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KonugecTso: 9647 yn.

Jara msroTornenus: mons 2020 r.

Jlannble aHAJIH3A

ITokazaTe/b TpebGosanna HI JIC-001767-010419, Ham. e 1 Jlannble aHanH3a
1 2 3
1. Onncanne Kpyrnsie TBOAKOBHIYKIBIE TAGNETKH, NIOKPHTHE Kpyrmae M":“"YW:M
obonoukoif xpacHoro usera. Ha nonepeunom cpese BHAHE Kpacuoro upeta. Ha
IBa cios. Anpo tabnerok ot x&ntoro Ko x&nro- TIONICPCTHOM CPE3e BHIHM /i3
OparkeBoro useta. (BuzyarsHbii) momcﬂml e
2. oanMHHOCTS:
-  pubGodnasuna pocdar HaTpus Cnextp TOTNOINEHHA HCTBITYEMONO DACTBOPA, NPHIOTOBJCHHOTO JUIA Coorsercrayior
KONIHYCCTBCHHOTO ONpeACncHHA, B 00nacTH o1 300 a0 550 HM NO/DKEH HMETL
MaKCHMYMBI NpH (445 + 2) M 1 npr (373 £ 2) HM. (CnextpodoToMeTpHa B
yne1pagHoneToBOA H BHANMOR 06nacTax, I'D PP*)
- SHTapHad KHCNOTa Bpema ylepiupaHMA NHKA AHTApHOH KHCHOTH HA XPOMATOrpaMMe
HCTIHTYEMOTO  DacTROpa, MPHTOTOBACHHOND A KOMHYECTBEHHOIO C
ONpENENicHHS, JODKHO COOTBETCTBOBATE BPEMCHH YICPRHBAHHA NHKA OOTBETCTRYCT
AHTApHOH KHC/IOTH Ha XPOMATOTPAMME PACTBOPA CPABHEHHA.
(BN, T'D PD*)
Bpema yncpxHBaHHA NTHKOB HHKOTHHAMMIA H HHO3HHA HA XPOMATOIPAMME
- HHKOTHHAMHI HCOBITYCMOTO  PaCTBOpPa, MPHNOTOBNCHHOIO [UIA  KOJHYECTBCHHOIO Cmyer
=  HHO3HH OMpEAC/ICHHA, NODKHO COOTBETCTBOBAT BPCMCHH YICPACHBAHMA MNHKOB
COOTBETCTBYIOMMX BEIIECTE HA XPOMATOrPAMME DACTBOPA CPABHCHMHA.
(BIXX, I'd PO*)
- acHTENb 6HH CnexTp nornoicHHA HCNKTYeMOTo pacTeopa B o6nactu ot 350 Ao 550 HM
&Myasu:)”ﬂipyl 22) JO/DKCH HMCTh MAKCHMYM MNOTJIOMICHHA NPH AHHe BOAHL (520 = 2) Hm. Coorsercrayer
(CnextpodoToMeTpHa B yETpaduoneToBOH H BHAMMO#H 06nacTax, ['D PO*)
3. PacTBOpeHHe 1-5 cramua - He Gonee 10 % sHTapHOM KHCAOTH 33 60 MHH. 0-0,3
2-1 cTamua - He MeHee 75 % (Q) AHTapHOH KHCNOTH 3a 45 MHH. 91-97
(TP PD*)
4. PoncTBeHHbIE IPHMECH:
- THIIOKCAHTHH, FYaHO3HH Cymmaphoe coniepxatnue B 1 Tabnerxe e Gonee 2,5 % 0T HOMHHANEHOIO 0,02
concpXKaHnA HHO3HHA. (BIXX, I'd PO*)
- iR T Conepxanne B 1 Tabnetke He 6onee 1,0 % OT cOnEPMAHHE HHKOTHHAMMIA, 0,03
(BIXX, ['d PO*)
- CymMapoe conepxaHHe OT CYMMB ILI0IANCH HKOB HHKOTHHAMMIA H
"pm,:"“ AR HHO3KHa He Gonee 1,0 %. (BIXX, ['P PO*)
- moMH$naBHH Copepxannue 8 | TaGnerxe ve Gonee 0,20 % 0T HOMHHANLHOMO CONCPKAHHA
prGodnasnna pocpara Hatpua. (BIXX, I'd PO*)
5. MuxpoGronormieckas YHCTOTa Kareropua 3 A. (T'® Pd*)
O6imee uncno a3pobHsx Gaktephit He Gonee 10° B 1 1. Menee 10
O6mee uncno rpuGos He Gonee 10> B 1 1. Mesnee 10
Orcyrcrsue Escherichia colis 1 1. He obHapyxeHo
6. OIHOPOIHOCTD AO3HPOBAHHA
- puGodnasnna dpocdar HaTpu Jomxen coorsercrBopats TpeGopanuam. (I'® PO*, cniocob 1) COG“\:‘::T;YCT
AV=4,
- AHTapHas KHCJIoTa Jomken coorsercraopars TpeGoanmam. (T'd PD*, ciocob 2) Coorsercryet
AV=55
- HHKOTHHaAMHJ JlomkeH cooTreTcTBOBATE TpeGoBaHHAM. (I'P PP*, cnocob 1) CooTseTcTByeT
AV=1]1
- HHO3HMH JNomkeH coorsercrroBath TpeGosanuaM. (D PD*, cnocob 1) CooTeeTcTBYET
AV=68
7. KonwaecTBeHHOE OoNpeae/ieHHe
- pubodnasnHa gocdaT HaTpHA Ot 0,0045 no 0,0055 r Ci7H20N4NaOsP (pubodnasnHa dochara 0,0052
Hatpui) B | Tabnerke (CnekrpodoToMeTpHs B ynsTpadHoNeTOBOH
H BuanMMoh obnactax, I'd PO*)
- AHTapHaA KHCJIOTA Or 0,2850 0 0,3150 r C4HeO4 (aHTapHo# kucnoTs) B 1 Tabnerxe. 0,2888
(BOXX, I'd PO*)
- HHO3HH Or 0,0462 no 0,0538 r C10H12N4Os (uno3una) B 1 Tabnetke. 0,0465
(BIXX, I'd PO*)
- HHKOTHHaMHI 01 0,0231 no 0,0269 r CsHsN2O (HHKoTHHaMKaa) B 1 Tabnetke
(BRXX, D PO*) 0,0241
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8. Ynaxoeka Mo 10 wm 20 TabneTok B KOHTYPHYIO A4EHKOBYIO YNakoBKY H3 TUWHKH | [Tlo 20 Tabnerox B KOHTYpHOR
NONHBHHADUIOPHAHOH H  (ONBIH  AMOMHHHEBOH JUIA  YNAKOBKH. Auefixopoil ynaxoske H3
5 KOHTyPHBIX ueHKOBEIX YnakoBok nio 20 Tabnetok, 5 WiH 10 koHTypHbix | [UEHIH NOTHBHHHIIODHIHOR H
OmIT AEOMHHHEBOH TR
suefixoprx ynakopok no 10 Tabnerox BMecTe ¢ HHCTpYKuMeHd no
MEIHUHHCKOMY TNPHMCHCHHIO MOMCIIAOT B Nayky W3 kaproHa. LA R i —
KOHTpO/IA MNEPBON0 BCKPHTHA GOKOBHE KNaNaHe NaYkH MOryT 6L YTRAKOBOK BMECTE C HHCTPYKumel
3aknecHsl ITHKeTKaMH. [lauky MoryT 6uITe crpynnuposann B Gampaeponn 1O NMPHMEHEHHIO B NAYKE I3
TepMOYCanoYHOR MIEHKOH. hapriet.
9. Maplmponlca B cootsercTBuy ¢ TpeboBanmamu HIJ JIC-001767-010419, Uam. Ne | CooTBeTCTBYET
Haneceno cpeacteo
HAeHTHHKAUHK A58
CHCTCMBI MOHHTOpHHIa
JABIDKEHHA JIEKAPCTBEHHBIX
MPENapaToB.

