NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

[TOCTAHOBJIEHUE
ot 20 armpenst 2019 1. N 472

O ITIOPAIKE
VYETA U JEKJTAPUPOBAHNMS OB BEMA ITPON3BO/ICTBA,
OBOPOTA U (WIK) UCITOJIb30BAHUS ®APMAIIEBTUYECKOWM CYBCTAHLIMU
CIIMPTA 3TUJIOBOI'O (3TAHOJIA), A TAKXE ITPOM3BO/ICTBA,

M3TOTOBJIEHMA U (WJIN) OBOPOTA (3A UCKJIIOUEHUEM PO3HUYHON

[TPOOAKN) CIITMPTOCOAEPKAINNX JIEKAPCTBEHHbBIX ITPEITAPATOB
U (WIW) CIIMPTOCOAEPXKAIIMX MEIULIMHCKUX U3JIEJIVI Y O BHECEHUM

M3MEHEHN B TIOCTAHOBJIEHUE MTPABUTEJIbCTBA POCCUNCKON
QENEPAIIVN OT 19 MIOHA 2006 T'. N 380

[TpaBuTtenbcTBO Poccuiickoit @enmepaiiiy MOCTaHOBIISIET:
1. YTBepauTh npuiaraeMbie:

[TpaBuia yyeta o6bema MpoOM3BOICTBA, 060poTa U (M) UCII0/Ib30BaHMS hapMalleBTMUECKOi CyOCTaHITUM
CIIMPTAa STWJIOBOTO (3TAHOJIA), a TaKKe ITPOU3BOACTBA, M3TOTOBIEHMS U (MJIX) 060pOTa (3a UCKIIOUEeHMEM
PO3HUYHOM NPOAAKU) CIIMPTOCOAEPKAIIMX JIEKAPCTBEHHBIX MPerapaToB U (WIK) CHUPTOCOAEPKAIIUX
MeIUIIMHCKUX N3NNI ;

[TpaBua mpeacTaBiIeHus AeKaapaimii 06 oo6beme MPOMU3BOACTBA, 060pOTa U (MJIM) UCIIOTb30BaAHMS
dhapMmalieBTMUECKOM CyOCTaHILIMM CITMPTA STUIOBOTO (3TAaHOA), a TaKKe MPOU3BOJICTBA, M3TOTOBIEHUS U
(wm) o6opoTa (32 UCKIIOUYEHMEM PO3HMUHONM MPOHask) CIIMPTOCOAEPXKAIIMX JTIEKAPCTBEHHBIX IIPerapaToB
" (WIK) COUPTOCOAEP)KAUMX MEeAULMHCKUX U3 ENNIA;

M3MeHeHMsI, KOTOpbIe BHOCSTCS B TTIOCTaHOBJeHMe [IpaBuTenbcTBa Poccuiickoi @emepanyy oT 19 noHS
2006 r. N 380 "O6 yueTe 06'beMa IMPOU3BOACTBA, 060pOTA U (MJIN) UCIIOTH30BaHMS STUIOBOTO CITUPTA,
aJIKOTOJIbHOM M CIMPTOCOAEpsKalleil MpOAyKINHA, a TAKXKe yueTe UCII0Ib30BaHMs TPOU3BOACTBEHHbBIX
MOIIIHOCTE, 00'beMa COOpaHHOI0 BMHOTPAaia ¥ BUHOTIPAia, MCII0JIb30BAaHHOTO JIJISI ITPOM3BO/ICTBA
BUHOJe/bYecKoi mpoaykuyun" (CobpaHue 3akoHOAaTenbCTBa Poccuiickoiit ®emgepanium, 2006, N 26, cT.
2845; 2009, N 4, ct. 505; 2010, N 12, cT. 1335; 2012, N 17, cT. 1996; 2014, N 12, cT. 1298; 2015, N 50, cT.
7167; 2016, N 22, cT. 3210; 2018, N 3, cT. 531; 2019, N 1, cT. 14).

2. YCTaHOBUTD, UTO:

IIOCTOBEPHOCTh yUeTa 00'beMa IMPOou3BOACTBA (papMaleBTUUECKOI CyOCTaHIIMM CIIUPTA STUIOBOTO
(aTaHOJIa) OTIpeesieTCs C yYeTOM MOTephb, BOSHMKAIONMX ITPY TPOM3BOACTBE YKa3aHHOM MPOOYKIIUM B
rpejiesiax HOPM eCTeCTBEHHO YObUIN, U MTOTPEITHOCTY M3MepPeH Ui, MOITyCKaeMOoii aBTOMaTUYeCKUMU
CpeACTBaMM M3MepeHUs U yueTa KOHIIeHTpaLuuu 1 o6bemMa 6e3BOAHOr0 ciMpTa B (papMarieBTUUeCKOit
CyOCTaHLIMM CIIMPTA 3TUIOBOTO (3TaHOJA), 00beMa (papMalieBTMUECKOi CyOCTaHIIMM CITMPTA STUIOBOTO
(3TaHosa);

IOCTOBEPHOCTD yueTa 00'beMa MPOU3BOACTBA CIIMPTOCOAEPKAIIMX JIeKaPCTBEHHBIX ITPernapaToB U (VJIN)
CIIMPTOCOAEPIKAIIUX MEAUIIMHCKUX U3 OIPeAesieTcs C yUeTOM IT0TePhb, BOSHMUKAIOIIMX TP
MPOM3BO/ICTBE YKa3aHHO MPOIYKLMY B TIpeiesiax HOPM eCTeCTBEHHO YObUIN;

IIOCTOBEPHOCTh YUeTa 00'bemMa 000poTa 1 MCII0Ab30BaHMs apMalleBTUIECKOi CyOCTaHIIUM CIIMPTa
STUJIOBOTO (9TaHOJIA), a TaKKe 060pOoTa (3a UCK/IIOUEHVEM PO3HUYHOI MPOAAK) CIIMPTOCOIEPsKAIINX
JIeKapCTBEeHHBIX MIPernapaToB U (M) CIIUPTOCOAEPIKALIMUX MeIUIIMHCKUX U3 OTIpeiesieTCs C yueTOM
MOTEPh, BOSHUKAKOUIMX MTPU 060POTE U UCIIOIb30BaHUM YKA3aHHOI MPOIYKLMY B Mpeiesiax HOpM
eCTeCTBeHHO yObIIN.

3. MunuctepcTBy huHaHCcOB Poccuiickoit demepaniyin:



B 3-MeCSTUHbBII CPOK YTBEPAUTb HOPMbI €CTeCTBEHHO YObIIM TP ITPOM3BOJICTBE, 060pOTeE U (MIIN)
MCITI0JIb30BaHUM (hapMaleBTUUeCKO CyOCTaHI[MY CIIMPTA STUIOBOTO (3TAHOJIA), & TAKKe TTPU
MIPOU3BOJICTBE U (W) 060POTE (38 UCKITIOUEHNEM PO3HUYHOI MPOAAXKM) CIIUPTOCOAePsKAIINX
JIeKapPCTBEHHBIX MpernapaToB U (VJIM) CIUPTOCOAEPIKAIIMX MeIVULIMHCKUX U3IeJINIA;

B 4-MeCSTYHBI CPOK YTBEPIUTD MOPSIIOK OILIEHKM JOCTOBEPHOCTHM yueTa 06beMa Mpon3BOICTBA, 060pOTa U
(Mnu) ucnonb3oBaHus GapmalleBTUUeCKOI CyOCTaHIIMY CIMPTa STWJIOBOTO (3TaHOJIA) AJIsl IPOM3BOACTBA
CIIMPTOCOAEPKALMX JIeKaPCTBEHHbBIX IIPernapaToB U (MJIK) CIUPTOCOAEepKAIVX MeIULIVHCKUX U3LIe/INiA, B
rporecce NpoU3BOACTBA IPYIUX JIEKAPCTBEHHBIX CPeACTB U (M) MeOULIMHCKUX U3LeINNA, a TAKKe
MIPOU3BO/ICTBA, U3TOTOBAEHMS U (M) 060pOTa (32 UCKITIOUEHMEM PO3HUYHOM MPOJasKu)
CIIMPTOCOAEPKAIIMX JIeKaPCTBEHHBIX ITPernapaToB U (MJI) CIIMPTOCOAEPKAIIMX MeOULIMHCKUX U3TeNINIA.

4. [Ipu3HATh yTPATUBIIMMU CUJTY a63allbl BTOPOJi M TpeTuit rnocraHosaeHus I[IpaBurenbcta Poccuiickoi
@enepanyu ot 29 gexkabps 2017 r. N 1694 "O nopsiike yueTa 1 AeKaapupoBaHus o6beMa MpoM3BO/ICTBA,
MOCTaBKU U (MJIN) UCIIOJIb30BAHMS IJIT COOCTBEHHBIX HYX/, (papMalleBTMUeCKO CyOCTaHIIUY CTMpPTa
3TUJIOBOTO (3TaHOJIa) U BHECEHUM M3MEHEHU B HeKOTOpbIe akThl [IpaBuTtenscTBa Poccuiickoit @enepauun’”
(Cobpanne 3akoHOmaTenbcTBa Poccuiickoit ®emgeparum, 2018, N 3, cT. 531).

IIpencenarens [IpaBuTeibCTBa
Poccuiickoi ®emepannu
O.MEJIBEJEB

YTBepKOeHbI

MOCTaHOBJ/IeHMeM [IpaBuTenbCTBA
Poccuiickoit @enepatyin

oT 20 amipens 2019 1. N 472

[TPABUJIA
YYETA OBBEMA ITPON3BOJICTBA, OBOPOTA 1 (MJIN) UCITOJIb3OBAHUA
®APMAIEBTUYECKOU CYBCTAHIIUU CITMPTA 3TWUJIOBOTO (3TAHOJIA),
A TAKOKE TTPOU3BOICTBA, U3I'OTOBJIEHUA U (UJI1) OBOPOTA
(3A UCKJIIOUEHUEM PO3HUYHOM MPOJASKIW) CITMPTOCOIEPKAIIIX
JIEKAPCTBEHHBIX ITPEITAPATOB 1 (MJIN) CIITMPTOCOJEPKAIINX
MEJIMIIMHCKUX U3OEJINIA

1. Hactosimye ITpaBuia ycTaHaBIMBAIOT MOPSIOK yueTa o6bema pou3BOCTBa, 000poTa 1 (MIn)
MCITOTb30BaHMs apMalleBTMUECKOM CyOCTaHIIMY CIIMPTa STUIOBOTO (3TAHOJA), a TaKKe MMPOU3BOACTBA,
M3TOTOBJIEHMS U (MIM) 060pOTa (32 UCKIIOUEHMEM PO3HUYHON MPOIaski) CIIMPTOCOAEPsKAIINX
JIeKapCTBEHHBIX IIPeIapaToB U (MK) COUPTOCOAEPXKAIIMX MEAUIIMHCKIUX U3 eI,

2. Hacrosimue ITpaBusia He pacrpoCTPaHSIOTCS HA yYeT 00beMa ITPOU3BO/ICTBA, MU3TOTOBIEHUS U (VJTN)
060poTa CIMPTOCOAEPKALIMX JIEKAPCTBEHHBIX ITPerapaToB U (VM) CIIMPTOCOIE PSKAIIX MeIUIIMHCKIX
U3ae/nii, BKIIOUEeHHbBIX B IIepeYHy YKa3aHHON MPOAYKIIVY, YCTaHOBIeHHbIe [IpaBuTebcTBOM Poccuiickoit
denepaly B COOTBETCTBUM C ab3allamMy BTOPbIM U TPEeTbMM MYHKTA 4 cTaThy 1 degepanbHOro 3akoHa "O
roCyIapCTBEHHOM PeryJaIMpOBaHNUY ITPOMU3BOJICTBA 1 060POTa ITUIOBOTO CIIUPTA, JIKOTOIBHOM U
CIMpTOCOAEepsKaIIel MPOIYKIMY 1 06 OTpaHMYEHUM TTOTPeOIeHNsT (PACTTUTHST) aJTKOTOIbHOM MPOIYKIUN".

3. Yuer o6bemMa MMPOM3BO/ICTBA, ITOCTABKY U (MJTM) UCIIOIb30BaHMS 1JIs COOCTBEHHDBIX HYXK]
(dbapmareBTMUeCKOM CyOCTaHIIMY CITUPTA STUIOBOTO (3TAHOJIA) OCYIIECTBIISIIOT OPraHU3aI[ UM,
OCYIIECTBISIONIE TTPOU3BOICTBO (hapMaIeBTUUECKOM CyOCTaHIIUY CITUPTA STUIIOBOTO (ITAHOJIA).

VyeT 06'beMa 060pOTa U UCIOAb30BaHMS (papMaleBTUUECKO CyOCTaHIMM CITUPTA STUIIOBOTO (3TAHOJIA)
OCYIIECTB/ISIIOT OpPraHM3alyuu U MHAVBUAYaTIbHbIE ITPEAIIPUHMMATEIN, OCYLIECTBISIONe 060pOT
(dbapMalleBTMUeCcKOi Cy6CTaHIIMY CIIUPTA STUIOBOTO (3TAHOJA).

VuyeT o6bemMa MPOM3BOJICTBA, U3TOTOBJIEHUS U (MJIM) 060pOTa (32 UCK/ITIOUeHeM PO3HUYHO MPoHaski)
CIIMPTOCOAEPKALIMX JIeKaPCTBEHHbBIX IIpenapaToB U (MIK) CIUPTOCOLe pyKAIMX MeIULIMHCKUX U3Te/ TN



OCYILIECTBJISIIOT OpraHu3aluuy U MHAUBUAyaAbHbIe IpeanpUHUMAaTeNN, OCYLeCTBIISIONIE TPOU3BOACTBO,
M3rOTOBJIEHME U (MJIY) 0O0POT CIIMPTOCOAePsKALIMX JIeKAPCTBEHHBIX ITPerapaToB U (MIn)
CIIMPTOCOAEPXKAIIMX MEeIUIIVHCKUX U3 eInii B 00beMe, mpeBbiaioiieM 200 1eKaJTUTPOB B IO/,

4. TIpu yueTe 06'bemMa ITpOU3BOJICTBA, 060pOTa U (MJIM) UCIIOTb30BaHMS (papMalleBTUUeCKOM CyOCTaHIUU
CIIMpPTa ITWIOBOTO (3TAHOJIA) eAVHUIIEN U3MEPEeHUS SIBJISIETCS IeKaaUTp 6€3BOJHOTO CIIUPTA ITPU
TeMIieparype 3Tou npoaykuum +20 °C.

