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O BHeceHHMH mmeﬂeﬂwi'r'rnmardmn’é‘pzﬁﬁﬁmﬁu 1o Haa30py B chepe
sapaBooxpanenus oT 10 mapra 2022 r. Ne 1746 «O6 yrBep:kaenun ¢popm
AOKYMEHTOB, HCIIOJIb3yeMbIx DenepabHoii ciryk00ii o Hag3opy B chepe
3ApaBOOXpaHEHHsI NPH OCYIIECTBICHHH (heaepabHOro rocyaapcTBEeHHOI0
KOHTpo.1s1 (Haa30pa) B cepe oGpamieHHs JIEKAPCTBEHHBIX CPEACTB»

B coorsBerctBHM ¢ 4Yactelo 3 crate 21 @enepalbHOro  3aKoHa
oT 31 wmions 2020 r. Ne 248-®3 «O rocynapcTBEHHOM KOHTpoie (Hai3ope)
¥ MyHHIHIIAIBEHOM KoHTposie B Poccuiickoit denepauum» mp M K a 3 B B a 10:

Buectn B mpuxas @enepanpHOH cinyx0bl 1Mo Hamsopy B cdepe
3npaBooxpaHeHus or 10 mapra 2022 r. Ne 1746 «O6 yrtBepxneHud (opm
AOKYMEHTOB, HCIOJb3yeMbix DenepansHoi cayx60if mo Hamsopy B cdepe
31IpaBOOXpaHEHHs 1P OCYIIECTBICHHH (eJiepalbHOI0 FOCYIapCTBEHHOTO KOHTPOJIS
(Hag3opa) B cdepe oOpalleHHS JeKapCTBEHHBIX CPEACTB» (3aperHCTPUPOBaH
MunncrepctsoM roctuuuu Poccumifckoit ®enepaumm 8 anpens 2022 r.,
peructpanuonssii  Ne  68139), ¢ H3MEHEHHSIMH, BHECEHHBIMH IPHKA30M
QentepanbHOd  CcIyx0bl MO Hajsopy B cdepe  30paBOOXpAHEHHUS
or 13 despans 2023 r. Ne 785 (3apermcTpupoBaH MHHHCTEPCTBOM IOCTHIMH
Poccuiickoit ®enepanun 9 Mapra 2023 r., perucTpauuoHHbiit Ne 72563), n3aMeHeHUs

COIJIaCHO MPHIIOXKEHHUIO K HACTOSIIEMY IIPUKa3Yy.
PyxoBonurens A.B. Camoiinosa




[Ipunoxxenue K nmpukazy
DenepanbHON Cityx 05! 0 HAA30py
B cepe 3ApaBoOXpaHEHHs

or/G 08 OV N qpss

HN3menenus,

BHOCHMbI€ B nprka3 PegepanbHoi ciayx0bl 1o Hag30py B chepe
sapaBooxpaHenus ot 10 mapra 2022 r. Ne 1746 «O6 yrBep:kaenuu ¢gpopm
JAOKYMEHTOB, HCNOJIb3yeMbIXx MegepalibHoil ciayx0oii mo Hag30py B chepe
3ApaBOOXpaHEeHHs NPH OCYIIECTBJICHHH (elepabHOI0 rocyapcTBEHHOI0
KOHTPOJIs (HaA3opa) B cepe 0OpaiieHus JTeKapCTBEHHBIX CPEICTB»

1. JomonHuTe ab3aiaMu CleAyIOUIero ConepKaHus:

«popMy akTa O HEBO3MOXXHOCTH MPOBEJEHUS KOHTPOJILHOIO (HaJ30pPHOIO)
MepornpusaTus (npuioxenue Ne 4);

¢dbopMmy npotokosia ocMoTpa (mpunoxenue Ne 5);

¢GopMy IPOTOKOIa HHCTPYMEHTAIBHOTO 00cie[oBaHus (IpriIoxeHue Ne 6).».

