JEPYABHA CTYKEA 3 JIKAPCHKIX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTAKAME Y KMIBCHKIA OBJIACTI

npos. Caitmrmol Hazil, 3, s Kuis, 02099, enfdaxc: (044) 363-06-50
E-mail: dls ko@dls.gov.ua, Kou €IPYIOY 37078774

BUCHOBOK
PO AKICTH BBEICHOI0 B Ykpaiuy aikapcskoro 3acody

21.08.2023 Ne 40457/23/10

_ CHOPAKCOJ _
(HaiMeryBaRHs HRAPELKOT 33600y STIRHO 3 PECETauiHnIM NOCRIITORHAN)
axreyn o 100 vr; o 6 Kancyn 'y erpuni; no 5 cypunis y KapTommiii naxud;
{hopya BIDYCKY, JO3YBAHI, B K yBAnEA AiKapokKoro 3aco0y) '

Homep.peecrpauiﬁﬁoro nocsinyenns UA/13899/01/01 crpox xif peccrpaniiinoro nocsizyesns 01.01 2099 :,.

Cepis nixapesioro sacoby Ne L.CT4970 Kinsricrs Bresesoro Aikapcskoro 3acoby 1440
BupoBiux. JlaGoparopioc Jlikonea, C.A., Toiamis 9
{uaitMenynaia supolHiKa nixapewkoro aacoby, KpETHA TOXOIKCHRA) ‘
Bueaento B Yrpaiuy Crismsue yipaliicsKo-eCTORCHIEe TAMPHEMCBO Y dopni ToBAPHCTBA
3 ofMessenoe pinnoninansuicrio *Ontima-dapw, JITL", benr. ko
21642228 ;

(ndiniBHyDoMAN T8 Ko 80 EIPIIOY JopANYHol acoG aGo pisehwe, s, s Garpkovi Gisusiol
ceob - mianpuems, i Micue npoABaNNg 7o peecTpauiiianil HOMED 06niKoBOT KAPTHIL MNATHIXA
fonaTkis aGo cepist Ta HovMep HacHopTa)

TpoToxon RISYATLHOIS KOHTPOMO Big 17.08.2023 Ne 2556/31.

Jd pesynbTATAMI HEPKATHOIO KOHIPOMI0  BCTAHOBACHO, O nikapebknii  3aci6  BBEICHO B Y;méfiu_y 3
AOTPHMAHHAM aunor 33kOHOAABETAR Jiono aaGearenenna Axocti alkapobkitk acobis, {

s

Konnaposa JLB.

(upizpnume Ta iniiann)




BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHDIKAT SIKOCTI CEPILL JXKAPCBKOI'O 3ACOBY

Name of product/Hasga nponyxry
(strength, dosage form, package size and
type / posymamHs, Jikapenke Gopma,
PO3MIP 1 THIT YIIAKOBKH)

SPORAXOL capsules, 100 mg
6 capsulesin a stnp, S strips in a carton;

Labelling made in Ukyainian /

CIIOPAKCOJI, Kancyim 1o 100 mr,
10 6 Kancyn'y CTpHmi; 1o 5 CTPUILB ¥ Kap'romlm naqm;
MapkyBasHs YKpaiHCHKOK MOBOK. i

Active substance / fifo9a peHOBHEHa.

Itraconazole, 100 mg / irpaxonason 100 Mr

Manufacturing  country  /  kpaima- | Spain / lemawis i
BHPOOHUK
MA number / Homep PIT NeUA/13899/01/01

Batch number and size / Homep Ta
posmip cepii

LE74970 '

23 760 packs/ ynakoBoxc _ i

Date of manufacture / Jlara supoOrunrea.

05.2023

Expiry Date / Crpox npugaTHocTi

05.2025 it

Name, address and license number of
manufacturing site / Hasea, anpeca i
roMep mixensii BupoGHUIol pinpruli

Laboraforios TLiconsa, S.A
Avda. Miralcampo, 7, Pol. Ind. Miraleampo, Azq\queca

de Henares, 19200 Guadalajara, Spain / JlaGopatgpioc
Hixoxea, C.A,

[pocrext Mipamskamio, 7, Ilonirono Irmym*pm.{m
Mipansxamto, Acyxexa-ne-Enapec, 19200, i
I'samanaxapa, Icnagis '!
Marnufacturing license Ne 0286 /Mlinensin ma |
supobarso Ne 0286 i

b

(5;(0/:—{ 160905

0Fo8? % Page 1 of 4;

31
i




Indicator/Ioxasnux Specification/Crexpiamis ~ Result/Pesynnrar |
Appearance/ Onme At releaset No,0 hard gelatin capsules, Comforts / Binnosinae
opaque green cap and body, contammg
yellowish-beige  spherical ~ micto- | il
granules / YIpn BuRycry: Henposopi '
teépni oxemaTunosi Kameymt NeD 3
KPHLIKOKO T2 TIIOM 3EICHOI0’ KOILOPY, 1
| o Micrams skoBro-Oexeni cdepuymi
MiKpOTpaHyIs. 1
Average weight of 464 mg+ 7,5 %/ 464 Mr = 7,5 % 487 mg / 487 mr 7
capsule content / : :
Cepenusn maca smicty
KACyam. ‘ y il :
Uniformity of dosage | Acceptance value (AV) for first 10 units 4,6 i

units / OpxopinuicTs
MO30BAHNX OUHULD

{test for additional 20 units,
acceptance value (AV) for 30 units is |

is less or equal to L1, where L1=15.0.
If AV is more than 15.0, conduct the
Final

less or equal to L1, and individual
content in each. dosage unit is in the

range of (1£1,x0.01)M, where 12%25,0

/ Tipritmasbae uieno (AV) mis nepumx

10 omuumue Menire abo popissoe L1,

ne L1=15,0.

| STkmo AV Ginsue 15,0, BunpoGypanHs

POBOMATS AOZATKOBO Jyist 20 OAMHUIE.

Kiprere npuiiMansHe YKeno (A.V) ans

30 opmuune mMenure ato jgopiesioe Ll
T8 mnnzmyanmuﬁ sMicT ¥ KoMHil
,noscmamn OJIKHI’IUJ B manasom
(lszsz OI)M ne 1.2=25,0,

g e e T e e SRR A - 2

441 Identification
(HPLC) 1
Inenudbeain
(BEPX)

Ttraconazole principal peak retention
time on the chromatogram of the test

solution should be concordant with the
Ttraconazole principal peak retention
time on ‘the chromatogram of the
standard solution obtained upon assay /
Yac yrpumypaHHs HiKy ITpaKoHa3omy
Ha  xpoMarorpaMi  unpoGysaHoro
posyMHy . Ma€  pigmomimatm  wacy

| yrpumyBauKs nixy Irpakonasony Ha
XPOMATOrPaMI CTAHAAPTHOTO po:;qx«my, :

OTPYMAHHIX
BUAHAMGHHE,

npH KinpkicHOMY

Positive.-/l’losmnmmﬁ
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(a2~ | Identiﬁcaﬁon
(UV)./ Inenrrdivauis
(Y®)

UV-spectrum obtained on diode amay
of Itraconazole principal peak should be
concordant with the UV-spectrum
obtained ‘on diode amay of the

Ttraconazole standard sample / Y-
TR v

OTPUMAHER Jiomain
MaTpi, OCHOBHOTrO MKy lTpakonasony
nopurer  simnosimarr  Yd-cuexrpy,
OTpUMAaROMY Ha Jicmmill MaTpuii miky
CTAHIAPTHOrO 3paska ITpakoxasony

