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| JEPYITKCITYKBA
JEPIKABHA CJIVKBA 3 JTIKAPCHEKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

syn. bepesmaxiscsra, 29, Kuis, 02098, ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dIs kyiv@dls.gov.ua https://www.dls.gov.ua, Kog €IPIIOV 37079055

BUCHOBOK
Npo AKICTH BBe3eHOIro B YKpaiuy Jikapesrkoro 3acoby

06.01.2621 Ne 341/21/26

YPCOHOCT
(HaiiMeHyRARHA MKAPCRKOTO 38000y 3TIAHO 3 peecTpariluy TIOCRIAHeHHM}
xaneym o 300 mr, o 10 xancyn y 6xicrepi; o 2 ficrepis B xapronuiii Kopooni
{dhopma BuirycKy, KO3YBABHSL, BHI NAXYBAHHS nixapeeiore 3acoby)

Homep peecrpariinoro nocsimsenns UA/12572/01/02 crpox i peectpaniiizoro noceimsenss He0OMexKeri
Cepia nixapcexoro 3acoby Ne 104374 Kinexiers BrResesoro aikapehkoro sacoby 12864

BupoGaux TOB "MAPIDAPM", Crioperist

(natimenyBanys BEpoGHHKa THKAPCKKOTO 3aco0y, Kpaina NOXOIKEHHS)

Brezeno B Vipainy Tosapucrro 3 odmexenow simmosinammnicrio "OPTAHOCIH JITA",
imenT. koa: 24377666
(HafMeHyBaHms Ta kox 32 EJIPTIOY wopuarunoi ocobH abo TpisBHIE, iM'S, Ho BaTLKoR dizuraol

0coGH - miAnpremis, T Miche MPOXUBAHMS T4 PeccTpaniiinuii HoMep OBTHKOROT KAPTKH MIATHIKA
mozatis abo cepin Ta HoMep nacnopra)

Iiporokon Bisyansroro kenrposmo pix 06.01.2021 N» 4341/3.

32 pesynbTaTaMM  JIEPKABHOrO KOHTPONIO BCTZHOBIEHO, 10 JHKAapeskwid 3aci6  pBeseno B Vipainy 3
AOTPHMAHHBAM EHMOr 3aK0HONABCTEA Moo 3abe3nedenus AxocTi niRapehKux 3aco6is.

Hagansnwx

Muxona XOJIOJEHKO
(niarme) 27T wie * “i_‘i‘.-‘j::“'*‘:QHiLﬂaJm TA Ipi3pIITe)
W Y
% S \

{nocazosa ocoba’




MARIEARM

il edravin

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

Tel:+386 2 620 82 00. Fax:+386 1300 70 65

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 Republic of Sloventa
Number of GMP certificate: 450-16/2020-1 dated 17.05.2029, issued by JAZMP Slovenia

YPCOHOCT, kancyan no 300 mr Ne20

CERTIFICATE OF ANALYSIS

cepia Ne 004374

CEPTHOIKAT AHAJIIRY
Certificate No.;
Ccptucbixca"r Ne: 1248
Product name: URSONOST
Hazea mpogykuii: YPCOHOCT
Pharmaceulical form: capsules
Jiwapeera hopma: KATICYJIH
Strength/potency: 360 mg
Cuna git/axTuBHiCTE: 300 Mr

Type and size of packaging:
Bua i posmip ynaKonis:

1C capsules in blister; for 2 blisters in a cardboard pack
no 10 kancyn y Gaicrepi; no 2 Buicrepd y mavit 3 kapTony

Active substances:
Hioyl peyosunn:

1 capsule confains; 300 mg of Ursodeoxycholic acid
| Kamcyna MICTATB: KHCHOTH ypeoAcorekxonesoi 300 mr

Manufacturer: MARIFARM d.o.0.

