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JEPKABHA CNYKBA 3 JIIKAPCbhKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KUEBI

npos. Handl Cerrumanel, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyivigdls.gov ua, Kog €APTIOY 37079055

BUCHOBOK
1po AKiCTHL BBE3eHOro B YKpainy jikapebroro 3acody

28.11.2023 Ne 60958/23/26

APTPOKO.1
{HaiiMeHY DR AT KAPCLKOTG 3uco0y SritHo 3 peecTpaui Thms TOCBLINEHIEIM)
posunn s i eruii, 100 Mr/2 i no 2 ma s amilydi; o S amMuy/1 B KORTYpHil yapyHKosii
ynaxosui; 0o 1 KOHTYpHiil qapyurosiil ynaxosui B Kaprouniil kopobui
{GOPMI BHAYERY. J03Y BAHIN. B NARYBAHIA sixapebrero 3acody)

Homep peeoTpaitiiiHoro BOCEIIReHHs LA/14707/01/01 crpox alf peecipauiiinoro naceindesss neobMexeHuh

Cepin nikapeskoro sacody Ne 2311511 KinbKicTh BECICHOTO NiKkapehkoro sacody 6398
BrpoBrur K.O. Pomdapym Kommani C.PJL, Pymysis

¢ nafiMeRY Banng BHPOSHHKE AIKAPChRRrY 3acody, KPafHa foX0Kent

Bueseno 8 Y kpainy Tonapuerso 3 06MeREN010 BiNOBIAAALHICTIO "BAYC @APMAY,
inewr. wox: 43821180

Cruhevy sanng 1 vo. g CHPIOY opramingt ceoli @80 Lplasmie. i, no Garsrosi disnanol
oo - nlaipremis, T aicus rposKibani [ et et ostep GTIRoBOT KA RN NAUTRUER
AGEATRIE 600 COpiK TR HOMED BALHOPTA]

TIPUTOKOI BISYABLHOTO KOHTPOIIO Bid 28.11.2023 3 374672,

34 pesysibiaTami JSPKABROTO  HOHTPOMIO BUTHHOBICHO, O ,Ti}:apcwm& 3acif mseseHe  w YkpaiMy 3

AVTPHMAHHSID BavOSBK0HOLABLTED LUGAO saGesnguenna skofr] aisaposrun sacobis.
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§.C. Rompharm Company S:R L. - Romania, fov, 75100 Olapeal, Str. Eroiior, N 1A

TUL RO 14398645, RC; J23/1321/2004

Color value Colorless or the color intensity doesn't exceed that of | Conforms
Cmynius 3a6apenenns the reference solution Y Bidnosioac
Besbapenuil abo 3abapenenuil ne inmencusiiuie, HioC
pozuus nopieuanng Ys
pH 6.5-7.5 6.9
Particulate matter
Mexaiuni GRAIGUEHNS Absent Absent
gidcymui Bivcymui
- visible particles: > 10 pm: < 6000 particles/ampoule 207.45 particles/ampoule

- BUOUMI NACINKIL
- sub-visible particles:
- nesuOuMi vacmxu.

> 10 mru: < 6000 vacmor/amn.
> 25 pm: < 600 particles/ampoule
> 25 mirm: < 600 uacmor/amn.

207,45 wacmox/amn.
37.11 particles/ampoule
37,11 wacmor/amn.

Conforms AV=4.0

Uniformity of dosage units <15

Qdnopidnicms 00308aHI COUHUYD Bionoeidac AV=4.0
Related substances

Cynpogioni domiuixu

- impurity A: <02% 0.01 %

- domiwra A: 0,61 %

- impurity C: <02% Not detected

- domiura C: He suasneno

- impurities B, D, E, F: Fach<02% Not detected

- Qomiutku B, D, E, F: Kooena 0,2 % He euseneunc

- any unspecified impurity: <02% 0.04 %

- GyQb-AKa Hecneyug N SomituKa:

- total impurities (apart from A and C) <04% Conforms

- eyma domiwox (kpim A i C) Bidnosidac
Assay

KinexicHe GUSHAYCHHS

- ketoprofen 95.0-105.0 mg/2 ml 101.3 mg/2 ml
- kemonpoeity 95,0-105,0 m2/2 mn 101,53 m2/2 san
- benzy! alcohol 36.0 mg-44.0 mg/2 mi 42.1 mg/2 ml
- chupmy 6en3zu108020 36,0 m2-44,0 m2/2 mn 42,1 m2/2 mn

- ethanol 169.0-206.5 mg/2 mi 189.4 mg/2 mi
- emaHoRy 169,0-206.5 m2/2 xin 189,4 m2/2 mn

Bacterial endotoxins
Baxmepianmoni endomorcuny

< 1 EU/mg of ketoprofen

< ] OE/mz kemonpoheny

< 100 EU/2 m} of the solution
< 100 OFE/2 mn posyury

<1 EU/mg of ketoprofen
<] QF/mz xemonpogery
<] EU/2 m} of the solution
<] OF/2 mn po3Huiy

