MUHUCTEPCTBO 3/IPABOOXPAHEHHWA YEYEHCKOHW PECITIYBJIMKH
(Munsznpas YUP)
HOXUYUIH PECNNYBJUKHUH MOTAIUAJLIIA IAJTAIIMAPAH
MUHUCTEPCTBO

IMMPUKAS3
0503 AL~ Ne B4

r. ['po3Hblii

06 OpraHu3aluHH BEJOMCTBEHHOI'0O KOHTPOJIA
KayecTBa H 0€30NMACHOCTH MeJHUHHCKOH AesiTeJIbHOCTH

B coorBetcTBHH ¢ yacTbio 2 cratbu 89 MenepanbHoro 3akona ot 21 Hosdps 2011 r.
No 323-03 «O06 ocHoBax oxpaHbl 310poBbs rpaxkiaH B Poccuiickoit ®enepaunmn»,
npukasoM Munucrtepera 3apaBooxpaHeHuss PO ot 31 wuions 2020 r. Ne 787n «O06
yrBepxaeHuu [lopsaaxka opraHusaluuu U npoBe/ieHUs BeJJIOMCTBEHHOIO KOHTPOJIsl KayecTBa
M 0e30MaCHOCTH MEJMLMHCKOH ESTeNbHOCTHY, B LEJSAX OpraHu3aldd H MPOBeIeHHs!
BE/JIOMCTBEHHOIO KOHTPOJIs KayecTBa M OE30MacHOCTH MEJMLMHCKON [esATe/IbHOCTH B
MEAMIMHCKUX OpraHU3alMsX, [0ABEAOMCTBEHHbIX MUHUCTEPCTBY 3/IpaBOOXPAaHEHHUs
Heuyenckoit PecniyOnuku, npu ka3 bl Bato

l. Hasznauuth  3aMecTuTenss  MHHHCTpa  3ApaBooxpaHeHus  UeueHCKOH
Pecnyonuku JlamxaeBa M.O. OTBETCTBEHHBIM 3a OpPraHW3alMI0O W [POBEIEHHE
BEIOMCTBEHHOIO KOHTPOJISI KayecTBa M D€301acHOCTH MEIMLIMHCKOM /e TeIbHOCTH.

2. Bo310KUTb OpraHuzaluMio M IpoBejieHHe  BEJIOMCTBEHHOrO  KOHTPOJIs
KayecTBa W 0e30MacHOCTH MEJMIMHCKON JesITelIbHOCTH  (jlajiee - BeJOMCTBEHHbIi
KOHTPOJIb) B TOCYJapCTBEHHBLIX MEJAMLMHCKUX OpraHu3alMsX, [OJBEeJOMCTBEHHbIX
MuHnucTepcTBy 3apaBooxpaneHusi Yeuenckoii Pecnyonuku (nanee - Munszapas YP) ua
OTZ€Jl BEJJOMCTBEHHOIO KOHTPOJIsl KauecTBa W 0€301acHOCTH MEJAMIMHCKON 1esiTe/IbHOCTH
MunucrepcTBa 3apaBooxpanenus Ueuenckoit PecnyGnuku.

3. HavanbHuky ornena BeJlOMCTBEHHOrO KOHTPOJISI KadecTBa M 0€30MacHOCTH
MEJMUMHCKOH AesrenbHocTH KaaueBy MLA.:

3.1. OOGecneuuts OpraHM3alMIO W [POBEJEHHE BEJOMCTBEHHONO KOHTPOJIS
KayecTBa M 0€30MacHOCTH MEIMUMHCKOH JIeATeJbHOCTH B MEIMLUHCKAX OpraHM3alMsx,



MO/BEJIOMCTBEHHBIX Munsapasy YP B cooTBeTcTBHHM ¢ MNpuUKazoM MUHHCTEPCTBA
31paBooxpaHenust Poccuiickoit @emepaunu ot 31 wmromst 2020 r. Ne 787u «O0
yrBepicaeHuu [lopsiika opraHu3aluy ¥ NpoBeJACHHs BEIOMCTBEHHOIO KOHTPOJISl Ka4ecTBa
1 0€30MaCHOCTH MEIULIMHCKON AeATEIbHOCTH,

3.2. OOecrieuuThb eXKeroaHo pa3paboTKy W [pelcTaBleHHe Ha YTBEPKACHHE
MUHHUCTpPY 31paBooXpaHeHus UYeuenckoil PecnyOnuku ruiana MpoBeCHUST MPOBEPOK
BEJIOMCTBEHHOIO KOHTPOJISI KadecTBa M 0€30MacHOCTH MeJMLIMHCKON [eATEeJIbHOCTH B
MeJIMIIMHCKUX OpraHu3alusX, NoABe1oMCTBeHHbIX Mun3apasy UP, He nosanee yem 3a 1
MecsiLl /IO Havyasla KaJleHAapHoro roja;

3.3. TlpuHMMaTL Mepbl M0 KOHTPOJIO 3a YCTPAHEHHEM BbISIBJIEHHBIX HapylUIEHHH
(B TOM 4YHCIIE IyTEM MPOBEACHHs BHEIIAHOBBIX I[IPOBEPOK), HX MpeayNpeKaeHHIO,
[PEeIOTBPALLIEHUIO BO3MOKHOIO NMPUYMHEHUS Bpeaa *KU3HH, 30POBbIO I'PakiaH, a TaKKe
MEpbl 10  NPUBIEYEHWUIO  JIMU, JOMNYCTUBLUMX  BBISIBIICHHBbIE  HApYLIEHHS, K
OTBETCTBEHHOCTH.

