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Cueuspurauns B8 HCXOAHBIE MATCPHANB ' CIHC-KO-14-0074-10
' Cyp. 1wzl

iia:a BREASHIIS Baamnrcs praMes Heliereyer no: 8o Tipiunsa:
« {7 R %’ 1 2019 CHC-KO-14-0074-09 AXTYAIH3ALIHA
o1 06102817 1,

KETOTHOEHA THAPODYMAPAT
Ketotifeni hyvdrogenofumaras
KETOTIFEN HYDROGEN FUMARATE
HIA PB 0360C-2019

- Cocrannia Cornacopasm YTpepani

JorbRHOCTE: BadaabHEK cekropa | Jlo/mxHooTs: Bauaakiik QKK JOMENOCTE! 3aM. TeHEDANBHOTD mfpcxmpa
RXOAHOID KOHTROANA . N0 KAGECTRY v # 7

HOD: AA. Kynomgux HO®: O BSewso, 4 HO®: T.B. ?;&wpc; d

Mearnen: i Topnuce: . 4 AL {;’ [omnuce: Lo I

Hava: 4% f:’, Loy Hara: 17, 7 i. 204G 2 Hava: 1541 Jo19:

JomrnoeTs: 3aM. RabmioHura AJ]
HOD: HA. Ma.mrmm /
Tloamnes:

Hara: 15 44 4 a{
JIOmDRHOCTS: HANAIRHNAER MBJI
WO C.B. Foa
Hopmics: /7
Nata: 44 fi’f
JIOMDEHOCTS, HAUANBHIE OC“ up
HCdy Q.8 Togpoasmmny
Tosanes: 4 .
Tava: 42 . do{ds, [
HOmKHOST: BARELHIY i3
HO®: B.B. Jlaroryperii 7

/?

Tloamics: Len }_.5/’ ! l‘,r
Hovac 44 44 g2 |7/
[ 7

/

/



OAQ «B3IMID

CueuRans 1a HONOIHDIC MATEPHANDL

CHC-KO-14-(074-10

Crp. 2133

B Hapamerper korrpous Metoas: Kpurepun nprevacyocrn
111
1 Tipmencune Kerornder, tabnerin | vy -
2 AHaTH3HPYCMEIE HOKA3ATCHH!
2.1 Onncasne {caoiiorsa) Brzyansupl Benptit u:14 KOPHYHEBATO-KCATEH] Mer-
T&PEI, tom 1, 3,11 KHH KPHCTAIAHYCCKENR HOPOLOR. YMe-
PEHHO PaCTROPHM B BOJC, MajQ Pactio-
PHM B METAHONe, MPAaKTIUSCKK HOpac-
TBOPHM B ICITAHC
2.2 Hoamuocts {saentadnra-
1135
HE-cnexrp FOPBIL von 1.2.2.24 | MK-criekTp npONyCKaBHs HOBITYEMOTO
olpasya JOMKSH COOTBETCTROBATE MK~
cuextpy uponyekanus CO rkeroTudhena
rwapodyMapara {EP CRS) wm cnex-
TPY, PEACTABICHHOMY Ha PHOVEEE |
2.3 llpozpaunocts pacteopa PO PBH, tom 1,221 | PacTBOp JOMKCH ORITH UROIPATHBIN
2.4 1IseTHoCTh pactsopa T PRI von 1, 2.2.2, | Okpacka pacTsopa JOMKHA OLITh HC
smeroxn i uyrercHstee sranona Y K., BY(KOK),
ang B{K .
2.5 Conyrerayoune IpHMecH: @& Ph L ToM 2, 2.2.29
- HPHMECE A e Soiee 0,2 %
- npuMecs G He Gonee 0,15 %
- HECHCUH(PRPOBANHEIE HPHMECH He donee (4,10 %
- CyMMa npuMeceit He Gonee 0.3 %
2.6 TloTeps B Macee 1py BLICY~ '@ PLIE rom 2, 2.2.32 | He Sonee 11,5 %
HIMBAHKI
2.7 CyawdharHas sons FePEIL o 1,24.14 | He Boaee 0.1 %
2.8 Ocrarounsie komrucersa op- | 'O PBIL row 1,2.4.24, 1 IO PRI, ron 2, 5.4
FANHYCCKEX pacTRopHISei: 2.2.28
- 2TAHNON He Gosee 3000 ppm
2.9 KosmuecTBCHBOE OTIpeeic- ' PH I, tos 2, 2.2.20 | He menee 98,5 % u ue Sonee 101,0 %
HHe NepecHeTe Ha CYX0T BEIMIECTRO
2.10 Muxpobronoriueckas TOPEIL tom1,2.612, i TPPEIL tons 1,514
YHLTOTa: 2.6.15
- OBLICE KOAHUECTRO apoBos
(OKA) 10° KOE/r
- obmce xomyectno rpudos
(OKI 107 KOE/r
- Escherichia coli Oreyreisue s i1
3 Ordop npob I3 COOTBETCTBUE C KOHTPONLEOH onepa-
UEeEIoi apone ypoi:
COTERKO-14-057:
COI-KO-12-024
4 O0ven KeHTpONHIOH iposnl AL 200Tr MEJ: 200 ¢
5 Yeaopus xpaneiaa B naoeTso 3akphiroM KoHTSHHEpe, 8 3a-
o HIMINCIIHOM QT CRETA I BJIarH AMCCTa
6 CHOK TOMHOCTH 3 v
7 Ynaxosxa o TUncHOBIC MEIIKH, BAOKSHULIE B
. f TOMHITHACHOBHE Oapalatp], a TRIOKS Apyv-
LAY e BHAB! VITAKOBKE, oeciieunpaonie
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Cﬂﬁ"ﬁi!q}l!i{‘diﬂiﬁ HA HOCXOAHBIC MATeRHAADLT

CHC-KO-14-0074-10

Crp. 313 3

Ao Hapaserprer Kogrpoas Meront Kpurepim npuesieMocta
1/n o
7 Yrakoska COXPAIHOCTS CRIPBS B TSURHME CPOKA
F'O7THEOCTH.
8 HMarororiTens Zhejiang Huahal Pharmaceutical Co..
Lid, Keralt
9 Kox

120118