[Ipu yueTe o6beMa MPOU3BOACTBA, U3TOTOBIEHMS M (M1) 060POTa (38 UCKIIOUEHMEM PO3HUYHOM
MMPOAAXKM) CIUPTOCOAEPKAIIMX JIEKAPCTBEHHBIX ITPenapaToB U (MIN) CIIMPTOCOAePsKAIINX MeAULIMHCKUX
U3Oenuii eIMHULEN U3MEePEeHUS SIBJISIeTCS JeKalnuTp.

Yuet OCYIIEeCTBJIAETCA C TOUHOCTBIO 4O ThICAYHBIX nonen JeKaJInuTpa.

5. VyeT o6bemMa pOU3BO/ICTBA, MOCTABKYU U (UJTN) UCIIOIb30BAHMUS JJIsT COOCTBEHHBIX HYXK]
(apmareBTMUeCKOM CyOCTaHIIMY CITUPTA STUIOBOTO (3TAHOJIA) OPraHU3AIUSIMM, OCYIECTBIISIONMMU
MIPOU3BOJICTBO (hapMalleBTMUYECKOI CyOCTAaHIIMY CITMPTa STUIOBOTO (3TAHOJA), BEIETCS C IPYMEHEeHEM
aBTOMAaTUYECKMX CPEICTB U3MEPEHMS U yueTa KOHIIeHTpaluu 1 o6beMa 6€3BOJHOTO CIIMPTa B
(dhapmareBTM4YeCKO CyOCTaHIMM CITUPTa ITUIOBOTO (3TaHOoIEe), 06beMa hapMalieBTMUYECKOI CyOCTaHIUK
CIIMPTAa 3TUJIOBOTO (3TAHOJIA) (Hajee - aBTOMaTUYeCKNe CPeJiCTBAa) U TEXHUUECKMUX CPeICTB pUKCALUU U
nepegauy uHGopMauuu 06 oo6beme IMPOoU3BOACTBA M 000POTa STUIOBOTO CIIMPTA, AJTKOTOJIbHON 1
CIMPTOCOAEPIKAIIEl TPOIYKIIMY B €IMHYIO TOCYJapCTBEHHYIO aBTOMAaTH3MPOBaHHYIO0 MH(POPMAaI[MIOHHYIO
cucTeMy ydyeTa o6beMa IMpOu3BOICTBA ¥ 060POTA ITUIOBOTO CIIUPTA, ATKOTOIBHO M CIIMPTOCOAepsKalei
MIPOIYKIINU (Iajiee - TEXHUYECKMe CPeiCTBA).

6. YueT o6bemMa 060poTa (3a MCKITIUEeHMEM CTydaeB, TPeIyCMOTPEeHHbIX ITYHKTaMM 7 U 8 HaCTOSIIIUX
[TpaBwi) hapmalieBTMYECKOV CyOCTAHIIMM CIIMPTA STWJIOBOTO (3TAHOJIA) OPTaHMU3AUSIMU U
MHIVBUAYATbHBIMU TIPENPUHUMATEISIMU, OCYIeCTBASIONMMIU 000pOT papMalleBTUUECKOM CyOCTaHIIUM
CTIIMPTa 3TUJIOBOTO (3TAHOJIA), BEETCS C IPMMEHEeHNEM TeXHUYECKUX CPeCTB.

7. VueT o6beMa 3aKyIKM U UCIIOJIb30BaHMS (hapMalleBTMYECKOM CyOCTaHIIMY CITMPTa STUIOBOTO (ITAHOJA)
IJIS1 TIPOM3BOJICTBA CIIMPTOCOIePsKALMX JIeKaPCTBEHHbIX MpernapaToB 1 (MJIM) CIIMPTOCOaepsKaIInx
MeIVIIMHCKUX U3IeINII OpraHm3ausIMy M UHAUBUIYATbHBIMY TIPeATIPUHUMATEISIMHA,
OCYIIECTB/SIIONMMY MIPOU3BOACTBO CIIMPTOCO e PKAIINX JIEKAPCTBEHHBIX MPEIapaToB U (WJIN)
CIMPTOCOAEPKALIMX MEeAUIIMHCKUX M3IEeNNi, a TAKKe I TPOM3BOACTBA IPYTUX JIEKAPCTBEHHBIX CPEICTB
" (M) MeIUIIMHCKUX U3IeNii (3a UCKITIOUeHMEeM CTy4yaeB, ITPeayCMOTPEHHbIX ITyHKTOM 8 HaCTOSIINX
[TpaBui), BemeTcs ¢ MpUMeHEeHMeM aBTOMaTUUYEeCKMUX CPEJICTB U TEXHUYECKUX CPEJICTB.

8. YueT o6beMa 3aKyIKM U UCIOAb30BaHMS hapMalieBTUUEeCKOi CyOCTaHIIMM CIIMPTA 3TUIOBOTO (3TAHOJIA)
anTeyHbIMM OpTraHU3aIUSIMU, BEeTePUHAPHBIMM allTeUHbIMM OpTaHMU3AL UMM, UHANBUAYATbHBIMU
MpeaInpuHUMAaTeNISIMM, UMMM JIMLIEH3UI0 Ha (papMalieBTUUeCKYIo AesaTebHOCTb, MeaUIIMHCKUMU
OpraHM3alysIMM, OCYILECTB/ISTIOIMMM 3aKYIIKY (hapMaleBTUUeCKO CyOCTaHIMM CIIMPTa STUIOBOTO
(9TaHO/A) B LIe/ISIX MUCIOIb30BaHMS €€ B KaueCTBe ChIpbsl MJIM BCIIOMOraTe/JIbHOTO MaTepuasa npu
MU3TOTOBJIEHUM CIIMPTOCOAEPKAIIMX JIEKAPCTBEHHBIX IIPeIapaToB U (MIM) CIUPTOCOAe P KAIIUX
MeIULIMHCKUX U3MeNNiA, a TAaKKe B IIPOLecce M3TOTOBIEHUS APYTUX TeKapCTBEHHBIX CPEeACTB U (M)
MeIULIMHCKUX U3OeINiA:

a) B 06beMe, rpesbiraomnieMm 200 1eKaauTPOB B IO, - BeIETCS C IPUMeHeHeM aBTOMAaTUUeCKMX CPeJICTB
Y TEXHUYECKUX CPeICTB;

0) B 06beMe, paBHOM WK He mpeBbimiaioiniem 200 1eKaJIUTPOB B Tof, - 6e3 IpMMeHeHMs] aBTOMATUUYECKUX
CPeACTB U TeXHUYECKUX CPeICTB.

9. YueT o6beMa MpOU3BOACTBA, U3TOTOBIEHUS U (MIM) 060pOTa (32 UCKIIUEHMEM PO3HUYHOM ITPOI Ak U
CyJyaes, IpefyCcMOTpeHHbIX TyHKTOM 10 HacTtosgmux [IpaBui) cnupTocomepskaiux JeKapCTBeHHbIX
IperapaToB U (MIN) CIUPTOCOLEePKALIUX MeIUIMHCKUX U3Ae/IUA OpraHn3auusIMu U UHAUBUAYATbHBIMU
MpeANpUHUMATEeISIMY, OCYILLeCTBISIOIMMY IIPOU3BOACTBO U IIOCTABKY CIIMPTOCOAEPXKALIUX



JIeKapCTBEHHBIX TIpernapaToB U (WIK) CIUPTOCOAePKAIIMX MeAULIMHCKUX U3e/I1il B 00beME,
npeBsbimamiem 200 eKaIUTPOB B IO, BeIETCS C IPUMEHEHMEeM TeXHUUECKUX CPEJICTB.

10. YueT o6'bema TpOU3BOJICTBA, M3TOTOBIEHMS U (M/IM) 060POTA (32 UCKITIOUeHMeM PO3HUYHO MPOJaKn)
CIIMPTOCOAEPKAIIMX JIeKaPCTBEHHBIX ITPernapaToB U (MJIN) CIIMPTOCOALPKAIMX MeIULIVHCKUX U3e/INil B
o6beme, ripesbiniaiiem 200 1eKaTUTPOB B IO, alITEYHBIMM OPraHMU3aLUSIMU, BETePUHAPHBIMU
anTevyHbIMM OPraHU3aALUAMY, UHAUBUAYAIbHBIMU [IPEeAIIPUHMMATEISIMU, UMEIOIIMMMN JIULLeH3UI0 Ha
(dbapmaiieBTHUECKYIO 1esITeTbHOCTh, MeAULIMHCKMMU OPraHM3alUsIMU, OCYILeCTBIISIOIMMHA 3aKyTIKY
(dapmarieBTHUECKOM CYyOCTaHIIMU CIIUPTA STUIOBOTO (3TaHOJA) B 06beme He 6osiee 200 1eKaIUTPOB B rofl B
LIe/ISIX MICIIOZIb30BAHMS ee B KaueCTBe ChbIPbs UIM BCIIOMOTaTe/JIbHOTO MaTepuasa IIpu Ipou3BOLCTBE U
M3TOTOBJIEHUM CIIMPTOCOAEPKAIIMX JIeKapPCTBEeHHbBIX IIpernapaToB U (WIM) CIUPTOCOAepPiKaIInX
MeULVHCKUX U3JeJNii, B IIpoLiecce M3roTOBAeHMS APYIUX JIeKapCTBEHHbIX CPeCTB U (M) MegULMHCKUX
u3nennit, a Takke yueT oo6bema 060poTa (3a UCKII0UeHeM PO3SHUYHOI MPOAaXKu) 3aKyTJIeHHbIX
CIIMPTOCOAEPKAIIMX JIeKaPCTBEHHBIX IIPernapaToB U (M) CIIMPTOCOAEPKAIMUX MeAULIVHCKUX U3t
BeJIyTCSl OPraHU3aluUsIMU U UHIAUBUAYATbHBIMY MIpeAIpUHUMATENSIMY 6e3 TpUMeHeHUs] TeXHUYeCKUX
CpenCTB.

11. ABTOMaTMUecKue CpeACTBa TO/DKHBI OTBEUaTh TPEOOBAHMSIM K aBTOMATUUYECKUM CPEICTBAM U3MEPEHUS
M yyeTa KOHIIeHTpaluuu 1 o6bema 6e3BOTHOTO CITMPTa B TOTOBO MPOAYKIMY, 00beMa TOTOBO MTPOAYKINHA,
YTBEpKIEHHBbIM ITocTaHOBIeHeM IIpaButenbcTBa Poccuiickoit @enepanym ot 28 ntonsa 2006 r. N 396 "O
TpebOBaHUAX K aBTOMATUUECKUM CPeJICTBaM M3MepeHMs U yueTa KOHIIeHTpalyuy 1 06bema 6e3B0JHOTO
CIMpTa B TOTOBO MPOAYKLVY, 00beMa TOTOBO MPOAYKIINN".

12. TexHMuueckue cpencTBa AODKHBI COOTBETCTBOBATh TPeOOBAHMSIM, YCTAHOBIEHHBIM K TEXHUYECKUM
cpeacTBam GpUKcanyuy 1 repemauy uHGopmanyu 06 o6bemMe IPoM3BOACTBA ¥ 000POTA ITUIOBOTO CIIMPTA,
aJIKOTOJIBHOM U CIIUPTOCOAepsKalleii MPOAYKIMY B eAMHYI0 TOCYIapCTBEHHYI0 aBTOMAaTU3MPOBAHHYIO
MHGOPMAIMOHHYIO CUCTEMY yueTa 06beMa IPOM3BO/ICTBA M 060pOTa ITUIOBOTO CIIMPTA, AJTKOTOIbHO U
CIIUPTOCOAEPsKalle MPONYKIIUHA, YTBEPKAEHHBIM IIO0CTaHOBIeHMEeM [IpaBuTtenscTBa Poccuiickon
®epepanyy oT 9 nroisg 2016 . N 650 "O Tpeb6OBaHUAX K TEXHUUECKUM CPeICTBaM GUKCcAIMK U TIepeaun
nHbopmaium 06 o6beMe TPOM3BOACTBA ¥ 000POTA STMIIOBOTO CIIMPTA, aJIKOTOJbHO U
CIIMPTOCOAEPKAIllel MPOAYKIVM B IMHYI0 TOCYIapCTBEHHYI0 aBTOMAaTU3MPOBaHHYIO MH(POPMalIOHHYIO
cucTeMy yueta o6bemMa IpoM3BOICTBA ¥ 060pPOTa STUIOBOTO CIIMPTA, aTKOTOJIbHO U CIIMPTOCOAepsKaIei
MPOSYKLIVN".

13. [Ing yueTa o6'beMa MPOU3BOACTBA, 3aKYIIKM, IOCTABKY U (MJTM) MCITOIb30BaHUs (papMalieBTUUeCKOit
CyOCTaHIMM CITUPTA STUIOBOTO (3TAHOJIA) AJISI TPOM3BO/ICTBA CIIMPTOCOAEPSKAIIUX JIEKAPCTBEHHBIX
MIpernaparoB U (MIM) CIUPTOCOAEePKAMMX MEAVNLIIMHCKUX U3eJINIA, a TAKKe B IPOIecce MpOoM3BOACTBA
IOPYTUX JTeKapCTBEHHBIX CPEICTB U (M) MeIUIIMHCKUX U3H eI UCTIOIb3YIOTCS C/IeIyIoliye TToKa3aTesn:

a) oobeM (hapmaleBTMUECKOI CYyOCTAHIMY CIIMPTA STUIOBOIO (3TAHOJA);

6) 06eM 6e3BogHOTrO (100-TIPOIIEHTHOrO) CUpPTa B (hapMaleBTUYECKOI CYOCTAaHIIMM CITUPTA STUIOBOTO
(sTaHOIE);

B) KOHIIEHTpaIus 6€3BOIHOrO CIIUpPTa B hapMalleBTUIEeCKOi CYOCTaHLIMM CITUPTA STUIOBOTO (3TaHOJIE).

14. 3HaueHMs TOKa3aTesei, yka3aHHbIX B IMTyHKTe 13 HacTosmux [IpaBui, mpy mpou3BOACTBE, IOCTaBKe U
(M) ucronb3oBaHMM hapMaleBTUYeCKOi CyOCTaHIMY CIIMPTA STUJIOBOTO (3TAHOJA) IJIsI IPOU3BOACTBA
CIIMPTOCOAEPKAIMX JIEKAPCTBEHHBIX ITPerapaToB U (MJIU) CIIMPTOCOAE PXKALIUX MeIUITMHCKUX U3AENN, a
TaKKe B IIpollecce MPOM3BO/ICTBA IPYTUX JIEKAPCTBEHHBIX CPEJICTB U (M) MEAVLIMHCKUX U3
ompeessoTcs C IpUMeHeHeM aBTOMATUUECKUX CPeICTB IT0C/ie OKOHYaHMS TTOC/IeIHel TeXHOIOT MUeCKOi
omepanuu, CBI3aHHOI ¢ TPOU3BOICTBOM (apMalieBTUUECKOl CYOCTaHLIMM CITUPTA STWMJIOBOTO (3TaHOJIA),
nepej nepegaveit ee Ha XpaHeHMe WIN IJIST UCTIOIb30BaHMSI.

