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i Product / MpoaykT, . GASTROLACT. capsules, 18 capsules in a blister, 2 blisters 1n a box / |
T - TACTPONAKT. Kancynu, no 1% xancyn y 6nictepi, no 2 .Bnictepy 8 xopodui
' Batch number / Cepin No . 750WK3152

_Quantily in a baich 7 KinekicTs NPOAYKUIT B Cepil

.28 798 packages / yNaxoBok

Manufaciurin

g date / Qata BUpoBHIUTEA

February / MoTian 2023

. Expiry date / TepMin nprnaaTioeT]

February / worun 2026

—

Name,,iocath;rn address, license number (
production stte and Guaiily control / Hassa, agpeca
E_gnpoﬁﬁqui AINbHALL | KOHTPONIO SKOCTI:

_Testing standard / CvannapT vecryearnn

CMCLEIHAXOAREHHS,

GMP} of the

HOMED NILeH3iI ‘Qapmacande ux.,

2T4 Kawnags. Nige

(GMP)

Fharmascience Inc., 6111 Royalmount Avenue
274, Canada / License Na,100241-A |
6111 Poanmaynt Asewmo, 100,
Raist Ne 100241-A .

; USP, 0 House / ©apmakonesn CLIA, meTonnkn BUPODHKKA

100, Monireal. Quebec HaP
Mowpeans. Kasebex H4P

Test/ Tecr

Specification / Cneundiralia

Result/ Pesynbrar

Method / MeTroaq |

Description / Onue

Cream-colored gelatn capsules, filled wWith fing white

Conforms / Bignosinac

Visual / BizyanbHo

powder (variations to ivory are possibie, individual darker
granules. may be present) / Kenartuiosi Kancynu
KPEMOBCIO KONLOPY, 32n0BHEH! ADiGHNM NOPOLKOM Binoro

MOXINBa HARABKICTE OKPEMUX. Difibll TEMHUY fpanys

KONbOpy (Mosnusl Bapiauil no KONbOPY CriOHOBGT KiCTKiA,

Capsule weight/

| Kancysm

407.Q mg/mr = 10% 409 mg/far USFE, m Mouse /
Bara Kancynu (366 mg/mr - 448 mg/ur) GCapuaronen CLUA. |

y . MeToanKa BUDODHUKE |
Weight of the capsuie | 345 0 mg/mMre + 10% 347 mgirr USP, in House / |

-contents / Bara smicty! (311 mg/mr ~ 380 mg/mr)

@apmakones. CLUA
_MeToAnKa BUpROOHUKE

| bacteria / lnenrudika- |

Identification of
Lactobacilus acidophifus

1+ Lactobaciltus rhamnosus

Streplococcus thermophifus |
Lactobaciflus defbrueckii subsp. bulgaricus

WiR Bakrepin

The medicine must contain 7 Tpenapar nosnnen e

Conforme / Bianoeinae mn Houdse {AP| and
AFLE}
MeToanka supctinmka

{APl i AFLP)

Assay of simethicone.
! KinexicHni smicr
CUMOTNKORY

25,87 mg/capsule / Mrikancyny 1 5%

(24,58-27,16 mg/capsule / mr/kancyny)

“24.65 migicapsuie

Tn House / Metoanka |
Mrirancyny |

BUROOHUKA

"Assay of bacteria J

»eay NLT / He menws e 10"'C'¥:Ufg'f KYOlr
KinbKitTs Gakrepii

n House / MeTonns |

30 CEUg 1 YO
BupotHka

Microbial limit tests [ Mixpobionoriana WicTora

Totai asrobic viable microal count /

1 MUTTE34ATHUX MIKDOOPrAMIIMIE (TAMC)

<1 x 10" CFU/g 7 KYOQrir

3aranbka KiTBbKICTE aepahHuy

Total yeasts and molds count [ 3aranera | <1 x 10° CFU/g 1 KYOir

A0 CFU /KYO/r]  in House / Meroauka

BUPOOHUKS

8 CFU/g/KYO/r]  InHouse / Metoauka

KINbKICTs AP TS AAicHABW (TYMC) o N | | BUDODHKE

E coli Absence in / BiacyThicts 8 10 q/r Absence/ BiacyTni EP/C® 26,13

Saimonella sp. Absernce in / BincyTtHicts 8 10 q/r Absence/ Biacyrtai | USP/ ©apmarones CUA

Pseudomonas AErIYiNnoss Absence in / BiacyThicTe 8 10 gir Abisence/ Bigcyrdi | USP 7 dapmarones CLUIA |

Slaphylococcus aureus Absencea in / BiacyTHicTe 8 10 g/t Absence! Biacytai | USP / Dapmaxones CUIA |
Conclusion: GASTROLACT capsules, 15 capsules in a blister, 2 blislers in a box in vials fully compliant (0 the In House standards,

lemporarity siore the product at temperatures not exceed)
ANA JiTed micul nipu Te
T3 TAM4acoee

u 3Bepira

HHR T2 TpaHCNOPTYBAKHHY!
ldren at temperatures fromi 2 to 8

°C. Transport by alt t
ng 30 °C. for a total
MNEpaTypi gif 2 ao 8 °C. Tpascnop i '
3Bepirannn npogykry £

Certification Statement- | hereby certify that the above information is true and correct.

packaging / labelin
authority, as wetll
protocols have be

-88 in accordance with the

+

pi

ypes of reofed transport,
of not more
TYBaTh BCiMa BRAAMK KDUTOTO TP

full compliance with GMP req
Specifications. contained in the registration
en revised and GMP compliance established /- 3ansa npo cepmudhixa
IRDODMALIA € ROCTOBIPHOK | TOUHOK, Lia ce

{ ‘ 8 DPOAYKUST Dyna BUpoBnena (BKnuaiouy YRaxoBKy/ MapKyBaHHs)
ff AKOCTTI B NOakii BIANOSIAHOCTI N0 suMOr MP

“; No 135 kancyn y Bnictepi. no 2 onicTepy B

it is allowed to transport and’
than 30 days / 36epiraTu y HEAOCTYIHOMY
aHCnopTY, AONYCKAETLCH TREHCNODTYBaHHS

s series of progucts was produced-
uirements, established by
dossier. Production. packaging and analysis
HI0. U -5 NIATBEPAXYIC, W0 HaBeasHa Bn e
REBLEE NEHWI KOHTPONE

TOPHUM  ODTraHOp-BnSF o Y EINANOBIAHOCT! 30

(inciuding
the local regulatory

cneuugikauiamm, 0 MICTATLCH B peecTpalivuomy 1 b4 a@ﬁggﬁe{*emnwﬁ i
BCTAHOBNEHO BIANOBIAHICT OMP. A e A

Authorized sipérvisor of the Quality Coritrol
S NoBHOBakeHa 0coba sinsiny Konrtpono ax

.
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