[IPABUTEJIbCTBO TAMBOBCKOI1 OBJIACTU
ITIOCTAHOBJ/IEHUE

02.08.4023 Ne 623
r. Tamb60B

O BHeceHUM M3MEHEHMI B IIOCTaHoB/Ienne agMmuancrpanuy TamOoBcKo
obsracty ot 13.09.2021 Ne 701 «O6 yrBepxaenun I10/10keHUsI 0 permoHaIbHOM
rocyaapCcTBeHHOM KOHTpOJIe (Haj30pe) 3a MPMMEHeHMEeM LieH Ha JIeKapCTBeHHbIe
IIpernaparhbl, BKIIOYEHHbIE B [IePEYeHb KU3HEHHO He0OX0AMMBIX U BaKHEHIINX
JIeKapCTBEHHBIX IIPeNapaToB, MHANKATOPA PUCKA U K/IIOUEBOTO MOKA3ATESI»

B coorBercrBuyn ¢ @PepepanbubiM 3akoHOM OT 31.07.2020 Ne 248-d3 «O
rOCYIapCTBEHHOM KOHTpOsie (Hafa3ope) ¥ MYyHULMIAILHOM KOHTposne B Poccuiickon
Depepaunm» [TpaBUTENBLCTBO Tam60BcKOI obnactu
MOCTAHOBJISIET:

1. BHecrM B IOCTaHOBJIEHME AaZMMHUCTpaLMM TamMOOBCKOM 06JaCTM OT
13.09.2021 Ne 701 «O6 vytBepkmenumu llonokeHuss O  pervOHaIbLHOM
rOCyNAapCTBEHHOM KOHTposie (Hamsope) 3a IpUMEHEeHMeM IleH Ha JIeKapCTBEHHbIe
Ipernaparbl, BKJIOYEHHbIE B IIepeYeHb >KM3HEHHO HEOOXOOMMBIX M Ba’KHEMIINMX
JIEKapCTBEHHBIX IIPeraparoB, MHAMKATOpa pPUCKA M KIIOYEBOIO I1OKasaTesis»
(masiee — MOCTaHOBJIEHNE) CIIELYIOIIVE M3MEHEHMS:

B HAaMMEHOBaHMM IIOCTAHOBJIEHMSI CJIOBO «MHIMKATOpPa» 3aMEHUTb CJIOBOM
«UHIMKATOPOB»;

IIYHKT 2 U3JIOKUTD B CJIEIYIOIIEN PeNaKLIMA:

«2. YTBepOouTh MHOMKATOPbI pUCKA HapylIeHus o6s3aTeSbHbIX TpPeOOBaHMM
IIPY OCYILIECTBJIEHUM PErMOHaJbHOI'O TI'OCYIapCTBEHHOI'O KOHTPOJIS (Hajs3opa) 3a
NpyMeHeHMeM IIeH Ha JIeKapCTBEeHHble IIpenaparbl, BK/IIOYEHHble B IIepeYeHb
KU3HEHHO HeOOXOOMMBIX ¥ BaKHEMIINMX JIEKapCTBEHHBIX IIperapaToB COIVIACHO
npwIosKeHuIo Ne 2.»;

B npunoxken Ne 1 «[TomoskeHne O perMoHaJbHOM roCyIapCTBEHHOM KOHTDOJIE
(Hapsope) 3a MpUMEHEHMEM LIEeH Ha JIEKAPCTBEHHbIE IIperiapaTbl, BIJIIOYEHHbIE B
[epeYeHb SKU3HEHHO HEeOOXONMMBbIX ¥ BaYKHENMIUMX JIEKapCTBEHHBIX IIPENaparoB» K
NOCTaHOBJIeHMIO (mayee — [Tonoskenue):

B pasnesne 1:

B nyakre 1.1 cimoBa «Ilonoskenmem 06 yNpaBieHMM IO PeryaMpOBaHMUIO
tapudoB  TamboOBCKOM  0065aCTM, YTBEPKAEHHBIM  IIOCTAHOBJIEHMEM  IJVIABbI
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aZMMHMUCTpaUyy 061acT OT 06.11.2012 Ne 110» 3amenutb cioamu «IlomokeHnem o
jemapraMeHTe ILeH ¥ Tapu¢os TamM6BOBCKOM  0OmacTy,  YTBEPKIEHHbIM
nocrauosienviem I'asbi Tam6oBckoit o6macty ot 13.12.2022 Ne 57»;

NIVHKT 1.4 U3NIOKUTD B CIIEAYIOLIEN PelaKkmyu:

«1.4. OpraHoM, YIOJHOMOYEHHbIM Ha OCYILECTB/IEH)E pPErMOHAIbHOTO
TOCYHApPCTBEHHOTO KOHTPOJS (Hansopa), SBJIAeTCS JEeNapTaMeHT LCH U TapudoB
Tam60BCKOi1 06mactu (gasnee - [lenapramMeHr).

