YTBEPXJIEHO
IlocTanoBienue
MuHucTepcTBa 37paBOOXPAHECHUS

Pecniy6nuku bemapych

PEI'JTAMEHT

aJIMUHHCTPATUBHOM MIPOLICTYPHI,
OCYIIIECTBIISIEMOMN B OTHOILIEHUH
CyOBEKTOB X035 CTBOBAHMS, 1o

MOAITYHKTY 9.4.10 «IIpuBenenue
PEruCTPaliMOHHOIO JOCHE B COOTBETCTBUE
¢ [IpaBritamu perucTpanyu u dKCIEPTU3bI
JIEKapCTBEHHBIX CPEACTB EBpa3uiickoro
JKOHOMHMYECKOIO COH3a U IIOIy4ECHUE
PEruCTPallMOHHOIO  YAOCTOBEPEHUsI Ha
JIEKapCTBEHHBIN npenapar B
COOTBETCTBUU C MEXIyHapOaHO-
IIPaBOBBIMU  AaKTaMH, COCTaBJIAIOLIMMU
npaBo EBpasuiickoro 3KOHOMHUYECKOI'O
COI03a»

1. OcoGEeHHOCTH OCYIIECTBIECHUS aIMUHUCTPATUBHON MPOLIEAYPHI:

1.1. HauMeHOBaHUE YIMOJIHOMOYEHHOTO OpraHa (MO0JIBEIOMCTBEHHOCTD
aJMUHUCTPATUBHOM TIpolieiypbl) — MUHUCTEPCTBO 3pABOOXPAHEHUS;

1.2. HOpmaTMBHBIE TPABOBBIE AaKThl, PETYJIUPYIOLIME  HOPSIIOK
OCYILECTBIICHUS aIMUHACTPATUBHON MPOLENYPHI:

Cornamienne O eAWHBIX MNPUHLUMIAX U TOpaBuiIax  oOpalieHus
JIEKapCTBEHHBIX CPEJICTB B paMKax EBpa3zHiiCKOro 3KOHOMHYECKOTO COH03a
ot 23 nexabps 2014 r.;

Pemenue Cosera  EBpazuiickon DKOHOMHUYECKOU KOMHCCHUU
or 3 HosOpsa 2016 1. No 78 «O IlpaBunax perucrpauud U IKCIEPTU3BI
JIEKAPCTBEHHBIX CPEJICTB 11 MEAUIMHCKOTO MPUMEHEHUS;

3akon Pecnyonuku bemapycs ot 28 oktsaOps 2008 1. No 433-3
«O0 oCHOBax aAMUHUCTPATUBHBIX MPOLEAYPY;

Vka3 Ilpesuaenta Pecnyomuku benapyck ot 25 urons 2021 r. Ne 240
«O0 aJAMUHUCTPATUBHBIX TMPOIIEAYpax, OCYIIECTBISIEMbIX B OTHOIICHUU
CyOBEKTOB XO035CTBOBAHUSI;

IIOCTAHOBJICHUE CoBera  MuHHCTpOB Pecnyonuku ~ benapych
or 24 centsops 2021 1. Ne 548 «OO0 agMUHUCTpPaTUBHBIX MpOIEAYypax,
OCYIIECTBIIIEMBIX B OTHOIIEHUN CYOBEKTOB XO35ICTBOBAHUSY;

noctaHoBjeHne MuHHUCTEpCTBA 3/ipaBooxpanenus Pecryonuku benapych
ot 23 anpenst 2018 1. Ne 36 «O nmpeaocTaBiIeHUN MOJTHOMOYUI»;

