JAEPXKABHA CIYXKFA 3 MIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y M. KHEBI

Byn. Bepeanaxiscska, 29, Kuis, 02098, Ten. (044) 295-26-85 Ten, (044) 295-26-82
E-mail: dIs.kyiv@dls.gov.ua, Koa EJPTIOY 37079055

BUCHOBOK
npo AKicTh BBE3eHOro B YKpaiHy jiikapchKoro 3ac00y
24.07.2023 N 37341/23/2611
YPCOHOCT

(vadiMeryBaHHs nixapcbkoro 3acoy 3riaHo 3 peecTpaUiiHHM NoCaiHEHHAM)
gancyad no 300 Mr mo 10 xancya y Gaicrepi; mo S Gaicrepis B Ka TonHil Kopobui
{(opma BHNYCKY, AO3YBAHHS, BHI NAKYBAHHA nixapesgaro 3acoby)

Howmep peccrpauifinoro mocsizuenns UA/ 12572/01/02 crpok aiil peecTpauiffHoro noceigueHHst HeoOMexeHHH
Cepia nixapcskoro 3acoby Ne EGP23006B1 KinbKicTh BBE3€HOrO Nikapebkoro sacoby 4080

BupoGuuk Enepromien Jlatih Caencus JlimiTen, Tunis

{HaAmeHyBaRHA aHpOBHUER NiKAPCEKOTO 3acoby, kpaiha MOXOAXEHHA)

BeeseHo B Y kpaity TopapHcTBO 3 06MEKEHOIO BiANOBIAAILHICTIO "OPTAHOCIH
JIT/", igent. xon: 24377666

(HaiMenyBasnA T8 koa 3a CAPTIOY wpuananol ocoby abo npi3sHuLe, iM'A, NO GaTHKOB
ianaHoY acoby - NiANPHEMLA, i MiCUE NPOKHBAHHS Td peccTpauifiuutl Homep obaikobol
KapTKM nuaTHkka nosarkie abo cepix Ta Homep nacnopra)

TIpoToKON BI3YATRHONC KOHTPOMO RiA 03.07.2023 x 1843/10.

3a pesyssTaTAMM HEPKABHOTD KOHTPOMO BCTAHOBNSHO, IO nixapcoknil  3aci6 pBeseno B Yxpainy 3

AOTPHMAHH CGLT OHOJBECTEA WDAD 336E3MEUSHNA AKOCT] JIKAPCHKYX 3aC0G1B.
S wq o
%‘b"\““ - ‘0‘4' jab /
Ss )
Howamsipks/ | N 23 Mukona XOJIOEHKO
(rio E 0 nHHH F nio) (nianuc) {iHiuiagK Ta npiaBHIuE)
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Evertogen Life Sciences Limited

YPCOHOCT, kancynu no 300 mr Ne50

Product name / Hazea npoaykuii:
Pharmaceutical form / Ilikapcbka dopma:
Strength/potency / Cuna gii/akTuBHicTb:

Type and size of packaging / Bug i poamip ynakosku:
Active substances / [liloui pe4osunm:

Manufacturer / BupoBHuk:

Address / Agpeca:

Registration certificate / Peecrpauiie noceigHerHs:
License No. / [liyeHais Ne:
Batch Ne / Cepis Ne:

Date of manufacture / flata BupobuuTea:

Test
Haiimenysanka noxasnmka

1. Appearance / Onuc

2 Identification / inenTudixkauis

3 Average weight of capsules content
* Cepepms maca BMICTy kancyn

Uniformity of weight of capsules content
OgnHopigHicTb MacK BMICTy kancyn

5. Related substances / CynposigHi gomiluxv

litocholic acid / nitoxonesa kucnoTa

' cholic acid / xonesa kucnota

chenodexycholic acid / xeroaeoxcuxonesa kucnora

any other impurity / ByAb-Aka iHwa aomilka

6. Disintegration / Poanagauus

7 Dissolution / Posunnenns

8  Loss ondrying / Brpata 8 maci npu BUCYLLYBaHHI

URSONOST, capsules 300 mg Ne50

cepin NeEGP23006B1

CERTIFICATE OF ANALYSIS

CEPTU®IKAT AHATI3Y M

21CP23100231

URSONOST / YPCOHOCT

capsules / xancynu

300 mg (mr)

