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Cricunhurauns Ha HCXO/IHBIC MATEPHATE Y o GTICAKO-14-0356-035
WRGFSTEOTNG Crp. 2 i3 4
Ne [lapamerpsl Metozss Meroauks KpHTEpHH IPHEMACMOCTH
/n KOHTPOIA HCTBITaHuH
1 [puMenenue Herpasen, TabieTy HOKPRITHIC
IeRO4HO#H ofonoqKoi 500 mr
Herpaser 1000, tabnetxy no-
KPBITEIE TUIHOUHOH 080n0uKof
1000 mr
BAJZL JJetpascH 500 mr
2 HamMenosanue mo-
KasaTesnel xauecrna:
2.1 Onucanue Bazyanssblii; COI-KGO-14-102 | CepoBaro-enThifl HAK CBETIIO-

(croiicTpa) TOPBILTom 1, 5.11

2.2 Nogmuanocts

{(MACHTHHKAIHS )

- IHOCMUWHE

A BIXX IO PRI oM 2,
2.2.29

B. BoOXX (MDD 'O PRI, Tom 2,
2.2.29

- FECTICPMIIHH

A BOAX TGP, ToMm 2,
2.2.29

B. BOXAX (JIMD I'® PEIL, Tom 2,

2229

Pazaen «[Topmus-
HOCTE (HACHTHH-
KALHA) A [HOCME-
Hay

HHAPE 1415C-2019,
u3M. Nel

Pazmen «llonmm-
ROCTE (AACHTA(H-
Kaims) B miocMu-
Ha»

HJIL PE 1415C-2019,
M. Nel

Pazzaen «[lomwmun-
HOCTE (MIEHTRQH-
Kaums) A recrepu-
JIHEHAN

HI PB 1415C-2019,
uam, Nel

Pazaen «flomny-
HOCTE (MncHTHH-
raums) B recriepn-

#enTelH nopoutok. [ urpocko-
THYEH.

IlpakTHyYeCKH HEPAacTBOPUM B
BOJAE, PpPacTBOPBEM B AOMMETHII-
CYTBMDOKCHAS, O9SHb Mail0 pac-
TeopuM B 96 % cniupre. PacTso-
PUM B Da3BCHCHHBIX LIEJIOUHLIX
pacTaopax.

A. Ha xpomarorpaMme HCIBI-
TYEMOI'0 pacTBOpa BpeMs yiep-
KABAHAR OCHOBHOTO TEKKa J4-
OCMHHA [JOTKHO COBIaZaTh Co
BPEMEHEM VIACPKHBAHHA IIHKa
MIOCMHEA Ha XPoMarorpamme
pacTEOpa cpaBHewusa {(aj, roay-
YCHHBIX [OPH  KOJIHYSCTBEHHOM
OTIPENETCHHH IROCMUHA.

B. Cnextpsl QHOCMHHA, [OTY-
YeHHLIC LS pacTBOpa CparHe-
HUs (a) B UCIBITYEMOrO PacTBO-
pa, CHATHIE ¢ MTOMOINLIO HOXHO-
MaTpHYHOIO ICTEKTOpa IIpH Ko-
SHMYECTBEHHOM ONPEICICHHH, B
obractn oT 240 mM mo 400 um
JOTDKHET COBNAJIATE.

A. Ha xpomatorpamme HCITsI-
TYEMOTO pacTBOPA BPEMS yiep-
KHABAHHA OCHOBHOTC ITIHKA rec-
HEPHAHHA JOTDKHO COBNANATE CO
BPEMEHEM VICPWKUBAHMS I1IMKA
TeCHepUINIa Ha XpoMaTorpam-
ME pacTBOpa cpaBHeHud (&), no-
NYHEHHBIX IIPH KOAHYSCTBCHHOM
OIpEACNCHHH eCTICPUINHEA.

B. Cnextpel recnepunuua, mno-
TYyYeHHBIE O% pacTBOpa Cpak-
HeHust (€} H HCITBITYEMOTO pac-
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Ne Hapamerps Meronss Merondkn Kputepun npueMieMocTy
n/m KOHTDOMA HCIIBITAHHA
AVHAY TBOpPa. CHATHIE ¢ TOMOIIBIO
HZE Pb 1415C.2019, | AHODHO-MATPHYHOIG  [IETEK-
uzn. Nel TOpa TPH KOMHMECTBECHHOM
OHpeeiiennn, B o0sacty oT
240 uM go 400 BM HOIKHB
COBIARATE.
2.3 Vlon IO PBIL ToM 1, Paznen «Mom» He 6onee 0,1 %
2236, 2510 HIAPH 1415C-2019,
nanm. Nel
2.4 Bona D PEIL Tom 2, Pazgen «Boaa» He Bonee 6,0 %

