YTBEPXJIEHO
IlocTanoBienue
MuHucTepcTBa 37paBOOXPAHECHUS

Pecniy6nuku bemapych

PETJIAMEHT

aIMUHUCTPATUBHOM MIPOLETYPHI,
OCYUIIECTBIIIEMOU B OTHOILICHU U
CyOBEKTOB X035 CTBOBAHMS, 1o
noanyHkry 9.4.7  «Peructpauus u
NOJIyYeHUE PETUCTPALIMOHHOTO
YAOCTOBEPEHUsSI  HAa  JIEKQPCTBEHHBIM
npemnapar B COOTBETCTBUU Cc
MEXTyHapOAHO-TIPABOBBIMU aKTaMHu,

COCTaBJISIOIIMMUA TpaBo  EBpazuiickoro
HKOHOMHMYECKOIO COK3a»

1. OcoGEeHHOCTH OCYIIECTBIECHUS aIMUHUCTPATUBHON MIPOLIEAYPHI:

1.1. HauMeHOBaHUE YIMOJIHOMOYEHHOTO OpraHa (1MO0JIBEIOMCTBEHHOCTb
aJMUHUCTPATUBHOM TIpolieypbl) — MUHUCTEPCTBO 3pABOOXPAHEHUS;

1.2. HOpmaTMBHBIE TPABOBBIE AaKThl, PETYJIUPYIOLIME  MOPSIIAOK
OCYILECTBJICHUS aIMUHUACTPATUBHOM MTPOLIEAYPHI:

Cornamienue O €AWHBIX MNPUHLUMIAX U TOpaBuiax  oOpalieHus
JIEKapCTBEHHBIX CPEJICTB B paMKax EBpa3HiiCKOro 3KOHOMHYECKOIO COH03a
ot 23 nexabps 2014 r.;

Pemenue Cosera  EBpazuiickon AKOHOMHUYECKOU KOMHCCHUU
or 3 HosOpa 2016 r. Noe 78 «O IlpaBuiiax perucrpaiivi M SKCIEPTU3BI
JIEKAPCTBEHHBIX CPEJICTB I MEAUIMHCKOTO MPUMEHEHUS;

3akon Pecnyonuku bemapycs ot 28 oktsa0ps 2008 1. No 433-3
«O0 OCHOBax aAMUHUCTPATUBHBIX MPOLEAYPY;

Vka3 Ilpesuaenta Pecnyonuku benapycs ot 25 urons 2021 r. Ne 240
«O0 aJAMUHUCTPATUBHBIX TPOLIEAYypaX, OCYIIECTBISIEMbIX B OTHOIICHHUU
CyOBEKTOB XO35IICTBOBAHUSY;

noctaHoBienne  CoBera  MwunuctpoB  Pecnyonuku — Benapych
or 24 centsops 2021 1. No 548 «OO0 agMUHUCTPATHUBHBIX MPOLEIYPaAX,
OCYIIECTBIIIEMBIX B OTHOIIEHUN CYOBEKTOB XO35ICTBOBAHUSY;

nocTaHoBjeHMe MuHUCTEpCTBA 3/ipaBooxpaHeHus Pecryonuku benapych
ot 23 anpenst 2018 r. Ne 36 «O npegocTaBiIeHUN MOJTHOMOYUI»;

1.3. WHBIE UMEIOIIHECS 0COOEHHOCTH OCYILIECTBJICHUS
aIMHUHUCTPATUBHOU MPOLIETYPHI:

1.3.1. peructpaniiu B COOTBETCTBUM C MEXIYHAPOIHO-IIPABOBBIMU
aKTaMM, COCTaBIIOIIMMU NPaBO EBPAa3UMCKOrO0 3KOHOMHYECKOTO COKO3a HE
MOJJIeKAT JIEKAPCTBEHHBIE CPEACTBA, YKa3aHHbIE B MNYHKTE 6 cTartbu 7
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Cornamienusi 0 €UHBIX MPUHITMIIAX W MPaBHIaX OOpaIeHus JEKapCTBEHHBIX
CpEICTB B paMKax EBpasuiickoro DKOHOMHYECKOTO COr03a
ot 23 nekabps 2014 r. u B mynkrax 3a u 5 [IpaBuin peructpanuu 1 3KCIEPTU3HI
JIEKApCTBEHHBIX CPEACTB JUIsl MEAUIMHCKOTO MPUMEHEHUS, YTBEPKICHHBIX
Pemennem Cosera EBpasniickoii AKOHOMHUYECKOU KOMHUCCUU
otT 3 HosA0ps1 2016 1. Ne 78;

