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Y pharmaceutical Company

WORLD MEDICINE

Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddes!
No:50 Gunesli Bagcilar/Istanbul, Turkey

License: TR/UY/2015/12-2

BupoGieso: YOPJII MEJALH LUIAY CAH. BE TIUK. AL
‘Micuesnaxomkenns:. 15 Temmys Maxamnerni Mxami Houry Iixanneci
Ne50 Trouemni Barmxunap/CramGyn, TypeuudHa

Jimensis: TR/UY/2019/12-2

7

CERTIFICATE OF ANALYSIS No.40000025897
CEPTH®IKAT AKOCTI
Product name: INOSEDA
Hazsa npooyrmy: IHOCEJA
Pharmaceutical form, package syrup 250 mg/5 ml, 120 ml in a flacon, 1 flacon with a measuring cup witlh a
type and size leaflet In a carion box
.-ﬂzmpcbm opaa, mun ina posuip cupon 250 m2/S ma, no 120 jn y praxoni; no 1 pnaxory 3 MipHuM Caranyuxom
ynaxogfcu pasom 3 incmpyryicio Ons MeQUHHO20 3ACIOCYBAHHA 8 KADMOKHI Kopobyi
Dosage / potency inosine pranobex 250 mg/3 ml
Hosa/ cuna i inoznHy npanobexcy 250 mr/S ma
.Registratiﬂl ce‘rtifif’:ﬁté_ | UA/18382/01/01
Peccmpayitine noceiouenns
Batch size 20768 packages / ynaxosox
Posmip cepii
Batch no. 310000362
Ne cepii
Manufacture date 10,2023
Lama supobruymsa
Expirydate 09.2026
.. Tepmin npudamuocmi 00 . R : e
TEST | LIMIT RESULT
IHoxkaznuru Arkocnu Hopmyesanns Pezynemam
Appearance Light pink clear solution Conform
Onuc TIpozoput po3uun ¢8imi0-peoicegozo Koibopy. Bionogione
Identification Retention time of main peak obtained from | Conform
Iaenrudicamnis -chromatogram of sample solution should be same with | Bidnosioae
Inosine pranobex/ retention time of main peak obtained ‘from
Ano3uny npanobexs chromatogram of standard solution.
Methy! parahydroxybenizoate/ Yacu ympumMyeanHs OCHOBHUX RNIiKiG, OMPUMAHUX HA
Memuanapaziopoxcubensoam xpomamozpami eunpobosgysanozo  pO3UUHY, MAIOMb
Propyl parahydroxybenzoate/ | gidnogidamu Yacy YmpuMyGaHHs OCHOBHUX RiKIs,
lponinnapaziopoxcubensomn | ompumanux wHa xpomamoepami  CMAHOGPMHOZ0
| posuuny. o
Ethanol/ Retention times of main peaks obtained from Conform
Emanon 47 chromatograms of sample and standard solutions Bionogioue
“should be similar.
Yac ympuMyeanns OCHOBHOZ0 NiKY, OMPUMAHOZ0 HA
xpomamozpami eunpodysanozo po3uUny Mae
gidnogidamu 4acy ympumySanHa OCHOSHO20 iKY,
CMPUMAHO20 HA XPOMAMOZPaMI CIGHOAPIIHOZ0
_______ s, B, Ut B DO3YUHY. | I B
UniformitiReonspof @ alf Not more than 2 of the individual masses deviate from | Conform
dose A the average mass by more than 10.0% and none Bidnosgioae
Oonopiouicms macu deviates by more than 20.0%
suginonenol oo3u He Ginvtue 2 inousioyanuvHu: MAac Moxyms o
gioxunamucs eio cepeonvoi macu binvue nisic Ha 10%, i
o acodna 3 Hux He Mae sioxwmmucs Oineus nisic na 2026, N
Nominal volume Not less than 120.0 ml 120.7 ml
Hoxminansnuil 06'em He menue 120,0 mn 120,7 mn

éf’[ Cird. .45’49/977;
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(W 'WORLD MEDICINE
W Pharmacedtical Company

Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi

No:50 Gunesli Bagcilar/Istanbul, Turkey

License: TR/UY/2019/12-2

Bupobnerno: YOPJII MEAUITH ITAY CAH. BE TUIXK. Al
Micnesnaxomxenns: 15 Temmys Maxannemi [xami Moy Jhxanneci
Ne50 TMronemuni Barmxuntap/CramGya, Typequnna

Jlimenzig: TR/UY/2019/12-2

TEST LIMIT RESULT
Hokasnuxu akocmi Hopmyeanis Pesynsmiam
Density 1.160 - 1.300 g/ml 1.210 g/ml
Tycmuna 1,100~ 1,300 &/mn 1,210 a/mn
pH 6.0-7.0 6.6
1 Assay

1 Kinexicne suznauenns
Inosine pranobex/

250.0 mg/5ml & 5% (237.5 - 262.5 mg/5ml)

