JAEPKABHA CJYXBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHUIBCBKIU OBJIACTI

npos. Ceitnnunoi Hanit, 3, M.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dIs.ko@dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
Npo SIKICTH BBE3€HOT0 B YKpaiHy JiKapchbKoro 3acody

19.12.2024 Ne 65885/24/10

3AJIOKC

(HailiMeHyBaHHA NiKAPCLKOTO 3ac0By 3rifHO 3 peecTpaLl iHUM MOCBIAYEHHAM)
kancyJu no 50 mr; no 10 kancya y 6Jicrepi; no 3 6Jicrepu y KapToHHiA kopo6ui

(dpopma BUMYCKY, 103yBaHHS, BHA NAKyBaHHS JTiKapchKkoro 3acoby)
Homep peectpauiitnoro nocsinuenns UA/8205/01/01 crpox nii peccrpauiitiioro nocsinsenna 01.01.2099
Cepis nikapcbkoro 3aco6y Ne 6654550 Kinbkicrs BBe3eHOro aikapcebkoro sacoby 12270

BupoGHuk Dapmacaiidc Ink., Kanana

(HaliMenyBaHHs BUPOGHHKA JIIKapChKOro 3acoby, kpaiHa MOXOKEHHS)

Beeseno B Ykpainy IMignpuemcrio "@apmacaiine Yipaina Ink", inent. kox: 22900900
P P P

(HaiiMenyBaHHs Ta kof 32 €JIPTIOY iopuamunoi oco6u aGo npissuiue, iM's, 1o 6aTbkoBi GisHuHol
0c0GM - MiANpHEMUS, Ti MiCUE IPOXKUBAHHS Ta PEECTPaLiHHHA HOMEp 0OMIKOBOT KAPTKM NIATHHKA
noartkis abo cepis Ta HOMEP NacnopTa)

TMpotokoa Bisyanskoro kourposo eix 17.12.2024 Ne 3947/1.

3a  pesynbTaTaMM  JEPXKABHOTO KOHTPOMIO BCTAHOBIEGHO, WO Jikapchkui 3aci6 BBeseno B Ykpalhy 3
JOTPUMAHHSAM BrMOT 328KOHOABCTBA LIOJ0 3a6e3neueHHs AKOCTI likapchKux 3acobiB.

QOnera €EPLOMEHKO

(minnuc) {ininjasny Ta npizsyine)

/ha ewe 0§73/
EEWO I 7[
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Certificate of Analysis / Cepruciat skocTi Ne 390600-6654550

Froduct / Npoayxr:

ZALOX 50 mg capsules, 10 capsules in blister, 3 blisters in cardboard box /
S3ANOKC kancynu no 50 mr, no 10 kancyn y Bnictepi; no 3 Bnicrepu s kapToHHiR kopoBu

Registration Certificate / Peectpauinne Mocsiguenns Ne

Valid till / Tepmin i

UA/B205/01/01 offsin 22.10.2018,

Valid until: unfimited registration / [lie po: Besctpokosa peectpauis

Batch number / Cepin Ne 8654550

Quantity in a batch / KinekicTs npoaykuil 8 cepii 12 770 packages / ynakosok
Manufacturing date / [lata supobruursa 08.2024

Expiry date / Tepmin npugatHocT 01.08.2028

Name, location address, license number (GMP) of the production
site and quality control / Hagea, aapeca MiCLeIHAXOKEHHR,

Houep nivenzil (GMP) supoBrniol

AiNbHUL IROHTROI AKOCTI:

Pharmascience Inc., 6111 Royalmount Avenue, 100, Montreal, Quebec
HA4P 274, Canada / ®apmacaiHc [Hk., 6111 Posnmaynt Asewio, 100,
Moupeans, Keebex H4P 2T4, Kanana. License / Niuenain No 100241-A

