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3apeructpupoBano B Muntocte Poccuu 3 utonst 2013 r. N 28631

MUHUCTEPCTBO 3JIPABOOXPAHEHUSI POCCUHCKOMN ®EJEPAIIMN

IHPUKA3
ot 21 nexadps 2012 r. N 13401

Ob YTBEPKXIAEHUU ITOPAIKA
OPTAHM3AIIMA U NTPOBEJAEHUSA BEAOMCTBEHHOI'O KOHTPOJIA
KAYECTBA
U BE3ONMACHOCTU MEJUIIUHCKOM JEATEJIBHOCTHU

B cootBercTBHU € yacThio 2 cTatbu 89 @enepanbHoro 3akoHa ot 21 Hos0ps 2011 r. N 323-D3
"OO6 ocHOBax 0XpaHbl 30pOBbs rpakaad B Poccuiickoit ®enepanun" (Cobpanne 3aKOHOAATETHCTBA
Poccuiickoit @enepanun, 2011, N 48, cr. 6724; 2012, N 26, ct. 3442; 2012, N 26, ct. 3446) u
noanynkroMm 5.2.205 Tlonoxxenuss o MunucTepcTBe 3paBooxpaHenus Poccuiickoit deneparuu,
yTBepXkAeHHOro nocranoniaeHueM IlpasurenscrBa Poccniickoin @enepannu ot 19 nronsg 2012 r. N
608 (CoOpanue 3akoHonatenbcTBa Poccuiickoit ®eneparuu, 2012, N 26, cr. 3526), npuka3siBaro:

VYTBEpaUTh MOPSJOK OpPraHU3allMd M IHPOBENEHUSI BEAOMCTBEHHOIO KOHTpPOJS KayecTBa M
0€3011aCHOCTU MEAMIIMHCKOM JIEATETbHOCTH COMIACHO MPUIIOKEHUIO.

Munuctp
B.N.CKBOPILIOBA

IIpunoxenue

K IIprKa3y MUHHCTEPCTBA 3paBOOXPaHEHHUS
Poccuiickont denepanuu

ot 21 nexabps 2012 r. N 1340n

MOPSAJIOK
OPTAHM3AIIAU U IPOBEJIEHUSA BEJOMCTBEHHOTO KOHTPOJISA
KAUYECTBA
U BE3ONNACHOCTU MEJULIMHCKO# JESATEJILHOCTHU

1. Hacrosumii Ilopsnok ycraHaBJMBAaeT IpaBUJIa OpPraHU3alMM W [POBEACHUS
BEJIOMCTBEHHOTO KOHTPOJISI KauyecTBa W 0O€30MacHOCTH MEAUIIMHCKOM JesTeNbHOCTH (najnee -
BEJIOMCTBEHHBIN KOHTPOJIb).

2. BelOMCTBEHHBIH KOHTPOJb OCYIIECTBIISETCS (eAepaibHbIMU OpraHaMH HCTIOJHUTEIbHON
BJIACTU U OpraHaMH MCIOJHHUTENBHON BiacTu cyobekToB Poccuiickoit deneparuu (manee - opraisl
UCIIOJIHUTEIBHOM BJIACTH) B OABEAOMCTBEHHBIX UM:

1) opranax (nanee - moJiIBE€IOMCTBEHHBIE OPraHbl);

2) opraHuzalusx, OCYILECTBISIONMX MEAMIMHCKYI0 U (DapMalleBTUUYECKYIO JAEATEIbHOCTD
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(manee - MOJBEIOMCTBEHHBIE OPTraHU3ALINH ).

3. 3ajmayamMu BETOMCTBEHHOTO KOHTPOJISI SABJISIFOTCSL:

1) mpenmynpexaeHue, BBISBICHUE M IPECEYCHUE HapyIIeHW TpeOoBaHUM K OOECIeYeHUIO
KayecTBa M OE€30MacCHOCTH MEAUIIMHCKON JeSTeNbHOCTH, YCTAaHOBJIEHHBIX 3aKOHOJATEIhCTBOM
Poccutiickoit @enepannu 06 oxpaHe 310pOBbsI TPaXk/IaH;

2) IpUHSATHE MEP IO MPECEUEHHIO U (MJIM) YCTPAHCHHUIO MOCJIEACTBUM U MPUYUH HApPYIICHUH,
BBISIBJICHHBIX B paMKaxX TOCYIapCTBEHHOTO KOHTPOJIS KadecTBa M O€30MaCHOCTH MEIUITUHCKON
NeSITeNbHOCTH;

3) oOecneyeHue KadyecTBa MEAMIIMHCKOW TIOMOIM, OKa3blBa€MOW B  MEIUIIMHCKUX
OpraHH3alUsX, TOJBEJOMCTBEHHBIX OpraHaM UCIOJHUTENbHON BJIACTH;

4) ompeneneHHe TOKa3aTeNe KadecTBa JCSITEILHOCTH TMOJBEJOMCTBEHHBIX OPTraHOB W
OpraHu3alui;

5) cobOmoaeHue O0O0BEMOB, CPOKOB HM YCIOBHM OKa3aHUS MEAWIIMHCKOW TOMOIM B
MEAMIMHCKUX OpraHU3alUsIX, TOABEJOMCTBEHHBIX OpraHaM UCIIOJHUTENIbHON BJIACTH;

6) co3maHUEe CHCTEMBbl OILICHKH JEATEIBPHOCTH MEAWIIMHCKUX PAaOOTHUKOB, yJacTBYIONMX B
OKa3aHUU METUILIMHCKUX YCIIYT.