1.3. UHBIE UMEIOIIHECS O0COOEHHOCTH OCYLIECTBJICHUS
aIMHUHUCTPATUBHOU MPOLIETYPHI:
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1.3.1. 3asBUTENEM U AEpKATEIEM PETUCTPALIMOHHOTO YIOCTOBEPEHUS IS
MPOBEJICHUSI  MPOLEAYypbl  MPUBEACHUS  PETUCTPAIIMOHHOTO  JIOChE B
cootBeTcTBUE C IIpaBunmamMu peructpaliii U SKCHOEPTU3BI JIEKAPCTBEHHBIX
cpeactB  EBpa3uiickoro 3KOHOMHMYECKOTO COK03a B  COOTBETCTBUU C
MEXyHAPOJHO-TIPABOBbIMH aKTaMH, COCTAaBIISIOIIMMH MpaBo EBpa3suiickoro
SKOHOMMYECKOTr'0 CO03a, MOT'YT BBICTYNIATh JIMI[A, YKa3aHHbIE B TiaBe 2 [IpaBun
pEerucTpalii M HKCHEPTU3bl JICKAPCTBEHHBIX CPEJCTB ISl MEIUIMHCKOTO
[IPUMEHEHUS, YTBEPKACHHBIX Pemennem Cosera EBpasuiickoi
AKOHOMHYECKOU KoMuccuu ot 3 HosiOpst 2016 1. Ne 78;

1.3.2. [ONMOJHUTENBbHBIE OCHOBAHUS I OTKa3a B OCYIIECTBICHUU
aIMUHUCTPATUBHOM TIPOLIEAYpPHl IO CpaBHEHWIO ¢ 3akoHOM PecmyOmukm
benapyce «O0 ocHOBax aAMUHHCTPATUBHBIX TMPOIEAYpP» OMPEICICHBl B
nyHktax 4, 5 crarbu 7 CornameHus O €IUHBIX TMPUHLIMIAX W IpaBUIIaxX
oOpaleHus JeKapCTBEHHBIX CPEACTB B paMKax EBpa3uiickoro 3KOHOMUYECKOI0
coro3a oT 23 nekadpst 2014 r.;

1.3.3. ocHOBaHusA ISl PEMICHHsS] BONPOCAa O NMPUOCTAHOBICHUU JECHUCTBHS
BBIJJAHHOTO PETUCTPAIMOHHOTO YAOCTOBEPEHHs OIpeAesieHbl B MyHKTE 159
[IpaBun peructpali M  OKCHOEPTU3Bl  JIEKAPCTBEHHBIX CPEJACTB IS
MEJIUIIMHCKOrO MPUMEHEHUS, YyTBEPKAEHHbIX Pemennem Coera EBpazuiickon
AKOHOMUYECKON KoMHuccHH OT 3 HOs1Opst 2016 . Ne 78;

1.3.4. ocHOBaHus U1 penieHusi Borpoca 00 OT3bIBE (OTMEHE) ACHCTBUS
PETUCTPALlMOHHOTO YIOCTOBEpEHUs omnpeaeseHbl B myHkre 160 IlpaBun
PETUCTPAllM M DKCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB ISl MEIULIMHCKOTO
IIPUMEHEHUS, YTBEPKIECHHBIX Pemienuem Cogera EBpasuiickoi
AKOHOMHUYECKON KoMuccuu oT 3 HostOpst 2016 1. Ne 78;

1.3.5. mpoBelIeHHE KOMIUIEKCA JKCIEPTH3, OCYIIECTBISIEMBIX IIPU
NPUBEACHUN PETMCTPALlMOHHOIO JO0Che B cooTrBercTBUE ¢ [IpaBunamu
pEerucTpallii M JKCHEPTU3bl  JIEKAPCTBEHHBIX CPEACTB  EBpa3miicKoro
AKOHOMHYECKOrO COr03a, corigacHo myHkTy 10 IlIpaBun perucrpammu u
AKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JUISI MEOULHUHCKOIO IPUMEHEHUS,
yTBepxkIcHHbIX PerrenneM Coera EBpa3niickoi SKOHOMUYECKOW KOMUCCHH OT
3 HosiOps 2016 1. Ne 78, um abzamy BTOpoMy mnoamnyHkra 1.1 mynkra 1
noCTaHOBJICHUST MuHHUCTEpCTBAa 3/ApaBooxpaHeHus Pecnyonuku benapych
ot 23 ampenst 2018 r. No 36, ocCyllecTBIAETCS SKCIEPTHOM OpraHU3aIUEd —
pecnyOJIMKaHCKUM ~ YHUTapHeIM  npeanpusituem  «lleHTp oskcneptus u
UCIIBITAHUI B 3IpaBOOXPAHECHHUNY;

1.3.6. oOxajioBaHHE aJIMUHHUCTPATUBHOTO PEIIEHUS OCYIIECTBIISIETCS
B CyJ1IeOHOM MOPSIJIKE.

