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C. Kavecrsennas
peaKiHa

D. Kauecrsennas

B coorsercTBHM

cHA

B coorBeTcTBHH

HJ1 PB 0856C-2019

Paanen «[lomunocTs
(nnenTnduranus) C»
HJ1 PB 0856C-2019
Pasnen «lTomanocts

OA Eﬁ v
CrieusQHKALMs HA HCXOMHbIE MaTepuant |7 W 1| JC-KO-14-0092/1-15
OR3EMIIAD Cip.2 u3 d
Ne [TapameTpsl Metozas: Meroaukn Kpurepun npuemieMocTs
n/n KOHTPOJIA HCIBITaHHH
1 Ipumenenue - - Kotheun-Genzoar Hatpus, pacrsop s
noakoxHoro seejens 200 MrAw s
Asepbaitypkana, Kasaxcrana, Knpru-
3un, Pb, PO, Typkmenucrana
Punsun®, tabnetkn v Pb
Llurpamon-Bopumes, Tabnerku wis
AsepGaitkana, ['pysun, Kasaxcra-
Ha, Kuprusum, PB, Tajkukucrana,
Typxkmenncrana, Yibekucrana
2 Haumenosanue no-
Kaszaresei kavecTsa:
2.1 Onucanne Busyansubiit COI1-KO-14-102 Besbiit wnt nowmi Gesbiil KprCTA/LTHYE-
(cBoiicTsa) F'oPBIL 5.11 ckuit nopomok Jymbo Gesbie WM 1oYTH
Genbie MIC/IKOBHCTHIE KPHCTAUIBL.
YMEpeHHO pacTBOPHM B BOJE, JIErKO
PacTBOPHM B KHIAUICH BOJE, MO
pactsopum B 96 % cnupre. Pacrso-
pReTCs B KOHUCHTPHPOBAHHBIX pacT-
Bopax GeH30aTOB H CATHIIHJIATOB Lie-
JIOYHBIX METAUIOB.
Jlerxo cybGnumMupyercs.
2.2 TloIHHHOCTH
(naeHTHOMKALAN):
A. Temneparypa I'®PBIIL 2.2.14 | Pasgen «llommunocts | A. Ot 234 °C no 239 °C
NIaBJIeHUs (naenTHdukanus) A»
HJ1 Pb 0856C-2019
B. UK-cniextp I'® P11, 2.2.24 | Paanen «[lommunocts | B. Madpakpachsii cniektp npomycka-
(naenTuduxanns) By HHS HCObITYeMoro ofpasia J0JDKeH

COOTBETCTBOBATH CHEKTPY NpOIycKa-
uus CO kodenna (EP CRS) wm criek-

TpY, NPSACTARICHHOMY Ha pHCyHKe |
C. Ucnuiryemsiit obpa3sen 10/DKeH

BhUIepAKHBaTH TpebGopanns

D. lNosBasercs HHTCHCHBHOE CHHEE

peaxius ¢ HA (unentuduxamus) D» | okpammsanue
HJ1 PB 0856C-2019
E. [Toreps B macce I'® PB I, 2.2.32 | Pasnen «IToreps B mac- | E. Henmryemsiii oGpasent BeiiepiKn-
NPH BHICYIIHBAHHH ce NpH BeICymHBaHuKy | BaeT uenwiranne «[loreps B macce
HJ1 Pb 0856C-2019 MPH BLICYIIHBAHHH
F. Peaxums na xcan- | P® PBII, 2.3.1 | Paspen «Ilopmunocts | F. Hensrryemsiit oGpasent gaet peax-
THHBI (naenTuduxamus) Fr» [HIO HA KCAHTHHBI
HJI PB 0856C-2019
2.3 [Npo3pa4socTs I'® PB11,22.1 | Pasnen «Ilpospaunocts | Pactop S nomien GuiTh mpospay-
pacTsopa pacTeopay HBIM
HJ1 PB 0856C-2019
2.4 llgernocts pact- | ['® PB11,2.2.2, | Pasnen «lisetnocTs Pacrsop S nomken Owith Gecuset-
BOpa meton 11 pacTsopa» HBIM
HJ1 Pb 0856C-2019
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CneumduKauus Ha HCXOAHBIE MATEPHAIIbI

S "l
i VATDUITBHRBIAITE-KO-14-0092/1-15

aizennnap | Crp. Iusd
Ne [Mapamerphi Mertoasl Meroaukn Kputepun npuemMaeMocTs
n/n KOHTPOJIS HCIbITAHHN

2.5 Kuciaotaocers

2.6 Conyrersytomue
NPUMECH:

- HecnemHpupo-
BAHHAA NPHMCChH

- CyMMa npuMecei
2.7 Cynuats

2.8 Tawennie meran-
Bl

2.9 Toreps B Macce
NPH BHICYITHBAHHH

2.10 Cyasparnas
30712

2.11 Ocrarounoe
KOJHYECTBO OpraHu-
YECKHX PacTBOPHTE-
neit:

- xsopodopm

2.12 *baxrepHaibHbie
IHIAOTOKCHHBI

2.13 KonuyecrseH-
HOE Onpe/Ie/ICHHE

2.14 MuxpoGuosno-
rudecKas YHCToTa:

- JUISt TIPOH3BOJICTRA
crepubtbix JIIT:

- obliee KonH4eCTBo
aspobos (OKA) 1
ob1uee KOJIHYECTBO
rpubos (OKTI') cym-
MapHO

- TPaMOTPHIIATE b~
HbIX DakTepnil, To-
JIEPAHTHLIX K JKEJIIH,
mbo GakTepuii ce-
meiicTea Enterobac-
teriaceae

- Pseudomonas ae-
ruginosa

- Staphylococcus au-
reus

B cooTBETCTBHH

cHJ

[®PBII 2229

I'dPBIL24.13
'O PBII 2.4.8,
metoa C

' PBII, 2.2.32

F'eoPhIL,24.14

e PBII,
24.24,2.2.28

D PBII 2.6.14

e PBII, 2.2.20

e PBII,
2.6.12,2.6.13

Paznen «KucaorHocTs»
HJ1 PB 0856C-2019

Pasnen «Conyrersyio-
HIHE TIPHMECH)
HJ1 Pb 0856C-2019

Pasznen «Cymsgparsn
HJ1 PB 0856C-2019
Paznen «Tsokensie me-
TAUILI»

HJ1 PB 0856C-2019
Pasnen «[lorepa B mac-
C€ NPH BHICYIIHBAHKH)
HJ1 PB 0856C-2019
Pasjien «CynbpaTnas

3ona»

HJ1 Pb 0856C-2019
Paanen «Ocrarousoe Ko-

JTHYCCTBO OPraHHHeCKHX

»

HJ1 PB 0856C-2019

MeTtoanka uenbrranui
AMBE-12-0092/1
COIT-KO-12-059
Paznen «Konuuecrsen-
HOE OIpe/ie/IeHHEe)

HJI PB 0856C-2019
MeTroanka HenbITaHui
AM-12-0092/1
COI-KO-12-197

He Gonee 0,2 ma 0,01 M pacrsopa
NaOH tpebyercs Ui M3MCHCHHA
1BETa HHAMKATOPA

He 6onee 0,10 %

He Gonee 0,10 %

He 6onee 0,05 % (500 ppm)
He 6onee 0,001 % (10 ppm)
He Gonee 0,5 %

He Gonee 0,1 %

F'®oPBIL 54

He Gonee 60 ppm
He 6onee 0,7 ED na 1 Mr kodenna

Ot 98,5 % no 101,5 % B nepecuere
Ha CYXO€ BEIIECTBO

I'®oPBIL5.1.4

He 6onee 10> KOE/r

Orcyrcrsue B 1 r
OrcyrctBue B 1 1

Orcyrersue B 1 1
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. l
Creus(MKaLIHA HA HCXOIHBIE MATEPHANBI i QHT L TGTIC-KO-14-0092/1-15
ot skaeManns | Crp.dmwd
Ne [MapameTpsi Metoast Meroankn KpHTepu# npHeMiIeMocTH
n/n KOHTPOJIA HCIILITAHHH

- JUIS MPOM3BOACTBA
Hecrepuabubix JIIT:
- 0D1Iee KONHYECTBO

aspoGos (OKA) 10° KOE/r
- oDIee KOMHYECTBO
rpubos (OKI") 10* KOE/r
- Escherichia coli Orcyrereue s | r
3 Or6op npob - B coorsercTeHHE CO -
CTAHAAPTHON onepaiu-
OHHOH npoueypo:
COI1-KO-14-057;
COI1-KO-12-024
4 | O6nveM KORTPOMDL- - - AJl: 300r
HO#H npobl MBJL:
- JUis npou3Bo/cTBa crepubabX JIIT -
310r
- JUIA MPOM3BOJICTBA HECTEPHIIBHBIX
JIT-20,0r
5 | Yenosus xpanenus - - B n10THO 3aKpbLITOM KOHTEHHEpe
6 | Cpok roaHocTs - - 4 rosa
7 | Ynakoska - - [MonuaTHICHOBBIE NAKEThI, BIOKEH-
Hble B Kapronnsie Gapabansl, a Tax-
e JApyrde BH/bI YNakoBkH, obecne-
YHBAIONIHE COXPAHHOCTH ChIPhA B
TEHECHHE CPOKA MOJHOCTH.
8 | Uarorosurens - - Shandong Xinhua Pharmaceutical
Co., Ltd., Kurait
9 | Koa - - Jing crepunsubix JITT — 120335

JUis necrepuibabix JIIT - 120067

NPENapaTos MapeHTepaIbHOro NPUMEHCHHA,

* - HCTIBITAHKE IIPOBOJAT, eC/i CyOCTaHIIHA NpeIHA3HAYEeHa 1A POH3BOJICTBA JICKAPCTBEHHBIX




