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Steril-Gene Life Sciences {P} Ltd.

CERTIFICATE OF ANALYSIS:

S

Steril-Gene
F0

< 1]

Hasea npoayKTy

NEKCKET {Dexketoprofen), po3umH ana in'ekwiu, 25 mr/mn, (50mr/2mn} 8

{cuna ais, nikapcbka popma, posmip Ta TN YRAKOBKK) amnynax Ne 5

titoua pevosMHa/ BMICT AiKH0T peqd0BUHK Dexcketonpoden (Dexketoprofen) 25 mr/mn
KpaliHa BrpobHUK IHAjs

PeecTpauiHe noceiaueHHs Ne UA/19104/01/01

Homep cepii JEZ003A

Poamip cepii 88 095 amn. {17 619 ynax}

Hata supobHULUTBA 08.2022

TepmiH npuaaTHOCTI 07.2024

Ha3ga, appeca 1a Homep AileHs3ii Ba BUpobHMUTBO

Binnianyp Komm'ioH, Myayueppi, 605110, [HainA
NliueHsin Homep: Big 28-08 22 2288

Crepun-Doxen Naind Caencus {N) fitp, Ne 45, MaHranam Meitn Poyg,

GMP ceptudikaT abo EudraGMP aoBigkoBUY HOMEPHK GMP Ne OGYEI/6343-6/2018
AR No. SGF/2223/QCP/FPC/00093
flata 3aTBepAKeHHA 05.08.2022
N.Ne | TECT CNELUMPIKALLIA PE3YJ/IbTAT
1 Onuc Nposopuii i besbapsHUi po3unH Hez BUAUMUX HACTOK. [po3opui bezbapeHuid
po34nH He3 BUaMMMX
_ o 4aCTOK
2 lneHTHikayin (BEPX) Ha xpomartorpami svunpoby8aHOrc posvmHy, OTpUMaHIA npu Bignoeigae
KiNbKICHOMY BU3HAYeHHI, 4ac yTpumyBaHHA Niky
AeKcKeTonpodeHy MaE CNiBnagaTi 3 YHacoM YyTRUMYBaHHA
aHaNOMYHOMe NiKy Ha XPOMATOrpami PO3YUHY NORISHAHHA
3 06'ecm, WO BUTATAETLCA He meHLwe 2 mn 2,1 mn
4 pH Bin 7,0 00 8,0 7,54
5 NPO30pICTE PO3UNHY Mae 6yTv Npo3opum PO3UYMH NPO30pPUNA
6 KoAbOPOBICTL PO3UMHY Mae BbyTn GesbapsHum Po34nH HesbapeHUIA
7 bakTepianbHi eHA0TOKCUHN MeHte 2,33 MO/mr < 1,16 EU/mg
8 CreprabHiICTL Mae Oyt CTepUAbHNM Bionosigac
9 MexaHivHI BKAOYEHHA: Y pO3UMHI HE NOBUHHO OYTU YACTUHOK CTOPOHHIX PEYOBUH, AKI Bignosigae

BMAKMMI YCTKM

MOMHA CNOCTEPIraTH NPK BisyanbHOMY OrAsgi

MexaHiuHi BKAIDYEeHHA: HeEBMAWMI YACTKMK

YacTky 2 10pm

He nepeevwye 6000 yacToK B amnyAi

10 yacTak B amnyni

YacTkm = 25um

He nepesuyye 600 yacToK B amnyi.

1 YacTOK B amnyii

10 CynyTHI AoMILIKW
(BEPX) (%w/w)
a) fomixa A

He binbwe 0,15 % w/w

0,087 %

0,031%
0,023 %

b) HalBinblwa HeBigoma JomilKa He Binbwe 0,20 % w/w
¢) Cyma NOoMilIOK He Biabwe 0,75 % w/w
11 KinbKicHe BU3Ha1eHHA (BEP){) (%w/w)
KOXHa amnyna no 2 ma MICTHUTb:
AdekcketonpogeH TpomeTamon Wo 47,5 mr-52,5 mr
eKBiBaneHTHO AekcKeTonpoden y 50 mr He meHwe 95,0 i He Binbwe 105,0 % w/w

Mpumitku: NMpoaykT signosigae cneumdikavuii No: FPSR/402/C/0319-00
PN Ne UA/19104/01/01

‘Cepia signoeigae sumoram MKA oo

-3aaBa npo cepTudikalio
UMM A 33ceipqyio, Wo HaBeAaeHa

BuwWe IHbOpMaLYs € AOCTOBIPHOIG Ta TOYHOK. Lia. cepin npdkikdy

HBH‘,’EEHHH/ME[JHYBEHHH._TE ROHTPOAbL AKOCT] Ha BMLUIE3Aa3HaY2HOMY MICLLI B NMOBRIK BI,EI,HDBI,EI,HUU, "

opraHy Ta go cneundikauii y AiLeHsii Ha Npoaax Kpaiku-imnopTepa. 3anuck Npo cepiitny obpabry, n
BM3HaHI TAKUMMU, LWLO BigrioBinatoTe GMP

