TIEPKABHA CJIVKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHUKAMM YV KHIBCHKIA OBJIACTI

nipoB. Caitmunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koxg €IPTIOY 37078774

BUCHOBOK
Npo AKICTh BBE3EHOT0 B YKpaiHy JliKapchKoro 3acody

25.11.2024 Ne 61119/24/10

3AJIOKC

(HaliMEHYBaHHA TKapchKoTo 3aco6y 3TiAHO 3 peecTpalliiiHUM TOCBIYEHHAM)
Kancyu no 50 mMr; mo 250 xancya y guakoHax

(bopma BHIIYCKy, 103yBaHHA, BHI TAKYBaHH JIIKapChKOTO 3aco0y)
Homep peectpartiiinoro mocsinuenns UA/8205/01/01 crpok aii peectpanifiHOro nocsiguenHs 01.01.2099
Cepis mikapcwkoro 3acoby Ne 7654550 KinbkicTs BBe3cHOTO TiKapchkoro 3acoby 1299

BupobHux dapwmacaiiuc [Hk., Kanana

(HaliMeHyBaHHA BUpOGHHKa TiKapcbkoro 3aco0y, Kpaika IOXOMmKEHH)

Baeseno B Yipainy Hignpuemcrio "®apmacaiine Ykpaina Ink", ixent. xon: 22900900

(HaHMeHyBaH}m Ta Koz 3a EAPIIOY 1opumuuHoi ocoby afo mpissuiie, iM's, o Gatekosi disudnol
ocobw - mignpuemis, i Micue TIPOXHBAHHS T2 peecTpauiitunii HoMep 06ITiKoBOT KAPTKH TIATHHKA
NozaTkiB abo cepid Ta HOMep TIacTIopTa)

IIpoTokon BisyankHoro kowtposio six 22.11.2024 Ne 3664/1.

3a  pe3ynpTaTAMH [EPXKABHOTO KOHTPONKO BCTaHOBNEHO, L0 JIKAPChKMH 3aci6 BBeseHo B YKpaiHy 3

JOTPUMAHHAM BHMOT 33aKOHONABCTBA OO 3a6e3neyeHns AKOCT JIiKapChKHX 3acobiB.
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Certificate of Analysis | Ceprudixar skocti N2 380800-7654550

Product 7 Npoaykr:

"ZALOX 50 mg capsules. 250 capsules ins bottle / 3ANOKC kancynn no 50 mr, no 250 xancyn y hnaoHi

Valid till 7 repuin ail

Registration Certificate / Pestrpatiine Nocsiuenss Ne

UA/BZ05/01/01 offsig 22.10.2018;

valid until: unlimited registration / Jie no; 8e3cTpokona peecTpayis

Batch number { Cepia Na 7654560
Quantily in a bateh / KinericTe npoaykui 8 cepll 1799 packages / ynakosok
Manufaciuring date / Jata BUpoOHULTES 08.2024

Expiry date / Tepmin npuaatHoct

31.08.2029

somep niuensil (GMP) srpobauqol

UNarme. location address, license number (GMP) of the production
site and quality control { Hazsa, appeca MICHEIHAXOMKEHHS!,

JERLHRLT IKOHTDOMO SROCTI

Pharmascience inc.. 6111 Royalmount Avenue, 100, Montreal, Quebec
HaP 2T4, Canada / Qapmacainc Ik, 6111 PosinmaynT Asenio, 100,
Moupeany, KeeBex H4P 274, Kanage, License / Jliuensis No 10024 1-A

