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EGYPTIAN INTERNATIONAL PHARMACEUTICAL INDUSTRIES CO.
Research, Development ang Quality Sector

Manufactured by “E.LP.LCo.”
Location: Tenth of Ramadan City, First industrial Zone R} P.0. box: 149 Tenth, Egypt

License: 0001472014 Xe FM-LPn-G2
Bupodaeno: ELTLYLKo.
Micuesraxoxmenas: Tene o Pamanan Cii, Tlepuwsa Mpomucnosa Joba, B1, a/ 140 Tene, Eraner
Hinenzig: 0001472014 Ne FM-LEM-02
CERTIFICATE OF ANALYSIS

CEPTH®IRAT AKOCT! No, 2310750

Product pame; NELADEX

Hassa npodvamy: HEJANEKC

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

package type and size: with a leaflet in a carton box

Hirapcsra opya, maor ma Kpanil ouniigyani, cyonenzin, no 5 ma ¥ goramoni-spavetvnuyl, Wo | pagrony-

POINIP \MaKogKi; KPUREIshuyl pazom 2 IHCRDYRYICD 038 Medwmnuose BUCMOCYEANNR Y RAPMONHFT
Kopodyi

Dosage / potency: Dexamethasone 1 mg/mf

Hoza / cue 9if: Neomycin (as sulphate 5 mg) 3,5 mg/ml

Polymyxin B sulphate 6000 IU/ml

Hexcavemazony 1 vzt

Heomiyuny (v opni cyavghamy 3 sz 3,5 maima

Honrisixcwny B cyangamy 6000 MO
Registration certificate:

Pecoempariine - CAAT1179/01/61
ROCEIOVEHHA:

Batch no.; - 2316750

Mo cepii: :

Batch size:

, _ 9 AKOBOK
Pozuip cepit: 59 218 packagesfynaxosox

Manufacture date: )
Hama supotnuymaa; 18.2023
Expiry date: 10,2025

Tepsiin npudammocmi:

B TEST LIMIT RESULT B
Hoxasuru axocmi Hopavegrna Pesynoman

Description Piastic 5 ml flacon-droppers with a white microfine Conforms

Ostue suspension Bionoaidue

Haaemuxosi raxomi-xpanemmniyi no 5 ma iz iowo
MIEPOIUCREPCHOI CVCNeHzien

Nominal Velume > 5 mi {ma) 5.0 ml {ma) |

Hominazvnuii 06'cu '
 pH 3.5-6.0 5.78

Freezing point From -0.48 °C t0 -0.63 °C 348 °C

Yexnepamypa sameepoipns | Bid -0,48 °C o -0,63 °C

Leakage test No leakage Conforms

Lizicnicme ynarosru Bes ovnar niomixanun Bitmosidac

Particles size 100 % particies £ 5 um Conforms

Poamip uacrox 100 %5 yaemor < 5 araz Bionogidae

identification: '

In the chromatogram of the iest solution, the peak of | Conforms
*f_:‘ dexamethasone hes the same retention time as tha: in | B
2!
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- dexamethasone
- dexeumMenIony

- neemyein (as sulphatg)
- HEOMINURYLY
cyiabtliery}

- polymmyxin B sulphate
- roalsrcuny B cyisdham

- berzalkoninm chioride
~ BEHIATHOHIN XAopTAY

popaii

the chiromatogram of the standard solution.

Hac  ympusmysanns  nixy DEKCOMEMATUNY  HOY
XpOMsamoEpami  gurpoGyeaHoze popuny gidnoeidus
FIQROMY 10 XPOMGIOZPANL CRIGHDGDIIHGZ0 DOTEUHY.

A bright pink color appears when adding p-
Bromoaniline reagent,

Bumpcnenns  ceimao-poxcesoeo  3abapsienn
dodasasni n-Bpomanizinosozo peaxn uey.

apu

A reddish-lavender color appears when adding sodium
hydroxide and copper sulfate.

Bunuxnenns uepsonyeania-Grido-airoaozo KOTBORY
Rpu Q00GBaNHI nampio 2idpoxcudy ma cyiredamy
I,

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

Qoo ympusysauns piky Gewzaixoniio Xaopudy Ha
apoMamoEpami  gunpOBYeancen pozvuMy €idn0sidae
MAROMY HA XPOMEMQ2PET CIGAHOGPIAIDED POSHIHY.

