(L

MOQOD0G0034 o7 30.01.2024. Bryityuwn aHTUBIOTHK 1T Fiod, 1/poau.nin. 3 BoauisH. 500 wr din, Ne 3+3 cepig’ 20057422

o B .5. a,,. u :3 4 ,,.;...w “ﬁ; rhvb‘ 3, oh e

' npﬂﬁ, Hgﬁgi’f C‘;ﬁﬂ‘ﬂntﬁ{ﬂéi; KH'!’BJ}ZO??;W

: w@dig*gmr.ua Kon' QHPHGY'-‘ ¥ 7{1?9935

© o (044) 295-26-33' s
-dts‘_ff'j -

- EHCHGB.K L
-'npﬁ mcwrb BBEICHOrO B Vicpainy snixa pchnﬁm 330006y

12082025 Ne 39166/23/26

@JIVIM?IH‘IH AHTHB!.THK IT

: | {t{aﬁumyaauun mmpaamrg aaggﬁy 3r;,aﬁﬁ 3 pcm;zamﬁuuu ﬂacamqf:imm}

mmlnmaa'r zm_:g.-‘: H’H}’_ﬂﬁ% inexui 10 5001 MI3 3 tb.ua:;m:a 3 .f:imbimm*mm 2.3 AMRYaH 3

o L ’ammmnmméﬁa 4.Mur (oo Jl.miiﬂ K.Y fﬁijﬂn.iﬁ:_rzmm'i;_ o
- {dropMa amrsmxy, ,uoayzﬁazmn, BhL naxyﬁaunﬁ z;_ xapcmam 3&::06?} S

‘Homep peccTpruiftHoro HoCainYeHHR IJMESO:S:’GUOI c'rpax AT pewrpam ﬁﬁﬁf’ﬁ NoCRiEUEHHS: Hﬂ{}ﬁmaﬂ{aﬁﬁﬁ

Cepm H%Kﬂpchﬁﬂ?{} wcaﬁy b3 2{}05'?#322 !Cwam'rh nneaemam nixap%sam mmﬁy 3125

e

Bupobunk Eamﬁaﬂ e 5 e
IR |1 h_':mﬁtﬂ’a mtpﬁﬁﬁum& mﬁaycwnm mzwﬁy, wpﬂ‘iuﬁ HORODkCHIT)
T P f{siq;,.w 1 h“ iﬁui “
Bpeseno s Yxpaiuy. - Twa;mcﬁmn s,mmﬂ?kemm niauaamamiﬂm “IiTex', e woa:
{Hﬂﬁﬁﬁiiyﬂa}lﬂﬂ"’?ﬁ ﬂm L Eﬁ?ﬁﬁy tﬂpiﬁiﬂﬂttm amﬁy aﬁa np;:mmum s, 710 BaroRos]
thitwusiol ool nmnpﬂmm* aiones TPOKABIHNA ) ¥a pwpamﬂunﬂ yioMén oOnivosot
R VRO fionaTrin 800 cepm *r;: HOMED ﬁacnumﬂ)

'-'r'.“fpa*ram'-_'ﬁia'y'ﬁs:s;:méﬁ;faé:asgéﬁm:‘c;:'_- st 02.08.2023 N 2161/2.

Ba pesyaLTATAMH nepmaﬂam KOHFPONIO. wamaneﬂa, e ﬁixapcamﬁ 4ol pmesgHo B Ypainy 3
,{lﬁTpﬁMﬁHHﬁf“ s mxunnnaama lﬂ&ﬁﬁ mﬁesne%nm amﬁ niaa e iﬁﬁz_\{faﬂﬁeﬁﬁi'ﬂ;

:_ -“'

ppa i_&}z.-. e

5 _,-*ezég?&




MO0C0000034 or 30.01.2024 dnyiMyuun autubioruk IT niod. o/poau.n/iv. 3 poaunH. 500 mr thn. Ne 3+3 cepia: 20067422 &_‘?/{,—)

