() NORMON

Ronda de Valdecarri-o, ¢
28760 Tres Cantos. Madvid. Espaiia
Tel: 43491 806 52 49
Feax: 134 91 806 52 58
Batch Release Certificate / Ceptudpixar Bunyuwienor Cepii
Certificate of GMP Compliance / CepTudikar BIANOBIAHOCTI GMP

Name of the Product: / DULOXIN, hard gastro-resistant capsules, 60 mg Ne 28 (7x4)
HaimeHysanns npoayKTy in blisters
AYNOKCUH®, KEMCYMM KMLIKOBODO3Y HHI Teepai no 60 mr Ne 28 {(7Txd)y
Bnicrepax
Strength / Potency: / One gastro-resistant capsule contains 67,4 mg of duloxetine
Cuna aii / Aktusricrs: hydrochloride which is equivalent to 60 mg of duloxetine /

1 kancyna KULLKOBOPO3YUHHE MiCTUTS: 67,4 mr AYNOKCeTuHy ri;qpoxnopmy‘
LLO eKBiBaneHTHO AYINoKkceTuHy 80 mr

Dosage Form: / Hard gastro-resistant capsules, 60 mg/
Nikapcoxa hopma: Kancynu KMLIKOBOPO3UUHHI TBEpPA Mo B0 mr
Package Size and Type: / 7 capsules in blister; 4 blisters in carton box/
Tun ta Po3mip Ynakosku: Mo 7 kancyn y Bricrepi; no 4 Gnictepy B KapTOHHIA nauyy
Man ufacturing Date: / Batch Number Finished Product: /
Hara BMpObHULYTBS: 23.06.2020 Homep Cepii I oroBoro Mpogykry: R5E02
Expiry Date; / Batch size (in packs}: /
Tepmin npuaarthocri: 06.2022 Poamip Cepii (B ynakoskax): 7984
Analytical certificate code: / CA-2-A Specification Code: / E-2-A
Koa aHanituunore gl Kon creuudikauii: P
cepTudikary DUL30(PT)/01 DUL30(PT)/02
Marketing Authorization Number- /
Homep Peectpauiiinoro nocaigyeHHs: UA/17667/01/02
Name, Address and License Number Laboratorios Normon, S.A.
of Man ufacturer, which is Ronda de Valdecarrizo, 6, Tres Cantos, 28780, Madrid, Spain
Responsible for Batch Release: / No. 0330
Haimenysanns | Afpeca Ta Homep NaGoparopioc Hopmon, C.A..
NMiuewair BupoBhuka, skui BUnyckae Ponpa ge Banb.qexappa’co, 6, Tpec KanToc, 28760, Magpun,
cepiio 8 obir: lenaris

Ne 0330

Country of Origin: /
KpaiHa-BupobHuk
Importing Country: /
Kpal”Ha—inmopTep:

Spain / Icnasis

Ukraine/ Ykpaina

L{ving nigTRCPDKRYIO, WO Nnpusefera suvue iHchopmauis ¢ AOCTOBIPHOWO | TOuUHOG, Hana cepis BUrOTOBNEHA, BrMouaiguy
YNaKoBky / mapkyeanug | KOHTPONb SIKOCTI, Ha BULLEBKASAHIA 4iNbHAL y NosHiR BiAMNOBIiAHOCT] 3 BUMOramu GMP nokansmux
Kontpontorounx Opranis, a TaKOX 31 cneyudikaviamu Peecrpauiitoro Hocee Kpal‘Hm—imnopTepa abo [ocee
Accnifpeysarioro Nikapcbkoro 3acoby. MpoTokonu BARCOHUUTEA, ynakosku Ta aHanisie Gynu nepernsnyTi | Bcranosnena
BIONOBIAHICTE GMP.

Qualified Person Signature: / Virginia Machado 4k e )
Minnue Yrosrosaxeroi OcoBu: - Place for welstamp A+ ¢ )
Date of Signature: / Jara Mignucy 03.08.2020 TECHMNICAL pingiacs AR 8 TE

In the event of any discrepancies or doubt between English and Russian language versions, the En_gl?sh language version shall
prevail. | v paai By h-sKux pPo3bixkHocrel: abo CYMHIBIB Midi BePCisMU aHrnificLkoro T YKPaiHCLKOO n.1osamwraepeaamwy CUny mae sepcis
aHIMIACLKOI0 MoBOK, /




NORMON

Ronda de Valdecarrizo, 6

28760 Tres Cantos. Madrid, Espaiia
Tel.: +34 91 805 52 40

Fax: 434 91 806 52 58

Certificate of Analysis / Ce PTuthikaT AHanisy

Name of the Product: / DULOXIN, hard gastro-resistant capsules, 60 mg Ne 28 (7x4) in blisters /
HaliMenysanus npoaykry.  OVIIOKCUH®, Kancynu KMWKOBORDaUMKHI TBEPAI 1o 80 mr Ne 28 {7x4) y Bnicrepax

