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CrieumMKalms Ha HCXOAHBIE MATEPHAIIbI

1
RORTIOEER - 14-0256/1-03

- rCTpR 3 3
aL3eMnnag i

Ne [Tapamerpsi Metoas Mertoauku Kputepuu npueMaeMocTu

n/n KOHTPOJIA HCTIBITAHHH

1 [Tpumenenne - - CumBacTaTHH, TabDIETKH, NOKPhI-
Thie TUICHOYHOIT obonouKkoi, 10 Mr
u 20 mr s PO

2 Haumenosanue no-

Kazartenen KadecTsa:
2.1 Onucanne Buayaibnbiit COIT-KO-14-102
(cBoiicTra) I'oPBILS.11

2.2 *TToutHHHOCTD
(MaeHTHUKaAUNSR):
A. Yaensnoe ontu- | T'® PBII, 2.2.7 Paznen «llommHuoCTh
4ECKOE BpallleHHE (naenTnduxauns) A»
Paznen 3.2.5.4.2

B. A6copbunonnas | '® PB1I, 2.2.24 | Pasnen «lloamunocts

cnextpodoroMeTpHs (maenTdukanus) By
B HH(ppakpacHoii Painen 3.2.5.4.2
obnactu

2.3 llpo3pauHocTsb [®PBIL 2.2.1 Pasnen «[lpo3pavynocts
pacTsopa pacTBopa»

Pasnen 3.2.54.2

2.4 llsernoers pacr- | T'® PBIL, 2.2.2, Pasnen «llseTHocTs

BOpa meton I pacrsopa»
Paznen 3.2.5.4.2
2.5 Vaenwuoe onru- | F® PBII, 2.2.7 Paznen «VYaenpHoe on-
4eCKOe BpalieHue THYECKOE BpallleHHEe»
Pasnen 3.2.5.4.2
2.6 Conyrereyioume | I'® PB 11, 2.2.29 | Pazgen «ConyrcrByio-
MpUMECH: iHe NPHMECH»
-npumecu En F Pasnen 3.2.8.4.2
- cyMMma npuMmeceit A
nl
- npumecs D
- npumeck K npu
200 um

- npumecn B u C

- npumecu G u J

- Hecnenupuuupo-
BaHHbIE TIPHMECH

- CyMMma npuMeceit
2.7 loteps B macce | '® PBII, 2.2.32 | Pasgen «IToreps B Mac-
IMPH BLICYIITHBAHWH Ce MPH BBICYLIHBAHMH»
Pazzen 3.2.5.4.2

bensiit wan nourn Genviit Kpuc-
Tanaudeckuit nopowok. [Tpaktu-
YeCKH HEpacTBOPHM B  BOJE,
OYeHb JIETKO PacTBOPHM B METH-
JACHXJIOPHJIC, JIEFKO PacTBOPHM B
96 % cnmpre.

A. MHcneityemeiii  obpazent  Bhi-
JAEPAKMBACT MCHbITaHHe «VYaelns-
HOE OTITHHECKOE BpallleHHEe», Kak
ykazaHo B pasnene «Mcrnwrranns
Ha YUCTOTY»

B. UndpakpacHbiit cnektp npo-
MycKaHus Hcnsiryemoro obpazua
JIOJDKEH COOTBETCTBOBATH MH(pa-
KPAacHOMY CMEKTpY MHpOnycKaHus
CO cumsacratuna (EP CRS)
Pacteop S nomxken ObITh Npo3pay-
HBIM

Oxpacka pactsopa S n0mKHa
OBITH HE HHTEHCHBHEE ITANIOHA
BY(KX);

Ot +285 no +300 B nepecuere Ha
CyXoe BEIIeCTBO

He bonee 0.5 %
He 6onee 0.4 %

He 6osee 0.4 %
He 6osnee 0.4 %

He 6onee 0,3 %
He 6onee 0,2 %
He 6onee 0,10 %

He Gonee 3,0 %
He 6onee 0.5 %




OAO «HWIbKORTAO M hHEIA
Creunduxaums Ha HCXOIHBIE MATEPHANIDI H?ﬂ’ EI'IC 0-14-0256/1-03
' Cip.3ma3l
Ne ITapameTpsi Meroas Meroauxu Kputepuu npueMiaeMocTH
n/n KOHTPOJIS HCITBITAHWH
2.8 Cynedarnas 30- | 'O PBII, 2.4.14 | Pasnen «Cyandarnas He Gonee 0.1 %
na 3011a»
Pasnen 3.2.5.4.2
2.9 Tawensie metan- | '@ PB I, 2.4.8, Pazgen «Tsoxensie me- | He 6onee 0,002 % (20 ppm)
Bl meron C TaUIBI)
Paznen 3.2.5.4.2
2.10 Kommuectsen- | '@ PB 11, 2.2.29 | Paznen «Konuuectsen- | He menee 97,0 % n ne 6onee
HOE ONpeesieHHe HOE OIpe/ie/ICHHE Y 102,0 % B nepecuere Ha cyxoe
Pasnen 3.2.5.4.2 BEINECTBO
2.11 Mukpobuono- |T'®PBII, 2.6.12, | Meroauka ncnwitanmit | F'® PB 1L, 5.1.4
rudecKas YMcToTa: 2.6.13 AM-12-0256/1
- oflee KoJIHYECTBO COI1-KO-12-197
aspobon (OKA) 10° KOE/r
- ob1ee KOJIHYECTBO
rpubos (OKI") 10° KOE/r
- Escherichia coli OtcyrcrBue B 1 1
3 O16op npob - B coorBercTBHM  CO -
CTaHJIApTHOH onepaiu-
OHHO#M npouenypoii:
COI1-KO-14-057,
COIl-KO-12-024
4 O6BeM KOHTPOJIb- - = All: 250 r
HO#I npoGkI MBJI: 20,0 r
5 YcnoBus XpaneHns - - B repmeTrHuHOM KOHTEHHEpE IpH
‘ temnepatype He Boine 25 °C
6 | Cpok roasocTs - - 3 rona
7 Ynakoska - - JIBOHHBIE MOJIHAITHIIEHOBBIE Melll-
KH B (ONBIHPOBAHHOM MEIIKE B
KapTOHHOM Kopobe
8 UarotosuTens - - Zhejiang Hisun Pharmaceutical
Co., Lid., Kuraii
9 Kon - - 120177

*Ucnuitanus NOUTMHHOCTH H3 KaXJIOH YNAKOBOYHOM €AMHWIBLI TNepejl BbUlavYedl B [POM3IBOJICTBO
nposoauTs cornacHo COIT-KO-14-056 meronom I'® PB I, 2.2.40 Cnektpodoromerpus OinHKHEro
uH(ppakpacHoro auanasona nubo I'® Ph 11, 2.2.48 Pamanosckas cnektpomerpus. Kpurepuu npuemaemo-
cti: «Cniektp McnbiTyeMoro obpasia J0JKEH COOTBETCTBOBATH CIEKTPY CHMBACTATHHA, BHECEHHOIO B
oubnmorexy cnexktpos bBHWK-anammszaropa mubo cnexktpomerpa KonedarenbHOro  (pamMaHoBCKOro)
paccesHus».



