3aperncTpupoBaHo B HauMoHanbHOM peecTpe NpaBoBbIX akToB

Pecnybnuku benapycek 7 gekabps 2020 r. N 8/36110

NOCTAHOBJNIEHME MMHUCTEPCTBA 30PABOOXPAHEHUA PECNYBJIMKU BENAPYCb
18 HOs16ps 2020 r. N 103

O NOPAAKE ATTECTALINKN, ®OPMUPOBAHUA U BELEHUA PEECTPOB YNOJIHOMOYEHHbIX ALY
NMPOU3BOOUTENEN NEKAPCTBEHHbIX CPEACTB, ®APMALEEBTUYECKUX UHCTEKTOPOB

(B pea. noctaHoBneHve Munsgpasa ot 25.01.2022 N 5)

Ha ocHoBaHum 4actenm cegbmown, gesaTton ctatbu 20, yactu yeTBepTon ctaTbn 21 3akoHa Pecnybnuku
Benapycb ot 20 miona 2006 r. N 161-3 "O6 obpalieHun nekapcTBeHHbIX cpeAcTB" v nognyHkta 9.1 nyHkta 9
MonoxeHns o MwuHucTepcTBe 3gpaBooxpaHeHus Pecnybnukvu benapycb, yTBEpXAEHHOro MNOCTaHOBMEHNEM
Coseta Munuctpos Pecnybnukn Benapycb ot 28 oktabpsa 2011 r. N 1446, MuHuCTEepCcTBO 34paBOOXpaHEHns
Pecny6nuku benapyce MOCTAHOBIAET:

1. YTBepauThb:

MHCprKLI,I/IIO (0} Tpe6OBaHI/IF|X, npeabvaBnAeMbIX K YNTOJTHOMOYEHHbIM Nlam npomsso,u,menel?l NekapCTBEeHHbIX
cpeacTs, U nopAagke nx atrecraunm (npmnaraemﬂ);

WHcTpykumio o nopsigke opmMupoBaHus U BeOeHWUs peecTpa YMNOMHOMOYEHHbIX vy, npoussoguTenen
nekapcTBeHHbIX cpeacTs Pecnybnukn benapyckb (npunaraetcs);

NHCTpyKumio o nopsigke hopMmnpoBaH1sa U BedeHus peectpa dapMaueBTUYecKnx MHcnektopos PecnyGnuku
Benapychb (npunaraetcs).

2. YcTaHOBUTb, 4TO MPOM3BOAUTENWN FEKApPCTBEHHbLIX CpPeacTB o0becneuynmBalT HarnpaBfieHUe CBOUX
OOJDKHOCTHBIX JUL, Ha KOTOPbIX BO3NaraeTcd OTBETCTBEHHOCTb 3a KayeCTBO MPOM3BOAWMbBIX M BbiMyCKaeMbiX B
peanusaumio NekapCTBEHHbIX CPeAcTB, Ha obyyeHne, ykazaHHoe B nyHktax 9 n 10 UHcTpykumm o TpeboBaHusXx,
npeabaBnseMblX K YMNOMHOMOYEHHbIM fvuaM MNpou3BOOMTENEN FEeKapCTBEHHbIX CPeacTB, M Nopsagke ux
aTTecTtauum, ¢ 1 masa 2021 r.

3. HacToswee noctaHoBneHWe BCTyNaeT B CUNy nocne ero oouumansHoro onyonnkoBaHus.
VMcnonHsowun obs3aHHocTM MuHUCTpa 0.J1.NMnHeBny

COTJIACOBAHO
MMHMCTepCTBO MHOCTPAaHHEIX IOeJI
Pecnybnukm Besapycsh

YTBEPXIEHO

[locTaHOBJIEHME

MyHMCTepCTBA 3OPaBOOXPaHEHUd
Pecnybnuku Belapychb
18.11.2020 N 103

MpumeyvaHne.
Peectp dapmaueBTUYECKNX NHCMEKTOPOB Pecny6nuku Benapycb pacrnorsoxeH Ha caunTte
https://gospharmnadzor.by.



MHCTPYKLMNA .
O TPEBOBAHUAX, MPEABABNAEMbIX K YNONHOMOYEHHbLIM NULAM NPOU3BOAUTENEN
NEKAPCTBEHHbIX CPEACTB, U MOPAOKE X ATTECTALIUN

(B pen. noctaHoBneHus MuHsapasa ot 25.01.2022 N 5)

1. HacTosiwas MHCcTpykuus onpepensietT TpeboBaHus, NpeabsaBnisiemMble K 00pa3oBaHuio, OGYYEHMIO U CTaxy
paboThbl YNOSIHOMOYEHHbIX JIUL, TPOM3BOAUTESIEN NTEKAPCTBEHHbIX CPEeACTB, U NOPSiAOK NPOBEAEHMUS UX aTTeCTaLWN.

2. inqa uenen Hactoswen NHCTPYKLMN UCNOMb3YKTCS OCHOBHbIE TEPMUHbI U UX ONpedeneHns B 3Ha4YeHUsX,
yCTaHoBMeHHbIX 3akoHoM Pecnybnukn benapyck "O6 obpalyeHnmn nekapcTBeHHbIX CPeAcTB", a Takke cnegyowme
TEPMUHbI U UX OnpeaeneHuns:

aTTecTaumsa - npoueaypa OLEHKM TeOpeTUYECKUX 3HaHWA U NPaKTU4eCKMX HaBbIKOB AOSMKHOCTHOro nuua
NPOVM3BOAMUTENSA FeKapCTBEHHbIX CPeACTB Ha MpaBO OCYLECTBNEHUS MM npodeccuoHanbHbiX 0bs3aHHOCTeN
YMOSIHOMOYEHHOro fMua no COOTBETCTBYLWEeMY BuAy (BMAaam) paboT M ycnyr, CBA3aHHbIX C MPOMbILLNEHHBIM
NMPOM3BOACTBOM JI€KAPCTBEHHbIX CPEeACTB, YKasaHHbIX B CheuvanbHOM paspelleHny (MMueH3nM) Ha npasBo
ocyulecTBneHns apmaueBTUYeCcKor AeATEeNbHOCTU B 4acTW MPOMBILLNIEHHOrO NPOW3BOACTBA J1EKapCTBEHHbIX
cpeacTs u (Mnun) pbapmaueBTUYeCcKnx cybcTaHumni n nx oNToBOW peanu3auny (ganee, eCnu He yCTaHOBNEHO MHOE,
- MPOU3BOACTBO NEKapCTBEHHbIX CPEACTB);

YyNoJIHOMO4YEeHHOE JNUO - AOJPKHOCTHOE JMLUO npou3BoauTend JeKapCTBEeHHbIX CpeactB, Ha KOTOopoe
BO3/1araeTtcda OTBETCTBEHHOCTb 3a Ka4deCTBO MPOM3BOOUMMbIX W BbIlyCKaeMbIX B peann3aunio JNeKapCTBEHHbIX
cpeacTs, rapaHTupyrwlee, 4YTto Kaxgasa cepud (I'IapTVIﬂ) NeKapCTBEHHOIo cpeacrtBa npoun3seneHa un npoBepeHa B
COOTBETCTBUN C TpeGOBaHVIﬂMVI Hapgnexauwien I'IpOVI3BOD,CTBeHHOl7| NPaKTUKN, NHbIMWU aKTaMW 3aKOHOOAaTENbCTBa, a
TakKke permctpaunoHHbIM O0Cbhbe. I'Ipomaso,qmenb NeKapCTBEeHHbIX CcpencTtB MOXeT MMeTb OAHO WU HEeCKOJIbKO
YNONTHOMOYEHHbIX Nl B COOTBETCTBMN C BUOaMun pa60T N ycnyr, CBA3aHHbIX C NMPOMbILLIEHHbIM NMPoOMn3BOOCTBOM
NleKapCTBEeHHbIX CpedCTB.

3. ATTecTauusi NpoBOAUTCHA Ha OCHOBaHMM OOrOBOpA, 3aKM4aeMoro Mexay pecnybnvMkaHCKMM YHUTapHbIM
npeanpuatuem "HayyHo-npaktnyeckun ueHtp JIOTUOC" (manee - HIIL "JIOTUOC") u npoussogutenem
NEeKapCTBEHHbIX CPEACTB, YNONMHOMOYEHHOE NMLO KOTOPOro MOANEXUT aTTecTaumm.