Batch Number Finished Product: / RSE02 Batch size (in packs): / 7 984
Homep Cepii Motororo Mpopyicry: Poamip Cepii (8 Yrakosxax):
Expiry Date: ! TepMin npuaatsocT: 06.2022 Manufacturing Date: / 23.06.2020

faTa BupoSHuuTea:

Characteristics/ Requirements / Result/
Haimenysanns NOoKasHWKa Bumoru MKS Peaynstar
Description /

Ze no. 1, equipped with Complies/
Onuec an ivory cap and a blue bedy, containing white or Bianosigae
almost white pellets. / Teepaa Xenatnhosa kancyna
Ne 1, xopnye cuHboro Konbopy, Kpuieuka Konbopy
CNOHOROT KicTkK . BmicT kancynu - nenemm Ginoro abo
Maihe Ginoro Koneopy,

Identification;
HPLC / BEPX

/ lAeHTUDiKaLiR 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
chrematogram of the reference solution, / Yac
YTPUMaHHs 0CcHORHOrO nixy Aynoxcertury Ha
Xpomatorpami sunpoGosyaanora PO3YUHY NoBMHEH
cnisnagaTi 3 uacom YTPUMYBaHHRA OcHoBHOro niky
AYNOKCETUHY Ha xpomaTorpami PO3YRy nopisHAHKs.

Complies /
Bigroeigae

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 Bunpobyearora PO34KHY Mae
BUABNATUCA OCHOBHA nnama Ha piBHi ocHosHGT nnNamuv wa
Xpomarorpami PO34UHY NOpPIBHAKHS, BianosiaHa it 3
po3mMipom,

Complies /
ldentification: / lneHTudgpikayia Bignosigae

TLC/ TWX

Average weight / Cepeaun mMaca 349.8 mg £ 10% / 349,8 mr + 10%

363.5mg/ mr

Uniformity of mass

Of 20 capsules, not more than 2 deviate by more than
OnvopigHicrs macu

7.5% and none deviates by more than 159 7 He
Ginbwe 2-x iz 20 Kancyn MoxyThk Matu BIXUNEHHA

Complies /
Bianosigae

Macu
Dissolution / Posynrenns Not less than 759, (Q) of duloxetine dissolved in 60 92%
minutes / He mMenwe wix 75% (Q) posumnHeHoro
AYnoxceTtuny Yepes 60 xp

Acid stage (Gastro-resistance)l Not more than 10% (Q) of Duloxetine Rydrochloride is | 0 9
KucnorHa cTagis dissolved in 2 hours in acid stage / He Ginbiwe Hix
(FaCTpopeaMCTeHTHiCTb) 10% (Q) AYNOKCeTUHY rip,poxnopmqy Po3uUHAETECH

Hepes 2 rofuHY, Ha KucnoTHIR cTanif




) NORMON

N,
Ronda de Valdecarrizo, 6
28760 Tres Cantos. Madrid, Espaia
Tel: +34 91 806 52 40
Fax: +34 91 806 52 58

Certificate of Analysis / CepTudikar AHanizy

Name of the Product: / DUL.OXIN, hard gastro-resistant capsules, 60 mg Ne 28 {7x4) in blisters /

Halimenysanng npeaykry:  OYNOKCUH®, kancynu KMLLKOBOPO3YMHHI TBepAl no 60 mr Ne 28 {(7x4) y Gnicrepax

Batch Number Finished Product: / R5E02 Bafch size (In packs): / 7 984

Homep Cepii MNotosoro Mponyky: Poamip Cepii (8 ynakosxax):

Expiry Date: / Tepmiu npyaaTHoCTi: 06.2022 Manufacturing Date: / 23.06.2020
Jara BUpoBHUUTBRa;

[ Cha racteristics/ Requirements / Resuit /
HaitmeryBanHs nokasiuka Bumoru MKH Peaynbrar
Uniformity of dosage units; / The acceptance valug {AV) of the first 10 dosage units Complies /
OnHopigricTs gozopanux is less than or equal to L1. [fthe AV js greater than 15.0, Bianosigae
QAMHULL test the next 20 dosage units. The final acceptance value

(AV) of the 30 dosage units js less than or equal to 1.1
and individual content of the dosage unit is in the range | AvV=4.2
{(1£L2x0.01) M, where L.2=25, | NpuitmansHe vucno (AV)
Ana nepnx 10 oguHuye < L1; skwo AV Ana nepwnx 10
OAMHUUL > L1: BunpobBysarkio NigaaoTs Hactynui 20
0AuHKUUL AV ni7ig 30 OAMHALL < L1, 1kogeH iHAUBIgYyanbHuE
BMICT ¥ 8oaoBaHii OLUHULI HE € MeHWnM 33 {(1-L2x0,01)
M Ta He € Binblumm 33 (1+L2x0,01) M, Ael1=1501alL2
=250
Assay ! KinbkicHe BU3HAYEHHS 95.0% - 105.0%: 57.0 — 83.0 mg of duloxetine of the | 104 %
stated amount / 950% - 105,0%: 57,0 — 63,0 wr
AYTNOKCETUHY Ha kancyny L_
Related Substances / Cyn OBIHI goMiLLKM
Any degradation impurity / Not more than 0,2 %] F<QLI <Mexi
Byns-skuit npoayxr aerpagauii He Binblue 0,2 % KinekicHoro
BUSHaUeHHS
Total impurities / Cyma nomiiok | Not more than 0,5 %/ <QL / <Mexi
He Binbuie 0,5 % KinbxicHoro
1 BHU3HaYeHHA
Microbiological quality*: f MikpoBionoriyna YucToTa™:
Total aerobic microbial count Not more than 107 CFuUig/ [_.Not Performedr
(TAMC) / 3aranbue Yucno He 6instue Hix 103 KYO / r He nposogunu
aepoBhux Mikpoopranismia
(TAMC)
Total comhined yeast / mould Not more than 102 CFuig / Not Performeds
(TYMC) / 3aransHe uyucne He BinkLwe Hix 102 KYO /1 He nposogunu
ApixaKoBMX T niiceHesux
rpubis (TYMC)
E. Coli/ Absencein1 g/ Not Performed/
Escherichia coli He gonyckaetseq s 1 r __| He nposoguniu

