3apeructpupoBaHo B HaluoHansHOM peecTpe NpaBoBbIX aKTOB

Pecny6bnukn Benapyco 7 gekabps 2020 r. N 8/36110

NOCTAHOBJNEHUWUE MUMHUCTEPCTBA 3APABOOXPAHEHUA PECINYBJIUKU BEJIAPYCb
18 HOs6psa 2020 r. N 103

O NOPAAKE ATTECTALUN, ®OPMUPOBAHUA N BELEHUA PEECTPOB
YNOJIHOMOYEHHbIX NUL NMPOU3BOAUTENEU JIEKAPCTBEHHbBIX CPEACTB,
S®APMALEEBTUYECKUX UHCTIEKTOPOB

(B8 pea. noctaHosneHnn Munagpasa ot 25.01.2022 N 5,
o1 14.10.2025 N 148)

Ha ocHoBaHuu 4acTten cegbmon, gesaton ctatbn 20, yactu 4YeTBepTon ctatbM 21 3akoHa
Pecny6nukn benapycb ot 20 utonga 2006 r. N 161-3 "O6 obpalieHnm nekapcTBeHHbIX cpeacTts”
MwuHuctepcTBo 3gpaBooxpaHeHus Pecnybnukn benapyce NMOCTAHOBJIAET:

(B pea. noctaHoBneHna Munsgpasa ot 14.10.2025 N 148)

1. YTBEpAUTL:

NHCTpykumto o TpeboBaHMaX, NPeabABNSEMbIX K YNOMHOMOYEHHbIM NMuam npoussoautenen
neKapCTBEHHbIX CPeAcTB, U NOPSAKe UX aTTecTauun (NpunaraeTcs);

MHCTpyKumMio 0 nopsigke opMMpoOBaHMS W BeOeHMs peecTpa  YMOMHOMOYEHHbIX Ny,
npoun3soauTenen nekapcTBeHHbIX cpeacTs Pecnybnukn benapyck (npunaraetcs);

MHCTpyKkumMio O nopsgke opMupoBaHua UM BedeHus peecTpa  dpapmMaueBTUYeCKUX
nHcnektopoB Pecnybnukn benapyck (npunaraetcs).

2. YCTaHOBUTb, YTO NPOM3BOAUTENN NEKAPCTBEHHbLIX CpeacTB obecneunBatoT HanpaBneHue
CBOMX OOSDKHOCTHbIX fML, Ha KOTOPbIX BO3naraeTtcad OTBETCTBEHHOCTb 3a KayecTBO
NPOU3BOAMMbBIX W BbIMYCKAEMbIX B peanu3auuio JeKapCTBEHHbIX CpPeacTB, Ha oOy4eHue,
ykaszaHHoe B nyHkTax 9 un 10 NHCTpyKumm 0 TpeboBaHUAX, NpeabaBnadeMblX K YNOTHOMOYEHHbIM
nuuam npomnssoanTenen NekapcTBEHHbIX CPeACcTB, N nopsake ux atrectaumn, ¢ 1 maa 2021 r.

3. HacTtosee noctaHoBNEHME BCTyNaeT B CUIYy Nocrne ero ouymnansHoro onybnmkoBaHus.
WcnonHsatowmin o6a3aHHocT MuHuctpa O.J1.MnHeBuny
COIMACOBAHO

MWHUCTEPCTBO MHOCTPAHHLIX AEN
Pecnybnukn benapycb



YTBEPXOEHO

[MocTaHoBREHME

MuHucTepcTBa 30paBOOXPaHEHMS
Pecnybnukn Benapycb
18.11.2020 N 103

MHCTPYKUUA
O TPEBOBAHUAX, NPEABABNAEMbIX K YNTONTHOMOYEHHBIM JIMLIAM
NMPOU3BOAUTEJNIEUN NEKAPCTBEHHbIX CPEACTB, U NOPAOKE UX ATTECTALIUU

(B8 pea. noctaHosneHnn Munagpasa ot 25.01.2022 N 5,
o1 14.10.2025 N 148)

1. Hactoawaa WHcTpykums onpepensieT TpeboBaHus, npeabsiBnsieMble K obpas3oBaHuto,
00y4eHnto 1 cTaxy paboTbl YNONMHOMOYEHHbIX NUL, NMPOM3BOAUTENEN NEKApPCTBEHHbLIX CPEACTB, U
NopsiAOK NPOBEAEHNS UX aTTecTaunun.

2. Ona uenenm HactodAwen WHCTPYKUMM WCNONb3YKOTCA OCHOBHbIE TEPMWUHbI WU UX
onpegeneHns B 3Ha4YeHUsIX, yCTaHOBMNEHHbIX 3akoHoM Pecnybnukun bBenapycb "O6 obpalieHun
NeKkapCTBEHHbIX CPEACTB", a Takke crieaylolmne TEPMUHBI U UX onpeaeneHns:

aTTectauMs - npouegypa OLEHKM TeOopeTUHeCKUX 3HaHWA W MNPaKTUYEeCKMX HaBbIKOB
AOIMKHOCTHOIO nvua Npov3BOAMTENS NEKapCTBEHHbIX CPeACTB Ha MpaBO OCYLIECTBIEHUA UM
npodgeccuoHarnbHbiX 00513aHHOCTEN YMOMHOMOYEHHOro JfimMua no COOTBETCTBYKOLWEMY Buay
(Bugam) paboT u ycnyr, cBA3aHHbIX C NPOMBbILLNIEHHBIM NPOU3BOACTBOM JiIeKapCTBEHHbIX CPEACTB,
yKasaHHbIX B JUUEH3MM Ha ocywecTBreHne dapmaueBTUYeckon aOeATeNlbHOCTM B 4acTu
NPOMbILLITIEHHOrO MPOM3BOACTBA JfIEKAPCTBEHHbIX CPeaCcTB M MX ONTOBOW peanusauuun (ganee,
€Cnn He YCTaHOBMNEHO NHOE, - NPOU3BOACTBO fIEKapCTBEHHbLIX CPEACTB);
(B pea. noctaHoBneHna Munsgpasa ot 14.10.2025 N 148)

YNONMHOMOYEHHOE NULO - AOMKHOCTHOE NULO NPON3BOANUTENS NEKAPCTBEHHbIX CPeAcTB, Ha
KOTOpOe BO3faraeTcs OTBETCTBEHHOCTb 3a KayeCcTBO MPOM3BOAMMbBIX W BblMyCKaeMblX B
peanusauuio NeKkapCTBEHHbIX CPeAcTB, rapaHTupylollee, 4TO Kaxpgas cepusi  (napTtusi)
NeKapCcTBEHHOro cpeacTBa npou3BedeHa M MNpoBepeHa B COOTBETCTBUM C TpeboBaHusMU
Hagnexallein nNpou3BOACTBEHHOM MNPAKTUKA, WHbIMW aKTaMu 3aKoHOA4ATeNnbCTBa, a Takke
perncTpaunoHHbiM Aocke. MpousBoauTenb NeKapCTBEHHbIX CPEACTB MOXET MMETb OJHO WIu
HECKOMNbKO YMONTHOMOYEHHbIX ML, B COOTBETCTBUM C Buaamu paboT U YCnyr, CBSI3aHHbLIX C
NPOMbILLMNEHHbIM NPOM3BOACTBOM NEKapCTBEHHbIX CPEeACTB.

3. ATTecTaumsi NpoBOOUTCHA C WUCMNOMb30BaHMEM aBTOMAaTU3NPOBAHHOW WMHGOPMALMOHHOM
cuctembl "ATTectaumnsa YJ1" Ha ocHOBaHWWM OOroBopa, 3aKm4aeMoro mexay pecnybrnmkaHCKUM
YHUTapHbIM npegnpuatnem "Hay4vHo-npaktudeckmin ueHtp JIOTUOC" (ganee - rocygapcTBeHHOE
npegnpusatue "HIML NOTUOC") n npomssoguTenemM nekapcTBEHHbIX CPeACTB, YNOSTHOMOYEHHOE
NNUO KOTOPOro NOANEXUT aTTecTaumn.