249.1 mg/5ml

Ino3urty npanobexc 250 me/5 mnx5% (237,5-262,5 mez/Smn) | 2491 me/Smn
| Methyl parahydroxybenzoate/ 13.50 mg/5mi + 10% (12.15 - 14.85 mg/5ml) 13.63 mg/5ml
| Memunnapaziopoxcubenzoam 13,50 m2/5 mrt 10%(12,15-14,85 mz/5mn) 13,63 mz/5mn
| Propyl parahydroxybenzoate/ 1.50 mg/5ml + 10% (1.35 - 1.65 mg/5ml) 1,49 mg/5ml
Iponinnapaziopoxcubensoam 1,50 mz/5 ank 10% (1,35-1,65 me/5mn) 1,49 ma/Snin
Assay
Kinskicue euznavenua
N,N-dimethylamino-2-propanol/ 13.875 mg/mil + 10% (12.4875 -.15.2625 mg/ml) 14.8390 mg/mi
N, N-dumemunamino-2-nponauon | 13,875 me/un + 10% (12,4875~ 15,2625 ma/mn) 14,8390 mz/mn.
1 Assay |
Kinvricne uznavenna
Ethanol 96% 100.0 mg/5ml £+ 10% (90.0 - 110.0 mg/5ml) 97.5 mg/5 ml
Emanon 96% 97.5 me/5 mn

100;0 m2/5 2n £ 10% (90,0 - 110,0 m2/5 mn)

Related substances

{ Cynposigsi noMinmkn
Hypoxanthine/

Tinoxcanmun.

| d-aminobenzoic¢ acid/
4-amMinoben30UHa KUCIOma
Maximum unidentified impurity/
Maxcumansua neioenmugpixosana
OOMIUIKA

Not more 0.20%
He 6invue 0,20%
Not more 0.20%
He 6inoue 0,20%
Not more 0.20%
He dinvuie 0,20%

<Disregard limit
<Meoci guagnenra
<Disregard limit
<Meoici guagnenns
0.47 %

Total impurities/ Not more 1.0% Conform

Cyma oomiwox | He 6invwe 1,0% Bionosioae

Microbiological quality

Mikpodbionoziuna wucmoma

Total amount of aerobic Not more 10* CFU/ml | <10 CFU/ml

microorganisms(TAMCY 7§

3aeamna ximpKicno He Ginvwe 10F KYO/E <10 KV O/mn

aepoOHux ' |

mixpoopeaniamia (TAMC)/

Total amount of yeast and Not more 10! CFU/ml <10 -CFU/ml

mold(TYMCY/

JazansHa KiTeKiCmy ap'imca:j;béem_ He Ginvwe 10° KV O/mn <J0 KYO/amn

ma

naicenesux epudie (TYMC)

Escherichia coli Should be absent in 1 ml Absent/
Maromi 6ymu ¢idcymni e Imn Bidcynini




WORLD MIEDICINE Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.,
| “ Pharmaceutical Company | Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bageilar/Istanbul, Turkey
License: TR/UY/2019/12-2

Bupobeno: YOPJJL MEJUITIH DIAY CAH. BE T A.I.
Micuesnaxomxerrs: 15 Temmys Maxamremi Jxami Homy Dxanneci
Ne50 INonernni Barmxwrap/CtamOyn, Typeuunna
Hinensur: TR/UY/2019/12-2.

I do hereby certify that the abovementioned data ave trustworthy and accurate. This product batch is
manufactured (packaging/labelling included) under the quality control on the abovementioned manufacturing
site in full conformity with the GMP requirements, established by the regulatory agency of Turkey as well as with
the specification and control methods of the analytic-normative documentation, registered in Ukraine. The
Protocols of manufacture, packaging and analysis are reviewed; conformity with the GMP is estublished,

Lfum 7 3aceiduyio, wo nepepaxceana suwye inopmanyiz € QOCHOGIDHOW | MOUHO, Lln-cepin npooyryii byra
BU0MOBNIEHA  (SKIOYAIOUY. NAKYSAHHS. -/ MOPKYGAHHA) 3 NPOBCOCHHSM KOHMPOMO SKOCH HQA GUeeKaiaHii
supobrnuuin Olmenwuyi 6 FHogHil eidnogionwocmi 3 eumozamu GMP, scmanoenenimu DESYIRAMOPHUM  OPEAHOM
Typewuuny, a maxooic y eionosgionocmi i cneyudixayicio i MEmMEOaMu KORMPOTIO AXoCHI (MKA), 3apeccmposanumi
8 Yxpaini. lIpomoxonu supobnuymsa, ynaxosxu ma ananisie Gynu nepezranymi ma 6CmaHOGACHO GIOROGIOHICMY
GMP.

Surname and position of person, approving batch release to market
Hpizeuye ma nocada 7/ 36anns ocobu, axa sudana 00381 HG gunyck cepii

Signature and date, stamp : o
Iionuc ma oama nionucanis, nevamxa/ wmavn  30.10.2023 _-;:‘:‘,gc*‘ )
est
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