JAEPKABHA CJYKBA 3 JIKAPCHKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU ¥V KMIBCBKIN OBJIACTI

npos. Ceitnuynol Haail, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail; dis ko@dls.gov.ua, Kog €JPTIOY 37078774

BUCHOBOK
npo AKICTL BBE3eHOT0 B YKpaiHy jikapcsioro 3acofy

18.62.2025 Ne 5§124/25/10

KAIIEHUMTABIH AMAKCA

(naiimenyBanig sikapcskoro sacoBy 3rinuo 3 peccTpaniitiIn NOCAIANCHITM)
Ta8JeTKH, BKPUTI AIIBROBOIO 06010HK0I0, T0 500 M, to 10 Tabaerok y Oaicrepi, no 12

GaicTepir y kaprousiii KopoGui

{hopMa BHNYCKY, Z0IYBAHNA, BKI DAKYRAIHA TiKapcskore 3acoby)

Honep peectpauiiinoro nocsinuenns UA/15547/01/02 crpox aii peccrpaniitioro noceinuenna 01.01,2099

Cepis nixapesxoro sacoby Ne VSQE1 Kinekicth Bee3enoro aikapeskoro sacoby 210
Bupobuns Jlaboparopioc Hopmon C.A., Icmanis
(naliMenysanns BHPoBHHKA MiKapesxoro yacoby, kpiia noxoTKeHEHS )
Bagaero B Yipainy Chisbie ykpaiHChbKO-eCTOlIChKe NIANPHEMCTBO ¥ dopumi ToBapueTBa
3 obMexenolo Bigmopigansnictio "OnrimMa-®apm, JITHY, inenr, xon:
21642228

{nafimenypanuy 11 Kog 3a E/IPIIOY joprangroi ocobi abo npisenue, iM'a, no Garbrosi (iznso
ocofil - nianpuemns, i Micue opoxmusanKA T peecTpauiiinmil HoMep 0BIKOBOT KAPTKI MAATHIKA
nonaTkie abo cepix i HoMCep nacroprTa)

IipoToroa Bisyaasnore xeurpesio six 07.02.2025 M 0365/3.

32  pesyIbTaTAMHM AEPARABHOTO KOHIPOMIO BCTAHOBAEHO, 100 Jikapchkuil 3aci6  BBezeHo B Yepalny 3
BOTPHMAHHAM eiMor 31k0HOAABCTEA W00 2a6e3regenns AK0CT] NikapcskuX 3acofis,
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Ronda de Valdeearrizo, 6
28760 Tres Cantos. Madrid. Lspaia
9] 806 52 40

Fax: 91 806 32 56

Fave 91 806 52 38 Dpto. Téenico
WAL HOTIGN.CS

CERTIFICATE OF QUALITY
CEPTU®IKAT SIKOCTI

Kaneuyumabin Amakca, mabnemxu, skpumi neKO8oH o6onoHKoi0, 110 500 M2 Ne 120
(10x12) y 6ricmepax

JlikapcLrull 3acié:

Drug product: Capecitabine Amaxa, film coated tablets, 500 mg No. 120 (10%12) in blisters
[itoua peyoaura: kaneyumasiu
Active ingredient: capecitabine
Homep cepii’/ Bafch number  V50E1
Lama supobruymea / Manufacturing dafe 05-2023
[lama aunycky / Release date 24-05-2023
[lama 3aiteHHs cmpoKy npudamuocmi/ Expiry date 11-2025

Poamip cepii / Batch size 892 KapTOHHUX KOPOBOK

892 carton packs

Peccmpauiite nocaiGuenHs Ne / Marketing Authorization No.  UA/ 5547101/02

Bupo6HuK, kpaita/ Manufacturer, country

faBopaTopioc HOpPMOH C.A., lcnanis

Laboratorios Normon, S.A., Spain

MoKa3HUKY AKOCTI Loryctumi Hopmy {ripy BUMYCKY) Meroam KOHTPONIO PesynwTary R

B Parameter __Specifications (on release) Analytical methods Results
Onwe Bianosinae MaKpoCKoNiUHOMY BASHAHEHRIO. BisyaneHuii ornag Bianosinac
Description Tabnetky,  Brputi  MNIBKOBOIO oBonowkolo, | Visual inspection Complies

