NEPXKABHA CJIYXKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHINPONMETPOBCBHKIA OBJACTI

Huinpo, m1.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kop €IPTIOY 37070665

BUCHOBOK
Npo AKICTHL BBE3¢HOro B YKpaiHy JikapckKoro 3acoby

14.07.2023 Ne 35613/23/04

KATIEIIMTABIH AMAKCA

(HaliMeHyBaHHs JiKapceKkoro 3acofy 3rifHO 3 peecTpallifHUM NOCBi AHEHHAM )
TabJIeTKH, BKPHTI ILIIBKOBOIO 060/10HK00, 10 500 Mr o 10 TadaeTok y OaicTepi, mo 12
GJicTepiB y kapToHHIH KOpoO6Li

{hopMma BHIyCKY, A03YBaHHS, BHA [IAaKyBaHHS TiKapchbkoro 3acoly)

Howmep peectpaiiiioro nocsinuenns UA/15547/01/02 crpok ii peectpauiiinoro nocsinuenns 01.01.2099

Cepis nikapcbkoro sacoby Ne V3L91 KinexicTs BBesenoro nikapcskoro 3acoby 449
BupoGuuk Jlaboparopioc Hopmon C.A., Icnagis
(ualiMenypanus BUpoOHHKA JiKapchkoro 3acoly, kpalHa NOXCAXEHHN)
BaeseHo B YkpaiHy TosapucTBo 3 00Meskeno10 BixnmosigaabHicTio "baJIM", inenr. kox:
31816235

(naiiMenyeanns ta koa 3a CIIPTIOV wpuaaunol ocobr abo npizeuile, iM'A, o Sarkkosi diznynol
ocobH - nianpuemits, i Micue nNPoXKUBAHHA Ta peecTpaliiinui HoMep 0BNiKOBOT KAPTKM [IATHHKA
nonatkis abo cepis Ta HOMEp naciopTa)

IMpoToko BisyaasHore kourposio sia 13.07.2023 N 07-01/1996/1.

3a pesynbTaTaMH [IepKaBHOTO KOHTPOJIO BCTAaHOBNEHO, LWIO JikapckkHA 3aci® BBedeHo B YKpaiHy 3

JOTPHMAHHSAM BHMOT 3aKOHOAABCTEA 110/10 3a0e3NeYeH A AKOCTi NIKAPCHKUX 3acobib.

Hauansuuk JlepskaBHoi ¢y xOu 3
JiKapCchbKHX 3ac001B Ta KOHTPOJTIO 33 o
P ; POIIO 33 [Onis OBYAPEHKO
HapKoTHKaMH y JIHiIpoIleTpoBChKiH
obmacti

(nocanosa ocoba opraHy JepxKaBHOTO KOHTPOMIO) (ininianu Ta npizeuLe)

M.IIL.
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" Ronda de Valdecarrizo, 6 _
28760 Tres Cantas. Madrid. Espaita
Tel.: 91 806 52 40

Fax: 91 806 52 56 ' TIF OF QUALITY
Fax; 91 806 52 58 Dpto. Técnico csggp-:-%:-ar ﬂ?(gCﬂ
WWW.NOrNMON. 68
Jhcapeiaril saclo: KaneyumaGin Aumaxca, mabnemxu, ekpumi nnlaxoacio aGanowxo, ro 500 me Ne 120
(10x12) y Gnicmepax
Drug product: Capecitabine Amaxa, film coaled tablels, 500 mg No. 120 (10%12) in blistars
Hious pevyoeura: xkaneyumabin
Activa ingredient: capecitabine
Hosep capii/ Balch number  W3L91
Hama eupobruymea / Manufacturing date 04-2023
Jlama sunycxy / Release date 09-05-2023
Jama saxinvenns cmpoky npudamsocmi/ Expiry date 10-2025
Poamip cepit/ Batch size 584 kapTOHHWX KOpoGoK
884 carton packs
Peccmpauiiine noceldvesrms Ne / Marketing Authorizafion No.  UA/5547/01/02

