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Product name:

Hazea npOGYKIMY:
Pharmaceutical form,
package type and size:
Aapesia hopya. muar ma
}')())'H’[") VIAROERN

Bosage /
. ,701(1

' potency:
CHnce AL

Registration certificate:

Pecompayiine noceiduenna:

Batch no.:

No cepil

Batch size:

Posaiip cepii:
Manufacture date:
Adama eupotmaymea:
Expiry date;

Tepstin npudamunocmi:

Manufactured by WORLD MEDICINE ILAC SAN. VETIC. A.S.

Location: COSB G.0.Pasa Mah. 6. Cad. No:30,
Cerkezkoy/Tekirdag, Turkey
License: TRAUY/2020/29-10

Bupobiaeno: YOP/IA MEAHLIIH ITIAY CAH. BE TI[K. AL,

Micyesnoxodacenns: OJ3Y. keapman I O Nawa, 6-ma eymeys, Ne30, Yepreawoiv Texipoaz, Type vauno

Shiyensin: TRIGY/2020729-20

LYSIS No. 40000066201

ROTALFEN

POTA/IDEH

solution for injections, 50 mg/2 ml, 2 ml in ampule, §
contour tray, I contour tray in a carton box

ampules in a

posuun AR in'ciyit, SO m2/2 ama, no 2 ma 6 avnyai; no Samnyn y xonmypniii
YAPYNKOGTI YNAKOGYi; RO | KOKMYPHIT vapynkoeiti ynaxoeyi y kapmonniii

KL)[)()()I/I

Dexketoprofen (as dexketoprofen trometamol) 50 mg/2ml
Hexckemonpogeny (v popmi dexckemonpogperny mpomemamony)

50 a2/ 2mn

UA/21018/01/01
312001312

82 122 packages/ynaxosox
12.2025

11.2028

TES7 LIMIT RESULT
L Hukasnuie skocmi Hopmysanns Pesvnomam
Appea rance Clear colorless solution. Conform
L (nue . Aposopuii Gesbapenuii pozuun. Bionosidae
Identification In assay, retention times of main peak obtained from sample | Conforn
Dexketoprofen and standard solutions should be similar. Bionosidac

loenmudpixayin
Hexcxemonpodien

Ethanol
L Emanoa

Hac  ympusysanns  ocnoenozo  niky ua xpomamozpami
BUNPOOYEANO20 POIMIIY MAE 8IONOGIOAMU YACY YMPUMYEANNA
OCHOGHOO NIKY HA XPOMAMOSPAMT CINAHOAPMNG20 POIYURY.

In assay, retention times of main peak obtained from sample
and standard solutions should be similar.

Hac  ympusmysanus ocnogHozo niky na xpomamozpami
BUNPOOYEARO20 POIUUNY MAE §IONOGIOAMU YACY YMPUMYBAHHA
OCHOBHO20 NIKY HA XPOMAMOEPAMI CIMAROADMHOZ0 POIUUHY.

| Extractable volume
COAear o
| SUDIRUCIILER
: I)msm'

\\ ’/] {’(Il
I’H .
Degrec of coloration
Koivoposcicmp

Clarity and degree of
_opalescence

Not less 2.0 ml
He menwe 2,0 sa

2.0 ml fan)

5-1.018 g/ml 12/a7)

0.996 g/ml (2/ ma)

6585

7.4

Should be colorless or should not be more intensely colored

than Refercnce solution Bo,

Mac Oymu Gesbapenum abo mamu wne
_3abapsnents, nioe emaronnuil pozuun By

Oinbiu

IHMEHCUBHE,

Should be clear or should not be more opalescent th
Reference suspension 1.

Vj@/’f [,@i‘ [\/K/ [/ 30 J
008,06




Manufactured by WORLD MEDICINE 11L.AC SAN, VE T1(C. AS.

Location: COSB G.O.Pasa Mah 6. Cad. No:30.

Cerkezkoy/Tekirdag, Turkey
License: TRAUY2020/25-10

Bupobaewo: YOPJIT MEJHIOIH HIAY CAH, BE TUIK, A.11.

Micye suaxoo weenun: O34, xeapmaia 1O Hawa, 6-ma gyauyr, Ae30, Yepreskoiv Tenipoes, Typeuuuna

Hiyenwss: TRAUY.2020/29-10

[Iposzopicme T emyniing
onanecyeniyll

Mac Gymu nposzopust abo ne Sinewr onanecyenmuuy, Hix

ENTIOHHA CYCHEH3IN L.

Particulate contamina-
tion

Mexanvnl ermouenns
Sub-visible particles
Heaguchisd vacmsu

Visible particles

2 10 um: not more 6000 particles/ampoule
& M s we Binsuie 6000 vacmor/aynyia
2 25 um: not more 600 particles’ampoule
2 25 vk we Sinste 600 vacmor/asnyia
Absent

20 particles/amp.
(wacmor/avn.)

3 particles/amp.
(vacmor/amn.)
Absent

i Sterility
- Umeprawnicmn

Buowi vacmxu Biocymmi Bidgynui
. Bacterial endotoxins Not more 1.24 EU/myg dexketoprofen trometamol. <0.05 EU/mg
- Baxmepicenmi He Ginvuee 1,24 OFE/ve dexckemonpogheny mpovemasony. (OF/me)
CHAOMORCUHY
The solution is sterile. Conform
Posvuy cmepyavruil, Bionosidac

Related substances:
Cynposioni dotiwwy:
- single impurity

- Oydu-sna

L neidenmudbinosana
IORVITONT,

| - total impurities

LD CyMa 0otinor

- Assay

- Kiankicne eusicmens
. - dexketoprofen

- oexexemonpodien

- ethanol
TR O

<0.2%

< 1.0 %

<Reporting Limit
<Mexci gusigaenis

Conform
Bionosiouc

47.5 mg/2 ml (ve/2 an) - 52.5 me/2 ml (we/2 )
(95 - 105 %)

(95~ 105 %)

180 mg/2 ml (ae/2 v — 220 mg/2 mal (we/2 anj
(90 — 110 %)

(90 - 110 %)

50.2 mg/2 ml
(m2/2 aa) (100 %)

196 mg/2 ml
(m2/2 ) (98 %)

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is

manufactured (packaging/labelling included) under the quality control on the abovementioned manufactur-
ing 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
established.

Llna st sacsinuyio, wo nepepaxosaa suite indopmauis ¢ 10CToBIpHOIO | TouHOKW. Lls cepis npoaykuii 6yra
GUCINOGIHA (BRUONAIONI NARVEANISE [ MUPKVGANIS) 3 HPOGEOCHHAM  KONMPONIO AKOCHI HO SUIYECKU3ANIT
BUPOGHUNEL DL ¢ noanin sionosionocmi 3 quoeavu GMP. scmanosienuv pecyasamopiu oplaaN
Dpewaoni a mavosicy slonosionocmi 31 cneyugivayicro i wemodavi konmpono  sxocmi (MK,
iapecampasanisa & Vepaint. Hpomoroau supoGuuymea,  yRaxogku  ma  anaiizie Oyau  nepesasuymi - ma
aoniconeno gionosionicmes GAMP.

Surname and position of person, approving batch release to market
Hprasuug ma nocada - ssanns 0colu, 180 UG GOIGET 1A GURYCK cepil

i ¥

Signature and date, stamp
FHionue mea Guma mionucan s, neuaning / il
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