(i) NORMON
WNJ
Renda de Valdgearrizo, 6
28780 Tres Cantos. Madrid. Espaiia
Tel: +34 91 806 52 40
Fax: +3491 806 5258 _
Batch Release Cetrtificate / CepTudixar Bunywieror Cepir
Cettificate of GMP Compliance / CepTudikar BignosigHocti GMP

Name of the Product: / DULOXIN, hard gastro-resistant capsules, 60 mg Ne 28 (7x4)
HaiimeHypatHa npoayiry in blisters
OYNOKCUH®, kancynw KWLLKOBOPOSUMHHI TBepi Ao 60 MrNe 28 (7xd)y

_ ‘Gnictepax
-Strength / Potency: / One gastro-resistant capsule containg 67,4 mg of duloxeting.
Cuna gii / AktvenicTs: hydrochloride which is equivalent to 60 mg of duloxetine /

1 Kancyna KMILIKOBOPOIUKMHAZ MICTUTE: 67,4 Mr pynokceTiHy rigpoxropuay,
Lo exBiBaNeHTHO AyriokceTury 60 Mr

Dosage Form: / Hard gastro-resistant capsules, 60 mg /
lNixapeska dhopma: Kancynu k1ukosoposuiHHi TBEpAi no B0 mr
Package Size.and Type: / 7 capsules in blister; 4 blisters in carton box/
Tun Ta Poamip Ynakosku: o 7 kancyn y Gnicrepi; no 4 BricTepu B KapToHHIK mayyi
Manufacturing Data: / oy Batch Number Finished Product: /
Hata supobunyrtea: 16:02:2024 Homep Cepii I'otosoro MNpoayxTy: R222]
Expiry Date: / Batch size (in packs): /
TepMiH npunarHocT: fia.2026 Poamip Cepii (s YNaKkosKax):. L
Analytical certificate code:/ CA-2-A- Specification -Code: { E-2-A
Koz ananimHoro DULSO(PT)0- Kop creundixawir: Anage :
ceprudikary . 2 DULBO(PT)/03
Marketing Authorization Number: / _
Homep Peectpautiiinoro noceiayesHs; UAM7667/01/02
Name, Address and License Number  Laboratorios Normion, S.A. o
of Manufacturer, which is Ronda de Valdecarrizo, 6, Tres Cantos, 28760, Madrid, Spain
Responsible for Batch Release: / No. 0330
HaitmerysaHia , Anpeca 1a Homep llaBopatopioc Hopmon, C.A.,.
Riuensii BupoBHuka, siuii BUIRYCKaE. Potpa ae Banbaexappico, B, Tpec Kauras, 28760, Magpwa,
cepio B 06ir: lonanin : :
Ne 0330

Country of Orlgin: /
Kpaiva-snpobhug;
Importing Country: /
Kpaina-imnoprep:

Spaih [l lcagriab-
. Ukraine/ Yepaina
Certification Statement: | 3asisa 1po ‘ceprudikadiio;

| 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 bateh processing,
packaging and analysis records were reviewed and found fo be in compliance with GMP, /-
Hum nigteepaxyio, wo npuBefleHa sule Hgopmalia € HOCTOBIDHOM- | TOuHOK. [lana cepist BUrQTOBREHA, BXMIOYEIOHH
YNaKoBKy / MaPKYBAHHA | KOHTPONE SKOCT], Ha BULL@BKASEHIA AiNLHMUE y NOBHIR BIANOBIAHGCTI 3 BVMoraMn GMP nokaneHux
KDHTpC'ﬂK}EO‘MX_Opl“aHiB, A Tako¥ 3l cnevvicbixauiamm PeecipauiiiHoro flocke KpaiHu-imnopTepa ato flocke Bocnigwysadoro
nikapcekoro aacofy, MpoTokonu BUDOBHWLTBA, YTAKoBKW Ta aHanisie Bymu nepernanyTi i BCTaHOBNeHa BiANoBiAHIcTs  GMP,
. > '
“Qualified Person Signature: / Alicla Govantes e ]
Mignuc YrnosHowakenoi Ocobin: o, F13C€ for wet slamp--
Date of Signature: f lata, NMignney 11.04.2024 e T ;

