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06 yreep:raennn Ilopsaka odopMiIeHHS M COAEPIKAHIH 3agaHui
KOHTPOJII0 6e3 B3aHMoaeHCTBAA ¢ IOPUAMISCKAMH JIHLL

Heo0X0aUMBbIX H BaKHeHmNIx JEKAPCTBEHHBIX NMpENnaparob,

JOKHOCTHBIMH JINIAMH KOMHTETA 10 TApHdaM U LIeHOBOH moJu1
Pe3yIBTATOB MEPONPHATHI N0 KOHTPO.II0 6€3 B3aHMOACHCTBHS

HHIABHIYAJNBHBIME NpeJIPHERAMATE/IAMH NPH 0CYHIECTB.
rocyaapCcTBeHHOI0 KOHTpO0JIg 34 IPpMMEHCHHEM II€H Ha JIEKAPCTERE

B NepevYeHsb KHIHCHHO H806XOJ_IHMI:IX U BAXKHEHINHX J1e P

B coorpercTud ¢ DenepanbHEIM 3akoHoM oT 26.12.20D8
FOPHARYECKHX JIMIl M HHIHBHTyalbHBIX npennpuHuMarenei npH oc
HY
102
HH

KOHTpods (HAA30pa) M MYHMUMIAILHOIO KOHTPOIA», HOCTAHOBI
®enepaumy ot 06.05.2015 Ne 434 «O pernoHAITEHOM FOCYAAPCTBEH]
HA JeKapCTBeHHHIE MpelapaTel, BKIHOYCHHBIC B HEPCUCHL JKH3HG
JNIeKAPCTBEHHEIX IIPENapaToBy», lIoNOXKEHHEM O KOMHTETe MO
Jlenmurpaackoif 061acTH, YTBEPKAECHHBIM IIOCTAHOBICHHEM [Ipasur
28.08.2013 Ne 274, AIMHUHHCTPATHBHEIM DPErjIaMEeHTOM KOMHTETa
Jlenunrpagckoit 06MacTH UCIIOMHCHHA rocymapcTBeHHOM QYyHKIUH
rOCY/IapCTBEHHOIO KOHTPONA 3a TPAMCHEHHEM LEH Ha JIEKapCTR
IepeueHb JKH3HEHHO HeoOXOMMMBIX M BaXXKHEHUIMX JEKapCTBEHI
ONTOBOI TOPTOBIY, ANTEYHEIMH OPraHU3aLHUAMH, HHAUBHIYALHEIM
THOeH3ul0 Ha (pApManeBTHUYECKYK) JIeATENbBOCTE Ha TeppH

T

TO

H
M1
npeInpuHIMATENdIMH npH OCYyMEeCTRJICHMH PErHOHANLHOTO 10
3a IpMMEeHEeHEM LEH HA JICKAPCTBEHHBIE TpenaparThbl, BRI CH

i

Ne w-n

q npoBeIeHHe MEPOTPHATHH 110
1, HHIABHAYATbHBIMH
CYAAPCTBEHHOT0 KOHTPOJIA
[HBIC B IepevYeHDb KHIHEHHO

p Tlopsaka odopmaenus

ruKe JlennHrpagckoii obnacru
¢ PHAHYECKHMHA JHIAMH,
JIECHHH PerHOHANLHOTO

HbI€ NPenaparhbl, BRIKYE¢HHbIE
CTBEHHBIX NPENapaToB

Ne 294-03 «O 3amure npae
YINEeCTBICHHH TOCYIApCTBEHHOTO
em TlpaButenscTBa PoccHHCKOM
M KOHTpOJIE 32 MPUMEHEHHEM IICH
0 HeoOXOOUMBIX M BaKHEHIIHX
pupaM H OCHOBOH IOJIHTHKE

eheTBa JICHHHTPaACKoi 061acTH OT
no rapudamM ¥ HEHOBOH MOJHUTHKE
110| OCYIIIECTBIECHAIO PETHOHAIBHOTO
PHHBIE TMperapaThl, BKIIOYEHHBIC B

NpernaparoB, OPraHH3aHAMH
IpEANPAHAMATENAMH, HMEIOLIMH
pur  JIeHHHTpancKkoi obmacTH,

YTBEP)KEHHBIM NPMKA30M KOMHTETA IO TapudaM ¥ IeHOBOH noxmtuke JIeHMHTpancKoi obmactd OT
27.12.2017 Ne 660-n1

NPHKA3EIBAIO!

1. VrBepauThk NpUnaraeMble:

[Mopsnox oGOpPMIICHAS H COAEPKAHUA 3ajandii Ha MPOBCAECHHE MEPONPUATHII MO KOHTpoMC Ge3
B3aUMONEHCTBHS C IOPHAMYCCKAMH  JIHLIAMEA, HMHIMBHIYATbHBIMM — NPEANPUHHMATENAME TP

OCYINECTBIEHHH PErHOBABHOTO TOCYAAPCTBEHHOIO KOHTPON 32 TIpK!
npenapaThl, BKIIOUEHHBIE B INEPEUCHL HKH3HCHHO HeoOXOUM
IIpEnapaToB.

