YABATI PECITVBAUKUH
KOHKVYPEHIIN IIOAVUTUKH
TATA TAPU®CEM EHEIIE
E3AEKEH IIATIIAAAX CAY>XKBU

TOCYAAPCTBEHHASA CAY/KBA
YYBAIIICKOH PECITYBAUKHU
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11.03.2024 01/06-37 Ne 11.03.2024 Ne 01/06-37
[llymamrkap xyau r. Yeboxcaps!

O0 yTBepKIeHHH NOKIana, coxep-
JKAlero pe3ynasTarbl 00001eHus
NPaBONPUMEHHUTEILHOH HPAaKTHKH
NPH OCYLIECTBJEHHH PErHOHAJIb-
HOTO TOCYAAPCTBEHHOr0 KOHTPOJIA
(Hag3opa) 3a OpHMeHeHHeM IeH Ha
JIEKAPCTBERHbIE npenaparsbl,
BKJIIYCHHbIE B Nepedenb KH3HEH-
HO HEOOXOMMMBIX M BaKHeHnImx

JIEKAPCTBEHHbIX MpenapaToB, 3a
2023 ron

B cootBeTrcTBHHE co crateeii 47 ®enepansHoro sakoHa or 31 wrons 2020 T
Ne 248-03 «O rocymapcTBeHHOM KOHTpOJIE (HAI30pe) M MYHHULUIATLHOM KOHTPOIE B
Poccuiickoit Qegepanyu» u mocraHosicHueM KaGunera Munucrpos Uysatuckoi Pec-
my6muky ot 25 asrycra 2021 r. Ne 411 «OG yrsepknennn [TonoKeHns 0 perHOHAIBHOM
roCy IapCcTBEHHOM KOHTpoJIe (Haa30pe) 3a MPUMEHSHMEM IICH Ha JICKApCTBEHHEIE Hpera-
PaThl, BKIIOUEHHBIE B IEPEUCHB KU3HEHHO HEOOXOMNMEIX U BAKHEHIIHX JICKAPCTBEHHEIX
NpenapaToB» N pPHKa3 Bl B 4 10

1. YTBepauTE HOKIAN, COMEPIKAINWEA pPe3yabTarsl 000OINeHHA NPaBONPUMEHY-
TEJIBHOW NPAKTHKK IPH OCYUIECTBICHUHM PETHOHANBHOIO TOCYINApCTBEHHOTO KOHTPOJLA
(Hajzopa) 3a IPUMEHEHHEM LIEH HA JIEKAPCTBEHHBIC IIperapaThl, BKIIOYEHHEIE B IEPE-
UeHB XKH3HEHHO HEOOXOMUMBIX M BOXHEHUIIMX AEKapCTBCHHEIX IIpemaparos, 3a 2023 rox
COrJIACHO MPHJIOKEHUIO K HACTOSAMIEMY NPHKA3Y.

2, Cexropy GHMHAHCOB M aJMHHMCTPATUBHOTO o0ecredeHus 0OSCIICUnTh pasMme-
HIEHHe HACTOAIIETO IpHKa3a Ha odunuannHoM caiite [ocymapcTBeHHO#H ciyxOb Uy-
BaUICKOA Pecliy0/IuKM 10 KOHKYPEHTHOM IONHTHKE W TapudaM B UH(GOPMALMOHHO-
TEICKOMMYHHKALIMONHON ceTH «MHTepHeT» He mozgHee Tpex aHER CO IHA ¢ro yTBEp-
AKJICHUA.

Hcnonuaomuii 00g93anuocT

pyxoBoauTens I'ocynapcTBeHHO# CityKOEI
Yysanickott PecrryOnuku mo KOHKypeHTHOMN
IIOJIUTHKE U Tapudam C.®. Eropos



[TpunoxecHue
K nipukasy I'ocynapcTBeHHOM cnyKOLI
Uysamckoit PeciyGurky 10 KOHKYpEeHTHOH
HOTMTUKE U Tapudam
ot 11.03.2024 Ne 01/06-37

Joxnan,

COePKAMIKA Pe3yIbTATHI PABONPHMEHHTEILHON NPAKTHKY NPH
OCYNIeCTB/JI€HHH PDETHOHAJIBHOrO rOoCyAapCTBEHHOro KOHTPOJIA (Haa30pa) 3a
NPHMEHCHHEM IEH HA JIEKAPCTBEHHBIE PENapAThI, BRX/IIOYCHHbIE B NePeYeHb
’KHU3HCHHO He0OXOAHMBIX H BaKHEHIMX JIeKAPCTBEHALIX NPeNapaTos.,
3a 2023 roa

Hacroaumit noxnan noarorornen D'ocynapcTBennoit cny:x6oit Yysamickoii Pec-
yOIUKY [0 KOHKYPEHTHOM IIoNMTHKE M TapH(aM (fajee TAKe — Ciyx6a) B cooTser-
CTBHH O cTarbedt 47 DenepanbHOro 3akona ot 31 moms 2020 1. Ne 248-D3 «O rocygap-
CTBEHHOM KOHTPONE (HaJ30p€) ¥ MyHHIIMNAILHOM KOHTpole B Poccuiickoit Depepannuy
(nanee — QenepanbHeiit 3akoH Ne 248-D3).