1.3.2. 3agBUTENEM U AEPKATEIEM PETUCTPALMOHHOTO YJIOCTOBEPEHHUS IS
PETUCTPALIMK JIEKAPCTBEHHBIX MPENAPATOB B COOTBETCTBUM C MEXIAYHAPOIAHO-
MPAaBOBBIMU aKTaMH, COCTABJISIOMIMMU TpaBO EBpa3zuMiickoro 3KOHOMHUYECKOIO
COI03a, MOTYT BBICTYIATh JIMLIA, YKa3aHHbIe B TiaBe 2 [IpaBui perucrpauuu u
AKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO TMPUMEHEHUS,
yTBepkIcHHbIX Pemennem CoBera EBpa3niickoi S3KOHOMUYECKOW KOMUCCHH OT
3 Hos16pst 2016 1. Ne 78;

1.3.3. [OMOJHUTENbHBIE OCHOBAHUS I OTKa3a B OCYIIECTBICHUU
aIMUHUCTPATUBHOM TMpOLEAyphl MO CpaBHEHHWIO C 3akoHOM PecnyOimku
benapycs «O0 ocHOBax aAMUHUCTPATUBHBIX NPOLEAYp» ONPEACIICHbl B
nyHktax 4, 5 crarbu 7 CornameHuss O €IUHBIX MPUHLIMIAX W IpaBUIIaxX
oOpalieHus JeKapCTBEHHBIX CPEACTB B paMKax EBpa3uiickoro 3kOHOMUYECKOT0
coro3a oT 23 nekadbpst 2014 r.;

1.3.4. ocHOBaHus JJI1 pEUICHHUSI BONPOCA O MPUOCTAHOBJIICHUM JICUCTBUS
BBIJJAHHOTO PETUCTPALMOHHOTO YJIOCTOBEPEHUSI ONpPEAEIEHbl B MyHKTE 159
[IpaBun peructpauu ©  OKCOEPTU3bI  JIEKAPCTBEHHBIX CPEICTB A
MEIUIIMHCKOTO MTPUMEHEHMS, yTBEPKAeHHBIX Pemenunem Coera EBpaszuiickon
AKOHOMHUYECKON KoMuccuu oT 3 HostOpst 2016 1. Ne 78;

1.3.5. ocHOBaHUs IJis peuieHus Bompoca 00 OT3bIBE (OTMEHE) JNEHCTBUS
PETUCTPAIMOHHOTO YAOCTOBEpEHUs onpeaeneHbl B myHkre 160 IIpaBun
PETUCTpAllM M HKCHEPTU3bI JIEKAPCTBEHHBIX CPENICTB Uil MEIULIMHCKOTO
IIPUMEHEHUS, YTBEPKIECHHBIX Pemienuem Cogera EBpasuiickoi
AKOHOMHUYECKON KoMuccuu oT 3 HostOpst 2016 1. Ne 78;

