m NORMON

Ronda de Valdecarrizo, 6
28760 Tres Cantos. Madrid. Espaita
Tel.: +34 91 806 52 40
Fax: +34 91 $06 52 58
Batch Release Certificate / Ceprudpixar Bunyuieroi Cepii

Certificate of GMP Compliance / Ceptudikat BignosigHocti GMP

Name of the Product: / DULOXIN, hard gastro-resistant capsules, 60 myg Ne 28 (7x4)
HaiimenysatHa npoaykty in blisters
AYNOKCHH®, kancynu KMLLIKCBOPO3UUHHI TBepAi no 60 mrNe 28 (7x4) y
GnicTepax
Strength / Potency: / One gastro-resistant capsule containg 67,4 mg of duloxstine
Cuna git / AxTBHICTE: hydrochloride which Is equivalent to 60 mg of duloxetine /

1 Kancyna KULLIKOBOPO3YMHHE MICTUTE: 67,4 Mr aynokceTuwy rigpoxnopuay,
Wo exBiBaneHTHO AyrokceTuHy 60 mMr

Dosage Form: / Hard gastro-resistant capsules, 60 mg /
Ilixapeoka hopma: Kancynu kuKoBoposyuHHi TBEPAI N0 60 MF
Package Size and Type: / 7 capsules in biister; 4 blisters in carton box/
Tun ra Poamip Ynakosku: No 7 xancyn y Gnictepi: no 4 BnicTepn B KapTOMHIM nasyi
Manufacturing Daﬁe:l 16.02.2024 Batch Numiser Finished Frodugt: { X2294
fdara enpobunyrea: Howmep Cepii MNotororo MpopyxTy;
Expiry Data: / Batch size (in packs): /
Tepmit npugaTHoCT: 02.2026 Poamip Cepii (B ynakoskax): 17741
Analytical certificate code: / CA-2.A- Specification Code: / E-2-A
Kog ananituudoro DULBO(PT)0  Kog crieyudikausii: i
cepTudikary 2 DUL.60(PT)/03
Marketing Authorization Number- /
Homep Peectpauiitoro NOCBINYEHHs:: UAMTE667/01/02
Name, Address and License Number Laboratorios Normon, S.A.
of Nfanufactu_rer, which is Ronda de Valdecarrizo, 6, Tres Cantos, 28760, Madrid, Spain
Responsible for Batch Release: / No. 0330
Haiimerysar+a , Anpeca Ta Homep llaBopatopioc Hopmon, C.A.,.
Jliyenaii BupoBHuka, sixuit BUNycKae PoHaa pe Banbaskappico, 6, Tpec Kanroc, 28760, Maapug,
cenilo B 06ir: lenanin .
Ne 0330

Country of Origin: /
Kpaina-snposhuk;
Importing Country: /
Kpaina-imnoprep:

Spain ! lcnanisb

_Ukraine/! Yepaina

Certification Statement: / 3asga npo ceprudikaviio:;

| 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
requiremants 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 bateh processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. /

tlum nigteepmkyio, Wwo NpuBefeHa eule THPOPMALIA € AOCTOBIDHOK | TOMHOI, HaHa cepist BUroTeRera, BXIIOMEIOW
YIaxoBKY / MapKyBaHHR | KOHTPONb SKOGTI, Ha BUlLeBKasaHili AinsHaui y NoBil sianowigHocTi 3 Brvoramm GMP nokarbHux
Kerrpaniotouyx Qpranis, a Takox ai crieymchikauiamu PeectpauiiHoro focke kpalidu-imnoptepa ato flocke Bocnigwysaroro
nikapcekoro sacofy. MpoTokonu BUPOGHHUTBE, YTAKoBKN Ta aHaniais Synu nepernanyTi i BCTAHOBMSHA BiANOBAHICT GMP. .

m i( ¥ \.c__' R ', ELAO A
Qualified Person Signature; / Alicia Govantes e T T e
Mignue Ynoeonaxerot Ocobu; Place for wet stamp - + .

iR

Date of Signature: / [lata ITignucy 11.04.2024

In the event of any disr;repand]es or doubt between English and Russian ]anguage versions, the English language version shall

prevail / ¥ pasi Byab-akux po3thxrocTed abo cymnipie mik BEPCIAMK AHIMNIACLKOKD Ta YKPETHCLKOK MOBAMY NepeaamHy cuny Mac Bepcin
AHEANIACHKOID MOBOID.
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NORMON

