Evertogen

A
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CIHMETOH, ratbinevis, orpurl oficsionkero, no 500 mr M0

CERTIFICATE OF ANALYSIS

CEPTHBIKAT ARANIRy M2 21CP24100385

cepla N2 ENB2400281

Product name / Hzzea nponyw: [ SYNMETOMN / CHMETOH

Pharmaceulical form ! Nikapcbka dhopra: I coaled tablets / rabnetks, expui oSonoxxome

Strength/patency / Cuna gilakTisHicT: LSUO mg {mr)

Fype and size of packaging / Bug | poarip ynaxonmto tablefs In blister; 3 biisters in a cardbeard pack / no 10 TaGneToxy Gnicrepi; no 3 GnicTepH y nav 3 kaptawy

Aclive substances / [lioui peyoaumu: Li coated {ablet contali: Naburmelon 500 mg / 4 Tabnema s/a MicTUib: HabymeTod 500 wy

|
|
|
|
|

Manufaciuser/ BupoBmk: | Evertogen Life Sclences Limited / Eszpropuen fTafig CacHeua fiadren

Address  Anpeca:

Registration certificate / Pacetpayjiine nocaiguenms: UMUEETINIM

=

Mahabubnagar, Telangana, IN - 509 301, India

€auepna (Ew), MaxaGyGarap, Tenawrana, H-509 304, lugls

PlotNo: §-8, 8-9, $-13/P & S14/P TSIIC, Pharma SEZ, Green Industial Park, Polapally (V), Jadchera (M),
Mnot Ne Ec-8, Ec-9, Ec-13/i 1a Ec-14iMi Ti Ec Adi At €I, ®apma Ec | 3e, Mpik Inazcpian Naps, Monenanal (81,

=

Valid uplo / litew2 po: | Unlirnited term { HeoBremeHui

License Na,  ujensla No; | 19IMNIAPI2014IFIG

BathMe/ Cepix e |

ENB2M002B1 |

Belch size / Posmip cepi: I_‘IDIJEIB paks/ ynak.

S| S

Date of manufaciwe / flata BupoGiimyrea; L 0612024 —l Expiry dale / Tepmin npuparocT; l 06/2026
Test Acceplable criteria {at batch realize) Result
HaliMEHyBaHHA ROKa3HMHE Kpurepii npuiismvoet  2a punyex) Pedynbrat

Description f Onisc

Reddish-brown, round, biconvex, coated tablets
Tabnemy yspacHyBaT-KOPHUHEEOFD HONGORY, KPYrICT GHopMM, ABCONYKNA, BKPUT]
oBanomxoo

Complies (Biaragigac)

Identificaticn / Inermidilrayin

Nabumetone / HaGymeton

Inirared absorption spectrum of he sample should comespand to that of Nabumetone RS
iHipayepeotIti cREXTP Nopoluky TABReTox Mae sblraTven B3 CTRHAAPTHIM [HthpauepBOHHM
CIEKTROM HabymeTory RS,

Complies (Bignosigae)

Iron Qxide red / 3anlia oxewn vepsosmi

Formalion of the blve color on adding fo solutian Potassium Femeeyanide.
YIBOpEHHA CHliboro 453pBNEHHA NpU AoAaBaNH] A Po3WHY Kaniio depoupaniny

Complies {Bfanosinae)

Appearance of the bloed-red color on addiag solution to Polassium Thiocyanate,
IoABa pBaBG-JEpBOHArG 3aBapeneHns NP foRaBaKHi poxmky kanlie Tioyianary,

Complies (Bignosigac)

Titanwm Dioxide / Tutaxy fickchg

Appearance of the yellow-orange color afer addiion of a few drops 30% solution Hydrogen
Peroxide.

MosBa MoBTe-NOMapa-esoro 2e6apeneHHA nicnA JOAARSHHA AeKinsNoX Kpanens 30%
POIYHHY NEPOHCHEY BOAHHT.

Complies (Bignosiaae}

15 %, 72 wozHa rabrieTsa Ke NOBHANE Mam ninxunenHa Glnswe b +10 %,

Average welght / Cepegya maca B45mg i) £5% 6380 mg )
Not more than 2 units fram 20 devlale from average welght more than =5 %and nona deviates
F— mare than +10-% fram average weight, -2.25
Uniformity of weight / OpoplaHicTn tac He Girbiwe ubx 2 Tatinenat i3 20 Moy MaT pigtneH s BiA cepegHEDT MacH Ginklue Hik +1.78 %

NLT 75% (Q) nabumelon in 45 min. / He merwe 75% (G) HaGymerony oa 45 xe.

