MHUHHUCTEPCTBO 3/IPABOOXPAHEHHMS POCCUMCKOM ®EJIEPAIINN

ITPUKA3
ot 21 nexadps 2012 r. N 1340n

OB YTBEPXKXJIEHUU ITOPAJKA
OPI'AHM3AIIMA U TPOBEJAEHUA BETOMCTBEHHOI'O KOHTPOJISI KAYECTBA
N BE3OITACHOCTHU MEJJUIIMHCKOU JEATEJBHOCTH

B cootBercTBuM ¢ wacThio 2 ctatbu 89 denepanbHoro 3akona ot 21 mosops 2011 r. N
323-®3 "OO6 ocHOBax OXpaHbl 370pOBbs TIpaxkiaaH B Poccuiickoit denepanun" (Cobpanue
3akoHoaarenbcTBa Poccuiickoit @enepannn, 2011, N 48, ct. 6724; 2012, N 26, ct. 3442; 2012,
N 26, cr. 3446) u momnynktom 5.2.205 TlomoxkeHuss o MHHHCTEPCTBE 3paBOOXPAHCHUS
Poccniickoit ®enepanuu, yTBEpKACHHOro IocraHoBiaeHueM IIpasurensctBa Poccuiickoin
®enepannn ot 19 urons 2012 r. N 608 (CobOpanue 3akoHoaarenbcTBa Poccutickoit denepanuu,
2012, N 26, ct. 3526), npuKa3bIBaio:

YTBepauTh MOPSAIOK OpraHU3aIMN U MPOBEACHUS BEIOMCTBEHHOIO KOHTPOJS KayecTBa U
0€30MacCHOCTH MEIUIIMHCKOMN JACSITEIIbHOCTH COTIIACHO MPUIIOKECHHIO.

Munuctp
B.N.CKBOPIIOBA

ITpunoxenue

K IpUKa3y MUHHCTEPCTBA 3/IpaBOOXPAHEHHUS
Poccuiickoit @enepanuu

ot 21 nexabps 2012 r. N 1340u

HNOPAIOK
OPI'AHM3AIIMA U TPOBEJAEHUA BETOMCTBEHHOI'O KOHTPOJISI KAYECTBA
N BE3OITACHOCTHU MEJULIUHCKOU JEATEJBHOCTH

1. Hacrosmmit Ilopsgok ycTaHaBiIuBaeT MpaBWiIa OpraHU3allMd W IPOBEICHUS
BEJIOMCTBEHHOT'0 KOHTPOJIsSI KauecTBa M O€30MaCHOCTH MEAMLMHCKOM JAesTeNbHOCTH (najnee -
BEJIOMCTBEHHBIN KOHTPOJIb).

2.  BegOMCTBEHHBI  KOHTPOJIb  OCylIeCcTBIsieTcs  (efepajibHBIMU  OpraHamMH
VCIIOJIHUTENIbHOM BJIACTM M OpraHaMH MHCIIOJIHUTENbHOM BiacTh cyObekToB Poccuiickoit
Deneparun (ganee - OpraHbl UCTIOJIHUTENBHON BIACTH) B TOJBEIOMCTBEHHBIX HM:

1) opranax (zajnee - MOoJBE€JOMCTBEHHbIE OpraHbl);

2) opraHu3zainusix, OCyIIECTBISIOMNX MEAUIUHCKYIO U (apMalleBTUYECKYIO JeSITeIbHOCTD
(tasiee - MoBEIOMCTBEHHBIE OPTaHU3ALIH).

3. 3ajayamMy BETOMCTBEHHOI'O KOHTPOJIS ABJISIIOTCS:

1) mpenynpexaeHue, BbISIBICHUE U MIPeceyeHre HapylleHuH TpeOoBaHMM K 00ecreueHuo
KadyecTBa U 0€30MaCHOCTH MEIMIIMHCKOM JeSTeTbHOCTH, YCTaHOBJIEHHBIX 3aKOHOAATENbCTBOM
Poccuiickoii @enepanuu 006 oXpaHe 3J0pOBbS TPaK]IaH;

2) npUHATHE MEp M0 MpEeceYeHHI0 U (WIM) YCTPAaHEHUIO MOCIEICTBUH M MPUYUH
HapyIICHUH, BBISIBICHHBIX B paMKax TOCYJapCTBEHHOI'O KOHTPOJS KauecTBa M 0O€30MacHOCTH
MEAMIMHCKON AESITEIbHOCTH;
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3) of0ecrneyeHne KayecTBa MEAMLMHCKOW ITOMOINM, OKAa3blBAEMOW B MEIUIIMHCKUX
OpraHu3alusIX, N0IBEJOMCTBEHHbIX OpraHaM UCIIOJHUTEIbHON BIACTH;

4) ompeneneHue IMOKa3aTeJe KauecTBa JESITEIIBHOCTU TMOJIBEIOMCTBEHHBIX OpPraHOB U
OpraHu3aIui;

5) cobmoneHne OO0BEMOB, CPOKOB W YCIOBHM OKa3aHWsS MEIUIMHCKONH TOMOIIM B
MEAMIMHCKUX OpraHu3alMsaX, MOIBEJOMCTBEHHBIX OpraHaM UCIIOJIHUTEIbHON BIACTH;

6) co3maHue CUCTEMBI OIICHKH JEATEIbHOCTH MEJUIIMHCKUX PAOOTHUKOB, YYaCTBYIOIIUX B
OKa3aHUU MEJIUIMHCKHUX YCIYT.

