NEPXIIKCIIYXXBA VYKPATHU
EPAKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OGJIACTI

npocrexT Banepisa JIO6aHOBCHKOrO, 51, m. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 3707 8774

BHCHOBOK (
npo sKicTh BBE3EHOI0 B Vkpainy JiikapcbKoro 3aco0y

17.07.2020 i Ne 33081/20/10

CIIOPAKCOJL

(aiiMeHyBaHHS JiKapCbKOTO 3acoby 3TiAHO 3 peecTpauifHmM TOCBIYEHHM)
xarncyau no 100 mr mo 6 kameyny CTPHIIi; 0 5 CTPHILB Y KApPTOHHIH Madmi

(dopma BHILYCKY, I03YBAHHS, BY/ NAKYBAHH: ixapcekoro 3aco0y)
Homep peecTpaiifHoro MoCBiIeHH UA/13899/01/01 crpox xii peecTpaniifHOro NOCBiX4eHEA 01.01.2099
Cepis nikapcbKoro 3aco0y Ne LC53863 KinsKicTb BBE3EHOTO Jikapeskoro 3acoby 6180

Bupo6HIK Jla6oparopioc Jlikonca, C.A., Icnamist

(HaliMeHyBaHHs BUPOOHUKA JIIKapCHKOTO 3acoBYy, KpaiHa MOXOKEHH)

BeeseHo B YKpaiHy CuinpHe yKpaiHChLK0-eCTOHChKE miAnpHEMCTBO Yy GOpMi TOBAPHCTBA
3 oGMesKkeHo0 BinnoBizamsHictio ""OnTiMa-Dapm, JIT", inent. xom:
21642228 J

(HaiiMeHyBaHHs Ta KOX 32 €JIPTIOY ropuau4HOI 0co0u aﬁoﬁnpizanme, iM's, Mo GaTeKOBi BizHIHOL
0co6H - mianpuemis, if Micue NPOXKUBAHHS Ta peectpauiitauit HoMep 006.1iK0BOT KapTKH IIATHHKA
foaTkis 260 cepis T2 HoMep MacropTa)

TIpOTOKOJI Bi3yaJLHOr0 KOHTPOJIO BiA 09.07.2020 Mo 2144/9.

3a pesyapTaTaMH JCPXKaBHOTO KOHTPOIIO BCTAHOBJEHO, INO JiKapchkuif 3aci0 BBE3CHO B Vkpaigy 3

JOTPUMAHHAM BrMOT 3aKOHO/IABCTEA IO/ 3a6e3MeyeH s AKOCTI niKapCLKm{ 3aco0iB.
ﬁ\ i

/)nexciﬁ COJIOTIPATA

(iminiany Ta Mpi3EHIIe)




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT o (
CEPTUOUKAT KAYECTBA CEPUU NEKAPCTBEHHOIO CPEACTBA !‘”- L Faimi

\

Name of product / HassaHue npogykra
(strength, dosage form, package size and
type / A0O3VMPOBKA, NeKapcTBeHHas Gopma,
pasmep W TMN YnakoBKU)

SPORAXOL, 100 mg capsules Ne 30 (6 x 5) in strips i\n..;_:;arton &
boxes / CMIOPAKCO/, kancyabi no 100 mr Ne 30 (6 x 5) B cTpunax
B KAapTOHHbIX NaYyKax

Active substance / pelicTeyiowee BeulecTro

Itraconazole 100 mg / UTpakonazon 100 mr

Manufacturing country / cTpaHa- | Spain / Ucnauma
NpoU3BOAUTENb

MA number / Homep PY UA/13899/01/01
Batch number and size / Homep cepum u | LC53863

pasmep 32.580 packs
Date of manufacture / lata npoussoacrsa 03.2020

Expiry date / Cpok roaHoctn 03.2022

Name, address and license number of
manufacturing site / HassaHue, appec u
HOMEp  NMUEH3UM  NPOMW3IBOACTBEHHOID
y4yacTka

Laboratorios Liconsa, S.A., Avda. Miralcampo, 7, Pol. Ind.
Miralcampo, Azugqueca de Henares, 19200 Guadalajara, Spain /
Nabopatopuoc finkoHea, C.A., Mpocnekt Mu panbKkamno, 7,
MNonuroHo MHaycTprans Mupanskamno, Acykeka-ae-JHapec,
19200 IN'saganaxapa, Mcnanus

