IMPABUTEJILCTBO POCCHUHUCKOM ®EJIEPAIIAU
ITIOCTAHOBJIEHUWE

oT 20 uronsa 2018 r. Ne 702

MOCKBA

O BHeceHun uzmeHennii B [lonokenune o JMIEH3HPOBAHHH
NpOH3BOACTBA JeKAPCTBEHHbIX CPEACTB

ITpaButensctBo Poccuiickoit DenepaiinocTaHOBA S € T ¢

YTBEpAUTH NpHIIaraeMble U3MEHEHHU, KOTOpble BHOcATCA B [TonoxeHue o
JMLIEH3UPOBAaHHH IIPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB, YTBEPKIAECHHOE
nocranonjieuueM llpaBurensctBa Poccutickoii ®enepauuu ot 6 uwons 2012 r.
Ne 686 "O6 yrtBepknenuu IlonoxeHuss O JHMLEH3UPOBAHUM MPOU3BOACTBA
jgekapcTBeHHbIX cpenctB”  (CobOpaHue  3aKoHOAATENLCTBA  POCCHHCKOM
®enepaunu, 2012, No 29, ct. 4116; 2013, Ne 16, ct. 1970).

J.Mensenes
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YTBEPX/JEHbDI

nocraHoBieHueM lIpaBurenbcTBa
Poccuiickoit denepauuu
ot 20 uroHsg 2018 r. Ne 702

N3IMEHEHMHNA,

KOTOPbIC BHOCATCH B ITonoxxeHue o JIHUEH3IHPOBAHHH
NPOHU3BOACTBA JICKADCTBEHHLIX CPEACTB

1. JIONOJHUTH IyHKTOM 4! CJIEYIOLIErO COAEPIKAHUS:

"4 Tlpu HAMEpEHUH COMCKATENS JTHLEH3HH OCYIIECTBIATh NPOU3BOJICTBO
¢dapMmaleBTUHECKOH CyOCTaHUMH CIMpTa 3THUJIOBOrO (3TaHONA) K COUCKATEIIO
JMLEH3UU HapsiAy C JMLUEH3UOHHBIMU TpeOOBaHUSIMH, YKa3aHHLIMH B MyHKTE 4
HacTtosiwero IlonoxeHus, npeabsBIAIOTCS JUUEH3UOHHBIE TpeOoBaHUSA 00
OCHAILIEHUH OCHOBHOI'O TEXHOJIOTMUECKOro 000pyJoBaHUs, UCIIONB3YyEeMOT0 IS
Npou3BOACTBA (hapMalleBTUUYECKOM CYOCTaHUMHM CNMPTa 3THIOBOro (3TaHo.a)
(manee - obopynoBaHue):

ABTOMATUUYECKHUMH CpEJCTBAMM H3MEpEHHs U Yy4eTa KOHLIEHTpaluH
M oO0beMa 0e3BOJHOTO cHHpTa B (apMaleBTUYECKOH CyOCTAaHUWH COMpTa
3TUIOBOrO (3TaHona), obbema QapMaleBTHHYeCKOH CcyOCcTaHIMM CIHpTa
3TUJIOBOrO (3TaHona), TpeOOBaHUS K KOTOPbIM YTBEP)KNIEHBI MOCTAHOBJIEHHEM
[IpaButensctBa Poccuiickoit ®enepauuun ot 28 uroHs 2006 r. Ne 396
"O TpeboOBaHUSAX K aBTOMAaTUYECKUM CpeACTBAM H3MEpPEHUs W Yyuera
KOHLEHTpauud M oObeMa Oe3BONHOr0 CHHUpPTa B TOTOBOH MPOXYKLIMH,
obbeMa TrOTOBOM  MpOAYKUMH", OMJOMOUMPOBAHHBIMH  (ONEYaTaHHBIMHU)
®PenepanbHoi ciyx00l MO peryJupoBaHHUIO aJKOTOJABHOTO phbiHKa (Janee -
aBTOMaTUYECKHe CpelNcTBa), B COOTBETCTBUM CO CXE€MOH OCHallleHHUs
obopynoBanus, coaepkaileil vHpopMaluo 00 YyKa3zaHHBIX OOOpYIOBaHMH,
aBTOMATHYECKHX CPEICTBaX M KOMMYHHKALMAX B COOTBETCTBHM C MEpPEUHEM
uHbopMallui, yctaHoBileHHbIM DenepanbHON chyx00il MO peryJiupoBaHHIO
aJIKOTOJILHOTO PBIHKA, @ TaK)Xe€ TEeXHUYECKOH AOKyMEHTaluued H3roTOBHTENs
ABTOMAaTMUYECKUX CPE/ICTB HA 3TH CPe/ICTRa;