2. Hononuuts npunoxenusMu Ne 4 — 6 ciegyroiero conepxaHus:

«lIpunoxenne Ne 4

K npukasy OenepanbHOU CITyx ObI

10 Haa30py B cdepe 3ApaBoOXpaHEHHA
ot 10.03.2022 Ne 1746

®opma

OrMeTKa © pasMellleHMM (Jara M YYeTHbIi HOMEp) CBEACHMI O BBIC3JHOH MpoBepke (BHIOOPOYHOM KOHTpONE
Ka4yecTBa IEKapCTBEHHBIX CPEJCTB) B €ANHOM PEECTpe KOHTPOJIBHBIX (HaA30pHbIX) MEPOTIPHATHIA

CChIJIKAa Ha KAPTOUKY MEPONPHUATHS B €INHOM PEECTPE KOHTPOJIbHBIX (HAA30PHBIX) MEPOHPUATHIA:

QR-kox, obecneunBaloLIyii Nepexos Ha CTPaHULY B HHPOPMALIHOHHO-TENEKOMMYHHKAUMOHHOM ceTh «HTEpHETY,
COIEpPAIYI0O 3alCh E€AMHOTO pEeecTpa KOHTPOJbHBIX (HAaA30pPHBIX) MEPOTPHATHH O MNPOPUIAKTHIECKOM
MEPONPHUATHH, KOHTPOJILHOM (HAaA30PHOM) MEPONPHATHA B €JHHOM PEECTpe KOHTPONBHBIX (HAA30PHBIX)
MEpOMNPHATHIA, B PaMKaX KOTOPOFO COCTaBJICH COOTBETCTBYIOILMI JOKYMEHT

(yka3biBacTCsl HANMEHOBAHHUE KOHTPOJBHOTrO (HAZ30pHOT0) OpraHa U NpH HEOOXOAUMOCTH €r0 TEPPHTOPHATLHOTO
oprasa)

« » 20 r

(MecTo cocTaByieHHs) (maTa cocTaBJieHuUs)
qaCoOB MHHYT

(BpeMs cocTaBneHUs)
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AKT
0 HEBO3MOKHOCTH NPOBEAEHHN KOHTPOJILHOr0 (HaA30PHOIr0) MEpONPHATHS
Ne
Ilo anmpecy:
(MecTO mpoBeneHNs KOHTPOJIBHOTO (HaA30PHOr0) MEPONPHATHS)
Ha ocHoBanum pemenus oT Ne ,

OBUIO HasHaYeHO MpOBeNEHHE KOHTPOJBHOrO (HAJ30PHOTO) MEpOIPHSTHS

b

(YKa3bIBACTCs BUA KOHTPOJILHOTO (HAN30PHOI0) MEPOIPHUATHSL: BbIE3/IHAS IPOBEPKA, BHIGOPOUHBIH KOHTPOJ1b
KayecTBa JIEKapCTBEHHRBIX CPE/CTB, IINAHOBOE (BHEINIAHOBOE)

B OTHOILIICHUU:

(HanMeHOBaHUE IOPUAMYECKOTO IMLA, paMMIIHA, HMA, OTIECTBO (MPU HANHUHH) HHAUBHAYANBHOTO
NpENpUHHMATEIN)

Hata v Bpems mpoBeeHUs: KOHTPOJILHOTO (HA[30PHOI0) MEPOTIPHATHS

C«_» 20__r.c__dyac.__ MMH.JO __ Yac. _ MMH.
o «__ » 20__r.c__dwac.__ MWH.JI0 __ Yac. _ MHH.

AKT 0 HEBO3MOXHOCTH MpPOBEJICHHS KOHTPOJIBLHOTO (HAI30PHOTO) MEpPOIPHSTHS:
BBIC3/IHAs NpoBepKa (BBIOOPOYHBIH KOHTPONE KadecTBa), INIAHOBOE (BHEIMIAHOBOE)
(Hy>XHO€ MOYEPKHYTh) COCTABIIEH

(ROMKHOCTH, pamusIud, UM, OTHECTBO (TIPH HATTMYWH) JOKHOCTHOTO JTHLIA)
B CBS3H C:

(onMChIBaIOTCS OOCTOATENBCTBA M YCIIOBHA, MPENATCTBYIOLIKE MPOBEACHHIO KOHTPOIBHOTO (HanzopHOrO)
MEPONPHATHS)

