NNPUJIOKEHMUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUS TIPOAYKT

Iperabamuu Accord 25 mg TBbpAX KaICYIIH
Iperabamuu Accord 50 mg TBbpan Kacynu
Iperabamuu Accord 75 mg TBbpAK KAICYIIH
Iperabammu Accord 100 mg TBBpau Karcyiu
Iperabammu Accord 150 mg TBbpau Karcyim
Iperabammu Accord 200 mg TBBpIaY KaICyiu
Iperabamuu Accord 225 mg TBBpIaY KaICyiu
Iperabammu Accord 300 mg TBBpIaY KarCyiu

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

[perabammu Accord 25 mg TBbpAK KAICYIIH
Bcsika TBBpa Karcynna chabppika 25 mg nperadanud (pregabalin).

[perabamuu Accord 50 mg TBbpaK KanCynu
Besika TBBpaa Kancyna chabpika 50 mg nperadamun (pregabalin).

Iperabamuu Accord 75 Mg TBEpAK KAICYIIH
Besika TBBpa Karcynna chabppika 75 mg nperabamun (pregabalin).

Iperabammu Accord 100 mg TBBpaY KAICyIu
Besika TBBpaa Kancyna chabppika 100 mg mperabammu (pregabalin).

Iperabammu Accord 150 mg TBBpaM KaIcysau
Besika TBBpaa Kancyna chabppika 150 mg mperabamuu (pregabalin).

Iperabammu Accord 200 Mg TBBpIY KAIICYIIH
Besika TBBpaa Kancyna ceabppika 200 mg mperabanuu (pregabalin).

Iperabamuu Accord 225 My TBBPIK KAIICYIIH
Besika TBBpa Kancynna chabppika 225 mg mperabanun (pregabalin).

Iperabammu Accord 300 Mg TBBpIY KAIICYIH
Besika TBBpaa Kancyna chabppika 300 mg mperabanuu (pregabalin).

3a IBJIHUA CIIUCHK HA ITOMOIIHHUTE BEIIECTBA BIKTE TOUKA 6.1.

3. JEKAPCTBEHA ®OPMA
Tebpa karncyna
IIperadanuua Accord 25 mg TBEpAM Kancyin

Bbenu Henpospaunn/benu Henpo3payuny, pasmep “4” TBBPIU JKEeIATHHOBU Kancyiu ¢ Haamnuc ‘PG’
BBPXY KaIrmadeTo u “25” BppXy TAI0TO. Besika karicyina e ¢ mpubiausnuTenHa abokuHa 14,4 mm.

Ipera6amun Accord 50 mg TBbpAM Karcyau
Bbenu Henpospaunu/benu Henpo3payunu, pasmep “3” TBBPIU JKEeIATHHOBY Kalcyiu ¢ Haamnuc ‘PG’
BBPXY KamaueTo U “50” Bepxy Ts10T0. Besika Karcyna e ¢ npudau3uTenHa abpkuHa 15,8 mm.

Ipera6amun Accord 75 mg TBbpAM Karcyau
UepBenu Henpo3paunu/benu Henpo3payunu, pasMep “4” TBbPAU KeJIaTHHOBU Karcyiiu ¢ Haamnuc ‘PG’
BBPXY KarmadeTo u “75” BppXy TAI0TO. Besika karicyina e ¢ mpubiausnurenaHa abokuHa 14,4 mm.
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Ipera6amun Accord 100 Mg TBBp/IH Kancyiu
UepBenu Henpo3pauHu/YepBeHH HENpo3pauHu, pasmep “3” TBbPIU KEeJIATHHOBU KAIICYJIU ¢ HAIMKC
‘PG’ Bppxy kamauero u “100” Bepxy Ts10TO. Besika Karcyna e ¢ npudau3uTeHa abokuaa 15,8 mm.

Ipera6amun Accord 150 Mg TBbp/IH Kancyin
Benu Henpo3paunn/benu Henpo3paunu, pasmep “2” TBbPAU KeJIaTHHOBU Karcyau ¢ Haamuc ‘PG’
BBPXY KamaueTo U “150” Bppxy Ts10TO. Besika karicyia e ¢ mpubnu3urenta abpkuHa 17,8 mm.

Ipera6amun Accord 200 Mg TBBp/IH Kancyiu

OpamxkeBu Henpo3padan/OpamkeBH HENPO3padHu, pasMep “1” TBbpau KeTaTHHOBH KaIICYIH C
Haamuc ‘PG’ Bepxy kamaueTo u “200” BbpXy TsU10TO. Besika karicyia € ¢ npuOiIu3uTeIHa IbIKUHA
19,3 mm.

Ipera6amun Accord 225 mQ TBbP/IH Kancyiu
Opamxkesu Henpospauan/benn Henpo3payunu, pazmep “1” TBbPIN KEITATHHOBU KATICYJIH C HAJIITHAC
‘PG’ BBpXy Kamauero u “225” BbpxXy Ts10T0. Besika karcyna e ¢ npudiausuTenta abokuaa 19,3 mm.

Ipera6amun Accord 300 Mg TBBp/IHM Kancyiu
UepBenu Henpo3paunu/benu Henpo3paunu, pasMep “0” TBbpAK KeJIaTUHOBU Karcyiiu ¢ Haamnuc ‘PG’
BBpXY kamaueTo U “300” Bppxy TsU10TO. Besika karicyia € ¢ mpubnusurenta abpkuHa 21,4 mm.

4, KJIMHUYHU JAHHU
4.1 TepaneBTHUYHH MOKA3AHUS

Enunencus
Iperabanmuu Accord e mokaszaHa Kato J0OaBbYHO JICUEHHE TIPH BB3PACTHHU C MAPIIHATHI TPUCTHITH
ChC WM 0e3 BTOPUYHA TeHEepaIN3allysl.

Tenepanuzupano mpesodicHo pascmponcmso
IIperabanmuu Accord e mokasaHa 3a JeUeHre Ha TeHEpaIU3UPaHo TPEBOKHO pazcTpoiictBo (I'TP) mpu
BB3PACTHH.

4.2  Jlo3upoBKAa U HAYUH HA MPHUJIOKEHUE

2031/1[2031@1

Ho3zoBusat uarteppai ¢ ot 150 1o 600 mg Ha 1eH, pa3npeAcIICHH B 1Ba WIH TPH IIpHeMa.

Enunencus

JledenueTo ¢ mperabanmH MOXe J1a 3arodHe ¢ 1032 oT 150 mg Ha feH, pa3neneHa Ha IBa WA TPH
npueMa. B 3aBUCHMOCT OT UHAWBUYaTHHS TEPAEBTUYCH OTTOBOP HA MAI[MEHTa U TIOHOCHUMOCTTA
no3ata Moke 1a 0b1e yBenmmueHa 10 300 mg Ha meH cinen 1 ceqmuiia. MakcnManHaTa mo3a ot 600 mg
Ha JIeH MOJKe /1a ObJle IOCTUTHATA CJIe]T OIe €HA AOMIBIHUTEHA CEAMHULIA.

Tenepanuzupano mpesodicHo pascmponcmso
Ho3zoBusat uareppai ¢ ot 150 1o 600 mg Ha 1eH, pa3npeAc/ICHH B 1Ba WIN TPHU IIpHEMa.
HeobxomumocTTa OT JieueHue TpssOBa /1a ObJie MPEOICHIBaHA PEIOBHO.

JlegenueTo ¢ mperabanmH MOXe Ja 3amodHe ¢ go03a oT 150 mg Ha neH. B 3aBucumoct oT
WHJIMBUTyalTHHS TepANleBTUYCH OTTOBOP HAa MAI[eHTa U IOHOCUMOCTTA JI03aTa MOXe Ja ObJie
yBenmmyena 10 300 mg Ha neH cien 1 cenmuria. Crient efHa TOMBIIHUTENTHA CEIMHUIIA 103aTa MOXKe Ja
0b1e yBenmuaeHa 1o 450 mg Ha nen. MakcumanHaTa 1o3a ot 600 mg Ha neH Moxe 1a Obae
JIOCTUTHATA CJIE]I OIIe €/{Ha JIOMIbIIHUTETHA CEIMHUIIA.

Ilpexpamsasane na neyenuemo c npe2a6aﬂun




B choTBeTCTBUE ¢ HacTOAIIATA KIIMHUYHA NMPAKTHKA, aKO JICYCHUETO ¢ MperabaivH TpsioBa na Onie
MpEeKpaTeHo, ce MpernopbyBa TOBA Ja CTaHe MOCTENIEHHO B PAMKHTE MUHUMYM Ha | ceqmuiia
HE3aBHCHUMO OT TIOKa3aHUeTOo (Bxk. ToUuku 4.4 u 4.8).

Hayuenmu ¢ 6v0peuno yspesicoane

[perabanuu ce eMMMUHNUPA OT CHCTEMHATA IIUPKYJIANS TIIaBHO Upe3 OhOpedHa eKCKpeIys B
HempoMeHeH BUI. Thi KaTo KIMPHHCHT HA TIPEradaliv € MpaBo MPOMOPIUOHANICH Ha KPeaTHHUHOBHUS
KJIIUPBHC (BXK. TOYKa 5.2), HAMaJIsIBaHETO Ha J103aTa MPH MAIMCHTH ¢ HapylieHa Ob0pedHa GyHKITUS
TpsiOBa Aa OBJe MHANBUAYATU3NPAHO B CHOTBETCTBHE C KpeaTHHUHOBHS KiupbHC (CLcr), KakTo e
nmocoueHo B Tabmura 1, kato ce mpuiara ciieqHarta hopMya:

1.23x [140- X K
CLar(ml/min) = [140- suspacr (rommm | x rerzo () (X 0.85 3a sewn)

cepymen kpeartunus (pmol/l)

[Iperabanuu ce oTcTpaHsBa €PEKTUBHO OT IIa3Mara upe3 xemoauanusa (50% ot JekapcTBOTO 3a

4 gaca). [Ipu narueHT Ha XeMOIMAIHM3a THEBHATA /1032 MPeTradaivH TpsOBa 1a Ob/e ajanTUpaHa B
3aBUCHMOCT OT OBOpeuHarta ¢yHKIus. B noIrbIHeHNE KbM THEBHATA J103a HETIOCPEICTBEHO CIIE]]
BCsIKa 4-4acoBa XeMOJMAan3a TpsiOBa 1a ObJie 1ajieHa OMbIHUTEIHA Jo3a (BxK. Taonuma 1).

Tabnuua 1. AnantupaHe Ha 1o3ata Ha nperadalvH B 3aBUCUMOCT OT ObOpeuHaTa (QyHKIMs

KpeatnHnHOB KIMpBHC

(CL.,) (ml/min) OOma 1HeBHA J103a Ha mperadanuH * Pexxum Ha no3upane

Haganna nosa MakcuManHa 103a

(mg/nen) (mg/nen)
>60 150 600 JUI v TII,
>30-<60 75 300 JUI v TII,

EnHOKpaTHO THEBHO WU
>15-<30 25-50 150 T
<15 25 75 EnHOKpaTHO AHEBHO
JlombHAUTENHA 1032 HEMOCPEACTBEHO CIIE/ XeMoauanm3a (mg)
| 25 | 100 | Ennokpatha jio3a

TITJ = Pa3nenenu B Tpu npruema

HI1J1 = Pa3nenenu B ABa mpuema

* O0marta THeBHA 1032 (Mg/AeH) TpsaoBa na Obae pasaeneHa, KakTo € yKa3aHo B pekuMa Ha
J03MpaHe, 3a Ja ce moyyyaT mg/mo3a

* JIombIHMTEIHATA [103a € €HOKPATHA

THayuenmu ¢ yuepnoopodbuo yepescoane
[pu nanueHTH ¢ YepHOAPOOHO YBPEKIaHE HE € HeOOXO0AMMa MPOMIHA Ha 103aTa (BXK. Touka 5.2).

Tleduampuuna nonynayus

BesonacHoctTa 1 edukacHoctta Ha [Iperadammn Accord mpu aena moj 12-rouiiHa Bs3pact |
toHo1M (12-17-roauiTHa B3pacT) HE ca YCTaHOBEeHU. HannyHuTe KbM MOMEHTA JIAHHU Ca OITUCAHH B
touku 4.8, 5.1 u 5.2, HO He MOXKe J1a ce 1ajaT NPEOPbKH 3a JO3UPOBKATA.

Cmapuecka nonynayus (nao 65 200unu)
[Ipu nauyeHTH B cTapyecka Bb3pacT MOXKE Ja Ce HAI0XKH HaMallsiBaHE Ha J103aTa Ha nperadainH
nopaau HamaneHa 0p0peyna ¢pynkuus (Bx. “IlannenTn c HapymeHa 0b0peyna GyHKIUS”).

Hauun Ha npunoskenue
[perabanxun Accord Moxe 1a ce mpueMa chC Wi 0e3 XpaHa.
[Mperabanun Accord e camo 3a epopaTHo MPUIIOKECHHUE.

4.3 IlpoTHBOMOKA3AHHUSA




CBPBXUyBCTBUTETHOCT KbM aKTHBHOTO BEIIECTBO MIIM HIKOE OT IIOMOIIHUTE BEIIECTBA, H30POEHH B
Touka 6.1.

4.4  CneumajHu mpeaynpe:KIeHusi U MPpeAna3Hu MepKU MPHU ynoTpeda

IManmenTtu ¢ guader

B choTBeTCTBHE C HAacTOSIIATA KIMHAYHA [TPAKTHKA MPU HIKOM MAIlUCHTH C 1Ua0eT, KOUTO HaaaaBaT
Ha TErJIO IPH JICYCHHE ¢ TperadajnH, ¢ HEOOXOAUMO aJanTHpaHe Ha aHTHUINA0CTHUTE JIEKAPCTBCHH
MPOAYKTH.

PeaKgI/II/I Ha CBPBXYYBCTBUTCIIHOCT
Or MOCTMAPKCTUHIOBUA OIIUT UMa C’BO6H.IGHI/I$I 3a pCaKIU1 Ha CBPBXYYBCTBUTCIIHOCT, BKIIFOUUTCIIHO

CJIyuau Ha aHTUOCACM. AXO Bb3HUKHAT CUMIITOMU Ha AHI'MOC/IEM, KaToO IMOAYBAaHC Ha JIUIICTO, OKOJIO
yCTaTa UK HAa TOPHUTC AUXATCJIHU I'bTUILIA, Hpera6aJn/IH TpSI6Ba Aa ce cipe He3a0aBHO.

3amaliBaHe, CbHIMBOCT, 3ary0a Ha Ch3HaHKME, 00bPKBAHE U YMCTBEHO YBPEKIAHE

JledenueTo ¢ nmperabanuH e OUI0 CBBP3aHO ChC 3aMaliBaHE M CHHJIMBOCT, KOUTO OMXa MOTJIH Ja
yBEJIMYAT YECTOTaTa Ha CIIyd4aliHO HapaHsBaHe (MaJlaHe) MY MalMeHTH B cCTapyecka Bb3pact. Mima u
MOCTMaPKETHHIOBY ChOOIICHHMS 32 3ary0a Ha Ch3HAHUE, 00bPKBaHE U YMCTBCHO YBPEKIIAHE.
CreoBaTeITHO, AITUEHTUTE TPSAOBA Ja OBIAT MOCHBETBAHM J1a OBAAT ¢ MTOBUIIICHO BHUMAHHE, TOKATO
HE C€ 3aI03HAAT C MOTCHIUAIHUTE €(PEKTH OT JIEKAPCTBEHHS TPOIYKT.

EdexTn cBbp3aHN ChC 3pEHUETO

[Ipu KOHTpONKpPaHN U3NUTBAHMS, IO-TOISIMA YACT OT NAlMEHTUTE, JIEKYBaHH C IperadajvH, ca
CHOOIIMIIH 3a 3aMBIJICHO 3pEHHE, B CPaBHEHHE C MMALUCHTUTE, JIEKYBaHH C IIanebo, KOeTo e
OT3BYYAJIO B [TIOBEYETO CIy4au MPH MPOABILKUTETHO npuiarade. [Ipu KMHUYHUTE TpOyYBaHUs,
KBAETO ca MPOBEACHU O(QTAIMOJIOTMYHH U3CIICABAHNUS, YECTOTATa HA HAMAJIIBAaHE HA 3pUTeNTHATa
OCTPOTa ¥ MMPOMEHH B 3PUTEIIHOTO TOJIE € TIO-TOJsIMa NP MAaLUEHTHUTE, JIEKYBaHU C IperadanuH,
OTKOJIKOTO TP MallEHTHUTE, JIEKyBaHU ¢ TuIanebo; yectoraTa Ha (QyHIOCKOIICKUTE IPOMEHH € TO-
roJisiMa Npy MalyueHTUTe, JIeKyBaHu ¢ mianedo (Bx. Touka 5.1).

Or MOCTMAPKCTUHI'OBUA OIMUT CHIIO CC C’bO6HIaBaT HEXKEJIaHU PCAKIINU ITO0 OTHOIMICHUC HA 3pCHUCTO,
BKJIIOYUTCIIHO 331"}/63 Ha 3pC€HUC, 3aMBIJIIBAHC HA 3PCHUCTO UJIU JPYTrU IIPOMCHU B 3pHUTCIIHATA
0OCTpPOTa, MHOI'O OT KOUTO Ca ounu MMpEeXOJHH. CrmpaHeTo Ha nperaGaJmH MOXKE ga J0BE€IC 10O
OT3BY4YaBaHC UJIN HOI[O6p$lBaHe Ha TE3U 3pUTCIIHU CUMIITOMMU.

br0Opeyna HETOCTATHLYHOCT
CroOmaBar ce ciryvau Ha ObOpevYHa HEIOCTATHYHOCT, [P HAKOU CITyYau MPEeKpaTsIBaHETO HA
nperadaiuH Moka3Ba 0OpaTUMOCTTA Ha Ta3u HEKEIaHa JICKapCTBCHA PEaKIUs.

Crnupane mpreMa Ha ChITbTCTBAIIM AHTHENWICITHYHH JIEKapCTBa

CrplrecTByBaT HEJOCTATHYHO JTAHHY 32 CIIMPAHETO HA TpreMa Ha ChITHTCTBAIIN aHTHETIIICITHYHU
JIeKapCcTBa CJell IOCTUTaHe Ha KOHTPOJ Ha MPHUCTHINTE ¢ TperadainH Kato 100aBbyHa Tepamnusd, 3a 1a
ce TIpeMUHe Ha MOHOTEPAIus C MperadairH.

CuMIToMH Ha OTHEMaHe

HabnronaBanu ca CHMITOMY Ha OTHEMaHe ITPH HAKOW TAIMEHTH CIIe/l CIIMpaHe Ha KPAaTKOCPOYHO U
I'BIATOCPOYHO JieueHue ¢ nperadbanut. CaegauTe ChONTHS ca OWIN CIIOMEHATH: O€3CHHHUE,
riaBo0oiue, rajicHe, TPEeBOXKHOCT, THapHsl, TPUIICH CHHIPOM, HEPBHOCT, Jienpecus, 00JKa,
KOHBYJICHH, XHIIEPXHUJ[PO3a U 3aMaiiBaHe, MOKa3aTeIHH 32 (pU3nUecKa 3aBUCUMOCT. [laneHTuTe
TpsiOBa Aa OBIAT HHGOPMHUPAHH 3a TOBA TPH 3alI0YBaHE Ha JICUSHUETO.

KoHuByncuu, BKIIFOUNTENHO €MAIETITUYEH CTAaTyC ¥ TeHepaIn3upaHi TOHUIHO-KIIOHHYHH I'bPUOBE,
MOJKE J]a HACTBIIAT M0 BpEMe Ha JICYEHHETO C MperadalivH WM CKOPO CIIe] HEroBOTO IPEeKpaTsIBaHE.
JlananTe 32 IpeKpaTABaHe Ha JBJITOCPOIHOTO JeUeHHUE C MperadainH MoKa3BaT, 4e 4ecToTara u
TeXecTTa Ha CHMIITOMHTE Ha OTHEMaHe OMxa MOTJIN 1a ObIaT 10303aBUCHUMH.



3acroiina ChpJcdyHa HCAOCTAaThYHOCT

Ham/lue Ca MMOCTMApKCTUHI'OBU C’bO6I].[eHI/I$I 3a 3aCTOMHA ChpACUYHAa HCAOCTATBbYHOCT IIPU HAKOU
ManrueHTH, NoJIydaBaliu npera6aﬂHH. Te3nu peaKkiuu ce Ha6J'IIOI[aBaT OpECaAUMHO IMPU MAaUCHTU B
CTap4eCKa Bb3pacCT CbC CbPACYHO-CHAO0BU YBPCIKIAHUSA 11O BpEME HaA JICHCHUC HAa HCBPOIIATHUSA C
npera6am/1H. Hpera6am/1H Tp$16Ba Ja C€ U3M0JI3Ba C BHUMAHUC ITPU TE3U IMALIUCHTHU.
HprCTaHOBHBaHeTO Ha npera6anI/IH MOXKE Ja JOBEAC N0 OT3BYUaBaHC HAa PCAKIUATA.

