Kuiscuka ¢pinia - + TOB «Kycym Dapm»
TOB «Kycym Gapm» Vipaina, 40020, m.Cymy, 5yn. CkpaGina, 54
Vipainua, 02092, m.Knis, Ten.: +38(0542) 77-46-10, ¢am 77-46-11
BYIL, AnMaTHECHKS, 58 c-mail;: i k BT

Ten.: +38(044) 495-82-88, axc: 495-82-87

Ha3ba npoqykry: YKPJIB®, Tabnerxn
Ninie‘of product:. UKRLIV®, tablets
Cuaa aii; Vpconeokenxaniesa kncriora — 250,0 mr
Strength; . Ursodeoxycholic acid —250.0 mg
Cepis N¢/ Batch No.: SUA1001 'Poamip ynaxoskn / Package size:  Ne100(10x10)
Peectp. Ne/ ARNo.: FP/0142/21 Tun ynaxoskn / Pack type: Baictep / Blister
Poamip cepii / Batch size: 300 000 ra6/tab | JaTa BuroTosnesma/Mfg. date; 02.2021
Kin-rs ynakosok / No. of packs: 3000 Tepmin npunarsocri / Exp. date:  01.2024
Kpaina / Market: UKR
Peccrpanﬂiue noceinyenms Ne: _ —_— o .
Registration: C ertificate.No.: UA/11750/01/01 TepMin Al 1o / valid to 15.09.2021
Neno/n | Haiba auanisy Cneuud»lxania Peayaprati ananisy
Sr. No. | Test-name _ Spetification , Test result:
Onixc. Kpyrni;, nsoonyxmi taGuertxd, Gimoro xonsopy, | Biariosixae
rnanenbki 3 o6ox Gokis.
! Description White circular biconvex uncoated tablets plain on | Complies
both sides.
Inesrudixain Udcik  yTpMMyBaHRW  OCHOBHOTO Iika  Ha | Bianosinae
xpem:rorpamax B}ﬂpoﬁonynauam posumuHy i
posuHy nopmwum, OTpHMaX Py KibKiCHOMY
P BH3HAYCHHI, OBHHA] 36iraTHca.
Tdentification In the Assay, the retention: time of prmcxpal peak in | Complies
the sample solutmn should be similar to the
retention time of standard solution.
| OnHopinuicTs n030B4MX Binnosijiac suMoram Bintosizae
3 OnUEHMIE
Uhiformity of dosage units Conform to requirements Complies
_ Crapanicis He Ginsute 1,0 % , . 0,06 %:
4| Erigbility Not more than 1:0 % o 0.06%
‘ Poananauus He 6imsine 15 xa 4.:x8 5 cex
3 Disintegration Not.more than 15 min 4. mif 5 sec
Poaunrenns He menme 75 % (Q) 32 45 x8 99%
6 | Dissolution Not less than 75% (Q) in 45 min 99 %
Cynposinii aomitmku KeHoOéoxeuxoniesa kucromy — ue Ginsure-1,5 %; He snssnéno
GpOb=aica. tnua dostiuyad — Re.Binslite 0,5 %. 0,378 %
. . ‘cyia domiiok — e Ginbuie 2,1 Y. 0,378 %
T | Related:substances Chefodeoxychiolicacid < 1.5 %; ND
Any other imiputity < 0.5 %.. 0378 %
A"‘Tdtal impurities 2.1 %. 0:378%
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Kalscpka dinin v * TOB «Kyeym ®apm»
TOB-«Kycym Papm» Vipaina, 40020, m.Cym, By, Cxprima, 54
Vipaina, 02092, mKnis, Teu.: +38(0542) 77-46:10, $axex77-46-11

v/",—"i-h\.
BYJT. ANMATHHChKa, 38 y . e-mail: info{@igHus
Tcn. +38(044) 495- 82-88, arc; 495-82-87 m (27 .? harm W D
N nln Ha3ssa ananizy Cnenniicanis
| 8r.No: | Test name Specification
KibKicHe: RUSHAHEHHS 95.0' — 105,0 %. YPCOLCOKCHROMEBOT KHCIOTH nm
: 3asBaeHOY KinkKOCTS.
& | Assay §5.0 to 105.0 % of ursodeoxycholic acid of label | 99.1%
claim.
3aIHIIKOBi KINBKOCTI opraniyAux | Crmpt isonponinosuii — ne 6imsme 500Q ppm. 1977 ppm.
9 PO3UHHHHKIB
Residual solvents’ Isopropy! alcoho! - NMT 5000 ppm. 1977 ppm.
Mikpo6ionoriyna.uucrora 3aranwna  Kinskicts aepoGumx Mikpoopraismis :
(TAMC) - ne Ginsiue 1037KYO/T. <50 KYO/r
3aranpHa Kinsxicrs APLKIKOBAX | mUticeneBux
rpHi6is (TYMC):— we Ginsute 10*KYO/r. <10 KYO/r
. Bmcyrmm Escherichia coli 8 1 rnpenapary. Bincytns
16 Microbiological purity. Total aerobic microbial count (TAMC): B
NMT 10° CFU/g. <50.CFU/g
Total combined yeasts and moulds count (TYMC): o
NMT 10? CFU/g: <10 CFU/g
Escherichia coli must be absent per 1 g. .Absent

‘BHCHOBOK: / CONCLUSION:

TIpoziyXT BHFOTORNEHO, YNaKOBAHO T2 POAHANIIOBAHO 3TiAHO 3 BHMOTAMA PEECTPANIHHOIO NOCBIAYEHHS,
The product is. manufactured, packed and analyzed as per requirements of Registration Certificate:

Binrosiga¢ crannapram Ta Bumoram GMP. ‘Céprudirar Ne-009/2020/GMP
It complies with GMP standards-and requirements. Céertificate No. 009/2020/GMP
Jlitensia ua BUPOGHALTBO NiKAPCHKHX 3aC06B: Cepis AB Ne 598054

Licence for medical products:production: Batch AB No. 598054

Wi a: ucmn-ay:o 10 HaBeACHA BHLLE inGOPMALLIA € AOCTORIPHOIO T2.TOHHOIO, o: oepno npoayxuil Gyno BApobAICHO (BKMIONBIONH NAKYRBHHA/MAPKYBAHNA] Ta
TIPOBEACHO KoHTpoms T AKOCT| HA' BHIEAIHAYCHIl ai)muuu:y ] Sinnosizinoctt 3:sumoramn GMP, BCTARDBNEHHMU MICUCBRM PEryNsTGDHig Opragtow, a
TRKONK BIANOBILHO-AD CHicLPikaiiil; ilio MicTaTECA Y pewrpamﬁuouy nocsce 460 mpromh atiterit xpa'mn-nupoGHHxa abo xpaimbnmbprepa. SKU0 NpoIYKUiie
imMnoprosane; abo y socse: cneuudnxuuﬁ Ha MPENapaT nNa AOCHLKYBBHOIO SiKEPCLKOre :nwoﬁy ‘TlpoTokonn BApoGHHUTES, NaKysauux: Ta ananisis. Gyso
TepErIAHYTA T4 BCTaHOBIENG mmoﬂmngu GMP,