4. BeoMCTBEHHBIN KOHTPOJIb BKJIIOUAET MPOBEACHNUE IPOBEPOK:

1) cobmoneHuss MEIUIIMHCKUMHU OpraHH3alUsIMH IOPSAJIKOB OKa3aHHs MEAUIIMHCKON
IIOMOIIH U CTaHAAPTOB MEIULIMHCKOM ITOMOIIY;

2) cobmoieHUs] MEAUIIMHCKUMH OpraHu3alusIMy 0€30MacHbIX YCIOBUHM Tpyaa, TpeOoBaHUI
1o 0e30MacHOMY IMPUMEHEHMIO M JKCIUIyaTallMM MEAMLMHCKUX H3AEIUM U UX YTHUIM3ALUU
(YHUYTOXXEHHUIO);

3) cobmofeHus MEIUUUHCKUMH paOOTHUKAMH, PYKOBOIUTEISMH  MEIMIIMHCKUX
opranuzanuii, papManeBTH4ecCKUMI paOOTHUKAMU U PYKOBOIMUTENSIMU aNTEUHbIX OpraHU3aluil
OTpaHUYEHUH, TPUMEHSIEMBIX K HUM IIPH OCYIIECTBICHUH MPO(HECCHOHAIBHON A TETbHOCTH.

5. BeOOMCTBEHHBI KOHTPOJb OCYIIECTBISIETCS YIOTHOMOYEHHBIMHU JIOJDKHOCTHBIMHU
JUIAMHM OpraHa UCIOJHUTENbHOM BIacTH (Jlajee - JOJKHOCTHBIE JIMIA) B COOTBETCTBUM C MX
JOJKHOCTHBIMH OOSI3aHHOCTSIMHM Ha IMOCTOSIHHON OCHOBE JINOO MO PELICHUI0 PYKOBOJIUTENS HIIN
3aMECTUTENsI PYKOBOJIUTENSI OpraHa HCIIOJIHUTENbHOM BJIACTH Ha OCHOBaHWM IpUKa3za opraHa
UCIIOJTHUTENIbHOM BJIACTH.

6. Meponpustus 10 OCYLIECTBICHHUIO BEIOMCTBEHHOIO KOHTPOJSI JOJIKHBI OBITh
BKJIIOUEHBI B IIJIaHBI PA0OTHI OPTaHOB UCTIOJIHUTEIBHOM BIACTH.

7. BenOMCTBEHHBIM KOHTPOJIb OCYILECTBIISIETCSI TOCPEACTBOM IJIAHOBBIX U BHEIUIAHOBBIX
JIOKYMEHTapHBIX U (WJIK) BBIE3IHBIX TPOBEPOK.

8. IlnaHoBble MPOBEPKH B OTHOLICHWU IOJIBEIOMCTBEHHOI'O OpraHa WM OpraHU3alUu
OCYIIECTBIISIIOTCS HE Yallle YeM OJIUH pa3 B To/l.

9. BHemnnaHOBbIE IPOBEPKHU OCYILLIECTBIISIOTCS B CJIEAYIOIIUX CIy4asx:

a) MOCTYIUICHHE B OpPTaH HCIOJHUTEIBHON BiacTU oOpallleHuid TpaxaaH, FOPUIHYECKHX
JUI ¥ UHAUBUIYAJIbHBIX NpEeANpUHUMATENeH ¢ kajlobaMu Ha HapylIEeHUS MpaB M 3aKOHHBIX
MHTEPECOB MOJBEIOMCTBEHHBIMHY OpPraHaMH M OpraHUu3alusIMU;

0) B LIeJISIX KOHTPOJISI UCTIOJTHEHUS paHee BbIIAHHBIX OPYUYEHHUH TMO0 mpeInuCcaHMtii;

B) B LIEJIIX IIPOBEPKHU MPEICTABICHHBIX MOABEIOMCTBEHHBIMU OpraHaMM U OpraHU3alusIMU
CTaTUCTUYECKOM OTYETHOCTU MJIM JTAHHBIX MOHUTOPHUHTA;

I) HaaU4uusl TpHUKa3a PYKOBOAWUTENS OpraHa HCHOJHUTENbHOM BIacTH, W3JaHHOTO B
coorBercTBUM ¢ nopydeHusamu IIpesunmenra Poccuiickoit @Penepanmm, IIpaButenscrBa
Poccuiickoit ®eneparuu 1100 Ha OCHOBAaHMU TpeOOBAaHUS MPOKYpopa O MPOBEJCHUU
BHEIUIAHOBOM NPOBEPKM B paMKax HaA30pa 3a HCIOJIHEHHEM 3aKOHOB I0 MOCTYNMBIIUM B
Oprasbl IPOKYpaTypbl MaTepraliaM U 00paleHUSIM;

J) HECOOTBETCTBHS IOKa3aTejell JesATeNbHOCTH IOJIBEJOMCTBEHHOTO OpraHa WU
OpraHM3ali YCTAHOBJICHHBIM LIEJIEBBIM IIOKA3aTENIAM JEATEIBHOCTH;

€) HEBBINOJIHEHMs IOJBEIOMCTBEHHBIM OPraHOM WJIM OpraHu3aluedl yCTaHOBJIEHHBIX
00BEMOB IOCYIaPCTBEHHOTO 33JaHUsI [0 OKa3aHUIO MEUIIMHCKOM MOMOIIH.

10.  [JoxymeHTapHble  MpPOBEPKH  MPOBOJATCS  MYyTEM  aHajdu3a  JIOKYMEHTOB,
IIPEJICTABICHHBIMU TOJBEAOMCTBEHHBIMH OpraHaMM M OpraHu3alusMH, B TOM YHCIE
CTaTUCTUYECKOM OTYETHOCTU U JAHHBIX MOHUTOPHHTA.

11. TIlpoBepku TpuU OCYLIECTBICHHMM BEJOMCTBEHHOTO KOHTPOJIL IO 00beMy
MOJIPa3eAI0TCs Ha 1eJIEBbIe U KOMIUJIEKCHBIE.

12. IleneBble NpPOBEPKHM NPOBOAATCS B pPaMKaX PpPacCMOTPEHHUS KOHKPETHOTO Ciydas
OKa3zaHusl (HEOKa3aHWs) TpakIaHWHY MEIWIIMHCKOW TOMOIIHM, OOpaleHus, KajmoObl, (akra,
OTJIENIbHBIX IT0KA3aTeNel 1eATENbHOCTH MOABEAOMCTBEHHOIO OpPraHa Wi OpraHu3aliH.
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13. KoMmIuleKCHbIE TPOBEPKH TMPOBOAATCA B LEISIX HCCIEIOBaHUS COBOKYIHOCTHU
MoKazaTeJiel, CirydaeB, 0OpalleHui, xano0, (akToB, 0000IIEHHBIX 110 OJJHOPOAHOMY MPU3HAKY,
a TaKKe JeSATEIIbHOCTH MOABEIOMCTBEHHOIO OpraHa WM OpraHU3ally B LIEJIOM.