* — nefictBytomee u3nanue I'ocynapctsennoit Gapmaxoneu Poccutickoit Menepaunn
3axmoyeHue: cooTBeTcTByeT TpeGoBanuam HJI JIC-001767-010419, Uam. Ne 1

Jlata Beinaun nacnopra: 23.06.2020

3apenytommii KAnJl
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Cankr-NeTepbypr
Hayuro-TexHonomny = A.B. Cxok
dapmMauesTieckan v pma

A. H. ®énoposa

C. K. Ckopuk
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PABPEINIEHUE HA PEAJIM3ALIMD
or 26.06.2020

[lpenapaT, ¢opMa BHOyCKa

UHUTOSJIABMH® rabneTx:, NOKPHTHE XMIIEYHOPACTBOPUMON ofonouxoi B 100
Poccwiicxas ®enepamms

Cepus 360620
KomnuecTBo OO KOHTposas 9 647 ynx
KosMuecTBO mociie KOHTpPOJS 9 636 ynxk
I AHammMTHUYecKoOIo nacnopra 531

AHayMs NPOMSEONCTBEHHOM DOXYMeHTaLDM
Jlocke Ha cepui0 NPOBEPEHO Ha

Hocke Ha cepuw onobpeHo Oa

KpuTnueckme oTkIOHeHMs oTcyTcTByoT Ja

Cepua npousBemeHa M NPOKOHTPONMPOBAHA B COOTBETCTEBUU C JIMUEeH3MEeN
Ha MPpOM3BOLNCTBO JI@eKAPCTBEHHHX CPelncTB, TpeBoBaHMaMM
PETMCTPAUMOHHOTO OOoChe, TpeGOBaHMAMM OpTraHM3aLMM [IPOM3BOLCTEBA U
KOHTPOJIA KauecCcTBa JIeKapCTBEHHHX CpencTs (npasun GMP), a raxxe
VHEMM TpeOOBaHMAMM NENCTBYOWETO B3aKOHONATENLCTBA.

[lpogykuma paspemeHa kK peanmMs3aumm fda

YrnomHOMOUYeHHOe JMLO

Benyumit mMHxeHep no

KadecTRy CrenaHosa M.C.

(IOJPXHOCTE ) (nonmuce ) (pacum@poBka nommmcu)

[losiokenne o nuuUe, OTBETCTBEHHOM 3a BHOYCK cepun ( YNOJHOMOUEHHOM
JiMLe no KadecTBy), pmarta yrTe. 05.12.2019







