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1. Onwcanne Kpyrnse npoAxoBrIyKibie TaGleTk, NOKpHITHE Kpyrmae aposxoswmyxmsc
obonoaxoit kpacHoro upeta. Ha nonepeasoM cpese BHAHK xpacsoro meta. Ha
ABa cnod. Jnpo TabneTok oT KEMTOrO KO *KENTO- TOMCPETHOM CPEIe BHITM B8
OPaHKeBOTo IpeTa. (BH3yanbHsIi) mw
2. loamanEOCTS:
-  puGodnasuna pocdar narpus Cnextp NOriOmEHHS HCTIITYEMOTO DPACTBOPS, NPHTOTORCHHOTO AN CoorsercTyior
KONHYCCTBCHHONO ONpeacncHHA, B o6aacTH ot 300 a0 550 HM pomKEH HMETS
MAKCHMYMH NIpH (445 + 2) 1M 1 npH (373 + 2) uu. (CrextpodotomeTpia B
ymstpadmoncTosol H BHAHMOR o6nactax, I'® PO*)
- SHTapHad KHCIIoTa B[EII! YACPXHBAHHA NHKA AHTApHOM KHCHOTH Ha XpoMarorpaMsc
HCTINTYEMOTO  PACTBOPA, NPHIOTORICHHOTO WIS KONMHYCCTBEHHOTO C
ONpCICACHHS, NOMKHO COOTBCTCTBOBATS BPCMCHH YICPKHBANAN [THKA OOTBETCTRYCT
AHTAPHOH KHC/IOTH HA XPOMATOIPAMMC PAcCTBOPA CPABHCHHA, :
(BIXNCX, T'd PO*)
BpeMa yNcpauBaHHA NHKOB HHKOTHHAMHAA H HHOBHHA HA XPOMATOTPaMME
=  HHKOTHHAMHJ HCMBITYEMOI0  PACTBOPA, NPHIOTOBICHHONO I KOMHYCCTBEHHOIO Cootserctayer
=  HHO3HH ONPEAC/ICHAN, NOJ/DKHO COOTBCTCTBOBATE BPEMCHH YACPKHBAHHA IHKOB
COOTBCTCTBYIOMMX BEMECTE HA XPOMATOIPAMME DACTBOpPA CPABHCHHA.
(BOXX, I'd POD*)
& HTeNs a30pyGHH CriexTp NornomeHHA HCMHTYEMOTO pacTsopa B o6nactH ot 350 no 550 nu
mm)m]n) BOIDKEH HMETS MAKCHNYM NOTNOMCHHA MPH ANHHE BOMHK (520 * 2) 1. Coorserctayer
(CrextpodoTomeTpin B ybTpadoneToBoH 1 BHHMO#H 0GnacTx, [ PO*) :
3. Pacteopenne 1-1 cramus - e Gonee 10 % sHTapHON KHCHOTH 3a 60 MHH. 0-0,2
2-% cTagms - He MeHee 75 % (Q) aHTapHo#H KHCNOTH 33 45 MuH. 95-97
("' PO*)
4. PoncTBeHHBIE PHMECH:
- THNOKCAHTHH, YAHOSHH Cymmaproe conepxatne B | Tabnerxe he Gonee 2,5 % OT HOMHHATBHOTO 0,08
cofiepxanus HHosHHA. (BOXX, I'd Pd*)
- HHKOTHHOBAA JACAOTA Conepxanne B 1 Tabnerxe He Gonee 1,0 % OT CONCPANNA HHKOTHEAMKRA. 0,09
(BXX, T'd PD*)
= CyMMapHOe COAEPAHHS OT CYMMBI IUIOMALCH ITHKOB HHKOTHHAMHIA H
i Pmposmm uHoaHHa He Goriee 1,0 %. (BIXKX, D Pd*) b
- moMugnaBHH Concpucanue 8 1 Tabnerxe Be Gonee 0,20 % OT HOMHHATEHOTO COMCPKARNT 0
puGodnasana docdara natpha. (BIACOL, I'd PO*)
5. MuExpo6roIOrHIecKas THCTOTa Kateropns 3 A. (T® PO*)
OOmee uncno aspoGHEX Gaxtepuii ne Gonee 10° B 1 1. Menee 10
O6mee uncno rpuGos He Gonee 10°B 1 1. Menee 10
Orcyreraue Escherichia colis 1 r. He obHapyxeHo
6. OHOPOAHOCTS KO3HPOBAHAA
- pabodunarna pocdar HaTpHA Homxen coorsercrpoars TpeGopatmam. (I'® PO*, cnocob 1) Cooreercreyer
AV=50
- AHTapHaA KACIoTa HomxeH coorsercTeoBaTH TpeGoBarHAM. ([P PO*, cniocob 2) CooTeercTeyer
AV=18
- HAKOTHHAMHAI Homken coorsercTBoBaTs TpeGopammam. (TD PD*, cnocob 1) Cootsercrsyer
AV=35
- HHO3HH Homken coorsercTrOBaTH TpeGoBanuam. (T'® Pd*, cniocob 1) CooTtsercreyer
AV=21
7. KonnuecTeennoe onpenencHne
- pubodnasrna pocpar Batpus Or 0,0045 5o 0,0055 r Ci7H20N4NaOsP (pnGodnasma pocdara 0,0049
Hatphs) B | Tabnetke (CniektpodoTomMeTpHa B ynsTpadHONETOBOM
H BHAHMO# oGnacTax, I'® PO*)
- AHTApHAA KHCJIOTA Ot 0,2850 a0 0,3150 r C4HsO4 (anTapHoit kucnotsl) B 1 Tabnerke. 0,2948
(BIXC,, I'd PO¥)
- HHO3HH Or 0,0462 a0 0,0538 r Ci0H12N4Os (HHO3HHa) B 1 TabneTke. 0.0490
(BIXX, I'd PO*) ’
- HAIKOTHHAMH] Or 0,0231 a0 0,0269 r CsHsN2O (HukoTHHaMiIa) B 1 TabneTxe
(BIXX, I'® PO 0,0246
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8. YmakoBka

