MNPHUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1. HUME HA JIEKAPCTBEHUSA ITPOAYKT

[Ipamunexcon Teva 0,088 mg TabneTku
[Ipamunexcon Teva 0,18 mg Tabnerku
IIpamumiekcon Teva 0,35 mg TabneTkn
IIpamumiekcon Teva 0,7 mg TabmeTkn

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Ipamumexcon Teva 0,088 mg TabneTku
Bcsika Tabnerka cpabpika 0,125 mg mpaMuUIEeKcoI0B TUXUAPOXIOPUI MOHOXHApAT (pramipexole
dihydrochloride monochidrate), ekBuBasnenten Ha 0,088 mg mpaMUIEKCOI.

pamumnekcon Teva 0,18 mg Ta0neTku
Bcesika Tabnerka chabpika 0,25 mg npaMUIIEKCOI0B JUXUAPOXIOPHIL MOHOXUAPAT (pramipexole
dihydrochloride monohydrate), ekBuBanenen Ha 0,18 mg mpaMuUIIEKCOT.

[pamumnekcon Teva 0,35 mg Ta0neTku
Bcesika Tabnerka chabpika 0,5 mg mpaMUTICKCOIIOB TUXHIPOXIOPUA MOHOXHIpAT (pramipexole
dihydrochloride monohydrate), ekBuBasienteH Ha 0,35 mg mpaMHUIIEKCOI.

Ipamumnexcon Teva 0,7 mg TabieTku
Bcesika Tabnerka chabpika 1 mg mpaMHUIIEKCOIOB TUXUAPOXIOPHI MOHOXHAPAT (pramipexole
dihydrochloride monohydrate), ekBuBanente Ha 0,7 mg IpaMHUIIEKCOJL.

Buumanue:

Jlo3uTe mpaMUTIeKCOI MyOJUKYBaHHU B JIUTEPATypaTa ce OTHACAT 3a HEroBaTa CoJl.

[Mopanu ToBa no3uTe 1e OBAT U3PA3SIBAHU TTO-J0TY KaTO MPAMHUIIEKCON 0a3a U KaTo MPaMUTIEKCOI MO
(dhopmara Ha coj1 (B CKOOH).

3a IIBJIHUSA COUCHK Ha IIOMOIIHHUTC BEUICCTBA BHXKTC TOUYKaA 6.1.

3. JEKAPCTBEHA ®OPMA
Tabnerka
IIpamunekcon Teva 0,088 mg TabneTku

bsina, kpbria, miocka TabjaeTka ¢hC CKOCEHU phOOBE, 5,55 mm B qUaMeThp, ¢ U3MBKHAIO pesiehHO
o3HaueHue “93” ot egnara ctpana u “P1” ot npyrara.

pamumnekcon Teva 0,18 mg TabneTku

bsina, Kpbria, MI0cKa ¢bC CKOCECHH phOOBe TabseTka, 7,00 mm B qUaMeThp, ¢ U3MBbKHAIO pesiehHO
osHadyeHue “P2” Han “P2” oT cTpanara ¢ aenuTenHa depTa u “93” ot apyrara. TabneTkara Moxe 1a 6b1ae
paszeneHa Ha JBe paBHU ITOJIOBUHH.

[pamumnekcon Teva 0,35 mg Ta0neTku

Benu 1o moutu Genu, OBaNHU, TBOMHHO U3MIBKHAIM TAOJIETKU ¢ U3ITBKHANO peieHO 03HaueHHUe 9,
BEepTHUKAJIHA JACIIUTETHA YepTa U 3 OT CTpaHarta ¢ AenuTtenHaTa yepta u 8023 ot apyrara crpaHa.
TabeTkaTa MOXe 1a ObJIe pa3ecHa Ha IBE PaBHU TIOJOBUHM.

[pamunekcon Teva 0,7 mg TabneTKH

Bsina, kpbruia, m1ocka cbC CKOCEHU pb0OBe TabneTka, 8,82 mm B 1uaMeThp, C U3MTBKHAJIO penedHo
o3Hauyenue ‘8024” nag “8024” ot cTpaHara c AenuTeNHa yepta u “93” ot apyrara. TaOneTkaTa Moxe Ja
ObIe pa3zesneHa Ha JIB€ paBHU IIOJIOBUHH.




4, KJIMHUYHU JAHHU

4.1 TepaneBTUYHM MOKA3AHMSA

[Ipamumnekcon Teva e moka3aH mpu BE3PaCTHH 3a JICUCHHUE HA TIPU3HAI ¥ CHMIITOMH Ha UIUOMATHIHA
6osect Ha Parkinson camocrositenHo (0e3 JieBo10Ma) Wik B KOMOMHAIIMS ¢ JIEBOZOIA, T.€. B X0/Ia Ha
3a00JIIBAaHETO TIPe3 KbCHUTE CTAUM, KOraTo e(peKThT Ha JICBOJI0TA HAMAaJIsSIBa WA CTaBa HEMIOCTOSHEH U
ce HaOmroaBatT UIYKTyaluy B TEpaneBTUUHUS eQekT ((DIyKTyaluu Mpyu U3YepIriBaHe Ha J103aTa WiH “‘on

off” bmykTyanun).

[Ipamunexcon Teva e mokasaH Ipy Bb3PAaCTHU 32 CHMITOMATUYHO JICUYCHHE Ha YMEPEH 10 TEXBK
UJIMONIATUYECH CHHAPOM Ha HECIIOKOMHHUTE Kpaka B 1031 a0 0,54 mg 6a3a (0,75 mg couxn) (Bxk. Touka 4.2).

4.2  Jlo3uUpoOBKa U HAYMH HA NPUJIOKEHHE
Jo3upoBka

Bousect Ha Parkinson
JlHeBHATa 71032 ce pasnpe/elis MOPaBHO HAa TPH OTACTHU MPUEMA.

Hauanno neuenue

Jo3zute TpsiOBa J1a ce MOBUILIABAT MOCTETIEHHO KaTo ce 3ano4ne ¢ 0,264 mg 6a3a (0,375 mg con) nHEBHO,
CJIe]] KOETO ce yBeIU4YaBa Ha BCEKU 5-7 THU. AKO NPHU MaLMEHTa HE CE yCTAaHOBSAT HEOHOCUMHU
HE)KEJIaHUTE JIEKapCTBEHU PEaKLUy, 103aTa TpAOBa Jja c€ TUTPUPA 10 [IOCTUTaHE HAa MaKCUMaJICH
TepaneBTUICH eEKT.

Cxema Ha no3upane Ha [Ipamunekcon Teva upe3 moBUIIaBaHe HA TO3UTE

Cenmmuriia Joza O6mia queBHa no3a | Jlosa OO1a gHeBHA 103a
(mg 6a3za) (mg 6a3a) (mg com) (mg cour)

1 3 % 0,088 0,264 3x0,125 0,375

2 3x0,18 0,54 3x0,25 0,75

3 3x0,35 11 3x05 1,50

AKo ce Hajlara mo-HaTaTHIIHO YBEJIMYCHHE HA J103aTa, THEBHATA 103a CJie/iBa Ja ce nosumasa ¢ 0,54 mg
6aza (0,75 mg cou) Ha ceqMuLIa 10 JOCTUTaHEe HA MaKCMMajHaTa JHEBHA j03a 3,3 mg 6a3a (4,5 mg com).
Bce nak TpsioBa na ce otOenexu, 4e ciiydyanTe Ha CHbHIMBOCT CE YBEJIMYaBaT NP J03H MO-BUCOKU OT

1,1 mg (1,5 mg com) mueBHO (BX. TouKa 4.8).

LHloodvporcauo neuenue

MunuBuIyaHaTa 1032 IPAaMHATICKCOIT TpsioBa na Ob1e B pamkute Ha 0,264 mg 6a3a (0,375 mg comn) mo
MakcuMaTHa 1103a ot 3,3 mg 6a3a (4,5 mg coxn) mueBHO. [1o BpeMe Ha OCHOBHU TIPOYYBAHUS C
MOBUINIABAHE HA J]03aTa, HAYAJIOTO Ha MPOsiBa HA ePUKACHOCTTA € HaOJIr0aBaHo MPH THEBHA 1o3a 1,1 mg
6a3a (1,5 mg comn). [lo-HaTaThK m03aTa TPsOBA 1a Ce aAaNTHPa B 3aBICHUMOCT OT KIIMHAYHUS OTTOBOP U
YecToTaTa Ha HeXeJIaHUTe peaklui. B KIMHUYHU U3MUTBAHUS OKOJIO 5 % OT NMalMeHTUTE ca JISKyBaHU C
no3u nof 1,1 mg 6a3a (1,5 mg con). Ilpu Hanpeanana 6onect Ha Parkinson, 1031 Ha mpaMuIIEKCO MO-
BHCOKH OT 1,1 mg 6a3a (1,5 mg coir) THEBHO MOXKeE Jla ca TIOXOASIIH 3a OOJIHU, TPU KOUTO IIie ObIe
HamalsBaHa Jio3aTa Ha jeBojomna. [IpenopbuBa ce g03aTa Ha JIEBOJONA Ja ce MOHMKaBa 10 BpeMe Ha
MOBMILIABAHE HA JI03aTa U 110 BpeMe Ha MOAIbPXKaIIoTo JiedeHue ¢ [Ipamunekcon Teva, B 3aBUCUMOCT OT
peaxIMuTe Ha OT/ICITHUTE MalueHTH (BX. Touka 4.5).

[Ipexpamssane Ha neueHueno

BrezanHOTO mpekpaTsaBaHe Ha JOMAMUHEPTHYHATA TEPAIs MOXKeE J1a JIOBEC 10 Pa3BUTHE HA
HEBPOJICNITUYCH MAIMTHEH CUHAPOM WJIM CHHAPOM Ha OTHEMaHE Ha JIOMAMHHOB aroHucT. [Ipamunexcon
TpsiOBa Aa ce HamamsiBa mocteneHHo ¢ 0,54 mg 6a3a (0,75 mg con) THEBHO, TOKATO JHEBHATA /1032 CE
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penyuupa g0 0,54 mg 6a3a (0,75 mg com). Ciexn ToBa mo3ara ce HamaisiBa ¢ o 0,264 mg 6a3a (0,375 mg
cour) Ha JeH (BXK. Touka 4.4). CHHAPOM Ha OTHEMaHE Ha JIOMIAaMHUHOB arOHHUCT MOYKE Ja C€ TTOSBU U 110
BpeMe Ha TIOCTEIICHHOTO HaMallsiBaHE Ha J103aTa U MOXKeE Jla € He0OXO0MMO BPEMEHHO yBEIIMYaBaHEe Ha
J103ata, Mpey MOCTENIEHHOTO HaMaJIsIBaHe Jla ce Bb30OHOBH (BXK. Touka 4.4).

Bbvopeuno yepeorcoane
EnuMuHMpaHeTo Ha MpaMUTICKCOJT 3aBUCH OT ObOpedHaTa PyHKIHA. 32 HA4ajI0 Ha JICYSHUETO Ce
IpernopbrYBa CaeIHaTa CXeMa Ha JI03UpaHe:

[Ipu nauyeHTH ¢ KpeaTHHUHOB KIMpPBHC Haa 50 ml/min He ce Hajara penyKuus Ha JHEBHATA J03a.

[Tpn manmenTy ¢ KpeaTHHUHOB KIMPBHHC MeXTy 20 1 50 ml/min, HayanHaTa AHEBHA 103a [Ipamunexcon
Teva TpsiOBa 51a ce pasmpeneny B ABa npuema kato ce 3amoyte ¢ 0,088 mg 6a3a (0,125 mg con) ABa mbTH
naesHo (0,176 mg 6a3a/0,25 mg con gHeBHO). MakcuMaiHaTta THEBHA j103a oT 1,57 mg npaMumnexco
6a3a (2,25 mg con) He TpsIOBa 1a ce HaABUIIIABA.

[Ipu manmenTH ¢ KpeaTHHUHOB KIUpBHHC 1o 20 ml/min, maeBHaTa n03a [Ipamumnekcon Teva TpsOBa ma ce
mpuIara BeIHBXK THEBHO KaTo ce 3anoune ¢ 0,088 mg 6a3a (0,125 mg cox). MakcumanHaTta JHEBHA 1032
ot 1,1 mg npamunekcon 6a3a (1,5 mg con) He TpsAOBaA [1a e HAABUILABA.

Axo O0bOpeyHaTta GpyHKIH HaMassiBa [0 BpeMe Ha MO IbpiKallaTa Tepamus, JHeBHATA 033 Ha
[Ipamunekcon Teva TpsOBa 1a ce MOHMKH C TOJKOBA MPOIEHTA, C KOJIKOTO C€ € OHMKUII KPEeaTHHHHOBHS
KJIMPBHC, T.€. IPU CMIaZiaHe Ha KpeaTHHUHOBUS KiupbHC ¢ 30 %, nHeBHaTa no3a Ha [Ipamunekcon Teva
TpsiOBa n1a ce moHwxkM ¢ 30 %. J{HeBHaTa 103a MOXKe Ja ce pa3fely Ha JBa OTACJIHY IIpHeMa MpH
KpeaTHHUHOB KIUpBbHC Mexkay 20 u 50 ml/min u fa ce mpreMa eTHOKpPaTHO MPU KPeaTHHUHOB KIMPBHC
nox 20 ml/min.

Yeprodpobuo yepescoane

BeposiTHO HEe € HeoOX0AMMO afanTHpaHe Ha 103aTa MPH IMAMCHTH ¢ YePHOAPOOHA HETOCTATHYHOCT, THil
kato nmpubau3uTeHo 90 % ot abcopOMPaHOTO aKTUBHO BEIIECTBO CE EKCKpPETHpa Mpe3 ObOpenure.
[ToTeHnMaTHOTO BAMSIHHUE HA YEPHOAPOOHATA HEJOCTATHYHOCT BBPXY (papMaKOKWHETHKATA Ha
IIpamumiekcon Teva obaue HE € IPOYICHO.

IHleouampuuna nonynayus

be3zomnacHoctTa 1 epukacHoctTa Ha [Ipamuniekcon Teva npu netia Ha Bb3pacT 1mox 18 roauHu He ca
ycraHoBeHH. HsiMa cbOoTBeTH a yrorpeba Ha [Ipamunexcon Teva B meauaTpudHaTa MOMyJIANUs 32
nokasanueTo 6osect Ha Parkinson.

CHHIpOM Ha HECIOKOMHUTE KpakKa

IIpenopruntennara HadamHa go3a [Ipamumekcon Teva e 0,088 mg 6a3za (0,125 mg con), nmprueMaHa eauH
BT AHEBHO 2-3 yaca npeau jsrade. [Ipy manuenTy, Hy K Iaely ce OT JOMIBJIHUTEIHO 00JIeKUYaBaHe Ha
CHMITTOMATHKATAa, J103aTa MOXKe J1a Ob/Ie yBeIMUaBaHa Ha BCEKH 4-7 MTHU 10 MakcuMaiHa fgo3a 0,54 mg
6a3a (0,75 mg cou) Ha AeH (KaKTO € IMOKa3aHo B Ta0IHIIaTa mo-m0.ry). TpsoBa ga ce N3Mmoia3Ba Had-
HHCKaTa eeKTUBHA 1032 (BXK. Touka 4.4 ,,Browasane Ha cuHOpoma Ha HeCnOKoUHUmMe Kpaxa ).

Cxema Ha go3upane Ha [Ipamumnexcon Teva

Ctpnka Ha Beaubx nHEBHO Benubx nHEBHO

TUTPUPaAHE Beuepna no3a Beuepna no3a
(mg 6a3a) (mg com)

1 0,088 0,125

2* 0,18 0,25

3* 0,35 0,50

4% 0,54 0,75

* aKo € He0OX0IUMO



CrerneHTa Ha IOBJIMsIBAaHE HA MAIMEHTa TPSOBa 1a Ce OIICHHM Cliel 3 Mecella JICUCHHE U He0OX0AUMOCTTa
OT MPOABDKaBaHE Ha JICUCHUETO TPsIOBa /1a ce mpepasriena. AKO JICUSHHUETO € MMPEKbCHATO ITOBEYE OT
HSIKOJIKO JHH, TO TPsOBa Jia 3a[I0YHE OTHOBO C TUTPHUPAHE Ha JI03aTa, KAKTO € M3JI0KEHO MO-Tope.

[Ipexpamssane Ha neueHueno

Tbit kaTo THEBHATA 1034 3a JICUCHUE Ha CHHAPOMA Ha HECITOKOMHUTE Kpaka HsiMa aa Haapumasa 0,54 mg
6a3a (0,75 mg comx), [Ipamumnexcon Teva moxe na Obe npekpaTeH 6e3 Aa ce HamansBa nocreneHHo. [1o
BpeMe Ha 26-ceIMUYHO IIale00 KoHTpoaupano u3nuTeane, npu 10 % (14 ot 135) oT marpenTure €
HaOJro1aBaH pedayHI Ha CHHAPOMA Ha HECTIOKOMHHUTE Kpaka (BJIOIIaBaHE Ha TEKECTTa HAa CUMIITOMUTE B
CpaBHEHHE C U3XOTHOTO HUBO) CIIE/ PSA3KO MPEKPATIBAHE HA JICYCHUETO. Y CTAHOBEHO €, Y€ TO3U e(EeKT €
CXOJICH TIPH BCHYKH J03H.

bvbpeuno yspeocoane

EnuMUHUpaHETO Ha MIPAMHIIEKCOJ 3aBUCH OT ObOpeyHarta GyHkiws. [Ipu nanueHTH ¢ KpeaTHHHHOB
kaupbHC Hag 20 ml/min #e e Heo6XxoaMMO OHMWKABaHe Ha JHEBHATA 103a.

VYnorpebara Ha [Ipamurekcos Teva He € IpoyyYeHa MpH MAIMEeHTH Ha XEMOIUAIII3a WM [P MAIlMeHTH C
TEXKKO OBOPEUHO YBpEKIAHE.

Yeprnoopobro yepeoicoare
He e HEoOxommuMo aganTupane Ha 103aTa MMPH MAUEHTH ¢ YePHOPOOHA HEOCTATHYHOCT, Thif Kato 90 %
0T abCOpOMPaHOTO aKTUBHO BEIIECTBO CE EKCKPETUpa Ipe3 ObOperuTe.

Teouampuuna nonyrayus
He ce npenopbsusa ynorpebdara Ha [Ipamurnekcon Teva npu aena u roHomwm moja 18 roaunan nopanu
JIUTICATa Ha TAHHU 32 0€30MacHOCTTa U €(hUKaCHOCTTA.

CunapoMm Ha Tourette

IHleouampuuna nonynayus

IIpamumiekcon Teva He ce mpenmophUBa 3a yrmoTpeda Mmpu ena v I0HOIH 1o 18 roauau, Thit KaTo
e(ukacHOCTTa 1 OE30TIACHOCTTA TIPH Ta3M IOITyJIalus He ca ycraHoBeHH. [Ipamunexcon Teva He TpsOBa
Ja ObJie IpHUJIaraH Ha Jiela Wik FHOIIH ChC CUHAPOM Ha Tourette, mopaau OTPULIATEIHOTO ChOTHOIICHUE
T0J13a/pUCK TIPH ToBa 3a0osBane (Bxk. Touka 5.1).