Natiopatopioc Hopmon C.A., lcnaHin
Laboratorfos Normon, S.A., Spain

Bupobnuk, kpamsa / Manufacturer, counbry

Peaynuraru
Results
Bianosigae
Complles

Meatogu KoHTpOMO

Ana { methods
BisyansHWii ormag
Visual inspection

BornycTumi nopuu (npu sunycxy)
- Specifications (on release)
Biancaigae MaxpockonisHOMY BUSHRNEHHIC,
Tabnetwv, exputi  nniskoEow  oGONOHKOK,
NepCHKOBOID  KORbOPY, ABoONyKni,  AoBfacTol
dhopmu (MeTon supobrmKa).
Compites macroscopic defamnination.
Paach fim coatod tablets biconvex, oblong shape
{fn-house).
MoawTueHa Ana kansunTabivy (meTon enpobuika):
sucokoedexTuaHa piauHHA xpomatorpacis
(BEPX).
FPositive for Capecitabine (in-house):
Performance Liguid Chre phy (HPLC}.

Ye-cnexrp  sunpobOBYBAHOTe POIMHHY NOBUHEH
BignoainaTy Y<d-crexTpy poadurHy ROPIBHAHHR: YO,
The uliraviclet specira must be simflar lo the
standard solution: UV,

851,7 wr + 5 % (Metca anpoGHuka).

§51,7 mg + 5 % {in-house).

NMoKkazZHUKN AKOCT]
Parameter
_Ormc

Description

Bianoeipae
Complfes

BEPX, Meto/ B1pobHIKa

ineHTUcbKBLIR
HPLC, in-house

identification

Bignusigae
Complies

Y&, MeTtoa supobHiuka
UV, In-house

8485 mr
648.5mg

Metog eupobyma

Cepegxa maca
in-house

Average mass

Opnoplmicts wack
Uniformily of mass

s 20 TaGnevox He Ginbiie HX 2 Talinemm
piamasioTben Bl cepeaHboT Mack Ginkiue Hix Ha &
% Ta Moara TabneTta He BigxunAeTLeA Glnowe Hix
Ha 10 % (Cap.®. pikse SMAAHHRA).

OF 20 tableis, not more than 2 deviate by more than
5% and none deviates by more than 10% (Ph. Eur.
current edifion.}.

€8p.@. 2.9.5 aiue
T E T

Ph. Eur. current edifion,
2.8.5

Binnosinae
Co:mﬂas

“PosumHenHn
Dissolution

He menwe 80% (Q) xaneumutabidy 2a 30 xBunud
(USP giloye BrpaHus).

(USP current edition).

7%

OaHopigkicTs
A0S0BaHAX OJUHALL
Uniformity of dosage
unit

AV 10 opwHuLb S 11,

Sxwo AV 10 opuriae > L1:

AV 30 aavniub < L1 | xogeH inBMBiZyansHiui.
HE € MeHLLMM 33

{1-12 x 0,01)M i ne Glnbusew 2a (1 + L2 x 0,01)M,
aeL1=150il2 =250

{Eep.0. Aioue BNARKHA).

AV 10 units s L1.

If AV 10 unils > L1: AV 30 unils < LY and no
individual confent less than (1 - L2 x 0.01)M nor
moreg than {1+ 12 x 0.01)M, where L1 = 15.0and L2
= 25.0 (Ph. Eur. current edition).

Not less than 80% (Q) of capecitabi msamm/

o

Bipnosinae
Complies

Page $3



) NORMON

KaneyumaGin Amanca, maGmemxy, expurni nnlexaeoie ofSanonxowr, no 500 sz Ne 120

Armaxa, film coated tablets, 500 mg No. 120 (10x12) iy blisters

Ronda de Valdecarrizo, 6
28760 Tres Cantos. Madrid. Espaiia
Tel.: 01 806 5240
Fax: 91 806 52 56
Fax: 91 806 52 58 Dpto. Técnico
WWW.ROrON, &5
Ninapesnuil 2acis:
o (1012} y Gnicmepax
Drug product Capecitabine
,ufno-m pevoauns; xaneuumabis
Active ingredient capecitabine