o 10 wm 20 TaneTox B KOHTYPHYIO AMCHKOBYIO YNAKOBKY H3 ILISHKH

IMo 10 TaGrerok B xoHTYpHOR

NONMHBHHWIXMOPHAHOR M (ONBIM  AMOMMHHCBOH INA  YNAKOBKH. AueiixoBofl ynaxoske H3
5 KOHTYPHBIX A4CHKOBKIX YNIAKOBOK 110 20 TGNETOK, 5 WK 10 KOHTYpHEX | TV NOMHBTUTOPHION W
sucixoBsX ynakoBok no 10 Talnetok BmecTe ¢ HHCTpyxumMeR no Qomcumammn—"g 0
MCOHUMHCKOMY MNPHMCHCHHIO NOMCIIAIOT B Nauky M3 kaprona. [im Iblﬂmumw!m
KOHTPO/A TICPBOTO BCKPWTHA GOKOBRIC KIANAHH MAYKA MOTYT GHITL | ymaxopoK BMECTE ¢ MHCTpYKmCH
sakneeHH ymHKeTkamH. [lasxn MoryT 6uTs crpynmupoeaHi B GanneponH 10 NPHMEHEHHIO B MMKE 13
TEPMOYCANOUHON MIEHKOH. KapTOHA.
9, MapKHpOBKa B cooteercTnH ¢ TpeGopanmamu HJI JIC-001767-010419, Ham. Me | CooteercTeyer

* _ neicreyromee m3nanne I'ocynapcteennoit ®apmakonen Poccutickoit ®enepauym
3axmogenne: coorsercTByeT TpeboBanusM HJI JIC-001767-010419, Uam. Ne 1

Jara BbinauH nacnopra: 26.02.2020
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PABPEINEHME HA PEAJIM3AIMI
or 03.03.2020

lIpenapaT, ¢GopMa BHIIYCKa

IMTOSJIABMH® TabneTkM, NOKPHTHE KUNIEYHOPACTEOPUMON oBonouxoi M 100

Poccumickan deneparpsst

Cepus 130220
Konmu4yecTBO OO KOHTPOJA 9 516 ynk
KonuuecTBo noclie KOHTpOJA 9 504 ynx
N AnanmuTMyecKOT'o acrnopTa 160

AHaNMS MNPOMSBONCTBEHHOM NOKYMEHTALIMMH
Oocke Ha cepHpo NPOBEPEHO Ia

IJocee Ha cepubo onobpeHo da

Kpuruuecrkue OTKIOHEHUA OTCYTCTBYIOT Ia

Cepus npoMaBeneHa M MNPOKOHTPOJMUPOBAHA B COOTEETCTBMM C JIMLUEH3Mel
Ha IMPOM3BOICTBCO JIEKAPCTBEHHHX CpelcTB, TpebOoBaHMUAMU
PeruMcTpauMoHHOTO Oochbe, TpeboBaHMAMM OpPTraHM3alMM NPOM3BOINCTEA M
KOHTPOJIA KadecTBa JIeKapCTBEHHHX cpeldcTB (npasun GMP), a Takxe
MHEIMM TpebOoBaHMAMM IeMCTBYOIEro =3aKoHONATEeNbCTEA.

ponykuma pa3pelleHa K peanmsaumm Ha
e — /
YHOJIHOMOYEHHOe JIMLO P y
IupexTop IO / ijzj/
KaYyeCcTBY S T Cxopuk C.M.
(nonxHOCTL) (moanucse) (pacumdppoBka noanmcH)

[lonoxeHue © Jimae, OTBeTCTBEHHOM 3a BHIIYCK Ccepumn ( YIONMHOMOYEeHHOM
JMue no kKadecTBy), narta yre. 05.12.2019







