YTBEPXJIEHO
IlocTanoBienue
MuHucTepcTBa 37paBOOXPAHECHUS

Pecniy6nuku bemapych

PEI'JTAMEHT

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

noAnyHkty 9.4.9 «BHeceHne W3MEHEHUS
B PEruCTPAllMOHHOE [JIOChE€ Ha paHee
3apErUCTPUPOBAHHBIA  JIEKAPCTBEHHBIN
npemnapar B COOTBETCTBUU Cc
MEXTyHapOAHO-TIPABOBBIMU aKTaMHu,
COCTaBJISIFOIIMMM  TIpaBo  EBpasuiickoro
AKOHOMHYECKOTO COI03a»

1. OcoGEeHHOCTH OCYIIECTBIECHUS aIMUHUCTPATUBHON MIPOLIEAYPHI:

1.1. HauMeHOBaHHWE YMOJHOMOYEHHOTO oOpraHa (MoJBEJOMCTBEHHOCTb
aJMUHUCTPATUBHOM TIpolieiypbl) — MUHUCTEPCTBO 3pABOOXPAHEHUS;

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

Cornamienue O €AWHBIX MNPUHLUMIAX U TOpaBuiax  oOpalieHus
JIEKapCTBEHHBIX CPEJICTB B paMKax EBPa3HiiCKOr0 3KOHOMHYECKOrO COI03a
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 oktsaOps 2008 1. Ne 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. Ne 548 «OO0 agMUHUCTpPaTUBHBIX MpOIEAypax,
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 OCYILECTBJICHUS
aIMHUHUCTPATUBHOU MPOLIETYPHI:

1.3.1. 3asBUTENEM U JIepHKATEIIEM PETUCTPALMOHHOIO YJIOCTOBEPEHUS ISt
BHECEHUS] ~ W3MEHEHUsS B  PErMCTPAlMOHHOE  JIOCb€  Ha  paHee
3apETUCTPUPOBAHHBIN  JIEKAPCTBEHHBIM  Mpernapar B  COOTBETCTBUH  C
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MCKAYHAPOAHO-IIPABOBBIMH aAKTaMH, COCTABJIANOIIHMMHA IIPABO EBpaBHﬁCKOFO
9KOHOMHUYCCKOT'O COKO3a, MOI'YT BBICTYIIATh JIMIA, YKA3aHHBIC B I'JIaBC 2 HpaBHJ'I
perucrpaiiii M OSKCIICPTHU3bI JICKAPCTBCHHLIX CPCACTB JII MCIAUIIMHCKOI'O

[IPUMEHEHUS, YTBEPKACHHBIX Pemennem Cosera EBpasuiickoi
AKOHOMUYECKON KOMHCCHH OT 3 HOs10psa 2016 1. No 78;
1.3.2. BHECEHUE W3MECHEHHUMN B PETUCTPALMOHHOE JI0ChE

3apPETUCTPUPOBAHHOIO  JIEKAPCTBEHHOTO  Mpemnapara  OCYIIECTBIIETCA B
COOTBETCTBHE C KiIaccu(ukanueil "3BMEHEeHNU, BHOCUMBIX B PETUCTPAIIMOHHOE
NOCBE 3aPETHUCTPUPOBAHHOIO JIEKAPCTBEHHOIO IIpenapara W NPABWIAMH MX
BHECEHHUs B COOTBETCTBHM ¢ mpuiioxkeHussmMu 19 u 20 IIpaBui perucrpaumu u
DKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB JUISI MEOULHUHCKOIO IPHUMEHEHHS,
yTBepKIeHHBIX Pemmiennem CoBera EBpaznuiickor 3KOHOMUYECKOW KOMUCCUU OT
3 Hos16pst 2016 1. Ne 78;

