PETMOHAJIbHASA CJIYKBA 11O TAPUPAM U

IHEHOOBPA30BAHUIO 3ABAMKAJBCKOI'O KPASI
L [TPUKA3
9{) asrycra 2019 roxa N D4/
r. Yura

OO0 yrBep:KIeHHMH PYKOBOACTBA MO co0/JI0JeHHI0 0083aTeJbHBIX TpeOOBaHHH H
0000IIeHHBIX MPAKTHK OCYIIEeCTBJICHHSI PErHOHAJBHOIO IOCyJapCcTBEHHOIo
KOHTpOJIs (Haa30pa) 3a NpHMEHEHHeM LieH Ha JIeKapCTBEHHBbIE Npenaparkbl,
BKJIIOYEHHbIe B INepedyeHb JKU3HEHHO HeOOXOJAMMbBIX M  BadKHeHIIHX
JEKAPCTBEHHBIX MPENapaToB, Ha TeppUTOPHH 3a0aHKaIbCKOro Kpas

B coorBerctBuH co cTaTheit 8.2 DemepanmpHOro 3akoHa OT 26 [exaOps
2008 roma No 294-®3 «O 3amuTe mpaB OPUAUYECKUAX JIAL U UHIWBUNYAIBHBIX
IpeAnpUHAMaTeell IPX OCYIIeCTBICHHN IOCYIapCTBEHHOIO KOHTPOJA (Hans3opa) U
MyHHIUIIATFHOIO KOHTPOIS», ¢ ydeToM moiokeHu# CTaHAapTOB KOMIUIEKCHOM
npoGHITaKTUKA PUCKOB TPHYWHEHUS Bpela OXPaHAEMBIM 3aKOHOM I[EHHOCTAM,
YTBEPKICHHEIM TIPOTOKOJIOM 3acCelaHus IIPOEKTHOIO KOMHTETa II0 OCHOBHOMY
HAlpaBJeHUIO CTpaTerudeckoro pas3Butus Poccuiickoii @enepanuu «Pedopma
KOHTPOJIBHOM u HaA30pHOM jesTenpHocTH» oT 27 wMapra 2018 roma Ne 2,
ITomoxxenueM © PeruonampHOM ciyx0e 10 TapudamM © LEHOOOPa30BaHUIO
-3abafikalbCKOTO  Kpasi,  yTBep)KIAEHHBIM  IIocTaHOBiIeHHeM  IIpaBurenscTBa
3abaitkanbpekoro kpas oT 16 mast 2017 roqa Ne 196, mpu K a 3 bI B a 10:

1.YTBepauTh PYKOBOIACTBA IO COONIONCGHUIO OOS3aTENbHBIX TpeOOBaHUU U

0000IIEHHBIX TPAKTHK OCYIIECTBICHUS PETMOHAIBHOIO TOCYJapCTBEHHOIO KOHTPOJLL
(mam3opa) 3a MPUMEHEHWeM IIeH Ha JIeKapCTBEHHBIE IIperaparhl, BKIIOYEHHBIE B
IepeueHb JKU3HEHHO HEOOXOMUMBIX M BaXXHEWINMX JEKapCTBEHHBIX IIPEraparos,
cortacHo IIpuitoKeHUIo K HACTOSIIEMY IPUKA3y.

2.KoHTpoIh 32 WCIIONHEHVEM HAaCTOAIIETO IprKa3a BO3JIOXKUTH Ha 3aMECTUTEILL
pykoBomuTenss PermoHampHOM ciIyx0pl 1O TapupamM H  IIEHOOOPA30BAHMUIO
3a0aiikanbCKOro Kpas, KypHpyromero cdepy peryjJupoBaHHMS W KOHTPONS ILIeH Ha
JIeKapCTBEHHBIC IIperapaTthl, BKIIOUYEHHbIE B IIEPEUCHb JKU3HEHHO HEOOXOMWMBIX H
BayKHEHUIITNX JICKAPCTBEHHBIX IIPENapaToB.

