HPUJIOKEHHUE I

KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA



vTo3H JIEKapCTBEH MPOIYKT IMOAJIEKU Ha JOMBIHUTENHO HabmoaeHue. Tosa e mo3Boiu Obp30To
yCTaHOBSIBaHE HA HOBa MH(POPMAaLUS OTHOCHO Oe30macHoCTTa. OT MEAUIMHCKHUTE CIICIHAIICTH Ce
M3MCKBa J1a ChOOIIaBaT BCAKA MOI03MPaHa HeXKeTlaHa peakifis. 3a HaurHa Ha choOIIaBaHe Ha
HE)KeJIaH! PeaKIH BIDKTE Touka 4.8.

1. HUME HA JTIEKAPCTBEHUS ITPOAYKT

Aimovig 70 mg MHXEKIMOHEH Pa3TBOP B MPEABAPUTEIHO HAITBJIHEHA CIIPUHIIOBKA
Aimovig 140 mg uHKEKIIMOHEH Pa3TBOP B MPEIBAPUTEIIHO HAITBIHEHA CITPUHIIOBKA
Aimovig 70 mg MHKEKIIMOHEH Pa3TBOP B IPEIBAPUTEIHO HAIThJIHEHA ITHCANKA
Aimovig 140 mg uHKEKIIMOHEH Pa3TBOP B MPEIBAPUTEIIHO HAITBIHEHA TTHCAIIKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Aimovig 70 mg MHXKEKIIMOHEH PA3TBOP B IPEABAPUTEIHO HAITBIHEHA CIIPUHIIOBKA

Bcesika npenBapuTeniHO HaTbJIHEHA CIIPUHIIOBKA Chabpxka 70 Mg epenymao.

Aimovig 140 mg nHKEKIIMOHEH PAa3TBOD B IIPEABAPUTEIHO HAITBIHEHA CIIPUHLIOBKA

Bcesika npenBapuTeiHO HaTbJIHEHA CIIPUHIIOBKA Chabpxka 140 mg epeHyMa0.

Aimovig 70 mg WHXEKIHOHEH PA3TBOD B IPEABAPUTEIHO HAITBJIHEHA MMUCATIKA

Bceska npeaapuTenHo HabJIHEHA nucanka ceabpxka /0 Mg epenymad.

Aimovig 140 mQ UHXEKIIMOHEH PA3TBOD B MIPEIBAPUTEIHO HAITBIHEHA ITHCAJIKA

Bcesika npeaBapuTenHO HamrblIHEHA ucanka chabpika 140 mg epenymao.

EpenymMa0 e u3Ipsiio 40BeIKO MOHOKIIOHATTHO aHTUTIO OoT Kiac 1gG2, nmomydeHo upes
pekombunanTHa JITHK TeXHOIOTHS B KJIETKH OT siiYHUK Ha KuTaiicku xamctep (CHO).

3a IBJIHUA CHUCHK Ha IMOMOIIHUTE BEIECTBA BIXKTE TouKa 6.1.

3. JIEKAPCTBEHA ®OPMA
WHKeKkroneH pa3TBOp (MHKEKIIVS)

Pa3TBOPBT € OUCTBHP /10 Omayiecupaltl, 0e31BETEH /10 CBETIOKBJIT.

4. KJIWMHUYHU JAHHU
4.1 TepaneBTHYHU NOKA3AHUS

AImovig e noka3zax 3a MpoUIaKTHKA HA MUTPEHA PH Bb3PACTHH, KOUTO UMAT Hal-MaKo 4 JHU C
MHUIPEHA MECEUYHO.



4.2 Jlo3upoBKa M HAYMH HAa MPUJIOKEHHE

JleyeHueto Tpﬂ6Ba Ja C¢€ 3all0YHC OT JICKAp € OIMT B JUAIrHOCTHUKATA U JICUCHUCTO HAa MUI'PCHA.

2031/1[2031«1

JleyeHuneTo € 1moka3aHo IpU MauCHTHU, KOUTO UMAT Haii-maiko 4 JHU ¢ MUTPCHA MECCUHO, ITPpU
3aIlI04YBaHC HA JICYCHHUCTO C epeHyMa6.

[Ipenopwrunrennara no3a ¢ 70 mg epeHyma0, NPUIIOKESHH HA BCeKU 4 cenMuly. Hiakou nanueHTu
MOTar Jia ce MOBIHUSAT OyaronpusaTHo ot go3a 140 mg ua Bceku 4 ceamuiy (Bx. Touka 5.1).

Besika no3a 140 mg ce mpuiiara win Kato €Ha MoAKox)Ha urxkekius ot 140 mg, uinum kaTo aBe
MOJIKOXHH WHXkekIuu mo 70 mg.

KiinHUYHATE TPOYYBaHUS [TOKA3BAT, Y€ MPH MHO3HHCTBOTO OT ITAI[HEHTHUTE, OTTOBOPHIIH Ha
Tepanusira, ce HabJI0JaBaT KIMHUYHY T0JI3U B paMKuTe Ha 3 Mecena. TpsaoOBa ga ce oOMuUcn
NpPEYCTaHOBSIBAHE HA JICUCHUETO MPH MAIIUEHTUTE, TPU KOUTO HE ce HaOJII0aBa OTTOBOP CIIE/

3 mecerra siedenue. Ciel TOBa ce MPENopbyuBa PeIOBHA MPEOIICHKA Ha HY)KIaTa OT MPOIb/DKEHHE Ha
JICYCHUETO.

Cneyuannu nonyiayuu

Cmapuecka évspacm (na ev3pacm 65 200unu u nogeue)

Aimovig He e IpOoy4BaH MPH MAIMEHTH B CTapuecka Bb3pacT. He ce M3MCKBA KOpUTHpaHe Ha J03aTa,
Thil KaTo (hapMaKOKHHETHKATa Ha epeHyMab He ce BIIMsIC OT Bb3pacTTa.

Bvopeuno yepescoanelueproopobno yepescoane
He e HeoOXx0aMMO KOpUTHpaHe Ha J03aTa MPH MAlUEeHTH C JIeKa JI0 yMEepeHa CTereH Ha ObOpeuHo min
4epHOIPOOHO yBpekaane (BK. Touka 5.2).

Tleouampuuna nonyrayus
BesonacuHocTTa 1 edrkacHocTTa Ha AiMOVig npy Jena Ha Bb3pacT 1o/ 18 roauHu Bee orle He ca

YCTAaHOBCHH. Jluncsar JaHHU.

Hauwun na OPHUITOKCHHUC

AImOoVig e 3a Mo K0KHO NPHIIOKEHHE.

AImovig e npeHa3HAuCH 32 CAMOCTOSTEIHO MPIJIOKESHUE OT MaIMeHTa ClIe]] ChOTBETHOTO 00yUYCHHE.
MmxeKkImuuTe MoraT Jia Ce TIOCTaBsIT U OT IPYT YOBEK, KOWTO € IIPEMHUHAT CbOTBETHOTO O0yUICHHE.
MmxekmusaTa MOXe a ce Tpriara B Kopema, 0epoTo WM BHHIIIHATA CTPaHa Ha TOpHATa 9acT Ha
pbKkara (pbkarta TpsiOBa J1a ce U3MOJI3Ba CaMo, aKO MHXKEKIIUATA CE MOCTABs OT JPYT YOBEK, BIK.

Touka 5.2). Mecra 3a HH)XEKTUpaHe TPIOBa J1a e CMEHST U MHXKEKIIMUTE He TPsiOBa Jla ce TOCTABAT Ha
MecTa, KbJETO KoXkaTa € 00Je3HeHa, HACHHEHA, 3a4epBeHa WM TBHP/IA.

Ilpedsapumentio HaNvIHEHA CHPUHYOBKA

TpsOBa na ce MHKEKTUPA IISLTIOTO ChABbPKAHUE HA MPEABAPUTEITHO HATbIIHEHATA CIIPUHITIOBKA
Aimovig. Besika mpeiBapuTeIIHO HAITBIHEHA CIIPHHIIOBKA € CaMo 3a eHOKpaTHa yroTpeba u e
Ch3/IaJIeHa TaKa, Y€ Jia IOCTaBs ISUI0TO ChIbPiKaHUE 0€3 OCTAThHK.

IToppoOHU yka3aHus 32 HAYMHA Ha MPUIIOKEHUE ca JaJIeHN B HHCTPYKIMUTE 3a yroTpeda B
JIUCTOBKATA.



IIpedsapumenno nanvinena nucaixa

Tps0Ba 1a ce MHKEKTHPA IUIOTO ChbPIKAHNE HA NIPEIBAPUTETHO HAMbJIHEHATa mUucaika Aimovig.
Bcesika npeaBapuTeHO HaITbJIHEHA IMHCAJIKA € CaMOo 33 €IHOKpaTHA yIoTpeda U ¢ HalpaBeHa Taka 4e
Jla IOCTaBsI LISIOTO ChAbPKaHUE 0€3 0CTAThK.

ITonpoOHM yka3aHus 32 HAYMHA Ha MIPUIIOKEHHUE ca Ja/IeHH B HHCTPYKIIUUTE 3a yHoTpeda B
JINCTOBKATA.

4.3 IIporuBomOKAa3aHuUs

CBpBXUyBCTBUTEITHOCT KbM aKTHBHOTO BEIIECTBO HIIH KbM HIKOE OT MIOMOIIHUTE BEIECTRA,
n30poeHu B Touka 6.1.

4.4 ChneuuajaHu npegynpe:kaeHus U NpeanasHu MEPKH NpH ynorpeda

[TanyeHTHTE ¢ KOHKPETHH 3HAYUMHU CHPACYHOCHIOBH 3a00JSIBAaHUS Ca N3KIIOUEHH OT KIMHUYHUTE
npoyuBaHus (Bx. Touka 5.1). JIunicBar ganHu, CBbp3aHu ¢ 0€30MacHOCTTa NPU TAKMBA MAI[EHTH.

Peakiiun Ha CBpBbX4YBCTBUTEIHOCT

CpoO111aBa ce 3a CepHO3HM PEaKIMU Ha CBPBXIYBCTBUTEIHOCT, BKIIOYUTEIIHO OOPUB, aHTHOESIEM U
aHa()UIIAKTUIHU PEAKIHH TIPH epeHyMal B IOCTMAPKETUHIOBHSI OMTUT. Te31 peakiliu MOXKe J1a Ce
IMPOABAT B paMKUTC Ha MUHYTH, BBIIPCKU Y€ HAKOU OT TAX MOXKC a Bb3HUKHAT IMOBCYC OT €/IHA
CeIMHMIIA CJIe/T JIeYeHHEeTo. B Ta3u Bpb3Ka MalMeHTHTe TPsiOBa 1a ObJaT MPEAyNpeIeHH OTHOCHO
CHMIITOMHUTE, CBbP3aHH C PEAKIIMH Ha CBPbXUYBCTBUTEIHOCT. AKO Bb3HUKHE CEPHO3HA HITH TEIKKA
peaKiyst Ha CBPhXYyBCTBUTEIHOCT, 3aIIOYHETE TIOAXO/IAIIO JICICHHE M HE POIb/DKABANTE JICICHHETO
¢ eperymab (Bx. Touka 4.3).

KoncTrnamus

KoncTumanusTa € yecta HeXxeIaHa peakius Ha Aimovig 1 0OMKHOBEHO € JIeKa WM yMepeHa 1o
WHTEH3UTET. B TIOBeUYeTO cilyuan HavanoTo ce choOIaBa cien mbpBata J103a Aimovig; BEIIPEKH TOBA,
MAalMEHTUTE ca NOJy4YaBajiyd KOHCTUIALMS U Ha MO-KBCEH €Tal OT JieueHueTo. B nmoBeueTo ciayyaun
KOHCTHUITAIIUATA OTIIYMSIBA B PAMKHTE Ha TPHU Mecena. B MOCTMapKETHHTOBUTE YCIOBHUS C€ ChOOIIaBa
3a KOHCTHUNAIHA ChC CEPHO3HHU YCIOKHEHHS MpH epeHyMad. B Hsakou oT cinyyante e Ouna
HE00XOMMa XOCTTUTAITU3AINS, BKIIFOUNUTEITHO CIy4an, B KOUTO Ce € HAJIOXKUJIa OTlepaTHBHA HaMeca.
[Ipu anamHe3a 32 KOHCTHUIIAIMS WM CHITBTCTBAIIA YIIOTpeOa Ha JIGKApCTBEHH MPOTYKTH, CBBP3aHU C
HaMaJieH MOTWJIUTET Ha CTOMAIITHO-YPEBHUS TPAKT, MOXKE JIa CE MIOBUIIU PUCKBT OT MO-TEKKA
KOHCTHITAIIMS U Bb3MOXHH YCIIO)KHEHUS, CBbp3aHy ¢ KoHcThmanusTa. [larmenture TpsoBa na Obpaat
MpeIyNnpeeHN 3a PUCKA OT KOHCTHITAIIUS ¥ Jia ObJaT NOChBETBAHU JIa MOTHPCAT MEIUIIMHCKA TOMOIII,
B CJIy4ail 4e KOHCTHITALMATA HEe TPeMUHABa WK ce Biomaga. [lanuenTure TpssOBa He3a0aBHO Jia
MOTHPCST JeKapcKa MOMOIIL, aKO Pa3BUAT TeKKa KoHcThmanus. KoHcrtunamnusra TpsOBa 1a ce IeKyBa
He3a0aBHO CHIIIACHO KIIMHUYHATA MpakTUKa. [Ipy Texxka KOHCTHIAIUS TPsOBa J1a ce 0OMHUCTH
MIPEKHCBAHE HA JICUCHUETO.

IIpocnensBane

3a 1a ce mo1o0pu MPOCIEAUMOCTTa Ha OMONIOTHYHHUTE JIEKAPCTBEHH MPOTYKTH, UMETO U MAPTHIHUAT
HOMED Ha MPUIIOKEHUS JIEKApCTBEH NPOIYKT TpsiOBa Aa ObAAT SICHO 3allUCaHU.

I/IHQI/IBI/IQI/I C YYBCTBUTCIIHOCT KbM JIATCKC

TMomBmkHAaTa Kamayka Ha urjaata Ha AiMOVig mpeaBapuTEIHO HATbIHEHA CITPUHIIOBKA/THCATTKA
CBHABPKA CYX €CTECTBEH KaydyK, KOMTO MOXe [1a MPeAN3BUKA aIEPTUIHN PEAKIINU TIPY MHIWBUIH C
YYBCTBUTEIHOCT KbM JIaTEKC.



4.5 BzaumoaeicTBHE ¢ APYTH JeKAPCTBEHH NMPOAYKTH U APYru GopMu Ha B3auMojelicTBHe

[IpenBun meTUinaTa Ha MeTabOJIM3UPaHE HA MOHOKJIOHATHUTE aHTUTEIIA HE CE OYaKBa MOBIUSBAHE HA
EKCITO3UIUATA Ha €THOBPEMEHHO MIPUIIOKEHUTE JICKapCTBEHH NMpoykTH. He ca HabmogaBanu
B3aMMOJICHCTBUS C TIEPOPATHU KOHTPAIETITUBY (ETHHIII €CTPAANON/HOPTECTUMAT) WM CYMAaTPUITAH B
MIPOYYBaHUS TIPH 3APaBU JOOPOBOIIIIH.

4.6 DepTHIUTET, OPEMEHHOCT U KbpMeHe

bpemeHHoCT

WwMa orpannyenn JaHHU OT yroTpedara Ha epeHyMad rpu OpeMeHHH xeHu. [IpoydBanusTa npu
JKUBOTHH HE ITOKa3BaT MPEKU WM HENPEKH BpeaHU e(heKTH, CBbP3aHu C PEPOLYKTHBHA TOKCHYHOCT
(Bx. Touka 5.3). Karo npennasna Mspka 3a npeArnoynTane e 1a ce u3osArea ynorpedara na Aimovig mo
BpeMe Ha OpEeMEeHHOCT.

Kvpmene

He e u3BecTHO, nanu eperymab ce eKckpeTrupa B Kbpmara. M3BecTHo e, ue yoemkure IgG ce
€KCKpeTHpaT B KbpMaTa Mpe3 IIbPBUTE HAKOIKO JTHU cie]l PaKIAaHETO U CKOPO CJIe/l TOBAa EKCKpeLusaTa
¥M HaMaJjsiBa /10 IOCTUraHe Ha HUCKH KOHLEHTPAIUH; CJIe0BaTETHO HE MOXeE JIa Ce N3KIIIOUU

HAIMYMETO Ha PHUCK 32 KbPMAYeTO Mpe3 TO3H KpaThK repuo. Crex ToBa ynorpedata Ha Aimovig mo
BpeMe Ha KbpMeHe TpsIOBa Ja c€ 0OMUCIISL CaMo, aKo € KIMHUYHO He0OX0AUMO.

DepTUnuTeT

[IpoyuBaHuUsITa IPH )KUBOTHH HE TIOKA3BAT BIUSHUE BbPXY KEHCKHS M MBKKHS GepTUIUTET (BXK.
Touka 5.3).

4.7 EdexTn BbpXy cnoco0HOCTTa 32 mWoupaHe u padoTa ¢ MAIINHA

Ouaksa ce AimOvig 1a He TOBITHSBA W J1a TIOBJIHSBA IPEHEOPEIKMMO CIIOCOOHOCTTA 3a MOpHPaHe 1
paboTa ¢ MalIuHA.

4.8 Hexenanu JeKapcTBeHH peaKIHU

0O0600mmenue Ha npoduiia 3a 0€30I1aCHOCT

O6mmo Hax 2 500 nanmenTu (moeve ot 2 600 manueHTOroJMHM) ca JIeKyBaHu ¢ Aimovig B
MPOYYBaHUSATA 32 TIOJIydaBaHe Ha pa3pelieHue 3a yrnorpeda Ha npoaykra. OT TX moBeve ot

1 300 marueHTH ca €KCIIOHUPAHU B MPOIbIDKEHHE Ha oHe 12 Mecena, 8 218 maneHTy ca Ouim ¢
EKCIIO3MLIMS B IPOABIDKeHUE Ha 5 roauau. O0musaT npodut Ha 6e3omacHocT Ha AIMOVig octaBa
MOCTOSIHEH B IPOIBJDKEHUE HA 5 TOAUMHM Ha OTKpHUTaTa (pa3a Ha ABIATOCPOUHO JICUCHHE.

CpoOIIeHUTE HeXETaHH JIKapCTBEHH peakiuu mpu f103a 70 mg u 140 Mg ca peakiu Ha MSICTOTO Ha
umkekrupane (5,6%/ 4,5%), 3anex (1,3%/3,2%), myckynuau cnazmu (0,1%/2,0%) u cpoex
(0,7/1,8%). TToBeueTo OT peakIUUTE Ca JEKH WIIM YMEPEHH 1Mo TexkecT. ITo-Manko ot 2% ot
NAlMCHTHTE B IPOYYBAHUSATA Ca TIPSYCTAHOBHIIH JICYEHUETO TOPAIU HEKEITaHH ChOUTHSI.



TabauyeH CIMCHK HA HEXKEITAHUTE PECAKIIUN

B Ta6nuna 1 ca n30poeHu BCHUKH HEXKETaH! JICKApCTBEHU PEaKIlUi, KOUTO Bh3HUKBAT MPH
MalueHTHTe, JeKyBaHu ¢ Aimovig mo BpemMe Ha 12-ceMUUYHKTE M1ae60-KOHTPOIUPAHH TEPHOTH Ha
MPOYYBAHUATA, KAKTO U 110 BpeMe Ha MOCTMapKETHHTOBHS MTepHoA. B paMKuTe Ha BCEKH CHCTEMO-
opranen kiac HJIP ca n36poenn 1o yectoTa, KaTo Hali-4eCTUTE ca IIbPBH. B paMKkuTe Ha BCsKa
KaTeropHsl 10 YECTOTa HeXKEIIAHUTE JICKAPCTBCHU PEaKIIUU Cca MPEICTABCHU B HU3XOISIL PEJT IO
OTHOIIIEHWE Ha TAXHATA CEPHO3HOCT. B OmbIHEHNE, ChOTBETCTBAIATA KATETOPHS TI0 YECTOTA 32
BCsIKa HE)KeJIaHa JICKapCTBEHA peaKIlusl ce OCHOBaBa Ha ClIeIHaTa KOHBEHITNS . MHOTO decTH (>1/10);
yectH (>1/100 g0 <1/10); neuectn (>1/1 000 mo <1/100); pemxu (>1/10 000 xo <1/1 000); mHOTO
penku (<1/10 000).

