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__Certificale of Analysis/ Ceprucikar sakocti No 20230117-750WD1789
Product / MpogykT: | YOGURT capsules 2 billion active cells {CFU), 75 capsules in bottle/ |
L s UOTIYPT, xancynun 2 Mapa akTnenux knitud (KYQ) no 75 kancyn y donakoHi t
' Registration Certificate/Peectpauinqe Nocsiadenta Ne | UA/17496/01/01 of/ain 22.07.2019; |

Valid till /repmid ail Valid until: / flie no: 22.07.2024

Batch number / Cepia No N | 750WD1789 »
' Quantity in a batch / KinpkicTe npoaykuli 8 cepil 103 067 packages / ynakoeok -
| Manufacturing date / 1ata eupobuuursa 12.2022
- Expiry date / TepMiH NpuaaTHOCTI 12.2025

. Name, location address, license number (GMP) of the | Pharmascience Inc., 6111 Royalmount Avenue, 100, Montreal, Quebec |
- production site and quality control / Haasa, agpeca | H4P 2T4, Canada / ®apmacaunc IHk., 8111 Posnmaynt Asewio, 100, ;

MICLIE3HAXOMMKEHHA, Homep niyexH3it (GMP) | Monpeans, Ksebexk H4P 274, Kanaaa. j
BUPOBHUYOT AiNbHULI | KOHTPONID RKOCTI; License/fliuensia No 100241-A |
Testing standard / CraxpapT 1eCTyBaHHs | USP, in House / ®apmaxones CLUA, MeToauKu BUPOOHUKA
Test/ Tecr Specification / Cneyudikauin Result/ Method / MeTon
| PeaynsTart )
Description / Cream-colored gelatin capsules, with fine white powder (possible | Conforms / Visual / Bizyaneho
Ornuc variations in ivory color, separate dark spots permitted) /| Bignosipae
HKenaTuHosl Kancynu KpPeMOBOrO KONLOPY, HANOBHEHI APIBHWMM
NOPOWKOM DINOro kensopy (MOXIIKEI Bapiaull 40 KONLOPY CNOHOBO!
KICTKW, MOXNUBA HARBHICTL OKpeMux Binbil TEMHUX TpaHyN;. _
Gross weight/ Bara kancynu 366-448 mg/mr 407 ma/mr | MA-018 USP (Modified)/
Nominal weight / HowminanoHia sara 4070 ®apmarkonest CLUA
mg/mr__ ___(mogwcpikoBaHa)
Net weight / Bara emicry kancynu -311-380 mg/mr | 345 mg/mr | MA-018 USP (Modified)/
Nominal weight / HominaneHa sara 3450 dapmakonen CLUA
) ma/mr (MoaunchikoBaHa)
Authenticity of bacteria / The medicine must contain/ flpenapat mae | Conforms/ APl AFLP
ABMEHMUYHICM MICTUTI. Bigriosinae -!_
Gaxmepid Lactobacillus acidophilus i
- phenotypic identity / ¢cheromunivui Lactobacillus rhamnosus
O3HEKU Streptococcus salivarius subsp. thermaphilus
- genolypic identity 7 eeHomuniupi L actobacillus delbrueckii subsp. bulgaricus
03HaKU
Total Bacteriological Count/ NLT/ He mexwe 2x10” CFU/capsule / More than/_ MA-003
Kinekicte bakrepin - KYO/xancyny Binbwe2+10°
CFU/capsuie/
KYO/kancyny
Microbial limit tests (contaminants)/ Mikpo6ionoriuHa 4ucToTa (KOHTaMiHaHTH)
Total aerobic microbial count (TAMC) 7/ | <1 x 10" CFU/g /KYO/r <50 CFU/g / KYO/Ir | MA-004 (USP Modified)/
3aranbHa  KinbKiCTb aepobHux | (Papmaronen CLLA
MiKpOOprasiamia MoaudikosaHa)
Total yeasts and molds count (TYMC)/ | <1 x 10° CFU/g /KYQOIr < 25 CFU/g 1 K¥O/ir  [USP/ ®apmarones CLUA
3aranbHa KifbKiCTe AphkakKis Ta rpubis :
E. coli Absence in 10 g /BigcyTHis 10 1 Absence / BigoytHi USSP/ @apmakones CLUA
Salmonella sp. Absence in 10 g /Bigcytais 10 1 Absence / BigcyTHi USP/ ®apmakonen CLIA
Pseudomonas aeruginosa Absence in 10 g /Biacythi B 101 Absence / BincyTHi USP/ ©apmaxones CLLUA
Staphylococcus aureus Absence in 10 g /BipcytHie 10 r Absence / BincyTHi USP/ Qapmakones CLIA

