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Sciences Limited

YPCOHOCT, kancynu no 360 mr Ne5p cepir NeEGP2301081

Product name / Hasea npogyxui:

Pharmaceutical form / Nikapceka dapma.- capsules / kancynu

Strength/potency / Cuna giakivericn,: B

CERTIFICATE OF ANALYSIS

CEPTUGIKAT AHANIZY 21CP23100468

Na

B

URSONOST / YPCOHOCT

.....

e - A T T S

e AT L by —,

Type aid size of packaging / Bun | poamip ynaxoek:;
Active substances / liomi peopumu:

Manufacturer ! BupoGru:

1 ¢apsule confains:

10 capsules in blister: for 5 blisters in a cardboard pack / no 10 kancyn y Bricrepi: no 5 BricYepie ¥ naddi 3 kapToHy

¢ ——— e

300 mg of Ursodaoxychofic acid / 1 Kancyna MicTHTs: Kucnom YOeoAeOKchxonesol 3G0 mr

Address / Appeca;

_Gpyepna (Em). MaxabybHarap, Tenanran

- Evertogen Life Sciences Limited / Emepropxen Naith Cacheys fNimireg
Plot No: $-8. $-3. S-13/P & S-14/P TSIIC, Pharm

a SEZ. Green Industrial Park, Polepally (V) Jadcherta {M)
Mahabubnagar. Telangana, iN - 506 301, India _

Mnor Ne Ec-8. Ec-§. Ec-13/1i Ta Ec-14/Mi T Ec Al An Ci. dapia ¢ | 3eT. Tpin lugacTpian Napk Nonenanyi [{]
a3, iH-509 301, main

}.

e — e ———— —_——

Registration certificale / Pecctpaujiine nocsiguenn.  UA/2572/01/02 Valid upto / fliicke aor  Unlimited tem / weoGmameHui
License No /Miyenain Ne::  19/MNIAPI2014/FIG
BatchNe/ Cepin Ne'  EGP2301081 . Balch size / Poamip cepit:: 4500 packs/ ynax
Date of “mianufactire Nata supobruyrea: 08/2023 Expiry dafe / Tepuin npunathoci: 0812028 )
Test' Acceptable criteria (at balch realize) Result )
| .. Hanmerysanns nonasHuig: Kputepil npuittaTHoCT { Ha Bunyck) . Peaynerar
 Solid gelatinous capsules, white or nearly white colour. closed by means of insart
_ Capsules content: small grain powder of white or neardy white colour o
Y. Appearance/ Onnc Toepai xenatwiosi kancymu Ginoro a6o- Maike Ginore xonLopy. apusaoTucsy Complies/Bianosisae
¢ WNAXOM 8CTaBKM. BwmicT Kancyn: ApiGHOIEPHACTUA nopowok Siiora 260 Maike.
o Binoro kofkopy. o |
The retenfion me of the main peak in the chrorhatogram of the lest solution
should correspand to the retention &me of the main peak in the chromatogram of
2 Identification / inewmadsinadin reference solution. Complies/Bignoainae

T e

Average weight of capsiles content
CepenHn maca smicty Kancyn

‘Uniformity of weight of capsules coniteni
‘CavopignicTs Mack smicTy kancyn

5 Related substances / Cynposiaui qomiin

litocholic acid / niToxonesa XWCNOTa

cholic acid f xonesa wacnora

..............

7 Dissolution / PosHenns

8 Losson drying / B1para 8 maci npu Encym;,raanu-r

URSONQST, capsuies 300 mg Ne50

- NOPIBHAKHA,

 The average weight of the capsules content should be from

| _'NMT 0.1 % ! ne Ginwe 0.1 %

" err e

Hac yTpumyaauHs ocHoBHaco [
‘BIANOBIAAE Yacy yTpuMyBaHHA

Ky Ha xpomatorpami sunpobysaHora poaumHy
CGCHOBHOTO NiKy Ha xpomatorpasi pozuvny

324.7 mg to 3773
mg.
‘Cepegtit maca emicTy Kancyn nosuhHa byvu Big 324.7 mr po 377.3 -

3456 g (uir)

Nat more 2 of the individual weights should have deviate from: the average weight
by moare than + 7.5 %: none individual weights should have note deviale from the
average weight by more than + 15.0 %.
He Ginswe 2 inguaigyansiux mac MOXYTh
Oinblue X 'BE + 7.5 %; XogHa iHguaiay

58
METV BIAXUNSHHA Bif CEPERHBOT Macy’ +4 15
dNkha Maca He M2E M3TV BifXWNexHA Big.

NN

r——e

NMT 8.5% / He Binbwe 0.5 %

NMT 1.0% / He Ginvwie 1.0 %.

