JAEPKABHA CJIY’KBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hauii Ceitnuunofi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €JIPITOY 37079055

BUCHOBOK
PO AKICTH BBE3CHOr0o B YKpaiHy JiKapcbKoro 3acody

20.08.2024 Ne 42375/24/26

AIIPEINITAHT-BICTA

(HaliMeHy BaHHSA JiIKapChKOro 3aco0y 3rifiHO 3 peecTpauiiiHAM nocsi4eHHAM)
Kancysm Teepai mo 125 mr + kancysam Teepai no 80 mr, komodi-ynakoska no 3 kancy.u; 1o 1
Kkancyai mo 125 mr y Guricrepi + 2 xancyan no 80 mry Gaicrepi; mo 2 Guicrepn B KapToHHii
KopoOmi

((opma Bunycky, no3yBanHs, BH/L NaKyBaHHS JikapchKkoro 3acoby)

Howmep peectpauiitnoro nocsinuenns UA/20309/01/01 crpok aii peectpauiiinoro nocsinuenns 15.01.2029

Cepis nikapcnkoro 3acoby Ne P2406203 KinbkicTs BBe3eHoro nikapebkoro 3acoby 1000
T POHTIC XEJUIAC MEJIKAJI EHJI ®PAPMACBIOTIKAJIC
; [TPOJTAKTC C.A., I'peris
(nailiMenyBanns BUpoOHHKa HiKapchKkoro sacoly, KpaiHa NoXoIKEeHH )
Baeseno B Ykpainy TOBAPUCTBO 3 OBMEXEHOIO BIJ/IHOBIJIAJIBHICTIO

"BYCT ®APMA", inent. kon: 44107410

(naiiMenypanus Ta ko 3a €JIPIIOY opuanunol ocobu abo npizeuing, im's, no 6arebkosi (isHuHoT
ocobu - nianpuemng, i Miclie MPOKHUBAHHI Ta peccTpaliianil HoMep 00 KOBOT KApPTKH MIATHIKA
nojarkis abo cepis Ta HOMEp nacrnopra)

Mportokoa sisyansroro konrpomo sia 16.08.2024 Ne 2775/3.

HTPOJIIO BCTAHOBIIEHO, M0 Jikapcekkmii 3aci6 Beeseno B VYkpainy 3
JTOTPUM PN -sIVOT 54 DQBCTBA 100 3a0e3neYeHHs AKOCTI JliKapck 3aco0iB.

Muxosna XOJIOJIEHKO

(mocanorAXs Ny ABHQRY/KOHTPOTIO) (nignuc) (imittiamm Ta npispuiie)




Napica IHpacTtpian Epia
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CEPTU®IKAT BIANOBIAHOCTI

Mpoaykt: AMPENMITAHT-BICTA, kancynu Teepgi no 125mr + kancynu tTBepai no 80mr, kombi-ynakoBka no 3 Karc.
(AMNPEMITAHT TXKK 80/125wmr) Kinekictb: 2 500 ynak, 7 500 TBepaux kancyn

Homep cepii: P2406203

Homep cepii Bulk npogykty: CL2403008, CL2403030

Homep cepii APIl: APT2311038, APT2311039, APT2311040
Jikapcbka dopma: kancynu Teepai

[ata surotoBneHHs (Micaub/pik): 02/2024

[ata ynakoeku: (geHb/Micaus/pik). 19/06/2024

TepmiH npuaaTHocTi (Micaub/pik): 02/2028

Twun Ta poamip ynakosku: 2 kancynw Teepai no 80mr x 1 6nictep

1 kancyna TBepaa no 125mr x 1 6nictep
Micue BupobHuyTtea: POHTIC XEJUTAC MEOIKAIT EHO PAPMACBIOTIKAINC NMPOJAKTC C.A.

