IMPABUTEJILCTBO POCCHUMICKON ®EJIEPAIINHA
ITOCTAHOBJIEHUWE

ot 20 anpenst 2019 r. Ne 472

MOCKBA

O nopsiake yuera H AeKJapHPOBaHHA 00beMa NPOH3BO/ACTBA,
oGopoTa v (naH) Henoab30BaHHs apManeBTHYECKOH cyOcTaHUHH
CNHPTA YTHJI0BOro (3TaHOJ1a), a TAKKe MPOU3BOCTBA,
H3roTOBJIeHHA H (MJ1H) 060poTa (3a HCK/II0OYeHHEeM PO3HHYHOMH
NpoJaxH) CHHPTOCOAEPKALIHX JIeKAPCTBEHHBIX MpenapaToB
u (MJIH) cnUpTOCOoAEpKALIMX MeAHIHHCKHX H3JeNHi
H O BHECEHHH H3MeHeHHH B nocTtaHoB/eHHe [IpaBuTenbcTBa
Poccuiickoii ®enepauun or 19 urons 2006 r. Ne 380

[IpaButensctBO Poccuiickoi denepaii nocTaAaHOBJ A€ T ¢

1. YTBepauTh npunaraeMsle:

[IpaBuna yuyera o6beMa NPOU3BOACTBA, 000pOTa U (MJIM) UCIOJIB30BaHUs
dapmaneBTHYECKOH CyOCTaHUMM COHpPTa >STWIOBOro (3Ta”Hona), a TakKxke
MPOW3BOACTBA, M3OTOBIEHUS U (M1AM) 00opoTa (3a MCKIIOYEHHWEM PO3HHYHOH
NpOAAXH)  CNUPTOCOAEPXAIUMX  JIEKAPCTBEHHbIX  NpenapaTtoB U (MIIH)
CIIUPTOCOAEPKALLUX MEIULIMHCKUX U3EIHH;

[TpaBuna npeacrasieHus Aekinapauyii o6 o6bemMe NpouM3BoAcTBa, 000poTa
¥ (MJIM) UCIOJB30BaHHsS (PapMaleBTHYECKOH CYOCTaHLUMH CnMpTa 3THUJIOBOrO
(pTaHona), a TakXKe MPOM3BOACTBA, H3rOTOBIeHHUA U (unu) obopota
(32 MCKIIOUYEHHEM PO3HUYHOHN MpOoAa)cH) CIUPTOCOIEpXKaLUX JIEKAPCTBEHHBIX
npenaparoB U (HIH) CIUPTOCOAEPKALIMX METULIMHCKUX H3EIHH;

U3MEHEHUs, KOTOpble BHOCATCSA B MnocTaHoBieHue I[lpaBHUTenbCTBa
Poccuiickoit @enmepaunn ot 19 mtons 2006 r. Ne 380 "O6 yuere oOnema
MpOU3BOACTBA, o00opoTa MW (MJIM) HCIONB30BAaHUS  J3TUIOBOTO  CIIUPTA,
aJIKOTOJILHOM M CIIUPTOCOAEPXKALLEH MPOJYKLIHMH, a TAKXKE yUeTe UCIIOIb30BaHHUs
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NPOU3BOACTBEHHbIX MOILHOCTENH, 0ObeMa coOpaHHOrO BUHOIpala U BUHOTpala,
MCIIOJIb30BaHHOIO NSl MPOM3BOJACTBA BUHOAENbUYecKOH npoaykuuu” (Cobpanue
3aKkoHozaatenbcTBa Poccuiickont ®@enepaunu, 2006, Ne 26, ct. 2845; 2009, Ne 4,
ct. 505; 2010, Ne 12, cr. 1335; 2012, Ne 17, ct. 1996; 2014, Ne 12, ct. 1298;
2015, Ne 50, ct. 7167; 2016, Ne 22, ct1. 3210; 2018, Ne 3, ct. 531; 2019, Ne 1,
cT. 14).

2. YCTaHOBUTS, 4TO:

JOCTOBEPHOCTh yyeTa o0ObeMa MpOU3BOACTBA (papMaleBTUYECKOM
cyOCTaHUMM CHUpTa 3TUIOBOrO (3TaHOJIA) OMNpENeNseTCs C Yy4eTOM [OTeEpb,
BO3HUKAIOUIMX MPHU NPOU3BOACTBE YKa3aHHOH MPOAYKUHMHM B Mpeneiax HOpPM
€CTeCTBeHHOH  yObUIM, M  TIOTPEIIHOCTH  HW3MEpeHUH,  IomycKaeMmoi
aBTOMATUYECKUMH CpeJCTBAMH M3MEpEHHsl M yuyeTa KOHUEHTpalMU U oObema
6e3BogHOrO crnupra B ¢apmaleBTHYeCKOl cyOCTaHLMH CIHpTa 3TUIIOBOrO
(3raHona), obbema QapmaLeBTH4YeCKOH CyOCTaHLMM CIIMpTa 3THJIOBOIO
(3TaHona);

JOCTOBEpPHOCTb ydeTa o0beMa [pPOM3BOJACTBA CIUPTOCOAEPIKALLMX
JIEKapCTBEHHBIX npenapaToB 7 (unn) CMUPTOCOAEPKALIMX
MENUMUMHCKHUX H3JENUi OompenenseTcs ¢ YYETOM MOTepb, BO3HUKAIOIIMX
IpH TMPOK3BOJACTBE YKa3aHHON MNpOAYKUMM B MpejaeiaX HOPM €CTECTBEHHOH
yOBLIH;

JNOCTOBEPHOCTb  yuera  obbema  obopora M MCIHOJIB3OBaHHA
(dhapManeBTHYECKOH cyOCTaHIIMH CITMPTaA ITUJIOBOro (3TaHOJIA), a TakKe 00opoTa
(32 UCKIIFOYEHUEM PO3IHHYHON MpPOJaXH) CNUPTOCOAEpXKAlIUX JIEKAPCTBEHHBIX
npenapaToB U (UIH) COUPTOCOAEPKAUIMX MEAMLMHCKUX U3Ae/Mi ONpeaensieTcs
C Y4YeTOM [MOTeph, BO3HHUKAIOLMX NMpH 0060pOTEe M HCNOJIB30BAHUU YKa3aHHOH
MPOIYKIIHH B MpeJiesiax HOPM eCTECTBEHHOM YOBLIH.

3. MunucrepctBy huHaHcoB Poccuiickoii denepauuu:

B 3-MeCsuYHBIi CpPOK YTBEpAMTb HOPMbl €CTeCTBEHHOW YOBUIM MpH
MpOW3BOACTBE, 00OpoTe U (MAM)  HCMNONBb30BaHHHM  (papMalEeBTHUECKOH
CyOCTaHLMM CIIUpPTA 3TUIOBOrO (3TaHOJNA), a TaKXKe MPU NMPOU3BOACTBE U (MUJIH)
obopote (32 HCKJIIOYEHHEM PO3ZHHMYHOH TMPOJAXH) CIHUPTOCOAEPKALINX
JIEKapCTBEHHBIX MpenapaToB W (MIM) CHOUPTOCOAEpXKAIUMX MENHLIMHCKHX
U3 IEJINH;

B 4-MeCS4HbIH CPOK YTBEpPAMTb MOPSAOK OLIEHKH NOCTOBEPHOCTH y4deTa
obbeMa MpPOH3BOJACTBA, 000poTa W (MJIM) HCMONB30BaHMS (hapMaleBTHYECKON
cybcraHuMu crnupra 3TUJIOBOT'O (3TaHoOnNA) i) & MPOU3BOJCTBA
CIUPTOCOICPKALLIMX JIEKAPCTBEHHBIX NpenapaTtoB M (WJIH) CIIMPTOCOAEPKALUMX
MEIHLIMHCKUX M3[eMi, B MpoLEcce MPOU3BOACTBA IAPYrUX JIEKAPCTBEHHBIX
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CPEACTB U (MJIM) MEAMUMHCKUX U3NENUH, a TaKxKe MPOU3BOACTBA, H3TOTOBJIEHHS
H (1und) obopoTa (3a UCKIIOYEHHEM PO3HMUYHOH NMPOAAKH) CIUPTOCOAECPIKALIMX
JIEKapCTBEHHBIX [MpenapaToB U (MJIM) CHUPTOCOAEpXAUIMX MEAHULIMHCKHX
U3ETUN.

4. IlpusHate  yTpaTUBIUMMM cUiny ab3ansl  BTOpPOH H  TpEeTHH
nocradosineHus [ IpasutensctBa Poccuiickoit ®enepauuu ot 29 nexadps 2017 r.
Ne 1694 "O nopsake yveta U JekyiapupoBaHus o6beMa MpOU3BOACTBA, TIOCTABKU
¥ (MM) UMCNOJB30BaHHUSA [ COOCTBEHHBIX HYXJ (apMalueBTHYECKOM
cyOCTaHLMHU CIMpTa 3TUIOBOrO (3TaHOJa) M BHECEHUW H3MEHEHUH B HEKOTOphIE
aktbl [IpaButensctBa Poccuiickoit ®enepauun” (CobpaHue 3akoHOOATENbCTBA
Poccuiickoit @enepauuu, 2018, Ne 3, ct. 531).

J.MenBeneB

4064648



VTBEP)XJIEHDI

nocradosneHneMm [lpaButenbcTBa
Poccuiickoit ®enepauun
ot 20 ampens 2019 r. Ne 472

IIPABHJIA

yueTa 06 beMa NPOH3BOACTBA, 000pPOTa H (HJIH) HCMOJIB30BAHHSA
dapmaneBTHYeCcKOH Cy0OCTAHIIHM CAHPTA ITHJIOBOrO (3TaHOA),
a TaK:Ke NPOU3BOACTBA, H3rOTOBJIEHHS U (HJH) oBopoTa
(32 HCK/II0YeHHEeM POIHMYHOMH NMPOAAXKH) CIHPTOCOAEPAKALIHX
JIEKAPCTBEHHbIX NMPenapaToB H (HJIH) CIHPTOCOAEPKALUHX
MeIHMUHHCKHX H3Ie/Hii

1. Hactosiuve [lpaBuiia ycTaHaBIMBAOT TMOPSNOK YyuyeTa obObema
MpOU3BOJACTBAa, o00opoTa ¥ (WIM) HCNoab30BaHUA  (apMaLEBTHYECKOH
cyOCTaHLIMKM CchOWpTa JSTUJIOBOro (3TaHONAa), a TakXe [POH3BOJCTBA,
W3roTOBJIEHU U (UaM) oOopora (3@ HCKIIOYEHHEM PO3HUYHOH MPOIAXH)
CHUPTOCOEPXKAUIMX JeKapCTBEHHBIX MpenapaToB u (MIM) COIUPTOCOAEPKALIHUX
MEIULIMHCKHAX U3EIHH.

