TEKJAPAIIISI O COOTBETCTBUM

AEKJIAPAHT, MIPUHUMAIOIUA TEKJIAPAITUIO O COOTBETCTBHH

000 "3ambon apma"

Ceedenun o pezucmpayuu opzanusayuu.; Mescpationsas uncnekyus Dedepansroli Hano20601i cayoichvi Mo 46 no
2. Mockee 10.07.2007, OFPH 1077757775182, dama npuceoenus OI'PH 10.07.2007.

Adpec: 119002,2. Mockea, Thasoscuti nep., 0.7 . Tereqhon:8(495) 933-38-30

B nuye: Bpuo zenepanvrozo dupexmopa Jlexmopckas M.C,

Hocepennoe nuyo: [lnannuros P.B., Oosepennocms Nel156-1 om 26.10.18

3AABISIET, UTO

nexapemeennoe cpedcmeo: ORyumyyun, pacmeop Ons unvexyuti u unzanayiii 100 mz/vin 3 mn , amnynu
memHo20 cmekna (5), ynaxogku Konnyprvie macmurossie: (noddoust) (1), nauxu Kapmonnsie, pee N IT
N012974/01 om.17.08.2007 (dama samers 20.09.201 6), cepus 28004308, napmus 46450 ynaxosok, 200en o
01.01.2024, npouseéodcmea 3ambon C.I1.A., Hmanus, Via della Chimica, 9- 36100, Vieenza, Italy w00 OKII2
21.20.10.255, xod TH B3 3004900002, xoumpaxm Ne 6/ om 01.05,2012, ursotic Ne 141 9000096 om
04.02.2019

COOTBETCTBYET TPEBOBAHUAM

I NOI2974/01-170807 uzm. Ne -5

AEKJIAPAITHSI IPHHSATA HA OCHOBAHUHA

npomoxon ucneimarnuti Ne 6151 om 12.02:2019 Jlabopamopnwii yenmp QOO "IJKK OHI": ammecmam
axxpeoumayuy POCC RU.0001.21PK75, Cepmucpuxam POCC IT. OMLI.C80840 om 12.02,2019

|

.

Zambon Pharma Lt
dexnaparim

ﬁ . Ulnsnnukos PB.

(~“Tonmch ' . OHO

CBEJEHHS O PETUCTPAIIAM

OPTAH IIO CEPTH®UKALUH, 3SAPETHCTPHPOBABIIHI AEKJTAPATIIIO

RA.RU.11®M11 OFTAH 110 CEPTHOHKALIHH ITPONYKLHH OBUJECTBO C OFPAHPIFEHHQE
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", ‘adpec opeanusayuu » 109428, 2. Mockea, 1-wii Basoeckuii
‘npoesd, 0. 5, cmp. 1, adpec opzana no cepmugbuxayuu; 129626, 2. Mockea, 1-az Muimuwunexas, d. 25, men,
(495) 783-19-08

JEKJAPALIMSI O COOTBETCTBUM 3APETICTPUPOBAHA M POCC RU J-IT.OMII.A.14486/19
JIATA CTPAITUH /2.02,2019

\ﬂl‘-wm Slpoweiiko M.A.

TIOAMHCE. "PyxosonuTens OC




3AMBOH C.IT.A. Htanus

Bua sicna Kumuka, 9

36100, Buyenna, Uranus

Ten. (0444) 968911
Tenexc: 480097
Gakc: (0444) 348049

®apmauesTHYECKKi
34801

3amGor C.ILA.
ButicHua

1.5 — 820-36100, Busciua

C.C.P. 10188386

CONTROL QUALITY LABORATORY ANALYSIS Ne 040000196002

JIABOPATOPHUSA KOHTPOJIS
KAYECTBA

Mfg. date: 01/2019
Hara usrorosnenus: 01/2019

040000195307
Ne Anannia 040000196002
040000195307

Officina farmaceutica
ZAMBON SpA
Vicenza

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

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

PRODUCT: FLUIMUCIL solution for injections and inhalations 100 mg/ml in ampoules 3 mf No.5
Hpogykr: Oiynmyuun PACTBOP /U4 HHBEKIMH M HHransLmi 100 Mr/mMa 1o 3 ma s ammynax Ne§

LOT No.: 28004308
Cepust Ne: 28004308

ANALYSIS CERTIFICATE
AHAJIMTHYECKHUA MMACIIOPT
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TESTS/Tlokasarenn

SPECIFICATIONS/
CHEUHPHKALIMA

RESULTS/Pesynsrathi

Appearance

Onucanne

Identification of Acetylcysteine
IMomnnHHOCTS ALeTHNUKCTeHHE

pPH
pH
Color of solution*

LseTHocTh pacTsopa*

Clarity of solution
Mpospaqnocrt pacTBopa

Particulate contamination*

MexaHu4eckue BKIIOYEHHS *

Clear colorless* liquid with a slightly
sulphureous odour.

*However on opening the ampoules
and after contact with the air the
solution may develop a very slightly
pink-violaceous coloration,

Ilpospaunas Gecupernas* xnmxocts co

CNMabniM CepHBIM 3amaxomM.

*Ilocne BekphITHR amnyns! npu
AUTUTENBHOM KOHTAKTE € BO3AYXOM
MOXET MOABNATLCA cabblif po3oBo-
droneToBbI OTTEHOK.

Positive
TOJIOXHTE/IBHO

From 6,2 to 7,2

0r6,2 n0 7,2

Colorless *or not more reference
solution 6b

Homxen 6uiTh GecuBeTHEIM *ITH He
NPEBHIATE OKPACKY TANOHA 6B

Clear as compared with water Jor
injections

Homxen 6biTs Npo3pavLiM no
CPaBHEHHIO C BOJOH mns uHbekImat
Product has to be free from visible
particles

Ipenapar nomxen 6b1Th cBoGoaEH OT
BHJIUMBIX YaCTHI]

Zambon Spa
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Stabilimanto Farmaceutice !/ Pharmaceutical Plant
Jia cela Chinica 9 - 3610
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