IIPABUTEJILCTBO POCCHUVICKOHU ®OEJEPAIIVN
ITIOCTAHOBIJIEHHUE

ot 29 nekabpsa 2017 r. Ne 1694

MOCKBA

O nopsiake yyera 4 AeKJapupoBaHHs 00beMa NPOU3BO/JCTBA,
HOCTABKH H (HJIM) HCNOJIbL30BAHUSA 1151 COOCTBEHHBIX HYK/
(papmaneBTHYecKOH CyOCTAHIIMH CIHPTA 3THJIOBOIO (3TAHOJIA)
H BHEeCEHHH H3MEHEHHUIl B HEKOTOPbIe aKThl
IIpaButesibcTBa Poccniickoii Peaepannn

B coorBerctBuM ¢ mnyHktoM 3 crtathu 14 DepepanbHOro 3aKoHA
"O rocygapCTBEHHOM PpEryJHpOBaHUM IPOU3BOACTBA U 000OpOTa 3ITUIIOBOIO
CIUpTa, AJKOTOJBHOW W CHUPTOCOAEpIKalell MPOAYyKUUMU M 00 OrpaHUYeHHH
notpebnenuss  (pacnuTus)  ajgkoronbHodt  mpoxykumu" — [IpaBUTENbCTBO
Poccuiickoii Qeepaiiu 10 CTAHOBJASAET :

Y TBepAUTH NIpUIIaracMble:

IIpaBuia yueta oOpeMa NPOM3BOJICTBA, TOCTABKU U (WJIHM) UCTIOIb30BaHHUS
7 cCOOCTBEHHBIX HYXJ (hapMaleBTHYecKOW CyOCTaHLMU CIHMPTa 3THIIOBOTO
(aTaHoNa);

[lpaBuna mnpencrtaBieHus paexnapanuii o6 oO0beMe NPOU3BOICTBA,
NOCTaBKHU U (WJIM) UCTIONB30BaHUs JJi1 COOCTBEHHBIX HYXJ (hapMaleBTUYECKOM
cyOCTaHIIMM CIIMPTa 3THIIOBOrO (3TaHOMa),

U3MEHEHUS], KOTOpBIE  BHOCATCS B akThl  [IpaBuTenbcTBa
Poccuiickoit ®enepanuu.

J.MenBeneB
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VTBEPXIEHbI

nocraHoBneHueM [IpaBuTenncTBa
Poccuiickoit ®enepanuu
oT 29 nexabps 2017 r. Ne 1694

IIPABHUJIA

yuera o6beMa NpoOM3BOACTBA, NOCTABKH H (HJIH) HCIIOJIb30BaHHS A5
COOCTBEHHbIX HYK] (papManeBTHYECKOH cCyOCTAHIIUN CIHPTA
3THJIOBOTO (3TaHOJIA)

1. Hacrosimuue IlpaBuna ycTaHaBIMBAaIOT TMOPSAJOK Yy4yeTa oObema
NIPOU3BOJICTBA, MOCTaBKA W (WJIM) HUCIIONB30BAHUS i COOCTBEHHBIX HYXKI
(dbapmaleBTHYeCKOl cyOCTaHIIMU CIMPTa ITHIIOBOTO (3TaHONA).

2. YyeT ob6beMa IPOU3BOJACTBA, NMOCTABKU U (MJIM) MCIIOJIB30BAHUS IS
COOCTBEHHBIX HYXJ (apManeBTHYeCKOH CyOCTaHIMM CIHUpPTa JTHJIOBOTO
(3TaHONA) OCYIIECTBISETCS B OpraHU3alUsiX, OCYIIECTBISIOUIUX ITPOU3BOJICTBO
dapmaiieBTHYeCKOH  cyOCTaHLIMM  CIOUpTa J3TWIOBOro  (3raHonma)  Aud
IIPOM3BOACTBA CIHUPTOCOAEPIKAIIMX JIEKAPCTBEHHBIX MpenapaTtoB W (WIH) s
NPOW3BOACTBA  CIIHUPTOCOAEPXKAUIMX  MEIUIMHCKUX M3enuil  (mamee -
OpraHU3aIl|H ).

3. Ilpu yuete obbemMa nMpoU3BOACTBA, [TIOCTABKU U (MJIM) HCIIOJIB30BaHUA
JUIsi COOCTBEHHBIX HYXJ (hapMalleBTUYeCKOH CyOCTaHIMH CIUPTa STHIIOBOTO
(3TaHONIa) eNUHMIIEH W3MEpEeHMs SIBISETCS NEeKaJUuTp IpU TeMIleparype 3TOod
nponykuuu +20°C.

VY4eT ocyIecTBIsAETCS C TOYHOCTHIO A0 COTHIX OJIEH JeKauTpa.