3HavyeHMs ITOKa3aTeseii, yka3aHHbIX B MTyHKTe 13 HacTosmux [IpaBuit, mpu 3aKkymke ¢hapMaleBTUIecKoii
CyOCTaHIIMM CITUPTA STUIOBOTO (3TAHOJIA) AJISI TPOM3BOACTBA CIIMPTOCOAEPSKAIINX JIEKAPCTBEHHBIX



ImpernapaToB n (I/I]II/I) CIIMpTOCOAEP KAIIMX MEOUTTUMHCKNX VIB,E[EHMVI, a TaKKe IJid ee MCII0JIb3OBAHMA B
npomnecce IMpon3BOACTBaA APYIUX JIEKAPCTBEHHBIX CPEACTB 1 (I/I.TII/I) MeIULMHCKUX U3Teanil OIIpeneyaroTCAa C
INpMeHeHMEeM aBTOMATUUYECKMX CPEeaCTB I1epen nepenaqeﬁ €e Ha XpaHeHIe MJIN OJIsd UCITIOJIb30BaHM .

3HaueHMs ITOKa3aTeseii, yka3aHHbIX B ITyHKTe 13 HacTosmux [IpaBui, mpu 3akymnke dapMalieBTMUeCcKOoi
CyOCTaHLIVM CIIMPTA STWIOBOTO (3TAHOJIA) [IJIST M3TOTOBJIEHMS CIIMPTOCOIEPXKAIIMX JIEKAPCTBEHHBIX
IperapaToB U (M) CIUPTOCOLePKALIUX MeAULIMHCKUX U3Le/INiA, a TaKKe IJ15 ee UCII0Jb30BaHUs B
rpoliecce MpPOn3BOACTBA, U3TOTOBJIIEHUS APYTUX JIEKAPCTBEHHBIX CPEACTB U (MJIN) MeOULVMHCKUX U3Te/INit
OIpeessioTCSI Ha OCHOBAHUY TTOKa3areseil aBTOMaTUueCKuX CpeiCTB MOCTaBIIMKA (TPY300TIIPABUTEIS)
(dhapmaleBTMYeCKOI CYyOCTAHIMM CIIMPTA STUIOBOTO (3TAHOJA).

15. 3HaueHMs TOKa3aTeseii, ykKa3aHHbIX B MMyHKTe 13 HacTosmux [IpaBui, He TOKHBI OTKJIOHSITHCS OT
3HAUeHMIi TOKa3aTesieii, yKa3aHHbBIX B IEPBUUHBIX YUETHBIX IOKyMeHTaX, 60jiee ueM Ha 00'beM,
paccCUMTaHHbBIN B COOTBETCTBUM C MOPSAKOM OLIeHKM TOCTOBEPHOCTH yueTa 00bema MpoM3BO/ICTBA,
obopoTa 1 (M/I1) UCTI0/Ib30BaHMs (PapMalleBTMUECKOI CyOCTaHLIMM CITMPTA STUIO0BOTO (3TAaHOJIa) IS
MIPOU3BOACTBA CIIUPTOCOAEPKALINX JIEKAPCTBEHHBIX IMIPernapaToB U (M) CIUPTOCOLEPKAIIUX
MeIVUVHCKUX U3LeNNii, B IpoLecce MIPOM3BOLACTBA APYIMX JIEKAPCTBEHHBIX CPELCTB U (M/IN) MeULMHCKUX
U3AeNNit, a TakKe ITPOM3BOJICTBA, M3TOTOBIEHMS U (Vi) 060pOTa (33 UCKTIOUeHMEM PO3HUYHO ITPOIAXKIA)
CIIMPTOCOAEPKAIIMX JIeKAPCTBEHHBIX ITPernapaToB U (M) CIIMPTOCOAEPKAIMX MeOULIMHCKUX U3TeNNIA,
yCTaHOBJIEHHBIM MuHMCTepcTBOM buHaHCOB Poccuiickoit demepanyin.

16. [Ins1 yueTa o6'beMa IMPOM3BOICTBA MJIM 000pOTa (3a MCKIIOUEHMEM PO3ZHUYHOI ITPOIAKN)
CIIUPTOCOAEPXKAIIMX JIeKaPCTBEHHBIX ITPerapaToB U (MJIK) CIMPTOCOAepKAIIMX MeAULIMHCKUX U3
UCIIOJIb3YIOTCS CJIeAylollye IToKa3aTenn:

a) 00beM CIIUPTOCOAEPIKAIIMX JIEKAPCTBEHHBIX IIPenapaToB U (M) CIIUPTOCOAEPIKAIIMX MeIUIIMHCKAX
U3Ienii;

6) 06em 6e3BogHOTO (100-TIPOIEHTHOrO0) CIMPTa B CIIMPTOCOAEPKAIIMX JIeKapCTBEHHBIX ITperapaTax u
(M) CIUPTOCOAEPSKALMX MEIAUIIMHCKUX U3 eTUsIX;

B) KOHIIEHTpalys 6€3BOTHOTO CIIMPTa B CIIMPTOCOAepsKalMX JeKapCTBEHHbIX MpernapaTtax 1 (U1n)
CIIUPTOCOAEPKAIINX MEeAUIIMHCKUX U3IeUSX.

17. 3HaueHMs 1okasaTesei, yka3aHHbIX B IIyHKTe 16 HacToswux [IpaBui, onpenensitoTcsi Ha OCHOBaHUM
roxKasarTeJiei IepBUYHBIX YUETHBIX JOKYMEHTOB OpraHu3aluil U UHOAUBUAYAILHBIX TIpeaIpUHMMaTesen,
OCYILECTBISTIOIIMX TTPOU3BOACTBO MM 060POT (33 MCKIIOUEHMEM PO3HUYHONM ITPOIasKN)

CIIMPTOCOAEPKAIIMX JIEKAPCTBEHHBIX ITPENapaToB U (MJIM) CIIMPTOCOIEPXKAINX MEAUIIMHCKUX U3TEJINIA.

18. 3HaueHust moKasarTeneii, yka3aHHbIX B TyHKTax 13 u 16 HacTosmux [IpaBui, pukcupyoTcs
OpraHM3anyusIMyU ¥ MHAVBUIYATbHBIMY IIPEeANPUHMMATESIMY, OCYIIECTBIISIOMMMHA YIET 00beMa 3aKyIKu
" UCTI0/Tb30BaHMs (papMalieBTUUeCKO CyOCTaHI[MM CIIMPTa 3TUIOBOTO (3TaHOJIA) [JIs1 ITPOM3BO/ICTBA
CIIMPTOCOAEPKAIIMX JIEKAPCTBEHHBIX IpenapaToB U (M) CIIUPTOCOAEPKAIIMX MEAULMHCKUX U3TENNI, B
rporecce MIpoU3BOACTBA APYIUX JIEKAPCTBEHHBIX CPeACTB U (MIN) MeOULIMHCKUX U3LeINNA, a TAKXKe yyeT
o6beMa MpOM3BOACTBA, U3TOTOBIEHMS U (MTM) 060pOTa CIIUMPTOCOIEPKAINX JIeKAPCTBEHHBIX ITPEIapaToB
" (WIK) CIUPTOCOAEPXKAIIMX MEeAUILIMHCKUX U3 eNnii 6e3 TpuMeHeHUs TeXHUYeCKUX CPeICTB, B XKypHase
ydeTa 06'beMa 3aKyIKU U UCII0JIb30BaHMS (hapMaleBTMUYeCKOi CyOCTaHIIMM CIIMPTa STUIOBOTO (3TaHOA), a
TaKke 00'beMa IMPOU3BO/ICTBA, M3TOTOBIEHMS U (/M) 000pOTa (32 UCKITIOYEHNEM PO3HUYHOI PO asKiA)
CIIMPTOCOAEPKAIIMX JIeKaPCTBEHHBIX ITPernapaToB U (M) CIIMPTOCOAEPKAIMX MeOULIMHCKUX U3Te/INIA.

CBeneHMsI 00 OTKJIOHEHUSIX 3HaUeHUIt TToKa3aTereii, 3adbMKCMPOBAHHbIX IIPU OlleHKe JOCTOBEPHOCTH yUeTa
o6beMa Mpon3BOACTBA, 060pOTa U (M) UCTIONb30BaHMS (hapMaleBTMYeCKOi Cy6CTaHIMY CIIMPTa
3TWJIOBOTO (3TaHOJ1a) IJ151 [IPOM3BOCTBA CIIMPTOCOAEPKALLIMX JIeKapCTBEHHbBIX IIpernapaToB U (M)
CIIMPTOCOAEPKAIMX MeOULIMHCKUX U3TeNINIA, B TIPOLjecCce ITPOU3BOACTBA APYIUX JIeKaPCTBEHHBIX CPEeCTB
" (W) MeIUIIMHCKUX U3IeNNii, a Tak)ke 00beMa ITPOu3BOACTBA, U3TOTOBIEHMS U (M) o6opoTa (3a
UCKJIIOUeHVeM PO3HUYHOI NPOLaXky) CIIMPTOCOAepyKalMX JIeKapCTBEHHBIX ITpenapaToB U (M)



CIIMpTOCOAEP KallIMX MEeOULMHCKNX VI?:,ELQIII/II‘/)I, BHOCATCA B J)KYpHaJ, YKa?:aHHbeI B 86381_16 IIepBoOM
HaCTOANIEero ITYHKTA.

dopma KypHasa, yka3aHHOTO B ab3alie TepBOM HACTOSIIIEro IMMyHKTA, ¥ TOPSIAOK ero 3aroTHeHUs
yCcTaHaBJIMBaIOTCSI MuHMcTepcTBOM huHaHCOB Poccuiickoit @emepanyn.

YTBepKOeHbI

rnocraHoByieHneM [IpaBuTe/ibCTBA
Poccuiickoit @enepaiiyin

ot 20 amipesnst 2019 1. N 472

I[TPABUJIA
[IPEJICTABJIEHMS IEKJIAPALIVIIA OB OBBEME ITPOM3BOJICTBA,
OBOPOTA U (WIK) UCITOJIb30BAHUS ®APMALIEBTUYECKOW CYBCTAHIIUU
CIIMPTA 3TUJIOBOI'O (3TAHOJIA), A TAKJKE ITPOM3BOJICTBA,
M3TOTOBJIEHUMA U (WJIW) OBOPOTA (3A UCKJIIOUEHUEM PO3HUYHON
I[TPOOAKN) CITMPTOCOLEPXKAIINX JIEKAPCTBEHHBIX ITPETTIAPATOB
U (WIKN) CIIMPTOCOOEPXKAIIUX MEIMIIUHCKUX U3JIEINN

1. Hactosiiye ITpaBuia ycTaHaBAMBAIOT MOPSIIOK MIPeACTaBieHs U POpMbl JeKiapainii:

a) 006 o6'beMe MPOM3BOICTBA, 060POTA U (MJIM) UCITIOTb30BAHMS IJISI COOCTBEHHBIX HYXKI (hapMalieBTUYeCKOI
CybCTaHLIMYM CIIUPTA ITUIOBOTO (3TAHOJA);

6) 06 06bemMe 1ocTaBku hapMaleBTUUYEeCKOi CyOCTaHIIMM CIIUPTA STUIOBOTO (ITAHOJIA);
B) 00 06'beMe 3aKYIKM (papMalieBTUUECKO CyOCTaHIMM CITMPTA STUIIOBOTO (9TaHOJIA);
r) 06 06beMe 060poTa hapMalieBTUUECKO CyOCTaHIIMM CIIMPTA STUIOBOTO (3TAaHOJIA);

m) 06 06'beMe ITPOU3BOICTBA, M3TOTOBJIEHMS ¥ 060POTa (32 UCK/IIOUEHVEM PO3HUYHOI MPOIaKN)
CTIIMPTOCOAEPSKAIINX JIeKapCTBEHHBIX MTPerapaToB 1 (MJIM) CIIMPTOCOAE P3KAIIMX MeAUIIMHCKIAX U3IeITNIf;

e) 06 06'beMe 3aKyIKM CITUPTOCO AP KAIMX JIeKaPCTBEHHBIX ITPEIapaToB U (MIM) CIIUMPTOCOaePsKAIINX
MeIUIIMHCKUX U3IeJNIA;

K) 06 06'beMe TIOCTaBKM CIIUPTOCOepPsKaIIMX JTJeKAPCTBEHHbIX IIPENapaToB U (MIM) CIIUPTOCOAEPIKAIIMUX
MeIUIIMHCKUX U3IeJTNIA;

3) 06 06'beMe 060POTa CIIUPTOCOAEPSKAIIMX JIeKAPCTBEHHBIX ITPernapaToB U (VIM) CIIUPTOCOAEPIKAIIX
MeOULIMHCKUX U3NeNil.

2. lexnapanyuu, ykazaHHbie B yHKTe 1 HacTosgmux IIpaBui (manee - nexkiaapamnumn), NpeacTaBsioT:

a) opraHmsaiyu, OCyIleCTBISIONe TPOM3BOACTBO (hapMaleBTMUeCKO CyOCTaHIIUY CITMPTA STUIOBOTO
(3TaHOIa);

0) opraHu3saiuyu ¥ UHAMBUIyATbHbIE TTPeIIIPUHMMATEN, OCYIeCTBISIoNe 060poT papMalleBTUUECKO
CyOCTaHLIMM CIIMPTA STMIOBOTO (3TAHOJIA);

B) OpraHmsaluy ¥ MHAMBUAYaIbHbIe TIpeAIIpUMHMUMATENN, OCYLIeCTBSIONIMe TPOMU3BOICTBO, U3TOTOB/IEHME
" (W) 060POT CITUMPTOCOAEPSKAIIUX JTJEKAPCTBEHHBIX ITPenapaToB U (VJIM) CIIUPTOCOIE psKAIIX
MeIVIIVHCKUX U3enii B 00beMe, mpeBbimiaiomiem 200 1eKaJIuTpoB B ro/I.

