NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

I[TOCTAHOBJIEHUE
ot 20 aripesnist 2019 1. N 472

O TIOPSIIKE
VUETA U JEKJIAPVPOBAHUS OBBbEMA ITPOU3BO/ICTBA,
OBOPOTA U (WIW) UCTTOJIb30BAHUS ®APMALIEBTUUECKOIA
CYBCTAHLINU
CITMIPTA STWIOBOTO (3TAHOJIA), A TAKXKE ITPOU3BOJICTBA,
V3TOTOBJIEHUS U (WJIV) OBOPOTA (3A UCKJTIOUEHUEM PO3HUYHOIA
TIPOJIAXKW) CITMPTOCOIEPKALINX JIEKAPCTBEHHBIX I[TPEITAPATOB
Y (WIV) CIIUPTOCOIEPKAIIMX MEIULIMHCKUX U3IEIUI U O
BHECEHWU
VI3MEHEHWI B [IOCTAHOBJIEHUE ITPABUTEJIBCTBA POCCUICKOM
®EIEPALIY OT 19 UIOHS 2006 T. N 380

IIpaBuTenbCcTBO Poccuiickoit ®eaepalinyt IOCTaHOBIISIET:
1. YTBepauTh mpuiaraeMsie:

[TpaBuia yueta o6bemMa ITPOU3BOICTBA, 000POTa U (MJIN) UCIIOIb30BaHMS
dbapmalieBTM4YeCKOV CyOCTaHIIMM CIIUPTA STUIOBOTO (3TAHOJIA), a TAaKKe
MIPOMU3BOJCTBA, U3TOTOBIEHUS U (MJIM) 000pOTa (32 UCKITIOUEHNEM
PO3HUYHOI MPOAAKN) CIIMPTOCOEPKANIMX JIeKAPCTBEHHBIX MIPEIapaToB U
(Mn) ciupTocoaepXKalux MeIUIIMHCKUX U3 eNni;

[TpaBwia rpeacTaBaeHus Aeknapaimii 06 o6beMe NMPOU3BOACTBA, 060pOTa
1 (M) UCIIO/Tb30BaHMsI (papMalleBTMUECKOM CyOCTaHIIMM CIIMPTA
STUJIOBOTO (3TAaHOJIA), a TaKXKe MPOMU3BOIACTBA, U3TOTOBIEHUS U (UIIN)
o6opoTa (3a UCKII0UEeHMEeM PO3HUYHON MPOJAKM) CIIMPTOCOAEPIKAIINX
JIEKapCTBEHHBIX TIpernapaToB U (M) CIUPTOCOLAePXKAIIUX MeIUIIMHCKUX
U3IeNnii;

M3MEHEeHMs], KOTOPbIe BHOCSTCS B IMIOCTaHOBJIeHMe [IpaBuTenbCcTBa
Poccuiickoit ®emepanyu ot 19 mwons 2006 . N 380 "O6 yueTe o6beMa
MIPOM3BOJICTBA, 060pOTa M (MJIM) UCIIOIb30BaHMS STUIOBOTO CIIMPTA,
QJIKOTOJIBHOM U CIIMPTOCOAepsKallel MPOaYyKIMN, a TAaKKe yJyeTe
MCII0Tb30BaHMS MIPOMU3BOACTBEHHBIX MOIITHOCTEH, 00beMa COOpaHHOTO
BUMHOTpAaZa ¥ BUHOTPaa, UCIOIb30BAHHOTO IJIs IPOU3BOICTBA



BUHOIe/IbYecKoi rpoaykiun" (CobpaHnue 3aKOHOIaTelbCTBA Poccuiickoit
denpepanynu, 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. YCTaHOBUTb, UTO:

IIOCTOBEPHOCTDb yueTa 00'beMa IMPOou3BOACTBA (papMalleBTUUeCKOi
CyOCTaHIIMY CITMPTA STWJIOBOTO (3TAHOJIA) OTIPeIeJIeTCs C yUeTOM IOTepPb,
BO3HMKAWIIUX IPY IPOMU3BOACTBE YKAa3aHHON MPOAYKIMY B IIpefenax HOpM
eCTeCTBeHHO yObUIM, ¥ TIOTPEIITHOCTY U3MepeHUt, ToIycKaeMoii
aBTOMAaTUYECKMMMU CPeICTBAMU U3MEpeHUs U yuyeTa KOHLEHTpauunu u
o6bema 6e3BOIHOrO CIMpTa B hapMaleBTMUeCKOii CyoCTaHIIMM CITUPTa
STUJIOBOTO (9TaHoIa), 06beMa hapMaleBTUUECKOI CYyOCTaHIUM CITUPTa
STUJIOBOTO (3TAHOJIA);

IOCTOBEPHOCTH yueTa 06'bemMa IMPOU3BOJCTBA CIIMPTOCOAEPKAIMUX
JIeKapCTBEHHBIX ITPenapaToB U (M) CIUPTOCOAEPIKALIMUX MeIUIIMHCKUX
M3[IeNNii OTIpeesIsSieTCs C yYeTOM IOTePh, BOSHUKAIOIIVX TIPU
ITPOM3BOACTBE YKa3aHHOI MTPOAYKIMU B MTpe/iesiax HOPM eCTeCTBEHHOIA
y6bLIN;

IIOCTOBEPHOCTb yueTa 06'bemMa 060poTa 1 MCIOIb30BaHMS
dbapmaleBTMYeCKOI CYyOCTAaHIIMM CIIUPTA STUIOBOTO (3TAHOJIA), a TAKKe
ob6opoTa (3a MCKIIOUEeHMEeM PO3HUYHONM MPOAAKN) CIIUPTOCOAEPIKAIINX
JIeKapCTBEHHbIX MpenapaToB U (WIM) CHUPTOCOAEPKAUX MeIULIMHCKUX
U3Ieunii oripeeisieTcs: ¢ yueTOM IoTepb, BO3HUKAIOIIMX TPy 060poTe U
MCIOIb30BAHMM YKa3aHHO MPOAYKUMHA B IIpefesiax HOPM eCTeCTBEHHOI
yObUIN.

3. MunuctepctBy puHaHcoB Poccuiickoit Degeparnn:

B 3-MeCS'UHbIi CPOK YTBEPAUTb HOPMbI €CTeCTBEHHO yObUIU TIPU
IIPOMU3BOJICTBE, 060pOTe U (MJIM) UCTIOIb30BaHUM (papMalieBTHUYeCKO
CyOCTaHLIMM CIIMPTA STWJIOBOTO (3TAHOJA), @ TaKKe MPU MTPOU3BOJICTBE U
(unu) o60poTe (3a UCKTIOUEHVEM PO3HUYHON ITPOIasKA)
CIIMPTOCOAEPsKALIMX JIeKAPCTBEHHBIX ITPernapaTos U (MJIN)
CIIMPTOCOAEPXKALIMX MeIVULIMHCKNUX U3 e/INI;

B 4-MeCSAYHBI CPOK YTBEPAUTDH MOPSAAOK OLeHKM TOCTOBEPHOCTU yueTa
obbeMa IpoM3BOACTBA, 060pOTa U (MJIM) MUCITOJIb30BAHMS



dbapmaieBTM4YeCKOi CYyOCTaHIIMM CIIUPTA STUIIOBOTO (3TAHOJIA) [IJIST
MMPOMU3BOACTBA CIIMPTOCOAEPsKALINX JIEKAPCTBEHHBIX IMIPernapaToB U (UIn)
CIIUPTOCOAEPsKAIUX MEIULIMHCKUX U3MeNINIA, B IIpoliecce MMpPonu3BOACTBA
IPYTUX JIEKAPCTBEHHBIX CPENCTB U (WIN) MeAUIIMHCKUX N3NNI, a TAKXKe
MIPOU3BOJCTBA, M3TOTOBAEHUS U (MJIM) 000pOTa (32 UCKITIOUEHNEM
PO3HUYHOV MPOJAKN) CIUPTOCOAEPKALMX JIEKAPCTBEHHBIX IIPEIapaToB U
(un) criupTocomepXkalux MegUIMHCKUX U3TeTU.

4. [Ipu3HaTh yTPATUBIIMMM CUITY ab3alibl BTOPOJi U TPETUI TTOCTaHOBIEHUS
[TpaBuTenbcTBa Poccuiickoit @epepannm ot 29 nekabps 2017 r. N 1694 "O
TOpSIIKE yUeTa U JeKIapupoBaHus o6beMa IMpou3BOACTBA, TOCTABKA U
(M) UCTI0b30BaHMS AJIs1 COOCTBEHHBIX HYXX], hapmalieBTUYecKoii
CyOCTaHLIMM CIIMPTA STUIOBOTO (3TAHOJA) ¥ BHECEHUM M3MEHeHUI B
HeKkoTopble akThl [IpaBuTenbcTBa Poccuiickoit @enmeparnun” (Cobpanne
3aKoHOzaTenbcTBa Poccuiickoit ®eneparium, 2018, N 3, cT. 531).

IIpencenarens [IpaBuTeibCTBa
Poccuiickoi ®enepaniu
O.MEIOBEJIEB

YTBepKaeHbl

MOCTaHoBJ/IeHMeM [IpaBuTebCTBA
Poccuiickoi @enepauyn

oT 20 amipens 2019 1. N 472

TIPABUJIA
VYETA OBBEMA ITPOM3BOJICTBA, OBOPOTA U (WJIN)
VICITOJIb30BAHUS
®APMAIIEBTUYECKO! CYBCTAHIIUM CITUPTA 3TUIOBOTO
(OTAHOIJIA),

A TAK)KE ITPOU3BOJICTBA, U3TOTOBJIEHNS U (UJIN) OBOPOTA
(3A IICKJTIOUEHMEM PO3HMNYHOI ITPOIAYKM) CIIMPTOCO/IEPYKAIINX
JIEKAPCTBEHHBIX ITPEITAPATOB U (WJIV) CIIIPTOCOIEPKAIIX
MEIWLIMHCKUX U3IEINI

1. Hactosiime IIpaBuiia ycTaHaBIMBAIOT MOPSIOK yueTa o6bema
MPOM3BOJICTBA, 000pOTa M (MJIM) UCIIOIb30BaHMs hapMalleBTUYEeCKO
CyOCTaHLIMM CIIMPTA STUJIOBOTO (ITAHOJIA), a TAKKe MPOMU3BOACTBA,
M3TOTOBJIEHUS U (WIM) 060pOTa (32 MCKIIOUEHNEM PO3HUYHONM ITPOIasKIA)
CIIMPTOCOAEPKAIIMX JIEKAPCTBEHHBIX ITpernapaToB U (MJIN)



CIIMPTOCOAEPIKAIIUX MEeIULIMHCKIUX U3 TEeINIA.

2. Hacrostmmye ITpaBuia He pacpoOCTPaHSIIOTCSI HA yUeT 06beMa
MIPOM3BO/ICTBA, U3TOTOBAEHMS U (MI1) 060pOTa CIIMPTOCOAEPSKALIUX
JIeKapCTBEHHbIX MPernapaToB U (MJIK) CIUPTOCOAEPKAIIUX MeAULINHCKUX
u3aenuii, BKIIIOUEHHbIX B IepeYHU YKa3aHHOV MPOAYKIMM, YCTAHOBIEHHbIE
[TpaBuTenbcTBOM Poccuiickoit @emepaiiy B COOTBETCTBUM € ab3a1iamMu
BTOPBIM M TPETbUM ITyHKTA 4 cTaTby 1 ®emepanbHOro 3akoHa "O
roCyJapCTBEHHOM PeryaupoOBaHMM ITPOU3BOACTBA ¥ 060POTA STUIOBOTO
CIIMPTA, AJIKOTOJIBHOM M CIIMPTOCOIepsKaleii MPOaYKIIUMI U 00
OTpaHMYEHNM MMOTPeOIeHNS (PACIIUTHS) AJTKOTObHOM MPOTYKIMUN .

3. YueT o6beMa IpOM3BOICTBA, ITOCTABKM U (VJIM) UCIIOb30BAHMS [IJIS
CcOOGCTBEHHBIX HYXX[ (hapMaleBTMUYECKOI CYOCTAHIMM CITUMPTA STUIOBOTO
(9TaHOIA) OCYLIEeCTBJISIIOT OPraHM3alumn, OCYILeCTBIISIOLIe IIPOM3BOLICTBO
dbapMaleBTMUeCKOM CyOCTaHLIMM CIIMPTAa STUI0BOTO (3TaHOJA).

YyeT 06'beMa 060pOTa U UCIOTb30BaHMS (papMalieBTUUeCKOIi CyOCTaHIINU
COMpTa 3TUIOBOTO (3TAHOJIA) OCYIIECTBIISIIOT OpraHm3anum u
VMHIVBUAYaATbHbIE TIPeIITPUHUMATENN, OCYIIEeCTBIISIONIe 000POT
dbapmarieBTIUeCcKOo CyoCTaHIIMY CIIUPTA STUIOBOTO (3TAHOJIA).

YueTt 06'beMa IMPOU3BOICTBA, U3TOTOBIEHMS U (MK) obopoTa (3a
UCKJIIOUEHMEM PO3HUYHOM MPOAaXk) CIIMPTOCOAEP KA UX JIeKapCTBEHHBIX
rpenaparoB U (WIKn) CIIUPTOCOMAEPKAUX MEAUIIUHCKUX U3TeTNIA
OCYIIECTBJISIOT OPraHM3alUn U MHAVBUAYAIbHbIE ITPeATIPUHUMATEIIN,
OCYILeCTBJISIIONI e TTPOU3BOACTBO, U3TOTOBIeHME U (M) 060POT
CIIMPTOCOAEPKAIIMX JIeKAPCTBEHHBIX ITpenapaToB U (MJIN)
CIIMPTOCOAEPKAIINX MEeIUIIMHCKUX U3Ie/Inii B 00beMe, ITPeBbIIIaioIeM
200 mekaauTpoB B rof,.