Cant ynakosku: POHTIC XENINAC ME[OIKAIT EHO ®PAPMACBIOTIKAJIC MPOOAKTC C.A

CainT nepesipku kKoHTpono akocTi; POHTIC XENJTAC MEOIKAIT EHO PAPMACBIOTIKAJIC NMPOOAKTC C.A
Homep niueHsii Ha sBupobHuuTeo: 0000010664/23/1

Homep peecTpauiiHoro noceigyeHHs: UA/20309/01/01 KpaiHa-imnopTtep: YkpaiHa

BurotoeneHo ans: Mistral Capital Management Limited. PeaynbTaTti aHaniay: gue. cepTudikar aHaniay

Uum s 3acsiguylo, WO HasedeHa Bulle iHbopmalia € AocToBipHOW Ta TodHow. Lo naptito npoaykry 6yno
BMIOTOB/IEHO, YNAKOBAHO Ta NPOKOHTPO/IbOBAHO Ha BULLLE3a3Ha4YeHOMY Micui (-ax) y NOBHIi BiagnNoBiAHOCTI A0 BUMOT
€C GMP pna 3abe3sneyeHHs BiANOBIAHOCTI MapKETMHIOBOMY AOPYYEHHIO KpaiHW-imnopTepa. 3anuvcy npo cepiiHy
06p0o6Ky, NakyBaHHA Ta aHani3 aHanisy 6ynu nepernaHyTi Ta BU3HaHI TakMMM, W0 BianosigaoTs GMP.

BiaxuneHHs, AKi MOXYTb MaTU HEraTUBHMIA BIJIMB Ha AKICTb NPOAYKTY: v Hemae
(] TaK, AMB. KOMeHTapi
Ls napTia BunyweHa Ha pUHOK.
KomeHTapi/3ayBakeHHa: uel cepTMdikaT BignNOBIAHOCTI NepesuaaHo Yepes BUNpaB/AeHHA B Ha3Bi NPOAYKTY Ta
BUMPOBHMKa. /
[ata sunycky 26.07.2024
[ata: Nlapuca, 02.08.2024
Im'a / Nignuc:
(Im'a, YO) /rignnc/
Bobona Egarenin
(YnosHoBakeHa ocoba, Wo 3a3HadveHa B Aupertunsi 2001/83/EC)

HauioHanbHa opraHisauis 3 Anikapcbkux 3acobis, Homep cepTudikata: 93103/7-9-2023, Homep [03BOAY:
0000010664/23/1, 3rigHo 3i ctatreto 40 Aupektnsmn 2001/83/EC, Wo TPaHCMIOETHCA B HalliOHaNbHE 3aKOHOABCTBO
AY3(a)/r.N.32221/29-4-2013 Ct.57
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CEPTU®IKAT AHATII3Y

