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Kpamxa xapaxmepucmuxa na npodyxme - Npunowerse 1

1. HWME HA JIEKAPCTBEHMUA ITPOAYKT

2. KAYHUECTBEH 4 KOJIMYECTBEH CHCTAB

Epna Tabnerka cpampxka crotBeTHO 40 mg wnm 80 mg Bepamamun xuppoxnopun (Verapamil

hydrochloride).

3Ja OBIHHS COUCHK HA ITOMONIIHUTE BEINeCTBa, BHXTE TouKa 6.1.

3. JEKAPCTBEHA ®OPMA

dOumvyipana Tabnerka.
Tabnerxkure Isoptin 40 mg ca KpsIriM, XBOHHOMZNBKHANY, Ol PunmMIpaHu TabIeTKH,

Tabnetkure Isoptin 80 mg ca KpsINH, TBOHHOM3INBKHANMY, Oen QUIMHpany TablieTK.

4, KJIMHNUYHHN JAHHH

4.1 TepaneBTHIHH NOKA3ZAHUS

[TpodunakTrxa u/uiny JeUeHUe Ha:

—  aHryHa [EKTOpHUC, BKIIOUUTENHO aHTruHa Ha Prinzmetal (xopoHapeH cliazsM, Ba3OCHacTUYHA
aHTHHA).

—  HagKaMEpHH TaxXxukapAuH, Kato IMIapOKCH3MallHa HagKaMepHa TaxuKaplud, IpeXCchPAHO
MBXKEEHE/TpElITeHe ¢ Obp3 KaMepeH OTTOoBOp (¢ M3KIoUeHHe Ha cUHApoMa Ha Wolff-Parkinson-White,
BX. TouKa 4.3 IlpoTuBonoxa3zanus).

— JICKA X0 YMCDCHa CCCHIIHAaNIHd XHIICDTOHHL.

4.2 o3upoBKa ¥ HAYHH HA NPUJIOKEHHNE
Bepamamunn He TpsbBa jaa ce IpHeMa 3acfHO ChC COK oT rpefindpyr (Bx. Touka 4.5,

B3auMOOeHCTBUS).

Tabnerkute TpgOBa a2 c€ NMPHEMaT N0 BpEME Ha XpaHEHE WIH CKOPO Ciek TOBa, C JOCTATHUHO

KOJIHYCCTBO TCHHOCT.

Camo 3a ev3pacmuiu:

IIpu neyeHye HA aHTWHA. BKIIOUYUTEIIHO agruaa #a Prinzmetal, o0uuaiis TTERHA 1032 © 120-160




aHTHHa NPy yCcHIue, NO3H no-HuCK#A o1 120 mg 3 nHeBHO OOMKHOReHO He ¢a eheKTUBHH HpH

HAaHEHTUTE ¢ aHrMHa IPH OOKOHU U aHruga Ha Prinzmetal.

1lpy Hanxamepna Taxukapausg obuvaiinara nueBHa mo3a € 40 - 120 mg, 3-4 OpTH DHEBHO, B

3aBUHCHMOCT OT CBhCTOAHHUCTO Ha ITIallKCHTA,

Tlpr panyewTy ¢ eCeHUHaNHa xuneproHus obuvaiiHata noza e 40 - 120 mg, 3-4 netn nuesHo . Ipu

NPOOB/DKETENIHO JICYEHHe, MaxkcuMaliHata aHeBHa nAo3a of 480 mg He Tpsabsa Aa Oblde mpeBHINABaHA;
OAOOHO KpaTKOTpaHHO MOBHUIUABAHE HA N03aTa € BB3MOXKHO €IMHCTBEHO NIpH Mpenopbka OT CTpaHa Ha

nekaps (Noa MeKapCKH KOHTPO).

4.3 IlpoTuBolOKa3ZaAHUA
Isoptin He TpsORa a ce npunara B CIydaii ya:
. CBPBXYYBCTBHTE/IHOCT KbM AKTHBHOTO BEIIECTBO (BepanmaMui XWAPOXIOPHI) WIH HIKOE OT

HOMOINHHTC BEIIECTBA

® KapavoreHeH oK (KapaHoBacKyJapeH KoJaric)
* yClnokHeH ocTep HH(papkT Ha Muokapaa (Opanrkapiauvs, XHHOOTOHMS, JIE€BOCTpaHHa ChbpHeYHA
HENOCTATHYHOCT)

® TEXKW IPOBOAHU HapylueHHs (AV-0n0k Bropa U TpeTa CTeleH, CHHoaTpraneH 6J10K)

