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AEPKABHA CIYXKBA 3 JUKAPCHBKNX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMY ¥ KAIBCHKIH OBJIACTI

npoz. CriTmuroi Hapil, 3, M. Kuis, 02099, ten/dase: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox €APIIOY 37078774

BHCHOBOK
Ipo AKICTE BBE3EHOI0 B YRpaiHy JikapcbKoro 3acody

25.02,2025 Ne 7582/25/10

CHUMOJA

(HajiMenyBaHKS Jikapchkoro 3acofy 3riAHO 3 peecTpauilinmM NocRAeHHAM)
KATCYJIH FACTPOPLINLTENTHI TREpHi, o 30 Mr, no 7 xancyn y daicrepi; no 4 daicrepu y
KapTOHHIH Hauni

{thopma BUIYCKY, NO3YBAHKE, RIA NAKYRANNN JiKapesKora 3acoly)

Honep peectpaniiinoro nocsiguenns UA/S15445/01/01 crpox aii peectpaniiinoro nocsiguenns 01.01.2099

Cepix nixapcrproroe sacofy Ne 159308 Kinexicts BBe3eHCro aikapcskoro 3acaby 2360
Batpobuux BAJIKAHPAPMA-AYITHWI AJl, boarapisa
{naitMenysaung ipoBuuxa nikapesxoro sacody, Kpalua noxomsers)
Beeaero B Yxpainy Crinbte yrpaiHCEKO0-eCTONCHKE MANPHEMCTBO Y (opmi TORapHCTBA
3 o0Mesxenore BinnosinaabhicTio "Onriva-Dapm, JITXY, izenr. won:
21642228

{uaivenyeanag ta ko7 3a €APTICY wpnaranol ocobu abo npisemuie, int's; no Garkron] dinsmol
ocofn -~ mixnpiresis, i Miche NpoKIBARHA T2 peccTpaniiianit HoMep 0GAIKOROT KAPTIN MASTHHKA
nioaaTxis abo cepis Ta HOMep nacnopTa)

ITporoxod Bisyansnore konvpoare sin 24.02.2025 N 0520/23.

3a  pe3ynbTaTaMil  JepKABHONO KOHTPOMMO  BCTAHOBAGHO, N0 AIKapehkHit 3aci@  BeeseHo B Ykpainy 3
BOTPHMABHSIM pinvor 3aKoHOZABCTEA o0 3a0earedeHna akoeTI likapesknx 3acobia.

Onra EPBOMEHKO.

(e itingant Tenpiasisie)




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPII JIKAPCHKOI'C 3ACOBY
Ne 3687

Name of product/Hazea npoxyxry
(strength, dosage form, package size and
type / pmo3ymamHs, jikapckka (opma,
pO3MIp 1 THII YIIZKOBKH)

SYMODA, hard gastro-resistant capsules, 30
mg, 7 capsules per blister; 4 blisters per carton
pack with the labeling made in Ukrainian /
CHMOJIA, Karcyny racTpOpe3HCTeHTHI TBEPl,
o 30 mr, o 7 xancy y 6iicrepi; mo 4 GrmicTepy
y KapTOHHIM mayni 3 MapKyBaHHIM YKPATHCHKOK
MOBOIO

Active substance / iroua pe4oBuH2

Each hard gastro-resistant capsule contains
duloxetine hydrochloride equivalent to 30 mg of
duloxetine / 1 xarcyna [aCTPOPE3UCTCHTHA
TBEPHA MICTUTH JYNOKCETHHY TiIPOXJIOPHA, ILO
eKBiBAIEHTHO AyNokceTHHY 30 Mr

Manufacturing  country /  xpaima- | Bulgaria / Bosrapis
BUPOOHUK
MA number / Homep PIT NeUA/15445/01/01
Batch number and size / Howmep 7Ta | 159308
po3Mip cepil

17 030 packs /

17 030 ynaxoBox
Date of manufacture / Jata supoduunrsa | 07.2024
Expiry Date / CTpox IPHIaTHOCTI 07.2026

Name, address and license number of
manufacturing site / Hasea, ampeca i
HoMmep Jinexsil BupobHEIol INBHMII

BALKANPHARMA-DUPNITSA AD.

