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- _ . ] KapTOHHIA mavmi -

NTEPKABHA CJIYKDBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMH Y KHIBCHKIU OBJIACTI

ripos. Ceitnuunoi Hanii, 3, M.Kuis, 02099, ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

Npo SAKICTh BBE3EHOro B YKpaiHy JikapcbKoro 3aco0y

29.01.2024 Ne 1597/24/10

____________________ JYJOKCUH®

(HaﬁMCHyBaHHH ﬂucapcmcoro 3aco0y 3riJHO 3 peecTpaliiHum nocmﬂquHﬂM)
KaIcyJId KHIMKOBOPo3YuHHi TBepai mo 60 mr; mo 7 kancyu y GJicrepi; o 4 dxicrepu B

((bOpMa Bnnycxy, JIOSyBaHHSI BUJ IAKYBaHHS nu{apcmcoro 3ac00y)
Homep peectpauiiinoro nocsinuenns UA/17667/01/02 crpox nii peecrpauiitroro nocsixuenns 02. 10.2024
Cepis nixapcekoro 3aco6y Ne VEDN1 Kinbkicts BBE3eHOTO ikapcskoro 3acoby 7200

Bupo6HUK _Jlaboparopioc Hopmos, C.A., Icianisa
(HalimeHyBaHHS BUpOOHHKA nmapcmcoro saco6y, KpaiHa MOXOIKEHHA)

Bseseno B Ykpainy ToBapucrso 3 o6mexenoro BignosigaasnictTio "ACIHO YKPAIHA",
_inenr. kon: 42274733 L B | ]

(naitMenyBaHHs Ta kox 3a €PTIOY 1opuauynoi ocobu abo npissuiile, iM'd, 10 6aTbKOBI (isHIHOI
0cOOM - mifnpreML, il Micue MPOXMBAHHS Ta PEeECTpaLiiHuil HoMep 00IKOBOT KAPTKH MIATHHKA
nofaTkis abo cepist Ta HOMEP MacropTa)

TIporokou Bisyansroro kourposio gig 19.01.2024 Ne 0125/5.

3a  pesynbTaTaMU JEPKABHOTO KOHTPOJEKO BCTAHOBIEHO, IO JIiKapChKMi 3aci0 BBE3CHO B YKpaiHy 3

NOTPUMAHHSAM BHMOT 3aKOHOABCTBA OO 3a0€3NeUeHHs AKOCTI JiKapchKHUX 3aC00iB.

Brrfmm BOHI APEHI{O“
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~" Ronda de Valdecarrizo, 6

28760 Tres-Cantos, Madrid. Espania.

Tel.:+34 91 806 5240

Fux: +3491 806 5258
BatCh ReleaseCel’ilficate!CEpTMcblKaT Buriywenol Cepii
Certificate of GMP Compliance / Ceprudikar sinnoeigHocti GMP

Name of the Product: / DULOXIN, hard gastro-resistant capsules, 60 mg Ne 28 (7x4)
HaitmeryBanus npogykty  in'blisters , -
OYNOKCUH®, kancyrnu KuiikoBopo3uuHKi Teepai no 80 mr Ne 28 (7x4) y
BricTtepax | |
Strength / Potency: / One gastro-resistant capsule contains 67,4 mg of duloxetine
Cuna gii / AKTuBHICTb! hydrochloride which is equivalent to 60 mg of duloxetine /
N 1 Kancyna KulKoBOpo3UMHHA MicCTUTSL: 67,4 MrAyoKceTURY rigpoxnopuay,
L0 eKBIBANEHTHO gynokceTuHy 60 mr
Dosage Form:/ Hard gastro-resistant capsules, 60 mg/
TNikapekka opmva; Kancynu kMikoBopoaunHHi Teepai no 60 mr

Package Size and Type:/ 7 capsules in blister; 4 blisters in carton box/
Tun ta Po3Mip YrakoBKku: Mo 7 kancyn y Gnictepi; no 4. 6nictepn B KAPTOHHIW raqul

Mgnufgcturin.-g‘-'Dgte:-I 06.09.2023 B'a't'ch__N:umPezr‘Fihished Pro;;l’ug'ft:: / V8DN1

Hata snpobHuyraa: _.H_omep Cepii lFotoeoro ﬂpogyscry..