4. ITpu yueTe o6beMa IPOM3BOACTBA, 000pOTa U (M) UCITOTb30BAHMS
dbapMarieBTMUeCcKO¥ CyOCTaHIIMY CITIUPTA STUIOBOTO (3TAHOJIA) e AVHUILIE
M3MepeHMs SIBJISIeTCS JeKaaUTp 6e3BOAHOr0 CIMpTa MpU TeMIiepaType 3Toii
nponykuuu +20 °C.

ITpu yueTe 06beMa IPOU3BOACTBA, U3TOTOBIEHMS U (M) 06opoTa (3a
UCK/TIOUEHeM PO3HUYHOI MTPOo/Iaski) CIIMPTOCOAePsKAIMX JIeKaPCTBEHHBIX
1pernapaToB 1 (M/IK) CIIMPTOCOmepPsKALMX MEOUIIMHCKAX U3
eIVHULIEI M3MepeHUs SIBJIIeTCS JeKaJIuTp.



Yuer OCymIeCTBJIAEeTCA C TOYHOCTBIO 4O ThICAYHBIX ,JZLOJIQVI JEeKaJIUTpa.

5. Yuer o6beMa MpoM3BOICTBA, TOCTABKM U (MJIN) UCIIOIb30BAHMS [IJIs
COOGCTBEHHBIX HYXX[ (hapMaleBTMUYeCKoii CyOCTaHIMM CIIMPTa STUIOBOTO
(3TaHOJIa) OpraHU3aUMUSIMU, OCYIIECTBISIOIIMMM ITPOU3BOACTBO
dbapmarieBTHUeCcKOi CyOCTaHIIUY CIIUPTA STUIOBOTO (3TAHOJIA), BEIETCS C
NIpMMeHEeHeM aBTOMaTUYEeCKUX CPeJICTB U3MEPEHMUS U yUeTa
KOHIIEHTpAIUM 1 06beMa 6e3BOIHOTO ciupTa B hapMalieBTUUECKOI
CyOCTaHLIMM CIIMPTa STUJIOBOTO (3TaHOJE), 00beMa papMalleBTUUECKO
CyOCTaHIIMM CIIMPTA STUJIOBOTO (3TAHOJA) (ajee - aBTOMaTuyecKue
CpeJ[iCTBA) ¥ TEXHUUECKUX CpefCcTB dhuKcaluu 1 repegaum nHdopmanym o6
o6beMe IPOM3BOACTBA ¥ 000POTA STUIOBOTO CIIMPTA, aJIKOTOJbHOM U
CIMPTOCOAEPsKAIllei MPOAYKLIUM B eAMHYI0 TOCYJapCTBEHHYIO
aBTOMAaTU3MPOBAHHYIO MHOOPMAILIMOHHYIO CUCTEMY yueTa oobeMa
MTPOM3BOJICTBA 1 060POTA STUIOBOTO CIIUPTA, AJIKOTOJIbHON U
CIIMPTOCOAEepyKalLel MPOAYKUUM ([aee - TeXHUYEeCKe CpenCTBa).

6. YueT 06beMa 060poTa (32 UCKITIOUEHNEM CTYYaeB, MPeIyCMOTPEHHbIX
nmyHkTamu 7 u 8 Hacrosiux [TpaBwit) papmalie BTMUeCKOI CyOCTaHIUM
COMpTa 3TUIOBOTO (3TAHOJIA) OPTraHU3aALUSIMU U UHAVMBUAYATbHBIMU
MpeIpUHUMATEISIMU, OCYIECTBISIONIMMIM 000pOT papMalieBTUUeCKO
CyOCTaHLIMM CIIMPTA STWIOBOTO (3TAHOJIA), BeIeTCS C IpMMeHeHeM
TeXHUYEeCKUX CPeLCTB.

7. VyeT o6beMa 3aKyIKM U UCTI0JIb30BaHMsI hapMalieBTUecKoit
CyOCTaHIIMY CIIMPTA STWJIOBOTO (3TAHOJA) 1JISI TPOM3BOICTBA
CIIMPTOCOAEPpsKALIMX JIeKAPCTBEHHBIX ITPernapaTos U (MJIN)
CIMPTOCOAEPXKALIMX MeAVULIVMHCKUX U3IeNU OpraHn3auyssMu U
VHOVBUAYaAbHBIMU IpeIIPUHMMATEISIMU, OCYIIeCTBSIOMU
IIPOU3BOACTBO CIIMPTOCOAEPKAIIMX JIeKaPCTBEHHBIX IIperapaTos U (WMIn)
CIIMPTOCOAEPKAIMX MeOUIMHCKUX U3 e/INiA, a TaKKe IJ11 IPOU3BOLCTBA
IPYIUX JIeKapCTBEHHBIX CPeACTB U (M) MeOULIMHCKUX U3aenui (3a
VICK/IIOUEHYEeM C/Ty4yaeB, IIpeJyCMOTPEHHBIX IIYHKTOM 8 HaCTOSIUX
[TpaBuit), BegeTcs C IpMMeHeHeM aBTOMaTUYeCKUX CPeCTB U
TeXHUYEeCKUX CPeLCTB.

8. YueT o6beMa 3aKyIKM U UCITOAb30BaHMS hapMalieBTUUEeCKO
CYOCTaHLIMM CIIMPTA STWIOBOTO (3TAHOJIA) alITE€UHBIMIM OPTraHU3aLUSIMU,
BeTepMHAPHBIMM alITe€YHBIMIM OPraHU3aUMUSIMU, UHIVBUAYATbHBIMU
MpeaTpyuHUMATEISIMM, MMEIOIVMM JIMIIEH3UI0 Ha (papMalieBTUUECKYIO



esITeTbHOCTb, MEAULIMHCKMMIU OPTaHU3aLMUSIMU, OCYILeCTBISIOIMMMU
3aKyIIKy hapMalieBTUYeCKOi CyOCTaHLIMM CITUPTA STUIOBOTO (3TaHOJIA) B
11eJISIX VICITOJIb30BAHMSI €€ B KAUeCTBe ChIPhS MM BCIIOMOTATEIbHOTO
MaTepuasa Ipyu U3TOTOBJEHUM CIIUPTOCOAEPXKAIINX JIEKAPCTBEHHBIX
MpernapaToB U (WIN) COUPTOCOAEPXKAIIUX MeIULIIMHCKUX U3TeNINiA, a TaKKe
B ITpoIlecce U3rOTOBIEHNUS IPYTUX JIEKAaPCTBEHHbBIX CPEICTB U (UJIN)
MeIVULIVMHCKUX U3IeJTNi:

a) B o6beMe, mpessiamem 200 JeKaJauTpoB B ro, - BEIeTCs C
MIpYMeHEeHEeM aBTOMATUUECKUX CPEACTB Y TEXHUUYECKUX CPE/ICTB;

6) B 00bemMe, paBHOM WK He npeBbimiaiomnieM 200 1eKaJuTpoB B roj, - 6e3
MIpMMEHEeHMS] aBTOMATUYECKUX CPEJICTB U TEXHUYECKUX CPEJICTB.

9. YyeTr 06beMa IPOU3BOJICTBA, M3TOTOBIEHMS U (M) 060poTa (3a
UCKJIIOUEHMEM PO3HUYHON MPOJaXKu U CIydaeB, MpPegyCMOTPEHHBIX
nyHkToM 10 HacTosiiux IIpaBui) cnupTocomepskauux JeKapcTBeHHbIX
rperapaToB U (WIN) COUPTOCOAepPXKAUIUX MeAUIIMHCKUX U3OeTni
OpraHu3alusIMU Y UHAUBUAYAJTbHBIMU IIPEeAIIPUHUMATENSIMUA,
OCYLIECTBIISIIOLI MU ITPOU3BOACTBO U ITOCTABKY CIIMPTOCOAEPsKAIIUX
JIeKapCTBEHHbIX MPernapaToB U (MJIn) CIUPTOCOAEPKAIIUX MeAUIINMHCKUX
u3nenanii B oobeMe, rpesbiiaioiieM 200 1eKaJIuTPOB B IO, BEIETCS C
MIpUMeHeHeM TeXHUUECKUX CPeJICTB.

10. Yuet o6'beMa MpOM3BOACTBA, M3TOTOBJIEHMS U (MIM) 000poTa (3a
MCKJIIOUeHMEM PO3HUYHOM MPOaaXxkit) CIMPTOCOAep KalllMX JieKapCTBEHHBIX
rpenaparoB U (UIn) COUPTOCOAepPXKAIIMX MeIULIMHCKUX U3Ie/INi B
o6beme, mipeBbimiapieM 200 1eKaIUTPOB B IO, allTEUHBIMU
OpraHu3alusIMy, BeTepMHAPHBIMM allITeUHbIMM OpPTaHU3alUSIMU,
MHOUBUIYAAbHBIMU MPeATIPUHMMATESI MU, UMEIOIIVMU JIMLIEH3UI0 Ha
dbapMalleBTMUYeCKYIO IeSITeTbHOCTh, MEIMUIIMHCKMMY OPTraHM3aIUsIMU,
OCYILeCTB/ISIOM MMM 3aKYTKYy hapMaleBTUUeCKoi cy6cTaHIMM CrupTa
STUJIOBOTO (9TaHoIa) B 06beMe He Oojee 200 1eKaIUTPOB B IO B I€JISIX
MCIOIb30BaHMS €€ B KaueCTBe ChIPbsl MJIM BCIIOMOTaTe/IbHOTO MaTepuasa
MIpY MPOU3BOICTBE U U3TOTOBJIEHUM CIIMPTOCOA,EPKALIMX JIeKaPCTBEHHBIX
npenaparoB U (UIu) COUPTOCOAep KAl MX MeIULIMHCKUX U3/, B
rpoliecce M3roTOBJIeHMS APYTUX JIeKapCTBEHHbIX CPeACTB U (M)
MeIMUIIMHCKUX U3MeNNii, a TaKKe yueT 06bemMa 060poTa (3a UCK/II0OUeHeM
PO3HMYHOV MPOJaKM) 3aKyTVIEHHbBIX CIIMPTOCOAePsKalllMX JIeKapCTBEHHBIX
rperapaToB U (WIM) COUPTOCOAEePXKAIUX MeAUIIMHCKIUX U3AeINii BeIyTCS



Oopranms3auusiMu U UHOUBUAYAJIbHBIMU ITPDEAIIDMHMMATCJIAMNA 6e3
IMpMMeHeHMd TEXHNYEeCKUX CpedCTB.

11. ABTOMaTMUeCcKye CpeiCTBa AOJDKHBI OTBEUATh TPeOGOBAHMSIM K
aBTOMAaTUYECKMM CPeCTBAM M3MePEeHMS U yueTa KOHIeHTpalu 1 oobema
6e3BOIHOrO CIMPTa B TOTOBOI MPOIYKLIMM, 06'beMa TOTOBOJ IMPOTYKIINM,
yTBepKIEeHHBbIM ITOoCcTaHOBIeHMeM [IpaBuTenbcTBa Poccuiickoit @enepanmum
ot 28 uionst 2006 . N 396 "O TpeboBaHMSIX K aBTOMaTUUECKMM CpeICTBAM
M3MepeHMs ¥ yyeTa KOHI[eHTpaluyu 1 o6bema 6e3BOJHOTO CITUPTa B
TOTOBOJ MPOAYKIINY, 00beMa rOTOBOI IMPOAYKINA .

12. TexHMueCKMe CpeacTBa JO/DKHBI COOTBETCTBOBATh TPEGOBAHMSIM,
YCTAHOBJIEHHBIM K TEXHUUECKUM CPeCTBaM (GUKcaIMK U TIepeaaun
mHpopMaiuu 06 o6beMe IMPOMU3BOICTBA M 060POTA ITUIIOBOTO CITUPTA,
aJIKOTOJIbHOI U CIIMPTOCOAEepsKalleii MPOAYKIMA B eIMHYIO
roCyIapCTBEHHYI0 aBTOMATU3MPOBAHHYIO MHGOPMALIMOHHYIO CUCTEMY
yueTa o6’beMa MpoM3BOACTBA ¥ 000POTa STUJIIOBOTO CIIMPTA, a/IKOTOJIbHOM U
CIIMPTOCOAEPIKAILEH TPOIYKLVIM, YTBEPKIEHHBIM TOCTAaHOBIEHEM
ITpaBuTtenncTBa Poccuiickoit ®epgepannu ot 9 urosst 2016 r. N 650 "O
TpeOOBAaHMIX K TEXHUUECKMM CpeJcTBaM (puKcaluy u rnepengaum
mHbopmanum 06 o6beMe IPOM3BOACTBA ¥ 060POTA STUIOBOIO CIIUPTA,
AJIKOTOJIBHOJ M CIIMPTOCOAEPsKAIIei TPOAYKIMA B €VUHYIO
rOCyIapCTBEHHYIO aBTOMAaTU3MPOBAHHYIO MHGOPMAIIMOHHYIO CCTEMY
yueTa 06’beMa MpOoM3BOACTBA ¥ 000POTa ITWIOBOTO CIIUPTA, ATKOTOJIbHOM U
CITMPTOCOAepsKallei MpoayKumm".

13. [1ng yueTa o6'bemMa IpOU3BOACTBA, 3aKYTIKM, TIOCTaBKYU U (UTN)
MCTI0JIb30BaHMs hapMaleBTUUeCcKOoi CyOCTaHIIMM CIIUPTA STUIOBOTO
(3TaHoOMA) 1S IPOU3BOLCTBA CIMPTOCOLePyKAIMX JIeKapCTBEHHBIX
IperiapaToB U (WIN) COUPTOCOAepKALMX MeOULIMHCKUX U3LeINNA, a TAKXKe
B IIpolLiecce IMpOU3BOLCTBA OPYIUX JIeKapCTBEHHBIX CPeLCTB U (MJIN)
MeIMUMHCKUX U3LeInil UCIIONb3YIOTCS CJIefyIollye ITOKa3aTesn:

a) 06veM (hapmalieBTMUYECKOI CyOCTaHIIMM CITUPTA STUJIOBOTO (3TAHOJA);

6) 06bem 6e3BogHOrO (100-MPOLEHTHOrO0) CIIMpTa B papMaleBTUUYECKO
CyOCTaHLIMM CIIMPTA STUJIOBOTO (3TAHOJIE);

B) KOHIIEHTpaLys 6e3BOIHOrO CriupTa B hapMalleBTUUeCcKOoi CyoCcTaHLIUU
CIIUPTA STUIOBOTO (3TAHOJIE).



