JEPKABHA CAYKBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJACTI

npos. Ceitimunof Hapil, 3, m.Kuis, 02099, ren/gaxe: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog € PIIOY 37078774

BHCHOBOK
PO AKICTH BBE3€HOI'0 B YKPAIHY JIiKapchbKoro 3acody
05.12.2024 Ne 62269/24/10H
AYJIOKCHUH®

{HaifiMeRy A MIKaPCLKOro 3acoly 3riEH0 3 PeECTPaifHAM NOCBLIUCHRAM )
Kancyau Ruukosopo3unndi reepai no 30 mr; o 7 wancyn y 6aicrepi; mo 4 6aicrepn B
Kaprouuii nauni

{(popva BHIYCKY, TO3YBAHHS, BIJI DAKYBAHHI TIKAPCBROTO 3ac00V)
Homep peectpaniiinoro nocsiauenns UA/17667/01/01 crpox aii peectpaniiinoro nocsimuenns 02.10.2024
Cepis nikapeskoro zacoby Ne X2U11 Kinbkicrs BBE3eHOTO ikapeskoro sacoby 18480

Bupobauk JlaGoparopioc Hopmon, C.A., Icnanis

(maiiMerryBsanms BHpoGHHKa NiKapebioTo 3ac00y, KpalHa HHOXOMKERH)

BaeseHo B Ykpainy ToBapucTBO 3 00MekeH00 Bignosinaabnictio "ACIHO YKPATHA",
inent. wonm: 42274733

(Hafimerrysarny ra ko 3a €APIIOY ropumuuniot ocobu abo npizsmue, M, mo Sarbropl ingnoi
ocolu - nianpreMiia, I MiCHe APOXHUBAHNA Ta peecTpalliinui HoMep o0aIKOBOT KAPTKY TLIATHHKE
nozaTkie abo cepid Ta HOMEp NacnopTa)

Iporoxoes Bisyaabnoro kenrpomo six 26.11.2024 N 3731/3.

3a pesydbTaTaMu BEPWABHOIQ  KOHTpORH BCTIHOBICHO, IO Hii(apCbKHﬁ 3acib BBE3EHO B VKpamy 3

AOTPHMAHHIAM suMOT 33KOHOTARCTRA W00 3a0e3TeYeHH AKOCTI NIKAPCHKHX 3ac00in,

Onera EPROMEHKO

{ixiniama Ta apisemmne)




LABORATORIOS NORMON S.A,

Batch Release Certificate / Ceprndiar Bunyujenal Cepil
Certificate of GMP Compliance / Ceprindixar signosigrocti GMP

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

Havimeny saiHa npogysry BYNOKCHH®, garcyny xuipkosopoayusinut Teepai no 30 smr Ne 28 (7x4) v GnicTepax
Btrength / Potency; / One gastro-resistant capsule contains 33,7 myg of duloxetine hydrochloride
Cuna ail | ARTHBHICTE: which is equivalent to 30 myg of duloxetine /

1 RANCYNE KMUKOBODIMMHHE MicTITe: 33,7 Mr Ay nokceTuny rinpoxnopriy, wo
srBiBaneHTHO pynoxceTuny 30 mr

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

Tikapoexa thopma: Kanoy v xiukosopoavmssl veepai no 30 mr

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

Tuan ta Poamip Yriakosn: Mo 7 wancyn vy Grierepd; no 4 Bnicreps B KapTonuii nayvui

Manufacturing Date: / Batch Number Finished Produet: /

Hara papoBanuraa: #8.05202¢ Homep Cepil Morosoroe Npogyury: xauni

Expiry Date: / Batch size {in packsh !

Tepmin npuaariocTi Razbap Poasmip Cepll (B ynakosrax) 36309
Analytical certificate code: / CATA- Specification Code: / E2.A-

Kop ananitTuyaHore ceprwdikary DUL30(PTI02 Kon cneundsicauil: DUL30{PT)/03
Marketing Authorization Number: /

Homep PecoTpanifnore nocrinyuaennn: VAMTE87I01/01

Name, Address and License Number of Laboratorios Normon, 8.A.

Marwfacturer, which is Responsibie for Ronda de Valdecarrizo, §, Tres Cantos, 28760, Madrid, Spain

Batch Release: / Mo, 0330

Hadvenysadus , Appaca ra Homep NaSoparopioc Hopmon, C.A.,.

