AEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIHA OBJIACTI

npos. Ceitamanof Haaif, 3, m.Kuig, 02099, ren/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox CAPNOY 37078774

BUCHOBOK
APO SIKICTE BBE3EHOI0 B YKpaiHy JikapchbKoroe 3acody

29.08.2024 Ne 42126/24/10

MAKCHTPOJI®

(maiivenysanid MKapeLRore 30000y ITLAHO 3 PeecTPALIIRIN NOCRIAYCHHN)
Kparuii ouni 110 5 ma 'y gpaaxoni-kpaneannnni; no 1 gnaxony-gpaneasnuui 8 Ropoebui 3
KADTOHY

{hopma BIMYyCKY, AOTVRAILA, BILT HAKVRAHUA TIKAPCLKOre 3acnody)

Hosep peeerpauiiinoro nocsiauenns UA/8329/01/01 crpex aif peecrpauiiinoro nocsinuenns 01.01.2099

Cepia nixapcskors sacofy No VEMO3A Kinskicts Bsesesoro Sikapeskore 3acofy 2880
Btpobuns Aunkol - Kysprop, Beasrin
{(ualinenyrans Bipobima iRApCEROIO SacoBy. kpai DoX0IHCHIA}
Beeseno B Yrpainy Crisibne yKpallchbKo-eCTOHCBKE NIATPHEMCTEO ¥ (opasi TOBapHCTRA
3 obaeskento1o BianosizaanmicTio "Onrisa-®apat, AT, izear. ron:
21642228

{naitsesrysanig ta xoa 3a €IPTIOY wpranynel ocobiit ado npisenne, im'e, no Garskoni fissaeroi
acobH - mixnptiemu. I Micle IPOWIBANEA Ta PECCTPAMIITINIT HOMED 06:1KOROT KAPTRIL ANATHIIK
nogatkis abo Lepiz T4 HOMCD NACNopTa)

IIpororon sizyamsaere konrpesaw sin 23.08.2024 N 2489/12.

3a pesyasTaTaMi  HACPAKABHOTG KOHIPOMIO BCTRHORAEGHO, IO Jikapebkuil 3acil  mmescwo B Yepaisy 2
IIO‘I"pHM AHHAM BiMor 3uKOHOSASCTE MOAO 3A0CHISYCHHA AKGCT JiKAPEBKIX 3ac0diB.
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CEPTUDIKAT CEPII

BATCH CERTIFICATE

HAJBA NPENAPATY:

MAKCUTPON® kpanni ouni

PRODUCT NAME:

POJIMIP TA TWUM YNTAKOBKU:

MAXITROL® aye drops

10 5 MY ONAKCHI-KPANENLHAUL NO 4 GOAKOHY -KPANENSHWLY| B KOPOBLU 3 KAPTOHY

PACKAGE SIZE AND TYPE:

CWNA AIIFAKTUBHICTS:

& ML IN DROPPER CONTAINER, 1 DROPPER CONTAINER IN CARTON

Dekcameragony 1 mrimn, HoomiuuHy eynkehaty 3500 mofmn, nonimikcuuy B eynsdaty $000 moltan

STRENGTHIPOTENCY:

PEECTPALIAHE NOCBIAYEHHA Ne:

UAIBI29i01/04

Dexamethasone 1Tmg/ml, neomicine sulfate 3500 mofml, polymyxin b sulfate 6000 mofml

MARS KO[l: 741354

MARKETING AUTHORIZATION Na;

UAIBI29101/01

MARS CODE: 741394

HOMEP CEPIL: VEMO3A  OB'EM CEPIL BANYUIEHO! A5IsT YIPATHM: 60320 ynaxonok
BATCH NUMBER: VFMO3A  BATCH VOLUME RELEASED FOR UKRAINE: 60320 packs
TEPMIH OPUIOATHOCTI:  03/2026 NATA BUPOERWLITRA: 1010412024 DATA BUNYCKY CERt: 16/05/2024
EXPIRY DATE; 03/2026 MANUFACTURING DATE: 1010412024 BATCH RELEASE DATE:  16/05/2024
HAZBA, AIPECA BUPQBHWKA: ANKOH-KYBPHOP, PIMKCBEL 14, B-2870 NTYYPC, BENLIIR
NAME, ADDRESS OF MANUFACTURER: ALCON-COUVREUR, RIJKSWEG 14, B-2870 PUURS, BELGIUM
HOMEP AILEH3IT BUPOSHWKA; 176 H
MANUFACTURING AUTHORISATION NUMBER: 176 H
KOMEHTAPI; He sacToconto
COMMENTS: Mot applicable

TECT CNELNGUIKALLIA PE3YNBLTAT

TESTS SPECIFICATIONS RESULTS
SOBHILLHIA BUrNsAA, XONID (BI3YaNEHO) He nposopa cycnensia, Ge3 arnomeparis, sig Binnosinag
Appearance, cofor (by visual inspection) Ginoro 0o Brigo-oBTOrO Pass

