Steril-Gene Life Sciences (P) Ltd.

CERTIFICATE OF ANALYSIS
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Steril-Gene

Hassa npoayKty

(cuna pji, nikapcbKa popma, posmip Ta TN YNaKOBKM)

(50mr/2mn) B amnynax Ne 5

AHAbIOAEKC (Dexketoprofen), posuuH gns iH ekujiii, 25 mr/mn,

[iroua peyoeunHa/ BMICT Oil0YOl PEHOBUHM

DekcketonpodeH (Dexketoprofen) 25 mr/mn

KpaiHa BUpobHMK IHaiA

PeecTpaujitHe noceigyeHHa Ne UA/19104/01/01

Homep cepii JE3007A

Poamip cepii 88 095 amn. (14976 ynak)
Nata eMpobHMUTBa 09.2023

TepmiH npyuaaTHoOCTI 08.2025

Hasea, agpeca Ta Homep NiueHsii Ha BUpoBHULUTBO

Binnianyp Komm’toH, Myayqeppi, 605110, IHgis
NiueHsia Homep: Big 28-08 22 2288

Crepun-OxeH Naitd CaiteHcus (M) tg, Ne 45, Madranam MeiiH Poya,

GMP cepTtugikar abo EudraGMP aogsigKoeuid HoMme pu

GMP Ne OGYEI/6343-6/2018

AR No. SGF/2324/QCP/FPC/00142
[laTa 3aTeepKeHHA 19.10.2023
N.Ne | TECT CNEUUPIKALIA PE3Y/IbTAT
1 Onuc MNpo3opuii i besbapBHUIi po3uKnH Be3 BUAUMMX YACTOK. MNpo3opwuii bezbapeHUiA
po3uuH 6e3 BUAMMUX
YacToK
2 lneHTUdikauia (BEPX) Ha xpomaTorpami BUNpoOyBaHOro po34uHy, OTPUMaHIN Npwu Bignoeiaae
KiNIbKiCHOMY BM3Ha4Y€HHI, Yac yTPUMYBaHHA MKy
AeKcKkeTonpodeHy Mae cniBnagati 3 Yacom YyTPUMY BaHHA
aHaNoriYyHOro MNiky Ha XpomaTtorpami po34MHy NOPIBHAHHA
3 06’em, WO BUTATAETLCA He meHiue 2 mn 2,1 mn
4 pH Bin 7,0 0o 8,0 7,58
5 MNpo30picTb PO3YMHY Mae byTi npo3zopum Po34uH nposopui
6 KonbopoBicTb pO34YMHY Mae 6yt 6esbapeHUM Po3umnH 6esbapeHMiA
7 BakTepianbHi eHA0TOKCMHMU MeHuwe 2,33 MO/mr <1,16 EU/mg
8 CTepunbHiCTb Mae byTH cTe pruabHUM Bionoeiaae
9 MexaHiuHi BRIKMEHHR: Y pO34MHi HEe NOBMHHO OYTK YaCTUHOK CTOPOHHIX PEYOBUH, AKI Bignoeiaae
BUOMMI YaCTKK MOXHa CnocTepiraT¥ NPy BisyaabHoOMy ornagj
MexaHi4Hi BKAIOYEeHHA: HEBMAWMI YacTKKU
YacTku = 10pum He nepeewuilye 6000 yacToKk B amnyni 35 4yacToK B amnyni
YacTku = 25um He nepeewuilye 600 YacToK B amnyii. 2 4acToK B amny i
10 CynyTHi AOMILLUKK
(BEPX) (%w/w)
a) Domiwka A He 6inbwe 0,15 % w/w 0,014 %
b) Halibinblua HeBigoma OomilliKa He 6inblwe 0,20 % w/w 0,01 %
c) Cyma AoMilLOoK He 6inbwe 0,75 % w/w 0,03 %
11 KinbkicHe BusHauyeHHA (BEPX) (%w/w)
KoxHa amnyna no 2 ma MicTUTb:
lekckeTonpodeH TpomeTamon Wo 47,5 mr-52,5mr 50,5 mg
eKBiBaneHTHo [ekckeTonpodeH y 50 mr He meHwe 95,0 i He Binble 105,0 % w/w 101,0 %