Tadanna 1 CnuchbK HA HeKeJAHUTE PeaKun

CucreMo-opratHeH Kjiac Hexenana peakuusi — Kareropus no yecrora
NpeAnoYUTAH TEPMHUH

Hapymienusa Ha uMyHHaTa cucrema Peakuuu Ha Uectun
CBPBXUYYBCTBUTEIHOCT?,
BKJIFOUUTEITHO
aHa(uITaKCHs,
aHTHOENIeM, O0pHUB,
[IO/TyBaHE/OTOK U

YPTHKapHs
CroManiHo-4YpeBHH HAPYLIECHUS 3anek Uectu
Panu B ycrara® C HeusBecTHa 4eCTOTA
Hapyienns Ha koxaTa ¥ OJKOKHaTa Cop6ex® Yectn
ThKaH Anonenus C Heu3BECTHA YECTOTA
O6pus"
Hapymenns Ha MyCKyJTHO-CKeJleTHaTa MycKyIHH cria3Mu Yectn
CHCTEMa U CheJMHHUTEIHATA ThKaH
OO HapymieHus: 1 epeKTH Ha MACTOTO | Peakium Ha MSCTOTO Ha Yectu
Ha IPUJIOKEHHE HMHXEKTHpaHe"

a
6

Buxre Touka ,,Onucanue Ha N30paHu HEXENaHU PeaKInuu‘

PanuTe B ycTaTa BKITIOYBAT MPEANIOYNTAHUTE TEPMUHU CTOMATHUT, SI3BU B YCTaTa, MEXYpH IO
JUraBUIIaTa Ha ycTara.

Cpp0Oesx BKIIOYBA NPEANOYUTAHUTE TEPMUHH FE€HEPATIM3UPaH ChbpOexK, ChbpOexk 1 chpOsIL
00OpUB.

OOpHBBHT BKIIIOYBA MTPEIIOYNTAHUTE TEPMUHH NAITYJIO3eH 00pHB, eKC(OINaTHBEH OOPHB,
epuTeMaTo3eH 00PHB, YPTUKAPHSI, MEXYPH.

Onucanue Ha I/I36DaHI/I HCEXCIIaHU pCaKIINn

Peaxyuu na msacmomo na unsicekmupane

B unTerpupanara 12-ceamuuHa rare00-kKoHTposinpana (haza Ha MpOoy4YBaHHUATA, HAOJIF01aBaHUTE
peakiMy Ha MSICTOTO Ha MHXKEKTHUpAHE ca JIEKU U Hali-uecTo npexoanu. Mma equn ciaydaid Ha
MPEyCTaHOBSBaHE Ha JICUCHUETO B TpyIlaTa Ha MAIlMEeHTUTe, MmorydaBamm qo3a /0 mg mopaau oOpus
Ha MSICTOTO Ha MHXKeKTUpaHe. Hail-uecTure peakunyu Ha MSICTOTO Ha MHXKEKTUPaAHE ca JIOKaJI3upaHa
Oorka, epuTeM U ChpOEK. bonkaTta Ha MACTOTO Ha MHKEKTHpPaHe 00MJaifHO OTMHUHABA B PAMKHTE Ha
1 vac cien npUITOKEHUETO.

Koorchu peaxyuu u peakyuu Ha c6pvXUYECHBUMENTHOCH

B unTerpupanara 12-cenMuyna miane00-KOHTpoaupaHa $asza Ha IpoydBaHUsITa ca HaOII0AaBaHH
HECEPHO3HU CIy4au Ha OOpUB, ChbpOEK M MOAYBaHE/OTOK, KOUTO B MIOBEUETO OT CIy4auTe ca JIeKH U He
BOJUAIT JI0 IPEYCTaHOBSIBaHE Ha JICUCHUETO.

B MOCTMAPKCTUHI'OBUS IICPUO Ca Ha6J'IIO,Z[aBaHI/I CJIyuau Ha aHa(l)I/IJ'IaKCI/ISI 1 aHTHOCCM.



Hmynocennocm
ITo Bpeme Ha ABoiHOCANIATA (Da3a Ha JICYCHHUE B KIIMHUYHUTE MTPOYYBAHUS YECTOTATa Ha 00pa3yBaHe

Ha aHTH-epeHyMab antutena e 6,3% (56/884) npu yuacTHuIMTe, MoMy4yaBany 103a 70 mg epeaymab
(3 ot xouTO MMaT IN Vitro HeyTpanu3upaina akTuBHOCT) U 2,6% (13/504) npu yyacTHHIHUTE,
nosyyasaniu 103a 140 mg epenymad (HUTO €IMH OT KOUTO HsAMa iN VItro HeyTpanu3uparia
aKTUBHOCT). B 0TKpHTO mpoyuBaHe, 10 256 ceMuUIIa OT JICYUSHHUETO, YeCTOTaTa Ha 00pa3yBaHe Ha
anTH-epenymab anturena e 11,0% (25/225) npu nanueHTHTe, KOUTO ca rmoirydaBanu camo 70 mg mim
camo 140 mg Aimovig mipe3 msu1oTo mpoyyBane (JIBaMa OT KOUTO UMart iN Vitro HeyTpaau3upaiia
akTHBHOCT). OOpa3yBaHETO Ha aHTH-epeHyMal aHTHTEIa HE OKa3Ba BIMSHUE BbPXY €(HUKACHOCTTA U
Oe3omacHoctTa Ha Aimovig.

C’I)06HlaBaHC Ha 110031 pPaHu HCXCJIaHU PCAKIINHN

Cro0miaBaHeTo Ha MOIO3UPAHU HEXKEIAHN PEAKIIUHU CIIe] pa3peliaBaHe 3a yrnorpeda Ha JeKapCTBEHUS
MPOAYKT € BakHO. ToBa MMO3BOIIsABA Ja MPOIBIDKH HAOIIOIEHIETO Ha CHhOTHOIIIEHUETO MOJI3a/PUCK 32
JICKapCTBEHUS NPOAYKT. OT MEIUIIMHCKUTE CIICITUAIMCTH CE U3UCKBA Jia ChOOIIIaBaT BCAKA
MOI03UPaHa HeXKeIaHa Peakins Ype3 HAIMOHAIHA CUCTEMa 33 ChOOIIaBaHe, IIOCOYCHA B

[punoxenne V.

4.9 TIlpemo3upane
He ca choO1ieHu cityuau Ha MpeIo3upaHe B KIMHUYHUTE IPOYYBaHMUS.

B ximHWYHATE TPOYYBaHMS Cca Ce MPUIIAralii MOAK0KHO 1031 10 280 mg 6e3 nanHu 3a
JI030JIMMUTHPAIIA TOKCHIHOCT.

B ciryuait Ha nipenio3upane, NaeHThT TPSAOBA Aa ce JEKyBa CHMITOMATHYHO U J1a ce TIpuIiarar
MOJUIBPKALN MEPKH, aKO € He00XO0IUMO.

5. ®APMAKOJIOTMYHU CBOMCTBA

51 ®@apmakoguHAMUYHH CBONCTBA

dapmakoTepaneBTU4Ha rpyna: AHanreTuny, antumurpenosnu npenaparu, ATC koa: N02CDO01

MexaHu3bsM Ha JEUCTBUE

EpenymMa0 e 40BemKo MOHOKJIOHATHO aHTHTSUIO, KOETO C€ CBBbP3Ba C PEIEeNTOpa 3a KaJIUTOHNH I'eH-
cebp3anus nentun (CGRP). Penentopst Ha CGRP e nokanu3upad Ha MecTa, KOUTO UMAT OTHOIIICHUE
KBbM MaTO()U3NOJIOTHATA HA MUTPEHAaTa, KAKbBTO € TPUTeMHHANHUAT ranriuil. Epenymab akTuBHO 1
cneun¢uuno ce koukypupa ¢ CGRP 3a cBpp3Bane ¢ peuentopa u naxudupa ¢pynkuusta Ha CGRP
perenTopa, KaTo HiAMa 3HaYrMa aKTHBHOCT 110 OTHOIIIEHHE Ha JIPyTrUTe CyOTHUIIOBE OT (haMUIIHsATa Ha
KaJIUTOHUHOBUTE PELENTOPH.

CGRP e HeBponenTHi, KOWTO MOAYJIMpa HOLMIICIITUBHATA CUTHAIU3AIUs, TOM € U Ba30IUIaTaTop,
KOWTO € CBbP3aH C Maro(u3noIorksTa Ha MUTpeHara. 3a pasjinka OT JAPYTH HEBPOIEITHIN, HUBAaTa HA
CGRP ce noBumaBart 3Ha4uMO IIPH MUTPEHA M CE BPBIIAT 10 HOPMATHUTE CTOHHOCTH C OTHIYMSIBaHE
Ha riiaBobonuero. MarpaBeHo3HaTa nHdy3us Ha CGRP npeau3BukBa MUTPEHONOI00HO TIaBOOOIHE
IpH TAIUEHTHUTE.


http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

Wuxubupanero Ha epektute Ha CGRP Moke TeopeTHUYHO Aa 0Tcaadu KOMIICHCaTOpHaTa
Ba3oIMIIATAIIMS TP 3200JsIBaHUs, CBhP3aHU ¢ ucxemus. [IpoyuBaHe oreHsBa edekra oT
MPUJIOKEHUETO HA SAMHUYHA MHTPAaBEHO3HA J103a Aimovig 140 mg mpu y4acTHUIIM ChC CTa0MITHA
CTCHOKapAHs MPH KOHTPOJIMPAHO (PU3NUIECKO HaToBapBaHe. HabrogaBanaTa mpoIbKUTEITHOCT Ha
yrpaxHeHusTa npu Aimovig e mogo0Ha Ha Ta3u npH wianedo u Aimovig He BIIOIIaBa MUOKapIHATA
UCXEMUS TIPU TE3H MAIUCHTH.

Kinnanuna edbukacHocT n 6€30acHOCT

Aimovig (epeHymab) € OLIeHEeH KaTo CPEICTBO 3a MPOPHIAKTUKA HA MUTPEHA B IBE OCHOBHH
Mpoy4BaHusl, 00XBalIAIM CIEKTHPa OT NPOSIBH NIPY XPOHUYHA U €MU301u4Ha MUTpeHa. [lanuenture,
BKIIFOUEHH B JIBETE MPOYYBAHUS, IMAT MOHE |12-MeceyHa aHaMHe3a 32 MUTpeHa (cbe wim 6e3 aypa),
CBIIIACHO IMATHOCTHYHHUTE KPUTEpUH Ha MexayHapoaHaTa KiacupuKanys Ha BUAOBETE TIaBodone
(International Classification of Headache Disorders, ICHD-I11). M3kmoueHu ca naueHTHTE B
CTapuecka Bb3pacT (>65 roanHu), MalUeHTUTe C MPeKoOMepHa yrnoTpeda Ha ONMMOUAN OT IPOYYBAHETO
IIpY XpOHMYHA MUTPEHA, IALMEHTHUTE C IIPEeKOMepHa yrnoTpe0a Ha JIeKapcTBa OT IPOYUBAHETO IPHU
enu30JMYHa MUTPEHA, a CHIIO U MAUEHTHUTE C TPEANIeCTBAI MHOKapACH HHPAPKT, HHCYIIT,
TPaH3UTOPHU UCXEMUYHHU aTaKu, HECTAOMIIHA CTEHOKAapAMs, C IOCTAaBeH KOPOHAPEH apTepHajICH
Oaiinac niM Apyra npoueaypa 3a peBacKynapu3anus B paMKuTe Ha 12 Mecena npenu CKpUHUHTA.
[MaumenTHTe € 01O KOHTpONKpaHna xunepronus 1 UTM >40ca uzkimodenu ot [Ipoyusane 1.

Xponuuna muepena

Ipoyusane 1

Epenyma0 e olileHeH KaTo MOHOTepanus 3a Npo(UiIakTHKa Ha XpOHUYHA MUTPEHA B PAaHIOMU3UPAHO,
MHOTOLIEHTPOBO, 12-CeIMUYHO, MIane00-KOHTPOIUPAHO, TBOWHOCIISIO IPOYYBAHE IPH MALIUCHTH,
CTpajally OT MUTPEeHa Cbe Wi Oe3 aypa (>15 aHu ¢ rmaBobonue MeceyHo ¢ >8 THU ¢ MUTPEHA
MECEYHO).

667 manmeHTH ca paHIOMU3UPAHH B ChOTHOMIEHHE 3:2:2 1a nosydasar miane6o (n = 286) wim 70 mg
(n =191), unu 140 mg (n = 190) epenymad, kato ca crpaTuUIMPaHH Bb3 OCHOBA HA HAJIMYUETO HA
npeKkoMepHa yrmoTpeba Ha JIeKapCTBa 32 CHMIITOMATHYHO JieueHue Ha riaBobosue (Hammura mpu 41%
OT BCUYKH TaeHTH). Ha manpeHTuTe € mo3BoJICHO J1a PUEeMAaT JIEKapCTBa 3a CHMITTOMATHYHO
JieueHHEe Ha TJIaBOOOJIHE TI0 BpEME Ha MPOYYBAHETO.

JemorpadckuTe XapaKTEepUCTHKN M XapaKTEPHCTHKHUTE Ha 3a00JIIBAaHETO HA M3XOAHOTO HUBO Ca
OayaHCHpaHU U CPaBHHMH MEXIy paMeHaTa B Ipoy4BaHeTo. [lalMenTuTe nmat Meinana Ha
BB3pactTa 43 rogunan, 83% ca xenu 1 94% ca ot Osmara paca. CpeHarta yecToTa Ha IPUCTHIIUTE Ha
MUTPEHa Ha U3XOJHO HUBO € Mpubnu3uTenHo 18 nuu ¢ murpena Meceuno. Kato 1suo 68% we ca ce
HOBJIMSUTM OT €THO MJIM TIOBEYE MpPEALIeCTBAIIN (papMaKoTepanuy 3a NpopHiIakKTHKa Ha MUTPEHa
THIOpaJIy JIUIIca Ha epUKACHOCT I JIOIIa HOHOCUMOCT, a 49% He ca ce HOBIHSIIN OT JIBE WM [OBEYE
npeiiecTsaiy GpapMakoTepanun 3a NpopHIaKTHKA HA MUTPEHA TIOPaJIn JIKIca Ha e(UKACHOCT HITH
noma nonocumoct. 0610 366 (96%) nanuenTn B pamMeHara Ha epeHymad u 265 (93%) nauueHnTtu B
paMoTO Ha 1Ianedo 3aBbpIIBaT IPOYyYBAHETO (T.€. OMBAT OLIEHEHH Ha cenmuna 12).

HabmionaBa ce HamasieHne Ha cpeiHUs OpOil Ha THUTE C MUTPEHA MECEYHO B CpaBHEHHUE ¢ u1anedo ot
Mecell | mpu aHanM3a 1o Mecely, a P NpocyeIIBaHeTO IPY aHaIHu3 [0 CEAMUIIM ce HabJro1aBa
nosiBa Ha e(eKT OT epeHyMad OT IbpBaTa CeMHIIA Ha TIPUIIOKEHHE.



®@urypal IIpomsiHa cpsiMO U3XOHOTO HUBO B JHUTE C MUTPEHA MECEYHO ¢ TeUeHHe Ha
BpemeTo B IIpoyuBane 1 (BK/JIHYHTETHO MbPBUYHATA KpaiiHA TOYKA HA Mecell 3)
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Tadoauua 2 TIpomsiHa B e(pUKACHOCTTA CHPSIMO M3XOAHOTO HUBO M CHOOLIEHHTE OT MALHeHTUTE
pe3yatatu Ha ceamumna 12 B IlpoyuBane 1

Aimovig Aimovig Inaue6o TepaneBTHYHA P-CTOHHOCT
(epenymad) (epenyma6) (n=281) pasiuka
140 mg 70 mg (95% CI)
(n=187) (n=188)
Pe3yarartu 3a ebpukacHoct
JAMM
CpemHa mpoMsiHa -6,6 -6,6 -4,2 nBere -2,5 JIBETE
(95% Cl) (-7,5; -5,8) (-7,5; -5,8) (-4,9; -3,5) (-3,5; -1,4) <0,001
W3zxonHo HuBo (SD) 17,8 (4,7) 17,9 (4,4) 18,2 (4,7)
>50% AMM
pecrnioHepu JIBETE
Iporent [%] 41,2% 39,9% 23,5% n/a <0,001*"
>75% MM
pecrnoHepu
IIpouenrt [%] 20,9% 17,0% 7,8% n/a n/a®
Bpoii 1uu Mmece4Ho,
npe3
KOWTO ¢a MpueMaHI
cneuugpuyHu
JIeKapcTBa 3a 70 mg: ZIBETE
CHMITOMATHYHO -1,9 (-2,6; -1,1) <0,001*
JieYeHHne Ha -4,1 -3,5 -1,6 140 mg:
MHIpPeHa (-4,7; -3,6) (-4,0; -2,9) (-2,1;-1,1) -2,6 (-3,3; -1,8)
CpenHa nmpoMsiHa
(95% Cl)
W3zxonHo uBo (SD) 9,7 (7,0) 8,8 (7,2) 9,5 (7,6)
Cb0011eHH 0T NAIMEHTUTE U3MEPUTEIH HA pe3yJiTara
HIT-6 70 mg:
CpennHa npoMsiHa® -5,6 -5,6 -3,1 -2,5(-3,7;-1,2) n/a®
(95% Cl) (-6,5; -4,6) (-6,5; -4,6) (-3,9;-2,3) 140 mg:
-2,5(-3,7;-1,2)
MIDAS o061 70 mg:
Cpenna npomsiHa® -19,8 -19,4 -7,5 -11,9 (-19,3; -4,4) n/aé
(95% ClI) (-25,6; -14,0) (-25,2; -13,6)  (-12,4;-2,7) 140 mg:

-12,2 (-19,7; -4.8)

Cl = mosepurenen uarepsain; JJMM = nau ¢ murpena meceuno; HIT-6 =Tect 3a moBnusBaHe Ha TTIaBOOOIHETO,
Headache Impact Test; MIDAS = Ouenka Ha npu4rHEHa OT MUrpeHa Hepabotocniocobrnoct, Migraine Disability
Assessment; n/a = HEMPHUITOKUMO.

a [Tpu BTOpHYHUTE KPaiHN TOYKH BCHYKH P-CTOWHOCTH C€ ChOOIIaBaT KaTO HEKOPUTHUPAHH P-CTOMHOCTH U
ca CTaTHCTUYECKU 3HAUYNMH CJIe]] KOPUTHPAHE 32 MHOXKECTBEHH CPAaBHEHHSI.

3a eKCIUIOPaTOPHUTE KPAHHU TOYKH HE ca MPEACTaBEHH P-CTOHHOCTH.

ITpu HIT-6: TIpoMsiHaTa M HAMAJICHUETO CIPSIMO M3XOJAHOTO HUBO Ca OIIGHEHH MPe3 MOCIIEAHUTE

4 cenmuny Ha 12-ceaMuyHarta ABoWHOCIsNA TepaneBTHYHa (a3za. [Ipu MIDAS: IIpomMsiHara u
HaMaJICHHETO CHPSMO M3XOJHOTO HUBO Ca OIIEHEHH B IPOIBDKeHKE Ha 12 cenmumu. 3a ch0MpaHe Ha
JAHHHUTE € M3II0JI3BaH Meproj 0T 3 Mecela.

P CTOMHOCTTA € N34MCIEeHa Bb3 OCHOBA HA OTHOLICHHUETO HA IIAHCOBETE.
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[Ipu nanpeHTHTE € HEYCIeX OT €/IHA WK MoBeve (hapMakoTepaIuy 3a NpoQHIaKTHKa Ha MUTPCHA,
HaOJI0/JaBaHaTa TEPANleBTUYHA Pa3JIMKa 10 OTHOIIICHUE Ha HaMalleHUE Ha JIHUTE C MUTPEHA MECEYHO
(AMM) mexny epenymad 140 mg u turane6o e -3,3 nuu (95% CIL: -4,6; -2,1), a Mmexay epeHymad

70 mg u wiane6o e -2,5 gau (95% CIL: -3,8; -1,2). [Ipu nanueHTHTE C HEYCIEX OT JIBE WM [TOBEYC
dapmakoTepanuu 3a TpoQUITAKTHKA Ha MUTPEHA, TeparieBTUIHaTa pa3nuka e -4,3 mau (95%

Cl: -5,8; -2,8) mexny 140 mg u rnane6o, u -2,7 aau (95% CI: -4,2; -1,2) mexny 70 mg u miane6o.
ChI110 Taka UMa MO-TOJISIM TIPOIICHT YYACTHHUIH, JIEKYBAHU C €PeHyMa0, KOUTO ca MOCTUTHAIN TIOHE
50% namainenue Ha JIMM B cpaBHEHHE ¢ TUIaNe00, PYU MANUEHTUTE C HEYCIIEX OT ¢IHA WIJIH MTOBEUC
¢dapmakorepanuu 3a npodunaktuka Ha MurpeHa (40,8% 3a 140 mg; 34,7% 3a 70 mg cnpsimo 17,3% 3a
miaine0o0), ChC ChOTHOIICHUE Ha mancoBeTe 3,3 (95% CI: 2,0; 5,5) 3a 140 mg u 2,6 (95% CIL: 1,6; 4,5)
3a 70 mg. [Ipn manueHTUTE C HEYCIEX OT JBE WU MoBede (papmakoTepanuu 3a mpopHIakTHKa Ha
mMurpeHa npoueHTsT € 41,3 % 3a 140 mg u 35,6% 3a 70 mg cupsamo 14,2% 3a muratie6o cbe
CHOTHOIIICHUE Ha MaHCoBeTe ¢hoTBETHO 4,2 (95% CI: 2,2; 7,9) 1 3,5 (95% CI: 1,8; 6,6).

