IMPABHUTEJIBCTBO KPACHOSIPCKOI'O KPASI

IMMOCTAHOBJIEHHUE

28.12.2021 r. KpacHosipck Ne 970-nn

00 yreepxaenuu IlonokeHHS © perdHoHAIbBHOM TOCYHApCTBEHHOM KOHTPOIIE
(Ham3ope) 3a IpPHMEHEHHWEM LleH Ha JIeKapCTBEHHbIE INpenaparhl, BKIIIOYEHHBIE
B IlepeueHb XXH3HEHHO HeOOXOOMMBIX M BakKHEHIINX JEKApCTBEHHEBIX IIpenaparoB
M O IPH3HAHWH YTPATHUBIIMMH CHIY OTHEeNbHBIX MocTaHoBNeHuH IIpaBuTenscTBa
KpacHospcKoro Kpas IO BOIPOCaM pPErHOHANIBHOTO TOCYAAPCTBEHHOI'C KOHTPOJIA
(Han3opa) 3a npuMeHeHHeM IieH (TapH(pOB)

B cooTBercTBMH co cTatheit 9.3 ®egmepanexoro 3akoHa ot 12.04.2010
Ne 61-0#3 «O6 ofpaiieHur JEKapCTBEHHBIX CpPeNCTB», PenepaNbHBIM 3aKOHOM
or 31.07.2020 Ne 248-®3 «O rocyaapcTBEHHOM KOHTpoJie (Haa3ope)
W MYHHLHMOANEHOM KOHTposne B Poccuiickoii @enepalvi», [MOCTaHOBIECHUEM
TpasutenbcTBa Poccniickoit Oenepauny ot 03.11.2021 Ne 1915 «O6 yTBepxAcHAH
obmux TpeboBaHMH K OpraHH3alMH K  OCYIIECTBJIEHHIO  PETHOHATIBHOIO
rocyAapcTBEHHOTO ~ KOHTposs  (Hamsopa) B objacTd  rocylapCTBEHHOTO
perynupoBanus LeH (TapudoB)», crathedl 103 VYcrasa KpacHosipckoro Kpas
IMOCTAHOBJIAIO:

1. Vreepauts [lomoxeHHe O perdoHaJbHOM TOCYAapCTBEHHOM KOHTPOJE
(Hag3ope) 3a NpPUMEHEHWEeM lEH Ha JIEKapCTBEHHBbIE Ipenaparhbl, BKIOYCHHBIC
B IIEPEYEHb JKH3HEHHO HEOOXONYMMBIX M BAXHEHIIMX JeKapCTBEHHBIX NMPEMapaTos,
COTTacHO MPUJIOKEHHIO.

2. Tlpu3Hath YTPAaTHBIIMMH CHILY:

nocrarosnenue [IpaButenscrsa Kpacrospckoro kpas ot 17.11.2017 Ne 691-n
«O6 yreepxknenun [Topsaka OpraHM3allK ¥ OCYIIECTBIIEHHs CIyXOOH (brHaHCOBO-
SKOHOMMYECKOTO KOHTPOJS M KOHTpossi B cepe 3aKkymox KpacHOApCKOro Kpas
PErMOHANBHOTO TOCYHApPCTBEHHOrO KOHTpONA (Hams3opa) 3a MPHMCHCHUEM LCH
(TapudoB) Ha TPOAYKUHIO, TOBAPhl H YCIYrd, TOCY1apCTBEHHOE PEryiupoBaHue
KOTOPBIX OCYIIECTBIISETCS OPTaHAMH HCIIONHUTENBHOM Br1acTi KpacHOApCKOro Kpas,
3a UCKJIIOYEHHEM TOCYAApCTBEHHOTO HA30pa, OCYLIECTBICHHE KOTOPOTO OTHECEHO
K KOMIIETEHIIMM HMHBIX OPraHOB HCIIOJHUTENbHOH BracTH KpacHoApCKOro Kpad,
M TOCYIapCTBEHHOrO KOHTPOJA 3a COONIOJEHMEM NP/ bHBIX pasMepoB ILIaThI
3a IPOBEJIEHHE TEXHHYECKOTO OCMOTPA TPAHCHOPTHBIX CPENCTBY;

nocranosienne IIpasutenscrsa Kpacnospekoro kpas oT 29.12.2018 Ne 794-n
«O BHECeHMM HM3MeHeHHH B riocTaHoBjeHue [IpaBHTenscTBa KpacHOSPCKOTO Kpas
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ot 17.11.2017 Ne 691-n1 «O6 ytBepxnenuu [Topsaka opraHu3aldy H OCYIIECTBICHHS
CIIy)XO00M (PHHAHCOBO-3KOHOMMYECKOIO KOHTpOJIS M KOHTpONs B cdepe 3aKymoK
KpacHospckore xpad perdHoHaqbHOrO TOCYNApPCTBEHHOIO KOHTpoJiss (Haasopa)
3a [pUMEHEHHeM LeH (Tapu(oB) Ha NpPOAYKLUHIO, TOBapbl M YCIYTH,
rOCYyJapCTBEHHOE  PEry/NHPOBaHHE  KOTOPHIX  OCYILHECTBISETCS  OpraHamu
MCIIOJHUTENBHOM BiiacTi KpacHospcKoro kpas»;

nocta”osieHue IIpasutenscrea Kpacrospckoro kpas ot 23.09.2019 Ne 486-n
«(O BHeceHMH M3MEHeHUH B nocraHoBieHue [IpaButenscTBa KpacHospckoro kpas
oT 17.11.2017 Ne 691-n1 «O0 yTBepxaenun [lopsaka opraHu3auy U OCYIIECTBIECHUS
clly)00ff (HHAHCOBO-2KOHOMHYECKOTO KOHTPOIIL M KOHTpPOJss B cdepe 3aKymnok
KpacHosipckoro kpas PperdoHalibHOrO TOCYAAPCTBEHHOTO KOHTPOJNsA (Haa3opa)
3a [pUMeHeHHeM LeH (Tapu¢oB) Ha NPOAYKLHIO, TOBaphli U YCIYTH,
roCylapCTBEHHOE  PETYJHPOBAHHME  KOTOPBIX  OCYNIECTBASETCS  OpraHamu
UCHOJIHUTENBHOH BiacTu KpacHospckoro xpas, 3a HCKIIOUEHHEM TOCYIapCTBEHHOIO
Ha/A30pa, OCYILECTBICHHE KOTOPOr0 OTHECeHO K KOMIETeHLUHM HWHbIX OpraHoB
HUCHOJHUTENbHOH BiacTH KpacHospckoro kpas, U rocyJapCTBEHHOIO KOHTpOJs 3a
co0IoficHHeM NpelellbHBIX pa3MepoB IIAThl 3a IPOBEJEHHE TEXHHYECKOr0 0OCMOTpa
TPAHCIIOPTHBIX CPELCTBY;

nocraHoBseHue [IpasutenscrBa Kpacuosipckoro kpas ot 31.03.2021 Ne 175-n
«O BHeceHMM H3MeHeHHM B moctaHoBnenue [IpaButenscTBa KpacHospckoro kpas
oT 17.11.2017 Ne 691-n «O6 yreepxnenun [lopsaka opraHu3aldi 1 OCYLICCTBICHHS
CNyX00H (pHHAHCOBO-?KOHOMHHYECKOTO KOHTpPONIL M KOHTposiss B cdepe 3aKylok
KpacHoApcKOro xpas perHoHalbHOIO T[OCyJapcTBEHHOrO KOHTponsd (Haasopa)
3a npuMeHeHMeM UeH (TapudoB) Ha MNPONYKLHIO, TOBapel U  YCIYTH,
FOCYJapCTBEHHOE  PETYIMPOBAHHE  KOTOPBIX  OCYILUECTBIIAETCS  OpraHamu
HCIOJTHUTENBHOM BIacTH KpacHospckoro kpas, 3a HCKIIIOUYEHHEM IOCYAapCTBEHHOIO
HaA30pa, OCYLIECTBIEHHE KOTOPOrO OTHECEHO K KOMIETCHLMH HHBIX OpraHoB
HCTIOJHUTENBHON BiacTH KpacHogpckoro xpas, M TrOCyAapCTBEHHOI'O KOHTPOIS
32 COOMIONCHHEM NPENENbHBbIX pa3MepoB IUIAThl 332 NPOBEACHHE TEXHHYECKOro
0CMOTpa TPAHCIIOPTHBIX CPEICTBY.

3. Ony6nukoBaTh noCTaHOBIeHHe Ha «OQHIUATEHOM HWHTEpHET-NopTale
npasoBoil HHpopMmauuK KpacHogpckoro kpas» (www.zakon.krskstate.ru).