4. AtTecTtaumsi NpoBOOUTCA OAMH pa3 B NATb NEeT U BKYaeT B ceDs 3KCMEPTHYH OLEHKY OoTyeTa o
npodeccnoHanbHON OeATEeNnbHOCTM YMONTHOMOYEHHOrO nvua 3a nocnegHue Tpu roga (ganee, ecnv He ykasaHo
WHOe, - OTYeT O npocheccUoHanbHOM AEATENbHOCTU) U MHbIX OOKYMEHTOB, MPeayCMOTPEHHbIX MyHKToM 11
HacToAwen VIHCTpyKUMn, TECTOBbLIN KOHTPOSb 3HaHUN N cobecenoBaHue.

5. ns uenen npoBeaeHust aTTecTaumm MUHUCTEPCTBOM 34paBOOXPAHEHMS1 cO3OaeTcsl aTTecTauMoHHas
KOMMCCHKS, KOTOpas OCYLLLECTBISET CBO AeATenbHOCTb Ha 6a3e HIL, "JTIOTUOC".

ATTecTauMoHHasi KOMUCCUSI COCTOUT M3 NePCOHanbHOro coctaBa 1 3KCNepPTHOMN Fpynnbl.

B coctaB atTtecTauMoHHOM KOMUCCUM U SKCﬂepTHOVI rpynnbl BKIMKO4YakOTCA npeacrtaBuUTenm MI/IHMCTepCTBa
34paBoOOXpaHEeHNA U rocyaapCTBEHHbIX opraHmaau,MPl, NOAYNHEHHbIX MI/IHI/ICTepCTBy 34PaBOOXpPaAHEHNA.

Mopspok paboTbl aTTecTauuoHHOM KOMWCCUM W JKCMEPTHOW TPyMnbl, WX MEepCOoHalnbHbIA COCTaB
onpegensaTca MUHUCTEPCTBOM 3[1paBOOXPaHEHNS.

Mpencenatens aTTecTauMOHHOW KOMMUCCUM OpraHm3dyeT paboTy aTTecTauMOHHOW KOMUCCUW, 3KCMEPTHON
rpynnbl, NpeacedaTenbCcTBYeT Ha 3acefaHusiX, OCYLUECTBMSET OOLWMIA KOHTPOMb 3a peanu3aument NpUHATbIX
aTTEeCTaLNOHHOM KOMUCCUEN PEeLLEeHN, pacnpeaenseT 0683aHHOCTU Mexay YfieHamMu aTTeCTaunMoHHOW KOMUCCUM
W aKcnepTamu, yTeepXxgaeT rpaduk 3acegaHnin aTTecTaumoHHON KOMUCCUMN.

FpachK 3acefaHui aTTecTauMoOHHON KOMUCCUMM OOBOOUTCA OO0 CBEeAEHUs ﬂpOI/I3BO£I,I/ITeJ'Iel7I NeKapCTBEHHbIX
cpencTs, ynosIHOMOYeHHble Jnua KOTOPbIX MpoXogdT atrtecTtauuto, He no3gHee 15 gHenm po OHs npoBeaeHnA
TECTOBOIO KOHTPONA 1 HEe nNo3aHee Mecdaua 00 OAHA 3aceaHnda aTTeCcTauoHHON KOMUCCUN.

6. ATTecTyeMoe YNosIHOMOYEHHOe NULO [OMKHO MMETh Bbicluee obpasoBaHue (XMMUKO-TEXHOSIOrM4Yeckoe,
XMMUKO-(hapmMaLeBTUYeckoe, XuMuYeckoe, Guorornyeckoe, MuKpoGuorormyeckoe, BUMOTEXHOMOTMYECKOE,



dhapmaueBTUYecKoe, MeOuULMHCKOe, BeTepuHapHoe) M CcTax paboTbl B OpraHM3auusXx, OCYLLECTBMSOLIMX
NPOM3BOACTBO NEKAPCTBEHHbIX CPeACTB M (UMW) KOHTPOIb Ka4yecTBa NekapCTBEHHbIX CPEACTB, He MeHee 3 nerT.

7. K aTrectaumMn Ha npaBO OCYLLECTBNEeHMS O00A3aHHOCTEN YMOMHOMOYEHHOrO fMua Ha npeanpuaTusx,
OCYLLECTBMAAIOWMNX MPOMbILLMIEHHOE MPOM3BOACTBO MEAMLMHCKUX ras3oB, Takke AOMyCKalTca nuua, uMerolime
3aKOH4YeHHOe BbicLlee obpasoBaHme B 06nacT PU3NKO-TEXHUHECKUX HaYK.

8. K arrectauum Ha npaBo OCYyLUEeCTBIIEHUA 06s3aHHOCTEN YMNOJIHOMOYEHHOIro snuua Ha npeanpuaTuax,
ocyuwlecTBnArOWMX MPOMbILLIIEHHOE NPOn3BOACTBO pap,moq)apmaueBqueCKMx NNeKapCTBEHHbIX CpeacTB, TakKke
AonyckakrTcAd mua, nmerwine 3akoH4eHHOe BbiCLLlee o6pasoBaHme B obnactu s=|/:|,epH017| (*)VI3VIKVI n paﬂVIOCbVBVIKI/I.

9. ATTectyemMoe ynonHOMOYEHHOE NUUO, 3a UCKIIOYEHMEM MWL, yKasaHHbIX B MyHKTax 7 n 8 HacToswen
VHCTpyKUMK, a Takke nuu, paboTalowmux B Ka4yecTBe YNONHOMOYEHHOro nuua 5 n 6onee net n He NOMy4YUBLLMX
NoAroTOBKY MO YKa3aHHbIM HUXe AUCUMNAMHAM, Mpu NonyyYeHur BbICLLIEro UNu OOMNONHUTENBHOro 0bpa3oBaHus
OOMKHO NPONTK 0ByYeHMe No Cneaywmnm Kypcam (GucuunnmHam):

npuknagHas usmnka;

obLwasa n HeopraHn4yeckas XMmus;
opraHuyeckas Xumus;

aHanuTM4yeckas XMMmus;
apmaLeBTMieckas XuMns (BKNoYas aHanms nekapcTBeHHbIX CPEACTB);
Buonornyeckas xumus;

dusunonorus;

MUKpoburonorus;

dapmakonorus;

hapmaueBTMYeCKas TEXHOMOTNS;
TOKCUKOIOTUs (TOKCUKONOrMyeckas Xumms);
¢hapmakorHosus.

10. ATTecTyemoe ynofnHOMOYEHHOE N0 Takke NpoxoauT obyyeHne 06513aHHOCTSIM YNOSTHOMOYEHHOrO fnua
B COOTBETCTBUM C TpeboBaHnAMM Hapnexallen npov3BOACTBEHHOW MpakTuku B obbeme He meHee 40 yacoB B
TeyeHne 5 neT Ha cemmHapax, KOH(pepeHUMAX U MHbIX MeponpUATUAX, OPraHW3OBaHHbIX YYeOHbIMU LeHTpamu
opraHm3auui, Bxogdawmx B cucteMy MynHUcTepcTBa 30paBoOXpaHeHns], MHbIX opraHusaumn Pecny6nvkm Benapycb
1 3apyBexxHbIMM 0ByYaroLWMMK LleHTpaMmu.