2. Hacrosiune IlpaBuna He pacrnpocTpaHsiioTcs Ha yuyeT obObema
NPOU3BOACTBA, M3rOTOBJEHHS W (UnHM) o00opoTa  CHOUPTOCOAEpKaLUUX
JeKapCTBEHHBIX MpenapatoB U (UJIM) CHUPTOCOAEPXKALUMX MEIHMLIMHCKHX
W3Ie/Uid, BKJIIOYEHHBIX B IMEepeYHH YKa3aHHOW NpOAYKUMH, YCTAHOBIEHHBIE
[TpaBuTenbcTBOM Poccuiickoi denepauuy B COOTBETCTBUM € ab3allaMH BTOPBIM
1 TpeTbuM nyHkta4 ctatbd 1 @DexpepansHoro 3akoHa "O rocyaapcTBEHHOM
peryJIMpOBaHHU MPOU3BOIACTBA U 000pPOTA 3THIIOBOIO CIIUPTA, AJKOTOJBHOW H
CIOUpTOCOAEpIKAllleH MPOIYKUMH U 00 orpaHHueHUH noTpebiieHUs (pacnUTHA)
aJIKOTOJIbHON MPOAYKLHH .

3. Yuer o0beMa NpoM3BOACTBA, MOCTaBKM M (MJIM) MCINOJIL3OBAaHHS Ul
cOOCTBEHHBIX HYXJ (hapMaUueBTHUECKOH CyOCTaHUMM cnupra 3THJIOBOIO
(3TaHOJIa) OCYLUECTBIAIOT OpraHu3alid, OCYLIECTBISIOIIHME [POU3BOACTBO
dapMaLeBTHYECKOH CyOCTaHLIMU CIIMPTA STHJIOBOIO (3TaHONA).

Yuer 06beMa 060poTa U UCNONB30BaHUS (PapMalleBTHUECKOH CyOCTaHLIMU
CIIUPTA STUJIOBOroO (3TaHOja) OCYLUECTBISAIOT OPraHU3alMi M WHIWBHIYyaIbHbIE
npeANpHHAMATENH, OCYLIECTRIIsIOUME 000poT hapMalieBTHUECKOH cyOcTaHLIMu
CIIHpTa 3THUJIOBOIrO (3TAHOJIA).
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Yyer o0ObemMa MNpPOM3BOJACTBA, M3rOTOBIEHWS U (UMM)  oOopoTa
(38 MCKIIIOYEHUEM PO3HHUYHON MPOJAXKH) CMHAPTOCOAEPKALUMX JIEKAPCTBEHHBIX
npenapaTos U (1nu) CIIUPTOCOAECPKALLUUX MEIULUHUHCKHX U3enui
OCYILUECTBJAIOT  OpraHu3allMd UM  WHAUMBUAYAJIbHbIE  [peANIPUHUMATENH,
OCYLLIECTBJIAIOLIHE POU3BOJCTRBO, M3rOTOBJIEHHE U (unu) obopot
CIIHPTOCOEPKALIUX JIEKAPCTBEHHbIX MpPenapaToB U (MJIM) CIMPTOCOAEPIKALLUX
MeAULIMHCKUX U3aenuii B o0beMe, npespliuarolieM 200 1eKkaauTpos B o,

4.TIpu yuyete o6bema mpou3BoAcTBa, 0O60OpoTa M (MJIM) UCIONB30BAHMS
¢dbapmalieBTHUECKOH CyOCTaHUMHM CIHpPTa J3THUJIOBOrO (3TaHOJA) €AMHHULEH
M3MepeHHUsl SBISeTCS OeKaauTp Oe3BOJAHOIO CHUpTa IpH TeMmepaType 3TOH
npoaykuuu +20 °C.

[lpu yuere ob6beMa NpPOH3BOACTBA, HW3rOTOBIEHHUS M (MnM) obopoTa
(32 HUCKIIIOYEHHEM PO3HHUHOHN MPOJAXKH) CIMHUPTOCOAEpNaUIUX JIEKaPCTBEHHBIX
npenapaTtoB W (MJM) CIUPTOCOAEPKALIUX MEOULHHCKHX HU3JENUH €IMHULIEH
M3MepEeHHs ABJSETCH ACKATUTP.

Y4eT oCcyLUECTBIISAETCA C TOYHOCTBIO /10 THICSYHBIX JOJIEH JEKAIUTPA.

5. Yuetr oObemMa MPOU3BOACTBA, MOCTABKM M (MJIM) HCIIOJNb30OBAHUS U1
COOCTBEHHBIX HYXA (apManeBTHYeCKOH CyOCTaHUMM COMpTa 3ITHIOBOIO
(3TaHoOnNa) OpraHu3alHsAMH, OCYILLECTBISIFOLUMMHU MPOU3BOJICTBO
dbapmalieBTHUECKOH cyOcTaHUMM CIMpTa 3THJIOBOro (3TaHona), BeNETCs ¢
NpUMeHeHHeM aBTOMAaTUYEeCKUX CPEICTB U3MEPEHHUS M yueTa KOHUEHTPaUUH H
obbema Ge3BogHoro cnupra B (papmaleBTHUeCKOH CyOCTaHIIMHM CHHpTa
STHJIOBOTO  (3TaHose), obveMa QapMaleBTHUYECKOH CyOCTaHUMM crupTa
THJIOBOro (3TaHona) (majee - aBTOMATHYECKME CPEACTBA) M TEXHHYECKHX
cpelcTB (ukcauud M nepenayd uHpopmauuu o6 oObeMe NPOU3BOACTBA H
000pOTa 3TUJIOBOTO CHHUPTA, AIKOTOJIBHOM M CIIUPTOCOAEpXAILEN NPOAYKLHH B
eIMHYIO FOCYJapCTBEHHYIO aBTOMATH3UPOBaHHYIO HH(GOPMALMOHHYIO CHCTEMY
y4era oObeMa NMpoU3BOACTBA M 0DOPOTa 3THJIOBOrO CIHMUPTA, ANKOIrOJbHOW H
CIMpTOCOAEp allei POAYKUHH (Aajee - TEXHUYECKHE CPE/CTBa).

6. YueT o6beMa 060poTa (32 UCKIIIOUEHHEM CIIYYaeB, NPEIdyCMOTPEHHBIX
nyuktaMd 7 W 8 Hacrosiwux [IpaBui) dapmaneBTHYECKOH CyOcTaHUMHU
CUpTa 3TWIOBOrO  (3TaHONa) OpraHU3alMsMM M HMHIMBHAYaJIbHBIMH
NpeanpUHUMATENsIMH,  OCYLIECTBISIOMMMH  000poT  (apMauleBTHHYECKOM
CyOCTaHIIMM CIHpPTa OJTUJIOBOro (3TaHonNa), BENETCA C NPHUMEHEHHEM
TEXHHYECKUX CPEe/CTB.

7. Vyer ob6beMa 3aKynKdH H HCIOJBb30BaHHA  (papMaLeBTHYECKOH
cyOcTaHUMu cnupra 3TUJIOBOTO (3TaHona) s pOU3BOACTBA
CIMPTOCOAEPKALUMX JIEKapCTBEHHBIX MPENapaToB U (WIH) CIHPTOCOAEPKAIMX
MEIULHUHCKUX U3JIENTUN OopraHd3alusiMH H MHIUBHIY JTbHBIMU
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NpealpUHUMATENMH, OCYILLIECTBISAIOIMUMU MPOU3BOACTBO CIHPTOCOAEP KALLMX
JIeKapCTBEHHBIX [MpernapatoB U (UJIH) CHUPTOCOAEPKALIUX MEIULIMHCKUX
U31eNui, a Takxke 11 NPOU3BOACTBA APYTHMX JIEKAPCTBEHHBIX CPENCTB U (MJIH)
MEOMLMHCKUX M3JeNui (32 MCKIKOYEHHEM CJIy4aeB, [pPeJyCMOTPEHHBIX
nyHkToM 8 Hactosiwux [IpaBui), Benercss ¢ NPUMEHEHHMEM aBTOMAaTHYECKUX
CpPEeACTB U TEXHHUYECKHUX CPENCTB.

8. Yuer obbeMa 3aKynku M HCIOJIb30BaHUS (apMalleBTHUYeCKOH
cyOCTaHUMM CHOHUpPTa 3TUIOBOrO (JTAaHOJA) AanTEYHBIMH OpraHHU3alMiIMH,
BETEPUHAPHBIMU anTeyHbIMH OpraHHU3aLUsMH, VHIAMBHTy JIbHBIMH
NpeaNpUHUMATENSIMHA, UMEIOLMMH  JIMLUEH3UMI0 Ha  (apMaueBTHYECKYHO
JIeATEbHOCTb, MEAMUMHCKUMH OpraHu3allUsiMU, OCYLUECTBISIOILINMHU 3aKYTIKY
¢dapmalieBTHUYECKOM CyOCTAHUMH CIOHpTa STHIOBOro (3TaHoja) B  LEIAX
MCIOJIb30BaHHs €€ B KayeCTBE ChIpbsl MJIM BCIIOMOraTelbHOrOo Marepuasna MpH
M3rOTOBJIECHUH CIIUPTOCOJEPXAIUMX JIEKADCTBEHHBIX MpernapatoB U (WiH)
COUPTOCOJEPKALIMX  MEOMUUHCKAX  M3[eNWH, a Takke B [pouecce
H3rOTOBJICHUS APYTUX JIEKAPCTBEHHBIX CPEACTB U (MJIH) MENULIMHCKUX W3JIETUN:

a) B oOpeMe, mnpesbilaroiieM 200 nexaqiuTpoB B roa, - BeHETCH C
NpUMeHeHHeM aBTOMaTHYECKHUX CPEJICTB U TEXHUUECKHX CPEACTB;

0) B 00BbeMe, paBHOM HJIK He npesbliatoieM 200 aekanuTpoB B rof, - 6e3
NpUMEHEHHUsI aBBTOMATHUYECKHUX CPEACTB U TEXHUYECKHX CPEJCTB.

