YTBEPXJIEHO
IlocTanoBienue
MuHucTepcTBa 37paBOOXPAHECHUS

Pecniy6nuku bemapych

PEI'JTAMEHT

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

HNOJAIYHKTY 9111 «[Tonyuenue
IPOTOKOJIA HMCIBITaHUS cepud (MapThH)

JICKAPCTBCHHOI'O cpeacrBa Ipu
ITPOBCACHNHU KOHTPOJIA KadyeCTBa
JICKAPCTBCHHOI'O cpeacrBa J0

INOCTYILJICHHUA B pcalii3annro Ha
COOTBETCTBUEC BCEM WM OTACJIIBHBIM
IIoKa3areJisiM  KadueCTBa HOPMATHUBHOI'O

NOKYMEHTA o KAa4€eCTBY,
IN'ocynapcTBeHHOM (dapmakoriee
PecniyOnuku benapycs,

PETUCTPAIIMOHHOMY JO0ChE IO YIaKOBKE,
MapKUPOBKE YMAKOBKH, HUHCTPYKIHUH 10
MEJIUIMHCKOMY TPUMEHEHUIO (JIMCTKY-
BKJIQIBIITY), JOKYMEHTY,
NOATBEPKJAIOIIEMY KaueCTBO  CEpHH,
CBOJHOMY  MPOTOKOIY Ha  CEpHIO,
OpOpMIICHHOMY B  COOTBETCTBUH  C

PEKOMEHALUSAMU Bcemupnon
OpTaHu3allii 37PaBOOXPAHECHUS, — JUIs
UMMYHOJOTUYECKUX JIEKapCTBEHHBIX

npenaparoB  (BaklMH, AaHATOKCHHOB,
UMMYHOTJIOOYJIMHOB CHIBOPOTOK)»

1. OcoOeHHOCTH OCYILIECTBIEHUS aAMUHUCTPATUBHOM MPOLIETYpHI:

1.1. HaMMEHOBaHUE YMOJIHOMOYEHHOIO0 oOpraHa (I10JABEIOMCTBEHHOCTb
aJMUHUCTPATUBHOM TIpolie1ypbl) — MUHUCTEPCTBO 3PABOOXPAHEHUS;

1.2. HauMmeHOBaHUE TOCYJApCTBEHHOTO OpraHa, WHOW OpraHU3allNH,
OCYLIECTBILIOIINX MPHUEM, IOATOTOBKY K PAacCMOTPEHHUIO  3asBJICHUU
3aMHTEPECOBAHHBIX JHI] W (WJM) BbIAAYY aJIMUHUCTPATUBHBIX pEIICHUMH,
MPUHATHE AJMUHUCTPATUBHBIX PEIICHWM 00 OTKa3e B MPUHSATHU 3asBICHUIN
3aMHTEPECOBAHHBIX JIMII, — UCIIBITATENIbHAS JJabopaTopusi, aKKpeAUTOBaHHAs B
HanmonansHolt cucteMe akkpeautanuu Pecnyonuku benapych Juist MCIIBITaHUIMA
JIEKAPCTBEHHBIX CPEJCTB, IEPEYEHb KOTOPBIX olpeaenseTcs MuH3apaBoM;

1.3. HOpmaTUBHBIE TPABOBBIC AaKThl, PETYIUPYIOIIUE  TOPSIIOK
OCYILIECTBIICHUS aIMUHUCTPATUBHON MPOIETYPHI:

3akon Pecnybmuku bemapyce or 20 wutons 2006 1. Ne 161-3
«O0 o0OpaIeHnn JIEKapCTBEHHBIX CPEACTBY;
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3akon Pecnyonmuku bemapyce ot 28 oxTabps 2008 1. Ne 433-3
«O0 O0CHOBAx aJIMUHUCTPATUBHBIX IPOLEAYPY;

VYka3 Ilpesunenta Pecriyonuku benapyck ot 31 Hos6pst 2019 r. Ne 499
«O0 oOpalieHnH JTEeKapCTBEHHBIX CPEICTBY;