Hexenanu PECAKIIUU TTPU MAIMMCHTH C F[2L6Ha‘-IHOM03"b‘-IHa rpaBMa
YecToTaTa Ha HEXKEITAHUTE PC€aKIn KaTo LAJI0, HEXKCIIaHUTE PEAaKIIMKU OT CTpaHa Ha LICHTpaJIHaTa

HEPBHA CHCTEMa U 0COOEHO CHHJIMBOCTTA € OWJia yBEIHUeHa MPH JICYCHUETO Ha IIeHTPaJTHa
HEBpomaTHa 00JKa B pe3yiITaT Ha rpbOHAYHOMO3bYHA TpaBMa. ToBa MOXKe Jja ce OT/Iajie Ha aINTHBEH
e(eKT, IBIDKAIIL Ce Ha ChIIBTCTBAIINTE JIEKAPCTBEHH MPOIYKTH (HAIp. aHTU-CIACTHYHH arceHTH),
HEOOXOIMMH 33 TOBa ChCTOSHUE.

CyuiiaHa uieanwsi ¥ MoBeIeHUe
[Ipu nanpeHTH, TeKyBaHU ¢ aHTHENMIENTHYHH JekapcTBa (AEJI) 1o pas3anyHu MoKa3aHus, ca

CHOOIIaBaHM CYMITHIHA HICans U TToBeAcHUE. MeTa-aHann3 Ha paHIOMHU3HUpaHH, IUIaeoo
KOHTPOJUPAHH MPOYYBAHUS HA aHTUETTWIICTITHYHH JICKAPCTBEHU MPOAYKTH CHINO IMOKa3Ba MaIbK, HO
MTOBUIIICH PYCK OT CYHITMIHA HeaIis U TIoBeIeHne. MeXaHu3MbT Ha TO3H PHUCK HE € U3BECTCH H
CBITICCTBYBAIIINTE JAaHHU HE M3KIIOYBAT BH3MOKHOCTTA 32 TTOBUIIICH PUCK MPHU TpeTadatrH.

3aroBa manueHTUTe TPsIOBa Ja OBAAT MPOCIEIBAHU 32 MPU3HAIM Ha CYWIIMHA WIearys U IOBEIeHNE
U TpsIOBA J1a ce MpeAnpueMe ChOTBETHOTO JiedeHne. [lanmenture (1 xoparta, KOUTO C€ TPIKAT 32 TSX)
TpsiOBa Ja OBAAT MOCHBETBAHU J1a IOTHPCAT JIEKAPCKH CHBET B CIy4aii, 4e ce MOABST MPHU3HAIN Ha
CyHLIMIHA WJeanus U TIOBEeCHHE.

Hamanena ¢hyHKIMS Ha JOTHHS TAaCTPOMHTECTHHAIIEH TPAKT

MMa nocTMapKeTHHIOBH CHOOIICHUS 32 ChOUTHS, CBbP3aHU ¢ HaMaJieHa ()YHKITVSI Ha JOTHHS
TaCTPOMHTECTUHAJICH TPAKT (HAIP. HEIPOXOAUMOCT Ha YepBaTa, MapaIMTUYEH WIEYC, 3aMeK), KOraTo
nperadaivH € MpUeMaH 3aeHO C JIEKAPCTBA, KOUTO MOKE JIa MPEIU3BUKAT KOHCTHUIIAINS — HAITPUMEP
OonMHOUIHU aHaNreTHI. KoraTo mperadaivuH u ONMHOUAM e CE U3I0JI3BAT B KOMOMHAIWS, TPSOBa J1a
ce B3eMarT MPEBUJI MEPKH 3a MPEIOTBPATABaHE Ha KOHCTUIANUATA (OCOOEHO MPH KEHU U TAIIMCHTH B
cTapyecka Bb3pacr).

HempasunHa ynorpe6a, HOTEHITHAN 32 3710yIoTpeda Ml 3aBUCUMOCT

Crpo0mraBanu ca cilydan Ha HEMpaBUIHA yroTpeda, 3imoynoTpeda u 3aBucuMocT. Heooxoaumo e
TIOBUIIICHO BHUMAaHHE MPH MAIMEHTH ¢ aHaMHe3a 3a 370ynoTpeda ¢ BEIIeCTBa U MAlUSHTUTE TPIOBa
Ja ObaT HAOMIOJaBaH! 32 CHMITTOMH Ha HETIPaBHITHA YIIOTpeOa, 3710ymmoTpeda Witk 3aBUCHMOCT OT
nperabainH (ChoOIaBa ce 3a pa3BUBaHE Ha TOJIEPAHTHOCT, MOBUIIIABAHE HA JI03aTa, TIOBE/ICHUE 32
HACOYEHO THPCEHE Ha JIEKAPCTBOTO).

Ennedanonarns
CrpobmraBanu ca cirydan Ha eHIedanonaTus, MPeaUMHO IIPHU TMAITUEHTH C ITOICKAITH 3200 ITBaHMS,
KOHMTO MOTaT J]a YCKOPSIT Pa3BUTUETO Ha CHIIC(AIOATHSI.

45 B3aumojeiicTBHe C APYrU JeKAPCTBEHN MPOAYKTH U Apyru popMu HAa B3auMojieiicTBUe

TBit kaTo nperadairH ce eKCKpeTHpa NPeANMHO B HETIPOMEHEH BU/I B ypHHATa, MeTa0O0In3npa ce
peHe0pexnMo Majko mpu xopa (< 2% ot fo03ara ce yCTaHOBsBa B ypuHaTa moj ¢opMara Ha
MeTabOoINTH), He MHXUOMpa JIEKapCTBEHNS META00IM3BM iN VItro 1 He ce CBBP3Ba C IIa3MEHUTE
OeNnThIN, MAJIKO BEPOATHO € TOW Ja MPeIn3BUKBA MU /1a y9acTBa BbB (papMaKOKWHETHIHU
B3aUMOJICHCTBHUS.

In Vivo mpoy4BaHus ¥ MOMYJIAIHOHEH (papMaKOKMHETHYEH aHAIIH3
CbhOTBETHO, B iN VIVO poyyYBaHus HE ca HAOIIOIaBAHN KIIMHUYHO 3HAYMMH (papMaKOKHHETHIHH
B3aMMOJICHCTBHSI MKy peradayive 1 GeHUTONH, KapbaMa3eH, BaIIpOeBa KUCEIINHA,




JAMOTPUTHH, Ta0aTleHTHH, JIopa3enaM, OCKUKOJIOH Wir etaHo. [lomynanuoner ¢papMaKkOKHHETHYCH
aHaJn3 MOKa3Ba, ue NMEePOPATHUTE aHTUINAOCTHU CPEIICTBA, JUYPETUITUTE, HHCYIHH, (heHoOapOuTan,
THAraOWH ¥ TOITUpPaMAaT HAMAT KJIMHUYHO 3HAYMM e(eKT BhPXY KIHPBHCA Ha MPera0auH.

IlepopaliHu KOHTPAIENTHBHHU CPEICTBA, HOPETHCTEPOH W/WIIM ETHHHJI €CTPAINOI
EnnoBpeMeHHOTO pUIIOKEHHNE Ha TperadaiiH U IepopaTHUTe KOHTPAIIEITHBHA CPEICTBA

HOPETUCTEPOH W/WIIH €THHHII €CTPAANOI HE TIOBJHABA (apMaKOKWHETHKATA MPU CTAllMOHAPHO
CBHCTOSIHUE HAa HUTO €HO OT TE€3H BEIIECTBa.

JlexapcTBEHU NPOIYKTH, IOBIUIBALIY LIEHTPAJIHATA HEPBHA CUCTEMA

[Iperabanun Moxxe Aa 3acuiau eheKTUTe Ha eTaHOI U Jiopa3enaM. B KoHTponupaHu KIMHAYHA
NpPOY4BaHUSI MHOTOKPATHU TIEPOPATTHH A03U Nperadaiif, NPUIOKEHH €HOBPEMEHHO C OKCUKO/IOH,
JIopa3ernam MM €TaHoJI, He BOAAT 4O KJIMHUYHO 3HaYMMU e(peKkTu BbpXy aumanero. Ot
MOCTMAapPKETHHI'OBUS OIIUT UMa CHOOILEHHS 3a IMXaTelIHa HEAOCTaThUHOCT M KOMa NP MalUeHTH,
npueMaly nperabaiuH U APYrH JeKapCTBEHU MPOAYKTH, MOATHCKALIN EHTPaJHaTa HEPBHA CHCTEMa
(IIHC). IIperabanuu BepOsSTHO UMA aIUTUBHO JICHCTBHE BbPXY HAPYILICHUITA HA TI03HABATEIHATA U
JBUraTenHata (GyHKIUS, IPUUUHEHH OT OKCUKO/IOH.

BzamMoielicTBHSA ¥ TAITMEHTH B CTapyecka Bh3PacT

He ca mpoBexxmanu crienmnuaHA TPOyIBaHUS 3a (hapMaKOIUHAMHUIHY B3aUMOACHCTBUS TIPH
JIOOPOBOJIIIN B cTapuecka Bh3pacT. [IpoyuBaHus 3a B3aUMOACHCTBHS Ca TIPOBEICHU CaMO MPH
BB3PACTHH.

4.6 @epTUINTET, OPEMEHHOCT H KbPMEHe

Kenu ¢ nerepoaen norennyan/KoHTpanenius Ipu Mbxe U )KCHH
Twit KaTo BB3MOKHUAT PUCK IPH X0pa € HEM3BECTEH, IIPH JKCHH ¢ JETEPOCH IOTCHIINAN TPsOBa 1a ce

M3M013Ba e(PEeKTUBHA KOHTPAIICTIITHS.

BpemenHocT
Hsima mocTaTpuHO HaHHM 3a yroTpebaTa Ha mperadaiH pu OpeMeHHHU.

ITpoyuBaHuATA TPH KUBOTHH Ca MOKA3AJIN PEIPOAYKTUBHA TOKCHYHOCT (BXK. TOUkKa 5.3).
[ToTeHnMaTHUAT PUCK MPH XOpa € HEN3BECTEH.

Iperabamuu Accord me TpsibBa 1a ObJIe U3MOI3BaHA IO BpEME Ha OPEMEHHOCT, OCBEH B Cydail Ha
KaTeropuiHa HeoOXO0MMOCT (aKO IoJi3aTa 3a MaiikaTa KaTeropuaHO HAJIXBHPIIS TIOTCHITUATHIS PHCK
3a (etyca).

Kspmene

IIperabamuu ce ekckpeTrpa B KbpMara (BX. Touka 5.2). EQexTsT Ha nperabanuH mpu
HOBOPOJICHU/KbpMaueTa He € U3BecTeH. TpsaoBa Ja ce B3eMe pellieHHe JIaln Ja ce MPEyCTaHOBU
KbPMEHETO HJIM JIa Ce MPEYCTAHOBH TEpAIHATA C TPeradaliuy, KaTo ce B3eMaT MPeBUJI 10J13aTa OT
KbPMEHETO 3a JIETETO U I0JI3aTa OT TepaIUsITa 3a JKeHara.

DepTunurer
Hsima xmuHUYHA qaHHYT 32 eheKTUTE Ha MperadainH BhPXY KCHCKUS (hepTHIIHTET.

B xIMHHYHM TPOYYBaHHS 3a OlleHKa e()eKTa Ha mperadaiuH BbpXy MOABHKHOCTTA Ha
CIIEPMATO30U/IUTE, 3IPABU ;MbKE TOOPOBOJIIIM Ca SKCIIOHUPAHH Ha TIperabaiiH IpH 032 OT
600 mg/ml gueBHo. Cien 3 Mecelia JiedeHHe, HE € UMaJIO €PEKTH BbPXY MOABHIKHOCTTA HA
CIIEpPMATO30U/IUTE.

[MpoyuBaHe 3a pepTHIUTET NPH KEHCKHU TUIHXOBE NIOKa3Ba HEXKENaHU epeKTH BbpXY
penpoaykTuBHOCTTA. [IpoyuBanus 3a PepTHIUTET IPH MBKKHU TUIHXOBE MOKa3Ba HEXENaHu eekTn
BBPXY PENPOIYKTUBHOCTTA U pa3BuTHeTo. KIIMHMYHATA 3HAYMMOCT Ha T€3H HaXOJIKU € HEM3BECTHA
(Bx. Touka 5.3).



4.7 EdexTH BPXYy COCOOHOCTTA 32 mopupaHe U padoTa ¢ MAIIUHU

IIperabamuu Accord Moske [1a OBIIKAE B MaJIKa 0 YMEpPEHa CTETEH CIIOCOOHOCTTA 3a MIo(pUpaHe U
pabora ¢ mamuan. IIperabamua ACCOrd Moxe Ja MPUYMHN 3aMassHOCT ¥ CHHIMBOCT U CIIEIOBATETHO
MOJKE J1a TTOBJIHSIE CTIOCOOHOCTTA 32 modupane win padoTa ¢ MmamuHA. Ha marmenTure ce
npenopbyBa Ja He modupar, 1a He padoTAT ChC CI0KHU MAIITMHY WITU JIa Y9acTBaT B IPYTH
MOTEHIIMAITHO PUCKOBH JICHHOCTH, JIOKATO ce pazdepe Ty TO3H JISKApCTBEH MPOIYKT 3acsAra TAXHATa
CIOCOOHOCT J]a U3BHPIIBAT TE3H JEHHOCTH.

4.8 Hexenanu JeKapcTBEHH PeaKIuu

Pesrome Ha mpoduna Ha Ge3omacHOCT

Knuuuunata nporpama Ha npera0aius e BkiaouBana Haa 8 900 mamueHTH, U3Mo3Baiy nmperadaiuH,
Haa 5 600 oT KOUTO ca B3eNM y4acTHE B JBOMHO-CJICIHN IUTAle00 KOHTPOJIUPaHU poyuBanus. Haii-
YeCcTO ChOOIABAaHUTE HEXKETIAHHU PEaKIUK ca OWIIM 3aMastHOCT M ChHIUBOCT. Hexxenanute peakuuu
OOMKHOBEHO ca OWIIH JIEKH JI0 YMEPEHH 10 cuia. YecToTara Ha IPEKhCBAHE HA JICYCHUETO TIOPaIH
HEXXEJTaHU PEaKIMK 32 BCHYKU KOHTPOIUPAHU NPOy4BaHus € omina 12% mnpu nanueHTH, noayvaBaiin
nperabanuH, u 5% MpH ManueHTH, oydaBamy miane6o. Halli-uectnTe He)XenaHn peaKIiy, JOBEIH
JI0 IPEKbCBAHE Ha JICUCHHUETO, B IPYIIH, JICKYBaHU C TIperadaiiuy, ca O 3aMassHOCT W CHHJIMBOCT.

TabauyeH CIIMCHK HA HEXKEITAHUTE pECaAKIIUn

B Tabamna 2 mo-moi1y ca n30poeHH 110 KitacoBe M yectora (Muoro yectu (> 1/10); wectu (> 1/100 mo
< 1/10); meuectu (> 1/1 000 mo < 1/100); penxu (> 1/10 000 mo < 1/1 000); MHOTO peaKu

(< 1/10 000), ¢ Hem3BecTHA YecTOTa (OT HAIMYHNTE JAHHU HE MOXe Ja ObJie HallpaBeHa OIEHKA)
BCHYKH HEKEIIAHH JIEKAPCTBEHU PEAKIMH, KOUTO Ca HACTBIIWIN C YECTOTA, O-TOJIsIMA OT TIare6o u
IPH TIOBEYE OT €JIMH MAIUCHT.

BB BCKO IpylupaHe 1Mo 4ecToTa HeXKeNaHuTe eheKTH ca MPEeJACTaBEeHN B HU3X OIS PEJL 110
OTHOIIIEHHE CEPHO3HOCTTA.

M30poeHnTe HEXKEAHNT PEaKInd MOTAaT Ja ObIaT CBBP3aHU U C TIOJJISKAIIOTO 3200 IsIBaHe W/UTH
CBITBTCTBAIIIN JICKAPCTBEHH MTPOTYKTH.

UecroTaTa Ha HEXXETAHUTE PEAKIIMU KaTO IISJ10, HEXKEIAaHUTE Peakiuy OT CTPaHa Ha IeHTpaHaTa
HEepBHA CUCTEMa M 0COOCHO CHHIIMBOCTTA € OMIia YBEJIMUCHA MPH JICUCHUETO Ha IICHTpaIHa
HEBpomaTHa 00JKka B pe3yiTar Ha rpbOHAYHOMO3bYHA TpaBMa. (BK. Touka 4.4).

JIOIBJIHUTEIIHUTE PEaKInH, ChOOIIECHHN OT MOCTMAPKETHHTOBHS OITUT ca MapKupanu B Italic B cniucbka
O-JI0JTY.

Ta6auna 2. Hexkej1aHU JIeKapCTBeHH peaKMu, NPeAU3BHKAHU OT Nperadajiux

CucremMo-opraseH KJjac Hesxes1aHu JeKapcTBEHH PeaKIUu
Nndexnun u nuadecranmumn

Yectu Hazodapunrut

Hapymenus Ha KpbBTa U JuM@HATa cUcTeMa

Heuectu Heyrponenus

Hapymiennss Ha UMYHHATA cUCTEMa

Hewectn CepvxuyscmeumenHocm

Penku AHeuoedem, anepeuuna peakyus
Hapymenns Ha MeTa001U3Ma U XpaHEHETO

Yectn 3acuiBaHe Ha aneTUTa

Heuectn AHOpeKcHs, XUTTOTITHKEMHUS
IlcuxuyHM HApyIIeHus

Yectu Eydopuuno HacTpoeHHe, 00BPKaHOCT, pa3apa3sHUMOCT,

Ne30pUeHTAIN, 0€3ChHIE, HaMaJICHO JTHOHMIO




Cl/ICTeMO-OpFaHeH KJ1acC

Hexenann JICKAPCTBCHU PCAKIINU

Heuectn

Penku

XamonuHAawsI, TAHnYecKa ataka 0e3MoKOMCTBO, BB30y 1A,
JeTpecHs, IOTUCHATO HACTPOCHHE, IPUTIOBANTHATO HACTPOCHHUE,
azpecusi, IPOMEHHU B HACTPOEHUETO, ICTICPCOHATTN3AIINS, TPYIHO
HaMHpaHe Ha JyMH, TaTOJOTUIHN CHHHUIIA, TTOBUIIICHO JIMOUTO,
AQHOPTa3MUsI, alTaThs

HeBb3abpaanoct

Hapyumienust Ha HepBHATa cUcTeMa

MpHoro uectu
Yectu

Heuectn

Penkn
Hapymennst Ha ouuTe
UecTtn

Heuectn

Penku

3aMasHOCT, CHHIMBOCT, II1aBO0OJIE

Arakcus, HapyIIeHa KOOPIUHAIMS, TPEMOD, AU3aPTPHS,
aMHe3us1, HapyIICHHUS Ha TTaMeTTa, HapYIICHHs] HA BHUMAaHHETO,
MapecTe3ny, XUMOeCTe3Us, CeIMpPaHe, HapyIIeHO PaBHOBECHE,
JIeTaprist

CuHKoOM, CTYTOpP, MUOKIIOHYC, 3a2y0a Ha Cb3HAHUE, TIOBUIIICHA
MICUXOMOTOPHA aKTUBHOCT, TUCKHHE3HS, 3aMassHOCT TIPH
W3MpaBsSHE, UHTCHIIMOHEH TPEMOP, HUCTarbM, KOTHUTHBHO
Pa3CTPOUCTBO, yMCmEeHO yepedcoare, TOBOPHO HAPYIICHHUE,
XUMOpeQIICKCHs, XUIISPECTE3Hs, YyBCTBO HA TIApEHE, are3us,
000 Hepaznonodicenue

I'vpuose, mapocMusi, XUTTOKUHE3Us, TUcTpadus

3aMBIIICHO 3pCHUE, TUTUTOTHS

3ary0a Ha nepudepHO 3pEeHUE, 3PUTEITHO HAPYIICHHE, OTOK Ha
ouurTe, IePEeKT B 3pUTEIHOTO T0JIE, TOHMKCHA 3pUTEITHA
OCTpOTa, OOJIKM B OYNTE, ACTCHOITHS, (DOTOTICHS, CyXOTa B OUUTE,
MOBHIIICHA JIAKPUMAITHSL, IPA3HCHE B OUUTE

3acyba na 3penue, kepamum, OCIAIONCHUS, HAPYILIEHO 3PUTEITHO
BB3MPUATHE 32 JBIO0UYNHA, MUJpUa3a, CTPAOU3bM, TOBHIIICHA
SIPKOCT Ha 0Opasure

Hapyumienust Ha yX0TO u JJaGUPHHTA

Yectn CBETOBBPTEXK

Heuectu Xunepakys3uc

Chbpaeynu HapyumieHust

Heuectu Taxukapaus, aTpruoOBEHTPHUKYJIapeH 010K | cTenen, cnHycoBa
OpamuKapIus, KOHeECMUBHA CbPOEUHA HEOOCAMbYHOCH