4. YTBEepIUTh:

4.1. ®opmy npukasza o MNpoBeJeHUH [POBEPKHU B COOTBETCTBUM C MPHIIOKEHHEM
Ne 1 k HacTosilieMy npukasy;

4.2. ®opmy axTa MpoBEepKH B COOTBETCTBUH ¢ MpuioieHdem Ne 2 K HacTosIIEMY
npuKasy;

4.3. @opmy mnpejanucanus 00 yCTpaHEHWH BbISBJACHHBIX HApylEHHH B
COOTBETCTBHH C NnpuiokeHneM Ne 3 Kk HacTosILLIEMY [TPUKa3y.

5. Marepuassl NpoBepoK (aKTbl, MPeANMcaHus) XpaHATCs B 0T/ BEJOMCTBEHHOIO
KOHTPOJISI KauecTBa U 0e30MacHOCTH MEIULIMHCKOH JIeITeIbHOCTH B TEYEHHH S5 JIeT U 10
MCTEYCHHUH JTaHHOI'0 CpOKa nepeaaroTcsi B apxu Munznpasa UP.

6. IlpusHarth yTpaTMBLIMM culy Tpuka3 MUHHCTEPCTBA 3PaBOOXPAHEHMHs
Yeuenckoit Pecniybsuku or 27.12.2022 r. Ne 587 «O6 opraHu3aiyy BeJOMCTBEHHOI'O
KOHTPOJISl Ka4ecTBa W 0e30MacHOCTH MeAULIMHCKOM JIesITENbHOCTHY.

7. KoHTpOJIb 3@ WCIOJHEHHEM HACTOSILEro MpHKa3a BO3JIOXKHTb Ha 3aMECTHTEJs
MHHHCTpa 3apaBooxpaHenus HYeuenckoii Pecnybnuku Jlamxaesa M.O.

M.o. munuctpa A.A. ['anaeB




[punoxenne Ne |
K npukasy Munsapasa UP

or 05.05 M2 No 64

Munuctepero 3apaBooxpanenusi Yeuenckoii PecnyOiiuku
(Munsapasa UP)

MPUKA3

0 NPOBEACHHH NpoBePKH
(IIAHOBOI BHCILIAHOBOI, JIOKYMEH TAPHOI BHICIAHOI
) I
HOPHIYCCROTO Jia)

r. I'po3nbrii
0T « » r. Ne

1. ITpoBecTu NpoOBEpPKY B OTHOUICHHH

(HAHMCHOBAHHE I0PHHYECKOTO JIHIA)
2. Mecto HaXOKJICHHA

(IOPHANUCCKOTO M1 ((PHIHAIOB, NPEJACTABHTEILCTB. 000CO0NCHHBIX CTPYKTYPHBIN HOAPA3ICACHUIT)

3. Haznauutb Juiom(amu), yroJgHOMOYECHHBIM(H) Ha TPOBE/ICHHE TIPOBEPKH:

((I)'dkl}l.flﬁﬂ. ML, OTHCCTBO (T10C/1C/1Hee — NPH HAIHYHK), JIOBKHOCTE JLOBKHOCTHONO JIHIA (JLOJKHOCTHBIX JIHIL). }IIG}I!IUMU‘ICI[I!OI'(‘J(LIX] Ha
HpoBL/ICHHC le(}HCpKH)

4. I—IPMBJIC‘-H: K TIPOBCJACHHUIO TIPOBEPKH B Ka4€CTBEC IKCIIEPTOB, !'IpeilC']'aBl'i'l‘eﬂeﬁ DKCIEPTHBIX
OpFaHPl'ialll'lﬁ CICAYIOLINUX JIHIL:

(pavuins, HMsl. OTHCCTBO (ITOCACAHCE — HPH HAIHUHH). JL0KHOCTH, HPHBICKACMBIX K 1TIPOBCACHHIO POBCPKH IKCHCPTOR H (HIIH)
HAMMCHOBAHHE YKCHCPTHOH OPIaHH3aliH ¢ YKA3AHHCM PEKBHIHTOB CBH/LCTC/ILCTBA 00 aKKPC/AMTALH H HAHMCHOBAHHS OPIaHa 110
AKKPC/IUTALHK, BLUIABLLICTO CBH/ICTCIBCTBO 00 AKKPSAHTALLN)

5. YCTaHoBHTh, YTO:
HACTOsALIAs ITPOBEPKA ITPOBOJAUTECS € LEIIBIO:

Ipu ycranoBiennu uesieii npoBoMMOI IPOBEPKH YKA3LIBACTCA Clie/1yIolas Hi(popMarus:
a) B cJyvae IPOBE/ICHUS [1JIAHOBO 11POBEPKH:
- CChUIKA Ha YTBEPIICHHBIH €XKero/IHblil 11J1aH NPoBeACHHs 11JIAaHOBLIX POBEPOK:



0) B ciiydae MpoBe/IeH s BHEIUIAHOBOH NPOBEPKH (OTMETUTb HYKHOE):

- PEKBM3MTbl paHee BbLAAHHOrO MPOBEPAEMOMY NHILy MpednHcaHust o0 YCTPaHEHHWH BbISBJIICHHOTO
HapyLUeHUsl, CPOK JJIsl HCMIOJIHEHUS KOTOPOI'0 HCTEK:

- PEKBU3UTHI NOCTYNHBUIMX B Mun3iapas YP. oOpauienuit ¥ 3asaBjieHUil Ipax/iaH. I0pHAHYECKHX JINLL,
MHAMBHIYAIbHBIX NPEANPUHUMATEIICH. a TaKXKe cBeACHUst 00 HHdopMauKrH, 110CTYNHBLIEH OT OpPraHoB
rocyZlapcTBEHHOH BJIACTH H OpPraHoB MECTHOI'O CaMOYITpaBJICHHS,

- PEKBH3UTHI MPHKa3a (PacropsXKCHUs) pyKOBOMTES Oprala HCIOJHHUTEILHON BJIaCTH, H3/IaHHOIO B
COOTBETCTBHH ¢ mopyueHusmu [lpesunenra Poccuiickoit ®enepaunu, IlpasutensctBa Poccuiickon
®eepauny;

- PEKBU3UTbI TpeOOBaHMs MPOKypopa O [POBE/ICHHH BHEIJIAHOBOH [TPOBEPKH B paMKax Haa3opa 3a
MCMOJIHCHHEM 3aKOHOB M PEKBU3HMTHI MPUJIAraeMbIX K TpeOOBaHHIO MaTepHaIOB W OOpalLEHHH,

- PEKBHU3HTBI MTpHJIAIraeMOH K PacropsHKeHHUIo (IIpHKa3y) O HPOBEACHHH MPOBEPKH KOMHHU JIOKYMEHTa
(panopra, OOKJIaIHON 3alUCKK W JPYTHE), MPeJACTaBICHHOro JIO/HDKHOCTHBIM JIMLOM. OOHapyKHBIIHM
HapylleHHe.

