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Steril-Gene Life Sciences (P) Ltd.
(J V of Lloyd Lab & Madras Pharma)

Steril-Gene

DEXOFEN
AEKCOMGEH

Certificate No.
Cepruhiay Ne:

SGF2526/QCPFPC/H0221

Page 1ol 4
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BATCH CERTIFICATE
CEPTU®DIKAT HA CEPHIO

Product name: | DEXOFEN Pharmaceutical form, dosage: | solution for injection, 50 mg/2 ml
Haisa npoayxuii: | JEKCO®EH | Jikapeuka popma, qosysapnus: | posunn s in’exniii, 50 m1/2 sa

Cuaa aiakrasuicrs:

Strength/potency:

1 ml solution for injection contains Dexketoprofen Trometamol 36,91 mg
equivalent to Dexketoprofen 25 mg (1 ampoule 2 ml contains Dexketoprofen

Trometamol 73,8 mg, equivalent to Dexketoprofen 50 mg)

1 ma posusnny Aas in’exuiii MicTaTh gekereronpodeny Tpomeramosy 36,91 mr
expiBagenTHo gexckeronpodeny 25 mr (oHa aMny.Jaa 1o 2 Ma MiCTHTH JICKCKe-
Tonpotheny TpeMeraMoay 73,8 Mr, 110 ekBiBaaeuTno aekexeronpodeny S0 mr)

Size and type of

2 ml in an ampoule; S ampoules in contour plastic packaging, in cardboard box

packaging: | with labelling in Ukrainian and English languages
Posmip ra tun | no 2 ma B amny.ai; no § amuya y naactuxosiii kouTypaiil yuakosui, y kaprouniii
AAKYBAHHS: | KOpoblli 3 MAPKYBAHNSM YKPATHCLKOI T2 anriiiicbkol MoBaMu
Batch No.: | .. Batch size: boxes
Cepia Ne: JBSEISA Po3mip cepii: 000 K0pobok
Date of manufact’lvxrx 1172025 Expiry date: 10/2027 L’accns‘e No.: 08 22 2288
Hdara pupobunnraa: Tepy. up: Jlinensin Ne:
p Registration certificate: | ; \ 057,010 Valid up 01 | g0 6 5028
eecrpauiiine nocsiguenns; Hidicue n0:
Manufacturer: | Steril-Gene Life Sciences (P) Ltd., No. 45, Mangalam Main Road, Villianur
Commune, Puducherry, 605110, India
BupobGaux: | Crepna-Axen Jlaiig Caiicwens (IT) JIta, Ne 45, Mauranam Meiin Poya,
Bianianyp Komy’’ion, Hyayueppi, 605110, Inais
Certificate of GMP compliance No.: . Valid till:
Ceprudixar sianosianocti HBIT Ne: 982/2024/GMP Jiiicnuii go: 20.04.2026
Analysis procedure results /
PesvibTarn npoBejicHHs aHATI3Y
Sr REQUIREMENTS TO THE PARAMETER / METHOD OF
No/  PARAMETER/ BUMOI'H 10 HOKA3ZHHKA ANALYSIS /- | RESULTS/
1 NIOKA3ZHHK For release / For shelf life / METOA  |PE3YJIBTATH
3/n Ha sunvek Ha repumin npuaarnoeri]  AHAJTH3Y :
1.| Description A clear and colorless A clear and colorless By p. 1 MQC.
solution free from visible solution free from In-house method.]  Complies
particulate. visible particulate. { Visual control)
One Tposopuii | Gesdapesnii Flposopuit i 6esbapeunii| 3a n. 1 MK3L
PO3YHH, BIIBHUIT BiA PO34UH, BiABLHHIT Big Buyrpimmiii
MEXAHIYHHX BKIIOYEHS. MEXAHIYHUN BKIIOYCHD, | METOIL. Bignosinae
(Bizyaswunii
KOHTPOJIB)
2.1 ldentification / Lnentudixauis
By HPL.C method In the assay, the chromato- | -«
gram obtained with sample
solution exhibits a peak with Complies
the same retention time as MiHA
the principal peak in the