In'the event of any discrepancies or doubt between English and Russisg
prevail. / ¥ pasi Byab-akux pa3Bhkrocredt afo cymuipie mbk BEPCiRMK aHrmj
AHTAIACKCI0 MOBOKD,

sglish language version shall
NepesaxHy cuny Mae sepcis

IR
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NORMON

Ronda de Valdecarrizo, 6

28760 Tres Cantos. Madrid. Espaiig

Tel: +3491 806 52 40
Lox: +34 9] 806 32 58

Certificate of Analysis / Ceprutbikar Axanisy

Name of the Product: /
Halimenysantn npoaykry:

DULOXIN, hard gastro-resistant capsules, 80 mg
AYNOKCUH®, xancyry KULKOBGPOIYUHNME TR

Na 28.{7x4) in blisters /
epali no 60 wmr Ne 28 (7x4

1Y Bnicrepax

Batch Number Finished Product: / X2221 Batch size (In packs): / 17741
Hemep Cepit Fotosoro MpopyxTy: Posmip Cepil (8 ynakoskax):
Expiry Date: / Tepmin npugatHocTi; 02.2028 Manufacturing Date: / 16.02,2024
HAata supoCHmraa:
| Characteristics/ Regquirements / Result /

Halmenyeanwxa nokasHuka Bumorn MK# _ PeavnwTtar
Description / Hard gelatin capsules, with size no. 1, equipped with a Complies f
Onue blue cap and an vory body, containing white or almost Bignosigae

white pellets. / Teepfda menatunosa Kancyna

Net kpuiedka  GuHBOrO Konsopy, kopnyc  konkopy

GNOHOBOT KiCTKM. BMICT kancynu - nenets binoro aba
L . B .} Malbxe Binoro konkopy )
Identification: / laeHTudpikayis The retention time of the main peak for duloxetine on Complies /
HPLC / BEPX the chromatogram of the test solution corresponds Binnosigae

the retention time of peak for duloxetine on

chromatogram of the reference solution. / Yac

YTPUMARHS OCHOBHOFO Miky AyroKceTHy Ha

XpomaTorpami BUNpoGOBYRAHOMO PO3UUHY roBuHEH

crisnanaTi 3 Yacom YTPUMYBARKHA OCHOBHOTO niky

AYNOkCaTUHY Ha XpomaTorpami PQ3YMHY NOPIBHAHKS,

The principal spot obtained with the chromatogram

. o of test solution is similar in position and size to the Complies

Idtentification: / leHTUIKaUiR principal spot obtained with the chromatogram of Binrnoeigae
TLC 7 TUIX reference solutlon. / .

Ha xpomarorpami BUNpoSyBaHoro PO344HY Mae

BUSBIIATUCA OCHOBHE NIAMA Ha piBHi OCHOBRO! NMsMu Ha

XPOMATOrDaMI PO3YHMHY NOpIBHAHRS, BignoeigHa it aa

po3Mipom,
Average weight / Cepepnsi maca | 349.8 mg x 10% 7 349,8 mr + 10% 340.0 mg / mr
Uniformity of mass / OF 20 capsules, not more than 2 deviate by more than Complies /
OnHopignicTs Macw 7.58% and none deviates by more than 15% / He Bignosigae