Penxu Yovnoicasane na QT-unmepsana, CHHyCOBa TaXUKapIus,

CbaoBH HApYIIEHUS
Heuectn

CHUHYCOBa apUTMHUSA

XUWIMOTOHUS, XUIIEPTOHHS, TOPEIIH BBIHH, 3a4epBSIBaHE,
CTy/ZIEHU KpalHUIU

PecrmpaToplm, I'PBAHUA 1 MCIMACTHUHAJIHHA HAPYIICHUSA

Heuectn
Penku

CToManIHoO-4YpeBHH HAPYIIEHH S
Yectu

Heuectn

Penku

JlucrHesl, eMUCTaKCHC, KAIIIa, Ha3alHa KOHTeCTHs, PUHUT,
XbpKaHe, CyX0oTa B HOca
benoopoben omox, ctarane B TbPIOTO,

[ToBpbImane, cadene, 3anek, ouapust, GAATYICHITNSA, TIOTyBaHE
Ha KOpeMa, cyXoTa B ycTaTta

Tactpoesodareanen pedurykc, MOBHIICHO CIIOHOOTACIISHE,
XHITOECTE3Us Ha YCTHATA KYXHHA

AcIHT, TAaHKPEATHUT, n0dy8arne Ha e3uxa, mucharus

Hapyuleﬂml Ha KOKaTa M NMMOJAKO0KHATA TbKaH

Heuectn
Penku

[Namyno3eH 0OpUB, yPTUKAPHS, XUIICPXUIPO3a, HPYPUMYC
Cundpom na Stevens-Johnson,, crymena mor

Hapyuleﬂml Ha MYCKYJHO-CKEJI€THATA CUCTEMA U Chb€IMHUTE/IHATA ThbKaH




Cl/ICTeMO-OpFaHeH KJ1acC Hexenann JICKAPCTBCHU pPCAKIIMU

Yectn MycKyTHH KpamI, apTpainrus, 00Iku B rbpda, 60IKK B
KpalHUK, [IepBUKaJICH CIIa3bM
Heuectu IloxyBaHe Ha cTaBUTE, MUAJITUs], MYCKYJIHU ITOTPETIBAHUs, OOJIKU

BBB BpaTa, MyCKYJIHa CKOBAaHOCT

Penxu Pabgomuonusa

Hapymenns Ha 0b0peuuTe 1 MUKOYHUTE MBTHIA

Heuectu MHKOHTHHEHIUS Ha ypUHATa, AU3YPUS

Penxu bpOpeuna HeOCTaTHUHOCT, OUTYPHUS, peMmeHyuUs Ha YPUHA

Hapymienns Ha Bb3NPOU3BOIUTETHATA CHCTEMa U I'bpaaTa

Yectu EpexTunna nucyHKIUS

Heuectn Cekcyamna quchyHKIINs, 3a0aBeHa eAKyJIaIis, JUCMEHOpes,
OOJIKH B I'bp/aTa

Penku AmMeHopesi, CeKpelus OT I'bp/aTa, YroleMsaBaHe Ha T'bPIUTE,
SUHEKOMaCmUsL

O0mm HapymeHns U epeKTH HA MACTOTO HA MPUJIOKEHUE

Yectn [lepudepnu oroun, exemM, HapyIieHa MOXOAKA, TaJaHe, TYyBCTBO
3a ONMSTHEHHE, HeOONYaitHO ycelane, yMopseMoCT

Heuectn ['enepanusupan O0TOK, OMOK Ha Auyemo, CTAraHe B I'bpANTE,
00JKa, TpecKa, Kax/aa, , CTy/IeH! TPBIIKHU, aCTCHHS

HN3cnenBanus

Yectu YBenuyaBaHe Ha TEJIECHOTO TETJIO0

Heuectu [NoBuineHue Ha kpeaTHHUH HochoKUHa3aTa B KPHBTa,
MOBHIIICHUE Ha allaHMH aMHHOTpaHcepasaTa, MOBUIICHUE Ha
acmapraT aMHHOTpaHcdepasarta, IOBUIICHHE Ha KphBHATA 3axap,
HaMajieHHue Ha Opost Ha TPOMOOIIUTHTE, TIOBHUIIICHUE Ha
KpeaTHHHMHA B KPHBTA, IOHKEHHE Ha KalHs B KPBHBTA, 3ary0da Ha
TEJIECHO TETJI0

Penxu [Tonmxenune Ha Opost HA IEBKOIIUTHTE

[pu HsKOM MAMEHTH ca HAOJII0IaBaHN CUMIITOMU Ha OTHEMAaHE CIIe/l CIIMpaHe Ha KPaTKOCPOYHO U
I'BIATOCPOYHO JieUeHwHe ¢ nperadbanud. ClaeTHITe peakiny ca OWIA CIIOMEHATH: Oe3ChHHUE,
riaBo0oue, rajicHe, TPEeBOXKHOCT, TUAPUs, TPUTICH CHHPOM, KOHBYJICHH, HEPBHOCT, JIeTIpecus,
Oorka, XUTIEPXUIPO3a U 3aMaiiBaHe, TTOKa3aTelTH! 3a (pu3uvecKa 3aBucuMocT. [larmenture TpsaOBa na
O0baat nHpOPMUpPAHH 32 TOBA IIPH 3aMTOYBAHE HA JICICHHUETO.

JlaHHUTE 3a TIpeKpaTsBaHe Ha JIBJITOCPOYHOTO JICUSHUE C MperabalivH MoKa3BaT, 4e 4ecToTara u
TEKECTTa Ha CHMIITOMHTE Ha OTHEMaHe OMXa MOTJIH Jia ObJIaT J0303aBUCHMHU.

[eauatpuyHa monymnaus

IIpoduabT Ha Ge30macHOCT Ha MIperadanuH, HaOJI0IaBaH MIPH JABE TICAUATPUIHHI H3MTUTBAHUS
(usnmTBaHe 3a (papMaKOKMHETHKA U IIOHOCHMOCT, N=65; 1-TOMUIIHO OTKPUTO M3MHUTBAHE 32
npocieasBane Ha Oe3omacHocTTa, N=54) e mogo0eH Ha To3u, HaOMI0oaBaH MIPY U3IMMTBAHKSITA IIPH
BB3pacTHH (BXK. Toukn 4.2, 5.1 1 5.2).

Cpo011aBaHe Ha II003MPaHN HEXKEJIAHH PEAKIIHI

Cp0o011aBaHeTO Ha [MOJI03UPAHH HEXKEIaHU PeaKliu ClIe]] pa3pelliaBaHe 3a yrnoTpeda Ha JIeKapCTBECHHUS
MPOAYKT € BaskHO. TOBa IMO3BOJISIBA J1a MPOIBIDKY HAOIOACHHETO Ha ChOTHOIICHHETO MOJI3a/PUCK 3a
JIeKapcTBeHUs POoAyKT. OT MEAMIIMHCKHUTE CICIMAIUCTH CE M3UCKBA Ja ChoOIIaBaT BesIKa
M0JI03MPaHa HeXellaHa PeaKilns Ype3 HaIllMoHallHa CUCTeMa 3a ChOoOIaBaHe, ocoducHa B [Ipunoxenne
V.
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc
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http://www.ema.europa.eu/docs/en_GB/document_library/Template_or_form/2013/03/WC500139752.doc

4.9 Ilpeno3upane

CumnroMu

Haii-uecto choOIIaBaHNTE HEXKETAHU JICKAPCTBEHH PEAKIIMU OT MOCTMAPKETHHIOBHUS OITHT,
HaOJTFOIaBaHM MPU TPEIO3UPAHE HA MPEerabaIiH ca BKIOYBAIH ChHIUBOCT, ChCTOSIHAE Ha 0OBPKBAHE,
BB30y/a U 0E3MOKOICTBO.

B penxu cryyau ca qOKIaJBaHU Cy4ad Ha KOMA.

OsnajsgBaHe

JleuenneTo Tpy Mpeo3npane Ha mperadainuH TpsOBa Ja BKIIOUBA OOIIHU MO IbPIKAIIA MEPKH U
€BEHTYATHO XeMOIhaan3a IMpH Hyxkaa (Bx. Touka 4.2 Tabmuma 1).

5. ®APMAKOJIOTTYHU CBOMCTBA

5.1 ®apmakoauHAMUYHH CBOICTBA

®dapMakoTepareBTUYHA TpyNa: AHTHETHIICITHYHH CPEICTBA, IPYTH aHTHETIMIIENTHIHU CPEICTBA;
ATC kox: NO3AX16

AKTHBHOTO BEIECTBO MpeTadajIvH € aHaJIOT Ha raMa-aMHHOMacieHaTa kucenaunna [(S)-3-
(aMrHOMETHIT )-5-MeTHIIXEKCAHOEBA KHUCEITNHA].

MexaHu3bM Ha JEUCTBUE
IIperabanuH ce CBBP3Ba ¢ AOMBIHUTEIIHATA CyOeIMHNIIA (0-0 OCNTHK) HA BOJNTAK-3aBHCHMHUTE
KaJII[eBH KaHaJM B IIEHTpaJHaTa HEPBHA CHCTEMA.

KimangHa edukacHOCT U 6€30IacHOCT

Enunencus

JlombaHUTENHA Tepanust

IIperabanuH e mpoydeH B 3 KOHTPOIHMPAHN KIMHUIHN H3MUTBAHUS C TIPOIBDKATEITHOCT 12 ceaMuIi
mpu JIJ] wm TI1[] npuem. Kato 1151710, 6€30m1acHOCTTa U €(DEKTUBHOCTTA MPH CXEMUTE HA TIPHIIaraHe
¢ AT v TI1J] ca Ouimu cXomHH.

Hawmarnenne Ha decToTaTa Ha IPUCTHITUTE € OMII0 HAOI01aBaHO 10 Kpas Ha IIbpBaTa CeIMMIIA.

leanatpuyna monymnanus

Eduxacnoctra u 6e30nmacHocTTa Ha peradaiiH KaTo AOMBIHUTEIIHA TEPaIus 3a eNHIeTChs IPH
MeANATPUYHH MAaUeHTH 1o 1 2-roAnIIHA BB3PacT U IPH IOHOIIHN HE ca ycTaHOBeHH. Hexenanure
cbOuTHA, HAOJII0JaBaH! TIPY M3MIUTBAHETO 33 (apMaKOKMHETHKA U IOHOCUMOCT, KOETO € BKIIFOUBAJIO0
MalueHT oT 3-MeceyHa 10 16-roxuiHa Bb3pact (N=65), ca mogo0HU Ha Te3u, HAOI01aBaHU TIPH
BB3pacTHH. Pe3ynrarure oT 1-roquIIHOTO OTKPUTO M3MKTBaHE 3a 6€30MacHOCT NpH 54 neauaTpuyHu
MAUeHTH OT 3-MecevHa 10 16-rouiHa Bb3pacT ¢ eMuIeNCHs IOKa3BaT, ue He)XeJaHUTe ChOUTHUS Ha
(ebpunuTeT ¥ HHGEKIMH HA TOPHUTE TUXATEITHH IBTUIA ce HAOJI0AaBaT MO-4€CTO, OTKOJIKOTO B
W3NHUTBAHUATA TIPH Bb3pacTHH (BK. Touku 4.2, 4.8 u 5.2).

MomnoTeparnus (HOBOIHArHOCTHIIMPAHN TIAITUEHTH )

[perabanuu e Mpoy4eH NPy eJHO KOHTPOIUPAHO KIMHAYHO MTPOYUYBAHE C MPOABIKUTEITHOCT
56 cenmuiiy, ¢ mpuiokenue JI11. IIperadanun He e moka3ai mo-mMajika e(eKTHBHOCT CIIPSIMO
JAMOTPHUTHWH 10 OTHOIIICHHE HA KpaiHaTa Touka - 6 Mmecena 6e3 npuctbiu. [Iperadanva u
JAMOTPUTHH Cca CPAaBHUMH 110 OTHOIIEHHE Ha 0€30MacHOCT U JI00pa MOHOCHMOCT.
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Tenepanusupano mpegoocno pazcmpoiicmgo

[perabanuu e mpoy4eH B 6 KOHTPOIUPAHH KIMHHYHA U3MUTBAHUS C IPOIBIDKATEHOCT 4-6 ceamuIy,
€IHO TIpOyYBaHe MPH MallMEHTH B CTAPUYECKa BH3PACT C MPOIBIDKUTEIHOCT § CEAMUIIH U €HO
J'BJITOCPOYHO MIPOYYBaHE 3a MPEBEHITHS HAa PEIUINB C TBOMHO-CIIsAMNA (pa3a Ha MPEBEHIIMS Ha
pEeIranBa C MPOIBIDKUTEITHOCT OT 6 Mecera.

Oo6nexuyenne Ha cumnToMmute Ha I TP, m3mepeno upes Ckanata Ha XaMUIITOH 3a OIICHKA Ha
tpeBokHOcTTa (HAM-A), € 6mmo Habro1aBaHo 10 Kpas Ha ITbpBaTa CeIMMIIA.

B KOHTpOJIMPaHU KIMHUYHH U3MUTBAHUS (4-8 CeMUIN POABIKUTETHOCT) 52% OT MalueHTure,
nexyBaHH ¢ iperabanue u 38% ot maruenTuTe Ha miane6o ca nmanu noxe 50% nogo6penHue B
o0mms pesyntat mo HAM-A oT ©3X0ZHOTO HMBO 70 KpaifHaTa TOYKa.

[Ipu KOHTpONMpPaHU POYYBAHUS, TO-TOISIMA YACT OT MALMEHTHTE, JICKYBAaHH C IIperadajyH, ca
CHOOIIIIHN 32 3aMBIJICHO 3pEHHE, B CPaBHEHHUE MAIlMEHTHTE, JIEKYBAaHH C TIae00, KOeTo € OT3ByYalio
B TIOBEYETO CIIy4yau MPU NPOIBIKUTENHO Npriarane. [IpoBeaenn ca opTanMonoruaHu u3ciaeIBaHus
(BKJIFOUMTENHO M3CIIeIBaHE Ha 3pUTENTHA OCTPOTA, CTAHAAPTHO U3CIIEeIBAHE HAa 3PUTEITHOTO TOJIe U
pasimper GyHAOCKONCKHU Tperien) npu mosede ot 3 600 manueHT B paMKUTE Ha KOHTPOJIUPAHH
KJIMHAYHU TIpoyuBaHus. [Ipu Te3n manueHTy 3puTenHara ocTpoTa € HamaneHa npu 6,5% ot
NalKueHTHTE, JEKyBaHH ¢ nperadanuH U npu 4,8% oT nanueHTuTe, JeKyBaHu ¢ mianebo. [I[pomenu B
3pUTETHOTO T0JIe ca ycTaHoBeHH npu 12,4% ot nexyBanute ¢ nperadanud u 11,7% ot nexyBaHUTE C
riane6o nanueHTH. @yHI0CKONICKH MTpoMeHH ca HabroaaBanu mpu 1,7% ot nekyBaHute ¢
nperabanuH u 2,1% ot neKyBaHUTE C II1are00 MalueHTH.

5.2 dapmMakoKHHETHYHH CBOIHCTBA

CrarnmonapHuTe hapMaKOKHHETHYHH [TOKA3aTeH Ha TperabaiiH ca CXOAHU IPH 3PaBH
J0OPOBOJIIN, AIMEHTH C STTHJIETICHS, TIOJTy4aBaIlld aHTHENHIICTITHYHN JICKApCTBEHN IPOAYKTH, U
HNAaMEeHTH C XPOHUYHA OOJIKA.

AGcopbums
IIperabanuu ce pe3opOupa OBP30 MpH MPIIIOKEHUE HA TIATHO C TUKOBHU IIJIa3MEHH KOHIICHTPAITHH,

HACTBIIBAIIM B PAMKHTE Ha €JIMH Yac KaKTo CJie]] eTHOKPATHO TaKa M CJICJ MHOTOKPATHO MpHjlaraHe.
[lepopamnaTa OMOHATMYHOCT Ha IperadaivH ce o4akBa aa € > 90% u e HezaBucuMa oT no3ata. Crex
MHOTOKPATHO TIpHJIaraHe CTallHOHAPHO ChCTOSHHUE CE IOCTUTA B paMKHUTe Ha 24 1o 48 daca.
CkopocTTa Ha pe3opOmus Ha nperadbairH HaMajsaBa Py MPUEM ¢ XpaHa, KOETO BOIHU 10 MOHIKCHIE
Ha Cpax ¢ 0K010 25-30% 1 3a0aBsHE Ha tyay 10 TPUOIH3UTENHO 2,5 gaca. [IpueMbT Ha mperabayvH ¢
XpaHa, o0ade, HIMa KIMHAIHO 3HAYUM ¢(DEKT BHPXY CTEIICHTA Ha pe30pOIrs Ha ITperadaTiH.

Pasnpenenenue
IIpenxmuHUYIHN MPOYYBaHUS MTOKA3BaT, e IIperadaInd MpeMUHaBa Mpe3 KphbBHO-MO3bUHATA Dapuepa

Ha MHIIKH, TUTbXOBE U MaiiMyHH. Jloka3aHo e, 4e mperabaiiH npeMUHaBa Tpe3 IUIaleHTaTa Mpu
IUTHXOBE M CE€ OTKPUBA B MIISIKOTO Ha KbPMEIIH TUIbX0BE. [IpH Xopa MPUBUIHHUAT 00EM Ha
pasmpeesenne Ha TIperabaiiH ClIel IePOPaTHO MpuiIokenue e mpuoamsurenno 0,56 1/kg.
IIperabanvx He ce CBBP3Ba C IUTA3MEHUTE OCIITHITH.

buotpanchopmaris

MeTtabonmu3MbT Ha NIperabaanH Ipu xopa € mpeHedpexnmo Manbk. Ciieq mpreM Ha 103a
paanoakTUBHO Oelrsa3aH mperadanuH npudIn3uTeHo 98% OT paguoaKTHBHOTO BEIIECTBO,
YCTaHOBEHO B YpUHATa, ¢ OMII0 HEMPOMEHEH Nperadanut. N-MeTHIMPAHUSAT IEpUBaT Ha MPeradaviH,
OCHOBHUSAT METa0OJINUT Ha TperadairH, OTKPUT B ypHHATA, cheTaBmsaBa 0,9% ot noszara. B
NPEKIMHIYHY TPOYYBAHUS HE ca YCTAHOBEHH JIAHHU 32 palieMu3aliys Ha S-eHaHTHOMepa Ha
nperabalinH J1o HeroBus R-eHaHTHOMED.
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Enumunupane
IIperabanva ce eMMMUHIPA OT CHCTEMHOTO KPHBOOOPAIIICHNE TIIABHO Upe3 ObOpedHa eKCKPEITHs B

HenpoMeHeH Bua. CpeqHUAT SIMMMIHAIIMOHEH MOJTY>KHBOT Ha Tiperadanud ¢ 6,3 daca. ILtasmeHusT u
OBOpEYHUAT KIMPHHC HA TIperadajIiH ca MpaBo MPOMOPIIHOHATHY Ha KPEATHHHHOBHUS KIIUPBHHC (BIK.
Touka 5.2 Hapymena 660peuna GpyHKIHS).

IIpu maruenTH ¢ HamalieHa 0BO0peyHa GYHKITHS WM Ha XeMOIHAIN3a € HeOOXOAMMO amanTupaHe Ha
nmo3ara (Bx. Touka 4.2, Tabmuma 1).

JInHEeHHOCT/HEMMHEWHOCT

dapMaKOKHHETHYHHTE ITOKA3aTeNN HA TIPera0aliH ca TMHEHHN B PAMKUTE Ha MPETIOPHUYATEITHHSI
JTHEBEH JI030B MHTEepBaIl. BaprnaObmiHoCTTa Ha JapMaKOKHHETHKATa Ha Mperadaind MexX Iy
nHauBHIUTE € Manka (< 20%). @apMakOKWHETHKATa TP MHOTOKPATHO TIpHiIaraHe Moxke 1a Obae
npe/BUJICHA OT JJaHHUTE TIPU eJHOKpaTHa J1o3a. ClieJoBaTellHO, He € He00X0UMO PYTHHHO
MOHUTOPHpPAHE Ha TUIAa3MEHUTE KOHIICHTPAIIUU Ha TIPeTa0aliH.

Tlox
KimHu4HNTE MpOyYBaHUS ITOKA3BaT, Y€ MOTbT HE OKa3Ba KIMHUYHO 3HAYUMO BIIUSHUE BHPXY
IUTa3MEHHUTE KOHIICHTPAIIMY Ha MperadaivH.

br6peunHo yBpexmaHe

KimupbHCBHT Ha mperabaiiH € MpaBonpoIopIUOHANICH Ha KPeaTHHUHOBHUS KITHPBHC. OCBEH TOBa
nperabaanH ce OTCTpaHsaBa e(heKTUBHO OT IUIa3MaTa upe3 Xxemoauanusa (cinen 4-4acoBo
XEMOJIMAIN3HO JICUCHHE TIA3MEHNUTE KOHIICHTPAIIUK Ha MperadaivH ce MOHWKABaT ¢ MPUOIU3UTEITHO
50%). Tpit KaTO OBOPEUHOTO EMTUMUHHPAHE € TJIABHUAT TbT HA eTUMUHHUPAHE, IIPH MAIUEHTH C
HapymieHa 0b0peuHa QyHKITHSA € He0OX0IUMO HaMalIsIBaHe Ha 103aTa, a CIIe]] XeMOIUaIN3a €
HEOOXOMM TOIBJIHUTEIICH TIpreM (BK. Touka 4.2 Tabmura 1).

