KOMUTET IO TAPU®AM " gEHOBOfI INOJHUTHKE
JEHUHTPAACKOMU OBJACTH

INHPHUKA3

] 5 anpens 2016 rona No 1 -

O BHeceHHM H3MeHEHHil B IPUKAa3 KOMHTeTa N0 TapH¢aM H LEeHOBOH MOJIHTHKE
Jlennnrpanackoii o61actu ot 24 ssuBaps 2013 roaa Ne 3-n «O6 yTBepkaeHHH
AJIMHHHMCTPATHBHOIO PerJIaMeHTa HCIOJHEHHsI FOCYyJapCTBEHHOH PYHKIMH «Y CTAHOBJIEHHE
IpeaebHbIX pa3MepoB ONTOBBIX HA0ABOK U NMpeeIbHBIX Pa3MePOB PO3HHYHBIX HaA0aBOK K
(p)aKTHYECKHM OTITyCKHBIM LIEeHAM, YCTAHOBJICHHBIM NPOU3BOIUTE/ISAMH J€KAPCTBEHHBIX
Npenaparos, HA JIeKaAPCTBeHHbIE NIPeNnapaThl, BKJIIOYEHHbIE B Nepe4YeHb )KH3HEHHO
He00XO0AUMBIX H BA)KHEHIIHX JIEKAPCTBEHHBIX NIPeNapaToB, HA TeppHUTOpHH JIeHHHIpaaCKoM
obJsacTu»

B coorBerctBuu ¢ ®epepanbHbM  3akoHOM 0T 12 ampens 2010 roma Ne 61-03
«O06 oOpameHud JIEKapCTBEHHBIX CpEACTB», IMocTaHoBieHUeM IlpaButenbctBa Poccuiickoit
@enepauun = ot 8 asrycra 2009 roma Ne 654 «O COBEpLICHCTBOBAHUHM TOCYJApCTBEHHOIO
peryJupOBaHUsl II€H Ha JIEKapCTBEHHbIE IIpenaparhl, BKIIOYEHHBIE B IE€pPEeYeHb >KU3HEHHO
HEOOXOOUMBIX M Ba)XHEHWINMX JIEKAPCTBEHHBIX IIpenaparoB», NOCTaHoOBIeHUEM lIpaBHTENHCTBA
Poccuiickoii ®@enepanuu ot 29 okta6psa 2010 roga Ne 865 «O rocynapcTBEHHOM peryjiupoBaHUHU
IEH Ha JIeKapCTBEHHble IIpenapaThl, BKIIOYCHHBIE B MEpPEYEeHb IKU3HEHHO HEOOXOIUMBIX
M BaXHEHIIMX JIEKAPCTBEHHBIX IIpenaparoB», IocTaHoBleHHeM IlpaButenbcTBa Poccuiickoit
@enepanuu ot 16 Mas 2011 roma Ne 373 «O pa3paboTke U YTBEPKICHHHM aJAMHHHCTPATHBHBIX
pPErIaMeHTOB MCIOJHEHUS TOCYJapCTBEHHBIX (QYHKIMA W aJAMHHUCTPATHBHBEIX pPETJIaMEHTOB
NpeAOCTaBICHUS TIOCYJapCTBEHHBIX yCIyr», mpukasoMm DenepanbHoit ciyxOsl 1Mo Tapudam
or 11 mexabpsa 2009 roma Ned42-a «OO6 yTBepXIeHHHM METOAMKH YCTaHOBJIEHHsS OpraHamu
HCIIOJHUTENBHOM BiacTH cyOBekTOB Poccuiickoit Pepepaiin mpeneNbHBIX pasMepOB ONTOBBIX
Ha/l0aBOK M MpEACIHbHBIX Pa3sMEPOB PO3HUYHBIX HaA0aBOK K (PAKTHYECKHUM OTIIYCKHBIM IICHaM,
YCT@HOBJICHHBIM IIPOM3BOIMTENAMH JIEKAPCTBEHHBIX MpENapaToB, HA JIEKApCTBEHHBIC MNpENaparsl,
BKJIIOYEHHBIE B IIEPEUYECHb )KU3HEHHO HEOOXOMUMBIX M BRKHEHINIHAX JIEKAPCTBEHHBIX IIPENapaTOBy,
ITonoxenneM o KomHMTeTe 10 TapudaM M IEHOBOH monutuke JIeHHHTpaackoil 00JacTH,
YTBEPXKACHHEIM IOocTaHOBIeHHEM 1IpaBuTenscTBa JleHuHrpaackoit obnactu ot 28 arycra 2013 roxa
Ne 274

IPUKAa3bIBAIO:

1. BHecTH B Ipuka3 KOMHTETa 110 TapudaMm U LEHOBO# nmonuTuke JIeHMHrpaJackoit obnactu
oT 24 suBapsa 2013 roxa Ne 3-n «O6 yTBepxIeHHH AJMUHHCTPATUBHOTO PETJIaMeHTa HCIIOTHECHHUS
rocyfapCcTBeHHOH (YHKIMH «YCTaHOBIEHHE IIpelelbHBIX pasMepoOB ONTOBBIX HagbaBOK H
IPEAEIBHBIX Pa3sMEPOB PO3HMYHBIX HaA0ABOK K (PaKTHUECKUM OTIYCKHBIM II€HAM, YCTaHOBIECHHBIM
IIPOM3BOJMTEIISIMH JIEKAPCTBEHHBIX IIPENapaToB, Ha JIEKApCTBEHHEIE Mpenaparhbl, BKIIOYEHHBIE B
nepeyeHb JKU3HEHHO HEOOXOMMMBIX M BaXKHEHIIUX JIEKapCTBEHHBIX MpEHaparoB, Ha TEPPUTOPHU
JleHuHrpasnckoit obnacTu» cieayIonme U3MeHeHUs:

1.1. IIpeamOyy npHuKa3a U3JI0XKHUTh B CISAYIOMIEH peIaKIliHu:

«B coorBerctBun ¢ PenepanbHbIM 3akoHOM oT 12 ampens 2010 roga Ne 61-@3 «O6



oGpallleHHH JIeKApCTBEHHBIX CPENCTBY, HocraHoBneHneM IIpaputennctBa Poceniickort Penepaluu
ot 8 asrycra 2009 roga Ne 654 «O coBepLIEHCTBOBaHHH FOCYAapCTBEHHOTO PEryIUPOBAaHHS IICH Ha
NEKapCTBEHHBIE MMpENaparhl, BKIIOYEHHbIE B MEPEUYEHb JKM3HEHHO HEOOXOAMMBIX M BaXKHEHIIHX
JEKapCTBEHHBIX IpenaparoB», mHocTaHoBieHHeM IlpaButensctBa Poccuiickoit  ®enepanuu
ot 29 oktsi6ps 2010 roga Ne 865 «O rocyaapCTBeHHOM pErynMpOBaHMH LEH Ha JIEKapCTBEHHBIE
nperaparsl, BKIIOUYEHHbIE B IIEpEYeHb JKU3HEHHO HEOOXOAUMBIX M BAXHEHIIMX JIEKApPCTBEHHBIX
npernaparoBy, mpukazoMm PenepanbHoii ciyx6561 o Tapudam ot 11 nexabps 2009 rona Ne442-a «O6
VTBEP)KICHUH METONUKH yCTaHOBIIEHHUS OpraHaMH MCIIOJIHUTENbHOM BiIacTH cyObekToB Poccuiickoi
denepanu NpefenbHBIX pasMEpPOB ONTOBBIX HaA0aBOK U MpeAeNbHBIX pPa3sMEpOB PO3HHYHBIX
Han0aBOK K (haKTHUUYECKHM OTIIYyCKHBIM LIEHaM, YCTAHOBJIEHHBIM MPOU3BOJUTENSAMH JIEKAPCTBEHHBIX
IperapaToB, Ha JIEKApCTBEHHBIE IIPENaparhl, BKIIOUYEHHBIE B II€pEUYEHb XU3HEHHO HEOOXOAUMBIX U
BOKHEHIINX JIEKapCTBEHHBIX IpemaparoB», NMyHKTOM 1.4 Ilopsaka pa3spaboTku U yTBEpXKACHHUS
aJMHHUCTPAaTUBHBIX PpErJaMEHTOB HCIIOMHEHUS TIOCYAapCTBEHHBIX (YHKIMHA ([IpeaoCcTaBICHUS
rOCyapCTBeHHBIX ycinyr) B JleHuHrpajgckodf o0OnacTH, YTBEPKIACHHBIM  ITOCTAHOBICHUEM
IIpaButenscTBa JleHuHrpaackoit obaactu ot 5 mapra 2011 roga Ne 42, TTonoxeHHeM O KOMHTETE 11O
TapudpaM M IEeHOBOH nonuTHKe JIeHHMHrpaackod o07acTH, YTBEPKICHHBIM ITOCTaHOBICHHEM
IIpaButensctBa JIeHuHrpaackoit obmactu ot 28 aBrycra 2013 roma Ne 274».

1.2. B nyHkre 4 NpHIIOXKEHHS K IPUKasy CJIOBa «OTJENa pEryJHpOBaHHS COLHAILHO
3HAYUMBIX TOBAPOB U yCIYI» UCKIIOUUTB.

1.3. IIyHKT 5 mpHIOXKEHU K IPUKa3y U3JI0XKHUTh B CIEAYIOWEH pelaKInu:

«5. T'ocynapcTBeHHast QyHKIHS UCIIONHSAETCS B COOTBETCTBHH C:

- OenepanbHbIM 3aKk0oHOM 0T 12 ampena 2010 roma 61-®3 «O6 obpamieHnu JeKapCTBEHHBIX
cpencts» («Cobpanue 3akoHoaaTenscTBa Poccuiickoit denepanun», 19.04.2010, Ne 16, cr. 1815);