4. BeOMCTBEHHBIN KOHTPOJIb BKIIOYAET NPOBEACHUE TPOBEPOK:

1) cobmroeHust METMIMHCKIMH OPTaHU3AIUSMH TTOPSIKOB OKa3aHUSI METUIIMHCKON MOMOIIM
U CTaHJApTOB MEIUIIMHCKOM MTOMOIIH;

2) cobnroAeHnsI MEIUITMHCKUMU OpraHu3alisIiMi 0€30MacHbIX YCIOBUM TpyAa, TpeOOBaHUM 11O
0e30MacHOMY NPUMEHEHHMIO U OJKCIUIyaTallud MEAMIUHCKUX W3AeNUi ©U HUX YTUIU3aluu
(YHUUYTOXKEHUIO);

3) cobmoieHnst MEMUIIMHCKUME PaOOTHUKAMH, PYKOBOJUTEISAMU MEAUIITUHCKUX OpTaHU3AIUT,
(apmarieBTHYeCKUMH PaOOTHUKAMU W PYKOBOAUTENSIMU AamlTEYHBIX OpPraHU3aliil OTpaHUYCHUN,
MIPUMEHSIEMbIX K HUM [IPU OCYIIECTBICHUU MPOPEeCCUOHATBHOMN 1EATEeIbHOCTH.

5. BemoMcTBEHHBINM KOHTPOJIb OCYIIECTBIISIETCS YITOJTHOMOUYEHHBIMU JOKHOCTHBIMU JIMIIAMHU
OpraHa WCIOJHUTENBbHONW BIAacTU (Jajmee - JODKHOCTHBIE JIMIla) B COOTBETCTBUU C UX
JOJKHOCTHBIMHM OOSI3aHHOCTSMU Ha IMOCTOSIHHON OCHOBE JHOO MO PEUICHUIO PYKOBOJIUTENS WM
3aMeCTUTENS] PYKOBOIMUTENSI OpraHa HCIOJHUTENbHOM BJIACTM HA OCHOBAaHMM IIpUKaza oOpraHa
UCIIOJTHUTEIHFHOM BIIACTH.

6. MeponpusTHs MO OCYIIECTBICHUIO BEJOMCTBEHHOTO KOHTPOJIS JOJKHBI OBITh BKIIOUEHBI B
TJIaHBI PA0OTHI OPTAaHOB UCIIOIHUTEIBHOM BIACTH.

7. BenoMCTBEHHBI KOHTPOJIb OCYILECTBJISAETCS MOCPEICTBOM IIJIAHOBBIX M BHEIJIAHOBBIX
JOKYMEHTAPHBIX U (MJIH ) BBIC3IHBIX TPOBEPOK.

8. ITlmaHoBBIe MPOBEPKA B OTHOIICHWM TIOJBEIOMCTBEHHOTO OpraHa WU OpTraHU3allnu
OCYILECTBIISIIOTCS HE Yallle YeM OJMH pa3 B TOJ.

9. BHemniaHOBbIE TPOBEPKU OCYILLIECTBIISIOTCA B CIASAYIOIIMX CITyJasix:

a) TIOCTYILUICHHE B OpPTraH UCIOJHUTEIBHON BIACTH OOpAICHUH TpaKIaH, FOPUANICCKAX JTUI U
WHJAUBUYATIBHBIX MPEINpPUHUMATENCH C jkamo0aMu Ha HapylIeHHs MpaB U 3aKOHHBIX MHTEPECOB
MOJBEIOMCTBEHHBIMU OpPraHaMU U OpraHu3alusIMu;

0) B 1IeJI5IX KOHTPOJISI UCTIOHEHU S PaHEe BBIAHHBIX MOPYYEHU M JTMO0 Mpeanucanmii;

B) B IIEJIAX MPOBEPKH MPEACTABICHHBIX MOJBEIOMCTBEHHBIMH OpTraHaMH U OpTaHU3aIUSIMU
CTaTHUCTUYECKON OTYETHOCTHU WJIM JAHHBIX MOHUTOPUHTA;

r) HaJIU4YMUS TpUKa3a PYKOBOAMUTENS OpraHa WCIOJHUTENbHON BIIACTH, U3JaHHOTO B
cooTBeTCTBUHU C nopydyeHusmu IIpesnnenra Poccuiickonn @enepanun, [lpaBurenscrBa Poccuiickoit
®depnepanun 1100 HA OCHOBAHHWU TPeOOBaHUs MTPOKYpOpa O MPOBEACHNH BHEIJIAHOBOW MPOBEPKU B
pamMKax Ha/i30pa 3a UCIOJHEHHEM 3aKOHOB MO0 MOCTYMUBIIMM B OPTaHbI MPOKYPAaTyphl MaTepuaiaM u
oOpareHusIM;

J) HECOOTBETCTBUA IOKa3aTejledl  JesATeIbHOCTH  IOJBEJIOMCTBEHHOIO OpraHa WM
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OpraHHU3allui YCTAHOBJICHHBIM IE€JIE€BBIM MTOKAa3aTeNsAM ACSITeIbHOCTH;

€) HEBBIMOJIHEHUS OIBEIOMCTBEHHBIM OPraHOM HJIM OpraHU3alMeld YCTaHOBJIEHHBIX 00bEMOB
rOCyJapCTBEHHOTI'0 3aJJaHUs MO OKa3aHUI0 MEIULIMHCKOW MTOMOIIH.

10. JlokyMeHTapHBIE TPOBEPKUA MPOBOJATCS MYTEM aHAIN3a JOKYMEHTOB, MPEACTaBICHHBIMU
MOJBEIOMCTBEHHBIMU OpPTaHAaM{ M OPTaHHU3alUSIMH, B TOM YHUCJE CTATUCTHYECKONH OTYETHOCTU U
JAHHBIX MOHUTOPUHTA.

11. IIpoBepku mpH OCYIIECTBICHUH BEIOMCTBEHHOTO KOHTPOJISA MO 00BEMY MOAPA3IEISIFOTCS
Ha LIEJIEBbIE€ U KOMILICKCHBIE.

12. LleneBpie TPOBEPKU MPOBOIATCSA B paMKax PaCCMOTPEHUs KOHKPETHOTO Cllydasl OKa3aHUs
(HeoKazaHWs) TPAKIAHWHY METUIIMHCKOM ITOMOIIM, OOpamieHus, >XajloObl, ¢akTa, OTIEITBHBIX
NoKazareyen IeATeIbHOCTH MOIBEJOMCTBEHHOTO OpraHa Ui OpraHu3aluu.