NEpCVKOBOTO  KOSLOPY, LBOONYKST,  AOBracTol
popmu (MeTof, BUpOGHUKA).
Complies magroscopic determination.
Peach film coated tablets biconvex, oblong shape
{In-house). |
[aeHTUiKaLis FlosntnBna s kanedurabivy (MeTos supobruia); | BEPX, MeTon supobHuka | Bignosinae
Identification BucoxoederTUBHA piauHHa xpomarorpadgis HPLC, In-house Complies
(BEPX).
! Positive  for Capecitabine  (in-house): High
" performance Liquid Chromatography (HPLC).
Yp-cnekTp  BunpoboByBaHoro posdnHy nosuHen | Y®, Metog Bupobruka Bianosinae
pignosinati YP-criekTpy posunay nopigHsHHa: YO, UV, In-house Complies
The ultraviolet spectra must be simifar to the :
standard solution: UV, _
| Cepeann maca £651,7 mr + B % (MeToa BupoBHuKa). MeToa BupobHuKa 648.6 mr |

Averagemass 651,7 mg * 5 % (In-house). e _In-house 6486 mg
QAHOPIBHICTEL Macy i3 20 tabnetok He OBinbwe ak 2 Tabnetkn | €8p.®.2.9.5 aiove Bignosigae
Uniformity of mass BIAXUNAIOTHCS Bl cepeaHbol Macu Binbile Hhk Ha 5 | Braanis Complies

o, Ta WOAHA TabneTka He BIAXUNAETHCA Ginswe Bk | Ph. Eur. current edition,
na 10 % (€sp.®. gioue BUAAHHS). 2.9.5

OF 20 tablets, not more than 2 deviate by more than

59% and none deviates by more than 10% (Ph. Eur.

..... | current edition.). _,
PO3UMHEHHA Ule menwe 80% (Q) xaneuwnTabiny 3a 30 xeunmn | YO-BWI, ©.CLUA niove 96%
Dissolution (USP piove BULLAHHS). BuaamHR

Not less than 80% (Q) of capecitabine in 30 minutes | UV-Vis, USP current !

(USP current edition). edition ¥

OaHOPIAHICTL AV 10 oavnule s L1 Eep.®, 2.9.40 girove Bignosigac
NO30BAHMX DANHULE Sxwo AV 10 opuHus > LT BUAHHA Complies
Uniformity of dosage AV 30 opmruub $ L1 1hxoaeH iHAMBIAYaTbHUA BMICT Ph. Eur, current edition,
unit He € MeHWum 38 2.9.40

(1 - L2 x 0,0H)M i re Binsinm 3a (1+L2 = 0,0NM,

ael1=150iL2=250

{Eep.®. aliove BUAAHHS),

AV 10 units £ L1,

If AV 10 units > L1; AV 30 units L1 and no

individuat content less than (1 - L2 x 0.01)M nor

more than (14 L2 x 0.01)M, where L1=150andl2

. =250 (Ph Eur. currentedifion). e
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Ronda de I'aldecarvizo, 6

28760) Tres Cantos. Madrid, Espaia
Tel: 91 806 32 40

Fax: 91 806 52 56

Fax: 91 806 52 38 Dpto. Téenico

. WYL ROGMOR, ey
flikapcorud 3aci6:

Drug product;