ATMPENITAHT, kancynu tBepai no 80 mr

A/A N/A Kopg CLO1AP
HOMEP CEPII POHTIC | CL2403008 PO3MIP CEPIl 89 690 TabneTok
OATA BUPOBHULUTBA 02.2024 TEPMIH NPUOATHOCTI MocunaHHa Ha Cep-T BiANOBIAHOCTI
KomeHrtapi : N/A
TECTU CNELUDIKALIA PE3Y/IbTATU
Teepai Henpo3opi }enaTuHosi Kancynm posmipom 2 3 binvm Kopnycom
Onwuc Ta KpULLEYKO, AKI MICTATL rpaHynu Big binoro go maiixe binoro BIOMNOBIOAE
KONbOpY.
- Y®-cnekTp BMnpobyBaHOro po3uvHy BiANOBIAAE CNEKTPY PO3UMHY
laeHTudikauia anpenitanty NOpiBHAHHA. ‘ . A. BIAMOBIJAE
- YO-cnekTp - Yac yTpuMmaHHA ocHOBHOro niky Ha xpomartorpami sunpobysaHoro B. BIAMOBIIAE
- BEPX PO34YMHY BigNoBiAaE Yacy YTPMMAHHA NiKy Ha XpomaTtorpami posdmHy B BA
NopiBHAHHA, AK 333HadyeHo B TecTi KiNbKicHe BU3HaYeHHA.
CepegaHa maca 276,9 mr+5,0% (263,1 - 290,7 mr) 277,2 mr
CepegHa maca BMicTy Kancyau 215,9 mr +10,0% (194,3 -237,5 mr) 216,8 mr
BmicT sogu (3a Kapnom @iwepom) He 6inbwe 4 % w/w 0,75 %
KinbkicHe BU3HauYeHHA 95,0 -105,0 % eig zanBneHoi KinbKkocTi AnpeniTanty 102,1%
101%
Po3uunHeHHA (Q) =80% 3a 20 xe Min - 98% (S1)
MpuitmansHe umcno nepwwux 10 go3osaHWx oAuMHWUb MeHwe abo
gopisHioe L1 sigcoTkis. AKwo npuitmansHe uncno binbwe L1 sigcotkis,
nepesipte HactynHi 20 po3oBaHMX oOAMHWMUbL Ta  po3paxyWTe
OgHopigHicTb A030BaHUX OAUHULUD npuiiManbHe Yncno. 8,0%
(po3paxyHkoso-sarosuii meTtoa) Bumorn BWMKOHYIOTbCA, AKWO KiHUueBe npuiimanbHe uucno 30 (L1)
0030BaHUX oAMHUUb MeHwe abo popisHioe L1 sigcoTkis, i KogeH
iHAWBIAYyaNbHWIA BMICT y A030BaHIi ognHMU] He € MmeHwMm 3a (1-12 x
0,01) M abo binbwe 3a (1+ L2 x 0,01 )M. L1 - 15,0, a L2 —25,0.
CvADoBIANi AOMILIKM N-Okeung APT: He Binbwe 0,20% 0,04 %
e (';EP':) MaxkcumanbHa iHAMBIAyanbHa Hesigoma gomiwka: He Ginbwe 0,20% 0,09 %
Cyma gomiwok: He binbwe 0,5% 0,18%
laeHTudikauina giokeumay TMTaHy MpoABnAETbCA OpaHKeBO-YepPBOHUIA KoNip BIOMNOBIOAE
Mikpo6ionoriuHa umcrora TAMC: 10° KYO/r (MakcvumanbHo gonycTma KibkicTe = 2000)
(BukoHyeTbea Ha KoHii 10-# naprii abo TYMC: 10° KYO/r (MakcumanbHo gonyctuma Kinbkicts = 200) He
NpWHaMMHI Ha o4Hil NapTil Ha pik, 3anekHo Big Escherichia coli: BiacyTha/r 3aCTOCOBYETbCA
TOro, WO Mae HalBMLLY YacToTy) (Bianosigae Esp. Papm. 5.1.4-1)
BUNYLWEHO/BIAXWUNEHO BMNYCK nianuc OATA
AimiTpa Mkauiy 17 KgiTHA 2024
BUMYLWEHO MeHemKep 3 KOHTpOMNH AKOCTI - YO /mannc/

NMPUMITEH

BuLL,e3asHaueHi Tectn onucani B MOHOTPA®IT TOTOBOrO MPOAYKTY TA AHAMIITUYHOMY 3BITI 3 KOHTPO/IO AKOCTI gas
npoAykKTie 3 igeHTMdikauiiiHummn Homepamu: CLOLAP/POHTIC

KomeHntapi: ND - Not Detected / He BuaBneHo

N/A - Not Applicable / He 3acTocoByeTbca

NMT - Not More Than / He 6inblue

BEPCIA 1b, 21/09/2021

Cmopinka 13 1
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CEPTU®IKAT AHATII3Y