° CHHApOM HAa DOJIHUSI CHHYCOB BB3€1
® H3siBeHa ChpAeyYHa HeAQCTATbYHOCT
* eAHOBPEMEHHO WHTPABEHO3HO NpUnokeHue Ha bera-Onokepu

® NPenchHpAHO MEBXKACHE/TpenTeHe U chIbTeTBaly, WPW-cunipoM (Hopagd pHCK OT NPOBOKHpAaHE Ha
KaMepHa TaxUKap/IHs)

° OpeMeHHOCT, OCBEH B cllyyaute Ha abconroTHa He0OX0AHMOCT, oNpeaeNieHa OT JeKaps
44 Crenmansu npesynpexieHus U Npeanazan MepKu IpHa yanoTpeda
llpeny 3anouBape Ha NEYEHWETO C BEpalaMml, NAHEHTUTE CBC ChPAEYHA HEAOCTATHUHOCT HAU

Apeapa3snoIOXeHHTE KbM pa3sBHTUETO Ha Takapa, TpsaOBa mga OBJaT HABAHO AUNHTAIM3UPAHH,

HOPpald PUCK OT BIIOMABAHC HJIH YCKODABAHC ITI04ABATd Ha ChpACHHA BCAOCTAThYHOCT.

HeobxopumMo e rnoBUIIICHO BHUMaHME B ClIy4yal Ha:

taxukapausa (QRS xommneke > 0,12 cexynmm).




[Ipg epMH DaNMEHT ¢ NPOrpecHBHA MycKylHa muctpodus cied TpHUIOXKeHHETO Ha [soptin e

HabnrogaBal pecnupaTopeH apecT.

Hpu nmanmedT! ¢ yBpeaeHa depHoapoOHa GYHKIH, MOHMKEHHS JIEKapCTBEH MeTaboIU3BM BOIH HO
YCHIIBaHE M YAbIDKaBaHe e(eKa Ha Bepanamus, B 3aBHCUMOCT OT TEXECTTa HAa YepPHOIOPOOHOTO
saboiiBane. 1lpy Te3u nauyeHTH € HeoOX0AHMO KaKTO yABIDKaBaHe MHTEPBAIA MEXIY OTHCIHHTE

HO3H, TaKa K IIDAIarade€To Ha 10-HUCKH TaKHBA.

I1pH nosiBaTa Ha OCTpU CHPACYHO-CHIOBY HEKEIAHH e(hEKTH, NOBEEHUETO TPsaOBa 1a 6616 KAKTO

B ciy4ay Ha npenosupase (Bx. touxa 4.9, Ilpenosupase).

Konxunug:

B mocTMapKeTHHIOBUA NEPHO € AOKIaIBaH €UH ClIyJad Ha mapanusa (KBanpunapesa), CBhp3aHa
¢ kxomOuHHMpanaTa ynorpeda Ha BepamaMulI H KOIXHIUH. ToBa BEPOSTHO c€ ABIDKH HAa
MPCMHAHABAHETO HA KONXHUIUH fpe3 KPbBHO-MO3bUHATa OapHepa, B pe3yiTaT Ha HHXHOHPAHETO HA
CYP3A4u P-gp or Bepamamun. He ce mpenopbyra efHOBPEeMEHHOTO IIPHIONKEHHE HA BepalaMMII

¥ KOAXuOuH (BXUI Touka 4.5, JlekapCTBReHu B3auMOAESHCTBHS ).

4.5 B3ammoaeiicrsue ¢ APYI'M JIEKAPCTBEHH MPOAYKTH X APYIrH GOPME HA B3auMOIeHCTBHE

Merabonmutaute in vifro NpoydBadus HOKa3BaT, Y€ BepaaMm XHIPOXJIOPHI ce MeTabonu3upa oT
muroxpoM P450 CYP3A4, CYP1A2, CYP2C8, CYP2C9 u CYP2C18. Ycragoreno e, ue
BepanaMhll € HHXuOWTOp Ha ensumure oT rpynara Ha CYP3A4 u P-rimukompotemu (P-gp).
JloknansaHu ca 3mayuMHu B3aumMmofciicTig ¢ unxubutTopn Ha CYP3 A4, Bojemu 10 NMOBHIIABAHE
Ha MIasMEHKUTE HUBA HA BepariaMull XHIpOXIOpHA, 3a pasnuka oT uHAyKTopuTte Ha CYP3 A4, KoHTO
BONAT JO IIOHMXEHHWE Ha NJa3sMEHUTe HHBa Ha BepanaMujl XHIPOXIOpHK. T1oBa Hanara

[pocaesBaHe Ha HANCHTUTE 3a HOABaTa Ha JIEKapCTBEHH B3aHMONACHCTBHSL,

Ha tabnunmata mno-moly ca MNOpeACcTaBeHH MNOTEHLMAIHUTE JIEKAPCTBEHH B3aUMOLECHCTBHA C

BCpaliaM#uli.




