JAEPKABHA CJIIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIU OBJIACTI

npos. Ceitimunoi Hanif, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog EPTIOV 37078774

BUCHOBOK
PO SIKiCTH BBE3€HOT0 B YKpaiHy JiKapchKoro 3acoly

18.04.2024 Ne 18296/24/10

BAJIIIUK

(nalimMenyBaHms TiKapcLKOTO 3ac0By IriTHO 3 peecTpaniHHEM MoChiA4eHHAM)
Ta0/1eTKH, BKPHTi 060.10HK010, 110 500 Mr 1o 42 TabieTku y (hrakoHi

(dopma BumycKy, [03yBAHHS, BU/ TAKYBAHHS JTIKAPCHKOTO 3ac06y)
Howmep peecrpauittioro moceinuenns UA/11259/01/01 crpox nii peectpariiinoro nocsiguenns 01.01.2099
Cepis nikapcekoro 3acoby Ne 7649833 KinskicTs BBE3€HOTO JTiKapceskoro 3acely 2396

Bupobuuk Dapmacalinc [Hk., Kanama
(HaiiMenyBaHHs1 BUPOGHIKA JIKapChKOTO 3ac0By, KpalHa MOX0IKEeHHS)

Beeseno B YipaiHy IMinnpuemerso '"@apmacaiine Vipaina Ink", inenr. xox: 22900900
(uaitMenyrants ta koz 3a E[IPTIOY 1opumranoi ocobu aGo TpisBuie, im's, o Gartbkosi Qisuunoi
0c00H - T AnpHeEML, iT Miclle NPOKUBAHHL Ta peccTpaiitHHuEl HOMEp 00NiKOBOT KapTKH MIaTHHKA

nojaTkis abo cepis Ta HOMep macnopTa)

IIporokon Bizyanbhoro kourpoao ein 17.04.2024 N 0979/1.

3a pesynbTaTaMH  JSpP:KABHOTO KOHTPOJNK BCTAHORMNEHO, LIO nikapcekmit 3aci6 BBeszeHo B Vkpainy 3

AOTPHMAHHSIM BHMOTr 3aKOHONABCTRA 1I0A0 3a0e3MeYeHHs AKOCTI NTiKapChbKMX 3ac06iB.
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Certificate of Analysis / Ceprudikar skocti No 372916-7649833

