YTBEPXJIEHO
IlocTanoBienue
MuHucTepcTBa 37paBOOXPAHECHUS

Pecniy6nuku bemapych

PEI'JTAMEHT

aIMUHUCTPATUBHOU MPOLIE Y PHI,
OCYUIIECTBIIIEMOU B OTHOLIECHUU
CyOBEKTOB X035 CTBOBAHMS, 1o
noanyHkry  9.4.6  «lloaTBepxkneHue
YCIIOBHOM roCyJ1apCTBEHHOM
pEerucTparuu U MOJIy4eHUE

PErUCTPALIMOHHOIO  YIOCTOBEPEHUS HA
JIEKapCTBEHHBIN Mpenapar

1. OcoGeHHOCTH OCYIIECTBIECHUS aIMUHUCTPATUBHON MIPOLIEAYPHI:

1.1. HauMeHOBaHHWE YMOJHOMOYEHHOrO opraHa (MoJIB€JOMCTBEHHOCTh
aIMUHUCTPATUBHOM Mponenypbl) — MHHUCTEPCTBO 3APABOOXPAHCHHUS;

1.2. HOpMaTUBHBIE TMPABOBLIE AaKThl, PETYJIUPYIOIIUE  TOPSAOK
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 NPOLETYP»;

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 «0O roCyIapCTBEHHOW pErUCTpalun
(MOATBEPAKACHUHU TOCYAAPCTBEHHON PErUCTPAIINK) JIEKAPCTBEHHBIX CPEACTBY;

noctaHoBienne  CoBera  MwunuctpoB  Pecnyonuku — Benapych
or 24 centsops 2021 1. Ne 548 «OO0 agMUHUCTpPaTUBHBIX MpONEAYypax,
OCYIIECTBIIIEMbIX B OTHOIIEHUN CYObEKTOB X035 CTBOBAHUS»;

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
aIMHUHUCTPATUBHOU MPOLIETYPHI:

1.3.1. 3asBuTenem s MOATBEPXKICHUS YCIOBHOM TOCYJIapCTBEHHOU
pEruCTpalny JICKAPCTBEHHBIX MPENAPATOB MOTYT BBICTYIATH JIMIIA, YKA3aHHBIC
B uactu 1mecrod cratbu 10  3akona  PecnyOnmuku — benmapych
«O0 obOpalleHnu JIEKapCTBEHHBIX CPEACTBY;

1.3.2. JOMOJHHUTENBHBIE OCHOBAHMWS JJIsi OTKa3a B OCYLIECTBJICHUU
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aIMUHUCTPATUBHOM TIPOLIEAYpHl IO CpaBHEHWIO ¢ 3akoHOM PecmyOmuku
benapych «O6 ocHOBax aJMHUHHCTPATUBHBIX IMPOLIEIYpP» ONPEICICHbl B YaCTH
nBamiath — BTopord  cratem 10 3akonma  PecmyOmumku  bemapych
«O0 obOpareHnn JIEKapCTBEHHBIX CPEACTBY;

1.3.3. ocHOBaHuA Ul PEUICHUS BOIIPOCA O NMPHOCTAHOBJIECHUH JCHCTBUS
BBIJIAHHOTO PErHCTPAIlMOHHOTO YJOCTOBEPEHUSI Ha CpPOK He Oojee IIecTu
MECSIIEB OMNpPEACCHbl B 4YacTH JABajuarh TpeThed crarbu 10 3akoHa
Pecnyonuku benapych «O06 oOpaliieHiH JIeKapCTBEHHBIX CPEICTBY;

1.3.4. ocHOBaHMS A pEIIEHUS BOIPOCA O NPEKPAICHUH JCHCTBUSA
PETUCTPALIMOHHOIO YAOCTOBEPEHHMS ONPEEIEHbI B YaCTH JBAALIATh YETBEPTOU
crarb 10 3akona Pecnyb6nuku bemapych «O0 oOpaiieHuM Je€KapCTBEHHBIX
CPEACTBY, 3a HCKIIIOUEHUEM ciyyas, IPEAYCMOTPEHHOTO
B a03arie BTOPOM yKa3aHHOM YacTH;

1.3.5. pemenne BONMPOCOB MOIATBEPKICHUS YCIOBHOM TOCYJIapCTBEHHOM
PETUCTpALMM  JICKAPCTBEHHBIX MPENapaToB OCYIIECTBISETCA C Y4YacTUEM
KOMHCCHH MO JIEKAPCTBEHHBIM CpPEJCTBAM corjacHo myHKTy 5 Ilonoxkenust o
NOpSIIKE M YCIOBUSX OCYIIECTBICHHUS TOCYJApPCTBEHHOM PEruCTpaIiU
(TOATBEPKACHUS TOCYIapPCTBEHHOM PErUCTpaIlii) JIEKapCTBEHHBIX CPEJICTB;