‘pag ferop 173
seONSPA SWEGHODA
o T Via Della Chimica, & = 36100 Vicenza, lialy- Bias fienna Kimixa, 9— 35100 Biuenya, Irania
e R Tel. + 0444 968953 ) Ten, +(444 968953
e ‘Fax +0444 968005 N Dawc + 444 958905
‘CONTROL GUALITY LABORATORY | ANALYSIS No:: 040000244407 - 040000243658
fiREOpaTODIR XOHTPOITID AKOGT] Ne ananwsy. 040000244407 - 040000243668
MFG, DATE: §3/2023 EXP. DATE; (1372026 -
Lara evpobemyraa; 032023 Topmi rpriaTHoct. 03/2026-
'MANUFACTURING COUNTRY: italy © ' IMPORTING COUNTRY: Ukeaine
‘¥paina-nkpobuyi: ITania Kpaika-iancprep: Yipaiia
MANUFACTURING AUTHORIZATION: No aM < 155/2018 CERTIFIGATE OF GMP COMPLIANGE: No 11/35H£2018-
‘BupobHuua niexsia; Ne aM - 1652018 Ceprwipikar signosipHocri GME: Ne IT/35/H/2019

PRODUCT: FLUIMUCIL ANTIBIQTIC IT, lyophilisate for solution for injection 500 mg; 3 vials with Iyophilisate and 3 ampoules with
solverl 4 mi {water for injection} in & cardhoard pack - .

Mpogyxr $AYIMYUWN AHTUBIOTAK T, nlodinizar AnA poavrdy ans ' cktii no 500 mr; 3 onaxkena 3 nioginizarom Ta 3 amnypy 3
POIUAHNKKOM N0 4 Mt (BOoME AnK 1R ekUiR) y XapTonnbA kopobut

ACTIVE SUBSTANCE (per 1 vial): thiariphenieol glycinate acetyleysteinate 810 mg (equivalent to 500 mg of thiamphenicol)
Oiova peqosnba (Ha 1 ¢raxon): riamgenixony rritviar auetanuuereinat 810 Mr {exsiganenTio 500 mr Tiamdhesikany)

REGISTRATION CERTIFICATE No: UA/B5D31/01 unlimited
-‘PeecTpauiite nocaigueHHa Ne: UABS03/01/01 BescTpokens

‘BATCH No.: 20057422 BATCH SIZE: 5.804
- Cepin Ne: 20057422 Poamig cepll: 5.4

CERTIFICATE OF QUALITY / CEPTU®IKAT AKOCT!
Lyophilisate ! fliodhiniaar

Y TESTS SPECIFICATIONS/ - RESULTS
TTOKAIHIAKA cnsumamuﬁ PE3YMETATA
Appearance White' or slightly yellow lermeliar mass with slightly sulphurc odour.  Conforms
onve Bina aGo cBITNO-MOBTE RAATTUHYECTA MACE 3 NETKUM CiDMaHKM Bignosinac.
JANBXOM: e L
1dentification of thiamphenicol giyeinater  HPLC | Conforms
acelylcysteinate . :
IneHTUDIKEUIR Tiampenikony FilvHaTy.  BEPX Bignosigae
AUETUALIMCTRIHATY
Uniformity of weight 18/20£5 %, 2120t 10% Conforms
QOpHopigHicTE 10 Mac 1820 £ 5%, 2/20 % 10 % - Bignoaiaae
Appearance of reconstituted sofution 'Reconstituted soltition should be clear, colour not more than Y4 Ph, Eur.  Conforms
Cnuc BigHOBNEHATO POJUMEY BigHopnatwid podund nopuHeH Byt nROIOpUM, IHTEHCUBHICTL Bianocaipse -

aafapaneqtn BiRHORNEHOMD POAUMRY HE NOBVHHE NEPEBULyaaT
IHTeHCUBHICTL 3afiapBraHHs ETANOKHOID ROSHUHY Y4 €Bp. papm.