HoreHHAJHH JeKapCTBEHA B3aHMOACHCTBHS, CBBP32NH ¢ BepanaMHJI

XUHUIUH (~35%)

CrubTerBam Komenrap
JeKapcTBeH Homenvuuaneu edrexm
NPOXYKT 86PXY 8EpARAMUT U/IH
8bPXY CONOMICHIGAULUR
JIEKAPCMEEeH npooyKm
Angpa-broxepu
[Ipazozun T Cmax (~40%) na CienBa NONBIHUTEIIHA
Ipa303uH, 6e3 edexT nudopMarug
BBPXY HErOBUS
TOIYKUBOT
Tepazosuu T AUC (~24%) u Cmax
(~25%) Ha Tepa3o3HuH
Anmuapummuyu
DIeKauau R MunuMaineH efext Bepxy | Cnensa JoObLIHUTEIIHA
Ia3MCHUS KIIMPBHC Ha HH@OPM&HHH
baexanang (<~10%); be3
edeKT BEPXY IIa3MECHUA
KIAPHHC HA BepaniaMill
XHAHUAVH leHTepanied xnApBHC HA

Anmuacmmamunnu cpeocmen

Teounus | entepasnien U cactemMes | IToHMKEHHETO HA
KIHpBHC ¢ ~20% KIUPBHCA € 6uNo 110-
cinabo npu nymady
(~11%)
Aumuxongyicanmu
Kapbamazenun T AUC (~46%) Ha Crenpa DONBIHKTENHA
kap0amaseluH nIpu uEdOpMans
NALHUEHTH ¢ pedpaKTepHA
[apipaliHa eITHAeNCcHs
Anmuodenpecanmu
Umunpamus T AUC (~15%) Ha HsmMa edexT BEpXY
HMHUIIpaMiak HHUBOTO HA aKTUBHUA
MeTaboIuT-Ae3uIIpaMuH
Anmuouabentriu
['muabypun T Cmax (~28%)u AUC
(~26%) na rmubypun
AHMUROOAZPO3HU cpeocnea
Konxuuun Bu3MoxH0 T HuBaTa Ha Crnenra noobIHHTENHA
KOJIXUUH HHOOPMALIHA
Anmuundexyuosrnu
EpUTPOMHUIIIH Br3MoxxaO T HHBATa HA
BeparraMull
PudaMnuims 1 AUC (~97%), Cmax
(~94%) u nepopanHara
OroHamu4IHOCT (~92%) Ha




BeparaMHII

Tenutpomuiiya

Bu3MoxH0 1 nHEBara HA
BEpariaMuJl

Anmuneonnacmuvnu cpedcmea

Loxcopybuyun T AUC (89%) 1 Crax [Tpy mamuenTH ¢
(61%) wa poxcopybunuH IpeOHOKNeTHYEH
HPH HCPOpaiHo KapIIMHOM Ha 6eiust npob
IIPHUIIOKEHHE Ha
BepamaMun
Hsva 3Haumva npoMsaHa B | [IpH manueHTH ¢
PK Ha noxcopybuius npu | HampeaHaid HEOIIa3MH
HTPaBEHO3HO HPUJIOXCHHE
Ha BepanaMHuI
bapbumypamu
DerobapbuTtan T (~5-xpatHO) enTEpaTHAA

KJIMPBHC HA BEPATaMHI

bensoduaszenurnu u opyzu ankcuorumuyy

bycnupon ~3,4-kparso T AUC,
Cmax xa Oycnupon
Mupazonam T AUC (~3-xpaTH0) H
Cmax (~2-kpatHo) Ha
MHIa30J1aM
bema-bnokepu
Meronponon T AUC (~32,5%) u Cmax | Crenpa HomsIuyMTeIHa
(~41%) Ha MmeTonposon uHbOpMAIHS
HpH NaIHCHTH ¢ aHTRHA
I Iponipanonodt T AUC (~65%) u Cmax

(~94%) na nporpasoson

IpM NalHEeHTH ¢ aHTHMHA

Copoeunu 2nuko3uou

JIMIUTOKCHE } o0iua Tenecen KIHPBHC
(~27%) u excTpapeHaIHUA
KIUpBHC (~29%) Ha
OUTUTOKCHH

Huroxcus IIpn 3gpasu mana: T Cmax

¢ oKoJo ~45-53%
T Css c oxono ~42% u 1

AUC c oxomo ~52%

HZ2- peyenmopru anmazonucmu

Humernann T AUC Ha R~ (~25%) 1 S-
(~40%) BeparaMm CbC
CHOTBETHO | KIHMpPBHCA HA
R-u S-pepanamun