Howmep ceplt/ Batch number 3191

KirEklene: 85,0 - 1050 %: 475,0 — 526,0 wr kanewwraGiny B | BEPX, MeToa 88.4%: 491 Gur
BM3HAYSHHA 1 m&nm mrpmﬁ anisxepore obonoHRw, Bin | anpoblnrka
Assay aananeHore aMicTy {fwpextusa 2001/83/EC). HPLC, In-house 98.4%: 491.8mg
'95.0-105.0%: 475.0 — 525.0 mg of Capecifabine
per fim-coafed fablef of the sfafed smourt
(Dlracws 2601/83EC). ] - A
Cynpopli gostiuka | Jowiwka A: He Binslue 0,5 % (Metop BupoBunka). | BEPX, Matea 0.02%
Impurities Implrity A: riot morg than 0.5 % (In-house). snpoGHuKa
Jomiwes B: He Ginwwe 0,5 % (Metog supobitra). | HPLC, In-Hiouse
Impurity. B: rio more than 0.5 % (in-house). <Q.L*
Aomiuna C: ve Gifiire 0,3 % (MeTon BupoGHika).
Imputity C: not more than 0.3 % (In-house).
Byae-sua HeingHTHgikosaHa qomilke; He Ginblue <Q.L.
0,10'% (MeTop snpoBHmKa),
lrwwd unkniown impurity: not more than 0,10 %
{In-house}.. <Q.L
Cyma AOMILLIOK:  He Ginswe 1,0 % (Meton
BupoGHvKa). _ 0.02%
_Total impurities: nof more than 1.0 % {in-house). :
Eravon: He Glewe 5000 ppm (ICH pboue | Fas0Ba
BHGaHHS). _ XposeTorpadgis,; He asacTocosyerscs
Ethanol: not more than 5000 ppm (ICH curent mewﬂﬂm Not applicable
GloneTose aaGapaneHs &  MTBEPAKEHHAN Kﬂmm
Apurplscdam&onoonﬂmsmspmmofﬁan Colorimetric, In- Not applicable
oxide (in-house). house
3oraneHe unciio  .aepobHuX  Mikpoopraniasie | €ep.p. 2.8.12a
(TAMC): He Ginbwe 10° KYO/r (Cep®. ahoue | 2.6.13 givve _
BULMRHA). BuaaHNA Hes
TAMC: Not more than 10° CFU/fg (Ph. Eur. current | Ph. Eur. cument Not applicable
sdition). adition, 2.6.12 and
BaransHe YHMENo APHEIKOBIK Ta nnlcanesux pwGin | 2.6.13
(OTYMC): we Gimuie 107 KYOIr (88655
BUAAHHA). He sacracoByeTnen
TYMC: Not mors than 107 C \ Not applicable
BiacymicTe Escherichia o \2, \
BIAHHY), ] e He sacrocopyethen
Absence of Escherichia |5 Not appiicable
edition), I

1 This test Is non-routine. The first batch avery.year and every 18 bed g
<

“ mEHE KinbricHoro pransemn / quantitation Bmit

Cynposidui domiunay:
Substunces:

Mm C 2'.3 -O-mpaouln-s A820KCH-5-hTop-NA-(NesTunokcHRapBONINLINTANLN,
Impurity C: 2),3-O-carbany-5-deoxy-5-fuora-Ne-{pentyloxycartionyljcylidine.

Paige 23



Ronda de Valdecarrizo, 6
28760 Tres Cantos. Madrid, Espoita
Tel.: 91 806 32 40
Fux: 91 806 52 56
Fax: 91 805 52 58 Dpro. T
WWW.AGrMon.es
Nixapeukuii 3acis: KaneyumaGis Amaxca, ma&nemxu, axpumi nniexosoio obononkoio, o 500 we Ne 120
{10%x12) y Gnicmepax
Drug product; Capecitabine Amaxa, film coated tablets, 500 mg No. 120 (10%12) in biisters
Alioua pevosuna: xaneyamabin
Active ingredient: capecitabine
Howmep cepif/ Balch VaLa1
number

Bucspeox: Cepis Ne V3L91 signoaizae suuoram MKF, peccTpuyiina nocaiguerHa Ne LIAMSS4THM 02
Conclusion; Batch No. V3L51 compiles with requiremants to QCM, marketing authorization Na UA/15547/01/02

HatinaHyBanHs, MiCUSOHAXOAMBHHA T8 HOMED niusmai Ta coprudplraty mignoslavocti GMP alrbymy 3 BipoBHALTAA, KOHTPONIO AROGT, NepaWkHOND
| BTOPMHAOND NAKYDAHHA TR BUOYCKY Capil: _