Hiveuali BupoBruxa, axuit sunycrae Pouna pe Bamwspexappico, 6, Tpec Kanvoe, 28760, Magpun, lonanin
cepiio B obin Ne 0330

Country of Origin: / 5 :

Kpaina-BupoBruic Spain / cnania

i?w? rt"}g {‘muntr?a A Ukraine! Yepaiva
patha-imnoprep:

Certification Statement: / 3area npo ceprniraulin:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
incliuding packaging / labeling and quality control at the above-mentioned sife (8} in full compliance with the GMP
requirements of the local Reguiatory Authority and with the specifications in the Marketing Authorization of the importing
country or product specification file for Investigational Medicinal Produsts. The batch prosessing, packaging and analysis
records were reviewed and found to be in compliance with GMP. /

Lidm nigreengio, WO npueeaeHa Bulie isdopmauis & JOcToRIpHOD | TouHoW. aqa coepia BUrOTOBNeHa, BIMOYAIKHA YRaKoBRY /
sEapLYBEHHT | KOHTPONE SKOCT), Ha BriUeskaganilt AirsHul v nosii slnnosinroct 3 sumoramy GMP nokanbeux KonTpormoomy
Oprasis, a Takox 3l cneuudikauismn Peectpadiiinor Jocke spalvu-ivnoprepa afio Jocwe gocnigmysanore nisapeekoro sacoby,
MpoTokon BUpoSHULITES, YNIaKosKy Ta axanisie Syny nepernaHyT | BoTaHoangHa signosigHicTs GMP.

Gualified Person Signature: / Alicia Govantes / Yyoms
Mignwe Ynossosanedol Ocobu: Anicia Mlosaprec S Sl

Date of Signature: | Jara [lignuecy 11.08.2024

tis the event of any discrepancies or doubt between English and Russ
shall prevail. / Y paai Byae-akux posbBbkiocTeit aBo cymuisia mik Bepcian Bl
MaE BEPCiA aHrNIfCHECIo MOBOI,




LABORATORIOS NORMGN S.A.

Certificate of Analysis / Ceprucbixar Ananiay

Name of the Product: /
HalimenysarHsa NpoayrTy:

DULOXIN, hard gastro-resistant capsules, 30 mg Ne 28 {7x4) in blisters
OYNOKCWH®, kancyny katukosoposunHsl Taepal o 30 sr Na 28 {7x4) y GnicTepax

Batch Number Finished Product: 7 X2U11 Batch size (in packs): / 36399
Howmep Cepll MNorosoro Mpoayery: Foamip Cepli (B ynaxoskax);
Expiry Date: ] Tepuid npugarHooTh 03.2026 Manufacturing Date: / 08.03.2024
Hara smpobhulrea;
Characteristics/ Redquirements / Result/
HalimeHyBanHs nogasHia Husmory MEH Peayrbtar
Description / Hard gelatin capsules, with size no. 3, equipped with | Complies /
G blue cap and a while body, contalning white or Binnosigas
atmoat white pellets. f Teepns senaruHopa Kancyna Ne
3, KpBLUBYKa CMHBOTO KONBORY, kobnye Binoro konsopy.
Bumict kancynu ~ nenetw Binoro abo maiuxe Ginoro
KONBOPY.
kdentification: / lnenrudikauin The retention time of the main peak for duloxetine on | Compiies /
HPLL / BEPX the chromatogram of the test solution corresponds Binnowinas
the retention fime of peak for duloxetine on
chromatogram of the reference solution, / Yac
YTPMMAHRS OCHOBHOTO Niky ZYNOKCeTHHY Ha
KpOMETIPaM BrnpoBOBYBAHOTG DOSMIMHY FIOBMHEH
CHBMAASTE 3 HECOM YTDUMYBRHHSA OUHOBHOTO fiky
OYNORCETHHY HA XPOMaTOrpami posqmHy nopiBHaHH:,
The principal spot obtained with the chromatogram
of test solution is similar in position and size to the
ldentification: / |nenmupirayin principal spot obtained with the chromatogram of
TLC /T reference solution. / Complies /
Ha xpomarorpami aunpoBysadoro poaYRHY Mae Bignosinse
BUHBIATUGR OCHOBHE NNAMA Ha piBHi cCHOBHOT NAAMM 1A
Xpomarorpami posuwNy nopisHssHs, signosigea (6 sa
POAMIDON.
Average weight / Cepegruamaca | 1749 mg £10% 7 174,89 mr 2 10% 17186 mg/wr
Uniformity of mass / OF 20 capsules, not more than 2 deviste by more than | Complies/
OpnopigHicTs macw 0% and none deviates by more than 20% / He Sinpine | Bignosinae
2. b3 20 €ancyn MONYTs MaTi BIIXUNBHHSA, W0
repesmiye £ 10% | xoana iz 20 kanoyn He noBvHHS
MATH BIIXUASHHA W nepesniive + 20% Bin cepenHbLoY
MacK
Dissodution / PosunHeHHs Mot less than 75% (Q) of duloxetine dissolved in 80 104 %
minutes!/ He menwe #ix . 75% (Q) poasuHenoro
Bynokcetusy depes 80 xe
Acid stage (Gastro-resistance}/ | Not more than 10% {{) of Duloxeting Hydrochloride is | 1%

Krcnotha cragis
{racTpOpesKCTeRTHIGTS)

dissolved in 2 hours in acid stage / He Binkiue Hix
10% () ByNOKCETHHY MAPOXIOPHAY PUSUMHAETECR
ugpes 2 roguHn, Ha rrMenoTeil oranil

‘ nag
JOKYMEHTIB




LABORATORIOS NORMON S.A.