(n. 3 B peq. noctaHoBneHunss MuHagpasa ot 14.10.2025 N 148)

4. ATTecTtauusi NpoBOANTCA OAMH pa3 B MNSATb NET U BKNOYaeT B cebsi 3KCNEepPTHYH OLEHKY
oTyeTa O NpodeccuoHanbHOM AesATENbHOCTM YNONTHOMOYEHHOrO fvua 3a nocrnegHue Tpu roga
(manee, ecnn He ykasaHO WMHOE, - OTYET O MNPOdECCUOHANIBHON [OEATENbHOCTU) U UHbIX
AOKYMEHTOB, NPedyCMOTPEeHHbIX MNyHKTOM 11 HacTosiwen WMHCTPYKUMM, TECTOBbIA KOHTPOSb
3HaHuMn n cobecenoBaHme.

5. na uenen npoBedeHus aTttectaumm MUHUCTEPCTBOM 34paBOOXPaHEHUSsI co3daeTcs



aTTecTaluMOHHaa KOMWUCCUS, KOTopasd  OCyLecTBnseT CBOK [AdedaTenbHOCTb Ha 6ase
rocygapcteeHHoro npegnpuatusa "HIL JIOTNOC".
(B8 pea. noctaHoBneHna Munsgpasa ot 14.10.2025 N 148)

ATTecTaumoHHas KOMUCCUSI COCTOUT U3 NEPCOHANbHOrO COCTaBa M 3KCNEPTHOW rpynmbl.

B cocTtaB aTTectauMoOHHOM KOMWUCCUM M 3KCMEPTHOW Fpynnbl BKIOYAKTCA NpeacTaBUTenu
MuHMCTepcTBa  30paBOOXPaHEHUMS U FOCYAApPCTBEHHbIX  OpraHv3auui,  NOAYUHEHHbIX
MUWHUCTEPCTBY 34paBOOXPaAHEHMS.

Mopsagok paboTbl aTTECTAUMOHHON KOMWMCCUM W IKCMEPTHOW rpynmnbl, UX MNEepCOHanbHbIN
cocTaB onpegenatTcsd MMHUCTEPCTBOM 34 paBOOXPaHEHUS.

Mpeacenatenb aTTeCTalMOHHON KOMUCCUM OpraHm3yeT paboTy aTTecTaumoHHOM KOMUCCUM,
9KCMEepTHOW rpynnbl, NpeaceaaTensCTByeT Ha 3acedaHusX, OCyLecTBNAeT obwmm KOHTpPOnb 3a
peanusaunen nNpUHATBLIX aTTeCTaUMOHHOMW KOMWUCCUEWN peLUeHWn, pacnpegensietr obsa3aHHOCTU
MeXxay 4feHamu aTTeCTauMOHHOW KOMWUCCUM WU 3KcnepTamu, yTBepXaaeT rpaduk 3acedaHui
aTTecTaLuMoOHHON KOMUCCUMN.

‘paduk 3acemaHnn aTTeCTaUMOHHOM KOMUCCUM OOBOAUTCA OO CBeAEeHUA Npou3BoanTEnen
NeKapCTBEHHbIX CPeacTB, YMNOMHOMOYEHHbIE NiMUAa KOTOPbIX MPOXOAAT aTTecTtauuto, He nosgHee
15 gHen OO OHSA NpoBedeHUs TeCTOBOrO KOHTPOMSA M He Nno3gHee Mecsila OO0 OHA 3acefaHus
aTTecTauMoOHHON KOMUCCUMN.

6. ATTecTyemMoe YNOrfIHOMOYEHHOe §MUO [OIPKHO WMETb Bbicllee obpasoBaHue
(XMMUMKO-TEXHOMornyeckoe,  XMMUKO-cbapmaueBTUYECKOE,  XMMUYECKOe, 6buonornyeckoe,
MUKpobuonornyeckoe, GuotexHonornyeckoe, papmaleBTUYECKOe, MEONLIMHCKOE, BETEPUHAPHOE)
N cTax paboTbl B opraHM3aumsiX, OCYLLECTBSIIOWMX NPOU3BOACTBO fIEKAPCTBEHHbIX CPeacTB U
(MnKn) KOHTPOIb KaYecTBa NleKapCTBEHHbIX CPEACTB, He MeHee 3 nerT.

7. K aTrectaumm Ha npaBO OCYLUECTBMEHUSI 06SI3aHHOCTEN YMOMHOMOYEHHOIO nuua Ha
npeanpuaTUaX, OCYLLECTBSIOWMX NPOMBbILLNIEHHOE MPOU3BOACTBO MEAMLMHCKUX Fa3oB, Takke
JornyckarTcs  nuua,  MMelolmMe  3aKOHYeHHoe — Bbicllee  obpasoBaHMe B obnacTtu
(PU3NKO-TEXHNYECKMX HayK.

8. K aTtrectaumMm Ha npaBO OCYLIECTBNEHUS 00S3aHHOCTEN YMNOSIHOMOYEHHOro nuua Ha
NPeanpuATUAX, OCYLLECTBIISIOWMX MNPOMBILWSIEHHOE MNPOU3BOACTBO paanodapmaleBTUYECKNX
NEKapCTBEHHbIX CPEACTB, Takke [OOonyckalTca fnvua, WMelLlMe 3aKOHYEHHOe BbicLlee
obpasoBaHue B obnactn agepHon usnkm n pagmomnsnku.

9. ATTectyemoe ynosITHOMOYEHHOE N0, 3@ UCKITIOYEHNEM UL, YKa3aHHbIX B NyHKTax 7 1 8
HacToswen VHCTpyKumn, a Takke nuvu, paboTalwmx B KavyecTBe YMOSIHOMOYEHHOro nuua 5 u
bonee neT M He MONYyYMBLUMX MOArOTOBKY MO YKA3aHHbLIM HWXE AUCLMMINHAM, MPU MOyYeHUN
BbICLLUErO MW SOMOMHUTESNBHOrO 06pa3oBaHNsa JOMMKHO NPOMTH 0ByYeHne No creayowmm Kypcam
(BmcuunnuHam):

npuknagHasa puauka;

obLas n HeopraHnyeckas XMMmus;

opraHnyeckast XuMus;

aHanuTu4eckas XMmus;

drapmavreBTMyeckas xumus (BKNoYasa aHanma nekapCTBeHHbIX CpeacTB);
ounonormnyeckas XmMmMus;

domsnonorus;



MUKpOGMonorus;

dapmakonorus;

hapmaLieBTU4eCKast TEXHOMOIS;
TOKCUKOINOrus (TOKCUKOornyeckas XumMms);
dapmMakorHosusi.

10. ATTecTyemoe YMOSTHOMOYEHHOE MU0 TaKke npoxoauT obyyeHne o06A3aHHOCTAM
YNOSTHOMOYEHHOIO NUua B COOTBETCTBUMM C TpeboBaHMsiMn Hapgnexauwen npov3BoaCTBEHHOWN
npakTukn B ob6beme He meHee 40 4YacoB B TeYeHNe 5 NeT Ha ceMuHapax, KOHPEPEHUNAX N UHbIX
MEpPONPUATUSX, OPraHN30BaHHbIX Yy4YeOHbIMU LEeHTpamMu OpraHu3auuin, BXOASAWMX B CUCTEMY
MuHucTepcTBa 34paBOOXPaHEHUs, MHbIX opraHu3auun Pecnybnukun benapycb n 3apybexHbiMu
oOy4aloLnMm LLeHTpamMm.

11. [Ona npoxoxaeHws  aTTecTtaumMm  YNOSIHOMOYEHHbIM  JIMLUOM  MpOu3BOAUTEb
NeKapCTBEHHbIX CpeacTB, B TOM 4ucre npou3BOoauTENlb  MEOMLUMHCKMX [as3oB MK
pagnocapmMaLeBTUYECKMX FEKAPCTBEHHbLIX CPEeACTB (danee, ecnv He YCTaHOBMEHO WHoe, -
3asiBuTenb), nogaer B rocydapctBeHHoe npegnpuatve “HIIL JIOTUOC" 3aseneHne o
NPOXoXAeHnn aTtTecTaumm C MNPUIIOXKEHNEM CRneaylowmnx aTTecTauMOHHbIX OOKYMEHTOB Ha
YNOSTHOMOYEHHOE N1 (Aanee - aTTeCTaunoHHbIE JOKYMEHTbI):