Lhereby confinm that the sbigve. mennoned mfoxmanon i auxhcxmq aid.accurate. This batch of the product was:manufactored (i (ncludmg packmg/markmg) and its
qiality coiitro o 8t the-sile: mcnlioncd abqve it ﬁlll cancopdanoe with the. requirdmenits.of GMP imposed by local #égulawry-avihority as well a5
‘nccordmg to-the:specifications: mcluded 5% e osmer or the trade licence of a manufacturer country. or importing country ifthe product was imporied,

:thy do rof pmduct specxﬁc RN £X gproduct The protocols of manufacturing, packing. and analyses were reviewed:and approved in

N R rpuitiis o gfs, naGbpatopici BRI | Havambaik BT ViouHoBaiexa 00068
Ajialp (R QC Lab In-chaige: Q€ Head: Qualified Pérson

L' /Name: ‘_ @Jf @F-U*C’LQZMCD 78 ?"’*‘Sj’” Y'tsM&YL Mﬁﬂar/ J

Tlinfme/Signature: ﬁ/ : _ ';';C/u;u) -~ C},\V] z&a{f&aﬂlf/

Nara/Date: 09/03 [ 34 208/ el z. jﬁj 44/ .
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CEPTUDHKAT KAUECTBA
CERTIFICATE OF QUALITY

Haspaune nponyxra: YKPJ‘[HB@, Tabaerku No 250 mr, Nel100 (10x10) 8 bancrepax
Name of product: UKRLIV®, tablets 250 mg No. 100 (10x10) in blisters

_ Per. Mot / A.RuNo.: FP/102/1) Paimep cepun: / Batch size: 300 000 Tabn./ tabl.
t Cepns Ne: / Bateh No.: SUA 001 Koanuccrso ynaxonok: / Number of packs; 1275
Jata naroronnenna: / Mfg. date: 01.2011 Cpox roxnocty: / Exp. date: 12.2013

Peructpanunounoe conaeTenscTno Ne UA/11750/01/0t Ne 571, neficreyer no 06.09.2016
Registration certificate No. UA/L1750/01/01 No. 571 is valid to 06.09.2016

Ne nfn NMapamerpni Cneunduranus Pesyabratsl
Sr. No. Tests Specifications Observations
1 Onucanue Kpyrime, npeoakossinyxnsi¢ TaGnetTew, OSenoro | CooTseTcTBYET

useTta, riankue ¢ o6eux cTopoH.

Description White, round6 biconvex tablets, plain on both sides. | Complies

2 HneHrudrraums BpesmcHa ynepwusanMs OCHOBHOTG Mnuxa Ha | COOTBETCTRYET
XpoMATOrpAMMAX  uChbIMYemMO20 pacmeopd W
cmandapmuoz0  pacmeopa, NONYYEHHBIX  NpH

KOMHYECTRERHOM CThipcaCeHU K, SOMKHB]
COBNANRATH.
Identification In the Assay, the principal peak in the | Complies

chromatogram obtained with rest sofution has the
same retention time as the principal peak in the
chromatogram obtained with standard solution.

3 Onxoponnocts A03nposannblX | CoorseTcTayeT TpeGosasnAM. 3,24
SRUNMLL
Uniformity of dosage units Complies with the requirements. 3.24
4 Hempaemosts He Gonee 1,0 %. 0,1%
Friability NMT 1.0 %. 0.1%
5 PacriagaemocTh He Gonee 15 mun, 4 MuH. 138 cex.
Disintegration NMT 18 min. 4 min. 18 sec.
6 PacTropeHue Re menee 75 % (Q) 32 45 mun. 97,16% - 101,53%
Dissolution NLT 75 % (Q) in 45 min. 97.16% - 101.53%
7 ConyTcTBYI0MNG NPHMECH Humoxanvesan kucaoma —e Gonee 0,1 %, CooTeeTcTByET
Xonuesan xucroma — we Gonee 0,5 %,; CooTaeTcTBYST
xenodeoxcuxoquesan kucaoma — ie Gonee 1,5 %; CooTseTcTBYST
rioban dpyzan npumecs: ue Ganee 0,5 %. CoOTBeTCTBYET
Related substances Lithocholic acid is NMT 0.1 %; }'0 Complies
cholic acid is NMT 0.5 %; ‘ Complies
chenodepxycholic acid is NMT 1.5 ¥, 7, | Complies
any other individual impurity is NM{ 350, 4{ Complies
0/6 %
3055 .
' )5 4¢ / 4
0\ &9 9 4"
457 "y,
K/ 4,
(4 (/)
FP02/11 Crpanuia Ne: ¥ uz 2
Page No.: 1 of 2
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Mponasel - ToeapucTeo 3 06MeXeHOKW BignosiaansHicTio "MReadapm JITLH", Nokynarens - ChintHe YKpalHChiko-ECTOHCHKE Nigr
Haknaghaa Ne 25165, Ot 27.10.2011, Toeap - YKPJIIB®, TabneTiu no 250 mr N210x10, daitn - SUA1001_1213_1-60565.if
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000 «Kycym Dapm» l ;
Vigasa, 40020, 1: Cymby, v Cxpabupa, 54, emeit info@kusumphammn.com
Ten.: 438 (0542) 7746 10, ren/dparc: 7746 11 Mm{m fm wwwiusumpham.com
N n/n NapameTpr Crneundskautus PelyneraTht
Sr. No. Tests Specifications Observations
8 Konwuectoenttoe onpeaenenne: | 95,0 — 105,0 % ypcoaeoKCHXOAKEROH kucaoT oT | 100,86 %
KeAaA TablleTka ConepKHT: 3a9BASHHOTO KONHYECTRA.
YPCOREOKCHXOANEBYIO
KKCAOTY. ...... 250 mr
Assay: Each tablet contains 1 95.0 - 105.0 % of Ursadeoxycholic acid of the | 100.86%
Lrsodeoxycholic acid...250mg | labeled claim.
9 OCTaTOUHBLIE KOMIMECTBA Coupr nonponunoasli — He Bonee 2830 ppm
OpFaHWHECKRX pacTaopuTeneit | 5000 ppm.
Organic residual solvents Isopropyl alcoho! is NMT 5000 ppm. 2830 ppm
10

Miuikpobuonornueckas
YUCTOTA!

