOJHOMOYEHHBI (emepaibHbli OpraH WCHOJHUTENBHOM  BIACTH,

OCYU.ICCTBJUIIOHII/II;'I roCcyaapCTBCHHYHO PEruCTPALHEO JICKAPCTBECHHBIX

IpErapaTos, o HCTCUYCHUH HYCThIPDEX JIET C JaThl I‘OCY,Z{apCTBCHHOﬁ PETUCTpALIVK

0492197-Y4-2023 (10.1)
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WITH pETHCTPALIHI pedepeHTHOro - JIEKapCTBEHHOTO Ipenapara
8 Poccuiickoit ®eneparmm.

3.3adBneHne O  perucrpauuud  OuoaHanoroBoro  (6uomNogOOGHOTO)
JIEKapCTBEHHOro  mpemnapata  (GHoaHanora) ‘MO)KET OBITH  TOZAHO
B  YIOONHOMOYEHHBIM  QedepanbHBIi OpraH  MCIOJHUTENBHOW  BJIACTH,
OCYIUIECTBIAFOMIUI FdCY)IapCTB-eHHYIO PETUCTPAlMI0  JIEKAPCTBEHHBIX
[IpernapaToB, MO HCTEYCHHMU TpeX JIET C AaThl roCyNapCTBEHHON pPErHCTpaLlUH
WM pEerucTpaiuu pedepeHTHOro JEKapCTBEHHOIo mnpemapara B Poccuiickoit
denepanun.”;

15) B cTatee 19:

a) B 4acCTH 1:

a03all MepBEIil IOCHEe CIIOB 'pPErHCTpalliil JIEKapCTBEHHOTO Iperapara”
JIOTIONIHATE CIOBAMH "W 32BIEHHA O IpU3HAHUH JeKapCTBEHHOTO MIpernapara

opdaHHEIM J1eKapCTBEHHEBIM MpernapaTtom”;

B IIyHKTE | cioBa "NpH OCYLIECTBIEHUYM TOCYIapCTBEHHOU perucrpaliium”

HCKJIIOYHTb;
NYHKTHI 2 U 3 mpHU3HATh YTPATUBILINMU CHITY;
6) 9acT# 2 - 4 U3NOXUTH B CIEAYIOMICH peIaKIuu:
"2. YIOJIHOMOYCHHEBIN qbenepanmmﬁ oprad HCI;OJIHHT?HBHOIZ' BJTaCTH

HANpaBfeT B JIMUHBINA KaGUHET SKCIIEPTHOIO YUPESKAEHUS B €IHHON CHCTEME

I
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MOAIUCAHHOE YCHICHHOW KBaTUGUIIMPOBAHHOM 3JEKTPOHHOU IOIIHCHI0
3ajaHe Ha OpPOBEICHUE SKCIIEPTU3, MPEAyCMOTPEHHBIX YacThio 1 Hacrosmiei
CTaTbH, B JWYIHBI KaOWHET 3asfBUTEN B EIMHOW CHCTeMe - MOAIHUCAaHHOe
YCHIEHHOH KBaIMQHUUUPOBAHHOM JJIEKTPOHHOM MOAMHCHI0 YBEXOMITCHHE
O MpHHATOM pelIeHMM O BhIJAYe 3aJaHUA Ha IPOBENEHHE OKCIEPTH3,
MpenyCMOTPEHHBIX YacThIO0 1 HACTOAIIEH CTaThW, H B ClIydae HEOOXOIUMOCTH
O BhIJade pa3pelleHus Ha BBO3 B Poccuiickyro Penepaiiyiio KOBKPETHOM MMapTHy,
CEepHH 3apEeTUCTPUPOBAHHBIX M (WIH) He3aperuCTPUPOBAHHBIX neKapCTBeHﬁmx
CpPeICTB Wik 06 OTKase B MPOBENEHHM TAKUX JKCIEPTH3 C YKA3AHMEM MPUYHH
OTKa3a.

3. B ciy4ae BBIABICHUS OTCYTCTBHA WJIA HEZOCTOBEPHOCTU HHGOpPMALINH,
coIepikaleics B HpeﬂCTaBJIeHHI;IX 3asBUTENIEM JOKYMEHTAX, YIIOTHOMOYEHHBIH
dbenepaibHBIM OpPraH MCHONHUTENBHON BJACTH HANpaBIIET  3aiBUTEIIO
rrocpencTBoM EfMHOrO nopraia pum B €ro JHYHEIH KaOUHET B €IUHON cucreme
3ampoc 00 yTOYHEHUHU HTOH HchopMaan (manee - 3ampoc yMOIHOMOYEHHOTO
dbenepaIbHOrO OpraHa HMCIOJHUTENIBHOM BJIACcTH), HOAMUCAHHBIN YCHJICHHOU
KBaJIH(bHﬁHp‘C)BaHHOfI 3JIEKTPOHHOM MOAMUCHIO.

4.3asBuTens 00s3aH HaIpaBUTh IMOCpeACTBOM EAMHOTO mopTana
B YIMOTHOMOYEHHRIH QenepansHRIi opraH WCTONTHUTENRHOW BNACTH WITW B

MUYHBIE KaOMHET YHOTHOMOYCHHOTO (erepanbHOro OopraHa UCHONHUTENbHON

I
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BAacTU B E€OUHOH CHCTeME€ MONIHUCAHHBIM YCHIEHHOU KBéﬂmbnquOBaHHOI?I
3JIEKTPOHHON MOJIUCHI0 OTBET HA 3alPOC YMOIHOMOYEHHOTO v(benepanLHoro
OpraHa UCIIOJHUTENBHON BIACTH B CPOK, HE MIPEBHIINAIONIMY JeBIHOCTA paboynx
JHeW CO [AHA T[ONy4YeHUA YIOTHOMOYEHHBIM (eNepanbHBIM  OpraHoM
MCTIONTHUTENBHOM BIIACTH 3NEKTPOHHOTO YBEAOMIICHHUS O MOJYICHUH 3asBUTENEM
3ampoca. Cpok, yKa3aHHBEIM B 94acTH | HacCTOSLIeH CTaThH, MPHOCTAHABIUBAETCA
CO JHA HampapjIeHW MocpeAcTBOM EAuHOrO moprana WM B JUYHBIA KaOHHET
3asBHMTENA B €IMHOM CHCTEME 3aIIpOca YIIOMHOMOYEHHOTO (elepabHOr0 OpraHa
UCIIONMHUTENBHON BIACTH [0 [OHA HanpaBneHm 3asBUTENEM MOCPEACTBOM
Enusoro noprana Wiy B NUYHBIN KaOWHET yNOIHOMOYEHHOTO (penepanbHOro
OpraHa MCIIOJIHUTENbHON BJACTH B €OUHOW CHCTEME COOTBEICTBYIOHMIETO
oTBeTa.";

B)B d9acTu O cioBa "OHCBMEHHOTO 3ampoca, HampaBICHHOIO
B YIIOMHOMOYEHHBIH dieiepanbHbliil OpraH UCIOTHUTENbHON BIACTH" 3aMEHUTH
cloBaMH  "3ampoca,  IOAIMCAaHHOIO  YCWIECHHOM  KBaNU(UIMPOBAHHOM
3JIEKTPOHHON NOMIMCBI0 M HaIpaBlIeHHOro mocpeAcTBoM Exunoro mnoptana
B YIIOJTHOMOYEHHBIN vtbe/:[epansﬂmﬁ OpraH HCHOJIHUTENBHON BIACTH WU

B JIMYHEBIA KaOWHET YHONHOMOYEHHOTO (enepalbHOr0 OpraHa UCTIONHUTETIBHOM

BJIACTH B €IHMHOM cuUcTeMe,";
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16) crarbro 20 U3NOXKUTH B CHEIVIOWIEH peIaKIIim:
"Crartbi 20. IKcHepTH3a JOKYMEHTOB, MPEACTABIEHHBIX 1J11
onpeneieHus BO3MOKHOCTH paccMaTpuBaTh
JIeKAPCTBEeHHbIH npenapat AJisi MENMIUHCKOT 0
NpHMeHEeHHs B KayecTBe OpPaHHOro JeKApCTBEHHOI O
npenapara, M pelieHue 0 BO3MOKHOCTH PacCMATPUBATD
JIEKAPCTBEHHbIH Mpenapar B KayecTBe op(haHHOro
JIEKAPCTBEHHOT 0 MpemapaTta
1. TIpouenypa OnpeAeNeHUuA BO3MOYHOCTH PaccMaTpUBATh
JEKapCTBEHHBIM IMIpemapar [OafAi1 MeEIULMHCKOTO MPHMEHEHHS B KayecTBe
opdhaHHOrO  JEKapCTBEHHOrO0  Mpenapara MOKET  HOPOBOOUTBCS  Kak
B OTHOLICHUM JIGKAPCTBEHHOrO MpemapaTra, YK€ 3aperHCcTpUPOBAaHHOIO
B COOTBETCTBHMM C HacTtoAmuMm DernepanbHbIM 3aKOHOM JIHOO B COOTBETCTBHH
C aKTaMm¥, cocTaBiaomuMH mpaBo Cows3a, Tak ¥ B OTHOUICHHHM
HE3apEeTUCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpemnapata. JKCIepTH3a JOKYMEHTOB,
DpeACTaBIE€HHBIX  JUIi  ONpeJeNeHUs  BO3MOXKHOCTHM  pacCMAaTpUBAaTh
JeKapCTBEHHBIM TMpenaparT [Ii1 MEOUIMHCKOTO TIIPUMEHEHHsI B KadecTBe
op(haHHOTO JEKAPCTBEHHOrO Iperapara, COCTaBIIEHHE KOMHCCHEH SKCIepTOB
3aKII04YEHUA O  BO3MOXKHOCTH WM  HEBO3MOXHOCTM  pacCMaTpHUBaTh
JIeKapCTBEHHBIN npenapar A MEITUITUHCKOTO IIpUMEHECHHAA
B KauecTBe Op(aHHOrO JEKAPCTBEHHOTO MpenapaTa M HampaBiieHWe B JIUYHEBIH

KaOHHET YIIOJTHOMOYCHHOTIO @eﬁepaﬂmnm opraga UCIIOTHUTEIPHON BIIACTH

B €JHHOM CHCTeMe HAHHOTO 3aKIIOYeHHI B GopMe 3MIeKTPOHHOTO HOKYMEHTA,

I

0492197-Y4-2023 (10.1)

QT




24
HOAIUCAHHOTO YCWICHHON KBAMU(UIIMPOBAHHON JSJEKTPOHHOM [OANHKCHIO,
" OCYIIECTBJIAKOTCA B CpPOK, HE TMPEeBBIIAIOMMA TpUAUATH pabouux AaHeH
CO JHA HalpaBlIeHUSA B JIMUHBIN KaOMHET 3KCIEPTHOrO YUPEXKAEHUI B €IUHOM
cucTeMe 33JlaHus YIOJIHOMOYEHHOro (enepanbHOr0 OpraHa HCIOIHUTENbHOI
BJIACTH U CIEAYIOINNX JOKYMEHTOB:

1) 3asgBneHMs O HPU3HAHUU JIEKAPCTBEHHOTO Ipemapata OpgaHHBIM
JIeKapCTBEHHBIM [penapaToM, COCTAaBJIEHHOTO 10 ¢GopMe, YTBEPKIEHHOMH
YIIOMHOMOYEHHBIM ~ QeiepajIbHEIM  OpTaHOM  HCIONHUTENBHOM  BIACTH,
TOATHCAHHOTO ycﬁneHHoﬁ KBaIU(QUIIUPOBAHHOW 3NEKTPOHHOU TOJITACBEO
YIIOTHOMOYEHHOTO MPENCTABUTENA IOPUAMYECKOTO IHIA, ACHCTBYIOWIETO B
COOCTBEHHBIX HMHTEpecaX MM YIOJTHOMOYEHHOIO HpPEACTAaBIATh HHIEPECHI
OPYTOrO IOPUANYECKOTO JIHIIA;

2) KOTIMH JOKYMEHTa Ha PYCCKOM SI3bIKe, 3aBEPEHHOr0 B YCTAHOBICHHOM
HOPSAAKE Y MOATBEPKAAIOIIETO MPaBOMOYHOCTE 3asBUTENA MOJABaTh 3ajdBlICHUE
O TMpU3HAHUM JICKAPCTBEHHOrO. Mpernapara opdaHHBIM JEKAPCTBEHHBIM
npenapatoM (Ipu HeoOX0JUMOCTH);

3) obocHoBanus  opdaHHOCTM  3a00jeBaHus, HE  OTHECEHHOTO
B coorBercTBur ¢ DenepanpHeM 3ak0oHOM oOT 21 Ho46ps 2011 rogma

"O6 ocrroBax oxpamnnl 30poBkA rpaxaaH B Poccuiickoit Depepanuu” K peaKuM
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(opdaHHEIM) 3360TeBaHHAM, B TOM UHCHE I[OAPOOHOH wMHEMOpMAIUK
0 IHArHOCTHKE, MPODIIaKTUKE HIH JIeISHHH TaKOT0 3a00IeBaHNS,;

4) yTBepXA€HHOM MHCTPYKIMH @O MEOUIMHCKOMY [PUMEHEHUIO
EeKapcTBEHHOr0  Ipenapara,  3aperHCTPpUPOBAHHOIO B COOTBETCTBHHU
c HacrosmuMm DenepanbHEIM  3aKOHOM, WIM  o0mIeH xapémepncmm
JIeKapCTBEHHOTO TIpernapara, 3aperucTpUPOBAaHHOTO B COOTBETCTBHH C aKTAMH,
COCTABJIAFOLIMMHE TIpaBo Coro3a (IIpH HaJTHYHK);

 5) HHCTPYKUUM [0  METHIMHCKOMY anMeHeHmo- WIH  KpPaTKOM
XapaKTepUCTUKU JIEKAPCTBEHHOrO [pemnapara, YTBEPXIEHHBIX B CTpaHe
npomssonmenﬂ (Mpu BaJUIHHK);

6) komuil HOKYMEHTOB, 3aBepeHHBIX B YCTAHOB/ICHHOM TOPAJKE
U TOATBEpXAaomuX (akT perucITpalidd JICKapCTBEHHOIro Ipemapara
B MHOCTPAaHHBIX TOCyJapcTBaX B KadecTBe OpGdaHHOTO JEKapCTBEHHOTrO
npemnaparta (Ipy HAIHYHY);

7) pOeKTa XapaKTECPUCTHKH He3apPETHCTPUPOBAHHOTO JIEKaPCTBEHHOTO
npemnapara, COAEPKaMIEro CIIEAYIOLIHE MUHHUMAJIbHBIE CBEJICHUA
O  HE3apEeruCTpUPOBAHHOM  JICKAPCTBEHHOM  IIpemapare  ([OoIIyckaeTcs
IpeLCTaBICHNE IpOSKTa XapaKTePUCTUKH HE3apeTUCTPUPOBAHHOTO
JeKapCTBEHHOTO MPenapara, COCTaBICHHOIO B COOTBETCTBUU C HOCTYHHEIMU

JAaHHBIMHU IO MPOBEACHHLIM KIMHHYCCKHM K JOKIMHHYCCKHM HMCCICOOBAHHAM

I
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HAa MOMEHT TMOJa4y 3ajBICHHS O MPHU3HAHWM JIEKAPCTBEHHOrO Mpenapara
opdaHHBIM JIeKapCTBEHHBIM MIPENIapaToM):

a) HAMMEHOBaHUE  JIEKQPCTBEHHOTrO  mpemapara  (MeXIyHApOIHOE
HEMaTeHTOBAaHHOE, WU TpPYNIIHPOBOYHOE, HIM XUMHUYECKOE U TOProBoOe
HaHMEHOBAaHUA);

0) NeKapCTBEHHAAL dbopma c YKa3aHueM HaVIMEHOBaHMi
U KOJIMYECTBEHHOTO COCTaBa AECMCTBYIOLIUX BEIIECTB M KaYECTBEHHOIO COCTaBa
BCIIOMOTATENbHBIX BEMIECTB (MPU HEOOXOJUMOCTU KOJUYECTBEHHOIO coc"réBa
BCIIOMOTI'aTENBHBIX BEHIECTB);

B) dbapMakoAuHaMuKa U papMaKOKHHETUKA,;

T) MOKa3aHMs I NPUMEHEHUS;

1) IPOTUBOMOKA3aHUA AT PUMEHEHHUS;

€) BOBMOXKHEIE  HEXelaTeJgbHble  peakuuu np¥  NPUMEHEHUH
JIEKaPCTBEHHOTO Mpenapara [jisi MeIULUHCKOrO IPUMEHEHMUS;

’K) HAUMEHOBAaHUA U agpeca  MPOM3BOIACTBEHHBIX  ILIOIHANOK
IIPOU3BOAUTENS JIEKAPCTBEHHOTO MPENapara;

'3) CBelleHHS O pa3palboTuHiKe JIEKAPCTBEHHOIO CpPENCTB2 (Hepikarene
peH/ICTpauHOHHoro yYIOCTOBEPEHHUA);

8) TeKyIIero craryca ¥ MUIaHa pa3paboTKu HE3aperUCTPUpOBaHHOTO

JICKApCTBEHHOI'O IIperiapara;
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9) 0630pOB  JOKIMHHYECKHX M  KIHHHYECKMX  MCCIEOBAHMUIL
HE3apeTrUCTPUPOBAHHOTO JIEKAPCTBEHHOrO Mpernapara, HOCTYNHBIX Ha MOMEHT
[OJa4H 3asBIICHMA;
10) oT9eTOB O [POBEIEHHBIX [AOKIMHUYECKHMX U  KIMHUYECKUX
UCCIEJOBAaHUIX  HE3aperHCTPUpPOBAaHHOIO  JIEKapCTBEHHOIO  IIpemnapara

(IpH HAITAYUN);

11) pekBU3UTOB JOKYMEHTA, OATBEPKAAIOIIETO YILIATy FOCYAAPCTBEHHOM
IIOLLUIMHEL.

2.B  chmydyae  HEAOCTAaTOYHOCTH  MPEACTABJICHHBIX  MaTepHUajIOB
B IeAX [pOBEAECHUA DOKCHEPTH3Bl [ ONpeeNICHHs BO3MOXHOCTHU
paccMaTpuBaTh JIEKAPCTBEHHBIH Mpenapar Uil MEQUIMHCKOIO IPUMEHEHWs
B KageCTBe Op(AHHOTO NEKAPCTBEHHOTO MperapaTa 3KCIepTHOE yUpekIeHHe
HampaBisieT B JIMYHBIM KaOuHET 3asfBUTENd B €IUHOU cHcTEMe 3arpoc
O NPEeLCTABICHUN HEOOXONUMBIX MaTepHasioB, HNOANUCAHHBIA PYKOBOHUTENEM
(YIONHOMOYEHHBIM  JTMIIOM) - 3KcnepTHor6' YVIPEKIEHUA C HKCIONb30BaHHEM
yCWIEHHON KBaTUMGUUMPOBAHHON SNEKTPOHHON MOATIMCH. 3asgBUTENs 00s3aH
HAaNpaBUTh B JUYHBIM KaOUHET 3KCIEPTHOTO YUPEKACHUSI B €IMHOU CHCTEME
NOJNUCAHHBIN YCHUICHHOW KBaMTUQUIMPOBAHHOM 3JIEKTPOHHOM MOAMHUCKHIO

OTBET Ha 3alpoC B CPOK, HE NpEBHINANOINMI IeCTUIECATH pabounx AHEH co
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OHA [IONYYEHUS O3KCHEPTHBIM YUPESKICHUEM JJIEKTPOHHOIO YBEHOMIICHHS
O MOJYYEHNH 3asBUTENIEM 3alpOoca.

3. B cpok, He MpeBBINAIOMINK [IATU pabodux AHEH cO AHA HAllpaBICHUSA
B JIMYHBIN KaOMHET YIOTHOMOYEHHOTO ()edepalbHOr0 OpraHa UCIOJHUTENhHOM
BIACTH B €[MHOHM CHCTEME 3aKIIOYEHHd, YKa3aHHOrO B 9acTH 1 Hacrosuient
CTaThH, YMONHOMOYEHHBIH (enepanbHbli | OpraH WCIOJHUTENbHON BIACTH
OCYMIECTBIIA€T OLEHKY 3aKMIOIEHUA MIA ONPENENECHUA €ro COOTBETCTRUS
3aJaHUI0 Ha MPOBEJCHHE COOTBETCTBYIOIIEH OSKCMEPTH3BI M HANpaBIieT B
JTHYHBIA KaOWHET 3afBUTENA B €QUHOH CHUCTeMe IMOIIMCAHHOE YCHIEHHOM
KBAIUQUINPOBAHHOH SICKTPOHHOX MOAMKCHI0 YBEXOMIICHHE O pesyibTaTax
OPOBEIECHHOW JKCIEPTH3Bl C MPUIOKEHHEM KOIMHH SKCIEPTHOrO 3aKIHOUESHUS
(c  coxpaHeHHeM  KOHQUACHIWANGHOCTH  HHbOpMAIIMK O  COCTaBe
KOMUCCHUIKCIIEPTOB) U O BO3MOXHOCTH WM HEBO3MOXHOCTH pacCMaTrpuBaTh
JIeKapCTBEHHBIH  @penapaT A1 MEOUOMHCKOTO  [PUMEHEHUA  IpHu
OCYINECTBICHUH PETUCTpaliMl B KadecTBe oOp(aHHOTO IEKapCTBEHHOTO
npemnapara.”;

17) ctathio 21 npus3HATh yTpaTUBLIEH CUITY;

18) B ctatbe 23:

a) B 4acTH 1 ciora "HanpaBJIeHUE DTHUX 3aKJIFOYEHUM B ynonHOMoquHmﬁ

denepaNbHBIl  OpraH  WCHOJHUTENBHON  BAacTH'  3aMEHHTH  CJIOBaMHu
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"HaTpaBJIeHHE 3THUX 3aKJIFO4YEHUH, HOAMUCAHHBIX YCUJIEHHBIMH
KBaTUGUIIPOBAHHBIMU BHeKTPOHHE;IMI/I [IOANKUCAMY, B JHUYHBIM KaOWHET
YIIOJIHOMOYEHHOTO (peepalbHOro opraHa HCHOMHMTEIBHOM BJIACTH B €IHHOMU
cucreMe", cioBa "MONMy4YeHUA JKCIEPTHHIM YUpexXIeHueM' 3aMeHUTh CIIOBaAMHM
"HanpaBieHUS B quHLIﬁ KaOMHET HKCHEPTHOTO YUPESKICHHST B eIUHOM
cucTeme'", cJIOBa "3 3JIEKTPOHHOH ¢opMe WiIM Ha OyMaXHBIX HOCHUTEIAX"
HCKIIIOYUTE;

6) B yactu 2 clioBa "pelIeHUs YIOIHOMOYEHHOTO (eepanbHOro OpraHa
HCHOHUTENbHON BJIaCTH" 3aMEHUTH  CJIOBaMH "YIIOTHOMOYEHHBIM
¢denepanbHEIM OpPTraHOM HCIOJMHUTENBHON BIIACTH 3JEKTPOHHOIO YBEIOMIEHHUS
O TMOJY4YEHMM 3asBUTEIIEM pENIeHus", IMocie CJIOB 'KOHTPONA KadecTBa
JIEKapCTBEHHOI0 CpPEICTBAa IYTEM CpPaBHEHMA C HHUMH HCCIEIyeMOro
JIEKapCTBEHHOIO CPEACTBA" JOMOJHUTH CIOBaMHU ', cienuuUecKkue peareHThl,
HeoOXoAuMBIE I [POBENCHUA HCHBITaHUHA OOpasiioB  JIEKAPCTBEHHBIX
IIpernaparoB’;

B) 4acTH 3 U 4 U3TOXKUTH B CHEAYIOLIEH peIaKIIHiH:

"3. pu IOIy4YEeHUN o6pa3uos JIEKapCTBEHHOIr' 0 mpenapara
"HA  (QapManeBTHYIECKON CyOCTaHIMH SKCHEPTHOE YUpeKICHHE HalpaBiigeT
B JWYHBIM KaOWHET 3adBHUTENA B EIUHOH CHCTEME YBEIOMIICHHE,

IHOATBCPKAAOHICES HOIYUCHHES YKA3aHHbBIX 06p33HOB.
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4. Vka3aHHBIM B YaCTH 2 HAcCTOALICH CTaThU CPOK I IMpeNCcTaBIECHHUA
3asBUTeNIEM OO0pa3loB JIEKApPCTBEHHOIO mpemapata Hu (dapMaleBTHYECKOH
cyOcTaHIM He BKJIIOYAETCS B CPOK IIp'OBeL[eHI/M SKCHEPTHU3, IPEAYCMOTPEHHBIX
4yacThlo 1 HacTodwie# cTaThu.";

I') 94acTh 5 MPHU3HATE y'rpamﬁmeﬁ cuiy;

19) B cTaThe 24

a)yacTh 1 mocne cJIOB 'TakMX 3aKIOYeHHH' [ONONHWUTL CJIOBAMU
"B 3neKTpoHHOM dopMme", mocTe CIOB "IKCHEPTHHIM YUpeXIeHNEM JOIMONHUTH
CJIOBaMH "B 2JNIEKTPOHHOM q)opMe"’;

0)B uactu 2 cnoBa "pellleHMs YIOJIHOMOYEHHOro (efepanbHOro
opraHa HCIOMHHUTEIbHOM BJIACTH' 3aMEHHTH CJIOBAMH YIIOJTHOMOYEHHEBIM
GbenepanbHBIM OpraHOM HCIIOTHUTEIBHOM BJIACTH 2JIEKTPOHHOTO YBEIOMJIEHHUS O
MIOMy4eHUH 3asBUTEIeM pelIeHUA " ;

B) 4acTH 3 U 4 U3NOXKUTH B CHEAYIOUIEH penakiiuu:

"3. Ilpu MONy4eHUH  0OpasIos JIeKapCTBEHHOTO mpemnapara
1 GapMalneBTHYECKON CyOCTaHLIMU IKCIEPTHOE VUPEXKICHHE B JeHb IMOTydeHUA
0o0pa3oB HampaBliieT B 3ﬁeKTp0HHoﬁ dbopMe 3agBUTENII0 YBEOOMJICHHE,
MOATBEPHKARALOITEE HOTYICHHE YKA3aHHBIX 06pa3noé.