(B pea. noctaHoBneHna Munsgpasa ot 14.10.2025 N 148)

aTTECTaUMOHHbBIA JINCT, 3aBEPEHHbIN PYKOBOAUTENEM KaapOBOW CryXObl U pykoBOAUTENEM
(YNONTHOMOYEHHbIM 3aMecTUTENEM PYKOBOAMTENS) MPOU3BOAMTENSA NEKAPCTBEHHBLIX CPEACTB, MO
dopme cornacHo NpUnoXeHuo 1;
(B pea. noctaHoBneHna Munsgpasa ot 25.01.2022 N 5)

oT4eT O  rnpodpeccuoHanbHOM  OeATEeNbHOCTW,  YTBEPXKOAEHHbIN  PYKOBOAUTENEM
(YNnOsTHOMOYEHHbBIM 3aMeCcTUTENEM PYKOBOAUTENS) NPOU3BOAMTENS NEeKapCTBEHHbIX CPEACTB;

Konuu:

AnnaomMa o BbicLleM 06pa3oBaHUN C MPUNOXKEHUEM K HEMY;
(B pea. noctaHoBneHna Munsgpasa ot 14.10.2025 N 148)

[I0KYMEHTOB O MPUCBOEHHbIX KBAaNMMUKaLMOHHbIX KaTeropusix (Mpu Hanu4um);
[IOKyMEHTa, NoATBepXKaatoLero naMeHeHne dpamunum (npyu Heo6xoanumMocTu);
TPYAOBON KHUXKKM;

OOKYMEHTOB, MOATBEPXAANLNX MPOXOXAEHNE O00y4YeHWa B COOTBETCTBMM C MYHKTOM 9
HacTosawen VHCTpyKumm;

AOKYMEHTOB, MOATBEPXKAAKLMX NPOXOXAeHMe 0Oy4veHust B COOTBETCTBUM C MyHKTOM 10
HacTosilwen NHCTpyKummM (C ykazaHMeM KonmyecTBa 4acoB 00y4veHuns).

12. B oT4yeT 0 NnpodreccnoHanbHoN AeATeNbHOCTY BKITHOYaOTCS:

onucaHue JO0JMKHOCTHbLIX 0653aHHOCTEN, NpodeCcCUoHarnbHON OeATeNbHOCTN 3a nocnegHue
Tpu roga paboThbl C ykadaHUEM BbINOMHAEMbIX BUAOB paboT 1 yCnyr, CBA3aHHbIX C NPOU3BOACTBOM
NEKapCTBEHHbIX CPEACTB, YKasaHHbIX B JMUEH3UMM Ha ocylwecTBreHne dapmaueBTUYeCcKon
AeATerIbHOCTN B 4aCTU MPOMBbILUNIEHHOrO NPOU3BOACTBA NEKAaPCTBEHHbIX CPEeACTB U UX OMTOBOM
peanusauuu;
(B pea. noctaHoBneHna Munsgpasa ot 14.10.2025 N 148)



MHOPMaUUSA O BbISIBMIEHHbIX HapYLLUEHUSX (HECOOTBETCTBUSX) NPU NpoBedeHnn nocrnegHen
NPOBEPKN B paMKax rocygapCTBEHHOro dapmaueBTUYecKoro Hagsopa u (unu) nocriegHero
WMHCMNEKTMPOBaHUs (dapmaueBTUYECKOM WHCNEKUUK), O TMPUHATBIX Mepax W pesynbTatax
yCTpaHeHns HapyLeHUn (HECOOTBETCTBUN);

KpaTKaa XapakTepucTtuka Hqu)eCCMOHaﬂbHOVI OeATesIbHOCTHU, TrpearnoxeHnda no ee
CcoBeEpLUEeHCTBOBAHUIO.

B cnyyasax HaxoxaeHus paboTHUKa npousBoAMTENA B cCouManbHOM  OTNycke Mo
6epemMeHHOCTM M pogam, No yxody 3a pebeHKOM OO0 OOCTUXKEHWS MM BO3pacta Tpex NeT unu
HencrnonHeHns o0653aHHOCTU  YNONMHOMOYEHHOro nuua Tpu wn Bornee roga B OTYET O
npodeccruoHarnbHON OeATENbHOCTU BKIIOYAETCH XapaKTepucTuka TpyOooBOW AeATerlbHOCTU 3a
nocnegHve Tpu roga nepeq HacTynfeHuwem nepepbiBa B paboTe B NPoOU3BOACTBEHHbIX
opraHusaumsax u (unu) opraHuMsauumsx, OCYLLECTBIISIOWMX KOHTPONb KayecTBa JieKapCTBEHHbIX
cpencTs.

(wacTb BTOpas n. 12 BBegeHa noctaHoBneHnem Munsgpasa ot 14.10.2025 N 148)

13. ATTecTaumoHHble OOKYMEHTbl, NOCTYynuBLUME B rocygapcTBeHHoe npegnpuatue "HIIL,
JTOTUOC", pernctpmpyloTCcsa B XypHane perncrtpaumm aTTecTauMoOHHbIX OOKYMEHTOB (ganee -
XXypHan) B A€Hb UX MNOCTYNSEHNUS.

(B pea. noctaHoBneHna Munsgpasa ot 14.10.2025 N 148)

B TeueHne 5 pabounx gHen ocyllecTBNSETCH NpoBepka aTTeCTauMOHHbIX AOKYMEHTOB Ha
cootBeTcTBME TpeboBaHmam nyHkToB 11 u 12 Hactoswen WHCTpykuMn, nocrne 4Yero OHU
nepenarTCcs Ha pacCMOTPEHUE SKCNEPTHOWN rpynmnbl C OTMETKOM O AaTe nepefayu B XypHarne.

B cnyyae oOTCyTCTBMS MNOSIHOrO nakeTa aTTeCTauMOHHbIX [OOKYMEHTOB, a Takke WX
HecooTBeTCTBUA TpeboBaHmam NyHKTOB 11 u 12 Hactoswen WHCTpyKuMM aTTecTaumoOHHble
AOKYMEHTbI BO3BpaLLaloTCs 3adBUTESNIO C yKa3aHNeM NpUYmnH Bo3BpaTa, O YeM Aefiaetcsa oTMeTKa
B XypHane.

lMocne ycTpaHeHus 3amedaHui 3asB1TENb BNpaBe NOBTOPHO NPeACTaBUTb aTTeCTaLMOHHbIE
AOKyMeHTbI B rocyaapcteeHHoe npeanpuatune "HIL, JTOTUOC",
(B pea. noctaHoBneHna Munsgpasa ot 14.10.2025 N 148)

14. YneHbl akcnepTHoM rpynnbl B TedyeHne 30 KaneHOapHbIX OHEW C [aTbl nepenayu
aTTEeCTALMOHHbIX [OOKYMEHTOB MPOBOAAT pPaCcCMOTPEHME W OLUEHKY CoAepXallenca B HUX
UHopMauuKn, opMUPYOT 3aknyeHne o6 oTyeTe O NpPodPecCUOoHanbHOM LesTenbHOCTH
YyNONIHOMOYEHHOrO nuua (ganee - 3aknwyeHne 06 oTyeTe) U nNpeacrtaBnAlT ero  Ans
yTBEPXOEHNS npeacefatento aTtTrecTauMoOHHOM KOMUCCUW. 3akniodeHne o6 oTyeTe coaepXXuT
OLEHKY 3HaHuUA W TMPaKTUYEeCKMX HaBbIKOB YMOMHOMOYEHHOro nuua, Hagnexawero unu
HeHagnexawero BbINOMIHEHNST UM  NpodeccuoHanbHbiXx 06S3aHHOCTEN B COOTBETCTBUU C
TpeboBaHuaAMN Hagnexalien nponsBoACTBEHHON NPAKTUKN.

15. ATTecTaunmoHHOW KOMWUCCUMEW Ha3Ha4vyaeTcss BpeMS MNPOBEAEHUSI KOMMbITEPHOro
TECTOBOr0 KOHTPOMS 3HAHUW YNOSTHOMOYEHHOrO fnnua, O KOTOPOM MHPOPMUPYETCH 3asiBUTESb U
YNOHOMOYEHHOE NULLO.

TecTOBbIM KOHTPOSb 3HAHUW npedycMaTpuBaeT BbIMOMIHEHUE YNOMHOMOYEHHbIM FNLOM
TECTOBbIX 3af4aHUN N NPU3HAETCs NPOMAEHHBIM NPU YCIIOBUM YCNELIHOrO BbIMOSIHEHUS HE MEHee
80% ot obLero o6bema TeCTOBbIX 3a4aHUN.

