NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

[TOCTAHOBJIEHUE
oT 20 ampensg 2019 1. N 472

O [TOPSIIKE
VYETA U IEKJIAPMUPOBAHIS OBbEMA
[IPOV3BOMICTBA,
OBOPOTA U (WJIN) ICIIOJIb3OBAHU S
®APMAILIEBTUYECKOM CYBCTAHLINU
CIIMPTA 3TUJIOBOT'O (3TAHOJIA), A TAKXKE
[IPOV3BOMICTBA,
M3TrOTOBJIEHUS U (UJI) OBOPOTA (3A
UCKJIIOYEHUEM PO3HUYHOM
ITPOZIASKI) CITUPTOCOIEPKAIIMX
JIEKAPCTBEHHBIX [TPEITAPATOB
1 (UJIN) CITMPTOCOJEPKAIINX MEIULIMHCKUX
W3IEIUN Y O BHECEHUU
M3MEHEHUM B [IOCTAHOBJIEHUE
[IPABUTEJIbCTBA POCCUMCKON
GEIEPAITMU OT 19 MIOHS 2006 T. N 380

[TpaBuTenbcTBO Poccuiickoit @emepaiiyin
MOCTaHOBJISIET:

1. YTBepAUTh IIpuiaraeMsbie:

[IpaBuia yueta o6beMa Mpou3BOACTBA, 060pOTa U
(unn) ucronb3oBaHus apMalieBTUUECKO






CyOCTaHLIMM CIIMPTA STUIOBOTO (3TAHOJIA), a TAKKe
MPOM3BOJICTBA, M3TOTOBIEHMS U (MI1) 060poTa (3a
UCKJIIOUeHVEeM PO3HUYHOI ITPOIaXKu)
CIIMPTOCOAepsKAIIMX JIeKAapCTBEHHBIX MpernapaToB U
(M) CUpTOCOAepKAI X MeAULIMHCKUX U3TeINi;

[TpaBuia npeacTaBieHMs geKkaapaiuii 06 oobeme
MpOM3BOJICTBA, 060POTa U (M) UCTIOIb30BaAHMS
(dapmarieBTHMUYeCKOI CYyOCTAHIMM CITUPTA STUIOBOTO
(3TaHO/a), a TaKKe IPOU3BOJICTBA, U3TOTOBJIEHUS U
(wnu) o6opoTa (3a UCKIIUYEeHNEM PO3HUUHOM
MPOJaKM) CIMPTOCOAEPKALIMX JIeKaPCTBEHHBIX
npenapaTroB U (M) CIUPTOCOAep Kalux
MeIULIMHCKUX U3ENNIA;

M3MeHeHMsI, KOTOpble BHOCSTCSI B [IOCTAHOBJIEHME
IIpaBuTenbcTBa Poccuiickoi @enepaniyiv OT 19 MIOHS
2006 r. N 380 "O6 yueTe 06'bema IIpOU3BOJICTBA,
obopoTa 1 (MJI1) UCTI0JIb30BAHMS STUIIOBOTO CIIUPTA,
QJIKOTOJIBHON U CIIMPTOCOepsKaleit MpoayKLUn, a
TaKke yueTe UCI0Jb30BaHMsI TPOMU3BOICTBEHHBIX
MOIIIHOCTE, 06'beMa COOpPaHHOTO BMHOIPaaa u
BMHOTpaja, UCII0/Ib30BAaHHOTO /151 IPOU3BOACTBA
BUHOeNbYecKoi mpoaykumuu" (Cobpanue
3aKoHomarebcTBa Poccuiickoit ®epepannun, 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:

IOCTOBEPHOCTD yyeTa 06'beMa ITPOU3BOICTBA
apmarieBTMUECKOI CYOCTaHLIMM CITMPTA STUIOBOTO
(9TaHoO/a) OoMpenensieTcsl C y4eTOM MOTepb,
BO3HMKAIOIIVX MIPYU IMTPOU3BOACTBE YKa3aHHOM
MPOAYKIIMY B ITpeeaXx HOPM eCTeCTBEHHOI YObLIN,
Y IOTPEITHOCTY U3MepeHUI, TOITyCKaeMOoit
aBTOMaTUYECKMMU CpeCTBAMU U3MepPeHMS U yueTa
KOHIIeHTpaIuu 1 oobeMa 6e3BOTHOTO CIIUPTa B
(dapmaleBTHMUYeCKO CYyOCTAHIMY CITMPTA STUIOBOTO
(sTaHosa), 06beMa hpapMalLeBTUUECKOI CYOCTaHIIUM
CIMUpTa STUIIOBOTO (3TAHOJIA);

IOCTOBEPHOCTD yyeTa 06'beMa ITPOu3BOICTBA
CIIMPTOCOAEPXKAIIMX JIeKapCTBEHHBIX MTPerapaToB U
(M) COUPTOCOAEPKAIMX MEIUIIMHCKUX U3 e
ompenesseTcs C yYeTOM IOTePh, BOSHUKAIIINX TIPU
MPOM3BOJICTBE YKAa3aHHO MPOAYKIIMHU B TIpeJiesiax
HOpPM eCTeCTBEHHO yObLIN;

IOCTOBEPHOCTD yueTa 06'beMa 060poTa 1
MCIO0JIb30BaHMs (hapMalleBTMUeCKOi CyOCTaHIIUM
CIIMPTa STWIOBOTO (3TAHOJIA), a TaKkKe 0b6opoTa (3a
UCK/IIOUEeHMEM PO3HUYHOI MTPOIaXKu)
CIIMPTOCOAEPKAIIMX JIeKAPCTBEHHBIX ITpenapaToB U
(M) criMpTocoaep KAl X MegUIMHCKUX U3TeTUn






oTmpeiesisieTcs C y4eTOM IoTepb, BO3HUKAIOIIUX TTPU
060pOoTe U UCIOJIb30BAHUY YKAa3aHHO MPOAYKLIMHU B

rpejiesiax HOpM eCTeCTBEHHO yObUIN.

3. MunuctepcTBy hbuHaHCcOB Poccuiickoit
Oenepanyn:

B 3-MeCSYHbII CPOK YTBEPAUTh HOPMBI €CTECTBEHHO
yObUIV TIPU IIPOU3BOJICTBE, 000pOTE U (MJIN)
MICITOJIb30BaHMM (papMalleBTMUUeCKO CyOCTaHIMM
CIMpTa STUJIOBOTO (3TAHOJIA), @ TaKXKe IIPU
MPOU3BOJCTBE U (M) 060pOoTe (3a UCKITIOUEHMEM
PO3HUYHOW MPOAAKN) CIIMPTOCOIEPKAINUX
JIeKapCTBEHHBIX IIperapaToB U (M)
CUPTOCOAEPKAIIMNX MEIULIMHCKUX U3OEINIA;

B 4-MeCSYHbIN CPOK YTBEPAUTDH MOPSNOK OLIeHKU
IOCTOBEPHOCTH yJyeTa 06beMa IPOU3BOJICTBaA,
0b6opoTa 1 (MIK1) UCII0Ib30BaHMs (papmalieBTHUYeCKO
CyOCTaHIMM CIIUPTA STUIOBOTO (3TAaHOA) OIS
IIPOU3BOLCTBA CIUPTOCOLEPKALMX JIeKAPCTBEHHbIX
IpernaparoB U (WIN) CIUPTOCOLepsKal X
MeOULVHCKUX U3Je/Nii, B IIpoliecce IpOMU3BOACTBA
IPYTUX JIeKapCTBEHHBIX CPeLCTB U (MIN)
MeIVUMHCKUX U3MeNil, a TaKKe IIPOU3BOACTBa,
M3TOTOBJIEHNUS U (W) 060pOTa (32 UCKITIOUEHNEM
PO3HUYHOV MIPOLAKN) CIUPTOCOLEePKAaLINX
JIeKapCTBEHHBIX IIpernapaToB U (MIN)






CIIMpTOCOAEP>KalllMX MeOUIMHCKNX VI3,EL€J'IVII71.

4. [IpM3HATH YTPATUBIIMMM CHUJTy a63a1[bl BTOPOII U
TpeTuii moctaHosieHus [IpaBuTenbcTBa Poccuiickoii
@enpepanyu ot 29 gekabps 2017 r. N 1694 "O
TOpsIIKe yJyeTa U AeKJIapyupoBaHus oobema
MIPOU3BOACTBA, ITIOCTAaBKU U (M) UCIIO/Ib30BaHUS
IJ1s1 COOCTBEHHBIX HYXK], (hapmalieBT4eCKoii
CyOCTaHLIMM CIIMPTA STUIOBOTO (3TaHOJIA) U
BHECEHUU M3MEeHEHNI B HEKOTOPbIE aKThI
[TpaBuTenncTBa Poccuiickoit ®epgepauyn” (Cobpanue
3aKoHomarenbcTBa Poccuiickoit ®epepannm, 2018, N
3, cT. 531).

IIpencenatens [IpaBuTeibCTBA
Poccuiickoit @egepatinn
IO.MEIBEJEB

YTBepKaeHbI

rocTaHoB/ieHMeM [IpaBuTenbCTBA
Poccuiickoi ®epgepanun

ot 20 anipesist 2019 1. N 472

I[TPABIJIA
VYETA OBBEMA ITPOMN3BOACTBA, ObOPOTA 1
(i) NCITIOJIb3OBAHNMS
®APMAILIEBTMYECKOV CYBCTAHIIVIY CITUPTA
OTUJIOBOI'O (3TAHOIJIA),
A TAKJKE ITPOMN3BOICTBA, N3I'OTOBJIEHNS U






(WJIN) OBOPOTA _
(3A UCKJTIOUEHVEM PO3HUYHOI ITPOJAKI)

CIIMPTOCOIEPXAIIMX
JIEKAPCTBEHHDBIX ITPEITAPATOB U (WJIN)
CIIMPTOCOIEP>KAIINX
MEJVMITUHCKUX U3OEJINIA

1. Hacrosmye [IpaBuia ycTaHaBAMBAIOT IIOPALOK
yueTa o6’beMa Mpon3BOACTBA, 000pOTa U (MUIIN)
MCIIOJIb30BaHMSI (hapMaIeBTMIYeCcKOoi CyoCTaHIUM
CIIMpPTa 3TUIOBOrO (3TaHOJIA), @ TAKXKe IIPOU3BOLCTBA,
MU3TOTOBJIEHMS U (MIM) 060poTa (32 MCKITIOYEHEM
PO3HMYHOV MPOAAXKN) CIIUPTOCOLEPsKAILINX
JIeKapCTBEHHDIX IIperapaToB U (W)
CIIMPTOCOAEPKAIMX MeOULNHCKUX U3 e/INNA.

2. Hacrosiume IIpaBuia He pacIipoCTpaHsIIOTCS Ha
yueT o6beMa Mpon3BOACTBA, U3TOTOBJIEHUS U (UIN)
060poTa CIMPTOCOIEePsKAIMX TeKAPCTBEHHbBIX
perapaToB U (UJIN) CIIMPTOCOIepsKalnx
MeOULVMHCKUX U3e/ii, BKIIOYEeHHBIX B [IepeuyHu
YKa3aHHOM IMPOAYKLMY, YCTAHOBJIEHHbIE
[TpaBuTtenbcTBOM Poccurickoi denepannum B
COOTBETCTBUM C ab63a1laM¥ BTOPbIM U TPeTbUM
nyHKTa 4 cratbu 1 @enepanbHOro 3aKoHa "O
roCcy1apCTBEHHOM pPeryJIMpOBaHUY IIPOU3BOLICTBA U
060pOTa 3TUIIOBOTO CIMPTA, AJTKOTOIBHOM U
CIIMPTOCOAEepKalleit MPOAYKIMY 1 006 OTpaHMYe HUY






"

MoTpe6eHus (PacIUTUSI) aIKOTOJIbHOM MTPOLYyKLIMN".

3. YueT o6beMa IMpou3BOACTBA, TOCTABKU U (MJTN)
MCITO/Ib30BaHMSI 11 COOCTBEHHBIX HYXK]I
(dapmareBTMYeCKO CYyOCTAHIMM CITUPTA STUIOBOTO
(3TaHOJ1a) OCYILECTBIISIIOT OPraHMU3aIUN,
OCYLIeCTBIISIIONLME IPOU3BOJICTBO
(apmaliieBTMUYECKOI CyOCTAHIMM CITUPTA ITUIOBOTO
(3TaHosa).

Yuer 06'beMa 060pOTa U UCIIOIb30BaAHMS
(dapmaleBTMUYeCKOI CyOCTAHIMM CITUPTA STUIOBOTO
(3TaHO0/1a) OCYIIEeCTBISIOT OPTaHMU3aAIUU U
VHIVBUAYAJIbHbIE ITPeIIPUHUMATEHN,
OCYIIECTBJISTIONIe 060pOT hapMaIeBTUIECKOM
CyOCTaHLIMM CIIMPTA STMIOBOTO (3TAHOJIA).

