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[TPABUTEJIbCTBO JEHUHI PAJICKOM OBJIACTU

KomuTteT no Tapudam u ueHoBou nonutnke (Jlen PTK)

IIPUKA3

KOMHTETA N0 TapH(aM 1 HeHOBOH NOJIHUTHKE

ot 24 ssnBaps 2013 roga No 3-nm
06 yTBepKIACHHH AJMHHEHCTPATHBHOIO
perjiaMeHTa HCIIOJTHEHHS rocyaapcTBeHHOi

GYHKIHH «YCTaHOBJIEHHE mpeleJbHBIX pa3MepoB
ONTOBBIX HAJA0ABOK H MNpelejbHbLIX paiMepoB
PO3HUYHBIX HaA0ABOK K (pAKTHYECKHM OTHYCKHbIM
HeHaM, YCTAHOBJIEHHBIM NPON3BOAMTEISIMH
JIEKAPCTBEHHBLIX NpPENnaparoB, Ha JieKApPCTBeHHbIE
npenaparthbl, BKJIOYeHHbIe B MepeieHb KH3IHEHHO
HeoOXOJHMBIX H BaskHeHIIHX JieKapPCTBEHHBLIX
npenapaTtos, Ha TeppUTOpHH JleHHWHrpaackoi
00J1aCTH»

B coorerctBuu ®enepantueiM 3axoHOM 0T 12 ampenst 2010 roga 61-@3 «O6
o0pallleHnH TeKapCTBeHHBIX CPEeACTBY, TocTaHOBIeHUIMH [IpaBuTenncTBa Poccuiickoil
Oenepanrun = ot 08 aBrycta 2009 roma Ne 654  «O  coBepuieHCTBOBaHMH
rocyJAapCTBEHHOTO PETYIHPOBaHHUA [IEH Ha JIeKapCTBEHHBIC IIpenapaThl, BKIFOUEHHBIE B
[epeveHh XM3HEHHO HEOOXOOMMBIX W BaXKHEHMIIMX NeKapCTBEHHBIX IIpernapaToB»,
oT 29 oxts6ps 2010 roma Ne 865 «O rocyzapCcTBeHHOM perylHMpOBaHHH IeH Ha
JIEKapCTBEHHBIE IIpenapaThl, BKIIOYEHHBIE B IIepeueHb >KU3HEHHO HEOOXOAHMEIX H
BaXKHEHINIHX JIeKapCTBEHHBIX IpenaparoB, npukazom DegepaibHOH clIyxOpl 110
tapubam Poccum ot 11 mexabps 2009 roma Ne 442-a «O6 yTBep:xkieHuH MeTouku
OmpeeNieHHs OpraHaMH MCTIONHUTEILHOW BacTi cyOnekToB Pocculickoit degepaunu
MpEAENbHBIX ONTOBBIX M [PEIeNbHBIX PO3HUYHBIX HaA0aBOK K (PaKTHUECKHM
OTIYCKHBIM LleHaM TIpOM3BOJAWTENEH Ha JXHM3HEHHO HeoOXOAHMMEBIE H BaKHeHIIHE
JeKapCTBeHHbIE cpencTBay, HyHKTOM 1.4 Tlopsaka paspaGoTkKu U yTBEPXKACHHUs
a[IMUHUCTPATUBHBIX  PErJIaMEHTOB  WCIIONIHEHHSA  TOCYIapCTBEHHBIX  (DYHKIMH
(npenocraBieHyst  rOCyAapCIBEHHBIX  ycayr) B JlemMurpanckoit — obsactw,



YTBEPKIEHHBIM  TiocTaHOBIeHWeM [IpaButenbctBa  JleHMHTpanckod — oGnactH
ot 05 mapta 2011 roma Ne 42, IosoxeHHeM O KOMHTETe IO TapH(aM H HEeHOBOH

MTOJINTHKE, YTBEepKASHHBIM MOCTaHOBNeHHeM [IpaButenncTBa JICHHHIPAACKOM 001acTH
oT 12 Hos0pst 2004 roma Ne 255

IIPUKA3BIBAIO:

1. VTBepouTh AIMHHHCTpaTHBHBIH perjlaMeHT KoMHTeTa IO TapudaM U
LEeHOBOH MMOAWTHKE JICHHWHIpaackod oONacTH IO HCIONHEHHIO I'OCYIApCTBEHHOH
GYHKIHA 110 YCTaHOBIIEHHIO nMpefeNbHBIX pPa3sMEPOB ONTOBBIX HaADaBOK H
NpefelIbHEIX Pa3MEPOB PO3HUYHEIX HAm0aBOK K (DaKTUYeCKUM OTIYCKHBIM II€HaM,
YCTaHOBJI€HHBIM NPOU3BONUTENAMH JIEKapCTBEHHEIX IIpenapaToB, HA JIEKAPCTBEHHbIE
Mpenaparsl, BKIIOYCHHBIC B Ilepe4YeHb JKU3HEHHO HEOOXOJHMMBIX M BaKHeHIIHX
JeKapCTBeHHBIX IIPENapaToB, HA TeppUTOpHH JIGHHHIpaacKoi o0nacTu.

2. Hacroswmui npukas BCTyIIaeT B CHIlY C JATEHL OQHIMATBHOIO
OTyOIUKOBAHUS.

ITpencenarens koMuTeTa
o tapudaM U EHOBOIH NOJIHTHKE
JlenuHrpagcko# od1acTu
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IIpunoxenne
K MPHKAa3y KOMHTeTa Mo TapudaM u
UeHOBOH mMoMMTHKE JleHHHrpagcKoH
o6nacta ot 24 ssaBapa 2013 roga Ne 3-n

AMHHHCTPATHBHbIH perjiaMeHT HCMOJHEeHHS rocyAapcTBeHHOH QyHKIHH
«YCcTaHOBJIeHHe NpeaesibHbLIX pa3MepoB ONTOBLIX HAN0ABOK H NPEAeIbHbIX
pa3MepoB PO3HHYHBLIX HAA0ABOK K GaKTHYECKHM OTIYCKHBIM LEHAM,
YCTAaHOBJEHHBIM NPOH3BOAUTE/IAMH JIEKAPCTBEHHBIX NPENapaToB, HA
JIeKapcTBeHHBbIE NpenapaThbl, BKIAKYeHHbIE B [IepeYeHb )KU3HEHHO
HeOOXOIHMBIX H BA)KHEHUIHX JIEKAPCTBEHHbIX NIPeNapaToB HA TEPPUTOPHH
Jlenunrpaackoii obnacrm»

I. O6mue nonoxkenus

1. ADMUHUCTPAaTHBHBIM pernamMeHT HCHIOTHEHHMS [OCYJApPCTBEHHOH (ByHKLHH
«YcTaHOBIEHHE [IpeAeNbHEIX pPa3MepoOB OITTOBEIX HaA0AaBOK U IpelelbHBIX Pa3MEPOB
PO3HHYHBIX HaA0aBOK K (paKTHYeCKMM OTIIYCKHBIM IIeHaM, YCTaHOBIEHHBIM
NPOU3BOMUTENAMM JICKAPCTBEHHBIX IIPENapaTroB, Ha JIEKAPCTBCHHBIE Mpenaparsl,
BKJIIOUEHHEBIE B NepeYeHb XWU3HEHHO HeOOXOAMMBIX U BaKHEHIINX JIEKAPCTBEHHBIX
OpenapaToB, Ha TeppuTopHH JleHuHTpajckol oOnactu» (manee — PermameHT)
pa3paboTaH B LeNAX NOBBIIUEHHS KaveCTBa HCIIONHEHHS MOCYAapCTBeHHOM (DYyHKIMH,
OlpefieTIsieT IIOCHENOBATEeNIbHOCTD OCYINECTBNEHUA AeHCTBUH (aAMHHHCTPATHBHBIX
TIpOLielyP) ¥ UCTIONHEHUs FOCY 1apCTBEHHOM (DYHKIIUY.

HaumenoBaHHe rocyjapcTBeHHOH (PyHKIHH

2. HaumeHnoBaHue rocylapcTBeHHOM QyHKIMH — « Y CTaHOBIEHHUE IpeleNnbHBIX
pa3MepoB ONTOBBIX HAA0aBOK W MpEJENbHBIX pPa3MEpOB PO3HHYHEIX HaJ0aBOK K
(haKTHIECKIM OTITYCKHBIM HeHaM, YCTaHOBJIEHHBIM 1IPOHU3BOAUTEISIMU
JeKapCTBEHHBIX IIperapaToB, Ha JIGKapCTBEHHBIE IIPENapaThl, BKIIOYCHHBIE B
NIEpeueHb XU3HEHHO HEOOXOOUMBIX H BaXKHEHNIHX JeKapCTBEHHBIX IIpElaparoB, HA
TeppuTOprH JIeHUHIpanckol obnacTuy.

HanmeHoBaHHe OpraHa WCIOJHHTE/ILHOH BJaacTH JleHuHrpaackoii
00J12CTH, HCHONHAIOIIEr0 roCyJapcTBeHHYI0 (P)YHKIMIO H ero CTpyKTYpPHBIX
nojpasje/ieHMil, OTBeTCTBEHHBIX 3a HCIOTHEHHE rocyJapcTBeHHOH PyHKUUH

3. HauMenoBaHMWe opraHa MCIIONHUTeNbHOH BracTH JleHuHrpaznckoil obnacrwy,
HCIIONHSIOIIEr0 TOCYXAPCTBEHHYKY (QYHKIMIO, - KOMUTET 10 TapudaM H IEHOBOH
nonuTrke JlenuHrpaackoi obnactu (nanee — JienPTK).

4. HaumenoBanue cTpykrypHoro nonpasaenenus JlenPTK, oreercTeeHHOro 3a
HCIIOMHEHWe TOCYAApCTBEHHON (YHKIMH, - CEKTOp pPeryJdpoBaHHA LEeH Ha
JleKapCTBCHHBIE IPENapaThl OTAENA PeryJIMPOBaHUA COLMATBHO 3HaUUMBIX TOBApOB H
yenyr (manee — CeKTop peryiupoBaHus).




Ilepeyenb HOpMaTHBHLIX NIPABOBLIX AKTOB, HEMOCPEICTBEHHO PEryJIHPYIOUIHX
HCIIOJHEHHE rocy1apcTBeHHOH (GYHKIHH

5. TocyrapcTBeHHas (DYHKUMS UCIIONHAETCS B COOTBETCTBHH C!

- MeyxepanpubiM 3akoHOM OT 12 ampens 2010 ropa 61-®3 «0O06 obpamenuu
nexapcTBeHHBIX cpencTB» («Cobpanme 3akoHOmaTenscTBa Poccuiickoit @enepanuuy,
19.04.2010, N 16, cT. 1815);

- IlocTraHoBIIEHHEM IlpaButenscTBa Poccutickoi Depepalinu
or 08 aprycta.2009 rona Ne 654 «O  COBEepIIEHCTBOBAHHH  TOCYAAPCTBEHHOIO
peryjiuMpoBaHus LE€H Ha JEKapCTBEHHBIC Npellaparhl, BKIKOYEHHLIE B IIEpeyYeHb
)KH3HEHHO HEOOXOOUMBIX W BaXKHEHIIMX JeKapcTBeHHbIX NpenapatoBy («CobpaHue
3akoHonarenscTBa POy, 17.08.2009, Ne 33, c1. 4086);

- TToctanosnenneM [IpaButensctBa Poccuiickoit Penepaumu ot 29 oxTsa0ps
2010 roga Ne 865 «O rocymapcTBEHHOM peryjMpOBaHHM II€H Ha JIEKapCTBEHHEIE
npeniapaTtsl, BKIIOUCHHBIE B MEpeUeHb JKH3HEHHO HEOOXOAMMBIX H BaXKHEHIIHX
NeKapcTBeHHBIX  mpemaparoB» («CoOpaHme  3aKOHOJATENbCTBA  POCCHICKOM
Genepannuy, 08.11.2010, N 45, ct. 5851);

- Ilpukazom @enepanbHOl cmy>kOb1 o Tapugam ot 11 gekabps 2009 roxa
Ne 442-a «O06 yrBepxIeHHH MeToOMKM OIpeneieHus OpraHaMu HMCIOTHHUTENBHOU
BIACTH CyObhekTOB Poccuiickoil (Demepalli ripeleNbHBIX ONTOBBIX M IPEeIeNbHBIX
PO3HMYHEIX Ha/10aBOK K (AKTHYECKHUM OTIIYCKHBIM LI€HaM IPOM3BOJHTENIEH Ha
KU3HEHHO HeoOXOoauMBie W BaxHeHIMe JeKapcTBeHHBIE cpelcTBa» («Poccuiickas
razera», N 245, 21.12.2009);

- Tlomoxenwem © KoMuTeTe IO TapupaM W USHOBOM  IIOJIIHUTHKE
JlenuHrpaJckoii o0macTH, YTBEPXASHHBIM IocTaHOBIcHHeMm IlpaBuTelbcTBa
Jlenunarpaackod obmactu oT 12 Hos6ps 2004 1. No 255 («BectHuk llpaBuTenscrsa
JlermHrpanckoi obiractun», N 37, 09.12.2004).