1.3.6. OCyIIECTBICHUIO TOATBEPKACHUS YCIOBHOM TOCYIapCTBEHHOMU
PETUCTpAllMK  JICKAPCTBEHHBIX  MpENapaToB  MPEAIIECTBYET  KOMIUIEKC
IPEABAPUTENIbHBIX TEXHUYECKUX paboOT, MNPEeIyCMOTPEHHbIX B IyHKTE 3
[TonoxeHuss O TOpSAKE M YCIOBUAX OCYLIECTBICHUS TOCYJaPCTBEHHOM
pEruCTpaLU (MoaTBEPKACHUS rocyAapCTBEHHOMN PErUCTpALINH )
JIEKapCTBEHHBIX CPECTB.

2. JJokyMeHThl U (WMJM) CBEACHUS, HEOOXOIUMbIC ISl OCYIIECTBICHUS
aMUHUCTPATUBHOMN MPOLIEAYPHI, IPEACTABISIEMbIE 3aUHTEPECOBAHHBIM JTUI[OM:

HaunmenoBanue gokymeHTa TpeGoBanus, dopma 1 MopsA0K
U (WJIK) CBEJCHUI peIbsBIIsIEMbIC MpEe/ICTaBICHUS JOKYMEHTA
K IOKYMEHTY U (VJIH) U (WIH) cBeACHUI
CBEJICHUSM
3asiBIICHUE ¢dbopmMma, corimacHo B IMMCbMEHHOH dopmMe:
IPUIOKEHHUIO 1 B XOJIe IpueMa
3aKJIIOUEHUE ¢dbopmMma, corimacHo 3aMHTEPECOBAHHOTO JIUIIA;
pecnyOIMKaHCKOTO MPWIOKEHUIO 2
YHUTAPHOTO MPEIIPUSTHS 10 MOYTE;
«lleHTp 3KCNIEpPTH3 U
WCTIBITAaHUU B HapOUYHBIM (KypbEPOM)
3/IPaBOOXPAHEHUN» O
COOTBETCTBUU
JIEKapCTBEHHOTO TIpernapara
TpeOOBaHUSM
0€30I1aCHOCTH,
3 PEKTUBHOCTH M KayecTBa
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3aMHTEPECOBAHHBIM ~ JIMLOM  MPEACTABJSAIOTCS  CIEAYIOIIME  WHBIE
JOKYMEHTBI, MPEAYCMOTPEHHBIE B YAaCTU NEPBOM INMyHKTa 2 crartbd 15 3akoHa
Pecnybnuku benapych «O6 ocHOBaxX aJIMUHUCTPATUBHBIX MPOIEAYPY:

OpU HAMpaBJICHUW IO MOYTE IS IOPUANYECKOrO JIMIA — CBEICHUS
0 pyKOBOAWTENE MOpuandeckoro Jmna (damMuins, COOCTBEHHOE WMS,
OTYECTBO (€CIIM TAaKOBOE HMEETCs), JAHHBIE JOKYMEHTA, YAOCTOBEPSAIOIIETrO
JUYHOCTh, a TaKke JOKyMeHTa (ero KONWM), MOJATBEPKIAOIIETO
€ro TMojJHoMouus (MpPUKa3 O HA3HAYEHWH HA JIOJDKHOCTh PYKOBOIUTEINS
VI BBIMKUCKA U3 PEIICHUs 00IIeT0 coOpaHus, MpaBieHusl JM00 WHOTO OpraHa
VIOpaBJEHUS IOPUIMYECKOrO JIMIA, WIM TPYJIOBOW JOroBOp (KOHTPAKT),
WJIU TPAXKIAHCKO-TIPABOBOM JI0TOBOD);

[IPU JIMYHOM IIPEACTABICHUU:

JOKYMEHT, YAOCTOBEPSAIOIMINI JTUYHOCTh, U IOKYMEHT, MOATBEPKAAIOITUN
MOJIHOMOYMSI PYKOBOAUTENS IOPUIMYECKOro Jula (MpUKa3 O Ha3HAYEHUU Ha
JOJKHOCTh PYKOBOJMTEIIS, WJIM BBINHCKA W3 PEIICHHUs OOLIero coopaHus,
npaBjeHusT MO0 HHOIO OpraHa yOpaBJ€HUS OPUIAYECKOrO JUIA, WU
TPYJIOBOM JOroBOp (KOHTPAaKT), WM TIPaxAaHCKO-IIPABOBOM JOTOBOp), —
PYKOBOAUTENEM IOPUANYECKOTO JIUILIA;

