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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTH®IKAT SIKOCTI CEPI IKAPCEKOT'O 3ACOBY
Naine of piroduct / Hasea mpoxykry APRO, 125 mg hard capsules and 80 mg hard

(strength, dosage form, package size and type /
YHAKOBKH)

capsules, 3 hard capsules, combined packaging
containing one 125 mg capsule and two 80 ing capsules
in blisters; 2 blisters in a pack with labelling in
Ukrainian /

AIIPO, wancynm Teepai no 125 mr T2 xaocynm
TBepai ne 80 mr, no 3 xancyny Teepai; xomBinoBana
YRakoBxa MicTHTE | xancyity no 125 Mr 1a 2 kancynu
no 80 mr y Omicrepax; mo 2 Gnictepa y nauni 3
MAPKYBAHHAM YKPEIHCEKOIO MOBOIO

Active substance / miroun pevosHHa

Each hard capsule contains 80 or 125 mg of aprepitant
/1 xancyna Teepna Mictare 80 Mmr aGo 125 wmr

ATIPeTiTaHTY

Manufacturing country / kpaina-BHpoSHmK Greece / T'penin
MA number / Homep PTI Ne UA/20846/01/01
Batch nuraber and size / Homep cepii Ta poamip | P2511304
3000 packs / ynakosok
Date of manufactire / Qara supobumursa 09.2025
Expiry date / Tepsin npsnarrocti 09.2029
Name, address and license number of | RONTIS HELLAS MEDICAL ~ AND

manufacturing site / Hassa, agpeca Ta nomep
eIt BupoSHIYOT NiTsAMIT

PHARMACEUTICAL PRODUCTS S.A.
LARISSA INDUSTRIAL AREA, P.O. BOX 3012,
LARISSA, 41 500, GREECE /

POHTIC XEBIDIAC MEJIIKAJTI EHJL
DAPMACBIOTIKAJIC IMTPOANAKTC C.A. Jlapicca
Iunactpian Epia, I1.0. BOKC 3012, JIapicca, 41 500,
I'peria

Manufacturing authorization / Jlinensis Ha

BhpeGHumTBo Ne 0000010664/23/1
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Certificate of analysis

Cepradixar ananisis
Name of product / Hassa npoayrry Apro, 80 mg hard capsules / Anpo, Kancynau Thepxi
mo 80 MT
Batch number / somep cepii CL2511003
Date of manufacture / Jlata BHpOGHHITRA 10.2025
Expiry date / Tepuin npnaraocti 09.2029
QUALITY PARAMETERS / | SPECIFICATIONS / CHEA®IKATES RESULTS /
TTOKAZHUKHA AKOCTI PEIYVIALTATH
Description / Onuc Opaque size 2 hard gelatin capsule with 2 white body | Conforms /
and cap contzining white to off white pellets., / | Bianosinae
'Henposopi Taepai xenaTuHOR kancyms posmipoM 2
3 Gimps xopmycom 1 KpHIISUKOIS, IO MIiCTATH
_ TpasymH Big Gbioro o Maibke Ginoro xemeopy.
Average weight / Cepenma maca | 276.9 mg +5.0 % (263.1-290.7 mg) / 2769 ur= | 277.6
' 5.0 % (263,1 —290,7 mr)
Average filled weight/ Cepegrs | 215.9 mg+ 10.0 % (194.3-237.5 mg}/ 214.7
Maca BMieTy Kancysm 2159 Mr 10,0 % (194,3 —~237.5 mr)
Identification
{ Inenradicania The UV spectrum of the sample solution | Conforms /
UV / Metogom Y- corresponds to that of the standard solution / VO- | Bignosizac
enextpodoToMeTpii crextp  aGeopbuil  eHmpoBoByEaNoro poswmiy
nopuxeH Bimmopimary Y®-cnekrpy aboopbuil
PO34HHY NOPIBHAHHA.
HPLC / The retention time of the major peak in the | Conforms/
Merozom BEPX chromatogram of sample preparation corresponds to | Bizmosinae
that in the chromatogram of the standard preparation
as specified in the Assay method /
Yac yIpAMyBaHHA  OCHOBHOIG TMIKA Ha
xpoMaTorpaMi BURpOGOBYBAHOre pO3MMHY Mac
CIBNANATH TOMY, UL # HAa XpOMATOTpAMI POIYAKY
NOpiBHAHHS, HIO omepaaHo y posaini «Kinskicue
BH3HAUCHHL®.
Identification of Titanium An orange —red color is p rpdetet sex | Conforms /
Dioxide./ Inesradixanis OpalKeBO-YePROHME Ko --::-’- ‘ Bimmorinae
THTARY JiOKCHIY _ - .
Water content (Karl Fischer)/ | NMT 4 % wiw / H ﬁ(& wm ITIB\S 12
Bumicr soam (MerogoM Kapia- 5-' ;
Qiwepa) u
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Uniformity of dosage units (mass | The acceptance value of the first 10 dosage units is | 6.5