MigrotosneHo KA Nepesipeno KA
Im’ s K. BincoHpa K.l'yHacerapaH
iagnuc Ta parta flicnuc /05.10.22 flidnuc /05.10.2022
[locapa BuKOHaseupb MOMIVHUK KepPiBHMKA

Template No: QA/072/7/01-02

CIN : U02423TN2007PTC062549
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Sterii-Gene Life Sciences {P) Ltd.

CERTIFICATE OF ANALYSIS

Steril-Gene

Namé of product

{strength, dosage form, package size and type)

“ampoules Ne5

DEXKET {Dexketoprofen], soluﬁbn for injectioﬁ; “25 mE/rhI, {50mg/2mL]) in

Active substance / Potency

Dexketoprofen 25mg/ml

Manufacturing country india

MA number UA/19104/01/01

Batch number JE2003A

Batch size 88 095 amp. {17 619 packs)
Date of manufacture 08.2022

Expiry clate 07.2024

Name, address and license number of manufacturing site

Commune, Puducherry 605110, India
license number : From 28-08 22 2288

Steril-Gene Life Sciences {P) Ltd,, No.45, Mangalam Main Road, Villianur

GMP certificate or EudraGMP reference numbers

GMP Ne OGYEI/6343-5/2018

AR No.

SGF/2223/QCP/FPC/00093

Date of Approval

| 05.08.2022

S.No | Test

Specification

Resuit

1 Description

A clear and color fess solution free from visible particulate.

A clear and coiorless
solution free from visible
particulate

On the chromatogram of the tested solution, obtained during
guantitative determination, the retention time of the

2. | ldentification (3y HPLC) dexketoprofen 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 mil. 2,iml
4 pH Between 7,0 and 8,0 7,54
5 1 Clarity of solution Solution should be clear Solution is clear
6 ; Colour of selution Solution should be colourless Solution is colourtess
7 Bacterial Endotoxins test Not more than 2,33 EU/mg. ’ <1,16 EU/mg
8 Sterility test Should bhe sterile. Complies
particulate matter: visible parts The solution should be free from particles of foreign matter that Complies

can be observed on visual inspection

9 | Particulate matter: invisible particles {By light obscuration particulate count)

Particles > 10pm

Not more than 6000 particles / ampoule

10 partictes / ampoule

Particles > 25um

NOt more than 600 particles / ampoule

1 particles /f ampoule

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

10 | a)Related Compound A Not more than 0,15 % w/w 0,031 %
b} Highest unknown impurity Not.more than 0,20 % w/w 0,023 %
~¢) Total impurities | ‘Not more than 0.75 % w/w- 0,087 %
Assay {By HPLC) {%w/w)
1 Each 2’ ml ampoule contains:
Dexketoprofen Trometamof 47,5 mgto 52,5 mgin2 m! 1.49.8& mg
equivalent to Dexketoprofen S0 mg | Not less than 95,0 and Not more than 105,0 % w/w oA, 600

Remarks: The product complies with the spec:flcatmn No: FPSR/402/C/0319-00
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 bateh of product has been | i
packaging/labeling and quality control at the above mentioned site in full compliarice with the GMP rakca Ehen ‘

Authority and with the specifications in the Marketing Authorization of the importing country, The }\f}:;’___-':
records were reviewed and found to be in compliance with GMP Wi P
Prepared by QC Checked by QC & by QcC
Name C. Wilsonraj K.Gunasegaran
1 Signature & date “&/\\O\.}/V m_h S '\Obr),ﬁf /
oS PN £ 2N
| Designation Jr. Management Trainee Asst.Manager / 4:-:';’ Manage ,,i Y
Template No: QA/072/7/01-02 E {J TQITIEE. ; i ;
g-':f\ s <
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Steril-Gene Life Sciences (P) Ltd.