3a/la4aMHy HacTOsILIEN NPOBEPKH ABIAIOTCH:

4. llpeameroM HacTosLICH NPOBEPKH sIBISIETCS (OTMCTHUTD HYXKHOE):

1) npuMeHeHHE MEAMUMHCKUMM OPraHM3ALMAMH  MOJIOKEHHH 00 opraHdzaluH  OKa3aHus
MEIHUHMHCKOH MOMOIUH MO BUAAM MEAMLIHHCKOH 1MOMOLIH, MOPSIAKOB OKa3aHWUs MEAMLIMHCKOH MOMOLLH
nu6o npaBun MpoBeAcHHs 1aboPaTOPHBIX. HHCTPYMEHTAILHBIX, NATOJIO0-aHATOMHUECKUX W HHBIX BHIIOB
JNIHarHOCTHYECKUX UCCIIEIOBAHUH, CTAHAAPTOB MEIMLIKHCKOMN MTOMOLLH;

2) cobmoneHHe MEAMLMHCKUME OpraHn3auusaMu Oe301acHbIX YCIOBHH Tpyla, TpeGoBaHUil 1o
0e30MacHOMY NPUMEHCHHIO W HKCIUIyaTalHH MEIHIIMHCKHUX W3EIHH U UX YTHIH3ALMH (YHHYTOXKEHHIO);

3) cobnoneHHe MEAHUMHCKHMH PadOTHUKaMH, PYKOBOAMTE/ISMH MEIMLMHCKHUX OpraHu3allui,
(apmaneBTHYECKMMH  PalOTHHKAMH M PYKOBOJMTE/ISIMM  AlITEUHBLIX OpraHM3auuii  orpaHuueHuii,
NIPUMEHSEMbIX K HUM IIPH OCYLUECTBJICHHH 11POECCHOHAILHOM JIEATENLHOCTH:

4) cobnoieHue npaB rpaxial B cdepe oXpaiibl 310pOBbA I'PAKAAH, B TOM YHCJIE AOCTYIIHOCTH IS
MHBAINJIO0B 00BEKTOB HHQPACTPYKTYPbI U NIPEAOCTABIAEMBIX YCIYT B yKa3aHHOM cdepe;

5) cobmoneHne NOpsaKOB MPOBEAEHNHS MEAULUHHCKHX SKCMEPTH3, AMCHAHCEPH3ALMH, MEIULMHCKHX
OCMOTPOB U MEAMLMHCKHX OCBUIETENLCTBOBAHHIA;

6) cobmoneHue TpeGOBaHHH K OpraHW3allid W MPOBEAEHHUIO BHYTPEHHErO KOHTPOJS KauyecTBa M
0€e30MacHOCTH MEAULMHCKON AeATENLHOCTH.

7. Cpok npoBeaeHHs MPOBEPKH:

K npoBeaeHHIO NPOBEPKH NPUCTYHTD € « » 20 roja.

[TpoBepKY OKOHUHTB HE NO3AHCE « » 20 roja.

8. [IpaBoBble OCHOBAHHSA IIPOBCACHHUS IIPOBEPKH:

{CCBLIKA HA 10J10KCHHC HOPMATHBHOTO NIPABOBOTO 4KTA. B COOTBCTCTRHY ¢ KOTOPLIM OCYIHICCTBIIACTCA llp()BCpKil)

9. B npouecce npoBepkH MPOBECTH CIIEAYIOUIME MEPOTIPUSTHS O KOHTPOJIO, HEOOXOAUMblE s
JOCTHXKCHHUS LeNIEH U 3a]a4 NPOBEACHHS NPOBEPKH:

9.1. Ilpn 1poBeJCHUH IIPOBCPOK. HPUMEHEHHS MEMLUMHCKUMH OPraHM3auMsMH MOJIOKEHHH 00
OpraHH3alMH OKa3zaHHsl MEJAHUMHCKOH MOMOLLH 110 BHJaM MCAMUMHCKOH MOMOUIM, NMOPSAAKOB OKa3aHHs
MEAMHHMHCKOH MOMOLWM JMOO NpaBUl NpoBeleHUs J1a0OPATOPHBIX, WHCTPYMEHTAIbHBLIX, MATOJIOrO-
QHAaTOMHYECKHUX U UHBIX BUJIOB THArHOCTHYECKHUX HCCIICLOBAHUN. CTAHIAPTOB MEAHULIMHCKOM MOMOLUH:

1) paccMOTpeHHe IOKYMEHTOB W MAaTEpHAIOB, XapPaKTEPU3YIOLMX OPraHH3aLMIO paboThl H OKa3aHHE
MEIMLMHCKOH MMOMOLIM B COOTBETCTBHH € TpeOOBaHMAMH I10JOKEHHI 00 OpraHM3alMH OKa3aHMs
MEIUUMHCKON NMOMOUIM MO BWJAM MEAMIMHCKONH MOMOLUH. MOPS/IKOB OKa3aHHSI MEIMLIMHCKOH [OMOLIH
7160 MpaBuJl 1POBENCHHS 1aGOPATOPHBIX. HHCTPYMEHTAIILHBIX, 1ATONOI0-aHATOMHUECKHX M HHBIX BUIOB
JMarHOCTHYECKUX MCCIIeOBAaHUNA. CTAaHAAPTOB MEIAMUMHCKON TTOMOLIH:



2) pacCMOTpEHHE W aHAJI3 XKaJloh rpaxciaH, CBs3aHIIbIX ¢ OKa3aHHEM UM MEIHUMHCKOH TOMOLIH, B
TOM 4HCIIE COAEPXKAIUMX CBEACHHs O HenpejacTaBicHHd HHOOPMALHMH O BO3MOXHOCTH OKa3aHUs
MEIULUMHCKHX YCIyT, HAJH4YHKU JIEKApCTBCHHBIX MpenapaToB U MEAMUMHCKHX W3JENHH, BKJIIOYEHHBIX B
CTaHJapT MEAMLUMHCKON MOMOLLH;

3) OCMOTp HCMOJIL3YEMbIX [PH OCYLICCTBICHWM MEJMUHHCKON EATENbHOCTH 3JaHWH, CTPOCHHH,
COOpY>KEHHH, NOMELLUEHHHA U TEPPUTOPHUI;

4) oueHka cobmoieHUs N0JA0XKCHUH 00 opranu3auMu OKa3aHHUs MEAHLMHCKOH IMOMOIUW MO BHIAM
MEIMLIMHCKOH NOMOLUM, MOPSAKOB OKa3zaHWs MCAHLMHCKOH IMOMOLM MO0 1IpaBuil  MPOBEACHHS
J1abopaTOPHbIX. HHCTPYMCHTAIbHbIX. [MATOJOr0-aHATOMHYECKHX M HHBIX BHIOB AHArHOCTHYECKHUX
MCCIEOBAHNH, B TOM YHCJIE B YACTH:

TpeGOBaHUH K Opralu3alMu ACHTCILHOCTH OPraHu3auuii (MX CTPYKTYPHBIX NOApa3/iesieHuii, Bpauei);

CTaHJapTOB OCHallleHUS:

PEKOMEHAYEMbIX LITATHLIX HOPMATHBOB;

5) olleHKa COOMIOAEHUs CTAHAAPTOB MEIMLIMHCKO# [TOMOLLH, B TOM YHCJIE B HaCTH:

BbIMOJIHEHHS MEJMUMHCKHX YCJIYyr B 3aBHCUMOCTH OT YCPEAHCHHBIX [MOKa3aTejlell 4acToThbl
NPENOCTaBAEHUS U KPATHOCTH UX MPUMEHCHUS;

O0OCHOBAHHOCTH U TMOJIHOTbl Ha3HAUYCHHS IEKAPCTBEHHBLIX IIPENapaToB s MEIMLHHCKOTO
NPUMEHCHHUS, UMIUIAHTUPYEMbIX B OPraHM3M 4eJIOBEKa MEAMLIMHCKHX H3JAENHH, KOMINOHEHTOB KPOBH,
71e4ebHOro NUTaHHA, BKIIIOYAsl CIIELHATM3UPOBAHHBIC [IPOIYKThI JIEYEOHOTO THTAHUS.

9.2. Ilpn npoBeneHUH NpOBEPOK, cOOIOICHHS MEAUUMHCKAMH OpraHn3alusaMy 6e30macHbIX yCnoBuit
TpyAa, TpeOboBaHMH 10 0€30nMacHOMY INPUMEHEHHMIO W HKCIyaTalMd MEIULUMHCKUX H3IeNUH U HX
YTHIH3aUMH (YHHUTOXCHHIO):

1) oueHKa COOTBETCTBHS HOPMATHBA YHCICHHOCTH CJ1yKObl OXpaHbl Tpya TPeOOBaHUAM TPYIOBOTO
3aKoHoaTenbeTBa Poceniickoi Dejtepaunu:

2) oueHKa ypoBHsl NOATOTOBKH CICUHAIMCTOR HO OXPaHe TPY/ia ¥ NOBbILLCHHE HX KBATHPHKALMH:

3) opranusauus oOyueHHs paboTHHKOB Ge3011aCHBIM MCTOAM H IIPUCMaM TPYa;

4) cobmoaenne npeocTaBaeH!s pabOTHHKAM. 3aHATHIM HA paboTax ¢ BPCAHLIMH H (HjIM) OMACHBIMH
YCIOBHSAMH Tpy/la, KOMIEHCALMH, YCTAaHOBJIEHHBLIX MO pe3yJbTaraM aTTecTaldd pabouHux MECT [0
YCJIOBHSIM Tpy.a;

5) OuEHKa 00ECNEeYEeHHOCTH PadOTHHUKOB CPCIACTBAMH MHMBHMAYAILHON 3aLUMTBL. MOJOKOM HIHM
IIPOLYKTAMH, €r0 3aMCHSAIOLUHMMH, JIEUCOHO-11POPHIIAKTHUCCKHM [TUTAHUEM:

6) oueHka cobmojicHHA TpeGoBaHHI Ge301ACHOCTH MEIMUMHCKHX H3JCHHH, NpelycMOTPEHHBIX
HOPMAaTUBHOM JIOKYMCHTaLMeH NPOH3BOAMTENS;

7) ouenka cobmioneHuss TpeOOBaHMH K YTHIM3AaUMH (YHMYTOXKEHHIO) MEIMLMHCKMX H3IeNHi,
NPENYyCMOTPEHHBIX TEXHHUYECKON M KCIIyaTalHOHHOH JOKYMEHTALKeH NpOU3BOAUTENS;

8) oueHka cobMoAeH S YCTAHOBJICHHbIX NPaBUil B cdepe 06palleH st MEANLIMHCKUX H3ACHIA;

9) ananu3 BeINOAHEHHS OOSI3aHHOCTEH 110 COOOIIEHHIO CBEIEHHH, YKa3aHHbIX B YacTH 3 cTaTbd 96
®enepanbHoro 3akona ot 21 HosGps 2011 r. Ne 323-d3 «O6 ocHOBaX 0OXpaHbl 310POBbS IPAXJIaH B
Poccuiickoii enepaunn».