Bupotuuni: TOB «MAPIDAPM>»

Address: 8, Minarikova street, Marobor, 2000, Slovenia

Anpeca: By Minapixosa, 8. Mapifop, 2000, Caoneuin

Registration certificate: o Valid upto: | Unlimited term

Peecrpaunifine nocsiguerms: SRS Hificue po: | Heobuexennit

License No.:

Tirersist No: 800-26/2019-13
Batch Nu: Date of manufacture: Expiry date: Batch size {(packs):
Cepisa Nu: JaTa pupoGuunTea: HpuaaThnit go: Poamip cepif (ynak.):

004374 12/2020 01/2026 12864

Quality parameter Acceptable limits Results
Hoxazuurn axocti Honyerami aopmu PesyastaTn

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

Teepai xenaruioni kancymd Ginoro abo malbxe Sinoro kousOpY,
3aKPHBAIOTLCA HIIAXOM BCTaBkY, BMict kancya: apidHoszeprucTHit
niopownox Ginoro afo mafixe Gixoro koasopy

The retention time of the main peak in the chromatogram of the test
solution should correspond to the retention time of :he mm

the chromatogram of reference solution. / ma % 1 K

Yac yIpUMAatHA OCHOBHOTO HHKY HA XpOMaTOE’}}aMi "
/}o mx} Ha
;’ ‘i 2

POSNMHY TIOBMHEH BiANOBifaTH yacy y?;mMamm
The average weight of the capsules content shmz giﬁifmgn 324'%%;
g

Description / Onne Complies/Bianosizae

Identification / Inenradikauis plies/Bianonigae

XPOMATOrpaMi PO3YHHY MopiBHAHNS,
to 3773 mg.

Cepeans maca sMIicTy Kancys nopuH"a GyTH Bukafﬁ
MI. .q\ ; i By
Not more 2 of the individual weights should have\dmatc from fhx«. R 1
average weight by more then £ 7.5 %; none mdwxd\g:{l welghts o
should have note deviate from the average weight by more-than £
15.0 %.

He Gizpure 2 iHAMBIIYRNLHEX Mac MOXYTh MATH BiIXUNEHHS BiJ
cepenunof Macy Sinbile Bk Ha £ 7.5 %,; xkozua inaBeinyansHa Maca
He TIOBHHHA MaTH BiAXWIEHAS Bifl cepeannoi Mack Giinie uix ua &
15.0 %.

Average weight of eapsules content
Cepeann maca BMiCTY Kancyn

7{%? 59 '3‘5}’4 3

Uniformity of weight of capsules content

i 2 Complies/Bianoninae
OnnopianicTs MacH BMiCTY Kaneyn :

Related substances / Cynyrsi zomimcn

litocholic acid
FITOX0/EBa KHCIOTA

NMT 0.1 %

i Complies/Binnoeiaac
ae Oinpe 0.1 % P bitslod:this

batch N 004374

URSONOST, capsules 300 mg Ne20 10fi32
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Name of the manufacturing site: Marifarm, proizvednija in storitve d.c.o.

A Tel.: +386 2 620 82 00. Fax:+386 1 300 7065
Wiﬁm 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 Republic of Slovenia
Number of GMP certificate: 450-10/2020-1 dated 17.06.2020, issued by JAZMP Slovenia

¥YPCOHOCT, kancynn no 300 arr Ne20 cepin Ne 004374
cholic acid NMT 0.5 % 5 e ;
XONeBa KKcaoTa He Binsme 0.5 %, Complies/Bianoninae
chenodexycholic acid NMT 1.0 % Complies/Bianoninae
XCHOZCOKCUXONEBA KHCIOTA He Dinphic 1.0 %, )
any other impuri NMT 0.25% " - 5
Syns-aka iﬂmpa zxguiwna He Binbiue 025 % Complies/Bianorizae
Disintegration NMT 5 minutes, 14 min.
Poznagauus He Ginpuie 15 Xpunui. XB.
Dissolution NLT 75 % (Q) in 30 minutes. 96.6 %
Pozyunchnn He menme 735 % (Q) 32 30 xpuaua. i
Loss on drying Not more than 3.0 % 0 %
Brparta B maci npH BHCYBIYBRHHI He Ginpnre 3.0 % :

285.0 mg to 315.0 mg, calculated as the average weight of capsules
Assay content. 296.0 mg/caps.
Kinekicse ensnayenus Bix 285.0 mr 10 315.0 M B mepepaxyBKy Ha CepefsIo Macy BMICTY T Mrfxanc.

Kancyn.
Uniformmity of dosage units Maxi‘mum allowable acceptancs value is AV‘*li.D‘}_ﬁ (at z;——l 0). .
Onuepinuicr AososAEME ORHMNNS MaxcHmaisHo a0IyCTHME npHianLie uncro AV=15.0% (npr 78 %

n=10).