3. OpraHusaiuu, OCyleCTB/ISIONIEe ITPOU3BOACTBO (hapMalleBTUUYECKOM Cy6CTaHLIMM CITMPTA STUIOBOTO
(aTaHoOIIA), IPeACTABIISIOT AeKIapaluy 06 o0beMe MPOU3BOACTBA, 000pOTa U (MJTM) MUCITOTb30BAHMS IJIsT
COOCTBEHHBIX HYK, (hapMalleBTUUYeCKOM CyOCTaHIIMM CIIMPTA STUIOBOrO (3TaHOJIA) 1o opMe COIIacHO

mpuioxenuio N 1.



4. Opranusanum, ocylIleCcTBISoN e ITPOU3BOACTBO hapMaleBTUYECKOi CyOCTaHIMM CITMPTa STUIOBOTO
(3TaHOIA), ¥ JINIIA, OCYIEeCTBJISIOIIME ITOCTAaBKY hapMaleBTUUeCKOoi CyoCTaHI[MM CITUPTA STUIIOBOTO
(9TaHOIA), TPEACTABISIIOT AeKIapaum 06 o6beMe MocTaBky hapMaleBTUIYecKoil CyoCcTaHIIUM CIIUpTa
STUJIOBOTO (3TaHOJI1a) IO (hopMe COTIACHO MPUIoKeHnIo N 2.

5. JIuna, ocyInecTB/ISTIONI /e 3aKYTIKY (apMalleBTUUeCcKOoi CyOCTaHIIMM CIIMPTA STUJIOBOTO (3TAHOJIA),
MIPeICTABISIIOT AeKIapanyu 06 o6beme 3aKynKy hapMaleBTMUeCKOi CyOCTaHIMM CITMPTAa STUI0BOTO
(aTaHosa) 110 hopMe COTIaCHO IMpuaoKeHuio N 3.

6. JIniia, ocyIecTBIsIIONE 000pOT papMalieBTMUECKO CyOCTaHIIMM CIIMPTA STUIIOBOTO (3TAHOJA),
MpeJICTAB/ISIIOT Jeknapainuy 06 o6beme o60opoTa papmalieBTHUECKOI CyOCTaHIIMY CIIMPTA STUIOBOTO
(aTaHoma) 1o hopme coracHo MpuaoxkeHnio N 4.

7. JIuna, ocyIecTBJsIIoN e TTPOU3BOACTBO, M3TOTOB/IEHNME 11 000POT (32 UCKITIOUEHMEM PO3HUYHOM
MPOAAXKY) CIIUPTOCOAEPKAIIMX JIEKAPCTBEHHBIX ITPeIapaToB U (MJIN) CIIUPTOCOAEPIKAIIMX MeIUITMHCKIUX
U3AeNnit, MpeCTaBISIOT JeKiapanyuu 06 o6beme TPOU3BOJICTBA, M3TOTOBIEHMS 1 060poTa (32
MICKJTIOUEeHMEeM PO3HUYHOJ IPOJaky) CIIMPTOCOAePsKAIIMX JIeKaPCTBEHHBIX ITpernapaToB U (MIIN)
CIIMPTOCOAEPKAIIMX MeAUILIMHCKUX M3 enii 1o dopMe corsiacHo mpuaoxkeHunio N 5.

8. JIniia, ocyIiecTB/SIOIIMe 3aKYTIKY CIIMPTOCO/IepsKalllMX JiIeKapCTBEHHBIX IIpernapaToB U (MUJTN)
CIIMPTOCOAEPIKALINUX MEAUIIMHCKUX U3IENNIA, ITPeACTaB/ISIOT AeKaapanuy 06 oobeMe 3aKyIKA
CIIMPTOCOAEPsKAIMX JIEKapCTBEHHBIX MPenapaToB U (MJIX) CIIMPTOCOAE PXKAIIMUX MeIULIMHCKUX U3IeInii 110
(bopmMme cornacHo rpuaokeHuio N 6.

9. JIntia, OCYIIEeCTBIISIONIVE IIOCTABKY CIIMPTOCOAEPKAIIMX JIEKAPCTBEHHBIX IPernapaToB U (V1K)
CIIUPTOCOAEPXKAIIMX MEeIUIIVHCKUX U3Ie/INIA, TPeICTaB/ISIOT JeKaapauyu 06 o6bemMe IOCTaBKU
CIIMPTOCOAEPXKAIIMX JIEKaPCTBEHHBIX MPEIapaToB U (MJIX) CIIMPTOCOAe PiKAIIUX MeIUIIMHCKUX U3IeJINIA 110
dbopme cornmacHo mpuaoxkeHnio N 7.

10. JInna, ocymiecTBsone 060poT (3a MCKITIOUeHMEM PO3ZHUYHO MPOAAXKN) CITMPTOCOAEPKAIINX
JIeKapCTBEHHBIX MPernaparoB U (Win) CIMPTOCOAepKAUX MeAULMHCKUX U3, TPeCTaBISIOT
neknapauyuy 06 o6bemMe 060poTa CIMPTOCOIePsKAIINX JIeKAPCTBEHHbBIX ITPerapaToB U (UITK)
CIMUPTOCOAEPXKAIINX MeIULIMHCKUX U3 enuii o dopMe cornacHo npunoxenuio N 8.

11. I[EK.TIapaLU/II/I MmpeacTaB/IAgAI0TCA €XKEKBapTa/JIbHO, HE II0O3JHEe 20-ro uncna mMecdla, cieaymouero 3a
OTYETHbIM KBapTaJIOM.

12. Jleknapamum peCcTaBISIOTCS 110 TeJIEKOMMYHMKAIIMOHHBIM KaHaiaM CBSI3U B hOpMe 3JIeKTPOHHOI'O
IOKYMeHTa, IO MNMCaHHOTO YCUIeHHOV KBaTU(UIMPOBAaHHO 371IeKTPOHHOJ MOANMUCHI0 PYKOBOOUTEIS
(YIIOJTHOMOYEHHOTO MM JIKIa) OpraHu3auyu (MHAMBUIYaIbHOTO penpuHMuMaTes), cepTuduKkaT Kioua
MIPOBEPKM KOTOPOJi BbIZIaH B MOPSIAKe, YCTaHOBIeHHOM PenepanbHbIM 3aKOHOM "O6 3/1IeKTPOHHOI
MOOIINCH".

13. Iexknapauum mIpeACcTaB/sSIOTCS B 1[eJI0M 10 OpraHm3aium, BKInyJas ee 060c061e HHbIe TIoApas3eieHs,
VIV UHOVBUIYAJIbHBIM IIPeaNpUHMMaTeIeM B COOTBETCTBUM C MECTaMM OCYIIeCTBJIEHMS ero AesiTeIbHOCTH
B OeiepalbHyI0 CIYKOY 110 pery1MpoBaHMIO aJIKOTOJIbHOIO PhIHKA.

14. TlopsimOK 3amo/THeHMS AeKIapanuii u ¢opMaT MX IMpeacTaBaeHus B GopMe 3J1eKTPOHHOIO JOKYMEHTa
ycTaHaBIMBAIOTCsI MuHMcTepcTBOM mHaHCOB Poccuiickoit depepariyn.

15. Tlpu o6HapyskeHUM OpTraHu3aIei (MHIMBUAYaTbHBIM IIPeIIIPUHMMATeIEM) B TEKYIIIEM OTUETHOM
nepuojie GakTOB HEOTPAKEHMS MJIM HEITOJHOTBI OTPaskeHNSI HeOOXOAMMBbIX CBeJIeHMI, a TaKkKe OMIMO0K
(McKaxkeHuit), DOIMYIIEHHbIX B IIPeICTaBJI€HHBIX paHee AeKIapallusixX, yKa3aHHas OpraHm3aiys
(MHIVBUIYAJIbHbIN TPeAIIPUHMMATEND) TPEICTABIIIeT KOPPEKTUPYIOIIYe TeKIapaiym, cCogepxKaime
cBeJleHUs (DOTI0/THeHMST), KOTOpbie YTOUHSIOT CBeIeHMsI, CoiepKaluecs B AeKaapalusx, pecTaBIeHHbIX
paHee (Hajee - KOpPeKTUPYIOLAs AeKaapaius).



KoppexkTupyromniue nexiapauum peacTasisioTCs 40 MCTeYeHNsT CpoKa Iofauy JeKiapalun 3a KBapTal,
CIeLyIOLINiA 32 OTYETHBIM KBapTaJIOM (3a UCK/IIOUEeHMEM CJIyyaeB, [IpelyCMOTPEHHbIX TyHKTOM 17
Hacrosmux ITpaBuit), ¢ 060CHOBaHMEM MIPUUYMH HEOTPAXKEHUS MITU HETTOJIHOTBI OTPaKeHMs B IeKJIapalum
HeOoOXOAMMbBIX CBeJIeHUI, a TaKKe NOMYIeHHbIX OIMOOK (MCKasKeHMIA).

16. Bo Bpemst nipoBenieHnst PemepanbHOI CTY>KO0¥ 110 peryiMpoBaHMIO aIKOTOJIbHOTO PhIHKA ITPOBEPKU
IOCTOBEPHOCTH CBeIeHMI B IIpeiCTaBlIeHHbIX OpraHyu3anyeil (MHAVMBYAYaAbHBIM IPeAIIPUHMMATEIEM)
neKknapauysix opraumsanys (MHAVMBYUAYaAbHbIN IPeIIPMHMMATeNb) He BIIpaBe NpefCTaBIsTh
KOppeKTUPYIMe NeKaapalyiu 3a MpoBepsieMblii Iepuof,.

17. TIpencraBiieHMe KOPPEKTUPYIOMIMX AeKIapalnii mocie cpoka, yCTaHOBJIEHHOTO ITyHKTOM 15 HaCTOSIIIIUX
[TpaBujI, BO3MOXHO B CJIEAYIOUIUX CyJasIX:

a) no npennucaxnio OenepanbHO CIYKOBI IO PETryIMPOBAHUIO aJIKOTOIBHOTO PhIHKA 00 YCTpaHeHUN
BbISIBJIEHHBIX HapyllleHN 1t 00s13aTe/bHbIX TPeOoBaHMit, ycTaHOB/IeHHbIX DeepanbHbIM 3aKOHOM "O
roCcyJapCTBEHHOM peryaMpoBaHUM IIPOM3BOCTBA U 060POTa ITUIIOBOTO CIIUPTA, AIKOTOIbHOM U
CIMPTOCOAEPKAIIEl TPOIYKIIMY 1 06 OTpaHMYEHUM TTOTPeOIeHNST (PAaCITUTHST) aJTKOTOIbHOM MPOaYKIMNK ",

6) o pemrennio degepanbHOI CTYKOBI IO PEryIMPOBAHMIO AJTIKOTOJIBHOTO PhIHKA O BO3MOKHOCTHU
MpeACTaBlIeHNsI KOPPEKTUPYIOLIMX AeKIapalyii, IPUHSITOMY 10 pe3yJbTaTaM PaCCMOTPEeHUS 3asIBJI€HUS
opraHmsauuu (MHAMBUAYAIbHOTO IpeNpUHMMATES) O MPeACTaBIeHNM KOPPEKTUPYIOL el AeKiapauyun
T0oCJIe YCTaHOBJIEHHOTO cpoka. ITopsimoK mpeacTaBieHs] YKa3aHHOTO 3asiBJIeHUS U MOPSIAOK MPUHSITUS
peleHus 0 BO3MOXKXHOCTHU IIpeLCTaBIeHUs] KOPPeKTUPYIOLel feKaapaluy Iocie YCTaHOBJIeHHOr0 CpoKa
yTBepxkaaTcs MunuctepctBoM puHaHcoB Poccuiickoit @enepaiium.

18. ®epmepanbHast CJIysk0a MO PeryIMpoBaHMIO AJIKOTOJIbHOI'O PhIHKA He BIIpaBe 0TKa3aTh B IPUHSITUN
JIeKkjapanuii, npeacTaBleHHbIX Opranu3anuein (MHAMBUIYAJIbHBIM IIPeATIPUHUMATENIEM) B COOTBETCTBUM C
HacTtogmumu [Ipasuinamu.

19. ®enepanpHast CJIy;k0a MO PEryIMpPOBAaHMIO AJIKOTOJIbHOI'O PhIHKA IIPY MOJIyYeHMM JTeKIapalyu B TOT ke
IleHb MepefaeT KBUTAHIIMIO O IpueMe Jekaapanuu B Gopme 3jIeKTPOHHOTO IOKYMeHTa OpraHu3alun
(MHOUBUAYAJIbHOMY IIpeATIPUHMMATEI0) TI0 TeJIeKOMMYHMKAI[MOHHBIM KaHa/IaM CBSI3M.

IHeM IpeacTaBIeHMs AeKIapalyy CYUUTAeTCS JeHb ee OTIIPaBKM OpraHu3anyeii (MHIMBUAYaTbHbIM
MpepyuHUMaTeseM) Mo TeJIEKOMMYHMKAIMOHHBIM KaHa/IaM CBSI3M.

20. B ciiyyae eciivt B OTUETHOM IepuoJe opraHusanmeit (MHIUBUAYAIbHBIM IIpeAIpUHUMAaTeIeM)
IesITeJIbHOCTh, YKa3aHHAs B MyHKTe 2 HacTosuux [IpaBuii, He OCyILeCcTBIIs/IaCh M Ha HAYaJIo U KOHeL]
OTYETHOTIO IepMoia OTCYTCTBOBAJIM OCTATKM MTPOAYKIIMHA, IIpeicTaBAeHN e AeKaapaluii o popmam,
npeaycMOTpeHHbIM putoskeHussMu N 1 - 8 k HacTosmuM I[IpaBuiam, He TpebyeTcs.

