AJIMUHNUCTPALIMA TAMBOBCKOW OBJIACTU

IHOCTAHOBJIEHHUE
73 0% 27 r. Tam60B Ne 7//

06 yreepxaenun [loJOXKEHHS O PErHOHAIBHOM TOCYHapPCTBEHHOM KOHTPOJE
(Haj3ope) 3a IpUMEHEHHeM IIeH Ha JIeKapCTBEHHbIe IPeIaparsl, BKIIOIECHHBIC
B IlepedeHb JKI3HEHHO HeOOXOMMMBIX U BOKHEHIIMX JIeKapCTBEHHBIX IPEIaparos,
WHKATOPa PUCKA U KIIOYEBOr0 NIOKa3aTelis

B coorserctBur ¢ ®enepanpubiM 3akoHoM oT 31.07.2020 Ne 248-03
«O rocyJapcTBEHHOM HaJ30pe W MyHHIMIANBHOM KOHTpone B Poccuickoi
denepanuu», cratheil 93 @emepanbnoro 3akoHa or 12.04.2010 Ne 61-03
«OG obpamienuyt  JIEKAPCTBEHHBIX  CPEACTB»  aJMHUHMCTpamus — obnactu
HIOCTaHOBIISIET:

1. Vrsepauts IlonoxeHne O PervoOHalIbLHOM TIOCYAaPCTBEHHOM KOHTPOIE
(Hanzope) 3a NpPUMEHEHHEM IIeH Ha JIeKapCTBEHHBIE Iperaparsl, BKIIOUEHHBIE
B IepedeHb KU3HEHHO HeOOXOAUMBIX M BOXHEHIIMX JIeKapCTBEHHBIX NPEIaparos,
(nanee — ITosoxkeHue) cONIacHO mpuyoxenuto Ne 1.

2. YTBepaUTh HHAUKATOP PUCKa HapyIIeHHs 00A3aTeNbHbIX TpeOOBaH!i IpH
OCYIIECTBIICHHN PETHOHATBHOTO TOCYIapCTBEHHOrO KOHTPOJA (Haxzopa) B cdepe
06 palleHus IEKAPCTBEHHBIX CPEJICTB COIMIACHO IpuiioKeruio No 2.

3. YTBepAuTh KIIOYEBOH IIOKa3arellb PErdOHANBHOIO TrOCYNAapCTBEHHOIO
KoHTpoNs (Haj3opa) 3a IPUMEHEHHMEM IleH Ha JICKapCTBEHHBIC Iperapatsl,
BKJIIOYEHHEIE B [IEPEUCHD XKU3HEHHO HEOOXOMUMBIX ¥ BAXXHEHIINX JICKapCTBEHHBIX
Ipenaparos, COMIACHO MpuioxKenuo Ne 3.

4. Hacrosilee ITOCTaHOBJICHUE BCTYIIAeT B CUIY C JaThl BCTYIUICHUS B CUILY
[IOCTAHOBJIGHUS aAMUHHCTpanud o0nacTd O IPU3HAHUKM YTPATHBIIAM CHITY
[IOCTAHOBJICHHs  afMuHMCTpaimu obmacty ot 23.12.2013  Ne 1524
«O6 yTBEpXIEHUH MMOPANKA OCYILECTBIECHUS PErHOHAIBHOTO IOCYAapCTBEHHOIO
KoHTpons (Haj3opa) B OONACTH PEeryIHpyeMBIX ToCyJapcTBOM IeH (Tapudos)»,
3a HCKIIIOYeHHeM IIyHkTa 5.5 TlonoxeHust, KOTOPEI BeTynaeT B cuny ¢ 01.01.2023.

5. Ony6nukoBaTh HacTosilee INocraHoBiense Ha «OduuuansHOM
YHTEpHET-TIOpTaNe I[paBoBO¥ HHGpOpPMAIMK» (WWW.pravo.gov.ru), Ha caire

~«TamOoBcKass ku3Hp» (www.tamliferu) m B Trasere

HoymenToatopor.
1 padorny



TTPUJIOXKEHME Ne 1
VTBEPX/EHO
OCTAHOBIEHUEM aIMUHHCTPAIH 001aCTH

ot AP G577 Ne P77

ITonoxeHue
0 PEerdoHAIBFHOM IOCYJapCTBEHHOM KOHTpOIE (Hal30pe) 38 IPUMEHEHUEM LIeH
Ha JIEKapCTBEHHBIC peraparsl, BKIIOYEHHEIE B IEPEYCHD XKU3HEHHO HEeOOXOINMMBIX
Y BAXHEHIINX JICKAPCTBEHHBIX IIPEIIapaToB

1. OGue moNoXKeHMs

1.1. Hacrosuee IlonoxkeHrne O perioHajJbHOM IOCYAAPCTBEHHOM KOHTPOJIC
(Hag3ope) 3a MpUMEHEHHeM LeH Ha JIEKapCTBEHHBIE IpEeraparsl, BKIIOYCHHBIE
B [IepeYeHb KU3HEHHO HEOOXOMVMBIX U Ba)XKHEHWIIMX JICKapPCTBCHHBIX IPENaparoB
(manee — ITonoxxeHue), B COOTBETCTBHE C (esiepalbHBIMK 3aKkoHamu ot 31.07.2020
Ne 248-®3 «O rocymapCTBEHHOM KOHTpoje (HaA3ope) M MyHHIHMIATbHOM
xouTposie B Poccutickoii Penepanuny (namee — Q@enepanbHbId 3aK0H No 248-D3),
ot 12.04.2010 Ne 61-®3 «O6 obpaleHu JIeKapCTBEHHBIX CPEACTB», [lonoxenneM
o6 ympaBmeHmM mo  perynupoBaHuto TapudoB TamGosckodt  obGmacty,
YTBEPXKIEHHBIM [OCTAHOBICHHEM IMIaBbl agMUHMCTpamuk obmactu or 06.11.2012
Ne 110, ycraHaBiuBaeT HOPSANOK OPraHU3ALMK ¥ OCYIICCTBICIHA PErHOIAJILIIOro
rocylIapCTBEHHOTO KOHTPOJA (Haa30pa) 3a NMPUMEHEHHUEM LIH Ha JIEKapCTBEHHBIC
IIperapaTsl, BKIIOYEHHbIE B MEPEUeHb JKM3HEHHO HEOOXOINUMBIX M BaXKHEHIINX
JIeKapCTBEHHBIX  HpemaparoB  Ha  Teppuropuu  Tambobekoit  olnmactu
(najiee — perMOHANBHBIN FOCYAAPCTBEHHBIN KOHTPONIB (HaA30p).

1.2. TloHsiTMS W TepMHUHBI, HpUMeHseMble B HacrosieMm IlonoxeHud,
IPUMEHSIOTCS. B 3HAYCHUSX, ONpeelneHHbIx DeepanrbHbIM 3aKOHOM Ne 248-O3 u
UHBIME  (elnepanbHBIMA  3aKOHAMH,  PETYJUPYIOUIMMH  IPaBOOTHOIICHHS,
BOZHHUKAIOIIME B CBS3U C OCYINECTBICHUEM PETHOHANLHOTO TOCYJapCTBEHHOIO
KOHTPOJIS (Ha/i30pa).