- IlocranoBnenuem IIpaButensctBa Poccuiickoit @eneparuu ot 8 aBrycra 2009 roma Ne 654
«O COBEpIIEHCTBOBAHUHU T'OCYAAapPCTBEHHOTO PETyIMPOBAHUS IEH Ha JIEKApCTBEHHBIC Mperaparhl,
BKJIIOUCHHEIE B IIEPEUEHb JKH3HEHHO HEOOXOMMMBIX M BAXHEHIIHMX JIEKAPCTBEHHBIX IPEMapaToB»
(«Cobpanue 3axkoHoznarensctsa POy, 17.08.2009, Ne 33, ct. 4086);

- IlocranoBnenueM IlpaButensctBa Poccuiickoit @enepanuu ot 29 oxtsadps 2010 roga Ne 865
«O rocyapCTBEHHOM PETyJIMPOBAHUH II€H Ha JEKapCTBEHHBIE MpenapaTthl, BKIIOYEHHEIE B IEPEUEHb
KU3HEHHO  HEOOXOMMMBIX M BaKHEHMINMX  JIeKapCTBeHHBIX  mpemaparoB»  («CoOpaHue
3akoHozarenbcTBa Poccuiickoit ®enepanun», 08.11.2010, Ne 45, ct. 5851);

- [IpukasoM @enepanbHOM ciyxObl mo Tapudam ot 11 gekabps 2009 roma Ned442-a
«O6 yTBepKIE€HHM MeETONMKH YCTaHOBJEGHHWS OpPraHaMH HCIOJHHUTENbHOM BIACTH CyOBEKTOB
Poccuiickoii @enepanuy IpefeNbHBIX Pa3MEPOB ONTOBBIX HAan0aBOK M IPEAENbHBIX pa3MepoB
PO3HHYHBIX HaJ0aBOK K (aKTHYECKHM OTIYCKHBIM II€HaM, YCTAHOBJIEHHBIM IIPOM3BOAUTEISIMH
JIEKapCTBEHHBIX IIPENAapaToB, Ha JIEKAPCTBEHHBIC MpENaparhl, BKIIOYCHHBIE B MEpevYeHb XH3HEHHO
HEOOXOOMMBIX M BaXHEWIINX JEKapCTBeHHBIX mpenaparoBy («Poccuiickas rasera», Ne 245,
21.12.2009);

-[lonoxenneM o0 xomuTeTe 1O TapudaM U LEHOBOH MOJUTHKE JIEeHHMHrpaiackoit o00macTH,
yTBEP)KIECHHBIM NTocTaHoBeHueM IIpaButenscTBa JIenunrpaackoit obnactu ot 28 arycra 2013 roga
Ne274  (OdpuumanpHelii  WHTepHeT-nioptran  Axmuuucrpanuu  JIeHUHrpajckoit  obnactu
http://www.lenobl.ru, 02.09.2013).».

1.4. B nyHKTe 6 NPHIOXKEHHS K IIPHKa3y CJIOBAa «pEalU3yeMbIX OpraHH3allUSIMH OINTOBOM
TOProBJIA U alITEUHBIMU OpTaHU3aLUSIMUY» UCKITFOUUTE.

1.5. ACKIIOYUTD U3 IPUIIOKEHHUS K IIPUKa3y IIyHKT 7.

1.6. B nmynkre 8 mpunoxenus K npukazy cinoBa «lIpukas, ykasaHHBIA B 1.7» 3aMEHHTH
cnoBamu «Perenue JIeHPTK, ykazaHHoe B 11.6», CJIOBO «JOJDKEH» 3aMEHUTH CJIOBOM «IOJDKHO.

1.7. B mepBoM ab3are IyHKTa 8 NPUIOKEHUS K MPUKa3y CJIOBA «IIO I[EHOBHIM KaTETOPHSIM»
3aMEHHTH CJIOBAMH «B 3aBUCHMOCTH OT CTOMMOCTH J€KapCTBEHHBIX [IPEMapaToB.

1.8. UckmounTh U3 NPHIOXKEHHS K NIpHKa3y ab3ai 2 nmyHkrTa 8.
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1.9. B myHKTe 9 MpUJIOXKEHHsS K Tpukasy cnoBa «MeTOOMKO# oImpeneneHus OpraHamu
HCIOJHHUTEIbHOM BJIACTH cyOBeKTOB Poccuiickoi denepauuy npenenbHbIX ONTOBRIX M IPEACThHBIX
PO3HHYHBIX Han0aBOK K (akTHUECKHM OTIYCKHBIM L€HaM IPOU3BOJMTENEH HAa IKHU3HEHHO
HEOOXOJMMBIE U BaXKHeHINHe JIEKapCTBEHHBIE CpPEACTBA» 3aMEHUTh cioBaMH «Metogukoi
YCTaHOBJICHHSI OpraHaM¥ HUCIOJIHHUTEIbHOHN BiIacTH cyObekToB Poccuiickoit Deaeparmu npenenbHbIX
pa3MepoB ONTOBBIX HaJ0aBOK M NpEAENBbHBIX pPa3MEpOB PO3HUUYHBIX HaA0aBOK K (PaKkTHYECKUM
OTITyCKHBIM II€HaM, YCTAHOBJCHHBIM IPOM3BOAUTENSMH JIEKapCTBEHHBIX IIpemaparoB, Ha
JIeKapCTBEHHBIE IIpenapaTsl, BKJIIOUCHHBIE B MEPEUCHb >KU3HEHHO HEOOXOMHUMBIX M BaKHEHIIHX
JIEKapCTBEHHBIX IIpenapaToB»