Peruonanbustit rocynapcrBeHsiii KOHTPOIS (Haa30p) 3a IPUMEHEHMEM LEH Ha
JCKapCTBCHHBIC IIPENApaTsl, BINIIOYEHHLIC B EPEUEHb JKM3HEHHO HEOOXOMMMEIX M BajK-
HEHIIIX JIEKAPCTBEHHEIX NPENAparoB (Iajee - PerdoHabHEI rOCYJapCTBEHHEBIH KOH-
TPOJb), OTHECEH K IIOMHOMOYHAM OPTAHOB MCIIONHUTEIHHOMN BIACTH cyGrexroB Poccuit-
ckoit enepanun DenepanbHeM 3ak0HOM «O6 06palnenyuu NEKapCTBEHHEIX CPENCTB» U
B cooTBeTCTBIHM C IlonoxenneM o Ciyx6e, yTBepKASHHBIM MOCTaHOBJICHHeM Kabunera
Munucrpos Uysaruckoit Pecrry6muxu ot 13 aBrycra 2009 r. Ne 265 «Bonpocsr I"ocynap-
CTBEHHOM CiIyxO5i Yysamckolt PecryGmuku mo KOHKYPEHTHOM MONUTHKE U Tapubamy,
ocymecTsisieTcs Ciryx00ii.

B cootercreuu ¢ ®enepanpHbiM 3aKoHOM Ne 248-03 rocTanoRIeHEEM Kabunera
Munucrpor Yysamickoii Pecny6muxu or 25 aBrycra 2021 r. Ne 411 yreepxknero Iono-
JKEHHE O PETHOHATIBHOM TOCYapCTBEHHOM KOHTpOIIE (Hag30pe) 3a NpHMEHEHHEM TICH Ha
JICKApCTBEHHBIC [IPEIapathl, BKIKYCHHHIE B [IePEUeHb )KH3HEHHO HEOOXOMUMEIX M BaXK-
HEHIINX JIEKAPCTBEHHbIX [IPenapaToB (ganee Take - [omoxenne Ne 41 1).

Cornacro ITonoxenumio Ne 411 peruoHansHIH TOCYAAPCTBCHHLIA KOHTPObH
(Hamsop) ocymectriugercs Ciyx6oit TIOCPEICTBOM TPOBEAEHHUS MOKYMEHTAPHOU Ipo-
BEPKH.

JlokymeHTapHas MpoBepKa MPOBOIUTCS TI0 MECTY HAXOMKIEHHS Cnyx0m1.

B xoze npoBefieHns JOKYMEHTAPHON MPOBEPKH MOTYT OCYLUECTBIATHCS CIIEAYIO-
IIUE KOHTPOIBHLIE (HAA30pHBIE) NelCTBUA:

IIOJTyY€HHE MMCEMEHHBIX 00 bICHEHNUIA;

UCTPeOOBaHUE NOKYMEHTOB.

IIpeaMeToM persoHansHOIO rocyIapcTBEHHOr0 KOHTPOIA (Hax3opa) ABIAETCS CO-
6GuOIeHIE OPraHU3ALMAMHE OLITOROM TOProB/IH JICKAPCTBCHHBIMH CPEACTRAMM, AlTEYHbI-
MU OpraHU3allMAMW, WHAUBHYATbHEIMY MPEANIPHHAMATENAME, UMEIONUMH JTHIEH3MIO
Ha (apMaleBTHIECKYIO AEATeNbHOCTD, MEIAIMHCKIMY OpPraHU3alUIMU, HMEIOIIUME
THICH3MIO Ha (GapMalleBTHIECKYIO ICATENLHOCTh, H HX 060CO6ISHHEIME TIOApa3/IesICHH-
AMH (aMOyIaTOpHAMHE, GeTbIMePCKAME | (besBAIIePCKO-aKyIIEPCKUMHE [IYHKTAMHE, [ICH-
Tpamu (OTHeNeHuaMH) ofel BpauebHOM (ceMeltroi) IPAKTUKK), PACIIOIOMKEHHBIMU B
CCILCKHMX HACCNEHHBIX ITYHKTAX, B KOTOPBHIX OTCYTCTBYIOT ANTEUHBIE OPTaHU3ALMH, [IDK
pealnsallii JICKapCTBCHIBIX NPENapaTos TpeGOBAHMH K IPHMEHEHMIO IIEH, YPOBCHE KO-
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TOPBIX HE JOJDKEH IIPEBBINIATE CYMMY (aKTHUECKOH OTIYCKHOM LICHBI, YCTAaHOBIEHHOI
NIPOU3BOIUTEIIEM JIEKAPCTBEHHBIX MIPETIAPATOB, H KOTOPEIE HE NPEBHIIAIOT 3aPErHCTPH-
POBAHHBIX NIPERENBHBIX OTIIYCKHBIX IIEH, ¥ PA3MEPOB ONTOBEIX HAA0ABOK H (HMIH) pa3Me-
POB PO3HUUHBIX HaA0aBOK, HE MPEBHIIAIONIAX COOTBETCTBEHHO PasMEpOB MPeeibHBIX
ONTOBBIX HAN0ABOK M (WIN) pa3MEpOB NPEACNBHBIX POZHUUHRIX HAA0aBOK, YCTAHOBICH-
HeIx B Uysamckoit Pecriybnuke.