ITpunoxenne N 1

K [IpaBunam rpeacraBieHUs
IeKnapanuit 06 o6beme MPOU3BO/ICTBA,
obopoTa ¥ (MJI1) UCTI0/Ib30BaAHMS
dbapmaleBTMUYeCKOI CyOCTaHIMM CITUPTA
3TUJIOBOTO (3TaHOJIA), & TAKXKe
MPOU3BOACTBA, U3TOTOBJIEHUS

1 (un) obopoTa (3a UCKITIOUeHNEeM
PO3HUYHOV IMPOJAXKN) CIUPTOCOAEPKALIMX
JIeKapCTBEHHBIX IperapaToB

u (M) COUPTOCOOepsKalux
MeIULIMHCKUX U3IeInit

(bopma)




I/IHH||

KIIIT | | | | Crp. 001

OEKJTAPALLINA
06 o6beme npomnssoacTea, 06opoTa U (MInM) NCNONb30BaHMUSA
ONsi COBCTBEHHbIX HY>K A, dapMaLueBTMYeCcKon cybcTaHumm cnupTa
3TWUNOBOro (3TaHona)

Bun mokyMeHTa | | MepBUYHBINA; | | KOPPEKTUPYIOIINIL; HOMEP KOPPEKTUPOBKU

(Hy>KHOEe OTMETUTh 3HAKOM V)

OT4eTHBIN MTEPUO, YKa3bIBAETCS [P Caue 3al 3all 3a III
oTYeTa KBapTasn; KBapTasn; KBapTain;

3alV
KBapTasn

(Hy>KHOE OTMETUTD 3HaKOM V)

OTYeTHBIN rof,

(nonHoe HanmMeHOBaHMe opraHm3saummn)

Anpec (MecTo HaxoXX4eHNs) opraHusauum

[TouTOBBIN MHIEKC Kop pernona PaiioH _

Fopoa/HaceneHHbI NYHKT Ynuua

[loM Kopnyc/cTpoeHune

TenedoH (dakc)
Appec 3N1eKTPOHHOWM MOYThbl OpraHn3aumm

Deknapauunsa npencrasneHa B hopMe 3/1eKTPOHHOI0 4OKYMEHTA
Hata" " 20 .
Nma dpanna

I/IHH||

] [1TTTTTT e 02

Ap,peca MeCT oCcywlecCTBJIeHNA 0eATENIbHOCTH

KIIII |

[TouTOBBIN MHAEKC | Kop permnona PaiioH _

Fopoa/HaceneHHbI NYHKT Ynuua

oM, Koprnyc/cTpoeHune

KIIII |

ITouTOBBIN UHIEKC | Kopg perunona Paiion




Fopoa/HaceneHHbIW NYHKT Ynnua
oM, kopnyc/cTpoeHue

KIIII |

[TouTOBBIN MHAEKC | Kop pernona PaiioH _

Fopoa/HaceneHHbI NYHKT Ynuua
[om, Kopnyc/cTpoeHune

KIIII |

ITouTOBBIV UHIEKC | Kopg perunona PaiioH _

Fopoa/HaceneHHbIW NYHKT Ynnua
oM, Kopnyc/cTpoeHue

KIIIT |

[TouTOBBIN MHEKC | Kop pernona PaiioH _

Fopoa/HaceneHHbI NYHKT Ynuua
[om, Kopnyc/cTpoeHune

KIIII |

ITouTOBBIV UHIEKC | Kopg permnona PaiioH _

Fopon/HaceneHHbIW NYyHKT Ynuua
oM, kopnyc/cTpoeHune

OEKJTAPALNA
06 o6beme npomnssoacTBa, 06opoTa U (MInM) NCNOb30BaHMNSA
dapmMaueBTUYECKon cybcTaHUUM cnmpTa 3TUJI0BOro (3TaHoa)

(nekannTpos)

N | Bug npogykuyunu Kopm Bupma CBenmeHnust o papMalreBTUIECKON CYOCTaHIIMM CIIMPTA STUIOBOTO (
/11 MPOAYKLIUN

OCTATOK MPOU3BEIEHO | [TOJIyUYeHO C Hauajia OTYETHOIO IePuo]
Ha Ha4YaJIo | C Hayvasia
OTYETHOIO | OTYETHOIO
rnepuoga | mepmopa

BCero | B TOM uncjiie

BHYTpPDEHHEE BO3BpaT OT
nepeMelieHne | rmojydaTeiisa ¢




A |1 2 3 4 5 6 7 ¢

CBegeHus1 10O OopraHms3annmn

1 dapmarnieBTuueckas | 101 X
cyOoCTaHLIVSI CTIUPTA
STUJIOBOTO (3TAHOM)

HUtoro X

CBegneHus 1o o60ocobeHHOMY TToApaszaenennio (¢ ykasanuem MHH, KIIIT u agpeca)

1 ®apmaneBtnyeckas | 101
CcyoCcTaHLIMS CTIUpPTa
3TUJIOBOTO (3TaHOI)

Htoro

[Tpunoxenne N 2

K [IpaBuaam nmpeacTaBjieHUsT
Ieknapauuit 06 o6beMe Ipou3BO/ICTBa,
obopoTa 1 (MJI1) UCTI0/Tb30BaAHMS
dbapmaleBTM4YeCKOI CyOCTaHIIMM CIIUPTA
STUJIOBOTO (3TaHO/A), & TAKXKe
MPOU3BOJICTBA, MU3TOTOBJIEHMS

1 (un) obopora (3a UCKITI0UeHUeM
PO3HUYHOV MPOAAXKN) CIIUPTOCOAEPsKAIINX
JIeKapCTBEHHBIX ITpernapaToB

U (MIK) COUPTOCOAepsKalIUX
MeIUIIMHCKUX U3IeInit

(bopma)

I/IHH||

KIIIT | | | | Crp. 001

OEKJTAPALLNA
06 o6beme nocTaBkM hapMaLeBTUHeCKON cybcTaHuMm cnmpTa
3TWU0BOro (3TaHona)

Bun nokymeHTa | | mepBUYHBIN; | | KOPPEKTUPYIOLLUIA; HOMep KOPPEKTUPOBKU




(Hy’)KHO€e OTMeTUTDb 3HaKOM V)

OTueTHBIN TTePUO, YKa3bIBAETCS TIPU Caaue 3al 3all 3alll 3alVv
oTyeTa KBapTas; KBapTasn; KBapTas; KBapTasl

(Hy>KHOE OTMETUTb 3HaKOM V)

OTYeTHBIN rof,

(mMonHoe HaumMeHoBaHMe opraHunsauunn, nHonBMAyaJibHoOro I'IpeJJ,I'IpI/IHI/IMaTeJ'IFI)

Appec (MecTo HaxoXXaeHus) opraHunsauunn/Agpec (MecTo XnMTenbCcTBa)
MHOMBMOYaANIbHOIrO NpeanpuHMMaTens

ITouTOBBIV UHIEKC Kopg perunona PaiioH _

Fopon/HaceneHHbIN NYyHKT Ynnua
[loMm Kopnyc/cTpoeHune
TenedoH (dakc)
ALpec 3/1eKTPOHHOM MOYTbl OpraHu3auum, MHAWBUAYANILHOrO npeanpuHuMaTens

Ieknapauusa npencrasseHa B hopMe 3/1IeKTPOHHOIo AOKYMEHTa

Hata " " 20 .
Nma dhanna

| [ ] ]]]

KITIT | | | | Crp. 002

Aopeca MeCT OCyWeCTB/IeHUA AeATeNbHOCTU/MECT (PaKTUYEeCKOW OeATeNbHOCTU
VHOVWBUAYaANIbHOrO npegnpuHuMaTens

ITouTOBBIV UHIEKC Kopg peruona PaiioH _

Fopon/HaceneHHbIW NYHKT Ynnua
oM, Kopnyc/cTpoeHune

KIIIT |

[TouTOBBIN MHIIEKC | Kop pernona PaiioH _

Fopoa/HaceneHHbI NYHKT Ynuua
oM, Kopnyc/cTpoeHune

KIIII |

ITouTOBBIN UHIEKC | Kop pernona PaiioH _

Fopoa/HaceneHHbIW NYHKT Ynnua
oM, Kopnyc/cTpoeHue




KIIII |

[TouTOBBIN MHEKC | Kop pernona PaiioH _ o
Fopoa/HaceneHHbIW NYHKT Ynnua
oM, Kopnyc/cTpoeHue
KIIIT |
[TouTOBBIN MHAEKC | Kop permnona PaiioH _ .
Fopon/HaceneHHbIW NYyHKT Ynnua
oM, kopnyc/cTpoeHune
OEKNAPALNA
06 o6beme nocTaBkM hapMaLeBTU4eCKon cybcTaHumm cnmpTa
3TWUNOBOro (3TaHosa)
Paspen |
(oekannTpos)
N | Bug npomykuyun Kon Buna CBeneHus o ripousBoaguTene/uMmmnoprepe | CBegeHus O moaydares
/11 MPOAYKLIN
HauMeHOBaHUe VHH | KIIII | HammeHOBaHMe | ampec
MIPOM3BOANUTEJISI/ MMIIOPTEPA roJTyJaTesst
A |1 2 3 4 5 6 7
CBepneHus 110 OpraHmM3al v/ MHAUBUAYATbHOMY ITPpeANPUHUMATEIO
1 ®apmaneBtnyeckas | 101
cyoCcTaHLIMS CTIUpPTa
3TUJIOBOTO (3TaHOIM)
2 dapmarnieBTrueckas | 101
CcyOCTaHLIVSI CIIUPTA
STUJIOBOTO (3TAHOM)
Utoro
CBegneHus 1o o6ocobieHHOMY TTogpaszaenenuio (¢ ykasanuem MHH, KIIIT u agpeca)/1io MHAMBUILYaIbE
(akTHUecKoit gesiTeTbHOCTN)
1 dapmarnieBTrueckas | 101
CcyOCcTaHLIVSI CTIUPTA
STUJIOBOTO (3TAHOM)
2 dapmarneBTuueckas | 101
CcyOCTaHLIVSI CIIUPTA
STUJIOBOTO (3TAHOM)
Utoro

OEKNAPALNA



06 o6beme nocTaBkM hapMaLeBTUYeCcKon cybcTaHumm cnmpTa
3TWUNOBOro (3TaHoNa)

Paspen Il
(OekannTpoB)
N | Bug npoaykuumn Kop Bupa Csepnenus o mpousBoaurtesne/mmioprepe | CBegeHus O roJydyare;
/1 OPOOYKUIUU
HaMMeHOBaHMe WHH | KIIII | HaumeHOBaHMe | azipec
MIPOU3BOANUTEIIS,/ UMIIOPTEPA roJryvaTess
A |1 2 3 4 5 6 7
CBeneHMsI 110 OpraHM3al M/ MHANBUAYATbHOMY ITpeANpUHUMATEIO
1 @®apmaneBtnueckas | 101
cybCcTaHIMS CIMpTa
STUJIOBOTO (3TAHOM)
2 ®apmaneBtnyeckas | 101
cybCcTaHLIMS CTIUpTa
STUJIOBOTO (3TAHOM)
Utoro
CBegeHus 1o 060cobeHHOMY TToapasaenennio (¢ ykasanuem MHH, KIIIT u agpeca)/11o MHAMBULYajTbi
JesTeJIbHOCTU)
1 @apmarnieBTuueckas | 101
cybCTaHIMS CIMpTa
STUJIOBOTO (3TAHOM)
2 ®apmaneBtnyeckas | 101
cy6CTaHLMS CITMPTA
3TUJIOBOTO (3TAHOM)
Utoro

VHH

[Ipunosxkenue N 3

K [IpaBuiiam mpencTaBiieHUs
Jekaapaiuit 06 o6beMe Ipou3BOACTBA,
obopoTa u (MJI1) UCTI0/Ib30BaAHMS
dbapmalieBTMUYeCKOI CyOCTaHIIMM CIIUPTA
STUJIOBOTO (3TaHO/A), & TAKXKe
MPOM3BOJICTBA, MU3TOTOBJIEHUS

" (1) o6opoTa (3a UCKITI0YEHMEM
PO3HUYHOI MTPOJAsKM) CIIMPTOCOAEPsKAITUX
JIeKapCTBEHHBIX MperapaToB

U (M) COUPTOCOAEPsKaLIUX
MeIUIMHCKUX U3Henit

(bopma)



KIII Crp. 001

OEKJTAPALINA
06 o6beme 3aKkynku hapmaueBTUYECKON CybCcTaHUMM cnupTa
3TWUNOBOro (3TaHona)

Bup nokymeHTa | | IEPBUYHBIN; | | KOPPEKTUPYIOIIAIA; HOMep KOPPEeKTUPOBKU

(Hy>KHO€e OTMETUTH 3HAKOM V)

OTueTHBIN ITepUOJ, YKa3bIBAETCS IIPU CLave 3al 3all 3a III 3a IV
oTYyeTa KBapTasn; KBapTasn; KBapTain; KBapTasl

(Hy>KHOE OTMETUTD 3HaKOM V)

OTueTHBII r'OJ,

(nonHOe HaMeHoBaHMe opraHnsaunn, nHONBMAyaJbHOIro I'Ipe,EI,I'IpI/IHI/IMaTeﬂﬂ)

Anpec (MecTo HaxoXXaeHuns) opraHnsaunn/Agpec (MecTo XnTesbCcTBa)
WHONBNOYaANIbHOrO npeanpuHuMaTens

[TouTOBBIN MHAEKC Kop pernona PaiioH _

Fopoa/HaceneHHbIN NYHKT Ynnua
oM Kopnyc/cTpoeHune

TenedoH (dakc)
ALpec 3/1eKTPOHHOW MOYTbl OpraHusaunum, MHAWBUAYASILHOrO npenrnpuHuMaTens

Leknapauunsa npeacrtasiieHa B popMe 3/IeKTPOHHOIro OKYMeHTa
Hata " " 20 .
Nma cdanna

VHH

KIIIT Crp. 002

KIIII

Aopeca MeCT OCYyWeCTB/IeHUA AeATeNbHOCTU/MECT (PaKTUYEeCKOWn OeATeNbHOCTU
VHOVWBUAYANIbHOMO npegnpuHuMaTens

[TouTOBBIN MHIEKC Kop pernona PaiioH _

Fopoa/HaceneHHbIW NYHKT Ynuua
oM, Kopnyc/cTpoeHue

KIIII |

ITouTOBBIN UHIEKC | Kopm pernona Paiion




Fopoa/HaceneHHbIW NYHKT Ynnua

[Jom, Kopnyc/cTpoeHune

KIIII |

[TouTOBBIN MHAEKC | Kop pernona PaiioH _

Fopoa/HaceneHHbI NYHKT Ynunua

oM, Kopnyc/cTpoeHune

KIIII |

ITouTOBBIN UHIEKC | Kop pernona Paiion

Fopoa/HaceneHHbIW NYHKT Ynnua

[Jom, Kopnyc/cTpoeHune

KIIIT |

ITouTOBBII UHIEKC | Kop pernona Paiion

Fopoa/HaceneHHbIN NYHKT Ynnua

[loM, Koprnyc/cTpoeHune

OEKNAPALNA
06 o6beme 3aKynku hapmaueBTUYECKON CybCcTaHumMm cnupTa
3TWUNOBOro (3TaHoNa)

Paspen |
(nekanuTpos)
N | Bug nnpomykuyun Kopm Bupa CseneHus1 o ripousBoauTene/mMmmnoprepe | CegeHus O MOCTABIIN
/1 MPOAYKLIVN
HauMeHOBaHUe WHH | KIIII | HauMeHOBaHMe | ampec
MIPOU3BOANUTEJISI/ MMIIOpTEPa MOCTaBIIMKa
A |1 2 3 4 5 6 7