UepHonpoOHO yBpexaane

He ca npoBexxaanu crienpianiu GapMaKOKUHETUYHU MMPOYYBAHMUS TIPH MAIEHTH C HapyIlIeHa
gepHOoapoOHa (hyHKIMA. Thit KaTo mperadaivH He MPETHPIIABA 3HAYUM METa0O0JIN3bM U Ce
EKCKpeTHpa NpeIMMHO B HETPOMEHEH BHJI B YpUHATA, HApYIIIEHATa YePHOAPOOHA QYHKIIUS HE OU
TPSIOBAJIO J]a MPOMEHS 3HAYMMO TUIa3MEHHUTE KOHIICHTPAIWH Ha TPera0aiH.

IleauaTpuyna momyaarus

®dapMaKOKHHETHKATA HA MTPEeradalivH € OI[CHeHA IIPH NICAMATPUYHU MMAIUEHTH C SIIISTICHS
(BB3pactoBu rpymu: 1 no 23 mecera, 2 10 6 roaunu, 7 10 11 rogunan u 12 1o 16 roauHu) npu 1030BU
HuBa 2,5; 5; 10 u 15 mg/kg/nen npu u3nuTBane 3a papMaKOKUHETHKA M TOHOCHMOCT.

Cren nepopaiiHO TIPUIIOKEHHE Ha MperabalivH MpH MeJUaTPUYHU MAUSHTH Ha TI1aJJHO BPEMETO 3a
JIOCTHTaHe HA MAaKCUMAITHH TIa3MEHHU KOHIICHTPAIIUH 110 IPUHIIMIT € CXOJ/IHO MPH YYACTHHUIIUTE B
sUIaTa Bh3pacroBa rpymna u Hactbiea 0,5 yaca 10 2 yaca ciej| mprieMa Ha Jio3aTa.

ITapamerpute Chax 1 AUC 3a nperabanuH HapacTBaT JMHEHHO C MOBUIIIABAHE Ha 103aTa B PAMKUTE Ha
BCsiKa eHa oT Bb3pactopute rpynu. AUC e ¢ 30% mo-manka npu neguaTpuIHUTE HAlMEHTH C
tenecHo Tero moa 30 Kg mopaau mo-BHCOKHS KOPUTHPAH 3a TEJIECHO TETI0 KiIupbHC oT 43% npu
TE3H MAIMCHTH B CPABHEHHE C MAIMEHTHTE, KOUTO UMAT TeJecHo Teriio >30 kg.

TepMUHATHHUAT TOIYKUBOT Ha MperadaivH JOCTUIa CPEIHO 0KOJIO 3 10 4 yaca npu NeAHMaTPUIHU
MAIMEeHTH 10 6-roaMiiHa Bb3pacT u 4 10 6 yaca Ipu HallMeHTUTE Ha U HaJl /-TOAMIIHA Bb3PacCT.

[onynanmnoHHHUAT (hapMaKOKMHETHYEH aHAIH3 TOKa3Ba, Y€ KPEaTHHHHOBUSAT KIMPHHC € 3HAaUNMa
KOBapraTa Ha KIMPHHCA Ha MPEeTradalyH ClIe]] TIEPOPATHO MPUIIOKEHHE, TEIECHOTO TETJIO € 3HaYNMa
KOBapHara Ha MPUBUAHHS 00eM Ha paslpe/ielieHre Ha peradairH Ciie]] IepOpaTHO IPUIIOKEHHIE U
TE€3W 3aBHCUMOCTH Ca CXOJIHU MPH MEeIUATPUIHHA U BH3PACTHHU MAIIUEHTH.
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dapMakOKHHETHKATa Ha TIperabaJivH MpH MAIlMEHTH 1MoJ] 3-MecevHa Bh3pacT He € mpoy4deHa (BiK.
touku 4.2, 4.8 u 5.1).

ITanmenTH B cTapyecka Bh3pacT (Haa 65 roAMHM)

CrImiecTBYBa TEHICHIVS 32 HAMAaJsIBAHE HA KIMPHHCA HA NIperadalinid ¢ HapacTBaHe Ha Bb3pacTTa.
ToBa HaMalieHue Ha MepOPaTHUS KIMPBHC Ha Tperadaiid ChOTBETCTBA Ha TIOHIKEHHETO Ha
KIMpHHCA HA KPEaTHHMHA, CBHP3aHO C HalpeIBaHe Ha Bb3pacTra. [Ipy mannueHTy ¢ Bh3pacToBO
00ycII0BeHO HapyIieHue Ha Ob0peunaTa QyHKIMS MOXE JIa C€ HaJ0KW HaMaJIlsiBaHe Ha Jj03aTa Ha
nperabanuH (BX. Touka 4.2 Tabmuma 1).

Kopmauku
Hanpagena e onenka Ha papmakokuHeTnkara Ha 150 mg nperaGanun, npunaras npe3 12 yaca

(nHeBHa mo3a 300 mg) mpu 10 skeHH B IepHo/] HA JAKTaIHs Hali-MaJiko 12 ce MU clie]] pasKAaHEeTo.
BnusiaueTo Ha nakTanusTa BpXy (papMakOKWHETHKATa Ha IperadaiiH € OMIIo MajiKo MM H3001110 €
nurncsano. [IperabanuH ce ekcKpeTupa B KbpMaTa B CpeIHU CTAlIMOHAPHHU KOHLIEHTPAIIHH,
MpUOJIN3UTENTHO paBHU Ha 76% OT KOHLEHTpAlMKTE B MaifunMHaTa mia3ma. M3uucienara go3a 3a
KbPMaueTo, NoeTa ¢ KbpMa (IpreMaiku, 4ye CpeiHaTa JHEeBHA KOHCYMalHs Ha KbpMa €

150 ml/kg/nen) ot xenu, npuemary 300 mg/nen win MakcumaiHaTa aHeBHa 103a ot 600 mg/nen Oou
owna ceorBeTHO 0,31 mim 0,62 mg/kg/nen. Mzuncnenure n03u ca npudbausuteHo 7% ot odmara
JIHEBHA J103a Ha Maiikara, u3pasena B mg/kg.

5.3 IlpeAkITHHUYHHU JAHHH 32 6€30MACHOCT

B koHBeHIIMOHAIHU (PapMaKOJIOTHIHU TPOYUBAHHS 32 O€30IIACHOCT TPH KUBOTHH MperadaliuH e
nokasai 1oopa MOHOCUMOCT B JIO3M, ChOTBETCTBAIIM Ha KIIMHUYHO MpHiaraHuTe. B npoyuyBanus 3a
TOKCHYHOCT ¢ MHOTOKPATHO TIpHIIaraHe, MpoBeICHH MPH TIHXOBE U MaliMyHH, ca OWIIN HaOJII0JaBaH!
edpexty Bppxy [IHC, BKIFOUNTETHO XUTIOAKTUBHOCT, XUTIEPAKTHBHOCT U aTtakcus. Cren
NPOIBIDKUTETHA SKCTIO3UIIHS Ha MperadairH, ChOTBETCTBAIA Ha EKCITO3UIUS > 5 MbTH MO-TONsIMA OT
CpeJiHaTa eKCIIO3UIINS TIPU Xopa MPpU MaKCHMaTHATA MTpernopbhyuBaHa KIMHAYHA /1032, C€ HA0I0/IaBa
MTOBHUIIIEHA Y€CTOTa Ha aTpodus Ha peTHHATA, 00MJaiiHO HaOII01aBaHa MPH TUTEXOBE AJIONHOCH B
CTap4ecKa Bb3pacT.

[IperabanuH He e TepaTOTeHEeH NMPU MUIIKH, TUTHXOBE MK 3ai1. DeTarTHa TOKCHIHOCT MPH TLTHX0BE
¥ 3afiIi € HaCTHIIHJIA CaMO TIPH €KCIIO3HIINY, HaIXBBPIISIIN 3HAYUTETHO Ta3H IIPH xopa. B
MIPEeHATaTHH/TIOCTHATAIHY [TPOYYBAHUS 32 TOKCHYHOCT TperadalirH € JTOBEN J0 MOsiBa Ha TOKCHYHU
e(eKTH BHPXY Pa3BUTHETO HA MMOKOJCHUETO TPH ILTHXOBE CIIE/ EKCIIO3UIUH > 2 TBTH MO-TOJIEMH OT
MaKCHMaJHaTa MpernopbhYBaHa eKCIIO3UIINS TIPH XOpa.

HabnromaBanu ca He)KellaHU peakuuy BbpXy (HepTHIINTETA IPU MBXXKH U KEHCKH ILTBXOBE CaMo MpH
€KCIO3UILUH HaAXBBPJIMIN AOCTaThUHO TepareBTUUHATA eKcro3ulusl. Hexxenanure peaku Bbpxy
MB)XKHUTE PENPOIYKTUBHHI OPraHU U IapaMeTPHUTE Ha criepMara ca Ouiu oOpaTuMH U ca HACTBIIMIIH
CaMo MpH €KCIIO3ULUHU HAAXBBPIMIN JOCTATHYHO TEPAlleBTUYHATA EKCIIO3ULIUS MIIH ca Omin
CBBP3aHH ChC CIIOHTaHHU JIeT€HEPATUBHU IPOLIECH B MBKKUTE PEPOSYKTUBHY OPI'aHU Ha ILTHXA.
[Topanu ToBa ce cuuta, ye eeKTUTe UMaT MaJIKa WIN HSAMAT KIMHUYHA 3HAYHMOCT.

IperabanuH He € TEHOTOKCHYEH Bb3 OCHOBA Ha PE3YJITATH OT CepHs OT iN Vitro u in Vivo mpoy4BaHusl.

[Mpum mrpXxoBe M MUIIKY ca OMIIM MPOBEACHU JBYTOIUIIHN TIPOYIBAHUS C TPEradaiH 3a
KapuuHoreHHocT. [Ipu mrexoBe He ca HaOII0AaBaHU TYMOPH CJIel] €KCIO3UINH 110 24 TBTH 10~
TOJIEMH OT CpeJJHaTa EKCIIO3UIUS IIPU XOpa IPH MaKCHMalTHaTa MPenopbhuBaHa KIMHUYHA 1033 OT
600 mg/nen. [1pn mumku He e Onita HaOJIr01aBaHa MMOBUIIEHA YECTOTA Ha TYMOPHTE ITPH €KCITO3HIIHH,
MOZI00HU Ha CpeIHATa eKCIIO3UIUS IIPU XOpa, HO NIPH MTO-BHCOKH EKCIIO3HINHK € OmiIa HaOJrro1aBaHa
MIOBHUIIICHA Y€CTOTA HA XeMaHTHOCapKoM. HereHOTOKCHYHUAT MEXaHU3bM Ha HHAYIHUPAHOTO OT
rperadaivH o0pa3yBaHe Ha TyMOPH MTPH MHUIIIKH BKJIIOYBA POMEHHU B TPOMOOIIUTUTE H
npornudeparys Ha eHI0TETHN KIeTKH. TakuBa TPOMOOIIMTHH IIPOMEHH HE ca OMIIM yCTAaHOBEHH MPU

14



TUThXOBE WJIH MIPH XOpa Bb3 OCHOBA HA KPATKOCPOYHH Y OTPAHUYECHH JBITOCPOYHH KIMHUYHU JTaHHU.
JlumcBar goka3aTencTBa, MPeAroiaraiy prucK MMpyu Xopa.

[Ipu Miaau MIbX0BE BUAOBETE TOKCHYHOCT HE C€ Pa3jIinyaBaT KAueCTBEHO OT TE3H, HAOI01aBaHU IIPU
3peiu IIbXoBe. MitaauTe mIbXoBe, 00aue, ca Mo-4yBCTBUTEIHH. [IpH TeparneBTHYHN €KCITO3UIMH Ca
Owmn yctaHoBeHU KiauHu4YHH rposiu oT [IHC kaTto XuUIepakTHBHOCT M CKbPIIAHE ChC 360U U
M3BECTHU MPOMEHHU B pacTexa (IPexo/IHO MOTHCKAaHe Ha HaIJaBaHeTo Ha Teriio). EQekTu Bopxy
LIMKbJIa HA pa3rOHBAaHE ca OMJIM HAOJFOMaBaHU IPU SKCIIO3MUIIMS, HAAXBBPJIAIIA 5 IBTH Ta3M MIPH X0pa.
Penyuupan oTroBOp KbM BHE3AIEH 3BYKOB CTHMYJI € HaOJII0aBaH MMPH MJIaJH IUTbX0BE 1-2 ceamuiiu
Clie]l SKCIIO3MUIIMS ITPY > 2 MBTH MO-TOJIIMa OT TepaneBTUYHATA KCIIO3UIINA Ipu Xopa. JleBer
CEIIMUITH CJIeNT EKCTIO3UITHS TO3H ePeKT He ce HabromaBa.

6. DOAPMAIIEBTUYHUA JAHHU
6.1 CHnucbK HAa IOMOLIHUTE BELIECTBA

IIperabamuua Accord 25 mg/ 50 mag/ 75 mg/ 100 mg/ 150 mg/ 200 mag/ 225 mg/ 300 mg tBbpan
KaHCYJII/I
Kancwmo C'ba'bDDfCuMO.'

Huecte, npexxenaTHHU3UPAHO
Tank (E553b)

Iperadanun Accord 25 mg/ 50 mg/ 150 mg TBEpAM KaCyIu
Cwvcmas na kancyiama.

Kenatun

Turanos guokcua (E171)

Harpues naypmicyndar

Iperabammu Accord 75 mag/ 100 mg/ 200 mg/ 225 mg/ 300 mg TBbpAK KanCyiu
Cvcmas Ha kancyiama:

Kenatun

Turanos guokcua (E171)

Kenesen oxcun, uepsen (E172)

Harpues naypuicyndar

Ipera6amun Accord 25 mg/ 50 mg/ 75 mg/ 100 mg/ 150 mg/ 200 mg/ 225 mg/ 300 mg tBbpan
Karcymm

Ilevamno macmuno:

[Mlenmax

Kenesen okcun, ueper (E172)

IIponunenrauko

Kanues xuapoxcun

6.2 HecpBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHOCT

2 TOIUHU

Ilepro Ha U3MOJI3BAHE CJIE IBPBOTO OTBAPSIHE:

- 30 nuu (3a HDPE 6ytuika mo 30 karncysn)
- 100 mau ( 3a HDPE Gytiika mo 200 karcysn)
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6.4 CrhnenuajJHM yCJI0BHsI HA ChXpaHEeHHe
To3u JiekapcTBEH MPOJYKT HE U3UCKBA CIICIMATHN YCIOBHSI HA ChXpaHEHHE.
6.5 Buau chabpikaHue HA OMAKOBKATA

Iperabammu Accord 25/50/75/100/150/200/225/300 mg TBBpau KaIlCyiM ce Impeiarar B OimucTep ot
PVC/anymunnit, B onakosku 1o 14, 21, 56, 60, 84, 90, 100 wnu 112 tBepau kancyau. OcBeH
IIperabamuu Accord 75 mg TBBpAM KarcCyiu ce mpeiarat u B osmmctep ot PVC / anmymunnesy, B
OmaKoBKH 110 70 TBBPAU KArCyJIH.

Iperabammu Accord 25/50/75/100/150/200/225/300 mg tbpau Kamcynu ce mpearar B 100 x

1 tTBepam kancynu B PVC/anymuaneBn nepdopupaHu €HOI030BH OJIHCTEPH.

Iperabammu Accord 25/50/75/100/150/200/225/300 mg TBBpaM KaICyu ce mpeiarat B OyTHIKa OT
HDPE, cpawprxama 30 war 200 TBEpAY KaICyJIIu.

He BcHuKkH BUIOBE OMAKOBKH MOTAT Ja ObIaT MyCHATH B TPOIax0a.
6.6 ChenuajHM NpeaNa3Hu MEPKH NPU U3XBbPJIsIHE

Hsma crienmanHu H3NCKBaHHS IIpU U3XBBPJIAHE.

7. HNPUTEXKATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare Limited
Sage House, 319 Pinner Road,
North Harrow,

Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

25 mg: EU/1/15/1027/001- 011

50 mg: EU/1/15/1027/012- 022

75 mg: EU/1/15/1027/023- 033, EU/1/15/1027/089
100 mg: EU/1/15/1027/034- 044

150 mg: EU/1/15/1027/045- 055

200 mg: EU/1/15/1027/056- 066

225 mg: EU/1/15/1027/067- 077

300 mg: EU/1/15/1027/078- 088

9. JATA HA ITBPBO PASPEINABAHE/IIOJHOBSIBAHE HA PASPEHLIEHUETO 3A
YIIOTPEBA

Jara Ha ppBO paspemasane: 28 asryct 2015

10. [JATA HA AKTYAJIMBUPAHE HA TEKCTA

[TonpoOHa nHpOpManHS 3a TO3M JIEKAPCTBEH MPOAYKT € MpefocTaBeHa Ha yeOcaiita Ha EBponeiickaTta
areHmus 1o Jiekapceraara http://www.ema.europa.eu/
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INPUJIOKEHMUE 11

IMPOU3BOJAUTEJI(M), OTTOBOPEH(HHN) 3A
OCBOBOXJIABAHE HA ITAPTUIHN

YCJIOBHUA NI OTPAHUYEHUS 3A TOCTABKA U
YIIOTPEBA

JAPYI' YCJIOBUS U UBUCKBAHUS HA
PA3SPEHIEHUETO 3A YIIOTPEBA

YCJIOBUSA NN OT'PAHUYEHUS 3A BE3OITACHA U
E®EKTHUBHA YIIOTPEBA HA JIEKAPCTBEHUS TPOAYKT
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A. TIPOU3BOIAUTEJI(), OTTOBOPEH(HH) 3A OCBOBOXJIABAHE HA ITAPTUIU

Hme u aapec Ha nmpousBoauTesi(MTe), OTTOBOPEH(HI) 32 0CBOOOKIaBaHE HA MAPTHINTE

Accord Healthcare Limited
Sage house, 319 Pinner road,
North Harrow,

Middlesex HA1 4HF,
Benmukobpurtanus

Wessling Hungary Kft
Foti ut 56., Budapest 1047,
YHurapust

IleyaTrHaTta IMCTOBKA HA JIEKAPCTBEHUS MPOAYKT TPSAOBA /1a ChIBPKa MIMETO H afpeca Ha
MIPOU3BOAMTENS], OTTOBOPEH 32 OCBOO0XK/IaBaHETO HA CHOTBETHATA MAPTH/IA.

b. YCJIOBUA WU OI'PAHUYEHMUSA 3A JOCTABKA U YIIOTPEBA

JlexapcTBEHHUSAT MPOIYKT CE OTITYCKA MO JIEKAPCKO MpeIrCaHue.

B. JPYI'U YCJOBUSA U UBNCKBAHUSA HA PASPELHIEHUETO 3A YIIOTPEBA
o IMepuoanyHu aKTyaTU3MPaHH AOKJIAAM 32 6€30MACHOCT

W3nckBanusITa 3a MoiaBaHe Ha MEPHOANIHU aKTYaTU3UPaHH JOKIIAIN 3a 0€30MacHOCT 3a TO3H
JIEKapCTBEH MPOJIYKT ca MOCOYCHH B CIIHCHKA C pe)epeHTHUTE aTh Ha EBporeiickust chio3
(EURD crncwk), mpeasuaeH B wi. 1078, an. 7 ot Jupektusa 2001/83/EO, 1 BBB BCHUKH
CJIEJIBAINY aKTYaM3allly, TyOINKYBaHH Ha EBPOTICHCKHUS yeOImopTal 3a JIeKapCTRa.

. YCJI0BUsA NI OT'PAHUYEHUA 3A BESOITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUA ITPOAYKT

. Ilnan 3a ynpasJjenue Ha pucka (ITYP)

[IPY Tps6Ba 1a W3BHPIIBA H3UCKBAHKUTE MESHHOCTH M IEHCTBUSA, CBEP3aHU C IPOCICAsIBAHE Ha
JeKapcTBeHaTa 06e301acHoCT, mocodeHu B ogoopenus [IYP, npencrasen B Momyn 1.8.2 Ha
paspemieHneTo 3a yrnorpeba, KakTo ¥ MPH BCHYKHU CJIEIBAIIN ChITIaCyBaHU akTyaiwm3arnun Ha [TYP.

