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Evertogen Life Sciences Limited

YPGOHOCT, kancynn no 300 wr Ne50 cepln NeEGP24004819

CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHAMIZY

Product name / Hasza npopyu: I_URSONOST 1YPCOHOCT

Ne  2ICP24100064

Pharmaceutical form { Mikapceka dhopata: I capsules / xancynu

Strengthipotency / Csuna giaieHicTs; [ 300 mg (mr)

Type and size of packaging / Bua i poawip ynaxoam{ 103395;:-19.; n ﬁiislén for § blisters u1 a cardboard pack { no 10 wancyn y @icrep}; no 5 GricTepia y nawyl 3 KapToHy

Aclive substances / fliiowi pesoestiss: | 1 capsule contains: 300 mg of Ursadaoxyehalic acid / 1 #ancyna micTUT: KCAOTH yproaeoKeHxaneeeol 300 mr
p:

. Manufacturer / BupoSnnx: I Evertogen Life Sciences Limited | Eseproaxen flaid Cacxena Miviten

Plot No: 5-8, -9, S-13iP & S-14/P TSIIC, Phamma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M),
Mahabubnagar, Telangana, IN - 509 301, India

Address JATREER: | Mgt o E¢.8, Ec-9, E-43 12 Ec-A 41l T E¢ A% A G, ®apa Ee [ 3er, Tp buaacrpian aps, Monenani (),
' Enyepna {En), Maxabybuarap. Tenanrana, [H-509 301, lugia
Regislration certificate / Peectpaliiive nocaiguenHa; | UAN2572{01102 ] Valid upto / fliiicHe go:  Unlimiled tem f necGuexermit

License No. { Jliyerain e I 19/NNIAPI2014IFIG

Balch Ne/ Cepin Ne: I EGP24004B1 l Balch size / Poanip cepil: 4500 packs!ynax. 1
Date of manufacture / fla1a onpofHiyea: I 61!2024 [ Expiry dale [ Tepuin npugatHocT: 072028 ‘
Test Acceptable criteria (at balch realize) Result
HaitmerypanHa nosasHika Kpstrepil npuiHATHOCT ( WA BUMYCK) Peaynstar

Solid gelatinous capsules, white or nearly while eclour, closed by means of insert.
Capsules content: small grain powder of white or neary white colour

1. Appearance/ Onnc Teepal KenaTenosl xancynu Ginoro abo Maixe Ginoro KDNLOpY, JAKPHBAKOTLCA Complies {Bianosiae)
unaxoM BCTaBK. BMIET kancyn; ApiGHozeprscni nopowox Ginoro abio maiixe
filnoro konsopy.

The retention time of the main peak in the chromatagram of the test solution
should comrespond to the retention fire of the main peak in the chromalogram of
reference sofution. .

Hac ypumypakin OCHORKOMO fiky HA XPOMBTOTPaMi BRNPOBYBAKOMD POIYHHY
BiAMORIAZE yacy YIPWMyBaMHA COCHOBHOTO Giky Ha XpOMATomami poswHy
RopiaHAHHR,

2 identification / [nenmdiralin Complies (Bignosizac)

The average weight of the eapsules content should be from 324.7 mg to 377.3
ma, . 356,1 mg [mr)
Cepeavrn maca euicry xancyn noskkya Sym sia 324.7 mr ao 377.3 mr.

3 Average weight of capsules conleat
" Cepenus maca pMicTY kancyn

- Not more 2 of the individual weighls should have deviale from the average welght
by mose than + 7.5 %; none individual weights should have note deviale from the

1 Uniforrpity_ of weight of capsules content average weight by more than = 15.0 %, . ) ) 2.5 %
OaropiaricTs Mack BRiCTY Xancyn He Binbwe 2 iHgwsinyanbHix Bac MoxyTh MaTH BIRXSINEHHS BIR CEPEAKLOT MACH +9
Ginbtue viw Ha = 7.5 %; KoqHz kaaliyantia maca He Mae MaTH BigxuacHis Bin
CepenHs0T Mack Binste Hix Ha + 15.0 %.
5 Related substances / Cynpoainui godiie
litocholic acid / nitoxonesa wicnora NMT 0.1 % / ne Ginswe 0.1 % h 01%
cholic acld / xoneea kvenoTa NMT 0.5 % / He Ginbwe 0.5 %. Q5%
r ﬁhenodexycholic acid f xeHoAEOKCHXONEDD KMCROTE NMT 1.0 % / ua Ginbwea 1.0 %, <1.0%
i any other impurity / Gyak-aka iHwa gomiwKe NMT 0.25 % / ne Binbwe 0.25 % i <DI5%
6. Disintegration / Posnagania NMT 15 minutes / He Binblwa 15 xauniH, G.82 min. (xa.)
7 Dissolution ! PosdiHenna NLT 75 % {Q) in 30 minutes /He wenwe 75 % (Q) 3a 30 xeunuH, 100 % !
-l;f Loss an drying / Bipara v saci nph eucywuysami Not more than 3.0 %/ He Ginbwe 3.0 % 1.84 % }
URSONODSY, ¢2psules 300 mg Na50 balch He EGP24004B1 ] fofia2

