JEKJAPAIIUA O COOTBETCTBHH

JEKJAPAHT, MPHHUMAIONUN JEKJIAPAITHIO O COOTBETCTBHUM:

000 "3ambon Papma"

Ceedenun o pecucmpayuu opzanusayuu: Medicpationnas uncnexyus PedepanvHoti Han02080U cayxcbor Ne
46 no 2. Mockee 10.07.2007, OI'PH 1077757775182, dama npuceoenus OI'PH: 10.07.2007

Aodpec: 119002,2. Mockea, I'nazoseckuii nep., 0.7 .Tenegpon:8(495) 933-38-30

B nuye: I'enepanenstii dupexmop Obpyunuroe A.B.

Hosepennoe nuyo: Linannuxos P.B. Jogepennocmy: Nel81 om 01.03.2019e.

3ASBJISET, YTO

nexkapcmeenroe cpedcmso: Pnyumyyun®-anmubuomux HT nuogunuzam Ons npuz0moeneHus pacmsaopa
ona unvexyuld u uneanayuii 500 m2 810 me, pnaxonwl (3) /6 komnnekme ¢ pacmeopumenem (80da ons
unvexyuil) 4 mn amnynet (3)/ noodoner nracmuxogete (1), nauxu xapmonuwie, pez.yo. Ne I NO12977/01 om
10.06.2008 (oama nepeogpopmnenua PV 09.06.2009) evioano 3amborn C.n.A., cepus 20040647/cepus
pacmeopumena 28004481, napmua 6502 ynaxosox, 2oden do 01.03.2022, npouseodcmea 3ambon C.IT.A.,
Hmanus, kod OKITA2 21.20.10.255, koo TH B3] 3004200002, Jozosop Ne 6/ om 01.05.2012, unsoiic
Ne1419000327 om 08.05.2019, cpox 200n0cmu pacmeopumena 01.03.2024

COOTBETCTBYET TPEGOBAHUAM
11 N012977/01-090609 usm. Ne 1-4

JEKJIAPAIIUSA ITPUHSATA HA OCHOBAHHIHU
npomoxon ucnemanui Ne 4406/] om 21.05.2019 HJI OOQ "Llenmp xoumpons kauvecmea Buonaiigh”,

ammecmam axkpedumayuu RA.RU.211JKOI om 22.07.2015 2., ananumuueckuti cepmughuxam 3ambon
C.IT.A. om 18.04.20192., Cepmugpuxam POCC IT.PMO5.C06890 om 21.05.2019

g namuukos P.B.
-~ HOAMHCH d.H.0

CBEJEHUSA O PETUCTPAIINHA

OPI'AH IO CEPTHDPHUKAIINH, 3APETICTPUPOBABHINNA JEKJIAPAITHIO

Opzan no cepmugukayuu npooyKyuu

O6wecmsa ¢ ozpanusennoti omeemcmeennocmuio « OKPYICHOU yeHmp cepmupuxayuu,
adpec: 620014, POCCHA, Ceeponosckas obnacme, Examepunbype, Xoxpsxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxkpedumayuu Ne RA.RU.11DMO5
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3AMBOH C.IT.A
Bua nena Knmuka, 9
36100, Buuenua, Mranus 3ambon C.ILA.
Ten. (0444) 968911 Buuenua
Tenexc: 480097
@axc: (0444) 348049
[1.1. — 820-36100, Byuenna
C.C.P. 10188386

CONTROL QUALITY LABORATORY

JIABOPATOPHUA AHAJIU3A KAYECTBA

PRODUCT: FLUIMUCIL ANTIBIOTIC IT 500 MG SU
IMpoayxr ®nyumynun Aurubuorax HT 500 mr

LOT: 20040647

Cepus: 20040647

Analysis Ananui Limits / ['paxHus

(DapMaLEBTHYECKHH 32RO

ANALYSIS Ne
Ne Anamusa

Officina farmaceutica
ZAMBON SpA

040000198467 18/04/19
040000197673 11/04/19
040000197678 09/04/19

Mfg. Date : 03/2019
Exp. Date : 03/2022

Pag. 2/3

Result/Pesynsrar

Lyophilized product (vial) Jinodpnaninponannsiii nopowox (gnaxon)

Particulate contamination:
MexaHH4yecKHe BITIOYEHHS:
Invisible particles/ HeBHaUMBIE

YaCTHLUBI:
- particles > 10 um/qactaust > 10MxkM  Not more than 6000/vial He 6onee 6000/dpn. complies/cooTBeTCTBYET
- particles > 25 ym/qactuist > 25MkM  Not more than 600/vial He Gonee 600/dn. complies/COOTBETCTBYET
Bacterial endotoxins Not more than 0.7 I.U./mg of thiamphecol complies
BakTepHanbHbie JHAOTOKCHHEI He 6onee 0.7 ME/Mr THamdenukona COOTBETCTBYET
pH From 3,5104,5 42
pH Or3,5104,5 4,2
Solvent (ampoule) PacTBopurens LOT Cepusn: 28004481 Mfg. Date: 03/2019
Exp. Date: 03/2024

