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CIHMETOH, TaBneky, expurl o6omonxalo, no 750 mr Na30 cepla N2 ECF2400384
CERTIFICATE OF ANALYSIS
CEPTHDIKAT AHATIZY & 21CP24100388
Productnama. Hagsa npopyee: | SYNMETON { GIHMETOH | -
Pharmaceutical form / Rikapeska thopma: | toaled tablets / TaGnem, expyn oBonoHKow - I
Strengthipotency / Crina giifakuericTs: I 750 myg (nr) j

Type and size of pac!:éging FBup { poamip ynauoam{ 10 tablets In blister; 3 blisters in a cardboard pack / no 10 Tabnerox y Bricrepl; no 3 Gnictepu y navyi 3 kaptany I

Active substances / [Tl pevorum: | 1 coated tablet contaln: Nabumelon 750 mg / 17aGnerxa slo sicTuTa: Habymeton 750 mr

Manufacturer { BupoGrik: | Evertogen Life Sclences Limlted f Eseprogsen Maiich Cacnena Rimiven

Plot Ne: 8-8, 8-9, S-13{P & S-14/P TSIIC, Pharma SEZ, Green Indusirial Park, Polepaty {V), Jadchera (M),
Address / Anpeca: Mahabubnagar, Telangana, IN - 508 301, India

peca: Mnov Ne Ec-8, Ec-8, Ec-13/Mi ta Ec-141i Ti Ec Al Alf CI, ®apma Ec | Jer, Tpik Ivpactpian Napx, Monenannl (Bi),
€auepna (Ew), MaxeGyGnarap, Tenakrata, H-509 301, lkain

Registration cerlificate / Pegctpauiiine nocalnuenna; | UAMOBEZ/01/2 Valld upto ! flificke go; | Unlimited temm / HeoBmesxeni |
License No. / Itiyewala Ne: | 19/MNIAPI014IFIG |

Bathde/CepiMe: | ECFaguant | Bath size / Poswip cepii: | 10000 packs/ynax. ]
Daie of manufaclure / flava BupnGHvLTea: L 0612024 l Expiry date ! TepMiH npugatHoc: L 0612026 I
Test Acceplable crilenia (at baleh realize) Result
HafiMeHyaaHHA nokasHxa . Kpurepli npyiiHAtHocT (Ha BHNYCK) Peayntar
Reddish-brown, aval, biconvex, coaled tablsts, scored on one side.
Deseription / Oang TadneTl 4epBoHyaaTo-KOpHHHEBORD KOMLOPY, 0BansHoT hapMu, ABOORYENI, 3 pUcKo, Complies (Bignoeigac)

BRUTI 0GQNaKKOID.

Identification / Igertvlkalyia

Infrared absorption spectrum of the sample should comespond to that of Nabutelens RS
Nabumelone ! Hadymeron ' Iwdipaviepaopi enexep nopowky TaBneTok kae sGiramcs ia CTaRNAPTHIM iHehparepsormy | Complies (Bianosipac)
chekTpos HaGymetoHy RS,

Formation of the blue color on adding 1o solution Potassium Ferocyanide.

YTBOpErHR CitH50rD 3a0aPBREHHS N FIOAABAHHI A0 PazvitHy Kariio hepoizaniay Complies (Blanoslzac)

fron Oxide red / 3anlaa oxeug MepaOHIT
Appearance of the blood-red color on adding solution to Potassium Thiocyanate.

Fossa vpaaro-yepenroro sabapanenHa nput AoAaeannl poaqsky xanhe Tiowjanary. Comples (Blanoslaac)
Appearance of the yellow-orange color after addition of a few drops 30% solution Hydrogen
- . Peroxide. e

Titanum Dioxlde / Tutaky iexcin Neava xoevo-nomapareroro saBapemensn nicna oazsansn geinsxox Kpanenk 30% Complies {Bianczizac)
POMUHY NEPOKCARY BOAHI.

Average weight/ Cepegur maca . PWEMY () 5% %545 mg )
Not more than 2 unils from 2 deviate from average welght more then 5 %andnone

L , deviales more than +100%from average weight. 147
Uniformily of weight/ Ognoplanlcts mac He Dinblue Hax 2 TaGnersi i2 20 Mowyts MaTH BigxneHHA B8ia cepeaHBOT Mack Ginblie Hik +1,27 %

5 %, T8 %0Ma TAGNETED HE NOBKKHA MATH BIXMAEHHA Binbire Kk +10 %,

The fablels should disintegrale wilhin 30 min.
Talnernos aloTs pOINACTHCA NpoTsirons 30 Xg. .

