A

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHPIKAT SIKOCTI CEPII JIKAPCBKOI'O 3ACORY

| Name of product/Hasga nponyxry

| (strength, dosage form, package size and

| type / nosyeaHHs, gikapchka. Gopma,
PO3MIp 1 THII YIIaKOBKHK)

SPORAXOL capsules, 100 mg

6 capsules in a strip; 5 strips in a carton;

Labelling made in Ukzainian /

CIIOPAKCOJI, kancymu 1o 100 M, |

[0 O KaICyIl Y CTPHII; IO 5 CTPUMiB Y KAPTOHHIH AT’
MapkyBagns yKkpalHCHKO0 MOBOIO.

| Active substance / niroua peosuHa

Itraconazole, 100 mg / iTpé.KOHazon 100 Mr

"Manufacturing country / Kpaina- Spain / Icnanis

| BHPOOHIK i _
| MA number / Homep PIT NelUA/13899/01/01

| ‘Batch number and size / Homep Ta | LC74945

I po3mip cepii

i 33 226 packs / ynﬁKOBOK

| Date of manufacture / Jlata supoSaumuzea

05.2023

'Eﬁpiry Date / Crpoxk npmamo.c'ri

05.2025

'-I\fame,_ address and license number of
‘manufacturing site / Hassa, ampeca i
| HoMep nitensii BupoOHHIol Himsruni

Laboratorios Liconsa, S.A

“Avda. Miralcampo, 7, Pol. Ind. Miralcampo, Azuqueca |
| de Henares, 19200 Guadalajara, Spain / Jlaboparopioc. |
1 Jikounca, C.A.

| Mpocnexr Mipamskavmo, 7, Homiroso Iunycrpians
| Mipansxammio, Acykeka-ne-Enapec, 19200,

'. I'Baganaxapa, Icnanis

Manufacturing license Ne 0286 /Jlinensis ua
~BHpOOHHUTEO No 0286

..
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| Indicator/IHokaszHu

Specification/Cnenudiranis

Result/PezyﬂbTaT!

Appearance / Onue

At release: No.0 hard gelatin capsules,
opaque green cap and body, containing
yellowish-beige  spherical  micro-
granules / JIpu sumycky: Hemposopi
TBEPAL JKCTATHHOBI Kamcymsx NeQ 3
KPHUIIKOI T TUIOM 3EI€HOT0 KONLOpY,
MO MICTATE JKOBTO-Gexeni cdepuyi
MIKpPOrpanyiy,

Comforms / Biamosigae

Average weight of

capsule content /

Cepenus maca micry
KanCyJaH

464 mg+7,5 %/ 464 mr £ 7.5 %

488 mg / 488 nr

Uniformity of dosage
units / OpnopigHicTs
J030BAHUX OAUHHALL

Acceptance value (AV) for first 10 -u'nits

is less or equal to L1, where L 1=15,0,

11t 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
jcontent in each dosage unit is in the |
{ range of (1+19x0.01)M, where L2=25.0
/ Ipuitmanere yncrno (AV) 1is mepiimx:
10 opunuuy menuwre ao mopisaioe L1, |
1 re L1=15,0.
1 skmo AV Ginsure 15,0, BUNIpOoOYBanH |

IIPOBOJATE AONATKOBRO A 20 OQMHHMIIE.

| Kinuese npmiimansue uucno (AV) mm |
| 30 onguumup menure abo mopismioe LI |

T& IHAMBINYyaJbHHH BMICT y KOXHiik
OO30BaHI®  OOMHMII B

(1£L2x0,01)M, ne L2=25,0.

Oiaras3oHi |

4,3

4.1 Identification | Itraconazole principal peak retention
(HPLC) /| time on the chromatogram of the test
Inentudicauin solution should be concordant with the
(BEPX) Itraconazole principal peak retention

time on the chromatogram of the
standard solution obtained upon assay /
Yac yrpumysanHs miky ItpaxoHazomy
Ha  XpOMaTorpami
PO3UMHY  MAe  BigmoBimatH  uacy
YTPMMYBaHHsA 1Ky I[rpaxonasonmy Ha

XpOMAaTorpaMi CTaHZAPTHOIO po3dUUHY,
OTPHMAHHX

pu KUILKICHOMY

BH3HAUEHHI,

BHIIpOOYBaHOro
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the product/ Bincyrmicts Escherichia
coli’B 1 T penapary. |