‘Authenticity of bacteria = this control indicator does not apply to the finished product, the test is performed on monocultures before
the stage of cuitivation / 'ABTeHTUUHICTL BakTepin — el NOKA3HUK KOHTPOMIO HE JACTOCOBYETLCS /10 rOTOBOIQ MPenapary, Nepesipka
NPOBOAWTLCA HA MOHOKYbTYPAX Nepes CTaficio KYNbTUBYBAHHR,

Conclusion: YOGURT capsules 2 billion active cells (CFU), 75 capsules in bottle fully compliant to the In House standards, and the
requirements of the US Pharmacopoeia / Bucxosok: UOTYPT, kancynu 2 mnpa aktvesux knitvud (KYO) no 75 kancyn y onakoH!
Bignosigae cneuwdikaull supobruka, sumoram ®apmarkonei CUIA. / Certification Statement: | hereby certify that the
above information is true and correct. This series of products was produced (including packaging / labeling) and quality control was
carried out in full compliance with GMP requirements, established by the local regulatory authority, as well as in accordance with the
specifications contained in the registration dossier. Production, packaging and analysis protocols have been revised and GMP
compliance established / |

3axea npo cepmu@ikayiio; UMM 8 NIATEEPAXYIO, WO HasegeHa BuLe iH(opMaLla € AoCTOBIPHOW | TauHow. Lia cepin npoaykuil 6yna

BUpPOONeHa (BKMOYAHY YNaKoBKY/MapkyBaHHA) | NPOBEAEHWA KOHTPONb ij TR BHIM BignosigHocTi Ao smumor GMP, wo
BCTAHOBNEHI MICUEBUM DPEFYNATOPHUM OPFaHOM, & TaAKOX y BIANOBIAHOGAZ &P Chelmihing H, ] CHA B peccTpauiiHomy
Aoceke. TpoTokony BMpoBHUUTEA, YNakoBky Ta aHanisis Oynu nepernsx & y it »
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JEPXKABHA CJIYXFBA 3 JIKAPCHEKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCBKIU OBJIACTI

npocrnekt Banepis Jlobanoscekoro, 51, m. Kuis, 03110, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
Npo SIKICTH BBE3¢HOI0 B YKpaiHy JiKapchbKOro 3acody

19.05.2023 Ne 22580/23/10

HOI'YPT

(HaliMeHyBaHHA JTiKapChKOTO 3acoby 3TiIHO 3 peecTpaliliHUM TTOCBI TIeHHSIM)
Karcyiu 2 Mapa akTueHax kiitud (KYO0); mo 75 xanceya y ¢guaakonax

((popma BumycKy, 103yBaHHs, BU NAKyBaHHs JIIKapCBKOTO 3ac06Y)
Homep peecrpauiiinoro nocsiguenns UA/17496/01/01 crpox xii peecrpauiiinoro nocsinuerns 22.07.2024
Cepis nixapcskoro 3aco6y Ne 750WD1789 KinekicTs BBe3€HOTO JTikapchkoro 3acoby 7872

BupoGuuk Dapmacaitac [ak., Kanana

(HaliMeHyBaHHA BUPOOHMKa NiKapcLKOro 3acoby, KpaiHa MOXOKEHH)

Bge3seHo B Ykpainy Hiﬂ;HPHEMCTBO "®apmacaiinc Yxkpaiua Iak", inent. xox: 22900900

(HaliMenyBanHs Ta koj 3a €IPTIOY ropuanunoi 0co6M a6o Npi3euINe, iM's, IO 6aTHKOBI Gi3UUHOT
ocob6u - mianpueMud, ii MicIle POKHBAHHS Ta peecTpalifumit HoMep 06TiKOBOI KapTKH IUTaTHHKA
MOAATKIB a00 cepis Ta HOMep IacropTa)

IIpoTokon BisyansHoro kourpoaro Bix 18.05.2023 Ne 1477/6.

3a pesynbTaTaMH JEPXKaBHOIO KOHTPOTIO BCTAHOBIEHO, IO JTKapChKUM 3aci® BBe3eHO B Ykpainy 3

AOTPHMAHHAM BHMOr 3aKOHO/IABCTBA LOI0 326e3MIeYEHHS SKOCTI N1KapCchKUX 3aco0iB.

Ipuna ITAJIAMAP

(ixiiany Ta npissuie)