4. YKa3aHHBIA B HacTH 2 HACTOSMICH CTarby CPOK L1 LPEACTABICHUA

3agBHTEIEM 0OpastoB JIEKAapCTBEHHOIO Mpenapata M (apMaleBTHYECKOM
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CyOCTaHIMU HEe BKIIIOUAETCSA B CPOK MPOBEICHMA SKCHEPTHU3, NPESLyCMOTPEHHBIX
jacThio | HacToamien cTaThu.";
T) YaCTh 5 NMPU3HATH yTPATHBLIEH CHUITY;
20)yacte 2 cTathM 25 @oOcCIE€ CIOB 'MONYYEHHSI OKCHEPTHBIM

yapexaeHieM' HOMOIHUTH CIIOBaMH 'B JTUYHOM KaOWHeTe B eIHHOM cHucTeMe",

"

TOMOJHUTh CJIOBaMU ", MOAINUCAHHOTO YCHWIEHHOW KBaJU(DHLIMPOBAHHON
3IEKTPOHHOM IOAIHCHIO";

21) B ctaThe 26:

a) 4acTh 3' NpHU3HATH YTPaTHBIIEH CHILY;

0) B 9yacTu 4 cioBa "ycTaHOBJIEHHOM cTaThamu 17 - 20, 23 u 24" 3aMEHHUTH
CIIOBaMH "'yCTaHOBJIEHHOM cTaThamMu 17, 19, 20, 23 u 24",

22) B9actu 1 cratpu 27:

HyHKT 1 U310XUTH B CHEAYIOMICH peIaKIUu:

"1) ocyluecTBAACT OLEHKY 3aK/MHOYCHMN KOMHCCHH 3KCIEPTOB i
OTIpeCeHUsA COOTBETCTBHA 3aaHUIO Ha IPOBEICHUE 3THX 3KCIIEPTHs;";

"

B IYHKTE 3 ClOBa dopMa KOTOpOro" 3aMEHUTh CJIOBaMU ''MIyTeM

HaIpaBlicHUs 3asfBUTENI0 IOCPEACTBOM EXWMHOrO mnopTraja WIM B JIMYHEBIN
KaOHHEeT 3aJBUTENA B €UHON CHCTeMe BBIIUCKHU M3 TOCYyJapCTBEHHOIO peecTpa
JIEKapCTBEHHBIX CPEACTB, MOMNUCAHHON yCWIIEHHOH KBUTHGMUIIMPOBAHHOU

3JIEKTPOHHOMN MOIIHCHI0, GopMa KOTOpoit", ClioBa "yBeqOMII%ET B ITHCHMEHHOH
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dbopMe 3asBuTENd’ 3aMEHUTH CIIOBAMU 'HANPABIIACT 3aABUTENI0 IOCPEACTBOM
Enunoro moprama WiM B JIU4HBIN KaOUHET 3a4BUTENS B €IUHOU CHCTEME
YBEOOMJICHHIE" ;

23) 9acth 3 cTathi 27  H3MOXUTH B CEAYIOMICH peOaKLMu:

"3.be3  HeobxomuMocTH JI0Ka3aTelbCTBA OMO3KBUBAJIEHTHOCTH
OCYIIECTBIAETCS ONpeleNeHHe B3aUMO3aMEHAEMOCTH  BOCIPOU3BEACHHBIX
JI€KapPCTBEHHBIX MPENapaToB, KOTOPEIE:

1) npenHa3Ha4YEHE! U1 [TapEHTEPATBHOTO (IOAKOXKHOTO,
BHYTPUMBIIIEYHOTO, BHYTPUBEHHOIO, BHYTPHIJIQ3HOTO, BHYTPUIIOIOCTHOIO,
BHYTPUCYCTABHOTO, BHYTPHMKOPOHAPHOIO) BBEJCHHA U MPEICTABIAIOT COOOM
BOJIHBIE PACTBOPHI;

2) mpeAcTaBIA0T CO00H pacTBOPSI 1A EPOPAIBHOrO MPUMEHEHHUS;

3) mpoussenensl B Qopme  MOPOIIKOB  WIM  JHOQPHIA3ATOB

I IPUTOTOBJICHHSA PACTBOPOB,

4) ABNAOTCS ra3amu;

5) ABJIAKOTCA YIOIHBIMM MM TJIASHBIMH JIEKAPCTBEHHBIMH IIpCIIapaTaMH,

IIPOM3BEIEHHEIMY B (OpMe BOJHBIX pacTBOPOB;

6) mpeHa3Hau€HBl AL MECTHOro M (WIHM) HApyKHOTO MpUMEHEHMI

U IPUTOTOBNEHH! B opMe BOTHEIX PacTBOPOB;
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7) mpencTaBiA0T co0OM BOOHBIE PACTBOPHI JJIA HCIIOIB30BAHUA B dopme
HHTAIAIMHA ¢ moMomp0 Helyinailzepa WIM B KadecTBe Ha3albHBIX crpees,
OpUMEHAEMBIX C noMommo CXOAHBIX (MOXOXMX, AHATOTHYHBIX) YCTPOUCTB
(npubopos, ammaparos).";

24) qacth 4 cTaThu 28 NpU3HATH YTPATHBILEH CUITY;

25) B cTathe 29:

a)B wacth 1 cmoBa ‘“mectupecat paboumx JOHeH CO  JAHA
NOTYYEHHUA COOTBETCTBYIOIIMM  YIIOJHOMOYEHHHIM  (efepanbHbIM  OpraHoOM
HCTIONHUTEIRHOR BNACTH 3aiBNEHHA O [NOATBEPKICHUU rocy1apCTBEHHOM
pETHCTpalli  JIEKApCTBEHHOro Ipemapara’. 3aMEHUTH CIOBaMH  "COpOKa
pabouux JHEH Cco [HA HampaBleHUs MocpeAcTBOM EauHOro moprana
B YIOIHOMOYEHHBIA (efepaibHblii OpraH HCIOMHUTENLHON BIACTH WM
B JIMYHBIM KaOMWHET COOTBETCTBYIOIIEro YIOJHOMOYEHHOTO (enepanbHOro
oprama UCIIOMHUTENFHON  BJACTH B €OMHOM  CHCTeMe  3asBICHUS
0 HOATBEPXKACHUM IOCyIapCTBEHHOU PEerucTpalnuu neKapcheHHord Ipernapara,
MOAMUCAHHOTO YCHIEHHOW KBATH(QUIIMPOBAHHON 3IEKTPOHHOM no;:mncmé",
ClioBa ‘B OTHOLIEHUU HeKapCTBeﬁﬂéro mperapara’  3aMEHUTH CJIOBaMU

"B OTHOLICHUH JIEKApCTBEHHOTO MpenapaTa Al BETEpUHAPHOT0o NPUMEHEHUS

0492197-Y4-2023 (10.1)

LT

Il



34

0) 4acTp 2 U3JIOKHUTH B CIICAYIOLIECH PETaKITHHN;

"2.3asBleHHE O MOATBEPKACHUH TOCYHAPCTBEHHOH perucTpaiyu
neKapCTBeHﬁoro mperapara HampaBlfAeTCd IOCPEICTBOM EIMHOrO Imopraita
B YNOJHOMOYEHHBIH (eIepanbHbIi OpraH HCIONHWTEIBHOH BIACTH WM
B JIMYHBIA KAaOHHET COOTBETCTBYIOUIETO YIIOJHOMOYEHHOTO (eXepanbHOro
OpraHa HCIIOTHHUTENbHON BJIACTH B E€IUHOM CHCTEME He paHee ueM
33 CTO BOCEMBAECAT AHEN OO HCTeUEHHUT cpo'Ka NEUCTBUA PETUCTPALTMOHHOTO
YAOCTOBEPEHMs JIEKApCTBEHHOrO Ipelapara M He I037Hee OKOHUAHHUSA CpOKa
€ro gelcTBHd.";

B) yacTh 2' NPU3HATE YTPaTUBLIEH CHITY;

) B 4acTH 4:

B NyHKTE 2 CIOBa "CPEACTB WM 3aMEHHUTHh CJIOBaMM "CPeACTB, WIIH",
Ioclie CIOB "MPOU3BOJCTBEHHOM MPAKTUKH' HOMOJHHUTE CIOBaMH ", WM KONHA
cepTuduUKaTa COOTBETCTBHMS IIPOU3BOIMTENS JICKAPCTBEHHBIX CPENCTB IA
MEIULHHCKOTO OpUMeHeHus  TpeOOBaHMAM IIpaBUI HaJIexKaten
IIPOU3BOACTBEHHON NPaKTUKU EBpasuiiCKOro S5KOHOMUYECKOro COr3a";

B IYHKTE 3} IOCHIE CJIOB "MPOM3BOJCTBEHHOM MPAKTHKU' [TOIONHUTE
coBaMH  "WIM  KOMWA cepTuuKaTa  COOTBETCTBUSA  MPOU3BOAUTENA

JICKAPCTBCHHBIX CPEACTB AJIA MCIUIIHHCKOIO IMPUMCHCHHA TpC6OBaHIrIf£M Ipasuil

HaJUIeKaIed MPOHU3BOACTBEHHON MpaKTHKU EBpasuiiCKOro 3KOHOMHYECKOIO
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CcOr03a", CJOBO "BBRIJAHHOTO' 3aMEHUTH CJIOBOM 'BBIIAHHBIX', IIOCJIE CIIOB
"IpOBeleHUH HHCIEKTUPOBAHUS IPOU3BOIMTENA JICKAPCTBEHHBIX CPENCTB"
JOIOJHUTE CIOBAaMHU "HIM KONHA pelleHHi YIIOJHOMOYEHHOro (emepanbHOro
OpraHa UCIOIHUTENBHON BIAaCTH O MPOBENEHUN Q)apmanelamqecxoﬁ HHCOEKIINHU
IIPOU3BOACTBA JEKAapPCTBEHHBIX CPEeACTB JJId MEIUIMHCKOr0 NPUMEHEHUS
Ha COOTBETCTBHE TpeOOBaHMsAM MpPaBWJI HaAJdeXalied IIPOM3BOACTBEHHOI
ﬁpaKTHKH EBpaénﬁCKoro 3Koﬁ0MquCKoro coro3a';

IT) B 9acTH 4° CJIOBO "KOMHIO" 3aMEHNThH CIOBOM "pEeKBH3HTHL";

€) B 4acCTH 5:

B a03aue mepBOM cjioBa "HecATH pabouux IHEH cO JOHA MOPUHATHA'
3aMEHHUTH CIOBAMH 'TISTH pabouux [Hell co NHA HampaBieHUd MOCPEICTBOM
EnuHoro moprana B yHOIHOMOYEHHbIN (enepanbHBIl OpraH HCIOJHUTEIBHON

BJIACTU WIM B JMYHBIA KaOHHET YMONMHOMOYEHHOro ¢enepalbHOro opraHa

HCHOJIHUTENBEHOM BJIACTH B €JUHOM cucTeMe'';

IIyHKT 3 U3JI0XKUTH B CIEAYIOmel peTaKLiiu:

"3) HampaBifeT B JNMYHBIM KaOMHET OKCIEPTHOrO  YUPEKICHUS
B eOWHOM cuUCTeMe T[IOAIMMCAaHHOE YCWICHHOM  KBaTHQUIMPOBAHHOU
9JIEKTPOHHOM  IIOJIHUCHIO 3aJaHKe Ha OpOBENCHUE - 3KCIEPTHU3,
IpEeSyCMOTPEHHBIX IIYHKTOM 2 HacTofAlIed YacTH, a TakKe HampaBiseT

3a4ABUTCIII0 OCPEIACTBOM Enunoro Imoprajia HJIH B JUYHBIA KabuHeT
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3asgBUTENL B eAUHOM cucTeMe HOAIIUCAaHHOE YCHJIEHHOM
KBAUTH(OUIIMPOBAHHON JNIEKTPOHHON MOJMUCHI0 YBEIOMIICGHHE O HPHUHATOM
pelleHny O BHIAAYe 3aJaHUA Ha I[POBEACHWE YKa3aHHBIX OSKCHEPTU3 111/160»
00 OoTKa3e B NPOBEACHUM TaKHX 3KCIIEPTHU3 C YKa3aHHEM IIPHINH OTﬁasa.";

) 9acT 6 1 7 U3N0XUTH B CISNYIOMEN peIaKiiiiL:

"6.B ciaydae BEIABIICHUS HENOCTOBEPHOCTH M (WIHM) HEZOCTATOYHOCTH
uadopManuy, colepXaieiica B TPE/CTaBIeHHBIX 3adBUTENEM IOKYMEHTaX,
YIOJTHOMOYEHHBIH (enepanbHblii OpraH UCHOJHHUTENBHON BIACTH HAMPABIISAET
3agBUTENO NOCpeAcTBOM EIMHOro nmoprana Wil B TWIHBIN KaOMHET 3aSBUTENS B
€IVHOM cHCTEME 3alpoC 00 YTOUHEHUH yKésaHHoﬁ uadopManmH, TOAMMUCAHHBIN
YCI/IJ'IEHH'OI‘/JI KB&ﬁH@)HquOBaHHoﬁ DIEKTPOHHOM MOAITHCHIO.

7. 3asButens 00sg3aH HaNpaBUTH nocpenactBoM EmuHOro mnoprajia B
YIIONHOMOYEHHBI  (QelepalbHBIi  OpraH  HCIONHHTENbHOH BIIaCTH
WM B JIMYHBIM  KaOuHET ynonHOMoOueHHoro <&enepambHOrOo  opraHa
UCIIONHUTENIBHON BJIACTH B e/mHoﬁ CUCTEME IIOLIUCAHHBIA YCUICHHOHR
KBaNU(pUIMPOBAaHHONW 3JIEKTPOHHOH I[OAMHCBI0 OTBET Ha 3aIpPoC B CPOK,
HE [pPEBBIUIAOIMMNI IECTHUAECATH paboyumx [OHeW CcO [HA [OJIYYCHHA
YIOJHOMOYEHHBHIM  (pelepabHBIM  OpraHOM  HCHOJHUTCIBHOM  BIAcTH
AMEKTPOHHOTO YBENOMIIEHHA O TMONy4eHUM 3agBHTedeM 3amnpoca. Cpox,

VKa3aHHBI B 9acTM S5 HAcTOsmled CTAaThbHM, HPHOCTAHARIMBAETCA CO OHA
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HAIIPABNCHUSA 3as{BHTENI0 IOCPENCTBOM EMMHOTO MOpTala WNM B THUHBLA
Ka6HHéjr 3agBUTENIA B eXUHOU CI/ICTeMel 3anpoca  YIOJIHOMOYEHHOTO
denepanpHOro opraHa HCIONHMTENBHOH BIACTH [0 [JHA HAlpaBlIeHMs
3asgBHTeNIEM TocpencTBoM EAMHOro nopraja B yIOJHOMOYEHHBIN efepanbHbIi
opréH HCTIONIHUTENBHOM BNACTH MM B JIMYHBIA KaOMHET YIOJHOMOYEHHOIO
demepabHOTO OpTaHa HCIONHUTENHbHON BIACTH B €IMHOHM CHCTEME OTBeTa
HA 3ampoC KM HE YYUTBIBACTCS TIPH MCYHUCICHHH CpPOKa [OATBEPKACHUS
roCyIapCTBEHHOM perucTpaluy JIEKapCTBEHHOro mpemnapara.”;

3) B 9acTH 9 cjioBa "copoka pabouyux mgHeil" 3aMEHHTDb CIIOBAMH "TpPHUALATH

pabouux gHei";

u) gactd 10 u 11 U3M0XKUTE B ClIeAYIOMIEH PeAaKIHM:

"10. B caydyae HeIOCTaTOYHOCTU npe;xCTéBneHHHx IKCHIEPTY MaTepnaJiOB
IS Ja9H 3aKIIOUEeHUd B JIMYHBIM KaOMHET 3ajdBHUTENA B E€OUHOU CHUCTeMe
HAMpaBIAeTCd COOTBETCTIBYIOMIMN 3ampoc O MIPEeJCTaBICHUHM HEOOXOAMMEBIX
MAaTepHajioB, MOMANMCAHHBIM pyKoBOAMUTENEM (YIOJIHOMOYEHHBIM JIHIOM)
3KCIIEPTHOTO YYPEKIEHHS C UCIOIb30BAHHEM YCUIIEHHOM KBaanpHunpOBaHﬁoﬁ
AJIEKTPOHHOM MMOAIIUCH.

11. 3agBuTens 0053aH HalpaBUTh B JNUYHBIM KaOWHET 3KCIEPTHOTO
YIPeKICHUA B eouHOMN cucreMe MTOANUCAHHBIN yCHJIEHHON

KB QUIMPOBAHHON 3JEKTPOHHOM MOJANKCHIO OTBET HA 3aIPOC IKCIEPTHOIO
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yUpexIeHud B CpPOK, HE IIPEeBHIIAOIuil MIECTUNECATH paboumx [HEH
cO IHA HONyYeHMT SKCIEpPTHBIM YUpeKACHHMEM 3JIeKTPOHHOTO YBEJOMIICHMA
o NONyYeHWH 3adBUTENleM 3ampoca. BpemMs co 1HA HaOpaBlIeHUA
B JNHUYHBIM KaOWHET 3axi3mem B CAWHOW CHCTEME 3ampoca 3KCIEPTHOro
yapexAeHus 10 JHA HallpaBiIcHUI 3aABUTENEM B THHHEI KAGHHET JKCTIEPTHOTO
VApeXIEeHUd B €IMHOW CHCTEME OTBeTa Ha 3allpoC HE YYHUTHIBAETCA MpHU
MCHHCIICHUH CPOKA MPOBEACHHUS IKCTIEPTH3bI OTHoméHI/m OKU2EMOM IIOIB3EI
K BO3MOXXHOMY PUCKY IPUMEHEHU: JIEKAQPCTBEHHOI'O Iperapara Ha OCHOBAaHUU
OOKYMEHTa, COHEpXAIIero pe3ylbTaTbl MOHUTOpHUHTa - 3PPEeKTUBHOCTH
1 6€30MacCHOCTH TIeKapCTBEHHOTO npenapara.”;

K) B yactu 12:

B ab3aile MEepBOM CIIOBO "HeCATH pabouux OHEH cO AHA HOoJydeHus"
3aMEHMTh CJIoBaMHU ''MATH pabouux [OHENW cO OHS HAIpPaBJICHUA B JIMUHBIM
KaOUHET ynonHOMoquHofo denepanbHOTO OpraHa HCHOIHUTENBHOM BIIACTU
B e;mHoﬁ cucreme";

IYHKT 3  [OONOJMHUTH  CIOBaMM - '"MOCPEACTBOM  HaIIpaBieHUA
yepe3 EAuHBIM DOpTan WM B NUYHBIA KaOUHET SaSIB‘I/ITeJIﬂ B €IUHOU CUCTEME
BBITMCKY 13 TOCYIAapPCTBEHHOIO PeecTpa JICKAPCTBEHHBIX CPENCTB, MOATTHCAHHOU

yCHIeHHOU KBOIMQUIBPOBAHHOR 31eKTPOHHON HOANUCHIO";
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26) B>CTaTBe 30:

a) B 4acTd 1 cioBa "IpencTaBnseT B YIOMHOMOYEHHBIH QenepaibHbIN
OpraH HCIOJHUTENBHOM BIACTH" 3aMEHHUTB CIOBAMHM "HAMPABIAET MOCPENCTBOM
EnuHoro moprana B yHnoJHOMOYEHHBIH (elepaibHBIH OpraH MCHOIHHUTENBHOMN
BIACTH MIOM B IHYHBIH KaGMHET YIOJHOMOYEHHOTO denepaTbHOTO OpraHa
MCIIOJIHUTEIBHOH BJaCTH B €QUHOM CHUCTeMe MOANUCAHHOE YyCHIIEHHOM
KBalnU(QUIIHUPOBAHHON 3JIEKTPOHHOH MOANMCHIO";

6) 4acTs ' H3MOXKHUTH B CEAYIOMEH PeAKIAN:

"1 IIpy HeoOXOAMMOCTH BHECEHHI B JOKYMEHTEHI, COMEpPKallhecs
B PErMCTPALMOHHOM JI0Che HA 3aPETHCTPHPOBAHHBI NeKapCTBEHHEIH Npenapar
AT MEAUITUHCKOr0 IIPUMEHEHN, U3MEHEeHHUA, YKA3aHHOTO B MYHKTE 3 49acTH 2
HACTOAINEN CTarbl M TPEOYIOWEro MNpOBENEHHS OSKCIEPTH3Bl KAyecTBa
JIEKAPCTBEHHBIX CPEACTB, 3asBUTEIb L[ononHﬁTenLHo HallpaBJIAeT IOCPENCTBOM
Enxunoro moprana B ynonHOMOquHmﬁ dbenepanpHpIl Oprax HénonHﬁTenLHoﬁ
BIaCTM WM B JMYHBIH KaOUHET yIOMTHOMOYEHHOTO (¢enepaibHOro opraHa
MCIOTHMUTEIILHON BJIACTH B €IMHOMN CHCTEME CBEICHHUA O JaTe MPemOCTaBICHUA
U PETHUCTPAITMOHHOM HOMEDPE JIMUEH3MM HAa IPOUSBOJACTBO JIEKAPCTBEHHBIX
| CPeHmcTB, a TaKKke (Hpﬁ HaIM4MH) KOIMIO 3aKIIOYEHUS O COOTBETCTBHH
ﬁpoﬁzBo;{mem JCKApCTBEHHBIX CPEACTB I MEOUIMHCKOTO MpPHMEHEHUS