B 1 r npenapara zonycxaercs
HaHYKe

Saxtepuit: He Gonee 10 menee 10 KOE,

rpubos: 1e Gonee 102, nmenee 10 KOE,

Gakrepuy Escherichia coli He nomycxaercs Hannune B Ir. Escherichia coli ~
CTCYTCTBYET.

Microbiological purity:

Toral bacteria per g NMT 10° CFU/, <10 CFU/g.

Total fungi per g NMT 10% CFLi/g. <10 CFUsg.

Escherichia coliper g Must be absent per 1 g. Escherichia coli is
absentper 1 g.

3AKTIOYEHWE: npofykT npOHIBENCH, YAKOBAH W NPOTECTHPOBAK B COOTBETCTRKHM C TPeCOBAHHAMU PErHCTPRLHOHHOTD
cauaerensetea. Oraevaet TpeGosanuam v crannapram GMP.
CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requirements. [t complies
with GMP standards and requirements.

XuMHK-BHANHTHK: 3as. saboparopueit OKK: Menemxep OKK:
Analyst: \ In charge of QC lab.: QC Manager:
3 .\
WX\
Hara; 9‘5 Hara: Jara:
Date: Date: 2E 72 7 | Dae: 2o -
/ :
7
FR7)
‘ 5
FP/1o2111 Crpaniua Ne: 213 2
Page No.: 2 of 2

Mponaeey - TosapucTeo 3 0OMEXEHOIO BigNOBIAANLHICTIO "Meadapm ATA", Mokynatens - CninbHe YkpalHcbko-ECTOHCBKE nigr
HaknagHas Ne 25165, Ot 27.10.2011, Toeap - YKPNIB®, Tabnetn no 250 mr Ne10x10, ®aitn - SUA1001_1213_2-60565.tif




Kuiscuka ¢pinia - + TOB «Kycym Dapm»
TOB «Kycym Gapm» Vipaina, 40020, m.Cymy, 5yn. CkpaGina, 54
Vipainua, 02092, m.Knis, Ten.: +38(0542) 77-46-10, ¢am 77-46-11
BYIL, AnMaTHECHKS, 58 c-mail;: i k BT

Ten.: +38(044) 495-82-88, axc: 495-82-87

Ha3ba npoqykry: YKPJIB®, Tabnerxn
Ninie‘of product:. UKRLIV®, tablets
Cuaa aii; Vpconeokenxaniesa kncriora — 250,0 mr
Strength; . Ursodeoxycholic acid —250.0 mg
Cepis N¢/ Batch No.: SUA1001 'Poamip ynaxoskn / Package size:  Ne100(10x10)
Peectp. Ne/ ARNo.: FP/0142/21 Tun ynaxoskn / Pack type: Baictep / Blister
Poamip cepii / Batch size: 300 000 ra6/tab | JaTa BuroTosnesma/Mfg. date; 02.2021
Kin-rs ynakosok / No. of packs: 3000 Tepmin npunarsocri / Exp. date:  01.2024
Kpaina / Market: UKR
Peccrpanﬂiue noceinyenms Ne: _ —_— o .
Registration: C ertificate.No.: UA/11750/01/01 TepMin Al 1o / valid to 15.09.2021
Neno/n | Haiba auanisy Cneuud»lxania Peayaprati ananisy
Sr. No. | Test-name _ Spetification , Test result:
Onixc. Kpyrni;, nsoonyxmi taGuertxd, Gimoro xonsopy, | Biariosixae
rnanenbki 3 o6ox Gokis.
! Description White circular biconvex uncoated tablets plain on | Complies
both sides.
Inesrudixain Udcik  yTpMMyBaHRW  OCHOBHOTO Iika  Ha | Bianosinae
xpem:rorpamax B}ﬂpoﬁonynauam posumuHy i
posuHy nopmwum, OTpHMaX Py KibKiCHOMY
P BH3HAYCHHI, OBHHA] 36iraTHca.
Tdentification In the Assay, the retention: time of prmcxpal peak in | Complies
the sample solutmn should be similar to the
retention time of standard solution.
| OnHopinuicTs n030B4MX Binnosijiac suMoram Bintosizae
3 OnUEHMIE
Uhiformity of dosage units Conform to requirements Complies
_ Crapanicis He Ginsute 1,0 % , . 0,06 %:
4| Erigbility Not more than 1:0 % o 0.06%
‘ Poananauus He 6imsine 15 xa 4.:x8 5 cex
3 Disintegration Not.more than 15 min 4. mif 5 sec
Poaunrenns He menme 75 % (Q) 32 45 x8 99%
6 | Dissolution Not less than 75% (Q) in 45 min 99 %
Cynposinii aomitmku KeHoOéoxeuxoniesa kucromy — ue Ginsure-1,5 %; He snssnéno
GpOb=aica. tnua dostiuyad — Re.Binslite 0,5 %. 0,378 %
. . ‘cyia domiiok — e Ginbuie 2,1 Y. 0,378 %
T | Related:substances Chefodeoxychiolicacid < 1.5 %; ND
Any other imiputity < 0.5 %.. 0378 %
A"‘Tdtal impurities 2.1 %. 0:378%
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Kalscpka dinin v * TOB «Kyeym ®apm»
TOB-«Kycym Papm» Vipaina, 40020, m.Cym, By, Cxprima, 54
Vipaina, 02092, mKnis, Teu.: +38(0542) 77-46:10, $axex77-46-11

v/",—"i-h\.
BYJT. ANMATHHChKa, 38 y . e-mail: info{@igHus
Tcn. +38(044) 495- 82-88, arc; 495-82-87 m (27 .? harm W D
N nln Ha3ssa ananizy Cnenniicanis
| 8r.No: | Test name Specification
KibKicHe: RUSHAHEHHS 95.0' — 105,0 %. YPCOLCOKCHROMEBOT KHCIOTH nm
: 3asBaeHOY KinkKOCTS.
& | Assay §5.0 to 105.0 % of ursodeoxycholic acid of label | 99.1%
claim.
3aIHIIKOBi KINBKOCTI opraniyAux | Crmpt isonponinosuii — ne 6imsme 500Q ppm. 1977 ppm.
9 PO3UHHHHKIB
Residual solvents’ Isopropy! alcoho! - NMT 5000 ppm. 1977 ppm.
Mikpo6ionoriyna.uucrora 3aranwna  Kinskicts aepoGumx Mikpoopraismis :
(TAMC) - ne Ginsiue 1037KYO/T. <50 KYO/r
3aranpHa Kinsxicrs APLKIKOBAX | mUticeneBux
rpHi6is (TYMC):— we Ginsute 10*KYO/r. <10 KYO/r
. Bmcyrmm Escherichia coli 8 1 rnpenapary. Bincytns
16 Microbiological purity. Total aerobic microbial count (TAMC): B
NMT 10° CFU/g. <50.CFU/g
Total combined yeasts and moulds count (TYMC): o
NMT 10? CFU/g: <10 CFU/g
Escherichia coli must be absent per 1 g. .Absent

