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I{EP}KJIH{C}IY}KEA YKPATHHU
JAEPHKABHA CJIVIKBA 3 JIIKAPCHKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMH y m. KHEBI

By bepesuskiBceka, 29, Kuis, 02098, ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis kyiv@dls.gov.ua, Kox €IIPTIOY 37079055

BHCHOBOK
PO AKICTH BBE3EHOro B YKpainy Jgikapchxoro 3acoly

19.08.2020 Ne 42372/20/26

YPCOHOCT

{(vafivMenyparHs TkapCrKoro 3acoby Sriano 3 PeECTpALiHnKM 1O TacHHEM)
kaneyy go 150 mr; mo 10 xancya y 6xictepi; o 2 Oiicrepn B KapToHHil KoOpobIi

(dopma BuMyCKY, RO3yBARNS, BH HAKYBARLS JIKAPCEKOTD 32¢00Y)
Homep peectpaniiinoro nocsinucrrs UA/12572/01/01 crpox i peectpaniitsoro mocaiierns HeOGMEKeRmH
Cepis nixapeskoro sacoby Ne 002998 KinsxicTs 88e3eH0T0 Tikapcskoro 3acoty 3716

Brpofauk TOB "MAPIDAPM", Criosenis

(1aliMenyBanus BHPOGHEKA JiXapesKOro 32600y, KpaiHa NOXOmKeHHs)

Beeseno 8 Yxpainy Toeapuerno 3 oGMesxenoro sigmosinansmicrio "OPCAHOCIH JTH",
izenT. kox: 24377666

(natimenyBanna 1a ko 3a CJIPTIOY 10pamuurol ocotu abo npizBEibe, IMA, 110 Gatekori HizHurO
ocolm - mignprem, ii Mice MpoXUBAHES Ta peecrpanidanit nomep 006nikosof kapTky miaTHKa
HozaTkie abo cepia Ta BOMep NacnopTa)

Hpororon eisyansnoro xourpomo six 19.08.2020 N 2473/2.

32 pesynsTATAMH [EPHABHOIO KOHTPOMO BCTAHOBJNEHO, WO JiKapchk#ii 3acid Bmezeno B Vipaigy 3

73ac00iR.




Name of the manufacturing site: Marifarm, proizvodnja in storitve d.o.o.
Tel: +386 2 620 82 00. Fax:+386 1 300 70 65

RIFARM

U v i

Address of the manufacturing site: Minafikova ulica 8, 2000 Maribor, Slovenia

ﬂumber 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 Slovenia

YPCOHOCT, wantymm no 150 »ir Ne20

CERTIFICATE OF ANALYSIS

Cepin N 002958

CEPTHDIKAT AHAJIZY
Certificate No.: —_
Ceprudinar Ne: 126
Product name: URSONOST
Hassa npoayxuil: YPCOHOCT
Pharmaceatical form: capsules
Jikapeska opmar KAneynu
Strength/potency: 1530 mg
Cung aivfaxrusnicrs: 150 mr

Type and size of paékéging:
Bua i peasip yaaxosku: o

10 capsules in a biister; 2 blisters in a pack
0o 10 Kancyn v Gricrepi; no 2 Gaicrepn 8 xeproRuii KopeGui

Active snbstances: 1 capsule conlains: 150 mg of Ursodeoxyeholic acid
Jboui peyosnun: P Raney e MICTHTR! KHCIOTI ypeoeoscnxarerol 150 vr
Manufacturer: MARIFARM d.oe.
Bupobuux: TOB «MAPIGAPM»
Address: &, Minarikeva street, Maribor, 2000, Slovenia
Aapeca: sy, Minapikosa.8, MapiGop, 2000, Caosenin
Reg:‘straﬁ'(in cerclfic‘ate: UA/I2ST201/01 Valid uptoe: | Unlimited term
Peectpanifive nocsinuenns; Hiwcne a0t | Heobuenennii
License No.: c
P —— 808.26/2019-18
Baich Na Date of manufacture Expiry date Batch size (pacis)
Cepig N Jata supobuuurea Tepin nipusatuocyi Poamip cepif (yraw,)
662998 03,2020 02/2025 3716
Qunality parameter Acceptable limits Results
Horxassuxy sxcoeri Honyernmi nopma Pesyaeraru

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

gis::'!ptlon Teepni xesarunonl xancynw Ginoro afo maixe ﬁiaqro Complies/Biaresiaze
KDABODY, 33KPHBAOTRCA MIASXOM  BCTaBKK. Buicr
Kaueyn: mpiGuosepHucTail nopowok Gizoro afe mMaiixe
Binoro xonnopy
Retention time of principal peak on chromatogram of test
solution corresponds to retention time of principal peak
Identification gn chrfxmatoglam of standard soiu‘tion. i | e )
oy . 4C YTpHMAlUHs OCROBHOTD Hiky Ha xpomarorpami | Complies/Binmosinac