[Mpubnuzutento 41% ot narMeHTUTE B MPOYYBAHETO UMAT MPEKOMEpHa yroTpeda Ha JISKapCTBa.
HabnronaBanara TepaneBTHYHA pa3iuka Mexay epeHymad 140 mg u mnane6o u Mexay epeHymad

70 mg u miane6o 1Mo OTHOIIEHHE Ha HamassiBaneTo Ha JIMM nipu Te3u nanuentH e -3,1 nau (95%

Cl: -4,8; -1,4) u B 1BaTa ciy4as, KakKToO ¥ 10 OTHOIIEHHE Ha HAMAIABAHETO HA THHUTE, B KOUTO CE€
npueMar crenupHIHE JeKapcTBa 3a CHMITOMATHYHO JieueHrne Ha Murpena ¢ -2,8 (95% Cl: -4,2; -1,4)
3a 140 mg u -3,3 (95% CI: -4,7; -1,9) 3a 70 mg. B rpymnara Ha epenymab ¥Ma 1mo-BHCOK ITPOIICHT
HalUeHTH, KOUTO ca nmocturaanu none 50% namanenue Ha JIMM crpsimo tuarne6o (34,6% 3a 140 mg,
36,4% 3a 70 mg cupsimo 17,7% 3a maane6o), ¢he ChOTHOIIIEHHE Ha MaHCcoBeTe ChoTBETHO 2,5 (95%
Cl: 1,3;4,94) u 2,7 (95% CI: 1,4; 5,2).

EdukacHocrtra ce moaappka 10 1 roguHa B OTKPUTOTO MpobkeHue Ha [IpoyuBaHe 1, mpu KoeTo
nanueHTute nosy4yasar 70 mg w/unu 140 mg eperymad. 74,1% oT manmeHTUTE 3aBbPIIBAT
52-ceqmMuuHOTO npoabrkeHne. COOpeH aHaIU3 Ha JaHHWUTE MPH JBETE A03H I10Ka3Ba HaMaJIeHHE
ot -9,3 JIMM criex 52 ceqMHUIA CIIPSIMO U3XOJHOTO HUBO B OCHOBHOTO Mpoy4BaHe. 59% ot
MAIUEHTHTE, 3aBBPIINIIN MpoyuBaHeTo mocturat 50% oTroBop Mpe3 MOCIeTHUS Mecell OT
POY4BaHETO.

Enuzoouuna muepena

IIpoyusane 2

Epenymab e orieHeH 3a npoduiiakTuKa Ha eri30IHYHa MUTPEHa B PAaHIOMU3UPAHO, MHOTOLICHTPOBO,
24-ceIMUYHO, T1a1e00-KOHTPOIUPAHO, TBOHHOCIISIO POYYBAHE MPU MAIMEHTH, CTPAIAIIH OT
MHTpeHa che Wwin 0e3 aypa (4-14 mHu ¢ MUTpEeHa MECEYHO).

955 mareHTyr ca paHaomMu3upanu B crotHomenue 1:1:1 na momyuasar 140 mg (n = 319) wiu 70 mg
(n = 317) eperymab wiu mare6o (N = 319). Ha marnmeHTHTe € MO3BOJICHO J1a IPHeMar JiekapcTa 3a
CHUMIITOMaTHYHO JICYEHHE Ha TI1aBO0OJIME 10 BpeMe Ha IPOYYBAHETO.

Jemorpadckure xapakTepUCTUKH XapaKTEPUCTHKHUTE Ha 3a00JIIBAHETO HA H3XOTHOTO HHBO Ca
OanaHCcHpaHU U CPaBHUMHU MEXJIy paMeHaTa B IpoyuBaHeTo. [lanmeHTuTe vMaT MeinaHa Ha
BB3pacTTa 42 rogunau, 85% ca xenu u 89% ca ot Osanara paca. CpegHara yecToTa Ha IPUCTHITH HA
MHUI'PEHA Ha U3XOJHOTO HUBO € MPHOIM3UTETHO 8 qHHU ¢ MurpeHa Meceuno. 0610 39% ca umanu eiaHa
WY TIOBEYE HEYCIIEIIHH MpeIIIecTBaIM (hapMaKkoTeparuu 3a NpoQHIakTHKa Ha MUTPEHA ITOpaIn
JMIIca Ha epUKACHOCT MM Jioma moHocuMocT. O6mmo 294 nammentu (92%) npu 140 mg,

287 narmentu (91%) npu 70 mg u 284 nanuentu (89%) B pamoTo Ha ruianedo ca 3aBbpIININ
JIBOMHOCIsMaTa ¢a3a.

[TanuenTute, IeKyBaHU ¢ epeHyMal, UMaT KIMHUYHO 3HAYUMO U CTATUCTHUYCCKU 3HAYMMO HaMAaJICHHE
CIIPSIMO U3XOJHOTO HUBO B YECTOTATA HA JJHUTE C MUTPeHa OT Mecel 4 1o mecerr 6 (Purypa 2) B
CpaBHEHHE C MAIMEHTHUTE, TprUeMaIn mianedo. Pasnukure cripsMo 1wianebo ce HaOIroaaBaT OT
Mecerl] 1 HaTaThK.
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®urypa 2 TIpomMsiHa CIIPSIMO M3XOJHOTO HUBO B GPOsSI HA THMTE ¢ METPEHA MECEYHO ¢ TeYeHHe
Ha Bpemerto B [TpoyuBane 2 (BKJIIOYHTEIHO MbPBUYHATA KPAHA TOYKA NPe3 Mecell
4,5 u 6)

~+— [Inanebo
=a= Epenyma0 70 mg
-®&- Epenymab 140 mg

Change in Monthly Migraine Days

Hsxoano uuso Mecen |1 Mecen 2 Mecen 3 Mecen 4 Mecen 5 Mecen 6

Change in Monthly Migraine Days = [IpoMsiHa B IHUTE C MHTPEHA MECEYHO
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Ta6auna 3 I[IpomsiHa CIPSIMO U3X0AHOTO HUBO B e()MKACHOCTTA M CHOOLIEHUTE OT MALMEHTHTE
pe3yaratu Ha ceamuna 13-24 B [IpoyuBane 2

Aimovig Aimovig IL1anedo TepaneBTHYHA p-cToitHOCT
(epenyma6)  (epenyma®) (n=316) pasimka
140 mg 70 mg (95% ClI)

(n = 318) (n=312)

Pesyararu 3a epukacHocrt

TIMM

CpenHa npoMsiHa -3,7 -3,2 -1,8 70 mg: -1,4 (-1,9; -0,9) JIBETE
(95% ClI) (-4,0; -3,3) (-3,6;-2,9) (-2,2;-1,5) 140 mg: -1,9 (-2,3; -1,4) <0,0012
HW3xoaH0 HEBO (SD) 8,3 (2,5) 8,3 (2,5) 8,2 (2,5)

>50% AMM
pecnongepu IBETE
[Tpouent [%] 50,0% 43,3% 26,6% n/a <0,001&"

>75% MM
pecnonepu
IMpouenT [%] 22,0% 20,8% 7,9% n/a n/a®

Bpoii 1uu MmeceuHo,

npe3

KOHTO ca mpueMaHu

cnenupuyHu

JIeKapcTBa 3a

CHMITOMATHYHO 70 mg: -0,9(-1,2; -0,6) JIBETE
JIeUYeHue Ha -1,6 -1,1 -0,2 140 mg: -1,4 (-1,7; -1,1) <0,0012
MHIpPeHa (-1,8;-1,4) (-1,3;-0,9) (-0,4; 0,0)

Cpenna mpoMsiHa

(95% CI)

W3zxoau0 HEBO (SD) 3,4 (3,5) 3,2 (3,4) 3,4 (3,4)

Cn00I1IIeHH 0T NAIMEHTHTE H3MEPHTEJIHN HA pe3yJTara

HIT-6
Cpenna npoMsiHa® -6,9 -6,7 -4,6 70 mg: -2,1 (-3,0; -1,1) n/a®
(95% CI) (-7,6;-6,3)  (-7,4,-6,0)  (-53;-40) 140 mg: -2.3 (-3.2, -1.3)

MIDAS

(MoaupuuMpaH)

06]_“0 n/a.6
CpemHa mpomsiHa® -7,5 -6,7 -4,6 70 mg: -2,1 (-3,3; -0,9)

(95% CI) (-8,3,-66)  (-7,6;-59)  (-55;-3,8) 140 mg: -2,8 (-4,0; -1,7)

CI = moBepureneH uarepsai; JMM = nau ¢ murpena meceuno; HIT-6 = Tect 3a BmustHHEE Ha TTTaBOOOIHETO,
Headache Impact Test; MIDAS = OueHka Ha mpu4rHEHATa OT MUTpeHaTa HepaboTocmnocobHoct, Migraine
Dlsablllty Assessment; n/a = HENPHIOKUMO.

[Tpu BropryHHTE KpallHM TOYKH BCHYKH P CTOMHOCTH Ce ChOOIIaBaT KaTO HEKOPUTHUPAHU P-CTOHHOCTH 1
ca CTaTHCTUYECKU 3HAUYNMH CJIe]] KOPUTHUPaHe 32 MHOXKECTBEHH CPaBHEHUS.

3a eKCIUIOPaTOPHUTE KPAHHU TOYKH HE Ca MPEACTaBEHH P-CTOHHOCTH.

ITpu HIT-6: [IpomsiHaTa 1 HAMaJICHUETO CIPAMO U3XOIHOTO HUBO Ca OLIEHEHHU IPe3 MOCIETHUTE

4 ceqmuiy Ha 12-ceqmuyHaTa ABOIHOCATA TepaneBTHYHA (aza. [Ipu MIDAS: [IpomsHaTa u
HaMaJICHHETO CIPSMO M3XOAHOTO HUBO Ca OIICHEHH B MPOIBbJDKEHNE Ha 24 ceqMuIld. 3a chOupaHe Ha
JAHHUTE € U3IO0J3BaH rnepuox ot 1 mecer.

P CTOHHOCTTA € M34KCIIeHa Bb3 OCHOBA HA OTHOIICHHETO Ha IIAHCOBETE.

[pu nanueHTHTE ¢ HEYyCMeX OT €/IHA WK MoBede (hapMaKoTepaIuy 3a Npo(UIakTHKa Ha MUTPEHA
HaOJIrF01aBaHaTa TePareBTUYHA PA3JIMKa IO OTHOIICHUE HA HaManeHue Ha JIMM Mmex iy epenyMad
140 mg u mrane6o e -2,5 (95% CI: -3,4; -1,7), a mexxay eperymab 70 mg u mrare6o -2,0 (95%

Cl: -2,8; -1,2). CpI1o Taka ¥Ma IO-TOJIsIM TIPOIIEHT YYACTHHUIH, JIEKYBAHN C €peHyMab, KOUTO ca
nocturaany noue 50% namanenue Ha JIMM B cpaBrenue ¢ miane6o (39,7% 3a 140 mg u 38,6% 3a
70 mg, cve chOTHOIICHHE Ha maHcoBeTe ¢hoTBeTHO 3,1 [95% Cl: 1,7; 5,5] u 2,9 [95% CI: 1,6; 5,3]).
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EdukacnoctTa ce monappka 10 | roguHa B 4acTTa ¢ aKTUBHO MMOBTOPHO PaHIOMH3HpAHE Ha
[IpoyuBane 2. B akTuBHaTa TepaneBTuuHa (aza (ATD) manueHTUTE ca MOBTOPHO PAHAOMU3UPAHHU Ja
nonyuaBat 70 mg nwim 140 mg epenymad. 79,8% 3aBBpIIBAT LSIIOTO NPOYUBAHE C MPOIBIDKUTEITHOCT
52 cenmunu. HamanenueTo Ha THUTE ¢ MUTPEHA MECEYHO OT U3XOJAHOTO HUBO JI0 ceamuna 52 e -4,22
B rpynara B AT® cbe 70 mg u -4,64 nuu B rpynata B AT® cwe 140 mg. Ha cenqmuna 52 mporeHTsT
Y4YacTHUIM, HOCTUrHAIH >50% Hamanenue Ha JIMM cnpsamo nzxoanoto HuBo € 61,0% B rpymnata B
AT® cbe 70 mg u 64,9% B rpynara 8 AT® cbe 140 mg .

Jlvazocpouno npocredseauso npoyysame

Crnen mame0o KOHTPOJIMPAHO Mpoy4uBaHe, 383 MalMeHTH NPoabbKaBaT B OTKpUTA (da3a Ha JICUCHHE B
NPOIB/DKCHUE HAa 5 TOMHM, KaTO IMbPBOHAYAIHO ca monyvaBanu /0 mg epenymad (Meauana Ha
excriosunus: 2,0 ronunn), ot kouro 250 mareHTy ca yBeanyuin go3ara cu 10 140 mg (Meauana Ha
eKCIO3HIS: 2,7 rogunmn). 214 ca 3aBspUIMIN OTKpUTaTa (pa3ara Ha JIEUEHHE C IPOIbIIKEHIE

5 ronunu. Ot 383 marrentu, 168 (43,9%) ca npekpaTuiv Kato Hai-4yeCTUTE MPUYMHH Ca O JKeJIaHUe
Ha narenta (84 manmentn; 21,9%), nexxenanu croutrs (19 marmenty; 5,0%), 3arybenn 3a
npocneassane (14 nmanuentu; 3,7%) u nunca Ha edukacnoct (12 naumenty; 3,1%). Pesynrature
MOKa3BaT, e e()MKaCHOCTTA Ce 3ama3Ba JI0 S TOAMHH B OTKpUTaTa (Da3a Ha JICYeHHE Ha MPOYIBAHETO.

IlegpnaTpyyHa monyJiamus

EBpomneiickaTa areHnns o JekapcTBaTa oTiara 3aIbJDKEHUETO 3a IPEAOCTABSIHE HA PE3YJITaTUTE OT
npoyuBanusTa ¢ Aimovig 3a npouiiakTHka Ha MUTPEHA B €THA WJTU [TOBEYE MOArPYIHU Ha
neauatpuyHara nomysamus (Bx. Touka 4.2 3a nHpopMaIus OTHOCHO yrioTpeba B eANaTpHsTa).

5.2 ®apmakoxkuHeTHYHH CBOWCTBA

Epenymab nma HenmuHeliHa KMHETHKA B pe3ynTar Ha cBbp3BaHeTo ¢ CGRP-R penentopa. HezaBucumo
OT TOBA, ITPH TEPATNIEBTUYHU /1031 (hapMaKOKMHETHKATA HAa epeHyMa0, ciie]l MOAKOKHO MPUI0KEHUE Ha
BCekH 4 ceMUIIM, € IPSAUMHO JIMHEHHA Topaay HacuiaHe Ha cBbp3BaHeTo ¢ CGRP-R. [ToakoxHOTO
npujiokenue Ha j103a 140 mg Beaubxk MeceyHo U Ha 70 mg BEIHBK MECEYHO IPH 31APaBU JOOPOBOJIIIH
BoM 710 cpesHa Cmax (cTanmaptHo oTkioHenue [SD]) cwvorserno 15,8 (4,8) pug/ml u 6,1 (2,1) pg/ml, u
cpenna AUC s (SD) cwotBetHo 505 (139) men*pg/ml u 159 (58) nen*pg/ml.

Ha6moz[aBa CC IMMO-MAJIKO OT ABYKPATHO KYMYJIMPAHC Ha Hali-HUCKaTa CCPpYMHa KOHIICHTpAIusA CJICq

MOJIKOKHO NpriIokeHne Ha no3a 140 mg Ha Bceku 4 ceaMuId, a Hali-HUCKATa CEpyMHA KOHIIEHTPAIUS
JIOCTUTa CTAITMOHAPHO CHCTOSHUE el 12-CeAMUIHO TIPUIIOKECHHIE.

Abcopbuus
Cren npunarane Ha eJUHAYHA TOAKOXHA 1032 140 mg vu 70 Mg epeHyMad IpH 37[paBu Bh3pacTHH,

MejIaHaTa Ha MMKOBaTa CepyMHa KOHIIEHTpaIus ce Joctura 3a 4 mo 6 mHu, a ouakBaHaTa abCOIIOTHA
onoHanmyHocT € 82%.

Pasnpenenenue

Cren emuaryHa HHTpaBeHo3Ha g03a 140 mg cpeanust (SD) obem Ha pasmpeeneHue mo BpeMe Ha
tepmuHaiHara dasa (Vz) ce ouaksa ma 6b1e 3,86 (0,77) 1.

Buorpanchopmarms/ EnuMuanpane

Habmronasat ce nBe da3u Ha enuMUHUpPaHe Ha epeHyMa0d. [Ipu HUCKM KOHIIEHTPAIIUN eTUMUHHPAHETO
€ MpeIMMHO upe3 cBbp3Bane ¢ npuiennus perentop (CGRP-R), npu koeTo HacThNBaA HacHINaHe,
JTIOKATO IPH HO-BUCOKH KOHIICHTPAIIMH STMMHUHUPAHETO Ha epeHyMal ¢ MPeaUMHO 110 HecrenupruieH
mpoTeoauTHYeH mbT. [1o BpeMe Ha Meproia Ha MpuiIarane epeHyMad ce eTMMUHAPa MPEAUMHO 110
Hecnenu(uueH MPOTESONUTHYCH BT C €(DEKTHBEH MOMYKUBOT 28 JTHU.
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CrenuaiHy onyJIaIuu

Hayuenmu ¢ 6vbpeuno yepescoane

TlamuenTH ¢ TexKa cTened Ha 60peuno yBpexaane (EGFR <30 ml/min/1,73 m?) ue ca npoy4sanu.
[Tpu nonynannoneH GpapMakOKWHETHYCH aHAIN3 HAa HHTETPUPAHUTE JJaHHHU OT KIMHUYHUTE
npoyuBanus ¢ AiMoVig He ¢ ycTaHOBEeHa pa3iiuKa BbB (hapMaKOKHHETHKATA Ha epeHyMald mpu
NALUCHTHUTE C JICKAa WM YMEpeHa CTENeH Ha 0bOpevHO YBpEKIaHe B CPAaBHEHHE C TE3H C HOPMaJIHa
0n0peuna GpyHkuus (BXK. Touka 4.2).

Hayuenmu ¢ wepHodpobHO yepesicoane

He ca npoBexxaanu npoy4yBaHUs MMPU MANUEHTH ¢ YSPHOPOOHO yBpexkaane. Epenymal, kaTo
YOBEIIKO MOHOKJIOHAIHO aHTUTSIO, HE ce MeTabou3upa oT [uroxpoM P450 eH3uMuTe u
YEPHOAPOOHUAT KIMPHHC HE € OCHOBHUAT ITBT HA OUMCTBaHE Ha epeHyMab (Bxk. Touka 4.2).

5.3 IlpeakJuHUYHU TaHHH 32 0€30MACHOCT

HexnuHuuHuTe JaHHY HE MMOKa3BaT 0coOEH PHCK 3a Xopa Ha 06a3aTa Ha KOHBECHIIMOHAHUTE
(bapMaKoJIOrMYHM NPOYYBaHUS 32 OE30MACHOCT, MPOYUYBAHMSA 32 TOKCHYHOCT P MHOTOKPATHO
IpuiIarase, penpoayKTUBHA TOKCHYHOCT M TOKCHUYHOCT 32 Pa3BUTHETO.

He ca npoBexnaHu mpoy4BaHus 3a KaHIEPOTEHHOCT ¢ epeHyMad. Epenymab He e hapmakosoruaHo
aKTUBEH MpH rpu3avd. MiMa 6GMoJI0rHyHa akTHBHOCT MPHU JBJITOOIAIIATH MaKalld, HO TO3H BH HE €
MOIXOJISIIIT MOJICN 32 OIICHKA Ha TYMOPOTEHHUS PUCK. MyTareHHUAT MOTCHIIMA HA epeHyMal He €
OLICHSIBaH; HE3aBUCHMO OT TOBA, HE CE OYaKBa MOHOKJIOHAJTHUTE anTHTena na npomensart JJHK wiu
XPOMO30MHUTE.

B npoy4BaHus 32 TOKCHYHOCT NP MHOTOKPATHO MpHJIaraHe He ca HaOJI0aBaHu HeXelaHu eekTn
IPH I0JI0BO 3peniu MaitMyHH, nostydasamiu 10 150 mg/Kg moakoxHo ABa MbTH CEIMUYHO B
NPOABIDKEHUE Ha /10 6 Mecena pu cucTeMHa ekcrno3uius 10 123 bty u 246 IbTH [10-BUCOKA OT Ta3H
NpY KIMHUYHATA 1032 choTBETHO 140 mg u 70 MQ, mpuitokeHN Ha BCEKH 4 CEIMUIIN, Bb3 OCHOBA Ha
cepymuara AUC. CaI1io Taka B Te3u IPOYYBaHUs HE € MMaJIo HeXeIaHu e()EeKTH 10 OTHOIIIEHUE Ha
CypOraTHUTE MapKepu Ha ¢pepTuauTeTa (AaHATOMUYHN WM XMCTONATOJIOTHYHU IPOMEHH B
PENpOAYKTUBHUTE OPTaHH).