variation) / OxmopinaicTs less than or equal to L1 per cent. If the acceptance | (L1)

030BAHEX ONUHETL value is greater than L1 per cent, test the next 20

PO3PAXYHKOBO-BAroBEM MeTooM | dosage units and calculate the acceptance value. The
requirements are met if the final acceptance value of
the 30 dosage units is less than or equal fo L1 per
cent and no individual content of the dosage unit is
less than (1-1.2 x 0.01) M or more than (1+ L2 x
0.01)M. L1 is 15.0 and L2 is 25.0. \ TIpriimanstic
YMCI0 nnd nepuMx 10 opguaMne Menme afo
Aopiemoe L1 %. sano npuiimansie ancno Sinpue
L1 %, sempofyeasmo niggaiore HacTymui 20
oMHUIE 1 obumemoloTe NpUIMATEHE  UHCJIO.
Bumory OO BHKOHYIOTECH, SRINO KiHIEBE
npuiiMaNLEe Yucio, pospaxosane i3 30 ommHEMuE,
memme abo popismioe Li% 1 xogew
Ainmusinyancuuai BMIiCT Y n030BaHil omuHM He €
mérmmaM 3a (1-L2 x 0,01) M i se Ginemmm 3a (1+ L2
x0,010M. L1 =15,0,aL2=250.

Dissolution (HPLC) / {Q) =80 % in 20 min / (Q) = 80 % 33 20 x» 92

Posunnenni Min: 88

(Meropom BEPX) {81

Assay (HPLC) / Kinbxicue 95.0-105.0 % of labe! claim / 97.6

BHIHRYCHEN 95,0 % - 105,0 % Bix 3a%BAeHOrO EMICTY.

(Méronom BEPX)

Related substances (HPLC)

/' Cyuposinai

xominrxn (Merogom BEPX)

N-Oxide APT NMT 0.20 % / He 6inswe 0,20 % 0.06

/' N-okcug APT

Max individual unlmown impurity 0.08

/ Makcumansaa inguBinyammsa NMT 0.20 % / He Giabiue 0,20 %

HERiAOMA JoMIITKA

Total impurities:/ Cyma nomimox | NMT 0.50 % / He Ginpme 0,5 % 0.20

Microbial examination / Complies with Ph. Eur 5.1.4- 1/ Bianoginac

Mixpobicnorivna vmeroTa BuMoram €ep. Papt. 5.1.4-1

-Total aerobic microbial count 10° cfu/g (max, acceptable count = 2000) /

(TAMC) / 3aransue uucno Simewe 10° KVO/r (make. Tlpuifraraa i

gepobuux MIRpOOpPraBizMiB 2060)

(TAMC})

-Total combined yeasts/moulds 107 cfu/g (max. acceptable count = 200) e

count (TYMC) \ 3aramsus qucno | 6imme 10> KYO/r (Maxc, INpatingTha K

- Escherichia coli

Absence/g / Matore OyTd BincyrHiMu/T
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N-Oxide APT: 5-[[(2R,35)-2-[(1R)-1-[3,5- Bis(hiﬂuoromethyl)phenyl]eﬂwxy]-3—(4-ﬂuorophenyl}-4
oxidomorpholin-4-ylJmethyl]-2,4-dihydro-3H-1,2 4-triazol-3-one / N-oxcuz APT: 5- -[[(2R,38)-2-[(IR)-1-

