NEPIKABHA CITYIKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMU y m. KUERBI

npos. Haafl Ceitmunol, 3, 02099, ten. (044) 295.26-85
E-mail; dls.kyiv@dis.gov.ua, Ko CIPIIOY 37079055

BHCHOBOK
npo AKieTh BBEICHOro B YKpainy JiKapesKoro 3acoby

04.11.2024 N 57985/24/26

ENLIITAH

(Haitmenynaris nikapebkoro sacoBy sringo 3 peccTpanitings nocaingenHmM)
rabaerin, Brpuri nuisropo1o 00eN0NRGI0, 110 20 mr; mo 3 Tabuericn y 6aicrepl; no 1 Gaierepy
B navui

(hopMa BHITYCKY, LO3YBAGHN, B, NAKY BANHS aikapeskoro aacofy)
Howmep peectpauiinoro nocsinsenns UA/] 8414/01/01 crpox nif peecrpauiiioro nocsinuenns 30,1 0,2025
Cepis nixapeskore sacoby Ne 401889 Kinnicth nseseHoro aikapescore sacoby 5750

Bupobuuk Padapm C.A., Tpenia

(nafimeryaains sUPOBHIKE AIRAPCHIOTO sacoly, Kpaiia NOXOANEHHA)

Baeseno 3 Vkpaiuy [Ipusarne axuicgeptie TopapHeTBo "DapmanesTHIHa $ipma
" Napuuus', inent, xon: 00481212

(damenymanitt Ta kol 3a EAPIIOY wpraranol ocobu alo npissHibe, iw's, 1o Garukoni Pisuumol
oeobu - nianpreMus, T micue TPOKUBANAK T8 peceTpauiftiiH nomep aBAiKOBOT KAPTEM MARTHUKS
nonnrkis aGo copis T4 HOMEP NACHOPTA)

TIpOTeRON BIBYANLHOTO KOHTPOJIO BiL 04.11,2024 e 3770/1.

32 pesynuTnTaMYM  IePKAsNOre KOHTPOMO  BUTAHOBABHO, 1O nikapcuxuit  3acif  sseaeno B Ykpainy 3
ACTPHMAHHAM 31MOr 33K0HORABETEA LLORD 3abBerneuetst AKocT ui/@p%})xx zacoBin.
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M HIETOMOIRTIKO KATAMHBAOTHTAL
CERTIFICATE OF CONFORMITY

CERT!FICATE OF CONFORMITY

i Product: T Bulk ﬁf— shed Dosage forrm SAPcode: 60305638
Produc Nama dosage forra, strengt Wpackaging.  ELPTAN F.C. TABS 20MG/TAB BTX3TABS
Markoling AROrzalon —yangaraioiod imporiing country:  UKRAINE
- Bk prodict baich sizer 35.000 TABS Storage congifions:  $25°C
;'S':‘E ;S Froduct Bate 401889 Mangfacturing Date:  05/2024
|y S meretal 55000 TABS - Expiry Date! 0812027

| Quardity tc be delivered: 5750 BT

‘ SR— v /
Product is bearing safely features according to requirements YES [ J NO [.:?} NIA { |
Sefia numbers have been uploaded to RAFARM . A LEVELS | ype[™ o wa L)
Serlal numbers have been uplosded to EMVOMNMYO VES HO L A {M:/j

Rafarm 5.4, Thesi Poust Xatzi Agiol Louka, M | iranes Noe A ARG/ A0
Paianta, 190 02, Greace GMP License Not 101438/5.10-2092
Rafarm S.A, Thesi Poust Xatzl Agicu Louka,
Palania, 19002, Greece

Rafarm S.A, Thesi Pousi Xatal Aginy Louka, M55 [ imanen Nev 4049045
Paiania. 160 02, Groece GMP License No:  101439/5-10-2022
Rafarm S.A, Thest Pousi Xatzf Agiou Louka,

Manufachring sile:

Packaging site: GMP License Noo 1014396162022

Testing site:

(MP License Nov 1014349/5-10-2022

| Faienia, 19002, Gresce
Manulecluring gvents thal may affect product auality
B None

1 Events met Criticai/Major Deviation code No..... HM/(I“:;,

Corrective actions have been implemented. Results are acceplabla

1 CoC Revision Number: A i
Reason of Revision: N0
[ Comments: P

*| hereby certily that the above information is avthertic and accurate. This batch of product has been fabricated/
manufactured, including packaging and quality conirol at the above mentioned site(s) in full compliance with the
EUGMP requirements and with the spacifications in the Marketing Autherization of the counlry where the product
is distributed. The requirements and responsibilities of the involved parties - as they have been determined in the
involved Technical Agreement (5) - have been reviewed and laken info consideration. The balch processing,
packaging and analysis records wers revigwed and found to be in com@mce with GMP”.

