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Evertogen Life Sciences Limited

CIHMETOH, rabnerin, skpurl oGonouxkoro, no 500 Mr N23p

Product name / Hazsa npoayki:
Pharmaceutical form / Nlikapcbka dopma:

Strength/potency 7 Cuna Aii/akTURHICTL:

Type and size of packaging:
Buai poamip ynakopku:

Actlve substances:
Litoui pedosuHm:

Manufacturer / BupoGHuk:

Address:
Agpeca:

Registration certificate:
Peecvpalide nocsinuerHn:

Batch N2/ Cepla Ne;

Batch size / Poamip cepil:

CERTIFICATE OF ANALYSIS

2 5
CEPTUOIKAT AHAMIZY | 21CP25100034

cepin N2 ENB25060181

| SYNMETON / CIHMETOH

lﬂ}ated tablets / vabnarky, BrpuTi 0GonoHKo0

lﬂo g (Mr)

10 tablets in blister; 3 blisters In 2 cardbhoard pack
no 10 vafnerox y Gricvepi; no 3 6nicTepy y nayLia KapToHY

1 tablet contain: Nabumeton 500 mg
1 rabnevka micturs; HabymeroH 500 mr

Evertogen Life Sciences Limited / EsepTopiced faig Casnena Nimiren,

Jadcherla (M), Mahabubnagar, Telangana, IN - 509 301 , India

Plot No: $-8, §-9, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V),

Nnot N2Ec-8; Ec-9;Ec-13/M Ta Ee-144 Ti Ec AR A% Ci, ®apma Eg | 3e; Mpi IngacTpian Napk,
Toenenarni (Bi), Eauepna (Em), MaxaByGuarap, TenauraHa, 1H-509 301, Inaia

19/MNJAP/2014/F/G

Valid upto | Unlimited term License No.:
g 0667/01{’01 {liacHe go: | Heofmexenui flivexain No:
J ENB25001B4 l Date of manufacture / ara eupoGuvyTsa;

10 000 packs (ynax.)

o

-

Expiry date /NpugatHui no: ullznﬂ

l 01/2025

i
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Test
HaiRMEHYBaHHA NOKAIHUKA

Accaptable criteria {at batch realize)
Kpurepll npUAHATHOCTE (Ha BuNyCK)

Result
PesynwTaT

Description
Onue

Reddish-brown, round, biconvex, coated tablets
TaGnetki HEPROHYBATO-KOPHYHEBOIO KONBORY, KPYIAoT GopMy,
ABOONYKAI, BKPKTI 0G0A0HKOI0

Complies (Biznosigag)

ldentification / laenTudikauia

Nabumetone
HabymeTon

Infrared absorption spectrum of the sample should correspond to that of
Nabumetone,RS

IHppavepeoruit  cnektp nopowky Ttabnerok wMae aBiratves i3
CTaHABPTHHM IHPPAUCPBORINM CNEXTPOM HABYMETOHY RS,

Complies {Bignoainae)

Iron Oxide red

Farmation of the blue color on adding to soluticn Potassium
Ferrocyanide, ;

YTBOPEHHA CUHLOrG zalapeneHHn npK AoaasaHul 0o pozundy kanho
pepounanioy

Complies [Bianosigac)

3aniza OKEnA HepBOHU

Appearance of the blood-red color on adding solution to Potassium
Thiocyanate,

HonAsa kpueaso-vepsoHore 3abapenertr NPy AeAasaHK POAUKMHY Kanio
Tiotlianary.

Complies {Bignosigae)

Titanum Dioxide
TuTany giokews

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

Monsa xos¥e-noMapanueaoro aaGapereus nienk BOAaBaHHA peKinakox
ikpanenb 30% poauwsy NepoKCHAY BOGHEO,

Complies (Bisnosigae)

mMach Ginblue ik S %, Ya xoaHa TaGnerka He MoByHHE MaTtu BIAXUAEHHA
Binbuze HIX E10 %,

Average weight / Cepenns maga Babmg(mr) =535 639.0mg{mr}
No more than 2 units from 20 deviate from average welght more than 5%
. . : andnonedeviates more than 10,0 %from average welght,
Uniformity of weight = -1
OAHOPIAHICT, MacH He Sinuiue Hix 2 Tabretku 13 20 MOXKYTL MaTh alaxunerHs sla cepearbol +3.15 %o

Disintegration
Poanapgattn

The tablets shodild disintegrate within 30 rmin,
TabneTki Ma16TL po3RacTUCA NPOTARrOM 30 XB.