11. Ons npoxoxaeHus aTTecTtauum YNoNTHOMOYEHHbIM NULIOM NPOU3BOAUTESNb JTIEKAPCTBEHHbBIX CPEACTB, B
TOM YKMCre NPOM3BOAUTENb MEAULMHCKMX ra3oB Unu pagModapMaleBTUYECKMX NEKAPCTBEHHbIX CPEACTB (Oanee,
ecnn He YCTaHOBMEHO WHoe, - 3aaBuTtens), nogaet B HIL "JIOTUOC" 3assneHue o npoxoxaeHun atrectauumm
NPUMOXEHNEM CrieayloLnX aTTeCcTauMoHHbIX JOKYMEHTOB Ha YMOSIHOMOYEHHOE NUUO (Aanee - aTtTecTauMoHHbIe
OOKYMEHTHbI):

aTTeCTAUMOHHBIA  NINCT, 3aBEPEHHbI  PYKOBOAMTENEM  KagpoBOM  cnyxObl M pykoBOAUTENEM
(YNONMHOMOYEHHbBIM 3aMeCTUTENEM PYKOBOAUTENS) NPOM3BOAUTENS NIEKAPCTBEHHbLIX CPeacTB, No hopme cornacHo
NpUoXeHuo 1;
(B peq. noctaHosneHus MuHsgpasa ot 25.01.2022 N 5)

OTYeT O MpOGECCMOHArNbHOW OEATENbHOCTW, YTBEPXKAEHHbIM  pykoBoauTeneM  (YNorHOMOYEHHbIM
3aMecTMTerneM pykoBoAMTENS) NPOU3BOANTENS NIeKapCTBEHHbIX CPEACTB;

Konumu:

aunnyiomMa o BbiCLLUEM 06pa3OBaHVIVI;



OOKYMEHTOB O NMPUCBOEHHbIX KBanMUKaLMOHHBIX KaTeropusax (Mpyu Hanu4um);
OOKYMeHTa, NoATBepXAatoLLero naMmeHeHne ammnum (npn HeodXoaNMOCTK);
TPYOOBOMW KHUXKM;

AOKYMEHTOB, MOATBEPXAAKLNX NPOXOXAeHNe obyvyeHWss B COOTBETCTBMM C MNYyHKTOM 9 HacTodAwen
WHCTpyKUMK;

OOKYMEHTOB, MNOATBEPXAAKOLWMNX NpoxoxaeHne obyyeHuss B COOTBETCTBUMM C nNyHKTOM 10 HacTtoswewn
UHCTpyKumm (C ykasaHueM KonmnyecTsa 4acoB 0BbyyeHus).

12. B oT4eT 0 npoheccmoHanbHoOM geaTenbHOCTU BKITOYAOTCA:

onncaHne [OMKHOCTHbIX 06A3aHHOCTEN, npodeccMoHanbHOW AeATEenbHOCTM 3a nocnegHve natb net
paboTbl C yKasaHWeM BbINONHAEMbIX BUAOB paboT 1 ycnyr, CBA3aHHbIX C MPON3BOACTBOM NEKapCTBEHHbIX CPEACTB,
YyKa3aHHbIX B CreuuanbHOM paspelleHun (NMueH3nM) Ha npaBO  OCyLeCTBNeHus  dapMaueBTUYEeCcKon
AeaTenbHOCTY;

MHpopMaUKMsl O BbISIBNIEHHBIX HapyLUEHUAX (HECOOTBETCTBUSIX) NMpU MpPoBedeHWMM NocredHei NpoBepku B
pamkax rocygapcTBeHHoro capmaueBTMYeckoro Hagsopa W (Mnv)  MocrnegHero  MHCMEKTUPOBaHWS
(dbapMaLeBTUYECKON MHCMEKLNM), O MPUHATBIX Mepax U peayrbTaTtax yCTpaHeHUs HapyLUeHUn (HECOOTBETCTBUN);

KpaTKasi xapakTepucTuka npodeccrmoHanbHom eSTeNbHOCTH, NPeaNoXeHNs N0 ee COBEePLLUEHCTBOBAHMIO.

13. ATTecTtaumoHHble p[okyMeHTbl, noctynuewme B HIIL "JIOTUOC", peructpupytoTcs B XypHarne
pervcTpaumm aTTecTaunoHHbIX JOKYMEHTOB (danee - XXypHar) B 4eHb UX MOCTYNIEHNUS.

B TeyeHne 5 paboumx gHen ocyLlecTBMASETCH MpoBepka aTTeCTauMOHHbIX OOKYMEHTOB Ha COOTBETCTBUE
TpeboBaHuaM nyHkToB 11 u 12 HacToswen WHCTpyKuun, nocrne 4ero OHWM NepefarTCcd Ha paccMOTpeHue
3KCMepTHOW rpynmnbl C OTMETKOW O AaTe nepefadn B XypHare.

B cnyyae oTcyTCTBMS MNOMHOrO nakeTa aTTeCTaLMOHHbIX [OOKYMEHTOB, @ Takke WX HecoOTBETCTBUS
TpeboBaHuAM nyHKTOB 11 1 12 HacToswel NHCTPYKUMM aTTecTaumnoHHble JOKYMEHTLI BO3BPALLAOTCS 3asiBUTENIO C
ykasaHvueM npuyuH Bo3BpaTa, O YeM AenaeTcst OTMETKa B XypHarne.

MNocne ycTpaHeHWs 3ameyvaHuii 3asiBUTeNb BripasBe MOBTOPHO MPeACcTaBWUTb aTTecTauuoHHble JOKYMEHTbI B
HMY "NoTnNoC".

14. YneHbl akcnepTHoW rpynnbl B TedeHne 30 kaneHOapHbIX OHEN C gaTtbhl nepedayn aTTecTauMOHHbIX
OOKYMEHTOB MPOBOAAT PACCMOTPEHME U OLIEHKY COAEpXKaLLencsa B HUX nHopMaL 1, oOpMUPYHOT 3akrnoyeHne ob
oT4yeTe O NPOdECCMOHANbHON AEATENbHOCTU YMNONTHOMOYEHHOrO nuua (ganee - 3aknyeHne o6 ortyeTe) u
NPeAcTaBnsalT ero Ans YyTBEpPXAEHWUs npeacenaTento aTTecTauMoHHOW Komuccun. 3akrnodeHne ob oTtyete
COOEPXMUT OLEHKY 3HAHUW U NMPaKTUYECKMX HaBbIKOB YMOMHOMOYEHHOMO Nuua, Hagnexallero unn HeHaanexawiero
BbIMOSIHEHNST UM  npodeccuoHanbHbIX 00sI3aHHOCTEN B COOTBETCTBUM C TpeboBaHusmyn Hagnexaiuen
NPOn3BOACTBEHHOW MPAKTUKH.

15. ATTecTauMOHHON KOMWUCCMEN Ha3Ha4vaeTcs BpemMA npoBeaeHnA KOMMNbKTEPHOro TeCTOBOro KOHTPOIA
3HaHWM YNONTHOMOYEHHOr o nmua, 0 KOTOpoMm VIH(bOpMI/IpyeTCﬂ 3adaBuUTENb U YNOJTHOMOYEHHOE NNLO.

TecTOBbIN KOHTPOSb 3HAHUN NpeaycMaTpUBaET BbIMOSTHEHUE YMONTHOMOYEHHbLIM JTMLIOM TECTOBbLIX 3a0aHUN U
Nnpu3HaeTcs NPOMAEHHbIM MPU YCIOBUKM YCMELIHOro BbIMONHEHUA He MeHee 70% oT obuiero o6bema TeCTOBbIX
3agaHun.

16. pK ycnoBuM YyCNELWHOro MNPOXOXAEHWUS TECTOBOrO KOHTPOMS 3HaHUMK aTTecTauMoHHas KOMUCCUA
HasHayaeT BpeMms NpoBedeHVs 3acedaHus, B XOAe KOTOpOro npoBoauTcs cobecedoBaHuWe C YMONTHOMOYEHHbIM
NMLOM O MpaKTUYECKMX Bomnpocax ero gedarenbHoctu. O gate NnpoBefeHus 3acedaHnsi aTTeCcTauMOHHON KOMUCCUN
WHpopMMpyeTca 3asgBUTENb U YNOTHOMOYEHHOE NNLLO.

B cny4yae HeBO3MOXXHOCTU NPUCYTCTBUA YNONTHOMOYEHHOro numua Ha 3acegaHun aTTecTauMoHHOW KoOMUCCUn
3adBuUTeNlb yBeagomndeTt 06 atom atTeCTayMoOHHYKO KOMUCCUIO He no3aHee 3 OHen po ero nposefeHuna.
YnonHoMo4eHHoe  Nuuo OonyckaeTca K NMPOXoxaeHuo cobecefoBaHMa  Ha cneagywuiemM 3acenaHuu



aTtTecTaLuOHHOM KOMUCCUMN.

