" Pharmaceutical Company

CERTIFICATE OF ANALYSIS
CEPTH@IKAT HAKOCTI

E.rad;uct name
Hazsa np aﬁyxmy“

Pharmaceutical form, package type

and size

JTixapesra Gopma, mun ma posmip

Dosage/ potency
Mosa/ cuna oif
Registration certificate

Pecempayiiine noceiouenns

Batch size

Posmip cepit

Batch no.

Necepit

‘Manufacture date
Hama supobruymen
Expiry date

Tepmiu npudamuocmi do

Hanpodd 1ab 550 mr Ne311202380_CrpaHuuya_1.jpg

Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. AS.

Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:350 Gunesli Bageilar/Istanbul, Turkey
License: TR/UY/2019/12-2
-Bupobneno: YOPJII MEAMLIAH IJIAY CAH. BE TIH}K AL

Micuesnaxomxenss: 1S Temmys Maxannemi oxami Hony Dxamneci

Ne50 I'owerni Bammmap/c'ramﬁyn, Typeuunta
Jlinensis: TR/UY/2019/12-2

No.40000025230

_-aﬁlm coated tablets 550 mg, 10 tablets in blister, 1. blister with a Teaflet in

carton. box
‘mabnemxu, 6xpumi nigr080IO 000101HK0I0, 1O F50 M2, nO 1 0

‘mabnemox y bnicmepi, no 1 6aicmepy 'y Rapmorniii Kopooyi pazom 3
IHCPYKUIEI0 ONA MEOUUHO20 3ACHOCY BIHNA

naproxen sodium 550 mg
Hanpokcery Hampiio 550 me
UA/12506/01/02

46 303 packages / yraxosox
311202380

11.2023

10,2026

TEST

Haxmuuku nxocmi-_ ot

Hopmveannﬂ Pesynsmam |

'- prpearance
SOBHIMHILL 6 1127180

QOsanvii, dsoonyxni. mabremiis SKpUmi nHieKo8oIO-

_0box cmopin

White, biconvex, scored on two side, oblong, ﬁlm_--; Conform
coated tablets Bionogidae

06onouKo0, 6inozo KONbopY 3 po30inoeoio puckoIo 3 |

[Tdentification
| doenmupiravia

Retention time of the. napm\en sodium peak of the | Conform

Yac ympumyeaniss nixy nanpoxceny mampio ons
Bunpaﬁyemmao

-.;cmauaapmﬂoao posuuyy

sample solution obtained from the assay method and | Bionogidae
the main peak of the standard solution should
correspond

posquuy ompmzauo‘éo npu

,'Average weight
Cepeonsn maca

| Uniformity of weight
| Oouopidiicms macu

745.0 mg (wz) £ 5.0% (707.75 mg (mz) — 782.25 mg 7255 mg (Me)

-not less than 18/20 tablets 745.0' mg® 5.0%
= not more than 2/20 tablets 745.0 mg < 10.0%
- He menwe 18/20 mabnemox 745,0 Mz + 5,0%;
| ~ueGinswe 2/20 mabuemox 7435, 0m2 +.10,0%

(m2)) -
Conform
Bzano&zaae:

| Dissolution
Pozunnennn

| Not less than 80% of label claim of naproxen so& -
| is dlssolved m 45 mmutas

Dintegration

ﬁt’((@[%ngbd U(i/f
b QUELR e




- (W) worLo mepicive |
B plurmaceuical Company

. Hanpodd 1aG 550 mr Ne311202380_Crpanuua_2.jpg

Manufactured by WORLD MEDICINE ILAC SAN. VE TIC, A.S.

Location; I5 Temmuz Mahallesi Cami Yolu Caddesi
No:50:Gunesli Bagcﬂar/lstanbul Turkey

License: TR/UY/2019/12-2
Bupobreno: YOPII METULIY

] 1JIAY CAH. BE TUDK Al

Micueznaxonxenns: 15 TenMmys’ Maxamemx ,Z[}Kal‘-ﬂ ﬂony ,I[xcamem

Ne50 Tronewni Barmkunap/Cram6yn, Typeuunna
Jlinensis: TR/UY/2019/12-2

N .Posnac)anm

| He 6invwe 30 y 6001 owu;emu npz.-: 3 7°C

| Related -substal{ces:
| Cynposioni dominku:
| = known impurity:

- idenmuchixoeana dominika:

~'1fiax. unknown impurity:
| = Maxc. Hezaenmud)moeaua
| Oomiwxa:

| - total impurity:

= CYMQ QOMIUOK,

max. 0.2%
maxe. 0,2%
| max. 0.2%
waxe. 0,2%

max. 1.0%

<Disregard limit
| <Meowci suagneHus
<Disregard limit

<Menci gusignenms

| Conform : |
Bionogioae |

Assayof
“naproxen sodium

| Kinoricue susnavenna
_Hanpoxceny Hampim

1 550.0 mg (M’I‘) + 10%
| (495, 0 mg (mM2) — 605.0 mg (mz))

$25.1 mg ()

| Assay of tale
Kinvricne eusnavennn
| mansxy

[ 4.23% (wiw (m/m)) £ 20%.

(3.38% - 5.08%)

4.0 %

| Uniformity  of
| Units:

| Qonopionicme
do306anIY 0OUHUYD!
|~ min. 9/10 film coated
| tablets:

| = min. 9710 mabremox
o efcpumux afiwzomcom“

| "~tablets*
| - mare. 1730 mabnemox
ercpumu:c oﬁaﬂmmw

Dosage

(85 % - 115 %) [L1<15.0]

Conform

| Bidgnogioae

Conform

Bionosioae

il

| Residual Solvents'
.-.3mummez POIUUHHUKU:
| ~ethanol

| ~emanony

| - dichloromethane

notmore than:3.73 mg/tablet
He Binvwue 3,73 me/mabn

not more than 0.45 mg/tablet

e 6invtue 0,45 ma/mabn

Not detected

| He BUAGNEHO
| Not. detected
-He sungneno

L= c)zocnopmemauy

| Microbiological

- Contamination

| Mixpoodionoziuna wucmoma
| Total bacterial count

| 3azanvra xinexicme.
‘Gaxmepiil

~Total fungi count

| Bazanvuna xinskicms 2pubie:
E. coli

Not more than 10° CFU/g
He 6invwe 10° KV O/z

Not more than 102 CFU/g

| He 6invwe 10° KVO/2
| Absentinl.g "

| Biocymnigla gz

? @éﬁ& . % 3*-7; N

| <1 CFU/g(KYO/2)

| <1 CFU/g (KYO/2)

| Absent
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'_M:a'nufac__tured“by WORLD MEDICINE ILAC SAN. YE TIC, A.S,

\ WORLD MEDICINE -
Pharmateutical Company:

- Location: 15 Temmuz Mahallesi Cami Yolu Caddesi

No:50 Gunesli Bageilar/Istanbul, Turkey
License: TR/UY/2019/12-2 -
BHpOSJIeHO YOPJII[ ME).'[PI[[PII—I IJIA‘I CAH BE TI,II}K A, I[I

NS 0 F}OHemm Bal‘mknnap/CTaMGle, Typctmnﬁa
Jlinensis, TR/UY/2019/12-2

1 do hereby' certi jfv that the ab'a vementioned data are trustworth) Ly and accurate. This product batch

is manufactured mackagingﬂabelling included) under the quality control on: the abovementioned

manufacturmg site’ in full ‘conformity: with the GMP requirenients, established by ihe regulatory
agency of Turkey as well as with the specification and control methods of the analptic-normative
dacumentatmn, registered in Ukraiue. The protocols of manufacture, packaging and an alysis are
reviewed; conformity with the GMP:is established. |

Hum n 3aceiduyio, wo nepepaxosana suuje inopmayis € docmosiproio i mounoio. Lix cepm -
npodyryil Byna auzomoenena (8rmoYaIONY NAKYBAHHA / MADKYBAHHS) 3 NPOGEOCHHAM KOHMPONK) SKOCHI
Ha GUUeBKA3aHIl eupoéuuum Olmvruyi 6 nogniv eionogionocmi 3 eumozamu GMP, scmarnosnenumu
Dbezynamopium opeanom Typewuunu, a maxooic y 6ionogionocmi 3i cneyudixayicio | memodamu
KOHMPONO AKOCM (MKAD), sapeecmposanumu ¢ Yxpaini, [Ipomoxonu eupobuuymea, ynaxogku ma
ananizie Gynu nepezianymi ma 6cmanosneno. gionoaionicmes GMP.

iSumame and position of person, approving batch release to market
Ipizsurge ma nocada/ 36anns ocobu, axa eudana 003ELY HE 8UNYCK
cepil

Szgnamre arzd dare, stamp

il. .
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