Bua jena Knvuka, Y
36100, Buueima, Uraua

Ten. (0444) 96891 1
Tencke: 480097
Mhare: (0444) 348049

GapMaLeBTHMECK I
33801

Zambon C.TTA.
Buucnig

I1.9. — 820-36100. Buueina

C.C.P. 10188386

CONTROL QUALITY LABORATORY

JIAGOPATOPH S KOHTPOJIA
KAYECTBA

Mfg. date: 09/2018
Jlata wsrotoBnenus: 09/2018

ANALYSIS Ne 040000192784
040000192126
Ne Ananusa 040000192784
040000192126

Officina farmaceutica
ZAMBON SpA

Vicenza

Date: 18/10/2018
11/10/2018
Jlata: 18/10/2018
L1/10/2018

Exp. date: 09/2023
Cpoxk roatocth: 09/2023

PRODUCT: FLUIMUCIL solution for injections and inhalations 100 mg/ml in ampoules 3 ml No.5
MposykT: GayuMyLsn pacTROp 1A HHHEKILHIH 1 unransunii 100 Mr/ma no 3 mi B amnysnax NeS

LOT No.: 28004183
Cepus No: 28004183

ANALYSIS CERTIFICATE
AHAJIUTUYECKHWH NMACTIOPT
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TESTS/Tlokasarenn SPECIFICATIONS/ RESULTS/Pesynbrats!
CNEHHDHUKALIMI

Appearance Clear colorless* liquid with a slightly conforms
sulphureous odour.
*However on opening the ampoules
and afier contact with the air the
solution may develop a very slightly
pink-violaceous coloration,

Onucanue TpospadHas GecuBeTHas * HKIUAKOCTb CO COOTBETCTBYET

[dentification of Acerylcysteine
[loanUHHOCTb AUETHALIMCTEHA

pH
pH

Color of solution*

LlseTHOCTEL pacTBOpa®

Clarity of solution
[po3padHOCTb PACTBOPA

Particulate contamination™

MexaHHnuyeckie BKAIoYeHH*

¢1a0bIM CEPHBIM 3aMaXO0M.

*[Tocne BCKPbITHA amnylibl IpH
JUIATENLHOM KOHTAKTEe ¢ BO3YXOM
MOJKCT NOSIBIATHLEA caabblil po30BO-
hHOoNETOBbIH OTTEHOK.

Positive
NONOMKHTEIbHO

From 6,2 10 7.2

Or6.2 1072

Colorless *or not more reference
solution 6b

Jonxen ObiTh GecUBeTHRIM *ILIH He
NPEBLIATL OKPACKY ITAloHa 68

Clear as comparedwith water for
infections

JHonaeH ObITh NPO3PAYILIM 110
CpaBHEHHIO ¢ BOJO AN HIbE KL
Product has to be fiee from visible
particles

[Ipenapart aomielt ObiTh CBOBOALH OT
BHAHMBIX 4aCTHLL

Zambaon SpA
stabilimento Farmaceutico / Pharmacoutical Plant

Pegld asEY o beRaa A O

conforms
COOTBETCTBYET

6,8

conforms
COOTBETCTBYET

conforms
COOTBETCTBYET

conforms

COOTBETCTBYCT
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PRODUCT: FLUIMUCIL solution for injections and inhalations 100 mg/ml in ampoules 3 ml No.5
[TpoaykT: daynmyunn pacTeop ins nubekunii v nuransunii 100 Mr/vi o 3 ma B amnyiax Ne3
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Cepusn Ne: 28004183
ANALYSIS CERTIFICATE
AHATIMTUYECKUH TACTIOPT
TESTS/Tokazarenn SPECIFICATIONS/ RESULTS/PesynbTtath
CHELM®HKALM A
Related substances
ITocroposnue npimecn
Cysteine Not maore than 1,0 % conforms
LneTenn He Gonee 1,0 % COOTBETCTBYET
Cystine Not more than 0,5 % conforms
et He donee 0,5 % COOTBCTCTBYET
NN -diacetylcystine Not more than 1,0 % conforms
NN -1HaueTHauneTHH He Gonee 1.0 % COOTBETCTBYET
N.§ diacervlcysteine Not more than 1,0 % conforms
N,S-asauetiimcTe iy He Gosee 1.0 % COOTBETCTBYET
Exetractabie volume Not less than 3 ml complies
Homuuannuelit 06Lem He menee 3 mn COOTBETCTBYET
Bucterial endotoxins Not more than 3.33 E.U./ml conforms
bBakTepnanbHbie 3810TOKCHHBI He Gonee 3,33 ED/ma COOTBETCTBYET
Sterility Sterile conforns
CrepunsHocTs Ipenapar 10s&eH ObITh CTCPHIBHBIM COOTBETCTBYET
Acetyleysieine assay From 285.0 to 315,0 mg/3mi mg 299,6
(93-105% of labelled Acetilcysteine (99,9% 0.d.)
content)
KonpuecTBeHHOE cofiepkanne Ot 285.0 no 315,0 Mr/3 ma Mr 2996
AUCTHALIMCTENIA (95-105 % oT yka3aHHOI'O Ha ITHKETKE) (99,9% o.d.}