9. Yyer o006beMa NpPOU3BOJACTBA, H3rOTOBIEHUS M (WnaM) obopoTa
(3a HCKJIIOYEHHEM PpO3HUYHOM [MpoJaXd U Ciy4yaeB, MpeayCMOTPEHHBIX
nyuktoMm 10 Hactosmmx [lpaBun) cnuprocoiepkallvx —JIEKapCTBEHHBIX
npenapatoB W (MJIM)  COMPTOCOAEPXKALUMX  MEIMLUHMHCKHUX  W3IENHH
OpraHu3aLUsiMHU 7 MHAUBUAYAIbHBIMU npeanpUHUMATENAMH,
OCYLIECTBNISIOIIUMHA  MPOU3BOACTBO M [IOCTAaBKy  CIIMPTOCOAEpKALUUX
JleKapCcTBEHHBIX MpenaparoB W (WJIH) CHOUPTOCOAEPXKALIMX MEIHIMHCKHX
u3genuit B 00beme, mpesbiatowieM 200 nekamuTpoB B rod, BeAeTcd
C MpUMeHEeHHEeM TEXHUYECKHX CPEACTB.

10. Yyuer obbemMa MpOM3BOACTBA, H3rOTOBIEHHs W (WiM) obopoTa
(32 HUCKIIIOYEHHEM PO3HUYHOUN NpOJaxHu) COUPTOCOIEPKALIMX JIEKAPCTBEHHBIX
npenapaToB W (MJIM) COMPTOCOACPKALUMX MEIULIMHCKHX H3elHi B 00beMe,
npepplmatoiieM 200 mekanuTpoB B TOJ, aNTEYHBIMM OpraHU3allUAMH,
BETEPUHAPHBIMU anTe4yHbIMH OpraHu3auusMHU, WHIWBUyalbHBIMH
npeanpyuHUMaTensMd, HMEIOIUMH  JIMUEH3HIO Ha  (apMaueBTHYECKYIO
JIeATeNIbHOCTh, MEAULUHCKUMHU OpraHU3alMsIMHU, OCYLUECTBISIOIIMMHU 3aKyIMKy
gapManeBTUYEeCKOH CYOCTaHUMH cOMpTa 3THIOBOrO (3TaHona) B 0ObeMe HE
6onee 200 neKaIUTPOB B rojl B LE/SAX UCMIONb30BAHUS €€ B KaUeCTBE ChIPbs WK
BCIIOMOrATEJIbHOrO  Marepuaga [MpH  TMPOU3BOJCTBE M M3TOTOBIEHHUH
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CIOUPTOCOAEPKALLMX JIEKAPCTBEHHBIX MpPENaparoB U (MJH) CIUPTOCOAEPIKALIHX
MEIHMLIMHCKUX H3JelHHA, B TPOLECCE H3rOTOBIEHHS APYrHUX JIEKapCTBEHHBIX
CpeacTB U (MIM) MEOMLUMHCKHX H3JEeIHH, a Takxe ydeT oObema obopoTa
(3a MCKIIOYEHHEM pPO3HHUYHOHW MpOJNAXH) 3aKyMJIEHHBIX CIHUPTOCOAEP)KALIMX
J€KapCTBEHHBIX [penapaToB M (UJIH) CHHUPTOCOAEPKALIUX MEIULHHCKHX
M3IENHH BeNyTCS OpraHM3auusiMHd M WHIUBUAYAJTBHBIMU MpearpHHUMATEISIMH
6e3 npuMeHeHUs TEXHUYECKUX CPeCTB.

11. ABTomMaTH4yeckHe cpeacTBa AOMKHBI  OTBeYaTh  TpeGOBaHMAM
K aBTOMaTHYeCKUM CpEeACTBaM HM3MEPEHHUS M yuyeTa KOHIIEHTpaUuWH U oObeMa
0e3BOAHOro0 CNUpTa B TOTOBOM MNPOAYKLUHMH, OObEMa TOTOBOM NpPOAYKLHH,
yTBEpKAeHHbIM nocTaHOBieHUeM [IpaButensctBa Poccuiickoii ®enepauuu
ot 28 utoHs 2006 r. Ne 396 "O TpeboBaHUsIX K aBTOMATUYECKHM CpelCTBaM
MU3MEPEHHUS M Y4YeTa KOHUEHTpauud U obdbema 0e3BOAHOrO CrupTa B rOTOBOH
NpOaYKLUHH, 00bEMA FOTOBOM NPOAYKLHHU".

12. TexHudyeckre cpencTtsa OOJDKHBI COOTBETCTBOBAaThH TpeOOBaHUSIM,
YCTAaHOBJIEHHBIM K TEXHHYECKHMM cpeAcTBaM (UKCAalUUM W  Iepeladu
uHbopMmalud 06 oObeMe MpOU3BOACTBA H O0OpOTa 3THJIOBOTO CIIMPTA,
aJIKOTOJILHOW M CNUPTOCOAEpKallueil NMPOAYKUMU B €HHYIO TOCYIapCTBEHHYIO
aBTOMATH3UPOBAHHYIO  MHGOPMALMOHHYIO  CHUCTeMy  ydera  oObema
Npou3BoACTBAa M 000OpoTa  STHJIOBOrO  CNUPTA,  AIKOTOJIBHOH U
CIIUpTOCOAepKallleil NpOAYKLMH, YTBEPXKAEHHBIM MIOCTaHOBIIEHUEM
[IpaButensctBa Poccuiickoit ®epepauun ot 9Yuwons 2016 r.  Ne 650
"O TpeboBaHUAX K TEXHUYECKMM CpeAcTBaM (uKkcauMu U  Mepenaqu
uHbopMauuu o0 oObeMe MpoOH3BOACTBA U 0OOpOTa STUIOBOrO CIHpTA,
AJIKOTOJIBHOH M CIHUPTOCOAEpIKalleil MpOIyKUHH B €AUHYIO IOCYyAapCTBEHHYIO
aBTOMaTH3UPOBaHHYIO  HHGOPMALMOHHYIO  cCHUCTeMy  ydyerta  oObeMma
Mpou3BOACTBA W 0o0opoTa  STHJIOBONO  CHHpPTA,  AJIKOrOJBHOH U
CIUpTOCOAepKallel MPOLYKLHH .

13. Ins yyera oObeMa NpPOU3BOACTBA, 3aKYINKH, MOCTaBKU U (MJIH)
MCIONIb30BaHUs (apMaleBTHYECKOH CyOCTaHLIMM CIUpTa 3THIOBOrO (3ITaHoja)
IS IPOU3BOJCTBA CIHPTOCOAEPHKALLUX JIEKAPCTBEHHBIX MpenapaToB U (HJIH)
CIIUPTOCOMEPXKALIMX  MEAUMLUMHCKUX M3JeNud, a TaKxke B Ipouecce
[IPOM3BOJCTBA APYTUX JIEKAPCTBEHHBIX CPEACTB U (MJIM) MEAULIMHCKUX H3JE/IHI
MCIOJB3YIOTCS CleAyIOLME NOKa3aTesH:

a) o0beM (apMalleBTHYECKON CyOCTaHIIMU CIUPTa 3THJIOBOIO (3TaHONA);

6) oovem Ge3BomHoro (100-mpoueHTHOro) cnupTta B (hapmanieBTHUYECKOH
cyOCTaHUMHK CIMPTa 3THUIIOBOTO (3TaHONE);

B) KOHLIEHTpalus 6e3BOHOro crupra B ¢apMaleBTHUECKOH cyOCcTaHLMH
CIIUpTa 3TUJIOBOIO (3TaHoIIE).
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14. 3Ha4yenus nokasarenei, ykazaHHbIX B nyHkTe 13 Hactosummux [IpaBu,
0Py TNPOU3BOJACTBE, MOCTaBKe M (WJHM) HCIOJIb30BaHUM (apMaleBTUYECKOH
cybcTraHUuU CrupTa 3TUJIOBOTO (3TaHONa) 1St NPOMU3BOACTBA
CIIMPTOCOAEPXKALUMX JIEKAPCTBEHHBIX MPENaparoB W (MiIM) CIMPTOCOAEPKALMX
MEIMLUMHCKUX M3JENUH, a TakXe B [polecce MNPOU3BOJACTBA JPYIrHX
NeKapCTBEHHBIX CPEACTB M (MJM) MEOUUMHCKMX H3Je/IMiA ONnpeaensioTcs ¢
NpPUMEHEHHEM aBTOMATHYECKHUX CpEICTB TMOC/Te€ OKOHYaHUS [OCheqHeH
TE€XHOJIOTHYECKOHN Onepaluu, CBA3aHHOK C MPOU3BOJICTBOM (hapMalleBTHYECKOMH
cyOcTaHUMM cnMpTa 3TUIOBOro (3TaHosa), nepej nepenadell ee Ha XpaHeHue
WJIH IS UCTOJIb30BaHMUS.

3HaueHus Mokazarened, ykazaHHbIx B myHkTe 13 Hactosuwmx IlpaBuin,
MpH 3aKynke papMaleBTUHEeCKOH CyOCTaHUMH CIIUpTa 3THJIOBOTO (3TaHOMA) s
NPOU3BOACTBA CIHUPTOCOAEPIKALLUMUX JIEKAPCTBEHHBIX [MpenapaToB W (WJIH)
CIIUPTOCOAEpXALIMX MEAMLMHCKHUX H3JeNuH, a TakXe I €€ HCIONb30BaHUA
B IpouLecce MNpPOM3BOACTBA NPYrMX JIEKAPCTBEHHBIX CpeACTB U (WIH)
MEIUMLMHCKUX H3/eNHil OnpenenstoTcss ¢ [MPUMEHEHHEM aBTOMAaTHYECKHX
CpPEeICTB Mnepej nepeaayveit ee Ha XpaHeHHe UITK U1 UCIIOJIb30BAHUS.

3HayeHUs MNoKaszaTesiel, yka3zaHHbIX B nyHkTe 13 Hactoswux [IpaBumn,
MpH 3aKyrnke dapMaleBTHYECKON CyOCTaHIIMH CIIMPTA STHUIIOBOTO (3TaHOMNA) IS
M3rOTOBIEHUSI CHHUPTOCOJEPIKALLMX JIEKAaPCTBEHHbIX MpenapaTtoB W (WJIH)
CIMUPTOCOAEPHKALIMX MEAMLIMHCKUX H3AENUH, a TaKxkKe IS ee MCIOJb30BaHus B
npoLecce NPOU3BOACTBA, H3TOTOBIEHHS JPYTUX JIEKAPCTBEHHBIX CPEACTB H
(MnM) MEeIUUMHCKUX H3IeNHM ONpeAenstoTCs Ha OCHOBAaHHU MoKasaresein
aBTOMaTH4ECKHX CPEJICTB MOCTaBLIKKA (IPy300TNpaBuUTes) papmMaleBTHYECKOH
cyOCTaHUMH CMIUPTA ITUJIOBOTO (3TaHOJIa).

