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BEPHKABHA COYXBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npon. Hamii Ceitauunot, 3, 02099, ten. (044) 295-26-85
E-maijl: dis.kyiv@dls.gov.ua, Kog €APTIOY 37079055

BUCHOBOK
PO AKICTL BBE3CHOro B Ykpainy JikapebKoro 3acoly

20.12.2024 Ne 68649/24/26

PIAYIMYIHIX AHTHBIOTUHK IT
(uadiMeny BanHs JIKAPCHKONe 33c08y 3rinno 3 peecrpauiitunM nocsiaueiinm)
Jdo@imizar mist poswumy puist im'excuilt o 500 mr; 3 gaaxkona 3 xiodixizarom Ta 3 amnyiy 3

posuuniukom no 4 v (Boxa jurs in’ cxniin) y xaprouuii navud
(thopma Bunycky, RO3yBANHS, BH NAKYBAUNS AIKAPCLKOTO 32C06Y)

Howmep peecrpauitinoro nocsimacnus UA/8503/01/01 crpox aif peccrpauiiinoro nocsinuenus HeOOMEIKCH M
Cepist nixapenpiore sacoby Ne 20062334 KinkKicTs BBe3eHoro nixapesxoro sacofy 3168

Bupobuuk Sambon CITA., Iranis
) (naiimeny Baunn BRpobHIKa MiKapeLKoro 3acofy, Xpaina NOXOAKCHNS)

Bueseno s Yipaiuy Tonapucreo 3 o6mexenoro pipnosigannpnicrio "Mirex™, ineur. won:
23153491 :
{nafimenysatst ta ko 3a CIPIIOY opuansiol ocoliu abo npizsuuie, iM's, no 6
0coBi - nianpreMLs, T MICUC TPORHBALHA V8 PeccTpatibuni Honep obnikono
Honatkin aGo ecpis Ta HOMEP naAcnopTa)

IIporoxen sizyansuoro xowrpemo sig 19.12.2024 Ne 4415/2.

3a  pesynmiataMH  AEPIKABHOTO KOWTPONIO BCTAHOBNEHO, BIO  mixapchkuii  3acif
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S

AOTPEMABEAM puMOr 3aKOHOAABCTBA L0 sabesneucHis SKoCT nixcapcyax 33¢0618.
/
o

Muxona XOJIOAEHKO

{iningians Ta npispuwe)
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ZAMBON S.P.A. 3AMBOH CIA.

Via Belta Chimica, § - 36100 Vicenza, Italy Bia aenna Kixika, 9 ~ 36100 Biserua, Iranin
. Tel. + 0444 968953 Ten. + 0444 968953
i Fax +(A44 968905 Gaxe + 0444 968963

CERTIFICATE OF QUALITY / CEPTU®IKAT AKOCTI
Solvent {water for injection) / PoausHtisk (Boaa As iH'€KUiN)

TESTS/ SPECIFICATIONS! RESULTS/

NOKAZHUKA CREUAGKALI PEIYILTATY
Residue on evaporation NMT 4,0 mg {0,004%) Conforms
330KLOK NP BUNAPCBYBSHHI He Binsme 4,0 mr (0,004%) Bianosinae
Particutate contamination
- particles 2 10 ym NMT 6C00/vial Conforms
- particles 2 25 pm NMT 600ivial
MexaHiuHi BRIHOMCHHA
~ HACTUHOK Z 10 Mrm MHe Ginewe 6000/amn Binnesigad
- UBCTUHOR 225 v He Binwlue 600fama
Sterifity Sterile Conforms
CrepunbHicTs Crepuiuio Binoosinac
Bacterial endoloxins NRT 0,25 tUfmt Conforms
Bairepianshi eHAOTOKGUHY He Ginmue 0,25 OEMn Bignowinac
Exiractable volume NLT 4,0 m! 4,27 mi

Hominanstnit obear He merae 4,0 Ma 427 Mn

BATCH No 20062434 COMPLIES VATH THE ALL ABOVE-MENTIONED SPECIFICATIONS
CEPUSF No 20062334 BIGNOBIBAC BCIM BUALEBKASAHIM CTELNOIKALIRM
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} hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, ¥
peckaging/labelling and quality control at the abuve mentioned site in full compliance with the GMP requirements of 4
Requlatory Authority and with approved specification in the importing counlry. The batch processing, packaging and analysi$ g
were reviewed and found to be in compliance with GMP. [E