Testing slandard / Cranpapt TecTyBanHs

USP, EP. in House / ®apmaxones CLIA, €&, metoauiv supobxuka

anapar 2, 100 obixs

Test/ Tect Specification / Cneundikauin Result/ Method / Mevopg
Pesynbrar
Description / Hard gelatin capsules size # 4 Conisnap filled with white or off- | Conforms / Visual / BisyanbHi
Onuc white powder. The “Sertraline” is imprinted on the white capsule | Bignosinae
body, the «50 mg» imprinted uniderneath of inscription.
The "Sertraline” is underlined. The "P" ig imprinted on the capsule’s
yellow cap. Black inscriptions / Teepal xenatnHosi Kancynu
Conisnap # 4 aanosHexi nopowkom Binoro abo madxe Ginoro
konbopy. Ha xopayci kancymu  GinOFG KOMLOPY  HaHECeHo
«Sertralingy, nig Hum — «50 mg». «Sertraline» nigkpecneso. Ha
KOBNAYKY Karcymt KOBTOIO KOMbOPY HaHeceHo «P». Hamicw
HYOPHOIO KONBOPY.
 Middle mass per capsule / 135,0-165.0 mg/mr (80-110%) 151.8 USP { dapuarones
‘ CepepnHsi maca ofHiel kancyniu | Nominal mass / Hominanexa maca 150 mg/mr mg / mr CLUA <755>
_Identification / RT in sample preparation conforms to that in standard preparation/ | Conforms /| USP / ®apmakones
. lnenTudpikayin ceprparniny Hac yTpuMyBaHHs fiky QOCHIKYBaHOoro posunHy signosizae Bignosigae | CLUA <621>
TAKOMY ANS CTAHOAPTY. PMSLC-173
Assay of sertraline/ 47 5-52,5 mg in capsule / mr 8 kancyni 50.7 USP / @apmakones
KinbKicuwit BMicT ceprpaniny | (95-106% of labeled amount / sia kinbkocTi, Bkazanoi Ha ynakosul) | mg/ capsule CLUA <621>,
wr/ kancyny | PMSLC-173
Uniformity of dosage units / Meets the requirements / Bignosigary sumoram Conforms / | USP/ ®apmakones
OnuopiaHicTs B030BAHUX Bignosigae | CLUA <905>,
O MHULLL AV £ 15 5.2% PMSLC-192
Dissolution / PosuuHedHs NLT/He meHwe 80% (Q) in/ 3a 30 min/ xs. 100% USP / dapmakonesn
900 mi, 0,1 NHClat 37 7 C, app 2. 100 rpm / Meets the requirements USP / Bignosigara Conforms / | CUIA <621>,
Cepeposuiie: 800 mn 0,1 N HCI, npu 37 °C, sumoram Gapmarone! CLUIA <711> Binnowigae | PMSLC-192

Microbial limit tests /
MikpobionoriyHa yueToTa

To do once a year (the test is not routing) /

MpoBoAKTLES PA3 Ha PiK (AHAMI3 HE RBNIFETLCHA DY TUHHUM)

Total viable aerohic microbial coun
KINBKICTE MUTTE3AATHUX aepoBhHux

APPRAKIB Ta NNICHRRW
E.coli

Total yeasts and molds count / 3aransHa KinkKicTs

t [3aranbHa
Mikpooprasiamis

NMT / He 6Ginswe 107 CFU/g / KYO/r

NMT / He Binsle 10% CFU/g 1 KYQfr

Absence in / He ponyckaetecsie 1g/r

Conforms / Bianosinae
Conforms / Bignosinae

Absence / BincyHi

EP /€0 286.12

EP/ED26.13

Conclusion: ZALOX 50 mg capsules, 10 capsules

in blister. 3 blisters in cardboard box, fully compliant to the In House standards, the

requirements of the US Pharmacopoeia and the European Pharmacopoeia { BucHosok: 3AJTTOKC kancynu no 50 wmr, no 10 kancyn y Bnictepi;
no 3 Bnicrepn 8 kapToHHi kopoBly nosHICTIO BianoRinaTL creurdikauil BupobHuka Ta BUMOram Eaponehcerol thapmakonel ta dapmakonel

CLWA.

Certification Statement. | hereby certify that the above information is true and correct. This series of products was produced (including
packaging / labeling) and qualily 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 ceptudikalin: UMM R NIATBEPAXYIS, WO HaBEAeRa BMWE iopmauin € aocrosipHoto | Tounow, Us cepis npoaykuil Syna
aupoBeHa (BKNIOYAUN YIIAKOBKY / MEPKYBEHHA) | NPOBERER0 KOHTPOML T AKOCTI B NOBHINA Bimggmﬂocﬂ 3 sumoramu GMP, BCTanOBNEHMMN

MICLIEBUM PEIYNSITOPHIM OPrasom,

BUPOBRULTBA, YNakoBKu Ta axanisis

Authorized supervisor of the Quality Control Department /

YnogHosaxeHa ocoba singiny Ko
w

6111 Royaimount Avenue Montréal (Québec) H4P 2T4 Tel: (515&3

a Takox y signosigHocTi 3 ceuudikauiammn, 140 MICTH
Byriv nepernsanyTi | BCTAaHOBEHO BIANOBIAHICTE GMP: .
— /
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401114 Fax: (514)8427764

"Roman Friedman / Poman ®piaMan
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