YTBEPXJIEHO
IlocTanoBienue
MuHucTepcTBa 37paBOOXPAHECHUS

Pecniy6nuku bemapych

PEI'JTAMEHT

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

noAnyHkty 9.4.3 «BHeceHne W3MEHEHUS
B PETUCTPALMOHHOE J1I0CHE»

1. OcobeHHOCTH OCYIIECTBICHUS A JMUHUCTPATUBHOM IPOLIETYPHI:

1.1. HauMeHOBaHHE YMOJHOMOYEHHOT0 opraHa (MoJIB€JOMCTBEHHOCTh
aIMUHUCTPATUBHOM Mponeypbl) — MHHUCTEPCTBO 3APABOOXPAHCHHUS;

1.2. HOpMaTUBHBIE TMPABOBBIE AaKThl, PETYJIUPYIOIIHME  TOPSIIOK
OCYILIECTBJICHUS aIMUHUCTPATUBHON MPOIETYPhI:

3akon PecnyOnmuku bemapyce ot 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 MPOLEAYPY;

VYka3 Ilpesunenta Pecniyonku benapycs ot 25 urons 2021 r. Ne 240
«O0 aJAMUHUCTPATUBHBIX NPOLEAYypaX, OCYIIECTBISIEMbIX B OTHOIICHHUU
CyOBEKTOB XO35IIICTBOBAHUSY;

noctaHoBienne  CoBera  MwunuctpoB  Pecnyonuku — bBenapych
or 1 ampems 2015 1. Ne 254 «O roCymapCTBEHHOW pPErUCTpalvn
(MOATBEPAKIACHUHU TOCYAAPCTBEHHON PErUCTPAIK) JIEKAPCTBEHHBIX CPEJICTBY;

noctaHoBienne  CoBera  MwunuctpoB  Pecnyonuku — bBenapych
or 24 centsops 2021 1. Ne 548 «OO0 agMUHUCTpPaTUBHBIX MpONEAYypax,
OCYIIECTBIIIEMbIX B OTHOIIEHUN CYOBEKTOB X0O35ICTBOBAHUSY;

nocTaHoBjeHMe MuUHUCTEpCTBA 3/ipaBooxpaHeHus Pecriyonuku benapych
ot 17 nosiopst 2020 r. Ne 97 «O6 yrBepxkaeHuun llomoxkeHuss 0 KOMUCCUH TIO
JIEKAPCTBEHHBIM CPEACTBAMY;

1.3. WHBIE UMEIOIIHECS 0COOEHHOCTH OCYILIECTBJICHUS
aIMHUHUCTPATUBHOU MPOLIETYPHI:

1.3.1. BHeCEHHE U3MEHEHUN B PETUCTPALIMOHHOE J10ChE OCYIIECTBIISCTCS
IpU HU3MEHEHUSIX CBEACHUM, COJEpXKAIIUXCA B JOKYMEHTaX, COCTaBJISIOIINX
PETUCTPALIMOHHOE JIOChE, YKa3aHHbIX B MyHKTe 9 lloyoxkeHuss o mopsiagke u
YCJIOBUAX OCYILIECTBIECHUSI TOCYJIApPCTBEHHOW perucTpauvu (MOATBEPHKICHUS
roCcyJapCTBEHHOMN pEerUCTpallin) JEKapCTBEHHBIX CPEJICTB;

1.3.2. JONOJHHUTENbHBIE OCHOBAHMWS JJIsi OTKa3a B OCYLIECTBJICHUU
aIMUHUCTPATUBHOM TIPOLIEAYphl IO CpaBHEHHIO ¢ 3akoHOM PecmyOmuku
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benapych «O6 ocHOBax aJMHUHHCTPATUBHBIX IMPOLIEIYpP» OMPEICICHbl B YaCTH
nBaaark Bropoi ctathu 10 3axona PecnyOnuku bemapych «O06 oOparieHuu
JIEKapCTBEHHBIX CPEJICTBY;