‘BHCHOBOK: / CONCLUSION:

TIpoziyXT BHFOTORNEHO, YNaKOBAHO T2 POAHANIIOBAHO 3TiAHO 3 BHMOTAMA PEECTPANIHHOIO NOCBIAYEHHS,
The product is. manufactured, packed and analyzed as per requirements of Registration Certificate:

Binrosiga¢ crannapram Ta Bumoram GMP. ‘Céprudirar Ne-009/2020/GMP
It complies with GMP standards-and requirements. Céertificate No. 009/2020/GMP
Jlitensia ua BUPOGHALTBO NiKAPCHKHX 3aC06B: Cepis AB Ne 598054

Licence for medical products:production: Batch AB No. 598054

Wi a: ucmn-ay:o 10 HaBeACHA BHLLE inGOPMALLIA € AOCTORIPHOIO T2.TOHHOIO, o: oepno npoayxuil Gyno BApobAICHO (BKMIONBIONH NAKYRBHHA/MAPKYBAHNA] Ta
TIPOBEACHO KoHTpoms T AKOCT| HA' BHIEAIHAYCHIl ai)muuu:y ] Sinnosizinoctt 3:sumoramn GMP, BCTARDBNEHHMU MICUCBRM PEryNsTGDHig Opragtow, a
TRKONK BIANOBILHO-AD CHicLPikaiiil; ilio MicTaTECA Y pewrpamﬁuouy nocsce 460 mpromh atiterit xpa'mn-nupoGHHxa abo xpaimbnmbprepa. SKU0 NpoIYKUiie
imMnoprosane; abo y socse: cneuudnxuuﬁ Ha MPENapaT nNa AOCHLKYBBHOIO SiKEPCLKOre :nwoﬁy ‘TlpoTokonn BApoGHHUTES, NaKysauux: Ta ananisis. Gyso
TepErIAHYTA T4 BCTaHOBIENG mmoﬂmngu GMP,

Lhereby confinm that the sbigve. mennoned mfoxmanon i auxhcxmq aid.accurate. This batch of the product was:manufactored (i (ncludmg packmg/markmg) and its
qiality coiitro o 8t the-sile: mcnlioncd abqve it ﬁlll cancopdanoe with the. requirdmenits.of GMP imposed by local #égulawry-avihority as well a5
‘nccordmg to-the:specifications: mcluded 5% e osmer or the trade licence of a manufacturer country. or importing country ifthe product was imporied,

:thy do rof pmduct specxﬁc RN £X gproduct The protocols of manufacturing, packing. and analyses were reviewed:and approved in

N R rpuitiis o gfs, naGbpatopici BRI | Havambaik BT ViouHoBaiexa 00068
Ajialp (R QC Lab In-chaige: Q€ Head: Qualified Pérson

L' /Name: ‘_ @Jf @F-U*C’LQZMCD 78 ?"’*‘Sj’” Y'tsM&YL Mﬁﬂar/ J

Tlinfme/Signature: ﬁ/ : _ ';';C/u;u) -~ C},\V] z&a{f&aﬂlf/

Nara/Date: 09/03 [ 34 208/ el z. jﬁj 44/ .
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CEPTUDHKAT KAUECTBA
CERTIFICATE OF QUALITY

Haspaune nponyxra: YKPJ‘[HB@, Tabaerku No 250 mr, Nel100 (10x10) 8 bancrepax
Name of product: UKRLIV®, tablets 250 mg No. 100 (10x10) in blisters

_ Per. Mot / A.RuNo.: FP/102/1) Paimep cepun: / Batch size: 300 000 Tabn./ tabl.
t Cepns Ne: / Bateh No.: SUA 001 Koanuccrso ynaxonok: / Number of packs; 1275
Jata naroronnenna: / Mfg. date: 01.2011 Cpox roxnocty: / Exp. date: 12.2013

Peructpanunounoe conaeTenscTno Ne UA/11750/01/0t Ne 571, neficreyer no 06.09.2016
Registration certificate No. UA/L1750/01/01 No. 571 is valid to 06.09.2016

Ne nfn NMapamerpni Cneunduranus Pesyabratsl
Sr. No. Tests Specifications Observations
1 Onucanue Kpyrime, npeoakossinyxnsi¢ TaGnetTew, OSenoro | CooTseTcTBYET

useTta, riankue ¢ o6eux cTopoH.

Description White, round6 biconvex tablets, plain on both sides. | Complies

2 HneHrudrraums BpesmcHa ynepwusanMs OCHOBHOTG Mnuxa Ha | COOTBETCTRYET
XpoMATOrpAMMAX  uChbIMYemMO20 pacmeopd W
cmandapmuoz0  pacmeopa, NONYYEHHBIX  NpH

KOMHYECTRERHOM CThipcaCeHU K, SOMKHB]
COBNANRATH.
Identification In the Assay, the principal peak in the | Complies

chromatogram obtained with rest sofution has the
same retention time as the principal peak in the
chromatogram obtained with standard solution.

3 Onxoponnocts A03nposannblX | CoorseTcTayeT TpeGosasnAM. 3,24
SRUNMLL
Uniformity of dosage units Complies with the requirements. 3.24
4 Hempaemosts He Gonee 1,0 %. 0,1%
Friability NMT 1.0 %. 0.1%
5 PacriagaemocTh He Gonee 15 mun, 4 MuH. 138 cex.
Disintegration NMT 18 min. 4 min. 18 sec.
6 PacTropeHue Re menee 75 % (Q) 32 45 mun. 97,16% - 101,53%
Dissolution NLT 75 % (Q) in 45 min. 97.16% - 101.53%
7 ConyTcTBYI0MNG NPHMECH Humoxanvesan kucaoma —e Gonee 0,1 %, CooTeeTcTByET
Xonuesan xucroma — we Gonee 0,5 %,; CooTaeTcTBYST
xenodeoxcuxoquesan kucaoma — ie Gonee 1,5 %; CooTseTcTBYST
rioban dpyzan npumecs: ue Ganee 0,5 %. CoOTBeTCTBYET
Related substances Lithocholic acid is NMT 0.1 %; }'0 Complies
cholic acid is NMT 0.5 %; ‘ Complies
chenodepxycholic acid is NMT 1.5 ¥, 7, | Complies
any other individual impurity is NM{ 350, 4{ Complies
0/6 %
3055 .
' )5 4¢ / 4
0\ &9 9 4"
457 "y,
K/ 4,
(4 (/)
FP02/11 Crpanuia Ne: ¥ uz 2
Page No.: 1 of 2
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000 «Kycym Dapm» l ;
Vigasa, 40020, 1: Cymby, v Cxpabupa, 54, emeit info@kusumphammn.com
Ten.: 438 (0542) 7746 10, ren/dparc: 7746 11 Mm{m fm wwwiusumpham.com
N n/n NapameTpr Crneundskautus PelyneraTht
Sr. No. Tests Specifications Observations
8 Konwuectoenttoe onpeaenenne: | 95,0 — 105,0 % ypcoaeoKCHXOAKEROH kucaoT oT | 100,86 %
KeAaA TablleTka ConepKHT: 3a9BASHHOTO KONHYECTRA.
YPCOREOKCHXOANEBYIO
KKCAOTY. ...... 250 mr
Assay: Each tablet contains 1 95.0 - 105.0 % of Ursadeoxycholic acid of the | 100.86%
Lrsodeoxycholic acid...250mg | labeled claim.
9 OCTaTOUHBLIE KOMIMECTBA Coupr nonponunoasli — He Bonee 2830 ppm
OpFaHWHECKRX pacTaopuTeneit | 5000 ppm.
Organic residual solvents Isopropyl alcoho! is NMT 5000 ppm. 2830 ppm
10

