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TEPKABHA CJIVIKBA 3 JIKAPCHKHAX 3ACOBIB
TA KOHTPOJTIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Ceitiiusot, 3, 02099, te. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €IPIIOY 37079055

BHCHOBOK
Npo AKICTh BBE3CHOI0 B YKpaiHy NiKapcbKOro 3acody

20.02.2024 Ne 7759124126

,,,,,, . HEJAJEKC

| '(Haﬁmeﬁymﬂmi.ﬁiﬁﬁbéﬁmro 3acO0y 3TIIHO 3 peec:'rpauiﬁﬁm&_ﬁocsimcnnﬁm) o
KpAai ouni/Bymni, cycnensis mo S iy paaxoni-kpaneasHuui; no 1 guaaxony-
 KpaneJbHHLI B KAPTOHHINH KO ooINl

.........................................

(hopma BUTIyCKy, 103y BAHHs, BHL HAKY BAHHA IKapchkoro 3acoby) |
Homep peccTpaliifHoro nocsiAYCHHS UA/11179/01/01 crpox nii peeeTpaiiifioro nocsinietns HeOOMEKEHHUI
Cepin nixapcbxoro 3acoby Ne 2309677 Kinbkicrs BRE3EHOrO NiKapcbkoro 3acofy 58179

Bupo6uu ELILLKo, Crumer

(Ha¥iMeHyBaHHs BUpOOHUKA NiKapchbKoro 3acoly, Kpaia MOX0IKEHHS)

.....................................

Baeseno B Yipainy ToBapucTBo 3 06Mexenoio BinnopinaupuicTio "Tpoxac ®apma

(HaWmeHyBasns Ta koA 3a CIAPIOY 1opuautsol ocobu 260 npi3suiLe, iM's, 10 6aTLKOB
diznarol ocobu - nianpremus, 1T MICUE NIPOXKABAHHS ta peecrpauifinuit Homep 06IKOBOT
KApTKH TUIATHYUKE NOZAaTKiB 400 cepist Ta HOMED acnopTa)

TNpororon Bisyansnoro kourposio six 19.01.2024 Ne 141/3.

Jla6opaTopHuii aHai3 AKOCT TiKapchKOro 3acoly saifcHeHuH:

............................

...............
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BHCHOBOK W00 SKOCT JiKapchKoro sacoby, Bunanuit nadoparopieio sin 16.02.2024 Ne 11 7/09124
PeayasTaTi 5a6OpaTOPHOTO aHaNi3y AKOCTI JIKAPCLKOro 3ac00y 3a TIEPERIPEHUMH T10KAZHHKAMMK BIANOBI(ATO T
BUMOraM METOIB KOHTPOMO AKOCTI (AHaNiTHYHO-HOPMATHBHOT IOKY MEHTaULT).

3a pesyibraTaMi  JEpHKABHOLO KOHTPOJIIO  BCTAHOBJCHO, IO nikapceskuit  3acid  BBC3CHO B Vipainy 3

AOTPHUMAHHSAM BUMOT 3aKOHOAABCTBA LIOKO 33‘6&::31‘1‘@11eu’t-ﬁi:;;;._.Hrc'(jc'ri nikapcBKUX 3ac00iB.
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EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO,

Research, Development and Quality Sector

Manufactured by “E.LP.1.Co.”

Henagekc N22309677_CrpaHnua_1l.jpg

Location: Tenth of Ramadan City, First Industrial Zone B1, P.O. box: 149 Tenth, Egypt

License: 00014/2014 Ne FM-LPM-02Z
Bupobneno: EJ1ILIKo.

Micnesuaxomxenns: Tenc.on Pamanau Citi, [Tepma Ipomuciosa Sowa, Bl, a/s 149 Texc, Craner

Tiuensis: 00014/2014 Ne FM-LPM-(2

CERTIFICATE OF ANALYSIS

CEPTHOIKAT AKOCTI

Product name:
Hassa npooyrmy:

Pharmaceutical form,
package type and size:

Jikapcera chopma, mun ma
DOBMID YRAKOBKU:

Dosage / potency:

Joza / cuna 01l

Registration certificate:
Peecmpayiune
NOCBIOUEHHA!

