YTBEPXJIEHO
IlocTanoBienue
MuHucTepcTBa 37paBOOXPAHECHUS

Pecniy6nuku bemapych

PEI'JTAMEHT

aJIMUHHCTPATUBHOM MIPOLICTYPHI,
OCYIIECTBISEMOMN B OTHOIIICHUH
CyOBEKTOB X035 CTBOBAHUS, 1o
MOJITYHKTY 9.4.5 «YcnoBHas
roCyJIapCTBEHHAs perucTpaus u
TIOJTYYCHHE PETHCTPAIMOHHOTO
YIOCTOBEPEHHS ~ Ha  JICKAPCTBEHHBIM
npernapar»

1. OcoGeHHOCTH OCYIIECTBIECHUS aIMUHUCTPATUBHON MIPOLIEAYPHI:

1.1. HauMeHOBaHWE YIMOJIHOMOYEHHOTO OpraHa (1MO0JIBEIOMCTBEHHOCTb
aIMUHUCTPATUBHOM Mponenypbl) — MHHUCTEPCTBO 3APABOOXPAHCHHUS;

1.2. HOpMaTuUBHBIE TMPABOBHIE AaKThl, PETYJIUPYIOIIUE  TOPSIOK
OCYIIECTBIICHUS AIMUHUCTPATUBHON MPOLETYPHI:

3akon PecnyOnmuku bemapyce or 20 wurons 2006 r. Ne 161-3
«O0 oOpallleHUH JIEKapCTBEHHBIX CPEJICTBY;

3akon Pecnyonuku bemapyce ot 28 oktsaops 2008 r. Ne 433-3
«O0 oCHOBax aAMUHUCTPATUBHBIX MPOLETYP»;

Vka3 Ilpesuaenta Pecnyonuku benapycs ot 25 urons 2021 r. Ne 240
«O0 aJAMUHUCTPATUBHBIX TNPOLIEAYypaX, OCYIIECTBISIEMbIX B OTHOIICHHUU
CyOBEKTOB XO35IICTBOBAHUS;

noctaHoBienne  CoBera  MwunuctpoB  Pecnyonuku — bBenapych
or 1 ampems 2015 r. Ne 254 «O roCymapCTBEHHOW pETUCTpaLAH
(MOATBEPAKACHUHU TOCYAAPCTBEHHON PErUCTPAIINK) JIEKAPCTBEHHBIX CPEACTBY;

noctaHoBienne  CoBera  MwunuctpoB  Pecnyonuku — Benapych
or 24 centsops 2021 1. Ne 548 «OO0 agMUHUCTpPaTUBHBIX MpONEAYypax,
OCYIIECTBIIIEMbIX B OTHOLIEHUN CYOBEKTOB XO35ICTBOBAHUSY;

noctaHoBjeHMe MUHUCTEpPCTBA 3/ipaBooxpaHeHus Pecryonuku benapych
ot 17 nosiopst 2020 r. Ne 97 «O6 yrBepxkaeHuu llomokeHUs: 0 KOMUCCUU TIO
JIEKApCTBEHHBIM CPEACTBAMY;

1.3. WHBIE UMEIOIIHECS 0COOEHHOCTH OCYILIECTBJICHUS
aJIMUHUCTPATUBHOM MIPOLIETYPHI:
1.3.1. YCJIOBHOM  TOCYJapCTBEHHOW  PEruCTpaluyd  MHOJJIeKaT

JIEKapCTBEHHBIC MpenapaThl, YKa3aHHbIE B 4acTH 4yeTBepToi ctathu 10 3akoHa
Pecny6nuku benapyces «O06 oOpaiiieHnn IeKapCTBEHHBIX CPEACTBY;

1.3.2. 3asgButeneM s YCIOBHOW TIOCYJIapCTBEHHOW PpETrUCTpPALIMU
JIEKApCTBEHHBIX TMpEnapaToB MOTYT BBICTYNATh JHIA, YKa3aHHbIE B YacTd
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mecro crateu 10 3akona PecnyOmuku bemapycs «O6  oOpamienuu
JIEKAPCTBEHHBIX CPEACTBY;