Conforms
Bidnogicas

Conforms
Bidnosidae

Conforms
Bitmogidue

Assav:
Kinsricae susnauenn:

- dexamethasone
~ QERCOMEMAZONY

~ neomycin (as sulphate)
- Heomiyuy (v dhopai
Cyapghamy}

- polymyxin B sulphate
- noxisikcwry B cyanghamy

- benzalkonium chioride

0.9-1.1 mg/mi (u2fus) (4.5-5, 5 mgin§ m} (u.?e ;;;uj)ﬁ
(90-110 %) e

15-4.55 mg/m!l fuwe/sen) (15.75-22.75 myg in 5.1mi fue
3 )i (90-130 %) '

3.
8

5400.0-7800.0 TU/ml (MO/isa) (27000 ~ 39000 U i 5
ml (M0 6 5 ma)) (90-130 %)

0.032-0.048 mg/mi (wehun) (0.16 - 0.24 mgin 5 mi
(22 ¢ 5 a12)) (80-120 94)

0.93 mp/ml (w2 (4.65
mgin S ml fez e 5l

(93 %)

3.54 mpfml Guedaa)
(1769mgin3imluae §
2e)) {101.1 %)

6150 Riml (MO/sm)
(30730 1Win S m! (A0 &
Sma)) (102.5 %)

0.036 mg/m] Hwedan)
D21 mgindmlfueses

- Beisanxoniio xiopudy 1) (90.0 %)
Related substances:
Cynpoeidnt domininu:
~ dexamecthasone:
- OeRcamemasony:
- individual impurity =0.75% Conforms
- OOuRKYHT Domiury Bidnosioae
-total impurities =1L3% Conforms
ot Bidnoeioae

- g¥ata doviuiox
- neomycin (as solphate):
- HeoMIyury
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(v opaei cyrashamy): | i
~ individual impurity < 1,09 Conforms

- COURWMHT DOMINKY Bitmogivar
- 107l 1213})&.?1%'133 < 17.09% Conforms

- CVMa Qosiuor Ridrnosidas
- polymyxin B sulphate:

- noaivixcuny B cytegans: X

- individual impurity <3.0% Cgﬂ!mns

- oburIrHT oty ’ ’3 fonogiae
- total impurities < 17.0% L‘F’llfo“,’_]s

- CYMO GOMBHOK Bidnosioae
Sterility The product must be sterile Conforms
Cmepuapnicms LIpenapam yae Bymu cmepunpium Bidnosidae

1 do hereby certify that the abovementioned duty gre frustworthy and accurate. This product bateh is manufactured {packag-
inglabelling included) under the yuality control on the abovementioned manufucturing site in full conformity with the GMP
requirements, established by the regulatory agency of Egypt-as weil as with the specificarion and control methods of the
analytic-normative documentation, registered in Ukraine. The protacols of manufacture, packeging and analysis are re-
viewed; conformity with the GMP is establivhed.

Lun 7 sacsidvit, wo nepepaxseana swue Mdhopmoyin € doemosiproo | mownoic. [ CEPIR Rpodyryll Ovaa sweomonnena
(s aony naRyeans / SMUPKVSCHHA] 3 NPOGEORHIAN KONMPOAO ARG HE GUULEGRGIANT SUpOGHUNTT Ditsnuyl & RosH
siOnogionoon 3 auvozamu GMP, eomanceress peeyuamopney opzouoyt COUNN, g maxose v sidnoeinoomi 3
cnewudikayic § ssemadan soumpono skocmi (MK, sapecempogeaniam 6 Yapaini, Mpomeuxon: supobmnpned, ynaxcax: me
ariisie Gy nepesanymi ma qURanosnEN0 sidnoGidricrio GMP. ' _

Surname and position of person, approving batch release to smarker
Tipizetiye ma nocade / spanni ofofin, Axa sudana S03ein Ha gunycx egpii

-";

Signature and date, stomp
:5;:;%'50“ Heud
.4

Hidruc ma doama nidnicanns, ficiamya / A

11,3023 ‘ i
08.71.202 I ;{,\h‘i\: VS‘ e
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