~ JIEPXUIKCIIYXKBA
JAEPKABHA CIIVXBA 3 JTIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBIL

By Bepesnakiseska, 29, Kuis, 02098, ten. (044) 295-26-85 ten. (044) 295-26-82
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPTIOY 37079055

__ BUCHOBOK __
PO AKICTH BBC3EHOIO B Yxpainy mrca‘pcmmm 3ac00y

02.02.2022 Ne 4645/22/26

R YPCOHOCT

(nafiMenyBanna nixapebxoro 3ace0y 3riHo 3 peccrTpaltiiinmm NTOCBIAMEHEAM)
_Kaneyin no 300 mr, no 10 xancya y Gaicrepi; no 2 Guicrepu B kapTouniii Kopotui

(hopma BunmycKy, BO3YBAKKSA, BUA NAKYBAHHA JHKBPCHKOTO 3aco€y)
Homep peectpauiitioro nocsindenns UA/12572/01/02 cipox pii pecerpauiitnoro noceizuents HeoOMeXeHH

Cepin nikapebkoro 3acofy Ne 004802 KimbkicTs BBe3eHOTO Nikapeskoro sacoby 14130

Bupotruk TOB "MAPI®APM", Cnoseris

(HakiMcHyBaHHA BUPOGHUKA J1ikapchKOro 3acoby, kpatua NOXOJIKEHHHK)

Breseno s Vpainy Tonapucreo 3 o6mexenolo sigmosinanLuicTio "OPTAHOCIH JITI",
ineuTt. xon: 24377666

(naitmenysanus ta kox 3a CAPTIOY ropuaununol ocods abo npissuiLe, iM's, no 6arTLkoni Giznyuol
0Co0H - nixnpueMus, it Micue NPOMUBANNS Ta peccTpauiituuil Homep obikonoi KapTKH THIRTHHKS
noAarkis abo cepit Ta HOMep nacnopra)

TIpotokoen sisyanbHoro kouTposmo sin 02.02.2022 Ne 340/1.

3a pesyNbTATAMH JEPXABHOrO KOHTPOMO BCTAHOBNEHO, MO mikapchkuit 3aci6 BpeseHo B Vipainy 3
AOTPHMAHMAM euMOr 32KOHONABCTRA LOKO 326€3NEHEHHA AKOCT] nixapehKHX 3ac06is.
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Name of the manufacturing site: Marifarm, proizvadnja in storitve d.o.0.

(%) MARIFARM

e sl ‘t}iﬁ

Tel.: +386 2 620 82 00. Fax:+386.1.300 70 65

Address of the manufacturing site: Minafikova ulica 8, 2000 Marlbor, Sloventa

Number of license for production: 800-26/2019-18 dated 05.06,2020, issued by JAZMP Republic of Slovenia
Number of GMP certificate: 450-10/2020-1 dated 17.06.2020, issued by JAZMP Siovenia

YPCOHOCT, iasicyan no 300 mr Na20- cepist Ne 04802
CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHAAIRY
Certificate No.:
Ceprudixat Ne: 16021
| Product name: URSONOST
Hassa npogyxuii: YPCOHOCT
Pharmaceutical form: capsules
Jlikapeska dopma: Karcy iy
Strength/potency: 300 mg
Cuaa pii/akTHBRICTS: 300 mMr
Type and size of packaging: 10 capsules in blister; for 2 blisters in 2 cardboard pack
Bup i poimip ynakosxu: no 10 xancyn y Bnicrepi; o 2 6nicrepy y nawui 3 KapTOHY
Active substances: I capsule contains: 300 mg of Ursodeoxycholic acid
Hitoui pewoBiHI: | kancyia MICTHTE: KUCIOTH YPCORCOKCHX0ies0l 300 Mr
Manufacturer; MARIFARM d.o.0.
BupoOnux: TOB « MAPI®APM»
Address; 8, Minarikova street, Maribor, 2000, Slovenia
Anpeca: Byn. Minapikosa, 8. Mapi6op, 2000, Cnonenis
Registration certificate: A Valid upto: { Unlimited teem
Peccrpauifine nocaiguenns: UA/12572/01/02 HiitcHe no: | Heobmexennii
License No.:
Jliteuis Ne: 800-26/2019-18
Batch Ne: Date of manufacture: Expiry date: Batch size (packs):
Cepist Ne: Jara supolGuurea; | IMpuaaTiunii no: | Poamip cepif (ynax.):
004802 11/2021 1272026 14130
. Quality parameter Acceptable limits Results
Moxasumkn srocri Honyetumi siopamn | Pesyavravi
Solid gelatinous capsules, white or nearly white colour, closed by
means of insert. Capsules content: small grain powder of white or
Deseription / Onsc nearly white colour 1 Complies/Binmoniac

Teepai- xenarynosi kancynm 6inoro abo maike Ginoro KOJILOPY,
SAKpHBAIOTECA IUAAXOM BCTABKM. Buict kancyn: ‘npi6HosepHucTHif
noporuok 6utore ado Maibke 6i10ro konLopy

Identification / Inentudikanin

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 refererce solution.

Yac yTpuMaHHA OCHOBKOIO NiKy Ha Xpomarorpami JOC/iiKRY BAHOTO |

DO3YMHY NOBHHEH BIRIIOBIXATH UACY YTPHMANRHH OCHOBHOIG niky Ha
XPOMATOrpaMi po3HHHY NOpiBHAHHA.

Complies/Binnosinac

Average weight of capsules content
Cepeans maca sMicTy Kanéyn

The average weight of the capsules content should be fiom 324.7 mg to
377.3 mg.

