YTBEPXJIEHO
IlocTanoBienue
MuHucTepcTBa 37paBOOXPAHECHUS

Pecniy6nuku bemapych

PEI'JTAMEHT

aJIMUHHCTPATUBHOM MIPOLICTYPHI,
OCYIIIECTBIIIEMON B OTHOIIICHUH
CyOBEKTOB X035 CTBOBAHMS, 1o
MOJIIIYHKTY 9.4.2 «ITonTBepxaeHne
roCy/1apCTBEHHOM perucTparyu

JICKApCTBEHHOTO TIpernapaTa U MoyuYeHUe
PETUCTPAIIMOHHOTO YIOCTOBEPEHUS

1. OcoGeHHOCTH OCYIIECTBIEHUS aIMUHUCTPATUBHON MIPOLIEAYPHI:

1.1. HauMeHOBaHHWE YMOJHOMOYEHHOr0 opraHa (MoJIB€JOMCTBEHHOCTh
aIMUHUCTPATUBHOM Mponeypbl) — MHHUCTEPCTBO 3APABOOXPAHCHHUS;

1.2. HOpMaTUBHBIE TMPABOBBIE AaKThl, PETYJIUPYIOIIUE  MOPSAOK
OCYILECTBJICHUS aIMUHUCTPATUBHOMN MPOIIEYPHI:

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»;

VYka3 Ilpesunenta Pecniyonuku benapycs ot 25 urons 2021 r. Ne 240
«O0 aJAMUHUCTPATUBHBIX TNPOLIEAYypaX, OCYIIECTBISIEMbIX B OTHOIICHHUU
CyOBEKTOB XO35IICTBOBAHUSY;

noctanoBienne  CoBera  MwunuctpoB  Pecnyonuku — benapych
or 1 ampems 2015 r. Ne 254 «O roCymapCTBEHHOW pEruUCTpanuu
(MOATBEPAKIACHUU TOCYAAPCTBEHHON pErUCTPAIK) JIEKAPCTBEHHBIX CPEACTBY;

noctanoBienne  CoBera  MwunuctpoB  Pecnyonuku — Benapych
or 24 centsops 2021 1. Ne 548 «OO0 agMUHUCTpPaTUBHBIX MpONEAypax,
OCYIIECTBIIIEMbIX B OTHOIIEHUN CYObEKTOB X0O35ICTBOBAHUS»;

noctaHoBjeHMe MUHUCTEpPCTBA 3/ipaBooxpaHeHus Pecriyonuku benapych
ot 17 nosiopst 2020 r. Ne 97 «O6 yrBepxkaeHuu llomoxkeHUs: 0 KOMUCCUU TIO
JIEKapCTBEHHBIM CPEACTBAM;

1.3. WHBIE UMEIOIIHECS 0COOEHHOCTH OCYILIECTBJICHUS
aIMHUHUCTPATUBHOU MPOLIETYPHI:

1.3.1. 3asBUTENEM ISl TOATBEPKIACHUS TOCYAAPCTBEHHON PETUCTPALIUU
JIEKapCTBEHHBIX MpenapaToB MOTYT BBICTYNAaTh JIMIA, YKAa3aHHbIE B YacCTH
mecto crathm 10 3akona PecmyOmuku benapyce «OO0 oOpaiieHun
JIEKApPCTBEHHBIX CPEJICTBY;

1.3.2. JOMOJIHUTENBHBIE OCHOBAHMUS [JIi OTKa3a B OCYLIECTBICHUU
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aIMUHUCTPATUBHOM TIPOLIEAYpHl IO CpaBHEHHIO ¢ 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 ISl PEMICHHS] BONPOCAa O NMPHUOCTAHOBJIECHUH JEHCTBUSA
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 BONpOCa O MPEKPAIEHUN JEHUCTBUS
PETUCTPALIMOHHOIO YAOCTOBEPEHHMS ONPEEIEHbI B YaCTH JBAALIATh YETBEPTOU
crarb 10 3akona Pecnyb6nuku bemapych «O0 oOpaiieHuM Je€KapCTBEHHBIX
CPEIICTB», 3a HCKIIIOUEHHWEM Ciydas, MPEAyCMOTPEHHOTO B ab3alle BTOPOM
YKa3aHHOW YacCTH;