The above mentioned Productis released for the shipment [7(

The above mentioned Product is released for sale to the market [ e
Cualifiec Person A
Date: K. Ea ?é‘(%@%ﬁ 3 s
FH gy 132 Y Signaiure: th}“xla '/y’rscw
/ &
4

QP_018_2 Exdoun: X/ Version: X




FINISHED PRODUCT CERTIFICATE OF ANALYSIS

Tradename Product:

ELPTAN F.C.TAB 20MG BTx3 (UKRAINE)

Mame of Medicinal Product:

BK ELETRIPTAN TABS 20MG/TAB

Final Product Material code: 60305638
Marketing Authorization No: UA/ 18414/ 0101
Distribution country: UKRAINE
Final product material ot 401889
Semi-final product material lot: 401630
Semi-final product material code; 50100443
Manufacturing Date: 28.05.2024
Expiry Date: 31.05.2027
Active Raw material lot; 1000036599,
Batch Size of Finished Product: 6000 PC
Quantity of Semi-Final product: 34423 TAB

Quantity of Final product:

5953 PC (INCLUDING 137 RETAIN SAMPLES)

Galenic form:

F.C.TAB

Commercial packaging:

BT X 1 BLISTER X 3 TABS

Storage conditions:

<=25°C

Reference Method of Analysis:

ELETRIPTAN 20mqg, 40mg and 80 myg f.c. tablats
3.2.R.5.2 Analytical procedures E£d, 02,

September 2018
Starting analysis date: 04.06.2024
Ending analysis date: 18.09.2024
Disposition: Accept
Date of disposition: 24.00.2024
K.BARBAROSOU Paga 1 of 3 Print Date: 24.09.2024




FINISHED PRODUCT CERTIFICATE OF ANALYSIS

N

PHYSICG
Test Method of Analysis Spocification Results
Appearance Visualiin Crangs. round bisonvex fiim coated tablets COMPLIES
house/ELE/DPIAPIAPPIOT
Average mass Gravimetric/in 97,8 ~ 1022 mg 1053 my
house/ELEDR/ARIAVINIO
Disinlagration(Eur Ph Eur, Ph. §2.9.1 < 30 min 1 min,
2.9.1)
lderiification Titanium Visually/in Positive COMPLIES
Dioxics howse/ELEDPIAPADTOL
Identification of Visuaily/in Posltive COMPLIES
cotorgnt | house/ELEDPIARIDCION
Unit.of dos.units{10) Eur. Ph. §2.9.40 5 15,0 119
Li{Eur.Ph 2.9.40)
Unif, af‘dosage Eur, Ph, §2.940 S50 {Complies al L1)
units{L 2} Eur.Ph 2.8.40)
Dissolution{Q=80%) in HPLGn 2 86 % 101 % (Min.;98%)

{5min

house/ELEDPIAPIIBAT

Ausay HPLCHN 35,0 - 105,0 % 97.5 %
’ tuse/ELEIDRAPIABS/N
Related substances: Any HPLGN . 50,20 % 0,04 %
unkneswn impurily House/ELEDPIAPIRLSE/GT
2elated HPLGAR $0,5% 01 %
substances: Total House/ELE/DPIAP/RLEOT
impLitios '
identification (HPLEC} HPLLAn The reiention tims of the major peak in the COMPLIES
o house/ELE/QPAPIASS/OY shromalogram of the sample assay preparation
) should correspond ta that in the
shromatagram of the standard preparation
fdantification PDA HPLC/n “The UV specirun of the major peak in the COMPLIES
Louse/ELEDPIAPAD-2/01 chramatogram of the sample assay praparation
should correspond to that in the
chromatogram of the standard preparation
Simensions (diamater} Size Measura.din 8,38 -BE8 mm 6,50 mm
house/ELE/DRMPIIAMN
MICRO .
Tast Mothod of Analysis Specification Results
picroblal count: TAMG Eus. Ph. §2.6.12 $ 1000 clufy 10 cfulg