14. 3HaueHMs 1OKa3aTesnei, yka3aHHbIX B IIyHKTe 13 HacToswmx [Ipasmi,
MpU MIPOU3BOJICTBE, IOCTaBKe U (WIN) UCIIOAb30BaHMM DapMaleBTUYeCKO
CyOCTaHIIMY CIIMPTA STWJIOBOTO (3TAHOJA) )i TPOM3BOICTBA
CIIMPTOCOIEPsKALIUX JIEKAPCTBEHHBIX ITPernapaTos U (UJIN)
CIIMPTOCOAEPXKALIMX MeIVULIMHCKUX U3 e/, a TAaKKe B Ipolecce
IIPOU3BOJCTBA APYIUX JIeKapCTBEHHBIX CPeACTB U (M) MeOULMHCKUX
U3Je/INIA OIIpeessIIoTCs ¢ IPUMeHeHeM aBTOMaTUyeCKMX CpeCTB I10c/Ie
OKOHYaHMS MOCAeHEN TEXHOJOTUYECKON ornepanun, CBI3aHHO C
MPOM3BOJICTBOM (apMalieBTUUeCKOi CYOCTaHLIMM CITUPTa STUIOBOTO
(sTaHONa), Iepey nepefayveii ee Ha XpaHeHMe WIN JIJIs1 UCII0JIb30BaHMSL.

3HauyeHM NOKa3aresei, yka3saHHbIX B IIyHKTe 13 HacTtosuux [Ipasui, npu
3aKymnke dhapMaleBTUUecKoi cy6CcTaHIMM CIIUPTA STUIOBOTO (3TAHOJIA) /IS
IIPOU3BOACTBA CIMPTOCOAEPsKALIMX JIeKAPCTBEHHBIX IIperapaToB U (UJIN)
CIIMPTOCOAEPKAIIMX MeAUIMHCKUX U3Le/INIA, a TaKXKe [ ee
MCIIO/Ib30BAaHMS B IIPOLIeCcCe IPOMU3BOLCTBA APYTUX JIeKapCTBEHHbIX CPeICTB
Y (M) MeIVLIVHCKMX U3Je/INI OIIpelesIIIoTCs C IpUMeHeHeM
aBTOMAaTUYeCKUX CPeLICTB Ilepey, Ilepeaueil ee Ha XpaHeHNe W JJ1s
VICIIO/Ib30BaHMS.

3HavyeHM MOKa3aresei, ykasaHHbIX B IyHKTe 13 HacTtosuux [Ipasui, npu
3aKyImKe ¢apMaleBTUIeCKOi CyOCTaHLIMM CITUPTA STUJIOBOTO (3TAHOJIA) JIJIs
M3TOTOBJIEHUS CIIMPTOCOIEPsKAIMX JTIeKAPCTBEHHBIX MperapaToB U (UJIn)
CITMPTOCOAEPKAIINX MEIULIMHCKUX U3AENINIA, a TaKKe JJIS ee
MCIIOIb30BaHMS B IIPOLIECCe TPOU3BOACTBA, U3TOTOBIEHUS IPYIUX
JIeKapCTBEHHbBIX CPEACTB U (MIN) MEeAULIMHCKUX U3eINI OTIpeessIioTCS Ha
OCHOBaHMM MOKa3areseil aBTOMaTUYeCKUX CPeACTB MOCTaBIINKA
(rpy3ooTnpaBuTesst) GpapMalieBTUUECKOI CyOCTaHIIMY CIIMPTA STUIOBOTO
(3Ta”oa).

15. 3naueHus mokasaTeseii, yka3aHHbIX B ITyHKTe 13 HacTosmux [IpaBui,
He JOJKHBI OTKJIOHSIThCS OT 3HAUYEHMI IT0Ka3aTesei, yKa3aHHbIX B
MepBUYHBIX YUYETHBIX TOKYMeHTaX, 60jiee ueM Ha 00beM, paCCUMTAHHbIN B
COOTBETCTBUY C MOPSIIKOM OILIEHKM TOCTOBEPHOCTH yUyeTa o6bema
MIPOM3BOJICTBA, 000pOTa M (MJIM) UCIIOIb30BaHMs hapMalleBTUIeCKO
CyOCTaHLIM CIIMPTA STWIOBOTO (3TAHOJIA) JIJIST IIPOMU3BOJICTBA
COMUPTOCOAepsKalIMX JIEKAPCTBEHHbBIX IIpernapaToB U (M)
CIIMPTOCOAEPKAIMX MeAULMHCKUX U3Le/INIA, B TIpoLiecce Mpou3BOACTBA
JIPYTUX JIEKapCTBEHHBIX CPEACTB U (MIM) MEeIULIMHCKUX U3, a TaKXKe



MPOM3BO/ICTBA, U3TOTOBIEHUS U (WI1) 060pOoTa (3a UCKIIOUeHMEM
PO3HUYHOV MPOJAKN) COUPTOCOAEPKALIMX JIEKAPCTBEHHBIX IIPEIapaToB U
(unn) ciupTocomepXKalux MegUITMHCKUX U3 eNnii, yCTaHOBJI€HHbIM
MunuctepctBoM prHaHcoB Poccuiickoit ®emeparumn.

16. [l yueTa o6'beMa IIPOM3BOACTBA WJIM 000pOTA (32 UCKITIOUYEHNEM
PO3HUYHOI MTPOJAKIA) CIIMPTOCOAEPKAIINX JJeKaPCTBEHHbIX IIPEIIapaToB 1
(MnK) CIUPTOCOAEPsKALMX MeIUIIMHCKIX U3 eI MCIIONb3YIOTCS
cleayrolie oKa3aTesn:

a) 06beM CIUPTOCOAEPXKAIIMX JIeKaPCTBEHHBIX ITpernapaToB U (UJIK)
CIIMPTOCOAEPXKALIUX MeIULIMHCKUX U3LIe/INIA;

6) 06bem 6e3BogHOTO (100-TTPOIIEHTHOrO) CIMPTA B CIMPTOCOAE P KAIMUX
JIeKapCTBEHHBIX Mpernaparax u (Win) CIUPTOCOAeP>KalINX MeAUIIMHCKIX
U3IENNSX;

B) KOHIIeHTpalys 6e3BOJHOrO CIIUPTA B CIIUPTOCOIepsKaLUX
JIeKapCTBEHHBIX Tperaparax U (MIn) CIIMPTOCOAePsKaALMX MeIUITMHCKUX
U3OEIUSX.

17. 3HaueHMs 1OKa3aTesnei, yka3aHHbIX B ITyHKTe 16 HacToswmx [Ipasmi,
OIlpellesISIIOTCSl HA OCHOBAHMUM [10Ka3aTesieli IepPBUYHbIX YUeTHBIX
JOKYMEHTOB OpraHu3alyii U UHAVUBUAYATbHbIX [IpeAIpUHMUMATeIeN,
OCYILeCTBJISIIOLMX TTPOU3BOACTBO MM 000POT (32 UCKITIOUEHNEM
PO3HUYHOV MTPOAAXKN) CIIMPTOCOLePsKallIMX JIeKapCTBeHHBIX ITperapaToB U
(M) cnupTocoAepXKalux MeaUIMHCKIUX U3 e/,

18. 3HayeHns moKa3aTesieil, yka3aHHbIX B MyHKTax 13 1 16 HACTOSIIMX
[TpaBui, GUKCUPYIOTCS OpraHU3auUSIMU U MHAVBUAYATbHBIMU
MpeaIPUHUMATEISIMY, OCYIIECTBIISIONIMMHA YUeT 06beMa 3aKyIKU U
MCIIO/Tb30BaHMs (papMaleBTMUeCKO CyOCTaHIIMM CITMPTA STUIOBOTO
(3Tanosa) Oj1s IMMPOU3BOACTBA CIIMPTOCOAEPKAIIMX JIeKaPCTBEHHbBIX
TperapaToB U (WIN) COUPTOCOAEePKALIMUX MeOULMHCKUX UL, B
Trpoijecce MIpOU3BOACTBA APYIUX JIEKAPCTBEHHbBIX CPENCTB U (M)
MeIVLIMHCKUX U3Ie/INiA, a TaKKe yueT o60beMa IPou3BOACTBA,
M3TOTOBJIEHUS U (W) 060pPOTa CIIMPTOCOIEPKAIINX JIEKAPCTBEHHbIX
rpernapaToB U (WIN) CIUPTOCOAepPXKAIIMX MeIULIMHCKUX U3aennit 6e3
TIpMMEeHEeHMS] TEXHUUYECKUX CPeICTB, B XKypHase yyeTa o6bemMa 3aKyIKu U
MCITO/Tb30BaHMs (papMalleBTMUeCKO CyOCTaHIIUY CITUPTA STUIOBOTO



(aTaHosa), a TaKXKe 06beMa IMPOM3BOJICTBA, M3TOTOBIEHMS U (MUI1) 060pOTa
(32 MCKJIIOUEeHMEeM PO3HUUHOIM ITPOAasKM) CIUPTOCOAEePsKALTX
JIeKapCTBEHHbIX MpernapaToB U (MJn) CIUPTOCOAEP KAIIMX MeAUIIMHCKUX
U3eNnii.

CBeneHMs 00 OTKJIOHEHUSIX 3HAUEHMII ITOKa3aTesieil, 3apMKCMPOBAHHbIX
IIPY OlleHKe JOCTOBEPHOCTH yueTa 00'bemMa ITPou3BOICTBA, 060poTa U (MIN)
MCII0/Tb30BaHMs (papMalleBTUUeCKOo CyOCTaHIMM CITUPTa STUIOBOTO
(9TaHOMA) AJ1S1 IPOM3BOACTBA CHUPTOCOAEPXKALMX JIEKAPCTBEHHBIX
MpenapaTros U (WIKN) CIIUPTOCOAEPKAIUX MeAUIIUMHCKUX U3TENNUNA, B
IpoLecce NMPoM3BOACTBA APYIUX JIEKAPCTBEHHBIX CPefCTB U (MIN)
MeAVLMHCKUX U3[Ie/INii, a Takke 00beMa TPou3BOACTBA, U3TOTOBIEHUS U
() 060poTa (32 UCKITIOUEHMEM PO3HUYHO ITPOAAsKM)
CIIUPTOCOEPsKALINX JIEKAPCTBEHHBIX IIPernapaToB U (UJIN)
CIIMPTOCOEPKAIIUX MeAULMHCKUX U3[e/INIA, BHOCSITCS B XypHaJl,
yKa3aHHbIl B a63alle MepBOM HACTOSIIEro MyHKTa.

dopma KypHaja, yKa3aHHOTro B ab3allie MepBOM HACTOSIIEro IMMyHKTa, U
TOPSIIOK €ro 3aroJHeHMS YCTaHaBAMBAOTCSI MUHUCTEPCTBOM (PMHAHCOB
Poccuiickoit ®enepanyim.

VTBepXKaeHbl

rnocraHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit @enepatiyin

oT 20 ampens 2019 1. N 472

[TPABUJIA
TTPENICTABJIEHUS OEKJIAPALIVI OB OBBEME ITPOV3BOJICTBA,
OBOPOTA U (WIN) UCITOJIb30BAHNSI ®APMALIEBTUYECKOI
CYBCTAHLIA
CIIMPTA 5TUJIOBOI'O (3TAHOJIA), A TAKXE ITPOM3BO/ICTBA,
V3TOTOBJIEHUS U (M) OBOPOTA (3A UCKJTIOUEHWEM PO3HWYHOK
[MTPOOAKN) CITMPTOCOIEPKAINNX JIEKAPCTBEHHbBIX ITPEITAPATOB
U (WIN) CIIMPTOCOAEPXKAIIMX MEOIULIMHCKUX U3IEJINI

1. Hacrosiuime IIpaBuiia ycTaHaBAMBAKOT MOPSIIOK ITpeacTaBiIeHus M GopMbl
IeKmapaluii:

a) 06 o6'beMe MTPOMU3BOICTBA, 060POTA U (MJIM) UCTIOTb30BAHUST AJISI
COOGCTBEHHBIX HYXX[ (hapMaleBTMUYECKOI CYOCTAHIMM CITMPTA STUIOBOTO



(3Tanosa);

6) 06 06'beMe TOCTaBKM hapMalleBTMUECKOM CyOCTaHLIMM CITMPTA STUIOBOTO
(3Tanosa);

B) 00 06'beMe 3aKkynKM papMalieBTUUeCKOoit CyOCTaHIIMY CIIMPTA STUIOBOTO
(3Tanosa);

r) 06 06beMe 060poTa hapMaleBTUUECKO CYyOCTAHIMM CITUPTA STUIOBOTO
(3Tanosa);

1) 06 06beMe TTPOU3BOICTBA, M3TOTOBJIEHMS ¥ 060pOTa (32 UCKITIOUEHNEM
PO3HUYHO MTPOIaskM) CIIMPTOCOAEPsKAIMX IeKaPCTBEHHBIX ITPerapaToB 1
(MJI1) CIMPTOCOIEPKAIIMX MEAVIIMHCKUX U3

e) 06 o6’beMe 3aKyIKM CIIMPTOCOAEP KAIIMX JIeKapCTBEHHBIX ITpeIapaToB U
(Mnn) cnupTocomepXKalux MeaUIIMHCKUX U3 enii;

k) 00 06'beMe TIOCTaBKM CIIUPTOCOAep KalIMX JIeKapCTBeHHbIX ITpernapaToB
U (W) COUPTOCOAEPKAIINX MeIUITMHCKUX U3 eNuii;

3) 06 06beMe 060POTa CIIMPTOCOAEPKAIIMX JIEKAPCTBEHHBIX ITPEapaToB U
(Mn) cnupTocomepXKalX MeIUIMHCKUX U3 eTniA.