SYNMEYON, coated teblets 500 mg N2 30

batch N2 ENB2500181

Office : GV Chambers, 7-2-C8 & CB/2, L.E., Sanathnagar, Hyderabad - 500 018, Telan
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P TSN, Pharma SEZ, Green Industrial Park, P

gana, india. www.evertogen.com, CIN No, U24233TGZDI§[C085349
olepally (V), Jadcherla (M), Mahabubnagar, IN - 509 301, Telangana, india.
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Evertogen Life Sciences Limited

CIHMETOH, ratnertku, nkputl 060n0HK0:0, 10 500 rar N230

cepia NS ENB25001B1

Related impurities / CynponlaHi nomituku

Impurity F No more than 0.3 % Not detected
Homiurka F Ha Ginbwe 0.3 % {He suraneHo}
Total otherimpurities No more than 0.5 % 0.02%
Cyiva iHumx goMinrox He Ginbwe 0.5 % i
Residual of organic solvents / 3anmwwkosi kinskoeT OPraHiyHUX DOAYMHEMKIB

Isopropyl Aleohol No more than 5000 ppm {1250 microgram ftab) 22 opm
Cnuprizonponinosui He BinsLize 5000 ppm (1250 Mkr/Tat)

Methylenechloride No more than 600 ppm {150 microgram ftab) Mot detected
MevuneHxnopug He Ginswe 500 ppm (150 Mkr/Tab) {MHe BnRBAEHO)
Dissotution No less than 75% {Q) nabumeton in 45 min. 08%
PoauuHenun He meHwe 75% {Q) HaGyMeToHy 3a 45 xa.

Microblological test / MikpoGionariuma umicToTa

The total number of aerobic microorganisms (TAMC}) { Saranpre UMeno aBpoSHUX MIKPOOPraHizMiB (TAMC)

No mibrerthan 1000 CFU/g / He Ginswe 1000 KYG/ ¢

< 10 CFU/g (KYO/r)

The total number of yeasts and fungi moldy (TYMC) / 3aranbse uucno BRBRIKOBMX Ta NNICHABYX TpUGia (TYMC)

No morethan 100 CFU/g/ He Ginbiue 100 Kyor r

<10 CFU/g {KYO/r)

Should be absentper1 g

Esherichia coli .
He gonyckaerses HaRBHICTE B 1 1

Absent (BincyTei)

Assay / KinukicHe Buanavenna

Nabumetone NLT 475 mg and NMT 525 mg per tablet
g [(rar/Tat,
Haymeros Hae MaHwe 475 mr i ve Glanwue 525 Mr 8 0aKid Tabnertui 503.8 mg/tab.(rarra.)
CONGLUSION / BUGHOBOK

v The tests are performed in accordance with MQC of the manufacturer that approved by MoH of Ukraine,
¥ Inthe opinion of tha undersigned the sample referred to above Is of stendard quality and Is delined in the MQC,

L4 1 hereby cenify that the above information Is authentic and accurate. This batch of product hos been monufacturad,
quality control at the above-mentioned site in full compliance with tha GMP requirernents of the local Regulatory Authority end

registration dossier, Prodyetion, packaging and analysis protocols were reviewed snd GMP compliance was confirmed,
¥ Bunpofyeanuanpopegent slgnoelabo go MKA aupobruxa, wo Jamoepaxeqi HexazoM MO3 Vepainy.

v 3rguo BUCHOBKY HUXUEMIAMUCEHOro, BUWEBka3aHUL JpAIOK MAE CMBHABAMHI ROKRINUKY AROCHY, nepeaBateni MXA.

fncluding packaging/labating and
with the specification aveilabie in

v lum a 3aC8iquyls, Wo HapegaHa suje IHPOPMBYIA € ACCMOBIDHOR Ma movHow. Lo eopiio npoayxuii Gyno oupalnenn (ernovarv
RINYODHIN HADKYBAHHR) M8 KGHMDOA T AKoCm Ha BULNeIBIHaReHIT BUpOSHUNIT Alnshuwl npocegeHo y noskiil sianualgHocmi 3 suMoraM GMP, BCMAHOBASHUMY
MICUBBUM ParynnmopHUM Oprarom, 8 makox 8ianonigHo Ao enetuplikayd, wo Miemumesca o peecmpaifinoMy Aosse. Mpemorony BUPOSHLNIMDE, NARYBBHHA MB

aHaniais Oyau neperarkymi - BcmaroesneHg sianosiaHicmes GMP,

Person, authorizing the batch release / Ocoba, Bignosinansyp 3a Bunycx cepif
.’%

R. Ganapathi Rao AI-EM—QA

31-01-2025

Name /s Mplasvige Pasition / Rocazga Signaturg / Manue

SYNMETON, costad tablets 500 mE N2 30 batch N2 ENB25001B1

Date 7 Qama

2affz2

Office : GV Chambers, 7-2-C8 & C8/2, I.E,, Sanathnagar, Hyderabad - 500018, Telangana, India. www.evertegen.com, CIN No, U24233TG2013PLCO85349
Factory : Piot No: $-8, §-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla {M), Miahabubnagar, IN - 509 301. Telangana, India.