13. KoMmniekcHbIe TPOBEPKU MPOBOJAATCS B LENSIX UCCIECIOBAHUS COBOKYITHOCTH MTOKa3aTelNen,
cilyyaeB, oOpaiieHuil, >kano0, (akroB, OOOOUICHHBIX IO OJHOPOAHOMY IIPU3HAKY, a TaKKe
JeSITeNIbHOCTH MOABEAOMCTBEHHOI'O OpTraHa UM OpPraHU3allly B 1IEJIOM.

14. Tlpm mpoBeaeHHWHM TIPOBEPOK CPOK TIPOBEACHHUS KAXKIOTO BHJAa IPOBEPKH,
MpeaycMOTpeHHOTo HacTosamM [lopsiakoMm, He TOJDKEH MPEeBBIIIATH ABAAIATh paOOUNX AHEH.

B HCKITIOUNTENBHBIX CIIydasiX, CBS3aHHBIX C HEOOXOIUMOCTBIO MPOBEICHUS CIOXHBIX U (UJIH)
JUINTENIbHBIX HCCIEA0BAHUN, HSKCHEPTH3, aHAJIM30B, OIIEHOK HAa OCHOBAaHMM MOTHUBUPOBAHHBIX
MPEAIOKEHU N JOHKHOCTHBIX JIMI], MPOBOJSIMX MPOBEPKY, CPOK MPOBEACHUS MPOBEPKA MOXKET
ObITh MPOJJICH PYKOBOAMUTEIEM OpraHa HCIOJHHUTEIbHOW BJIACTH WM €ro 3aMECTUTENIeM, HO HE
OoJiee 4yem Ha JBaIIaTh pabOUnX JTHEH.

Cpok mnpoBeneHUs KaxI0l U3 MIPOBEPOK, MPEeILyCMOTPEHHBbIX HacrosumMm [lopsakoMm, B
OTHOIIIEHUH MOJBEIOMCTBEHHOTO OpPraHa UJIM OpTraHU3al[iH, OCYILECTBIISIOLIETO CBOIO JAESATEIbHOCTh
Ha TEPPUTOPUSIX HECKONBbKUX CyOBekTOB Poccuiickoii denepannu, ycTaHaBIMBAECTCA OTAEIBHO IO
KaX70My Quitiainy, IpeAcTaBUTEIbCTBY, 000COOJIEHHOMY CTPYKTYPHOMY IOJIpa3eICHUIO, ITPH ATOM
00IIMi1 CPOK MPOBEACHU S MPOBEPKH HE JIOJKEH MPEBBIIIATH MIECTHACCAT pa00UNX JHEH.

15. Ilpu mpoBepke COOMIOACHUS MEIUIMHCKAMH OPTaHHU3AlUSIMH TOPSIAKOB OKa3aHUS
MEIUITUHCKOW MTOMOIIM OIICHUBAIOTCA:

1) cobmroieHre BBITTOJTHEHUS ITAIMOB, YCIOBUM U CPOKOB OKa3aHMs MEAUIIMHCKON MOMOIIM T10
COOTBETCTBYIOIIIEMY BUTY, TPOQHITIO 3200JI€BaHU I MW COCTOSIHHI;

2) COOTBETCTBUE OpraHM3alUMU JEATEIBHOCTH MEAMIIMHCKONM OpPraHu3alliu, €€ CTPYKTYPHOTO
MoJpa3/ieleHus, Bpaya TPeOOBAHUSAM TMOJOXKEHUM, PETIAMEHTHUPOBAHHBIX MOPSIKAMU OKa3aHUS
MEJHUIIMHCKON TTOMOIIH

3) cobmoneHue TpeOOBaHWM CTaHAAPTOB OCHAICHHWS MEAMIIMHCKOW OpraHU3alliu, e
CTPYKTYPHBIX IIOAPA3IEICHUN;

4) COOTBETCTBHE LITATHOTO PACHUCAaHUS PEKOMEHAYEMbIM IITATHBIM HOPMAaTHBaM;

5) COOTBETCTBUE JEATEIbHOCTH OPraHU3aIllMU WHBIM YCTAaHOBJICHHBIM IOJIOXKEHUSIM UCXOs U3
0COOCHHOCTEH OKa3aHWsI MEIUITUHCKON TTOMOIIH.

16. IIpu mpoBepke COONIOACHUS MEIUIIMHCKUMU OPTraHU3aIUsIMUA CTaHAAPTOB MEIUIIUHCKOM
IMOMOLIM OLIEHUBAOTCS:

1) colOmoneHre BBITOJHEHHUS MEIUIIMHCKAX YCIYyr B 3aBUCHMOCTH OT YCPEIHEHHBIX
noKa3aTelield 9acTOThl M KPaTHOCTU WX MPUMEHEHHs, 000CHOBAHHOCTh Ha3HAYCHUS MEIUIIMHCKUX
YCIIYT, UMEIOIMX YCPEAHCHHYI0 4acToTy MeHee 1,0, MoJHOTa BBIMOMHEHUS YCIYT C YCPETHEHHOU
yactortoi 1,0;

2) OOOCHOBAHHOCTh W TMOJIHOTAa HA3HAUYEHHUS JIEKAPCTBEHHBIX IpErnapaTroB, KOMIIOHEHTOB
KpOBH;

3) 00OCHOBAaHHOCTh M TMOJHOTAa Ha3HAYCHUS HMIUJIAHTUPYEMBIX B OpraHU3M 4YeJIOBEKa
MEJIMITMHCKUX U3JCITH;

4) O00OCHOBAaHHOCTh M TIOJHOTAa HAa3HAUEHUS BHUJOB JIEYEOHOTO TMHUTAHUS, BKIIOYAs
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CHelHAIU3UPOBAHHbBIE TPOIYKTHI JIEY€OHOTO MUTAHMUS;

WHBIC TTOJIOKEHHUS, UCXOs U3 0COOCHHOCTEH 3a001eBaHUs (COCTOSHUS).

