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Evertogen Life Sciences Limjted

C}HMETDH. T2bnetun, erpuri ofionokkow, no 750 Mr Med cepia Ne ECF23004B1

CERTIFICATE OF ANALYSIS

.........

e m et e it rrerern - W E A SR i e, a ol gy i

Product frame |/ Haaga hpogywyi:  SYNMETON | CIHMETOH

e r— e e - e el TD 0 e - - S et T A R o s Lot

Pharmageltical form /Tlikapceka hopma;”  coated tablets { 1aBneTxu. sxpuTi oBononkoio

o ——— A — mrn - i nrevenee v PR N emar e L

Strength/potency / Cuna AlifasericTs: .. 750 mg ()

Active subslances / Diiowt pesoBubK; | 1 coated tablet contain: Nabumeton 750 mg / 1 vabnetxa Bfo micTiTL: Habymeron 750 mr

[ L T S

T e e - i T e

Manufacturer / BupoGrin: ~ Evertogen Life Sciences Limited / Erepronwen Naitg Cacncusz fliMiTen

S e e e

Plot No: $-8. $-9. $-13/P & 514/ TSIIC. Phamia SEZ. Grean incustrial Park Polepaly [V) Jadcherts (M),
i .Mahabubnagar Telangana, IN ~ 509 301 India "

*

Address / Anpeca: Tnor Ne E¢-8, Ec-8. Ec-13/Mi Ta Ec-14/Mi T Ec AsAin Ci- ®apma Ec | 3er Ipit Inaactpian Napw. Nonenanni (Bi}.
_-Eayvepna (Fu). Maxaﬁy@u;;_rag; TenaHrana 1H-509 301 nair L e
‘Registration ceﬁiﬁé&té‘f?éééfgjétﬁﬁﬁe roceiguents: « UA/10667/01/02 : Vaiid upto / flifecke go:  Unlimited term / HE0GREMEHII

------- T T e e et st e —

o — et e T e ey,

-Batrch Ne / Cepisn Ne: ~ ECF23004B1 Batch size / Poamip cepit. 10000 packs/ynak. .
Date of manufacture / Jara Bupobrim(Tea; - 082023 Expiry date J Tepmin npuaamoeti: - 08/2025 | |
Test ) Acceptéble criteria {at batch realize) | Rasuf_t_
Hammenysanun nokanmea KpuTepii npuinatHoeT (Ha aKNycK) PEJ}FHI:_TEII
Reddish-brown. oval. biconvex. Coated tablets. scored on one side. :
Dascription / Oniug TabreTiu HEPBOMYBATO-XOPUYHEROTO KOMLODY. OBANLHOT PP, RBOOAYKNI 2 PUCKON) Complies (Bianosipae)
BRDUT 0B0N0HKG:H,

s & " e

[dentification / laermdizania

Infrared absorplion spectrum of the sample should comrespond to that of Nabumelone RS
Nabumetone / Habymerow |- IHppavepaommis CNEKTP Nopouiky Tabnerok mae 36iratues ia CTAHAAPTHUM HebpavepaorUM Complies (Bianosigae)
CREKTpom Halymetory RS

1Ty - G re—

Formation of the blue color on adding to solution Potassiym Ferocyanide

Y TROPEHHA CUHbOr0 3a63DEEHHR MPM ACAZBAHK] RO PO3-uHY Xari0 hepoumnaniay Complies (Bianosiaac)

Iron Oxide red { 3aniaa okeug HEDHOHUA s
Appearance of Ihe blood-red color on adding solution to Polassium Thiocyanale

Monga xpusaso-yepsanoro aabapenexHa npu 4oaasanHi POIHKHY K2AiD Tioyianary Cormplies {Binosinac)

Appearance of lhe yellow-orange color after addition of a few drops 30% solution Hydrogen

Ttanum Dioxide / Turaty Alokcan :;zrﬂ?a{#:;mm-nﬂmapameacm ~3abapenedns nicna gogasansa ABHINLKOX Rpanens 30% Compiies (Bianosiac)
) o { -PO3MHY Nepoxeuay somo.
Average weight / Cepennn maca BHmg (M) +5% %27 mg (mr)
Nnt_mnre than 2 vnits lrom 20 deviate from average weight more than +5 % and none
Uniformity of weight / Oamopiasicts sacw E!Eewﬁaifuismzﬁﬂfii{;igg;gfu:fig%rg rj:ax{};?:;iﬁfi;qmnemﬂ BIA CepenHbOi Mack Ginviue Hix +[1}gg %
5 %. 12 ®0aHa TabneTha He NoavHHa MaTH BIAXHAEHHA BiNbLUe Hik +10 %.
Related impurities / CynpoBigsi 4omit ’ )
Impurity F / fomiuixa F NMT 0.3 %/ He 6inswe 0.3 % Not detected {He BHHBHEHEI}- {
Total other impurities / Cyma iHwmx nomitox NMT 0.5 %/ He Binwwe 0.5 %, 0.03%
| Residual of organic soivents / 3ANUILKOBI KINLKOCT! OpraHieX POIMKHIKIG
Isopropyl ;tgnhol  CnupT laonponinoeua r_ NMT 5000 ppra {1250 micrograrm :’tal;} / He 6inswe 5000 ppm (1250 MKT{T80) 141 91 ppm
Methylenechloride a’M-émneHxnnpu,q 1' NMT 600 ppm (150 microgram ftab) / He Sinbwe 660 ppm (150 mxrirab) Not Delected
‘Dissolulion f Pozuurenns 1 NLT 75% (Q) nabumeten in 45 min. / He MeHle 75% (Q) vabymeTony 2a 45 xa 101 %
SYNMETCN, costed tabiets 750 mg Ne 30 ‘- tofaz