Hirowa pevosuna:
Aclive ingredient:
Homep cepii/ Batch number

Kaneuuma6in Amaxca, mabnemwu, srpumi nniakogoro 06ononxoio, no 500 ma Ne 120

(10x12) y 6nicmepax

Capecitabine Amaxa, film coated tablets, 500 mg No. 120 (10x12) in blisters

Kaneuumabin
capecitabine
V50E1

KinekicHe
BU3HAYEHHS
Assay

95,0 ~ 105,0 %: 475,0 — 525,0 mr kaneLuTabiny 6
1 Tabnetui, Bkputiit nniskosoio oBonoHko, Big
sasenexoro emicty ([upextusa 2001/83/EC).
95.0-106.0%: 475.0 - 525.0 myg of Capecitabine
per fim-coated tablet of the stated amount
{Directive 2001/83/EC),

BEPX, Metog
BrpPOGHUKa
HPLC, In-house

96.8%: 483.5mr

96.8%. 483.5my

CynposigHi nomiwku
Impurities

Homiwka A: He Binbwe 0,5 % (Metog supobunka).
Impurity A: not more than 0.5 % (In-house).
HDowiwka B: He Ginstwe 0,5 % (Metog BupobHuKa).

BEPX, MeTon
8upobHuka
HPLC, In-house

Impurity B: not more than 0.5 % (In-house).
{lomiuka C: ve Binswe 0,3 % (Merog BrupobHura),
Impurity C: not more than 0.3 % (In-house).
Byas-sra neigeHtuchikosana gomiluka: He Ginblue
0,10 % (MeTog BupobHna).

Individual unknows impurity: not more than 0.10 %
(In-house).

Cyma pgomiwox:
BUpOBHUKa).
Total impurities: not more than 1.0 % (In-house).

He Oinbwe 1.0 % (Meton

0.02%

<Q.L*

<Q.L.

<Q.L

0.02%

JanuLIKosui Evanon: He Ginbwe 5000 ppm (ICH piloue | | @3osa )
POUMHHIK BUAaHHS). xpomarorpachis,
Residual solvent’ Ethanol: not more than 5000 ppm (ICH current | MeToa Bupofnuka
adition). GC, In-house
laenTidikatin OGionetoBe  3afapenenHs ¢  nigTeepeHusm | KONOPUMETPUUHO,

MeTop BupoBHuka
Colorimetric, In-

okcugy aaniaa’

) HAABHOCTI okeway 3aniza (MeTop supobruka).
ron oxide

A purple coloration confirms the presence of iron

He sactocosyeThes
Not applicable

He 3acTocosyerhes
Not applicahle

3arafbHe YMcno APANOBUX Ta NriceHesmx rpnbis | 2.6.13

(TYMC). He 6Ginbwe 10% KYO/r (Esp.®. gilove

identification’ oxide (In-house). house

MikpoBionoriyxa 3aransHe  4ucno  aepobHux  mikpoopramiamie Cep.®. 26.12 1a

yucrora’ (TAMC): He Binbwe 10% KYO/r (Cep.®. gioue | 2.6.13 pilove

Microbiological BULAHHS). BUOAHHA He sactocosyerben

control! TAMC: Not more than 10° CFU/g (Ph. Eur. current | Ph. Eur. current Not applicable
edition), edition, 2.6.12 and

BUAAHKHSR). He sacrocosyersen
TYMC: Not more than 10° CFU/g (Ph. Eur, current Not applicable
edition).

Bincythicrs Eschernichia coli 8 1 r (€ep.®. Ajroue

BUAaHHR), He sacrocosyetses
Absence of Escherichia coli in 1 g (Ph. Eur. current Not applicable
edition).

" He pyTUHHUi Tecr. Mepwa cepin KoXHOro poky Ta kowHa 10-ta cepin,
' This test is non-routine. The first batch every year and every 10 batches.
“ mexa KinbKicHOro BU3HaueHHs / quantitation limit

Cynposidni Gomitunu:

Related substances;

Lomiwna A: 5'-ge3okeu-5-dropuuruaun.

Impurity A: 5-deoxy-5-fluorocytidine.

Lomiwma B: 5'-gesoxcu-5-drropypug g,

Impurily B: 5'-deoxy-5-fluorouridine.