YyeT o6bemMa TPOU3BOACTBA, U3TOTOBAEHUS U (MIIN)
060poTa (3a UCKIIOUEHMEM PO3ZHUYHOI ITPOIAKN)
CIMUPTOCOAEPKAILIMX JIEKaPCTBEHHBIX ITperapaToB U
(Mn) criMpToCoepsKaILUX MeAUIMHCKUX U3TeTU
OCYIIECTBJISIOT OpraHuU3alun U MHAUBUIYaAJIbHbIE
MpeaIrpUHUMAaTeNIM, OCyIIeCTBISIONIe
MPOU3BOJICTBO, M3rOTOBIEHME U (M) 060POT
CIUpTOCOoAepXKalluX JieKapCTBEHHbBIX ITpeIapaToB U
(Mn) CIMpTOCOAEePKAIMX MEIUIIMHCKUX U3TeNuii B
o6beme, npeBsImaioniemM 200 1eKaauTPOB B TOJ.

4. TTpu yyeTe 06'beMa ITPOU3BOJICTBA, 060pOTA U (UJTN)






MCIIOIb30BaHMs hapMalleBTUUeCKOM CyOCcTaHIMM
CIUPTA STUIIOBOTO (3TAHOJIA) eAUHULIEN U3MEPEHUS

SIBJISIETCSI IeKaIUTP 6€3BOIHOTO CIIMPTA MPU
TeMIleparype 3Tou npoaykuum +20 °C.

[Ipu yueTe o6beMa MPOMU3BOACTBA, U3TOTOBIEHUS U
() o60poTa (3a UCKIIUYEHNEM PO3HUYHOM
MPOAaX) CIUPTOCOAEP>KAIIMX JIeKAaPCTBEHHbIX
ImpernapaToB U (MIM) CIIMPTOCOdepsKaII X
MeOULIMHCKUX U3 eIMHULIEN U3MepeHMs
SIBJISIETCSI NEKAJIUTD.

V4eT OCYIIEeCTBIISIETCS] C TOYHOCTBIO IO THICSTYUHBIX
JoJieii mekaauTpa.

5. Yuet o6beMa IMPOU3BOACTBA, TTIOCTABKU U (MJIN)
MCITOJIb30BaHMS 1J1sI COGCTBEHHBIX HYK],
apmarieBTHMUECKOM CYOCTaHLIMM CITMPTA STUIOBOTO
(aTaHOIa) OpraHM3aLUSIMMU, OCYILECTBISIOIUMU
MPOM3BOJICTBO (hapMalleBTMUECKO CyOCTaHIUM
CIUPTA STUIIOBOTO (3TAHOJIA), BEJIETCS C
MpUMeHeHeM aBTOMAaTUUECKUX CPeICTB M3MepeHUs
M yuyeTa KOHIIEHTpaluyu 1 06beMa 6e3BOJHOTO
criupTa B papMalieBTMUECKOM CyOCTaHIIUM CIIMpTa
STUJIOBOTO (9TaHOJE), 06bemMa hapMaleBTUUECKO
CyOCTaHIIMM CIIMPTA STUIOBOTO (3TaHOJIA) (Hajee -
aBTOMAaTHYEeCKMe CPe/ICTBA) M TEXHUUYECKUX CPEICTB
dbukcauun u nepemaun nHbGopManuy 06 oobeme






MIPOM3BOACTBA  060POTA STUIIOBOTO CIIMPTA,
aJIKOTOJIBHOM M CIIUPTOCOAepsKaliei MPOILyKIIUK B
eIVHYI0 rOCYAAapPCTBEHHYIO aBTOMATU3UPOBAHHYIO
MHGOPMAIMOHHYIO CUCTEMY yueTa o0bema
MIPOM3BOACTBA 1 060POTA STUIIOBOTO CIIMPTA,
aJIKOTOJILHOM M CIIUPTOCOAepsKaleii MPOLyKIIUN
(manee - TexXHUYECKME CPE/ICTBA).

6. YueT 06beMa 000poTa (32 UCK/TIOUEHMEM CITYYAEB,
peayCMOTPEHHBIX ITYHKTaMU 7 U 8 HACTOSIIUX
[TpaBun) papmalieBTMUECKOI CyOCTaHIIUY CIUPTA
3TUJIOBOTO (3TaHOJIa) OpraHMU3alUIMU U
UHIOVBUAYAJTbHBIMU MIPEeATIPUHUMATEISIMUA,
OCYIIECTBISIONMMYU 060pOT hapMalieBTHUUeCKO
CyOCTaHIMM CITUPTA STWIOBOTO (3TAHOJIA), BEJETCS C
IpMMEeHeHeM TeXHUYEeCKUX CPeLiCTB.

7. Y4eT 06'beMa 3aKyIKM U UCTIOIb30BaAHMS
dapmatieBTMUECKOI CYOCTaHLIMM CITMPTA STUIOBOTO
(3TaHosa) AJIs MIPOU3BOACTBA CIIMPTOCOAEPKALINX
JIeKapCTBEHHBIX IperapaToB U (M)
CIIMPTOCOAEPKAMX MeOULINMHCKUX U3 Te/INiA
OpraHu3auusIMU ¥ UHIVBULYAIbHBIMU
NpennpuHUMaTe s IMU, OCYLeCTBJISIO MU
MPOU3BOACTBO CIIMPTOCOAEPSKAIIMX JIEKAPCTBEHHBIX
IperiapaTos U (WIN) COUPTOCOLepKalnux
MeIVUIVHCKUX U3LeNNii, a TaKKe [IJ1s IPOU3BOACTBA
IPYIUX JIeKapCTBEHHBIX CPeNCTB U (UIN)






MeIUUMHCKUX U3OENi (3a UCKITIOUeHUEeM CTy4aeB,
peayCMOTPEHHbIX IMYHKTOM 8 HacTosmux [Ipasui),
BeJIeTCS C MPUMEHeHeM aBTOMATUUYEeCKUX CPEeACTB U
TEeXHUYECKNX CPeICTB.

8. YueT o6beMa 3aKyIKM U UCTIOJIb30BAHUS
dhapmarieBTMUECKOI CYOCTaHLIMM CITMPTA STUIOBOTO
(3TaHOoJ1a) alITeYHbIMM OPTaHU3aALUSIMMU,
BeTEePMHAPHBIMMU AlITEUHbIMU OPraHU3aLUSIMU,
UHIAVBUYAJIbHBIMU MIPEeAIIPUHMMATEISIMUA,
MMEIIMMHI JTUIEH3MI0 Ha ¢hapMalleBTUYeCKYIO
IesTeIbHOCTb, MeAULIMHCKUMM OPTaHU3aLMUSIMMA,
OCYILeCTB/SIOMMMM 3aKyTKy hapMaleBTUIeCcKo
CyOCTaHLIMM CIIUPTA STUIOBOTO (3TAHOJIA) B LEISX
MCII0JIb30BAHMS €€ B KaueCTBe ChIPbS UJIN
BCIIOMOTAaTeJbHOTO MaTepuasia Mpyu U3roTOBIEHUN
CIIMPTOCOAEPKAIIMX JIeKAPCTBEHHBIX ITpernapaTos U
() cnuprocodepRaiux MeaUIMHCKUX U3 enaunit, a
TaKXke B IPOIlecce U3roTOBJIEHUS IPYTUX
JIEKapCTBEHHBIX CPeLCTB U (MJIN) MeOVULIMHCKUX
U3Ienin:

a) B 06beMe, rpessimiaiomiem 200 1eKaauTpoB B rof,
- BeJIeTCs C IIpMMeHeHMeM aBTOMaTUYeCKMX CpefCTB
U TEXHUYECKUX CPefiCTB;

6) B 00beMe, paBHOM WK He TpeBbimapiem 200
IEeKaJIUTPOB B IO, - 63 MpUMeHEeHUS






dABTOMATUYECKUX CPpedCTB M TEXHNUUYECKUX CPpedCTB.

9. YueT 06beMa IMpOuU3BOACTBA, U3TOTOBIEHUS U
(wm) o60poTa (32 UCKIIUYEHNEM PO3HUUHOM
MPOAAXKU U CJIy4yaeB, MPeayCMOTPEHHBIX MyHKTOM 10
Hacrosauux [Ipasuit) ciMprocomepskammx
JIeKapCTBEHHBIX IpernapaToB U (Un)
CIIMPTOCOAEPKAIMX MEOULIMHCKUX U3 TeJINA
OpraHu3auusIMy ¥ UHOAUBUAYATIbHBIMU
MIpeaTpUHUMATEISIMU, OCYIEeCTBISIONUMU
MIPOU3BOJCTBO U IIOCTABKY CIIMPTOCOAEPKALIUX
JIeKapCTBEHHBIX MperapaToB U (M)
CIIMPTOCOAEPKAIMNX MEOULIMHCKUX U3TEINIA B
o6beme, npesIatomem 200 IeKaaUTPOB B IO,
BeJIeTCs C MPUMEHEeHVEeM TeXHUYECKUX CPeCTB.

10. Yuet o6bemMa IMpOMU3BOICTBA, M3TOTOBJIEHMUS U
(unn) o6opoTa (3a UCKIIOUEHMEM PO3HUYHOI
MPOIAKM) CIIUPTOCOAEPIKAIIMX JIeKapPCTBEHHBIX
perapaToB U (UJIN) CIIMPTOCOIepsKalnx
MeIVLMHCKUX U3e/INii B 00beMe, ITPeBbIIIaonemM
200 mexaJIuTpOB B I'Of, allTEeYHbBIMM OPraHU3aLUSIMU,
BeTepMHAPHBIMMU allITeUHbIMM OpTraHU3aLUSIMU,
UHIVBUIYAJbHBIMU MIPEeAIIPUHMMATEISIMUA,
MMEeIOUIMMU INLIeH3MI0 Ha hapMaleBTUUeCKYIO
IesITeIbHOCTh, MEAULIMHCKUMM OPTaHU3ALUSIMMA,
OCYIIECTBISIIOIIMMH 3aKyTIKy hapMalleBTUYecKoit
CcyGCTaHLMM CIIMPTA STUIOBOrO (3TaHO/IA) B 06beMe






He 60siee 200 JeKaJIUTPOB B IO, B LIEJISIX
JCII0/Ib30BaHMS ee B KaueCTBe ChIPbS MUK

BCIIOMOTraTeJIbHOI'0 MaTepuasia pyu Npou3BOLCTBE U
MU3TOTOBJIEHUY CIIMPTOCOAEPIKAILMX JIeKapPCTBEHHBIX
IperapaToB U (UIK) COIUPTOCOLepyKalux
MeIVUMHCKUX U3LeNil, B IIpolecce U3rOTOBIeH NS
IPYIUX JIeKapCTBEHHBIX CPeACTB U (MUIIN)
MeAULIMHCKUX U3eNii, a TaKkKe yueT 00beMa
060poTa (3a UCKIIOUEHMEM PO3HUYHO ITPOIAKN)
3aKYIUIEHHBIX CIIMPTOCOAEPXKAILUX JIEKaPCTBEHHbIX
IperapaTos U (WIN) COUPTOCOLepKaL X
MeIVUIMHCKUX U3eNil BeoyTCs OpraHn3auyisiMu u
MHIVBUAYAIbHBIMU TIpeANpPUHUMATEISIMU 6e3
IIpUMeHEeHNSI TeXHUYeCKUX CPefiCTB.

11. ABTOMaTuueckue cpeaCcTBa A0KHbI OTBEUYATh
TpebOBaHMSIM K aBTOMATUUYECKUM CPeICTBAM
M3MepEeHMs U yueTa KOHIIeHTpaluuu 1 oobema
6e3BOAHOrO CIIMPTA B TOTOBO MPOAYKIMM, 0O6beMa
TOTOBO MPOAYKLIVN, YTBEPXKIEHHbIM
nocraHosyneHueMm IlpaBurtenbcTBa Poccuiickoi
®enepanym ot 28 uwoHg 2006 r. N 396 "O
TpebOBaHMSIX K aBTOMATUUECKMM CPeACTBaM
M3MepeHMs 1 yueTa KOHIIeHTpaluu 1 o6bema
6e3BOAHOrO CIIMPTa B TOTOBO¥ MPOAYKLIMM, 00beMa
TOTOBOW MPOSYKLIN".

12. Texuuueckue cpeacTBa JOKHBI COOTBETCTBOBATH






TpebOBaHMSIM, YCTAHOBJIIEHHBIM K TEXHUYECKUM
cpeacTBam GUKcayuu 1 repemaduy uHGopmanyu 06

obbeMe MPOM3BOJICTBA ¥ 060POTA STUIJIOBOTO CITUPTA,
aJIKOTOJILHOM M CIIMPTOCOAepsKalieii MpOayKIUNA B
eIMHYI0 TOCYIapCTBEHHYIO0 aBTOMAaTU3MPOBAHHYIO
MHGOPMAIMOHHYIO CUCTEMY yUyeTa 06bemMa
MPOM3BOJICTBA ¥ 060POTA STUJIOBOTO CITUPTA,
aJIKOTOJIBHOM M CIIMPTOCOepsKaleii MpoayKINHA,
YTBEPXKIEHHBIM ITOCTAHOBIeHVEM [IpaBUTeIbCTBA
Poccuiickoit ®epepaunu ot 9 utonst 2016 r. N 650 "O
TPeOOBAaHMAX K TEXHMUYECKUM CpeacTBaM GuKrcaimm
1 niepefauu nHopmauu 06 o6beme TPOMU3BOJCTBA
11 060pOTa STUIOBOTO CIIMPTA, AJTKOTOJIbHOM U
CIIMPTOCOAEPKAIIEeH TPOAYKLIVM B €IUHYIO
roCyJapCTBEHHYIO0 aBTOMAaTU3MPOBAHHYIO
MHGOPMAIMOHHYIO CUCTEMY yUyeTa o6bema
MIPOU3BOJICTBA 1 060POTA ITUIOBOTO CITUPTA,
aJIKOTOJIbHOM U CTIMPTOCOAepsKaliei MpogyKIun".