Ha4yun Ha NMPUJI0KCHUE

TabneTkuTe ce mpuemar mpe3 ycrara, KaTo ce T'hJITAT C TSYHOCT U MOTaT JIa C€ MPUeMaT KaKTo C XpaHa,
Taka u 0e3 XpaHa.

4.3 IIpoTuBOmOKA3aHUS

CBpPBXUYBCTBUTEIIHOCT KbM aKTUBHOTO BEIIECTBO WM KbM HSIKOE OT IIOMOIITHUTE BEIIECTBA, H30POCHU B
Touka 6.1.

4.4 CpoeuuajHu npeaynpe:kaeHUst U Npeana3Hu MepPKH MPH ynoTpeda

Koraro ce nmpenmucsa [Ipamunexcon Teva Ha manueHT ¢ 6onect Ha Parkinson u 060peuHO yBpexiaHe, ce
IpernopbYBa MOHKABAaHE Ha J103aTa KaTo Ce CJCABAT yKa3aHuATa B Touka 4.2,

XaTIOIUHAIINH
M3BecTHO €, 4e mpH JIeUYeHNE C JOTTaMUHOBH arOHHUCTH H JIGBOJOTIA KaTO HEXKEIIaHa peakius Onxa MOTIIN

Jla ce MOSIBAT xamonuHaiuu. [larmenture TpsAaOBa 1a ObaaT HHGOPMHUPAHHU 3a BB3MOYKHOCTTA J1a CE
MOSIBAT (IPEIUMHO 3PUTEITHH ) XaTIOIIUHAIIHH.



AI/ICKI/IHC?)I/I}I

[Ipu HampenHana 6osect Ha Parkinson rmo BpeMe Ha KOMOMHHpPaHa TepaIus ¢ JCBOIOMNA, IPU
IbPBOHAYATHO TUTPUpaHe Ha fo3arta [Ipamunekcon Teva Mmoxe fa ce mosBst quckuHesuu. [Ipu mossata
UM TpsIOBa J1a Ce HaMaJH J03aTa Ha JICBOJIONA.

AI/ICTOHI/IH

[Tpu manmenTu ¢ 6o1ect Ha Parkinson moHsikora ce chO0IIIaBa 3a aKCHAIHA IUCTOHUS, BKITIOYBAIIA
AHTEKOJINC, KAMITTOKOPMHUS U TUIEBPOTOTOHYC (CHHAPOM Ha Pisa) mpwu 3amouBane Wiy py OCTENIEHHO
MOBHIIIABAHE HA J03aTa MPaMUIIEKCOJ. BIpekn ue AuCcTOHNATa MOKE /1a € CHMIITOM Ha OosiecTTa Ha
Parkinson, cuMnToMuTe MpH TE3W MAIIMEHTH Ca CE TOA0OPWIIH CJe]l HaMallIBaHe WU MPEYCTaHOBSIBAHE HA
mpreMa Ha MPaMHUIIEeKCOI. AKO Bb3HUKHE IMCTOHUS, CXeMaTa Ha IONaMHHEPTUYHATA MEIUKAIUs TPIOBa
Jla ce mpepasriiefia U Aa ce OOMICIN KOPEKIUs Ha 103aTa MPAMHIIEKCOJL.

Enu3ony Ha BHE3aIMHO 3aCIMBAHE W COMHOJIEHTHOCT

[MpaMuniekcon ce cBbp3Ba ChbC COMHOJIGHTHOCT M €MTU30/I Ha BHE3AITHO 3aCIBaHE, 0COOCHO IPH
nanueHTH ¢ 6onect Ha Parkinson. B penku ciyuan ce cho0maBa 3a BHE3aIHO 3acliBaHE TIpe3 JICHS,
MoHsIKOTa 0e3 MAIMeHTHT JIa IO OCh3HABa MU 03 mpeaypeInTeHN npu3Hany. [lanmenTture TpsoBa na
OBaaT MpeayIpeICHA 3a TOBA U 1a OBJIAT MMOCHBETBAHU Ja Ca BHUMATEITHU IIPH Mo UpaHe Wik padoTta ¢
MaIlliHH 110 BpeMe Ha TepanusTa ¢ [Ipamuniekcon Teva. [lanuenTute, Mpu KOUTO CE MOSIBSIBAT CHHIMBOCT
W/WIH €MTU30]1 Ha BHE3AITHO 3aCTMBaHe, TPSAOBA J1a Ce BB3IbPIKAT J1a MOpHUPAT WK 1a PA0OTAT C MAITHHH.
OcaeH ToOBa TpsIOBa 1a ce OOMHCITN HaMaJIsIBAaHE Ha J103aTa WK MPEKpaTsBaHe Ha Tepanusara. [lopaau
BB3MOXHHU aIUTUBHU e(i)eKTI/I, NManUEeHTUTE, IIpueMaliv Jpyru CCAaATUBHU JICKAPCTBCHHU IMPOAYKTH UIIN
AJIKOXOJI B KOMOMHAIIHS C TIPaMUTIEKCOI TPsIOBa J1a ObJaT MOCHBETBAHU J1a ObJAT Mpena3inBy (BXK.
Touku 4.5, 4.7 v Touka 4.8).

PascrpoiicTBa B KOHTPOJIAa HA IMITYJICUTE

[ManuenTure TpsOBa 1a ObJAT PeIOBHO HAOIIOJABAHY 332 Pa3BUTHE HAPA3CTPOCTBA B KOHTPOJIA Ha
umnyiacure. [larmenTuTe u GoaHOTIIEAaUNTE TPSAOBA Ja OBIAT 3aII03HATH, Y€ MOTAT Jia CE MOSIBIT
MOBEJCHIECKH CUMIITOMH Ha Pa3CcTPONMCTBA B KOHTPOJIA HA HMITYJICUTE, BKIIOUBAIIH ITATOJIOTHIHA
CKIIOHHOCT KBM Xa3apT, MIOBUIIIEHO JTUOMJI0, XUTIEPCEKCYATHOCT, KOMITYJICHBHO XapueHEe U Ma3apyBaHe,
TpesHKIaHe U KOMITYJICHBHO TIpesDKIaHe MPH MaMeHTH, JICKyBaHH! C TONMTAMAHOBH arOHUCTH,
BkitountenHo [Ipamuriekcon Teva. TpsOBa na ce 0OMuCIIM HaMallIBaHEe Ha J103aTa/ MOCTEIIEHHO CITUPaHE,
aKO C€ Pa3BUAT TAKUBA CUMIITOMHU.

Mauus U JeIupuyM

ITanmmenTuTe TpsiOBa 1a ObIAT PeIOBHO HAOJIOIABaHM 33 PA3BUTHE Ha MaHUA U AenupuyM. [lanneHTruTe n
OomHOTIIeAaunTe TPSAOBA Ja OBJAT 3aNI03HATH, Y€ TPU MAIIMCHTH, JICKYBaHH C TIPAMUTICKCOI MOXE J1a
BB3HUKHAT MaHusl U AenupuyM. TpsOBa aa ce 00ChIu HaMassBaHE Ha J103aTa/TIOCTENICHHO CIIHPAaHEe, aKo
C€ Pa3BUAT TAaKUBA CUMITOMHU.

[NanueHTH ¢ NICUXOTUYHH HAPYIICHUS

[TanueHTHTE C ICUXOTUYHH HAPYIIICHUS TPSAOBA J1a CE JICKYBAT C JIONIAMHHOBU arOHUCTH CaMoO B CITy4auTe
KOraTo OYaKBaHATa IMoJi3a € MO-rojisiMa OT IOTSHIMAITHIS pUCK. ETHOBpeMeHHaTa yroTpeda Ha
AHTHIICHXOTHYHH JIEKAPCTBEHHU MPOAYKTH M TIPAMUIIEKCOJ TPsiOBa 1a ce m30srsa (BxK. Touka 4.5).

OdTanMoNIoruyHu mperieu
[IpenopbuBaT ce penoBHU O(QTAIMOIOTHYHH TIPETIISTU WK NP TI0sBa HA HAPYIICHUS B 3PCHUETO.

TeKKO ChpPACYHO-CHAOBO 3200sIBaHe

B ciydaun Ha TEXKO ChPACYHO-CHIOBO 3a00JIABaHE, JIEKAPCTBOTO TPIOBA J1a Ce MpHJiara BHUMATETHO.
[IpemopbuBa ce KOHTPOJI Ha APTEPUATTHOTO HAJISITaHE OCOOCHO B HAYAIIOTO HA TEPAIUITA, IOPAIH OOIIUS
PHUCK OT OPTOCTATUYHA XUIIOTOHUS, CBbP3aHa C JIOMTAMHHEPTUYHA TCPAITHSL.

HeBponenTuiyeH MalIurHeH CHHAPOM
[Tpu BHE3amHO crIMpaHe Ha JOMTAMHHEPTHYHOTO JICYEHHE Ca ONHMCAHN CHUMITTOMH, TIpeIIoIaramii
HEBPOJICNTUYEH MAJIUTHEH CUHIPOM (BXK. TOUKa 4.2).




CHHIpOM Ha OTHEMaHe Ha JonaMuHoB aroHucT (Dopamine agonist withdrawal syndrome, DAWS)

Hma cpobmenus 3a DAWS npu npyem Ha JOTaMUHOBH arOHUCTH, BKIIOYUTEIHO IPAMUIICKCON (BK.
Touka 4.8). 3a nmpekpaTsaBaHe Ha JICUCHUETO NPH MAIUEHTH ¢ OostecT Ha Parkinson, npuemMsbT Ha
MIPAMHUIICKCOJI TPSIOBa JIa Ce HaMaJu MOCTEIIEHHO (BK. Touka 4.2). OrpaHHyYeHY JJaHHH MTPEIIoJarar, e
MAIMEHTH C Pa3CTPONCTBA B KOHTPOJIA HAa UMITYJICHTE M TE3U, KOUTO MMOJTyYaBaT BUCOKA JIHEBHA 71032
W/WITA BUCOKHU KYMYJIATUBHH JI031 JIOTIAMUHOBH arOHHCTH, MOKE Ja €a C MO-BHUCOK PUCK OT pa3BUTHE Ha
DAWS. CumnToMuTe Ha OTHEMaHE MOXKE Ja BKIIFOUBAT araTusi, TPEBOKHOCT, IENPECcHs, yMopa,
U3IMOTSIBaHE U OOJIKa M HE CE MOBJIMABAT OT JieBozorna. [Ipeau nocreneHHo HaMalsiBaHe U MTPEKpaTsABaHE
Ha IIpruc€Ma Ha MpaMUIICKCOJI MaIUCHTUTE TpHGBa aa 6’bHaT I/IHq)OpMI/IpaHI/I 34 BB3MOKHHUTEC CUMIITOMHU Ha
otHeMaHe. [1o BpeMe Ha IMoCTereHHO HaMallsIBaHEe U MPEKpaTsIBaHe Ha MpUeMa MalUeHTUTe TPSOBa Jia
ObJIaT BHUMATETHO MPOCIIeIsBaHN. B cirydail Ha TeXKHU W/WIU IEPCUCTUPAIIY CUMIITOMH HA OTHEMaHe
MOJKE J1a ¢€ OOMUCIIH BPEMEHHO ITOBTOPHO MPHIIOKEHUE HA MTPAMHUITEKCOJI IPU Hak-HUCKaTa epeKTHBHA
J03a.

BroiiaBane Ha cMHIpOMa Ha HECTIOKOMHUTE Kpaka
JledenneTo Ha CHHApPOMA Ha HECTIOKOWHUTE Kpaka ¢ IPAMHUIIPEKCOII MOKE Ja TOBEE JI0 BIIOIIaBaHe.

BrnomasaneTo ce cBbp3Ba C MO-paHHO HAYaJO Ha CUMIITOMAaTHKAaTa Beuep (Wi Jopu clienoden),
3aCHJIBaHE HA CUMIITOMHTE U Pa3NPOCTPAHECHUETO UM JI0 aHTAKHUPaHe Ha APYTH KpaiHUIN.

PuckbT OT BrOmIaBaHe MOXKE J1a c€ MMOBUINY NP TTO-BUCOKa J03a. [Ipenn neyenne nanuenTure TpsaoBa aa
O0baat nHGOPMHUpPaHH, Ye € Bb3MOKHO /12 Bb3HUKHE BIIOIIaBaHE U TPAOBa Ja ObJaT NOCHBETBAHU Ja ce
CBBPIKAT C JIeKapsl CH, aKo MOJy4yaT CUMIITOMH Ha BIOIIaBaHe. AKO UMa MOJO3PEHHUE 3a BIIOIIaBaHe,
TpsI0Ba /1a ce 00ChIM KOPUTHPaHe Ha J103aTa A0 Hal-HUCKaTa epeKTHBHA 1032 WM CIIMpaHe Ha IpHeMa Ha
npaMuIeKcon (Bx. Touka 4.2 u 4.8).

IloMomiHu BemecTBa
ToBa IeKapcTBO ChIbprKa Mo-Manko ot 1 mmol matpuii (23 mg) Ha TabieTka, T.e. MOXKE Ja ce Kaxe, ue
MPAKTHYECKU HE ChABPIKA HATPHUI.

4.5 B3aumoneiicTBHe ¢ IPYrH JIeKAPCTBEHH MPOAYKTH H APYrd (JopMHU HA B3auMo/elicTBHE

CBBbp3BaHe C Ia3MEHUS MPOTEHH

[Mpamuniekcon ce cBbP3Ba C IIa3MEHUTE IPOTEHHN B MHOTO HUCKa cTereH (< 20 %) u mpu xopa
MPETHPIIsIBA MajKka OnoTpaHchopMalys. 3aToBa B3aUMOJICHCTBUSITA C IPYTH JICKAPCTBEHU POIYKTH,
TIOBJIUSBAIIY CBBP3BAHETO C TIA3MEHUTE MPOTEUHH WM STUMHUHUPAHETO MTOCPEICTBOM
onoTpanchopMaIrs ca MaJIKO BepOsTHH. Thi KaTO aHTUXOJIMHEPTHIIUTE CE SITUMUHUPAT TIABHO Upe3
ounoTpanchopMmalys, MOTCHIIMATHOTO B3aMMOJICHCTBUE € OTPaHIUCHO, BBIIPEKHU Y€ B3aMOJICHCTBUS C
AHTUXOJIMHEPTHUIIM HE ca MpoyyBaHU. HsiMa dapMakOKHHETHYHO B3aMMOJICHCTBHE ChC CEICTHIINH U
JeBOIONA.

WHX1OWUTOPU/KOHKYPEHTH HA aKTUBHUS ITBT 32 SIMMUHHPAHE Mpe3 OhOperuTe

[umeTnnuH noHnkaBa OBOPEUHUS KIUPHHC HA TPAMUTICKCON ¢ MpHOIM3uTenHo 34 %, BEpOSITHO upe3
WHXUOWpaHe Ha KaTHHOHHATA CEKPETOpPHA TPAHCIIOPTHA CUCTEMa Ha OBOpeuHuTe TyOYIu. 3aToBa
JICKapCTBATEHUTE MPOAYKTU, KOUTO Ca MHXUOUTOPH HA TO3W BT HA AKTHBHO OBOPEYHO CIIMMUHUPAHE HITU
Ce CIIMMUHHPAT 10 TO3U BT KaTO IUMETHINH, AMaHTa/IMH, MCKCUIICTUH, 3UJIOBYINH, ITUCTUIATHH, XHHUH
W MPOKaWHAMHUJ MOKE JIa B3aMMOJICHCTBAT ¢ IPAMHIIEKCOIT, KOETO JIa IOBEJIE JI0 HaMaJIeH KJIIMPBHC Ha
npamurekcoll. [lonmkaBaHe Ha Ji03aTa Ha MPaMUIIEKCOJI TPSOBA Ja ce UMa MPEBH]I KOTaTo Te3n
JIEKapCTBEHU MPOAYKTH Ce Ipuiarat exHoBpeMeHHo ¢ [Ipamunexcon Teva.

Kom0Ounanus ¢ peBogorma

Koraro IIpamunexcon Teva ce 1aBa B KOMOMHAIIUS C JISBOJIOTA, CE MPENOPHYBA J103aTa Ha JICBOJIOIA J1a
ObJllc HaMaJIeHa, a 103aTa Ha IPYTUTE aHTUIAPKUHCOHOBH JICKAPCTBEHH MPOAYKTH J1a OCTaHE TIOCTOSTHHA,
JIoKaTo ce mnopuiaBa go3ara Ha [Ipamunekcon Teva.

[lopanu Bb3MOXKHUTE aAUTHUBHU €PEKTH NaLMEHTUTE, IPUEMALIH APYTH CEAaTUBHHU JIEKAPCTBEHH
HPOIYKTH WM aIKOXO0J B KOMOMHAIMS C IPAMUIIEKCOI, TpsiOBa Aa ObaT MOCHBETBAHH Aa ObIAT
BHUMAaTeNHU (BX. ToUukH 4.4, 4.7 n 4.8).



AHTUTNICUXOTHYHH JIEKaPCTBEHU MPOIYKTH
EnnoBpemenHara ynorpe6a Ha aHTUTICUXOTHYHH JIEKAPCTBEHU MPOIYKTH C IIPAMHIIEKCOJ TPIOBa Ja ce
n30sTBa (BXK. TOUKa 4.4), HAPUMEP KOraTo MOXKE Jla € OYaKBaT aHTArOHUCTUYHU €(PEeKTH.

4.6 @epTUaUTET, GPEMEHHOCT U KbPMEHe

Bbpemennoct
EdekTsT BbpXy OPEMEHHOCTTA U KbPMEHETO IIPU X0pa He € Mpoy4uBaH. [IpaMHUIIeKCcoI HIMa TepaTOreHeH

e(heKT mpu IUTFXO0BE U 3aiIH, HO € eMOPHOTOKCHYEH MPH ITHXOBE B TO3M TOKCHYHH 32 MaiikaTa (BXK.
touka 5.3). [lpamunekcon Teva He TpsiOBa J1a ce mpuIIara Mo BpeMe Ha OpeMEHHOCT, OCBEH B ClTy4ail Ha
KaTeropuyHa He0OXOIMMOCT, T.€. aKO TOTEHIHAIHATA [T0J13a OTpaB/aBa MOTSHIINAIHNAS PHUCK 3a (eTryca.

Kopmene
TBif KaTO JEYCHUETO C TIPAMUIIEKCOJ HHXHUOUpPA CEKPEIHATa Ha MPOJIAKTHH MPH XOpa, 04aKBa Ce CIMpPaHe

Ha KbpMaTa. ExckperusiTa Ha IpaMUIIEKCON B KbpMaTa HE € Mpoy4BaHa mpw xeHd. [Ipu mrsxose
KOHLICHTpAIUsITa Ha CBbpP3aHaTa ¢ aKTUBHOTO BEIIECTBO PAJAMOAKTUBHOCT B KbpMaTa € MO-BUCOKA OT Ta3u
B Tuta3mara. Tl KaTo JHIICBAT JaHHU TpH Xopa, [Ipamunekcon Teva He TpsOBa 1a ce mpuiiara B epuoia
Ha KbpMeHe. [Ipu HanoxuTenHa ynorpeda, KbpMEHETO TPSOBa Jla ce MPEeKpaTH.