1.3.3. pemieHue BONPOCOB BHECEHUS HW3MEHEHHS B PETUCTPAIIMOHHOE
JI0CbE OCYILECTBIIACTCSA C Y4aCTHEM KOMHUCCHH IO JIEKQPCTBEHHBIM CPEICTBAM
corslacHO NyHKTY S5 IlonokeHuss O HOpSIAKE W YCIOBUAX OCYLIECTBICHUS
rOCyIapCTBEHHOM  peructpaiuu  (TMOATBEPXKACHUA  TOCYIAapCTBEHHOM
pErucTpaIum) JeKapCTBEHHBIX CPEJICTB;

1.3.4. OCyIIECTBIICHHIO BHECEHUSI U3MEHEHUSI B PETUCTPALIMOHHOE JTOCHE
NPEIIIECTBYeT  KOMIUIEKC  NPEIBAPUTENBbHBIX  TEXHUYECKHX  pabor,
npenycMOoTpeHHbIXx B myHKTe 3 Ilonmoxkenuss o moOpsAaKe H  YCIOBHSX
OCYUIECTBJICHUS rOCy/1apCTBEHHOM perucTparuu (moATBEPKIACHUS
rOCyIapCTBEHHOM pErucTpalum) JIeKapCTBEHHBIX CPEJICTB.

2. JIokymMeHTbl W (WJIH) CBEACHHUS, HEOOXOAMMBIE JJISI OCYIIECTBIICHUS
aJIMUHUCTPATUBHOM MPOIIEAYPHI, MPECTABISIEMbIC 3aMHTEPECOBAHHBIM JIMIIOM:

HaumeHnoBanue nokymeHnra TpeGoBanus, dopma U NopsAIoK
U (UJI1) CBEJCHUI IIpEAbABIIsIEMbIE IIPEACTABICHUS TIOKYMEHTA
K IOKYMEHTY U (WJIH) U (Wn) cBeACHUI
CBEJICHUAM
3as5BJICHUE (dopma, coriaacHo B IUCBMEHHOH (opme:

MPUIIOKEHUM 1, 2
B XOJIe IpreMa
3AKIIIOUCHHE ¢dbopmMma, coriacHo 3aMHTEPECOBAHHOTO JIUIIA;
pecnyOIMKaHCKOTO NPUIOKEHUIO 3
YHUTAPHOTO TPEIIPUSITHS 10 MOYTe;
«Llentp axcnepTus u
UCTIBITAHUH B HApOYHBIM (KypbepoM)
3PAaBOOXPAHEHUN» O
COOTBETCTBUU
TIEKapCTBEHHOTO CPEJICTBA
TpeOboBaHUsAM 0€30MMaCHOCTH,
A PEKTUBHOCTH M KauecTBa

3aHTEPECOBAaHHBIM  JIMIIOM  MPEACTABISIOTCS  CIEAYIOIIHE  WHBIE
JIOKYMEHTBI, TPEIyCMOTPEHHBIE B YaCTH NEPBOM MyHKTA 2 cTaThu 15 3akoHa
Pecnyonuku benapych «O0 0CHOBaX aAMUHUCTPATHUBHBIX TPOILICTYP:

IpU HaNpaBJICHWH IO IIOYTE IS IOPUAMYECKOTO JIMIa — CBEACHUS
O PpYKOBOAWTENEC opuadyeckoro Jjuna (dhamuiaus, COOCTBEHHOE UM,
OTYECTBO (€CJIM TaKOBOE MMEETCs), JaHHBIE IOKYMEHTA, YAOCTOBEPSIOIIETO
JUYHOCTh, a TaKXkKe JOKyMeHTa (ero KOMHWHU), TMOATBEPKIAIOIIETO
ero TmojHoMouus (MpUKa3 O HA3HAYEHUU HA JIOJDKHOCTb PYKOBOIUTEIS
WJIM BBITIUCKA U3 pEIIeHUs OOIIero coOpaHus, MpaBieHUs MO0 MHOTO OpraHa
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VIOpPaBJIEHUS IOPUINYECKOrO JIUILA,
WJIY TPaXKIaHCKO-TPABOBOM JOTOBOP);
[IPU JINYHOM IIPEACTABICHUU:
JOKYMEHT, YAOCTOBEPAIOIINI JTUYHOCTb, U IOKYMEHT, MOATBEPKAAIOITUN
MOJIHOMOYMSI PYKOBOJUTENS OPUAMYECKOro juia (MpuUKa3 O HAa3HAYEHUHU Ha
JIOJHKHOCTh PYKOBOJUTEINSI, WM BBIMUCKA W3 pEHIeHHs OOIIero coOpaHwus,
mpaBjieHUsT JTUOO WHOTO OpraHa yNpaBiCHUS IOPUAWYECKOTO JIMIA, WA
TPYJIOBOM JOroBOp (KOHTPAKT), WIM TPaxAaHCKO-IIPAaBOBOM JOrOBOp), —

WIM TPYAOBOW JOroBOp (KOHTPAKT),

PYKOBOJUTENEM FOPUINYECKOTO JINLA;

NOKYMEHT,  YAOCTOBEPSIOIIMM  JIMYHOCTh, —  HWHIWBUAYAJIbHBIM
IPEAITPUHAMATETIEM;
NOKYMEHT,  YAOCTOBEPSIOIIMM  JIMYHOCTh, W  JTOBEPEHHOCTH

YHOJIHOMOYCHHBIM IIPCACTABUTCIICM 3asIBUTCIIA.

3. Csemenusa o
(MpUHUMAEMOM,

CTIpaBKe
COTJIaCOBBIBAEMOM,

YTBEPKAAEMOM )

WK  HWMHOM  JOKYMCHTC,

OpraHoOM IO pe3yJbTaTaM OCYIIECTBICHUS aAMUHUCTPATUBHON MIPOLIETYPHI:

HaumenoBanue Cpok dopma
JOKYMEHTa neicTBus NpeICTaBlIeHUs
MUCHMO O PEIICHUU Ha CPOK JeiCTBUS NUChbMEHHas
MuHucTepcTBa 3ApaBOOXPAHEHUS; | PErHMCTPAIMOHHOTO
HOBOE PErMCTPAIMOHHOE YOCTOBEPEHHUS, BBIJAHHOTO
yI0CTOBEpeHue (B citydae, eciu IpU rOCyJapCTBEHHON
BHOCHMBIE B PETHCTPAIMOHHOE perucTpanuu
1I0Cbe M3MEHEHUS OJJHOBPEMEHHO | (MOATBEPKIACHUU
BJICKYT M3MEHEHUE NHPOpMaIIny, roCy/1apCTBEHHOM
coJiepiKaleics B perucrpanun),
pErUCTPAIMOHHOM roCy/1apCTBEHHOM
yI0CTOBEPEHUN ) perucTpanuu B ynpoleHHOM
MOpsIJIKE, YCIIOBHOM
roCyAapCTBEHHOMN
perucTpanuu
(TOATBEP>KICHUH YCIOBHOM
roCyAapCTBEHHOM
perucTparum)
JIEKapCTBEHHOT 0 IIpenapara,
roCyJIapCTBEHHOMN
perucTpanu
dbapmareBTHIECKON
cyOcTaHIuu
Nuble  AercTBUsA, COBEPIIAEMBIE  YIOJHOMOYEHHBIM  OpPraHOM