(B pea. noctaHoBneHna Munsgpasa ot 14.10.2025 N 148)

16. lNMpn ycnoBumn yCnewHoro MNPOXOXAEHUS TECTOBOrO KOHTPOMS 3HAHWW npeacepartenb
aTTeCTauMoHHON KOMWUCCUM Ha3HayYaeT BpeMs MNpPOBEdAEHUs1 3acedaHusi, B Xode KOToporo
nposBogutca cobecegoBaHne C  YMNOAHOMOYEHHbIM JIMLUOM O MpPaKTUYECKMX BOMpocax ero
peatenbHocTn. O gate npoBedeHWa 3acefaHusi aTTeCcTauuMoOHHOW KOMUCCUUM UHAOPMUpYEeTCH



3aaBuUTENb U YNONHOMOYEHHOE NNLLO.
(B pea. noctaHoBneHna Munsgpasa ot 14.10.2025 N 148)

B cnyyae HEBO3MOXHOCTM NPUCYTCTBMS YNOSIHOMOYEHHOrO fnMua Ha 3acefaHuu
aTTeCTalUMOHHON KOMMUCCUM 3asiBUTENb yBeaoMnsieT 06 3TOM aTTecTalMOHHY KOMWUCCUIO He
nosgHee 3 gHen OO0 ero nposedeHud. YNONMHOMOYEHHOE MU0 JONycKaeTcsl K MPOXOXOAEHUIO
cobecenoBaHns Ha cnegylowemM 3acegaHnn aTTecTaumoHHOM KOMUCCUMN.

17. Mo pesynbTatam aTTecTauum aTTeCTaLUUOHHOM KOMWUCCUEWN NPUHMMAaeETCs pelleHue 06
aTTectaumm nmbo 0 HEBO3MOXHOCTM aTTecTaumm YNnorHOMOYEHHOro nmua.

PelweHne aTTecTauMoHHOM KOMWUCCUM MPUHMMaEeTCs MyTEM OTKPbITOrO FOfIoCOBaHUS ee
YNEeHOB, NPUCYTCTBYIOLIMX Ha 3acefaHuun, NpPOCTbiM OGOSMbLWMHCTBOM rofnocoB. B npoBeaeHun
aTTecTauMmM W rofocoBaHWM [OSMKHbI yyacTBOBaTb He MeHee 2/3 cocTaBa aTTecTauWoHHOW
KOMMCCUM.

[Mpn paBeHCTBE ronocoB 4SfIEHOB aTTeCTaUMOHHOM KOMWCCUM peLlarolnin rofioc Mmeet
npegcegartens aTTeCTalMOHHON KOMUCCUMN.

18. PeweHne attectaymoHHON KOMUCCUN OPOPMASETCH NPOTOKOSIOM 3acefaHns, KOTOPbIN
nognucblBaeTca npegcefatenemM artTreCTauMOHHOM KOMUCCUW, BCEMWU MNPUCYTCTBYIOWNMU ee
YrieHamun n cekpeTapem.

PelueHne aTTecTalMOHHON KOMUCCUM MO KaXXOoMy 3asiBUTESNIO 3aHOCUTCS B aTTECTaLMOHHbIN
MIUCT, KOTOPbIA MoanucbiBaeTcs npeacedaTerieM aTTecTauMOHHOM KOMWUCCUW, ee 4YreHamn U
YyreHamMy 3KCMEepTHOM Tpynnbl, COCTaBMBLUMMW 3aknioveHne o6 oTyeTe, cekpeTapem
aTTeCcTalUMOHHOM KOMUCCUM U aTTECTYEMbIM YNOTHOMOYEHHBLIM JIULIOM.

|_|pl/l HanM4nMnm ocoboro MHeHUs1 YreHa aTTecTalMOHHOM KOMUCCUM B aTTECTAUNOHHOM NUCTe
OTMeyYaeTCcsl OaHHbIN (*)aKT, cogepxaHue 0coboro MHeHus1 nsnaraeTca B NMUCbMEHHOM Buae U
npunaraeTcAd K npoToOKOoJ1y 3acefaHnA aTtTecTaumoHHOW KOMUCCUN.

I'Ip|/| NPUHATUN peleHna O HeBO3MOXHOCTM aTTectaumm ynoJsIHOMO4YeHHOro Jimua B
NMPOTOKOJNIEe 3acenaHud aTTecTauyMoHHON KOMWUCCUMM W aTTecTauuoHHOM JnCTe YKa3blBaOTCA
OCHOBaHUA MPUHATUA TaKOro peLueHuns.

B cnyyae Hecornacusi ¢ pelleHMeM aTTecTauMOHHON KOMUCCUM 3asiBUTENb UMEET NpaBo
o6>anoBaTtb AaHHoe pelleHne B MMHUCTEPCTBO 34paBOOXPaHEHNS.

19. ATTecTauuoHHass KoMmuccus B Cpok He 6Gonee 15 paboumx pgHen ocyuwecTBnseT
noaroToBKY M HanpasneHue npoekTa npukasa MuHucTepcTBa 3gpaBooxpaHeHus o6 atrectaumm
YMNONTHOMOYEHHOIO nMua, KONUU NpOTOKONa 3acedaHns aTTeCTauMOHHOM KOMWCCUM B OTAEN
dapmaueBTUYECKON MHCNEKUMN MUHUCTEPCTBA 3A4paBOOXPaHEHMS.

B CPOK HEe no3agHee nATun pa6oqu OHeNn nocrne wusgaHust NnpuKasa MI/IHI/ICTepCTBa
30paB0OOXpaHeHNd 3aABUTENIO HarnpaBideTCAa yBegoMIeHne o pe3yribTatax atrectaunn.

CeupgetenbcTBo 06 atrectauum yrnosIHOMOYEHHOrO Nnua NPOU3BOAMTENS JleKapCTBEHHbIX
cpencTB No oopMe corfnacHo NpuroxeHuto 2 BblaaeTcss MUHUCTEPCTBOM 34paBOOXPaHEHUS B
COOTBETCTBUM C 3aKOHOAATENbCTBOM 06 OCHOBaxX agMUHUCTPATMBHbBIX Npoueayp.

(n. 19 B peq. noctaHoBneHna Munagpasa ot 25.01.2022 N 5)

20. CeepeHuna 06 aTTecToBaHHbIX YNOJIHOMOYEHHbLIX JMUuaxX BHOCATCA B peecTp
YNOJTHOMOYEHHbIX nny I'IpOVI3BO,El,I/1TeJ'IeIZ JIeKapCTBEHHbLIX CpeacTB PeCI'IyGJ'II/IKI/I Benapbe.

20-1. MNpun cmeHe mecTa paboTbl YNONHOMOYEHHOE NULO NPOXOAMT NOBTOPHYIO aTTecTaumto
C nonyvyeHveMm cBugeTenbctBa 06 aTTectauum YNOSTHOMOYEHHOro nuua nPou3BOAUTENS
NEeKapCTBEHHbIX CPeACTB B Clnyyae, ecnn Ha HOBOM MecTe paboTbl Buabl padoTt u (unu) ycnyr,



CBSI3aHHbIE C MPOMbILLNIEHHBIM MPON3BOACTBOM NEKAPCTBEHHbIX CPEACTB, YKa3aHHbIe B NMLEH3UN,
OTNIMYaTCA OT TEX, MO KOTOPbIM YMOHOMOYEHHOE NULO BbINO aTTeCTOBAHO paHee.
(n. 20-1 BBeaeH noctaHoBrieHem MuHsgpasa ot 14.10.2025 N 148)

21. Ona npoxoXaeHus YNOAHOMOYEHHbLIM JIMLUOM MOBTOPHOM aTTecTaumm 3asBUTESb
3akno4aet ¢ rocygapcrteeHHbIM npeanpuatnem "HIL, JIOTUOC" goroBop v nogaeT 3asaBrneHne o
NPOXOXAEHMM MOBTOPHOW aTTecTauun C NpUNOXKeHWeM [OOKYMEHTOB, YKasaHHbix B ab3auax
BTOPOM, TPETbEM, LUECTOM - BOCbMOM U OeCATOM nyHkTa 11 HacToswen MHCTpyKuuKn, a Takke
KONUu JOKYMEHTa O paHee NpongeHHON aTTecTaunu.