Disintegration f Poanapexn 04 min {xe.) 26 sec (cex)

Related impuritizs f Cynpoaigsi gostitis

Impurily F / Qowduka F NMT 0.3 %1 He Ginkive 0.3 % Nat detected {He BMApnexs)
Total olher Impurities / Gysa Mg gominok NMT 0.5 %/ He Ginkwe 0.5 % 0.04%
Residual of arganlc solvents f 3anuuwos! kimskagTi OpraHMHIY, POUHKHAE
Isopropy| Alcohol { Grispr [sonponineais NMT 5000 ppm (1250 micrograr ftab) / He Ginpiwe 5000 ppm {1250 Mr/1a5) 436 ppm
Melhylenachloride iMerunarcnopug NMT 600 ppm {150 microgram ftab) { He Ginkiwe 600 ppm (150 surfraf) '
Dissolulion f PozauHenka NLT 75% (Q) naburmelon in 45 min, / He meswe 75%{CQ) HaGymeTony aa 45 xb.

SYNMETON, caated tablels 750 mg Ma 30 balch K ECF24003B1

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sa;-lathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24233TG2013PLCOS5349
Factory : Plot No: 5-8, 5-8, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepaliy {v), Jadcherfa (M), Mahabubnagar, IN - 509 301. Telangana, Indfa.
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Evertogen Life Sciences Limited

CIHISETOH, TaSneTas, aupirrl efonoHke, e 750 Mr He30 ceplr N2 ECF2400381
Microbiologlzal test / MispoSionoriura usetora
The total number of 2erabic miceoorganisms (TAMC) / 3aranbHe ukcno aepolHux Mixpoopraniaris (TAMG)
] NMT 1000 CFUYg / He Binbise 1000 KYOI [ <10 CFUlg (KYOIr)

The total number of yeasts and fungi moldy {TYMC) / Sarantka ykcno apbxmxoaitc Ta nricHReMY Tprbla (TYMC)

NMT 100 CFUIg  He Binstwe 100 KYO/ <10 CFUig (KvOin
Esherichla coli Should be absent per 1 g / He AONYCKAETHER HARBHICTLB 1 Absent (Bigcymi)
Assay f KinbkicHe 8i3raqeHHs

NLT 712.5 mg and NMT 787.5 mg pertahlet mgflab,
Nabumetone / Habyyeton He Memutie 712.5 1r i ke Ginotie 787.5 ar B ogHifi Tabneyi - 412 wrfrab,

CONCLUSION / BUCHOBOK

The tesls are parformed in accordance with MQG of the manactue thal approved by MaH of Ukralne.

In the opinion of lhe vadersigned he sampla referred 1o above s of slandard quality Is defined in the MOC,

I hereby certlfy lhal te above nformation fs authentic and accurale. This balch of product has been manufaclured, Incliding packsgingabeling and quallly conlrol al the above-mentioned
site in full compliance with the GMP requirarants of the local Regulatory Authority ard with ihe specification avaitzbla In reglsiration dosser. Produclion, trackeging and analysls prolocols
were reviewed and GMP compliance was confirmed.

Bunpofysana nposanesl elinodigo £ MK spoliiks, io 38Toepmven] Haraion MO3 Yrpainy,

JrigHo sicHOBKY Hesuerincasioro, BHIBBKAIEHIA 3PE3OK MAE CTOHIAPTH NOKAIHMRH AKOCTI, nepanbaveHi MKA,

Liwu 8 sacsinuypo, wo Haealiena Bule [ipopsaulR e fiocTomipuon Ta TouHo, Lo ceplio iipogykuit Byno BHpoGneHo {axnmuaimum NaRYBARHAMEDYBAKHR) T2 KOHTDONG TF AKoeT Ha
BILEIRIHANERIA BupOBHISTT Rienmuf NPOBE/HO ¥ hosHiA BlpnaslgrecT 3 BusoraM GMP, ecvaHoanesum Mleuaaum perynstopHiss OpraHoM, a Takos Bianoelge o cheyudikat{li, uo
MicTTRCR B peecTpalRnomy gocke, [paroronu evpoBHuLTRa, RakyBIMIA Ta axarisa Gynu nepernatyit - BcraHoRneHo EignoalanicTe GMP, '

Person, authorizing the batch release / OcoBa, Eignosinankba 1a Biinycx cepli

.|
’j G. Srinivasa Rap —’ L Manager QA j L %/ j L 04-07-2024

Nama/ Npbsinge Pasften £ MNocaga Slanature 7 Mignee Date of signalwe / lata mgmwcaimn

SYNMETON, coaled tablets 750 mgN230 baich Me ECF2400381 2ol 2

Office : GV Chambers, 7-2-C8 & C€8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, Indla. www.evertogen.com, CIN No, U24233TG2013PLC085349
Factory: Plot No: 5-8, 5-9, S-13/p & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Palepally (V), Jadcherla {M), Mahabubnagar, IN - 509 301 Talangana, India.