OOBEKTOM pervoHaNBHOIO TIOCYJAPCTBEHHOrO KOHTpOJs (Hajzopa) (janee
TAKKE — OOBEKT KOHTPOJIS) ABIACTCA ACATCABHOCTE OPraHU3aIMiA ONTOBOH TOPrOBIIH Jie-
KapCTBEHHBIMU CPeJCTRAMM, alTEYHEIX OpraHW3alyi, HHAMBUIYAIEHEIX NPeApHUHUMA-
TeNEH, UMCIONINX JIMLIEH3HI0 Ha (dhapMaleBTHUECKYIO ASATENbHOCTh, MENUIUHCKHX Opra-
HU3AIHH, HMEIOIUX JIKLIEH3HIO Ha (GapMaleBTHYECKYIO ACATENBHOCTE, H X 000c0o0neH-
HBEIX IoApasfAencHui (amOynatopuil, (elpamepcKux ¥ (QEIBAMEPCKO-aKyIICPCKUX
IIyHKTOB, NEHTPOB (oTAenenuii) obmieii BpaucOHOM (ceMeliHOM) IIpaKTHKH), PacIiofo-
JKCHHBIX B CEJIbCKHUX HACENEHHBIX IIYHKTaX, B KOTOPBIX OTCYTCTBYIOT @ITCUHBIC OpraHu-
3allHy, B paMKax KOTOPOH NOJDKHEI coOMogaThesa 00s3aTeNbHble TpeOOoBaHMs, YCTaHOB-
JeHHble QelepanbHEIM 3aK0HOM «O0 ofpalieHHr JeKApCTBEHHBIX CPENCTB» M I[IPHHS-
TLIMU B COOTBETCTBUMM ¢ HHM HOPMATHBHEIMM NPABOBLIMM akTaMu Poccumiickoit @enepa-
1uu B cepe oOpaICHUS JTeKapCTBEHHEIX CPEUCTB (Hajlee TakKe COOTBETCTBEHHO - Jies-
TENBHOCTh IOPHINYECKOTO JIMIA WIH HHIWBHIYAIBHOTO MPEAIIPHHUMATE, 0053aTeb-
HBIE TPeOOBAHISA).

Ilpr oCymIeCTBIEHWN PETHOHANTBHOTO TOCYAAPCTBEHHOTO KOHTPOIA {HAA30pa)
IPUMEHSETCSA CUCTEMa OIIEHKH ¥ YIIPABJIEHHA pUCKaMH MPHUYMHEHHS Bpeaa (yiepba).

Kputepu orHeceHus NEATCIBHOCTH IOPHIAMYECKHMX JIHII W HHIHBHIYaJbHBIX
NPEANPUHEMATENEA K KATETOPUAM PUCKA NPH OPraHU3ali PEerHOHAIBHOTO Tocyaap-
CTBCHHOIO KOHTPOJIA npuBeneHsl B [lonoxennu Ne 411:

a) K KaTerOpHH CPeatero pucka OTHOCHTCA JeITeNbHOCTh XO3AHCTBYIOMMX CYOh-
€KTOB, OCYILECTBAIOIIHX:

OIlITOBYIO peany3aliio ICKapCTBEHHBIX IPeNapaTos;

PO3HHYHYIO PEaTH3aLUIO IEKAPCTBEHHBIXK MMPEnaparTos Gojee YeM B JECHTH IIYHK-
Tax peayu3aluiu;

0} K KaTeropuy yMEpPEeHHOTO PUCKA OTHOCHTCS AEATEILHOCTh XO3SHCTBYIOIIMX
CyOBEKTOB, OCYHIECTBISIIOMMX PO3HUYHYIO PEaTH3aIHIO JEKapCTBEHHEIX IIPEnapaToB B
JIECATH U MeHee IMyHKTaX peasiH3aliim; |

B) K KATETOPHU HH3KOTO PUCKA OTHOCHTCA AEATEAFHOCTh METHIMHCKHX OpraHH-
3a1HH, MMEIOMUX THLICH3WIO Ha QapMalleBTHIECKYIO AeITeNbHOCTE, H HX 000CO0IEHHEIX
noapasjenenuii (amOynatopuu, Qensamepckue ¥ ¢enpAmepcKo-aKymepeKre MyHKTHI,
nenTprl (oTheneHms) olmel BpaucOGHOM (CeMeiHOM) NPAaKTHKH), PacIONOXKEHHEIX B
CEeNIbCKUX HACETEHHEIX IIyHKTaX, B KOTOPHIX OTCYTCTBYIOT AlITEYHBIE OpraHH3alyH,

B cirydae ecnu o0bexT KOHTpond He oTHeceH CiyxGo#l K onpeesieHHON KaTero-
PHMH PHCKA, OH CUHTAETCS] OTHECCHHEBIM K KATErOpUH HU3KOI'0 PHCKA.