Expiry Date:/ 09,2025 Batch size (in packs): | 17624

TepMiH npraaTHoCTL o Posmip Cepil (B ynakoskax):

Analytical certificate code: /|  CA-2-A-  Specification Code: / E-2-A-

Kog aHan ITUHHOTO _DU L60(PT)/0  Kop cneundpikaiyi DULBO(PT)/03
cepTudikary 2

Marketing Authorization Number: / L

Homep Peectr_p'auii&H.dr:o-'nocﬁi,q'-—léHHﬁs'-'lti UAIMT7667/01/02

Name, Address and License Number  Laboratorios Normon, S.A. o
of Manufacturer, which is Ronda de Valdecarrizo, 6, Tres Gantos, 28760, Madrid, Spain
Responsible for Batch Release: / No. 0330
HaitmenysanHa , Agpeca Ta Homep Naboparopioc HopmoH, C.A.,. | |

Nitexail BupoBHuka, skui sunyckae Poraa ne Banbaekappico, 8, Tpec Kantoc, 28760, Maapug,
cepio B obir: lcnanis

| Ne 0330
Country of Origin: / et 1 Trva i
Kpalsia-supobHmic. 8pain/ lcnanisb
Importing Country:/

KpaiHa-imnoprep: Ukrainel Yrpaina

Certification Statement: / 3ansa npo ceptuchikauio: - |

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging / labeling and quality control at the above«mentioned site (s) in-full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications. in the Marketing Authorization of the
importing country or product specification file for Investigational Medicinal Products. The hatch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. /

Livim niarsepanyto; Wo fpusegeHa sue Ech_J)opM_auiﬁ e n-c'ctc'ai_pn-nm i TouHoto. [aHa cepia BUroToBrieHa, BKNIOYaHH

YNaKoBKY / MapKyBaHHs | KOHTPOIb SKOCT]; Ha BULLEBKa3aHI DinbHALL Y TIOBHIA BIANOBIAHOCTI 3 BUMOTami GMP nokaneHux -

KonTponiotounx. Opraxis, a Takox 3i cnevudikauismu PeecTpaLifiHoro Jocke kpainu-imnopTtepa abo [locke A0CNIOXYBaHOo

nikapcbkoro-3acoby. MNPoToKoNW BUpOBHNLITBE, YNakosku Ta aHanisis Oynn nepernaxyTi | BCTAHOBNEHE BIANOBIAHICTL GMP.

. l’} ’ .
. m ;uﬂw) . C:“tmt&-
Targpyn gl - ar
ot L L j"{"' A
et = bl e ek L aany Lo nnm L T B e
™ il Hw ul

. e ]

o L T R S T 7.2 DU ST S M &

Qualified Person Signature:/
Mipnuc YnosHosaxeHoi Ocodu: 27
Date of Signature: /lara Mippycy
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In the event of any discrepanciesfpodSfbt between EX@IYH &MY Russian language versions, the English language version shall
prevail, | Y pasi Gyas-Akux poabik-bgseaia AR Wi adBeBh anrnificskoio Ta yKPATHCHKOIO MOBaMU NEPEBAKHY. CUNY Mae BEpCis
aHrnincLRo MOBOID. . p
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Ronda de Vafdecam:o 6

287 60 Tres Cantos. Madr id, Lspana

Tel.: +3491°806.52 40..
Fax: +3491 8065238

Certificate of Analysis / CepTudikar Auariay

Name of the Product: /
HafimeHyBaHH$ NMpOAYKTY:

Batch Number Finished Product /

Homep Cepii NoTosoro Mpoaykry:

Expiry Date: / Tepmin npugaTHocTi:

VSDN1 Batch size (m packs) /
Poamip Cepil (B ynaxkoskax):
Manufacturing Date: /
NaTta supabHulTBa:

09.2025

DULDXIN hard gastro-resistant capsules, eo mg Ne 28 (7x4’)' ’i'n' ’b'i'i's’te'rs !

