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Crneunduranms Ha HCXOAHBIE MATEPHATIbI

CIIC-KO-14-0071-10

——d  Crp.2M34
Ne [NapameTpsl Meroas Meroanku Kpurepun npuemiemocts
n/n KOHTPOJIS NCTILITAHNH
1 [pumenenne Keronpodien, reas uis HapyXHOro
IIPHMEHEHHA 25 MI/T
2 Haumenosanue no-
Kazareneil kavecrsa:
2.1 Onucanue Busyansupii | COI1-KO-14-102 beawiit M noytn Genntit KpUCTALIH-
(cBoficTBa) I'® PBII, '@ PBIL oM 1, yeckuilt nopomok. [lpakTuyeckn He-
Tom 1, ¢. 21 5.11 PacTBOPHM B BOJE, JIETKOPACTBOPHM B
anerone, 8 96 % cnupre, B MCTH/ICH-
xaopujie
2.2 [Noumunocts
(maeHTHRUKaLHA)
A. Temneparypa I'® PB I, Paznen  «llommn- | A. O1 94 °C 10 97 °C
IJIaBJICHUA ToMm 1, 2.2.14 | nocrs  (maentudu-
Kalus) A»
HJ1 PB 0170C-2015
B. Y- I'® PB I, Pasnen  «llomu- | B. Yiaeapusilt nokasarens noraoue-
cniektpooromerpus | Tom 1,2.2.25 | nocrs  (maentudu- | Hua B Makcumyme npu 255 um ot 615
Kaius) By 10 680
HJ1 PB 0170C-2015
C. UK-cnextp I'd PHII, Pazpen  «lTomu- | C. MK-cnexkrp nponyckamus HCnbl-
tom 1, 2.2.24 | nocte  (MaenTHH- | Tyemoro obpasia 10/KeH COOTBETCT-
karus) C» BOBATHL criekTpy nponyckanns CO ke-
HA PB 0170C-2015 | ronpodena (EP CRS)
D. TCX I'® PBII, Pazen  «lToumn- | D. Ha xpomarorpaMme HCIIBITYEMOIo
tom 1,2.2.27 | Hocts  (maeHTH(H- | pacTBOpa 0OHAPYKUBACTCH MATHO, CO-
Kauus) D» OTHETCTBYIOIIEE MO PACIOIOKEHHIO H
HI1 PB 0170C-2015 | pasmepy OCHOBHOMY MATHY Ha Xpoma-
TOrpaMMe pacTBopa CpasHeHus (a)
2.3 lpospaunocts '@ PBII, Pasnen  «llpospau- | Pactsop z0o/mken ObIThH NPO3pavHbIM
pacTBopa Ttom 1, 2.2.1 | HOCTB pacTBOpa»
HJI Pb 0170C-2015
2.4 llsetrocTs pac- | 'O PB I, Paznen «llpetHocTs | Okpacka pacTBopa A0MKHA ObITh HE
TBOpa Tom 1, 2.2.2, | pacTBopa» nHTencusree atanona Y(OK),
meron Il HJ1 PB 0170C-2015
2.5 Conyrersytomme | I'® PB I, Paznen  «Conyrer-
NpUMECH: ToM 2, 2.2.29 | ByIOLLHE IPHMECH )
HJI Pb 0170C-2015
- IpUMecs A He 6onee 0,2 %
- npumecs C He Gonee 0,2 %
- npumecu B, D, E, F He 6onee 0,2 %
- Hecnenu(puIKupo- He Gonee 0,10 %
BAHHBIC IPHMECH
- CyMMa npumecei, He 6onee 0.4 %
Kpome npumeceit A
nC
2.6 Tamensie metan- | 'O PB I, Pasnen  «Tsokenwie | He Gonee 0,001 % (10 ppm)
1Bl ToM 1, 2.4.8, | MeTanas»
/ smetron C HJ1 PB 0170C-2015
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JAHYECTBA OpraHmye-
CKHX pacTBOpHTE-
ae:

- xnopbenson

- MCTAHOJ

- AUETOH

- Denson

2.10 KonuvecTsen-
HOE onpeaeneHue

2.11 Mukpobuono-
rUYecKas YHCTOTa:

- obIee KOJIHYECTBO
aspobos (OKA) #

o0liee  KOJIMYECTBO
rpubos (OKI') cym-
MapHO

- IPaAMOTPHILATE Tb-
HbIX OGakrepuit, T0-
JICPAHTHBIX K KCIIYH,
mbo GakTepuii ce-
meiictsa Enterobac-
teriaccae

- Pseudomonas aeru-
ginosa

- Staphylococcus
aureus

Tom 1, 2.4.24,
2.2.28

I'® PBII,
ToM 2, 2.2.20

I'd PH L.
Tom 1, 2.6.12,
2.6.13

HbIC KO/IHYCCTBA
OPraHHYeCKHX  pac-
TBOPHTEJIEH »

HJ1 Pb 0170C-2015

Pasnen «Konuwuect-
BEHHOE onpeesne-
HHEY

HJ1 PB 0170C-2015
AM-12-0071
MMV-MH-12-046

e Crp. 3 mad
No [TapameTtphi MeToan Mertoanku Kpurtepun npuemaemocts
n/n KOHTPOJIS HCITBITAHHH
2.7 Moreps s macce | FD PBII, Painen «lloreps 8 | He Gonee 0.5 %
NpH BoicyliHBauun | Tom 2, 2.2.32 | Macce NpH BbICYIIH-
BAHHHY
HJ1 Pb 0170C-2015
2.8 Cynbarnan 30- | 'O PBII, Pasnen  «Cynpdar- | He Gonee 0,1 %
aa Tom 1,2.4.14 | nas 307an
HJ1 Pb 0170C-2015
2.9 Octaroynwie ko- | ['® PhII, Painen «Ocrarou- 'O PBIl Tom 2,54

He Gonee 360 ppm

He 6onee 3000 ppm

He 6onee 5000 ppm

He Sosee 2 ppm

He menee 99,0 % u ne Gonee 100.5 %
B [icpecyeTe Ha CyXoe BEenecTBo

O PBIL Tom 1, 5.1.4

He 6onee 10° KOE/r

OtcyrerBue B 1 r
Orcyrersue B 1 1

OrcyrerBue 8 1 1

3 O16op npod - B coorsercrsun co -
cTanaapTHOil onepa-
HHOHHOW  npoleay-
poi:
COIl-KO-14-057;
COIT-KO-12-024

4 O0bEeM KOHTPO/Ib- - - All: 40,0 r

HO# 11po0bI MBJI: 30,0 r
S | YenoBus xpaHenus - - B 3aimueHHOM 0T CBETa MECTE 1PH

temneparype He sbie 25°C
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Crp. 4 u3 4

Ne [Mapamerpel Metoan MeToaukn Kputepun npuemieMocty

n/n KOHTPOIIA MCIIBITAHHI

6 Cpok roanocTn - — 5 et

7 Vnakoska JIBOMHBIC NOMHITHACHOBBIE MNAKETHI,
BIOKCHHBIC B KapTOHHbLIC Gapabanbl, a
TAKKE JIPYIHE BH/LI YIIAKOBKH, obec-
NEeYHBAIOIINE COXPAHHOCTH CHIPbA HA
[POTSHIKEHHH CPOKA MOAHOCTH

8 U3rotosuTens Zhejiang Jiuzhou Pharmaceutical Co.
Lid., Kuraii

9 Kon 120071




