AEPKABHA CIIYAKBA 3 ITKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KHIBCBKI OBJIACTI

npos. Ceitauurol Haail, 3, m.Kuis, 02099, Ten/paxc: (044) 576-40-41
E-mail; dis.kof@d!s.gov.ua, Kog €PIIOY 37078774

BUCHOBOK
NpPo AKiCTE BBE3EHOr'0 B YKpainy JikapcsKoro 3acody

08.04.2025 Ne 16484/25/10

PEBIBAJI®

(HaitveHYBADIA NiKapCEROre 32coBY 3rigHo 3 peccTpaniitHim nocsigTeHHaN)
KaACyJn ractpopesncTexTHi Teepai no 60 mr no 10 kancya y Baicrepi; no 3 6axicrepu y
KAPTOHHIH KOpolui

(thopsa BHAYCKY, JI03YBAHNS, BiiA NAKYBAMKR MRAPCEKOTS 3ac05Y)

Henep peectpaniitnoro mocsizuenns UA/17932/01/02 crpox aii peecrpauiiisoro nocsiguenus 01.01.2099

Cepix nixapcokoro sacoby Ne A9B024 Kinekicts BBeseHOro AiKapcskoro sacofy 432
BupoGuux Menokemi JITH (Llenrpansunsi 3ason), Kinp
{paitvenynasus pupebHNER AikapesKOro 3ucoby, kpaiba noxoxcHs)
Baeseno B Yxpaiuy ChinnHe yKpalHCbKO-LCTOHCEKE NATPHEMCTRO Y dropsti ToBapHCTEA
3 oOpiesReHo0 BignmosigaanuicTio "OnriMa-Papsy, ATHAY, iaent. won:
21642228

{(maiivenypanns Ta xoA 3a CHAPTIOY ropuanaunot ocobu abo apisesne, ia's, no Gatexosi Giasunoi
ocaby - miznpresmns, il Miclie NPpoRIBAHIA T4 peccTpasHiunit HoMep oGnikosol KapTKIL HIATIHIKE
noaarxis abo cepis Ta HOMEP MACOOPTA)

Tipotokon sisyansuoro xonrposoe six 08.04.2025 Na 1055/15,

3a pesyApTATAME IEPXKABHOrO KOMTPOFO BCTAHOBIEHO, 10 MiKapcexHit 3acil mpeseno B Yepainy 3
AOTPHMAHHEAM RivoT 39K0HOAARCTRA W00 3afenedeHna AKoCT NiKapChKHX 3acobiB,

Omsra EPBOMEHKO

(irinizamyTa nplasnie)




MRDOCHEMIK

Meaokemi T (3anoa AZ)

2 Mixaes Epakneoc cipir, Asuoe Atanaciod
lityerpiasoia soug, Asnoc Aranucios,
Hismaccon. 4101, Kinp

Hineusis womep; (132

HBIT Ceprugdinar No: MEDAZ/2022/001

CEPTHRIKAT SIKOCTI

[perapar: PEBIBAJIY, xancyss ractpopesucrentni reepai no 60 mr

Viakosxa: 1o 10 kancy y Gaictepi, no 3 Gnicrepi y kapronuifi xopobui

Cepls No: A9BO24

Morynens: « TOB « XDK «hiokony Yipaina

Ipuaarasns 1o:

BupoGunurao 13, nepdunie Ta sropsaine nakysanns  BupoGuuIra0, KOHTPOML SKOCTE, BHIYCK

cepit:

Meaokeni JTH {Hesrpasnunii Jaso,n)
110 sy KouerammaHy o,
Himaceoa, 3011 Kinp
Jliverais sosmep: 032
HBIT Ceprudisar No: MEDCENTRALZ2024001

Jara supoBumursa: 0272023

0272028

HoMigaauHufi 8MiCT: | Kancysa FacTpopesuCcTeHTHA THEDAY MICTHT AYNOKCETHHY riapoxaopui 67,35 mr, wo
CKBIRAICHTIO JYIOKCETHIY 60 Mr

Posmip cepiit 11000 yuakopox

Pecerpudiiine nocsinuenus 8 Yxpaini: UA/17932/01/02

HPOBEJAEH] i S - )
P ' "~ BUMOTH CHEUM®IKAILL PEIYJLTATH
AHAJIIIN s 6§ HAGIKAL ‘
4 g ; . . Bianouninac
X i Kaneyss 60 Mr: Tecpai Kenarunoni kancyas posMipom «0» 3 caimo-
i Onue CIpHM KOPIYCOM | POKEBOIO KPHINCUKOW, WO MICTATL neieTH
i Matke Bloro koasopy.
) Cepeliys maca BMICTY Cepeans Maca KOwHOY cepii 2a1eKITS BIN BMICTY JTHOHOT peUOBIIUE 8
! TPUHY N 3886 M
y GO Mr: 390 Mr = 5%
o Qavopiauiceris {Ipuitmanbie aseno He Gianure nik 15,0
i AO30BAHMN ONHEURG 338
Dnerrudikauis Tosntusrnii tecT MerozoM BEPX Bianosizac
Ttoawrusunit rect metogos 4 Bianosiaae
T 1 Boma Ha sunyck: He Ginvuwe 3,5% "y
. . e 7
2 Ha tepmin npsaarioceri: He Siabie 4,5% A
CynyTui gomiwks Hosiwka F: ye Glnviue 0,4% Hiiue aistiny
Bymu-sxol e cnennpikonanoi romiwkin ve Sinsvwe 0,2% T
Cyma aomimor: 1e Olasute 0,6% 0.088%
(88
) 0,088%
i .
4 Kuenoria cragis: He Ginvine 10% Ay aoKCeTiily pOSHUHAETLCS 30 0.0%
K, SN
" Posisiesns | 20 i
. Sy - . o . . o .
i Bydepna craain: He menne 75% (Q) Bia Hosinantnol kiaukocen 07 3%
y PRt A
. Hyaokcerniy poduniserses 3a {20 xauaun
i KinpxicHe suadaueHs He senie 95% i ne Ginbue 105% 811 HOMIHABHOT KIALKOCTI 100,8%