1.10. Mcxiro4yuTh U3 NPUIOKEHUS K PUKa3y IIyHKT 10.

1.11. ITyHkT 14 npuioxeHus K IpUKasy U3JI0XKUTh B ClieIyIolel peqaKiiim:

«14. Tenedons! npuemuoit JIeHPTK u Cekropa perynupoBaHus:

576-42-07 npuemHas npeacenarens JlenPTK;

577-17-63 CekTop peryjIupoBaHHs;

577-46-92 Cektop peryJaupOoBaHUsD.

1.12. Uckn049uTh U3 NPUJIOKEHUS K IPUKA3y MyHKT 29.

1.13. UcKmOYUTh U3 NPUJIOKEHHUS K MpuKa3y MyHKT 30.

1.14. UcKn09uTh U3 IPUIOKEHUS K IPUKa3y MYHKT 3 1.

1.15. IloamyHkTel 4 U 5 mnyHKTa 33 DNPUIOXKEHHUS K NPUKA3y H3JIOKUTH B CIEAYIOLICH
pelaKIuu:

«4) TIpOBEJCHUE JKCIEPTHU3bl MOCTYNHBIIMX MaTepHAaoOB, IOJATOTOBKA MPOEKTa peLIeHUs,
HalpaBJIeHHE [IpOeKTa peueHns B PenepanbHy0 aHTUHMOHOIONBHYIO ¢y xOy (nanee — DAC);

5) Ilocne nmosy4yeHus: COIIAaCOBAaHUS MPOEKTa PELIEeHHs MOATOTOBKA U IMPOBENCHHE 3ace aHus
npasnenus JIeHPTK».

1.16. B mynkTe 35.2. npuiioxkeHus K npukasy abopesuarypy «®CT» 3ameHuTh Ha «DAC».

1.17. McKMoYuTh U3 NPUIIOKEHUS K IPUKa3y MyHKT 35.3..

1.18. B noamynkrax 1, 4 myskra 36 npunoxxeHus K npukasy adbopesuarypy «®@CT» 3aMeHHUTH
Ha «DAC».

1.19. Mckmo4uMTh U3 NIPHIIOKEHHS K IPUKa3y MONIYHKT 2 IMMyHKTA 36.

1.20. B myHkTe 37 npuiioxeHus K npukasy abopesuarypy «®@CT» 3amenuTs Ha « DACy.

1.21. UckiIr09uTh U3 TIPUIIOKEHUS K MPUKA3y MyHKT 38.

1.22. ITynkr 40 mpuIoXeHHs K IpHKa3y H3JIOKHUTh B ciepyromeidl pemakuuu: «O06paboTKy
nopyuenus PAC  ocymecTtBiaser coTpyAHHMK CeKTopa  peryidpoBaHHs, Ha3HAYEHHBIH
pykoBoauteneM Cekropa (manee — yNMOMHOMOYEHHBIH CHeUHanucT) B Teyenue 10 quell cmatel
peructpauuu JIeHPTK nopyuenus ®AC».

1.23. B mynkTe 43 npuIoXEHHs K NpUKa3zy cJOBa «B JJIEKTpOHHOU cucTeme M «Komekc:
CIy)xeOHass KOPPECIIOHICHIUA» 3aMEHHTh CIOBAMH «B CHCTEME 3JIEKTPOHHOIO JHOKYMEHTOOOOpOTa
JleHuHrpancKkoil obnacTu».

1.24. B moamyukrax 1, 2 myHkra 49 npuiioXeHus K IPUKa3y CIOBA «B 3JIEKTPOHHOU CHCTEME
«Komekc: ciyxeOHas KOpPpeCHOHJEHUHS» 3aMEHUTh CIIOBAaMH «B CHCTEME OJIEKTPOHHOTO
JoKxymMeHToobopoTta JIeHHHrpanckoi obmactu»

1.25. B noamyskre 4 nyHkra 63 IpUIOKEHHS K IPUKa3y CIOBO «IPUHITHE» 3aMEHHUTH
CIIOBaMH «pa3padOTKa IPOEKTay.

1.26. IToanyHKT 5 mMyHKTa 63 NPUIIOXKEHHS K IPHUKa3y U3JIOKUTh B CIEAYIOMIEH peaaKIIiu:

«5) HanpasiieHHe npoekra pemenus B PAC;».