Appearance Clear, colourless, odourless, tasteless liquid complies
Onucanue ITpospavuHas GecLBeTHaR KUAKOCTL Ges COOTBETCTBYET

3araxa H BKyca
Acidity or alkalinity accord. To Ph. Eur. complies
KHCI0THOCTE MITH LIESTIOYHOCTh Coots. Esp. ©. COOTBETCTBYET
Chliorides Not more than 0.5 ppm complies
Xnopuast He 6onee 0,5 ppm COOTBETCTBYET
Sulphates accord. To Ph. Eur. complies
Cynndatst Coots. Esp. @. COOTBETCTBYET
Nitrates Not more than 0.2 ppm complies
HurpaTst He 6onee 0,2 ppm COOTBETCTBYET
Ammonium Not more than 0.2 ppm complies
AmMMHaK He Gonee 0,2 ppm COOTBETCTBYET
Oxidisable substances accord. To Ph. Eur. Within limits

Boccranasnusaonue BemecTpa Coorts. Esp. @

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 - Italy

CanSor Firn S SR80 00 v - RFA Milann o 1R143RA CFMIVA TR

MRAAIRINOAT Sarinta nninerennale

B npenenax HOpMEI

Direzione e amministrazione / Sede legale
Head Office / Registered Office

Via Lillo del Duca, 10

20091 Bresso (M) - Italy

Tel +39 02 665 241 Fax +39 02 665 01 492




3AMBOH C.ILA

Bua nena Knmuka, 9
36100, Bauenna, Hranus
Ten. (0444) 968911
Tenexc: 480097

®axc: (0444) 348049

I1.51. - 820-36100, Buuenua
C.C.P. 10188386

(DapMaucETHYCCKHH 3aB0JT Officina farmaceutica
3ambon C.ILA. ZAMBON SpA
Buenua Vicenza

CONTROL QUALITY LABORATORY ANALYSIS Ne 040000198467 18/04/19
JIABOPATOPHA AHAJIM3A KAYECTBA Ne Asamuza 040000197673 11/04/19
040000197678 09/04/19
PRODUCT: FLUIMUCIL ANTIBIOTIC IT 500 MG SU
[Tpoayxt ®ayumyunun Antubuoruk UT 500 mr
LOT: 20040647 Mfg. Date : 03/2019
Cepus: 20040647 Exp. Date : 03/2022
Pag.1/3
Analysis Ananus Limits / Mpannus Result/PesynbTar
| Lyophilized product (vial) JInodunnaupoeannsiii nopowox (gaakon) ]|
Appearance White or light yellow lamellar mass with a complies
slight sulphureous odour
Onucanue Benas WK CBETIO-KENTas [IacTHHYATASA COOTBETCTBYET
MAcCCa C JIETKHM CEPHBIM 3aIaxoM
Hdentification of thiamphenicol glycinate  positive complies
acetylcysteinate
[MouIMHHOCTH THaM(EHHKONA TIOJIOXHUTENBHO COOTBETCTBYET
[JIMIHHATA aUETHINHCTEHHATA
Mean content weight and uniformity of  873,3mg+ 5% 867,9 mg
mass 18/20+5 % complies
220+ 10% complies
CpenHsas Macca cogepkumoro ¢akona 8733 mMr+5% 867,9 Mr
H OIHOPOAHOCTS 10 Macce 18/20+5% COOTBETCTBYET
2/20£10% COOTBETCTBYET
Clarity Reconstituted solution has to be transparent complies
in comparison with water
Tpo3pagHOCTE BoccTaHoBIeHHBIH pacTROpP JOMKEH OLITh COOTBETCTBYET
Mpo3payHbIM M0 CPABHEHHIO ¢ BONOM
Color of solution Intensity of reconstituted solution color complies
shouldn't exceed color of reference solution
Y4 during 30 s
LlgeTHOCTE HHTeHCHBHOCTh OKPACKH BOCCTAHOBJIEHHOTO COOTBETCTBYET
PECTBOpa HE JOMKHA
[PEBBIIATS HHTEHCHBHOCTH OKPACKH
3TAIIOHHOrO pacTBopa Y4 B Teuenue 30 ¢
Loss on drying <1,00% 0,15%
INoTeps B Macce NpH BLHICYLIHBAHHH <1,00% 0,15%
Thiamphenicol glycinate acetylcysteinate From 729,0 to 891,0 867,3 mg
assay mg/vial
KommiecTBeHHOE colepKaHue 01729,0 oo 891,0 867,3 mr
THAM(EHHKONA IMULHHATA
aleTHIMHCTEHHATA, MI/(JIaKOH
Thiamphenicol assay mg/ vial From 450,0 to 550,0 (90— 110 %) 5359 mg (107%)
KonHuecTBEeHHOE CONlEpXKaHHE Ot 450,0 1o 550,0 (90110 %) 5359 mr (107%)
THampeHuKona, Mr/ duiakoH
Glycine <2,0% 1,3%
R 5010301 <2,0% 1,3%
Sterility sterile complies
CrepunsHOCTE CTepHIbHBIH COOTBETCTBYET