Hynoxceruny

MikpoGionoriuna
wHerara*

TAMC: ne Sinbwe nin 10° KYO/r; MaxCHMABHO JONYCTHME
kiskictn 2000

TYMC: we Siape 107 KYOQ/r, MARCHMANLHO JONYCTIMS KITLRICTS
200

E. Coli: sincyths s I 1

He nposonnscs
He nposofincs
He npusoanucs

¥ He ¢ pyisannust mecmon
Lluy o sacsindyio, w10 wasedeua Buwie jngopManis € gocrosiproo ta Tounow. Lo cepiro npoaykuil 6yno supobacho
(BRAIOUAIMH  NAKYPAHHS/MAPKYBANNHA) Ta NPOBGLCHO KOHTPOMs i grocti Ha suweswssadeniit ansinnd y nosHid

BiANOBIAHOCTI 3

BHMOraMu

GMP,

DCTAHOBABHAMM  MICUCBHM  PCrYJIRTOPHHM  OPraHoM,

Q@ TaKOW

BIANOBIAKO 10

cricundikaliil, 0o MicTATRCS Y peecTpattiiinomy 0cse aGo toprosilt ainensil kpainu-supeGunka abo kpaiuu-imnoprepa,

HKUIO NPOAYKRIO IMTIOPTOBAND,
flpoTosomt BUpoSHULTE, FEARTBYY
e Lt

Voosrosakel eCola: ... 5.

i, i
N\’ * N
\

’

abo y Aocke cueungikauiii Ha npenapar s NOCHIUKYBIROTO AlKapCHKOre sacoly.
t‘fﬂf&a\;gmiain GyA0 NEPerasuyTo T2 BCTAHORICHD pianosinuicts GMP,
5

Jara: 06.02.2025.
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Manufacturing, QC, batch release:
Medochemie LTD (Central Fi
1-10 Constantinoupaleos Street
Limassol, 3011, Cyprus
License number: 032

GMP Certificate No: MEDCENTRAL 202400

Manufacturing FP, primary and secondary packing:
Medochemie LTD (Factory AZ)
2 Michae! Erakieous Street, Agios Athanassios
Industrial Area, Agios Athanassios, Limassol, 4101, Cyprus
i License number: 032
GMP Certificate No: MEDAZ2022/001

MEOGCHEMIE

CERTIFICATE OF ANALYSIS
Product: Revival, hard gastro-resistant capsules 60mg
Pack: 10 capsules in blister, 3 blisters in carton
Batch No: ASB024
Customer: LTD "CPC" "BIOCON" UKRAINE
Label claim: Duloxetine HCI 67.35mg equivalent to Duloxetine 60mg per hard gastro-resistant capsule
Dateh sized1 1,000 packs
Registration cenificate in Ukraine: UA/17932/01/02

Manuf, Date; 02/2025

Expiry Date: 0272024

n | Related substances

Any unspecified impurities: Not more than 0.2%

ANALYSIS - SPECIFICATIONS RESULTS
PERFORMED Y ,
60mg; hard gelatine capsules size 0" with light grey body and | Conforms
; Appearance pink cap containing off white pellets
G ; . . The average weight of each batch depends on the patency of
y | Average weight of the pellets: 188.6me
e | Content 60mg: 396mg + S %
m 4 Uniformity of dosage ,
NI P Acceptance value Not more than 15.0 ER
T T— | ol Confoimis
‘I ¢ lae 1R 1est Conforms .
TRap— Release: NMT ‘3.5% 1.4%
Shelf-life: NMT 4,5%
a Impurity ¥: Not more than 0.4% Under disregard limit

0.088%

Microbiological Control*

2000 .
TYMC: Not more than 10% ¢.f.u./g; maximum aceeptable count 200
E. colit Absentin 1g

d Total impurities: Not more than 0.6% (1L.088%
Acid stage:

s . . Not miore than 10% of Duloxetine is dissolved in 120 minutes | 0o,

P Dissolution Buffer stage:

h, Not less than 75% (Q) of the labeled amount of Duloxetine is | 97 304

i dissolved in 120 minutes

i | Assay Not less than 95,0% and mare than 105.0% of the labelled 100.8%

¢ amount of Duloxetine

a

| TAMC: Not more than 10° e.f.u./g; moximum acceptable count Not tested

Not tested
Not tested

* Not Routinely Performed

Hereby | confirm the above mentioned information is complete and accurate, The batch was manufactured (including packing/marking)
und inspecied for quality in the above mentioned site in strict correspondence to GMP requirements, established by regulatory authoritics
and aiso in accordance with specifications included into the Master File or trade licence of manufacturing or importing country, il the
products are imported, or in the Drug Master File for drug for an investigation medicinal product. Reports on production, packing and
analyses were reviewed and the correspondence with GMP established.,

4
Qualified Person ... Q/P@“’["’M ... K.Nicolaou Date: 06/02/2023.
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