PesyabraT Heno/iHeHHd rocyaaperBeHHol pyHknuu

6. Pe3ynpTaToM UCHONMHEHHUS TOCYIAPCTBEHHOH (YHKUUM SBIsETCA pELICHHE
JlesPTK 06 ycranoBieHuH OpeJieAbHBIX pPa3sMEPOB ONTOBBIX HAA0aBOK U
OpedeNbHBIX pa3MepoB PO3HHYHBIX Han0aBOK K (akTHMHYECKHM OTIIyCKHBEIM IIeHaM,
YCTAHOBIEHHBIM IPOU3BOAUTENSIMH JIEKapCTBEHHBIX NPENapaToB, Ha JIeKapCTBEHHBIE
TIperapaTsl, BKIIOYEHHBIE B IepeYeHb JKU3HEHHO HEOOXOAHMMEBIX H BaKHeHIIUX
JICKApCTBEHHBIX IpenapaToB (Jalee ~— MOpeJeNnbHble pa3sMepbl Hagb0aBOK Ha
JIEKapCTBEHHBIE IpenapaThl), peamu3yeMblX OpPraHH3alMAMH OINTOBOH TOProBIH U
anTeYHLIMH OPraHU3aUsIMH, Ha TeppUTOpHH JIeHHHTpaacKoi o0nacTi.

7.  HOpunuyeckuMm  ¢dakToM, KOTOPBIM  3aKaHYUBAeTCsd  HCIIONHEHUe
rocyJiapCTBeHHOH (yHKLMH, ABIseTcsd uzdaHue Ipukaza JieHPTK o0 ycraHOoBineHHM
NpellebHBIX pa3MepoB HaJ0aBOK Ha JIEKApCTBCHHBIE NpEeIaparhl, pealu3yeMble Ha
TeppuTOpuH JIeHHHrpaackoH o0nacTH.

8. IIpuka3s, yka3aHHBIN B I1. 7 HacTogImero PeryiaMenTa, AOMKEH COJIEPIKATH:

—~ IpeneNbHBIE pa3sMephl ONTOBBIX HaxZ0aBOK M MpeleibHBIE pa3MEpbl
PO3HMYHBIX HAA0aBOK K (aKTHUUECKHMM OTHYCKHBIM II€HaM, YCTAHOBIIEHHBIM
IPOU3BOAUTENISME JIEKapCTBEHHBIX IHpefapaToB, Ha JeKapCTBEHHEBIE IIpenaparsl,
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BKIIIOYEHHBIE B [I€PEYEHDb JKU3HEHHO HEOOXOAMMBIX M BaXKHEHINWX JIeKapCTBEHHBIX
IpenaparoB, BEIPaKEHHBIE B IIpolleHTaX M xuddepeHnrpoBaHHBIE 10 IEHOBBIM
rpymniam.

~  TOPAAOK IpPHMEHEHHus IpeleNbHBIX pa3MepoB OITOBHIX  Haa0aBOK W
NMpefeNbHBIX pa3MepoOB PO3HHYHBIX HAA0aBOK 0Opu (GOPMUPOBAHHM 1leH Ha
JeKapcTBEHHBIEe IIpenaparhl, BKIIOYEHHBIE B NepevueHb KHU3HEHHO HEOOXOOHMEIX U
BaXHENIIMX JIeKapCTBeHHBIX Opernapartos (nainee — AKHBJILI).

9. K pemenuro o0 ycTaHOBICHWM HaA0AaBOK NPUKIANLIBACTCA BBIIIKCKA U3
npoToKoaa 3acenanus npaeieHus JlesPTK, prmrodaromas OCHOBHBIE ITOKa3aTElH
JeSITENFHOCTH ONTOBBIX OpTaHW3aIMi 1 allTeYHBIX YUYPEXKACHUN B OTUYETHOM TIeproJe
peryinpoBaHus M IUIAHUPYEMBIe NIOKa3aTeld, Ha pacueTHbIH IepUOl perylnHpOBaHus
(oxon oT peamuzanuy, 00beM BajoBOM TPHUOBINHM, OCHOBHBEIE CTaThH PacxonoB,
naHHbIe 00 00BeMax M CTOMMOCTH JICKAPCTBEHHBIX IPCIapaToB, pacueTHBIA pazMep
ONTOBEIX M PO3HUUYHBIX HaA0ABOK HA JIEKAPCTBEHHble Ipelaparhbl, BKIIOYEHHLIE B
nepedens JHBJIII), paccuuTarHble B COOTBETCTBUY ¢ MeToaukoH onpeencHUs
opraHamy HCTIOJHHTENbHOM BracTH cyobexToB Poccuiickoi Menepanny MpeneibHbIX
OTITOBBEIX M IIpelIeNIbHBIX PO3HWYHBIX HaM0aBOK K (PAKTHYECKHM OTIIYCKHBIM IeHaM
npousBoAuTeNlell Ha JKM3HEHHO HeoOXOoJUMble H BaXKHEHIIME JIEKAPCTBEHHBIE
cpelcTRa, yTBep:kneHHoM DenepanbHoit cayx6oit no tapudam Poccun ot 11 fexabps
2009 roga Ne 442-a (nanee — MeTonuka).

Onucanue OPHIMYECKHX JHI H HX NpeAcTaBHTe IeH, HMEIOIHX NIPaBo
B3aumoneiicreoBats ¢ JIeHPTK npu HenmosiHeHHH rocyaapcTBeHHoi pyHKIuM

10. I'ocypapcrBenHas &yaxuus ucnonHsgercs JlenPTK B oTHOIeHHH
OpraHU3alMi  ONTOBOM TOProOBIM, AanTeYHbIX OpPraHu3aluil, WHAWBUAYAILHBIX
npeanpyuHUMaTe e, TMeIoIX JTMLUEH3UK Ha OCYILeCTBICHHE (apMalleBTUIeCKOR
NeATeNFHOCTH, MEIMIIMHCKUX OpraHu3alni, UMeIoIUX JTUIIeH3HI0 Ha OCYIIECTBIeHNE
¢apManeBTHIeCKOM  JeATENBHOCTH, H HX 00OCOONEHHBIX  ITOApazJesieHHH
(amOynaTopul, Qenpamepckux U GenpIepcKo-aKyIepCcKuX IYHKTOB, UEHTPOB
(oTmeneHnil) obmell BpaueOHOM (ceMeliHoMN) MPaKTUKK), pacloNOXeHHBIX B CEIILCKUX
TIOCENIeHNAX, B KOTOPBIX OTCYTICTBYIOT aNTE€YHBIE OPraHW3alMH, OCYUIECTBIAIOINX
peaiM3allii0 JIeKAPCTBEHHBIX IMPEnapaTtoB, BKIIOYeHHBIX B nepedeHs JKHBJII, Ha
TEPPUTOPHH JIeHHHIpaacKoM 00nacTH (qaee — OpraHyu3allii, B OTHOLIEHHH KOTOPBIX
VCIIONHAETCS rOCYAapCTBeHHAs DYHKITHS).

11. Jlunamu, UMerOILMMHU npaBo B3amMmopeHcToBaTh ¢ JlenPTK, asnsiotca
ONTOBBIE OpPraHU3allMd KM aNTeyHBlE YYPEKIAEHHHA, B OTHOUIEHHH KOTOPBIX
WUCHOJHAETCS rocyJapcTBeHHas (QYHKIUS, BICIIOUEHHbIe B MEpedeHb, YTBEPKAaeMbIH
ITpaBurenscTBOM JlenuHrpaacko¥ obnacrti, Ha Oa3e KOTOPBIX OCYLIECTBIAETCS
pacdeT IpelelbHBIX pa3MepoB Hal0aBOK Ha JeKapCcTBEHHBIE IIpernapaTsl (fadee -
ONTOBbIE OpraHU3alli{ M amTedHbIEe YUPEXKISHHWS), a TAKKEe YIIOJHOMOYEHHBIE UMH
NMMUA  [pH  OpPEeABABICHHWHM HaUIeKalme o(QOpPMIIEHHOH OBEPEHHOCTH mubO
YAOCTOBEPEHHUH WX NOMHOMOYUH B WHOHE (OpMe B COOTBETCTBHH C JICHCTBYIOIIFIM
3aKOHONATEILCTBOM (J1ajiee — 3aMHTEePECOBAHHELIE JIHIA).

II. TpeGoBaHus K NOPAJKY HCIIOJTHEHHSA rocyaapeTBeHHOH QyHKIHH




1. Ilopsizok uHpopMHPOBAHUS 00 HCMOJIHEHHH TOCYAAPCTBEHHOH (PyHKUNH

Hudopmanus 0 MecToHaXoxaeHHH U rpaduke padotel JlesPTK

12. HOpunpueckuin 1 daxktnueckuilt agpec JlenPTK (B ToM wucne Cekrtopa
perynupoBanns): 191311, Cauxr-IleTepOypr, ya. CMmonbsHOTO, 1OM 3,
13. I'padux padotsl JIenPTK (B 1.4. Cexropa perynupoBanus):

JHn Hegen, BpeMs padoTbl
Jens Hepenu Bpems
IlorepenpHIK 09-18
BTopuuk 09-18
Cpena 09-18
YeTtrepr 09-18
[IsaTHILA 09-17
| Cy0660Ta, BOCKpECEeHbE BBIXOJHBIE JHU

[TepepniB Ha obex ¢ 12 yacos 10 12 yacoB 48 MHHYT.

CnpaBouHble TejieGOHBI M aJpeca 3JeKTPOHHOH N0YTh! CTPYKTYPHOIO
noapazaenenus JIenPTK orBeTcTBeHHOr0 32 HenoJIHeHHe QYHKIIHH

14. Tenedousl coTpynHukoB Cekropa perynupoBaHHs H CIHELHUATIHCTA
JIenPTK, oTBeTcTBEHHOTO 32 HENOIPOU3BOACTBO:

Ne dUO Ne kaOunera | Ne reaedona
1. | KpeMHesa Haranes | kab. 1-51 577-17-63
HukonaerHa —
HaYIBHHK CEKTOpa

2. | Cneumnamuctel CekTopa: | Kab.1-51 577-17-63
IMapumaa Enena
AJleKCaHIpOBHA
CTICLIMANIHCT JewPTK
OTBETCTBEHHBIA 3a
JIeI0IPOU3BOACTBO:
CunopoBa Hpuna | xab.3-56 576-42-07
AnexcanpoBHa
15. Anpec anexrpoHHoi noutel: all.rtk@lenreg.ru

Afpec DOpTAJIA FOCYAAPCTBEHHBIX H MYHHIHNIAJABHBIX YCAYT (PyHKIMIT)
JlenuHrpaackoii 06;1acTH, a TakkKe aapec opuunanbHoi crpanuubl JenPTK,
coaep:xkamei HHbopManHIo 00 HCNOJIHEHHH rocy1apcTBeHHOH PYHKIHH

16. Agpec mopTana rocyJapCcTBEHHBIX H MyYHHIMIAIBHEBIX yeuyr (pyHKIui)
Jlenunrpaackoii o6mactu: http://gu.lenobl.ru

17. Odumansusiit nopran JIenPTK: http://tarif.lenobl.ru.



Ilopsinok noay4deHus 3aHATePeCOBAHHBIMY JIHNaMH nHGopMaLuH
00 HCIIOJIHeHMH roCyJapcTBeHHOH PyHKUHH

18. MHdopmaumss 00  HCIIOTHEHHH roCyapCTBEHHOH  QYHKIUH
NpenOCTaBAACTCS:

— B nomewenusx st npuema noceruteneil JlenPTK no anpecy: CaHki-
[leTepOypr, yn. CmonsHOTO, A.3;

— mo HoMmepy Ttenedbona (812)576-42-07 cmenmamuctamMu  JlenPTK,
OTBETCTBEHHBIMH 32 HHPOPMUPOBAHHE;

— Ha opUIIHATEHOM Huteprer-caiite JlenPTK 1o ajgpecy:
http://tarif.lenobl.ru;

~ Ha [opTajie IocyJapcTBEHHBIX yciayT (QyHKIMH) JleHHHTpaackoit obmacti
1o agpecy: http://gu.lenobl.ru;

— B BHJE OTBETOB Ha TMHCbMEHHBIE O0pAallleHHs 33aMHTEPECOBAHHBIX JMII,
noctynuBux B JIeHPTK mocpencTBOM MOYTOBLIX UITH 3JIEKTPOHHBIX CPEJCTB CBA3H.