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 B20 - 36100 Vicenza - Italy

Direzione e amministrazione / Sede legale

Can. Soc Euro 5.549.880,001v - REA Miano n 1814364 CE/MIVA IT n D5341030955 Societa uninersonale

Head Office / Registered Office

Via Lillo del Duca, 10

20091 Bresso {MI) - Italy

Tel. +39 02 665 241 Fax +39 02 665 01 492



3AMBOH C.ILA

Bua fiena Kumuxa, 9
36100, Bruenua, Mtamus
Ten. (0444) 968911
Tenekc: 480097

Dakc: (0444) 348049

I1.5. — 820-36100, Buuenua
C.C.P. 10188386

Oapmaucstuaeckuii 3ason  Officina farmaceutica
3ambon C.ILA. ZAMBON SpA
Buuenna Vicenza

CONTROL QUALITY LABORATORY ANALYSIS N 040000198467 18/04/19
JIABOPATOPHA AHAJIU3A KAYECTBA Ne Anammza 040000197673 11/04/19

040000197678 09/04/19
PRODUCT: FLUIMUCIL ANTIBIOTIC IT 500 MG SU
[Mponykt @nyumymmn Autubuorux UT 500 Mr
LOT: 20040647 Mfg. date: 03/2019
Cepus: 20040647 Exp. date: 03/2022

Pag. 3/3
Analysis Anamms Limits / ['pannub Result/PesynbraT

Solvent (ampoule) PacTBopurens

LOT Cepns: 28004481

Mfg. Date: 03/2019
Exp. Date; 03/2024

Conductivity
DNeKTPONpOBOAHOCTh

Nominal volume
HoMHHanbHbI 06beM

Calcium and magnesium
Kanbuwmii u Mmaramit

Residue on evaporation
OcTaToK IpH BEINAPUBAHHH

Heavy metals
Tsoxensie METANNE

Sterility
CrepunbpHOCTS

Bacterial endotoxins
BaxrepHalnbHbIE IHAOTOKCHHBL

Particulate contamination:
MexaHH4eCKHE BKIIOYEHHA;

Invisible particles/ HeBHAUMBIE YaCTHIIBI:
- particles > 10 ym/qacTuune: > 10mxM

- particles > 25 um/sacTuumsl > 25MKM

THE LOT No. 20040647
CEPHANe 20040647

Seal (Ileuars)

Manager of Control Quality Department
3apeaylownit 0TIEI0M KOHTPOIA KAYECTRA

Zambon SpA

Not more than 25,0 uS.cm”’ 8,0 uS.cm™
He 6onee 25,0 mxc/cM

Not less than 4.00 ml 4,29 ml
He menee 4 Mn

accord. To Ph. Eur. Within limits

Coors. Esp. @ B npenenax HopMu
Not more than 4.0 mg (0.004%) complies

He 6onee 4,0 mr (0,004 %) COOTBETCTBYET

Not more than 0.1 ppm complies

He Gonee 0,1 ppm COOTBETCTBYET
sterile complies
CrepHIbHbI#’ COOTBETCTBYET

Not more than 0,25 L U./ml complies

He 6onee 0,25 ME/mn COOTBETCTBYET

Not more than 6000/amp/tle Gonee complies/cooTBeTCTBYET
6000/amm.

Not more than 600/amp/He 6onee complies/cooTBeTcTBYET
600/amrL

THE LOT COMPLIES WITH THE SPECIFICATIONS
Cepus cooTBeTCTBYET CrIeHHHKALHAM

Dr. M. Cristini

ZAMBON S.p.A.
3AMBOH C.ITA.

ZAMBON S.p.A.
HE QUALIFIED PERSON

Wk AL URECTIVE 200133 EELART 4

Direzione e amministrazione / Sede legale

Stabilimento Farmaceutico / Pharmaceutical Plant
Via della Chimica 9 - 36100 Vicenza - ltaly

Tel +39 0444 968 911 Fax +39 0444 348 049

Casella Postale 820 - 36100 Vicenza - Italy

Can Soc Eura 5540 88000 1w - RFA Milann n 1814384 T E/MIVA IT 0 DSAA1AINAS Sarat

A0

Head Office / Reglstered Office

Via Lillo del Duca, 10

20091 Bressa (MI) - Italy

Tel +3902 665 241 Fax+39 02 665 01 492
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