7lC

Steril-Gene

CERTIFICATE OF ANALYSIS

HasBa npoayxry
{cvna aii, nikapcbia Gopma, po3Mip Ta TMN YNAKOBKHK)

AEKCKET {Dexketoprofen), poaauu gna in’exkuiid, 25 mr/mn, (50Mr/2mn) 8
amnynax Ne 5

[liroya peqyoBUHA/ BMICT Ai040T peYOBUHK

Aexkcketonpoden {Bexketoprofen) 25 mr/mn

KpalHa BUPODBHUK IHAiA

PeecTpauifine nocsigueHHs No UA/19104/01/01

Homep cepii JE2003A

Po3mip cepii 88 095 amn. (17 619 ynak)
Aata eupobHMLTBA 08.2022

Tepmin npuaaTHOCTI 07.2024

Hassa, aapeca Ta Homep sileHsii Ha BMPOBHKUTBO

Crepun-fxeH Maiig Carencus (M) Mg, Ne 45, MaHranam MeiiH Poya,
Binnianyp Komm’roH, NMyayueppi, 605110, IHAiA
NiteHsia Homep: 8ig 28-08 22 2288

GMP ce;)md:-iHaT abo EudraGMP posigkoBuii Homepu

GMP Ne OGYEI/6343-6/2018

AR No.

SGF/2223/QCP/FPC/00093

a) flomiwka A
b} Haitbinbwa Hesisoma aomiwka
c) Cyma AOMILLOK.

He binbwe 0,15 % w/w
He binbwe 0,20 % w/w-
He binbwe 0,75 % w/w

Harta 3aTsepaKeHHs 05.09.2022

M.Ne | TECT CNEUNPIKALIA PE3YNbTAT

1 Onmc [fpo3opui | Ge3bapBHKiN PO3UMH Be3 BUAMMUX HYaCTOK. Mpo3opui besbapeHni

pPO34KH Bes BuAauMKUX
o YaCcTOK
2 |neHTudikauis (BEPX) Ha xpomaTtorpami BUNpoOYBaHOTO PO3YMHY, OTPUMAHIG npw Bignosiaae
KI/IbKICHOMY BW3HA4YeHHI, Yac YTPUMYBAHHA NiKy
AeKcKeTonpodery Mae CriBnasaTi 3 YaCcoM YTPUMYBaHHSA

| AHANQMYHOIC iKY Ha XpomaTtorpami po3yuHy NOPIBHAHHA o

3 Ob’em, WO BMTArAETLCA He meHLwwe 2 ma 2,1 mn

4 pH Big, 7,0 40 8,0 7,54

5 Mpo30opicTe PO3YUHY Mae 6yt npo3opum Po34nH npo3opuis

6 KonboposicTh po3umny Mae byt besbapsHUMm Po3umH besbapsHui

7 BakrepiansHi eHA0TOKCUHM MeHwe 2,33 MO/mr < 1,16 EU/mg

8 CTepuabHIiCTL Mae byTu cTepuabHUM Binnosigae

19 MexaHivHI BKAKYEeHHA: Y PO34MHI HE MOBMHHO OYTH YaCTUROK CTOPOHHIX PEYOBUH, AKI Bianosiaae

BUAMMIYACTKM MOXHA CnocTepiraTv NpM BIsyanbHOMY orasag
MeXaHiyHI BRAKUEHHA: HeBMAOMMI YaCTKuU
HYacTku 2 10pum He nepesuuiye 6000 yacTox 8 amnyai 10 4vacToK B amnyAi
HacTkn 2 25um He nepesuuye 600 vactox 8 amnyni. 1 YaCTOK B amnyAi

10 CynyTHI qomilwKu
(BEPX) (%w/w)

0,031 %
0,023%
0,087 %

i1 KinoricHe BuaHayeHHa (BEPX) (%w/w)
KoxHa amnyna no 2 ma micTuTb:
Hekckeronpoden TpomeTamon wo
eKsiBaseHTHO flekckeTonpoded y 50 mr

47,5 mr-52,5mr
He meHwe 95,0 i He Binbe 105,0 % w/w

Mpumitkn: MpoaykT Bignosigae cneundikawii Ne: FPSR/402/C/0319-00

Cepis Bianosigae sBumoram MKA no PN Ne UA/19104/01/01

3anea npo ceptudikauin

LUum s 3acBiguyio, Wo HasepeHa euule IHPOPMALIA € AOCTOBIPHOKO Td TOUYHOO. Ua cepis npo
NAaKyBaHHA/MAPKYBAHHA Ta KOHTPO/b AKOCTI Ha BUWLE3a3HAYEHOMY MICLi 8 NOBHIM 8iANOBIAHOCTI AOARAIANET
OpraHy Ta A0 cneuUdikauin y niueHsii Ha npeaark KpaiHu-imnoprepa. 3anucy npo cepiiiny oBpobry, naltNRis e

BU3HAHI TAaKMMHK, WO BianoBiaawTe GMP

[MigrotoBneHo K lNepeBipeHo KA
J K. BincoHpa K.l'yHacerapaH
Nianuc 1a parTa ficruc /05.10.22 Midnuc /05.10.2022
MNocaaa BUKOHaBeub [TOMIYHUK KEpPIBHWKA

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

CIN :' UD2423TN2007PTCO62549
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