4. IlocraHoBnenue BCTynmaeT B CHJIYy B [eHb, CIEAYIOLIMH 3a IHEM ero
0GHUIIHAILHOTO Oy ONIHKOBAHHUS.

IO.A. Jlanwun




IIpunoxenue

K ocTaHoBneHuto [IpaBuTenscrea
KpacHospckoro kpas

ot 28.12.2021 Ne 970-n

IHonoxkenne 0 perHoHAJBLHOM rocyIapcTBeHHOM KOHTpoJe (Haa3ope)
32 NIPHMEHEeHHeM LIeH Ha JIeKAPCTBeHHbIEC NPeNapaThl, BKJIKWYEHHbIE B NlepeveHb
KH3HEHHO He00XOJUMBIX M BaskHeHIHX JeKapCTBEeHHbIX PeNapaToB

1. TlosokeHWe O perioHaNbHOM TOCYIApPCTBEHHOM KOHTpone (Han3ope)
3a NPUMEHEHHEM LEH Ha JEeKAapCTBEHHLIC Npenaparthl, BKIIOYEHHBIE B [ePEUCHb
KU3HEHHO  HeoOXONMMBbIX M  BaXHEWINIUX  JIEKADPCTBEHHBIX  IIPEnaparoB
(nanee — TlonosxeHue), ycTaHABIMBAET NOPSINOK OpPraHU3aLMU U OCYILIECTBIIEHHS
cnyx00ii (HUHAHCOBO-IKOHOMHMYECKOTO KOHTPOJISA M KOHTpONsS B cdepe 3aKyIoK
KpacHospckoro xpas (mamee — Cayxba) perHoHaqbHOTO TroCyIapCTBEHHOIO
KOHTpons (Hag3opa) 3a NpUMEHEHHEM OpraHH3alMiAMH ONTOBOW  TOPIOBIH
JeKapCTBEHHBEIMH CPE/ICTBAMH, AalTEYHBIMM OpPraHM3alUsAMH, HHIMBHIYaJIbHBIMH

IpeanpHHIMATENAMHY, AMEIOLUIMH JIHLEH3HIO Ha OCYILECTBIICHHE
dbapMaleBTHYECKOH AEATENbHOCTH, MEAMIHHCKUMH OpraHH3alUsiAMH, HMEIOUIHMH
THTIEH3HIO Ha OcCyllleCTBIIeHNe (apMaLeBTHYECKO IEeATEIBHOCTH,

¥ uX 000CO0JEHHBIMH ToApazfeNieHUsIMH (aMOynaTopHaIMH, (eNbALIEPCKUMH
¥ (enpAIepcKo-aKyIIepCKAME  [IYHKTaMH, LEHTpaMH (OTHelcHHsMH) oOmeH
BpayeOHOM (ceMeiiHON) MPaKTHKH), PacHOIOKEHHBIMH B CENbCKMX HaCeleHHBIX
YHKTax, B KOTOPBIX OTCYTCTBYIOT allTeuHble OpraHM3all¥i, IIeH Ha JIEKapCTBEHHLIC
IpenapaThl, BKIIOYEHHBIE B IepedeHb JKU3HEHHO HEOOXOAMMBIX H BaKHEHIIHX
JIEKApCTBEHHBIX MIPENapaToB (aee — PerMOHANBHBIN KOHTPOb (Haa30p), NepedeHsb
MHIMKaTOPOB PMCKa HapyllleHHsl 00s3aTeNbHBIX TPeOOBaHMH NMpPH OCYIUECTBICHHH
PEerHoHaJIBLHOr0 KOHTpOJd (Haasopa), KIIOYEBOH MOKasarelb DPErHOHAIbHOIO
roCyJapCTBEHHOTO KOHTPOJA H €ro LiesleBoe 3HA4YeHHe, UHIMKAaTMBHBIE [IOKa3aTeny
PETHOHANLHOI'0 KOHTPOJIA (HaA30pa).

2. K oTHOIIEHHSAM, CBA3aHHBIM C OCYILECTBIEHHEM PErHOHANBLHOTO KOHTPOILA
(Ham3opa), nUpUMeHsOTcs nonoxeHns @exepanpHoro 3akona ot 31.07.2020
No 248-®3 «O rocysapcTBEHHOM KOHTpoUe (HaZ3ope) ¥ MyHHIHUIIATBHOM KOHTpOIe
B Poccuiickoit ®efepannn» {nance — GeaepanbHblil 3akoH Ne 248-D3).

3. TlpemMeTOM PETHOHaIBHOIO TOCYIApCTBCHHOIO KOHTPOIA (Hagzopa)
3a NpUMEHEHMEM LeH Ha JIeKapCTBEHHBIC IIpenaparsl, BKIIOUCHHBIC B MEPEucHb
JU3HEHHO HEOOXONMMEIX H BaKHEHIIMX JeKapCcTBEHHBIX NPENapaToB, sABIACTCA
cobNIoieHHe OpraHd3alisMH ONTOBOH TOPTOBIH JIEKAPCTBCHHBIMU CPENCTBAMMY,
aNTeYHbIMH OPraHU3ALHMAMY, HHAHBHIYIbHBIMH OPCATPHHUMATENAMH, HMCIOLIMMH
THLEH3UIO Ha (apMaleBTHYECKYIOo [IeATeIbHOCTh, MEAWLIMHCKUMH OpraHU3allAMH,
MMEIOLIMMH JTUIICH3HIO HA (apMalleBTUYECKy O AeATENbHOCTh, H HX 060CO0NCHHBIMHU
noppazneneHusiMi  (amOynaTopusamH, — GenbAIICPCKUMH M denpaiepcKo-
AKYILIEPCKUMH MyHKTaMHU, LeHTpamy (OTAeNeHUIMH) obLe BpadebHoil (cemelHOM)
TMPaKTHKM), DPACTIONOXEHHBIMH B CEJbCKHX HaCelleHHbIX TNYyHKTaX, B KOTOPBHIX
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OTCYTCTBYIOT allT€YHbIE OPraHHU3aLUK, IIPH pealM3alldHy JeKapCTBEHHBIX MPENaparos
TpeOOBaHMM K NPMMEHEHHIO 1IeH, YPOBEHb KOTOPBIX HE JOJKEH IIPEBBIILATL CyMMY
(paxTryeckod OTIMYCKHOH ILEHBI, YCTAHOBJEHHOH! MPOU3BOAMTENEM JIEKAPCTBEHHBIX
IpernapaToB, X KOTOpPBIE HE TIPEBBILAIOT 3aperHCTPHUPOBAHHBIX MpeaelbHbIX
OTIIYCKHBIX LI€H, H PasMepOB ONTOBBIX HAA0ABOK H (MJIM) pasMepoOB POIHHYHBIX
HanbaBoOK, He MPEBBIIAIOIIMX COOTBETCTBEHHO DPa3’MEPOB INpPENesbHbIX ONTOBBIX
HaJ0aBOK M (MJIM) pa3sMepoB IpPeNeNbHBIX PO3HMYHLIX Haa0aBOK, YCTAHOBJIEHHBIX
B KpacHosipckoM kpae.

4. PernoHanbHBIA KOHTPOIE (Haa30p) ocyecTisgercs CiykGoif.

4.1. Jlduamu, YIOJHOMOYEHHBIMH OCYIIECTBIIATh PErHOHANBHBIH KOHTPOJIb
(Ham3op) ot uMeHu CayxObl, B TOM 4HCJIe HOpPOBEIEHHE NPOGUIAKTHUECKHX
MEpPONPUATHH U  KOHTPOJIBHBIX  (HAA3OpHBIX) MEpONpHATHH  (najnee  —
YIIOJTHOMOUYEHHOE TOMKHOCTHOE IO CityKOb1), ABIAIOTCA:

pykoBoauTesnb CiyxObl;

3aMecTHTeNnb pykoBomuTens Ciryx0Obl — HA4YaJbHUK OpraHM3allMOHHO-
IIPaBOBOTO OTIENIA;

Ha4YaJIbHUK, 3aMeCTUTeNh HaYalbHHKA, KOHCYJNBTAHTH], TJIaBHbIE KOHTPOJIEPhI-
PEBU30pBI, KOHTPOJEPBI-PEBH30OPBl  OTAENa KOHTPOJS 32  HCIOJB30BaHHEM
MEXOIO/DKETHBIX TPaHC(])EepTOB.

