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CneundHKkauns Ha HCXOAHBIC MaTepHansl [ ]

JKICMINAD

CT1C-KO-14-0076-15

Crp. | n3d

Jlara BBe/ICHNA C: BBOAHTCH B3AMEH! Jledicrayer 1o: TIpHTHHA: AKTYATH38LMA
44 €. 200 . CIC-KO-14-0076-14 Becepouno
ot 03.01.2017 r.
ACKOPBHHOBASI KUCJIOTA
Acidum ascorbicum
ASCORBIC ACID
Kountpoas kayecrsa no H/L Pb 2103C-2020
Cocrasui Cornacosaiun Yreepaua

Nonmnocts: xumuk |1 kareropun AJl

JlomkuoceTs: Hasaibnk OKK

JIO/MKHOCTD: 3aM. NEHEPAILHOTO AH-
A
PEeKTOpa MO KaueCIBY.

HO®: M.B. KyxopeHko

HO®: T. aﬂs’myg( e

Moanues: Y A X

st L XEET
Momnmes: [

[Toanuce:

gam: AS O HQJ ']

Jara: 1G0¢ 20300/

Jara: AY C€ ,y..w.
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J1O/KHOCTS: 38M, HauansHuka AJl
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HO®: B.O. Pmu,u( HO®: HA. Maisirusa 2
Moanmes: </ 77 TMoanucs: Tt

Jlara: LS O€ 1020:

s

Jlata: 49 O 2040 .

Jlonxnocts: Guonor | kareropuu

JlonmnocTs: Havanbhuk MbJ1
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Mara: L‘qui A0LO .
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Jlata: A% CE 20246,

JlosmnocTs: Hayansink OCuP

HOD: O.B. NocnoabiHuy
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(cBOCTBA)

2.2 lNosmunocTs
(naeHTHDHKAINSA):
A. AGcopbunonnas
criekrpodoTroMeTpHA
B yabTpadmosiero-
BO# ¥ BHJIMMO#H 00-
nacTax

B. AGcopOunonnas
crniekTpooToMeTpHa
B HH(ppakpacHo#
obnacTn

C. pH

D. Kauectsennas
peaxims

2.3 [lpo3spavnocTs
pacTBOpa

2.4 lserHocTs pac-
TBOpA

2.5 YaeneHoe onru-
YeCKOe BpalleHHe

2.6 Ipumecs E

[OPBIL tom 1,
5.11

'O PBIIL tom 1,
2.2.14

IO PBII, Tom 1,
2.2.25

I'®PBII tom 1,
2.2.24

I'd PBIL oM 1,
223

B cOOTBETCTBHH C

HJ/1
'O PBIL tom 1,
2.2.1

I'd PEIL tom |,
2.2.2, meton Il

I'dPEIL Tom 1,
2.2.7

B COOTBETCTBHH C

H

Paznen «[lomnmmn-
HOCTh (HaeHTHdH-
Kanus) A»

H PB 2103C-2020

Pasnen «[lowun-
HOCTS (MaeHTHH-
Kauus) B»

HJ1 PB 2103C-2020

Paznen «llopnmn-
HOCTE (MaeHTH -
Kauus) C»

HJ1 Pb 2103C-2020
Pasnen «llommun-
HOCTH (MaeHTH -
Kaums) Dy

HJ1 Pb 2103C-2020
Passen «Ilpo3pay-
HOCTH pacTBopa»
HJI P 2103C-2020
Painen «llsernocts
pacTsopan

HJ1 Pb 2103C-2020
Pasznen «YaenpHoe
ONTHYECKOE Bpallie-

HHEC»
HJ1 PB 2103C-2020

Paszaen «llpumecs
E»
HJ1 PB 2103C-2020

:7“:::.1:51'4..:! C1p.2n34
Ne [Napamerpni Meroasl Meronkn Kpurepus npreMaeMocTH
n/n KOHTPOISR UCNILITAHWA
1 [Tpumenenne AcKopOHHOBAS KHCIOTA, PACTBOP UL
BHYTPHBEHHOTO ¥ BHYTPHMBILICHHOTO
seeaeHua 50 mr/ma
AcKOpOHHOBAS KUCJIOTA C IITHOKO30H,
TabneTku
2 Haumenosanne no-
Kazaresieil KayecTsa:
2.1 Onucanne Bu3yansHbiit, COI1-KO-14-102 | Benbiit i noyty Genblii KpUCTALIK-

yeckuit nopomok wiM OecluseTHbIe
kpucTansl. [lpn Bo3aeiicTBul BO3IY-
Xa ¥ BJIAIH CTAHOBHTCH GECUBETHLIM.
Jlerko pacTBOpHM B BOJE, YMEPEHHO
pacrsopum B 96 % cnupre,
Temneparypa niasieHus 0Ko10

190 °C ¢ paznoxeHHeM

A. VieasHblll nokasarenns noraoue-
HHSl B MAKCHMYME [TPH JUIHHEC BOJIHBI
243 um ot 545 no 585

B. UK-cnextp npormyckanus HCbi-
Tyemoro obpaiua J0/1KeH COOTBETCT-
sosatk MK-cniextpy npnonyckanus
CO ackopbunosoft kucnorsl (EP
CRS) uan cnexTpy, NpeiCTaBICHHOMY

Ha pHcyHke |
C.Or2,1 102,6

D. Obpa3syercs cepslit 0Can0K

Pactsop n0/1%eH ObITh MPO3pavHbIM

Okpacka pacTsopa JI0/uKHA ObITh He
uuTeHcHBHee stanona BY(KK),

Or + 20,5 no +21,5

He 6onee 0.2 %
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Ne [TapameTpht Meroas Meroauku Kputepnu npuemieMocTy
n/n KOHTPOJIs HCIBITAHUA

