JAEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

mpoB. Ceitmmaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHACHOBOK

Npo AKIiCTL BBE3€HOI0 B Y KpaiHy JiKapchbKoro 3acody

18.03.2026 Ne 13242/26/10

3AJIOKC/pms-SERTRALINE

{HallMeHYRAHHA MiKapCLKOTo 3aco0y 3riqHO 3 peccTpaniiin MOCBiTIcHAAM)
kancyan mo 50 Mr; mo 250 xamcya y paakoHax

(tropMa BHITYCKY, IOZYBAHHSA, RAJ] HAKYBAHAA TIKaPCLKOTO 3aco0y)
Howmep peectpaniiinoro nocsimacras UA/8205/01/01 crpok gii peectpaniinore nocsimaenns 01.01.2099
Cepisa mikapcekoro 3acoby Ne 665904 KimukicTs BEBe3eHOTO JiKapchkoro zacoby 1440

BrapotHuk (DapmMacaiinc Ink./Pharmascience Inc, Kamasna/Canada

(HailiMeHyBaHAS BHPOOHNKA MKAPCEKOTO 3aco0y, KpaiHa ToXOoKeHHA)

Beezeno B Yxpainy IinmpuemcTBo "Papmacaiine Yrpaina Ink", inenr. xox: 22900900

(HailiMeRyBanmAA Ta ko[ a €JIPTIOY oprmriaol ocobn abo mpizeume, iM'a, mo HaTkkoRi ¢izrmol
ocobu - miampuemna, 1i Miclie MpoXKHBAHMHA T4 peccTpaniifmiii HoMep oOIiKORO] KAPTKY IIATHHKA
IOJATKIB a0 cepifi Ta HOMep TACHOPTa)

Ipotokoen Bizyannaoroe xoarpoo eix 17.03.2026 Na 0747/1.

3a pe3yNbTATaMH JICPHKABHOTO KOHTPONIO BCTAHOBICHO, M0 JIKapchKHA 3aci0 BReseHo B VEpaiHy 3

AOTPHMAHHAM BHMOT 3aKOHOJABCTBA MO0 3abe3MeIcHAA SKOCTI MKapChKAX 3acobiB.
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Cortificate of Analysis / Ceprudplkat mxocti Ne 436171-865804

Product / ZALOX (pms-SERTRALINE) 80 mg capsules, 250 capauies in bottie /

MNooayxr: SANCKC kancyrw no 50 mr, no 250 kancyn y hnaxkoHi

Registration Certificate / Peectpauivive Mocaiguentn Ne UA/B205/07/01 offein 22.10.2018;

Valid till { vepmin aji Valid until: unlimited registration / i 80: Ge3cTpoxosa peccrpauin

Batch number / Cepin Ne 666804

Guantity in a batch / Xinskicts npoaysuil 8 cepir 3 172 packages / ynakoeok

Manufacturing date / flata ewpobunurea 10.2022

Expiry date / TepMiH npuaatHocT 31.10.2027 _

Name, location address, license number {GMP} of the production | Pharmasclence Inc., 8111 Royalmount Avenue, 100, Montraal, Quebec

site and guality control / Haea, aapeca MICLIBIHBXOAMEHHA, H4P 2T4, Canada / Dapmacaille IHK., 6111 PoanMayHT Aseno, 100,

HOMED niuexsi (GMP) BupoBrm-oi AiNbHMLI IKOHTPORI0 AKOCT: | Monpeans, KeeGek H4P 2T4, Kanana. Liconse / fliuassin No 100241-A

Tasting standard / CTEHRAPT TECTYBaHHA USP, EP, in House / ¢apmakenen CLUA, €9 MoTOAMKH BHPOSHAKS
Tast/ Tect Specification 7 Cneumdixauls Result / Method / Mevon

; PeyyneTar _
Description / Hard gelatin capsules size # 4 Conisnap filled with white or off- | Conforma/ | Visual/ Bisyanshwi
Onuc white powder. The “Seriraline” is Imprinted on the white capsule | Blanoeinae

body, the «50 mg» imprinted underneath of inscription.

