Brpofuieno, nepauHue T BTopuise JaKyBaRus BupoSHuIITRO, KONIPOAL IKOCT], BHITYCK cepil:

Mezworemi JITH (3avon AZ) Megoxesi JTJE (Llewrpamainit 3ason)
2 Mixaes Epaxacoe erpit, Awuoc Atanacioc 110 nyx, Koveramruuynonee,
] Taayerpiasuis soma, Axuoc Atanacioc, Jlimaccon, 3011, Kinp
: i J‘”MRCCOH, 4{0]’ Kinp Jlinesia HOMLD: 032
MEDOCHEMIE Hinensix nosep: 032 HBIT Ceprddivar Ne: MEDO12021/001

HBIT Cepradrcar Ne: MEDAZ/2022/001

CEPTH®IKAT SAIKOCT1

Mpenapar: PERIBAJI®, xancynu sactpopeancrenti raepai no 60 mr

Ynakosxa: no 10 kancys y 6aierep, nio 3 Gnictepn y kapronniit kopoSui  Hara supobuuursa;  10/2024
Cepin Nt ABKO15

Horyneus: «TOB «XOK «bioxon» Ykpaina Dpuaarsuit no: 10/2027
HoMinansuni sMicr! | kancyna racTpopeIucTenTHa TREpAd MICTHTS Ry AOKCETHHY rinpoxaopus 67,35 e, o
CKBIBANEHTHO XyFOKCETHHY 60 M1

Posmip cepit: 11000 ynakosok

Peccipauitine nocpisvenns 8 ¥xpaiui: UA/17932/01/02

JROBEARHI . - .~ BUMOTH CIELH®IKALNT E3YJIbTATH
CAHAMDBYM - o VR EARAGIRART Qelays it
; . , . Bignosinae
Kancysu 60 mr: Teepai xesarnnoni kancysn possipom «0» 3 esitio-
Omxie CIpHM KOPHYCOM | POKEBOIC KPHILEYKOK), IO MICTHTL NeaieTH
X Maltae 0inoro xossopy.
“on - Cepeans Macy BMICTY Cepennn Maca KoxHOT CepiT SanecanTs BIA BMICTY HII0YOT PEHOBHHI B
i rpanysax: 3835 wr
M. 60 Mr: 396 Mr+ 5%
L) Onvopinniers [puiimansre uneno ne Gianie wis 15,0 Y
y - { 2030BRHHX OMTHILE 2.3
8 Inewrndirauds Tosuruniui Tecr meTonom BEPX Bianosigac
i TMoawrunuuit Tecr meronom 14 Bianosinae
‘ Boaa Ha pumycx: He Sinnie 3,5% 139
o Ha repmin npuzarnocti: He Giasie 4,5% 270
] Cynyrai somimgu Homiwixa F: ne Ginpuie 0,4% Hikse aimity
a Eym«;mo‘f‘ue eneusdixopanol romiwky: He Glibwe 0,2% BIAHACHIS
o Cyma powmimox: e Ginsme 0,6% 0.054%
S 0,054%
@ Kucnorra cramia: He Giasiue 10% Jynokceruny posumnserses 3a 0.0%
.1 Posunnenns 120 xprni ’
1 ' Bydepua cranin: He menme 75% (Q) nij nominansuol kinskocti 97.2%
3 Hynokeeruny posuuusersed 3a 120 xsunun o
¥ Kissxicne puswauenns | He Mennie 95% i e Ginbime 105% Bij HoMisansHol KinbkocT 103,8%
Mo Hynoxcernny
Mikpobionoriuna TAMC: ne Ginswe vix 100 KYO/r; MakCHMATLHO A0RYSTHMA
uicTora* kinbkicrs 2000 <10 KYO/r
TYMC: e Ginpiue 10° KYO/1; MaKCHMATLHO JORYCTHMA KitbkicTs | <10 KYO#r
200 Binnosixae
E. Coli: pigeyrusin 1 ¢

