JIEPYJIIKCITYXKBA
JTEPJKABHA CJYIKBA 3 TIKAPCbKHAX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJIACTI

npocriext Banepis Jlobanoscekoro, 51, M. KuiB, 03110, Ten/¢pakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Koan EIPIIOY 37078774

BUCHOBOK
Npo AKICTHL BBe3eHOro B YKpainy JlikapcbKoro 3acody

25.11.2020 Ne 63419/20/10

CIIOPAKCO.I

(HaiimMeHyBaHHA TiKapChKOro 3ac00y 3TiIHO 3 PEECTpaLiiHiM MOCBIAYEHHAM)
kancyJm no 100 mr no 5 kancya y erpuni; no 2 crpuna B KAPTOHHiI maYui

(hopma BHITYCKY, J03YBaHHS, BHI NaKyBaHHA nikapcekoro 3acofy)

Homep peectpauiiisoro nocsinuenns UA/13899/01/01 ctpok i peectpauiiitoro nocsixienns 01.01.2099

Cepis nikapchkoro 3acody Ne LC57035 KinbkicTh BBe3eHOro Jikapeskoro 3acoby 1170
BupoGHuK Jla6oparopioc Jlikonca, C.A., Icnauis
(naiiMenyBanus BupoGH#Ka Nikapekkoro 3acoby, kpaita TMOXO/KEHHSA)
BeeseHo B YkpaiHy Chi/ibHe yKpaiHChKO0-eCTOHCHKE MANPHEMCTBO Y (GopMi TOBAPHCTBA
3 oGmeskenoio BignosigaapnicTio "Onrima-®apm, JIT", inent. won:
21642228

(naiimenysanns Ta ko 3a €JIPTIOY topuamanoi ocobu abo npissuule, iM's, no GarbkoBi dizsHuHOT
0coGu - nignpuemug, Ti Micue NpokHBaHHA Ta peecTpauiiinuii Homep 001iK0BOT KAPTKH MIATHHKA
noaarkis afo cepis Ta HOMEp nacnopra)

Tpotokoa Bisyaastoro konrpomo sia 20.11.2020 Ne 4039/17.

3a pesynbTaTaMM JIEPKABHOr0 KOHTPONIO ~BCTAHOBJCHO, UIO nikapchkuii  3aci6 BBeseHo B YKpaiHy 3

JOTPHMAaHH HMOT 3aKOHOABCTBA MO/ 3a6e3rnedenHs AKOCTi iKapehKuX 3aco0is.

Onexkciit COJIOJIPAIA

(iniuianu Ta npissuine)
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINVAL PRODUCT
CEPTUOUKAT KAYECTBA CEPUM NEKAPCTBEHHOIO CPEACTBA

Name of product / Hazsanue npogykTa
(strength, dosage form, package size and
type / Ao3vpoBKa, NekapcTeeHHas dopma,
Pa3MEP U TUN YIAKOBKU)

SPORAXOL, 100 mg capsules Ne 10 (2 x 5) in strips in carton
boxes / CMOPAKCO/, kancynbl no 100 mr Ne 10 {2 x 5) B cTpunax
B KAPTOHHbIX NavKax

Active substance / nefcTByiouee BelLecTBo

ltraconazole 100 mg / UTpakoHason 100 mr

Manufacturing country /
Npov3BoAMTE/Nb

CTpaHa-

Spain / Ucnakua

MA number / Homep PY UA/13899/01/01
Batch number and size / Homep cepuu u | LC57035

pasmep 10.297 packs
Date of manufacture / flata nponzsoacrsa 08.2020

Expiry date / Cpok rogHocTm 08.2022

Name, address and license number of
manufacturing site / HassaWue, agpec u
HOMED  JIMUEH3MM  NPOK3IBOACTREHHOrO
y4acTka

Laboratorios Liconsa, S.A., Avda. Miralcampo, 7, Pol. Ind.
Miralcampo, Azuqueca de Henares, 19200 Guadalajara, Spain /
Nabopatopuoc /IukoHca, C.A., MpocnexT Mupanbkamno, 7,
MoauroHo MHAaycTprane Mupanbkamno, Acykeka-ge-3Hapec,
19200 MNsapanaxapa, MicnaHusa

Manufacturing License No. 3414E / luueH3unA Ha NPOM3BOACTED
Ne 3414E

GMP certificate or EudraGMP reference
numbers / GMP cepTMdMKaT MM cCblaKa Ha

FS/085HVI/19 issued on 17.06.2019/ ES/085HVI/19 BblaaH

EudraGMP

Description / Onucaxue

17.06.2015
No.0 hard gelatin capsules, opague green cap and | Conforms /
body, containing yellowish-beige spherical micro- | Cootsetcrayer

granules / HenpospauHbie TBepapie KenaTUHOBbIE
Kancynbl NeO ¢ KpbIWKOW W Tenom 3eneHoro UBera,
coaepwalme xento-6eskessie chepuyeckue
MURPOTrpaHynel

Average weight of capsule
content / cpegHas macca
COAERHUMOro Kancyabl

464 mg +7,5% (464 mr £ 7,5%)