Ha

Posikve Tlosurusruii

R T e

e

3
3%
VE}

i1

5h

Water (moisture) <2% 1,3%
content / Bmicr Boan :.:
(sonorm) , ;;,{
Disintegration / Not more than 30 rinutes / He Gispmee |9 min /9 xsunms ?T
Posnaganns 30 xBrumH : i
Dissolution / At release: Q =75 % during 60 min at 101% i
Pozumaenns pH=12/ - ;- %‘%}
Tipm sanyexy: Q =75 % 3a 60 x» npu | 18
pH=1.2 : i\
19
Assay/ Kinpxicae At release; 95.0 - 105.0 mg/capsule / | 98,7 mg/cap /98,7 Mrlﬁucyny
BH3HAYCHHA Ilpa sRIycKy: it
. 95,0 - 105,0 Mr/xancyna fh
Related impurities / k!
CynyTai nomimmen* , i
Impurity B / £0,3% 01% |
Homimxca B
Impurity F / £0,2% <«01%
Jomimxa F i
JTmpurity 1/ lomimmka | <0,1% <0,l% §
1 i
Any other individual 1
impurity / Bynp-stxa i
imma immeinyansEa | <01% <0.1% %g
- rominika v it
| Total impuritie s/ <1,5% 02% i
Cyma pomixuox: i
Microbiological Total aerobic microbial ¢count (TAMC) i
purity/ not more than 10° cfu/g/ 3aramsme i
MixpoGiosorivaa aono  acpobmwx  Mikpoopramismis | Not conducted/ 5’ He
qrereTa¥® (TAMC) ne Ginmpme 10°KYO/ry TIPOBOIUBCS i
Total yeast and mould count (TYMC) i
not more than 10% cfu/g/ Baramsxe
queno ApDKIOKOBEX TA TUICEHEBHX ‘
rpuis (TYMC) e Gixsnre 10> KYO/r;
Absence of Escherichia coli in 1 g of
the product/ Bincyrmicth Escherichia. g
coli 8 1 T npenapary, : i
Fi 8
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*Ph, Bur, current edition/ moroune supanms Ph, Eur,
**The test is carried out for cach tenth batch of a year/ Tecr HPOBOAUTECH HA KOMXKHiM
gecariit cepil poxy.

Name of impurities/ Hazca dominox

Impurity B/ 4-[4-[4-[4-[[cis-2(2,4-dichlorophenyl)-2-(4H-1,2 4-triazol-4-y ImethyD)~
Homimka B 1 3-dioxan-4-ylJmethoxy]phenyl)piperazin-1-yljphenyl]}-2-[(1RS)-1-
(Ph, Bur.) methylproyl]-2,4-dihydro-3H-1,2,4-triazol-3-one
Impurity F/ 2-butyl-4-[4-[4-[4-[[cis-2-(2,4-dichlorophenyl)-2-(1H-1,2, 4-triazol-1-
Homiwxa F ylmethyl)-1,3-dioxolan-4-ylJmethoxy]phenyl]piperazin-1-yl]phenyl)-
(Ph. Bur) 2,4-dihydto-3H-1,2 4-triazol-3-one .
Imputity 1/ N-[4-(1-sec-Butyl-5-0x0-1,5-dihydro-[1,2,4]triazol-4-yl)-phenyl]-N-[2-
Homixa 1 ({4-[2-(2,4-dichlorophenyl)-2-[1,2,4]triazol-1-yl-methyl [1,3] dioxolan-
4-ylmethoxylphenyl}-formyl-amino)-ethylformamide

The batch meets the requirements of QCM for MA NeUA/13899/01/01 / Cepin sinmosinae
sumoram MKST mo PIT NeUA/13899/01/01.

The packing, labeling and expiry date cotrespond to the requirements of QCM / Yrtaxosxa,
MapKYBAHHS Ta TEPMiH IPHARTHOCTI BimoBinaoTs sumoram MK,

Storage: Store in original packaging at a temperature below 25 °C. Keep out of the reach of
children, / 36epiraTu B opurinamsHil ynaxopni mpu Temmeparypi me Gimsue 25 °C.
36epiraty B HEOCTYIHOMY Anig AiTelt Micui.

I hereby 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 BU 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 requitements
and were signed by the responsible persons of the above mentioned manufacturer. / Ium s
HiIBEPIDKYIO, 1O HABeReHa BUING impopMmaiis € Aocrosipmoro Ta Tounoio. La cepin
npofyxuii Oyna BUTOTOBNCHS, BRIIOYAIOYM MAKYBAHHA, MAPKYBAHHA T4 MPOBCNCHI
kouTpomo ii skocri Ha sasmauewiit BupoGmuuid aimmini y nosmift BiamoBiaHocti 3
puMoraMu GMP, BCTAHOBIEHUME MICUEBUM PEryALTOPHUM OPraHOM, 4 TaKOXK BifHOBIAHO
1o cnerdixanii; wWo MICTATECA B PEECTPALIHHOMY JOCKE, 3ATREPIKEHOMY B YKpaiHi Jis
jocnifpcysanoro  mixapesxoré  3acoGy. Ilporoxonmd BUPOOHUIIBA, IaKyBaHHI T4
IpOBEieHAs aHanisis Oymu mepesipeni, BeramoBneno Bianosixuicis Bumoram GMP Ta
i nucano signosigansHaMK ocoGaMy BUpOGHUKA,

Issued by/Banano:
Deputy Qualified Person/3actymuuk ynosHoBaxeHoi ocobm:
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