4. OCHOBHOE TEXHOJIOTHYECKOe O0OpYyJOBaHHE OpraHM3alldil JOJKHO
OBITb OCHAIL[EHO AaBTOMAaTUYECKUMM CpeACTBAaMHU M3MEpPEHHs] U yueTa
KOHIleHTpanuu u oO0bema Oe3BOJHOro cnupra B ¢apMaleBTHUECKOH
CyOCTaHIIMM CIHpPTa STWIOBOTO (3TaHone), oObema GapMaleBTHUICCKOM
cyOCTaHIIMKM CHUPTa ATHJIOBOTO (3TaHONa) (Jajee - aBTOMaTHYeCKUe CpeCcTBa
U3MepeHusi), OTBEUAlOUIMMM TpeOOBaHUSIM K aBTOMATHYECKUM CpeJCTBaM
HU3MepEeHUs U ydeTa KOHLEHTpauuud U obbema 0e3BOAHOro CHMpTa B TOTOBOH
NPOAYKIIUH, 00beMa TOTOBOW MPOAYKLHH, YTBEPXKACHHBIM IIOCTAHOBICHHEM
[IpaButensctBa Poccuiickoit @enepaumu ot 28 wuroHs 2006 r. Ne 396

3591452



"O TpeboBaHHUSIX K AaBTOMaTUYeCKUM CpeACTBAM H3MEpeHHUs U ydera
KOHIIEHTpaIu 1 obbeMa 0€3BOJHOrO CIMpTa B TOTOBOM IPOAYKIMH, 00beMa
rOTOBOM MPOIYKIHU .

ABTOMaTHYECKHE CPeICTBA U3MEPEHHS NOJDKHBI OBITH OMIOMOMPOBaHEI
(omeuaransl) beneparbHBIM OpraHoM HCTIOTHUTEIBHOR BJIACTH,
VIIOTHOMOYEHHBEIM Ha OCYIHEeCTBICHHE KOHTpoJis (Hajg3opa) B o0OjgacTH
IpOW3BOACTBA U  0O0OOpOoTa  3TWIOBOTO  COMPTa,  AIKOTOJBHOW U
CIIMPTOCOepKaIe IPOTyKIIUH.

5. Yder o0BpeMa NMpOM3BOACTBA, TIOCTABKM W (WIM) WUCHONB30OBAaHUS JUis
COOCTBEHHBIX HYX]I (hapMalleBTHUECKON CyOCTaHIIMY CIIMPTa STWIOBOTO (3TaHOIA)
OCYILIECTBISIETCS. ¢ MPUMCHEHHEM TEXHUYECKHX CPeACTB (UKCAlMU W Iepenatu
uHpopMalu 06 odbeMe MPOU3BOACTBA U 0O0POTa ITMIOBOIO CIIUPTA B €IUHYIO
TOCYJIapCTBEHHYIO aBTOMATH3MPOBaHHYIO HH(MOPMAIlMOHHYIO CHCTEMY YydeTa
o0BeMa TPOU3BOACTBA W 000pOTAa ATUIOBOrO CHUPTA, AIKOTOIBHOH U
CHHEpPTOCOAEpKalel MPOIYKIUH (Hajiee - TEXHUUECKHEe CPECTBA), ONPEAETICHHBIX
noctraHosneHreM [IpaBurenscrBa Poccutickoit @epepanvm ot 9 monsa 2016 r.
Ne 650 "O TpebGoBaHUSX K TEeXHHYECKHM CpeICcTBaM (QUKCAIlMM ¥ Iepeadu
uHpopManu 00 o0beMe TMPOM3BOACTBA M 000pOTa 3THWIOBOTO CIHPTA,
AJIIKOTOJIBHOM M CHOMPTOCO/EpKalledl IPOMyKIHH B €IUHYIO IOCYIAPCTBEHHYIO
aBTOMATHU3MPOBAHHYIO HHPOPMALMOHHYIO CHCTEMY ydeTa 00beMa IIPOU3BOICTRA U
000pOTa 3THIIOBOT'O CIIUPTA, ATKOTOJIBHON U CIIUPTOCOAEp X Kalled IpoyKIrH'" .

IIporpammHo-anmapaTHbie cpencTaa opraHu3aluii JOJIKHBI
obecrieunBath IpUeM U TIepejady INOJYHYeHHOW C  HCIIOIB30BaHUEM
aBTOMAaTHYECKHUX CPEACTB M3MepeHHs uHpopManuu o0 oObeMe MPOM3BOJCTBA,
IIOCTaBKM U (WJIM) UCIIONB30BaHUS JJI1 COOCTBEHHBIX HYXJ (papMaleBTUIecKon
CyOCTaHIIMH CIIAPTA 3TUIOBOTO (3TAHOMA).