(B pea. noctaHoBneHna Munsgpasa ot 14.10.2025 N 148)

B otyeTe 0 npodheccMoHanbHOW OeATenbHOCTU YMNONTHOMOYEHHOro Nnuua, Npoxoasiero
NMOBTOPHYK aTTecTauuto, MOMUMO CBEOEHUN, NPedyCMOTPEHHbIX MyHKTOM 12 HacTosiwen
WHCTpyKUMN, LONOMHUTENBHO YKa3blBaOTCS:

NHGOPMaLUS O BbISIBNEHUM HEKAYECTBEHHbIX NEeKapCTBEHHbIX NpenapaToB, NPou3BeaeHHbIX
N peanusoBaHHbIX 3a Mpollealwurin nepuod Ha Tepputopum Pecnybnukn Benapycb n apyrux
CTpaH;

MHopMmauusa o6 ycTaHoBreHMM HebnaronpusaTHOro COOTHOWEHWA “"Monb3a - puck" npu
MeANLMHCKOM MPUMEHEHUM NeKapcTBEHHbIX NpenapaToB, NPOM3BEeLEHHbIX U peaniM30oBaHHbIX 3a
npowlegwnin nepmog Ha Tepputopum Pecnybnuku benapycb n gpyrmx ctpaH.

22. PeweHne o6 oOTMeHe aTTecTauMm MOXeT OblTb NPUHATO MuHUCTEPCTBOM
34paBooxpaHeHnss B opMe npukasa B cnyyasx, ycTaHoBrieHHblx B nyHkte 10 [lopsgka
aTTecTauMm ynosIHOMOYEHHbIX UL, NPOU3BOAUTENEN NEKApPCTBEHHbIX CPEeACTB, YTBEPXOEHHOro
PeweHnem CoBeTta EBpasnnckon akKoHoMmYyeckorn kommccum ot 3 Hosbps 2016 1. N 73.

B cny4dyae MNpuUHATUA MI/IHVICTepCTBOM 30paBOOXpaHEHUN peLleHnsA o6 oTmMeHe aTtTectauuu
YMNOJIHOMOYEHHOro numua cBegeHnAa O TakKOM Jnuue UCKIIYarTCA U3 peecTpa YNOJIHOMOYEHHbIX
g npomssonmeneﬁl JleKapCTBEeHHbIX CpeacTB PeCI'Iy6J'II/IKM Eenapbe.

3asiBUTENb YBEAOMIISIETCS O MPUHSATOM peLleHnM 06 oOTMeHe aTTecTaumm ynofIHOMOYEHHOro
nuua He no3gHee NATU pabounx AHEN Co AHS ero NPUHATUSA.

23. Jluua, He npolwedlwne aTTecTauMio, a TakkKe B OTHOLUEHMM KOTOPbIX aTTecTauus
OTMEHEHa, He MOryT BbIMOMHATL 00S3aHHOCTU YMONTHOMOYEHHOrO Nuua M JonyckakTest K
MOBTOPHOW aTTecTauun He paHee 4yeM yepe3 3 Mecsila CO AHS MPUHATMS B OTHOLLEHWUM HUX
COOTBETCTBYHOLLEIO PeLLeHus.

24. PaboTHMKM NPOM3BOOAUTENS JIEKAPCTBEHHbLIX CPEACTB, HaxoAMBLUMECS B COLMAnNbHbIX
oTnyckax no 6epemMeHHOCTM U podam, No yxody 3a pebeHKOM 00 OOCTMXKEHUS UM Bo3pacTa Tpex
neT NN He UCMONHABLUME 006A3aHHOCTM YNOSTHOMOYEHHOro nuua Tpu 1 6onee roga, moryt 6bITb
3asiBfieHbl Ha aTTecTauuio nocne npoxoxaeHust obydeHns B COOTBETCTBUM C NyHKTamu 9 n 10
HacTtoswwen NHCTpykumn.



MpunoxeHwne 1

K MHCTpyKumn o TpeboBaHUsXx,
npegbsaBnsaemMblX K yNOSTHOMOYEHHbIM
nvuam npounsBoanTenen nekapCTBeHHbIX
cpeacTs, U Nopsiake Nx atrecrauum

(B pea. noctaHoBneHna MnHsapasa

oT 25.01.2022 N 5)

dopma

ATTECTALUMUOHHbIA NUCT

MecTo Ans
doTorpadumm

1. damununs, cobCTBEHHOE UMMS,, OTYECTBO (ecrnMm TakoBOE UMeeTcs)
YNOSTHOMOYEHHOIO NMLa NPoM3BOANTENSA NEKAPCTBEHHbLIX CPEACTB

2. Yucno, mecsay v rog poxaeHus, rpa>gaHcTBo

3. MecTo >XMTenbCTBa, KOHTAKTHbIE AaHHble (HOMEP NUYHOro n pabo4yero TenedoHa
(dbakca), agpec 3neKTPOHHOM NOYThI)

4. CBefeHnss O HanmuuuMu Bbicllero obpasoBaHus: HauMeHOBaHUE Y4YpexaeHust
obpa3oBaHus, gaTa Hayana 1 OkoH4YaHust 0by4eHus1, cneunanbHOCTb, KBanudukauus,
yyeHoe 3BaHue, YyyeHas cTeneHb (NMpy HanMyuMm), HaMMeHOBaHUe, Cepusi U Homep
AOKYMEHTa O BbICLLEM 0Opa3oBaHUK

5. CeegeHuss 06 o6yyeHUU: HauMMeHOBaHWEe oOpraHusauuu, B KOTOPOW NPONAEHO
oby4eHne, gata Hayana n oKoH4YaHUsa obyyeHusi, HaMMeHOBaHNE U CEpPUSA OOKYMEHTA,
NnoJsTly4eHHOro no pesynbTatam oby4vyeHus

6. CBegeHusi 0 mecTe paboTbl: NOMTHOE N COKpaLlEeHHOEe HauMEHOBaHNS KOPUONYECKOro
nmua ¢ ykasaHMem opraHm3aumoHHO-NPaBoBON (hOPMbl U YHUKANbHOIO MAeHTMdUKaTopa
topyanyeckoro nuua B EQMHOM rocynapCTBEHHOM PErucTpe  Hpuandeckux nuy u
MHONBMAOYanNbHbIX NpeanpuHUMaTenen

MecTo HaxoXaeHust ropungn4eckoro numua

AJpec oCyLLEeCTBNEHUS AeATENbHOCTH

KoHTakTHble cCcBedeHus: Homepa TenedoHa wu @dakca, agpec 3NeKTPOHHOW NoYThl
pPMONYECKoro nuua



7. CBegeHuns o prﬂ,OBOVl OeATENNIbHOCTU: HauMeHOoBaHUe OOJNKHOCTU Chny’Kallero, aata
Ha3Ha4YeHUA Ha OOJDKHOCTL Criy>Kallero, gata yBOJibHEHUA

O6wwnn TpyooBon cTax

Ctax paboTbl B oOpraHu3auusix, OCYLUECTBMSIOLWMNX MNPOU3BOACTBO JIEKAPCTBEHHbIX
cpeacTB U (MNN) KOHTPOIb KavyecTBa NeKapCTBEHHbIX CPEACTB

(noanuck paboTHMKa kKagpoBon Cryx0bl M NeYyaTb OTAEeNa KagpoB OpraHM3aunm,
paboOTHNKOM KOTOPOM ABNAETCHA aTTeCTyeMoe nnLo)
8. [lata Ha4yana ocyLecTBNEHNs A4eATENbHOCTN B KA4YeCTBE YNOMHOMOYEHHOMO nuua

9. Buabl paboT 1 ycnyr, cBsi3aHHbIX C MPOMbILLSIEHHBIM NPOM3BOACTBOM fEeKapCTBEHHbIX
CpeacTB, B OTHOLLEHUN KOTOPbIX OCYLLECTBASETCS aTTecTaums

10. KpaTkasa xapakTepucTuka aTtTectyemoro nuua

(noanuck pykoBoauTens opraHnsaumm, paboTHUKOM KOTOPOW SABNSieTCS
aTTeCcTyemoe nmuo)
C atTecTaumoHHbIM NIMCTOM O3HAKOMIIEH

(mnoanuck aTTecTtyemoro nuua, gaTa)
11. 3akno4yeHne No oT4eTy 0 NPOdECCUOHANBHON AEATENBHOCTM

12. Pe3synbTtatbl BbINOSIHEHUS TECTOBbLIX 3a4aHNN %.
13. PesynbTaTtbl cobecegoBaHus

14. PeweHue:
06 aTTectauumn / 0 HEBO3MOXXHOCTM aTTeECTaLMM B KAYECTBE YNOSTHOMOYEHHOrO nnua
NPOM3BOAMUTENS NIEKAPCTBEHHbIX CPEACTB

