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Product name:

Hesa npodyrmy:
Pharmaceutica} form,
container tvpe and size:

Hivapeora opma,
mus | peivip ynarosru:

Strength / potency:
Conar 0¥ 7 axmngricme.:
Certificate of registration:

Cepmupixam peccmpayii:

Batch No.:

A& cepit:

Batch size:

FPozarin cepii

Date of manufheture:
Leama eupobrittymen:
Shelf life:

Tepmin npudanmoemi do:

Aigenain: IF

CERTIFICATE OF QUALITY No.2404471
CEPTHOIKAT AKOCTI Xo240447]

ARTROCOL
APTPOKOT

selution for infection, 106 mgr2 ml, 2wl in an

ampowie, 5 ampoules in

@ cortour tray , 1 comtour tray with a package leaflet enclosed in a

cardboard box,

Possiie Oan in'erugif, 100 w22 sea, no 2 sv ¢ axnyai, no 3 amnya ¢
ROHIMYPHIE  vapyrxogiit  ynakoend, no ] Roumyprid  aqpynroeii
ynarosyi pazest 3 Incmpyriicn 9an Meduuwniozo IRCMOCYRANHR ¢

Rapmonnii kopotyl
ketoprofen 100 mg/2 mi
xemonpogeny 100 v/ Iy
UA/4707/01/01

2404471

27 430 packages/ynuxoeox
02,2024

02.2027
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TEST LIMIT RESULT
Hoxasnuwy axocmi Hopsypganis Pesynonam
Deseription ' Clear, colorless or slightly vellow sclution. Conforms
Onne Tlpozopuii, Gesbapeing: abe smeera scogmaro KoRbORY Bidnosidae
_ posiuy ]
Identification
Beumugbivayin
- ketoprofen The retention time of ketoprofen peak for the est solution, Conforms
t - xentonpopeny prepared in the assay, corresponds to that for the standard Bidnoeidac
: solution,
Hac ympusveanns niy KEMunpdheny 813 qunpobveanoe
POTUURY, BPUZOIMOBGEOZ0 NP KLIBKICHOMY SHIIGYenH],
elonogidac maxosy dia cmandapmuneo pozuuy
- benzyt aleohol The retention time of benzyl aleohol peak for the test Conforms
~ cHUpmY Genzuzoaosy solution, prepared in the assay, corresponds to that for the Bionoeidar
standard solution.
Yac yrpusiyeasin nisy Gensuracozo CHupIY 04
BURDOGYEANO20 POSHNY, SIPROMORGHDS0 np KlrsRicrosy
SUSHANEHNI, &IOROBIGAE Maromy d1x cmandapmnpso
DOITUHY
Extractable volume =2.0ml
ob'ey, o suneacmees > 2,059 S
Relative density 1.019-1.039 g/cnt’ o e rN
Bitwocua eyermuna L 019-1.039 /car’ /»52 N«,\ .
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- visible panticles:
- BN acHik:

Color valne Colorless or the color intensity doesn't exceed that of the Conforms
Criynins sabapeiensn reference solution Ye Bignogidae
Besbapenuir abe sadapaienyit ne imencusniue, iz
pasyun nopiauaiii Ys
pH 6.5-7.5 7.1
Particulate matter
Mexquivui sxamoueins Absent Absent
rideymui Bidcymni

= 10 pm: < 6000 particles/ampoule
2 10 areae: < 6000 sacmon/wn.

193.19 particles/ampoule
193,19 wacmor/avn.

- sub-vigible particles: = 25 pm: < 600 particles/ampoute 31.54 paniclesfampoule
- Heaudil qacmiu; = 25 e < 600 vacmontaam. 31,54 wacmor/aam,
Uniforsuity of dosage units <15 Conforms AV=3.0
Odnopiduicms Dososanuy odunue Bionosidac 4£¥=3.0
Related substances '

Cynpogioni domiwisy

- impurity A: <0.2% Not detecied

- dostiuka A: He suseneno

- imputrity C: <02% Not detacted

- Ooatuna C: He sunigaerio

- impurities B, D, E, F: Each<0.2% Not detected.

- Sostiuu B, D, E, F- Koxena 0.2 % He ausaneno

- any unspecified impurity; =02% 0.02%

- ByOo-axa necnejudivna dosinso:

- total impuritics {apart from A and C} | <0.4 % Conforms

- CEMa dominox (kpin 4§ C) Bionogidae

Assay

Kinvxicue susnavenns

- ketoprofen 95.0-1G5.0 mg/2 m} 101.2 mg/2 ml

- Kemonpoheny 95,0-103,0 m2/2 ma § 01,2 w22 ma

- benzy| slcohol 36.0 mp—44.0 mg/2 ml 42.7 mg/2 mi

- Cnupy bensusoazo 1 36,0 ye-44,0 22/2 s 42,7 M2 ma

- ethanal i 165.0-206.5 mg/2 m! {71.4 mgi2 ml

~ @Iangny 169,0-206,3 a12/2 aun 1714 xm2/2 Ma

Bacterial endotoxins
EBarmepianoni endemorcunu

= 1 El/mg of ketoprofen
= 1 OFne vemonpodreny
< 160 EU2 mi of the solution

<1 EWUW/mg of ketoprofen
<! QFE/s2 kemanpoghery
<1 EU/2 m] of the

< 106G OF2 ax posunny ; solution
: <i QFE2 a3 posvuny
Sterility The solution should be sterile Conforms
Cmeporanicnts Pogvun sac dypiy cmepireany Bignoeicac

I du hereby certify thar the abovementioned data are frustworthy and accurate.
(packaging/iabelling included) under the quality control on
GMP requirements; established by the regulatory agency
the andglytic-normative decumentation, registered in Ukraine, The protocols of menufacture,

reviewed; conformity with the GMP is establivhed,

Tha 2 socsidup,
{BIIOY
gidnosionsemi 3 eumoravy  (GMP,
cheyngsization i

WO Aepepaxcsang sue Indopm

SUIMUHORIZHUMY  PESSTINMODHUM  OPIHOM
Mehoduu Kampoar skacmi (MKS), zapeccmposai & ¥epaiui. Hpomororu

anatizie Eyau nepaziaHYmI Ma CCmanceiens aionoeionicns GMP.

Surname and position of person, approving batch release to marker
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of Romariia as wefl as with the specification and corntrol m
packaging and analysis are

This product batch Is manufactured
the abovementioned manufaciaring site in_fill conformity with the

etfods of

ayin ¢ decmosipiowe | movioio. I cepin npodywyil Byna susamosiena
v paxyeamin { vapryeanns} 3 nposedewss RORMPOIKI RKOCTE HG BUIHESKASURIT GUpoOudii Qitonuyi & nosnig
Pyanymil, a mawoxe y sidnosidvocmi

EHPOOHUYINGE, YNAROEKY Mg

3aa siddinoss KoRIMPONIS ARGCII:

Hozogemy Pazyso

Head guelity control deparonens:




