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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.

lgan 3AABOPHUX

iufidiaay ra npisaue)
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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 -
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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®




ApTpokon posunH N22404481.jpg

HEPXITIKCITYXBA
AEPIKABHA CJIYKBA 3 JJIKAPChKUX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y YEPHIBEILKIV OBJIACTI

By [oroHa, 29, M, Yeprirni, 58000, 0-372-52-22-60 Ten./¢akc 0-372-55-39-93
E-mail: dIs.cv@dls.gov.ua, Kox €IIPTIOY 37032279

BHUCHOBOK
Npo AKICTh BBe3eHOro B YKpainy JlikapceKoro 3acoby

03.04.2024 Ne 17540/24/24

APTPOKOJI

(nattveryBanns mikapcekoro sacoby 3rigHo 3 peecTpanifnnm T0CBiTIEHHAM)
Po34MH mas in’exuiit, 100 Mr/2 My mo 2 it B amIyJi; 1o § amMny.1 B KoRTYpHiii YapYHKOBIK
ynakoBui; no 1 KOHTypHilt wapyukosii YHAKOBUI B KAPTOHHIi KopoGui

(opma BumycKy, no3ysanus, sun TaKyBaHH JiKapChKOTo 3acofy)
Howmep peectpanitinoro nocsimuenns UA/14707/01/01 ¢Tpok Aii peectpaniitioro nocsinuenns 01.01.2099
Cepist nikapcskoro 3aco6y Ne 2404481 Kinskicts BBe3enoro nikaperkoro 3acofy 27279

Bupo6ruk K.O. Pombapm Komnani C.P.JI., Pymysis

(naliMenyBauus BUPOGHHKA JiKapCRKoro 3acoby, kpaina TIOXODKEHHS)

Beeseno. Vpainy ToBapucTBo 3 06MeNEHOIO BigmoBinansuicTio «BJIYVC OAPMAY,
iment. xon: 43821180
(HaliMeHYBAHHS Ta KON 32 CJIPTIOY wpnaununol ocobu abo npissuILe, iM's, Mo HaTbkoBi (pisnduoi
0cobu - mignpuemus, if Micue npoxusanis ta peecTpalLiinmif HoMep o6nikoBoi xaprku naaTiMka
nonarkis a6o cepis Ta Homep nacnopra)

Hpotokou Bisyansnoro konrpommo iy 03.04,2024 N 89/0/01.25-24/4,

34 pesyneTaTamMu epiaBHONG KOHTDPOJItO BCTAHOBJIEHO, IO JliKapChKkuii 3aci6 BE3eHO Ykpainy 3 IOPYIIEHHSIM
BHMOT 3aKOHONABCTBA LIOKO 3a0C3MCUCHHA AKOCT] NIKAPCHKHX 3aC06iB.

/ / Inna ®OMIYEBA
{ni u&)/ 6 (iniuiasm Ta npissuue)
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 Manufactured by
8.C. Rompharm Company $.R.L.
Location: Str. Eroitor Nr. 1A, Otopeni, 075100, 1ifov, Romania
License: 1F
Bupotaero
K.O. Poscchaprt Koswnoni C.P.JL.

Aprpokon Ne2404481_Cropivka_L.jpg

Micyesuaxoducenns: an. Omontens, ave, Epoizap Na !4, 075100, vxpye Jahos, Pywymin

Product name:

Hasea npodykmy:
Pharmaceutical form,
container type and size:

Hixapevra dopua,
mun | posmip ynaxosxu;

Strength / potency:

Cuna Oit / axmvsiticnn:
Certificate of registration;
Cepmughixam peecmpayii:
Batch No.:

N cepir:

Batch size:

Posmip cepii:

Date of manufacture:
Hama supobinumea:
Shelf life:

Tepatin npudanmoci do:

Ayenzin: 1F

CERTIFICATE OF QUALITY No.2404481
CEPTH®IKAT AKOCTI Xe2404481

ARTROCOL
APTPOKOJT

solution for injection, 100 mg/2 ml, 2 ml in an

ampoule, 5 ampoules in

a contour tray , 1 conlour tray with a package leaflet enclosed in a

cardboard box.,

posuun oaa in'exuiil, 100 mz/2 ya, no 2 ma ¢ amnyri, no 5 aMnyia g
Koumypuit  wapyukogiil  ynawoeui, no 1 KOUMYpHRITL  wapyrroein
PRUROGUE pazos 3 IHCWPYKUICIO 08 MeOuuHO2 3acmocysanns ¢