13. [Ing yueTa 06'beMa IPOU3BOACTBA, 3aKYIIKH,
MOCTaBKM U (MJIN) UCIIO0JIb30BaHUS
(dapmaleBTMUYECKOI CyOCTAHIMY CITUPTA STUIOBOTO
(3TaHOMA) OJ1S TPOM3BOLCTBA CIIMPTOCOAepPyKaLUX
JIeKapCTBEHHBIX IIperapaToB U (M)
CIIUPTOCOAEPXKALMUX MEAULIMHCKUX U3 NN, a
TaKXe B Ipo1iecce IMPOU3BOACTBA APYIUX
JIeKapCTBEHHbBIX CPEACTB U (MIN) MeOULIMHCKUX
U3LeIUI UCIIONb3YIOTCA ClIeyolye ToKa3aTe/ln:






a) oobeM (hapmareBTMUECKOI CyOCTaHIIMM CITUPTA
3TUJIOBOTO (3TAHOJA);

6) 06beM 6e3BogHOrO (100-IPOIEHTHOTO) CIMPTAa B
(dapmareBTHMUYeCKO CyOCTAHIMM CITUPTA STUIOBOTO
(3TaHoIe);

B) KOHIIeHTpalust 6e3BOTHOTO CITMPTa B
dbapmareBTHMUYECKOI CYyOCTAHIUM CITMPTA STUIOBOTO
(3TaHoe).

14. 3HaueHns nokasaresen, yka3aHHbIX B IIyHKTe 13
Hactosux [IpaBuii, mpu NMpPoOU3BOACTBE, IIOCTABKE U
(unu) ucronb3oBaHUM hapmMalleBTUUECKO
CyOCTaHLIMM CIIMPTA STUIOBOTO (3TAaHOJIA) [IJIS
MMPOU3BOACTBA COUPTOCOAEPKALIMX JIEKAPCTBEHHbBIX
MpernaparoB U (MJIN) CIIUPTOCOIepsKAITUX
MeOUIIMHCKMX U3Jenii, a TakKe B Ipoliecce
MPOU3BOACTBA APYIMX JIEKAPCTBEHHBIX CPELCTB U
(WIn) MeOULIMHCKUX U3IeIUI OIIpeaeIsiioTCs C
MpUMeHeHeM aBTOMAaTUUYEeCKUX CPENCTB Iocye
OKOHYaHMS IOC/IeIHeN TEXHOJIOTUUECKONM oTepamnun,
CBSI3aHHO C IPOU3BOACTBOM (papMarieBTUIECKO
CyOCTaHLIMM CIIMPTA STUIOBOTO (3TAHOJIA), TIepes,
rnepenauvei ee Ha XpaHeHUe WU [IJIS1 UCTIOIb30BAHUS.

3HavyeHM NOKasareseil, yKa3aHHbIX B ITYHKTe 13
HacTosmux [IpaBui, npu 3aKymnke
(dbapmareBTMUYeCKO CYyOCTAHIMM CITMPTA STUIOBOTO






(3TaHOa) AJ1S IPOU3BOA,CTBA CIIMPTOCOAepyKalUX
JIeKapCTBEHHBIX IIperapaToB U (W)

CIUPTOCOAEPKAIIMNX MEIULIMHCKUX U3AENINIA, a
TaKke JJIS1 ee MCIT0JIb30BaHMs B IIpolLiecce
MPOU3BOACTBA APYIMX JIEKAPCTBEHHBIX CPENCTB U
(Mn) MeIULIMHCKUX U3OeNIUI OTIPeLesSIIOTCS C
MpMMeHeHNeM aBTOMAaTUUYEeCKUX CPeACTB mepe/
rnepenavern ee Ha XpaHeHME VI [IJIST UCIIOJIb30BAHMS.

3HaueHMd IOKasaresei, yKa3aHHbIX B IIYHKTe 13
HacTosilux [IpaBui, Mpu 3aKyrke
dbapmaiieBTMUECKOI CYOCTaHLIMM CITMPTA STUIOBOTO
(3TaHOMA) AJ1S1 U3TOTOBJIIEHUS CIIMPTOCOA e PXKAL X
JIeKapCTBEHHDIX IIperapaToB U (W)
CIIUPTOCOAEPXKALMUX MEAULIMHCKUX U3EeNNIA, a
TaKyKe 151 ee UCIOIb30BaHMs B Ipoiiecce
MPOU3BOACTBA, U3TOTOBJIEHUS APYTUX
JIeKapCTBEHHbBIX CPEICTB U (MIN) MeOULMHCKUX
U3aeanit onpenessiloTCs Ha OCHOBAaHMM IOKa3aTeJsiein
aBTOMaTUYECKUX CPeCTB MMOCTaBIIKa
(rpy3ooTmpaBuTess) papmaneBTUIECKOI
CyOCTaHLIMM CIIUPTA STUIOBOTO (3TAHOJIA).

15. 3HaueHust moKa3aTeseii, yka3aHHbIX B TyHKTe 13
HacTosmux [IpaBui, He TO/DKHBI OTKJIOHSTHCS OT
3HaueHUIi IToKa3aTeseii, yka3aHHbIX B IEPBUYHBIX
YUETHBIX JOKYMeHTax, 60jiee ueM Ha 06beM,
pPacCUYMTAHHBIV B COOTBETCTBUM C MOPSIAKOM OLIEHKU






IOCTOBEPHOCTHM yueTa 00'beMa IMPOU3BOACTBA,
obopoTa ¥ (M) UCTIOIb30BaHMS (hapMaleBTIYe CKOA
CyOCTaHILIMM CIIUPTA STUIOBOTO (3TAaHOJIA) [JIS
MPOU3BOJCTBA CIUPTOCOAEPKALMX JIEKAPCTBEHHbBIX
IperapaToB U (MIN) CIUPTOCOAEPKALLUX
MeIULMHCKUX U3LeNNiA, B Ipolecce MIpou3BOACTBA
IPYIUX JIeKapCTBEHHBIX CPeACTB U (MUIIN)
MeIVUMHCKUX U3LeNNil, a TAaKKe IIPOU3BOACTBa,
MU3TOTOBJIEHUS U (MIM) 060poTa (32 MCKITI0UEHEM
PO3HUYHOV MPOJAKN) CIUPTOCOAEPKALINX
JIeKapCTBEHHBIX IIperapaToB U (W)
CIIMPTOCOAEPKAIMX MeOULNHCKUX U3 e/INNA,
yCTaHOBJIEHHBIM MIMHMCTEpCTBOM (GMHAHCOB
Poccuiickoit denepauyn.

16. [Ins1 yueTa o6’beMa MPOM3BOACTBA MM 000pOTa
(3a MCKIIOUYeHMeM PO3HUYHOM NPOIaskKi)
CIMUPTOCOAEPKAILMX JIeKapCTBEHHBIX ITperapaToB U
(Mn) criMpTOoCoepsKAILUX MeAUIMHCKUX U3TeTU
MUCIIONb3YIOTCS ClIeAyIolie ToOKa3aTeIn:

a) 06beM CIUPTOCOePIKAIIMX JTeKAPCTBEHHbIX
IpernaparoB U (WIN) CIIMPTOCOLepsKalnux
MeIVUIMHCKUX U3LENNIA;

6) o6bem 6e3BogHOrO (100-ITPOIIEHTHOTO) CIIMPTA B
CIIMPTOCOEPsKAIMX JIEKAPCTBEHHBIX MTperapaTax u
(MIM) CIMPTOCOAEPXKAIINX MEAVIIMHCKUX U3 ENUSX;






B) KOHIIEHTpa1ys 6€3BOJHOTO CIIUPTa B
CIIUPTOCOAEPIKAIIMX JIEKAPCTBEHHBIX ITperapaTax u

(Mn) CIMPTOCOEPKAMUX MeAUIMHCKUX U3TeTUSIX.

17. 3HaueHMs MoKaszaTeseli, yka3aHHbIX B ITyHKTe 16
HacTosilux [IpaBui, onpenesnsoTCs Ha OCHOBAaHUMU
rokasarTeseil MepBUUYHbBIX YYETHBIX JOKYMEHTOB
OpraHM3auuii ¥ MHIVBUAYATbHbBIX
NpeANpUHUMATeNeN, OCyIeCTBISIOUUX
MIPOU3BO/ICTBO MJIM 060POT (32 UCKIIOYEHVEM
PO3HUYHOV MPOAAXUN) CIUPTOCOAEPsKAILINX
JIeKapCTBEHHBIX MperapaToB U (M)
CIIUPTOCOAEPXKAIIMX MEeAULIVHCKUX U3 eniA.

18. 3HaueHns nokasaresei, yka3aHHbIX B ITYHKTax 13
u 16 Hactosinux [TpaBui, GUKCUPYIOTCS
OpraHM3auusIMU U UHINBULYAIbHBIMU
MpeaNpUHUMATEeISIMY, OCYILeCTBISIOIMU YUeT
0o0bema 3aKyIKyu U UCTTOb30BaHUS
dbapmalieBTMUECKOI CYOCTaHLIMM CITMPTA STUIOBOTO
(3TaHOa) AJ1S1 IPOU3BOACTBA CIIMPTOCOAepyKalUX
JIeKapCTBEHHBIX IIperapaToB U (M)
CIIUPTOCOAEPXKALMUX MEAULIMHCKUX U3 NN, B
npoliecce MPOU3BOACTBA APYTUX JIeKaPCTBEHHBIX
CpencTB U (WIN) MeIULMHCKUX U3LeNnIi, a TakKxkKe
yueT o6beMa Mpon3BOACTBA, U3TOTOBIEHUS U (UIN)
060pOTa COMPTOCOAEPKALIUX JIEKAPCTBEHHBIX
IpernaparoB U (MJIN) CIUPTOCOLepsKaLINX






MeIUIMHCKUX U3AeNii 6e3 MpUMeHeHUs
TeXHUUYECKUX CPeJICTB, B KypHaJie yuyeTa 0obema

3aKyIKU ¥ UCTI0/Ib30BaHUs (hapMalieBTUYeCKOoii
CyGCTaHUMM CIIMPTA STUIOBOTO (3TAaHOJIA), & TAKKE
o6bema MpOM3BOJICTBA, M3TOTOBIEHUS U (MIIN)
060poTa (3a UCKJIIOUEHMEM PO3HUYHO ITPOIAXKN)
CIIMPTOCOAEPKAIIMX JIeKaPCTBEHHBIX ITpernapaTosB U
(M) ciupToCcoAepRalIVX MegULIVHCKUX U3 eJINIA.

CBefeHMsI 00 OTKJIOHEeHMSIX 3HaYeHMI1 ITOKa3aTeiei,
3a(pMKCUPOBAHHBIX ITPY OII€HKE TOCTOBEPHOCTH
yJyeTa 06'beMa IpOou3BOACTBA, 000poTa U (MIIN)
MCIT0Ib30BaHMs hapMalleBTUUECKOM CyOCcTaHIMM
CIUPTA 3TUIIOBOTO (3TaHOJIA) IJ1S TTPOU3BO/ICTBA
COUPTOCOAEPKAIIUX JIEKAPCTBEHHBIX ITPENapaToB U
(M) criMpToCoaep KAl X MeAULIMHCKUX U3TeTNni, B
rpoliecce MPOMU3BOACTBA APYIUX JIeKAPCTBEHHbIX
CpenCcTB U (MJIN) MeOULIMHCKUX U3O e/, a TaKKe
06beMa MPOM3BOACTBA, U3TOTOBJIEHUS U (UITN)
060poTa (3a MCK/TI0UeHMEeM PO3HUYHOI ITPOIAXKIA)
CUpTOCOAepKAIIMX JIeKAPCTBEHHLIX ITPerapaToB U
(Mn) cnupTocogepKalX MeIULIMHCKUX U3 enii,
BHOCSITCSI B )KypHaJI, yKa3aHHbII B a63alie mepBoM
HaCTOSIIEro IMyHKTa.

dopma KypHaja, yka3aHHOTO B ab3alie mepBoM
HACTOSIIEro MyHKTa, U IMOPSIIOK ero 3aroJIHEHUS
yCTaHaBAMBAIOTCS MUHUCTEPCTBOM (DMHAHCOB






Poccuiickoit ®epepauyn.