17. Tlpu ipoBepke coOMIOICHUSI MEAUITMHCKIMHU OpTraHU3alUsIMU O0€30ITaCHBIX YCIOBUH TpPY/Ia,
TpeOOBaHUN MO O€30MacCHOMY NPUMEHEHUIO W OJKCIUTyaTallid MEAWIIMHCKUX H3ACTUA U HX
yTuIu3auu (YHUUTOKEHHIO) OLIEHUBAIOTCS:

1) cooTBeTcTBME HOpPMAaTHBA YHUCIEHHOCTU CIYKObI OXpaHbl Tpyla TPeOOBAHUSM TPYIOBOIO
3akoHoAaTenbcTBa Poccuiickoit denepanuu;

2) ypOBEHB MOATOTOBKHU CIIEIIUATMCTOB MO OXpaHe TPy/a U MOBBIIICHUE UX KBAJTU(PUKAI[UH;

3) opranu3anus 00yueHusi pabOTHUKOB 0€30MacHbBIM METOJIaM U IIpueMaM TPy/ia;

4) mpenocraBiieHHE pPaOOTHUKAM, 3aHSATHIM Ha paboTax ¢ BPEIHBIMU M (MJIM) OMAacCHBIMU
YCIOBUSIMU TpyJa, KOMIEHCAIMH, YCTAHOBICHHBIX MO pe3yJbTaTaM aTTecTallui pabodux MECT 1O
YCIIOBUSIM TPY/a;

5) obecnie4yeHHOCTh PAOOTHUKOB CpEACTBAMH WHIAMBUAYaJbHOM 3alMThl, MOJIOKOM WJIU
IPOJYKTaMH, €T0 3aMEHSIOIIMMH, JIe4eOHO-TPOPUTAKTUYECKUM MU TAHUEM,

6) cobOmoneHue TpeOOBaHWN O€30MACHOCTH MEAUIIMHCKUX W3ACTUN, MPEeIyCMOTPEHHBIX
HOPMAaTUBHOMU JOKyMEHTAllMEU IPOU3BOIUTENS;

7) coOmoneHue TpeOOBaHUN K YTWiIM3alUHU (YHUYTOXKEHUIO) MEIULUMHCKUX W3ACTUH,
MPEYCMOTPEHHBIX TEXHUYECKON M IKCILTYaTAllUOHHOM JIOKYMEHTALMEN TPOU3BOAUTES;

8) coOuro/IeHNE YCTAaHOBJICHHBIX MPAaBUI B cepe oOpaleH sl METUIIMHCKUX U3/ICTTUH;

9) BbINIOTHEHUE OO0S3aHHOCTEH MO COOOIICHUIO CBEIACHUMN, YKa3aHHBIX B 4acTH 3 cTaTbu 96
®epnepanbHoro 3akoHa oT 21 HosOps 2011 r. N 323-D3 "O6 ocHOBax OXpaHbl 3I0pPOBbsI TPAXKIAH B
Poccutiickoit @enepanun (Cobpanue 3akononatenberBa Poccuiickoit ®deneparuu, 2011, N 48, cT.
6724; 2012, N 26, ct. 3442, 3446).

18. Ilpm mpoBepke cOOMIOEHUS MEIUUMHCKAMU PAOOTHUKAMHU, PYKOBOIUTEISIMU
MEIUIUHCKUX OpraHu3anui, ¢gapMmalneBTUUYECKUMU PAOOTHUKAMU U PYKOBOIMUTEISIMU ANTEYHBIX
OpraHM3alluil OrpaHUYCHHH, MPUMEHSEMBIX K HUM IMPU OCYIISCTBICHUH TpodeccuoHaTbHON
JeSITeNTbHOCTH, OLICHUBAIOTCSI:

1) Hanmuyme MAOTOBOPOB O TMPOBEICHUHM KIMHUYECKUX MCCIEIOBAaHUN JIEKAPCTBEHHBIX
npenaparoB, KIMHUYECKUX MCHBITAHUNW MEIUUMHCKUX H3AETUN, a Takke 00 OCYIIECTBICHUU
MEAUITUHCKIM paOOTHUKOM I1€IarOTMYeCKON U (MJIM) HaydHOH JeSITeIbHOCTH;

2) IOTOBOPHI O MOCTAaBKaX JEKAPCTBEHHBIX MPEMapaTroB, MEIUIIMHCKAX U3CIUN Ha MPEeaMeET
Halu4yusg B HUX YCIOBHH O Ha3HAYCHUU WJIM PEKOMEHJALNU MalUeHTaM JH00 O MPeIIoKEHUU
HAaCEeJICHUIO ONpeeNICHHbIX JIEKAPCTBEHHBIX MPENapaToB, MEAUIIMHCKUX U3EIINM;

3) yTBEpXKACHHBIM aAMUHUCTpAIUCH MEAWIIMHCKOW OpTraHHW3alluk TOPSIOK yJacTHus
MpeACTaBUTEICH  OpraHu3alui, 3aHUMAONMXCS pa3pabOTKOW, MPOU3BOJACTBOM U (WJIH)
peanu3amnren JICKApCTBEHHBIX IpENapaTroB, MEIUIIMHCKUX W3ACIHUM, OpPraHW3alui, 00JIaIaroImx
paBaMU Ha MCIOJIb30BAaHME TOPrOBOTO HAUMEHOBAHMUS JIEKAPCTBEHHOIO IIpernapara, opraHu3anui
OMTOBOUW TOPTOBJIU JICKAPCTBEHHBIMHU CPEJCTBAMH, allTEYHBIX OpraHHU3aluil (KX MpeICTaBUTENCH,
WHBIX (PU3MYECKUX U IOPUIUUYECKUX JIUI[, OCYIICCTBISIONMX CBOIO NEATEIbHOCTh OT UMEHH JTHX
opranu3zainuii) (Jajiee COOTBETCTBEHHO - KOMITaHHS, MPEICTABUTENb KOMIAHWHM) B COOpaHUSIX
MEIMIMHCKIUX pPAa0OTHUKOB M  HWHBIX MEPONPHUSTHSAX, CBS3aHHBIX C TOBBIMIGHHEM  HX
POQECCHOHAIIBHOTO YPOBHS WJIM MPEIOCTaBICHUEM WHQPOPMAIMH, MPEIyCMOTPEHHONW 4YacThio 3
cratbu 64 ®@enepanbHoro 3akoHa oT 12 anpenst 2010 r. N 61-®3 "O0 obpaleHuH JeKapcTBEHHBIX
cpenctB" (Cobpanue 3akoHomaTenbcTBa Poccuiickoit denepanuu, 2010, N 16, cr. 1815, N 31, cT.
4161, N 42, ct. 5293, N 49, ct. 6409; 2011, N 50, cr. 7351; 2012, N 26, ct. 3446) u yactbio 3
cratbu 96 ®@enepanbHoro 3akoHa oT 21 Hoa0ps 2011 r. N 323-D3 "O6 ocHOBax OXpaHbI 30POBBS
rpaxaad B Poccuiickont @enepanuu’;

