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Evertogen Life Sciences Limited

WETVF-Z0D, Rancyin 20Mr RE30

“Copin NG EPI22002A2

CERTIFICATE OF ANALYSIS
CEPTHOIKAT ARy e 21CP28100029

Product name / Hasga npogykuit: ' FEDIN-200./ mE,L‘lVlH-Zﬂ@

Pharmaceutical form/ Nlikapcexa topma:. l capsules / kancynu

|

‘Strengthipotency | Cuna pilfakTussicTs:. ! 20:mg(mr)

|

Type and size of packaging./ Bup i poswip ynakoa«w{ 10-capsules in biister; 3 blisters In a cardboard pack / no:10 Kancyn' 'y Bricrepl; no 3 Gnicrepy & nauwy 3 KapPTOHY

Active substaricas / Siroui pedcenrin: 1 1 capsule contain: Piroxicarn 20:mg /4 kancyna micrwr: [Tipoxcukam 20 m

Manufacturer / BupoGuk: l “Evertogen Life Sciences Limited ] Esepropien Jlaid Cacrouna flimires

Address { Afpeca:

Registraiion certificate / PeecTpatiitie nacaiaueHHs:

|
|
|

Plot No; §-8, §:9, S-13/P & §-14JP TSIIC; Pharma SEZ, Green Industrial Park, Palepally (V}, Jadcherla (M),
Mahabubnagar; Telangana, IN~509 301;Indla

MNnor No Ec-8; Ec-9, Ec-13/i 1a Ec-14/Ni Ti EcAit A Ci, Gapma Ec | 3er, [pin Ingacrpian Mapx, Nonenanni (Bi),
€nuepna (En), Maxabybnarap, Tenanrana, H-509 301, luai

UAM239/01/01

Valid upto/ Livione go: 1 Unlimited term / seoGmexenui

License No. / Miuewia Ne: | 19/MNIAPI2014FIG

BachNe/Cepinhe: | EPlzoozA2 | Baich size / Poswip cepii | 30000 packs/yna, }
Date of ‘manifacture./ fara supobuyrsa: l 1212022 l Expiry date: / Tepmin npugarhoctis l 12/2026 !
Test Acceptable criteria (at batch realize) Result

HaitmeHyBsathst noxasumka

Kpurepli npuiiHaTHoCTi { Ha:Bunyck) Peaynwrar

Red colored hard gelatin size «2# capsules having imprints «FEDIN 20». Capsules contain a
poveder of white or almost white color

Inetmudikania: Mipokcukam

Description / Onus Taepm KenataHoBi KANcynY HOMED:2, KOPNYC T KPULIEYKE YRPBOHOTO KONBODY, Ha Complies / Bipnosinae
Kopnyct i Kpuituesiyyi Haneceno BiaBrTok «FEDIN 204, Kancym Mctsms nopolsiok Ginory abo
maixe Binaro Konbapy
) The inensty andR:vakJeofmebﬁndpal spotoblained fom test soluion comesponds o that e spot.
|dentification: Piroxicam obtaied from Standard soluton

lHTeHCMSHlOTbi Ry OCHOBHOT TIsIvA Ha XPONETORpam BANPOBORYBAROID POs-HY 1M3e Complies / Bianosiaae

sinosifaTvHTEHOBHOGTT R ocHoBHOT m‘ﬂwmxpowammamcramapmom POGAHY

Average weight of capsule

. )

Cepeihist Maca Kancymt 315 mg M) =75% 316:86  mg (mr)

Average weight of capsule content N

Cepeats MAca HanoBHeHRR xancyn 250 mg (wr) £ 10 % 24753 mg {wr)
Not less than 75% {Q) for 45 min. of the declared quantity specified in the

: : 3 "Composition” o

Dlesolibion] Pomiinedin He menLe 76% (Q) npotarom 45 xa.-8ig sansnenol kinbkocot, saanatienol y posaini 88 %

«Cirapn : Z Qp‘i{ﬂi\ *

Uniformity of dosage unifs.