478 mg (478 mar)

Uniformity of dasage units /
OpaHopoAHOCTL A02MPOBaHHbIX
eauHuL,

Acceptance value (AV) for first 10 units is less or equal
to L1, where 11=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+12x(.01)M, where L2=25.0 /
MNpuemounoe uncio (AV) ana nepsbix 10 eanHuy,
meHee uau pasHo L1, rae L1=15,0. Echu AV 6onee 15,0
MCNbiTaHKWe NpPOBOAAT AONC/AHUTENbHO ana 20
eAMHUL. KoHeuHoe npuemoyHoe yucno (AV) ana 30
eauHUL, MeHee WAM paBHO L1 v vHAMBUAYa/NbHOE
cofepaHMe B KaAOW [03MPOBaHHOM eAWHULE B
Ananasone (1tL2 x 0.01)M, roe L2=25,0

2,9

Identification (HPLC) /
Upentudukauna (BIHKX)

Itraconazole 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. / Bpemsa yaepxusaHua
e WTpaxkoHasona Ha XpomaTtorpamme
UCNLITYEMOIO  pAcTBOpa AO/KHO . COBM3AaTh ¢
BpEMEHEM YAEPMMBAHMA NuKa WTPaKoHas3ona Ha

Positive /
[To3uTKBHAA

Mx ok h/'oé“/qf’ 07 17 1 1o %




Xpomartorpamme CTaHAAPTHOro pactsopa,
MOAYYEHHbIX MPU KONMYECTBEHHOM CNpeaencHum

Identification (UV) /
Wpentudurkauma (Yo)

UV-spectrum obtained on diode array of Itracenazole
principal peak should be concordant with the UV-
spectrum obtained on diode array of the ltraconazole
standard sample. / Y®-cnektp, nonyyerHblit Ha
OMOAHOIN MaTPULE, OCHOBHOrO MWKa MrpakoHasona
ADSKEeH COBMNaAaaTh ¢ YD-cnekTpom, NoayYeHHbIM Ha
AWMOAHOR MaTpUUe nWka craHgapTtHoro obpasua
MTpakoHasona

Positive /
fo3uTMBHaA

Water (moisture) content /
CopepmaHne soapbl (Bnaru)

<2%

0,7%

Disintegration / Pacnagaemoctb

NMT 30 minutes / He 6anee 30 MuHYT

7 min / 7 MUHYT

Dissolution / PactBopenune

Q=75% during 60 min at pH=1.2 / Q=75% 33 60 MUHYT
npu pH=1,2

99 %

Assay / KonuuecrBeHHoe

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

100,1 mg/cap (100,1

onpeaeneHune Mr/Karcyna)
Related substances /
ConyTcrBylowme npumecu
Impurity B / Npumecs B <0.3% 0.2%
Impurity F / Npumecs F <0.2% <0.1%
Impurity 1 / Npumecs 1 <0.1% <0.1%
Any other individual impurity / <0.1% <0.1%
NMwoban gpyras eguHnuHan
npumech
Total impurities / Cymma <1.5% 0.2%
npumeceu
Microbiological purity* / TAMC (obuiee 4ncno a3pobHbIX MUKPOORraHW3MOB):
Mukpo6uaonoruueckan NMT 10 CFU/g (He Gonee 102 KOE/r); <10
umncrota* TYMC (0BLLee YNCAD APOMHKIKEBLIX M MASCHEBbIX

rpubos): NMT 107 CFU/g (He 6onee 10% KOE/r); <10

Escherichia coli per 1 g: Absent / otcyTtcTeyer

Absent / otcyTcryeT

The test is performed on each 10' batch per year / Tect npoBogUTCA Ha KaXK A0 LECATOMN cepuu roaa.

The batch meets the requirements of QCM for MA Ne UA/13899/01/01 / Cepus COCTBETCTBYET TPeBOBaHUAM
MEKK 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 8
NOATBEPIKAAID, YTO NPUBEAEHHAA Bbile MHGOPMaLMA ABAALTCA AOCTABEPHOM M TOYHOM. 3Ta cepua
npoAyKumu Bbiia U3roToBAEHa (BK/IOYaA YNIAKOBKY/MAPKUPOBKY) M NPOBEASHHbIA KOHTPOAb KAYeCTBa Ha

YKa3aHHOM NPOWU3BOACTBEHHOM YYaCTKe B NOAHOM COOTBETCTBUM C TpE6OBaHHHMM GMP, ycTaHOBAEHHLIMMA

MECTHbIM PeTYNATOPHBIM OPTaHOM, @ TaK e B COOTBETCTBMM CO cneuuburaLei k PY Ha npenapar.

MpPOTOKO/LI NPOU3BOACTER, YNAKOBKU M aHaAM30B Gbliv NEPECMOTPEHDBI M YCTAHOBIEHO COOTBETCTBME
TpebosaHuam GMP (CepTudurar GMP Ne ES/085HVI/19).

Issued by / BoipaHo

Qualified Person / YnonHomoveHHoe auue; P T

Maria del Mar Garcia

Date / flata: 30.09.2020
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