1.3. TIpesMeTOM PperdoHaNbHOrO TOCYHApCTBEHHOTO KOHTPOJA (Hau30pa)
SBIsSIeTCS  COOJIIONEHNe OpraHM3alisIMUd OINTOBOM TOPIOBIH JICKAPCTBEHHBIMU
CpeICTBaMH, anTeuYHBIMI OpraHu3aIUsIMY, HHJIABHTyaJIbHBIMA
NpEANPUHUMATENSAME, ~ MMEIOIUMY  JIMIEH3HIO  Ha (apmMalieBTHIECKYIO
NesITeNBHOCT, MEIMIMHCKUMH  OpPraHHM3alUsAMH, HMEIOIIMMH  JIMIECH3UIO
Ha QapMaLEBTHYECKYIO AEATENBHOCTh, 1 X 000COOIEHHBIMU MOJPa3IeNCHUIMA
(amOymnaropusiMu, (GETBAIIEPCKUMEA M (QEIbAIIEPCKO-aKyILIePCKUMH  ITyHKTAMH,
netpamMu  (oTheneHusMu) oOwWwel  BpaueOHOH  (ceMeHHOW) — NpaKTHKH),
PaCIIONOXEHHBIMUA B CEJIBCKUX HACEJIeHHBIX IIyHKTaX, B KOTOPBIX OTCYTCTBYIOT
aTeYHbIE OpraHM3alluy, IIpA pealu3aluy JICKApCTBEHHBIX  IIPENapaToB
(namee — KOHTpOJHpyeMble NHIA) TPeOOBaHMI K NPUMEHEHUIO IIEH, YPOBEHB
KOTOPBIX He JIOJDKEH TNpPEBBIUAaTh CyMMY (GaKTUYeCKOH OTIyCKHOM IEHE,
YCTAHOBJIEHHOM MPOM3BOIAMTENEM JIEKAPCTBEHHBIX MPENaparoB, H KOTOPHIC
He MIPEBHIIIAIOT 3aPeTHCTPUPOBAHHBIX TPEAENBHBIX OTIIYCKHBIX IIeH, U Pa3MEPOB
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ONITOBBLIX Han0aBOK ¥ (WJIM) pasMepOB PO3HUYHBIX HaJ0aBOK, HE IIPEBLIIIAIOLIMX,
COOTBETCTBEHHO, Pa3sMEpPOB IPeIeNIbHBIX ONTOBBIX HaA0aBOK W (WIM) pasMepOB
IpeeNbHEIX POSHUYHBIX Han0aBOK, YCTaHOBICHHBIX Ha TeppuTopuu TaMOOBCKOM
obnactu (manee — o0s3aTeNbHEBIC TPEOOBaHUA).

1.4. OpraHoMm, YIOTHOMOYEHHBIM Ha OCYLIECTBICHHE DPErHOHAIBHOTO
TOCYIapCTBEHHOTO KOHTPOJIS (Haa30pa), SBISETCS YIPABISHHE II0 PETYIHPOBAHHIO
tapudos TamGoBCcKo# obnactu (naiee - YIipaBleHHe).

JIOIDKHOCTHBIMU JULIAMHA YopasieHus, YTIOJTHOMOYEHHBIMHU
Ha OCYILECTBJIEHHE PErHOHAIBHOIO TOCYIApCTBEHHOTO KOHTpois (Hax30pa)
(manee — MOJDKHOCTHBIE JIULIA), SIBISIFOTCSL:

HAYaJpHUK YIIpaBJICHUS;

3aMeCTUTeNIb HavaJlbHHKa YIPaBICHHS, B BEJCHUU KOTOPOIO HAXOAATCS
BOIPOCH! PETHOHAIIBLHOTO TOCYAaPCTBEHHOIO KOHTPOJIA (HaA30pa);

HAYAJIGHUK OTJeJNIa PEeryJIMPOBaHUs TPAHCIOPTHBIX U COLUAILHO-3HAYUMBIX
yCIIyT YIIpaBIIeHUS;

IJIABHEIA KOHCYJIBTAHT OT/EJa PEeTyIUPOBAaHUS TPAHCIIOPTHBIX M COLMAIBHO
3HAYUMBIX YCIYT YIpaBleHNUs,;

KOHCYJABT@HT OTAeNla peryJupoBaHHs TPAHCIOPTHBEIX M COLIHAIBHO
3HaYMMEBIX YCIIYT YIIPaBICHUS;

BeAylInii crienuanuct 1 paspspa orhena pCF}’JII/IpOBaHI/ISI TPaHCIOPTHBIX
1 COLHAJIBHO 3HAYUMBIX YCIyT YIpaBlIeHUs.

1.5. JIOMKHOCTHBIMH JIMLIaMU  YIIPABICHMS, YIIOJTHOMOYEHHBIMH Ha
NPUHATHE pEIIEHHH O MPOBEJCHHN KOHTPOJIBHBIX (HAA30PHBIX) MEPONPUITUIM
SIBJISIIOTCS:

HaYaJIbHUK YTIpaBieHus IU00 JUII0, UCTIONHSIONIEE €ro 00A3aHHOCTH.

1.6. Vupasnenue oOecreunBaer yder OOBEKTOB  PETHOHAILHOIO
rOCYJapCTBEHHOTO KOIITPOJIs (HaA30pa) (Hanee — 0OBeKThl KOHTPOIIS) IIOCPCACTBOM
BeJleHus peecTpa OOBEKTOB KOHTPOIIS (fajee — peecTp).

OOBEKTOM KOHTPOJIS SBJISETCS ACATEIbHOCTh KOHTPOIUPYEMBIX JIUL B YaCTH
peaiu3aly JIEKAPCTBEHHBIX IIPEIapaTroB, BKIIOYCHHBIX B IIEPEYECHb JKM3HECHHO
HEOOXOMUMBIX M BAKHEHMIIUX JIEKAPCTBEHHBIX IpernaparoB, IO IEHaM, KOTOpBIE
(GOpMHPYIOTCS B COOTBETCTBUM C MOPSAAKOM, YCTAHOBIEHHBIM IIOCTAHOBICHHEM
IpaButenscrBa Poccuiickoit ®epmeparmu ot 29.10.2020 Ne 865 «O
rOCyIapCTBEHHOM  pEeTyJHpOBaHMM II€H Ha JIEKapCTBEHHBIE  IIperaparsl,
BKJIFOUEHHBIE B IIEPeUeHb KU3HEHHO HEOOXOAUMBIX U BaKHEHIINX JIEKapCTBEHHEBIX
IpenaparoB», W YPOBEHb KOTOpHIX (0e3 ydera Hajora Ha JOOaBIEHHYIO
CTOMMOCTH) HE MO/DKEH IIPeBHIIIaTh CyMMy (DaKTUYeCKOM OTIYCKHOHM UEHEI,
YCTaHOBJIEHHOM MPOM3BOUTENEM JIEKapCTBEHHOTO Ipernapara, He NpeBhIIaionen
3aperHCTPUPOBAHHON WM NEPEPEeruCTPUPOBAHHON IPENAEIBHON OTILYyCKHOMU IIEHBI
npousBoauTeNis  (HAa  Jary — peaJ3alldd  JIGKapCTBEHHOro  Iperapara
IIPOM3BOAMTENIEM), W pasMepa ONTOBOI HanOaBKu U (MIIM) pa3Mepa PO3HMYHOH
Hal0aBKY, HE IPEBBHIIIAIOIINX, COOTBETCTBEHHO, pa3Mepa IIPEHeNbHON OITOBOM
Han0aBky ¥ (WIK) pa3Mepa HpeieTbHON pOSHUYHON Hag0aBKH, yCTaHOBIECHHBIX B
TamboBcKoOH 061aCTH.
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B cpox mo 31 pmexaOps TeKywero roaa YIpaBleHHEM IIPOBOAUTCS
aKTyanu3anus peecrtpa IIOCPEACTBOM €XKEeroHOIo MpEeAOCTaBICHUS
TeppuTOpHalbHEIM opraHom @DemepainbHOM CIyXxObl IO Han3opy B cdepe
31paBooXpaHeHus Mo TaMOOBCKOM 00nacTH IepedHs OpraHu3alMil ONTOBOM H
PO3HUYHON  TOPIOBIIH, MMEIOIIMX  JILECH3UIO Ha  OCYLIECTBIECHUE
(apMalleBTUYECKON JeATebHOCTH Ha Teppuropuu TamOoBckoit obmactu (1o
3aIpocy YIpaBieHUs!).