Rapmonnii kopodni
ketoprofen 100 mg/2 mi
xkemonpogheny 100 aa/Zaun
UA/14707/01/01

2404481

27 339 packages/inaxosox

02.2024

02.2027

TEST | LiMIr RESULT
Toxasnusu sxoomi Hopayeanus Pesynomam
Description Clear, colorless or slightly yellow solution. Conforms
Onuc Hposopuil, Gesbapsuui abo sneona xeoeimoso KOAbOPY Bionogidae
pO3UUH
Identification
enmughixayis
- ketoprofen The retention time of ketoprofen peak for the test solution, Conforms
- Kemonpogheny prepared in the assay, corresponds to that for the standard Bidnosicac
solution.
Hac ympuvysanus niky Kemonpod; 2Ry O BUNPOOYEan o0
POIHUHY, nPUSOMOGANO0 AP KITbRICHONY GUIHOYEHN],
sionosidac IRUAKOMY O CIMAHIAPINHOZO POIYIHY
- benzyl alcohol The retention time of benzyl alcohol peak for the test Conforms
- CnUpPmy GensUI06020 solution, prepared in the assay, corresponds to that for the Bignogioae
standard solution.
Hac ympusiveanns nixy Sexsurosozo caupny o3
BUHPOBYGAROR0 POUUIY, MPUSOMOGAIO20 0P KITeKICH Gy
SUSHAYENHI, GIOROSIOGE maKory daR cmardapmHazo
pOIURY:
Extractable volume 22.0mil
00'er, WO sumazaEmLCs 2 2.0
Relative density 1.019-1.039 giem?
Bionocna ayemuna 1.019-1.039 2'cs®
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i : . 5.0, Rompam Company SRA. - Remaria, gy, 75953 Dlopart, ST Eroflor Me 14
i Fax +¢ 1021) 3504643, Eumali-ofite@rompharm ry WWCJ”'WE?;J,SWSRCJZZIH 200 —— .
Color value Colorless or the color intensity doesn't exceed that of the Conforms
Craynins 3a6apenerins reference solution Yy Bionosidae
Besbapenuii abo 3abaperenusi ne inmencusniwe, i
pozuun nopisusuus Y
H ' 6.5-7.5 7.1
Particulate matter-
Mexaniuni senoyenns Absent Absent
Giogymui Bidcymui
- visible particles: 2 10 pm: < 6000 particles/ampoule 192.45 particles/ampoule
- BUOUA wacmxu, 210 s < 8000 vacmort/amn, 192,45 vacmor/an,
- sub-visible particles: 2 25 pm: < 600 particles/ampoule 3115 particles/ampoule
- Hesudur! acmry; 2 25 mrm: £ 600 vacmor/ann, 31,13 wacmor/amn,
Uniformity of desage units <15 Conforms AV=3.0
Qouopidnicms dososanicr 0y Bionoeidae AV=3,0
Related substances
Cynposidni dosiary
- impurity A: 20.2% Not detected
- JoMiuka A: He sunereno
- impurity C: 202% Not detected
- Qoxiuika C: He euseneno
- impurities B, D, E, E: Each<0.2% Not detected
- Gosiniku B, D, E, F: Kovena <0,2 % He gusgreno
- any unspecified impurity: <02% 0.02%
- Ov0b-aKa necneyughivna domiuma:
- total impurities (apart from A and C) | €04% ‘Conforms
= EvMa Jomirox (Kpivt A i C) Bidnoeidae
Assay
Kimericne susnavenns
- ketoprofen 95.0-105.0 mg/2 m} 100.7 mg/2 mi
- Kemonpogeny 95,0-103,0 02/2 ma 100,7 21272 an
- benzyl alcohol 36.0 mg-44.0 mg/2 mi 41.1 mg/2 mil
= CRUPIY OeHIWI08020 36,0 82-44,0 a12/2 72 41,1 m2/2 an
- ethano} 169.0-206.5 mg/2 ml 175.5 mg/2 mi
- emanony 169,0-206,5 31272 ain N 4755 42/2 aa
Bacterial endotoxins = 1 EU/mg of kétoprofen <1 EU/mg of ketoprofen
Baxmepiaroni endomorciuny S OFne kemonpogpeny <1 OFEz kemonpogheny
= 106 BUZ2 mil of the solution i <t EU/2 ml of the
<100 OQE2 s pozuuny solution
<1 OF/2 yn poswuny
Sterility The solution should be sterile Conforms
Crmepwionicms Posuun mae dymuy emepuronuy Bionosidae