6. [lns yueta o6beMa IPOU3BOJICTBA, IOCTaBKU U (WIIK) UCIIONB30BaHUS
Tl COOCTBEHHBIX HYXJ (apManeBTHYEeCKON CyOCTaHLMU CHOUpPTa 3THUIOBOTO
(3TaHOMNa) UCTIONB3YIOTCS CIeAYIOIINE ITOKa3aTeNH:

a) 00beM roToBo¥ (hapmarieBTUUECKOW CyOCTaHLUUU CHUpPTa 3THIIOBOTO
(3TaHoNa);

6) obbem 6Ge3BomHoro (100-mpoleHTHOro) cmydpTa B TOTOBOH
bapMaleBTHUECKON CyOCTaHIIUN CITUPTA 3THIIOBOTO (3TaHONE);

B) KOHLIEHTpalMsi Oe3BOJTHOTO CIHpPTa B TOTOBOM (apmaneBTUYecKOH
CyOCTaHIIMM CITUPTA 3TUIIOBOTO (3TAHOIIE).

7. 3HaueHusl MOKazaTeleH, MPEeIyCMOTPEHHBIX ITYHKTOM 6 HaCTOSAIINX
[IpaBun, onpenensrOTcs ¢ TpUMEHEHHEM aBTOMAaTHYECKUX CPEACTB M3MEpEeHUs
B CJIEAYIOIIEM ITOPSIKE:
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a) Iocjie  OKOHYaHWS  IociefHel  TEeXHOJIOTWYECKOW  oIepalu,
CBA3aHHOM C TIPOM3BOJACTBOM (papMalleBTHHYECKOH CyOCTaHLIMM CHHpTa
3TUNOBOrO (3TaHoja), nepes Nepefadeil ee Ha XpaHEHHE WM HCIONb30BAHUSL
JUIS1 COOCTBEHHBIX HYXI;

0) 10 mocTaBKM (apmMalleBTUYECKOW CyOCTaHIMM CIIMpPTa 3THIIOBOTO
(3TaHONa) U3 EMKOCTH [UJIS €€ XpaHeHUS.

8. 3HaueHMs NoKazareleld, MpelyCMOTPEHHBIX IIYHKTOM 6 HaCTOSAIIUX
[IpaBumi, He MOMKHBI OTKIOHATHCA OT 3HAa4deHM IIOKa3aTesel, yKa3aHHBIX B
NePBUYHBIX Yy4YeTHBIX JOKyMEHTaX OpraHmzanuii, Oonee yeM Ha o00beM,
pacCUMTaHHBIA B COOTBETCTBHU C IOPSIKOM OLEHKH JIOCTOBEPHOCTH ydeTa
o0beMa HOPOU3BOJCTBA, NOCTAaBKM U (WJIM) HMCIONB30BaHMS IJNsi COOCTBEHHBIX
HyXkZa (apmaueBrhdeckodl cyOcTaHIMM crnmpTa 3TUIOBOrO  (3TaHONA),
yCTaHaBIUBaeMbIM  (elepanbHBIM  OpPraHoM — HCIIOJIHUTENIBHOH  BIACTH,
YIOJHOMOYEHHBIM OCYHIIECTBIATh (YHKIMM 1O HOPMaTWBHO-IIPABOBOMY
peryJIHpoBaHUIO B cdepe IpPouU3BOJACTBA M 000pOTa 3THUIOBOIO CIHpTA,
QIKOrOIBPHOM M cHHpTOcoAepXallell NpoNyKHUH (32  HUCKIIOUEHHEM
IIPOU3BOACTBA  CEIBCKOXO3AUCTBEHHBIMH  TOBapOIIPOM3BOAMTENSIMH  BHHA,
UTPUCTOTO BHHA (IIaMIaHCKOI0) M3 COOCTBEHHOrO BUHOIPaJa) U OrpaHHUYCHUS
oTpeOIeHus (PAaCUTHUs) AIKOTOIBHON IPOIYKIIUH.
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YTBEPX/IEHbBI

noctaHoBneHneM IIpaBurenbcTBa
Poccuiickoit ®enepanuu
ot 29 nexabpst 2017 r. Ne 1694

IIPABHUJA

npeacTaB/ieHHs JeKJapaunii 00 o0beme NPoOU3BOACTBA, NOCTABKH H (HJIH)
HCIMOJIb30BAHHA 1Jisl COOCTBEHHDbIX HYXK (papManeBTHYECKOH cyOCcTaHIIHN
COHPTA ITHJIOBOIO (3TAHOJ1A)

1. Hacrosmue IlpaBuna ycraHaBiMBarOT MOPSAOK IPEeACTaBICHUA
IeKIapanuii 06 o0beMe MPOU3BOICTBA, MOCTABKHA M (WJIM) UCTIONB30BAHUA IS
COOCTBEHHBIX HYXJ (apMaleBTUYeCKO CcyOCTaHUUM COUpPTa STHUIOBOIrO
(aTanona) (mayee - AeKIapalim).