2. JlokymeHThl U (WMJM) CBEACHHS, HEOOXOIUMBIC IJI OCYIIECTBICHUS
aIMUHUCTPATUBHON MPOLETYPHI, MPE/ICTABISIEMbIC 3aUHTEPECOBAHHBIM JIUI[OM:
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U (WIK) cBeaeHUM

HaumeHnoBanue nokymeHnTa

TpebOoBanus, IpeabABISIEMbIC
K IOKYMEHTY U (WJIH) CBEACHUSIM

dopma 1 nopsAa0K
IpeICTaBICHUS
JOKYMEHTa
U (W1n) cBeAeHUN

3asaABJICHUC

dbopma, corimacHo
TIPHIIOKCHUTO

DKCIIEPTHBIN OTYET
[pecyOIUKaHCKOTO
YHUTApHOTO TIPEATNPUITHS
«LlenTp sxcnepTus n
HMCTIILITAHUHN B
3IPAaBOOXPAHECHUI» 00
OIICHKE O€30IMacCHOCTH,

b exTuBHOCTH U
KauecTBa (B ciyyae eciiu
Pecny6nuka bemapyce —
pedepeHTHOE
rOCYJapCTBO)

dbopma, cormacHo
npuiioxeHuro 16 [Ipasun
perucTpanuu 1 SKCIepTU3bl
JIEKapCTBEHHBIX CPEJICTB IS
MEAMIIMHCKOTO MPUMEHEHUS,
yTBEpXKACHHBIX Pemienrem
Coseta EBpa3zniickoit
SKOHOMHUYECKON KOMHUCCUU OT
3 Hos0ps 2016 1. Ne 78

BaKIIIOYCHHE O
BO3MOYKHOCTH HITH
HEBO3MOXHOCTH
NpPU3HAHUS YKCTIEPTHOTO
OTYeTa 1Mo OICHKE,
MOJIrOTOBJICHHOT O
pedepeHTHBIM
rOCyIapCTBOM (B CiIydae
eciu PecrryOnnka
benapych — rocyaapcTBo
PU3HAHWS)

dbopma, cormacHo
npunoxenuto 18 Ipasun
pEerucTpanuu 1 SKCIepTU3bI
JIEKapCTBEHHBIX CPEJICTB IS
MEAMIIMHCKOTO MPUMEHEHUS,
yTBEPKIEHHBIX Periennem
Cosera EBpa3uiickoii
SKOHOMHYECKOW KOMUCCUU OT
3 Hos10pst 2016 1. Ne 78

B MHChbMEHHOH (hopme:
B XOJI¢ IpreMa
3aWHTEPECOBAHHOTO
JIVIIA;

I10 TI0YTE;

HapOYHBIM (KypbepoMm)

3aHTEpECOBAaHHBIM  JIMIIOM  MPEACTABISAIOTCS  CIEAYIOIIME  UHBIE
JIOKYMEHTBI, MIPEIYCMOTPEHHBIE B YaCTH MEPBOM MyHKTa 2 cTarthd 15 3akoHa
Pecny6nuku benapycs «O0 0CHOBax aJMUHUCTPATUBHBIX MPOLEIYP»:

Py HAMpaBIICHUM IO TMOYTE I OPUAMYECKOTO JIMIa — CBEICHUs
O pyKOBOAWTENE IOpuadyeckoro Juna (pamMuiaus, CcoOCTBEHHOE UM,
OTYECTBO (€C/IM TaKOBOE HMEETCs), JaHHBIE IOKYMEHTA, YAOCTOBEPSIOIIETO
JUYHOCTh, a TaKke JOKyMeHTa (ero KOIMHH), TOJATBEPKIAFOIIETO
ero TMnojHoMouus (MpUKa3 O Ha3HAYEHUU Ha JAOHKHOCTh PYKOBOJUTENS
WM BBIMTMCKA M3 pElIeHUs OOIIero coOpaHus, MpaBjieHUs MO0 MHOTO OpraHa
yIpaBJICHUS IOPUIUYECKOTO JIMIA, WJIA TPYJOBOM JOroBop (KOHTPAKT),
WM TPaXIaHCKO-TIPAaBOBOM JI0TOBOP);

IIPH JINYHOM TIPEACTABICHUHU:

JIOKYMEHT, YAOCTOBEPSIONINI TUYHOCTh, U IOKYMEHT, MOTBEPKIAIOITUI
MOJITHOMOYHST PYKOBOJUTENS IOPUAWYECKOro jula (MpUKa3 O Ha3HAUYCHUM Ha
JOJKHOCTh PYKOBOJAMTEJIS, WM BBIMHCKA W3 PEIIeHUs oOIIero coopaHus,
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MpaBjieHHuss W00 HWHOTO OpraHa YIpaBJiICHUS OPUIAYECKOrO JIUIA, WM
TPYAOBOM JOrOBOp (KOHTPAKT), WJIM TPakKJaHCKO-TIPABOBOM JOTOBOP), —
PYKOBOJUTEIIEM FOPUINYECKOIO JINIIA;

JOKYMEHT,  YAOCTOBEPSIOMIMN  JIMYHOCTb, —  WHIUBUAYAJIbHBIM
MpEeIPUHUMATETIEM;

JOKYMEHT,  yJOCTOBEPSIIOIIMN  JIMYHOCTh, M  JIOBEPEHHOCTh  —
YIOJITHOMOYEHHBIM MTPEJICTABUTEIIEM 3asIBUTEIIS.

3. CeneHus o0 cOpaBKE UM HHOM JOKYMEHTE, BbIJaBa€MOM
(OpUHUMAEMOM,  COIJIaCOBBIBAEMOM,  YTBEPXKJAAEMOM)  YIOJHOMOYEHHBIM
OpPraHoOM I10 pe3yJibTaTaM OCYIIECTBICHHUS aIMUHUCTPATUBHOMN MPOLEYPHI:

HanmenoBanue Cpok dopma
JOKYMEHTa neicTBus Npe/ICTaBlIeHUs
[pErUCTPAIMOHHOE 5 ner NUCbMEHHAas
YIOCTOBEpPEHHE

OeccpouHo (B Ciyyae eciu
JICKapCTBEHHBIN Mpernapar
3apErUCTPUPOBAH B COOTBETCTBUE C
3aKOHOJATEILCTBOM TOCYIapPCTRB-
yjeHoB EBpa3uiickoro
HKOHOMUYECKOTO COI03a JI0

31 nexabps 2020 r. u obpamaercs 5
JeT u 0oJiee Ha pbIHKE HE MeHee 3
rocyaapcTB-uwieHoB EBpa3zuiickoro
HIKOHOMUYECKOTO COI03a
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[Ipunoxenue
K PpETJIaMEHTYy aJAMUHHUCTPATUBHOU
MPOLEAYPHl, OCYLIECTBISIEMOM B

OTHOUIEHUU CyOBEKTOB
XO34MCTBOBaHUS, IO MOJIYHKTY
9.4.10 «I[IpuBenenune
PErUCTPALIMOHHOTO J0Che B
COOTBETCTBUE c [IpaBunamu
perucTpanuu u AKCIIEPTU3BI
JIEKAPCTBEHHBIX CpEICTB
EBpazuiickoro KOHOMUYECKOTO
CO03a U NOJIyYEHUE

