ZAMBON S.P.A,

Via Della Chimica, 9 - 36100 Vicenza, ltaly
Tel. +0444 968953

Fax + 0444 968905

CONTROL QUALITY LABORATORY
laBoparopis KOHTPONIO AKOCTI

MFG. DATE: 04/2019
[laTa svpobuuyTea: 04/2019

MANUFACTURING COUNTRY: italy
KpaiHa-BupobHuk: [Tanis

MANUFACTURING AUTHORIZATION: No aM - 155/2018
BupoBHuya niuensin: Ne aM - 155/2018
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3AMBOH C.M.A.

Bia penna Kimika, 9 - 36100 Biuenua, Itanis
Ten. + 0444 968953

daxc +0444 968905

ANALYSIS No.: 040000198993-040000198270
Ne aHanuay: 040000198993-040000198270

EXP. DATE: 04/2024
Tepmit npuaatHocTi: 04/2024

IMPORTING COUNTRY: Ukraine
Kpaita-imnoprep: Ykpaita

CERTIFICATE OF GMP COMPLIANCE: No IT/35/H/2019
Ceprudikar signosigHocti GMP: N [T/35/H/2019

PRODUCT: FLUIMUCIL, solution for injection, 100 mg/ml 3 ml in ampoule; 5 ampoules in plastic pallet in a cardboard pack

MpoaykT: ®NYIMYLIUI, posunx anst in'exuii, 100 mr/mn no 3 mn 8 amnyni; no 5 amnyn y nnacTukosomy NianoHI B KAPTOHHIN nayui

ACTIVE SUBSTANCE (per 1 ml): acetylcysteine 100 mg
[itoua pedosuHa (Ha 1 mn): auetunumcreid 100 mr

REGISTRATION CERTIFICATE No: UA/8504/01/01 unlimited
Peectpauiitde nocsiguenHs Ne: UA/8504/01/01 Geactpokose

9s 14

BATCH No.: 28004494
Cepis No: 28004494

BATCH SIZE: 15.164
Poamip cepii: 15.164

CERTIFICATE OF QUALITY / CEPTU®IKAT AKOCTI

TESTS/
NMOKA3HWKU
Appearance
Onuc
Identification

laeHTudikauisn

pH
pH

Particulate contamination

- particles 2 10 ym

- particles 2 25 pm

MexaHiuHi BKoYeHHs

- Y4aCcTUHOK po3mipom 2 10 Mkm
- 4aCTUHOK PO3MIPOM 2 25 MKM

Extractable volume
HomiHaneHwW# obcar

Bacterial endotoxins
BakTepianbHi eHA0TOKCUHU

Sterility
CrepunbHicTb

Assay
- Acetylcysteine

KinbkicHe Bu3HauyeHHsa
- AueTunuucreix

SPECIFICATIONS/ RESULTS/
CNEUM®IKALIN PE3YNbTATU
Clear colourless solution with a slightly sulphureous odour. Conforms
After opening the ampoule with long-term contact with air a
weak pink-violaceous tint may appear.
Mpo3opuit 6eabapeHMil po3uuH 3i cnabkvm cipyatnm 3anaxom. Binnosigae
Ticns posKpUTTS amnynu Npy TPUBANOMy KOHTAKTI 3 NOBITPAM
MOXe 3'SBRATUCS cnabKuit poxeBo-gioneTosui BIATIHOK.
HPLC Conforms
BEPX Bignosigae
From6,2t0 7,2 6,7
Big 6,2 o 7,2 6,7
NMT 6000/ampoule Conforms
NMT 600/ampoule
He Ginblwe 6000/amnyna Bignosigae
He Ginbwe 600/amnyna
NLT 3 ml 3,2mi
He meHwe 3 mn 3,2mn
NMT 3,33 IU/ml Conforms
He 6inbwe 3,33 MO/mn Bianosigae
Must be sterile Conforms
MosuHeH Byt cTeprnbHUM Bignosigae
At release During shelf-life
285,0-315,0 mg/3 ml 270,0-315,0 mg/3 mi 298 mg/3 ml
(95 - 105% of declared) (90 - 105% of declared) (99 % of declared)
Ha momeHm eblnycky B kiHui mepmiry 36epieaHHs
285,0-315,0 mr/3 mn 270,0-315,0 mr/3 mn 298 mr/3 mn