YTBepKaeHbl

rocTaHoB/ieHMeM [IpaBuTenbCTBA
Poccuiickoi ®epepann

ot 20 anipesnisi 2019 1. N 472

[IPABUJIA
[IPEJICTABJIEHUS JEKJIAPAILIVIII OB OBBEME
[IPOV3BOJICTBA,

OBOPOTA U (WIN) UCIIOJIb30OBAHU S
®APMAILIEBTUYECKOW CYBCTAHLINU
CITMPTA 3TUJIOBOTO (3TAHOJIA), A TAKXKE
[IPOM3BOJICTBA,
M3TrOTOBJIEHUS U (UJIN) OBOPOTA (3A
VCKJIIOYEHUEM PO3HUYHOM
TTPOZIASKI) CITUPTOCOIEPKAIIMX
JIEKAPCTBEHHBIX ITPEITAPATOB
1 (UJIN) CITMPTOCOJEPKAIINX MEIVLIMHCKUX
U3OEINN

1. Hacrosmue ITpaBuia yCTaHaBANBAKOT MOPSIAOK
npefcTaBiaeHust M GOPMBbI IeKaapaiiuii:

a) 06 o6'beMe TTPOU3BOMICTBA, 060POTA U (MJIN)
MCTIOTb30BAHMS 111 COOCTBEHHBIX HYXK],
(apmarneBTMUECKOIi CyOCTaHIMM CIIUPTA STUIOBOTO
(3Ta”ona);






6) 06 06beMe TToCTaBKYM (hapMaleBTUUECKOI
CyOCTaHIIMM CIIMPTA STUIOBOTO (3TAHOJIA);

B) 00 00'beMe 3aKyIKM (papmalieBTUUeCKO
CyOCTaHLIMM CIIMPTA STUIOBOTO (3TAHOJIA);

r) 06 06beMe 060poTa papmaleBTUUECKO
CyOCTaHLIMM CIIMPTA STUIOBOTO (3TAHOJIA);

1) 06 06'beMe IMPOM3BOJICTBA, U3TOTOBIEHUS U
060poTa (3a UCK/IIOUEHMEM PO3HUYHO ITPOIAKN)
CIMUPTOCOAEPKAILMX JIeKapCTBEHHbIX ITperapaToB U
(Mn) criMpTOoCoaepsKaI X MeAULIMHCKUX U3TeTN;

e) 00 06'beMe 3aKYIIKM CIIMPTOCOIEPIKAII X
JIeKapCTBEHHBIX IIperapaToB U (M)
CIIMPTOCOAEPKALINX MEeIUIIMHCKUX U3IENINIA;

) 06 06'beMe IMOCTaBKM CITUPTOCOAEPIKAIIUX
JIeKapCTBEHHBIX IperapaToB U (Un)
CIIUPTOCOAEPXKAIIMX MeAVLIVHCKUX U3 eNii;

3) 06 06'beMe 060pOTa CIIMPTOCOIEPKAIINX
JIeKapCTBEHHBIX MperapaToB U (M)
CIIUPTOCOAEPKAINX MEOULMHCKUX U3 eJINNA.

2. lekmapauuu, ykazaHHbIE B ITYHKTe 1 HACTOSIIUX
[IpaBun (manee - nexkjiapamnumn), IIpeacTaBIsSIOT:

a) opra"msanyu, OCyIleCTB/ISIONVe ITPOU3BOACTBO






(dapmalieBTMUYeCKOI CyOCTAHIMM CITUPTA STUIOBOTO
(3TaHoOa);

0) opraHu3aluu ¥ UHOAUBUIYATbHbIE
MpeNpPUHUMATENN, OCYIIECTBIISIONIE 000POT
(dhapmareBTMUYeCKO CYyOCTAHIMM CITMPTA STUIOBOTO
(3TaHoja);

B) OpraHu3aluu U UHAUBUAYyaTbHbIE
MpeaIpUMHUMATeNIN, OCYIeCTBISIONINE
MPOM3BOJICTBO, M3TOTOBIEHME U (M) 060POT
CIIMPTOCOAEPKAIIMX JIeKAPCTBEHHBIX ITpenapaToB U
(M) CIMpPTOCOAEPKAIMX MeAULIMHCKUX UL EINIl B
o6beme, npepsbimawinem 200 7eKaauTPOB B IO/,

3. Opranusaiuu, oCyuleCTBIISIIOIIE ITPOM3BOJICTBO
(dhapmareBTHMUYeCKO CYyOCTAHIMM CITMPTA STUIOBOTO
(aTaHomA), IPeICTaBIISIOT JeKaapauyun 06 oobeme
MPOM3BOJICTBA, 060pOTa U (MJIN) UCTIOIb30BAHMS [IJISI
COOCTBEHHBIX HYXX] (hapMaleBTMUeCKOi CyOCTaHIUN
CIIMPTa 3TUJIOBOTO (3TaHOA) IO (popMe COrIacHO
npunoxenuwo N 1.

4. Opranusaiuu, oCyIueCTBIISAIOIIME TTIPOU3BOACTBO
(apmaiieBTHMUECKOI CYOCTaHLIMM CITMPTA STUTOBOTO
(3TaHosa), 1 Jinlia, OCYyILIeCTB/SI0LIME TIOCTABKY
(dapmalieBTMUYeCKOI CyOCTAHIMM CITUPTA STUIOBOTO
(aTaHoMa), IPeCTABISIOT AeKIapannuy 06 oobeme
MOCTaBKM (papMalleBTMUECKOM CyOCTaHIIMY CITMPTA






STUJIOBOTO (9TaHOosa) 10 hopMe COTIacHO
npuioxenuto N 2.

5. JIuia, ocyIiecTBsoN /e 3aKyTIKY
(dapmareBTHMUYeCKOI CyOCTAHIMM CITMPTA STUIOBOTO
(aTaHoOIMA), IPeCTABISIOT AeKIapauuy 06 oobeme
3aKyIKM (hapMalleBTUUYEeCKO CyOCTaHIIUM CIIUPTA
STUJIOBOTO (9TaHOJIa) TT0 (hOpMe COTJIaCHO
npuioxenuto N 3.

6. JIniia, ocyIiecTBISIIONE 060pOT
(dapmarieBTHMUYeCKOI CyOCTAHIMY CITUPTA STUIOBOTO
(aTaHOsa), MPeACTABISIIOT AeKIapanumu 06 oobeme
obopoTa apMalieBTUUECKOI CyOCTaHLIMM CITUPTa
3TUJIOBOTO (9TaHOJIa) IT0 (hopMe COTJIaCHO
npuioxenuio N 4.

7. JIntia, OCyIIeCTBISIONI e ITPOM3BOACTBO,
M3TOTOBJIEHNME U 060POT (3a UCKITIOUEeHMEM
PO3HUYHOV MPOJAXKN) CIUPTOCOAEPKALINX
JIeKapCTBEHHBIX IIperapaToB U (M)
CIUPTOCOAEPKAIIMNX MEIULIMHCKUX U3AEINIA,
MpeICTaB/ISIIOT AeKaapanyu 06 oobeme
MPOM3BOJICTBA, M3TOTOBIEHMS 1 060pOoTa (3a
UCK/TIOUYEHMEM PO3SHUYHOM MPOAKN)
CIUPTOCOAEPKAIIUX JIEKAPCTBEHHBIX ITPEnapaToB U
(Mn) CIMpTOCOaAePKAILMX MeAULMHCKUX U3TeTUi
1o hoopme CorIacHo mpuaoxkeHnio N 5.






8. JInuia, ocyllecTBISIONME 3aKyIIKY
CIIMPTOCOAEPKAIIUX JIeKAPCTBEHHBIX ITPerapaToB U

(M) criupTocoaepRalux MeaUIMHCKUX U3 e,
MIPeICTaB/ISIIOT AeKIapanyuu 06 o6beme 3aKyIKu
COMPTOCOAEPKAIIMX JIeKaPCTBEHHBIX ITperapaToB U
(M) criMpToCcoepsKalLUX MeSUUIMHCKUX U3TeTUin
1o ¢popMe COTIAaCHO MPUI0KeHUI0 N 6.

9. JInua, ocyuiecTBISIONIME TOCTaBKY
COUpTOCOAepPKAIIMX JIeKAPCTBEHHBIX ITpeIapaToB U
(M) criMpTocoaepRalux MeaUIMHCKUX U3 e,
MPeICTaB/ISIIOT AeKIapanyu 06 06beme IMTOCTaBKU
CIMUPTOCOAEPKAIIMX JIeKapCTBEHHBIX ITperapaToB U
(M) criMpTocoepsKaluX MegUIMHCKUX U3TeTUn
1o ¢popMe coTacHO mpuaoskeHunio N 7.

10. JInta, ocyiecTBJsion e 060poT (3a
UCKJIIOUeHVeM PO3HUYHOI IIPOLaXKu)
CIMUPTOCOAEPKAIIMUX JIEKAPCTBEHHBIX ITPEnapaToB U
(Mnn) cnupTocoaepKaluX MeIUIMHCKUX U3 eNni,
MpeACTaB/ISIOT JeKIapanyunu 06 o6beme 06opoTa
CIIUPTOCOAEPKAIIUX JIEKAPCTBEHHbIX TTPErapaToB U
(Mnn) criMpToCcoaepsKal X MeAULIMHCKUX U3TeTnn
1o opme coraacHo mpuaoxkeHnio N 8.

11. Jexnmapauyum npeCcTaBIsIOTCS €XXeKBAPTAIbHO,
He no3gHee 20-T0 4MciIa Mecsiia, CIeayrnero 3a
OTYEeTHBIM KBapTaJOM.






12. leknapauyuu IpeacTaBIsIIOTCS 1O
TeJIeKOMMYHMKAIIMOHHBIM KaHajiaM CBsI3U B (popMme

3JIEKTPOHHOTI'O TOKYMEHTA, IO CAHHOT O
YCUJIEHHOV KBaIM(PUIIMPOBAHHO 37IeKTPOHHO
MOATIINCHIO PYKOBOAUTES (YIIOTHOMOUYEHHOTO UM
Ju1a) opraHM3auuy (MHOUBULYJIbHOTO
MpeaTnpuHUMaTess), cepTuduKkar Kirda IIpoBepKu
KOTOPOJ BbIJIaH B MMOPSIIKE, YCTAHOBJIEHHOM
®enepanbHbIM 3aKOHOM "O0 37IeKTPOHHOI
nognucu’.

13. [lexnapauyy MMpeCcTaBISIOTCS B IIeJI0M I10
opraHmsalyu, BKIoUas ee 000cob6eHHbIe
nogpasieneHus, UJiu UHIUBUAYATbHbIM
MpearpuHUMaTe/eM B COOTBETCTBUM C MeCTaMu
OCYIIIEeCTBIIEHUS €ro AesaTebHOCTU B DelepaibHYIO
CJTY3KOY TI0 peryamMpoBaHMIO aTKOTOJIbHOTO PbIHKA.

14. TlopsimoK 3amoaHeHus fekaapauuit u dopmat ux
npezacTaBaeHus B popMe 371€KTPOHHOTO JOKYMeHTa
yCTaHaBAMBAIOTCSI MUHUCTEPCTBOM (DMHAHCOB
Poccuiickoit ®epepauyn.

15. TIpu o6Hapy>keHMM OpraHu3aImein
(MHAVMBUIYAJIbHBIM ITpeANPUHMMATEIEM) B TEKYIIEM
OTYETHOM Iepuope (GakTOB HEOTPAsKEHUS U
HEIOJIHOThI OTPakeHMsI He0OXOIMMBbIX CBeIeHMI, a
TaKKe OLIMOOK (MCKaskeHMit), TOMyIeHHBIX B






IpeacTaB/JIEHHbIX paHee JeK/IapalnsiaX, YKa3aHHada
OopraHmM3anud (I/IHI[I/IBI/IILya)'IbeII;'I Hpe,I[HpI/IHI/IMaTeI[b)

NIpefiCTaBIsIeT KOPpPeKTHUPYIoLlye AeKlapanuy,
cozepxkalue cBeleHus (SONOIHEeHMs ), KOTOpble
YTOUHSIOT CBeJleHVs], CoLepsKallyecs B JeKIapauysx,
IpencTaB/lIeHHbIX paHee (Jajiee - KOppeKTUPYIoIast
Jexiapauus).

KoppekTtupymoiine gexknapanum npencTaBisoTCs 40
MUCTeYeHMs CpOKa Iofauy gexkjaapanum 3a Ksapradi,
CIeyI0IIMiA 32 OTYETHBIM KBapTaaoM (3a
VUCK/IIOUYEHMEM CIydaeB, IpegyCMOTPEeHHBIX TYHKTOM
17 Hactostiyx ITpaBuit), ¢ 060CHOBaHMEM IIPUYMH
HeOTpakeHMs UJIY HEelIOJTHOThI OTPaskeH s B
JeKiapanyy HeoOXOAMMBbIX CBEIEeHM, a TAKKe
IOMYII[eHHbIX OMNOOK (MCKaXKeHUIA).