Nams, address and number of §cense and GMP certificete for manufacturing sito, qualily control, primary and secondary packaging and balch
melease;

Nadoparoploc Hopwos C.A. (Laboratorios Normon, S.A.) _

Ponga ae Banvaesappico, 8, Tpec Kanroe, 28750 Maapua, lenanln (Ronda de Valdecarrizo, 6, Tras Canlos, 28760 Madrid, Spain}

RiyeHin Ha BrpobHALTBO (Menufactining ficense) Ne 0330
GMP Ceprudbixar (GMP Cerlificate) Ne ESA04THVI/1S

Toxwanoain supOGHULINEa, NDRMPOMO AKOCTY, mpeuunoaoismopmumonamawmaémmdepﬂm V3L9T nixapchiosa sacoby
Kaneyumatin Auaxce, maGnemuu, sxpumi nniexosio oBanoHKow, o 500 wa Ne 120 (10=12) y Emiemepex eidnoaides susosas GMP.
Mmgmmmmwmmmmawwm V3L91 of the prodiict Capecitabine

film coated tablels, 500 mg No. 120 {10x12) in biistars complies with GMP standards.

i 'Mﬂnﬂmwp@kmupmmmw_smpwimm
T .Wlmrmmmw-mmﬁm-
Mammawuamwsw.mmm«mmwmiymmd
maqumauho,upg:mm W'mmomwmmﬁynumm

afdnoaivicms GMP

ptification state -:mymm:mmmmmmmmmmm
masmwmwmmmmw.mm&mwmnquMhmmm
ma;mawmgmmmnmwmmwmmmsmbymwmmmmmm.mmmm-m
mmmgknmnmmmwmmummmgmmwwmmmmmmmmmm.

%) NCRMON
DV <FECHNICAL MANAGEMENT/QLP.
: Alicla Govantes / Anicin Mosaismec
{Signature, stamp)
{mdnuic, neyamua}

g ¥ e /?/ )
i \@;._\

/ LOKY MEHTIB\ZN
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ta )T
AN
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" Ronda de Valdecarrizo, 6 _
28760 Tres Cantas. Madrid. Espaita
Tel.: 91 806 52 40

Fax: 91 806 52 56 ' TIF OF QUALITY
Fax; 91 806 52 58 Dpto. Técnico csggp-:-%:-ar ﬂ?(gCﬂ
WWW.NOrNMON. 68
Jhcapeiaril saclo: KaneyumaGin Aumaxca, mabnemxu, ekpumi nnlaxoacio aGanowxo, ro 500 me Ne 120
(10x12) y Gnicmepax
Drug product: Capecitabine Amaxa, film coaled tablels, 500 mg No. 120 (10%12) in blistars
Hious pevyoeura: xkaneyumabin
Activa ingredient: capecitabine
Hosep capii/ Balch number  W3L91
Hama eupobruymea / Manufacturing date 04-2023
Jlama sunycxy / Release date 09-05-2023
Jama saxinvenns cmpoky npudamsocmi/ Expiry date 10-2025
Poamip cepit/ Batch size 584 kapTOHHWX KOpoGoK
884 carton packs
Peccmpauiiine noceldvesrms Ne / Marketing Authorizafion No.  UA/5547/01/02

Natiopatopioc Hopmon C.A., lcnaHin
Laboratorfos Normon, S.A., Spain

Bupobnuk, kpamsa / Manufacturer, counbry

Peaynuraru
Results
Bianosigae
Complles

Meatogu KoHTpOMO

Ana { methods
BisyansHWii ormag
Visual inspection

BornycTumi nopuu (npu sunycxy)
- Specifications (on release)
Biancaigae MaxpockonisHOMY BUSHRNEHHIC,
Tabnetwv, exputi  nniskoEow  oGONOHKOK,
NepCHKOBOID  KORbOPY, ABoONyKni,  AoBfacTol
dhopmu (MeTon supobrmKa).
Compites macroscopic defamnination.
Paach fim coatod tablets biconvex, oblong shape
{fn-house).
MoawTueHa Ana kansunTabivy (meTon enpobuika):
sucokoedexTuaHa piauHHA xpomatorpacis
(BEPX).
FPositive for Capecitabine (in-house):
Performance Liguid Chre phy (HPLC}.