Manufacturing License No. 3414E / fluueH3us Ha NpoOM3BOACTBO
Ne 3414E

GMP certificate or EudraGMP reference
numbers / GMP ceptuduKaTt MAKM ccolaKka Ha

ES/085HVI/19 issued on 17.06.2019/ ES/085HVI/19 BbiaaH

EudraGMP

Description / OnucaHue

granules / HenpospauHble TeRepabie menaTMHOBbIe
Kancynbl NeO c KpbIWKOW U Te/oM 3eneHOro ugeTa,
cofepalume wento-bemesnble chepuueckue
MUWKpOrpaHy/ibl

17.06.2019
No.0 hard gelatin capsules, opaque green cap and Conforms /
body, containing yellowish-beige spherical micro- CootseTtcTayeT

Average weight of capsule
content / cpegHaa macca
COAEPHUMOrO Kancynsi

464 mg + 7,5% (464 mr + 7,5%)

473 mg (473 mr)

Uniformity of dosage units /
OAHOPOAHOCTL 403UPOBAHHDBIX
eauHKUL,

Acceptance value (AV) for first 10 units is less or equal
to L1, where L1=15.0.

If AV is more than 15.0, conduct the test for additional
20 units. Final acceptance value (AV) for 30 units is less
or equal to L1, and individual content in each dosage
unit is in the range of (1£L2x0.01)M, where 12=25.0/
Mpremouroe uncno (AV) ans nepsbix 10 eauMHunL,
meHee uau pasHo L1, rge L1=15,0. Ecan AV 6onee
15,0 mcnbiTaHue NPoOBOAAT AONOAHWUTENBHO ansa 20
eanHnL. KoHeuHoe npuemoytoe uucno (AV) gna 30
€AMHWL mMeHee WUau pasdo L1 v uHaMBUAYanbHOE
CofiepxaHue B KaAOW N03UPOBAHHON eauHuLe B
AananasoHe (1+L2 x 0.01)M, rge 12=25,0

2,4

ldentification (HPLC) /
MaeHtudurkayma (BIKX)

ltraconazole principal peak retention time on the
chromatogram of the test solution should be
concordant with the Itraconazole principal peak
retention time on the chromatogram of the standard
solution obtained upon assay. / Bpems yaepxMBaHma
nuKa WtpakoHa3sona Ha XpomaTtorpamme
MCALITYEMOTO  pacTBopa [AO/KHO  COBMagatb ¢
BPEMEHEM YOEPXMBaAHWA NWKa MTpakoHa3ona Ha

Positive /
Mo3uteHan

%X.am//qf% o7 P& 04 Jov OZ/




Xpomarorpamme CTaHAApPTHOMO pacTeopa, ’;" Y '
NOJIy4eHHbIX NPK KOJIMHYECTBEHHOM OnpeaeneHnH LT ly g
Identification (UV) / UV-spectrum obtained on diode array of Itraconazole Positi%{g 1 /5
Waentudukauns (Yo) principal peak should be concordant with the UV- | MosutueHas -
spectrum obtained on diode array of the Itraconazole R
standard sample. / Y®-cnektp, noay4eHHbIll Ha
AVOLAHON MaTpuUe, OCHOBHOMO MWMKa MTPKOHAa30na
AOJIKEH COBNafaTh ¢ YP-cnekTpom, NoAYYeHHbIM Ha
AMOAHOV MaTpulle nWKa CcTaHgapTHoro o6pasua
WTpakoHazona
Water (moisture) content / <2% 1,2%
Copgepanue sogel {Bnaru)
Disintegration / Pacnagaemoctb | NMT 30 minutes / He 6onee 30 MWUHYT 6 min /6 MUHYT
Dissolution / PacteopeHue Q=75% during 60 min at pH=1.2 / Q=75% 3a 60 MuHyT | 88 %
npw pH=1,2
Assay / KoauyecteeHHoe 95.0 - 105.0 mg/capsule (95.0 — 105.0 mr/kancyna) 99,3 mg/cap (99,3
onpeaeneHue mr/Kancyna)
Related substances /
Conytcreyiowme npumecu
Impurity B / Npumecs B <0.3% <0.1%
Impurity F / Npumeck F £0.2% <0.1%
Impurity 1/ Npumecs 1 <0.1% <0.1%
Any other individual impurity / | <0.1% <0.1%
Mioban gpyras eguHuYHan
npumech
Total impurities / Cymma <1.5% 0.3%
npumecein
Microbiological purity* / TAMC (obuwiee uncno aspobHbix MUKPOOPraHM3mMoB):
Mukpo6uonoruueckasn NMT 10° CFU/g (He 6onee 103 KOE/r); Not performed / He
yucroTa* TYMC (obuiee 4ncno ApoKIKERbIX U NAECHEBbIX npoBoAMAcA
rpn6os): NMT 10° CFU/g (He Bonee 102 KOE/r);
Escherichia coli per 1 g: Absent / otcyTetayer