10 capsules in blister; for 5 blisters in a cardboard pack / no 10 kancyn y 6nictepi; no 5 6nicTepie y nauti 3 kapToHy

1 capsule contains: I;OO mg of Ursodeoiycholic acid / 1 xancyna MicTuTL: KMCROTU ypcoaeokcuxonesoi 300 mr

Ev;rtogen Life Scie;ces Limited / Esepropxen laitd CacHens Nlimiten

Plot No: S-8, S-9, S5-13/P & S-14/P TSIIC, Pharma SEZ, Green industrial Park, Polepally (V), Jadcherla (M),
Mahabubnagar, Telangana, IN - 509 301, India

Mnot Ne Ec-8, Ec-9, Ec-13/Mi ta Ec-14/Ni Ti Ec Ak Al Ci, ®apma Ec | 3er, 'pik Ingactpian Napk, Monenanni (Bi),
€avepna (Em). MaxaGyGnarap. Tenawrawa, 1H-509 301, Ingin

UA/2572001/02 Valid upto / ljicwe ao:  Unlimited term / HeoGmexeni
19/MNIAPI2014/FIG o 7
EGP23006B1 Balch size / Posmip cepil: | 4500 packs/yna
042023 Expiry date /Tepwin npugatvocti: 0412028 S
Acceptable criteria (at batch realize) l _Result -
KpuTepii NpuAHSTHOCTI { Ha BUNYCK) Peaynbrar

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

Teepai xenatukori kancynm Ginoro abo maike 6inoro koNLOpY, 3aKPUBAIOTLCA
WAAXOM BCTaBkM BMICT kancyn: apibHo3epkucTyiA nopowok 6inoro abo maiike
Binoro konsopy

Complies/Bianosinac

The retention time of the main peak in the chromatogram of the test solution
should correspond to the retention time of the main peak in the chromatogram of |
reference solution.

Yac yTpuUMyBaHHA OCHOBHOTO Niky Ha XpOMatorpami BUNpOGYBAHOTO PO3dUHY
BIANOBIAAE 4YaCy YTPUMYBAHHA OCHOBHOTO NIKY HAa XpOMATOrpami PO34uHY

Complies/Bianosinae

NOPIBHAHKA
The average weight of the capsules content should be from 324.7 mg to 377.3

mg 3545 mg(mr)
Cepeans Maca emicty kancyn noeuxHa 6yTu Bin 324.7 mr ao 377.3 mr.

Not more 2 of the individual weights should have deviate from the average weight -

by more than + 7.5 %; none individual weights should have note deviate from the

average weight by more than £ 15.0 %. -1.55 o

He 6Ginbwe 2 iHaMBiayanbHUX Mac MOXYTb MaTy BIAXUNEHHS Bif CEPEAHLOI Macu +329 7
Binblwe ik Ha + 7.5 %; XoaHa iHAvBINyanbHa Maca He MaE MaTy BIZXUNEHHS BiA

CepeaHboi Macu 6inbm3 HIX HA + 15£ "é o B

NMT 0.1% / we Ginbwe 0.1 % ND (HB)

NMT 0.5 % / ne Binbwe 0.5 %, ND (HB)

NMT 1.0 % / ne Ginbwe 1.0 %, ND (HB)

NMT 0.25 % / He Binbwe 0.25 % ND (HB)

06.15 min (x8)

NMT 15 minutes / He Ginblwe 15 xsunun.