Ilucemennble  oOpallleHHs  3aMHTEPECOBAHHBIX  JMLI  OhOPMILIIOTCS B
COOTBETCTBHU ¢ TpeboBaHWIMH DenepansHoro 3akoHa oT 02 mas 2006 roga Ne 59-93
«O nopsAnke paccMoTpeHUs oOpalienni rpaxian Poccuiickoil Menepaunn». OTRETH
Ha yKa3zaHHble oOpamieHusa JOMKHBI ObITH O(OPMIICHB! B COOTBETCTBMM ¢ HOpPMaMU
®enepansrHoro 3akoHa oT 02 mas 2006 roga Ne 59-03 «O mopsaake paccMOTpEHHS
obpamenuii rpaxnan Poccuiickoit Qejiepatumy, a Takxe cornacHo MHCTpyKUUH 11O
JEIONPOU3BOJCTRY B OpraHax MCIIOJHUTeNbHOU Bmactu JleHuHrpajackolt oburactu,
yTBep)KAeHHOH  mocTaHoBieHHem  ['yOGepHatopa  Jlemunrpazackoii — oGmactm
oT 29 nexabps 2005 roga Ne 253-mr.

19. BpeMd noiyueHUs OTBeTa NpH HHIAWBH/YAIEHOM yCTHOM KOHCYIETHPOBAHUMN
He JOIDKHO NPeBHINATh 15 MUHYT.

20. Uudopmarua o0 HCHOJHEHHH  IOCYIAapCTBEHHOH (YHKIUM BKIIOYEET B
cebs:

— wMecroHaxoxAenue JIeHPTK, Brmouast cxemy npoesia (B TOM YHCIE
cTpykrypHoro nogpaznenenus JlenPTK HenocpeicTBeHHO OCYIIECTBIAIOLIETO
HCIIOJIHEHHE IOCY/IapCTBEHHON (DYHKLIMH ),

~ rpaduk padoTel cnermanuctoB JleHPTK;

— cnpaBouHkle Tenedous JIenPTK;

—  aJIMWHHUCTPATUBHBIH perilaMeHT HCIIOJHEeHUs ToCyAapCTBeHHOH (QYHKIIHH.
21. llpum HU3MeHEHMH YCIOBUM M MNOpsSIKa HCIOJHEHHS, MHpopmanus o0
U3MEHEHHUAX BBIIENIeTCS KPacHBIM I{BETOM H MOMETKOM «BaskHo».
22, TpeboBanust K ¢GopMe H XapakTepy B3aHMOICHCTBHA CIEIIMATHCTOB
JlenPTK c 3asBUTENsSIMU:

— 1pu oTBeTe Ha TenedoHHble 3BoHKH cneuuanuct JIenPTK npencrasnsercs,
Ha3BaB CBOH (GaMWINIO, UMS, OTYECTBO, NOJDKHOCTH, ITpeaiaraer MNpeACTaBHUTHCS
co0eceIHUKY, BRICIYIIMBAeT U YTOYHAET CYTh Bolpoca. Bo Bpems pasroBopa clenyer
IPOU3HOCUTE CIIOBA YETKO, W30erath NapaaelbHbIX pa3roBOPOB € OKPYKAKOHIMMH

JIOABMH M HEe [pephlBaTh pasroBOp II0 NIPHYMHE IIOCTYIIEHHS 3BOHKA Ha IOpYTroi
anmapar.



23. Cneuunamuctsl JIenPTK npu oTBete Ha TeneGoHHBIE 3BOHKH, INCbMEHHBIE
H JJeKTPOHHBIE oOpaimeHysa 3asBUTeNeld O00fM3aHBl B MaKCHMAJIBHO BEXIUBOH H
NOCTYMHOH GopMe IIPeIOCTABIIAITh HCUEPIBIBAIOITY IO HHOPMAIIHIO.

Ilopsaaok, popma H MecTO pazMelleHHst HHPOPpMALHH
00 HCIOJIHEeHHH rocyJapcTBeHHOH GyHKuHU

24. llentpaneubii Bxon B 3danue JleHPTK pomxen ©bITe 00opynoBaH
HH(pOpMalHOHHOM TabIH4KOH (BBIBECKOI), comepKalliel cIeayroyo HHPOPMAITHIO:

—HalMEHOBAHUE;

- MECTO HaXOXKJCHH4,

- peXuM pabOTEI.

25. Mecra uHbOpPMHpOBaHHs, MpelHa3HAYeHHBIE [J  O3HAKOMIICHHUS
3aMHTEPECOBAHHBIX JHI ¢ HHOOPMAITMOHHBIMU MaTepHranaMu, 000pyayIOTCs:

~  MH(OPMAIIMOHHBIMM CTEHAAMH;

—  CTYJBSMH ¥ CTOJaMH 115 BO3MOKHOCTH O(OPMIIEHMS JOKYMEHTOR.

26. KabGuHeTsl mpHeMa 3aMHTEPEeCOBAHHBIX JIUL] JTOJLDKHEI OBITE 000pYHOBaHEI
HHGOpMaNMOHHEIMU TaOIUIKaMH C YKa3aHHEM:

— HoMepa KabuHeTa,
—  ¢draMunuy, UMCHH, OT4EeCTBa u JOOJIKHOCTH CHEeLIMAITUCTA,
OCYUIECTBIAIONIETO IPHEM 3aUHTEPECOBAHHbIX JIHII.

27.B oneKTpoHHOM BHIe UWHQOpMallHig 00 MCIOIHEHUH TOCYIapCTBEHHOM
(PyHKIMM pa3sMelllaeTcs Ha TOpTale TOCYNapcTBEHHBIX M MYHUUMIIATBHBIX YCIYT
(bynkuumit) nmo azpecy: http://gu.lenobl.ru/ B cooTBeTcTBHM ¢ NOCTAHOBIEHHEM
IlpaButensctBa Jlenmnrpanckol o6mactu or 30 wmros 2010 roma Ne 156 «O
(GOpMHpOBaHUM M BeJeHHH PeecTpa rocyJapCTBEHHBIX H MYHHIIMUANBHBIX YCIYT
(dpynxuwmit) JleHuHrpagckoit o0nacTH W IopTana  [OCYARPCTBEHHBIX W
MYHHLIHIANBHEIX yoiayr (¢yHkumi) Jlenunrpajgckodl obOmacTH», a TakKe Ha
oburmansHoi crpaHuue JIeHPTK B cetu UuTepHeT nmo agpecy: http://tarif.lenobl.ru.

2. Cpox ucnoiHeHHs rocyaapcTBeHHOH GyHKUHH

28.  O6mmit cpok WCIIOJIHEHHSA  TOCY/IapCTBEHHOH  (YHKIWH IO
YCTAHOBJIEHHUIO IIPEICIbHBIX PasMepoB HaAOaBOK Ha JEKapCTBEHHBIE MpenapaTthl He
JODKEH MPEeBBIIIATh YETBIPEX MeCAUEB CO JHS BO3HHUKHOBEHWS OCHOBaHMA,
yKasaHHoro B I1. 35 Hacroswero PernaMenTa, s poBe/ieHHs aHAIH3a MpeelibHEIX
pasMepoB Han0aBOK Ha JEKAPCTBEHHBIE IIpernaparsl, H MX BIUSHHSA Ha Pe3yibTaThl
()HHAHCOBO-IKOHOMUYECKOTO COCTOSHHS ONTOBBIX OpPraHW3alWi W anTedHBIX
yUpeXXIeHHH, ocyllecTBasromnx peanusaguto JKHBJIII B oTuetHOM mepuose
PETyJIMpOBaHMUs M y4eTa pe3ylbTaTa 3TOro aHaIM3a MPH yCTAaHOBIEHHH {IiepecMoTpe)
pasMepoB HaJ0aBOK Ha IIJIaHOBBIH [IEPUOJ PETYIUPOBAHHS.

29. JIokyMEHTBl TIPUHUMAIOTCSH U perucTpupyorcs cnenuanucroM JleuPTK,
OTBETCTBEHHBIM 34 JEJIONPOU3BO/CTBO, B JeHb nocTymuieHus B JIeEPTK marepnanios,
yKa3zaHHBIX B M. 44 Hactosmero PernamenTa.

30. JoKyMEHTEI, SBISIOUIHECH PE3YIBTATOM HCIIOMHEHHUS TOCyAapCTBEHHOMH

GYHKOWH, B ClIydae YCTAHOBNEHHS NpefebHSLIX pa3sMepoB HaabaBoOK Ha
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JeKapCTBEHHLle Ipenaparbl, IOANeXaT ONyONMKOBaHHIO B  OQHIHAILHBIX
MEPUOAMYECKHX TIeYaTHbIX M3maHUaX JleHuHrpalckol obnacTu, M pasMEILIEHHIO Ha
opuunansHom HutepHet-caitte JIeaPTK mo ampecy: http://tarif.lenobl.ru, B cpok He
no3aHee 20 kaneHZapHBIX JHedt co gHA noandcaHus npukasa JlenPTK B
cooTBeTcTBHH ¢ M. 32 Tlopsaaka IeATeNbHOCTH IIPaBIeHUs KOMHMTETA IO Tapu@aMm H

LIEHOBOM monuTHKe JIeHHHrpaackoii obnactu, yreepxaesHoro nprukasoM JlenPTK ot
29 mas 2009 roga Ne 85-11.

3. IlepedeHb ocHOBaHHUIA
AJ19 MPHOCTAHOBJIEHHS HCIIOJHEHHs rocyaapceTBeHHol Gpynknun 1 (Mau)
NpeKpaleHns HCIONHEHUA rocyJapcTBeHH0H GyHKIHH

31. McnonneHue rocyiapcTBEHHOM (QYHKUMHM IPHOCTAaHABIMBAEICS B CIydae
NPeACTAaBICHHNs] 3aWHTEPECOBAaHHBIMH JIMUAMH JOKYMEHTOB, 110 (GopMe M (HIH)
COJIEPKaHUIO HEe COOTBETCTBYIOIIUX TPEOOBAHUAM JEHCTBYIOUICTO 3aKOHOATE/ILCTRA
1 Hacrosulero PermameHra, mo mnoctynnenus B JleHPTK ponomHHTenBHEBIX
MaTepUAIOB, HEOOXOAMMBIX AJI UCIIONHEHHS FOCY/IapCTBEHHOM (DYHKIINH.