MPUHATO OTKPbITLIM FONIOCOBAHMEM: 3a
npoTuB
15. Hannune ocoboro MHEeHNs YneHa aTTecTauMoHHON KOMUCCUN

Mpencenartens aTTecTaLMOHHONW KOMUCCUM

(BomxHOCTb cnyxatero) (moanuck) (MHMuuansl (MHULMan coO6CTBEHHOrO MMEHH),
hamumnus)
QkenepT(bl):

(BOMKHOCTL crnyxatlero) (noanuck) (MHMumMans! (MHULMan cobCTBEHHOro
nMeHun), hammnus)

YneHbl aTTeCTalMOHHOW KOMUCCUN:

(BomxHOCTb cnyxauero) (mognuck) (MHMuuansl (MHUUMan CO6CTBEHHOrO MMEHH),



damnnus)

(AomkHOCTbL cnyxxauero) (nognucek) (MHUUKManel (MHMUmMan cobCTBEHHOrO MMEHN),
dhamunus)

(BomxHOCTb cnyxatero) (mognuck) (MHUMuuansl (MHULMan CO6CTBEHHOrO MMEHH),
damnnus)

(BomxHoOCTb cnyxauero) (moanuck) (MHMumansl (MHULMan co6CTBEHHOrO MMEHMN),
damnnus)



MpunoxeHwne 2

K MHCTpyKumn o TpeboBaHusX,
npeabsBnssemMbiX K YNOSTHOMOYEHHbIM
nuuam NpounssoguTenen fiekapCTBEHHbIX
CpPeAcTB, 1 nopsaake ux atrecraumm

(B pegakuumn nocTaHoBNEeHUN
MuHucTepcTBa 30paBOOXPaHEHMS
Pecnybnukn Benapycb

25.01.2022 N 5)

(BBegeHo noctaHoBreHnem MuHsgpasa o1 25.01.2022 N 5;
B pen. noctaHoBneHus Munagpasa ot 14.10.2025 N 148)

MNHNCTEPCTBO 30PABOOXPAHEHWNA PECMYBJINMKN BEJIAPYCb

CBUOETENbLCTBO
06 aTTecTauMm yNnosIHOMOYEHHOro nmua
npou3BoauTens rekapcTBeHHbIX CpencTB

Ha ocHoBaHun peweHnd aTTeCTaumoHHOM KOMUCCUK MO aTTecTauumm
YMNOJTHOMOYEHHbIX JTNL, I'IpOVI3BO,D,VITeJ'IeI7I JIEKapCTBEHHbIX CpeacTB

oT npotokon N B COOTBETCTBUM C Npukasom MuHuctepctea
3gpaBooxpaHeHns Pecnybnuku benapych ot N

dopma

(bamununga, cobcTBEHHOE M4, OTHECTBO (ECINM TaKOBOE MMEETCS)
YMOJTHOMOYEHHOrO Nnua,

NnoJIHoOe HanMmeHoBaHMe nNpon3sBognTena NekapCTtBeHHbIX CpeacTs,

YNONTHOMOYEHHOE NNLO KOTOPOro NOABEpPranoch aTTecTaumm)

npowlen (npowuna) atrectTaumio Ha NPaBo OCYLLLECTBIEHNS UM (en) npodeCcCMOHanbHbIX

06s13aHHOCTEN YNONMHOMOYEHHOrO NnLa no

(ykasaTb COOTBETCTBYOLNIA BUA (BUAbI)

paboT n ycnyr, cBA3aHHbIN (CBSA3aHHbIE) C MPOMbILLIIEHHbLIM MPOU3BOACTBOM

J1eKapCTBEHHbIX CPeACTB, YKa3aHHbIX B JIMLEH3UN Ha OCyLlEeCTBIIEHNE

cbapmaueBqueCKon OeATesIbHOCTU B HaCTU NPOMBbILUITEHHOIo Npon3BoacTBa

JleKapCTBeHHbIX CpeaCcTB U NX OonTOBOMN peanmsaumm)

[lenctButensHo oo

(mata, mecsu, roq)

(AOMKHOCTDL) (noanuce) (vHMumanel, bamunms)
M.,



YTBEPXOEHO

[MocTaHoBREHME

MuHucTepcTBa 30paBOOXPaHEHMS
Pecnybnukn Benapycb
18.11.2020 N 103

MHCTPYKUUA
O NOoPAAKE ®OPMUPOBAHUA U BENEHUA PEECTPA YINTOJIHOMOYEHHbIX JTIUL|
NMPOU3BOAUTENEN NEKAPCTBEHHbIX CPEACTB PECIYBJIMKU BEJIAPYCb

(B pea. noctaHoBneHna Munsgpasa ot 25.01.2022 N 5)

1. Hactosawasa WHcTpykums onpefgensetr nopsgok (opMUpoBaHUS W BedeHus peecTtpa
YNOSTHOMOYEHHbIX NUL, Npou3BoauUTeNen nekapcTBeHHbIX cpeacTts Pecnybnuku benapych (nanee
- peecTp).

Llenbio popmupoBaHna n BeeHNA peectpa ABMSKOTCS Y4eT U cucteMaTusauuns ceegeHumn
00  YNONMHOMOYEHHbIX nuUuax nNpou3BoauTENen  JNeKapCTBEHHbIX CcpeacTBs  (ganee -
YNOSTHOMOYEHHOE NNLO).

Peectp npeactaesnsier cobor WMHGOPMAUMOHHLIN pecypc, KOTopbi BeaeTcs B hopme
3MEeKTPOHHOM 6a3bl AaHHbIX, 3aLUMLLEHHON C MOMOLLBI CneuMann3npoBaHHOro NPOrpamMmMHOro
obecrneyeHnsa OT NOBPEXOEHUA U HEeCaHKUMOHUPOBAHHOIO AOCTyrna, U COO4epPXUT cBedeHus o6
YNOSTHOMOYEHHbIX NinLax.

2. Onsa uenen Hactoswen WIHCTPYKUMM UMCNONb3YKOTCA OCHOBHbIE TEPMUHbI WU KX
onpeaeneHns B 3Ha4YeHUsX, yCTaHoOBMNEHHbIX 3akoHoM Pecnybnukn Benapycb "O6 obpalieHun
neKkapCTBEHHbIX cpeacTs"”.

3. Peectp dopmumpyetcs MunHUCTEPCTBOM 34paBOOXpaHeHMsi Ha ©ase rocygapCTBEHHOrO
yuypexaeHuss  "[ocydapCTBEHHbIM  hapMaueBTUYECKMA  Hag3op B cepe  obpaleHus
nekapCcTBeHHbIX cpencTB "MocdapmHansop” (aanee - I'Y "MNocdapmHagsop”).

(yactb nepas n. 3 B pea. noctaHosneHna MuHsgpasa ot 25.01.2022 N 5)

Y "lMocdapmHagsop” ocyuwecTBnseT:
(B pea. noctaHoBneHna Munsgpasa ot 25.01.2022 N 5)

pa3paboTKy 1 MOAEPHU3ALMIO PEecTpa;

TEXHUYeckoe WU nporpaMmHoe obecnedyeHve BedeHUs peecTpa, B TOM  uducne
aBTOMaTM3NPOBaHHOE 0ObeAUHEHNE CBEAEHWI, BKINOYAEMbIX B PEECTP;

aKTyanusauuio, XxpaHeHue 1 3almnTy CBeJeHUn peecTpa;
WHbIE NOSTHOMOYNA MO BEAEHUIO peecTpa.
4. dopmMmmpoBaHmne 1 BEQEHNE pPeEeCcTpa BKIHOYaKT B cebs:
BHECEHME aKTyasibHbIX CBeAEHUN 00 aTTeCTOBAHHbIX YNOSTHOMOYEHHbIX NMuax;
XpaHeHne ceeaeHun;
KoHcynbTaHTlnoc: npumevaHue.