- E ot / Telangana, India. . www.evertogen.com, CIN No. U24232TG2013PLCOB5349
Factary : Plot No: 5-8, 5-9; 5-13/P & 5-14/p TSHC, Ph‘a' vz 2 1523 Park, Polepally {V), Jadcherla (M), Mahabubnagar, IN - 509 301, Telangana, India.




Evertogen Life Sciences .Li@ited

CIHMETOH, TaBnerkw, BrpuTi 060n0KK0I0, NG 750 Mr Ne3D cepia N ECF23004B1

- Microbiotogical test / MixpoGioneriuna wwcroTa

1 The total nurmber of aerobic microorganisms (T AMC} ! Jaranshe yncno aepobHuy MiKpOOpraHiamie (TAMC)

NMT 1000 CFU/g 7 He Ginswe 1000 KO/ r ' | < 10 CFUlg (KYO/r)
The total number of yeasts and fungi moldy (TYMC) / 3aranbte wucro ApisgxoBux T3 naicHAam rpubis {TYMC)
| NMT 100 CFUIg / He 6insuwe 100 KYO/ 1 | < 10 CFUig {KYOIr)
Esherichia coli ~Should be absent per 1 g / He AOTMYCKEETLCR HARBHICT: 6 1 Absent / "Eincynﬁ
Assay/ KintKicHe ByanadeHHsi | ) | | -
N NLT 712.5 mg and NMT 787.5 mg per tablet | mgftab,
 Nabumelone / HaGyueron He Mewuie 712.5 wr i we Ginbuwe 787.5 r 6 oghi rebrem 7294 yeirat,
F - CONCLUSION / BUCHOBOK

The lests are performed in accordance with MQC of the manufacturer that spproved by MoH of Ukraine

¢ In the opinion of the undersigned the sample referred 1o above is of standard quality 15 defined n the MOC :

- ¢ hereby cerfify that the above information is duthenlic nd accurale  This batch of product has bean manufaclured Including packaging/iabeting and quality contral at the -above-mentioned |
site in full compiiance with (he GMP requiremenls of the local Regulatory Autherity and with Ihe specificanon available in registration dossier The balch processing. packaging and anatysis-
records were reviewed - found (o be in compliance with GMP

BanpoGyeatms nposeneti 8ARCBIAHO A0 MIGT avpoBumsa. WO 3arsepaneHi HakasoM MO3 Yepanu
+ JriAHO BUCHOBKY HMXUENANMCAHDLD. BUWLIEBRAIEHWA IDBIOK MAC CTBHNADTHI MOKIIHMKH SKOCT| nepeabaien MKA
-1 Lium 8 aacsiguyie. wo maBegeHa BUWE IRDOPMALIR £ ROCTORIPHO Ta TOUHGIO U cepro nponykwy! Gyne edpodneHo (RkoHaKm N3KYBAHHAMAPKYBARHS) T2 KOHTPORE W AKoCT Ha -
' BULUIEIRIHAYEHIA BUOOGHIMIR RINbHALE NBOBEAEHO ¥ NOBHIA BIANGBIAHOCT 3 BUMOram GMP Beranosnersme micuganm PETYIIATODHMM ODIBHOM. -3 TaKOX BIGNOBIGH RO cneunpikauil. wo
| MICTUTBCA 8 PEECTALIRHOMY JOCKE. NpoTokonw supotiuiirea, NakybaHka T2 aHamiais Bynu nepernasy - BCTaHoBNeHo BANORIAHCTE GMP

Parson, al}thnrii'ihg _the batch release i OcaBa, Binq:uai,qa;’i %}_{_;f____:@ : puﬂ;'cx.-ggpi'f

----- e, aa A e T R L

G. Srinivasa Rao —‘ Manager QA —[ | %ﬂ ' 31-08-2023

Name / fipiaeniye Position + Nocana " Swhatera ¢ Tignnc | - Date o signalure / flara nignvcassg

'SYNMETON, cozted tablets 750 mg Ne 30 batch N& ECF2300401. 2ot 2

Office : GV Chambers, 7-2-C8 & C8/2, [.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLCO85349
Factory : Plot No: 5-8, 5-8, S-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V}, Jadcherla (M), Mahabubnagar, IN - 509 301: Telangana, India.




