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CONTROL QUALITY LABORATORY
JIABOPATOPHUS KOHTPOJLA KAUECTBA
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Officina farmaceutica
ZAMBON SpA
Vicenza

Date: 31/01/2019
25/01/2019
Hara: 31/01/2019
25/01/2019

Exp. date: 01/2024
Cpok roanocru: 01/2024

PRODUCT: FLUIMUCIL solution for injections and inhalations 100 mg/ml in ampoules 3 ml No.5
TMponykt: ®nyumyuen pacTeop ATH MHbEKUMH 1 MHTANAUKE 100 M/ no 3 M1 B amnynax Ne5
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Cepus No: 28004308
ANALYSIS CERTIFICATE
AHAJIMTUYECKMI ITACIIOPT
TESTS/TTokazaTenu SPECIFICATIONS/ RESULTS/Pesynbrath
CTIEHHOUKALIMA
Related substances
[TocToponnue npumecu
Cysteine Not more than 1,0 % conforms
Lincrenn He 6onee 1,0 % COOTBETCTBYET
Cystine Not more than 0,5 % conforms
Huctuu He 6onee 0,5 % COOTBETCTBYET
NN -diacetylcystine Not more than 1,0 % conforms
N,N’-auaneTwinucTus He Gonee 1,0 % COOTBETCTRYET
NS diacetylcysteine Not more than 1,0 % conforms
N,S-auanetunnucrens He Gonee 1,0 % COOTBETCTBYET
Exctractable volume Not less than 3 ml complies
Homunansusrit o6nem He menee 3 ma COOTBETCTBYET
Bacterial endotoxins Not more than 3.33 E.U./ml conforms
baxrepuanbHble 9HA0TOKCHHEI He 6onee 3,33 ED/mn COOTBETCTBYET
Sterility Sterile conforms
CrepunsHoCTE Ilpenapar fqomkeH GBITh CTEPHUIBHEIM COOTBETCTBYET
Acetylcysteine assay From 285,0to 315,0 mg/3ml mg 301,7
(93-105% of labelled Acetilcysteine (101% o0.d.)
content)
KonuyecTBeHHOE coaepxanne Ot 285,0 10 315,0 mr/3 mn mr 301,7
ALETHWILHCTEHHE (95-105 % oT yxka3aHHOrO Ha 3THKETKE) (101% o0.d,)

*Tests were included in accordance with ISQCMP requirements/ MoKasaTeJu BKIOYEHSI 110 Tpebosarmo HCKJIC

THE LOT No. 28004308
CEPMA Ne. 28004308
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COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS.
COOTBETCTBYET BCEM BLIIIEYKA3AHHLIM CIIEUOHKALTLSAM
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