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CERTIFICATE OF ANALYSIS

CEPTHDIKAT AKOCTI
Product name:

Huasea npodyrkmy:
Pharmaceutical form,
package type and size:
Hirapcoera hopma, mun ma
POZMID YRAKOGKH.

Dosage / potency:
Losza /cuna oii:
Registration certificate:
Peeccmpayitine noceiouenns:
Batch no.:

Ne cepii:

Batch size:

Posmip cepii:
Manufacture date:
Llama supobruymea:
Txpiry date:

Tepain npudamnocmi:
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Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A8,

Location: 15 Temmuz Mahallesi Cami Yolu Cdddesi

No:30 Gunesli Bageilar/Tstanbul, Turkey
License: TR/AUY/2019/12-0

Bupobaeno: YOI MEFIHHN LAY CAH BE TUUK. A.LLL

Micuewmaxomaesis: 15 Teastys Maxamnena oxast Hony Jimamaec

NeSO Tomenai bammmapz‘Crauﬁy'z, Typeuusig
Jinensin: TRATY/2019/12-0

No. 40000000097

ORADRO
f ilm coated tablets, 500 mg; 7 tablets in « blister; 2 blisters together with a leaflet
in a carton box

mabnemxy, sxpumi niieKkoeoio cbononkoo, no 500 me, no 7 madiemox y baicmepi;
no 2 5fzzcmepu pasom 3 IHCMPYRYIEN 0N MEOUNHO20 3ACTOCYGAHHS Y KapMOHH I

Kropodyl,

clarithromycin 500 mz
raapumpomiyury 500 me

UA/17328/01/02

11221943

10 275 packages/ynaxogox

12.2021

11.2024

| - titanium dioxide
| - mumarty Oioxcuo

- jiron oxide yellow
- 3URI3A OKCUO ACOBMULL

| gusHAYCHHS
| Orange-yellow colour is appeared

| Red colour is appeared
| 3'ssnsicmben wepaone 3abapsienns

| Average mass.
Cepedns saca

| Uniformity of mass
| Oonopionicms macy

1020 mg(mz)
| Maximum 2 of the individual masses deviate _fmm
‘the average mass by more than £5% and none
| deviates by more than £10% o
Maxkcumansuo 2 e
| sigxunses we Ginswe vk = 5% Bin cepemmmii

| mbx *10% Big cepeiHpOl MacH

5,0 % (969-1071 mg (m2))

OIMHUWYHI  Macu

MacCH Ta ¥OJHa HE [I0BHIHA BILAX WIS EMCH He GIJH:-UIG

MOXKYTE

| 3's@nsemucs NOMapaHues0-JICO8H1E moap V@R AT

TEST - LIMIT RESULT
Moxasnuxu sxoemi | Hopaysarns Pegynoman
| Description ‘Oval, biconvex, yellow film coated tablets with | Conform
Onuc “score line on one side Bidnosidac
~Qeanvui, Osoonykil mabneniky, GKpuUmi K080
MHGKROBOIO OBOAOHKOIO, 3 PO3NOOINLUOIO PUCKOI) HA
| OOHIG CIMOPOHI e
| Ideutification The retention time of the principal peak in the | Conform
[oenmudpiraryis chromatogram of the sample solution correspond to Bionosioae
- _clarithromyf:iﬁ ‘that in the chromatogram of the standard solution, as
" IRapumpOMIYUH obtained in the assay |
YJac  ympumyeauus  OCHOSHO20 — WIKY — HA ;
| xpomamospammi  docnioncyeanozo posmmy- mMae |
| gionosioamu MAROMY HA |
i-cmam)apmuoea posuuny 8 :}

C,o n_f_orm
Bionoesioae

| Uniformity of dosage units
O0ropidHicmeb 003068AHUX COUHUYL

Accuptance value should meet the requlrements

Confmm e

Bz()nomc)(zc

[lpuiinamne suauenns (AV) mae ez()noezdanfz U azwoecw
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Manufactured by WORLD MEDICINE ILAC SAN. VE TIC, A8
1 oeation: 15 Tenunuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bageilar/Istanbul, Turkey
License: TR/UY/2019/12-0