15. 3HaueHus nokaszareseH, ykazaHHbIX B NyHKTe 13 Hactoswux [IpaBui,
He JOJDKHBI OTKJIOHATBHCS OT 3HA4YEHHH IOKa3aTesel, YKa3aHHbIX B MEePBHYHBIX
YYeTHBIX JOKyMEHTax, Oojiee ueM Ha oObeM, pacCUMTaHHBII B COOTBETCTBHH C
MOPSZAKOM OLIEHKH OOCTOBEPHOCTH ydeTa oObeMa MpoU3BOACTBa, 000poTa H
(M) WCnonb30BaHUA (papMalleBTHYeCKOH CyOCTaHUMH CHUpTa 3THJIOBOrO
(3TaHoNa) AJiS MPOU3BOJCTBA CIIMPTOCOAEPKALLUX JIEKaPCTBEHHBIX NpernapaToB
¥ (WJIM) CIMPTOCOAEPXKALLUX MEAULMHCKUX H3JENIHM, B IpOLECcCe NPOU3BOACTBA
JPYTHX JIeKapCTBEHHBIX CPEACTB H (WJIM) MEIAMLIMHCKUX H3IEIHH, a TaKxKe
MPOU3BOJCTBA, U3rOTOBICHUS M (MJiM) 000pOTa (32 UCKIIFOUEHHEM DPO3HHUYHOM
NpoAaxu) CHUPTOCOAEPXKALUMX JIEKAPCTBEHHBIX [penapatoB H  (MIH)
CIIUPTOCOAEPXNALUMX MEIULIMHCKUX H3MeHH, YCTaHOBIEHHBIM MHUHUCTEPCTBOM
¢dbunancoB Poccuiickoit Penepauuy.

16. Jlnsn yyeta obbeMa MpOM3BOACTBAa WIM 000pOTa (33 UCKIIOUEHHEM
PO3HHYHON TNpoJaXH) CHUPTOCOAEPXKALIMX JIEKAPCTBEHHBIX IIpenapaToB
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M (WIM)  COMPTOCOAEpIKallMX  MENMUWHCKUX  U3JeNIMH  HCNOJIb3YIOTCS
CleAyIOUIME NOKa3aTeNlu:

a) o0beM CHUpTOCOAEPXALIUX JIEKAPCTBEHHBIX MpenapaTtoB M (WJIH)
CIIUPTOCOAEPKALIUX MENULIMHCKUX U3ENHil;

6) o6bem Oe3BonHoro (100-nmpoueHTHOrO) cUpTa B CIUPTOCOAEPKALLUX
JIeKapCTBEHHBIX MpenapataXx U (MIM) CIMUPTOCOAEPXALIMX MEIULMHCKUX
U3AENUsIX;

B) KOHLIEHTpauusi ~ Oe3BOJHOTO  COHpPTa B CIIMPTOCOAEpIKALUX
JIEKapCTBEHHbIX Mpenapatax © (WaW) CHUPTOCOAEPKALIMX MEIULIMHCKUX
U3IeNusXx.

17. 3HaveHus rokaszaTeneH, ykazaHHbIX B NyHKTe 16 Hactoswux [IpaBun,
ONpeAeNAOTCSl Ha OCHOBAaHWHK MOKa3arejed MEePBUUYHBIX YUETHbIX HOKYMEHTOB
OpraHu3allMii W WHIWBUAYAJIbHBIX NpPeANPUHUMATENEH, OCYLIECTBISIOLMX
NPOU3BOACTBO MM OOOPOT (32 MCK/IIOYEHHMEM PO3HUYHOH MPOIAXH)
CITUPTOCOEPKALIMX JIEKAPCTBEHHbIX [PENaparoB U (WIH) CIUPTOCOAEPKALIUX
MEJIULIMHCKUX U3JETHH.

18. 3HaueHuss nNokaszaTelei, yKa3aHHbIX B NOyHKTax 13 u 16
Hactosiiux [lpaBun, QukcupyroTcs opraHudzauMsaMd W HHAUBHAYAJbHBIMU
NpeNrnpyUHUMATENAMH, OCYLIECTBISIIOLUUMH  ydeT o0bemMa 3aKylKd U
HCIIOJIb30BaHUs (papMaleBTHYeCKOH CyOCTaHLUMHU CMpTa 3TUIIOBOro (3TaHorna)
JUTSL TPOM3BOJICTBA CIMUPTOCO/AEPX ALIMX JIeKapCTBEHHbIX MpenapaTtoB U (WiH)
CIIUPTOCOAEPKALLIUX MEAULMHCKUX HU3AENHH, B NIpOLECCE MPOM3BOACTBA APYIHUX
JIeKapCTBEHHBIX CPEICTB U (MJIM) MEIMLIMHCKUX M3ENUid, a TaKxke yuyeT odbema
MPOU3BOACTBA,  H3rOTOBIEHUs W (MiIM) o0opoTa  CIHMPTOCOAEPKALIUX
JIEKapCTBEHHbIX TMpenaparoB W (WJIM) CIHPTOCOAEPKAIUMX MEIULIMHCKHUX
u3genuii 6e3 MpuUMeHeHHs TeXHHYECKHX CpPEICTB, B *KypHale ydyera oObeMa
3aKyNKH K MCMOJIb30BaHUs (papMalleBTHUeCKOH cyOCcTaHLMU CIIHpTa 3THII0BOIO
(3raHosa), a Takke oObeMa MpOM3BOIACTBA, M3rOTOBJeHMsA W (M) obopora
(32 UCKJTIIOYEHHEM PO3HUYHOH MPONaKH) CHHUPTOCOAEPHKALIMUX JIEKAPCTBEHHBIX
npenaparoB U (UJIK) CIHPTOCOAEPKALIUX MEAULHNHCKHAX U3IAEIHMHN.

CeeneHust 06 OTKJIOHEHHSX 3Hau€HUH mMokazatesied, 3aQUKCUPOBAHHBIX
MPU OLEHKe JOCTOBEPHOCTH ydeTa oObeMa NpOM3BOACTBa, 000pOTa W (MIIH)
HCIOJB30BaHus (PapMaleBTHYECKOH CyOCTaHUMU CMpTa 3THJIOBOrO (3TaHoJa)
IUIs TPOM3BOJACTBA CIUPTOCOJAEPKALIMX JIEKAPCTBEHHBIX IIpErnapaToB H (MIIH)
CIIHUPTOCOAEPKAIIMX MEIUIMHCKUX U3/IeNIMi, B polLecce MPOU3BOACTBA IPYIHX
JIEKApCTBEHHBIX CPeACTB M (MJIH) MEeIMUMHCKUX H3JeNud, a Takke obbeMma
MpPOW3BOCTBA, U3rOTOBJIEHUS U (MMH) 060poTa (32 UCKIIOYEHHEM PO3IHMYHOH
NpOAaXKH)  CIMPTOCOAEpPXKAIUMX  JIEKApCTBEHHBIX  MPENnaparoB U (MIIH)
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CIIMPTOCOAEPXKAIIMX MEIUUHHCKUX H3[eJiHi, BHOCATCA B XKYPHaJI, yKa3aHHbBIH
B a03alie NepBOM HACTOALIEro MyHKTa.

Qopma XypHana, ykazaHHOro B ab3alle MepBOM HACTOAILEro IMYHKTA,
U TOPAJOK €ro 3aloJIHeHMsl yCTaHaBIHMBaroTcsl MUHHCTEPCTBOM (DMHAHCOB
Poccuiickoiit @eaepauuu.
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VTBEP)X/IEHEI

nocraHoBieHueM [IpaButenscTBa
Poccuiickoit ®enepaunu
ot 20 anpens 2019 r. Ne 472

ITPABHUJIA

npejacTaBJ/ieHUd Aekjapauuii 06 o6bemMe NpoU3BoAcTBa, 000poTa
H (WJIH) HCNOJIL30BaHUA papMalleBTHYECKOH CyOCTAHIIHH CIIMPTA
3THJIOBOTO (3TAH0J1A), 2 TAKKe NPOH3BOACTBA, H3rOTOBJICHHS
H (1Jn) o6opoTa (32 HCKJIIOYeHHEeM PO3HHYHOH NPoaaxH)
CNIHPTOCOAEPXKALIHX JIeKAPCTBEHHbIX NPenapaToB
H (MJIH) CIHPTOCOAEepPKALUMX MeIHUHHCKHX H31E/THH

1. Hactossuine IlpaBuna ycTaHaBAHWBalOT [MOPSAOK IPEACTaBIIEHHUS
1 (opMbl AeKIapalMi:

a) o6 o00beMe Mpou3BOACTBa, 000poTa M (MIH) HCIOJB3OBAHHUSA
I1s COOCTBEHHBIX HYXJ ¢apMaleBTHUeCKOH cyOcTaHLMM CnUpTa 3THJIOBOIO
(?TaHona);

0) 06 obOBeMe mocTaBkM (apMaleBTUYECKOH cyOcTaHUMM crnUpTa
TUJIOBOIO (3TAHOJA);

B) 06 o0ObemMe 3akynku ¢apmaueBTHUYeCKOH CyOCTaHLMM CIHpTa
THJIOBOTO (3TaHONA);

r)ob6 obbeMe o0opoTa (apMaleBTUYECKOH CYOCTAaHLIMM CIHPTa
3TUJIOBOTO (3TaHOA);

a) 06 0ObeMe MPOM3BOJCTBA, H3TOTOBJIEHUS U 000pOTa (32 HCKIIFOUEHHEM
PO3HHYHON MPOJAXH) CITUPTOCOAEPHKALLKX JIeKapCTBEHHBIX IPENapaToB U (WIIH)
CIIUPTOCOAEPKALIMX MEIULIMHCKHUX U3JEIUH;

e) 00 0ObeMe 3aKYNKH CIIUPTOCOJAEP)KALLMX JIEKAPCTBEHHBIX IPENapaToB
U (WJIK) CIHPTOCOAEPKALIUX MEAULIMHCKUX U3EIIHM;

%) 00 00beMe  MOCTaBKHM  CIUPTOCOIEPKALIMX  JIEKAPCTBEHHBIX
npenaparoB U (HJIH) COUPTOCOAEPKAILMX MEINLUMHCKHX H3JENNH,;

3) 06 00beMe 000pOTa CIUPTOCOAEPIKALIMX JIEKADCTBEHHBIX IIPENnapaToB
¥ (HJIH) CIIUPTOCOAEP)KALIMX MEAHLIMHCKUX U3EIIHH.
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2. llexnapanuu, ykazaHHble B myHkTe 1 Hactoswwmx IlpaBun (manee -
JEKJIapaluu), MIPelCTaBIAOT:

a) OpraHu3aluy, OCYILECTBISIOIME MPOU3BOACTBO (hapMaLeBTHUYECKOH
cyOCTaHLMU CIMpTa 3TUIIOBOTO (3TaHOJA);

6) opranu3zauuu I/I WHIUBUAYANBHbBIE npeanpyUHUMATEIH,
OCYILLECTBIIAIOILME 000POT (papMalleBTHUECKOH CyOCTaHIMM CIUPTA 3THIOBOIO
(3TaHona);

B) OpraHu3auu{ H MHAWBUyalbHbIE NpeANpUHAMATENH,
OCYLLECTBJISIOIIME  [POM3BOACTBO,  W3rOoTOBAeHHME W (wiM)  obopoT
CIIHPTOCOAEPXKALIMX JIEKAPCTBEHHBIX MpenapaToB U (MJIH) CIIUPTOCOAEpIKALIUX
MEIULIMHCKUX U3eauil B 00beMe, npessilatoieM 200 qekaiuTpos B rof.