The test is performed on each 10t batch per year / Tect nposoauTca Ha KaX oM fecaTol cepun roga.
The batch meets the requirements of QCM for MA Ne UA/13899/01/01 / Cepua cootseTcTayeT Tpe6oBaHUAM
MHKK k PY Ne UA/13899/01/01.
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 in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP (GMP certificate No. ES/085HVI/19) / 3tum a NOATBEPXHAAI0, YTO MpUBeAEHHAA Bblle
WHOOPMALMA ABAAGTCA [OCTOBEPHOW M TOWYHOM. 3Ta cepus NpoAyKuMM BblAa  M3roTOBAGHa (BKAKYaEA
YNaKoBKY/MapKUPOBKY) M NposeAeHHbINA KOHTPOAL KaYecTBa Ha YKa3aHHOM NPOKM3BOACTEBEHHOM YYacTKe B NOAHOM
COOTBETCTBMM C TpeBoBaHUAMU GMP, yCTaHOBAEHHBIMU MECTHbIM PErynaTOpHbLIM OpraHoOM, a TaK e B COOTBETCTBMM
€o cneundukaumeit k PY Ha npenapart. MpoToKonkl NpoM3BoacTsa, YNaKOBKM M aHANM30B BbLAU MEPECMOTREHDI W
YCTaHOB/IEHO COOTBETCTBUE TpeGoBaHuAMm GMP (Ceptudurat GMP Ne ES/085HVI/19).

Issued by / BblaaHo

Qualified Person / YnonxomodeHHoe anLo:
Maria del Mar Garcia

AT~

Date / fata //256}5\‘3"9%//
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JEPXUIKCITY)XXBA
JEPXKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KHIiBCBKII OBJIACTI

npocnekt Banepis Jlo6anoscekoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €PIIOY 37078774

BHCHOBOK
PO SIKiCTh BBE3€HOro B YKpainy JiKapcbKoro 3acoby

26.02.2021 Ne 7471/21/10

CIIOPAKCO.JI

(maiiMeHyBaHHS NikapchKOro 3aco6y 3riaHO 3 peecTpamiiHUM NOCBiYEHHAM)
kancyan no 100 mr no 6 kancy:a y crpuni; no 5 crpunis Yy KapToHHil mawni

(opma Bunycky, 03yBaHHA, BHA NAKyBaHHS nikapcekoro 3acofy)

Howmep peectpauiittoro nocsinuenns UA/13899/01/01 ctpox xii peectpauiiizoro nocsizuenns 01.01.2099

Cepia nikapcekoro 3aco6y Ne LC57037 KinbkicTs BBe3eHoro nikapcskoro 3aco6y 420
BupoGHuxk JlaGoparopioc Jlikonca, C.A., Icnanis
(HalimeHyBaHHa BUPOGHHMKa Nikapcbkoro 3acoby, kpaiHa MOXOKEHHS)
Baesero B Vkpainy Chinbne ykpaincsKo-ecToHChKe NiAIpHEMCTBO y popmi TOBApPHCTBA
3 00MexkeH0I0 BinoBigaaLHiCTIO "OnTtima-®apm, JITA", izenr. xoa:
21642228

(naiimeHyBanns Ta koa 3a €JIPIIOY opuananoi ocoGu aGo npissuue, iM's, 1o 6aTEKOBI (izmunoi
0co6u - nianpuemus, ii Micle NpoxuUBanHS Ta peectpailinmii HOMep 001iKOBOT KAPTKH NJIaTHHKA
nojarkis abo cepia Ta Homep macnopra)

Iporokon Bisyanenoro xontpomo sin 23.02.2021 N 0458/18.