NMT 0.25 % / ne Binctue 0.25 %

~ NMT 15 minutes ./ He Ginbuse 15 xaurimy,

T Y e e e e g :

Q) 3a 30 xsunuw, \ '_ - '

NLT 75 % (Q) in 30 minutes. / He menwe 75 Ya {

T PP P

Not more than 3.0 %/ He Ginswe 3.0°%.

batch N2 EGP2301081

Office : GV Chambers, 7-
Factory : Plot No: 5-8, 5-9, 5-13/P & 5-14/P T3IIC, Pharma SE

2-C8 & (8/2, L.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLCO85349

Z, Green Industrial Park, Polepally {V), Jadcherta {M), Mahabubnagar, ¥ - 509 301, Telangana,

X Cerr o7 A5 éf IV 32 D

India.



S if el

YPCOHOCT, kancynu no-300 Mr he5)

e L . . ——— e e

. 285.0 mg t¢ 315.0 my, calculated as the avérage weightl of capsufes content .
Bin 285.0 Mr go 3150 Mr e NEPBpaxyHKy Ha Cepearo Macy BMICTY Kancyn.

8 Assay / KinsKicHe BU3HAYEHHR .

e ———— e —

Maximum allewable acceptance value is AV=15.0% {atn=10),
MakcumMarneHo AcnyCTUME NPRAMENLHE RO AV=15 0%, {npuy n=10)

Uniformity of desage units
-DAHODIAHIETE N030RaHMX 0fuHMLb

men § e — e ——

cepin NeEGPZ301G81

mgicaps.
Mr/kanc.

B I AL

i & N P P — rrrrin i s L

Acceptance value of microbiological quality (5.1.4) / Kpurepii npwiissimioct MIKPOGIQNOriHGE WeToT (5714 );

Total Aerobic Microbial Coynt {TAMC) / 3aranbhe uucno aepobHux MikpoopraHismie (TAMOC)

-——— [R—— —_————ua ——— ke b i e

103 CFUfg / 108 KYOrr

TR B -, P

Total combined Yeasts and Moulds Count (TYMC)/ 3arante wneno apiwaxoswx | nnickssi rpubis (TYMC)

<10 CFUig (KYOir)

<10 CFUIG (KYO!K) )

TETITTIMAN Cih me ety e

Escharichia coli

Absent / Bincyi

CONCLUSION { BUCHOBCK

The tes(s are performed in accordance wilh MQC of Ihe manufacturer that appraved by MoH of Ukraine
in the opirron of the undersigned the sample referrad 1o above is of standard quality is defined in the MQC

| hereby certify that \he above information is authentic and accurate This batch of product has been manufactured. including packagingabeling and quality control at the abave-mentioned
~ &iten full compliance with the GMP fequiremenis of the local Reguiatory Authority and with the specificalion available i registration dossier The balch processing packaging and analysis

records were reviewed - found 1o bein compliance with GMP .

BunpalysarHa nposeaen signosiro A0 MKS puDOBHuka, U0 3araepaxedi Haxazom MO3 Ykpainm.
: 3ripmo swcHoary HUKSENITMCAHOTD, BULEBEA3EHMT JIPAI0K MAE CTaHABPTHI NOKAIHMKK AKDCTI, NepenBaient MKS:

I

f Lt 5 3aceigyio, wo Hasegena e IHPOPMALIA € AOCTORDHOIO T3 TOUHAK., tho cepin npogyxyii Hyno BAPODNEHG [mamu-ﬂaumnﬂﬂmapwmnﬂn] T2 XOHTPONG 17 §KOCT Ha |

. BHLBIBIMAYRHIA BDOBHMIA ginbHA MPOBEASHO ¥ NOBKIL BIANOAIAHOCTT 3 BumoraM GMP, BCTaHOBNEHUMA MICLIEBHM DETYNATODH DPFaHOM. 3 TaKoX BIANOBIAHO A0 Cneywidikayil. wo |

NHCTATLLR B peCCTDAUiimOMY Hocke. MpaTokonm BUDODHMLITBA. NakyBaHHA T3 aHanizia Oyrik nepernaLyTi - BCTakoaneHo BiNGaAHICTE GMP

Person, authorizing the batch"_raleasef Ocoda, gipnosipanuLua 13 BUMYEK Copii

s . .

f G. Srinivasa Rao Manager QA

31-08-2023

Name / Npizeuwse Position / MNocaas

Signatire 7 Mianac

Dale of signature / flate ninnucanss

atch Ne EGP230108

URSONOST, capsules 300 my Keso-

20f12.

Office : GV Chambers, 7-2-C8 & (8/2, |.E., Sanathnagar, Hyderabad - 500 018, Telangana, india.. www.evertogen.com, CIN No. U24232TG2013PLC08S349
Factory : Plot No: 5-8, 5-9, 5-13/P & $-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally (v}, Jadcherla (M}, Mahabubnagar, IN - 509 301, Tetangana, india.