Vka3 [lpesunenta PecriyOnuku benapych ot 25 urons 2021 r. Ne 240
«O0 aaIMUHHUCTPATHBHBIX TPOLEAYpPaX, OCYIIECTBIAEMBIX B OTHOIICHHUH
CyOBEKTOB XO35IIICTBOBAHUSY;

noctaHoBienne  CoBera  MunuctpoB  Pecnybmuku — benapych
or 24 centsops 2021 r. No 548 «O0 agMUHUCTPATHUBHBIX MPOLEIYpaXx,
OCYIIECTBIISIEMBIX B OTHOILIEHUU CYOBEKTOB XO35IIICTBOBAHUS;

nocranoBieHrne MuHucTepcTBa 3apaBooxpanenus: Pecyonuku benapych
ot 1 mapta 2010 r. Ne 20 «O npoBeeHHH KOHTPOJISI KaueCTBa JIEKApCTBEHHBIX
CPEIICTB JI0 TOCTYIUICHHSI B peajM3aluio, a TaKKe JEKApPCTBEHHBIX CPEJICTB,
HaXOJIALIMXCS B 00palieHnu Ha Tepputopuu Pecriyonuku benapych»;

1.4. unrie MMEIOIINECS 0COOEHHOCTH OCYIIIECTBJICHUS
aJIMUHUCTPATUBHOM MPOIIEAYPHI:

1.4.1. kauecTBO  JIGKAPCTBEHHOI'O  CpPEJACTBA JO TMOCTYIUICHUS B
peanu3aiuio  MOATBEPKAACTCS  MPOTOKOJIOM  WCIBITAHHUS,  BBIIAHHOTO
UCHBITaTEIbHBIMU JJAOOPATOPHUSAMH 1O MEPEUHIO UCIIBITATEIbHBIX J1A00paTOpPUH,
aKKpeJIUTOBaHHBIX B HaruoHanbHONW cucTeMe akkpeauranuu PecnyOiuku
benmapych 14 ucnbITaHUM JIEKAPCTBEHHBIX CPEICTB.

2. JlokymeHTbl W (WJIM) CBEIEHHUS, HEOOXOIWMBIC JJII OCYIIECTBICHHS
aJMUHHMCTPATUBHOM MPOLIENYPHI:

HaunmenoBanue gokymeHTa TpeGoBanus, dopma 1 MopsA0K
U (WJIK) CBEJCHUI peIbsBIIsiEMbIC Mpe/ICTaBIeHUs JOKYMEHTa
K JOKyMEHTY U (WJIK) CBEJCHUIM

U (WJIK) CBEICHUSIM

3asiBIICHUC TIPOM3BOJIbHAS B TUCBMECHHOH opme:
dbopma
10 TIOYTE;
OpPUTHHA WK 3aBepEHHAS OpHUTHHA 17001
MUCTPUOBIOTOPOM (IHIIEPOM) 3aBEpEHHAs KOIMs | HApOYHBIM (KypbepoM)
KOTHSI, a TAKXKE 3aBEpEHHAs JIOKYMEHTa

3asBUTEJIEM KOIHS JOKYMEHTA
MIPOM3BOIUTENS JICKAPCTBECHHOTO
CpeCTBa, MOATBEPIKIAIOIIETO
Ka4eCTBO JICKAPCTBEHHOTO
CpeCTBa, CBOJHOT'O MPOTOKOJIa HA
cepuro, 0hOpMIIEHHOTO B
COOTBETCTBUHU C PEKOMEH/IAIUSIMH
BO3, — 111 *UMMYHOJIOTHYECKUX
MEeKapCTBEHHBIX MIPETapaToB
(BakIMH, aHATOKCUHOB,




MMMYHOTJIO0YJIMHOB, CBIBOPOTOK)