JLOMmKHOCTHBIMM JIULAaMU HenaprameHTa, YITOJTHOMOYEHHBIMMI da
OCYLIECTB/ICHV€ PErMOHAIBHOrO rOCYJapCTBEHHOIO KOHTPOJIA (nag3opa) (manee -
OJIKHOCTHbIE JINLIA), SABJISIFOTCSL:

nupekTop [lenapTaMeHTa,;

samecTuTeNp Jupekropa JlemaprameHra — HadaJbHUK OT/E/d TapudoB
KOMMYHAQJILHOTO KOMILJIEKCa;

HAYQIbHMK OTHENa KOHTPOJIbHOM DPaboTbl M PEryapoBaHis TPAHCIOPTHLIX
yoryr JlenapraMeHTa;

3aMeCTUTEeb HAuaIbHMKA OTHesa KOHTPOJBHOM PpaboThl ¥ peryaMpoBaHus
TPaHCNOPTHBIX yCyr JlenapramMeHTa;

IIABHBII KOHCYJIBTAHT OTAe/la KOHTPOJMLHOM pPaboTel ¥ PeryaupOBaH.if
TPaHCIOPTHLIX yoayr [lenapramenTa;

KOHCY/IbTAHT OTZe/a KOHTPOJLHOM PaboThl M PeryaMpoBaHyisl TPAaHCIOPTHBIX
yenyr [lenapramMeHTa;

[JIaBHBI CIIELMAJIMCT-IKCIIEPT OT/Ie/Ia KOHTPOJILHOI PabOThL M PeryiMpOBaHys
TPaHCIOPTHBIX YCIyT JlenapTaMeHTa;

[JIaBHbII QHAJAUTMK OTHeJa KOHTPOJBbHONM pPabOThl ¥  Peryl1mMpoBaHus
TPaHCIIOPTHBIX YCIyr JlenapramMeHTa.»;

B niyHKTe 1.5:

B absaue repBoM M ganee mo Tekcry IlososkeHus CJIOBO «VripaBjieHne» B
COOTBETCTBYIOLEM Tafie’ke 3aMeHUTh CJIOBOM «/[lenapTaMeHT» B COOTBETCTBYIOLL-M
rajiexe;

a63a1] BTOPOJ M3JIOKUTh B CIENYIOLIEN PefaKIMu:

«nupekTop enapraMeHTa.»;

B IyHkre 1.6 B absaue BIrOpoM Jary «29.10.2020» 3aMeHUTH
nmaroi «29.10.2010»;

B pasgese 3:

B nmyHKTax 3.7, 3.15 C/0Ba «HAYaJIbHMKOM YIIPABJEHNUS» 3aMEHUTD CIOBAMU
«pupeKTopoM [lenapraMeHTa»;

nyHKT 3.19 U3JI0KUTH B CJIeYIOIEN penaKLyn:

«3.19. B cinyyae e B TeyeHMe KaJeHAAPHOTO TOAA IOCTYINTIO 5 u 6or2e
OIHOTUIHBIX (ITO OJHVMM ¥ TeM >Ke BOIpocam) obparieHnil KOHTPOJIMPYEMbIX JIIL 11
YX TpefCcTaBuTesieil, KOHCYJIbTUPOBAHME IO TaKUM OBpanIeHysIM OCYILECTBIISIETCS
TOCPECTBOM pa3MelleHnss Ha OGUUMaIbHOM caiite JlemaprameHTa NMCbMEHHOTO
pazbsICHEHMs, TIOAMCaHHOTO IMPEKTOPoM [lenapTraMenTa. »;

B pasmese 5:

B myHKTe 5.1 a63a11 BTOPOil M3/IOKUTD B CIELYIOLLEN PeSaKIyu:
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OKanoba wa peweHms, peictBus (6e3neiCTBusi) LODKHOCTHBIX — JIILL
[lenapramMeHTa, pacCMaTpPUBAETCS JMpeKTopom [lernapraMenTa.»;

npwiokeHne «Kpurepun orHeceHus 06beKTOB KOHTPOJISA K KaTeropyam pucka
npuunHeHus Bpena  (yuepba) B pamMKax  OCYHIECTBJIEHUST — pervOHA/IbHOTO
roCyIapCTBeHHOrO KOHTpoyst (Hazsopa)» K [lososkeHmro M3IOKUTb B PEAAKIMM
cortacHo npunoskennio Ne 1;

npuioskere Ne 2 «HoyKaTtop pyucka HapyleHus: OOs3aTe/IbHbIX TpeOOBaHMI
TIPY OCYILIECTB/IEHMM PErMOHaIbHOIO OCYAAPCTBEHHOIO KOHTPOJLT (uam3opa) B cdepe
O6palLeHysT JIGKaPCTBEHHBIX CPENCTB» K IOCTAHOBJIEHMIO M3JIOKUTL B PEAAKLMM
cormtacHo npwtoskeHuio Ne 2.

2. Ony6iuKoBaTh HACTOMALIEE [TOCTAHOBJIEHME Ha «OduumaabHOM MHTEPHET-
rnoprase npaBoBoii uHbopMaumu» (WWW.pravo.gov.ru) 1 Ha cajTe CeTeBOro M3JaHus
«TamboBckas kusHb» (www.tamlife.ru).
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[TPUJIOKEHUE Ne 1

K rmoctaHoBneHuio [IpasurenncrBa Tam6oBCKOI 0OnMacTn
oT 02.08. 2023 Ne 623

[MPUJIOKEHUE

K [TonoKeHnio 0 perMoHaJIbHOM IOCyAapCTBEHHOM
KOHTpOJIe (Ha/30pe) 3a IIPYMeHEeHNeM LieH
Ha JIeKapCTBEHHbIE MTpernaparhl, BKIIOUEHHbIE
B [IepeYeHb KU3HEHHO HEOOXONVMBbIX U
BaKHEJIVX JIEKaPCTBEHHBIX IIPENapaToB

Kpurepuu otHecenus: 00beKTOB KOHTPOJIS
K KaTeropysiM pycKa rpu4mHeHys pena (yiuepoa) B paMKax OCYIIeCTBIeHNS

PETMOHAILHOTO rOCYLaPCTBEHHOTO KOHTPOIS (Haf3opa)

Kareropum pucka

CyMMapHOe KOJIMYECTBO Oa/IJIOB

Cpenumit pucK

Cspiuie 10 6asios

YMmepeHHbIN PUCK Caoiite 5 10 10 6a/110B (BKITIOUUTENIBHO)

Huskum puck

o 5 6an10B (BKJIIOYUTENIBHO)

OrHecenyie  OOBEKTOB  KOHTPOJIA

KpUTEPUSIM, IPYMEHSIEMBIM K KOHTPOJIU

K  OIpeneseHHOM  Kareropum  puUcKa
OCYILIECTB/ISIETCS MCXOMSl U3 OnpeneneHys OOIIEro KOaM4ecTsa 6auioB IO BCEM

pyeMbIM JINLIaM

o KomuecTtBo
Kpurepun [Tokasarenb KpuTepus
6as710B
1 2 3

TssReCTb puuyHenyst Bpesa (yuepba) OXpaHseMbIM 3aKOHOM LIEHHOCTSIM

KonmmuecTBO ~ amTeyHBIX  ITYHKTOB,
BXOISIMX B CTPYKTYPY OpraHM3alyu
ONTOBOM TOPIOBJIM JIEKAPCTBEHHbIMU
CpercTBaMM, AnTeUHbIX OpPraHU3alui,

VHIUBYYaIbHbBIX
IpearpuHUMaTesien, MMEIOLINX
JIALIEH3UIO Ha OCYIIECTBJIEHNE

(apmMaleBTMUECKO) [esTeJIbHOCTU B
TamOOBCKOM 00aCTM, MEIULIMHCKNX
OpraHmsaluii, MMEIOWMX JMUEH3UIO
Ha (hapMalleBTUUECKYIO JesTe/IbHOCTD,
M uX 0OOCOGJIEHHBIX IIOAPa3Iee N,
ambynatopuit,  GeapOIIepCKux U
denbaIepcKo-aKyluIepCKUX IYHKTOB,
IIEHTPOB (otmeneHun) obien
BpauebHON (CemMelHOM) MPaKTUKY,
PACITOIOKEHHBIX B CEIbCKUX