2. lexknapaunuu, ykasaHHble B IyHKTe 1 HacTosAmux [IpaBui (manee -
Jlexjiapauum), IpeiCcTaBiIsoT:

a) OpraHu3alyn, OCyIleCTBISIONIMe TPOU3BOACTBO hapMaleBTUYeCKOoii
CyOCTaHLIMM CIIMPTA STUJIOBOTO (3TAHOJIA);

0) opranu3anuyu U UHAMBUIYAJIbHbIE IPeAIIPUHMMATENN,
OCYILeCTBJISTION e 000pOT hapMaIreBTUUeCKO CyOCTaHIIUM CITUPTa
STUJIOBOTO (3TAHOJIA);

B) OpraHu3aluu U UHAVBUAYaIbHbIE TIpeaNpUHUMATENN,
OCYIIeCTBIISIIONINE TTPOU3BOJICTBO, M3TOTOBJIeHME U (M) 060POT
CIIMPTOCOIEP KaIlMX JIeKapCTBEHHBIX ITpernapaToB U (UJIN)
CIIMPTOCOAEPXKALIMX MEeIULIMHCKUX U3/l B 00beMe, IPeBbIIIaIeM
200 gekaJauTpoB B rof.

3. OpraHu3salyu, oCcyIeCTB/SIONME TPOU3BOICTBO (hapMalleBTUUECKO
CyOCTaHLIMM CIIMPTA STUJIOBOTO (3TAHOJA), MPEICTAB/SIOT JeKaapanyuu 06



o6beMe MPOU3BOACTBA, 060pOTa M (VJIN) MUCIIOIb30BAHMS 1JIT COOCTBEHHBIX
HYK[, (hapMalie BTUUeCcKOoi cyOCcTaHIMY CIIMPTa STUJIOBOTO (3TAHOJA) 110
dbopme cornacHo nmpunoxkeHuto N 1.

4. OpraHu3saiiyu, oCyleCTBISIoN e TPOU3BOACTBO hapMalleBTUIeCKO
CyOCTaHIIMY CIIMPTA STWJIOBOTO (3TAHOJA), Y JINILA, OCYIeCTBIISIOIIEe
MOCTaBKY (hapmalieBTMYeCKOi CyOCTaHLIMYU CIIUMPTA 3TUIIOBOTO (ITAHOIA),
MIPeICTaBIISIOT IeKaapauyuu 06 o6beme IocTaBky (papMaleBTUUeCKO
CyOCTaHLIMM CIIMPTa STUJIOBOTO (3TAHOJA) 1Mo (hopMe COrJIacHO
npunoxenuo N 2.

5. JInuna, ocyiiecTBsIoN e 3aKyTIKy (papMaliieBT1uecKoit cyoCcTaHIIUMU
CIIMPTa STWJIOBOTO (3TAHOJIA), MPEACTABISIOT JeKaapanyu 06 oobeme
3aKyIKM (GapMaleBTUYeCKoii CyOCTaHIIMM CIIUPTA STUIOBOTO (3TAaHOJIA) IO
dbopme cornmacHo mpuaoxkeHnio N 3.

6. JIutia, ocyIiecTBIsIONE 060pOT hapMaleBTUUYeCKOM CyOCTaHIIUMU
CIMpTa 3TWJIOBOTO (3TAHOJIA), TPEACTABIISIOT JeKaapanuu 06 oobemMe
obopora ¢papmaleBTUIECKO CyOCTaHIMM CIIUPTA STUIOBOTO (3TAHOJIA) 10
dbopme cornacHo nmpuioxkennio N 4.

7. JIutia, oCcyIIecTBIISIONI e ITPOM3BOACTBO, M3TOTOBJIEHNE 1 000pOT (3a
UCKJIIOUeHMEM PO3HUYHOM MPOAaXKkit) CIIMPTOCOAEPKALIMX JIeKapCTBEHHBIX
rpenapaTroB U (MIn) COUPTOCOLEPIKAILUX MeIULIMHCKUX U3TeNINI,
MIPeICTABISIIOT AeKaapaiuy 06 o6bemMe MPOn3BOICTBA, U3TOTOBIEHUS U
ob6opoTa (3a UCK/II0UeHMeM PO3HUYHO POAaXKN) CIIUMPTOCOAePKAIINX
JIeKapCTBEHHbIX IpernapaToB U (MIn) CIIMPTOCOAEPKAILUX MeAULINHCKUX
M3menuii mo gopmMe COraacHO MpuIosKeHmo N 5.

8. JInna, ocymecTBSIOI e 3aKyIIKY CIIMPTOCOe P>KalMX JIeKapCTBEHHBIX
MpernapaToB U (WIN) COUPTOCOAEPXKAILMX MeIULMHCKUX U3T eI,
MIPeICTABJISIIOT AeKaapaiuu 06 o6beMe 3aKyIKM CIIMPTOCOIePIKaIUX
JIeKapCTBEHHBIX MpernapaToB U (MIN) CIIUPTOCOAeP>KAILUX MeIULIVMHCKAX
u3genuii mo hopmMe COraacHo NpuaokeHmio N 6.

9. JIunia, oCyleCTBASIONME TOCTABKY CIIMPTOCOAEPKAIIMX JIeKapCTBEHHBIX
rpenapaToB U (WIn) CIIMPTOCOAEPKAIMNUX MeAUIIMHCKIUX U3TeNNNA,
MpeJCTaBISIOT Jekaapainuy 06 06bemMe MoCTaBKM CIMPTOCOAePsKAIINX
JIeKapCTBEHHbIX MPernapaToB U (MIn) CIIMPTOCOAEPKAILUX MeAULIMHCKUX
u3genuii no dopmMe coraacHo npuaokeHmo N 7.



10. JInua, ocyuiecTBsionie 060poT (3a UCKIIOUeHNeM PO3HUYHOIA
MPOJaski) CIIUPTOCOAEPKAIMX JIeKapCTBEHHBIX ITpenapaToB U (MUJIN)
CIIMPTOCOAEPKALINX MeIUIIMHCKUX U3IeJINIA, TTPeICTABISIOT AeKIapauumn
06 o6beMe 060poTa CIMPTOCOepsKalIMX JeKapCTBEeHHbIX MpernapaTos 1
(M) cMpTOCOep XKal X MeAULIMHCKUX U3henuit o popMe coriacHO
npuioxkeHuio N 8.

11. [leknmapaiun IpeacTaBISIOTCS eXXeKBapTalbHO, He TTo3AHee 20-ro uncia
Mecsia, CieAyIIero 3a OTYeTHbBIM KBapTaJIOM.

12. lexnapauyu MmpeacTaBIsIIOTCS IO TeJIeKOMMYHUKAIIMOHHBIM KaHa/IaM
CBSI3U B opMe 37IeKTPOHHOTO TOKYMEHTA, MO CAHHOTO YCUIeHHOI
KBa/IMGUIIMPOBAHHO 3JIEKTPOHHO MOATNCHI0 PYKOBOAUTEISI
(YIIOJTHOMOYEHHOT'0 UM JIUIIA) OpTaHuU3anum (MHAUBUIYATbHOTO
NpeaTnpuHUMaTess), cepTuduUKaT KJIrua IIPOBePKY KOTOPOi BbIAH B
ropsiiKe, ycTaHOBJIeHHOM PemepanmbHbIM 3aKOHOM "O6 3/IeKTPOHHO
nognucu’”.

13. Dexnapauyu MpeacTaB/ISIOTCS B 1[eJIOM IT0 OpraHu3alyy, BKIUas ee
060co61eHHbIe TToIpaseseHus, WIX UHAMBUIYaJIbHBIM
MpeIpUHMMATENIEM B COOTBETCTBUM C MECTAMM OCYIIECTBIEHUS €T
IesiteIbHOCTH B DeiepaibHYIO CTY>KOY 110 PeryaMpoOBaHUIO aJIKOTOJIbHOTO
pBIHKA.

14. TlopsimoK 3amoTHeHMS AeKaapaiuii u ¢popMaT UX MpecTaBaeHUS B
dbopme 371eKTPOHHOTO JOKYMEHTA YCTaHABAMBAIOTCS MUHUCTEPCTBOM
dunancoB Poccuiickoit denmepanmn.

15. TIpu obHapy>keHMUM opranmsaiyein (MHAMBUAYAIbHBIM
MpepyuHUMAaTeeM) B TEKyIlleM OTYeTHOM repuoze GakToB HeOTPasKeHUS
VIV HETIOJTHOTBI OTPaskeHUsT He0OXOOMMBIX CBeJleHUit, a TakKe OIIMO0K
(MCKaxkeHMI1), JOMYLIeHHBIX B [IpeJICTaB/JIeHHbIX paHee JeKl1apalnysx,
yKa3aHHas opraHusanus (MHOUBUAYaAbHbIN IpeIIpUHMMATEIb)
IpeACTaBiiseT KOPPEKTUPYIOLMe AeKaapanyy, cogepsKaliye CBeLeHs
(morosHeHus), KOTOPble YTOUHSIOT CBeleHVs, CoLepsKallyecs B
JIekaapauusix, [IpeCcTaB/JIeHHbIX paHee (Jajiee - KOPPeKTUPYIoILas
Jexapaus).

KOppeKTI/IDYIOI_L[I/Ie OeKaapaliumu 1npeacTaB/IdI0TCIa 00 MCTeueHMsI CPpOKa
rmogaum aexkjpapanny 3a KBapTal, CIIGILYIOI.U,I/II‘/JI 3d OTUYETHBIM KBapTaJIOM (3a



VCKITIOUeHMEeM CIyvaeB, IPeyCMOTPeHHbIX ITyHKTOM 17 HaCTOSIIIMX
[TpaBwit), c 060CHOBaHMEM MPUYMH HEOTPAXKeHU ST MY HETTOJIHOTbI
OTpaskeHMs B JieKiapaluyym HeoO6X0AMMbIX CBEeJIeHNI, a TAKKe AOIMYIeHHbIX
OIMOOK (MCKasKeHMIA).

16. Bo Bpems nipoBenenus ®enepaabHOi CIY>KO00i1 TI0 peryampoBaHMIO
QJIKOTOJIBHOTO PbIHKA ITPOBEPKU TOCTOBEPHOCTHU CBEAEHUN B
NpeACTaBJIeHHbIX OpraHu3anuein (MHOMBUAYAJIbHBIM IIPeANIpYMHMMATEIeM)
Jeklapauusix opranmsauus (MHOUBUOYAJIbHbIN NIPeIIPUHMMATEND) He
BIIpaBe MpeACTaBaITh KOPPEKTUPYIOIIME NeKIapaliuy 3a MpoBepsieMblil
IIepUoL.

17. TIpeacraBiieHre KOPPEKTUPYIOUIMX deKaapaluii Iocjie CpokKa,
YCTAHOBJIEHHOTO ITyHKTOM 15 HacTosmux [IpaBuii, BO3MOXXHO B C/IeIyIOUIUX
cIyJasx:

a) mo npeamucanmio GenepanbHOI CITYyKOBI IO PETYIUPOBAHNIO
AJIKOTOJIBHOTO PhIHKA 00 yCTpaHEeHUM BbISIBIEHHBIX HAPYII€HU
00s13aTeIbHBIX TPeOOBaHMI, YCTaHOBIeHHBIX PemepasbHbIM 3aKOHOM "O
roCyJapCTBEHHOM PeryaupoOBaHMUM ITPOU3BOACTBA ¥ 060POTA STUIIOBOTO
CIIMPTA, AJIKOTOJIbHOM U CIIMPTOCOAepsKalleit MpoayKIuu 1 06
OTpaHMYEHUM MMOTPeOIeHNS (PACIIUTHS) JTKOTOIbHOM MPOIYKINUA ",

6) o pemenuio demgepaabHOI CIYKOBI IO PErYJIMPOBAHNIO AJTKOTOJILHOTO
PBIHKA O BO3MOXXHOCTH MpeCTaBIeHMSI KOPPEKTUPYIOIUX deKIapaiuii,
MIPUHSITOMY T10 pe3yJbTaTaM PacCMOTPEeHMS 3asiBJIeHUs OpTaHU3alumn
(MHIMBUAYaJIbHOTO IIpeAIpUHIMAaTes) O IIpeiCTaBIeHUn
KOPPEeKTUPYIOIIeii JeKaapalyuy rmocje yCTaHOBJIeHHOTO cpoka. [Topsaok
MpeAcTaBJIeHs YKa3aHHOTO 3asIBJIeHMS M IOPSA0K IPUHSITUS pellieHs O
BO3MOKHOCTM MpeiCTaB/IeHNsI KOPPEKTUPYIOIEi JeKIapalum mocie
YCTAHOBJIEHHOT'O CPOKAa YTBEPXKIA0TCsI MUHMUCTEPCTBOM (PMHAHCOB
Poccuiickoit ®enepaniin.

18. denmepanbHas cIysk0a IO PEryIMPOBAHMIO aJIKOTOJILHOTO PhIHKA HE
BIIpaBe OTKAa3aTh B IPUHATUM JeKIapauuii, IpeacTaBIeHHbIX
opranusaumen (MHAMBUAYIbHBIM PEAIIPUHMMATEIEM) B COOTBETCTBUM C
HacrosimumMu [IpaBuinamn.

19. ®epepanbHas CIysk0a MO peryamMpoBaHMIO aTKOTOMbHOTO PhIHKA TP
MOJIyYeH UM IeKapalyy B TOT Ke AeHb IepefaeT KBUTAHIIMIO O ITpreMe



JeKlapaliun B (bopMe 3JIEKTPOHHOT'O JOKYMEHTA OpraHn3aluinmn
(I/IH,ELI/IBI/I,ZLY&J'IBHOMY Hpe,ELHpI/IHI/IMaTEIIIO) IO TEJIEKOMMYHUKAIIMMOHHBIM
KaHa/IaM CBSA3U.

IIHeM mpe[cTaB/ieHUs AeKlapaluy CUNTAETCS JeHb ee OTIIPaBKU
opraHmusaumein (MHAVBUAYAIbHBIM [IpeAIIpUHMMAaTe/IeM) 10
TeJIeKOMMYHMKALIMOHHBIM KaHajlaM CBSI3U.