3. OpraHusauum, OCYyLUECTBIAIOLINE MPOU3BOACTBO (apMaleBTHUECKOH
cyOCTaHUMM CnUpTa ITWIOBOro (3TaHona), TNPEeACTaBIAIOT JeKJIapaluH
00 obbeMe NMpoH3BOACTBA, 000pPOTa M (MJIM) UCTIOIB30BaHUS IJIS COOCTBEHHBIX
HYX/ (dapMaLeBTH4YeCKOH cyOCcTaHUMK CIMPTa 3TUI0BOro (3TaHona) no gopme
COIJIaCHO MpUJIOXKEHUIO Ne 1.

4. OpraHuM3auvH, OCYILECTBISIOLUIME MPOU3BOJICTBO (hapMalleBTHYECKOH
cyOCTaHUUM CIUPTa STUJIOBOIO (3TaHOJa), U JHLA, OCYLIECTBISIOLINE MTOCTABKY
¢dapMalieBTUYECKOH CyOCTaHLMH CIUPTa 3TUIOBOrO (3TaHONA), MpeACTaBIAIOT
Aeknapaudu o6 obbeMe noctaBkd (apMaleBTUUECKOH CyOCTaHLIMH CHHpTa
3THJIOBOIO (3TaHoJ1a) Mo GOpMe COracHO MPUIOKEHHIO Ne 2.

5. JInua, ocyllecTBisIOIHE 3aKyNKy ¢apMaleBTHYeCKOH cyOcTaHLUU
CIUpTa 3TUJIOBOrO (3TaHOJA), MPENCTABISIOT AeKiapalud 06 obbeMe 3aKynmKu
tdbapmaneBTHYeCKOH cyOCTaHIMM CHUpTa STUIOBOro (3TaHona) mo Qopme
COrJIacCHO NpUJIOXKEHHUIO Ne 3.

6. Jluua, ocyuiecTBasomue 000poT QapmaneBTHUeCKOH cyOcTaHLIMH
CIHpTa 3TUJIOBOro (3TaHOJNA), NPEeICTaBIsAIOT Aekiapaudd 06 obbeMe obopota
¢dbapmaueBTHUECKON CcyOCTaHUMM CcHUpTa JTHIOBOro (3TaHona) mo dopme
COrjlacHO NpunoxeHuto Ne 4.

7. Jluua, oOcCylLIeCTBASIOLIKME MPOU3BOACTBO, H3rOTOBJIEHUE U 00OPOT
(32 UCKJIIOUEHHEM PO3HHYHOH MpPOJa)XKH) COUPTOCOepXkallMX JeKapCTBEHHBIX
npenaparoB M (WIM)  CHHPTOCOIEpXAlIUX  MEOULUMHCKHUX  HW3JeJuH,
NpeCTaBNsIoT AeKnapauuy 06 obbeMe NpOU3BOACTBA, H3TOTOBIEHHUA U 000poTa
(32 MCKJIIOYEHHEM PO3HUYHOI MNpPOAa)xKu) CIUPTOCOAEPKALIMUX JIEKAPCTBEHHBIX
npenapatoB U (MJIM) CIHUPTOCOMAEPXKALIMX MEIHUUMHCKHX H3nenuid no dopme
COrfacHoO npuioxeHuro Ne 5.

8. Jluua, OCYILECTBIISIOLIHE 3aKyNKYy CIIMPTOCOAEPKAILUX
JEKapCTBEHHBIX TMpenapaToB M (WIH) CHOUPTOCONEpXKAIMX MEeIULHMHCKUX
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U3AeUH, MPeACTaBNAIT Aekuapalud 06 o0beMe 3aKyNKH CITHPTOCOAEPIKALIUX
JIEKApCTBEHHBIX MpenapatoB H (WIM) COUPTOCOAEPXKALIMX MEJULMHCKUX
U3aenui no Gpopme cornacHo NMpUIoKeHUro Ne 6.

9. JIuua, OCYLIECTBIISIOLINE HOCTaBKY CIIUPTOCOAEPKAIIHUX
JIEKapCTBEHHBIX MpENnaparoB U (MJIM) COHPTOCOAEPKALUUX MEIHLUHUHCKHX
U3e/ui, peCTaBIsIOT AeKaapauu 00 o0beMe MOCTaBKH CITUPTOCOAEPIKALHX
JIEKapCTBEHHbIX IMpenapaTtoB U (WIM) COUPTOCOAEPKALIMX MEIUUHUHCKUX
M31e1Uii no GopMe cornacHo npuaoxeHuto Ne 7.

10. JInua, ocyuecTBasfomue o0OpOT (32 HCKIOYEHHEM PO3HUYHOH
NpOJaXKH)  CIHUPTOCOAEPKAIUMX  JIEKApCTBEHHBIX  MpenapatoB U (MIIH)
CIIUPTOCOAEPKALLUUX MEAULMHCKUX U3AENUid, MNpeACTaBIsIOT OeKJapaluu
00 oObemMe o000poTa cCHHpTOCOAEpXAllMX JIEKAPCTBEHHBIX IpenaparoB
M (MIM) CNHPTOCOAEPXKALUMX MEIUMUMHCKUX M3AeNUid no ¢dopme corinacHo
npusioxeHUo Ne 8.

11. Jexknapauvu  NpeacTaBiASIOTCS  ©KEKBApPTAIbHO, He  [O3AHEe
20-ro yKcna mMecsiLa, CIeQyIOLLEero 3a OTYETHBIM KBapTalIOM.

12. Jleknapauuy  MpeacTaBiASIOTCA MO TEJEKOMMYHHUKAUHMOHHBIM
KaHajllaM CBsi3M B (oOpMe 3NEeKTPOHHOrO0 JOKYMEHTa, [OANUCAHHOIO
YCHJIEHHOM KBaIMGUUMPOBAHHON 3NEKTPOHHOH MOANMUCHIO PYKOBOAMTENA
(YOJTHOMOYEHHOT O UM nuua) OpraHM3aluu (MHAMBHUAYAJIBHOTO
OpeanpuHUMarens), cepTUPHUKAT KIo4a NPOBEPKH KOTOPOH BbIAAH B MOPSAKE,
ycTtaHoBleHHOM DenepanbHBIM 3aKOHOM OO0 3JIeKTPOHHOM noanucu”.

13. Jlexnapauuu npeacTaBisIOTCS B LIEJIOM 0 OpraHM3allMM, BKIIIOYas ee
000co0IeHHbIe MOJpa3elieH|sl, WJIH WHIAUBUIYaIbHBIM IpealpHHUMATEIEM
B COOTBETCTBHM C MECTaMH OCYILECTBIIEHUS ero AesiTebHOCTH B DeaepaibHyro
CI1yXO0y MO pery;JMpoBaHHIO aJIKOrOJIbHOIO PbIHKA.

14. [Mopsanok 3anojiHeHUs AeKiapaudd MU gopMar MX TMPEACTaBIICHHUS
B ¢opMe DJJIEKTPOHHOIO JOKYMEHTa YCTaHaBJIMBAIOTCA MHUHHCTEPCTBOM
dbuHaHcoB Poccuiickoit Penepauuu.

15. Tlpu OOHapyXeHUU opraHu3aluen (MHAMBHAYaJIBLHBIM
npeArpyHUMATeNieM) B TEKyLUeM OTYETHOM MepHoie (PAaKTOB HEOTPAKEHHs
MJIH HEMOJIHOTHl OTpakKeHUss HeOOXOOMMBIX CBeJAeHHUH, a TakKe OLIMOOK
(MCKaKeHU ), TOMYIUEHHbIX B MPEACTABIEHHBIX paHee AeKnapauusaX, yKazaHHas

opraHu3auus (MHAMBUAYaAIbHbIH npeAnpUHUMATeb) NpeacTaBiseT
KOPPEKTHpYIOLLKe [eKlapalUd, COAepKallMe CBeAeHHUs (IONOJHEHHS),
KOTOpbIE  YTOYHAIOT  CBEIE€HMsA,  COAepXalldecs B JEK/Iapalusax,

npeACTaBIeHHbIX paHee (Jarnee - KOppeKTUpYIoLLas AeKiapaLus).
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4

Koppektupyoumuye aexknapaudyd MpeacTaBIsIOTCS A0 HUCTEHYEHUS CpOKa
MoJayv JAeKjnapaluvd 3a KBapTal, CJIeIyIOIMiA 3a OTUYETHBIM KBapTaioM
(32 HCKIIIOYEHHEM CJly4yaeB, MpPEeAYCMOTPEHHBIX MYHKTOM 17 HacTosflMx
[IpaBun), c 060CHOBaHHEM MPUYMH HEOTPaXKEHHUS WUIIH HEMOJNHOThl OTpaKE€HUS
B JeKjapaludd HeoOXOAUMBIX CBeJeHHUH, a TakXe JONYIUEHHBIX OLIHOO0K
(MCKaXXeHHH ).

