YTBEPXJIEHO
IlocTanoBienue
MuHucTepcTBa 37paBOOXPAHECHUS

Pecniy6nuku bemapych

PEI'JTAMEHT

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

noanyHkty 9.4.4  «locynapcTBeHHas
perucTpanysi B yIPOUICHHOM MOPSAKE U

MOJTyYEHUE PErUCTPAIIMOHHOTO
YIOCTOBEPEHHS] ~ HA  JIEKAPCTBEHHBIM
npenapar»

1. OcoGeHHOCTH OCYIIECTBIECHUS aIMUHUCTPATUBHON MIPOLIEAYPHI:

1.1. HauMeHOBaHWE YIMOJIHOMOYEHHOTO OpraHa (1MO0JIBEIOMCTBEHHOCTb
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 Ilpesunenra Pecnyonuku benapyck ot 31 nexadps 2019 r. Ne 499
«O0 00palleHnH JIEKapCTBEHHBIX CPEACTBY;

Vka3 Ilpesuaenta Pecnyonuku benapycs ot 25 uronsa 2021 r. Ne 240
«O0 aJAMUHUCTPATUBHBIX TNPOLIEAYypaX, OCYIIECTBISIEMbIX B OTHOIICHHUU
CyOBEKTOB XO35I1ICTBOBAHUS;

noctaHoBienne  CoBera  MunuctpoB  Pecnyonuku — Benapych
or 1 ampems 2020 r. Ne 191 «O mepax no peanm3zannu Ykaza I[Ipe3uaeHra
Pecniy6nuku benapyce ot 31 nexadpst 2019 1. No 499y;

noctaHoBienne  CoBera  MunuctpoB  Pecnyonuku — Benapych
or 24 centsops 2021 1. No 548 «OO0 aaMUHHUCTPATHUBHBIX MPOLEIYpPaAX,
OCYIIECTBIIIEMBIX B OTHOIIEHUN CYOBEKTOB XO35ICTBOBAHUSY;

1.3. WHBIE UMEIOIIHECS 0COOEHHOCTH OCYILIECTBJICHUS
aIMHUHUCTPATUBHOU MPOLIETYPHI:

1.3.1. rocy1apCcTBEHHOM PErUCTpalMy B YIIPOIIEHHOM MOPSIAKE MOJJIEkKAT
JIEKapCTBEHHBIE CPEJICTBA, YKa3aHHble B mnoamyHkre 3.1 myHkra 3 VYkasa
[Ipesunenta Pecniybnuku benapych «O0 oOpaiiieHnu JIeKapCTBEHHBIX CPEJICTBY
U B IIPWIOKEHUHU | K HEMY;
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1.3.2. 3asiBUTENEM MJISI TOCYJAPCTBEHHOM PETHMCTPALMM JIEKAPCTBEHHBIX
CPEICTB MOT'YT BBICTYIIATh JIMIIA, YKa3aHHbIC B 4acCTH 1ecTor ctatbu 10 3akoHa
Pecniy6muku bemapyces «O06 oOpateHnn IeKapCTBEHHBIX CPEACTBY;

1.3.3. NEpKATEIEM  PETUCTPAMOHHOTO  YJIOCTOBEPEHHUS IS
TrOCYJIapCTBEHHOM PETUCTPALMKM JIEKAPCTBEHHBIX CPEJICTB B  YIPOIICHHOM
MOpPSZIKE MOTYT BBICTYIIaTh JIMIA, yKa3aHHbIe B TyHKTe 2 [lomoxkenmst 00
YOPOIIIEHHOM TMOPSJIKE OCYIIECTBICHUS TOCYJApCTBEHHON pErucTpanuu
JIEKapCTBEHHBIX CPEJICTB;

1.3.4. NOMOJHUTENbHBIE OCHOBAHUS JJIsI OTKAa3a B OCYIIECTBICHUU
aIMUHUCTPATUBHOM TIPOLIEAYpPHl IO CpaBHEHWIO ¢ 3akoHOM PecmyOmukm
bemapycs «O0 ocHOBaxX aJMHHHCTPATHBHBIX MPOIEAYP» OMPEEICHBl B 4acTH
IBaJlaTb  BTOPOM  CTaTbU 10 3akona  Pecnybmukm  bemapych
«O0 oOpallleHUH JIEKAPCTBEHHBIX CPEIICTBY;