2.7 Conytersyioumse | F'® PB I, tom 2, | Pasnen «Conyrer-

NPHMECH: 2.2.29 BYIOLHE IPHMECH )

- npumecs C HJ1 Pb 2103C-2020 | He Gonee 0,15 %

- npumecs D He 6osee 0,15 %

- HecnennpHIHpo- He Gosnee 0,10 %

BAHHBIC TIPHMECH
- CyMMa [puMecei,
Kpome npumeceit C
uD

2.8 Mean

2.9 Keneszo

2.10 Taxenwie me-
TAUIL!

2.11 Cyawdarnas
3018

2.12 OcrarouHoe
KOJIHYECTBO OpPraHu-
YEeCKHX pacTBOpHTE-
JICH;

- METAHOJI
2.13 KosudecTBeH-
HOE ONpeae/IeHHe

2.14 bakrepuanbHbie
IHAOTOKCHHE *

2.15 Mukpobnosno-
rHYecKas YueToTa:

FdPBILTOM 1,
2.2.23, meton I;
HIN

I'd PB 1L, Tom 1.
2.2.22

'® PBIL tom 1,
2.2.23, meron I;
HIIH

I'® PB 1L tom 1,
2222

I'® PBII, Tom 1,
2.4.8, metont A

[®PBIL Tom 1,
24.14

I'®PBII tom 1,
24.24,2228

['® PB I, Tom 2,
2.2.90

[®PBIL Tom 1,
2.6.14, meton1 A

I'd PB L, tom 1,
2.6.12,2.6.13

Pasznen «Meawb»
HJI PB 2103C-2020

Pasznen «Kenezo»
HJ PB 2103C-2020

Pasnen «Tsxensie
METAIbIY

HJ1 P 2103C-2020
Paznen «Cynsdar-
Has 301a»

HJ1 Pb 2103C-2020
Painen «Ocrarounoe
KOJIHHECTBO OpraHu-
YeCKHX pacTBOpHTE-
nehy

HJ1 PB 2103C-2020

Pasnen «Konnvect-
BEHHOE onpejene-
HHEY

HJ1 PB 2103C-2020

Meroauka npuroji-
HOCTH
AMBE-12-0076
[TpoTokon Banujia-
MK
MMV-MH-12-530
MeTonKa NpUroj-
HOCTH

JUIS CTEPHIIBHBIX AM-12-0076

JIC: [TpoTokon sanuaa-
MM

- 0011ee KOJHYECTBO MMV-MH-12-039

aspobos (OKA)

oOu1ee KoJIHYeCTRO

rpubos (OKI)

He 6onee 0,2 %

He Gonee 0,0005 % (5 ppm)

He 6onee 0,0002 % (2 ppm)

He Gonee 0,0010 % (10 ppm)

He 6onee 0,1 %

F®PHIL ToM 2,54

He Gonee 3000 ppm
He menee 99,0 % u ne 6onee 100,5 %

He Gonee 1,2 ED na | Mr ackopOuHoO-
BOM KHCIOTHI

I'oPBIL,tom 1,5.1.4
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Crieundmxalna Ha HCXOAHLIC MATEPHAIIBI

Ne [TapameTpht Meroas! Meroauku Kpurepun npuemiemocTy
n/n KOHTPO/1s HCILITAHHH
CyMMapHo He Gonee 10° KOE/r
- FPAMOTPHIATE b=
HBIX OakTepui, T0-
NEPAHTHBIX K KCITYH,
nnbo Gakrepuii ce-
meiictea Entero-
bacteriaceae Oreyrerue B 1 r
- Pseudomonas aeru-
ginosa Orcyrersue B 1 r
- Staphylococcus
aureus Oteyrersue s | r
JUIA HECTEPHIIBHBIX
JIC:
- of1iee KOHHECTBO
a3pobos (OKA) 10° KOE/r
- obuLee KOMHYECTBO
rpu6os (OKI) 10* KOE/r
- Esherichia coli Oreyrcreue B 1 1
3 Orbop npob ~ B coorBeTcTBHH CO -
CTaHAAPTHO# onepa-
IHOHHOR npouey-
poii:
COI1-KO-14-057,
COI1-KO-12-024
4 OOBEM KOHTPOIIb- - - AJl: 80,0 r
HO#t npoGbl MBJI: 11,0 r — s crepribibix JIC
10,0 r — ans vecrepuibhbix JIC
5 Yenosus XpaHeHHs - - B n10THO 3aKpeITOM HEMeTaLIHYe-
CKOM KOHTCHHEPE B 3AIIHIIECHHOM OT
CBETA MECTe
6 | Cpok roaHocTH - - 3 rona
7 Ynakoska - - [ToNMMITHACHOBLIC 118KEThI, BIJIOKCH-
Hble B KapToHHBIC KOpoba, a Takke
JAPYrHEe BHIBI YNAKOBKM, obecrieuu-
BAIOIIUE COXPAHHOCTDH ChIphi B Tewe-
HHC CPOKA rOJTHOCTH.
8 Hsrorosurens - - Northeast Pharmaceutical Group Co.,
Ltd., Kura#
9 Koxa - — 120050

* — HCTIBITAHHE MPOBOAAT, €C/H CYOCTAHIMS NPCIHAIHAYEHA VIS TPOH3BOJICTBA JICKAPCTBEHHBIX CPE/ICTB

JUIA NAPCHTCPATBHOTO ITPHMCHCHHA.