Microbiological Quality**/ MixpoBionorivka wierera™™

Acceptance value of microbiological quality (Ph. Eur. 5.1.4) / Kpurepil nputisTaocti mikpoebionoriunoi uueroru (Esp. Dapy, 5.1.4.)

-Total Aerobic Microbial Count (TAMC) 3 -
-34TAALIE YHCHO aepOOHUX lg’ I{{:‘S{C}}% <10 gs}gﬁ
Mikpoopraunizmis (TAMC)
~Total combined Yeasts and Moulds Count
(TYMC) 10* CFU/g <10 CFu/g
- BATAALHE YHCAO APLKIKOBUX | Nuicuseux | 102 KYQ/r KYOrir
rpubis {TYMC)

- " Absenceofper 1.0 g — ;
Escherichia coli T i —— Absent / Bincyrai

** The iests are not rostine and are performed periodically on selected randomely saries, not fess | fime per year

**Tecris, aKi S € PYTHHILAMIT | HDOBORATHLN LEPIGANIAD &4 BnGpansx ¥ BiN3AKOBOMY MOPRAKY CCRIFX, lie pilie  pasy ua pix.

CONCLUSION / BHCHOBOK

The tests implemented in accordance with MQC the manufacturcr that approved by MoH of Ukraine.
BuinpoGyeanus npopeaeni simosinno ao MK supotuuxa sarsepmseroi MO3 Vxpaiun.

[ hereby certify that all manufacturing stages (including packaging and quality control) of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing Autorization {s} of the destination
country/countries.

A niATRePIUKYFO, 1O BCi eTamK BHPOBHUITBE (BRINONAOMM YNAKORKY Ta KOHTPORL AKOCTE) i€l cepii roToROT HpOAYXUET Hvne BAKCHAHI B NOBHIR
BiATIOBIAHOCTE 10 sumor GMP €C 1a [xomu B Mexkax €C) paMoran 40380RYy Ha MPOLAK Kpaiiu/ KpaiH NpIIHAYEHHS,

Name of person authovizing the batch relense o s e
Im’s ocolur, sika Bllana o3sin Ha nunyek cepi ALET [P N ot S

Position / TIocana C/i)p/,(' ~ el

Signature /Mianuc %_ /f/% ‘

Dabellipn . 2P, 42, 2P0

URSONOST, capsules 300 mg No20 batch Ne 004374 2032




JEPXUIKCITYKBA
JEPKABHA CIIYKBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJTIO 3A HAPKOTHKAMM y m. KHEBI

Byl Bepesusxisceka, 29, Kuis, 02098, ten./daxc: (044) 550-23-55, Ten. (044) 550-20-55
E-mail: dis.kyivi@dls.gov.ua https://www.dls.gov.ua, Kox €IPIIOV 37079055

BACHOBOK
Ipo SKICTH BRe3eHOro B YKpainy JikapenKoro 3acofy

06.01.2021 Ne 342121726

YPCOHOCT

(HafiMERYBEHRS JikapeEKOTo 3aco0y STLAHO 3 PEECTPANIHANM IOCKITICHHAM)
xancymm o 300 wmr, no 10 kaucyn y 6aicrepi; no 2 6aicrepis B kapTommii Kopobui

(bopma Burycky, 03yBanIA, BEX NAKyBaKHA TiIKZPCHKOTO 3ac06Y)
Howmep peectpaniiioro nocsimenns UA/12572/01/02 erpox aif peecrpauiiisoro nocsintenns BEe00MeKeHHit
Cepis nixapeskoro sacofy Me 004375 Kizbxicts Bee3enoro nikapeskoro 3acoby 13518

BupobauK TOB "MAPI®APM", CioBenis

(HafivenyBanig BEPOGHIIKA FikapcEKoro 3acoly, Kpaiia NOXOLKSHAR)

Bgeseno p Vxpainy Tosapucreo 3 oGmexesow BixmosixansuicTo "OPTAHOCTH JIT™,
inent., kox: 24377666

(matimerypauns Ta koz sa €JIPIIOY ropumrnoi ocobn abo npissume, in's, 110 GATBKOB diswrsol
ocofu - nianpuenus, T Micte NpoxuBANNA Ta peccTpaniitiull HoMep 05MIKOBOT KAPTKM NATHIKA
noznatxis abo cepis Ta HoMep nacnopra)

Iporoxon Bisyassuoro xourpomo eiz 06.01.2021 N 4341/4.