1.3.3. mpoBeneHHE KOMIUIEKCA OKCHEPTU3, OCYLIECTBISEMBIX MPHU
BHECEHMM  M3MEHEHMS B PETUCTPALMOHHOE  JIOCbE  HA  paHee
3apEruCTPUPOBAHHBIM JIEKAPCTBEHHBIM Mpenapar B paMmkax EBpa3uiickoro
DKOHOMMYECKOTO COr03a, corinacHo myHKTy 10 IlpaBun perucrpammu u
DKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB ISl MEAUUMHCKOrO TPUMEHEHHS,
yTBepxkIcHHbIX Pemiennem CoBera EBpa3niickoi S3KOHOMUYECKOW KOMUCCHH OT
3 HosiOps 2016 1. Ne 78, m abzamy BrOopomy mnoanyHkra 1.1 mynkra 1
MOCTAHOBJICHUST MMUHUCTEpPCTBa 37paBooxpaHeHusi PecrnyOonuku bemapych
ot 23 anpens 2018 r. Ne 36, oCylIeCTBIAETCS SKCINEPTHOM OpraHM3alue —
pecnyONMKaHCKMM  YHUTapHbIM  mnpeanpusatueM «lleHTp 3kcneptus
UCIIBITAaHUH B 3/IpaBOOXPAHECHUN;

1.3.4. oOxaioBaHME aIMUHUCTPATUBHOIO PEMICHUS] OCYLIECTBISAETCS
B CyJ1I€OHOM IOPSIJIKE.

2. JIOKyMeHThl U (WIM) CBEAECHHs, HEOOXOIMUMBIE ISl OCYIIECTBICHUS
aIMUHUCTPATUBHOM IIPOLIENYPBI, IIPEACTABIISAEMBIE 3aNHTEPECOBAHHBIM JIUL[OM:

HaumenoBanue nokymenrta | TpeOoBaHUs, IPEIbSIBIICMbIC dopma 1 opsIoK
U (WIH) cBeACHUIN K IOKYMEHTY ¥ (WJIH) CBEACHHUAM MIpeACTaBICHUS
JOKyMEHTa

U (WIK) CBEJCHUM

3asiBJICHUE dbopma, corimacHo B IMMCbMEHHOU dopme:
PUIIOKEHUIO

B XOJI€ ITpUeMa
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3AKII0YEHUE 110 OLICHKE ¢dopmMma, corinacHo 3aMHTEPECOBAHHOTO
BHOCHUMBIX U3MEHEHUIT npunoxeHuro 21 Ilpasun JINIIA;
pecyOIMKaHCKOT O PErucCTpanuu 1 SKCIEPTU3bI
[YHUTApHOTO IIPEANPUATHUS JIEKAPCTBEHHBIX CPEACTB UL IO TI0YTE;
«LlenTp sxcniepTus u MEIUIUHCKOT O IPUMEHEHHS,
WMCTIBITAHUN B YTBEpXKACHHBIX Pemennem HAapOYHBIM
3PaBOOXPaHEHUN» 00 Coseta EBpa3zniickoit (Kypbepom)
OLIEHKE 0€30I1aCHOCTH, SKOHOMUYECKOW KOMUCCUU OT
b dexkTuBHOCTH U KauecTBa | 3 HOA0pst 2016 r. Ne 78
BAKIOYEHUE O ¢dbopmMma, corinacHo
BO3MOXXHOCTH WIU npuinoxenuro 18 [Ipasun
HEBO3MO>KHOCTH NPU3HAHUS | PETUCTPALUU U SKCIIEPTHU3BI
DKCIIEPTHOI'O OTYETA IO JIEKAPCTBEHHBIX CPEACTB IS
OLICHKE, ITOATOTOBJIEHHOTO MEJIUIIMHCKOT O TPUMEHEHNS],
pedepeHTHBIM YTBEpXKACHHBIX Pemennem
roCyJIapcTBOM (B ciydae Cosera EBpa3uiickoii
eciu PecriyOnuka benapych | SKOHOMHUYECKOM KOMHUCCUU OT
— rocyaapcTBo npusHanus) | 3 HosOps 2016 . Ne 78
3aI/IHTepeCOBaHHBIM JIMIIOM NpCACTABIIAIOTCA ciaeayrommc