IIpu4uHBI, IOBEKIIKE HEBO3MOXKHOCTh IIPOBEJCHUS] KOHTPOIBLHOTO (HaZ30pHOTO)
MEPOTIPUSATHSL:

(mepevucnsIOTCA NOATBEPKAAIOLINE AOKYMEHTBI, MATEPHAIIB, 06CTOATENLCTBA)

K akty npunaraiorcs:

Homxuocthbie una PocsapaBHanzopa, yIoIHOMOYEHHbIE HA TIPOBEICHHUE
KOHTPOJIBHOTO (Ha30PHOT0) MEPOIIPUSTHS:

(mOMKHOCTL, haMUIHsA, HMSL, OTYECTBO (IPH HAJIHIHH) (noanuce)

(mOMKHOCTB, (haMITHSA, UM#, OTYECTBO (NPH HANTHYHHU) (noamnuce)




ITpunoxenne Ne 5

K npuKa3y DenepanbHOH CIIyKObI

110 HaJ[30py B cdepe 3ApaBOOXpaHEHHUS
ot 10.03.2022 Ne 1746

®opma

OrMeTka 0 pasMeluenny (Aata M yueTHbIi HOMEp) CBEICHWIH O BbIE3AHOH TpoBepke (BLIGOPOUHOM KOHTDOJE
Ka4eCTBa ICKapCTBEHHbIX CPEACTB) B €IMHOM PEECTPE KOHTPOJIbHBIX (HaA30PHBIX) MEPONPUSTHI

CCBUIKA Ha KAPTOUKY MEPOTIPHSTHA B €AMHOM PEECTPE KOHTPONbHBIX (HAA30PHBIX) MEPOTIPHATHIA:

QR-xoz, obecrieunBatoLuii Nepexo Ha CTpaHULy B HHOPMALIMOHHO-TENEKOMMYHHMKALMOHHOM ceth «MHTepHeTY,
COACPKAILYI0O 3aNHCh CAMHOTO pPEeeCcTpa KOHTPOJbHBIX (HAI30PHBIX) MEpONPHATHH © NpO(UIAKTHYECKOM
MEPONIPUATUH, KOHTPOJILHOM (HAaJ30PHOM) MEPONPUATHH B €IMHOM PEeCTPEe KOHTPOJBHBIX (HAI30DHBIX)
MepONpPHUATHHA, B paMKax KOTOPOro COCTABJIEH COOTBETCTBYIOUIUI JOKYMEHT

(YKa3pIBaeTCs HAHMEHOBAHHE KOHTPONBHOrO (Ha{30PHOT0) OPraHa ¥ NPU HEOOXOJUMOCTH €r0 TEePPUTOPHATLHOTO
opraHa)

« » 20 r.

(MecTo cocTaBneHNns) (marta cocTaBicHuS)

IIporokoJ ocmoTpa

OcmoTtp Havar «_ » 20 r.B__ yac. MHMH.
OcMOTp OKOHYEH «__ » 0 r

B coorBerctBuM ¢ pemenuem Poc3npaBHag3opa (TEppUTOPHAIBHOTO OpraHa
Poc3npaBHanzopa) ot Ne O IPOBEACHUU KOHTPOJBHOIO
(HaJ30pHOTO) MEPONpPHUATHS IO (eAepasbHOMY TOCYIAPCTBEHHOMY KOHTPOIIO
(Hamsopy) B cdepe oOpalieHHMsi JEKapCTBEHHBIX CPEICTB: BHIC3HAS IIpOBEpKa
(BHIGOPOYHEIA ~ KOHTPONb  KayecTBa), IUIAHOBOE (BHEIUIaHOBOE) (HYXHOE
MOMYEPKHYTh),  CIENYIOIMMH  JO/DKHOCTHBIMH  JiMaMud  PocsmpaBHajsopa
(TeppuTopHanbHOTo oprana Poc3apasuanzopa):

(bammnnst, uMs, oTUECTBO (IPH HATHYHH), JOKHOCTE)

(dammnus, uMs, OTYECTBO (NPH HUTHYHH), AOJKHOCTD)
B OTHOILICHHUH:

(HauMEHOBAHHE IOPHAUYECKOTO LA, GaMUINs, UM, OTYECTBO (TIPH HAJIMYKUK) UHAKBUIYAILHOTO
npeanpuHUMAaTeNs)

1O azipecy:

(MecTo npoBeeHUs OCMOTpa)
B IIPUCYTCTBHH

(n0KHOCTE, paMUIMs, UMS, OTYECTBO (TIPH HAIMYHMH) NPEACTABUTENSA KOHTPOJIHPYEMOTO JHIIA)
B X0ZI€ OCMOTpa IIpOBOIUIACH (IIpOBOIlI/IJII/ICL)Z

(dorocnemka, Buneo-, ayAHO3aNKUCh U poyee)
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ITepeyeHb OCMOTPEHHBIX TEPPUTOPHiL ¥ TIOMELIEHHH (OTCEKOB):

(yxassiBaeTca nepeyeHb OCMOTPEHHBIX TEPPUTOPHIA U NIOMELLEHHH (OTCEKOB), @ TAKKE BU/L, KOJHYECTBO Y MHbIE
HAEHTH(UKALMOHHBIE IPU3HAKK 00CIENYEMbIX 00BEKTOB, MMEIOLLHE 3HAYEHHE LTS KOHTPOJIBHOTO (HAA30PHOTO)
MEPOTNPUATHA)

B pe3yJbTaTeé OCMOTpa YCTaHOBIEHO:

(YXa3biBatOTCA BLIBOJIBI TTO PE3yJIbTATaM NPOBEIEHHOTO OCMOTPA)

HomxHocTHEIe uLa Poc3apaBHan3opa, mpyHMMAaBIINE y4acTHe
(IpHCYTCTBOBABIINE) P TIPOBEIEHUM OCMOTPA:

(nosmxHOCTS, hamMunus, UM, OTUECTBO (IPU HaNUUUH) (noanuce)

(nomKHOCTB, GaMUIUS, UM, OTYECTBO (TIPH HAAUYUHK) (nonnuce)

BTOpoii 5K3eMILISp MPOTOKOJIA HOTYYHII PEACTABUTENL KOHTPOIHPYEMOTO JIHLIA;

(A0IKHOCTH, haMHUs, MM#, OTUECTBO (NPU HATTMIHH) (nmoanwch)

IIpunoxenne Ne 6

K npuka3y DeepajibHO CITyKOBI

110 HaJ[30py B cepe 3ApaBOOXpaHEHHUS
ot 10.03.2022 Ne 1746

®opma

OtMmeTtka O pasMelieHuy (Zata M y4eTHbIH HOMEp) CBENEHMH O BBIE3AHOW NpoBepke (BBHIGOPOYHOM KOHTpONE
Ka4eCTBa JICKAPCTBEHHBIX CPEICTB) B €AHHOM PEECTPE KOHTPOIBHEIX (HaA30PHBIX) MEPOTIPHATHiA

CChUIKA Ha KapPTOYKY MEPOTIPHSATHUS B €JUHOM PEECTPe KOHTPOIbHBIX (HAA30PHBIX) MEPOTPHUATHIL:

QR-xoz, obecrieynBaloLL il NEPEXOA HA CTPAHULY B MHPOPMALMOHHO-TENIEKOMMYHAKALUMOHHOM ceTH «IHTEpHETY,
COJCPXKAILYIO 3aNHCh EAWHOTO DEeCcTpa KOHTPOJLHBIX (HAN30PHLIX) MEPONpUATHH O TPOQHIAKTIHYECKOM
MEpONpPUATHH, KOHTPOJBHOM (HAI30PHOM) MEPONPHATHM B €IMHOM DEECTpe KOHTPOJbHBIX (HAJ30PHBIX)
MEPOTIPUATHM, B paMKaxX KOTOPOro COCTAaBJIEH COOTBETCTBYIOLIUM J1OKYMEHT

(YKaBBIBaETCX HAaHUMEHOBaHME KOHTPOJbHOI'O (HaIlBOPHOFO) OpraHa 4 npu HEOOXOAUMOCTH €ro TCPPUTOPHAILHOTO

opraHa)
« » 20 r.
{(MecTo cocTaBsieHus) (mata cocraBneHHs)




IIpoToKoe/ HHCTPYMEHTAJILHOIO 00C/1e0BAHHS

HucrpymenTanbsHoe 06CeJoBaHHE HAYATO € » 20 r.B___4yac.  MHuH.