3 Samokovsko Shosse Str., Dupnitsa 2600,
Bulgaria /

BAJIKAHOAPMA-IYITHUIIA AL

Byn. Camoxoscko Iloce 3, dymuuus 2600,
Bonrapis

Manufacturing license Ne BG/MIA-0427 /
Jlinensis na supobrunrso Ne BG/MIA-0427
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Indicator / Hoxazuuxk

Specification / Crenndixanin

Result / Pesynwrar

Appearance / Onue

Capsules with grey opaque body
and blue opaque cap. Marking:
«DLX 30 on» the capsule body and
cover / Kamecynz 3 cipum
HEIPO30PHM KODIIYCOM Ta CHHIM
HEIPO30pUM KOBIIQYKOM.
Mapkysaras: «DLX  30» wHa
KOpIycl i KOBHAYKY KAICYIIH.

Complies / Binrosinae

Identification
/ Inenrudixauis
1** identification (UV) /

l-a irenTHGIKaLisS
(Y)

gne identification
(HPLC) /2

irenTrdiKanis (BEPX)

Complies / Bimnosizae.

Complies / Bianosinae

Complies / Biamoginae

Complies / Bignosinae

Water Not more than 5 % 1%

/ Bona / He 6inpiue 5 %.

Uniformity of dosage | Acceptance value <15 AV =461
units / Kpurepiii npuiiaaraocti < 15,

! OpuopiznicTs

JO30BAHHX

OJVMHMIS

Assay 95 — 105 % of the label claim 99 %

/ Kinpxicne /95 —~ 105 % eig s3asgBirerOl
BHIHAYCHHH KiJIBKOCTI.

Related impurities

/ Cynyrai xoMimesn:

Impurity I / Jomimxa | Not more than 0.2 % / Not detected /

I

Impurity IV / Jomimka
v

Duloxetine phthalimide
/ AynoxceTury
drajamin

Any unidentified
impurity / byne-sxa ne
inerTuiKoBana
nominixa

Total impurities / Cyma
JOMILIOK

He 6inpme 0,2 %.

Not more than 0.2 % /
He 6insmie 0,2 %.

Not more than 0.2 % /
He 6inpme 0,2 %.

Not more than 0.2 % /
He 6ineme 0,2 %.

Not more than 0.5 % /
He dimpine 0,5 %.

He Bugnneno

Under 0,05 % (0,003 %) /
Hmxge 0,05 % (0,003 %)

Under 0,05 % (0,007 %) /
Hmxue 0,05 % (0,007 %)

Under 0,05 % (0,006 %) /
Huwxue 0,05% (0,006 %)

Under 0,5 %/
Hixye 0,5 %

Free phthalic acid
/ Binpua @ranesa
KHCIOTa

Not more than 1.0 % (w/w)
/ He 6imsmre 1,0 % (M/m).

Under 0,075 % (0,033 %) /
Hroxae 0,075 % (0,033 %)
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Dissolution

/ PezuuHen s

Acid stage (120 min) /
Kucnorya cragis

(120 xB.)

Buffer stage (60 min) /
Bygepna cranis (60 xB.)

Not more than 10 %/
He 6inpuie 10 %.

Not less than 75 % (Q) /
He menme 75 % (Q).

Min 0 % / Miu. 0 %,
Max 0 % / Maxc. 0 %,
Aver 0%/ Cep. 0 %

Min 94 % / Miz. 94 %,
Max 102 % / Maxe. 102 %,

Aver 97 %/ Cep. 97 %

Mierobiological Total aerobic microbial count
purity! / (TAMC) - not more than 10°
Mixpobionorivna CFU/g / 3arampHa KITBKICTE
gneroral aepOoOHHX MIKPOOpPranismin
(TAMC) — re 6imsme 10° KYO/r. | Not conducted /
Total yeasts/moulds count He FpeBoanEcH
(TYMC) - not more than 10?
CFU/g / 3arameHa KUIBKICTE

IPDKIDKOBHX Ta 1uliceHeBux rpudis
(TYMC) —ne 6insme 10> KYO/T.

Escherichia coli — Absentin 1 g/
BLICYTHSI B | I

Impurity II: 4-[3-methylamino-1-(2-thienyl)-1-propyl] naphthol hydrochloride / Jomiwixa
II: 4-[3-metumamino-1-(2-rienin)- 1 nporin] HadTOX IapoxIopun
Impurity IV: 1-naphthol / Jominmka IV: 1-aadron

! Microbiology test performed on every 20th batch or at least annually at release. Test included in
stability protocol at end of stability / Mixpobiosoriyse qochipkenHs 3aIHCHIOCTCS Ha KOKHIA 20+
napTii afo npuHaiMEI WOPIYHO MpY BHNYCKY. JOCAIMKEHHS BICTIOUEHE X0 POTOKONY BM3HAYCHHS
cTall1bHOCTE HANPUKIHLI TepMiHY NPHAATHOCT.