Ye-cnexrp  sunpobOBYBAHOTe POIMHHY NOBUHEH
BignoainaTy Y<d-crexTpy poadurHy ROPIBHAHHR: YO,
The uliraviclet specira must be simflar lo the
standard solution: UV,

851,7 wr + 5 % (Metca anpoGHuka).

§51,7 mg + 5 % {in-house).

NMoKkazZHUKN AKOCT]
Parameter
_Ormc

Description

Bianoeipae
Complfes

BEPX, Meto/ B1pobHIKa

ineHTUcbKBLIR
HPLC, in-house

identification

Bignusigae
Complies

Y&, MeTtoa supobHiuka
UV, In-house

8485 mr
648.5mg

Metog eupobyma

Cepegxa maca
in-house

Average mass

Opnoplmicts wack
Uniformily of mass

s 20 TaGnevox He Ginbiie HX 2 Talinemm
piamasioTben Bl cepeaHboT Mack Ginkiue Hix Ha &
% Ta Moara TabneTta He BigxunAeTLeA Glnowe Hix
Ha 10 % (Cap.®. pikse SMAAHHRA).

OF 20 tableis, not more than 2 deviate by more than
5% and none deviates by more than 10% (Ph. Eur.
current edifion.}.

€8p.@. 2.9.5 aiue
T E T

Ph. Eur. current edifion,
2.8.5

Binnosinae
Co:mﬂas

“PosumHenHn
Dissolution

He menwe 80% (Q) xaneumutabidy 2a 30 xBunud
(USP giloye BrpaHus).

(USP current edition).

7%

OaHopigkicTs
A0S0BaHAX OJUHALL
Uniformity of dosage
unit

AV 10 opwHuLb S 11,

Sxwo AV 10 opuriae > L1:

AV 30 aavniub < L1 | xogeH inBMBiZyansHiui.
HE € MeHLLMM 33

{1-12 x 0,01)M i ne Glnbusew 2a (1 + L2 x 0,01)M,
aeL1=150il2 =250

{Eep.0. Aioue BNARKHA).

AV 10 units s L1.

If AV 10 unils > L1: AV 30 unils < LY and no
individual confent less than (1 - L2 x 0.01)M nor
moreg than {1+ 12 x 0.01)M, where L1 = 15.0and L2
= 25.0 (Ph. Eur. current edition).

Not less than 80% (Q) of capecitabi msamm/

o

Bipnosinae
Complies

Page $3



NEPXKABHA CJIYXKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH
Y JHINPONMETPOBCBHKIA OBJACTI

Huinpo, m1.Co6opHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kop €IPTIOY 37070665

BUCHOBOK
Npo AKICTHL BBE3¢HOro B YKpaiHy JikapckKoro 3acoby

14.07.2023 Ne 35613/23/04

KATIEIIMTABIH AMAKCA

(HaliMeHyBaHHs JiKapceKkoro 3acofy 3rifHO 3 peecTpallifHUM NOCBi AHEHHAM )
TabJIeTKH, BKPHTI ILIIBKOBOIO 060/10HK00, 10 500 Mr o 10 TadaeTok y OaicTepi, mo 12
GJicTepiB y kapToHHIH KOpoO6Li

{hopMma BHIyCKY, A03YBaHHS, BHA [IAaKyBaHHS TiKapchbkoro 3acoly)

Howmep peectpaiiiioro nocsinuenns UA/15547/01/02 crpok ii peectpauiiinoro nocsinuenns 01.01.2099

Cepis nikapcbkoro sacoby Ne V3L91 KinexicTs BBesenoro nikapcskoro 3acoby 449
BupoGuuk Jlaboparopioc Hopmon C.A., Icnagis
(ualiMenypanus BUpoOHHKA JiKapchkoro 3acoly, kpalHa NOXCAXEHHN)
BaeseHo B YkpaiHy TosapucTBo 3 00Meskeno10 BixnmosigaabHicTio "baJIM", inenr. kox:
31816235

(naiiMenyeanns ta koa 3a CIIPTIOV wpuaaunol ocobr abo npizeuile, iM'A, o Sarkkosi diznynol
ocobH - nianpuemits, i Micue nNPoXKUBAHHA Ta peecTpaliiinui HoMep 0BNiKOBOT KAPTKM [IATHHKA
nonatkis abo cepis Ta HOMEp naciopTa)

IMpoToko BisyaasHore kourposio sia 13.07.2023 N 07-01/1996/1.