OTOBOP (KOHTPAKT) KYTUIH-
[TPOJIAYKHU, 3aKIFOYEHHBIN C
MPOM3BOIUTENIEM WU AepKaTesleM
[PETUCTPAILMIOHHOTO
YAOCTOBEPEHHUSI HA JIEKAPCTBEHHOE
CPEIICTBO, WJIK JJOTOBOP
(KOHTPAKT) KyIUIH-TIPOJIAXKH,
3AKJIFOUEHHBIN ¢ O()ULIHATIBbHBIM
CTPUOBIOTOPOM (JIUIIEPOM)
MPOU3BOUTENS WIIN JeprKATEINs
[PETUCTPAIMIOHHOTO
YAOCTOBEPEHHUSI JIEKAPCTBEHHOT O
CpEJICTBA, a TAKXKe OPUTHUHAJ WU
3aBEpEHHas B YCTAaHOBJICHHOM
MOpsAJIKE KOMUs JOroBopa
(coryameHusi, KOHTPAKTa) MEXIy
MPOM3BOIUTENEM WU JepKaTelieM
[PETUCTPAIIMIOHHOTO
YIOCTOBEPEHHUS U €r0
0QUIMATIBHBIM AUCTPUOBIOTOPOM
(mumepom), MOATBEPKAAIOIINE
[0JIyYEHUE JIEKaPCTBEHHBIX
cpencTB ohuIMaTbLHBIM
NMUCTPUOBIOTOPOM Y
[IPOU3BOIUTEINS, WIH UHOU
OoQUIMAIbHBIN JOKYMEHT,
[OJATBEPKIAOIINAN CTATyC
0HUITHATEHOTO TUCTPUOBIOTOPA
(opurHHaN NpeacTaBiIseTCs NpU
[EPBOM MTOCTAaBKE HA TEPPUTOPUIO
Pecny6uku bemapyce u epsoM
oOpallleHu! B UCIIBITATENbHbIC
mabopaTopuu OpraHu3aIuii
cucteMbl MuH3/1paBa,
AKKPEIUTOBAHHBIC B
HarnuonanbHOU cucTeEME
aKkkpenuTanuu PecyOnuku
benapyce, nepeueHb KOTOPBIX
onpenensercss MuH3npaBoM, - 1Jist
VCIIBITAHUN JIEKAPCTBEHHBIX
CpE/CTB)

OpUT'MHAJI U 3aBEpEHHAas
3asBUTEJIEM KOs crienuduxanuu
K IOTOBOPY (KOHTPAKTy) KyILJIU-
MpoiaXku (ITOCTaBKM)
NEKapCTBEHHOI'O CPEJCTBA, B
KOTOPOH JOJKHBI OBITh YKa3aHbI
HAaMMEHOBAHUE JIEKAPCTBEHHOIO




CpeICTBa, CTpaHa MPOU3BOIUTEIIS,
Ha3BaHUE TIPOU3BOIUTEIIS
MeKapCTBEHHOTO CPENICTBA,
nmexkapcTBeHHas (opma, 103a,
KOJIMYECTBO YITaKOBOK M IIEHA
BBO3UMOTO JIEKAPCTBEHHOTO
cpencTBa (OpUTrHHATIBI
TOKYMEHTOB TIOCTIE X CBEPKH C
KOTIMSIMH BO3BPAIIAIOTCS
3asBUTEIO).

3aHTEpECOBAaHHBIM JIMIIOM MPU HEOOXOJMMOCTH MOTYT HPECTABIATHCS
WHBIE JIOKYMEHTHI, NMPETYCMOTPEHHBIE B YaCTW NEPBOM NyHKTA 2 crarbu 15
3akona Pecniy6nmku benmapyck ot 28 oktsa0pst 2008 1. Ne 433-3 «O06 ocHOoBax
aMUHUCTPATUBHBIX IPOLETYP»:

OpU HAMNpaBICHUW IO MOYTE IS OPUAMYECKOrO JIMLAa — CBEICHUS
O pyKoBoaWTENE ropuadyeckoro Jjuna (dbamuiaus, COOCTBEHHOE UM,
OTYECTBO (€C/IM TaKOBOE HMEETCs), JaHHbIE JOKYMEHTA, YAOCTOBEPAIOIIETrO
JUYHOCTh, a TaKXke JOKyMeHTa (ero KOINWM), MOJATBEPKIAOIIETO
€ro TMojHoMouus (MpUKa3 O HA3HAYEHUU HA JIOJHKHOCTb PYKOBOIUTEINS
WJIM BBINIMCKA U3 pElIEHUs OOIIEero coOpaHusi, MpaBJieHUs JIMO0 MHOTO OpraHa
yIOPABICHUS IOPUIUYECKOrO JMIA, WIA TPYJOBOM JOroBop (KOHTPAkKT),
WM TPakAaHCKO-TIPaBOBOM J10rOBOP);

[IPU JINYHOM TIPEACTABICHUU:

JIOKYMEHT, YAOCTOBEPSAIONINI JTUYHOCTb, U IOKYMEHT, MOTBEPKAAIOITUI
MOJIHOMOYMSI PYKOBOAUTENS IOPUAUYECKOro Julla (MIpUKa3 O Ha3HAYEHUU Ha
JOJIKHOCTh PYKOBOJAMTEIIS, WJIM BBINHCKA W3 PEIICHUs OoOlero coopaHus,
npaBjeHusT MO0 HWHOrO OpraHa yOpaBJiCHUS IOPUIWYECKOrO JUIA, WM
TPYJIOBOM JOTrOBOp (KOHTPAKT), WIM TpaxAaHCKO-TIPAaBOBOM JOTOBOp), —
PYKOBOAUTENIEM FIOPUANUECKOTO JINIIA;

NOKYMEHT,  YAOCTOBEPSAIOIIMA  JIMYHOCTh, —  WHAUBUIYAIbHBIM
IpEeANPUHAMATENEM;

JOKYMEHT,  yAOCTOBEPSIOIIMM  JINYHOCTb, M  JOBEPEHHOCTh  —
YIIOJTHOMOYEHHBIM IIPECTABUTEIIEM 3asIBUTEIIS.