PeecTp ynonHOMOYEHHbIX NUL, NPON3BOAMTENEN NIEKapCTBEHHbIX cpeacTB Pecnybnukm
Benapycb pa3melleH Ha canTe https://gospharmnadzor.by.



onybnukoBaHne cBegeHMM  peecTpa Ha  odwuuymanbHom  cante  MwuHucTepcTBa
3apaBooxpaHeHus n Y "MocdapmHagsop” B rmobanbHOM KOMNbOTEPHON ceTn MIHTEpHeT.
(B pea. noctaHoBneHna Munsgpasa ot 25.01.2022 N 5)

5. BeeHue peecTpa OCyLEeCTBISETCA Ha PYCCKOM S3bIKe.

PeecTp copepxuT crneayowme ceegeHnsa 06 ynonHOMOYEHHOM nnLe:

damunums, CoObCTBEHHOE NMS, OTYECTBO (ECNN TAaKOBOE NMEETCS);

KOHTaKTHble cBeAeHns: Homepa pabodyero TenedoHa n akca, agpec ANEeKTPOHHOW NOYThI;
CBeJeHWs O Hannyun BbicLero obpasoBaHus;

HavMeHOBaHWe cneunanbHOCTN B COOTBETCTBUM ¢ Aunnomom o6 obpasoBaHuu;

cBefeHus 06 y4yeHon cTeneHn, yd4eHOM 3BaHumM (Mpy Hanuyum);

CBe[eHNs 0 MecTe paboTbl: MOMHOE M COKpalleHHOe HavMeHOBaHUS puanYecKkoro nuua
COrNacHoO Yy4ypeauTenbHbIM OOKYMEHTaM C YyKasaHWeM OpraHM3aLMOHHO-MPaBoBOM (OPMbl U
YHUKanbHOro unaeHtudukatopa topuandeckoro nuua B EAMHOM rocygapcTBeHHOM perucrpe
HOPMANYECKUX NLL U UHAMBUAYANbHBIX NpeanpuHUMaTenen;

agpec ocyuwecTBlieHnA 0eATesibHOCTU upunandeckoro nuua,

KOHTaKTHble CBeAeHNA: HoMepa Teﬂe(*)OHa n q)aKca, agpec SJ'IeKTpOHHOIZ NO4ThI
ropngn4eckoro nuua,

Aata Ha4arna oCyuwlecTBlieHua aedaTeribHOCTU B Ka4eCTBe YNOJIHOMOYEHHOr o finua;

BUO pa60T N ycnyr, CBA3aHHbIX C NPOMbILLUIIEHHbBIM NMPON3BOACTBOM J1IEKAQPCTBEHHbIX CPEACTB,
B OTHOLUEHUN KOTOPbIX aTTECTOBAHO YNOJIHOMOYEHHOE JNNLO;

JaTta OKOHYaHUA OCyLlleCTBIIeHNA OeATEeJIbHOCTU B KayecTBe YMNOJIHOMOYEHHOro nunua wuiun
JaTta OTMeHbl pelleHnd 06 aTTecTaunm YMNOJIHOMOYEHHOIO nnua.

6. PeecTp copepxuT cnegywlme He noanexawme onyornvMkoBaHUo cBeaeHus o6
YNONHOMOYEHHOM fnLE:

aarta poXxaeHus;
rpaXkaaHCTBO;
MECTO XUTENbCTBA;

cBefeHus O BbicleM o6pa3oBaHMM (HauMeHOBaHWE YyypexaeHus obpas3oBaHus, aaTta
Hayana M OKOH4YaHus oby4veHus, KBanudukauus, HaMMeHoBaHMe, cepus U HoOMep AOKYMEHTa O
BbiCcLLeM 06pa3oBaHum);

cBefeHns 06 obyyeHun (HanmeHoBaHWe opraHu3auumn, B KOTOpOW nNporaeHo obyveHne, gata
Hayana M OKOHYaHWsa oby4eHusi, HaMMEeHOBaHWe, cepusi 1 HOMep OOKYMEHTa, MOSTyYEeHHOro no
pesyrnbTaTam NPOXoXAeHUs 00yYeHUs);

cBegeHund o pr,EI,OBOIZ OeATeNIbHOCTU:
HanMeHoBaHWe OOJTKHOCTU CrlyXallero,
Jata Ha3Ha4YeHuA Ha OOJIKHOCTb Cly>Kallero,

[aTa yBOJIbHEHWS;



CTax paboTbl B OpraHn3aumnsx, OCyLeCTBSIOWNX NPOM3BOACTBO fIEKapCTBEHHbLIX CPEACTB U
(MnNK) KOHTPONb Ka4yecTBa NeKapCTBEHHbIX CPEACTB.

7. UHdopmauums o6 attectauum (06 oTMeHe aTTectaumnm) ynorHOMOYEHHOro finua BHOCUTCS
B pPeEecTp He no3gHee nATM pabounmx pOHen nocrne u3gaHus npukasa MuHucTepcTBa
3[paBOOXpPaHEHNS.

B cnyyae uameHeHuss cBegeHuit 06 yNnomHOMOYEHHOM nNuLEe, COAepXKallMXcsi B peecTpe,
nHopmaums 06 3ToM nepenaeTcss NPOU3BOAMTENEM NEKAPCTBEHHbIX cpeacTB B MUHMCTEPCTBO
30paBOOXpaHEHMs1 C Lenbl  akTyanusaumm peecTpa. [lpy 3TOM CcBedeHusi, yTpaTuBlUMe
aKTyarnbHOCTb, MOANEXaT XPaHeHWo B COOTBETCTBUM C TpeGoBaHMSIMM 3akoHO4AaTenbCcTBa B
cepe apxvMBHOro Aena n Aenonpov3BoACTBa.

8. lNpepocrtaBneHne 3anHTEpPECOBAHHbIM JiMUaM U3 peecTpa CBeAEeHUMW, He nognexalnx
onybnukoBaHuto,  ocyuwlectBnsetca  MWHUCTEPCTBOM  34paBOOXpaHEHMss B Nopsgke,
YCTaHOBMEHHOM  3akoHodaTenbCTBOM 00  WHMopmauun, uHdopmaTM3auMm un  3awuTe
MHdopMaLunun.

B pamkax dopmupoBaHna n BeaeHus peectpa MuHUCTEpPCTBOM 34paBOOXpaHeHus u [Y
"locchapmHaasop” obecneunBaeTcs 3awimMta He nognexawmx onybrnmMkoBaHulo cBedeHun o6
YNOTHOMOYEHHOM NNLE OT HECAHKLMOHMPOBAHHOIO A0CTyna.

(B pea. noctaHoBneHna Munsgpasa ot 25.01.2022 N 5)

9. MMHUCTEPCTBO 34paBOOXPaHEHUST OCyLLEeCTBNAEeT MHOPMaUMOHHOE B3aMMOLENCTBUNE B
OTHOLLEHUM cBefeHUN 00 YNOMHOMOYEHHbIX NULax npousBoanTeENen fiekapCTBEHHbIX CPeacTB C
EBpasnnckon 3KOHOMUYECKON KOMUCCUEN N YNOFHOMOYEHHBLIMW OpraHamMun rocygapcTtB - YNEHOB
EBpa3snnckoro 9KOHOMWYECKOrO COt3a B 3SIEKTPOHHOM BUAE CpeAcTBaMW UHTErpMpoBaHHOM
MHGOPMaLMOHHON CUCTEMDI.



YTBEPXOEHO

[MocTaHoBREHME

MuHucTepcTBa 30paBOOXPaHEHMS
Pecnybnukn Benapycb
18.11.2020 N 103

KoHcynbTaHTlnoC: npumeyvaHue.
PeecTtp hapmaueBTnyecknx nHcnektopoB Pecnybnukn benapycb pacnonoXeH Ha canTte
https://gospharmnadzor.by.

MHCTPYKUUA
O NOPAAKE ®OPMUPOBAHUA N BEOEHUA PEECTPA ®APMALIEBTUYECKUX
MHCNEKTOPOB PECNYBJINKU BEJNIAPYCb

(B pea. noctaHoBneHna Munsgpasa ot 25.01.2022 N 5)
1. Hactoawaa WHCTpykums onpegensieT nopsgok opMmpoBaHMs U BeOeHUs peecTpa

dapmaueBTUYeCKMX nHcnekTopos Pecnybnunkn benapych (ganee - peectp).

Llenbto hopmmnpoBaHna 1 BeeHUs peecTpa SBMAATCA ydeT U cuctemaTmsaumns ceegeHun o
hapMaueBTUYECKUX  MHCMEKTopax  dpapMaueBTUYeCcKOro  MHcnektopata  MuHuctepcTBa
34paBooxXpaHeHus (aanee - hapMmHcneKkTopar).

2. Ona uenenm HactodAwen WHCTPYKUMM WCNONb3YKOTCA OCHOBHblIE TEPMWUHbI WU UX
onpeaeneHns B 3Ha4YeHUsX, yCTaHOBMNEHHbIX 3akoHoM Pecnybnukun bBenapycb "O6 obpalleHun
NeKapCTBEHHbIX CpencTB".