I do hereby certify that the abovementioned data are trustwortlhy and accurate. This product batch is manufuctured
(packaging/labelling included) under the quality control on the abovementioned manufacturing site in full conformity with the
requirements, established by the regilatory agency of Romania as well as with the specification and control methods of
the analptic-normative documentation, registered in Ukraine. The protocols of manufacture, packaging and analysis are
reviewed; conformity with the GMP is established.
Luv 2 saceiouyip, wo nepepaxosana sue ingopmayin ¢ docmosiproio i movion. Ln cepin npodyryii Gyra sueomosnena
(srmovaiouu naryeants / MAPRY6AHNS) 3 nposedennsy KORMPOAI0 ANOCMT 4G GulesKasaniii supobrunisi direnuni & nosuis
slOnosionoeni 3 eumozanu  GMP, SCmanoaaeimy - peyasmopnus  opearos Pymynii. @ marosc Y eidnosidwoemi i
eneyugbicayicro | stemodaseu rRosmponio axocni (MKA), sapecemposaonsiu ¢ Vipaini. pomorosu supobruymea, YRarogru ma
anaisis Gy nepecasuymi ma semanosaeno ionosionicms GMP,

Surname and position of person, approving batch release to muarket 3ae, 8lddinos xonmpoaio arocmis
Jozothemy Pasyxa
;. rds 7 " » e Bvands e it comty o
fpisstnge ma nocada / secis 0Cobi, Axa euMIG QO3GET 1{%&&:%&%\ Head quality control departntent:
P Ny Logofew Raluca

Signature and daie, stamp
Hidnue ma damy nidnucanns, nevamra / kurayn
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Manufactured by
5.C. Rompharm Company S.R.L.
Location: Str. Eroilor Nr. 1A, Otopeni, 075100, llfov. Romania
License: IF
Bupabacno
K.0. Posrchapy: Kosmanf CP4T.

Mlciesnaxodxcennn; s Onigens, gy, Epoitop N2 14, 075100. oxpye Inchos, Pransis

Product name:

Hasa npodyrmy:
Pharmaceutical form,
container type and size:

Hivapesra hopmya,
marn | possip ynakoexi:

Strength / potency:
Cuaa ofF / asmugnicine.:

Siyenata: 1F

CERTIFICATE OF QUALITY No.2404491
CEPTHDIKAT AKOCTI Xo2404491

ARTROCOL
APTPOKOT

solution for injection, 100 mg/2 ml, 2 ml in an ampaonle, 5 ampoules in
a contour tray , 1 contour tray with a package leaflet enclosed in o
cardboard box.

posunn daa in'exnitt, 100 m2/2 s, ne 2 sn e asmyrd, no 5 annya g
Konmyprilt  aapynrosiit ynareeni, no 1 reHmypuii  wapynrosii
yrarogyl pazom 3 ICmpyRyicie 048 MeONRR020  TACMOCYSUMHS 8
Kapmanuiii kopobyi

ketaprofen 100 mg/2 nil
wemonpoggeny 100 /21

Certificate of registration; UA/14707/01/01
Cepmuthixam peecmparii:
Batch No.: 2404491
Ne cepit:
Batch size: 26 793 packagesfynarosox
Pozitip cepii:
Date of manufacture: (02.2024
Hama enpobruymea:
Shelf life: 02,2027
Tepxin npudanmoc do:
TEST LIMIT RESULT
THoxasuunu aroomi Hopayaanns Pesyapmam
Deseriptian Clear, colorless or slightly yellow solution. Conforms
Onue flpasapui, Besbapedi adv wrezra acosmoro sowopy Bidnaesidac
PosHUN !
ldeatification .
Idemmughivayis ! !
- ketoprofen The retention time of ketoprofen peak for the test solution, Coniorms
- nenonpogheny prepared in the assay, corresponds to that for the siandard Bignosioar
solution.