MpumiTku: MpoaykT Bignoeigae cneundikauii Ne: FPSR/402/C/0369-00
Cepin signoeigac sumoram MKA go PM Ne UA/19104/01/01

3anBa npo cepTudikaujio
Uum A 3aceigdylo, WO HaBedeHa BWlle iHGOpmaujA € AOCTOBIpHOK Ta TouHOK. LA cepia npoaykTy Oyna BUIOTOBAEHA, BKAKOYAOYM
nakyBaHHA/MapKyBaHHA Ta KOHTPONb AKOCTI Ha BULLE3a3HayeHOMY MicLi B MOBHIW BignosigHocTi Ao eumor GMP MicLeBOro peryionyoro
opraHy Ta Ao cneuudikalii y niueHsii Ha Npoaa KpaiHW-imnopTepa. 3anuMcuK npo cepiiiHy o6pobKy, NakyeaHHA Ta aHani3 6yu nepesipeHi Ta
BM3HaHI TaKUMH, WO BignosigawTs GMP

NigrotosneHo KA MNepesipeHo KA CxsaneHo QC
Im’'a C. TamincensaH H. Cypew Pengni A.Mpabxy
Mignuc Ta pata Midnuc /19.10.2023 Midnuc / 19.10.2023 Midnuc / 19.10.2023
Mocaga BukoHaBeub MOMIYHWMK KepiBHWKa KepisHuk

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.
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Steril-Gene Life Sciences (P) Ltd. i |
Steril-Gene
CERTIFICATE OF ANALYSIS
Name of product ANALGODEX (Dexketoprofen), solution for injection, 25 mg/ml, (50mg/2mL)
(strength, dosage form, package size and type) in ampoules N5
Active substance / Potency Dexketoprofen 25mg/ml
Manufacturing country India
MA number UA/19104/01/01
Batch number JE3007A
Batch size 88095 amp. (14976 packs)
Date of manufacture 09.2023
Expiry date 08.2025
Name, address and license number of manufacturing site | Steril-Gene Life Sciences (P) Ltd., No.45, Mangalam Main Road, Villianur
Commune, Puducherry 605110, India
license number : From 28-08 22 2288
GMP certificate or EudraGMP reference numbers GMP Ne OGYE|/6343-6/2018
AR No. SGF/2324/QCP/FPC/00142
Date of Approval 19.10.2023
S.Ne | Test Specification Result
Aclear 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
quantitative determination, the retention time of the

2 (ReNKESLIER (BY HRALG) 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 mL 2.1mL
4 pH Between 7,0 and 8,0 7.58
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
g 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

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

Particles 2 10um Not more than 6000 particles / ampoule 35 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 0.014%
b) Highest unknown impurity Not more than 0,20 % w/w 0.01%
c) Total impurities Not more than 0.75 % w/w 0.03%
Assay (By HPLC) (%w/w)
1 Each 2 ml ampoule contains:
Dexketoprofen Trometamol 47,5mgto 52,5mgin2 ml 50.5mg
equivalent to Dexketoprofen S0 mg Not less than 95,0 and Not more than 105,0 % w/w 101.0 %

Remarks: The product complies with the specification No: FPSR/402/C/0363-00
The batch meets the requirements of QCM for MA Ne UA/15104/01/01
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 Authorization of the importing country. The batch processing, packaging and analysis

records were reviewed 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 )2( o015 @/ : }_q? (A ,
BRCt\UAR 16|10\ 20 ailo|202%
Designation Executive Asst.Manager Manager

Template No: QA/072/T/01-02
CIN : UD2423TN2007PTC062549

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.