CBeneHMsI 110 OpraHU3aALUMM/MHAMBUAYAIbHOMY IIpeIIpUMHUMATETIO

1 ®apmaneBtnyeckas | 101
cy6CTaHLMS CITMpPTa
STUJIOBOTO (3TAHOM)

Utoro

CBemeHus 1o o60cobeHHOMY TToapasaenennio (¢ ykasanuem MHH, KIIIT u agpeca)/1io MHAMBUILYaTbi

1 dapmarnieBTrueckas | 101
cybCcTaHIMs CIMpTa
STUJIOBOTO (3TAHOM)

HUtoro




OEKNAPAL A
06 ob6beme 3aKkynku hapmaueBTUYeCKON cybCcTaHUuMM cnupTa
3TWUNOBOro (3TaHona)

Paspen Il
(nekanuTpos)
N | Bug nipomykuun Kop Buga Ceenenus o ripousBoauTene/mMmmnoprepe | CeengeHus o moayyares
/1 MIPOLYKLIVN
HaMMeHOBaHue WHH | KIIII | HauMeHOBaHMe | ampec
MMPOU3BOANUTEIIS,/ MUMIIOPTEPA MOCTaBII KA
A |1 2 3 4 5 6 7
CBemeHMsI 110 OpraHM3al MU/ MHAUBUIAYATIbHOMY ITpeNpYMHUMATEIO
1 @®apmaneBtnyeckas | 101
cybCcTaHLIMS CTIUpPTa
STUJIOBOTO (3TAHOM)
Utoro
CBemeHus 1o o60cobeHHOMY TToapasaenennio (¢ ykasanuem MHH, KIIIT u agpeca)/11o MHAMBUILYaTbE
(akTMUecKoii mesITeIbHOCTN)
1 Q®apmarnieBTuueckas | 101
cybCTaHIMS CIMpTa
STUJIOBOTO (3TAHOM)
Utoro
[Tpunoxenne N 4
K [IpaBunam nipencraBieHUs
JeKaapaiuit 06 o6beMe Ipou3BOACTBA,
obopoTa ¥ (MI1) UCIIOIb30BaHMS
dhapMalleBTMUeCKOM CyOCTaHIIMM CIIMPTa
STUJIOBOTO (3TAHOJIA), a TaKKe
MPOU3BOACTBA, U3TOTOBJIEHUS
1 (M) 060poTa (3a UCKITIYEeHEeEM
PO3HMYHOJ MPOJAKN) COUPTOCOAEPKAIITNX
JIeKapCTBEHHbIX IpernapaToB
¥ (MIU) COUPTOCOAEPKAIIUX
MeIULIMHCKUX U3IeINit
(bopma)
o || [ ]] ]|
<] 1111111 ] cop. o0t
OEKJIAPALNA

06 o6beme obopoTa hapmMaueBTUHECKON CybCTaHLUMKM cNupTa
3TunoBoro (3TaHona)




Bun nokymeHTa | | IepBUYHLIN; | | KOPPEKTUPYIOLLIA; HOMep KOPPEKTUPOBKU

(Hy>KHO€e OTMETUTh 3HAaKOM V)

OTueTHbIN ITepUOJ, yKa3bIBaeTCs IIPU cLave 3al 3all 3a llI 3alV
oTyeTa KBapTai; KBapTais; KBapTars; KBapTasn

(Hy’)KHOe OTMeTUTb 3HaKOM V)

OTYeTHBIN rof,

(nonHOe HanMeHoBaHMe opraHunsauunn, nHanBMayaJibHoOro ﬂpe,EI,I'IpI/IHVIMaTeJ'IFl)

Anpec (MecTo HaxoXxaeHus) opraHmnsaunn/Agpec (MecTo XUTenbCcTBa)
WHOMBUYANIbHOr0 NpeanpuHuMaTens

ITouTOBBIN UHIEKC Kopm pernona Paiion

Fopoa/HaceneHHbIN NYyHKT Ynuua
oM Kopnyc/cTpoeHune
TenedoH (akc)
Appec 3/1eKTPOHHOM MOYTbl OpraHM3auun, MHAWBUAOYANLHOrO NpeanpuHMMaTens

Heknapaunsa npencrasseHa B hopMe 3/1eKTPOHHOIo AOKYMEHTa

Jata " " 20 .
Nma danna

| [ ]

KIIIT | | | | Crp. 002

AQpeca MeCT OCyLWecCTB/eHUA AeATesIbHOCTU/MeCT (PaKTUYeCKOW OeATeNbHOCTU
VHOVWBUAYANIbHOrO npegnpuHuMaTens

KIIII |

ITouTOBBIN UHIEKC | Kop pernona Paiion _

Fopoa/HaceneHHbIN NYHKT Ynnua
oM, Kopnyc/cTpoeHune

KIIII |

ITouTOBBIN UHIEKC | Kop perunona Paiion

Fopoa/HaceneHHbIN NYyHKT Ynnua
oM, Kopnyc/cTpoeHue

KIIII




ITouyTOBBIN UHIEKC

Kop pernona

PaiioH _

Ffopoa/HaceneHHbIN NYHKT
oM, kopnyc/cTpoeHune

Ynuua

KIIII |

ITouTOBBIN MHIEKC |

Kop pernona

PaiioH _

Fopoa/HaceneHHbI NYHKT
oM, kopnyc/cTpoeHune

Ynnua

KIIII |

ITouTOBBIN UHIEKC |

Kop pernona

PaiioH _

Fopoa/HaceneHHbIW NYHKT
oM, kopnyc/cTpoeHue

Ynunua

KIIII |

[TouTOBBIN MHIEKC |

Kopg peruona

PaiioH _

Fopoa/HaceneHHbI NYHKT
oM, Kopnyc/cTpoeHune

Ynnua

OEKJIAPALLINA
06 o6beme obopoTa hapmMaueBTUHECKON CybCTaHUMKM cNupTa
3TunoBoro (3TaHona)

(OekannTpoB)
N | Bupg nipomykuun Kop Buga OcTaTok [TonydyeHO ¢ HavYa/ia OTUETHOTO TIepuoaa
/11 NPOOYKIUMU | HA HAYAJIO
oTueTHOrO | BCETO | B TOM uncie
epnona 1o 1o BHyTpEeHHee |BO3B
Poccuiickoit | UMIOPTY | IiepemelieHue | oy
denepauuu
A |1 2 3 4 5 6 7 8
CBepneHusI 110 OpraHM3al U/ MHANBUAYATbHOMY ITPpeANPUHUMATEIO
1 dapmarnieBTrueckas | 101 X
CcyOCTaHLIVSI CTIUPTA
STUJIOBOTO (3TAHOM)
HTtoro X




CBemeHus 1o o60ocobeHHOMY Toapasaenennio (¢ ykasanuem MHH, KIIIT u agpeca)/11o MHAMBUIYaIbE

1 dapmarnieBTuueckas | 101
CcyoCTaHLIVSI CTIUPTA
STUJIOBOTO (3TAHOM)

Utoro
[Mpunoxkenne N 5
K [IpaBunam npencraBieHUs
JeKaapaiuit 06 06beMe Mpou3BOICTBA,
obopora u (MJI1) UCIIO/Ib30BaHMS
(dhapmaleBTM4YeCKO CyOCTaHIMM CITUPTA
STUJIOBOTO (3TAaHO/A), a TAKXKeE
MIPOU3BOACTBA, U3TOTOBIEHUS
1 (M) 060poTa (3a UCKITIOUEHNEM
PO3HUYHOV MPOJAKN) COUPTOCOAEPKALINX
JIeKapCTBEHHbBIX MpernapaToB
U (M) CIUPTOCOAEpsKalnX
MeIUUMHCKUX U3IeINit
(bopma)
k| [ [ ]]]
KIIIT | | | | Crp. 001
OEKIAPALLNA
06 o6beme Nnpon3BoACTBa, U3rOTOBAEHNS U 060pOTa (3@ NCKIIOYEHNEM
PO3HUYHON NPOAaXK1) CMUPTOCOoAEePKALLMX NeKapCTBEHHbIX NpenapaTos
n (nnn) cnupTocoaep Kalmx MeaULNHCKUX n3aesni
Bun nokymeHTa | | mepBUYHBIN; | | KOPPEKTUPYIOIIMIA; HOMep KOPPEKTUPOBKA
(Hy>KHOE OTMETUTH 3HAKOM V)
OT4YeTHBIN MTEPUO, YKa3bIBAETCS [P Caue 3al 3all 3a Il 3alV
oTyeTra KBapTasn; KBapTasn; KBapTas; KBapTaJl

(Hy>KHOE OTMEeTUTH 3HaKOM V)

OTYeTHBIN rof,

(nonHOe HamMeHoBaHMe opraHunsauunn, nHanBMayaJibHoOro ﬂpe,EI,I'IpI/IHI/IMaTeJ'Iﬂ)

Anpec (MecTo HaxoXXaeHus) opraHnsaunn/Agpec (MecTo XnTesbCcTBa)
VHOWBUAOYaANbHOrO npegnpuHuMaTens

ITouTOBBIN UHIOEKC

Kop pernona PaiioH _

Fopoa/HaceneHHbI NYHKT
[loMm Kopnyc/cTpoeHune

TenedoH (dakc)

Ynnua




Anpec 3/1eKTPOHHOW MOoYTbl OpraHmM3auun, MHAWBMAOYANLHOrO NpeanpuHUMaTens

Leknapaumna npeacrtasiieHa B popMe 3/IeKTPOHHOIro JOKYMeHTa

Data " " 20_r.
Nma cdanna
i

kirt | { ||| {[]]]crp. 002

Aopeca MeCT OCyWeCcTBJIeHUA AeATeNIbHOCTU/MECT (PaKTUYEeCKOW OeATeNbHOCTU

NMHOnBMAyaJibHOro npegrnpuHnMmaTens

KIIII

HOHTOBbﬁiMHﬂGKCl

Kopg peruona

PaiioH _

Fopoa/HaceneHHbIN NYHKT
oM, kopnyc/cTpoeHune

Ynnua

KIIII

ITouTOBBIN UHIEKC |

Kop, pernona

Parion _

Fopoa/HaceneHHbIN NYHKT
Jom, Kopnyc/cTpoeHune

Ynnua

KIIII

HhoOBbﬁ&MHaeKcl

Kopg peruona

Paiion

Fopoa/HaceneHHbI NYHKT
oM, kopnyc/cTpoeHune

Ynuua

KIIII

ITouyTOBBIN UHEKC |

Kop pernona

PaiioH _

Fopoa/HaceneHHbIN NYHKT
[om, Kopnyc/cTpoeHune

Ynuua

KIIII

ITouTOBBIN UHIEKC |

Kopg peruona

Paiion

Fopoa/HaceneHHbI NYHKT
oM, kopnyc/cTpoeHune

Ynnua

KIIII

ITouTOBBIN UHEKC |

Kop pernona

PaiioH _




Fopoa/HaceneHHbIW NYHKT
Howm,

Koprnyc/cTpoeHune

Ynunua

OEKJTAPALLINA
06 o6beme Npon3BoACTBa, M3roToBNAEHUS 1 06opoTa (3a NCKIOYEHNEM

n (Mnn) cnupTocodepXXawmx MeanUnHCKNX n3gennin

PO3HUYHOW MPOAAXKMN) CMNPTOCOAEPKALLNX NIEKAPCTBEHHbIX NpernapaTos

(OekannTpos)
N | Bug npomykuyun Kopg Bupga Hcronb30BaHoO Hcronb30BaHoO OcTaTtok [Ipouss:
/1 MpoAyKIiuK | papMalieBTUUECKON | STUIIOBOTO CIIMpPTa | HA Havaio | (M3TOTO:
CcyOCTaHLIM CIIUPTA | HA TPOU3BOICTBO OTYETHOTIO | C HavaJl:
3TUJIOBOTO (M3roTOBIIEHME) rnepmuona | OTUYETHC
(3TaHoONa) Ha CIIMPTOCOTEpsKALINX TepuoL;
ITPOM3BOACTBO MeIUIIMHCKUX
(M3TOTOBJIEHNUE) uspenui
CIIUPTOCOAEPKAIIMNX
JIEKapCTBEHHBIX
rperiapaToB U (UJIN)
CIIMPTOCOAEPKALINX
MeIUIIMHCKUX
U3nennit
A |1 2 3 4 5 6
CBepneHusI 110 OpraHmM3aly/MHANBUAYATbHOMY ITPeANPUHUMATEIO
1 CrimpTroconepskamye | 102
JIeKapCTBeHHbIE
mmpenaparsl I
MeIUIIMHCKOIO
MIpVMeHeHUs
2 Crimproconepsxkamue | 103
JIeKapCTBEHHbIE
mpenaparsl IJIs
BeTEepUHAPHOI'0
MpUMeHeHUs
3 CrmpToconepskaiiue | 104
MeIUIIMHCKUE
u3genns
Utoro
CBegmeHus 1o o60ocobeHHOMY TToapasaenenuio (¢ ykasanuem MHH, KIIIT u agpeca)/11o MHAMBUIYaIbE
1 CriMpTocoaepskaliue
JIeKapCTBeHHbIE
mpenaparbl IJs
MeIUIIMHCKOIO
MIpUMeHeHUs




2 CrimpTocoaepskaiiye
JIeKapCTBEHHbIE
rnpenaparsl IJIs
BeTEepUMHAPHOTO
pUMeHeHUs

3 CripTocoaepskaiiye

MeIULIMHCKME
U3Oenus
Utoro
[Tpunoxenwne N 6
K [IpaBunam npencraBieHUs
neknapauuit o6 o6beme Mpon3BO/ICTBA,
obopoTa ¥ (M) UCII0Ib30BaHMS
dhapMmalleBTHMUeCKOM CyOCTaHIIMM CIIMPTa
S5TUJIOBOTO (3TAHOJIA), a TaKKe
MPOU3BOACTBA, U3TOTOBJIEHUS
" (1) 060poTa (3a UCKITIYeHeM
PO3HUYHOJ MPOJAKN) COUPTOCOAEPKAIINX
JIeKapCTBEHHbIX IIpernapaToB
U (MIN) COUPTOCOAepsKaIInX
MeIULVMHCKUX U3IeINit
(bopma)
k| [ ] ]]]
kit | { ||| ]]]|cp. 001
OEKJIAPALNA
06 obbeMe 3aKynKu CNMPTOCOAEPKALLNX NIEKAPCTBEHHbLIX NpenapaTos
n (nnn) cnupTocoaep>XXawmx MegnuUnHCKNX n3gennin
Bupn nokymeHTa | | IepBUYHBIN; | | KOPPEKTUPYIOLLUIA; HOMep KOPPEKTUPOBKA
(Hy>)KHO€e OTMeTUTb 3HaKOM V)
OTueTHBIN ITepUOJ, YKa3bIBAETCS IIPU Caave 3al 3all 3a III 3alVv
oTyeTa KBapTasn; KBapTasn; KBapTas; KBapTasl

(Hy>KHOE OTMETUTh 3HaKOM V)

OTueTHBIN rof,

(monHoe HaumMeHoBaHMe opraHunsauunn, nHOnBMAyaJibHOro I'Ipe,EI,I'IpI/IHI/IMaTeﬂﬂ)

Appec (MecTo HaxoXXaeHus) opraHunsaunn/Agpec (MecTo XnTesnbCcTBa)

nHaomnBmMAayaabHoOro npeanpuHnNMmaTena

ITouyTOBBIN UHIEKC

Kop pernona

PaiioH _




Fopoa/HaceneHHbIW NYHKT Ynnua
oM Kopnyc/cTpoeHune
TenegoH (akc)
AQpec 3/eKTPOHHOW MOYTbl OpraHu3auun, MHAWBMUAYANILHOrO MNpeanpuHUMaTens

Jeknapauuns npeacrasyieHa B PopMe 3JIEKTPOHHOI0 OKYMeHTa
Hata "_ " 20_r.
Nma dhanna

VHH

KIIII Crp. 002

KIIII

AQpeca MeCT OCyWecCcTB/eHUA AeATesIbHOCTU/MeCT (aKTUYeCKOW OeATeNbHOCTU
VHOWBUAYANIbHOrO npegnpuHuMaTens

[TouTOBBIN MHIEKC Kop pernona PaiioH _

Fopoa/HaceneHHbIN NYyHKT Ynnua
oM, kopnyc/cTpoeHue

KIIII | |

ITouyTOBBIN UHEKC | | Kop pernona PaiioH

Fopoa/HaceneHHbIW NYHKT Ynuua
oM, kopnyc/cTpoeHune

KIIII | |

ITouTOBBIN MHIOEKC | | Kop pernona PaiioH _

Fopoa/HaceneHHbIN NYHKT Ynnua
[om, Kopnyc/cTpoeHune

KIIII | |

ITouTOBBIN UHIEKC | | Kopg perunona Paiion

Fopoa/HaceneHHbIW NYHKT Ynnua
om, Kopnyc/cTpoeHue

KIIII | |

[TouTOBBIN MHAEKC | | Kop permnona PaiioH _

Fopoa/HaceneHHbI NYHKT Ynuua
[om, Kopnyc/cTpoeHune

OEKJTAPALNA



06 ob6beMe 3aKynKku CNMpTOCOAEPXKALLUNX JSleKapCTBEHHbIX NpenapaToB
n (nnwn) cnupTocoaep Kalmx MeaULNHCKUX n3aesnin

Pazpen |

(hekannTpos)

/1

Bupa nnpoaykuyn

Koz Bupa
MIPOAYKIIUN

CBemeHMs O MPOU3BOAMUTEIIe/MMITIOpTEpE

CBeeHMsI O ITOCTABIII

HauMeHOBaHMe
MIPOM3BOAUTEJISI/MMITOPTEpa

VHH

KIIIT

HaMeHOBaHMe
ITIOCTaBIIMKa

azipe

1

2

3

4

6 7

CBe,E[eHI/IH 110 OpI‘aHI/IBaLU/II/I/I/IH,E[I/IBI/I,ZLyaI[bHOMy InpearnpmHMMaTe/11o

CrMpTocoaepskaliue
JIeKapCTBEHHbIE
rpernaparsl Ajisi
MeIUIMHCKOTO
MpUMeHeHUs

102

CrimpTocoaepskaiiye
JIeKapCTBEeHHbIE
penaparsl IJ1s
BeTepMHAPHOTO
MIpUMeHeHUs

103

CrnupTocopepsKalie
MeIOULIVHCKIE
U3genms

104

Utoro

CBemeHus 1o o6ocobeHHOMY Ioapasaenenuio (¢ ykasanuem MHH, KIIIT u agpeca)/11o MHAMBUILYaTbE

IesTeJIbHOCTU)

Crnuprocoaepskaliue
JieKapCTBEeHHbIe
Tpernaparhl IJis
MeIUIMHCKOTO
MIpUMEeHeHNs

102

CrMpTocoaepsKaliye
JIeKapCTBEHHbIE
nperaparsl 4jisi
BeTEepUHAPHOIO
MIpUMeHeHUs

103

CrimpTocoaepskaiiye
MeIULIMHCKKEe
usnenns

104

HTtoro

OEKJTAPALINA
06 06beMe 3aKynKnM CNMPTOCOAEpP KaLLMX eKapCTBEHHbIX NpenapaTos



n (nnn) cnmpTocoaepXalmx MeguUnUHCKUX n3aenni

Pazpen ll

(OekannTpos)

I/

Bun nnpoaykuyn

Kog Bupa
MPOOYKLIVN

CBeneHMs O IPOU3BOAUT eI/ MMIIOPTEpE

CBemeHMS O IOCTAaBIII]

HaMeHOBaHNe
IMPOM3BOANUTEIST/UMIIOpTEpPa

VHH

KIIIT

HayMeHOBaHMe
MOCTaBII KA

azipe

1

2

3

4

CBe,ELEHI/IH I10 OpI‘aHI/IBaLU/II/I/I/IH,E[I/IBI/I,ZLya]'[bHOMy InpearnpmHMMaTe/ro

CrMpTocoaepskaliue
JIeKapCTBEHHbIE
rpernaparsl Ajisi
MeIUIMHCKOTO
MpUMeHeHUs

102

CrimpTocoaepskaiye
JIeKapCTBEeHHbIE
penaparsl IJ1s
BeTepMHAPHOTO
MIpUMeHeHUs

103

CrnpTocopepsKalie
MeIOULIVHCKIE
U3genns

104

Utoro

CBemeHus 1o o6ocobeHHOMY Ioapasaenenuio (¢ ykasanuem MHH, KIIIT u agpeca)/11o MHAMBUILYaTbE
(akTMUecKoii nesITeTbHOCTH)

Crnuprocoaepskaliue
JieKapCTBEeHHbIe
Tpernaparhl IJis
MeIUIMHCKOTO
MIpUMEeHeHNs

102

CrMpTocoaepskaliye
JIeKapCTBEHHbIE
nperaparsl 4jisi
BETEepUHAPHOIO
MIpUMeHeHUs

103

CrimpTrocoaepskaiiye
MeIULIMHCKKEe
usnenns

104

HTtoro

IIpunoxkenue N 7

K HpaBI/IJ'IaM rnmpeancraB/JI€HUS



Iekyiapanuit 06 o6beme MPOU3BOJICTBA,
obopoTa ¥ (M) UCIIOIb30BaHUS
(dbapmareBTMUeCKOM CyOCTaHIIMY CITUPTA
S5TUJIOBOTO (3TAHOJIA), a TaKKe
IIPOU3BOJCTBA, U3TOTOBJIEHUS

" (M) 060poTa (3a UCKITIYeHeEM
PO3HUYHOM IMPOLAKN) CIUPTOCOLEPKALIMUX
JIeKapCTBEHHBIX ITpernapaToB

U (MJIN) COUPTOCOAepsKaIInx
MeIULMHCKUX U3Lennil

(bopma)
e || [ ]]] |
amt] 111111 e oot
OEKNAPALNA
06 obbeMe NocTaBKM CNNPTOCOAEPKALLNX NIeKapCTBEHHbIX NpenapaTos
n (nnn) cnmpTocoaepXalmx MeguUUHCKUX n3aenni
Bun nokymeHTa | | mepBUYHBIN; | | KOPPEKTUPYIOLLIA; HOMEep KOPPEKTUPOBKU
(HYy’)KHO€e OTMeTUTDb 3HAaKOM V)
OTueTHBIN ITEPUO, YKa3bIBAETCS IIPU Caaue 3al 3all 3alll 3alVv
oTyera KBapTasn; KBapTasn; KBapTas; KBapTasnl

(Hy>KHOE OTMETUTb 3HaKOM V)

OTYeTHBIN rof,

(monHoe HanmMeHoBaHMe opraHunsauunn, nHanBMAyaJibHoOro I'IpeJJ,I'IpI/IHI/IMaTeJ'IFI)

Appec (MecTo HaxoXXaeHus) opraHunsauunn/Agpec (MecTo XnUTenbCcTBa)

NMHONBMAYaJibHOro npegnpuHnMmaTens

ITouyTOBBIN UHIEKC

Kop pernona

PaiioH _

Fopoa/HaceneHHbIV NYHKT

[loMm Kopnyc/cTpoeHune

Ynnua

TenedoH (dakc)

Anpec 3J'IeKTpOHHOVI MO4YTbl OpraHMsauunn, NMHOUBMNAYaJIbHOIro npeanpmnHnmMmaTens

Heknapauna npencrasseHa B hopMe 3/1IeKTPOHHOIo AOKYMEHTa

fata " " 20 .
Nma danna

| [ || []]

KIIIT | | | | Crp. 002

Appeca MeCT OCYLWeCTBAEHUS OesATeNlbHOCTU/MeCcT (haKTUYEeCKON OesTeslbHOCTU



nHamnBmMaAyasabHOro npeanpuHnMMaTena

ITouTOBBIN UHIEKC

Kop pernona PaiioH _

Fopoa/HaceneHHbI NYHKT
oM, kopnyc/cTpoeHue

Ynnua

KIIII |

ITouTOBBIN UHIEKC |

Kop pernona Parion _

Fopoa/HaceneHHbIW NYHKT
oM, Kopnyc/cTpoeHue

Ynunua

KIIIT |

[TouTOBBIN MHIEKC |

Kop pernona PaiioH _

Fopoa/HaceneHHbI NYHKT
oM, Kopnyc/cTpoeHune

Ynnua

KIIII |

ITouyTOBBIN UHIEKC |

Kop pernona PaiioH _

Fopoa/HaceneHHbIN NYHKT
dom, Kopnyc/cTpoeHune

Ynunua

KIIII |

[TouTOBBIN MHIEKC |

Kopm pernona Paiion

Fopoa/HaceneHHbI NYHKT
oM, kopnyc/cTpoeHue

Ynuua

OEKJIAPALMA
06 obbeMe NoCcTaBKM CNNPTOCOAEPKALLNX NIeKapCTBEHHbIX NpenapaTos
n (Mnn) cnupTocomepawmx MegnuUNHCKNX n3gennin

Paspen |
(hekannTpos)
N | Bug nnpomykuum Kog Buna CBeneHus o ripousBoauTene/umioprepe | CBemeHMs O MOJTydaTe
/1 MPOIYKIIM
HauMeHOBaHue VHH |KIIII | HauMeHOBaHMe | agpe
MIPOU3BOAUTEISI/MMIIOPTEPA roJryJyaress
A |1 2 3 4 5 6 7




CBeneHus o OpI‘aHI/ISaLU/II/I/I/IHI[I/IBI/I,ILyaJ'[bHOMy npearnpuHMMaTe 10

Crnuprocoaepskaniue
JIeKapCTBEHHbIE
rpenaparhl JJis
MeIUIMHCKOTO
MIpUMEHEeHUS

102

CnupTocopepskariye
JIeKapCTBeHHbIe
Tpernaparsl st
BeTepMHAPHOTO
TIpUMeHeHUsI

103

CriMpTocoaepskaliue
MeOULMHCKUe
usmenus

104

Htoro

CBegeHus 1o 060cob6eHHOMY Toapasaenenuio (¢ ykasanuem MHH, KIIIT u agpeca)/1io MHIMBUIYaJIbE
(akTrUeckoit gesiTeTbHOCTH)

CrimpTocoaepskaiiye
JleKapCTBEeHHbIE
penaparbl IJ1s
MeIULIMHCKOTO
MIpUMeHeHUs

102

CrnpTocopepsKalie
JIeKapCTBEeHHbIe
rpenaparhl JIjis
BeTepPMHAPHOIO
MIpUMeHEeHUS

103

CrnuprocoaepsKkaiiue
MeaVIIVHCKIE
U3IeIns

104

HUtoro

OEKNAPALNA
06 ob6beme NocTaBKM CNMPTOCOAEPKALLUNX JlIeKapCTBEHHbIX NpenapaToB
n (nnwn) cnupTocoaep Kalmx MeaULNHCKUX n3aesnnin

Pazpen ll

(hekannTpos)

/1

Bup nponykuumu

Koz Bupa
MIPOAYKIUN

CBefeHMs O MPOU3BOAMUTEIIe/MMITIOpTEpE

CBe,H,EHI/IH O I1oJry4yare




HauMeHOBaHue MHH | KIIII | HaumeHOBaHMe | agpe
MMPOM3BOANUTEIISI/UMIIOpTEpPA MOTy4YaTest
1 2 3 4 5 6 7

CBeneHMsI 10 OpraHU3aLUM/UHAVBUAYAJTIbHOMY MIPEeATIPUHUMATEITIO

CrnmprocoaepsKkamiue
JIeKapCTBEHHbIE
Tpernaparhl Jjis
MeIUIMHCKOTO
MIpUMeHEeHNs

102

CrnuprocoaepsKkaiiue
JIeKapCTBeHHbIe
rpernaparsl st
BeTepUHAPHOTO
TIpUMeHeHUsI

103

CripTocoaepskaiiye
MeOULIMHCKUe
usgenus

104

Htoro

CBegeHus 1o o60cob6aeHHOMY Toapasaenenuio (¢ ykasanuem MHH, KIIIT u agpeca)/1io MHIMBUIY bl

IesSTeIbHOCTN)

CrimpTrocoaepskaliye
JIeKapCTBEeHHbIE
mpenaparsl IJ1s
MeJUIIMHCKOTO
MMpVYIMEeH eHUS

102

CrnupTocopepsKalie
JieKapCTBEeHHbIe
Tpernaparhl IJis
BeTepPMHAPHOIO
MIpUMeHEeHNS

103

CrMpTocoaepskaliue
MeJIULIMHCKIE
U3aenus

104

HUtoro

ITpunoxennue N 8

K [IpaBuaam nmpeacTaBjieHUsT
Ieknapauuit 06 o6beMe Mpou3BO/ICTBa,
obopoTa u (M) UCII0JIb30BaHUS
dbapmalieBTHMYeCKOi CyOCTaHIMM CITUPTa
STUJIOBOTO (3TAaHO/1A), & TAKXKe
MPOU3BOJICTBA, MU3TOTOBJIEHMS