17624

06.09.2023

Characteristics/
| HanmeHysanHs roKasHuka

' Reqmrementsl'
| Bumorn MKH

TR

Pesynsrar

Description /
- Onuc

Hard gelatin capsules, with gize no 1 eqmpped with a
blue cap and anivory body, contammg white or almost
white pellets. / Tsepga xenatudHosa Kancyna

_Nﬂ1 Rpwmeqi{a cmnboro KOI"IbUth Kopnyc xonbopyf

| mamxe Grnorc xonbopy

Complies /
Bignosinae

"Identiflcatlon. / l,qenmcbn{aum

HMPL.C / BEPX

~Identification: / lnenTudikauis
TLC /TWX

T The retention time of the main peak for duloxetine on ”

the chromatogram of the test solution corresponds

| the retention time of peak for duloxetine on

chromatogram of the reference solution. / Hac
YTPUMAHHS OCHOBHORO MKy AYNOKCETURY Ha
XpomaTorpami BurpodoByBaHOro posHUHY NOBUHEH -
CriBRafaTh 8 4acom yTPUMYBaHHA OCHOBHOTO NikKy
LYFIOKCETUHY Ha XpOMATOrpami po3driHy nopiBHSIHHS.

The principal spot obtained with the chromatogram
of test solution is similar in position and size to the
principal spot obtained with the chromatogram of
reference solution. /

Ha xpomarorpami Bwnpoﬁyaaﬁom pO3uMHY Mae
BUSBNSITUCS OCHOBHA NASIMA Ha PIBRI OCHOBHOT MASMU Ha

1 Xpomarorpami po3unHy HODIBHHHH_Q gignosigHa M 3a

PO3MIPOM,.

Complies /
Bignosinae

Complies /
Bipnosipgae.

:j Average weight / CEPenHﬂ Maca |

349.8 mg £ 10% / 349,8 mr £ 10%

| Umfgrm]tyufmass o

OpHopigHICTL MacK

- X Of 20 capsules, not more than 2 deviate by more than

7.5% and none deviates by more than 16% 1 He:

1 Gmbwe 2-x13-20 kancyn MOXYTb MaTU BIAXUNERHA, WO
| nepesuiye £ 7,5% i xofHa 18 20 Kancyn He noBuHHaE
‘MaTy sBigxuneHHs Lo nepesuilye £ 15% 8ig cepenHbol

Macu

Complies /

| Bignosigae

Dissolution / PO3uMHERHSs!

Not less than 75% (Q) of duloxetine dissolved in 60

minutes / He meniue Hix 75% (Q) posunHeHoro

 BYNOKCETURY Yepes 60 x8

92% e

Acid stage (Gastro-resistance) [

Kucnotha cranis
(racTpOpPE3nCTEHTHICTD)

ot more than 10% (Q) of Duloxetine Hydrochioride s |

dissolved in 2 hours in acid stage / He Binble Hix

10% (Q) AyNOKCETUHY rmpoxnopm.n,y POBUMHAETHCH

Yepes 2 TOAUHN, Ha KMCNOTHIN cTanii

0%
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-Rmrda d& l”a!decmn:o 6

28760 Tres Cantos, Madvid. Espaia

'Fe! +34 91 806 5? 40
Feax: 4349180635258

Certificate of Analysis / Ceprudixar AHaniay

-Name of the'Product: [
;_HammeHysaHHﬂ NPORYKTY:

Batch Number Finished Product: /

Homep Cepii Motosoro IMpoaykTy:
Expiry Date: ! Tepmin npwnaTHOCTl

VEDN1 Batch size (in packs):/

Poamip Cepii (B yriakoskax).
Manufacturmg Date* !

.....