17. Mo pe3ynbTatamMm aTtrecrtaumn aTTecTauMoHHON KoMuccuen NPUHNMaETCA pelleHne 00 aTTecTtauun nmdo
O HEBO3MOXHOCTK aTTecTtaunm ynosiHoMmoO4eHHOro nuua.

PelwweHne atTectrauMoOHHON KOMWUCCUMM MNPUHUMAETCS MyTeM OTKPbITOrO rOMOCOBaHMS €€  4reHOB,
NPUCYTCTBYIOLLUMX Ha 3acefaHuu, npocTbiM HGONbLLUIMHCTBOM ronocoB. B npoBegeHwn atTectauum v ronocosaHum
OOJIMKHBI y4acTBOBaTh HE MeHee 2/3 cocTaBa aTTeCTalUOHHOM KOMUCCUN.

I'IpM paBeHCTBE rOJyIOCOB 4JiEHOB aTTeCcTauNoHHON KoMUCCUn peLual'OLlJ,VIﬁ royoc mMmeetT npencenartesib
aTTecTaunoHHON KOMUCCUN.

18. PewweHne aTTecTaunoHHon kommccum oopMnseTcst NPOTOKONIOM 3acefiaHusl, KOTOPbIA NOANUCLIBAETCS
npeacenaTtenem aTTeCTauMoOHHONW KOMUCCUM, BCEMU MPUCYTCTBYIOLLMMW €€ YNieHaMu U CeKpeTapeM.

PewleHne aTtTectaymMoHHONW KOMUCCUK MO KaXXgomy 3adABUTESTHO 3aHOCUTCA B aTTEeCTaLUNOHHbIN FNCT, KOTOprVI
noanuncbiBaeTcA npeancenartenem aTTecTauMoHHOM KOMWUCCUW, €€ YfleHamMu U 4YneHamu SKCFIepTHOVI rpynnbil,
COCTaBMBLUMMW  3aknioyeHne o6 oT4yeTe, ceKkpeTapem aTTEeCTAUNOHHON  KOMUCCUU n artrectyemMmbiM
YNOJSTHOMOY€E€HHbIM NTULUOM.

I'IpM HanuuMm ocoboro MHeHUs1 YneHa aTTecTauMOHHON KOMWUCCMM B aTTECTALMOHHOM JIUCTE OTMedaeTcsi
OaHHbIN d)aKT, coaepxaHue 0coboro MHeHus manaraetcsi B NMUCbMEHHOM BuAe U npunaraetca K npoTokony
3acefaHus aTTecTauuoHHON KOMUCCUN.

I'Ipvl NPUHATUN pelleHna O HEBO3MOXHOCTU aTTeCcTaunn ynornHOMOYEeHHOro nmua B NpOTOKOoNe 3acedaHudA
aTTeCTaLuNoOHHON KOMUCCUM N aTTECTALMOHHOM JIUCTE YKa3bIiBalOTCA OCHOBaHUA NPUHATUA TaKOro peLieHuns.

B Ccrniy4yae Hecornacua C peweHunem aTTeCTauuoHHON KOMMUCCUMM 3asiBUTENb UMeeT npaBso ob6xxanoBaTb
AaHHOE pelleHne B MVIHI/ICTepCTBO 30paBOOXpPaHEHUA.

19. ATTecTaumoHHas Komuccusa B CPoK He 6Gonee 15 paboumx AHEeN OcCylecTBNAEeT MOAroTOBKY W
HanpasneHne npoekTa npukasa MuHucTepcTBa 3apaBooOxXpaHeHms 06 aTtTecTaumm ynonHOMOYEHHOro nuua, Konmm
npoTokona 3sacefaHwst aTTeCTauuoHHOW KoMucCcUM B oTAen dapMaueBTU4eckon WHcnekumm MwuHucTepcTBa
37paBOOXpPaHEHUs.

B CpPOK He nos3aHee nATuU pa60‘-IVIX OHen nocne wusgaHus npuKkasa MMHMCTepCTBa 34PpaBOOXpaHEHNA
3aABUTESIIO HanpaBnAeTCA yBeoMI1IeHne O pedyribTaTax atrectauun.

CeugetenbctBo 06 aTTecTtauuu YNOMHOMOYEHHOrO nuua NPOU3BOAMTENS NEKApPCTBEHHbIX CPeacTB Mo
dopme cornacHo npunoxeHuto 2 Bblgaetca  MUHUCTEPCTBOM  30paBOOXPaHEHUS B COOTBETCTBUM C
3aKoHo4aTenbCTBOM 06 OCHOBaxX aAMWHUCTPATMBHBIX NPOLEaYp.

(n. 19 B pea. noctaHoBneHns Munsgpaea ot 25.01.2022 N 5)

20. CBegeHnst 06 aTTEeCTOBAHHbIX YMOSIHOMOYEHHBIX MLax BHOCATCA B PEecTp YMONMHOMOYEHHbIX InL
npov3BoguTenen nekapcTBeHHbIX cpeacts Pecnybnuku benapyceb.

21. [Ina npoxoxaeHWs ynonHOMOYEHHbIM NULIOM MOBTOPHOM aTTecTaumm 3assutenb 3aknoyaet ¢ HIL
"NMOTUOC" noroBop 1 NofaeT 3asBreHne O NPOXOXAEHUM NOBTOPHOW aTTecTauun ¢ NPUNOXKEHNEM LOKYMEHTOB,
yKka3aHHbIX B abs3auax BTOPOM, TPETbEM, LUECTOM - BOCBMOM W AeCSATOM MyHKTa 11 HacTosiwen MHCTpykuun, a
TaKKe KOMuu JOKYMeHTa O paHee NponaeHHON aTTecTauum.

B oTt4yeTe 0 npodeccuoHanbHON AeATenbHOCTU YMOMHOMOYEHHOro fvua, MNpOoXOoAswero MOBTOPHYIO
aTTecTauuio, MOMUMO CBEeAEHUN, NPEefyCMOTPEHHbIX MNYyHKTOM 12 HacTtoswen WHCTpyKuun, AOMOMHUTENbHO
yKasblBaloTCS:

MHpopMaUMA O BbISIBNIEHUM HEKAaYeCTBEHHbIX JIeKapCTBEHHbIX MpenapatoB, MNPOU3BEAEHHbIX U
peanu3oBaHHbIX 3a NpolueaLwnii nepuo Ha Tepputopun Pecnybnvkm Benapyck n gpyrux ctpas;

WHpopmaumss 00 yCTaHOBMEHMM HEeBNaronpusiTHOrO COOTHOLUEHUSA "Morb3a - PUCK' NpU MEOULMHCKOM
NMPMMEHEHMN TEeKapCTBEHHbIX MpenapaToB, MPOM3BEAEHHbIX M peanu3oBaHHbIX 3a MNpOWeAlWnn MNepuod Ha
Tepputopun Pecnybnukn Benapycs 1 apyrnx ctpaH.



22. PeweHne o6 oTMeHe atTecTtaumm MoXeT ObiTb NPUHATO MWHUCTEPCTBOM 3OpaBOOXpPaHEHUS B dhopme
npukasa B cny4yasix, yCtaHoBreHHblx B nyHkTe 10 [Nopsgka atTectaumm ynoriHOMOYEHHbIX NUL, NpousBoauTenen
NeKapCTBEHHLIX CPeAcCTB, yTBepxaeHHoro PeweHnem CoBeTa EBpasuviickon 3KOHOMWYECKON KOMMccMM OT 3
Hos16ps1 2016 1. N 73.

B cnyyae npuHsaTMa MuHMCTepCcTBOM 34paBoOXpaHeHnn pelleHnsa ob oTMeHe atTecTtaumm YNnonHOMOYEHHOro
mua ceBeleHnAa O TakoOM nuue UCKNKYakTCca U3 peecTtpa yNnoJIHOMOYEHHbIX nni, npomsaop,menel?l JNIeKapCTBEHHbIX
cpeactB Pecnybnukn Benapyces.

3asButenb yBeaoomMndeTca O TNMPUHATOM peLleHnn 00 oTMeHe aTtTecTaumu YNOJIHOMOYEHHOIro Jnuua He
nosaHee ndaTun pa6oq|/|x OHen co OHsA ero NMPUHATUA.