Ipukazamu Cayx0Oet o 12 centsabps 2022 r. Ne 01/06-100 «O npHCBOCHNH KaTe-
TOPHH PUCKA NEATEIBHOCTH IOPHAMYECKHUX JIHII ¥ WHIAUBUITYANBHEIX IPSATIPHHAMATENCH
IPH OpTraHU3aldi PErMOHANBHOIO roCyAapCTBCHHOIO KOHTPOIN (Haa3opa) 3a NpUMeHe-
HHEM IICH Ha JICKAPCTBEHHBIE MIPEMAPATH], BKIIOUCHHEIE B [ICpeUeHb JKH3HECHHO HE00X0-
JUMEIX W BRKHEHIIMX II€KapCTBCHHBIX IpenapaToB» M oOT 12 ceHTsbpsa 2023 r.
Ne 01/06-87 «O npucBOSHMM KaTeropuil pHCKa JeATENbHOCTH HOPHANYECKUX NIl U WH-
AUBHUIYaIIbHBIX Hpe,I[HpHHHMaTeHeﬁ IIpH OpraHru3alil PETHOHAIEHOIO TOCYNapCTBCHHO-
r0 KOHTpoOIIS (Haa30pa) 3a MpUMeHEeHHeM lieH Ha JIeKapCTBEHHEIE TIPenaparst, BKIOUSH-
HEIC B TIEPEYCHD JKM3HCHHO HEOOXOMUMBIX M BaXKHEMINWX JIEKapCTBEHHBIX IpenapaToBy
KaTCropHs CpPEeHEro pUucKa IPUCBOCHA AEATENbHOCTH 21 IOpUAWUECKHX JIUL, YMEPEHHO-
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ro pucka — 156 IOPUIHYECKHX AW H HHIMBHAYANBHBIX MPEANPHHAMATCICH, HU3KOIO
PUCKa - NEATEIBHOCTH 25 IOPUINUECKIX JIULL.

IMpoBeAeHHe UIAHOBEIX KOHTPOJIBHEIX (HaJ30PHBIX) MEPONIPUATHN B OTHOIICHUH
O0OBCKTOB KOHTPOJA MOCPEACTBOM IIPOBEICHUS JOKYMEHTAPHBIX TTPOBCPOK B 3aBUCHMO-
CTH OT MPHCBOCHHOM HMX ACATCIFHOCTH KaTETOPHH PHUCKA OCYIIECTBILIETCA CO CIEAYIO-
el NepHOAHIHOCTEIO:

B OTHOIICHHUN OOBCKTOR KOHTPOJIA, IEATENBHOCTE KOTOPEIX OTHECEHA K KATErOpHH
CpeIHEro pHucKa, ¢ IepUOJNIHOCTEIO OJMH pa3 B IATH JIET;

B OTHOUICHUH OOHEKTOB KOHTPOJIA, AEATEIBHOCTh KOTOPBIX OTHECCHA K KATErOpHH
YMEPEHHOT'O PHUCKA, C IEPHOAUYHOCTBIO OJIMH pa3 B LIECTS JIET;

B OTHOIUEHHH O0BEKTOB KOHTPOIS, ACATESILHOCTH KOTOPEIX OTHECEHA K KATErOpHU
HM3KOTO pHCKa, TNIaHOBBIE KOHTPOIBHEIE (HaA30pHEIE) MEPOIIPUSATHS HE NPOBOIATCA.

B mensx oneHKM pHcKa IMpUYMHEHMs Bpenda (ymepba) Ipy NPUHATHH DEILEHHS O
IPOBEICHUN 1 BBHIOOpE BHOA BHEIUIAHOBOI'O KOHTPOJBHOTO (HAA30PHOT0) MEPOIPUSTHS
YCTAHABIMBAKOTCS CHESAYIOMINE MHANKATOPH! pUcKa HapyIneHHd 00g3aTensHbIX TpedoBa-
HUIA:

OTKa3 OT NTpoBeAeHNA 0043aTENBHOT0 TPOhHIAKTHIECKOrO BU3HTA,;

HaTMuue vH(popManuu (CBeAeHU) O 3aBLINICHUHA KOHTPONUPYEMBIM JIHIIOM IIpe-
JENBLHBIX Pa3MEpPOB ONTOBHIX Hafg0aBoK M (MIM) NPEAENBLHEIX DA3sMEPOB PO3HUUHBIX
nanbaBox, yctaHoBaeHHEIX KabGunerom Munuctpos Uyeamickoi PeciyOnuku;