The batch meets the requirements of QCM for MA Ne UA/15445/01/01./ Cepis Binnosizae
Bumoram MK o PIT Ne UA/15445/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM. / Ynaxosxa,
MapKyBaHHA T4 TEPMiH IPUIATHOCTI BiANOBiNa0Ts Bumoram MK

Storage: In original packaging at a temperature below 25 °C. / B opurizanenift ynaxosui
IpH TeMuepatypi He pume 25 °C.

I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packing/labelling and quality control at the above
mentioned site in full compliance with the EU GMP requirements assigned by the local
health authority and also in accordance with specification of registration documentation
affirmed in Ukraine for investigational medicinal product. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP requirements
and were signed by the responsible persons of the above mentioned manufacturer. / um s
MiATBEPIUKYIO, WO HaBedeHa Buile imdopmalis € ocTosipHO0 Ta TouHO0. LT cepis
Mpoxykuil Oyna BUTOTOBNEHR, BIUNIOYAIOYHM IIAKYBAHHS, MapKyBaHHS Ta IIPOBENCHHA
KOHTPOMIO 11 SKOCTI Ha 3a3gaueHilt BupoGHWuM minsHul y NOBHIE BIXIOBIIHOCTI 3
sumMoraMy GMP, BCTAHOBIEHUMH MICUEBHM PErYISTOPHHAM OPraHOM, & TaKOXK BiIIOBIIHO
1o criemudixaniy, mo MICTATLCS B peeCTpalifHOMy JOChE, 3ATBEPDKEHOMY B Y KpalHl JUls
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nocmiokysagoro  nixapewkoro sacofy. Ilpotoxonmm BupoOHMITBA, [AKyBaHHS Ta
IIPOBEIEHHS aHaNi3iB OyiIn NepeBipeHi, BCTAHOBISHO RIANMOBIIHICTs BuMoram GMP rta
ITLIMCAHO BIATIORITANBEHIMH ocobamyt BHpOOHHUKA.

Complied by / Iligrotosnenu#: Issued by / Bupaso:
Quality Assurance / Bizpin 3abe3nedyeHHs Qualified Person / Yniosrosakexa ocoda:
SIKOCTI _
A.Stoilkov; HIKOB2 Z.Falina/ 3. ®anina__,,
\ Q/(/‘“/ 7 ?1‘625”
Date / lata21.08.2024 Date / Jara: 21.08.2024
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AEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCBKIA OBJIACTI

nipos. Critmasoi Hanii, 3, s Kuiz, 02099, Ten/tpaxc: (044) 576-40-41
E-mail: dls ko@dis.gov.ua, Kog €IPIIOY 37078774

BHCHOBOK
PO AKICTh BBE3EHOI0 B YKpaiHy JiKapchbKoro 3acofy

08.01.2025 Ne 71172/25/10

CHMOJA
{HaiiMenypanna nikapcekoro 1acofy srizse 3 peectpauiitaim nocsimaesHa)
KaHcy u racTpopesucrenTi Teepii, no 30 mr, mo 7 kancys y Gaicrepi; mo 4 Gaicrepy v
KAPTOHHIT navui
(bapwa snnyeky, Ao3ysaims, BHI HARYBRAHESA JKAPCHKOTG 12¢00y)

Hontep peectpauifiroro nocsiguenng UA/15445/01/01 crpox nii peccrpanifisoro nocnizsenus 01.01.2099

Cepin nixapcskoro 3aco6y Ne 159309 Kinskicts BBeseHOr0 Aikapeskoro 3acefy 560
Bupofuux BAJIKAHDOAPMA-ZIYITHUIA AJT, Bonrapis
(imaiincuyBana Bupobuitka nikapceroro 3acofly, Kpaina ROXOLKEHHs)
BaescHo & Ykpainy Crinkie yKpaiHcbKo-eCTOHCHLKE MIANPHEMCTBO Y Gopmi ToBapncTsa
3 oGarexenolo BignosigansuicTio "Onrinia-®apm, JITO", inenr. xoa:
21642228

{naiimeryeanen Ta kog 3a EAPTIOY opuanunot ocofi abo npizenine, in's, no Sarsxosl dismaxot
ecabit - mianpuesua, T micne npoxneagsa Ta peccrpaniiteiii Homep ofnironol KAPTKI KASTHIKA
ROAATKIE-ab0.copif Ta HOMEp NACHOpTA)

HpoTeron sizyaannoroe kenrponte sin 07.01.2025 Ne 4264/13.