Miuikpobuonornueckas
YUCTOTA!

B 1 r npenapara zonycxaercs
HaHYKe

Saxtepuit: He Gonee 10 menee 10 KOE,

rpubos: 1e Gonee 102, nmenee 10 KOE,

Gakrepuy Escherichia coli He nomycxaercs Hannune B Ir. Escherichia coli ~
CTCYTCTBYET.

Microbiological purity:

Toral bacteria per g NMT 10° CFU/, <10 CFU/g.

Total fungi per g NMT 10% CFLi/g. <10 CFUsg.

Escherichia coliper g Must be absent per 1 g. Escherichia coli is
absentper 1 g.

3AKTIOYEHWE: npofykT npOHIBENCH, YAKOBAH W NPOTECTHPOBAK B COOTBETCTRKHM C TPeCOBAHHAMU PErHCTPRLHOHHOTD
cauaerensetea. Oraevaet TpeGosanuam v crannapram GMP.
CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requirements. [t complies
with GMP standards and requirements.

XuMHK-BHANHTHK: 3as. saboparopueit OKK: Menemxep OKK:
Analyst: \ In charge of QC lab.: QC Manager:
3 .\
WX\
Hara; 9‘5 Hara: Jara:
Date: Date: 2E 72 7 | Dae: 2o -
/ :
7
FR7)
‘ 5
FP/1o2111 Crpaniua Ne: 213 2
Page No.: 2 of 2
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CEPTUDUKAT lCA‘lECTB&
C‘ERTIF]CATE OF C UALITY

Hasianue nho INFH YI\PJIHB  YaglieTKH N 250 m N'lﬂ()(l()xm) B Gmmepa\ :

“Nnmeﬂfpludm.{ UKRLIV® tablets 250 Il‘]u No. 100 (lel(}) inblisters . i
I Per, Ne: FP/140/12 ' ] Paowiep cepren: 300000 wﬁn.
1 ARNo: FPA0/I2 , Batchsize: 300000 tabl, . .-

Copurst Koz SUAT002 e nk eE 00 T

BatelNo: SUAL002. Nuniber of packs: 3000

4 Rari daroronsepns: ) 2004
1" Mg date: 122011

Cpog vopupcrm 11

Peruch'oummﬂe cmmerc.nbcrao N° UAN. 1750/01/01 or 06

Ne nifue : Hs\pame’;‘:p:,t —_y o Cucuudmmiunﬂ Pesynviaron

!
Sr.No. |~ Tesis . : y bgcc:hcations . 1; - Observations

'l Onucanne - prrnme nﬂonm%lnyknme *meneﬁ\‘ﬂ, “Genorp: [-CootaercrByEs -

‘ B ugera, rnamcm.coﬁcux 'CTOpOH;:- Sl )
Deseription . W]nlc rouid, biconvex tablets _Lglam on bolh sides “Gomplies .
2 Hienrniuxani . Bpemeua YUSPRHBAHIA - OCHOBIOND - Mk Ha- - CoOTBETCTBYET
L XPOMATOTPAMMAR  UCHBUMYeMOz0 pacinebpa’ Wl
cmau()npmuo . pacmeopa, NONYUeHbR  Tipji
KORHYECTBENIIOM anpefeenit, mepl'c;w
COBManaTL: o : S
[dentification - 1w the  Assay, the - pringipal peak: in the: | Gomplies
" | chiomatogram obtained 1 '
| same mlumon {inte as [i 1t
| chromatogrmn obtained with am]ard sohmtm.-

y Ommpo;unoc(n noanponarmblx K ’«Cmrae‘rcmye-r rpeﬁonan B BOTRETCTRYET
eRHuB - 5 BN A :
Unitormity of dosage mhrs ) Complles with: thuuqunemems W s o1 J Complies .

A Herupaesoctis | HeBonee 10 %, - B , '_,IO,ZI%_;'.' B
Briability. | NMT 1.0%. ik B s :

-5 | Pacnapaemocrs . . | HeGonee 15 un, S s ] lmm A7 cex i

__i DisinteSration ] NMT S min. y ”l |mn742 se¢.
-6 Pz_m"adpcrmq- 4 Hemenes 75 %(Q) 3245} Mml 3
Dissolution . T ..f..NLT':'S%(Q)IMS mm, .
7| Eouyretuyiomue npnmccu ' :

Aqgueuw: qur:/tr)ma‘p da
'xerkor)er)hnat\wrllernzz ;

Qdhplies

Related substances
BT 3 Cnmplu.b'

| cholic acid is NM1
chenadearychahc e

FP/140/12 ' ' - o Crpaﬂnun}\& a2

Page Noxl.0f2




0Q0 "Kyeyu dlap\l"
yn. Crpabuia. 54,1 Cyat, Vaparan, 400"0 ¥y’ : / extailf o
ey - ? Al mﬁofku wiiharm. cony
Tew :+38{0542)77-46-11. re. aib, 73 46 10 kmm kﬂf'm f %kusm ﬁl% in.com-
S . ; : ; oy : ﬂ @,{. 4 E
o | N T {1:.,,&“@_-'@;
F - s . ‘{ki:%%g ' .
N v Mapamerpet . .  Cocuipicnimn - \BNT % Peynhly
Se Mo, | CTests S Specifications N ‘;.;g; Obsy S
§ | Konmowmmeiinos onpeacionnie: | 93,0 - 105,0 % YP“W“"W“’""“""“ "”“‘}* ’U?E m";%’ o
" Kanas TabacTka COASPIATY - ‘3<manuu|o|0 KofiMecyHd, \fil‘f,i/’# ‘ T
ypcoseokcusonkesytlo - . 1 - Lo S A
KHEAOTY oo, 2SO WD 7 0 SRR e Y !