2. Opra"usaiuy, OCYUIECTBISIONUIME MPOU3BOACTBO (hapMaleBTHYECKOM
cyOcTaHIuu CIOMpTa  3TUIIOBOTO (3TaHona) IS IIPOU3BOJICTBA
CITUPTOCOIEPXKAIIUX JIEKAPCTBEHHBIX IpenapaToB U (WUJM) Ui TTPOU3BOJACTBA
CHHPTOCOAEPKAIINX MEIULUHCKUX U3/l (ajiee - opraHu3alliK), 00SI3aHbI
OCYHIECTBIIATh JeKJIapupoBaHHe 0ObeMa IPOU3BOACTBA, IMOCTABKU W (HIJIH)
WCIIOJIb30BaHUS JJii COOCTBEHHBIX HYXZ (apMaleBTUYeCKOW CyOCTaHIMH
CHHpTa 3TUIOBOTO (3TAHOJNA).

3. lexnapanuu 06 06beMe MPOU3BOACTBA U NMOCTaBKH (papMalieBTUUECKO
CyOCTaHIIMY CIUPTa ITHIOBOrO (3TaHOJA) MPEACTABIISIOTCS OPTaHU3AUAMH 10
tdopme cornacHo npuinoxeHuro Ne 1.

4. lexnapaiuun 06 00BEME HCHONB30BaHUS Ui COOCTBEHHBIX HYX]I
bapmalleBTUUECKOM cyOCTaHIIMU CIIMPTa 3TUIIOBOTO (3TaHOJa) MPEeACTaBIISIOTCS
OpraHU3aIUsIMU M0 opMe COrIaCHO MPHIIOXKEHUIO No 2.

5. dexnapauun o6 oObeMe MOCTaBKU (hapMaleBTUYECKOW CyOCTaHILIMH
CIHpTa STUJIOBOTO (3TaHONA) TPEACTABIAIOTCS OpraHu3alusIMH 10 ¢opMe
coryiacHo npunoxeHuro No 3.

6. Jleximapaiud ~ IPEACTaBISIOTCS  €XEeKBapTadbHO, HE  IO3/HEE
20-ro ynca Mecsla, CIEAYIOMEero 3a OTUETHBIM KBapTaioM.

7. Jlexnapanuy TpeACTaBISIOTCS MO TeJIeKOMMYHHMKAI[MOHHBIM KaHallaM
CBs3U B (opMe OJEKTPOHHOTO JIOKyYMEHTa, TMOAIHMCAHHOTO YCHUJIEHHOMU
KBaIU(UUMPOBAHHON 3NEKTPOHHOM MOANMCHIO, CepTU(UKAT KII0Ya MPOBEPKU
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KOTOpOM BBbIIaH IJOOBIM YAOCTOBEPSIOLIUM IIEHTPOM, aKKPEAWTOBAaHHBIM B
nopsiike, ycranorieHHoM DenepanbHbIM 3aK0HOM "OO6 371eKTpOHHOM OoAIHCH".

8. Mexnapaluy NpeAcTaBisiOTCA B LEJIOM 110 OpraHH3allid, BKIIOYas ee
obocobneHHble nonpasneneHus, B OegepanbHy0 ciyX0y [0 peryIupOBaHHUIO
AJIKOTOJIBHOT'O PBIHKA.

9. Ilopsimox 3amonHeHWs Aekiapaluuid U ¢dopMmarT MX IOpeAcTaBleHHs B
dopme  JNEKTPOHHOTO  JOKYMEHTa YyCTaHaBIHUBalOTCA MUHUCTEPCTBOM
dunancos Poccutickoit @enepanuu.

10. Ilpu oOHapy>XeHHWM oOpraHuzanuedl B TEKyIleM OTYETHOM IMepuojie
($aKTOB HEOTpaXeHWsSI WM HENOJHOTHl OTpaKeHHs HEeOOXOIUMBIX CBEIeHHH,
a TakKe OMMOOK (HMCKaXeHWl), MOMYyIIEHHBIX B IIPEICTaBICHHBIX paHee
JeKlapalusgX, OpraHd3alys MpPeACTaBIsgeT KOPPEKTUPYIOIUe [eKIapaluu,
B KOTOPBEIX COIepXXaTcsi CBeNeHHUS (JIONOJHEHUS), YTOUHSIOIIWE CBEISHUS,
coaepxalmyecs B JeKiIapaldax, [peACTaBIeHHBIX paHee (maiee -
KOpPPEKTHUPYIOLIUE JeKJIapaliu ).