20. B ciyyae eciiv B OTUETHOM Mepuoe oprauusanueit (MHAUBULYaTbHBIM
npeArpuHuMaTeeM) IesTe/IbHOCTb, yKa3aHHAs B ITyHKTe 2 HACTOSIIMUX
[TpaBwu1, He OCYIIECTBIISJIACh M HA HAYaJI0 M KOHEell OTYeTHOTO nmepuoaa
OTCYTCTBOBA/IM OCTAaTKM MPOAYKLMU, TIpeACTaBlIeHye AeKaapanuii mo
dbopmam, nipegycMoTpeHHbIM MpuaoxkeHusimu N 1 - 8 K HaCTOS UM
[TpaBuiam, He TpedyeTCs.

ITpunoxenue N 1

K [IpaBuIam mpenacTaBieHNsT
Ieknapauuit 06 o6beMe Ipou3BOICTBA,
obopoTa 1 (MJIN) UCTI0/Tb30BaAHMS
dbapmaleBTMYeCKOI CyOCTaHIIMM CIIUMPTa
STUJIOBOTO (3TaHO/A), & TAKXKe
MPOU3BOJICTBA, MU3TOTOBJIEHUS

1 (un) obopora (3a UCKITIOUeHNeM
PO3HUYHOV MPOAAXU) CIIUPTOCOAEPsKAILINX
JIeKapCTBEHHBIX ITpernapaToB

U (M) CIPTOCOA P KAIIUX
MeIUITMHCKUX U3Henit

(dbopma)

une | | || |

| 111111 e o0

OEKNAPALNA
06 o6beme npounssoacTBa, obopoTa 1 (MIM) NCNOSIb30BaAHUSA
ONs cobCTBEHHbIX HY>X A hapMaLeBTUYECKON CybCTaHUUK CN
3TWUI0BOro (3TaHona)




Bun MIePBUYHBIN; | | KOPPEKTUPYIOLIMIA; HOMeED
IOKyMeHTa KOPPEKTUPOBKM

(Hy’)KHOe OTMeTUTb 3HaKOM V)

OT4YeTHBIN MTepUoT, 3al 3all 3a III 3a IV
yKa3bIBaeTcs NMpu caave | | kBapran; | | KBaprTad; | | KBapTan; | | KBapTas
oTueTa

(Hy>)KHOE OTMETUTb 3HaKOM V)

OTueTHBIN IO/,

(nonHOe HanmeHoBaHMe opraHM3aL|,|/||/|)

Anpec (MecTo HaxoXXAeHUs) opraHmnsaynmn

ITouTOBBIN MHIEKC Kop peruona Paiion

Fopon/HaceneHHbIn NyHKT Ynunua
oM Kopnyc/cTpoeHune

TenedoH (hakc)

ALpec 3/1eKTPOHHOW MNOYTbI OpraHn3aLmnm

HNeknapauus npencrtaBneHa B opMe 3N1eKTPOHHOI0 OKYMEHTa
HaTta " " 20 .
Nma panna

it || | | |

kart | | { ||| []]]cr. o002

Afopeca MecCcT ocyLlecTBIeHNs 0esaTe/IbHOCTU

KIIIT




ITouTOBBIN MHIEKC

Kop peruona

PaiioH _

Fopoa/HaceneHHbIN NYHKT
oM, kopnyc/cTpoeHue

Ynnua

KIIIT | |

HhoOBbH&MHneKcl |

Kop pervona

PaiioH _

Fopon/HaceneHHbINn NYHKT
[lom, Kopnyc/cTpoeHune

Ynnua

KIIIT | |

HhoOBbﬁ&MHneKcl |

Kop peruona

Paiion

Fopon/HaceneHHbINn NyHKT
oM, kopnyc/cTpoeHune

Ynuua

KIIIT | |

HOqTOBbH&MHneKcl |

Kop pernona

Parion _

Fopoa/HaceneHHbIN NYHKT
[dom, Kopnyc/cTpoeHune

Ynnua

KIIIT | |

HhoOBbH&MHneKcl |

Kop peruona

Pajiion

Fopoa/HaceneHHbIN NYyHKT
oM, Kopnyc/cTpoeHune

Ynnua

KIIIT | |

HhoOBbﬁiMHneKcl |

Kop pernona

Paiion




Fopon/HaceneHHbINn NYyHKT Ynunua
oM, kopnyc/cTpoeHune

OEKNAPALNA
06 o6beme npounssoacTBa, obopoTa 1 (UIM) NCMOSIb30BaAHUSA
dhapMaueBTUYECKON CyBCTaHUMN cCNUpTa 3TUI0BOro (3TaHon

(hekannTpoB)
N |Bupg npomykuuu Kop Buga CBemeHust o hapmMaleBTUUECKO C
/11 MIPOOYKLINN
OCTaTOK MIPOU3BENEHO | ITOTyU¢
Ha Hayajo | C Havyajaa
oT4eTHOrO | oTueTHOro | BCETO
nepuoma | mepmojaa
A |1 2 3 4 5
CBepneHus 110 OpraHmUsauun
1 ®apmaneBtnyeckas | 101
CcyOCTaHLIVSI CTIUPTA
STUJIOBOTO (3TAHOM)
Utoro
CBemeHust 1o 060co6IeHHOMY Mo pa3eneHnio (¢ ykazanuem VMHH, Kl




1 dapmarnieBTuueckas | 101
CcyOCTaHLIVSI CTIUPTA
STUJIOBOTO (3TAHOM)

Utoro
IMpunoxenne N 2
K [IpaBunam npezncrasieHUs
IeKaapanuit 06 06beme IpoMu3BOICTBA,
obopoTa 1 (MJI1) UCII0/Ib30BaHMS
(dhapmaleBTMUYeCKO CyOCTaHIIMM CITUPTA
STUJIOBOTO (3TAaHO/A), a TAKXKe
MPOU3BOJCTBA, U3TOTOBJIEHUS
1 (umn) o60poTa (3a UCKITIOYEHVEM
PO3HUYHOJ MPOAAXKU) CIIMPTOCOAEPsKaIINX
JIeKapCTBEHHBIX IIpernapaToB
U (M) COUPTOCOOepsKallx
MeIULIMHCKUX U3IeInit
(bopma)
w1111
KIIIT | | | | | Crp. 001
OEKJIAPALLNA
06 obbemMe nocTaBkKM (hapmaueBTUYECKON cybCcTaHuMm cnnp
3TWUNOBOro (3TaHoNa)
Bup, TIEPBUYHBIN; | | KOpPEKTUPYIOWIIA; HOMeEp
JIIOKyMeHTa KOPPEKTUPOBKHU

(Hy>KHOE OTMEeTUTD 3HaKOM V)

OTueTHbIN ITIepUoL, 3al 3all 3a llI 3alV
yKasblBaeTcs Ipu cjave | |keaprain; | | KBapTanm; | | KBapTan; | | KBapraul
oTyeTa

(Hy’)KHO€e OTMeTUTb 3HaKOM V)




OTueTHBIN IO,

(nonHoe HanMeHoBaHMe OopraHmnsauun, nHOoNBMUAOyaJibHOro npear

Anpec (MecTo HaxoxaeHusa) opraHmsaummn/Agpec (MecTo XXUTenbCl
NHOMBUAYaNIbHOro NpeanpuHUMaTens

ITouTOBBIN UHIEKC Kop pernona Paiion

Fopoa/HaceneHHbIV NYHKT Ynuua
[om Kopnyc/cTpoeHune
TenegoH (akc)
AQpec 3/IeKTPOHHOM MOYTbl OpraHuM3auun, UHAWBUAYANbLHOIO I

Heknapauvs npencrtassieHa B QOpMe 3/1eKTPOHHOIo AOKYMEHTa
HaTta "_ " 20_r.
Nmsa panna

| | Crp. 002

mae | | | |

ki | | || |

Aopeca MeCT OCyWeCcTBNeHUA OeATeNIbHOCTU/MeCT (aKTnyeckc
VHOWBUAYA/IbHOrO NpeanpuHuMaTens

ITouTOBBIV UHIEKC Kop peruona PaiioH _

Fopoa/HaceneHHbIW NYHKT Ynuua
oM, kopnyc/cTpoeHune

KIIIT | |

ITouTOBBIV MHAEKC | | Kop pernona PaiioH _




Fopon/HaceneHHbIn NYyHKT
oM, kopnyc/cTpoeHue

Ynuua

KIIIT

ITouyTOBBIN UHIEKC

Kop pernona

PaiioH _

Fopoa/HaceneHHbIN NYHKT
[dom, Kopnyc/cTpoeHune

Ynnua

KIIIT

ITouTOBBIN MHIEKC

Kop peruona

PaiioH _

Fopoa/HaceneHHbIn NYHKT
oM, Kopnyc/cTpoeHune

Ynnua

KIIIT

ITouyTOBBIN MHOEKC

Kop pernona

Paiion

fopon/HaceneHHbI NyHKT
oM, kopnyc/cTpoeHune

Ynuua

OEKNAPALINA
06 obbeMe nocTaBku (hapmaueBTUYECKON cybcTaHuMm cnnp
3TWUNOBOro (3TaHona)

Pazpen |
(hekannTpos)
N |Bup npomykuuu Kog Bupa CBeneHMs O IIPOMU3BOAUTEE/VIMIIC
/1 MIPOSYKIUN

HayMeHOBaHMe
MIPOM3BOIUTEIS/MMITOpTEPa

VHE




1

2

3

4

CBeneHMs 110 OpraHn

3alU N/ MHOVBUAYAJIbHOMY I peAIIpUMHUMATETIO

®dapmalieBTUUECKas
CcybCcTaHLIUS CTIUPTA
A3TUJIOBOTO (3TAHOI)

101

dapmalieBTHUUEeCKas
cy6CTaHLMS CITMpPTa
A3TUJIOBOTO (3TAHOI)

101

Utoro

CBegeHus 1o 060cob6eHHOMY IToapasaenenuio (¢ ykasanuem MHH, Kl
(akTMUecKoii nesITeIbHOCTH)

®dapMalreBTHMYECKas
CcybCcTaHLIUS CTIUpPTa
A3TUJIOBOTO (3TAHOI)

101

®dapmarieBTUUEeCKas
CcyoCcTaHLIUS CTIUPTa
A3TUJIOBOTO (3TAHOJI)

101

Utoro

OEKNAPALNA
06 obbeMe nocTaBkKM hapmaueBTUYECKON cybcTaHuMm cnnp
3TWUNOBOro (3TaHoNa)

Pazpen Il

(oekannTpos)

n/m

Bun npomykuum

Kopg Bupa
MIPOAYKLIVN

CBeneHMs O MPOU3BOAMUTEIIE/MMIIC

HauMeHOBaHMe
MPOU3BOANUTEST/UMIIOpTEpPA

VHE




2

3 4

CBeneHMs 10 OpraHu

3alU N/ MHOVBUAYAJTIbHOMY IIpeAIIpUHUMATETIO

®dapmarieBTUUECKAs
cybCcTaHLIMS CTIUpTa
ATUJIOBOTO (3TAHOI)

101

dapmalieBTUUEeCKas
cyGCTaHLMS CIIMpPTa
A3TUJIOBOTO (3TAHOJI)

101

Utoro

CBemeHus 1o 060cobeHHOMY IToapasaenennio (¢ ykasanuem MHH, K1

IesTeJIbHOCTU)

®dapmalieBTUYECKas
CcybCcTaHLIUS CTIUPTa
A3TUJIOBOTO (3TAHOI)

101

dapmalieBTUUECKAs
cyOGCTaHLMS CITMpPTa
A3TUJIOBOTO (3TAaHOJI)

101

Utoro

[Tpunoxenne N 3

K [IpaBunam npezncrapieHs
neknapauuit 06 o6beme Mpou3BOCTBA,
obopoTa ¥ (M) UCTIOIb30BaHUS
(dbapmareBTMUeCcKO CyOCTaHIUY CITUPTA
5TUJIOBOTO (3TAHOJIA), a TaKXKe
MIPOU3BOACTBA, U3TOTOBJIEHUS

u (M) o60poTa (3a UCKITIUEHVEM
PO3HUYHOM IPOLAKN) CIUPTOCOLEPKALIMUX
JIeKapCTBEeHHbIX IIpernapaToB

U (MIN) COUPTOCOOepsKallmX
MeIULUMHCKUX U3OEenit

(bopma)



une | | || |

KIIIT | | | | | Crp. 001
OEKNAPALLNA
06 o6beme 3aKynku hapmaueBTUYeCKon cybcTaHuUm cnupT
3TWNOBOro (3TaHona)
Bug TEPBUYHBIN; | | KOPPEKTUPYIOIIUIA; HOMeD
IOKyMeHTa KOPPEKTUPOBKU

(Hy>KHOE OTMETUTb 3HaKOM V)

OT4YeTHbIN ITepUo, 3al 3all 3a III 3a IV
yKa3bIBaeTcs NMpy caave | | kBapran; | | KBaprtai; | | KBapTan; | | KBapTasl
oTueTa

(Hy>KHOE OTMETUThb 3HaKOM V)

OTYeTHBIN IO,

(nonHOEe HanMeHoBaHMe OopraHmnMsauunn, HONBMNAOyaJibHOro npear

Appec (MecTo HaxoXXaeHus) opraHusaymmn/Anpec (MecTto XuTtesnbCl
WHAVBMAYabHOro npegnpuHuMaTens

[TouTOBBINV MHAEKC Kopm pernona PaiioH _

Fopon/HaceneHHbIn NYyHKT Ynuua
oM Kopnyc/cTpoeHune
TenedoH (hakc)
AQpec 3JIeKTPOHHOW MOYThbl OpraHusauum, UHAWBUOYANIbHOrO T

eknapauunsa npeacrtasjieHa B popMe 3/IeKTPOHHOro AOKYMeHTa
HaTta " " 20 .
Nmsa anna




VHH |

KITIT | Crp. 002

KIIIT

Apopeca MeCT oOCyLWeCTBNeHUA OeAaATeNlbHOCTU/MeCT (aKTun4yeckc
WHOWBUAYa/IbHOrO npeanpuHuMaTens