1.3.5. ocHOBaHus ISl pelIEHUs] BOMPOCca O MPUOCTAHOBJIICHUU JCHCTBUS
BBIJJAHHOT'O PETMCTPALIMOHHOTO YIAOCTOBEPEHUS] HA CPOK He OoJiee IecTd
MECSILIEB OMNPEACIEHbBl B 4YacTW JBaauarb Tperbed crtatbu 10 3akoHa
Pecnyonuku benapyces «O0 oOpailieHnH JIEKapCTBEHHBIX CPEACTBY;

1.3.6. ocHOBaHMs MJIA pEMIEHUS BONpOCa O MPEKpaIIEHUHd ACHUCTBHS
PETUCTPALIMOHHOTO YOCTOBEPEHUS ONPEEICHbI B YaCTH Ba/ALIATh YETBEPTOU
crarb 10 3akona Pecnybnuku benapych «OO0 oOpaleHuu JIeKapCTBEHHBIX
CPEACTBY», 3a HCKJIIOYEHUEM Ciyyas, NPEeAyCMOTPEHHOro B ab3ale BTOPOM
YKa3aHHOM 4acTHu;

1.3.7. OCyIIECTBIEHUIO TOCYIaPCTBEHHOW PETUCTpaIlii JEKAapCTBEHHBIX
CPEACTB MPEIIIECTBYET KOMIUIEKC MPEABAPUTEIBHBIX TEXHUYECKUX padoT,
npeaycMoTpeHHbIX B myHKTe 4 IlonoxeHus o0 YIPOIIEHHOM TMOpPSJIKe
OCYIIECTBIICHHUSI TOCYITAPCTBEHHON PErUCTPALIMU JIEKAPCTBEHHBIX CPEICTB.

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

HaunmenoBanue 1oKymMeHTa TpeboBanwus, dopMma u MOPsI0K
U (WIH) cBeACHUMN IpEeabSIBISIEMBIC MIpeACTaBICHUS
K JIOKYMEHTY U (WJIH) JIOKyMEHTa
CBEICHUIM 1 (WIK) CBEJCHUM

3as1BJIICHUC

dbopma, corimacHo
MPUIOXKEHHUIO |

B MMChbMEHHOH (hopme:
B XO/JI¢ IpHeMa
3aMHTEPECOBAHHOIO
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BaKIIOYEHUE PECITyOINKAaHCKOTO ¢opma, cornacHo Jmna,
yHUTapHOTO npeanpusatus «Llentp TIPHII0KCHHIO 2
DKCIIEPTHU3 U UCIIBITAHUM B
3PaBOOXPAHEHNUN» O BO3MOXHOCTHU
(HEBO3MOKHOCTH) OCYILECTBICHUS
rOCYJapCTBEHHON PETMCTPALMU
NEeKapCTBEHHOTO Mpernapara B
YIPOILIEHHOM MOPSJIKE

I10 TI0YTE;

HapOYHBIM (KypbepoMm)

3auHTEPECOBAHHBIM  JIMIIOM  TNPEACTABISAIOTCA  CIEAYIOIIME  WHBIC
JOKYMEHTBI, ITPEAYCMOTPEHHBIE B YaCTU NEPBOM MYHKTA 2 cTaThh 15 3akoHa
Pecnyonuku benapych «O6 ocHOBaxX aJIMUHUCTPATUBHBIX MPOIEAYPY:

IIPX HAIPaBJICHUM MO IIOYTE U1 FOPUAMYECKOrO JIMLIA — CBEACHUSA
0 PpyKoBoauTene opuauyeckoro Jmna (pamuims, COOCTBEHHOE UM,
OTYECTBO (€C/IM TaKOBOE HMEETCs), JAHHbIE JOKYMEHTA, YAOCTOBEPSAIOIIETrO
JUYHOCTh, a TaKXke JOKyMeHTa (ero KOINWM), MOJATBEPKIAOIIETO
€ro TMojHoMouus (MpUKa3 O HA3HAYEHUU HA JIOJHKHOCTb PYKOBOIUTEINS
WJIM BBINIMCKA U3 pElIEHUs OOIIEero coOpaHusi, MpaBJieHUs JMO0 MHOTO OpraHa
YIPABICHUS IOPUIMYECKOTO JIMIA, WIA TPYAOBOM JOroBop (KOHTPAkKT),
WJIH FPAXKJAHCKO-TIPABOBOI 10TOBOD);

IIPY JINYHOM IIPEACTABICHUM:

JOKYMEHT, YAOCTOBEPSAIOIINN JUYHOCTb, U TOKYMEHT, IIOATBEPKAAIOIIUN
[IOJIHOMOYMSL PYKOBOJUTENS FOPUAMYECKOrO JMLA (MPUKA3 O HA3HAYEHUU Ha
JOJDKHOCTh PYKOBOJUTENSI, WM BBIIMCKA W3 pelieHus oOmiero coOpaHwus,
IpaBJICHUA JUMOO HMHOIO OpraHa YIpPaBJCHHUS HOPUINYECKOrO JHILA, WIH
TPYAOBOW JOroBOp (KOHTPAKT), WM TPa)xJTaHCKO-IIPABOBOM JI0TOBOp), —
PYKOBOAMTEINIEM FOPUINYECKOIO JINIIA,

JOKYMEHT,  YAOCTOBEPAIOIIMA  JIMYHOCTh, —  WHAUBUIYAJIBHBIM
IpEeANPUHAMATENEM;

JOKYMEHT,  yIOCTOBEPSIOIIMM  JINYHOCTb, MW  JOBEPEHHOCTh  —
YIIOJTHOMOYEHHBIM IIPECTABUTEIIEM 3asIBUTEIIS.

3. CaemeHus O CIOpaBKE WIM WHOM JIOKYMEHTE, BBIIaBAEMOM
(MpUHUMAEMOM,  COIJIACOBBIBAEMOM,  YTBEPKIAAEMOM)  YIOJHOMOYEHHBIM
OpPraHOM IO Pe3yJIbTaTaM OCYILECTBIICHUS aIMUHUCTPATUBHON NPOLETYPHI:

HaumenoBanue Cpox dopma
JIOKyMEHTAa JENUCTBUS MpeACTaBICHUS
[PETUCTPALIMOHHOE YIOCTOBEPEHHE 5 net MMCbMEHHAas
Nnple pelicTBHs, COBEpPIIAEMBIE  YINOJIHOMOYEHHBIM  OPraHoOM IO
VUCTIOJHCHUIO AAMHUHUCTPATUBHOTO PEUICHUS, — BHECEHHE CBEACHUM O

3apEruCTPUPOBAHHOM JIEKAPCTBEHHOM Ipenapare B ['oCcynapCTBEHHBIM peecTp
JIEKapCTBEHHBIX cpeacTB Pecrybnuku benapych.
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4. Tlopsmok mogaun (OT3bIBA) aAMUHUCTPATUBHOMN KaTOOBI:

HanMeHoBaHue rocy1apcTBEHHOIO OpraHa
(MHOM OpraHu3alyu), pacCMaTPUBAIOIIETO
aJIMMHHUCTPATUBHYIO KaJlo0y

®opma nojgayu (0T3bIBa) AAMUHUCTPATUBHON
K00kl (3JIEKTPOHHAS U (UJTN)
nucbMeHHast (hopma)

CoBeTr MUHUCTPOB
Pecniy6nuku benapych

IMMCbMCHHAsA, 3JICKTPOHHAA




[Ipunoxenue 1
K PpETJIaMEHTYy aJAMUHHACTPATUBHOU
MPOLEAYPHl, OCYLIECTBISIEMONM B

OTHOUIEHUU CyOBEKTOB
XO3SUCTBOBAHUS, MO  MOJMYHKTY
944 «["ocymapcTBeHHas
perucrparus B YIPOILIEHHOM
OPSAIKE u HOJy4YeHHE

PETUCTPALIMOHHOTO  yIOCTOBEPECHUS
Ha JICKAPCTBCHHBIN IIperapary

dopma

3ASBJIEHUE

(¢ FOCYIIapCTBCHHOﬁ perucTpanuu JICKApCTBCHHOTO IIPCIiapaTa

1. 3asgBuTen

B YIIPOIICHHOM ITOPAIOKE

(HauMMeHOBaHME, PUIUYECKHI aapec)

2. lepxateib perucTpallMOHHOTO YIOCTOBEPEHHUS

3. IlpousBoauTeIh

(HaMMeHOBaHUe, IOPUANYECKUHN aapec)

B TOM YHUCIJIC.