4, Pazmep nuiathl, B3UMaeMoOii B paMKax HCNOJIHEHHS
rocyAapCcTBeHHOH PYHKIHH

32. Ilmata 3a wucnoiaHeHHWe rocynapcteeHHod ¢yuknued JlerPTK He
B3UMAaeTCs.

III. AnMHHHCTpPaTHBHbIE NpOLeaYPhl.

33. HMcnomHeHwe rocynapCTBEHHOH (PYHKUMM COCTOHMT M3 CIeAYIOLIMX

aAMUHUCTPATHBHBIX IIPOLIENyp:

1) Hamnpapienue 3ampocos JIeHPTK B onTOBBIE OpraHu3allid U anTedHBIS
yUpexAeHUs O IpeacTaBiIeHWH MHpOpMAMH U MaTepHalloB s
YCTaHOBIIEHHS [peAENbHBIX pa3MepoB Han0aBOK Ha JIEKapCTBEHHbIE
TIperapatsl;

2) TpueM W peTHCTpauMs Ipe/ICTaBIeHHBIX JOKYMEHTOB OT ONTOBBIX
OpraHu3allMii © anTeYHbIX YUpeXKIeHWM W 3aWHTEPECOBAHHEBIX JIHII,
MOCTYIUBLINX BO MCHoOJIHEHUE 3anpoca JIenPTK;

3) aHanu3 NpPeICTABISHHBIX JOKYMEHTOB,;

4) 1npoBefeHHE 3KCIEPTH3Bl ITOCTYNHBHIMX MATEPHATIOB, [IPHHATHE PELISHUS U
HanpapieHue HHpopmanuy B QenepanpHyto cnyx0y mo Tapudam (mamee ~
OCTY;

5) noAroToBKa W MpoBefeHUe 3acenanus npasienus JIenPTK;

6) odopmnenue pe3ynbraToB 3acemanus npasineHus JenPTK u omyOnukosaHue
pemieHHss 00 YCTaHOBIGHHM IIpelellbHBIX pasMepoB HaadaBOK Ha
JeKapCTBEHHBIE NPENaparthl.

34. bnok-cxeMa IIOC/IeOBAaTEIbHOCTH aANMHHUCTPATHBHBIX MNpoleayp IIpH

UCHOJHEHUH TOCYJapCTBEHHOM QYHKIUMH MO YCTaHOBJIEHHIO MPEAEIbHBEIX pasMEPOB
Haf0aBOK Ha JIeKapCTBEHHBIE Mpelapathl npuseaeHa B [IpmiokeHnu | K HacToOAIEMY
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Permamenty.

Hanpasaenue zanpocos JIenPTK B onToBble opranu3zaniy H anTe4HbIe
yupeAdeHHs O NIpeAcTABJeHHH HHPOPMARLHH H MaTEPHAJIOB s
YCTAHOB/I€HHS HpeAe/ibHBIX pa3MepoB Ha10aBOK HA JIeKapCTBeHHbIe
npenaparsl

35. OcHoBaHKeM A4 Hadalla aiMAHHCTPATHBHON MpoLeayphl, ABIAETCA:

35.1. llpunstue pemenus JIenPTK o nposeneHHMM ananusa IpefeNbHBIX
pa3sMepoB Haf0aBOK Ha JIEKApPCTBEHHBIE IIPEHapaThbl, ¥ HUX BIWAHHS Ha PE3YJBTATL
(hUHAHCOBO-IKOHOMUYECKOIO COCTOAHMS OINTOBBIX OpPraHH3allMd M aNTe4yHBIX
yupexxneHnd, ocymectBsiomnx peamusanuro KHBJIII B oT4eTHOM HEpHoze
PeTyIMpOBaHHA M y4deTa pe3yJibTaTa 3TOr0 aHAIM3a [PH YCTAaHOBJIGHHMH Pa3MEpoB
Ha0aBOK Ha INIAHOBBIM NEPUOJ PETYIHPOBAHNUL;

35.2. Iloctymnenne B JleHPTK mnopywenus ®CT o mnpoBeneHMH aHamusa,
yKazaHHOTO B I1. 35.1. Hactosuero PernaMenra;

35.3. Obpamenue B JlenPTK opranuzanmu, ykazaHHod B II. 10 HacTosero
Pernamenta, 06 ycTaHOBJICHHU NIpEENbHBIX Pa3MEepPOB HA/0aBOK Ha JIEKAPCTBCHHEBIE
IIpenaparsbl.

36. AIMUHHCTpATHBHAS OpolLieaypa COCTOUT H3:

1) npuema u peructpauuu nopyuenus ©CT o npoeejicHuy ananusa, yKasHoOro B

1. 35.1. HacTosmero PeriamenrTa;

2) mpuema W perHCTpallMH OOpalleHUsi OpraHu3alu{, ykKazanHOHM B m. 10
Hacrosmero PerimamenTta, 06 ycraHOBIIEHHH MIpe/IEIBHBIX pasMepoOB HA10aBOK
Ha JIEKapCTBEHHBIE [IPEaparsl;

3) npunstus JlewPTK pelueHus o Hayane mpoue yphl NPOBCACHHS aHaTH3a,
yKa3zgoro B 1. 35.1. HacTosmero Pernamenra;

4) obpabotku nopyuenus OCT unu obparienus opraHu3aldi, yKa3aHHO! B II.
10 nacrosmero PernameHnTa;

5) nogrotoBku 3amnpocoB JIeHPTK B agpec onTOBEIX OpraHW3aluil ¥ alTedHblxX
yYpexxaeHul, perucTpald W HamnpasieHuUH 3amnpocoB JIeHPTK B azpec
ONTOBBIX OPTaHM3ALMN ¥ AITEYHBIX YUPEXKICHHUH.

37. TlpueM, perucTpanuio H nepenady, noctymnwBilero nopydeHus OCT o
MIpOBEEHUH aHAIN3a, YKa3aHHoro B 1. 35.1. Hactosiero Pernamerra npeacenaTeto
(ero 3amecturento) JleaPTK ocymectsnsier coTpyaunk OTmena aaMHUHACTPATUBHO-
npaBoBOro obecliedeHnss W NEJIONPOU3BOACTBA (falee — AeTONPOU3BOAMTENE), HE
o3aHee pabouero AHA, CJIICAYIOLIEro 3a JHeM nocTyrienus nopydenus B JleHPTK.

38. Ilpuem, perucrpaluio 1 repeaady, HOCTYIIHBIIETO OOpalleHus OpraHHu3alluy,
ykazaggot B 1. 10 HacTosiuero Pernamenta, 00 YCTaHOBICHUM [peReabHbIX
pasMepoB Haa0aBoK Ha  JIEKAPCTBEHHBIC IpenapaThl  npefcenarenio  (ero
3amecTurenro) JIenPTK ocymecTrisier AenonpoHn3BoguTenb, HE IO34HEE PabOUETo
JIHS1, CJIEAYIOIEro 3a JHEM IIOCTYIUIeHHs nopydeHus B JIeHPTK.

39. Pewenyie 0 Havalle IpouUeyphl NPOBEAEHUs aHAIN3a, yKa3aHHoro B 1. 35.1.
Hacrosmero Pernamenta npuauMaetcest JlesPTK npencenatenem (ero 3amecTureliem)
JIenPTK.

40. Ob6pabotky nopyderus @CT unu oOpalieHnss opraHU3allid, YKa3aHHOH B II.
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10 mactosmero Permamenra, ocymecTBisier coTpynuHuk Cekropa peryJHpOBaHWS,
Ha3zHauaeMbli pyxoBoaureneM CekTopa (nanee — YIIONHOMOYEHHBIH CITEIHATHCT) B
tedeHue 10 gueit ¢ partel peructpanun JleHPTK nopydenus ©CT mnmm obpareHns
ONTOBOM OpraHM3allky ¥ (MIK) anTeuyHOT0 YUpeX JeHH.

41. TloxroroBky 3ampocoB JIeHPTK B opraHMsanuu, Ha ©0a3e KOTOpPBIX
OCYILIECTBIIIETCA pacueT MpeleisHBIX pa3sMepoB HagdaBOK Ha JICKapCTBEHHLIE
1peraparsl, OCYMEeCTBISIET YIIOTHOMOYEHHbIH CHEelHaTucT B TeueHue 20 mHedt c
MOMEHTa BO3HUKHOBEHMsI OCHOBaHUS, YKa3aHHOrO B I1. 35 HacTosero Pernamenta.

42. Peructpanuro u HamnpasneHue 3ampocoB JlenPTK  ocymectBuser
OCJIONPOU3BOIUTENE HE NMO3dHEee pabouero MHs, CICAYIOIIEero 3a JHEeM IIOAIHCAHUA
npencenatenemM (ero zamectureneM) 3amnpoca JleaPTK.

43. Pe3yneraroM BBIIONHEHHMS aZMUHHCTPAaTHBHOM TNpOLELYpPhl SBJISETCS
perucIpanus 3alpocoB B DJeKTpoHHOH cucreme u «Komekc: cmyxeOHas
KOPPECTIOHIEHLIM» W HalpaBlieHHEe 3allpOCOB B aJ[pec ONTOBBIX OpraHu3alud H
aNTEUHBIX YUYPEHKICHHH.

Hpuem u perncTpalis NpeacTaBIeHHBIX JOKYMEHTOB OT ONTOBLIX OpraHH3alHii
H aNTeYHbIX YUpeXIeHHil U 3aHHTepecOBAHHBIX JIHI, NOCTYNHBIINX BO
HenosHenHe 3anpoca Jlen PTK

44. (OcHoBaHMEM [N HAYala aIMHUHUCTPAaTHBHON UPOLEAYPHl, SBISETCS
nocrymende no 3anpocy JleHPTK fgokymMeHTOB OT ONTOBBIX OpraHU3allul U
ANTEYHBIX YUPEKACHHUM, HeoOXOAMMBIX JUIS UCIIOIHEHUS TOCYAapCTBCHHOM HYHKIMH
(cornacHo pUIIOKEHUIO 3 K HacTosAlleMy PermaMeHTy).

JIOKyMeHTEI IPeICTaBIAITCA B CPOK, ONpeesIeHHBIH B 3ampoce JIeHPTK.

45. JIOMXHOCTHBIM JIMIIOM, OTBETCTBEHHEBIM 33 BBIIIOTHEHHE aJMHHHCTPATHUBHOHN
TIPOLIEYPHI, SABIAETCA AEIOMNPOU3BONATEND, B 00S3aHHOCTH KOTOPOIO BXOIUT IPHEM
M PErUCTpaIus MOCTYNAIONIUX JOKYMEHTOB.

46. AIMWHHUCTpaTHBHaAd IIPOLEAypa COCTOUT U3 IIpHeMa, perucTpalud U
nepeady MOCTYNUBIIMK JOKYMEHTOB Ipencemaresio (ero zamectureso) JlenPTK.
AnMHHHCTpaTHMBHAA TIpoLle)lypa AOMKHA ObITH 3aBEpIlicHa He mo3jHee pabodero AHS,
CIEAYIONIEro 3a JIHEM MOCTYIUIeH!sI JOKyMeHTOB B JlenPTK.

47. B cinydae HECOOTBETCTBUS NPUIOXKEHWH, YKa3aHHBIX B COIIPOBOAUTENHHOM
nuchMe, PaKTHYECKH MOCTYIIUBIIMM JOKYMEHTaM, HOKHOCTHEIM JIMIIOM, YKa3aHHBIM
B 1. 45 Hacroswmero PerinamMeHTa, cocTaBisgeTcs axkT 110 (GopMe COrnacHo
[Tpunoxenuro 2 K HacTosieMy PerniaMeHTy.

48. Pe3ynbTaToM BBIMONHEHMA aJAMHHHCTPATHBHOM TPOLEAYPHl SBIACTCA

nepefada 3aperMCTPUPOBAHHBIX IIOKYMEHTOB MpeaceiaTenio (ero 3aMecTHTENO)
JIenPTK.

49, CnocoboM ¢ukcauMu pe3ynpTaTa BBIMOJHEHUS &/ IMUHECTPATHBHON
NpoLeyphI ABISETCS:
1) B CIy4ae IIPefOCTABICHWS NOKYMCHTOB 3aWHTEPCCOBAHHBIMHM JIHIIAMHU

HENOCPeCTBeHHO B IipueMHyto JIeHPTK — perucrpaius NoKyMeHTOB B 3JIEKTPOHHOM
cucteMe «Komekc: cmykeOHad KOppecIOHAEHUHS» W IIPOCTABICHHE INTaMIIa
BXOIAILETO JJOKYMEHTA Ha 3K3eMIUIIpe 3aHHTEPECOBAHHOIO JIHIIA;
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2) B Cllyuyae TNOCTYIUIEHMs HOKyMEHTOB IO KaHalaM IIOYTOBOM CBA3M -
perucTpals NOKYMEHTOB B 3leKTpoHHOH cucreme «Kogekc: ciyxeQHas
KOPPECIOHAESHIIUD.

3) B CIlydasX, yKa3aHHBIX B I. 47 Hactosmero Pernmamenta, crocobom
(UKCAITH  pe3yNbTaTa BBIMOTHEHHS afMHUHUCTPATHBHON MPOLEAYPBl SABIACTCH
COCTaBJIEHHE COOTBETCTBYIOLLEIO aKTa.