TpeGOBaHHSAM NP2BHI HaQIekameil MPOU3BOACTBEHHOM HPAKTHKY, BBIZAHHOIO

Il
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YHOTHOMOYECHHBIM (e/lepallbHBIM OpPraHOM HCIIOJHUTENBHON BIACTH, MK
KOIHIO CepTU(UKATA COOTBETCTBHS MPOU3BOMMTENS JIEKAPCTBEHHEIX CPENCTB
Il MEOMLIMHCKOTO IPUMEHEHMA TpeOOBaHUAM MPaBWI  HaJJiexalei
IPOU3BOJICTBEHHON NpPAKTUKU EBpasuilckoro IKOHOMHUYECKOTO CO03a, WU
KOIIMIO PEUICHUA YIONHOMOYEHHOro (enepaabHOr0 OpraHa HCTIOMHUTENIBHOH
BJIaCTH O TMpOBeACHHH (papMaleBTUUECKONH HMHCIEKIMM IPOM3BOJICTBA
JIEKAPCTBEHHBIX CPENCTB OIS MEAUIHHCKOTO NPUMEHEHNA Ha COOTBETCTBHE
Tpe6OBaHI/I5[M TpaBHIT HaJUIeXalllell  [POU3BOICTBEHHOM  IPAKTHKU
EBpasuiickoro 5KOHOMHYECKOTO COH3a B OTHOLICHHH M3MEHEHHOH H (vim)
IOTONHEHHON [MPOU3BOACTBEHHON IJIOMIAAKY JIEKApPCTBEHHOTrO IIpenapaTa Mt
MEAUIMHCKOrO IIPUMEHEHU B Clly4ae, €CJIM MPOU3BOACTBO JIEKAPCTBEHHOIO
nperiapara ocyiecrTeisiercs B Poccuiickoit Menepaiuu, 160 CBEOSHUS O JIaTe
IPEeIOCTaBICHUA M PErUCTPALMOHHOM HOMEpe BBIHAHHOW YIOITHOMOYEHHBIM
OpraHoM CTPaHBI NPOU3BOLUTEIN JHULEH3UN Ha MPOU3BOJICTBO IEKAPCTBEHHOTO
MperapaTa M ee IEPeBOJ HA PYCCKHH fA3BIK, 3aBEPEHHBIE B yCTaHOBJIECHHOM
HOpsiiKe, a TakkKe KOIMIO 3aKII0YEHUd O COOTBETCTBUU MPOM3BOIUTENSI
JIEKapCTBEHHBIX CPEACTB TpeboBaHUAM IpaByI Ha[JTIeXaIIeH
IIPOU3BOACTBEHHON INPaKTUKY, BBINAHHOIO YIOJHOMOYECHHBIM (enepaibHBIM -
OpraHOM HCIIOJNHUTENBHON BJIACTH B OTHOINCHUM M3MEHEHHOH u  (WIH)

JOTIOTHEHHOM’ HpOI/I?»BOZ[CTBCHHOﬁ IUIOAAKY JICKAaPCTBCEHOIC Ipfnapara, Ik
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KOIMMIO pELICHNMA YNOJIHOMOYEHHOro (enepaqbHOro opraHa HCIOIHUTENbHOH
BIACTH O TNpOBeACHUHM (apMalleBTUYECKOW HMHCIEKUMH IPOM3BOACTBA
JEKApCTBEHHBIX CPEACTB Uil MENUIUHCKOTO MPUMEHEHMA Ha COOTBETCTBUE
TpeOoBaHUAM | MpaBuiI Ha/:memameﬁ IPOU3BOJCTBEHHON  MPaKTHKU
EBpasuiickoro s3KOHOMUYECKOTO COI03a WIH KOIHIO CepTH(UKATA COOTBETCTBHSI
OPOM3BOIUTENA NEKAPCTBEHHBIX CPEINCTB i1 MEQUIMUHCKOTO MPUMEHEHHT
TpeOOBaHUAM HpaBPIJI' HaIJIekKalel  OPOU3BOJICTBEHHOM  MPaKTHUKU
EBpasulickoro 9SKOHOMHYECKOTO © COH3a B CiIy4dae, €CIHd IIPOU3BOACTBO
JEKapCTBEHHOTO [Iperapara OCYILIECTBIIeTCA 3a mpedenamu Poccuiickoit
®denepanun.”;

B) B 4acTH 1° cioBa "MpEeNCTaBAsIET B YIOJHOMOYEHHBIN denepanbHBIH
OpTaH UCIIOIHUTENBHON BIaCTU" 3aMEHUTH CIIOBaMM "HAMpaBJIAET TOCPEICTBOM
EnuHoro moprajia B yIOJIHOMOYCHHBIH (emepalbHBI OpraH HCIIONHUTEIBHOM
BJIACTH HNH B JIMYHBIH KaOWHET YNOTHOMOYEHHOro QenepalbHOro opraga
UCTIONIHUTENBHOM BIAaCTH B €AHHOW CHCTeMe", IOCNe CIOB 'O MPOBEACHUU
- MHCIIEKTHPOBAHMA nponi}BonHTen;I JIEKAPCTBEHHOIO CPEACTBA" NOTOJHHUTH
cloBamM¥  "WIM  pellieHWs  YNOJHOMOYEHHOTO  denepanbHOro  opraHa
WCTIONHUTENbHOM BJaCTH O MHOpoBexeHHH (apMaleBTUIECKON HHCIEKITHU

MPOU3BOLACTBa JICKAPCTBCHHBIX CPCACTB AJid MCAUIIUHCKOrO [NpUMCHCHUA

Ha COOTBETCTBHME TpeOOBaHMAM IIPaBWI HaHJIekaiiel [IPOU3BOACTBEHHOM
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HOpakTUKH EBpasuiickoro 3KOHOMHYECKOTO CO3a KM KOIHIO CepTU(HKATA
COOTBETCTBUA MPOU3BONHUTENS JEKAPCTBEHHBIX CPEICTB [ MEAHIMHCKOTO
NpUMEHEHMA TPeOOBaHWAM MPaBUII HajJIeXalell MPOU3BOACTBEHHON MPaKTHKH
EBpa3suiickoro 3k0OHOMHUYECKOI'0 COr03a";

r)B uyacTH 1° cmoBa "HeBsiHOCTA pabounx [HeR" 3aMEHUTH CJI0BAMH
"matugecaty paboyux [IHEH', ciosa "TpuauaTH pabodux JHEH' 3aMEHHTH
cloBaMH "ZHecATH pabouumx OHeH', clIoBa "MPHUHATHA VIOJHOMOYEHHBIM
denepanbHEIM OpPraHOM HCIIONHHUTENBHOH BIACTH' 3aMEHHUTh  CJIOBaMHU
"HampaBieHHsA MocpeicTBOM EpmHoro mopraza B YIOJHOMOYEHHBIN
denepasbHBIM OpraH MCIOTHUTENBHON BIACTH MM B JIHYHBEI KaOuHeT
YIOJIHOMOYEHHOrO (efiepanbHOro opraHa MCHOJHUTENbHOM BIACTH B €IHHOM
cucreme";

m) B uvactu 1* cmoma "ymemommier o6 3TOM B 3JIEKTPOHHOU dopme
WIM IMCBMEHHON dopMe (Ha OyMaKHOM HOCHUTeNe) Aep:KaTelld WM BiaAeliblia
PETUCTPALMOHHOIO  YOOCTOBEPEHHs  JIEKAPCTBEHHOTO  mpemnapara  (WIH
ynoﬁHOMoquHoe UM Opyroe fopmnqecxde JHI0), a TaKKe JAepxarened wWiu
BIIAJIENBIEB PETUCTPALMOHHBIX YHEOCTOBEPEHUMN JIeKapCTBéHHBIX IpenapaToB
- (MM yIOJHOMOYEHHBIX HMH APYTHX FOPMANIECKUX JIUL), KOTOPBIE ABIAIOTCH
B3AMMO3aMeHAEMBIMH'" 3aMEHUTh  CIIOBAMH | "HampapiieT MNOAIHCAHHOE

. YCUICHHOM KBaNMGHMIUPOBAHHON IEKTPOHHOMW . MOMMHCHI) YBEIOMIICHHE

Il

0492197-Y4-2023 (10.1)

IR




43
B JIMYHBIN KaOUHET 3as4BUTENIA B €AUHON CHCTEME, a TaKKe B JIMYHbIE KAOHHETHI
3adBUTEIIEH B ennﬁoﬁ CHCTEME, ABIIOLIUXCA AEprKATeNAMHU WIM BialeNblaMu
PETUCTPALMOHHBIX  YAOCTOBEPEHUN  B3aMMO3aMEHIEMBIX  JIEKAPCTBEHHBIX
IIpenapaToB (WIH yIIONTHOMOYCHHBIX UMH APYTUX FOPUINMYECKHX JIHIT)." ;

e)B uactu 1° cioBa "[IpeCTaBUTh B YIOJIHOMOYEHHEIN (emepanbHblii
OpraH MCIOJHUTEIBHON BJIACTH' 3aMEHUTH CIIOBaMU ''HAaNpPaBUTh B JIMYHBIH
KaOHHET  YNMONHOMOYEHHOro  (efiepaibHOTO  OpraHa  HCIIONHHUTENbHOM
BIACTH MONIHCAHHBIE YCWICHHBIMH KBaNH(PUIHUPOBAHHBIMHU 3JIEKTPOHHBIMHU
NOAIMCAMH", CJIOBA "Pa3MEIIEHUSA YIOITHOMOYEHHBIM (ermepansHbIM OpraHoM
I/ICIIOIIHI/ITC;IIBHOI‘/’I BIacTA"' 3aMEHUTH CIIOBAaMH "MOJIYUEHHS VYIIOTHOMOYEHHBIM
denepaqbHEIM OPraHOM MCIONHHUTENBHOM BIACTH 3JIEKTPOHHOTO YBEIOMIIEHHUSA
) nonyﬁeHnH IepKaTeIeM WM BaJeNbleM PErHCTPaMOHHOTO YIOCTOBEPEHHS
(VUM YIIOMHOMOYEHHEIM MM JPYTHM IOPHAHISCKHM JIHoM)";

»K) B 4acTu 3 CIOBO "KOMHH" 3aMEHUTH CJIOBOM "PEKBU3HUTHI;

3) B 9acTH 4:

B ab3ame mepBoM cloBa "mecatd pabouyux NHEH" 3aMEHHTh CIOBaMHU

"mATU pabouux nHen";

B IyHKTE 3 CI0Ba "yBEOOMIIAET B DJICKTPOHHON WM MHCBMEHHOMH (GopMe

3asgBUTEI1" 3aMEHUTH CIOBAMH "HampaBideT B JIMYHBIA KaOWHET 3asBUTENA B
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SAUHON CHCTeMe HOANMCAHHOE YCHICHHON KBATHGUIMPOBAHHON 3NEKTPOHHOM
IIOIUCHIO YBeIOMIIEHNE"

u) actu 4' u 4” H3MOXKHUTH B Clenyromeit pEeIaKIUU:

"4'. B coydae BEIBIEHHA HEJOCTOBEPHOCTH CBEICHHIL, COIEPIKALUXCS
B IpeICTaBIeHHBIX 3ajdBUTENEM MaTepUaiax, YIOJHOMOYEHHEIH helepalbHEIi
OpraH HCIIOJHUTE/IbHONW BIACTH HAIpaBiieT B JIMYHBIH KaOHHET 3adBHTENA
B €IMHOMN CHCTEME 3allpoc 00 YTOYHEHHM YKa3aHHBIX CBEIEHHUH, IOAMHCAHHBIA
YCUJICHHO! KBaTU(PUIMPOBAHHOMN 3JIEKTPOHHOM IMOATIHCHIO.

4%, 3asBuTenb 063aH HATIPABUTH B JINYHBIH KaGWHET YIOIHOMOYEHHOTO
denepanbHOro OpraHa HCIONHUTENBHOW BIACTH B  €OUHOH  CHCTEME
IIOATIMCAHHBIN  yCUIIEeHHOU KBachpnquOBaHHoﬁ 3JIEKTPOHHOH TTOAIHUCHIO
OTBET Ha 3aMpOC YNOTHOMOYEHHOrO denepanbHOro OpraHa HCHOTHHUTEILHOM
BJIACTH B CPOK, HE MPEBHIIIAOLINI IeBIHOCTa pabouux JHEH co IHA MOITydeHHs
YHOIHOMOYEHHBIM  (QelNepalbHbIM  OpPraHOM  WCIOJNHUTENRHOM  BJIACTH
3JIEKTPOHHOIO YBENOMIEHHUS O MOIyYEHHH 3asABUTENEM JaHHOTO 3ampoca.
Cpok, yka3aHHBIH B' JacTH 4 HACTOAMHIEH CTaThU, NPHOCTAHABIMBAETCS CO JIHA
HalpaBJIeHUS B anHLiﬁ KaOMHET 3ai4BUTENA B ennﬂbﬁ CHCTEME 3arpoca
YIIONTHOMOYEHHOTO (pefepajbHOro OpraHa HCIONHUTENbHON BIACTH 10 OHA
HAMNpABIEHIA B NMYHBIA KAOUHET YIIOMHOMOYEHHOTo (eNepalbHOro opraxa

| HCTIONHMTEIBHOM BJIACTH B €IUHOI CHCTEME OTBETa Ha JaHHBIH 3ampoc

I
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M He YYHTHIBACTCA MPU UCUUCICHHU CPOKA MPUHATHA PEUICHHS O BHECEHHH
U3MEHEHUHA B HOKYMEHTBI, COHEPXKAMIHECS B PETMCTPAllMOHHOM JOCKHE
Ha 3aperucTpUpPOBAaHHBIM JIEKaPCTBEHHBIN Mpemnapar ,zuix MEAUITUHCKOTO
IpUMEHEHUA. ";

K) JOTIOJIHHUTE YACThIO 6’ CJIEYIOIIETO COMEPKAHN:

"6!. Baecenue A3MeHEeHUI B JOKYMEHTEI, coAEepXKaIHeCs
B PETUCTPAIMOHHOM 10Che Ha 3apETUCTPUPOBAHHBIN neKapCTBeﬁHBIﬁ npemnapar.
I7Id MEOULMHCKOrO IpHUMEHEHHSA, Ha OCHOBAaHHU MH@OpMéHHOHHHX IIHCEM
9KCIIEPTHOTO YUpeXAeHHd 00 yCTaHOBJIEHHH HOBBIX HAHHBIX IT0 G€30I1aCHOCTH
JIEKapCTBEHHBIX CpPEICTB, OCYUIECTBIIAeTCA 0€3 TMpOBENEHHT JIKCIEpPTH3

JICKapCTBCHHbBIX CpE€OCTB, YCTAaHOBJICHHBIX cTareen 23 HaCTOALIECTO

DenepaIbHOro 3aK0Ha. ';

JI) B YacTH 7:

B ab3ame mepBoM cioBa 'HmecaTH pabouux OHeM cO AHA TOJIy4eHHT"
3aMEHUTh CJIOBaMH "MIATU pabouymx [OHEH co OHA HampaBlieHUs MOCPEICTBOM
Enunoro nop-Tana B YIIONMHOMOYEHHBIH (efiepabHEI OpraH HCIONHHUTENHHOM
BJIaCTH WM B JIMYHBIN KaOuHeT yTONHOMOYEHHOTO genepanpHOrO OpraHa
chonHI/ITenBHoﬁ BJIACTU B €AUHOU CHCTEMe/ IIOANMCAHHBIX YCUJICHHBIMU
KBMH@HHHpOBgHHLIMK JNEKTPOHHBIMHU HOAIUCIMH

B [TYHKTE 2 CIOBa "H BO3BPAIAET UX 3aABUTENI0" HCKITFOIUTE;

0492197-¥4-2023 (10.1)

VA




46

NyHKT 3 [ONOJHWTL CJIOBaMH ", MHyTeM HAaMpaBICHUsd 3asBUTEIIO
nocpeactBoM ExuHOrO moprana Wik B JMUYHBIA KaOUHET 3agBUTENA B €OUHON
CHCTeMe BBINMCKH H3 TOCYHapCTBEHHOIO pEECTpa JIEKAPCTBEHHBIX CpPENICTB,
ITOMITMCAHHOM YCHITeHHOM KBaAMNULIUPOBAHHOM IEKTPOHHON NOIHUCHIO";

27) B ctathe 31:

a) B yacTd 1 ciaoBa "OpencTaBisieT B YMNOJHOMOYECHHBIM (elepasibHbIN
opraH HCITOJTHUTENBHOM BJIACTH'' 3aMEHUTH CIIOBaMU "HAIIPaBIIieT IOCPEICTBOM
EnuHoro moptana B YHOJIHOMOYEHHBIN cbénepam:nmﬁ OpraH HCMHONHMUTENbHON
BIACTH  MOMMMCAHHOE  YCWICHHOM  KBamWGUIMPOBAHHOM  3JIEKTPOHHON
MOANKCHIO", ClIOBA "[OMOMHWUTENbHO IMpPEJCTaBiieT B YHOTHOMOYCHHBIN
denepasibHBIM ~ OpraH  WMCHOJIHUTENBHOM  BIACTH'  3aMEHUTh  CIOBaMHU
"NOIOJHUTENBHO  HANpaBisfeT  MOCpeacTBoM  EauHOro - nopraia B
YIIOJTHOMOYEHHBIH (eepabHbIi Oprad UCIIOIHUTENBHOM BIIACTH

6) B uact 1' croBa "NPUHATHA YIOJHOMOYEHHBIM (eepalbHbIM OpPraHoM
HCTIONIHUTEIBHOM BIACTH" 3aMEHHTh CIIOBAMH "Hanpaﬁneﬂpm [IOCPEICTBOM
EQuHOTrO mopTajla B yIOJHOMOYEHHEIN (PeldepanbHBIA OpraH KCIOIHHUTEIbHON
BJIACTH

B) B gacTd 1° cl10Ba "MPeCTaBIAIOTCA B YIIONHOMOYCHHEIH defepanbHbIi

OpraH UWCHOJHWUTENBPHOM BJIAaCTH' 3aMEHHTH CJIOBAMH ' HaNpPaBJIAIOTCA
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nmocpencTtBoM EmmHOTO MoOpTajia B YIONMHOMOYEHHBIN (edepalbHBId OpraH

HCIIOJHUTEJILHOM BJIaCTH

I)B YacTH 3 CJIOBO "KOMMHM"' 3aMEHHUTh CJIOBOM ''PEKBHU3UTBHI', CIOBO
"Konui" 3aMEHUTH CIOBOM "peKBmmLI";

O)B nyHKTe 3 4acTh 4 cnoBa "yBeIOMIIAIET B IHUCBMEHHOM Qopme
3adBUTENA' 3aMEHUTH CIOBaMU 'HalpaBisieT mocpenctsoM EnmHoro moprana
3ajBUTETI0 IIOANKCAHHOE YCHICHHOH KBaTHOUIMPOBAHHOH 3NEKTPOHHOM
MOATKCEHI0 YBEAOMIIEHUE"

e) yacti 4' u 4% U3TOKUTH B CIeyIOME peIaKIHu:

"4'. B ciyuae BHIABIEHHA HEIOCTOBEPHOCTH M (MJIH) HEZOCTATOYHOCTH
CBENCHUN, COJNEPKAIUXCA B MNPEICTABICHHBIX 3asiBUTEIIEM MaTepHuasnax,
YIIONHOMOYEHHbBIH (efepanbHblii OpraH UCIOJIHUTENBHON BIACTH HAIPAaBIsET
HOCpe,Z(CTBOM EnusOoro moprana 3asBUTENIO 3alpoc 00 yTOYHEHHU yKa3aHHBIX
CBelleHUM, IOANMCAHHBIM YCUNCHHOW KBanuDUIMPOBAHHOW JJIEKTPOHHOM
IIOLTHCHIO.