Assay: Each tablet contains - | 95,0 = 105.0 % of Ul*:.()deowchohc ac:d ot thc 100.57% .
; Ursods.oxychollu neid.. 7301\1g - labeled claim:
9 Qcratouibic KonkticerBa :Cnup'r monponnnoubm— He Bom.e o " 4074 ppm

oprauutecknx pactaoputeneit . | 5000:ppm.
Organic residual solvents 1sopropyl alcohol is NMT 5000 ppm. -7 1| 4074 ppm '
10 - : . i S
MukpoBuonoruueckan. - . [ e w L B i 3
YHCTOTA: PR e LR L OO e I R
Bl T npenaparTa JOIYCKACTCH. ‘ S ' B
HEAHIEe - . oy . .
Sakrepnii: " | ueGonec 107 - || menee S0KOE,
rpuGos: " e Gonee 107, -+ | menee 10 KOE,
Gakrepmy Escherichiacoli | -He nonycxaemn HAUIRIIE B ir L - | Escherichijaeoli—
’ © | oreyrernyer.
Microbiological purity: T S I S s
Total bucteria per g NMT 10° CFUsg. ] . © | <50CFU/g.
Tolal fungi per g | NMT 10° CFU/g, : ol | <10CFU.

B e - | Must be assent per 1 g, UL e Escherichiqeolils
; ST o absentper:| B,

AQL :cﬁonamum " crﬂmmplam GM
mumfduured pat.ked and almlywd as: per chlslmtmn Ccrllf' caln roquucmcnl.\ 1t complies

Meﬂemep OKK
: Amlysi _) -

Jarar, (\

D’lif s

- Crpaguna Ne: 23132

FPi140/12
Page Nu.:2 of2
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Knfacoka dinin

TOB «Kycym ®aprm»

Ykpaita, 02092, m.Kuis,

BYII, AJIMaTHHCRKE, 58

Ten.: +38(044) 495-82-88, daxc: 495-82-87

. TOB «Kycym Dapwm

Yipaina, 40020, m.Cymmn, Byn. Cxpa6ina, 54

Ten.: +38(0542) 77-46-10, daxc: 77- 46—1]
e-mail: info@iawRom

N /8
Hazsa nponywTy: YKPJIB®, ra6nerxu %ﬁz SW
Name of produgt: UKRLIV®, tablets _ dHA, v
Cuua pii: Ypconeoxcuxomicsa kuenota — 250,0 Mr
Strength: Ursodeoxycholic acid— 250.0 mg_
Cepist Ne/ Batch No.: SUA1002 Posmip ynaxoskn / Package size:  Ne100 (10%10)
PeecTp. Mo/ AR.No.: FP/0143/21 Tun ynaxosxn / Pack type: Baicrep / Blister
Poamip cepii/ Batch size: 300 000 Ta6/tab | Hara muroTowsienns / Mifg. date: 02,2021
Kin-1e ynaxonox / No. of packs: 3000 Tepmin npuparaocti/ Exp. date: 01,2024
Kpaina / Market: UKR
Peccrpauiiine noceixyenns No: ’ R : A
Reglstration Certificate Nos: UA/11750/01/04 TepmiH nii go / valid to 15.09.2021

Neo/nm | Hasgsa aHanizy Crenadixanin PéayasTaTy ananisy
Sz, No. Test name Specification Test:-result;
Ommic Kpyrmi, msoomyxni tabherkw, Binoro komsopy, | Biamosimae
Thanensxi 3 06ox Goxis,
l Description White circular biconvex uncoated 'tablets plain on | Complies
beth sides.
Inentnpixania TacH  YTpHMYBAHHS OCHOBHODO [Itika  Ha. | Biaiosigse
XpoMatorpaMax.  sunpoGoByBanoro posunHy i
po3sHHy’ nopmmmns OTPHMAHHX NPH KinsxicHomy
2 BH3IHaEHHI, MOBHHAL 36iraTHcs.
Identification In the Assay, the.retention time of prmmpal peak in | Complies
the sample solution should be similar to the
retention time of standard solution.
OpuopiinicTs Aoz0BamIX Binnosinde siMoram Bignosizae
3 OnHHNIE
| Uniformity of dosage units Conform to requirements Complies
Crupanicts He 6Ginswe 1,0 % 0,09%.
4 | Fiability Notmore than 1,0 % 0.09%
- Posnanaui He Gimsare 15 xB 4.xB-6 cex
3 Disintegration Not more than 15 min 4 min § sec
PozunHEHHS He menmwe 75 % (Q) 2a 45 x» 99 %
J Dissolution Not less than 75 % (Q) in 45-min 99%
Cynposigui nomimkn XenodeoKeuxonicaa kicaoma — ue Binsme 1,5 %; He eusnneso
Byde-sga ikiua domitkd —He Gimsme 0,5 %. 0398 %
cyma doMimok — ue Gimbe 2,1 Y. 0,398 %
T | Related sibstances Chigriodeoxycholic-acid < 1.5 %; ND
Any other impurity < 0.5 %.. 0.398 %
Total impuritigs < 2.1 %. P 0.398 %
«fﬂﬁﬂ%ﬂ\i‘
ATR»
laerud Ikau@nuR
FP/0143/21 e Crop/PageNe: | Jof 2
- CEPTHOIKATIE R Ahge S L
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Kuipcn ke dilaig i TOB «Kyeym @apm»
TOB «Kyeym Oapa» Vxpaina, 40020, %.Cynm, ayn. Cxpabina, 54
Vipaina, 02092, m.Kuin,
BYIL AJIMABTHACKKE, 58 _ g2 o
Ten.: +38(044) 405-82-88, daxc: 495-82-87 Kasum Pharm
Ne nn | Hasga ananizy Crenudlicanis
Sr. No. Test name ‘ Specification
"KinskicHe BR3IHageRHA 95,0 = 105,0 % ypcodeokeHxONieB0i KHCIOTH BIAY
3AIBTEHOT KUIEKOCTI.
¥ Assay 95.0 to 105.0 % of ursodeoxycholic acid of label
claim.
3ammukosi kinxoeti opraniguux | Crupr isonpesninoBuit ~ se Sinsate 5000 ppm. | 2144 ppm
9 PO3YHHHHKIB
-Residual'solvents Isopropyl:aleohol - NMT 5000 ppm. 2144 ppm
‘Mikpo6GiosoriuHa ynucToTa 34raimbHa KiIBKICTL aepobHMX  MIKpOOpPraismin
(TAMC) — ne Ginpwe 10° KYO/r: <50 KYO/r
JaransHa. KinbkicTs APDEKOBMX | TLrCeHEBHX
rpubis (TYMC) — ite 6inbwe 102 KYO/r. <10 K¥O/r
Bipgyrhicrs Escherichia coli’s 1 r nipenapary. BigcyTHa
10 | Microbiological purity Total aerobic. microbial count (TAMC):
NMT 10° CFu/g. <50 CEW/g
Total combined yeasts and moulds count (TYMC): 7
NMT 10% CFU/g, <10 CFU/g
Escherichia colimust be absent per | g. Absent.