TopaaoK OQOPMIEHHA JOKHOCTHEIME JIMLAMH KOMHTETA| T
Jlenunrpajckoll O6JACTH PE3yNbTATOB MEPOINPHMATHH 0O  KHT

NepeYeHb KUIHEHHO HEOOXOMMMBIX M BAKHEHIIAX JICKAPCTBEHHbY

2. HacTosupit IpHKa3 BCTYIEAeT B CHNTY, B YCTAHOBNCHHOM IIQpSKe.

)

\icHeHHeM IIEH Ha JIEKapCTBCHHEIC
U BaXHEHIIHMX JEKAapCTBEHHBIX

y TapAdaM M LHEHOBOHM IOJTMTHKE

poreo  Oe3  B3aMMOACHCTBHA C
CYILLECTBIEHHH PEFHOHAIBHOTO

mpenaparkl, BKIIOYEHHBIE B
apeTOB.

I'Ipe,r_[ce):[aTenb KOMHTETA

A.B. Kuiicku
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YTBepKJIeH
NPHUKA30M KOMHTETA
0 TapHu{aM u 1IEHOBOH MOJIHTHKE
JlenuHrpaackoi obnacrTa

T ¥ mos6ps 2019 rona Ne gﬁ] -HI

odopmieHHd H COePXKAHNA 32JaHHIl HA MIPOBeJeHHAE MEPONPHSATHI 10 KOHTPOIIO

0e3 B3aHMOJEHCTRIA C HPHAHYCCKHMHA JHIAMI, HHAHBHAY 2

BIMH NpeANpPHHHEMATC/IAMHA

TIIPH OCYWECTBACHHH PErHOHAJIBHON0 rocyAapCTBCHHOI0 KOHTPOIA 3a NPAMECHCHHEM LEH

Ha JIeKapCTBCHHBIE NPENAPATHI, BKINYEHHBIC B IIEPCICH
H BasKHeHmx JICKAPCTBEHHBIX NIpEn

1. OdniHe no0KeHHAA

1.1. Tlopsaok o¢opMIEHHS H COACPXKAHHA 3aJaHHi HA MPOBE
0e3s B3AHMOJCHCTBHS ¢ HOPHIWYECKHMH JIHMUAMH, HHAHBHIYAIE
OCYLIECTBICHHH PErHOHANBLHOIO TOCYIAPCTBEHHOTO KOHTPONA 33 Ip
NpenapaTthl, BKIIOYCHHblE B INE€pPEYEHh KH3HEHHO HEOOXOAMMBI]

npenapartos (nanee - [Topaaok) paspaboTan B COOTBETCTBHH ¢ TpeOORaK
1i31

sakoHa OT 26.12.2008 Ne 294-®3 «O zamuTe IIpaB IOPHAHYECKHX
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H3IHEHHO He00X0THMBIX
TOB

HIE MEPONPHATHH 10 KOHTPOJIO
IMH [IPCANPHHUMATENAMHA IIpH
CHEHUEM [EH Ha JIEKapCTBCHHEIE
M BaXHeHIMX JeKapCTBEHHEIX
maMu ctaTted 8.3. GerepanbHOre
"

HHIUBHAYATBHBIX HpC,HHpHHHMaTeJIeﬁ IIpH OCYILICCTBICHHH FOCY),
MYHHIHIAIBEHOTO KOHTPOJAN.

1.2. Hacrosuuii [Topsgok ycranapmuBaer TpeOoBaHHA K 0Qopin
IPOBEACHME MEPONpPHATHH 0 KOHTPOMIO €3 B3aMMOUEHCTBHS € QpI
JIEKAPCTBEHHBIMH CPEJCTBAMH, ATEUHEIMHM OPTaHM3aLMAMH, HHIHBMN)

UMEIONUMHA  JTHICH3HK Ha OCYUICCTBICHHE (bapmauenchcxo

OpraHM3aAsIMH, UMEKOLUIMMH JHIIEH3MIO HA OCYIUECTBIeHHE (apMans
060COBIEHHEIME TTOApa3AeNeHHAME (aMOyIaTOpHiIMH, (enbmepcKiM

IyHKTAaMH, IIeHTpaMH (orieneHHaMu) oOmeli spauebHOH (cemelino
CeNBCKMX HAceleHHBIX MYHKTAX, B KOTODEIX OTCYTCTBYIOT aril
JOpHAMYECKAE JIHUA, WHIMBHIYaNbHbIE NPEANPUHAMATENN) MPY

1
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[BeHHOTO KOHTpOJIA (Haasopa) H

PHHIO H COACPKaHUIO 3alaHMi Ha
aHU3AIUAMH OIITOBOH TOPIOBITH
yalBHBIMH TIPEATPHHAMATEIIAMH,
IEATEIBHOCTH, MEeTUITHHCKHMMH
'BTHYCCKOH NeATeNEHOCTH, H HX
A H (enpAIePCKo-aKyIIEePCKUMH
IPaKTHKH), PACIOJIOKEHHEIMH B
UHBIC OpraHusanuy, (Jamee —