JAEPXXABHA CJIYXXBA 3 JIIKAPCBKUX 3ACOBIB
\ TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHEBI

npoe. Hanii Ceitauynoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BHCHOBOK
Nnpo SAIKiCTh BBe3eHOro B YKpainy JikapcbKoro 3acody

15.01.2024 ' ' Ne 1150/24/26

AHAJIBI'OJEKC

(HaliMenypaHHA NiKapchKOro 3acoby 3riiHo 3 peecTpauiAHIM NOCBiAMEHHAM )
PO349MH Mis iH'€eKii 25 mr/mun; mo 2 MJx B aMmyJri, 10 S aMmyJ1 y KOHTYPpHIii# ynakosui, no 1
KOHTYPHIiii yIaKoBIi y KapToOHHiH Kopoomi

(dopma BHMyCKY, 103yBaHHs, BH NAKYBaHHS Jlikapcbkoro 3acoby)

Homep peeérpauiﬁuoro nocsimuenns UA/19104/01/01 crpox aif peecrpauiitnoro nocsinuenns 16.12.2026

Cepis nikapcekoro 3acoby Ne JE3007A Kinbkicts BRe3eHoro nikapeskoro sacoby 14976
Bupo6Huk Crepun-Jixen Jlaiid Caiiencus (IT) JIta, Innis

(nailimenynanna BupoOHHKka nikapcekoro 3acoby, kpaina noxo/pxeHHs)
Bseseno B Vkpainy TOBAPHUCTBO 3 OBMEJXEHOIO BIIIIOBIJIAJIBHICTIO

"BYCT ®APMA", inenr. xon: 44107410

(natiMenyBauns Ta koa 3a €JIPII0Y opuanunoi ocobu abo npissuue, iM's, no Garbkosi dizuunol
ocobu - nignpuemug, i Micue npoxuBanHs Ta peecTpauiiinuii Homep o6nikoBOT KAPTKH NIATHHKA
nojarkis abo cepis Ta HOMEp NacnopTa)

Tporokos BisyanbHoro kontposo sin 21.12.2023 Ne 4088/1.
JlaGopaTopHuii aHani3 AKOCTI Jikapcbkoro 3acoby 3aiHCHEHHI:

JIT1 "LlenTpansHa naGopatopis 3 aHai3y SKOCTI JiKapchKuX 3aco0iB i MEAHYHOT IPOAYKIIIT"
(m.Kuis, Bysn. Kyapsscbka 10r m.KuiB, Byn. Kynpasceka 8B Kuiecska oGmacTs, c. Hosgi Ilerpisui,
ByJ. IBana ®panka, 19)

(naliMenyBanHs Ta MicliesHaxo/pkerns saboparopif, wo nposena naGoparopnui aHanis AKocTi)

BHCHOBOK 1110JI0 AKOCTi J1iKapchKoro 3acoby, Bunanui naGopatopieio sin 12.01.2024 Ne 0067
PesynbTaTh 1aGOPaTOPHOTO aHANi3y AKOCTI JIKAPCLKOrO 3aco0y 3a MepeBipeHHMMU NOKa3HHKaMH BiANOBiNaIOTH
BHMOraM METOJIIB KOHTPOJIIO AKOCTI (aHaNiTHYHO-HOPMATHBHOL JIOKYMeHTauil). -

3a pesynabTaTaMM JIEPKABHOMO KOHTPONO BCTAHOBJIEHO, LIO nikapcbkuit  3aci6 BBeseHo B YkpaiHy 3
AOTPHMAHHSAM. BUMO[ 33KOHOJABCTBA LIOA0 3aGe3neyeHHs AKOCTI JIKgpobKuX 3acobis.

/—-"

Muxona XOJIOAEHKO

(nianuc) (iniuianu Ta npizsuE)




Heprxasna ciyxba Yxpainn
3 JIIKapChKHX 3ac00iB Ta KOHTPOIMIO 3a
HapKOTHKAMH

JAepxasue nignpuevcrso "entpanbua
Jaaboparopis 3 anasizy sikoceri JiKapesKnx
34C00IB i Metmunol npoavknii

State Service of Ukraine on Medicines
and Drugs Control

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

Ykpaina, 04053, m.Kuis, eyn.Kydpsiscexa 10

men./chaxc (044) 272 57 98

web. www.clab.com.ua, e-mail: centrallab@clab.com.ua

10G, Kudryavska street, Kyiv, Ukraine, 04053
Tel./Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

Ceprudikar anasizy Ne 0067 Bix 12.01.2024

Hasna 3paska:

Pecerpaniiinnii nomep:
Bupobnnk:

Homep cepii:

Micue sindopy 3paska:
JamoBnuk:

Cynposiannii 10KyMenT:

AxT BinGopy 3paska:
Cran 3paska:

,Lla'ra OTPUMAHHS 3pasKa:

Jlaru BuKonaunnst podir:
Bt konrposio:

Micue nporejenst
JUSILHOCTI:

H/L, sianosijano /10 siko¥
NPOBOJINBCS aHAJII3:

AHAJIBI'OJIEKC, pozuun juia in'ekitiit 25 mr/mit; 10 2 mut B amimysi, 110 5 amny y
KOHTYpHiH Yakosi, 1o 1 konrypuiii ynakositi y kaprouniit kopodi

2563.23

Crepuit-Jlxen Jlaiid Caitencus (11) Jlrj, Liis

JE3007A

TOB "BYCT ®APMA"

Jepaxasna ciyxba Vipainn 3 JlikapchKHX 3aco0iB Ta KONTPOIIO 33 HAPKOTHKAMH
JIuer Ne 10093-002.4.1/002.3/2-23 Bin 26.12.2023 p.

Ne Bin27.12.2023

3pa3sok B cTaHi HPUAATHOMY JUIs 1IPOBC/ICHHS BUIPOOYBAHE

28.12.2023

28.12.2023 - 12.01.2024

3a posnopsukentsm Jlepkasrol cayxdn Yipaitn 3 jlikapcbkux 3aco0iB 1@ KOHTPOJIO
3a napkorukamu ("IM", IMocranosa 902)

JUT «Ilenrpannna saboparopist 3 ananisy AKOCTi JiKAPChKHX 3ac00iB 1 ME/IMMHOT
HPOJLYKIT»

ML 1o p.aiNe UA/19104/01/01, smina Bin 11.05.2023 Hakaz Ne 879

MokasHUKKn Bumoru HO I Peaynbtatn
Onuc [Nposopwui He3bapeHUiA PoO3UUH Bianosinae
|neHTudikauis Ha xpomarorpami sunpobyBaHOoro posyuHy, oTPUMEHIA NpK Bianosinac
KiNbKICHOMY BW3HA4Y€HHi, 4ac YTPMMYBaHHR MKy JAeKCKeTonpogeHy
Mae cniBnagaTit 3 Yacom YTPUMYBaHHA aHanori4Horo niky Ha
xpomartorpami po3quHy nopiBHAHHS
06'em, L0 BUTAraETLCH He mexwe 2 mn Bianoeinae
pH 70-80 76
[Npo3opicTb pO3ynHy Mae ByTu npo3opum Bianosinae
KonbopoBicTs po3uvHy Mae 6yTn He3bapsHum Bianorinae
MexaHiuHi BKNIOYEHHS: > 10 mkm: He nepesuwye 6000 yacTok B amnyni Bianoeiaae
HEBUAWMI YaCTKN 2 25 mkm: He nepesuulye 600 yacTok B amnyni
MexaHi4Hi BKINIOYEHHR: CTOpOHHI pyXxomi HEPO3UUHHI YacTKK MaloTkL ByTy BIACYTHI Bignosinae
BUANMI YaCTKK
KinbkicHe BUaHa4YeHHA Oekckeronpoder (90% - 110%): 45,0 - 55,0 mr/2 mn 49.80/Mr#2 Mn
100%
Ynakoska 3rigHo sumor MKH Bianosinae
MapkyBaxHs 3rigHo sumor MKA Bianoeinae
BUCHOBKH: Ceprudikar ananizy Ne 0067 sin 12.01.2024 nixrsep/ukyc, 0 1EpeBipeHni 3pasok npenapaty

A][Allbl "OJIE K(. poalmu st mcmuu

gijt 11.05.2023 naxas Ne 879 3a -"i

SOP/G-5.10/D1

‘,M 1, o 2 M1 B amnyui. no 5 amiyi y rcuu'l}'puiﬁ
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Kienuns ceprudikara ananizy Ne 0067 giy 12.01.2024
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