9.3. llpu npoBejeHUH NPOBEPOK. COOMOACHHA MCAHLMHCKHMHM PabOTHUKAMH, PYKOBOIHTE/AMH
MEIMUMHCKUX Opranu3aumMi, QapMaLeBTHYECKUMH PpabOTHUKAMHM W PYKOBOAMTENIAMH  allTEUHBIX
OpraHM3aUMi  OrpaHMYEeHWH. TMIPUMEHSEMBIX K HHM 0OPH  OCYLIECTBJCHHH NpodeCcCHOHATBLHOM
JEATENLHOCTH:

1) oueHka HamMuMs JOroBOpPOB O IPOBCACHAM KJIMHMYECKHX HCCICAOBAHMH JIEKAPCTBEHHBIX
[IPENApaToB, KAMHUUYCCKHUX HCIBITAHWH MEIMUMHCKHX M3/, a Takxke 00 OCYLECTBIEHHH
MCAHUMHCKMM PabOTHUKOM HeJaroIuyeckoil U (Min) Hay HOMH JAeSTeNbHOCTH:

2) paccMOTpeHHe JIOFOBOPOB O 1IOCTABKAX JICKAPCTBEHHBIN NPENapaTOB. MCAMUMHCKHX H3eIMH Ha
NPEAMET HAHYKS B HUX YCJIOBHH O HA3HAYEHUM WIIH PCKOMEHJAUUM NauUeHTaM JIMOo O IpeioKeHUH
HACENEHHIO ONPEAEIICHHBIX JICKAPCTBEHHBIX 1IPEIIapaToB, MEAUMLIMHCKHX H3EJIHH;

3) paccMOTpeHHE YTBEPXKAEGHHOIO aJMMHMCTpalHel MEIMLMHCKOH OpraHM3alMM MOPSAKa Y4acTHS
MpeACTaBUTENICH OpraHu3alMi, 3aHUMAIOIMXCS pa3paboTKOM, MPOM3BOACTBOM W (MiIM) peann3auueit
JICKApCTBEHHBIX MpenapaToB. MC/AMUMHCKMX HW3/€jIHiH. opraHusauui., o0jagalolMX npaBaMd Ha



KCIOJIb30BaHHE TOPIOBOr0 HAMMEHOBAHHS JIEKAPCTBEHHOI'O lIpeliapara, opraHu3alyi OnToBOH TOProOBIIH
NIEKApCTBEHHBIMU CPEJICTBAMH, ANTEUHLIX OpraHu3auuil (MX npencraBuTened, MHBIX (U3MUECKUX H
IOPHAMYECKHUX JIML, OCYIIECTBJIAIOMMX CBOIO JICATEIbHOCTb OT MMEHM JTHX OpraHusauuii) (manee
COOTBETCTBEHHO - KOMIIaHWs, NPEACTABHTC/Ib KOMIAHWKM) B COOPAHMSIX MCAMLMHCKHX pabOTHUKOB W
MHBIX  MEPOMPHUSITHSIX, CBS3AHHBIX ¢ MOBBILCHHEM WX NpOo(ECCHOHANLHOrO  YPOBHS  HJIM
npeaocTaBieHdeM HHGOPMALIMHK. NPEAYCMOTPEHION YacTbio 3 crarbi 64 denepalibHOro 3akona oT 12
anpens 2010 r. Ne 61-®3 «OG6 oO6paiueHHH JICKAPCTBEHHBIX CPEACTB» M uacTblo 3 cTaTbh 96
®enepanbHoro 3akoHa oT 21 HosOps 2011 r. Ne 323-d3 «O0 ocHoBax oXxpaHbl 340pOBbs IpakaaH B
Poccuiickoit ®enepauun»;

4) oueHka opraHuM3auuu paboTbl. HAlpaBIEHHOH Ha NpeAyNnpexJeHHe HapylleHHH MEAULHMHCKHMH
pabOTHUKAMH M  ()apMaLEBTHUECKMMH pabOTHHKAMH OrPaHHYEHHH, YCTAHOBICHHBIX cTaTbed 74
®enepanbHoro 3akoHa ot 21 HoaOps 2011 r. Ne 323-®3 «O6 ocHoBax OXpaHbl 3/0pOBbsi I'PaXcIaH B
Poccuiickoit  ®epepauun» 3. B TOM uucie 110 HH)OPMHPOBAHMIO MEIMLHMHCKHX pPabOTHHKOS,
(apMalleBTHUECKHUX PadOTHHKOB. KOMIIAHHIi. NpejcTaBuTelIeH KOMMAHWI U rpaxaaH 00 yCTaHOBJICHHBIX
3anpeTax Ha COBEpILEHHE ONPEACICHHbBIX JCHCTBUH U OTBETCTBCHHOCTH 3a UX COBEPLICHHE;

5) aHanu3 oOpailueHUH rpaxkaaH, COAepXallMX CBEACHHS O IIPCUAOCTaBIEHHWH HELOCTOBEPHOM,
HEMOJHOM MWJIM HMCKaXEHHOH MHbOpMauuu 00 HCHOJb3yeMbIX MpPH Ha3HAYEHHU Kypca JieUeHHs
JIEKapCTBEHHbIX Nperapatax, 0 MEIMLUMHCKHX M3/JC/IMSX. BKJIIOYas COKPBITHE CBEAEHHH O HajlW4YuH B
oOpallleHHH AHAIOTHYHBIX JICKAPCTBEHHDLIX MPCHAPATOB, MCAWMIMHCKHUX H3enui, Jub0 O HalH4yuu B
anTeYyHOH OpraHu3auMK JICKAPCTBEHHbIX IMPCIAPATOB, HMMEIOIUMX OJAMHAKOBOEC MEXIyHapOoIaHOE
HENaTEHTOBAHHOE HAMMEHOBAHHC. MEAMILIMHCKUX W3JIe/INil. BKJOYas COKpbITHE HH(OPMALIHK O HATHYMH
JIEKApCTBEHHbIX NPENAPATOB U MEAULIMHCKUX H3JeIHi, UMEIOLINX OoJiee HU3KYIO LICHY.