Lvt 3aCBIRUYIO, WO BULLEBNKNAAEHA THOPMALIR € HIACHOID i npasunbroo. [lana cepist npenapary aupobnuHa Ha 32k
ANAHLEL BIOTIOHAI04Y YNAKOBKY/MAPKYBHHA i KOHTPONL AKGCTI, Y MOBHIY aipnosigHoct 40 sumor GMP wicuesoro perymioony

i cneuvdikalii, 3aTeepaxeHol B kpatHi-imnoprepa. flpatokony BrpoGHALTBA, yRaxoBsn Ta ananiaig Byrm nepesipeni T'a_i' é’g Fa
TaKAMK, LLO BIANOBIAAIOTL Bincram GMP. ’rj\,\:}*%
N

%
%,

Batch release date / JaTa sunycky cepiiz 11 04.2024
Certificate issue date / [ata sunycky ceprudikara: 11.04.2024

Quality Control Manager
3AMBOH C.N.A.
KepiaHitk Big4INY KOHTPONIO AKOCT]

ZAMBON S.P.A, A
| jZAKBON S.p.A.
/ CGUALIFIED PERBON
CERTED)




ZANBCN SP.A

Tel. +0444 968953
Fax +0444 968505

Via Della Chimica, 9 « 36100 Vicenza, laly

3AMEQH C.NLA.
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Bia gerina Kirsiza, 9~ 36100 Biuenya, iranis

Ten, + 0444 968953
Gare + 0444 968305

CERTIFICATE OF QUALITY / CEPTUGIKAT AKQCTI
Lyophilisate  Niodiinizar

TESTS/
NOKABHAKIA

Bacterial endotoxins
BakrepiansHi €HA0TORCHNK

Assay of thiamphenicoi glycinate acetylcysteinate
- from thiamphenicol giycinate

- frory acetyleysteine

Kiribkicke Buakasenus viamdenikony riymsaty
auetuincTeiHaTy
- 110 Tiamcherixony rnilMuaTy

~ MO AUBTHALMCTETHY

SPECIFICATIONS)
CREUMGIKALY

NMT 87 EU/ml
He 6inbiue 87 OT/Mn

At release
810,0-891,0 mgtvial
(100 - 110% of declared)

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

Ha MOoMeHm GbinycKy
810,0-891,0 milchnakon
(100 - 110% sig 3ansnercro
3icTy)

Ha momenm sainycky
810,0-891,0 mr/dnaxcH
{100 - 110% Big 3assnexoro
3MiCTY)

During shelf-tife
729,0-891,0 mylvial
{90 - 110% of declared)

During shelf-life
729,0-891.0 mgtvial
{80 - 110% of declared)

B npoyeci sbepiaans
729,0-881,0 rrichnaxoH
{80 - 110% wiz sasBneHOro
3micTy)

B npoeci 36epizanna
729,0-841,0 mt/thnakoH
{90 - 110% Big sasercHore
amicTy)

Solvent (water for injection} { Posyutumk (8ona ans iH'cruif)

BATCH No.: 28006274
Cepin Ne: 28006274

TESTS/
FIOKAZHKA

Appearance
Omme

Acidity or alkality
Kucnotkicrs, 860 nywHicTs

Conductivity
Enerrponposiasicns

Oxidisable subsiances
Biaronrioodi pewosunn

Chilorides
Xnopuiu

Nitrates
Hitpatn

Sulfates
Cyrthatu

Ammonia
Awiax

Calcium and magnesium
Kanei# | martin

Heavy metals
Bassi meTanu

MFG. DATE: 0512022
Hava supolnwuyres; 08/2022

SPECIFICATIONS!
CREUMOIKALE

Cicar, colouress liquid

Nposopa, GeabapsHa pigvHa

Within the limits
B Mexax Hopmu

NMT 25,0 p&-cm™
He Ginbuie 25,0 Mre/cm

Within the limits
B Mexax HOpmv

NMT 0,5 ppm
He Binole 0.5 ppm

NMT 0,2 ppn
He Sinbwe 0,2 ppm

Practically absent
MpakmituHe sincy i

NMT 0,2 ppm
He Ginwwe 0,2 ppm

Within the limits
B Mmemax HopMy

NMT 0,1 ppm
He Binwwe 0,1 ppm

RESULTS/
PEGYLTATIA

Confonns
Bignosinac

855,4 mg/vial
(108 % of declared)

834,3 mgivial
(103 % of declared)

855,4 mrinakon
{106 % sift 3aRBNENOTQ
amicry)

8343 mtidpnakon
(103 % nin sansnexoro
3micry}

EXP, DATE:
Tepuin npus
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Doy

Conforms
Bignosigae

Conforms
Bignosiaac

13,0
13,0

Conforms
Bignosigac

Conforms
Binnosigac

Conforms
Binroainae

Conforms
Bignosigac

Conforms
Bignosigac

Conforms
Bianosinae

Conforms
Bignosigac



ZANBON SP.A

Vig Defla Chimica, 9 ~ 36100 Vicenza, ltaiy
Tel, + §444 468953
Fax + 0444 968905

CONTROL QUALITY LABORATORY
NeBoparopis KOHTPONIT KOCT

WEG. DATE: 02/2024

Liata sipobuplrea: 0212024
IAANUFACTURING COUNTRY: italy
Kpaixa-supofimk: [1anin

MANUFACTURING AUTHORIZATION: No aiM - 15572018

Bupobisua nivenain: Ne ald - 1542018
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3AMBOH C.NA.