[TouTOBBIV MHAEKC Kop pernona PaiioH _

Fopoa/HaceneHHbIN NYHKT Ynuua
oM, Kopnyc/cTpoeHune

KIIIT | |

[TouTOBBINV MHAEKC | | Kopm pernona PaiioH _

Fopoa/HaceneHHbIn NYHKT Ynuua
oM, Kopnyc/cTpoeHune

KIIIT | |

ITouTOBBIN UHIEKC | | Kopg peruona Pajion

Fopoa/HaceneHHbIN NYHKT Ynuua
oM, kopnyc/cTpoeHune

KIIIT | |

[TouTOBBINV MHAEKC | | Kopm pernona PaiioH _

Fopoa/HaceneHHbIn NYyHKT Ynuua
oM, Kopnyc/cTpoeHune

KIIIT




ITouTOBBIN MHIEKC

Kopm pernona PaiioH _

Fopoa/HaceneHHbIN NYHKT
oM, kopnyc/cTpoeHune

Ynuua

OEKJTAPALLNA
06 o6beme 3aKynku hapmaueBTnYeckom cybcTaHumm cnupTt
3TWUI0BOro (3TaHona)

Paspen |
(nekannTpoB)
N |Bung npomykuuu Koxn Bupna CBenieHMS O IIPOMU3BOAUTENE/VIMIIC
/1 OpOaYyKLINMA .
pory HaVMeHOBaHMe VHE
MIPOM3BOANUTEIISI/UMIIOpTEpPa

A |1 2 3 4

CBeneHMsI 110 OpraHU3aLUNM/UHAUBUAYATIBHOMY IIpeAIIpMHMUMATETIO
1 ®apmaneBtuyeckas | 101

CcyoCcTaHLIMS CTIUPTa

3TUJIOBOTO (3TAHOI)

Utoro

CBemeHus 1o 060cob6eHHOMY oA paszaeneHnio (¢ ykasanuem MHH, Kl
1 dapmaneBTuyeckas | 101

cybCcTaHIMS CIupTa

3TUJIOBOTO (3TAHOI)

Utoro

OEKJIAPALLNA

06 o6beme 3aKkynku hapmaueBTUYeCKON cybCcTaHUuum cnupT
3TWUNOBOro (3TaHoNa)



Pazpen Il

cybCTaHIMS CIMpTa
3TUJIOBOTO (3TAHOI)

(hekannTpos)
N |Bug npoaykuuu Kozn Buna CBenieHMs1 O TIPOU3BOAUTEIE/VIMIIC
/o IPOOYKLIUU _
poRy HalMeHOBaHMe VHE
MpOU3BOOUTEISI/UMIIOPTEPA
A |1 2 3 4
CBeneHus 1O OpraHM3aluy/MHANBUAYAJIbHOMY IIPeIIIPUHMMATEITI0
1 ®apmaneBtuyeckas | 101
cybCcTaHLIMS CTIUpTa
A3TUJIOBOTO (3TAHOI)
Utoro
CBegeHus 1o 060cob6eHHOMY IToapasaenennio (¢ ykasanuem MHH, Kl
dakTuueckoii gessTeTbHOCTH)
1 ®apmarieBTuueckas | 101

HUtoro

[Mpunoxenne N 4
K [IpaBunam npezncraBieHUs

Iekaapaiuit 06 o6beMe MpoOMU3BOACTBA,

obopoTa 1 (MJIN) UCTI0/Ib30BaHMS

(dbapmaleBTM4YeCKOI CyOCTaHIMM CITUPTA

STUJIOBOTO (3TAHO/A), & TAKXKe
MIPOM3BOJICTBA, MU3TOTOBJIEHMS
1 (mn) o60poTa (3a UCKITIOUEHVEM

PO3HUYHOI MPOJAsky) CIIUPTOCOIEPsKALTUX

JIEKapCTBEHHDLIX ITperiapaToB



U (MJIN) COUPTOCOAepsKaIInX
MeOUIIMHCKUX U3TeNUit

(bopma)
| ||| ][]
a1 111111 e oot
OEKNAPALNA
06 o6beme obopoTa hapMaueBTUHECKON CybCcTaHUUK cnnpT
3TWNI0BOro (3TaHona)
Bun TIEPBUYHBIN; | | KOPPEKTUPYIOLIUIA; HOMeD
IOKyMeHTa KOPPEKTUPOBKU

(Hy>KHOE OTMETUTb 3HaKOM V)

OT4YeTHbIN Tepuo, 3al 3all 3a III 3alV
yKasbIBaeTcs NMpu caave | | kBapran; | | KBaprTad; | | KBapTan; | | KBapTasn
oTyeTa

(Hy>KHOE OTMETUTh 3HaKOM V)

OTYeTHBIN IO/,

(nonHOEe HanMeHoBaHMe OopraHmnsauun, nHONBMAOYyaJibHOro npear

Anpec (MecTo HaxoXXaeHuns) opraHmnsaynn/Agpec (MecTo XuUTenbCl
WHONBMOYaNlbHOr O NpeanpuHUMaTens

[TouTOBBIN MHAEKC Kopm pernona PaiioH _

Fopoa/HaceneHHbIN NYHKT Ynuua
oM Kopnyc/cTpoeHune
TenedoH (hakc)
ALpec 3/1IeKTPOHHOW MOYTbl OpraHuM3auun, MHAWBUAYANLHOIO T




Hdeknapauwvs npenctassieHa B pOpMe 3N1eKTPOHHOI0 AOKYMEHTa
Hata" " 20 .
Nma anna

| | Crp. 002

uhe || | | |

ki | | || |

Anpeca MecCcT OCYyLIeCcTB/eHUa OeATeNbHOCTU/MecT (haKTU4eckKc
NHOMBUAYaNIbHOro NpeanpuHUMaTens

KIIII | |

ITouTOBBIN UHIEKC | | Kop pernona Paiion

Fopoa/HaceneHHbIN NYHKT Ynuua
oM, Kopnyc/cTpoeHue

KIIIT | |

[TouTOBBIV MHAEKC | | Kop pernona PaiioH _

Fopon/HaceneHHbINn NyHKT Ynuua
oM, Kopnyc/cTpoeHune

KIIII | |

ITouTOBBIN MHIEKC | | Kopm pernona Paiion

Fopoa/HaceneHHbIN NYHKT Ynuua
oM, kopnyc/cTpoeHue

KIIIT | |

ITouTOBBIN MHIEKC | | Kop pernona PaiioH _




Fopon/HaceneHHbIn NyHKT
oM, kopnyc/cTpoeHune

Ynuua

KIIIT

ITouTOBBIN UHEKC |

Kop pernona

PaiioH _

Fopoa/HaceneHHbIN NYHKT
[om, Kopnyc/cTpoeHune

Ynunua

KIIIT

ITouTOBBIN MHIEKC

Kop peruona

Paiion

Fopon/HaceneHHbIn NYyHKT
[oMm, Kopnyc/cTpoeHune

Ynnua

OEKNAPALNA
06 o6beme obopoTa hapmMaueBTUYECKON CyBCTaHUUKM CNUpT
3TWUNOBOro (3TaHoNa)

(oekannTpos)
N |Bug npogykunu Kon Buna OcraTtok [TosrydyeHo ¢ Hayasa o1
/1 MPOAYKIMM | HA HAYaJI0
oT4yeTHOro | BCETO | B TOM Umce
nepuoaa o
Poccuiickoit
Qenepauuu
A |1 2 3 4 5
CBeneHMsI MO Opra”HM3aluy/MHANBUAYAJTbHOMY IIPeIIIPUHMMATEITI0




1 dapmarnieBTuueckas | 101
CcyOCTaHLIVSI CTIUPTA
STUJIOBOTO (3TAHOM)

HUtoro

CBegneHus 1o o60cobeHHOMY TTogpaszaenenuio (¢ ykazanuem MHH, Kl

1 ®apmaneBTnyeckas | 101
CyoCTaHLIMS CTIUPTA
3TUJIOBOTO (3TAHOJI)

Htoro

uae | | || |

[Mpunoxenue N 5

K [IpaBunam npezncraBieHs
neknapauuit o6 o6beme Mpou3BO/ICTBA,
obopoTa ¥ (M) UCTIOIb30BaHUS
(dbapmMareBTMUeCcKO CyOCTaHIIUY CITUPTA
5TUJIOBOTO (3TAHOJIA), a TaKXKe
MIPOU3BOACTBA, U3TOTOBJIEHUS

1 (M) 060poTa (3a UCKITIYeHeM
PO3HUYHOI MIPOAAKU) CIIUPTOCOAEPKATINX
JIeKapCTBEHHBIX ITpernapaToB

U (MJIN) COUPTOCOAepsKaIINX
MeIUUMHCKUX U3TeINit

(bopma)

KHHl | | | |CTp.001

NEKJTIAPALNA
06 obbemMe Npon3BOACTBA, N3FrOTOBIEHUA N 06OpOTa (3a NCKIIO
PO3HMYHON NPOOaXkn) CMUPTOCOAEPKALLMX NEeKAaPCTBEHHbIX N[
n (Mnn) cNUpToCoAepPXKaLNX MeANLUNHCKNX N34ennn




Bun MIePBUYHBIN; | | KOPPEKTUPYIOLIMIA; HOMeED
IOKyMeHTa KOPPEKTUPOBKM

(Hy’)KHOe OTMeTUTb 3HaKOM V)

OT4YeTHbIN ITePUOT, 3al 3all 3alll 3alVv
YKa3bIBAETCS IPU Cave KBapTas; | |kBapTan; | | KBapran:; | | KBapTasn
oT4yera

(Hy’)KHO€e OTMeTUTh 3HaKOM V)

OTueTHBI IO,

(nonHoe HanMeHoBaHMe opraHM3aunn, MHOANBMAYaNbHOro npear

Anpec (MecTo HaxoXXaAeHuns) opraHmnsaynmn/Agpec (MecTo XuUTenbCl
WHOMBMAOYANbHOIO NpeanpuHUMaTens

ITouTOBBIV UHIEKC Kop perunona PaiioH _

Fopoa/HaceneHHbIN NYHKT Ynuua
oM Kopnyc/cTpoeHune
TenedgoH (hakc)
AQpec 3/IeKTPOHHOW MOYThbl OpraHusaunm, UHAWBUAYANIbHOIO T

[eknapauuns npeacrasjieHa B popMe 3/IeEKTPOHHOIo AO0KYMeHTa
Oata " " 20 .
Nma anna

| | Crp. 002

nue | | || |

kit | | [ | |

Alpeca MeCT OCYLIeCTBAeHUs [eATeNbHOCTU/MEeCT (aKTU4ecKc
NHOMBUAYaNIbHOr0 NpeanpuHUMaTens




KIIIT

ITouTOBBIN MHIEKC

Kop peruona

PaiioH _

Fopoa/HaceneHHbIN NYHKT
oM, kopnyc/cTpoeHune

Ynuua

KIIIT | |

ITouTOBBIN MHEKC | |

Kop pernona

PaiioH _

Fopoa/HaceneHHbIN NYHKT
oM, kopnyc/cTpoeHue

Ynnua

KIIIT | |

HhoOBbﬁianeKcl |

Kop peruona

PaiioH _

Fopon/HaceneHHbINn NYHKT
oM, Kopnyc/cTpoeHune

Ynnua

KIIIT | |

HhoOBbﬁiMHneKcl |

Kop peruona

Paiion

Fopon/HaceneHHbINn NyHKT
oM, Kkopnyc/cTpoeHune

Ynuua

KIIIT | |

ITouTOBBIN MHIEKC | |

Kop pernona

ParioH _

Fopoa/HaceneHHbIN NYHKT
[dom, Kopnyc/cTpoeHune

Ynnua

KIIIT




ITouTOBBIN MHIEKC

Kop peruona

PaiioH _

Fopoa/HaceneHHbIV NYHKT
oM, kopnyc/cTpoeHune

Ynuua

OEKJTAPALUWNA
06 o6beme npon3BoaACTBaA, U3roTOBAEHUS U 060poTa (3a NCKIIO

PO3HWUYHON NPOAaXkn) CNNPTOCOAEPKALLMNX JIEKAPCTBEHHbIX N[

n (Mnn) cnupTocodep>XaLmMx MeguUNHCKNUX N3aenmn

IIpMMEeHEeHMs

(nekannTpos)
N |Bug npomykuuu Kop Bupa Hcrnonb30BaHO Ncronb30B
/T MPOIYKIMK | papMalieBTUUECKO | STUIOBOTO
CyOCTaHLIMM CIIUPTA | HA TMPOU3BC
S3TUJIOBOTO (u3rorosie
(3TaHOMA) HA CIIUPTOCO/I
MPOU3BOACTBO MeIUILIVHCE
(M3rOTOBJIEHNE) usgenmni
CIIMPTOCOAEPKALLIUX
JIeKapCTBEHHbIX
rperiapaToB U (Man)
CIIMPTOCOAePKAILUX
MeINLUMHCKUX
U3nennin
A |1 2 3 4
CBemeHMsI 110 OpraHM3al N/ MHAUBUAYATbHOMY IIpeapUMHUMATEIO
1 Cnuproconepsxaiiue | 102
JIeKapCTBEeHHbIE
rpernaparhl 1J1s1
MeJIULIMHCKOTO




Crmptoconepskaiiue | 103
JIeKapCTBEHHbIE
rpernaparsl A1t
BeTepUHAPHOTO
MIpUMeHEeHUS

Cnuproconepxamue | 104
MeIUIIVHCKUEe
U3oenns

Utoro

CBegeHus 1o 060cobeHHOMY oA paszaenennio (¢ ykasanuem MHH, Kl

CrnmpTocoaepsKkaiiue
JleKapCTBeHHbIe
Tpernaparbl J1Jist
MeIUIIMHCKOTO
TIpUMeHeHUsT

CrimpTroconepskaiine
JIeKapCTBEeHHbIE
mpenaparsl OJs
BeTEepUHAPHOI0
MMpUMeHeHUSs

CrnmpTocoaepsKkaiiue
MeIOUIMHCKIE
U3

HUtoro

[Tpunosxkenne N 6

K [IpaBuiam npencTaBieHUs
Ieknapauuit 06 o6beMe Ipou3BOJICTBa,
obopoTa 1 (MJIN) UCTI0Ib30BaHMS
(dbapmalieBTHMUYeCKOI CyOCTaHIUM CITUPTa
STUJIOBOTO (3TaHO/A), & TAKXKe
MPOU3BOACTBA, U3TOTOBJIEHUS