Hmynonozuunu

Huxnocnopun T AUC, Css, Cmax ¢
okoJio ~45% nHa
HUKIOCIIOPHH

Cuponumyc Bs3MoxHO | HuBaTa Ha
CHUPOJIHMYC

TaxponuMmyc Br3moxno T nuBara Ha
TAKPOJIUMYC

JTunudo-nonusicasawiu cpeocmea




ATOpBACTATUH BBs3MOXHO T HHMBaTa Ha Crnensa nombIHUTENHA
aropBacTaTHH HH(pOpMAaIIuA
JloBacTaTHH Be3mMoxuo 1 Hupara na
JIOBACTATHH
CumBacTaruH T AUC (~2,6-xparso),
Cax(~4,6-KpatHo) Ha
CHUMBAaCTaTHH
Anmazonucmu HQ cepOMOHUHOGUME PEYERMOPY
AMIOTpUIITaH T AUC (~20%) na
aTMOTPUIITAH
T Crnax ("‘"24%)

 Ypurosypuunu cpeocmea

T Chax HA R- (~75%) u S-
(~51%) Bepanamun

Cyndunnupaszos | (~3-xparno) T esrepannus | Chnensa JOTBIHUTENHA
KJIHPHHC Ha BepanaMHull, VHGOpMAaIIKA
| buonamuunoct (~60%)
Apyu
Cox ot T AUC na R- (~49%) u S- | Bpemero na
rpedndpyT (~37%) BepanaMun K NOJIYEIUMUHAPAHE U

OLOpEUHHAT KIIHPBHC HE
ca 3aCerHaTy

JKBIAT KaHTapUOH

l AUC nra R~ (~78%) u S-
(~80%) BepanaMun CbC
CHOTBETCTBAITH
HOHMKEHHS B Crax

JApyra nekapcTBEeHH B3aHMOJCHCTBHS B JONBLJHMTEIHA HHQOPMANHA OTHOCHO JIEKAPCTBEHH

B3auMoOadeHCcTBHA

Konxuyun: KonxunuasT e cydctpar xakto Ha CYP3A, Taka ¥ Ha m3XBbpiginara rroMmna P-gp.

Bepanamun ¢ uaxuduTop Ha CYP3A u P-gp. [Ipu enHOBpEMEHHOTO NPHIIOXKEHHE Ha BEpallaMull H

KONXHIYH, HOTEHIHANHOTO HHXHuOupane Ha P-gp w/unu Ha CYP3A oT BepanmaMua MOXe Ja foBejie

[0 TOBUINABAHE KOHLECHTPAMUTE Ha KOIXHIMH (BX Touka 4.4, CoenuanHy NpeaynpexIcHuI H

IpeaasHil MEPKU IpH yIoTpebda).

Anmuapummuyu, 6ema-6,10Kepu: B3aUMHO NOTCHIIHpaHE HA CHPACUHO-CHAOBHTE edexTH (1o~

BHCOKa crened Ha AV-0nok,

WHOYRHpaHe HA ChpOcUHa HENOCTATHUYHOCT U IIOTCHIMPaHEe Ha XHIIOTOHUATA).

Anmuxunepmensuenu cpeocmea, ouypemuuyu,

XUTIOTEH3UBHUS €(DEKT.

I[IO-BHCOKOCTCIICHHO IIOHHMXCHWUE Ha ChpACYHATa YWECTOTa,



IHpaszo3un, mepazoszurn: AZUTUBEH XUIIOTEH3HUBEH edeKT.

IIpomueosupycnu cpeocmea cpewty HIV:  BeiepctBUe Ha MeETaOOIMTHHS HHXHOHMTOpEH
HOTCHIial Ha HAKOM OT HOpPOTHBOBHpycHUTE cpeactBa cpeiny HIV, nanpumep puromaBup,
Ia3MEeHUTE KOHIIEHTpallMh HA BepaliaMUn MOraTt jJa c¢¢ nosuinar. HeoOxoawMmo e MOBHIIEHO

BHHMaHC MY HaMAIABAHE J03aTa Ha BepallaMHAl.

Xunuoun: xunotouus. lpn pmanuenTn ¢ xuneprpodmuna 0OCTPYKTHBHA XapIHUOMEONATHS MOXe

714 HacThITH OeliogpobeH OToK.

Kapbamazenun: noBullcHy HMBA Ha Kapbamazenud. ToBa MOMXe Ja HOBele N0 IogBaTa Ha

kapbaMasenrHOBY CTpaHuuHy edeKTH KaTo JUIIONUS, rIIaBo0osike, aTaKCHd HITH 3aMasgHOCT.
Jlumui: NOBUINEHA HEBPOTOKCHIHOCT HA THTHS.

