AEPKABHA CJIYKBA 3 JIKAPCBKHIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

npoB. Ceitnuudol Hagif, 3, m.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BHUCHOBOK
NPOo AKICTh BBE3eHOI'0 B YKpaiHy JiKapchKoro 3acody
16.07.2024 Ne 34416/24/10
JAYJIOKCHH®

(HaliMeHyBaHHS JiKapChKOro 3aco6y 3rifIHO 3 peecTpaLifiHuM NOCBiTHEHHAM)
KancyJau KHKoBopo3uuHHi TBepai mo 30 mr; mo 7 kancya y 6aicrepi; no 4 6icrepu B
KAPTOHHIN mavui
(dhopma BuIycKy, 103yBaHHS, BUI MTAKYBaHHS JHiKapCHKOro 3acoly)

Howmep peectpauiitioro nocsinuenns UA/17667/01/01 crpox aii peecrpaniitnoro nocsiguenns 02.10.2024
Cepis mikapcbkoro 3aco6y Ne X2FD1 Kinbkicrs BBe3enoro sikapenkoro zacoby 35717

Bupo6uuk Jlabopatopioc Hopmon, C.A., Icnanis
(ualiMeHyBaHH1 BUPOOHHKA NMiKapChKOro 3aco0y, KpaiHa TOX0LKEeHH)

Baeseno B Yipainy ToeapucTBo 3 06MekeH00 BignosizansuicTio ""ACTHO
YKPAIHA", igenr. xon: 42274733

(uaiiMeHyBaHHs Ta ko 3a CLIPIIOY ropumiuHoi ocoOu abo npi3puine, iM's, 10 GaTbKOBI
(izuarol 0c06H - miampreMI, if MiclLle POKUBAHHI Ta peecTpauiiinuii Homep o6iikoBoi
KapTK{ NIATHHKA MOAATKiB aGo cepis Ta HoMep nacnopra)

ITporoken Bizyansroro koarpomo siz 09.07.2024 N 1983/11.

3a  pesyJpTaTaMH JACpP)KaBHOIO KOHTPOJIO BCTaHOBNEHO, WO Jikapcbkuil 3aci6 BBeseHo B VYkpainy 3
AOTPHMAHHSM BHMOT 3aKOHOAABCTBA 1100 3a6e3NedeHHs aKkocTi Jikapehkux 3acobiB.
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LABORATORIOS NORMON SA. NORMON
N,

Batch Release Certificate / Ceptudikar Bunywierol Cepii
Certificate of GMP Compliance / Cepridikar signosinnocti GMP

Name of the Product: / DULOXIN, hard gastro-resistant capsules, 30 mg Ne 28 (7x4) in blisters

HameHy BaHHS NPOAYKTY OVIOKCUH®, kanicynu kuukoBopostinHii Teepal no 30 mMr Ne 28 {7x4}y Briictepax
Strength / Potency: / One gastro-resistant capsule contains 33,7 mg of duloxetine hydrochloride
Cuna nit [ AkrueHicTb: which is equivalent fo 30 mg of duloxetine/

1 Kancyna KMLIKOBOPO3UMHHA MICTUTE: 33,7 MI BYNOKGeTHHY riapoxnopuay, Wwoe
eKBiBANGHTHO AYFOKceTMHY 30 Mr

Dosage Formiz/ Hard gastro-resistant capsules, 30 mg /

Jlikapceka diopma: Kancy nn xuwkosoposuutHi TBepai no 30 mr

Package Size and Type: / 7 capsules in blister; 4 blisters in-carton box/ ;
Tun ta Posmip Ynakoeku: Mo 7 kancyny 6riicrepi; no 4 Grilarepu B kapronnii nauyi

Manufacturing Date: / Batch Number Finished Product: /

Hara supobuuursa: 20.02.2024 Howmep Cepii Torosoro lNpoayiry: X2FD1

Expiry Date: / Batch size {in packs): /

TepMiH npupaTHOCTL 02.2028 Poamip Cepil (B yrnakosxax): 35717
Analytical certificate code: / CA-2-A- Specification Code: / E-2-A-

Kon amaniTuunoro ceprudixary DUL30(PT)/02 Kon crieumdpixanyii DUL30(PT)/03
Marketing Authorization Number:/

Homep PeecTpaulilHoro nocBifyenHs; UAJ17667/01/01

Name, Address and License Number of Laboratorios Normon, S.A.