I - benzyl aleohol
| - CRUpMY GeNFINORO2D

Hac pmpusysanns nicy kemonpegraiy s sunpobysanocy

POIHNINN. NPULCNIOBANO20 NPU KEILKICHOAN gU3NaYenii], :

BIONORIDUC MERONMY ONF CIMAIBAPINRORY POTVUNY ;

The retention time of benzyl alcohol peak for the test « Conforms
solution, prepared in the assay, corresponds to that for the Bidnosiouc
stanidard solution.

Hac ymprsiyeauns nigy Senznnogera cnupmy ona
SUNPOBYEAIIO20 POINUNY, HPUZOMOBANOI0 NPY KIALRICHOMY
auzHaueRHl, 6I0N0GIOTE MAaKoAY (IR CHaNEIMHO20

posuuny
Extractable volume z20ml :
06'ey, 1o Gumneacmbea > 2.0 !

Relafive density
Bidwocna eyemuna

1.019-1.039 glem?
1.019-1.039 2ead’

172
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1 {02 1 19,).15 4&30077 eo 30C P81 o 3£ Rompharm Compary SRL - Remana lev 75120 Oiadem St Seodor, Bk 1A
Fax, »4 1021) 5504841, Evmad affito@rompbarmfo e GUMRDIGEESRRC mIMRWEOM
Color value Colorless or the color intensity doesn't exceed that of the | Conforms i
Cnyninte 200apaenis reference solution Yo . Bidnosioae :
Besbapeuni: abe sabapeienuit ne inmencugyite, #idk ‘
pOsSuuy nopiguanLs s .
pH ! 6.5-7.5 6.9 g
Particulate matter ; :
Mexaniyui gremavenns Absent Absent
eideymni Bigeymui
- visible particles: 2 10 pum: £ 6000 particles/ampoule 195.32 paniclesampoule
- guduni wacmru: = 10 ara: £ 6000 vacmorfavn. 195,32 vacmorraun. !
- sub-visible particles: > 25 um: £ 600 particles/ampoule 30.43 particles/ampoule '
- negudumi wacmru: > 23wz < 600 wacmortavn, 30,43 vaemoriaun,
Uniformity of dosage units £15 Conforms AV=3.1
Odnopidnicine 0030881 DOMHUNL Bidnoegidac 41'=3.0
Related snbstances
Cynposioni domiuwn
- impurity A: <0.2% Not deiected
- dosiwka A: He sunarenn
- impurity C: =02% Not detected
- dondwka C: He suasavio
- impurities B, D, E, F: Each£0.2% Mot detected
-Oovimkn B, D, E, F: Kooxena <0.2 % He surgrenu
- any unspecified impurity; =02% | 0.03 %
- Gyde-Axa Hecneyubiuna dosintso: ;
- total impurities (apart from A and C) | 0.4 %  Conforms
- cuMa ooMiteox (kpin 4 1 C Bidnosidac
Assay
Kiasricne susnauenusn | ;
- ketoprofen ' 95.0-105.0 g2 ml 102.3 mg2 ml
- kemonpogheny l 93,0-103,0 m/2 st : 1023 mea2 aer
- benzyl alcohol 36.0 mg-44.0 mg/2 m! 41.5 mg/2 ml ]
- critpmy- Ben3unogeeo 36.0 vz—34,0 n2/2 an ' 41,5 mef2 a7 :
- ethanol 169.0-206.5 mg/2 ml ' 176.9 mg/2 ml :
- emaiony 169,0-206.3 m2/2 M3 L 176.9 a2 aa )
Bacterial endotoxins = | EU/mg of ketoprofen I <t EU/mg of ketoprofen
Barmepiamni endomorcinu < I OEinz xemonpogheny <! QEA xemonpodherny
< 100 EU/2 ml of the solution ! <1 EU/2 ml of the !
£ 100 OE'2 ma posuniy | solution
V< QF/2 va posuiny
Sterility The solution should be sterile | Conforms ]'
Cimeprnsiicing Posvwun vac Gy emepunoiiis | Bionogidac i