AMNPENITAHT, kancynu TBepai no 125 mr

A/A N/A Kopg CLO2AP
HOMEP CEPII POHTIC | CL2403030 PO3MIP CEPIl 57 401 TabneTtok
OATA BUPOBHULUTBA 03.2024 TEPMIH NPUOATHOCTI MocunaHHa Ha Cep-T BiANOBIAHOCTI
KomeHrtapi : N/A
TECTU CNELUDIKALIA PE3Y/IbTATU
Teepai Henpo3opi }enaTuHosi Kancynu posmipom 1 3 binvm Kopnycom
Onwuc Ta POMEBOO KPULLIEUKOI, AKI MICTATL rpaHynu Big binoro fo maitke BIOMNOBIOAE
binoro Konbopy.
- Y®-cnekTp BMnpobyBaHOro po3uvHy BiANOBIAAE CNEKTPY PO3UMHY
laeHTudikauia anpenitanty NOpiBHAHHA. ‘ . A. BIAMOBIJAE
- YO-cnekTp - Yac yTpuMmaHHA ocHOBHOro niky Ha xpomartorpami sunpobysaHoro B. BIAMOBIIAE
- BEPX PO34YMHY BigNoBiAaE Yacy YTPMMAHHA NiKy Ha XpomaTtorpami posdmHy B BA
NopiBHAHHA, AK 333HadyeHo B TecTi KiNbKicHe BU3HaYeHHA.
CepegaHa maca 413,4 mr+5,0% (392,7 - 434,1 mr) 417,9 mr
CepegHa maca BMicTy Kancyau 3374 mr+7,5%(312,1 -362,7 mr) 344,2 mr
BmicT sogu (3a Kapnom @iwepom) He 6inbwe 4 % w/w 0,79 %
KinbkicHe BU3HauYeHHA 95,0 -105,0 % eig zanBneHoi KinbKkocTi AnpeniTanty 100,7 %
100%
Po3uunHeHHA (Q) =80% 3a 20 xe Min - 99% (S1)
MpuitmansHe umcno nepwwux 10 go3osaHWx oAuMHWUb MeHwe abo
gopisHioe L1 sigcoTkis. AKwo npuitmansHe uncno binbwe L1 sigcotkis,
nepesipte HactynHi 20 po3oBaHMX oOAMHWMUbL Ta  po3paxyWTe
OgHopigHicTb A030BaHUX OAUHULUD npuiiManbHe Yncno. 2,9%
(po3paxyHkoso-sarosuii meTtoa) Bumorn BWMKOHYIOTbCA, AKWO KiHUueBe npuiimanbHe uucno 30 (L1)
0030BaHUX oAMHUUb MeHwe abo popisHioe L1 sigcoTkis, i KogeH
iHAWBIAYyaNbHWIA BMICT y A030BaHIi ognHMU] He € MmeHwMm 3a (1-12 x
0,01) M abo binbwe 3a (1+ L2 x 0,01 )M. L1 - 15,0, a L2 —25,0.
CvADoBIANi AOMILIKM N-Okeung APT: He Binbwe 0,20% 0,03 %
e (';EP'Q) MaxkcumanbHa iHAMBIAyanbHa Hesigoma gomiwka: He Ginbwe 0,20% 0,05 %
Cyma gomiwok: He binbwe 0,5% 0,08 %
laeHTudikauina giokeumay TMTaHy MpoABnAETbCA OpaHKeBO-YepPBOHUIA KoNip BIOMNOBIOAE
. W— YTBOPIOETbCA CUHIM ocag, fmmm He PO3UMHAETBLCA NMpU ,x?top,aBaHHl 5 mn BIANOBIIAE
po3BEAEeHOT KUCIOTW XJIOPUCTOBOAHEBOI
MikpobionoriuHa uucrora TAMC: 10° KYO/r (MakecumanbHo gonyctuma Kinbkicts = 2000)
(BukoHyeTbea Ha komHii 10-i naprii abo TYMC: 10° KYO/r (MakcumanbHo gonyctnma Kinbkicts = 200) He
NpUHaMMHI Ha o4Hil NapTil Ha pik, 3aneHo Big Escherichia coli: BiacyTHa/r 3aCTOCOBYETbCA
1600, i Mac pavEiny acyary) (Bignosigae Esp. apm. 5.1.4-1)
BUNYLWEHO/BIAXWUNEHO BMNYCK nanuc OATA
AimiTpa Mkauiy 31 TpasHsa 2024
BUMYLWEHO MeHemKep 3 KOHTpONH AKOCTI - YO /mannc/ ;

NMPUMITEH

BuLL,e3asHaueHi Tect onucaHi e MOHOTPA®IT TOTOBOMO MPOAYKTY TA AHA/IITUMHOMY 3BITI 3 KOHTPO/IO AKOCTI aas
npoAykTie 3 igeHTMdikauiiiHummu Homepamu: CLO2AP/POHTIC