Bia perna Kiviga, 9 - 36100 Biverya, lranin
Ten. +0444 968953

Qaxe + 0444 968905

ANALYSIS No.: 940600258084 - 040000256346
He ananitsy: 040000258084 - (40000256346

EXP. DATE: 02/2027

Tepmin npuaaTiocyi: 02027
IMPORTING COUNTRY. Ukraing
Kpaisa-imnoprep: Yepaixa

CERTIFICATE OF GiP COMPLIANCE: No No [T/33/H/2022 of 13/05/2022
Ceprudbixar sinroniqrocti GMP: No 1TH3/H/2022 of 13/05/2022

PRODUCT: FLUIMUCIL ANTIBIOTIC IT, lyophilisate for solution for injection 500 mg; 3 vials with lyophilisate and 3 ampoules with
solvent 4 mi (water for injoction} in a cardboard pack

MNpopykr: OIIYIAYLUIT AHTUBIOTUK IT, niodinizar gns posundy grin i ekdin no 500 sMr; 3 dnakona 3 rioinivarom ta 3 amnynn 3
POIMKEHUKOM NO-4 M7t (#0Xa AN (1 CKUIRY) ¥ KapTOHHIK kopoBIst

ACTIVE SUBSTANCE (per 1 vial): thiamphenicol glycinaie acetyleysieinate 810 mg (equivalent to 500 mg of thiamphenicol)
Lliova pewopuna (1a 1 hriakon): TiambeHikony rmilpHaT aueTunuuereiar 810 s (eksinanentro 500 wr Tiamdesikony)

REGISTRATION CERTIFICATE No: UNE503/01/01 unlimited
Poecrpauitie nocsiguesns Ne: UA/BS03/01/01 Bescrpokoee

BATCH No.: 20062334

BATCH SIZE: 6316
Poawip cepii: 6.318

CERTIFICATE OF QUALITY / CEPTUGIKAT AKOCTH

TESTS/
JOKAIHMKNA

Appearance
Onuc

Identification of thiamphenicof glycinate
acelylcysteinate

inexTudikadia Tiambeuikony rnlunuary
AUETUNLIACTEIHATY

Unifermity of weight
QpHopIaNICTL 1o Mac

Appearance of reconstituted solution
Oric BiAHOBNCHOTO POINUHY

pH of reconstifuted solution
pH BIZHOBNCHOO POIUUKY

Loss on drying
BTpara B maci Npw BrUCYWYBakwi

Particulaie contamination
- particles 2 10 ym

- partictes 2 20 ym
MexasivHi BKANEHKA
~YaCTHHDK & 10 MKM

- HACTHHOK & 25 MKM

Related substances
Free giycine
CnopigHent caonyxy
Binbiadt snigud

Sterlity
CepurenicTt

Lyophilisate / fliohinizar

SPECIFICATIONS! RESULTS!

CIIEUMOIKALL PESYNLTATA

White or slightly yeliow lameltar mass with slightly sulphuric odour Conforms

Bina abo cuitno-XoBTa RNACTURYACTA MACH 3 NECKNN: CIPHaHMM Binnceigae
3QNSXOM.

HPLC Conforms

BERPX Bignosinae

18/20 £ 5 %, 2/204 10 % Conlarms

18120 £ 5 9%, 2/20 % 10 % Binnosigae

Reconstituted solulion shauld be clear, colour not more than Y4 Ph. Eur.  Conforms

BinroeneHuid poauns coarHen By i npo3opuss, IRTEHCHBHICTL Signovigas
3abaparitHHA BIHOBACHOTO POIYKHY HE FOBRHHA NEPeBXLIYBaTA

THTEHCHEHICTL 38BapuNEHKs STaNOHHOIY poduuHy Y4 €8p apm.

From 3,510 4,5 4.0

Big 3,5 no 4,6 4.C

WNMT 1,0 % 0,41%

He BGinvuie 1.0 % 0,41%
NMT 6000 fvial Conforms
NMT 600 fvial

He Ginulse 6000 ibnakor Bianoninas
He Binblwe 600 ibnako

NMT 2,0% 15%

He Binbwe 2,0% 15 %
Sterile Conforms
Crepuribio Bianosinas

2G. s, v, /
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