DepTUnuTeT
He ca npoBexxaanu nmpoyuBaHus 3a eekTa BbpXy GepTHiInTeTa Mpu Xxopa. B mpoyyBaHus npu )KUBOTHH

MIPaMHUIIEKCOJT TIOBIINSBA ECTPYC ITUKIINTE U HaMaJsiBa GepTUIINTETA MTPH KEHCKUTE, KAKTO Ce 0YaKBa 3a
JIOTIAMUHOB aroHHCT. Te3r Mpoy4YBaHUs HE ca MMOKa3ai MPEKH WA KOCBEHH BPEIHU €(EeKTH 110
OTHOIIIEHHE Ha (hepTHIUTETA IPU MBKKHTE.

4.7 EdexTu BHpXy CIOCOOHOCTTA 3a modupaHe U padoTa ¢ MAIIMHU

HpaMI/IHeKCOJ'I Teva moxe Ja IIOBJINAC B 3BHAUYUTCIHA CTCIICH CIIOCOOHOCTTA 32 mocbnpaHe u paGOTa C
MalIruHH.

Bb3MorkHa € T10siBa Ha CHHIMBOCT HWUTH XaTIOIMHAIINH.

[ManuenTure nekyBanu ¢ [Ipamurnekcon Teva, Ipu KOUTO ce HAOIOaBa CHHIMBOCT U/UIH BHE3AITHO
3acMuBaHe Npe3 JicHs, TpsiOBa Aa ObaT NpeAynpecHH Ja He MOo(UpaT U 1a He YIpaxKHIBaT JICHHOCTH,
MIPH KOUTO HapyIlleHaTa OAUTEITHOCT OW M3JIOKHIIA TAX MU OKOJIHUTE Ha PUCK OT CEPUO3HO HapaHIBaHE
WIM CMBPT (HanpuMep paboTa ¢ MalluHK), 10 U3Ye3BAHETO Ha TE3U MOBTAPSIIIH CE SMU30/IU H CHHIMBOCT
(Bx. cpio ToukH 4.4, 4.5 u 4.8).

4.8 HexenaHu JeKapcTBEHU peaKIu

BB3 ocHOBa Ha aHanM3a Ha COOPHM IU1aNe00 KOHTPOJIUPAHU U3MUTBAHMS, B KOUTO Ca Y4aCTBAIH 000
1 923 nanenTy Ha npamunekcon u 1 354 manueHTH Ha mane0o, HeXXelaHH JICKaPCTBEHH PeaKIIny ca
CHOOIIIaBaHU YECTO U B ABETE TPYIH. 63 % OT manueHTuTe Ha MpaMHIieKcor u 52 % OT manueHTuTe Ha
mIarne6o cho0IIaBaT MoOHe eaHa HeJKelaHa JIKapCTBEHA PEaKIIHs.

IIo-ronsimMaTta 4acT OT HEXKEIaHUTE JICKaApCTBCHU PCAKIIUN OOMKHOBEHO 3all0YBAT B HAYAJIOTO HA
JICYCHUCTO U MOBCYETO Ca C TCHACHIMA 1da U34Y€3BaT AOPU IPHU MPOABbJIPKaBaHC Ha JICUCHUCTO.

B paMkuTe Ha CHCTEMO-OpPTraHHHUTE KJIACOBE HEXKENAHUTE PEaKIUK ca OMHUCAaHH 110 YecToTa (Opost
HAIMEHTH, TIPU KOMTO CE OYaKBa Jia Ce MPOSBH PEAKIHATA), KAaTO Ca M3IOJI3BAHU CIICHUTE KATErOPUH:
MHoro vectr (> 1/10); yectu (> 1/100 g0 < 1/10); Heuectu (> 1/1 000 g0 < 1/100); peaxu (> 1/10 000 mo
< 1/1 000); muoro penku (< 1/10 000), ¢ Hen3BecTHA YeCTOTA (OT HAJTMYHUTE TAaHHU HE MOXKe 1a Oblie
HaIpaBeHa OLIEHKA).



Haii-yectu Hexenanu peakimu npu bonecr na Parkinson
Haii-uecto (> 5 %) nokiiagBaHUTE HEKEJIAHH JICKAPCTBEHHU PEAKIIMHU TIPH MAIIMEHTH ¢ OoJiecTTa Ha

Parkinson, mmo-4ecTo ¢ jedeHne ¢ MpaMHIeKCOJI OTKOJIKOTO ¢ IUIaredo ca OWiIr rajieHe, JUCKUHE3Hs,
XUIIOTOHUS, 3aMassHOCT, COMHOJIEHTHOCT, 0€3ChHHE, KOHCTUITALIMS, XATIOIHHAINN, TI1aB000INEe U
ormagHanocT. YecToTaTa Ha CIlydauTe Ha COMOHOJICHTHOCT CE € MOBUILIWIIA MTPH JO3U TTO-BUCOKHU OT
1,5 mg con nHeBHO (BXk. Touka 4.2). [To-yecta HexenaHa JIeKapCTBEHA PEaKIus P KOMOWHAIMS C
JICBOJIONA € OMjIa TUCKUHe3usTa. B HauamoTo Ha TepamnusiTa, 0COOCHO aKo J03aTa Ce TUTPHUpa TBbP/E
0Bp30, MOXKE JIa C€ TIOSIBH XMITOTOHUSI.

Tabnuna 1: boxect Ha Parkinson

HapyIICHHS

Cucrema B MHoro Yectu HeuecTn Penxu C
opraHusma YyecTH (=1/100 no (=1/1 000 go (>1/10000 | Hem3BecTHa
(= 1/10) < 1/10) < 1/100) ao yecToTa
< 1/1 000)
Nudexnum u MTHEBMOHMS
uHdpecTanuu
Hapymenus Ha HapyIieHa
CHJIOKpUHHATA CEeKpelus Ha
cucremMa AHTUNYPETHUYCH
XOpMOH®
IMeuxuanu 0e3chHHe mpeKoMepHa MaHHUs
HapyIICHUS XaIFOI[MHAIIH CKJIOHOCT KbM
MaTOJOTUYHU nasapyBaHe
CHHUINA MaTONOTUYHA
00BPKaHOCT CKJIOHHOCT KbM
MOBEJICHYECKH XazapT
CHUMIITOMH Ha 0E3MOKONCTBO
HapyIICHUS B XHITEPCEKCYATHOCT
KOHTPOJIMPAHETO | HaJIYJHHYABOCT
HA UMIYJICUTE U | HApYIICHHE HA
HATPAMTYUBOCTH JTUOUA0TO
mapaHos
JETUPAYM
CKJIOHHOCT KbM
npesoxiane’
xurnepdarus’
Hapymienns Ha | CHHIUBOCT | IJ1aBOOOJTHE eMH30/1 Ha
HepBHATa 3aMasHOCT BHE3AIHO
cucremMa JIUCKWHE3US 3acIBaHe
aMHe3HUs
XHUIEPKHUHE3US
CHHKOI
Hapymenus na 3PUTETHO
OuHTe HapyIIeHHe,
BKITIOUHUTEITHO
JITIIOTTHS,
3aMbBIIICHO
3peHue
HamalieHa
3pHUTENHA OCTPOTa
Copaeunu ChpcYHA
HapyIICHUS HEJI0CTaThYHOCT
CpaoBu XUIIOTOHUSA




Pecriuparophu, JTUCTTHES
TPBIOHA U XBIIaHe
MeMaCTUHATHU
HapyIICHHS
CromarnrHo- rajcHe 3arex
YpeBHU MOBpPBIIIAHE
HapyIICHHS
Hapymienus va peakuu Ha
KOXarta u CBPBXYYBCTBHUTEI-
MOIKOXKHATa HOCT
ThKaH ChpOEK
00puB
Hapymenus na CIIOHTaHHA
BB3MPOU3BOIU- EpeKIs Ha
TeJaHaTa TeHuca
CUCTEMa U
rppAaTa
OO6mu ymopa CUHJIPOM Ha
HapyIICHUS U nepudepeH oTok OTHEMaHe
edexTd Ha Ha
MSICTOTO Ha JIOTIAMUHOB
MPHIIIOKEHUC aroHUCT,
BKJTIOYBAII]
amnaTus,
0e3mo-
KOMCTBO,
nenpecus,
ymopa,
M3MOTSIBaHE
u OoJIKa.
Wzcnenpanus MTOHIKABaHE Ha MOBHINIaBaHE HA
TEIJIOTO, TETJIOTO
BKJTFOUUTEITHO
MTOHIKEH aleTUuT

Tazu Hexxenana peakius € HaOJIr0gaBaHa 1Mo BpemMe Ha moctMapkeTuHroBus omut. C 95% ToyHOCT
KaTeropusTa Mo 4ecToTa € He MO-BUCOKa OT ,,HeUSCTH *, HO MOXKe Jia ObJe U MO-HUCKA. TOYHO
W3YHCIISIBAHE HA YeCTOTAaTa He € Bh3MOXKHO, ThI KaTo HeXXeNaHaTa Peakius He ce € MosiBsBaja B 6a3ara
JIAaHHHU OT KIIMHUYHM W3MUTBaHUS Ha 2 762 manueHTH ¢ 0onectra Ha Parkinson, exyBaHu ¢
MPAMHUTICKCOJT.

CuHIpPOM Ha HECTIOKOWHUTE KpaKa, HA-4eCTH HeXKEJIaH!U PEaKITUU
Haii-gecto (> 5 %) choOliaBaHuTe HEXKETAHH PEAKIIMH PU TMAIMEHTH ChC CHHAPOM Ha HECITIOKOWHUTE

Kpaka, JIEKyBaHHU C MPAMHUIICKCOJI, ca OWJIM TajieHe, r1aBo0oiie, 3aMasiHOCT U ymopa. ['ajieHe u ymopa ca
CHOOIIIaBaHU TIO-9ECTO MPH XKEHH JeKyBanu ¢ pamuniexcol (20,8 % u 10,5 % chOTBETHO) B CpaBHEHHE C
MBxe (6,7 % u 7,3 % chOTBETHO).

Tabnuna 2: CHHIPOM Ha HECHOKOWHHUTE KpaKa

Cucrema B Mmuoro YectH HeuvecTn Penxu C
opraHusma YecTH (=1/100 no = 1/1 000 xo (>1/10 000 HEeM3BeCTHA
(= 1/10) < 1/10) < 1/100) ao 4ecToTa
< 1/1 000)

WNudexunu u ITHEBMOHUS®

nHpecTanmn

Hapymenus Ha HapyIICHA CCKPEIHSI

CHIOKpUHHATA Ha aHTHIUYPETHUCH

cHcTeMa XOpMOH
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[Meuxuuau Oe3ChHHE 0E3MOKONCTBO
HapyIICHUS MATOJIOTHYHU | OOBPKAHOCT
ChHHIIA XaITIOIHHAITUH
HapyIICHUS Ha
TOUI0TO
HAJTyJIHH9aBOCT!
xunepdarus’®
napaHos®
MaHus!
nenupuym’
MOBEICHYCCKH
CHUMIITOMH Ha
HapyIIeHUs B
KOHTPOJIMPAHETO Ha
UMITYJICUTE
HATPaIYMBOCTHU
(xaTo:
MpeKoMepHa
CKJIOHOCT KbM
nasapyBaHe,
MaTOJOTUYHA
CKJIOHHOCT KbM
xazapr,
XUIEPCEKCYaTHOCT,
CKJIOHHOCT KbM
TIpesHKIaHe)
Hapymenus na | BnomasaHne | rimaBoGoswe €MU30/11 Ha BHE3AITHO
HEpBHATa Ha CHH/I- 3aMastHOCT 3aclHBaHe
cucremMa poma Ha CHHJIMBOCT CHHKOT
HECITOKOH- JIMCKUHE3US
HHUTE KpakKa aMHe3Ms"
XUIIEPKUHE3HS
Hapymenus na 3PUTEITHO
OUYnTE HapyIICHUE,
BKITFOUUTEITHO
HaMmaJeHa 3pHUTeITHA
0CcTpoTa
JTUTLIONTAS
3aMBITICHO 3pCHHE
Coepacunu ChpIcUYHa
HapyIICHHS HEJIOCTAThbYHOCT'
CwaoBu XUTIOTOHHUS
HapyIIeHUs
Pecninparophu, JIACTIHES
TPBIHU U XBIIIAHE
MEMaCTUHAHU
HapyIIeHUs
CromarrHo- rajicHe 3arex
YpEBHU MOBPBITIAHE
HapyIICHHS
Hapymenus na peakiuu Ha
KOXKaTta u CBPBXUYYBCTBUTEI-
MOJKOKHATA HOCT, ChpOeX,
THKaH 00puB
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Hapymienus na CIIOHTaHHA
BB3MPOU3BO/IH- epeKIus Ha
TeJIHaTa TIeHUCa
cCUCTEeMa U
rbpJaTa
O6mmm yMopa nepudepeH 0TOK CHHIPOM Ha
HapyIICHUS U OTHEMaHe
edexTH Ha Ha
MSICTOTO Ha JIOTIAMHHOB
MPUIOKECHUE aroHHCT,
BKITFOYBAII
anarus,
6e3moKoiic-
TBO,
JeTpecHs,
ymopa,
U3IIOTSIBaHE
u OoJiKa.
Uzcnensanus MOHW)KaBaHe Ha
TETJI0TO,
BKITFOUUTEITHO
TTOHWKEH aTeTUT
MOBHUIIIaBaHE Ha
TETJIOTO

Ta3u HexxenaHa peakys € HabI0AaBaHa 1Mo BpeMe Ha nocTMapKeTHHTroBust onut. C 95% TouHoCT
KaTeropusiTa o 4eCTOTa € He II0-BUCOKa OT ,,HeUSCTU , HO MOXKe Jja ObJie U II0-HUCKA. TOYHO
M3YMCIIIBAHE HA YECTOTAaTa HE € Bb3MOXKHO, Thi KaTO HeXKeJlaHaTa peakiys He ce € MMosBmIa B 6a3aTta
JaHHU OT KIMHUYHM u3nuTBaHus Ha 1 395 manueHTy cbc CHHIPOM Ha HECHOKOMHUTE Kpaka, JeKyBaHH
C MIPaMHUTIEKCOJI.

Omnucanye Ha U30paHu HEXXEIAHU PEaKIUU

CpHAMBOCT

[IpaMuniexcon ce cBbp3Ba ChC CHHIMBOCT U HEUECTO CE CBBP3Ba C MPEKOMEPHa CHHIMBOCT Npe3 ACHS U
eMU30/1M Ha BHE3AITHO 3aCIUBaHe (BX. CBIIO TOuka 4.4).

Hapymennst Ha nubugoro
[Ipamurekcon Moxke HeuecTo Ja Ob/ie CBbP3aH ¢ HApYIICHHs Ha JIMOUIOTO (TIOBUIICHO TN TIOHWKEHO).

PascTpolicTBa B KOHTpOJIa HA UMIOYJICUTE

[TaTomorn4yHa CKJIOHHOCT KbM Xa3apT, MOBUIIICHO JTHOUI0, XUIIEPCEKCYaTHOCT, KOMITYJICHBHO Xap4YeHEe U
nasapyBaHe, pespKIaHe ¥ KOMITYJICHBHO TPEsHKIaHe MOTaT Jia Ce MOSIBAT MPH MAIlUeHTH, JIEKYBaHH C
JOTTAMMHOBH arOHKMCTH, BKIIounTeaHO IIpamumekcon Teva (Bxk. Touka 4.4).

B peTpocrniekTuBeH CKPHHUHT Ha MPECTaBUTEHA N3BaIKa U TPOYUYBaHEe CITydaii-KOHTPOJIa, BKIFOYBAIIN
3 090 marentu ¢ 6onect Ha Parkinson, 13,6 % OT BCHUYKH MAaIMEHTH MOIOKEHH Ha JOTTAMHHEPT UIHO
JICUCHHE WK HEAONAMUHEPTUIHO JICUCHHEe, MMAT CHMIITOMU Ha HapyIICHUE B KOHTPOJIA HA UMITYJICUTE B
MepUo/ia Ha TIOCIICAHUTE IIeCT Mecena. HabmoaaBanuTe MposiBU BKJIFOUBAT MATOJIOTUYHA CKIIOHHOCT KbM
Xa3apT, MPEKOMepHa CKIOHHOCT KbM Ma3apyBaHe, KOMITYJICHBHO TIpeshKIaHe U HATPAITYUBO CEKCYaTHO
MoBeIcHUE (ITOBUIICHA CEKCYaTHOCT). BB3MOXKHHTE HE3aBUCUMH PUCKOBH (PaKTOPHU 3a pa3CTPOMCTBA B
KOHTPOJIa HA UMITYJICUTE BKIIOYBAT JTOMAMUHEPTUYHO JICUYCHUE U TIO-BUCOKH JTO3M HA JTOTTAMHHEPTHYHO
JIieUeHue, Mmo-Miaaa Bh3pact (< 65 rogunu), 6e30paune u choOIIeHa (haMUIIHA aHAMHE3a 338 CKJIOHHOCT
KBM Xa3aprT.

CuHIpPOM Ha OTHEMaHe Ha JIONIAMUHOB arOHUCT

[Tpn HamassiBaHe WM MTPEKpaTsIBaHe Ha IIpHUeMa Ha IONaMUHOBH arOHUCTH, BKITIOYUTEITHO TPAMHIICKCOIT,
MO’K€ J1a Bb3HHKHAT HEMOTOPHHU HEXXeNaHH peakiyuy. CHMITOMHTE BKIIIOUBAT amnaTHs, O€3MOKONHCTBO,
JIeTIpecHs, yMopa, U3MOTsIBaHe U OoJka (Bxk. Touka 4.4).
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CobpreyHa HeAOCTATHYHOCT

[To BpeMe Ha KIVMHWYHU MPOYYBAHHS U IOCTMAPKETUHTOBHS OITUT € ChoOIIaBaHa ChpJcUHa
HEJOCTATHYHOCT MPH MAIMEHTH ¢ TipaMutiekcoll. [1o BpeMe Ha papMakoenHIeMHOTOTHIHUTE
MPOYYBaHUS, MPUIIOKEHUETO Ha MPAMHUIIEKCOJ € CBBP3aHO C MOBUIIICH PUCK OT ChpJIeYHA HETOCTATHYHOCT
B CPaBHEHHUE C HEIIPUJIAraHETO Ha MpaMuIIeKkco (HabJroJaBaHa cTerneH Ha pucka 1,86; 95 % Cl,
1,21-2,85).

Cpo0111aBaHe Ha MOA03UPAHN HEXKETAHN PEAKITHH
Cp0o011aBaHETO HA MOI03UPAHN HE)KEIAHN PEaKIMU CIIe] pa3pelliaBaHe 3a yrnorpeda Ha JeKapCTBEHHUS

MIPOAYKT € BaKHO. ToBa mo3BosnsBa JAa IpOoabJIKA Ha6J'IIOI[eHI/IeTO Ha CbOTHOIICHUECTO non3a/p1x1c1< 3a
JICKApCTBCHUSA NPOAYKT. OT MEIUITUHCKUTE CIICOUaJINCT CC U3UMCKBA Ja C’BO6H_IaBaT BCsKa MOAO0O3UpaHa
HEXCJIaHa pCaKIUA YpE€3 HallUOHAJIHATa CUCTEMA 3a C’bO6H_IaBaHC, IIOCOYCHA B H[}I/IJIO)KCHI/IC V.