H.o. pyxoBomautens Ciry K051 (/7 E.A.Mopo3zoBa



IMPMJIOXEHWE

K IIpuKasy PerronansHoM ciryk6er
110 TapudaM U eHO06Pa30BaAHHUIO
3abalKaabCKOro Kpas
or __aBrycra 2019 romaNe

PYKOBOJICTBO _

IO COOJIIOIEHHI0 06SI3aTeIbHBIX TPeOOBAHMIl, BLIOTHEHE KOTOPBIX
OLEHHBACTCS NPH OCYLIECTBIECHAH PErHOHATLHOIO FOCYAAPCTBEHHOTO KOHTPOJIS
(Haj30pa) 32 IPEMeEHeHHeM LeH Ha JIeKAPCTBEHHbIe npenaparTel, BRIYEHHLIE B
nepedeHk JKH3HEHHO HeoOXOAMMBIX U BasKHEHIIINX JIeKaPCTBEHHBIX IPENApPATOR,

- Ha TeppuTopuu 3abaiikaabcKoro Kpas

1. O61mue nomoxeHus

PeruoHansHbIA rocy1apcTBEeHHBIN KOHTPONE (Haa30p) 3a IpUMeHeHHeM IieH Ha
JICXapCTBCHHbBIE MPENApaThl, BKIFOYEHHBIE B IIEPEUCHb KU3HEHHO HEOOXOIHUMBIX U
BAKHEHIIINX JIEKAPCTBEHHBIX IIPENapaToB, OCYIIECTBISETCS PernoHaIbHOlM ciryx060i
no TapupaM U IeHOOOPa30BaHMIO 3abaiKaibcKoro kpasg (mamee — PCT
3a6aliKabCKOTO Kpast) Ha HpeaMeT COGIIONeHHs cyObeKTaMu KOHTpons (Han3opa)
TpeOOBaHUH, YCTAHOBIEHHBIX (eAepanbHEIMH  3aKOHAMH W HOPMATHBHBIMA
IpaBOBBIMHU aKkTamu Poccuiickoit Deneparuu B perynupyeMbIx chepax AesTelbHOCTH
CyOBeKTOB KOHTpONs (HaH30pa), B YACTH YCTAHOBJIEHHUA (usmeneHns) u (win)
NpUMEHEHUS LIeH (TapudoB).

2. PaspsicHeHNe KPUTEPHEB MPABOMEPHOTO MOBEMEHHS [0 HAPYIIEHHSIM 00S3aTe/IbHbIX
TpeboBanuii, Hauboee acTo BeIIBIAeMbIx PCT 3a6aikambeKoro Kpas

IIpy OCyUIeCTBIEHHH PErHOHANBHOTO TOCYNaPCTBEHHOTO KOHTpoNs (Ham3opa)
32 NPIMEHCHHEM II€H Ha JIeKapCTBCHHbBIE IPeNapaTthl, BKIIOYEHHBIE B [IepeYeHb
KM3HEHHO HEOOXONMMEIX M BaKHEHIIMX IIeKapCTBEHHBIX [IPEIapaToB, 3a IEPHOJ
2018-2019 rozpl BBIABIEHB! HApyUICHUS TOPSIKA [IEHOOOPa30BaHMUs, BEIPA)KEHHBIE B
3aBBICHNN perynupyeMeix PCT 3abalikanbckoro Kpas NpefelbHEIX PO3HHYHBIX
Han0aBOK K (AKTHYECKHM IeHaM IPOU3BOIUTENEH JEKapCTBEHHBIX IIPEaparTos,
BKJIIOYICHHBIX B NCPEUCHD JKU3HEHHO HEOOXONMMEBIX M Ba)KHEHMINWX JIeKapCTBEHHBIX
IpenaparoB (Jajuee — IIpeAeNbHBIE PO3HUYHEIE HaJ0aBKU), OTBETCTBEHHOCTH 3a
KOTOpBIe IpenycMoTpeHa cratbelt 14.6.KoAIl PD. AMHHACTpATHBHBIE HAKA3AHUS 34
YKa3aHHBIC HapYIICHWs HaKIa[bIBAIKCh HA IOPUJUYECKHE W NOJLKHOCTHBIE JIAIA B
BUJI€ aIMUHUCTPATUBHEIX MITPaQoOB.