Batch no.:

Ne cepli:

Batch size:

Posmip cepil:
Manufacture date:.
Hama eupobnuymea:
Expiry date:

Tepmin npUOCIHOCIHE:

No. 2309677

HEJIATEKC

eye/ear drops, suspension 5 ml in flacon-dropper, 1 flacon-dropper together

with a leaflet in a carton box

Kpanil OUHI/BYWIRE, CYCREH3I, No 5 mn y Qaaxoni-xpanenenuyi, no 1 QraKOHy-

ropobuyi

Dexamethasone 1 mg/ml |
Neomyein (as sulphate 5 mg) 3.5 mg/mi
Polymyxin B sulphate 6000 IU/ml
Jexcamemasony 1 me/mn.
Heoniyuny (v opmi cynecpamy 5 .m2) 3,5 me/sin
Honisixcuny B cynvchanty 6000 MO/

UA/11179/01/01
2309677
58 248 packages/ynaxosox

10.2023

- 10.2025

| kpanensruyi pasom 3 THCHmPYKYIEIO O MEOUUHOZO 3ACIMOCYBAHNS Y RAPMOHHIL

Horasnuxu AKOCNI

- Hopmyesanws

Pezvnemam

Desc ription

1 Onuc

.m='-°ﬂ‘ _:: # R

SUSPCIS 101 i
| MIKDOOUCNEPCHOIO CVCHE

Plastic 5 ml flacon-droppers with a white microfine | Conforms

Bionogioac

| Nominal Volume

Hominanernutl ob'em

> 5 ml (mn) i

173.0 ml (m)

pH

3560

Freezing point

Temnepamypa 3anieepoiHHA

From -0.48 °Cto -, 'x N

1-0.50°C

Leakage test
Llinicuicing ynarosxi

No leakage N WAV,
bez oznax niOmixguna

Conforms
- Bionogioae

Particles size
Posmip 4acrox

100 % particles <5 pm -
100 % wacmox = 5 micm

Conforms
Bidnoegioac

{dentification:

| Denmudhixayisn:

In the chromatogram of the test solution, the peak

dexamethasone has the same retention time as that
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EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.
Research, Development and Quality Sector

| - dexamethasone
- QEKCAMEINAZONY

- neomycin (as sulphate)
HeoMiyuny(y
cynshany)

= polymyxin B sulphate
| - nonimixcuny B cyrvpam

« benzalkonium chloride
~ DeH3QANKOHIIO XAOPUCY

| A Vbright pink color
| Bromoaniline reagent.

chopmi
| dodaeanni n-BpoManininO8020 PEaKniusy.

the chromatogram of the standard solution.
| Hac
| xpomamozpami sunpobYRaNOZ0 PO3YUHY BGIOROGIOAC
| maxomy Ha xpoMamMopami CIAnOAPIHOR0 POIHUHY.

YIPUMYBAHHA — MIKY  OEKCOMEMA30HY — Ha

appears when adding p-

Bunuxuenna  CGIMA0-POINCEE020 .s*cfé’apéfzef-!ﬁm: npu

| :hydz omd_e -and copper sulfate.
| Bunurnenns yepgonyeamo-6aido-1ino6020 KOALOPY
| #pu 0DOAGAHHT HAMPIO 2i0poxcudy ma cylehamy

| In the chromatogram of the test solution, the peak of
| dexamethasone has the same retention time as that in
‘the chromatogram of the standard solution.

Yae ympumyeanus niKy OeH3QIKOHIIO XHOpudy
“xpomamozpami W}zpoﬁycsmrazo po3uuty ezanoezaac
| makomy na xpomamozpami cmanOapmHoz0 POSHUHY. |

Conforms
Bionoegioae

Contormis
RBionoegioce

Conforms
Rionogioac

Assay:
KinsricHe GUIHAUCHHAS

~ dexumelhasone
~ QCKCAMEMAZOHY

| - neomycin (as sulphate)
- Heomiyuwy (¥
{ cynstbamy)

| - polymyxin B sulphate
- nonimixcuny B cyregpamy

~ benzatkonium chioride
- OCH3ANKOHIIO XNOPpUOY

0.9-1.1 mg/ml (we/ma) (4.5-5.5 mg in S ml (m2 85 mn))
(90-110 %)

bopni | o5 m)) (90-130 __%)

| ._ -5-400.’.0'—*7'800;O'ﬁI'Uf'zﬁ'l {(MO/n) (2700039000 10U m 5
| ' ml (MO 8 5 mn)) (30-130 %)