Manufacturer, which is Responsible for Ronda de Valdecarrizo, 6, Tres Cantos, 28760, Madrid, Spain

Batch Release: / No. 0330 »

Haltmenypanus,, Anpeca ta Homep TaBoparopioc Hopuon, C.A.,.

fliyessii BupoBuuka, sikuid Bunyckae Poupa ge Banbpekappico, 6, Tpec Kauvoc, 28760, Mappug, lenauis
cepito B ofir: Ne 0330

Country of Origin: /
Kpaina-supoGHnk:
Importing Country: /
Kpaiusa-imrioprep:

Spain / lorianis

Ukrainél Yupaina

Certification Statement: /:3anga npo cepTudhikaulio: ‘

| hereby certify that the above information is authentic and accurate. This batch of product has heen manufactured,
including packaging / labeling and quality control at the above-ientioned 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 batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP. /

Llm migTeeppikylo, 1o npuseaeHa suile iuchopmallin e gocToRipHOI | TouHo. [axa cepif BUrOTOBMNEHA, BRIKIYAOUM YNAKOBKY /
mapkyBaHHs | KOHTPOrb RKOCTI, Ha. BULLERKadaHii AinbHUL} y NOBHIH sinnosinHocT 3 sumoramu GMP nokanbhux KoHTpomioiouux
Opranis, & Takox 3! cnelydpikaiamm Peectpaujittors [locse kpaitu-imnoptepa afio [ocke focCimHyBaHoro NIKAPCLKOFC 3acoby.
[poTokony BUpOBHULITER, YNakoBKku Ta aHasisis Gynu nepemnsdyTi | BCTaHoBNEHA pinnosigxicts GMP.

Qualified Person Signature: / Alicia Govantes /
Mignve YnosHoeaeHo! Ocobu: Aricist ToBaprec

Jy

TECHRICAL PIAMAGERENTIQP.

Place for wet stamp
Date of Signature: / Jata lMNignucy 11.06.2024

In the event of any discrepancies or doubt between English and Russian language versions, the English language version
shall prevail. / Y pasi Gyas-aiix poabikHocTeih abo cymuisis mix Bepciamy aHrniickbkoio Ta YRpaiHCbKolo MOBaMI NEPEBARHY cUny
MaE BEPCIA AHMNIACLKOIC MOBOIO,




LABORATORIOS NORMON S.A.

;NORMON

Ceriificate of Analysis / Ceprucbikar Axariay

Name of the Product: /
HafimeHyBaHHs npoayKTY:

Batch Number Finished Product: /

Homep Cepii Motosoro Tpoaykry:

Expiry Date: / Tepmid npuaatHOCT:

X2FD1 Batch size (in packs): /
-Poswip Cepil (s ynakoskax):
Manufacturing Date:

Jata supoBruyraa;

02.2026

DULOXIN, hard gastro-resistant capsules, 30 mg Ne 28 (7x4) in blisters
ﬂ,WIOKCVlH@ Kancysnm KNILIKOBOPO3unHHI Teepal no 30 mr Ne 28 (7x4) y 6nmepax
35717

28.02.2024

Characteristics/
HalimeHyBasHsa nokadHuxka

Requirements /
Bumoru MKH

Result]

Pesynbrar

Description /
Onuc

Hard gelatin capsules,; with size no. 3, equipped with
blue cap-and a white body, containing white or
almost white pellets. / Teepaa xeénatnHosa kancyna Ne
3, KpULLIBYKA CUHBLOTO KONbOPY, Kophyc Biroro konwopy.
Buict kancynvi — neneu Sinoro abo maibxke Ginoro
KONLOPY.

Complies /
Bignosinae

Identification: / laenrudikayis
HPLC / BEPX

Identification: / |nexTuchikaiyis
“TLC /TWIX

The retention tilme of the main peak Tor duloxetine on
the chromatogram of the test solution correspénds
the retention time of peak for duloxetinie on
chromatogram- of the reference solution./Yac
YTPUMaHHA OCHOBHOTO, iKY AYITOKCETHHY Ha
xpomarorpami BurpoBoBysaHore posunHy: nosuHeH
cniBnajaT 8 YacoMm yTpumyBaHHA OCHOBHOTO MKy

JYNOKCETHUHY Ha XpamaTorpami posduHy nopisHAHHS,

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 BUNpoByRaHoro poauuHy Mae
BRABIATACA OCHOBHA friAMa Ha piBRi ocHOBHOT NisMK Ha
Xpomarorpaml posuiHy NOpiBHARHS, BignosiaHa iit.sa
poamMipom.

Complies /
Bianosigae

Complies |
Bignosinae

Average weight/ CepenHs maca

174.8 my £ 10% 1 174,9 mr £10%

171.0 mg /wr

Uniformity of mass '/
OpnHopigricrs macu

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

10% and none deviates by more than 20% / He Ginsite
2:x fa 20 Kancyn MoXyTh Math BiAXUNeHHR, Wwo
nepesyLLye & 10% 1 xonHa i3 20 kancyn He noswHHA
MaTH BIAXWNEHHS:- 0 nepeanillye = 20% 8ig cepeaHbol
macu

Complies /
Bignosinae

Dissolution / PosunHeHsa

Not less than 75% (Q) of duloxetine dissolved in 60
minutes/ He menule Hix 76% (QY PO3UUHBHOIO
aynokceTury yepes 60 xg

97 %

Agid stage (Gastro-resistance) /
Kuenotha cranisn
1 (raCTpOpPEaNCTEHTHICTS)

Not:more than 10% (Q) of Duloxetine. Hydrochloride is

dissolved in 2 hours in acid stage / He GinbLue Hix
10% (Q) aynokceTuHy rinpoxrnopiay posunHaeTbes
Hepes 2 rofuHn, Ha KUenoTHil craait

0%

-::-@ Ronda de Valdecarrizo, 8,

28760

@ www.normones |

QY Tel: +3491806 5240




LABORATORIOS NORMON S.A.