OCYIIECTBIICHHH PETHOHANBHOIO

roCyAapcTBCHHOIO KOHTPOMI 334 MPpHEMCHEHHEM 1ICH Ha JICKAPCTB

H

Bl€ IPCHapaThbl, BKIIOYECHHLIC B

TepedeHb KUIHEHHO HeOOXOAHNMbIX ¥ BKHEHIIINX JICKAPCTBEHHBIX 1]

1.3. B paMkax perHOHANBHOIO [OCYJAPCTBEHHOIO KOHTY
JIEKapCTBEHHEIE MNPENaparsl, BKIIOYCHHBIC B TMEPeueHb KH3HCH
NEKApCTBEHHBIX [PelapaToB, OCYIUECTBIAEMOI0 KOMHMTETOM IO
Jlenmnrpanckoii obnacta (nanee - JIeHPTK), mpoBoasrcs cleayrony
NpOBENECHHH KOTOPEIX He Tpedyerca B3ammoneHcTsus JlenP
WHAUBHAYANLHEIME IPEANpHHAMATEIAMHE (Aaee - MepONpHATHS

C IOPHAMICCKHMH JTHLHaMH, HHINBHAYAJEHBEIMH NPEANIPHHAMATCAAIMHI).

1) mabmozesue 3a coOmMoOmeHMEM 00A3aTENBHBIX TpeGoBanmi
bifs

B HHGOPMALMOHHO-TENEKOMMYHHKAIIHOHHOH CeTH «HTepHeT» H €Pg

2) mabmonenue 3a coOmoneHHeM o00A3aT€NBHEIX  TPE
HHGOPMAIHK O AEATENLHOCTH IHOO0 ASHCTBHAX 00BEKTa KOHTPONH,
JAMH (B TOM YHCJIE IOCPEACTBOM HCIIONB30BaHHs (eepaibHEIX

T
cHCTEM) B OpraH roCyJapCcTBEHHOIO KOHTpONA (Eans3opa) B com‘nei*

(bellepaJIBHBIMH 3aKOHAMHM H MNPHHUMACMBIMH B COOTBCICTBHH
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5§ 33 NOpPUMEHEHHEM LIEH HAa
HEOOXOMMMBIX H BaXHESHINMX
apudaM M LEHOBOH NOJHTHKE
MEPOIIPHATHS 110 KOHTPOIIIO, MPH

¢ IOPHAHYECKHMH JHMIIAMH,
KOHTPOO 0¢3 B3aUMOJECHCTBHS

NpH pasMelneHuy HHPOpPMalMH
TBax MacCOBOM MH(OpMaluH;

BaHHII IOCPEACTBOM  aHaan3a
yTOpas MPENOCTABIACTCS TaKUMH
IMAPCTBEHHBIX HHPOPMAIHOHHEBIX
'BHH c
HHMH WHBEIMH HOPMaTHBHBIMH

NpABOBBIME aKTaMu Poccuiickodl Qepepalliy, HIHM MOXET OBITE llolydeHa (B TOM 4YHCIE B paMKax

MEXBEIOMCTBEHHOTO HH(OPMAIIMOHHOTO B3aUMOACHCTBHA) opra
(Hagzopa) 63 BO3NOKCHHS Ha 00BEKTHl KOHTPOJIA 00A3AHHOCTEH, HE
3aKOHaMH M [PHHATEIMH B COOTBETCTBHH ¢ HHMH HHBEIMH HO

Poccumiickoii Oenepalii,

HO!
!
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M T'OCYRApCTBEHHOr0 KOHTPOJIA
DeIyCMOTPEHHBIX (eacpanbHEIMH
ATHRHBIMH IPaBOBBIMM aKTaMHU




3) nmpyrue BHABl H (QOPMBI MEpONPHUATHH IO KOHTPOIIO
3aKOHAMH,

2. Odopmaenne ¥ coaepRaHue 3aAAHAH HA
MepONIpHATHS N0 KOHTPOMIo Ge3 B3auMoaelicTBIA ¢ mil
AHIHNBHIYAJBHBIMHA MPEANPHHEMAT

B3aAMOJCHCTBHA
H

HT
(=

2.1, MeponpusitTus 1o  KOHTpomo  Oes
HHAMBHAYAALHEIME TIPEIIPHHEMATEIAMH NPOBOAATCE JOILKHOCTHEIM
HA OCHOBAHMH 3aJaHWH Ha IIPOBEJCHHE MEPONPHATHA MO K(
IOPUIUUECKAMH JIHIAMH, HHIXMBUAYATLHEIMU [IPEATPHHHMATEIAMA
10 THMOBOH GopMe cornacHo NPHIIOKEHHIO K HacTodmemy lopaaxy.