Microbinl count TYMG

Eur. Ph. §2.8.12

% 100 clulg

510 cluly

Absence of pathogena B, Eur. Ph. 2.6 13 Alsense nf £ woll ABSENCE
colily
KBARBARCSOU Page? of 3 Print Date: 24.06.2024




FINISHED PRODUCT CERTIFICATE OF ANALYSIS

Remarké: N/A

Issued By: Amalia Zisimopoulou Date: £3,08.2024

Cerlification stalement

Hereby, we certify that the above information is authentic and accurate. This batch of product has
been enalyzed and found in full compliance with the current GMP requirements of the local
Regulatory Authorities and with the specifications in the Marketing Authorization license of the

distribution country.

Quaified Person: KLIMENTINI BARBAROSOU Date: 24.00.2024

Electronically signed according to Rafarm electronic signature standards

K.BARBAROSOU Page3 of 3 Print Date: 24.09.2024



CEPTUDIKAT BIATIOBIAHOCTI
L  CEPTH®OIKAT BUIIOBLUTOCTI

' l'lepo's(bamz'sar«la;xi«apcr,m popwa | B Icrrow *mmmmm dmpxm Koa SAP 60303638

i Hrdﬂc i1 30,’1 KTY, srapesia o IMa, fIOWUdl[l[ﬂ/l’ldl(‘/ﬂdl!hil
i
dﬁ”Cﬂ{H BKI’)H’H r*me:«mow 0( (T '

338 LB MMILRC I“’(uimmx C.A., Toci Ilyu dem Arty TT»Ka ‘Hasmm Akl "‘J:[im’}l-ll‘iiﬁ (JMP M: 1014394510202 !
IE\ 19002, penix ’ i

Vhakynaapna abasmup: Padaps C.A., Teci Tlyel Xanun Ariy Jdyxa, areir, Aric, Hinersia GMIP Mo 10143975-10-2022
TI 19002, Fpenis
)lmmmm KOHTPOIHG HROCTE I‘admw CA, Teet Myl Xaomm Ariy Jyxa, ITasuis, Hineusin GMP Ne: 10143975-10-7022
Arsizd, TK 19002 I"puma

DIt 10700y 10 peaisa Jieasis GMP N 101439/5-10-2022

f Magnin, Arvigh, T 19002, Upewis

i BrpoSumil upoteey, st Moy s B mxm W HA SIKICTD IpOaYRIY
LR Bizcyrsi

; LY Tiposeaeni npouerypu: Kog sinxurenns H/3

} Buxouano xopurysasmii ail. Peayswrara npufipsr o

il Hosep wouil Ceprudikary aianosianoeri: H/3

f Upruuya NEperisity

i

Komenrapi: H/3

alln 3 miamseprxyio, WO BULE3asIena IRGopMaLis € J0CTOBIPHOI Ta TounoIo, LIt napris rpojy kil Gy
BUTOTOBNEHA/ BUPOONCHR, BRINOUAIOUA YIIAKOBKY T8 KOWIPOMs SKOCTL, HA BHIIEIMANAHMX TUIOLM@AKAX, ¥
nopRik Bijnoniagocrt 3 sumoram Hanexnol supoBuniol upakrkn Crponetickroro Coosy (EUGMP)Y ra
cnewudikaniil, saspayenux y Pecerpaniiinomy nocsinuenmi upomykty spaifM. e smificHIocThes Horo
peanizauis. Busorn ranuuromzzcmmnmr, SRAYHEHHX cropi - raK, ax souy Syr suzHaveni y Tesuiuuiii(-ux)
yroui(-ax) - Oyan sasueni ta spaxosani. 3agucy moR0 o6pOBKH, YIAKOBKH T2 AHAII3Y naptil npoly ki Syan
NEPETISITYTL Ta BUSHAKT TAKMMIL, 1O BANORIIOTE BuMoram GMPy.