Certificate of Analysis / Ceptudbirar Ananiay

Name of the Product: /
HalimeHyBasHa NPoayKTY:

Batch Number Finished Product: /
Homep Cepii Norosore Mponykry:

K2u1d Batch size {in packs): /

Poamip Cepil {8 ynakosxax):

DUILOGXIN, hard gasiro-resistant c:apsuies, K1t my Me 28 (Tx4}) in blisters
LYNORCWHB, xancynu Knmmsapeaqmﬁﬁ; raepal no 30 mr Na 28 {7x4) y Bnicrepax
35399

Expiry Date: / Tepmin npuzatiocti 0D3.2026 Manufacturing Date: / 06.03.2024
Darta supobamiisa:

Characteristics/ Requirements [ Resuit/
HalimeHyBaHHs DoKasHuKE Bunoru MKH PeayneTat
tiniformity of dosage units: / The acceptance value {AV) of the first 10 dosage units | Complies /
QoHopiasicTs J030BaHIX is less than or equal to L1, If the AV is greater than Binnosinae
OMHNL 15.0, test the next 20 dosage units. The final

acceptance value (AV) of the 30 dosage unils is less AV= 3.3

than or equal to L1 and individual content of the

dosage unit is in the range (1 £1L.2 x 0.01) M, where

L2=28. ! MpulimanisHe gpeno (AV) ans nepumx 10

apHLe S L1 s AV grs nepuinx 10 opmnigs > L1:

senpolyeanmo nigaaoTe HacTynHi 20 ogurmrus AV gns 30

oauHnLE £ L1, | koged ingueioyanstii BMicT ¥ sososanii

oarHul He s veninva 3a (1 - L2x 00D Mraue s

Ginbwvmaa 1+ L2 x 0010 M, peli=150T1al2=250
Assay F KinskicHe BHaHaqaHHs 895,0%-105,0%: 28,5 - 31,5 myg of duloxetine of the 89 %

stated amount /95,0%-1050%: 28,5~ 315 mr

DYNOKCETAHY Ha Kancyny
Related Substances | Cynposingi nosiumn
Any degradation impurity / Mot more than 0,2 %/ <0 | <Mewi
Evan-arnit npoayver gerpanaul He Bineie vk 0,2 % KiNbRICHOTD

BUSHEMEHHS

Total impurifies / Cyma powiwior | Mot more than 0.5 %/ <0 § <Meski

He Ginsue sk 0.5 % RiFLEICHOTO

BUIHAMEHHS

Microhiclogical guality™: ! MixpoBionorivna Yncrora®;
Total aerobic microbial count Not more than 10° CFUig / Mot Performed/
{TAME) 1 3araneie Wucno He Ginpwe nig 1P KYO /1 He nposoamumm
aepobux Mikpoopranizmis
{TAMC}
Total combingd yeast/ mould Not more than 10° GFUg / Not Performed/
(TYMC) 7 BaransHe yicno He Binvwe iw 102 KYO /1 He nposogsnu
OPisnOsuy T8 NAiceHernx
rpibie (TYMOC)
E Coli/ Absencein1g/ Mot Performed/
Escherichia coli He gonyckagTscRa 171 Ha nposoguny

-~ Teost is not routine and may be absent in certificate quality. Test conducted on the first series of the year, and further
on each 10th seres. / Tecr e pyTuHHua Ta Moxe ByTv sigoyTHil B cepridsikaTi sikocTl. BurpobysarHs nposoasTs Ha neplif
cepil 8 poul, a Aani Ha ko 10-Acepil,

Released Date: [ Jata sunycky: 11.08.2024 Signature: / Stamp: /
Aignuc Mevarka
Qualified Person /

Alicia Govantes / ™ '}4.,.“.}

YRoBRHOBAMEHA peoba Articts Tosaprec

Qualified Person signature does not include the verification of correct translation in
cBOTM NIAMWCOM He NIATBEDANYE KOPEKTHICTE Nepernany TEKCTY Ha YRpaiHChKY MOBY.

In the event of any discrepancies or doubt between English and Russian language versio
shall prevail. / Y pa3i Oyab-auwx poabbkHocTei abo cymHiBie Mk Bepciamy aHrmifckKan Ta yﬁpa'z‘iécbmx} MOB3MI NEDeBAKHY CURY
MaE BEpGiA aHIMifCHKOn MOBGIO.
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