16. Bo Bpems npoBencHus PenepanbHoil cnyx00H Mo peryJUpoOBaHHUIO
AJIKOrOJILHOTO PbIHKA MPOBEPKH JAOCTOBEPHOCTH CBEIEHHI B NMpelCTaBIEHHBIX
opraHu3auued  (MHAMBUAYAIBHBIM NpeallpuHUMaTesieM)  AeKJapauusax
opraHusauus (MHAMBUIYyaJbHBIM NpeANpUHHUMATENb) HE BIpaBe NPENCTaBISATH
KOPPEKTHPYIOUIKE AEKIapalvy 3a POBepsAEMbIH NepHO.

17. IlpencraBineHre KOPPEKTHPYIOLIMX JEKJIApalMH [OciIe  CpokKa,
YyCTaHOBAEHHOro MyHKTOM 15 HacTosiumx [IpaBui, BO3MOXHO B CIEAYIOLIMX
cCayvasx:

a)rmo mnpennucaHuio DenepanbHOW cayk0Obl 1O peryjaMpoBaHUIO
AJIKOTOJIBHOTO PhIHKA 00 YCTpPaHEHHH BBISIBJIEHHbIX HapylUeHUil o0s3aTebHbIX
TpeboBaHUii, ycTaHOBIEeHHbIX DeaepanbHbiM 3akoHOM "O rocynapcTBEHHOM
pPETYMPOBAHUM TPOU3BOACTBA U 00OpOTA 3THIOBOrO CIIUPTA, AJIKOTONBHOH U
CIUpTOCOAEpXKaleH NPOAYKUHH U 00 OrpaHHYEHHHU MOTpediieHus (pacnuTHA)
AJIKOrOJIbHOM MPOIYKLHH ;

6)mo pewenuto DepepanbHOW  cyX0bl N0  peryJlMpOBaHHIO
aJIKOrOJILHOrO pbIHKA O BO3MOXHOCTH IPEACTaBICHUSA KOPPEKTHPYIOLIHUX
JeKnapanuii, NOpUHATOMY MO  pe3yJbTaTaM  pacCMOTPEHUs  3asiBJIEHUA
opraHu3auvMd (MHAMBUIYaJbHOTO [MpeANpHHUMATENs]) O IpPeACTaBIEHHH
KOpPpEeKTHpYIOLIeH aeknapaudyd I[ocie YcTaHOBIeHHOro cpoka. Ilopsagok
NpeACTaBleHUs YKa3aHHOrO 3asBIEHHUA M TOPSIAOK MPUHATHS pELICHHS
O BO3MOXXHOCTH TpEACTaBlIE€HUs KOpPPEKTUpYIOLEeH [AeKIapauMd Iocle
YCTaHOBJIEHHOrO CPOKa yTBepx»AatoTcst MUHUCTEpCTBOM PHrHaHCOB Poccuiickon
®denepauu.

18. ®enepanpHas ciayxba MO peryjiMpoBaHHUIO AJTKOTONBHOIO pPBIHKA
He BIIpaBe OTKa3aTh B MPUHATHM JAeKJapalui, NPeICTaBlIeHHbIX OpraHU3alHuen
(MHOUBHIYalbHBIM TpeANpPUHUMATENIEM) B COOTBETCTBHM C HACTOSALIUMH
[IpaBunamu.

19. ®enepanbHas cinyx6a Mo peryiMpoBaHHIO AIKOTOJIBHOTO PBIHKA MpHU
MOJIlydYeHHH JEeKJIapauuMd B TOT K€ [EHb MEPENAacT KBHTAHUHMIO O [pHEME
JeKliapaluu B  (opMe  DBIEKTPOHHOr0  JAOKYMEHTa  OpraHH3alMH
(MHOUBHIYJIBHOMY NPEANPHHUMATEIIO) IO TEJIEKOMMYHHKAHOHHBIM KaHallaM
CBSI3H.
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JHem mipencraBieHWs [eKjapalldM CUMTaeTCs JEHb €€ OTIPaBKU
opraHu3anuei (MHOWBUIYaJIbHBIM npeanpUHUMATENIEM) no
TeJIeKOMMYHHKALHOHHbBIM KaHajaM CBS3H.

200B cnmyyae ecnM B OTYETHOM  MEpHOJE  OpraHu3alued
(MHOMBUOYAIbHBIM MpeAlpUHUMATENEeM) NeSTelbHOCTb, YKa3aHHas B MyHKTe 2
Hactosawmx [lpaBun, He ocyllecTBAs/IaCh M Ha HAyallo M KOHEL OTYETHOro
rnepuoaa OTCYTCTBOBAJIM OCTaTKU TMPOAYKLWHM, INpEACTaBICHHE OeKapalui
no ¢opMaM, MpelyCMOTPEeHHBIM TMpuiaoxeHusiMu Ne 1 -8 k HacToswuMm
[IpaBunam, He TpedyeTcs.

4064648 .doc



[TPHUJIOXXKEHHME Ne ]

k [lpaBunam npeacraBneHus
IOeknapauuid 06 o6bemMe MpoU3BOICTBA,
o0opoTa 1 (MK) UCTIONB30BaHUS
(hapmManeBTHYECKON CYOCTaHUIMU CIIUPTA
3THJIOBOTO (3TaHOJIa), a TaKXe
MPOU3BOJCTBA, U3TOTOBJIECHHUS U (MJIH)
060opoTa (3a UCKIIIOUEHHEM PO3HUYHOM
NpPOJaXKH) CIUPTOCOAEPHALIUX
JIEKApPCTBEHHBIX MpENnapaToB U (UIK)
CIIUPTOCOAEPIKALLUNX MEAULUMHCKUX U3IETUN

(dopma)

maH [ [ [ [ [ [ []1]]

kit [ [ [ [ [[[]] JCrp. o001

AEKJTAPAINHUA

00 00beMe NPOH3BOACTBA, 000POTA U (MJIH) HCNOB30BAHHS
JAJIA COOCTBEHHBIX HYKA (papmMaueBTHUYECKOH cyOCTAHLHH
CIIMPTA 3THJA0BOIO (3TaHO.1A)

Bun mokymMenTa D NepBHY4HbIHA; |:| KOPPEKTHPYOLUMI; :]:] HOMEP KOPPEKTHPOBKH

(HY»KHOE OTMETHUTb 3HaKOM V)

OTuYeTHbII NEPHOA YKa3blBACTCA 3a | kBaprau; 3a [l keapran; 3a I1I keapran; 3a [V kBaptan
NpH caave oTyeETa

(HY’»KHO€ OTMETHTb 3HaKoM V)

OT4YeTHBIH rog r[ | | |

(MoJIHOE HAUMEHOBaHUe opraumaunu)

Anpec (MecTO HaxXOXXIECHHs1) OpraHru3al1H

[TouToBBIH HHAEKC Kon peruona Paiton
I'opon/HaceneHHbIH MYHKT Ynuua

Jlom kopryc/cTpoeHue

Tenedon (daxc)

A,leeC BHCKTPOHHOﬁ IMO4YThbl OpraHU3aLHH

Jleknapauus rnpeacTabieHa B pOpMe JIEKTPOHHOIO JOKYMEHTa
Jara"__ " 20
NUms daiina
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maH | [ [ P[P

k[ [ [ [ [ [ [[]] Crp.002

Azlpeca MCCT OCYLIECTBIICHHSA A€ATEIBHOCTH

KIIIT
[ToutoBblii HHIEKC | | | | | | | Kona pervona Dj Paiion
["opoa/HaceneHHsblil MyHKT Ynuua
Jlom, koprniyc/cTpoeHue

KIII'T
[TouroBblii HHIEKC l | | | | | | Kon pernona D] Paiion
["'opon/HaceneHHbIH MyHKT Ynuua
JloMm, kopriyc/cTpoeHue

KIIIT
IMourtoBslii uuexc | | | | | ] ] Koz pervona Dj Paiion
[opoa/HaceneHHbIHA MyHKT Ynuua
HoM, kopmyc/cTpoeHue

KIIIT
[Mourossiit unagexc | | | | | | ] Kon pernona [D Paiion
["'opon/HaceneHHbIH TyHKT Ynuua
Jom, kopriyc/cTpoeHue

KIII1
[loyTOBBIN HHIEKC | | | | ] | | Kona pernoHa D] PaiioH
["'opon/HaceneHHbli NyHKT Ynuua
JloM, Kopryc/cTpoeHue

KIIII
[TouToBBIH HHAEKC I | | | I I I Kon pernona D] PaiioH
['opon/HaceneHHsbli MyHKT Ynuua

JloM, kopmyc/cTpoeHue
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ITPUJIOXEHUE Ne 2

K IlpaBuiam npencraBneHus
JeKnapauuii 06 o6beMe NpoUu3BOACTBA,
060opoTa U (MJIH) UCMOJIB30BaAHHUS
(dapmMaLeBTHUECKOH CyOCTaHUUH CITHpTa
3THJIOBOTO (3TaHONA), a TaKXKe MPOU3BOACTBA,
M3roToBIIEHUs U (WIM) 000poTa (3a HCKITFOYEHHEM
PO3HHYHOM MMPOJAXH) CTUPTOCOAEPIKALIIX
JIEKapCTBEHHBIX NpenaparoB U (UIK)
CIIUPTOCOAEPKAILIMX MEAULIMHCKUX U3IETHI

(dpopma)

mHH [ | | [ ]

HEEEEE

|
K [ | [ [ [ [ [ [ [ |Crp.001

AEKJAPAILUS

00 00beme nocraBkH papmMalneBTHYECKOH CYOCTAHIIHK
CIIHPTA 3TUJIOBOro (3TaHo.J1a)

Bun nokymenra |:| NepBUYHBIH; D KOPPEKTHPYIOLLHIA; :]:} HOMEP KOPPEKTHPOBKH

(HY»*KHO€ OTMETHTb 3HaKOM V)

OTyeTHRIH NepHo YKa3blBaeTCs 3a | kBapran; 3a Il keapran; 3a Il kBapran; 3a IV kBapran
MpH CAaYe OTYETA

(Hy’KHOE OTMETHTL 3HaKOM V)

OT4yeTHBIH rog | | l l ‘

(nojiHOe HAaUMEHOBAHHE OPraHU3aUMH, UHAHBUAYANILHOrO NPEANPUHUMATENS)

Anpec (MecTo HaxOXXJeHHUs ) opranusauuu / Aapec (MeCTo XKUTeNbCTBA)
WHIUBUAYAJIBHOTO NpeANpPUHUMATES

[ToutoBBIN HHOEKC Kon peruona Paiion
["'opoa/HaceneHHbIH MyHKT Ynuua

lom xopnyc/cTpoeHue

Tenedon (dpakc)