The "Sertraline” is underiined. The *P" is imprinted on the capsule’s
yellow cap. Black inscriptions / Teepai wenatwkosi kancyni
Conisnap # 4 3anoeHeHi nopoukom Ginoro afo maike Ginoro
konwopy. Ha kopnyci kangynv  GINOMY  KONbOPY HAHEGEHO
«Sertralines, nia HUM — «50 mg». «Seriraliner nigkpecnedc. Ha
KOBNAYKY KaNCynW MOBTOMC KONLOPY HaHeceHo «P», Hanucw

YOPHOTO KONLODY.
Middle mass per capsule / 135,0-166.0 mg/mr (20-110%) 149.6 USP / dapaaxones
Cepeaxa maca ogHici kancynr | Nominal mass f HosiKanssa Maca 150 mg/mr _mg /wmr CLUA <755>
Identification / RT in sample preparation conforms to that in standard preparation / | Conforms / | USP / apmaxones
IgenTrhinauin ceprpaniHy Yac yTpumyBanHAa niky gocnigxysaroro po3unny algnosiaee Bignosigae | CLUIA <621»
TaKOMY QN5 CTAHAAPTY. PMSLC-173
Assay of sertraline/ 47,5-52.5 my in capsule / mr 8 kancyni 51.4 USP / dapmakones

KinexicHni smict ceprpanivy | {95-106% of labsled amount / sig kinskocti, axasanof Ha ynaxoay) | mg/ capsule 4 CLIA <621>,
mrf kancyny | PMSLC-173

Uniformity of dosage units / Meets the requiremerys / Bignoslnat aumoram Conforms / | USP / $apmaxones
QAanopigHicTe go30BaAHNX Bignoeigae | CLLEA <905>,
OAnHHLL AVs1S 3.8% PMSLC-t92
Dissclution / PozynHeHHR NLT/He serwe 80% (Q} in / 3a 30 min / xe. 100% USP { dapmaxones
900 ml, 0.1 NHCIat 37 ° C, app 2, 100 mpm / Meets the requirements USP / BignosigaTi Conforms / | CLUA <521>,
Cepeposuuie: 500 mn 0.1 N HCI, npu 37 °C, svmoram dapmaxonel CLUA <711=> Bignoeigae | PMSLC-182
anapar 2, 100 of/xe _

Microbial limit tests / To do once a year (the test is not routine) /

MikpoGionoriusa YncToTa [MpoBOAMTECA pa3 HA Pk (AHANI3 HE FIBNIACTLCA PYTMHHUM) -

Total viable aerobic migrobial count /3araneHa NMT / He Binwe 10* CFU/g  KYOlr | Conforms / Biarnosinae EP/Ed26.12
KIMBKICTE HMTTE3AATHUX aepobHX MIKDOODraHisMie eWCHOI0 %

Total yeasts and molds count / 3araneHsa kinekicTs AT @ Ginstue: FNEFUg / KYOfr | Conforms / Bianosiaae

Apixaxis Ta nnicH[BY &/" 818! 2\

E.cofi / \umnl-!é };Bﬁy\aﬁa ca B 1g/r | Absence / Bincymii EP/€0 286.13

to the In House standards, the requirements of the US
ncynu no 50 wMr, no 250 kancyn y dnakosi noeHicTo
Papmaxonsy CLUA,

3d correct This series of products was produced (including
v with GMP requiroments, established by the local regulatory
istraticn dossler. Production, packaging and analysis protocols

Conclusion: ZALOX 50 mg capsules, 250 capl§ IMIOM .

Pharmacopoeia and the European Pharmacopogia!/ QK-
'Es OI'IBI‘ICbI(O cpapuaxer;@'

”information is ,tfﬂ.é*

eignosigaloTh cneumdixayll BUpobHYKA Ta BrMOram

Certification Staternent. | hereby cedify that the above P
in @t} ,
S ﬂ\ﬂﬁ'

packaging / iabeling) and quality control was carried
autherity, as well as in accordance with the specificationi
have been revised and GMP compliance established / -
3asea npo cepTuikauiio: uum B NATEEPANYIO, L0 Hane.naua Bm.ua iHchopMBUIA € BOCTOBIPHOIO | Toukoio. LA cepisi npomyill Gyna
enpobneHa (BKNICMaI0YM YNakoBKy / MapKyBaHHA) | NPeBEAEHO KoHTPoNE T AxocTl gucadijt sianceiatocTi 3 aumoramMy GMP, BCTAGHOBROHHMH
MICLIeBMM PeFyNATODHUM OpraHoM, & TAKOK Y BiANOBIgHOCTI 3i cheLmdikagys Pis(ATCA B peccTpauiiHomMy aocue. flpotoxonu
eupofHMLTBA, YNaKCBKU T3 aHaniaip Sy nepernnHyTi | BCTAHOBNEHO 8iAN0E

Authorized supervisor of the Quality Control Department / bxei Zvezdin / Onexclit 3seagin
¥nopHosaxena ocoGa igniny KoHrpome sxoctl

- 6111 Royaimount Avenus Montréal (Québec) H4P 2T4QURTTaeMM4 Fax 510 27784 S L ALRE
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