L=18; La=25

e
ool )

OnHopinHicty AD30BAHUX OANHKLE

Impurities / Cynposigui Aomiwed

7 )

2-pidylamine /2-uipwganamin NMT0.25% / He6inbuie025% _ \ '3 O d MG‘? R,

Any other impurity / Bynb-sika Tnua gomiwka | NMT 0.2 % / He Ginstle 0.2 % \ \ l}‘g{)@rﬂ% ? i/
Water ! Boga Not more than 8,0 % / He Ginsws 8.0 %, G

Assay./ KinbKicHE BU3HaUEHHS NIPOKCHKEM ‘ \\:m " ‘

Piroxicam/ Nipokcukan 19.0mg {mr)- 21.0 mg (Mr)‘ I 195 mg (vr)

Microhiological test / MikpoBionoriuna yucrota

FEDIN-208, capsules for 20.mg Ne 30

batch Ne EPI22002A2

1offs 2

Office : GV Charnbers, 7-2-C8 8:08/2, )€, Sanathnagar, Hyderabad - 500 018, Telangana, India, wivw.evertogen.com, CIN'No U242321G2D13PLCOB5345
Factory : Plot Mot §-8, 5.9, S-137P &:5:14/P TSIT, Paarma SEZ, Green Industrial Park, Rolepally V), Jadcherla V), Mahabubnagar, IN- 509301 Telangans, india.




Evertogen Life Sciences Limited

~GERIF-20, rancymd 20w W60 ' : ‘ T e Genn No EP22002AZ
The fotal number of viable aerobic microorgariisfns 18 npenapari gonycxaatbcmarénbﬁe‘qncno HWTTEIAATHAX GepoBHMX Mikboopraniamié:
Bacteria / Bakrepi » Not more than 103 per 1 g / He:Gimbwe 103'9 1 <10 CFUIg (KYOlr)
Fungi{ Fpubis Not more than 102 per1g / He Binbiue 10¢ yir <10 CFUfy (KYOIr)
Escherichia cofl ) Should be'ébsent intg/He ,qonybxaérbcﬂ HasiBHicTb B 1rnpenép‘a1y' o Absent/ Blacyri
CONGLUSION | BHCHOBOK

The tests are performed in‘accordance with MQG of the manufacturer that approved by Mot of Ukraine..

in the-opinion-of the undersigned the sample teferred to-above s of standard quality is defined in.the MQC.

| | hereby cerlify that the above inforimation is authentic and accurate. This bateh of product has heen manufactured, including packaging/labeling and quallty control at the above-
| mentioned site in-full compliance with the GMP requirements of the local Regutatory Authority and with the specification .available in registration dossier. The-batch processing,.
1 packaging and analysis. fecords were reviewed - found to be in compliance with GMP.

Bunpobysanks posepeni signosinko. ao MKH supoBHuka, uio sareepaneni Hakasom MO3 Yrpaini. »

3rizHO BUCHOBIGY HUKHENIAMMCAROPO, BVILEBKA3AHNMM 3pa30K MaE CTHAAPTH! NOKaZHIKA soCTI, nepedavieni MIGH.

l L 5 3acainuyio, \io HasereHa e iHopuaLis € ocToRipHOI0 Ta TouHGIo. Litocepho npoziykuii 6yno BupoBneqo (alsrokaium DéakyBakHAMApKYBaHHS) Ta KOHTPONL 1T AKOCTI Ha
[ BUlL{e3aaHaYeHIH BupoBHI AlNkHIL NPOBEAEHD Y NOBHI BIANDBIAHOCT! 3 Bidmoram GMP, BCTAHOBNEHIMA MICLeBYM PErynATOpHUM OpraHoM, a TaKok eianosigHo Bo cnewwdixaui,
3 1140 MICTHTLCR B PRECTPALIHONMY A00He: TPOTOKONA BUPOCHNTEE, NAKyBaHHS T4 aHani3iB By AIeNErNAHY T}~ HCTAHOBNRHO BIANOBIAHICTY GMP.

| Person, authorizing the batch release | Oco6a, signosiganbHa. 3a: anycx"cepi(‘ ]

NP s
| G. Srinivasa Rao ] l Manager QA l I ) '(;{ ‘ l l 22/01/2023 J
Namme / Npizeve Position 7 MNocaga ‘ Signature / Taame Date of signature / flara nignucatna

FEDIN-208, capsules for 20 mg Ne 30 batclv Ne:EPI22002A2 20fl32

Office GV Charnbers, 7-2-C8 8 €8/2; LE., Sanathnagar, Hyderabad - 500,018, Telangana, India. www.everiogen.com, CIN No, U242321G2013PLC085342
Factory ©Plot No: §-8,5-9,5.13/P &.S»M{P TSIE, 'Pnarma'SYE.EZ, Gréen Industrial Park, Polapally {V); Jadcharla (M), Mahabiibhagar, IN- 509301, Telangana, India.
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