23. Nuua, He npolledlne aTTecTaumio, a Takke B OTHOLIEHUW KOTOPbIX aTTecTauusi OTMEHEHa, He MOryT
BbINOMHATE 06593aHHOCTM YNONIHOMOYEHHOIO NMLA U JOMYCKaTCS K NOBTOPHOW aTTecTaumm He paHee Yem Yepes 3
MecsiLla CO AHS MPUHSATUS B OTHOLLEHUM HUX COOTBETCTBYHIOLLETO PELUEHMS.

24. PaboTHMKM MPOW3BOAUTENS EKapCTBEHHbIX CPeAcTB, HaxXoAMBLUMECA B coLMarnbHbIX OTMycKax Mo
GepeMeHHOCTM U pogam, Nno yxody 3a pebeHKoM OO0 OOCTWXKEHUS UM Bo3pacTa Tpex feT Wi He UCMOoMHABLINE
00683aHHOCTM YNOMHOMOYEHHOro nuua Tpu K 6Gonee roga, MoryT ObiTb 3asdBfeHbl Ha arTTecTauumilo nocne
NpoxoXxaeHns odyveHus B COOTBETCTBUM C NyHKTaMu 9 1 10 HacTosAwen VIHCTpyKuun.

Mpunoxexune 1

K IHCTpyKuuKn o TpeboBaHUSX,
npeabaBnsiemblX K yNorHOMOYEHHbIM
nvuam nNpovsBoauTENen NekapcTBEHHbIX
CPEeACTB, U Nopsiake ux aTTectauum

(B pea. noctaHoBneHna MuH3apasa

oT 25.01.2022 N 5)

dopma



ATTECTALUMOHHBbIA NNCT

MecTo ans goTorpacum



1. damMmma, cobcTBEeHHOE nMS, OTUEeCTBO (ecnm TakoBoOe MeeTCcHd)
YIIOJIHOMOUEHHOTO JIMIla TPOMU3BOAUTENS JIEKAPCTBEHHEIX CPEeICTB

2. Uucio, Mecdll U Ton POXIOEeHMA, I'PaXIaHCTBO

3. MecTO XMUTeJIbLCTBA, KOHTAKTHHEE IaHHBE (HOMEP JIMUHOTO M pabdouero TejseboHa
(bakca), ampec DJIEKTPOHHOM I1OUTEH)

4. CBemeHusd O HaJMuMM BHCHETOo ofpas3oBaHMsA: HaMMEHOBaHME YyUpexXIeHMUS
ofpasoBaHMda, IaTa Hauvajla ¥ OKOHUaHMsa oOyueHMd, CIelMajbHOCTH, KBanudmkaumda,
yueHOoe S3BaHMe, YyueHas CTeleHb (Opu HaluuuM), HaVMMEeHOBAaHME, Cepus M HOMEep
IOOKYMEeHTa O BHCHIEeM OBpas0oBaHUN

5. CeezmeHua o0 oOydeHMM: HaMMEeHOBaHMEe OpPraHM3aluy, B KOTOPOM MNPOMIEHO
oByueHMe, IaTa Hauajla M OKOHYaHMA OOydYeHMs, HaMMEeHOBAaHME U Ccepus IOOKyMeHTa,
[IOJIYUEHHOT'O II0 pes3yJjibTaTaM OOy4dYeHUd

6. CeenmeHusa o MecTe pabOTEI: MOJIHOE M COKpalleHHOE HaMMEHOBAHUSA HOPUINYUECKOTO
Juila C yKa3aHMeM OPIaHM3aLUMOHHO-NPAaBOBOM (QOPMEI M YyHMKAaJIbHOT'O MIEHTUOMKATOPA
OPUMAOMYECKOTO JMla B EIMHOM TOCyIapCTBEHHOM pPeIrMcTpe OPUIOUYECKUX JIML U
VMHOVMBMIAYAJbHEIX [IPEeNIpUHMMAaTEJEeN

MeCcTO HaxXOXIOeHUd OPNINYeCKOI'o JiMiia

Anpec OCyHmeCTBJIEHMA IOeATeJIbHOCTU

KoHTakTHEIE CBeIeHus: HoMmepa TejeboHa wm  odakca, ampec BJEeKTPOHHOM MOUTH
OPUIONYECKOTO JIMlla

7. CBenmeHus O prHOBOﬁ IJedTeJIbHOCTM . HaVMMeHOBaHMe IOOJIXKHOCTM CllyXauero, nmaTa
Ha3HadYeHMda Ha OOJIXHOCTB CJllyXalero, naTa YBOJIbBHeHUA

OBbumit TPyOOBOM CTax

Crax paboTel B OpraHM3aLUAX, OCYHWEeCTBJIANIMX [IPOM3BOACTBO JI€KAPCTBEHHBIX
CpeICTB M (MJIM) KOHTPOJIb KaueCTBa JIEKAPCTBEHHBIX CPEeNCTB

(momnmchk pab®OTHMKA KaOPOBOM CJYyXOE M IMeuaThb OTIejla KaIpOoB OpTraHuM3aluu,
PabOTHMKOM KOTOPOM SABJISETCH ATTECTYEMOE JIMILO)
8. IlaTa Hauajla OCYUEeCTBJIEHMS IOedTeJIbHOCTM B KaueCcTBe YIOJHOMOUEHHOTO JIiMiia

9. Bunw pa60T n ycjlyr, CBA3SAHHEIX C IIPOMBIIJIEHHBIM INIPOVM3BOIOCTBOM JIEKAPCTBEHHBIX
cpernCTs, B OTHOUWNEHMM KOTOPHEX OCYUWECTBJIAETCHA aTTeCTaumnd

10. KpaTkas xapaKTepuUCTHKa aTTeCTyeMOoI'o JiMlia




(moonmch PYKOBOOMTENS OpTraHMszauum, paboTHUKOM KOTOPOM SBJISETCH
aTrecTyeMoe JIMIIO)

C aTTeCTalUMOHHEM JIMCTOM OBHAKOMIIEH

(mogmmce aTTecTyeMoTro JiMila, naTa)

11. 3akJjouyeHMe 10 OTUEeTy O NPOodbeCCUMOHAaJIbHOM HOesATeJIbHOCTU

12. PesyJabTaTH BHIIOJHEHUS TECTOBEIX BaldaHUM %.

13. PesynbTaTel cobecemoBaHUS

14. PemenHue:

o6 aTTecTauMy / O HEBO3MOXHOCTU aTTEeCTalMM B KadeCTBEe YIIOJHOMOYEHHOTO JIMila

IIPOM3BOONTETIA JIEKAPCTBEHHEIX CpeInCTB

IIPVMHATO OTKPEITEIM I'OJIOCOBaHMEM: 3a

IPOTUB

15. Hammume o0cCcoOOT'0 MHEHMS uYJjieHa aTTEeCTalMOHHOM KOMMCCUMU

HpencenaTenb aTTEeCTAalUMOHHOM KOMMCCUM

(DoJXHOCTL CcityXamero) (nomnmchk) (MHMUMAJE (MHMLMAJI CODCTBEHHOTO MMEHMU) ,
bammnus)
Sxcnepr (Bl) :
(DoJxKHOCTE cCityXamero) (nomnmchk) (MHMUMAJE (MHMLMAJI CODCTBEHHOTO
VMeHU) , GaMmiamsa)

YJIeHBl aTTEeCTalUMOHHOM KOMMCCUMU :

(moJxHOCTL cCilyXamero) (nommmchk) (MHMUMAJE (MHMLMAJI CODCTBEHHOTO MMEHMU) ,
bamMmmmsa)

(DoJXKHOCTE CcilyXamero) (noanmcek) (MHMUMAJE (MHMLIMAJ COOCTBEHHOTO MMEHU) ,
bammnus)

(DoJXHOCTL CJlyXamero) (noammMchk) (MHMUMAJE (MHMLIMAJI CODCTBEHHOTO MMEHM),
bamMmmms)

(DoJXHOCTE CilyXamero) (noamnmcek) (MHMUMAJE (MHMLIMAJ CODOCTBEHHOTO MMEHMU) ,
bamMmmms)