3, 5-Gie(rpudropMernn)deninleroxcn]-3{(4-drophenii)-4-oxcuaomoponin-4-injmeri |-2,4-uriapo-
3H—1,2,4—1p1&30n~3-0:—1
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Certificate of analysis
Ceprrdixar ananizis
Name of product / Hassa nponykry Apro, 125 mg liard capsules / Anpo, xancyru Teepai
o 125 mr
Batch number / nomep cepil CL2510001
Date of manufacture / lgTa supoBaurrea 09.2025
Expiry date / Tepmin npaparaocti 09.2029.
QUALITY PARAMETERS/ | SPECIFICATIONS / CIIEN®IKAS RESULTS /
DOKAZHAKH AKOCTI PE3YJILTATH
Description / Ounc Opaque size 1 hard gelatin capsule with a white | Conforms /
body and pink cap containing white to off white | Binnosizae
pellets ./ Heupoaopl TEepHl MeSIATHHOBI KaNCynu
posMipom 1 3 GimuM KopriycoM i pOMeEBOK
KPHITEUKOI), {10 MIicTSTh rpaHyns Bij Gimoro xo
maibie Ginoro Kembopy.
Average weight / Cepenns maca | 413.4 mg+ 5.0 % (392.7—434.1 mg)/ 418.4
' 4134 mr+5,0 % (392,7 - 434,1 mMr)
Average filled weight / Cepenns | 337.4 mg=7.5% (312.1 - 362.7 mg)/ 3424
Mack BMICTY KRncyas I374mr+75%(312.1 - 362,7 Mr)
Identification
/ Inenthdixania The UV spectrum of the sample solution | Conforms/
UV / Metopom Y&- corresponds to that of the standard selution / V@- | Bignosigse
cnexrpodoToMerpil CnexTp aﬁcopﬁml BHNPOGOBYSAHOTO  PO3THHY
nopHHex pimmosinaty Y®-cnextpy abcopGuii
POSIHHY NOPiRHSHHSL.
HPLC/ The retention time of the major peak in the | Conforms/
Merogom BEPX chromatogram of sample preparation corresponds | Biznorimae
to that in the chromatogram of the standard
preparation as specified in the Assay method /
HYac  yTpuMysamEw  OCHOBHONO mika Ha
XpOMaTorpaMl BHOpPOSOBYBAHOIO DOSMHHY MAE
CITiEAJATH TOMY, IO }i Ha XpOMATOrPaM; POy
NOPiBHAHAY, W0 OAePKaH0 Y po3aini «Kimmkicae
BH3HAMCHH»,
Identification of Titanium An orange — red color is produced / VTsopioerncs | Conforms /
Dioxide / Inenradivanis OpAFDKeRO-HEPBOHMI] KOJIIp. Binnoeinae
THTRNY AIOKCHTY
Identification of Iron Oxide Red | A blue precipitate is formed that does not Conforms /
7 Inenrndixanis dlssolve on addltron of 5 mlof il Binnosinae
excuiy 3a.ai3a YepBoHOTre OED
Water content (Karl Fischer) / 0.95
Baier Bom (meTonom Kapna-
Dimiepa)
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Uniformity of dosage anits (mass | The acceptance value of the first 10 dosage units is | 3.9
variation) / Onmopinaticrs less than or equal to L1 per cent. I the acceptance | (L1)
AO3OBARMX ONHEHIL value is greater than L1 per cent, test the next 20
PO3PAXYHROBO-BATOBAM METOAOM | dosage units and calculate the acceptance value.
The requirements are met if the final acoeptance
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 (1-1.2 x 0.01) M or more than {1+
L2 x 0.01)M. L1 is 15.0 and L2 is 250. \
IlprfMancre wmicno i nepmex 10 ofuHuus
menme abo popismro¢ L1 %. Sxino npuitmansue
micno Gimeme L1 %, mumpobyeasmio miagaoTs
HACTYTHi 20 OBMHHIE i 00SHOTKOTH FpHiiMATEHS
weno, Bumorm OO0  BEKOHYIOTHCH, SKIIO
KiHLEBe NpHMiMANTEHS WHCIO, po3paxoeass i3 30
onurMnD,, memmie afo gopismioe L1% i xonen
inymBinyansHu BMicT y Jo30BaHill OAMHRIN. HE ¢
mermeM 3a (1-L2 x 0,01) M i #e 6impinnm 3a (1+
L2x00DM.L1=150.al2=25,0.
Dissolution-(FIPLC) / {Q)=80% in 20 min / (Q) =80 % 33 20 xB 23
Posunnennsy Min: 92
(Meronom BEPX) (S1)
Assay (HPLC) / Kinsxicue 95.0-105.0 % of label claim / 993
BHiHAYenns 95,0 % - 105,0 % eix sagnneHoro sMicyy.
(Merogom BEPX)
Related substances (HPLC)
{ Cynposiani
Jomiiaxa (Métonom BEPX)
N-Oxide APT NMT 0.20 % / He 6inbue 0,20 % 0.05
! N-oxecan APT
Max individual unknown impurity | NMT 0.20 % / He 6ineme 0,20 % 0.05
{ MaxcumanbHa iHpuainyamaa
Hepinoma qomimka
Total impurities / Cyma gomimox | NMT 0.50 % / He 6imsimre 0,5 %. 0.15
Micrebial exumination / Complies with Ph. Eur 5.1.4- 1/ Biznosinae
Mikpobiororiuna urcrora pumoram €gp. @apu, 5.1.4-1
-Total serobic microbial count 10 efu/g (max. acceptable count = 2000) / He Conforms /
(TAMC) / 3aransne 2ueno Gimsme 10? KYO/r (iaxke. Tipminarsa KiekicTs | Biznogixae
aspobHIt MiKpo-opranismin = 2000)
(TAMC)
/,q:c H 0 m\\
~Total combined yeasts/moulds 10? efu/g (max. acceptable £oyr = Conforms /
count (TYMC)\ 3aramsse wncno | 6imsie 102 KYO/r (makgf/1% 11084
NpinrKiB TA IWICHABAX rpubis = 200)
(TYMC)




