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Certificate of Analysis / Cepruchikar axkocti Na 20230315-750WK3152 8ig 15.03 2023

| Product /TipoaykT T GASTROLACTY Capsules, 15 capsules in a blister, 2 blisters in a box / ‘
: ' TACTPOINAKT. xancyrum. no 15 kancyn y Bnictepi, ne 2 Gnictepy & sopelui
 Batch number / Cepia Mo . 7B0WK3152

Quanily in a baich 7 KinexicTs npoavruii B cepiy i 28 798 packages / yNakoBok
. Manufaciuring date ! [laTa upobuanuTtea February / Tioten 2093 -
 Expiry date / Tepmid npraataocT February 7 Niorunr 2026

i Name, location address. license number (GMP} of the | Pharmascience Inc., 6111 Royalmount Avenue, 100, Montreal, Quebec HaE

| production site and quality control / Hazsa, agpeca | 2T4, Canada/ License No.100241-A :
| MICLIE3HAXOREHHA, HOMED  nileHsi (GMP) | ®apmacaiine nk., 6114 Podanimaynr Asewmo, 100, Motipeans. Keebex H4P

| BUPOSHUIOT AiNbHuL | KOHTPOMK FKOCTI: 274, Kanags [Nigenais Ne 100241-A _
_ Testing standard / CTaunapT Tecrysarts USP, in House / @apmakones GLLA, meTommka BUPOGHMKE N
Test/ Tecr Specification T Cneuqudikalia Result / Peaynbrar Method / MeTon
Descrintion [ Onne Cream-colored  gelatin capsules, filled with fine white |Conlorme 7 Bignosinae|  Visual/ BizyanbHo
powder (variations 1o ory are possible. individual darker
granules may be presenl) / Kenartuhosi Kancyn
KDEMOBOIO KONbOPY, 3RNOBHEH! ApiBH!M nopowkom Singro
KONbopy (MoxAuBI Bapiauil oo KOfILOPY CHOHOBOT KICTKIs,
MOXMHBE HARBHICTL OKPEMMX Bifibill TEMHMX fpanyn)
Capsule welght/ 4070 mgir = 0% 409 mg/frsr USP, in House /
Bara kancynu (366 mg/mr — 448 maimr) ®apuaronen CLUA.
HETOANKE BMpOGHiKa
Weight of the capsule | 345.0 mgimr = 10% 347 mg/mr USP, in House /
contents / Bara smicty! (311 mg/mr - 380 my/sar) Dapmaronas CLUA,
Kancynm METOAWKE BpODKUKa
Identification of The medicine must contain 7 Mpenapat NoBWHER MiCTETA. |G onforms 7 Bianosigae in House {API and
bactaria / lnanTudira- | Lactobacilius acidophifus AFLPY Y
uia Gaxrepin Lactohaciltus rhamnosus MeToanka supchinma
Streptococcus thermophifus (APl 1 AFLP)
Lactobacillus defbrueckii subsp. bulgaricus
Assay of simethicone | 25 87 mg/capsuie / mrikancyny £ 5% 2485 mgleapsule 7 | In Rouse 7 Metoauka
! KiftekicHui smicT (24,58-27 16 mg/capsuls / mrikancyny) tatfEancyny BUpoOHUKa
CUMBTUROHY
Assay of bacteria J NLT /He menwa 2+ 10" CFUG 7 KYOrr 3-10°CFU/g rKYOir | In House / MeToamma
KinbkicTs Gakrepin supofika
Microbial timit tests 7 Mixpobionoriuna dictoTa
Tolal aerobic viable microbial count 7 <1 x 10" CFUg FKYOn 80 CFUIg / KvO/r] In House / Metonnra
JaranbHa KINBKICTh aepobnux BHPOGRH1KE
MUTTE3AATHUX MIKDOODraHiamie (TAMC) .
Total yeasts and molds tount/ 3aransHe { <1 x 10° CFU/q / KYOir 25 CFUig / KvOir In House / Metoauka
KINBKICTb APIXKIS TA ANICHSEM (TYMC) BUPOBHWKE
E coli Absence in/ BiacyTRICTe 8 10 g/r Absence/ SigcyThi EP/E® 2R 13
Saimonelia sp. Absence in / BiacyTHICTL 8 10 gir Absence/ Bigcyrni | USP 7 ©apmaxonen CLUA
Pseudomonas semyinosa Absence in / BigeyThicte B 10 gir Absence/ Bigcytri | USP 7 Dapuarones CUIA
Staphylococous aureds Absence int / BiteyTHicTe 8 10 gir Absence/ BiacyTsi | USP 7 Daprsaconaes CLIA

Conclusion: GASTROLACT. capsules. 15 capsules in a blister, 2 blislers in a box It ViBia fully compliant o the In House standards,
and thq requirements of the US Pharm_asopoeia { BucHosok: FTACTPONAKT, Kancynu, no 135 kancyn y Bnictepi. no 2 Gnictepn &

Storage and transportation conditions / Yiosmu aBepiranks Ta TRAHCTIOPTYBAHHS!

Keep oul of reach of children a temperatures from 2 to 8 °C. Transporl by all types of reofed transport, it is allowed to transgort and
tempuorarily store the product at temperatures not exceeding 30 °C. for a fotal of not mora than 30 days / 36epiratu ¥ HEACCTYNHOMY
4ns aited micw mow TeMmnaparypi gig 2 ao 8 °C. TpancnopTysaTu sciMa BUuAamMiA KDUTOTO TREHCNCPTY, ACNYCKAETLCA TPBHCINGPTYBaHHS
Ta TemMacose aBepiranny NPOBYKTY 38 Temneparypu He Buie 30 °C, TPUBATICTIO, CyMapHa He Ginble 30 418,

Certification Statement: | hereby cerify that the above information is true and corract. This series of products was produced {inciuding

iHdopmauia e BOCTOBIPHOK | TOUHOI. Lia cepis OPoAYKUIT Byna BupoBnana (Brnkuaoun YNAKOBKY/ MApKYBaMMA) | IPoBEagHMI KOHTDOMG
i AKOCTI B NOAHI BIANOSIGHOCTE A0 BuMor GMP, o scravosneni MicLeBKM PEMYNATORMUM OPraHOM, A TakoMm ¥ sianceiiHoct 3i

cneuncbixauiﬂmm L0 MICTATLCH B PEECTpaUiiHOMY flacse. MpoToKG!u 4P t‘f?a ~YAKOBKIK Ta ananizis Bynu NeperngHyTi i
BCTAHOBNEHO BiANGBIAHICT GMP. Qs s
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Authorized supervisor of the Quality Control Department / - = oman Friedman / Paman ©piaman
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