2.2. Tlpoext 3amaHus oOQOpPMIAETCS AOKHOCTHBIM JIHIIOM
HpOBENCHHE MEPONpPHATHS MO KOHTpomo Oe3 B3aMMOAECHCTHHS
HHAABHAYAIBHBIME  [IPEINIPHHHMATE)IAMM,  TOANMCHIBACTCA | p
noxpasaenenus JleAPTK w yrBepikpaerca npenacepateneM JleuPTH u
JleaPTK HAYANILHMKOM JieNAapTaMeHTa KOHTPOIS H PEryJIHPOB

YKOBOOHTECIICM

CTAHOBJICHHBIC (beﬂepaJII:HHMH

[IpoBeAcHHE

HYCCKHMH JHIAMHA,
M
C

IOPHUIMYECKHMH  JIMIIAMH,

mnavu JIerPTK exexsapransHo

poio  Oe3  BzaumoelcTBHA ¢

ajee — 3amaHue), opopMIAEMEIX

JleaPTK, yHnomHOMOYEHHEIM Ha

C IOPHIHYCCKHMH JTHIAMH,

CTPYKTYPHOTO
M 38MECTUTENEM MpencenaTes

apus  TapudoB rasocHabKeHUS

H COIHAJIEHO 3HAYEMBIX TOBAPOR HE I103JHES 25 ymncna nocleIHero Mecsia KBapTana.
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2.3. JlonmonuuTeNnpHEE 330aHUS MOFYT O(QOpMIISITECA NPH HEO
MEPOTIPHATHIE IO KOHTPOmO 6e3 B3aUMOACHCTBES C HOPHIMYECK
peAITpHEAMATEIMH.

2.4. 3amaHue NOJKHO COINEPIKATh CIEAYIOLYIO HH(OPMAITHIO:
1) naty u HOMep 3ajaHus;

2) AOIDKHOCTH, (PaMUNMIO, HMA, OTYECTBO AOJDKHOCTHOIO JIMLG H
YIOJHOMOYEHHBIX Ha MPOBENCHAE MEPONPHATHS [0 KOHTPoMO Ge3 [B3;
TTHIAMH, HHOUBUIYANBHEIMHE [IpEAIPHHHMATEAMH,

3) HaHMEHOBAHHE MEPONPHATHS IO KOHTPOM: 0e3 B3aMMOJEHC
HHAABUIYATHHBIME IIPEAIPHHHMATEAMHE;

4) HapuMEHOBAHWE IOPUOMYECKOro JNHNa, GaMunus, H
HEJAMBHAYAILHOTO TNPENNPHHHUMATENS, HHAMBHAYANLHELL HOMep
roCyJApCTBEHHBIH PETHCTPAMOHHEI HOMED HJIH OCHOBHOH rocynapd
HAIOTOIUIATENBINMKA, B OTHOIIEHMH KOTOpPOr0 TMPOBOIHTICH M
BRAHMOJIEHCTBHA C IOPUAHUCCKHMH JIHLAMH, HHIMBUIYAIbHBIMH M

TB,
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YIHMOCTH CPOYHOTO IIPOBCACHHA

{1 nmHUaMHi, HWHAHBHOYaJIbHBIMH

i pokHocTHEX TR JlenPTK,
ATMOACHCTBHA C FOPHANYSCKHME

RIS C IOPUANUECKHMHE JIMLAMH,
OoT4ecTBO (ApH  HAIHYHH)
AOromIaTeNbLIMKa, OCHOBHOH

eHHBIH peruCTPalHOHHBIN HOMED
ONpHATHE MO KOHTpomo 6e3
MpUHEMAaTENsIME {B CIydae e€ciu

MEpOIIpUATHE TI0 KOHTpomo Oe3 B3aMMOACHCTBHS C IOPHIHYEC
NpeANPUHAMATENAMH  TPOBOAMTCA B  OTHOIUEHHH  KOHKPETH(
HHAMBHAYANBHOTO IPEANPHHUMATENS);

o

5) KaTeropus [OPHAMYECKHX JHI MM HHIMBULYAIbHBEIX IIpe
KOTOPHIX IIPOBOAMTCA MEPOIPHATHE II0 KOHTPOMO 0e3 B3auMoneict
AHIUBHAYaNbHBIMH OpeANpPHHHMATENAMM (B CHy4ac €CiH  Mpp(
B3aMMOACHCTBHA ¢ IOPHIMYECKUMH TTHIAMH, HHIMBHAYAILHLIMH TIpe)
OTHOMNIEHMH ONpejleIeHHOH KaTeropyy IOPUIMYESCKHX ALl HITH HHIAHBY

6) CpPOKM MPOBEACHHMs MEPOIIPHATHA 110 KOHTPOo 63 B3auMoIei
FHIMBHAYIEHEIME IIpeAPHHAMATEAAMH.

c
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2.5. ITocie yTRepKOCHHSA 33JaHHS OHO PETHCTPHPYETCS B
MEPONPHATHI [O KOHTPOMIO 0€3 B3aMMONEHCTBHS C IOPHIHYEC

NpenpHHAMAaTeNaMHu (fatee - Peectp 3aganuii).
2.6. Peectp 3amaHMil BEAETCA B 3JEKTPOHHOM BHIC CEKT(
NIEKAPCTBEHHEIE TIpenaparsl NeNapTaMeHTa KOHTPONd H pEryiupo

conpansHo 3HaunMbIX ToBapoB JIenPTK (nanee ~ ceXTop peryiupoBaHH

2.7. 3ajanus XpaHATCA B CEKTOPE PETYIHPOBAHHS.