HUCIIOJJHCHUIO aIMHHHCTPATUBHOI'O PCHICHUA, —

BHECEHHE CBEIECHUU O

BBIJIABAEMOM
YIOJIJHOMOYEHHBIM

BHECCHHBIX M3MEHCHMUSAX B PErUCTPALMOHHOE [JI0OChE Ha JIEKAPCTBEHHBIN
npenapar u (papMmareBTUYECKYI0 CYOCTaHIIMIO, paHee 3aperuCTPUPOBAHHBIC B
Pecny6nuke bemapych, B ['ocymapCTBEHHBINH peecTp JIEKApCTBEHHBIX CPEACTB


consultantplus://offline/ref=47DAC118E7A43B746A22A04D3BDDAE410F08D386D57A9C5FC81ED0AB77B3329685AF59A9F71CA851F381A9299B989DD5731227BB268830CDA54F729313j2n0G
consultantplus://offline/ref=47DAC118E7A43B746A22A04D3BDDAE410F08D386D57A9C5FC81ED0AB77B3329685AF59A9F71CA851F381A9299B989DD5731227BB268830CDA54F729313j2n0G

4

Pecniy6nuku benapych, ecnu BHECEHHBIE M3MEHEHHS OJHOBPEMEHHO BIIEKYT
n3MeHeHne wuHGOpMaIuK, cojJepKameics B [ 0oCymapCTBEHHOM peecTpe
JIeKapCTBEHHBIX cpencTB PecriyOnuku benapyce.

4. Iopsimok mogayu (O0T3bIBA) A IMUHUCTPATUBHON JKAJIOOBI:

HaumenoBanue rocynapctBennoro oprana | @opma nojayu (0T3bIBa) aAIMUHUCTPATUBHON
(MHOM OpraHu3alkM), paCCMaTPUBAIOIIETO K00kl (JIEKTPOHHAS U (UJTN)
aJIMMHHUCTPATUBHYIO KaJlo0y nucbMeHHas hopma)

CoBeT MUHUCTPOB MMUCbMEHHAS, DJICKTPOHHAS
Pecnyonmku benapych




[Ipunoxenue 1

K pEerlaMeHTy aJIMHHHCTPATHUBHOM
MPOLEAYPHl, OCYLIECTBISIEMONM B
OTHOUIEHUU CyOBEKTOB
XO34MCTBOBaHUS, IO  MOJIYHKTY
943 «BHeceHne U3MEHEHHS B
PETUCTPALMOHHOE TOCHE»

dopma

3ASBJIEHUE
0 BHECEHHH U3MEHEHUI B PETUCTPALMOHHOE JOChE
Ha JIEKAPCTBEHHBIN IIpenapar

1. lepxaTenb perucTpalioOHHOTO YAO0CTOBEPEHUS, MECTO HaXOXKICHUS
2. 3asgBUTEJIb, MECTO HAXOXKICHUS
3. [IpousBoaNTENH, MECTO HAXOKICHUS
B ToMm uncne:

OCYIIECTBJISIFONTUAN MPOU3BOJICTBO TOTOBOM JIEKAPCTBEHHOM (DOPMBI

OCyHIECTBIISIIOIIUHN (acOBKY U (WJIH) YIAaKOBKY
OCYIIECTBIISIFOIIUN KOHTPOJIb KayecTBa
OCYHICCTBIISIIOIIMN  BbIAA4y  pa3pelieHus  Ha BBITYCK  JIEKAPCTBEHHOT'O
npernapara

UHBIE YYACTHUKH TIPOM3BOJICTBA U KOHTPOJS KadyecTBa JIEKAPCTBEHHOTO
npernapara

4. TlpousBoauTens (hapMarieBTUUECKOW CyOCTaHIIMM, MECTO HAXOXKISHHUS

5. ToproBoe HarMeHOBaHKE JIEKAPCTBEHHOTO Ipenapara

6. MexyHapoIHOE HEelaTeHTOBAaHHOE HaUMEHOBaHHE™
7. CocTaB  JI€KapCTBEHHOTO  mpemapara  (C yKa3aHUEM  HAaUMEHOBAHUS
Y KOJIMYECTBA JIEUCTBYIONINX M BCIIOMOTATEIHHBIX BEIIECTB)
8. JlekapcTBeHnHass gopMa ¢ ykazaHHEM TO3UPOBKHU JEHCTBYIOIIETO BEIECTBA
(I71s1 OTHOKOMITOHEHTHOTO WJIM JIBYXKOMIIOHEHTHOTO JIEKAPCTBEHHOTO IMpernapara)