Homiuka C: 2‘,3’-O<Kap60mn-5‘~/4eschv1~5~mrop~-N4-»(nemmnoxcnx<ap60mn)uwrnp\mH,
Impurity C: 2',3-O-carbonyi-5"~tleox y-5-fluoro-Nd-(pentyloxyearbonylicytidine.
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Ronda de Valdocarrizo, §

28760 Tres Cantos. Madrid. Espaia
Tel: 91 8063240

Fax: 91 806 5230

Fas: 91 806 52 38 Dpto. 1

WA OFIONES

Nlikapeerul 3aci6: Kareyuma6in Amaica, maGnemyku, axpumi niiexogoto oBonoHKato, o 500 me N2 120
(10%12) y 6nicmepax

Druig product: Capecitabine Amaxa, film coated tablets, 500 mg No. 120 (10x12) in blisters

[Hitoua pevosuHa: rareyumabin

Active ingredient. capecitabine

Homep cepii/ Batch VEOE1

number

Bucnosok: Cepis Ne VB0E! BiANOBIAAE BAMOTaM MICH, peecTpauiine nocsiguents Ne UAI15547/Q1/02
Conclusion: Batch No. VA0E1 compiles with requirements to QCM, marketing authorization Ne UA/15547/01/02

HahmeHyBagHA, MICUEFHAXOAKEHHA T3 HOMEP niyenail Ta cepTuchikaty BIANOBIAHOCT GMP ginsHutli 3 BUpPOBHUUTBE, KOHTPORNIO SIKOCTI, NEPBUHAGTC
| BTOPUHHOD NaKyBAHHS T3 BUNYCKY cepil:

Name, address and number of license and GMP certificate for manufacturing site, quality control, primary and secondary packaging and batch
release:

JlaBoparopioc HopMor C.A. (Laboratorios Normon, S.A)

Poupa pe Banoaekappico, 8, Tpec KanTos, 28760 Maapva. lcnanin (Ronda de Valdecarrizo, 6, Tres Canlos, 28760 Madrid, Spain)

Nigeia wa srpoBbRULTBO (Manufacturing license) Ne 0330
GMP Ceprudirar (GMP Certificate) Ne £5/041 HVIZG

TexHonoain aupoBHULMEE, KOHMPONIO qrocmi, NepeuHHoa0 | 8MOPUHHOZ0 nakysaths ma eurycky cepii Ne V30E1 nikapeeKkozo  38c06Y
Kaneyumabin AMaKkca, mabnemxu, ekpumi NBKOsos0 abonoHkow, no 500 me Ne 1 20 (10%12) y Bnicmepax gioriogidac sumoaam GMP.
Manufacturing process, quality control, primary and secondary packaging and release of the batch No. VBOET of the product Capecitabine Amaxa,
film coated tablets, 500 mg No. 120 (10x12) in blisters complies with GMP standards.

Sasea npo._cepmudbirayio; [lenust s nidmaepdxylo, tho HasedeHa BULLE H(OPMAUs € AOCMOGIPHOIO | MOYHOIO.

[ara cepis euzomosnesa (BIMOQYAIONY yna:<aeu<y/mapf<ysemu,q), cepmuhikosana i koHmpone i soCITi BUKOHAHUL Ha srasaHitl sutije aUPOBHUYIL
dinbruti 6 noaHil giGnngidHocmi 3 gurozanu eupobruYmea GMP, ecmanogneHuMmu micuesunm PeeynamopHuM opearom |y gidnosidHocmi 3
crnequikayien, 1o aHaxpdumses 8 pescmpauilinomy docke. Mpomokonu auUpoBHUYMea, Ynakoeku ma ananisia Gynu npoaranizoeani ma
sidnosionicms GMP AiBMeePOKEHO.

Cerification statement: { hereby confirm that the ahovementioned information is true and correct.