HaCe/JIeHHbIX IIYHKTaX, B KOTOPBIX
OTCYTCTBYIOT allTeYHble OpPraHM3aLyn

Bonee 15 anTeyHnix

OTCYTCTBME B CTPYKTYype

10
IIYHKTOB
Ot 5 no 15
(BKJIIOUMTEJILHO) aIlTeYHbIX 5
IIYHKTOB
MeHee 5 anTedHbIx
IIYHKTOB, JIMOO MUX 0

BepoaTHOCTb HACTYIUIEHNSI HETaTYBHBIX COOLITHH
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IIponomxenne rpunoskeHns Ne 1

[IpoposskeHne PUIIOKEHNS
x TTooKeHnIo O perMoHaaIbHOM IoCyaapCTBEHHOM
KOHTpoOJIe (Haz3ope) 3a IpuMeHeHeM LieH
Ha JIEKapPCTBEHHbIE MIPEeIaparsl, BKIIOUEHHbIE
B ITepeyeHb JKM3HEHHO HeOOXOAMMBIX 1
BaJKHEMINX JIEKAPCTBEHHBIX IIPerapaToB

1 2 3
BpigeceHne KOHTposmpyemomy Juny | Hanmmume npenmcanys 06
npennucanus 06 YCTPaHEHMN | YCTPAHEHWY  HapYLUeHMi
HapyIIeHNH 065133 Te/IbHBIX | 06S3aTE/IbHBIX TPeOOBaHMIA
TpeboBaHUN 3a 3 rozga,
IpefIIecTBYOIMX  Jare s
IpuHATHSL  pelneHus 06
OTHECEHUN

KOHTPOJIMPYEMBIX JIMI, K
OIIpeNIe/IEHHON  KaTeropumn

pucKa

Hanyuune IIOCTaHOBJIEHUS o | Hanyume BCTynuBILIEIO B
Ha3HAUeHUN agMMUHMCTPATUBHOTO | 3aKOHHYIO cuy
HAKa3aHys IOPUOMYECKOMY JIMIY, €ro | IOCTaHOBJIEHNS,
IO/IKHOCTHBIM JIALIAM MM | BBIHECEHHOT'O
VHIVBYULYaJIbHOMY JernapraMeHToM UeH U
NpeNnpyHUMaTe/Il0 38 COBepLIeHNe TapndOB Tam60BCKOM
aIMMUHUCTPATUBHOTO obnactn (cymom), 0

TIpaBOHApPYIIeHYs], IIPelyCMOTPEHHOTO | HA3HAYEHNN
qacTpio 4 crarey 14.4.2, crarben 14.6, | aiMUHUCTPATMBHOTO
cratbeir  17.7, crareent  19.4.1, | Haka3aHUA IOPUIMIECKOMY

yactamu 1, 5  crarem  19.5, | iy, ero JO/DKHOCTHBIM 5

crarben 19.7.1, | nuuam 17807

yactero 1 crareu 20.25 Kopekca | MHIMBUAYAJILHOMY

Poccuiickon depepanyu 00 | mpennpyMHUMATEITIO 3a

aMMHUCTPATUBHbBIX COBepILIeHNE

[IPaBOHAaPYLIEHMIX agMVUHUCTPATUBHOI'O
IIPaBOHAPYILIEHNSI,
NpeayCcMOTPEHHOIO

yactpio 4 crarbu 14.4.2,
cratbeit 14.6, crarbein 17.7,
craThen 19.4.1,
yactsavu 1, 5 crareu 19.5,
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[TponomskeHne NpuIoKeHns Nel

[TpopomskeHne IPUIOKEHNUS
K T1OI03KeH IO O PernoHaIbHOM I'OCYAapCTBEHHOM
KOHTpoJie (Haz30pe) 3a NpMMEeHeHVeM LieH
Ha JIeKapCTBEHHbIEe ITpenaparhl, BKIIOUEHHbIe
B repeyeHb KU3HEeHHO HeOOXOMMBbIX 1
BasKHEMILMX JIeKapCTBEHHDBIX IIPEapaToB

1 2 3
crarben 19.7.1,
gactero 1 crateum  20.25
Konekca Poccuiickon
depgepauun 06
aIMMHUCTPATVUBHBIX
IIPaBOHAPYIIEHNAX 3a