1.3.3. [ONOJHUTENIbHBIE OCHOBaHWA [JIl OTKa3a B OCYILECTBICHUU
aIMUHUCTPATUBHOM TIPOLIEAYpPHl IO CpPaBHEHWIO ¢ 3akoHOM PecmyOmukm
benapych «O06 ocHOBax aJMMHHCTPATUBHBIX MPOIIEAYP» OMPEICICHbl B YaCTH
nBamiath  BTopord  cratem 10 3akonma  PecmyOmumku  bemapych
«O0 obOpareHnn JIEKapCTBEHHBIX CPEACTBY;

1.3.4. ocHOBaHUA ISl PELICHHS] BONPOCA O NMPUOCTAHOBICHUU JCUCTBHS
BBIJJAHHOTO PErMCTPALIMOHHOIO YJIOCTOBEPEHUSI HA CPOK He Ooliee IIEeCTH
MECSLIEB ONPEACICHbBl B 4YacTW JBaAuarb Tperbed cratbu 10 3akoHa
Pecnyonuku benapych «O06 oOpaliieHIu JIeKapCTBEHHBIX CPEICTBY;

1.3.5. ocHOBaHMS IA pEIIEHUS BONpOCa O MPEKPAIEHUNA ACUCTBUS
PETUCTPALIMOHHOIO YAOCTOBEPEHHMS ONPEEIEHbI B YaCTH JBAALIATh YETBEPTOU
crarb 10 3akona PecnyOnuku bemapych «O0 oOpalieHuU JIeKapCTBEHHBIX
CPEACTBY, 3a UCKJIFOUEHHUEM ciyyas, PEAYCMOTPEHHOTO
B a03alle BTOPOM YKa3aHHOW 4acTH;

1.3.6. pemieHne BOIPOCOB YCIOBHOM TOCYHAPCTBEHHOM PETUCTPALIUU
JIEKApPCTBEHHBIX NPENaparoB OCYIIECTBISIETCS C YYaCTUEM KOMHMCCHUHU TIO
JIEKApCTBEHHBIM CpEACTBaM corjacHo MyHKTy 5 IlonmoxkeHuss o mopsjike u
YCIIOBUSIX OCYIIECTBIICHHUSI TOCYJAPCTBEHHOM perucTpanuu (MOATBEPKACHUS
rocyJapCTBEHHOMN perucTpalrn) JeKapCTBEHHbIX CPEJICTB;

1.3.7. OCyIIECTBIEHUIO YCIOBHOM T'OCYAApCTBEHHOW PErUCTpaIuu
JIEKApCTBEHHBIX IMPEnapaToB MPEIIIECTBYET KOMIUIEKC MPEABAPUTEIbHBIX
TEXHUYECKUX PadOT, MPeayCMOTpEHHBIX B MyHKTe 3 IlonoxeHus o mopsiake u
YCIIOBUSIX OCYIIECTBIICHHUSI TOCYJApPCTBEHHOM perucTpanuu (MOATBEPKACHUS
rocyJapCTBEHHOMN perucTpanumn) JeKapCTBEHHBIX CPEJICTB.

2. JlokyMeHThl U (WUJM) CBEACHUS, HEOOXOIUMbIC ISl OCYIIECTBICHUS
aMUHUCTPATUBHOM MPOLIEAYPHI, IPEACTABISIEMbIE 3aUHTEPECOBAHHBIM JTUI[OM:

HaunmenoBanue nokymeHTa TpeGoBanus, dopma 1 opsI0K
U (WJIK) CBEJCHUI peIbsBIIsIEMbIC Mpe/ICTaBICHUS JOKYMEHTA
K IOKYMEHTY U (VJIH) U (WIH) cBeACHUI
CBEJICHUSM
3asiBJICHUE dbopma, corimacHo B IMMCbMEHHOU dopme:
MPWIOKEHHUIO | B XOJI€ ITpUeMa
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3aKJIFOUEHHE ¢dopmMma, corinacHo 3aMHTEPECOBAHHOTO JIUIIA;
pecyOIUKaHCKOTO MPUWIOKEHUIO 2
YHUTAPHOTO MPEANPUITHUS O TI0YTE;
«llenTp 3xcnepTus u
WCTIBITAaHUU B HapOYHBIM (KyphEPOM)
3IpaBOOXPAHEHUI O
COOTBETCTBUU
JIEKapCTBEHHOTO TIpenapara
TpeOOBaHUSIM
0Ce30MacHOCTH,
2((GEeKTUBHOCTH 1 KayecTBa

3aMHTEpECOBAaHHBIM  JIMIIOM  MPEACTABISAIOTCS  CIEAYIOIIHE  WHBIE
JOKYMEHTBI, ITPEAYCMOTPEHHBIE B YaCTU NEPBOM MYHKTA 2 cTaThu 15 3akoHa
Pecnyonuku benapych «O6 ocHOBaxX aJIMUHUCTPATUBHBIX MPOIEAYPY:

OpU HAMpaBICHUH MO TMOYTE IS OPUAMYECKOrO JIMLa — CBEICHUS
O pyKoOBoaWTENE ropuaudyeckoro Jjuna (dbamuiaus, COOCTBEHHOE UM,
OTYECTBO (€C/IM TaKOBOE HMEETCs), JAHHBbIE IOKYMEHTA, YAOCTOBEPSAIOIIETrO
JUYHOCTh, a TaKXke JOKyMeHTa (ero KOINWM), MOJTBEPKIAOIIETO
€ro TMojHoMouus (MpUKa3 O HA3HAYEHUU HA JIOJDKHOCTh PYKOBOJUTENS
WIM BBINIMCKA U3 pElIEHUs OOIIEero coOpaHusi, MpaBJieHUs JIMO00 MHOrO OpraHa
YIPABJIECHUS IOPUAMYECKOrO JIMIA, WIM TPYAOBOW JOrOoBOp (KOHTPAKT),
WJIH FPAXKJAHCKO-TIPABOBOI 10TOBOD);

IIPY JINYHOM IIPEACTABICHUM:

JNOKYMEHT, YAOCTOBEPSAIOIINN JTUYHOCTb, U TOKYMEHT, IIOATBEPKAAOIIUN
IOJIHOMOYUSI PYKOBOJUTENS FOPUAMYECKOrO JHLA (MPUKA3 O HAa3HAYEHUU Ha
JIOJDKHOCTh PYKOBOJUTENS, WM BBIIMCKA W3 pelieHus oOuero coOpaHws,
OpaBJIECHUA JUOO HMHOIO OpraHa YIpaBi€HHUS OPUIAWYECKOTO JIMLA, WIA
TPYAOBOW JOroBop (KOHTPAKT), WM TPa)xJTaHCKO-IIPABOBOM JI0TOBOp), —
PYKOBOAUTENIEM FOPUIANYECKOTO JINIIA,

NOKYMEHT,  YAOCTOBEPAIOIIMA  JIMYHOCTh, —  HWHAUBUIYAIbHBIM
IpEeANPUHAMATENEM;

JNOKYMEHT,  yIOCTOBEPSIOIIWM  JINYHOCTb, MW  JOBEPEHHOCTb  —
YIIOJTHOMOYEHHBIM IIPEICTABUTEIIEM 3asIBUTEIIS.