1.27. JIonogHUTh IMyHKT 63 MOAMYHKTOM 6 CIEAYIOIIEro COASPIKAHUS :

«6) 1mocne TOJNy4EHHs] COrJacOBaHUS IIPOEKTa pEIUeHHUs, IPUHATHE peleHHs 00
YCTaHOBJICHUH (II€PeCMOTpe) UM COXPAHEHUH MpeJelIbHBIX pa3MepOoB Ha/0aBOK Ha JIEKapCTBEHHbBIE
Ipernaparsl.».

1.28. HckimouuTs M3 IMyHKTa 66 CIIOBa «HAYAJIBbHHUKOM OTJAENA PEryJIHPOBAHUS COIHAIBHO
3HAYUMBIX TOBApOB H YCIIYT U».



1.29. ITyHKT 67 IPUIIOXEHHUS K MPUKa3y U3I0XKHUTH B CIeAyIOUEH peaKinu:

«67. UudopMaiys 0 NpoBeIeHHON SKCIEPTH3E U MPOEKT peleHus npeacrasiserca B PAC B
IHCHbMEHHOM BHJIE MIM B BHAE OJCKTPOHHOTO JOKYMEHTa, IIOJANHMCAaHHOTO YCHJICHHOH
KBAIM(HUUAPOBAHHONH OJJIEKTPOHHOM IIOAMUCHIO, a TalKKe Ha aApec JJIEKTPOHHOM IOYTHI
denepanbHOH aHTHMOHONOIBHOM CIIy>XOBI, C IPUIOKEHHEM CIEIYIONINX JOKYMEHTOB 1 MaTepHalIOB
(OpUrHHaNBl WM KOIHMH, 3aBEpEHHBIE PYKOBOAUTENEM HIH 3aMECTHUTENIeM PYKOBOIUTENS OpraHa
HCIIONHUTENRHON BacTu cyobekta Poccutickoit @enepanun):

a) MOSICHUTENbHAs 3aIMCKa, COAep)Kalas B TOM YHCIE€ IPON3BEACHHBIE B COOTBETCTBUU C
METOAMKON pacdeTbl MpefeibHBIX pa3MEpPOB ONTOBBIX HaA0aBOK M TNpENETbHBEIX pa3MepoB
PO3HHUYHBIX HaA0aBOK K (PaKTHUECKUM OTIYCKHBIM II€HaM TMPOU3BOJUTENEH Ha JieKapCTBEHHBIE
Ipenaparsl;

6) Marepuaibl, IpPEACTABICHHbIE OPraHU3allUsIMH ONTOBOH TOPrOBJIM, AaNTE€YHBIMH
OpraHu3all¥sM{, HHIWBUIYANbHBIMH IPEANPUHUMATENSIMU U MEOWLHMHCKUMH OpraHW3allusMH B
COOTBETCTBUH C METOIUKOM.».

1.30. B nynkTe 69 nmpHnoKeHUS K NpUKa3y ClIOBa «IIOANHCAHHE SKCIEPTHOrO 3aKIIOYEHHS,
YKa3aHHOTO B ILIL. 3 I. 63» 3aMEHHUTH CIOBAMHU «IIOJy4YeHHE COTJIACOBAHHUS IMPOEKTAa DEIIECHHUS,
YKa3aHHOTO B I.1. 6 . 63».

1.31. B moanyskre 1 mynkra 71 mpunoxeHHs K mpukasdy cioBa «pasgenoM III Ilopsaxa
JEATENbHOCTH IPAaBJICHH KOMHTETa MO TapudaM M LEHOBOM MOJIUTHKE JIEHHHrpaackoili obiactw,
YTBEP)KAECHHOI'O IIPUKA30M KOMHUTETA 110 TapudaM H IIeHOBO nonutuke JIeHMHrpaackoii 061acTi oT
29 mas 2009 roga Ne 85-mm» 3amenuTs cnoBamu «IlopsaxoM IesSTEeN HOCTH IpaBlIeHHsS KOMHTETA 110
TapudaM U [IeHOBOH’ MoyuTHKe JIeHMHrpaackoil obnacty, yrBepxaeHHoro npukasom JIenPTK ot 27
suBaps 2014 roga Ne 14-n1» ¥ ZOIONHUTE NOCIIE CIIOB «Ha JIEKAPCTBEHHBIE MPEMapaThl» CIOBaMH «B
MOBECTKY OYepeaHoro 3acenanus npasieHusd JIeHPTK».