Benenue peectpa OCyIIECTBISETCS JODKHOCTHBIMY JIMIAMK YIIPABIICHHU.

Peectp  pasMermaercss Ha  OQHIOMAIBHOM  caiiTe  YIPaBICHUA

B MH)OPMAIIIOHHO-TEIEKOMMY HUKALIMOHHOM CeTH «aTepreT»
(namee — odwnuaneHBI caiit YnpasiueHus) B TedeHume 10 gHeir mocre
aKTyaJIn3allyH.

Ceefenns 00 0OBEKTaX KOHTPOJS BHOCSTCS JOJDKHOCTHBIMH JIHIIAMHU
VipasieHus B rocyIapcTBEHHYIO HHGOPMAIIMOHHYIO cUcTeMy « THIoBoe obnaunoe
peLIIeHrE TT0 aBTOMATH3AI[H KOHTPOJIbHON (HaA30PHOM) AEATEILHOCTI.

2. YpasiieHne pucKaMy MpUYMHEHN Bpesa (yiep0a) oXpaHsaeMbIM
3aKOHOM I[EHHOCTSIM IIPH OCYILECTBICHUH PErHOHAIbHOIO
rOCYyIapCTBEHHOTO KOHTPOJIA (Haa30pa)

2.1. PerroHansHeIi rocyqapcTBEHHBIH KOHTPONIb (HAA30p) OCYIIECTBISETCS
Ha OCHOBE YIIPaBJICHUs PHCKaMU IIPHYMHEHHUs Bpeza (yiepboa).

2.2. Vmpasnenue s ILeneil yIpaBieHUs PHUCKaMHU INPHYMHEHHS Bpela
(yiep6a) mpu BbIOOpe MPOQUIAKTHYSCKHX M KOHTPOJBHEIX (HAI30PHBIX)
MEPOIPHUATHH B paMKax OCYIIECTBICHHS PCTHOHAJILHOIO TOCYAapCTBEHIIONO
KOHTPOJIS (HAZ30pa) OTHOCUT OOBEKTBl KOHTPOIA K OJHOH H3 CIIEHYIOIHX
KATErOpHi prcKa IIpUYrHEHHs Bpena (yirep6a) (anee — KaTeroOpHH PHCKA):

CpelHui PUCK;

YMEpPEHHBIN PUCK;

HU3KUHN PUCK.

2.3. OrtHecenne o0O0BEKTa KOHTPOJIS K OJHOW U3 IpPeIyCMOTPEHHBIX
nyHkToM 2.2 Hacrosimero [lojo)keHHMS KaTeropuil pHCKa OCYIIECTBISETCS
ViipaBiieHHEM €XerofHo IpH (GOPMUPOBAHUU IIJIaHA IIPOBEIEHMs ILIAHOBBIX
KOHTPOJNBHBIX  (HAA30PHBIX) Meponpusatuil (manee — Ilmam) Ha oCHOBe
COIIOCTABIIEHUS €ro XapaKTePUCTUK C YTBEPKIACHHBIMH KPHUTEPHUSIMH OTHECECHHS
00BEKTOB KOHTPOJIS K KPUTEPUSIM pHCKa INpHUYMHEHHs Bpena (yiiepba) B pamKax
OCYIECTBIECHUS  PErHOHAIBHOIO  TOCYJapCTBEHHOTO  KOHTponsd  (Haa3opa),
NpUBEIEHHBIMY B IIPIIOKEHNUH K HacTosAmeMy Ilonoxenuro.

24. B cnyuae ecnum OOBEKT KOHTPONS HE OTHECEH YIpaBlIeHHEM
K OIpEee/ieHHON KaTeropuy pUCKA, OH CUUTAETCS OTHECEHHBIM K KaTeropuu
HU3KOTO pHCKAa.

2.5. TleproOgWYHOCTS MPOBEIEHHUS TUIAHOBBIX KOHTPOJIBHBIX (HAJ30PHBIX)
MEpPONpHATHI ONpeNeNIseTcss MO KaXAOMY BHIY KOHTPOJIBHBIX (HAI30PHBIX)
MEpONPUSATHIA, ONpeiesIeHHBIX IMyHKToM 4.1 HacTosmero Ilonoxenus, 11 KXo
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KaTerOpUH PUCKA.

Jy1st KaTeropuy CpefHero pucka:

IOKyMEHTapHas IIpoBepka — 1 pa3 B 5 Jier;

BEIE3[HAS MTpoBepKa — 1 pa3 B 5 JeT.

JL1st KaTeropuy yMEpeHHOIO PHCKa:

IOKyMeHTapHas MpoBepka — 1 pas B 6 JieT,

BhIe3IHAs MPoBepKa — 1 pa3 B 6 JeT.

IT1aHOBEIE KOHTPOJBHBIC (HAI30pHBIE) MEPONPHATHA B OTHOLICHHU
00BEKTOB KOHTPOJIS,, OTHECEHHBIX K KaTerOPUHU HU3KOTO PUCKA, HE IIPOBOJATCA.

3. IIpodmmaxTriKa PHCKOB IPHYHHEHHs Bpena (ymepba)
OXpaHsIeMbIM 3aKOHOM LIEHHOCTAM

3.1. TlpopunakrudecKkre MEPOIPUATHS  IPOBOAATCA  YIIPaBICHHEM
B COOTBETCTBHHU C €XKETOJHO YTBEPXKIaeMOM HporpaMMoil IpOQHIaKTHKH PUCKOB
nprurHenvs Bpeaa (ymepoa) oXpaHAeMEIM 3aKOHOM LEHHOCTSIM.

3.2. Tlpu OCYyLIECTBICHUH PETHOHANBLHOIO TOCYIapCTBEHHOTO KOHTPOJSA
(Hag3opa)  YIpaBieHHEM — HPOBOIATCS  CHEylomue  NpOQUIaKTHYeCKHe
MEPOIPHUATHUSA:

HHOOPMUPOBAHUE;

060011IeHIE MPABOTIPIMEHHUTEIBHOM IIPAKTUKY,

00BsIBIICHUE TIPEJIOCTEPEIKEHNS;

KOHCYJIBETUPOBAHHUE;

poGUIaKTUUECKHI BUSHT.

3.3. Vipasienue ocyuiecTBIsSeT HHOOPMUPOBAHUE KOHTPOIUPYEMBIX JIHIL
¥ MHBIX 3aMHTEPECOBAHHBIX JIMI[ IO BOIpOcaM COOMIONEHMS OOs3aTebHBIX
TpeOOBaHUI.

3.4. TIlo wroram o0O0OOIIEHHS MNPABONPHUMEHUATEIBHOH  IPaKTHKA
VipasineHueM obecriednBaeTCs IOATOTOBKA IIPOEKTa E€XKEroJHOro AOKIaza,
CONEPIKAIEro  pe3y/ibTarbl O0OOIEHHs TNPaBONPUMEHUTENBHON — IPaKTHKK
(nanee — MPOEKT JIOKNIana), KOTOPBIH B CPoK 10 15 ¢eBpais Tekylero roja
pasMemiaeTcsa Ha o)HMIUAIBHOM caiiTe YIpaBleHus M MyOauyHOro o0CyKACHNUs
C YKa3aHHEM CpOKa IyOIHYHOro 0OCYXKACHHMS, aApecoB SIEKTPOHHON MOYTHI I
HaIpapJIeHUs TIPEUIOKEHUN U 3aMeIaHUH.

3.5. Tlo wmcTeyeHHMH CpOKa ITyONMYHOTO OOCYXIEHMs IIPOEKTa AOKIiIaza
VIIpaBieHde COCTaBIseT IiepedeHb HOCTYNHBIIMX HPEVIONKEHUA ¥ 3aMevaHui
C yKa3aHWEM MHEHMs YIPaBleHUS IO KaXIOMY IPEATIOKCHHIO U 3aMeYaHHIO
U pasMell@aeT repedeHs Ha OhHUIHANEHOM CaiiTe YIpaBIeHHs.