1.3.5. pemenne  BONPOCOB  MOIATBEPXKACHUS  T'OCYJIapCTBEHHOMU
PETUCTpALMM  JICKAPCTBEHHBIX MPENapaToB OCYIIECTBISETCA C Y4YacTUEM
KOMHCCHH MO JIEKAPCTBEHHBIM CpPEJCTBAM corjacHo myHKTy 5 Ilonoxkenust o
NOpSIIKE M YCIOBUSX OCYIIECTBICHHUS TOCYJApPCTBEHHOM PEruCTpaIiU
(MOATBEPAKAECHUS TOCYAAPCTBEHHON pETUCTpaIliU) JIEKAPCTBEHHBIX CPEJICTB;

1.3.6. oCylIECTBIAECHUIO MOJATBEPKIACHUS TOCYIAPCTBEHHOMW PErUCTpAIUU
JIEKApPCTBEHHBIX MPEnapaTroB MPEIINIECTBYET KOMIUIEKC MpeABAPUTEIbHBIX
TEXHUYECKHUX padoT, NMpeaycMOTpeHHbIX B MyHKTE 3 [lojoxkeHust o mopsiake u
YCIIOBUSIX OCYILIECTBJICHUS] TOCYJAPCTBEHHOW perucTpauvu (MOATBEPKICHUS
rocyJapCTBEHHOMN perucTpanum) JeKapCTBEHHBIX CPEJICTB.

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

HaunmenoBanue nokymeHTa TpeGoBanus, dopma 1 MopsA0K
U (UJK) CBEJCHUI peIbsBIsiEMbIe Npe/ICTaBICHUS JOKYMEHTA
K IOKYMEHTY U (VJIH) U (WIH) cBeACHUI
CBEJICHUSM
3asiBIICHUE ¢dbopmMma, corimacHo B IMMCbMEHHOH dopmMe:
IPUIOKEHHUIO 1 B XOJIe IpueMa
3aKJIFOUECHUE ¢dbopmMma, corimacHo 3aMHTEPECOBAHHOTO JIUIIA;
pecnyOIMKaHCKOTO MPWIOKEHUIO 2
YHUTAPHOTO MPEIIPUSTHS 1O MOYTE;
«LlenTp skcriepTu3 u
VCIIBITAHUN B HapOUYHBIM (KypbEPOM)
3PAaBOOXPAHEHUN» O
COOTBETCTBUU
TIEKapCTBEHHOTO Tpernapara
TpeOOBaHUSIM OE30MaCHOCTH,
A PEKTUBHOCTH M KayecTBa
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3aHTEPECOBAHHBIM ~ JIMLOM  MPEACTABISAIOTCS  CICAYIOIIME  HHbIC
JOKYMEHTBI, MPEAYCMOTPEHHBIE B YAaCTU NEPBOM INMyHKTa 2 crartbd 15 3akoHa
Pecnybnuku benapych «O6 ocHOBaxX aJIMUHUCTPATUBHBIX MPOIEAYPY:

OpU HAMpaBJICHUW IO MOYTE IS IOPUANYECKOrO JIMIA — CBEICHUS
O pyKOBOAWTENE MOpuandeckoro Juma (paMuiaus, CcOOCTBEHHOE HMS,
OTYECTBO (€CIIM TAaKOBOE HMEETCs), JAHHBIE JOKYMEHTA, YAOCTOBEPSAIOIIETrO
JUYHOCTh, a TaKXke JOKyMeHTa (ero KOmuH), MOATBEPKIAIOIIEro
€ro TMojJHoMouus (MpPUKa3 O HA3HAYEHWH HA JIOJDKHOCTh PYKOBOIUTEINS
VI BBIMKUCKA U3 PEIICHUs 00IIeT0 coOpaHus, MpaBieHusl JM00 WHOTO OpraHa
VIOpaBJICHUS IOPUIUYECKOrO JIMIA, WIA TPYJOBOH JOroBop (KOHTPAkKT),
WJIU TPAXKIAHCKO-TIPABOBOM JI0TOBOD);

[IPU JIMYHOM IIPEACTABICHUU:

JOKYMEHT, YAOCTOBEPSIONINN JTUYHOCTb, U TOKYMEHT, IIOATBEPKIAIOIINN
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 (KOHTPAKT), WM TIPaxJaHCKO-IIPAaBOBOM JOTOBOp), —
PYKOBOAUTENEM IOPUANYECKOTO JIUILIA;