1.3.6. mpoBeleHHE KOMIUIEKCA JKCIEPTH3, OCYIIECTBISIEMBIX MIPU
MOATBEPAKJICHUA PETUCTPAIMM B paMmKax EBpa3uiicKoro »KOHOMHYECKOIO
coto3a, cormacHo nyHKTy 10 IlpaBunm peructpanm ©  SKCIEPTU3BI
JIEKapPCTBEHHBIX CPENCTB TUISt MEIULIMTHCKOT O MIPUMEHEHUS,
yTBepxacHHbIX Peniennem CoBera EBpa3niickoil SKOHOMHUYECKOW KOMUCCHH OT
3 HosOps 2016 1. Ne 78, m abzamy BTOpoMy moamnyHkra 1.1 mynkra 1
NOoCTaHOBJICHUS MuHuUCTEepcTBa 3ApaBooxpaHeHus Pecnyonuku benapych
ot 23 ampenss 2018 r. No 36, oCyllecTBIAE€TCS SKCHEPTHOM OpTraHU3aIUEnd —
pecnyOMKaHCKUM  YHUTapHeIM  npeanpusituem  «lleHTp oskcmeptusz u
UCIIBITAHUN B 3IpaBOOXPAHECHUNY;

1.3.7. oOxaioBaHH€ aIMUHHUCTPATUBHOTO PEIIEHUS OCYIIECTBISIETCS
B Cy/ICOHOM TOpSKE.
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2. JlokymeHTHl U (WMJM) CBEACHHS, HEOOXOIUMBIC IJIS OCYIIECTBICHHS
aIMUHUCTPATUBHOM MPOLIETYPHI, PE/ICTABISIEMbIC 3aUHTEPECOBAHHBIM JIUI[OM:

HaumenoBanue nokymenta| TpeOGoBaHus, npeabsBiIsieMble dopMa u opsAIoK
u (W1n) cBeaeHUI K JOKYMEHTY U (WUJIM) CBEICHUAM IIPEACTABICHUS
JOKYMEHTa
U (Win) cBeACHUIN
3asiBICHUE ¢dopmMma, corinacHo B [NUCbMEHHOU (opMe:
IPUII0KEHUIO
B XOJIe IpreMa
AKCIIEPTHBINA OTUET ¢dbopmMa, coriacHo 3aMHTEPECOBAHHOIO
pecnyOIMKaHCKOTO npuinoxeHuro 16 [Ipasun JULA;
YHUTApHOT'O MIPEINPUATHS | PETUCTPAIMK U SKCIIEPTU3I
«LlenTp axcnepTus u JIEKapCTBEHHBIX CPEJICTB IS 10 TMOYTE;
MCIIBITAHUN B MEAMIIMHCKOTO MPUMEHEHUS,
3IPaBOOXPAHCHHUI» 00 YTBEPKJICHHBIX Pemenuem HApOYHBIM (KypPHEPOM)
OLIeHKE 0€30IMacHOCTH, Coseta EBpa3zniickoit
A (HEKTUBHOCTH U HKOHOMUYECKON KOMUCCUH OT
KauecTBa (B ciyyae ecliu 3 HOs10pst 2016 1. Ne 78
Pecny6nuka bemapyce —
pedepeHTHOE
rOCYJapCTBO)
3aKJIFOUYEHHUE O ¢dopma, coriaacHo
BO3MO>KHOCTH WIH npuiiokeHuro 18 IIpasun
HEBO3MO>KHOCTH perucTpanuu 1 3KCIEpTU3BI
NPU3HAHUS KCIIEPTHOTO JIEKaPCTBEHHBIX CPEJICTB VIS
OTYeTa 10 OILICHKE, MEAMIMHCKOTO IPUMEHEHN,
[10JIrOTOBJIEHHOIO YTBEPKIACHHBIX Periennem
pedepeHTHBIM Cogera EBpa3uiickoii
rOCyJIapCTBOM (B ciIydae 9KOHOMMYECKON KOMUCCUU OT
eciu PecrryOnnka 3 Hos10pst 2016 1. Ne 78
benapychk — rocy1apcTBo
MIPU3HAHMS)

3auHTEPECOBAHHBIM  JIMIIOM  TPEJACTABJISIOTCA  CIACAYIOIME  HHBIC
JOKYMEHTBI, TIPEAyCMOTPEHHBIE B YaCTH NEPBOM MyHKTa 2 cTaThu 15 3akoHa
Pecnyonuku benapych «O0 0OCHOBaX aAMUHUCTPATUBHBIX MPOILICTYP»:

IpU HaNpaBJICHWH IO TOYTE IS IOPUAMYECKOTO JIMIa — CBEACHUS
0 PpYKOBOAWTENEC opuadyeckoro Jjuna (dhamMuiaus, COOCTBEHHOE UM,
OTYECTBO (€CJIM TaKOBOE HMEETCs), JaHHBIE IOKYMEHTA, YAOCTOBEPSIOIIETO
JUYHOCTh, a TaKke JOKyMeHTa (ero KOINHH), TOJATBEPKIAFOIIETO
ero MOoJHOMOYHs (TpUKa3 O Ha3HAYEHWH Ha JIOJHDKHOCTb PYKOBOJUTEIIS
WJIM BBIMIMCKA U3 pPEIIeHUs OOIIero CoOOpaHus, MpaBieHUs MO0 MHOTO OpraHa
VOpaBJICHUS IOPUIUYECKOTO JIMIA, WJIA TPYAOBOH JOroBOp (KOHTPAkKT),
WJIU TPaKTIaHCKO-TIPABOBOM JIOTOBOD);

IIPU JTUIHOM IIPEACTABIICHHM:
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JTIOKYMEHT, YA0CTOBEPSIONINI JIMYHOCTh, U JIOKYMEHT, IMOJITBEPKAAIOITUAN
MOJTHOMOYHSI PYKOBOJMTENS HOPUIUUYECKOro Jidila (IIpUKa3 O HAa3HAYECHHUHM Ha
JOJKHOCTh PYKOBOJAWTEIIS, WM BBIMHCKA W3 PEIIeHUs] oOIero codopaHwus,
MpaBiieHHus W00 WHOTO OpraHa YIpaBJiCHUS OPUIAYECKOrO JIUIA, WM
TPYAOBOM JOroBOp (KOHTPAKT), WJIM TPakKJaHCKO-TIPABOBOM JOTOBOp), —
PYKOBOJIUTEJIEM IOPUIAYECKOTO JIUIIA;

JOKYMEHT,  YAOCTOBEPSIOMIMN  JIMYHOCTb, —  WHIUBUAYaAJIbHBIM
MpENPUHUMATETIEM;

JOKYMEHT,  yJOCTOBEPSIOMIMI  JUYHOCTh, U  JOBEPEHHOCTh  —
YIOJITHOMOYEHHBIM MTPEJCTAaBUTEIIEM 3asIBUTEIIS.

3. CBemenHus O CHOpaBKE WIM HWHOM JIOKYMEHTE, BbIJABAEMOM
(OpUHUMAEMOM,  COIJIaCOBBIBAEMOM,  YTBEPXKJAAEMOM)  YIOJHOMOYEHHBIM
OpraHoOM I10 pe3yJibTaTaM OCYIIECTBICHUS aIMUHUCTPATUBHOU MPOLIETYPHI:

HanmenoBanue Cpox dopma
JOKYMEHTa neicTBus NpeCTaBlICHUs
[PETUCTPALIMOHHOE YAOCTOBEPEHHE 5 ner NUCbMEHHAas

4. Bug w pa3smMep IIaThl, B3UMAeMOM TIPU  OCYIIECTBJICHUM
aIMUHUCTPATUBHOW TIPOLEAYPHI, WM TNEPEYEHb 3aTpar, CBSA3AHHBIX C
OCYILIECTBIICHUEM aAMUHHUCTPATUBHOM TMPOLEAYpPbl, — TOCYIapCTBEHHAs
nonuiHa B pazmepe 10 6a30BbIX BEIUYMH.


consultantplus://offline/ref=47DAC118E7A43B746A22A04D3BDDAE410F08D386D57A9C5FC81ED0AB77B3329685AF59A9F71CA851F381A9299B989DD5731227BB268830CDA54F729313j2n0G
consultantplus://offline/ref=47DAC118E7A43B746A22A04D3BDDAE410F08D386D57A9C5FC81ED0AB77B3329685AF59A9F71CA851F381A9299B989DD5731227BB268830CDA54F729313j2n0G