1 do hereby certify that the abovementioned deota are trustworthy and accurate. This product batch is manufactured
(packagingAabelling included) under the guality control an the abovementioned manufacturing site in full conforntity with the
GMP requirements, estabiished by the regulatory agency of Romauia as well as with the specification and control methods of
the analptic-normeative documentation, registered in Ukraine. The protocols of manufacture, packaging aud analysis are
reviewedy conformity with vlie GMP is established,

Liuw 5 3aceidwyw, 1o nepepaxvsana suwe indropuayis € docmogipuolo § mowion. Lin cepin npoQysyil dyia guromosiena
{eRADHAIONY RARYEAUNA [ MADKYBANNA) 3 NPosedensst KONMPORKy AROCHI #8 GHIYEsKa3auill supobHuil ditennyi o nogHift
signogidnocmi 3 auvozavu GMP, scmanoalemon peuianophind  op2onos Pymyr.rn @ make v wionogidnocmi - 3i
caeughisaticio | semodas xomnpono sxocrl (MFA), sapecomposamu & Yapainl. Hpomaxonu supodnumey, YRORe8KY Ma
anaizie Gy nepeatanyi ma ecmanocenens gidnosionicnts GMP.

Surname and position of persen, approving batch release 1o marker 3na. ¢i00L10M KONMPOIG HEOCHI
Jazoderny Panyra
Hpissnnge ma nocada / 26aums ocobu, sxa eudaia dusein na sunver cepil Head gquality control department.
/To;:m Logofetu Raluca
Signature and date, stamp {:.\
Hidnuc ma dama nidnucannn, newamea / wmaur / .c-‘g ‘Q‘_{.aj 2024 'é :
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AEPXIIKCIIVKBA
JEPIKABHA CIIVIKEA 3 IIKAPCHLKIX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHKAMMH ¥ YEPHIBEIIBKIN OBJIACTI

ByJ. I'onoeua, 29, m. Yepnirni, 58000, 0-372-52-22-60 Ten./hake 0-372-55-39.93
E-mail: dls.cv@dls.gov.ua, Koz EZPTIOV 37032279

BHCHOBOK
IIPO AKICTh BEE3EHOr0 B Yxpainy nikapeskoro 3aco0y

03.04.2024 Ne 17541/24/24

APTPOXOQJI

(naiiMenypaHRa nikapcekoro sacofy STilke 3 peccTpariHEM nocainienm)
O3HE ATt i exentiit, 100 Mr/2 max mmo 2 aur B aMIysi; ne S5 aMnya B KOUTYpHIN 9a HKOBIH
’ ¥ P
ynaxoBui; ite 1 xonryprii YapyHKoBil ynarxosui s KapTouHiil Kopooui

(thopma BHIYCKY, RO3YRAHIA, BHZ TOKYBAHHSA AiKapcakoro 3acoly)
Hownep peectpaniiinoro mocsinuenns UA/14707/01/01 CTpoX Al peecTpaniiioro nocsiguenns 01,01.2099
Cepis nikapenkoro sacoGy Ne 2404491 Kinbkicts BBeseHoro nikapeukoro 3aco0y 26733

Bupo6uuk K.O. Pombapm Kommagi C.PJL, Pymynis

(nalimenyparus BUPOGHYUKA NikAPCBKOro 3acoGy, Kpaita noxomxenys)

Beeseno B Yipainy Topapucreo 3 obMemenor0 Bixnosizansuicrio «BJIVC DAPMAY,
inewr. wom: 43821180

(nafimenynanysa Ta kog 30 EAPTIOY ropumuunol ocobr abo npispuwe, iM', no GaThrosi isnvnot
ocoby - nignpuemus, it Micne TPOKUBAHHA T2 peecTpallifHi 1oMep oBnikopol KaPTRH IETaTHUKa
nonatkis abo cepin Ta HOMED [1acnopTa)

Iporokoa sisyanntoro konTposo sig 03.04.2024 x: 89/0/01.25-24/5.

3a  pesymratamn  mepkasHOro KOHTPONIO  BCTRHOBAGHO, 1MO JiKAPCHKHiA
AOTPHMAMHSIM BuMOr 3aKOHONABCTEA oo 2abesnedenns axocti mkapceky
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