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Kountpoas kayecrsa no H/L Pb 0037C-2020
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IRSEMITTTD Crp. 2mid
No [apamerpsi Meroaw MeTtoanku Kpurepuu npuemiemMocTy
/1t KOHTPOJIs HCTIBITAHNH
! [Tpumenenne PuBOKCHH, pacTBOp JUIR BHYTPH-
BeHHOro BeeaeHnsa 20 Mr/ma
Pubokcun, TabaeTku NOKPLITHIC
obonoukoit 200 mr
BAJl Pubokcun, TabaeTku no-
KpbiThie oGosoukoi 200 mr (s
skcnopra B EC)
2 Haumenosanue
nokazareneil Kave-
cTRA:
2.1 Onucauune Buayaishbii, COIT-KO-14-102 benble KpUCTaIBl WIH KpHCTAN-

(crodicTsa)

2.2 lloanuuHOCTD
(HaenTuiuKaug):
A. AGcopbumonnas
cnekrpooromer-
pHus B yabTpagmuo-
JETOROH W BHIM-
MOi pOnacTax

B. Kauectrennan
peaxims

C. Abcopbunonnas
cnexTpodoTomer-
pus B VisTpaduo-
NETORON W BHIIMN-
MOit obsacTax

2.3 llpospaunocts
pacTBopa

2.4 llsetHocTh
pacTeopa

2.5 Ceeronponyc-
KaHue

2.6 pH

2.7 Conyrersyio-
1IHE TIPHMECH

= FTHNOKCAHTHH

I'd PB I, tom |,
5.11

I'd PEIL, Tom 1,
2.2.25

B COOTRETCTBHH C
HJ1 Ph

I'd PBIL tom 1,
2.2.25

I'd PB L. tom 1,
2.2.1

I'd PE L, tom 1,
2.2.2. meton 1l

I'®OPBIL tom 1,
2225

I'd PBIL tom 1,
2.23

"D PE 1L, tom 2,
77129

- -

Paznen «llojgnun-
HOCTH (HaeHTH(HKa-
Lus) A»

HJ1 P65 0037C-2020

Paznen «lloammn-
HOCTH (HAcHTH(MKA-
uus) By

HJIPB 0037C-2020
Pasnen «lToumu-
HOCTH (HAeHTH(HKa-
1us) Cr»

HJ1 Pb 0037C-2020

Pasznen «llpopay-
HOCTb PAaCTBOpa»
HJ1 P 0037C-2020
Paizen «llsetnocTn
pacTsopa

HJ1 PB 0037C-2020
Pasnen «Cseronpo-
MyCKaHHe»

HJ1 PB 0037C-2020
Paznen «pH»

HJ1 PB 0037C-2020
Paznen «Conyrer-
BYIOIIHE NTPHMECH )
HJ1 PB 0037C-2020

JHUECKHil nopoiok 6e3 3anaxa,
VMepenHo pacTBOopHM B BOC.
MPAKTHYCCKH HEPACTBOPHM B

96 % cnupre.

A. Y®D-cnektp pacrsopa JI0KeH
HMETH MAKCHMYM TOIJIOUICHHS B
HHTepBae JUTHH BOH 247 HM ~
251 UM M MHHHMYM TIOFJIOHICHHSA B
HHTEpBaIe UHH BOaH 220 1M ~
224 am.

B. lMossasercs jenenoe okpaim-
Banue (pubosa)

C. OrHoerne Azsn/ Agn COCTARB-
aser ot 1,63 10 1,83

Otnowmenue Axgn/ Ao COCTABNS-
er ot 0,18 10 0,30

OtHomenue Azgo/Azsn COCTABISET
ne Gonee 0,1

Pactsop noskeH ObiTh npo3pay-
HBIM

Pacteop nomken Owith Oecuser-
HBIM

He menee 98.0 %

Or48 1058

He Gonee 0.15 %
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Crp.3 n3d

n/n

[Tapametpst
KOHTPOA

~ FYaHO3HH
- mobo# Apyroi
IIPHMECH
- cymma npumecei
2.8 [Moreps B macce
MPH BBICYLLIHBAHWH

2.9 Cyasdarnas
30014

2.10 Tawennie me-
TAJUIbI

2,11 Mbibsik

2.12 Konuvecr-
BCHHOC OTpeaene-
HHE

2.13 Mukpobuoso-
rHYecKas YHCTOTA:
- JUIA CTEPHILHBIX
JIC:

- 001tee KoauuecT-
80 aspobos (OKA)
# oDduiee Konnue-
ctio rpubos (OKI)
CYMMApHO

- rpamMoTpUIaTeIb-
HbIX GakTepuit, To-
JICPAHTHBIX K KeJl-
uu, b0 Gakrepuii
cemeiictsa Entero-
bacteriaceae

