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YecTBa:
2.1 Onucanue (CBOMHCTBA)

2.2 IommHHOCTE (MAeHTUDHKA-
11l

2.3 Tlpo3paunHocTh pacTBOpa

2.4 1{BeTHOCTH pacTBOpa

2.5 IIpumecs B

2.6 ComyTCTBYIOLIHE IIPUMECH:

- mpuMech A

- HecreU(pUITUPOBAHHBIE TIPUME-
cH

- cymMMa IpUMecei

2.7 Bona

2.8 CynbdaTHas 30112

2.9 OcraTouHbIe KOJIHYECTBA Op-
raHNYECKUX PaCTBOPUTEIICH:

- 9TAHOJI

- TOJTyOI

2.10 KonuuecTBeHHOE OIpe/ere-
HUe

2.10 MukpoOuooruyeckas 4uc-
TOTA:

- of1ee KOMMYeCTBO a3poboB

Busyanbnsiii, ['® PB 11,
ToM 1, 5.11

I'®PBI, ToM 1, 5.9

A. UK-cnextp, ['® PB I,
toM 1, 2.2.24

I'd PBIL, ToMm 1, 2.2.1
[®PBII, Tom 1,2.2.2,
meton 11

['® PB I, Tom 2, 2.2.29
['® PBII, Tom 2, 2.2.29

i

I'® PBII, Tom 2, 2.5.12
I'®PBEII, Tom 1,2.4.14
['® PBII, tom 1, 2.4.24,
2.2.28

['® PB 11, Tom 2, 2.2.20

I'® PBII, Tom 1, 2.6.12,
2.6.13

Ne ITapameTpbl KOHTPOJIs MeTtoabl Kpurepuu npuemjieMocTH

n/n '

1 [Ipumenenue Wpbecapran, TabJETKH  I[OKPBITHIC
JIeHoYHOM 0600uKoi 75 mr, 150 mr,
300 mr

2 AHaH3UupyeMble TI0Ka3aTeNu Ka-

Benblit WM moyTH Oenblii KpUCTAILIH-
YECKUM MOPOIIOK.

[IpakTH4ecKH HEpPacTBOPUM B BOJIE,
YMEPEHHO pacTBOPHM B METaHOIIE,
MaJio pacTBOPUM B METHJICHXJIOPHJIE.
O6mnagaer noauMopdusmMom
[TonoxwutenbHa

PacTBOp JIOJDKEH OBITH MPO3PavyHBIM
Oxpacka pacTBOpa JOJDKHA OBITH HE
uHTeHcuBHee sTaiona B(K),

He Gonee 10 ppm

He 6ouee 0,15 %
He 6omnee 0,10 %

He 6oee 0,2 %

He 6omnee 0,5 %

He 6oie 0,1 %
['®PBIL, tom 2, 5.4

He 6onee 5000 ppm

He 6onee 890 ppm

He menee 99,0 % u ne 6onee 101,0 %
B nepecuere Ha 6€3BOIHOE BEIIECTBO
IO PBI, Tom 1,5.1.4

(OKA) 10° KOE/r
- of111ee KOJINYeCTBO I'pHOOB
(OKT) 10> KOE/r
- Escherichia coli OtcyrcTBHEB 1 T
3 OT160p npob ) B COOTBETCTBHH C KOHTPOJIbHOH OTIe-
PAIlMOHHOM IIPOLELYPO:
COII-KO-12-024;
COI1-KO-14-057
4 O6BbeM KOHTPOJIBbHOH MpoOBI AJI: 20,0 MBJI: 20,0 r
5 VYcnoBus XpaHeHus B repMeTHYHOM KOHTEHHEPE NPU
temnepatype He Bbie 30 °C
6 | Cpok rogHoCTH 3 rona
7 VYnakoBka JIBOMHOM MOJUATHIICHOBBIN MEIOK,

MIOMEIIEHHBIN B ITOJIUITHIIEHOBBIN
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Ne IMapameTpbl KOHTPOJIS MeToabI Kpurepun npueMiIieMoCTH

n/n
OapabaH, a TaKke Jpyrue BHIbI yna-
KOBKH, OOECIeYHBaloIUe COXpaH-
HOCTh CBIPbsSi B TE€YEHHE CPOKa roj-
HOCTH.

8 W3roroBuTenb Zhejiang Tianyu Pharmaceutical Co.,
Ltd, Kuraii

9 Kon 120307
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OAO «b3MID»
Ananurudeckas naboparopus
JOKJIAJTHA S 3ATIIMCKA

08.04.2019 r.

O cy6cranmuum upbecapran

Ha ocnoBamum mnucema M3 PB
HeOOXOIUMOCTH KOHTPOJIS IipuMeced N-HUT]
N-nurposomustunamuna (HIIDA) B kaxn
NIapTHU CapTaH-IIPOU3BOAHBIX (hapMaleBTHY

Hauanpauky O3
B.B. Jlatorypckomy
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Ne 1—3-4/280|5 or 12.03.2019r. o
vozoaumetrnnamusa (HIMA) u
O IIOCTyNaloUWle Ha IpearnpusiTHe

eCKHX CyOCTaHIUM, IIPOILLY 3aPOCHTh

y TpousBoxutens cyOcraHuuu mpéecapran Zhejiang Tianyu Pharmaceutical

Co.,Ltd, Kurait u cybcranimu BaJICapT
Co.,Ltd, Kurait uadpopmaimo o KOHTpOJIe

HaJIMYUe YKa3aHHBIX IIPUMecel B CyOCTaHIUAX:

- wupbecapran cepus 10410-170902, na
05.02.1018 r. B koymyectse 40,0 kr;
- upbecapran cepus 10411-181201, par
27.02.2019 r. B xonuyectse 7,0 KT
- Basicapran cepus 64616100603, nata mocTs
r.B KonmyecTse 25,0 K.

B nampmelimrem HeoGxomwmo mpen

a IIOCTYIUICHHA

an ZAuhai Rundu Pharmaceutical
3TUX npmuecetzﬁ, a TaxKe [JaHHbIE O

|

!
Ta NOCTYIUICHWS Ha IpeIpHATHE

Ha IIpearpusiThe

]

|
yIIeHus Ha npeanpusatae 19.06.2017

NPeIOCTaBIsUIM  CBEICHUS O HaJudue
(HJIM ‘
IPEANIPUATHE CEPUH CapTaH-IIPOU3BOIHBIX
[Toce mpuobperenus peakTHUBOB,
npumecedn (I3 8 O3 or 04.03.2019 r.), é
VCIIBITAHUH, W TPUMECH HUTPO3AMUHOB 0
CApTaH-IIPOU3BO/IHbIC (PAPMALIEBTHICCKHUE CY
[Tucemo M3 PB Ne 1-3-4/2805 o1 12.0

3

3aM. HavyatbHUKa AJl
CoriacoBaHoO:

3aMecTUTeNb reHepaIbHOro
JAMPEKTOpa 10 Ka4ecTBY

YCMOTpETH, qfo6r>1 IIPOU3BOIHUTEN

YAYT BHECEHBI
OCTaHIKH,
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>
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U IIoCTaBiIIEMOM Ha

(hapManeBTHIECKUX CyOCTaHIIMHA.

€00X0THMBIX
AJl Gygmer pe

JUIL  KOHTPOJIS 3THX
13paboTaHa MeTojuKa

B CIeIU(UKAIMA Ha

2019 r. pmaraercs.

A Mansiruda

|