Axrtyammsupas [IYP TpsOBa na ce mogasa:

° 1o uckaHe Ha EBporielickaTa areHius no JIEKapcTBara;

° BHHATH, KOTAaTO Ce€ M3MEHS CHCTeMaTa 3a yIpaBlieHHe Ha PHCKa, 0COOCHO B pe3ynTaT Ha
MoJTydaBaHe Ha HOBa MH()OPMAIIKs, KOSITO MOXeE J1a IOBEE IO 3HAYUMHU ITPOMEHH B
CHOTHOIIIEHUETO TI0JI3a/PUCK, WM CJIe/l JOCTUTaHEe Ha BayKEH eTarl (BbB BpBh3Ka C IIPOCIEIIBaHe
Ha JIeKapCTBeHATa 0€30MaCHOCT WJIH CBEXIAHE Ha PUCKA 10 MUHHMYM).
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IMPUJIOKEHMUE II1

JAHHU BBPXY OITAKOBKATA U JINCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{KapTonena onakoBka Ha oaucrtepure (14, 21, 56, 60, 84, 90, 100 u 112) u nepdopupan
enqHom030B oauctep (100) 3a 25 mg TBHPAU KaNCyJaM}

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabamuu Accord 25 mg TBbpAN KaICyIIn
nperadaanH

2. OBSIBABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcsika TBBpa Karcya chabppika 25 mg mperadaiiH.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

14 TBBpAM Kancynu

21 TBBpIOM KaTCyH

56 TBBpaU KanCynH

60 TBBpAM KaTnCyau

84 TBBpaM Karmcyu

90 TBBpAM KaTnCyIu

100 TBBpAM Kamcyau
112 TBBpAM Kancynu
100 X 1 TBBpAM Kancynu

5. HAYUH HA ITIPUJIATAHE U TBbT(MIIA) HA BBBEXK/JIAHE

[Ipenn ynoTtpeba npoyeTeTe IUCTOBKATA.
TlepopanHo npuiioKEHHE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, UE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'VIEJA B IOCEI'A HA JIEITA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIaA.

‘ 7. JAPYI' CIIEHUAJIHU NNIPEAYTIPEXIEHWUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA T'OJHOCT

T'onen no:
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9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE

10. CHEIMAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTHAABYHU MATEPUAJINA OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HUME U AJJPEC HA ITIPUTEXXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Accord Healthcare Limited
Sage House, 319 Pinner Road,
North Harrow,

Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/001- 009

13. TMAPTUJAEH HOMEP

ITaptunen Ne

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT MPOAYKT CE OTITYCKA IO JIEKAPCKO MpEeIICaHue.

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIMS HA BPAMJIOBA A3BYKA

Iperabammu Accord 25 mg
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CbABbPXKXAT BJIMCTEPUTE U JIEHTUTE

{Baucrep (14, 21, 56, 60, 84, 90, 100 u 112) u nepdopupan exnogo3zon oaucrep (100) 3a 25 mg
TBHPAM Kancyyau - PVC/Anymunmii}

| 1. HUME HA JIEKAPCTBEHUSA IPOAYKT

Ipera6amun Accord 25 mg TBbpAM Karcyau
nperadaanH

| 2. HUME HA ITIPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Accord

| 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

|5.  JPYrO
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JAHHHU, KOUTO TPABBA JJA CbABP/KA BTOPUYHATA OITAKOBKA

{Kapronena onakoBka Ha 6;aucrepure (14, 21, 56, 60, 84, 90, 100 u 112) n nepdopupan
enno030B oauctep (100) 3a 50 mg TBBPAU KANCYJIH. }

1. NUME HA JJEKAPCTBEHUSA ITPOAYKT

Iperabamuu Accord 50 mg TBbpAM KaICyIn
nperadaanH

2. OBABABAHE HA AKTUBHOTO (UTE) BEHIECTBO (A)

Bcsika TBBpa Karcyna chabppka 50 mg mperadauH.

3. CIIUCBK HA IOMOINHUTE BEIHLIECTBA

4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EITHA OITAKOBKA

14 TBBpIU KaATICYIH

21 TBBPIU KaICyIH

56 TBBPIU KarCyau

60 TBBPIU KarCyIH

84 TBBpIY Karcyau

90 TBBPIU KaICyIH

100 TBBpIN Karcyiu
112 TBBpAN KaTCcyIu
100 X 1 TBBpaM Kancyinu

5. HAYMH HA TIPUJIATAHE U II'bT (MIIIA) HA BBBEKJAHE

[Ipenu ynoTpeba mpodeTere IUCTOBKATA.
TlepopanHo npuiioKeHHE.

6. CHELMAJIHO MPEJXYIPEKIEHME, YE JIEKAPCTBEHUST ITPOJIYKT
TPSABBA JIA CE CbXPAHSIBA HA MSICTO JAJIEYE OT HOTJIEJA U JOCET A
HA JEIA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a AC€Ia.

7. APYI' CIEIMAJIHU NTPEAYTIPEXKIAEHUSA, AKO E HEOBXOAUMO

8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT
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T'onen no:

9. CIIEIUAJIHM YCJIIOBUSA HA CbXPAHEHUE

10. CHELOUAJIHU ONPEJANA3HU MEPKHU ITPU N3XBBHPJISTHE HA
HEM3ITIOJI3BBAHA YACT OT JIEKAPCTBEHMTE ITPOAYKTHU NJIN OTIIAABYHHA
MATEPHUAJIA OT TAX, AKO CE U3UCKBAT TAKHUBA

11. HWME U AAPEC HA IIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare Limited
Sage House, 319 Pinner Road,
North Harrow,

Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1027/012- 020

13. TAPTUAEH HOMEP

ITaptunen Ne

14. HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT MPOAYKT CE OTITYCKa MO JIEKAPCKO MpeIICaHue.

15. VYKA3AHUNA 3A YIIOTPEBA

16. HUH®OPMAIIUS HA BPAMJIOBA A3BYKA

Iperabdammu Accord 50 mg
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CbABbPXAT BJIMCTEPUTE U JIEHTUTE

{Baucrep (14, 21, 56, 60, 84, 90, 100 u 112) u nepdopupan exnogo3zon oaucrep (100) 3a 50 mg
TBHpau Kancyan — PVC/Anymunuii}

| 1. HNME HA JIEKAPCTBEHUSA NPOAYKT

Iperabamuu Accord 50 mg TBbpAM KaICyIn
nperadaanH

| 2. HUME HA ITIPUTEXATEJIA HA PABPEHIEHUETO 3A YIIOTPEBA

Accord

| 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

|5.  JPYrO
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JAHHHU, KOUTO TPABBA JJA CbABP/KA BTOPUYHATA OITAKOBKA

{Kapronena onaxoBka Ha osmcrtepure (14, 21, 56, 60, 84, 70, 90 100 u 112) u nepdopupan
eqHon030B dumcrep (100) 3a 75 mg TBBpAM Kancyan.}

1. NUME HA JJEKAPCTBEHUSA ITPOAYKT

Iperabamuu Accord 75 mg TBbpAN KaICyIIH
nperadaanH

2. OBABABAHE HA AKTUBHOTO(MTE) BEIIECTBO(A)

Bcsika TBBpa Karcya chabppka 75 mg mperadaiH.

3. CIIUCBK HA IOMOINHUTE BEIHLIECTBA

4. JJEKAPCTBEHA ®OPMA U KOJIMYECTBO B EITHA OITAKOBKA

14 TBBpIM KaATICYITH

21 TBBpAY KaCyIH

56 TBBPIU KarCyau

60 TBBPIU KarCyIH

70 TBBPIU KaICyIH

84 TBBpIU Karcyau

90 TBBPIU KaTCyIH

100 TBBpIN KarcyIu
112 TBBpAN KaTCcyIu
100 X 1 TBBpaM Kancyiu

5. HAYUMH HA TPUJIATAHE U ITbT(MIIIA) HA BBBEKJTAHE

[Ipenu ynoTpeba mpodeTere IUCTOBKATA.
TlepopanHo npuiioKEHHE.

6. CHENMAJHO NPEIYNPEXIEHUE, YE JIEKAPCTBEHUST MPOAYKT
TPSIBBA 1A CE CbXPAHSIBA HA MSICTO JAJIEYE OT MOTJIEJIA M IOCET A
HA JELIA

I[a C€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a AC€Ia.

7. APYI'N CIHIEHUAJIHU TIPEAYIIPEXIEHUS, AKO E HEOBXOANMO

8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT
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T'onen no:

9. CIIEHUAJIHHU YCJIOBUSI HA CbXPAHEHUE

10. CIHIENUWAJIHU NPEAITIAZHU MEPKHU ITPU U3XBBPJISIHE HA
HEM3IIOJI3BAHA YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NN
OTIHHAABYHU MATEPHUAJIN OT TSAX, AKO CE H3BUCKBAT TAKHUBA

11. HMME U AAPEC HA IIPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare Limited
Sage House, 319 Pinner Road,
North Harrow,

Middlesex, HA1 4HF
O0earHEeHOTO KPaJCTBO

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/023- 031, EU/1/15/1027/089

13. TAPTHUJAEH HOMEP

[Taptunen Ne

14. HAYMH HA OTIIYCKAHE

.HCKapCTBeHI/IHT MOPOAYKT C€ OTITYCKa I10 JICKApCKO NpeANNCaHuC.

15. YKA3AHUA 3A YIIOTPEBA

16. MH®OPMAIIMS HA BPAMJIOBA A3BYKA

[pera6axun Accord 75 mg
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CbABbPXAT BJIMCTEPUTE U JIEHTUTE

{baucrep (14, 21, 56, 60, 84, 70, 90, 100 u 112) u nepdopupan exnoao3os oaucrep (100) 3a
75 mg tBppau Kancyau — PVC/Aaymunmii}

| 1. HNME HA JIEKAPCTBEHUSA NPOAYKT

Iperabamuu Accord 75 mg TBbpAN KaICyIIH
nperadaanH

| 2. HUME HA ITIPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Accord

| 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

|5.  JPYrO
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JAHHHU, KOUTO TPABBA JJA CbABP/KA BTOPUYHATA OITAKOBKA

eqHon030B dumcrep (100) 3a 100 mg TBBpAN KancyJu.}

{Kapronena onakoBka Ha 6aucrep (14, 21, 56, 60, 84, 90, 100 u 112) u nepdopupan

1. NUME HA JJEKAPCTBEHUSA ITPOAYKT

Iperabammu Accord 100 mg TBBpaY Karcyiu
nperadaanH

2. OBSIBABAHE HA AKTUBHOTO(MTE) BEIIECTBO(A)

Bcsika TBBpa Karcyna ceabppka 100 mg nperadaimH.

3. CIIUCBK HA IOMOINHUTE BEIHLIECTBA

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EITHA OITAKOBKA

14 TBBpIN KaTICYITH

21 TBBPIU KaICyIH

56 TBBPIU KarCyau

60 TBBPIU KarCyIH

84 TBBpIY Karcyau

90 TBBPIU KaICyIH

100 TBBpIN Karcyiu
112 TBBpAN KaTCcyIu
100 X 1 TBBpaM Kancyinu

5. HAYUH HA TPUJIATAHE U ITbT(MIIIA) HA BBBEKJTAHE

[Ipenu ynoTpeba mpoderere INCTOBKATA.
TlepopanHo npuiioKeHHE.

HA JEIA

6. CIIEHUAJIHO NPEAYHPEXAEHUE, YE JEKAPCTBEHUAT NTPOAYKT
TPABBA JA CE CBbXPAHSBA HA MSCTO JAJIEUE OT IMOT'JIEJA U JOCET' A

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a AC€Ia.

7. APYI' CIEIMAJIHU NTPEAYTIPEXKIAEHUSA, AKO E HEOBXOAUMO
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8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIEHUAJIHHU YCJIOBUSI HA CbXPAHEHUE

10. CHELUWAJIHU NPEANA3ZHU MEPKMU ITPU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UJIM OTHHAABYHU MATEPUAJIN
OT TAX, AKO CE U3UCKBAT TAKUBA

11. HWME U AAPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Accord Healthcare Limited
Sage House, 319 Pinner Road,
North Harrow,

Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1027/034- 042

13. TAPTUAEH HOMEP

ITaptunen Ne

14. HAYMUH HA OTIIYCKAHE

JlexapcTBEHHUAT MPOIYKT CE OTITYCKA TIO JIEKAPCKO MpeICcaHue.

15. YKA3AHUHA 3A YIIOTPEBA

16. MH®OPMAIIMS HA BPAHJIOBA A3BYKA

IMTpera6amuu Accord 100 mg
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CbABbPXAT BJIMCTEPUTE U JIEHTUTE

{Baucrep (14, 21, 56, 60, 84, 90, 100 u 112) u nepdopupan eanomoson oauctep (100) 3a 100 mg
TBHpau Kancyan — PVC/Anymunuii}

| 1. HUME HA JIEKAPCTBEHUSA NPOAYKT

[pera6amun Accord 100 mg TBBpau Kancyiu
nperadaanH

| 2. HUME HA ITIPUTEXATEJIA HA PABPEHIEHUETO 3A YIIOTPEBA

Accord

| 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

|5.  JPYrO
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{KapTonena onmakoBka Ha oaucrtepure (14, 21, 56, 60, 84, 90, 100 u 112) u nepdopupas
enqHomo30B oaucrep (100) 3a 150 mg TBLpAM Kancyau.}

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabammu Accord 150 mg TBBpaY Karcyim
nperadaanH

2. OBSIBABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcsika TBBpa Karcynna ceappka 150 mg nperadaimH.

‘ 3. CIIUCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

14 TBBpAM Kancynu

21 TBBpIOM KaTCyH

56 TBBpaU KanCynH

60 TBBpaM KanCynH

84 TBBpaM Karcyu

90 TBBpaM KaNICYIH

100 TBBpAM Kamcyau
112 TBBpAM Kamcyau
100 X 1 TBBpAM Kancynu

5. HAYUH HA ITIPUJIATAHE U TBbT(MIIA) HA BBBEXK/JIAHE

[Ipenn ynoTtpeba npoyeTeTe IUCTOBKATA.
TlepopanHo npuiioKEHHE.

6. CIIEIMAJIHO NPEAYIIPEXXJIEHUE, UE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'VIEJA B IOCEI'A HA JIEITA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIaA.

‘ 7. JAPYI' CIIEHUAJIHU NNIPEAYTIPEXIEHWUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA T'OJHOCT

T'onen no:
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9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE

10. CHEIMAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTHAABYHU MATEPUAJINA OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HUME U AJJPEC HA ITIPUTEXXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Accord Healthcare Limited
Sage House, 319 Pinner Road,
North Harrow,

Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASBPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/045- 053

13. TMAPTUJAEH HOMEP

ITaptunen Ne

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT MPOAYKT CE OTITYCKA IO JIEKAPCKO MpEeIICaHue.

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIMS HA BPAMJIOBA A3BYKA

Iperabdamuu Accord 150 mg
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CbABbPXKXAT BJIMCTEPUTE U JIEHTUTE

Baucrep (14, 21, 56, 60, 84, 90, 100 u 112) u nepdopupan exnoxoson oaucrep (100) 3a 150 mg
TBHpau Kancyan — PVC/Anymunuii}

| 1. HNME HA JIEKAPCTBEHUA IPOAYKT

[pera6amun Accord 150 mg TBBpau Kancyiu
nperadanuH

| 2. HUME HA ITIPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Accord

| 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

|5.  JPYrO
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{KapTonena onmaxoBka Ha oauctep (14, 21, 56,60, 84, 90, 100 u 112) n nepdopupan exHOI030B
osmucrep (100) 3a 200 mg TBHPAM KANCyJIM. }

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabamuu Accord 200 mg TBBpAY KaICyiu
nperadaanH

2. OBSIBABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcsika TBBpAa Karcynna cpappka 200 mg nperadaivH.

‘ 3. CIIUCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

14 TBBpAM Kancynu

21 TBBpIOM KaICyH

56 TBBpaU KanCynH

60 TBBpaM KanCynH

84 TBBpaM Karmcyu

90 TBBpaM KaNICYIH

100 TBBpAM Kamcyau
112 TBBpAM Kamcyau
100 X 1 TBBpAM Kancynu

5. HAYUH HA ITIPUJIATAHE U TBbT(MIIA) HA BBBEXK/JIAHE

[Ipenn ynoTtpeba npoyeTeTe IUCTOBKATA.
TlepopanHo npuiioKEHHE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, UE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'VIEJA B IOCEI'A HA JIEITA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIaA.

‘ 7. JAPYI' CIIEHUAJIHU NNIPEAYTIPEXIEHWUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA T'OJHOCT

T'onen no:
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9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE

10. CHEIMAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTHAABYHU MATEPUAJINA OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HUME U AJPEC HA IIPUTEXXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Accord Healthcare Limited
Sage House, 319 Pinner Road,
North Harrow,

Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/056- 064

13. TMAPTUJAEH HOMEP

ITaptunen Ne

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHUSAT MPOAYKT CE OTITYCKa IO JIEKApCKO MpEeIrCaHue.

‘ 15. YKA3AHMUA 3A YIIOTPEBA

‘ 16. WH®OPMAIMS HA BPAMJIOBA A3BYKA

Iperabdamuu Accord 200 mg
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CbABbPXAT BJIMCTEPUTE U JIEHTUTE

{Baucrep (14, 21, 56,60, 84, 90,100 u 112) u nepdpopupan eanomo3on dauctep (100) 3a 200 mg
TBHpaM Kancyyau - PVC/Anymunmii}

| 1. HNME HA JIEKAPCTBEHUSA NPOAYKT

[pera6amun Accord 200 mg TBBpaH Kancyiu
nperadaanH

| 2. HUME HA ITIPUTEXATEJIA HA PABPEHIEHUETO 3A YIIOTPEBA

Accord

| 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

|5.  JPYrO
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{KapTonena omaxoBka Ha oauctep (14, 21, 56, 60, 84, 90, 100 u 112) u nepdopupan eaAH01030B
osmmcrep (100) 3a 225 mg TBHPAM KANCyJIH. }

‘ 1. HUME HA JIEKAPCTBEHUS ITPOAYKT

Iperabamuu Accord 225 mg TBBpIaY KaIcyin
nperadaanH

2. OBSIBABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcsika TBBpa Karcyiia chabppika 225 mg nperadaivH.

‘ 3. CIIUCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

14 TBBpAM Kancynu

21 TBBpIOM KaTCyH

56 TBBpaU KanCynH

60 TBBpaM KanCynH

84 TBBpaM Karmcyu

90 TBBpaM KaNICYIH

100 TBBpAM Kamcyau
112 TBBpAM Kamcyau
100 X 1 TBBpAM Kancynu

5. HAYUH HA ITIPUJIATAHE U TBbT(MIIA) HA BBBEXK/JIAHE

[Ipenn ynoTtpeba npoyeTeTe IUCTOBKATA.
TlepopanHo npuiioKEHHE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, UE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'VIEJA B IOCEI'A HA JIEITA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIaA.

‘ 7. JAPYI' CIIEHUAJIHU NNIPEAYTIPEXIEHWUS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA T'OJHOCT

T'onen no:
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9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE

10. CHEIMAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTHAABYHU MATEPUAJINA OT
TAX, AKO CE UBUCKBAT TAKHUBA

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

Accord Healthcare Limited
Sage House, 319 Pinner Road,
North Harrow,

Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASBPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/067- 075

13. TMAPTUJAEH HOMEP

ITaptunen Ne

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT MPOAYKT CE OTITYCKA IO JIEKAPCKO MpEeIICaHue.

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIMS HA BPAMJIOBA A3BYKA

Iperabdamuu Accord 225 mg
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CbABbPXKXAT BJIMCTEPUTE U JIEHTUTE

{Baucrep (14, 21, 56, 60, 84, 90, 100 u 112) u nepdopupan eanomoszon oaucrep (100) 3a 225 mg
TBHpaM Kancyyan - PVC/Anymunmii}

| 1. HNME HA JIEKAPCTBEHUA IPOAYKT

[pera6amun Accord 225 mg TBBpay Kancyiu
nperadanuH

| 2. HUME HA ITIPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

Accord

| 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

|5.  JPYrO
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{KapTonena onmakoBka Ha oaucrtepure (14, 21, 56, 60, 84, 90, 100 u 112) u nepdopupas
enqHomo30B oaucrep (100) 3a 300 mg TBLpAM Karncyau.}

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabammu Accord 300 mg TBBpAY KaICyiIu
nperadaanH

2. OBSIBABAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bcsika TBBpAa Karcyna cpabppka 300 mg nperadaiuH.

‘ 3. CIIUCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

14 TBBpAM Kancynu

21 TBBpIOM KaTCyH

56 TBBpaU KanCynH

60 TBBpaM KanCynH

84 TBBpaM Karmcyu

90 TBBpaM KaNICYIH

100 TBBpAM Kamcyau
112 TBBpAM Kamcyau
100 X 1 TBBpAM Kancynu

5. HAYUH HA ITIPUJIATAHE U TBbT(MIIA) HA BBBEXK/JIAHE

[Ipenn ynoTtpeba npoyeTeTe IUCTOBKATA.
TlepopanHo npuiioKEHHE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, UE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'VIEJA B IOCEI'A HA JIEITA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIaA.