9.4. [lpu npoBeseHHH MPOBEPOK, COOIIONEHNS 11paB rpaXkaaH B cepe OXpaHbl 310POBbs IPaXKaaH, B
TOM YHCJIE JOCTYNHOCTH IJIi MHBAIMAOB 00BEKTOB HHPPACTPYKTYpbl U MNpPEAOCTAaBISIEMbBIX YCIYT B
yKa3zaHHOH cdepe:

1) paccMoTpeHHe OOKYMEHTOB M MATepHAJIOB, XapaKTEpU3YIOLUMX [eSTeNbHOCTb I[POBEPAEMBIX,
OpraHu3aunii no coOMOJAEHMIO NMpaB IpaxaaH B cdepe oxpaHbl 370pOBbs Ipax/aH, B TOM YHCIE
JOCTYMHOCTH Ui WHBAIKMIAOB OOBEKTOB HHGMPACTPYKTYpbl W NPEAOCTABISEMbIX YCIYT B YKa3aHHOH
coepe;

2) paccMOTpeHHE MAOKYMCHTOB W MATepHAIOB. XapaKTepU3YIOLUMX OpraHu3auuio paboTbl 110
PaccMOTpPEHHIO 0OpalleHHH rpaxciaH;

3) ouenka cobmojieHus TpeGoBaHuii 3akoHoaatesbeTBa Poceniickoit deepauiy K pa3MELCHHIO U
COAEPXKaHHIO HHPOPMALIHK 00 OCyLIECTBIISIEMOH ACsTeNbHOCTH B cdepe 0OXpaHbl 30pOBbs IPaXcIaH.

9.5. Tlpu npoBeseHHH NPOBEPOK, COOIIOACHHS MOPAAKOB IIPOBEACHUS MEIMUHHCKHX OKCIEPTH3,
JMCNAaHCEPH3ALIMH, MEAULIMHCKUX OCMOTPOB M MeJIMIIHHCKUX OCBUJIETEILCTBOBAHHIA:

1) paccMOTpeHHME IOKYMCHTOB H MaTepHaIOB. XapaKTCPH3yIOUIHX OPraHH3alWI0 U IPOBEAECHUC
MEIMLIMHCKHX 3KCMEPTH3, MEAHLMHCKHX OCMOTPOB H MEIHLIMHCKHX OCBHJIETEIbCTBOBAHHIA;

2) olieHKa cobmoaeHus:

NOPAZKOB  NPOBEAECHUS MEIHUUMHCKUX OJKCIEPTH3, MEIMUMHCKHX OCMOTPOB M MEAMLMHCKHX
OCBHJIETE/ILCTBOBAHHH, B TOM YHCJIE COJEPXKALUMX [EPEYHH OCMOTPOB BpaueH-CEUHAIHCTOB H
MEIULIMHCKHX UCCIIE0BAaHUH;

NpaBujl BHECEHHWsl 3alMCEl B MEUMLHMHCKYIO JOKYMCHTAUMIO [P MPOBEAEHUH MEIHLHHCKHX
IKCMEPTHU3, MEAMLMHCKHX OCMOTPOB M MEAHUMHCKHMX OCBH/CTEJILCTBOBaHMUI, a Taikke O(OpMIIEHHS HX
pe3yabLTaToB.

9.6. Illpu mnpoBejaeHUH [IPOBEPOK, coOmoAcHUs TpeOoBaHWH K OpraHu3alMd M NPOBEAEHHIO
BHYTPEHHEI0 KOHTPOJIS KauecTBa M 6€3011aCHOCTH MEJIMLIMHCKOM J€STEIbHOCTH!

1) paccMOTpeHHe OOKYMEHTOB W MaTCPMAIOB. XapaKTCPH3YIOLIMX OPraHH3alMio BHYTPEHHErO
KOHTPOJISl KayecTBa U 0€30MaCHOCTH MEIMIIMHCKOMN JIeATEIbHOCTH:

2) oLeHKa:

COOMIOJICHUA  YCTAHOBJIEHHOTO MOpPsSAKa [POBCACHHS BHYTPCHHErO KOHTPOJS KayecTBa W
6€30MacHOCTH MEAMLMHCKON JACSTENbHOCTH:



cobmoneHus nopsijika ohoOpMICHHS Pe3yJIbTaTOB BHYTPEHHCTO KOHTPOJS KauecTBa H 0€30MacHOCTH
MEMLMHCKON J1eATEJIbHOCTH:

000CHOBAHHOCTH MCP, IPUHUMACMBIX 1O pe3yJibTaTaM MPOBC/ICHUS BHYTPEHHETO KOHTPOJIS KayecTBa
1 6€30MacHOCTH MEAHLIMHCKON AeATC/IBHOCTH:

3) aHanu3 HPPEKTUBHOCTH MPOBOAMMOIO BHYTPEHHETO KOHTPOJIS KauecTBa H 0€30MacHOCTH
MEIULUHCKON JieATENLHOCTH.,

10. IlepeyeHb HOPMATHBHBIX aKTOB. PEI'YJIMPYIOUIMX NPOBEAECHHUC MEPOTIPUATHH 110 KOHTPOJIIO!

(¢ VKa3dHHCM HAHMCHOBAHHH, HOMCPOB H J1AT UX leHIm'l'"ﬂ)
11. [lepeyenb HOKYMEHTOB, NPEACTABICHHE KOTOPBIX HOPUIMUYECKUM JIHLIOM, HEOOXOAUMO Ui
JNOCTHXKEHHSA LeJIEH K 3a71a4 NpOBEJEHHS TPOBEPKH:

(AOJKHOCTD. (|)a.\|mnm. HHHIHAIBLL PYKOBOIMTCIA, 3AMCCTHTCI PYKOBOJAWTCIA Oprala {1O1HCD)
BC/IOMCTBCHHOTO KOHTPO.TS. H31ABLICTO PACTIOPSIKCHHC HIIH NPHKA3
O TIPOBC/ICHHH leOBCpKH)
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MunucTepceTBo 31paBooxpanerust Yeuenckoi Pecny0/iHkH
(l-l'dHMCl-iOBZlHI'{E oprafia BCJIOMCTBEHHOTI'O KOHTpOJIH)

r. I'po3Hblii « » 20 I.
{MeCTO cocTaBiicHUs aKkTa) (JlaTa cocTaplieHHs akTa)

AKT MPOBEPKH
Be/IOMCTBEHHOI'0 KOHTPOJIs Ka4ecTBAa H 0€30MACHOCTH MeHIHHCKOH AeSATeJIbHOCTH
MEAHUHHCKHX OPraHH3alHi, N0ABe10MCTBeHHbIX MHHHCTEPCTBY 3APAaBOOXPaHEHHS

Yeuenckoii Pecnydiuku
No

Ilo anpecy/anpecam:

(MECTO NIPOBCICII NPOBEPKH)

Ha ocHoBanum:

(BRJLOKYMEHTA ¢ VEAIAHHEN PEKBHITOB (HOMCP, 1aTa)

OblL1a ITpOBEJ/ICHA [MPOBCPpKa B OTHOUICHHWH!

(IIAHOBAA/BHCTIAROBAA, JIOKYMEHTAPHAR/ BblE3/IHAA )

(HAHMCHOBAHNC IOPHANYUCCKONO JIMLA)

Jlara u BpeMsi mpoBEIeHUS! TIPOBEPKH:

« o» 20 T, % yac. MHH. IO  4ac. MHH. [IpogokuTensHoCTs
« » 20 I: G yac. MHH. J10 yac. MHH. [IpogomkurensHoCTh

(3aNOAHACTCR B CAYUAC TPOBCACHNS NPOBCPOK (PHAMAION, NPEACTABHTEALCTE, 000COOACHHBIN CTPYKTYPHBIX NOAPAIACACHIIT IOPI/HHCCKONO JIta)

OO01wmas 1poAoKHTEBLHOCTE POBEPKH:

(padonnx aueitmacon)

AKT COCTaBJICH:

(HANMCHOBANNHE Opraja Be1oMCTBeHnOro KONTpoad)

C korueit paCl'IopSl)KeHHH/HpI/IKa?u':I O IPOBEIACHUH TIPOBEPKH O3Hal(0Mﬂell(bl): (3ANOAHACTCA NPH NPOBECHHN

BBIC3IHOIT POBEPKN)

((llil\“l.lllll. HHHIHATBL, TTOANHCH, JTa1d, BPEsMA)



Jluuo(a), nposoauBILICE MPOBEPKY:

(asmins, uMa, 0THECTRO (nocIcmee TIPS HLTIMHH ), JIOIZKNOCTD JLOJIKHOCTHOTO S1HA (C100ANOCTHBIN ML), NPOBONBINCT O(HX) DPOBEPKY: B CIYHAC NPHBACUCHHA K YURCTHIO B
HPOBEPKE IKCNEPTOB, IKCICPTHBIX OPrAHIM3ALNIT YRAILIBAOTCH (PAMHINH, HMCHA, O1HCCTBA (HOCIEIHEE —— IIPH HATHYIH), JIOTKHOCTH IKCICPTOR 1IN HAHMCHOBANKS DKCHCPTHBIN
OPraHMBALMI ¢ YKATAHHCM PCKBH3INTOB CRHACTEILCTBA 00 AKKPCAM AN H HANMCHOBAHNE OPIAHA 110 AKKPCIMTAUNN, BHIIBLIETO CBHIETEILCTBO)

Hpn NPOBCACHHUH NPOBCPKU NMPHUCYTCTBOBAJIN!

(hasmns, HMA. 0MMCCTBO (OCACANCE — NPI HLBRI), [WIANOCT PYKOBOUTTE IR, NHOFO ANOCTHONO S0 (10AHOCTHBIN ST HAH YHOAHOMONCHHOLO HPEICTABNICS
TOPHBMECKOTO IWIKL IPHCY 1CTBOBABLINN 1PH NPOBCACHIH MCPOHPHATHIT 1O HTPOBCPRE)

B xozae npoBejcHUs 1IPOBEPKH:
BbISIBJICHBI HapyLUEHHUs 00s3aTesbHbIX TpeOoBaH i

(€ VR RITHEM XAPAKTCPA HAPN LLCHIIT, ST, 0NN CTHBUIINN HAPVTICHIIH)

HapylI€HWH HE BBIABIICHO

3anuch B JXKypHan yueTa IpPOBEpOK HOPHAMYECKOrO JIMUA. HHAMBHIYAJIbHOTO MpeanpuHHUMaTes.
NPOBOAMMBIX OpraHaMH roCyAapCTBEHIOIO KOHTpoUist (Haj3opa), OpraHaMd MYHUUMIIAJIBLHOIO
KOHTPOJIS BHECEHA (3aIOJIHACTCS MPH 1IPOBEICHHH BbIC3IHOH MPOBEPKH):

{HOMINCE NPOBCPRIOUIETO) (HODIHEE NDOHOMOYCHHOTO NPEACTABKTCR FOPHAMICCROTO JIHLEL. S0 VIIOIHOMOUEHHOIO
NPCICTABKICIN )