42 Identification | UV-spectrom obtained on diode array | Positive /TTo3wrasauix
(UV) / Inearndixanin | of Itraconazole principal peak should be |
(YD) concordant with the UV-spectrum |
- obtained on diode amay of the|
Itraconazole standard sample / YV®-
CIeKTp, OTPUMAaBMH HAa  Jiomii |
MaTp¥I, OCHOBHOTO iKY ITpakoxasony |
HOBMHEH BlImosigate YO-cmextpy, |
OTPUMAHOMY Ha MIOMHIM MaTpuni miKy |
) CTAHIAPTHOTO 3pa3ka ITpaxomasony ' o
| Water (moisture) <% 1,3%
{ content / BmicT Bonnm
(BoJI0TH) | o -
Disintegration / Not more than 30 minutes / He 6imenire |7 min/ 7 xsous
Posnajxanns 30 xBrmHE ) | _
1 Dissolution / At release: Q =75 % during 60 min at | 98%
| Pozynaennasn pH=1.2/
Opa Banmycky: Q =75 % 3a 60 xB mprr |
pH=1.2. '
Assay/ Kinpricae At release: 95.0 - 105.0 mg/capsule / | 989 mg/cap / 98,9mr/kancyny
BH3IHAYECHHS ITpn BEDyCKY:
95,0 - 105,0 Mr/xamcyna
Related impurities / ) -
Cynytai nomimxn*
Impurity B / <0,3% 0,1 %
Homimmka B
Tmpurity F/ <0,2% <0.1%
Jomimmka F | |
Impurity 1/ Jominnga <0,1% <0,1 %
1
Any other individual
‘Impurity / Byap-sika o
iama ispEeinyansaa <0,1% <0.1 %
RoMinrka .
Total impuritie s/ <1,5% 0,2%
Cyma gomimox:
Microbiological Total aerobic microbial count (TAMC)
purity/ not more than 10° cfu/g/ 3aramme |
‘MixkpoGioaorigaa MHCHO  aepoOHMX  Mikpoopramismis | Not conducted/ He |
YHCTOTA** (TAMC) re Ginbme 10° KYO/r: 'TMPOBOIUBCH |
Total yeast and mould count (TYMO)
not more than 10* cfu/g/ 3aramene |
WICIO JPDK/OKOBHX Ta ILTICEBEBHX |
rpubis (TYMC) re 6insme 102 KYO/r;
Absence of Escherichia coli in 1 g of |
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*Ph. Eur. current edition/ motouse sugauns Ph, Eur, o |
**The test is carried out for each tenth batch of a year/ Tecr NPOBOAMUTECH HA KOXKHIH
IECATIN cepil poky.

| Name of impurities/ Hazea laﬁﬁimﬂfc ”

Impurity B/ 4-(4-[4-[4-[cis-2-(2,4-dichlorophenyl)-2-(4 H-1 ,2,4-triazol-4-ylmethyl)-
Homimxa B 1,3-dioxan-4-ylJmethoxy]phenyl]piperazin- I-yl]phenyl]-2-[(1RS)-1-
{Ph. Eur.) _ | methylproyl]-2,4-dihydro-3H4-1,2 4-triazol-3-one _ |
Impurity F/ 2-butyl-4-['4';[4-[4-[[053-2-(2,4-dich10rophenyl)-2—( 1 H-1,2,4-triazol- 1-
Homiwxa F yimethyl)-1,3 ~-dioxolan-4-yl]methoxy]phenyllpip erazin-1-yl]phenyl]-
(Ph, Eur.) _{'2,4-dihydro-3H-1,2.4-triazol-3-one
Impurity 1/ N-[4-—.(1-sec-Butyl—S-oxo-l,S-dihydro-[l,2,4]t1’iazol-4-y1)—phenyl]-N—[Z-
Jlominxa 1 ({4-[2-(2,4-dichlorophenyl!)-2-[1 ,2,4]triazol-1-yl-methyl [1,3] dioxolan-
1 4-ylmethoxy]pheny!}-formyl-amino)-ethylformamide

The batch meets the requirements of QCM for MA NeUA/13899/01/01 / Cepis Binmnosigae
‘Bumoram MKS no PIT NeUA/13899/01/01.

‘The packing, labeling and expiry date correspond to the requirements of QCM / Ynaxosxa,
'MapKyBaHHs Ta TEPMIH HPUAATHOCTI BiAIOBiNa10TE BiMoram MK .

Storage: Store in original packaging at a temperature below 25 °C. Keep out of the reach of
children. / 36epirarn B opwuriraneHiit ymaxosm npH Temueparypi He 6Gigmme 25 °C.
‘30epiraTi B HEZOCTYIIHOMY IS JTiTelt Micri.

Thereby certify that the above information is authentic and accurate. This batch of product

has been manufactured, including packing/ labeling 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. / Ilum s
TIATBEPIKYIO, LIO -HABEHEHA BUILE IHdopMalia € OOCTOBIPHOIO T& TOYHOIO. s cepis
Tpoaykuil 6yna BHIOTOBIACHA, BKIIOYAIOYH IIaKyBaHHMA, MapKYBAaHHS Ta IIPOBENEHHS
KOHTPONIO il AKOCTI Ha sasHaueHilt BHPOGHWYIH gimsHui y mommilt BIATIOBIHOCT] 3
BUMOI'aMK GMP,_.BCTaHOBHeHHMH_ MICHEBUM PEryIATOPHUM OPTaHOM, 2 TaXOX BIAIIOBIAHO
no cnenudikamii, mo MicTSTRCS B PEECTPaLIHHOMY ZIOCEE, 3ATBEPMKEHOMY B Yxpaiui pua
ROCMIMKYBAHOTO  JIIKApCBKOTo  3acoby. IIpoToxonu BUpOGHMITRA, NaKyBaHHA Ta
IPOBE/ICHHA aHamsiB Oymu mepeBipeHi, BCTAHOBIEHO BiANOBIAHICTS BuMoramMm GMP ta
MIXMHCAHO BiANOBIKAIBHIMU 0cOBaMK BUpo6HYKa.

Issued by/Brinano:
Deputy Qualified Person/3acTymuuk YHOBHOBAXEHOT 0COOL:
Macarena Gonzalez/ Maxapena ["'oscan o

ZAN AN

CH.

Date/ JTara: 01.06.2023
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