16. Bo Bpems npoBenenus denepanbHOil CIy>KO0¥ 110
pery/MpoBaHMIO AJIKOTOIbBHOTO PbIHKA ITPOBEPKU
JIOCTOBEPHOCTM CBEeIeHMI B IIPeCTaBIeHHbIX
opraHnmusauyei (MHIUBUIYaTbHbIM
NpeaInpyuHUMaTesieM) JeKiapauyusax OpraHmu3alust
(MHOIVBUAYQJIbHBIN IPeIIPUHMMATEIb) He BIIpaBe
NIpeJICTAaB/ISATh KOPPEKTUPYIOLIMe AeKIapalum 3a
MIpOBepSIeMbIii IePUOL,

17. IIpencraBieHye KOPPEKTUPYIOLINX AeKIapauui
OoCJIe CPOKa, YCTAHOBJIEHHOTO MyHKTOM 15






HacTosnMx IIpaBij, BO3MOKHO B CIeIyIOLIMX
CITyyasx:

a) o npeanucanuio @egepaabHOI CIYKObI IO
peryJiMpoBaHMIO AJIKOTOJILHOTO PhIHKA 00
YCTpaHEeHUM BbISIBJIEHHBIX HApYIIIeHWUI1
00s13aTeIbHBIX TPeOOBaHMIA, YCTAHOBIEHHBIX
®enepanbHbIM 3aKOHOM "O rocyzapCTBEHHOM
peryJMpoBaHuy ITPOU3BOJICTBA ¥ 0O00POTA STUIIOBOTO
CIUPTAa, AJIKOTOJIbHONM U CIIUPTOCOAepKallei
MPOIYKIMY ¥ 00 OTpaHMUEeHUM TTOTpebIeHMS
(pacnmUTHs) aIKOTOIbHON MTPOOYKINN";

6) o pemennio OemepaabHOI CITYKOBI IO
peryJimpoBaHMIO aJIKOTOJIbHOTO PbIHKA O
BO3MO>XHOCTMU MIPeACTABIEHUS KOPPEKTUPYIOLINX
Iexiapauuii, IpMHATOMY I10 pe3yabTaTam
paccMOTpeHus 3asBJIeHMS] OpraHu3aLumn
(MHOVBUAYQIBHOTO NpeAIIpUHUMATES) O
NpencTaBJIeHNM KOPPEKTUPYIOLL e AeKIapauun
TOCJIe YCTAaHOBJIEHHOTO CpoKa. [Topsimok
IpencTaBieHys YKa3aHHOrO0 3asBJIeHNS U TIOPSAA0K
TIPUHATUS pelieHys O BO3MOXXHOCTU IIpeLCTaBIeHUs
KOPPEeKTUPYIOLIeN feKiapanum rnocjie
YCTaHOBJIEHHOTO CPOKa YTBEPXKAAITCS
MunuctepctBoM puHaHcoB Poccuiickoit @epepaiinin.

18. ®epepanbHas CIysk06a MO peryampoBaHuIo






AJIKOTOJIbHOTO PbIHKA HE BIIpaBe€ OTKa3aTb B
IIPUMHATUAN ,ELeKHapaHMfI, mpeagcTaB/JI€HHbBIX

opraHmusanyen (MHAUBUIYAIbHBIM
MpearpuHuMaTeeM) B COOTBETCTBUM C HACTOSIIUMUA
[IpaBunamu.

19. ®enmepanbHas CIy>k0a IO PEryIMPOBAHMIO
aJIKOTOJILHOTO PbIHKA MIPU MOJyUYeHUM AeKaapaiuu B
TOT JKe IeHb MepenaeT KBUTAHIIMIO O IIpUeMe
Ioeknapauuy B GopMe 3J1eKTPOHHOTO AOKYMEHTa
opraHusauuu (MHAUBUIYAJIbHOMY
MpeANpUHUMATENTI0) TT0 TeTIeKOMMYHMKALMOHHBIM
KaHa/laM CBSI3M.

JIHeM IpecTaBIeHNS JeKIapaluy CYUTAETCS JeHb
ee OTIIpaBKM OpraHm3aien (MHANBUAYATbHbBIM
MpeanpyuHUMAaTeIeM) M0 TeJIEKOMMYHMKAIIVOHHbIM
KaHajlaM CBSI3M.

20. B cityuae ecniyt B OTYETHOM Ilepuofie
opraHmusanyen (MHAUBUYAIbHBIM
npeanpuHuMaTeaeM) IesTeIbHOCTb, YKa3aHHAs B
MyHKTe 2 HacTogmux [IpaBuii, He OCYIIeCTBIISIIaACh U
Ha HavaJjo ¥ KOHell OTYETHOTO ITepuoaa
OTCYTCTBOBAJIM OCTATKM MPOAYKLIMHA, TPEICTaBIeHIE
Iekaapaiuit mo dopmam, rpeaycMOTpe HHbIM
npwioxeHusimu N 1 - 8 k HactosuMm [IpaBuiam, He
TpebyeTcs.






IMpunoxenne N 1
K [IpaBunam npencraBieHUs

Ieknapanuit 06 06bemMe Ipon3BO/ICTBA,
obopoTa 1 (MJI1) UCTI0Ib30BaAHMS
dbapmaleBTMUYeCKOI CyOCTaHIIMM CIIUPTa
STUWJIOBOTO (3TaHOJIA), & TAKXKe
MPOU3BOACTBA, U3TOTOBIEHMS

1 (un) obopoTa (3a UCKITIOUeHeM
PO3HUYHO IMIPOLAKN) CIUPTOCOLEPKALMUX
JIeKapCTBEHHbIX ITpernapaToB

U (MIM) CIMPTOCOAEPsKAIIUX
MeIULIMHCKUX U3Ieanit

(dopma)
v | ||| [ []] ]|
e
OEKJTAPALLNA
06 obbeme nponssoacTea, obopoTa u (1.
ANa COBCTBEHHbIX HYX A (hapMaLueBTnyec
3TWUNOBOro (3TaHona)

Bup TIEPBUYHBIN; | | KOPPEKTUPYIOIIUIA;
JOKYMEeHTa

(Hy>KHOE OTMETUTh 3HaKOM V)







OT4YeTHBII 3al 3all 3a lll
Tepuo, KBapTasi; | |KBapTasn; KBapTas;
YKa3bIBaeTCs
IIpu caave
oT4yeTa

(Hy>KHO€ OTMEeTUTb 3HaKOM V)

OTueTHBIN IO,

(NoNHOEe HanMeHoBaHMe opraHns3a

Anpec (MecTo HaxoXXO4eHNs) opraHusauunm

ITouTOBBIN Kog, Pajion
MHIEKC permoHa

Fopoa/HaceneHHbIW NYHKT
[lom Kopnyc/cTpoeHune
TenedoH (dakc)
ALpec 3N1eKTPOHHOW MOYTbl OpraHn3aumnm

Hdeknapauusa npencrtassieHa B hopMe 31eKTPOH
Hata " " 20 .







Nmsa channa

| | | Crp. 002

I/IHH||

KHH||

Appeca MecCT ocyLleCTB/IeHNs OesaTes/IbHOCTU

KIIII
ITouTOBBIN Kog Pajion
MHOEKC permoHa L

Fopoa/HaceneHHbI NYHKT

oM, Kopnyc/cTpoeHune

KITIIT
ITouTOBBIN Kog, Pajion
MHIEeKC permoHa .

Fopoa/HaceneHHbI MYHKT

[loM, Koprnyc/cTpoeHune

KIIIT







ITouTOBBIN Kog
MHIEeKC permoHa

Paiion

Fopoa/HaceneHHbI NYHKT

oM, Kopnyc/cTpoeHue

KIIIT
ITouTOBBIN Koz, Paiion
MHIEKC pernoHa
Fopoa/HaceneHHbIW NYHKT
oM, Kopnyc/cTpoeHue

KIIIT
ITouToBBIN Kop, Paiion
MHIOEKC permoHa
Fopoa/HaceneHHbI NYHKT
oM, Kopnyc/cTpoeHue

KIIIT
ITouTOBBIN Kog Paiion

MHJIEKC peruoHa







Fopoa/HaceneHHbI NYHKT
oM, Kopnyc/cTpoeHue

OEKNAPALUWA

06 o6beme nponssoacTea, obopoTa 1 (1.
thapmaueBTnyeckon cybctaHumm cnmpTa

(nekanv
N | Bug nipoaykuyum Kop Buma CBegeHMs O
/1 HPOSYKUMUA
OCTaToOK
Ha HAYajIo
OTUYETHOTO

nepuozpa







1 2 3

CBeneHUs1 IO OpraHu3annm

®dapmarnieBTHueckas | 101
cyOCTaHLIMSI CTIMPTA
ATUJIOBOTO (3TAHOM)

HUtoro

CBeneHus 110 060co0671eHHOMY TTOApa3aeeHUI0

®dapmarneBTrueckas | 101
cybcTaHLIMSI CTIUpTa
3TUJIOBOTO (3TaHOI)







HUtoro

[Tpunoxenne N 2

K [IpaBuiam npezncraBieHUs
Jeknapanuit 06 06beMe Mpou3BOCTBA,
obopora 1 (M/I1) UCTI0/Ib30BaHMS
dbapmaleBTM4YeCKOI CyOCTaHIIMM CIIUPTA
STUWJIOBOTO (3TAHOJA), a TAKXKeE
MPOU3BOACTBA, U3TOTOBIEHMUS

1 (wm) 060poTa (3a UCKIIYEHEM
PO3HUYHOV MPOLAKN) COUPTOCOAEPKALIMX
JIeKapCTBEHHbIX MMpernapaToB

U (MIK) CIUPTOCOAEPsKAIIUX
MeIULIMHCKUX U3eInit

(popma)
i
KHHl | | | |CTp.001
OEKJTAPALNA
06 obbeme NocTaBkM hapMaLEBTUYECKO
3TWUNOBOro (3TaHona)
Bup TIEPBUYHBIN; | | KOPPEKTUPYIOLIUIA;

IOKyMeHTa







(Hy’)KHOe OTMeTUTb 3HaKOM V)

OT4yeTHBIN 3al 3all 3a IlI
Tepuof, KBapTasi; | |KBaprami; | | KBapTain;
YKa3bIBAETCS
pu crave
oTyeTra

(Hy>KHO€ OTMETUTb 3HaKOM V)

OTueTHBIN IO,

(NoNHOEe HanMeHoBaHMe opraHunsauunn, nHAWI

Appec (MecTto HaxoXXa4eHns) opraHusaunn/Agpe
WHAVWBNOYANbLHOIO NpegnpuHUMaTens

ITouTOoBBIN Kop, Paiion
MHOEKC permoHa

Fopoa/HaceneHHbIW NYHKT
[lom Kopnyc/cTpoeHune
TenedgoH (dakc)
AOpec 3/1eKTPOHHOW MNOYThbl OpraHusauuu, v







Jeknapauuna npencrassieHa B popMe 31eKTPOoH

Hdata" " 20 .
Nma anna
i

KIIIT | | | | |CTp.002

Aupeca MeCT ocyuiecTtBineHna nedaTeslbHOCTI
MHONBUAOYa/lbHOIoO npegnpmnHmnMaTtTend

ITouToBBIN Kop, Paiion
VHIEKC peruoHa

Fopoa/HaceneHHbI NYHKT
oM, Kopnyc/cTpoeHue

KIIIT
ITouTOBBIN Kog Paiion
MHJEeKC permoHa .

Fopoa/HaceneHHbIW NYHKT
[om, Kopnyc/cTpoeHune

KIIIT







ITouTOBBIN Kog Paiion
MHIEeKC permoHa

Fopoa/HaceneHHbI NYHKT
[loM, Kopnyc/cTpoeHune

KITIIT
ITouTOBBIN Koz, Paiion
MHIEeKC permoHa -

Fopoa/HaceneHHbI NYHKT
[loM, Kopnyc/cTpoeHune

KIIII
ITouTOBBIN Koz, Paiion
MHIEKC peruoHa L

fopoa/HaceneHHbIN NYyHKT
oM, Kopnyc/cTpoeHue

OEKNAPALNA
06 obbeme nocTaBku hapMaLEeBTUNYECKO
3TWJI0BOro (3TaHoNa)






Pa3zpen |

cyOCTaHLIMSI CTIMPTa
ATUJIOBOTO (3TAHOM)

(nekanv
N | Bug npomykuun Kop Buga CBemeHMs O
/11 MIPOLYKUIVN
HaMMEeHOBat
MMPOU3BOANT
A |1 2 3
CBenieHMs1 10 OpraHmM3al U/ MHAUBUAYATbHOMY
1 ®dapmarnieBTHueckas | 101
cyOCcTaHLIVSI CTIMpPTa
ATUJIOBOTO (3TAHOM)
2 ®apmarnieBTuueckas | 101
cyOCTaHLIMSI CIIMpPTA
3TUJIOBOTO (3TAHOM)
Utoro
CBeneHMs 110 060c067IeHHOMY TTOApa3aeIeHUI0
daxkTHuueckoit nesaTenbHOCTH)
1 ®dapmarneBTuueckas | 101







®dapmarieBTHUYECKAS
cybcTaHLMS CTIUpTa
3TUJIOBOTO (3TAHOM)

101

HUTtoro

OEKJTAPALNA
06 obbeme nocTaBku hapMaLeBTUNYECKO
3TWIOBOrO (3TaHoNa)

cyocTaHLMSI CTIUpPTa
STUJIOBOTO (3TAHOM)

Paspnen
(nekanv
N | Bug npoaykuyum Koz Buna CBeneHus o
/1 MPOAYKLIN
HaMMeHOoBal
MMPOM3BOANT
A |1 2 3
CBeneHMs 110 OpraHU3aLUNM/UHAUBUAYATbHOMY
1 ®dapmarneBTrueckas | 101







®apmaineBTuueckas | 101
cybcTaHLMS CTIUpTa
3TUJIOBOTO (3TAHOM)

HUtoro

CBezeHMs 110 060C06I€EHHOMY O pa3/ieseHUI0
IesITeIbHOCTN)

dapmarnieBTnueckas | 101
cyOCTaHLIMSI CTIMPTA
STUJIOBOTO (3TAHOM)

®dapmarnieBTHueckas | 101
cyOCTaHLIMSI CIIMPTA
3TUJIOBOTO (3TAHOM)

