HTEKJIAPAIIIA O COOTBETCTBUHA

JEKJIAPAHT, IPHHHUMAIOIIUAN NEKJIAPATTHIO O COOTBETCTBHH:
000 "3ambon ®@apma"

Ceedenun 0 pezucmpayuu opzanusayuu: Meocpaiionnan uncnexyus Pedepansnoi nanoz060t cayxcbor Ne
46 no 2. Mockee 10.07.2007, OI'PH 1077757775182, dama npuceoenus OI'PH: 10.07.2007

Aopec: 119002,2. Mockea, I'nasosckuil nep., 0.7 .Tenepon:8(495) 933-38-30

B nuye: I'enepanvuwrii dupexmop Obpyunuxoe A.B.

Hoeepenroe ruyo: [lnannuxos P.B. Josepennocms: Nel81 om 01.03.2019e.

SAABJISIET, UTO

nexapcmeentoe cpedcmso. Pryumyyun ®, pacmeop 0na unvexyui u uneanayui 100 me/mn 3 mn, amnynst
memH020 cmexna (5), ynakoexu KoHmypHwle niacmuxogbie (noddouwet) (1), nauxu KapmouHwie, pez.yd. Ne
II N012974/01 om 17.08.2007 (0ama nepeogpopmnenus PY 20.09.2016) evrdarno 3ambon C.n.A., cepus
28004543, napmus 45894 ynaxosok, 200en 0o 01.07.2024, npoussoocmea 3ambon C.IT.A., Hmanus,

ko0 OKIIJ]2 21.20.10.255, koo TH B3] 3004900002, Hozosop Ne 6/1 om 01.05.2012, uneoiic
Nel419000548 om 26.07.2019

COOTBETCTBYET TPEGOBAHUAM
IT N012974/01-170807 usm. Ne 1-5

AEKJIAPATTUS [TIPHHSITA HA OCHOBAHHHA

npomoxon ucnsimanuii Ne 756817 om 07.08.2019 HJT OO0 "Lenmp xonmpons xavecmsa Buonasigh",
ammecmam akxpedumayuu RA.RU.211[K01 om 22.07.2015 2., ananumuueckuti cepmugpuxam 3ambon
C.I1.A. Ne040000202043 om 26.07.2019 2., Cepmugpuxam POCC IT.®MO05.C08871 om 07.08.2019

,[[ATA IIPHHHTI/ISI AEKJIAPAIIUM: 08.08.2019 2.

% Hlnsnxukos P.B.

“ HOATIHCE $ 1.0

CBEJAEHUS O PETUCTPAIINHA

OPI'AH ITIO CEPTH®HUKAIIHH, SAPETUCTPUPOBABIIWI TEKJIAPAITHIO

Opzan no cepmuguxayuu RpodyKyuu

Ob6wecmsa ¢ ozpanusennoli omeememeennocmuio « OKpYICHOU yermp cepmugpurayuu»,
adpec: 620014, POCCHA, Ceeponosckas obracms, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.11OMOS

AEKJIAPAITHSA O COOTBETCTB Ne POCC RU J-IT.®dM05.4.36522/19

Yuuepuna A.A.

PykoBoauTens oprasa 1o
cepTUbHKAIUK TIPOAYKLMH







3AMBOH C.I1.A.Htanusa

Bua yena Kumuka, 9
36100, Buuenua, Uranus
Ten. (0444) 968911

Tenekc: 480097

dapmaucsTHYECKHIH
3an0J)1
3ambon C.ILA.

BuueHua

Daxc: (0444) 348049
ILs. —820-36100, Buyenua

C.C.P. 10188386

CONTROL QUALITY LABORATORY ANALYSIS Ne 040000202043

JJABOPATOPUA KOHTPOJIA
KAYECTBA

Mfg. date: 07/2019
Jlata uarotosaenus: 07/2019

040000201050
Ne Auanuza 040000202043
040000201050

Officina farmaccutica
ZAMBON SpA
Vicenza

Date: 25/07/2019
24/07/2019
Jlara: 25/07/2019
24/07/2019

Exp. date: 07/2024
Cpok roanoctu: 07/2024

PRODUCT: FLUIMUCIL solution for injections and inhalations 100 mg/ml in ampoules 3 ml No.5
[MpoayxT: GnyuMyuun pactBop s uHbeKUUi U uarasmumid 100 mr/mi no 3 min B amnynax No3

LOT No.: 28004543 page 1/2
Cepun Ne: 28004543
ANALYSIS CERTIFICATE
AHAJIUTUYECKUH [TACITOPT
TESTS/ITokazaresnu SPECIFICATIONS/ RESULTS/Pe3ynbtatsi
CNETHDHUKALIAA
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.
OnucaHue [Tpospaunasn GecipeTHasn* *KUAKOCTE CO COOTBETCTBYET
cnabbIM CepHBIM 3aMaxoM.
*llocne BCKPLITHA AMIYIBL LIPX
JUTUTEJIbHOM KOHTAKTE C BO3LYXOM
MOXET NMOABJNATHLCA cnabnii PO30BO-
(HONETOBLI! OTTEHOK.
Identification of Acetylcysteine Positive conforms
MomnuuHOCTE AETHIIMCTEHHA MONOMUTETLHO COOTBETCTBYET
pH From 6,2 to 7,2 6,7
pH 0ré6,2 107,2
Color of solution* Colorless *or not more reference
solution 6b conforms
LiserHocTts pacreopa* Jomken 6biTh GecuseTHBIM *HIH He COOTBETCTBYET
NpeBLIINAThH OKPACKY ITAIOHA 6B
Clarity of solution Clear as compared with water for conforms
[Tpo3pauHocTh pacTBopa injections COOTBETCTBYET
JloynkeH BbITh NPO3PayHBIM 110
CpaBHEHHIO C BOAOH 1A MHBEKLIMH
Particulate contamination*® Product has to be free from visible conforms
patrticles
MexaHuuecKue BKITIOYEHHA* [lpenapar gomxeH ObITh cBOOOAEH OT COOTBETCTBYET