[Ipunoxenue

K pEerlaMeHTy aJIMHHHCTPATHUBHOM
MPOLEAYPHl, OCYLIECTBISIEMONM B
OTHOUIEHUU CyOBEKTOB
XO34MCTBOBaHUS, IO  MOJIYHKTY
9.4.7 «Peructpauuss W IOJy4EeHUE
PETUCTPAIMOHHOTO  YIOCTOBEPEHUSA
Ha JICKapCTBEHHBIM mpemapar B
COOTBETCTBUM C  MEXIyHapOIHO-

IIPABOBBIMU aKTaMmHu,
COCTAaBJIAFOLIMMU paBo
EBpasuiickoro HKOHOMUYECKOI0
COI032»

dopma
3ASBJIEHUE

O pEerucCTpaivu JICKAPCTBCHHOI'O IIpCIIapara

1. epxaTenb perucTpalluOHHOTO YJIOCTOBEPEHHUSI, MECTO HAXOXKICHUS
2. 3agBHUTEIIH, MECTO HAXOXKICHUS

3. IlpousBoauTENH, MECTO HAXOXKICHUS
B Tom umcne:

OCYIIECTBIISTFOITHN MPOU3BOJICTBO TOTOBOM JIEKAPCTBEHHOUW (hOPMBI

OCYIIECTBIISIIONTUH (hacOBKY U (MJIM) YIIAKOBKY

OCYILIECTBIAIOLINN KOHTPOJIb KayecTBa
OCYILECTBIIAIOIINM BbIa4y pa3pellIeHUs Ha BBIIYCK JIEKAPCTBEHHOIO Ipernapara

VHBIC YYAaCTHUKM IIPOM3BOJICTBA M KOHTPOJS KayecTBa JIEKAPCTBEHHOTO
npenapara
4. TlpousBomutens (apMareBTUUSCKON CyOCTaHIIMHA, MECTO HaXOXKJICHUS

5. ToproBoe HaMEHOBaHHUE JIEKAPCTBEHHOTO IIpenapara

6. MexayHapoHOE HEMMaTeHTOBAHHOE HAMMEHOBaHUE™

7. CocraB JeKapCTBEHHOro mpemapara (C yKa3aHHUEM HaUMEHOBaHUS
Y KOJIMYECTBA NENUCTBYIOIINX u BCIIOMOTaTEIbHBIX BEILECTB)

8. JlekapcTtBeHHass ¢opMa ¢ yKazaHHEM JI03bl JEHUCTBYIOIIETO BellecTBa (s
OJTHOKOMIIOHEHTHOTO HWJIM JBYXKOMIIOHEHTHOTO JIEKAapCTBEHHOTO IIperapara)

9. CranpmaptHas ymakoBKa (IepBUYHAs, BTOPHUYHAS, MPOMEXKYTOUYHAS — MPHU
HaJM4Yuu) C yKa3aHUEM KOJIUYECTBa /103 B yHakoBke™**




10. Crioco® mpuMeHeHus JIEKapCTBEHHOIO Mpenapara (BHyTpEHHEE, Hapy>KHOE,
JUTSl TAPEHTEPATIbHOTO BBEICHUS U JIPYTO€)

11. ®apmakorepaneBTUYECKass TpyMNna, KOJ aHATOMO-TEPaneBTUYECKO-
xumuyeckon knaccupukanuu (kog ATX)

12. Cpok rogHocTH

13. YcnoBusa xpaneHus

14. 3amumenHocts natreHtramu B PecnyOnuke benapych (Bnazenen mateHra,
HOMep, JlaTa BbIJIauH, CPOK JE€HCTBHUS)