JOKYMEHTBI, ITPEAYCMOTPEHHBIE B YaCTU NEPBOM MYHKTA 2 cTaThu 15 3akoHa

Pecny6nuku benapyck «O0 0CHOBax aMUHUCTPATUBHBIX MPOLELYP»:

IpY HANpaBJICHUU MO TMOYTE JUIsl FOPUAMYECKOrO JIUIA —
O pYKOBOAWTENE Iopuadyeckoro Jjuna (dbamumus,

COOCTBEHHOE

CBEJCHUSA

OTUYECTBO (€CJIM TaKOBOE HMMEETCs), JaHHbIE AOKYMEHTa, YIOCTOBEPSIOIICTO
JUYHOCTh, a TaKXkKe JOKyMEHTa (ero KOIWHW), IMOATBEPXKIAFOIIETO
ero moJHOMOYHs (TpUKa3 O Ha3HAYCHUHM Ha JOJHKHOCTh PYKOBOJIUTEIIS
WIA BBIMACKA U3 PEIICHUs OOIIeT0 COOpaHws, MpaBiieHus 100 WHOTO OpraHa
yIpaBICHUs IOPUAMYECKOTO JIMIA, WJIM TPYIAOBOH JOTOoBOp (KOHTPAKT),
WA TPAXKJAHCKO-TIPABOBOM JI0TOBOD);

IPY JIMYHOM TIPEICTABICHUU:

JIOKYMEHT, YAOCTOBEPSAIONINI JTUYHOCTD, U IOKYMEHT, MMOJTBEPKAAOITUI
MOJIHOMOYHSI PYKOBOJUTENS IOPUAWYECKOro Julla (IMIpUKa3 O Ha3HAUYCHUM Ha
JOJIKHOCTh PYKOBOJAMTEIIS, WM BBIMHUCKA W3 PEIIeHUs oOlIero coopaHus,
npaBjeHUusT MO0 HWHOrO OpraHa yOpaBJCHUS OPUIWYECKOrO JUIA, WM
TPYJIOBOM JOTOBOp (KOHTPAKT), WM TpaxAaHCKO-TIPAaBOBON JOTOBOp), —
PYKOBOAUTENIEM FOPUANYECKOTO JIUIIA;

JTOKYMEHT,  YAOCTOBEPSIOIMIMN  JIMYHOCTb, —  HWHIUBHAYaAJIbHBIM
peaIpUHUMATEIICM;

JOKYMEHT,  yJOCTOBEPSIOMMN  JUYHOCTh, M  JIOBEPEHHOCTh  —
YIOJHOMOYEHHBIM MPE/ICTABUTENIEM 3aBUTEIIS.

3. CBenmeHus O cOpaBKE UWIM HWHOM JOKYMEHTE, BbIJaBa€MOM
(MpUHUMAaEMOM,  COTJIACOBBHIBAEMOM,  YTBEPXKIAE€MOM)  YIOJIHOMOYEHHBIM

OpPTaHOM I10 PE3yJIbTaTaM OCYIIECTBJICHUS aAMUHUCTPATUBHOMN ITPOLETYPHI:
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BHOCHMbIC U3MEHEHUN 3aTParuBaroT
MH(pOpMaLIUIO U JaHHBIC
[PETUCTPAILIMIOHHOTO YIOCTOBEPEHHUS)

IEUCTBUS
perucTpamuu
JIEKapCTBEHHOTO
mpernapara

HanmenoBanue Cpok dopma
JOKyMEHTa JeHCTBHS IPECTABIICHUS
[PETHUCTPALIMOHHOE yIOCTOBEPEHNUE (€C/IM | Ha OCTATOYHBIA CPOK MUChMEHHAS