B penpoaykTHBHO IpOyYBaHe MPH JIBJITOONAIIATH MAaKaIK HE Ca yCTAHOBEHH €(PEKTH 110 OTHOIICHHE
Ha OpeMEeHHOCTTa, eMOPHO-(PETATHOTO U MOCTHATATHOTO Pa3BHUTHE (10 6-MecevHa Bb3pacT) Mpu
NPUIOKEHUE Ha epeHyMal 1o BpeMe Ha OpEeMEHHOCT IPpY HUBA Ha €KCIIO3HIUS MPHONIM3uTeHO 17
O6TH ¥ 34 THTH [0-BUCOKHU OT MMOCTUTHATHTE MPH MAIlMEHTHUTE, MOJTyYaBald epeHymMad npu cxema Ha
npuiarane cboTBeTHO 140 mg u 70 mg Ha Bceku 4 cenmunu Bb3 ocHoBa Ha AUC. Tlpu HoBOpoaeHu
MaMyHH TIPU pakJaHETO ca HAOJIF0IaBaHU U3MEPUMH CEPYMHH KOHIICHTPAIIUK Ha epeHyMal, KOEeTo
MOTBBPXKIaBa, 4e epeHyMa0d, kakTo u JApyru 1gG anTurena, npeMiHaBa IamneHTapHara oapuepa.
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6. DAPMAIIEBTUYHHU JAHHU

6.1 Cnucbk HAa IOMOIIHHUTE BeLIECTBA
3axapo3a

ITonucop6at 80

Hatpuer xumpokcun (3a kopurupane Ha pH)
Jlenena oneTHa KHCEIMHA

Bopa 3a nmxexinmn

6.2 HecbBMecTHMOCTH

[Tpu nunca Ha MpOyYBaHUs 32 HECHBMECTHMOCTH TO3H JICKAPCTBEH NPOJIYKT HE TPAOBa J1a ce cMecBa ¢
JIPYTH JEKapCTBEHU MPOTYKTH.

6.3 Cpok Ha rogHocT
3 roguH"
6.4 ChnenmnaJHu ycJI0BUS HA CbXpaHeHHUe

[IpenBapuTeIHO HATBJIHEHA CIPHUHIIOBKA

Ia ce coxpanssa B xmaauaauk (2°C - 8°C). [la He ce 3ampassiBa.

ChxpaHsBaiiTe MpeIBapUTEITHO HAITBITHEHATA CIIPUHIIOBKA B KAPTOHEHATA OTMIAKOBKA, 32 1A Ce
Mpe/na3u OT CBETINHA.

Cren xaTo ce M3BaaX OT XJaAWIHUKa, AiMOVig TpsOBa a ce U3Mo3Ba B paMKHTE Ha 7 JHHU, KOTaTo Ce
ChXpaHsBa MpH cTaitHa Temmepatypa (1o 25°C) wiu ga ce u3XBbpiau. AKO ce ChXpaHsBa MPH M0-
BHCOKA TeMIIepaTypa WX 32 TIO-ABIBT IEPHO] OT BpeMe, TPSOBa Jla Ce U3XBBPIIH.

IIpenBapuTenHo HaobJIHEHA NHUCAJIKA

Ia ce cpxpansiBa B xiaamwiHuk (2°C - 8°C). Jla He ce 3ampassisa.

CoxpaHsBaiiTe peABApUTEITHO HAITBIIHEHATA MTUCajKa B KApTOHEHATa OMIAKOBKa, 32 Jia Ce MPEANas3u OT
CBETJIMHA.

Cren xaTo ce U3Baau OT XJIAAWIHUKA, Aimovig TpsiOBa 1a ce U3M0I3Ba B PAMKHTE Ha / JIHU, KOTaTo Ce
ChXpaHsBa MpH cTaitHa Temmepatypa (1o 25°C) wiu ga ce u3XBbPiau. AKO ¢e ChXpaHsBa MPH M0-
BHCOKa TeMIIEpaTypa WK 3a MO-ABJIbI IEPUO/] OT BpeMe, TpsOBa Jia ce U3XBHPIIH.

6.5 Bwugu chabp:kaHue HA ONAKOBKATA

HDGILB&DI/ITCHHO Hall'bJIHCHA COPUHITIOBKA

AImoVvig ce npeaocTass B peIBAPUTEIHO HamrbiHeHa criipuHiioBka (1 ml, crbkio tun 1) ¢ urna ot
HepbXkKJIaeMa CTOMaHa M Karadka Ha uriara (r'yMeHa, ChAbpiKallla JIaTeKC).

AiImovig ce npe/yiara B OMAKOBKH, ChbpKaIK 1 MpeBapUTEIHO HAITbJIHEHA CIIPUHIIOBKA.

HDCILBaDI/ITCHHO HallbJIHCHA ITHCAJIKa

AImovig ce mpemocTass B peaBapuTeIHO HambiaHeHa nmucanka (1 ml, crekio tum 1) ¢ urima ot
HepbXKIaeMa CTOMaHa M Karadka Ha uriiara ('yMeHa, ChIbpiKallla JIaTeKC).

AImovig ce npe/yiara B OMAKOBKH, ChAbpKaIM 1 MpeIBapuTEeIIHO HAITBJIHEHA MHCAIKA U TPYIIOBH
OIaKOBKH, Chabpikaliy 3 (3x1) mpeaBapuTeIHO HAITbIHEHU ITUCAJIKH.

He Bcuuku BHIOBE ONAKOBKK MOTraT Ja ObJaT IMyCHATH Ha Ia3apa.
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6.6 CrHenuajHu NpeINa3Hu MEPKH IPH U3XBbPJIsiHE U padoTa

HpCHI/I Ja 6’I>I[e MMPUIIOKCH Ppa3TBOPHT TpH6Ba Ja C€ orjicaa BHUMATCIIHO. PaSTBOp’BT HE TpH6Ba Ja Cce
HHXCKTHpPA, aKO € MBTCH, BUAUMO KXBJIT UK ChbAbPiKa JHOCIIN UIW YaCTUIIU.

[IpenBapuTeHO HAITBJIHCHA COPUHIIOBKA

3a nma ce n3berae mUCckoM(OPT Ha MICTOTO HAa HHKEKTHPaHE, MPEABAPUTEIIHO HAITbIHEHATA(HUTE)
crpuHIIOBKa(¥) TpsIOBa 1a ce 0CTaBHU(AT) MpH cTaiiHa Temreparypa (10 25°C) B mpoab/nKeHHe Ha TOHE
30 MuHyTH npen WHXEeKTHpaHeTo. ChIo Taka TPsOBa J1a ce Ma3u(sAT) OT JUPEKTHA CIIbHYCBA
cBetnuHa. TpsOBa 1a ce MHKEKTHpPA ISUIOTO ChAbPIKAHNE HA TIPEABAPUTEIHO HAITBIHEHATA(UTE)
cnpunnoBka(u). CripuHiioBkara(ute) He TpsaOBa 1a ce 3aTorsi(T), KaTo ce U3MOJ3Ba M3TOUHUK Ha
TOIJIMHA, HAIIPUMEP ropelia Bojia Wi MUKPOBBIIHOBA (ypHA, U He TpsiOBa J1a ce paskiamia(T).

[IpenBapuUTEIHO HATBJIHEHA TMCAJIKA

3a nma ce nzberne AUCKOMGOPT Ha MACTOTO Ha WHXKEKTHPaHEe, IPEIBAPUTEITHO HAIThIHEHATA(UTE)
nucanka(u) TpsOBa qa ce ocTaBu(AT) pH cTaitHa TemnepaTypa (10 25°C) B IpoabDKEHNE Ha TIOHE
30 MuHyTH nIpeiu HHXeKTupaHneTo. ChIIo Taka TpsiOBa 1a ce ma3u(siT) OT AUPEKTHA CITbHYEBA
ceeTnuHa. Tps0OBa 1a ce MHXKEKTHpa LSUI0TO ChABPKAHKE HA TIPEABAPUTEIHO HAIThIHEHATa(UTE)
nucanka(u). [Tucankara(urte) He TpsiOBa 1a ce 3aTOMUISI(T), KATO Ce M3I0JI3Ba M3TOYHUK HA TOIUIMHA,
HapUMep roperia Bojia Wid MUKPOBBIHOBA (GypHA, U He TpIOBa Ja ce paskiama(T).

Hewnsnon3zsanusar J'IeKapCTBeH HpOZ[YKT WX OTIIAABYHUTC MaTepI/IaJ'II/I OT HETO Tpr6Ba oa ce I/ISXBT)pJ'IHT

B CbOTBCTCTBHUEC C MCCTHUTC N3NUCKBAHU.

7. HPUTEXATEJ HA PASPEIIIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Upnannus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/18/1293/001-006

9. JATA HA ITBbPBO PA3PEIIABAHE/IIOJHOBSIBAHE HA PA3ZPEIIEHUETO 3A
YIIOTPEBA

26 romu 2018 T.

10. [ATA HA AKTYAJIM3BUPAHE HA TEKCTA

TMoapoOHa uHpopMalrs 3a TO3H JEKApCTBEH MPOAYKT € Mpe0CTaBeHa Ha yebOcalita Ha EBporneiickaTa
areHIus Mo JiekapcTeaTa http://www.ema.europa.eu
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MPUJIOKEHUE II
MMPOM3BOJINTEJ(M) HA BHOJIOT MYHO AKTUBHOTO(UTE)
BEILECTBO(A) ¥ IIPOU3BOIUTEJI(M), OTTOBOPEH(HH) 3A
OCBOBOIABAHE HA IMAPTHIN

YCJIOBUA NJIM OTPAHUYEHMUA 3A TOCTABKA U
YIHOTPEBA

APYI'U YCJIIOBUA N UBUCKBAHUA HA PASPEIIIEHUETO 3A
YIIOTPEBA

YCJOBUA NJIN OTPAHNYEHUS 3A BE3OITACHA U E@QEKTUBHA
YIOTPEBA HA JIEKAPCTBEHMUS ITPOAYKT
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A.  NIPOU3BOIUTEJI(M) HA BUOJIOI'MYHO AKTUBHOTOMTE) BEIECTBO(A) U
INPOU3BOIUTEJI(M), OTTOBOPEH(HHN) 3A OCBOBOXK/JIABAHE HA ITAPTU/ U

HMe u ajipec Ha niponsBoauTensa(ure) Ha OMOJIOTMYHO aKTUBHOTO(MTE) BenecTo(a)

Amgen, Inc.

One Amgen Center Drive
Thousand Oaks

CA

91320

C’beI{I/IHeHI/I AMCPUKAHCKH 1IIaTH

Amgen Singapore Manufacturing Pte. Ltd.
1 Tuas View Drive

Singapore 637026

Cunramnyp

HMe u anpec Ha nponsBoauTens(uTe), OTTOBOPEH(HK) 38 OCBOOOKIaBaHE HA NAPTUIUTE

Aimovig 70 mg, 140 mg MHKEKIIMOHEH PA3TBOD B IIPEABAPUTEIHO HANBJIHEHA CIIPUHIIOBKA:

Alcon-Couvreur
Rijksweg 14
B-2870 Puurs
benrus

Novartis Pharma GmbH
Roonstrasse 25
D-90429 Nurnberg
I'epmanus

Aimovig 70 mg, 140 mg MHXEKIIMOHEH PA3TBOP B MIPEABAPUTEIHO HANBJIHEHA MUCATIKA:

Sandoz GmbH
Biochemiestrasse 10
6336 Langkampfen
ABcTpus

Novartis Pharma GmbH

Roonstrasse 25

D-90429 Nurnberg

I'epmanus

IleyaTHaTa TMCTOBKA HA JIEKAPCTBEHUS TIPOYKT Tp;[6Ba J1a ChAbpKa UMETO U aJpeca Ha
MMPOU3BOAUTCIIA, OTTOBOPCH 34 OCBO60)K,Z[aBaH€TO Ha CbOTBCTHATA MapTHUaa.

b. YCJIOBUSA NWJIN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapCTBEHHAT MPOIYKT CE OTITYCKa MO OIPaHUYEHO JIeKapcKo npennucanue (Bx. [Ipunoxenue I:
Kparka xapakTepucTika Ha MpoayKTa, Touka 4.2).
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B. JPYI'M YCJIOBUA U U3NCKBAHUSA HA PASPEHIEHUETO 3A YIIOTPEBA

. IHepuoauynu akTyaJau3upanu 1okjaaau 3a 6ezonacuoct (ITAB)

WzuckBanwusra 3a nogasane Ha [TAJIB 3a T0o3u JiekapCTBEH MPOAYKT ca IIOCOYCHU B CITUCHKA C
pedepenTauTe natu Ha EBponetickus cpro3 (EURD crucwk), npensuaeH B wi. 1078, an. 7 oT
HupextuBa 2001/83/EO, 1 BB BCHUKH CJeIBAIH aKTyallu3alliH, yOINKyBaHHA Ha
EBPOIICHCKHUS yeOTopTal 3a JIEKapCTBa.

[Iputexarensar Ha pa3pemernero 3a ynorpeda (IIPY) tpsosa na nogane mepsus [1AJIb 3a To3u
MPOAYKT B CPOK OT 6 Mecella Clie/l pa3peraBaHeTo 3a ynorpeoa.

.  YCiIoBus Ui OrPAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS TIPOAYKT

. IInan 3a ynpaBienue Ha pucka (IIYP)

[Mpurexatensr Ha pa3pemenueto 3a ynorpeba (ITPY) TpsOBa na n3BbpiiBa H3UCKBAHUTE
JEHHOCTH U ACHCTBHS, CBBP3aHHU C IPOCIICASIBAHE HA JIEKAPCTBEHATa 0€30MacHOCT, [IOCOYEHH B
onobpenwus [1YP, npencraBen 8 Mozayn 1.8.2 Ha pa3pemnieHneTo 3a yroTpeda, KakTo 1 BbB
BCUYKH CJICABAIU OJ00pEHH akTyaiau3aluu Ha [TYP.

Axrtyanmmsupas [TYP tps6Ba na ce mogasa:

° 1o uckaHe Ha EBponelickaTta areHuus 10 JeKapcTBaTa;

° BUHArM, KOTaTo ce U3MEHS CHCTEMaTa 3a yIpaBJICHUE Ha PUCKa, 0COOCHO B PE3yJ/ITaT Ha
MoJTyyaBaHe Ha HOBa WH(OpMAITHs, KOATO MOXKE Ja TOBEJIE 10 3HAYUMHU IIPOMEHH B
CHOTHOIICHUETO IOJI3a/PUCK, WIIH CJIE] JOCTUTaHE Ha BayKEH eTall (BbB BPh3Ka C MPOCICIsIBaHE
Ha JIEKapCTBeHaTa 0€30MaCHOCT WJIU CBEXKIAHE HA PUCKA O MUHHMYM).
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HPUJIOKEHHE I11

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUSI HA EAMHUYHA OITIAKOBKA — npensapute1HO HalbJIHEHa
CIIPUHIIOBKA

‘ 1. HUME HA JIEKAPCTBEHMA TPOAYKT

Aimovig 70 mg uIKeKIIHOHEH Pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA
epeHymad

‘ 2. OBSBSJABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Enna npenBapuTeIHO HaITbJIHEHA CIIPUHIIOBKA chaAbpka 70 Mgy epeHyMa0.

3. CIIMCBK HA IOMOIIHUTE BEIIECTBA

Copabppxa cblo: 3axaposa, noarcopdar 80, HaTpHUEB XUAPOKCHI, JIeJeHa OL[ETHA KHCEIIMHA, BOJIa 32
WHKCKIINH.
Kanaykara Ha uriara cbIbpiKka JaTeKc.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

1 NpEeABApUTCIIHO HAITbJIHCHA CIIPUHIIOBKA

5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIIA) HA BHBEKJTAHE

[peau ynorpeba npoyerere JIMCTOBKATA.
[ToIKOXKHO TPUITOKEHHE
Ennokpatha ynorpe6a.

6. CIHEHUAJIHO NPEAYHNPEXJIEHUE, UYE TEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSBA HA MsCTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOANMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Jla ce cpxpaHsiBa B XJIaquiHUK. J[a HE ce 3aMpaszsiBa.
CrhxpaHsBaiiTe MpeIBapUTETHO HAITBJTHEHATA CIPHUHIIOBKA B KAPTOHEHATA OMIAKOBKA, 32 /1A Ce
MpeAna3y oT CBETIUHA.

10. CHEIMAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/18/1293/003 OmnakoBKa, ChAbpKaIa 1 MpeaBapuTeTHO HAITBJIHCHA CIIPUHIIOBKA

13. TAPTHUJAEH HOMEP

ITapt. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUS 3A YIIOTPEBA
| 16. MH®OPMALMS HA BPANJIOBA A3BYKA
Aimovig 70 mg

| 17.

YHUKAJIEH WAEHTH®UKATOP — JIBYU3MEPEH BAPKO/J

JByn3MepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD

| 18.

YHUKAJIEH WIEHTH®UKATOP — JTAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBABPXKXAT MAJIKUTE EAUVHUYHU
II'bPBUYHHU OITAKOBKH

ETUKET HA CIIPUHIHOBKATA

‘ 1. HUME HA JIEKAPCTBEHUS ITPOAYKT U II'BT(MIIA) HA BBBEKJIAHE

Aimovig 70 mg umxekuus
epeHymad
S.C.

‘ 2. HAYMUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

‘ 5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIIN

| 6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUSI HA EAMHUYHA OITIAKOBKA — npensapute1HO HalbJIHEHa
CIIPUHIIOBKA

‘ 1. HUME HA JIEKAPCTBEHMA TPOAYKT

Aimovig 140 mg uHXEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HAMTBJIHEHA CIIPUHITOBKA
epeHymad

‘ 2. OBSBSJABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Enna npenBapuTeHO HaMbIHEHA CIPUHIIOBKA ChAbpka 140 mg epenymao.

3. CIIMCBK HA IOMOIIHUTE BEIIECTBA

Chabprka chII0: 3axapo3a, nonucopoar 80, HaTpUEB XUIPOKCHIL, JIeJeHa Ol[ETHA KUCEMHA, BOJA 32
WHXKCKIIUH.
Kamaykara Ha uriara cbIppiKa JaTekc.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

1 NpEeABApUTCIIHO HAITbJIHCHA CIIPUHIIOBKA

5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIIA) HA BHBEKJTAHE

Ipenu yrnorpeba npoyerere JUCTOBKATA.
TTOAKOKHO TIPHUIIOKEHHE
Ennokparha ynotpe6a.

6. CIHEHUAJIHO NPEAYHNPEXJIEHUE, UYE TEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSBA HA MsCTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

26



‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Jla ce cpxpansiBa B XJIaiuiHUK. J[a HEe ce 3aMpassiBa.
ChxpaHsBaiiTe MpeIBapUTETHO HAITBJTHEHATA CIIPUHIIOBKA B KAPTOHEHATa OMAaKOBKA, 32 J1a Ce
MpeAna3y oT CBETIUHA.

10. CHEIMAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/18/1293/006 OmnakoBKa, ChAbpKaIa 1 MpeaBapuTeTHO HAITBJIHCHA CIIPUHIIOBKA

13. TAPTHUJAEH HOMEP

ITapt. Ne

‘ 14. HAYMH HA OTIIYCKAHE

| 15,

YKA3AHUA 3A YIIOTPEBA

| 16.

NH®OPMAIINA HA BPAMJIOBA A3BYKA

Aimovig 140 mg

| 17.

YHUKAJIEH WAEHTH®UKATOP — JIBYU3MEPEH BAPKO/J

JByn3MepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD

| 18.

YHUKAJIEH WIEHTH®UKATOP — JTAHHU 3A YETEHE OT XOPA
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CBABPXKXAT MAJIKUTE EJUHNYHHN
II'bPBUYHHU OITAKOBKH

ETUKET HA CIIPUHIHOBKATA

‘ 1. HUME HA JIEKAPCTBEHUS ITPOAYKT U II'BT(MIIA) HA BBBEKJIAHE

Aimovig 140 mg urxekuus
epeHymad
S.C.

‘ 2. HAYMUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

‘ 5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIIN

| 6. JIPYTO
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUSI HA EAMHUYHA OITIAKOBKA — npensapute1HO HalbJIHEHa
NHCATKA

‘ 1. HUME HA JIEKAPCTBEHMA TPOAYKT

Aimovig 70 Mg uHKeKIIHOHEH Pa3TBOP B MPEABAPUTEIIHO HAMTBIHEHA MTUCATKA
epeHymad

‘ 2. OBSBSJABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Enna npenBapuTeHO HalbIHEHA MHCATKa Chabpxka /0 Mg epenyma.

3. CIIMCBK HA IOMOIIHUTE BEIIECTBA

Chabprka ChII0: 3axapo3a, nonucopoar 80, HaTpHEeB XUIPOKCH]L, JIeJeHa OL[ETHA KUCEIMHA, BOJA 32
WHXKCKIIUH.
Kamaukara Ha uriara cbIppiKa JaTekc.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

1 MNPpEABApPUTCIIHO HAITbJIHCHA ITHCAJIKa

5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIIA) HA BHBEKJTAHE

[peau ynorpeba npoyerere IMCTOBKATA.
[ToIKOXKHO TPUITOKEHHE
Ennokpatha ynorpe6a.

6. CIHEHUAJIHO NPEAYHNPEXJIEHUE, UYE TEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSBA HA MsCTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

213 CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JCHaA.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Jla ce cpxpansiBa B XJIaiuiHUK. J[a HEe ce 3aMpassiBa.
CoxpaHsBaiiTe MpeIBapUTEITHO HAITBJTHEHATA MTUCANTKa B KAPTOHEHATa OMMaKOBKa, 3a JIa Ce MPEeAIa3d OT
CBETJIMHA.

10. CHEIMAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJJPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/18/1293/001 OmakoBKa, ChAbpIKama 1 mpeaIBapuTeTHO HAITBIHEHA THCANIKA

13. TAPTHUJAEH HOMEP

ITapt. Ne

‘ 14. HAYMUH HA OTIIYCKAHE

‘ 15. YKA3AHUS 3A YIIOTPEBA
| 16. MH®OPMALMS HA BPANJIOBA A3BYKA
Aimovig 70 mg

| 17.

YHUKAJIEH WAEHTH®UKATOP — JIBYU3MEPEH BAPKO/J

JByn3MepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD

| 18.

YHUKAJIEH WIEHTH®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BBbHIIHA KAPTOHEHA OITAKOBKA HA I'PYIIOBA OITAKOBKA (C BLUE BOX) —
NpeIBAPUTETHO HAIbJIHEHA MU CAJIKA

‘ 1. HUME HA JIEKAPCTBEHMA TPOAYKT

Aimovig 70 Mg uHKeKIIHOHEH Pa3TBOP B MPEABAPUTEIIHO HAMTBIHEHA MTUCATKA
epeHymad

‘ 2. OBSBSJABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Enna npenBapuTeHO HalbIHEHA MHCATKa Chabpxka /0 Mg epenyma.

3. CIIMCBK HA IOMOIIHUTE BEIIECTBA

Chabprka chII0: 3axapo3a, nonucopoar 80, HaTpHeB XUIPOKCHL, JIS[SHA OI[eTHA KUCEINHA, BOJA 3a
WHXKCKIIUH.
Kamaukara Ha uriara cbIppiKa JaTekc.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

I'pynoBa onakoBka: 3 (3 onakoBKH 10 1) IpeABAPUTEIHO HAITBJIHEHH MHCAIIKU

5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIIA) HA BHBEKJTAHE

[peau ynorpebda npoyerere JIMCTOBKATA.
[ToIKOXKHO TPUITOKEHHE
Ennokpatha ynorpe6a.

6. CIHEHUAJIHO NPEAYHNPEXJIEHUE, UYE TEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSBA HA MsCTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Jla ce cpxpansiBa B XJIaiuiHUK. J[a HEe ce 3aMpassiBa.
CoxpaHsBaiiTe IpeIBapUTEITHO HATBTHEHUTE TTHUCATIKA B KAPTOHEHATa OMTAaKOBKa, 33 CE MPEAIa3 OT
CBETJIMHA.

10. CHEIMAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/18/1293/002 I'pynoBa onakoBka, chabprkaiia 3 (3X 1) mpeaBapuUTEIHO HAITBJIHCHH MTUCATKH

13. TAPTHUJAEH HOMEP

ITapt. Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHUS 3A YIIOTPEBA
| 16. MH®OPMALMS HA BPANJIOBA A3BYKA
Aimovig 70 mg

| 17.

YHUKAJIEH WAEHTH®UKATOP — JIBYU3MEPEH BAPKO/J

JByn3MepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD

| 18.

YHUKAJIEH WIEHTH®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

MEXIUHHA KAPTOHEHA OITAKOBKA HA I'PYIIOBA OITAKOBKA (BE3 BLUE BOX) —
NpeIBAPUTETHO HAIbJIHEHA MU CAJIKA

‘ 1. HUME HA JIEKAPCTBEHMA TPOAYKT

Aimovig 70 Mg uHKeKIIHOHEH Pa3TBOP B MPEABAPUTEIIHO HAMTBIHEHA MTUCATKA
epeHymad

‘ 2. OBSBSJABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Enna npensapuTeHO HaITbJIHEHA MHCATIKa, ChAbpka 70 My epeHyMa0.

3. CIIMCBK HA IOMOIIHUTE BEIIECTBA

Chabprka chII0: 3axapo3a, nonucopoar 80, HaTpHeB XUIPOKCHL, JIS[SHA OI[eTHA KUCEINHA, BOJA 3a
WHXKCKIIUH.
Kamaukara Ha uriara cbIppiKa JaTekc.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

1 MNPpEABApPUTCIIHO HAITbJIHCHA ITHCAJIKa
Yacr ot rpynoBa OIlaKOBKa. I[a HE C€ IpoaaBa OTACIIHO.

5. HAYUH HA ITPUJIIOKEHUE U ITbT(MIIA) HA BBBEXKJIAHE

[Ipenu ymorpeba mpoverere TUCTOBKATA.
[ToakokKHO TPUIIOKEHUE
Ennokparna ynorpe6a.

6. CIHEHUAJIHO NPEAYHNPEXJIEHUE, UYE TEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MsCTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOIUMO

‘ 8. JATA HA I3TUYAHE HA CPOKA HA TOAHOCT

EXP

33



‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Jla ce cpxpansiBa B XJIaiuiHUK. J[a HEe ce 3aMpassiBa.
CrpxpaHsBaiiTe MpeIBapUTEITHO HAITBJIHEHATA MTHUCANIKA B KAPTOHEHATa OIMaKOBKa, 3a Ce€ MPEATa3h OT
CBETJIMHA.

10. CHEIMAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/18/1293/002 I'pynoBa onakoBka, chabprkaiia 3 (3X 1) mpeaBapuUTEIHO HAITBJIHCHH MTUCATKH

13. TAPTHUJAEH HOMEP

Lot

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMALMS HA BPANJIOBA A3BYKA

Aimovig 70 mg

‘ 17. YHUKAJIEH UIEHTUO®UKATOP — IBYU3MEPEH BAPKO/|

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBABPXKXAT MAJIKUTE EJUHNYHHU
II'bPBUYHHU OITAKOBKH

ETUKET HA ITMCAJIKATA

‘ 1. HUME HA JIEKAPCTBEHUS ITPOAYKT U II'BT(MIIA) HA BBBEKJIAHE

Aimovig 70 mg umxekuus
epeHymad
S.C.

‘ 2. HAYMUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

‘ 5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIIN

| 6. JIPYTO
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JAHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUSI HA EAMHUYHA OITIAKOBKA — npensapute1HO HalbJIHEHa
NHCATKA

‘ 1. HUME HA JIEKAPCTBEHMA TPOAYKT

Aimovig 140 mg uHKEKIIMOHEH Pa3TBOP B MPEIBAPUTEIIHO HAITBIHEHA TTHCAIKA
epeHymad

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Enna npensapuTeiHO HaITbJIHEHA MHCAIKa Chabpxka 140 mg epeHymao.

3. CIIMCBK HA IOMOIIHUTE BEIIECTBA

Chabprka chII0: 3axapo3a, nonucopoar 80, HaTpHeB XUIPOKCHL, JIS[SHA OI[eTHA KUCEINHA, BOJA 3a
WHXKCKIIUH.
Kamaykara Ha uriara cbIppiKa JaTekc.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHXeKIIMOHEH pa3TBOp

1 MNPpEABApPUTCIIHO HAITbJIHCHA ITHCAJIKa

5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIIA) HA BHBEKJTAHE

Ipenu yrnorpeba npoyerere JUCTOBKATA.
TTOAKOKHO TIPHUIIOKEHHE
Ennokparha ynotpe6a.

6. CIHEHUAJIHO NPEAYHNPEXJIEHUE, YE TEKAPCTBEHUAT ITPOAYKT TPABBA
JA CE CBXPAHSBA HA MsCTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Jla ce cpxpansiBa B XJIaiuiHUK. J[a HEe ce 3aMpassiBa.
CoxpaHsBaiiTe MpeIBapUTEITHO HAITBJIHEHATA MTUCANIKA B KAPTOHEHATa OTMaKOBKa, 3a Ja Ce MpeAra3f OT
CBETJIMHA.

10. CHEIWMAJIHU NIPEAITASHU MEPKH ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIA OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/18/1293/004 OmnakoBKa, chabprkaiia 1 mpeaBapuTeIHO HAITbJIHEHA MHCAJIKa

13. TAPTHUJAEH HOMEP

ITapt. Ne

‘ 14. HAYMH HA OTIIYCKAHE

| 15,

YKA3AHUA 3A YIIOTPEBA

| 16.

NH®OPMAIINA HA BPAMJIOBA A3BYKA

Aimovig 140 mg

| 17.

YHUKAJIEH WAEHTH®UKATOP — JIBYU3MEPEH BAPKO/J

JByn3MepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD

| 18.

YHUKAJIEH WIEHTH®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

BHHIINHA KAPTOHEHA OIIAKOBKA HA I'PYIIOBA OITIAKOBKA (C BLUE BOX) —
NpeABAPUTEHO HAITBJIHEHA MHCATKA

‘ 1. HUME HA JIEKAPCTBEHMA TPOAYKT

Aimovig 140 mg uHKEKIIMOHEH Pa3TBOP B MPEIBAPUTEIIHO HAITBIHEHA TTHCAIKA
epeHymad

‘ 2. OBSBSJABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Enna npensapuTeiHO HaITbJIHEHA MHCAIKa Chabpxka 140 mg epenymao.

3. CIIMCBK HA IOMOIIHUTE BEIIECTBA

Chabprka chII0: 3axapo3a, nonucopoar 80, HaTpHeB XUIPOKCHL, JIS[SHA OI[eTHA KUCEINHA, BOJA 3a
WHXKCKIIUH.
Kamaykara Ha uriara cbIppiKa JaTekc.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKIIMOHEH pa3TBoOp

I'pynoBa onakoBka: 3 (3 onakoBKH 10 1) IpeABAPUTEIHO HAITBJIHEHH MHCAIIKU

5. HAYUH HA ITPUJIOKEHUE U ITbT(MIIIA) HA BHBEKJTAHE

Ipenu yrnorpeba npoyerere JUCTOBKATA.
TTOAKOKHO TIPHUIIOKEHHE
Ennokparha ynotpe6a.

6. CIHEHUAJIHO NPEAYHNPEXJIEHUE, YE JEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MsCTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

Jla ce cpxpaHsBa Ha MSACTO, HEJOCTHITHO 32 JCTa.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen mo:
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‘ 9. CIHEHUAJIHU YCJIOBUS HA CbXPAHEHUE

Jla ce cpxpansiBa B XJIaiuiHUK. J[a HEe ce 3aMpassiBa.
CoxpaHsBaiiTe MpeIBapUTETHO HATBITHEHUTE TIUCATIKY B KAPTOHEHATa OMAKOBKa, 3a Ce MPeas3n OT
CBETJIMHA.

10. CHEIMAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12. HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/18/1293/005 I'pynoBa onakoBka, chabprkaiia 3 (3X 1) mpeaBapuUTEIHO HAITBJIHCHH MTUCATKH

13. TAPTHUJAEH HOMEP

ITapt. Ne

‘ 14. HAYMH HA OTIIYCKAHE

| 15,

YKA3AHUA 3A YIIOTPEBA

| 16.

NH®OPMAIINA HA BPAMJIOBA A3BYKA

Aimovig 140 mg

| 17.

YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/J

JByn3MepeH 0apKoJi C BKIIIOUEH YHUKAJICH UIACHTU()UKATOD

| 18.

YHUKAJIEH WIEHTH®UKATOP — JTAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

MEXIVNHHA KAPTOHEHA OITAKOBKA HA I'PYIIOBA OITAKOBKA (BE3 BLUE BOX) —
NpeABAPUTEHO HAITBJIHEHA MHCATKA

‘ 1. HUME HA JIEKAPCTBEHMA TPOAYKT

Aimovig 140 mg UHKEKIIMOHEH Pa3TBOP B MPEIBAPUTEIIHO HAITBIHEHA TTHCAIIKA
epeHymad

‘ 2. OBSBSJABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Enna npenBapuTeHO HalTbJIHEHA MHCAIKa, Chabpka 140 mg epenymao.

3. CIIMCBK HA IOMOIIHUTE BEIIECTBA

Chabprka chII0: 3axapo3a, nonucopoar 80, HaTpHeB XUIPOKCHL, JIS[SHA OI[eTHA KUCEINHA, BOJA 3a
WHXKCKIIUH.
Kamaykara Ha uriara cbIppiKa JaTekc.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHxeKIIMOHEeH pa3TBoOp

1 MNPpEABApPUTCIIHO HAITbJIHCHA ITHCAJIKa
Yacr ot rpynoBa OIlaKOBKa. I[a HE C€ IpoaaBa OTACIIHO.

5. HAYUH HA ITPUJIIOKEHUE U ITbT(MIIA) HA BBBEXKJIAHE

[Ipenu ymorpeba mpovereTe TUCTOBKATA.
[ToakokKHO TPUIIOKEHUE
EnnoxpatHa ynoTpe6a.

6. CIHEHUAJIHO NPEAYHNPEXJIEHUE, YE JEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MsCTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpaHsBa Ha MACTO, HECAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA I3TUYAHE HA CPOKA HA TOAHOCT

EXP
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‘ 9. CIHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Jla ce cpxpansiBa B XJIaiuiHUK. J[a HEe ce 3aMpassiBa.
CroxpaHsBaiiTe MpeIBapUTEITHO HAITBJTHEHATA MTUCANTKA B KAPTOHEHATa OMMaKOBKa, 3a Ce MPEeIa3y OT
CBETJIMHA.

10. CHEIMAJIHM ITPEAITASHU MEPKHU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU UJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHBA

11. HUME U AJIPEC HA IIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novartis Europharm Limited
Vista Building

Elm Park, Merrion Road
Dublin 4

Upnanaus

12. HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/18/1293/005 I'pynoBa onakoBka, chabprkaiia 3 (3X 1) mpeaBapuUTEIHO HAITBJIHCHH MTUCATKH

13. TAPTHUJAEH HOMEP

Lot

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMALMS HA BPANJIOBA A3BYKA

Aimovig 140 mg

‘ 17. YHUKAJIEH UIEHTUO®UKATOP — IBYU3MEPEH BAPKO/|

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBABPXKXAT MAJIKUTE EJUHNYHHU
II'bPBUYHHU OITAKOBKH

ETUKET HA ITMCAJIKATA

‘ 1. HUME HA JIEKAPCTBEHUS ITPOAYKT U II'BT(MIIA) HA BBBEKJIAHE

Aimovig 140 mg urxekuus
epeHymad
S.C.

‘ 2. HAYMUH HA ITPUJIIOKEHUE

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

‘ 5. CBABbP/KAHUE KATO MACA, OBEM WJIN EJUHUIIN

| 6. JIPYTO
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b. JUCTOBKA
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JlncroBka: undopmanusi 3a NoTpeduTENA

Aimovig 70 Mg HH:KeKIMOHEH PAa3TBOP B MPEIBAPHTEHO HATbJIHEHA CIPHHIIOBKA
Aimovig 140 mg nH:KeKIHOHEH PAa3TBOP B MPeABAPHUTEIHO HANTBJIHEHA CIIPHHIIOBKA
eperymab (erenumab)

vTOSI/I JIEKapCTBEH MPOAYKT IMOJICKH Ha JOIBIHUTETHO Habmoaerne. Tosa e mo3Boiu 0bp30TO
YCTaHOBSIBaHE HAa HOBa MH(OpMaIUs OTHOCHO Oe30macHOCTTa. MoXeTe Ja JajieTe CBOs MPUHOC KaTo
CHOOIIUTE BCSAKA HEXKETAHA PEaKIIHs, KOSITO CTE MOJYYWIN. 3a HAUMHA Ha ChOOIIaBaHEe HAa HEXEIIaHU
peakIuy BIDKTE Kpas Ha Touka 4.

IIpoyeTeTe BHMMATEIHO LSLJIATA JIMCTOBKA, NIPeIH 1A 3all0YHETe 12 U3M0J13BaTe TOBA

JIEKAPCTBO, Thil KATO TH ChAbLPkKA BaxkHAa 3a Bac undopmanus.

- 3anazere Ta3u JUCTOBKA. MOXe /1a ce HAIOXKU J1a 51 IPOYETETE OTHOBO.

- AKO UMaTe HIKaKBH JIOMBIHUTEIIHA BBIIPOCH, ITonuTaiiTe Bamus jiekap, GpapmarieBt uiu
MEIMIIMHCKA CecTpa.

- Toa nekapcTBO € npeanucano 1nyHo Ha Bac. He ro mpeorcrrnBaiite Ha npyru xopa. To Moxke
Jla IM HaBpeIy, HE3aBUCHMO Y€ TPU3HAIIMTE Ha TAXHOTO 3a00JsBaHe ca ChIUTE KaTo BammuTe.

- AKO TIOITyuHTe HIKaKBU HEXKEJaH! peakiuy, yBenromere Bamust gekap, hapMareBT wiu
MEIHNIMHCKA cecTpa. ToBa BKIIFOUBA M BCHYKH BH3MOKHH HEXKEJIAaHH PEaKINH, HEOITNCAaHH B
Ta3W JUCTOBKA. BrkTe TouKa 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

KaxkBo npencrasisisa Aimovig 1 3a KaKBO ce U3IM0JI3BA
KakBo TpsiOBa a 3HaeTe, mpeu Ja usnojissare Aimovig
Kak ma usmonssare Aimovig

Bb3MOXKHU HEKEJIaHW PEaKIInK

Kak na chxpansBate Aimovig

ChbabpkaHue Ha OTIAKOBKATA Y JIOMBIIHUTEIHA HHPOPMAIIUS

SOk wnE

1. KakBo npeacrasiasiBa Aimovig u 3a KakBo ce H3M0JI3Ba

AImovig c¢habpka aKTHBHOTO BEHIECTBO epenyMad. To MpUHAIISKN KbM TPyIIa JIEKapCTBa, HapeUeHH
MOHOKJIOHAJTHU aHTHUTEA.

Aimovig neiicTBa kaTo 610kHpa akTHBHOCTTAa Ha Mosiekyiata CGRP, KosTo ce cBbp3Ba C 1mosiBata Ha
murpera (CGRP o3Ha4yaBa mentuj, CBbp3aH ¢ KaJIIUTOHUHOBHUS T'€H).

AImOoVig ce u3Mo3Ba 3a MPEJOTBpATABAHE OsBaTa HA MUTPEHA IIPH Bh3PACTHH, KOUTO UMAT Hai-
MaJIKo 4 JIHM ¢ MUTPEHAa MECEYHO TPH 3all04BaHe Ha JieueHneTo ¢ Aimovig.

2. KakBo Tpsi6Ba 1a 3HaeTe, mpeau Aa u3noazsare Aimovig

He n3nou3Baiite Aimovig
- aKo CTe aJepruyHH KbM epeHyMal MM KbM HSKOS OT OCTaHAIUTE ChCTABKU Ha TOBA JIEKAPCTBO
(m30poenu B TOUKa 6).

IMpexynpesxaeHus 1 NPeINa3sHu MEPKH

T'oBopere ¢ Bamws jekap, npeau Aa usnoiassare Aimovig:

- aKo HAKOTa CTEe MMAJIH aJlepriYHa Peakius KbM JlaTeKc. KOHTeHHEepHT Ha TO3H JICKapCTBEH
HPOIYKT ChIbpiKa JaTEKC B KalavykaTa Ha UIrJiaTa.

- aKo UMaTe ChPJCYHOCHI0BO 3a00IsBaHe. Aimovig He € IPOYUYEH MPH MAUEHTH ¢ KOHKPETHH
ChPIEYHOCHIOBH 3a00IIIBAHMS.
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I'oBoperte ¢ Bamms nexkap nim He3a0aBHO MOTHPCETE CIEIIHA MEIUIMHCKA TIOMOIIL:

- aKo TIOJTyYHTE HIKaKBH CHMITOMH Ha CEPHO3HA aleprHYHa Peaknus, KaTo 00puB Win
noyBaHe, 0OMKHOBEHO Ha JIUIETO, ycTaTa, €3UKa WK I'bPIIOTO, TN 3aTPYAHEHO IUIIaHE.
Cepuo3HUTE aJeprUyHK PEaKkIuy MOXKeE /1a Bb3HUKHAT B PAMKHTE HA MUHYTH, HO HSIKOH OT TSX
MOJeE J1a ce MPOSIBST MOBEYE OT €JHa CEAMHUIIA ciie]] yroTpebara Ha Aimovig.

- CBBPIKETE Ce C JIeKap, aKo MOyYHTe 3aleK U He3a0aBHO IMOThPCETE MEAUIIMHCKA TIOMOII, aKO
MOJYYHTE 3aMeK ChC CHITHA WM TMIOCTOsIHHA KopeMHa (abaoMuHanHa) 00ka 1 MOBpbLIaHE,
MoIyBaHe Ha KopeMa wiiu razoBe. [Ipu nmeyenne ¢ Aimovig Moke Ja IMOTydrTe 3arex.
OOHMKHOBEHO € JIeK JI0 YMEPEH I10 TeXKecT. Bbhlpekn ToBa HAKOM MalMeHTH, KOUTO ca
u3noi3Bany AimMovig, ca UMaiy 3aneK ChbC CEPUO3HU YCIOKHEHHUS U ca OWIIN TIPHETH B
OonHua. B HiIKOM ciydau ce e HaJoXKuiIa ornepanusl.

