AEP)KABHA CJIYKBA 3 JIKAPCLKHX 3ACOBIB
TA KOHTPOJTIO 34 HAPKOTUKAMM y m. KHEBI

npos. Hanit Caitauunoi, 3, 02099, wen. (044) 295-26-85
E-mail: dls.kyiv@dls,gov.ua, Kon €JIPTIOV 37079055

BUCHOBOK
NPo sKicTHL BBe3eHoro g Ykpainy JiKapebKoro 3acoby

15.01.2024 Ne 1152724126

AHAJILIOAEKC

(nakimenynaiig JKapeLKoro 3acoBy sriguo 3 peccTpautiitinm nocsinucHuam)
posann pan in'exuiiz 25 MP/Mat; 10 2 mur g aMnyni, no 5 amnyan y KOHTYpHil ynakosui, no 1
KOHTYpHiii ynakosuj y Kaprouuiii kopo6ni

(hopma BHIYCKY, 103y Banus, puy HakyBsanus pikapeskoro 3acoby)

Homep peeerpauiinoro nocsigucuug UA/19104/01/01 CTPOK Aif peecTpauiittoro nocninyens 16.12.2026

Cepin nikapcskoro sacofy Ne JE3009A Kinbkicts seesenoro AiKapeskoro 3acoby 16240
BupoGuux Crepun-JIxen Jlakid Caitencus (I1) JItn, Ingis

{(1afimenysamiy BHPOGHHKKa nikapchkor 3ac08y, kpaina NOXOKCHHS)
Boeseno s Vipainy TOBAPHUCTBO 3 OBMEJKEHOIO BUIHOBI}IAJILHICTIO

"BYCT DAPMA", inenr. xou: 44107410

(nakimenysanns ta koy g EAPNIOY 10puanysoi ocotn a6o npispuure, iM's, no Sarnxoni Gisniiof
0CO0Yu - mignpueMuy, i Micue npoxupanns va peecTpanifnmit nomep oSnikonof KAPTKH taThnKa
foAarkis a6o copix a HOMED nacnopra)

Hpotokon sisyansuore koutposmo sin 21.12.2023 N 4088/3.
JlaGoparopuuii ananis skoeri likapcukoro 3acoby spiicHenndi:

AT "Lentpansha naboparopis 3 aHaNi3y SKOCT MiKapebkux 3ac06iB i Meauunol nponyxuii®
(mM.Knis, sy. Kynpsisenka 10r M.Knis, Bys. Kyapsscoka 8B Kuiscrka obnacrs, ¢, Hosi Herpinui,

ByJ1. IBana ®panxa, 19)
(natimenynanns ra MICHE3AX0)pKCHHS naboparopii, wo npopesa naboparopunit anariz skocri)

BrckoBok wono skocTi nikapeskoro 3ac08y, Bunanuii naGoparopieio sin 12.01.2024 Ne 0066
Pesyapraru #naGoparopHoro ananisy skocri JIKAPCLKOTO 3ac00y 3a nepesipeHUMH NOKa3HIMKaMH BIXNIOBLIRIOTE
BHMOraM METOMIB KOHTPOMO axocT] (ananitisaio-nopmariakor ROKYMEHTAuIT).

3a  pesyapTatamu ACPKABHOIG  KOHTPOMO BCTAHOBNEHO, WO Jikapchkuli  3aci6 BBE3CHO B Vipainy 3
AOTPHMAHHAM sumor 3akoHoaaBCTBA Wono 3abeaneyenns axocti JKape X 3acobis.

Muxona XOJIOAEHKO
(minnne) (ininiany ra npissuine)
N




Hepmasia ¢t yoxba Yrpaii
., sigapenki 3acolis Ta xoITPOHO 10
HAPKOTHKAMH

Jepwasu¢ HELHPHOMCTBO "[lenrpainbug
aaGoparopis 3 anadizy sikoeri AiKapenLRuN

qaco6is { meantuol upojty i’

Sate Service of Ukraine on Medicines
and Drugs Control

State Enterprise "Central
Laboratory for Quality Control of
Medicines and Medical Products”

Vwpatna, 04053, . Kula, ayn. KyOprectKa 101

106G, Kudryavska street, Kyiv, Ukraing. 04053
Tet /Fax +380 (44) P72 57 98

men ipaxe [044) 272 57 98

web: www.clab com.ud, o-mail centrafiab@elab com. ua

weh www.clab.com.ua. o-mail:
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Steril-Gene Life Sciences (P) Ltd.