PETUCTPALIMOHHOTO  YAOCTOBEPEHUS
Ha JICKapCTBEHHBIM mpemapar B
COOTBETCTBUM C  MEXIyHapOIHO-

IIPaBOBBIMU aKTaMH,
COCTAaBJIAFOLIMMU IIPaBo
EBpaszuiickoro SKOHOMHUYECKOI'0
COHO3a»
dopma
3ASIBJIEHUE

O MPUBCACHHUHN PCTUCTPALNOHHOI'O JOCHE JICKAPCTBCHHOTO IIPCIIapaTa B COOTBETCTBHC
C Tp€6OBaHI/I}IMI/I EBpEBPIﬁCKOFO 9KOHOMHNYCCKOI'O COIO3a

1. lepxatenp perucTpallMOHHOTO yI0CTOBEPEHHS], MECTO HAXOXKICHUS
2. 3asBHUTEIIH, MECTO HAXOXKICHUS

3. IIpon3BoaMTENb, MECTO HAXOXKICHUS
B ToM umcne:

OCYIIECTBIISTFOITHN MPOU3BOJICTBO TOTOBOM JICKAPCTBEHHOUW (hOPMBI

OCYIIECTBIISIIONTNH (hacOBKY U (MIJIM) YIAKOBKY

OCYIIECTBIAOINN KOHTPOJIb Ka4yeCcTBa
OCYILIECTBIIAIOIINMI BbIIa4y pa3pelICHUs Ha BBIMYCK JIEKAPCTBEHHOIO Ipernapara

VWHBIC YYAaCTHUKMA IIPOM3BOJICTBA M KOHTPOJSA KayecTBa JIEKAPCTBEHHOTO
npenapara
4. TlpousBogutenp (apmaleBTHUECKONW CyOCTaHIIMM, MECTO HaXOXKICHUS

5. ToproBoe HaMEHOBaHHUE JIEKAPCTBEHHOTO penapara

6. MexayHapoHOE HEMMaTEHTOBAHHOE HaMMEHOBaHHE™
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7. CocrtaB JEKapCTBEHHOro mpemapara (C yKa3aHHUEM HaUMEHOBaHMUS
Y KOJIMYECTBA JNEUCTBYIOIIUX u BCIIOMOTaTEIbHBIX BEIIECTB)

8. JlekapcTBeHHas ¢opma C yKa3aHHEM J03bl JCHCTBYIOIIETO BelecTBa (s
OJTHOKOMIIOHEHTHOTO WJM JABYXKOMIIOHEHTHOT'O JIEKAPCTBEHHOr'O Mpernapara)

9. CranpaptHas ynakoBKa (mepBHYHAs, BTOPUYHAS, IPOMEXKYTOYHAs — IPHU
HaJIM4YMK) C yKa3aHUEM KOJIMYECTBA J03 B yIIaKOBKe™*

10. Crioco6 mpumeHeHus JIEKapCTBEHHOTO Mpenapara (BHyTpEHHEE, HapyKHOE,
JUTSL TAPEHTEPATIBHOTO BBEICHUS U JIPYTO€)

11. ®apmakorepaneBTUYECKass TpyINa, KOJ aHATOMO-TEPaneBTUYECKO-
xumuueckon knaccupukamnuu (ko ATX)

12. Cpok rogHoCTH

13. YcnoBus xpaHeHus

14. 3ammmenHocTs nareHtaMu B PecnyOnuke benapych (Biamenel] maTeHTa,
HOMeEp, JlaTa BbIJIayH, CPOK JEHCTBHS)