Jena v roHOIIN
He nputaraiite ToBa iekapCcTBO MpH Jelia WK OHOMIH (Ha Bb3pacT moa 18 roannu), 3amoro
yrnorpebara Ha AIMOVig He e poydeHa B Ta3u Bb3pacToBa rpyra.

Jpyru JekaperBa u Aimovig
TpsibBa na kaxxere Ha Bamms nekap win GpapManeBT, ako H3M0I3BaTe, HACKOPO CTE U3MOJI3BAIH HITH €
BB3MOXKHO JIa U3II0JI3BATE APYTH JIEKapCTRa.

BpemenHnocT n KbpMeHe
AKo cTe OpeMeHHa Wi KbpMUTE, CMATAaTe, Y€ MOKE J1a CTe OpeMeHHa WK TUIaHupaTe OpeMEeHHOCT,
nochBeTBalTe ce ¢ Bamus nekap npenu ynorpebara Ha TOBa JIEKapCTBO.

bpemeHHOCT
BammsT nekap mie pemm, ganu TpsOBa a cripeTe yrnoTpedara Ha Aimovig 1mo BpeMe Ha OpeMeHHOCT.

KespMmene
H3BecTHO €, 9Ye MOHOKJIIOHATHUTE aHTUTENa KaTo Aimovig IpeMrUHaBaT B KbpMaTa Mpe3 IIbPBUTE

HSIKOJIKO JTHU CJIe]] paXKIaHETO, HO CJIe]l TO3H Neproa Aimovig Moske 1a ce u3nonssa. Koncynrupaiite
ce ¢ Bamus siekap oTHOCHO yroTpebaTa Ha Aimovig 1o BpeMe Ha KbpMeHe, 3a Ja Bu momorte na
pelInTe, 1aJii a CIpeTe J1a KbpMHTE WK Jia yroTpedsiBate Aimovig.

Ilodupane u padoTa ¢ MAIIUHU
AImOoVig e MaJIKo BepOsATHO Ja moBnusie Bamara ciocoOHoCT 32 modupaHe u paboTa ¢ MaliiHU.

AImovig cbabp:ka HATPHIA
Aimovig chabprka mo-manko ot 1 mmol matpwuii (23 mg) Ha 103a, T.€. MOXKeE J1a ce Kaxe, ue
NPaKTHYECKH HE ChIbpKa HATPHUH.

3. Kak na uznosasBate Aimovig

Bunaru n3non3BaiiTe ToBa JIEKapCTBO TOYHO KakTo Bu e ka3an Bammsar nekap. AKo He cTe CUTypHU B
Hello, nonuraite Bamus nekap.

AKo He cTe 3a0ens3anu TepaneBTHyueH edekT cien 3 Mecera, napopmupaiire Bamms nekap, KOHTo 111e
pely, 1anu Jia IPOIbIDKHUTE JICUSHUETO.

Uznonzgaiite Aimovig TouHO KakTo Bu ro e npennucan BamusT nekap. Ako Bamwsr ekap Bu
npeanuire go3a 70 mg, TpsAOBa Aa CH ITOCTABATE €AHA HHXKEKITHS BEAHBK Ha BCEKH 4 CeIMUIH. AKO
Bammusr nexkap Bu npeanuie no3za 140 mg tpsiOBa na cu mOCTaBsITE WU €HA HHKEKIU Aimovig
140 mg wim nBe nrkeknuu Aimovig 70 mg BenHbxk Ha BCeKH 4 ceqMUI. AKO CH ITpUJIaraTe JBe
uKeknru Aimovig 70 mg, Bropara WHXEKIHS TPSOBA J1a ce TOCTaBU BeAHAra cje IIbpBaTa, Ha
Pa3In4HO MACTO 32 UH)KEKTUPaHE. YBepeTe Ce, Ue CTe€ MHKEKTHPAIIH LUIOTO ChAbPKaHUE U Ha JIBETE
CHPUHIIOBKH.
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AImovVig ce mpuara KaTo MHKEKINS 0 KojkaTa (M3BECTHA KAaTo MOIKOKHA HHKEKITNs). Bue mnun
YOBEKBT, KOWTO ce IPIKK 3a Bac MOXKeTe J1a MOCTaBUTE HHKEKIMATA B KOpEMa WM B O€POTO.
BhHIlIHATA CTpaHa Ha rOpHATA YacT Ha PhKaTa ChIIO MOXE J1a C€ M3MOJI3Ba KaTO MSICTO 33
HHKEKTHpPaHe, HO CaMo aKo HsKO# Apyr Bu mocraBst umxkeknusTta. Ako ca Bu HeoOxoaumu

2 VHKEKIIUH, T¢ TPAOBA J1a ce MOCTABST HA Pa3IMIHU MECTa, 32 Jla Ce M30€rHe BTBBP/ISIBAHE HA KOXKAaTa
¥ He TpsiOBa Jia ce MOCTaBAT Ha MECTa, KBJIETO KOKaTa € 00JIe3HeHa, HACKHEHA, 3a9ePBEHa HIIH TBbP/IA.

BammsT nexap nim MeTUIIMHCKA cecTpa Iie o0ydu Bac mimm goBeka, KOWTO ce Tprku 3a Bac, kak ia
NPUTOTBATE M nHKekTupate Aimovig. He ce onmrsaiite na umkekTHpare Aimovig, mokaro He ce
npoBeJie ToBa 00yUueHHE.

CopunioBkute Aimovig ca camo 3a eTHOKpaTHa yrnoTpeoa.

3a moxpoOHM yKa3aHus, KaK Ja ukektupare Aimovig, Bmxkre ,,IHCTpykuuu 3a ynorpeba Ha
Aimovig npeaBapUTEIIHO HATBJIHEHA CIPHHIIOBKA™ B Kpast Ha JINCTOBKATA.

AKO cTe H3M0/13BaJIU NIOBeYe 0T HeoOxoquMaTa go03a Aimovig
AXo cTe moyYriIH oBede oT HeoOxoauMmara 103a Aimovig wiu ako go3ara Bu e Ouiia mocraBena mo-
paHo, OTKOJIKOTO TpsIOBa, KaxxeTe Ha Bamms nekap.

AKO cTe MponmycHaIu aa u3noyssare Aimovig

- Axo cte mpornycHanu efanHa 103a Aimovig, mpuemere st KOJIKOTO ¢e MOKe M0-0bp30, e/ KaTo
CTE 0 OCH3HAJH.

- Crnen ToBa ce cBbpxeTe ¢ Barms nekap, koiito me Bu kaxke, kora 1a Ob/e ciieaBamiara 103a.
CrnenpaiiTe HOBaTa cXxeMa TOYHO KakTo Bu e ka3an Bamusr nekap.

AKo cTe cripesin ynorpeéara na Aimovig
He criupaiite ymorpebara Ha Aimovig 6e3 aa ce koucynrupate ¢ Bamus nekap. CUMITOMUTE MOTaT
Jla Ce BbPHAT, aKO CIIPETE JICICHHETO.

AKO UMaTe HSKaKBU JIOIBJIHUTEIHN BBIIPOCH, CBBP3aHH ¢ yroTpebara Ha TOBa JIEKApPCTBO, MOMHUTANTE
Bammus nekap, papManeBT WM MEIULIMHCKA CECTpa.

4. BBb3MOKHH HeKeJTaHU PeaKIuu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXKCIIAaHU PE€aKIIUH, BHIIPEKU Y€ HC
BCCKM T' ITOJTy4aBa.

Bb3MoXHUTE HEXXETIAaHH PeakIiy ca u30poeHu mo-1oiy. [loBeueTo oT Te3u HexXeNnaHu peaklyuy ca
JIEKH JT0O YMEPEHH T10 TEXKECT.

YecTu: Morat aa 3acersat 10 1 Ha 10 gyumm

- QJIEPIUYHU PEAKINH, KaTO 00PHB, OTOK, YPTHKAPHS WK 3aTPYAHCHO JHIaHe (BIKTE TOUKa 2)

- 3arex

- ChpOeK

- MYCKYJIHHU CIIa3MHU

- PpCaKkiun Ha MACTOTO Ha MHXKCKTUPAHE, KaTO 6OHKa, 3a4€pBABAHEC U OTOK HA MACTOTO, KbACTO €
MOCTaBEHA MHXKEKIIMATA.

Aimovig Moxe Ja MpeaInu3BHKa KOXKHHU PEaKIii KaTo 00pUB, ChbpOEK, KOCOMAl WM PaHU B yCTaTa/TIo
YCTHHTE.
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Cpo0maBaHe HA HeKeJIAHU pPeaKIun

AKO TIONTyuHTe HAKAKBU HEXEJIaHH JIKAPCTBEHH PEaKIHH, yBeqoMmere Bamms nexap, ¢hapManeBT win
MEJUIIMHCKA cecTpa. ToBa BKIIIOUBA BCUUKU BH3MOKHH HEOIMKMCAHU B Ta3U JTUCTOBKA HEXKEIIAHU
peakiuu. MoXeTe ChIIOo J1a ChOOIIUTE HeXEIIAaHU PEaKIuU TUPEKTHO Ype3 HAIlHOHATHATA CHCTEMa 3a
chobmaBane, mocodeHa B lpumoskerne V. Kato cho0mmaBaTe HeXKeIaH! PEaKITHH, MOXKETE J1a JaIeTe
CBOSI MPUHOC 32 TIOJy4YaBaHe Ha MoBede HH(HOPMAIUs OTHOCHO O0€30T1aCHOCTTA Ha TOBA JIEKAPCTBO.

5. Kak n1a cexpansBate Aimovig
Jla ce chxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JIelia.

He usnon3paiite TOBa JICKApCTBO CJIE] CPOKA HAa TOJHOCT, OTOEA3aH BbPXY €TUKETa U KapTOHCHATA
omakoBKa cien ,,['onen 10:/EXP*. CpokbT Ha TOMHOCT OTTOBApS Ha IMOCIICIHUS JISH OT MOCOYCHHS
Mecell.

ChxpaHsiBaiiTe CIIPUHIIOBKAaTa(UTE) B KAPTOHCHATA OMAKOBKa, 3a 1a s(TH) Mpeana3uTe oT cBeTrHa. Jla
ce cbxpansBa(t) B xmaaminuk (2°C — 8°C). [la He ce 3ampa3ssiBa(T).

Cren karo Aimovig ce u3Baau OT XJIAAWIHUKA, TPSAOBA 1a Ce ChXpaHsaBa MMPH CTaliHa Temreparypa (10
25°C) B KapTOHEHATa OMAaKOBKa M Jia CE M3II0JI3Ba B PAMKHUTE Ha 7 THH WM Ja ce U3XBbpiu. He
BpbInaiite AImovig oOpaTHO B XJIaJHIHHUKA, CIIE/ KaTO BEAHBK CTE IO U3BAINIIH.

He usnosnsBaiite ToBa JIeKapcTBO, aKO 3a0€NEKHUTE, Y€ pa3TBOPBT ChABPIKA YACTUIIM, MBTEH € UJIH €
BUAMMO XBJIT.

He usxpbpiisiite JiekapcTBara B KaHanu3anusra. [lonuraiite Bamms hapmaiieBT Kak J1a M3XBbPJIATE
JIeKapcTBaTa, KOUTO Beye He M3MOoJI3BaTe. Bh3MOXKHO € Jla iMa MECTHH pa3nopeion 3a H3XBbPIISHE.
Te3u MepkH 11e CHOMOTHAT 3a Olla3BaHe HAa OKOJHATa cpeaa

6. Chabp:kaHue Ha OIAKOBKATA M JOINBJIHUTEIHA HHpopManus

KakBo cbabpaxa Aimovig

- AKTHBHO BEILLIECTBO. €PEHYMa0.

- Aimovig 70 mg MHKEKIIMOHEH Pa3TBOP B IPEIBAPUTEIIHO HAITbJIHEHA CIIPUHIIOBKA ChIbPKa
70 mg epeHymao0.

- Aimovig 140 mQg uHKXEKIIMOHEH Pa3TBOP B MPEBAPUTEIIHO HAITBIHEHA CIIPUHIIOBKA ChIABPXKA
140 mg epenyma0.

- Jlpyru chCTaBKH: 3axapo3a, mosnmcop6ar 80, HaTpueB XUAPOKCH, JIeICHA OIIeTHA KUCEINHA,
BOJIA 32 UHIKEKIINH.

Kak m3raexmaa Aimovig 1 KaKBO ChAbP:KA OMAKOBKATA
AIMOVig HHXEKIIMOHEH Pa3TBOP € OUCTHP 10 OmajIecupail, Oe31BETEH 10 CBETIOKBIIT U

MMPAKTHUYCCKHU 0e3 BUIHMMHA 4YaCTHUIIH.

Bcsika omakoBka chIbpiKa €IHA MPEABAPUTEIIHO HAITBJTHEHA CIIPUHIIOBKA 3a €THOKpaTHA yrmoTpeoa.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

IlpuTeskaTes HA pa3pelIeHUETO 32 YIOTpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Hpnannus

IIpousBoauTe
Alcon-Couvreur
Rijksweg 14
B-2870 Puurs
benrus

Novartis Pharma GmbH
Roonstrasse 25

90429 Nurnberg
I'epmannus

3a JOBIHKUTENTHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NpPEICTABUTEN Ha MPUTEKATENsI Ha Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tél/Tel: +32 2 246 16 11

Boarapus
Novartis Bulgaria EOOD
Ten: +359 2 489 98 28

Ceska republika
Novartis s.r.o.
Tel: +420 225 775 111

Danmark
Novartis Healthcare A/S
TIf: +45 39 16 84 00

Deutschland
Novartis Pharma GmbH
Tel: +49 911 2730

Eesti
SIA Novartis Baltics Eesti filiaal
Tel: +372 66 30 810

EALGoa
Novartis (Hellas) A.E.B.E.
TnA: +30 210281 17 12

Espafia
Novartis Farmacéutica, S.A.
Tel: +34 93 306 42 00

France
Novartis Pharma S.A.S.
Tél: +33 155 47 66 00

48

Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +370 5 269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +32 2 246 16 11

Magyarorszag
Novartis Hungaria Kft.
Tel.: +36 1 457 65 00

Malta
Novartis Pharma Services Inc.
Tel: +356 2122 2872

Nederland
Novartis Pharma B.V.
Tel: +31 8804 52 111

Norge
Novartis Norge AS
TIf: +47 23 05 20 00

Osterreich
Novartis Pharma GmbH
Tel: +43 1 86 6570

Polska
Novartis Poland Sp. z 0.0.
Tel.: +48 22 375 4888

Portugal
Novartis Farma - Produtos Farmacéuticos, S.A.
Tel: +351 21 000 8600



Hrvatska
Novartis Hrvatska d.o.o.
Tel. 4385 1 6274 220

Ireland
Novartis Ireland Limited
Tel: +353 1 260 12 55

island
Vistor hf.
Simi: +354 535 7000

Italia
Novartis Farma S.p.A.
Tel: +39 02 96 54 1

Kvbmpog

Novartis Pharma Services Inc.

TnA: +357 22 690 690

Latvija
SIA Novartis Baltics
Tel: +371 67 887 070

Romania
Novartis Pharma Services Romania SRL
Tel: +40 21 31299 01

Slovenija
Novartis Pharma Services Inc.
Tel: +386 1 300 75 50

Slovenské republika
Novartis Slovakia s.r.o.
Tel: +421 2 5542 5439

Suomi/Finland
Novartis Finland Oy
Puh/Tel: +358 (0)10 6133 200

Sverige
Novartis Sverige AB
Tel: +46 8 732 32 00

United Kingdom (Northern Ireland)
Novartis Ireland Limited
Tel: +44 1276 698370

JdaTa Ha moc/1eIHO mpepa3riexIaHe Ha JIUCTOBKATa
JApyru u3ToYHUIIM HA HHPOpMALUS

IMoxpoOHa uH(popMalus 3a TOBA JIKAPCTBO € MPEA0CTaBeHa Ha yeOcalita Ha EBponeiickaTa areHus
o JiekapcrBata http://www.ema.europa.eu
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WucTpykunu 3a ynorpeba Ha Aimovig npeaBapuTeIHO HAIbIHEHA CIIPUHIIOBKA

I/IJIIOCTpaIIHﬂ Ha CIIPUHIOBKATa

IIpenu ynorpeda Cuaen ynorpeba
H3zmon3eado OyTaio
byrano 5 y
Msicro 3a
~ 3axBallaHe
0
&
gfoa
19 Etuker u cpok Ha
TOTHOCT
Mscro 3a 1] A
—
3axBalllaHe 5
:ﬂ\\(h W3non3BaHo TsU10
Etuker u cpok Ha _;?
TOIHOCT _
Tsamo
T W3non3Bana uria
PasTBOp —
IlocTraBeHa cuBa Maxnara cuBa
KaIlauyka Ha urjara Kallauyka Ha urjiara

(urnara e BbTpE)

3abenexka: Mrnata e BbTpe B cuBaTa Kanauka.
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Ba:xkuo

Ipenu 1a u3noa3Bare AiMOVig NpeBapuTeIHO HATBJIHEHA
CIPUHIOBKA, MPOYeTeTe Ta3M Ba:KHA HHpOPMaLHsI:

Crbnka 1: IloaroroBka

Babenexka: [Ipeanucanara qo3a Aimovig e wiau 70 mg win 140 mg. ToBa o3HauaBa, 4e mpH 103a
70 mg TpsiOBa Aa MHXKEKTHpATe ChIbPKAHHETO Ha eJHa CIPUHIIOBKA 3a €AHOKpaTHA yrnoTpeda oT
70 mg. IIpu no3a 140 mg TpsOBa a HHXEKTUPATE ChIBPKAHUETO HITH HA €JJHA CIIPHHIIOBKA 32
eaHOKpaTHa yrnoTpeba oT 140 mg niu Ha ABe CIIPUHIIOBKY 32 eTHOKpaTHa yroTpeda ot 70 mg enHa
clleq apyra.

(A)

W3Banere Aimovig npeaBapuTeHO HAaTbJIHEHA(M) CIIPUHIIOBKA(M) OT KAPTOHEHATA OMaKOBKa, KaToO
/TH IbpKUTE 32 Ts10TO. 1lle ce HamoXu 1a M3MoNI3BaTe WK €IHA WX JIBE CHPUHIIOBKU B 3aBUCHMOCT
oT npeanucanara Bu no3a. He pasknamaiire.

3a ja u3bernere AUCKOMGBOPT HA MSCTO 38 HHXKEKTHPAHEe, OCTaBeTE CIIPUHIIOBKATAa(UTE) HAa CTaliHA
TemIiepaTypa B IpoAbDkeHue Ha moHe 30 MUHYTH Mpean Ja si(TH) HHKEKTUpaTe.

3abenexka: He ce onuTBaiiTe 1a 3aTOIUIMTE CIIPUHIIOBKATA(UTE), KATO M3MOJI3BATE N3TOYHHUK HA
TOIJIMHA, HAIIPUMEP ropeliia BOAa WM MUKPOBBIHOBA (ypHA.

(b)

Ornenaiite cipuHLIOBKaTa(UTe). YBEPETE CE, Ue pa3TBOPHT, KOMTO ce BIKAA B CIIPHHLIOBKATA € OMCTBP
1 0€3LBETEH 10 CBETJIOKBIT.

3abenexka:

- He u3non3BaiiTe cipuHIIOBKATa, aKO HAKOS 4aCT M3IJIK]A HAIlyKaHa WM CUyIICHa.

- He u3non3BaiiTe ciprHIIOBKATa, aKko € Onia U3IycKaHa.

- He u3non3BaiiTe cipiHIIOBKATa, aKO KaradkaTta Ha WIJiaTa JIMIICBA WM He € 00pe 3aKpereHa.

BbB Bcuuku CjIydau, OITMCaHHU IO-Trope, HM3II0JI3BalTe HOBA CIIPUHIIOBKA U aKO HE CTC CUT'YPHHU B HCIIO,
CBBpKeTe ce ¢ Bamms siekap wim gapmaresT.

(B)

Cr0epeTe BCUUKH HEOOXOIUMU n
MIPUHAJIKHOCTH 32 TIOCTaBsSHE Ha =) 9
VHKEKIANUTE: \I 0

W3muiiTe cTapaTenHo pBLETE CU ChC
CallyH 4 BOJA.

Brpxy uucra, 100pe ocBereHa

paboTHA MOBBPXHOCT IMTOCTABETE:

- Hosa(u) cnpuniioBka(m)

- TamnoHu, HaNOEHU ChC CIUPT

- Kbcuera mamyk unu Mapiu

- JleneHkun

- KonTeilinep 3a U3XBbpIIsiHE HA
OCTpH MPEeAMETU

N
L e

—
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(I

IloaroTBeTe U MOYMCTETE MﬂCTO(Ta) 3a UHXKCKTHUPAHEC.

l'opHara vact Ha
ppKaTa

Kopemna obmact
(xopem)

Benpo

N

M3nosi3BaTe caMo H30pOEHHTE MeCTa 32 MHIKEKTHPaHe:

- benpo

- Kopemna o6iact (kopem) (¢ u3kiIroueHre Ha 006macTTa Ha 5 CM 0KOJIO MbIIa)

- BhbHIHATA CTpaHa Ha rOpHATa 4acT Ha pbKaTa (caMo, ako HIKOH Apyr Bu moctaBs HHKEKIUTA)

IlouncreTre MHKEKIHOHHOTO MSCTO C TaMIIOH, HAIIOC€H CBHC CIIMPT U OCTABETE KOXKaTa Ja U3CHXHE.