Mpunoxexune 2
K IHCTpykuun o TpeboBaHumsX,
npeabsaBnseMbiX K yNOMHOMOYEHHbIM
nMuam Npov3BoauTENEN NEKapCTBEHHbIX
CpeacTB, M NopsaaKe Ux atTectaumm
(B pegakumm NocTaHOBNEHUS
MwuHMCTepCcTBa 34paBOOXpPaHEHNS
Pecnybnvkn Benapycb
25.01.2022 N 5)
(BBegeHo noctaHoBneHnem Munsgpasa ot 25.01.2022 N 5)

dopma

MVMHUCTEPCTBO 3IPABOOXPAHEHNA PECIIYBJIMKM BEJIAPYCH



CBUIETEJIECTBO
06 aTTecTauuM YIOJHOMOYUEHHOT'O JMLa
IIPOMBBOOUTEJISI JISKAPCTBEHHEX CpPencTB

Ha ocHoBaHMM peleHwuda aTTECTALUMOHHOM KOMMUCCHUM I[10 aTTeCTaluu
YIIOJIHOMOUEHHEBIX JINI] HpOMBBOHMTeHeﬁ JIEKAPCTBEHHEIX CpPpencTB

oT npoToxoJs N B COOTBETCTBUM C IpPMKa30M MuHMCTEepCTBa
3OpaBoOXpaHeHMsa Pecnybnuky Bejapycb OT N

(bammnusa, cobBCTBeHHOE ¥MMS, OTUEeCTBO (ecyiM TakKoBOe MMeeTCsd)

YIIOJITHOMOUEHHOTO JIMiia,

IIOJIHOE HaMMEHOBaHMEe IPOM3IBOIOUTEJIA JIEKAPCTBEHHBIX CpPencTs,

YIIOJIHOMOYEHHOEe JIMIIO KOTOPpOI'O IIoaBepI'aJloChb aTTeCTaHMM)
IIpomest (npomna) arTrecTalnrio Ha IIpaBO OCYyHWEeCTBJIEHUA VM

(emt) npodeccroHaJ b HEIX
oOg3aHHOCTEN YIOJIHOMOUEHHOT'O JiMila II0

(yka3aTb COOTBETCTBYUNMM BUI (BUILI)

pa60T n yciayr, CBS3aHHEIM (CBHBaHHHe) C TIPOMBIIJIEHHBIM IIPOVM3BOLCTBOM

JIEKAPCTBEHHEIX CpPpenCcTB, YKAa3aHHBIX B CII€lLMaJIbHOM pa3pelleHUN (HMHGHSMM) Ha

IIPaBO OCYLEeCTBJIEHUA @apMaHeBTMHeCKOﬁ OeATeJIbHOCTM B YWAaCTM IIPOMBIIJIEHHOI'O

IIPOM3BOIOCTBA JIEKAPCTBEHHEIX CpeInCTB U (MHM) @apMaHeBTMHeCKMX Cy@CTaHHMﬁ n nx

ONTOBOM peam3alnn)

IeCTBUTEJIbHO IO

(maTa, mecsdi, Tom)

(DOJIXHOCTE ) (mommnmce) (MHMUMAJE, baMuins)
M.II.
YTBEPXIEHO
I[locTaHOBJIEHUE
MuHMCTEepCTBa 3OPaBOOXPAaHEHUS
Pecnybnuku Belapychb
18.11.2020 N 103
MHCTPYKUUA

O NOPSAOKE ®OPMUPOBAHUA N BEOEHUSA PEECTPA YMONIHOMOYEHHbIX NUL MPOU3BOAMUTEINEN
JIEKAPCTBEHHbIX CPECTB PECIMNYBJIUKN BEJTAPYCb

(B pea. noctaHoBneHus Munsgpasa ot 25.01.2022 N 5)

1. Hactosawasa WMHcTpykuma onpegenset nopsaok oopMuMpoBaHMA M BeAeHUs peecTpa YNOSTHOMOYEHHbIX
Nyl Npou3BoanNTENen NekapcTBeHHbIX cpeacTs Pecnybnukn Benapych (ganee - peectp).

uean) (bOpMMpOBaHMH n BeOeHnda peectpa 4ABNAKTCA Yy4eT U CcucrtemMatudauuma ceBegeHun o6
yﬂOHHOMOHeHHHXHMHaXHpOM3BOﬂMTeﬂeﬁHeKapCTBeHHHXCpeﬂCTB(ﬂaﬂee-yHOHHOMOquHOGHMHO)

PeecTp npeacraBnsieT cobon MHGOPMALMOHHbBIN pecypc, KOTOPLIN BeAeTCca B pOPMeE 3NEKTPOHHON Gasbl
OaHHbIX, 3aLUMLIEHHON C MOMOLLbLIO CMeuuanu3MpoBaHHOrO MPOrpaMMHOIO OoGecneyeHnst OT MOBPEXAEHUA U



HEeCaHKLUMOHMPOBAHHOIO A0CTyNa, U COOEepPXUT cBeeHUA (o]¢) YNOJNTHOMOYEHHbIX Nnnuax.

2. ina uenen HacTosiwen VHCTPYKUMM NCMONb3YTCA OCHOBHbIE TEPMUHBI U X ONPeAerieHNst B 3Ha4eHusX,
yCTaHOBMEHHbIX 3akoHoMm Pecnybnukn benapyck "O0 obpalleHnn nekapcTBeHHbIX cpeacTs”.

3. Peectp dopmupyetcs MuHUCTEPCTBOM 34paBOOXpaHeHMs Ha 6Ga3e rocyaapCTBEHHOrO y4pexaeHus
"ocynapcTBeHHbIV (hapMaleBTUYEeCKMn Haa3op B cdepe obpalleHns nekapcTBeHHbIx cpeacts "lMoccapmHaasop”
(nanee - I'Y "locgapmHansop”).

(vacTb nepsas n. 3 B peA. noctaHoBneHns Munagpaea ot 25.01.2022 N 5)

Y "TocdapmHagsop” ocyllecTBnseT:
(B pen. noctaHoBneHus MuHsgpasa ot 25.01.2022 N 5)

pa3paboTky 1 MOoAepHU3aLMI0 peecTpa;

TEXHNYECKoe W nporpamMmmvHoe obecneyeHne BegeHus peecTtpa, B TOM 4Yucne aBToOMaTu3npoBaHHOE
00beanHeHne cBeAeHWI, BKIOYaEMbIX B peecTp,

aKTyanusauuio, XpaHeHue 1 3alnTy CBeAEHUN peecTpa;
WHblE NOSTHOMOYNSA MO BEAEHWNIO peecTpa.
4. dopMnpoBaHMe N BeAeHUE peecTpa BKNIOYaloT B cebs:
BHECEHWEe aKkTyarnbHbIX CBeAeHUI 06 aTTeCTOBaHHbIX YNONIHOMOYEHHbIX NMLaX;
XpaHeHne cBeaeHui;
MpumeyaHue.

PeecTp ynonHOMOYEHHbIX N1L, NPON3BOAMUTENEN NeKapCTBEHHbIX cpeacTB Pecnybnukn benapych pasmelleH Ha
caunte https://gospharmnadzor.by.

onybnukoBaHue cBedeHUMN peecTpa Ha odwmumanbHoM cante MuHucTepcTBa 3apaBoOXpaHeHuss u Y
"ToccapmHagsop” B rmobanbHOM KOMNbIOTEPHON ceTu VIHTepHeT.
(B peq. noctaHosneHua MuHsapasa ot 25.01.2022 N 5)

5. BegeHue peectpa OCYLLECTBIISETCH Ha PYCCKOM A3bIKE.

PeecTtp cogepxuT criegytoime ceegeHuns 06 ynosIHOMOYEHHOM nuue:

amunusa, cobCTBEHHOE NMS, OTYECTBO (€CNM TAaKOBOE UMEETCSH);

KOHTaKTHble cBeAeHUsi: Homepa paboyero TenedoHa 1 dakca, agpec 3NeKTPOHHOW NOYTh;
CBELEHMS 0 Hannyum Bbiclero obpasoBaHus;

