JAEPXIIKCIIYIKBA
JAEP)KABHA CIIYIKEBA 3 JIKAPCBKWX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTUKAMM Y KHiBCBLKIIi OBJIACTI

TipocnexT Banepia JloGanopeskoro, 51, m. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Koz €IPIIOY 37078774

BUCHOBOK
IPo AKiCThL BBe3eHOro B Ykpainy gixapcnkoro 3acoly

31.08.2020 Ne 42225/20/10

PAITIMIT
(wafvenysauns nikapcskoro 32¢00Y 3Ti1HO 3 peecTpaniiinm TTOCEBi/IHeHIM)
TalJIeTKH, M0 AACHEePTYIOTLER B POTOBIii opoxauHi, mo 2,5 Mr; mo 6 TabireTox Y baicrepi; mo
1 GuicTepy B KapToRHIi Kopodni
(fopma pumrycky, nosyBanms, Brg MaKYBAHHA JKAPChKOro 2acoby)

Howmep peectpaniiitioro nocsimuerms UA/8651/ 01/01 crpok aii peccrpauilinore moceimaernna 01.01.2099
Cepix nikapeproro 3aco6y Ne F94463 KinexicTs BBesenoro sixapeskoro saco6y 6361

Bupofruk Axtasic IT/], Mansra

(naliMeHyBaHNg BHpOGHAKA nikapeekoro sacoby, kpaita TIOXOUKEHHS)

Baeseno B Vipainy Torapucerso 3 oGmexenoro BianoBixanemicrio "Tena Yxpaina", igenr.

xom: 34770471

(mattvenyranns va kox 3a €APIIOY IopHna4Rol 0cobw aGo npizsume, iM's, Mo HaTLKoBi disuunoi

0cobu - mimpreMns, i Micue DPOWHBAHI T4 peeCTpaniinuil noMep oBIikoRo KapTKH NIATHHE2
nonarkie a6o cepif Ta Homep nacnopra)

Iporoko Bisyannhoro kowTposo sig 20.08.2020 N 2673/3,

3a pesymeraraMu ACPHABHOTO  KOHTPOMIO BCTAHORIEHO, MO nikapcEKME  3acif  BBeseHo B Vxpaigy 3

AJOTpAMaHH *LEL BHEMOT 3aKOHOJABCTRA IN0A0 3a6e3Neuen s axocTi JHKapCHKHX 3aC00iB.
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& {+358) 2169 3533

§ [+356) 8o 380
InfoBactgvis.commt
Company reg Iv° C286;

<4

Actaviziid

GLE o6

Bulabed tndusirial Estate
Zajtun 2TH 1000 Malts

VAT reg N° MT 1360007 wnvattavis.com
Related Substances/Mpumecn
- Stage IV impurity/Mpumecs” Stage IV | NMT 0.5%/He 6onee 0,5% <0.10%
- N-oxide impurity/Npumecs’ N-okcua | NMT 0.5%/ He Gonee 0,5% <0.10%
- Amine impurity/Npumecs” amuna NMT 0.5%/ He Gonee 0,5% <0.10%
- Each identified impurity/Kangoit NMT 0.5%/ He 6onee 0,5% Nat Detected/ e
APYTOR UAEHTURMUNPOBAHHOH obHapyseHo
npumecu
- Each unidentified impurity/Kamaoit NMT 0.2%/ He Bonee 0,2% <0.10%
HEUABHTUDNUUPOBAKHON NpUMecH
- Total impurities/Cymma npumeceii NMT 1.0%/ He Gonee 1,0% 0.10%
Micrabiological quality/
Mukpobuonoruueckan yucrora*
- Total viable aerobic count / NMT 10° CFU/g / Not performed/He
aspobHble Baktepun He Bonee 10° a3pobHbIX BakTepuit s 1, NPOBOAMACA
- Total funga! count / rpubsl NMT 10° CFU/g / He Bonee 10 rpwbose 1r, Not performed/He
npoeoaUNCA
- Escherichia coli / Escherichia coli Absent / Otcytcreme Escherichia colis 1r. Not performed/He
npoeBOAMACA

* Not routinely performed. Tested on the first three production scale batches and then on every 10" batch (at least
annually}/VcnbiTanne He NPOBOAAT pyTHHHO. Ucnbitakne NPOBOAAT HA NEPBbIX 3-X CEPUAX, @ 3aTeMm Ha Kamaoh 10-i
cepuu nny 1 pas s rogq,.

L.If one or more tablets fail this requirement, further tablets should be tested as per Ph. Eur. 2.9.3/Ecan ann oaHOMR MK
6onee TabNeTOK TECT HEYAOBACTBOPUTEALHYINA, TO AanbHedwue TabneTkM SOMKHBI BbiTb NPOKOHTPONMPOBAHDI COMNACHO
Ed 2.9.3;

2-(S)-tl—(4~arninc:benz\,rflh1,3««omazcriidinmz‘cme/(s}-tl~(¢3~amw HoGeHann)-1,3-0kCaszonnans-2-ox;
B-N,N-dimethyi—Z-[Sﬂ(Z-oxo-l,B~0xazoiidin-4~yImethvl)-lH«indof-}y!}ethanamine-N-oxide/N,N-,ﬂ.umemn-z-i5~(2-0HC0~1,3-'
OKCA30/MAMH-4-uNMeTUN}-1H -UHA0n-3-un]aTanamun-N-okeua;
‘-Z-[S-{Z-Oxa~1,3~oxazolidin-mylmethylj-1H-indol-3-vl]ethanam%neize{Sv(2-Om:a~1,3-0Hcasonwguu-ﬂ,-wnmemn)-lH-
MHAON-3-WA]aTAHAMMH.