1 (un) obopora (3a UCKITI0UeHeM



PO3HUYHOJ MPOAAXKN) CIIUPTOCOAEPsKaLLINX
JIeKapCTBEeHHbIX [IperapaToB

U (M) CIUPTOCOAEPsKAIIUX
MeIVUMHCKUX U3TeNNit

(bopma)

uue | | || |

kn | | | | |

| | Crp. 001

OEKNAPALINA
06 o6bemMe 3aKynKn cNMpToCoAepKaLUMX IEKaPCTBEHHbIX MPE
n (Mnun) cnupTocoaepXXaLmx MeguUNHCKNUX N3genmn

IOKyMeHTa

Bun TIEPBUYHBIN; | | KOPPEKTUPYIOLLIA; HOMep

KOPPEKTUPOBKM

(Hy’)KHOe OTMeTUTb 3HaKOM V)

OTueTHbIN TIepUOS,
YKa3bIBAETCS IIPU Caave
oT4yera

3al 3all 3a 11 3alV
KBapTasi; | | kBapTan; | | KBapTad; | | KBapTan

(Hy’)KHOe OTMeTUTb 3HaKOM V)

OTueTHBIN IO,

(nonHoe HanMeHoBaHMe OopraHnsauun, NMHOoNBMAOyaJibHOro npear

Appec (MecTo HaxoXXaeHunsa) opraHunsaunn/Agpec (MecTo XNTesbC?
WHAVBMAOYaNbHOrO npegnpuHuMaTens

ITouyTOBBIN MHIEKC

Kop pernona Parion _

Fopoa/HaceneHHbIV NYHKT Ynuua

JloMm Kopnyc/cTpoeHue
TenedoH (dhakc)




Appec 3J'IeKTpOHHOI7| Mno4yYTbl OpraHM3auunn, NHONBUAYaJibHOro 1

[eknapauunsa npeacrasjieHa B popMe 3/IeKTPOHHOIo AO0KYMeHTa
HOata " " 20 _r.
Nma panna

VHH |

KITIT | Crp. 002

KIIIT

ALpeca MeCT OCyuwecCTB/eHUsA AOeATesIbHOCTU/MeCT (aKTnyeckc
WHONBMAOYaNbHOrO NpeanpuHuMaTens

[TouTOBBIV MHAEKC Kopm pernona PaiioH _

Fopoa/HaceneHHbIN NYHKT Ynuua
oM, Kopnyc/cTpoeHune

KIIIT | |

[TouTOBBINV MHAEKC | | Kopm pernona PaiioH _

Fopoa/HaceneHHbIn NYyHKT Ynuua
[om, Kopnyc/cTpoeHune

KIIIT | |

ITouTOBBIN UHIEKC | | Kop peruona Paiion

Fopoa/HaceneHHbIN NYHKT Ynuua
oM, kopnyc/cTpoeHue

KIIIT | |

[TouTOBBIV MHAEKC | | Kopm pernona PaiioH _




Fopon/HaceneHHbIn NYyHKT Ynunua

Aom,

Kopnyc/cTpoeHune

KIIIT |

ITouTOBBIN UHEKC |

Kop pernona PaiioH _

Fopoa/HaceneHHbIN NYHKT Ynuua

Howm,

Kopnyc/cTpoeHune

OEKNTAPALUNA

n (Mnn) cnupTocoAepXXalwmx MeaNuUNHCKNX N3aennmn

06 o6bemMe 3aKynKn CNMpPTOCOAEPKALLUWX IEKAPCTBEHHbIX MPE

Paspen |
(hekannTpoB)
N |Bupg nponykuuu Koz Bupa CBemeHMs O IPOMU3BOAUTEIe/UMII
o/ OPOSYKIUU _
HaMeHOBaHue H.
ITPOM3BOANTEST/UMIIOpTEpPa
A |1 2 3 4
CBepeHMs 110 OpraHuU3al v/ MHAUBUAYATbHOMY IIpeaIPUHUMATEI0
1 Crimptoconepskaniue | 102
JIeKapCTBeHHbIE
npernaparsl IJis
MeJUIIMHCKOTO
MMpVYMeHeHUs
2 Crimproconepskaniue | 103
JIeKapCTBEHHbIE
rmpenaparbl OJis
BeTepUMHAPHOTO
MIpUMeHeHMs




3 Crimptoconepskamiue | 104
MeJIULMHCKIUE
u3genus

Utoro

CBeneHusI 110 060Cc0671€eHHOMY IO pa3aesieHuto (c ykazanuem VMIHH, Kl
IesTeIbHOCTN)

1 Cruproconepskamiue | 102
JIeKapCTBEeHHbIE
rperaparsl AJisi
MeJIUIIMHCKOTO

MpUMeHeHUs

2 Crimproconepsxkaiue | 103
JIeKapCTBEeHHbIE
mpenaparbl OJ1s
BeTepUHAPHOTO
MpUMeHeHUs

3 Cniuproconepsxamue | 104
MeIUIIMHCKUE
U3aenus

HUtoro

OEKNAPALNA
06 ob6bemMe 3aKynkKu CcNMpTOCOoAEepPKALLUNX IEKAPCTBEHHbIX MPE
n (Mnn) cnupTocoaepXalnx MeANLNHCKNX N3genni
Paspen Il

(hekannTpoB)

N |Bug npoaykuuu Kopm Buna CBemeHMs O TIPOU3BOAUTEJIE/UMIT
/11 MIPOLYKLIVN




HaMeHOBaHue VH.
IIPOU3BOANUTENIS/UMIIOpTEPA

1 2 3

CBeneHMs 110 OpraHU3al UM/ MHIVBUIYATbHOMY ITpeAIIpMHMUMATETIO

Crimproconepskaniue | 102
JleKapCTBEeHHbIE
rpenaparbl IJist
MeJIUIIMHCKOTO

MIpUMeHeHUs

CrupTtoconepskaiiue | 103
JIeKapCTBEeHHbIE
rperaparsl AJ1s1
BeTepUHAPHOTO
MpUMeHeHUs

Crimptoconepskanine | 104
MeOUILIMHCKUe
usgenus

Htoro

CBeneHust 1o 060co6IeHHOMY oA pasesieHnio (¢ ykazanuem VIHH, Kl
(akTMUeCKOoii 1esITeTbHOCTH)

Crimproconepskaniue | 102
JleKapCTBEeHHbIE
rpenaparbl IJist
MeJIUIIMHCKOTO

MpUMeHeHUs




2 Crmptoconepskainiue | 103
JIeKapCTBEHHbIE
rperaparsl AJisi
BeTepUHAPHOTO
MpUMeHeHUs

3 Crimproconepskamue | 104
MeOUIMHCKIE
U3Ieuns

Utoro

[Ipunoxkenue N 7

K [IpaBuiiam mpeacTaBieHUs
JeKaapaiuit 06 o6beMe Npou3BOICTBA,
obopoTa u (MI1) UCIIOIb30BaHMS
dhapMaleBTMUeCKOM CYOCTaHIIMM CIIMPTA
STUJIOBOTO (3TAHOJIA), a TaKXKe
MPOU3BOJCTBA, U3TOTOBJIEHUS

" (M) 060poTa (3a UCKITI0YeHEM
PO3HUYHOJ IMTPOIAXKN) CIIMPTOCOAEPsKAIINX
JIeKapCTBEHHBIX ITpernapaToB

U (MIU) COUPTOCOAEPKAIIUX
MeIOUIMHCKUX U3HeInit

(bopma)

mae || | | |

| 11111111 e o0

OEKJTIAPALNA
06 o6beMe NocTaBKM CNMPTOCOAEPKALLMX NIEKAPCTBEHHbIX MNPt
n (Mnn) CNUPTOCOAEPXKALWMNX MEeANLUNHCKNX N34eNnn

Bup, TIEPBUYHBIN; | | KOPPEKTUPYIOIIAIA; HOMeD
JOKYMEHTa KOPPEKTUPOBKU

(Hy’)KHOe OTMeTUTb 3HaKOM V)




OT4YeTHbIN ITepUOT, 3al 3all 3a III 3a IV
yKa3bIBaeTcCs mpu caave | | KBapTai; | | KBapTan; | | KBapTad; | | KBapTasl
oTueTa

(Hy>)KHOE OTMETUTb 3HaKOM V)

OTueTHBIN IO,

(nMonHOe HaumMeHoBaHMe OopraHmnMsauun, nHONBMNAOYyaJibHOro npear

Anpec (MecTo HaxoXXaeHuns) opraHmnsaynn/Agpec (MecTo XuUTenbCl
WHAVBNAOYANbLHOrO NpegnpuHuMaTens

ITouTOBBIN MHIEKC Kop pernona Paiion

Fopoa/HaceneHHbIV NYHKT Ynuua
oM Kopnyc/cTpoeHune
TenedgoH (hakc)
ALpec 3/1eKTPOHHOW MOYTbl OpraHM3auun, MHAWBUAYANLHOIO T

[eknapauunsa npencrtasjieHa B popMe 3/IeKTPOHHOIo AOKYMeHTa
HaTta " " 20 _r.
Nma panna

| | Crp. 002

mat || | | |

kit | | | ||

Apeca MeCT OCYLUECTBEeHUA OeATeNlbHOCTU/MECT (haKTUYecKC
NHOUBUAYANIbHOMO NMpeanpuHUMaTens

[TouTOBBINV MHAEKC Kopm pernona PaiioH _

Fopon/HaceneHHbIN NYHKT Ynuua
[lom, Kopnyc/cTpoeHune




KIIIT

ITouTOBBIN UHIEKC Kop peruona Paiion

Fopoa/HaceneHHbIV NYHKT Ynuua
oM, kopnyc/cTpoeHue

KIIIT |

ITouTOBBIN MHIEKC | Kopm pernona PaiioH _

Fopon/HaceneHHbIn NYyHKT Ynuua
Hom, Kopnyc/cTpoeHune

KIIIT |

ITouTOBBIN MHIEKC | Kopm pernona Paiion

Fopon/HaceneHHbIn NYHKT Ynunua
oM, kopnyc/cTpoeHune

KIIIT |

ITouTOBBI UHIEKC | Kop pernona PaiioH

Fopoa/HaceneHHbIN NYHKT Ynuua
oM, Kopnyc/cTpoeHune

OEKNTAPALNA
06 o6beMe NocTaBKM CNMPTOCOAEPXKALLUNX JIeKAPCTBEHHbIX Mpt
n (Mnn) cnupTocoAepXXalwmx MeaNuUNHCKNX N3aennmn
Paspen |

(hekannTpoB)




N |Bupg mpoaykiun Kopm Bupma |CBemeHMs 0 MpOMU3BOAUTENIE/UMIT

/1 POOYKIUU
HaMeHOBaHue VH.
IIPOU3BOANUTENIS/UMIIOpTEPA

A 1 2 3

CBeneHMs 110 OpraHU3al UM/ MHAVBUIYATbHOMY ITpeAIIpMHMMATETI0

1 Crimptoconepskaniue | 102
JleKapCTBEeHHbIE
rpernaparbl IJ1st
MeIOUIMHCKOTO

MpUMeHEeHUs

2 CrupTtoconepskaiiue | 103
JIeKapCTBEeHHbIE
rpernaparsl AJisi
BeTepUHAPHOTO
MpUMeHeHUs

3 Crimproconepskamniue | 104
MeOUIMHCKIE
U3aenus

Htoro

CBegeHus 1o 060co6eHHOMY oA pasaenenuio (¢ ykasanuem MHH, Kl
(bakTHYeCcKoit 1esITebHOCTH)

1 Crimproconepskaniue | 102
JleKapCTBEeHHbIE
rpernaparbl IJist
MeIOUIMHCKOTO

MpUMeHeHUs




2 Crmptoconepskainiue | 103
JIeKapCTBEeHHbIE
rperaparsl 4Jisd
BETEepUHAPHOTO
MIpUMeHEeHNS
3 Criptoconepsxkamnue | 104
MeIUIIMHCKIEe
usnenus
Htoro
ODEKJTAPALLNA
06 o6bemMe NoCTaBKM CNMPTOCOAEPXKALLUNX NIEKAPCTBEHHbIX MpPt
n (Mnn) cNUpToCoAepPXKaLNX MeANLUNHCKNX N34ennn
Paspen ll
(nekanuTpos)
N |Bug npomykuuu Kopm Buna CBemeHMs O IPOU3BOAUTEJI€/VIMIT
/1 MPOSYKLIVN _
HaMeHOBaHue NH
ITPOM3BOANTEST/MUMIIOpTEPa
A |1 2 3

CBe,E[eHI/ISI I10 OpI‘aHI/IBaLU/II/I/I/IH,I[I/IBI/II[ya)IbHOMy MmpearnpmHMuMaTeIro0

CrnmpTocoaepsKkaliue
JleKapCTBeHHbIe
rpenaparsl J1Jist
MeIUIMHCKOTO
TpUMeHeHUsT

102




Crmptoconepskainiue | 103
JIeKapCTBEHHbIE
rperaparsl AJisi
BeTepUHAPHOTO
MpUMeHeHUs

Crimptoconepskamine | 104
MeJIULIMHCKIE
u3genus

HUtoro

CBegneHus 1o 060cobeHHOMY TTogpaszenennio (¢ ykazanuem MHH, Kl
IesTeJIbHOCTN)

Crmproconepskamiue | 102
JIeKapCTBEeHHbIE
mpenaparbl s
MeIVLIMHCKOTO

MIpUMeHEeHUs

Crniuprocomepskarniue | 103
JleKapCTBEHHbIE
npenaparbl IJist
BeTepUHAPHOTO
MpUMeHeHUs