3a pesyibTaraMH AepKaBHOTO KOHTPOMIO BCTAHOBJNEHO, IO nikapcekuit 3aci6 BBeseno B Vkpainy 3
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Onexciit COJIOIIPAI

(iniuianyu Ta npizsuue)




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTU®DIKAT SKOCTI CEPII JIIKAPCbKOTO 3ACOBY

Name of product / Ha3zea npogyxrty
(strength, dosage form, package size and
type / [03yBaHHs, nikapceka Gopma, po3mip
i TMN YNAKOBKM)

SPORAXOL, 100 mg capsules Ne 30 (6 x 5} in strips in carton boxes /
CMNOPAKCOA, kancynm no 100 mr Ne 30 {6 x 5) y cTpunax y KapTOHHUX
naukax

Active substance / gitoya peqoBuHa

Itraconazole 100 mg / ItpakoHnason 100 mr

Manufacturing country / kpaiHa-8upobHUK

Spain/lcnaHis

MA number / Homep P UA/13895/01/01

Batch number and size / Homep cepii Ta | LC57037

po3mip 36.396 packs/ynakoBok
Date of manufacture / Nata BupobHULTBA 08.2020

Expiry date / TepmiH npuaatHocTi 08.2022

Name, address and license number of
manufacturing site / Hassa, agpeca ta Homep
nileHsii BupobHMuoi ginbHUL

Laboratorios Liconsa, S.A., Avda. Miralcampo, 7, Pol. {nd.
Miralcampo, Azugueca de Henares, 19200 Guadalajara, Spain /
Naboparopioc flikoHca, C.A., MpocnekT Mipanbkamno, 7, NoairoHo
I[HaycTpiant Mipanbkamno, Acykeka-ae-EHapec, 19200 MNsaganaxapa,

lcnaHin

3414E

Manufacturing License No. 3414E / Niugrsia Ha BUpOGHULTED Ne

GMP certificate or

Ha EudraGMP

EudraGMP
numbers / GMP ceptudikaT abo nocHnaHHA

reference

17.06.2019

ES/085HVI/19 issued on 17.06.2019/ ES/085HVI/19 BuaaHuii

Description / Onuc

No.0 hard gelatin capsules, opague green cap and
body, containing yellowish-beige spherical micro-
granules / Henposopi Teepai »enatmHosi kancyan NeO
3 KPULUKOK Ta TifIom 3e/1eHOro KoAbopy, Wo MICTATbL
woBTO-BexeBl chepruHi MikporpaHyau

Conforms /
Bignosinae

Average weight of capsule
content / cepepHa maca Bmicry
Kancyau

464 mg + 7,5% (464 mr £ 7,5%)

478 mg (478 mr)

Uniformity of dosage units /
OpHopigHICTE A030BaHKUX
0QUHKLUb

Acceptance value (AV) for first 10 units is less or equal
to L1, where 1L1=15.0.

If AV is more than 15.0, conduct the test for additional
20 units. Final acceptance value (AV) for 30 units is less
or equal to L1, and individual content in each dosage
unit is in the range of {1+L2x0.01)M, where L2=25.0 /
MpuiAmanbHe yucno (AV) ana nepwmx 10 oauHMub
meHwe abo popisHwe L1, ae L1=150. Akwo AV
Binbwe 15,0 BunpobyBaHHA NpPOBOAATL A0AATKOBO
ana 20 oauHuub. KiHuese npurmansHe ydMcno (AV)
ana 30 ogvHUUb mMeHlWwe abo aopiBHe L1 Ta
iHAMBIAYANBHUIA BMICT ¥ KOXHIN A030BaHIW oanHUL B
Aianasoni (1£l; x 0.01)M, ge L2=25,0

2,9

Identification (HPLC) /
laeHTudikayia (BEPX)

liraconazole principal peak retention time cn the
chromatogram of the test solution should be
concordant with the Itraconazole principal peak
retention time on the chromatogram of the standard
solution obtained upon assay. / Yac yTpumysaHHsa niky
ITpakoHazony Ha xpomaTtorpami  BunpobysaHoro
pO34MHY MAE BiANOBIiAATWM vacy yTpUMYBaHHA iKY
[TpakoHa3ony Ha  xpomartorpami  CTaHAApTHOTo
PO34YMHY, OTPUMEHMX NPW KIABKICHOMY BU3HAYEHHI