4.9 Ilpeno3upane

Hsima kIMHMYEH ONUT ¢ TEXKU CcIydau Ha npegosupaHe. OuakBaHUTE HEXeaHU PEaKLUM ca Te3H,
CHOTBETCTBALIN Ha (hapMaKOIMHAMHYIHUS MTPOQHIT Ha JOITAMHHOB arOHUCT, BKIIIOYBAIIH TaIeHe,
NOBpBLIaHE, XUIMEKUHE3HUs, XaTIOHHALNN, Bb30yaa 1 xunotonus. He e u3BecTeH aHTUAOT Npu
MpeI03upaHe C JOMaMUHOB aroHucT. [Ipy HanMuue Ha CUMITOMH 32 CTUMYJIMPaHE Ha LIEHTpajIHaTa
HEpBHA CHCTEMa, MOJKE Jla Ce MPIIIoXkKaT HeBponenThuy. I1pyu npexo3upane Moxe a1a ca He0OXO MU
o0IIM NOATBPKAIIM MEPKU B KOMOHWHAIIMS ChC CTOMAIIIHA IPOMUBKA, UHTPABEHO3HU HH(Y3UH, IpUIaraHe
Ha aKTHBEH BBIVIEH U MOHUTOpUpaHe Ha EKI.

5. ®APMAKOJIOTUYHHU CBOMCTBA
51 ®apmakoguHAMUYHM CBOMCTBA

®apmMakoTepaneBTHYHA Tpyna: AHTH-TAPKUHCOHOBH JIEKapCTBa, T0MaMUHOBH aroHucTH, ATC kox:
NO04BCO05.

MexaHn3sM Ha ACHCTBHUE

[Ipamurekcon e JOMaMHUHOB arOHKUCT, KOMTO CE€ CBhP3Ba C BUCOKA CEIEKTUBHOCT U crieupUIHOCT ¢ D2
JIOTIAMUHOBUTE PELICTITOPH, MMa mpedepeHLraneH abuauTeT KbM D3 petienTopute U MMa IbjiHa
MIPUCHINA AKTUBHOCT.

[Mpamunexcon objaekyaBa MOTOPHHS Te(HUIUT IpH Gonect Ha Parkinson mocpeacTBoM cTUMyanus Ha
JONIaMMHOBHTE PELIENITOPU B cTpuaryMa. [IpoyduBaHusiTa Ipy )KMBOTHU ca IIOKa3aJll, Y€ MPaMUIIEKCOI
MHXUOUpa CUHTE3a, 0CBOOOXKIABAHETO M METa0O0IM3Ma Ha JJONIaMHHA.

MexaHU3MBT Ha JeCTBHE HAa MMPAMHUIIEKCOJ KaTo CPEACTBO 3a JIEYCHHE Ha CHHAPOMAa Ha HECTIOKOWHUTE
Kpaka e Hen3BecTeH. HeBpohapMakoIOrHuHN JJOKa3aTeNICTBA MPEIoIaraT M-PBHYHO BKIIIOYBAHE HA
JIOTIaMUHEPruYHaTa CUCTEMA.

dapmakoMHAMUYHE eDEKTH

[Ipu moOpoBoIM € HaONFOIaBaHO T0303aBUCHMO IMOHIKABaHE Ha CEKPEIUATA HA MPOJIAKTHH. B
KIIMHUYHO MTPOYYBaHE ChC 3[[PaBH JOOPOBOIIIH, KBJIETO MPAMHUTIEKCOI TA0IETKH C YIBIIKEHO
0CBOOOXKTaBaHE ca TUTPUHA MO-O0BP30 (Ha BCEKHU 3 THU) OTKOJKOTO Mpenopbhianus 10 3,15 mg
mpaMuIiekcolt 6asa (4,5 mg coir) Ha JieH, ca Ha0JII01aBaHU YBEIHMYHO KPHBHO HAJIATAHE U ChpJCUHA
yecToTa. TakbB €PeKT He € HAOII0IaBaH MPH MPOYYBAHUS C MAI[UCHTH.

Kinununyna edukacHocT u 6e30macHOCT mpu 6oJiect Ha Parkinson

[Ipamumnekcon obieKkyaBa MPU3HAIMTE U CHMIITOMHUTE Ha UaUoNaTHaHa 6osect Ha Parkinson npu
narnuenTy. [Inane6o-KoHTpomupaHy KIMHUYHY Tpoy4YBaHus BKirouBaT okono 1 800 marueHTH che
craauu I-IV mo Hoehr u Yahr, kouto ca nexkyBanu ¢ npamunekcoi. OcBen Te3u, okosio 1 000 B mo-
HaIpeIHAIN CTaJINU ca MOJyYyaBaIHd €HOBPEMEHHO JICBOJIONA U Ca CTPAJAIA OT MOTOPHHU YCIOXKHCHHS.
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EdukacHocTTa Ha IpaMHIIEKCON MPH paHHA U HarpeaHata oonect Ha Parkinson, ce momabpika B
KOHTPOJIMPAHH KJIMHIUYHU U3MUTBAHUS B IPOIBIDKEHUE IPUOITU3UTEIHO HA 6 Mecena. B oTBopeHn
JIOIBTHUTETHA KIIMHUYHU W3MUTBAHUS, IPOIBDKABAIIH [TOBEYE OT 3 TOIUHM, HE ca OTOCIISI3aHH
MIPHU3HAIIM HA HaMaJieHa e()UKaCHOCT.

B xoHTpONMHMpaHO MBOWHO CIIANO KIMHUYHO U3IMHTBAHE C MMPOIBIDKUTEITHOCT 2 TOAWHH, HaJaJTHATA
Tepanus ¢ MPaMUTICKCOJ 3HAYMMO OTJIara Ha4ajloTO Ha MOTOPHHUTE YCJIOKHEHUS M HaMaJlsiBa 4ecToTaTa
UM B CpaBHEHHUE C HadajHa Tepalus ¢ JieBoomna. ToBa oTjarane Ha MOTOPHHUTE YCIOKHEHUS TIPU
paMUIIeKcoll TPsIOBa Jia ce OaaHcupa CIpsiMO MO-TOISIMOTO 1MOI00peHre Ha MOTOpHATa (QYHKIIUS C
neBojona (M3MepeHo upe3 ciennata npoMsHa no UPDRS-ckanara). O6miara 4ecToTa Ha XalONWHAIINY U
CHHIIMBOCT KAaToO IISUI0 € TI0-BUCOKA BB (ha3ara Ha yBeNMYaBaHE Ha J03aTa MU TpyraTa ¢ MPaMHIIEKCOIL.
Brnpeku ToBa, He € UMaJio 3HAYMTEIHA pa3jivKa npe3 nobpikaniara dasa. Te3u qaHHu TpsOBa aa ce
UMaT MPEABH/] TIPY 3alI0YBAHE HA JICUSHHE C TIPaMUTIEKCOJI IIPY MaueHTH ¢ Oorect Ha Parkinson.

HeauatpuyHa monymaius

EBpomneiickata areHIust o JiekapcTBaTa 0CBOOOXK/IaBa OT 33IbJDKEHHETO 32 TPEIOCTaBsIHE Ha
pe3yNITaTUTE OT MPOYYBAHUATA C TPAMHUIIEKCOJI BB BCUUKH MOATPYIH HA TIEIUATPUIHATA TOITYJIAIUS TPU
6onect Ha Parkinson (Bxk. Touka 4.2 3a HH(GOPMAIHSI OTHOCHO yIIOTpeba B MeAHATPHUATA).

Knunnyna eukacHOCT 1 0€30MACHOCT HPY CHHAPOM Ha HECHOKOMHUTE KpaKa

EdukacHocTTa Ha IPaMHUITEKCOI € OIICHEHA B YSTHPH IUIAIc00-KOHTPOIMPAHH KIIMHIUYHU POYYBAHUS
mpu npubau3uteaHo 1 000 manueHTH ¢ yMepeH 10 TSKbK UIHOMATHUCH CHHIPOM Ha HECIIOKOHHHUTE
Kpaka.

[IppBUYHUTE KpaliHU pe3yaTaTy 3a e(hUKACHOCT ca CpeJHaTa pa3jivKa OT Ha4aJHUTEe CTOWHOCTH, U3MEpPEHa
o OleHbyHaTa CKajla Ha CHHApOoMa Ha HecrokorHuTe kpaka (IRLS) u OO0I10To KIMHHUYHO BIIeYaTICHUE
3a nogoopenuero (CGl-1). U 3a nBeTe mbpBUYHU KpailHU TOUKH ca HAOJIIOAaBaHU CTATUCTUYCCKH
3HaYMMH Pa3IMKH B TPYNHUTE Ha mpamunekcon ¢ go3u 0,25 mg, 0,5 mg u 0,75 mg npamuriekcos con B
cpaBHeHue ¢ mranedo. Cien 12 cenMuny Ha JedeHne HadamHuTe croiHoctH 1mo IRLS pesynrar ca
nogo6penu ot 23,5 Ha 14,1 Touku 3a miaunedo u ot 23,4 Ha 9,4 ToukM 3a MpamMuIIeKco (KOMOMHUPAaHU
no3u). Kopurupanara cpenna pasnuka e -4,3 touku (Cl 95 % -6,4; -2,1 Toukn, p< 0,0001). Crenenute Ha
otrosop no CGl-I (momodpena, muoro nogodpena) ca 51,2 % u 72,0 %, chbOTBETHO 3a I11aneto u
npamurekcon (paznuka 20 % CI 95 %: 8,1 %; 31,8 %, p< 0,0005). EduxacHocrTa ¢ HabmoaBana ciex
mepBarta cenMuia Ha gedenue ¢ 0,088 mg 6a3za (0,125 mg coun) Ha neH.

B maie60-KkoHTPOIMPaHO MOJIUCOMHOTPACKO MPOYUBaHEe 3a MEPUO] OT 3 CEAMHIIU IPAMHUIIEKCOJ
3HAYMMO HamalisiBa Oposi Ha MEPUOANYHUTE JBIDKECHUS HA KPAHUIUTE TI0 BpEME Ha MOKOMU B JIETJIO.

Jbarocpounata eUKacHOCT € OIICHEeHa B TIAe00-KOHTPOIMPAHO KIMHUYHO u3nuTBane. Cie
26-cemMUYeH NIEpUOo/I Ha JISYeHNE, ce HAOII0JaBa KOPUTUPAHO CPEAHO HaMaJleHHe Ha OOIIUs CKOpP TI0
IRLS ot 13,7 u 11,1 To4KH, CHOTBETHO B TpyIara, IeKyBaHa ¢ IPaMHUIIEKCOII ¥ Ta3H, JIEKyBaHa C Iaredo,
che cTatuctruecku 3HaunMa (P = 0,008) cpeaHa pasznuka mpu JieueHUeTo oT -2,6. CTenenTta Ha
nopnusaBane 1o CGl-1 - (c u3pazeHo mogobpenue; che CHITHO U3paseHo noaodpenue) € 50,3 % (80 oT159)
u 68,5 % (111 ot 162), chOTBETHO MpH IPYIHTE, JEKyBaHH ¢ Uane6o u npamumnekcon (p = 0,001), koeto
ChOTBETCTBA Ha Opoi, HyxaaemuTe ce ot Jedenne (NNT) nammentu - 6 (95 % Cl: 3,5, 13,4).

leanaTpuyna monynanus

EBpornelickarta areHIus 1o JekapcTBara oTiara 3aJbKEHHETO 3a IPEACTABIHE Ha PE3yATaTUTE OT
IPOYYBaHUSTA C IPAMUIIEKCOJ BB BCUYKH MOATPYIIN Ha IeJUaTpUyHaTa MOIyJIA|sl [IPU CUHAPOM Ha
HECTIOKOWHUTE Kpaka (BK. Touka 4.2 3a uHQopManus OTHOCHO yroTpeda B IeIUaTpHsiTa).

Knnanyna egukacHocT v 6e300acHOCT IPU CHHAPOM Ha Tourette
Eduxacunocrra na npamunekcon (0,0625-0,5 mg Ha aeH) mpu nequaTpuyHy NAlMEHTH Ha BB3pacT OT 6 110
17 rogunu cbe cuHIpoM Ha Tourette e orieHeHa B 6-CeIMUYHO, IBOMHOCIISIO, PaHAOMHU3HPaHO, I1anebo-
KOHTPOJIMPAaHO U3MUTBAHE C MPOMEHINBA 103a. PannoMusupanu ca oomo 63 manuents (43 Ha
npamurekcon, 20 Ha miaie6o). [IbpBryHaTa KpaitHa Touka e npomsiHata Ha Oormmus Tuk ckop (Total Tic
Score (TTS)) mo Ckanara Yale 3a rmobanuara Texxect Ha TrkoBete (Yale Global Tic Severity Scale
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(YGTSY)), B cpaBHEHHE ¢ U3XOAHOTO HIBO. He ¢ ycTaHoBeHa pa3imka MEX Iy IPaMHIICKCOIT U TUT1are0o
KaKTO TI0 OTHOIIICHUE Ha TBPBUYHATA KpaifHa TOYKA, TaKa U 110 OTHOIIICHUE HA HUKOS OT BTOPUYHHTE
KpaifHu ToukH 3a epukacHocT, BKIrountenHo O0mus YGTSS ckop, O0moTo BreyatieHne Ha malueHTa
3a nopoopenue (Patient Global Impression of Improvement (PGI-1)), Knuanunoto 001110 BrieuaTieHue 3a
nomobpenwne (Clinical Global Impression of Improvement (CGI-I)), nimun Knuanaanre o0y BriedaTIICHIS
3a Texxectra Ha 3a0oisaBaneTo (Clinical Global Impressions of Severity of Illness (CGI-S)). Hexenanu
CHOUTHS, BB3HUKHAIU TIPU HAl-MaJIKO 5 % OT MaIMeHTHTe B IpyIaTa Ha IPaAMHIIEKCOJ, U MO-9eCTH IIPH
MAIUCHTUTE JIEKYBaHU C TIPAMHUIIEKCOJI, B CpaBHEHUE C MAIIMEHTUTE Ha Tu1aneo, ca: riaBooonue (27,9 %,
iane6o - 25 %), cernmuBoct (7,0 %, mnanebo — 5,0 %), ragene (18,6 %, ianeoo — 10,0 %), nospriane
(11,6 %, mmane6o — 0,0 %), 6onka B ropHara abgomunanta oodmact (7,0 %, miamne6o — 5,0 %),
opTtocTatuuHa xunotoHus (9,3 %, mianedo — 5,0 %), muanrus (9,3 %, manedo - 5,0 %), HapyuieHus Ha
cbHs (7,0 %, uianebo — 0,0 %), nucnnes (7,0 %, miamne6o — 0,0 %), nHdeknns Ha TOPHUTE AUXATEITHU
meruma (7,0 %, mane6o — 5,0 %). Apyru 3HaYMMHU HEeXXETIaHU CHOUTHS, BOJICIIN JIO TPEKhCBaHE Ha
JICYCHUETO NPH MAIMCHTUTE, MIPUEMAIIH IPAMHIIEKCOJ, Ca ChCTOSHUE Ha 00BPKAaHOCT, CMYIICHUS B
roBOpa ¥ BJIOIIABAHE HA ChCTOSHHUETO (BXK. Touka 4.2).

5.2 dapMaKoKHHETHYHH CBOHCTBA

AOcoporus
[Ipamumnexcosn ce pe3opOupa 6bp30 1 eHUKACHO CIIC IIEPOPATHO IPUIIOKEeHHE. AOCOIIOTHATA

OMOHAMMYHOCT € 1mo-Brucoka oT 90 %, a MakcumarnHaTa IIa3MeHa KOHIIEHTPAIHs ce JOCTHra Mexay 1 u

3 yaca. EqTHOBpeMEHHOTO mpuiiaraHe ¢ XpaHa He HaMmassiBa CTEIeHTa Ha aOCOpOIHsI Ha PAMUTIEKCOJ, HO
HaMaJIsBa HeliHaTa ckopocT. [IpaMuriekcol mokas3Ba JIMHEHHA KMHETUKA U MAJIKU Pa3JIn4Ms B TUIA3MCHHUTE
KOHIICHTPAIIVH [TPH PA3IMYHUTE TTAIIUCHTH.

PasnpeneneHue
CBBp3BaHETO HA MPAMUTICKCOJ C IUIa3MEHHUTE IPOTSHHU TpU X0opa € MHOro HUcko (< 20 %), a 00eMbT Ha

pasnpenencuue e roysiM (400 1). ITpu murbxoBe ca HaOJr01aBaHU BUCOKH KOHIICHTPAIMH B MO3bUHATA
ThKaH (OKOJIO 8 THTH TIO-BUCOKH OT TE3H B TJIa3Mara).

BuorpanchopMmarus
IIpamunexcon ce MeTaboaM3Mpa B HUCKA CTENEH MPH X0Pa.

Enumunupane
brOpeunaTa ekckperus Ha HEMPOMEHEH MPaMUTIEKCOJT € OCHOBHUAT HAYWH HA SIMMUHUPAHE.

[Mpu6musurenno 90 % ot “C-mapkupanaTa 103a ce eKCKpeTupa npe3 6b0penuTe, J0KaTO MO-MaIKO OT
2 % ce ycTaHoBsiBa BbB (ekanmute. OOIMUAT KIUPHHC Ha TpaMuUIiekcolt ¢ okono 500 ml/min, a
0b0peuHuAT KIMpbHC € npubdau3uTenHo 400 ml/min. EnTuMHUHAIIMOHHUAT TOTY>KUBOT (t)2) Bapupa oT
8 waca npu miaau 10 12 yaca npu ManueHTH B CTapyecKka Bb3pacT.

5.3 IlpeakJIuHUYHYU TaHHH 32 0€30MACHOCT

M3nuTBaHmATa 32 TOKCHYHOCT MPH MHOTOKPATHO TPHIIaraHe ca MOoKa3alld, Y€ MPaMHUIIEKCOJ BIIHsIE TIaBHO
BBpXy (pyHkiuuTe Ha LIHC 1 skeHCKaTa penpoIyKTHBHA CHCTEMA, U BEPOSTHO CE IBJDKAT Ha TBBPAC
CWIeH (hapMaKkoJuHaMHU4YCH e(DEKT HA TPAMUTICKCOJ.

[TonwmkxaBaHe Ha TUACTOJIHOTO M CUCTOJTHOTO apTEPUAITHO HAJISTAHE, U ChpJIeYHaTa YeCTOTa ca 3a0emsi3aHu
MIPU MUHU TPACceHIIa, a MPU MaiMyHH € OTOeIsI3aHa TeHISHIH 32 XUTIOTOHWYEH e(PeKT.