14. Ilpm mpoBeneHUM MPOBEPOK CPOK TMPOBEACHHS KaXKIOrO BHUAA IPOBEPKH,
PeyCMOTPEHHOT0 HAacTOSAIMM [lopsiikoM, He TOJDKEeH MPEBIATh IBAANATh pA00UYHX JTHEH.

B uckimounTeNnbHBIX ClTydasx, CBS3aHHBIX C HEOOXOAMMOCTBIO MPOBEICHUS CIOXKHBIX U
(um)  JUIMTENBHBIX  MCCIIEJOBAaHMM, OSKCIEPTU3, aHaJU30B, OLEHOK Ha OCHOBAaHWUHU
MOTHUBHUPOBAHHBIX MPEJIOKEHUHN JOIKHOCTHBIX JIMI, TPOBOASIINX MIPOBEPKY, CPOK MPOBEICHUS
IPOBEPKH MOXET OBITh MPOJUIEH PYKOBOJUTEIIEM OpraHa HCIOJIHUTEIBHOW BIACTH MM €ro
3aMecTuTeNeM, HO He Ooiee YeM Ha JBaAlaTh pabouux JHEH.

Cpok mpoBeleHusl KaXJI0M W3 MPOBEPOK, MPEAYyCMOTPEHHBIX HacrosmuM llopsakom, B
OTHOIIEHMH TMOJIBEJOMCTBEHHOIO OpraHa WM OpraHu3aliH, OCYUIECTBISIONIETO CBOIO
NESTEIbHOCTh Ha  TEPPUTOPHSIX  HECKONBKMX  CyObekToB  Poccuiickoii ~ dDenepanuu,
YCTaHABIMBAETCS OTAEIBHO TO KaxaoMmMy ¢uiuany, NpeACTaBUTEIbCTBY, 000COOICHHOMY
CTPYKTYPHOMY TMOAPA3JCICHHUIO, MPU 3TOM OOIIUI CPOK MPOBEACHHUS MPOBEPKH HE JIOJIKEH
MPEBBILIATH IECTHAECAT PaOOUUX JTHEH.

15. Ilpu mpoBepke COOMIOACHUS MEIUIMHCKHUMH OPTaHM3AlUAMH TOPSIKOB OKAa3aHUS
MEAUIIMHCKON MTOMOIIH OIEHUBAIOTCS:

1) coGmroieHue BBIMTOITHEHHS TANOB, YCIOBUN U CPOKOB OKA3aHHUS MEIUIIMHCKOW TOMOIIH
M0 COOTBETCTBYIOIIEMY BUIY, MPOoGUIIi0 3a00IeBaHUI WU COCTOSIHHUIA;

2) COOTBETCTBHE OpraHU3aluu JESITENbHOCTH MEIUIMHCKOM  OpraHu3aluu, ee
CTPYKTYpHOTO TOApa3JeieHusi, Bpauya TpeOOBaHUSIM TMOJOKEHUM, pPEeriaMeHTUPOBAHHBIX
NOpSAJKaMU OKa3aHUsl MEAUIIMHCKON TOMOIIIH;

3) cobmoneHue TpeOOBaHMI CTAaHAAPTOB OCHAICHUS MEAUIMHCKONW OpraHu3alluu, ee
CTPYKTYPHBIX IOAPA3IACIICHN;

4) COOTBETCTBUE ILITATHOTO PACHHCAHUS PEKOMEHIYEMbIM IITATHBIM HOPMATHUBAM;

5) cOOTBETCTBUE AEATEILHOCTH OPraHU3AlMN UHBIM YCTAHOBJIEHHBIM IOJIOKEHUSAM UCXO]
U3 0COOEHHOCTEH OKa3aHUs MEIULUHCKON ITOMOIIIH.

16. Ilpu npoBepke CcOOIMIOACHUS MEAMLMHCKMMM  OpTraHU3alMsIMU  CTaHJApPTOB
MEAUIIMHCKON MTOMOIIH OI[CHUBAIOTCS:

1) cobmroeHne BBIMOTHEHUS MEIUIUHCKUX YCIYr B 3aBHUCHUMOCTH OT YCPEIHEHHBIX
nokaszareiae 4YacTOThl M KpPaTHOCTM HMX TNPUMEHEHHUs, OOOCHOBAaHHOCTb Ha3HAUYEHUS
MEAMIMHCKUX YCIIYT, UMEIOIUX YCPEIHEHHYIO YacToTy MeHee 1,0, MoJHOTa BBIMOIHEHUS! YCIYT
¢ ycpeaHeHHo# yactotoil 1,0;

2) 000CHOBaHHOCTh M TOJIHOTA Ha3HAYEHHUS JIEKAPCTBEHHBIX IpErnapaToB, KOMIIOHEHTOB
KpOBHY;

3) 00OCHOBAaHHOCTb M MOJHOTA HA3HAUYEHHUsS HUMIUIAHTUPYEMBIX B OpraHM3M YeloBeKa
MEANIMHCKUX U3IEINH;

4) 000CHOBAaHHOCTh M TIOJHOTA HA3HAYEHMsS] BHJOB JIEUEOHOTO MHUTAHUs, BKIIOYAS
CHeHaTU3UPOBAHHBIE IPOLYKTHI JIEYEOHOTO TUTAHUS;

WHBIE TIOJIOKEHUS, UICXOIS M3 0COOCHHOCTEN 3a00IeBaHus (COCTOSIHUS ).