(95 - 105% Big, 3aABNEHOr0) (90 - 105% Bif 3aABNEHOr0)

b o #/2 (251 /g‘% 12-94 2020

(99 % Bin 3asBNEHOrO)



TESTS/
NOKA3HWKN

Related substances

CTopoHHI JOMiLLIKu

- Cysteine
- Uncrein

- Cystine
- Linetun

- N,N'-diacetylcystine
- N,N-giauetunumcrus

- N,S'-diacetylcysteine
- N,S-giauetunuucrein

- Any other impurities

ZAMBON S.P.A.

Via Della Chimica, 9 - 36100 Vicenza, Italy

Tel. +0444 968953
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3AMBOH C.NA.

Bia nenna Kimika, 9 - 36100 Biuexuya, ltanis
Ten. +0444 968953

®Daxc + 0444 968905

CERTIFICATE OF QUALITY / CEPTU®IKAT AKOCTI

- OanHuuHa HeigeHTudikoBaHa foMiLLKa

- Sum of impurities
- Cyma pomiiok

At release

Ha momenm ebinycky

NMT 1,0 %
He 6Ginbiue 1,0 %

NMT 0,5 %
He 6inbute 0,5 %

NMT 1,0 %
He 6inbLe 1,0%

NMT 1,0%
He 6inbwe 1,0 %

NMT 0,5 %
He 6Ginbwe 0,5 %

NMT 3,5 %
He Ginbuwe 3,5 %

SPECIFICATIONS/ RESULTS/
CMEUNDIKALLI PE3YNbTATA
During shelf-life
B kinyi mepminy 36epicaHHs
NMT 1,5 % Conforms
He Ginbie 1,5 % Bignosigae
NMT 0,5 % Conforms
He 6inbiwe 0,5 % Bignosigae
NMT 1,5 % Conforms
He 6inbiwe 1,5 % Bignosigae
NMT 1,0 % Conforms
He Ginbwe 1,0 % Bignosipae
NMT 0,5 % Conforms
He 6inbwe 0,5 % Bianosigae
NMT 4,5% Conforms
He 6inblue 4,5 % Bignosigae

BATCH No 28004494 COMPLIES WITH ALL ABOVE-MENTIONED SPECIFICATIONS

CEPI51 Ne 28004494 BIANOBIOAE BCIM BULLEBKA3AHM CMELIN®IKALYAM

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned site in full compliance with the GMP requirements of the local
Regulatory Authority and with approved specification in the importing country. The batch processing, packaging and analysis records

were reviewed and found to be in compliance with GMP.

Lum sacsiguyio, wo Buliesuknagera iHdopmalis € aiiicHolo i npasunbHoto. [aHa cepis npenapaty BupoBnuHa Ha arajaHiit suie
AinsHLI, BKIKOYAYM YNaKOBKY/MapKyBaHHs! | KOHTPONb SIKOCTI, Y NOBHil BiANOBIAHOCTI 40 BUMor GMP micLieBoro peryniolouoro oprany
i cneuudpikauii, saTeepaxeHoi B KpaiHi-imnopTepa. lMpoToKONW BUPOBHKLTBA, YNAaKOBKM Ta aHanisis Gynu nepesipedi Ta BUaHaH
Takumu, LYo BiANOBIAa0TL BuMoram GMP.

Batch release date / [Jata sunycky cepii: 08.05.2019

Certificate issue date / [lata Bunycky ceprucpikata: 13.05.2019

ZAMBON S.P.A.

Quality Control Manager

3AMBOH C.N.A.

KepiBHuk Bigainy KOHTPOIO SKOCTI
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