The batch meets the requirements of QCM for MA Ne UA/8651/01/01 / Cepua cootsetcTayer tpeasanuam MKK K PY No
UA/8651/01/01.

| 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 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

3TuM A NOATBEPHAAIO, YTO NPUBEAEHHAR Bhie WHPOPMALMA ecTo AOCTOBEPHAN W TOYHAA. 3T3 cepua npogyKumm Gbia
U3roToBAeHa (BKNIOYAA YNAKOBKY/MAPKUPOBKY) M nposeae Huli KOHTPONL RAYECTBA HE YKA3GHHOM MPOM3BOACTBEHHOM
yHacThe B NONHOM COOTBETCTBMM € TpeBOBaHUAMKM GMP, YCTAHOBASHHLIMK MECTHLIM PEryNATORHLIM OPraHOm, a TaK
He B COOTBETCTBUM CO cneuldukauveit ¥ PY Ha npenapat. NpoToKOAbI NPOK3BOACTE], VRAKOBKKU 4 aHanu308 Bbino
NepecmoTpeHbl U YCTAHOBABHO cooTBeTCTBME TpeGoBaHuam GMP,

.,

Nogrotoenes/ Compiled by: Svetlana Buttigieg YraepmaeHq I§§1{ed by: Kevin Mallia
e ey LUZ0ES 30 Jul
Date: 30.07.2020 e ' Date:”

A s % Qu?!fﬁed Person

¢




& {+356) 1169 3553
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Cempany rag #° Cadéy
VAT ren N° BT nalioresy

CERTIFICATE OF ANALYSIS
CEPTUGUKAT KAMECTBA

Name of product/Haseanue npogykra
{strength, dosage form, package size and
type/nosnpaska, nekapcrseHHan hpopma,
PA3MEP M TUN YNaKoBKK)

Actavie Lid

BLE ;&

Bufebe! ludusielal Sstute
Zejtun 2FN 1000 Malta
WWWALTRVIS.COM

6anctepax

Rapimig oradispersible tablets 2,5 mg No6 {Ne6x1) in blisters/Panumur
TabneTKkYU, KOTOPbIE 4UCNeprupyIoTes B poToBoi nonocty, 2,5 mr Ne6 (Ne6x1) s

Composition/Cocras

Zolmitriptan 2,5 mg/3oamutpuntan 2,5 mr

Manufacturing country/crpamua -
npoM3BOAUTEAD

Actavis Ltd, Malta/Aurasuc N1a, MansTa

MA number/Homep PY UA/8651/01/01

Batch number/Homep cepun F94463

Batch size/Pasmep cepuu 6,361 packs/ynakoBox
Date of manufacture/sgara 05/2020
npoW3BoACTas

Expiry date/ cpox rogHocTs 04/2023

Name, address and authorization
number of manufacturing site/HassaHue,
aApeac ¥ HOMED AMLEHIUM

| MPOM3BOACTBEHHOIO y4aCcTHa

ZTN 3000, ManbTa
MLOO1

Actavis Ltd, BLBO15, BLBO16, Bulebel Industrial Estate, Zejtun, ZTN 3000,
Malta/Axrasuc /T4, BLRO1S, BLBO1G, Byneben Unaactpuan gom, r. 3enTyH,

Test / Mokazatens Kavecrsa

Specification / lonycrumbie Hopmbt

Results / PeaynoraTe

to that obtained with the standart
solution/Cootsetcraue Y®-cnekTpa nuka
30/AMUTPUNTAHA Ha XPOMATOrPaMMax UCNGITYemMoro
Y CTAHAZPTHOrO pacTaopos

Description / White, round, flat tablets with flat edge/Genbie, Complies /
Onucanune Kpyrable, naockue Tabnetuy € drackoit Coocraercrayer
Identification /
WpeHTudurauua
o HPLC/BIMKX In the assay, the retention time of the major peak Complies /
obtained with the test solution corresponds to that Coorsercisyer
obtained with the standart solution/CooTsercteue
BPEMEH YACPIKMBAHUA NUKE 30NAMUTPHNTAHA Ha
XPOMATOTRaMMaXx UCNBITYEMOTO W CTAHAAPTHOrO
pactsopos
*  HPLC-DAD/BINX-DAD In the assay, the UV spectrum of the major peak in Complies /
the chromatogram of the test solution corresponds Coorvsercrayer

Average tablet mass /
CpeanHan maca tabnetok

100 mg (95 — 105 mg)
100 mr {95 — 105 mr)

101.01mg/mr

Friability/Wicrupaemocty

NMT 1.0%/He Bonee 1,0%

0%

Resistance to crushing/
CroixocTs ¥ pasgasausanunio

NLT 15N/ He menee 15H

Mean/CpegHee: 36N/H
Min/Mun: 32N/H
Max/Maxc: 46N/H

Disintegration/Pacnapaemocts

NMT 3 minutes / He 6osee 3 MuHyT

10 seconds/ceryup,

Dissolution/Pacrsopenue’

NLT 80% (Q+5) after 30 minutes/
He menee BO% ((1+5) yepes 30 mun

Mean/CpeaHee: 102.5%
Min/Mun: 96.5%
Max/Mawc: 105.8%

Assay/KonuuecreeHHoe onpeaeaenue

85% ~ 105% from lzabeled amount/
95% — 105% OT 3a8B8/EHHOrG KOAWUECTBa

2.4501mg/mr (98.0%)

Uniformity of dosage units/
OaHopoAHOCTDL AO3MPOBBHHBIX
eANHULL

Complies with Ph. Eur. {2.9.40)/
Oveevaer rpe6osanuam Esp. Papm. (2.9.40)
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