CIN - UD2423TN2ZGO7PTCO62549

Corporate Gffice : No 18, Gopalakrishnan Road, T, Nagar, Chennai 600

Tel 1 73732 88777 Fax: +91 413 2861102




Steril-Gene Life Sciences (P) Ltd.
(J V of Lloyd Lab & Madras Pharma)

Steriimeen

DEXOFEN Certifieate NOO& | o raqmarr e prepe Page 2 of 4
JAEKCOOMEH Cepinirar No: SGF526/QCP/FPC/N21E Cropiuka 23 4
Sr REQUIREMENTS TO THE PARAMETER / METHOD OF
Noff PARAMETER/ BHMOI'H 10 NMOKA3IHHKA ANALYSIS/ | RESULTS/
Ne NOKA3HHK For release / For shelf life / METOA  PE3YJALTATH
3/ Ha sunyex Ha repmin npigatnocri|  AHAJIZY
chromatogram obtained with
standard solution.
Meroaom BEPX Ha xpomarorpasi e 3an. 2 MKSL
sHNPOOOBYBAHOIO PO3IHHY, Cep. ®. 2.2.29,
oaepxasii npi KisbKicHOMY BHYTpiluHi
BI3HAYEHHI, Hac METOA
YTPHMY BAHHS OCHOBHOTO Bianosiaae
nika Mac BiANOBIAATH yacy
YTPHMAHHSA OCHOBHOTO flika
Ha XpoMATOrpaMi po3unny
NOPIBHAHEA,
3. | Extractable volume | Not less than 2.0 ml Not less than 2.0 ml By p. 3 MQC. 2.0 ml
Eur. Ph. 2.9.17 )
O6 em, w0 He memwme vixk 2,0 ma He menwe nin 2,0 mn | 3an. 3 MK 2 0 Mt
BHTHIACTHCA Cep, ¢. 2.9.17 -
4.1 pH 7.0t0 8.0 7.0 to 8.0 By p. 4 MQC. 754
Eur. Ph. 2.2.3. "~
pH Bia 7.0 a0 8.0 Bix 7.0 10 8,0 3an. 4 MKSL. 754
Cap. $. 2.2.3. ’
5.1 Clarity of solution Solution should be clear --- By p. 5 MQC, . <
Fur. Ph. 2.2, Complies
TiposopicTs Po3uaun mae OyTu --- 3an. 5 MKA, Bimtostnae
PO3UHHY NPO3OPHM Cep. ©.2.2.1
6. | Degree of colour of | Solution should be e By p. 6 MQC, Complies
the solution colourless Eur. Ph.2.2.2 P
Cryninb 3abapsnenns| Posunn mac 6yTh e 3a n. 6 MKJ, Binnosi
PO3UNHY GesbapBHHM Cop. ©.22.2 MIIOizAE
7. | Bacterial Endotoxins | Not more than 2.33 EU/mg | Not more than 2.33 By p. 7TMQC. | _ .16 EU/mna
EU/mg Eur. Ph. 2.6.14 N Gl
Baxrepimibhi He Binbwe 2,33 EOQ/vr He dinsrue 2,33 EO/MmMr | 3an. 7 MKSLL "
EHAOTOKCHHH €ap. . 2.6.14 <1,16 EO/ur
8.| Sterility Should be sterile Should be sterile By p. 8 MQC, .
Eur, Ph. 2.6.1 | Complies
CrepunbHicTs Mae 6yTH CTepHIIbHITM Mac 6yTi crepusbauv | 3a n. 8 MK3, Bi i
€p. @, 2.6.1 SR
9.| Particulate matter The solution should be free | The solution should be | By p. 9 MQC.
By Visual test from particles of foreign free from particles of
matter that can be observed | foreign matter that can | Eur. Ph, 2.9.20 Complies
Particulate matter on visual inspection. be observed on visual
(By light obscuration inspection, /
particulate count) o
Particles > 10 um Not more than 6000 particles| Not more than 60 r }"”W )g 9 12 particles/
/ container particles / / container
Particles > 25 um \ Y/ 01 particles/
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BEXOFEN
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Certificate No.:
Ceprugiiny Neg
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Page 3 of 4
Cropinka 334