BHCHOBOK: / CONCLUSION:

TpoayxT BHroTOBNEHE, YHAKOBAHO T8 NPOAHANIIOB2HO AMIHO 3 BHMOTMH peECcTPauifHOTO TIOCRIAYEHHS,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

TAEIGAPH

AT
: ; ’ o— eHTwdkauiiHuA
Bianosizec cramaapras Ta BuMoras GMP. Ceprnisar Ne 009/2020/GMP Fon 20075881
It complies with GMP stanidards:and requirements, Certificate No..005/2020/GMP
Tiuensia ua-BupoSHuaTBe: MKApCEKHX 32c06iR: Cepix AB Ne 598054
Licence for medjcal preducts:production: Batch AB No. 5538054

114 9 320317Y10, b HaBEcHA Buime-HGIGPMALLia € A0CTORIPHOTO Ta TouROL, (110 cepiio NpoayKuil 5yA0 BUPOGNCHO. (BKIIOEIONH NaKYBAHHA/MAPKYBAHHA) Ta
DIpOBCIcHO XOHTROM, i aKoCTi Ha BHILesatEANeHi Ainkum y noswill sianosintocti 3 sumoramu GMP, acTanosnenkna micicaaM PCEYRATOPHHM OPranod, a
Taxox BEANDBIHO Mo TOENGIKAN}H, mo MicTaTECH ¥ péecTpaniiinony nocke aGo ToProsilt mieRsil KpainH-BHpoBiuKd 460 kpainH-iMmopTepa, AKID APOIYRUND
IMTIOPTORANO,:460 y JAacke. cnendiianili va npenapat i HOCNLLKYBAHOTO Rikapcsxoro 3acoby. [IpoTokonM BMPOBHALTEA, Naxysakua Ta awanisia Syno
HCPETIAHYTO T2 BCTHHORIEHD BiNOBiARTCTY, GMP, ’ - ‘

Iherchy.confimthat the above montionied information is authentic.and accurate, This batch of the product was manufaciured (including packing/marking) and ity
quality ¢ 1 was getformed at the sitd meritioned above in-full concordance with the requirements of GMP imposed by local regulatory authority as-well 35
ac¢ o the specilications inclided in the registration dossier G the trade licehoe of a manufacturer cdiintry or importing country if the product was imported,
orin the dossicr of product-specifications for the examined drug:product, The protocels of manufacturing, packing and-analysés were reviewed and-approved in
complying with- GME.

2 .Lﬂﬁc‘.’l_’.ﬂ'l‘;olﬁ'em BKS | Hauaniuuk BKST YoorHOBaXEHa Ocoba
€ Lab In-charge QCHead Qualified:Peison

TMinouc/Signature: 0%‘/ : i C}ng’ - . (}'\\'M (v/;ff&ﬁmﬁ”?( i
Nara/Date: Jo—/ﬁ{,/‘,g/ ’D/sz/:i.r \0\“5\9" —f&?/éf’c’fﬁ/o@"/

FP/0143/2) . Crop./Page Ne: 2 3/0f 2
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KnYscnxa dinin

TOB «Kygym apu»

Vipaiwa, 02092; . Kus,
Amiariincexa, 58

Byn.
Tesn.: +38{044) 495-82-88, daxc: 495-82-87

(o]
- TOB «Kycym ®apm»
_ Vipaina, 40020, m.Cymu, syn.. Cxpxﬁma, 54
' Ten.: +38(0542) 7746-10, bage: 77-46-11

J x> Qi (/7 [ éf EACCr Ry 6&9\5{7?

Hasea npoaykry: VKPJIBE®, rabnersu
Nénie of product: UKRLIV®, tablets
Cuna aii: Ypcogidokcnxoiens xenoTa — 250,0 Mr
Strength: Ursodeoxycholic acid — 250.0-mg 4
Cepist Ne/ Batch No.: SUA1003 _Posmip ymaxosku / Package size:  Nel(0 (10x10)
Peecrp. Ne / A.RNo:: FP/0144/21 Tun ymaxonkn./ Pack type: Buicrep / Blister
Poamip:cepii/ Batch.size; 300 000 1abitab | Jata mprorownenng./ Mfg, date: 02,2021
Kin-rs ymaxosox / No. of packs: 3000 Tepumin npugarnocri/Exp, date: 01,2024
Kpalua / Market: UKR
Peccrpauiifue nocsinyenna Ne: UA/11750/01/01 TépMin i o/ valid 16 15.09:2021
R fistration Certiicate No.:: ' e '
‘Ne n/nn Haspa anayisy Creniigpixauis PeayisraTiv anaiity
Sr. No, Test name Specification. Test tesult
Oniic. Kpyrni, Asoomykni tabnétxy, 6ifioro xomsopy, | Binnoriaue
ruaneHpRia 060x Gokis.
L Description White circular biconvex uncoated -tablets plain on ‘Complies
both gides;
Inesrnicauis Yaén  yrpuMysaHH®  OoHOBMOTO mixa  Ma | Binnosinae
xpommrpamx BHMPOGOBYBANDTO posauny |
posduny nopmuxnﬂx, OTPHMAHHUX TPH KiMBKICHOMY
2 BU3HAYEHRI, noBAtni 36itaTics:
Identification In the Assay, the:retention time of principal peak in | Complies
the sample solufion should ‘be similar to the
retention time of standard solution.
Onﬂopmmcrs AO3ORAHAX BinuosifaE BHMOrak Bignosinae:
3 [:50:3011) 8 , _
Uniformity of dosage units Conform to requirements. Complies
Crapaiers He Girsue 1,0 % 0.05%
4| Edsbitity Not mare thas 1.0.% 005 %
. | Posnananna He Ginsue 15 x8 554 oo
. Disintegration Not more than 15 min 4.min 4 sec
Posuunenus He Menue 75 % (Q) 32 45 xs 98 %
8 | Dissolution Not less than 75 % (Q) in 45 min 98 %
Cynposiji iomirxy | xeuodeorcuronicsa kuciona ~ ve Ginse 1,5 %; ‘He sitiineno
6)ydb-aka uia domiwnka — e Giistite 0;5 %. 0,394.%
dyid Qpwitox — 8 Ginnnie:2,1 %. 0,394 %
T | Retated sibstanicss Cheriodepxycholic acid < 1.5.%; ND
Any. other i lmpnnty <05 %. 0:394 %
Total impiirities <2.1 %, 03394 %
FP/0144/2] . Crop./Page Ne: 1 a/of2
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Kueiscpxa dinin a d " TOB «Kycym @apm»
TOB «Kycym Dapm» Vkpeina, 40020, M.Cymu, Byn. Cxpxﬁma,- 54
Vrpaina, 02092, u.Kunis, Ten.: +38(0542) 77-46-10, iase: 77-46-11

syn. Aumaricixa, 58 o o N e-mail: infol@guRiiflionn
Ter: +38(044) 495-82-88, dpaxc: 495-82-87 m Pharm Wi N