1 (un) o60poTa (3a UCKITIUEHV EM
PO3HUYHOM ITPOLAKN) CIUPTOCOLEPKALINUX
JIeKapCTBEHHbIX IIpernapaToB

U (MWIN) COUPTOCOOepiKallnx
MeIUUMHCKUX U3TEINit

(dopma)
|| [ []] |
KIIII | | | | Crp. 001
OEKJIAPALNA
06 o6beme obopoTa cnMpToCOoAEP)KALLMX NEKAaPCTBEHHbIX NpenapaTos
n (Mnn) cnupTocoaep>XXawmx MeanUnHCKNX n3gennin
Bun nokymeHTa | | mepBUYHLIN; | | KOPPEKTUPYIOLLIA; HOMEep KOPPEKTUPOBKU
(HYy’)KHO€e OTMeTUTDb 3HaKOM V)
OTueTHbIN NTePUOJ, YKa3bIBAETCS IIPU Caaue 3al 3all 3a III 3alVv
oTYeTa KBapTasn; KBapTan; KBapTai; KBapTasu

(Hy>KHOE OTMETUTb 3HaKOM V)

OTYeTHBIN rof,

(monHoe HanmMeHoBaHMe opraHunsauunn, nHOnBMAyaJibHOro I'Ipe,EI,I'IpI/IHI/IMaTeﬂﬂ)

Appec (MecTo HaxoXXaeHuns) opraHunsaunn/Agpec (MecTo XnTesnbCcTBa)
WHOMBMOYANIbHOrO npeanpuHuMaTens

[TouTOBBIN MHIEKC

Kopg peruona

Pajiion

Fopoa/HaceneHHbI NYHKT

oM Kopnyc/cTpoeHune

TenedoH (dakc)

Ynnua

ALpec 3M1eKTPOHHOW MOYTbl OpraHM3auun, MHAUBMAYAJIbHOrO MpeanpuHUMaTens

Leknapaumnsa npeacrtasiieHa B popMe 3/IeKTPOHHOIM0 OKYMeHTa

Oata " " 20 .
Nma danna

v | [ ||| ||

x| | 11171 ] crp. 002

Alpeca MeCT OCYLIeCTBAeHUs NeATeNbHOCTU/MeCT (PakTU4YeCcKol AesTeNlbHOCTU
WHOMBUAYANIbHOrO NpeanpuHuMaTens

ITouTOBBIN UHIIEKC

Kop peruona

PaiioH _




Fopoa/HaceneHHbIW NYHKT

Ynunua

oM, kopnyc/cTpoeHune

KIIII |

ITouTOBBIN UHIIEKC | Kop peruona

PaiioH _

Fopoa/HaceneHHbI NYHKT

Ynnua

oM, Kopnyc/cTpoeHune

KIIII |

ITouTOBBIN UHIEKC | Kopg peruona

PaiioH _

Fopoa/HaceneHHbIW NYHKT

Ynnua

oM, Kopnyc/cTpoeHue

KIIIT |

ITouTOBBIN UHIEKC | Kopg peruona

PaiioH _

Fopoa/HaceneHHbI NYHKT

Ynnua

[loM, Koprnyc/cTpoeHune

KIIII |

ITouTOBBIN UHIEKC | Kopg perunona

PaiioH _

Fopoa/HaceneHHbIN NYHKT

Ynunua

oM, kopnyc/cTpoeHune

OEKNAPALUNA

06 o6beme obopoTa cnupToCoAepKaLLMX NEeKAaPCTBEHHbIX NpenapaToBs

n (Mnn) cnupTocoaepXalmx MeguUnUHCKUX n3aenni

(nekannTpos)
N | Bug npomykuyun Kopg Bupga OcTaTok [TomyyeHo ¢ Hauasia OTYETHOrO Iepuoga
/1 MPOAYKLIMM | HA HAYaJI0
oTyeTHOrO | BCETO | B TOM uKcCIe
neprona 1o 1o BHyTpEHHee |BO3I
Poccuiickoit | uMIIOpTy |iepeMeltieHue | 1o
denepauun
A |1 2 3 4 5 6 7 8
CBeneHMsI 1O OpraHM3alUn/MHAVNBULYAJIbHOMY MIPeANpUHUMATEII0




1 Crimproconepsxkaiye | 102 X
JleKapCTBEeHHbIE
rperaparsbl 1J1s1
MeIUIIMHCKOIO

MIpUMeHeHUs

2 Couproconepxkanine | 103 X
JIeKapCTBEeHHbIE
rpernaparsl 1J1s1
BeTepMHAPHOTO
MpUMeHeHUs

3 CrimpTtoconepskaiiue | 104 X
MeJIUILIMHCKIE
U3aenus

HUtoro X

CBegneHus 1o o60cobeHHOMY oA pasaenenuio (¢ ykasanuem MHH, KIIIT u agpeca)/1io MHAMBUILYabE

1 Crimproconepsxkamye | 102
JIeKapCTBEeHHbIE
mnpenaparsl IJIs
MeIUIMHCKOTO

MIpUMeHeHUs

2 Couproconepxxamiue | 103
JleKapCTBEeHHbIE
npernaparsl 1J1s1
BeTepMHAPHOTrO
MpUMeHeHUs

3 CrmpTtoconepskauiue | 104
MeJIULIMHCKIE
U3aenus

HUtoro

VTBepXaeHbl

MMOCTaHOBJ/IeHMeM [IpaBuTenbCTBA
Poccuiickoit @enepatin

ot 20 anpesnsg 2019 1. N 472

M3MEHEHNA,
KOTOPBIE BHOCATCA B IOCTAHOBJIEHUE ITPABUTEJIbCTBA
POCCUNCKOM ®EOEPALIMU OT 19 MUIOHA 2006 T. N 380

1. A63a11bl BTOPO¥ U TPeTHii ITyHKTA 2 U3JIOKUTH B CIeAYIOIIei peTaKin:

"IOCTOBEPHOCTh yueTa 06beMa IIPOU3BOICTBA STUIOBOTO CIIMPTa (3a MCKII0UeHeM hapMaleBTUYeCKOii
CyOCTaHIMM CIIMPTA STMIOBOTO (3TAHOJIA), aJTIKOTOJIBHOM U CIIMPTOCOAEPKAIIEeli TPOIYKIIUY OIpeaeIseTCs
C YUETOM TOTEPb, BO3HUKAIIINX ITPU IMTPOMU3BOJICTBE ITUIOBOTO CITUPTA, aJIKOTOJIbHOM 1
CIIMPTOCOAEPIKAIIEeN TPOAYKIMM B IIpeiesiaX HOPM eCTeCTBeHHO yObUIM, ¥ IIOTrPEITHOCT M3MePeHMIA,
IOITyCKaeMOi aBTOMaTUYEeCKMMMU CPeICTBaMM M3MepeHMs M yueTa KOHLIeHTpalyy 1 06beMa 6e3BOTHOrO
CIMpPTa B TOTOBO MPOAYKILMY, 00beMa TOTOBOI MPOAYKIINN;



IOCTOBEPHOCTH yueTa 06'beMa 060poTa (3a UCKIIUeHeM PO3HUYHO MPoJaxu) STUIOBOTO ciupTa (3a
UcKIoueHreM hapMaleBTUYecKoi CyOCTaHLIMM CIIMPTA STUIOBOTO (3TaHOJIA), AIKOTOIBbHOM U
CIMPTOCOAEepsKalieli MPOLYKIMY ONIpeAeNsieTCs C yYeTOM IIOTePb, BO3HMUKAIOUIMX MIPY 060pOTe yKa3aHHO!
MIPOAYKIMM B ITpefiesiax HOPM eCTeCTBeHHO yObLIn.".

2. B IIpaBuiax yuetra o6beMa IMpOU3BOACTBA, 000pOTa M (MJIN) MUCIIOIb30BAHMS STUIOBOTO CITUPTA,
aJIKOTOJIbHOM ¥ CIUPTOCOAepsKalleii MPOAYKIMM, a TAKKe ydeTa MCII0Ib30BaHMs TPOU3BOACTBEHHBIX
MOIITHOCTe, 06'beMa COOpaHHOT0 BMHOTPaia ¥ BUHOTPaia, MCII0JIb30BaHHOTO JIJIs1 TPOM3BO/ICTBA
BUHOJEIbYECKOM MPOAYKIMM, YTBEPKAEHHBIX YKa3aHHBIM [TOCTAHOBJIEHMEM

a) MyHKT 1(1) U3JIOKUTH B ClIeAyIouei pegakumnn:

"1(1). Hactrosiuue IIpaBuiia He pacIpoOCTPaHSIIOTCS Ha yueT o6bemMa IMpou3BOICTBa, 060poTa U (MIIn)
MCII0Tb30BaHMs apMalleBTHUUeCKO¥ CyOCTaHIMY CIIMPTa 3TUIOBOTO (3TAHOJA), a TakKe Ha yueT 0ObeMa
MPOM3BO/ICTBA, M3TOTOBAEHMS U (MJIM) 060pOTa CIIMPTOCOAEPXKAIIMX JIEKAPCTBEHHBIX MIPEIapaToB U (M)
CIIUPTOCOAEPKAINX MeOUIIMHCKUX U3 e/TNIA.

Hactosimye ITpaBuia mpMMeHSIIOTCS B OTHOLIEHMM yyeTa 00'beMa 3aKyIKM STUJIOBOTO CIIMPTA U eTro
MCTI0J/Ib30BaHUS IJIS1 TIPOU3BO/ICTBA CIIMPTOCOAEP KAIIMX JTIEKAPCTBEHHBIX TIPerapaToB U (Uin)
CIIUPTOCOAEPKAIINX MEIULIMHCKUX U3AeJINiA, a TAaKKe B IIPoIlecce MPOU3BOICTBA APYTUX JIEKAPCTBEHHBIX
CpeAcTB U (MIM) MeOULIMHCKUX U3OeInii.";

6) ab63a1] TpeTuii MyHKTa 4 TPU3HATb YTPATUBIIUM CUITY;
B) MOJAMYHKT X" MTyHKTa 5 MPU3HATh YTPATUBIIUM CUTY;
T) JOTIOJTHUTH IyHKTOM 5(1) ciemytomiero comepskaHusi:

"5(1). YueT o6bemMa 3aKyIKM U UCITOTb30BAHMSI STMIOBOTO CITMPTA IPOU3BOAUTCS B OPTaHM3AIIMSIX,
KOTOPBI€ OCYIECTBJISIOT IPOU3BOACTBO CIIMPTOCOAEPXKALIMX JIeKaPCTBEHHbBIX ITPernapaToB U (MIn)
CIIUPTOCOAEPKAIIUX MEIULIMHCKUX U3AeJINI, UCTIONb3YIOT STUJIOBBIN CIIUPT B MpoIecce MPOu3BOACTBA
IPYTUX JIEKapCTBEHHBIX CPENCTB U (MJIN) MEeAUIIMHCKUX U3TENNUN, a TAKXKe Y KOTOPBbIX €MKOCTU JIJIST
MMPMEMKM 3TUIOBOTO CITMPTA OCHAIIeHbl aBTOMATUYECKMMU CPeaCTBAMM.

VueT 06beMa 3aKYIKM M MUCIIOTb30BaHMS STWJIOBOTO CIIMPTA OpraHu3alusiMiu, yKa3aHHbIMM B ab3alie
IIepPBOM HACTOSIIIET0 MYHKTA, OCYIIECTBJISIETCS C IIPUMMEHEeHeM TeXHUYEeCKMUX CPeJIiCTB. " ;

II) DOTOJHUTb MYHKTOM 8(1) c/ieIyro1ero Coiepskanms:

"8(1). Ins yyeta o6beMa 3aKyIKM U UCTIOJIb30BaHMSI TUIIOBOTO CIIMPTA UCIIOIb3YIOTCS CJIeIyIole
roKa3aTesn:

00beM 3aKyIJIEHHOTO 3TUJIOBOTO CITUPTA;
06beM 6e3BogHOrO (100-ITPOIIEHTHOTO) CIIMPTAa B 3aKYIJIEHHOM 3TUJIOBOM CITMPTE;
KOHIIeHTpaIusi 6e3BOJHOIO CIIMPTAa B TOTOBOI MPOIYKLINN.";

e) B nyHKkTe 10 cjioBa "3HavyeHue mokasaTess, IpegyCMOTPEHHOI0 MOAITYHKTOM "B" ITYHKTA 8 HACTOSAIIIUX
[IpaBui” 3aMeHUTH CJIOBaMU "3HaueHus IoKaszaresei, IpesyCMOTPEeHHbBIX IMOAITYHKTOM "B" IIYHKTA 8 U
nyHKkToM 8(1) HacTosiuumx [TpaBun”;

3K) TIYHKT 11 M3JIOKUTH B C/IeAYIONIei pefakiumn:

"11. 3HaueHus1 MOKa3aTeseii, UCIIOJIb3yeMbIX JIJIsl yyeTa oo'beMa ITpOU3BOICTBA, 060poTa U (MJIN)
MCIT0JIb30BaHMSI TPOIYKLIMY (PUKCUPYIOTCS OPTaHU3AIMSIMHU B SKypHaJIe yueTa 06beMOB ITPOU3BO/ICTBA U
obopoTa (3a MCKIIOUEeHMEM PO3HUYHOI ITPOIAKN) U (MJIX) UCTI0TIb30BaHMSI IJIs1 COOCTBEHHBIX HYK]T
3TUJIOBOTO CIIMPTA, aJIKOTOIbHOM U CIIMPTOCOAepsKalleil MPOayKIUN.



3HaveHMe TI0Ka3aTessl, MCII0Ib3YeMOTO Py yueTe 06bemMa MPOAYKIMM, YKa3aHHOTO B ab3aile BTOPOM
MMyHKTa 2 HacTosmux [IpaBui, GuKcupyeTcss opraHu3aliyei B XKypHajie yueTa UCII0Ib30BaHUSI MOIITHOCTe
T10 MPOM3BOJCTBY STUJIOBOTO CIIMPTA U aJIKOTOJIbHOM MPOAYKIIMHA C UCIIOJb30BaHMEM 3TUIOBOTO CIIUPTA,
dbopma 1 MopsaoK 3am0THEHMSI KOTOPOTO YCTaHABIMBAIOTCSI MuHMcTepcTBOM (huHaHCOB Poccuiickoit
®enepauun.”.