Product / Tpoaykt: | VALCIK 500 mg coated tablets Ned2 in vials / BAITUWK Tabnetku, Brputi obonoskoro, no 500 mr Ne42 y dnakonax
Registration Certificate / Peectpauiviqe Moceinuenns Ne | UAM1259/01/01 of / sig 11.11.2020;
Valid till / Tepmin git Valid until: unlimited registration / Qie no: GeacTpokoBa peecTpaulis
Batch number / Cepis Ne 7649833
Quantity in 2 balch / Kinkkicts npoaykuii B cepil 2 896 packages / ynakosok
Manufacturing date / JaTta supobHulTea 12.2023
Expiry date / Tepmin npugaTHoCTi 12.2027 _
Name, location address, license number (GMP) of the | Pharmascience Inc., 6111 Royalmount Avenue, 100, Montreal, Quebec H4P
production site and gualily control / Haapa, agpeca | 2T4, Canada / ®apmacaiHc Iuk, 6111 Poanmayut Asewio, 100, Monpeans,
MicLeaHaxoaxeHHa, Homep niueHail (GMP) supobuuvol | Keebek H4P 2T4, Kanapa,
AiNbHULI | KOHTPOMIO AKOCTI: License / Nlienain No100241-A
Testing standard / CTanaapt TeCTYBAHHA USP, EP, in House / @apmakones CUIA, €O, MeToarKY BUPODHWKE
Test! Tect Specification / Cneuudikauin Result / PeayneTar Method / Meton
Description / Blue, ceated, capsule-shaped {ablet | Blue, coated, capsule-shaped tabiet Organoleptic method /
Onwuc debossed with "VC" followed by "500" | debossed with "VC" followed by "500" | OpraHenentuunui
on one side and nothing on the other | on one side and nothing on the other MeTop,
side / Cuni npopgosrysati Ttabnetku, | side / Cuni npogoeryeari TaBneTky,
BkpuTi ODONOHKOIO, H2 OAHIA CTOPOHI | BKPUTI OGOMNOHKOI, Ha 0QHIA CTOPOHI
BiabuTok «VCx» i «500», iHwa cTopona — | eiabutok «VC» 1 «500», iHwa cTopoHa
rnageHbka abo rnaaeHsyi 3 0Box cropi | — rnaaeHbka
Identification / RT of the sample solution’s peak should conform to the | Conforms / Bignosipae UspP/
lnenTUchikauin RT of the standard solution’s peak / ®apmarcnen CLIA
Yac yTpuMansA nika poaduHy npobu mac sianoeigamy <621>
yacy YTPUMaHHS Nika po3urHy CTasAaRTY. PMSLC-0748
Assay ! KinekicHui smict | 475-525 mg/iablet / mriTabnetxy 503.5 mg/tablet / UsrP/
(95-105% of labeled amount /Big KiNbKOCTI, BKa3aHOT Ha mr/TabneTky Papmaxonen CLUIA
ynaxosyi) <621> PMSLC-0748
Uniformity of dosage Acceptance criteria / Kputepii npuansTHocTi arigio USP | Cenforms / Bianosinag) USP/
units /|  OpHopigaicTs | <805> Papmaxones CLUA
A030BaHMX OaHMHKUUL Meets the requirements / 3a00BONLHATA BUMOTaM 1.9 % <905>
AV < 15,0%
Dissolution / Po3uuHexHn NLT / He mewiue B0% (Q) in 30 minutes / 3a 30 99 % Use/
(HCIO,1 N, 1000 mial 37 ° C, app | xevnuk.  (Acceptance criteria  /  Kpurepii dapmakones CLUA
2. 75 pm /HCI 0.1 N, 1000 mn, npuiHATHOCTI ariaro USP <711>) <711»
npu 37 ° C, anapat 2, 75 06./x8.} PMSLC-0748
Degradation products / TipoayxTti gerpagauit USP /
Compound 1" / Jomiwka 1" NMT / He binewe 0,2 % 0.06 % Gapmaxanes CLUA
Compound 2° / lomilwka 2° NMT / He Binbwe 2,5 % 0.7 % <621>
Individual unspecified / IHauBigyanbHi NMT / He Binbwe 0,1 % 0.08 % PMSLC-0748
HelneHTuchikoBaHi AOMILLIKK
Total / Cyma Bcix goMittick NMT / He inbiue 3.5 % 0.7 %
Enanthiomeric frequency / NMT / He 6inbwe 3,0 % 18 % USP /
ExanTioMipHa wactora Papmakones CLUA
D-Valaeyclovir hydrochloride” / D- <621>
Banauwknosip rinpoxnopua” PMSLC-1072
Water / Bmict sB0AN NMT / He Binbwe 10,0 % 6.6 % USP / ®apmakones
CLUA <921>,
i e method 1a / mevog 1a
Microbial limit tests / The test is not routine (to do once a year) / Tect He € pyTMHHUM, NPOBOAUTHCA OMH Pa3 Ha PIK
MikpoGionoriuxa uncrora
Total aerobic viabie microbial count EP/E®
(TAMC) ! 3aranpHa KinbkicTs | NMT/ He Ginswe 10° CFU/g { KYOIr Conforms / Bignosigae 26.12
KUTTE3ATHUX aepoBHUX MikpoOpraHiamie
Total yeasts and molds count (TYMC) / h
3aranbHa KinekicTh ApixaxKis 1a nnicHaan | NMT / He Ginbwe 10° CFU/g I KYOIr Conforms / Bignosigae
E. colt Absence in 1 g/ BigcythicteB 11 Absence / BiacyHi EP/ED 26.13

Conclusion: VALCYC 500 mg Ne42 in vials

Bupobnena (BROHAI0YY ynakosky { MapkyBaHHR) i NPOBEAEHO KOHTPONL 1l AKOCTI B NOBHIA BIANOBIg
MICLIEBMM PErynAaTOPHMM OpPraHoM, 8 TaKoX Yy BiANOoBIigHOCTI 3i cneuwdikauismm, o MmicT

fully compliant to the In House standards, the requirements of the US Pharmacopoeia and the
European Pharmacopoeia | Buchosok: BANMUWK tabinetkw, skputi oBononkow, no 500 mr Ned42 y chnakoHax nossicTio signosinants
cneuucbixadil upobuuka Ta Bumoray Erponeickkoi hapmarkonei Ta Papmakonei CLUA.
Certification Statement: | hereby certify that the above information is true and correct. This series of products was preduced (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 /
3ansa npo cepTvdikauiio: UMM A NIATBEDAXYIO, WO HaseAeHa Bulle IH(POPMAEUIR € AOCTORIPHOIO | Toukow. LIS cepis npoaykuii 6yna

BUPOGHULITBA, yNakesku Ta aHanisie Bynu nepernaHyTi | BCTaHOBNEHO BiANOBIAHICTL GMP.

Authorized supervisor of the Quality Control Department/
¥YnosHoBaxeHa ocoba sinainy KoHTponw sSkocTi
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