HanMMeHoBaHMe crneunanbHOCTU B COOTBETCTBMM C AUMSIOMOM 06 ob6pa3oBaHuy;

cBefeHus 00 y4eHOM CTENEHU, yHEHOM 3BaHWM (MPU Hanmumm);

cBefieHNss o MecTe paboTbl: MOMIHOE W COKPaLlEeHHOE HaVMEHOBaHUS PUAMYECKOro nuua CornacHo
yypeanTernbHbIM JOKYMEHTaM C yka3aHMeM OpraHu3auMOoHHO-NPaBoBOW (DOPMbl M YHUKANbHOrO ugeHtudumkaTopa
fopyamdeckoro nuua B EguHOM  rocygapCcTBEHHOM  perncrpe  lpuauyeckux vy 1M MHOWBUAYanbHbIX
npeanpuHuMarenen;

apec OCYLLECTBINeHUs AesTeNbHOCTU oprandYeckoro nuua;
KOHTaKTHbIEe CBeAeHusi: Homepa TenedoHa 1 dakca, agpec a/1eKTPOHHOW NOYThl OPUANYECKOTO NULa;
[aTa Hayana OCyLIeCTBNEeHNs 0eATENbHOCTM B Ka4ecTBe YNONHOMOYEHHOro nunua;

21701 pa60T n ycnyr, CBA3aHHbIX C NPOMbILLUJIEHHBIM MPON3BOACTBOM JieKapCTBEHHbIX CpeacTB, B OTHOLLEHUU



KOTOPbIX aTTECTOBAHO YNOJIHOMO4YEHHOE NNLO;,

AaTta OKOHYaHuA OCyLlleCTBIIeHUA OeATesIbHOCTU B KadecTBe YMNOJIHOMOYEHHOro nnua wunn garta OTMEHbl
peweHuna 00 aTTecTayuu YNOJIHOMOYEHHOro nmua.

6. PeecTp coepxuT cregytolume He nognexalime onybnmkoBaHuio cBeaeHnst 06 ynonHOMOYEHHOM NuLe:
[aTta poXaeHus;

rpaxxaaHcTBo;

MECTO XXUTENbCTBA;

cBeeHMs O Bbicllem obpa3oBaHuM (HaMMEHOBaHWE yuYpexaeHus obpasoBaHus, Aata Hayana U oOKoOH4YaHUs
06yyeHus, kBanMukauusi, HaMMeHoBaHUe, cepusi U HOMep AOKYMEHTa O BbiCLLEM 06pa3oBaHuu);

cBefeHust 06 oby4eHUn (HaMmeHOBaHWe opraHu3auuu, B KOTOpPOW MpongeHo obydveHwe, gata Havana u
OKOHYaHWs 0By4eHusl, HaMMEHOBaHWNE, CEPUSi U HOMEP LAOKYMEHTa, MOMyYEeHHOro no pesyrbTaTtam MpoXoXAeHus
obyyeHus);

CBeZleHVs O TPyAOBOW OEATENbHOCTY:
HauMeHOoBaHWe JOMKHOCTU CryXalLlero;
JaTa Ha3Ha4YeHWs Ha [OMKHOCTb CryXallero;
AaTa yBOJbHEHWS;

CTax pa6OTbI B OopraHmn3auunax, oCyLecTBALWNX NPON3BOACTBO JIEKapCTBEHHbIX CPeaCTB U (VIJ'WI) KOHTPOJ1b
Ka4ecCTBa JleKapCTBEHHbIX CpeacTB.

7. NHdopmaumsa o6 atrectaumm (06 oTMeEHe aTTecTauuun) yrnorIHOMOYEHHOrO NUua BHOCUMTCS B PEECTP He
nosagHee nNATU paboyunx gHen nocrne u3gaHua npukasa MuHUcTepcTBa 34paBOOXPaHEHNS.

B Ccny4Yyae N3MeHeHUudA cBefeHun ob YNOJIHOMOYEHHOM Inuue, coaepXallmnxca B peectpe, MH(bOpMaLI,VIﬂ (o]9]
9TOM nepenaeTca npoumsBoanTenemM JeKapCTBEeHHbIX Cpeacts B MVIHVICTepCTBO 34paBOOXpaHEHNA C LUeJblo
aktyanmsauum peectpa. I'IpM 3TOM CBedeHud, yTpaTuBLUne akTyalibHOCTb, noanexart XpaHeHuto B COOTBETCTBUN C
Tpe6OBaHI/IF|MI/I 3aKoHodaTernbCTBa B cq)epe apXmMBHOIo gena n genonpou3soactea.

8. MNpepocTaBneHne 3aMHTEPECOBaHHLIM NULIAM M3 peecTpa CBedeHWi, He Moanexalwux onybrnmkoBaHuto,
ocyulecTensetTcs MUHUCTEPCTBOM 30paBOOXpaHEHUsI B MOPsiAKe, YCTAHOBIEHHOM 3akoHoAaTenbCTBOM 00
MHcbopMaumK, MHdopMaTU3aLUM U 3aLmuTe MHOPMaLN.

B pamkax dpopmunposaHusa n sefeHusa peectpa MuHuctepcTBom 3gpaBooxpaHeHus u 'Y "locdapmHansop”
obecneumBaeTcss 3awmTa He nognexawux onyernvMkoBaHUI CBeAeHWn 00 YMONTHOMOYEHHOM fvue  OT
HeCaHKLMOHUPOBAHHOIO AOCTynNa.

(B pea. noctaHoBneHnsa Munsgpasa ot 25.01.2022 N 5)

9. MVIHVICTepCTBO 34paBooOXpaHeHNA OCyLlecCTBNAeT MHCbOpMaLI,I/IOHHoe B3aUMOAENCTBME B OTHOLUEHWMU
cBefeHun ob YNOJNTHOMOYEHHbIX Nnuax npowsao,u,meneﬁ NeKapCTBEHHbIX CpeacTB C EBpa3VII7ICKOI71 3KOHOMMYECKOM
Komuccuen u YNOJTHOMOYE€HHbIMXM OpraHamMun rocygapctB - 4yieHOB EBpa3MVICKOFO 9KOHOMMYECKOro cor3a B
ANIEKTPOHHOM BUAe cpeacrteamm I/IHTerVIpOBaHHOVI VIH(bOpMaLI,I/IOHHOVI CUCTEMBI.

YTBEPXIEHO

I[IocTaHOBJIEHUE

MuHMCTEepCTBa 3OPaBOOXPaHEHUS
Pecnybnukmu Besapych
18.11.2020 N 103



MpumeyaHme.
PeecTp dhapmaueBTMyecknx nHcnektopoB Pecnybnukmn Benapycb pacnonoxeH Ha cante
https://gospharmnadzor.by.

MHCTPYKUUA
O NOPAOKE ®OPMUPOBAHUA N BEOEHUA PEECTPA ®APMALIEBTUYECKUX NHCNEKTOPOB
PECNYBJNINKN BENAPYCb

(B pen. noctaHoBneHus MuHsagpasa ot 25.01.2022 N 5)
1. Hactosiwaa VHcTpykuma onpegenseT nopsagok OpMMpoBaHUA 1 BedeHus peecTpa dhapmaueBTUYECKMX
nHcnektopoB Pecnybnukn benapyck (aanee - peectp).
Llenbto  dopmnpoBaHMa ¥ BedeHus peecTpa  SABMASIOTCA y4eT WM cucTeMaTu3aums CBeAeHun o
hapmaLeBTMYECKUX MHCNeKTopax dhapmaLeBTUYeCcKoro nHenekTtopata MuHmuctepcTea 3gpaBooxpaHeHus (ganee -

hapMuHcnekTopar).

2. ina uenen HacToswen VHCTpyKUMM NCMONb3YTCA OCHOBHbIE TEPMUHBI U X ONPEAENEHNst B 3HAYEHUSIX,
yCTaHoBeHHbIX 3akoHoM Pecnybnukn benapyck "O6 obpalleHnn nekapcTBeHHbIX cpeacTs".

3. Peectp dopmupyetca MuHUCTEPCTBOM 3OpaBOOXpaHeHUs Ha 6ase rocygapCTBEHHOro y4ypexaeHusi
"ocynapcTBeHHbIV (hapMaueBTU4eCKMn Hag3op B ccoepe obpalleHnss nekapcTBeHHbIX cpeacTs "occapmHansop”
(mnanee - I'Y "TocchapmHagsop”).

