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Crenundukanns Ha HCXOJHOE ChIPhE

sKIemnninp CIIC-KO-14-0276-04

Crp.1 u33

JlaTa BBeeHUS C:
@¥»_01 2017 r.

Broaurcs B3aMeH:
CIIC-KO-14-0276-03 ot
31.08.2016 .

IetictByeT no: 6/0

IMprunHa: aKTyanu3arus

KINHIAMUIIMHA T'NIPOXJIOPHU
H/I Pb 0815C-2016, u3m. Ne 1

CocraBuia

Coraacosaau

YTBepan

JoKHOCTE: HaYallbHUK CEKTOpa
BXOJHOI'O KOHTPOJISA

JomxkHocTs: Havansauk OKK

I[OJI)KHOCTBZ 3aM. T€HEPAJIBHOTO JUPEKTOpa
110 Ka4YECTBY

HO®: H.M. Korgsa

HO®: O.H. e

IToamuce / 77 _—

)
UO®: T.B. patypo (/ . /é "
Ioxmucs: \Typd””’/

IToanuce: W

Jlata: 22041 204y,

Hata: X6.0L 3042~

Jara: Q€ 0L.20493~

JTomKHOCTE: 3aM. HavassHuKa AJl

HO®: H.A. Mansiruia »

IMonmuce: .

Jara: 992 QA4 304%+

JokHocTh: HavansHUK MBJI

HO®: C.B.T" oBa 7
Toanucsk: @%
Hata: 95 04 3 i

JomxuocTh: HayaasHUK OCuP

HNO®: H.A. Tlomosa »

TTonmuce:

Jata: M. O a4 ,

JIOIKHOCTE: HayaIbHU

HO®: B.B. Jlato;

IToanuce: [

Hara: JB QX a9,/
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CI1C-KO-14-0276-04

Crp.2 u33

Ne IMapameTpbl KOHTPOJISA Metoan! Kpurepuu npueMjIeMoCcTH
n/n
1 [Tpumenenue Knunganun, kancyias! 150 mr u
300 mr
2 AHaTM3UpyeMble MoKa3aTelH
KayecTna:
2.1 Onucanue (cBOHCTBA) Busyansubiit ['® Pb 11, Tom [®PBIL oM 1,5.11
1,c. 21 Benblit uau noutu Oenblit KpUcTall-
JIMYECKHUH MTOPOILIOK.
OueHb JIETKOPACTBOPHM B BOJIE, Ma-
710 pacTBOpUM B 96 % criupre.
2.2 ToauHHOCTH (MACHTH(H- A. UK—cnektp, ['® PB 11, [TonoxurenbHa
Karus) ToM 1, 2.2.24
B. TCX,T'® PB 11, Tom 1, [TonoxuTenpHa
2.2.27
C. KauectBeHHas peamujx [TonoxurenpHa
D. Peakuus (a) Ha xsopuasl, | [Tonoxurensua
[®PBHIL tom 1, 2.3.1
2.3 pH [OPBIL, TomM 1,223 Ot 3,0 10 5,0
2.4 Y nenpHoe ontuyeckoe Bpa- | '@ PBII, tom 1, 2.2.7 Ot + 135 no + 150 B nepecyere Ha
LICHUE 0e3BOHOE BEIIECTBO
2.5 ConyrcrBytoue npumec: | '® PB I, Tom 1, 2.2.29
- ipuMech B (KIIMHAaMULIUH) He Gouee 2,0 %
- npumeck C (7-3NMHUKIMH- He 6onee 4,0 %
JIAMHUILIUH )
- mo0bast 1pyrasi IpuMech He 6onee 1,0 %
- CyMMa Ipumecen He 6omee 6,0 %
2.6 OcTaToOYHbIE KOJIMYECTBA ['® PBIL Tom 1, 2.4.214, [®PBII, Tom 2, 5.4
OpraHUYeCcKHUX pacTBOpHuTesnen: | 2.2.28
- alleTOH He 6osee 5000 ppm
- 3TAHOJ He 6onee 5000 ppm
- XxJI0podopm He 6onee 60 ppm
2.7 Bona '®PBIL, Tom 1, 2.5.12 Ot 3,0 % no 6,0 %
2.8 CynbarHas 30712 I'®PEII, Tom 1, 2.4.14 He 6osee 0,5 %
2.9 KonmuectBenHoe onpenene- | I'd PBII, tom 1, 2.2.29 He menee 91,0 % u He Gonee
HHE 102,0 % B nepecuete Ha 6€3BOIHOE
BEIIECTBO
2.10 Mukpo6uoioruyeckas ['®dPBIL, tom 1,2.6.12, [®PBI,TomM 1, 5.1.4
YUCTOTA: 2.6.13
- of11iee KOJIMYeCTBO a3poOoB
(OKA); 10’ KOE/r
- o0111ee KOJIMYeCcTBO rpuboB
(OKD); 10> KOE/r
- Escherichia coli. OtcyrctBHE B 1 T
3 OT160p npo6 B cooTBeTCTBHM €O CTaH1apTHOH
OIEPALMOHHOM MPOLEaypPOH:
COIT-KO-14-057,
COI1-KO-12-024
4 O6BbeM KOHTPOJIBHOH MPOOBI \ AJl:320r MBJI: 10,0 r
5 Y cll0BUSI XpaHEHUs! \ B 3amuieHHoM OT CBETa U BJIaru
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CrnenuduKanHsa HA HCXOAHOE ChIpbe
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511 72 IETICIKO-14-0276-04

Ctp. 3 133

MecTe, PH TeMIepaType HE BhIIIE
25°C

CpOK roJTHOCTH

3rona

YnakoBka

[TakeTsl M3 TMUJIGHKH MOJMITHIIEHO-
BOM, BJIOKEHHbIE B KapTOHHBIE Oapa-
GaHbl, a TaK)Ke JpPyrde BH/bI yma-
KOBKH, OO€CIeyrBaloIue COXpaH-
HOCTh CHIPbs B TEUEHHE CpOKa roj-
HOCTH.
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Zhejiang Tiantai Pharmaceutical Co.,
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