4) opranuzanusi pabOThl, HANPABJICHHON Ha MpPEeayNpexACHHE HApYUICHUH MEIULIMHCKAMU
paboTHUKaMH H (apMaleBTUYECKUMU PAOOTHUKAMU OTPaHMYCHHH, YCTAHOBJICHHBIX CTaThell 74
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®epnepanbaoro 3akoHa oT 21 HosOps 2011 r. N 323-D3 "O6 ocHOBax OXpaHbl 3I0pPOBbs TPAXKIAH B
Poccuiickoii denepanuu", B TOM YHClIe 1O HWHPOPMHPOBAHUIO MEAWIIMHCKUX PAOOTHHKOB,
(dapmarieBTH4YeCKUX paOOTHUKOB, KOMITAHWH, TMpEACTAaBUTENCH KOMIIAaHUW U TpaxgaH o0
YCTAaHOBJICHHBIX 3allpeTax Ha COBEPINCHHE OIPECIICHHBIX JCUCTBUM U OTBETCTBEHHOCTH 3a MX
COBEPILCHHUE;

5) oOpameHus TpaxaaH, CcoOAep)Kale CBEICHHS O NPEIOCTaBICHUHU HEJOCTOBEPHOM,
HETOJTHOW WJIM HCKaKEHHOW WHGpOpMalnuu 00 HCIOJB3yeMbIX MPHU Ha3HAYCHUU Kypca JICUYCHUS
JIEKApCTBEHHBIX Mpemaparax, 0 MEAUIIUHCKUX U3EHX, BKIIIOUasi COKPBITHE CBEACHUN O HATMYHU B
oOpallleHN U aHaJOTHYHBIX JIEKAPCTBEHHBIX MPENapaToB, MEAUIIMHCKUX U3AENIUil, TH00 0 HAIUYUH B
anTEeYHOM OpraHu3allUM JEKAPCTBEHHBIX IPENaparoB, HMMEIOIMX OJMHAKOBOE MEXIYHApOIHOE
HEMAaTeHTOBAHHOE HAMMEHOBAHHWE, MEIUIIMHCKUX H3CINUM, BKIIOYAs COKPHITHE WHGPOPMAIMU O
HaJTMYUU JIEKAPCTBEHHBIX TPENapaToB U MEIUIIMHCKUAX U3ICTUN, UMEIOIX 00JIee HU3KYIO IIEHY.

19. O nmpoBeneHWM IUIAHOBOM NPOBEPKA NOABEIOMCTBEHHBIE OpraHbl WJIM OpraHHU3aluu
YBEIOMIISIFOTCSI ITyTEM HAIPaBJICHUS KOIUU MPUKa3a O MPOBEIECHUH MPOBEPKU HE MO3JAHEE YEM 3a
Tpu pabouux JHS 10 Hayalla ee MPOBEACHUSL.

20. O mpoBeAeHUWH BHEMJIAHOBOM MPOBEPKUA MOABEAOMCTBEHHBI OpPraH WIJIM OpPraHU3alus
YBEIOMIISIFOTCS JTFOOBIM JIOCTYITHBIM CIIOCOOOM HE MEHEE YeM 3a JIBAJIaTh YEThIPE yaca JI0 Havaja ee
IPOBEICHUS.

B cnydae, ecnu B pesynbraTe JESTEIbHOCTH MOABEIOMCTBEHHOIO OpraHa WM OpraHU3allu
MPUYUHEH WM TMPUUYUHSETCA BpEJ >KU3HU, 3JOPOBBIO TPAXKIAH, MPEIBAPUTEIHLHOE YBEIOMIICHUE
yKa3aHHOW OpraHu3aluy O Hayalie IPOBEACHUS BHENJIAHOBOM MPOBEPKHU HE TpeOyeTCsl.

21. K npoBepkaMm MNpHU OCYHUIECTBJIECHUHM BEIOMCTBEHHOIO KOHTPOJIS MOTYT HPHUBIIEKATHCS
HaydyHbl€ W WHBIC OpPTraHU3aI[MU, YYCHbIC M CICIUATUCTHI (J1ajee - JKCIEePTHhIC OpraHU3alluu,
9KCIEPTHI), 38 UCKITIOUYEHUEM JIUII, COCTOAIIMX C MOBEIOMCTBEHHBIM OPTaHOM WJIM OpTraHU3alel B
TPYIOBBIX UM UHBIX JOTOBOPHBIX OTHOILICHUSIX.