1.32. B nmoanyukre 3 myHKTa 71 mpHioXeHHs K IpuKkasy cioBa «pasgenom IV IMopsaka»
3aMeHUTh Ha ci10Bo «Ilopsakomy.

1.33. B myHkTe 74 NpUIOXKEHHUS K TpUKa3y ciaoBa «paszgena III» ucKiIrounTs.

1.34. B noamyHkTe 3 myHKTa 79 NpuIoKeHHUs K npukasy abopeBuarypy «®CT» 3aMeHHTH Ha
«DAC».

1.35. Ilynkr 83 mpuioxeHHs K MPHUKa3sy HU3JIOXKHThH B cleyromieil peaakiuu: «Pe3ynsraToM
BBIIOJIHEHHMS  aAMMHMCTPAaTHBHOM  INpOLEAypHl  SBISETCS  ONMyOJMKOBaHHE  IOAMHCAHHOIO
npeacenareneM JIeHPTK (ero 3amectutenem) mpasoBoro akra JlenPTK Ha mopraie
roCYJAapCTBEHHBIX U MYHMIMIAIBHBIX ycuyr (QyHKkuuit) mo aapecy http://gu.lenobl.ru/, a Taxxe Ha
opunmaneroi crpanune JIenPTK B cetu HutepHer mo ampecy: hitp:/tarif.lenobl.ru/, a Taroke
HanpasJjeHHe npukasa B aapec ®AC Poccumy.

1.36. B myHnkTe 84 mpunoXeHHs K IpUKa3zy CIOBa «B DJIEKTPOHHOU cucreMe M «Komexc:
CyxeOHasi KOPPECIOHAEHINA» 3aMEHUTh CIOBAMH «B CHCTEME BJIEKTPOHHOTO JOKYMEHTOOGOpOTa
Jlenunrpanckoi obnactuy, abbpeuarypy «®CT» 3amenuts Ha « DAC».

1.37. biok-cxeMy MCIOJHEHHs IrOCyJapCTBEHHOH (QYHKIIMH, yKa3aHHYIO B NPHIOXEHHH | K
PernameHTy npUIIOXKEHHS K IIPUKA3y HU3N0XUTH B CIEAYIOIIEH peaaKIiu:
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Ipunoxenue 1
Kk Pernamenry

BJIOK-CXEMA
HCIIOJIHEHHS FOCYAapCTBEeHHOH QyHKIIHH

Moctynnenne B JleHPTK
nopyuenust ®AC Poccnn o
fIPOBEJeHHH AHAIN3A NPeJebHBIX
pa3MepoB HanbaBoK Ha
JieKapCcTBeHHbIE NPenapaThbl

v

IIpuem, perncTpauns U o6paborka
nopyuenust ®AC Poccun

v I

IMoaroToBKa U HanNpaBJeHHe 3aNPOCOB B AAPEC ONTOBLIX OPTAHH3ALIHI H ANITEYHBIX Y4PEKIAeHHH 0 NPeIoCcTaABICHHH
HHDOPMALIUM ¥ MATEPHAJIOB, HeOGX0IUMBIX IS HCIOJHEHHS FOCYAaPCTBEHHOH PYHKLHH

Mpunstue pemenust JeHPTK
0 MpOBeACHHH AHAJIH3A
ApegebHbIX Pa3MepoB

Haa0aBOK HA JIeKapCTBeHHbIe

npenaparsi

A

Ilpuem H perHcTpauHst A0KYMEHTOB
HEOGXOAMMBIX AJIH HCMOAHEHHS
rocyAapCcTBEeHHOH PYHKLHH

Hpoaeneﬂue IKCNECPTH3IbI NPEeACTABJICHHBIX
AOKYMEHTOB, COCTABJICHHE IKCNEPTHOr0 3aKJI1101¢HHS,
NPOEKTAa PELUCHHS

v

HanpasieHHe npoeKTa pemIeHus Ha
coraacoBanne B ®AC Poccnu

v

A 4
AHAJIU3 NpeACcTaBAeHHBIX JOKYMEHTOB

y

TMony4yenue cornacoBaHus npoekta pemenns ot ®AC

Pnccuu }-Ia
¢ ¢ JIOKYMEHTbI COOTBETCTBYIOT
TpeGoBanusam?
HpunsaTue pewenus o6
IIpuHsiTHe pelieHHs 0 p p Her
YCTAHOBJIEHHH
COXPaHEHHH y
npeaeibHbIX pa3MepoB NpeacILHEIX pasmMepos
P " 6aBl:nc p Han0aBoK Ha Onrosas opraHu3auus U (HIH aNTEYHOE
an yupemxaeHHe) yCTPAHHIA HEAOCTATKH?
Her
A \ 4
Ioaroroska Bo3BpaT 10KYMeHTOB 0NITOBO#

MAaTEPHAJIOB U
BKJIIOYEHHE BONpoca 00
YCTaHOBJIEHHM
npeAe/ibHbIX pa3MepoB
Han0aBOK B NOBECTKY
3acelaHus NPaBJEHUS
JlenPTK

v

IIpoBeaenue 3acenanus npapaenns JlenPTK,
opopMJieHHe NPHHSATOrO peiieHMst 06 yeTaHOBIEHHH
npeaeabHBIX pa3MepoB HaA0aBOK B IPOTOKO1e
3aceAaHHusl, NOANUCAHHE NPOTOKO/A NpeAceaaTeem
npapjaenns JIenPTK