CHITAOONIOKY BaHH )
Yacrkn > 10 MM

He Giabe 6000 sacrox /

He binsuie 6000 yacTox

Sr REQUIREMENTS TO THE PARAMETER / METHOD OF
No/i PARAMETER/ BHMOI'H J1IO NIOKAIHHKA ANALYSIS/ | RESULTS/
Ne NHOKA3ZHHK For release / For shelflife / METOJ1 PE3YIALTATH
3/n Ha Bunyex Ha repsmiu npugatnocti|  AHAJIZY
Not more than 600 particles /| Not more than 600 conlainer
container particles / container
Mexaniuni Posuun mac Oyrn Binsuun | Posunn mac bymn 3an. 9 MKSL
BKAIOMCHHSA Bi[ CTOPOHHIX MeXxadiMKUX | BLIHIM BiZ CTOpOHRIX
BisyanbHuii Tect BI/HOUEHD, AKi MOXKYTH OyTH| MEXaHIYHHX BKIOYeHL, | Cap. P. 2.9.20
Mexaniuui BUSABJICHI 1IPI BIsyAIbHOMY | SKi MOKYTh OyTH BHAB- Bianosigac
BRINOUEHHS CITOCTEPEKEHHI. JCHI NpH BizyanbLHOMY
(Meroaom CIOCTEPEIKCHAL.

12 wacrok

impurity

wiw

KouTeiinep / xouteiinep Cep. ©.2.9.19 /xonTelHep
Yactk = 25 MEM He 6inbue 600 vacrok / He 6inbiue 600 yactok / 01 uacrok
kourelnep KOHTEHEp /kouTeiinep
10.| Related substances By p. 10 MQC.
(By HPLC method) Eur. Ph.
a) Related compound | Not more than 0.15 % w/w | Not more than 0.15% | 2.2.29, 0.004 % wiw
A wiw In-house
b) Highest unknown | Not more than 0.20 % w/w | Not more than 0.20 % | method 0.03 % wiw

¢) Total impurities Not more than 0.75 % w/w | Not more than 0.75 % 0.06 % w/iw
w/w

Cynposigii ZOMILUKH 3an. 10 MKJL

{metogom BEPX) €pp. . 2.2.29,

a) C.ynposizma He Giabwe Hixk 0,15 % /M | He Ginbuie uin 0,15 % | sHyTpimHiil 0,004 % M/

AoMiKa A MM MeToR

b) Halibinswa
HEBijoMa aoMilika
¢) Cyma JoMiloK

He Ginbiue nik 0,20 % MM

He Ginpiue nix 0,75 % M/M

He 6inbie nix 0,20 %
Mim
He Ginpine 8k 0,75 %
M/M

0,03 % mim

0,06 % m/M

.| Assay (By HPLC

method) Each 2 m]
ampoule contains:
Dexketoprofen
trometamol
equivalent to
Dexketoprofen 50 mg

47.5 mgto 32.5 mg (not
less than 95.0% and not
more than 103.0% w/w)

45.0 mg to 55.0 mg (not
less than 90.0% and not
more than 110.0% w/w)

By p. 11 MQC.
Eur. Ph. 2.2.29,
In-house method

50.4 mg
(100.8 %)

CIN L UD2423TN20QTPTC062549
Corporate Office 1 No.15, Gopalakrishnan Road, T. Nagar, Chennai 68

Factory : No.45, Main Road, Mangalam Village, Villianur Commune. PudRagy
Tel (73732 88777 Fax: +91 413 2661102
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Steril-Gene