17. Tlpu mpoBepke COOJIIOJEHUS METUIMHCKMMHU OpraHMU3alusMU O€30MacHbBIX YCIIOBHI
TpyZaa, TpeOoBaHUI MO 0e30macCHOMY MPUMEHEHUIO M AKCIUTyaTallil MEAUIMHCKUX HM3AETud U
UX yTWIM3alUU (YHUYTOXKEHHUIO) OLEHUBAIOTCA:

1) cooTBeTcTBHME HOPMATHBAa YHCIEHHOCTH CIIY)KObl OXpaHbl TpyAa TpeOOBaHUSIM
TPYAOBOro 3aKoHoaarenbcTBa Poccuiickon denepannu;

2) ypoBeHb MOJArOTOBKHU CHEIHAIMCTOB 110 OXPaHE TPy/Aa U MOBBIIICHUE UX KBATU(PUKAUY;

3) opranuzanus o0yueHust pabOTHUKOB 0€30IaCHBIM METOAAM U MPUEMaM TPY/Ia;

4) mpenocraBieHue pabOTHUKAM, 3aHSATHIM Ha paboTax ¢ BPEIHBIMHU U (WUJIM) OMACHBIMHU
YCIOBUAMHU TPYZa, KOMIIEHCAIMH, YCTAHOBJICHHBIX 10 Pe3yJbTaTaM aTTecTallud paboyux MecT
0 YCIIOBUSIM TPYAAQ;

5) obecneueHHOCTh PaOOTHUKOB CPEACTBAMU HMHIMBHUIYaJIbHOM 3alllUThI, MOJOKOM WU


consultantplus://offline/ref=66DB49E2D4CCA2244B6602E7FD96001FC1425C93F101C312E7669B320EY0N
consultantplus://offline/ref=66DB49E2D4CCA2244B6602E7FD96001FC1425C93F101C312E7669B320EY0N
consultantplus://offline/ref=68F65806DE89571EA8E44301E299B6B816A88ACAC0E5E981494E4AF01AYEN
consultantplus://offline/ref=68F65806DE89571EA8E45C1EE499B6B815A88ECAC6EAB48B411746F2A97E3A0D3BD0311712Y7N
consultantplus://offline/ref=68F65806DE89571EA8E44301E299B6B811AD89C9C6E5E981494E4AF0AE71651A3C993D1520F3A214Y7N

IPOAYKTaMH, €r0 3aMEHSIOIIMMH, JIEYEOHO-TIPOPHUIAKTHUECCKUM MUTAaHHEM;

6) cobmonenne TpeOboBaHMIT 0€30MACHOCTH MEIUITMHCKHUX HW3JIETUH, MPeTyCMOTPEHHBIX
HOPMAaTUBHOM JOKYMEHTaLUEH IPOU3BOUTEII;

7) cobOmoaeHue TpeOOBaHMM K yTHIM3AIUMU (YHHUYTOXKEHHUIO) METUIIMHCKUX W3/CIHH,
IIPEyCMOTPEHHBIX TEXHUUECKOM U 3KCILTyaTallMOHHOM TOKYMEHTALMEN ITPOU3BOIUTENS;

8) coburoieHre yCTaHOBIICHHBIX TPaBUII B cepe oOpalleHns MeAUIIMHCKUX U3]IEIHIA;

9) BbIMONHEHUE 0053aHHOCTEN 10 COOOIICHUIO CBEJICHUM, YKa3aHHBIX B 4acTH 3 cTaThi 96
®epnepanpHoro 3akoHa ot 21 HosOps 2011 r. N 323-®3 "OO6 ocHOBax OXpaHbBl 3710POBBS
rpaxnaan B Poccuiickoit @eneparuun” (CobOpanue 3akoHomarenscTBa Poccuiickoit denepanuu,
2011, N 48, ct. 6724; 2012, N 26, ct. 3442, 3446).

18. Ilpm mnpoBepke COONIONEHHUS MEIUIMHCKAMHU pPaOOTHUKAMH, PYKOBOJUTEIISIMH
MEAMIMHCKUX OpTraHu3aluid, papManeBTUYECKUMH PA0OTHUKAMHU U PYKOBOJIUTENISIMU allTeYHBIX
OpraHu3aliii OrpaHWYCHUH, NMPUMEHSAEMBIX K HUM IPH OCYIIECTBICHUU NPOo(ecCHOHAIbHOM
JESITEIbHOCTH, OLICHUBAIOTCSI:

1) Hamuyue AOrOBOPOB O NPOBENCHUM KIMHUYECKUX MCCIEAOBAHUN JIEKAPCTBEHHBIX
[penapaToB, KIMHUYECKUX HCHBITAHUN MEIUIIMHCKUX HM3JENnd, a Takke 00 OCYIIEeCTBICHUU
MEIUIIMHCKUM paOOTHUKOM MEJaroru4eckoi u (Uin) HayqyHOU JesTeNbHOCTH;

2) AOroBOpBHl O TOCTaBKaX JIEKAPCTBEHHBIX IMpPENaparoB, MEIUIMHCKUX W3JAETIUi Ha
IpeIMeT Haluuus B HUX YCJIOBMM O Ha3HAYEHWU WM PEKOMEHJAlUU MalnueHTam Ju0o o
MPEJIOKEHIHN HACETICHHIO OTIPEIeJICHHBIX JIEKAPCTBEHHBIX MIPENapaToB, MEAUIIMHCKUX WU3/ICIHIA;