Hajvuue UHGOPMAUM O HENPEACTABIEHUN CBEACHUH WIM IIPE/CTaBICHHE 3aBe-
JOMO HelocToBepHBIX ceefenuii B Ciyxly, ecnu 064A3aTeNbHOCTE [IPEACTABICHUA CBe-
JICHUH mpelycMOTpeHa HOPMAaTUBHBIMHU MpaBOBEIMU axktamMM Poccuiicko Pepepanuu u
HOPMATUBHBIMY [IPaBOBEIME akTaMu YyBawckod PecryOnuku [uist yCTaHOBICHUA, U3MeE-
HCHMS, BBEAEHUS WIH OTMEHBI PErylHpYEMbIX [OCYAAapCTBOM IPEACTLHBIX Han0aBOK K
IICHAM.

Pertienve o npoBeeHME B BEIOOPE BH/Ia BHEMIAHOBOIO KOHTPOABHOTO (HaI30PHO-
ro) meponpusitust npuauMaercs Ciyk00ii IpH YCIOBHE COTTIAaCOBAHUA C OpraHaMH IIpo-
KypaTypsl TIpH OJHOBPEMEHHOM BBIABICHWE ABYX WIH GOJlee HHAMKATOPOB PUCKA Hapy-
IIEHHA 0043aTeNBHEIX TPeOOBAHUH B OTHOMIEHUN OJJHOT0 KOHTPOJIHPYEMOTO JIHIA.

BrigBieHNEe MHAVKATOPOB PHUCKA HAPYIIEHUs 00sg3aTe;IbHBIX TpeOoBaHUH ocy-
mecteigercs Ciyx060l B Xo/e aHaIN3a ¥ ydeTa CBEIEHHM, XapaKTepHu3yIOINX YPOBCHD
PHCKOB MpHYHHEeHNs Bpeaa (ymepla), MONMydeHHBIX ¢ coOmoaeHHeM TpeOoBaHHi 3aKo-
HOJATENBCTBA U3 JIFOOBIX HCTOUHUKOB, 00CCICYHBAIOLIMX HX JOCTOBEPHOCTE, B TOM YHC-
e B XOJe HPOBEIEHUs NPOQUIAKTHYESCKUX MEPONPULTHH, KOHTPONBHBIX (HaA30PHBIX)
MEPONPHATHIA, OT TOCYAAPCTBEHHEIX OPTaHOB, OPIaHOB MECTHOIO CAMOYIPABJICHHS U Op-
raHu3aluil B paMKax MEXBEAOMCTBEHHOIO MH(pOPMAIMOHHOTO B3aMMONCHCTBHA, U3 OT-
YETHOCTH, IPEACTABIEHHE KOTOPOH TIPEAyCMOTPEHO HOPMATUBHBIMH [IPABOBEIMM AKTaMU
Poccuiickoii ®efepalluy 1 HOPMATHBHEIMHI NPABOBLIMA axTamy Uysarmickoit Pecry6nu-
KH, 10 pe3ylpTaraM MpeJOCTaBIeHUA TpakIaHaM K OpraHu3al(isaM TOCYAAapCTBEHHBIX
yCIyr, U3 o0pallieHnii KOHTPONUPYCMEIX JTHU, MHEIX TPaXKIaH M OpraHusaLuii, U3 coo0-
WEHKH CpeNICTB MacCcoBOl HMH(OpPMAIHY, a TAKOKE CBEJCHUH, COAEPKALINXCS B HHQOp-
MaIMOHHEIX PECYPCax, H UHBIX CBeACHUH 00 00bEeKTaxX KOHTPOTIA.

B ycmoeuax pedicTBua noctaHopleHus [IpaBurenscTBa Poccuiickoi Memeparuu
or 10 mapra 2022 r. No 336 «O6 0co6eHHOCTAX OpTaHM3aIMH U OCYLECTBICHUS IOCY-
NapCTBEHHOIO KOHTpPONS (Hai30pa), MyHULMIIAIBHOI'O KOHTPOI» IUIAHOBHIC U BHEILIA-
HOBEIC ITPOBEPKH B 2023 roty He HPOBOAMIIUCE.
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B coorsercTBHy ¢ myHKTOM | CTaThu 8 DepepansHoro 3akona Ne 248-03 mpuo-
PHUTETHEIM TIO OTHOWICHUIO K NIPOBENCHHIO KOHTPOJIBHEIX (HaJ30PHBIX) MEPOIIPHSTHIL AB-
JIAETCsA MpoBeeHNE NPOQUIAKTHICCKHX MEPOIIPHATHIA.

IIpu OCYIICCTBICHUE PErHOMAIBHOTO I'OCYAApPCTBEHHOTO 'KOHTPOJS IPOBOAATCSH
CrenyroIpe upopHUIaKTHIeCKHe MepOTIPHATHA:

1) undopmuposanmue;

2) 06001menne NPaBOMPUMEHHMTETBHOMN MPAKTHKH;

3) o0bsABIEHHE MPEIOCTEPEKEHUI O HEAOMYCTHMOCTH HapyIICHUA 00A3aTeIbHEIX
TpeboBaHmii;

4) KOHCYJIBTHPOBAHUE;

5) npodHIaKTHYECKUI BU3NT.