Sterility
Cmepunbhicme

The solution should be sterile
Posuun mac Bymuy CrepursiuM

Conforms
Bidnogidae

I do hereby certify that the abovemen
{(packaging/labelling included) under the gquality

the GMP requirements, established by the regulatory agency i
methods of the analytic-normative documentation,
analysis are reviewed; conformity with the GMP is

tioned data are trustwortity

and accurate. This product baich is manufactured

control on the abovementioned manufacturing site in full conformity with

of Romania as well as wi
registered
established,

in Ukraine. The protocols of manufacture,

th the specification and control

pachaging and

[ua 7 3ac8i0uyio, uo nepepaxcsana suue ingpopmayin € OOCMOGIpHOIO | MOUHOIO. 1in cepin npoQyxyii Gyaa su2omoenena
(sicmiouaoyy RaKy8anHs / MDKYEOHHS) 3 APOBEOCHHAM KOWMPOID AKOCmT RO BuUeSKASAHIN BUPODHUNT] dinbHuyi € NOGHIL
eionogionocmi 3 sumozamu GMP, 6CIMAHOGAEHUMY DEZYASINOPHUM  OP2ANHOM Pymynit, a maxosc y gidnogionocmi 31
creyu@irayicr i Memoodamit KOHIMPONO AKOCH (MKS]), sapeecmposanumu 6 Yipaini, lIpomoxort BUPOBHUYMEA, YRAKOSKY MA
ananizie Gynu nepesagnymi ma GCMaH08EHO gidnosionicms GMP.

3ae. eiddinoM Konmpo:e AKOCHI:
Jozogemy Paryx

Surname and position of person, approving batch release to market

[Ipizaunye ma nacada / 36anun ocobu, sxa sudana Go36in na eunyck cepll

Signature and date, stamp

[lidnue ma Oama niORUCHHS, AEHAMKA [ WmaMn 235.07.2023 -




R ERIN TR

Aptpokon p-H Ne2311511_Crpannuya_1.jpg

T 7oi- 4 (021) 350 46 40; 300,77 80; 300 77 81

Fax: +4 (021) 3504641, E-mafl: office@rompharm.ro

S S.C. Rompharm Company SR - Romania, Hav, 75100 Otopeni, Str. Erallor, Nt. 1AL
T CULRO 14309548, RC: J23/1321/2004

Manufactured by
$.C. Rompharm Company S.R.L.
Location: Str. Eroilor Nr. 1A, Otopeni, 075100, lifov, Romania
License: IF
Bupobneus
K.O. Pompapm Komnani CP.JL

Micueassaxopxenns: M. Otoneus, sy:. Epoinop Me 1A, 075100, oxpyr lngos, Pymynist

Product pame:

Haszga npodyxmy:
Pharmaceatical form,
container type and size:

Adixapcoxa gopua,
a1un 1 posmip ynaxosxu:

Strength / potency:
Cuna Oif / axmugHicns:

Jligenszis: 1F

CERTIFICATE OF QUALITY No.2311511

i e eev—"

CEPTUGIKAT AKOCTI N22311511

ARTROCOL

APTPOKOJI

solution for injection, 100 mg/2 ml, 2 ml in an ampoule, 5 ampoules in
a confourtray, 1 contour tray with a package leaffet enclosed in a
cardboard box.

posuun o4 in'exuii, 100 m2/2 mn, no 2 mA 6 amnyni, no 5 amnyin e
Koumypniil wapyxosiii ynaxosi, no 1 xowmypniit vapynxoeii
yraxoeui pasos 3 IHCHPYKUcio 1 MECUNHDZ0 IACMOCYEAHIA &
xapmonuii kopotui

ketoprofen 100 mg/2 ml
xemonpogeny 100 me/2xmn

Certificate of registration: UA/14707/61/01
Cepmudbixam peecmpayii:
Batch No.: 2311511
A cepii:
Batch size: 6 458 packagesiynarosox
Posmip cepii:
Date of manufacture: 05.2023
[ama supoOHuymea:
Shelf life: 05.2026
Tepmin npudamuocmi 60:
TEST LIMIT RESULT
[oxasnuxy aKocmi Hopmysanis Pesynomam
Description Clear, colorless or slightly yellow solution. Conforms
Onuc Hposopudl, Ge3bapenitl abo ne2Ka JCOEMO20 Bidnosidae
KOT60pY DUOSHUH
Identification
dermudpixayin The retention time of ketoprofen peak for the test Conforms
solution, prepared in the assay, corresponds to that Bidnagidac
- ketoprofen for the standard solution.
- xemonpopeny Yac ympumysanus nixy Kkemonpo@eny ons
SURPOGYEAHO20 POYUKY, NPUZOMOBAHOZC 1Y
KinpkicHoMy guananenit, 8idnosidae maxomy ons
CIMAHOaPMHO20 POZYUKHY
- benzyl alcohol The retention time of benzy} alcohol peak for the test Conforms

- cnupmy Bensuir0so2o

solution, prepared in the assay, corresponds to that Bionosioae
for the standard solution.

Yac ympurysanus nixy Gensunosoeo crupmy 0t
SUNPOBYBAHOZO POSHUNY, NPUZOMOBAHG20 NPU
KinbKiCHOMY GUSHAUeHHI, GI0N0BIOaE MaKomy dna

EMAanOAPMHO20 POSYURY
Extractable volume >2.0ml
0B'sM, W0 BUIMAZUENBEA 2 2,0ma

Relative density
Bidunocua eycmuna

1.019-1.039 g/em?
1.019-1.039 2/ca®
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