HUtoro

[Mpunoxkenne N 3

K I[IpaBuiiam npencTaBieHUs

JIeknapanuit 06 06bemMe Ipou3BO/ICTBA,
obopora u (MJI1) UCTI0/Ib30BaHMS
dbapmaleBTM4YeCKOi CyOCTaHIIMM CITUPTa
STUWJIOBOTO (3TAHOJIA), & TAKKe
MPOU3BOACTBA, U3TOTOBIEHMS

1 () obopoTa (3a UCKITI0UeHeM
PO3HUYHOV MPOJAXKN) CIUPTOCOAEPKALMX






JIeKapCTBEeHHBIX IIperapaToB
" (MIM) CIMPTOCOAEPsKAIIX
MeIVLUMHCKUX U3Iennit

(dopma)
i
KHHl | | | |ch.001
OEKJTAPALLNA
06 ob6beme 3akynku hapMaLeBTNYECKON
3TWUNOBOro (3TaHoNa)

Bun TIEPBUYHBIN; | | KOPPEKTUPYIOIIAIA;
JOKYMEHTa

(Hy>KHOE OTMETUTD 3HaKOM V)

OTueTHbIN
rnepuo,
YKa3bIBaeTCs
IIpu caauve
oTyeTa

3al
KBapTasn;

3a 1l
KBapTas;

3a I11
KBapTasn;

(Hy>KHO€ OTMETUTb 3HaKOM V)

OTUeTHBIN IO,







(nonHoe HaumMeHoBaHMe opraHunsauunn, nHAuI

Appec (MecTo HaxoXXaeHuns) opraHusaunn/Anpe
WHOWBUAYASIbHOrO NpeanpuHuMaTens

ITouTOBBIN Kog Pajion
MHOEKC permoHa

Fopoa/HaceneHHbIN NYyHKT
oM Kopnyc/cTpoeHune
TenedgoH (akc)
Appec 3/1eKTPOHHOW MO4YTbl OpraHmsauumn, v

[Jeknapauusa npencrassieHa B hopMe 31eKTPOH

Hata " " 20 .
Nmsa hanna
VHH
KIIIT Crp. 002
KIIIT

Afpeca MeCT OCyLllecCTB/NIeHUA LeATesIbHOCTI
MHONBUAOYa/bHOIo npegnpmnHmMMaTend






ITouTOBHBIN Koz,
MHOEKC permoHa

Pariion

Fopoa/HaceneHHbIn NYHKT

dom, Kkopnyc/cTpoeHune

KIIIT
ITouTOBBIN Kog Paiion
MHJIEKC permMoHa
Fopoa/HaceneHHbI NYHKT
oM, Kopnyc/cTpoeHune

KIIIT
ITouTOBBIN Koz, Paiion
MHJIEKC pervoHa
Fopoa/HaceneHHbIW NYHKT
oM, Kopnyc/cTpoeHune

KTIIT
ITouTOBBIN Kopg, Paiion

MHOEKC permoHa







Fopoa/HaceneHHbI NYHKT

oM, Kopnyc/cTpoeHue
KIIIT
ITouTOBBIN Kog Pajion
MHIOEKC permoHa o

Fopoa/HaceneHHbI NYHKT

oM, Kkopnyc/cTpoeHue
OEKJTAPALINA
06 obbemMe 3akynku hapMaLeBTNYECKOMN
3TWUN0BOro (3TaHona)
Paspnen |
(nexkanv
N | Bug npoaykuyumu Kon Buna CBeneHus o
IT/11 opomykuuu [
HayMeHOBal
IIPOU3BOLOUT
A |1 2 3
CBepneHus 110 OpraHmM3auuu/MHAUBULYATbHOMY







1 ®apmarnieBTuueckas | 101
cybcTaHLMS CTIUpTa
3TUJIOBOTO (3TAHOM)
Htoro
CBeneHus 1o 060c0671eHHOMY IO pa3aeeHUI0
1 ®dapmarnieBTHueckas | 101
cyOCTaHLIMSI CIIMPTA
STUJIOBOTO (3TAHOM)
Utoro
OEKNAPALLNA
06 obbeme 3aKynku hapmMaLeBTUYECKON
3TWUNOBOro (3TaHona)
Paspen Il
(oekanv
N | Bug npomykuun Koz Bupa CBenmeHMs O
/1 HPOSYKUUU
HaMeHOBal

MMpOMNU3BOANT






1 2 3

CBeneHMs 110 OpraHU3al U/ MHINBUAYATbHOMY

®dapmarneBTrueckas | 101
cybcTaHLMS CTIUpTa
3TUJIOBOTO (3TAHOM)

HUTtoro

CBemeHus 1o 060c06IeHHOMY IO pa3aeIeHUI0
dakTHuueckoit nesaTenbHOCTH)

®apmarieBTuueckas | 101
cybcTaHLMS CTIUpTa
3TUJIOBOTO (3TAHOM)

Utoro

[Mpunoxkenne N 4

K I[IpaBuiam rpencTaBieHUs

JeKkaapauuit 06 06beMe Ipou3BOCTBA,
obopora ¥ (MJI1) UCII0/Ib30BaHMS
(dbapmaleBTMYeCKOI CyOCTAaHIIMM CITUPTa
STUJIOBOTO (3TAHOJA), a TAKXKe
MIPOU3BOACTBA, U3TOTOBIEHMS

1 (um) 060poTa (3a UCKIIYEHNEM
PO3HUYHOV MPOJAKN) COUPTOCOAEPKALINX
JIeKapCTBEHHbIX MMpernapaToB






U (MIN) CIUPTOCOAepsKAIINX
MeOUITMHCKIUX U3Tennit

(bopma)
| [ ] ]|
amt] 1111111 e oo
OEKJIAPALNA
06 o6beme obopoTa hapMaLeBTUHECKON
3TWNOBOrO (3TaHoNa)
Bun TIEPBUYHBIN; | | KOpPPEKTUPYIOLIUIA;
JOKYMEHTa
(Hy’)KHO€e OTMeTUTb 3HaKOM V)
OTueTHbIN 3al 3all 3a IlI
nepuon, KBapTasa; | |KBapTas; | | KBaprTain;
YKa3bIBaeTCs
Ipu cpave
oTyera
(Hy>KHOE OTMETUTh 3HaKOM V)

OTueTHBI I'oJ,







(nonHoe HaumMeHoBaHMe opraHunsauunn, nHAuI

Appec (MecTo HaxoXXaeHuns) opraHusaunn/Anpe
WHOWBUAYASIbHOrO NpeanpuHuMaTens

ITouTOBBIN Kop, Paiion
UHIEeKC permoHa

Fopoa/HaceneHHbIN NYyHKT
oM Kopnyc/cTpoeHune
TenedgoH (akc)
Appec 3/1eKTPOHHOW MO4YTbl OpraHmsauumn, v

[Jeknapauusa npencrassieHa B hopMe 31eKTPOH

Hata " " 20 .
Nmsa hanna

e | [ ]]]

KIIIT | | | | |CTp.002

Aupeca MeCT ocyuiectBineHna nedaTesibHOCTI
MHONBUAOYaNbHOIO npegnpmnHmnMaTtTend







KIIIT

ITouTOBBIN Koz, Paiion
UHIEKC pervoHa
lopoa/HaceneHHbIW NYHKT
oM, Kopnyc/cTpoeHune
KIIII
ITouTOBBIN Kog, Pajion
MHOEKC permoHa
Fopoa/HaceneHHbI NYHKT
oM, Kopnyc/cTpoeHune
KIIII
ITouToOBBIN Koz, Paiion
MHIEKC pervoHa

Fopoa/HaceneHHbI NYHKT

oM, Koprnyc/cTpoeHune

KIIIT







ITouTOBBIN Kog, Pajion
MHIEeKC permoHa

Fopoa/HaceneHHbIn NYyHKT
oM, Kkopnyc/cTpoeHue

KIIIT
ITouTOBBIN Koz Paiion
MHIEKC permoHa -

Fopoa/HaceneHHbIW NYHKT
oM, Kopnyc/cTpoeHune

KIIIT
ITouToBBIN Kop, Paiion
VHJEKC permoHa L

Fopoa/HaceneHHbIN NYyHKT
oM, Kopnyc/cTpoeHue

OEKJTAPALLNA
06 o6beme obopoTa hapMaLEeBTUHECKON
3TWUNOBOro (3TaHoNa)






(nekanv

N | Bup npomykumm Kop Bunma OcTaTok
/1 MPOAYKIMM | HA HAYamo |
OTYETHOTO
nepuoaa
A |1 2 3
CBeneHMsI 110 OpraHm3alu/MHAUBUAYATbHOMY
1 @®apmaneBtnyeckas | 101
cyOCTaHIMS CIMpTa
3TUJIOBOTO (3TAHOM)
Utoro
CBeneHMs 110 060c067IeHHOMY TTOApa3aeaeHUI0
1 dapmarneBTuueckas | 101

cyoCcTaHLMSI CTIUpPTa
STUJIOBOTO (3TAHOM)







HUtoro

[Tpunoxenmne N 5

K [IpaBunam npencraBieHus
neknapauuit 06 oobeme MPoOM3BOJCTBA,
obopoTa ¥ (M) UCIIOIb30BaHMS
dbapMareBTUeCcKoi CyoCTaHIUY CITUPTA
STUJIOBOTO (3TAHOJIA), a TAKXKe
IIPOU3BOLCTBA, U3TOTOBJIEHUS

1 (M) 060poTa (3a UCKIIUYeHeM
PO3HUYHOM IMPOLAKN) CIUPTOCOLEPKaALNX
JIeKapCTBEeHHbIX IIpernapaToB

U (MIN) COUPTOCOAePsKAIINX
MeIULVHCKUX U3Lennit

(bopma)

I/IHH||

KHH||

nees

ODEKNAPALINA
06 o6bemMe NpoM3BOACTBA, U3rOTOBJIEHNS U
PO3HMYHON NPOAaXKN) CMNPTOCOLEPKALLMX
n (nnn) cnmpTocodep Kalmx Mmeguunt







Bup,
IOKYMEeHTa

TEPBUYHBIN; | | KOPPEKTUPYIOIIUIA;

(Hy>KHO€ OTMETUTb 3HAKOM V)

OTyeTHbIN
nepuon,
YKa3bIBAeTCsI
npu caaude
oTueTa

3al 3a 1l
KBapTasl; | |KBapTas;

3a 111
KBapTas;

(Hy>)KHOE OTMETUTh 3HAKOM V)

OTueTHBII rof,

(monHoe HavmeHoBaHMe opraHunsauunn, NHAuI

Appec (MecTto HaxoXXaeHns) opraHusaunn/Agpe
WHAVWBNOYANbHOrO NpeanpuHUMaTens

ITouTOBBIN
MHIOEKC

Koz,
permoHa

Paiion

Fopoa/HaceneHHbIW NYHKT
[lom Kopnyc/cTpoeHune
TenedoH (akc)







Anpec 3J'IeKTpOHHOIZ MO4YTbl OpraHunsauunn, Vv

Jeknapauua npencrassieHa B popMe 3/1eKTPOoH

Hata " " 20 .
Nma canna
i

k| 1111111 crp. 002

Apopeca MeCT OCYLWEeCTBNEHUS OesATeNIbHOCTI
WHAWBNOYANbHOIr0 NpeanpuHUMaTens

KIIIT
ITouToBBIN Kog Pajion
MHOEKC permoHa L

fopoa/HaceneHHbIN NYyHKT
oM, Kopnyc/cTpoeHue

KIIIT
ITouToBBIN Kog, Pajion
UHIEeKC permMoHa L

Fopoa/HaceneHHbI NYHKT







[loM, Koprnyc/cTpoeHune

KIIIT
ITouToBBIN Kog, Paiion
MHAEKC permoHa
Fopoa/HaceneHHbI MYHKT
oM, kopnyc/cTpoeHune

KIIIT
[TouTOBBIN Koz, Paiion
UHAEKC pervoHa
Fopoa/HaceneHHbIN NYHKT
[om, Kopnyc/cTpoeHune

KIIIT
ITouTOBBIN Kop, Paiion
UHAEKC pervoHa

Fopoa/HaceneHHbI NYHKT

oM, Kopnyc/cTpoeHue







KIIII

ITouTOBBIN
MHOEKC

Koz,
peruoHa

Paiion

fopoa/HaceneHHbIN NYyHKT
oM, Kopnyc/cTpoeHue

OEKNAPALINA

06 o6beme Npom3BOACTBA, N3rOTOBIEHNS U
PO3HWUYHON NPOAAXKN) CNMPTOCOAEPKALLNX
n (nnun) cnmpTocoaep Kallmx Mmeguunt

(nexkanv

/1

N | Bug npoaykuuu

Kon Buna
MMPOAYKILINN

Hcrionb30B
dbapmartieBT
cyoCcTaHIMI
3TUJIOBOTO
(sTa”ona) ¢
IIPOU3BOLC
(usroTtosiie
CIIUPTOCO/,
JleKapCTBet
rnpemnaparo
CIIMPTOCOJ,
MeIULVHCE







U3nenanin

1 2 3

CBenieHMs 10 Opra”HmM3aluy/MHANBUAYATbHOMY

Cnouprocoaepsxkaiiue | 102
JIeKapCTBEHHbIE
npenaparsl AJjs
MeIUIMHCKOTO

MIpMMeHEeHUs

Crmproconepskamiye | 103
JIeKapCTBEHHbIE
rpernaparbl AJ1s1
BeTepMHaAPHOTO
MpUMeHEeHUS

Crimprocomepskamue | 104
MeJUILIMHCKIE
U3aenns







Utoro

CBeneHus 1o 060c06IeHHOMY TTOApa3aeaeHUI0

CrMpTocoaepskaiiye
JleKapCTBeHHbIe
rpernaparhl AJ1s1
MeJIUILIMHCKOTO
MIpUMeHeHUsI

CrimpTocoaepskaiinue
JIeKapCTBEeHHbIE
TrperiapaTsl 4Jist
BETEPUHAPHOIO
MIpUMeHeHUs

CrnupToconepskaiiue
MeaUIIVHCKIE
U3IeIns

HUtoro

[Tpunoxeunne N 6

K [IpaBuIam npencraBieHMst
noeKnapauuit 06 o6beMe Ipou3BOACTBA,
obopoTa 1 (MI1) UCITOJIb30BAHMS
dbapmalieBTM4YeCKOI CyOCTaHIIMM CIIUPTA
STWJIOBOTO (3TaHOJIA), & TAKXKe
TIPOM3BOJCTBA, M3TOTOBJIEHNUS






1 (um) 060poTa (3a UCKIIYEHEM
PO3HUYHOM MPOLAKU) CIIMPTOCOIAEPKAIIUX

JIeKapCTBEHHBIX IIperapaTroB
U (MIN) COUPTOCOLepsKallIux
MeOULVHCKUX U3Aennit

(bopma)

VHH

KIIIT |

| Crp. 001

OEKJTAPALNA

06 ob6bemMe 3aKynku cnmpTocoaep Kaliunx J
n (nnn) cnupTocodep Kalmx Mmeamune

Bup,

IOKYMEHTa

TEPBUYHLIN; | | KOPPEKTUPYIOIIUIA;

(Hy’)KHO€e OTMeTUThb 3HAaKOM V)

OT4YeTHBIN 3al

Iepuoy,

yKa3bIBAETCS
Tpy cave

OT4yeTa

KBapTayi; | |KBapran:; | | KBapTan;

3all 3a 11

(Hy’)KHO€e OTMeTUTb 3HaKOM V)







OTYeTHBIN rof,

(NoNHOE HanMeHoBaHMe opraHunsauunn, NHAWI

Appec (MecTto HaxoXaeHns) opraHusaunn/Agpe

MHONBUAOYaNbHOIO npegnpmnHnMaTtTend

ITouTOBHBIN
MHIEKC

Kop,
permoHa

Paiion

Fopoa/HaceneHHbIW NYHKT
oM Kopnyc/cTpoeHune
TenedgoH (dakc)
Aopec 3N1eKTPOHHOW NOYThbl OpraHusauuun, v

[Jeknapauua npencrasseHa B hopMe 3/1eKTPOH

HaTta "_" 20_r.
Nmsa dhanna

VHH

KIIII Crp. 002

KIIII







Afpeca MeCT oOcCyLlleCTBNIeHUA LeATesIbHOCTI

nHOnBMOyanbHOro npeanpunHnmMmaTend

[TouTOBBIN Kop, Paiion
UHAEKC pervoHa
Fopoa/HaceneHHbIN NYHKT
[om, Kopnyc/cTpoeHune

KIIIT
ITouTOBBIN Kop, Paiion
UHAEKC pervoHa
Fopoa/HaceneHHbI NYHKT
oM, Kopnyc/cTpoeHune

KIIIT
ITouToBBIN Kog Paiion
MHJIEKC peruoHa

Fopoa/HaceneHHbIN NYyHKT
oM, Kopnyc/cTpoeHune

KIIII







ITouToBBIN Koz, Paiion
MHIEKC pervoHa

Fopoa/HaceneHHbI NYHKT

oM, Kopnyc/cTpoeHune
KIIIT
ITouToBBIN Koz, Paiion
MHIEKC permoHa -

Fopoa/HaceneHHbI NYHKT
[loM, Kopnyc/cTpoeHune

OEKJTAPALINA
06 obbeMe 3aKynku CNMPTOCOOEPKALLMX J
n (nnn) cnupTocoaepXalmx Mmeanumnt

Pazpen |
(nekanv
N Bup nponykiumu Koz Bupa CBemeHMS (
/1 IIPOLYKLIVN
HaMMEHOB3

IIpOn3BOIN







1 2 3

CBepneHus 110 OpraHmM3auuu/MHAUBULYATbHOMY

Crimprocomepsxkamue | 102
JleKapCTBEHHbIE
rperapaTsbl JIJist
MeIUIIMHCKOTO

MpUMeHeHUs

Crimproconepxkaimue | 103
JleKapCTBeHHbIe
Tpernaparsl JJIst
BeTEepPMHAPHOTO
MIpUMEeHEeHUSI

Crmprocomepskamiue | 104
MeIOUIMHCKIe
U3aenus

HUtoro

CBeieHMs 110 060C06IEHHOMY TTOIpa3 e IeHUI0
IesaTe/IbHOCTH)







1 Cnimproconepskamue | 102
JleKapCTBEeHHbIE
rperapaTsbl JIJist
MeaUIIMHCKOIO
MIPUMEeHEeHUSsI
2 Crmptoconepsxkauiye | 103
JIeKapCTBEeHHbIE
Tpernaparsl JJ1st
BETEePUHAPHOTO
MIpUMeHeHUsI
3 Crmproconepsxkamue | 104
MeaUIIMHCKME
U3genmns
Hroro
ODEKJTAPALINA
06 obbeMe 3aKynku cnmpTocogepalumx J
n (nnun) cnmpTocoaep Kalmx Mmeguunt
Pazpen Il
(nekanv
N | Bug npoaykuum Kop Buna CBemeHM (
/11 MPOAYKLIVN







HAVMMEHOB3
MIPOVU3BOAN

1

2

3

CBenieHMs 10 OpraHmM3alun/MHAUBUAYATbHOMY

CrnupToconepsKkaiiue
JIeKapCTBEHHbIE
Tpernaparhl s
MeAULIVMHCKOTO
MIpUMeHEeHUSI

102

CrMpTocoaepskaliiye
JleKapCTBEeHHbIE
rpenaparsbl 41
BeTepMHAPHOTO
MIpUMeHeHUs

103

CniupToconepskaiinue
MeOULIMHCKUE
usnenmns

104

Utoro

CBeneHus o O6OCO6J’I€‘HHOMY rnoagpasaejieHUIo

daxkTHuueckoit nesaTenbHOCTH)







Couprocoaepxaiiue | 102
JleKapCTBEeHHbIE
rperapaTsbl JIJist
MeIULMHCKOTO

IpUMeHeHUs

CrmpToconepskamiye | 103
JIeKapCTBEHHbIE
npernaparsl AJ1si
BeTEepPUHAPHOTO
MpYMeHeHUsI

Crimproconepsxkamue | 104
MeOUIMHCKIE
U3aenns

HUtoro

[Tpunoxenne N 7

K [IpaBunam npencraBieHUs

neknapauuit 06 oobeme MpoM3BOJCTBA,
o6opoTa ¥ (M) UCTIO/Ib30BaHUS
dbapmMarieBTUeCcKo CyoCTaHIUY CITUPTA
STUJIOBOTO (3TAHOJIA), a TAKKe
IIPOU3BOLCTBA, U3TOTOBJIEHUS

1 (M) 060poTa (3a UCKIIYEHNEM
PO3HUYHOM IIPOLAKN) CIUPTOCOLEPsKALNX






JIeKapCTBEeHHbIX IIperapaToB
" (MIM) CIMPTOCOAEPsKAIIX
MeINLVHCKUX U3TeNnit

(bopma)

I/IHH||

KHH||

|ch.001

OEKNAPALINA

06 obbeMe NocCTaBKM CNNPTOCOAEPKALLNX
n (nnun) cnupTocodep Kalmx Mmeguunt

Bun TIEPBUYHBIN; | | KOPPEKTUPYIOLLWIA;

OOKYMEHTa

(Hy>KHOe OTMEeTUTb 3HAaKOM V)

OTyeTHbIN 3al 3all 3a III
nepuof KBapTas; | |KBapTasa; | | KBapTan;
YKa3bIBaeTCs

pu coave

oTyeTa

(Hy>)KHOE OTMETUTh 3HAaKOM V)

OTYeTHBIN rof,







(nonHoe HaumMeHoBaHMe opraHunsauunn, nHAaui

Appec (MecTo HaxoXaeHns) opraHusaunn/Agpe
WHOWBUAYASIbHOrO NpeanpuHnuMaTens

ITouToBBIN Kop, Pajion
MHIEeKC permMoHa

fopoa/HaceneHHbIN NYyHKT
oM Kopnyc/cTpoeHune
TenedgoH (dakc)
Appec 3/1eKTPOHHOW MOYTbl OpraHmsauunumn, v

Jeknapauua npencrasseHa B hopMe 3/1eKTPOoH

Hdata" " 20 _r.
Nmsa cdanna

| ||| ][]

KIIIT | | | | |CTp.002

Afpeca MeCT oOCyLlleCTBNIeHUA LeATesIbHOCTI
MHONBUAOYa/bHOIO npegnpmnHnMaTend







ITouToOBHBIN Koz,
MHIEKC pervoHa

Paiton

Fopoa/HaceneHHbIW NYHKT

oM, Kopnyc/cTpoeHune

KIIIT
ITouTOBBI Kop, Paiion
MHOEKC permoHa
Fopoa/HaceneHHbIW NYHKT
oM, Kopnyc/cTpoeHue

KIIIT
ITouToBBIN Kog Pajion
MHAOEKC permoHa
Fopoa/HaceneHHbI NYHKT
oM, Kopnyc/cTpoeHune

KIIIT
ITouToBBIN Kog, Paiion

MHJIEKC peruoHa







Fopoa/HaceneHHbI NYHKT

oM, Kopnyc/cTpoeHue

KIIIT
ITouTOBBIN Kog Pajion
MHOEKC permoHa L

Fopoa/HaceneHHbI NYHKT

oM, Kopnyc/cTpoeHune

OEKJTAPALINA
06 obbeMe NocTaBKM CNUPTOCOLEpPKALLNX
n (nnn) cnupTocoaep Kalmx Mmeanunt

Pasnen |
(nekanv
N | Bug npoaykuum Koxn Bupna CBeneHM (
/1 npogykuum [
HaMeHOB3
MPOU3BOAU
A |1 2 3







CBenieHMs1 10 OpraHmM3al U/ MHAUBUAYATbHOMY

Crimprocomepskamue | 102
JleKapCTBEeHHbIE
Tperaparsl JIJist
MeIUIIMHCKOTO

MpUMeHeHUs

CrmpToconepsxkauiye | 103
JIeKapCTBEHHbIE
rpernaparhl AJ1s1
BeTepUHaAPHOTO
MIpUMeHeHUsI

Crmproconepsxkamiue | 104
MeIOULVHCKUe
usmenus

HUtoro

CBeneHus1 110 060C06IEHHOMY MOApa3 e/ IeHUI0
(baKkTUYeCKoit IesITeTbHOCTH)

Crimprocomepskamue | 102
JleKapCTBEeHHbIE
Tperaparsbl JIJist
MeIUIIMHCKOTO

MpUMeHeHUs







Cnouprocoaepxkaiiue
JIeKapCTBEHHbIE
rpenaparsl Oj1s
BeTepUMHAapPHOTro
pUMeHeHUSs

103

CrnmpTocoaepskamiue
MeIOUIMHCKIE
U3

104

HUtoro

OEKNAPALNA
06 o6beMe NoCTaBKM CMUPTOCOAEPKALLMX
n (nnn) cnmpTocoepawmx Mmegnumne

Pazpen ll

(nekanv

/11

Bup npopykuumu

Koz Bupa
MIPOAYKIUU

CBemeHMs (

HaMMEHOBdJd
IIpOU3BOIN






CBepneHMsI 110 OpraHM3alu/MHAUBUAYATbHOMY

Couprocoaepxaiiue | 102
JieKapCTBEeHHbIe
rpernaparhl AJ1s1
MeIUIMHCKOTO

MIpUMeHEeHUs

CrmpToconepskauiye | 103
JIeKapCTBEHHbIE
rpernaparhl AJ1s1
BeTEepUHAPHOTO
NpYMeHeHUsI

Crimprocomepskamue | 104
MeOUIMHCKIE
U3aenns

HUtoro

CBeneHus 1o 060c06IeHHOMY IO pa3aeaeHUI0
JesTeIbHOCTH)







Couprocoaepxkaiiue | 102
JieKapCTBEeHHbIe
rperaparsl JIJist
MeIUIMHCKOTO

IpUMeHeHUs

CrmpTtoconepskamiye | 103
JIeKapCTBEHHbIE
rperaparsl AJisi
BeTEepUHAPHOTO
NIpUMeHeHUsI

Crimprocomepsxkamiue | 104
MeJIUILIMHCKIE
U3IeNns

Utoro

IMpunoxkenne N 8

K [IpaBunam npencraBieHUs

IeKaapaiuit 06 oobemMe IIPOM3BOACTBA,
obopoTa U (U/I1) UCIOIb30BaAHMS
dbapmaleBTM4YeCKOi CyOCTaHIIMM CITUPTA
STUJIOBOTO (3TAHOJA), a TAKXKE
MIPOU3BOACTBA, U3TOTOBIEHMS