Crimptoconepskamine | 104
MeJIULIMHCKIE
uU3genus

HUtoro

IMpunoxenne N 8

K [IpaBunam npezncrasieHus
Iexaapaiuit 06 06beMe Ipou3BOIACTBA,
obopoTa 1 (MJI1) UCII0/Ib30BaHMS
(dhapmaleBTM4YeCKO CyOCTaHIMM CITUPTA
STUJIOBOTO (3TAHO/A), & TAKXKe
IIPOU3BOLCTBA, U3TOTOBIEHUS



une | | || |

u (M) 060poTa (3a UCKITIOYEHVEM
PO3HUYHOM MPOAAKUN) CIIUPTOCOAEPKAINX
JIeKapCTBEHHbIX [IpernapaToB

U (M) COUPTOCOOepsKallux
MeIVUMHCKUX U3eINit

(bopma)

kon | | || |

| | Crp. 001

OEKJIAP

ALWA

06 o6beme 06opoTa cNMpTOCOAEPKALLMX NNIEKAPCTBEHHbIX MNpPE
n (Mnn) cnupTocoaepaLlmx MeguUNHCKNUX N3aenmn

oTyeTa

YKa3bIBaeTCd IIpU caave

Bupg TIEPBUYHBIN; | | KOPPEKTUPYIOLLIA; HOMep
JOKYMEHTA KOPPEKTUPOBKU
(Hy>KHOE OTMETUTD 3HaKOM V)

OTueTHBbIN ITepuox, 3al 3all 3a lll 3alV

KBapTaJ; KBapTal,; KBapTaJ; KBapTall

(Hy’)KHO€e OTMeTUTb 3HaKOM V)

OTYeTHBIN IO,

(nonHoe HanMeHoBaHMe OopraHmnsauun, nHOoNBMAOYyaJibHOro npear

Anpec (MecTo HaxoXaeHus) opraHunsaunn/Agpec (MecTo XXUTesbCT
NHOMBUAYaNIbHOro NpeanpuHUMaTens

ITouTOBBIN MHIEKC

Kop pernona ParioH _

Fopon/HaceneHHbIn NYHKT

Ynnua

[loM Kopnyc/cTpoeHue




TenedoH (hakc)
AOpec 3N1eKTPOHHOM MNOYTbl OpraHu3aunn, WHOMBUAYANLHOIO T

[eknapauunsa npeacrasjieHa B popMe 3/IEKTPOHHOIo AO0KYMeHTa
Oata " " 20 .
Nma anna

| | Crp. 002

uue | | || |

k| | | |

Aopeca MeCT OCyLwecCTBNeHUA LeATeNIbHOCTU/MeCT (akKTnyeckc
WHOMBMOYaANIbHOIO NpeanpuHUMaTens

ITouTOBBIN UHIEKC Kop peruona Pajion

Fopon/HaceneHHbIn NYHKT Ynunua
oM, kopnyc/cTpoeHune

KIIIT | |

ITouTOBBIN MHEKC | | Kop pernona PaiioH

Fopon/HaceneHHbINn NYHKT Ynuua
Hom, Kopnyc/cTpoeHune

KIIIT | |

ITouTOBBIN MHIEKC | | Kopm pernona Paiion

Fopon/HaceneHHbIn NyHKT Ynunua
oM, kopnyc/cTpoeHue

KIIIT | |

ITouTOBBIV UHIEKC | | Kopg peruona PaiioH _




Fopon/HaceneHHbIn NyHKT
oM, kopnyc/cTpoeHue

Ynuua

KIIIT |

ITouTOBBIN MHIEKC |

Kop pernona

PaiioH _

Fopoa/HaceneHHbIN NYHKT

Howm,

Ynnua

Kopnyc/cTpoeHune

OEKJTAPALUNA

06 o6beme ob6opoTa cnupToCoaepKaLLMX NEeKapCTBEHHbIX NpPE

n (Mnn) cnupTocoAepXXalwmx MeaNuUNHCKNX N3aenmmn

(bekannTpos)
N |Bung npomykuuu Kogn Bunma OcTaTok [TonydyeHo ¢ Havasna o
/1 MPOAYKIMM | HA HAYAJIO
oTyeTHOro | BCETO | B TOM Unce
nepuona 1o
Poccuiickoit
Oenepann
A |1 2 3 4 5
CBeneHMs 110 OpraHM3al M/ MHAVBUAYATbHOMY IIpeapUMHUMATEI0
1 Crmproconepskaniue | 102
JIeKapCTBeHHbIEe
rpernaparsl AJisi
MeIUIIMHCKOIO
MIpUMeHeHUsI




CrnmpTocoepsKkaiie
JIeKapCTBeHHbIe
rpernaparsl ISt
BeTepUMHAPHOTO
TIpUMeHeHUsT

103

CrnimpTocoepsKkaiiue
MeIUIIMHCKIE
U3

104

HUtoro

CBeneHMs 110 060c06IeHHOMY TTOApa3zeleHUI0

(c ykazanuem VHH, KI

CrimpToconepskamiue
JIeKapCTBEeHHbIE
rperaparsl IJis
MeJIUIIMHCKOTO
MMpVYMeH eHUSI

102

CrnmpTocoepsKkaiiue
JIeKapCTBEHHbIE
Tpernaparhl IJis
BETEPUHAPHOTO
MIpUMeHEeHUS

103

CrnmpTocoepsKkaliue
MeaUIIMHCKIE
U3IeIns

104

HUtoro

MN3MEHEHNMA],

YTBepKaeHbI

roctaHoByieHueM [IpaBuTe/bCTBA
Poccuiickoi ®enepaniu
ot 20 arnipesnst 2019 1. N 472

KOTOPBIE BHOCATCA B IOCTAHOBJIEHUE ITPABUTEJIbCTBA
POCCUICKOM ®EIEPALIMU OT 19 UIOHS 2006 T. N 380



1. A63a11bl BTOPO¥ U TpeTHii IyHKTA 2 U3JIOKUTDb B CAeAYIONIE pelaKiym:

"IOCTOBEPHOCTh yueTa 06'beMa IMPou3BOACTBA ITWUJIOBOTO CIIUPTa (32
MCKITIOUeHMeM ¢dapmalieBTUUeCcKOoi CyoCTaHLIM CIIUPTA STUIOBOTO
(3TaHOMa), AJIKOTOJIbHOV U CIMPTOCOAepsKalleli POayKIMY OMpeesisieTcs C
y4eTOM MMOTepPb, BOSHUKAIOIIMX IPU IPOMU3BOACTBE 3TUIOBOTO CIIUPTA,
aJIKOTOJIbHOM M CIIMPTOCOAepsKallleil MpoaAyKIUK B Iipeaeaax HOpM
€CTEeCTBEHHO YObUIN, ¥ TIOTPEITHOCTU U3MEPEHMIA, TOITyCKaeMOii
aBTOMAaTUYECKUMU CpefCTBAMM U3MePeHMs U yueTa KOHIIeHTpaluun u
o6bemMa 6e3BOHOrO CIIMPTAa B TOTOBOI MPOIYKIIMM, 06beMa TOTOBOI
MPOAYKIIVN;

IIOCTOBEPHOCTh yueTa 00beMa 000poTa (3a MCKIIYEeHEM PO3HUUHOM
MpOJasky) STUJIOBOTO CIIMPTA (32 UCK/IIOUeHreM ¢apMalie BTu4ecKkoit
CyOCTaHIIMM CIIMPTA STUIOBOTO (3TAHOJIA), AJIKOTOIBHOM U
CIIMPTOCOAEp KALLEN TPOLYKIMUM OIIPENEeIsIeTCs C YUYETOM I0Tepb,
BO3HMKAIOIINX IIpM 060pOTe YKa3aHHOI IMPOAYKIIMY B IIpeiesiax HOpM
eCTeCTBEeHHO YObLIN.".

2. B TIpaBuiax yuera o6beMa Mpon3BOACTBa, 060poTa U (M)
MCIOIb30BAHMS STUIOBOTO CIIMPTA, JIKOTOJIbHONM M CIMPTOCOAEpsKallein
MPOAYKIIMM, a TAKKEe yuyeTa UCIOIb30BaHM S IPOU3BOACTBEHHBIX
MOIIIHOCTe, 06beMa COOpaHHOIO BMHOTpaia M BUHOTPAaa,
MCIOIb30BAHHOTO JJ1 IPOU3BOACTBA BUHOAE/IbYECKO TPOLYKIMN,
YTBEPKIEHHBIX YKa3aHHBIM [TOCTAHOBJIEHUEM :

a) MyHKT 1(1) U3710XKNUTh B CIeAYIOIIel pegaKIn:

"1(1). Hacrostmue [TpaBuia He pacrpoCTPaHSIIOTCS Ha yUeT 06bema
MIPOM3BOJICTBA, 000poTa U (MJIN) UCIIOIb30BaHMSI (hapMalleBTUUECKOIA
CyOCTaHLIMM CIIMPTA STWJIOBOTO (3TAHOJA), a TaKXKe Ha yueT o6bema
MIPOM3BO/ICTBA, U3TOTOBIEHMS U (MJIM) 060pOTa CIIUPTOCOIEPIKAIINX
JIeKapCTBEHHDIX MIPernapaToB U (MIK) CIUPTOCOLepKalIUX MeULIMHCKUX
U3eInii.

Hactosimye ITpaBuiia IpUMEHSIIOTCS B OTHOIIEHM M yUeTa 00beMa 3aKyITKA
3TUJIOBOTO CIIMPTA U ero MUCIOIb30BaHU A1 IPOU3BOLCTBA
COMUPTOCOAepsKalIMX JIEKAPCTBEHHbIX IIpernapaToB U (MIn)
CIIMPTOCOAEPKAIMX MeOULIMHCKUX U3e/INIA, a TaKKe B IIpoLecce
MPOU3BOACTBA APYIUX JIEKAPCTBEHHbBIX CPEACTB U (MJIU) MEIUIIUHCKUX



u3genuin.”;

6) ab3a1l TpeTuit MyHKTa 4 MPU3HATh YTPATUBILIUM CUITY;
B) MOJMYHKT "3X" MMyHKTa 5 MPU3HATh YTPATUBIIUM CUTY;
T) JOTIOTHUTH ITyHKTOM 5(1) cremyioliero comepskaHmsi:

"5(1). YueT o6beMa 3aKyIKM U UCIIOIb30BaHNSI STUIOBOIO CIIMPTA
MIPOM3BOAMUTCS B OPTaHM3AIMSIX, KOTOPBIE OCYILECTBIISIOT POMU3BOICTBO
CIIMPTOCOAEPKAIINX JIEKAPCTBEHHBIX MPEIapaToB U (M)
CIIMPTOCOAEPXKAIINX MeIUIIMHCKUX U3AeJINIA, UCIIOIb3YIOT STVIOBBINA CIIUPT
B ITIpOLIecce IMTPOU3BO/ICTBA IPYTUX JIEKAPCTBEHHBIX CPENICTB U (MJTN)
MeIUIIMHCKUX U3MeNiA, a TAKKe Y KOTOPBIX eMKOCTY JIJISI TPUEMKMU
STUJIOBOTO CIIMPTa OCHAII€HbI aBTOMATUUECKMMM CPEICTBAMMU.

YueTt 06beMa 3aKVYIIKM U UCII0/Ib30BaHMA 3TUJIOBOI'O CIIMPTa
OopraHnmsanuusMm, YyKa3aHHbIMU B 86331_1,6 IMepBOM HACTOAMIEro ITYHKTA,
OCYIIECTBJIAETCA C IPMMEHEHMEM TEXHUUYECKUX CpeILCTB.";

Il) TOTIOJTHUTH MYHKTOM 8(1) c/IeIyIoIIero coepskaHms:

"8(1). Inst yueta o6bemMa 3aKyIKM U UCIIOJIb30BaHMS STUMJIOBOTO CIIMPTA
MICIIOJIb3YIOTCS C/IeAyIolye TToKa3aTesn:

06beM 3aKyTUIEHHOTO 3TUJIOBOTO CITUPTA;

06bem 6e3BoHOTO (100-TIpOIIEHTHOr0) CIIMPTA B 3aKYIJIEHHOM 3TUJIOBOM
crmpTe;

KOHIIeHTpaIMsi 6e3BOJHOTO CITIMPTA B TOTOBOI IMPOIYKINN.";

e) B nyHKTe 10 cjioBa "3HaueHue 1okasaresis, IIpefyCMOTPEHHOIO
MOAIYHKTOM "B" ITyHKTa 8 HacTosmux [IpaBmui” 3aMeHUTh CJI0BaMU
"3HaueHMs [oKasaTesien, IpefyCMOTPEHHBIX IOAITYHKTOM "B" IIYHKTA 8 U
nyHKTOM 8(1) HacTosmux [IpaBuin”;

3K) TIYHKT 11 M3JIOKUTB B C/IeAYIONIEei pefaKkiuu:

"11. 3HaueHus TOKa3aTesei, UCIOJIb3yeMbIX IJIS1 yueTa oobeMa
MIPOU3BOJICTBA, 060pOTa U (MJTM) UCIIOIb30BaAHMS TPOIYKIIMM DUKCUPYIOTCS
OpraHM3alusIMU B XKypHajie yueTa 06beM0B ITPOU3BOJCTBA U 000poTa (3a
VCKJIIOUeHVEeM PO3HUYHOM MPOoLaxkut) U (M) UCIIOAb30BAHUS [IJIS1



COOGCTBEHHBIX HYXX[ 3TUIOBOTO CIIMPTA, aJIKOTOJIbHOM U
CIIMPTOCOAEPSKAIIEH MTPOIYKLIVN.

3HaueHMe TToKa3aTeJsl, MCIIOb3yeMOro Ipy yueTe o6bemMa MpomyKInH,
yKa3aHHOTrO B ab3alle BTOpPOM ITyHKTa 2 HacTosmux [IpaBui, pukcupyetcs
opraHmu3aiyei B XypHaje yyeTa UCIOJIb30BaHMSI MOUIHOCTe I10
MIPOU3BOACTBY STUIOBOTO COMPTA U AJIKOTOJIbHOV MPOIYKIIUY C
MICITOJIb30BaHMEM STUIOBOTO CIIMPTa, opMa ¥ MOPSIIOK 3aIIOTHEHUS
KOTOPOTO yCTaHaBAMBaIOTCcss MuHMcTepcTBOM duHaHCOB Poccuiickoit
Qenepauun.”.