4*. 3asBuTenp 00A3aH HANPABHUTh IOCPEICTBOM ENMHOTO [OpTana B
ynonHOMoqeﬁHmﬁ denepanbHbIi Oprad choﬁHnTenbﬁoﬁ BJIACTH IOAIIKMCAHHBIN
VCIWICHHON KBanUUUMPOBAHHON SJEKTPOHHOM MOAMMCHI0 OTBET HAa 3aIpoc
VIIONHOMOYEHHOTO ()eAepanbHOro OpraHa HCIOIHUTEIbHOU BJI&CTI;I B CPOK,

He [pEeBBIIAIOLTHE  JeBSHOCTa paboumx JHeH CcO [AHI MOIy4eHMA
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YIIOJIHOMOYEHHBIM  ¢elepalbHBIM  OPraHOM  HCHOJHHUTENBHOH  BIACTH
3JIEKTPOHHOIO YBEAOMIIEHMA O TMOJIY4YEHHU 3asfBUTENleM MaHHOTO 3ampoca.
CpokH, yKasaHHble B 9YacTH 1' HACTOAIIEH CTaThW, NPHOCTAHABIHBAIOTCS
CO OHA HaNpaBleHUd NocpeAcTBOM EnuwHOro moprana 3asgBUTENIO 3ampoca
YIOJIHOMOYEHHOTO0 (PefepaibHOTO OpraHa MCIOJMHHUTEIBHOH BIACTH [0 [IHA
HanpaBlIeHUd  IIOCpeICcTBOM  EauHOro mopraja B yHOJMHOMOYEHHBIHN
enepanpHBIA OpraH HMCIOJHMTENHHOM BIACTH OTBETa Ha MJaHHBIH 3ampoc
¥ HE YYHTHIBAIOTCS IpY HCUMCIACHUU CPOKA HPHUHATHA PELIEHHMS O BHECEHHH
H3MEHEHHMH B JOKYMEHTBI, COIEpXKalldecsi B PETHCTPAIMOHHOM noébe

Ha 3apeTUCTPUPOBAHHBIM JIEKapCTBEHHBIM MpemapaT Mmisi BETEPHHAPHOrO

HpUMEHEHHA.";

X) B gacTu 6

B a03alle MEpBOM CIOBO "MOMYHEHHUA' 3aMEHUTH CIOBaMH '"HArpaBeHHA
TOCPEACTBOM ‘Emmoro nopTané B YIOJIHOMOYEHHBIN (QenepanpHplii OpraH
HCTIONHUTENEHON  BIACTH MOIMHCAHHOTO  yCHIICHHOH —KBaNH(QUIMPOBAHHOM
3HeKrp0HHox71 MOONHUCHIO";

B IyHKTe 2 cioBa "u BO3BpallaeT 3TH JOKYMEHTH 3asBUTENIO"

HCKIIIOYHTD,
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28) B ctaThe 32:

a) HyHKT 2 [ONOIHUTH CJI0BaMd ', MOANMCAHHOTO YCHJICHHOH
KBaNUGUUUPOBAHHON JJIEKTPOHHONW MOAMNHUCHEIO, IyTEM €r0 HalpaBleHHs
nocpkeJ:[CTBOM EnuHoro mopraja B YIMOJHOMOYEHHBIN (QenepanbHbIN opréH
HUCTIOTHUTENIEHON BIIACTM WM B  JIMYHBIA rKa6I/IHeT YIOJTHOMOYEHHOTO
¢enepabHOr0 OpraHa HCTIONHUTENBHOH BIACTH B €IMHOH crcreMe";

6) B MyHKTe & MOCHe CIOB "NeKapCTBEHHOro Ipernapara’ HTONOJHUTH
CIIOBaMH "IJi1 BETEPHHAPHOTO IPUMEHEHHUA

29) B yactu 1 cratbu 33:

a) B MyHKTE 1:

‘B TOAIYHKTE "X" MOCJE CHOB '"NIMEeKapCTBEHHOTO IIpernapara’ JOIOIHHUTE
CIIOBaMH "[Is BETEPUHAPHOTO NPHMEHEHUA '}

JOTOTHUTD NOANYHKTOM "I CIIEAYIOIIero COOep X aHu:

"11) uHOpMAIA O TOM, ABJIACTCA T NAaHHBIN JIEKAPCTBEHHBIN Tpenapar
opdaHHBIM JIEKapCTBEHHBIM IpernapaTom, HMMYHOOMOIOTHIECKUM
eKApCTBEHHBIM [penaparoM, paguodapMaleBTHUYECKUM  JIEKapCTBEHHBIM
IpenapaToM, TOMEONATUIECKUM neKapCTBeHHBiM IpernapaToM, GUONIOTrUYEeCKUM
JIEKapCTBEHHBIM  [PENapaToM,  BHICOKOTEXHOJOTHYHBIM  JIEKAPCTBEHHBIM

IperaparoM, BIOEPBHIE 3aperuCTpUpOBaHHEIM B Poccuiickodi Penepanuu B
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COOTBETCTBHH ¢ Hacrodfmum DenepanbHEIM  3aKOHOM — MIIH aKTaMHy,
cocrapidonMu npaso Coro3a;";

6) moanmyHkT "0" MyHKTa 2 MJONONHWUTH CHOBaMM '(OJA POCCHHCKHMX
IOPUIMUECKHX JIMII - UACHTH(QUKAIMOHHBIN HoMep Hanoromnarensuuka (MIHH),
AN MHOCTPAHHBIX IOPUIMYECKUX JIMI - CTpaHa PeruCTPaliy, HaUMEHOBAaHHE
PETHCTPHPYIONIEro OpraHa, PETHCTPANMOHHBIA HOMED, KO/ HATOrOMIaTebIIHKa
B CTpaHe peructTpanuy (MHKOPIIOpalMy) WK eTo aHajor)";

30)B CTaTBé 34:

a) B YacTH 2:

a63a1] MepBBIN M3I0XKUTH B CIIEYIOLIeH peaKIuHu:

"2. 31<énepm3a KayecTBa YKa3aHHOM B dYacTH | HacTodAllEH CTaThU
dapMaLieBTHYECKOM cyGCTaHunn, COCTaBJIEHHE KOMHCCHEHl  JKCIEPTOB
3aKJIFOYEHHE 10 Pe3ysbTaTaM 3TOM 3KCIIEPTH3BI, HOANUCAHUE UX YCUICHHBIMU
KBaTM(UIHUPOBAHHEIME  JJIEKTPOHHEIMH HOANHCAMH, HalpaBlIeHue JaHHBIX
3aKIIOUCHUN B JIMYHBIA KaOuHeT YIOJIHOMOYEHHOTO ¢enepalbHOro opraHa
UCIONHUTENBHON BIAaCTH B. €OWHOW CHCTEME OCYHIECTBILAIOICI B CpOK,
He TPEeBBIMIAIOIIUY TpUAUAaTH pabouux JHEH C¢O [HA HampaBlIeHUs
B JIMUHBIH KaOWHET JKCHEPTHOTO yqpemeﬁﬁﬁ B COWHOU CHCIEME

COOTBCTCTBYIOLICIO  33a4aBUd  YHNOJHOMOYCHHOTO epezzepaﬂﬁﬁom ‘ opraHa
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HCIIOJIHUTENBHOH BJIACTH, [TOANKWCAHHOTO YCWICHHOH KBATHDUIHMPOBAHHOMN
3IEKTPOHHOM OAMKCHIO, U CIIENYFOIIUX JIOKyMEHTOB (cBenmeHmin):";

B INYHKTE 2 NEPBOE MPEWIOKEHUE TONOJHHUTH CIOBAMM ''WMIIH Koxm/m
pelenys yIoJIHOMOYEHHOTo (efepasTbHOro opraHa chonHMTen;.Hoﬁ BJIACTH
0 IpOoBeAeHUH (papMaleBTU4YECKON HMHCIEKIHH IMPOU3BOACTBA neKapCTﬁeHme
CPEACTB /1 MENUIMHCKOIO IPUMEHEHHUs Ha COOTBEICTBHE TPEOOBaHMAM

OpaBWJI  HaAJexalled  IPOM3BOACTBEHHOM  TIPakTMKH  EBpasuiickoro

9KOHOMHYECKOT0 COr3a";

0) B yacTH 3:

B a03arie MepBOM CJIOBa "IPEACTABIAET B YIIOJTHOMOUYEHHEIH (exepanbHbIi
OpraH HCIIOJIHUTENbHOM BIAaCTU" 3aMEeHUTDH CIOBAaMH "HAIpaBigeT MOCPENCTBOM
EnguHoro moprana B ynano'MoquHHﬁ dbenepanbHBIA OpraH HCIOMHHUTENLHON
BIaCTH MJIM B JNMYHBIM KaOMHET yHONHOMOYEHHOTO ¢emepaabHOro opraHa
HCIIOTHUTEIPHOM BIIACTH B €HMHOH CHCTEME';

NyHKT - 1  JOomoiHuTh cioBamMu ", TIOANMCAHHOE  YCHJICHHOM
KBaTU(QUIMPOBAHHOM 3NEKTPOHHOMH MOMIHCEHI0";

B IIyHKTe 2 CJIOBO "KOmMA' 3aMEHHUTh CJIOBOM "DEKBH3UTHI', CIIOBa

"B ciydae ero HENpeNCTaBICHUSA 3asiBUTENIEM YIIOJHOMOYEHHBIH' 3aMEHUTH

cJI0BOM "YIIOITHOMOYEHHEIN'";
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B)B 9acTM 3  cCIOBa 'HOKYMEHTOB, MOATBEPKAAIOMIUX  YIUIATY
TOCYJApPCTBEHHON NONUIMHBEL ¥ YKa3aHHBIX B NyHKTEe 2 YacTH 3 HACTOALIEH

CTaThy, a TaKXKe" UCKIIOYNTE;

r)B ﬁacm 4.

B ab3alie IepBOM CJIOBa "ECATH 4pa6ormx IOHEW" 3aMEHUTh CI0BaMH "IIATH
pabouux gHen";

B IYHKTE 3 crioBa "yBegoMiseT B 3neKip0HHoﬁ WIY NUCBMEHHOU dopme
3adBUTENIA" 3aMEHMTh CIIOBaMU "HalpaBiIgeT B JMYHBLIN KaOHMHET 3asgBUTENA

B €IUHOH CHCTEMC oAU CaHHOC YCI/IJ'IGHHOf;I KB&HI/I(I)I/IHI/IPOBEIHHOI\;I

3NEeKTPOHHOMN MOANKCHIO YBEAOMIIEHHE

1) 9acTH 4' 1 4° H3MOXKHUTE B ClIeTyIoLIeH peHaKLyu:

"4' B ciyuae BBIABICHHUS HEJOCTOBEPHOCTH U (_mm) HEJOCTATOYHOCTU
CBECHUHM, COIOEpXKAIIUXCA B MpPEICTaBICHHBIX 3asBUTENEM MaTepHanax,
.YHOJIHOMO'-IGHHBIf;I denepanpHBIN OpraH HCIIONHUTENBHON BJIACTH HANpaBIAET
3a4BUTENIO NocpencTBoM Enunoro moprana wiu B TUYHBIN KAaOMHET 3asdBUTENA
B €AMHOHN CHCTEME 3allpoc 00 YTOUHEHMM YKA3aHHBIX CBEICHMUIA, IOATIMCaHHBIH
YCHJICHHOM KBaNM(HUIAPOBAHHON 3NeKTPOHHOMN MOAMHCHIO.

4%, 3asButens 0GA33aH HAMPABUTH nocpexcrsoM Epumoro moprtana B
YIIOTHOMOYEHHBIN cbenepanmﬁﬁ OpraH  WCHOJHUTENBHOW  BJIACTH

WIM B IWYHBIE KaGMHET  YIOJHOMOYEHHOTO  (DefiepanbHOro  opraHa

Il
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UCHOJHUTEIBHOW BIACTH B €OWHOM CHUCTEME TOIIUCAHHBIN yénneHHoﬁ
KBAIUQUUUPOBAHHOM  J3MEKTPOHHOH  MOAMMCHE  OTBET HA  3ampoc
YIOJHOMOYEHHOTO  (eflepanpbHOrO  OpraHa HCIIOJHUTENbHON  BIACTH
B CpPOK, HE MPEBHILAIOMMA AEBAHOCTA paboyumx [JHEH CO [JHA IOJYyYEHHUS
YIIOTHOMOYEHHBIM  defepanbHBIM  OpraHOM  HCIONHHUTENBHOM  BIACTH
3JIEKTPOHHOT'O YBEOOMIIEHHS O IIONyY€HMH 3asgBHMTENEM NaHHOTO 3alpoca.
Cpok, yxazaHHRIM B dYactu 4 HéCTo;{meﬁ CTaTb{, IPUOCTaHABIVUBAECTCI
CO [OHd HampaBlIeHUd 3aiBUTENI0 IocpencTtsom Egunoro moprana
WIM B JHMYHBIM KabuHET 3agBUTENd B  €OUHOH cHCTeMe  3ampoca
YIIOTHOMOYEHHOTO (beﬂepanbnorq OpraHa HWCIOJHUTENBHON BIACTH M0 ylmx
HallpaBJIeHHUsA 3asgBUTEIEM IOCPeCTBOM EquHOro moprana B yroIHOMOYEHHBIH
denepanbHBI OpraH HCIONHUTENHFHON BIACTH WIM B JHYHBIH KaOHHET
ynonHOMQquHorb ¢denepanibHOrO OpraHa HCITOJIHUTEIBHOH BIACTH B €IUHON
CHCTEME OTBETAa Ha JaHHBIA 3alIpOC M HE YYHUTHIBACTCSA MPH MCUHCICHHH
CpOKa 3KCHEepTH3Bl KayecTBa (papMaleBTHUECKON CcyOCTaHIuH, ﬁpOI/IBBeﬂ;eHHOfI
IUIA peanu3anun.”;

e) B ﬁacm 6 BTOpOE OpenoKeHue HM3JIOKUTH B CIeOYIOUIeH peNaKIuu:
| "OKCIEPTHOE YUYPEXKICHUE MpH DOMyYeHUHM OOpa3loB YKa3aHHOM B dactu 1

HacTosLIeH cTaThy (apMaleBTUUECKOH CyOCTaHIUM B TOT XK€ JIeHb HAlpaBiIieT
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B JIM4HBI KaOuWHeT 3agBUTENA B EOUHOM CHUCTEME YyBEIOMICHHE,
[TOATBEPIKAAIONIee [TOTyYeHHe 3THX 00pa3ioB.";

>i<) 4acTh 7 NPHU3HATH YTPATUBINEH CHITY,

3) B t1ac1r1/1v8:

B ab3alle MEePBOM CIOBO "MONYYCHUS' 3aMEHHTH CIIOBAMH ''HAIIPABICHMA
nocpeAcTBOM EnmHOro mnoprana B YHDOJHOMOYEHHBIH (eqepalbHBI Opras
HUCIOHUTENbHOM BJIACTH WIM B JIMYHBIH KaOWHET ynonHQMoquﬁoro
denepanbHOro OpraHa UCIIONHUTENBHOH BIACTH B €QUHOMI cucTeMe";

B IYHKTE 3 CJI0Ba "yBeIOMIIAET 00 3TOM B JIEKTPOHHON HIIH HCBMEHHOM
GopmMe 3agBuTENA" 3aMEHHUTH CIIOBaMH "HANpPaBIAET 3aABHUTENI0 MOCPENCTBOM
EnuHoro moprana unu B JUYHBIA KaOWHeT 3asBUTENs B €IMHOM cHCTeMe
BBIIMCKY U3 TOCYAAPCTBEHHOIO peecTpa JIeKapCTBEHHAIX cpencm";

1) B 9acTu 13:

TIYHKT 2 H3JIOXKHTD B CICAYIOMIEH PENAKIUY:

"2) HampaBileHMs  pa3pabOTYMKOM  JIEKAPCTBEHHOTO  CpEACTBA MM
IIPOU3BOJMTEIEM JIEKAPCTBEHHOIO CpENCTBa JHOO VYIOJTHOMOYEHHBIM HMH
ApyruM | IOPUIMYECKHM  JIHIOM  IOCpencTBoM  EnuwHOro moprama B
yIOTHOMOYEHHBIH (elepanbHslii OpraH HCHOJHUTENBHON BIACTH WU
B JIAYHBIA KaGUHeT YIONHOMOYEHHOTO heqepanbHOro OpraHa HCIoIHUTEIbHOIH

BIaCTH B €AMHOW CHCTeME MONMMCAHHOIO YCWISHHOW KBATH(QUIUPOBAHHON
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9JIEKTPOHHOH MOJIIHCHIO 3agBIEHUA 00 MCKIIOYEHHH U3 TOCY/IAPCTBEHHOTO
peecTpa  JIeKapCTBEHHBIX cpeJICTB (papmanepTudeckol  cyOCTaHIHH,
MIPOM3BEI€HHOM JJ1s peanu3anuy;';

IIyHKT 3 NIPU3HATh YTPATUBLIUM CHILY;

K) JIOTIOJHATE 4aCThIO 14 cnenyroinero coﬁepxcamm:

"14.He  rmopnexur  BKIOYEHHIO B  TOCYJApCTBEHHBIH  peectp
JIEKapCTBEHHBIX CPENCTB B COOTBETCTBUU C TPEOOBAaHWAMHU HACTOAIIECH CTaThU
dapmaneBTHyecKas CyOcTaHmus, BXOAfAMAA B COCTAB  JIEKAPCTBEHHOTO
mpemapara, CBEACHHA O KOTOPOM co;[ebxcaTCﬂ B €IUHOM peecipe
3apEeruCTPUPOBAHHEIX JIEKAPCTBEHHBIX CpelCcTB EBpasuiCKOro S3KOHOMHYECKOI0O
COI03a, peecTpe BETEPUHAPHBIX JIEKAPCTBEHHBIX MpenapaToB EBpasuiickoro
SKOHOMHUYECKOrO COH3a MM TOCYJAapCTBEHHOM PEECTpe JeKapCTBEHHBIX
CPENCTB, U MpelHa3sHa4YeHHas AA pealu3anuyl AepiKareneM WIH BIaIenbIleM
PErUCTPaliOHHOI0 YAOCTOBEPEHHA HA yKa3aHHBIHA JIEKapCTBEHHBIH Mperapar
(ero 3aKOHHBIM IIPENCTABHTENEM) IPOU3BOAMTENIO NAHHOI'O JEKAPCTBEHHOIO
~mpemapara B UeNdX POU3BOACTBA onmmo-npommmneﬁﬁmx ¥ POMBIIITEHHBIX
cepuil JIEKApCTBEHHOTO Ipenapara.”;

31) B cratee 37:

a) HAaUMEHOBaHKEe [OCNE CJOB  'TOCYHAapCTBEHHOH  permcrpanuu”

JOMOIHHUTH CIOBAMU WM PETUCTpauH ',
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0)wacte 1 mocne CNOB '"TOCYHAPCTBEHHOH pPErHCTpaildu' [TOIOJIHUTH

CIIOBaMH "'WIH perucTpauuu’;

32) B cTathe 38:

a) B ab3ame mepBOM 4YacTH 1 cjoBa "YTBEp)KICHHBIMK YIIOJHOMOUYEHHBIM
denepanbHEIM  OpTaHOM  HCIIOJHHTENBHOM BJacTH' 3aMEHHMTh  CIIOBAMH
"CONEPIKAIMMHUCS B aKTaX, COCTABIAIIMX Mpaso Coro3a";

6) 4acTh 7 pU3HATH YTPATUBIIEH CUITY;

B) 4acTh 8 U3JIOXKUTH B CIEAYIOLIEH peaakuu:

"8. Ilepeuenr MeIULMHCKHX OpraHM3alluH, MPOBOMANINX KIMHUIECKUE
UCCIENOBAHMS JIEKAPCTBEHHBIX MPEIapaToB ANl MEAUIHMHCKOTO MPUMEHEHHS, 1
peecTp BBIIAHHBIX paspellieHHH Ha MPOBENEHME KIMHHYECKUX HCCIENOBaHMUIT
NIEKapCTBEHHBIX  MpETapaToB OIyONIUKOBBIBAIOTCS M pPa3sMeNIatoTCs

YITOJTHOMOYCHHEBIM (i)eﬂepaJIBHBIM opranomM UCIIOJIHUTEIbHOU BJIACTH

B YCTAaHOBJICHHOM HM IIOPAAKE HaA CBOEM O(I)I/ILH/IEUIBHOM caliTe B CETH

LI 2

"Hnateprer”.
33) B craThbe 39:
a) B HacCTH 2:
B a03alle MepBOM CJIOBA "HPENCTaBIAET B YIONHOMOYEHHEIHM deqepaibHEIii
OpraH MCIOIHUTENBHO’ BIAaCTH" 3aMEHHMTE CIIOBaMHU "HaMpaBliieT MOCPEHCTBOM

EnuHOoro moprajia B yHOIHOMOYEHHBIH (eepanbHEIi OpraH HCIONHHTENbHOMH

Il

0492197-Y4-2023 (10.1)

QT




57

BJIACTH HIM B JHWYHBINA KaOWHET YMOJHOMOYECHHOro dernepanbHOrO Oprasa
HCIOMHUTEIHHOM BIACTH B €AUHON ’CI/ICTCMC";

OyHKT |  [OmONHUTH cioBaMH ', TMOANIMCAHHOE  YCHIIEHHOM
KBanmbnunpOBaHHoﬁ 3NEKTPOHHOU nbnnncmo";

IIyHKT 2 OpU3HATh YTPaTUBLIUM CUITY;

nyHKT 4  OOMONHUTH  cjyoBamMM  (IJIA  3apEerHCTPUPOBAHHOIO
JNIEKAapCTBEHHOTO MpenapaTa JONyCTHMMO 3aMEHHTh O0OpeHHOM obmieit
XapaKTEepPUCTHUKON JIEKQpCTBEHHOrO IIperapara, eciu TéKoﬁ JIeKapCTBEHHBIN
mpenapar BapeI‘I/ICTpI/IpAOBaH B COOTBETCTBUH C aKTaMM, COCTaBIISFOLUMHU [IPaBo
Coro3a, U €ro DpUMeHEeHHe B KIMHUYECKOM HCCIEJOBAHHM HE MPOTHUBOPEYUT
ono0peHHOM 0011eil XxapakTepUCTHKE JIEKAPCTBEHHOTO Tpernapara)’’;

IIyHKTH! 7 ¥ 8§ IPU3HATh YTPATUBIIUMHU CHIY; .

oyHkT 10 JOMONHUTH cnoBaMH "(3a HCKIIOYEHHEM OHMONOIHYECKHX

JIEKapCTBEHHBIX Ipenaparos)";

OyHKT 11 JomomHMTH cnoBaMy "(3a HCKIIOYEHWEM OUONOTHYECKUX
JIEKapCTBEHHBIX IpenaparoB)";

[OTONHUTH nyHKTOM 11' clemyromero conep aHus:

"11h JIOKYMEHTHL ¥ CBE[ICHHUS, IPEAYCMOTPEHHbIC IPABUIaMU [IPOBEICHUA
WCCIHEOBAaHUN OUOJIOTHYECKUX JEKAPCTBEHHBIX CpPENACTB, YTBEPKICHHBIMU

EBpa3uiickoi 3K0OHOMUYECKOH KOMUCCHUEH;";
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B nyHkre 12 mocne cnoB "Poccuiickont Denepanumy, mm" OOTIONHUTE
CJIOBaMM "MOKYMEHT, COACpKaILun'";

6) 9acTh 2' M3TOKHUTH B CEAYIOMEH PeIaKIuM:

"2'. CpeneHu, NoATBepXXKAaromue (akT yIIaTel TOCyJapCTBEHHOH
HNOLUIMHBL 32 HPOBEICHUE STUYECKOM JKCIIEPTU3HI, 3KCIEPTU3Bl JOKYMEHTOB
Ha JEKapCTBEHHBIM IpemapaT AN IOJy4YeHMA paspelleHHs] Ha NpOBeleHUE
KIMHUYECKOr0 MCCIEAOBaHUs JIEKAPCTBEHHOrO MpemnapaTta i MeIULIMHCKOTO
NpUMEHEHNUsA, 3a Bblady paspelleHus Ha MPOBEACHHE KIMHHYECKOTO
HCCHéI[OB&HI/Iﬂ HeKapéTBeHHoro npenapara sl MeAULMHCKOTO NPUMEHEeHHs, 3a
IPOBEINEHUE OKCIIEPTU3Bl JOKYMEHTOB Ha JEeKapCTBEHHBIA MpemapaTr Maji
MOJMyYeHUs pa3pelieHus] Ha IIpPOBEeACHUE MEXIYHapOJHOTO0 MHOTOLEHTPOBOIO
KIMHAYECKOTr0 HCCIEeNOBAaHUA JIEKapCTBEHHOIO Ipernapara Uil MeAULIMHCKOTO
IIpUMEHEHUd, 32 BHIJAUy pas3pelieHus Ha [POBEACHHE MEXAYHApOOHOrO
MHOTOUEHTPOBOr0 KIMHHYECKOTO HCCHEMOBAHMsA JI€KAPCTBEHHOTO Ipenapara
IUId MEIHMIUHCKOTO0 NpPUMEHEHUI, -3a [POBEACHUE STUUECKOM OKCIIEPTH3HI,
OKCIEPTHU3Bl JOKYMEHTOB HAa JICKADPCTBEHHBIM MNpemapatr il MOAy4eHHs
- paspelleHdd Ha  [IPOBEJCHHE  IMOCTPETUCTPALHOHHOIO  KJIMHMYECKOrO
HCCIIEAOBaHMs JIEKAPCTBEHHOTO IpenapaTta ik Menﬁum{cmro OpUMCHEHUH, 3a
BBIady pa3pelicHWsd Ha [pOBeeHHE MOCTPETHCTPALIMOHHOTO KIMHHYECKOTO
HCCTIEAOBAHMS JIEKAPCTBEHHOTO npenapaTé VLT MEIUIMHCKOrO npnmeHeHm,

I
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a TaKKe BBAABAEMBIX (IIPETOCTABIAEMBIX) YIOTHOMOYSHHBIMY (eNepanbHBIMU
OpraHaMy HCIIOJIHUTENBHONM BJIACTH AOKYMEHTOB (CBEIEHMII), YKa3aHHBIX B
IyHkTe 12 4acTu 2 HacTOAIIeH CTaTbM, YIIOITHOMOYCHHBIM cbenepanbﬂmﬁ opran
HCTIONHUTENBHOM BIACTH 3alpAllMBaeT B MOPAAKE MEXBETIOMCTBEHHOTO
3JIEKTPOHHOTO B3aUMOAEHCTBHL. "

B) B 9acTH 3:

B ab3alle mepBOM CJIOBO 'HATH' 3aMEHHTH CJIOBOM 'Tpex', CIIOBO
'OpUHATHA  33MEHHTh  CNOBaMM  "HAalpaBleHMs B  JIMYHBIH kabuHeT
YIOTHOMOYEHHOrO0  (elepaibHOTO  OpraHa  HCHOJHUTEIBHOW  BIIACTH
B €IMHOM cucreMe";

B IyHKTE 3 cJIoBa 'yBedOMJIET B OJIEKTpoHHON Gopme Wi
Ha OyMa)XHOM HoOcUTelle 3asiBUTeNld' 3aMEHUTh ClOBaMH ''HalpaBisier
3ajdBUTENI0 IocpeacTBoM EnuHOro moprajla wWiu B JHYHBIA kaOuHET
3ajgBUTENA B €IMHON CHCTeMe MOIIHCaHHOE YCHJICHHOW KBAUTM(QUIUPOBAHHOMN
3IICKTp0HH'OI71 HOAIIUCHIO YBEIOMIIEHHE" ;.