22. IIpoBepku MPOBOASATCS Ha OCHOBAHUH MPUKa3a PyKOBOJIUTEINS, 3aMECTUTENSI PYKOBOIUTEIIS
opraHa UCHOJHUTEIbHON BJIACTH, B KOTOPOM YKa3bIBAOTCSI:

1) HauMeHOBaHUE OpraHa BeJOMCTBEHHOTO KOHTPOJIS;

2) ¢amunuu, MMEHa, OTYECTBA, JOJDKHOCTH JIOJDKHOCTHBIX JIMIl, YIIOJHOMOYEHHBIX Ha
IpoBe/leHuE TMPOBEPKU, a TakKe MPHUBIEKAEMbIX K TMPOBEICHUIO TIPOBEPKH HKCIIEPTOB,
MIPEICTaBUTEIIEH DKCIIEPTHBIX OPraHU3alui;

3) cBeneHHs 0 MEAMIIMHCKOW OpraHu3aluyl (HaMMEHOBaHUE HOPHUAMYECKOTO JHIa), TPOBEPKa
KOTOPOU MPOBOAUTCS,

4) nenu, 3aa4u, BUJI, IPEIMET IPOBEPKU U CPOK €€ IPOBEICHUS;

5) mpaBOBBIE OCHOBAHUSI MPOBEICHUSI IPOBEPKH;

6) CpPOKM TMPOBEACHHUS U TMEpeYeHb MEPONMPUSITHH IO KOHTPOJII, HEOOXOIUMBIX JUIS
JOCTHIKEHHUS LIeJIel U 3a/1a4 POBEACHUS TPOBEPKU;

7) mepeueHb HOPMATHBHBIX aKTOB, PETYIUPYIONIMX MPOBEICHNE MEPOIIPUSITHI 11O KOHTPOJIIO;

8) mepedeHb JOKYMEHTOB, MpPEACTaBICHUE KOTOPBIX HEOOXOAMMO AJISi JIOCTUKEHUS Leled U
3a]1a4 MPOBEICHUSI IPOBEPKU;

9) naThl Ha4yaJla ¥ OKOHYAHUS TPOBEJICHUS TPOBEPKHU.

23. Beie3nHas mpoBepka HAYMHACTCSA C MPEIBSABICHUS JIOKHOCTHBIMH JIMI[AMH OpraHa
UCIIOJIHUTENBHOM ~ BJAacTW  CIOY)KEOHOTO  yJAOCTOBEpEHHUs, 00f3aTeNbHOTO0  O3HAKOMJICHMS
PYKOBOJIUTENSL, MHOTO JOJKHOCTHOTO JIUIIA MJIM YIIOJTHOMOUYEHHOTO MPEICTaBUTENsT MEIUIIUHCKOM
OpraHM3allUi C MPUKA30M PYKOBOJMTENS, 3aMECTUTENSI PYKOBOJMTENS OpraHa HCIIOJHUTENIbHON
BJIACTH O HA3HAUEHWUM MPOBEPKU (MPU HAIWYMK) U C TOTHOMOYHUSMHU TPOBOJSAIIMX BBIC3THYIO
MPOBEPKY JHII, a TaKkKe C IeIsIMH, 33Ja4aMi, OCHOBAHUSMHU IMPOBEICHUS MPOBEPKU, BUAAMHU U
00BEMOM MEpPOIPUITUIT IO KOHTPOJIO, COCTAaBOM OJKCIEPTOB, MPEACTABUTEISAMHU HKCHEPTHBIX
OpraHH3aluil, TPUBJIEKAEMBIX K IIPOBEPKE, CO CPOKAMU U C YCIOBUSIMU €€ IPOBEICHHUS.

518



24.06.13 Bepcus ans nevatu - MNpukas MuH3gpasa Poccum ot 21.12.2012 N 1340H "O6 yTBEPKOEHWM NOPSA KA OpraHu3aL vy U NPoBEA EHUs BEAOM CTBEHHOTO ...

24. JIOIKHOCTHBIE JIMIIa OPraHOB HWCHOJHUTEIBHOW BIIACTH NPU  NPOBEICHUU
BEJIOMCTBEHHOTO KOHTPOJISI UMEIOT IIPaBo:

1) ocyecTBAATh TOJIydeHHE, COOp M aHAJIU3 CBEICHUH O NIEATEIBHOCTH MOABEIOMCTBEHHOTO
OpraHa WJid OpraHu3aIluy;

2) B3HAKOMHUTBCA C JIOKYMEHTaMH, CBS3aHHBIMH C LEJIAMH, 3aJa4yaMd M MPEeIMETOM
BEJIOMCTBEHHOTO KOHTPOJISl, B TOM YMCJI€ C MEIULIIMHCKUMH JOKYMEHTAMHU rpaxaaH <l>, cHUMaTh
KOIMMU C YKa3aHHBIX JOKYMEHTOB, a TaKkkKe MPOU3BOANTh B HEOOXOAUMBIX ciiydasx (oro- u
BHUJICOCHEMKY MPU OCYIIECTBICHUU OCMOTpa U 00CIETI0OBAHUS;

<1> B cootBercTtBuU ¢ myHKTOM 10 dactu 4 crareu 13 ®denepanbHoro 3akoHa oT 21 HOSOps
2011 r. N 323-®3 "O6 ocHOBax 0XpaHbl 3I0pOBbs TpakaaH B Poccuiickoit deneparun.

3) noctyma B UCHOJb3yeMble IOABEAOMCTBEHHBIM OpPraHOM U OpraHusaiueid mpu
OCYILECTBJIEHUM JIEATEIbHOCTU TEPPUTOPUU, 3[aHUSA, CTPOCHUS, COOPYKEHHS, IOMEIICHUs, K
UCIIOJIB3yeMBbIM 000PYIOBAHUIO, TOJOOHBIM 00BEKTaM, TPAHCTIOPTHBIM CPEJICTBAM;

4) OpraHu30BHIBaTh MPOBEICHUE HEOOXOJUMBIX HCCIECIOBAHUM, JKCIEPTU3, aHAIU30B H
OIICHOK, B TOM YHCJIE SKCIIEPTHU3 KAYECTBA MEIUIIMHCKON TTOMOIIHM.