09,2025

DULDXIN hard gastro- -resistant capsules 60 my Ne 28 (7x4) in blisters /
}ZM'IOKCMH® Kancynu kukosoposumnHHi Teepal no 60 MrNe 28 (7x4) y fnicrepax

17624
06.09.2023

| HalimeHyBaHHs NoKasHuKa

| ':_ Raqwrements I
" Bumory MKH

Result /
PesynbraT

Uniformity of dosage units:/
OpHOPIAHICTE L030BaHNX

| opuHnLb

The acceptance value (AV) of the first 10 dosage units

is less than or equal to L1. If the AV is. greater than 15.0,
test the next 20 dosage units. The final acceptance value
{(AV) of the 30 dosage units is less than or equal to L1
and individual content of the dosage unit is in the range
(1+ L2 % 0.01) M, where L2=25. ] MpuitmarsHe 4ucno (AV)
ans neptmx 10 oavHuys < L1 skwo AV ans nepuux 10
| awnpoﬁysaﬁﬂm m,u,qamb HaCTynHI 20‘_
| ‘oAnHNUE AV ans 30 OpVHULL: < L1, ixoneH iMausigyanbHin
| BMicT y fo3oBaHii SanMHALE He & MeHiunm 3a (1 — L2 x.0,01) |
| M TaHee Binswum aa (1 +L2x0, 01) M, nel1=150Tal2 |

| =250

oouvKuLe > Lo

Complies /
Bignosigae

CAV=4.1

55.0% - 105.0%: 57.0 ~ 63.0 mg of duloxetine of the
‘stated amount / 950% - 1050%:

[y NOKCETUHY Ha Karcyny

570 — 63,0 wmr

100 %

‘Related Substances / CynposigHi fomiwkn

Any degradation impurity /
By fab-sKui NpoayKT pAerpanadd

| Not more than 0 2 %I
| He:6inbwe 0,2 %

<QL 7 <Mexi
KinbKICHOTO
BU3HAYBHHS

| Total impurities { Cyma ,::}.omzwm(

T"Not more than 0,5 %l
| He Ginbwe 0, 5 %

<QL. [ <Mexi
KINBKICHOTO

| BusHadenHs. |

"Microblologtcal quality™: | Mu{poﬁiononuma merm‘a

| Total aerobic microbial count

(TAMC) [ 3aransHe 4ucno

aepobHUX MikpoopraHismis
(TAMGC)

Total combined yeast / mould
TYMC) | 3aransHe Yueno
ApDKIDKOBUX Ta NrficeHesuX:
rpiBis (TYMCY
E.Colif
Escher:chla coll

| Absencein1g/

| Not more than 10° CFU/g !

He Binblue Hix 103 KYO /r

| Not more than 102 CFU/g /
| He Girsiue wix 102 KYO /1

Not Performed/
He nposogunn

| Not Performed!
He nposoAnv

Not Performed/
He nposognu

— Test is not routine. and may be absentin certificate quality. T
'Iath series. / Tem' He pYTMHHUE Ta Moxe Byt BincyTHIM B. cepmcp:

Ha KOYHIN 10ﬁ-wcepu

Released Date: / [lata Bunycky:

Qualified Person/
YriosHoBaxeHa ocoba

|_He ponyckaetseaB 1T v

; -:ﬁ-_- ) ;

12.12.2023

Alicia Govantes

et 284 frature: | Migwe,
. f ['Iet—la‘rt_ca YOV

'.'j.i-.-.:i- "-x- ‘:.3",';' R

Qualified Person 5¢gnature does not include the verification of correct translation into Ukrainian. / YnosHopaxeHa 06663 ¢aoim
TIANMCOM He TIATBEePAXYE KOPEKTHICTE TTEpEKITaay TeKCTY Ha yKpaiHCby MOBY

In the event of any discrepancies or. doubt between Engllsh and Russian language versrons, the English. language version shall
prava:l 'Y pasi Byab-AKuX poaBikuocTel abo cymHiBia MK Bepciamu aHrNICbKOI0 Ta YKPETHCbKOIO MOBAMMK NEPEBaskHy Cuny mae BepCis

aHFﬂlMCbKDIO MGBU!‘O
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