H JIHOaMH, HMHAWBHOYAJIbBHBIMH
HpRrIAY4CCKOre HNHIa HIH

NNpuHAMATENeH, B OTHOILICHHH
BHA ¢ IOPHAMYECKHMH JTHIIAMH,
DOIpHATHE [0 KOHTpomo Oe3
MIPUHUMATENSIME TIPOBOJHUTCS B
VAJTBHEIX MpeApHHIMAaTeNeH);

CTBHA ¢ IOPHAHYSCKUMH THIAMH,

eCTpE 3anaHuil Ha MIpOBECACHHC
11 JTHOAMH, HHIHBHIYaAbLHBIMH

)POM  pETYJHpPOBAHHSA LIEH Ha

pamKs Tapu(oB razocHaOXKeHHS H

7).




K [opaaky o

HHAHWBH

[Ipunoxenne

JIEHHA H COAEPKAHMA 3aNaHKH Ha
[IpOBeJIEHHE MEPOIIPHATHN [IC KOHTPOIO 6e3
B3aUMOJEHCTRHA C IOPHAHYCCKHMHE JTHIIAMH,

HBIMH IIPCANPHHAMATEIISMH IIDH

OCYLIECTBICHHY PErHOHAIIBHOTO rOCYyAapCTBEHHOI0

KOHTPOJIA 3a I
Ipenaparsl,

BX.
MHE

H

CHCHHEM II€H Ha IEKAPCTBCHHEIS

THOYEHHEIC B TICPCYCHD JKH3IHCHHO

HeoOxoa

VTBEPXEHO

IX ¥ BXXHEHIIHX AeKapCTBEHHEBIX
[IPEnaparos

(1OJDKHOCTB, O/ITE
«_»

3AJJAHHE

Ha [IpOBEICHIE MEPOTIPHATHS IO KOHTPONo Oe3 H

¢ IOpUAHYIECKEMH JTHI[aMH, HHAUBHAYATBHEIMH TpeANpUHEMA
PErHOHANBHOTO TOCYIAPCTBEHHOTO KOHTPOJIA 33 IIPAMEHESHHEM e
BKJIFOUEHHEIE B IIEPEUYEHE JKU3HEHHO HEOOXOMHMEIX H BAXHEHIIK
OT « » r. Ne
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B coorBercTBUH co crarheit 8.3. QenmepansHoro 3akona ot 26.1
IOPUIAIECKUX UL H MHAUBHUAYANBHBIX NOpeAnpHHuMareneil npu (
KOHTpoig (Hag3opa) MYHHIMOANBHOTO KOHTpPOJNA», B LENsX

, DYO)

IMONIeicTBHA
MU [IPU OCYIIECTBICHUU

a4 TCKapCTBCHHEIC IIPCIAPATEL,

JICKAPCTBCHHLIX IIPEIapaToB

2008 No 294-03 «O samuTte npas

(IUCCTBIICHHH TOCYHapCTBCHHOI'O
CYIISCCTBICHEUA PCTHOHAIBHOTO

roCyJapCTBCHHOT0 KOHTPOJNA 34 NPUMCHCHHCM IC€H Ha JICKApCTB

BI€ IIPefiapaTsl, BKIKYEHHBIC B
aparos,

IIEpEYEHD XU3HEHHO HEOOXOJHMBIX H BaKHEHININX IEKapCTBEHHEIX Iper
(HauMEeHORAHHEe JO/DKHOCTH JOJDKHOCTHOTO nuna, $.J1,0.
OPOBECTH MEPOUPHATHA IO KOHTpoiar ©Oe3  B3aUMOJeHCTBHA

HHAMBHYANEHEIME TIPEAIPHHAMATENSIMH, 2 HMEHHO!

C IOPHIAMYECKHMH JIHI[AMH,

(HauMeHOBaHHE MEPOIIPUNTHS)
B OTHOINECHHH:

Cpox mpoBemcHHS MEpPONPHATHS II0 KOHTpoyro 6e3 B3auMoneiq
HHIHBUIYANBHEIME IPeIPHHIMATECIISIMH: pabounx mHei

,’L'[a’ra H BPEMJ HavYala IPOBCACHHA MEPOIIPHATHIA!

HA ¢ KpPpHIRYCCKHMH JIHIAMH,

K » 20 r
Jarta 1 BpeMs OKOHYAHHSA IPOBEACHHS MEPOIPUATHS:
«_» 20 1.
/ /
(DOMmKHOCTE) (mosmmck) (®.H.0.)

