JAEPKABHA CJIYKBA 3 JIIKAPCbKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMHU y m. KUEBI

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

BUCHOBOK
Npo AKICTH BBE3CHOro B YKpaiHy JIiKapchKoro 3acoly

23.05.2025 Ne 25331/25/26

EJIET

(naiiMenyBaHHS NiKapCLKOro 3acoly 3riHO 3 peecTpailifiHuM NOCBLMEHHAM )
TabJIeTKH, BKPHTI J1iBKOBOI0 000/10HK010 110 40 mr, o 2 TaGuaeTku y Oaicrepi; no 1 Guicrepy
B KAPTOHHIH KopoOiLi

((popma BHIYCKY. JI03YBaHHA, BHA NAKyBaHHA JiKapcbKoro 3acody)
Homep peecrpauiiinoro nocsinuenns UA/20523/01/02 crpok aii peectpauiiinoro nocsiauenns 22.07.2029
Cepis nikapcbkoro 3acoby Ne 32076A/1 KinbkicTh BBe3€HOTO Nikapcbkoro 3acoby 3000

BupoGHuk Ilanens Meaikan Annimitesn Komnani, Ipnanis

(HaiMeHyBanis BUPOOHKKA 1KAPCLKOTo 3ac00y. KpaiHa NOXOIKCHHA)

Beeseno 8 Ykpaihy TOBAPUCTBO 3 OBMEKEHOIO BINNOBIIAJIBHICTH)
"BYCT MDAPMA", inent. xon: 44107410

(naiimenysanna ta koA 3a CJ/IPTIOY wopuanunoi ocobu abo npissuuie, iM'a. no 6arskosi gizuunol
0CO6H - NANPHCMLEA. 1T MICLIE NPOKKUBAHNA Ta pecCTpaitifimi noMep 0BIKOBOT KApTKK NAaTHHKA
noaatTkis abo cepis Ta HOMEp nacnopra)

MpoTokoa Bisyaasnoro kontpomo sin 23.05.2025 Ne 1809/01.10-25/11.

3a pesyiabTatamMu €pKABHOIO KOHTPOIO  BCTAHOBAEHO, IO  NiKapChK jaci®6 BBeseno B YkpaiHy 13

< & 7
JOTPHMAHHSM BMMOr 3aK0OHOMABCTBA 11010 3abe3neueHHs AKOCTI nikapg

KHX 00iB.
/

(iHiniaau ra npissuie)

(nocanqgh: TPOIID)




Chanelle Medicai Unlimited Company,
Dublin Rd. Loughrea, Co Galway, H62FH90

Chanelle Tel:+353 (0)91841788

MEDICAL www.chanellepharma.com

CepTudikar BignoBigHOCTI Cropinka13 1

CepudikauiiHa komnaHisa: WaHens Megikan AHniMiTeq KomnaHi

CeptudikauiiHa ocoba: CesiHasii Peaai

Hassa npogyKry: ENET, TabneTkn, BKpuTi nniskosoto 060/10HKOI0, 40 Mr; 2 TabneTkun y
{cuna O, nikapcoka dopma, poamip ma mur yraxosxu) 6nictepi; 1 6nictep(m) y KapToHHii Kopobui
Cwvna gii/ AKTUBHICTb:
(Idermudbixauitini dami (Hazea) ma kinbkicmo Ha 0OuHuYo EnetpunTaH (y dopmi enetpunTany rigpobpomiay) / 40 mr
dosu, HeoBxidui dna ecix akmueHux inzpedienmis/cknadosux)
KnieHT : Mictpan
KpaiHa-imnoprtep: YKpaiHa
MpW3HaueHHA: YKpaiHa
Homep cepii: 32076A/1
Homep cepii Bulk: 32076A
[ara Bupo6HMUTBa: 30/01/2025
TepmiH npugaTHoCTI: 01/2028
KinbeKictb {poamip zomosozo eupoby) 16 000x 2
Homep peecTpauiitHoro nocsigueHHa: UA/20523/01/02
Hasea, agpeca BMpobHuyOro Kniwa WaHens Megikan AHnimiteg Komnani
Oy6nin Poya, Noxpein, H62 FHI0, IpnaHgia
Homep niueHsii Ha Bupo6HULTEO : M00688/00001
Ceptudikar sBignosigHocti GMP Ne 34741/M00688/00001

Juesimeca okpemuii nidnucaHuli ma damoeaHuli cepmudghikam
aHanizy 014 ompumMaHux pesyaemamis