25. JlomxHOCTHBIE JTMIIA TPU TPOBEICHUN BEIOMCTBEHHOTO KOHTPOJISI O0SI3aHBbI:

1) cobmromate 3akoHOAaTenbcTBO Poccuiickoit denepaunu, npaBa U 3aKOHHBIE HWHTEPECHI
MPOBEPSIEMBIX I10/IBEJOMCTBEHHBIX OPTaHOB U OPraHU3aLUi;

2) IpOBOAUTH MPOBEPKY BO BPEMSs UCIIOJIHEHU S CITY’KEOHBIX 00513aHHOCTEH;

3) nOpenocTaBiATh PYKOBOAMUTENIO, WHOMY JOJDKHOCTHOMY JIMIY WJIM YIIOJHOMOYEHHOMY
NPEJACTABUTENIO MPOBEPSIEMOr0 OpraHa WJM OpraHM3alld, MPUCYTCTBYIOUIEMY IpPU MPOBEACHUU
MPOBEPKH, HHPOPMAIIHIO U JOKYMEHTHI, OTHOCSIIMECS K IPEAMETY IPOBEPKU;

4) 3HAKOMUTb pYKOBOAMUTENSA, MHOE JOKHOCTHOE JIMIO WM  YIOJHOMOYEHHOIO
MPEJCTAaBUTENS MPOBEPSIEMOTO OpraHa WJIM OpTaHHU3allMU C pe3ylbTaTaMu MPOBEPKU, B TOM YHUCIIE C
aKTOM IPOBEPKHU;

5) cobmroaath ycTaHOBJIEHHBIE HACTOSIMM [lopsiikoM CpoKH MPOBEACHUS TPOBEPKU.

JlocTym K CBeIeHHSIM, COCTABJISIOUIM IrOCYAapCTBEHHYIO M HHYIO OXpaHsEMYIO 3aKOHOM TaiiHYy,
OCYIIIECTBIISIETCS ¢ COOMI0IeHUEM TpeOboBaHU 3aKoHOAaTeNbCTBA Poccuiickoit denepannmu.

26. PykoBOauTENb, HWHOE JAOJKHOCTHOE JIMIIO MM YIOJHOMOYEHHBIM MPEACTABUTEID
MPOBEPSIEMOT0 OpraHa WM OpraHW3aldu NpPU MPOBEACHUHM MEPONPHUITHH MO BEIOMCTBEHHOMY
KOHTPOJIIO UMEIOT MPaBO:

1) mpucyrcTBOBaTh NpH TPOBEACHUHU TMPOBEPKH, JaBaTh OOBSICHEHUS IO BOIPOCaM,
OTHOCSIIIMMCS K ITPEIMETY MTPOBEPKH;

2) mony4yarb OT OpPraHOB MCHOJHHUTEIBHOW BIACTH, MX JOJKHOCTHBIX JHI[ HHQOpMAaIUIo,
KOTOpasi OTHOCHUTCSI K IIpeIMETy NpPOBEPKM U MPEJOCTABICHUE KOTOPOH MPEayCMOTPEHO
3akoHoAaTenbcTBoM Poccuiickon denepanuu;

3) 3HaKOMUTKCS C PE3yIbTaTaMy BEOMCTBEHHOTO KOHTPOJIS;

4) oOxanoBath aeiicTBus (06e3neicTBUE) JOMKHOCTHBIX JUL, TOBJIEKIIHE 32 COOON HapylleHHe
paB MPOBEPSEMOr0 OpraHa WM OpraHu3aluu, MpU MPOBEACHUU BEJOMCTBEHHOIO KOHTpPOJS, B
NOPsAKE, YCTAaHOBJIEHHOM 3aKOHOAaTeNbcTBOM Poccuiickoit depepanmu.

27. PykoBOOUTENb, HWHOE JAOKHOCTHOE JIMIIO MM YIOJHOMOYEHHBIM MPEACTABUTEID
MPOBEPSIEMOTO OpraHa WM OpraHW3aldu NpPU MPOBEACHUH MEPONPHUITHH IO BEIOMCTBEHHOMY
KOHTPOJIIO OOSI3aHBI:

1) mpenocTaBUTh KOMUHU JTOKYMEHTOB M IMOSICHEHUS IO 3alpOCy OPraHOB HCIOJHUTEIBHON
BJIACTH IIPU NMPOBEACHUH POBEPKU;

2) npenoCcTaBUTh JOKHOCTHBIM JIMIaM, TPOBOASLIM IPOBEPKY, BO3MOXKHOCTH 03HAKOMHUTHCS
C JIOKYMEHTaMH, CBA3aHHBIMHM C LIEJISIMU, 33Ja4aMyd U IPEIMETOM BEAOMCTBEHHOIO KOHTpOJS, a
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Take O00ecleunTh JOCTYN MPOBOISIIMM BBIC3AHYIO MPOBEPKY JOKHOCTHBIM JIMIIAM Ha
TEPPUTOPHIO, B HCIOJIb3YeMble MPOBEPSEMbIM OPraHOM WJIM OpraHu3alueld MpU OCYUIECTBICHUU
NeSITeIbHOCTH 3[aHUsl, CTPOCHHS, COOPYKECHHS, IMOMEILECHHUS, K HCIOJIb3yeMbIM 00OpYIOBAHHUIO,
M0100HBIM 00BEKTaM, TPAHCIIOPTHBIM CPEJICTBAM.

28. Ilo pe3ynbraTaM MpOBEPOK B paMKaxX BEAOMCTBEHHOTO KOHTPOJISI JOHKHOCTHBIMU JIULIAMU
OpraHa UCIOJHUTENIbHON BJIACTH, IPOBOASIIMMH ITPOBEPKY, COCTABIISIETCS aKT IPOBEPKHU.