H(GOPMUPOBAHME OCYINECTBIAETCA MOCPEACTBOM PAIMELICHHS Crayx6oi mpeny-
CMOTPEHHBIX CTaTheil 46 Oenepanbhoro 3akoHa Ne 248-D3 ceejenuii Ha OQUIHATEHOM
caiire Ciyx0nt na [lopraie opranos Bnactu Yysackoii Pecirybmuxy B unHbOpMauon-
HO-TENCKOMMYHHKAUMOHHOA ceTu «MuTepHeT» (Matee — calT Ciryk6BI), ¢ KOTOPHIMHU
MOXXHO O3HAKOMHTECA 10 CChUIKe: https://tarif.cap.ru/action/activity/zhkh/regionalinii-
gosudarstvennij-kontrolj-nadzor/regionaljnij-gosudarstvennij -kontrolj-nadzor-regio, B
CPeACTBaX MAaccoBOH MH(OpMalMH, uepe3 JNYHbIE KAOWHETHl KOHTPOIHPYEMBIX JIUI[ B
FOCY AapCTBEHHEIX HHGOPMAIIMOHHEIX CUCTeMax (TIPH MX HATHYHK) U B MHBIX bopmax.

B nermsix npogunaxtiky Ha caiite CryxGs! pasMeleHs:;

nocranosnenue Kabunera Munuctpor Yysawekoii Pecny6nuku or 25 aBrycra
2021 r. Ne 411 «O6 yreepxaennn [TonoskeHus o PErHOHAIBHOM rOCY/JaPCTBEHHOM KOH-
TpoJie (Haasope) 3a IpUMEHEHHEM 1ICH Ha JIEKapPCTBEHHBIE Openaparsl, BKIHOUEHHEIE B
ICPEICHE JKU3HEHHO HEOOXOAMMBIX M BaKHEHIIHX JICKAPCTBEHHEIX MIPEIIAPATOBY,

npuka3 l'ocymaperBensoit ciyx6s Uysanurckoit PecnmyOmixs 1o KoHKypeHTHOM
TIONHUTHKE H Tapudam oT 12 cenradpsa 2022 r. Ne 01/06-100 «O IIPUCBOEHUH KaTeropuii
pHcka ACATCIBHOCTH FOPMAMYCCKHUX ML M HHAMBMIYATBHEIX [peTpHHUMATENeH npu
OpraHM3alliH PErHOHANBHOTO TOCYJAPCTBEHHOTO KOHTPOJS (HaA30pa) 3a MPUMEHEHHEM
LIH Ha JICKAPCTBEHHBIC NPEIIapaThl, BKIIOYECHHBIE B NEPEUSHD KU3HEHHO HEOGXOIMMBIX
M BAXKHCHINUX JICKAPCTBEHHBIX IIPENIAPATOBY;

npukas ['ocynapcreenHoit cysxObnt Yysamckodt PecriyGmuku mo KOHKYPEHTHO
nojuTake U Tapudam ot 12 cenrabpa 2023 r. Ne 01/06-87 «O IIPHCBOSHUN KaTeropui
PHCKa NCATCIRHOCTH IOPUANICCKUX UL ¥ WHAMBHAYAILHBIX NpelpuHuMareneii rpu
Opranusalluy pCrHOHAILHOTO FOCYAApPCTBEHHOTO KOHTPOIA (Haj30pa) 3a IpUMEHEHHEM
LCH Ha JICKAPCTBCHHLIE TPETIaparsl, BKIIOYEHHEIE B NEPEUYEHb KU3HEHHO HEOOXOMUMBIX
W BaXKHEHIIHX JIEKAPCTBEHHEIX [IPEIIapaToB,

nporpaMMa NpOQWIAKTHKY PHUCKOB TPMYMHEHHA Bpeia (ymepba) oxpaHIeMbIM
38KOHOM IICHHOCTSIM; .

PYKOBOJICTBO 110 COOMIOACHMIO 00A3ATENBHEIX TPeGOBaHMUE MPU OCYINECTBICHAM
PCTHOHAILHOTO TOCY IAPCTBEHHOrO KOHTPOJI (Ha/130pa) 3a MPHMEHEHHEM TCH Ha JIeKap-
CTBCHHBIC IIPENapaTsl, BINIIOYCHHBIE B IICPEUCHE KH3HEHHO HEOOXOMUMBIX M BaJKHEHIITIX
NEKAPCTBEHHBIX IIPETIapPaTOB; :

MCHCPTIRIBAIOIMH MEPEUCHE CBCNEHH i, KOTOPEIE MOTYT 3allpanikBaThCs ¥ KOHTPO-
HPYEMOro JIMIIA IPH OCYMIECTBIEHHH KOHTPOJILHEIX (HAN30PHBIX) MEPONPHATHIA,