4.2. YnonHoMoOYeHHBIE JOJDKHOCTHble nuna CnyxOsl NpH IPOBEAEHHU
KOHTPOJBHOTO (HAA30pHOFO) MEpPONPUATUA B TMpefenaX CBOHX IOJIHOMOYHM
H B o0beMe IPOBOJMMBIX KOHTPONBHBIX (HAaI30pPHBIX) AEUCTBHE IOIB3YIOTCA
paBaMK, YCTAHOBJIEHHBIMH 4aCThIO 2 CTaThu 29 Menepansioro 3akoHa Ne 248-@3,

5. O6BeKTOM perHoHaNbHOIO KOHTPOJIst (Haa3opa) (najee — 00bEKT KOHTPOA)
ABNSETCA OCATENbHOCTh OpraHU3allMil ONTOBOH TOProBiAM JIeKapCTBEHHBIMH
CpeACTBaMH, anTeuHBIX OpraHM3alui, HHIUBHAYAIbHBIX NpeANpHHHAMATENEH,
HMEKWMX JIMHEH3HI0 Ha OCyIlecTBIeHHe (apMaueBTHUCCKOW IesTelbHOCTH,
MEIMLUMHCKHX  OpraHM3aluui, HMEKIIMX JHMIEeH3HI0 Ha  OCYLIECTBIEHHE
papMalleBTHYECKOH JIEATENLHOCTH M HMX 000COONEHHBIMH I0Jpa3/ieseHUsIMU
(ambynaTopusaMHu, GeJpALIEPCKUMH M (ebAIepeKo-aKyIIepCKUMU  TYHKTaMH,
LeHTpamMu  (oTHeneHMsMu)  oOuiedr  BpaueOHOM  (ceMeiiHOM) — HpaKTHKH),
pPacnoNOXEHHBIMA B CEIbCKUX HACENeHHBIX TYHKTAaX, B KOTOPBIX OTCYTCTBYIOT
anTeuHble OpraHu3alluu (Jajzee — KOHTPOJHUpYyeMble JIMIA), B 4acTH COONIOAEHUS
TpeGoBaHHII K NpPUMEHEHHIO [eH Ha JIeKapCTBEHHBIE Npenaparbl, BKIIOYCHHbIE
B IIepeueHb XM3HEHHO HEOOXOOMMBIX M Ba)KHEHIMX JIeKapCTBEHHBIX NPENaparos,
YPOBEHb KOTOPBIX HE JOJUKEH IIPEBBIIATh CYMMY (GaKTHYECKOH OTIYCKHOMH 1IEHBI,
YCTAHOBICHHOH IPOM3BOJAMTENEM JICKAPCTBEHHBIX MPENapaTroB, H  KOTOPHIE
He IIPEeBHIAOT 3aperiCTPHPOBAHHBIX IIPeIeNbHBIX OTIYCKHBIX LEH, M Pa3sMepoB
ONTOBBIX HAA0aBOK M (MJM) pa3MepoOB PO3HHUYHBIX HA0ABOK, HE MNPEBBLIIIAIOLIMX
COOTBETCTBEHHO pa3MepoB MpEIeNbHBIX OINTOBBIX Han0aBOK U (MIIHM) pasMepoB
NpeIebHBIX PO3HUYHBIX Ha0aBOK, yeTaHoBIeHHBIX B KpacHospcKOM Kpae.

6. YdyeT 00bekTOB KOHTpOJs ocyuwecTBiseTcs Cryx00H ¢ MCHONB30BaHHEM
WHpOpPMAlMK, MOJYYEHHOH B paMKax MEXBEIOMCTBEHHOIO B3aHMOJCHCTBHA
OT MMHHMCTEPCTBA 3apaBooxpaneHusi KpacHospckoro kpas, a Takxe HHQOpMALKH
C HCOOJb30BaHMEM 3JIEKTpOHHOro cepsuca @expepanbHoit CIyXObI MO HaA30PY



B cbepe 3ppaBooxpaHeHMs (nmamee — PocsmpaBhams3op), pasMelEHHOM
Ha opHUHaTLHOM caiite Poc3apaBHanzopa B HHPOPMAUUOHHO-
TCIEKOMMYHHUKAaUMOHHOA ceTH MIHTepHeT nOCpeACTBOM BENECHMS MepedHs 00beKTOB
KOHTPOJISL.

IlepeyeHb 0OBEKTOB KOHTPOJIA COAESPKHUT CIENYIOLIYI0 HHPOPMALIHIO:

1) nomHoe HaWMEHOBaHHE KOHTPOIUPYEMOrO JHLA — IOPHAMYECKOro JIUNa,
damunus, uMs 1 0TYECTBO (IPH HATMYMH ) HHAMBUTyaJIbHOTO MIpeANPHHMMATEIS,;

2) OCHOBHO# TrOCyJapCTBEHHBIH PETHCTPAUHMOHHBIH HOMEpP KOHTPOJIUPYEMOro
Mna;

3) ampec MecTa HaXOXAEHHS W OCYLIECTBICHHS  NESTEJbHOCTH
KOHTpPOJIHPYEMOTO JIMLA;

4) BHA (BUABI) JeSTENIbHOCTH KOHTPOJNUPYEMOTrO JIHLIA B COOTBETCTBHH
¢ O0mepoccHiickuM KiaccuUKaTOPOM BHIOB 3KOHOMHYECKOH NesTeIbHOCTH;

5) maHHBIE O pEryJIMpyeMoOM BuIe NEATENBHOCTH, a TakkKe 00 OCHOBAHUSAX
BBeJIeHUS PeryJupOBaHUs AEATeILHOCTH KOHTPOIUPYEMOro JIHLA.

Ha  «Oduunansaom UHTEpHET-IOpTalle  IpPaBOBOH MHGOpMAaLUH
KpacHosipckoro Kpas» ¢ aApecoM B HH(OPMALHOHHO-TENIEKOMMYHHKALKOHHOM CeTH
Wnrepner www.pricekontrol.krskstate.ru (manee — oduumansueiii cait CnyxObi)
pasMemaeTcs ¥ HOMAEPKHMBAETCS B AKTYATLHOM COCTOSHMH IepeyeHb OOBEKTOB
KOHTpPOISA. AKTyaJu3alus [epedHs o6beKToB KOHTpola ocyluecTpaseTcs Ciyx6oi
€XXeroIHO B CPOK He mo3aHee 1 oKTa0ps TeKylnero roja.

PasMemenne  mepedHs  OCYWIECTBAsAETCs ¢ ydeToM  TpeOopaHmii
3aKoHoJaTeNLCTBa Poccuiickoit Peepaliiu 0 rocyJapCTBEHHOH ¥ HHOM OXPaHsAEMOi
3aKOHOM TaHHe.

7.  Tlpodunaktudeckue  MepomnpusTHa  ocymecteisiorca  CiyxOok
B COOTBETCTBHH C €XEroJHo yTBepxaaeMmoii mnpukazom CnyxObl MporpamMMmoi
npodMUITaKTHKH PHCKOB IpPHYHMHEHHs Bpeaa (ymepba) OXpaHSEMbIM 3aKOHOM
IIEHHOCTAM (fajee — mporpamMma MPoQHIaKTHKH PUCKOB IPHYUHEHUA BPELA).

8. IlpoBenmeHue nNpoPUIAKTHUECKHX  MEPONPUATHH  OCYIIECTBIIAETCA
Cnyx6oii Ge3 B3aUMOJEHCTBHS C KOHTPOJHDPYEMBIMH JMUAMH. B3auMoneHcTBue
C KOHTPOIHPYEMBIMH JIMI@AMHM NPH NPOBEICHUH HNPO(QUIAKTHYECKHX MEPONPUATHH
IOPOM3BOAMUTCA TONBKO B clydasX, YCTAHOBIEHHBIX @emepaibHbIM 3aKOHOM
Ne 248-®3. Tlpu 3TOM MNpOPHIAKTHYECKHE MEpONpPHUSTHA, B XOAC KOTOPBIX
OCYUIECTBJISETCH B3aHMOJASHCTBHE C KOHTPOJHMPYEMEBIMHM JIMLAMH, TPOBOAATCA
TOJIBKO C COTIACHs JAHHBIX KOHTPOJIHMPYEMBIX JIKL JTHOO0 [10 MX HHHIUATUBE.

9. Ilpu ocymlecTBIeHHH perHoHanbHOro KoHTpoas (Hauzopa) Cruyxba
NPOBOAUT CIERYIOLINE BUALI NPOPUIAKTHIECKUX MEPOIPUATHH!

1) nuadopMupoBaHUe;

2) 0600611eHUe TPaBOPUMEHUTENBHOMA PAKTHKH;

3) 0ObABNIEHHUE PEAOCTEPEKEHHS,

4) KOHCYJIbTHPOBaHKE;

5) npodunakTHYECKUA BUIHT.

10. Cnyx6a ocymecTisieT HHGOPMHpOBaHME O BOIPOCAaM COOIIONEHHMA
00s13aTeNbHBIX TpeOOBaBMil B MOPSAAKE, YCTAHOBIEHHOM CTaThel 46 PenepainpHOro
3akoHa Noe 248-D3.
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11. Cnyxba exerogHo obecrmeynBaeT MOATOTOBKY AOKIama, COAEPHKAIETo
pesyabTaThl 0000INEHHMS IpaBONpUMEHUTENbHOH mnpakTuku CayxObl (manee —
JOK/aJ O MpaBOIPUMEHHUTENbHOH NpPaKTHKe), U MyOIH4YHOe OOCYXIeHHEe IpoeKTa
JOKJIaJa O IPaBONpHMEHHUTENBHON IPAKTHKE.

11.1. B uenax odecnedyeHus NpoOBeCHUS MyOJUYHOTO OOCYXACHMS TPOEKTa
JoKaga O MPaBONPUMEHUTENBHOM MPaKTHKE YNOJIHOMOYEHHOE NODKHOCTHOE JIMLO
Cnyx6bl, ocyllecTBAAONEE ero pa3paboTKy, pasMelmaeT MpPOeKT AOKIaza
Ha ojHIHaAILHOM caifre Ciyx0bl B cpok He nmo3aHee | deBpans roga, ClaeayroLIEro
32 OTHeTHBIM, C OJHOBPEMEHHBIM YKa3aHHEM M[OYTOBOrO ajpeca, ajapeca
anekTpoHHO#l MmouyTel CnyxObl. [lpumeM mnpeanoxkeHuid U 3aMedaHHH K IIPOEKTY
IOKNaJa O TpaBONPHUMEHUTEIBHOH IIPAKTHKE OCYLIECTBJIAETCA B TEYEHHE AECATH
pabouux gHEH.