3. CaemeHus O CIOpaBKE WIM WHOM JIOKYMEHTE, BBIIaBAEMOM
(MpUHUMAEMOM,  COIJIACOBBIBAEMOM,  YTBEPKAAEMOM)  YIOJHOMOYEHHBIM
OpPraHOM II0 Pe3yJIbTaTaM OCYILECTBIICHUS aIMUHUCTPATUBHON NPOLEAYPHI:

HaumenoBanue Cpox dopma
JTOKyMEHTA JENUCTBUS MpeACTaBICHUS
PETUCTPAIIMOHHOE YIOCTOBEPEHHE 1 rog MMCbMEHHAas
Nnple pelicTBHs, COBEpPIIAEMBIE  YINOJIHOMOYEHHBIM  OPraHoOM IO
VCIIOJJHCHUIO AJMUHHCTPATUBHOIO PEIICHUS, - BHECEHHUE CBEACHUM O

3apErUCTPUPOBAHHOM JIEKAPCTBEHHOM TIpenapare, MNPOMIEAINIEM YCIOBHYIO
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roCyJapCTBEHHYIO PEruCTpanuio, B ['ocymapCcTBEHHBIN peecTp JEKapCTBEHHBIX
cpeactB Pecriyonuku benapych.
4. Tlopsanok mogaun (OT3bIBA) aIMUHHUCTPATUBHOMN KaTOOBI:

HaumenoBanue rocynapctBennoro oprana | @opma nojauu (0T3bIBa) aAIMUHUCTPATUBHON
(MHOM OopraHU3aluu), pacCMaTPUBAIOLIETO XKayoOb! (3JIEKTPOHHAS U (WIIH)
aJIMMHHUCTPATUBHYIO KaJlo0y nucbMeHHas hopma)

CoBeT MUHUCTPOB MMUCbMEHHAS, DJICKTPOHHAS
Pecnyonmku benapych




[Ipunoxenue 1

K pEerlaMeHTy aJIMHHHCTPATHUBHOM
MPOLEAYPHl, OCYLIECTBISIEMONM B
OTHOUIEHUU CyOBEKTOB
XO34MCTBOBaHUS, IO  MOJIYHKTY
9.4.5 «YcimoBHas rocygapCTBEHHAs
perucTpanus 151 IIOJTyYEHHE
PETUCTPAIMOHHOTO  YAOCTOBEPEHUS
Ha JICKAPCTBCHHBIN IIperapary

dopma

3ASABJIEHUE
00 yCIIOBHOM TOCY/IapCTBEHHON pETrMCTPALMK JIEKAPCTBEHHOIO Mpenapara

1. epxaTenb perucTpalluOHHOTO YJIOCTOBEPEHHUSI, MECTO HAXOXKACHUS
2. 3agBUTENb, MECTO HAXO0KJICHUS
3. [IpousBoaKUTENIb, MECTO HAXOXKICHUS
B Tom uncne:

OCYIIECTBIISTFOITUN MPOU3BOJICTBO TOTOBOM JICKAPCTBEHHOUW (hOPMBI

OCYIIECTBIISIIONTUHN (hacOBKY U (WJIM) YIIAaKOBKY

OCYHIGCTBJI}IIOIHI/Iﬁ KOHTPOJIb Ka4CCTBa
OCYHIGCTBJI}IIOIHI/Iﬁ BbIAA49y paspCUICHUA HA BLIITYCK JICKAPCTBCHHOI'O IIPCIIapaTra

VWHBIC YYaCTHUKM IIPOM3BOJACTBA M KOHTPOJS KAadyeCTBA JIEKAPCTBEHHOI'O
npernapara
4. TlpousBomgutenb (papMareBTUYECKON CyOCTaHIIMM, MECTO HaXOXICHUSA

5. ToproBoe HaMEHOBaHHUE JIEKAPCTBEHHOTO IIpenapara

6. MexiyHapoIHOE HEeIIaTCHTOBAaHHOE HaUMEHOBaHHE™

7. CocTaB JEKapCTBEHHOr0o Mpemnapara (C yKa3aHHEM HAUMEHOBAHUS U
KOJIMYECTBA JNEUCTBYIOIINX u BCIIOMOTaTEIbHBIX BEIECTB)

8. JlekapcTBeHHass (opMa ¢ yKazaHHEM JI03bl JECUCTBYIOIIETO BeliecTBa (s
O/JTHOKOMIIOHEHTHOTO HWJIM JBYXKOMIIOHEHTHOTO JIEKAapCTBEHHOTO IIpernapara)