BigxuneHHA (AKwWwo TaKi €): Hemae AaHmXx

KomeHTapi/3ayeameHHs: Hemae gaHux

PesynbTaTi aHanisy

3anBsa npo cepTudikauito:

Uum a 3acsiguyyto, Wo BMUle3a3HaveHa iHbopmalis € gocTosipHO Ta TodHot. Lo cepito npoaykry 6yno
BUrOTOBJ/IEHO, BK/OYAOUM NaKyBaHHA/MapKyBaHHA Ta KOHTPO/b AKOCTI, Ha BULLE3a3Ha4YeHoMy(1x) micyi(ax) y
nosHiin BignosigHocti go eumor GMP Mmicuesoro perynaTopHOro opraHy Ta cneuudikauiid, 3a3HayeHux y
peecTpauiiHOMY MOCBiAYEHHI KpaiHM-imnopTepa. byno nepesipeHo 3anucu woao 06pobKu cepii, ynakoBKK Ta
aHanisy, i 6yn0 BCTaHOBAEHO, LWO BOHM BignosiaatoTs Bumoram GMP.

MepesipeHo: /niannc/ [ata: 29.04.2025
lapaHTia akocTi ( nidnuc )

CxBasieHO: /nannc/ [Jata: _30.04.2025
YnosHoBakeHa ocoba ( nidnuc)

CeviHasi Peqai
YnosHoBaxeHa ocoba ( enucamu im’s )

Directors: Angelo Gatto (ltaly). Aubrey Mulveen, Kara Walsh.
Reqistered in Ireland. Registered No.: 96943. Registered Office: Chanelle Medical Unlimited Company. Dublin Road. Loughrea. Co Galway.
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CEPTH®IKAT AHAJIZY
IIpoayxT Ener (Enerpunran) 40 mMr Jata BUpOOHNIITRA: 01/2025
Kiient: Mictpan TepMiH IPHUIATHOCTI: 01/2028
TIpu3HageHHs: Vkpaina Homep nocimausas Chanelle: CPA 1733
Howmep cepii: 32076A/1 KinpkicTs: 16 000 x 02
Homep cepii Bulk: 32076A Jlikapceka dopma: TabmeTk, BKPUTI IITIBKOBOIO 0GOIOHKOIO
Homep no3pomy Ha BupoOHImITRO: M00688/00001 Po3Mip i THI YIAKOBKI: 02 TabreTKII B YIAKOBIII
Crua 1il/ AKTHBHICTE: 40 M
TECT CIHEIMAPIKAIIA PE3VIIbTAT
BizyansHi! ornan ‘VIakoBKa HelIONIKOJDKeHA, pe3y/bTaTl IIiIIATa0Th 3aIllcy Binmoeiae
OIIiCTepHIIX YIIaKOBOK
Omiic Kpyrmi, omykii TabneTKI, BKPITi INTIBKOBOK 000JI0HKOI, OPAHKEBROI0 KONBOPY, IMaiki 3 Binmorinae
OZIHOTO GOKY Ta 3 TICHEHHAM «40» 3 iHmoro
InenTndikamnisa a)  Uac yTpHMyBaHHS IIKYy eleTpHITaHy Ha XpoMarToIpaMmi BHIIpoOOBYBAaHOIO po3dnHY Binmorinae
eIeTPIITAHY BiNIOBia€ Yacy YIPIMYBAaHHSA Ha XPOMATOIPAMi PO3MIHY MOPIBHIHHA, OTPIMAHOTO IPII
KUTBKICHOMY BII2HA4eHHi. Binmoeinae

*[neHTnikais OapBHIIKA:
OIHOpPIIHICTE J030BAHIIX
OIIIHIIIE

(3a oIHOpITHICTIO BMICTY)

BomnoricTk (Kapmom ®imepon)
Po34iHeHHS:

CyIyTHI peJOBHHII o0

S-izomep (Metozx IT)
KineKicHe BIIZHAYSHHA:

Mixpo®dionoridyHa SKicTb:

b) b)) - VIBopeHHA cHHBEOIO 3adapBiIeHHA Ta Amax HpHONIEHO 734HM 1A pO3UIIHY
TIOpIBHAHHA Ta BIIIPOOOBYBAHOI'O PO3UIHY

