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YPCOHOCT, kancyan no 300 mr Ne20 cepin REGP21006A1
‘CERTIFICATE OF ANALYSIS
CEPTHOQIKAT AHAJIIZY
| Certificate No. / Ceprrdixar Ne: | 21CP21100245
Product name: - URSONOST
Hazpa npoxyxuii: YPCOHOCT
Pharmaceutical form: capsules
Jlixapceka opma;  Kalcynu _
Strength/potency: 300 mg
| Cuma gii/axTHBHicTS: {3%0mr 00 | .
Type and size of packaging; 10 capsules in blister; for 2 blisters in:a cardboard pack
| BHa i po3aMip YIIaKOBKH:. no 10 xancysn y Gnicrepi; mo 2 GaicTepy y mauni 3 K4pTORHY
Active substances: 1 capsule contains: 300 mg of Ursodeoxycholic acid
Hioui peuonuiin: 1 kancyiia MiCTHTh! KHCIOTH ypeofieokeikoneroi 300 Mr
Manufacturéer / Bupobuux: Evertogen Life Sciences Limited / Enepromien JTatd Caencna Jlimiren,
Plot No: §-8, S-9, S-13/P & $-14/P TSIIC, Pharma SEZ, Green Industriai Parlc, Polepally (V ), Jadcherla
Address: (M), Mahabubnagar, Telangana, IN — 509 301, India
Anpeca: { 1not Ne'Ec-8, Ec-9, Ec-13/11i 1a Ec-14/11i Ti Ec Ait At Ci, ®apma Ec ['3er, Ipin Inmactpian Tapk,
'Hﬂnenanm (Bi), e,uqepna (EM), Maxaﬁyﬁnamp Tcnanrana, TH-509 301, IH.u;u:
Registration certificate: | Valid upto Unhmltﬂd térm
Peccrpanifine nocsinyenss; UAN2372/01/02 | Jliiche no: | HeoOMemenmit
License No. / Jliuensin Ne: 19/MN/AP/2014/FIG
Batch Na Date of manufacture Exphy date Baich size (packs)
Cepig Ne Jlara supobuuirea Tepmin npuaaTHOCT Poamip cepii (yoax.)
EGP21006A1 082021 082026 11250
Test . Acceptable criteria Result
HatiMeHyBarHA noKa3HHKA Kpurepii mpufttsinocti PeayarTar
Solid gelatinous ¢apsules, white or néarly whits golour, célosed by
means of insert. Capsules content: small grain powder of white or
Appearance nearly white colour . T
L, Onuc Tsepai KenaTuHosl. xancynd:6inoro abo maibxe Gisoro koanopy, . Complies/Biznonizae
3aKpPHRAIOTECH HEEXOM BCTaRKH, Buicr KATcyII:
| ApiGHO3epHACTHil Nopotok Ginoro abo malke 6inoro koasopy |
The retention time of the main peak in the cliromatogram of the |
test solution should correspond to: the fetention time of the main |
[dentification peak in the chromatogram of reference solution. S
2 IneaTubixania Hac  yTpumanns  ocHosHOrO MKy Ha  XpoMarorpami -Compl’iesfﬂiunnnigaet
- AOCHIZKYBAHOrO  pPO3YMHY DOBHMHEH  BIgNoBimeTy  wacy
YTPUMaHHS OCHOBHOTO. NIKY Ha XpOMAtorpaMi  posuMHy
NOPiBHSHHAL, |
The average weight of the capsules content shotld be from 324.7
Average weight of capsules content ‘mg to 377.3 mg, ., .mg
3. . - 328.8
Cepenna Maca BMicTy Kancyn. Cepenns Maca EMicTy Karicys mosHEHa GyTi ain 324.7 Mr zo . MT
377.3 mr. |
Not more 2 of the individual weights should have deviate from
the average weight by more than = 7.5 %: noné individual
| | | ‘weights should have note deviate from the -average weight by |
4 Uniformity of weight of capsules content” | more than + 15.0 %. -3.3 %
" Onuopinuicts Macy BMicty Karcyn He Ginsute 2 innusinyansuyx Mac MOXYThH Matil BiAXuneHus Big +37 7
cepentsol Macy Oinsme wik Ha £ 7.5 %; xoxua inaueinyansua
Maca He NoBuHHA MATH BIAXUACHNN BiX cepentsol Macy Giasme
.
URSONOST, capsules 300 mg Ne20 Loffs2
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Factory : Plot No: 5-8, 5-9, §- 13/P & §- 14fP TSIIC, Pharma SEZ, Green industr!al Park, Pulepally (V), Jadr:herla (M), Mahabubnaga/r;,,lﬂ ~ 509 301. Telangana, India,
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YPCOHOCT, xancysu o 300 mr Ne20 cepia NeEGP21006A 1
litocholic acid NMT 0.1 % Not detected
JNiTOXOJIEBA KHCHOTA He Hiaemie 0.1 % He sugsneno
cholic acid NMT 0.5 % Not detected

_X0Nena KHCH0Ta | .| neGixpme 0.5 %, ._ He puaBneuo
chenodexycholic acid NMT 1.0% Not detected
XCHOIEOKCHXONIERA KUCIOTa | nebinsme 1.0 %, o o He snasneno
any other impurity NMT Q.25 % Not detected
OyAp-fKa iHma JoMilka I mefimmme025% L » | He susBneno

6 Disintegration NMT 15 minutes, 511 min.

| Pozmanauus He Ginsme 15 xaummn,, T xB.

