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HeccpoyHO

Creumdukalms Ha HCXOAHBIE MaTEPHANLI W o s p e mA0: AIMC-KO-14-0074-12
LIRS
i » | Crp.l m33
Hata Beenenns c: Beoaures s3amen: HeiicTeyer no: [MpuunHa: akTyanulauus

KETOTU®EHA THAPO®YMAPAT
Ketotifeni hydrogenofumaras
KETOTIFEN HYDROGEN FUMARATE
KonTpoas kayecrsa mo H/L Pb 0360C-2019

Paznenam 3.2.5.4.1, 3.2.S.4.2 perucTpauHoOHHOr0 /10Che
JekapcrBeHHoro npenapara Keroruden, Tadaerkn 1 mr

B Apmenunu, Pb

CocraBuin CornacoBaamn YTBepaua ——
JomkHocTs: XuMuK [ kKaTeropuu Homxrocts: HavansHuk OKK JomxHocTs: 3amec'm1gb reu)panworo
AJl ey / JMpeKTOpa Y /
MO®: M.B.babkanuesa HMO®: O{B.BW HOD: T.éga%% é /‘%
[Toanuce; MM Monnues:\_* IToamuce: ™

Jlata: 4% 02 2026 Jlara: 20.02. AOXE Jlata: 20.02. 2.02¢

JomxnoeTs: mukpobuonor 11 ka-
TErOpHH

JIOMKHOCTD: 3aMEeCTHTE b HAYaTbHH-
Kka AJl

HO®: H.A Manbiruna / /

[Toanuce: ,/72&, o /

| HO®: B.O.PatHukoB
Monmuce: _— & ‘
Jlata: AR . 02266

Tlata: 20.02, Qo

JlonxHoCeTs: HavanbHUK MBJT

HO®: C.B I'oxopkosa s
Toanuce: ( /.
Jlata:” 4G 02 Zo2é

HomxHocTts: Havansauk OCuP

HO®D: O.A Bpeyrs
nonnuc(- ?;

Jata: 49 02 2026

HomxrocTts: HavabuHk O3

HOD: U.A. Hoegx'

[onnuce: /4, M e

Jlata: Y/ 49 02 2026




Crietndukaums Ha MCXOIHBIE MaTepHaTbi

0AO B
Ei [ O T R ETIC-KO-14-0074-12
JKISNMNNAD

Ctp.2 3 3

Ne [TapameTpsi MeTozast MeTtoauks Kputepuu npueMieMocTH
n/m KOHTPOJIS HCIIBITAHMI
1 [Tpumenenne - - Kerotngen, tabnetkn 1 mr ans
Azepbaiimxana, Apmennn, Keip-
reisctada, Pb, Tamxukucraua,
Typxmenucrana, Yabekucrana
2 Haumenosanwe no-
Kazarenei kavecTsa:
2.1 Onucanne BusyansHbli COIT-KO-14-102 benslit M KOpHYHEBATO-KEITHIN
(cBoticTa) I'ePBIL 5.11 Pasnen «Onucanune MEJIKHH KPUCTAUIMYCCKUH 1opo-

2.2 *[ToanmHHOCTH
(naeHTHdUKanHN);
Abcopbunonnas
crnexkTpodoToMeTpus
B WH{paKpacHOi
obnacTH

2.3 TlpozpaunocTts

pacTBOpa

2.4 [{seTHOCTE pacT-
BOpa

2.5 ConyrcTByromue
TIPUMECH:

- npuUMech A

- npuMmeck G

- Heeneundmumpo-
BaHHbIC MPUMECH

- CyMMa IIpaMecei
2.6 TToteps B Macce
TIPH BBICYIIHBAHHH

' PBI, 2.2.24

[OPEIIL2.2.1

I'oPBII, 222,

meron I1

I'd PRI, 2.2.29

I'®PBII, 2.2.32

(cBoiicTBa)»
HJI Pb 0360C-2019,
Paznen 3.2.8.4.2

Paznen «ITommuHOCTh
(maeHTHgHKALMSA)»
HJ1 PB 0360C-2019,
Pasznen 3.2.8.4.2

Pasnen «ITpospaynocts
pactBopa»

HJ{ Pb 0360C-2019,
Paznen 3.2.8.4.2
Paznen «l{peTtHoCTH
pacTBOpa»

HJ1 PE 0360C-2019,
Pasnen 3.2.5.4.2
Paznen «ConyTtcrByio-
HIHE PHUMECH»

HJ1 PB 0360C-2019,
Pazpnen 3.2.8.4.2

Pasnen «Iloreps B Mac-
Ce IPH BBICYIIMBAHHHY)
HJI PB 0360C-2019,
Pasnen 3.2.8.4.2

IIOK.