0.96 mg/ml (ve/mi) (4.8
mg in 5 ml (we 6 5 ma))

| 65 mn) (101.2 %)

| 0.036 meg/mi (mz,w*z)
1(0.18mginSml (mee 5

(96 %)

3.53 mg/ml (vz/n)
(17.60 mg in 5 ml (mz ¢
5 mn) (100.6 %)

6073 IU/ml (MO/nin)
(30360 IU in 5 ml (MO

Related substances:
Cynapogioni oomiiku:

- dexamethasone:

~ DCRCAMENAZONY:

- individual impurity

- QOUHUUHE OOMITUKY

- total impurities

| - cyma Qomiutox

| - neomyein (as sulphate):
- HEOMILUNY

| an)) (90.0 %)
<0.75% Conforms
- Bionosioac
<15% Conforms
Bionoesioae

Administration, Factories & Expori Sector 10" of Ramadan City - Industrial Zone B 9 éc‘x 149 Tﬂx}mﬂf Ranyid
Tel(+2 015) 361663 Fax : (+2.015) 364377 Cairo Fax No. (+2 02) 41733&? | ;

E-mail : eipico@eipico.com.eg WEB SITE : www.sipico.com.eg ‘&%




Henapexc N22309677_CrpaHuua_3.jpg

EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.
Research, Development and Quality sector
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(y hopmi cynvhamy):
- individual impurity <3.0% Conforms
- OOUHUYHI DOMIUKY | Bionosioae
- total impurities <17.0% Conforms
- CYMA OOMIULOK Bionoeioae

- polymyxin B sulphate:

- ponimircuny B cynvpani
- individual impurity <3.0%
w OOUHUYHI OOMIUIKY
| - total impurities <17.0%
| - cyma oomiwor .

Conforims
Bionogioae
Conforms
Bionoeioae

Sterility The product must be sterile Conforms _
Cmepunpiicins o Ipenapam smae Gymu cmepunsiim | o Bionosioae

1 do hereby certify that the abovementioned data are trustwortliy and accarate. This product batch is manufactured (packag-
ing/labelling included) under the quality control on the abovementioned manufacturing site in full conformity with the GMP
requirements, established by the regulatory agency of Egypt as well as with the specification and control methods of the
analytic-normative documentation, registered in Ukraine. The protocols of manufacture, packagiing and analysis are re-
viewed; conformity with the GMP is established, : |

Lum s 3aceiouyio, wo nepepaxosand. uye inghopmanin € OOCMOBIPHOIO 1 MOYHOIO. Ll cepist npodykyil Oynd 8UOMOGRERA
(grmoNQIOYU RAKYBAHHS /| MAPKYBAHHS) 3 HPOBEOCHHAM KOWMPONIO AKOCMI HA 86U eBKA3HRIL supobruyift Olnbruyl ¢ NOBHIU
gionogionocmi 3 sumozamy GMP, BCHIGHOGRCHUMY DESYISIMOPHUM  OpPEZaHOM Czummy, a makosic y GIOnogioHoCmL 31
cneyughicayieio i memodami konmponio axocmi (MKA), 3aPEECPOBARUME 6 YKPAIHL, Hpomoronu supobnuymaea, ynakosku md
aquanizie Byau nepezasHymi ma 6CMaHo6AeHO 6IONOBIOHICHb GMP.

Surname and position of person, approving baich release to markel .
Tpiseuye ma nocada/ 3sauns 0cobu, axa srioana 0038in Ha GUNYCK cepil L

Signature and date, stamp -~

ionuc ma dama nidNUCARHA, NeYarKa / wmamn A T TR D
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Administration, Factories & Export Sector 110 of Ramadan Cily - Industrial Zorg 81 X
Tel.:(+2 015) 361663 Fax: (+2 015) 364377 Cairo Fax No. (+2 02)4174528 R
E-mail : eipico@eipico.comeg WEB SITE : www.gipico.com.eg