AJnpec 3NMeKTpOHHOH IMOYTHl OpraHU3alMH, WHAMBHAYAIBHOrO TNpeANpUHUMATEs

Jexnapanus npeacrasiieHa B popMe 3JIEKTPOHHOIO JOKYMEHTa
Hata" " 20 r
HUms daiina
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maH | [ [ [T T[]

ko [ [ [ [ ][] ] Crp.o02

Aﬂpeca MECCT OCYLICCTBJICHUA ACATCIIBHOCTH / mecT Q)aKTHHCCKOﬁ ACATCIIBHOCTH
WHAWBUAYAJIBHOI'O NNPCANPHUHHUMATEIA

[IouToBBIN HHIEKC [ [ L ] |1 11(011 peFMOHa[D Paiion

I"'opor/HaceneHHbIH TyHKT Ynuua
Howm, xopnyc/cTpoenune

KIIII
[TouTOBBIN HHIEKC | ] ] | l | J Kon pernona D] Paiion
["'opoa/HaceneHHbIH TYHKT Ynuua
oM, kopnyc/cTpoeHue

KIIII
[TouTOBBIH HHIEKC [ [ | [ ] [ I Kox peruona D] Paiion
["'opon/HaceneHHblil MyHKT Ynuna
oM, kopryc/cTpoeHue

KIII
[TouToBbIH HHACKC I | | | | | |Konperuona D] Paiion
["opoa/HaceneHHbIN MyHKT Ynuua
oM, kopnyc/cTpoeHue

KIIII
ITouToBBIi HHAEKC I | | l l | | Kon pernona Dj Paiion
["opon/HaceneHHbIi MyHKT Yinuua

Jlom, kopniyc/cTpoenne
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[TPUJIO’KEHUE Ne 3

k IlpaBunamM npencrapnenus
Jeknapauuii o6 o6beMe MpOU3BOACTEA,
0bopoTa u (WIH) HCTIONB3OBAHHA
dapMalleBTH4eCKOH CyOCTaHIIMK CIIUPTa
3TUJIOBOIO (3TaHONA), a TAK)KE NMPOU3BO/ICTBA,
M3rOTOBJIEHUS U (MJIK) 000poTa (32 UCKITIOUEHHEM
PO3HHYHOM NMPOJAXH) CIIHPTOCOACPKALMX
JIEKapCTBEHHBIX MTPEMapaToOB U (MJIH)
CIUPTOCOJEPKALIMX MEAULIMHCKUX U3IENHH

(dopma)

med [ | [ [T

ko [ | [ [ [ [ [ ][ ]Cm.o01

AEKJJTAPAILIHAA

00 o0beme 3aKkynkn papmManeBTHUECKOH CyOCTAHUHH
CMHPTA ITHJIOBOrOo (3TaHOJ1A)

Bun nokymenta |:| NepBHYHBII; I:I KOPPEKTHPYIOLLHE; ::l HOMEpP KOPPEKTHPOBKH

(HyXHO€ OTMETHUTD 3HAKOM V)

OryeTHbIH NepUOa YKa3bIBaeTCs 3a | kBapranm; 3a [l kapran; 3a Il keapran; 3a IV kBapran
Npy caade oTyeTa

(HYXHOE OTMETHTb 3HaKOM V)

OTueTHblii TOR l | | | |

(l’]OJ’lHOC HaWMEHOBAHHE OpraHH3aluHMH, HTHIWBUAYAJIbHOTO npeﬂ.npnuumaTenﬂ)

Anpec (MecTo HaxOXKIEeHHUs) opraHu3auru / Aapec (MeCTo XUTEJIbCTBA)
MHAMBUIY JIBHOTO IIpe ANPUHUMATENA

[louTOBBINH HHAEKC Koz pernona Paiton
["'opon/HaceneHHbIH MyHKT Ynuna

JloM kopmnyc/cTpoeHue

Tenedon (dakc)

Anpec >NEKTPOHHOM IOYTHl OpraHMU3alUMH, WHAMBUAYAJILHOTO MNpeNpUHUMATEINS

Hexnapauus npeacrasieHa B popMe 3NEKTPOHHOIO JOKYMEHTa
Hara" " 20 1.
Hms ¢atina
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meH | [ [ [T ] 1]

ko [ | [ [ [ [[]] Crp.002

KIIII

Aﬂpeca MECT OCYLUECTBJICHHA AEATEJIBHOCTH / MecT (baKTH'{GCKOﬁ ACATEIIBHOCTHU
HHIAUBHAYAJIbHOIO NIPECAINIPUHHUMATEIIA

[IoyTOBBIH HHIEKC l | l | | I | Kon pervoHna D] Paiion
["'opon/HaceneHHblit MyHKT Ynuua
JlomM, kopryc/cTpoeHHe

KII1
[louTOBBIN MHAEKC l | | | | | | Koxa pervona Dj Paiton
["'opon/HaceneHHbId MyHKT Yiuua
Hom, xopryc/cTpoeHue

KIII1
[TouTOBBIN HHAEKC | | || 1 ] ] Kon peruona Dj Paiion
['opoa/HaceneHHbIH MyHKT Yiauua
oM, kopoyc/cTpoeHue

KIII
Iourossiii uugexc | | | | | | | Kon peruona D] Paiion
["'opon/HaceneHHbIH MyHKT Ynuua
Hom, kopnyc/cTpoeHune

KIII1
[TouToBKIit HHIEKC | | ] | | | | Kon peruona Dj Paiion
["'opon/HaceneHHblil MyHKT Ynuua

oM, kopryc/cTpoeHue
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ITPUJIOXKEHHE Ne 4

K IIpaBunam npencraBneHus
Aeknapaiuii 06 od6beMe NpoU3BOACTBA,
obopoTa U (WIH) HCIONTB30BaHKS
dapMalnieBTHYECKOH CyOCTaHIIMM CIIMPTA
3THJIOBOTO (3TaHOA), @ TaK)Ke IPOU3BOJICTBA,
U3roTOBJIEHHUA U (M11H) 000poTa (32 UCKIIOYEHHEM
PO3HMYHOH NPOJaxKH) CIUPTOCOAEPIKALINX
JIEKapCTBEHHBIX MPENapaToB U (UiH)
CIIUPTOCOAEPKAIUMX MEIULUUHCKUX U3AENIUH

(dpopma)

viaH [ [ [ [ [ [T T[] ]]
koo | [ [ [ [ [ [ ] [ [Crp. ool

TEKJAPAIHS

00 00beme 000poTa hapmManeBTHYECKOH CyOCTAHLIHH
CMHUPTA 3THI0BOrO (3TAHOJIA)

Bua nokymeHra D NEpPBHYHBII; D KOPPEKTHPYIOLLIHIA; I:J: HOMEp KOPpPEKTHPOBKH
(HY>XHO€ OTMETHTb 3HAKOM V)

OTtueTHbIH NepHOA YKa3biBacTCs 3a [ kBapran; 3a [I kpapran; 3a Il kBaprau; 3a [V kBapran
MpH claye oT4eTa

(HY>XHOE OTMETHTD 3HaKOM V)

OtrueTHsli TrOI | l l | |

(HOJ]HOC HaHMME€HOBAaHNE OpraHH3aluH, HHOHBHAYaJlbHOTO npeunpuuumaTenﬂ)

Anpec (MeCTO HaxXOXI€HHA ) opraHu3aluy / Anpec (MECTO XXUTENbCTBA)
WHIWBHAYAJIBHOTO NMpeANpHHUMATENS

[louTOBBIH HHAECKC Kop pervona Paiion
I'opon/HaceneHHblii MyHKT Yiuua

oM xopnyc/cTpoeHue

Tenedon (dakc)

A,r_[pec 3JIEK'I‘pOHHOﬁ MOYThbl OpraHH3allMH, HHAUBHAYAJIBHOI'O MNPEAINIPUHHUMATEIIS

Jleknapauus npeacraBieHa B (opMe 3JIEKTPOHHOIO JOKyMEHTa
Hata" " 20 T
Nms daiina
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MHH [ | [ [ [ [ [ ][]

Kt [ | J [ ][ ]| Crp.002

Anpeca MECT OCYLUECTBJICHUS HEATCIBHOCTH / mect d)alcmqecxoﬁ ACATCIIBHOCTH
UHIHBUAYAJIBHOTO NPCAIIPHHUAMATEIA

KIII
Mourossit uumexc | | | | | [ | Konpernona| | | Paiion
['opon/HaceneHHbli TyHKT Ynuua

JloM, kopryc/cTpoeHue

KTIIT
[ToyToBBIN HHIOEKC | I | | | | | Kon perroHa [D Paiion
["opon/HaceneHHslil MyHKT Yinuua
Hom, kopnyc/cTpoeHue

KTIIT
[TouTOBBINH HHIEKC | | [ L | | | Kon pernona Dj Paiion
["opon/HacesneHHbIH MyHKT Yauua
oM, kopryc/cTpoeHue

KIII1
IMoutosstit uumexc | | | | | | | Kox peruona D] Palion
["opon/HacenenHsbiit MyHKT Yinuua
oM, xopnyc/cTpoenue

KITI1
[louToBbIH HHAEKC I | | | | | | Kon pernona Dj PaiioH
["'opon/HaceneHHbIH YHKT Yauua
JloM, kopnyc/cTpoenue

KITI1
[TouToBBIH HHIEKC | | [ | | ’ J Kon peruona D:I Paiton
["opon/HaceneHHbpii NyHKT Yauna

Jlom, xopnyc/cTpoeHue

4064648 .doc
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K [IpaBunam npencraeneHus
IeKJapauuil 06 o6beMe NPOU3BOACTBA,
o6opoTa ¥ (MIH) UCTIOJL30BAHHS
(apMaLeBTHUECKOH CYOCTaHIIUH CITHPTa
3TUJIOBOTO (3TaHoNa), a TaKXKe IPOU3BOJICTBA,
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NpH claye oT4ETa

(HyXHOE OTMETHTb 3HAKOM V)

OT4eTHBI O | I I J J

(HOHHOC HAUMEHOBAHHE OpraHu3aunu, HHIUBHUAYANTBHOTO npennpuHHMaTenx)

Anpec (MeCTO HaxOXIeHHUs ) opraHu3anuu / Anpec (MecTo KHUTEIbCTBA)
UHIWBUYyaJIbHOTO NpeANpUHUMATENS

[TouyToBBIN HHIOEKC Kon peruona Paiion
I'opon/HaceneHHBbIH MyHKT Yauna

Jlom kopnyc/cTpoeHue

Tenedon (dbakc)