(4acTb nepBas n. 3 B peq. nocrtaHoBnennss MuHagpasa ot 25.01.2022 N 5)

'Y "MocdapmHagsop” ocylecTensaeT:
(B pea. noctaHoBneHnsa MuHsgpasa ot 25.01.2022 N 5)

pa3paboTky ¥ ModepHU3aLMo peecTpa;

TeXHU4eckoe W nporpaMmHoe obecrneyeHve BedeHusi peecTpa, B TOM 4uclie aBTOMaTU3UPOBaHHOE
o6beanHeHVe CBedeHUIN, BKIIOYAEMbIX B peecTp;

aKTyanusauuio, XpaHeHue 1 3alnTy cBeJeHUn peecTpa;

MHblE NOSTHOMO4MS MO BEAEHUIO peecTpa.

4. dopMnpoBaHME N BeeHUE peecTpa BKNIOYakoT B cebs:

nonyyeHne 1 BHECEHNE akTyarnbHbIX CBeAEHWI O (hapMaLeBTUYECKMX MHCNEKTOpax (Janee - UHCNEKTOoP);
XpaHeHne ceeaeHun;

onybnukoBaHue cBedeHW peecTpa Ha odmumanbHoM cante MwuHUCTepcTBa 34paBOOXPaHEHUs] B
rnobanbHoOM KOMMNbOTEPHON ceTn IHTepHeT.

dapMuHcnekTopaT obecneyvBaeT [OCTOBEPHOCTb CBeAeHM 06 WHCMeKkTopax, NpeacTaBnsemblX Ans
BHECEHUSI B pEECTP.

5. BegeHue peecTpa OCyLLEeCTBAETCS Ha PYCCKOM S3bIKe.

PeecTp cogoepxuTt cnegyoLme noanexaiyne ony6rnmkoBaHuo cBeieHnst 06 MHCNEKTope:
damunus, cobCTBEHHOE NMS, OTYECTBO (ECNM TAaKOBOE MMEETCS);

cBefeHus 0 MecTe paboTbl (HAMMEHOBaAHWE M MECTO HaxXOXAEHNsI OpraHn3aLmn);

HanMeHoBaHue OOJMKHOCTU ChyXXallero,



jaTa Hayana OCYLEeCTBNEHUss [OEesTeNnbHOCTW, CBS3@HHOW C  NPOBEAEeHWEeM  MHCMNEKTUPOBAaHWSA
(dbapmaLieBTUHECKON NHCNEKLUMN);

AaTa OKOHYaHWUSi OCYLLECTBMEHUS [OEATENbHOCTW, CBSI3AHHOW C MPOBEAEHWEM  WHCMEKTMPOBAHMUS
(dbapmaLeBTUYECKON NHCMEKLMN).

6. PeecTp cogepxuT crnegyolime He noanexatime onybnvkoBaHunio ceegeHns o6 MHCnekTope:
4YNCNO, MECSL, U TOA POXOEHWUS, FPaXKOAHCTBO;
KOHTaKTHbIE€ JaHHble (HOMep NMYHOro 1 paboyero TenedoHa (dhakca), agpec 3NeKTPOHHON NOYThI);

cBedeHnA O BbiICLLUEM 06pa3OBaHVIVI (HaVIMeHOBaHVIe yypexngeHusa O6paSOBaHVI9|, garta Ha4dalia U OKOH4YaHuA
O6y‘-IeHVIF|, KBaJ'IVI(*)VIKaLI,VIFI, HanmeHoBaHune, cepuna n HoMep JOKyMeHTa O BbiCLLEM O6pa3OBaHVIVI);

HauMeHoBaHMe cneumanbHOCTU B COOTBETCTBUM C AUNITOMOM 00 06pasoBaH|/|v|;

cBeaeHnA 006 yqu0|7| CTeneHn, yd4eHom 3BaHnmn (Flpl/l HaJ'IVI‘-IVIVI);

cBeaeHnAa o JonoNMTHNTENTbHOM O6y‘-IeHVIVIZ

cBefeHNda O NpoxXoxXaeHun o6yqu|/|ﬂ no nporpamMmmMme TeopeTnvHeckoro U NpakTn4eckoro o6yquvm;

HanveHoBaHuWe opraHunsauunn, gata Hadana u OKOH4YaHuA O6y‘-IeHI/IFI, TemMma 06y‘-IeHl/IFI, cepua n Homep
AOOKyMeHTa (I'Ipl/l HaJ'II/I‘-II/II/I), NOJTy4EeHHOr o nocrie NpoxoxaeHuna O6y'~leHVIFI;

CBeZleHVs O TPyAOBOW OEATENbHOCTY:

cTax paboTbl N0 cneuuanbHOCTY;
HaMMeHOBaHWe OOMKHOCTM Cry>Kallero;
JaTa Ha3Ha4YeHus Ha JOIMKHOCTb CryXallero;
AaTa yBOJbHEHNS;

HanMeHoBaHUA Haanexalmnx cbapmaueBquecxmx NpPaKkTuUK, Ha COOTBETCTBME KOTOPbIM WHCMEKTOP
YNOJSIHOMOYEeH NPoOBOAUTb MHCMEKTUPOBAHUE;

HaMMeHOBaHWA BWAOB pPaboT M ycnyr Mo MPOMBbILNEHHOMY MPOM3BOACTBY JIEKAPCTBEHHbLIX CPeacTBs,
MHCNEKTUPOBAHWE KOTOPbIX MOXET NPOBOANTL AAHHbIA UHCNEKTOP;

cTax paboTbl B 06racTu OLEHKN opraHusaumii B coepe obpalleHust NekapCTBEHHbIX CPeAcTB (B TOM yucre
opraHusauuin 34paBoOXpaHeHUsl) B LensX onpederieHWsl WX COOTBETCTBUA TpebGoBaHUsSIM  Haanexalimx
(hapmMaLeBTUYECKMUX NPAKTUK.

7. B cnyyae wu3ameHeHuss cBedeHWA 00 WHCMNEKTOpe, COAepXalMxca B peecTpe, pPYKOBOAMTEIb
drapMuHcnekTopaTa NPUHUMaeT peLleHMe O BKITHYEHMM COOTBETCTBYHOLLMX CBEOEHWA B PeecTp C Lenbio ero
akTyanusauumn. AKTyanuanpoBaHHbIN peecTp yTBepXKaaeTcsa npukasom MuHUcTepcTBa 34paBoOXpaHeHus.

CsefeHUsA O NpekpalleHUn OesATeNnbHOCTU MHCMeKTopa nepegatoTcs B dpapMUHCNEKTOpaT ANA UCKITYeHUs
n3 peecTpa.

CeeneHus, yTpaTmellne aKTyalnbHOCTb, Mnoanexar XpaHeHui B COOTBETCTBUU C Tpe6OBaHI/I9|MI/I
3akoHoaaTesNibCTBa B ccbepe apXMBHOIo Aena n genonpon3BoacTtea.

8. [lpenocTaBneHve 3aMHTEpecoBaHHbIM NMUAM He Toanexawmx ony6nukoBaHuio cBedeHuin o6
MHCNEeKTope, codepXalluxcs B peecTpe, ocyllecTBnaetcd MUHUCTEPCTBOM 3OpaBOOXpaHeHVss B MOpskKe,
yCTaHOBMEHHOM 3aKOHO4aTeNbCTBOM 06 MH(OPMaLMK, MHOPMATU3ALIMK 1 3aLLUTe MHADOPMaLNN.

B pamkax dpopmupoBaHus 1 BegeHna peectpa MuHuctepcTBoM 3gpaBooxpaHeHuna n 'Y "FocdapmHagsop”
obecneuynBaeTcd 3awuta He nogsiexawimx onyorMKoBaHMIO cBedeHun O (apMaueBTUYECKOM WHCMEKTope OT
HeCaHKLMOHUPOBAHHOIO AOCTyna.



(B pen. noctaHoBneHus MuHsgpasa ot 25.01.2022 N 5)

9. MVHUCTEpPCTBO 34paBOOXPaHEHUSA OCyLlecTBAsSeT WMHAOPMAaLMOHHOE B3aUMOAEWCTBME B OTHOLUEHWUU
cBefeHun ob nHcnektopax ¢ EBpasninckom 3KOHOMNYECKON KOMUCCUEN.