JOKYMEHT,  yJOCTOBEPAIOIIMA  JMYHOCTh, —  HWHAUBUAYaJIbHBIM
peaPUHUMATENEM;

JOKYMEHT,  yJIOCTOBEPAIOIIMA  JUYHOCTb, M  JIOBEPEHHOCTh  —
YIIOJTHOMOYEHHBIM IIPEICTABUTEIIEM 3asBUTEIIS.

3. CBemeHus O cCHpaBKE WJIA HWHOM JIOKYMEHTE, BbIJABAEMOM
(MpUHUMAEMOM,  COIJIACOBBIBAEMOM,  YTBEPKIAEMOM)  YIOJIHOMOYEHHBIM
OpraHoM I10 pe3yJibTaTaM OCYLIECTBIEHUS aIMUHUCTPATUBHOMN MPOLIETYPHI:

HaumenoBanune Cpok dopma
JOKYMCHTaA JACUCTBUA IpCaACTaBJIICHUA
PETUCTPAINOHHOC YAOCTOBCPCHUC 1 rojg IINCbMCHHAas
Nnple penctBus, coBEpLIaEMbIE  YIOJIHOMOYEHHBIM OpPraHoM IO
VCHOJIHEHAIO AaJAMUHUCTPATUBHOIO pEILIEHUs, - BHECEHHE CBEICHUU O
3apErUCTPUPOBAHHOM JIEKapCTBEHHOM rpenapare, [IpOLIEAIIEM
IOATBEPKICHUE YCJIOBHOMU rOCyJ1apCTBEHHOU perucrpanuu, B

['ocynapcTBeHHBIN peecTp JeKapCTBEHHbIX cpencTB Pecnyonuku benapychs.

4. Bunm wm pa3sMmep 1IaThl, B3MMAeMOW IPU  OCYILIECTBJIEHUU
aJIMUHUCTPATUBHOM MPOLEAYpPHl, WM IIEPEUYCHb 3aTpar, CBA3AHHBIX C
OCYIIECTBIICHUEM aIMUHUCTPATUBHOU mporeaypsl — 10 6a30BbIX BEJIMYHUH.

5. Ilopsimok mosauu (0T36IBA) AIMUHUCTPATUBHOM KaJIOOBbI:

HaumenoBanue rocynapctBeHHoro oprasa |®@opma nojgauu (0T3b1Ba) aAMUHUCTPATUBHON
(MHOM OpraHu3alnM), pacCMaTPUBAIOLIETO KaIOOBI (NIEKTPOHHAS U (WITH)
aJIMUHHCTPATUBHYIO K00y nuchMeHHasi hopma)
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CoBer MUHHUCTPOB MUChMEHHAs, DJICKTPOHHAS
Pecnyonuku benapych




[Ipunoxenue 1

K pEerlaMeHTy aJIMHHHCTPATHUBHOM
MPOLEAYPHl, OCYLIECTBISIEMONM B
OTHOUIEHUU CyOBEKTOB
XO34MCTBOBaHUS, IO MOJIYHKTY
9.4.6 «llonTBepxaeHne YCIOBHOU
rOCYJITapCTBEHHOW PErUCTpallid M

IIOJIy4YEHUE PETUCTPALMOHHOTO
YAOCTOBEPEHUSI HA JIEKAPCTBEHHBIN
rpenapar
dopma
3ASBJIEHUE

O MMOATBCPKIACHUN YCHOBHOﬁ FOCYI[apCTBeHHOﬁ perucrpanuu
JICKAPpCTBCHHOTO IIpCIiapara

1. epxaTenb perucTpalluOHHOTO YIOCTOBEPEHHUS, MECTO HAXOXKACHUS
2. 3agBUTENb, MECTO HAXO0KICHUS
3. [IpousBoaAKNTENH, MECTO HAXOXKICHUS
B Tom umcne:

OCYIIECTBIISTFOITHN MPOU3BOJICTBO TOTOBOM JICKAPCTBEHHOUW (hOPMBI

oCyHIeCTBIISIIOIIUHN (acOBKY U (WJIM) YIAaKOBKY

OCYILIECTBIAOLINN KOHTPOJIb KayecTBa
OCYILIECTBIIAIOLINM BbIIa4y pa3pellIeHUs Ha BBIYCK JIEKAPCTBEHHOIO Ipernapara