2.5 Taoxérnnie MeTaa-
Jbi

2.6 Cynpdarras 30-
T

2.7 ConyTcTBYROIIHS
[IPUMECH:

- ALETOURCBAHWILION
(ipumecs A)

- n3opxordoIHy
(mpumecs C)

- 6-HOACaHOCMHUN
(mpumecs D)

- THHapRH
(mpumecs B)

- IMOCMETHE
(puMecs F)

- HeCHIEHHHLIHPO-
BaHHBIC TIPHMECH

- cymma npuMeceh
2.8 OcTaTogsslie Ko-
AWYecTsa OpraHpie-
CKUX PacTBOpHTE~
et

- MeTanol

- 3TAHON

- TIAPHIWH

2.9 Conepxanue
odmef PpraBoHOHI-
Ho# dpakunn

2.10 Paamep gacTun

2512
FOPHIL Tom 1, 2.4.8,

meton C

IGPEIL Tom 1,
2.4.14

o PRI Tom 2,
2229

T PEI, tom 1,
2.4.24,22.28

I'® PEII, oM 2,
2.2.29

T® PB I, Tom 1,
2.9.31

HIIPE 1415C-2019,
m3M. Nel

Paznen « Taxéipie Me-
TaJLITHE

HII PE 1415C-2019,
H3M, Nol

Paznen «Cynpharsas
30J18%

HJI PE 1415C-2019,
n3M. Nel

Paznes «ComyTeryto-
IHE TIPHMECHY
HIPB 1415C-2019,
naM. Nel

Pasnen «Ocraroynsie
KOJIHUECTBA OPTaHy-
YECKUX PacTBOpKTE-
nejiy

HII PE 1415C-2019,
uaM. Nel

Paznen «Conepxanne
obtielt GnasoHOHI-
HOJt dpaxupmn

HI PB 1413C-2019,
r3m. Nei

Paznen «Pasmep zac-
TROY

He Gonee 0,002 % (20 ppm)

He Gonee 0,2 %

He tonee 0.5 %

He Gomree 3,0 %

He Gontee 0.6 %

He Sonee 3,0 %

He Gonee 2,0 %

Hnsa xangoft npumecy He Ho-
nee 0,4 %

He 6osee 8,5 %
P PEIH, rom 2,54

He Sonee 3000 ppm
He donee 5000 ppm
He fosnee 200 ppm
92,0%-102,0%
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SRIBMNAAR

CTp. 4 u3 d

Ne
i/

TapameTps:
KOHTpOIA

Meroner

Meronmicy
VCIIBITARHH

Kpurepun mpaeMICMOCTH

- dos

2.11 Konuvecrsey-
1108 OUpEeneIIeHIE:
« JJAQCMHH

- TECTICPHIHH

2.12 MuxpoSnono-
THYecKag 9HCTOoTa!

- ofIlce KOINYCCTBO
aspobor (OKA)

1 - oDlee KOARYECTBO

rpados (OKI)
- Eschenichia coll -

TG PEI, Tom 2,
2.2.29

' PLIl tom 1,
2.6.12,2.6.13

HIIPBE 1415C-2019,
HaM. Nel

Paznen «KonuuegT-
BEHHOC QNPEICISHHEY
HIT Ph 1415C-2018,
u3am. Nel

MeTtonpka NpHrogHO-
CTH

AM-12-0356
[IpoToxon BaMMIaLHH
MMV-MHU-12-1572

He Sosiee 5 Miou

84.0 % - 90,0 % 8 nepecudre
Ha HEe3BOIHOC BEIUECTRO

8,0 % - 11,6 % B nepecuére
Ha 6e3BOAHOES BEIEECTBO

¢ PBILToM 1,5.1.4

10° KOE/r

10* KOE/r
OrcyTerBEe B 1 T

1.3

Ordop npob

B cooTtBeTcTBHH  ©
KOHTPOJALHOH olepa-
OEOHHOH  TIpouexy-
poH:
CON-KO-14-057,
COT-KO-12-024

4 OfBeM KOHTPOJIRHOMH - - AJE30,0r
npobst - ’ MBI 20,0r

5 Y¢ioB4s XpaHesus - - B nnoTHO 3aKpRTOM KOHTEH-
HEpe, B 3AIHIEHHOM OT CBe-
Ta MSCTE IIPH TEMIEDATYPE OT
15°Ca025°C

6 CpOK ronHOCTH - - 3 roza

7 Ynakoska - - 2 ROAKMITHACHOBBIX MEUIXKA B
TONHITRICHOBOM  Oapabane
25 kr

8 HsrotoBrTens - - Chengdu Apothe Laboratories
Ltd., Kuraf

9 Koa — - 120328