Rontis

Driven by innovation

- Escherichia coli Absence/g / Mators 6yTy sincyTHivw/r Conforms /
Binnoeinae

N-Oxide APT: 5-{[(ZR,38)2-[( l'R)-_l-[3-,S—Bis(triﬂuommethyl)phenyl]ethoxy]—3—(4~ﬂuorophenyl)—4
oxidomorphelin-4-yljmethy1]-2,4-dihydro-3H-1,2,4-triazol-3-one / N-oxcuyy APT: 5-[[(2R,38)-2-[(IR)-1-
[3,5-6ic(tpudropmetnm)desinieroxch]-3-(4-dropderini4-okcnnomopdornis-4-in]Mermn }-2,4-aurinpo-
3H-1,2,4-Tpiazon-3-on

The baich meets the requirements of QCM for MA Ne UA/20846/01/01 / Cepix signosinae Bumoram MK
ao PII Ne UA/220846/01/01.

The packaging; labeling and expiry date correspond to the requirements of QCM / Vniaxopka, MAPKYBaHHA
T8 TepuMis NpknaTHOOTI siznorizaoTs svoram MICHL

STORAGE: Medicinal product does not require special storage conditions. Keep out of the reach of
children. / Jixaporkut 3acib He BAMArac creEmjanbHux yMOB 36epirannsd. 36epiratu y menocTymHOMy Ans
Liredi mien.

I hereby certify that the above information i 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 requireinents of the local Regulatory Autherity 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, / Ium 5 MIATBEPIKYIO, WO BRICHABEACHA
ingopmanin € nocToBipHOIO Ta TowmOl. Lla cepis mponykmii Gyna BuroTomNeHa (BKIOuEIOHA
YNAKOBKY/MapiyBaRESR), | NpoBeAerml KOHTPOND SKOCTi HA 3a3HAYEHIN BupOOHMYiH TUTbHMI ¥ moBHIH
slanoeianocTi o BuMor GMP, BeTaHORNEMHX MicTEBHM PETyNSTOPHHM OPraHoM, 8 TAKOX BiNNOBioHO 10
cneuudikauii zo PIT #a npenapar. [Tpotokons BUPOGHALTES, YIAKOBKH T2 AHAIISH Gynu nepernsnyTi T2
BCTAHOBIIEHC BUANOBINHICTS BUMOranM GMP,

AHrAIHCHKOIO MOROIO
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