Koppexrtupyromye nexnapalvud NpPeACTaBISIOTCS A0 HCTEUEHHS CpokKa
IIOZIa4Yy JAeKjapaiuu 3a KBapTajl, CJeOyIOIIUHM 3a OTYETHBIM KBapTajoM, C
00OCHOBaHHWEM NPWYWH, BBI3BAaBIIMX HEIIOJHOTY WM HEJIOCTOBEPHOCTD
IPEACTAaBIECHHBIX CBEACHUN (32 HCKIIIOYEHHEM CIIy4aeB, IPEeLyCMOTPEHHBIX
nyHkToM 12 Hacrosmux [TpaBun).

11. Bo Bpemsi npoBenenuss denepanbHoit ciyx00¥ IO peryIupOBaHUIO
aJIKOTOJILHOI'O0 PBIHKA MPOBEPKH JOCTOBEPHOCTU CBEIAEHHUH B IPEICTaBICHHBIX
opraHusanyed JeKiIapalisx OpraHu3allusl He  BIpaBe MPEACTABIATH
KOPPEKTUpYIOLIUe AeKIapalliy 3a IIpoBepseMblil Iepruo.

12. TlpencraBnennie KOpPpEeKTUPYIOLIMX JAeKJIapaldil TIIOClIe  CpoKa,
yCTaHOBJIEHHOTro MyHKTOM 10 HacTosmux IIpaBun, BO3MOXHO:

a)no npeanucanuto DenepanpHOW COyXOBI 110 PeryIHPOBaHHUIO
aJIKOTOJIBHOTO PBIHKA 00 YCTPaHEHWM BBISIBICHHBIX HapyHIeHHH 00S3aTeIbHBIX
TpeboBaHUl, ycTaHOBIEHHBIX DenepanpHbIM 3akoHOM "O rocynapCTBEHHOM
PEryJIUpOBaHUM MIPOU3BOACTBA U 000pOTa 3THIIOBOTO CIHPTA, aIKOTOJBHON H
crupTocoAepKallel NpoayKuu U o6 orpaHHYeHUH noTpebiaeHus (PacIUTHS)
aJIKOTOJILHOM ITPOAYKIUN";

6)mo pemenuto  DemgepanpHOX  CIYXOBI 10  PEryJIHPOBAHUIO
aJIKOTOJILHOT'O PBIHKA O BO3MOYKHOCTH TIPEACTAaBIEHUS] KOPPEKTUPYIOIIHMX
IeKjapaluii, NOpUHATOMY II0 pe3ylbTaTaM pPacCMOTPEHMsS  3asBIICHHS
OpraHM3alli¥ O IMPEIACTAaBICHUU KOPPEKTUPYIOUIEH JeKiapalud Ioclie
ycTraHOBIeHHOro cpoka. [lopsimok mnpencraBieHUs yKa3aHHOTO 3asBICHUS H
NOPSIIOK  TIPHHATHS ~ pelleHus o BO3MOXHOCTH  IpeJCTaBICHHUS
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KOPPEKTHPYIOIeH neKyiapalliy Iocjie YCTaHOBIEHHOTO CpPOKa yTBEPXKIArOTCS
MunucrepctBoM ¢uHancoB Poccuiickoit @enepanmy.

13. ®enepanpHas ciryx0a IO PeryIHpOBaHUIO AJIKOTOJBHOIO pPEIHKA He
BIIpaBe OTKa3aTh B MPUHATHUH JeKIapalldu, IMpeACTaBIeHHONW OopraHu3auveil B
COOTBETCTBUU C HacTosIMMU [ IpaBunamu.

QenepanpHas ciayk0a IO peryJIHpOBaHUIO AJKOTOJBHOIO DHIHKA IIPH
DOJIYYeHHH JeKJapallid B TOT JK€ [Ji€Hb TepeJaeT OpraHu3aluyd II0
TEJIeKOMMYHHUKALMOHHBIM KaHajaM CBS3M KBUTAHIMIO O NPHEME JeKIapalii B
dopMe DIEKTPOHHOTO JOKyMeHTA.

JHeM mnpencTaBieHUs [eKiapald cUHWTaeTcsl AaTa €€ Iepefadd IIo
TEJEKOMMYHUKAIMOHHBIM KaHallaM CBS3H.
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IMPUJIOXKEHME Ne 1
x [IpaBunam npeacraBieHus qeKIapanui
06 00’beMe TIPOU3BOACTBA, IOCTABKH
Y (MJIM) UCTIONIB30BaHUS J1s1 COOCTBEHHEIX
HYXJ (hapMareBTUYecKoi CyOCTaHIINH
CIIEpTa 3TUJIOBOTO (3TaHOJIa)

(dbopma)

v | | [ L]

