OAO «B3MID>

Cneumpuxaum Ha HCXOJIHBIC MATEPHAIBI

CIIC-KO-14-0355/1-02

!

Crp. 1 n33

Jlata BBeieHMA C:
O} C% . 280 .
or 18.1

BBoAMTCA B3aMEeH:
CTIC-KO-14-0355/1-01
2.2019r.

Jeiictsyer ao:
BeccpoyHo

[TpuunHa: akTyanu3aums

PACTOPOIIIIH ILTIOJ0OB CYXOM DKCTPAKT,
OYMILEHHBIA U CTAHJIAPTU3UPOBAHHBIN
Silybi mariani extractum siccum raffinatum et normatum
MILK THISTLE DRY EXTRACT,
REFINED AND STANDARDISED
KonrtpoJs kauecrsa no H/L Pb 1436C-2020
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CretnduKaims Ha HCXOIHbIC MATEPHATbHk——

QrIC-KO-14-0355/1-02

FEEMHR
L Crp.2m33
No [MapameTpsl Mero/1bt Metoaunkn Kpurepuu npHeMieMocTH
n'n KOHTPOSA HetbITanui
1 [Tpumenenue Cunumapun, TabAeTKH  NOKPLITHIE
000:104K0# 35 M

2 Haumenosanue no-

Ka3aTe e KauecTna:

2.1 Onucanne Buayansnbii, COTI-KO-14-102 Kenrosato-kopuuHenbiii aMmoppHbii

(cRoicTBA)

2.2 TloanuHHOCTh
(HaeHTH(UKALNA)
Toukocnoitnas xpo-
marorpadus

2.3 lMoreps B macce
ITPH BLICYUIHBAHHH
IKCTPAKTA

2.4 Bona

2.5 OcrarovuHoe Ko-
JIHYECTRO OpraHuve-
CKHX pacTBopute-
neit:

- AleTOH
- N-rekcan
- METAHO
- 3TAHO

2.6 KonuuecrseHHOE
onpeaeneHne:

= CHIIHMApHH

I'd PEIL Tom 1,
3.1

'O PBIL ToMm |,
2.2.27

' PBIL tom 1,
2.8.17

['® PB 1L, tom 2,
2.5.12

I'd PB 1L, tom |,
2424 2228

I PE 1, Tom 2,
27279

—— -

Pasnen «oannu-
HOCTD (MaeHTH(H-
Kauus)»

HJ1 Pb 1436C-2020

Pasnen «llorepa B
MACCE 1IPH BHICYITH-
BaHHH IKCTPAKTAN
HJ1 PB 1436C-2020
Pa3sien «Boaa»

HJ1 PB 1436C-2020
Pasznen «Ocratosnoe
KOJMHCCTBO OPraHu-
YeCKHX pacTBopHTE-
nefn

HJL Pb 1436C-2020

Pasnen «Kojsmmuect-
BCHHOC Opeee-
HHEY

HJ1 PB 1436C-2020

MIOPOLIOK.

Ha xpomarorpamme pacrsopa cpas-
HeHHs O0HAPYAKHBAIOTCA: B CpelHel
gyactn — duavopecumupyiomas  30Ha
opanKesoro nsera (takcudoaun)
B BEpXHEH HactH — (uyopecunpyio-
mas 30Ha KENTO-3eCHOr0  lBera
(CHAHOHHHA).

Ha xpomatorpamMme HCILITYEMOTO
pacTsopa OOHAPYAHBAIOTCH: B HHAK-
Heit qacTi — (hIyopecumpyonias 30-
Ha (MHMS cTapra), naa Hei — guyo-
PECUMPYIOLLA 30HA KETTO-3CIEHOI0
UBeTa (CHJIMKPHCTHH). B CpeaHei
yacth ~ Iyopecunpytomas  iona
opankesoro usera (takcuonuu) u
B BEpXHEH 4actH — duyopecumnpyro-
M@ 30HA KEATO-3CJACHOID 1BETa
(CHANOHHHH).

He Gonee 5,0 %

He 6oaee 4.0 %

D PBIL tom 2,254

He Gonee 5000 ppm
He 6onee 290 ppm

He Gonee 3000 ppm
He 6osee S000 ppm

Ot 30 % M/M 10 65 % M/M B niepe-
cuéTe Ha CYXOE BCUICCTBO




N s
0AO «B3MIl» !
CreunHKaLN] Ha HCXOIHBIE MATEPHANTBI : CIIC-KO-14-0355/1-02
e Crp.3m33
Ne [MapameTpni Merounl Mertoankn Kpurepun npuemieMocTi
n/n KOHTPONSA HCTIBITAHHH
- CYMM@ CHIIHKDPH- 20 % - 45 % B nepecuére Ha obuiee
CTHHA H CHJIHHA- CO/ICPAKAHHE CHIIMMApHHA
HHHA
- CyMMa CHIIHOHHK- 40 % - 65 % B nepecuére na obuiee
Ha A 1 cuiHOHHAHA CO/ICpIKAHNE CHIIHMAapHHa
B
- CyMMa M30CHIHOH- 10 % - 20 % B nepecuére na obmee
HHHA A H HI0CHIIN- COJIEPKAHNE CHIIMMAPHHA
Oununa B
2.9 Mukpobuonoru- | I'® PBII, tom 1, | Meroauka npurox- | '@ PBIL tom 1, 5.1.4
HECKAR YHCTOTA: 2.6.12,2.6.13 HOCTH
- 0b1ee KOAHYECTBO AM-12-0355/1
aspobos (OKA) ITpoTtokon sBanmaa- 10* KOE/r
- of1ee KONHYECTRO 1HH
rpudos (OKI') MMV-MH-12-073 10* KOE/r
- IpaMoTpHUATENb-
HBeIX OaxTepuii, TO-
JICPAHTHBIX K KET4H,
nubo Oaxtepuit ce-
meiicrsa  Enterobac-
teriaceae He Gosee 10° KOE/r
- Escherichia coli Otcyrcteue s 1 r
- Pseudomonas aeru-
ginosa OrcyrctBue B 1 1
- Staphylococcus
aureus Oteyrcrsue B 1 r
- Salmonella Oreyrersue B 10
3 Or16op npob - B cooTBercTBRE CO
CTAHJIapTHOMN onepa-
[HOHHOMN Mpouey-
poif:
COI1-KO-14-057;
COIl-KO-12-024
4 [ OObem KOHTPOIIb- - - AJl: 120r
HOM 1poOkI MBJI: 40,0 r
5 Yenosus XpaHeHns - - B nnoTHo 3aKkpuITOM KOHTeiHepe, B
3AIIMIICHHOM OT CBETa W BJIAarH Mec-
Te NpH TeMreparype He suie 25 °C.
6 | CpoK rojHocTH - - 3 rona
7 | Ynakoska - - Jlpa MONHATHICHOBBIX MEIKa B Kap-
touHom Oapabane, a Takke apyrue
BH/IBI YTIAKOBKH, OOecneuHBaiomme
COXPAaHHOCTH CHIPLS B TCHEHHE CPOKa
rOAHOCTH.
8 Hirorosurensb ~ - Panjin Tianyuan Pharmaceutical Co.,
Lid., Kuraii
9 |Koa - - 120256