pH of reconstituted selution From 3,5t04.5
pH BIAHOBASROID pOAdnHy Bin 3,5 5045
Loss on drying NMT 1,0 %
Brpara s Maci ipuw aucyuynanui He 8invwe 1,0 %
Pariiculale contamination
- particles 2 10 pm NMT 5000 Nvial
= particles = 25 pm NMT 600 fviat
MexaHiuHi BKnYeRKR o -
- HACYHHOK 2 10 mxws He Binuwe 6000 /pnaxos §,
- YHCTHHOK 2 25 MxM He Ginpwe 600 /chnakon
Related substanceas .
Freg glycing NMT 2,0%
‘Cnopiakeni cromyxm-
Bineshad rhivys He Ginbwe 2,0%.
Slerility Sterile .z, Conforms
- CTepPUNbHICTY Crepunuto | Bignosizac
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“ ZAMBON SPA 3AMBOH CITA
Via Della Chimica, 9 - 36100 Vicenza, Italy Bia nanna iiviva, B — 36100 BlugHua, itanin
Tel. +0444 968953 “Ten. - (444 968853
Fax + 5444 868305 ‘@arc + 0444 S888DS
CERTIFICATE OF QUALITY J CERPTUSDIKAT AKOCTI
| - Lyophilisate ¢ Ninbinizay L
TESTS ‘SPECIFICATIONS/ RESULTS/
MOKAZHIAKA CrELADHALL PEIYIBTATH
‘Bacterial endotoxins NMT 87EUMI Confarms
BakTepianbsi exgoToKCHAR He Ginbwe 87 OEMmn. Bignaoeipac

‘Agsay of thiamphenicol glytinate acelylcysteinate

- from thiamphenicol glycinaie

- from acétylcystsing.

KilisKicke BuaHadeskn Tiamdenikany rriumHary.

BLETUMUMCTETHATY

= O TiasPeRikony rrigMHary

- 110 aUeTHALMCTaINY

L

BATCH No .. 28006274
-Cepina Ne: 28006274

‘Solvent {water for infectlon) { Paayniunk {Bona g

At'release -
810,0-801.0 mghvial
{100 - 110% of declaregd)

At release
810,0-891.0 mg/vial |
(100 - 110% of declared)

-Ha moneNm sumycKy
810,0-881.0 wr/dnakoH

{100 - 110% 8ig saraneHDQ -

aMicTy)

Ha MoMBHm sbinycky
810,0-891,0 mr/dnakox’

{100 - 110% vig saAaNeHLID

aMicTy)

MFGE. DATE: 08/2022
fiara eupobnayTea; $9/2022

During sheif-life
729,0-891,0 mghvial
(90 - 110% of declared)

During sheif-life
729,0-891,0 mgivial
(90 - 110% of declaréd)

B npousci 3bepisasni
729,0-891,0 mr/dnaxori

{90 - 110% sin 3aspneHOrg
amMicTy)

B npousci sbepizanHA
729,0-891.0 mrfchnaxoH
{30 - 110% Big 3anrareHorg

“3micry)

8688 mgrvial
(107 % of declared}

852 0 mghvial
(105 % of declared)

868, 8 mridnarkox
{107 % wig 3anBneHOMD
ImMicTy)

852,0 mr/inaxon
{105 % =8ig 3arsneHore

aMicty).

EXP.DATE. 0972027
Tepuin npuaarsocti09/2027

TESTS/. sk L SPECIFICATIONS! RESULTS/
FOKAIHAKIA . CREUADIKALL PEIVNbTATH

‘Appeargnce _' Clear, Solouriess liquid + Conforms
‘Onwc MNpoacpa, beaCapana piguxa ‘Bignosigae
Acidity or alkality” ‘Within the limits ‘Conforms
KhenovHicrs abo NysHICTL: B mexax Hopuu Bianoeiaas