3.6. Vmpapnenue OCYyILECTBISIET JOpabOTKy NPOEKTa JOKIana C y4eToM
IIOCTYIUBIINX [IPEIJIOKECHUH U 3aMeYaHuH.

3.7. Jloxnam o IPaBONPHUMEHUTENBHON IPaKTHKE 3a MPEAIIECTBYOIHUH
KaJIeHaPHEIH Tofl yTBEPXKIaeTCsl HadalbHUKOM Yrpasnenus g0 01 mapra Kaxznoro
rofia ¥ pasMellaercs Ha o(QUIMANBHOM caiiTe YIpaBleHust B TeueHue 5 pabounx
JIHEH CO JHS €ro YTBEPIKICHHUS.
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3.8. Pesynprarsl  00OOIIeHHS — NPABONPUMEHHMTENBbHOM  IPAKTUKH
BKJTIOYAIOTCS. B €XETOMHBLIM JOKIa[ YIpaBiIeHUsI O COCTOSHHM PETMOHAIBHOIO
rOCyIapCTBEHHOTO KOHTPOJIS (Hans3opa).

3.9. IlpemocrepexeHHe O HETOIYCTUMOCTH HapylIeHHs OOs3aTelbHbIX
TpeGoBaHMii OOBSBISACTCS U HANpPAaBIAETCS KOHTPOIMPYEMOMY JIMLY B Cly4ae
HATHM4AsS Y YIPABIeHHs CBENEHHH O FOTOBALIMXCA HApyIIEHUsX OOs3aTeIbHBIX
TpeboBanmii ¥ (W) B Clyuae OTCYTCTBHS IIOATBeP)XACHHBIX JAHHBIX O TOM,
YTO HapyllleHHe  oOs3aTeNbHBIX ~TpeCoBaHMil IpuumMHMIO Bpex  (ymepd)
OXpaHfgeMbIM 3aKOHOM IIEHHOCTAM Ju0O CO31ano yrposy HPHYMHEHHA BpEa
(ymep6a) oxpaHseMbIM 3aKOHOM IEHHOCTSIM.

3.10. KonTponmupyeMoe JNULO BIpaBe B TedeHHe 15 pabodux OHe# mocne
IONy4deHHs] TMPETOCTEPEKEHHST O HETOIMYCTHIMOCTH HapylIeHHs! O0s3aTelIbHBIX
TpeGoBaHuil MOAATh B YIIpaBIeHUE BO3PaKeHNE B OTHOLICHUH MPEIOCTEPEIKCHHUS.

3.11. BospaskeHne HAIpaBIsIETCs] KOHTPOIUPYEMBIM JIMLIOM B YIIpaBleHHeE
Ha OyMa)XHOM HOCHTelNe JIZ00 B BUIE 3JIEKTPOHHOTO JOKYMEHTa, MOAIHMCAHHOIO B
ropsizike, MpexycMoTpenHoM crarbeil 21 @enepanbHoro saxona Ne 248-03, u
IOIDKHO COIEPIKaTh CIIEIYyONyIo HH(OopMaIHIO:

CBEJICHHUSI O KOHTPOJIUPYEMOM JIHIIE;

Jary ¥ HOMEp  IpENOCTEpEeXEHMs,  HalpaBIeHHOIoO B afipec
KOHTPOJIMPYEMOT0 UL,

00OCHOBAaHME  TIO3MIMH,  JIOBOABl B  OTHOLICHHM  YKa3aHHBIX
B IpeloCTEPeXKeHNN JAelcTBri (Oe3feCcTBUM), KOTOpble INPUBENM MJIM MOTYT
TIPUBECTH K HapYIIEHUIO 00s3aTeNbHEIX TPeOOBaHH;

CII0CcO0 MOJIYYIEeHHUS OTBETa [I0 UTOraM PaCCMOTPEHHUS BO3PaXKEHMS;

JaTy HaIpaBJICHUs BO3PaXKEHHU. ’

3.12. KoutpomupyeMoe JHIO BIPaBe MPUIOKUTH K BO3PAKCHUIAM
JOKYMEHTBI, [IOATBEpIKAaIoNe OOOCHOBAHHOCTH — BO3PAXCHUM, MIM HX
3aBepEeHHbIe KOIIUU.

BospaxxeHHe paccMarpuBaetcss YipasieHueM B Tedenue 20 paboumx AHeH
CO JHS TOJTYUSHUS BO3PaKEHUsI.

o pesyinsTaraM pacCMOTPEHHs BO3pAXKEHMs YIIPABICHUC MPUHUMAET OIHO
U3 CIIEAYIOLINX PEIICHUI:

YIOBIETBOPSET BO3PAXKEHNE U OTMEHSAET OOBABIEHHOE NPEIOCTEPEIKEHUE;

OTKa3bIBAET B YNOBIIETBOPEHHH BO3PaXKCHHS B Clydae HEOOOCHOBAHHOCTH
BO3PAKEHHH. '

MOTUBHPOBAHHBI OTBET O pE3yIbTaTaX pPacCMOTPEHHs BO3PAXKEHHUS
HalpaBlIseTcss KOHTPONMpyeMOMy JIMIly B TedeHnme 3 pabouymx [Heil mocie
IPUHATHS pEIIeHHs Crnoco0oM, YKa3aHHBIM B BO3PAKEHUH, JIMOO IOYTOBBIM
OTIIPAaBJEHAEM WIIM B 3JEKTPOHHOM BHJE B 3aBUCHMOCTH OT ()OPMEBI IOJAHHOTO
KOHTPOJIUPYEMBIM JIULIOM BO3PaXKECHUS.

Pesynerarsl pacCMOTPEHHUS BO3PakeHHH Ha 0OBsBICHHBIE PEIOCTePEIKECHU
VUUTEIBAIOTCA BMECTE C IPENOCTEPESKEHUAMH B IKypHAje IPeNOCTEPeKSHHH
0 HeJIONTCTHMOCTH HapylleHus] o0s3aTenbHBIX TpeGoBanui. COOTBETCTBYIONIUE
JaHHBIE UCTIONB3YIOTC YIIpaBieHneM IJISI IPOBEJCHUs HHBIX MPOQHIaKTHIECKUX
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MEPOIPHUITHI ¥ KOHTPOIBHBIX (HAJ30PHEIX) MEPOTIPUSITHH.

3.13. KoncynsrupoBaHue (pasbsiCHEHMs I10 BOIIpOCaM, CBA3AHHEIM
C opraHu3aiieil ¥ OCyIleCTBIEHHEM PErHOHAIBHOIO rOCYAapCTBEHHOTO KOHTPOJL
(Ham30pa) OCYIIECTBIISETCS JOJDKHOCTHBIM JIMIIOM YIIPaBIeHUs O OOpaIlCHHIM
KOHTPONHMPYEMBIX JIAL[ U MX MPEACTaBUTeNeH Oe3 B3INMaHusl [LIATHL.

3.14. KoHCYIBTHPOBaHHE  OCYIIECTBISAETCS  MO/DKHOCTHBIM  JIMIIOM
Vrpapnenus o TenedoHy, MOCPEICTBOM BHIEO-KOH(EPEHI-CBI3U, Ha JIMYHOM
nmpueMe JMOO B XOAe IPOBEAEHUS NPOPUIAKTUYECKOTO  MEpONpPHUATHL,
KOHTPOJILHOTO (HaJ30PHOI0) MEPOIPUSTHSL.

3.15. BpeMs KOHCYJIBTHPOBAHUS IIPU JIMYHOM OOpPaIlCHUH yCTaHaBIHBACTCA
HauaJIbHUKOM Yipasienus. MHpopManys O BpeMEHH KOHCYJIBTHPOBAaHUSA IIPH
JIAYHOM OOpallleHHH pa3MemiaeTcss B 3[aHUM YIPaBICHUS B JOCTYNHOM I
03HAKOMJIEHHUS IPAXKIAH MeCTe, Ha OHIHANBEHOM CaiiTe YIIpaBIeHUS.