BMAMMBIX YaCTHL]

Zambaon SpA

Stahilimento Farmaceutico / Pharmaceutical Plant
Via della Chimica 9 - 36100 Vicenza - Italy

lel +39 0444 Y68 911 Fax +39 0444 348 049

Casella Postale 820 - 36100 Vicenza - Italy

OEA Kbt oo 004 DA £ CHA T s 035 500 MAEE €t & o

Direzione e ammimistrazione / Sede legale
Head Office ! Registered Office

Via Lillo del Buca, 10

20091 Bresso (MI) - Italy

Tel +3902 669 241 ax +39 62 665 01492



3AMBOH C.I1L.A. Hranus

Bua ncna Kumuka, 9 apMatieRTHIecKuit Officina farmaccutica
36100, Buucrua, Mramms 3a80/1 ZAMBON SpA

Ten. (0444) 96891 1 JamGou C.ILA. Vicenza

Tenexc: 480097 Buuenia

MPaxc: (0444) 348049
ILs. — 820-36100, Busenua
C.C.P. 10188386

CONTROL QUALITY LABORATORY ANALYSIS Ne 040000202043 Date: 25/07/2019
JIABOPATOPHS KOHTPOJIS KAYECTBA 040000201050 24/07/2019
Ne Ananmza 040000202043 Hara: 25/07/2019
040000201050 24/07/2019
Mfg. date: 07/2019 Exp. date: 07/2024
Jara warotornenus: 07/2019 Cpox roguoctu: 07/2024

PRODUCT: FLUIMUCIL solution for injections and inhalations 100 mg/ml in ampoules 3 ml No.5
[Tpoaykt: dnyuMyuuni pacTeop A1 HHbeKUMA M uHrananuid 100 mr/mut 1o 3 ma B amnynax Ne5

LOT No.: 28004543 page 2/2
Cepus Ne: 28004543
ANALYSIS CERTIFICATE
AHAJIMTUYECKHHA [TACIIOPT
TESTS/Tlokazarenu SPECIFICATIONS/ RESULTS/PezynsTaTthi
CIELIIMDHKAILIH A
Related substances
[ToctopoHHKe npUMecH
Cysteine Not more than 1,0 % conforms
[luctenn He Gonee 1,0 % COOTBETCTBYCT
Cystine Not more than 0,5 % conforms
[ncTun He Gonee 0,5 % COOTBETCTBYET
N,N’-diacetylcystine Not more than 1,0 % conforms
N, N'-aHaueTuameTus He 6onee 1,0 % COOTBETCTBYET
N,S diacetylcysteine Not more than 1,0 % conforms
N,S-guaneTHIMCTEHH He 6onee 1,0 % COOTBETCTBYET
Exctractable volume Not less than 3 ml complies
Homunansisiit obbem He menee 3 ma COOTBETCTBYET
Bacterial endotoxiny Not more than 3.33 E.U./ml conforms
BakTepuanbHble JHAOTOKCHHBI He 6onee 3,33 ED/mn COOTBETCTRYET
Sterility Sterile conforms
CrepuibHOCTh [Tpenapar gomkeH 6bITE CTCPUIILHBIM COOTBETCTBYET
Acetylcysteine assay From 285,010 315,0 mg/3ml mg 300,2
(95-105% of labelled Acetilcysteine (100% o.d.)
content)
KonuyectseHHOE CoflepaHue Ot 285,0 no 315,0 mr/3 ma mr 300,2
AUETHALUMCTCHHA (95-105 % oT yKka3aHHOIO Ha ITUKETKE) (100% o.d.)

*Tests were included in accordance with ISQCMP requirements/ noka3satesin BKknio4eHs! no Tpeosanuio HCKJIC

THE LOT No. 28004543 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS.
CEPHS Ne. 28004543 COOTBETCTBYET BCEM BbIIIEYKA3ZAHHBIM CITELUUOHKALIMAM
Seal (IleyaTs)
Manager of Control Quality Department 7 RAMBON 8.p.A.
3aseayloUMil OTAENOM KOHTPOJIA KAYECTBA T IFIEA. PERSON
{COM RECTIVE 2001/83 EEC Ar. 48)
& ry nio Umberto Rossato
[ e
) 26, 0% 249
Zambaon SpA Direzione e amministrazione / Sede legale
. LB ) Stabilimento Farmaceutico / Pharmaceutical Plant Head Office / Registered Office
i) 18818 I Via della Chimica 9 - 36100 Vicenza - Italy Via Lilio del Duca, 10
bn il 1 B A¥ N Tel +39 0444 968 911 Fax +39 0444 348 049 20091 Bresso (M) - lta
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