Pughamnun: moxe na ce nabmopgasa orcnabsane Ha edekTa 110 OTHOINCHUE HA NOHHXABAHETO HA

KPHBHOTO HAJIATAHE.

Cyacgurnupason: MOXe pga ce HabmogaBa OTcliabBage Ha edexra 110 OTHOIMEHHE Ha

IOBMXABAHETO HA KPBBHOTO HaNAraHe.
Heepomyckynnu 6rokepu; edexThT HA HEBPOMYCKYIHUTE ONIOKepd MOXKe na Obae moTeHypaH.
Acnupun: 1oBulIIEHA CKIIOHHOCT KBM KBPBEHE.

Emanon (ankoxon): BepanaMull OBUINABA IIa3MEHATE HUBA HA €TAHOMA.

HMG-CoA pedyxmasnu unxubumopu (“cmamunu”). neudenuero ¢ HMG-CoA penykrasHH
HHXUOHTOpH (HAIpHEMEP, CHMBACTATHH; JIOBACTATHH) NMpH NalHEHT, KOHTO IIpHeMa BepanaMull,

TpﬂﬁBa Jia 3all0vHe ¢ BE3MOXKHO Hall-HMcKaTa J03a, KOATO CIHCH TOBA IIOCTCIICHHO Aa CC ITIOBHIHABA.

AKO Ipy nalueHTH, KOUTo Beve npueMar HakaxsB HMG CoA penyxrazen uaxubutop (Hanpumep,

CCPYMHHUTEC KOHEBCHTPAlKMH Ha XOJNCCTCPOJIA.




HamMa npexs in vivo KIMHUYHYM JaHHU 33 B3aBMOJCHCTBUE MEX)Iy aTOPBACTATHH M BepalaMulL.
Brenpexu TOBa, BepanaMil UMa CHIICH ITOTEHIMAN 32 3HaYUMO BIIMSHUE BHPXY (PapMaKOKHHETHKATA
Ha aTopBacTaTHHA, 10A00HO Ha TOBa IIpH CHMBAacTaTHH U JioBacTatuH. HeobOxoauMo € MOBHOICHO

BHHMAHHC TIpH CAHOBPCMCHHOTO IIPDHIIOXCHUC HA aTOPBACTATHH H BEPpAITaMUJI.

@dnysacTaTuH, NPaBacTaTHH M pocyBacTaTHH He ce Mmerabonmsupar oT CYP3A4 u e mo-manko

BEPOATHO Jia B3aUMOLEHCTBAT C BepallaMiL.

4.6 bpeMenHOCT M KbpMeEHe
1o BpeMe Ha OpemenHOCT (0coOeHo Ipe3 NBEPBUS TPUMECTHD Ha OpeMEHHOCTTa) B KbpMeHe, [soptin
TpAbBa Ja ce Npuiara ¢aM0 B Clydute Ha abcoiloTHa HEoOXOAMMOCT (PKH3HEHa BaXKHOCT 32

MalKara), NpereHeHa OT JeKaps.

4.7 EdfexTH BHpPXY cn10c00HOCTTA 32 IodHupaHe H paboTa ¢ MAIOHHM

B 3aBHCHMOCT OT HHAMBHIyajlHaTa YyBCTBHTEIHOCT, CIOCOOHOCTTA Ha NalHeHTa 3a IMO@HpaHe
wiH paboTa ¢ MammuHY MOXe fa Ob2le HapyneHa. Tosa Baxy O0COOCHO B HAYATOTO Ha JCYECHUETO,
IpH HpPeMHHABAaHETO OT €AWH KbM JpYyr JICKapCTBEH IPONYKT, KaKTO Hd IPH KOHCYMHpPAHETO HA

AJIIKOXOJL.

4.8 Hexeaann JexkapCTBeHH PEAKIHAH

tlo-pony e mpenctaBeHa 4ecTOoTaTa M CHCTEMO-OpraHHara kiacuduxands Ha HaOMoNaBaHuTe
HEXETaHd JeKapcTBeHH peakuui. OifeHkaTa Ha UecTOTara € HalipaBeHa KakTo CJeABa: MHOTrO
gecTH (=1/10), gectu (=1/100 go <1/10), mwewectu (>1/1 000 go <1/100), penxu (>1/10 000 mo <1/1
000), muoro penxr (<1/10 000) 1 ¢ mensBecTHA YecToTa (OT HAIMYHUTE JAHHH He MOXe na Onje

HalpaBeHa OIECHKA).