3.16. KoHCYIBTHPOBaHIE OCYLIECTBIAETCS 110 CISYIOIIUM BOIIPOCAM:

cofiepiKaHpe 00s3aTeNIbHBIX TPeOOBaHM,;

[IepPHOAMIHOCT W TOPSAOK IPOBEICHHS KOHTPONBHBIX (I1aA30PHBIX)
MEPOIIPUATHH;

IIPOBEJCHHUE MEPOIPHSATHHA IO YCTPaHEHMIO HApYyIICHHH, BBIABICHHEIX B
XOJle KOHTPOIBHBIX (HaJ30PHBIX) MEPOIPUATHH;

OCHOBAaHMS [UIs BKJIIOUEHHS OOBEKTOB KOHTPOJIS B IUIAH IIPOBEACHUSA
IUTAHOBBIX IIPOBEPOK; ‘

TIOPSIOK  OOXKAJNOBaHUsL PeIleHMH JOKHOCTHBIX JIMIl  YIIpaBleHus,
ux aeicTeuii (Ge3neiicTBuiL).

3.17. B nucbMeHHO#W (popMe KOHCYJALTUPOBAHHE OCYIIECTBIACICA II0 BCEM
BOIIPOCAM, IIPElyCMOTPEHHBIM IIyHKTOM 3.16 Hactosiiero [lonoxenus, B ciyvae
ecM KOHTPOJIMPYEMBIM JIULIOM IPE[CTaBIeH IHChbMEHHbIH 3alpoc MO BOIPOCaM
KOHCYJIFTUPOBAHUS.

3.18. B ciyuae KOHCY/JBTHPOBAHHS NODKHOCTHBIMH JIMIAMH YIIPaBIICHUS
B IMCHMEHHOM (OpMe OTBET KOHTPOIMPYEMOMY JIMILY HAIpaBiseT B TCYCHHUEC
30 mHell co OHS PErHCTPaIy €r0 OOpalleHus.

3.19. B ciyuae eciu B TeUeHHe KAJICHIAPHOTO Tofia IOCTYImHIo 5 U Goree
OHOTHITHEIX (II0 OJHUM M TEM K€ BOIIPOcaM) OOpalleHUH KOHTPOIUPYSMBIX JIUIL U
UX IpeACTaBuTes e, KOHCYIBTHPOBAHNIE M0 TaKMM OOPAIlEHHUSM OCYILECTBILICTCS
IIOCPEICTBOM pa3MelleHuss Ha O(UIMaTbHOM caiiTe YIpapieHHs NHUCBMEHHOIO
pasbACHEHHs, IIONIIACAHHOIO HAYalbHUKOM  (3aMECTHTENEM  HavajbHUKa)

VYhpasnenusi.
3.20. VYuer  KOHCYJIBTHPOBAaHMM  OCYLIECTBISETCS B  XKypHale
KOHCYJIGTUPOBAHUS.

3.21. TIIpopmimakTHUeCKUH BHM3UT IPOBOAMTCS AOJDKHOCTHBIM JIMIOM
Vopasnenuss B QopMe NpodUIaKTHYECKOH Oeceibl MO MECTy OCYIIECTBICHHS
IEATeIBbHOCTH KOHTPOJIMPYEMOrO JHIa JHOO IIyTeM HCIIONB30BaHUs BUAECO-
KOH(EPEHI-CBS3H.

3.22. OGs3aTeNbHbIN MPOPUIAKTHYESCKUN BU3UT IIPOBOJUTCS B OTHOIICHUH
KOHTPOJHPYEMBIX JIHII, IPUCTYAIOIIKX K OCYIIECTBICHHIO JEATENLHOCTA B chepe
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o0palleHUs JIeKapCTBEHHBIX CPENCTB.

3.23. Vipapienue o6S3aHO IPEMIOKUTH IPOBEIEHUE MPOGUIAKTHICCKOIO
BH3WTA JIHI@M, IPUCTYHAIOMKM K OCYIUECTBICHHIO NEATeJLHOCTH B Cdepe
o6 pallleHus JTEKapCTBEHHBIX CPEICTB, He NO3/IHEE YeM B TeUeHue 1 roga ¢ MOMEHTa
HaJajia TaKo# eATeIbHOCTH.

3.24. O nmposeleHu: 00S3aTENBHOIO  NPOQUIAKTUYECKOTO  BU3HTA
KOHTPOJIHPYEMOe JIUIO JOJDKHO GBITH yBEJOMICHO HE MO3JHEe 4eM 3a 5 pabounx
JIHEH JTo aThl ero IIPOBEIeHUS.

3.25. Kourponupyemoe IJMIO BIpaBe OTKa3arbCs OT IIPOBEICHM:
00s13aTeIbHOT0 MPOMUIAKTHYECKOTO BU3HUTA, YBEOMHUB 00 3TOM YIpaBlICHHUE HE
N03/(Hee YeM 3a 3 pabounx AHS O JaThl €ro IMPOBEICHIS.

3.26. O6s3aTenbHb MPOQMIAKTHYECKAM BU3UT IIPOBOAMTCS B pabouee
BpeMs, B I[ICPHOJ, YCTaHABIMBAEMBIA  yBEIOMJICHHEM O  IPOBEIACHHH
pOo(UIAKTHYECKOTO BU3KTA, U HE MOXKET IIPEBBIIIATE 8 YaCOB.

4, BUJsI KOHTPOJibHbIX (Ha30PHBIX) MEPOIIPUATHH, [TPOBEICHNAE KOTOPBIX
BO3MOXHO B paMKaxX OCYyIISCTBICHHs BU/A KOHTDPOJIS, U IIEPEICHb
JIOIy CTUMBIX KOHTPOJIBHBIX (HaJ30PHBIX) JAeHCTBUM
B COCTaBE Ka)JJ0ro KOHTPOJBHOTO (HaJ30pHOI0) MEPOIIPUATHSL

4.1. B paMKax OCYyIIECTBICHUS PETHOHAILHOIO TOCYAAPCTBEHHOIO KOHTPOIIA
(Ham3opa) OCYIIECTBISIOTCS CIIEIYyIOIHe BHABI KOHTPOJBHBIX —(Ha/30PHBIX)
MEepPOIPUATHI TIPH B3aUMOIEHCTBUM C KOHTPOIHPYSMBIMU JIML[AMU:

JOKyMEHTapHas IIPOBEPKa;

BbIE3/IHAs IPOBEPKA.

42, B xome MOKyMEHTapHOX M BBIE3JHOM IIPOBEPOK JIOIIYyCKAIOTCS
CIIEIYIOI¥e KOHTPOJIbHBIE (HAA30PHBIE) IEHCTBUSL:

I0NyYeHne TUChMEeHHEBIX 00bACHEHHH; _

HCTpeGOBaHUE JOKYMEHTOB, KOTOPHIE B COOTBETCTBUM C OOS3aTelbHBIMH
TpeGOBAHUAMH JODKHBl HAXOAUTBCS B MECTe HaXOXHeHWs (OCYIIECTBICHHUS
IesTeNbHOCTH) KOHTpONHpyeMoro Jjuna (ero (HWIMaloB, IPEICTABUTEINBCTB,
060Cc06IEHHBIX CTPYKTYPHBIX HOpa3iesieHnil) 160 00beKTa KOHTPOJIS.

Be3 B3auMOAEHCTBUS ¢ KOHTPOJIUPYEMBIM JIULOM YIIPaBIIEHHEM ITPOBOIUTCS
KOHTpOIbHBIE (HAA30pHbIE) MEPONPHUATHS B BHE HaONMOeHHs 32 COOIIO/CHIEM
00s13aTeIBHBIX TPeOOBaHMM.