3a peayNbTaTAMH NEPKABHOTO KORIPOMIO BCTAHORNEHO, IO JKAPCHKRIE 3aci6 BBC3eHo B Vipainy 3

Muxona XOJIOJIEHKO

(initgany Ta npizemie}

ro KOHTPG
/a'd w, :




iitrig zdravio

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

Tel.: 4386 2 626 82 00. Fax:+386 1 300 70 65

MARR gﬂ@m Address of the manufacturing site: Minafikova ulica 8, 2000 Maribor, Slovenia

Number of ficense 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, kancym o 300 mr Ne20

CERTIFICATE OF ANALYSIS

cepin Ne (4375

CEPTHUGIKAT AHAJIIBY
Certificate No.:
Ceprudikar No: 12429
Product name: URSONOST
Hassa npoaykuii: YPCOHOCT
Pharmaceutical form: capsules
Jixapeska hopma: KAMCy M
Strength/potency: 300 mg
Cuna pif/axTHBHieTL: 300 mr

Type and size of packaging:
Bz i poamip ynakepxs:

10 capsules in blister; for 2 blisters in a cardboard pack
1o 10 kancyn y Gaictepi; no 2 SnicTepy Y nayui 3 KapToHY

Active substances:
Jisoui peuosunu;

1 capsule contains: 300 mg of Ursodeoxycholic acid
1 Kancyna MICTHTE: KUCIIOTH ypeoneoxcuxanesoi 300 mr

Manufacturer: MARIFARM d.o.0.

BupobHirg; TOB « MAPIDAPM»

Address: 8, Minarikova street, Marobor, 2000, Slovenia
Agpeca: By, Minapixosa, 8. Mapibop, 2000, Cnosenin

chistrat{r:n certlﬁc.atc: UA/12572/01/02 Vsﬁ_lc! uptaf 1-Jnlmmcd tcr:ia
Peccrpauifine nocpinyeunn: JHiitcne no: | HeoOmexennit
License No.:
Tbtingise Nt 800-26/2019-18
Batch Ni: Date of manufacture: Expiry date: Batch size (packs):
Cepist No: Harta supobuuuTBa! Hpsparausii go: Poamip cepil {ynax.):
004375 12/2020 01,2026 13518
Quality parameter Acceptable limits Resuits
Mokazumcn aroceTi JHonycrumi sopaym PesyarTatn

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 xenatunosi xancymu Ginoro abo maibxe Ginoro xoanopy,
3aKPUBAIOTLECS LIASXOM BCTaBKE. BMict wancyn: apl6HO2€PHHCTHH
nopottok Ginero abo Maibxe Binoro konLOpY

Description / Onne Complies/Bianoginae

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 yTpUMAaHis OCHOBHOrO THKY Ha XpoMaTorpaMi QOC/HUKYBAHOrO
PO34RHY NOBKHCH BIANOBINATA wacy YIPHMARHA OCHOBHOIO MKY Ha
XPOMATOIPaMI POIHMHY HOpiBHHHS.

Identification / Inenrndikauin Complies/Bignosinae

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

Average weight of capsules content to 377.3 mg. mg
. . . . 346,3
Cepeann maca BMicTY Kancyn Cepenna maca pMicTy kancysn ropupna Sytu Bix 324.7 mr go 3773 MFE
MT

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 %. o
He Ginbize 2 isAMBIZyalbHHX MaC MOXKYTH METH BiAXWICH

Uniformity of weight of capsules content
QOanopianicTs MaCH BMICTY Kancyn

e

cepenHbol Macy OuUbwe HX Ha £ 7.5 %,; xoaHa iBausinyans %gi;‘af' s
HE TOBYHHA MaTH BIIXHICHHSA BiA CCPCAHBOI MACH 61115111?]' :mﬁ;’fﬁ-
13.0 %. i < 5/ i
Related substances / CynyThi pomimxu
litocholic acid NMT0.1%

n i Il .
. . Complies/Bifiniosinae
MTOX0JCHA KHCAOTA ge e 3.1 Y% Py ?,

e d
A /

URSONOST, capsules 300 mg Ne20 batch M 004375

Bt pdt
2o 04 2 T,




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

Tel.: +386 2 620 82 00, Fax:+386 1 300 70 65
) MARIFARRM

ik 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 Republic of Slovenia
Number of GMP certificate: 450-10/2020-1 dated 17.06.2020, issued by JAZMP Slovenia

