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3AMBOH C.IT.A.Urtanus

Bua nena Kamuka, 9 DapmatesTHUCCKH
36100, Buuenua, Arams 3ason

Ten. (0444) 968911 3amGon C.ILA.
Tenexe: 480097 Bunenua

Daxkc: (0444) 348049

[Tga. — 820-36100, Buucuna

C.C.P. 10188386

CONTROL QUALITY LABORATORY ANALYSIS Ne 040000200773

JIABOPATOPHS KOHTPOJIS
KAYECTBA

Mfg. date: 06/2019
Jara usrorosnenus: 06/2019

040000200345
Ne Ananuza 040000200773
040000200345

Officina farmaceutica
ZAMBON SpA
Vicenza

Date: 25/06/2019
24/06/2019
Hara: 25/06/2019
24/06/2019

Exp. date: 06/2024
Cpok rogrocru: 06/2024

PRODUCT: FLUIMUCIL solution for injections and inhalations 100 mg/ml in ampoules 3 ml No.5
[Mpoayxr: @ayuMyui pacTsop ans uHbexuuit u uaramauni 100 mr/ma no 3 M s ammynax NeS

LOT No.: 28004702 page 1/2
Cepua Ne: 28004702
ANALYSIS CERTIFICATE
AHAJIMTUYECKHAH ITACIIOPT
TESTS/Tlokazarenu SPECIFICATIONS/ RESULTS/Pezynbsrars!
CITELFDHKA LM S
Appearance Clear colorless* liquid with a slightly conforms
sulphureous odour.
*However on opening the ampoules
and after contact with the air the
solution may develop a very slightly
pink-violaceous coloration.
Onncanne [pospaunas GecuBeTHas* KHUIKOCTE CO COOTBETCTBYET
C1a6bIM CepPHBIM 3araxoM.
*[Mocne BCKPBITHS aMITyJibI TP
IUIATEJILHOM KOHTAKTE ¢ BO3LYXOM
MOKET MOABJIATECA cabblif pozoso-
thHONEeTORRIH OTTEHOK,
Identification of Acetylcysteine Positive conforms
[NonnUHHOCTE ALETHILNCTCHHA HONOKHTENBHO COOTBETCTBYET
pH From 6,2 1072 6,7
pH 0r6,2 1072
Color of sofution* Colorless *or not more reference
solution 6b conforms
IlseTHocTh pacTBopa* Jlomked GriTh GeCUBETHBIM *1TH He COOTBETCTBYET
NpeBBILIATh OKpacCKy 3TaloHa 6n
Clarity of solution Clear as compared with water for conforms
IpospaunocTs pacTsopa injections COOTBETCTBYET
Jlosken GbITE MPOIPAYHBIM MO
CPABHEHHIO € BOJIOH /U HHBEKLIHI
Particulate contamination* Product has to be free from visible conforms
particles
MexaHHIeCKHe BKUHOYEHMN [penapar xomxen 66ITh cBOGONCH OT COOTBETCTBYET

BHIAMMBIX 4aCTHIL

Zambon SpA

Stabilimento Farmaceutico / Pharmaceutical Plant

Via della Chimica 9 - 36100 Vicenza - Italy
Tel, +39 0444 968 911 Fax +39 0444 348 049
Casella Postale 820 - 36100 Vicenza - ltaly

Direzione e ammumistrazione / Sede legale
Head Office / Ragistered Office

Via Lillo del Duca, 10

20091 Bresso (M1} - Italy

Tel +39 02 665 241 Fax +39 02 665 01 492
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3AMBOH C.I[T.A. Hranus

Bua nena Knvixa, 9 MapuMaleRTHYCCKHA Officina farmaceutica
36100, Buyenna, Uranus 3a80J ZAMBON SpA

Ten. (0444) 96891 1 3ambon C.ILA. Vicenza

Tenexc: 480097 Buuenua

®axc: (0444) 348049
M.1. — 820-36100, Buuenna
C.C.P. 10188386

CONTROL QUALITY LABORATORY ~ ANALYSIS Ne 040000200773 Date: 25/06/2019
JIABOPATOPHSI KOHTPOJISI KAYUECTBA 040000200345 24/06/2019
Ne Anaamsa 040000200773 Rara: 25/06/2019
040000200345 24/06/2019
Mfg. date: 06/2019 Exp. date: 06/2024
Jara usrorosnesus: 06/2019 Cpox roauoctn: 06/2024

PRODUCT: FLUIMUCIL solution for injections and inhalations 100 mg/ml in ampoules 3 ml No.5
MpoaykT: OayUMYLIT PACTBOP IS MHbEKIMY 1 unransimi 100 mr/ma no 3 M B amnynax Ne§

LOT No.: 28004702 page 2/2
Cepus Ne: 28004702
ANALYSIS CERTIFICATE
AHAJIMTUYECKHUHA [TACIIOPT

TESTS/Moxkasaresin SPECIFICATIONS/ RESULTS/PesynbTaThl
CHNENHMOHUKALLIMSA
Related substances
[TocTopoHHHE MPHUMECH
Cysteine Not more than 1,0 % conforms
LluctenH He Gonee 1,0 % COOTBETCTBYET
Cystine Not more than 0,5 % conforms
LiscTun He 6onee 0,5 % COOTBETCTRYET
N,N'-diacetylcystine Not more than 1,0 % conforms
N, N"-(HaUEe THNIHCTHH He 6onee 1,0 % COOTRETCTBYET
NS diacetylcysteine Not more than 1,0 % conforms
N,S-AHaLETWILMCTEHH He Gonee 1,0 % COOTBETCTBYET
Exctractable volume Not less than 3 m! complies
Homuunansustit 00bem He meHee 3 mn COOTBETCTBYET
Bacterial endotoxins Not more than 3.33 E.U./ml conforms
BakTepHaibHbIC JHI0TOKCHHBI He Gonee 3,33 ED/mn COOTBETCTBYET
Sterility Sterile conforms
CrepuiibHOCTE IIpenapar xosoken ObITh CTEPHIILHBIM COOTBETCTRYET
Acetylcysteine assay From 285,0 to 315,0 mg/3ml mg 299,0
(95-105% of labelled Acetilcystene (100% o.d.)
content)
KonuyecTseHHoe coaepxanue Ot 285,0 10 315,0 mMr/3 Mn Mr 299,0
ALETHILKCTEHHA (95-105 % OT yKa3aHHOTO Ha ITUKETKE) (100% o.d.)

*Tests were included in accordance with ISQCMP requirements/ nokasatesu BmodeHst no rpedosanmnio MCKJIC

THE LOT No. 28004702 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS.
CEPHA No. 28004702 COOTBETCTBYET BCEM BBILEVKA3AHHBIM CHEUHU®HKALIHAM

Seal (ITeuats)
Manager of Control Quality Department
3apenyrouiuil OTAENOM KOHTPOMA KayecTsa

ZAMBON Sp.A.
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Stabilimento Fa autica { Pha Head Office / Registered Office
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