9. CrannmapTHasi ymakoBKa (MEpBHYHAs, BTOPUYHAS, MPOMEKYTOUHAs, TPHU
HaJIMYuu) C yKa3aHUEM KOJIMYECTBa 703 B yIaKOBKe**

10. Crioco6 mpuMeHeHus JIGKapCTBEHHOTO TpernapaTa (BHyTpEeHHee, Hapy>KHOE,
JUTS1 TApEHTEPaIbHOTO BBEICHUS U JIPYTOe)
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11. ®apmakoTepaneBTuyecKkass  rpymmna, KOJ  aHaTOMO-TE€pParneBTUYECKO-
xumuyeckon knaccudukanuu (kog ATX)
12. Cpoxk rogHoctu
13. YcnoBus xpanenus
14. Pazenbl  perucTpaliioOHHOTO JIOChE, B KOTOPBIE BHOCSTCS HM3MEHEHUS

3asBIEeHUE TIPEACTABIsCTCS Ha (PUPMEHHOM OJIaHKE 3asgBUTENS WIH JACPiKaTels
PETUCTPAIMOHHOTO YAOCTOBEPEHUS, MOAMUCHIBACTCS YIOIHOMOYEHHBIM JIMIIOM
3asIBUTENSI WM JIEpXKaTessl PEerucTpalMOHHOTO YAOCTOBEPEHHS, C yKa3aHHUEM €ro
JOJKHOCTU CIIyXaliero, GpamMuwinu, coOCTBEHHOTO MMEHM, OTYECTBA (€CIHM TaKOBOE
umeetcs ). B 3asBieHnn 3an0HSI0TCS BCE MPEyCMOTPEHHBIC rpadbl.

Jlepkatenb perucTpallMOHHOTO YAOCTOBEpEHUs: OepeT Ha ce0sl OTBETCTBEHHOCTD
3a 3(ppeKTUBHOCTD, 6E€30MACHOCTh U KAYE€CTBO JIEKAPCTBEHHOT'O IIpenapara.

JlepkaTenb PErucTPalMoOHHOTO  YIAOCTOBEpPEHUS (3asBUTENb) TapaHTHPYET
JIOCTOBEPHOCTh ~ WHGOPMAIMU,  COACPXKAIICHCS B PETUCTPAIlMOHHOM  JOCHE
Y HACTOSIIEM 3asIBIICHHH.

JlepxaTenb PETHCTPAIIMOHHOTO YIOCTOBEPEHHUS TapaHTHPYET, YTO IIpaBa
TpeThe  CTOPOHBI,  3alIUIIEHHOW  TATEHTOM,  HE HApPYIIAIOTCA B CBS3U
C TOCYJIapCTBEHHOM perucTparnuei (moaTBEpKIECHUEM roCyJIapCTBEHHOM
pEerucTpaIum) JeKapcTBEHHOTO Mpernapara.

202 T.

(moamuchk) (vHUIIMATBL, hamMuTHs)

KonrtakTHOE IHII0
(TIp¥ HAJTUY UM )

(wHUITHATBI, (haMuUITH)
Mecto HaxoxIeHus, TenedoH

*B cmyyae OTCYTCTBUSI MEXKIYHAapOJIHOTO HEMATEeHTOBAHHOTO HAMMEHOBAHUS
yKa3bIBaeTCsl 0OmenpuHsIToe (IpynnupoOBOYHOE) HAMMEHOBAHHME, HAyYHOE (XUMHUYECKOE)
HalMEHOBaHUE.