N30upaiite pa3IuyHO MICTO BCEKH ITBT, KOTATO CH IMOCTABITE UHXKEKIHs. AKO TpsiOBa J1a M3I0JI3BaTe
CBHUIOTO UHXKEKIIMOHHO MSCTO, YBEPETE CE€, YE HE € YUaCThKbT, KOUTO CTE U3MOJI3BAIN MOCIEIHUS IIBT.

3abenexka;

- Cren KaTo ¢Te HOYUCTUIM HHKEKIIMOHHOTO MSICTO, HE TO JIOKOCBAMTE OTHOBO IIPEIH
WH)XEKTUPAHETO.

- He u36upaiite obnacT, KkbAeTO KOXaTa € 00JNIe3HEHA, HACUHEHA, 3aUePBEHA UIIA TBBP/Ia.
W36sirBaiiTe 12 MHXKEKTHPAT B 00JIACTH ¢ OEJIe3U WITH CTPUH.
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Crbnka 2: [IpurorBere ce

(1)

M3abppnaiiTe cuBaTa Kamadka Ha Urjiata npaBo Harope u jajied oT Baieto Ts10, caMo KoraTo cte
TOTOBH JIa MHKeKTUparte. MmkeknusaTa TpsOBa a ce MOCTaBy B paMKHTE Ha 5 MuHyTH. HOopMaiHO e 1a
BHJIUTE KalKa TEYHOCT B Kpasi Ha UrjaTa.

3abenexka:

- He ocraBsiiTe 1a M3MUHAT MTOBEUE OT 5 MUHYTH CJIE/I MaXaHE Ha CMBaTa Kanayka Ha Uriara.
ToBa Moxe a 1oBelie 10 U3CHXBAHE Ha JIEKAPCTBOTO.

- He ycykBaiiTe u He orbBaiiTe cuBaTa Kanauka Ha Uriara.

- He Bpbiaiite cuBaTa Kamayka Ha UIJiaTa 0OpaTHO, CJIE/] KaTO BEJAHBXK CTE S MaxHaJIH.

(E)

BHuMmaTenHo 3axBaHeTe Ko)KaTa Ha MSICTOTO Ha HWHXXCKTUPAHC.

3abenexka: [IpmKTe KoXKaTa 3aXBaHATa, TOKATO HH)KEKTHUpATe.
Crbnka 3: UHiKkeKTHpaHE
(K)

JlokaTo AbpIKUTE KOXKaTa 3aXBaHaTa, BKapalTe Uriara Ha CIPUHIIOBKATA B KOXKAaTa MOJ bI'bll OT 45 10
90 rpaxyca.

He nocragsiiTe npbcra cut BbpXy 0yTajaoTo, JOKATO BKapBaTe UriaTta.
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3)

Kato usnon3BaTte 6aBeH U MOCTOSHEH HaTUCK, HATUCHCTC 6YTaJ'IOTO I[OKpafI, J0KaTo CIpe aa CC ABUKU.

(1)

Koraro cte roToBu, oTITycHeTE majnera cu 1 0aBHO W3IbPIIAlTe CIIPUHIIOBKATA OT KOXKaTa, CIIe]] KOETO
OTITyCHETE 3aXBaHATaTa KOXa.

3abenexka: KoraTo oTcTpannTe CIpUHIIOBKATA, aKO U3TJIEKA, Y€ B TSUIOTO HA CIIPHUHIIOBKATA BCE OILE
MMa JICKapCTBO, 3HAYH HE CTE WHXKEKTUPAH ThJHAaTa J03a. CBBbpikeTe ce ¢ Bamms nekap.

Crbnka 4: Kpaii
()

U3xBbpneTe n3non3BaHaTa CIpPUHIIOBKA U CHBaTa Karayka Ha
uriara.

[locraBere M3noI3BaHaTa CIPUHIOBKA B KOHTEHHED 32 U3XBBPIISIHE
Ha OCTPH IIPEJMETH BeJHara, CJie/l KaTo CTe 5 U3I10JI3BaJIM.
I'oBopere ¢ Bamms nexap nnu dapmaneBT 3a NpaBUIHMS HAYMH Ha
U3XBBpIIsiHE. BB3MOXHO € ja Ma MECTHU peryIaTopHU
M3MCKBaHM 32 HAUMHA Ha U3XBBHPIISHE.

3abenexka:

- He n3non3BaiiTe NOBTOPHO CIIPHHLIOBKATA.

- He penuknupaiite CipuHUOBKUTE WIM KOHTEHHEPa 32
U3XBBPIISIHE HA OCTPH IIPEAMETH.

Bunaru npexTe KOHTEIHEpa 3a U3XBBPIISTHE HA OCTPH NPEAMETH HA

MSICTO, HEAOCTBIIHO 3a JIeLa.

(K)

OrnemaiiTe MSCTOTO 32 MHKEKTUPAHE.
AKO UMa KpbB BBPXY KOXarta, IPUTUCHETE TaMYK WJIM Mapiisi KbM MICTOTO 3a MHXKeKkTupane. He
pasTpuBaiiTe MACTOTO 3a MHKekTHpaHe. [locTaBeTe eneHka, ako € He0OX0IUMO.

Axo no3ara Bu e 140 mg u u3nos3Bare ABe cpuHIOBKHM Aimovig 70 mg,
noBTopeTe cTbIKU 1(I') 10 4 ¢ BTOpPaTa CHPUHIIOBKA, 32 1a HHKEKTHPaTe
bJHATA 103a.
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JlncroBka: undopmanusi 3a NoTpeduTENA

Aimovig 70 mg uH:KeKIIMOHEH Pa3TBOP B NMPEIBAPUTETHO HATbJIHEHA MUCATKA
Aimovig 140 mg uH:KeKIHOHEH PAa3TBOP B MPEABAPHTEIHO HANTBJIHEHA MUCATKA
epeHymad (erenumab)

vTOSI/I JIEKapCTBEH MPOAYKT IMOJICKH Ha JOIBIHUTETHO Habmoaerne. Tosa e mo3Boiu 0bp30TO
YCTaHOBSIBaHE HAa HOBa MH(OpMaIUs OTHOCHO Oe30macHOCTTa. MoXeTe Ja JajieTe CBOs MPUHOC KaTo
CHOOIIUTE BCSAKA HEXKETAHA PEaKIIHs, KOSITO CTE MOJYYWIN. 3a HAUMHA Ha ChOOIIaBaHEe HAa HEXEIIaH!
peakIuy BIDKTE Kpas Ha Touka 4.

IIpoyeTeTe BHMMATEIHO LSLJIATA JIMCTOBKA, IIPEeIU 1A 3alI0YHeTe 12 U3M0JI3BaTe TOBA

JIEKAPCTBO, Thil KATO TH ChAbLPkKA BaxkHAa 3a Bac undopmanus.

- 3anazere Ta3u JUCTOBKA. MOXe /1a ce HAIOXKU J1a 51 IPOYETETE OTHOBO.

- AKO UMaTe HIKaKBH JIOIBIHUTSIHH BBIIPOCH, TonuTaiiTe Bamus ekap, papmarieBt niu
MEIMIIMHCKA CecTpa.

- ToBa nekapcTBO € npeanucano J1uyHo Ha Bac. He ro npeorcThnBaiite Ha npyru xopa. To Moxke
Jla IM HaBpeIy, HE3aBUCHMO Y€ TPU3HAIIMTE Ha TAXHOTO 3a00JsBaHe ca ChIUTE KaTo BammuTe.

- AKO TIOITyuHTe HIKaKBU HEXKEJaH! peakiu, yBenromere Bammst gekap, hapMareBT uiu
MEIHNIIMHCKA cecTpa. ToBa BKIIFOUBA W BCHYKH BE3MOYKHU HEXKETIAHH PEaKITIH, HEOITMCAHH B
Ta3W JUCTOBKA. BrkTe TouKa 4.

Kakso CbABbPiKa Ta3u JIMCTOBKA

KaxkBo npencrasisisa AiImovig 1 3a KaKBO ce U3I0JI3BA
KakBo TpsiOBa a 3HaeTe, mpeu Ja usnojissare Aimovig
Kak ma usmonssare Aimovig

BBb3MOXXHU HEeXKETaH! PEaKIiu

Kak na cexpansBare Aimovig

ChbabpkaHue Ha OTIAKOBKATA Y JIOMBIIHUTEIHA HHPOPMAIIUS

SOk wnE

1. Kakso npeacraBiasBa Aimovig 1 3a KakBO ce U3M0JI3Ba

Aimovig chabpiKa aKTUBHOTO BELIECTBO epeHyMal. To MpUHAICkKH KbM IpyIa JeKapcTBa, HapeueHU
MOHOKJIOHAJIHA aHTHUTEJIa.

Aimovig neiicTBa karo Oyiokrpa akTuBHOCTTa Ha MoJiekynata CGRP, kosiTo ce cBbp3Ba ¢ nosiBaTa Ha
murpera (CGRP o3Ha4yaBa mentuj, CBbp3aH ¢ KaJIUTOHHHOBHUS T'€H).

Aimovig ce u3noa3Ba 3a Npe0TBpaTsIBaHE MMOsBaTa HA MUTPEHA IIPU Bh3PACTHU, KOUTO UMAT Hali-
MAaJIKO 4 THU ¢ MUTPEHA MECCYHO MPH 3all0YBaHe Ha JICYCHHETO ¢ Aimovig.

2. KakBo Tpsi6Ba 1a 3HaeTe, mpeau Aa u3noazsare Aimovig

He n3non3eaiite Aimovig
- aKo CTe aJepru4HU KbM epeHyMal MM KbM HSKOS OT OCTaHAINTE ChCTABKU HA TOBA JIEKAPCTBO
(m30poenu B TOUKa 6).

IMpexynpesxaeHus 1 NPeINa3sHu MEPKH

T'oBopere ¢ Bamws jekap, npeau Aa usnoiassare Aimovig:

- aKo HAKOTa CTEe MMAJIM aJiepriIHa PEeakius KbM JiaTeKc. KOHTeHHEphT Ha TO3U JIEKApCTBEH
HPOIYKT ChIbpiKa JaTEKC B KalaykaTa Ha UrJiaTa.

- aKO MMaTe ChPJCYHOCHI0BO 3a00sIBaHe. AImovig He € MPOYUYCH IPH MAUCHTH ¢ KOHKPETHH
ChPIEYHOCHIOBH 3a00IIIBAHMS.
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I'oBoperte ¢ Bamms nekap niym He3a0aBHO MOTHPCETE CIIEITHA MEIUIMHCKA TIOMOIIT:

- aKo TIOJTyYHTE HIKaKBH CHMITOMH Ha CEPHO3HA aleprHYHa Peaknus, KaTo 00puB Win
NoJyBaHe, 0OMKHOBEHO Ha JIUIETO, ycTaTa, €3UKa WK I'bPJIOTO, HIIH 3aTPyAHEHO IUIIaHE.
Cepuo3HHTE aNepruyHy PeaKUu MOXKE Jja Bb3HUKHAT B PAMKUTE HA MUHYTH, HO HAKOH OT TSX
MOJKE JIa C€ TPOSIBAT ITOBEYE OT €IHA CEJMHUIIA clief] ynoTrpedaTa Ha Aimovig

- CBBPIKETE Ce C JIEKap, aKo MOJyYHTe 3aleK U He3a0aBHO MOThPCETE METUIIMHCKA TIOMOIII, aKO
MOJYYHTE 3aMeK ChC CHITHA WM TMIOCTOsIHHA KopeMHa (abaoMuHanHa) 00ka 1 MOBpbLIaHE,
MoIyBaHe Ha KopeMa wiu razoBe. [Ipu nmeyenne ¢ Aimovig Moke Ja IMOTydnTe 3ariek.
OOHMKHOBEHO € JIEK JI0 YMEPEH I10 TeXecT. Bbhlpekn ToBa HAKOM MalMeHTH, KOUTO ca
u3noisBany Aimovig, ca UMaiy 3aneK ChbC CEPUO3HU YCIOKHEHHUS U ca OWIIN TIPHETH B
OonHua. B HiIKOM ciydau ce e HaJoXKuiIa Ornepanusl.

Jena v roHOIIN
He npunaraiite ToBa JiekapcTBO MpH Jiela WIK I0HOIIM (Ha Bb3pacT noA 18 roauHn), 3amoTo
ynorpebaTta Ha Aimovig He e Ipoy4YeHa B Ta3W Bh3pacToBa rpyra.

Jpyru JekaperBa u Aimovig
TpsibBa na kaxxere Ha Bamms nekap win GpapManeBT, ako H3M0I3BaTe, HACKOPO CTE U3MOJI3BAIH HITH €
BB3MOXKHO JIa U3II0JI3BATE APYTH JIEKapCTRa.

BpemeHHOCT U KbpMeHe
AKko cTe OpeMeHHa I KbPMHUTE, CMSITATe, Y€ MOXKeE Jja CTe OpeMEeHHa WM IUTaHUpaTe OPEMEHHOCT,
nochBeTBaiiTe ce ¢ Bamms nexap npeau ynorpebara Ha TOBa JIEKApCTBO.

bpemeHHOCT
BammsT nekap mie pemm, ganu TpsOBa a cripeTe yrnoTpedara Ha Aimovig 1mo BpeMe Ha OpeMeHHOCT.

KespMmene
HM3BecTHO €, 4e MOHOKJIOHAIIHUTE aHTHTea KaTto AiMOVig MpeMUHaBaT B KbpMaTa Ipe3 MbPBUTE

HSIKOJIKO JTHU CJIe]] paXKIaHETO, HO CJIe]l TO3H Neproa Aimovig Moske 1a ce u3nonssa. Koncynrupaiite
ce ¢ Bamus siekap oTHOCHO yroTpebaTa Ha Aimovig 1o BpeMe Ha KbpMeHe, 3a Ja Bu momorte na
pelInTe, 1aJii a CIpeTe a KbpPMHTE WK Jia yroTpeosiBate Aimovig.

Ilodupane u padoTa ¢ MAIIUHU
Aimovig e Mallko BeposTHO J1a nmoBiusie Bamrara ciocoOHOCT 32 modupane u padboTa ¢ MalllvHy.

Aimovig cbabpika HATPU
Aimovig chabpxa mo-manko ot 1 mmol Hatpwuii (23 mg) Ha 71032, T.€. MOXKeE J]a ce Kaxe, 4e
NPaKTUYECKU HE ChIbPKa HATPUHL.

3. Kak na uznosasBate Aimovig

Bunaru n3non3BaiiTe ToBa JIEKapCTBO TOYHO KakTo Bu e ka3an Bammsar nekap. AKo He cTe CUTypHU B
Hello, nonuTaite Bammus nexap.

AKo He cTe 3a0ensa3anu TepaneBTrdeH edekT ciea 3 Mecerna, napopmupaiire Bamms nekap, KoHTo 11e
pely, 1anu Jia IPOIbIDKHUTE JICUSHUETO.

Uznonzgaiite Aimovig TouHO KakTo Bu ro e npennucan BamusT nekap. Ako Bamwsr ekap Bu
npeanuine go3a 70 mg, TpsAOBa Aa CH MTOCTABATE €AHA WHYKEKITHS BEAHBK Ha BCEKH 4 ceIMHUIIH. AKO
Bammusr nexkap Bu npeanuie no3za 140 mg TpsiOBa 1a cu moCTaBsITE WU €HA HHKEKIU Aimovig
140 mg wim nBe nrkeknuu Aimovig 70 mg BenHbX Ha BCeKH 4 ceqMUIM. AKO CH ITpUJIaraTe JaBe
uIKeKknu Aimovig 70 mg, BropaTa WHXEKIIHUS TPSOBa 1a ce TOCTaBM BEAHAra ClIe IbpBaTa, Ha
Pa3In4HO MACTO 32 UH)KEKTUPAHE. YBEpeTe Ce, Ue CT€ MHKEKTHPAIIH LIOTO ChAbPKaHUE U Ha JIBETE
MTUCAJIKH.
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Aimovig ce mpuiiara KaTo WHXEKIHsI 110 KoJkaTa (M3BeCTHA KaTo MOIKOKHA MHKEKITHA). Bue mim
YOBEKBT, KOWTO ce TPKH 3a Bac MoxeTe J1a MocTaBUTEe WHXKEKIUITA B KOpeMa HITH B OeIpOTO.
BpHIHaTa cTpaHa Ha rOpHATa 4acT Ha phKaTa ChIO MOXKE Ja Ce U3I0I3Ba KaTo MSCTO 32
WH)XEKTHpaHe, HO CaMo aKo HsIKoi Japyr Bu mocrass umxeknusara. Ako ca Bu HeoOxomumu

2 VIHDKEKIMH, Te TPAOBA Ja ce MOCTaBAT Ha Pa3InYHU MECTa, 32 Jla ce M30erHe BTBhPAsSBAaHE HA KOXKAaTa
U He TpsOBa Ja ce MOCTaBAT HA MECTa, KbJIETO KoXara ¢ 00Je3HeHa, HACHHEHA, 3aUuepBeHa WM TBBP/IA.

BammsT nexap uim MeTUITHCKA cecTpa mie o0y4dn Bac mimm goBeka, KOWTO ce TpIku 3a Bac, kak ia
MIPUTOTBATE U HHXKeKTUpate Aimovig. He ce onuTaiite ga nHXeKTHpaTe Aimovig, T0KaTo He ce
npoBeJie ToBa 00y4YeHue.

IIncankute Aimovig ca caMmo 3a eTHOKpaTHa ynorpeoa.

3a moapoOHM yKa3aHMs, KaK J1a HIKEeKTUpate Aimovig, BukTe ,,IHCTpYKIMH 3a ynoTpeba Ha
Aimovig mpeBapuTEeIHO HAIThTHEHA MTUCANTKA™ B Kpas Ha Ta3u JIMCTOBKA.

AKO cTe U3M0J3BaJIM NI0OBeYe 0T He0OXoauMAaTa 103a Aimovig
AKO CTe MoTydniIn IoBede OT HeoOXoanmMarta 103a Aimovig uin ako fo03ara Bu e Omra mocraBeHa mo-
paHo, OTKOJIKOTO TPsOBa, KaxkeTe Ha Barwms nekap.

AKO cTe NpONMyCHAJM 1A U3N0Ja3BaTe Aimovig

- AKO CTe IIpoITyCHaJIH eHa 1032 Aimovig, mpreMeTe s KOJIKOTO c€ MOXKe T0-0Bp30, Clie]] KaTo
CTE 0 OCh3HAJH.

- Crnen ToBa ce cBbpxeTe ¢ Barms nekap, koiito me Bu kaxke, kora 1a Ob/e ciieaBamiara 103a.
CrnenpaiiTe HOBaTa cxeMa TOYHO KakTo Bu e ka3an Bawmusar nekap.

AKo cTe cripesin ynorpeéara na Aimovig
He cnimpaiite ynotpebara Ha Aimovig 0e3 fa ce KoHcyntupare ¢ Bamus nekap. CUMITOMUTE MOTAT
Jla Ce BbPHAT, aKO CIIPETE JICICHHUETO.

AKO UMaTe HSIKaKBH JIOITBIHUTEIHN BBIIPOCH, CBBP3aHH € YIIOTpeOaTa Ha TOBa JICKAPCTBO, MOMHUTANTEe
Bammus nekap, ¢papManeBT WM MEIULIMHCKA CECTpa.

4. BBb3MOKHH HeKeJTaHU PeaKIuu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXKCIIAaHU PE€aKIIUH, BHIIPEKU Y€ HC
BCCKM T' ITIOJTy4aBa.

Bb3MoXHUTE HEXXETIaHH PeakIiy ca U30poeHH Mo-1oiy. [loBeueTo oT Te3u HexXeNnaHu peaklyuy ca
JIEKW 10 YMEPEHH TI0 TEKECT.

Yectn: morar aa 3acersar a0 1 Ha 10 xymm

- QJIEPIUYHU PEAKINH, KaTO 00PHB, OTOK, YPTHKAPHS WK 3aTPYAHCHO JHIaHe (BIKTE TOUKa 2)

- 3arex

- ChpOeK

- MYCKYJIHHU CIIa3MHU

- pCaKkiun Ha MACTOTO Ha MHXKXCKTUPAHE, KaTO 6OHKa, 3a4C€pPBABAHC U OTOK HAa MACTOTO, KbACTO €
MOCTaBEHA MHKEKIINATA.

Aimovig Moxe Ja MpeaInu3BHKa KOXKHHU PEaKIii KaTo 00pUB, ChbpOEK, KOCOMAl WM PaHU B yCTaTa/TIo
YCTHHTE.
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Cpo0maBaHe HA HeKeJIAHU pPeaKIun

AKO TIONTyuHTe HAKAKBU HEXEJIaH! JIEKAPCTBEHH PEaKIHH, yBeqoMmere Bamms nexap, ¢hapManeBT win
MEJUIIMHCKA cecTpa. ToBa BKIIIOUBA BCUUKU BH3MOKHH HEOIMKMCAHU B Ta3U JTUCTOBKA HEXKEIIAHU
peakiuu. MoXeTe ChIIOo J1a ChOOIIUTE HeXEIIAaHU PEaKIuU TUPEKTHO Ype3 HAIlHOHATHATA CHCTEMa 3a
chobmaBane, mocodeHa B lpumoskerne V. Kato cho0mmaBaTe HeXKeIaH! PEaKITHH, MOXKETE J1a JaIeTe
CBOSI MPUHOC 32 TIOJy4YaBaHe Ha MoBede HH(HOPMAIUs OTHOCHO 0€30TIaCHOCTTA Ha TOBA JIEKAPCTBO.