11.2. Cnyx06a obecrneunBaeT MOArOTOBKY NOKJIaga O NPAaBONPHMEHHTEILHOM
NpaKTHKe He Mmo3gHee 1 MapTa rojaa, ClemyIOLIEro 3a OTYETHBIM, €ro YTBEPXKAECHHE
npukazom Cryx6bl — g0 12 Mapra u pasmenieHde Ha opuuuanbHoM caiite CryxObl
He 1103/IHee TPeX JHeH CO JHS ero yTBEPKIACHHUS.

12. TlpemocTepexeHne O HENOIYCTHMOCTH HapylIeHHs O00A3aTeNbHBIX
TpeGoBaHuit (mamee — mpejoOCTepeXeHHe) OOBABIAETCA W HampaBIgeTcs
KOHTPOJIHPYEMOMY JIHLY B MOpSZKe, NpeaycMOTpeHHOM cTaThed 49 deaepanbHOro
3akoHa Ne 248-D3.

12.1. KonTponupyemoe JHLO B TeueHHe MATHAALATH pabouMX AHCH CO IHs
IOJIyYEHUs IPEAOCTEpeKeHns BIIpase nojath B Ciyx0y BozpakeHHe B OTHOIICHHH
yKa3aHHOTO TIPeIOCTEPEIKEHNS (laNee — BO3paKeHHe).

12.2. BospakeHue HampaBiieTcss KOHTpormupyeMbsiM JsmuoM B CayxOy
Ha OYMaXHOM HOCHTeNle MOYTOBBIM OTIIpaBJIeHHEM NHOO B BHIE 3JICKTPOHHOTO
JIOKYMEHTa, MOANUCAHHOTO IPOCTOH 371€KTPOHHOK INOAMHMCHIO WM YCHUIICHHOH
KBATMQUIMPOBAHHOK 9JNEKTPOHHOH IMOANHCHIO B  Cly4asX, YCTAHOBICHHBIX
@enmepanbibiM 3akoHOM Ne 248-03, Ha yKasaHHBIE B IpPEROCTCPEKEHHH anpec
3IeKTpOHHOHU 1o4Thl Ci1yXOBI.

12.3. B BO3paXkeHHH YKa3biBAIOTCH:

1) HaHMeHOBaHKME KOHTPOIHUPYEMOTO JINLA — FOPUIHYECKOrO JIMIE, haMuIius,
AMsi, OTUECTBO (IPH HAJTMYMH ) HHAUBHAYAIIBHOrO NPeANPHHHMATEI;

2) #AeHTU(UKAIHOHHBIA HOMED HANOrOILIATENbIUMKA — KOHTPONHPYEMOTo
U3,

3) gpmata W HOMED INPEAOCTEpPEXEHHs, HAlpaBJeHHOro B aipec
KOHTPOJIMPYEMOTO JIUIIa,;

4) obocHOBaHHE IIO3MLUH B OTHOLIEHHHM YKa3aHHBIX B IIPEIOCTEPEIKCHUM
nefcTBuil (Oe3nefcTBHA) KOMTPOIMPYEMOTO JiMlla, KOTOpble NPUBOIAAT MM MOTYT
IPUBECTH K HAPYLICHHIO 00A3aTENRHBIX TPeOOBaHHUH;

5) agpec 3NMeKTPOHHOH 10Tl KOHTPOJIKHPYEMOTO JIHLA.

12.4. Cnyx6a paccMaTpuBaeT BO3pakeHHE B T€USHHE JBaAUAaTH pabounX JHeH
CO IHA MOJIYYSHHA BO3PAXKEHHS.

12.5. Tlo pesynpratam paccMoTpeHHs ChyxOoH BO3paXeHHMA NPUHHUMACTCH
OJIHO K3 CJIETYIOUINX PEeIleHHH:

OCTaB/ICHHE IpeaocTepeXeHHs 6¢3 H3MEHEHH,



OTMEHA MPeJOCTEePESIKEHHUA.

Pemenne Ciyx0bl opopmitsiercsa npuxazom CiyxObl.

12.6. Ciyx0a B TeueHHe NATH padovymX MHEH CO AHA NPUHSATHS pElIeHus,
ykazaHHoro B mnyHkte 11.5 TlomosxeHus;, UHQOPMHUpYET KOHTPOJUPYEMOE JIHLO

O NPUHATOM pPEIUICHHH B TOpAOKEe, [PEeAYCMOTPEHHOM dYacThio 5 crarbd 21
®enepanbHbIM 3aKkoHOM Ne 248-D3.

13. YnomHoMmoueHHoe  JHomkHOcTHoe  juno  CnyxObl  OpoBOAMT
KOHCY/IbTHPOBaHME KOHTPOJHMPYEMBIX IIHII B IMCbMeHHOH Qopme npm ux
NUCbMEHHOM obpawieHud nubo B ycTHOH (opMe no TenedoHy, NOCPEACTBOM
BUI€O-KOH(MEPEHI-CBA3M HJIM Ha JIMYHOM IpUeMe Yy  YIOJIHOMOYEHHOTO
NOJDKHOCTHOTO Jjinna Ciy:kObI B X0JIe OCYIIECTBIICHUS KOHTPOJIBHOIO (Haa30pHOIO)
MEPOTPHUSTHS.

13.1. VYnoiHoMOYeHHOE HJOJDKHOCTHOe JHLIO Ciyx0bl OCYLIECTBIAET
KOHCYJILTUPOBaHHE, B TOM YHCIIE IUCEMEHHOE, 10 CIIEAYIOIIHM BOIpOCaM:

1) mpuMmeHeHHe OOsS3aTeNIbHBIX TpeOOBaHHM, CoIEpKaHME M IIOCIEACTBHA
MX U3MEHEHUS,

2) HeoOxoAuMble OpraHM3aLMOHHBIE M (MJIH) TEXHUYECKME MEpONPHUSATHS,
KOTOphlE JIOJDKHBI Peald30BaTh KOHTPOJAMpYEMBIEe JIHIa I CODMIONSHWS HOBBIX
o0s3aTenpHbIX TPeOOBaHUH;

3) 0cOBEHHOCTH OCYIIECTBIEHHS. PErHOHANLHOTO KOHTPOJIA (Haa3opa).

13.2. Tlo HTOraM KOHCYABTHPOBaHHA HMHQOpMallMs B NHCHMEHHOH (opMe
KOHTPONUPYEMOMY JIHIY H ero npexctaButemo Cayx0oil mpeacTaBiseTcs TOJIBKO
B Cclyyae HampaBleHHs KOHTpoiHpyeMbiM JsmumoM B Cayx0y 3ampoca
0 TNpENOCTABICHMA NHCHBMEHHOTO OTBETa, KOTOpHIH mpexcrapmsercs Ciyxbon
B CPOKH, YCTaHOBNcHHble QemepanbhbiM 3akoHoM oT 02.05.2006 Ne 59-@3
«O mopsiake paccMoTpeHHs oGpalleHui rpaxxaan Poccuiickod ®enepaliiuy.

13.3. B ciyuae eciM B TeYeHME KATEHAAPHOTO roja MocTymuno 5 u Gonee
ONHOTHINHBIX oOpamenmii (oBpamieHuii 1O OZHHM H TeM e BOHpOCcaM)
OT KOHTPOJIMPYEMBIX IJIML M MX TNPEACTaBUTENCH, KOHCYIbTHPOBAHHE IO TakHM
06paleHHaM OCYIIECTBIAETCA NOCPEACTBOM pa3MellleHds Ha oQUUUMaIbHOM caHTe
Cry k65 THCHMEHHOTO Pa3bACHEHUS, TIOAMHCAHHOrO pyKoBoauTeneM CirykObr.

14, B OTHOLIEHHH KOHTPOJHPYEMBIX JIHL, IPUCTYNAIOIHUX K OCYLIECTBICHHIO
AeATeNbHOCTH 1O  peaju3alli¥  JIeKapCTBEHHBIX TPenaparoB, BKIOYCHHBIX
B MepeueHb JKM3HEHHO HeOOXOMMMBIX H BXHEHIIUX JCKAPCTBEHHBIX MpPENaparos,
Cnyx6a 06s3aHa TPEI0KHTh HM [IPOBEJEHHE 005A3aTENBHOTO IpopHIAKTHIECKOTO
BH3MTAa He MO3JHee 4eM B TEYeHHe OJHOTO roia ¢ MOMEHTa Hadyala TaKoH
IesITeNbHOCTH.

14.1. O6ssatensHpie TpodunakTHYeckue Bu3uThl mpopodsTcs Ciyx0oi
110 MECTY OCYLIECTBJIEHHs JEATENbHOCTH KOHTPOIHUPYEMOIo JIHLA B COOTBETCTEMH
co crateeii 52 ®enepanbHoro 3akona Ne 248-03.