Testing standard / Crangapt TectTysanqs

USPH EP in House / Gapmaronen CLA, £0, MeTonkm supobHika

Test/ Tecr Specification / Crneuudrikauis Result/ Method / Merog
Peasyrnbrar
Description/ Hard gelatin capsules size # 4 Conisnap filled with white or off- Conforms / | Visual / Biayarsxui
Onue white powder. The “Sertraline” is imprinted on the white capsule | Bianosinae
body, the «50 mg» imprinted underneath of inscription.
The "Sertraling” is underdined. The “P" is imprinted on the capsule’s
yellow cap. Black inscriptions / Teepsl menarvHosl xaocynu
Conishap # 4 sanosHedi nopowkom Binoro abo maixe Sinoro
konwopy. HMa  sopnyol  cancynd BINOro KQneopy  RARECEKo
«Sertraline», nig vam - «B0 mo» «Sertrafings niakpecneno. Ha
KOBP@UKY KariCynd SROBTOTD KONbGpy Haweceno «P». Harmaon
LOPMOTD RONBODY.
Middle mass per capsule/ 135,0-165,0 mg/mr (90-110%) 151.8 LUSP / Grapmarones
Cepegns maca ogriel kancynu | Nominal mass / Howminanena maca 150 mglear ma / mr CLUA <7885
* [dentification/ R in sample preparation conforms to that in standard preparation/ Conforms /| USP / dapmarkones
: lnedryudpikayin ceprpanity Uae YTpHMYBEHHS NIKY A0CHIUKYBAHDIC POSHMHY BIANOBLIAE Bignosinae | CLIA <621
TAKOMY NS CTRRAARTY. FMSLC-173
Assay of sertralinel 47.8-52.5 myg in capsule / mr s kancyn 50.7 UBP / Gapmarkones

anapar 2, 100 ob/xs

KinwkicHuni suict ceprpaniny | {(85-105% of labeled amount / Big KinskocT!, BREIBHO! ta yriakosuiy | my/ capsule 4 CLIA <621,

mrl xancyny | PMSLC-173
Uniformity of dosage units / Meels the requirements / Bignosifarty sBumoram Conforms / | USP [ Dapuarones
QUHEoPIARICTb HOIOBIMUX Bipnosigas | CLUA <905,
TAMHALD _ AV 15 5,2% PMSLC-192
Dissolution { Poausnennsn NLT/He menwe 80% {Q) in/ 3a 30 min / xa. 100% USP / dapmakones
900 nil, 01T NHCIat 37 ° C, app 2, 100 pm / Meets the requirements USP / Bignosigati Conforms / | CLIA <6215,
Cepegoaniug: 900 mn 0,1 N HCLL npn 37 °C, sunmoram Qapmaronel CLUA <711 Bignosinae | PM3LC-192

Microbial Hmit tests /
MikpoBionorivea yacrora

To do once a year (the testis not routing) {

IpOBOGUTECR PA3 HA PIK {BHANIE HE SIBARCTLLS PYTUHHUM)

KBKICTE KATTERAaTHIX aepolnug

ApHgRKiE T8 NicHRRK
£ coli

Total viable asrobic microblal count /3aransia

Total yeasts and molds count / 3aranbHa sifsricTs

MIKpOOPranionmis

NI/ He Binewe 10° CFUg /Ky Qhr §f3t}m'mms  Bigrowninas
NWMT / He Ginbe 107 CFUIg I Ky Oy %Canmrma / Bignoeinae

Absence in / He aonyckaetoes 8 1.9/ 11 Absence / BigoyHi

Eplcm2612

EPIE® 2613

Conclusion: ZALOX 50 mg capsules, 250 capsules in bottie fully compliant to the In HMouse standards, the requirements of the US
Pharmacopoeta and the Buropean Pharmacopoeia / Bucxosox 3ANOKC «ancymw no 80 mr. no 250 rancyn y Gnakoul NoBHicTo
sinnoplaanTh cneuwdikail supoBHiKa Ta Buora Caponeicekot (hapmakenel Ta Papmarone! CUIA.
Cartification Staternent: | hereby certily that the above information is true and carrect. This series of products was produced {including

packaging / labefing) and quality control was carried out in full compliance with GMP requirements, established by the |

ocal requiatory

authority, as well as in accordance with the specifications contained in the registration dossier. Production, packaging and analysis protocals
have been revised and GMP compliance established /
3a98a NPo CepTHMIKAUHO. UM R NIATBEDPRYIO, WO HAaBeaeHa BMUE futhopmalis ¢ AoCToBipHOIO 1 TouHoW. Lis cepis npoayxull Byna
supebneHa (BRAYAKNN YREKOBRY { MAPRYBAHHA) | NPOBEASHO KOWTROML 1 [KOCTI B NOaHIR BianoRigHocTi 3 rmoramy GIMP, acTanoBnernmi

MICLEBYM DEIYIRTODHAK OPranHoMm,

BUPOBHALITEE, YIAKOBKY T8 aHaniaia

Authorized supervisor of the Quality Control Department/
YnosHOBaXeHa ocoba signainy Kowrporio akocTi f

6111 Royalmount Avenue Montréal {Québed) HaP 2”("4\

2 TAKOXK Yy BignosiaHocTi 3l cneundikauiamg,

Bynw nepernssyT | sorancsnanc sianosiguicrs GMP,
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