KomeHntapi: ND - Not Detected / He BuaBneHo
N/A - Not Applicable / He 3acTocoByeTbca
NMT - Not More Than / He 6inblue

BEPCIA 1b, 21/09/2021 Cmopinka 13 1 SOP-02-002, EXHIBIT 4, BUOAHHA 9
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CERTIFICATE OF COMPLIANCE

Product: APREPITANT-VISTA, hard capsules, 125 mg + hard capsules, Quantity: 2.500 boxes, 7.500 hard capsules
80 mg, combo pack of 3 capsules (Aprepitantum HJC 80/125)

Batch no: P2406203

Bulk Product Batch No: CL2403008, CL2403030,

AP| Batch No: APT2311038 APT2311039, APT2311040

Dosage form: hard capsules

Manufacturing date (month/year): 02/2024

Packaging date: (day/month/year): 19/06/2024

Expiry date (month/year): 02/2028

Package size / Type: 2 hard capsules 80mg x 1 blister
1 hard capsule 125mg x 1 blister

Manufacturing Site: Rontis Hellas Medical And Pharmaceutical Products S.A.
Packaging site: Rontis Hellas Medical And Pharmaceutical Products S.A.
Quality Control testing site: Rontis Hellas Medical And Pharmaceutical Products S.A.

Number of Manufacturing Authorization: 0000010664/23/1
Marketing Authorization Number: UA/20309/01/01 Importing Country: Ukraine

Manufactured For: Mistral Capital Management Limited Results of Analysis: See attached CoA

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
packaged and tested at the above mentioned site (s) in full compliance with the EU GMP requirements for assuring
compliance with the Marketing Authorization of the importing country. The batch processing, packaging and
analysis testing records were reviewed and found to be in compliance with GMP.

Deviations which could have an adverse effect on the quality of the product: v no

o yes, see comphents
This batch is released to market.

Comments/Remarks: This CoC is re-issued due to correction in Product and Manufacturer name.
Release date 26/07/2024
Date: Larissa, 02/08/2024
Name / Signature:
(Name, QP)

Bobola Evagelia
(Qualified Person as designated in Directive 2001/83/EC)

National Organization for Medicines, Certificate number: 93103/7-9-2023, Authorization No: 0000010664/23/1, in accordance
with Art.40 of Directive 2001/83/EC transposed in the national legislation AY3 (a)/I.l1. 32221/29-4-2013 Art.57

SOP-02-002, EXHIBIT 1b, EDITION 9
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CERTIFICATE OF ANALYSIS
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N/A

APREPITANT 80 MG HARD CAPSULES

CLO1AP

AJA CODE
RONTIS BATCH NUMBER |CL2403008 BATCH SIZE 89.690 capsules
MANUFACTURING DATE |02.2024 EXPIRY DATE Refer to CoC
Comments: N/A = : e =
TESTS SPECIFICATIONS RESULTS
Opaque size 2 hard gelatin capsule with a white body and cap containing
Appearance white to off white pellets. CONFORMS
- The UV spectrum of the sample solution corresponds to that of the
dard solution.
Identification of Aprepitant standard solution A. CONFORMS
-uv - The retention time of the major peak in the chromatogram of sample B. CONFORMS
- HPLC preparation corresponds to that in the chromatogram of the standard ’
preparation as specified in the Assay method.
Average Weight 276.9 mg + 5.0% (263.1 —~ 290.7 mg) 277.2mg
Average Filled Weight 215.9 mg + 10.0% (194.3. -237.5 mg) 216.8 mg
Water content
(Kar Fischer) NMT 4 % wiw 0.75 %
95.0 - 105.0 %
Asnay of Aprepitant label claim 102.1%
101 %
Dissolution Q =80% in 20min Min: 98 %
(81)
The acceptance value of the first 10 dosage units is less than or equal to L1
per cent. If the acceptance value is greater than L1 per cent, test the next 20
Unif fd it dosage units and calculate the acceptance value.
n or: iy ?s-age units The requirements are met if the final acceptance value of the 30 dosage 8(‘81?
{Mass variation) units is less than or equal to L1 per cent and no individual content of the
dosage unit is less than (1-L.2 x 0.01) M or more than (1+ L2 x 0.01)M. L1 is
15.0 and L2 is 25.0.
el el N-Oxide APT: NMT 0.20% 0.04 %
elate ‘HSPLI'_;‘&“‘“ Max individual unknown impurity: NMT 0.20% 0.09 %
Total impurities: NMT 0.5% 018%
Identification of
Titanium dioxide An orange - red color is produced. CONFORMS
Microbiological examination TAMC: 10° cfulg (Max Acceptable count = 2000)
(Performed on every 10°* batch or at TYMC: 102 cfu/g (Max Acceptable count = 200) N/A
Yowst one hatch per yhay; Whichever Escherichia coli: Absent/g /
has the highest frequency)
(Complies with Ph. Eur. 5.1.4-1) /
RELEASED / REJECTED RELEASED BY IGN RE DATE
Dimitra Gkatziou ’S 17 APR 1024
- Guehty—Controt—Mamager=—ap—— re
NOTES )i