OCYIIECTBIISIOIINI MPOU3BOJICTBO TOTOBOM JICKAPCTBEHHOU (hOPMBI

OCYIIECTBIAIONINHN (HACOBKY U (MJIH) YITAKOBKY

OCYIIECTBIISIOIINI BBIYCKAKOIIAN KOHTPOJIb KAUYECTBA

WHBIE  YYaCTHUKH
npenapara

IMPpOU3BOACTBA M KOHTPOJIA KadCCTBA JICKAPCTBCHHOI'O

4. ITpousBoauTens hapMareBTHUESCKON CyOCTaHITUN

(HauMeHOBaHuUe,

IOPUIUYECKUN aJIpec)
5. Ha3BaHnue siekapCTBEHHOIO IIpenapara

6. MexxnyHapoJHOE HENMAaTEHTOBAHHOE HAMMEHOBAHUE

7. CocraB JEKapCTBEHHOTO MpenapaTta C YyKa3aHHWEM  HAaMMEHOBAHUS U

KOJIN4CCTBA ﬂCfICTBYIOIHHX H BCIIOMOI'aTCJIbHBIX BCIIICCTB




8. JlexkapcTBeHHass ¢opMa C yKa3aHHEM J03bI JICHCTBYIOIIETO BEIIECTBA (IS
OJTHOKOMITOHEHTHOTO WIA  JBYXKOMIIOHEHTHOTO  (TPEXKOMITIOHEHTHOTO)
JIEKapCTBEHHOTO Tpemnapara)

9. CranmapTHas ymakoBKa (ITEpBUYHAS W BTOPHYHAS) C YKa3aHHUEM KOJIMYECTBA
7103 B ynakoBke ((hacoBke)

10. Cnoco®6 mnpuMeHeHHs JIEKapCTBEHHOIO MpernapaTa (BHyTpEHHEe, Hapy>KHOE,
s napeHTepaIbHOro BBEJICHUS WIH

TIPYyroe)

11. OcHoBHas KIMHUKO-hapMakosiorudeckas rpynma (corsmacHo kony ATC (ATX)

12. Cpok rogHocTH
13. YcnoBus xpaneHus
14. OcHoBaHMe, narollee MOpaBO IS TOCYAAPCTBEHHOM pErucTpaivu
JIEKapCTBEHHOTO Tperapara B YIPOIICHHOM Mopsake (yKa3aTh, KAKOE UMEHHO):
perucTpaiusi JICKapCTBEHHOTO TMpernapaTa YHIOJHOMOYEHHBIMH OpraHamMu
3apyOeKHBIX TOCYIapCTB, IEPEUYUCICHHBIX B NyHKTE | mpuioxkeHus 1 k Ykazy
[Ipesunenta PecnyOonmuku benapycs ot 31  pmexabps 2019 1. Ne 499
«O0 oOpaleHuu JIeKapCTBEHHBIX CPENICTBY;
perucrpanusi JIGKQpCTBEHHOIO  TIperapata  YIOJHOMOYEHHBIM  OpraHOM
EBpomeiickoro coro3a /ijisi MpUMEHEHUs Ha TEPPUTOPUHN FOCYIAPCTB, EPEUNCICHHBIX
B nyHkre 2 mpuioxeHuss 1 k Ykaszy llpesmpenta PecnyOnuku bemapycs ot 31
nexadps 2019 r. Ne 499 «O6 oOparieHnn JT1eKapCTBEHHBIX CPEICTBY;
IPOXOXKJEHUE JICKAPCTBEHHBIM IMpEnapaToM MNpOrpaMMbl MpPeKBaATHPUKAIUH
BcemupHoi opranuzanuy 34paBoOXpaHEeHUS.
15. 3amumenHocTh naTeHTaMu B Pecriy6iuke benapych

(Bmazenen

naTeHTa, HOMEp, JaTa BbIJa4M, CPOK JICHCTBUS M1aTEHTA)
16. Jlanubie 00 yIOJTHOMOYEHHOM JIMIE 10 (apMmakoHan3opy B PecmyOnuke
benapycs

17. MecTo ocyliecTBISHUSI OCHOBHOM JEATEIHLHOCTH MO (papMaKoOHAI30py

18. MecTo HaxoxaeHusT MacTep-Qaiina cucteMsl hapMaKoHaI30pa

JlepkaTenb perucTpalmOHHOTO YAOCTOBEPEHHS OepeT Ha ce0s OTBETCTBEHHOCTH
3a 3¢ (HEeKTUBHOCTH, 0€30MACHOCTh U KaU€CTBO JIEKAPCTBEHHOIO Mpernapara.