14.2. Cpox mpoBeicHus 00A3aTEALHOTO DPO(UIAKTHYECKOTO  BU3HTA
He MOYET IIPEBBILIATh OfUH pabo4uil AeHb.

143, VYmoonHoMOYeHHoe¢  Jo/kHocTHoe it CrmyxObl  IPOBOAMT
oGs3aTeNbHbIN NpoduIaKTUUECKHi BH3UT B (opMe NpoduIaKTH4ECKOH Oecelbl
O MECTy OCYMECTBICHHS AEATENBLHOCTH  KOHTPOJMpYeMOro  JiMIa 6o
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nyTeM  HCIOJbB30BaHMs  BHIeo-KoHbepeHH-cBs3M. B xome o00s3aTentHOTO
NPOPUIAKTHYECKOTO BU3UTA KOHTPOJIHpyeMoe JIMIO MHGOPMHPYETCS MO BONpPOCaM
COIepXaHus MNPUMEHSIEMBIX K IEATeNbHOCTH KOHTPOJHPYEMOIO JHIa HOBHIX
HOPMATHBHBIX MPABOBBIX AKTOB, YCTAaHABIMBAIOILHWX OOs3aTeNbHbiec TpeOoBaHUS,
BHCCEHHbIE W3MEHEeHMS B JIefiCTBYIOLWE HOPMATHBHEIE TIPABOBEIE AKThl, @ TaKXKe
CPOKH U NOPANOK BCTYIJIEHUS HX B CHILY.

14.4. Cnyxba yBegOMIfe€T KOHTPOJNMpPYEMOE JHMLO O IPOBEICHHH
00s3aTepHOTO MPO(YUIAKTUYECKOTO BU3UTA HE TIO3AHEE YeM 3a MATh pabouux OHeH
JO J[aThl €ro IpOBeleHHS B MOpsAKe, MPelyCMOTPEHHOM 4YacThlo 5 cTathu 21
DenepanpHoro 3akoHa Ne 248-D3.

14.5. KoHTponupyeMoe nvuO BIpaBe OTKAa3aTbCA OT  IPOBEACHMS
00s13aTeNbHOTO  NPOMUIAKTHYCCKOrO BH3HMTAa, YyBeaoMuB o6 »3ToM CryxOy
He TMo3JHee 4eM 3a Tpd pabouyux IOHA AO AaThl €ro HpOBelNeHHs. YBEIOMIICHHE
HaNpaBJIAeTCAd KOHTPOJMPYEMBIM JIMIIOM Ha OyMaXXHOM HOCHTENE IOYTOBBIM
OTHpasjieHHeM TGO B BHJE DIEKTPOHHOTO JOKYMEHTA, MOANMCAHHOIO MHPOCTOi
SJIEKTPOHHOH TIOANTMCHIO HIIH YCHJIEHHOH KBaNMOUIMPOBAHHOM 3JIEKTPOHHO#H
NOAMHUCEIO B Clly4adx, ycTaHoBneHHbIX DenepanpupiM 3akoHoM Ne 248-D3, Ha ajpec
31K TpoHHOM mouTsl CiyK6sl, ykasaHHbld Ha odUIHaIbHOM caliTe CryKOBbl.

14.6. Ilpu HEeBO3MOXXHOCTH MPOBEACHMA OOA3aTEIBHOTO NPOPUIAKTHYECKOTO
BusuTa B (GopMe mnpobunakTudeckoi Oecegpl 1O  MeCTy OCYIUECTBICHHA
JCATENbHOCTH  KOHTPOJIMpyeMoro  Juma  nubo  myTeM — HCIOJb30BAHUSA
BHAe0-KoH(pepeHL-cBsA3Uu Ciyx06a HHPOPMUPYET KOHTPOIHPYEMOE JIHIIO HE MO3JHEC
yeM 3a 24 daca [0 JaThl €ro NPOBEIEHHs B MOPAAKE, MPELYCMOTPEHHOM YaCTBIO 5
cratei 21 ®epepanbHoro 3akoHa Ne 248-03,

15. TInaHOBBIC KOHTPOJbHBIE (HAA30PHBIE) MEPONPHATHA B OTHOLICHUH
KOHTPOJIHPYEMBIX JIUI HE TIPOBOJSTCA.

15.1. Tlpy TpUHATHH pelleHHs O MPOBEJAECHUH M BbIOOpe BHIA BHEIIAHOBOTO
'KOHTPONBHOI'O (HAJ30PHOTO) MEPONpPHATHUS B LENAX OUCHKH PHCKA TPHIHHCHUA
spega (ymepba) CiyxOoH nNpUMeEHSIOTCA —CleQyOllde HHAMKATOpPhl pHCKa
HapyilleHHs 0053aTeIbHbIX TPEOOBAHHH:

HeofHOKpaTHOe (mBa u Gosnee pa3s) Hanpasienne CnyxGoli B ampec
KOHTPOJIHPYEMOTO JIHLA [pPEeJOCTEpEXEeHUH B TeueHHe TroAa, MpPEeIIeCTBYIOLIEro
rofly IPMHATHS PEILEeHHs O NPOBEICHUH BHEMIaHOBOI'O KOHTPOJIBHOTO (Hag30pHOrO)
MEPONIPUSATHS;

noctymwierne B Ciyx0y (1Byx u Goee) xanob (obpamennii) Ha NeATENILHOCTD
KOHTPONMPYEMOTO JIML@ B 4acTh CoOMofeHMs TpeboBaui K NMPUMEHCHUIO IeH
Ha JIeKapCTBEHHBIE MPeNnapaThl, BKIOYEHHBIC B NEPEUEHDb KU3HCHHO Heo0XOAUMBIX
H BaXHEHIINX JEKAapCTBEHHBIX IpenapaTos, B TeYeHHe roja, NpPeALCCTBYIONICro
rojy OPUHATHS PELICHUs O MPOBEACHAM BHEMJIAHOBOTO KOHTPOJIBLHOIO (Ha#30pHOrO)
MEPOIPHATHSA.

Ilpy yCTaHOBIEHHN OJHOTO MJIM B COBOKYITHOCTH HECKOJILKHX MHIMKATOPOB
pHCKa HapyLIeHHs oOs3aTeNbHBIX TPeOOBaHUH, YKa3aHHBIX B ab3alax BTOPOM,
TpeTbeM mnaHHOTo MyHKTa [lonoxeHHs, YNOJHOMOYEHHOE JOIDKHOCTHOS JHIO
Cnyx0bl IPOBOAMT OMHO M3 CIENYIOIMX BHEMIaHOBBIX KOHTPOJBHBIX (Hag30pHBIX)
MepOTIpUATHIA: JOKyMEHTapHas ¥ (1K) Beie3HAs NPOBEPKa,



16. PernoHameHblii  xOHTponb (Ham3op) ocywecTsiagercs Crnyxbon
MOCPECTBOM NPOBEAECHHUS CHENYIOIMX KOHTPOJIBHBIX (HAT30PHBIX ) MEPONIPUSITHI:

1) Habmonenne 3a codmoneHHeM o0s3aTeNnbHbIX TPeGOBaHMIA;

2) toKyMeHTapHas MpoBepKa;

3) BeIe3qHAs MPOBEPKA.

16.1. Pewenne CuyxOpl 0 mNpoBeIeHHM KOHTPONBLHOrO (HAZ30PHOrO)
MEPOTIPUATHS, HPEAYCMATPHBAIOILEr0 B3aUMOCHCTBHE ¢ KOHTPOJIMPYEMBIM JTHIIOM,
a TaKXe JOKYMEHTAapHOH NpOBEPKH, oGopMaseTcs npukazoM CinyxOBI.

17. KourponbHble (HAaA30pHBIE) MEPONPHUATHS, MPEAYCMATPUBAIOIIHE
B3aMMOJICHCTBHE C KOHTPOJHUPYEMBIM IIHIIOM, a Takke JOKyMeHTapHas NpoBepKa,
NPOBOJATCA YNOJHOMOYEHHBIMH IODKHOCTHBIMU muuamu CiyxObl I10CPELCTBOM
COBEpIUEHHUS CIEAYIOINX KOHTPONbHBIX (HAA30PHBIX) NEeHCTBHIA:

1) mony4enus NMCbMEHHBIX 00BACHEHHIH;

2) ucTpeboBaHUA JOKYMEHTOB.

18. JloxymeHTapHad NpoBepKa MPOBOMUTCA II0 MECTY HaxoxzaeHus: CiyXObl.
IlpenMeTOM IOKYMEHTapHOII TPOBEPKH ABISIOTCA MCKJIIOYUTENBHO CBEJEHHS,
cozepxalecs B JOKYMEHTaX KOHTPOJNHPYEMOTro JIMLA, YCTaHAaBIHBAIOLIUX
HX OpPraHUu3allMOHHO-TIPaBoBYIO Gopmy, IpaBa U 0OA3aHHOCTH, a TAKKe JOKYMEHTHI,
HCIONb3yeMble IIPH  OCYWECTBICHMM HMX  JICATEILHOCTH W CBS3aHHBIE
C MCIIOJHEHHEM HMH 00s13aTeNbHbIX TpeboBanuil u peueHul CoryxObl.