Anpec 3IICKTp0HH0171 NOYTHl OpraHHU3allHd, HHIHBHUAYAIIBHOIO IPEAIIPUHHMATEIIA

Jlexnapauus npejacraBieHa B GopMe 3MeKTPOHHOTO TOKyMeHTa
Hara" " 20 1.
WwMs daiina
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Krmn | | [ [ [ [ [[ ] ] Crp.002

A,upeca MECT OCYILUCCTBJICHHUA OCATCJIBHOCTH / MecT CbaKTquCKOﬁ ACATCIIBHOCTH
HHAUBAAYAJIBHOTO NPEANIPHHUMATEA

[louTtoBbiii uugexc | | | | | H Kon peruoHa [D PaiioH
["opon/HaceneHHblii NyHKT Yauua
JloM, kopnyc/cTpoeHue

KIIII
[lo4TOBBIN HHIEKC | [ ] f 1 | | Kon peruona Dj Paiion
["opon/HaceneHHblii TyHKT Yiauua
Hom, kopryc/cTpoeHue

KIIIT
[lo4TOBBIN HHIEKC r [ | | | | | Konpernona ED Paiion
['opon/HaceneHHbli MyHKT VYuua
Jlom, kopnyc/cTpoeHue

KIIII
Toutossiit uumexc | | | | | | | Kon pernona D:J Paiion
["'opon/HaceneHHbIH MyHKT Yiauua
Hom, kopnyc/cTpoeHue

KIII1
[louTOBBIN HHIEKC | | | | | ] I Kon peruona D] Paiion
["opon/HaceneHHbIH MyHKT Yinuua

oM, kopnyc/cTpoeHue
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YTBEPX/IEHDBI

nocraHoBieHueM [IpaBurenscTBa
Poccuiickon ®enepauun
ot 20 anpens 2019 . Ne 472

UH3IMEHEHMUA,

KoTopble BHOCSITC B noctaHoBJienne IlpaButenncra
Poccuiickoii ®enepauun ot 19 nrons 2006 r. Ne 380

1. AG3aupl BTOPOH M TpeTH MNYHKTa 2 U3INOKUTb B CleAylolen
penakuuu:

"IOCTOBEPHOCTh yueTa 0ObeMa NpPOM3BOACTBA ITHIIOBOro CHHUpTAa (3a
UCKIItoYeHHeM ¢apMalleBTHHECKOH CyOCTaHUMM CIUpTa 3THIOBOrO (3TaHOJIA),
aNKOTOBHOW M CHUPTOCOAEPXKAllell MpPOAYKLHUH OIpeNesieTcs € Y4eToM
NOTephb, BOZHUKAIOUIMX NMPH MPOU3BOIACTBE 3THIIOBOTO CIHPTA, aJIKOTOJbHON H
CIHPTOCOEpXKAalleH NMPOAYKIHMH B Ipelesiax HOPM €CTeCTBEHHOH yObuld, W
NOrpellHOCTH  M3MEpEHUH, [OONMYyCKaeMOM aBTOMATHYECKUMH CpEACTBaMH
M3MepeHUsl U y4yeTa KOHLUEHTpalUMH U oObeMa OE€3BOAHOIO CIIMpTa B OTOBOM
NPOAYKUHH, 00bEMa rOTOBOM NMPOAYKLIHH;

JIOCTOBEPHOCTh ydeTa oObeMa 00opoTa (3a HCKIIOYEHHEM PO3HHYHOH
MpoJaKd) JTUIOBOrO CNHUpPTa (3a HMCKIIOYEHHEM  (PapMaleBTHYECKOH
CyOCTaHUMH CIHPTA ITUIOBOrO (3TaHONA), AJIKOTOJBHON M CIMIUPTOCOAEPXKAlLEH
NPOAYKIMU OIpelieNnseTcs C Y4YeToM IOTepb, BO3HMUKAIOILMX IpH 0bopoTe
YKa3aHHOH MPOAYKLHH B Mpejienax HOpM eCTeCTBEHHOH yObLIH.".

2.B [IlpaBunax yuera oObeMa MpOU3BOJACTBA, obopoTa U (WIIH)
HCII0/Ib30BaHHA JTHJIOBOIO CIHUPTAa, AIKOTOJBHOH M CHUPTOCOAEpPKALLEH
NpPOOYKIIMH, a TAKKe y4yeTa MCIIOJIb30BaHHUs MPOU3BOACTBEHHbIX MOLIHOCTEH,
obbeMa coOpaHHOro BHHOTpaJa M BHHOIpana, HCIOJNbL30BAHHOrO JJis
IPOU3BOJACTBA BHUHOJEIBYECKON TNPOAYKUHUH, YTBEPKIECHHBIX YKa3aHHBIM
OCTaHOBJICHHEM:

a) MyHKT 1' 13110KHTB B clleyrLe peqakuuu:

"1'. Hacrosituue IlpaBuna He pacnpocTpaHsIOTCS Ha y4eT obbema
NpoM3BOJACTBAa, ©000poTa W (WIKM)  HCNONb30BaHHA  (PapMaleBTUYECKOM
cyOCTaHUMM CIMpTa OJTUI0BOro (3TaHona), a TakKke Ha ydeT obbema
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NPOU3BOACTBA,  M3rOTOBAEHUS M (MiM) o00opoTa  CIIMPTOCOAEPIKALIMX
JeKapCTBEHHBIX IMpenapaTtoB Y (WIM) CIUPTOCOAEpXKAIIUX MEAULIMHCKHX
15631 (S0) 1507

Hacrosiiumve IlpaBuna npuMeHstOTCS B OTHOLIEHHM Yy4yeTa oObeMa
3aKyNKH 3THJIOBOrO CINHpPT@ W €ro HCIOJIB30BaHUS [Uisl TMPOU3BOJACTBA
CIIUPTOCOACPXALUMX JIEKAPCTBEHHBIX MpenaparoB U (WIH) CIUPTOCOAEPIKALIMX
MEAMLMHCKHUX HW3JEeNnHi, a TakXke B [polecce MPOU3BOACTBA ApPYTUX
NIeKapCTBEHHBIX CPEACTB U (MJIM) MEAULMHCKUX U3AENUi.";

©) ab3al TpeTuii MyHKTa 4 NpU3HATh YTPATUBLUUM CUITY;

B) MOANYHKT K" MYHKTa 5 NIPU3HATh YTPATUBIIUM CHITY;

r) ZOMOJIHHTB MyHKTOM 5' ClIeyIOIIero cofepaHus:

"5' Vuer ob6beMa 3aKynKH M MCIIONB30OBAHWA OTHIOBOTO CIIMPTA
NPOU3BOJIUTCA B OpPraHU3alHUAX, KOTOpPblE OCYILUECTBISIOT MPOU3BOACTBO
CIIUPTOCOAEPKALIMX JIEKAPCTBEHHBIX MpenaparoB U (WJIH) CIUPTOCOEPIKALLUX
MEIULIMHCKUX  M3JeNuil, HCIONb3YIOT JTUJOBBIM COUPT B  Mpolecce
MPOU3BOJCTBA IPYIUX JIEKAPCTBEHHBIX CPEACTB U (MJIM) MEAULIMHCKUX U3IEIuH,
a TaKkKe y KOTOPBIX eMKOCTH IS TPHUEMKH STUIOBOrO CIUPTA OCHALUEHbI
aBTOMAaTH4YECKUMH CPECTBaMHU.

Vdyer oObeMa 3aKynkd M  HCIOJNB30BAaHHA  3TUJIOBOTO  CIUpTA
opraHu3allMsiMHM, Yka3aHHbBIMM B a03aue MepBOM HACTOSILEr0 NYHKTa,
OCYUIECTBJISAETCH C MPUMEHEHHEM TEXHHUECKHX CPEeICTB.";

I) IOTIONHUTB MyHKTOM 8' ClIeyIoMero coaep aHus:

"8!. ia yuera oObeMa 3aKyNKM M HCIIOJNB30BAHMS STHIOBOTO CIHpTA
HCMOJIB3YIOTCH ClEAYIOILHE TOKa3aTeu:

0o0beM 3aKyIIEHHOTO 3TUJIOBOIO CIIUPTA;

00beM 6e3BoniHOrO (100-mpoueHTHOro0) cnUpTa B 3aKyIJIEHHOM 3THJIOBOM
CIIUPTE;

KOHILIEHTpauusa 6e3BOJHOrO CIIUPTa B FOTOBOW NPOAYKLHUH.";

e)B nyHkre 10 crnoBa "3HaueHHe moOKa3aTessd, NPELyCMOTPEHHOIO
NOANyHKTOM "B" myHkTa 8 Hactosumx [IpaBun" 3aMeHuTs cioBamMu "3HaueHUs
nokasarejiel, NpeIyCMOTPEHHBIX MOAMYHKTOM "B" MYHKTa 8 M MYHKTOM 8!
Hactoswmx IIpasun”;

%) NyHKT |1 U310XKUTH B CleQyIOLIEH peaaKLMu:

"11. 3HavyeHUss T1OKa3aTesield, MCMONB3yeMBbIX Ul YyuyeTa o0ObeMa
NpoU3BOACTBa, 000poTa W (WJIM) HCMOJNB30BaHHS NPOAYKLHH (QUKCHPYIOTCS
OpraHusalMsMi B KypHale yyeTa 0oOBEMOB MpPOM3BOJACTBA U obopora (3a
MCKJIIOYEHHEM PO3HHUUYHOMN MpoAaxH) U (UNH) UCIONb30BaHUS AJS COOCTBEHHBIX
HYXJI 3THJIOBOTO CITHPTA, AJIKOTOJILHOM U CIUPTOCOAEpXKalled NMPOAYKLHH.
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3Ha4yeHHe MOKa3aTess, MCNONb3yeMOro NMpH ydere oObeMa NPOAYKLHH,
yka3aHHOro B ab3aue BTOpoM NyHKTa 2 Hactosiux IlpaBun, ¢ukcupyercs
OpraHu3aluel B XypHajle ydeTa MCMOJIb30BaHHUs MOILHOCTEHR MO MPOU3BOJCTBY
3THJIOBOTO CIUPTa MU AIKOTOJILHOH NPOAYKUHH C HCIOJIh30BAHHUEM I3THIIOBOTO
cnuptra, GopmMa M MOPSJOK 3afoJIHEHUS KOTOPOrO  YCTaHABJIHBAIOTCS
MunuctepcTBoM ¢puHaHcoB Poccuiickoit @enepanmu.”.
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