3) yTBEpKICHHBIA aJMUHHUCTpAIMEN MEIUIIMHCKOW OpraHu3alii TMOPSIO0K y4acTUs
Mpe/CTaBUTEeNIe OpraHu3alui, 3aHUMAIOIIUXCS pPa3padOTKOW, MPOU3BOJICTBOM U (MIIK)
peanu3alyel JIeKapCTBEHHBIX MIPENapaToB, MEAUIIMHCKUX U3/ENINN, OpraHu3aluii, o0iagaronmx
mpaBaMM Ha HCIOJB30BaHWE TOProBOIO HAMMEHOBAaHHUS JIEKAPCTBEHHOTO IIperapara,
OpraHM3alyil ONTOBOM TOProBIM JIEKAPCTBEHHBIMU CPEACTBAMHU, ANTEUYHBIX OpraHM3alMil (Ux
npeIcTaBuTeNel, WHBIX (U3MUECKUX U IOPUAMYECKUX JIMI, OCYIIECTBISIONIUX CBOIO
JESATEIbBHOCTh OT MMEHM JTUX OpraHu3anuil) (lajsee COOTBETCTBEHHO - KOMIIaHMS,
MPEJICTAaBUTENIb KOMIIAHWK) B COOpaHUSAX MEIULUHCKUX PAOOTHUKOB M MHBIX MEPONPUSTHUSX,
CBSI3aHHBIX C TIOBBIICHHEM WX TNPOPECCHOHANBHOTO YPOBHS WJIH TPEIOCTABICHUEM
uH(pOopMaLnH, TPeayCMOTPEHHOM yacThio 3 ctaThu 64 @enepanbHOro 3akoHa ot 12 ampens 2010
r. N 61-®3 "OG6 oOpamenun nekapcTBeHHbIX cpenctB" (CoOpaHue 3aKOHOAATENHCTBA
Poccuiickoit @enepannn, 2010, N 16, ct. 1815, N 31, ct. 4161, N 42, c1. 5293, N 49, ct. 6409;
2011, N 50, ct. 7351; 2012, N 26, ct. 3446) 1 yactbio 3 ctathu 96 DenepanbHOro 3akoHa ot 21
HOsA0ps 2011 r. N 323-®3 "O6 ocHOBax oXpaHbl 310pOBbs rpaxaaH B Poccuiickoit deneparun”;

4) opranuzanus padoThl, HAPaBICHHON Ha MpeAyNpeKIeHHE HapyILIEHUH MEeTUIIUTHCKUMU
paboTHUKaMU #u (apMalleBTUUECKUMU paOOTHUKAMU OTPAaHUYEHUH, YCTAHOBJICHHBIX CTaTheil 74
®enepanpHoro 3akoHa oT 21 Hos6ps 2011 r. N 323-®3 "OO ocHOBax OXpaHbI 3JI0POBBS
rpaxaad B Poccuiickoit ®enepauuu", B TOM uuclie N0 HHGOPMHUPOBAHUIO MEIUIIMHCKUX
paboOTHUKOB, (apMaleBTHUECKUX pPAOOTHUKOB, KOMITAHWM, TpEICTABUTENIEH KOMIIAaHWM W
rpaxjad o0 YCTaHOBJIEHHBIX 3alpeTax Ha COBEpUICHHWE ONpEAETeHHbIX JeHCTBUH U
OTBETCTBEHHOCTH 3a MX COBEPILIEHUE;

5) oOpamieHusi rpakaaH, COAEp)KallMe CBEACHUS O MPEJOCTaBIEHUH HEIOCTOBEPHOIA,
HEMNOJHOW WM HMCKaKeHHOW MH(OpMalMKu 00 UCHOIB3YeMbIX IIPU Ha3HAUYEHUU Kypca JICUEHHS
JIEKAPCTBEHHBIX IIpenaparax, O MEIULIMHCKUX W3JENUsAX, BKIIOYas COKPBITHE CBEIECHUU O
HaIUYUU B OOpallleHUH aHAJOTUYHBIX JIEKAPCTBEHHBIX MPENapaTroB, MEAMIIMHCKUX HW3JIEIHH,
160 0 HAIMYKMK B alITEYHOM OpPraHM3aIMU JIEKAPCTBEHHBIX MPENapaToB, UMEIOIINX OJMHAKOBOE
MeX1yHapOJAHOE HEMAaTeHTOBAaHHOE HAUMEHOBaHUE, MEIMIIMHCKUX U3JEINUN, BKIIIOYask COKPBITHE
uH(pOpMAIlMM O HAJIWYWU JIGKAPCTBEHHBIX MPENapaToB M MEIUIWHCKUX H3ICNUN, HMEIOIIIX
0oJsiee HU3KYIO LIEHY.

19. O mpoBeneHUM IUIAHOBOM MPOBEPKH IOJBEJOMCTBEHHBIE OpPraHbl WJINM OpraHU3aluu
YBEJIOMJISIFOTCS ITyTEM HampaBieHUs] KOMMH MTPHKa3a O MPOBEICHUHU MPOBEPKHU HE MO3JHEE YEM 32
TpU pabOYMX JHA J0 Hayaja ee IpOBEICHUS.
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20. O npoBeneHNH BHEIUIAHOBOW MPOBEPKHU MOJBEAOMCTBEHHBIM OpraH WIM OpraHu3anus
YBEJIOMJISIOTCS JIFOOBIM JOCTYIHBIM CHOCOOOM HE MEHee 4YeM 3a JBaJlaTh 4YeThIpe yaca A0
HayaJa ee IPOBEICHHUS.

B ciydae, ecim B pe3yiapTaTe JEATEIBHOCTH IOJBEIOMCTBEHHOIO OpraHa Hid
OpraHM3aly IPUYUHEH WU NIPUUYMHSETCS BPE KU3HU, 310POBbIO I'PaXAaH, NPEABAPUTEIbHOE
YBEIOMJICHHE YKa3aHHOM OpraHM3alMM O Hadaje INPOBEACHHsS BHEILUIAHOBOW IIPOBEPKH HE
TpeOyercs.

21. K npoBepkaM IpH OCYIIECTBICHUHM BEJOMCTBEHHOI'O KOHTPOJIS MOTYT IPHUBJIECKATBCS
HayyHble U MHBIC OpPraHU3AllMM, YYEHBbIE U CHELMAIUCTHI (Aajee - SKCIEPTHbIE OpPraHU3allH,
9KCHEpPThl), 3a MCKIIOYEHUEM JIMI, COCTOSIIIMX C IIOJBEJIOMCTBEHHBIM OpPraHOM WU
OpraHM3alell B TPYJOBBIX WM UHBIX IOTOBOPHBIX OTHOIIECHHUSX.