Ginblue 2-x ia 20 KAMCYN MOMY T MaTH BIGXUNEHH, 1o

nepesuitiye £ 7,5% i xoaHa ia 20 Kancyn He neBuHHg

MaTy BigxuneHHs wo nepeauilye + 15% i cepenubol

. . Macu

Dissolution f Poayunentn Not tess than 75% (Q} of duloxetine dissolved in 60 98%

minutes / He meyuie Hix. 75%
AYNOKCeTUHY Yepea 60 xB

{Q) poaurHeHoro

Acid stagé (Gastro-resistance) f
Kncnotha cragis
'(rac‘{popeawcremﬂicrb)

L_

Not more than 10% (Q) of Duloxetine Hydrochloride is
dissolved in 2 hours in acld stage / He Sinbiue ik
10% (Q) aynokceTuny [APOXSIOPYAY POSYMHAETLCS
4epes. 2 roAgrH, 4a KUCNoTHINR cTag|l

1%




NORMON

Ronda de Valdecarrizo, & _
28760 Tres Cantos. Magdvid. Espafia
Tel: +3+4 91 306 52 40

Fax: +34 91 806 52 58

Certificate of Analysis / CeprudpikaT AHaniay
Name of the Product: /
HalimenysanHna npoaykTy:

DULOKXIN, hard gastro-resistant capsules, 60 my Ne 28 (7x4) in blisfers/
BYNOKCWUH®, xancynn KULLIKOBOPO34KMHKI TRepAi o 60 mr N 28 {7x4} y BnicTepax

Batch Numbaer Finished Product: | X2221 Batch size {(in packs): / 17741
Howmep Cepil Fotosoro MpoaykTy: Poamip Cepil {8 ynakomkax): _
Expiry Date:/ Tepmin npuaaTtHocTi: 02,2026 Manufacturing Date: / 16.02.2024
___HaTa supoBruvirea:
Characteristics/ Requirements / Result/
HalimenysarHa noxasHuka Bumorn MK#1 Pesynbrar
Uniformity of dosage units: / The acceptance value (AV) of the first 10 dosage units Complies /
OnaHopigHicTs go3osany is less than or equal to 1. If the AV is greater than15.0, | Bignosigae
OMHKLE : 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 confent of the dosage unitis in the range | AV=3.6
{(1£L2x0.01) M, where L2=25, / Mpuidmansne “MEno (AV)
Ana nepumx 10 oguHuue < L1; AKWO AV ana neplux 107
OAWHWUL > L1 sunpoBysadnio niggaoTe Hacryadi 20°
OAvHILL AV ann 30 ogumuge S L1, | XODEeH iHaveiyanbHui
BMICT ¥ AO30BaHIM ognHuLi He & MeHWyM 3a (1 — L2 x 0,01)
M Ta He & Ginblunm 3a (1 + (2 x 00UM, pel1=1507al2
=250
Assay ! KinkkicHe BU3RaYeHHA 95.0% - 105.0%: 57.0 — 63.0 myg of duloxetine of the | 102 %
‘ stated amount / 950% - 105,0%: 57,0 - 83,0 wmr
_ BYNOKCEYWHY Ha Kkancyny
Related Substances / Gynposigri AomitLki
Any degradation impurity / Not more than 0,2 %/ <QL / <Mexi
By abL-AxuA NpoayKT perpasauil He 6Ginbwe 0,2 % KinbKiCHOTO
‘BU3HAYSHHs
Total impurities / Cyma gomiwox | Not more than 0,5 %/ <Ql. f <Mexi
He Ginbwe 0,5 % KiNbKiCHOro
BU3H&YEHHS
Micrablofogical quality*; / MikpoGionoriyHa uucrota™
Total aerobic microbial count Not more than 107 CFUlg 7 <10 CFU/g
(TAMC) / 3aranikHe ymcho He 6Ginblue Hix 10° KYO /1 <10 KYO /r
aepoliHyx Mikpoopraviamia
(TAMC)
Total combined yeast / mould Not more than 107 CFUrg <10 CFU/g
{TYMC) ! 3arankHe uicno He Binkwwe Hixk 102 KYO /¢ <10KYO/r
APDIEKOBWX Ta nniceHeBmx
rpwtia (TYMC) R
E. Colit/ Absentein1gf Complies /.
Escherichia coli He ponyckaetecs s 11 Bianoseinae ]

* — Testis not routine and may be absent in certificate quality. Test conducted on the first series of the year, and further on each
10th series. / TECT e PYTUHRWI T3 Moxe ByTH BigCyTHIN B ceprudsikati skoct, BunpoBysasus nposonst Ha nepLuiit cepif B poui, a gani

Ha KOXHIA 10-Acepii.

