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License: IF
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JNinensis: 1F

CERTIFICATE OF ANALYSIS No.2305841

CEPTHOIKAT AKOCTY
Product name: MEDETROM
Hassa npodyxiny: METETPOM

Pharmaceutical form,
container type and size:
JHixapevra opma,

mun [ posmip yraxoeic;

eye drops, suspension, 5 ml in dropper vials, 1 droppervialina
cardboard box.

xpanni oxn, cycrensia ne 5§ May (aaroni-rpaieitsHul,

#0 I gnakony - kpanesenuyi y Rapmorsii Ropobni

Strength / potency:
Cuna 8if / armusnicmn:

dexamethasone 1.0 mg/ml; tobramycin 3.0 mg/ml
Oexcamemazony 1,0 matvin; mobpariyuny 3,0 melua

Certificate of registration: UA/12963/01/01
Cepmughiram peecmparyii:

Batch No.: 2305841

MNe cepil:

Batch size:

Posaip cepii:

Date of manufacture:
HAana eupobruymea:
Shelf life: 03.2026
Tepuiit npudamnocmi do:

17 832 packages/ynuxosox

03.2023

TEST LIMIT RESULT
Hoxasnuwu axocmi Hopayeans Pesyaoinam i
Degeription White or off-white suspension which may precipitate; the precipitate | Conforms
Onuc disappears when gently shaken. ! Bionogidae

Cycnenzia dinozo abo mariace 8inoze Koabopy, MoxcTUEa :
Hpucyrnicmy 0cady, AU IHNKAE NpU RezkoAty 30usmysanii.

pH 5.0-6.0 5.4

Not more than 20 particles can have the maximum size of more than | Conforms
25 pm and not more than 2 of them can have the maximum size of Bidnosidae
more than 50 um.

Not a single particle must have the maximum size of more than 90
pm. !
He Ginvwe 20 vacmox nooicyme Maniu marcusmaisruil posp Siasue i
23 At | ue Ginotite 2 3 HUX MOJICYIND MAMI MAKCUMANLHNG DOV
Binviue 50 sxat,

HKodHa nachicd He RoBUHNG Man MAKCUManbHLT posin Binrsute 90
MM,

Particle size
Posmip wacmox

Nominal velume Not less than 5 ml. 5.04 ml (un)

Hominanouuii 08'em

He mewuee 5 an,

Osmolality
Ocsonansricniy

265 ~ 325 mOsmvke (MOcmons/ra)

321 mOsm/kg
{110caroasliz)

Relative density
Bidnoena eyemuna

1.006 - 1.026

o
Fpisisne 02,9
Toute 002
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| Fax +4 (021) 3504641, E-mall: office@rompham.re ] Pt o
. . The retention time of dexamethasone peak in the chromatogram of Conforms
Identification . A ) ,. ; X
the test solution conforms to that in the chromatogram of the working | Bidnosidac
Dexamethasone . :
reference solution. !

L Yac ympumyeanna nixy Hexcairemazony Ha xpomamozpai
eumugpirayia C yimputy o Hexcan: Y HE Xpo: P ; |
Qexcamemasony aunpobysano2o poswnny 8I0nogioac wacy yrmpuaysaus nixy na |

xposmamoepasti pobonoze POIHUHY NODIGHARNA
Identification The retention time of tobramycin peak in the chromatogram of ihe Coniforms
Tobramycin test solution conforms to that in the chromatogram of the working | Bionogidac
reference solution. '
ewmudhinayin Hac ympunysanns niky Todpasiyuiy Ha xpouamozpai
mobGpamiyuny eunpoliyaanozo poavury 8idnosidae wacy ympumysanns niKy #a
XpOMAmE2pari pobono2o POSHUHY HODIGHAHNA.
Identification The retention time of benzalkonium chloride peak in the Conforms
chromatogram of the test solution conforms to that in the i Bidnogioac

benzalkonium chioride

Denmugirayia
Bensankonio xnopudy

chromatogram of the reference solution.

Yac ympuniyeania niKy Genzankoniio Xropudy na xpomamaozpeti
GUAPODYSANO20 PO3UUNY GIONOBIOAE HacY YMPUMYBAHMA NIKY HO
Xpomamozpaiti peboyoee poIviHY NOPIGHSNHA,

Assay of dexamerhasone
KinsicicHe Bu3HaeHHs
OeRCAAIEINAazony

0.95-1.05 mg/ml (ma/atn)
(95-105 %)

1.01 mg/ml (wa/arn;
01 %

Assay of tobramycin
Kinercicee Bisnauenus
moBpantiyuny

2.85-3.15 mg/ml (xelan)
(95-105 %)

3.05 mg/ml (amelva)

| 101.6%

Assay of benzalkonium chloride
KinskicHe BH3HauCHHA
Oensankaniio Xropudy

0.09 - 0.11 mg/inl (ma/ua)

0.094 mg/ml (melaun)

Related substances

Dexmnethasone impurities: - individual; not more than 0.3 % 0.03 %
Cynpoeigui nonimss - iHousidyansuor: ne binviee 0,5 25
Hoatiwru dencamemaszony:

- total impurities: not more than 1.0% . Conforms

- gebozo dominiox: ne Ginviue 1,0% Bionoaidae
Related substances of - Nebrantine: not more than 1.0 % 0.02%
tobramycein: - Hedpamin: ne Ginsue 1,0 %
Cynposidni dominru 0.05 %
moopaMitiy: - individual: not more than 1.0 % i

- incugidyansroi: ne dinvtue 1,0 % i

Conforms

- total impurities: not more than 1.5% . Bionogidac

- acvbozo Qoalintor: ne dinoute 1,5%
Sterility The medicinal product must be sterile. Conforms
Cmiepunsuicnis ITpenapam sae Hymu cmepunoin, Bidnogidac

I do lhereby ceriify that the abovementioned duta are rrustworthy and accurate. This product batch Is manufuctiured
{packaging/labelling included) under the quality control on the abovementioned wmanufacturing site in jull conformity with the
GMP requirements, estublished by the regulatory agency of Romania as well as with: the specification and control wmetliods of
the analytic-normative docunentation, regisiered in Ukraine. The protocols of manufacture, packuging and analysis are
reviewed; conformity with the GMP is established.

Luy 7 zaceiouyio, wo nepepaxosana swwe inghopmayis € docmosipnoio i mounoio. L cepis npodveyii Gvaa suzomogiena

(srmoucnowy naxyeanun / MAPKYGAHNA} 3 MPOGEOCHHAM KOWMMPOMO ARKOCII HQ Guugegiasaniit supobuudiit Olashuyi @ noeuii

gionogidnocmi 2 aumozavu GMP, semanoenemunu pezynsmopnica  opzanom Pymyitl, a maxoixc y sidnogidwocmi 3

cneyudpivayicio | memodamu konmponio axocmi (MKA), sapeccimpoganimu 6 Yipaini. [pomorony supoBnuymen, yraxoexu ma

anarisic Gyan nepe2ngHyini Mo GCMAaNOSAEHO Gidnoaidnicms GMP,

Surname and position of person, approving baich release to market
[Ipizeuure ma nocada / 3sanss ocody, sra endana dozain na sunyck cepii
Signature and dute, siump

Hionuc ma oama nidnucaunn, newamra / wmanm

Head quality control department Logofetn Ralucn - el
3ae. cidditos xonmponio axecmi:ozogeny Paryxa 14.03.2623 (I : -
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