[loTennmananTe epexTH Ha IPAMHUTIEKCOI BBPXY PEIPOAYKTHBHATA (DYHKIHS Ca TPOYYBAHH MTPH TUTHXOBE
u 3aiiiu. U npu aBara BUja )KUBOTHU PAMUIIEKCOJT HE € TIOKa3aJl TepaTOTeHEeH e(heKT, HO €
eMOPUOTOKCUYCH NIPH TUTHXOBE B JIO3U TOKCHYHH 3a Maiikara. [lopaau mogbopa Ha BU/a )KUBOTHH U
OTPaHMYCHUTE U3IUTBAHU MaPaMETPH, HEKEIAHUTE PEAKIIMH Ha TIPAMHUIICKCOI BbPXY OPEMEHHOCTTA U
MBXKKHS PEPTUINTET HE Ca HAITBITHO M3SICHEHH.
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HabmronaBanu ca 3a0aBsiHe B CEKCYATHOTO pa3BUTHE (HAIP. OTACISHE Ha MpEMylnyMa U OTBapsiHE Ha
BarMHaTa) MpH ILTHXOBE.

[Ipamurnekcon He € reHOTOKCHYEeH. [Ipy U3NUTBaHUS 32 KaHIIEPOT'€HHOCT, MBKKH TUThXOBE Pa3BUBAT
XUTIEpIUIa3us Ha KieTkuTe Ha Leydig u aneHoMu, KoeTo ce o0sSCHSIBa ¢ HHXUOUpAITus eeKT Ha
MPaMUIIEKCOJ BbpXY MposiakTUHA. Ta3n HaxojKa HiMa KIIMHHYHO 3HAYCHHE 110 OTHOIIICHHE Ha
ynotpebata nmpu Mbxe. ChIIOTO MPOyYBaHe MOKa3Ba u 4e B 031 OoT 12 mg/kg (cour) 1 mo-BHCOKH OT THIX,
MIPAMHUIIEKCOJI C€ CBBP3Ba C JIETCHepallysl Ha peTUHATa IIPH TUThX0BE aiOnHocu. Ta3u HaXxojKa He ce

cpfciia npu MUrMeHTUpaHu IMiIbX0BE, HUTO IIPU 2-FOHI/IHIHI/I MHIIKHA aJ'I6I/IHOCI/I, KaKTO U IIpU HUTO €IUH OT
APYTUTC U3CJIICIBAHU BUIOBC.

6. DODAPMAIIEBTUYHHU JAHHU
6.1 Cuoucbk HAa NIOMOIIHHUTE BEIIECTBA
ManuTon

MukpokpucTaiHa 1eiyno3a

HatpueB HumiecTeH riaukoaaT

TloBumon K 25

MarunesueB cTeapat

Harpues crepundymapar

Kononngen cunumues JUOKCH

6.2 HecbBMeCTHMOCTH
Henpunoxumo

6.3 Cpok Ha rogHoCT

2 TOMHU

6.4 CrhenuaJHM ycJI0BHUS HA CbXpaHeHUe

Ha ce cbxpansBa mox 25 C.
[a ce cbxpaHsiBa B OpUTrMHANIHATA ONAKOBKA, 3a J1a C€ Mpe/a3u OT CBETJIMHA U BJlara.

6.5 Buawu cbabpkaHue Ha ONAKOBKATA

AnyMuHUH/anyMuHuAN OIHCTEpU
Bumgose omakosku: 30,30 x 1,50 x 1, 100 X 1 1 100 TabneTkn

[HommernnenoB konteitHep 3a Tabnerku ¢ CRC monumponuinenosa kanauka. By onakoska: 90 TabneTky.
He Bcuuku BUIOBE ONAaKOBKM Morat Aa ObAaT IMyCHATH B Ipojaaxoa.
6.6 ChenuaJHu npeanasHu MEPKH NPH U3XBHPJIsIHE

Hsama crienuanan H3NCKBaHMS.

7. INPUTEXATEJI HA PASPEIIEHUETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5, 2031GA Haarlem
Hunepnannus
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8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

IIpamunekcon Teva 0,088 mg Ta0aeTKH
EU/1/08/490/001
EU/1/08/490/002
EU/1/08/490/003
EU/1/08/490/004
EU/1/08/490/017
EU/1/08/490/018

IIpamunekcon Teva 0,18 mg Ta0aeTKH
EU/1/08/490/005
EU/1/08/490/006
EU/1/08/490/007
EU/1/08/490/008
EU/1/08/490/019
EU/1/08/490/020

IIpamunexkcon Teva 0,35 mg TabaeTku
EU/1/08/490/009
EU/1/08/490/010
EU/1/08/490/011
EU/1/08/490/012
EU/1/08/490/021
EU/1/08/490/022

IIpamunekcon Teva 0,7 mg TabieTKu
EU/1/08/490/013
EU/1/08/490/014
EU/1/08/490/015
EU/1/08/490/016
EU/1/08/490/023
EU/1/08/490/024

9. JATA HA IT'bPBO PA3PEINABAHE/IIOJJHOBSIBAHE HA PASPELLIEHUETO 3A
YIIOTPEBA

[laTta Ha mbpBO pa3pemaBane: 18 nexemspu 2008
[Hata Ha nocneano noanoBsasaxe: 20 asryct 2013

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

IMoapoOHa uHbopMalus 3a TO3H JEKAPCTBEH MPOIYKT € MPeI0CTaBeHa Ha yebcaiiTa Ha EBpornelickaTta
areHIus o JiekapcTeata https://www.ema.europa.eu.
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INPUJIOKEHHUE 11

MMPOU3BOUTEJI(A), OTTOBOPEH(HH) 3A
OCBOBOJK/IABAHE HA IAPTU/IN

YCJIOBUA NJIN OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYT'U YCJOBUA U UBUCKBAHUSA HA PASPEHIEHUETO
3A YIIOTPEBA

YCJIOBUA NJIN OTPAHUYABAHE HA BE3OITACHA U
EDOEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUA ITPOAYKT

18



A.  NIPOU3BOIUTEJI(M), OTTOBOPEH(HHN) 3A OCBOBOX/JIABAHE HA ITAPTU/IU

Hme n agpecC Ha HDOI/IBBOI[I/ITCJ'IH(I/ITC), OTFOBODCH(HI/I) 3a 0CB060)K)_'[aBaHe Ha MapTHuauTe

Teva Pharmaceutical Works Co. Ltd.
Pallagi Street 13

H-4042 Debrecen

YHrapus

Pharmachemie B.V.
Swensweg 5,
Postbus 552,

2003 RN Haarlem
Hunepnannus

Teva Czech Industries s.r.o
Ostravska 29, c.p. 305

747 70 Opava-Komarov
Yemka pemyOmka

Merckle GmbH
Ludwig-Merckle-Stralie 3
89143 Blaubeuren
I'epmanus

Balkanpharma Dupnitsa AD
3 Samokovsko Shosse Str.,
Dupnitsa 2600,

beirapus

[leyaTHaTa TMCTOBKA HA JIEKAPCTBEHUS IPOLYKT TPsOBaA Ja ChIbp)Ka HIMETO U aapeca Ha MPOU3BOIUTEIL,
OTIOBOPEH 32 0CBOOOKAABaHETO HAa ChOTBETHATA MAPTUAA.

b. YCJI0OBUA NN OI'PAHUYEHUA 3A TOCTABKA U YIIOTPEBA

JlexapCTBEHUSAT MIPOLYKT CE OTIIyCKa I10 JEKAPCKO HPEAIUCAHUE.

B. JPYI'U YCJIOBUA U U3BUCKBAHUS HA PASPEHIEHUETO 3A YIIOTPEBA
. Ilepuoauynm akTyaJausupanm aoxkiaaam 3a oezonacHoct (ITAIB)

KbM MOMeHTa Ha u3/1aBaHe Ha pa3pelIeHUeTo 3a ynorpeda He ce u3nucksa nojgasane Ha [TAJIb 3a To3n
JIeKapcTBeH NpoaykT. [IpuTexatensar Ha pa3pemieHuero 3a ynorpeba (ITPY), obaue, Tpsdsa na [TAJIb 3a
TO3H JIEKapCTBEH MPOIYKT, aKO MPOAYKTHT € BKIIIOUEH B CIIUCHKA C peepeHTHUTE AaTH Ha EBponeiickus
cpio3 (EURD crmmcsk), mpeasuaes B wi. 1078, an. 7 ot Hupextusa 2001/83/EO n myOnukyBaH Ha
eBpOIeHCcKus yeOropTai 3a JIeKapcTBa.

. YCJI0BUs Ui OIr'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA HA
JIEKAPCTBEHUSA TPOAYKT
. Ilinan 3a ynpasJjeHue Ha pucka (ITYP)

Henpunoxumo
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IPUJIOKEHHUE III

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHH, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

Kapronena kytus - [Ipamunekcos Teva 0,088 mg Tadnerkn

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

[Ipamunexcon Teva 0,088 mg TabneTku
IPaMUIIEKCOJI

2. OBSBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bcsika Tabnerka cpabpika 0,125 mg mpaMHUIIEKCOIOB TUXHAPOXIOPHI MOHOXHIPAT, CKBUBAJICHTEH HA
0,088 mg mpamwumekco.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Tabnerkn

baucrepu:

30 TabnaeTkn

50 x 1 TabmeTku
100 TabneTkn

30 x 1 TabmeTku
100 x 1 TabaeTkn

KonTteitnep 3a Ta0NeTKH:
90 TabneTku

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEK/JIAHE

HepOpaHHO IMPUIIOKCHUC. Hpe,I[I/I yrIOTpe6a MMPOYCTCTC JIUCTOBKATA.

6. CIIEIIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT NPOAYKT TPABBA 1A
CE CBbXPAHSABA HA MSACTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA JEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JCIaA.

‘ 7. JAPYI'U CHEHUAJIHM ITPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

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

Ja ce cpxpansia nmox 25 °C.
Jla ce chxpaHsiBa B OpUTHHAIHATA OTIAKOBKA, 32 J1a CE MPENa3y OT CBETIIMHA U BJIara.

10. CHELMUAJIHU NPEAITA3ZHU MEPKU ITPU U3XBBHPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JJEKAPCTBEHUTE INPOAYKTHU NWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHBA

11. HUME U AJIPEC HA IPUTEXATEJIA HA PABPEHIEHUETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5, 2031GA Haarlem
Hunepnannus

12.  HOMEP(A) HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/08/490/001
EU/1/08/490/002
EU/1/08/490/003
EU/1/08/490/004
EU/1/08/490/017
EU/1/08/490/018

13. MNAPTHJAEH HOMEP

ITaptunen Ne

‘ 14. HAYHMH HA OTITYCKAHE

‘ 15. YKA3AHWUS 3A YIIOTPEBA

‘ 16. HWH®OPMAIIAA HA BPAJIOBA A3BYKA

IIpamunexcon Teva 0,088 mg

‘ 17.  YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJI ¢ BKIIIOYCH YHUKAICH HICHTH(UKATOD
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18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMMYM JAHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE U JIEHTUTE

Bamncrep - llpamunekcos Teva 0,088 mg Tadnerkn

| 1. NME HA JIEKAPCTBEHUA TPOAYKT

IIpamumiekcon Teva 0,088 mg TabieTku
PaMUTIEKCOJT

| 2. HNME HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Teva B.V.

| 3. JATA HA U3THNYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

| 4. IHHAPTUJAEH HOMEP

TTapTt.Ne

|5.  JPYIO
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JAHHHU, KOUTO TPABBA JA CBbABPKA ETUKETA

CamosasenBain ce xaprueH etuker-Ilpamunexcoa Teva 0,088 mg TadneTkn

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

[Ipamunexcon Teva 0,088 mg TabneTku
MIPaMHUIIEKCOJT

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcsika Tabnerka cpabpika 0,125 mg mpaMHUIIEKCOIOB TUXUAPOXIOPHI MOHOXHIPAT, CKBUBAJICHTEH HA
0,088 mg mpamwumekco.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

Tabnerkn

90 TabneTkn

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEK/IAHE

ITepopanao nmpunoxenue. [Ipenu ymorpeda mpoyeTeTe TUCTOBKATA.

6. CIHIEHUAJIHO NPEAYHPEXJIEHUE, YE JEKAPCTBEHUAT ITPOAYKT TPABBA JA
CE CbXPAHSBA HA MACTO JAJIEYE OT IIOI'VIEJA U TOCEI'A HA JEITA

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

‘ 7. APYI'U CHEIIUAJIHU TPEAYIPEXJIEHUS, AKO E HEOBXOAUMO

‘ 8. JATA HA U3TUYAHE CPOKA HA I'OJHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cexpansea mox 25 °C.
Jla ce chxpaHsiBa B OpUTHHAIHATA ONIAKOBKA, 3a JIa C€ MPEe/a3u OT CBETIIMHA U BJara.
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10. CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJIISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

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

Teva B.V.
Swensweg 5, 2031GA Haarlem
Hunepnannus

12. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/490/004

13. INAPTUJAEH HOMEP

ITaptunen Ne

‘ 14. HAYYH HA OTITYCKAHE

‘ 15. YKA3AHUSA 3A YIIOTPEBA

‘ 16. HWHOPMAIIMS HA BPAMJIOBA A3BYKA

‘ 17.  YHUKAJIEH WAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

‘ 18. YHUKAJIEH WIEHTUH®UKATOP — JAHHU 3A YETEHE OT XOPA
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JAHHH, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

Kapronena kytus - [Ipamunekcos Teva 0,18 mg tadiaeTkn

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

[Ipamunexcon Teva 0,18 mg Tabnerkn
IPaMUIIEKCOJI

2. OBSBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bcsika Tabnerka chappika 0,25 mg MpaMHUIIEKCOIOB AUXUAPOXIOPHT MOHOXHIPAT EKBUBAJICHTCH Ha
0,18 mg npaMumnexcos

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

baucrepu:

30 rabieTku

50 x 1 TabmeTku
100 TabneTkn

30 x 1 rabmeTku
100 x 1 TabaeTkn

Konretinep 3a TabneTKu:
90 TabneTKu

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBE/K/IAHE

ITepopanao nmpunoxenue. [Ipenu ymorpebda mpoyeTeTe TUCTOBKATA.

6. CIHIEHUAJIHO NPEAYHPEXJIEHUE, UYE JEKAPCTBEHUAT INPOAYKT TPABBA JA
CE CbXPAHSBA HA MACTO JAJIEYE OT IIOI'VIEJA U TOCEI'A HA JEITA

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

‘ 7. APYI'U CHEHUAJIHM IIPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA I'OJHOCT

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

[a ce cexpansipa nox 25 °C.
Jla ce cbXpaHsiBa B OpUTMHAIHATA OMAKOBKA, 3a J1a Ce MPEe/a3n OT CBETIMHA U BJiara.

10. CIHEIMAJIHU NPEAITA3HU MEPKHU ITPU NU3XBBPJISHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHBA

11. NUME U AIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5, 2031GA Haarlem
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/490/005
EU/1/08/490/006
EU/1/08/490/007
EU/1/08/490/008
EU/1/08/490/019
EU/1/08/490/020

13. ITAPTUJIEH HOMEP

[Taptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMUSA 3A YIIOTPEBA

‘ 16. UH®OPMAILIMS HA BPAHJIOBA A3BYKA

IIpamuriexcon Teva 0,18 mg

‘ 17.  YHUKAJIEH WAEHTUH®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJI ¢ BKIIIOUYCH YHUKAICH HICHTU(UKATOD

‘ 18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMMYM JAHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE U JIEHTUTE

Bamcrep - llpamunexcoa Teva 0,18 mg TabaeTkn

| 1. NME HA JIEKAPCTBEHUA TPOAYKT

IIpamumiekcon Teva 0,18 mg TabneTkn
PaMUTIEKCOJT

| 2. HNME HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Teva B.V.

| 3. JATA HA U3THNYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

| 4. IHHAPTUJAEH HOMEP

TTapTt.Ne

|5.  JPYIO
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JAHHHU, KOUTO TPABBA JA CBbABPKA ETUKETA

CamosasenBain ce xapTueH etuker-Ilpamunexcoa Teva 0,18 mg Tabiaerkn

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

[Ipamunexcon Teva 0,18 mg Tabnerkn
MIPaMHUIIEKCOJT

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika TabnyTka chabpxa 0,25 mg mpaMUIIeKCOIOB TUXUAPOXIOPHI MOHOXHIPAT, CKBUBAICHTEH HA
0,18 mg npamMumexcoJ.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

Tabnerkn

90 TabieTkn

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEK/IAHE

ITepopanao nmpunoxenue. [Ipenu ymorpebda mpoyeTeTe TUCTOBKATA.

6. CIHIEHUAJIHO NPEAYHPEXJIEHUE, YE JEKAPCTBEHUAT ITPOAYKT TPABBA JA
CE CbXPAHSBA HA MACTO JAJIEYE OT IIOI'VIEJA U TOCEI'A HA JEITA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIPEXJIEHUS, AKO E HEOBXOAUMO

‘ 8. JATA HA U3THYAHE CPOKA HA I'OJJHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cexpansea mox 25 °C.
Jla ce chXpaHsiBa B OpUTMHAIHATA OMAKOBKA, 3a J1a C€ MPE/a3n OT CBETIMHA U BJiara.
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10.

CIHEHUAJIHU TPEAITAZHA MEPKU ITPU U3XBBPJIISIHE HA HEU3ITOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11.

UME U AJIPEC HA ITIPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5, 2031GA Haarlem
Hunepnannus

12.

HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/08/490/008

13.

INAPTUJAEH HOMEP

ITaptunen Ne

| 14,

HAYYH HA OTITYCKAHE

| 15,

YKA3AHUSA 3A YIIOTPEBA

HWHOPMAIIMS HA BPAMJIOBA A3BYKA

YHUKAJIEH HAEHTU®UKATOP — IBYU3MEPEH BAPKO/|

YHUKAJIEH WAEHTU®UKATOP — TAHHU 3A YETEHE OT XOPA
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JAHHHU, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

Kapronena kytus - [Ipamunekcos Teva 0,35 mg tadiaeTkn

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

[Ipamunexcon Teva 0,35 mg Tabnerkn
IPaMUIIEKCOJI

2. OBSBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bcsika Tabnetka chappika 0,5 mg npaMHUIICKCOIOB AUXUAPOXIOPUIT MOHOXHUIPAT, CKBHBAJICHTEH Ha
0,35 mg npamMunexcoJ.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Tabnerkn

baucrepu:

30 TabnaeTkn

50 x 1 TabmeTku
100 TabneTkn

30 x 1 TabmeTku
100 x 1 TabaeTkn

KonTteitnep 3a Ta0NeTKH:
90 TabneTku

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIMA) HA BBBEK/JIAHE

HepOpaHHO IMPUIIOKCHUC. Hpe,I[I/I yrIOTpe6a MMPOYCTCTC JIUCTOBKATA.

6. CIIEIIMAJIHO NPEAYHPEXKJIEHUME, YE JTEKAPCTBEHUAT NPOAYKT TPABBA 1A
CE CBbXPAHSABA HA MSACTO JAJIEYE OT IIOI'VIEJA U JOCEI'A HA JEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICa.

‘ 7. JAPYI'U CHEHUAJIHM ITPEAYIIPEXXKIEHUA, AKO E HEOBXOJUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIHHEHHUAJIHU YCJIOBUSI HA CbXPAHEHUE

[a ce cexpansipa nox 25 °C.
Jla ce cbXpaHsiBa B OpUTHHAIHATA ONAKOBKA, 3a JIa Ce MPEe/a3u OT CBETINHA U BJara.