CERTIFICATE OF ANALYSIS

Steril-Gene

HasBsa npoayKTy

{cuna aji, nikapcbka dpopma, posmip Ta TMN YNakoBKM)

(50mr/2mn) B amnynax Ne 5

AHANBLIOAEKC (Dexketoprofen), posuuH ans in'ekuiii, 25 mr/mn,

Litoya pevosuHa/ BMICT 4il0HOT pe4oBUHU

HexcketonpodeH (Dexketoprofen) 25 mr/mn

KpaiHa BupobHMK lHain

PeectpaujiiHe nocsigyerHa Ne UA/19104/01/01

Homep cepii JE3009A

Poamip cepii 88 095 amn. (16240 ynak)
[ata sBupobHULTBE 10.2023

TepmiH npuaatHocTi 09.2025

Hassa, agpeca Ta Homep AiueHsii Ha BUPOBHULTBO

BinniaHyp Komm'ton, Myayueppi, 605110, IHgin
Nliuensia Homep: Big 28-08 22 2288

Crepun-fIxkeH Jlalid Caliencus (M) S, Ne 45, Manranam Meiin Poya,

GMP ceptudirar abo EudraGMP n08iaKoBUI Homepy

GMP Ne OGYEI/6343-6/2018

AR No. SGF/2324/QCP/FPC/00146
[lata 3aTBepKeHHA 24,10.2023
MN.Ne | TECT CNEUNDIKALLIA PE3Y/IbTAT
1 Onuc MNposopwuii i 6e3bapBHUI po3unH He3 BUAUMUX YCTOK. MNpo3sopuit Ge3bapsHuii
po34uH 6e3 BUaUMUX
YacToK
2 laeHTHdikaLia (BEPX) Ha xpomatorpami BUNpobyBaHoro posunHy, OTpUMaHiil npu Bianosigae
KiAbKICHOMY BU3HaueHHI, Yac yTpUMYBaHHA Niky
AeKcketonpodeHy Mae cnisnafaTty 3 Hacom YTPUMYBaHHA
aHaNorMYHOro NiKY Ha XpoMaTtorpami posumHy NOpPIBHAHHA
3 06'eM, WO BUTATAETLCA He meHwe 2 mn 2,1 mn
4 pH 8in 7,0 go 8,0 7,57
5 Mpo30opicTb PO3UUHY Mae 6yTu nposopum Po3uynH nposopuit
6 KonbopoBicTb po3unHy Mae byt 6e3bapsHUM PosunH 6e3bapsHUit
7 BakTepia/sbHi €HA0TOKCUHM MeHwwe 2,33 MO/mr < 1,16 EU/mg
8 CrepuibHicTe Mae 6yTu CTepUAbHUM Bianosigae
9 MeXaHivHi BK/HOYEHHA: Y pO34MHi He NOBUHHO BYTU YaCTUHOK CTOPOHHIX PEYOBUH, AKI Bignosinae

BUAUMI YACTKK

MOXHa cnocTepiratv Npu BisyanbHomy orasgi

MexaHiuHi BKIIoUeHHsA: HeBUAUMI YACTKMU

Yactiu 2 10um

He nepesuwye 6000 4acTok B8 amnyni

16 yacTok 8 amnyai

YacTku 2 25um

He nepesuye 600 YacTok B8 amnyi.

2 4acToK B amnyni

10 CynyTHi gomitlikm
(BEPX) (%w/w)

a) Jdomiwka A He 6inbwe 0,15 % w/w 0,006 %

b} Hait6inblua HeBiaoMa pomitlika He 6inbwe 0,20 % w/w 0,01%

¢) Cyma AOMILLIOK He 6inbwe 0,75 % w/w 0,02 %
11 KinbKicHe BuaHaueHHs (BEPX) (%w/w)

KoMHa amnyna no 2 ma micTuTe:

Lexcketonpodex TpomeTamon Lo 47,5 mr-52,5 mr 51,0mg

eKBiBaneHTHO [ekckeTonpodeH y 50 mr He meHuwe 95,0 i He Binbie 105,0 % w/w 101,9 %

Mpumitku: MpoaykT Bignosigae cneumdirkauii No: FPSR/402/C/0369-00
Cepis signosigae sumoram MKS no PIM Ne UA/19104/01/01

3aaBa npo cepTudikauio

Uum a 3acsiguyio, W0 HaseneHa sulue iHPopmalis € JOCTOBIPHOK Ta TOuHOW. Lia cepis npopykty 6Gyna 8UrOTOBJIEHA, BKAOMAIOUM
NaKyBaHHA/MapKyBaHHA Ta KOHTPO/b AKOCTI Ha BULLE3a3HaYeHOMy MiCL 8 noBHil signosigHocTi Ao Bumor GMP micueBoro peryniolo4oro
opraHy Ta 4o cneuudikauiit y niLeHsii Ha npoAax KpaiHK-imropTepa. 3anucu nNpo cepiltiy 06pobKy, nakysaHHA Ta aHanis 6yau nepesipeHi Ta