**VYKka3pIBaeTcs Marepuan MEpPBUYHON YMAKOBKH (TVIEHKA MOJWBUHUIXJIOpUIHAS,
anoMuHueBast Goiibra u T.1.), BUJ MEPBUYHON YIAKOBKHU (aMITyJibl, (pJIaKOHBI, KOHTYpHAas
SYEUKOBasi YIMaKOBKAa U T.I.), KOJMYECTBO E€IUHUIl MPOAYKIMU B NEPBUYHON yHaKOBKE
(komnyecTBO TaONETOK B KOHTYPHOW SYEWKOBOW YHaKOBKE H T.I.), BTOPUYHAS M, TPHU
HaJu4uHU, TIPOMEKYTOUHAsl YMAaKOBKA, KOJWYECTBO MEPBUYHBIX YNAKOBOK BO BTOPHUYHOMU
(IpoMeXKyTOUHOM) yHakoBKe (KOJTMYECTBO KOHTYPHBIX SSUEUKOBBIX YIIAKOBOK BO BTOPUYHOM
yIaKOBKE U T.M.), HHQOpPMAIUS O HAIMYUM TIOTJIOTUTENS BJard, JHCTKa-BKIAJbIIIA
(MHCTPYKIIMM 110 MEIMLIUHCKOMY TPUMEHEHHUI0), KOMIUIEKTHOCTU (Wrjia, KalelbHHUIIA,
MepHasi JIOKKa U T.I1.).



[Ipunoxenue 2

K pEerlaMeHTy aJIMHHHCTPATHUBHOM
MPOLEAYPHl, OCYLIECTBISIEMONM B
OTHOUIEHUU CyOBEKTOB
XO34MCTBOBaHUS, IO  MOJIYHKTY
943 «BHeceHne U3MEHEHHS B
PETUCTPALIMOHHOE JOChE

dopma
3AABJIEHUE
0 BHECEHUH M3MEHEHHI B PETHCTPAIIIOHHOE 10Che Ha (PapMaIieBTHIECKYIO
cyOCTaHIHIO

1. JlepaTenap peruCTPallMOHHOTO yI0CTOBEPEHHUS, MECTO HAXOXKICHUS
2. IlpousBoauTENH, MECTO HAXOKCHUS
3. HaumenoBanue dapmMaiieBTHIECKON CyOCTaHIIUN
4. CpoK TOJIHOCTH
5
6
7

. YcioBusl XpaHeHus
. YmakoBka*
Pa3nenbl perucTpallMOHHOTO JOChE, B KOTOpPBIE BHOCATCA W3MEHEHUS

3asBrieHUE MIPEICTABISCTCS Ha QUPMEHHOM OnmaHke AepxKaTens
PETUCTPALIMOHHOTO  yIOCTOBEPECHHSI, MOJIMUCHIBACTCS YIIOJHOMOYEHHBIM JIHIIOM
JepXKaTelsi PEerucTPalliOHHOTO YIOCTOBEPEHUS, C YKa3aHHEM ero JIOJDKHOCTH,
dammimn, coOCTBEHHOTO WMEHH, OTYECTBA (ECIM TaKoBOe MMeeTcs). B 3asBieHun
3aITOJTHAIOTCS BCE MPETYCMOTPEHHBIE TPadBl.

Jlepkatenb perucTpaliOHHOTO yIOCTOBEPEHHS OepeT Ha ce0s OTBETCTBEHHOCTh
3a 3¢ (HEeKTUBHOCTH, 0€30MACHOCTh M KaueCTBO (papMalleBTHYECKON CyOCTaHITUY.

Jlepatenb PETHCTPAIMOHHOTO YIOCTOBEpEHHS (3asBHUTENh) TapaHTHUPYET
JOCTOBEPHOCTh MH(MOPMAIMU, COJEP)KAIICHCS B PETUCTPAIMOHHOM JIOChE H
HACTOSIIIIEM 3asIBJICHUH.