4.3. KonTponbHble (HaJ30pHBIE) MEPOIPHATHS HPOBOAATCS Ha IUIAHOBOHU
¥ BHETJIAHOBOX OCHOBE.

4.4, TInaHOBBIE KOHTpOJbHBIE (HAJ30pHBIE) MEPONPUATHS IPOBOITCS Ha
ocHOBaHMH IIlTaHa ¢ MEPHOAUYHOCTBIO, IPELYyCMOTPEHHOH IyHKTOM 2.5
Hacrosero [lonoxeHus.

4.5. BHEIIaHOBBIE KOHTPOJIBHBIE (HaJ30pHbIE) MEPONIPUATHS IIPOBOISITCS 110
CJIEAYIOIINM OCHOBaHUSIM: '

HauWdde y YIOpaBleHHs CBEeJEHUN O NpHYHHEeHHMM Bpeda (yuiepba) wim
06 yrpo3e mpuurHeHHus Bpena (yiiepOa) oXpaHAeMBEIM 3aKOHOM LEHHOCTAM, JIH0O0
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BEISIBJICHHE COOTBETCTBUSL OOBEKTa KOHTPOJS IapaMeTpaM, YCTaHOBIICHHBIM
WHIUKATOPOM PHCKA HapyIlIeHUs OO0s3arelbHBIX TpeOOBaHMI, YTBEPIKICHHBIM
IIOCTaHOBJIEHHEM AAMHHHCTPAIMU OOJIACTH, WM OTKJIOHEHUS OOBEKTa KOHTPOIA
OT TaKHUX [1apaMeTpOB;

IIOpy4YeHUE [Ipesunenta  Poccumiickoit ~ Penpepanuy,  HOOpyvYeHHE
IIpaButensctBa Poccuiickoit ®enepani O  NPOBEACHHM  KOHTPOJIBHBIX
(HaA3OpHBIX) MEPONPUITHI B OTHOLICHWH KOHKPETHBIX IOPUIMYECKUX JIUL[ U
UHAVBUAYAJIBHBIX ITpeANpUHAMATENICH;

TpeGOBaHHE TMPOKypopa O NPOBEACHHH KOHTPOJBHOIO (HAI30pPHOIO)
MEpOTPHUATHS B paMKax HaJ30pa 3a HCIOMHEHHEM 3aKOHOB, COOJIONEHUEM IIpaB
1 cBOOOJ YelloBeKa W TrpakJaHWHA IO IOCTYNHBIIMM B OpraHbl IPOKYparyphl
MarepuaiaMm 1 oOpaleHusIM; '

UCTEUEHHE CpOKAa WMCIIOJHEHUS peLIeHUs YIpaBleHus o0 yCTpaHEHUH
BBISIBICHHOIO  HapylleHuUs  oOs3aTeNbHBIX  TpeboBaHuil - B ClIydasx,
YCTaHOBJIEHHBIX 9acThio 1 cTateu 95 denepansHoro 3akoHa Ne 248-03.

Ilpy HaaU4HKM OCHOBAaHUM, IIPEyCMOTPEHHBIX ab3a1ieM BTOPHIM HACTOSIIETO
nyHkra llomokeHus, VYIpaBIeHMEM MPOBOJUTCSA  BHEIUIAHOBAsS — Bbl€3)Has
WM JOKyMEeHTapHas IpoBepKa.

[Mpy HaIHYMKM OCHOBAaHWH, INPEIyCMOTPEHHBIX ab3allaMu TPETbUM M
YeTBEPTHIM HACTOSIIEro IyHKTa llonoxeHus, BHUJI BHEIIAHOBOIO KOHTPOJILHOIO
(HaZ30pHOr0) MEPOIPHATHS OIPEAEISETCS] B COOTBETCTBUU CO CTaTbsIMH 62, 63
@epnepansHoro 3akoHa Ne 248-D3.

[Tpu Hagu4My OCHOBAaHHWH, NPENLYCMOTPEHHBIX ab3aleM ISTHIM HAcTOSIIEero
nyHkra  ITojoXeHuWsi, BHUJA  BHEIUIAHOBOIO  KOHTPOJNBHOIO  (HaA30pHOIO)
MEPOIIPUSITHS OTPEESISIETCS] B COOTBETCTBUHU €O cTaTbel 95 DenepalbHOro 3aK0oHa
Ne 248-®3.

4.6. aauBuayansHbIN MpeANpUHAMATENb, ABISIOIIUNACI KOHTPOIUPYEMbIM
JUIIOM, BIOpaBe TPEJCTABUTh B YIpaBlieHUEe HHGOPMAIUIO O HEBO3MOXXHOCTHU
IIPUCYTCTBUS TPH TPOBENCHUH KOHTPOJIBHOIO (HaJ30PHOIO) MEPOIPUITHS B
CJIEAYIOIIUX CIIydasiX:

BPEMEHHOI HETPYAOCIIOCOOHOCTH KOHTPOIMPYEMOTO JINLIE;

HAXOXKICHUS KOHTPOJIHPYEMOro Jiuiia 3a npenenamMu TamGoBcKoit obnactu (B
CIykeOHOM KOMaHIUPOBKE, B CBA3U C €KETOJHBIM OTILyCKOM);

MIPUMEHEeHUsT aJMHUHHUCTPAaTUBHOIO WM YTOJIOBHOIO HAaKa3aHUs, a TaKkKe
u30paHust MEphl NMPECEYeHUs] B COOTBETCTBHM € 3aKOHOAATENBLCTBOM Poccuiickoi
®denepanuy, KOTOPOE AENACT HEBO3MOXHBIM €I'0 SBKY.

HNudopmaliys KOHTPOIUPYEMOTO JTUIA JOIKHA COACPKATh:

onmucaHue OOCTOSTENBCTB, BIMSIONMX Ha HEBO3MOXHOCTH IIPUCYTCTBUSA
KOHTPOJIMPYEMOIO JIMI[a TPpH TPOBEAEHHH KOHTPOJBHOTO  (HAI30pHOIO)
MEPOIPUATHS;

CPOK, HEOOXOMUMBIM I YCTpaHeHHS OOCTOSTENBCTB, IMPENSTCTBYIOMUX
IIPUCYTCTBHIO IIPH MPOBEIEHUN KOHTPOIBHOTO (HA[30pHOI0) MEPOIIPUATHSL.

[Tpu mpemocTaBieHUH yKa3aHHONW WH(OpManuy NpOBEACHHUE KOHTPOJIBLHOIO
(HaI30pPHOTO) MEpPONPHUATHS TIEPEHOCUTCS YIIpaBieHHMeM Ha CPOK, HEOOXOAMMBIN
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JUISS yCTpaHeHHs OOCTOSTENBCTB, MPEISTCTBYIOIMX BO3MOXKHOCTH IPHCYTCTBUS
KOHTPOJIUPYEMOT'O  JIMIa TNPH HPOBEJCHHM KOHTPOJBHOTO  (HaA30PHOIO)
MEPOTIPUSATHSI.

4.7. Cpox mpoBeAeHUs BBIE3THON IIPOBEPKH HE MOXET IIPEBBIIATDH
10 paGouux nHeil. B oTHOIIEHUH OJHOTO CyOBEKTa MajIoro NpeANpHHUMATEIbCTBA
ofImuii CpoK B3aMMOJICHCTBUS B XOJI€ POBEICHMSI BBIE3THON NIPOBEPKH HE MOXKET
npeBblmare S0  wacoB  mas  Majoro  mpennpuAths M 15 dacos
IUISL MAKPOTIPEAIIPUSTHSL. _

4.8. TIpu mpoBeleHUH KOHTPOJIBLHOTO (HAA30PHOIO) MEPOIPUATHUS B ClIydac
BRISIBIICHHS HapylleHWH oO0sg3aTeNbHbIX TpeOOBaHMN  JOMKHOCTHOE  JIMLIO
VrpaBnenus Uil QEKCAMU  JOKA3aTeNbCcTB — HapylleHu#  00s3aTenbHBIX
TpeOOBaHMI MOXET HCIIONIB30BaTh (POTOCHEMKY, ayAuo- M BUACO3AINCh, a TAKXKE
TEXHUYECKHE CPEACTBA  KONHPOBAaHUS, HAaXOMAIIMECS B  PaCHOPKCHHUU
JIOJDKHOCTHOTO JIWIa YIIpaBIeHHs.