22. IlpoBepkH mNpPOBOIATCA HAa OCHOBAHMM IIPUKA3a PYKOBOIUTEN, 3aMECTHUTENSA
PYKOBOJMTENSL OPraHa UCIOJHUTEIBHOM BJIACTH, B KOTOPOM YKa3bIBAOTCSL:

1) HauMeHOBaHUE OpraHa BEJJOMCTBEHHOTO KOHTPOJIS;

2) ¢amwinu, WMEHa, OTYECTBA, JODKHOCTU JOJDKHOCTHBIX JIUI], YIIOJTHOMOYEHHBIX Ha
IIPOBEJCHUE TIPOBEPKH, a TAKXKE IPUBICKAEMBIX K IIPOBEACHUIO IPOBEPKH JKCIEPTOB,
IIPEACTABUTENEH SKCIIEPTHBIX OpraHU3aLN;

3) cBedeHHMs O MEIUIIMHCKON oOpraHu3anuu (HaMMEHOBaHUE IOPHJIMYECKOro JIMLA),
IIPOBEpPKa KOTOPOU MIPOBOAUTCS;

4) nenu, 3a1a4u, BUJI, IPEAMET IPOBEPKHU U CPOK €€ ITPOBEACHUS;

5) npaBOBbIE OCHOBAaHMSI IPOBEIECHUS TPOBEPKU;

6) CpOKHM MNpOBEICHHMsS WU IEPEeYeHb MEPONPHUATHH IO KOHTPOJIIO, HEOOXOIUMBIX JUIs
JIOCTHKEHUS 1IeJIed U 3a/1a4 POBEICHUS [IPOBEPKH;

7) mnepeueHb HOPMATUBHBIX AaKTOB, PETYIUPYIOIIUX IPOBEJCHUE MEPONPUATHHA MO
KOHTPOJIIO;

8) nepeueHb JOKYMEHTOB, IIPEJICTaBIEHUE KOTOPBIX HEOOXOAUMO Ul JOCTHIKEHUS Lieei
Y 3aj1a4 IPOBEJCHUS IPOBEPKH;

9) nathl Hauasa ¥ OKOHYAHUsI TPOBEACHHUS IIPOBEPKH.

23. Bole3nHas mpoBepKa HAYMHAETCS C MPEIAbSIBICHUS JIOJKHOCTHBIMH JIMIIAMU OpraHa
UCTIOJIHUTENIBHOW ~ BJIACTU  CIY)KEOHOTO  yJIOCTOBEpEHMsI, 00s3aTe€IbHOTO  O3HAKOMIIEHUS
PYKOBOJIUTENS, MHOTO JOJDKHOCTHOIO JIMIA MM YIHOJHOMOYEHHOTO  IPEJCTABUTEINS
MEAMIMHCKOW OpPraHMU3allMM C NPUKA30M PYKOBOIMTENS, 3aMECTUTEN PYKOBOAMTENS OpraHa
UCIIOJIHUTENIbHOM BJAacTH O HA3HAYeHWM MPOBEPKH (MPU HAIMYUU) M C TOJTHOMOYMSIMU
IPOBOASIIMX BBIE3JHYI0 IIPOBEPKY JHI, a TaKKe C LEIIMH, 3aJa4aM{, OCHOBAaHUSIMU
IPOBEJEHUS MPOBEPKH, BUJAMH U 00BEMOM MEPOIPHUSITHI MO KOHTPOJIO, COCTABOM 3KCIEPTOB,
IIPEJICTAaBUTENIAMHA JKCIIEPTHBIX OPraHU3allii, NPUBIEKAEMBIX K IPOBEPKE, CO CPOKaMHU H C
YCIIOBUSIMU €€ MPOBE/ICHHUS.

24. JIOMKHOCTHBIE JIML@ OPraHoOB HWCIHOJHUTENIBHOM BJIACTM IPU  IPOBEIACHHUH
BEJJOMCTBEHHOT'O KOHTPOJISI UMEIOT IIPABO:

1) ocymecTBisATh TNOJy4YeHHE, CcOOp M  aHaIU3 CBEJCHMH O  JIeATEIbHOCTH
M10JIBEJOMCTBEHHOI'O OpraHa WM OpraHu3aluy;

2) 3HAaKOMHUTBHCS C JIOKyMEHTaMHM, CBSI3aHHBIMM C LEJISAMH, 3aJa4aMd M IPEIMETOM
BEJJOMCTBEHHOTO KOHTpOJIL, B TOM YHCIE C MEIUIUHCKUMHU JOKYMEHTaMH TpaxaaH <I>,
CHUMAaTh KONHMM C YKa3aHHBIX JIOKYMEHTOB, a TaKXe MPOU3BOAMTH B HEOOXOIMMBIX CIydasx
(GoTO- ¥ BUJICOCHEMKY IIPU OCYLIECTBICHUH OCMOTpa U 00CII€JOBaHUS;

<1> B cootBerctBun ¢ myHKToM 10 wactm 4 cratenm 13 dPenepanpHOro 3akoHa ot 21
HOA0ps 2011 r. N 323-®3 "O6 ocHOBax oXpaHbl 310poBbs rpaxaaH B Poccuiickoit deneparun’.

3) AOCTYyIla B HCHOJB3YCMBIC IMOABCAOMCTBCHHBIM OPraHOM H OpFaHI/ISaHI/Ieﬁ npu
OCYIICCTBJICHUHN ACATCIBHOCTH TCPPUTOPUHU, 3AaHUA, CTPOCHUA, COOPYKCHHA, NMOMCHICHUA, K
HCIIOJIb3YCMbIM 060py,£[013aH1/1}0, HOI[O6HLIM 06’LCKTaM, TPAHCIIOPTHBIM CPEACTBAM,;
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4) opraHM30BBIBATH MPOBEACHUE HEOOXOAMMBIX HCCIEAOBAHUN, SKCIIEPTH3, aHAIH30B U
OIICHOK, B TOM YHCJIE KCIIEPTU3 KaueCTBa MEIUIIMHCKON TTOMOIIIH.