AHaJjin3 npeacTaBJCHHBIX JOKYMEHTOB

50. OcHoBammeM 19 Havyana aJIMWUHUCTPATHBHOH MpOICAYphl, SBISIETCA
rnocrymieHre B CeKTop peryJiMpoBanus JOKYMEHTOB, YKa3aHHbIX B 11, 44 HACTOSIIEro
Pernamenra.

51. JJOMXHOCTHBIM JTHIIOM, OTBETCTBEHHBIM 34 BBINIOJIHEHHE 3/ IMUHUCTPATUBHOM
NIPOLEAYPEL, ABJIGETCS YIOIHOMOYEHHBIN CIIEMATUCT.

52. ANMMHHCTpaTHBHas TIpOLEAYPa COCTOMT M3 aHaTH3a TOCTYIHBIIHX
JOKYMEHTOB Ha IpeaMeT ITPOBEpPKH IOIHOTHl pacdyeTHBIX TaOlML ¢ JaHHBIMH B
OTYETHOM U  I[UJTAHOBOM  MEpPHOJaxX  PETYJHPOBAHMSA U IIPEJCTABIEHHBIX
0GOCHOBBIBAIOUIHX U OATBEPIKIAIOIINX TOKYMEHTOB.

53. AHanM3 MOCTYIUBINWX JOKYMEHTOB MPOBOIUTCA JIOJPKHOCTHBIM JIHIIOM,
yKazaHHbIM B 1. 40 HacTosero PernamenTa, B TeueHue 10 gHel ¢ 1aThl perucTpanum
TOKYMEHTOB.

54, B cinyyae BBIABIIEHHUS [POTHBOPEUYMH, HETOYHOCTEH B IIOCTYIHBIIHMX
OOKyMeHTax Ju0O0  OpeAcCTaBIEHHss  HEMOTHOTO  KOMILIEKTa  JOKYMEHTOB,
YIIOJIHOMOYEHHBIHM CIIEIHAINCT B TedeHne 5 padouynx AHEeH BIpaBe HANPABUTH 3aIpoC
O IpeIoCTABIEHUH JOIMOJTHHUTENLHEIX MaTepuainoB, VYKas3aB Ccpok H  Qopmy
NpelOCTaBICHHs 3ampaiiuBaeMoii MHGopManuu. OnrToBas opraHuzanmusa H (wnn)
anTeqyHoe ydpexneHue B TedeHue 10 pabouumx mHeld ¢ maThl MOCTYIUICHMS 3alpoca
00s3an0 npeactaBuTh B JIeHPTK 3ampamnBaemyio nHbOpManHio.

55. Ecin B Teuenue 10 paGoumx nmedt TpebGosanud JIeHPTK, u3noxeHHble B
3allpoce HE WCIMONHEHBI, JOKYMEHTHl BO3BPAUlAlOTCSA ONTOBOH OpraHu3anuM U (Wid)
anTeyHOMY YUPeXKICHHUIO C YKa3aHMEM OCHOBAHHUI BO3BpaTa.

56. Ecnu KOMIUIEKT AOKYMEHTOB COJEPKUT BCE HEOOXOIMMBIE pacueTHEBIS
HaHHble, OOOCHOBBIBAIOIIME M MNOATBEPKIAIONIHE  TOKYMEHTBHI, YKa3aHHBLIE B
ITpunoxenuu 3 k HacToAIeMy PernaMeHTy, yIIOIHOMOYESHHBIN CIEIUAIACT HAYUHAET
MOATOTOBKY K MPOBEACHHIO IKCTIEPTHU3EL

57. B cinydae HecOOTBETCTBUA INpPEACTaBICHHBIX JOKYMEHTOB H MAaTEpUATIOB
TpeOoBaHUAM Hactosimero Pernamenta, JleHPTK BmpaBe BO3BpaTHTH OIITOBOH
oprasuzalii W (WIKM) alTevHOMY VUPEeKIEeHHI0 B TedeHHe 7 paboumx puel
JIOKYMEHTEI Ha AopaboTKy C NUCHbMEHHBIM YKa3aHMeM OCHOBAaHWH, 110 KOTOPBIM OHH
Bo3ppamarores.  Bospar JIeHPTK  ykazaHHBIX  JOKyMEHTOB He  ABIseTcCs
MIPEnATCTBHEM JUisi OBTOpHOro obpameHus B JIenPTK mpu ycloBHH ycTpaHeHHs
HEJIOCTATKOB, CTABLIMX OCHOBAHUEM JUIsl BO3BPATA IPEIbIIYLLINX JIOKYMEHTOB.

58. PesyneTaToM BBINIOJHEHUS aJIMHUHUCTPATHBHOW TNpOUEAYPHl ABIsSeTCA

JOIIYIICHHUE K IKCIIEPTU3C KOMIIJICKTa JOKYMCHTOB, COOTBETCTBYIOHISTO TPCGOBHHHHM
HaCTOALICTO Pernamenra.
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IIpoBegeHne 3xcnepTH3LI NOCTYNHBIIHX MATEPHAJIOB, IPHHATHE PeIIEeHUs H
HanpaBJaeHue HHdopmanuu B ®CT

59. OcHoBaHWeM Ais Hadajna agMHAHUCTPATHBHOM INpOLEnyphl ABISETCS
roctyniieHue B CeKTOp PEeryiIupOBaHMA KOMIUIEKTA JOKYMEHTOB, YKa3aHHBIX B I. 38
HacToswero PernamenTa.

60. JIomKXHOCTHBIM JTMIOM, OTBETCTBEHHBIM 32 BBITIONHEHAE QJIMUHHCTPATHBHON
[IpOLeypPhl ABAAETCS YIOJIHOMOYEHHBIH CHIEHAIHUCT.

61. Hauvanpuuk CekTOpa peryJupOBaHHsS Ha3Ha4aeT 3KCIEPTOB W3 UHCNA
coTpyaHuKoB CeKkTopa perynupoBaHus.

62. OnpenelleHre mpeAeNnbHBIX pa3MepoB Hag0aBOK Ha JIeKAPCTBEHHLIE
npenaparsl IPOM3BOAUTCA HA OCHOBAHUM pacUETHBIX MaTepHaliOB, NMPeACTABIEHHBIX
OHTOBBIMH OPraHU3alMsIMH U AlTEeUHBIMU YUPEKASHHUIMH.

63. AIMUHUCTPATHBHAsA [IpOLEIypa COCTOUT H3:

1) aHanu3a NOCTYNHUBHIMX PacyeTHbIX AAHHEBIX U OOOCHOBBIBAIOIINX MATepHUalOB
IUIs yCTaHOBIICHHS TIPeIeNIbHBIX pa3zMepoB Haa0aBOK Ha NeKapCTBEHHLIE IPENapaTsl;

2) aHanM3a BIMAHUS yCTAHOBIECHHBIX HaA0aBOK HAa (HHAHCOBO-3KOHOMHYECKOE
COCTOSIHME ONITOBLIX OPTraHU3allii ¥ anTeYHBIX YUPEKIESHMH;

3) cocTaBneHHs YIOIHOMOYECHHBIM CIIEHHUATHCTOM 3KCIIEPTHOTO 3aKIFOUESHU;

4) nOpuHATHE pemeHHss 00 YCTAHOBJIEHHM (IepecMoTpe) HIH COXpaHeHHH
NpeenbHbIX pa3MepoB Haa0aBOK Ha JIeKapCTBEHHEIE IIpenaparhl;

5) HampaBneHHe HHOOPMAIlMH O IIPOBEJCHHOH 3KCIIepTH3e M pelIeHus 00
YCTAHOBIECHHH (NlepecMOTpe) WM COXpaHEHHWM NpeIelbHBIX pa3MepoB HamxdaBOK Ha
nexapcTBeHHBle npenaparel B @CT, B ciiydae eciH 3KcnepTu3a IIPOBOAHIAch Ha
ocHoBaHUU nopyueHus OCT.

64. O0mmit CpOK HCIOJTHEHUS aIMUHHCTPaTUBHOM HOpPOLEAYphl HE MOKeT
IpeBEIIaTh 60 qHeH ¢ MOMCHTa MOCTYIUIEHHS KOMIUIEKTa AOKYMEHTOB JHOO0 (TIpH
HEeoOXOOUMOCTH  TIPEIOCTABIEHUS  NOMOJNHUTENBHBEIX CBEIEHUIl MO  3alpocy
YIOJHOMOYEHHOro  choemuanudcra) - 30 pgHell ¢ MOMEHTa  IOJMy4YeHHsA
YHOJTHOMOYEHHBIM CIEIHUANINCTOM JOMOMHUTENBHBIX JaHHBIX.

65. Ilo pezynsTaTaM aHa/M3a BIMAHHS YCTaHOBICHHBIX pPa3MepoB HAZ0aBOK Ha
JEKapcTBeHHBIC Mpenaparhl Ha (UHAHCOBO-3KOHOMHUYECKOE COCTOSHHE ONTOBBIX
OpraHuM3alMil W aNTe4YHBIX YUYpEeXKAeHHH, YIOMHOMOUEHHBIM CIEHHAIHCIOM H
SKCIIEPTaMH, MPOBOTUBIUMMH IKCIIEPTHU3Y, I'OTOBHTCS SKCIIEPTHOE 3aKifoueHue o6
H3MeHeHHUH NeHCTBYIOIUX pa3MepoB Han0aBOK Ha JeKapcTBEHHBIC NpENapaThl WU
00 KX COXpaHEHWH, €CNU NPOBEIEHHBIM aHAIM3 MOKa3all, YTO JOXOAbI, [10IyYECHHbIE
0T TIpUMEHEHUs YCTaHOBIECHHBIX HaJ0aBOK, O0ECIICHHIM OpraHu3alnsiM BO3MEIICHHE
U3CpKeK O0palieHNs ¥ MoNy4eHns MpUObLTH.

66. Pe3zynpraToM BBINOJHEHHS &IMHHHUCTPDATMBHON HPOLEAYPHl SBISETCH
[OAIIHCAHWE YIIOJHOMOYEHHBIM CIELHMATHCTOM M 3KCHepTaMH, IIPOBOIMBIIUMH
IKCIEPTU3Y, SKCIOEPTHOrO 3aKIIOYeHHS, 3aBU3UPOBAHHOIO HAYalbHHKOM OTHAENA
PETyJIMpPOBaHUs COLMAIEHO 3HAYMMEBIX TOBApOB M YCIyr M HadanhHuKOM Cekropa
peryiupoBaHusl.

67. Undopmauusi o mpoBedeHHOH 3KCIEPTH3e U pelleHHe 00 yCTaHOBICHHH
(mepecMOTpe) MM COXPaHEHHUH IIpeleNnbHBIX Pa3MEpPOB Han0aBOK Ha JIEKAPCTBEHHEIE
npenapatel Hanpasngercss B ©CT, B ciyyae ecid JSKclepTH3a NPOBOAMIIACE Ha

13



ocHoBaHHU nopyuenust @CT.
68. Pe3ynpTaT BHIIONHEHUS] aTIMHHHUCTPATUBHON Mpouejayphl (GHKCHpYETCs B
AKCIIEPTHOM 3aKJIIOUEHHH, YKa3zaHHOM B ILIL 3 m. 63 Hacrosimero PeriamenTa.

IlonroroBka u npopeaeHHe 3aceannsa npasiaenns JJeaPTK

69. OcHoBanueM U1 Havana aJIMUHHUCTPATHBHOW TIIpOMEAyphl, SBISETCH
MOJANKUCaHUE SKCINEPTHOTO 3aKIFQYEHHs, YKa3aHHOTO B ILIL. 3 M. 63 HacTOAMIero
PernaMenTa, u BKIIOYeHHEe BOIpoca 00 YCTAaHOBASHHM IIpeAelbHBIX pa3MepoB
Hag0aBOK Ha JEeKApCTBEHHBIE [IpenapaThl B IIOBECTKY OYEPeAHOIO  3acelaHus
npasnenus JlenPTK.

70.  JlOMmXHOCTHBIMH NHLIAMH, OTBETCTBEHHBIMH 338  BBEINONHEHUE
aJIMWHHCTPaTHBHOM IpOLENYpPHl, SBIAIOTCA  YIIOJHOMOYEHHBIM CIELHANNUCT U
OTBETCTBEHHBIN ceKkpeTaph npapieHUs JlenPTK.