[Ipunoxenue

K pEerlaMeHTy aJIMHHHCTPATHUBHOM
MPOLEAYPHl, OCYLIECTBISIEMONM B
OTHOUIEHUU CyOBEKTOB
XO34MCTBOBaHUS, IO  MOJIYHKTY
949 «BHecenne U3MEHEHHS B
PETUCTPALlMOHHOE JI0OChE Ha paHee

3apETUCTPUPOBAHHBIN
JIEKapCTBEHHBIN rpernapar B
COOTBETCTBUM C  MEXIyHapOIHO-
IIPAaBOBBIMHU aKTamH,
COCTaBJIAIOLIIMMHA IPaBo
EBpasuiickoro DKOHOMHYECKOTO
COHO3a»

dopma

3ASBJIEHUE

O BHECEHUHU U3MCHCHMU B PETUCTPAIMOHHOC NOCHE JICKAPCTBCHHOI'O ITpCIlapaTa

1. Jlep>xaTenb perucTpallMOHHOTO YJIOCTOBEPEHHUSI, MECTO HAXOXKICHUS
2. 3agBHUTEIIH, MECTO HAXOXKICHUS
3. IlpousBoauTENH, MECTO HAXOXKICHUS
B Tom umcne:

OCYIIECTBIISTFOITUN MPOU3BOJICTBO TOTOBOM JICKAPCTBEHHOUW (hOPMBI

OCYIIECTBIISIIONTHUN (PacoBKY U (MJIH) YITAKOBKY
OCYIIECTBIISIFOIIUN KOHTPOJIb Ka4yecTBa
OCYIICCTBIISIIONIMN  BBIJAYy  pPa3pelieHHs] Ha BBIMYCK JIEKAPCTBEHHOTO
npernapara

UHbIE YYAaCTHUKH TIPOU3BOJACTBA M KOHTPOJISI KauyecTBa JIEKAPCTBEHHOTO
npenapara

4. IlponsBoauTensb (hapMarieBTUUECKOW CyOCTaHIINM, MECTO HAXOKICHHUS

5. ToproBoe HaMEHOBaHHUE JIEKAPCTBEHHOTO penapara

6. Mex1yHapo/IHO€ HEMMATeHTOBAaHHOE HAaUMEHOBaHUE™
7. CocTaB JIEKapCTBEHHOr0 TMpemnapara (C yKa3aHHEM HAUMEHOBAHUS U
KOJIMYECTBA JIEUCTBYIOLIMX U BCIIOMOTaTEIbHBIX BEIIECTB)
8. JlexkapcTtBeHHas ¢opma C yKa3zaHHEM JO3WPOBKH JCHCTBYIOIIETO BEIIECTBA
(1711 OJTHOKOMIIOHEHTHOTO WJIM JBYXKOMIIOHEHTHOTO JIEKAPCTBEHHOI'O Mpernapara)
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9. CranmapTHas ymakoBKa (IepBHYHAs, BTOPUYHAS, MNPOMEXKYTOUHAs, NpHU
HaJIMYMK) C YKa3aHUEM KOJIMYECTBA 7103 B yIAaKOBKe **

10. Crioco6 nmpumeHeHus JIEKapCTBEHHOIO Mpenapara (BHyTpEHHEE, Hapy>KHOE,
JUTSL TApEHTEPATILHOTO BBEICHUS U JPYTO€)

11. ®apmakorepaneBTUYECKass TpyINa, KOJ aHATOMO-TEPaNeBTUYECKO-
xumuyeckon knaccupukanuu (kog ATX)
12. Cpok rogHocTH
13. YcnoBus xpaHeHus
14. Pa3zpenbl perucTpallMOHHOTO JOCh€, B KOTOpPHIE BHOCSTCS HM3MEHEHUs

3asBiIeHUE TPEACTABIsETCS HAa (PUPMEHHOM OJlaHKE 3asiBUTEIIS WM JACpiKaTels
PETUCTPALIMOHHOTO  yAOCTOBEPEHHUS], MOJNUCHIBACTCS YIOJTHOMOYEHHBIM JIMIOM
3asBUTEN WIM JAEPKATENlsl PETHMCTPAllMOHHOTO YIOCTOBEPEHMS, C YKa3aHHEM €ro
JOJIKHOCTU CIIyXaIliero, GgamMuwinu, coOCTBEHHOTO MMEHM, OTYECTBa (€CJIIM TaKOBOE
umeetcs ). B 3asiBieHUN 3am0MHSIOTCS BCE MIPEAYCMOTPEHHBIC rpadbl.