IMYHKT 4 U37I03KUTH B CAEAYIOLIEN pelaKyn:

"4) panpaBindeT B JIMUHbIE KaOMHETH! IKCIEPTHOTO YUPEKACHHUI U COBETA
[I0 3THKE B €IUHOW CHCTeMe 33aJaHUA Ha MPOBEACHHE COOTBETCTBYIOLIHX.

3KCHEPTHU3, ITOAITUCAHHBIC YCHIICHHBIMHU KBaJII/I(bI/ILII/IpOBaHHBIMH SNICKTPOHHBIMH

MONIUCAMM. "
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T) 4acTh 4 U3JIOXKUTH B CIEAYIOLIEH pPEeNaKIiUn:

"4.B cny4yae BBIBICHMA HEMOJHOTH ¥ (WIM) HEXOCTOBEPHOCTH
nHbOpMaUH, CcOoAepXKalleca B MIPEACTABICHHBIX 3éﬂBmeﬂeM OOKYMEHTAX,
'ynonHOMoquHHﬁ denepanbHBIi OpraH WCHONHUTENBHON BIACTH HANPaBIAET
B JMYHBIA KaOMHeT 3asBHMTENsS B €OUHON CHCTeMe 3ampoc 00 YTOYHEHHU
yKa3aHHOM MH(OpMAI¥H, MOANHCAHHBIA YCHICHHOH KBaIHQUIUPOBAHHON
3JIEKTPOHHOM MOANUCBI0. 3asgBUTENb 0043aH HAIpaBUTh B JIMYHBIA KaOWHET
YIIOJHOMOYEHHOTO  ¢eiepalbHOrO  OpraHa  HCIONHUTENBHOH  BJIACTH
B eOMHOH CHCTeMe [IONIHMCAaHHBI  YCWIEHHOW KBaTWQUUUPOBAHHON
3JIEKTPOHHOM MNOJANUCHI0 OTBET Ha 3anpbc ynonHOMoquHofo dbenepanbHOTO
OpraHa HCIOJHHUTEBHON BIACTH B CPOK, HE MPEBHIIIAIOIINHA NEBAHOCTA Pa00UMX
OHEn €O fHA MONYYEHHMS YHOTHOMOUCHHBIM denepaibHEIM  OpraHoM
HICIIOJIHMTENIBHOM BJIACTH 3JIEKTPOHHOIO YBEIOMIICHUS O MOIYYCHHUH 3aIBUTEIEM
3anpoca. CpoK, YKa3aHHBIM B 4acTy 3 HACTOAIIEH CTaThH, IPHOCTAHABIIUBACTCA
CO [OHS HalpaBlIeHHI B nHtIHr;Iﬁ KabuHeT 3a4BHUTEN B €IOUHOM CHCTEME
3a1Ipoca YIMOJHOMOUYESHHOro (elepabHOr0 OpraHa HUCIONHUTEIBHOM BJIACTH
[0 [HS HampaBliicHWI B JIMYHBIH KaOWHET YMONHOMOYEHHOIO (enepanibHOro
OpraHa HCIOONHUTENBHON BIACTHM B €IMHOH CHCTEME OTBETa Ha 3ampoc
W He YYWUTBIBACTCA I[IPM HCYMCICHHM CPOKa MPHHATHSA  YIMONHOMOYEHHBIM

denepaibHGIM OPTraHOM UCHONHUTENBHOH BJACTU pElICHHd O NPOBEICHUH
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OKCIIEPTU3bl XOKYMEHTOB [IJIf [ONy4eHHs paspelleHus Ha IPOBEICHHE
KJIMHUYECKOTO HCCIICIOBAHUA .JIeKapCTBeHHOFO mperapara Aji1 MeIULIMHCKOTO
OpUMEHEHUA. "

o) B yacTd 5 cnoBa "uwHGOpMaluH, mogTBeprKaatomeii dakr' 3aMeHHTb
ClIOBaMU "CBEHCHUM, KOTOpHIE B ,i[aJILHeﬁmeM HOATBEP)KIAKOTCA [TOCPEACTBOM
MEKBEIOMCTBEHHOTO 3JIEKTPOHHOT'0 B3aUMOAeHCTBIA, 0 hakTe";

€)B dYacTH 6 cnoBa "M  HalpaBleHHE JOTHX  3aKIIOYEHUH
B YIIOJIHOMOYEHHBIN (efepalIbHbIi OpraH UCIONHUTENBHON BJIACTU' 3aMEHUTH
cioBamu ", nonnncaﬁnev 3aKJII0UeHNN YCUJICHHBIMH KBaIM(UIMPOBAHHBIMUI
3NEeKTPOHHBIMH TMOAMNMCAMU K HalpaBleHUE NAaHHBIX 3aKIFOYEHUH B JIUYHBIN
KaOHUHET YIOJHOMOYEHHOTro (elepaibHOr0 OpraHa HCIOIHUTENBHON BJIACTH
B €IMHOM cucTeMe", CJIOBO "TpUAUATU' 3aMEHHUTh CJIOBAMH 'IBAJLATH MATH',
CclIoBa  "MONXydEeHUSA OKCHEPTHBIM  YUpPEXKICHHEM' 3aMEHHMTh  CIIOBaMU
"HamnpaBie€HHWA B JWYHBIM KaOWHET OSKCIEPTHOrO YUpPEXKACHUA B EOUHOU
cucteMe", ‘cioBa '"COBETOM MO 3THKe" 3aMEHHUTH CJIOBaMH HaIlpaBiICHHUA

B JINYHBIN KaOUHET cOBeTa IO 3THUKE B €JHHOMN CHCTEME";

’K) B 9acTu 7:

B a0s3alle IepBOM C¢IOBO '"HATH"' 3aMEHHUTH CIIOBOM 'Tpex", CJOBO

"monydeHHq' 3aMEUMTL CJIOBaMM  'HAlpaBleHWS B JIMIHBIA  KaOWHET
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YIIOMHOMOYEHHOTO  ()elepajlbHOT0  OpraHa  HCIOJHHTEILHOHW  BJIACTH
B €IMHOM cUCTEME";

IIYHKTHL 2 U 3 U3TI0KUTH B CJIEAYIOIIEN PeNaKIHH:

"2) HpI/IHI/‘IMaeT’ pemicHMe O BBIJa4Ye paspelieHns Ha IPOBEIOCHHUE
KIIMHAYECKOTO MCCIIeHOBaHHA JIEKAPCTBEHHOTO Ipernapara I MEOUIMHCKOIo
NPUMEHEHUA, BHOCUT ﬁ peecTp BBHIIAHHBIX pa3pelieHHH Ha MPOBEICHUE
KJIMHUYECKMX MCCIIeJOBaHUHN JIEKapCTBEHHOIO Iperapara COOTBETCTBYIOLIYIO
UHGOPMALIMI0 ¥ HAMPaBIAeT MOCPEACTBOM EMMHOrO moprajna 3adBUTENIO HIH
B JIMYHBI KaOHMHET 3asBUTENA B €OUHOM CHCTEME BBIIMCKY H3 pEecTpa
BEIJAHHBIX pa3pelleHHdt Ha [POBENCHHE KIMHUYECKHX HCCIeI0BaHUI
JIEKAPCTBEHHOTO Iiperapara, MOAMMCAHHYI0 YCHIEHHOH KBaTu(QUUMPOBAHHOM
3JIEKTPOHHON MOANUCHIO;

35 MPUHHAMAET pellieHue 00 OTKa3e B BHaU€ paspellicHUs Ha IPOBENCHHE
KJIHHUYECKOTO HMCCIEOOBaHUA JIEKapCTBEHHOIO Ipernapara A MEIHIMHCKOIO
NpUMEeHEHUs U HalpaBiieT IOCpeAcTBOM EauHOro moprajga 3asSBUTENIO WA B
JTUYHBIA KaOUHET 3ajdBUTEINA B €JUHOU CUCTEMe JAHHOE pelIeHue, nonnncanﬁoe

YCWICHHOH KBamuGHUIMPOBAHHOM ONIEKTPOHHOM IIOANHCBHIO, C YKa3aHHEM

MPUYUH OTKa3a.";
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34) cratbio 39" JOMOMHHUTE YacTAMHU 4' - 4° CleyIOMIEro COIepKAHMA:

"4' TIpy mTpoBelNeHMM OJTHYECKOH OJKCIEPTH3Bl HE nonyCKaeTc}i
HCTpeOOBaHHe OJKCHEPTOM Yy 3adBHTeNd JUMOO MHBIX JHMII MaTE€PHAIIOB,
HeOOXOOUMBIX I nposeneﬁm THYECKOM OKCIepTu3sl. B ciydae
HEJOCTATOUHOCTH MpeNCTaBIeHHBIX JKCIEPTy MATepHaloB B JIMYHBIA KaOWHET
3ajBUTEN B eIHMHOH CHCTEME YNONHOMOYEHHBIM JHMIOM COBETa IO JTHKE
HalpaB/IgeTCsd 3ampoc O  MPEACTaBICHHM HEOOXONUMBIX  MaTepHasioB,
NOMNUCAHHBIH PYKOBOAUTENEM (YIIOJHOMOYEHHBIM JIMIIOM) COBETA IO 3THKE C
HCIOJIB30BaHUEM YCHICHHOH KBaTUGUIMPOBAHHON JJIEKTPOHHOM IOIIIUCH,
a TaKKe HampaBiieIcs YyBEJOMIEHHE O 3allpoce B JIMYHBIM KaOWHET
YIIOJHOMOYEHHOro (efepanbHOro OpraHa HCIIONHATENBHON BIACTH B €IUHOM
CHCTEME.

4 3asBuTens O06A3AH HaHpaBI/ITB B JIMYHBIEH KabuHET CcoOBeTa
0 3THKE B €IMHOH CHCTEME MOMNHCAHHBIN YCHIEHHOH KBaIM(QUIMPOBAHHOM
3JEKTPOHHOM MOIMHCHI0 - OTBET Ha 3alpoc COBeTa IO I3THKE B CPOK,
HE IPEBBIIIAIOLINN JeBSHOCTA pabounx OHEH cO OHA HOJIYyYEHHUA COBETOM
O OSTHKE OJJIEKTPOHHOTO YBENOMIEHHA O HONyJEHHH 3aiBUTENEM 3ampoca.
Bpems co [IHS HanpaBleHHs COBETOM O 3THKE B JUYHBIY KaOHWHET 3aABUTEIA
B €OMHOM CHCTeMe 3ampoca O NPEeACTaBICHMM HEOOXOMMMEIX MaTepHaoB

JO [OHA HaIpaBJiCHHA 3a4ABHTICIIEM B JUYHBIE KaOuHET CORETa MO ITUKE
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B €NUHOM CHCTEME OTBeTa Ha 3alpOC HE YYUTBIBACTCA NPH HUCIUCICHUM
CPOKa MPOBEHACHUS ITUIECKOH IKCIIEPTHU3HL.

4, ITpy ‘HampaBneHUM 3allpOCOB COBETOM IO 3THKE B JIMYHBIA KaOMHET
3as{BUTEId B CNMHOH CHCTeMe MM NOKYMEHTOB M CBEJCHHH 3afBUTENEM
snmnmﬁ KaOMHET COBETa MO OSTUKE B EOWHOM CUCTEME PEKBUZHUTHI
U HaMEHOBaHWA TaKMX 3alIpocOB, JOKYMEHTOB U CBEICHHUH OTpa)xaroTcs
B JJUYHOM KaOHHETE YIIOJTHOMOUEHHOTO (pelepabHOTO OpraHa UCIIONHUTEeNbHON
BJIACTH B €IHHON CUCTEME B JEHDb UX pa3MeEIIeHH. " ;

35) B cratbe 40:

a) 9acTh | M3NOXKUTH B CIEAYIOUIEH pelaKIUuu:

"1. o1 OpoBedeHHUA KIMHHYECKOrO0 HKCCIEHOBAaHUA JIEKAPCTBEHHOIO
Operaparta AAd MEIMOWHCKOTO IPUMEHEHUA OpraHusallid, YKa3zaHHas
B yactu 3 cratbu 38 Hacrosmero denepanpHOro 3aKOHa, BHIOMpaeT
HcclIenoBaTessd, OTBETCTBEHHOIO 32 MPOBENEHHE TaKOro MCCIIENOBaHHA
B MEOULIMHCKONU OpraHM3aiuy, KOTOpas MPOBOAUT KIIMHUYECKOE HCCIEIOBaHUE
JAeKapCTBEHHOrO Mpenapara i MENUIMHCKOTO NpPUMEHEHMS, U IO €ro
Hpemomeﬁmo HA3HAYAET COWCCIENOBATENell M3 HHCHA CIIEMUATHCTOB BTOM
MeTUIIMHCKON oprauu3anuu. Vccnemqoratens JOMDKEH UMETh cooﬁe*rcmyzomne
KBAIH(UKALINIO, 00pa3oBanue, NPOQEeCCHOHANLHYIO MONIMOTOBKY U OHBIT

IIPOBENSHUS KIMHMIECKUX UCCIEeIOBaHM HE MEHee Tpex 1eT.";
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6) B 4YacTH 5 cnoBa "TPHAHATH paGqux oHe" 3aMEHUTH CJIOBaMU
"nB‘a;luam BOCBMH pabouux JHe#', mocie CJIOB "BO BHECEHHWH TaKHX
H3MEHEHUN" JIO‘IIOJ'IHI/ITB CJIOBaMH ", TOAMNHCAaHHOE  YCUJICHHOH
KBATMGPUIIMPOBAHHON 3JEKTPOHHOM I[IOAMMCHI0, MQCPEICTBOM HalpaBIICHUA
'COOTBETCTBYIOMIETO pEIUeHHA B JUYHBIA KaOWHET 3ad4BUTENS B EOUHOU
cucreMe";

B) JOTIOJIHUTH JaCThIO 8° CIEIYIOMETo COLEPKAHUS:

"8’ [Ipy NpOBENEHHM KIHHHYIECKOTO HCCIENOBAHHA JeKapCTBEHHOTO
npenapara Ui MeAUIMHCKOTO NPUMEHEHHI B ClIydae YTOUHEHHS .(PISMeHeHI/IH)
HAHHEBIX, co;[epmaumxc;{ B pa3pelieHUy Ha MPOBeJeHHUE JAHHOTO KIMHUYECKOTO
MCCIENOBaHMs, HAa OCHOBAaHMM HANPABNEHHOTO B IHMYHEIM  KaOMHET
yIIOJTHOMOYEHHOTO  (delepanbHOr0  OpraHa  KHCIONHUTENBHONW  BIIACTH
B eAMHOM cHCTeMe oOpameHus 3asgBUTENd, [OANMCAHHOTO YCHIIEHHOM
KBaJIU(OULMPOBAHHON 3eKTPOHHOH MOAMHCBED  C IPUIOKEHUEM
MOTHBHPOBAaHHOTO  OOOCHOBaHUA U  HOKYMEHTOB, nonrsepxméromnx
HeOOXONMMOCTh YTOYHEHUS NAaHHBIX, YIOJIHOMOYEHHBIN (deaepanbHbIl OpraH
UCIIONHUTENBHONW BJACTH B CPOK, HE [IPEBBIIAIONIMI [BaAaTH BOCHMU
pabounx OHEW ¢ JaThl HOCTYIUICHUS TaKoro obpaineHus, BHOCUT H3MCHEHHA B
paspellicHHEe Ha NPOBEACHUE KIMHHYECKOrO HUCCIECIOBAaHMA JEKapCTBEHHOIO

OpemnapaTa M peecTp BBIMAHHBIX pa3pelieHuil Ha NPOBENEHHE KIMHUYECKHX
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UCCIeNOBaHuil JTeKapCTBEHHBIX MPENapaToB, a TaKKe HANpaBideT B JIUYHBIA
KaOMHET 3adBHUTEIA B EAUHOW CHCTEME BBIIMCKY H3 pPeeCTpa BHIIAHHBIX
paspellleHdii Ha TMpoBefeHHE KIMHUYIECKHX HCCIENOBAHUM JIEKaPCTBEHHBIX
[PENapaToB, MOIIMCAHHYI0 YCHICHHOM KBaNM(UUUPOBAHHON 3IEKTPOHHOU
IIOJAMUCHI0, THOO MPUHUMAET peﬁleHne 00 OTKa3e BO BHECEHUU HM3MEHEHHUU B
paspeliieHHe Ha IIPOBEfeHHE KIHMHUYECKOIO HMCCIETOBAHUI JIEKAPCTBEHHOTO
mpenapata W HampasldeT B JIMYHBIM KaOuHET 3aiBUTENA B €IMHON CHCTEME
JaHHOE pelileHHe, MOIHCaHHOE YCHIIEHHON KBaTU(DHUIMPOBAHHON 31EKTPOHHOI
IIOAMKCHIO, ¢ YKa3aHHEeM MPUYUH 0TKa3a.";

r)B yactk 11 cmoBa "Ha OCHOBaHHMM 3aKIIOYCHMH METUITMHCKMX
OpraHu3alyi, I[POBOAMBIIHX  5TO yucclieoBaHue," HCKIIOYHTH, CJIOBA
"Tpex MecqAIeB" 3aMEHHUTH CIIOBaMU "(BEHAALIATH MECSIIEB ",

36) B cTatee 43:

a) a03all MepBhIi 9acTu 2 HOCNe CJIOB "B MHChMEHHOM (HopMe" TOMOIHUTE
CIIOBaMM ", B TOM FHCIIE B 9TIEKTPOHHO#M dopme,”;

6) yacth 5 mocie ciaoB "B muCbMeHHOM ¢opme" MOMOJHHUTE CIIOBAMH
', B TOM 4ECJIe B 3JIeKTpoHHOU dopme,";

B) 4acTh 7 IIOCIe CIIOB "B MHUChMEHHON (opme" NOMONHUTE CIIOBaMH

" B TOM YHCJIE B 3JIeKTpOHHOM dopme,";
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37) B wactu 2! craTsu 45:

a) CIIoBa "CBENECHMA O JIEKAPCTBEHHBIX CPENCTBaX, yKa3aHHLIé B 4acTH 5
crateu 18 Hacrosmero dexepalbHOr0 3akOHa, B TOM YHCIE B Clydae, €CIIH
TaKMe CBEACHHUsS COCTaBIfIOT KOMMEPYECKYIO0 TailHy' 3aMEHHTH CIIOBaAMU
"clenyromye CBeACHUI O JIEKApCTBEHHBIX CPelCcTBax (B TOM UHCIE B CIyYae,
€CIIH TaKUE CBEICHUS COCTABIISIOT KOMMEPUECKYIO TalHy):";

0) TOMOIHUTE MyHKTaMH 1 - 3 creayromero CogepKanus:

"1)B OTHOLICHUH dbapMareBTHIECKOM cyOcTaHIuu UIY
dapMmaneBTUYeCKHX CyOCTaHIMM, BXOAAIIMX B COCTaB JIEKAPCTBEHHOIO
mpemapara (3a MCKIIIOYEHHEM (apMaleBTHYECKMX CyOCTaHLUM, BKITIOUEHHBIX
B TOCYZJApCTBEHHBII PEECTP JIEKAPCTBEHHBIX CpPEICTB B  COOTBETCTBUU

co cratheil 34 HacToAmero MeneparbHOro 3aK0HA):

a) HaMeHOBaHHe (PapMaleBTUYECKOH CYOCTaHIMH, ee CTPYKTypa, oO1ime

CBONCTBA;

0) HaNUMEHOBaHUE U 2Ipec MPOU3BOIUTEIL,

B) TEXHOJOTHA MPOU3BOACTBA C ONHCaHWEM CTaAuii MOPOK3BOJICTBA
U METOJIOB KOHTPOJIA HA BCEX CTAaAUAX MPOU3BOLACTBA,

T) OHHCaHHe pa3paboTKu mpouecca MPOM3BOJICTRA;

,H,) OlIHCaHNC KOHTPOIIA KPUTHYCCKUX cTagui Hpou3BOACTBA

¥ IPOMEYTOIHOM NPOIYKITHH;
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€) JOKYMEHTAJIbHOE IMOATBEpKIAeHUE (Banmuaanusd) MpOLEeccoB U (Wim) Ux
OIICHKA;

) CBOMCTBA U CprKTypa IEeVCTBYIOLIUX BEIIECTB;

3) XapaKTepUCTUKa IIPUMECEi;

u) cnemudukanuss Ha  dapManeBTHUYECKYI0 CYOCTaHIMIO H  ee
000CHOBAaHIE;

K) aHAJIUTHYCCKME METOAUKH, MCOONb3yeMbie MpU OCYLIECTBICHUH
KOHTPOJIA KadecTBa dhapMalleBTUIECKON CyOCTaHIUY;

J) TOKYMEHTAJIBPHOE  MOATBEpXACHUE  (Banuamus) aHAIUTHYECKHX
METONMK, MCIONB3YeMBIX IPH  OCYLISCTBIEHHMHM  KOHIpPONIA  KadecTBa
dapMaIleBTHIECKOM CyOCTaHITHY;

M) pe3yJIbTaThl aHAIU3a cepuil papMareBTHUECKOM CyOCTaHIuY;

H) IepedeHb CTaHOAapTHBIX OOpaslioB WM - BEIIECTB, HKCHOJIb3yEeMBIX
IpH OCYILECTBICHUH KOHTPOJII Ka4eCTBa,;

0) OMHMCAaHUE XapaKTepUCTUK U CBOMCIB YIIAKOBOYHBIX MATEPHAIOB
U YKYTIOPOYHBIX CPELCTB;

I1) JaHHBIE O CTAOWIBLHOCTH (papManequeCKdﬁ CyOCTaHIUY,

D) CPOK T'OLHOCTH;

2) B OTHOUICHUH QapMaleBTHUeCKUX CyOCTaHIIMM, BXOJIMUX B COCLAB

JEKApCTBECHHOIO IMIpfliapara ¥ BRIOYCHHBIX B I‘OCYIIapCTBeHHBIﬁ peectp
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JEKapCTBEHHBIX CPENCTB B COOTBETCTBHU CO CTaTheli 34 HACTOSIIETO

DenepanbHOTO 3aKOHA!

a) HanMeHOBaHKe (apMalleBTHIECKOl CyOCTaHIMHU, €€ CTPYKTYpa, oOLIHe

CBOMCTBA,;
6) HAMMEHOBAHME U aPEC MPOU3BOUTENLS,
B) pe3yabTaTHl aHAIU3a cepuil hapmaneBTHIECKOM CyOCTaHIuY;
') CPOK FOAHOCTH;
3) B OTHOWIEHMM JIEKapCTBEHHOrO Ipemapara JMUid MEIMIMHCKOro

I[MPpUMCHCHHA.

a) ONMCaHHWE ¥ COCTAaB JIEKapCTBEHHOTO IMpemapara IIAd MEIMIMHCKOTO
IPUMEHEHHUA;

6) onucaHue (060CHOBaHUE BEIOOPA COCTABA, IEPBUYHOM YIAKOBKH);

B) TEXHOJIOTHS MPOM3BOACTBA C  OIMCAHHEM CTafuil [POU3BOJICTBA
H METO/JOB KOHTPOJIA Ha BCEX CTaAUAX MPOU3BOJCTBA;