Opaque suspension, no agglomerates, white to
pale yeliow
lnenTudhikauia nekcameTazony (BEPX) NoauTueHO Bignosigac
Dexamethasone identity (HPLC) Positive Pass
Inerupikalia nexcametasony (TIUX} Floantnato Binnosinac
Dexamethasone identily (TLC) Paositive Pass
KiflbRICHE BU3HAYEHHA AEKCAMETA30HY 95 - 105 % pla 3@aABNEHOrO BMICTY 89.6%
(BEPX) 95 - 105 % of declared content 99.6%
Dexamethasone assay (HPLC)
[poaywrd perpanallii AeKCamMeTa3oHY
(BEPX):
Dexamelhasone degradalion products
{HPLC):
AL-5447 He Qinbwe 0.3 % i BmicTy AekcameTazony 0%
AL-5447 Net more than 0.3 % of dexamethasone content 0%
Al-37691 He Sinble 0.2 % 8ia BMICTY NoKCAMETAIOHY 0%
AL-3769% Not more than 0.2 % of dexamethasone content 0%
Cnonyka P He Binbiwe 0.2 % Big BMICTY l@KCaMETRIOHY 0%
143
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Compound P Not more than 0.2 % of dexamethasone content 0%
AL-HBS He Ginkwe 0.3 % ein BMICTY AeKcameTajony 0%
AL-585 Not more than 0.3 % of dexamethasone content 0%
AL-5340 He Sinbwe 0.2 % Big BMICTY AEKCAMETAZOHY 0%
AL-5340 Not more than 0.2 % of dexamelhasone content 0%
Al-37912 He Binsiie 0.3 % aia sMicTy AexcamMeTasoHy %
AL-37912 Not more than 0.3 % of dexamethasone content 0%
Byas-akui Hepkasakui ApoayT aerpanai He Binbwe 0.2 % Big BMICTY ASKCAMETRI0HY 0%
Any unspecified degradation product Not mere than 0.2 % of dexamethasone content 0%
3araneHa KinkkicTh NPOOYKTIE ferpanaui He Binsiie 2.0 % sig BMICTY AEKCAMETAIOHY 0%
Tolal degradation products Not more than 2.0 % of dexamethasone content 0%
InenTuebikauin Heomiumny cynsdiaTy [osutnsno Bianosigae
{konuopoaz peakuin + TLUX) Positive Pass
Neomicine sulfate identity {color reaction +

TILC)

KinbKicHe 81M3HANEHHR HEeOMILIMHY cyAbghaTy 95 — 120 % 8iA 3a98/1€HOI0 BMICTY 104%
Meomicine sulfate assay 95 - 120 % of declared content 104%
Ingntvibikauia nopiMikcud B cynbhary [MoanTusnp Bipnosinae
(tgneoposa pearuin + TUIX) Positive Pass
Polymyxine B sulfale identity {coler reaction

+ TLC)

. Kinbticiie auaHadedHs nonimitguy B 95 - 120 % nin 3anbneHoro BmicTy 110%
cynkaTy (REPX) 85 - 120 % of declared content 110%
Polymyxine B sulfate assay (HPLC)

IpenTidikayia Gensankonio xnopuay Loautneno Binnorinae
{BEFX) Positive Pass
Benzalkenium chloride identity (HPLC)

¢ KinpKicHe BuaHaveHHn GeHaankolio xnopuay 90 — 110 % Big 33ABNSHOIO BMICTY 97%
(BEDA) 90 - 110 % of declared content 97%
Benzalkonium chioride assay (HPLC)
pH 52-5.8 5.7
OeMoninLHCTL 250 ~ 310 mOem/xr 283 MOcixr ‘
Osmolality 250 - 310 mQOsmikg 283 mOsmikag
Blaarictk 12 — 30 mlia¢ 20mltac |
Viscosily 12 - 30 mPa-s 20 mPa's |
Posnip vacTor He Binblue 20 YacTor > 25 MK 0 wacTox :
Parlictes size Not more 20 particles > 25 pym 0 particles

He Ginsuwe 2 vyactoK > 50 mkm 0 vacToK

Not more 2 particies = 50 ym 0 parlicies

BiacyTHI YacTkn > 90 mxm 0 vacrok

Absence of pariicies > 80 pm 0 particles

PecycneraosaHics He Bonee 15 cexyHn 5 cekynn
Resuspendability Nol more than 15 seconds & seconds
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Crepunericth (€Bp. @, 2.6.1) Crepwnbho CTegMths-lo
Sterility {(EU Ph. 2.6.1) Sterile Sterile
‘0O8'eM HANORHEHHA Bianosigge sumoram £C Bianosiagze
*fill volume Meets EU requirgments Pass

"KOHTHOMIDETHCH B NNOLIEC BUROGHWUTRA
“controlled during production

Lium 5 3apipsio, wio srilleBkasara inchopmallin & ToMHGO Ta aocTosipHoto, Qana capin npoaykTy Syna aupofneHa, BKmcuaIoun yRakoeky i
MapkyBanHR Ta  NPOBEACHC KOHTPONGL 1l SKCCTI Ha SMIYedasHaqeHin BupoBHudill ainbHwui ¥y nomHill Bianosigrocti 3 sumeramm HBM,
BCTaHOBMEHMMA MICUSBMM DeTyNATOPHIKM OPFaHoM, a TAKOXK ¥ BIANORIAHOCTI i3 creunriKaLiAMK, HABEAGHUMM B PECCTRALIAHOMY AOCHE.
Mpotoranu supobuuyTea, Nakyearka Ta aHanisin Synu nepernauyTi Ta BCtaHoBReHa BignoRiAHICTL aumoram HEM.

| hereby cerlify lhat the above information is authentic and zcourate. This balch of praduct has bean manulactured, including peckagingflabeling
and qualily conlrel at the above menlioned site in full compliance with the GMP requirements of the local Reguialory Authority and will1 the
specificalions in the Marketing Autherization. The balch processing, packaging and analysis records were reviewed and found (0 be in
compliance with GWP.

Ninnpe: & s - Harta: 16/05/2024
Signature: *"b: \_33_ Date:

Npomycnonud thapmauesT, YnosHoBaxera ocoba: X. Besentep
Industrial pharmacist, Qualitied Person: H. Deveiter
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