3asBUTENb TApAHTUPYET  JOCTOBEPHOCTh  HWH(OpMalMM, CcoAepKalencs B
HACTOSILEM 3asBJICHUU.

JlepkaTesib perucTpalliOHHOTO YAOCTOBEPEHUS TapaHTUPYET, YTO MpaBa TPEThei
CTOpPOHBI, 3allUIIEHHONW MATEHTOM, HE HApYIIAIOTCSI B CBSI3U C TOCYAapCTBEHHOMU
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perucrpanuei B ynpoueHHOM MOPSAKE JIEeKapCTBEHHOT O Ipenapara.

20 T.
(moamuch 3asBUTEIS (vHUIMATB (MHUALAAT
WM €TO TIPEACTaBUTEIIS) COOCTBEHHOTO UMEHH),
bamunus)

KoHTakTHOE JHII0, NEWCTBYIOIIEE IO MOPYYCHUIO 3asIBUTEIIS (3aMOTHACTCS MPU
HaJIMYUHM KOHTAKTHOTO JIUIIA)

(MHMLIMAIB! (MHUIMAT COOCTBEHHOI'O UMEHN),

dbamunus, agpec u TeaedoH)



[Ipunoxenue 2
K PpETJIaMEHTYy aJAMUHHACTPATUBHOU
MPOLEAYPHl, OCYLIECTBISIEMONM B

OTHOUIEHUU CyOBEKTOB
XO3SUCTBOBAHUS, MO  TMOJMYHKTY
944 «["ocymapcTBeHHas
perucrparus B YIPOILIEHHOM
OPSAIKE u HOJy4YeHHE

PETUCTPALIMOHHOTO  yIOCTOBEPECHUSA
Ha JICKAPCTBCHHBIN IIperapary

dopma
3AKJIIOYEHUE
0 BO3MO>KHOCTH (HEBO3MOKHOCTH) OCYIIECTBICHHSI TOCYIapCTBEHHON perucTparu

JICKAPCTBCHHOTO IIPCIIapaTa B YIIPOUICHHOM ITOPAIKE

20 T. r. MuHCK

HaCTOSIIIICG 3aKJIFOYCHUC TIOATOTOBJICHO IIO0 PE3yjabTaTaM KOMIIJICKCAa
MpeaABapUTCIbHBIX TCXHHYCCKUX pa60T, MpeaAMCCTBYOIIUX FOCYI[EIpCTBGHHOﬁ
perucrpannunu JICKApCTBCHHOT'O ImpcIiapara B YIPOUICHHOM IMOpAAKE

(ToproBoe Ha3BaHUE JIEKAPCTBEHHOTO CPEICTBA, (POpPMa BBIMYCKa)
Jlep>katesb perucTpalMoOHHOTO yIOCTOBEPEHHUS
3asBUTEIb
[TpousBoauTenb (MPOU3BOIUTEIIN )

Pe3ynbrarel TpPOBEPKH KOMIUIEKTHOCTH MPEACTABICHHBIX JOKYMEHTOB U
PaBIIIBHOCTU UX O(DOpPMIICHHUS :
Pe3ynbrarel mpoBEpKH TOPrOBOrO Ha3BaHUS C YYETOM 3aPETMCTPUPOBAHHBIX B
PecniyOnuke benapycp JIEKapCTBEHHBIX [penaparoB

PesynbpTaThl 3KCHEpPTH3bI JOKYMEHTOB Ha COOTBETCTBHE JIEKAPCTBEHHOTO
npenapara TpeOoOBaHUSIM 1O 6€30MacHOCTH, Y)PEKTUBHOCTH U KaYECTBY:
KIIMHUKO-(apMaKoJIOrHIecKasi YKCIepTU3a

XHUMHKO-(papMareBTHIeCcKas dIKCIIepTH3a

3AKJIIOYEHUE
Bo3moxxHa (HEBO3MOXHA) TOCYJApCTBEHHasi  pErucTpanus JIEKapCTBEHHOTO
rpernapara B yIpoueHHOM NOPSIIAKE




Hacrosiee 3akiroueHue JeENCTBUTEILHO | MecHIL.

(MOMKHOCTH YIIOTHOMOYEHHOTO (moamucek) (vHUIIMATB (MHUALIAATT
JOJKHOCTHOTO JIUIIA) M.IL. COOCTBEHHOTO UMEHH ), (pamMuIIHs)
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