I) OMHCAaHKWE KOHTPONIA KPUTHYECKUX CTaAuil Ipollecca MPOU3BOACTBA
U POMEXYTOYHOU IIpOI[YKHI/IHv;

1) HAUMEHOBAaHME M afpec MecTa OCYIUECTBICHHS IPOU3BOICTBA
JCKapCTBEHHOIO Mpemapara Mid MEeIMLMHCKOrO IpUMEHeHHs (B ciydae

HJIMIHA HCCKOJIBKHX YYaCTHHKOB IMpOHECCa [POM3BOACTBA YKa3bIBAETCA

K2XIBIM U3 HUX ),
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e) papManeBTUYECKAT COBMECTHMOCTD;

) MUKPOOHOJIOTHYECKUE XaPAKTEPUCTHKH;

3) MaTepUATbHBIH 6anaﬁc JULs IPOU3BOICTBA CEPUHU FOTOBOTO MPOAYKT;

1) ONMCAaHUE XapaKTePUCTHK M CBOWCTB YIIAKOBOYHBIX MAaTEPHAJIOB
¥ YKYIIOPOYHBIX CPEACTB;

K) HQKYMeHTaJIBHoe NOATBEPKICHUE (Banmumanys) IIPOIIECCOB
IIPOU3BOJICTBA U (UJIU) UX OLICHKA,;

1) TpeOOBaHUA K KaUeCTBY BCIIOMOTaTEeIbHBIX BEHIECTB;

M) aHAJIUTUYECKUE METOAMKH, WCIONb3yeMbie TMPU OCYLIECTBICHHH
KOHTPOJIA Ka4€CTBa BCIIOMOIATENLHBIX BEILIECTB;

H) JOKYMEHTAJIbHOE  [IOATBEpXIcHUE (Badumauyi) AHATMTHYECKHX
‘METOOUK, HCHOJB3YEMBIX TIPpH  OCYILECTBJIEHHHM KOHTPOJIS  KadecTBa

BCIIOMOTaTCIIBHBIX BCHICCTB,

0) PIH(bOpMaHI//Iﬂ. 00  HCHONB30BAaHHUM  BCIIOMOTAaTENIbHBIX  BEIIECTB
4€JI0BEYECKOrO M KUBOTHOTO MPOMCXOKICHHS;

1) nHGOpMarus 00 UCIOIH30BAHUM HOBBIX BCIIOMOTATENIbHBIX BEIIECTB;

D) .Tpe6OBaHI/IH K KaueCTBY JIEKapCTBEHHOTO Iipenapara A1 MEAUIIHHCKOTO

npumeHesus (cepruduxar, creuuduxanyd Ha JeKapCTBEHHBINM OpenapaT ¥ ux

000CHOBAHYA);
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C) aHAJIUTHYECKUE METOJUKH, HCIOJb3yeMble MpU OCYLIECTBICHHU
KOHTPOJI1  KauecTBa JICKAPCTBEHHOTO Mpemapara [Adf MEOUIHHCKOTO
IpUMEHEHUS;
T) JOKYMEHTaJIbHOE  IOATBEpKIeHUEe  (Banumamusa) aHAIMTHYECKUX
METOJMK, MCHONb3yeMBIX IPH  OCYLIECTBICHMH  KOHTPOINA KaqeciBa
JIEKapCTBEHHOTO IpenapaTa JIi MeTULHHCKOTO IPUMEHEHH;

y) pe3yJipTaTel  aHAJNM30B  Cepud  JIEKapCTBEHHOTO  IHpenapara

JUIS MEUIMHCKOTO IPUMEHEHYA,;

¢) xapakTepuCTHKa NpuMeceit;

X) TIEPEYEHb CTaHIAPTHHIX 00pasIos., HCIIOJIBE3YEMBIX
npu ocymeciBneHnn KOHTpOJIA KaudecTBa JIEKapCTBEHHOIO Mperapara
I MEULMHCKOTO IPUMEHEHHS;

I) ZaHHBIE 0 CTaOHMIBHOCTH JIEKapCTBEHHOTO mpemnapara
IJ14 MEAULUHCKOTO IPUMEHEHHA. ;

38)uacte 1 crateu 46 mnocne cnos “JlekapcTBeHHBIE npenapaTLI,"’
OONONHUTH  CHOBaMK  'Mpollelmyie  TOCYIAapCTREHHYI0  PETUCTPALMIO
' B COOTBETCTBHU ¢ TPeOOBaHUAMHU HacTosiero MeaepaabHOro 3aK0Ha,";

39) B cTaThe 47:
a) B 9acTH 1 cinoBa "B COOTBETCTBHK C T2MOXKEHHBIM 3aKOHOJATEIBCTBOM

TamoxeHHOTO coro3a B paMkax ErpA33C (manee - TaMoOXeHHBIH COM03) U {HJTH)

0492197-V4-2G23 (10.1)
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3aKoHOAaTensCcTBOM Poccuiickoit Demepariuy 0 TaMOXEHHOM [elle’' 3aMeHUTh
CIIOBAMH "B COOTBETCTBHH C aKTaMH, COCTABIAIOIIMMHU HPaBO Coroza, u (mm)
3aKOHOJAaTeNbCTBOM Poccuiickoi d)enépaumn O TaMO>KEHHOM PEryJIMpOBaHUHU "

0)4acts 2  [DONONHWUTHP  CJIOBaMU  '"'MIH  €OWHOM  peecTpe
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeAcTB EBpa3uiickoro 3K0HOMHYECKOTO
COH03a, WUIH pPeecTpe BeTepHHAPHBIX JEKapCTBEHHBIX NpenapaTtoB EBpa3uiickoro
3KOHOMHYECKOTO COH03a";

B) B 4actu 4 cmoBa "dapMakomeMHBIX cTaTeil aub0 B clydae HX
OTCYTCTBUSA HOPMAaTHBHOH IOKYMEHTAIlUM WX HOPMAaTHBHOIO JIOKYMEHTA"
3aMEHUTh CJIOBaMM ', YCTAaHOBJICHHBIM MPU MX PErUCTpalluy WIK IpOBENEHUHU
MPOIENYP, CBA3AHHEIX ¢ perucTpanuei’”; |

T') B 9aCTH 7 cJOBa "B COOTBETICTBUU C TAMOKEHHBIM 3aKOHOJATEIHCTBOM
TamokeHHOTO CO03a M (WIM) 3aKOHOZATenbCcTBOM Poccuiickoin Denepamuu
0  TaMOXXeHHOM  Jene" 3aMEHHTh  CIOBaMH "B COOTBETCTBHH
¢ 3aKOHOXATEeNbLCTBOM POCCHIICKON CDeJIepa'unnf';

I) 4acTh & U3TOMKUTD B CIeIYIOIEH pelaKiuu:

"8.BriBO3 JIeKapcTBEHHBIX cpenctB u3 Poccuiickoil  Depepanuu
OCYIIECTBIIAETCI B COOTBETCTBHM ¢ aKTaMH, COCTaBIAOMIMMU mpaBo (Coro3a,
v (Wim) 3aKoHomaTensCTBOM Poccuiickoit Degepamuu O TOCYAapCIBEHHOM

pETyJIMPOBAHUY BHELIHETOPTrOBOM AEATEINbHOCTH.
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40) craTbio 48 JOTIONMHUTH ITYHKTOM / CIEHYIOMIEr0 CONEpKaHus:

"7) IpOU3BOAMTENN MEMUIMHCKUX H3JENUH i Iejiell IpOM3BOICTBA

MEIUIMHCKUX U3NETHH;";

41) Byactu 1 crareu 49:

a)B a0s3ale [EepBOM ClIOBa _"TaMOXXEHHBIM 3aKOHOJAATEbCTBOM
TamMoxeHHOTO cOr03a W (WIM) 3aKoHomarenbeTBOM Poccuiickont Penepanuu
0 T&MO)KéHHOM nene" 3aMEHHTH | CITOBaMH "aKTaMM, COCTaBJIAIOLIMMU IIPaBO
Coroza, 1 (W1H) 3aKOHOJATENHbCTBOM Poccuiickoit deneparin 0 TaMOXKEHHOM
PETyIMpPOBaHUU ', TOIIOJIHUTH CIIOBaMHU "'B .SJIeKTpOHHOI‘/JI dopme";

6) B myskTe 1 mnocime cioB "JIEKapCTBEHHOIO CpeacTBAa"' JOMONHUTH

ClIoBaMH "INII  BETEPUHApPHOIO0  TMNPUMEHEHUA', ClOBa 'HOPMAaTHUBHOM

JOKYMEHTAIIMH WIN" UCKIIIOYUTh;

42) B crathe 50:

a) nyHEKT 1 bactu 1 mocme cioB "3aperucTpupoBaHHBIX B Poccuiickoit
®Depepanuu” IOTIOJTHUTD CIIOBaMH "o 3apErUCTPUPOBAHHBIX
B COOTBETCTBMHU C aKTaMU, COCTaBIIAIONIMMU IPaBO Coroza,";

6) yacTb 2 [JOHONHUTH cIOBaMH ", JIHOO He 3aperucIPUPOBAHHBIX
B COOTBETCTBHH C aKTaMH, COCTABIIOUMH rpaso Coro3a’;

43) B crathe 51:

0492197-Y4-2023 (i0.1)
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a) B HAUMEHOBaHHMH CJIOBa "YIMOTHOMOYEHHOrO B O0NacTH TaMOXEHHOTO
gena" 3aMeHWTh CIOBAMH "ocyImecTBASAIONEer0o (QYHKUMH 10 KOHTPOJIIO
U HaA30py B 06J1acm TaMOXKEHHOro aena';

0)B qacti 1 crosa "YIOTHOMOYEHHOTO B 00JIaCTH TaMOXEHHOTOo Aena”
3aMEHHUTH CJIIOBaMH "ocymecrammiuero GYHKIUME IO KOHTPOIIIO U HAJA30py B
00J1acTH TAMOXXEHHOTO Iefa’’;

B) B YaCTH 2 ClI0Ba "YIIOJHOMOYEHHBIM B OOJIACTM TaMOXXEHHOTrO nena"

3aMEHUTEH CIOBaMU "OCYLIECTBIAIOMMN (QYHKUMH MO KOHTPOIIO U HAA30py B

o0J1acTH TaMO>KEHHOTO fena’;
44) B ctathe 52"
a) B HAUMEHOBAHMU CJIOBO 'TIperapaToB’ 3aMEHMUTH CJIOBOM "CpeACTB'';
6)B dactu | mocine cnoBa ‘mpencraBisfer” OMONHUTH CJIOBAaMH
"B 3JIEKTPOHHOU popMe", CIOBO "TOCYXAPCTBEHHOM ' UCKIIIOUUTD;
B) MOMOJHATH 4ACTHI0 1' CIEIyIOMEro CoIepKaHHs:

1'. Tlepen BBOZOM B rpaXKIaHCKHUIT 06OPOT KakHOH CEpHH HIHM KakIOoH
mapTu¥ IpousBeneHHoW B Poccuiickon @egepanuu  bapManeBTUEECKON
cyOcTaHIUM NPOU3BOMUTEND TAKOTO JEKAPCTBEHHOTO CPENCTBA MPENCTaBIfeT B
benepanbHBIA  OpraH  MUCHONHUTENBHOM  BJACTH,  OCYIHECTBIAIOLIUN
rocyz(apcréeHHLIﬁ KOHTpONb (Haa3op) B cdepe 3IpPaBOOXPaHEHUS, HOKYMEHT

IIPOU3SBOMUTCIIA  JICKAPCTBCHHOIO CPELCTRBA, nomaepma}omnﬁ Kad9eCTBO
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dbapMalieBTHIECKON CyOCTaHITUH, U L[oxyMeHT, TIOTREP K IAIONIHI COOTBETCTBHE
JIEKapPCTBEHHOTO  CPEACTBA  TpeOOBaHMAM, YCTAaHOBIEHHBIM IHpH  €ro
‘Focyz[apCTBeHHOI‘/JI perucTpanuu (peructpanuu), oopMIIEHHBIN
ynonHOMoquHHM JIMLOM IIPOU3BOIUTENS IEKAPCTBEHHBIX CPEACTB.";

I)B yacTH 2 TOCTe ClOBA "IpencTaBnder’ [HOMOJHUTE CIIOBaMHU
"B BHGKTpOHHOfI dbopme", crnoBa "cepTudUKaT IPOU3BOIUTENA neKépCTBeHHoro
CpelCTBa, YJIOCTOBepHIOH.II/Iﬁ COOTBETCTBHE BBO3UMOIOQ JI€KapCTBEHHOIO
npenapara TpeboBaHWAM (QapmakonedHOM CTaTbU, a B Claydae OTCYTCTBUA
dbapMakomneiHO! cTaTbi TPeOOBAHUAM HOPMATURHOU HOKyMEHTAUMU' 3aMEHUTH
CIIOBaMHU " TOKyMEHT TIPOU3BOIHUTENA JIEKAPCTBEHHOTO CpPELCTBa,
MOATBEPKAAIONTMM ~ KA4eCTBO  JIEKapCTBEHHOTO npemnapara’, CJIOBO
"TOCYyHapCTBEHHOMN " UCKIIOYMTH;

1) HOTIOMHHUTP 4acThio 2| ClIeyIOMIero coaep KaHHuA:

"2!. Tlepes BBOKOM B IpaIaHCKHI 060POT KAXIOH CEpUMM WIH KaXmoil
napTuM BBO3UMOI1 B Poccutickyro ®Peneparuto dhapMareBTHUECKON cyOCTaHLIIMM
OpraHM3alysi, OCYIIECTBIAIONIAd BBO3 TaKOIO JIEKApCTBEHHOrO CpeAcTBa B
Poccuiickyto  Pepepaumro, mOpeacraBisier B (denepanmbHBIE  OpraH
UCTIONHUTENBHON BJIaCTH, OCYHISCTBIIIIOUINN TOCYJapCTBEHHBIM KOHTPOJIb

(mamsop) B cdepe  3apaBOOXpaHEHUSA,  HOKYMEHT  MPOM3BOHUTENL
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JCKapCTBEHHOTO CPEJCTBA, MNOATBEPXKOAIOIINI KadecTBO (apMareBTHYEeCKOw
cyocTanun.”;

€) 9acTh 3 U3JIOKUTH B CHEAYIONIEH peNaKIuu:

"3. [TopsAaoK NpeacTaBleHHs B COOTBETCTBHMH ¢ gactsmu 1, 1, 2 u 2!
HaCTOAIIEH CTAaThU NOKYMEHTOB H CBENEHHHA O JIEKApCTBEHHBIX CpPEICTBAX,
BBOJUMBIX B TPaXOaHCKMH 000pOT, YycCTaHaBiMBaeTca I[IpaBUTEIBCTBOM
Poccuiickoin depepaumn.”;

X)B 4acTd 4 1ocne CIOB "BIEpPBbIE BBO3HUMOIO B Poccuﬁc@m
Denepanuio” [ONONHMTE CIOBaMH "0e3 ydeTa [JO3MPOBKH B paMKax
OJHOTO PETHUCTPALMOHHOrO0 YAOCTOBEPEHUA', IIOC/E CJOB 'HOPMATHBHOM
OOKyMEHTanueu" [OIOJHUTE CIIOBaMH "W HOPMATHBHEIM JOKYMEHTOM IIO
KadyecTBy', <CloBa '30paBOOXPAHEHHS. HopﬂAOK" 3aMEHUTh  CJIOBaMU

v

"3apaBooxpaHeHud. JIonyckaercs NpoBeNeHUE HCIBITAHME C KCHONb30BaAHHEM

CpeACTB MUCTAHLIMOHHOrO B3auMoaehcTBuS. [lopanok”;

3) HOMONHHUTH YaCTIAMH 4t . 43 CIIEYIOILETO COMEPIKAHMA:

gl IIpenocTaBneHne MpPOTOKONA HCHOBITAHUE HOMYCKAETCA  TOJBKO
B OTHOILECHWHM IEPBOM CEpHM WIIM IEPBOIl MapTHH JeKAPCTBEHHOrO HIperapara,
BIIEpBBIE TIPOK3BENEHHOTO B Poccuiickoit Penepaniuy Wi BIEPBBIE BBOIUMOTO
B Poccuiickyio Degepanuo (3a KcmmquHeM JIEKapCTBEHHBIX Ipernapartos,

2 3 .
YKa3aHHBIX B 4acTsaX 4 U 4° HacTosfmied cTaTtbd), B Clydae MpeloCTaBICHUSA

197-¥4-2023 (10.1)
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CBeJIGHMH O Jare BBIIAYM ¥ DETUCTPAIMOHHOM HOMEpE 3aKIIOueHH:
COOTBETCTBHMSA IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB TPeOOBaHMAM IIPABHUII
HaJJIeKalled IPOU3BOICTBEHHOM IPaKTHUKH, BBIAAHHOIO YIIOJHOMOYEHHBIM
denepanbHBIM  OPraHOM  HUCHOJHUTENBHOM  BIACTH, WM cemebHKaTa
COOTBETCTBHMA IIPOM3BOJCTBA JICKAPCTBEHHBIX CPEACTB TPEOOBAHMAM IIPABHII
HajUIexaniell MPOM3BOACTBEHHOM IPAaKTHKM EBpasuilcKOro 3KOHOMMYECKOTO
CO033, ~ BBIIAHHOTO  YNONHOMOUEHHEIM — OpraHOM — TOCYJapCTBa - “ICHA
EBpasuiickoro 3KOHOMHYECKOrO COl03a, B OTHOWIEHMH IIPOU3BOACTBEHHOM
IUIOMAAKK (MIPOM3BOICTBEHHEBIX ILTOMIAIOK), OCYIIECTBIIAIONIEH MPOU3BOJICTBO
TOTOBOM JIeKapCTBEHHOM (OPMBI M BBINYCKAIOIIUHA KOHTPONb Ka4vecTBa
JIEKapCTBEHHOTO Ipenapara, NpU YCIOBMU OTCYTCTBHS B TeUEHHE TpeEX JIeT,
IpeANIECTBYIOMKX JaTe BBIAAYM IPOTOKONA HCIBITAHUM, CIy4YaeB BBIABICHU]
HECOOTBEICTBHS YCTAaHOBJICHHBIM TpeOOBaHUAM KadyecTBa JIEKAPCTBEHHBIX
cpeacts, HMHGoOpMalHi O KOTOPBIX ony6nmccnsa£qa Ha caiite ¢enepanbHOro
OopraHa MCIIOJHWTENBHOM BJIACTH, OCYIIECTBJIAIOMIETO roéynapCTBeHHmﬁ
KOHTpONb  (Ham3op) B cdepe  3IpaBOOXpaHEeHMs, B  OTHOLICHHUH
BCEX MPOW3BOJCTBEHHBIX  IUIOMA0K,  OCYUIECTBIIOMIMX  [OPOM3BOACTBO

JICKapCTBCHHOT'O nperapara u BBIHYCK&IOU_II/IfI KOHTPOJIb Ka4deCTBa

JIEKApCTBCHHOL'O Lipeliapata.
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4°. He TpeOyerca mpefcTaBieHHe TNPOTOKONA MHCIBITAHMH, YKA3aHHOTO
B yacTd 4 W 4' HacTosIIel CTAThH, B OTHOUICHHH op(paHme JIeKapCTBEHHBIX
IpenapaToB ¥ BBICOKOTEXHOJIOTMYHEIX  JIEKAPCTBEHHBIX  IIPETIapaTos,
TIOJIyYeHHBIX M3 OHONOIHYECKOTO Marepualia ONpENENeHHOTO 4YellOBeKa H
MPeIHA3HAYECHHBIX I IPUMEHEHHUA 3TOMY K€ YEIOBEKY.

4’.B OTHOIIEHUNU OOHOM  cepuH MU OJTHOM IapTUU
BBICOKOTEXHOJIOTUYHOTO  JIEKAPCTBEHHOTO MpemapaTta (3a HCKIIOYEHUEM
BBEICOKOTEXHOJIOTUYHBIX  JIEKAPCTBEHHBIX  DPENapaTroB, IONYYEHHBIX U3
OHOJIOrMYEeCKOro MaTepHala OIpedclieHHOro 4YejioBeka ¥ MpeaHa3sHa4YeHHBIX
JUIS IPUMEHEHH STOMY K€ 4eJIOBEKY), BIEpPBEIe MPOU3BeAeHHOTO B Poccuiickoi
®Depepauii  WId BHepBele BBO3UMOro B Poccuiickyww —®Denepaiiuro,
IIPEIOCTABIIACTCA MPOTOKONL HMCHBITAHUH, MPOBEACHHBIX C HCHOIB30BAHUEM
CPENCTB JHUCTAHIIMOHHOIO B3aHMOJENCTBUA B TEUEHHE IIEPBBIX TpEX JIET MOCIe
BBOJIa TAKOI'O Mperiapara B rpaXkAaHCKuil 000poT.";

M) B 9aCTh 5 U3JIOKUTH B CIIEAYIOMEN peAaKIIUU:

"5.ExeronHo He mnosnHee 1 anpens NpOM3BOOUTENN JieKapCTBéHHHX
CPENCTB HIIH OPTaHM3aLMH, OCYIECTBILIIONINE BBO3 IEKapCTBEHHBIX IPEIaparoB
B Poccmitickyro @epepanuro, nOpeAcTaBif0T B demepansHBI  Opras
VICTTONTHUTENTEHON BJI.aCTI/I, ocym,ecrsmmmnﬂ FOCYIapCTBEHHBIR  KOHIPOIIb

(mam3op) B chepe 3OpaBOOXpaHEHNd, MHOPOTOKON KCHBITAaHHM KayecTna
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IOCTYIUBINET0 B TEYCHWE  NPEIUECTBYIOIIEr0  KANCHOAPHOTO  roja
B TpakOaHCKuML  OOOpPOT  JICKQPCTBEHHOTO  [perapaTta  COTJIACHO
PETUCTPALIMOHHOMY YOOCTOBEPECHMIO (HAa OJHY CEpPMI0 KaXXIOr0 TOPTOBOIO
HAaUMEHOBaHUA C YYETOM JIEKapCTBEHHOM (GOpMBI OHHOM [JO3ZHUPOBKH),
IPOBOAUMBIX AaKKPEIMTOBAHHBIMM B COOTBETCTBUM C 3aKOHOJATEIBCTBOM
Poccuiickoit @enepauuu 00 aKKpeaUTal[dy = B HALHOHAJIBHOH CHCTEME
aKKpeauTaluu UCIIBITaTeNbHBIMU nabopaTopuiaMu (ueHTpamu).
IlpenocraBnenre MPOTOKONA HUCIBITAHUH, ni)e/:(yCMOTpeHHoro Hac_To;Imeﬁ
9acThI0, B OTHOINEHUHU néKapCTBeHHBIx IpEenapaToB, YKa3aHHBIX B 4acTH 4°
HACTOAILEN CTAThbM, NOIYyCKaeTCsd OJMH pa3 B TpHW rofa IpU YCIOBHU UX BBOJA
B TrpaxpmaHckuit ob6opot. [Ipu np.encraBneHnn IPOTOKONa UCHBITAHUH,
IIpelyCMOTPEHHOTO YacTsMu 4 U 4' HacTosmIel cTaThi, B (elepanbHBIH Oprau
VICIIONHUTENBHOM BIACTH, OCYIIECTBIAIOMMI TOCYHAPCTBEHHBIH KOHTPOME
(mam3op) B cdepe 3OpaBOOXPAaHEHUS, [POTOKOJ HCIBITAHHU KadyecTna,
IpedyCMOTPEHHBIM  HACcTOALIEM  4acTelo, B  yKa3aHHBIM OpraH  He
IpencTaBiideTcd.

