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HAEPXKABHA CJIIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHU y m. KHEBI
Bvii. Bepesnaineska, 29, Knin, 02098, ren. (044) 295-26-85 ren. ((44) 295-26-82
E-mail: dis:kyivigdis.gov.ua, Koa €IPITOY 37079055

BUCHOBOK
1PO SIKiCTL BBE3CHOIO B YKpaiHy Jikapebkoro 3acoby

24.04.2023 Ne 19326/23/26

MEAETPOM
(HAMOH HAHHS TIKaPCoROPO 38LOBY IT11H0 3 poecTpinnifumm HOCBLIHCHHAM )
Kpamiui ouni, cycnensist no S ma y gpaakoui-kpanessunui; no 1 paarony-xpanersHui y
KapToHHilk xopobui
{hOPME BRITYCKY, AO3YBAHIS, BA FEAKYBAHHR AKAPCLKONY 3cOGy)

Homep peectpauiiinoro nocsiguenns UA/12903/01/01 crpok aif peccrpauifnoro nocaiuensis HEOOMEKEHMIT

Cepis nikapeproro 3acoby No 2222421 Kiaskicts sBeseHoro nikapersoro sacody 17950

Bupolbruk K.Q. POMOAPM KOMITAI C.P.JL., Pymysisi

(nalimeirvaasss ipolHUKS JIKaPCLKOrD J8coly, kpaiy oXo menHR)

Breaepo & Ykpainy TosapucTso 3 o0Meweoio gimnosizansuicrio " Tpoxace MGapma

Ykpaina', inent. wox: 37177201

(nafi\vcn} pang oo e CAPHOQY opnaenn] 0coSn a8o npissidine. in's. no 6a1 bkosihiznqing

0COUN - MANPREMUR, TT MICHE NPAKHRANHE F2 PRCCTPRUIRIIE HOMER OBATKOH01 KIpTRI HAXTIIKA
AT 400 CCPIN T HOMCp FcHopTa)

Tpororon nisyniannoro kenrposio sia 24.04.2023 N 1096/4.
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Manufactured by
8.C. Rompharm Company S.R.L.
Location: Str. Eroilor Nr. 1A, Otopeni, 075100, lIfov, Romania
License: 1F
Bupobaeno
K.O. Posapm Komnani C.PJL

Micuessaxomeeina: M. Otoress, Byn. Epoinop Ne 1A, 075100, okpyr Indos, Pymynis

Product name:

Haszsa npooyxmy:
Pharmaceutical form,
container type and size:
Jlixapceka ghopma,

mun I posmip ynaxoexu:

Strength / potency:

Cuna 0il / akmugnicmb:
Certificate of registration:
Cepmudbixam pescmpayii:
Batch No.:

Ne cepit:

Batch size:

Posmip cepii:

Date of manufacture:
Hama eupobruymea:
Shelf life:

Tepmin npudammocmi do:

Jinewsin: 1F

CERTIFICATE OF ANALYSIS No.2222421
CEPTH®IKAT AKOCTI

MEDETROM

MEJETPOM

eye drops, suspension, S ml in dropper vials, 1 dropper vial in a

cardboard box.

Kkpanni ouni, cycnensis no 5 mn 'y gpnaxoni-kpanensrui,

no 1 gnaxony - kpanenvruyi y xapmonnii kopobyi
dexamethasone 1.0 mg/ml; tobramycin 3.0 mg/ml
Oexcamemasory 1,0 me/mn; mobpamiyury 3,0 me/mn
UA/12903/01/01

2222421

18 019 packages/ynaxosox

12.2022

12.2025

TEST Lmmir RESULT
Hoxaznuxu saxoemi Hopmysanns Pesynomam
Description White or off-white suspension which may precipitate; the precipitate | Conforms
Onuc disappears when gently shaken. Bionogidoae
Cycnensia Ginozo abo maiidice 6in020 KOTLOPY, MONCAUBCA
npUCYmMHIcms 0cady, SKUU IHUKAE NPU Ne2KoMy 3608myeanti.
pH 5.0-6.0 5.3
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 Bionosidae
more than 50 pm.
Not a single particle must have the maximum size of miore than 90
Particle size pm.
Po3aumip nacmox He binvwe 20 nacmox Moxcyms Mamu MakcumansHuli posmip Gineuwie
25 MM | He Binvuse 2 3 HUX MOICYIML MAMMU MAKCUMARBHUL POSMID
Ginvute 50 mrm.
JKoona wacmxa ne nogurHa mamu maxcumansrul posmip binvue 90
MKM.
Nominal volume Not less than 5 ml. 5.03 ml (mn)
Hominanonuii 06 'em He menwe 5 mn.
Osmolality : 299'mOsmvk,
Ocmonsinericms 265 - 325 mOsm/kg (mOcmonv/ice) m()cmmh/xj
I;glatlve density 1.006 — 1.026 1.022
iOHOCHA 2yCcmuna
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Tel: +4 {021) 350 46 40; 300 77 80; 300 77 81 §,C. Romphasm Company S:R L. - Romania, lifov, 75108 Otopani, Str. Erollor, Nr. 1A.
Fax: +4 (021) 3504641. E-mail: ofice@rompharm.io CUL: RO 14399648, RC: J23/1321/2004