Jlepkatenb PETUCTPAIMOHHOTO YJOCTOBEPEHHSI TapaHTUPYeT, 4YTO TMpaBa
TPEThE CTOPOHBI, 3ANIUIIEHHOW TMATEeHTOM, HE HApYIIAIOTCS B CBA3U C
TrOCYJapCTBEHHOU perucTpaiuei papmareBTHIecKoi cyOCcTaHITNN.

202 .

(moamucsk) (vHUIMAIBL, pamMuTns)

KonrtakTHOE THII0
(TIp¥ HAJTUYHH )

(wHUIIATBI, (haMuUITHS)
MecTo HaxoxaeHus, TenehoH




*VYka3piBaeTcsl MaTepualql MEpPBUYHONM YNAKOBKHM, BHJ NEPBUYHOM YIaKOBKH,
BTOpPHYHAs W, NIPU HAJUYHMH, IPOMEKYTOUHAs YyHAKOBKA, Apyras MH(GOpMAaLHMs, MMEoIas
3HAa4YCHUE.



[Tpunoxenue 3

K pEerlaMeHTy aJIMHHHCTPATHUBHOM
MPOLEAYPHl, OCYLIECTBISIEMONM B
OTHOUIEHUU CyOBEKTOB
XO34MCTBOBaHUS, IO  MOJIYHKTY
943 «BHeceHne U3MEHEHHS B
PETUCTPALIMOHHOE JOChE

dopma

PECITYBJIIMKAHCKOE YHUTAPHOE ITPEAIIPUATUE
«IEHTP OKCIIEPTU3 U UCIIBITAHUU B 3IPABOOXPAHEHWI»

3AKJIFOYEHUE
0 COOTBETCTBUH (HECOOTBETCTBHH) JICKAPCTBEHHOTO CPEJICTBA TPECOOBAHUAM
6e3omnacHocTH, YOPEKTUBHOCTH U KaueCcTBa

20 r. r. MuHCK

Hacrtosimee  3akniroyeHwe  MOATOTOBIEHO MO pe3ylibTataM  KOMILJIEKCa
NPEBAPUTEIBHBIX TEXHUYECKUX pPA0OT, TMPEIIeCTBYIOIIUX TOCYIapCTBEHHOMN
perucTpanuu  JIEKAPCTBEHHBIX  CPEACTB, TMOATBEPKICHUIO  TOCYAapCTBEHHOU
perucTpanuu  JEKapCTBEHHBIX  TMpENnapaTroB,  YCIOBHOM  TOCYyAapCTBEHHOMU
peructpanuu  (MOATBEPXKICHUIO  YCIOBHOMW  TOCYJApCTBEHHOM  pPETUCTpAIiy)
JIEKapCTBEHHBIX MPENapaToB, BHECEHUIO U3MEHEHUI B PETUCTPAILIMIOHHOE JOChEe
(HY>XHOE TTOAYEPKHYTH)

(ToproBoe HAaUMEHOBaHUE JIEKapCTBEHHOTO npernapara (papmanieBTHUECKOM
cyOcTaHIuN), JIeKapCTBEHHAs dbopma (Yka3bIBaeTcs Ul JIGKQpCTBEHHOTO
mpernapara), HAaUMEHOBaHUE u CTpaHa JepIKaTest PETHCTPAIMOHHOT O
yIOCTOBEpPEHUS, TIPOU3BOTUTEIS (mpousBoauTENEH), COOTBETCTBYET

(HE COOTBETCTBYET) TpeOOBaHUAM 0€30MacHOCTH, 3PPEKTUBHOCTH U Ka4eCTBA)

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

(IOMKHOCTD CITyKallero (moamucsk) (MHUIIMATTBL, (haMUITHST)
YIOJIHOMOYEHHOTO
JOJDKHOCTHOTO JIUTIA)

M.IIL.
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