Office : GV Chambers, 7-2-C8 & C8/2, L.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertagen.com, CIN No. U24232TG2013PLCOS5349
Factary : Plot No: 5-8, $-9, 5-13/P & 5-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.
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8. Assay ! KinbKCie BHaMEHER 285.0 mg fo 315.0 my, calculated as the average weight of capsules content.

3041 mglcaps.

Big 285.0 mr a0 315.0 t4r 8 NepepaxyHKy Ha CEPE/HID MACY BMICTY Kancyn. rlkanc.
10 Uniformily of dosage units Maximum zllowable acceplance value is AV=15.0% (al n=10). 16%
" OawopiasicTs A03098HMX DAELL Maxcuianso AamycTiMe npuiMansHe weno AV=15.0% [npn n=10). -

11, Microbiological Quality* MivpoGionorixa uwcrora™

Acceplance value of microbiokegical qualily {5.1.4}/ Kpurepll npriaTHoCT MilkpoBlonoriumo userows (5.1.4)

Total Aerabic Microblal Count {TAMC) ! 3arznsne uncno aepob mipoogratiania {TAMG)

100 CFU/g | 10°KYOlr

<10 CFU/g (KyOrr)

Talal combined Yeasls and Moulds Gount (TYMC) / 3aransne uweno ApRRIHOBHY | iUiicHAamMK prbia (TYMC)

102 GFU/g 7 102KYOIr

<10 CFUfe (KYQlr)

Escherichia col Absence of per 1.0 g { Bigeymice g 1.0 1

Absent (Bigcymi)

CONCLUSION { BKCHOBOK

The lests are performed in accardance with MOG of the manufacturer that appioved by MoH of Ukrsine,
In the apinion of ths undersigned Lhe sample referred to above is of slendard quality is delined in The MQC,

teconds were reviewed - found [0 ba in compliance wilh GMP.

Bunpobysarip nposepeni eianoBinko A6 MK pupofiita, wo 3a1BEpKEHE Haxaaom MO Ypaikm, .
IO BICHOBKY HIARENIIRMCAHOND, BINLEDXAIHKA IDA30K MaE CTaHAGPTHI AOKEIHUXK RKOCTI, nepenBaqeni MKRA.

MiCTureCA 8 peecTpayiiHomy accue. Mporaron EWpOGHILYEA, NaxysaHHA Ta ananisie Gy NEPINRHYH - BCTAKORNEHO BiAnoBigHicTL GMP

I hereby certify that the sbove Information is authentic and accurale, This balch of product has been manufaclured, inchwing packagingiabeling and quality control at lhe above-mentioned
site In full compliance wilh the GMP requirements of the local Regulalory Aulhority and with (he specification available in regisiration dossier. The batch processing, packaging and analysis

Ut 7 3acalgdyo, wo vasefera erkwe THBopMELIA € ASCTOBIPHOID T3 TaMKkaD. Lbo cepi npaayRl Byna enpolineHn (EKOYEINW NakyEAHAANEPKYBaHHE) T3 KGHIPONL T ANCCT KB
BiU|CIa3HaY2HIN BHPOGHIL Iyl NPOBEAEHD Y NOBHIA BIANOBIRHACT] 3 BIMOraM GMP, BCTaHDANSHILIA HECUEHHM DEMYNATOPHIIS DRFEHOM, & Takok BlpnosigHe Ao cneympikaly, wo

[ Person, authosizing the baleh release [ Ocofa, sianoslganksa 33 BHNYCK cepil 1[
| G SrnivasaReo | | Manager QA || | | 1602204 |
Name / [iphamue Positen F Mlocana Signature ¢ Mignuc Cale of signalure ¢ lata  mignicanun
4
URSOHOST, capsules 300 mg MeS0 balch N EGP24004B1 2ol 2

Office : GV Chambers, 7-2-C8 & C€8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, Indla. www.avertogen.com, CIN No, U24232TG2013PLC085349
Factory : Plot No: 5-8, 5-9, 5-13/P & $-14/P TSIIC, Pharma 5EZ, Green Industrial Park, Polepally {V}, Jadcherla {M), Mahabubnagar, IN - 508 301. Telangana, India.