19. Bele3guas mpoBepka MPOBOIHTCSH 10 MECTY HaXOXAEeHUS (OCYILECTBICHHS
OEeATENBbHOCTH) KOHTponupyemoro Juma (ero ¢uuuanoB, DpeacTaBUTEILCTB,
000Cco0NEeHHBIX CTPYKTYPHBIX NOJpasfeneHuit) B cliydae, €ClIH He NpeicTaBuseTcs
BO3MOKHEIM OIIEHHTHh COOTBETCTBHE JeATENBHOCTH, JeicTBUil (Oe3neiicTBus)
KOHTPOJHUPYEMOTO JiMIia o0s3aTensHbiM TpeOoBaHUSAM Oe3 Bhle3Ja Ha MECTO
HaXO)KACHUA (OCYIUECTBIEHUSA IesATellbHOCTH) KOHTpONUpyeMoro nuua (ero
GUIHANOB, TPEINCTABHTENBCTB, OOOCOONEHHBIX CTPYKTYPHBIX MOApas3AeIeHUH)
H  COBEpIICHHS  HeoOXONWUMBIX  KOHTPONbHBIX  (Hag30pHBIX)  JeHCTBHH,
IIPETyCMOTPEHHBIX B PAMKaX HHOTO BHJa KOHTPOJILHBIX (HA30PHBIX) MEPOIIPUATHH.

19.1. Cpox mpoBeleHHs BBI€3IHOM NPOBEPKH HE MOXET INPEBbLIMIATh AECATH
pabounx nueit. B oTHOmEeHHH ogHOro cybbekTa Majoro MpeAlnpHHUMATENIBCTBA
001Kt CpoK B3aMMO/IEHCTBHS B XOAe NpPOBEIECHHS BBIE3JHOH NPOBEPKH HE MOXET
NPEBRIIATE MATHASCATH YacoB AN Maloro NpeIIpUATHS W MATHAANATH 4YacoB
JUTISl MEKPOTIPET PHSATHS.

Cpok npoBefieHUs BBIe3JHOH NPpOBEPKU B OTHOIIEHHH KOHTPOIHMPYEMOro JIuLa,
OCYIIECTBIIAIOLIETO CBOK [ESTENLHOCTh Ha TEPPUTOPHAX HECKONBKHX CYOBEKTOB
Poccuiickoit  ®emepaumu, 0o  KaKAOMY  (HIMaly, OPeICTaBHTENLCTBY,
060c00IEHHOMY CTPYKTYPHOMY TTOAPa3e/ieHUIO KOHTPOJIMPYEMOro JIHLA HE MOXET
HpeBbIIIATh CPOKH, YKa3aHHBIE B ab3alle IE€pBOM HACTOMAIIETO ITyHKTA.

20. MupuBuayansHbil [OpeAnpHHUMATENb, ABJLIOLIMIACA KOHTPOJIHPYEMBIM
nMnoM, BhopaBe npeactaBute B Cioyx0y HHQOpManKild O HEBO3MOKHOCTH
IPUCYTCTBUSA NP TIPOBENEHHH KOHTPOJBHOTO (Ham30pHOIO)  MEpPONpPHUATHSA
B CIIy4asx:

1) 3a6onepanus, CBA3aHHONO ¢ YTPATOH TPYZOCIOCODHOCTH,

2) NpenATcTBYS, BOHUKIIETO B Pe3ybTaTe JeHCTBUS HCIIPEOI0NMMOH CHIIBL.
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Ilo pesyneraraM paccMOTpeHus yKa3zaHHOH HWHGOpPMAaldH IMpPOBEAeHHE
KOHTPOJIBHOrO (HAaI30pHOT0) MEpOnpHATHs mepeHocutcss Cnyx0oil Ha CpOK,
HEOOXOMUMBIH  JNIL  YCTpaHEHHS OOCTOSTENBCTB, IOCHYXHMBLIHX  HOBOIOM
AN obpalleHus HHAWBUAYTEHOTO IPEAIPHHHMATES.

21. Pesynetarel KOHTPOJBHOTO (HAA30PHOIO) MepONpHsTHA O(OpMIAIOTCH
B TTOpsAKe, IPelyCMOTPEHHOM ri1aBoi 16 ®enepansHoro 3axkoHa Ne 248-D73.

21.1. Ilpeanucanue 06 ycTpaHeHWH BBISBACHHBIX HapyLIEHWH C yKa3aHHEM
Pa3syMHBIX CPOKOB HX MCIIOJIHEHHS, IpeJycMOTpeHHoe NYHKTOM 1 yacTH 2 ctaTey 90
Oenepanpaoro 3akoHa Ne 248-@3, BeigaeTcs YNOJHOMOYEHHBIMH JOJIKHOCTHBIMH
muuamu CiryxOBI B COOTBETCTBHH ¢ IIYHKTOM 1 yactd 2 crated 90 DeaepanbHoro
3aKoHa Ne 248-D73.

22. Pewiennss CnyxOpl, NpUHATHE B PaMKaX KOHTPONBHBIX (HAA30pHBIX)
MepoIIpUATHi, nelicTBus (Oe3melicTBHe) YMONHOMOYEHHBIX JOJDKHOCTHBIX JIHILL
Cnyx6pl MOrytr ObITh 00XanOBaHBl KOHTPOIMPYEMBIM IIMIOM B JOCYAe0HOM
TIOpSIKE B COOTBETCTBHM C MOJOXKeHuAMH TinaBbl 9 DenepallbHOTO 3aKOHa
Ne 248-®3,

22.1. PykoBoguTtens CinyxObl IpUHUMAET pellieHHe 00 0TKa3e B paCCMOTPEHHH
KaJoOBl KOHTponupyeMoro juua Ha peuieHus Ciryx0Obl, NPHHATHIE B paAMKax
KOHTPOJIBHBIX (Han30pHBIX) MepOTIPUATHH, NeACTBUS (Oe3nelicTaie)
YIIOJHOMOYEHHBIX JOMKHOCTHEIX nuI CayxObl (nanee — xkanoba) B TeUeHUE IATH
pabo4ux AHeH co IHA MOIYUYCHHS XKalo0bl, €CIH:

1) xxanoba mogana nocjie HCTe4eHud CPOKOB MOAaYH JKaloObl, YCTaHOBIEHHBIX
yacTaMH 5, 6 craten 40 ®enepampHoro 3axkoHa Ne 248-D3, m He coAepXHT
X0JIaTalCTBa O BOCCTAHOBJICHUH NPOMYUICHHOI'O CPOKa Ha ToAaqy KajloObl;

2) B YIOOBJIETBOPEHHH XOaTaiCTBa O BOCCTAHOBJIEHHH NPONYIIEHHOTO CpPOKa
Ha T10/1a4y ajJo0bl OTKa3aHo;

3) o0 OpPHHATHA peUleHHs Mo J>Kajlode OT KOHTPOJHPYEMOro JIHIA, €€
1I0/I4BUIErO, MOCTYMHIO 3adBlIeHHEe 00 OT3hIBE KallOOBI;

4) uMmeercs pelneHre Cya Mo BONpOcaM, NOCTaBICHHBIM B JKajobe;

5) panee pykosozutemo CnyxObl ObUIa IIOAaHA Apyrasd ajoba OT TOro ke
KOHTPOJHMPYEMOTO JIALA [IO TEM XKE OCHOBAHHSAM;

6) xanoba COAEPKHT HEUEH3YpHble JHMOO OCKOPOHUTENbHBIE BBIPAKCHUS,
yrpo3bl JXH3HH, 3MOPOBBI0 M HMYIUIECTBY YNOJHOMOYEHHBIX JODKHOCTHBIX JIHI
CnyxObl, a TaK)Ke YWICHOB HX CEMEH;

7) paHee NoJy4YeH OTKa3 B PacCMOTPEHHM XaloObl Mo TOMY Ke NpeaMEeTy,
UCKIIFOYAIONIHHA BO3MO)KHOCTH ITOBTOPHOrO 0OpallleHus HaHHOTO KOHTPOJIHPYEMOTO
JNHIA ¢ Xano0oil, ¥ He IPHBOAATCS HOBbIE JOBOJIB! UM OOCTOSTENbCTBA,

8) xamoba nogaHa B HEHANIEKAIUN YIIOJIHOMOYCHHbIM OpraH.

22.2. Pyxosommtens CiayxObl OpM pPacCMOTPEHHH KalnoObl HCIOJB3YeT
MONCHUCTEMY AOCYNEOHOro 00KAaTOBaHUS KOHTPONIBHOH (Hal30pHOH) AEATEeNbHOCTH,
33 UCKJINYEHHMEM CIIydaeB, KOIZla pacCMOTpEHHE XanoObl CBA3aHO CO CBEIACHHIMH
W JOKYMEHTaMH, COCTaBISIOIIMMH TIOCYNapCTBEHHYIO HJIH HHYIO OXDaHACMYIO
3aKOHOM TaliHy. IlpaBuna BejeHHs TOICHCTEMBl HOCYyHdeOHOro obXKanoBaHus
KOHTPOJbHON  (Hag3opHOH) INEeATeNbHOCTH  yTBepxknaatworcs  [IpaBHTENLCTBOM
Poccuiickon ®enepanun.
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Cnyxba obecrnieyuBaeT nepefadyy B IOACHCTEMY HocyAeOHOro oGXaTOBaHUA
KOHTPOJILHOH (Haq30pHOH) AESATeNbHOCTY CBEACHHH O XOIe pacCMOTpEeHUA Kalob.