Copoeyrno-cv006u HAPYUIERUA

[lpu npunaraHeTo Ha BHCOKY JO3M WU I HANUYUETO HA HOPEAX0KIANO YBPEIKHAHE, HIKOH OT
CHPHAEYHO-CHAOBHTE €(DEKTH HA BepanmaMHA MOXke Aa ObJaT MO-CHJIHO H3Pa3eHH, B CPABHECHUE C
XKETTaHHUTE MY TepaleBTHUUHH edeKTH: OpaiukapiHu apUTMHH (CHMHYCOBa OpamuKapaus, CHHYCOB

apect ¢ acucrosius, AV-0nok I-Ba go IlI-ta cTrenen uinu OpaguapuT™Mus IIpH 1Ipe HO M’B}K,I{EHE),
< {4 ﬁ
TaxXuxapaus, ChbpleOreHe, XHIIOTOHK, DA3BUTHAE WM BIOLIABAHE HA CHPA 00’1‘).
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Cmomaurno-upesnu u 4eproopobHu HAPYWEeHUR

Hecro ce crobmiaBa 3a 3amek. JloxnazmBaHu ca ciydyau Ha rafeHe, HOBpLINaHe, WiIeyC W KopeMHa
bonka/muckoMdopr. B peaxm chydad npH HpOOBDXKHTENHO JieYeHHE MOXKE Ja HacTbhilH
XHNEepIUIa3usi Ha BeHINUTE, KOATO € HaubiHO ofparuMa ciael NpeycTaHOBSBaHE IIpHeMa Ha
nekapcTeoto. ChoOMaBaHu ca U ciydau Ha oOpaTuMoO IMOBHINABAHE HA TPAHCAMUHAZUTE H/HIH Ha

ankanHata gocdarasa, KOCTO BEPOSTHO € NPU3HAK 3a aleprHueH XenaTHT.

Hapywernus na HepsHama cucmema

Crobmasagy ca CIy4aH Ha CBETORBPTEK, 3aMasgHOCT, IiaBobonue, yMopa, TpeMOp U HEPBHOCT.

Hapywienus na MyckyjJIHo-CKeJIemRama CUCHEMA U CoeOUHUMETHAMA MbKAH

B MHOrO pefku ciiydad MOJKe Ja ce HabmoaBa MHUANMMs WK apTpanrHA.

Hapywenua na koxcama it nOOKONCHAMA MbKaH

CrobmiaBanu ca cliydau Ha €K3aHTEM, IPYPUTYC, YPTUKApHA, epUTEM, IypIypa, eaeM Ha KsuHke H

cuEApoM Ha CtuBbHC-IDXOHCHH. B pemxku ciydyam MoOXKe Ja HacThiId EPHTPOMENaNTHS MU

[ApeCTE3HH.

Hapywienua na eHOOKpUHHaOmMa cucmema

B MHOro pemku cnydau € HabmiomaBaHa TWHEKOMACTHS, KOSTO € HanbhlIHO o0paruMma cien
npeycTaHoBABaHe Ha nedernero. CrodiaBany ca ciiydan Ha MOBHIIABAHE HWBATA HA IPOaKTHHA U

B OTHENIHH CIydYay ranakropes. PAaKo ca FoKNalBaHHu ¥ Cliyyad HA MMIOTEHTHOCT.

4.9 Ilpeaosupane
Heo0xonuMo e npelipreMalHeTo Ha OOUYalHHUTE MEPKHU 338 MHTCH3UBHO JICUCHME,

BepanaMul XuapoOXiI0pua HE ce OTCTPaHsaBa Upe3 XeMOAHaJIn3a.

Kanumsar e cneundudeH aatuaor, HanpaMmep 10-20 ml nmox ¢dopmara Ha 10%-eH pasTBOp Ha

KANIHEB NIOKOHAT, IIPHIIOKEH HHTPpaBeHO3HO (2,25 — 4,5 mmol), a B ciiyuaii Ha HE0OX0OUMOC Ipe3

Moxe ga ¢ HeoOXOOuMO HpHIaraHeTO ¥ Ha CJIEIHUTE MEPKH:

10




B cnyvait Ha AV-6nok II unu Il crenen, cuaycoBa Opamukapius, aCHCTONMA: IPUIIOKEHHETO HA

aTpONHKH, H3OIIPCHANINH, OPUMIIPEHATWH HIIH IIOCTABAHETO Ha MEUCMEHKDLD.