4.9. Pemienne 0 HeOOXOMUMOCTH HCIIONB30BaHUS (POTOCHEMKH, aydHo-,
BUJICO3aIIUCH, & TaKXe TEeXHHYECKUX CpEeACTB KONHUPOBAaHUA HapyNICHHUH
00s3aTeNBHBIX TPeOOBAHUM TPH OCYIIECTBIEHWN KOHTPOJNBILIX (HaJ30pHBIX)
MEPOTPHSTHIA NPUHUMAETCS JOJKHOCTHBIM JIULIOM YIIPaBJIEHUS CaMOCTOSATENLHO.

4.10. Jlist pukcanuu 10Ka3aTeIbCcTB HapyIIeHui 00s13aTeNbHbIX TpeOoBaHuil
MOI'YT OBITH WCITOJB30BaHBI TEXHUUYECKUE CpefcTBa (OTOCHEMKH, aymHo-,
BHUI€03AII¥CH, KOMpOBaHus ((oToammapar, COTOBBIA Telle()OH, KOMUPOBAIbLHbIN
anmapar, ckahep). HMudopmanus o IpoBeneHHH (DOTOCHEMKH, ayiuo- U
BUJICO3aIUCH, a TaKXe KONMPOBAaHWS WK MCIOIB30BAaHHBIX Ui OTHUX Ilened
TEXHHYECKMX CPEACTBAX OTPaXaeTcsi B akTe KOHTPOIBHOrO (HAJBOPHOIO)
MEPOIPHUSTHS.

4.11. TlpoBeneHre (GHOTOCHEMKH, ayoHO- ¥ BHACO3AHUCH OCYILIECTBIICTCA
JOJDKHOCTHBIM ~ JIMLIOM  YTIpaBleHHUsT ¢  OOs3aTeNbHBIM  YBEJOMIICHUEM
KOHTPOJMPYEMOr0 JIMIa B Ha4aJIe ¥ KOHIIE 3allUCH.

4,12. Pesynprarel (UKCAlMH JOKA3aTEJILCTB HApyIIEHUH oOO0s3aTelbHBIX
TpeOOBaHUH MPHUOOIIAOTCS K aKTy KOHTPOJIBHOTO (HaJA30PHOI0) MEPOIIPUSITHSL.

4.13. HUcnonn3oBanue (POTOCHEMKH, ay[MO- U BHJIEO3AIHCH, NPUMEHEHUE
CpeZACTB KOMUPOBaHUs ISl (PUKCAIlUU JIOKa3aTehCTB HapyUIeHUH oO0s3aTeIbHBIX
TpeOOBaHUN  OCYIIECTBISETCS C y4dyeToM TpeOOBaHMH  3aKOHOAATENbCTBA
Poccurickoit degepanuu 0 3alyuTe roCyAapCTBEHHOU TalHBL.

5. ObxajoBanue pelleHuil YpapieHus, JeHCTBUM
(6e3melicTBHS) €TO TOMKHOCTHBIX JIULY

5.1. TIlpaBom Ha oOXaJllOBaHHWE peIICHU YIpaBieHWs, JIeHCTBUIA
(6ezmeiicTBUS) €r0 JOJDKHOCTHBIX JHI] 00JagaeT KOHTPOIUpPYyeMOe JIHMLO, B
OTHOIICHWH KOTOPOTO IIPUHSATHI PELICHHWs WM COBEpIIeHBl JeHCTBUS
(GesneticTBue), ykazanusie B yacTh 4 crathu 40 OenepanbHoro 3akona Ne 248-D3.

XKamoba ©Ha pemrenus, paeictBus (0e3medicTBUS) IOMKHOCTHBIX —JIWIL
VYipaBneHusi, paccMaTpHUBaeTCs HaYaJIbHUKOM YIIpaBiIeHHUS.



10
IIponomxenue npuinoxerus Ne 1

5.2. JKamoba TIOMICKHT PACCMOTPEHUIO YIIPABICHWEM B TEUYCHHUE
20 pabouux qHEl cO AHS ee perucTparu.

VipaBiieHHe BIpaBe 3alpOCUTh Yy KOHTPOJIUPYEMOIO I, IOJABLIETO
Kay100y, JOMOTHUTEIFHYIO MHPOPMAIHIO U JOKYMEHTBI, OTHOCAIIMECS K IpeAMETY
*ano0sr. KoHTpommpyemoe JIUIo BIpase MpelcTaBUTh yKa3aHHbIe HHQOPMAIIIO U
JIOKyMEHTBI B TeUeHUe 5 pabouyux JHel ¢ MOMeHTa HalpaBlleHus 3anpoca. TeyeHue
CpOKa PacCMOTPEHHUS JKajoObl IIPHOCTAHABIMBACTCS C MOMEHTa HallpaBICHUS
3ampoca O IIPEACTABICHHU IOIOJIHUTENBHBIX HHGOpMAalMy U JOKyMEHTOB,
OTHOCSIIUXCS K MPEAMETY JKalloObl, 10 MOMEHTAa MOIyUYeHHUs UX YIIpaBlIeHUEM, HO
He OoJiee yeM Ha 5 pabouux JHeH ¢ MOMEHTa HalpaBieHus 3arpoca. Henonyuyenue
OT KOHTPOJIUPYEMOTrO JIHI[a JOTONHUTENBHBIX WH(OpMaud M JOKYMEHTOB,
OTHOCSIIUXCS K TIPEAMETY >XaJoObl, He SBISETCS OCHOBaHHEM [ OTKa3a B
PacCMOTPEHMH XKaIOO0BI.

5.3. He npomyckaercs 3ampalivBarb y KOHTPOJIUPYEMOTIO JIHLA, ITOAABLIErO
xanmo0y, MHGOPMALMI0O M JOKYMEHTBl, KOTOpbIE HAaxoASTCs B PAaCHOPSDKCHUHU
rOCyIapCTBEHHBIX ~ OPraHoB, OPTraHOB MECTHOTO  CaMOyIpaBleHMs  JH00
TIOJIBEIOMCTBEHHBIX UM OPraHU3aIysaM.

OO0s13aHHOCTh JTOKa3bIBaHUS 3aKOHHOCTH W OOOCHOBAHHOCTH IIPHUHSATOIO
pemrenuss W (WIM) COBepIIeHHOTro JelicTBust (Oe3neiicTBH) Bo3naraercs Ha
Vnpasnenue, pemenve u (win) AeifctBue (Oe3melcTBHE) MOMKHOCTHOIO JIMIA
KOTOPOTO O0XKaJIYIOTCS. :

5.4. Ilo mToraM pacCMOTpPEHHUSI XajoObl YIpapieHHE IPUHUMAET OJHO W3
CIHEAYIOIINX PELICHUN:

OCTaBIISET K100y Oe3 yIOBJIECTBOPECHMS;

OTMEHSICT pellieHre YIIPaBJICHUsI TOJHOCTHIO WM YaCTUYHO;

OTMEHSIET pellicHHe YIIPaBICHUsI TOJIHOCTHIO U IPUHUMAET HOBOE PEILIECHHUE;

npu3Haer JedcTBusl (Oe3melicTBHE) JOJDKHOCTHBIX JIMI YIPaBICHHS
HEe3aKOHHBIMH W BEIHOCHUT PellleHHE 110 CYIIEeCTBY, B TOM YUCie 00 OCYILECTRICHUN
Ipu HeoOXOIUMOCTH ONPE/IETICHHBIX JeHCTBHIA.