71. AAMUHHCTpaTHBHAS IIPOLEAYPa COCTOUT U3:

1) mOATrOTOBKM MaTepyaloB B NOpsAnKe, ycraHopaeHHoM pasaenom I IMopsoxa
OeATENbHOCTH [paBJeHHS KOoMHTeTa 1o Tapud@aM U I1eHOBOH  ITONUTHKE
JlenuHrpaackoli 00nacTH, YTBEepXKIEHHOI'O UPHKA30M KOMMTETa M0 TapudaM W
LeHOBOHM nonuTuke JleHuHrpaackoit obdnactu ot 29 mas 2009 roma Ne 85-n (mamee —
Ilopsanok nearenbHocTH Tmpasnenuss JleHPTK) gnsg BxmoueHHs Bonpoca 00
YCTaHOBIIEHUH NpeAcIbHBIX pa3MepOB HaJ0aBOK HA JIEKAPCTBEHHEBIE IPEHapaThI;

2) BKIIOUEHHE BOIIpoca 00 yCTaHOBIICHHH TIpEJENBHBIX pazMepoB HAm0aBoK Ha
JeKapCcTBEHHBIE [TpeapaThl B IOBECTKY O4YepeHOro 3acenanuns npasieHus JIeaPTK;

3) nposenenne 3acenanus npasinenus JIenPTK B cootBeTcTBUYM © pasgeaom IV
Ilopanka nesrrensHOCTH NpaneHus JlerPTK,

72. IloAroToBKa MATEpUAJIOB, YKa3aHHBIX B I1.I. 1 1. 71 HacTosero PernamenTa
OCYILIECTBIIAETCSA HE MEHee UeM 3a 7 AHeH 0 HaThl OUepelHOI0 3aceJaHHtsl NPaBIeHUs
JlenPTK.

73. Brirouenue Boipoca o0 yCTAHOBJIEHHH IpeleNibHBIX pa3MepoB HanbaBoOK Ha
IeKapCTBEHHBIE MpeNapaTsl B MOBECTKY O4YepeqHoro 3acenaHusi npasieHds JleHPTK
OCYLIECTBIAETCS OTBETCTBCHHBIM cekpeTapeM mnpasincHus JlenPTK He mosxke nHs,
CIEAYIOILIEro 3a AHEM I€peladyd MaTepHAIOB, YKa3aHHBIX B ILIL, 1 1. 71 HacTosamero
PernamenTa, ymonmHOMOYEHHBIM CIIEUATUCTOM.

74. KputepueM NpUHATHSA pelIeHHs o0 yCTAaHOBIEHUM [PEIENBHBIX pa3MepoB
HaJ0aBOK Ha JIeKapCTBEHHBIC IIPENapathl B I[IOBECTKY OYEpeIHOIo 3acelaHus
mpabieHus JleHPTK, saBnsercs cobmrogeHHe YHOOTHOMOYEHHBIM —CITCIHAIHMCTOM
TpedoBanuit pazaena III [opsaaka nesrensuocth npasaenus JleaPTK.

75. PesynpraToM BBITONHEHHS aAMHHUCTPATHBHOW HpOLIEAYPHl SABIACTCA
npunstoe npasneHHeM JIenPTK pemenue mo Bolpocy YCTaHOBIECHMS IpeesbHBIX
pasMepoB Haa0aBOK Ha JIEKapCTBEHHBIE Npernaparel, 3aUKCHPOBAHHOE B ITPOTOKOIE
3acefanus npasieHus JIeHPTK.

76. CnocobaMu (uKcaluy pe3yNbTaTOB BBIOJHEHHSA a/IMHHHCTPATHBHON
MMPOLEeAYPHI ABIISHOTCS:

1) mo mu. 1 n. 71 Hacrosmero PernameHTa — BKIItOUEHHE Bompoca 00
YCTaHOBIEHHH [IPEACIIBHBIX pa3MepoB HaA0AaBOK Ha JIEKapCTBEHHLIC IIpernapathl B
MOBECTKY ouepenHoro 3acenanua npasnenus JIeaPTK;
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2) noanucanHe I1poroxona 3acejaHusa npasneuus JlenPTK npencemarenem
npasienus JlenPTK.

Odopmaenne pesynbraToB 3acenanus npasaedust JIenPTK u ony6nukosauue
pemeHHs 00 YCTAaHOBJIEHMH Npede/IbHBIX pasMepoB Ha10ABOK HA
JleKapCTBEeHHbIe NIpenapaThl

77. OcHoBaHHEM Ul Hayajlad aJIMAHUCTPATHBHOH MpOLEAypPhl,  SABIIETCS
noanucanue npeacenareneM npasieHus JlerPTK nporoxona 3acenaHus NpaBieHHs
JIenPTK, B koTOpOM 3aHUKCHPOBaHO  peIIeHHE¢ MO BOIPOCY YCTAHOBIEHHS
NIpeAENbHBIX pasMEPOB Hal0ABOK Ha JIeKapCTREHHBIE TIpenapathl.

78.  JOmKHOCTHBIMH JHLaMH, OTBEICTBEHHBIMM 3a  BBIIONHEHHE
AIMHUHHCTPATUBHOMX IIPOLEAYpPhl, SABIAIOTCA  YIIOJHOMOYECHHBIH CUCHUATUCT H
OTBETCTBEHHBIN ceKpeTaps nmpaBneHus JIeHPTK.

79. AIMHAHHCTPATHUBHAS POIIeLypa COCTOUT 13!

1) odopmnenusa pesynpraton 3acemaHus mpabieHus JienPTK B BHJie mpukasa
JlenPTK, xoTopbiM, Ha OCHOBAHHH COOTBETCTBYIOIICIO IPOTOKOJNA 3acegaHus
npasnenns JlenPTK,  ycranasnuBarotrcs (HM3MEHSIOTCH) TpeleibHBIE pa3sMepsl
HaZ0aBOK Ha JIeKapCTBEHHEIE IIPenaparsl;

2) nopuuMcande TpHUKa3a, yKa3aHHoro B ILML. | m. 79 Hacrosmero PermameHTa
npencenarenieM JIeHPTK (ero zamecturenem);

3) omybnukoBaHHEe pelleHUS B OQUUHATBHBIX ICPHOAMYCCKUX IME€YATHBIX
n3laHuAX JIeHuHrpafckoil obnacTd W pasMelneHHe Ha odunuaibHoM HHTepHET-
cafite JlenPTK 1o anpecy http://tarif.lenobl.ru, 06 ycTaHOBIEHHH ITpelenbHBIX
pasmepoB Haa0aBOK Ha JEKapcTBEHHBIE Ipeliaparhl, IPUHSTOIO B pe3yibTaTe
HCIIOIHEHMs FOCYJApCTBEHHON (YHKLUWHW, HampaBleHue Komuu Npukasza JlenPTK,
yKa3anHoro B n.0. 1 1. 79 mactosmero Pernamenta, B anpec @CT Poccun.

80. BrmonHeHHc agMHUHHUCTPATHUBHEIX HEHCTBUH, ykaszaHHEIX B n.rnl,2 1.79
HacTosAlero PerimaMeHTa, OCyILIecTBISETCS B TPEXIHEBHEIH CPOK CO IHS 3aceldaHus
npasnenus JleuPTK, Ha koTopoM OBIIO NPUHATO COOTBETCTBYIOIIEE PeIleHHE.

81. BreimonneHHWe aaMHUHWUCTPATHBHBIX ACHCTBHM, YKa3aHHBIX B ILIO. 3 m. 79
HacTosmero Permamenra, ocymiecteasercs B TedeHue 20 nHel co IHA 3acedaHus
npasnedus JIeHPTK, Ha KoTopoM OBLIO IPUHATO COOTBETCTBYIOIIEE PEIICHHUE.

82. Kputepuem IIpUHATHA pelleHUs IO JaHHOH aIMUHHCTpPATUBHOM mpouejype
SBJISETCA:

1) no n.m. 1,2 n. 79 macrosmero Pernmamenrta - peinenue npapinenus JIeaPTK
3a(pUKCHPOBaHHOe B NOAIMMCAHHOM IpencenarencM mnpasienus JIeHPTK mportokorne
COOTBETCTBYIOWIErO 3acenanus npasneHus JlenPTK;

2) mo n.o. 3 u. 79 Hacrosimero PeriiamMeHTa - TOANMHCaHUE NpeacenaTesieM
JIenPTK coorsetcTByromero npukasa JlenPTK.

83. PesyneraToM BBINOIHEHHA aIMMHMCTPATHBHON NPOLELYyphl SBISCTCS
HallpaBleHUEe KOMHHM NoamucaHHoro npencemateneM JleHPTK (ero 3amectutenem)
npukaza JIleHPTK nHa onybaukoBanne B o(UUHATIBHBIX IEPHOJUYECKUX [1€YaTHBIX
H3aHuAX JIeHHHTpaackol obnacTH, pazMeleHne Ha oduuHaEHOM VIHTepHeT-catiTe
JIerPTK mo anpecy: http://tarif.lenobl.ru u Ha mnoprane rocyapcTBEHHBIX |
MYyHHIMIAIBHBIX yemyr (¢yHknuii) mo agpecy: http://gu.lenoblru/; a Ttaxxke
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HarnpaslieHHe 1pukasa B agpec O@CT Poccuu.

84. Cmocobamu ¢HKCAUUHM PE3YIbTATOB BBINOJHEHUS aIMHUHUCTPATHBHOMN
IIPOLEAYPBl SABIACTCS 3aHeCEHHE HHGpOpPMalMH O mnpuHiaToM mnpukaze JlenPTK B
peecTp COOTBETCTBYHOMMX NpaBoBeIX akToB JIeHPTK u peructpanus B 251eKTpOHHOM
cucteme «Komekc: cnyxeOHas KOppecNOHACHLUA» HCXOAAIINX JOKYMEHTOB,
HanpagligeMbIX Ha onyonukosaHue u B OCT Poccun.

IV. Ilopsaaok H ¢pOpMBl KOHTPOJISI 32 HCIIOJIHEHHEM I'ocyAapCcTBeHHOMH
pyHKUHH

HOpﬂIlOK OCYLIECTBJ/ICHHA TeKYIIETro KOHTPOJIA 3a COﬁJIIOL[eHHeM H
HCIIOJIHEHHEM OTBETCTBEHHBLIMH JOKHOCTHBIMH JuIaMH JlenPTK nosoxkennid
aJMHUHHCTPATHBHOTO perjiaMeHTa (l)}’HKIIHﬁ H HHLIX HOPDMATUBHEBIX IIPABOBLIX

AKTOB, YCTAHABIIHEBAIIIHX Tpeﬁoaamm K HCIIOJIHEHH KO FOC)’HHPCTBGHHOE
q)yHRIIHH, a TAKGKe DPpHHATHEM pemeﬂnﬁ OTBeTCTBE€HHbLIMH JIHHAMH

85. Texyumi KOHTpOAb 3a COOMIONSHHEM W HCIOJHEHWEM JOMKHOCTHBIMH
qauamMu JIesPTK  nonokenuil Hactosiuiero PerjiaMeHTa W MHBIX HOPMATHBHBIX
IIPAaBOBBIX AKTOB, YCTaHAaBIUBAIOIIWX TPeOOBaHMUA K HCIONHCHHIO IOCYAapCTBEHHOM
(GYHKIMH, a TaKKe NPUHATHEM pPeLIeHHH OTBETCTBEHHBIMH JOLKHOCTHBIMHM JIHMIEAMH
JenPTK ocymectsiusieTca Ha IOCTOSHHONW OCHOBE BBILICCTOSUIMME JOJHOCTHBEIMH
muuamu JIeHPTK B cooTBeTCTBUM ¢ pacnpeieneHHEM 00S3aHHOCTEH.