| Conductivity NMT 25,0 pS-cm™ 13,0

: EnexTponpasgigHicTs ‘He Binvite 25,0 mxc/cm’ 13,0
Oxidisable substances: ‘Within tha limits -
BiaHoamaiodi pesosnHn ‘B MeRax Hopmi v
-Chiorides ANMT 0,5 ppm -::i’
Anepngn He binwwe 0,6 ppm % [& |
Nitrates NMT 0,2 ppm i ° F
Hitparty ‘He Ginviue 0.2 ppm: 4 ""';"
_ - Har .7 sy %4 #\ Ao \EmERiradikat o
Suifates Practically absent  § " &t
Cyredam . Mpaxtuyno sincymi 11 X :{f
. b.!{'
'An{mnnia ‘NMT ©.2 ppm 4 L T , A
Amiak He Glnbiie 0,2 ppm 3 4 T Bianoninac
Calcium ?‘nd' magresiom’ Within the (imits g™ ‘Conforms
Karutyd | maryii B mexXax HopmK Bignoginas
Heavy metals NMT 0,1 ppm ‘Conforms
Baxad meTanu He finewe 0,1 ppm ‘Bianosigac

— - g tere——— “ . ......... 'h'
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ZAMBONSPA BAMECHCNA
‘Via Detfa Chimina, 9 36100 Vicerza, fialy - Bia zienna Kimixa, 8 ~ 36160 Biuenug, franin
ST ERRTT S Tal +0444 968953 ‘Yen, +(444.966953
Sl Fax + 0444 568905 - Gake + (444 868005
: - CERTIFICATE OF QUALITY / CEPTUSDIKAT AKOCTL
" - Solvent {water for Inlection) | Posuunuui (sona ann in'ekuli)
| TESTSI SPECIFICATIONS/ RESULTS/
; TIOKASHVKA CIELIADIKALIT PEAYALTATA

‘Residue on evagoration © NMT 4,0 g (0,004%) ‘Conforms

-3ENVWIOK NDYK BHITAPOBYBAHHI He Ginbure 4,0 wmr (0,004%) Bignoeinae
Particutate contamination |
.- parficles 2 10 ym NMT 6000/vial ‘Canforms

~ particles 2 25 ym’ NMT 600/vial

‘MexaHiuH! BrnoHeHHA ) L _

- MACTHHON 2 10 Mum He BinwLre 6000famn .Bianosigas

= BACTHHOK 2 25 MM - He Binpure 60C/amn

“Sterility -Sterile Confarms
-CTepunsHicTh -CTepuibHO Bignosigae

‘Bacterial endofoxing NMT §,25 Uikl ‘Conforms
BaxTepiannHi eHAOTOKGHHM “He Ginblue 0,25 OE/mn Bignosigae
‘Extractable volume 'MLT 4,0 ml 427 m
HosisaneHAR 0OCRr He medwe 4.0 xn 427 mn

BATCH No 20067422 COMPLIES WITH THE ALL ABOVE-MENTIONED SPECIFICATIONS .
CEPMA Ne 20067422 BIRNOBIJAC BCIM BYRLIEBKAZAHIM CRELIADIKALIAM

| hereby certify that the above informatien is authentic and accurate. This batch of product has heen manufactured, "including

packagingfiabefling and quality cantrol at the ahove mentioned site in. full compliance with the GMP requiraments of the local

Regulatory Authority and with approved specification in-the-importing country. The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP.. .

Ll aacaiguyto, we smuyesnknagena ivdopmadis € AIRCHOIO | npasknbLHOID, [ava cepis npenapaty supobirna Ha aragaHin Buye
BHTEHL, BRIIOHE0NN YHEXOBKY/ MaPKYBRHHA | KOHTPONE SXOCT], Y NOBHIR BignosiaHoCTi A0 BUMOr GMP MIGLIEBOTD PBIYHOINOTE ORTAHY
| cneunddikauli, saTsepawexol 8 xpaiti-imncpTepa. NMpotokonk BUPCGHULTEA, YNAKOBKK TR BHANIE Cynn nepesiperi Ta. svaHaH
TAXAMK, WO BIZNORIZAKOTL BUMOTam GMP.

- Baich release date / ara sunycxy cepit: 28.04.2023
! Certificate issue date / [lata ewnycky ceprudpikara: 28.04.2023.

ZAMBON § P A,

-Quaiity Conlrol Manager
SAMEBOH C.M.A.

KEDIBHVK BIAZINY KOHTPOMO AROCTI
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