The above tests are described In the FINISHED PRODUCT MONOGRAPH & QUALITY CONTROL ANALYTIC‘L REPORT with Product ID No:

CLO1AP/RONTIS.

Comments: N/A.

Version 1d, 21/09/2021
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rontis.com

APREPITANT 125 MG HARD CAPSULES |

NOTES

1

A/A N/A CODE CLO2AP
RONTIS BATCH NUMBER| CL2403030 BATCH SIZE 57.401 capsules
MANUFACTURING DATE | 03.2024 EXPIRY DATE Refer to CoC
Comments: N/A e
TESTS SPECIFICATIONS RESULTS
Opaque size 1 hard gelatin capsule with a white body and a pink cap
Appearance containing white to off white pellets. CONFORMS
i - The UV spectrum of the sample solution corresponds to that of the standard
Identification of Aprepitant [solution. A. CONFORMS
-uv - The retention time of the major peak in the chromatogram of sample | g cONFORMS
-HPLC preparation corresponds to that in the chromatogram of the standard
preparation as specified in the Assay method.
Average Weight 413.4 mg + 5.0% (392.7 - 434.1 mg) 417.9mg
Average Filled Weight 337.4 mg + 7.5% (312.1 -362.7 mg) 3442 mg
Water content
(Karl Fischer) NMT 4 % wiw 0.79 %
Assay 95.0 - 105.0 % of Aprepitant label claim 100.7 %
100 %
EHuhol Ulian Q = 80% in 20min Min: 99 %
(81)
The acceptance value of the first 10 dosage units is less than or equal to L1
per cent. If the acceptance value is greater than L1 per cent, test the next 20 20%
Uniformity of dosage units | dosage units and calculate the acceptance value. The requirements are met (L1)
(Mass variation) if the final acceptance value of the 30 dosage units is less than or equal to L1
per cent and no individual content of the dosage unit is less than (1-L2 x 0.01)
M or more than (1+ L2 x 0.01)M. L1 is 15.0 and L2 is 25.0.
N-Oxide APT: NMT 0.20% 0.03 %
Related substances Max individual unknown impurity: NMT 0.20% 0.05 %
Total impurities: NMT 0.5% 0.08 %
4?;::;";’;:3:;; An orange - red colour is produced CONFORMS
Identification of A blue precipitate is formed CONFORMS
Iron oxide red that does not dissolve on addition of 5SmL of dilute hydrochloric acid
(Performed on every 10* batch or at TYMC: 102 cfulg (Max Acceptable count = 200) N/A
v bl £ i Escherichia coli: Absent / g '
frequency) (Complies with Ph. Eur. 5.1.4-1) /
RELEASED / REJECTED RELEASED BY : DATE
Dimitra Gkatziou SIGHATURE
Quality Control Manager - QP 31 MAY m‘u

CLO2AP/RONTIS.

The above tests are described in the FINISHED PRODUCT MONOGRAPH & QUALITY CONTROL ANAL\#ICAL REPORT with Product ID No:

Comments: N/A.

Version 1d, 21/09/2021
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