JOKYMEHT,  yJOCTOBEPSAIOIIMA  JIMYHOCTh, —  HWHAUBUAYaJIbHBIM
peaPUHUMATENEM;

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

3. CBemeHus O cCHpaBKE WJIA HWHOM JIOKYMEHTE, BbIJABAEMOM
(MpUHUMAEMOM,  COIJIACOBBIBAEMOM,  YTBEPKAAEMOM)  YIOJHOMOYEHHBIM
OpraHoM I10 pe3yJibTaTaM OCYLIECTBIEHUS aIMUHUCTPATUBHOMN MPOLEAYPHI:

HaumenoBanune Cpok dopma
JTOKyMEHTA JEHUCTBUS MIpeACTaBICHUS
PETUCTPALIMIOHHOE YIOCTOBEPEHHE 6eccpoyHO MMCbMEHHAas
Hurle I[CﬁCTBPIH, COBCPIIACMBIC  YIIOJIHOMOYCHHBIM  OpraHOM IIO
HCIIOJJHCHHUIKO aJIMHHHUCTPATHUBHOI'O PCUICHUA, — BHCCCHHUC CBGILGHI/Iﬁ (0]

JIEKapCTBEHHOM Mpenapare, MpOLEIIIEM MOATBEPKICHUE TOCYAapCTBEHHOU
peructpaunn, B [oCymapCcTBEHHBIM peecTp JIEKApCTBEHHBIX  CPEJICTB
Pecnyonuku benapych.

4. Bupm w pa3Mmep 1IaThl, B3MMAeMOW IIPU  OCYIIECTBJICHUU
aIMUHUCTPATUBHOM TMpPOIEAYpPhl, WJIM TEPEUCHb 3aTpaT, CBA3AHHBIX C
OCYILIECTBIICHUEM aAMUHHUCTPATUBHOW TMPOUEAYpPbl, — TOCYJIapCTBEHHAas
nonuiMHa B pazmepe 10 0a30BBIX BETUYHH.

5. Ilopsimok mosiauu (0T36IBA) AAMUHUCTPATUBHOM JKAJIOOBI:

HaunmenoBanue rocynapctseHHoro oprasa |[®@opma nojgauu (0T3b1Ba) aAMUHUCTPATUBHON
(MHOM OpraHu3alym), pacCCMaTPUBAIOLIETO XKaJoOB! (JIEKTPOHHASI U (WIIH)
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aJIMMUHHUCTPATUBHYIO KaJl00y nucbMeHHas (opma)
CoBer MuHUCTpOB NUCBbMEHHAs, AIEKTPOHHAs
Pecnyonuku benapych




[Ipunoxenue 1
K PpETJIaMEHTYy aJAMUHHACTPATUBHOU
MPOLEAYPHl, OCYLIECTBISIEMONM B

OTHOUIEHUU CyOBEKTOB
XO34MCTBOBaHUS, IO  MOJIYHKTY
94.2 «IlonTBepxaeHue
roCyJ1apCTBEHHOU perucTpanuu
JIEKAPCTBEHHOTO npenapara = H
NOJIy4eHUE PErHCTPALIMOHHOTO
YIOCTOBEPEHUSD)

dopma

3ASBJIEHUE

O MMOATBCPKIACHUN FOCYHapCTBCHHOﬁ perucTpanuu JCKApCTBCHHOI'O IIpCIIapara

1. lepxaTenb perucTpalioOHHOTO YAOCTOBEPEHUSI, MECTO HAXOXKICHUS
2. 3asgBUTEJIb, MECTO HAXOXKICHUS
3. [IpousBoaUTENH, MECTO HAXOXKICHUS
B ToMm uncne:

OCYIIECTBIISTFOITHN MPOU3BOJICTBO TOTOBOM JIEKAPCTBEHHOUW (hOPMBI

OCyHIeCTBIISIIOIIUHN (acOBKY U (WIJIM) YIAaKOBKY

OCYILIECTBIIAIOLINN KOHTPOJIb KayecTBa
OCYILECTBIIAIOLINM BbIIauy pa3pelICHUs Ha BBIYCK JIEKAPCTBEHHOT' O Mpenapara