TEXHUYECKMMH CpeacTBaMM GUKcalMM H nepenayd  HHpopMaluu
o0 o0beme mnpousBoACTBA M 00OpoTa CHHUpPTAa 3THUIOBOrO (3TaHoja),
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aJIKOrOJIbHOH M CIUpPTOCOAEpIKalledl NPOAYKLHUH B €AHHYH TOCyAapCTBEHHYIO
aBTOMAaTH3MPOBaHHYIO  HMHQOpPMALMOHHYIO  CcHCTeMy  yyeTa  oObeMma
npou3BoAcTBA M obopoTa  3TWUJIOBOrO  CIUpTa,  AJIKOTONBHOH |
CIIMPTOCOAEpXAllEeH NPOAYKLUHH, TpeOOBaHHUS K KOTOPHIM YTBEpXAECHBI
nocraHosieHueM [lpaButensctBa Poccuiickoit ®enepauuu ot 9 urons 2016 r.
Ne 650 "O TpeboBaHHAX K TeXHHYECKHUM cCpelcTBaMm (uKcallMu W repenavyu
uHpopManu 006 oObeMe MpPOU3BOACTBA M 000pPOTa 3THUIOBOrO CIHPTA,
aJIKOTOJIBHOW M CIMpTOCOep)Kallled NPOAYKLHH B €IMHYIO TOCYJapCTBEHHYIO
aBTOMATHU3UPOBAaHHYI0  HH(POpPMALMOHHYIO  CHCTeMy  yuyera  oObeMma
Npou3BOACTBA W obopoTa  3TUAOBOrO  CHHPTA,  AJIKOTOJBHOH W
CIIMpTOCOAeprKallied npoaykuuu".".

2. JIOONHUTB IYHKTOM 5 CJIEIYIOLIEr0 COAEPIKAHHUS:

"5'. JINLIEH3UOHHBIMH TPeGOBAHUAMM, MPEIbABIAEMbIMU K JIMUEH3UATY
Py OCYLIECTBJIEHHH MPOMU3BOJCTBA (papMalleBTHUUECKOH CyOCTaHLMM CnHpTa
3THJIOBOTO (3TaHOJa), HApAAY C JHUIEH3MOHHBIMU TPeOOBaHUSAMH, yKa3aHHBIMH
B MyHKTe 5 Hacrosimero [lonoxeHus, sBnstoTcs:

a) ocHallleHHe 00OpyAOBaHUS:

aBTOMaTUYECKUMH CPEACTBAaMM B COOTBETCTBMH CO CXEMOH OCHAIlCHHS,
coaepxanied MHbopMalMio 006 ykasaHHBIX OOOpPYAOBaHUHM, aBTOMATHUECKHX
cpeAcTBaX M KOMMYHHKalLMSIX B COOTBETCTBHHU C TMepevyHeM HHOpMalHH,
ycTaHoBJieHHbIM DenepanbHO cy00il MO peryjJdpoBaHUIO aJIKOTOJILHOTO
PBIHKA, @ TAKXXe TEXHUYECKOH JOKYMEHTallMeld M3rOTOBUTENS aBTOMATHUYECKUX
CPeICTB Ha 3TH CPE/CTBa;

TEXHUYECKUMH CcpeAcTBaMH (HUKcaUMH U mepeaadyd uHopmauuu o6
oObeMe Mpou3BOACTBa U 000pOTa CMPTA ITHIOBOrO (3TaHONa), aJIKOTOJBHOH
M COUPTOCOJAEpXKaled  NpPOAYKUMH B €IMHYK0  TOCYIapCTBEHHYIO
ABTOMAaTH3HPOBaHHYI0  HWH(POPMALMOHHYI  CcHUcTeMy  ydera  obObeMa
OpoM3BOJACTBA M obopoTa  3THOBOTO  CIUPTa,  AJKOrOJBHOW |
CIUpTOCOAepX alled NpoayKUUH, TpeOOBaHHA K KOTOPBIM YTBEPXKACHBI
noctaHoBieHHeM [IpaButenbctBa Poccuilickoit ®@enepauru ot 9 urons 2016 r.
Ne 650 "O TpeboBaHMIX K TEXHMUYECKHMM CpeJIcTBaM (UKCaUMKU W Iepeaayvu
uHbopmauu o6 oObeMe Mpou3BoACTBA W 00OpOTa 3THUIOBOrO CIHPTA,
IKOTOJIbHOH M CIUPTOCOAEp)Kalllel MPOAYKUHMHU B €IMHYIO FOCYJapCTBEHHYIO
aBTOMAaTH3HPOBaHHYI0  WH(OpPMAIMOHHYID  CHCTeMy  ydera  oObema
MpOM3BOACTBA W  000pOTAa  3ITWIOBOrO  COMPTa,  AJKOTNOJBHOH  H
crupTocoaepxalled npoayKuuu'";
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0) npeacTaBieHde JAeknapauuii o0 oObeMe NPOM3BOACTBA, ITOCTABKH
M (MIM) HCMNONb30BaHMS AN COOCTBEHHBIX HYXI (apMaleBTHYECKOH
cybCcTaHUMHU CIUpPTa 3THIOBOTO (3TaHONA).".

3. AG3a1 BTOpoH NyHKTa 6 mocie cjaoB "MyHKTa 5" HOMOJHUTH CJIOBaMH
"M MyHKTOM 5t

4. B npunoxeHuu K ykazanHomy [losoxxeHuro:

a) pazaesn | JOMOJHUTE MyHKTOM 5! CJIELYIOLIErO COAEPIKAHUA:

"5' TIpoM3BOACTBO, XpaHeHHWE ¥ peanu3aLus (dapMalieBTHIeCKOH
cyOcTaHMuU cnyupTa 3THJIOBOro (3TaHona).";

6) pasaen Il nononuuTs mynxTom 14' crnenyroiero conepxanus:

"14'. [Tpou3BOACTBO, XpaHEHHe W pealu3aLus dapmalieBTHUECKOH

cyOCTaHLMHU CIIMPTA 3THJIOBOIO (3TaHoNa).".
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