" The retention time of dexamethasone peak in the chromatogram of

glentlﬁcztmn the test solution conforms to that in the chromatogram of the working | Bidnogidae
CXAMEIAONE reference solution.
o Yac ympurysanns. nixy [excaMemazoHy Ha xpoMamozpami
gaei::ﬁg;gzm sunpobyeanozo possumy 8ionosidde ¥acy Ympumysanua niky Ha
i XpoMamozpami pobouo20 pO3NURY NOPIGHANHS.
Identification The retention time of tobramycin peak in the chromatogram of the Conforms
Tobramycin test solution conforms to that in the chromatogram of the working Bionosidae
reference solution.
Idenmudhirayin Yac ympumysanna nixy Tobpamiyuny va xpomamozpami
mobpamiyuny QUNPoBY8an020 posHuHy 8ION0Bidac vacy YmpuMmyaanHs niky Ha
xpomamozpami pobovozo posuuHy NODIBHARHA.

. . The retention time of benzalkenium chloride peak in the Conforms
Identification ; chromatogram of the test solution conforms to that in the Bidnasidae
benzaikontum chioride chromatogram of the reference solution.

o Yac ympumyeanns niky Gensankoniio xnopudy Ha xpomamozpami
]aeumuqu_aqm eunpo653ano‘zo po3uuny 610noeioae uacy ympumysanis nixy Ha
Gensanxakiio xnopudy xpomamozpami pobo¥o2o pPO3IHUHY NOPIGHARNA. ‘
Assay of dexamethasone 0.95-1.05 mg/ml (mz/mn) 0.97 mg/ml (me/mn)
Kinskicne BU3HA“CHHSA (95-105 %) 97 %
Oexcamemazony
Assay of tobramycin 2.85-3.15 mg/ml (ma/mn) 3.12' mg/ml (mz/ren)
KinvkicHe BuanayenHsa (95-105 %) 104.0 %
mobpamiyuny : _
Assay of benzalkonium chloride | 0.09 —0.11 mg/ml (wa/sn) 0.093 mg/ml (mz/rn)
KinskicHe sd3HaueHust
OeH3ARKONIIO XN0pUdy
Related substances
Dexamethasone impurities: - individual: not more than 0.5 % 0.02%
Cynposinni gomimky - indugidyansuol: ne binouwe 0,5 %
Homiuru dexcamemasony:
- total impurities: not more than 1.0% Conforms
- 6cbozo domiwox: He binvwe 1,0% Bioroeidae
| | Related substances of - Nebramine: not more than 1.0 % 0.04 %
tobramycin: - Hebpamin: we binvwe 1,0 %
Cynposioni domiuxu
mobpamiyury: - individual: not more than 1.0 % 0.09%
- indusioyanvrol: ne binvwe 1,0 %
- total impurities; not more than 1.5% Conforms
- 8020 Somiwok: He binvwe 1,5% Bionosgioae
| Sterility The medicinal product must be sterile. Conforms
1 Cmepwnbnicmy ITpenapam mae 6ymu cmepunoHum. Bidnoeidae

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch Is manufactured
(packaging/labeliing included) under the quality control on the abovementioned manufacturing site in full conformity with
the GMP requirements, established by the regulatory agency of Romania as well as with the specification gnd control
methods of the analytic-normative documentation, registered in Ukraine. The protocols of manufacture, packaging and
analysis are reviewed; conformity with the GMP is established.
Lum 5 3aceiduyio, wo nepepaxosana euue inpopmayin € docmogipuoro i mounow. n cepin npodysxyil Gyna euzonoenena
(8rmonaloNu naKysanns / MApKYeaHHA) 3 NPOBEOEHHAM KOWMPOMO AKocmi Ha eaKazanii supobNuyil. Oinvruyi @ nosHil
gionosionocmi 3 eumozamu GMP, ecmanoenenumu pezynimoprum opeaname%wxii} a maxodic 'y 8idnogidnocmi 3i
cneyughixayiero { memodamu konmponio axocmi (1 , sapeecmposanumu 8 Yxpatui. Ilpomoxonu eupobruymsa, ynaxosku ma
ananisie 6ynu nepeznamymi ma gcmaroenero sionosionicme GMP.

Surname and position of person, approving batch release to market
IIpizsuyge ma nocada/ 3sauns ocobu, axa sudana Goasin va eunyck cepik-:-
Signature and date, stamp

Hidnuc ma dama nidnucanns, nevamxa / wumamn

Head quality control department Logafetu Raluca
3as. 6iddinom xonmpone axocmi:Jlozogeny Pasyka
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