THTaHY JiOKCI - YTBOPEHH: OPAHKeBO-1epBOHOI0 3a0apBIeHHA

BHMOITI BBaKAIOTHCH BIKOHAHIIMII, SKINO MpIiiMadbHe HICIO A IMepnmx 10 J030BaHIX
OIIHIIIb MeHIIe abo gopiBHIOe 15,0. Sxmo npmiiMansHe TIcio Oitbmie 15,0, mepeBipaioTh
HacTyIHI 20 1030BaHIIX OINHIIIb i 009IICTIOIOTE IpHiiManbHe THCI0. BIMOITI BBAKAOTHCS
BIKOHAHIIMIL fAKIIO KiHIleBe IpHilManbHe HICIO i3 30 1030BaHIIX OJIHIIL MeHIIe abo
JIopipHIOE 15,0 i KOJeH OKpeMIL! BMicT Jo30BaHOI OIIIHINII He € MeHNOIM 2a 0,75M abdo
OimprmM 3a 1,25M mpi od4IICIeHH] IpIMAaTEHOTO HIICca.

HMT 7%

S1: (6 Tabn.) KoxHa OIIHIIA He MeHIIe 85% (Q + 5%) 3a 30 XBILMIH.

S2: (6 Tadn.) CepenHe 3HadeHHA 12 ommHmTs (S1+ S2) nopiearoe ado Oimeme 80% (Q) i
JKOJIHA OJIIHIMIL He € MeHIIe 65% (Q-15%)

S3: (12 1adn.) CepenHe 3Ha4eHHS 3 24 ommHIIE (S1 + S2 + S3) nopieHioe ado Oimenie 80%
(Q), He Oimpmie HDXK 1A 2 OMIHINTE € MeHNIe 65% (Q-15%) i 11s XoIHOI OANHINI He €
MeHIIe 55% (Q-25%).

Jomimika necOpom

ET1rioBa qoMimka

Jomimka N-oKcIIy

Herinpo nomimmka (ETH-1)
JIOMIIIKI eneTplnTaH Jimep-M
OKpeMi HeBiJloMi JOMITITKII
3arajpHa KiTBKIiCTh JOMINIOK
He Oinsmre 0,15%

He menme 95,0% 1a He Oinsmie 105% Bix 3a3HadeHOI KiTBKOCTi e/leTpIIITaHy

He 6ineme 0,15%
He Oineme 0,25%
He 0impmie 0,25%
He oineme 0,15%
He oineme 0,15%
He 0impnre 0,20%
He 6ineme 2,0%

He dimenre 10 KVO/IT
He oimenre mixk 102 KVO/T
BincyTHicTE/1 T

3arajbHa KUIBKICTh aepoDHIIX Mikpo©diB (TAMC)
3arangbHa KUTBKICTE IBiTI Ta JIpixpkie (TYMC)
Escherichia coli

* BHKOHYBABCA Ha CEpPLAX ONTHMI3AIN] IPOIECY, Cepifx NOJAHHA Ta BaMJALLAHIX CEpLax, a HoTIM Ha kKoxmHii 10-# cepii abo mepumii cepii poky
oo-Jlomimza gectpom = 3-[«R)-1-Metsmmipom mem-2-unmersn |-[H-1am00

Jonumsa etin = (B)-5-etan-3-[( 1-memin-2-mpommemin metion-1-H 1mom)

Honuma N-oxcug = 3-[[(2R)-1-metun-2-mpomymeei metin -5 [ 2 demncyme dorur)ets | -[H-1mmon N-okcug

Hengpogomumka (ETH-I) = (R)-5-(2-bemncynsdomnerenin)3-(N-metrmipomigus-2imvetan) [H-iHzon

Homimmxa enerpunras mmep-M/'=5,5'-[2,4-61c( berutcyms dorur) byras-1,3-miur]o1c {3-[(1-Metnmmpom qus-2-ur)metn]- IH - o]

S-1zomep = 3-[[ (25)-I-Metun-2-nipommumin Metrn]-5 [ 2({dbemncynedomm)enin]-IH-1mmon (ado) 5-[2 (bemzoncyms domm)etsn] -3 IMetnmipommas- 2(F)-umetmn)- TH -

1HOTY TiApobpoMiz

KomeHTapi / 3ayBaKeHHS :

