JEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIN OBJIACTI

npocnekt Banepis JlobanoBcskoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APIIOY 37078774

BUCHOBOK
NpPo AKICTH BBE3€HOr0 B YKPAiHY JiKAPCHKOTr0 3ac00y

16.06.2023 Ne 27829/23/10

JTYJOKCHH®

(HafiMeHyBaHHS JIiKapcbKOTO 3aco0Y 3TiHO 3 peecTpauiifHuM IOCBiTYeHHIM)
KaIcy/Ju KHIIK0BOpo3uMHHI TBepAi mo 30 mr; mo 7 kancyJ y 6aicrepi; no 4 daicrepu B
KAPTOHHIH mavni

(dopma BuITyCKY, TO3yBaHHs, BH] IAKyBaHHI JTiKapChKOro 3acoly)
Howmep peectpamniitroro nocsimaenrns UA/17667/01/01 crpox ii peectpaniiinoro mocsimaenns 02.10.2024
Cepis mikapcekoro 3aco6y Ne VONM1 KinbkicTs BBe3€HOrO Jikapchkoro 3acoby 31162

Bupo6Huxk Jlaboparopioc Hopmon, C.A., Icnanis

(naiiMeHyBaHHS BUPOOHHUKA JTIKapCHKOTO 3aC00Y, KpalHa IOXOIKEHES)

Baeseno B Yxkpainy ToBapucTso 3 06Mesxkenolo BixmosinaapaicTio "ACTHO YKPATHA",
inent. kox: 42274733
(naiiMenyBanus Ta xox 3a €JIPTIOY ropumirdnoi ocobu abo mpispume, im's, mo 6aTekoBi disumaHOT
ocobu - mimnpremMus, i MicLie IPOXKUBAHHA Ta PEECTPALIHHNA HOMep OOIIKOBOI KAPTKH IUIATHHKA
HIOJATKiB a60 cepis Ta HOMep MmacuopTa)

Iporokon Bisyansnore xontpouio ig 15.06.2023 Ne 1814/1.

3a pesympTaTaMH JAEPKABHOTO KOHTPOJI) BCTAHOBJIEHO, IMO JIKAPCBKWEM 3aci0 BBe3¢HO B YKpaiHy 3

JAOTPHMAHHAM BHMOT 3aKOHOJABCTBA MO0 3a6e3IeYeHHs AKOCTi TiKapChbKUX 3ac00iB.

W Ipuaa ITAJIAMAP

(nianwuc) (ininian Ta npissrme)




@ NORMON

Ronda de Valdecarrizo, 6

28760 Tres Cantos. Madrid. Esparia
Tel.: +34 91 806 52 40

Fax: +34 91 866 52 58

Batch Release Certificate / Ceptudikat BunyweHoi Cepii
Certificate of GMP Compliance / Ceptudikar signosigHocti GMP

Name of the Product: / DULOXIN, hard gastro-resistant capsules, 30 mg N2 28 (7x4) in blisters

HalimeHyBsaHHs npogykTy OYNOKCUH®, kancynu kuwikosopoauukHi T8epai no 30 mr Ne 28 (7x4) y
Gnictepax

Strength / Potency: / One gastro-resistant capsule contains 33,7 mg of duloxetine

Cuna gii / AKTMBHICTDb: hydrochloride which is equivalent to 30 mg of duloxetine /

1 kancyna KULLKOBOPO3YUHHA MicTUT: 33,7 MIr AYNOKCETUHY rigpoxnopuay,
LYo eKBiBANEHTHO AynokceTury 30 Mr

Dosage Form: / Hard gastro-resistant capsules, 30 mg /

Jlikapceka copma: Kancynu kuwikoBopoaunHHi Teepgi no 30 mr

Package Size and Type: / 7 capsules in blister; 4 blisters in carton box/

Tun Ta Poamip Ynakosku: Mo 7 kancyn y 6nictepi; no 4 Gnicrepy B KAPTOHHIA nauLi

Manufacturing Date: / Batch Number Finished Product: /

Data supobHuLTBa: 16:01.2023 Homep Cepii MoTosoro Mpoayxty: VONMS
Expiry Date: / Batch size (in packs): /