‘ 7. JAPYI' CIIEHUAJIHU NNIPEAYTIPEXIEHUS, AKO E HEOBXOINMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA T'OJHOCT

T'onen no:
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9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE

10. CHEIMAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE NPOAYKTHU NJIN OTHAABYHU MATEPUAJINA OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HUME U AJJPEC HA ITIPUTEXXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Accord Healthcare Limited
Sage House, 319 Pinner Road,
North Harrow,

Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASBPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/078- 086

13. TMAPTUJAEH HOMEP

ITaptunen Ne

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHUAT MPOAYKT CE OTITYCKA IO JIEKAPCKO MpEeIICaHue.

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIMS HA BPAMJIOBA A3BYKA

Iperabdammu Accord 300 mg
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MUHUMYM JAHHHU, KOUTO TPABBA JJA CbABbPXAT BJIMCTEPUTE U JIEHTUTE

{Baucrep (14, 21, 56, 60, 84, 90, 100 u 112) u nepdopupan eanomo3zon oauctep (100) 3a 300 mg
TBHpaM Kancyyan - PVC/Anymunmii}

| 1. HNME HA JIEKAPCTBEHUA IPOAYKT

[pera6amun Accord 300 mg TBBpaH Kancyau
nperadanuH

| 2. HUME HA ITIPUTEXATEJIA HA PABPEIHIEHUETO 3A YIIOTPEBA

Accord

| 3. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

EXP

| 4. IHAPTUJIEH HOMEP

Lot

|5.  JPYrO
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{KapToneHa onakoBka 3a 6yruika or HDPE (30, 200) 3a 25 mg TBbpAU KancyJm}

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabamuu Accord 25 mg TBbpAN KAICYIIH
nperadaauH

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcsika kancyna cpabpxka 25 mg nperadaivH.

‘ 3. CIIUCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

30 TBBpAM KaTCyIn
200 TBBEpAM KarcyIu

5. HAYNH HA ITPUJIATAHE N ITbT(MIIIA) HA BHbBEX/IAHE

[Ipenn ynoTtpeba npoyeTeTe TUCTOBKATA.
TlepopanHo npuiioKeHHeE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, YUE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'VIEJA B JOCEI'A HA IELTA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU INIPEAYTIPEXIEHWS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

byrunkara or HDPE tpsi6Ba ga ce m3nomn3sa B pamkute Ha 30 mam (3a 30 xancynun) u 100 gam (32 200
KarlCyJiH) clie]l TbPBOTO OTBapsIHE.

‘ 9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE
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10. CHEIWWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3BUCKBAT TAKHUBA

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

Accord Healthcare Limited
Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/010- 011

13. TMAPTUJAEH HOMEP

ITaptuna:

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHHUAT MPOAYKT CE OTITYCKA IO JIEKApCKO MpEeICaHue.

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIUS HA BPAMJIOBA A3BYKA

Iperabdammu Accord 25 mg
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{ETuxert 3a 0ytuika ot HDPE (30, 200) 3a 25 mg TBBLpaAM KancyJu}

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabamuu Accord 25 mg TBbpAN KAICYIIH
nperadaauH

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcsika kancyna cpabpxka 25 mg nperadaivH.

‘ 3. CIIUCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

30 TBBpAM KaTCyIn
200 TBBEpAM KarcyIu

5. HAYNH HA ITPUJIATAHE N ITbT(MIIIA) HA BHbBEX/IAHE

[Ipenn ynoTtpeba npoyeTeTe TUCTOBKATA.
TlepopanHo npuiioKeHHeE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, YUE JIEKAPCTBEHHUAT ITIPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B JOCEI'A HA IELTA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU INIPEAYTIPEXIEHWS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

Bbyrunkara or HDPE tpsi6Ba ga ce m3nomn3sa B pamkute Ha 30 mam (3a 30 xancynu) u 100 gam (32 200
KariCyJiH) clie]l TbPBOTO OTBApPSIHE.

‘ 9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE
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10. CHEIWWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTHIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

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

Accord Healthcare Limited
Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/010- 011

13. TMAPTUJAEH HOMEP

ITaptuna:

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHHUAT MPOAYKT CE OTITYCKA IO JIEKApCKO MpEeICaHue.

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIUS HA BPAMJIOBA A3BYKA
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{KapToneHna onakoBka 3a 6yruika or HDPE (30, 200) 3a 50 mg TBbpaAU KancyJu }

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabamuu Accord 50 mg TBBpaAM KaICyIn
nperadaauH

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika kancyna cpabpxa S0 mg nperadaivH.

‘ 3. CIIUCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

30 TBBpAM KaTCyIn
200 TBBEpAM KarcyIu

5. HAYNH HA ITPUJIATAHE N ITbT(MIIIA) HA BHbBEX/IAHE

[Ipenn ynoTtpeba npoyeTeTe TUCTOBKATA.
TlepopanHo npuiioXKeHHeE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, YUE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B JOCEI'A HA IELTA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU INIPEAYTIPEXIEHWS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

byrunkara or HDPE tpsi6Ba ga ce m3nomn3sa B pamkute Ha 30 mam (3a 30 xancynun) u 100 gam (32 200
KarlCyJiH) clie]l TbPBOTO OTBapsIHE.

‘ 9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE
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10. CHEIWWAJIHU MPEAITA3HU MEPKHU ITPU U3XBBHPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

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

Accord Healthcare Limited
Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

‘ 12.  HOMEP(A) HA PASBPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/021- 022

‘ 13. TMAPTUJAEH HOMEP

ITaptuna:

14, HAYMUH HA OTIIYCKAHE

JlexapcTBEHHUSAT MPOAYKT CE OTITYCKa IO JIEKApCKO MpEeIICaHue.

‘ 15. YKA3AHMUA 3A YIIOTPEBA

‘ 16. WH®OPMAIMS HA BPAMJIOBA A3BYKA

Iperadammu Accord 50 mg
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{ETuxert 3a 6yruiaka or HDPE (30, 200) 3a 50 mg TBLpaAM KancyJu}

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabamuu Accord 50 mg TBBpaAM KaICyIn
nperadaauH

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika kancyna cpabpxa S0 mg nperadaivH.

‘ 3. CIIUCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

30 TBBpAM KaTCyIn
200 TBBEpAM KarcyIu

5. HAYNH HA ITPUJIATAHE N ITbT(MIIIA) HA BHbBEX/IAHE

[Ipenn ynoTtpeba npoyeTeTe TUCTOBKATA.
TlepopanHo npuiioKeHHeE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, YUE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B JOCEI'A HA IELTA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU INIPEAYTIPEXIEHWS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

byrunkara or HDPE tpsi6Ba ga ce m3nomn3pa B pamkute Ha 30 mam (3a 30 kancynu) u 100 qgam (3a
200 karcynu) ciieq] MbPBOTO OTBapsIHE.

9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE
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10. CHEIWWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

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

Accord Healthcare Limited
Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/021- 022

13. TMAPTUJAEH HOMEP

ITaptuna:

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHHUAT MPOAYKT CE OTITYCKA IO JIEKApCKO MpEeICaHue.

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIUS HA BPAMJIOBA A3BYKA
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{KapToneHa onakoBka 3a 0yruika or HDPE (30, 200) 3a 75 mg TBbpaAU KancyJam}

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabamuu Accord 75 mg TBbpAN KaICyIIH
nperadaauH

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcsika kancyna cpabpxka 75 mg nperadaivH.

‘ 3. CIIUCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

30 TBBpAM KaTCyIn
200 TBBEpAM KarcyIu

5. HAYMH HA TTPUJIATAHE N ITbT(MIIA) HA BHbBEX/IAHE

[Ipenn ynoTtpeba npoyeTeTe TUCTOBKATA.
TlepopanHo npuiioKeHHeE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, YUE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B JOCEI'A HA IELTA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU NNIPEAYTIPEXIEHWS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

byrunkara or HDPE tpsi6Ba ga ce m3nomn3pa B pamkute Ha 30 mam (3a 30 kancynu) u 100 qgam (3a
200 karncynu) ciieq IbPBOTO OTBApPSIHE.

9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE
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10. CHEIWWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

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

Accord Healthcare Limited
Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF
O06eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/032- 033

13. TMAPTUJAEH HOMEP

ITaptuna:

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHUSAT MPOAYKT CE OTITYCKa TIO JIEKApCKO MpEeIICaHue.

‘ 15. YKA3AHMUA 3A YIIOTPEBA

‘ 16. WH®OPMAIUS HA BPAMJIOBA A3BYKA

Iperadammu Accord 75 mg
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{ETuxert 3a 0yruiaka ot HDPE (30, 200) 3a 75 mg TBLpaAM KancyJu}

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabamuu Accord 75 mg TBbpAN KaICyIIH
nperadaauH

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcsika kancyna cpabpxka 75 mg nperadaivH.

‘ 3. CIIUCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

30 TBBpAM KaTCyIn
200 TBBEpAM KarcyIu

5. HAYNH HA ITPUJIATAHE N ITbT(MIIIA) HA BHbBEX/IAHE

[Ipenn ynoTtpeba npoyeTeTe TUCTOBKATA.
TlepopanHo npuiioKeHHeE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, YUE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'VIEJA B JIOCEI'A HA JIEITA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU INIPEAYTIPEXIEHWS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

Bbyrunkara or HDPE tpsibBa na ce usmonssa B pamkure Ha 30 muu (3a 30 karncyau) u 100 gum (3a 200
KarlCyJiH) clie]l TbPBOTO OTBapsIHE.

‘ 9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE
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10. CHEIWWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

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

Accord Healthcare Limited
Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/032- 033

13. TMAPTUJAEH HOMEP

ITaptuna:

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHHUAT MPOAYKT CE OTITYCKA IO JIEKApCKO MpEeICaHue.

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIUS HA BPAMJIOBA A3BYKA
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{KapToneHa onakoBka 3a 0yruika or HDPE (30, 200) 3a 100 mg TBLpau KancyJim}

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabammu Accord 100 mg TBBpaY Karcyiu
nperadaauH

2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika kancyna ceabpxa 100 mg nperadanys.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

30 TBBpAM KaTCyIn
200 TBBEpAM KarcyIu

5. HAYNH HA ITPUJIATAHE N ITbT(MIIIA) HA BHbBEX/IAHE

[Ipenn ynoTtpeba npoyeTeTe TUCTOBKATA.
TlepopanHo npuiioKeHHeE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, YUE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B JOCEI'A HA IELTA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU INIPEAYTIPEXIEHWS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

byrunkara or HDPE tpsi6Ba ga ce m3nomn3pa B pamkute Ha 30 mau (3a 30 kancynun) u 100 gam (32 200
KariCyJiH) clieJl TbPBOTO OTBapsIHE.

‘ 9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE
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10. CHEIWWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3BUCKBAT TAKHUBA

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

Accord Healthcare Limited
Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/043- 044

13. TMAPTUJAEH HOMEP

ITaptuna:

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHHUAT MPOAYKT CE OTITYCKA IO JIEKApCKO MpEeICaHue.

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIUS HA BPAMJIOBA A3BYKA

Iperabdamuu Accord 100 mg
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JAHHHU, KOUTO TPABBA JA CbAbPKA BTOPUYHATA OITIAKOBKA

{ETuxert 3a 6yruiaka or HDPE (30, 200) 3a 100 mg TBbpAU Kancyjau}

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabammu Accord 100 mg TBBpaY Karcyiu
nperadaauH

2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika kancyna ceabpxa 100 mg nperadanys.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

30 TBBpAM KaTCyIn
200 TBBEpAM KarcyIu

5. HAYNH HA ITPUJIATAHE N ITbT(MIIIA) HA BHbBEX/IAHE

[Ipenn ynoTtpeba npoyeTeTe TUCTOBKATA.
TlepopanHo npuiioKeHHeE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, YUE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B JOCEI'A HA IELTA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU INIPEAYTIPEXIEHWS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

byrunkara or HDPE tpsi6Ba ga ce m3nomn3sa B pamkute Ha 30 mam (3a 30 xancynun) u 100 gam (32 200
KarlCyJiH) clie]l TbPBOTO OTBapsIHE.

‘ 9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE
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10. CHEIWWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

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

Accord Healthcare Limited
Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/043- 044

13. TMAPTUJAEH HOMEP

ITaptuna:

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHHUAT MPOAYKT CE OTITYCKA IO JIEKApCKO MpEeICaHue.

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIUS HA BPAMJIOBA A3BYKA
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{KapToneHa onakoBka 3a 0yruika or HDPE (30, 200) 3a 150 mg TBLpau KancyJu}

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabammu Accord 150 mg TBBpau Karcyim
nperadaauH

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Besika kancyna cpabpxka 150 mg nperadanus.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

30 TBBpAM KaTCyIn
200 TBBEpAM KarcyIu

5. HAYNH HA ITPUJIATAHE N ITbT(MIIIA) HA BHbBEX/IAHE

[Ipenu ynoTtpeba mpodeTere INCTOBKATA.
TlepopanHo npuiioKeHHeE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, YUE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B JOCEI'A HA IELTA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU INIPEAYTIPEXIEHWS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

byrunkara or HDPE tpsi6Ba ga ce m3nomn3sa B pamkute Ha 30 mam (3a 30 xancynun) u 100 gam (32 200
KarlCyJiH) clie]l TbPBOTO OTBapsIHE.

‘ 9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE
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10. CHEIWWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

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

Accord Healthcare Limited
Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF
O06eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/054- 055

13. TMAPTUJAEH HOMEP

ITaptuna:

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHHUAT MPOAYKT CE OTITYCKA IO JIEKApCKO MpEeICaHue.

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIUS HA BPAMJIOBA A3BYKA

Iperabdamuu Accord 150 mg
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{ETuxert 3a 6ytuaka or HDPE (30, 200) 3a 150 mg TBbpAU Kancyau}

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabammu Accord 150 mg TBBpaM Karcyim
nperadaauH

2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Besika kancyna cpabpxka 150 mg nperadanus.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

30 TBBpAM KaTCyIn
200 TBBEpAM KarcyIu

5. HAYNH HA ITPUJIATAHE N ITbT(MIIIA) HA BHbBEX/IAHE

[Ipenn ynoTtpeba npoyeTeTe TUCTOBKATA.
TlepopanHo npuiioKeHHeE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, YUE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B JOCEI'A HA IELTA

I[a CC€ CbXpaHsABa HAa MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU INIPEAYTIPEXIEHWS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

byrunkara or HDPE tpsi6Ba ga ce m3nomn3sa B pamkute Ha 30 mam (3a 30 xancynun) u 100 gam (32 200
KarlCyJiH) clie]l TbPBOTO OTBapsIHE.

‘ 9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE
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10. CHEIWWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

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

Accord Healthcare Limited
Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF
O06eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/15/1027/054- 055

13. TMAPTUJAEH HOMEP

T'onen no:

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHHUAT MPOIYKT CE OTITYCKA TIO JIEKAPCKO TPECcaHue.

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIUS HA BPAMJIOBA A3BYKA
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{KapToneHa onakoBka 3a 0yruika or HDPE (30, 200) 3a 200 mg TBLpaAM KancyJu}

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabammu Accord 200 mg TBBpAY KaICyiIn
nperadaauH

2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika kancyna cpabpxa 200 mg nperadanvH.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

30 TBBpAM KaTCyIn
200 TBBEpAM KarcyIu

5. HAYNH HA ITPUJIATAHE N ITbT(MIIIA) HA BHbBEX/IAHE

[Ipenn ynoTtpeba npoyeTeTe TUCTOBKATA.
TlepopanHo npuiioKeHHeE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, YUE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B JOCEI'A HA IELTA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU NNIPEAYTIPEXIEHWS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

byrunkara or HDPE tpsi6Ba ga ce m3nomn3sa B pamkute Ha 30 mam (3a 30 xancynun) u 100 gam (32 200
KarlCyJiH) clie]l TbPBOTO OTBapsIHE.

‘ 9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE

65



10. CHEIWWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

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

Accord Healthcare Limited
Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/065- 066

13. TMAPTUJAEH HOMEP

ITaptuna:

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHHUAT MPOAYKT CE OTITYCKA IO JIEKApCKO MpEeICaHue.

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIUS HA BPAMJIOBA A3BYKA

Iperabamuu Accord 200 mg
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{ETuxert 3a 6ytuiaka or HDPE (30, 200) 3a 200 mg TBbpPAU Kancyjau}

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabammu Accord 200 mg TBBpAY KaICyiIn
nperadaauH

2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika kancyna cpabpxa 200 mg nperadanvH.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

30 TBBpAM KaTCyIn
200 TBBEpAM KarcyIu

5. HAYNH HA ITPUJIATAHE N ITbT(MIIIA) HA BHbBEX/IAHE

[Ipenn ynoTtpeba npoyeTeTe TUCTOBKATA.
TlepopanHo npuiioKeHHeE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, YUE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B JOCEI'A HA IELTA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU INIPEAYTIPEXIEHWS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

byrunkara or HDPE tpsi6Ba ga ce m3nomn3sa B pamkute Ha 30 mam (3a 30 kancynun) u 100 gam (32 200
KariCyJiH) clie]l TbPBOTO OTBapsIHE.

‘ 9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE
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10. CHEIWWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3BUCKBAT TAKHUBA

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

Accord Healthcare Limited
Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/065- 066

13. TMAPTUJAEH HOMEP

ITaptuna:

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHHUAT MPOAYKT CE OTITYCKA IO JIEKApCKO MpEeICaHue.

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIUS HA BPAMJIOBA A3BYKA
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{KapToneHa onakoBka 3a 6yruika or HDPE (30, 200) 3a 225 mg TBLpau KancyJiu}

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabamuu Accord 225 mg TBBpaY KaICyiIn
nperadaauH

2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika kancyna cpabpxka 225 mg nperadaivH.

‘ 3. CIIUCBK HA IOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

30 TBBpAM KaTCyIn
200 TBBEpAM KarcyIu

5. HAYNH HA ITPUJIATAHE N ITbT(MIIIA) HA BHbBEX/IAHE

[Ipenn ynoTtpeba npoyeTeTe TUCTOBKATA.
TlepopanHo npuiioKeHHeE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, YE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B JOCEI'A HA IELTA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU INIPEAYTIPEXIEHWS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

byrunkara or HDPE tpsi6Ba ga ce m3nomn3sa B pamkute Ha 30 mam (3a 30 xancynu) u 100 gam (32 200
KariCyJiH) clieJl TbPBOTO OTBapsIHE.

‘ 9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE
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10. CHEIWWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

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

Accord Healthcare Limited
Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/076- 077

13. TMAPTUJAEH HOMEP

ITaptuna:

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHHUAT MPOAYKT CE OTITYCKA IO JIEKApCKO MpEeICaHue.

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIUS HA BPAMJIOBA A3BYKA

Iperabamuu Accord 225 mg
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{ETuxert 3a 6ytuiaka or HDPE (30, 200) 3a 225 mg TBbPAU KancyJjau}

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabamuu Accord 225 mg TBBpaY KaICyiIn
nperadaauH

2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika kancyna cpabpxka 225 mg nperadaivH.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

30 TBBpAM KaTCyIn
200 TBBEpAM KarcyIu

5. HAYNH HA ITPUJIATAHE N ITbT(MIIIA) HA BHbBEX/IAHE

[Ipenn ynoTtpeba npoyeTeTe TUCTOBKATA.
TlepopanHo npuiioXKeHHeE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, YUE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B JOCEI'A HA IELTA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU INIPEAYTIPEXIEHWS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

byrunkara or HDPE tpsi6Ba ga ce m3nomn3sa B pamkute Ha 30 mam (3a 30 xancynun) u 100 gam (32 200
KarlCyJiH) clie]l TbPBOTO OTBapsIHE.

‘ 9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE
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10. CHEIWWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

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

Accord Healthcare Limited
Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASBPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/076- 077

13. TMAPTUJAEH HOMEP

ITaptuna:

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHHUAT MPOAYKT CE OTITYCKA IO JIEKApCKO MpEeICaHue.

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIMS HA BPAMJIOBA A3BYKA
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{KapToneHa onakoBka 3a 0yruika or HDPE (30, 200) 3a 300 mg TBLpau KancyJu}

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabammu Accord 300 mg TBBpAY KaICyiu
nperadaauH

2. OBSABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika kancyna cpabpxa 300 mg nperadanyH.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

30 TBBpAM KaTCyIn
200 TBBEpAM KarcyIu

5. HAYNH HA ITPUJIATAHE N ITbT(MIIIA) HA BHbBEX/IAHE

[Ipenn ynoTtpeba npoyeTeTe TUCTOBKATA.
TlepopanHo npuiioKeHHeE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, YUE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B JOCEI'A HA IELTA

I[a CC€ CbXpaHsABa Ha MACTO, HEAOCTHITHO 3a ACIa.

‘ 7. JAPYI' CIIEHUAJIHU INIPEAYTIPEXIEHWS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

byrunkara or HDPE tpsi6Ba ga ce m3nomn3sa B pamkute Ha 30 mam (3a 30 xancynun) u 100 gam (32 200
KarlCyJiH) clie]l TbPBOTO OTBapsIHE.