Kot [ [ [ 1] ]| ]Cmp.oo1

HAEKJTAPANMUSA

006 o0bemMe NPOU3BOACTBA U MOCTABKH (papManeBTHYECKOH CyOCTAHIINM CIHPTA
3THJI0BOrO (3TaHO0.1a)

Bun noxymeHra [:] NEPBUYHBIH; l:] KOPPEKTHUPYIOLINI; l:]:' HOMEP KOPPEKTUPOBKU

OT4eTHBINA Nepuon yKa3bIBaeTcs 3a [ kBapTan; 3a Il kpapTan; 3a [II xBapran; 3a IV xeapran
IpH cJade oT4yeTa

(Hy»HOE OTMETHTH 3HAKOM V)

OT4YeTHEBIH o L | [ ’—‘

(nonHOe HaMEHOBaHHE OPTaHU3allly)
Agpec (MecTo HaxOXIEeHHs ) OpraHu3aIlun

IToYTOBBIN MHAEKC ‘ l ] ’ | ] 1 Kon peruona [:[j Paiion
I'opoa/HaceneHHBIN TyHKT Ynuna
oM, xopIyc

Tenedon (dpakc)

AJlpec 3JIeKTPOHHOM MOYTHl OpraHU3aIuu
Hexnapainus npeacrapieHa B hopMe 3MEKTPOHHOTO AOKYMEHTa
Jara " " 20 T.

Nwms daitna
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]| | [ [ [T ][]]
(k] [ [ [ [ [ ][] ] |Crp.o002
Anpeca MecT OCyIIECTBIEHUS AESTEIHHOCTH
KIII
ITouToBEL HHAEKC [ ] | | | | |Koxnpernona ]:[j Paiton
I'opon/HaceneHHbIN IyHKT Yuna
Howm, xopryc
KIT1
ITouToBBIl HHAEKC [ | | | [ | ] Kon perunona D] Paiion
IN'opon/HaceneHHBIN IyHKT VYuua
Howm, xopmyc
KIII
ITo4TOBBIN HHAEKC [ | | I l | l Kon permona [D Paiton
IN'opon/HaceneHHBINA TyHKT Ynuna
oM, xopryc
KIIT
ITouToBEIN UHIEKC | I | | | | |Koxpernona Dj Paiion
["'opon/HaceneHHsblit ITyHKT Ynuua
Jowm, xoprryc
KII1
ITo4TOBBIN HHAECKC L ] | | | \ \ Koz peruona D] Palion
Nopon/HaceneHHBIH ITyHKT Ynuna
oM, xoprmyc
KT
ITo4TOBBIN HHAEKC L] ] ] ’ ] ] Kox peruona D:] Paiion
I'opon/HaceneHHsI myHKT Ynuna

oM, xoprmyc
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ITPMJIOKEHME Ne 2

K [IpaBunam npencraBieHus neKIapauit
06 o6BeMe IPOU3BOJICTBA, IIOCTABKU
U (UJIM) UCTIONB30BaHUS I COOCTBEHHBIX
HyXJ (hapManeBTUYECKOi cyOcTaHITuu
CIIMPTa 3TUIOBOTO (3TaHOIIA)

(dbopma)

KIIIT Ctp. 001

TIEKJAPAIUSA
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cyOCcTaHIMH CIHPTA 3THJIOBOrO0 (3TaAHO.1A)
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(moHOE HANMEHOBAHKME OPTAHM3ALINH)

Anpec (MecTO HaXOXKAEHHS) OpraHU3aluu

IToutoBBIit HHOEKC Kon peruona Paiion

I'opon/HaceneHHsblid yHKT

Hom, xopryc
Tenedon (dakc)

Anpec 371€KTPOHHOHN MOYTHI OpraHU3aLKH

Hexapauus npencrasieHa B GopMe 3JIEKTPOHHOTO TOKYMEHTa
Hara " " 20 1.

Wms daitna
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[MPUJIOXKEHUE Ne 3
k IIpaBuiam npecTaBieHus qeKIapaiui
06 06beMe IPOU3BOCTBA, IIOCTABKU
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YTBEPXXJIEHbBI

noctaHoBieHueM I IpaBuresbcTBa
Poccuiickoit @enepanuu
ot 29 nexabps 2017 r. Ne 1694