Disintegration / Paanagannn The tablets should disintegrate within 30 min, / TabneTiu Mot po3anacTvea rpotaram 30 xa, 04 min. {xB.} 02 sec (cex)
Refated impurities / Cynposimul gotdiuim

impurity F / Borluka F . NMT 0.3 % f He Ginbiua 0.3 % Mot detegted (e eusaneno}
Tolal other impurities / Gyma uix gosswor NMT 0.5 %/ He Ginswe 0.5 % 0.04%
Residual of organic solvents / Sanuumos] Kinskocti QPREHIMHIY PosYIHIGKa

Isapropyl Alcohe! / Gnupr bonponinosuii NMT 5006 ppm (1250 microgram #ab) / He Binbwe 5000 pprm {1250 awrirab) 14% ppm
Methylenechloride Memnesxnopug NMF 600 ppm {150 microgram /lab) / He Ginbwe 600 ppm {150 mrriat) Mot delected {He owasneno)
Dissolufion f PoaukneHns 100 %

SYNMETON, coated tablels 500 mg M 30

balch bk ENB24302B4

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana,

India, www.evertogen.com, CIN No, U24233TG2013PLC0OS5249

Factory : Plot No: 5-8, 5-9, $-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V], Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.
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Evertogen Life Sciences Limited

CIHMETOH, vatineTsss, srphri ofionoxoso, no 500 Mr Nl capla N2 ENB24002B1
Microblalogleal lest / MikgoGionoriyHa wkeToTa
The lotal aumber of aerobic microorganisms (TAMC) / 3zransye uncno aepoBux Mikpoopratiamia (TAMG)
| NMT 1000 CFU/g / He 6lnbiwe 1800 KO/ r ’ <10 CFUfg (KYOIr)

The total number of yeasts and fungi moldy {TYMC) / 3arankwe Jeno ApbgaKoarx 78 nalcHAzMX rpubis (TYMC)

NMT 100 CFU/g / He 6lnswe 160 KYOf <10 CFU/g (kYOI
Esherichia coli Should be absent per 1 g / He onyckasTuea uanepicTs & 1 Absent (Bigayni)
Assay ! KinbicHs BH3Ha4eHHA .

NLT 475 mg and NMT 525 mg/tablet mgftab.
Nabumelone / HaBymerau He menwe 475 mr i ve Ginwiwe 595 ar e ofHift Tabnemi 4943 MriTab.

CORCLUSION/ BUGHOBOK

The lests are petformed In accordance with MOG of the manufacturer that approved by MoH of Ukralne.

In the opinon of the uncersigned (he sample refared to atove is of slandard quality Is defired in the MQC.,

i hereby cerlify Ihat the above information Is authentic and accurate, This batch of product has begn manufactured, Including packagingfiabsling and quallty conlral al the bove-mentioned
slte i full compliance with the GMP requiremants of the local Regufalory Authority and with the specification available in tegistralion dossier. Prodiction, packaging and analysls prelocols
wiere reviewed and GMP compliance was confirmed.

BitnpaBysarsn nposenent nlgnasl o go MKA BHPODHINE, L0 3ATBEpMEH Hakalom MO3 Yxpali.

3rigHo BRCHOBRY HAHHENIAMHCAHOTD, BHIWGRRAAHHA 3P330X Hae CTaHAAPTHI nokazHuxM Akoe, nepenBayeri MKF.

Lt 5 aacelpo, wo Hasenexa Bullle hopMayia e qocTasipHO0 T3 ToMHOK. Ll capho npopyal Gyno erpobnero (BRNIOYaKM NakyBaHAiIBpKYBAHHA) Ta XOHTPONG 1T AKSCTT Ha
BHEIAIHANERTH BrpobHiniit Alnbknny nposepeHD ¥ nowid elanoslmocT 3 srnoram GMP, BeTaHOBNEHILH PICHSEIM DRrYNRTOPHIM Oprarom, a Tarom slaneslano fo cneywdiayd, wo

MIGTATECA B PEBCTRALTEHONY L0CkE. [TpaToRoAN BHPOBHMLTBA, NakyBaKHA Ya anankln Gynk REpErNAHYT] - ECkaHDaNEHD BiN0siaHiCTL CMP.

[ Person, authorzing the batch release { Ocoba, HfﬂﬂOB]EE{ana 32 BHRYCK cepil |
L G. Srinivasa Rao 1 I Manager QA —l IJ/ ' 04-07-2024 ‘
Name f Nt bowg ' Posilion / Nocaza Slgnature f Nigmec Dale of signatre / flata ngnscarnn
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Office : GV Chambers, 7-2-C8 & C8/2, LE., Sanathnagar, Hyderabad - 500 018, ‘Telangana, India. www.evertogen.com, CtN No. U24233TG2013PLCO8S340
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