AEPIKABHA CIYXBA 3 JIKAPCHKIX 3ACOBIB
TA KOHTPOJIXO 3A HAPKOTUKAMM y m. KHEBI

npos. Hagii Cpitauuiiof, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kop €LPIIOY 37079055

BHCHOBOK
npo sikicTh BBE3eHoro B Ykpaiuy Jiikapebroro 3acoby
18.03.2025 Ne 13575/25/26
CIHMETOH

(uaitmerynania nikapcokoro 3acoBy arimio 3 peccTpallifiitm nocsiaucnnma
Tabieried, BrpuTi 06os0nK010, 10 500 Mr; o 10 TaGaeTok y baicrept; o 3 Guicrepu y
nauni 3 kKapTony

(hopmn pumycky, nosyBanns, BHE NAKyRARHIIA NIKAPCLKOTO zacoby)
Howmep peecrpanitinoro nocsinuenns UA/10667/01/01 crpox nif pecerpauiiiioro nocninuents HeoBMeKEHH
Cepin nikapcbkoro sacofy Ne ENB25001B1 KintkicTs nnesexoro nikapcekoro sacoGy 1164

BipoGHik ' Esepromxen Jaiid Caencus Jimiten, lnmis

(Halimenypantia supobHHKA nixapecnrkoro saco0y, kpaiin MOXOMKEHHA)

Baeeseno s Yxpainy Tonapuerso 3 o6Mexmeno0 signopinansnictio "OPTAHOCIH
JITAY, inenr. won: 24377666

(ralisienysaia Ta xon 3n €/IPTIOY topratirtinoi ocobet 860 npiamie, iM'H, N6 BATEKOR
thisnurof ocobu - nianpucvus, i sicue nponcsanis Ta peecTpatiiinmii 1moMep o6xikonot
KapTR{ NAOTHAHKA NoAaTkia afo copig Ta HoMep nacnopra)

IIporokon pisyansHoro kontpome six 26.02.2025 Ne 527/01.10-25/4,
JlaBoparopuuii ananis skocTi nikapcLioro 3acoGy 3aiticuennit:

JlaGoparopis 3 KOHTpoOMIO AKOCTI nixapeskux 3aco6is TOB "NOBPOBYT-JIIKHIIAB" (M. Kuik,
Byn. Hosropox-Ciseperka, 6ym.3, Hexumioni npumimenis 92)

(HafiMenynauny Ta Micuesunxomkents naGoparopii, o npopena raboparophuli ailanis akocri)

BrcroBok wono skocTi nikapeskoro sacoBy, Bunanuii naGoparopicio sin 18.03.2025 Ne 372-25
PesynuTatin naGoparopHora aHanisy aAkocTi ikapchbkoro 3acody 3a ficpesipennMi noxasnikamn BINNOBIAAOTE
BHMOTAM METOLIB KOWTPONIO AKOCT] (aHARITINHO-HOPMATHBHOT AOKYMENTALLT).

33 pesyNbTATAMH  AepHABHOIG  KONTPONIO DCTANOBAGHO, LU0 nikapeg¥nii  3acid noezeuo B Vipainy 3

AOTPHMAHHAM BHMOr 3aKONOLABCTRA LUOAO 326C3NSHEHH MK
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apebiiy 3acobin.

Miuxona XOJIOOEHKO

ponio) (nixnwuc) (inriuiaun Ta npisnrae)




AEPYKABHA CJIYXKBA 3 JIIKAPCLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Haaif Caitnnunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €[IPTIOY 37079055

BHCHOBOK
npo sikieTh BBE3eHOro B Ykpainy Jikapeskoro 3acofy
15.04.2025 Ne 18786/25/2611
CIHMETOH

(nnitatenysaiig nikapeskoro 3acoy riI0 3 peccrPpRILiinim NoCRICIH M)
Tagaerey, 3pHTi 060001010, No SO0 Mrs o 10 TaBnero y Gaicrepi; no 3 Gnicrepn y
auui 3 Kaprouy

(dhopaia punyCKy, #03Y0ANNA, BUA HAKYBAINIS H{KAPCHEOIO 30C0GY)
Homep peecrpauiinoro nocsiauenns UA/10667/01/01 crpox aii peecrpauitinoro noceinuenns HeoBMeKea i
Cepis nikapeskoro sacofy Ne ENB25001B1 KinexicTs sresenoro aikapesroro sacoy 8400

BupoBuuk Esepromer Jlatid Caencus JMlimiten, Inais

(HaHsenynanng pupobivka alkapenkoro sucoly, kpaina noxouscis)

Baeseno 8 Yipalny TonapuceTeo 3 06Mexeno10 sianosinansuictio "OPTAHOCIH
JITH", inenT. won: 24377666

(HaFMenypaita a xon 3a CAPNOY oprauinoi ocoGK 860 npizakHIe, (M. 1o GarLkasi
thidsminof ocobu - nianpuesus, ¥ micute npoxunaiis ra peccTpaitifinmit omep obaikonot
KARTRH LANTHIKA TOAATKIB 260 cepis ra nonep nacnopra)

NpoTorxon sisyananioro xoutpomo sin 15,04,.2025 N 1207/01.10-25/1.

3a pesynuTaTaMM  AEPIKABHOIG  KOHTPONWO BCTAIORACHO, U0 Rikapeekiil 3aci6 neezeno B Yepainy 3
AOTPHMAHHNM pumor 3akononascTsa ono 3afiezneyeria axocTi NikapecokHy 3acobis.
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