IEpeicHb HOPMATHBHEIX [IPABOBBIX aKTOB, COAEPXKAIUX O0s3aTeNnsHEle TpeGora-
HHS, OLCHKA COONIOAEHHMS KOTOPHIX SBISETCS TPEAMETOM DETHOHATHHOTO rocyaap-
CTBEHHOTO KOHTPOJIA (Ha[30pa) 3a NPUMEHCHHEM LIEH Ha JEKapCTBCHHBIC IIPEaparTsl,
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BITFOUCHHbBIE B NIEPCUCHD MKU3HEHHO HEOOXOANMBIX U BaXKHEHIIMX JIEKAPCTBEHHBIX IIpe-
1apaToB;

CBEACHUA O IOpAOKe [OocyAeOHOro o0KAMOBAHHSA pEIIEHHE KOHTPOMBHOIO
(Ham30pHOTO) Opraxa, HedcTeHi (Ge3MelCTBHA) €ro JOMKHOCTHBIX JIHII;

IIepeYeHb HIJIMKATOPOB pUCKa HApyLIeHWs 00sA3aTelbHBIX TpeOOBaHMI, MOPSIOK
OTHECEHHs! 00BEKTOB KOHTPOIA K KATETOPHUAM PHCKA;

CBEJIEHH O croco0ax NONMyueHNus KOHCYABTAIMi 10 BoiipocaM cobiroaeHus 00s-
3aTeJIbHEIX TpeGOBaHMIA;

HHbOpMaIMsT O MEPaxX OTBETCTBEHHOCTH, MPHMEHSEMEBIX IIPH HapyuIeHuH 00s3a-
TEJBHBIX TPpeOOBaHHA.

OneHKa pesyJNbTATUBHOCTH H 3PGHEKTUBHOCTH AeaTenbHocTH Coay KOl OCYLIeCTB-
JIACTCA Ha OCHOBE CUCTEMEI [TOKazaTeled pe3yNbTarMBHOCTH ¥ 3(D(EKTHBHOCTH peruo-
HAJILHOTO TOCY IApCTBEHHOTO KOHTpond (Haa3opa).

B cucreMy mnokaszaTeneit pesyNbTATHBHOCTH W S(MPEKTHBHOCTH JCSTCIBHOCTH
oprasa rocy 1apCTBCHHOTO KOHTPOS BXOMAT:

1) KIIOYeBOH IIOKA3ATENb PErHOHATIBRHOTO TOCYAAPCTBEHHOTO KOHTPONIA (Haazopa)
H €T0 IIeJIEBOC 3HAUEHUE!

JOJIA OpTaHU3aluil 1 HHAMBHM/YaTbHEIX HpEAIpHHUMATENCH, NeITeNbHOCTh KOTO-
PBIX MOJIEKUT TOCYNAPCTBEHHOMY LIEHOBOMY DPErYJIHMPOBAaHHIO, HE HOIMYCTHBILHX B TC-
YEeHHE KAaJIEHTAapHoro roja HapylleHui nopsaka HeHoo0pa3oBaHusl, OTBETCTBEHHOCTE 3a
KOTOpBIE MPENyCMOTPEeHa 3aK0HONaTenbcTBOM Poccniickol denepanun, B 001LEM KOIU-
YECTBS OPTaHW3allWi M MHAMBHIYANBHBIX IIpeIlipHHAMATENEH, AeATEEHOCTh KOTOPHIX
MNOIJIEKHT IOCYJapCTBEHHOMY IIEHOBOMY peryIHpOBaHHIO, - 90 IIpOLeHTOB; (akTuye-
CKuif nokasarens — 100 nponeHTos;

2) MHOVKATHBHBIE IIOKA3ATEHM PErMOHATLHOIO TOCYAapPCTBEHHOrO KOHTPOJIS
(Hamzopa):

a) KOJMYECTBO BHEITAHOBHIX KOHTPOJBHBIX (HAM30PHBIX) MEPOIPHUSTUH, 1IPOBE-
JEHHBIX 33 OTHETHBIH Hepuos - 0;

6) KOIMYECTBO BHEIUTAHOBHIX KOHTPOJBHBIX (HAI30PHBIX) MEPONPHUSTHIA, 1IpOBE-
JAEHHBIX 32 OTYETHBIH MEPHOJ HA OCHOBAHMH BEHISBJIEHHS COOTBETCTBHS OO0BEKTa KOH-
TPOJIA IapamMerpaM, YTBEPXKACHHBIM VHIMKATOpAMH PHCKa HapyHmeHHA 0043aTeNbHBIX
TpeBGoBaHUH, WIH OTKIOHEHHd 00BEKTa KOHTPOJA OT TAKMX MAPAMETPOB, 33 OTYETHEIHA
neprox - 0;

B) ofmiee KONMMYECTBO KOHTPONBHBIX (HAJ30PHBIX) MEPOIPUATHH C B3auMOJIEH-
CTBHEM, NPOBEJCHHEIX 33 OTYETHEIH mepuoi - 0;