KypHan yuera 1POBEPOK IOPHUIMUCCKOIO JIMLA. HMHAMBUAYAIbHOrO MpeANpUHUMATES,
MPOBOJAMMBIX OpraHaMu I'OCYJapCTBEHHOIO KOHTpOJIS (Haa30pa), OpraHaMu MYHWLUMIAIbHOIO
KOHTPOJISl OTCYTCTBYET (3aI10JIHACTCA NPH IPOBCACHHH BBIC3/IHOM NPOBEPKH):

(1IOUINCH NPOBCPAIONILIO) NOANKCH YHOHHOMOMCHHONO NPCICTABHICT IOPIIHICCROTNO JIHna

Ilpunaraemsbie K aKTy AOKYMEHTbI:

[Toanucu auu, NpoBOAMBILKX NPOBEPKY:

C aKToM npoBepKH 03HAKOMJIEH(a). KOTIMIO aKTa CO BCEMH MPHIOKCHUIMH Moayuui(a):

(haMHANA, HMA. OTHECTBO (TTOCICAHCE NPHHATHYEE ), OGKHOCTS PYKOBOIHTCIR. HHOPO IO IAHOCTHOLO IHUE HAN NIOIHOMOUCHROTO IPCICTABHTCIA KOPHANYCCRKOTO jua.

« » 20 1.

(noitnen)

ITomeTka 06 O0TKa3e 03HAKOMJIEHHS C aKTOM NPOBEPKH:

(O YNOIHOMOUCHHOIO J0;KHOCTHOTO JIHUA (1HLL), NPOBOAHBILCTO
NPOBCPKY)
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Munucreperso 3apaBooxpaHenuss Heuenckoii Pecny0uanku
(I‘IHHMGHOBHHI/{Q opraHa B¢JIOMCTBEHHOI'O KOl]TpOHH)

r. ['po3ublii « » 20 L
(MCCTO COCTAaBJICHHS aKTa) (n1aTa cocTaBieHHA EIKTH)

NPEAINUCAHHUE Ne

00 ycTpaHeHMH HapylUeHHi, BbISBICHHBIX B X0/I€ BEJOMCTBEHHOTO KOHTPOJIS KauecTBa H
0e3011acHOCTH MEJIMIMHCKOH JIesITe/IbHOCTH, POBEJICHHOI0 Ha OCHOBAHWH
npuKasa/pacnopsizkeHust MunucTepcTBa 31paBooxpateHus Hevernckoi PecnyOnuku ot

« » 20 r. Ne

Ilo appecy/anpecam:

(MECTO NPOBE/ICHHS NIPOBEPKH)
Oblia nposeJieHa NMPOBEPKa B OTHOLLIEHUH:
(Mnanosas/BHeNIaHoOBAas, JIOKYMEHTapHas/Bbie31HAas )

(||am1c|{08a|mc HOPHWJIHHUECKOI O JTHLa, (i)élMHJ]HS]. HMsL, OTLIGCTBO)

B xoe nposeaenusi NpOBepPKH BbISIBJIEHbI HAPYIIEHHSI:

No [lepeueHb BbISIBICHHBIX HAPYILIEHH Cpoku
n/n YCTpaHEeHHsl

Ha ocnoBanuu usnoxkeHHoro MuHucTepeTBO 3apaBooxpanenus YeueHckoi Pecnydnuku
peajaraert:

1 [IpuHsATE Mephbl MO yCTpaHEHUIO BbISIBJIEHHBIX HAPYILIEHHI, 8 TAKIKE MPUYHH U
YCJIOBHMH, CITOCOOCTBYIOLIMX UX MOSIBICHHUIO.
2 JIni 1onyCTUBILMX HApyLIEHHst HOPM B cdepe 31paBoOXpaHEHHs MPUBJIEYb K

JUCLMIIMHAPHOMY B3bICKAHHIO.

3. ObecneduTb KOHTPOJIb Ha/l cOOI0/IeHHeM TpeOoBaHHHi KayecTBa H 0€30MaCHOCTH
MEIMUMHCKONH  J1eATEIBHOCTH,  YCTAHOBIIEHHLIX  3aKoHojaTelibcTBOM  Poccuiickoi
Denepaunn 00 oxpaHe 3/10pOBbS IpayaaH.




4. npopmauuio o pesynbraTax HCMOJHEHUsI TIPEANUCAHUA NPEACTABUTbL B OTAEN
BE€JOMCTBEHHOTO KOHTPOJS «  » 20 roga ¢ MPUIOXKEHUEM KOMUM
JOKYMEHTOB, NOATBEPXKAAIOLLMX MCTIOJHEHHE YKa3aHHbIX B NpeanucaHuy TpeOOBaHUH 1O
agpecy: 364051, r. 'po3ubiii, yn. Uexosa, 4.

OTBEeTCTBEHHOCTbH 3a BBINOJHEHHE Meponpmlmﬁ BO3Jjlarac€Tcs Ha:

(ﬂOﬂ}KHOCTb. (l)aM HWiIHA, UMA. OTUYECTBO. HA KOTOPOro BosJjaracrcs OTBG‘I‘CTBCHHOCTb)

IIOH)I(HOCTHOG JIMLO BblAABLICE NMpeAnUCcaHue:

AOJIKHOCTD. fl)aMl/IJIMﬂ, UM, OTHECTBO, NMOUANMUCH

Ilpeanucanue ans ucnonHeHus
MOJTyYHJI:

J10KHOCTD. (bilMHJIPUI. UMA, OTYECTBO, NOAMNKUCH

OTMeTka 00 oTKa3e nonyveHUs NPeAnUCaHus:

(I‘lOllﬂHCb YNOJHOMOUYEHHOIO JO/DKHOCTHOI'O 1M, NMPOBOJAMBLICTO ﬂpOBCpK)’)