86. B mengx ocymecTBiieHHsA KOHTPOMS 3a cOONIOeHHUEM IIOCIe 0BaTeIEHOCTH
JeHCTBHH, ONpeneaeHHBIX AIMHHUCTPATHBRHBIMM NPOLEAYPaMH [0 HCIOJHCHHIO
TOCYIAapCTBEHHOH (YHKIMH, ¥ NPHHATHEM pPEIIeHWH TPOBOASICS NPOBEPKH
(IU1aHOBBIC M BHEILUIAHOBEIE) IO TIONHOTE W Ka4deCTBY oOecledeHHs MCIOIHEHHs
TOCY/@PCTBEHHOH QYHKIIMHA OTBETCTBEHHBIMH JIODKHOCTHEIMH THIamu JIeHPTK,

HOpﬂHOK H NEPHOANYHOCTDL OCYIIECTBJ/I€HHA NJIAHOBLIX H BHECIVIAHOBLIX
NpOBEPOK HOJHOTHI H KA1€CTBAa HCIIOJIHEHHH rOcyﬂapCTBeHHOﬁ (l)YHKlIH]fl

87. IIpoBEpKH TIPOBOASITCA C 1IEJLIO BHIABICHUSA U YCTPaHEHHs HApYILIEeHUH 1paB
3aMHTEPECOBAHHEBIX JIMI, PACCMOTPEHNS, IIPUHATHA PEIICeHHH U [IOJTOTOBKU OTBETOB
no okamobam Ha fgeidctBud (Oe3nelcTBHe) WM pelieHHs YIOJHOMOYEHHOIO
nmoipkHOcTHOTO nua JleaPTK.

Ilpu mnpoBepke MOTYyT pacCMarpuBaTbCi BCe BOIPOCH], CBSI3aHHBIE C
WUCIIOTHCHUEM TIOCYJapcTBEHHON  dyHKuuM  (KOMIICKCHBIE IIPOBEPKH), HIH
OTHEALHBIH BOIPOC, CBS3aHHBIA C MCIIONHEHWEM TIOCYJApCTBEHHOH (YHKIMH
(TeMaTUYeCKHE TIPOBEPKH).

88. ImanoBeie nposepkd B oTHOImeHMH JIeHPTK rnpoBoasATcs B COOTBETCTBHH C
YTBEpP)KAECHHBIM TIJIAHOM B COOTBETCTBHUM C ToaoxeHUAMH DenepanbHOro 3aKkoHa OT
26 nexabps 2008 roma Ne 294-03 «O 3amurte nOpaR IOPUIUYECKHUX JIMI[ H
HHAUBHAYANbHBIX [pedIpHHHUMAaTEeNed MpH OCYIIECTBIEHHH TIOCYAapCTBEHHOIO
KOHTPOJA (Haa30pa) ¥ MyHHIIHIIATEHOTO KOHTPOJIY.

BHenaHoBLIe MMPOBEPKH OPTaHU3YIOTCH W NPOBOJAATCS B CiIydasx oOpalleHHi
3aHHTEPECOBAHHBIX JIUI] ¢ )xanobaMu Ha HapyILHeHHs UX [IPaB M 3aKOHHBIX HHTEPECOB

16



nedcTBUAMHM (0e3eliCTBMEM) MM pEUIeHUSMH YIHOMHOMOYEHHOIO JIOJIKHOCTHOIO
nuta JlenPTK.

IIpy DpoBemeHHH NPOBEpOK MOXKeT OBITH HCMONB30BaHAa HHGpOpMaIus,
nperocTaBlIeHHas ITpaXKJaHaMu, NX 00beJUHEHUSIMH U OpraHH3alHsIMH.

89. IlepuoAWYHOCTE MNPOBEHCHUS] IPOBEPOK BBIMOJHCHUS JODKHOCTHBIMH
muuamu JIeHPTK  monmoxeHuit Hactosmero PeriaMeHTa WM WMHBIX HOPMaTHBHBIX
IIPaBOBBIX AKTOB, YCTaHABIHMBAIOIIMX TpeOOBaHUS K HUCIOMHEHHIO TOCYAapCTBEHHOH
(hyHKUMH, OpeenseTca B COOTBETCTBUH ¢ IUIaHOM JAeaTenbHocTH JIeHPTK.

OTBeTcTBEeHHOCTDH A0JIKHOCTHBIX Jn1 JIeHPTK 3a pemienns u geficreus
(Ge3nmeiicTBUE), NPHHHMAEMBIE (OCYIIECTBAsIEMbIe) HMH B X0/€ HCIOJIHEeHH A
rocyaaperseHHon pyHKINH

90. Ilo pesynbTaTam IIPOBEAECHHBIX ITPOBEPOK B CIYYa¢ BBISBICHHA HAapyILUIEHUH
MOJNIOKEHHH Hacrosulero PermaMcHTa W WHBIX HOPMATHUBHBIX IIPaBOBBIX aKTOB,
yCTaHABIMBAOIIUX TPeOOBAaHHA K MCIONHEHMIO IOCYIAPCTBEHHOH YHKIMHY,
OCYUIECTBJIAETCS [IPUBJICUCHUE BUHOBHEIX JIUI] K OTBETCTBCHHOCTH B COOTBETCTBHH C
3aKOHO/IaTeNIECTBOM Poccuiickoli Penepalliid W 3aKOHONATEIBECTBOM JIEHHHIpaACKOH
00JIacTH.

91. OTBeTCTBEHHBIE JOKHOCTHEIE THLA, YKA3aHHBIE B HACTOALIEM PernamMenre,
HECyT OTBETCTBCHHOCTH 3a pelleHuss W IelcTBHs (Oe3neicTue), NMpHHUMAaeMBbIe
(ocyliecTBIAEMEIE) B X0/I€ MCTIONHEHHS TOCY1aPCTBEHHOM (PYHKITHH.

V. HocyaeOubiii (BHecyaeGHbIH) NOPSIAOK 00:ka10BaHHS PeLICHHH H
aercTBuii (6e3neiicTBus) JJeHPTK, a Taroke ero 10/IKHOCTHBIX JIML TIPU
HCIIOJIHEHHH rOCyAAPCTBEeHHOH pyHKIMH

92. 3auHTepecoBaHHBIE WA KUMET MpaBo Ha jocynebHoe (BHecyneOHOE)
oOxanoBaHue peleHuil U AelcTBHH (Oe3nelicTBUA), IPUHATHIX (OCYIIECTBIASMEIX) B
XOJIe HCIIOJIHEHHS IOCYIapCTBEHHOMN (hyHKIIMH.

93. TTpeameToM gocyzeOHoro (BHeCyAcOHOTO0) 00KaIOBaHUS SBISIOTCH:

— OTKa3 B IPUHATUU KOMILIEKTa JOKYMCHTOB;

— OTK43 B YCTAHOBJIEHWH Mpe/C/IbHBIX pa3MepoB HanbaBoK Ha JeKapCTBEHHBIE
npenaparsl;

~ OTKaz B  IpeJOCTaBNCHHWH  HHQOpPMAIMH O  XO0I€  MCIIONHEHHS
rocyIapCcTBEHHOM QYHKIINY;

- OTKa3 B I[peJOCTaBIeHUH pe3yJbTaTa HCIONHEHUS TOCYyAapCTBEHHOM
(bYHKIHN;

— HapylIIeHHEe CPOKOB WCIIOJHEHHMS IOCY1apCTBEHHOHN (PYHKITHY;

— peutenne JlesPTK, mpunsToe 1o pesynsraTaM UCHOIHEHUs! IOCY1apCTBEHHOM
GbyHKINH.

94. B nocynebnom (BHecyneOHOM) Iopsake >xanoba Ha peuleHHA M JEHCTBHs
(be3meiicTBHE), YKazaHHbIC B 1. 93 HacTosllero Pernamenra, azpecyerca:

a) Ha peurende H naedcreus (OesgelicTBue), NpUHsATHIE (OCYLIECTBIEHHBIE) OT
mana JlenPTK ero pykoBomuteneMm (3aMecTHUTeNeM PYKOBOIMTENS), aJpecyerca B
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OenepansHyro cloyx0y 1o TapudaM B COOTBETCTBUM C IIOCTRHOBJICHHEM
IIpaButenscrBa Pocculickoit ®enepammm ot 31 gexabps 2010 roma Ne 1221 «O
IIOpPsAAKE BBIGAYM OpraHaM HCIIOJHHTENBHOM BiacTh cyObekToB Poccuiickoit
Qepepauuy npeanHCaHUNd O MPUBEACHHM B COOTBETCTBHC C 33KOHOJATEIBCTBOM
Pocculickoli ®enepauy pelieHH o0 yCTaHOBIEHHH IpeAeNbHBIX pa3sMepoB
ONTOBBIX HAJ(0ABOK M HPEACNBHBIX Pa3MEPOB PO3HHHYHEBIX HaA0aBoK K (paKTUHECKUM
OTIIYCKHBIM IIeHaM IIPOU3BOAUTENIeN Ha JieKapCTBEHHBIE NIPENapaThl, BKIOUYEHHEIE B
TepevyeHs )KH3HEHHO HeOOXOIUMEIX H BaXKHEHIIHNX JIeKapCTBEeHHBIX TIpeapaToBy.

6) mna pewmeHus (nedcreuda, Oe3neiicTBue), NPUHATHEIE (OCYLLIECTBICHHLIE)
corpynaukamu JIeHPTK, yka3anHBIMH B HacTosineM Periamente, - pyKOBOAMTEIO
JIenPTK (ero 3zamecTuTenno).

95. OcHoBaHMeM 1 Hadvama Jocynebuol (BHecymeOHoi) mpoleaypsl
obxkanoBaHus pelnieHU U HelcTBUU (OezmeiicTBuUA), yKazaHHBIX B 93 HacTOAIIerO
Pernamenra sipnserc:

a) B OTHOLIEHWH pelneHud ¥ JAeWcTBUH  (Oe3felicTBHs), IPUHATHIX
(ocymectBnennrix) o1 Jmua JleaPTK ero pykoBoaurteneM (3aMECTHTENEM
PYKOBOIOUTENs), - IHOCTyIUIGHMEe B YIGTHOMOYEHHBIH (elepadbHBIl  opral
HUCIIOJHUTEIBHOM — BIAcTH *Kano® 3aMHTepeCOBAaHHOIO IMLAa B TOPAJKe,
yCTAHOBIIEHHOM B IlocTaHoBneHUU IIpaButennctBa Poccuiickoit @epepamnuu,
YKa3aHHOM B ILIL. «a» II. 94 nactosmero Pernamenra.

©) B OTHOWIGHUM peileHHUHE U JeiicTBUM  (Oe3nelcTBUS), HOPHHATBIX
(ocymiecTBiieHHbIX) coTpyaHuKamu JleHPTK, ykazanuslMy B HacTosineM Pernamente,
- mocTymwienne xanodsl B JIeHPTK.

96. 3amHTepecOBaHHBIE JWIla MMEIOT NpPaBO Ha IOJy4YeHHEe HHQOpMAalUH U
JOKYMEHTOB, HeOOXOZUMBIX /TSI COCTaBleHUs W 0OOCHOBaHUs KaloOkL.

97. Cpoxu paccMOTpeHHs *Kanod, yKa3aHHBIX B ILIL. «a» I. 95 HacTosero
PernamenTa, onpenensioTcss COOTBETCTBYIOIMIMM AIMHHHCTPATHUBHBEIM pEriaMeHTOM
PeepanbHON ciTyKOBI 110 TapHQaM.

08. Cpok paccMOTpeHHs Xanod, yKazaHHeIX B ILI. «O» m. 95 HacTrosiero
Pernamenra, coctaBiisieT TPHUALIATE THEHN co AHA perucrpauui xanods! B JIeHPTK.

99. Oteer Ha xanoObl, yKa3aHHBIE B . 95 HacTosmero PernaMednTa He JaeTcs B
Cllyuasix, aHaIOIHYHBIX CllydasM, ompeleneHHbIM cT. |1 Dexepansuoro 3akoHa ot 02
Masg 2006 toma No 59-03 «O mnopsgke paccMOTpeHHsA oOOpalleHud TrpaxaaH
Poccuiickoii ®egepaunm», ¢ ydeToM TpeboBaHMH AEHCTBYHOLIETO 3aKOHOAATENbCTRA
B 4acTu OGOpMIeHHs OOpalleHHil OT HMEeHH HOPUIMYECKUX JIML (WX CTPYKTYPHBIX
noApa3JereHui ) UK UX NpeiICTaBATENEH.

