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. o Certificate of Analysis / Ceprudblxar sxocyiNo 3054697637458

'. Pméﬁct ! | 1 pms-Ursodiel 500 mig coated tablets Ne 50 (10 % 53 in blisters /
_Npoaykr: - nMc-Ypoonion TabneTsy, BrOUTI 0BONORKSI0 MO 500 Mr Ne 50 (10X 5) y Drictepax | jE
- Registration Certif c:ate; PeccrpauinHe Nocaiguenus Ne UAJO555/01/02 of 1 8in 30.08.2019; | i
Valid tti!f'repmm Bit A (il unlimitéd fegssirat;ﬁn 1 ie no: De3cTrokosg: p&ampaam Sk
“Ratch number / Cepia Ne | 7837458 o
Quantity inabatch/ i{;rszlm npOAyRdi B Cepii 0 1 7855 pafskages / ynamaox
Manufacturing date / JataeupcBuuiitea 1 OB.2021.
| Expiry date / Tapmin nowdarsocti | Tos2008 -
| Name, location addrass, Hicense number {GMP} of the Pharmascience. e, 6111 ﬁaya mount Avenue, 1{;}0 Montreal, Guebec HAP 274,
| p;‘{}{jgg{g{}n site and quality control / {-Canada / @apmacam—;e Inx., 8111 Posnmaynt: ﬁ\aeﬁm 100, M{zﬁ;aeanh Kaetﬁeﬁ 1
-Hassa, agpeta WiCleaHaxoRKeHHs, HOMED. nilgHal | H4P 2T4, Kanapa. i
(GMP) 8rpoBuuyol AinbhAL | konTpoNlo sikogti: | Hoense/ Tliuensis No100241-A e
-Tesimg star;{iardlflmﬂaap? TecTyBamHg .USP EP in Hauaaf@apmamneﬁ GLUA, Ed? METOAVKY E?‘Ip{jﬁ}-{m{a 4 f
Testffec*r . 3pecif|caizamCneﬁﬁq:m{aﬁ;s  Result/ Poaynbrar : : Met?xoti i Mem,u |
;Bem:nptlcﬂf | j_-'-Wh;ia elhpziaa blcanvex coated | White elliptical, biconvex, E}rgaﬂefeptﬂ:! |
el onue ‘tablets, with 2 black inseription "UR - “coated ablets, debossed. | Oprasonsntudsii
' | 500" or debossed 500" on vne side 500" onone'side and “PT |
1and debossed “P ot amm{h on the | on the other / Biforo
1 other ./ Binoro xonsopy erinTuuni “RONLORY eninTIuMI
tasvonykni tabnerit,  sepan -ABOONYKAL TabHeTRY, BRpWTI]
| obonoxkoio, 3 YOpHUM HancoM «UR | oBononkoios asaﬁﬁmﬁm |
1500% abo 3 sinbutkom «500» 3 [ «500» 3 6aH6re Boky Tas o
{oauore Doky T2 3 s;,aﬁmmm «P» | BiabuTKoM «Py. iniucro.
N e 1880 ThARKE 3 IRoro. 1. o - 11
1-identification / iRT caﬂfnrms to that of refereme - _-.Ca;}}‘ar‘_hﬁﬁ-f_,ﬁ%,qnc’;‘ﬁfgzae. : PMSLC 509 USP / o
1 ipentaddikatin Istandard -~ f . Yaes yTpUMBHER | - | ibapmam}rzea ClUA <621 -1 {1
L Binnosinae TaKOMy And GranpapTy. | 1
|- Assay of ursodiol f | 475-524: mohtablet/ wr/tabneTey 13 501.5 mgiablset / ] PWESLC 5&9 i
| BuicT ypcopiony 1:(95,0-108,0% of labeled amount / farfrabnaTky UsSe /
L o U B KALKOCTI, BKa3aHol Ha ynakoaul) ey Dapmaxonies CLUA B2 |
- -Umfarm;ty of de}sage ~units -1 Meets the requitements / Conforms / Bianosingae | usp / |
|- OawopignicTs foscsannx ogunnue. | Binosigarti sumaran. | | 1 dapmakories CLIA <g05> | |
L ,w NMT ] AV e Binbwe 150 b 2 22% PMSLC-508 1 |
3'_-,Dwﬁaiutmn?Fazqnﬁemﬁ 12 80% (Q) in / 3a 45 minutes: il 80% PMSLC-512 1
1900 mi of saline soluticn simulating such Jxammm | 1 1 Lsp/ _E
fluid - in the intestine {with{:su’{ g}ancreatan}_.j '-:(acce;:;tance oriteria 7 xpmspz; 1 dapmaxones CLUA <7111 ¢
pH B0, 37°0. app2, 75 rpm 900 w1 li-'.-tipnmamaafm 3IAHG USF’ <7115} 1 |
| ConbOBOre  posduHy, Wo iMitye Taky | i
L oplavny. 8 RuLKIBHIKY {Ges- fiaHRpEaTUHY) | +
1pri 80,37 °Canapar2.75.068/x8, {1 i i
| Microbial limit tests /. -_Ths %e&i is nuﬁ wutme {ta dc} nnce a year}f | A"
| Mikpobionoriung ywcroTa o 1 TeCT RE € PYTHHEIM, n;}aao,qmbcﬂ OAMHE Da3 HE ik 4
Total viable aerobic mzcmbiai count i _-SNM?EHE_ Binswe 10°CFUG Y E{yﬂ}zr Cﬁﬂfermsfﬁi,an At
|Baranura HirskicTs - kuTresnaTHax | | | -
| depobinx mikpoopraniamia. {TAMC). o | 10y
| Total yeasts-and molds count/ 3aransia jN’MT:;3'."Héf-Sihi;;';is'é-”i(}zﬁ#iéig-’!ﬁ’?‘ﬁ?%—’ Canmrmsfﬁm
| KinskieTs npbkaxis Ta anicHsaw {TYMC} §E
L E.coli | Absence in1 gf%—te Aanycgaemcﬁ BAr Absancef&;;c NG A i
‘Conclusion: pmsﬂur&a}dwl 5{3{} mg ca&ied ablets Ne 50 (10 x 5} in Dhisters, fal v compliant o the In% %!'ﬁ- v e e qutrements:-. Gt iE
the US Pharmacapﬁa;a and the European Pharmacopoeia iﬁmcmmx nmc-cha,man Tabnetis, BEDIATES '\'; ;' i ,‘ Qe aif AT Ne 5O {10 x5y e