Heobxomumo ormernuts, uro mnpukasst PCT 3a6aikalbckoro Kpasg 00
YCTaHOBICHUH IPEACIbHBIX POHUYHBIX HAI0aBOK MyONHKYIOTCS Ha O(HIHAIEHOM
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caiite PCT 3a6aifkaibckoro Kpas: http://DCT.3a6aI71KaJILCKHﬁKpaI71.pd)/, B pasjene
Hesrensrocts / Chepsr perynuposanus / JlekapcTBeHHbBIE IIpeTapaTsl.

HauGonee  pacmpocTpaneHHBIE NPUYMHBI  3aBBIIECHUS YCTaHOBJICHHEIX
IIPEACTBHEIX DPOSHMMHBEIX HaN0aBOK CyOBEKTaMu KOHTPOJS (Hamzopa), a TakKe
KpUTEpUH TIPABOMEPHOTO IMOBEACHMS, MO3BOJIOLNE TIPENOTBPATUTE COBEpIIICHHE
HapyIIeHNH 00s3aTeNbHEIX TpeOOBAHNIA IPEIICTABIEHBI B Tabinure 1.

Tabmwma 1

: , Kpurepuu npasomeproro mosenenmus,

[Tpuyuna HapyeHus mopsKa
Ne /it 't IIPEAOTBPAITAOIINE COBEPIIEHHUE

IIeHOo00pa3oBaHus o - o .

HapyIICHuY 00s3aTeIbHbIX TPeOOBaHMIA
IlpumenaTs npu onpeneneHun pasMmepa
Omnbounoe  oTHeceHwe  (DaKTHUECKOi PO3HMYHOH Han0aBKM Ha JieKapCTBEHHEIE
OTITyCKHOM II€HEI IIPOU3BOAMTENS | IIpeHapaThl [IpeneNbHEIE PO3HUYHEIE
1 JICKAapCTBCHHOrO  IIpeiapaTa K HEBEPHOW | Hal0aBKH, YTBEPIKICHHbIE IIpukazamu PCT
LEHOBOM  KaTeropuW, B  pe3ylbTaTe | 3a0aiiKaibeKoro Kpasg, C OTHECEHHEM
KOTOpOTO IIPOUCXOJTUT 3aBBIIIEHNE | (DAKTHIECKOMH OTIyCKHOM LIEHBI
TapuhoB IIPOM3BOAUTEILI JTEKApCTBEHHOTO IpernapaTa

K COOTBETCTBYIOMIEH IIEHOBOH KaTeropuy.

3. HoBble TpeOoBaHMs HOPMATHBHEIX TIPAaBOBBIX aKTOB, COOIIIOICHHE KOTOPHIX
OneHuBacTes npu ocymectsienun PCT 3abalikansckoro Kpas KOHTPOIBHOM
JEeATENBHOCTH

Cotpynuukamu PCT 3abaiikansckoro Kpas Ha PETYJSIPHOM OCHOBE IPOBOIUTCS
MOHUTOPUHI HOBOBBEICHHUM IEACTBYIOIIErO 3aKOHONATEIHCTRA.

3a nepwox 2018-2019 romer B cepe meHOOOpaA3OBaHUS Ha JIEKApCTBEHHEIE
UPCTIapaThl, BKIIOYCHHBIC B IICPEYEHb JXU3HEHHO HEOOXOMMMEBIX M BAYKHEMIIIX
JICKapCTBEHHBIX IPEIAPATOB, HOBBIX TPeGOBAHMN HOPMATHBHBIX IIPABOBEIX aKTOB,
HapyIIeHUs 00s3aTeNbHBIX TPeOOBaHMH KOTOPEIX OLIEHUBAIOTCS IIPH OCYIICCTBIIEHUHI
KOHTPOJIBHON HEATENBHOCTH (B 00JacTH HaMGOee YacTo BBISBIISEMBIX HapyLICHWH )
He BO3HHUKAJIO. '