*—Test Is not routine and may be absent in certificate quality. Tost conducted on the first series of the year, and further on each

10th series. / Tecy He PYTAHHIA Ta Mowe ByTu BIfICYTHI# B cepTudgikaTi skocTi. BunpoBysanus MpoBOAATL Ha nepluiii cepii g poti, a gani
Ha KowHIR 10-Aeepir.

Released Date: / HAarta sunycxy: 03.08.2020 Signature: / Mianug Stamp: /
AN ¢ le4aTKR o, o
Qualified Person / \ N ﬁ\ﬁ’ﬂ@%m ]
L T [iv] . ——
YnoBHoBaxena ocoba Virginia Machado i . SA-

ENTIOP.
o2 OF 2051,

NopHOBaMEHa GCoba cagim

e .

Qualified Porson signature does not include the varification of correct hg’pglgglofn intaibikrainian, 7

niANUCOM He NiATBEpAXKYE KOPEKTHICTS nepeknany vekcTy Ha YKpaiHCeRy Moy hag ( 'T(‘|"‘"i\fi[ HTIE | :
i T ety [

gLy e

1) — =g iy H D U ,
In the event of any discrepancies or doubt between English and Russian la’n\ggag\z\'v"ersmns’, the/Enqlgs__ language version shall
prevail. / ¥ pasi 6yab-akux po3bixkHocTEH abo CYMHIBIB MK BepCiamu anrnil‘&cbxclo_\.‘)‘a yxpa'@mo ycsarg?t NEpeBaXHy cuny Mae Bepcin
anrnlficLbkoo Mosolo. ' el ’




13

' ,I[EP}KJHKCHV}KBA
AEPAKABHA CTy AKBA 3 JHKAPCBKIX 3ACOBIB TA KOHTPOMNO 34
HAPKOTHKAMUY y KUIBCBKTIT OBJj1ACT]
TpocrexT Banepix ﬂ{)ﬁaHOBChKOI’O, 51, M. Kuis, 031 10, Ten/daxe: (044) 2753030

E-maijl; dls.ko@dls.gov.ua,ht‘rgs://www.dis.gov.ua, Kox €JIPIIOY 37078774

Ne 52903120719

3 PeeCTpalt g uocni)mcanM)
OBOPO3Y Y] TBepai mo 60 MT; 110 7 kancys Y baicrepi; no 4 furicrepu p
KAPTORMIi naynj

Cepis nixapernxore sacoby Ne R5E(Q2 Kinskicts ppesenoro mikapchkoro 3acofy 7984

Buposme Ja6oparopioc Hopmon, C.A., Icnanig

(naﬁmeuynamm BHDOGHHK) Jikapcskoro 3acely, kpaing NOXODKeHHY)

Baeseno » Yxpainy Toaapm:'rno 3 o0Mexenong Bi,llllOBiﬂaJIhHicTIO "ACIHO YI(‘PA"I'I'IA“,

izenr. won: 42274733

(nafinenysarmy 1g Koit sa CIIPIIOY oprIIIHOT 0co6H a6o upisunue, in'y, o GaTLKOB (isimano
i i oMep obnixonof KapTKH nnatunka
noxarkin abo cepis HOMED riacnopra)

Mpororon BisyanLnoro konrpouno sin 07.10,2020 x 338472,

3a pe:;ynb'ra"mmf ACpxxasHorg KOHTPOJHD BCTaHOBJIE:HO,

o mikapenkuij 33Ci0  mucseno B YKpa'l'ny 3
AOTPpUMAH M BHMOT 3akoHogang e ;1

0 3abesneuenns akocr; JiKapehkux 3ac06ip.

Teleh Ay g

IKADCHKUX 3ac06ip ,
B S "3—?»2 i « 3ybapesa [, B.
T4 XoHIpONto 3aHapKOTHIamy y Knisenxig d
obmagri’;, AR iry, [t F 7

s R TR : e Y S

)J,’cpucﬁm CIY KB 5

R
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(niznnuc) (inivian ta fpisemine)
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