22.3. JKanoba, cojepxamas cBeleHUS MU JOKYMEHTHI, COCTaBJAIOLIME
TOCYJapPCTBEHHYIO MIIH HHYIO OXpaHSEMYIO 3aKOHOM TaiiHy, ITofaercs pYKOBOIUTEIO
Cnyx6s1 0e3  HCIONBb30BAaHHA  EAMHOTO  NOpTaja  rOCyUApCTBEHHBIX
¥ MYHHULMIIANbHBIX YCIYT H (MJIM) perdHoHaNbHBIX MOPTAJOB TIOCYLApCTBEHHBIX
M  MYHHIMOAIBHBIX YCJIYT Ha  OyMaKHOM  HOCHTeNle  HelOCpPeICTBEHHO
WJIH TIOYTOBBIM OTIIPABIIEHHEM C ydeToM TpeGoBaHUi 3aKkoHOaaTebeTBa Poccuiickoit
®enepanuu 0 rocyIapCTBEHHON ¥ HHOM OXPAaHAEMON 3aKOHOM TaiiHe.

22.4. Janoba NoaneKUT paccCMOTpeHHIO pykoBonutenem CiyxObl B TedeHue
IBamuatu pabounx AHeH co OHS ee peruCTpaluy.

Cpox paccMOTpeHHS KanoObl MOKeT OBITh IpoaieH pykopoguteneM CiyxObi
Ha [BaAnaTh pabounx JHEH B CIEOYIOIUX Cy4dasx:

1) HeOOXOAUMOCTH 3aIIpoca TONONHUTENBHBIX JOKYMEHTOB I/ PACCMOTPEHHA
KATTOORI;

2) HaxOXICHHMA YIIONHOMOYEHHBIX HODKHOCTHBIX nun CiyxObl, meHcTBHs
(Oe3melcTBHE) KOTOPBIX OOXKaIylOTCS B OTIYCKE, KOMaHIUPOBKE  HJH
Ha OOJILHHYHOM).

22.5. Pyxosoautenb CinyxObl BIpaBe 3alpOCHTb Y KOHTPOIHPYEMOIO JIHla,
MOJABILETO KAN00y, JOMOJHUTEIEHYIO HHPOPMALHIO H JOKYMEHTEI, OTHOCAIIHECS K
npeameTy kano®el. KoHTponmupyemoe JMIO, TojaBlllee Kajody, BIIpaBe
TNpeaCTaBATh YKa3aHHbE HHOOPMAIMIO H JOKYMEHTbI B TeUeHME ATH padouuX AHeH
C MOMEHTA HampaBieHHs 3anpoca. TedeHHe CpOKa PACCMOTPEHMS IKaloObI
IPHOCTAHABIMBAETCA C MOMEHTa HANpaBJICHUs 3ampoca O IpeAcTaBlIeHHH
JONOTHATENLHBIX HHGOPMAIYH M JOKYMEHTOB, OTHOCAIIMXCS K TIPEAMETY KaIoOB,
70 MOMEHTa MoJIy4YeHHs ux pykoBomutenem CnyxObl, HO He Ooyee ¥eM Ha NATH
pabodnx  mOHe ¢  MOMeHTa  HampaBleHHs  3ampoca.  HemomyudeHue
OT KOHTPOJMPYEMOrO JHMIA JOIONHMTEIbHBIX WHpopMamyu M JOKYMEHTOB,
OTHOCAIMXCA K TpeaMeTy JKanoObl, He sABJIAETCS OCHOBaHUEM JUI OTKasa
B PacCMOTPEHUH KanoObl.

22.6. He momyckaercs 3ampallldBaTb y KOHTPOJIHPYEMOTO JIHIA, IOAABIIETrO
xaioby, MHGOPMALHIO H NOKYMEHTHI, KOTOPBIE HEXOIATCE B PaCHOPAKCHHN
FOCYNapCTBEHHBIX  OPraHOB, OpraHOB  MECTHOTO  CamOyNpaBleHHs  1ubo
N0/ BEIOMCTBEHHBIX UM OpTaHU3alK.

22.7. KoHTpoaupyeMoe NULO, ToAaBliee KanoOy, A0 MPHHATHA HTOTOBOIO
peHIeHus [0 Xanobe BIpaBe M0 CBOEMY YCMOTPEHHIO IIPEICTaBUTE LOTONHHTENIbHbIC
MaTepHaJIbl, OTHOCSIHECS K IIpeIMETY ajobsl.

22.8. O0%3aHHOCTb AOKA3bIBAHUA 3aKOHHOCTH U OOOCHOBAHHOCTU MPHHATOTO
peleHns ¥ (M) COBepIIEHHOro NeHCTBUA (Oe3felicTBIsA) BO3NAraeTes Ha Cnyx0y,
pemenve 1 (unu) Aeficteue (Oe3nelcTBUE) YMOTHOMOYEHHBIX NOJDKHOCTHBIX JIHII
Cryx0bl KOTOPBIX, O0KAITYIOTCA.

22.9. Tlo UTOraM paccMOTpeHus *ano0sl pykosomuTens Ciyx0bl npHHHMACT
OJIHO M3 CIIEAYIOLNX PeLICHHH:

1) ocTaBisieT Kanoby 6e3 y10BIETBOPEHUS;

2) otmensieT peureHre CnyxObl IOJIHOCTHIO UM YACTHYHO;
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3) otMmenser petienue Ciy:xObl MOJHOCTRIO M IPHHUMAET HOBOE peElleHHE;

4) npusHaer aeitcteus (Oe3neicTBIE) YIOMTHOMOYEHHBIX AOHKHOCTHBIX JIHI
CayxObl He3aKOHHBIMH W BBIHOCUT pellieHHe 10 CYLIECTBY, B TOM 4HUCIE
00 ocylLIecTBIEHUH [IPH HEOOXOMHMOCTH ONIPENeNeHHBIX qeiCcTBU.

22.10. Pemenue pykoBoautens CnyxObl, coaepxkallee 00OCHOBaHHE
NPHUHATOTO pelleHHusl, CPOK U MOPAAOK ero HMCIONHEHHS, pasMellaeTcs B JIMYHOM
KabWHeTe KOHTPOJMPYEMOTO IIHIa Ha €OHHOM I[IOpTajie TIOCYIJapCTBEHHBIX
U MYHHUMIAIBHBIX YCIYr W (M) PErHOHATIBHOM IOpTalle TOCYAapCTBEHHBIX
U MYHHMIMNANBHBIX YCHYr B CPOK HE IO3[HEE OfHoro padbodero AHs €O JHS €ro
IPUHATHSA.

23. KiroueBoii mokasaTelb PErHOHAIBHOrO KOHTPOJS (HaA30pa) U ero 1eneBoe
3HaueHHe, MHAWKATHBHbIE T[IOKasaTeNM PpETHOHANBHOrO KOHTpons (Haiasopa)
YCTaHOBIIEHBI B IPUIIOKEeHUH K [lonoxkenmro.



IIpuioxenue

K [TonoXeHn o 0 pernoHaNEHOM
TOCYHapCTBEHHOM KOHTpOJIE
(Hap3ope) 3a IPUMEHEHHEM LIeH

Ha JIeKapCTBEHHbIE TPeIiaparThl,
BKJIIOUEHHbIE B IEPeYEHB XKHU3HEHHO
HEOOXOOMMBEIX W BaXKHEHIINX
JeKapCTBeHHBIX IIpenapaToB

KnroueBoii nokasaTtens peruoHaIbHOro ToCyJapcTBEHHOTO KOHTPOJIS (Haa3opa)
3a IpUMEHeHHEM LIeH Ha JIeKapCTBEHHBIE [Ipenaparhl, BKIIOUEHHBIE B IepeyeHb
KM3HEHHO HeOOXOOMMBIX U BaXKHEHIINX JIeKAPCTBEHHBIX TIPENapaToB U ero IeJeBoe
3Ha4YeHHe, MHAUKATHBHBIE [10KA3aTeNl PETHOHAIBLHOrO ITOCYJAPCTBEHHOI'O KOHTPOJISA
(Han3opa) 3a NpUMEHEHHEM 1ICH Ha JIeKapCTBEHHEBIE IpenapaThl, BKIKOYeHHbIE
B IIepedeHb XKU3HEeHHO HeOOXOMUMBIX U BaXKHel WX JeKapCTBEHHbIX
Ipenaparos (fajee — KII0UYEeBOH 110Ka3aTeNb, HHAMKATHBHEIE [IOKA3aTEIH,
perMoHaNbHBIH KOHTPOJb (HaA30p)

KiroueBpIM 1OKa3aTelleM pPErHOHAIBHOTO TIOCYJIAPCTBEHHOTO  KOHTPOJA
(Hag3opa) 3a NpUMEHEHHEM I[eH Ha JIeKapCTBEHHBbIE [penapaThi, BKJIHOYEHHbBIE
B IIEpeYEHb XM3HEHHO HEOOXOOMMBIX M BaXKHEHIIMX JIeKapCTBEHHBIX Hpenaparos,
ABISAETCA OTHOLICHHE Bpeda (yuepba), NPUUMHEHHOrO B pe3ysibTare 3aBbIUISHUS
KOHTPOJIHPYEMBIMHM JIMIIAMKM UEH [pH pealu3aldd JIEKapCTBEHHBIX MpPENapaTos,
BK/IIOUEHHBIX B IepeueHb XM3HEHHO HeoOXOMMMBIX M BaXHEHIIUX JIeKapCTBEHHBIX
[IpenaparoB, K BAJJOBOMY PEerHOHAIBHOMY 1poayKTy KpacHospckoro xpasi.