3a pesynbTaTaMH [IepKaBHOTO KOHTPOJIO BCTAaHOBNEHO, LWIO JikapckkHA 3aci® BBedeHo B YKpaiHy 3

JOTPHMAHHSAM BHMOT 3aKOHOAABCTEA 110/10 3a0e3NeYeH A AKOCTi NIKAPCHKUX 3acobib.

Hauansuuk JlepskaBHoi ¢y xOu 3
JiKapCchbKHX 3ac001B Ta KOHTPOJTIO 33 o
P ; POIIO 33 [Onis OBYAPEHKO
HapKoTHKaMH y JIHiIpoIleTpoBChKiH
obmacti

(nocanosa ocoba opraHy JepxKaBHOTO KOHTPOMIO) (ininianu Ta npizeuLe)

M.IIL.
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Ronda de Valdecarrizo, 6
28760 Tres Cantos. Madrid, Espoita
Tel.: 91 806 32 40
Fux: 91 806 52 56
Fax: 91 805 52 58 Dpro. T
WWW.AGrMon.es
Nixapeukuii 3acis: KaneyumaGis Amaxca, ma&nemxu, axpumi nniexosoio obononkoio, o 500 we Ne 120
{10%x12) y Gnicmepax
Drug product; Capecitabine Amaxa, film coated tablets, 500 mg No. 120 (10%12) in biisters
Alioua pevosuna: xaneyamabin
Active ingredient: capecitabine
Howmep cepif/ Balch VaLa1
number

Bucspeox: Cepis Ne V3L91 signoaizae suuoram MKF, peccTpuyiina nocaiguerHa Ne LIAMSS4THM 02
Conclusion; Batch No. V3L51 compiles with requiremants to QCM, marketing authorization Na UA/15547/01/02

HatinaHyBanHs, MiCUSOHAXOAMBHHA T8 HOMED niusmai Ta coprudplraty mignoslavocti GMP alrbymy 3 BipoBHALTAA, KOHTPONIO AROGT, NepaWkHOND
| BTOPMHAOND NAKYDAHHA TR BUOYCKY Capil: _

Nams, address and number of §cense and GMP certificete for manufacturing sito, qualily control, primary and secondary packaging and balch
melease;

Nadoparoploc Hopwos C.A. (Laboratorios Normon, S.A.) _

Ponga ae Banvaesappico, 8, Tpec Kanroe, 28750 Maapua, lenanln (Ronda de Valdecarrizo, 6, Tras Canlos, 28760 Madrid, Spain}

RiyeHin Ha BrpobHALTBO (Menufactining ficense) Ne 0330
GMP Ceprudbixar (GMP Cerlificate) Ne ESA04THVI/1S

Toxwanoain supOGHULINEa, NDRMPOMO AKOCTY, mpeuunoaoismopmumonamawmaémmdepﬂm V3L9T nixapchiosa sacoby
Kaneyumatin Auaxce, maGnemuu, sxpumi nniexosio oBanoHKow, o 500 wa Ne 120 (10=12) y Emiemepex eidnoaides susosas GMP.
Mmgmmmmwmmmmawwm V3L91 of the prodiict Capecitabine

film coated tablels, 500 mg No. 120 {10x12) in biistars complies with GMP standards.

i 'Mﬂnﬂmwp@kmupmmmw_smpwimm
T .Wlmrmmmw-mmﬁm-
Mammawuamwsw.mmm«mmwmiymmd
maqumauho,upg:mm W'mmomwmmﬁynumm

afdnoaivicms GMP

ptification state -:mymm:mmmmmmmmmmm
masmwmwmmmmw.mm&mwmnquMhmmm
ma;mawmgmmmnmwmmwmmmsmbymwmmmmmm.mmmm-m
mmmgknmnmmmwmmummmgmmwwmmmmmmmmmm.