32 pesyjbTATaMil JAEpKARHOT0 KOHTPOMIG RCTAHOBAGHO, IO MiKAapCBKMI 1acif  EBeseHo B Vipainy 3
AOTPHMAHHAM BiMor JaK0H0AAECTEA MO0 3a6e3NCYCREA AKOCTI AiKapCEKNX 3acofis;

//é . CQ«;/ Bixtop CTE®WKIBCHKH

= VT U0 gl {iiuionm Ta npissinte)
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SIKOCTI CEPI IIKAPCLKOI'O 3ACOBY

Name of product/Hasea npoxyxry
(strength, dosage form, package size and
type / mosyeamss, JiKapceka (opma,
PO3MIp 1 THII YIAKOBKH)

SYMODA, hard gastro-resistant capsules, 30
mg, 7 capsules per blister; 4 blisters per carton
pack with the labeling made in Ukrainian /
CUMOJIA, xancyns racTpope3sucTenTHI TBepxi,
1o 30 mr, no 7 xarcyn y 6mictepi; no 4 6iictepy
¥ KapTOHHIH IadLi 3 MapKyBaHHAM YKPaiHCHEKO0
MOBOIO '

Active substance / giroua pevoBuHa

Each hard gastro-resistant capsule contains
duloxetine hydrochloride equivalent to 30 mg of
duloxetine / 1 Kamcyna racTpOpE3HUCTEHTHA
TBEpIA MICTHTH IYIOKCETHHY IiIpOXJIOPHI, LIO
EKBIBAIGHTHO NynokceTHny 30 Mr

Manufacturing  country /  xpaina- | Bulgaria / Bonrapis
BUPOOHHUK
MA number / Homep PIT NelJA/15445/01/01
Batch number and size / Homep ta| 159309
po3mip cepii

‘ 9143 packs /

9143 ynaxosox

Date of manufacture / [lara supobuumTra | 07.2024
Expiry Date / Ctpox npunaTsocti 07.2026

Name, address and license number of
manufacturing site / Hazpa, agpeca 1
HOMED JiueHs il Bupobuuyol ninsamui

BALKANPHARMA-DUPNITSA AD.

3 Samokovsko Shosse Str., Dupnitsa 2600,
Bulgaria /

BAJIKAHOAPMA-AYITHULS ALl

Byn. Camoxoscko Illoce 3, Hymmmus 2600,
Bornrapis

Manufacturing license Noe BG/MIA-0427 /
Jlinensis na BupoGuumTEe Ne BG/MIA-0427
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Indicator / Hoxasuux

Specification / Cnenudixanis

Result / Pesyasrar

Appearance / Onuc

Capsules with grey opaque body
and blue opaque cap. Marking:
«DLX 30 ony the capsule body and
cover / Kameymn 3 cipum
HEIIPO30PHM KOPIIYCOM Ta CHHIM
HETIPO30PHM KOBIIaYKOM.
Mapxypanrs:  «DLX  30» =ma
KOPNYCi 1 KOBNAYKY KamCyJIH.

Complies / Binnosizae

Identification

/ Inenrudixanis

1% identification (UV) / | Complies / Bigmosinae. Complies / Bignosinae
l-a inentudixanis

(Yo)

2nd identification | Complies / Bignosinae Complies / Binmosinae
(HPLC) / 2-a

inenTrdixauis (BEPX)

Water Not more than 5 % 1%

/ Boga / He 6itsiue 5 %.

Uniformity of dosage | Acceptance value <15 AV=49

units / Kpurepiit npuiigsraocti < 15.

/ Onunopigricrs

HO30BAHMX

OJMHHIB

Assay 95 — 105 % of the label claim 101 %

/ Kinbxicue / 95 — 105 % Bim 3asBreHO!

BH3HAYEHHS KIBKOCTI.

Related impurities

{ CynytHi gominicu:

Impurity I/ Jomimka | Not more than 0.2 %/ Not detected /

II He 6Ginpure 0,2 %. He suseneso

Impurity IV / Homiumxa | Not more than 0.2 % / Under 0,05 % (0,004 %) /
v He 6inpme 0,2 %. Huxye 0,05 % (0,004 %)
Duloxetine phthalimide | Not more than 0.2 %/ Under 0,05 % (0,008 %) /
/ IynoxceTury He 6inpnre 0,2 %. Huxwe 0,05 % (0,008 %)

branamin

Any unidentified
impurity / Bynp-saxa ne
inerTrdixosana
JoMimka

Total impurities / Cyma
TOMIIIIOK

Not more than 0.2 %/
He 6inpme 0,2 %.

Not more than 0.5 %/
He 6inpme 0,5 %.

Under 0,05 % (0,016 %) /
Hmxue 0,05% (0,016 %)

Under 0,5 %/
Huxue 0,5 %

Free phthalic acid
/ Binbxa dranesa
KHCI0TA

Not more than 1.0 % (w/w)
/ He 6imsme 1,0 % (M/m).