Bupodneno: YORJII MEIRITHH IIAY CAL BE T AL
Micuesnaxosokenis: 15 Temmys Maxannewi ixami Hony Jhraiiect
No50 Thoneumn barpotnap/Cramdya, Typedauuia

Fiveusin: TRAUY/2019/12-0

Not more 30 minutes 11 minutes (xeuwnin)

Disintegration
Posnadanms | | Hebimwe 30 xsunun |
Water content Not more 6.0 % 2.4 %
Bwmicmeodu He 6invue 6,0 % o _
Dissolution ‘Not less 80.0 % (Q) in 30 minutes 92 %
Posuunennst - | Hemenwe 80% (O) 3a 30 xeunun 0 e
| Assay 475-525 me/tabl (ma/maén) (500 mg (me) £ 5 %) 5319 mg/tabl. |
Kinvricrne eusnauenms | o e | (me/mabn.) |
Related substances
CynposidHi oMKy
|- any single impurity not more 1.0 % 10.7%
- OYOb-sikd OKpeMa OOMIULKA maximum 4 impurity can be more 0.4 % 3
| ne Ginsute 1,0 %
MAKCUMYPM 4 OOMIIKU MONCYINb Gymu Ginvute 0,4 %o __
- total impurities not more 3.5 % 2.1%
- cyma QOMILLOK A\ nebimmwe35%
Residual solvents
Banuuikogi POFYUHHUKY. not more 5000 ppm 443 ppm
- ¢ethanol ne Ginvwe S000 ppm
- ENMIAHOIL
{ Microbiological purity
Mixpobionoaivna yucmoma | | |
| . total aerobic microbial count | Not more 10* CFU/g <] CFU/g (KYO/r)
7 (TAMC) He binvwe 10° K¥YO/e |
| - zazanvra xinericnts aepobHUX
 MIRPOOP2aHIIMIG (TAMO) -
- total yeast and moulds count | Not more 10> CFU/g <1 CFU/g (KYO/t)
(TYMC) He Ginve 10° KVO/e
- 3Q2ANLHA KIABKICHD OPIICONCOBUX
ma nuicnagux epubie (TYMC) |
- Escherichia coli Absent/g Absent
\ Bioeymmife Biocymui

I do hereby certify that the abovementioned data are trustworthy and accurate. This product bateh 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 witlh the
specification and control methods of the analytic-normative documenianion, re istered in Ukraine. The protocols of
manufacture, puckaging and analysis are reviewed; conformity with the GMP Is established. |
Lfum 52 3aC8IOUYI0, WO NEPEPpaxoeana Guwe ingopmayia ¢ Qocmogiprolo i mownoio. IIa cepis npooyrill ovia
S8UZOMOGRENA (BKNOHAIOWU NAKYGUHHS / MOADKYSAHH )D 3 BPOBROCHHAM KOHMPONIO SKOCI HA BUUYEBRASAH it GUPOOHUHITL
dinenuyi ¢ noewnii 6ionogidnocmi 32 gumozamu GMP, 6cmanosiIeHUMU Pee AmopHUM opearom Typeuuuny, a marosicy
GIONOGIONOCHIE 31 ‘cneyu@ixayieIo i memooany KOHMPONIO SIKOCHU 1\& ), 3apeccmposanHvil 8 {V;{pam_ [Ipomoxonu
SUPOBHUYMBA, YAGKOGKU MA GHAI3IE OYIU nepesiaAnyni ma 6CIHAHOGNCHO gionosionicme GMP.

Surname and position of person, approving batch release to market
Ipizeue ma nocada / 36ainsa 0CobU, AKa GUOAA Q036U HA BUNYCK cepil

Signature and date, stanp e
ITionue ma dama nidnucains, nevanixa / wmann  10.02. 2057 0ARA  ® N
# 1 L =Y .w | r 4