- Pseudomonas ae-
ruginosa

- Staphylococcus
aureus

- JUIS HECTEPHIIb~
uuix JIC:

- obee KoaMyeCT-
B0 aspobos (OKA)
- ob1Iee KOJIHYecT-
80 rpubos (OKI')

- Escherichia coli
2.14 I'uporen-
HOCTL®

Metoasl

I'd PB I, Tom 2,
2.2.32

' PBIL tom 1,
24.14

I'd PBII, tom 1,
2.4.8, meton C

'O PBII Tom |,
2.4.2, meTon A
I'® PB I, Tom 2,
2.2.29

I'® PB I, Tom 1,
2.6.12,2.6.13

I'd PB I, Tom 1,
2.6.8

MeToankn
HCnbITaHuii

Paszien «Iloteps B
MAacCe TIPH BhICYIIH-
BaHHH»

HJ1 Pb 0037C-2020
Painen «Cynsarnas
3051a»

HJ1 Pb 0037C-2020
Pasnen «Taxensie mMe-
TAUTBIY

HJ1 Pb 0037C-2020
Paszen « MblibsiKk»
HJ1 Pb 0037C-2020
Pazzen «Konmuect-
BEHHOE ONpee/cHue
HJ1 PB 0037C-2020
MeTo/inKa NPHTOIHO-
CTH

AM-12-0173
[Tporokon sannaalHu
MMV-MH-12-050

MeTouKa npHIroaHo-
CTH

AMP-12-0173
[IpoTokos BaHaauun
MMV-MH-12-708

Kpurepun npueMaeMoCcTH

He 6osee 0,25 %
He 6onee 0,10 %

He Gonee 1,0 %
He 6onee 1.0 %

He 6onee 0,2 %

He 6onee 0,001 % (10 ppm)

He Gosee 0,0001 % (1 ppm)
He menee 98,0 % u ne Gonee
102,0 % B nepecuere Ha Cyxoe

BCILIECTBO
FroPBILtom 1,514

He Gosee 10° KOE/r

Orcyrersue B |
Orcyrereie B 1 r

OrcyrcrBue B 1 1

10° KOE/r

10* KOE/r

Orcyrersue B 1 1

Ucnsrryempit  obpaseint  J10/KeH
ObITH ANMPOTrEHHLIM
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g CCrp.4mad
Ne [lapameTpsi Metojnt Merouku Kpureprn npHeMIeMocTH
n/n KOHTpOISA HCIILITAHHIH
2.15 Anomanssas | TO PBII tom 1, | Meroamka npuroano- | Mensiryemsiii obpasen
TOKCHYHOCTH* 2.6.9 CTH J0KeH ObITh HETOKCHYHBIM
AMT-12-0173
[Tporokon Bamaanun
MMV-MH-12-908
3 OrGop npob - B cooTBETCTBHH CO
CTaHapTHOMH onepa-
UHOHHOH npoue/y-
po#:
COI1-KO-14-057;
COI1-KO-12-024
4 ObBBeM KOHTPOJIb- - - AJl:350r
Hoit npoOel MBJI:
- s crepunbipx JIC: 32,0 r
- s Hecrepuibhbix JIC: 20,0 r
5 YcioBus XpaHeHHs - - B nnortHo 3akpeitom KonTelinepe,
npu Temneparype ot 15 °C 1o
25°C
6 | Cpok roasocTs - - 4 roza
7 Vnakoska - - JlBa TNOAHATHICHOBLIX  MellKa,
Brokennsle 8 (hubpossie Gapaba-
ubl no 20Kkr, a TaKke Jpyrue BH-
Jbl VIAKOBKH, obecneynsalonme
COXPAHHOCTL ChIPbA B TEHEHHE
CPOKa IOHOCTH.
8 Hsrotosrrens - - Starlake Bioscience Co., Inc.
Zhaoging Guangdong Starlake
Bio-chemical Pharmaceutical
Factory, Knrait
9 | Koa - - 120093

* - onosuurensusie Tpebosanne OAO «b3MIy, ecm cyberanuus npeinasHayeHa uis Npou3solL-
CTBA JIEKAPCTBEHHALIX CPEJACTB NAPEHTEPATLHOIO NPHMEHEHHA,