These balch of product is manufactured (including packaging/)abeling), cortified and it quality control is camied out in the abovementioned
manufacturing area in full compliance with the GMP requirements set by the local regulatory authority and in accordance with the specification lccated

in the registration dossier. Protocols of manufactuiing, packaging and tests were analyzed and {heir GMP compliance were confirmed.

YnosHopawera ocoba
Qualified parson

Alicia Govantes / Aniciss [osanimec Nata/ Date: 150 June 2023
(Signature, slamp)
{nidnue, nevamxa)
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Certificate of Analysis

Fopre s 3 9SG D

CAPECITABINE AMAXA 500 mg 120 FCT UA

PHARMA TYPE: Film-coated tablets
ANALYTICAL METHOD CODE: A-CPCH00(PTY0E
SPECIFICATION CODE: E-1-A-CPCS00(PTY03

ANALYTICAL CERTIFICATE CODE: CA-1-A-CPCBO0(PTHO3

PRODUCT CODE: 4-AXCPCLH00UA EXPIRY DATE: 11-2025

rBATCH: VEOEN MANUF. DATE: 24-05-2023

Tost Spacification
DESCRIPTION Comphies with macroscepic recognition.

Poach tilm-coated tablet biconvex, oblong shape.

DENTIFICATION
HAPLC Positive for capeciiabine.
LV Positive: for capeciiabine.
AVERAGE MASS 551.7 mg & 5%,
UNIFQRMITY OF MASS (1) OF 20 tablets, not more than 2 deviate by

more than £5% and nong deviates Dy more than
+10%.

UNIFORMITY OF DOSAGE LINITS {

AVY
tniformity of dosage’ (1) Complies tesl. cutrent Eur. Ph.
AV:
DISBOLUTION (2) Wot less than 80% (Q) of capecitabine in 30
minutes.
ASSAY (HPLCY (3) 85.0-105.0%: 475.0-526.0 mg of capecitabine

per fitm-coated tablet of the stated amount.
IMPURITIES (HPLG)

impuity A tlot mere than 0.5%
Impuiily 8 Mol more than 0.5%
impuriy C Not more than 0.3%
individuat uaknown mpurily: Not more than 0.10%
Tatal impurities: Nat more than 1.0%
REQIDUAL SOLVENTS (GG) {4} Ethanol: Not raore than 5000 ppm.
IRON OXIDE IDENTIFICATION A purple coloration conlirms the prosence of i‘vré')n
oxite.

MICROBIOLOGICAL CONTROL

(1) TAMC: Not more than 1000 GFUfgG
{1y TYMC: sot more than 100 CFUG
{1} BEscherichia aolt: Absence of Escherichia coli in 1 g.

Pagima 1de 2

Rasult

Complies

Positive
Posifive
G486 mQ

Complies

Complies
&

96 %

96.8 %

0.02 %
Not Pertormed

Wot Performed

Not Perdormed
ot Performed

Not Performed




Certificate of Analysis

CAPECITABINE AMAXA 500 mg 120 FCT UA

BATCH: VE0E1 MANUE. DATE: 24-05-2023
PRODUCT CODE: 4-AXCPCS00UA EXPIRY DATE: 11-2026
PHARMA TYPE: Film-coaled tablets

ANALYTICAL METHOD CODE: A-CPCE00(PT)I05

SPECIFICATION CODE; E-1-A-CPCEO0(PTY03

ANALYTICAL CERTIFICATE CORE: CA-1 -A-CPCS0D(PTO

1) Comphes with current Eur. Ph,
(2} Comphes with current USP
(3) Complies with Directive 2001/63/CE

(4} Complies with current 1G1H,

O T L S ¥ hguet AF U Wy s {4

Approval Quality Unit

DISPOSITIONED 1BY: Pedro Pinlo Ramos DISPOSITION DATE: 1670612023 9:46:29
Date of Issug: 1062023 54724

Supervisor: Pedro Pinto Ramos

Analyst: CMA, IMP3, BGC
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