B ciywaii na XMIOTOHHA: HONaMuH, AOOYTAMHE, HOPaApeHanyy.

lipy mpH3HAN¥ Ha NEpPCUCTHpallia MHOKAapfHa HEIOCTaThYHOCT: JOonamuH, NoO6yTaMuH, a IOpH
HEOOXOMUMOCT — HEKONKOKPAaTHO MHXKEKTHpaHe Ha KamMi M OPYTH JIEKapCTBEHM NPOXYKTH,

NOBHIABAIIM ChpAcUyHarTa KONTPaKTHIHOCT, B KOMOVIHanus ¢ H30HPCHAIHH.

5. ®OAPMAKOJOT'NYHM CBOMCTBA

5.1 dapMakogaEAMIIHY CBOMCTBA

{DapmakoTepaneBTHYIHA Ipymia: Onokep Ha kanuesure kanand, ATC koa: COSDA 01

Bepanamun naxudupa TpaHcMeMOpaHHOTO HaBiHM3aHe Ha KalllHEBH HOHM B MYCKYJIHUTE KIIETKH HA
CBPIETO U CHIOBHTE INIAAKOMYCKYNHM KNeTKH. HyXxata Ha MHOKapha OT KUCIOPOHd Ce MOHHUXaBa
IPSKO B PE3YATAT Ha e(PeKTa BHpXy KOHCYMHpAIHHTE eHEeprus MeTaOONUTHH MPOIECH B KISTKHTE

Ha MHOKap4, KaKTO ¥ HEOPAKO HOopaay HaMalsIBaHE Ha CHCAHRATOBAPBABECTO.

braronapeHune Ha CBOA €eKT BBPXY MIAAKOMYCKYJIHHTE KIETKH Ha KOpOHapHuTe aprepus, Isoptin
[IOBHIIAB2 IIPHTOKA Ha KPBB KbM MHOKapAa, JOPH B INOCTCTEHOTHYHHTE o0macty U obnexuyana

KOpPOHAPHHS CIIa3bM.

Te3u CBOMCTBA JONMPHHACAT 3a aHTHHCXEMWYHATA U aHTHAHTMHO3HA euKacHocT Ha [soptin npu

BCHYKH THIIOBE KOpOHapHa 0oJiecT.

Isoptin npHTEKaBa U3paseH aHTHAPHTMHIUCH e(eKT, 0COOEHO B CIyYanTe HA HAKKAMEDHU apHTMUM.
To#i 3a0aBq poBexaHETO HAa UMITyJIcMTe B AV-BB3ena. B pe3ynrar Ha TOBa, CHHYCOBHST PHTHM
c€ BH3CTaHOBSABA W/AIIK ce HOPMAaJIM3Hpa KaMepHaTa 4eCToTa, B 3aBHCHMOCT OT BHOA Ha apHTMHUITA.

OOHKHOBEHO, [IYIICHT HUIIKX HE CE 3aciAra, UK CE€ ITIOHM)XaBa B MHHHUMANHG CTCIIEH.

AHTHEXHOCPTCH3UBHUAT edexT Ha Isoptin ce OBDKH Ha TIOHKH)KaBaHe Ha Iepu(epHOTO ChAOBO

NPOOBIDKHUTCIIHO IEYEHUE.
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Creql eIHOKPATHO MHTPABEHO3HO U IEPOPAIHO IPUIOKEHHIE BPEMETO HA IONYyCIMMUHUPaHe Ha
HEIIPOMEHEHOTO BEHMIECTBO OT IINaiMara € MexXay 3 u 7 4aca. IIpM MHOTOKpAaTHO NpHIOXKEHHE
NONY>XHBOTHT Ha BepanamMulia MOXeE Ja Cce YABJDKM IOYTH JBa IHTH, B CpaBHEHHE C TO3H IIpH
€AHOKPATHO IpPHIOXeHHe. BepamaMuil ce MeraboiimsHpa MOUTH HanbiaHO. HeroBuTe OCHOBHM

MeTabOINTH ca HOpBepallaMui ¥ I'EPBHYHH H BTOPDHYHY aMHHH.

B Npoy4dBaHKua IIpd JKHBOTHH CIOYAHCTBCHO HOpBEpalaMHII € IIOKa3zand HIKaxKBa 3HadYuMa

(hapMaKoOrHYHA aKTUBHOCT, TOKATO OCTAHANNTE MeTadOoNuTH ca MpaKTHUECKH HEaKTUBHH.