15. JlanHble 00 YyNMOJIHOMOYEHHOM JMIle MO (apmakoHaa3opy B PecmyOnuke
benapych

16. MecTo ocyiecTBIeHUsI OCHOBHOM JIEATEIbHOCTH 1O (hapMaKkOHAA30py

17. MecToHaxoxeHue Mactep-Qaitna cucremsl (hapMakoHaa30pa

3asBieHue TpeAcTaBiIseTcs Ha GupMeHHOM OJlaHKE 3asBUTENIS WM JIepKaTels
PETUCTPALIMOHHOTO  yAOCTOBEPEHHUS, MOJNUCHIBACTCS YIOJTHOMOYEHHBIM JIMI[OM
3asBUTEIS WIM JAEPKATeNlsl PETHCTPALlMOHHOTO YIOCTOBEPEHUS, C YKa3aHUEM €ro
JOJKHOCTU CITyXaIliero, GpamMuwinu, coOCTBEHHOTO MMEHM, OTYECTBA (€CJIM TaKOBOE
umeeTcs). B 3adBiieHnN 3an0THSAIOTCS BCE PEyCMOTPEHHBIE rpadbl.

Jlep>kaTenb perucTpallMOHHOTO YAOCTOBEpEHUsl OepeT Ha ce0si OTBETCTBEHHOCTD
3a 3(ppeKTUBHOCTH, 6E€30MACHOCTh U KA4€CTBO JIEKAPCTBEHHOTO IIpenapara.

JlepkaTenb PErucTpallMOHHOIO YAOCTOBEPEHUS (3asBUTENb) TapaHTHUPYET
JIOCTOBEPHOCTh MH(MOpMAIUU, COACpKALIEHCSs B PETHUCTPAlMOHHOM JIOChe U
HACTOSIIIEM 3asIBJICHHH.

JlepkaTenb PEruCTPALlMOHHOTO YIAOCTOBEPEHUS TapaHTHpPYET, 4YTO IpaBa
TPEThEN CTOPOHBI, 3allMIIECHHOW IaTeHTOM, HE HaApyLIalOTCi B CBI3H C
rOCyJIapCTBEHHOU perucrpanueit (MoaTBepkKIACHUEM IrOCyAapCTBEHHON pEerucTpaiuu
(mepepeructpanueil)) 1eKapcTBEHHOTO Mpenapara.

202 .

(moamuce) (wHUIMATB (MHALIHAT
cOOCTBEHHOTO
UMeHU), pamuins)

KonrtakTHOE THII0
(TIp¥ HAJTUYHH )

(MHUIMATE] (MHULIMAT COOCTBEHHOTO UMEHH ), (haMUITHSI)
Mecto HaxoxIeHUS, TenedoH




*B ciyyae OTCYTCTBHMSI MEXAYHAapOJHOTO HENAaTEHTOBAHHOIO HAaWMEHOBAHUS
YKa3bIBae€TCAd OOLIEHNPHUHATOE (IPyNIMPOBOYHOE) HAMMEHOBAHHME, HAy4YHOE (XUMUYECKOE)
HauMEHOBAaHUE.

**Yka3zpiBaeTcs Marepuan MEpPBUYHON YMAKOBKH (TUJIEHKA MOJMBUHWIXJIOPHUIHASA,
anoMUHUeBass QoJpra u T.I.), BUA NEPBUYHON yHaKOBKU (aMIrybl, (pIaKOHBI, KOHTYpHas
sAYelKoBas YNAaKOBKa W T.M.), KOJMYECTBO E€AMHMIl MPOAYKLUHWHA B TMEPBUYHON YIAKOBKE
(xonmnyecTBO TAOJETOK B KOHTYPHOM SYEHKOBOM yMakOBKE M T.N.), BTOpUYHAs U, IpPU
HaJIMYWU, TPOMEXKYTOYHAs YNaKOBKA, KOJIMYECTBO MEPBUYHBIX YMAKOBOK BO BTOPUYHOU
(mIpoMeXXyTOUHOI) yIakoBKe (KOJIMYECTBO KOHTYPHBIX SYEHKOBBIX YIAKOBOK BO BTOPUYHOM
yHoakoBKe M T.I.), MHQOpMAIMs O HAJIMYMU TMOTJIOTHTENs BJIArd, JHMCTKa-BKIAJbIlIa
(MHCTpYKUMH MO MEAWLHUHCKOMY MPUMEHEHHIO), KOMIUIEKTHOCTH (Wrja, KanelbHMIIA,
MepHasi JIOXKKa U T.I1.).



	Приложение