) KOMMYECTBO KOHTPOABHBIX (HaI30PHEIX) MEpPONpPUATHIH, MPOBENSHHBIX ¢ MC-
IIOJB30BAHHCM CPEICTB NUCTAHIMOHHOIO B3aUMOCIHCTBYA, 3a OTUETHEIN nmepuo - 0;

J) KOMHYECTBO 00A3aTEIBHEIX MPOPUIAKTHYECKAX BU3NTOB, IIPOBEJEHHBIX 32 OT-
YeTHBI nlepuos - 0; ‘

€) KOJIMYECTBO MPEJOCTEPEIKSHUIM 0 HENOMYCTHMOCTH HAPYIIEHHA 00A3aTe/IbHBIX
TpeboBaHuit, 00BIBICHHEIX 38 OTYETHEIH iepuoz - 0;

) KOJIMYECTBO KOHTPOJIBHBIX (HAI30PHBIX) MEPOIIPUSTHM, MO pe3ynsTaTaM KOTo-
PBIX BEISBICHEI HapytleHua 0043aTelIbHBIX TpeOoBaHMH, 3a 0TUeTHEIH niepuoy - 0;

3) KOJTHMYECTBO KOHTPONBHBIX (HA/30PHEIX) MEPOINPHATHIA, 0 UTOTaM KOTOPHIX
BO30YKIESHBL Aela 06 aqMUHUCTPATHBHEIX PABOHAPYIIECHHAX, 32 OTUETHEIA fieprof - 0;

H) CyMMa aIMHUHUCTPaTUBRHBEIX ITPadoOB, HAJOKEHHLIX MO pPe3yiLTaTaM KOH-
TPONBHLIX (HAT30PHBIX) MEPOIIPUSTHIA, 38 OTYETHBIH mepuo - 0;
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K) KOJIMYECTBO HAIIPABICHHEIX B OPraHBl OPOKYpaTyphl 3adBICHUIl O corimacosa-
HHU TIPOBECHUA KOHTPOJBHBIX (HAA3OPHEIX) MEPOTIPUATHIA 33 OTYETHEIH epHoz - 0;

1) oOuIee KOJIMUECTBO YUTEHHBIX OOBEKTOB KOHTPOJIS HAa KOHEI OTYETHOTO MIEPHO-
na-202;

M) KOIMUYECTBO YYTCHHBIX KOHTPOIMPYEMBIX JIMI], B OTHOIICHHH KOTOPBIX MPOBE-
JICHB!I KOHTPOJIbHEE (Ha{30pHBIE) MEPONPHUATHUS, 38 OTYETHBIN nepuog - 0;

H) 0010ee KOMUYECTRBO KaI00, TIOJAHHEIX KOHTPOJIMPYEMEIMH JIKIAMU B AOCYAEO-
HOM IIOPAZKE, 3a OTUETHHIN nepuos - 0;

0) KOJIMYECTBO JKalo0, MOIaHHEIX KOHTPOJHPYEMBEIME JIUIIAMH B JJOCY1e0HOM HO-
PAIKE, 110 HTOraM PacCMOTPEHUS KOTOPBIX NPUHATO PELISHUE O HOIHOM 11d0 YacTUYHOH
OTMEHE pelEeHKs OpraHa IrOCyAapcTBEHHOTO KOHTpONIA JIMOO O NMPHU3HAHHUM JACHCTBHI
(6e3meitcTBIA) JOMKHOCTHBIX JIUIL] OpraHa IOCYA2pCTBEHHOIO KOHTPOJIS He/leHCTBUTENb-
HBIMH, 3& OTYETHEIN nepuon - 0;

II) KOJIMYECTBO MCKOBLIX 3afBICHHH 00 ocmapwWBaHWM perneHui, xeiictsuit (Oes-
AeHCTBUA) NODKHOCTHBIX JIMI] OPTaHa ToCyAapCTBEHHOTO KOHTPONS, HaNpaBIeHHBIX KOH-
TPONMPYEMBIMH JIMLIAMY B CyAe0HOM TNIOPAAKE, 38 OTHETHEIH nepuo - 0;

p) KOMMYECTBO MCKOBEIX 3asABIEHUM 00 OCHAapHBaHHH pelleHmi, aeficTruil (Oe3-
ACHCTBUIA) TOMKHOCTHBIX JHII OpraHa TOCYNapcTBEHHOI'O KOHTPOJS, HallpaBIeHHBIX
KOHTPOJIMPYEMBIMH JIUIAMH B CYAEOHOM IOpsiIKe, [10 KOTOPHIM IIPUHATO peleHue ob
YAOBJICTBOPEHNH 3aABICHHBIX TpeOOBaHMi, 3a OTUETHBIH nepuox - 0.

Kanobel Ha pemenus CuyxGpl, neificreus (Ge3nelicTBHe) NOMKHOCTHBIX JIKL
Ciyx051 He TTOCTYTIANH.



