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Evertogen Life Sciences Limited

CIHMETOQH, Tabneriy, expuri obonoxxor, RO 504 Mr Ne3( ¢epin Ne ENB23003B

CERTIFICATE OF ANALYSIS ..
CEPTUDIKAT AHANRY N 21CP23100440

Product name / Hassa npozywiii: | SYNMETON { CIHMETOH

Pharmaceutical form / Nikapcoica popma: | coated tablets / 7abnemu, BrpuT oBoroHkol R

Strengthipatency / Cuna giifaivesicts: | 500 mg (ur)

. Type and size of packaging / Bua i poamip ymakosm] 10 tablets in biister; 3 blisters in a cardboard pack / no 10 Ta6meToK }*.ﬂniﬁTEPE; noJ 6nicrépn ¥ nasy 3 napfdrry'

Active substances / flioui peuceuru; 1.coated tablal contain: Nabumeton 500 mg /
Manufacturer / BupoGhu: Evertogen Life Sciences Limited | Esepropren ﬂaﬁﬁp Cacheua Nimiren

i1, HaGymeton 500

Plat No: 3-8, 59, S13/P & S-14/P TSIC, Phama SEZ, Green Industrial Fark, Palepally {V), Jadcherla (M), |
Mahabubnagar, Telangana, IN — 509 301, India

Address | ABPECa: | 3o No Ec8, Eo.9, Eoctafia Bed 41T 11 Ec AR A CI, bapwia Ec | e, Mpl lngacrpian Napk, Nonenanni (51,
€avepna (Em), MaxaBy6rarap, Tenanrana, IH-509 301, iHgin
‘Registration ceitificate / Peecpatiine nocsiguerssr | UAI0867/01101 Valid upto / fkcre go: | Unlimited tem / veoBkemersit |
License No. / Miyersia Ne: | 10/MNIAP2014/FIG |
Batch Ne / Cepist Ne: ENB2300351 Bath size / Poamip cepll, | 10000 packs/ynak
Date'of mianufacture / flara 8MpOBHULTRa: 0812023 Explry date /Tepmin npusamocri: | 0812025
Test Am&pféh-le criteria (at batch realize) Result
HaimmeHyRaHHA nokasHuka Kpitepii npuﬁﬂﬂmncﬁ { Ha BUMyCK) PesynsTar |
Reddish-brown, round, biconvex, coated tablets
Description / Onwg Tabnetkn “epBoHyRaTO-KOPUYHEROTD KONLOPY, KpYIIGT pOpMHM, ABSORYKNI, BROUT] Complies (Bigmosigac)
_ , Tooweo | el
Identification / laghmichikauga
| Infrared absorption spectrum of the sample should comespond to that of Nabumelone RS
Nabumetone / HafiymeTon lcbpavepaonuii cnesTp ROpOLIKY ‘TabneTor Mae abiramics 3 CTAHAAPTHUM IHbpauepBoHAM Complies {Bianopinac)
CNEKTpoM HabymeToHy RS. |
Formation of the blue color on adding fo solution Potassium Ferocyanide. ,
_ T , Complies {Bignorlgae)
YTROpeHUS (MHb070 3363pBReHHsA N BaHHi 0o It ua
fron Oxide red / 3aniza oxenn YEepBOHMUA ' i P Tlpn Aosa 20 POSIRY kanio depouuariny -
Appearance of the blaod-red color on adding solution to Potassium Thincyanate., Complies (Biarios,
_.{ Tlosiaa kpuBaso-wepeoKoro 3abapeneHys npu gogasaHH PO34UHY Kanio TiowfaHary. d HAnoBiAae)
Appearance of the yellow-orange colar alter addition of 3 fow drops 30% solution Hydrogen T
' - . Peroxide. . .
Thtanum Diexide / Turay Alokoua 71088 - XOBTO-NOMADAHEROMD 3abapenents nicnA A0oAaRaHHA AexinbkoX . Kkpanens . 30% Complies (Bianoslaac)
) POXMHY MEPOXCULY BOAHIO. ' | _ L
Average weight f Cepepua maca 645 mg (M) +5% 6428 g (u)
Not more than 2 units from 20 deviate from average weight more than 5 %and none devlates
. , . more than +10 %from average weight, -1.413
Uniformity of weight / Qopiasicte macu 1 -He binbie Hix 2 TabreT i3 20 MowyTe MaTy BUIXMNEHHA BIg CepeaHbol Macy Binblie Hix +1.491 %
35 %, 13 kogHa TabreTka He NoBMHHA MaTH BiXMneHHA Binbe wix +10 %, o
Disintegration / Posnapatms _The tablets shouid disintegrate within 30 min, / TabneTw MaioTh posnacrucs npaTarom 30 xe, 0385 min. {xs,)
Related impurities / Cynposigi AOMitL
lmpurity F f lomituka F | NMT 0.3 %/ He 6inowe 0.3 % Not detected (e sifnenioo)
Total other impurities / Cyma it nomitox NMT 0.5 %/ He 6insise 0.5 % 005%
Residual of erganic solvents / 3anu WWKOB] KINLKOCTI OPFaHikUX POMMHHUKiE |
Isopropy! Aicehol / Coupr l3oaponinoBui NMT 5000 ppm (1250 microgram: /tab} / He Gintwe 5000 ppm {1250 M7Tal) 386 PPM
Memyierieqhioﬁde /Merunetixnopug NMT 600 ppm {150 microgram ftab} / He Ginetie 660 ppm {150 muri/Tab) | ~ 2PPM
Dissolution / PosuHenmn 95 %