VMepeHHO pacTBOpHUM B Boze, Mma-
JI0 PacTBOPHM B METaHOJE, INpak-
THYECKH HEPaCTBOPHM B TenTaHe

HudpaxpacHblif CIeKTp nporycka-
HUS HCIIBITYeMOro ofpasua A0JnKkeH
COOTBETCTBOBaTh HMHPpPaKpacHOMY
cnekTpy nponyckanus CO keroTu-
dbena ruapodpymapara (EP CRS)
WIH CHEKTPY, NPeACTaBIeHHOMY Ha
pucyuke 1

Pactsop S nomxen OwiTh nmpozpay-
HbIM

Oxkpacka pactBopa S pomxkua ObITh
He HHTeHCHBHCee 3TanoHa Y(OK)s,
BY(KX)4 umm B(K),

He 6onee 0,2 %
He 6onee 0,15 %

He 6onee 0,10 %
He 6onee 0,3 %
He 6onee 0,5 %

2.7 Cynearnaz 30- [I'® PBEII, 2.4.14 | Paznen «Cynsdarnas He 6onee 0,1 %
na 30/1a»
HJ1 PB 0360C-2019,
Pasnen 3.2.5.4.2
2.8 Ocrarounslie ko- | '® PB I, Paznen «Ocratounsie [®OPBIL54
JHYeCTBa opranuye- | 2.4.24,2.2.28 KOJIMYECTBA OpraHuye-
CKHX pacTBOpHTE- CKHX pacTBOpUTENeH»
neif: HJI PB 0360C-2019,
- 3TAHOT Paznen 3.2.5.4.2 He 6osiee 5000 ppm
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Ctp.3 n3 3

Ne [MTapameTtps Metoanl MeTtoaukn Kpurepnn npueMiaeMocTH
n/n KOHTPOIA HCITBITaHWH
2.9 Komuuecrennoe | I'® PRI, 2.2.20 | Pasnen «Komuecrsen- | He menee 98,5 % u ne 6onee 101,0 %
oTnpeaeNeHue HOE OTIpefeTICHHEY B [I€pECUETe Ha CYX0e BEIIeCTBO
HJII PB 0360C-2019,
Paznen 3.2.S.4.2

2.10 Mukpobuono- | I'd PB I, Meroauka ucneiranuii | F® PB I, 5.1.4

ruYdecKas YHCToTa: 2.6.12,2.6.13 AM-12-0074

- ob1mee KONMU4eCTBO COIT-KO-12-197

aspo6os (OKA) 10* KOE/r

- of1ee KOMM4YecTBo

rpubos (OKI') 10* KOE/r

- Escherichia coli OtcyrctBue B 1 r

3 O16op npob - B coorsercTsam co -
CTaHJapTHOH onepaim-
OHHOH npoueaypoit:
COIT-KO-14-057,
COIT-KO-12-024
4 O6beM KOHTPOIB- - - AJl:

HO¥ 11po6sbI apxuBHBII o6pasent— 11,0 r
nabopartopuslii o6pasey (CBK) —
130r
naGoparopusiit o6pasen (CXH) —
20r
MBJI: 10,0 T

5 Yenosus XpaneHus - - B nnoTHO 3aKpeITOM KOHTEHHEpE, B
3aIIMIIEHHOM OT CBETa M BJIarH Me-
cre

6 CpoK rofHOCTH - - S ner

7 VYnakoska - - ITonmusTiaeHOBEH MeloK B (osbru-
POBAHHOM MeIKe, BIOKEHHBIE B
ATOMHHHCBYIO EMKOCTh

8 Harorosuresns - - Zhejiang Huahai Pharmaceutical
Co., Ltd, Knraii

9 Koxn - - 120118

*Henbiranus noTMHHOCTH M3 KaXI0H YNakOBOYHOH €AMHUIIB! Nepel BhylayeH B MMPOU3BOICTBO MPOBO-
auth cornacHo COTII-KO-14-056 meronom I'd PB 11, 2.2.40 CnextpopoTomerpua Onmxnero uudpaxpac-
Horo awanasona. Kputepuu npuemsemocti: «Crnekrp McnsiTyeMoro obpasua J0/MKEH COOTBETCTBOBATH
cnekTpy kerorudena ruapodymapara, BaeceHHoro B Gubnmuorexy cniexrpos BUK-ananuzartopa».