Tepmid npuaaTHoCT: 12026 Poamip Cepii (B ynakoBkax): 31162
Analytical certificate code: / CA-3-A- Specification Code: / E-3-A-

Koa aHanitmuHOro Koa cnevuudikauii:

cepTudbikaty DUL30(PT)/01 DUL30(PT)/01
Marketing Authorization Number: /

Homep Peectpauiiiioro nocsigyeHHs: UA/17667/01/01

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

of Manufacturer, which is Ronda de Valdecarrizo, 6, Tres Cantos, 28760, Madrid, Spain
Responsible for Batch Release: / No. 0330

HalimeHyBaHHsa , Agpeca Ta Homep Nabopatopioc Hopmon, C.A.,.

Niuenaii BupobHuka, AKkWiA BUNycKae PoHpga pe Banbgekappico, 6, Tpec Kautoc, 28760, Magpwa, IcnaHis
cepito B 06ir: Ne 0330

Country of Origin: /
KpaiHa-BMpoGHuK:
Importing Country: /
KpatHa-imnoprep:

Spain / Icnania

Ukraine/ YkpaiHa

Certification Statement: / 3asBa npo ceptudikayito:

I 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 batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP. /

Lium nigreepmpkylo, Lo npusefeHa Bulle iHopmaLlis € AOCTORIPHOIO | TouHow. [laHa cepis BMrOTOBMEHa, BKMIOYaKoHy
ynaKoBKy / MapkyBaHHs i KOHTPOMb AKOCTi, Ha BULLEBKa3aHIi AiNbHULY Y NORHIM BignoeigHocTi 3 Bumoramn GMP fiokansHux
KoHTposioiouux Opranis, a Takox 3i cneuudikaviamu PeectpauiiiHoro Jlocke kpalHu-imnoprepa a6o [Jocbe AOCTIKYBaHOTO
nikapcbkoro sacoby. MNpoTokonu BUpoBHULTEA, YNakoBKi Ta aHani3iB Gynu nepernsKyTi i BCTaHoBneHa BignosiaHicTe GMP.

Qualified Person Signature: / Alicia Gova
Nignuc YnosHosaxeHoi Ocobu: Anicis MoBa NORMON Place for wet stamp
Date of Signature: / [iaTa Mignucy 24.05.2023 TECHNICAL MANAGEMENT/AQ.P. 7-3 =

——
In the event of any discrepancies or doubt between English and Russian language versions, the English language version shall
prevail. / Y pasi byab-akux poabixnocTell aGo cymHiBiB MbK BEPCIAMU 3HINIACHKOIO Ta YKPATHCHKOIO MOBaMM NTepeBaXHy CUIY Mae BepCia
aHrNIACLKOIO MOBOIO.



AN
7 NORMON

Ronda de Valdecarrizo, 6

28760 Tres Cantos. Madrid. Espaiia
Tel.: +34 91 806 52 40

Fax: +34 91 806 52 58

Certificate of Analysis / Ceptucdikar AHanisy

DULOXIN, hard gastro-resistant capsules, 30 mg Ne 28 (7x4) in blisters
OYNOKCWH®, kancynu kuwwikoBopo3syuHHi TBepai no 30 mr Ne 28 (7x4) y 6nicrepax

Name of the Product: /
HaiimMeHyBaHHA NpoayKTy:

Batch Number Finished Product: /  VONM1 Batch size (in packs): / 31 162
Homep Cepii l'otosoro MNpoaykTy: Poamip Cepil (B ynakoskax):
Expiry Date: / TepmiH npuaatHocTi: 01.2025 Manufacturing Date: / 18.01.2023
[ara supobunyrea:
Characteristics/ Requirements / Result/
HalimeHyBaHHA NoKasHuKa Bumorn MKA Peaynbrar
Description / Hard gelatin capsules, with size no. 3, equipped with a | Complies /
Onuc white cap and a blue body, containing white or aimost | Bianosinae
white pellets. / Teepga xenatuHosa kancyna Ne 3, ,
Kpuileuka 6inorc Konbopy, KOPryc CuHLOrO KOMbopy.
Bmict kancynm — nenetn Ginoro abo wmaibke Ginoro
KOneopy.
Identification: / |geHTdikavis The retention time of the main peak for duloxetine on | Complies /
HPLC / BEPX the chromatogram of the test solution corresponds Bignoeigae
the retention time of peak for duloxetine on
chromatogram of the reference solution. / Yac
YTPUMaHHS OCHOBHOIO MiKy AyNOKCeTHY Ha
Xpomarorpami BunpoGoByBaHOro poaynHy NnoBUHEH
cnisnaaaTy 3 YacoM YTPUMYBaHHS OCHOBHOTO MiKy
AYJIOKCETUHY Ha XpoMaTorpaMi pO34nHY MOPIBHAHHA.
The principal spot obtained with the chromatogram
of test solution is similar in position and size to the
Identification: / IneHTudikauin principal spot obtained with the chromatogram of
TLC / TIWIX reference solution. / Complies /
Ha xpomartorpami sunpofysaHoro poauuHy mae Bignosigae
BUSIBNSITCS OCHOBHA NAMa Ha PiBHI OCHOBHOT NNAMN Ha
XpomaTtorpami po3umHy NopiBHsAHHS, BignosigHa i 3a
PO3MipoMm.
Average weight / CepepHsi maca | 174.9 mg * 10% / 174,9 mr £ 10% 173.1mg / mr
Uniformity of mass / Of 20 capsules, not more than 2 deviate by more than | Complies /
OgHopigHicTb Macu 10% and none deviates by more than 20% / He 6inbwe | Bignosigae
2-x i3 20 kancyn MOXyTb MaTV BiAXUMEHHs, Lo
nepeeuilye + 10% i xopHa ia 20 kancyn He noBuUHHa
MaTi BigXuUNeHHs wWo nepesuwlye + 20% Big cepeaHsol
mach
Dissolution / PoausHeHHs Not less than 75% (Q) of duloxetine dissolved in 60 101 %
minutes/ He MeHwe HiX 75% (Q) poaunHeHoro
AynokceTuHy yepes 60 xB
Acid stage (Gastro-resistance) / | Not more than 10% (Q) of Duloxetine Hydrochloride is | 1%
KucnoTtHa cTagjs dissolved in 2 hours in acid stage / He Ginbiue Hbk
(racTpope3ncTeHTHICTb) 10% (Q) BynoKceTUHy riapoOXnopuaY pPo3YAHAETLCR
yepes 2 roAvHY, Ha KUCNOTHIA cTaail




@ NORMON

Ronda de Valdecarrizo, 6

28760 Tres Cantos. Madrid. Espafia
Tel.: +34 91 806 52 40

Fax: +34 91 806 52 58

Certificate of Analysis / Ceptudikat AHanisy

Name of the Product: / DULOXIN, hard gastro-resistant capsules, 30 mg Ne 28 (7x4) in blisters
HaiimeHyBaHHs npoaykTy:  NTYJIOKCUH®, Kancynu kuLLKOBOPO34MHHI TBepai no 30 Mr Ne 28 (7x4) y

Onicrepax
Batch Number Finished Product: / VONM1 Batch size (in packs): / 31 162
Homep Cepif MoToBoro Mpogy«ry: Poamip Ceplil (B ynakoBkax):
Expiry Date: / TepmiH npuaaTtHocTi: 01.2025 Manufacturing Date: / 18.01.2023

