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AK2BMONAD Crp.2 nad

Ne [MapameTpsi Metosst Meroankn Kpurepnn npuemiemoctn
/i KOHTPOJIA HCTIBITAHHH
| [Tpumenenne - - Kohenn-Gersoar Hatpus, pacrsop Ui

10;KOKHOTO BBeseHna 200 Mr/s ans
Kuipracrana

Punsun, raénerkn s Ph

I lurpamon-bopumest, Tabnerkn Junt
AsepGaiupkana, ['pyam,  Kazaxc-
tana, Keiprencrana, Taokuxkucrana,
Typrmenncrana, Y30ekucrana

(]

HauMenosanue no-

Kazaresnen KavecTsa:
2.1 Onucanne Busyanbumiii COI1-KO-14-102
[®PBEIL 14

2.2 *lMopmunbocTs

(HaeHTHHUKaIHA):

A. Temneparypa I'd PB 1, 2.2.14 | Pasaen «llopmrnocTs

nAaBJIeHUA (naeaTuduxanus) Ay
HJ1 Pb 2070C-2020

B. AGcopbumonnas | '® PB I, 2.2.24 | Pasaen «[loanunnocts

cnexTpooToMeTpHs (naenuduxanns) By

B undpaxkpacrnoi HJ1 PB 2070C-2020

obnacti

C. Kauecrsennas I'®PBIIL2.3.1 | Paznen «lloumunocTts

peaxkius (mnentudmranus) C»
HJ1 PB 2070C-2020

D. Kauecrsennan I'®PBIL 23.1 | Pasgen «llomunocts

peakums (naenTrdukamua) Dy

HJ1 PB 2070C-2020
E. Iloreps B macce e PhII, 2.2.32 | Paznen «lloumARocTs

1PH BLICYHIHBAHKH (uaentudmkanus) E»
HJI PB 2070C-2020

F. Peakuns na kcan- | '@ PB 1L, 2.3.1 | Paspen «lloammuuocts

THHBI (naentuduxanus) F»
HJ1 PB 2070C-2020

2.3 Ipospaynocts I'®PBIL 2.2.1 | Pasaen «llposzpaunoctsy
HJ1 Pb 2070C-2020

benwiit wm nout Oesbifl KpHeTan-
JIHYECKHIT IOPOLIOK WIH IUECTKOBH-
cTbie Denbie HAH NOYTH BElbie KpH-
CTAWIbL.

VMEpeHHO PacTBOPHM B BOJIE, JICIKO
PACTBOPHUM B KHIAICH BOAC, Maio
pactBopum B 96 % crupre. Pacrio-
pAETCS B KOHUEHTPHPOBAHHBIX Pac-
TBOpax OGeH3oaroB HAH CatnlMia-
TOB INEJIOYHBIX METAILION

A. 071234 °C no 239 °C

B. UK-cnexktp mcnbimyemoi cybe-
TAHIHA JIOMKEH COOTBETCTBOBATH
UK-cnexktpy ®CO xodenna (EP
CRS) uau crexrpy, npeiacrasicH-
HOMY Ha pHCYHKE |

C. ObGpa3syercst KOpHHHEBHIH Oca-
JIOK, KOTOPBIA pPacTBOPRETCA NOCIe
HEHTPAIH3ALNH PAacTBOPOM HATPHA
I'HAPOKCH/A Pa3BeICHHBIM

D. [MossaseTcs WHTCHCHBHOE CHHEE
OKpalHBaHHe

E. Beuiepxusaet ncnsiranue «flo-
TEPS B MACCE ITPH BLICYITHBAHHH»

F. JlaeT peakumio Ha KCAHTHHbI

Pacrsop momwen OwiTh npospas-
HBIM

2.4 [lseTHOCTH '®PBII 2.2.2, | Pasgen «llsernocTsy Pacteop nomken Owite  OGecuser-
meton Il HJI Pb 2070C-2020 HBIM

2.5 Kucnornocts B coorsercreun | Pasaen «Kuciornoers» | He 6onee 0,2 ma 0,01 M pacrsopa
¢ HI1 Pb HJ1 PB 2070C-2020 HATPHA I'HAPOKCHIA




OA =

Creunduraums Ha HCXOAHBIC MATCPHALI \ WUTTT VIO Res GTIC-KO-14-0092-19

Y. rHIRD Crp.3 w3 d
Ne [Mapamerpst Meronl MeTtomkn KpHTepH# NpHEMIEMOCTH
n/n KOHTPOJIR UCIIBITAHUH
2.6**pH 1 Y% pacr- |[T®PBIL223 |T®PHIL22.3 Vkassipaiores  lakruueckue pe-
BOpa 3YIBTATHI.
Hamepsior pH pacrsopa S, npiro-
TORACHHOTO KAk YKa3laHo B pasienc
«Mennrrasmsy HJL PB 2070C-2020
2.7 Conyrersytoume | I'® PB11,2.2.29 | Paanen «Conyicrayio-

TIPHMECH:

- Hecnennpuuupo-
BAHHLIC IPHMECH

- CYMMa nipuMeced
2.8 Cynwdars

2.9 MNMoveps B Macce
MpH BLICYIIHBAHHH

2.10 Cynwarnas
3071

'®PBIL 2.4.13

o PbIL 2232

FdPBIL 24.14

[ITHE TIPHMECH»
HJ1 Pb 2070C-2020

Pasnen «Cyasdarniy
HJ1 Pb 2070C-2020

Pasnen «[loreps B Macce

NPH BLICYITHBAHHH Y
HI1 P 2070C-2020
Paszen «Cynsdarnas
30man

HJ1 P 2070C-2020

He 6onee 0,10 %

He 6onee 0,1 %
He Gonee 0,05 % (500 ppm)

He 6onee 0.5 %

He Gonee 0,1 %

2.11 Taxennie me- I'® PE1IL 2.4.8, | Pasnen «Tsokensie Me- He Gosee 20 ppm
TAIb] meron € TAUILIY
HJ1 Pb 2070C-2020
2.12 Ocrarounsie [®PBIIL, 2.4.24 | Pazaen «OcTaTouHbie [®PBILS5A4
KOTHYECTBA OpranH- KOJIHYECTBA OpraHuye-
HECKHX pPacTBOPHTE- CKHX pacTBOpHTEIEH
neit: HJ1 PB 2070C-2020
- xaopoopm He Gonee 60 ppm

2.13 Kosmuectsen- | IT'® PB 11, 2.2.20 | Paznen «KonuyecTsen- He menee 98.5 % u ne Gonee
HOC Olpele/icHHE HOE OTpeJeneHHe) 101,5 % B nepecyeTe Ha Cyxoe¢
HJI PB 2070C-2020 BELLIECTBO
2.14 ***Baktepnaine- | [® PB 11, 2.6.14 | MeToauka Henbmanuii He Gonee 0,7 ED na 1 mr xofen-
HBIC YHITOTOKCHHE AMBE-12-0092 Ha
COI1-KO-12-059
2.15 Mukpobuono- | '@ PBII, MeToauKa HenLITaHHA OPHILS.1.4

rUHECKas YHcToTa:
** Jlns npousson-
CTBA CTEPHIILHBIX
JIE:

- of1ee KOAUIECTBO
anpobos (OKA) u
ol1ee KOJIHYeCTBO
rpn6os (OKI') cym-
MapHO

- 'pPaMOTPHIIATE b~
ubix baxTepnil, To-
NEPAHTHBIX K KCITIH
- Pyeudomonas ae-
ruginosa

2.6.12,2.6.13

AM-12-0092
COI1-KO-12-197

He 6onee 10° KOE/r

Orcyrersue B 1 ¢

OrcyrcrBre B | 1
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CrieuddUKALHT Ha HCXOIHBIC MATEPHAITH! shedd i GTNC-KO-14-0092-19
oo ’ Crpd nzd
Ne IMapameTpsi Meroan Meroankn Kputepun npuemiaeMocty
n/n KOHTPOJIS HCnbITAHM

- Staphylococcus au-
reus

Jlns nponssoacTea
nectepuibabx JITT:
- of1ee KOIHYECTRO

Otcyrcrame B | 1

aapobos (OKA) 10° KOE/r
- 001Iee KOAHYeCTBO
rpubos (OKI) 10° KOE/r
- Escherichia coli Otcyrersue B | r
3 Or6op npob - B cooTseTrcTBHM CO -
CTaHAAPTHON Onepaiu-
OHHOI Nponeypo:
COI1-KO-14-057,
COII-KO-12-024
R O6BLeM KOHTPOJTb- - - AJl: 35,0 r
HO# 1pods! MBJI:
qutst crepuibibix JIT =310 ¢
Juisi HectepuibHbix JITT — 20,0 1
5 | Yenosus xpaHeHus E - B nuiotHo 3aKpbiToM KoHTelHEepe
6 Cpox rogHocTi - - 4 rosa
7 Vnakoska - - JIByXcnoiiHbie  MOMHITHICHOBhIC
MAKEThbl, BIOKCHHBIE B OyMaKHbIe
Gapabanbl  WIH  KOHTEHHEPHbIC
MELLIKH
8 UarorosuTens - - Jilin Shulan Synthetic Pharmaceu-
tical Co., Ltd., Knrait
9 | Kon - - Jlas crepuabnbix JTIT — 120335

JUns secrepunnibix JIIT— 120067

*Ucnuimanus MOUTHHHOCTH M3 Ka#I0# YIIaKOBOMHON eTHHHIIB! NEpe/]l BHIAAYCH B TPOH3IBOACTHO MIPORO-
anth cornacio COT-K0-14-056 meronom 'd PB 11, 2.2.40 Crnextpodotomerpust Oimknero nugpa-
kpachoro auanasona nubo ['® PB 11, 2.2.48 Pamanonckas crneKTpoMeTpus. KpHTEpHH MpHEMIECMOCTH!
«CriekTp HensITyemoro o6pasia J10KeH COOTBETCTROBATE CIICKTPY KO(EHHE, BHECEHHOTO B ONOMOTEKY
criektpos BUK-ananusaropa mmbo cnextpoMerpa konebareasHoro (paMasoBCKOro) paccesHusy.

** [lonomuurensuoe tpeGopanue OAO «b3MITx.
***HenbIranus MPOBOIAT, €CAH HCXOAHBIA MaTepHaT NpeHa3Ha%eH Ui IPOH3BOACTBA JIEKapCTBECHHBIX
[PENAPATOB MAPECHTEPANEHOIO NPHUMEHECHHS.