NORMON
Certificate of Analysis /] Ceptudikar Ananisy

Name of the Product: / DULOXIN, hard gastro-resistant capsules, 30 mg Ne 28 (7x4) in blisters
Haiimerysarts npoaykty:  AYNIOKCUH®, kancynu kuiukosopoaquHii Teepal no 30 mr Ne 28 (Tx4) y Gnicrepax
Batch Number Finished Product: /  X2FD1 Batch size (in packs): / 35717
Homep Cepii MoTosoro TpoaykTy: Poawmip Cepii (B ynakopkax):

Expiry Date: / Tepmit.npugataoct:. 02,2026 Manufacturing Date:/ 29.02.2024
Hara supoBHuyrea;
Characteristics/ Reguirements / Result/
HalimeHysaHHa noxaaHuka Bumoru MKH Pesynetar
Uniforimity of dosage units:{ The acceptance value (AV) of the first 10 dosage units | Complies/
OpHOPIgHICTL AO30BaHUX is less than or equal to L1. If the AV is greater than Bignosinae
OAVHWLID 15.0, test the next 20 dosage units. The final
acceptance value (AV) ofthe 30 dosage units is less AV= 4.1
than or equal to L1 and individual content of the
dosage unit.is in the range (1 £ L2'% 0.01} M, where
1.2=25, | NMpuimanebhe uucno (AV) ans népumx 10
opnHnls S L1, ko AV ans nepuiux 10 ogunnte > L1
BUnpoByeakHio NaaioTs HacTynHi 20 oauanub AV ans 30
oauHKLL < L1, i xogeH iHansigyansHuih BMICT ¥ [o30BaHil
opvHIL He & meHiumm 3a (1 -L2 x 0,0 Mrane e
Binbluwm 33 (1 + L2x 0,00M, gel1=1560Tal2=25,0
Assay [ KinbkicHe BraHaverHs 95,0%-105,0%; 28,5 — 31,5 mg of duloxetine of the 99 %
stated amount /95,0%-105,0%: 28,5 - 31,5 mr
LySIOKCRTUHY Ha Karcysty
Related Substances /- Cynposinxi AOMILLIKY
Any degradation impurity / Not more than 0,2 %/ <QL. 1 <Mexi
Bynb-sikuit npopyKT perpanauii He Ginbwe Hix 0,2 % KistbKicHoro
BU3HAYEHHSA
Total impurities / Cyma gomitiok- | Not more than 0,5 %/ <QL | <Mexi
He Binswe Wbk 0,5 % KiNtbKiCHOTO
BUSHAYEHHS
Microbiological quality*: I Mikpo6ionoriuHa yncroTa®
Total aerobic microbial count Not more than 10° CFU/g / <10 CFU/g
(TAMC) | 3aranbHe U1cno He 6Binbiue Hix 103KYO /1 <10 KYO /r
aepobuunx mikpoopratiamis
(TAMC)
Total combined yeast/ mould Not more than 102 CFUIg ! <10 CFU/g
(TYMC)./ 3aransHe “ucHo He Binbiue ik 107 KYO /1 <10KYO/r
ApikoeBMX T2 nniceHeBux ‘
rpnbis (TYMC)
E. Coli/ Absenceinig/ Complies /
Escherichia coli He nonyckaetecsiB 17 Bignosipae

.. Test is 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 He pyTurHMi Ta moke Byt BiACYTHIN B cepridikaTi sikocTi. BunpoBysaHHs nposoARThL Ha nepLuiit

cepil B poul, a fani Ha koxHii 10-ficepii.
Reledsed Date: / [lata sunycky:

11.06.2024 Signature: / Stamp: /

Mignue Meuatka

Alicia Govantes /
Anicia 'oBapTec

Qualified Person /
YroBHOBaXKEHA ocoba

j/....w,) Yoy g

e AR AT AR5

AL MANAGERMENTIOR

Qualified Person signature does not include the verification of correct translation into Ukrainian. / Ynosrosaxeta ocoba
CBOIM NIANMCOM HE NIATBERANYE KOpEKTHICTL Nepeknaay TEKETY Ha yKpalHGbKy MOBY.

In the event of any discrepancies or doubt between English and Russian language versions, the English language version
shall prevail, 1 Y pasi 6yap-sxux posbiHocTeR-abo cymHisiB MbX BepCIAMU aHIAIMCHROID T YKPATHCLKOIO MOBAMY NIePeBaXHy cuny
Mae sepcin aHININCHKOI MOBOIO.

9 'Ronda de Valdecarrizo, 8, | @ www.normon.es | &% Tel+34 91806 52 40

28760 - o