15. JlaHHble 00 yHmOJHOMOYEHHOM JHIle MO (apmakoHaa3opy B PecmyOmuke
benapych

16. MecTo ocyliecTBIeHUs OCHOBHOM JIEATEILHOCTH 10 (hapMaKkoOHAA30py

17. MecTtonaxosxaenue Macrep-daiiia cucteMsl papMakoHaa3opa

3asiBiieHHE TpENICTaBseTCsd Ha (PUPMEHHOM OJIAHKE 3asiBUTEINS WIM JIepKaTels
PETUCTPAIMOHHOTO YAOCTOBEPEHUS, MOANUCHIBAETCA YIOJIHOMOYEHHBIM JIMIIOM
3asBUTEINS WIM JAEPKATeNlsl PETHCTPAllMOHHOTO YIOCTOBEPEHUS, C YKa3aHUEM €ro
JOJIKHOCTU CITyXaIliero, GpamMuwinu, coOOCTBEHHOTO MMEHM, OTYECTBA (€CIM TaKOBOE
umeeTcs). B 3agBiieHnn 3an0IHAIOTCS BCE PEyCMOTPEHHBIE rpadbl.

Jlep>kaTensb perucTPallMOHHOTO YAOCTOBEpEHUs OepeT Ha ceOsi OTBETCTBEHHOCTD
3a 9(ppeKTUBHOCTH, OE30MACHOCTh M KA4E€CTBO JIEKAPCTBEHHOTO Mpemnapara.

JlepkaTenb PErucTPallMOHHOTO YAOCTOBEpPEHUS (3asBUTENb) TapaHTHUPYET
JIOCTOBEPHOCTh WH(MOpMAIUU, COACpKAIIEHCSs B PETHUCTPAIIMOHHOM JIOChE U
HACTOSILEM 3asBJICHUU.

JlepxaTenb PErucTpallMOHHOTO YIOCTOBEPEHUS TapaHTHpPYET, 4YTO IpaBa
TPETbEN CTOPOHBI, 3AIMIIEHHOM [aTEHTOM, HE HapylIalTCsI B CBSI3UM C
rOCYJapCTBEHHOW perucrpanueit (MoATBEp:KICHHUEM TOCYJapCTBEHHOW perucTpaluuu
(mepepeructpalnueil)) 1eKapcTBEHHOTO Mpenapara.

202 T.

(moamuchk) (vHUIMATB] (MHUALIAAT
COOCTBEHHOI'O
UMeHU), pamuins)



KonrtakTHOE 11110
(Tpu HAJTMYHH)

(MHULMATEl (MHUIIMAT COOCTBEHHOTO UMEHU), (haMUITUs )
Mecto HaxoxeHus, TenedoH

*B cmyyae OTCYTCTBHSL MEXJIYHApOJHOIO HEMAaTEHTOBAHHOTO HAMMEHOBAaHUS
yKa3pIBaeTcsl OOIIENpUHATOE (TPYHNIMPOBOYHOE) HAMMEHOBaHHE, HayyHOe (XMMHYECKOE)
HauMEHOBAaHUE.

**Yka3pIBaeTcsi MaTepuan NepBUYHON YHAKOBKHM (TJICHKA IMOJIMBUHWIXJIOPUIHAS,
ayfoMuHueBas (onbra u T..), BUJ NEPBUYHON YMAKOBKH (aMITyJibl, (IakOHBI, KOHTYpHAs
AYEHKOBas YINAaKOBKa W T.N.), KOJMYECTBO E€AMHUIl NMPOAYKLHH B INEPBUYHON YIAKOBKE
(komnyecTBO TAOIETOK B KOHTYPHOW SYEWKOBOW YMAKOBKE W T.I.), BTOPUYHAs H, TPU
HaJIMYMU, TIPOMEXYTOYHAs YNAaKOBKA, KOJMYECTBO MEPBUYHBIX YIAKOBOK BO BTOPUYHOMU
(IpoMEXyTOUHOI) YITaKOBKE (KOJIMYECTBO KOHTYPHBIX SYEHKOBBIX YIAKOBOK BO BTOPUYHOM
YHakoBKE M T.M.), MHQOpPMALUMA O HAIWYMMA TOTIOTUTENS BIIard, JUCTKAa-BKJIabIIIa
(MHCTpYKLIMM 10 MEAMLHMHCKOMY NPHMEHEHHIO), KOMILIEKTHOCTH (MIVa, KareJbHULA,
MepHasi JIOXKKa U T.I1.).