K) JOTIOJIHHATE 9aCThIO 5' CIIENYIOMWEro CONePIKAHHU:

"5! TIpOHM3BOMUTETH  NEKAPCTBEHHEIX CPEIACTB WM  OpraHu3aluu,
OCYHIECTBIAIOIME BBO3 B Poccuiickyio ®Pemepalidio BBHICOKOTEXHONOTHIHBIX

JICKApCTBCHHBIX IIpenaparos, BMECTO IIPOTOKONA HCIBITaBUMH,

0452197-Y4-2023 (10.1)
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MPEeAyCMOTPEHHOTO YacThI0 S HAcTOsAIIeN CTaThH, BIIpaBe [PEICTaBUTH
B denepalibHBII OpraH  KCHONHHUTEIBHON  BIACTH, OCYLIECTBIIAFOIIUM
rOCYHapCTBEHHBIH KOHTPOIb (HAI30p) B cdepe 311paBooxpaHeHﬁ5{, CBEICHHA
O JaTe  MPE/IOCTABNCHMS W PETMCTPALMOHHOM — HOMEpe — 3aKIIOYeHHs
O COOTBETCTBUH MPOUIBOIUTEILI JICKAPCTBEHHBIX CPEACTB TPEOOBAHUAM IIPaBUII
Haie)xamedl NpON3BOACTBEHHON MPaKTUKU WM CepTUdUKATa COOTBETCTBUA
MPOM3BOJCTBA JICKAPCTBEHHBIX CpEINCTB TpeOOoBaHUAM NpaBui HaLiexxaiieit
IIPOU3BOJCTBEHHON HpPaKTUKU  EBpasuiickoro 3KOHOMHMYECKOTO  COHO32,
BBEIJAHHOTO YIIONHOMOYEHHBIM OpPraHOM TIOCYAapCTBa - WieHa EBpa3uiicKkoro
3KOHOMHYIECKOr0 CO1034, hif & IPOU3BOICTBEHHOU MTOMIAIKH
(IIPOM3BOJICTBEHHBIX [LIOMIANOK), OCYIIECTBISIOMIENH MPOU3BOLCTBO T'OTOBOM
JIeKapCTBEHHOH CI)OpMLI U BBIINYCKAIOMHUM KOHTPOJE KayecTBa JEKAPCTBEHHOIO
npenapara.”;

| J) 4acTh 6 mocle CIoB "YBEeAOMIIAIOT 00 3TOM" HOHOJIHHUTH CIOBAMH
"B aneKTpor{Hoﬁ dbopme";

M) TOTOIHUTE YaCThIO 7' CIIERYEOLIEro COIIEpIKAHMUSA:

"7'. dopMa B MOPANOK HPOBERCHUA UCHBITaHUM, YKa3aHHBIX B YacTiIX 4,
41, 4%, 5 u 7 mactosuiefl CTaTBM, B TOM YHCJIE ¢ HCIONB30OBAHUEM CpPEICTB

JUCTAHINOHHOIO BSaKMO,Eéf;ICTBK}E, YCTAHABIIMBAKOTCA HpaBHTéﬂBCTBOM

Poccuiickoti Pepepanvn.”;
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H) B 9acTH 8 citoBa "yactamu 1, 2,4,5u 6 HACTOSIIEH CTAThil" 3aMEHUTE
cioBamu "qacTamu 1, 2, 4, 4', 4°, 5, 5' u 6 Hacrosmeit crateu";

0)B gactu 10 CJI0Ba "gactaMu 1, 2 U 4 HacTofAImEeH CTAaTbH' 3aMEHHTh
ciioBaMu "gactamu 1, 2, 4, 41, 43, 5 u 5! macrosmeit cTaTeu";

45) acts 1 CTaTBH 55 ToCHE OB "'3aperucTpupoBaHHBIMU B Poccuiickoit
Depepanpu" OOMONHUTH ClIoBaMu ", JMOO B COOTBETCTBHU C aKTaMH,
cocTaBsronuMu rpaso Coroza';

46) yacte 2 crateu 56 mocne cyioB "EBpa3suiickoro 3KOHOMUYECKOTO
coio3a" JOMONHMThL CIOBAMH ", PEECTp BETEPHUHAPHHIX JIEKAPCTBEHHBIX
npernapaToB EBpa3suiicKOro 3KOHOMHYECKOTO CO03a", MOIOIHHUTEL CIOBaMHU
"111M00 B COOTBETCTBUH C aKTaMM, COCTaBJIAOIKUMH rpaBo Coro3a';

47) B ctathe 61:

a) B 4acTH 1 CJIoBa "MPelNCTaBICHHOTO B YIIOTHOMOUYEHHBIN (penepaibHbIi
OpraH UCIHOJIHUTEIBHOW BIAacTU' 3aMEHUTH ClI0BaMH "HampaBJeHHOTO
rmocpencTBoM EnuHOro noprana B ynonHOMoquHmﬁ cbe;iepanmmﬁ OpraH
UCIIONHUTEIbHOM BIAaCTU WIXM B JIMYHBIM KaOWHET YIONHOMOYEHHOIO
demepaTbHOTO OpraHa HCHONHUTENIBHOM BJIACTH B €OUHOH  CHCTEME,
HOIIHCAHHOTO YCUISHHON KBATHQUIIHPOBAHHON 3JIEKTPOHHON OATINCHIO";

0) B 4acTu 2 CliOBa "MPEICTaBICHHOrO B YIOIHOMOUEHHEBIN (efepaibHbii

OpTaH HCHOJHMUTENbHOW BracTH HO | OKTAOps Kaxaoro roja" 3aMEHHTh

0492197-Y4-2023 (10.1)
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CI0BaMH "HaMpaBJIeHHOTO N0 1 OKTAOpS KaxAOoro rofa MmocpencrtsoM Epuuoro
IopTajla B YIOJHOMOYEHHbIN (efepalbHBIl OpraH HCHOJIHUTENBHOM BIIACTH
WIK B JIMYHBIA KaOWMHET YHOIHOMO4YEHHOro ¢enepalbHOIO  OpraHa
WCIIONHUTEIBHON BJacCTM B €OMHOM cCHCTeMe, IOJINHUCAHHOIO YCHWIJIEHHOM
KBATHDUIHPOBAHHON 3JIEKTPOHHOMN ITOAIUCHIO

B) B 9aCTH 3 CI0Ba "IPECTABIEHHOIO B YIIOMHOMOYEHHBIN (enepanbHblit
OpraH HCHOJIHHUTEIBHOM BJACTH" 3aMEHUTH  CIOBAMH "HalpaBIIEHHOTO
HOCpe,B;CTBOM EnuHoro moprana B YIOTHOMOYEHHBIN kcbe/:l[epansﬂmﬁ OpraH
UCIIOMHUTEIPHOM BNACTH FJIM B JIMYHBIM KaOHHET YNONHOMOYEHHOIO
dbenepaIbHOIO  OpraHa UCIIONHUTENBHON BNACTH B GUUHON  CHCTEME,
ITOAMUCAHHOTO0 YCHICHHOM KBanUPUIUPOBAHHON 3NEKTPOHHON MOANUCHI0";

r) B ab3ale mepeoM 4YacTd 4 ClIoBa "MPEACTABUThL B YIOJIHOMOYEHHBIH
denepanbHBIA OpraH UCHIONMHUTENIBHON BIACTU" 3aMEHUTH CIOBAMHU "HAIIPaBUTh
mocpeficTBOM EnuHOoro mopraga B ynonHoMoquHmﬁ denepanpHbI Oprag
UCIONHUTEIBHON BNACTH WIM B JMYHBIM KaOHWHET YNOJIHOMOYEHHOTO
defepalbHOTO OpraHa  HCIIONHUTENBHOU Bnécm B eIUHOH CHCTeME
MIOAMMCAHHOE YCUIICHHOUW KBAIM(PUITUPOBAHHON 3NEKTPOHHON MOANHUCHIO"

48) B ctarbe 63:

) HAMMEHOBaHME M3I0KUTh B CICAYIONIEH PeIaKIIUH:
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"Crarpa 65. IlpuocTaHoB/ieHHe NPHAMEHEHHS J€KAPCTBEHHOI0
npenapara JJisi BeTepHHAPHOIo NpuMeHeHua " ;

0) B wacTH 1 cii0Ba "4enoBeKa IMOO" MCKIIOUHTE;

B) 4acTh 2 U3JIOXKUTH B éneny}omeﬁ penakuuu:

"2. Ilpu HeucrnomHeHUM WX HEHAIJIE)KaIleM UCIIOIHEHHH AEPXKaTeIIMU
MM BJAleNblaMH  PETUCTPAllMOHHBIX  yJOCTOBEPEHMU  JIEKapCTBEHHEIX
IpenapaTop Uil BETEPUHAPHOTO NPUMEHEHHA, MOPUIUYECKUMH JIHIAMH,
Ha UMA KOTOPBIX BBIJAHB paspelieHUs Ha MPOBEACHHE KIMHHUYECKUX
uccnenoBauii B Poccuiickoit @enepaunn, WIY YIIONHOMOYEHHBIMU HMHU
OIpyTUMU  IOpUAUYECKMMM  JIMOAMH  OOfA3aHHOCTEH,  YCTaHOBJICHHBIX
‘yactaMmu 3 u 4 crarbu 64 Hacrosmero PegepaabHOro 3aKoHa, JIMOO B ciyyae
HEBBIOJIHEHHA [peanucaHus, BBIAAHHOIO YIOTHOMOYEHHBIM ¢eaepaabHbIM
OpraHoM HCIIOJHUTENBHOW BIACTH MO WTOTaM OCYILIECTBIEHUS BHIOOPOYHOTO
KOHTPOJII ~ KayecTBa  JIGKAPCTBEHHOTO  IpenapaTra,  yHOJIHOMOYEHHEIR
dbenepanbHBIN dpraH UCIIOJIHUTENIBHON BJIACTH B YCTaHOBICHHOM UM MOPAIKE
paccMaTpHBaeT  BOIPOC O  HPUOCT3HOBICHHMM  I[IPUMEHEHHI  TakKoro
JIEKapCTBEHHOIO IIpenaparta Al BEeTepUHAPHOTO IpUMEHEHNUA. "

r) 9acTu 3, 5 u 6 IpU3HATh YTPATHBIIUMHU CHITY,

49)uacts 4 crateM 67 mocne cnoB pamrodapMaleBTHICCKUX
NEKApCTBEHHBIX [PENapaToB," MOMONHHTH CIOBAMH ''BBHICOKOTEXHOJIOTHYHBIX

JICKBPCTBCHHDBIX IIPCHIZPaTOB, NPOUSBCACHHBIX MAJIbiMM CCPUAMH, COCTOIAMIMMU
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U3 OOHOM WIM HECKONBKHX [03 BLICOKOTexnonoquord JIeKapCTBEHHOTO
np.enapaTa, ¥ HpefHa3HAYEHHBIX 7151 KOHKPETHOIO MAlMEHTa, KOTOPHIE UMEIOT
KOPOTKHUM CpPOK TOOHOCTH (O IHEBAHOCTAa KaleHOApHBIX JOHeHW) u  (Win)

TEMIIEPATYPHEIH PEXHM XpaHeHWs U TPAHCIOPTHPOBaHHS MUHYC 60 rpamycos

Henpcua unu Hike,".

Crarpa 2

1. Hacroammuit ®epepanbHBIM 3aKOH BCTymaeT B CHIY CO JAHA €ro
odHULMATBHOTO0 OITyONMKOBaHUA, 32 HCKIIOYEHHEM MOJOKEHUM, N1 KOTOPBIX
YCTaHOBJICHHBI HHBIE CPOKH BCTYIUIEHHS UX B CHUILY.

2.-AO3anpl OATBIM - HecAThIM MNOAMyHKTa "a" nyHkTa 33, OyHKT 46

crathul 1 Hacrosmiero denepasbHOrO 3aKOHA BCTYMAOT B CHIY ¢ 1 ceHTIOpA

2024 rona.

o n

3. Mognysakr "r" mnyskra 4, ab3am dYeTBepTHIM MNOANyHKTa 'a",
HOAMYyHKT "0" nerKTa I5 crateu 1 HacTodmiero @eaepanbHOTO 3aKOHA
BCTYIAKOT B cUily ¢ 1 suBaps 2026 rozma. |

4. TTonoXenus myHkToB 15, 16, 18, 20, 22, 25, 26, 30, 33-35 u 47
crate 1 Hacrogmero depepanbHOro 3aKOH2, KacaroUHecs NpedoCTaBICHHSI
TOCYJapCTBEHHBIX yCOyr B cdepe oOpamleHUs JIEKAPCTBEHHBIX CPEACTB
A MERHUHMHCKOIO IMPHMEHEHHS MOCPEOCTBOM EAHHOH TIoCyIapCTBEHHOM

uHbOpMALMOHHON cHCTeMEI B chepe 3hpaBooxpaHeHus u (wim) denepalsHON
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rOCYHAapCTBEHHOM nHOpMaLUOHHOU CHCTEMEI "Enusbii HnopTai
TOCYJapCTBEHHBIX W MYHHMLIUNANBHBIX YCAyr - (QyHKUUHA)", IPUMEHAIOTCS
¢ 1 smaBapa 2025 roma. dyOnukaTsl perucTpaiyioOHHBIX YIOCTOBepeHui
HA JICKAPCTBCHHBIC MIpemaparthbl »113151 MEIQUITMHCKOTO MpUMEHEHUd ¢ 1 sgHBapsg
2025 roga He BeiaroTcs. CyOpexTy obpaleHus JeKapCTBEHHBIX CPENCTB I
MEIOUIMHCKOTO TpPUMEHEHHA IIpU €ro oOpalleHHd B YIOIHOMOYEHHBIH
dbenepanbHBIM OpraH HCIOJIHUTENBHOM BIACTU 3a¥ BEIJAuUell yKa3aHHOTO
J.IYGJ‘II/IKaTa HAMpaBIgeTCs  BBIUIMCKA U3  TOCYNApPCTBEHHOTO  peecTpa
JEKapCTBEHHBIX CPEACTB, IMONMUCAHHAA YCUICHHOM KBanmbgunpOBaHHoﬁ
3JIEKTPOHHON  MONIUCHI0  YHOOTHOMOYEHHOTO  JIMIa  YIOJHOMOYEHHOTO
denepaTbHOTO OpraHa UCTIONHUTENBHON BIACTH.

5. Homnoxenus myukros 13, 15, 19, 20, 22, 25, 27, 28 u 30 crareu 1
Hactogmero  demepajibHOrO  3aKOHA,  Kacaloijuecs  MPefOoCTaBlIEeHUs
rocynapéTBeHHblx yenyr B chepe oOpailieHHA JIEKapCTBEHHBIX CPEACTB MJIA
BETEpUHAPHOTO MPUMEHEHHA IOCPEACTBOM (eepanbHOil TOCYAapCTBEHHOM
MHOOpPMALIMOHHON  cucTeMbl "ENMHBIM  [OpTan TIOCYHapCTBEHHBIX U
MYHHIMTAIBHEIX yeIyT (pyHkumii)”, nmpumeHstoTcs ¢ 1 suaBaps 2026 ropa.
Jyomukatel PerHCTPALMOHHBIX yAOCTOBEPEHUN Ha JIEKapCTREHHEIE Mpenaparhl
JUI1 BETEPUHAPHOI'O HPUMEHCHUs ¢ lsmsapai 2026 roma HeE BBIGAIOTCA.

CybOrexty ofpaiieHus JIEKApCTBEHHEIX CPENCTB [IA  BETEPHHAPHOTO
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IpUMEHEHHs MPU €r0 O0pallleHUW B YIONHOMOYEHHBIN (enepalbHBI Oprau
HCIIONIHUTENBHON BIACTM 32 BBIAAYEH YKA3aHHOTO MyONHMKaTa HanpaBigeTcs
BBIMMCKA U3 TOCYAapCTBEHHOTO PEecTpa JIEKapCTBEHHBIX CPECTB, OAMUCAHHAS
VCIIEHHOW KBanuDUUUPOBAHHON 3JeKTPOHHON ﬁonnncmo YIIOJTHOMOY€HHOI'0
JIUIIA YIIOJIHOMOYEHHOTO (PeiepaibHOTO OpraHa HCIIOJHUTENHHON BIacTH.

6. Ilonoxenus mnynkroB 12, 13, moamyHkTtoB "6" u "B" myHKTa 15,
nyskroB 19, 20, 22 u 24, nognyskroB "a" - "B", "m", "e", "3", "u" myHkra 25,
myskTa 27, TMONMYHKTa "a" myHKTa 28, IinKTa 30 crateu 1 HacTosmIETO
®DenepanbHOro 3aKOHa B OTHOIIEHHH  JIEKApPCTBEHHBIX CpPEACTB  AJA
BETEPHHAPHOTO MPUMEHEHUS NpuMeHAtoTcs ¢ 1 sHBaps 2026 ropa.

7. YCTaHOBUTS, 4TO Ha TIPaBOOTHOIEHH, BO3HHUKAIOITHE
mpu ofpaiieHuu TIEKAPCTBEHHBIX CPENCTB I MEMIMHCKOTO NPUMEHCHHH,
HE paclpOoCTPaHAIOTCA:

1) co guA BCTynneHm B cuily Hactosdumero DelepaJbHOrO 3aKOHA
ronoxeHus yactd | crateu 54 @enepanbHOro 3akoHa ot 12 ampensa 2010 roga
Ne 61-3 "O6 obpanieHuy TeKapCTBEHHBIX CPEICTR";

2) ¢ 1 suBaps 2026 rona TIOJIOXEHUA IMyHKTOB 1, 2, 4, 5, 62, 7,7, 10, 10",
12 - 12%, 12 - 17', 20, 21, 21", 22 - 28, 40 - 52° crarsu 4, wactu 7 cratsu 13,

gacteit 4 wu 12 crateu 16, crareft 25 n 26, uwacieit 1 - 3 crarbu 28,
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crateii 29 - 32, crateu 58 DemepansHoro 3akoHa or 12 ampens 2010 rona
Ne 61-®3 "O6 obparieHIH JeKapCTBEHHBIX CPEACTB .

8. TocymapcTBeHHAs PpErHCTpanysi JIEKApCTBEHHEIX IIPENapaToB I
MEOULIMHCKOrO  MpUMeHEHUsA, 3asgBleHHs O KOTOPOW  MpEeACTaBICHEI
B  YHOJHOMOYEHHBIH  (QenepaibHBI  OpraH HCIIONHATENBHOH  BIACTH
no 1 smBaps 2021 ropma, ocyulecTBIAETCS B COOTBETCTBUM C TpeOOBaHUAMHU
3aKOHOJATEeNsCTBA 00 OOpalleHNH HeKapCTBC}-IHBIX CpelCTB, NEeHCTBOBABIITUMHU
ZO JIHA BCTYIUIEHHS B CHITY HACTOSIIETO ®denepaqbHOTO 3aKOHA.

9. JlekapcTBeHHBle ~ Opemaparbl [Is — MEAUIMHCKOTO  NMPUMEHCHHUS,
3aperHCTPUPOBaHHBIE B  cOOTBeTCTBUHM ¢  DegepalibHBIM  3aKOHOM
ot 12 ampensa 2010 roma Ne 61-d3 "O6 obpanieHun JeKapCTBEHHBIX CPEICTB',
B TOM 4MCJIe C YYETOM HacTU 8§ HACTOAMIEH CTaThH, JODKHBI OBITH IPUBEICHHI
B . coofBeTCTBne C  aKTaMH{, COCTaBJISIOIIMMH  HpPaBo EBpasutickoro
3KOHOMUIECKOTO COF032, 110 31 nexabps 2025 roaa.

10. JlekapcTBeHHBIE @pemaparhl I MEAUUMHCKOTO TMPUMEHEHUA,
3aperucTpUpoBaHHbie B COOTBETCTBUU ¢ DenepanbHbiM 3aKOHOM OT 12 ampens
2010 roma Ne6l-®@3 "O6 ofpameHuu  JEKApCTBEHHBIX  CPENCTB'

M HC I[PHUBCOCHHBIC B COOTBCTCTBHE ¢ AaKTaMH, COCTaBILAOHIMMH [PaBoO

EBpasuiiCKOTO 3KOHOMMYECKOLO COM03a, peanusyrorca mocie 31 mexadps
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2025 ropa Ha Tepputopuu Poccuiickoii @efepanuu 10 OKOHYAHUSA CPOKa
UX TOTHOCTH.

11. Paspemaercs peanusamus Ha Tepputopuu Poccmiickolt ®emepanuu
TeKApCTBEHHBIX  MPeaparoB,  3aperUCTPUPOBAHHBIX B COOTBETICTBUU
¢ @emepanbubiM 3aKoHOM OT 12 ampend 2010 roma Ne 61-@3 "O6 obpaitenuu
JAEKapCTBEHHBIX CPEACTB", CPOK OEUCTBUA PErHCTPALUMOHHOIO YIOCTOBEPEHUSA
KOTOPBIX MCTEK WIM B OTHOIICHUH KOTOPHIX YIONHOMOYEHHHM ¢enepanbHbIM
OpraHoOM WCIIONHHUTENBHON BIACTU OBLIO NPUHATO PElIeHHe o0 oTMeHe
I‘OCYD;apCTBeHHOﬁ PETUCTpallUil B COOTBETCTBUM C ITyYHKTOM 2 CTartbhu 32
ykazaHHoro ®efepaibHOro 3aKk0OHa, A0 OKOHYaHMI CpPOKa TOJHOCTH TaKHUX
JIEKApCTBEHHBIX MPENaparoB, eClu OHU 651ﬁn IIPOU3BENEHE 10 OKOHYaHUA
épOKa NeliCTBUA PeTUCTPALIMOHHOTO YIOCTOBEPEHMS.

12. Paspemaerca peanusanmi Ha teppuropum Pocculickoit Pexpepanuu
dbapManeBTU4YecKuX CcyOCTaHUMM, B OTHOLIEHHH KOTOPBIX YIOTHOMOUYEHHBIM
demepanbHBIM OPraHOM MCIIONHHUTENBHON BIACTHU HNPHHATO pelieHue o0 ux
HUCKITFOYEHHH U3 TOCYHApCTBEHHOTO peecTpa JIEKapCTBEHHBIX  CPEACTB
B COOTBETCTBUHM C MyHKTOM 2 bactu 13 crateu 34 DepepaibHOrO 3aKOHA
ot 12 anpens 2010 roma Ne 61-D3 "O6 obpaliteHuy TeKapCTBEHHBIX épe;:(c:TB",

Ji0 OKOHYAHMS CPOKA FOTHOCTH NAHHEIX GapMalleBTUISCKHX CYOCTaHITHI.
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13. HopmatuBHBIE  mpaBOBble  akThl  Poccuiickoit — ®eneparuu,
yCTaHaBIMBAOIIKE . O0A3aTeNIbHBIE TpeOOBaHUA u HarpaBJICHHbIE
Ha peanu3alyio [0 EHHUIT ®denepanpHoro 3akona ot 12 ampens 2010 roza
Ne 61-®3 "O6 obpanieHny NeKkapcTBEHHBIX cpefcTB” (B PeIaKIMU HACTOSIIETO
defepalbHOIO 3aKOHA), BCTYHNAOT B CHIYy B CpOKH, yCTaHOBJIeHHHe

YKa3aHHBIMU HOPMATUBHBIMU IIPAaBOBEIMH aKTaMHU.