B axre mpoBepku yKa3bIBaIOTCS:

1) nata, BpeMsi 1 MECTO COCTaBJIEHU S aKTa IPOBEPKU;

2) HaMMEHOBaHUE OpraHa BeJOMCTBEHHOI'O KOHTPOJIS;

3) nata u HOMep MpHUKa3a PYKOBOJIUTENS, 3aMECTUTENSL PYKOBOJUTENISI OpraHa UCIIOJHUTENIbHON
BJIACTH O MPOBEICHUH TTPOBEPKH;

4) amunm, *MEHa, OTYECTBA U JOJKHOCTH JOJKHOCTHBIX JIMI, TPOBOIUBIIUX TPOBEPKY;

5) cBeneHus O MPOBEPSEMOM OpraHe WJIM OpraHu3aluu (HauMeHOBaHUe, IOPUANYECKUN ajipec,
a Tapke (GamIIIns, UM, OTYECTBO M JOJDKHOCTH PYKOBOIMTENS, MHOTO JOJDKHOCTHOTO JIMIA HIIH
YIIOJTHOMOYEHHOTO MPEICTABUTEIIS, TPUCYTCTBOBABIIETO MPHU MPOBEICHUH TTPOBEPKH );

6) nara, Bpemsi, MPOAOHKUTEIBHOCTh U MECTO MPOBECHUS TPOBEPKH;

7) cBemeHHS O pe3ynbTaTax MPOBEPKH, B TOM YKCIE O BBISABJICHHBIX HApyIIEHUSAX, 00 UX
XapakTepe U O JULAX, JONYCTUBIIMX YKa3aHHbIE HAapYILCHUS;

8) cBenieHUs 00 03HAKOMJICHUH MJIM OTKa3€ B O3HAKOMJIEHUH C aKTOM MPOBEPKH PYKOBOIUTEIIS,
WHOTO JOJDKHOCTHOTO JIMIA WJIM YIMOJTHOMOYEHHOTO MPEICTAaBUTENS MPOBEPSIEMOT0 OpraHa WM
OpraHHu3allluy, TPUCYTCTBOBABIIETO MPU MPOBEICHUH TPOBEPKU;

9) moanucu JOKHOCTHBIX JIUI], TPOBOJUBIIMX ITPOBEPKY.

29. K axkry DpoBEepKM NpUIArarOTCs HNPOTOKOJBI MM 3aKIIOYEHUs 10 pe3yapTaTam
MPOBEJCHHBIX HCCIEIOBAHMUM, OKCIEPTU3, AaHaIM30B, OILICHOK, OOBSCHEHUS pPabOTHUKOB
MPOBEPSIEMOTO OpraHa WM OpraHu3aliu, Ha KOTOPBIX BO3JIAraeTcsi OTBETCTBEHHOCTh 3a
BBISIBJICHHBIC HAPYIICHUs, MPEANUCAaHUs 00 YCTpaHEHWH BBISIBJICHHBIX HApYIICHUH W WHBIC
CBSI3aHHBIE C PE3yIbTaTaMU MPOBEPKU JOKYMEHTHI UJTU UX KOTTUU.

30. AxT mpoBepku 0hOPMITSIETCSI HEMOCPEACTBEHHO MOCIIC €€ 3aBEPIICHHUSI B IBYX DK3EMILISIPAX,
OJIMH U3 KOTOPBIX C KOMHSMH MPUJIOKEHUN HampaBiseTcsl B MOJABEJAOMCTBEHHBIN OpraH WU
OpraHu3alHI0 JTUOO0 BPy4aeTcss PYKOBOAUTEIIO MM YITOJIHOMOUYEHHOMY MPEACTABUTENIO YKa3aHHOTO
opraHa WM OpraHM3alliy IMOJ PaclucKy 00 O3HAKOMIIEHHM JMOO 00 OTKa3e B O3HAKOMIJIEHHH C
aKTOM MPOBEPKHU.

31. B coydae ecnu ISl COCTaBJIGHHS! aKTa MPOBEPKH HEOOXOAMMO MOJYYUTh 3aKIHOUYEHUS I10
pe3ylbTaTaM IPOBEIEHHBIX HWCCIEIOBAaHUM, OJKCIEPTH3, aHAIM30B, OIEHOK, aKT IPOBEPKH
COCTaBJISIETCS B CPOK, HE IMPEBBILIAIONMN Tpex paboyux JHEH I[ocie MOJydeHHS OpraHoM
HCIIOJHUTENBbHOMN BIIACTU COOTBETCTBYIOIIETO 3aKIIOUCHHUSI.

32. [lpu BBISIBIEHUH B XOJI€ IPOBEPOK HAPYIICHU

1) pykoBOmMTENI0, UHOMY JOJDKHOCTHOMY JIMIly WJIM YIOJHOMOYEHHOMY IpPEACTaBUTEIIO
MOJBEIOMCTBEHHOTO OpraHa MWJIM OpraHu3alliu BBIAACTCA TMpeAnucaHue o0 YCTpaHEHUU
BBISIBJICHHBIX HAPYILLIEHUH C YKa3aHMEM CPOKOB UX YCTPAHEHUS;

2) OopraHoOM MCHOJIHUTENBbHOW BJACTU B paMKaX KOMIIETEHIIMU TMPUHUMAIOTCS MEphl IO
KOHTPOJIFO 32 YCTPAaHCHUEM BBISBJICHHBIX HapylleHHH (B TOM YHCIE MYTeM MPOBEACHUS
BHEMJIAHOBBIX MPOBEPOK), MUX MPEIyNPEKACHHUIO, MPEAOTBPALICHUIO BO3MOXHOTO MPUYHMHEHUS
Bpela JKU3HHU, 3J0POBBIO TpaxkJaH, a TakKe Mepbl IO NPHUBICYECHUIO JHI, IOMYCTHUBIIMX
BBISIBJICHHBIE HAPYLIEHUsI, K OTBETCTBEHHOCTH;

3) B cnydae, eciad BBISBICHHBIC HapYIIEHUS OTHOCITCA K KOMIIETCHIIMM OpraHa,
YIIOJJHOMOYEHHOTO B COOTBETCTBUM C 3aKOHOJATENLCTBOM Poccuiickon denepauun OCyLIECTBIIATH
TOCYIapCTBEHHBIN KOHTPOJb B YCTAHOBJIEHHOW cdepe IesTeNbHOCTH, OpPraH HCIOJIHUTEIbHOU
BJIACTH HampapisieT MHGOPMAIIMIO O BBISBICHHBIX HApYIIEHUAX B OpraH TOCYJapCTBEHHOTO
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KOHTPOJIA 11O KOMIICTCHIIMH.
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