10. CIHEIMAJIHU NPEAITA3HU MEPKHU ITPU NU3XBBPJISHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHBA

11. NUME U AIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5, 2031GA Haarlem
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/490/009
EU/1/08/490/010
EU/1/08/490/011
EU/1/08/490/012
EU/1/08/490/021
EU/1/08/490/022

13. ITAPTUJIEH HOMEP

[Taptunen Ne

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. WH®OPMAIINS HA BPAHJIOBA A3BYKA

IIpamunexcon Teva 0,35 mg

‘ 17.  YHUKAJIEH UIEHTUH®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoJl C BKIIFOUEH YHUKAJICH UICHTU(DHUKATOD

‘ 18. YHUKAJIEH WIAEHTU®UKATOP — JAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMMYM JAHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE U JIEHTUTE

Bamcrep - llpamunexcoa Teva 0,35 mg TabjaeTkn

| 1. NME HA JIEKAPCTBEHUA TPOAYKT

IIpamumiekcon Teva 0,35 mg TabneTkn
PaMUTIEKCOJT

| 2. HNME HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Teva B.V.

| 3. JATA HA U3THNYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

| 4. IHHAPTUJAEH HOMEP

TTapTt.Ne

|5.  JPYIO
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JAHHHU, KOUTO TPABBA JA CBbABPKA ETUKETA

CamosasienBain ce xapTueH etuker-Ilpamunexcoa Teva 0,35 mg TabjaeTkn

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

[Ipamunexcon Teva 0,35 mg Tabnerkn
MIPaMHUIIEKCOJT

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcsika Tabnerka cbappika, 0,5 mg npaMuneKcoaoB JTUXHIPOXIOPH] MOHOXHIPAT, EKBUBAJICHTCH Ha
0,35 mg npamMunexcoJ.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

Tabnerkn

90 TabneTkn

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEK/IAHE

ITepopanao nmpunoxenue. [Ipenu ymorpeda mpoyeTeTe TUCTOBKATA.

6. CIHIEHUAJIHO NPEAYHPEXJIEHUE, YE JEKAPCTBEHUAT ITPOAYKT TPABBA JA
CE CbXPAHSBA HA MACTO JAJIEYE OT IIOI'VIEJA U TOCEI'A HA JEITA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIPEXJIEHUS, AKO E HEOBXOAUMO

‘ 8. JATA HA U3TUYAHE CPOKA HA I'OJHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cexpansea mox 25 °C.
Jla ce chxpaHsiBa B OpUTHHAIHATA ONIAKOBKA, 3a JIa C€ MPEe/a3u OT CBETIINHA U BJara.
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10.

CIIEHUAJIHU ITPEAITA3HUA MEPKU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAIBYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKNBA

11.

UME U AJIPEC HA ITPUTEXATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5, 2031GA Haarlem
Hunepnannus

12.

HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/490/012

13.

INAPTUJAEH HOMEP

ITaptunen Ne

| 14,

HAYYH HA OTITYCKAHE

| 15,

YKA3AHUSA 3A YIIOTPEBA

Henpunoxumo

| 16

HUHOPMAIIMS HA BPAIMJIOBA A3BYKA

| 17.

YHUKAJIEH HAEHTUOUKATOP — JIBYU3MEPEH BAPKO/]

| 18.

YHUKAJIEH UAEHTUOUKATOP — IAHHHU 3A YETEHE OT XOPA
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JAHHH, KOUTO TPABBA JA CBbABPKA BTOPUYHATA OITAKOBKA

Kapronena kyrus - llpamunekcos Teva 0,7 mg TadneTkn

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

[Ipamunexcon Teva 0,7 mg TabneTku
PaMHTIEKCOIT

2. OBSBSIBAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bcesika Tabnerka cpabppika, 1 mg npaMuIeKkcoiaoB JUXUAPOXIOPHI MOHOXUAPAT, eKBuBasieHTeH Ha 0,7 mg
MIPaMHUTIEKCOIL.

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJHA OITAKOBKA

baucrepu:

30 rabreTku

50 x 1 TabmeTku
100 TabneTkn

30 x 1 TabmeTku
100 x 1 TabneTKn

Konretinep 3a TabneTku:
90 TabneTkH

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBE/K/IAHE

ITepopanuo nmpunoxenue. [Ipenu ymorpeda mpodyeTeTe TUCTOBKATA.

6. CIHEHUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT INPOAYKT TPABBA JA
CE CbXPAHSBA HA MACTO JAJIEYE OT IIOI'VIEJA U TOCEI'A HA JEITA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a JICIaA.

‘ 7. APYI'U CHEIIUAJIHU NPEAYIPEXJIEHUS, AKO E HEOBXOANMO

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

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

[a ce cpxpansiBa moxa 25 ° C.
Jla ce chXpaHsiBa B OpUTMHAIHATA OMAKOBKA, 3a J1a Ce MPEe/a3n OT CBETIMHA U BJiara.

10. CIHEIMAJIHU NPEAITA3HU MEPKHU ITPU NU3XBBPJISHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHBA

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

Teva B.V.
Swensweg 5, 2031GA Haarlem
Hunepnannus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/490/013
EU/1/08/490/014
EU/1/08/490/015
EU/1/08/490/016
EU/1/08/490/023
EU/1/08/490/024

13. ITAPTUJIEH HOMEP

[Taptunen Ne

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMUSA 3A YIIOTPEBA

Henpunoxxumo

16. WH®OPMAIINS HA BPAHJIOBA A3BYKA

[Ipamunexcon Teva 0,7 mg

‘ 17.  YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJI ¢ BKIIIOYCH YHUKAICH HICHTH(UKATOD
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18. YHUKAJIEH WAEHTU®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHUMMYM JAHHU, KOUTO TPABBA JA CbABPXKAT BJIMCTEPUTE U JIEHTUTE

Bancrep - llpamunexcos Teva 0,7 mg TadneTkn

| 1. NME HA JIEKAPCTBEHUA TPOAYKT

IIpamumiekcon Teva 0,7 mg TabmeTkn
PaMUTIEKCOJT

| 2. HNME HA ITPUTEKATEJIA HA PASPEIIEHUETO 3A YIIOTPEBA

Teva B.V.

| 3. JATA HA U3THNYAHE HA CPOKA HA I'OJHOCT

T'onen mo:

| 4. IHHAPTUJAEH HOMEP

TTapTt.Ne

|5.  JPYIO

Henpunoxxumo
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JAHHHU, KOUTO TPABBA JA CBbABP/KA ETUKETA

CamosasenBam ce xapTueH etuker-Ilpamunexcos Teva 0,7 mg TadneTkn

‘ 1. HUME HA JIEKAPCTBEHMUSA ITPOAYKT

[Ipamunexcon Teva 0,7 mg TabneTku
MIPAMHUIIEKCOJT

2. OBABABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika Tabnerka cpabppika, 1 mg npaMHUIeKcoiaoB JUXUAPOXIOPH MOHOXUAPAT, eKBUBasieHTeH Ha 0,7 mg
MIPAMHUTIEKCOJT

‘ 3. CIIMCBK HA TIOMOIIHUTE BEHIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

Tabnerkn

90 TabneTkn

5. HAYYH HA ITPUJIOKEHUE U ITbT(MIIA) HA BBBEK/IAHE

ITepopanao nmpunoxenue. [Ipenu ymorpebda mpoyeTeTe TUCTOBKATA.

6. CIHIEHUAJIHO NPEAYHPEXJIEHUE, YE JEKAPCTBEHUAT ITPOAYKT TPABBA JA
CE CbXPAHSBA HA MACTO JAJIEYE OT IIOI'VIEJA U TOCEI'A HA JEITA

I[a CC CbXpaHsiBa Ha MACTO, HCAOCTHITHO 3a ACHA.

‘ 7. APYI'U CHEIIUAJIHU TPEAYIPEXJIEHUS, AKO E HEOBXOAUMO

‘ 8. JATA HA U3THYAHE CPOKA HA I'OJJHOCT

T'onen mo:

‘ 9. CIIEIIMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cexpansea mox 25 °C.
Jla ce chXpaHsiBa B OpUTMHAIHATA OMAKOBKA, 3a J1a C€ MPE/a3n OT CBETIMHA U BJiara.
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10.

CIIEHUAJIHU ITPEAITA3HUA MEPKU ITPU U3XBBPJISIHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKNBA

11.

HUME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Teva B.V.
Swensweg 5, 2031GA Haarlem
Hunepnannus

12.

HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/08/490/016

13.

INAPTUJAEH HOMEP

ITaptunen Ne

| 14,

HAYYH HA OTITYCKAHE

| 15,

YKA3AHUSA 3A YIIOTPEBA

Henpunoxumo

| 16

HUHOPMAIIMS HA BPAIMJIOBA A3BYKA

| 17.

YHUKAJIEH HAEHTUOUKATOP — JIBYU3MEPEH BAPKO/]

| 18.

YHUKAJIEH UAEHTUOUKATOP — IAHHHU 3A YETEHE OT XOPA
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Bb. JHUCTOBKA
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JlncroBka: undopmanusi 3a NoTpeduTeNA

IIpamunekcoa Teva 0,088 mg TadaeTku
IIpamunexcoa Teva 0,18 mg TadneTkn
IIpamunexcoa Teva 0,35 mg TadneTkn
IIpamunekcoua Teva 0,7 mg TadaeTkn

npamutniekcon (Pramipexole)

IIpouyeTeTe BHUMATEIHO LAJIATa JUCTOBKA, MPeIH a 3aMl04YHeTe 1a MpUeMaTe TOBA JIEKapCTBO, Thii

KaTo TA ChAbpika BaxkHa 3a Bac ungopmanmus.

- 3amazere Ta3u IUCTOBKA. MOJKe /1a Ce HAJIOKH J1a 5 POYETeTe OTHOBO.

- AKO UMaTe HIKaKBH JIOTBJIHUTEITHHA BBIIPOCH, onuTaiiTe Bamus iekap wiu gapmarieBT.

- ToBa nekapcTBO € mpeanucano JInYHo Ha Bac. He ro mpeoTcrhBaiite Ha Apyru xopa. To Moxe na
UM HaBpEJIM, HE3aBUCUMO, Y€ MPU3HAIMTE Ha TAXHOTO 3a00JIABaHe ca ChIUTE KaTo Bammwre.

- AKO TIOITyuHnTe HAKAKBU HEXKEIAaHWUTE peakilny, yBepomere Bamus ekap wiu gapmaresT. Tosa
BKJIIOYBA M BCHYKH BH3MOKHU HEXKETaHU PEeaKINY, HEOMICAH! B Ta3H JIMCTOBKa. BikTe Touka 4.

Kakso ChAbpPiKa Ta3u JIMCTOBKa

Kaxgo npencrasnssa [Ipamunekcon Teva u 3a KakBo ce U3M0I3Ba
Kaxso Tps6Ba na 3Haere, npeau na npuemere [Ipamumnexcon Teva
Kaxk na npuemare Ilpamunexcon Teva

Bb3MoXHN HEeXeNaHu peakuu

Kak na cexpanssare [Ipamunexcon Teva

CpbabpkaHue Ha OTIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

o0k wh e

1. Kakso npeancrasasipa Ilpamunexkcon Teva u 3a KakBo ce M3110JI3Ba

IIpamunekcon Teva cbIbpaa aKTUBHOTO BEIIECTBO MPAMHUIIEKCO U MTPUHAJIEKH KbM IpyTara
JIEKapcTBa, U3BECTHH KaTo IOMaMUHOBU arOHUCTH, KOUTO CTUMYJIMPAT IONIAMUHOBHUTE PELIETITOPU B
Mo3bka. CTUMynanyaTa Ha JOMIaMHUHOBUTE PELENITOPH YCKOPSIBA HEPBHUTE UMITYJICH B MO3bKa, KOETO
MOJITOMara KOHTPOJIIMPAHETO Ha JBMKEHUATA HA TSIIOTO.

ITpamunexcon Teva ce n3nonsaa 3a:

. JieueHre Ha CUMIITOMUTE Ha MbpBUYHA OoiecT Ha [lapkuHCOH npu BB3pacTHU. MoXe aa ce
U3I0JI3Ba CAMOCTOSITEIIHO MM B KOMOUHALMS C JIEBOJIOMA (APYTO JIEKapCTBO 3a JICUCHHE Ha
6onectra Ha [lapkuHCOH).

o JIeYeHUE HA yMEPEH J0 TEKBK IbPBUYEH CHHIPOM Ha HECIIOKOWHH KpaKa IPH Bb3PACTHH.

2. Kakso Tps0Ba n1a 3Haete, npeau Aa npuemete [Ipamunexcon Teva

He npuemaiite Ilpamunexcos Teva
. aKo CTe aJIePTUYHH KbM MIPAMHUTIEKCOIT MIIM KbM HSIKOSI OT OCTaHAJINTE ChCTaBKH HA TOBA JIEKAPCTBO
(u36poeHwm B TouKa 6).

IpenynpesxneHust U NpeAnasHu MepKH

I'oBopere ¢ Bamms sekap, npeau aa npuemete [Ipamunekcon Teva. TpsOBa aa kaxere Ha Bamus nexap,

aKo “MaTe (MMalli CT€) WM Pa3BHUETe HAKAKBO 3a00JIsIBaHE WIIM CUMITOMH, OCOOCHO CJICTHUTE!

. 0B0peunu nmpobiemu

. XaJIIOLMHALMHY (BIJKAATE, YyBaTe MM yceulaTe HechllecTByBamy Hema). [loBeyero xamonuHanun
ca 3pUTEHHU.
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o JUCKWHE3Ws (Hamp. HEeeCTECTBCHU, HEKOHTPOJIMPYEMH JIBHXKCHUST HA KPAHHUIIHTE).
Axo umate HampeHana oosiect Ha [lapkUHCOH ¥ OCBEH TOBa MPUEMATe JICBOOIA, MOXKE Ja
MOJIyYUTE IMCKUHE3Us 110 BpEeMe Ha NIOBHINIaBaHe Ha jo3ata Ha [Ipamuriekcon Teva.

o JIUCTOHUS (HECIIOCOOHOCT Ja IbPIKUTE TSJIOTO U IIHATA CH B U3IIPABEHO MOJOXKEHHUE (aKCUaTHA
muctonus)). [lo-cnenuanHo, MoXe Jja yCeTUTe CrbBaHe Ha TlaBara M MuaTa Hanpea (HapruiaHo
OIIle aHTEKOJIHUC), TIPETbBaHe HAIIPE Ha JOJTHATA YacT Ha I'bpOa (HapHUIaHo OIe KaAMITTOKOPMEIS)
WM CTPAHWYIHO TPErbBaHe Ha I'bpOa (HapeUIeHoO OIIe TUIEBPOTOTOHYC WM CHHAPOM Ha [1m3a).

. CBHJIMBOCT U €IIU304U1 HA BHE3AIIHO 3aCIIUBaHE

. MICUXUYHO 3a00sBaHe (KaTo MU30(QPEHNs MU JIETIPECHs)

o 3pUTEIHM HapyllieHus. Tpa0Ba peloBHO Jja IpaBUTE OUHM IIPETJIEAN B IIEPHO/A HA JIEUCHUE C
ITpamunexkcon Teva.

o TEXKO ChPJICYHO WIIM ChAOBO 3a0osBaHe. BareTro kpbBHO HaysiraHe TpsiOBa J1a MpoBepsiBa

PEIOBHO, 0COOCHO B HAYAJIOTO HA JICUeHUEeTO. ToBa ce IpaBH C IIeJ 1a ce n30erHe OpTOCTaTUYHA
XHUIOTOHHMS (CTIaJjaHe Ha KPhBHOTO HAIISTaHE MPH U3IPABSHE).

o BromasaHe Ha cUHIpPOMa Ha HECITOKOWHUTE Kpaka. AKO ITOYyBCTBATE, Y€ CUMITOMUTE 3aI104YBaT
MTO-paHo OT OOMKHOBEHO Beuep (MJIu TOpH clieqo0e ), ako CHUMIITOMHUTE Ca MO-WHTCH3UBHU HITH
00XBaIIaT No-TOJIEMH YaCTH OT 3aCETHATUTE KPAHHMIIY, WITU CE MIPOSBSBAT U B IPYTH KpaHHUIIH.
BamusT nekap Moxke 1a Hamanu jqo3ara Bu wim aa cnpe JeueHneTo.

TpsiOBa na kaxkeTe Ha Barmms jekap, ako Bue win cemeiictBotro Bu/OonHornenaust Bu 3a0enexure, ue
pa3BUBATE CKIIOHHOCT HJTU HETPEOJOIMMO KellaHHe JIa ce AbPIKUTE 10 HeoOnvaeH 3a Bac HauwH 1 He
MOJKETE J1a CE YCTOUTE Ha UMITYJICA, TIOJTHKA WJIU U3KYIICHUETO J1a U3BHPINBATE OMPE/ICIICHU JICUCTBUS, C
KOETO MOJKE JIa HaBpeuTe Ha ceOe CH Wil Ha ApyruTe. Te ce Hapuyat pa3cTpoiicTBa B KOHTPOJIA Ha
UMITYJICUTE U MOJKE JIa BKJIIOUBAT MOBEJICHNE KATO MPUCTPACTEHOCT KbM Xa3apT, IPEKOMEPHO SIZICHE HITH
XapyeHe, HeOOMYaliHO CHITHO CEKCYaITHO JKETaHUe WM 00CceOBaHe OT CEKCyalTHU MUCIH U 9yBCTBa. Moxe
Jla ce HAIOXH BamusT nexap a Kopurupa J103ara wid Ja CIpe JeUeHUeTo.

Tps6Ba na kaxere Ha Bamms nekap, ako Bue nnu cemeiictBoro Bu/OonHornenaust Bu 3a6enexute, ue
pa3BuBaTe MaHHA (TPEBOKHOCT, TyBCTBO Ha BHOYIIEBICHNE WU IPEBH30YIa) WK ASTUPUYM
(oTcnabBaHe Ha MHCTHHKTA 32 CaMOChXpaHeHHEe, OOBPKAHOCT WM 3ary0a Ha ycellaHe 3a peasHoCT).
Moske aa ce HanmokKu Bamusar jiekap 1a KOpurupa 103aTa Uil J1a CIpe JIEYEHUETO.

TpsiOBa 1a kaxxeTe Ha Bamms jgekap, ako MOyduTe CUMIITTOMH KaTo JIEPecHs, anaTus, 0e3MOKOUCTBO,
yMoOpa, U3MOTsIBaHe Wik OOJIKa Clie]] CIMpaHe WK HaMallsiBaHe Ha npuema Ha [Ipamunexcon Teva. Ako
MPOOJIEMUTE MPOIBIDKAT MOBEUE OT HAKOJIKO CEIMHUIIM, MOKE JIa CE HAJIOXKHU BammsT iekap 1a npoMeHH
JeuenneTo Bu.

TpsiOBa ma kaxkete Ha Bamms jgexap, ako pa3BUeTe HECIIOCOOHOCT Jja IbPKUTE TAJIOTO U IIHATA CH B
U3IPaBEHO I0JI0KEHHE (aKCHalHa JUCTOHUS). AKO TOBa C€ CIIy4H, Bammsr nekap Moke J1a IpeLeHu a
KOpHUTHpa A03aTa WK 1a IPOMEHH JeueHUeTo Bu.

Jlena u roHOILIN
He ce npenopbusa ynorpedara Ha [Ipamurnekcon Teva npu aena v roHOIIH 1o 18 roauHu.