BU3HaHI TaKUMMK, Wo BianosigaTs GMP

NigrotosneHo KA

MepesipeHo KA

CxsaneHo QC

Im'a C. TamincensaH H. Cypew Pepgi A.NMpabxy
Mianvc Ta pata Midnuc /24.10.2023 Midnuc / 24.10.2023 Nidnuc /24.10.2023
MNocapa BukoHaselb NomiuHUK KepiBHKMKa KepisHMK

Template No: QA/072/T/01-02

CIN : U02423TN2007PTC062549

Corporate Office : No. 15, Gopalakrishnan Road, T.Nagar, Chennai 600 017, Tel: +91 44 2345 2030-34, Fax: + 91 44 2345 2036 Factory :No.45, Main
Road, Mangalam Village, Villianur Commune, Puducherry 605 110, Tel: +91 413 26611031 7373244777 Tel : 73732 88777 Fax : +91 413 2661102.




Steril-Gene Life Sciences (P) Ltd.

CERTIFICATE OF ANALYSIS

Name of product

{strength, dosage form, package size and type)

in ampoules Na5

ANBLGODEX {Dexketoprofen), salution for injection, 25 mg/ml, {50mg/2mL}

Active substance / Potency

Dexketoprofen 25mg/m!

Manufacturing country india

MA number UA/19104/01/01

Batch number JE3009A

Batch size 88095 amp. {16240 packs)
Date of manufacture 10,2023

Expiry date 09,2025

Name, address and license number of manufacturing site

Steril-Gene Life Sciences {P) Ltd., No.45, Mangalam
Commune, Puducherry 605110, India
license number : From 28-08 22 2288

Main Road, Villianur

GMP certificate or EudraGMP reference numbers

GMP Ne OGYE|/6343-6/2018

AR No. SGF/2324/QCP/FPL/00146
Date of Approval 24.10.2023
S.Ne | Test Specification Result
A clear and colorless
1 Description A clear and color less solution free from visible particulate. solution free from visible
particulate
On the chromatogram of the tested solution, obtained during
e uantitative determination, the retention time of the .
2 Identification (By HPLC) gexketoprofen peak must coincide with the retention time of Complies
the similar peak on the chromatogram of the reference solution
3 Extractable Volume Not less than 2,0 mL 2.1ml
4 pH Between 7,0 and 8,0 7.57
5 Clarity of solution Solution should be clear Solution is clear
6 Colour of solution Solution should be colourless Solution is colourless
7 Bacterial Endotoxins test Not more than 2,33 EU/mg. < 1,16 EU/mg
8 Sterility test Should be sterile. Complies
Particulate matter: visible parts The solution should be free from particles of foreign matter that Complies
can be observed on visual inspection
g Particulate matter: invisible particles (By light obscuration particulate count}

Particles 2 10um

Not mare than 6000 particles / ampoule

16 particles / ampoule

Particles 2 25um

Not more than 600 particles / ampoule

2 particles / ampoule

Related substances
{By HPLC) (%w/w)

10 a) Related Compound A Not more than 0,15 % w/w 0.006 %
b} Highest unknown impurity Not more than 0,20 % w/w 0.01%
¢) Total impurities Not more than 0.75 % w/w 0.02%
Assay (8y HPLC) (%w/w}

11 Each 2 ml ampoule contains:
Dexketoprofen Trometamol 47,5 mgto 52,5 mgin 2 mi 51.0mg
equivalent to Dexketoprofen 30 mg Not less than 95,0 and Not more than 105,0 % w/w 101.9%

Remarks: The product complies with the specification No: FPSR/402/C/0369-00
The batch meets the requirements of QCM for MA Ne UA/19104/01/01

Certification statement

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned site in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorizatian of the importing country. The batch processing, packaging and analysis

records were reviewad and found to be in compliance with GMP

Prepared by QC Checked by QC Approved by QC
Name S. Tamilselvan N. Suresh reddy A. Prabhu
Signature & date ) S KA) 3% .
Aot | Caety Biioio)
Designation Executive Asst.Manager Manager

Template No: QA/072/T/01-02

CIN : U02423TN2007PTC062549
Corporate Office : No. 15, Gopalakrishnan Road, T.Nagar, Chennai 600 017, Tel: +91 44 2345 2030-34, Fax: + 91 44 2345 2036 Factory :No.45, Main
Road, Mangalam Village, Villianur Commune, Puducherry 605 110, Tel: +91 413 26611031 7373244777 Tel : 73732 88777 Fax: +91 413 2661102.