* He ¢ pymunnust mecmost
Lnm 5 sacsimuyro, wo wasecsexa suwe inopmauis ¢ A0CTOBIPHOIO T4 Tounoto, Lo cepilo npoxykull Gyao mipodneuo
(BKMOYAIOUH  MAKYBAHISYMAPKYBAKHS) Ta TIPOBEAGHO KOHTPOSbL i AKOCTI HR BUIMEIAIHAUEHIH HiNbHMIG y ToBHil
pingopinnoert 3 BuMOraMM GMP, BCTAHOBAEHHMH  MIiCHEBHM PETYASTOPHUM OpPraHoM, & TakokK BIANOBIANO o
cneundixauiit, wo MicTATECL MpRECTPaNIHOMY Roche 260 ToprosiM Niuensii kpainu-sipoSuuxa abo KpalHH-iMnOpTEpd,
AKIO  HpoayKio iMﬂgpffﬁiamg;ﬁg)b A0cke cneundikauiil wa nperapat ANA K0CHiKYBAHOIO AiKapcexoro 3acody.
Mpororkonn BupoGun ‘zrgi,,nakﬁﬁﬁni ki) i3i Oyno nepernsnyTo Ta BCTanOBIEHO nignosinnicrs GMP.
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HEROCHEMIE

Manufhcring | primaey and secombary paeking: Manufasturing, QU el refeasa

Mudochemie LTD tFastony A7) Medovhemic LTI HCentrad Factory)
2 Michael Eakleous Strectl Agios Athanassios L 10 Constantinoupolens Street
Industrinl Arcs, Agios Athanassiog, Lintassol, 101, Cyprus Limassol, 3011, Cyprus

License nunlser: 032 Licese numbers 132

GMP Cenificate Nos MEDAZ 022001 GNP Cetifionte No: MEDDL 2021600

CERTIFICATE OF ANALYSIS
Product: Revival, hard gostro-resistant capsules 60mg
Pack: 10 capsules ip blister, 3 Blisters in carton
Batch No: ARKOLS Expiry Date: 1072027
Custoners LTD CRC "BIOCON" URRAINE
Label claim: Duloxetine HCY67.35mg equivalent to Duolosetine 60myg por biard gastroeresistant vapanle
Batch size: 11000 packs
Registration certificate in Ukraine: UA/1T93201/02

Manud, Diter 1072024

ANALYSIS SPECIFICATIONS RESULTS
PERFORMED ,
650mg: hard pelatine capsudes size 07 with Hght grey body and | Conforms
Appearance pink cap containing off white petlets
] Averave et of 'T?xc.:ivvcmgsc welght of exch baeh depends on the pateney of )
f = & the pellets: 383.5myp
e | Coment E0mpy Yohmp » 3%
W e P
‘ g§ L,;g:?mm:} of dusage Aveeptanee salue Not more than 130 2.3
:; Wdentification ' HPLC wsi Conforns
" TR IR test Confors
S Release: NMT 3.3% L3%
Water content Shelfelife: NMT 489
@ tmpurity Fr Notmaore than §.4% Lrder disregard Hmit
a | Relued substess Any unspecified Bnpurities: Notmere than 0.2%
d Total impurities: Not more than 0.6%
P Acid sage:
h ‘ ) Not morg than 109 of Duloxerine is dissolved i 120 0.0%
v Dissolution minutes
< Ruffer stage: 7.0
i Not less than 75% () of the fibeled amount of Duloxetine
¢ is dissolysd o )20 minues v .
o | Assay MNot less than 95.0% and more than T03.0% of the labelied 1387
i amount of Dulosetine
TASMC Not raere thag 10° ¢, Lus maximum aceeptable count < Wl
Microbiotogical Contrul® 2000
TYME: Not sgore than 10700 maxiouen aceeptable count 200 1 - jg ¢ fasg
L enlis Absent in Iy Cordhrms

¢ Not Routinely Pecformed

Hereby 1 confitm the abave nentioncd informmion s vomplete and aconrate. The bateh was manufassured lncluding packing markingy
.md mspmu\f for quality in the shove muntioned site in strisl correspondenee to GMI requiremuats, established by regulatory authurities
and also in acenrdance with speeilivations inchided into tle Master Fike o trade licenoe of ommifaciuring or impaning vountry, if the
products are Tmpontvd, or i the Dng Master File Yor drug for an imvestization maedicingl prodoct, Reports on prodintion, packing uod
arrlyses were revien ed and the corsespendence with GMP established,

.oe KNicokou Diate: D371 120 0,
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