NU3IMEHEHMUA,

KOTOpble BHOcATCs B aKkThl [IpaBuTenncTBa Poccniickoii @enepanun

1.B IlpaBunax ydera oObema MpPOU3BOACTBA, oOopoTa © (UIH)
HCIIOJIb30BAHUSI 3TWJIOBOIO CIIMPTa, QJKOTOJBHOW M  CIHpTOCOAepxkalieh
NPOAYKLIHMH, a TaKXX€ Y4yeTa HCIIOJIb30BAHMS MPOU3BOACTBEHHBIX MOLIHOCTEH,
o0BeMa coOpaHHOrO BHUHOTpaZa W BWHOTpPaga, WCIONB30BAHHOTO IS
MPOU3BOICTBAa BUHOAEIBUYECKON MPOAYKIHU, YTBEPKIAEHHBIX MOCTAHOBIEHUEM
ITpaBurensctBa Poccuiickoit ®eneparuu ot 19 urons 2006 r. Ne 380 "O6 yuere
o0BemMa MpoM3BOACTBA, 000poTa M (WJIM) HCIOJIB30BAHHS STHJIOBOIO CIIHPTA,
AJIKOTOJIBHOM M CIIMPTOCOIEPIKAIei NPOAYKLIMH, a TAK)KE yueTe UCITOIH30BaHUS
IPOU3BOACTBEHHBIX MOIIHOCTEN, 0O0beMa COOpaHHOTO BUHOTPa/la U BUHOTPAJA,
MCIIOJIb30BaHHOIO NIJisl IPOM3BOCTBAa BUHOAENbUecKoi npoaykuun” (Cobpanune
3akoHogatenberBa Poccuiickont ®enepaunu, 2006, Ne 26, ct. 2845; 2012, Ne 17,
cT. 1996; 2014, Ne 12, ct. 1298; 2015, Ne 50, ct. 7167; 2016, Ne 22, cT. 3210):

a) JIONOJHUTE MyHKTOM 1’ ClIe[yIOLIero cogepyKaHus:

"1'. Hacrosiue IIpaBuia He pacHpoCTpaHsIOTCS Ha Yy4yeT o0bema
IIPOU3BOJCTBA, MOCTaBKH W (WJIM) HCIOIB30BaHUSA IJI COOCTBEHHBIX HYXK]
dapmalleBTHUECKON cyOCTaHIIMM CIIUPTA 3TUJIOBOTO (dTaHona).";

0) B monnmynkre "a" myHkTa 3 cioBa "(3a HCKIIOYEHHEM 3THJIOBOTO
cnupTa 1o hapMakoINeHHbIM CTaThsIM)" UCKITIOYHUTS;

B) B IIYHKTe 4:

ab3a1] TpeTUH M3JI0XKUTD B CIAEAYIOLIEH peaaKIvu:

"cupTOoCOAEpKAIMX  JIEKapCTBEHHBIX  IIpemapaToB U (unn)
COUPTOCOAEPIKALMX MEAUIMHCKUX U3IENHIl";

B a03alle ceOpbMOM CJIOBa "ITWJIOBOTO CIHpTa MO (apMakoneHHbIM
CTaThIM," HCKIIIOYHUTD;

T) B IYHKTE 5:

nn

NOAMTYHKT "B H3JIOXKUTH B CJIeJIyIOH.Ieﬁ PEeAAKIHA:
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"B) PO3HMYHOW IMPOJAXHU aJIKOrOJBHOW MPOAYKLMUH, OCYILIECTBISIEMON B
HaceJIeHHbIX MYHKTaX, B KOTOPBIX OTCYTCTBYET OOCTYI K HH(OPMAIMOHHO-
TeJIEKOMMYHUKAIIMOHHON ceTu "HIHTepHeT', B TOM 4HCIEe TOYKa JOCTyIa,
orpesie/ieHHas B cCOOTBETCTBUU ¢ DenepabHbIM 3akoHOM "O cBs3u'”. [lepedeHn
TaKMX HACEJEHHBIX ITYHKTOB OINpEJNENsAeTCS B COOTBETCTBUU C NOAIYHKTOM 3
nyukra 2’ crateu 8  DenepanpHoro  3akona 'O roCymapCTBEHHOM
PETYJIMPOBaHUU MPOU3BOACTBA U 000POTA ITUJIOBOTO CIHUPTA, AKOTOJHHOU U
CIHMPTOCOAEpKAIlleH MPONYKIMK U 00 OrpaHUYeHHH MOTpebieHus (paciuThs)
aNIKOTONBHOUN npoayKuuu';";

MOAMYHKT K" M3JI0XXUTh B ClIEAYIOLIEN pelaKIUU:

"k) 000poTa CIUPTOCOAEP AIIUX JIEKAPCTBEHHBIX MpenapaToB U (WIH)
CIIUPTOCOJEPKAITUX MEAULUHCKUX U3CTHM; .