VHBIC YYAaCTHHKHM IIPOM3BOJCTBA M KOHTPOJA KA4eCTBa JIEKAPCTBEHHOI'O
npenapara
4, TlpousBogutens (GapMaleBTUYECKOM CYOCTaHIIMM, MECTO HaXOXKICHUS

5. ToproBoe HanMeHOBaHKE JIEKAPCTBEHHOT'O Ipenapara

6. MexyHapoIHOE HEeIaTeHTOBAaHHOE HaUMEHOBaHHE™

7. CoctaB  JEKapCTBEHHOro  mpemnapara  (C yka3aHMUEM  HAMMEHOBAaHUS
Y KOJIMYECTBA NENUCTBYIOIINX Y BCIIOMOTATEIbHbBIX BEILECTB)

8. JlekapcTBennass ¢opma C yKazaHWEeM J03bI JCHCTBYIOIIETO BEIIECTBA
(I71s1 OMTHOKOMITOHEHTHOTO WJIM JIBYXKOMIIOHEHTHOTO JIEKAPCTBEHHOTO IMpemnapara)

9. CranmapTHasi ymakoBKa (TIEpBUYHAS, BTOPUYHAS, MPOMEXYTOUHAS — TIPH
HaJIMYuu) C yKa3aHUEM KOJIMYECTBa 703 B YIIaKOBKe™**
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10. Cnioco6 mpuMeHeHus JIeKapCTBEHHOIo Ipenapara (BHyTpeHHEe, HapyKHOE,
JUTSl TApEHTEPaTbHOTO BBEACHUS U JIPYTOe)

11. ®apmakorepaneBTuiecKkass ~ rpymma, KOJ  aHaTOMO-TE€pParneBTUYECKO-
xumuyeckon knaccupukanuu (kog ATX)
12. Cpoxk rogHoctu
13. YcnoBus xpaneHus
14. Tlpouzonuin 1M Kakue-T1uOO H3MEHEHUsI C MOMEHTa TOCyAapCTBEHHOMU
perucTpaluu JeKapCTBEHHOTO Mpernapara, yka3aTh Kakue

15. BamumenHocts nareHtramu B PecnyOnuke benapych (Bianesner mareHrta,
HOMED, J1aTa BbIIa4U, CPOK JECHUCTBUS)

16. Jlanubie 00 ymoaHOMOYEHHOM Juile 1o (papmakoHan3opy B PecnyOnuke
benapych

17. Mecto ocymiecTBI€HHs] OCHOBHOM AESTEIBHOCTH N0 hapMaKkoOHAA30py

18. MecronaxoxaeHue mactep-(paiina cucreMsl papmMakoHaA30pa

3asiBiieHHe TMpecTaBiseTcs Ha GUPMEHHOM OJlaHKE 3asBUTENS WIN JepiKaTes
PETHCTPAIIMOHHOTO  YJOCTOBEPEHHS, IMOANMKUCHIBACTCA YIOJIHOMOYEHHBIM JIMIIOM
3asIBUTENSI WM JIEpXKATeNsl PErucTpallMOHHOTO YAOCTOBEpPEHUs, C yKa3aHHUEM €ro
JOJKHOCTU CIIyXaIliero, GpamMuwinu, coOCTBEHHOTO MMEHM, OTYeCTBa (€CJIM TaKOBOE
umeeTcs). B 3asBieHnn 3an0dHAI0TCS BCE IPEyCMOTpPEHHBIE rpadbl.

Jlep>katensb perucTpallMOHHOTO YAOCTOBEpEHUs OepeT Ha ce0sl OTBETCTBEHHOCTh
3a 3¢ (HEKTUBHOCTH, 0€30TACHOCTh U KAY€CTBO JICKAPCTBEHHOTO IIpemnapara.

Jlepkatenb PErucTpalliOHHOTO YIOCTOBEpEHHUs (3asBUTENIb) TapaHTUPYET
JIOCTOBEPHOCTh ~ WMH(MOpPMAIMU,  COAEp)KalIEHCs B PETMCTPAIIMOHHOM  JOCHE
Y HACTOAIIEM 3asIBJICHUH.

Jlepkatenb PEerucTpPalMOHHOTO YJOCTOBEPEHMSI TapaHTUPYeT, 4YTO TMpaBa
TPEThE  CTOPOHBI,  3AIIUIICHHOW  IMATEHTOM,  HE HAPYIIAIOTCS B CBS3H
C TOCYIapCTBEHHOM perucrpanuen (moaTBEpKIACHUEM roCyJ1IapCTBEHHOMN
pETHCTpAIiK ) JICKAPCTBEHHOTO Mpernapara.