3.CBefgeHMsT O CHOpaBKE WM WHOM JOKYMEHTE, BBbIJaBa€MOM
(MpUHUMAEMOM,  COIJIACOBBIBAEMOM,  YTBEPKAAEMOM)  YIOJHOMOYEHHBIM
OpPraHoOM II0 Pe3yJIbTaTaM OCYIIECTBIICHUS aIMUHUCTPATUBHOMN IIPOLIEYPHI:

HaumenoBanue Cpox dopma
JIOKYMEHTa JIeNCTBUSA MIpeJICTaBICHUS
MPOTOKOJI UCTIBITAHUS B TEUCHUE CPOKa MMChbMEHHAas
cepuu (IapTUH) JEKAPCTBEHHOTO CPEACTBA [FOTHOCTH
NIEKapCTBEHHOTO
Cpe/cTBa
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WNuble peiicTBus, CoOBepIIaEMble YIOJIHOMOYEHHBIM OpPraHOM IO
MCITOJIHEHUIO aIMUHUCTPATUBHOIO PEILICHNUS

0 pe3yJbTaTaM IMPOBEACHHOIO KOHTPOJS KadecTBa JIEKAPCTBEHHOTO
CpElICTBAa HCIBITATETFHOM JabopaTopueil MO TMEPEYHI0 HCIBITATEIbHBIX
naboparopuii, akKKpeIWTOBAaHHBIX B HalmoHanmpHOM cucTeMe aKKpeauTaIuu
Pecnybnuku benapych /i UCTIBITAHUH JIEKAPCTBEHHBIX CPEICTB, OPOPMIISETCS
MPOTOKOJ UCIBITAHUSI CepuM (TIapTHHU) JIEKApCTBEHHOro cpejnctBa. IIporokon
UCIIBITAHUIA HE MOXKET OBbITh BOCIPOM3BEIEH HE B TOJHOM oOBbeMe 0e3
paspeneHus pyKOBOAUTEIS UCTIBITATEIbHOM J1a00paTopuu.

4. Bux wu pasmep 1UIaThl, B3MMAaEMOW TPH  OCYIIECTBJICHUU
aIMUHHCTPATUBHON TPOLEAYphl, WM TIEpEeUeHb 3aTpaT, CBS3AHHBIX C
OCYIIIECTBJIICHUEM aIMUHUCTPATUBHOMN TIPOLIEAYPHI:

NepeueHb 3aTpar, CBA3AHHBIX C OCYIIECTBICHHEM aIMUHUCTPATUBHON
npoueaypsl  GopMHUpyeTCss HMCXOAs W3 HOPM BpPEMEHH M HOPM pacxoja
MaTEepUaiOB ~ MpPU  TPOBEIECHUU  TOCYAAPCTBEHHBIMH  OpraHU3alUsIMU
3[PaBOOXPAHECHUS HMCIBITAHUN JIEKAPCTBEHHBIX CPEJACTB, (hapMalleBTUYECKUX
cyOcTaHIuH, YTBEPKICHHBIX MIOCTaHOBJICHHEM MunucrepcTa
3npaBooxpanenus Pecyonuku benapych ot 13 oxtsi0ps 2008 r. Ne 168.

5. Ilopsinok nomauu (0T3bIBA) AAMUHUCTPATUBHOMN KaJIOObI:

HaumenoBanue rocyaapctBeHHOro oprana|®opma nmogauu (0T361Ba) aIMUHUCTPATUBHOM
(MHOM OpraHu3aIiy), PACCMaTPHUBAIOIIETO K00kl (3JIEKTpOHHAS U (WJIH)
aJIMUHUCTPATUBHYIO JKAJI00y nuchbMeHHas (hopma)

CoBeT MUHUCTPOB MUCbMEHHAs, SJIEKTPOHHAs
Pecnyonmnku benapych