‘ 9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE
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10. CHEIWWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

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

Accord Healthcare Limited
Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/087- 088

13. TMAPTUJAEH HOMEP

ITaptuna:

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHHUAT MPOAYKT CE OTITYCKA IO JIEKApCKO MpEeICaHue.

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIUS HA BPAMJIOBA A3BYKA

Iperabdamuu Accord 300 mg
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JAHHHU, KOUTO TPABBA JA CbABPKA BTOPUYHATA OITIAKOBKA

{ETuxert 3a 6yruiaka or HDPE (30, 200) 3a 300 mg TBbpAU Kancyjau}

‘ 1. HUME HA JIEKAPCTBEHUS TPOAYKT

Iperabamuu Accord 300 mg TBBpAY KaICyiu
nperadaauH

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika kancyna cpabpxa 300 mg nperadanyH.

‘ 3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

30 TBBpAM KaTCyIn
200 TBBEpAM KarcyIu

5. HAYNH HA ITPUJIATAHE N ITbT(MIIIA) HA BHbBEX/IAHE

[Ipenn ynoTtpeba npoyeTeTe TUCTOBKATA.
TlepopanHo npuiioKeHHeE.

6. CIIEIMAJIHO NPEAYIIPEXJIEHUE, YUE JIEKAPCTBEHHUAT ITPOAYKT TPSIBBA
JA CE CBXPAHSIBA HA MACTO JAJIEYE OT IIOI'JIEJA B JOCEI'A HA IELTA

I[a CC€ ChbXpaHsABa HAa MACTO, HEAOCTHITHO 3a ACIaA.

‘ 7. JAPYI' CIIEHUAJIHU INIPEAYTIPEXIEHWS, AKO E HEOBXOIUMO

‘ 8. JATA HA U3THYAHE HA CPOKA HA TTOJHOCT

T'onen no:

byrunkara or HDPE tpsi6Ba ga ce m3nomn3sa B pamkute Ha 30 mam (3a 30 xancynun) u 100 gam (32 200
KarlCyJiH) clie]l TbPBOTO OTBapsIHE.

‘ 9. CIIEIMAJIHM YCJIOBUS HA CbXPAHEHUE
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10. CHEIWWAJIHU MPEANTA3ZHU MEPKU ITPU U3XBBPJISIHE HA HEN3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIK OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE UBUCKBAT TAKHUBA

11. HUME U AJJPEC HA ITIPUTEXATEJISI HA PASPEIHIEHUETO 3A YIIOTPEBA

Accord Healthcare Limited
Sage House, 319 Pinner Road, North Harrow, Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/15/1027/087- 088

13. TMAPTUJAEH HOMEP

ITaptuna:

14, HAYMH HA OTIIYCKAHE

JlexapcTBEHUSAT MPOIYKT CE OTITYCKa IO JIEKApCKO MpEeIICaHue.

‘ 15. YKA3AHMHA 3A YIIOTPEBA

‘ 16. WH®OPMAIUS HA BPAMJIOBA A3BYKA
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b. JMCTOBKA
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JlncroBka: undopmanus 3a norpeduTest

Iperaéanun Accord 25 mg TBBpAN KanCy/au
Iperaéanun Accord 50 mg TBBpAN KanCy/Iu
Ipera6anun Accord 75 mg TBBpAN KanCy/Iu
Iperadamuu Accord 100 mg TBbpAM KarncyJu
Iperadamun Accord 150 mg TBbpaM Kancym
Iperadamun Accord 200 mg TBbpAM KanCyJIu
Iperadanun Accord 225 mg TBbpAH KAINCyJIu
Iperadamuu Accord 300 mg TBbpIU KancyJiu
mperabamnun (pregabalin)

IIpoyeTeTe BHUMATE/IHO LSJIATA JUCTOBKA MPEAH /12 3aMl0YHeTe 1a MpHeMaTe TOBa JIEeKapCTBo,
Thil KaTO TH ChAbpP:Ka BaskHa 3a Bac undopmanms.

- 3amazere Ta3u JIMCTOBKA. MOXKE Jla ce HAIOXKH Jia s POYETETE OTHOBO.

- AKO UMaTe HAKAaKBU JTOMBIHUTEIHN BBIIPOCH, TONMUTaiTe Bamwst nexap nin papmariesT.

- ToBa nekapcTBO € MpeAnucano Ju4Ho Ha Bac. He ro npeorcrenBaiite Ha npyru xopa. To Moxe
Jla IM HaBpeIr, He3aBUCHMO Y€ NIPU3HANNTE Ha TAXHOTO 3a00JsBaHe ca ChInTe KaTto BamuTe.

- AKO TIONTyuHTe HAKAKBU HEXKEIaHU JIEKApPCTBEHHU PEaklny, yBeaoMeTe Bamms nexap nnm
(hapmarieBt. ToBa BKIII0OYBA 1 BCHYKH BH3MOXKHU HEXKETIAHH PEAKITUH, HEOIHCAHU B Ta3H
mucToBKa. BrmkTe Touka 4.

Kakso CbABbpPiKa Ta3u JJUCTOBKA

Kakgo npencrasnssa IIperabammn ACCOrd u 3a KakBo ce H3I0JI3Ba
Kakgo Tps0Ba na 3Haere ,ipenu na npuemere [Iperabamua Accord
Kak na nmpuemare Iperabamuu Accord

BBb3MOXHU HEXETaH! PeaKIuu

Kaxk na cexpansBare [Iperadamun Accord

ChbabpikaHue Ha OMIAKOBKATA U JIOBIHATEITHA HHPOPMAITUS

ok wdE

1. Kakso npencrasisiBa IIpera6amun AcCord u 3a KaKBO ce H3M0J13Ba

I[Mperabamun Accord npuHaaIeku KbM IpyIa JIeKapcTBa, KOMTO Ce M3MOJI3BAT 3a JICYCHUE Ha
eMIIICTICHSI, HeBpoIaTHa 00JIKa U TeHepaIn3upaHo TpeBokHO pazctporictBo (I'TP) mpu Bp3pacTHU.

Enunuencus:

ToBa JilekapcTBO ce U3M0JI13Ba 32 JIeUEHUE Ha HAKOU (popMu Ha enmierncusi (MapluaiHy IPUCTBIIN ChC
nnu 6e3 BTOpUYHA FeHepan3alys) Npyu Bb3pacTHU. BamusaT nekap e Bu npennume [Iperadanux
Accord, 3a 1a Bu nomorse 11a jiekyBate Barara enuiencusi, KOrato mpoBeXaaHOTO JeUEeHUE He BOAN
JI0 OBJIa/IsIBaHe Ha cheTosiHueTo Bu. TpsioBa na B3emate [perabanun Accord kaTo TOMbJIHEHHE KbM
Barero Hacrosiio edenue. [Iperabanmua Accord He e mpeaHa3HaueHa 32 CAMOCTOSTEIHA yIoTpeOa, a
BUHAru TpsiOBa aa Obe npuiaraHa B KOMOMHALMS C APYTO aHTUETIMIICTITHYHO JIEYCHHUE.

I'eHepaM3upaHo TPEBOKHO PA3CTPOMCTBO:

ToBa nexapcTBO ce U3MOoI3Ba 32 JISYCHHE Ha TeHEpaTN3upaHo TPeBOKHO pa3cTpoiictBo (I'TP).
Cumnromute Ha ['TP ca nmpogbmkuTenHa mpexoMepHa TPEBOKHOCT U MMPUTECHEHNE, KOUTO Ce
KoHTposmpat TpyaHo. ' TP Moxe chImo Aa npenn3Buka 0€3MOKOMNCTBO MK ycellane 3a Bb30y/1a Uin
HEPBHOCT, JIECHO YMOPSIBaHe, Jja N3MUTBATE TPYAHOCTHU NPH KOHLIEHTPUPaHE UK OeNu 1moJieTa B
rameTTa, Jia ce ycelare pa3Ipa3HuTeNieH, 1a UMaTe MyCKYJIHO HAlIPEXEHUE WM POOJIEeMHU ChC ChHS.
ToBa e pa3nu4HO OT CTpeca U HAIIPEKEHUETO Ha 0ONYAaHOTO BCEKUIHEBHE.
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2. KakBo TpsioBa 1a 3HaeTe, npeau na npuemete Ilperadasun Accord
He npuemaiite IIperaéaaun Accord

- aKo CTe aJeprUYHU KbM MperabaivH Wil KbM HIKOS OT OCTAHAINTE ChCTABKH Ha TOBA
JIeKapCcTBO (M30pOEHHU B ToUKa 6).

[penynpe:xaeHus ¥ npeanasHu MepKu
Komncynrrupaiire ce ¢ Bamms mexap uinu gapmaneBT npenu aa npuemere [perabamma Accord.

. Hsxou narnuenTy, KOUTO MpUEeMaT TOBa JIEKapCTBO, ChOOIIABAT 32 CHMIITOMHU, MPEATIOIaralily
ajepruyHa peakius. Te3u CMMOTOMU BKJIIOYBAT MOIyBaHE Ha JIULIETO, YCTHUTE, €3UKa U
T'bPJIOTO, KAKTO U OOIIMPEH KOXEeH 00puB. AKo nipu Bac ce mosBY HAKOS OT TE€3H PEaKIui,
Tps0Ba He3a0aBHO Ja ce CBbpKeTe ¢ Bamms nekap.

o Ynorpebara Ha TOBa JIEKAPCTBO C€ CBHP3BA C BUCHE HA CBAT U CHHIMBOCT, KOUTO MOTarT Ja
yBEITMYaT MOsSIBATa Ha CIyYaifHO HapaHsBaHe (T1ajjane) Mpy MalueHTH B CTapuecka Bh3pacT.
CremoBaTeTHO, TpsiOBa 11a ObieTe BHUMATEITHH, IOKATO CBUKHETE C BCEKH e(heKT Ha
JIEKapCTBOTO.

o ToBa JIeKkapcTBO MOJKE JIa MPHYUHK 3aMbIIIIBaHE WK 3ary0a Ha 3pEHUETO, WJIH JPYTH MPOMEHH
B 3pEHHMETO, MHOTO OT KOUTO ca BpeMeHHHU. TpsiOBa He3a0aBHO Jia ce CBhpkeTe ¢ Bamms sekap,
aKo ce TMOABAT MPOMEHH B 3peHreTo Bu.

° Hsxoun mamuenTn ¢ ,I[I/Ia6CT, KOHWTO ITOKa4YBaT TCJICCHOTO CH TCTJIO IIPU yHOTpeGa Ha
npera6anHH, Morar aa €€ Hy>XAasT OT IpOoMsAHAa B TCXHUTC I[I/IaGCTHI/I JICKapCTBa.

. OrmpeaeneHn HeXXeIaH! PeaKITui, KaTo ChHINBOCT, MOTaT /1a ObJAT ITO-YECTH, ThI KaTo
MAIMeHTH ¢ TPHOHAYHOMO3bYHA TpaBMa MOTar Jia MpueMar 1 JAPyTH JIeKapcTBa 3a JIeUeHue,
HampuMep Ha OOJIKaTa WM MYCKYJHUS CIIa3bM, KOUTO UMAaT MOI00HU Ha MperadavH
HEXeJIaHW PeaKIMN ¥ TeKECTTa Ha Te3W PEaKIIMH MOXKE Jla HapacHe, KOraTo JIeKapcTBaTa ce
IpueMaT eTHOBPEMEHHO.

. Nma cpo0mienns 3a cbpiedHa HEJOCTAaThYHOCT P HAKOM MALMEHTH, KOUTO IIpHeMat TOBa
JIEKapCTBO; TE3H MALMEHTH ca MIPEIUMHO B CTAPYECKa BB3PACT ChC ChbPACUYHO-CHA0BH
yBpexaanus. Illpeau na npuemare ToBa JIeKapcTBO, cCho01IeTe HA Bamus gekap, ako
uMaTe aHAMHe3a 3a CbpAeYHo 3a00/1sBaHe.

. Nma cpobmienns 3a Ob0pedHa HeAOCTATHYHOCT MPH HAKOW MAIUEHTH, KOUTO TIpUeMaT TOBa
JeKapcTBO. AKO 3a0eJIe)UTe HaMaJeHO YPUHHUPaHe, JOKaTo IIpUeMaTe TOBa JIEKapCcTBO, TPSIOBa
na cpo0mmuTe Ha Bammst nekap, Thil KaTo CimpaHeTo Ha JISKapCTBOTO MOXKeE Ja oJ00pH ToBa
CBCTOSTHHE.

o Mauika gacT oT XopaTa, JIeKyBaH! C aHTHEeTTUIICITHYHH JiekapcTBa kato [Iperabanun Accord, ca
MMaJIM MHCIIU 32 CAMOHApaHsIBaHe WM CaMOYOHICTBO. AKO Ce TOSIBAT TaKUBA MHCIIH,
He3abaBHO ce 00bpHEeTe KbM Bammus nekap.

. Koraro IIperadamin Accord ce mpuema ¢ ApyrH JIeKapcTBa, KOUTO MOTAT Jia MPHYHHSIT 3a1eK
(KaTo HIKOM BUI0BE OOJIKOYCIIOKOUTEIHH), BB3MOXKHO € J]a HACTBIIAT HAKOU CTOMAITHO-YPEBHU
mpo0iieMu (HaIp. 3areK, 3amyliBaHe WK napajin3a Ha dyepBara). Undopmupaiite Barmms nekap,
aKo TIOJTyYHTE 3aleK, 0COOCHO aKO CTE MPEaPA3NOI0KEHNA KbM TO3H MPOOIIEM.
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o [Ipenu na npueMeTe TOBA JIEKAPCTBO TPSIOBA Jla KakeTe Ha Bamus nekap, ako cte cTpajaiu ot
ANKOXOJIN3HM WJIM HSKAKBa JIEKapCTBEHA 31I0yIOTpeda miu 3aBucuMocT. He npuemaiite noseue
JIEKapCTBO OT MPEAMUCAHOTO.

o Cpo01mieHn ca cirydand Ha KOHBYJICHH 110 BpeMe Ha IPUEM Ha TOBA JIEKAPCTBO I CKOPO CIIe]
MpeKpaTsBaHe Ha MPHeMa Ha TOBa JIEKAPCTBO. AKO IMOIy4YHTe KOHBYJICHS, ChOOIIEeTe He3a0aBHO
Ha Bammus nekap.

. Cpo01IeHH ca caydan Ha HapyIIeHHEe Ha MO3bUHATa QYHKITHSA (SHIIehaIomaThs) MpH HIKOU
MAIMEHTH, TIPUEMAIIIH TOBA JIEKAPCTBO U CTPAJIAIIM U OT JAPYTH 3a00sIBaHus. YBeIoMeTe
Bamuis nekap, ako mMaTe aHaMHE3a 32 HAKAKBH CEPUO3HU 3a00JIIBaHUSI, BKIFOUUTEITHO
YepHOIPOOHO Wi OBOpedTHO 3ab0IsIBaHE.

Jlena v roHOIIM

besomacHocTTa M ehrkacHOCTTa IpH JeTia 1 I0HOIIHN (Ha Bh3pacT mojl 18 roanHn) He ca yCTaHOBEHU U
nopaJii ToBa nperabaivH He TpsAOBa Ja ce U3I0JI3Ba B Ta3U Bh3PACTOBA IPyIIa.

Jpyru aexapcra u Iperagammu Accord

HNudopmupaiite Bamms tekap uimu dapMmarieBT, ako IpueMare, HaCKopo ce MpHUeMaH HiTH €
BB3MOXKHO J1a IPUEMETE IPYTH JIEKapCTBA.

IMperabanuu ACCOrd u HIKOH APYTHU JICKAPCTBA MOTAT Ja CH BIUSISIT STHO HA IPYrO
(B3aumozeiictBue). Korato ce nmpuema ¢ onpenesieHu Ipyru Jekapcrsa, [Iperadbanmun Accord moxe ia
3aCHIIH HEXKEJIAHUTE PEaKIIUKM HAOI0IaBaHu [IPH TE3H JICKAPCTBA, BKIFOUUTEITHO UXATEITHA
HEJIOCTATHYHOCT U KoMa. CTerneHTa Ha BUCHE Ha CBAT, ChHIUBOCT M HAMaJICHA KOHIICHTPAIUS MOTaT
Ja HapacHart, ako [Iperabamuu Accord ce B3eMa 3aeHO C JICKapCTBa, ChIbPIKAIIIH:

OKCHKOAOH — (M3MOJI3BaH KaTO CPEACTBO MPOTHB OOIKH)

Jlopazenam — (M3M013BaH 3a JICUCHUE Ha TPEBOKHOCT)

AnKoxol

ToBa siekapcTBO MOKeE J1a Ob/Ie IpUEMaHa C IEPOPAIHU KOHTPALICTITUBH.

Iperadaaun Accord ¢ XxpaHa, HAMMTKA U AJTKOXOJI

ToBa nexapcTBo MOXe 1a Ob/ie MpUEMaHO ChC WK 03 XpaHa.

[IpenopbuBa ce 1a He ce Mue aaKoXoJ, JOKATO [IpUeMaTe TOBa JIEKapCTBO.

BpeMeHHOCT 1 KbpMeHe

ToBa nexapcTBo He TpsiOBa qa OBbAE B3eMaHa Mo BpeMe Ha OpeMEHHOCT HIIH KbPMEHE, OCBEH aKo
BammsT nexap ve Bu e xazan apyro. XKenu ¢ geTepojieH MOTeHIIMaN € He0OXO0AMMO /1a U3ITOJI3BAT
e(uKacHM IPOTHBO3aYaThYHU CPEACTBA. AKO cTe OpeMEeHHa WM KbPMHTE, CMATATE, Y€ MOXKE 1a CTe
OpeMeHHa WiTH TTaHupaTe OpPeMEeHHOCT, TOChBETBalTe ce ¢ Bammst nexap uinu GpapMareBT npean
ynoTpebaTa Ha TOBa JIEKapCTBO.

Mlo¢gupane u padoTa ¢ MAalIUHU

ToBa slekapcTBO MOJKE J1a MPeIN3BUKa 3aMastHOCT, CHHJIMBOCT M HaMaJleHa KoHueHTpauus. He TpsoBa
na modupare, 1a paboTUTE CHC CI0KHU MALIMHU WM a C€ BKIIOYBATE B APYT'H MOTEHIIUATIHO

PHCKOBH JIeHIHOCTH, IOKAaTO HE paz0epeTe Aaji TOBA JIEKapCTBO HE 3acsra Bamara cioco6HOCT na
U3BBPIIBATE TE3U JCHHOCTH.
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3. Kak na npuemare Iperaéanuu Accord

Bunaru npuemaiite ToBa JIeKapCTBO TOYHO KakTo By e ka3an BammsaT mekap. AKO HE CTE CUTYPHH B
HEIo, MoNuTaiTe Bamms mekap nimu dhapmaresnT.

Bamusar nekap 1ie onpeenu Kakpa j103a € mojaxojsiia 3a Bac.
ToBa nexapcTBoO e MpegHa3HaueHO camMo 3a EPOPATHO MPUIIOKEHHE.

Enunencust nau reHepajdu3supaHo TPEBOKHO pa3CTp0ﬁCTBO:

. BzemaiiTe TokoBa Karcyiau, KoakoTo Bu e HazHauun Bamust siexap.

. Jo3ara, moxxomsma 3a Bac u Bamero cheTossare, 06nyaiino me 0bae Mexay 150 mg u 600 mg
BCEKH JIEH.

o BammusT nekap me Bu kaxe 1a B3eMaTe TOBa JIGKAPCTBO WIIH JBA ITbTH MK TPU ITBTH JTHEBHO.

[Tpu nByKpaTeH npreM B3eMalTe TOBa JIEKAPCTBO BCEKU JICH CYTPHH U Beuep MPUOIU3UTEITHO
IO €JTHO U ChIIo BpeMe. [Ipu TprKpaTeH npueM B3eMalTe TOBa JIEKAPCTBO BCEKH JICH CYTPHH,
cieno0en v Beuep MpHUOIN3UTETHO IO €THO M CHIIO BPEME.

AKO UMaTe ycelaHeTo, 4ye eeKThT Ha TOBA JIEKAPCTBO € MPEKAaJICHO CUIICH HITH MTpeKaJieHo ciao,
roBopeTte ¢ Bamus nexap i gapmarnesT.

AKO cTe IManueHT B cTapuecka Bb3pacT (Hax 65 ToanHN) TpsOBa /1a B3eMaTe TOBa JEKapCTBO 110
oOWYaliHNs HAYMH OCBEH, aKO UMate MpodjiemMu ¢ Os0penuTe.

Bammwmst nexap Moxe na Bu npenuine pasnudHa cxeMa Ha J03UpaHe H/WIH 7032, aKO UMaTe
poOemMu ¢ Ob0OperuTe.