HHcTpyMeHTaNbHOE 06CIeJOBaHHE OKOHYEHO «__ » 20_ r.B___yac. MHH.
B coorserctBMM ¢ pemeHueM Pocs3npaBHamzopa (TeppUTOpMANBHOTO OpraHa
Poc3npaBHamzopa) ot Ne O IpOBEJEHHH KOHTPOIBLHOI'O
(HaZ30pHOIr0) MEpONpUATHS 1O (eAepanrbHOMY TIOCYAapCTBEHHOMY KOHTPOIIO
(Hangsopy) B cdepe obpamieHHs JeKapCTBEHHBIX CpPEJICTB: Bhe3fHAA IIPOBEPKa
(BBIOOpOYHBI ~ KOHTpONh  KayecTBa), IUIAHOBOE (BHEIUIAHOBOE)  (HYXKHOE
MONYePKHYTh)  CHENYIOIUMHM  JODKHOCTHBIMM  Jmuamu  PocsipasHanzopa
(TeppuTOpHanbHOro opraia PocsnpasHanzopa):

(bammnus, uMs, OTIECTBO (MIPH HAIMYHN), JOJDKHOCTD)

(dbamunus, uMs, OT4ECTBO (IPH HATIMYHMH), JOTKHOCTD)
B OTHOIIICHHUHU .

(HanMeHOBaHUe IOPHANUECKOTO NI, GaMUIUA, HMS, OTYECTBO (MPH HAIMYHH) HHAMBHIYANBHOIO
NPEANPUHUMATENIA)

110 aapecy:

(MecTo NpoBeNCHUS HHCTPYMEHTAIBHOrO 06C/IEI0BAHNSA)

B IPUCYTCTBUHU
(momKHOCTD, aMUNINS, UMS, OTYECTBO (TIPH HAMHYMH) TIPEACTABUTENS KOHTPOIHPYEMOTO JINIIA)

B X0JIc HHCTPYMEHTAILHOTO 06CIe10BaHHs IPOBOAMIACH (IPOBOMKUIKCE):

(dorocremxa, BunEO-, ayAHO3ANNCH U TIPOUEE)
Hpe;:[MeT HHCTPYMEHTAJIBHOTO obcnenoBanus

(yKaspIBaeTcs npeaMeT o6cre10BaHus)
I/IHCTpYMeHTaJILHOG OﬁcneZLOBaHHe IIPOBCACHO C HUCITOJIB30BAHUEM:

(ykasbiBatoTcs crieuManbHoe 06opynoBaHKe 1 (W) TEXHUYECKHE IPHOOPHI)
MeToaKu HHCTPYMEHTAITLHOTO 00C/Ie 10BaHUS

Pe3ynbTaT HHCTpYMEHTAIBHOTO 00CIe10BaHH S

2

HOPMHpYeMOe 3HaYeHHe IOKasaTesel, MoIexaliuX KOHTPOIIO MpH NMpPOBEICHUH
UHCTPYMEHTAIBHOTO 06C/Ie0BaHu
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BBiBOIBI O COOTBETCTBHHM O3THX IIOKa3arejiell YCTAHOBJIEHHBLIM HOpPMaM, HHBIE
CBE/ICHHs, MMEIOLIME 3HAYCHHE IS OLEHKH pe3yJbTaTOB HMHCTPYMEHTAJILHOIO
o0ciie1oBaHUs

HomxHocTHbIe nuia Poc3ipaBHaazopa, MpUHUMABIINE YYacTHE
(IpUCYTCTBOBABIIKE) [IPH MPOBEAECHUH HHCTPYMEHTAIBHOTO 00CIIE10BaHHUS:

(Z0MKHOCTh, haMHHA, UM, OTUECTBO (TIPH HATUYHMN) (noanuce)

».

(RomKHOCTH, hamMuUnus, UMs, OTYECTBO (MPH HAJTUUUH) (nonnuce)