3 ropa, MIpeauiecTBYIOLIMX
JaTe IPUHATHUS PELUeHUs
06 OTHECEeHUU
KONTPOMPYEMBIX  JIMIL K
OIIpENe/IEHHON  KaTeropmmn

pucKa
Io6pOoCOBECTHOCTb KOHTPOIMPYEMBIX JINIY
Hanuune He3aBUCUMON
HesaBucumas oOmneHka COOJIOneHUs
OLIEHKUA cobIIoneHns -5

o6s13aTesIbHBIX TPeboBaHUNI

06s13aTeIbHBIX TPEOOBaHMUI -
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TTPUJTIOXKEHWE Ne 2
K nnocranossenuio Ipasurenscrsa TamboBckon obacTu
oT 02.08.2023 Ne623

[MTPHUJTOKEHUE Ne 2
YTBEP)KIIEHDI

HOCTaHOBJIeHMéM agMuHucTpauny TamboBcKon obnacTu
or 13.09.2021 Ne 701

MHamKaTopsl pUcka HapylieHyst 00si3aTeNIbHbIX TPeOOBaHUM TPV OCYILECTBICHNUN

PErMOHATILHOIO MOCYIAaPCTBEHHOrO KOHTPOUI (HaA30Pa) 3a IPUMEHEHMEM LIeH Ha

JIeKapPCTBCHHbIE [IPENaparbl, BKIOUCHHbIE B NIepeueHDb KM3HEHHO HeOOXOIMMbIX U
BaSKHEMILIMX JIeKaPCTBEHHbIX [IperiapaTon

[lpu ocyuiecTBIeHUM PErMOHaJbHOIO KOHTPOJS (Han3opa) 3a NpumMeHeHuem
UeH Ha JIeKapCTBeHHbIe IIperaparhbl, BKJIOYEHHbIE B IIepeyeHb  KM3HEHHO
HEOOXOOMMDBIX ¥ BRKHEMIUMX JIGKAPCTBEHHBIX IIperaparoB  yCTaHaB/IMBAIOTCS
CIeAyIOWMe VHAMKATOPHI PUCKA HAPYIHEHMsT 00s13aTeNIbHbIX TPeOOBaHMIA:

oTKIoHeHre PakTMYeCcKy CAOKMBIIErOCs CpeIHEero pasmMepa HaJ0aBKU K lleHe
IIPOM3BOLUTENST JIEKAPCTBEHHBIX I1PEraparoB, BKIIOUEHHBIX B I€peyeHb >KU3HEHHO
HeOOXOMMBIX Y BasKHEMILHMX JIEKAPCTBEHHBIX IIPEIapaToB [0 UEHOBbIM KaTeropusm B
OpraHmsaiyy OITOBOW WIM PO3HMYHONM TOopromwiyu, menee yem Ha 0,5 % wHioke
IpenesbHOr0  MakCMMajabHOTO  YpOBHS,  ycra”HoBieHHoro  [IpaBurensbcrtBom
TamboBckoi ob6macTy, B IIPEACTAB/JIEHHOM WIA0J0HE OpraHM3aiMel OITOBOU WK
POSHUYHOM TOPropiam (MCTOUHMK - IHaOJIOHbI, TosydeHHble u3 DemgepanbHON
rOCyIapCTBEHHOU MH(POPMaLIOHHOMN CUCTEMBI «EpyHast
nabopMauoHHO-aHaymTnyeckas cucremar (nanee - OI'NC EMAC), nepnonmnuHocTtn
npemocrapieHus — 1 pas B ron);

oTkjoHenue Boiue yem Ha 0,5 % cpeHeB3BELLIEHHON I'OIOBO OITOBOM WM
PO3HMYHOM LIEHBI peasiM3alyyn JIeKapCTBEHHOro rpenapara OT Peecrpa mpenesbHbIX
UeH C Y4YeTOM TIPee/IbHbIX MaKCUMAaJILHBIX OINTOBBIX M PO3HUYHBIX HaLOaBOK,
ycraHoBientbix IlpaBurenpcrBom TamboBckow oOnacTu, B MPeCTaBICHHOM
LIabIOHe OpraHu3aLyelf ONTOBON WM PO3HMYHON TOProBIM (MCTOYHUK — IIAGJIOHBI
OI'C EMAC, nepuoauyHoCTb HpenocTaBieHus — 1 pas B rof).

YipasacHse

7 € | noxymentoodopora