3. Peectp dopmumpyetcs MUHUCTEPCTBOM 34paBOOXpaHeHusi Ha ©ase rocygapCTBEHHOro
yupexaeHmss  "[oCcydapCTBEHHbIM  dhapMaueBTUYECKMA  Hag3op B cdepe  obpalieHus
nekapCcTBeHHbIX cpeacTB "ocdapmHaasop” (aanee - I'Y "lMoccapmHagsop”).

(yactb nepas n. 3 B pea. noctaHoBneHna Munsgpasa ot 25.01.2022 N 5)

Y "lNocapmHagsop” ocywecTengeT:
(B pea. noctaHosneHna Munsgpasa ot 25.01.2022 N 5)

pa3paboTKy M MOAEPHM3ALIMI0 PEEeCcTpa;

TEXHMYEcKoe W nporpaMMHoe obecnevyeHue BedeHUss peecTpa, B TOM  4ucre
aBTOMaTN3MpPOBaHHOE 0ObeanHEHME CBEAEHUIA, BKINOYaeMbIX B PEecTp;

aKTyanusaumio, XpaHeHue 1 3alnTy cBeeHUn peecTpa;
WHblE NOSTHOMOYNA MO BEAEHUIO peecTpa.
4. dopmmnpoBaHne U BEQEHNE peecTpa BKIOYalT B cebs:

nonyyYeHne n BHeECEHME aKTyarbHbIX CBEAEHU O dapMaLeBTUYECKMX MHCMNEKTopax (qanee -
WHCMEKTOoP);

XpaHeHne cBedeHun;

onybnukoBaHne cBegeHMM  peecTpa Ha  odwuumanbHom  cante  MwuHucTepcTBa
34paBOOXpaHeHust B rnobanbHON KOMMNbITEPHON ceTu NHTEpHeT.

dapmunHcnektopaT  obecneuymMBaeT  OOCTOBEPHOCTb  cCBedeHuMn 006  MHchnekTopax,
npeacraBnsieMbiX 4nsi BHECEHUS B PEECTp.



5. BegeHue peecTpa ocyLLecTBNAETCS Ha PYCCKOM SA3bIKe.

PeecTp cogepxuT cnegytowime noanexawme onybnmkosaHuio ceegeHnsi o6 MHCNekTope:
damunus, cobCTBEHHOE NMS, OTYECTBO (ECNN TAaKOBOE NMEETCH);

cBefeHns o mecTte paboTbl (HAMMEHOBAHNE U MECTO HAXOXAEHUS OpraHn3auumn);
HanMeHoBaHME AOSMKHOCTU Cry>KaLLero;

AaTa Havana ocyLleCTBMeHNss eATENbHOCTU, CBA3AHHOW C NMPOBEAEHMEM UHCNEKTUPOBAHUSA
(dbapmaueBTMYECKON MHCNEKLMW);

AaTta  OKOHYaHMS  OCYLLEeCTBIIEHUSI  OEeATEeNbHOCTM, CBSAI3aHHOM C  NpoBedeHneM
WHCMNEeKTMpPOoBaHus (hapMaueBTUHECKON MHCNEKLNN).

6. Peectp cogepxut cnegywwme He nognexawue onybnvkoBaHuio cBegeHust o6
NHCMEKTOopE:

4Yncno, Mecsdu 1 rog poxageHud, rpaxgaHcTBo,

KOHTaKTHble JaHHble (HoMep nn4Horo u pabodero TenedoHa (akca), agpec INeKTPOHHON
noYThl);

cBedeHnss O BbicleM obpasoBaHun (HaMMeEHOBaHME YyypexaeHus obpasoBaHuda, naTta
Hayana M OKOHYaHuA O0y4YeHus, KBanMdukauus, HAMMEHOBaHUE, Cepus U HOMEpP AOKYMEHTa O
BbiCLLEM 0Bpa3oBaHUN);

HanMeHoBaHWe crneunansHOCTU B COOTBETCTBUN C AMnrioMoMm o6 obpasoBaHuu;
cBefeHus 06 y4yeHon cTeneHn, y4eHOM 3BaHum (Npy Hanuyum);
cBefeHns 0 JOMNONHUTENBHOM 0ByYeHUNn:

CBEJEHNS O MPOXOXAEHUM OOy4eHMs MO nporpaMMe TEeOpPEeTUYECKOrOo W MPaKTUYECKOro
o0y4yeHus;

HaMMeHOBaHWe opraHu3auuu, Aata Hadana U OKOH4YaHusi obyyeHusl, Tema o0bydeHus, cepus
N HOMep AOKyMEHTa (Npv Hanu4yum), NOsTy4EeHHOro Nocre NPOXoXaeHUs obyyeHus;

CBeEeHNsi O TPYOOBOM AeATENbHOCTH:

cTax paboTbl Mo cneunanbHOCTY;
HauMeHoBaHWe OOMKHOCTU CNyXKaLLEero;
[aTa HasHa4YeHUs1 Ha OOMKHOCTb CryXXallero;
aaTta yBOJbHEHUS;

HanMeHoBaHuUA Hapghexalwinx (bapMaLl,eBTVI‘-IeCKI/IX NPaKTUK, Ha COOTBETCTBME KOTOPbIM
MHCMEKTOP YNOJIHOMO4YEH NMpPpOoBOANTb MHCINEKTUPOBAHUE,

HanmeHoBaHNA BUOOB pa60T n ycnyr no npombIilWNeHHOMY Npon3BoACTBY J1€KapPCTBEHHbIX
cpeacTB, MHCMNEKTUPOBAHME KOTOPbIX MOXEeT NpoBOANTb OaHHbIN MHCMNEKTOoP;

cTax paboTbl B 06nacTy OLEHKM opraHu3auuii B cdepe o0palleHust NeKapCTBEHHbIX
cpeacTB (B TOM YMCNe opraHn3auuin 30paBoOXpaHeHsl) B LiEeNsX onpeaeneHnss ux cooTBeTCTBUS
TpeboBaHMAM Haanexawmux apMaLeBTUYECKMX NPaKTUK.

7. B cnyyae wu3MeHeHna cBefeHMn 00 UMHCNEKTope, COAepXXallMxcsa B pPeecTpe,



pykoBoauTenb (apMMUHCNEKTOpaTa MNPUHUMAaET peLlleHne O BKIIYEHUN COOTBETCTBYHOLLUX
CBEEeHUN B peecTp C LUenbi ero akryanusauuu. AKTyanu3uMpoBaHHbIM peecTp yTBepXaaeTtcs
npuvkaszoMm MuHuUCTepcTBa 34paBOOXPaHEHMS.

CBefeHus1 0 npekpalleHun OesTenbHOCTU MHCMEKTopa nepefatTcss B hapMuHcnekTopat
ANsi UCKIMIOYEHUs U3 peecTpa.

CeefeHusl, yTpaTuMBLUME aKTyanbHOCTb, MOAMEXaT XpaHeHWI B COOTBETCTBUM C
TpeboBaHMAMM 3aKOHOAATENLCTBA B cchepe apXMBHOrO Aera v Aenonpon3BoacTBa.

8. lNpenocTaBneHne sanHTepecoBaHHbLIM LM He nognexalimx onybnukosaHuo cBeaeHumn
06 MHCcnekTope, coaepxalunxcsa B peecTpe, ocyllecTensieTcs MUHUCTEPCTBOM 34paBOOXpaHEHNS
B Nopsigke, yCTaHOBIEHHOM 3aKkoHo4aTenbCTBOM 06 MHopmauun, nHopmMaTmsauumn 1 3alumrte
MHdOpMaUuK.

B pamkax dopmupoBaHust U BegeHua peectpa MuHucTepcTBOM 3apaBooxpaHeHna u Y
"lochapmHagsop” obecneunBaeTcs 3awuTa He noanexawmx onyonukoBaHuio cBedeHUn o
hapmaLeBTU4ECKOM NMHCMNEKTOPE OT HECAHKUMOHUPOBAHHOMO JOCTYNa.

(B pea. noctaHosneHna Munsgpasa ot 25.01.2022 N 5)

9. MUHUCTEPCTBO 34paBOOXPaHEHUs OCyLecTBsSeT MHGOPMaLMOHHOEe B3aMMOLENCTBUE B
OTHOLLEHMM cBeAeHMI 06 NHcnekTopax ¢ EBpasminckon SKOHOMUYECKON KOMUCCUEN.