5. Kak na cbxpansiBate Aimovig
Ja ce cbxpaHsBa Ha MSCTO, HEJOCTBIIHO 3a JIela.

He usnon3paiite TOBa JICKApCTBO CJIE] CPOKA HAa TOJHOCT, OTOEA3aH BbPXY €TUKETa U KapTOHCHATA
omakoBka cien ,,['onen 10:/EXP*. CpokbT Ha TOMHOCT OTTOBAPS HA MOCICAHUS JICH OT IIOCOYCHHUS
MeCeIL.

CpxpansBaiiTe nmucaikara(ure) B KapTOHEHATa OMIAKOBKa, 3a J1a si(TH) TpeArnasuTe oT cBetiuHa. [la ce
cpxpansBa(T) B ximagmiHuK (2°C — 8°C). [la He ce 3ampassBa(T).

Cren xato Aimovig ce U3Baau OT XJAAWIHHUKA, TpsOBa 1a ce ChbXpaHsBa MpU cTaiiHa Temriepatypa (1o
25°C) B kapTOHEHATa OMAKOBKa M J]a CE M3I0JI3Ba B pAMKHUTE Ha 7 JTHH WK J1a ce U3XBbpiu. He
BpbIIaiiTe Aimovig 0OpaTHO B XJIATWITHUKA, CIIE]] KATO BEAHBXK CTE IO H3BAIMIIH.

He usnosnsBaiite ToBa JIeKapcTBO, aKO 3a0€NEKHUTE, Y€ pa3TBOPBT ChABbPIKA YACTULIH, MBTEH € UJIH €
BUAKNMO XBIT.

He usxpbpiisiite JiekapcTBara B KaHanu3anusra. [lonuraiite Bamms hapmaiieBT Kak J1a M3XBbPJIATE
JIeKapcTBaTa, KOUTO Beye He M3MOoJI3BaTe. Bh3MOXKHO € Jla iMa MECTHH pa3nopeion 3a H3XBbPIISHE.
Te3u MepKkH 1e CHOMOTHAT 3a Olla3BaHe HAa OKOJHATa Cpeaa

6. Chabp:kaHHe Ha OIAKOBKATA M JOIIbJIHUTETHA HHpOpManus

KakBo cbabpaxa Aimovig

- AKTHBHO BEIIECTBO: epeHyMal.

- Aimovig 70 mg MHKEKIIMOHEH Pa3TBOP B IPEBAPUTEIHO HAITbJIHEHA MUCANKa Chbpxka 70 mg
epeHymao.

- Aimovig 140 mg uHKEKIIMOHEH Pa3TBOP B MPEIBAPUTEITHO HAITBJIHEHA MUCAJIKA ChIbPKa
140 mg epenyma0.

- Hpyru cperaBku: 3axaposa, noircopoat 80, HaTpueB XUAPOKCHI, JIeIeHa OI[eTHA KHCEINHA,
BOJIa 32 MHKEKITUH.

Kak m3raexmaa Aimovig 1 KaKBO ChAbP:KA OMAKOBKATA

AIMOVig HHXEKIIMOHEH Pa3TBOP € OUCTBP 10 OmajIecIupail, Oe3BETEH 10 CBETIOKBIT U
NpaKTHYECKU 03 BUANMH YaCTHIIH.

Aimovig ce mpejyiara B ONaKOBKH, ChIBPXKAIIIN €IHA PESIBAPUTEIIHO HAITBIHEHA MHCAJIKA 32
€IHOKpaTHA yrnoTpeda U B IPYIOBHU OMAKOBKH, ChAbpKaIiy 3 (3X1) npeBapuTeHO HAITbIHEHH

IIHUCAJIKH.

He Bcuuku BHIOBE ONAKOBKK MOTraT Ja ObJaT IyCHATH Ha Ia3apa.
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Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

Hpnannus

IIpousBoauTe
Sandoz GmbH
Biochemiestrasse 10
6336 Langkampfen
AgcTpus

Novartis Pharma GmbH
Roonstrasse 25

90429 Nurnberg
I'epmannus

3a JOBIHKUTENTHA HHPOPMAITUS OTHOCHO TOBA JIGKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NpPEICTABUTEN Ha MPUTEKATENsI Ha Pa3pelIeHHeTo 3a yrnorpeda:

Belgié/Belgique/Belgien
Novartis Pharma N.V.
Tél/Tel: +32 2 246 16 11

Boarapus
Novartis Bulgaria EOOD
Ten: +359 2 489 98 28

Ceska republika
Novartis s.r.o.
Tel: +420 225 775 111

Danmark
Novartis Healthcare A/S
TIf: +45 39 16 84 00

Deutschland
Novartis Pharma GmbH
Tel: +49 911 2730

Eesti
SIA Novartis Baltics Eesti filiaal
Tel: +372 66 30 810

EALGoa
Novartis (Hellas) A.E.B.E.
TnA: +30 210281 17 12

Espafia
Novartis Farmacéutica, S.A.
Tel: +34 93 306 42 00

France
Novartis Pharma S.A.S.
Tél: +33 155 47 66 00
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Lietuva
SIA Novartis Baltics Lietuvos filialas
Tel: +370 5 269 16 50

Luxembourg/Luxemburg
Novartis Pharma N.V.
Tél/Tel: +32 2 246 16 11

Magyarorszag
Novartis Hungaria Kft.
Tel.: +36 1 457 65 00

Malta
Novartis Pharma Services Inc.
Tel: +356 2122 2872

Nederland
Novartis Pharma B.V.
Tel: +31 8804 52 111

Norge
Novartis Norge AS
TIf: +47 23 05 20 00

Osterreich
Novartis Pharma GmbH
Tel: +43 1 86 6570

Polska
Novartis Poland Sp. z 0.0.
Tel.: +48 22 375 4888

Portugal
Novartis Farma - Produtos Farmacéuticos, S.A.
Tel: +351 21 000 8600



Hrvatska
Novartis Hrvatska d.o.o.
Tel. 4385 1 6274 220

Ireland
Novartis Ireland Limited
Tel: +353 1 260 12 55

island
Vistor hf.
Simi: +354 535 7000

Italia
Novartis Farma S.p.A.
Tel: +39 02 96 54 1

Kvbmpog

Novartis Pharma Services Inc.

TnA: +357 22 690 690

Latvija
SIA Novartis Baltics
Tel: +371 67 887 070

Romania
Novartis Pharma Services Romania SRL
Tel: +40 21 31299 01

Slovenija
Novartis Pharma Services Inc.
Tel: +386 1 300 75 50

Slovenské republika
Novartis Slovakia s.r.o.
Tel: +421 2 5542 5439

Suomi/Finland
Novartis Finland Oy
Puh/Tel: +358 (0)10 6133 200

Sverige
Novartis Sverige AB
Tel: +46 8 732 32 00

United Kingdom (Northern Ireland)
Novartis Ireland Limited
Tel: +44 1276 698370

JdaTa Ha moc/1eHO mpepa3riexIaHe Ha JIUCTOBKATA
JApyru u3ToYHUIIM HA HHPOpMALUS

IMoxpoOHa uH(popMalus 3a TOBA JIKAPCTBO € MPEA0CTaBeHa Ha yeOcalita Ha EBponeiickaTa areHus
o JiekapcrBata http://www.ema.europa.eu
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HMucrpykiunu 3a yriorpedba Ha Aimovig IpeABaApUTENHO HANBJIHEHH TUCAIIKH

Mmoctpanus Ha nucajakara Aimovig 70 mg (Cbe CBETIIO CHHBO TSJIO, JIWIAB OyTOH 32 HHXKEKTHPAHE,
OsTa Kamayvka ¥ 3¢JICH MPEAa3uTe)

IIpenu ynorpeda Caen ynorpeba

Jlunas OyToH 3a
UHKEKTHPAHE _l-

Cpok Ha
Cpok Ha TOJTHOCT
TOAHOCT
o
o
XKbnTo nmpo3opue
(nmKekIuATa €
ITpo3opue HarpaBeHa)
Nt
\
PasztBOp 1]

3eleH peama3uTet
(urnara e BBTpE)

w

ITocTraBena Os1a \

Karadka _/_.

CIICH MPEAMAa3uTel
HrjaTa € BbTpe)

w2zt
od— Maxnara Gsu1a
Karavka

L0887 v2

~

3abenexka: WUrmnara e BBTPC B 3CJICHUSA NPCAIa3UTCII.
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MNmoctpanus Ha nucaakara Aimovig 140 mg (c TBMHO CHHBO TSUI0, CUB OYTOH 32 HH)KEKTHPaHe,
OpaH)KeBa Kamavka H JKbJT MPEANa3uTen)

Cus OyTOH 3a
WH)KEKTUpaHe

Cpok Ha
TOJTHOCT

[Ipo3zopue

PasztBOp

IloctaBena

OpaH>KEBa Kallavka

IIpenn ynorpebda

¥1/00
0000000

Kbnr npennazuten
(urmata e BBTpE)

3abenexka: Urnata e BpTpe B )KBIATHS MTPEANA3UTEN.
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Caen ynorpeda

¥1/00

Cpok Ha
0000000

TOJTHOCT

Kbnrto npozopue
(vmxeknuaTa €
HarpaBeHa)

XKbnT npennasuren
(urmata e BBTpE)

Maxwuata
OpaH>KeBa
Karayka



Ba:kno

IIpenn na m3non3Bare Aimovig nNpeaBapuTeJTHO HAITbJIHEHA
nucajaKa, mpoyerere Tazu HH(popmanms.

Crbnka 1: IloaroroBka

3abenexka: [Ipennucanara go3a Aimovig e mwiu 70 mg wim 140 mg. Tosa o3HauaBa, ye npu J103a
70 mg Tps0Ba 12 MHXKEKTHPATE ChbPIKAHKETO Ha eJHa THCANKa 3a eTHOKpaTHa yrnotpeda ot 70 mg.
[Ipu mo3a 140 mg TpsOBa na MHXKEKTUPATE ChABPKAHUETO WM Ha €/THA MICATKa 3a eTHOKpaTHa
ynotpeba ot 140 mg wiu Ha JBe MUCATIKYU 3a €IHOKpaTHa ynorpebda ot 70 mg eqHa ciiex apyra.

(A)

BuuMatenHo u3Bagere Aimovig npeaBapuTesIHO HallbJIHEHA(H) THcaika(i) OT KapTOHEHATa OMaKOBKa.
e ce Hamoyxu 1a M3MOJI3BATE WIIM €IHA WM JBE MMHCAIKH B 3aBICHMOCT OT Ipennucanara Bu fo3a.
He pazxiamarire.

3a ma n3derHeTe AUCKOM(OPT Ha MACTOTO 32 HHXKEKTUPAHE, OCTaBeTe Mucalkara(ure) Ha cTaitHa
TeMIiepaTypa B IpoJbDKeHIe Ha oHe 30 MUHYTH IpeaHn Ja si(TH) HHKEKTUpaTe.

3abenexka: He ce onuTaiiTe 1a 3aTommnTe nmucankara(uTe), KaTo U3MOI3BaTe U3TOYHHUK Ha TOTUTNHA,
HaIpuMep Tropela Boia WM MUKPOBBIHOBA (QypHA.

(b)

Ornenaiite nucankata(ure). YBepere ce, 4e pa3TBOPhT, KOMTO Ce BHXKA MTPE3 MPO30PUeTo, € OUCTHD U
OE3I[BETECH /IO CBETJIOKBIIT.

3abenexka:

- He u3non3Baiite nucankata(ure), ako HAKOS YacT M3TJIEXKAa HAlyKaHa WK CUyIeHa.
- He u3non3BaiiTe micanka, KOsTO € OHiIa N3MyCKaHa.

- He u3non3Baiite nucankara, ako KanaykaTa JMIICBA WIK He € 100pe 3aKperneHa.

BbB Bcnuky cityyau, ONMCcaHy MO-TOpe, U3MOJI3BaliTe HOBA MUCAJIKA U aKO HE CT€ CUTYPHU B HEIIO,
CBBpKeTe ce ¢ Bamms siexkap wim gapmanesT.

(B)

H1

CrbepeTe BCHUKH HEOOXOIUMU
MPUHAICKHOCTH 32 TIOCTaBsSHE Ha
WHXEKIUATa(UTe).

M3muliTe crapareiaHo pbLETE CU ﬂ
ChC CallyH U BOJAA. )

a9

e

Bwpxy uncra, 106pe ocBeTeHa

paboOTHA MOBBPXHOCT IMOCTABETE:!

- Hoga(u) nucanka(n)

- Tammnon(u), HarmoeH (1) cbe
CIUpT

- Kbcue(Ta) mamyk wim
MapJIeHH TAMIIOHU

- Jlenenka(u)

- KonTeiinep 3a u3xBbpisine
Ha OCTPH MPEAMETU
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@I

IloaroTBeTe U MOYHCTETE MﬂCTO(Ta) 3a UHXXCKTHUPAHE.

I'opHara yact Ha
pBKata

Y Kopemna obmact
(xopem)

benpo

\3

H3nosa3BaiiTe caMo N30poeHNTE MeCTa 32 HH:KEKTHpPaHe:

- benpo

- Kopemna o0nact (kopem) (¢ M3KIIFOUCHUE HAa 00J1aCTTa HA 5 ¢m OKOJIO IThIIa)

- BrHIHATa cTpaHa Ha TOpHATA YacT Ha pbKara (camo, ako HAKOW ApyT By mocTaBs MHKEKIHATA)

Ilouncrere MICTOTO 32 HMHXXCKTHPAHC C TaMIIOH, HAITIOCH CHC CIIMPT U OCTABCTEC KOKaTa 1a U3CHXHE.

W36upaiite pa3inyHO MICTO BCEKH ITbT, KOTaTO CH IIOCTABATE MHXKEKLUA. AKO TpsiOBa a U3II0JI3BaTe
CBILIOTO MSCTO 32 MHXKEKTUPAHE, YBEPETE Ce, Ye HE € YUaCTBKBT, KONTO CTE U3IOJI3BAIIU MOCIETHUS
IBT.

3abenexka:

- Criest KaToO CTe MOYUCTUIIN MSCTOTO 32 HHXKEKTUPAHE, HE TO MUIAaHTe OTHOBO MPEIn
WHKEKTHPAHETO.

- He u3bupaiite 001acT, KbIETO KOKaTa € 0oJie3HeHa, HACHHEHA, 3a4epPBEeHa WM TBbP/A.
U36sreaiiTe na nHKEKTHpaTe B 00JacTH ¢ O€JIe3H W CTPHH.
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Crtobnka 2: IlpurorBere ce

(1)

M3appnaiiTe Kammaukara HalpaBo, CaMo KOTaTo CTE€ TOTOBHU Ja MHKeKTUpare. MmkeknuaTa TpsoBa 1a
ce IIOCTaBU B paMKkuTe Ha S MmuHyTH. HopMmaiiHo € 1a BUuauTe Karka TeYHOCT B Kpas Ha UTJiaTa Wik
MpeAna3uTes.

3abenexka:

- He ocragsiiTe 1a ©3MUHAT NOBEYE OT 5 MUHYTH CJIEJ MaXaHEe Ha Kalaykarta Ha uriaTta. ToBa
MO’K€ Ja TOBEJIE /10 U3ChXBaHe Ha JIEKapCTBOTO.

- He ycykBaiiTe 1 He orbBaiiTe KanaukaTa Ha UIjiara.

- He Bpbuaiite kanaukaTa Ha uriara oOpaTHO BPXY IMCANKATA, CIE] KaTO BEAHBX CTE 5
MaxHaJu.

- He nocrassiiTe npbCcTUTE CH BHTPE B MIPEATIAZUTEIS.
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(E)

Cp3paaiiTe cTabuiTHA MOBBPXHOCT HAa U30PAHOTO MACTO Ha MHXKEKTUpaHe (6eapo, KOpeM WK BBHIIIHATA
CTpaHa Ha FOpHAaTa 4acT Ha pbKaTa), KaTO U3IMOI3BaTe WJIM METOJ C OI'bBAaHE, MJIM METO/] ChC
3axBallaHe.

Metoa ¢ ombBaHe

OmbpHEeTe BHUMATEIIHO KOXKaTa KaTo JABWJKUTE Majicla U IPbCTUTE B IIPOTHUBOIIOJJIOXHHU ITOCOKH,
HOquaBaﬁKH Y4aCThbK IIMPOK OKOJIO meT CM.

[
-y

A
Meroa cbe 3axBaliaHe
3axBaHETE BHUMATEIHO KOXKaTa MEXAy Majelia U MPbCTUTE, MOTyYaBaiKy y9acThK IIHPOK OKOJIO MeT
cm.

3abenexka: BaxkHo e JAa AbPXKUTC KOXKATa OITbHATA WJIM 3aXBaHATA, 1OKATO UWHKCKTHUPATC.
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Crbnka 3: UH:KeKTHpaHe

()

[IpoasmxaBaiite Ja IBPKUTE OMbHATATa/3axBaHaTaTa Koxka. Ciiesl KaTo Beue cTe MaxHalIM KanadkaTa,
MIOCTaBeTE MPEe/IIa3uTeNsl Ha MIcankaTa BbpXy Koxara rmoj sreit 90 rpamyca. Mrnara e BbTpe B
MPEIa3uTes.

IIpenmasuren
(urnara e BBTpE)

3abenexka: He nunaiite Bce omie OyToHa 32 MH)KEKTHPaHE.
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3

BHumaTenHo HaTHCHETE IKcajKaTa HaBBTPC B KOXKATa, JOKATO CIIPC Aa CC ABHIKU.

HartucHere Hafoay

3abenexka: TpsaOBa ga HATHCKaTe HABBTPE Mpe3 ISUIOTO BpeMe, HO Ja He Tunare OyToHa 3a
WHKEKTHpaHe, I0KaTO He CTE TOTOBH J]a MHXKEKTUpATe.

(1)

Hartucnere Oyrona 3a nmkektupane. llle dyere mpakBanxe.
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()

MaxHere majnerna cu ot OyToHa, HO IPOIbJDKaBANTe Jja MPUTHCKATE HABBTPE KbM KOXKATa.
HNuxeknusita MOXe 1a OTHEME OKOJIO 15 ceKyHIu.

mpak

15 cexynam

3abenexka: Korato MHXEKIMATA € HATPABEeHA, OT MPO3PAYHO MPO30PUETO IIE CTAHE KBIATO H MOXKETE
Jla 4yeTe BTOPO LIpaKBaHe.

3a0enexka:
- Crnen KaTo IpbITHETE MUCANKATA OT KOXKaTa, UriiaTa aBTOMaTUYHO Iie O'bJe MOKPUTA OT

Mpena3uTes.
- Koraro gpbnHeTe nucankara, ako Ipo30pUETO HE € CTAHAJIO JKbJITO WM aKo U3rJIexKa, ue
JIEKapCTBOTO BCE OIIE€ CE MHKEKTHPA, TOBA 03HAYABa, Y€ HE CTE MOJYUYMJIH ITBJIHATA J1034.

Cebpxere ce He3abaBHO ¢ Bamms snekap.
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Crpnka 4: Kpaii

X)

W3xBbprieTe n3nona3BaHaTa Nucaika 1 Karadkara Ha UIJiaTa.

[ToctaBere n3non3BaHaTa Nyucajika B KOHTEHHEP 3a U3XBBPIISIHE HA OCTPY NPEAMETH BEAHAra, cies
KaTo cTe 5 u3nonsBaiu. ['oBopere ¢ Bammus nexap winm gpapmaneBT 3a MpaBUIIHUS HAYMH Ha
H3XBBbpIIsiHE. BB3MOXHO € ja nMa MECTHU peryJaTOpPHU U3UCKBAaHUS 32 HAUMHA HAa U3XBBPIISHE.

3abenexka:

- He m3non3Baiite moBTOPHO mucaikara.

- He peuuknupaiite nucaqkuTe WM KOHTEHHEpa 3a U3XBBPJISIHE Ha OCTPHU MPEAMETH.

- Bunaru npbkTe KOHTEIHEpa 32 U3XBBPISHE HA OCTPH MPEIMETH Ha MSCTO, HEAOCTHITHO 3a
nera.

(D

OrneaiiTe MSICTOTO 32 MHKEKTHUPaHE.
AKO MMa HKaKBa KPbB BHPXY KOXKarTa, IPUTHUCHETE TaMyK WJIH Mapiisi KbM MICTOTO 32 MH)KEKTHPAHe.
He pastpusaiite MsictoTo 3a nmxektupane. [locraBere serneHka, ako € HEOOXOAUMO.

Axo no3ata Bu e 140 mg u u3non3Bare aBe nucajiku Aimovig 70 mg,
noBToperte cTbiku 1(I') 10 4 ¢ BTOpaTa mucaJjka, 3a 1a HHKEKTUPaTe
mbJHATA 103a.
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