DEXOFEN Certificate Noo B RIOCPIEPCN Page 4 of 4
JAEKCOMDEH CeprudurnT No; SGTZAGQGH PGS Cropinxa 434 |
Sr REQUIREMENTS TO THE PARAMETER/ METHOD OF
No/i PARAMETER/ BHMOT'H 10 NOKASHHKA ANALYSIS/ | RESULTS/
Ne HOKAZHHUEK For release / For shelf life / METOA PEIYIABTATH
3/n Ha punyer Ha tepsmin npumarnoeri{  AHAJIZY
Kiapxicte Jan. 11 MKSL
BH3IHAMCHHR Cap. ®. 2.2.29,
(meTogom BEPX) Big 47.5 no 52,5 mr Bia 45,0 5o 55,0 mr BHYTpiLuHii 50.4 Mr
Koxna amuiyna no 2 | (ne menwe 95,0% i ne {ue Menie 90,0% 1 ne | meron (100,8 %)
MI MICTHTL Oinsiue 105,0% wmim) Ginpe 110,0% m/v)
Hexcxeronpodedy
TPOMETAMOIY
CKBIBAJICHTHO
Jaexckeronpodeny 30
NI
Labelling: | Should correspond to the registered labelling. Complies
Mapxysapns: | 'loBHHHO BIANOBINATH 3aPecCTPOBAHOMY MAPKYBaHHIO. Bignosijac
Packaging: | Should correspond to the requirements of MQC. Complies
Nakysauns: | ToeunHo Bignosinary Bumoram MICSH, Bianosigac
Impurities chemieal name / Ximiuni nassn gomimox:
Compound A: a-Methyl-3-(4-methylbenzoyl) benzene acetic acid; (2RS$)-2 [3-{4-methylbenzoyl) phenyl] propanoic acid. /
Homimka At a-sern-3-(4-metunGensoin) Genson ourosa kucaota; (2RS)-2[3-(4-memnbenszoin)denin] nponanosa kucaora.
Note: compound A corresponds to Ketoprofen impurity I (as per Eur, Ph. monograph)/
Tlpumirka: goviwka A signosizae keronpodeny gomiwui D (3rizno Mosorpadii €.9.)

1 hereby certify that the above information is authentic and accurate. This barch of product has been manufactured,
including packaging/labelling and quality control analysis, at the above mentioned site in full compliance with the
GMP requirements of the local Regulatory Authority and with the specification available in registration dossier.
Pretocols of batch processing, packaging and analysis records were reviewed and found to be in compliance with

GMP. I hereby confirm that all production stages for this batch of finished product were carried out in full
compliance with the requirements specified in the current GMP guidelines approved by the Ministry of Health of
Ukraine.
Hus 5 3aceiouyio, wio nasedena sune indropsaicin ¢ docmosipnoio ma mounoio. lw cepito npodyruit Gyao
BUPOBNCHO (GRANYAIONH NAKYBARNAIMAPKYCAHIA) MA NPOBLOCHO KOHMPOab IT AKOCH HA sUIe3a3Hayeniit OirvHuyi
Y nognia eionosionocmi 3 gusozam GMP, scnanoeaenisi sicyesus pezyiamopHust Opzano, a MaKoye ¢idnosiono
00 cneuudikauiil, wo sicmumsca ¢ pecempayiiinomy oocse. IIpomoroan eupodnuymed, naKy8anns ma aia1izie
dyato nepensnymo ma ecmanosieno sionosionicms GMP. Hust niomeepooicyio, wio eci supobruvi cmadii Qs wick
cepit 20mosol nPoOYRKIT Gyau 30ilickeni 6 nosHIl gIOROGIONOCHI 3 UMO20MU, 3U3HAYEHUMI & YURNII HECMAHOBE 3
GMP, sameepoaceniti Minicmepcmeom oxoponu 300poe’s Yrpatui,
Name and position of person responsible for the analysis: | Mr, Prabu, Manager - QC
Ilpissnme Ta nocana ocodn, wo sianosiaac 3a anazuis; | Ipaby, Menepxep — Ko

Signature of person responsible for analysis: Px }%r/
Hizae ocobu, 110 BignoBigac 3a auaxis: A /yriyaaqena
Name and position of person responsible for batch release: | Mr, Kalyanasundaram, AGM - QC
Hpissuue Ta nocaaa ocobu, mo Biznosizac 3a sunyck cepii: | Kaaianacyupapam, JI'M - K5l
Signature of person responsible for batch release:
Iianuc ocobn, mo BiANOBIAAE 32 BIIIYCK cepii:
Date of signature:
Jdata niamicauus:

CiIN » UD2423TN2007PTCO62549
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