VHBIC YYaCTHUKM IIPOM3BOJCTBA M KOHTPOJI KadyecTBAa JIEKapCTBEHHOI'O
npernapara
4. TlpousBogutenb (papMareBTUYECKON CyOCTaHIIMM, MECTO HaXOXICHUS

5. ToproBoe HanMeHOBaHKE JIEKAPCTBEHHOTO Ipenapara

6. Mex1yHapoIHOE HEeIIaTCHTOBAaHHOE HaUMEHOBaHHE™

7. CocTaB JIEKapCTBEHHOr0 TMpemnapara (C yKa3aHHEM HAUMEHOBAHUS U
KOJIMYECTBA JNEUCTBYIOIINX u BCIIOMOTaTEIbHBIX BEIECTB)

8. JlexapcTtBeHHass opMa C yKazaHHEM J103bl JECUCTBYIOIIETO BellecTBa (It
O/JTHOKOMIIOHEHTHOTO HWJIM  JBYXKOMIIOHEHTHOTO JIEKAapCTBEHHOTO IIpernapara)

9. CranpaptHas ymnakoBKa (NepBUYHAsl, BTOPUYHAs, MPOMEKYTOYHAasi — MpHU
HaJM4YUH) C yKa3aHUEM KOJIMYECTBa /103 B yHakoBke™**
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10. Crioco6 nmpuMeHeHus JIEKapCTBEHHOTO Mpenapara (BHyTpEHHEE, Hapy>KHOE,
JUTSl TApEHTEPATLHOTO BBEICHUS U JIPYTO€)

11. ®apmakorepaneBTHYECKass TIpPYINNa, KOJ  aHATOMO-TEPANEBTHYECKO-
xumuyeckon knaccupukanuu (kog ATX)
12. Cpok rogHoctu
13. YcnoBusa xpaHneHus
14. TIlpomsonumd AM Kakue-TMOO U3MEHEHHMs] C MOMEHTa YCJIOBHOM
rOCYJapCTBEHHOW PErUCTpalvu JEKAPCTBEHHOIO MPENapaTa, yka3aTh Kakue

15. 3amumenHocts nareHtramu B PecnyOsuke benapych (Bnazenen mateHra,
HOMep, JlaTa BbIJIauH, CPOK JE€HCTBUS)

16. JlanHble 00 YNMOJIHOMOYEHHOM JMIlE MO (apmakoHaa3opy B PecmyOnuke
benapych

17. Mecto ocymiecTBI€HHs] OCHOBHOM AESTENBHOCTH MO papMaKoHAA30py

18. MecToHaxoxaeHue Mactep-Qaitna cucremsl (hapMakoHaa30pa

3asiBiieHHe TpelCTaBisieTcs Ha (UPMEHHOM OJIAHKE 3asiBUTEINS WIM JieprKaTels
PETHCTPAIIMOHHOTO  YJOCTOBEPEHHS, IMOANMKUCHIBACTCA YIOJIHOMOYEHHBIM JIMIIOM
3asIBUTENSI WIM JIepXKaTellss PETUCTPALMOHHOTO YAOCTOBEpPEHUS, C YKa3aHHUEM €ro
JOJKHOCTU CIIyXaIliero, GpamMuwinu, coOCTBEHHOTO MMEHH, OTYEeCTBa (€CIM TaKOBOE
umeeTcs). B 3adBiieHnN 3an0THSAIOTCS BCE PEyCMOTPEHHBIE rpadbl.

Jlep>katensb perucTpallMOHHOTO YAOCTOBEpEHHUs OepeT Ha ce0si OTBETCTBEHHOCTD
3a 3¢ (HEeKTUBHOCTH, 0€30MACHOCTh M KaueCTBO JIGKAPCTBEHHOT'O Mperapara.

Jlepkatenb pErucTpalliOHHOTO YJIOCTOBEpEHHUs (3asBHUTENb) TapaHTUPYET
JIOCTOBEPHOCTh MH(MOpMAIUU, COACpKALIEHCSs B PETHCTPAlMOHHOM JIOChe U
HACTOSIIEM 3asIBJICHUU.

Jlepkatenb PEerucTpPalMOHHOTO YJOCTOBEPEHMSI TapaHTUPYeT, 4YTO TMpaBa
TPEThE CTOPOHBI, 3AMIUIIEHHOW TMATEeHTOM, HE HApYIIAIOTCS B CBA3U C
roCyJapCTBEHHOW perucTpanue (IoATBepKI€HHEM TOCYJapCTBEHHOW PETUCTPALIUH )
JIEKapCTBEHHOTO TIperapara.