Jlep>katenb perucTpallMOHHOTO YAOCTOBEpEHUs: OepeT Ha ce0si OTBETCTBEHHOCTD
3a 3(ppeKTUBHOCTH, 6€30MaCHOCTh U KaU€CTBO JICKAPCTBEHHOTO Mpernapara.

Jlepkatenb pErucTpallioOHHOTO YJIOCTOBEpEHHUs (3asBUTENIb) TapaHTUPYET
JOCTOBEPHOCTh MH(MOpMAIMK, COAepKalledcs B PErUCTPAlMOHHOM JOChe U
HACTOSIIEM 3asIBJICHHH.

JlepkaTenb PErHMCTPALlMOHHOTO YAOCTOBEPEHUS TapaHTHPYET, 4YTO IIpaBa
TPEThEN CTOPOHBI, 3alMIIECHHOW IIaTeHTOM, HE HapylIalTCi B CBI3H C
roCyJIapCTBEHHOM peructpanueit (moarBepKAeHUEM roCy1apCTBEHHON PEeTruCTpaIiiin )
JIEKapCTBEHHOTO Ipernapara.

202 T.

(moamuchk) (vHUIMATB (MHUALIAAT
cOOCTBEHHOT'O
UMEHH ), (pamMums)

KonTakTHOE U110
(TIpu HAJTUYHH )

(MHUIIMATE (MHAIIMAT COOCTBEHHOTO UMEHH ), (haMUJTHS )
Mecto HaxoXxIeHHS, TenedoH

*B cmyyae OTCYTCTBHSL MEXJIYHApOJHOTO HEMAaTEHTOBAHHOTO HAMMEHOBAaHUS
yKa3bIBAETCsl OOMIENPUHATOE (TPYNIUPOBOYHOE) HAMMEHOBAHHE, HAy4YHOE (XUMHUYECKOE)
HauMEHOBAaHUE.

**Yka3pIBaeTcsl MaTepuan NEepBUYHON YHAKOBKHM (TICHKA IMOJMBUHWIXJIOPUIHAS,
aloMuHueBas (onbra u T..), BUJ NEPBUYHON YMAKOBKH (aMIryJibl, (IakOHBI, KOHTYpHAs
AYEHKOBas YINAaKOBKa M T.N.), KOJMYECTBO E€AMHMIl NMPOAYKLHMHM B INEPBUYHON YIAKOBKE
(xommyecTBO TAOJETOK B KOHTYPHOW SYEMKOBOW YNAKOBKE M T.I.), BTOPUYHAs W, MpHU
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HAJIMYNH, TPOMEXKYTOYHAS YIAKOBKA, KOJWYECTBO TMEPBUYHBIX YIMAKOBOK BO BTOPHYHOU
(TPOMEXYTOUHOM) yITaKOBKe (KOJTHMYECTBO KOHTYPHBIX SYEHKOBBIX YITAKOBOK BO BTOPUYHOI
YIaKOoBKE M T.I.), MHPOpPMANWA O HAIWYAHA TIOTIOTUTENS BIIard, JMCTKA-BKJIA bl
(MHCTPYKIIMKM TIO MEAWIHWHCKOMY MPHUMEHEHHUIO), KOMIUIEKTHOCTH (WTJa, KareJIbHHIIA,
MepHasi JIO)KKa U T.I1.).



	Приложение