%) NCRMON
DV <FECHNICAL MANAGEMENT/QLP.
: Alicla Govantes / Anicin Mosaismec
{Signature, stamp)
{mdnuic, neyamua}
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) NORMON

KaneyumaGin Amanca, maGmemxy, expurni nnlexaeoie ofSanonxowr, no 500 sz Ne 120

Armaxa, film coated tablets, 500 mg No. 120 (10x12) iy blisters

Ronda de Valdecarrizo, 6
28760 Tres Cantos. Madrid. Espaiia
Tel.: 01 806 5240
Fax: 91 806 52 56
Fax: 91 806 52 58 Dpto. Técnico
WWW.ROrON, &5
Ninapesnuil 2acis:
o (1012} y Gnicmepax
Drug product Capecitabine
,ufno-m pevoauns; xaneuumabis
Active ingredient capecitabine

Howmep ceplt/ Batch number 3191

KirEklene: 85,0 - 1050 %: 475,0 — 526,0 wr kanewwraGiny B | BEPX, MeToa 88.4%: 491 Gur
BM3HAYSHHA 1 m&nm mrpmﬁ anisxepore obonoHRw, Bin | anpoblnrka
Assay aananeHore aMicTy {fwpextusa 2001/83/EC). HPLC, In-house 98.4%: 491.8mg
'95.0-105.0%: 475.0 — 525.0 mg of Capecifabine
per fim-coafed fablef of the sfafed smourt
(Dlracws 2601/83EC). ] - A
Cynpopli gostiuka | Jowiwka A: He Binslue 0,5 % (Metop BupoBunka). | BEPX, Matea 0.02%
Impurities Implrity A: riot morg than 0.5 % (In-house). snpoGHuKa
Jomiwes B: He Ginwwe 0,5 % (Metog supobitra). | HPLC, In-Hiouse
Impurity. B: rio more than 0.5 % (in-house). <Q.L*
Aomiuna C: ve Gifiire 0,3 % (MeTon BupoGHika).
Imputity C: not more than 0.3 % (In-house).
Byae-sua HeingHTHgikosaHa qomilke; He Ginblue <Q.L.
0,10'% (MeTop snpoBHmKa),
lrwwd unkniown impurity: not more than 0,10 %
{In-house}.. <Q.L
Cyma AOMILLIOK:  He Ginswe 1,0 % (Meton
BupoGHvKa). _ 0.02%
_Total impurities: nof more than 1.0 % {in-house). :
Eravon: He Glewe 5000 ppm (ICH pboue | Fas0Ba
BHGaHHS). _ XposeTorpadgis,; He asacTocosyerscs
Ethanol: not more than 5000 ppm (ICH curent mewﬂﬂm Not applicable
GloneTose aaGapaneHs &  MTBEPAKEHHAN Kﬂmm
Apurplscdam&onoonﬂmsmspmmofﬁan Colorimetric, In- Not applicable
oxide (in-house). house
3oraneHe unciio  .aepobHuX  Mikpoopraniasie | €ep.p. 2.8.12a
(TAMC): He Ginbwe 10° KYO/r (Cep®. ahoue | 2.6.13 givve _
BULMRHA). BuaaHNA Hes
TAMC: Not more than 10° CFU/fg (Ph. Eur. current | Ph. Eur. cument Not applicable
sdition). adition, 2.6.12 and
BaransHe YHMENo APHEIKOBIK Ta nnlcanesux pwGin | 2.6.13
(OTYMC): we Gimuie 107 KYOIr (88655
BUAAHHA). He sacracoByeTnen
TYMC: Not mors than 107 C \ Not applicable
BiacymicTe Escherichia o \2, \
BIAHHY), ] e He sacrocopyethen
Absence of Escherichia |5 Not appiicable
edition), I

1 This test Is non-routine. The first batch avery.year and every 18 bed g
<

“ mEHE KinbricHoro pransemn / quantitation Bmit

Cynposidui domiunay:
Substunces:

Mm C 2'.3 -O-mpaouln-s A820KCH-5-hTop-NA-(NesTunokcHRapBONINLINTANLN,
Impurity C: 2),3-O-carbany-5-deoxy-5-fuora-Ne-{pentyloxycartionyljcylidine.
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