SYNMETON, coated tablets 500 g Ne 30 . 10offz2

KW S a3 com, CIN No. U24232762013PLC085349
el Mahabubnagar, IN - 509 301. Telangana, India.
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Evertogen

Evertogen Life Sciences Lil;iite'd -

e _é];i}g%:ETGH. Tabnerw, Bxputl oforonKvio, No 500 Mr Ne30 Cepisn N ENB2300351
Microbiologicat test / MikpoSionoriuka wictora
The total number of aerobic microorganisms {(TAMC) / 3aranHe vicno aepobhuy MikpoopraHiamia (TAMC) _
N NMT 1000 CFUJg / He Binse 4000 KYO/ ¢ <10 CFUlg (KYOM)
) S * LT
The total number of yeasts and fungi moldy {TYMC) / 3aranese wucno APDKIKOBMX Ta NNICHREMX rpybin (TYMC) e
3 | NMT 100 GFUIg / He Gineawe 100 kYOI 1 o N <10 CFUly (KYOR) | -
Esherichia co; Should be absent per 1 g / He gonyckaemsoa Hasericns & 1 ' Absent{ BigeytHi
| Ass:a}fl_,f Kiriiche BusaraqeHHs B S o
SRR PR NLT 475 mg and NMT 525 mg/tablet o mghab.
L Habgmaﬁ:ne  HaGymeron He meHwe 475 mMr i He Binbeue 525 pmre OAMINA Tabneny| | 500.7 Hrfraﬁ.

CONCLUSION / BUCHOBOK

S W'E_tgsls'.am periormed in aecordance with MOC of the manufaclurer that approved by MoH of Ukraine.
= I the Opinion of the undersigred the sample reforred to above Is of standard quality is defined in the MQC.

- records were reviewed - found to be in compliance with GMP.

_ 'Bqnpoﬁyaanun RpoBeieH EANOBIAHO-fo MK BiupoBHMKa, WO saTeepaxeHi Hakasam MO3 Yipaitm.
- 3riAiHO BICHOBIY HUKISHIANHCAHOTD, BHLISBK33HWA 3pa3on Mae CTAHEAPTHI NOKA3HYeM AOCT, Nepeabadsni MKA.

| hereby cerlify that the above information i authentic and accurate. This balch of prodrct has been manufactured, including packagingAabeling and quality cantro! at the above-mentioned |
-site in full compliance with the GMP requirements of the local Regulatory Authosity and wilh the specification available in regisiration dossier. The batch processing, packaging and analysis

Eim ﬂ.:l&EEi,D,'-!]!'HO.- 1) HABEMIOHA BULLE iHhopmayia & ACCTGBIDHOI Ta Towioi. Lo cepilo npoayigi Syno aupobneno {Bxmonaioum NaKySsHHAMADKYBaHHA) T3 KOHTPORL 1T AKaCTi Ha

Parson, authorizing the Baich release | Qcoba, BignoBiganLa a BRIYCK Cap
I

G. Srinivasa Rao Manager QA %—/ 23-08-2023

- Name /Tpisswe Position { Nocana Signatwe ! Nignne Dat of signature f flara MiANHCaNHA

SYNMETON, coated tablets 500 maq e 30 balch Ne ENBZI0U3BY
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Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, india, www.evertogen.com, CIN No., U24232TG2013PLC085349
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Factory ; Plot No: 5-8,5-9, 5-13/P & S-14/p TSIiC, Pharma SEZ, Green Industriat Park, Polepally (V), ladcherla (M), Mahabubnagar, IN - 509 301, Telangana, India.