Jdpyru aexapcra u [Ipamunexcos Teva

Tps6Ba na kaxere Ha Bamms nexap wim GapmaneBT, ako IpueMare, HACKOpO CTE IPUEMalIl WK €
BB3MOKHO JIa TIpreMaTe JpYyTHU JieKapcTBa. ToBa BKIIFOUBA JICKAPCTBEHH MPOTYKTH, OMIKOBH JIEKapCTBA,
ne4eOHN XpaHH WU T00aBKH, KOUTO CTE MOJIYYIIIA O€3 perenTa.

Tpsi6Ba na nzdsreare ynorpebara Ha [Ipamunekcon Teva eTHOBPEMEHHO C IPYTH aHTHUIICUXOTHYHU
JIEKapCTBa.

B’LI{CTG BHHUMATCIIHU, aKO IPUCMATEC CIICAHUTC JICKAPCTBA:

o IUMETUANH (M3M0I3BaH 3a JICUCHNE Ha HAPYIIEHO XPaHOCMUJIAHE U APYTH CTOMAIIHU MTPOOIeMH)
o aMaHTaJuH (M3IM0JI3BaH 3a JieueHne Ha 6onectra Ha [lapkuHCOH)
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L MCKCUJICTUH (3a JICUCHUC HAa HAPYUICH ChbPACUCH PUTHM, CbCTOSIHUC U3BECTHO KATO BCHTPUKYJIApHA

APUTMHS)

o 3UIOBYIUH (KOETO MOXKe J1a ObJIc M3MOI3BAHO 3a JICUCHHUE HA CHHPOM Ha MpUI00uTaTa UMyHHA
uenocrarbunoct (CITMH), 3abonsBane Ha IMyHHATa CHCTEMA HA YOBEKA)

. IIUCIDIATHH (32 JIeYCHUE Ha Pa3IUIHH BHIOBE PaK)

o XUHHUH (KOSTO MOXe Jia ObJIe M3IM0JI3BAHO 3a IPEJA0TBPaTsIBaHe Ha 00JIE3HEHH, HOIIHU KPaMITh Ha

KpakaTa ¥ 3a JICUSHUE 3a ONpeJIeIICH BUJI MaIapus, U3BECTHA KaTO Majapus (alunapym
(3110KaYeCTBEHA MalapHsi)
. MpoKanHaMUJ (3a JICUCHHEe Ha Chp/IeYHa apUTMUS)

AKO TIpreMaTe JISBOIOTa, IPEMOPBUUTEIIHO € [03aTa Ha JICBOJI0MNA Ja Ob/ic HaMajieHa, KOraTo 3aro4yBare
neyenue c [Ipamunekcon Teva.

bpaere BHUMAaTEIHHU, aKO U3II0JI3BATE JIEKAPCTBa, KOUTO BU ycrokosBar (MMaT ceaTUBeH eeKT) UK aKo
npuemare ankoxoi. B Te3u ciyuau [Ipamunekcon Teva Mosxxe J1a moBiusie BrpXy Barmiata cnocoOHOCT 1a
modupare unu ga paboTUTE C MAITUHH.

IIpamumnexcos Teva ¢ XxpaHa, HAUTKHA M AJIKOXO0JI
Tps6Ba na ObJeTe BHUMATETHH, aKO IpUeMaTe ajJKoXoJ Mo BpeMe Ha jieuenue ¢ [Ipamumnekcon Teva.
[Tpamunexcon Teva moxe Ja ce mpreMa cbC WiH 0e3 XpaHa.

BpemenHnocT n KbpMeHne

AKo cTe OpeMeHHa W KbPMHUTE, CMATATE, Y€ MOJKE J1a CTe OpeMeHHa WU IUIaHUpaTe OPeMEHHOCT,
MOoChBETBalTE ce ¢ Bamms nekap npeau ynorpebarta Ha ToBa jekapcTBo. Bamust nexap e oochau ¢ Bac
Janu TpsiOBa aa mpoabinkaBare aa npuemate [Ipamunekcon Teva.

EdexrsT Ha [Tpamunekcon Teva BbpXy HOBOPOACHOTO HE € u3BecTeH. [lopaau ToBa, HE U3IOI3BalTE
[Ipamuniekcon Teva, ako cte OpeMeHHa, OCBEH ako BamusT jiekap He Bu mochBeTBa.

[Tpamunexcon Teva He TpsiOBa J1a ce U3MOI3Ba M0 BpeMe Ha kKbpMeHe. [Ipamuniexcon Teva moxe na
HaMajl OTAeNsHEeTO Ha KbpMa. OCBEeH ToBa MOJKE J1a MPEMUHE B KbpMaTa U J1a CTUTHE 10 Bamero 6e0e.
Axo m3nonsBaneTo Ha [Ipamunekcon Teva e Hen30exHO, TpAOBa a cIpeTe Ja KbpPMUTE.

[TochBeTBatiTe ce ¢ Bammms nmekap win GpapMameBT mpeau yrmoTpedaTa Ha KOSTO U 1a € JIEKapCTBO.
Hlodupane u padora ¢ MAIIUHU

[Tpamunexcon Teva moxe Ia MpeaU3BUKa XaTIONUHALMA (BIKAaHe, YyBaHE WIN yCelllaHe Ha Hellla, KOUTO
He ca peasiHu). AKO CTe 3acerHar, He modupanTe win padoTeTe ¢ MaIIMHH.

[Tpamumnekcon Teva ce cBbp3Ba ChC CHHIMBOCT WIIH €MTU30/IM Ha BHE3AITHO 3aCIIBAHE, 0COOEHO MPHU
nmanueHTy ¢ 6onect Ha [lapkuacon. He Tps6Ba ga modupare uin ga paboTUTE C MAIIMHA, aKO U3ITHTBATE
HSIKOM OT TE€3H HEXKENaHU PEaKIIHH.

Ipamunekcoa Teva cbabpxKa HATPUH

Tosa jekapcTBO ChAbpKA MO-MaiIKko oT 1 mmol Hatpuii (23 mQ) Ha TabieTKa, T.e. MOXe Jia ce Kaxe, 4e
MPAaKTHYECKH He ChAbPIKa HATPHil.

3. Kak na npuemare Ilpamunexcoa Teva

Bunaru npuemaiite ToBa JIekapcTBO TOUHO KakTo Bu e ka3an Bamusar nekap. ['oBopere ¢ Bamus nekap
aKo HE CTE€ CUTYPHU B Hello. JIekapsT e BU MOCHBETBA 3a TOYHATA JO3UPOBKA.

Mosxe nma nmpuemare IIpamumiekcon Teva cbe umn 6e3 xpana. [lormeimaiite TabaeTKUTE C BOA.
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Boaect na Ilapkuncon
JlneBHata n03a TpsiOBa Aa ObJe MpueTa pa3zeiicHa Ha 3 paBHH JJO3H.

ITo Bpeme Ha mbpBaTa cenmuna, oonyaiiHata go3a e 1 tabnerka Ilpamunekcon Teva 0,088 mg Tpu mbTH
nHEeBHO (otroBapsimy Ha 0,264 mg THEBHO).

1% cegmuia

Bpoii Ha Tabnerku 1 Tabnetka [Ipamunexcon Teva 0,088 mg Tpu nbTH
Ha JIcH

Oo6ma nueBHa g03a (mg) | 0,264

Ta3u m03a 1ie ce yBenuuaBa Ha BCEKH S5-7 JTHU, KAKTO € MPEANHUcaHo OT Bamus iekap T0KaTo CUMIITOMUTE
Bu ca opnagsau (moabpikaria 103a).

2P cenmuna 3" ceaqmuIa

Bpoii Ha Tabnetku 1 Tabnetka [Ipamunexcon 1 Tabnetka IIpamunexcon
Teva 0,18 mg tpu mptn Ha | Teva 0,35 mg Tpu mbTH Ha
JeH JeH
NJIN NI

2 tabnetku [Ipamunekcon | 2 tabuetku [IpaMumnekcon
Teva 0,088 mg tpu nbTi Ha | Teva 0,18 mg Tpu nbTH Ha
JICH JICH
O6ma neeBHa no3a (mg) | 0,54 1,1

Oo6wuyaitHaTa mopuepskama go3a ¢ 1,1 mg qaeBHO, Makap ue Bamara go3a mie TpssoBa B Obaeme 1a Obe
MOBHUIIIEHA. AKO TOBA ce Hajlara, Bamusr jiekap MOKe Jja TOBHIITH J]03aTa Ha TaOJIETKUTE, KOUTO
npuemMare Haii-MHOTo A0 3,3 mg npaMunexcon gueBHO. OCBEH TOBa € Bb3MOXKHA M MO AbpKAaIla 1034,
no-Hucka ot 3 Tabnerku [Ipamunexcon Teva 0,088 mg.

Haii-uucka nopabspixkaiia Haii-Bucoka noaabpikaiia 1o3a
no3a

Bpoii Ha Tabnerku 1 Tabnetka [Ipamunexcon 1 rabnetka [Ipamunexcon Teva 0,7 mg u
Teva 0,088 mg tpu mbTr Ha | 1 Tabnetka [Ipamunexcon Teva 0,35 mg
JIeH TPY I'bTH HA JIeH

Oo6ma nueBHa n03a (mg) | 0,264 3,15

Tayuenmu ¢ 6v0peyno 3aboansane

AKO cTpajzare OT yMEepEeHO WM TeKKO OBOpeuHo 3abossiBane, Bamwsit gekap moxe na Bu npeanuie
Mo-HUCKa 103a. B To3m cityuaii e TpsiOBa aa mpreMate Ta0JIeTKUTE CH CaMO BEHBK WU JIBA ITbTH
IHEBHO. AKO MMaTe yMepeHo 0bOpedHo 3a0o0siBaHe, 0OMJaifHaTa HavarHa f03a € 1 Tabietka
IIpamumexcon Teva 0,088 mg nBa mpTH gHEBHO. [IpH Texko 060pedHo 3aboisABaHe, oOMYaiiHaTa HaYaTHA
no3a e camo 1 tabmerka Ilpamunexcon Teva 0,088 mg nHeBHO.

CHHAPOM HAa HECMOKOHUTE KpaKa
Jlo3ara ce nmpuemMa OOMKHOBEHO €MH IIbT JHEBHO, Beuep, 2-3 yaca Mpeau JisraHe.

Oo0wuuaiiHaTa JHEBHA J03a Ipe3 mbpBaTa ceamuia ¢ 1 Tabnerka [Ipamunekcon Teva 0,088 mg eaun nbT
nHeBHO (exBuBasieHTHA Ha 0,088 Mg mHEBHO):

1% cenmuna
Bpoit TabneTkn 1 tabnetka [Ipamunexcon Teva 0,088 mg
O6ma nHeBHa no3a (mg) | 0,088
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Jlo3aTa mie Ob/1e yBeIMYaBaHa Ha BCEKH 4-7 THU, KaKTO € IPeTmopbuano oT BammsT jiekap, JoKaTo
cumnromute Bu Ob1atT oBaaasHn (04 IbpprKaliia 103a).

2P cenmuna 3™ ceqmuia 4™ cenmuua
Bpoii 1 Tabnerka [Ipamunexcon | 1 tabnerka [lpamumnekcon | 1 tabnerka Ilpamumnexcon
TabJIeTKN Teva 0,18 mg Teva 0,35 mg Teva 0,35 mg u 1 Tabietka
N nim [Ipamunexkcon TEVA 0,18 mg
2 tabnetku [Ipamunekcon | 2 tadbnetku [Ipamunekcon | MJIN
Teva 0,088 mg Teva 0,18 mg 3 tabnetku Ilpamumnexcon
nin Teva 0,18 mg
4 Tabnerku [Ipamuniekcon | MJIN
Teva 0,088 mg 6 Tabnerku [Ipamunexcon
Teva 0,088 mg
OO011a 0,18 0,35 0,54
JTHEBHA
no3a (mg)

JlHeBHaTa 1032 He TpsOBa 1a HaaBuinaBa 6 Tabnerku [Ipamunexcon Teva 0,088 mg wnu g03a ot 0,54 mg
(0,75 mg npamurnekcon nox popmaTa Ha COJ).

Axo cte CIIpCJIn IpUeMa Ha TabJIETKH 3a ITOBEYE OT HAKOJIKO JHHU U UCKATC J1a BB300OHOBUTE JICYCHHUCTO,
Tp}I6Ba Ja 3all0OYHETEC OTHOBO C Haii-HUCKaTa 103a. CJ'IC,I[ TOBA OTHOBO MOXKCTC a YBCIIMIUTC N034aTa,
KaKTO CTC I'0O HalipaBUJIX I'bPBUS II'BT. KOHcyHTHpaﬁTe ce ¢ Bamms JICKap.

Bammsar JICKap LiI¢ nmpepasricaa JJICUCHUETO Bu CIIC 3 MECClia U 1IC pCHIr AaJiu Aa NPOABIIKU JICHCHUCTO
WK HE.

THayuenmu ¢ 6vOpeuno yspescoane
AKo0 UMaTe TEKKO OBOPEYHO yBpexkIaHe, ieueHueto ¢ [Ipamunekcon Teva Moxe 1a He Ob/e
MOJXOIAIIOTO 3a Bac.

AKO cTe pHesu moseye oT HeodxoauMmara n03a [Ipamunexcoa Teva
AKO MHIIMJIEHTHO CTE€ MPHUENIH TBHPAC MHOTO TaOJICTKH,
e He3abaBHo ce cBbpkeTe ¢ Baius jiekap v ¢ Hal-0J1M3KOTO CICIIHO OT/ICICHUE 3a ChBET.
e Moke J1a 3aro4HeTe Ja NOBPBIIATE, Ja U3MUTATe OE3MOKOMCTBO WIIH JIa TIONYYUTE HIKOU OT
HEXEIIAaHUTE JICKApCTBEHU PEaKIluu, ONICAHU B TOUYKA 4 ,,BH3MOKHU HEIKEIAHU PEaAKIIHN).

AKo cTe nponycHaym aa npueMerte Ilpamunexcon Teva
He ce nputecuspaiite. [Ipocto mpomycHeTe Ta3u [103a U IpUEMETE ClIeIBalaTa 103a B 00UIaiftHOTO
Bpeme. He ce onurTBaiitTe 1a KOMIeHCHpaTe MPOIycHATaTa J03a.

AKko cTe cripesu npuema Ha [Ipamunekcosn Teva

He cniupaiite npuema Ha IIpamunexcon Teva 6e3 mbpBo fa ce mockBeTBare ¢ Bamms nekap. Axo TpsaOBa
Jla CTIpeTe MpHeMa Ha TOBA JIEKapCTBO, BammAT siekap e Hamaiay Jo3aTa ocTeneHHo. ToBa HamansiBa
pHCKa OT BJIOIIABaHE HA CUMIITOMHUTE.

Axo umare 6osect Ha [lapkuHCOH, He TpsiOBa BHE3aITHO Ja crivpare jeueHunero ¢ [Ipamumnekcon Teva.
BHezanmHOTO cipane MOXKe 1a IPeAU3BUKa Pa3BUTHETO Ha 3a00JsiBaHE, HAPEUCHO HEBPOJICITHYCH
MaJIMTHEH CUHZIPOM, KOITO MO J1a € CepHO3Ha OMACHOCT 3a 3/IpaBeTo. Te3u CUMIITOMH BKJIIOYBAT:

- akuHe3us (3ary0a Ha MyCKYJIHO ABHKEHHE)

- pUTWOHU MYCKYJIH

- BHCOKa Temmeparypa

- HecTaOWIHO KPHBHO HAJSITAaHE
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- Taxukapaus (YBeTWUCH ChPACUCH ITyJIC)
- o0BpKaHOCT
- TIOJITHUCHATO HUBO Ha Ch3HAHUETO (HAIP. KOMa)

Axko cnpere unu Hamanure [lpamunekcon Teva, Moxke ChILO J1a pa3BUETE ChbCTOSIHUE, HAPEUEHO CUHAPOM
Ha OTHEMAaHE Ha I0IaMHHOB aroHUcT. CUMITOMUTE BKJIIOUBAT JACTIPECHS, allaThs, TPEBOKHOCT, yMOpPa,
M3IIOTSIBaHE WK 0OJKa. AKO MOJy4YUTe Te3u CUMITOMM, TPAOBa 1a ce cBbpiKeTe ¢ Bammus gexap.
AKO UMate HAKaKBH JOTBIHUTEITHA BBIIPOCH CBBP3aHH C yIoTpedaTa Ha TOBa JIEKAPCTBO, MOMUTATe
Bammus siekap wiu gpapMaresT.

4, Bb3MoKHU HeKeJIaHU pP€aKkuumn

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXKCIAHU PE€aKIIUH, BBIIPEKHU Y€ HE
BCCKM ' TIOJTy4aBa. OHGHKaTa Ha HEKCJIAHUTE PCAKIIUU CC 6a31x1pa Ha CJICAHAaTa 4€CTOoTa:

MHoro dyectu MOJKE JIa 3aceTHAT moBede oT eauH Ha 10 mymm

Uectn MOke 11a 3acersat 1o 1 Ha 10 gymm

Heuectu Moe na 3acerHat 10 1 Ha 100 nymu

Penkn Moke ia 3acerrar jo 1 Ha 1 000 gymm

MHoro peiku Moske aa 3acerrar a0 1 va 10 000 mpymu

C Hen3BecTHA OT HAJIMYHHUTE JaHHHU HE MOXKE Ja ObJie HalpaBeHa OICHKa
YecToTa:

Axo cmpadame om 6onecmm na Ilapxuncon, npu Bac mooice 0a nosigam cieOHume HelceNan peaKyuu.