{(®HO u 1oJKHOCTH ACKHOCTHOIO JIHIE, HEIIOCPEACTREHHO MO0

KOHTAKTHBI Tened o, aMeKTporHEbIHA anpec (np

H

TOBHBLICTO IPOCKT 3&MaHA,

HAJIHHH })




ITopagox
odopMIIEHHA TOKHOCTHBIMHE JIHIIAME KOMHTETA 10 TAp
Jlenunarpaackoii 061acTH pe3yJIbTATOB MEPONPHATHIA 10 KOHTP
HOPUIMYECKHMA JIMIAMHA, HHAHBUXYANbHBIMHA NPeAIPHHIMATE
PErHOHAJIBHOIO FOCYAAPCTBEHHOTO KOHTPOJIA 32 MPHUMEHEHHE,
MpPEenapaThbl, BKJIHYEHHLIC B IIepeveHb JKH3HEHHO HE00X0ANMBIX H
npenapaTos

1. O0mue mosoxeHus

1.1. ITopsimox ogopmIeHHS JOJKHOCTHBIMH JIKLAMH KOMHTETS

Jlenmnrpagckoilt o0nacTH  pesyisraroB  Meporpustaii 1o kogrpomo Ge3
PY OCYLUECTBICHUH PErHOHATIBHOI'O
'HHBIC IPEMAaparhbl, BKAIOYCHHEIE B
X [npenapatoB (mance - Ilopsanok)

HPHOIHYCCKHMHE THIAMH, THAHBHIYAIIEHEIMH NIPEAITPHHUMATEIAME 1|
TOCYapCTBCHHOI0 KOHTPOJIA 3a IIPHMEHCHHEM [CH Ha JICKAPCTE{
IIEPEICHL KH3IHCHHO HeOOXOJUMEBIX H BaKHeHIHX JNeKapCTECHHE]

pa3paboTaH B COOTBETCTBHH ¢ TpebGoBaHMAMHU cTaTeH 8.3. ®enepanbHo

Yrep:KIeH
MIPHKA30M KOMHTETa

110 Tapu{aM ¥ LEHOBOH IOMUTHKE

JlenmHrpagcko# obnacTu

ot 1119 Nezjj“ﬂ

dhaM H HeHOBOM MOHTHKE

oJ110 Oe3 B3aumoelicTBHA ¢
JIAAMH [IPH 0CYNIECTBJICEHHH

M L[€H Ha JIEKAPCTBEHHbIE
BAKHEHIIHX JIEKAPCTBEHHBIX

TapudaM U HEHOBOH MOJHTHKE
B3aUMOJeHCTBHA ¢

0 3aKoHAa OT 26.12.2008 Ne 294-

O3 «O 3zamute IIpaB ROPHAMYCCKHX JIUI H HHOAUBHAYAIBHBIX IIPEAT

rOCyXapCTBEHHOTO KOHTPOMA (Hax30pa) H MyHULIHNANBHOTO KOHTPOIH?

1.2. Hacrosamuit [lopsanok ycranapnusacT TpeOoBaHHA K odopin
0 KOHTPOMO 6e3 B3aHMOACHCTBHS C OpraHU3alMsIMH OIITOBOH TOPIY{
ANTEYHBIMH OpPTaHW3alAIMH, HHIUBHAYAIGHBIMH NPEANPHHEMATS
OCYINECTBIEHHE (DapMaI|eBTUUSCKOH JEesATesIbHOCTH, METUIIMHCKY
NHLIEH3MIO HA  OCYllecTBIcHHE (apMaleBTHUECKOH meATenb
oapasfeneHuaMi  (aMOynaropusive, QenbaumepckaMu M Qensy
meHTpaMu (oTAeneHusMHu) ofueld Bpa4eOHOH (CeMEHHOHM) npaxTHR
HACENEHHBIX MYHKTaX, B KOTOPEIX OTCYTCTBYIOT aNTeYHEIE OpraHH3]
HHOHBUAYATbHBIC MNPESIOPHHEMATEIM) MNpPH OCYINCCTBICHHH [
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(HEMATENEH NPH OCYIIECTBACHUH

EHHIO PE3YNBTATOB MEPOIIPHATHI

)B;EH JIEKapPCTBCHHBIMUA CPEACTBAME,

H, HMCIOIHMH JHIEH3HIO Ha
1 OpraHU3alMIMM, HMEIOIUMH
CTH, M HX  000co0OIeHHBIMH
PPCKO-AKYIIEPCKHMH  [TYHKTaMH,
, PACIOJOXKEHHBIMH B CEIBCKHX
(1, (fanee — IOPHAHYECKHE JHIIA,
MOHAJIBHOTO TOCYAApCTRCHHOTO

KOHTPOJIA 3a MPHUMCHEHWEM IEH Ha JEKAPCTBEHHBIE NpENapaThl, B
HeOOXOMMBIX B BAXHEHIINX JIEXAPCTREHHEIX PENAPATOB.