YPCOHOCT, xancyny ne 300 mr Ne20 eepis Ne 004375
cholic acid NMT 0.5 % R
XOJIeBa KUCI0TA ue Sinpwe 0.5 %, P kA
chenodexycholic acid NMT 1.0 % C 5 e p
' : omplies/Bianopinac
XEHOALOKCHXOIEBA KHCIOTA se Hinvme 1.0 %,
any other impurity NMT 0.25 % GomplicdBisnouiise
Gyap-sKa ixmwa gomimka te finpine 0.25 % P
Disinfegration NMT 15 minutes. 1 min.
Poinaganun He Ginswe 15 xpunus. ~_ XB.
Dissolution NLT 75 % {Q) in 30 minutes. 915 %
PozunueHus He menure 75 % (Q) 3a 30 xpuanu. o ’
Loss on drying Not more than 3.0 % 18 %
Brpara s maci npu sucymypansi He Ginpmie 3.0 % ! =
285.0 mg to 315.0 mg, calculated as the average weight of capsules
Assay content. 292 2 mg/eaps.
KinskicHe BHIHAYCHHA Bia 285.0 mr 1o 315.0 M7 B NepepaXyHKY Ha CEPENBIO Macy BMICTY *7 mrfkarc.
Kaneyn.

: o ; p Maximum allowable acceptance value is AV=15.0% (at n=10).
Unifermity of dosage units e G
o o Maxcumamuo gonycruMe npubivansse aucao AV=150% (npu 52 %

HOPIAHICTE RO30BRAHNX OMHHHIE n=10)

Microbiological Quality**/ Mikpo6ionoriuna uncrora**

Acceptance value of microbiological quality (Ph. Bur. 5.1.4)/ Kpurepi! npuitastrocti MixpoSicnoriuiol uucrots {Cap. Papm, 5.1.4.%

emimiomonts e il £ <o CFUE
Mikpoopratizmie (TAMOC)
-Total combined Yeasts and Moulds Count
(TYMCQ) 10? CFU/g <jp CFUg
-~ 3aranbHe MNCTO APDKAKOBKX i nniceapux | 102 KYO/r KYOir
rpubie (TYMC)
Escherichia coli A‘bsem:el ofper. 1LUg Absent / BincyThi
Bigcytaicts B 1.0
** The tesis are 20t outine end are performed periodicaily on selecied randomly sedes, net less | time per year

**Teacri, 2ki ne € pYTHHEIA | Tip: YHCAH f18p w0 Ha BuBpaNux y iy NOpAAKY cepiax. He pimme I paay Ha pix.

CONCLUSION / BHCHOBOK

The tests implemented in accordance with MQC the manufactuser that approved by MoH of Ukraine.
Bunpobysauus nposeneni signosiano xo MK supoGuuka sateepmxenol MO3 Vipainu.

I hereby certify that all manufacturing stages (including packaging and quality control} of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and [when within the EU] with the requirements of the Marketing Autorization (s) of the destination
country/countries.

Sl nimreepmxyio, 50 BCi €TANM BRPCOMMITBA (BIUIOYAIOUM YNAKOBKY TA KOHTPOMS #kocti) uiei cepil rotosoi mpoayruil Synm suxouami B noDMIA
signosinuocTi A0 BuMor GMP €C Ta [koni B Mekax €C] sUMOraM 10310y HA MPOADE Kpaiki/ Kpail NpH3HAueHAN.

Name of person authorizing the bateh release § P s : o
M5t 0coGH, SIKA BIIANG A038iN Ha Byiycs cepif /7 LET MLIMAT

Position / Hocuna (:f Frer p
7 S
Stgnature linmsc i i // 0
7 7 L
Date {ara Fe. £, 2AWD

URSONOST, capsules 300 mg Ne20 batch Ne 004375 20f32
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