Knrouepoit nokasarens (KII) paccunteiBaetcs no gpopmye:

KII = (Bobmwm. / BPIT) x 100%,

rie:

Bobur. — Bpen (ymep0), NpHYMHEHHBIH B  pe3yibTaTe 3aBBILIEHHSA
KOHTPOJIMPYEMbIMHM JIMLIAMH L€H IpH peajM3alil JIeKapCTBEHHBIX IPENaparos,
BKJIIOYEHHBIX B IIEPEYECHb KHU3HEHHO HEOOXOJIWUMBIX M BAXKHEHLIUX JEKapCTBEHHBIX
1IpenapaToB, 3a OTYCTHHIH Nepuos (MIH. pyoneit);

BPII — BanoBelif perHoHaNbHBIA MpoAyKT KpacHodpckoro xpas 3a OTYETHBIH
nepuo (MiH pydiieil).

OTyeTHBIM NEPHOAOM IS pacueTa 3HaueHus KII0UeBOro MoKas3aTells sBIseTcs
KaJIeHIapHEIHA rof.

IleneBoe 3HaueHHWe KJIOMEBOrOo  IOKa3aTels  ONpeNessaeTCs  MCXOAs
U3 €XEroJIHOr0 CHUXKEHHUS 3HaUeHUs KJIIYeBOro rmokasaTens Ha | mponeHT.

MHOWKkaTUBHBIE I10Ka3aTelld PETHOHANBHOIO TOCYAApCTBEHHOIO KOHTPOIIA
(Hag3opa) 3a NpUMMEHEHHEM LEH Ha JICKAPCTBEHHbIE MpPeNnaparbl, BKIFOYEHHBIE
B IIepedeHb )KU3HEeHHO HeO0OXO0AUMBIX U BaX(HEHIIMX NeKapCTBEHHEBIX IIPENaparos:

1. Kosn4ecTBO BHEIIAHOBBIX KOHTPOJIBHBIX (HAN30DHBIX) MEpPOIPHATHH,
IIPOBEXEHHbIX 338 OTUCTHBIM IEPUOA;

2. KonM4yecTBO BHEILUTAHOBBIX KOHTPOJNBHBIX (HAJ30pHBIX) MEPOIPHUATHH,
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IIPOBEJICHHBIX Ha OCHOBAHMM BLISABJICHHUS COOTBETCTBHA OOBEKTa KOHTPOJIS
napaMeTpaM, YTBEPKASHHBIM HMHAMKATOPAMH PpHUCKA HapyUIeHHS o00sM3aTeNbHBIX
TpeOoBaHHH, WAM OTKIOHEHMHS O00BeKTa KOHTPOJIS OT TaKuX [apaMeTpos,
34 OTYCTHBIH [IEPHOL;

3. Ob6miee  KONMMYECTBO  KOHTPOJIBHBIX  (HAA30PHBIX)  MEPONPHUATHH
C B3aUMOJEHCTBUEM, IIPOBECHHBIX 38 OTUETHBIH TIEPUO/T;

4. Konu4ecTBO XKOHTPOJBHBIX (HaJA30PHBIX) MEPONPHUATHH C B3aUMOJIeHCTBHEM
00 XaXAOMY BHAY KOHTPOIBHBIX (HAN30pPHBIX) MEPONPUATHH, I[POBEIESHHBIX
34 OTYETHLIA NEPUOL;

5. KonuyectBo 00s3aTenbHbIX NPOQHNIAKTHYECKAX BH3HTOB, MPOBEICHHBIX
33 OTHETHBIN [1IEPHOL;

6. KonnuecTBo  mpenoctepexxeHHH O  HEJONYCTHMOCTH  HapyIIeHHs
00s13aTeNILHBIX TpeOoBaHKH, 00BABIEHHBIX 38 OTUETHBIH NePHOL;

7. KonniecTBO KOHTPOJIBHBIX (HAA30pHBIX) MEPONPHUATHH, 1O pe3ylbTaTaM
KOTOPBIX BbIStBIIEHBI HApYLIEHUs 00s13aTeIbHBIX TpeOOBaHMiA, 3a OTYETHBIN NEpUO;

8. KonnyecTBO KOHTPONBHBIX {HAI30PHBIX) MEPOIIPUATHIA, 10 HTOraM KOTOPBIX
BO30y3KaeHb! 1ena 00 a/IMMHUCTPATHBHBIX IPABOHAPYLICHUAX, 32 OTYETHEIH IIEPHOK;

9. CyMmma anMHUHHCTPaTHBHBIX INTpad)oB, HAJOXKEHHBIX [0 pe3yJbTaTaM
KOHTPONBHBIX (HaA30pHBIX) MEPONPUATUH, 32 OTUETHBIH NEPUOT;

10. KonumyecTBO HampaBjeHHBIX B OpraHbl TNPOKYypaTypbl 3asBIEHHH
O COTJIACOBAHHM  TPOBEJEHHUS  KOHTPOJBHBIX  (HAA30OpHBIX)  MEPONpPUATHH
3a OTYETHBIN NMepHol;

11. KonmudyecTBO HampaBJIECHHBIX B OpraHsl IPOKYpaTypbl 3asABJICHHUH
O COIVIACOBAHUHM  MPOBEJeHUSA KOHTPOJILHBIX (HAA30PHBIX)  MEPOIPUATHH,
0 KOTOPHLIM OpraHami IIPOKYpaTyphl OTKa3aHO B COTJAaCOBAHHH, 3a OTYETHBIH
TIEPHOJL;

12. O6Imee KOMUYECTBO YUTEHHBIX 00BEKTOB KOHTPOJIS Ha KOHENl OTUYETHOrO
NepuoJa;

13. KojudyecTBO YYTEHHBIX KOHTPOJIMPYEMBIX JMI[ Ha KOHEH OTYETHOTO
IIEPHOAE;

14. OOmee KOIHMYECTBO >Kao0, MOJAHHBIX KOHTPOJHMPYEMBIMH JIHHUAMH
B AOCYAcOHOM MOPAAKE 32 OTUYETHLIN NEPHOL,

15. KonuuecTBo kanob, B OTHOIIEHHH KOTOphiXx CnyxOoi Obl1 HapylleH
CPOK paccCMOTpeHMs, 32 OTUETHLIN IIEpHO;

16. KomuuyectBo  Xano0, TMOJAHHBIX  KOHTPOJMPYEMBIMH  JIMUAMH
B J0CyleOHOM MNOpAAKE, MO HTOraM PacCMOTPEHHS KOTOPBIX IPUHATO PELICHHE
0 noNIHOM MO0 yacTHUHOM oTMeHe pemenus CiayxOsl, 160 0 NpU3HaHUKU NEHCTBUH
(6e3meiicTBHIT) YIIOIHOMOYEHHBIX JOJDKHOCTHBIX JIHL CiTyxKObl HEIeACTBUTEIBHBIMY,
3a OTYETHBIA NEPHOL;

17. KonuyecTBO HCKOBBIX 3asBJeHHI 06 ocniapHBaHMM PEIUEHHH, NEHCTBUH
(6e3nefcTBHil) YMONHOMOYEHHBIX MODKHOCTHBIX JHIL CiyxObl, HampaBICHHbBIX
KOHTPOJIMPYEMBIMH JIHIIAMH B CyA1€0HOM NOPAIKE, 38 OTYETHBIA NIEPHOL;

18. KonuuyecTBO MCKOBBIX 3asABIEHHH 00 ocapuBaHHM PEIICHHH, AelcTBUN
(6e3meiicTBuUi) YNONHOMOYEHHBIX JOMMKHOCTHBIX JHuI CiyxObl, HampaBIeHHBIX
KOHTPOIHMPYEMBIMH JIMIIAMH B CyJeOHOM MOpPAAKE, A0 KOTOPBIM MPUHATO pELICHHES
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00 yIOBIIETBOPEHNH 3asBICHHBIX TpeOOBaHU, 38 OTUETHBIM IEPHOL;

19. KoiMuecTBO KOHTPOJBHBIX (HAI30PHBIX) MEPOMPHSTHI, MPOBEIEHHBIX
¢ rpyOblM HapyuicHueM TpeOOBaHMH K OpPraHM3alldM M  OCYIIECTBICHHIO
PETHOHANBHOrO KOHTponaA (Han3opa), W pe3yJbTaThl KOTOPBIX OBUTM TPU3HAHB
HeAeHCTBUTENIBHBIMU H (UMH) OTMEHEHBE, 32 OTUETHBIH MePHO/I.