HOCHIAMYBAHOTO PO3YMHY NOBKHCH BIAAQR
YIPEMAHHES OCHOBHOTO NiKY Ha xpoMapdPfiemi Hiy
HOPIBHABHS. o 2

%,W‘ //?fi/

Average weight of capsules content
Cepeans maca BmicTY Kaneya

The average weight of the capsul
from 158 mg to 193 mg.
Cepeanst Maca BMicTy Kancys nos

a0 193 mr, =

N

Uniformity of weight of capsnles content
Onunopianicrs macx suiety Kancys

NMT 2 of the individual masses deviyté 3
mass by more than 10,0 %; and mm.a;_ﬁ@j@*by more
than +20.0 %, M A

He Gimpme 2 imawsiyamsux Mac MOwyTs MaTH

Blaxunenns sia cepenubol Mach Ginnme Hix Ha = 10.0%;

HOOHA  IHAMBIOYaabHL MECA HE NCBUHER  MATH

LT T 1
R Ggl 7

Complies/Bianosinac

BIAXHNEHER BiX cepeanbol Mack Sinbiue nixk ua & 20.0%.

URSONOST, capsules 156 mg Je20

Bateh e

/567 A% y

662998

Page/Crop. { affa 2




Name of the manufacturing site: Marifarm, proizvodnja in storitve d.o.o.

Tel.: +386 2 620 82 00. Fax:+386 1 300 70 65
MARIFARM

Bl A0 Address of the manufacturing site: Minafikova ulica 8, 2000 Maribor, Slovenia

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

YPCOHOCT, xancyau no 150 s Ne2( Ceplis Mo 002998

Related substances / Cynyrui pomimxr

litocholic acid NMT 0.1 %, o )
HITOXOHERE KHCACGTA ne fianme 0.1 %, CompliedBlimanliac
cholic acid NMT 0.5 %, S
XOJEBd KACHOTR e finpuse 0.5 %, ComplissBlanchidac
chencdexycholic acid NMT 1.0 %, Complles/Biaiesinac
XEROACOKCHXOIERA KHCH0Ta se finse 1.0 %,
any other impurity NMT (.25 %, . y
6}:15-31(;\ imsa ngmimlca ae Sinbiue 0.25 %. Complies/Bixnosinac
Disintegration NMT 15 minutes. 15 min.
Poimapanns He finsiue 15 xpummy. XB.
Dissolution NLT 75 % () within 30 minutes, 1016 %
Po3unyenns ) He mennie 75 % (Q) 32 30 xpunun. ) 70
Loss on drying NMT 3.0% ' 15w '
Brpara g maci npy speymiveauni He Ginpioe 3.0 % ) ¢
1425 mg 10 1575 wg. calculated as the average weight
Assay otl‘ capsules content. _ 147.9 mg/eaps,
Kiakkicxe BHIRAYEHHS Bia 1425 My g0 157.5 e B Nepepaxyuky HA Cepesni T mrfranc.
MACY BMICTY KANCyH.

Unifarmity of dosage units ;;v ‘is kg t‘han: !fs H{shuc i), x . .

S AKCHMANLHE J0HYCTHME NpuHAsSTHE Y3Cn0 AV=15.0% 106 %
OuaxopianioTs A030BAHKX CAHHHUD (oph=10),

Microbiological Quality**/ Mixpo6ionoriuna auerara**

Acceptanee value of microbiological quality (Ph.Eur. 5.1.8)/ Kpurepii tpaiinsnocri Mikpodioorianod uyscrarm {Cnp. Dapu.5.1.40:

Total Aerobic Microbial Count {TAMCC) NMT 10° CFU/ <10 CFujg
3ATAALHE YHCAO achobnux mikpoopranisMis (TAMC) | we Giasme 10 KVO/S K¥YQir;

Total combined Yeasts and Moulds Count (TYMCQC)

. N e NMT 10% CFU/g CFUfg
BAradLHE YECHO APKOKOBHEX | nnicusnuy rpubia it v <10 .
(TYMC) He Ginnme 107 KYOA KYO/r;
oo ; Absence f;er 10g i B .
Escherichia coli T — Absent/Bineyrui

** The tests are not routine and are performed periadicatly on selected randomly series, not less I time per year
**TeeTn, sRi DE € PyTHIIMMH | RPOBOARTLCA NEPIORKYRO Ha DUBPAHIX ¥ BENALKOBOMY ROpAJIKY cepinx, Ke pinue 1 pasy na ik,

CONCLUSION /| BUCHOBOK

The tests implemented in accordance with MQC the manufacturer that approved by MoH of Ukmsine,
BrnpoSysmiss nposeachi sianosiane a0 MK eupoSarka sateepanenol MO3 Yxpain,

compliance with the GMP requirements of the EU and [when within the EU] with the requirements of the
country/counirics,

Name of person authorizing the batch release
b’ orobu, fixa Buaia 2odRis HA BENYCK

Position /ocags (RF

Signatare / Tinaue % /é’_i/é '{’"“ %
/ 1]

Date / Iinta 3(1:?07 {‘ﬁ?(ﬁ:’

URSONOGST, capsules 150 mp No20 Batch e 002998 Pupe/Crop. 20f32
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