BHIMIC 3ra@ans npoaykii nessonens O peaisquil

Y nosuonraxcna ocoda; ~ridnie-

Hinnoe Dascimainie: /K. haplapocey (K. Barbarossou),

e e B Yuosuosame ocofa
Croplasa {3 80305638 _C
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Cepruhivar Anaaisy Vovosol Hpopykuil
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1. Pizpro-XiMiugi BAACTHBOCT

ecr NMeron nposeaennn aganiy Criensubignuis Peavanrara
: Kpyrai asoonyn radier
TOMAPAHNEROID KOTLOPY,

Jonninndii sernng Blayassuo /ue ST FUEBKOBOW Bianosiuae
. . S L N s o BRI T EROBOG MANOBLIBL
(Rigyasnno A aicnd) sict/ELE/DPIAR/APP/OY N ‘ - N

OBOAGHROI, 2 THCHEHEAM Ny
sy Goud adO»

Barosuil merovia

Cepepug Macy o YN A ot GRITG
L CpUI MACH MiCHi/BLE P/ APIAVMI/G ] 97,8-216,3 mv

{Baromuh SeToHu Micni)

Pasnanaingsg N "
Coponelchika Gaprakones

U {Eputeiich ks dapMaroies §301 < 3 xie 1 ¥n ;
5291 S A {

Bisywimnie /ma
DAL T
a0 i
[YRIAR/D

Flomremaiai

KCUAY sic

iy GapRErKa

e

o

Oupipliicth acsoBas CBnoteichra HARMAKOTC:
onsnis (L1 (Coponetiosica PRI ;d{(b.s{m\mwm.; <150
Iapvaxones § 2.9.403 § 2940 o .
o Djapiasiees Zosonannx ¢ e ) ! ]
© ommue (1L.2) (Caponefionra "“p"m'l‘(’bm.;ﬁ.}p MAroneR %150 {Bianosizae L1)
dapyacones § 2.9.403 S AU R

i
| Poganaaicrs (Q=80%4)
! 5 x8

DP/APANSOL l010%

93,0-104 0% I7,5%

A A S S L s

Ha < (3 20%, 0.04%
PRALLEDPIAPIRLEMA o
Ha micui/BE
ELEDATVRLS

ROMIMIOK

Yae yrpsamass DCHOBHOTO
friy Ha XpoMarorpaMi
PCHEPATY apeuiisy

Tnewendpicarsis . i
bt BUIORIAAE

(BEPX) WK DORTHSIT ALROBiAaTY
WECY HA XPOMATOIPaM
L . S CTAHAADTHONG T AN
YD-erekTp 0CHOBHORO Ky

NG XPOMATGIPAMI nperapary
JUBG AHATHTY 3PRTKIE ropiRen
BLTOBLNDT CIICRTPY 14 ;
XpOMATOrpaMi CTATIRY NG ‘
HREHANATY, :

Bixaonigae

Posnipn
{aiameTp)

.50 %M

pOCCY Cropinga 233
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poiteiicnka papmaxones
32,612

| TAMC

AipoBinporisia yacrora;

TYMC

Copoiteiicoka Qapmarimss
§2.6.12

Caponcicsra gapnaxories |

Mixpodionoriana guerora: - R P .

WURROLIGS O:Q’;{“‘ neros 613 Pineyroicrs E.eoli j Rincyrua 1
Npusmiren: S & < J
Buaano: L Amalia Zistmopo o M 23092024

Saspa npo coprudisaio
Llavi Mo 010enepaukyemo, 1o sHUeHaneieta idopMatiz € 0CToRpuIoIo T8 TOUHOH.

Ll sigprin sponyxry Sy upoasmrizosana 1e 8y10 BOTAHOBALHQ, B10 BOHA NOBHICTX BLANOBLIAE YU
pamoray GMP MiCUeRnx perymmopHix Oprauis 7a Texuivumy suvoray Pecctpatiftaore nossiiienms
gpaluy peamisaull nperapary.

BAIMCH POsYRGTAYIE NPOBEACHOIO admwisy napyii Gvan neperaayri T4 ByA0 BCUARCRICHD, MO BOMY
HADOBLIOTY IPHBHAMCHMM T4 3APCCCTPORAINM BUMOPAM IO BHITYCKY.

YuosHosakena ocofia:  KLIMENTINIBARBAROSOU — Jlara

THammeano SHexTpoHBAM Hmeom sl exexTporuol CucTeMn RAFARM

K. BupBupocey Cropiuia 3 3 3 S )1am;pw) 24.00.2024