2. OdopmiaeHune pe3yabTATOB MEPONPUATHH
Ge3 B3aHMOIEHCTBHA ¢ WPHAHYECKHME JTHRIIAMH, HHAHBHya

)

2.1. Tlo pesynerataM [IpOBEACHHS MEPONPHATHS IO

¢ WPHAHYCCKHUMH NHUAMHA, HILIUBUAYaIBHBEIMY IIPEATNIPHHEMATCIIAMHE Y
M

oM JlenPTK odopMngercs OoTYET O pe3yAbTaTaxX NPOBEIACHH
B3aUMONICHCTRUA C IOPHINYECKHMHY JIMIAMHY, HHAUBUYANbHBIMY IIPE
110 (popMe COrNacHO NPUIIOKEHHIO K HacToAnleMy [lopsaaky.

2.2. Oruer COI'JIACOBBLIBAETCA YIIOTHOMOUYEHHBIM
¢ PYKOBOIMTENEM CTpyKkTypHOTO noapasaenenus JleaPTK, upencen;
npeacenatens JlenPTK HAYAEHUKOM JenapraMeHTa KOHTp
ra3ocHabXEHHA H COMANbHO 3HAYHMBIX TOBApOB.

JOMK

2.3. B oTueTte cogepxuTcs cleAyiomas udopmanus:
1) nmara H HOMEp OTYETA;

2) mata W HOMeEp 3aJaHHd Ha IpPOBEACHHE MEPONPHATHA II
C IOPHAUYECKHMH THIAMH, HHAHBAAYaIbHEIMH IPEATPHHAUMATEAMH

3) JOJDKHOCTB, ()aMHIIHs, HMS, OTUECTBO AODKHOCTHOTO JIHII
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YCHHEIC B TICPCUCHE XKH3IHCHHO

N0 KOHTPOIK
IBHBIMHA NPCANPHHAMATCIAMHE

HTpomo ©e3 B3auMOJEHCTBHA
TIOJIHOMOYEHHBIM JIOTDKHOCTHRIM
ICPOTIPHATHA O KOHTpONIIO 0e3
NPUHEMATENSIMH (Aaiee - OTYeT)

HOCTHEIM JHILOM JewPTK
neM JleuPTK nnu saMmecTHTENEM
i W peryilupoBaHus TapHgoB

KOHTpomo 6e3 B3aHMOAEHCTBHA

1 JoKHOCTHRIX mun JIenPTK,




OCYLICCTBIIABIINX HPOBCACHHAC MCPONPHATHA IO KOHTPOIIO Oe3
JTuIaMy, THIMBAAYAITEHBIMH ITPERTIPHHHMATEIIAMA

4) HaMMEHOBaHHE OPHIMYECKOTO  JIMINA, (haMIIHSA,
HHIHBHAYATBHOTO TpeATNPHHEMATEN, WHIUBUIYaNbHbIH HOMe]

HM
HANIOTONNATSAbINHKE,

roCyAapCTBEHHEIH PETUCTPAITHOHHEI HOMED WIIH OCHOBHOH rocyaap
HaNIOTOILIATENBIIHKA,

[a

B OTHOIICHHH KOTOpPOIo IIPpOBOOHIOCE MG

B3AUMOACHCTBHA C HOPHIHYICCKHMHA

HaJTHIHH)
OCHOBHOH

oTyecTBO (TIpH

BEHHBIH perMCTpallHOHHEIH HOMED
PONIPHATHE 110 KOHTpomo Oe3

B3aHMOJICHCTBHA C HOPUAHICCKAMH JIMOAaMH, HHOAHBHAYAaNBHBIMH IPENNPHHHMATCIIAMH (B ciiyqac €ClH

MEpPOTIPUATHE II0 KOHTPONKO 0€3 B3aUMONCHCTBHS C IOPHIHMYCCKHI
KOHKDETHOT!

NPEANPHHAMATCIIAMHE =~ MPOBOJHIIOCE B OTHOLICHHH

MHIUBHIYAIBHOIO NIPEAIPHHMMATENA),

MH JHOaMH, HHIHBHAYaJIbHBIMH
0 KpHI4YCCKOTO JHOa

HIIH

5) CPOKH IIPOBENCHHAA MEPOIIPHATHA 10 KOHTPOJIIO 6¢3 B3aMMOJICHCTBHA C HPHIHICCKHMH THIIAMH,

HHAHBAAYANBHBIMHA IMIPEAITPHHUMATEIIAMH,

6) cBeleHUA © pe3yNbTaTax TIPOBEACHHS MEPONPHATHSA M@

KOHTpomo 6e3 B3auMOAEHCTBHSA

¢ HOPpUIWYSCKHUMH JHIE, HHAHBHAYAJIBHBIMH NIPCANPHHHMATCIAMEH, B TOM YHCIC HHQ)OpMaLIHH

0 BBIBJIEHHBIX HAPYINEHHAX, MO0 MPH3IHAKaX HApyIIeHHH o0a3ates|bH

2.4. OTueTrl, MHBIE JOKYMEHTBI H MAaTEpPHAJBl, COCTABIICHHBIE

H
MEPOHPUATHA HO KOHTPOIKY 0e3 B3aHMOJEHCTBHSI C HPHIHYCCKHAL

OPpSMIPHHHMATCIIAMI, YUHTBIBAIOTCA H XPaHATCH CCKTOPOM DEryl

[penapaThl AenapTaMeHTa KOHTPOIA U PeryIHpoBaHus Tapu(oB rasqcH

tosapos JlenPTK.