25. JIOJKHOCTHBIE JTUTIA TIPY TTPOBEICHUH BEIOMCTBEHHOT'O KOHTPOJISI OOSI3aHBI:

1) cobmronaTe 3akoHOmaTenbCcTBO Poccuiickoit deneparuu, rnpaBa U 3aKOHHBIE WHTEPECHI
MIPOBEPSIEMBIX MO/IBEIOMCTBEHHBIX OPraHOB M OPraHU3aLIU;

2) MPOBOANTH MPOBEPKY BO BPEMSs UCIIOJIHEHHS CITY>KEOHBIX 00s3aHHOCTEH;

3) mpenocTaBisATh PYKOBOAUTENIO0, HHOMY JOJDKHOCTHOMY JIMIY WM YHOJHOMOYEHHOMY
MIPEACTABUTEINIO MPOBEPSAEMOTO OpPTraHa WJIM OpPTaHU3aIlH, IPUCYTCTBYIONIEMY MIPU MPOBEICHUN
MPOBEPKHU, HHPOPMAITUIO U IOKYMEHTHI, OTHOCSIIIUECS K TIPEIMETY IPOBEPKU;

4) 3HAKOMUTb PYKOBOIMUTENS, HWHOE JOJDKHOCTHOE JIMII0O WJIM YIOJHOMOYEHHOTO
MPEACTABUTENSI MPOBEPSEMOr0 OpraHa WM OpraHU3alMu C pe3yJbTaTaMHU MPOBEPKU, B TOM
YHUCJIE C aKTOM MPOBEPKH;

5) coOnroaTh yCTaHOBJICHHBIE HACTOSIIIM [1OpSIIKOM CPOKH MTPOBEICHUS TIPOBEPKH.

JlocTyn K CBEIEHUSIM, COCTABJISIFOIIIUM TOCYJAPCTBEHHYIO M MHYIO OXPaHSAEMYI0 3aKOHOM
TallHy, OCYIIECTBIIIETCS C COOMIOJeHHEeM TpeOOBaHUK 3aKOHOAATENhCTBA Poccuiickoi
denepanuu.

26. PykoBomutenb, MHOE OJDKHOCTHOE JIMIIO WJIM YIOJTHOMOYEHHBIM MPEICTaBUTENb
MIPOBEPSEMOT0 OpraHa WU OPraHU3allUi MPU MPOBEIECHUU MEPOIPHUSATHI MO BEIOMCTBEHHOMY
KOHTPOJIIO UMEIOT MIPaBo:

1) mpucyrcTBOBaTh MpU NPOBEACHUM NPOBEPKH, [aBaTh OOBSICHEHHS IO BOMIpOCaM,
OTHOCSIIIIUMCSI K TIPEIMETY MIPOBEPKHU;

2) moiy4ath OT OpraHOB HCIOJIHUTEIbHON BJIACTH, UX JTOJDKHOCTHBIX JUI] MH(GOpPMAIHUIO,
KOTOpasi OTHOCUTCA K TIPEAMETY IPOBEPKHM U TMPEJOCTABICHHE KOTOPOH MPEayCMOTPEHO
3aKOHOJaTeIbCTBOM Poccuiickoit denepannu;

3) 3HAaKOMUTBCA C pe3yJibTaTaMu BEJOMCTBEHHOTO KOHTPOJIS,

4) oOxanoBarh JnelcTBHS (0e31eCTBUE) JMODKHOCTHBIX JIMI, IOBJICKIIHME 3a COOOM
HapylleHHe MPaB MPOBEPSIEMOro OpraHa WM OpraHU3alliH, IPU MPOBEICHUH BEIOMCTBEHHOTO
KOHTPOJISI, B IOPSAJIKE, YCTAHOBJICHHOM 3aKOHOaTeNnbCcTBOM Poccuiickoit denepanuu.

27. PykoBomutenb, MHOE OJDKHOCTHOE JIMIIO MJIM YIOJTHOMOYEHHBIM MpPEICTaBUTEINb
MIPOBEPSEMOT0 OpraHa WU OPraHU3allUi MPU MPOBEIECHUU MEPOIPHUSATHI MO BEIOMCTBEHHOMY
KOHTPOJIIO 00S13aHbI:

1) mpenocTtaBUTh KOMUH JOKYMEHTOB U TIOSICHEHUS 1O 3allpOCy OpraHOB MCHOIHUTEIHLHON
BJIACTH TIPH MPOBEJICHUU TTPOBEPKU;

2) TpeaocTaBUTh JOJDKHOCTHBIM  JIMIIAM, TPOBOJSALIMM IPOBEPKY, BO3MOKHOCTh
O03HAKOMHUTBCS C JOKYMEHTaMH, CBSI3aHHBIMH C I1EJSIMH, 3aJa4yaMd W TPEIMETOM
BEJJOMCTBEHHOTO KOHTpOJISI, a Takke 00€CIeYUTh JOCTYI MPOBOISIIMNM BBIC3JHYIO MPOBEPKY
JIOJDKHOCTHBIM  JIMI]aM Ha TEPPUTOPHIO, B MCIOJIb3yeMble TPOBEPSEMBIM OPTraHOM MM
OpraHu3aleil MNpu OCYUIECTBICHUU JACATEIbHOCTH 3/JaHUs, CTPOCHHS, COOPYKEHUS,
MOMEMICHHUS,, K HCIOJIb3YEeMbIM O00OPY/IOBaHUIO, TIOJOOHBIM OOBEKTaM, TPaHCIOPTHHIM
cpencTBam.

28. Tlo pe3ynpTaTaM MpPOBEPOK B pPaMKax BEIOMCTBEHHOTO KOHTPOJIS JIOKHOCTHBIMHU
JUIAMU OpraHa MWCIOJHUTEIbHOM BIACTH, MNPOBOASIIMMHU IPOBEPKY, COCTABISETCA aKT
MIPOBEPKHU.