5.5. Cynebnoe oOxanoBaHWe peUICHUN  YHpasieHWs, ACUCTBUH
(Ge3nmeiicTBHIA) €ro JOIMKHOCTHBIX JIMI] BO3MOXKHO TOJIBKO ITOCIE MX JOCYAeOHOro
00KaOBaHMSI.
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I[MPUJIOXXEHUE
K IToJIO’KEHHUIO O PETHOHATIBHOM
rOCyIapCTBEHHOM KOHTPOJIE
(Hagzope) 3a MIpUMEHEHNEM LIeH Ha

JICKAPCTBCHHEIC IIpCIIapaThl, BKIIIOYCHHBIC

B IICPCUCHD XU3HCHHO HGO6XOIII/IMBIX nu

BaXXHEHUIINX JICKapCTBCHHLBIX IIPCIIapaToB

Kpurepun
OTHEeCeHUs! 0OBEKTOB KOHTPOJIS K KATETOPUSIM PUCKA IIPUIHMHEHUSA
Bpeza (ymep6a) B paMKax OCYIECTBICHHS PErHOHAIBHOIO TOCY 1apCTBEHHOTO
KOHTpOJIS (Haa30pa)

Kpurepun prcka

CyMmapHOE KOJIHMUYECTBO OAJIOB

Cpennuii puck

Csarime 10 6amion

YMepeHHBII pHCK

Capie 5 1o 10 6ainioB (BKIIIOUUTEIHHO)

Huzxuit puck

Jlo 5 6aimnoB (BKIIOYHTEIHHO)

OtHeceHne 00BEKTOB KOHTPOJIA K OIIpC,IICJICHHOﬁ KaTCropuu PHUCKAa OCYUICCTBIACTCA HCXONA
U3 OIIPCACICHUA 0o0IIICro KOJHUYCCTBA 0amioB 1o BeeM KpurepinaMm, UpHMeIIeMDbIM K

KOHTPOJIIPYEMBIM JIMLAM.

Kputepun oTHeCeHHs OOBEKTOB KOHTPOJISL K OIPEICICHHON KaTeropuy pucka
npuunHeHNs Bpena (ymepba)

Kpurepuit IToxa3zaresb kpuTepus Konnyectso
H6aI0B
1 2 3
Tsoxects npuunHEHHs Bpeja (yiepOa) oXpaHseMbIM 3aKOHOM LEHHOCTSIM

KoynuecTBO anTeuHbIX MYHKTOB, BXOMAIKX | 2 U 0oJiee alTeUHBIX IIyHKTOB 11
B CTPYKTYpPY OpraHU3aluil OonToBoi
TOPrOBJIM JIEKAPCTBEHHBIMH CPEICTBAMHU

p b N pen > Menee 2-X anTe4HbIX IYHKTOB, 0
aITeUHBIX OpraHU3ayi, HHIMBUAYAIbHBIX

. 1100 UX OTCYTCTBHE B
IpennpruHuMaTeNel, UMEIOIIHX JTUTIEH3NIO
CTPYKType

Ha OCYIIEeCTBIICHNE (hapMareBTHYECKOH
neareinppoctd B TamMO0BCKoOM 001acTH,
MEIUIIMHCKAX OpraHu3anui, IMEIOIIX
JUICH3UIO Ha (hapMalleBTHUECKYIO
IEATEILHOCTD, H HX 000CO0JICHHEBIX
noxapazencuuii (amOynaTopui,
(denpamepckux 1 HeasamepeKo-
aKyIIePCKUX MYHKTOB, IICHTPOB
(oTnenenuit) ob1eit BpaueOHOM (ceMeliHoi)
MIPAKTUKH), PACIIONIOKEHHBIX B CEIbCKUX
HACEJICHHBIX [TYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTEYHBIE OPTaHU3aLMH.




ITponomxeHue NpUIOKEHUs
K [Tonoxxenunto 0 peruoHaIbHOM
rOCyJIapCTBEHHOM KOHTPOJE
(Haz3o0pe) 3a IPIMEHEHUEM LIeH Ha
JeKapCTBEHHEIE IIPENapaThl, BKIIOYEHHEIE
B IIEPCUCHb )KU3HEHHO HEOOXOAUMEBIX U
BXHEHIIHNX JIEKAPCTBEHHBIX NIPEIIapaToB

1 2
Brinecenue IMOCTaHOBICHUA O HasHaueHud | Hamwuue BCTynuBLIEro B 10
aJIMIHYICTPATHBHOI'O HaKa3aHHs 3a 3aKOHHYIO CHILY
HapyllIeHue 00s3aTeNbHEIX TPeOOBaHUH, TIOCTAHOBJICHHUS O HA3HAYCHUHU
IpeIyCMOTPEHHBIX YacThio 4 crathh 14.4.2, | Haka3aHnus 33 HapylIeHHe
crareeit 14.6, crarweit 19.7.1 (B yuactu 00s3aTeapHBIX TpeOOBaHUH,
aJIMAHUCTPATUBHBIX NIPABOHAPYILCHHH, MpeIyCMOTPEHHBIX
COBEpIICHHEIX B chepe oOpalneHus gacTeio 4 crateu 14.4.2,
nexapcTBeHHBIX cpenctB) Konekca crarbeit 14.6, ctateeil 19.7.1
Poccuiickoit Oenepanuu 06 (B yacTH aIMHUHUCTPATHBHBIX
aJIMAHICTPATUBHBIX NTPABOHAPYIIECHMIX IIpaBOHAPYIICHUH,

COBEPIICHHBIX B cepe
o0panieHus JIEKapCTBEHHBIX
cpenctB) Kogekca Poccutickoit
Denepaunu 06
aIMHUHUCTPATUBHBIX
[PaBOHAPYIICHUAX B TCUCHHE
Tpex JIeT, MPEAIIECTBYIOMUX
JaTe MPUHATHS peleHus 00
OTHECSHHH KOHTPOIUPYEMBIX
JIUI] K ONIPENEIICHHON
KaTeropuu puckKa

BriaeceHrne KOHTPOIHPYEMOMY JIHILY Hamnmune npennucanus 06 10
npeanucanys 00 yCTpaHEeHIH HapyIlleHHH yCTpaHEeHHH HapyIICHUH
o0s3aTebHBIX TpeOOBaHUH obs3arenpHBIX TpeOoBanuii 3a

TPH roJia, NPEAIIECTBYIOMUX
Jate MPHHATUS PEIIeHUs 00
OTHECEHUH KOHTPOIHNPYEMBIX
JIUI] K OIIPENCIICHHON
KaTeropuy pucKa

J106pocoBeCTHOCTD KOHTPOIUPYEMBIX JIUI]

HesaBucuMas o1ieHKa COOIIOACHUS Hanuuwe He3aBuCcUMON -5
00s13aTebHBIX TpeOoBaHHH OIICHKH COOJIIO/ICHUS
00s3aTeIbHBIX TpeOoBaHuM
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[TPYJIOKEHUE Ne 2
VTBEPX/IEH
TIOCTAHOBJICHUCM aI[MI/IHI/ICTan;I/II/I OGHaCTI/I

or AL No #27

NnugukaTop pucka v
HapyieHus 00s13aTeIbHBIX TpeOOBaHNM) IPU OCYIIECTBIICHIH
PErHOHATBHOTO TOCYIapCTBEHHOT0 KOHTPOJIS (Haa30pa) B chepe obpameHus
JIEKapCTBEHHBIX CPELCTB

Hammuue undopmaruy (cBeaeHui) 06 H3MEHEeHUH LEHb] Ha JIEKapCTBEHHbINA
nperapar, BXOMSNWH B IepedeHb JXKM3HEHHO HEOOXOAMMBIX W BAKHEHIINX
JIEKAPCTBEHHBIX IIPEeIapaTosB.
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