Cepenaus Maca BMICTY Kancyn noBusua 6y1u Big 324.7 Mr a0 377.3 mr.

mg

349,5
MT

Uniformity of weight of capsules.
content
OanopiamictTs MacH smicTy Kamcya

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 %.

He Ginsuie 2 imausinyanslux Mac MOXYTH MATH BLIXMTeHUS Bl
CEepCAHBOT MACH Diablue HiX Ha + 7.5 %: xoxua IHAKBiAyansHa Maca
HE [IOBHHHA MaTH BIAXWICHHS BiN cepenHsoi MacH GLIbIIE Hiw Ha +
15.0 %.

Complies/Biznosinac

Related substances / Cynyrui pomimxu

litocholic acid
JNITOX0/1eBA KHCROTA

NMT 0.1 %
He Oineiue 0.1 %

choiic acid
X0nesa KUCAoTa

Complies/Binnoeinac

NMT 0.5 %
He Oianire 0,5 %,

URSONOST, capsules 300 mg N:20

Complies/Bignorizac

batch Ne 004802 I ¥
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Name of the manufacturing site: Marifarm, proizvodnja in storitve d.o.0.

Tel.: +386 2 620 82 DO, Fax:+386 1 300 70 65
) MARIFARM

s i Address of the manufacturing site: Minafikova ulica 8, 2000 Maribor, Sloventa

Number of license for production: 800-26/2019-18 dated 05.06.2020, issued by JAZMP Republic of Stovenia
Number of GMP certificate: 450-10/2020-1 dated 17.06.2020, issued by JAZMP Slovenia:

YPCOHOCT, kaneynn ito 300 nr Ne20 cepia Ne 004802
chenodexycholic acid NMT 1.0% . : .
x&nu,ueoxinxnnena KHUCIIOTA He Oinpuie 1.0 9%, Complies/Biznosizac
any other impurit NMT 0.25 % . , .
ﬁyia-mca-imﬂa.ngmimlca He Binsle 0.25 % Complies/Bianosinac
Disintegration NMT 15 minutes. 4.0 min.
Po3naaanun He Oijerne 15 xsummn. > XB.
Dissolution NLT 75 % (Q) in 30 minutes. 1003 %
Poruunenusn He Menwe 75 % (Q) 3a 30 xeunun. ’
Loss on drying Not more than 3.0 % 10 %
BTpara 8 maci npu sucymysaHui He Ginsuie 3.0 % ’
285.0 mg to 315.0 mg, calculated as the average weight of capsuies
Assay content, 301.3 mg/caps.
KiabkicHe Bu3navenun Bin 285.0 mr 10 315:0 mMr B nepepaxyuky Ha CEPEAHIO Macy BMiCTY ™ Mmr/kanc.
KATICY T, |
Uniformity of dosage units Maximum allowable acceptance value is AV=15.0% {at n=10). 70 %
OpaHopigHicTE N03OBAHHX OAUKHUL Maxcumansho JonycTuMe npuiiMansue yneno AV=15.0% {(mpr n=10), ’

Microbiological Quality**/ MixpoGioaariuna umcrora**

Accepiance value of microbiological quality (Ph. Eur. 5.1.4) / Kparepif npuitHataocti Mixkpo6ionoriunoi ubctory (Crp. Papm. 5.1.4.)

-Total Aerobic Microbial Count (TAMC) 3
10° CFU/g
-3ara/IbHE YHCIO aepobHMX 108 KYO/ie Test was not
Mikpoopratismis (TAMC) | B | B performed
-Total combined Yeasts and Moulds (refer note ** below)
Count (TYMC) 102 CFU/g Brrpobysaniin ne
~ 3aTaIbHE YHCHO APIKIKOBHX | 102KV O/ . (POBOAKNOCE
TENICHABUX. rpHGin (TYMC) o - o o | (amB. opumiTiy **
HHKE
Escherichia coli Apsenceinf perl0g )
Biacyruicts g 1.0

** The tests are not routine and are performed perioedically on selected randomly batches not less 1 time per year (According fo effective docrment
Methaos of quality contrel, that is approved by MOH of Ukraine)

**Tecnu, sxi ne € pymunnuniu i nposodnmoen REPIOONNIO Na SHOPAIUX Y O0GIRLEOMY OPROKY - cepinx, ite pidme I pasy na pix (Bionoeidno do
Huozo doxymeimy Memodu Koiumponio axocni, 1o samgepdacennit Haxasost MO3 Ypainu)

CONCLUSION / BLICHOBOK

The tesls are performed in accordance with MQC of the manufactures that approved by MoH of Ukraine
Bunpobysaiun nposeneHi ninanasinne o MKS BHpOOHIKA, 150 3aTREpRXEIH nakaiom MO3 Ykpaiin

[ hereby certify that all manufacturing stages (including packaging and- quality control) of this batch of finished proditct have been carried out in full
compliance with the GMP requirements of the EU and [when within the EUJ with the requirernents of the Matketing Autorization {s) of the destination |
country/countries. : |
_ 31 mixroepmicyio, WO Bei eTany BupabHNuTEA {BRAIOMAION YIIAKODKY Ta KOMTPORS AKOCTI) Liel cepil roToBoil npoykuii Gymt BHKOHARI B RoBNif
| sinnosinocti ao Busor GMP €C 1a [koni B mesxax €C] BiMoran 403800y Ha OpoAMK KPaiHN/ KPATH NDUSHEYSHHR.

Name of person autherizing the bateh release
In'*s ocobi, stka BIAANA AO3BET 1A senyck cepiy  Alel Mlinaril

Position / Mlocagr  QP/RP

Signature Mhiannce % /W // ('/(—
. /. /. Ll o

o~

Date/lara 25 . AP 2029

URSONOST, capsules 300 mg Ne20 batch Ne 004802 JF: 20032