1 (um) 060poTa (3a UCKIIYEHNEM
PO3HUYHON MPOJAXKN) COUPTOCOAEPKALINX
JIeKapCTBEHHbIX MMpernapaToB






U (MIN) CIUPTOCOAepsKAIINX

I/IHH||

MeIULIMHCKUX U3TeNnit

(bopma)

KHH||

| | |ch. 001

OEKJTAPALNA
06 o6beme obopoTa cnupTocogepKaLlmx J
n (nnn) cnmpTocodep Kalmx Mmeguunt

Bup,
IOKyMeHTa

TIePBUYHBII;

KOPPEeKTUPYIOLIUIA;

(Hy>)KHOe OTMeTUTb 3HaKOM V)

OTyeTHbIN
nepuon,
YKa3bIBaeTCs
Ipu caave
oTyeTa

3al
KBapTas;

3all 3a 11
KBapTas; KBapTas;

(Hy>KHOE OTMETUTh 3HaKOM V)

OTYeTHBIN rof,







(nonHoe HaumMeHoBaHMe opraHunsauunn, NHAuI

Appec (MecTo HaxoXaeHns) opraHusaunn/Agpe
WHOWBUAYASIbHOrO NpeanpuHnuMaTens

ITouToBBIN Kop, Paiion
MHIEeKC permoHa

fopoa/HaceneHHbIN NYyHKT
oM Kopnyc/cTpoeHune
TenedgoH (akc)
Appec 3/1eKTPOHHOW MOYTbl OpraHmsauumn, v

Jeknapauua npencrasseHa B hopMe 3/1eKTPOoH

Hata" " 20 .
Nmsa cdanna

| || ]]]

KIIIT | | | | |CTp.002

Afpeca MeCT oOCyLlleCTBNIeHUA LeATesIbHOCTI
MHONBUAOYa/bHOIO npegnpmnHnMaTend







ITouTOBHBIN Kog
MHIEKC permoHa

Paiion

Fopoa/HaceneHHbIW NYHKT

oM, Kopnyc/cTpoeHune

KIIIT
ITouTOBBI Kop, Paiion
MHOEKC permoHa
Fopoa/HaceneHHbIW NYHKT
oM, Kopnyc/cTpoeHue

KIIIT
ITouTOBBIN Kog Pajion
MHAOEKC permoHa
Fopoa/HaceneHHbI NYHKT
oM, Kkopnyc/cTpoeHune

KIIIT
ITouToBBIN Kog, Paiion

MHJIEKC peruoHa







Fopoa/HaceneHHbI NYHKT
oM, Kopnyc/cTpoeHue

KIIIT
ITouToBBIN Kog Pajion
MHOEKC permoHa L

Fopoa/HaceneHHbI NYHKT
oM, Kopnyc/cTpoeHue

OEKJTAPALNA

06 o6beme obopoTa cnupTocomep KaLlmx J
n (nnwn) cnupTocodep Kalmx Meamune

(pekanv
N Bup npopykuuu Koz Bupa OcTaTtok
/11 NPOOYKIUMM | HA HAYAJIO
OTYETHOTIO

rnepmuoga






1 2 3

CBE,Z[EHI/IH 110 OpI‘aHI/IBaHI/II/I/I/IH,EU/IBI/I,ELyaJIbHOMY

Crmprocomepskamiue | 102
JIeKapCTBEHHbIE
rpernaparhl AJ1s1
MeJIUILIMHCKOTO

MIpUMeHEeHUS

Crimprocomepxkawmue | 103
JIeKapCTBEHHbIe
rpernaparsl AJis
BeTepUHaPHOI0
MIPUMEHEeHUS

CrmupTtoconepsxkauiue | 104
MeIULIMHCKIUE
U3aenus

HUtoro







CBeneHus 110 060c06IeHHOMY IO pa3aeaeHUI0

1 CrmpTtoconepskaniue | 102
JIeKapCTBEeHHbIE
rperaparsl AJ1s1
MeIUIMHCKOTO

MIpUMeHeHUsI

2 Crmproconepskamiye | 103
JIeKapCTBEHHbIE
rpenaparsbl 41
BeTepMHAPHOTO
MIpUMeHeHUs

3 Couprocoaepxaiiue | 104
MeIUIVHCKNe
U3genmns

Utoro

YTBepKaeHbl

roctaHoB/ieHueM [IpaBuTeNbCTBA
Poccuiickoit @egepatnn

ot 20 armpenst 2019 1. N 472

N3MEHEHU{,
KOTOPBIE BHOCATCA B IOCTAHOBJIEHUE
[TPABUTEJIbCTBA
POCCUIICKOM ®EIEPALIMU OT 19 UIOHA 2006 T. N






380

1. AG3a1ibl BTOPOJi ¥ TPETUI ITYHKTA 2 U3JIOKUTH B
cenywolei pegakium:

"MOCTOBEPHOCTH yueTa 06bemMa ITPou3BO/ICTBA
3TUJIOBOTO CIIMPTA (32 UCKIIOUEeHUEeM
(dapmareBTMUYeCKOI CyOCTAHIMM CITUPTA STUTOBOTO
(3TaHO/a), AJIKOTOJIBHOM U CIIMPTOCOepsKalein
MPOIAYKIVY OIPeNessieTCs C yYeTOM MOTEPb,
BO3HMKAOIIVX IIPU IIPOU3BOACTBE 3TUIIOBOTO
CIMPTA, aJIKOTOJIbHOM U CIIMPTOCOAEPsKAILE
MPOAYKIIMY B ITpefeaaXx HOPM eCTeCTBEHHOI YyObLIN,
Y IOTPEITHOCTY U3MepeHUIA, OITyCcKae MOl
aBTOMaTUYECKMMM CpeJiCTBaMy U3MepeHMs U yueTa
KOHIIeHTpaIuu 1 oobeMa 6e3B0JHOTO CIIUPTa B
rOTOBOJi MPOAYKIIMYU, 06beMa TOTOBOJ MPOTYKIINMA;

IOCTOBEPHOCTDb yueTa 06'beMa 060poTa (3a
UCK/IIOYE€HMEM PO3HUYHOI MPOAaXku) 3TUIOBOTO
criupTa (3a ucKIrdeHnem dhapmaleBTUUeCcKoi
CyOGCTaHLIMM CIIMPTA 3TUIOBOTO (3TaHOJIA),
QJIKOTOJIbHOM U CIIMPTOCOAepsKalieli MpoayKIumn
orpenesisieTcs C yUYeTOM MOTePb, BO3SHUKAKIINX [IPU
000pOTe YKa3aHHOI MPOIYKIIUY B IIpeesiax HOpM
€CTeCTBEeHHO yObLIN.".

2. B [IpaBuiax yueTa o6bema Ipou3BOJICTBa, 060poTa
U (MJIM) UCIIOJIb30BaHMS 3TUIOBOTO CIIUPTA,






aJIKOTOJIbHOI M CIIMPTOCOAEpsKalleii IPOAYKLINM, a
TaKKe yueTa MCII0Ib30BaHMs IPOM3BOACTBEHHBIX
MOIIIHOCTe, 06bemMa cO6paHHOr0 BUHOrpaaa u
BMHOIPa/ia, MCII0b30BAHHOIO JIJIsI IPOU3BOICTBA
BUMHO/IEJIbYECKOI TPOIYKINM, YTBEPKIEHHBIX
YKa3aHHBIM [T0CTAHOBJIEHMEM:

a) MyHKT 1(1) U3JIOKUTH B CJIeAYyIOLei pegakuun:

"1(1). Hacrosue [IpaBuia He pacripoCTPaHSOTCS Ha
yJeT o6beMa IIpOM3BOICTBA, 060pOTa U (M)
MCII0JIb30BaHMsI hapMalleBTMUeCcKoi cyocTaHIUM
CIIMPTa 3TUJIOBOIO (3TaHOJA), & TAKKE Ha yYeT
06beMa MPOM3BOACTBA, MU3TOTOBJIEHUS U (UJTN)
060poTa CIMPTOCOIePsKAIMX JIEKapCTBEHHBIX
NpenapaTroB U (WIN) COUPTOCOAep KAl X
MeIOULMHCKUX U3LeUIA.

Hacrosmine [IpaBuia IpuMMeHSIIOTCS B OTHOILIEHUM
ydeTa 06'beMa 3aKyIKy STUIOBOTO CIIMPTA U €ro
MUCIOb30BaHMS OIS IIPOU3BOACTBA
CIUPTOCOAEPKAIIUX JIEKAPCTBEHHBIX ITPerapaToB U
(M) ciuMpTOoCoAepsKaINX MeAULIMHCKUX U3Tennii, a
TaKXe B IpoLecce IMPOU3BOACTBA APYTUX
JIeKapCTBEHHBIX CPELICTB U (UJIN) MeOUITMHCKUX
usgennin.";

0) ab3aI1 TpeTuit MyHKTa 4 MIPU3HATb YTPATUBIIUM
cuiy,






B) MOAMYHKT "3K" IMTyHKTA 5 MPU3HATh yTPATUBIINM
Uiy,

r) IOTMOJHUTD MyHKTOM 5(1) ciiemytonero
copep>KkaHus:

"5(1). YueT o6beMa 3aKyIKMU U UCII0JIb30BaHUS
3TUJIOBOTO CIIMPTA IPOU3BOAUTCS B OPraHU3aLUsIX,
KOTOpBIE OCYIIECTBISIIOT ITPOMU3BOACTBO
CMUPTOCOAEPKAIIMX JIEKAPCTBEHHBIX ITPEnapaToB U
(Mn) CIMpPTOCOAEePRKAIINX MeOULIMHCKUX U3 e,
MCIIOIb3YIOT STUJIOBBIN CIIUPT B IIpoLiecce
MMPOU3BOACTBA APYIUX JIEKAPCTBEHHbBIX CPEICTB U
(MIN) MeIULIMHCKUX U3AENINI, @ TAKXKe Y KOTOPbIX
€MKOCTHU AJII IPUEMKU STUIOBOTO CMPTAa OCHAIIEHBI
aBTOMAaTUYECKMMMU CpeCTBAMIU.

YyeT o6bemMa 3aKyIKU U UCIIO0Ib30BaHUS 3TUIOBOTO
CIIMpTa OpraHM3aIMsIMM, yKa3aHHbBIMY B ab3aiie
TepBOM HACTOAIIETO MyHKTAa, OCYIIeCTBISIETCS C
MIpMMeHeHNeM TeXHUYECKUX CPeJiCTB.";

1) OOTIOJIHUTD ITYHKTOM 8(1) ciiegyroiero
coep>KaHu:

"8(1). st yaeta o6bemMa 3aKyIKM U MUCIIOIb30BaHMS
3TUJIOBOTO CIIMPTA UCIIOIb3YIOTCS C/lenyolne
IoKasaTesun:






00beM 3aKYIVIEHHOI'O 3TUJIOBOI'O CITMPTA,

06bem 6e3BoaHOTO (100-MpOLIEHTHOTO) CIIUPTA B
3aKYIUIEHHOM 3TMUJIOBOM CITUPTE;

KOHIIEHTpaIIusi 6e3BOTHOIO CIIMPTA B TOTOBOIA
MIPOLYKUMUN.";

e) B myHkTe 10 cjioBa "3HadyeHue rmokasares,
MMpeayCMOTPEHHOTO MOAMYHKTOM "B" MyHKTa 8
Hactosuux [IpaBuin" 3aMmeHUTh cJI0BamMy "3HauyeHUs
rokasareJeit, npegycCMOTPEHHbBIX MOAITYHKTOM "B"
nyHKTa 8 ¥ nyHKToM 8(1) HacTosmux [IpaBun”;

K) TYHKT 11 M3JI0KUTb B CAEAYIONIEN pemaKivn:

"11. 3HavyeHus noKasaTesieil, UCIOIb3yeMbIX IJIst
yueTa o6’beMa Mpon3BOACTBA, 000pOTa U (MIIN)
MCIIOb30BaHMUS NPOAYKLIUU GUKCUPYIOTCS
OpraHu3alusiIMu B XXypHaJje yueTa 06beMOB
MpOM3BOJICTBA ¥ 060pOTa (3a UCKITIOUEHMEM
PO3HMYHOM IIPOJaKN) U (MIX) UCIIOJIb30BaHMS 111
COOCTBEHHBIX HY3K/, 3TUJIOBOTO CIIUPTA, aTKOTOJIbHOIA
U CIUPTOCOAEP Kaleil MPOAYKLIMN.

3HaueHMe noKa3aressi, MUCII0JIb3yeMOro IIpU y4yeTe
obbema MPOAYKIMY, YKa3aHHOTO B ab3alile BTOPOM
IMyHKTa 2 HacTosmux [TpaBui, GukcupyeTcst
opraHusauyei B XypHaJie yyeTa UCII0JIb30BaHNU S






MOIIIHOCTE 10 IMPpOMU3BOACTBY 3TUJIOBOI'O CIIMPTAa U
QJIKOT'OJIbHOM MNpoayKuum ¢ MCII0JIb30BaAHMEM

S3TUJIOBOTO CIIMUPTA, opMa U MOPSIAOK 3aTIOTHEHUS
KOTOPOT0 YCTaHABIMBAKTCS MUHUCTEPCTBOM
¢unancos Poccuiickoit ®emepanyn.”.