Released Date: [ ata BUNyCRY: 11.04.2024
Qualified Persoh /

¥noeHoBaxeHa ccoba -Alicia Govantes

Signature: / Mignue

Qualified Person signature does not inglude the verification of corract transtation into Ukrainian, /- Vi
rigmvcon He fATERPKYE KOPEKTHICTL Nepeknany TeKkCTy Ha yxpaikcsky Mosy .

In the event of any discrepancies or doubt hetween English. and Russian language verslons, the End
-prevail. /'Y paai Gytib-akux posBixHocTei aBo cymHipis MiX BepciaMi aHrNiiCE Ko T8 YKPaiHChHO MOBEM
AHENCEKbIo MOBOID,

Stamp: /
" I’!ettaTxéa_ .




 AEPHKABHA CJTY)KBA 3 JIKAPCEKIX 3ACOBIB TA KORTPOJIIO 34
"y g HAPKOTHUKAMM Y KHIBCBKII OBJIACTI
npos. Cartmnynol Hapgi, 3, m.Kate, 02099, Ten/(axc: (044) 363-06:50
E-mail: dls.ko@dls gov.ua, Kog €/PTIOY 37078774

oy e BHUCHOBOK
© PO AKICTH BBe3eHOr0 B YKpainy JKAPCHEKOI0 3ac00y

02002024 N 42690/24/10

_AYJIOKCUH®

) (HafiMenyRanms JIKapChKOro sacoby sringo 3 peecTpalliifsim MocBiAueRNLM)
Kancyau KHITKOBOpo3auisi reepai 1o 60 MT; Ho 7 kancyn y Gaicrepi; mo 4 Oaicrepu B
.- KAPTOHHIA nav o

{fropma surrycxy, Rosyeans, Bug MARYBAHHA MKAPCEKOFD 32c00Y) .
Homep peecrpaniiinoro nocsimuenns UA/17667/01/02 SIpOK Aif peccrpaniiinoro mockingenny 02.10.2024
Cepin mixapcsxoro 3ace6y Ne X2221 Kinsxicts sescnoro fikapeskoro zacoby 3760

Brpobiik . JIa6oparopioe Hopmon, C.A,, Icnanis

{nafivenyganis BupobHIKa niKapekKero 3acoby, kpaina TIOXQIDKSHER}

Beezeno s Vipaity Tonapucreo 3 o6mexenoro signositansuicrio "ACTHO
YEKPATHA", inent. xon: 42274733

(nattsreryBanms ta ko 32 CAPIIOY wopummaaoi ocobu abo npivense, iM's, 10 GaTEKOR]
izmol ocobk ~ mignpresms, 1 MISHe MPORHBAHAT T peecTpatiirIT HOMEp 00mKoBoT
RApTKH IUIATHIKA. HOBATKIS af0 cepis Ta-HOMED TIacnepTa)

'Hpari)ko.rxnisyaﬁsim'ro kontpoino six 28.08.2024 N 253572,

34 pesynrraramy ACPKABHOTO  KOWTPONIG BCTAHOBNEHO, HIG NiKApCERUiL. 3aci6 mResEHo B Yipainy 3
- H{}Tp HMAHHAM nmvor 3AROHOMEBCTBA 0RO 32083 NeSeHET SROCTI JKAPCEKHX 23c0061B:

/g : .......

“manner ' (isduianst T4 npissume}
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