7 - Dissolution NLT 75 % (Q) in 30 minutes. 05 o4

' Po3uunenns | Hemenure 75 % (Q) 3a 30 Ko

g Loss on drying Not more than 3,0 % 15 %

" Btpara B Maci lipH BHCYIIYBAHHI He-6imme 3.0 % | e o o o

285.0 mg to 313.0 mg, calculated as the average weight of

9 Assay capsules conterit. | 9974 me/caps.

' Kinpxicre BH3naqeHHES Bin 285.0 Mr so 315.0 Mr B nepepaxyHKy Ha cepeaHio Macy T .MI/Kane,

BMicTy xamcy. e L
: . . Maximum gliowable acceptance value is AV=15.0% (at n==10).
10, gmfﬂr{mbf. of dosage units MaxcumaisHo _gonycrmg npuiiMance wcm;ﬂv=l(5+0% (pu. 51 %
MHOPLAHICTE 4020BaHKX OHHHLUE =10).

I1.  Microbiological Quality**/ MikpoGionoriuua. yycrotTa**

Acceptance value of microbiological quality (5,1.4) ?:EKpmpii-npnﬁrmnoari 'hiixpn_ﬁipnﬂriiqﬂoi‘ qnm;;{ﬁ. 1.4.):
Total Aerobic Microbial Count (TAMC) 3 e | .

_ L UAMM | 10°CRUsg CFU/g
3aransHe YHCIo aepobHHX Mikpooprauismin 4 <10 >
(TAMC) | 10°KYO/r B KYO/r
Total combined Yeasts and Moulds Count B o
(TYMC) 102 CFU/g «ig CFU/g
3aransHe YUCHO APINKOBUX i nnicHARMX 10*KYOir T KYO/Ir
rpubis (TYMC) )

e Absence of per 1.0 g e .
Escherichia coli Bizcyrricts 5 1,0 1 Abs@_t { Bincyrai

CONCLUSION / BHCHOBOK

quality is defined in the MQC,

packaging and ahalysis records were reviewed - found fo be in complidnce with GMP,

......

NOKAIRKKH AKOCTI, nepenbaveni MICA.

'+ entrndixanil, nio MicTHTSCA B peecTpanitiomy focss. TIpoToxonu 8RPOGHIITEA, HAKYSAMIS T& AHAnizis Gynw pepetnayT - Beranonneso bimmosi i iR,

The tests are performed in accdrdance with MQC of the manufacturer that approved by Mol of Ukraine. In the opinion of the undersigned the sample referred to above is of standard

T hereby centify thiat the above information is authentie aiid accurate: This batch of product has een manufictured, in¢luding packaging/labeling and quality cuntrol at tie above-
‘mentioned site in full compliance with the GMP requirements of the jocal Regulatory Authority and with the specification available: in registration dossier. Thé batch processing,

| Buitipofyeamuz nporeneni aignomiayo 1o MKS nnpﬁﬁi’inﬁa'; THO JATBEPAAEAI HaKaIOM M{}E.Yicpai‘uﬁ.- 3rifay BHCHOBKY HRORMENIATHEAKOTO0, AMIERKaianidi 3pAI0K Mac CTanaapTHi

Ly 5 3aceiguyso; o Hansaena same indopmatiix € actrosipioe 1a Toow, Lo cepito rtpoayxuil Syno BapaGocso (SKIOUAXMH TAKYAHHA/MBDKYBAHHN) T2 KOKTPORE TT AROSTI -
HA pnuesBHavei BpoOHHYiH ANBHHUL NPOBEACHO ¥ NOBHIA BizmonianocTi 3 wumoram GMP, scraHosnesuMu MicuesuM peryacropmn OPraHOM, 3 TAKOX AIRNOBIAHG Ao

Name y . _ '
Ilpisuue (-:1 v gj?}}ﬁhqu . ]2&5(} —
"Position 6f person authorizing the batch release | Y
TTocana ocobu, AKa BHAIE MO361E AR BATYCK Cepil Moapadtv- AG' 4 ks
Signature of person authorizing the batch release: ‘ﬁf v |
[Hianuc ocolu, Axa BHAaNa AO3RIN RA BROYCK cepii A

Date of sighature o
- 21)08/202 )

URSONOST, ¢apsirlés 300 g Ne20 batck Ne EGP2100SAT
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Office : GV Chambers, 7-2-C8 & C8/2, I.E., Sanathnagar, Hyderabad - 500.018, Telangana, India. www.evertogen.com; CIN No. U24232TG2013PLC085349

Fattnﬁr’ : Plot No: 5-8, 3-9; S-13/P & S~1&}P TSIIC, Pharma S€2Z, Green Indt':s'tria! Park, Polepally {V); Jadr:heria (M), Mahabubnagar, IN - 509 Bbl. Telangana, India.
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