Bepanamun # Herosure MeTabOJUTH ce €KCKpETHpaT IPEeAuMHO ¢ YpHHATa, caMo 3 1o 4% ce
€KCKpeTUpaT B HENpoMEHeH BHI. B pamxure Ha 24 yaca ¢ ypuHara ce excperupa 50% ot
NpUIO’KeHaTa 1034, B paMKHTe Ha 48 yaca — 55-60%, a B pamkute Ha 5 auH - 70% OT npHioxKeHaTa
no3a. o 16% ce exckperupar ¢ msmpaxneHusTa. ChBpeMEHHUTE HAHHY TIOKA3BAT JIMIICATA HA
pasnuu¥d BEB (DAPMAKOKMHETHKATA Ha BepanaMui TipH JIMIIA CBC 3/ipaBy OsOpeny u Ipy HalueHTH

¢ TepMUHanda 6s0pewHa HETOCTATHUHOCT.

lips xoponapHa OonecT W XUIEPTOHMA HE € OTKPHUTA BpPB3KA MEXIY TepaleBTHuHus edekT U
IUIa3MEHHTE KOHHIEHTpalluy, Karo nogobHa Bpbh3ka e Ouia yCTaHOBEHAa eAMHCTBEHO [0 OTHOIEHKE
Ha edexta BbpXy PR-mateppana. KpuBara Ha nnasMenuTe KOHIIGHTpAaIlHH Ha  BEpalaME €
pasTerneHa, HO-INIOCKA M MO-XOMOTEHHA Clief, IIPHIIOXEHHETO Ha JeKapcTBeHara d¢opMa ¢
YABDKEHO 0CBODOXKIaBaHe, B CpaBHEHUE C Ta3M NPH MPHIOXKEHHETO Ha dopMaTa ¢ He3abasBHO

ocsoboxnaBane. CBBP3BAHETO ¢ IJIA3MEHHTE IPOTEHHH € 0KoJIo 90%.

Ilpemunasane npes nnayenmama: BepanaMull NpeMHHaBa Ipe3 IanedTapHarta OapHepa —
KOHIIEHTpAIlHATa B IIIa3Ma OT KPBBTA Ha IIBIHATa BeHa ¢ Mmexay 20 u 92% ot mra3Mmenara
KOHIIEHTpaUyd Y Ma#ikara.

IIpemunasane 6 4Yogewkama Kopsa: BbIPEKH, Ue BepanaMull ¢e EKCKPETHPAa B YOBEIKaTa KbpPMa, B

dbapMaxonoruyieH e(heKT Vv KbpMaUeTo.
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5.3 Ilpexxmmauautng AagHA 3a HezonacHoCT
CoupliedHO-CHAOBUTE EPEKTH U JUPY3HATA XUMEPITa3Kus Ha BEHIIUTE, HAOMOAaBatHu Ipyu XPOHHIHA
TOKCHYHOCT, MpPUYHMHEHA OT BepamaMMI XUJIPOXJIOpHI, ca onucaudy B Touka 4.8 (Hexenanu

NEKAPCTREHU PEaKIIWH ).

6. DAPMAINEBTHYHHU JAHHUA
6.1 Cnuchsk Ha IOMOOIHUTE BEIIECTBA
KanumeB xugporendocdar
MukpoKpHcTaJIHa IeNny103a

Cunmunuer FTHOKCHI, KONOUAeH O€3BOJCH
Kpockapmeno3a HaTpui |

Marsnesdes creapar

XHIIPpOMEN03a

Hatpues naypuncynigar

Maxporon 6000

Tank

Turanos quokcun (E171).

6.2 HechbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpox Ha rogsocr

5 roguHH,

6.4 Choenuanaau YCIOBHS HA ChXpaHeHue

He ce W3UCKBaT.

6.5 Jauum 3a onaKkoBKATA

[soptin 40 mg ce npeamnara 8 PVC/PVDC 6nuctepu, IocTaBeHK B KapTOHEHA KYTHSL.
Besika oltakoBka c¢habpika S0 TabneTku.

Isoptin 80 mg ce npeanara g PVC/PVDC Onmcrepy, nocTaBeHU B KApTOHEHA KyTHA.

Bcska onakoska cpaspika S0 uma 100 Ttabnetku.

6.6 CrenuaJHH NpeaNa3Hy MEPKH NPA H3XBHPINHE B padoT
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Hsma cnienuaiHy H3HCKBaHUS.

7. JIPUTEXXATEJI HA PASPEINIEHUETO 3A YIIOTPEBA
Abbott GmbH&Co KG - Germany.

Max-Planck-Ring 2, 65205

Wiesbaden

I'epmanus

8. HOMEP(A) HA PABPEINIEHUETO 3A YIIOTPEBA
Isoptin 40 mg -20030011 or 13.01.2003r.
Isoptin 80 mg - 20030012 ot 13.01.2003r.

9. JATA HA II'BPBO PAZPEINIABAHENIONHOBABAHE HA PABPEIIEHHETO 3A

YHHOTPEDBA
13 syapu 2005r.

10. JATA HA AKTYAJIUIUPAHE HA TEKCTA
Maprt 2007

14