[ara supobuuuTea;

Characteristics/ Requirements / Resulit /
HaliMeHyBaHHA NOKasHWKa Bumoru MKA Peaynbtar
Uniformity of dosage units: / The acceptance value (AV) of the first 10 dosage units | Complies /
OpHopigHicTb [O30BaHUX is less than or equal to L1. if the AV is greater than 15.0, | Bignosinae
oAuHULb test the next 20 dosage units. The final acceptance value

(AV) of the 30 dosage units is less than or equal to L1 | AV=4.2
and individual content of the dosage unit is in the range
{1 L2 x 0.01) M, where L2=25. / MpuitmMancHe u1cro (AV)
ana nepwwx 10 oauHuLb < L1; axkwo AV gnst nepumx 10
oauHuub > L1: BunpoByBaHHiO nigAaTe HacTynHi 20
oanHnUb AV ans 30 oanHuub < L1, i xoaeH iHansiayanbHuii
BMICT y O30BaHiii oauHMLI He & MeHwWuM 3a (1 — L2 x 0,01)
M Ta He € Ginbwum 3a (1 +L2x 0,01) M, geL1=15,0Ta L2
=250

Assay / KinbkicHe BUaHaueHHA 95,0%-105,0%: 28,5 — 31,5 mg of duloxetine of the stated | 102 %
amount [ 95,0%-105,0%: 28,5 — 31,5 Mr BynokceTuHy Ha

Kancyny
Related Substances / CynposiaHi gomiluku
Any degradation impurity / Not more than 0,2 %/ <QL. / <Mexi
Byaw-axuii npoaykT perpagauil He Ginblue Hix 0,2 % KinbKicHoro
BU3HAYEHHA
Total impurities / Cyma pomiliok | Not more than 0,5 %/ <QL / <Mexi
He 6inbitte Bix 0,5 % KinbKiCHOro
BUSHAYEHHS
Microbiological quality*: / MikpoGionoriuHa uncroTa™
Total aerobic microbial count Not more than 10° CFU/q / <10 CFU/g/KYO/r
(TAMC) / 3arantHe uicno He Ginblue Hix 103 KYO /1
aepobHux mikpoopraHiamie
(TAMC)
Total combined yeast / mould Not more than 102 CFU/g / <10 CFUIg/KYO/r
(TYMC) / 3aranbHe uncno He Ginble Hix 102 KYO / 1
APDKIMKOBUX TA NIiceHeBux
rpubis (TYMC)
E. Coli/ Absencein1g/ Complies /
Escherichia coli He gonyckaetecaB1r Bianosigae

* — 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 pyTvrHKil T8 Moxe ByTu BiaCyTHIl B cepTudikaTi sikocTi. Bunpo6ysanka npoBogATL Ha nepLwii cepii B poll, a Aani
Ha KoXHilA 10-icepil.

Released Date: / [laTa Bunycky: 24.05.2023 Signature: / Stamp: /
Mipnuc ~{leyaTka
Qualified Person / Alicia Govartes / Sh @ NGRMON
YnosHoeaXeHa ocoba Anicisi FoBapTec =
—— TECHNICAL MANAGEMENT/Q.P.

Qualified Person signature does not include the verification of correct transiation into Ukrainian. / YnosHosaxeHa ocoba ¢BoiM
MIANUCOM He NIATBEPAXKYE KOPEKTHICTL NepeKnajy TEKCTY Ha yKpaTHCLky MoBy.

In the event of any discrepancies or doubt between English and Russian language versions, the English language version shall
prevail. / Y pasi Gyab-akux poatGiHocTei abo cymHiBia Mbi BEpPCIRMI aHIMINCHKOI0 Ta YKPaTHCHKOIO MOBAMI MEPEBEXHY CUIY MAE BEPCis
aHIMIACLKOI MOBOIO.
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