100. PesynpraroM pocynebHoro oO0XanoBaHHS pelleHHHM M AeHCTBUH
(De3gelicTBHA), YKa3aHHBIX B M. 94 HacTosmero Pernamenta, SBISACTCA NPUHSTHE B
otHouteHuy cotpynHuka JIeHPTK, pemtenune uinu aeHcTeue (Oe3mefcTBE) KOTOPOIoO
00KaNnoBanoch, Mep AUCLHIUTMHAPHOTO BO3ACHCTBHUA (IIPH Halu4uu ONpeleleHHBIX
ICHCTBYIOIMM 3aKOHONATENECTBOM OCHOBAaHMH IUIA TNpHMEHEHHs TaKUX Mep) M
moBefeHHe — HHQOpMauMM O pe3yapTaTax ~— PaccMOTpPEeHHs  Kalolel 10
3aHHTEPECOBAHHOTO JIULIa, OOPaTHBIIErocs ¢ XanoboH.
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BJIOK-CXEMA

Hpunoocenue 1

HCIIOJIHEHHS TOCyJapCTBEeHHOH (PYHKIHH

IMocrynaenne B JIenPTK
nopyvedus ©CT o nposeneHHH
AHAJIH3A NpefelbLHBLIX pa3MepoB

HAI0aBOK HA JeKAPCTBEHHBIE

O6painenne 8 JlenPTK
OQpPraHu3auHK, B OTHOUIEHHU
KOTopoii ocylecTBAAETCR

yCTaHOBJ'IEIIPIH l’lpe,ﬂeﬂbHLIX
pa3MepoB HaabaBok Ha

rocyaaperpeHHas yHxuns od

Ipunsarue pemennsn JJenPTK
0 NpPOBeACHUH AHAIM3A
ApPeAeNbHEIX PA3MepOs

npenaparel
JIeKapCTBEHHEIE NpenapaTsl HanGaBoK HA leKAPCTBEHHBIE
npenaparsl
¥ h 4
IIpuem, perucTpanua H o6pabotka ITpuem, perkcrpauns 1 oGpaboTka
nopyuenus O®CT obpawenus
. 4 y

ToaroToBka M HaNpaBJeHHe 34NPOCOB B AJPeC 0NTOBLIX OPTAHHIAUMMA U ANTEYHBIX YUPEKIEHRH 0 NPEAOCTABICHHH
nH¢oPMALNK H MATEPHAROB, HEOGX0AHMBIX AR HCHO/JHEHHS roCYaaAPCTBEHHOIH GyHKUHY

Hponeueuue 3KCNEPTHILI NpeACTABJIEHHLIX

F 3

h 4

IIpuem u perncTpauus J0KYMeHTOB
HeoOX0AHMbIX JAA HCNOJIHEHHS

JOKYMEHTORB, COCTABACHHE IKCMEPTHOIO 3AKAHUEHHSA h
TOCYAAPCTBEHHOA (PYHKIHH
h 4 h 4
A 4
IIpHHSTHE Demenus o IIpuHATHe peuleHun o6
P P YCTRHOBJIEHUH AHANH3 MPEICTABIEHHBIX T0KYMEHTOB
COXpAHEHUH
npeaeabHBIX PA3MEpOB
npelenbHbIX pa3Mepos
HandaBoK A 4
Haabasok
Ha HJOKyMeHTRI COOTBETCTBYIOT
TpebopanuamM?
h 4 h 4
Hanpaeienne TloaroToBKa ! Her
uHadopmMaunu o MATEPHANOB W
NPpHHATOM PELIEHHH B BKAKYeHUEe Bonpoca 0b Ha OnToBan opraHM3auMa H (HJIH anTeyHoe
OCT, ecau aHaau3 YCTAHOBJACHHH YUpexieHHe) yeTpaHUIa HeaocTaTKU?

RPOBOAKACA MO
nopydenuw GCT

npefebHBIX pa3MepoB

Ha10aBOK B MOBECTKY

3aceJAHHS NIPABJIEHHA
JenPTK

Her

h,

h 4

ITposenenne 3acenanus npasaeHus JenPTK,
o(OPMAEHHE NDUHATOrO peujeHud 00 yCTAHOBIEHHN
npefeBHbIX pa3Mepes HAX6aBOK B NPOTOKOIE
3aCEAaHHUA, NOINUCAHNE TPOTOKOIA IPeacesaTeNem
npaeienusn JlenPTK

h

Odopmaenne npukaza JIenPTK o yecrakosaerun
NpefeNbHLIX pa3’Mepos HAIGABOK, NoATHCAHHE
npukaia npeacenarenem JenPTK

A

OdnunansbHaa nybaukauua npukala JIenPTK,
Hanpaenenune konuy npukasa B ©CT Pocenn

Bo3ppart toKyMeHTOB OITOBO#H
OPraHH3aAUMM H (WIH) ANTeYHOMY
YUPERIEHHIO

Hpunrosxcernue 2
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(Popma)
AKT

201 ropa Canxr-[letepbypr

Mpg1, HIKenoJNMucaBmipecs padOTHHKM KOMHUTeTa Ho Tapudam K LeHOBOH
nonuTHKe JIeHuHrpaackoi odnacTu

3

COCTaBHIIM HACTOAINUN akT O TOM, 4YTO " 201 roma mpu
BCKPBHITHH IaKeTa (KOHBEpPTa)

B HEeM HC 0Ka3galoCh

YKa3aHHBIX B [IPHIO0XECHUH K

{pexBu3nTEHl (MCX. HOMep, AaTa, IHMChMa, 3aJBJSHHA T.14.) ZOKYMEHTa)

HaCTOHU.[HfI aKT COCTaBJICH B AIBYX JK3CMILTADAX.

Iloonucu
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IHpunosxcenue 3

Ilepeyens
HH(pOPMALHY M MATEPHAJIOB, IPEJOCTABASIEMbIX ONTOBLIMH OPrasH3alHAMH H
AalNTeYHBLIMH YUPEKICHHAMH [AJi51 YCTAHOBJIEHHS Mpele/IbHBIX pA3MepoB
ONITOBBIX HAA0ABOK H NpeJebHbIX Pa3MepOB PO3HHYHBIX HAAGABOK K
thaKTHYECKHM OTHYCKHBIM IEeHAM, YCTAHOBJIEHHBIM MPOH3BOUTENSIMM
JIEKAPCTBEHHLIX [IPeIapaToB, Ha JIeKAPCTBEHHbIE NNpenapaThbl, BKIAKYEHHbIC B

nepeucHs JHBJII

1. Martepraibl 10 yCTaHOBJIEHUIO IIPeAelbHBIX pa3MepoB ONTOBBIX HAL0aBOK M
(wnu) mpefeNbHBIX Pa3MepoOB PO3HUYMHBIX HAZ0aBOK K (PaKTUYECKHM OTHYCKHBIM
LleHaM, YCTAaHOBJICHHBIM IIPOH3BOJMTENSIMM  JIEKapCTBEHHBIX INpenapaTtoB, Ha
NeKapcTBeHHBIe IpenapaThl, BKItOdYeHHBle B mepeueHs JKHBJITI, paccuutanmbie B
COOTBETCTBUH ¢ MeTOIUKOM:

- nauHele 00 oOpeMax peamuszanmm JKHBJIII B oTdyerHoM mepmojne
peryjaupoBaHuss M B IUIAHOBOM [IEPHOjE perylupoBaHus (npuiokerue Ne2
Metomukn),

- pacdeT CpedHEeB3BEIICHHOIC pa3Mepa ONTOBOM WJIH DO3HWYHOH HAA0aBKH K
neHaMm Ha JKHBJIIT (mpunoxenns Ne3 unn 4 MeToUKK);

- nauHble o0 obpemax JKHBJIII, peanusyembIx B KOMMEPUECKOM CEKTOpe B
paspesc LEeHOBBIX TPYII ONTOBBIMH OPTaHH3ALMIMH HUITH AlTEUHBIMH YUPEeXICHHIMU
(npunoxenue Ne5 Metoauku);

- pacuer 3aTpaT Ha peanuszauuio JKHBJIIT (n3aepxku obpallieHns) (MpHIOXKEHUE
Ne6 Metoaukn);

- pac4eT HeobGxoauMoi NpuosLy (punoxkenue Ne7 MeToIukn);

- OTYET O paclpeAcicHHN TONy4eHHON npubeLTH (mpunoxeHue Ne8 Metoaukm);

3) dopMmBr OyxranTepcko#, CTAaTHUCTHYECKOH U HAJIOrOBOI OTYETHOCTH 32
MOCNIEHUH OTYeTHRIM nepro (roa) | MMocieIHIO OTHeTHYIO JaTy (/IS OpraHu3arui,
MIPUMEHSAIOINX 00LLYI0 CUCTEMY HANTOT000I00KEHHS ):

—  dopmMma Ne 1 «Byxranrepckuit 6anancy;

—  ¢opma Ne 2 «OtyeT 0 npudbsUIX U yOpITKax» (¢ paciindpoBKOH 110 BUAAM
JesTeIBHOCTH);

—  dopma Ne 3 — «Ot4eT 00 UBMEHCHUH KaITUTAIIay;

—~  topma Ned — «OTYET 0 ABMXKEHHMU [eHEKHBIX CpeJICTRY;

- ¢opmMa Ne 5 — «[Ipunoxenue k Oyxranrepckomy OanaHcy»;

—  ¢opma I1-4 «CBeneHust 0 YHCIEHHOCTH, 3apaCOTHON ILIaTe M J(BUKEHUH
pabOTHHKOBY;

Opranuzaiiii, NpEMeHsIOIAe HHBIC PeXXUMbl HaIOro00I0KeHUS, IPEACTABISIOT
OyXrajaTepcKyro, CTaTUCTHYECKYI0 M HAJIOTOBYK) OTYETHOCTb, IIPEIYCMOTPEHHYIO
3aKOHOJATeNECTBOM Poccuiickoll Menmepaiun o0 Hamorax H cOopax Ind JaHHOTO
peXuMa HaJorooONOXKCHHUSL.

9) xomus npHKasza 00 yYETHOHN IOJUTHKE;

10) Kormus NITATHOI'O PacIACaHHUS,
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11) Kommsi KOJUIEKTHUBHOTO JOTOBOpa (C IOIOKEHUSIMH O TIPEMHPOBaHUHU
pabOTHUKOB H pyKOBoAHTENEH),

12) Marepuansl, OOOCHOBBIBAIOIIKME 3aTpaTbl 10 CTaThiIM pPacXoioB, C
NPUTOXKEHHUEM J0TOBOPOB, KOHTPakTOB Ha YCIYrd, OKa3blBacMble CTOPOHHUMH
OpraHuzallisaIMM ¢ PaclIU@POBKON cTaTel 3aTpaT, BXOAAIINUX B U3JAEPKKH.

Ipumevanua:

1. Konuu nepeuunvix OOKYMeHmMO8 O0NXNCHbI Oblmb 306e€peHbl HEeuambio U
HOONUCHIO PYKOBOOUMeNs (Unu UHO20 Juya, umeoue2o npaso noonucu). Ecau
OOKYMeHmW  COCMABAEeH HA HECKOAbKUX JUCMAX, MO OHU  OONXNCHbL  Dbimb
NPOHYMEPOBAHbI, NPOWHYPOBAHbI U MAKJNICE 306€PeHbl NeYamvio U HOONUCHIO
PVKOGOOUmMENA (UaY UHO20 AUYA, UMEIOWE20 NPABO HOONUCLL).

2. Obocroswigarowue O0OKYMeHmbl, NPEOCMABGIACMblE OP2AHURAYUCT, OOMNCHBL
Obime CSPYNNUPOBAHBL O CHIAMBIM PACX0008, COOEPHCAWUECH 8 HUX HAMYPATbHBIE U
CHOUMOCHHbBIE NOKAZAMENU CONHCHBL bbiMb OMPANICEHBL 8 CBOOHBIX omyemax. Popmvl
CBOOHBIX OMYEMOE pazpabamuléaromca OP2aHUAYUAMU CAMOCMOSIMENbHO C YUemoM
0CObEeHHOCMEN X 0eAMETLHOCMU.

3. Bce pacuemnvle mamepuanst J{onoanumenvno  NpeOCmMagaAomcs 8
INEKMPOHHOM 6ude no kanaram DedepanvHoli 20cy0apcmeeHHol UHDOPMAYUOHHOT
cucmemsr «Edunaa ungopmayuonno-ananumuyeckas cucmema PCT Poccuuy (EHAC

©OCT Poccuu) e chopmame coomeemcmeyiomux wabioHo8, paIMeujeHHblX Ha caume
www.lenobl.eias.ru.
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