OpraHH3ALUMH U (WIH) aNTEeYHOMY
yUpeKAeHUIO

Odopmaenne npukasa JIenPTK 06 ycranosnennn
npeaeabHLIX pa3MepoB Haa6aBOK, NoANMCAHME
npuka3sa npeacenaresnem JlenPTK

OduunanbHas nyéauxauus npukasa JlenPTK,
HanpaBjeHue konuH npukasa B ®AC Poceun




1.38. O603Hauenne «IIpuaoxeHne 2» NPHIOKEHUS K NPHKa3y 3aMEHUTh 0003HAYEHHEM
«I[lpunoxenue 2 Kk PermaMmeHTy»

1.39. Ilepeyenr uHOpPMaMM © MAaTEpHAIOB, IPENOCTABIIEMBIX  ONTOBBIMH
OpraHH3alMsIMH ¥ alNTEYHBIMH YYPEKACHUSAMH [ YCTaHOBJECHHSA IPEAEIBHHIX pasMepoB
ONTOBHIX HaA0ABOK H MpeJeNbHBIX Pa3MEpOB PO3HUYHHIX HaJ0aBOK K (HaKTHYECKHUM OTIYCKHBIM
IleHaM, YCTAHOBJIEHHBIM MPOH3BOIUTENISIMH JIEKapCTBEHHBIX IIPENAapaToB, HA JIEKAPCTBEHHBIE
npenaparsl, BkaoyeHHble B nepedenb JKHBJIII, yxasannwii B mpunoxenud 3 x Pernamenry
HPHTIOXKEHUS K TIPHKa3y U3J0XKHTB B CIIEYIOLIEH pelaKHu:

[Ipmioxenue 3

K Pernmamenty

Hepeuenn
HH)OPMALIMH U MAaTEePHAJI0B, PeJ0CTABJIsIeMbIX ONTOBLIMH OPraHU3aLHSAMH H
anTe4YHbIMH YUYPeXIeHUSAMH [JIsl YCTAHOBJIEHHUS MpeAeJbHbIX Pa3MepoB ONTOBBIX
HA0aBOK H npefeJbHbIX PA3MePOB PO3HHYHBIX HAI0aBOK K (PAKTHYECKHM OTIIYCKHbIM
LEeHaM, YCTAHOBJIEHHbIM IPOU3BOAHTEIAMH JIeKAPCTBEHHbIX NPeNapaToB, Ha
JIeKapcTBEeHHbIE NpenapaTthbl, BKJIIOYeHHbIEe B nepevyensb ZKHBJIII

1. Marepuansl 1O yCTaHOBJIEHHIO IpPENENbHBIX pa3MEpPOB ONTOBBIX HAA0ABOK W (HJIH)
IIPEJIENBHBIX Pa3MEpOB  PO3HUYHBIX Haf0aBOK K (paKTHYECKHM OTIYCKHBIM II€HaM,
YCTQHOBJICHHBIM  IIPOM3BOJUTENIAMH  JIEKAPCTBEHHBIX  IIpeNapaToB, Ha JEKapCTBEHHBIE
npernaparsl, BknodeHHble B nepedeHs JKHBJIIL, paccuuTanHble B COOTBETCTBHH ¢ MeTOIUKOM:

- nanHble 00 oObemax peanusanuu JXHBJIII B oTueTHOM mepuojie peryavpoBaHUS U B
ITAHOBOM IIEpHOJIe peryaupoBanus (mpriokeHue Ne2 MeToankn);

- pacyeT CpeAHEB3BEUICHHOI'O pa3Mepa ONTOBOM HMIHM pO3HWYHONW HaxbOaBKM K I€HaM Ha
JKHBJIII (mpunoxenust Ne3 unmn 4 Metoauku);

- nanHele 00 ob6wemax XXHBIJHI, peanuzyeMblx B KOMMEPYECKOM CEKTOpPE B paspese
IICHOBBIX I'PYIII ONTOBBIMYM OPraHU3ALMAMHU WIH alTEUYHBIMH YUpeXAeHUIMH (mpriioxeHue NeS
Meronukmn);

- pacyer 3arpar Ha peanusauuio XHBJII (usnepxku oOpamenus) (mpunoxenue Ne6
Meroaukn);

- pacueT HeoOX0AUMO#H IpUOELTH (IpuitoxeHue Ne7 MeToaukH ),

- OTYET O paclipefie]IeHHH NOoJIy4YeHHOH npuOsLH (priioxeHne No§ MeTouKH);

2. Konuu cienyomux 000CHOBBIBAIOUINX JOKYMEHTOB:

1) Dbyxranrepckas (¢uHaHCOBas) M CTaTUCTHYeCKas  OTYETHOCTh 3a IOCIETHHM
OTYETHBIH 1epuox (rof) U TMOCHEHHIOI OTYETHYIO JarTy (Adsd OpraHu3anmi,
NPUMEHSIONINX OOIIYIO CHCTEMY HAIOr000I0KEHHS):

—  Byxranrepckuii 6ananc;

- Oruer o ¢uHaHCOBBIX pesynprarax (¢ pacimupoBKOM BHIPYYKH IO BHAAM

JIeATeIbHOCTH );

- Otuet 00 U3MEHEHUU KanuTana;

- OtueT 0 ABMXEHUH JEHEXHBIX CPE/ICTB;

—  TloscHenus k OyxrantepckoMy 6anaHCy U OTYETY O (MHAHCOBBIX pe3y/IbTaTax;

- CBeneHus 0 YUCIEHHOCTH, 3apaboTHO# II1aTe U ABM)XEHUH pabOTHHKOB;

- OCHOBHBIE CBEJCHUA O JIEATEIBHOCTH OpraHU3allHH.