Nen/nn Haiba ananisy Crenuipixanis
Sr. No. Testname Specification.
Kintxicue BH3HAYCHAS 95,0 - TUS;0 % ypcohgokcixoniesoi kucnorn Bin
_— SRABNEHOT KIMBKOGTI.

Assay 95.0 to 105.0 %. of ursodeoxycholic acid of label
claim.

Sammukosi ximbxocTi opranignsx | Cniupr isonponinosuii — ne-Ginsute S000 ppm. 2318 ppm
PO3YMHHHUKIR

Residual solvents ISopropyl alcoh6! - NMT 5000 ppim. 2318 ppm

Miipobiosioriysa uncrora Sarampna ximsxicrs aepobumx Mixpoopramismis [ 0
(TAMC) ~ ne Ginpure L0°KYO/r. <50 KyO/ir
Saranbha xinsxiors IpbemKopEX | nuiceHmesnx |
rpubie (TYMC) ~ ne Ginsme: 102 KYQ/r: <lOKYonw
Bincyrsiers Escherichia coli 81 r npenaparty. Bincyrns
Microbiological purity Total aerobic microbial count (TAMC):
' o NMT 10° CFU/g. <50 CFU/g
Total combined:yeasts-and - moulds count (TYMC):
NMT: 10> CFU/g. , <10 GRU/g
Eschérichia coli- must be absent per 1 g. Absent

10

Hponykr suroToieno, ynakosano Ta NpeaHanis0BaHO arigHo 3 BHMOraMH peccTpaliiiHoro nocsinyenns;
_ Thé:product is manufactured, packed and analyzed as per requirements bf Registration: Certificate.

Binnosinae cranpnapranm Ta:BuMoraM GMP. C@PT_I,!!’?}MT MQONZOZW GMP-

It corplies with GMP standards and requitements. Certificate No..009/2020/GMP

Tlinéwaia na inpobrmirso nikapesiux 3aco6is; Cepin AB Ne'598054

Licence for medical produets production: ‘Batch AB No, $98054

Ll 8 3acRinuyno, o naaclicia sanjeingopmanii. ¢ AocTosipsola. T8 10MHoI0. Lo bepis npoRyxitiF 6yp0; mupeGneno (skmonasoun nAKySMRA/MAPKYRAKAT) Ta.
lipoBenoHo. KORTPORS 1Y Akoicri. wa. wiiuésasuatieni aliuuinly nowsilt siznosiinoéri 3 milioratin GMP; BeTaHORISHIMN MICTISEANC PeryINTOpHIM SpFRiGM, &
ko sianosio i caeun dixauill o MicTaTsca y-prcoTpanifinomy docse a60 Toprosiit muwsil kpaliw-anpoBHIKa 460 Kpaln-iMmoptepa, xiuo NPoAYKL0
Iunoprosano, afo’y pocse cilctmdikauifi #a npenapat mix HocALLKYBRHOTO JiXapeaKoro 3acoly, TIPOTOKGIN BHpOGHLIAS, TiaKYBAHHA T4. Aanisis Gyno
NepernsHyTO Ta-BCTAHOBNERO sinnosimricTs GMPR.

1 hareBy confirm that the:sbove meniioned information is.atthentic and accurate, This baich of the prod ‘f',was:mnummmd.(indwiug-.pmﬁhg}mmm@ and its

quality control wasperformed at the site mintioned dbave in Ml concordance with the requirements'of GMP imposed by local segulatery authority:as well as
aeconding 1o fications;inaluded i the. t Sehic poHe:

s trade licenice of a ménufacturer country or importing couniry If the prodiict was impofied,
it. The profocols of manuifactuting, packing and analyses wete feviewed iind dpproved‘in

‘complying waGMP

*445. naGopatapicio BKA | Hasamiax BKA Ynogiosaxena ocoba

s

ZQC Lab In-charge QC Head Qualified Person

Tu"a/Naitie:.

<SG (hw ?szwwa%

Thipfiac/Signature:

JHata/Date: | ,/a/gg/‘g/ | rO/oﬁjﬁu \O\Q\J) d’ﬁ’é/d—/f(

FP/O14421 - Crop./Page No: 2 /ot 3
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;Kmacmca i

TOB «iyeyns tapms
Yepaine, 02092, v Knin;
By Anmnrencoys, 38

Tos: +38(044) 495-82+88, thac: 495-82-87

a

TOB «I{vcym mapm»

Vipaiua, 4(}070 o Cyam,, syi, URpac
Ten: +38(0542) 77-46-10, (bzlhc. 77-46 il
esmail plant@kusunyug
www.kusum.ua

/C'M#m Tharm

| Hassa npoaykcry:
Name of product;

“YKPIIB®, rabngrion o 2'50-‘:&1_1*

i’ nii*
Strength:

'UKRLW@ tablets 250 15

Cepia N/ Boteh Ni.

fSI}A.ED 3 5

l?.o:’.g\_aip ynamsxn.f?ackage size:  Ne10O (1010

FP/0868/22

“Tinmymaxoskn / Pack fype: Brictep / Blister

Posmip cepii/ Bateli sizet.

300:000a6/ab.

11,2023

Mt Butoromnieni / Mg, dates

Kin-rs yuzxonos /- No; of packs;

3000

102025

Kpaiua.i Market:

| Tepmiss npmrarsocr / Bxp. date;

UKR-

Peccrpanifine noesiensin Ne:
Registrition Cettificate No.;

TEpMIE-AL; Heobrexen i

Uﬁ]’-i‘?SQ’,fQi] t# _unlimited validity

™ n/n ' Haznn: Andniy
Sr. Mo, Test niime

Cheipaipiicanis

?eaym.m?n nuanisy
Bpeciication '

Testresull:

- One

Descripipn
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