MHoro yecTn:

JnckuHe3ws (T.€. HeeCTECTBEHH, HEKOHTPOIMPAHN ABMKCHIS Ha KPAWHHUIINTE)
CBHIMBOCT

3amMasHOCT

I'anene (moBpbInaHe)

Yectu:

[Topus 3a HeOOMYAIHO MTOBECHNE

XamonuHanuy (BIK/IaHe, YyBaHE WM yCell[aHe HAa HECHIIECTBYBAIIIN HEIIA)
O0BpKaHOCT

Ymopa

bescwaue (MHECOMHMS)

3aapBKKa Ha TEYHOCTH, OOMKHOBEHO B KpakaTa (epudepeH 0TOK)
I'maBoGonue

XunoToHus1 (HUCKO KPbBHO HaJISITaHE)

ITaTonorn4nn cpHAMIIA

3amnek

3pUTENHO HapyIIEeHHE

IToBpbiane

3ary0a Ha Terjio BKIIOUUTEIHO MOHMKEH alleTUT

HevecTn:

[Tapanos (Hamp. mpeKoMepeH CcTpax 3a COOCTBEHOTO OJIaromnosyyme)

Hanygnoct

IIpekomepHa CHHIMBOCT IIPE3 ACHS M BHE3AITHO 3aClMBaHE

AwmHe3us (HapylIeHHe Ha TaMeTTa)

XunepkuHesus (YIeCTeHHU JIBUKEHHUS U HECIIOCOOHOCT 33 YCTAaHOBSIBAHE B ITOKOIA)
IToxauBaHe Ha TEMJIOTO
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. ATeprudHU peakiuu (HarmpuMep o0puB, ChPOEK, CBPhXIYBCTBUTECITHOCT)

. IIpunomasane

Chpaedna HeIOCTaTBYHOCT (ChPJICYHH MPOOIEMH, KOUTO MOXKE Ja IPEJAU3BHKAT YIECTEHO JTUIIIAHE

WM TIOJTyBaHE Ha TJIe3eHUTE)™

HapymieHa cexpelusi Ha aHTHINYPETHYIECH XOPMOH *

BesnoxkoiicTBo

JucnHes (3aTpyHEHO TUIIIAHE)

XbauaHe

[TaeBMonus (MHPEKIUSA HA OeuTe IPOOOBE)

HecmocoOHOCT 3a ycTOsIBAaHE HA UMITYJICA, TOTHKA WA U3KYIICHUETO J1a CE U3BBPIIIBAT

OTpeie/iCHH ISHCTBYSI, KOUTO MOJKE J1a HaBpeaIT Ha Bac v Ha Ipyrure ¥ MOXKe Jia BKIIFOUBAT:

®  CHUJICH UMIIYJIC 32 MPEKOMEPEH Xa3apT, HE3aBUCUMO OT 3HAYUTEITHUTE MOCICICTBHSA 3a Bac win
ceMmeiicTBoTo Bu

®  [IPOMEHEH WJIU IMOBHUIICH CEKCYaJeH MHTEPEC U MOBEACHUE, KOETO € OT ChIIECTBEHO 3HAUCHUE
3a Bac wiu Apyrurte, HanpuMep MOBHIICHO CEKCYaTHO JKeJIaHHe

®  HEKOHTPOJIUPYEMO MPEKOMEPHO Ma3apyBaHe WM XapycHe

e  mpesbkaaHe (M3sDKIaHe Ha TOJIEMH KOJMYECTBA XpaHa 3a KPaThbK MEPUOJT OT BPEME) HITH
KOMITYJICUBHO TIpeshKAaHe (M3sDKIaHe Ha MOBEeUe XpaHa 0T 0OMKHOBEHO MIIH MOBEUE OTKOJIKOTO
¢ Heo0X0IMMO 3a J1a 33/I0BOJIMTE Tiajaa cu)™*

. JenupuyM (0Tciia0BaHe Ha MHCTUHKTA 332 CAMOChXPaHEeHUE, 00bPKAHOCT, 3aryda Ha ycellaHe 3a

pearHoCT)

Penkmn:
° MaHusl (TPEBOXKHOCT, YyBCTBO Ha BHOJIYIIICBIICHUE W TPEBH30Yy1a)
° CIIOHTaHHA EPEeKLUs Ha TIEHUCa

C Hen3BeCTHA YeCTOTA:

° Crnen cimpaHe WM HaMallsiBaHe Ha mpuema Ha [Ipamuriekcon Teva: MoXke J1a BE3HUKHAT ICTIPECHS,
anatus, 0€3MOKOHCTBO, YMOpa, U3MOTABaHE WK O0JiKa (HapeYeHO CUHIPOM Ha OTHEMaHe Ha
JlonaMUHOB aroHuct win DAWS).

TpsaoBa 1a kaxkere Ha Bamms Jexap, ako yceTuTe HAKOE OT Te3H ChCTOSIHUS; TOH e 00CHIH
HAYHMHHM 32 OBJIAJsIBaHe WIH HAMAJIsSiBaHe HA CHMIITOMHTE.

3a HeXellaHUTe PeaKIii, O3HAUEHH C * MPEI3HO ONpeAeITHE Ha YeCTOTaTa € HEBB3MOXKHO, Thil KaTo
TE3W HeXellaHW PeakiuK He ca HaOJIIo]aBaHu 110 BpeMe Ha KIIMHUYHHTE MPOyYBaHHs Ha 2 762 mareHTH
JIEKYBaHHU € MpaMuneKkco. ['pynara Ha yecToTaTta BEpOSTHO HE € MOBEYE OT ,,HEUECTH .

Axo cmpadame om cuHOpOM HA HECNOKOUHUMeE KPAKa, MOdice 0d NOJYyHUUme CieOHume Hexlcelanu
JIeKapCMEEeHU PeaKyuiL:

MHoro 4ecTu:

° T'anene (moBaurame)

. CHUMIITOMH, KOUTO 3aI104BaT M0-PaHO OT OOMKHOBEHO, KOUTO Ca MO-MHTEH3UBHHU HIIM CE POSIBSIBAT
Y B IPYTH KpalHUIM (BJIOIIaBaHE HAa CHHIPOMa Ha HECTIOKOWHUTE KpakKa)

Yectu:

[TpoMeHH B ChHS, KaTo O6e3chHUE (MHCOMHUS) U CHHIIUBOCT
Ymopsiemoct (ymopa)

I'naBoOoine

Spxu chHUIIA

3anek

3amMasHOCT

IToBpbiIane
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Heuecru:

. [Topus 3a HeoOWYAKHO MOBEACHUE™

o ChpedHa HeTOCTATHYHOCT (ChpICYHH NPOOJIEMHU, KOUTO MOXKE J1a MPEAN3BUKAT YYECTCHO JUIIAHe

WITU [IOJIyBaHE Ha TIIe3eHUTE)™

Hapymena cekpenyist Ha aHTHIUYPETHYEH XOPMOH™

Juckunesus (HallpuMep HEECTECTBEHHN, HEBOJIEBH JABWKEHUS Ha KPAMHUIIUTE)

XwunepkuHesus (yu4ecTeHU IBIKCHUS U HECIIOCOOHOCT 3a YCTAaHOBSIBAHE B TIOKOM )™

[Mapanos (HamprMep PEKOMEPEH CTpax 3a COOCTBEHOTO 37paBe)™

HanyaauyaBoct™

AwmHe3ust (HapyllleHHE Ha TaMeTTa)™

XamonmHanuu (BIKIaHe, 4yBaHe WIN YCEUIaHe Ha Hellla, KOUTO PEaTHO HE ChIIIECTBYBAT)

OOBpKaHOCT

[IpekaneHa ChHIMBOCT Tpe3 JISHs U eMU30/Id Ha BHE3AITHO 3aCITUBAHE

IToxauBane Ha TErJIOTO

Xunotouust (HHCKO KPBBHO HaJIsTaHe)

3a7pbiKKa HAa TEYHOCTH, OOMKHOBEHO B TOJHUTE KpaitHUIM (TIepudepeH 0ToK)

Aneprudnu peakiuu (HanpuMmep 00pHB, ChbpOEK, pEaKIuK Ha CBPhX1yBCTBHTEIHOCT)

IIpunomasane

besnokolictBo

3pUTENHO HapylIeHHe

3ary0a Ha Terjio, BKJIFOYUTEIHO MOHMKEH aneTHT

JlucniHes (3aTpyAHEHO JTHIIAHE)

XbianaHe

[TueBMoHMs (MHpeKMs Ha Oenmute qpobdoBe)™

Hecmoco6HocT 3a ycTosiBaHE Ha UMITYJICa, MOATHKA WM U3KYILIEHUETO /1a CE N3BBPIIAT ONpPEACICHN

JIEWCTBUS, KOUTO MOJKE Jla HaBpe T Ha Bac wiu Ha IpyruTe U MOXKe Ja BKIFOUBAT:

e  CHUJICH UMIIYJIC 32 TIPEKOMEPEH Xa3apT, HE3aBUCHMO OT 3HAUMTEITHUTE TTOCIIeICTBUSI 32 Bac uiu
cemeiictBoro Bu.*

® TIPOMEHEH WU TMOBUIIEH CEKCYaIeH HHTEPEC U TIOBEICHHUE, KOETO € OT ChIECTBEHO 3HAUYCHHE 32
Bac wnu 3a qpyrute, HanmpuMep MOBUIICHO CEKCYaITHO KenaHue. ™

® HEKOHTPOJIUPYEMO MPEKOMEPHO Ma3apyBaHe WK XapUyeHe™

e mpesvkaaHe (M3sDKIaHe Ha TOJEMH KOJMHUECTBA XpaHa 3a KPAaThK MEPUO]] OT BPEMe) HITH
KOMITYJICUBHO TIpesDKIaHe (M3shKIaHe Ha MOBEYE XpaHa OT OOMKHOBEHO HJIH MOBEYE OTKOJIKOTO €
HEOOXOIUMO 3a J1a 33 JOBOJIUTE TJIaaa cu)*

o Manwust (TpEeBOKHOCT, 4YBCTBO 33 BbOIYIIEBICHHE WK IPEBH30Yy1a)™*

o Henupuym (oTciabBaHe Ha HHCTHHKTA 33 CAaMOChXPaHEHHE, 00bPKAHOCT, 3ary0a Ha ycellaHe 3a
peanHOCT)*

Penkmu:

o CrioHTaHHA epPEeKIns Ha TEHUca

C Hen3BeCTHA YeCTOTA:

o Crnen criupaHe WM HamalisiBaHe Ha mpuemMa Ha [Ipamurnekcon Teva: Moke Ja Bb3HUKHAT JCIpecus,
amatus, 6€3MOKONUCTBO, YMOPa, U3MOTsIBaHe WK 0oska (HapeueHo CHHIPOM Ha OTHEMaHe Ha
JornamMuHOB aroHucT wid DAWS).

TpsaoBa 1a ka:keTe Ha Bamus jexkap, ako yceTuTe HIKOE OT Te3M ChCTOSIHUSL; TOM 11e 00ChAU
HAYMHM 32 OBJAAIBAHE WJIN HaMaJIsiBaHe HA CUMIITOMHTE.

3a HeXXEIaHUTE pc€aKnnun, O3HAYCHHU C * MPCHU3HO OMPLEACIAHE Ha UECTOTATa € HCBB3MOXKHO, TBH KaTo

Te3W HeKEeTIaHW PEaKIK He ca HaOIII0JaBaHU 110 BpeMe Ha KIIMHUYHUTE poy4Banus Ha 1 395 manuenrw,,
JIEKYBaHHU C TIpaMHUIEKCOI. ['pymara Ha 4ecToTaTa BEpOATHO € HE MOBEYE OT ,,HEUECTH .
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Cpo0aBaHe HA HeKeJIAHU peaKlun

AKO MOJTy4nTe HAKAaKBH HEXKEJIaHU JICKAPCTBCHH PEaKIny, yBeomere Bamus nekap wiu gapmarent. Tosa
BKJIIOUBA BCUYKHU Bb3MOKHU, HEOMKMCAHU B Ta3U JIUCTOBKA HEXENAaHU peakuu. MoxeTe chlIo 1a
CHOOIINTE HEXKEIAHU PEaKIMU JUPEKTHO Ype3 Ype3 HAI[MOHAIHATA CHCTEMa 3a ChoOIIaBaHe, II0COYCHa B
[punoxenune V. Koraro cro0IiaBare HexXeIaHU PEAKIMK, MOXKETE Jla TaJeTe CBOSI TPUHOC 3a IMOJIy4aBaHe
Ha moBeYe nH(OpMAIUs OTHOCHO OE30MMaCHOCTTa Ha TOBA JICKAPCTBO.

5. Kak na cexpansiBate Ilpamunexcosa Teva

Ja ce cpxpaHsBa Ha MSICTO, HEIOCTBITHO 32 JAELa.

He u3nosn3aiite TOBa 1€KapcTBO Cile]] CPOKA HA TOAHOCT OTOENSI3aH BbPXY KapTOHEHATa OIIaKOBKa,
OnmucTepa WM eTuKeTa Ha OyTriKaTa cief ,,l'oneH 10:”. CpoKbT Ha TOAHOCT OTrOBapsl Ha TIOCJIEAHUS 1eH

OT IIOCOYCHUSA MECCII.

Ja ce cexpansgsa ox 25 °C.
Jla ce cpxpaHsiBa B OpUTHHAIHATA ONAKOBKA, 3 JIa Ce TPEANa3y OT CBETIIMHA U BJIara.

He uzxBbpisiite nekapcTBaTa B KaHaIU3aUATa WIKM B KOHTEHHepa 3a JoMaltHu otnaabliy. [lonuTaiite
Bammus ¢apmManeBT kak Aa U3XBBPIATE JIEKapcTBaTa, KOUTO Bede HE U3Moi3BaTe. Te3n MEepKH Iie
CIIOMOTHAT 3a OIIa3BaHE HA OKOJIHATA Cpefa.

6. CpabpkaHHe HA ONMAKOBKATA M JONBJIHHTEIHA HHpOPMALH

Kaxkso cpabp:xa Ilpamunexcon Teva

AXTHBHO BEIIIECTBO € IPaMHUIICKCOI.

Besika Tabnerka ceamspika 0,088 mg, 0,18 mg, 0,35 mg nnwm 0,7 mg mpaMUTIeKCOI, ChOTBETBETHO KaTo
0,125 mg, 0,25 mg, 0,5 mg unu 1 My mpamMHIIEKCONIOB JUXHIPOXIOPUI MOHOXHUIPAT.

Jpyru cbcTaBKM ca MaHUTOJ, MUKPOKPHCTAJIHA 1€TyJ103a, HATPUEB HUIIECTEH ITIMKOJIAT, TIOBHUIOH,
MarHe3ueB cTeapar, HaTpueB cTepuwidymapar, KOJIOUACH CUIHIIUEB TUOKCHU.

Kak u3rie:xkaa Ilpamunexcos Teva n KakBO ChABPKA ONAKOBKATA

o IIpammumexcon Teva 0,088 mg TabmeTku ca 6enn, KpbIriid TabJIETKH, ¢ M3MBKHAIO penedHO
o3HaueHue “93” ot egnara ctpana u “P1” ot npyrara
o IIpamumexcon Teva 0,18 mg TabneTku ca 6emu, KPBIIN TAOJETKH C IEIUTETHA YepTa U N3ITbKHAJIO

penedno o3nauenue "P2" Han "P2" ot cTpanara ¢ genurenHa yeprta u "93" oT gpyrara crpaHa.
TabnerkaTa Moxe Ja ObJie pa3/ieieHa Ha 1B paBHH [TOJIOBUHH.

o [Mpamunekcon Teva 0,35 mg TabneTku ca 6eu A0 MOYTH OEln, OBATHH, ABOHHO M3IIbKHAIN
TaOJIETKH C M3ITBKHAIIO pee(HO 03HaYeHUE 9, BepTUKAIHA JICIUTETHA YepTa U 3 OT eHaTa CTpaHa
u 8023 ot mpyrara ctpaHa. TabmeTkaTa MoXke Jla ObJie pa3/iejieHa Ha JIB€ PaBHU MTOJIOBHHM.

o [Tpamumexkcon Teva 0,7 mg TabneTku ca Oen, KPBIU Ta0NETKH C ISTUTETHA YepTa, C U3ITBKHAIO0
penedHo o3Havyenue "8024" Han "8024" oT cTpaHarta C nenuTeNIHa YyepTa u “93” oT mpyrara cTpaHa
TabnerkaTa Moxe a ObJie pa3/ieiieHa Ha IBe paBHH MTOJIOBUHH

o [Tpamunekcon Teva Tabnetku ce npeyiarat B onuctepuu onakoBku ot 30, 30 X 1,50 x 1, 100 X 1 u
100 tabnerkn u OyTHIKH, cChABpKany 90 TabIeTKH.

He Bcruky BuioBe ONAKOBKH MOTarT Jia ObJaT IyCHATH B poJakoa.

IIpuTeskaTes Ha pa3peLIeHUETO 32 ynorpeda
Teva B.V.
Swensweg 5, 2031GA Haarlem
Hunepnanaus
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IIpounsBoauren:

TEVA Pharmaceutical Works Private Limited Company

Pallagi ut 13,
4042 Debrecen,
YHurapust

Pharmachemie B.V.
Swensweg 5,
Postbus 552,

2003 RN Haarlem

Hunepnannus

Teva Czech Industries s.r.o.
Ostravska 29, c.p. 305

747 70 Opava-Komarov
Yemika perny0inka

Merckle GmbH
Ludwig-Merckle-Stralle 3
89143 Blaubeuren
T'epmanus

Balkanpharma Dupnitsa AD
3 Samokovsko Shosse Str.,
Dupnitsa 2600,

boirapus

3a JOITBJIHUTCIIHA I/IH(i)OpMaHI/IH OTHOCHO TOBa JICKApCTBO, MOJIA CBBPIKETE CC€ C JIOKAJTHUA MPEACTABUTEIL

Ha MPUTEXATeNs Ha pa3pelIeHneTo 3a ynoTpeoa:

Belgié/Belgique/Belgien

Teva Pharma Belgium N.V./S.A./AG

Tél/Tel: +32 38207373

Bbbarapus
Tea ®apma EAJL
Ten.: +359 24899585

Ceska republika

Teva Pharmaceuticals CR, s.r.o.

Tel: +420 251007111

Danmark
Teva Denmark A/S
TIf.: +45 44985511

Deutschland
TEVA GmbH
Tel: +49 73140208

Eesti

UAB Teva Baltics Eesti filiaal

Tel: +372 6610801

Lietuva
UAB Teva Baltics
Tel: +370 52660203

Luxembourg/Luxemburg
ratiopharm GmbH
Allemagne/Deutschland
Tél/Tel: +49 73140202

Magyarorszag
Teva Gydgyszergyar Zrt.
Tel.: +36 12886400

Malta

Teva Pharmaceuticals Ireland
L-Irlanda

Tel: +44 2075407117

Nederland
Teva Nederland B.V.
Tel: +31 8000228400

Norge
Teva Norway AS
TIf: +47 66775590
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EArGoo
TEVA HELLAS A.E.
TnA: +30 2118805000

Espafia
Teva Pharma, S.L.U.
Tel: +34 913873280

France
Teva Santé
Tél: +33 155917800

Hrvatska
Pliva Hrvatska d.o.o.
Tel: +385 13720000

Ireland
Teva Pharmaceuticals Ireland
Tel: +44 2075407117

island
Teva Pharma Iceland ehf.
Simi: +354 5503300

Italia
Teva ltalia S.r.l.
Tel: +39 028917981

Kvmpog
TEVA HELLAS A.E.
EX\ada
TnA: +30 2118805000

Latvija
UAB Teva Baltics filiale Latvija
Tel: +371 67323666

Osterreich
ratiopharm Arzneimittel Vertriebs-GmbH
Tel: +43 1970070

Polska
Teva Pharmaceuticals Polska Sp. z 0.0.
Tel.: +48 223459300

Portugal

Teva Pharma - Produtos Farmacéuticos,
Lda.

Tel: +351 214767550

Romania
Teva Pharmaceuticals S.R.L.
Tel: +40 212306524

Slovenija
Pliva Ljubljana d.o.o.
Tel: +386 15890390

Slovenské republika
TEVA Pharmaceuticals Slovakia s.r.o.
Tel: +421 257267911

Suomi/Finland
Teva Finland Oy
Puh/Tel: +358 201805900

Sverige
Teva Sweden AB
Tel: +46 42121100

United Kingdom (Northern Ireland)
Teva Pharmaceuticals Ireland

Ireland

Tel: +44 2075407117

I[ara Ha MOCJICAHO MpepasrjciKaaHe Ha JUCTOBKAaTa.

IToapo6Ha mHpOpMaIHS 3a TOBA JEKAPCTBO € MpeIocTaBeHa Ha yeOcalita Ha EBponielickara areHITus 110

nekapcTeara https://www.ema.europa.eu.
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