202 .

(moamucsk) (vHUIMANTB] (MHULIAAT
COOCTBEHHOTO
UMeHU), pamMuns)

KonrtakTHOE THII0
(TIpu HATTUYHHN )

(MHUIHMATEI (MHUTIMAT COOCTBEHHOTO UMEHH ), (haMUITHSI)
MecTo HaxoxaeHus, TenehoH




*B cmyyae  OTCYTCTBUSL MEKIYHAapOJHOIO HEMATEHTOBAHHOTO HAaWMEHOBAHUS
YKa3bIBae€TCAd OOLIEHNPHUHATOE (IPyNIMPOBOYHOE) HAMMEHOBAHHME, HAy4YHOE (XUMUYECKOE)
HauMEHOBAaHUE.

**YKka3pIBaeTcs Marepuan NEPBUYHOM YMAKOBKM (TUIEHKA MOJMBUHUIIXJIOPUIHAS,
anoMuHUeBass GoJibra M T.I.), BUJ MEPBUYHONW YNMAKOBKU (aMITyJbl, (JIAKOHBI, KOHTYpHas
sAYelKoBasg YIMAKOBKa M T.N.), KOJMYECTBO €IMHUI[ NPOAYKIMH B IEPBUYHOU YHAKOBKE
(konmnyecTBO TaONETOK B KOHTYPHOM SYEWKOBOW YNAaKOBKE M T.I.), BTOPUYHAS M, MpHU
HaJIM4YMU, TPOMEXKYTOYHAs YHNAaKOBKA, KOJIMYECTBO NMEPBUYHBIX YNAaKOBOK BO BTOPHUYHOMN
(mIpoMeXXyTOUHOI) yIakoBKe (KOJIMYECTBO KOHTYPHBIX SYEHKOBBIX YIAKOBOK BO BTOPUYHOM
yHOakoBKE M T.N.), HH(pOpManus O HAIWYUU TOTJIOTUTENS BJAaru, JMCTKa-BKIIAJbIIa
(MHCTpYKUMHU 1O MEIULMHCKOMY NPUMEHEHMIO), KOMIUIEKTHOCTH (MIja, KameJlbHMIIA,
MepHasi JIO)KKa U T.I1.).



[Ipunoxenue 2

K pEerlaMeHTy aJIMHHHCTPATHUBHOM
MPOLEAYPHl, OCYLIECTBISIEMONM B
OTHOUIEHUU CyOBEKTOB
XO34MCTBOBaHUS, IO MOJIYHKTY
9.4.6 «llonTBepxaeHne YCIOBHOU
rOCYJITapCTBEHHOW PErUCTpallid M

MOJIyYECHUE PETUCTPALMOHHOTO
YAOCTOBEPEHUSI HA JIEKAPCTBEHHBIN
rpenapar

dopma

PECITYBJIIMKAHCKOE YHUTAPHOE ITPEAIIPUATUE
«IIEHTP SKCIIEPTU3 N UCIIBITAHNUN B 3JIPABOOXPAHEHNUN»

3AKJIFOYEHUE
0 COOTBETCTBUH (HECOOTBETCTBHH) JICKAPCTBEHHOTO Ipernapara TpeOOBaHUSIM
6e3omnacHocTH, YOPEKTUBHOCTH U KaueCcTBa

20 T r. MUHCK

Hacrtosimee — 3akirodeHwe  MOATOTOBIEHO MO pe3yjbTaTaM  KOMIUIEKCa
NPEBAPUTEIBHBIX TEXHMYECKUX paldOT, MPEIIIECTBYIOMIUX MOATBEPKICHUIO
YCIIOBHOM rOCYIapCTBEHHOMN pETUCTpAINH JIEKapCTBEHHOTO MpernapaTa

(ToproBoe HaMEHOBaHHE JIEKapCTBEHHOTO npernapara,
JIeKapCTBEHHAs dbopma, HAaUMEHOBaHUE u CTpaHa
nepxKaTens PETUCTPAIIMOHHOTO YAOCTOBEPEHUS,
TIPOU3BOIUTEIS (mpouzBoUTENEH), COOTBETCTBYET

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

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

(IOMKHOCTD CITyKaIllero (moamnucsk) (vHUIMAIBI (MHUIIAAT COOCTBEHHOTO
YIIOJTHOMOYEHHOTO uMeHH), pamuns)

JOJDKHOCTHOTO JIUTIA)
M.IL
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