Opranusaiuy, IPUMEHSIOIAE HHBIE PEXKAMBI HAIOTOOOJIOKEHHUS, IIPEACTABIISIOT
OyXrajiTepcKyl0,  CTaTUCTHYECKYlD W HAJIOTOBYHD  OTYETHOCTh,  MPELyCMOTPEHHYIO
3aKoHozaTeNnbCcTBOM Poccuiickoit ®enepanuu o Hanmorax M cbopax ANA JaHHOTO pexUMa
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HaJIOT000JIOXKEHHUS.

2) [Ipuka3 06 y4eTHOH NOJUTHKE;

3) lllratHOE pacHuCaHuUE;

4) KomrekTuBHBIA OOroBOp (C MOJOXEHUSMHU O [PEMUPOBAaHHH pPabOTHUKOB
U PYKOBOJIUTENEH).

3. Marepuansl, OGOCHOBBIBAIOIUE 3aTPaThl MO CTAaThIM pacXoAOB, C NPHIOKEHHEM
JOTOBOPOB, KOHTPAaKTOB Ha YCIyIH, OKa3blBaeéMble CTOPOHHHUMH OpraHU3alUsSIMH C
pacudpoBKOii cTaTe# 3aTpat, BXOAAIIUX B U3IEPXKKH.

IIpumeyanus:

1. KoMIIeKT TOKYMEHTOB JOJDKEH BKIIOYATh 3as8BJICHHE 00 yCTaHOBIECHUH (IIEPECMOTpE)
pasMepoB Han0aBOK Ha JIEKAPCTBEHHBIE IIpenapaTsl, BKIIOYEHHBIe B nepeueHs JKHBIIII,
coJepixKallee NOACHEHHs] O KOJIMYECTBE CTPYKTYPHBIX NOJpa3feNeHHi, BXOJAIIMX B COCTaB
IOPUINYECKOro JIUIa C yKa3aHHEeM aJpecoB (aKkTHUUECKOr0 OCYHISCTBICHHS (hapMaleBTHYECKOH
NeATeNbHOCTH, a TaKXe CBEICHHS O CHCTeME HaJIOrooOJIOKEHHs, MPUMEHIEMON OpraHH3aIfei.
3asBieHUe OOKHO OBITh INOANHUCAHO PYKOBOAUTENEM HJIH HHBIM YIOJHOMOYEHHBIM JIMIIOM
OpraHU3all{ U CKPEIIEHO NeYaThi0 OpraHU3aIlHH.

2. Ilpunaraemple K 3aiBJICHHIO pacyeTHblE U OOOCHOBBIBAIOIIME MAaTEPHAIIBI
NPEACTaBIAIOTCA B HaJIeXallluM 00pa3oM 3aBEpPeHHBIX KOMUAX (TpeOOBaHHUS K 0OPMIICHHIO
JOKYMEHTOB IpefycMoTpeHsl MyHKToM 3.26 T'OCT P 6.30-2003), nomkHB! OBITH NMOIIIMTH B
nanky (ckopocummparend, 0e3 ¢aliioB), JHUCTHI NPOHYMEPOBAHBI, C IPHIOKEHHEM ONUCH
JOKyMEHTOB M YKa3aHHEM HaWMEHOBAaHHUSA NOKyMEHTa M HOMepa CTPaHHMIbI, Ha KOTOpPOH OH

pa3MelleH.
3. Bce pacyeTHble MaTepuaibl JJOMOMHUTENBHO MPEACTABISIOTCS B 3JEKTPOHHOM BHJE IO
kaHanaM  ®enepasbHON  roCyJapCTBEHHOH  HMH(DOPMAIMOHHOM  CHCTEMBI «EnuHas

nHpopMannonHo-ananutudeckas cucreMa ®CT Poccum» (EMAC ®CT Poccun) B dopmare
COOTBETCTBYIOLIMX 1IAa0OHOB, pa3MEIIEHHBIX Ha caiiTe www.lenobl.¢ias.ru.

2. Hacrosiuit npruka3 BCTyNaeT B CHIY C MOMEHTA IO {IIHCAHHNS.

[Ipencenarens KOMUTETA O Tapudam
Y [IECHOBOU NONUTHKE JIeHHHrpaackoi obnactu @ 0.3. Cubupskos
- /‘”