9. CranpaptHas ymnakoBKa (N€pBUYHAsl, BTOPUYHAs, MPOMEKYTOYHAasi — MpHU
HaJM4YUH) C yKa3aHUEM KOJIMYECTBa /103 B yakoBke™**

10. Crioco0® npuMeHeHus JIEKapCTBEHHOIO Mpenapara (BHyTPEHHEE, Hapy>KHOE,
JUTSl TAPEHTEPATIbHOTO BBEICHUS U JIPYTO€)




11. ®apmakorepameBTHYeCKas TpyMa, KOJI AaHATOMO-TEPAaleBTHUECKO-
xumuyeckoi knaccupukanuu (ko ATX)

12. Cpok rogHocTH

13. YcnoBusa xpaHneHus

14. 3amumenHocts nateHtamu B PecnyOnuke benapych (Bnazenen mateHra,
HOMEp, /1aTa BBIJa4H, CPOK JCHCTBHS)

15. JlanHble 00 YHMOJHOMOYEHHOM JHIe Mo ¢apmMakoHan3opy B PecnyOmnuke
benapych

16. MecTo ocyiecTBIeHUsI OCHOBHOM JI€ATEIbHOCTH 10 (hapMaKkOHAA30py

17. MectonaxoxaeHue mactep-paiina cucreMsl papmMakoHaA30pa

3asBieHUE TIPEACTaBIsAeTCS HAa (UPMEHHOM OJIaHKE 3asBUTENS WIHA JCPiKaTels
PETUCTPALIMOHHOTO  yJAOCTOBEPEHHUS, MOJMNUCHIBACTCS YIOJTHOMOYEHHBIM JIUIIOM
3asBUTENI WIM JAEPKATeNlsl PETMCTPAllMOHHOTO YIOCTOBEPEHMS, C YKa3aHHEM €ro
JOJKHOCTU CIIyXaIliero, GpamMuwinu, coOCTBEHHOTO MMEHM, OTYECTBa (€CJIM TaKOBOE
umeetcs ). B 3asiBjeHUN 3aN0IHSIOTCS BCE MIPEAYCMOTPEHHBIC Tpadbl.

Jlep>kaTenb perucTpallMOHHOTO YAOCTOBEpEHUsl OepeT Ha ce0sl OTBETCTBEHHOCTD
3a 3(ppeKTUBHOCTH, 6€30MaCHOCTh U KaUeCTBO JICKAPCTBEHHOTO Mpernapara.

Jlepxatenb pErucTpallioOHHOTO YJIOCTOBEpEHHUs (3asBUTENIb) TapaHTUPYET
JIOCTOBEPHOCTh MH(MOpPMAIMU, COAEpXKALIEHCSs B PErHUCTPAlMOHHOM JIOChe U
HACTOSIIEM 3asIBJICHHH.

JlepkaTenb PEruCTPAllMOHHOTO YAOCTOBEPEHUS TapaHTUPYET, 4YTO IIpaBa
TPEThEN CTOPOHBI, 3alMIIECHHOW IaTeHTOM, HE HapylIalOTCi B CBI3H C
roCyJIapCTBEHHOM peructpanueit (moarBepKAeHUEeM rocy1apCTBEHHON pEerucTpaium)
JIEKapCTBEHHOTO Ipernapara.

202 T.

(moamuce) (wHUIMATB (MHALIHAT
cOOCTBEHHOTO
UMEHH ), (pamMums)

KonTakTHOE Mu1io
(TIp¥ HAJTUYHH )

(MHUIMANBI (MHUALIAAT COOCTBEHHOTO UMEHH ), (haMUITHs)
Mecto HaxoXIeHHS, TenedoH

*B ciiyqae  OTCYTCTBHS ~ MEXIYHAPOJHOIO HENATEHTOBAHHOIO HAMMEHOBAHMS
yKa3bIBaeTcs oOuienpuHsaToe (TPYNIUPOBOYHOE) HAMMEHOBAHHE, HayyHOE (XMMHUYECKOE)
HauMEHOBAHUE.

**Yka3pIBaeTcs MaTepuan NepBUYHON YHAKOBKH (TICHKA IMOJIMBUHWIXJIOPUIHAS,
aloMuHueBas (onbra u T..), BUJ NEPBUYHON YMAaKOBKH (aMIryJibl, (IakOHBI, KOHTYpHAs
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AYeHKOBasg YNAaKOBKa M T.N.), KOJMYECTBO E€AMHMIl MPOAYKLUHWHM B NEPBUYHON YIAKOBKE
(komM4yecTBO TaOJIETOK B KOHTYPHOH SYEMKOBOM YIMAKOBKE M T.N.), BTOPUYHAs U, NpU
HaJW4uH, IPOMEKYTOUYHAsl YIAKOBKA, KOJWYECTBO INEPBHYHBIX YIAKOBOK BO BTOPUYHOU
(IpoMeXyTOUHOI) YyITaKOBKE (KOJIMYECTBO KOHTYPHBIX SYEHKOBBIX YIAKOBOK BO BTOPUYHOM
yHOakoBKE M T.I.), MHQOpMAIUs O HAJIMYMU TMOIVIOTUTENS Bjard, JIUCTKa-BKIIAJbIIIa

(MHCTPYKIMKM TIO MEAWIWHCKOMY MPHMEHEHHWIO), KOMIUIGKTHOCTH (WTJa, KareJIbHHIIA,
MepHasi JIOKKa U T.IL.).



[Ipunoxenue 2

K pEerlaMeHTy aJIMHHHCTPATHUBHOM
MPOLEAYPHl, OCYLIECTBISIEMONM B
OTHOUIEHUU CyOBEKTOB
XO34MCTBOBaHUS, IO MOJIYHKTY
9.4.5 «YcnoBHasg TrocyaapCTBEHHas
perucTpanus U NOJIy4eHUE
PETUCTPALIMOHHOIO  YAOCTOBEPEHHUS
Ha JICKapCTBEHHBIN Mpemapar

dopma

PECITYBJIIMKAHCKOE YHUTAPHOE ITPEAIIPUATUE
«[IEHTP OKCIIEPTU3 N UCIIBITAHUU B 3IPABOOXPAHEHWN»

3AKJIFOYEHUE
0 COOTBETCTBUH (HECOOTBETCTBHH) JICKAPCTBEHHOI'O MperapaTa TpeOOBaHUAM
6e3omnacHocTH, YOPEKTUBHOCTH U KauecTBa

20 r. r. MuHCK

Hacrtosimee ~ 3akirodeHwe  MOATOTOBIEHO MO pe3yidbTaTaM  KOMIUIEKCa
IpeIBapUTETBHBIX TEXHUYECKUX pabor, IPEIIIECTBYIOIINX YCIIOBHOM
rOCy/IapCTBEHHON PETUCTpaIlUy JIEKAPCTBEHHOTO Iperapara

(ToproBoe HaMEHOBaHHE JIEKapCTBEHHOTO npernapara,
JIeKapCTBEHHAs dbopma, HaUMEHOBaHUE U CTpaHa
nepxKaTens PETUCTPAIIMOHHOTO YAOCTOBEPEHUS,
TIPOU3BOTUTEIS (mpouzBoUTENEH), COOTBETCTBYET

(HE COOTBETCTBYET) TpeOOBaHUAM Oe30MacHOCTH, 3PHEKTUBHOCTH 1 KauecTBa)

Hacrosiee 3axkinroueHne 1eNCTBUTEIBLHO 6 MECSIIEB OT JaThl €T0 BEIJAYH.

(IOMKHOCTD CITyKallero (moamnucsk) (vHUIMAIBI (MHUIIEAT COOCTBEHHOTO
YIIOJTHOMOYEHHOT O uMeHH), pamuns)
JOJDKHOCTHOTO JIUIIA)

M.IIL.
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