*Tests were included in accordance with ISQCMP requirements/ nokasaresnu BKIIOMEHbI 110 Tpedoranmo HCKJIC

THE LOT No. 28004183 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS.
CEPHA Ne. 28004183 COOTBETCTBYET BCEM BbILUEVKA3AHHDBIM CITELIMOUKALLMSIM

Seul (ITeuars)
Manager of Control Quality Depariment Dr. M. Marcazzan
3aBenyloLWuii 0TAENOM KOHTPOS KauecTRd

Zambon SpA
Stabilimento Farmaceutico / Pharmaceutical Plant

EBMONGIS p A,
n%hﬂé‘i&hh‘éﬂ PERSION

“CUPJL:H YRECTIVE 2
/ l;{l? fe Mo

— S &lonT

Direzione ¢ amministiazione | Sede e Qale
Head Office 1 R: qisl('rcd Office

“iu.- lol T2

201, 58




OEKNAPALIMA O COOTBETCTBUNA

BEKNAPAHT, MPUHUMAOLLUA OEKNAPALINIO O COOTBETCTBUM:

000 "3AMBOH GAPMA”", 2457, QTPH: 1077757776182 o7 10.07.2007, aapés: 119002, Poccusi, Mocksa ropoq, I. Mocksa;
rnasosckvii nep, & 7, Ten: (495) 933-3830, dpake: 8 (495) 933-3831

B nuye: MesepansHoro avpexropa lnyxosa B.B.

[osepexHoe nuue: LWnanuukos P. B,

NosepenHocts No 156 or 08.01.2018

3ASIBNAET, UTO JIEKAPCTBEHHOE CPE[CTBO:

DRyvMyuUn®, PaCTBOP ANA UHBOKUMA U KHranaLud 100 Mmrimn 3 MR, aMNy Nkl TemHaro cTekna (5), NonAcHs!
nnacTukoEbie(1), NayKM KAPTORHbIe, per. ya. Na Tl NO12974/01 or 17.08.2007 {nara sameHxs: PY 20.09.2016),
cepun 28004183, ropen po: 01.09.2023, naprus: 51286 ynakosok. Kowrrpaxr Nab/w ot 01.05.2012 r., nHBOWC

N2 1418000813 ot 19.10.2018 . Kop OKMA2:
21.20.10.255
BbINYCKaeMOe U3roTOBUTENIeM:

3amboH C.MA., itanus/Zambon S.P.A., Italy Zambon S.PA., taly Via della Chimica,
9-36100, Vicenza, crpana: UTanus

Koa THB3[:

COOTBETCTBYET TPEBOBAHUAM: i

M NO12874/01-170807, uam. Ne1-5

OEKNAPALUA NPUHATA HA OCHOBAHUW:

I',Ipi:‘roson.mgnmauuﬁ Ne —89‘51;;], o1 30:10.2018, OO0 "LieHTp KOHTpONA kadecTsa Buonaid”, aTTectaT akkpeguTauvu.
RA.RU.21LIKO1 ot 22.07.2015, Cepruchukar coorserctems Ne POCC IT.0814.C68058 ot 30.10.2018

OEKTAPALIUA: 30.10.2018

Q.SGOTBETCTBUN AEVICTBUTENBHA AO: 010020

7§n‘oon
anBuTen Wnanxukos P. B.

(paMHaNR, UHALMATIEY)

CrefeHuUA O perucTpaluu AeKnapauuu o COOTBETCTBUN

3A0 "TexxauecTso", 109044, r.Mockaa, yn, iuHamosckas, A. 1A, od. 400, Ten.: +7 (495) 676-5254, chake: +7 {483)
676-5417, www.tehkachestvo.ru, tehkachestvo@gmail.com, QrPH: 1057746285189, ATTectar per. Ne POCC
RU.0001.110B14 seigan ®eaepansHon cryxBoi no akKpeguTaLim

Nata perucrpauuu: 30.10.2018

POCC RU O-IT.®B14.A.06050/18

Bopobeera H.H.
(paciuidpoBKa NCANUCH)