Binxmnenns ( sxmo oyns-axii ): H/TT

He IIPOBOIILIOCE

AV=14
Binmorimae

3,0%

95%

<LOQ

0,030%

He BuARISHO

He BuABICHO
0,019%

0,018%

0,083%

0.073%

39,63 Mr/Tadm
99.1%

He nposopiuiocsk
He nposopiuiocsk
He nposopiuiocsk

I 4 3acBimdyro, Mo BIIIe3a3HauUeHa iHGOpMaMid € JOCTOBipHOK Ta TOYHOK. Iffo maprTiro HpoAyKTy OyI10 BHTOTOBISHO, BKIHOYAN0YII
YIAaKOBKy/MapKyBaHHA Ta KOHTPOJb AKOCTI, HA BIIIle3a3HAadeHOMY(IIX) Micmi(-ax) y HOBHIil BinmoBigHOCTI 10 BiMor GMP MicIieBOro
peryIATOpHOTO OpraHy Ta cIelnlgikamiil, 3a3Ha4eHIX ¥ peecTpariiiHoMy IOCBiMUeHHI KpaiHI-iMIIopTepa.
Byo nepeBipeHo 3amIicH o0 00poOKII mapTiil, TaKyBaHHA Ta aHATI3Y, AKi BIABIUIICA TAKIIMII, IO BLMIORINAOTE BIIMoraM GMP.

IlepeBipeno:

ATTITICY Hata: 30.04.2025

TapaHTis gKOCTi ( hidnuc )

CxBaJIeHO:

MIIAIIIC! Hata: _30.04.2025

‘VioBHOBazkeHa ocoba ( mimmic )

Celinaai Peooi

‘VoBHOBazkeHa ocoba ( gnucamu in’sa)

Directors: Angelo Gatto (ltaly). Aubrey Mulveen, Kara Walsh.
Reqgistered in Ireland. Registered No.: 96943. Reqistered Office: Chanelle Medical Unlimited Company. Dublin Road. Loughrea. Co Galway.
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Certificate of Conformance Page 1 of 2

Certifying Company: Chanelle Medical Unlimited Company

Certifying Person: ¢ o oAl
Qo ta V__,;_,\:\—- ‘-L__.‘:_

Name of product: _ . : .
ELET, film-coated tablets, 40 mg; 2 tablets in blister; 1 blister(s) in carton box
(strength, dosage form, package size and type)

Strength/Potency:

IRl b e e Eletriptan (in the form of eletriptan hydrobromide) / 40 mg

dctive Ingredients/constituents)

Customer: Mistral

Importing Country: Ukraine |
Livery: Ukraine

Batch Number: 32076A/1

Bulk Batch Number: 32076A

Manufacturing Date: 30/01/2025

Exp. Date: 01 2028

e ' 16,000 X 2'S |

(size of the finished product)h:

MA Number: UA/20523/01/02

:Name, address of manufacturing site: | Chanelle Medical Unlimited Company :

Dublin Road, Loughrea, H62 FH90, Ireland

Manufacturing Licence No.: M00688/00001
Certificate of GMP Compliance Ne 34741/M00688/00001
Results of analysis See separate signed and dated COA for results
Deviations (If any): N/A
N/A |
Comments/remarks:

Directors: Angelo Gatto (ltaly), Aubrey Mulveen, Kara Walsh.
Registered in Ireland. Registered No.: 96943. Registered Office: Chanelle Medical Uniimited Corpany, Dublin Road, Loughrea, Co Galway.




Chanelle Medical Unlimited Company,

Chqnel Ie Dublin Rd, Loughrea, Co Galway, H62FH90
Tel: +353 (0)91841788
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Page 2 of 2
Certificate of Conformance e

Certifying Company: Chanelle Medical Unlimited Company

Certifying Person:

Certification statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications
in the Marketing Authorisation of the importing country. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP.

Checked By: IQ‘&% Date; LE2 Y 225

/@Iity Assurance [ngnaiure)

Y ﬁ { 2
Approved By: “‘% \,L,g‘? Date: 'B_\_IIQ{ (A

Qualified Person (Signature)

Qo O P

Qualified Person (Print Name)

Directors: Angelo Gatto (italy), Aubrey Mulveen, Kara Walsh.
Registered in Irefand. Registered No.: 96943. Registered Office: Chanelle Medical Unlimited Company, Dublin Road, Loughrea, Co Galway.
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Customer:
Livery:

Batch No.:
Bulk Batch No,:

Manufacturing Authorization No.: M00688/00001

CERTIFICATE OF ANALYSIS

Elet (Eletriptan) 40mg Man Date: 01 /2025

Mistral Expiry Date: 01 /2028

Ukraine Chanelle Ref No.:  CPA1733

32076A/1 Quantity: 16,000 x 027s
32076A Dosage Form: Film-Coated Tablets

Pack Size and Type: 02 Tablets per pack

Number Strength/Potency: 40mg

TEST

Visual Inspection of blister
packs

Description

Identification of Eletriptan

*Identification of Colouring
agent:

Uniformity of dosage Units:
(by Content

Uniformity)

Moisture (by Karl Fischer)
Dissolution:

Related Substances oo

S-isomer (Method I1)
Assay:

Microbiological Quality:

SPECIFICATION
Packaging intact, results to be recorded

Orange, round convex shaped, film-coated tablet, plain on one side other side embossed with “40”.

a)  The retention time of the eletriptan peak in the chromatogram of the sample preparation corresponds to that in
the chromatogram of the standard preparation as obtained in the Assay,

b)  b) Blue colour formed and kmax approx. 734nm for standard and sample solutions.

Titanium Dioxide: positive reaction — formation of an orange - red colour

The requirements are met if the acceptance value of the first 10 dosage units is less than or equal to 15.0. If the
acceptance value is greater than 15.0, test the next 20 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 to 15.0 and no individual
content of the dosage unit is less than 0.75 M or more than 1.25 M in calculation of acceptance value.

NMT 7%

§1: (6 tabs) Each unit 1s not less than 83% (Q + 5%) after 30 minutes.

§2: (6 tabs) Average of 12 units (S1+ S2) is equal to or greater than 80 % (Q) and no unit is less than 65% (Q - 15%).
§3: (12 tabs) Average of 24 units (S1+ 52+ §3) is equal to or greater than 80% (Q), not more than 2 units are less than
65% (Q - 15%) and no unit is less than 55% (Q — 25%).

Desbromo Impurity NMT 0.15%
Ethyl Impurity NMT 0.25%
N- Oxide Impurity NMT 0.25%
Dehydro Impurity (ETH-1) NMT 0.15%
Eletriptan Dimer-M Impurities NMT 0.15%
Individual Unknown Impurities NMT 0.20%
Total Impurities NMT 2.0%

NMT 0.15%
Not less than 95.0% and not more than 105% of labelled amount of Eletriptan

Total aerobic microbial count (TAMC)

Total combined mould and yeasts (1YMC)
Escherichia coli

Not more than 10° CFU/g
Not more than 10* CFU/g
Absence/lg

Chanelle Medical Unlimited Company,
Dublin Rd, Loughrea, Co Galway, H62FH90
Tel: +353 (0)91 841788
www.chanellepharma.com

RESULT
Complies

Complies
Complies

Complies

Non routine test

AV=14
Complies

3.0%

95%

<L0O0Q

0.030%

Not Detected
Not Detected
0.019%
0.018%
0.083%
0.073%

39.63 mg/tablet
99 1%

Non routine test
Non routine test
Non routing test

§ Performed on the process optimization batches, submission batches and process validation batches and then performed every 10th batch or first batch of the year,
@ Deshromo impurity = 3-[«R)-1-Methylpyrrolidin-2-yl)methyl|-IH-indole,

Ethyl impurity = (R}-8-Ethyl-3-[(1-methyl-2-pyrrolidinyl)methyl-l-H indole).

N-oxide impurity = 3-[|(2R)-1-Methyl-2-pyrrolidinyl jmethyl|-5 [2{phenyisulfonyl) ethyl|-1H- indole N-Oxide.

Dehydro impurity (ETH-1) = (R}-5-(2-Phenyl sulphonyl etheny1)3-(N-methyl pyrrolidine-2ylmethyl) IH-indole.45

Eletriptan Dimer-M impurity = 5,5 -|2,4-bis(Phenylsulfonyl)butane-1 3-diyl|bis{3-[( I-methylpyrrolidin-2-yl)methyl]-1 H-indole].
S-isomer = 3-|| (28)-1-Methyl-2-pyrrolidinyljmethyl]-5 [2(phenylsulfonyl) ethyl]-1H- indole (or) 5-[2(benzenesulfonyljethyl]- 3-(Imethyl pyrrolidin-2(R }-yimethyl)}-IH-indole

Hydrobromide.
Comments/remarks:

Deviations (if any): N/A

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging
including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local
Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP,

Checke

Date: “?7_7 é{/ L2228

surance (Signature)

232 &

Date: |l \2en-N

Qualified Person ( Signature)

Qualified Person (Print Name)

Directors: Angelo Gatto (Italy), Aubrey Mulveen, Kara Walsh.
Registered in Ireland. Registered No.: 96943, Registered Office: Chanelle Medical Unlimited Company, Dublin Road, Loughrea, Co Galway.
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