BIX TpeOoBaHHH (MPH HATHYHH).

[IOJIYUYEHHBIE B XOJ¢ IIPOBCACHHUA
MH JIHLAMH, HHIHBHAYaJBHEIMHA

OBAHHUA LICH HA NCKAPCTBCHHEBIC

abKeHua u COITHAJIEHO 3HAYHMBIX



K Mopsanky ogo
KoMyuTera

JlenuHrpanckoi

N0 KOHTPOIK Dep B
aNpHEIME MPEeANIPHHHMATEIAME TIPH
OCYIIECTBIICHHMY )
KOHTPOJIS 33 IPH
BK
HeoOxXommmMI

JIHIIAMH, HHAHBHY

IIpcIaparsl,

OTYET

0 pe3ynbpTarax MIpoBCICHHA MEPOIPHATHS I1I0 KOHRTPOIIH

C OPHAHYECKHUMHA MTHIaMH, HHIHBUAYAJIBLHBIMH IIPEATITPHHUMATETIAN
obnactH HOpH OCYILECTBICHHH PETHOHAIBHOIO IrOCYHapCTBEHHOTO |

[Ipunoxenne
PMJIICHHA TOJLDKHOCTHBIMHA JIMIIadMH
o TapudaM K LeHOBOH MOMUTHKE
JIACTH PEIYNETATOB Meponpmrmﬁ
3aHMOH€ﬁCTBHH ¢ PUIHYECKHUMH

€THOHAJILHOTO FOCYIapCTBEHHOTO
MEHEHHEM LIEH Ha JCKapCTBCHHBIC
NIIOUCHHEIE B IEPEUeHb JKH3HEHHO
bIX M BAXXHCHIIINX NeKapCTBEHHEIX
IpenaparoB

b Oez r3auMoneHcTBHA
V%l
OHTPOJIA 32 IPUMCHCHHEM LIEH Ha

Ha TeppHTOPUH JIEHHHIPaaCKOH

JIEKapCTBEHHBIE NTPENAPATHL, BKIIOYSHHEBIE B IIEPEYEHD KH3HEHHD HEOOXOUMBIX ¥ BAXKHEHIITHX

JICKAPCTBCHHEIX HPENIAPpaTOB

OT « » r. Ne

(HauMEHOBaHHE JOJDKHOCTH AOJDKHOCTHOTO Jiana, ©.11.0.)

B COOTBETCTBHHM co crarheit 8.3. ®DepepanbHoro 3akona or 26.17.

OPHIMHECKHX JIML M HHAUBHAYANBHBIX IpeRIpHHHMAareNel Hpu
KOHTpPOIA (HAA30pa) MyHHIHIIANIFHOIO KOHTPOJIA», Ha OCHOBaHHY 34
NPOBEIEHO MeponpHATHE IO KOHTpomo 0Oe3  B3aUMOJEHCTB)
HHAABAAYANBHEIMH INIPENPHHUMATSIAME IIPH  OCYIIECTBICHUH
KOHTPOJS 32 MpHMEHEHHeM LeH Ha JIEeKapCTBEHHBIE IpENapaThl, B
HEOOXOMMEIX " BaKHEHIITHX NIeKapCTBEHHBIX

TAHHA OT « »

D08 Ne 294-D3 «O 3ammTe mpas
YIIECTBICHHH T'OCYXapCTBEHHOTO
r. No

C IOPUIMYECKHMH JIMLIAMH,
[HOHANBHOIO TOCYNapCTBEHHOTO

UTIOMEeHHEIE B MepevYeHb SKH3HEHHO
Ipenaparos, a

HMEHHO.

(HaMEeHOBaHIE MEPOIIPUATHA )
B OTHOIIICHAU:

Cpoxk npoBeZieHAS MEPOIIPUSTHS:
Hauato: «_ » 20 r.
OxoHYeHO: «__» 20 T
B xoze mpoBeneHHS MEPONPHATHA 110 KOHTPOMKO 0€3 B3aHMOACH
HHIUBHIYATEHBIMU NIPEATIPHHEMATEIIME YCTAHOBIEHO CIENYIOUIEE:

ICTBHA € IOPHIHYCCKHMH JIHLIAMH,

(OI'IHCﬂHHe X0Ja OpoBCICHAA MCPOIIPHATHSA, BRIABICHHLIC HITA HCRBIABICHHEIC HAPYIICHHA, & TAKKE

NPEINOXEeHHA/ PEKOMEH JALIHHA }
JOIKHOCTHOE U0, OCYIIECTBHBLIEE MEPONPUATHE:

/ /
(HOIDKHOCTE) (noamucs) (G.H.0)
CornacoraHo:
/ /
(HOMKHOCTB) (moammce) (®.1.0))
/ /
(IOJKHOCTB) (noammick) (©.H1.0)