2. B IlpaBunax mpexacraBieHus Aekyapanuii o6 od0bemMe MpoU3BOACTBA,
obopora ¥ (MIW) WCIOJNB30BAHUS JTUJIOBOTO CHUPTa, aNKOTOJBHOM U
CHMPTOCOAEpXKAIleH MPONYKIHH, 00 WCHOJNB30BaHUH IPOU3BOICTBEHHBIX
MOIHOCTe, 00 o0beme cOOpaHHOTO BHHOTpPajga Y HCIOJIB30BAHHOTO IS
OpPOU3BOACTBA BHUHOJIENBYECKONM MNPOAYKLUHUH BHUHOIPaga, YTBEpPKIECHHbBIX
nocranoByieHueM I IpaButensctBa Poccuiickont ®enepauuu ot 9 asrycra 2012 r.
Ne 815 "O npencrasnenun nekiapainuii 06 obbeMe NpousBOACTBa, 000pOTa U
(M) UCIOJIB30BaHUS 3TUIIOBOTO CIMPTA, AJKOTOJBHOM M CHUpTOCOAEpKallei
NPOAYKLMHU, 00 HMCIONb30BAaHUU MPOU3BOJCTBEHHBIX MOIIHOCTEH, 00 00BEeMe
coOpaHHOIrO  BHHOTpaza W  HCHOJNB30BAHHOTO  JUISI  IIPOU3BOACTBA
BUHOJeNbYeCKOU nmnpoaykuuu BuHorpaga" (CobOpaHue 3akOoHOJATENbCTBA
Poccuiickoit ®eaepaunu, 2012, Ne 34, ct. 4735; 2013, Ne 47, ct. 6107; 2014,
No 14, ct. 1631; 2016, Ne 21, ct. 3007):

a) JIOTIOJIHUTB TyHKTOM 1' CIIeyIOIEro comepKaHus:

"1'. Hactosumme IlpaBuna He paclpOCTPaHSIOTCS Ha IpeACTaBlIeHUe
JeKaapalud o0 o6beMe MPON3BOACTBA, MOCTABKH M (MJIM) UCIOJB30BAHUS JIIA
COOCTBEHHBIX HYXJ (DapMaleBTUYECKONH CYOCTaHLMH CIUPTa O3THIOBOIO
(3TaHona).";

0) B MyHKTE 2:

B TMOANMYHKTe 'T" clioBa "STHUJIOBOTO CIHpPTa MO ¢apMaKONeHHbIM
CTaThsIM," UCKIIIOUHUTH;

MOAMYHKT """ MpU3HATh YTPATUBIIUM CHUILY;

B) IyHKT 4 U3JI0UTH B CJIEAYIOIIENA peaaKIInu:

"4. OpraHusaiy, OCYIIECTBISIOIIME 3aKYyNKy 3TUIOBOrO CIHpPTa IS
MPOM3BOJICTBA OSTWJIOBOIO ChUpTa (B TOM 4HCle JeHarypaTra) WU
MCIIOJIB3YIOUINE STUIOBBINA cnupT B oObeMe Oosee 200 nekamuTpoB B TOf IS
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IPOM3BOJICTBA STUIIOBOTO CIMpPTA (B TOM 4YHCIE NEHATypara), alKOrOJbHOH U
CHHUpTOCOAEpXKallled TMpOAyKIMH, Ha TEXHUYeCKHe WJIM UHBIE IIeJH, He
CBS3aHHBIE C IPOU3BOJACTBOM  3THJIOBOTO  CIIMPTA, alKOrOJBHOH U
COUpTOCOAepXkalled  MPOAYKIHMM, a  TakXKe  CeJIbCKOXO3SIICTBEHHEIE
TOBApOIIPOU3BOAUTENN, OCYILECTBIMIOMIUE 3aKyNKy STWJIOBOTO CIHPTa B
o0beme Oonee 200 nekanuTpPOB B roj Ha TEXHWYECKHEe WJIM HHBIEC LIENTH, HE
CBS3aHHBlE C TIPOM3BOJICTBOM  OTHJIOBOTO  CIIHPTA, QJIKOTOJLHOM W
CIIUPTOCOAEpXKAllel MPOAYKIMH, MPEeICTAaBIMOT JAeKIapalud o6 obbeme
UCIIOIB30BaHMS 3THJIOBOTO CIIUpTa 10 hopMe corjacHo npriioxeHuto Ne 2.";

I) B MyHKTe 9 ciioBa "3aKyIKy STWJIOBOrO CHHTa MO ¢apMakoleHHbIM
cTaThsiM B 00beMe Gonee 200 mexaluTpoB B roj B LEJIIX €ro HUCIOJb30BaHUS B
Ka4eCcTBe JIEKapCTBEHHOT'0 CpeACTBa U (WIM) AN MPOU3BOJCTBA JIEKapCTBEHHBIX
[IperaparoB, BKIIOYEHHBIX B TOCYNApCTBEHHBI peecTp JeKapCTBEHHBIX
CpelcTB, W (WIM) B, IENIAX €ro HCIONB30BAHMA OIS COOCTBEHHEIX HYyXI,"
UCKIIIOUHNTE.
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