IIpesuneHt
Poccuiickon ®egepauuu
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HNOACHUTEJIBHAS 3AIINCKA

K NpoeKTy ¢efepaibHOro 3aKOHA
""O BHeceHHH H3MeHeHHl B PeaepabHbIii 3aK0H
""O6 o0palieHHH JeKapCTBEHHBIX cpeacTB'

IIpoext denepaneHoro 3akoHa "O BHeceHum wu3MeHeHuil B DeepanbHbIM

3akoH "O6 ofpameHUH JeKapCTBEHHBIX CcpencTB” (Hanee - 3aKOHOMPOEKT)
MOATOTOBNEH B cOOTBeTCTBMM COINAINEHHEM O eIUHBIX NPHHUMIAX M IPaBHIAX
obpamieHys JIeKapCTBEHHBIX CpPEICTB B paMKax EBpasHHCKOro 3KOHOMHYECKOI'O
coro3a (manee - Coros), paruburuposanHsiM PenepanbHeIM 3akOHOM OT 31 siHBaps
2016 1. Ne 5-03, B nemax npuseneHus DenepansHoro 3akoHa ot 12 ampens 2010 r.
Ne 61-03 "O6 obpalieHuH JeKapCTBEHHBIX CpeacTB" (manee - 3akoH Ne 61-D3)
B COOTBETCTBHE ¢ MEXIYHApOIHBIMH JOrOBOpaMM U aKTaMHU, COCTaBILTIOUIMMH [IPaBO
Coro3a 1 perylupyroMy BOIIPOCH! OOpalieHus TeKapCTBEHHBIX CPEICTB, a TAKKe
_ yTOYHEHHe [MOHATUIHOrO anmnapara ¢ yueToM mpasa Corosa.
’ Iockoneky IlpaBunamMu perucTpailii M 3KCIEPTH3H  JIEKaPCTBEHHBIX
CpencTB [N MEeIULIMHCKOTO IpUMEHEeHUs, YTBepkIeHHBIMH PemenneM Copera
EBpaznﬁcxoﬁ 3KOHOMMYeCKOH KoMuccuu oT 3 Host6ps 2016 r. Ne 78, npeaycMmoTpero
IpefocTaBleHHe  KOMIUIEKT2  OJeKTPOHHBIX  NOKYMEHTOB,  3aKOHOMPOEKTOM
TpefycMaTpUBAeTCd IMEPeXOf IPefOCTaBNeHUA TOCYyNapCTBEHHBIX yCIyr B cdepe
o6palieHus TeKapCTBEHHEBIX CPEACTB B QOpMe 3JIEKTPOHHOIO JOKYMEHTO00O0pOTA.

Bce B3auMogeiicTBHe B paMKaxX MpeJOCTaBIEHUS TOCYHapCTBEHHBIX YCIYT
TUIAHUPYETCS OCYINECTBIATH IIOCPEACTBOM EAvHOro mnopraina rocyapCTBEHHBIX
¥ MyHUIMIOATBHBIX yoIyr (mamee - EIMY) u (unu) B emuHOM rOCYAapCTBEHHOM
nHGbOPMAaIOHHOH! CHCTEMEI B cdepe 3opaBooxpaHenus (nanee - ETIC3), B koTopsIx
Oynmer QHUKCHpOBAThCA JaTa H BpeMS MONYyUYEHUS COOTBETCTBYIOIIHX 3aMPOCOB
WIK 0TBeTOB Ha 3ampoc. Kcnonsszosanue EIMC3 o6ycnoBilieHO 00HeMHOCTBIO
TOKYMEHTOB PpETHUCTPAllHOHHOTO JOChEe U TEXHHUECKOH HEeBO3MOXHOCThIo EIMY
TpuHUMaTh U o0pabaThiBaTh Takod MacCuB JHaHHBIX. Pa3paboTka H peanu3anus
peecTpoBol Momenu OyHET OCYIHeCTBRATRCA B paMmkax passutus EIHIC3.
ITepexonHBle MONOXEHWs, KacCaloll¥ecs BBENCHU pPEeCTPOBBIX Mopenelt mpu
obpalieHUN JIEKapCTBEHHBIX CPEACTB [MJIS MEAMIMHCKOTO ¥ BeTEPUHAPHOTO
MPUMEHEHNS, MPeTyCMOTPEHbI YacTAMY 5 U 6 CTaThi 2 3aKOHOMPOEKTa (BCTYHAIOT
B cuny ¢ 1 suBaps 2025 1. u ¢ 1 gmBapa 2026 r. cooTBeTcTBeHHO). B cBi3M
C HU3NOXEHHBIM JMYHBIE KaOWHETH 3aiBUTENEH, 3KCIEPTHOIO YUPEeXIEHUT U COBET2
no stuke B ETVIC3 pacmpocTpassioTcs TONBKO Ha JIEKapCTBEHHBIE Mpenaparsi
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JUIs. MEIUIMHCKOrC IPUMEHEHUd, a B OTHOINGHHH JIeKapCTBEHHHIX CPENCTB I
BETEpHHAPHOTO IpuMeHeHus yka3ad EINY.

Taxxe 3aKOHOIIPOEKTOM YCTAaHABIMBAIOTCA OCOOEHHOCTH BBOJA B IPaKIAHCKHUi
060pOT OTAENBHBIX TPYII JIEKAPCTBEHHBIX IIPeNapaToB (BBHICOKOTEXHOJOTHYHEIX,
oppaHHBIX U JIEKApCTBEHHBIX IIpelapaToB Ui JIeYeHWS BBICOKO3aTPATHEIX
HO30JIOTHH). 4

C yderoMm OTCYTCTBUS B HacTosllee BpeMs y PocszpaBHajm3opa TOCTyma
K MaTepualaM pEeruCTpallMOHHOIO J[OChe Ha IJI€KapCTBEHHHIM mpenapar, dTo
MPUBOJUT K HEOOXONMMOCTH 3alpalliyBaTth TpebyeMble NOKYMEHTHl Y 3asgBHTEei
IpY OCYIIECTBICHHWH KOHTPOJBHO-H3[30PHBIX MEPOIPUATHH, 3aKOHOMIPOEKTOM
YCTaHaBIIMBAeTCd BO3MOXKHOCTh MpeNOCTaBleHus Mo 3ampocy MunsnpasoMm Poccun
Poc3npaBHaf3opy HeranbHOM WHGOPMALKHU O 3aperHCTPHUPOBAHHOM JIEKaPCTBEHHOM
npenapate [ LeJded OCYHIECTBICHHUSA TOCYJapCTBEHHOI'O KOHTpols (Ham3opa)
B cepe oOpalieHus TeKapCTBEHHBIX CPEICTB.

B cBa3u ¢ yTBepxkaeHHEM EBpa3suiicKodl 3KOHOMUYECKOW KOMMCCHUEH IpaBHIi
HaJnexaieit nabopaTOpHOM NpaKkTHUKH, Hamiexamed KIHHUYECKOH NpaKTHKH,
Ha[Jexamed NpOU3BOACTBEHHOM IIPakTHKY, Hauiexamed JucTpUOBIOTOPCKOi
IpaKTUKH, HaJuiexanlell MpakTUKH (QapMaKkoHan30pa HCKIIIOYAROTCS MOJTHOMOYHUS
denepanbHbIX OpPraHOB HCIONHHUTENBHOH BIACTH IO YTBEP)KACHUIO YKa3aHHBIX
IpaBUJI Ha HallMIOHAJIbHOM YPOBHE.

C yyeroM MpaBONpUMEHUTENBHON MpakTHKy, npaBa Coio3a, a TaKkKe aHAIM3a
3apy0eXHOTO peryiupoBaHHs B OTHOIIEHMHM OCOOEHHOCTEH BBOJA B TpaKHaHCKHiL
.060pOT BBICOKOTEXHOJIOTHYECKUX JIEKAPCTBEHHBIX IIPerapaToB 3aKOHOIPOEKTOM
MCKTIOYaeTcsl OGfA3aHHOCTh TPOM3BOAWTENS JIEKAPCTBEHHBIX CPEACTB BHOCHTE
UHQOPMALMIO O  BBICOKOTEXHONOTMYECKMX  JIEKQpPCTBEHHBIX  Ipenaparax
(COOTBETCTBYIOIKX YCTAHOBIEHHBIM YCIIOBHMSM) B CHCTEeMY MOHHTOpPHUHTA IBIDKEHUS
JIeKapCTBEHHBIX NPENapaToB U1 MEJULIUHCKOTO MPUMEHEHUS.

Taxke COBEpIIEHCTBYIOTCS (YIpOLIaroTcs) TpebOBaHUA K MpPeICTaBIEHHEO
JOKYMEHTOB IIpM BBOIE B TpPaKIAHCKUH 0OOOpOT JIEKapCTBEHHBIX MpENapaToB
O0OpOCOBECTHBIMU CYOBEKTaMU OOpAIIEHUS JIEKapPCTBEHHBIX CPEHCTB, B OTHOIICHUU
KOTOpBIX B TedeHHe 3 J5eT, MNpelIIeCTBYIOIUX JaTe IIPOTOKONAa WCIBITaHuH
BBIITyCKAIOIIEr0 KOHTPOJNIS Ka4decTBa, HE BBIABIEHB! CNydYall HECOOTBETCTBUS
Ka4yecTBa JIEKapCTBEHHBIX CPEOCTB, HHQOpMaLHMsI O KOTOPhIX OIyOIHKOBaHA
Ha cafite PocsgpaBHaji30pa, B OTHOLIEHHWH BCeX NPOM3BOACTBEHHBIX ILIOIIANOK,
OCYLIECTBILIIOINX IPOU3BOJCTBO JIEKapCTBEHHOr0 IIperapara, B TOM HHCIE
BBITyCKaIOIIUI KOHTPOJb Ka4yecTBa.

B cooteercTBuM ¢ pemenuem Komnerun EBpasulickodf SKOHOMHUECKOU
xomuccuu ot 21 ampens 2015 r. Ne 30 B oTHOIIEHMH JIeKapCTBEHERIX MpPENapaToB
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I MeIMLIMHCKOTO TNPHMEHEHMs OTMEHSAIOTCS TpeboBaHMA O HEOOXOIUMOCTH.
TIPENOCTaBIEHH] JOIOJHHUTENBHEIX JOKYMEHTOB B TaMOXEHHBIE OpraHbl I1pu
OCYIIECTBNIEHUM UX BB03a B Poccuiickylo ®enepaluio, NOCKOIbKY AOCTaTOYHO
HaJW9IUsA CBEACHUN O TAKUX NeKapCTBEHHBIX MperapaTax B rOCYyJapCTBEHHOM peectpe
JIEKapCTBEHHBIX CPEACTB WM €JUHOM PEecTpe 3aperucTPUPOBaHHBIX JeKAPCTBEHHEIX
cpenctB Coro3sa.

C y4eToM mpaBOIIPHMEHUTENBHON MPaKTUKH UCKIIOYaeTcs HOpMa 00 OTMeHe
rOCYJapCTBEHHOU pEeTrUCTpaldy JeKapCTBEHHOrO Mpenapara Uis MeTULMHCKOro
IpUMeHeHHUs B clydae ero oTICyTcTBHA B obpamieHuu B Poccuiickoit ®epepanuu
B TeyeHue 3 u Gonee ner. Kpome Toro, Takoe OCHOBaHME Il OTMEHBI PETHCTPALHM
JIeKapCTBEHHOTO IIperapaTa A MEIULUHCKOro NpHMEHEHHS OTCYTCTBYET B IIpaBe
Coro3a. Taxxe ¢ 1 suBaps 2026 r. HCKIIFOYAeTCs NPOLERYpa NPHOCTAHOBIEHMUS
IpUMEHEeHHUs JeKapCTBEHHOro Ipenapara Uil MEOHUHMHCKOTO  IpUMEHEHHS
B CBA3M C OTCYTCTBMEM Takod mpoueAypsl B mpase Corosa, coaepalleM Clydau
TIPHOCTaHOBIIEHUA AEHCTBHA PETHCTPALMOHHOIO YHOCTOBEPEHHA WM OrpaHHYEHUS
TPUMEHEHUS JIeKapCTBEHHOTO Nperapara Iiisi MeIUIMHCKOTO TPUMEHEHUS.

B cootBercTBUU ¢ [loroBopoM 0 (YHKI[MOHMPOBaHMM TaMOXEHHOIO COI03a
B paMKaX MHOTOCTOPOHHEH TOProBO# CHCTeMEBI C JaThl HpUCOSHMHEHHs Iro0oi
u3 cropoH (PecrmyOmuka benapycs, Pecmybmmka Kazaxcran u  Poccuiickas
Depnepanusi) K BcemupHolt ToproBoit opraHmsamum (manee - BTO) mnonoxeHus
Cornamenus BTO (Mappakemckoe cornamieHne o6 yupexjeHuu BceMmupHOi
TOPrOBO¥W oOpraHu3anuu (3akmoyeHo B TI. Mappakeme 15 ampens 1994 r.),
nonoxenus dvacred 18, 20 m 21 crarem 18 3akoHa Ne 61-®O3, otpaxaromiue
ob6s3atenbcTBa Poccmiickoit @Depmepanuu  kaxk wieHa BTO, He mnpusHaroTcs
YTPaTHBIIUMU CHILY. '

C yd4eToM IpaBONpHMEHHTENBHON MpakTHKH cTaThs 39' 3axoma No 61-03
JOMOJHIETCS HOBEIMY 4YacTAMH 4' - 4° 0 BO3MOXHOCTH IpeICTABTeHuS 3aBUTEIIEM
[0 3alpoCy 3KCIepTa COBeTa IO 3TUKE [OIONHUTENBHBIX MaTepHualioB. TakuMm
obpazoM, nocne BeImaud MunsgpaBoMm Poccuu 3amaHus Ha HpoBeneHUE 3THYSCKOH
IKCIIEPTU3bI MaTepUarsl, JIOTIOJIHHTEIIBHO HeOGXOTUMELE 9KCIIEPTaM COBETa I10 ATHKE,
MOTYT GBITh 3alpOLIEHE! y 3aSBUTENS YIIOTHOMOUEHHEIM JIHIIOM COBETA ITO STHKE.

Taxxe ¢ yuetom peniesus Cosera Erpasuifickoil 3KOHOMHUUEECKOH KOMUCCHU
oT 3 Hoa0pst 2016 1. Ne 89 "O6 yrBepxmenuu IlpaBui mpoBeleHMs HCCIETOBAaHUN
OuoIOrUUecKUX JIEKapCTBEHHBIX CPeACTB EBpa3smiickoro 5KOHOMHHYECKOrO COro3a"
IpenycMOTpEHa HOPMa O NpeNOCTaBIeHUY JOKYMEHTOB [UI MONyYEHUS paspelieHus
B LeJsX [IPOBEACHUA KIMHUIECKOTO UCCIeXOBaHUA OUONOTUYECKOTO IEKAPCTBEHHOTO
npemaparta B c00TBeTcTBUH ¢ paBoM Corosa (ctaths 39 3akona Ne 61-03).
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3aKOHOIPOEKT COOTBETCTBYeT monoxeHusM Jlorosopa o EBpaswuiickom
SKOHOMHYECKOM coro3e of 29 mas 2014 roma, a Takke MNOJOXEHHAM HMHBIX
MeXIyHapOoHbBIX JoroBopoB Poccutickoit @epepainii.

B 3aKkoHONpOEKT  BKIIOYEHBl  oObg3arenbHble  TpeOOBaHHSA,  OLEHKA
COBIIOEHHS KOTOPEIX OCYIUECTBIAETCA B paMKaX TOCYHApCTREHHONO KOHTPOIA
(Hag30pa), MyHULHIAIBHOrO KOHTPOIA.

ITomoxxeHrs HOPMaTHBHEIX NTPABOBBIX AKTOB, yCTaHaBnHBalome 00sA3aTeNbHbIe
TpeGOBaHUA, NOJDKHBI BCTymarb B cunmy mubo ¢ 1 mapra, mubo ¢ 1 centsbps
COOTBETCTBYIOLIETO IOfa, HO He paHee UeM II0 HCTEUEHUM JEBIHOCTa AHEH mocie
IHS OQHIMAIBHOrO OMyGNIMKOBaHHUA COOTBETCTBYIOIIErO HOPMATHBHOIO IIPaBOBOTO
aKTa, eCJii UHOe HE YCTaHOBIEeHO (emepanbHBIM 3akOHOM (cTaThs 3 DemepanbHOrO
sakoHa OT 31 wmionma 2020 r. Ne 247-®3 "O6 o6s3arensHbix TpeGoBaHUAX").
B 5T0i1 cBA3M cTaThell 2 3aKOHONPOEKTa NIpeayCMaTpUBaeTCsa, YTo copTBeTcTBonmm‘i
denepanbHbIM 3aKOH BCTYNaeT B CUIY CO OHSI .ero oQuUUanbHOro OMyOIMKOBaHWS,
32 MCKIIFOUEHUEM IIOJIOXKEHUMN, 19 KOTOPBIX YCTaHOBIICHH! MHBIE CPOKH BCTYILICHHS
B CWIy C Y4ETOM Y€ BCTyNMBHIMX B cuily ¢ 1 guBaps 2021 r. Hopm mpaBa Corosa
1 YCTaHOBIEHHOTO epeXOAHOro nepuofa 1o 31 nexabpst 2025 r.

HopMmarusHele mpaBoBble akTel Poccutickoit ®epepanvi, ycTaHaBIUBArOIIE
o0s3aTenpHble TpeOOBaHUSA K HalpaBleHHBIE Ha peaTM3allMio ITONOKeHUH 3akoHa
Ne 61-©3 (B peldakuuM COOTBETCTBYIOUIETO (eHepanbHOr0 3aKOHA), BCTYMAIOT
B CHJIY B CPOKH, YCT@HOBIICHHbIE YKa3aHHBIMU HOPMATHBHBIMHU PaBOBEIMU aKTaMHU.

IIpunsaTHE COOTBETCTBYIOLIETO QelepaTbHOT0 3aKOHA He NOBIEeYET HeraTUBHEIX
COLHUATBHO-3KOHOMHYECKHX, (GHHAHCOBHIX ¥ MHEIX MOCTEACTBH, B TOM WHCIE ML
CyOBEeKTOB IPenPUHUMATENBCKON ¥ HHOM SKOHOMUYECKOH AeATEIbHOCTH.

3aKOHOMPOEKT HEe OKAXeT BIUSIHUS Ha JOCTWKEHME lieliell rocyAapCTBEHHBIX
nporpamm Poccuiickoit @epepanui.
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®UHAHCOBO-3KOHOMIYECKOE OBOCHOBAHHE

K npoekTy ¢eaepannHoro 3axoHa 'O BHeceHNN H3MeHeHHil
B PeepanbHblii 3aK0H ""O06 00pamenny JeKapcTBeHHBIX CPeAcTB "

Peanuzanus nonoxenuit ®epepanpHoro 3akoHa "O BHECEHHH H3MEHEHHM
B DenepanbHBId 3akoH "OO0 o0pallleHuM JeKapCTBEHHBIX CPENCTB", KacaIOIIUXCH
NPeNOCTaBAeHUs TOCYAapCTBEHHBIX YCIyr B cepe obpamieHus JIeKapCTBEHHBIX
CPEACTB Ui MEAMLUHCKOrO MPHMEHEHUS MOCPENCTBOM eAHHON roCyAapCTBEHHOM
uHQOpMaMOHHON cucteMbl B cdepe 311paBdoxpaHeHm u (wm) deepanpHON
rOCyAapCTBEHHOM MHQOpMalMOHHON crcTeMsl "EXUHEIN mopTan rocyAapcTBEHHEIX
¥ MYyHUUMNANBHBIX ycnyr (byHKuumii)", NpUMEHEHHE KOTOPBEIX 3allIaHUPOBAHO
c 1 auBaps 2025 r., OymeT OCYILECTBIATBCA 32 CUET CPEACTB, MPeNyCMOTPEHHBIX
MunsgpaBy Poccum B denepansHoM Oromxkete Ha 2023 TOX W Ha IUIAHOBBI
nepuof 2024 u 2025 romoB Ha pa3sBUTHE eOUHOM ToOCyZapCTBEHHOMH
uHGOPMALMOHHON cuCTeMbl B cdepe 3apaBooxpaHeHud. Munuubpolt Poccun
(3axmouenue ot 21 ox1a6ps 2022 r. Ne HA-T18-086-75492) cornacoBaHO TEXHMKO-
SKOHOMHYECKOe 0GOCHOBAHHE Ha JaHHBIE LIE/H B pasmMepe 302920,87 Tric. py6.

Tonoxxenus PenepanbHoro 3akoHa "O BHeceHUU U3MeHeHuM B DefepanbHpi
3aKk0H "O6 O6palleHMM JNeKAapCTBEHHBIX CPeJCTR", KACalOWIMecs MpefoCTaBIeHHs
rOCYHapCTBEHHBIX YyCIyr B cdepe oOpalleHMs JeKapCTBEHHBIX CpPEeOCTB A
BETEPUHAPHOTO  [IPUMEHEHHUs [OCPEACTBOM (QefepalbHOl  rocygapCTBEHHOH
uHbOpMaMOHHOH cucTeMb! "ENUHEI DOpPTaN roOCyJapCTBEHHBIX U MYHULHITAIBHEIX
yeayr (Gyukuuit)", 6ynyT npumenstecs ¢ 1 susaps 2026 rozxa. 3aTparhi Ha JaHHEE
uend OymyT mnaHupoBaThed MuHcenbxo3oM Poccuri B paMkax NOArOTOBKM
npoekTa denepanpHoro GroJKeTa Ha COOTBETCTBYIOLIMI KajleHTapHEIi TOf.



HEPEYEHD

(degepaabHbIX 32aKOHOB, MOAJIEKAMMUX MPH3HAHUIO YTPATHBIIHMHE CHJIY,
NPHOCTAHOBJICHHIO, H3MEHEHUIO HJIH NPHHSATHIO B CBA3U C NIPHHATHEM
denepaabHoro 3axona 'O BHecenuu nusmenenuii B Menepabublii 3aKoH
""O6 oGpanieHnu JekapcTBEHHbIX cpeacTB"

Ilpunartue ®@enepansHoro 3axoHa "O BHeceHUM u3MeHeHui B PeaepanbHbIH
3akoH "O6 o6palleHHH JeKapCTBEHHBIX CPEACTB" M0 OKOHYAHHH YCTAHOBIEHHOTO
pewreHueM CoseTa EBpasuiickoff sxoHOMHYECKOM KoMmuccud OT 3 Hoa6ps 2016 r.
Ne 78 "O IlpaBunax perucrpalliyi W SKCIEPTH3Bl JIEKAPCTBEHHBIX CPENCTB IS
MeJULMHCKOro NpHMMeHeHus" mnepexofHoro mepuoza (mo 31 nexabps 2025 r.)
notpedyeT BHeECEHMs U3MeHeHHH B cratbio 333.32.1 Hanorosoro kogekca
Poccuiickoni @epepanuy, NyHKTOM | KOTOpoM YCTaHOBJIEHBI pa3Mepbl
TFOCYNApCTBEHHBIX TIOUUIMH 3a COBEpIIEHHE YIOTHOMOYEHHBIM (helepaibHBIM
OpraHoM UCIIONIHUTENbHOH BNaCTH AelicTBHH, CBA3aHHBIX
C OCYIIECTBIEHHEM TI'OCYJApCTBEHHOM perucTpalvi NEeKapCTBEHHBIX MpeapaToB
B coorBeTcTBUH C DenepanbHBIM 3aKOHOM 0T 12 anpens 2010 r. Ne 61-@3
"O6 oOpaiieHUH JIEKapCTBEHHBIX CpeNCTB", KOTOphIe IOJUIEXKAT MCKIFOYESHHUIO,
a TaKkkKe B CBA3M C BBIHECEHHEM MpOLEXyphl ONIpPEACICHUS BO3MOXHOCTH
paccMaTpHBaTh JIEKApCTBEHHBI TNpemaparT AN MEOULUHCKOrO0 MNpHMEHEHHUs

B KauecTBe Op(AHHOrO JIEKApCTBEHHOTO Mpemapara B CaMOCTOATENBHYIO
HalJUOHAIBHYIO IPOLEIYPY.
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