y BrigTepax nosHIcTIo BinnosinAnTL cneurdbikaLil supobHika Ta Busioram Caponelicsrol {bapmax@ﬂa; Ta CaWaLlls a T:e
. -Celification Statement: | hereby certify that the above information is true and correct, This series of pmducts was prﬂﬁ%uced fintluding
packaging /1 abﬁimg) and quality control was ¢arried out i ll compliance with GMP requirements, established by the focal reguiamryi
authorily, as well as in accordance with the specifications contained in the registration dossier, Production, pack&*gmg and anaiyma protoeols
have been revised and GMP- cam;}itame esiablished/
3adasa npo ceprrdikalie’ WM 7 FATBEDAXKYID, WO HaBeAeHa siile :Hcpﬂgmaum 158 ,zzacma;;}ﬁam | rourow. Lig cepif npm,aymz: ﬁyna_
BUPOGNEHa (BRIKMAKYM YhakoBky /- MEpRYBSHHA) | BPOBEAEHD KOHTPONL 1T AKOCTS ﬁDBHEH SANOBIAHOCT] 3 Bumorami GMP, serancenesumy |
Micuesdm perynsTopHsm QDIHHGM - TEKOXK Y a:;;ﬂﬁﬂrﬁ%mf 3 Gneumdatxaqsﬂmn s Y "m*fhcﬂ B RECTDALIRHOMY. g&fzbﬁ Tiparokor |
BupobHalTES, YriaKkoBK Ta aHanisia Synu MGPErNsIHYTI. i BCTAHOBNEHO sz,anas;g:zmm A F’i’g {

Authorized sﬁpemser of the Quahty Cﬂntz‘oi Departmentz __ o "
_.ynaaﬁoaameﬁa acaﬁa azmmy Kamgcmm AKoCTi- e S