OBOBIIEHHBIE IPAKTUKH
OCYIECTBJICHHS PErHOHAILHOTO FOCYAAPCTBEHHOT0 KOHTPOJIs (Haa30pa) 3a
TpHMEeHEHHEM WeH Ha JIeKaPCTBeHHbIe npenaparhbl, BK/JIIOYEHHbIE B IepeYeHb
’KU3HEHHO HEOOXOAUMBIX M BAsKHEHIIAX JIEKAPCTBEHHBIX IpenapaTos, Ha
TeppuTOopuH 3a6aiKaIbCKOro Kpas

1. Obmue monoxxeHus

B coorBerctBuM co crathedf 8.2 MemepambHOro 3akoHa or 26 neKabpst
2008 roma Ne 294-®3 «O 3ammre IpaB IOPUIMYECKUX JIMI[ M HHIHABHIYaIbHBIX
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IIpeNIpUHUMATENeH IPU OCYILECTBIEHNUH T'OCYNapCTBEHHOTO KOHTPOJIS (Ham30pa) m
MYHHIUIIATBHOIO  KOHTPOJIA» paboTy 1o O0OOIIEHHI0 MpaKTHK OCYILIECTBIIEHUS
PETHOHANBHOTO TOCYAAPCTBEHHOIO KOHTpoNs (Ham3opa) 3a NIpUMEHEHUEM IIeH Ha
JICKapCTBEHHBIC IIpenapaThl, BKIIOYEHHEIE B IICPEUCHD XU3HEHHO HEOOXOIMMBIX H
BaKHEWIIMX JIEKAPCTBEHHBIX IIpEIIapaToB, CIENYeT MPOBOAUTL HE pexe 4eM 1 pas B
TOJI.

CootBercTByromue 00001IIeH s moIeKAT pasMeIenuio B cetu «MHTepHeT) Ha
odurransaOM caiite PCT 3abaiKanbckoro Kpas: http://DCT.3a6aﬁKaﬂLCKHﬁKpaﬁ.p(b/, c
YKazaHHeM Haumbojee 9acTo BCTPEHAIOMNXCA CIly4aeB HapyIIeHwui 00sI3aTebHEIX
TpeOOBaHUil, U PEKOMEHIAUsIMHI B OTHOILEHUH MED, KOTOPEIE NOJKHEI IPUHAMATECS
IOPUIUYCCKUMH  JIHLAMHY, WHIMBUIYAIbHBIMU  TIPEINPHHAMATENSIME B LEIIX
HCZIOIYINEeHUS TaKUX HApYILIEeHMU.

2. Ilepedens Hanbosee yacTo BCTPCHAOINUXCS HAPYIIEHUH 0032 TeIbHELX
TpeboBaHuii B chepe TapU(QHOTO 3aKOHOIATEIbCTRA

Ilepeuens wambomee wyacto BCTPCHAONIMXCST  HAPYIIEHUH  06S33TebHEIX
TpeOoBaHuH TapUMHOTO 3aKOHONATEHCTRA [pH IIPUMEHEHHH I[eH Ha JIEKapCTBEHHbIS
IIPCIapaTsl, BKIIOYCHHLIE B II€PEUCHb KU3HEHHO HEOOXOIIUMBIX W BakKHeHIIHx
JICKapCTBCHHBIX TIPENApaTOB, U BO3MOYKHELE MEpBl JUI1 TPEAOTBPAILEHUS UX
COBEPIICHUS 32 NEPHOJ ¢ CeHTA0ps 2018 roxa mmo aBryct 2019 roza, npencrasiens:
Tabaure 2.