Under 0,075 % (0,029 %) /
Hmxge 0,075 % (0,029 %)
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Dissolution

! Posyunesns

Acid stage (120 min) / | Not more than 10 % / Min 0 % / Min. 0 %,

Kucnorna cramis He 6inpire 10 %. Max 0 % / Maxc. 0 %,

(120 x8.) Aver 0 %/ Cep. 0 %

Buffer stage (60 min) / Not less than 75 % (Q) / Min 89 % / Min. 89 %,

Bydepra cranis (60 x8.) | He menme 75 % (Q). Max 99 % / Maxc. 99 %,
Aver 95 %/ Cep. 95 %

Microbiological Total aerobic microbial count

purity! / (TAMC) - not more than 10°

Mixpob6ioxoriana CFU/g / S3aramsma xinekicTs

queToTal aepobHUX MiKpooprasismis

(TAMC) — re 6inpme 10° KVO/r. | Not conducted /

Total yeasts/moulds count He nposommscs

(TYMC) — not more than 10°
CFU/g /[ 3aransea KimekicTs
APDKIDKOBUX Ta NiceHeBux rpubin
(TYMC) - me 6impmre 102 KYO/r.

Escherichia coli — Absent in 1 g /
BiACYTHs B 1 T.

Impurity II: 4-[3-methylamino-1-(2-thienyl)-1-propyl] naphthol hydrochloride / Homimxa
II: 4-[3-meTunamino-1-(2-rienin)- 1 Upomin] HadToN rigpoXIOpH
Impurity IV: 1-naphthol / Tomimxa IV: 1-gadron

! Microbiology test performed on every 20th batch or at least annually at release. Test included in
stability protocol at end of stability / MikpoGionoriune mocimkesss 3HIMCHIOETHCS Ha KOKHIM 20-1i
1aptii 260 npusaliMHi MWOpPIYHO MpY BUMYCKy. JOCITiMKEHHS BIUTIOYCHE J0 NPOTOKOTY BU3HAYCHHS
CTabLUIBHOCTI HAIPHKIHLI TepMiHy NPUIATHOCT.

The batch meets the requirements of QCM for MA Ne UA/15445/01/01. / Cepis Binnosinae
Bumoram MKST no PIT Ne UA/15445/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM. / Ynaxosxa,
MapKyBaHHs Ta TEPMIH HPHIATHOCTI BLANOBIZa0TE BrMoram MK S,

Storage: In original packaging at a temperature below 25 °C, / B OpMIiHaNBHIN yrakosui
npu Temnepatypl He sume 25 °C,

I hereby certify that the above information is authentic and accurate. This batch of product
has been manufactured, including packing/labelling and quality control at the above
mentioned site in full compliance with the EU GMP requirements assigned by the local
health authority and also in accordance with specification of registration documentation
affirmed in Ukraine for investigational medicinal product. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP requirements
and were signed by the responsible persons of the above mentioned manufacturer. / uwm s
MITBEPKYIO, IO HaBejeHa Bume indopmauis € DOCTOBIpHOIO Ta TO4HOW. L cepis
MpOXyKIii Oyna BATOTOBNEHA, BKIIOUAIOYM NAKYBAHHS, MapKyBAHHS T4 [POBEXCHHS
KOHTpOMO i SKOCTI Ha 3asHaueHifl BUpoOHMUIH MinsHmi y MOBHIA BimmosimmocTi 3
suMoramu GMP, BeTaHOBIEHIMY MICUEBHM DETYIATOPHMM OPraHOM, & TAKOX BiIHOBiLIHO
no crienudikani, mo MiCTATHCS B peecTpalifiHOMy NOChe, 3aTBepIKeROMY B YKpaini mis
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NOCIIIDKYBAHOTO  JHKapchkoro 3acoly. [lpoToxonu BHpPOOHMITBA, NaKyBaHHS Ta
NpOBENEHHsA aHANi3iB Oyiu mepesipeHi, BCTaHOBICHO Binmosiamicts sumoram GMP Ta
MAMHCAHO BiMOBITAIBEAMY 0cobamyr BUpOOHHMKA.

Complied by/ ITigroroBnesunit: Issued by/ Bunmano:
Quality Assurance/ Binzin 3ade3neueHus Qualified Person/YnogsoBaskeHa ocoda:
SIKOCTI
A.Stoilkova(/{. gtgmﬁ;;/ Z.Falina/ 3.aTingy o
\ I —
Date / [ara: 20.08.2024( Date / Jlara: 20.08.2024
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