B akTe npoBepkH yka3bIBatOTCS:

1) mata, BpemMsi 1 MECTO COCTABJICHUS aKTa MPOBEPKU;

2) HaMMEHOBAaHHE OpraHa BeIOMCTBEHHOTO KOHTPOJIS;

3) nmata W HOMEp TpHKa3a pPYKOBOIUTENS, 3aMECTHUTENSI PYKOBOIUTENSI OpraHa
WCIIOJIHUTENIbHON BJIACTHU O MPOBEACHUU IIPOBEPKH;

4) pamunmu, MeHa, OTYECTBA U IOJDKHOCTH JTOJDKHOCTHBIX JIHII, POBOIUBIIHX ITPOBEPKY;

5) cBeleHUs O MPOBEPSEMOM OpraHe WM OpraHHu3aliy (HaUMEHOBAaHUE, FOPHINYECKUIN
azpec, a Takxke (GpaMuiaus, UMs, OTYECTBO U JOJIKHOCTh PYKOBOJMTENS, HHOTO JOHKHOCTHOTO
JUIA WIK YIIOJIHOMOYEHHOTO MPEICTABUTENS, TPUCYTCTBOBABIIETO MPU MPOBEAECHUU TPOBEPKH);



6) nara, Bpemsl, IPOJOJIKUTEILHOCTh U MECTO IIPOBEJECHUS IPOBEPKH;

7) cBeleHUsT O pe3ysbTaTax MPOBEPKH, B TOM YHMCIIC O BBIABICHHBIX HApyIIEHHsX, 00 UX
XapakTepe U O JINIAX, JOIIYCTUBIINX YKa3aHHBIE HAPYIICHU,

8) cBemeHuss 00 O3HAKOMIICHHMHM WJIM OTKa3e B O3HAKOMIICHHH C aKTOM IIPOBEpPKHU
PYKOBOAUTEIIA, HUHOTO JOJIZKHOCTHOI'O Jna 150) 050 YIIOJTHOMOYCHHOT'O MNpeaACTaBUTCIIA
NPOBEPSIEMOT0 OpPTraHa WM OpraHU3alliy, IPUCYTCTBOBABIIIETO TIPU TIPOBEICHUH TPOBEPKH;

9) noanucyu KOIKHOCTHBIX JIULL, IPOBOJUBIINX IPOBEPKY.

29. K aKkTy NHpOBEpKH NPWIATAIOTCS IPOTOKOJBI MM 3aKIIOYCHHUS 10 pe3ysibTaTaM
MMPOBCACHHBIX HCCHGI[OBaHHﬁ, OKCIICPTU3, aHAJIMN30B, OICHOK, 00bBsIcHEHNS pa6OTHI/IKOB
NPOBEPSEMOr0 OpraHa WM OpraHW3alli, Ha KOTOPBIX BO3JIaracTcsi OTBETCTBEHHOCTh 3a
BBISAIBJICHHBIC HApPYHMICHUSA, IMPCATINCAHUSA 06 YCTpaHCHUU BbIABJIICHHBIX HapymeHI/Iﬁ U HHBIC
CBSI3aHHBIC C PE3yJIbTaTAMH ITPOBEPKH TOKYMEHTHI HJTH UX KOITHH.

30. AkT mpoBepku O(OPMIISETCS HEMOCPEICTBEHHO IIOCIE €€ 3aBepIICHUs B ABYX
AK3EMIUISIPaX, OJMH U3 KOTOPHIX C KOMHUSIMH MPUIOKCHUN HAIIPABISETCS B TOJBEIOMCTBEHHBIN
OpraH WJIM OpraHu3alUi0 JIMOO BPYYaeTCs PYKOBOAWUTENIIO WM  YIOJIHOMOYEHHOMY
NPEJCTaBUTEII0 YKAa3aHHOTO OpraHa WJIM OPTraHU3aIliH 07 PAaCHHCKy 00 O3HaKOMIJICHHH JHOO
00 0TKa3e B 03HAKOMJICHHUH C aKTOM ITPOBEPKH.

31. B ciydae ecnu Ui COCTABJICHUS aKTa MPOBEPKH HEOOXOAUMO TMOJIYyYUTh 3aKIIOUYCHHUS
1o pe3yibTaTaM TPOBEACHHBIX HCCIICOBAHMM, SKCIIEPTH3, aHAIM30B, OICHOK, aKT MPOBEPKHU
COCTABJIICTCSI B CPOK, HE TMPEBBIIAOIIUN TpeX pabovMx JHEH TOCie IMOJYyYCHHS OPraHOM
UCTIOJTHUTEIIEHOW BJIACTU COOTBETCTBYIOIIETO 3aKIIOYCHUSI.

32. [Ipu BBISIBIICHUH B XOZI€ TPOBEPOK HAPYIICHU:

1) pyKOBOIUTENIO, NHOMY JOJKHOCTHOMY JIMIYy WMJIM YIIOJHOMOYEHHOMY IIPEJICTABUTEIIO
MOJIBEJIOMCTBEHHOTO OpraHa WM OpraHW3allid BBIJACTCA NpEANHcaHue 00 YCTpaHCHHU
BBISIBJICHHBIX HAPYILICHUH C YKa3aHUEM CPOKOB UX YCTPAHECHUS;

2) opraHOM HCHOJHHUTEIILHOW BJIACTH B pPaMKaxX KOMICTCHIIMH HPUHHMAIOTCS MEpPBI IO
KOHTPOJIIO 3a YCTPAaHEHUEM BBISBICHHBIX HapyLIEHUH (B TOM 4YHUCIE IyTeM MPOBEACHUS
BHEIUIAHOBBIX MPOBEPOK), HX MPEIYNPESKIACHUIO, MPEIOTBPAIICHUI0 BO3MOXKHOTO MPUYHMHECHUS
Bpc€aa JXWU3HU, 3J0POBbBIO I'paKaaH, a TaKXE MCEPLI IO MNPUBJIICUCHUIO JIML, JOIMYCTHBIIUX
BBISIBIICHHBIC HAPYIICHUS, K OTBETCTBEHHOCTH;

3) B ciydae, €clid BBbISIBICHHbIE HApYyLIEHUS OTHOCITCS K KOMIIETEHIMM OpraHa,
YIIOJTHOMOYEHHOTO B COOTBETCTBHM C 3aKOHOAAaTensCcTBOM  Poccuiickoit  denepanuu
OCYIIECTBIISITh TOCYJApCTBEHHBIN KOHTPOJb B YCTaHOBJIEHHOW cdepe AeATeIbHOCTH, OpraH
WCTIOTHUTENIbHON BJIACTU HAampaBisieT MHQOPMAIMIO O BBHISBICHHBIX HApYIICHHUSIX B OpraH
rOCYIapCTBEHHOT'O KOHTPOJISI IT0 KOMIICTCHIIHH.