[ormpuiaiiTe KancyJsnara 1sia ¢ BoJa.
IIpoabipkaBaiiTe 1a B3eMaTe TOBa JIEKapCTBO, J0KaTo Bammust gexkap He Bu kaxe ga copere.
AKO cTe mpHeJn moBeve oT HeoOxoaumaTa g03a Iperadamun Accord

Heza6asHo ce ob6anere Ha Bamms nekap wim oTHACTE 10 HA-OM3KOTO OOJTHHYHO CIICIITHO
otnenenne. Bzemere KyTuiikara mim OyTHIIKaTa OT TOBa JiekapcTBo ¢ Bac. Moxe na ce modyBcTBaTe
CHHJIMBH, OObPKaHH, IPEBH30yIEHHN WK HECIIOKOWHH B PE3yJNTaT OT IIpUEMa Ha [I0BEYE OT
Heo0Xxoaumara J103a OT TOBa JIEKapCTBO.

Axo cTe npomycHa/u 1a npuemere IIperadamun Accord

BaxxHo e 1a B3emaTe BalleTo JEKapCTBO PEAOBHO IO €IHO U ChILO BPpeMe BCEKH JeH. AKO 3a0paBuTe
Jla B3eMeTe €lHa 7033, B3eMETE sl BeHara II0M CH CIIOMHHUTE, OCBEH aKO HE € JIOILIO BpeMe 3a
Bamara cnexBama m103a. B 1031 cirydaii mpocTo IpOoABIDKETE ChC CIe/IBaIaTa 103a Mo O0nIaiHus
HauuH. He B3eMaliTe ABOIHA 1032, 3a Ja KOMIIEHCUpATE MPOIyCHATaTa J403a.

Axo cte cripesin mpuema Ha IIpera6amun Accord

He cnupaiiTe na B3eMate TOBa JIEKApCTBO, OCBEH ako BamusaT nekap He Bu e ka3an na HanpaBuTe
ToBa. CMpaHeTo Ha JICUEHUETO TPsOBa Jja CTaHE IIOCTENIEHHO B IPOABDKEHHE Ha ITOHE €/1HA CEMMLA

Bue Tpsi0Ba na 3HaeTe, 4e cieq cimpaHe Ha ABITOCPOYHO HITH KPAaTKOCPOYHO Jiedenne ¢ [Iperabanmn
Accord Moxe j1a H3MUTaTe ONpPEe/IeICHN HeXEIaHu peakiuu. Te BKIIUYBAT MPoOJIeMU ChC ChHS,
rJ1aBo0OJIHe, Ta/leHe, TPEBOKHOCT, TUAPHS, TPUTIOTIOA00HN CHUMIITOMHU, KOHBYJICHH, HEPBHOCT,
nenpecusi, 00JKa, TOTEHE U BHEHE Ha CBAT. €31 CHMIITOMH MOTAT Jia C€ MPOSIBAT IMO-4ECTO HITH
TEXKO, aKO CT€ MPHEeMaJi TOBa JIEKAPCTBO 3a MO-NPOABIKUTENIEH MEPUO OT BpEME.
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AKO UMaTe HIKAKBU JIOITBIIHUTEIHN BBIPOCH, CBEP3aHHU C YIIOTpedaTa Ha TOBa JICKapCTBO, MONMHUTANTe
Bamms nekap, nim gapmaresT.
4, Bb3MOKHM HeKeJIaHU peakIuu

Kakrto Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAU3BHUKA HEXKCIIAHU PEAKI[UN, BBIIPEKHU Y€ HE
BCCKM I' IIOJIy4aBa.

MHoro yectu (Morart aa 3acernar noseue ot 1 Ha 10 xyum):
o 3aMasHOCT, CHHJIMBOCT, TJ1aBO00JIHE

Yectu (Morat na 3acerHar a0 1 Ha 10 xymm):

° IloBumieH aneTut

° [IpunoBaMTHATO HACTPOCHHUE, OOBPKAHOCT, JC30PUCHTAIIHS, HAMAJIEH CEKCYyaleH HHTEPEC,
pa3Ipa3sHUTEITHOCT

. Hapyirenns Ha BHUMaHHETO, HETIOXBATHOCT, HAPYIIICHNS Ha TTaMeTTa, 3ary0a Ha mamer,

TperepeHe, 3aTpyJHeHHs [IPH TOBOPEHEe, MpaByYKaHe, U3TPBhIIBaHE, CEUpPaHe, JIeTaprHs,
0e3chbHHE, yMOpa, HEOOMJaitHO ycelane

o 3aMBIIIeHO 3pEeHNE, IBOITHO BIDKIaHE

. CBETOBBPTEXK, MPOOIEMHU C PABHOBECHETO, TIafaHe

CyxoTa B ycrara, 3amek, moBpbliade, o0pa3yBaHe Ha ra3oBe, Tuapus, TaJeHe, MoayBaHe Ha

Kopema

3aTpyaHeHa epeKIus

IToxyBaHe Ha TSIIOTO, BKJIFOUUTEIHO KPAUHUIIUTE

OnusiHeHne, HApYIIEHUS B TOXOAKATa

HatpynBaHe Ha TeIeCHO TETJIO0

MycKyaHH KpaMiii, 00JIKa B CTaBUTE, OOJIKU B Ir'bp0a, O0JIKM B KpaHHHUIIUTE

Bn3naneno repio

Heuectn (Morat aa 3acernat a0 1 Ha 100 qyuin):

. 3ary0a Ha amneTHT, 3aryda Ha TerJio, HUCKa KphbBHA 3axap, BUCOKa KPhBHA 3axap.

. IIpomsHa Ha BB3MPHUATHETO 3a caMmusl cebe cr, O€3MOKOICTBO, AenpecHs, Bb30yaa, IPOMEHH! B
HACTPOEHHUETO, 3aTPyTHEHUE PH HAMUPAHETO Ha lyMH, XaIIOI[IHAIIUH, TIATOJIOTHYHY CHHHUIIA,
MIPUCTHIIN HA TIAHWKA, allaTHsl, arpecus, IPUIIOBIUTHATO HACTPOCHUE, YMCTBEHO HApYIIICHHUE,
3aTPyJHEHO MHCJICHE, OBUIIICH CEKCYaIeH HHTEPEC, TPOOJIEMH ChC CEeKCyamHaTa QyHKIIHS,
BKITFOUHTEITHO HEBH3MOXKHOCT 32 JIOCTUTAHE Ha Opra3bM, 3a0aBeHa esKyJIalusl.

. [IpomeHu B 3peHHETO, HEOOMYAWHO JBIKEHHUE HA OUUTE, IPOMEHH B 3PCHUETO, BKITFOUUTEITHO
TYHEJTHO 3pEHHE, MPOOIISICHIN OT CBETJINHA, KOHBYJICUBHH JIBIDKEHHS, TIOTHCHATH pedIIeKCH,
MTOBHIIICHA AKTHBHOCT, BUECHE Ha CBSIT NPU CTaBaHE, IIOBUIIIEHA KOXKHA YYBCTBUTEITHOCT, 3aryoa
HAa BKYC, MapeHe, TperepeHe MpH ABKEHHE, IIOTHCHATO Ch3HAHKE, 3ary0a Ha Ch3HAHUE,
MIPUIIAIBK, TIOBUILIEHA YYBCTBHTEIHOCT KbM IIYM, OOIIIO HEPA3IOJIOKEHHE

. Cyxora B ounTe, IOIyBaHEe HA OYNTE, OOIKH B 0OUUTE, CIIA0OCT B OUNTE, HACHI3SIBAHE, Ipa3HEHE
Ha OYUTe
. Hapymienus Ha chpAeUHUS PUTHM, YCKOPEHA ChpACYHA YeCTOTa, HUCKO KPHBHO HAJIATAHE,

BHCOKO KPBBHO HaJIsiTaHE, IPOMEHHU B ChPACUHUS PUTHM, ChPJIEYHA HEAOCTATHYHOCT
3adepBsBaHe, TOPEIIN BHIHU

3arpyaHeHo AMIaHe, CyX HOC, 3aIylIBaHe Ha Hoca

[MoBumieHO cirOHOOOpa3yBaHe, MapeHe B ChpJeuHaTa 00JIaCT, U3TPHIIBAHE HA YCTHHUTE
UsnotsBane, 00puB, CTy/ICHH TPBHIIKH, IOBUIIIEHA TEMIIEpaTypa
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MycKyIHE TOTpENBaHMs, TOIyBaHe HA CTABUTE, MYCKYJIHAa CKOBAHOCT, O0JIKa, BKIIIOUUTEITHO
MyCKyJTHa 00JiKa, OOJIKH BHB BpaTa.

bonku B repaata

3aTtpyaHeHO win 00JIe3HEeHO YpUHHUpaHe, He3a bpKaHe Ha yprUHaTa

Cnabocr, xaxma, CTAraHe B TPBIHUS KO

[IpomeHu B pe3yaTaTiTe OT KPhBHU U YEPHOAPOOHH M3CIeIBaHUS (TTOBUIICHA KPEATHHUH
(dochoknHaza, MOBUIIIEHA aJJaHWH aMUHOTpaHc(epasa, MOBUIIICHA acriapTaT aMUHOTpaHcdepasa,
HaMaJieH Opoil Ha TpOMOOIITHTE, HEYTPOIICHNS, TIOBUIIIABAHE HA KPeaTHHWHA B KPHBTA,
MMOHM)KaBaHE HA CTOMHOCTUTE Ha Kalldil B KPHBTA).

CBpBX4yBCTBUTENHOCT, TIOlyBaHE Ha JIUIETO, CbPOEK, YPTUKApHS, XpeMa, KbPBEHE OT HOCA,
KallUINIa, XbpPKaHe.

Bbonesnena meHcTpyarusi.

CryneHu Ij1aHu U CThITaja

Peaku (Morat aa 3acernat a0 1 Ha 1000 aymm):

[IpomeHeHO 000OHSHME, HECTAOMITHO 3pEHUE, IPOMEHEHO BB3MPHUATHE 3a JHJI00UNHA, 3pUTCITHA

SIPKOCT, 3ary0a Ha 3peHueE.

Pasmmpenn 3eHu1N, KPUBOTIIEACTBO

CryneHa moT, cTArane B I'bPJIOTO, TIOJyBaHEe Ha €3HKa.

Bnb3nanenue Ha naHkpeaca

3aTpyaHEHO MpETIbINaHe

3a0aBeHO WM OTPAaHUYEHO JIBHKEHHE Ha TSIIOTO

3aTpyaHEHHE MIPU TUCAHE

[ToBuIIIEHO KOJMYECTBO TEYHOCT B KOpeMa

Teunoct B 6enute ApoOOBE

I'spuoBe

IIpomenu B 3amuca Ha eekTpraeckaTa akTuBHOCT Ha chprieTo (EKI), choTBeTcTBamy Ha
CMYIIEHHS B ChPACYHHUS PUTHM

MycCKynHO yBpeKaaHe

Cexperust OT TbpIUTE, HEOOWIAHO YBEIMYCHNE HA THPUTE, YBEINIABAHE HA THPAUTE TTPH
MBKE

IIpexbcBaHe HA MEHCTPYQTHHS IIUKBIT

bbrOpeuHa HeOCTaTHUHOCT, HAMAJICHO KOJIMYECTBO HA YPHHATA, 3a/IphKKa HA YpHHA.
ITonmxaBane Ha Opost Ha OennuTe KPHBHU KIETKU

HeanexBaTHo noBeieHNE

AneprudHu peakiuu (KOUTO MOTAT Jia BKIIOYBAT 3aTPYAHCHO JUIIAHE, BH3MAIICHUE HA OUNUTE
(kepatnT) U cepro3Ha KOXKHA PEaKIHs, KOsATO Ce XapaKTepu3upa ¢ 00OpuB, MEXYpH, JIIOIIEHE Ha
KOKaTa u 00JIKa).

AKO0 HMaTe 0TOK Ha JIMIETO WJIM €3UKa, WJIM aKo Ko:xkaTta Bu ce 3a4YCpPBHU M 3alMOYHAT Aa Ce
MmosABABAT MEXYPH UJIH JTIOLICHE, TpflﬁBa He320aBHO Aa MOTBPCUTE KOHCYJITAalusd € JeKap.

OrmpeneneHn HeXeTaHu PEeaKIiy, KaTo ChHIMBOCT, MOTAT Jia Ob/IaT MO-YECTH, Thil KaTO TMAITUEHTH C
rpbOHAYHOMO3bYHA TPaBMa MOTaT JIa MpUeMaT U APYTH JEKapCTBa 3a JICUCHHE, HAIPUMEDP Ha OokaTa
YT MYCKYJTHHS CIIa3bM, KOUTO MMAaT IMOJ00HU Ha IIperadaiid HeXKeJIaH!H PEaKIIny U TEXKECTTa Ha
TE3W peaKIiy MOXeE Ja HapacHe, KOTraTo JIEKapcTBaTa ce MprueMaTt eJHOBPEMEHHO.

CphodaBaHe Ha He)KeJIAHU Peakuuu

AKO TIONTy4HTe HIKaKBU HEXEJIaH!U JIEKApCTBEHH peakilny, yBegomeTe Bamus ekap mim ¢apManesT.
ToBa BKIIOUBa BCHYKH Bb3MOXHH, HEOTIMCAHU B Ta3M JHCTOBKA, HEXKEIAHH peakuu. MokeTe ChIIo
Jla ChOOIIUTE HEXKETaH! PEaKIiy JUPEKTHO Upe3 HAIMOHAIHATA CUCTEMA 32 ChOOIaBaHe, TIOCOYCHA B
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[Ipunoxkenne V. Karo crobmaBaTe He)XeNaHN peakIny, MOXETE J1a 1aJleTe CBOSI IPUHOC 32
MoJTyyaBaHe Ha MoBeue MHPOpPMAIIHs OTHOCHO 0e301MacHOCTTa Ha TOBA JIEKAPCTRBO.

5. Kak n1a coxpansBare Iperaéanun Accord

Ja ce cpxpaHsiBa Ha MSCTO, HEIOCTHITHO 3a JETla.

He u3non3BaiiTe ToBa JIEKapCTBO Clie]l CPOKA HA TOJTHOCT, OTOEINA3aH BEPXY KAPTOHEHATA OIMaKOBKa
wim Oytrikara. CpoKbT Ha TOAHOCT OTrOBaps Ha MOCTESIHUS JIEH OT TIOCOYCHHUS Mecell.

To3u JICKApCTBCH MPOAYKT HE U3UCKBaA CIICHHUAJIHU YCJIOBHUS 3a CbXPAaHCHUEC.

byrunkara or HDPE tpsioBa na ce nznomnssa B pamkute Ha 30 xan (3a 30 xancymm) u 100 gau (32 200
KariCyJiu) clieJl TbPBOTO OTBapSIHE.

He uzxBbprstiite nexkapcTBaTa B KaHAIM3ANKATA FITH B KOHTEHHEpPA 3a JOMAITHHA OTIIA IbIIH.
ITormuratiTe Bamms dhapmarieBT Kak ga H3XBBPIIATE JICKapCTBaTa, KOMTO Bede He M3moi3BaTe. Te3un
MEpKH IIle CIIOMOTHAT 32 ONa3BaHe Ha OKOJIHATA Cpeaa.

6. Chabp:kaHue HA ONAKOBKATA U IONMbJHUTEIHA HHpOPMALHA

Kakso chabp:ka Iperagamun Accord

- AKTUBHOTO BEIECTBO € mperabanuH. Beska TBbpaa kamncyna ceappika 25 mg, 50 mg, 75 mg,
100 mg, 150 mg, 200 mg, 225 mg, 300 mg nperadanuH.

- Jlpyrure ChCTaBKH ca: HUIIECTE NpexKeTaTHHI3upaHo, Tank (E553h), xkenaTuH, THTAHOB JHOKCUIT
(E171), HatpueB naypmicyndaT, 4epHO MacTHIIO (KOETO ChIAbpIKA MIENIIaK, TPOTHICHTINKOI,
eneseH okcup uepeH (E172) u kanmeB XuApOKCH).

- Kamncynwure ot 75 mg, 100 mg, 200 mg, 225 mg u 300 mg chaBPKAT CHIIO U KEJIC3CH OKCH]T
uyepBeH (E172).

Kak m3raexnaa [IperaGamma ACCOrd m KakBo ChIbP:Ka ONAKOBKATA
11V, ki
9
Bbenu nenpospaunu/benn HenpospauHu, pazMep “4” TBEPAN KETaTHHOBU
25 mg Kancynu Karncynu ¢ Haanuc ‘PG’ Bepxy kanmaueTo u “25” BppxXy Tsu10TO. Besika
Karicyna € ¢ NpuOau3uTenHa apkuHa 14,4 mm.
Benu Henpospaunu/benu Henpospaunu, pasmep “3” TBBPAU KETATUHOBU
posp po3p Y p p
50 mg xancynu Karncynu ¢ Haanuc ‘PG’ Bepxy kanaueto u “50” BepxXy Tsu10TO. Besika
Karicyna e ¢ npubau3uTenHa apokuHa 15,8 mm.
Yepsenu Henpospaunu/benu Henpospaunu, pazmep “4” TBbpAH
75 mg xancynu JKEJIATHHOBH Karicyiu ¢ Haanuc ‘PG’ Bppxy kanmaueTo u “75” BpXy
Ts10TO. Besika kancyna e ¢ npubausutenHa apiokuHa 14,4 mm.
Yepsenu Henpospaunu/YepseHu Henpo3payuu, pasmep ‘3" TBbpIu
9
100 mg kancymnu JKEJATHHOBH Karcyinu ¢ Haanuc ‘PG’ Bppxy kanaueto u “100” BbpXy
Tsm0TO. Besika kancyna e ¢ npubausurenHa appkuHa 15,8 mm.
Benu Henpospaunu/benu Henpospaunu, pasMmep “2” TBBPAU KETATUHOBU
posp po3p > P p p
150 mg kancymnu karncynu ¢ Haanuc ‘PG’ Bepxy kanaueto u “150” BbpXy Tsu10TO. Besika
Karcyna € ¢ npubau3uTenHa apkuHa 17,8 mm.
1
9
OpamxeBu Henposzpaunn/OpaHkeBH Henpo3padHu, pasmep “1” TBepan

200 mg kamncymnu JKEJATHHOBH Karcyinu ¢ Haamuc ‘PG’ Bppxy kanaueto u “200” BbpXy
Tsm0TO. Besika kancyna e ¢ npubausurenna apwkuHa 19,3 mm.
225 mg kancynu Opamxesu Henpospaunn/benun Henpo3paunu, pazmep “1” TBBpAK
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JKEJIATHHOBH Karcyinu ¢ Haanuc ‘PG’ Bppxy kanmaueTo u “225” BbpXy
Ts10TO. Besika kancyna e ¢ npubausutensa apipkuHa 19,3 mm.
Yepsenu nenpospaunu/benn nenpospaunu, pasmep “0” TBbpaH
300 mg kamncymnu JKeJATHHOBH Karcyinu ¢ Haanuc ‘PG’ Bppxy kanmaueto u “300” BbpXy
Ts10TO. Besika kancyna e ¢ npubau3uTenHa apokuHa 21,4 mm.

Iperabammu Accord 25/50/75/100/150/200/225/300 mg TBBpau KaICyiM ce Impeiarat B OJuCTepr OT
PVC/Anmymunmnii B ormakoBkH, chabpxantu 14, 21, 56, 60, 84, 90, 100 wim 112 TBBpaN Kamicyiu.
OcgeH IIperabamua Accord 75 mg TBBpAM KamcCyiu ce npeiarat u B oymcrep ot PVC / anymunuesH,
B OIAKOBKH 110 70 TBBPJIU KaICyIu.

Iperabamuu Accord 25/50/75/100/150/200/225/300 mg tbpau Kamncynu ce mpearar 8 100 x
1 tBspam kancynu B PVC/anymuaneBn nepdopupanu €IHOI030BU OJIHCTEPH.

Iperabammu Accord 25/50/75/100/150/200/225/300 mg TBBbpAM KaIlCyiH ce Ipeyiarar u B OyTHIKa
ot HDPE, csapprxama 30 wmu 200 TBBpAH KarCyIH.

He Bcuuky BHIOBE OMakOBKM MOTaT J1a ObJaT IyCHATH B IPOIaxo0a.
IIpuTexaTes Ha pa3pelIeHHETO 3a ynoTpeda

Accord Healthcare Limited
Sage House, 319 Pinner Road,
North Harrow,

Middlesex, HA1 4HF
O0eaMHEHOTO KPAJICTBO

IIpousBoaure

Accord Healthcare Limited
Sage house, 319 Pinner Road,
North Harrow,

Middlesex HA1 4HF,
O06ennHEeHOTO KPaJICTBO

Wessling Hungary Kft
Foti ut 56., Budapest 1047,

YHrapus

]j[aTa Ha MOCJICTHO NMpepasriieikiane Ha JUCTOBKaTa

JApyru u3ro4yHUIHM HA HH(POpPMALUHA

[TonpoOHa uHpoOpMalKs 3a TOBa JIEKAapPCTBO € MPEJI0CTaBeHa Ha yeOcaiita Ha EBporietickata areHIus
1o JiekapcTBata http://www.ema.europa.eu.
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