202 .

(moamnucsk) (vHMIMATBI, pamuIThs)

KonrtakTHOE THII0
(TIpu HAJTUYHH )

(wHUIIATBI, (paMuUITHS)
MecTo HaxoxaeHus, TenehoH

*B ciyqae  OTCYTCTBUSL ~MEXIyHAPOJHOTO HEMATEHTOBAHHOTO HAMMEHOBAHUS
yKa3bpIBaeTcs oOuienpuHsaToe (TPYNIUPOBOYHOE) HAMMEHOBAHHE, HayyHOE (XMMHYECKOE)
HauMEHOBAHUE.
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**VYka3pIBaeTcsi MaTepuall MEPBUYHOM YMAKOBKM (IJIEHKA MMOJIMBUHWIXJIOPUAHAS,
aMfOMUHMEBass (oJibra U T.I.), BUJ MEPBUYHON YIAKOBKHU (aMIlyJbl, (PJIAKOHBI, KOHTYpHas
AYeHKOBasg YINAKOBKa M T.N.), KOJMYECTBO €IMHUI[ NPOAYKIHH B IIEPBUYHOW YHAKOBKE
(xommmyecTBO TaONETOK B KOHTYPHOM SYEWKOBOW YNAKOBKE M T.Il.), BTOPUYHAS M, MpHU
HaJIM4YUU, TPOMEXYTOYHAs YHNAaKOBKA, KOJIMYECTBO MEPBUYHBIX YNAKOBOK BO BTOPUYHOMN
(IpoMeXXyTOUHOI) yIaKOBKE (KOJIMYECTBO KOHTYPHBIX SYEHKOBBIX YIAKOBOK BO BTOPUYHOM
YOAaKOBKE M T.N.), HMH(pOpMalus O HAIWYUU TNOTJIOTUTENS BJAaru, JMCTKa-BKIIAJbIIIA
(MHCTpYKUMHU 10 MEIULMHCKOMY NPUMEHEHHIO), KOMIUIEKTHOCTH (MIJa, KaleJlbHMIIA,
MepHasi JIOKKa U T.IL.).



[Ipunoxenue 2
K PpETJIaMEHTYy aJAMUHHACTPATUBHOU
MPOLEAYPHl, OCYLIECTBISIEMONM B

OTHOUIEHUU CyOBEKTOB
XO34MCTBOBaHUS, IO  MOJIYHKTY
94.2 «IlonTBepxaeHue
roCyJ1apCTBEHHOU perucTpanuu
JIEKAPCTBEHHOTO npenapara = H
NOJIy4eHUE PErUCTPALIMIOHHOTO
YIOCTOBEPEHUSD)

dopma

PECITYBJIIMKAHCKOE YHUTAPHOE ITPEAIIPUATUE
«IEHTP OKCIIEPTHU3 U UCIIBITAHMU B 3IPABOOXPAHEHWI»

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

20 T r. MuHCK

Hacrtosimee  3akirodeHwe  MOATOTOBIEHO MO pe3yjbTaTaM  KOMIUIEKCa
NPEBAPUTEIBHBIX TEXHUYECKUX paldOT, MPEIIIECTBYIOMIUX MOATBEPKICHUIO
rOCy/IapCTBEHHOW PETUCTPAIlMU JIEKAPCTBEHHOIO Mpemnapara

(TOpFOBOG HaAanMMCHOBAHHC JICKApPCTBCHHOI'O IIpcriapara,

JICKaApCTBCHHAA (bopMa, HAaUMCHOBAHHC W CTpaHa ACPKATCIIA PETUCTPALHOHHOIO

yIOCTOBEpPEHUS, TIPOU3BOTUTEIS (mpousBoauTENEH), COOTBETCTBYET

(HE COOTBETCTBYET) TpeOOBaHUAM Oe30MacHOCTH, 3PHEKTUBHOCTH U Ka4eCTBA)

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

(IOMKHOCTD CITyKallero (moamucsk) (vHMIIMAITBL, (haMuITHS)
YIOJIHOMOYEHHOTO

JIOJDKHOCTHOTO JIUIIA)
M.IL
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