Tabnuma 2
f Mepsr nia
NIPEIOTBPAIEHUS
COBEPIICHUS HapyIIEeHU
00s13aTeIBHEIX
TpeOoBaHmi

Hawubonee wacro BCTPEYAIOMINXCSI HAPYIIEHHS 00S3aTEIbHBIX

Ne i/ - N
TpeboBanHmi

IIpeniensHble pasMepsl ONTOBBIX m TPENETBHBIE Pa3MepBI
POSHHIHBIX Ha0aBOK K (haKTHUCCKHM OTITyCKHBIM I[€HAM
IIPOU3BOTUTEIEH Ha JICKapCTBEHHBIE IIPeNapaTsl,
BKTIOYCHHBIC - B IISPEUCHB JKU3HEHHO  HEOOXOMUMEIX 1
BKHEUITIX JIEKAPCTBEHHEIX TIPEIIApaToB BXOo1aT B [lepeuens
IPOLYKIHH IIPOU3BOACTBEHHO-TEXHHIECKOIO Ha3sHa4YeHUs,
TOBApOB  HAPOZHOTO IOTPEONEHHS M yCIyr, Ha KOTOpEIE
TOCYNapCTBEHHOC  PETYNHUPOBAHHE IieH (taputoB) Ha
BHYTpeHHEM phiHKe Poccuiickoit ®eneparum OCYILECTBIISIOT
1 OPTAHBI  HCIIONHUTENIBHON BIACTH CyGBEKTOB POCCHHCKOlM Cwm. Tabmumy 1
@enepanun, YTBEPKICHHEIH IIOCTAHOBJICHHEM
IIpaButenscrea PO o1 7 MapTa 1995 roma Ne 239. IMpurasamu
PCT 3a6aiikansckoro Kpasd yCTaHaBIMBAIOTCS IpeNebHEIE
POSHHYHBIE Han0aBKH 10 3  I[eHOBBIM KaTeropusiM
haKTHIECKOH OTMyCKHOH IteHE! npousBoauTens (mo 50
pybme#t, or 51 mo 500 pyOneii, ceeume 500 pyOueii).
HanGasku Taxxe ycramosmens: mo 2 30HaM (1 - ropozckoit
okpyr «['opox Yurta» m ropomckoe mocereHme «["opon
Kpacnokamenck u Kpacuokamerckuit paiiony, 2 — ocranpHas ]




TeppuTopud  3abalKkaibCKOro Kpag) ¢  BBUICTEHHEM
HAPKOTHYECKUX W IICHXOTPOIHBIX JIEKAPCTBEHHBIX CpPEICTB,
"ITO He IPOTHBOPEYHT TpeGoBanusm [lpukasa ®CT Poccun ot
11 nmexabps 2009 roma Ne 442-3 «O6  yTBepxKIeHUH
Meronuku ycraHoBIeH S OpraHaMy HCIONHHUTENLHOM BIIACTH
cy6BexToB Poccmitckoi Deneparuu IpeneIbHbIX pasMepoB
OIITOBEIX HANGABOK 1 IIPEICNIPHBIX  PasMEPOB  PO3HHYHBIX
Ha/10aBOK K baxkTuueckum OTITLy CKHEIM LeHaM,
YCTaHOBJICHHBIM IIPOU3BOIATEIAMHU JIEKAPCTBEHHBIX
IIpelIapaToB, Ha JIEKAPCTBEHHBIE [PEMAPATEHI, BKIIOUCHHEE B
[ICPCICHE  JKU3HEHHO  HEOOXONMMEIX W  BayKHEHIIHX
JICKApCTBCHHBIX ~ NpemapatoB». Ilpm  sToM, anTedHnmMm
OpraHU3aIHsIMU HEBEPHO IIPOBOJTUTCSA OTHECEHHE
baxtmyeckoit OTIIYyCKHO¥ IIEHBI IIPOU3BOIUTENS
JICKAPCTBCHHBIX IPENapaToB K I[EHOBOIM KaTeroOpuu, B
PE3YIbTaTe KOTOPOIrO MPOHMCXOMUT 3aBbIIEHHE IIPENETBHBIX
PO3HMYHBIX HaI0ABOK.