Positive / lNozutueHa

Y
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Identification (UV) /
laeHTHdiKauis (V&)

UV-spectrum obtained on diode array of ltraconazole
principai peak should be concordant with the UV-
spectrum obtained on diode array of the Itraconazole
standard sample. / Y®-cnekTp, oTprMMaHWii Ha AioaHin
MaTpULi, OCHOBHOro MiKy [TpPakoOHa30Ay MNOBUMHEH
BiANOBIAATM YP-CNeKTpy, OTPMMAHCMy Ha AioAHIN
MaTpULi NiKy CTAHA3PTHOrO 3paskKa ITpakoHasony

Positive / Mo3utKBHa

Water {maisture) content /
Bmicr Bogm (Bonoru)

2%

0,9%

Disintegration / PoanaganHsa

NMT 30 minutes / He 6inbwe 30 xBUAWUH

7 min / 7 xBUAnH

Dissolution / PosunMhenHs

Q=75% during 60 min at pH=1.2 / Q=75% 3a 60
XBWUAWH npwn pH=1,2

100%

Assay / KinbKicHe BU3HaUYEHHA

85.0 - 105.0 mg/capsule (95.0 — 105.0 mr/kancyna)

59,8 mg/cap (99,8

mr/Kancyna)
Related substances / CynyThi
AOMILLKK
Impurity B / Aomiwka B <0.3% 0.2%
Impurity F / Jomiwka F <0.2% <0.1%
Impurity 1 / Jomiwka 1 <0.1% <0.1%
Any other individual impurity / <0.1% 0.1%
Byab-AKa iHWa iHaMBigyanbHa
AoMiWKa
Total impurities / Cyma <1.5% 0.2%

A0MiLLOK

Microbiological purity*/
Mikpo6ionoriuna uncrora™*

TAMC (3aranbHa KinbKicTb aepobHMX
mikpoopraHismis): NMT 10° CFU/g (He 6iabwe 103
KYO/r);

TYMC (3aranbHa KinbKiCTb APDKKOBUX | NAICEHEBMX
rpubie): NMT 102 CFU/g (He Binblue 102KYO/r);

Escherichia coli per 1 g: Absent / BiacyTHicTb
Escherichia coli 8 1 r npenapary

Not performed / He
nposoawsca

*The test is performed an each 10" batch per year / Tect NposoaMTLCA Ha KOXKHKIR AecaTil cepii poky.

The batch meets the requirements of QCM for MA Ne UA/13893/01/01 / Cepis Bignosigae Bumoram MKA go
PIM Ne UA/13899/01/01.

Storage: Store in the original package. Do not store at temperature above 25°C. Keep out of reach of
children. /36epiraTv B opuriHanbHiiA ynakosui npu Temnepatypi He sule 25°C. 36epirati B He AOCTYNHOMY
ANA AiTe# micli.

| 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 in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Authorization of the importing country. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP / Lvm s nigTeepgsylo, WC BMweHaBeaeHa iHbopmauia €
AOCTOBIPHOK Ta To4HOW. LA cepia npogykuil 6yna BUrOTOBAEHA (BKAIOYAIOYM YNAKOBKY/MapKysaHHA), i
KOHTPOAL AKOCTI NPoBeASHUIA Ha 3a3Haverin BUpoBHMYIN AiAbHWL ¥ NOBHIK BianoBiagHOCTI A0 Bumor GMP,
BCTAHOB/IEHUX MICLLEBUM PETYAATOPHUM OPraHoM, a TAKOM BignoeigHo po cneuwdikauii ao PN Ha npenapar.
MpoTOKOAW BUPODHULTBA, YNAKOBKW Ta aHaniav Oyau neperasHyTi Ta BCTAaHOBAEHO BiAMOBIAHICTL BUMOram
GMP.

Issued by / BuaaHo

Qualified Person / YnosHosameHa ocoba:
Maria del Mar Garcia /Mapia penb Map lapcia

Date / AaTa: 01.10.2020
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