Ronda de Valdecarrizo, 4

28760 Tres Cantos, Madrid, Espana

Tel: +34 91 806 52 40
Fax: +34 91 806 52 58

Certificate of Analysis / Ceptudiikar ARaniay

Name of the Product: /
HaimeHysarns npopykry:

DULOXIN, hard gastro-resistant capsules,
AYNOKCUH®, xanicynu mAwKoBOPO3UHHi THEPAT 1o 60 mr Ne 28 (7x4) y BnicTepax

60 myg Ne 28 (7x4) in blisters /

Batch Number Finished Product: / X2z221 Batch size {in packs): / 17741
Homep Cepif I'orasoro Ipopykry: Posmip Cepii (s YRaKkosxax):
Expiry Date: / Tepmin npugarHocTi: 02.2026 Manufacturing Date: / 16.02.2024
Bara supoGHuyTea;
| Characteristics/ Requirements / Result/

HaliMeHysanHA rokasHnka Bumorn MKS _ Peaynkrar
Description Hard gelatin capsules, with size no. 1, eqqitipped with a Complies {
Onng blue cap and an ivory body, containing white or almost | Bignosigae

white pallets. ¢ Teepoa wenatuHosa Kancyna

Net,kpuwedka cuHboro Xoneopy, kopnyc  konwopy

CROHO80I KicTk. Bmicr Kancynu - nenetn Ginoro abo

: Maixe Ginoro KQITbOpRY

Identification: / lneHTUdikaLig The retention fime of the main peak for duloxetine on Complies /
HPLC ! BEPX the chromatogram of the test solution corresponds Bignosinae

the retention time of peak for duloxetine on

chromatogram of the reference solution, f Yac

YTPUMEHHA OCHOBHOIQ Miky AYNOKCETHHY Ha

XpomaTorpami Binpobosysatoro PO34MHY nosuHed

crisnagaTy 3 Yacom YTPUMYBANHRA OCHOBHOrQ niky

AYNOKCETUHY Ha xpomaTtorpami PO3YHHY NOPIBHAHHSR,

The principal spot obtained with the chromtatogram

of test solution is similar in position and size to the Compiies /
Identification: / laeHTUikauin principal spot obtained with the chromatogram of Binnosigae
TLC / TWIX reference solution. /

Ha xpomarorpami BUNPOCYBAHOTO POSUMHY Mae

BMABNATUCA OCHOBHE NNAMAa Ha PIBHI 0CHOBHG! nnsaM Ha

XPOMATOFpaMi POSHMHY OPIBHSHHS, BignoeigHa iti 3a

poamMipom,
Average weight / Cepesnts maca 349.8 mg * 10% / 349,8 mr + 10% 3406.0 mg / wr
Uniformity of mass / Of 20 capsules, not more than 2 deviate by more than Complies /
OaHepipHicTs Mack 7.5% and none deviates by more than 15% / He Bignosigae

Ginelite 2-x ia 20 kancyn MOXY T MaTH BloXHNEHRS, Wo

nepesutliye + 7,5% i xopHa ia 20 Karcyn He nosvHHA

MaTH BlaxuneHHs wo nepesuLlye + 15% sig cepenusol

Maci
Dissolution T Poaunnenna Not less than 75% {Q) of duloxetine dissoived in 60 98B%

minutes / He Menwwe kix 75% (Q) posunneHeoro
BYNOKCeTUHY Yepea 60 xB

Acid stage (Gastro-resistance}/
Kucnotha cragln
(raCTpopESHCTEHTHiCTb)

L_

Not more than 10% (Q} of Duloxetine Hydrochloride is
dissolved in 2 hours In acld stage / He SinkLe Hix
10% (Q) mynokesriny TiAPOXAOPWAY PORYMHALTLCS
Mepes 2 roauku, Ha kMcnoTHi cTagil

t%




Ronda de Valdecarrizo, 6

28760 Tres Cantos. Madrid, Espaia

Tel,: +34 91 806 52 40
Fax: +34 91 806 52 58

Certificate of Analysis / CepTudixar Ananiay

Name of the Product; /

DULOXIN, hard gastro

-resistant capsules, 60 mg Ne 28 (7x4) in blisters /

HalimenysarkHa npogykTy: AYJIOKCNH®, kancynu kuumonopoauusHi TeepAi no 60 mr Ne 28 (7x4) y BricTepax