NLT 75 % (Q} in 30 minutes. / He mettwe 75 % (Q} 2a 30 xaunuH. 91 %

Not more than 3.0 % / He 6inbwe 3.0 % 1.1%

batch Ne EGP2300681 1ofi32

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factory : Plot No: $-8, $-9, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, IN - 509 301. Telangana, India.
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YPCOHOCT, kancynu no 300 mr Ne50 cepia NeEGP23006B1

' i 7 [ 285.0:ng t-o 315.0 mg, calculated as the average \;\;t;igh; of capsul%ic;ntent. L mgl/caps
o Assay ) RinehoHS BRREERHE . Bin 285.0 mr 1o 315.0 Mr B nepepaxyHKky Ha CEpeHI0 Macy BMICTY Kancyn. 3057 mr/kanc
10 Uniformity of dosage units Maximum allowable acceptance value is AV=15.0% (at n=10}. 26

OAHOPIRHICTL A030BAHMX OAMHUUbL Makcumansho gonyctume npwiimanbe uucno AV=15.0% (npu n=10).

11 Microbiological Quality**/ MixpoGionoriuna yuctora**

Total Aerobic Microbial Count (TAMC) / 3aranbHe uncno aepobxux mikpooprahiamie (TAMC)

1 102 CFU/g / 10*KYOIr <10 CFU/g (KYOIr)

Total combined Yeasts and Moulds Count (TYMC) / 3arankHe Yucno apixaxoeux i nnicHsaux rpubis (TYMC)

| 102CFUIg / 102KYOIr <10 CFUIg (KYOIr)
Escherichia coli ! Absence of per 1.0 g / Bipcytricte 8 1.0 1 Absent / BiacytHi
CONCLUSION / BUCHOBOK

The tests are performed in accordance with MQC of the manufacturer that approved by MoH of Ukraine.

In the opinion of the undersigned the sample referred to above is of standard quality is defined in the MQC.

I hereby certify that the above information is authentic and accurate. This balch of product has been manufactured. including packaging/labeling and quality control at the above-mentioned
site in full compliance with the GMP requirements of the local Regulatory Authority and with the specification available in registration dossier The batch processing. packaging and analysis
records were reviewed - found to be in compliance with GMP.

Bunpo6ysarna nposeaeni sianosiaHo Ao MKA BupobHMKa, o aaTeepakeHi Hakazom MO3 Ykpaiku.

3riiHO BUCHOBKY HUKYENMIANUCAHOTO. BULYEBKA3AHUR 3PAI0K MBE CTAHAAPTHI NOKa3HMKM AKoCTi, nepeabayeHi MKS. i
Liwm a 3aceiaqyio Wo HaseneHa suuie iH(OPMALIA € AOCTOBIPHOIO Ta TOUHOW. Liio cepilo npoaykuii Gyno Bupobnero (BKNIOHAKNM NaKyBaHHA/MAPKYBaHHSA) Ta KOHTPONS ii SKOCTI Ha -
BULLEIBIHBYERHIN BUPOGHININ AINLHUL NPOBEASHO Y NOBHIV BIANOBIAHOCTI 3 BUMoram GMP, BCTaHOBNEHVMM MICLUEBUM PETYNATOPHUM OPraHoOM a Takox BiANOBIAHO A0 cneuvdikauil Wwo

MICTUTLCA B peecTpayitHoMy gocke MpoToxoni BupobHMLTEA. NakyBaHHA Ta aHanisis Gynv nepernaHyTi - BCTAHOBNEHO BiAnOsiaHicTL GMP
|

— R e N it 55 15 T A S

Person, authorizing the batch release / Oco6a, BiAnoBigansHa 3a Bunyck cepii

e

G Srinivasa Rao Manager QA v— 15-05-2023

Name / Npi3enwe Position / Nocana Signature / Manuc Date of signature / [lara nignucanHs

URSONOQST, capsules 300 mg Ne50 batch Ne EGP23006B1 20fl32

Office : GV Chambers, 7-2-C8 & C8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLC085349
Factory : Plot No: S-8, S-9, S-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (V), Jadcherla (M), Mahabubnagar, N - 509 301. Telangana, India.
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