Batch Number Finished Product: 1 X2221 Batch size {in packs): / 17741
Homep Cepil MoToROro Npoayxry: Poamip Cepif {8 ynakoskax):
Expiry Date: / Tepmin npugatHocTi: 02.2026 Manufacturing Date; / 16.02.2024
' . Rata supoBHutrsea:
Characteristics/ Requirements / Result/
HalimeHyBasH fokasHWka Bumory MKST Pesynbrar
Uniformity of dosage units: / The acceptance value (AV) of the first 10 dosage units | Complies /
OnHopiatticTs gososanux Is less than or equal to I1. If the AV is greater than 15.0, | Bignosigae
0A%HWLL test the next 20 dosage units, The final acceptance value
(AV) of the 30 dosage unlits is less than or equal fo L1
and individual content of the dosage unitis in the range | AV=3.6
{1+L2%0.01) M, where L2=25, / Mpuiimanehe wacno (AV)
Ana nepumx 10 oguHuULL < L1; aKwo AV BNA nepluux 10
OAvHWUL > L1: sunpobysatso rignaoTe Hactynsi 20
opuHyLe AV AN 30 ognHnge < L1, | KOAeH iHausigyanskuil
BMICT y 0308aHIiH 0RWHWLE HE & MEHWLUM 33 {1-L2x 0,01
M 7a He & Ginbwim 3a (1 + 12 x 0,0)M, peL1=1501aL2
=250
3
Assay | KinckicHe BUsHatedHs 95.0% - 105.0%: 57.0 — 83.0 mg of duloxetine of the | 102 %
' stated amount / 950% - 1050%: 57,0 ~ 83,0 mr
AYNOKCATHHY Ha Kancyny
Related Substances / Cyrposiani aomilgm
Any degradation impurity / Not more than 6,2 %/ <QL / <Mexi
byas-Akui npogykr Aerpapauit He Ginbwe 0,2 % KinbKicHoro
BUSHaYeHHR
Total impurities / Cyma gomiwok | Not more than 0,5 %/ <QL 7 <Mexi
He Binble 0,5 % KiNbKiCHOIrO
BU3H&YEHHS
Microbiclogical quality*: ] MikpoBionoriyra uucrota™
Total aerobic microbial count Not more than 10° CF(lg 7 <10 CFU/g
{TAMC) ! 3aranbue wmcno He Ginstue ki 10° KYO f <10 KYO /T
aepobhux Mikpoopratiamia
(TAMC)
Total combined yeast / mould Not more than 10?7 CFUlg <10 CFU/g
(TYMC) / 3aranuHe uucno He Ginklue Hix 102 KYO /1 <10KYO /r
APDICKOBIX Ta RniCeHeRMK
rpytia {TYMC) R
E.Coli/ Absencein1g/ Complies /
Escherlchia coli He nonycxaetecae 11 Bianoseipnae ]

* — Testis not routine and may be absent in cerificate quality. Test conducted on th
10th series. / TecT He pyTHHHMI T2 Mowe BYTH BiZiCYTHIH B ceprudikaTi AxocT], BunpoGys

Ha gOwHiA 10-ticepir.

Released Date: / flata BUIIYCKY:

Qualified Person /
YnosHosaxkeHa ocoba

Alicia Govantes

11.04.2024

(.,)W“'\(‘“\ =%,

Signature: / Miannc

[
!

| I

Stamp: 1
_ I’!ettaTKa

e first series of the year, and further on each
@HHA NPOBOAATE Ha nepLuil cepii B poui, a gani

y

Qualified Person signature does not Include the verification of correct translatioft into Ukrainian, / Yrosuopawena ocoba ceoim
rignucom He niaTaEpKYE KopeKTHiCTh fiepexknany TeRCTy Ha ykpaiHckKy Moy

in the event of any discrepancles or doubt hetween English and Russian language verslons, the English language version shall
prevall. 'Y paaj Gypb-nxux posbimHocTed ao CYMHIBIB Mix Bepcismu aurmifickkom T8 YHRATHCEKO MOBAMH TIEEEBIKHY cuny Mae gepcin

AHIMIfCbOIC MOBOID,

L i



