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AMnoauramma 5 mg tabaeTkH ]

Amlodigamma 5 mg tablets

2. KAYECTBEH 1 KOJIMMECTBEH ChCTAB

Besika TabneTka cpappka 5 mg amnogunub (kaTo amioaumnuHoB 6eaunar) (amlodipine (as amiodipine
besilate}).

3a MBJIHHA CNMCHK HA TIOMOILHUTE BELIECTBA, BHKTE Touka 6.1

3. JIEKAPCTBEHA ®OPMA

Tabnerka.
benn kpbrinu TabneTkw.

4. KIUMHUYHHA JAHHH
4.1 TepaneBTH4HMN NOKAIAHHS

XHNEepTOHHA
XpoHH4Ha cTAOHIHA CTEHOKAPHA
BazocnactuyHa creHokapans (anruua Ha [TpuaiMeTan)

4.2 JA03APOBKA H HAMHH HA NPHJIOKEHHE

EOSHEOBKH

Buw3pacmnu

ObnuaiiHaTa HAYANIHA 1034 NPH XHIIEPTOHHUA U MIPH CTEHOKApAUA € 5 mg AMIOJUraMma €JHOKpaTHO AHEBHO,
KaTo MOXKE Aa C€ YBCJIHUYH O MakCcHManHa 103a o1 10 mg cnopen TepaneBTHYHOTO NOBINSIBAHE HA NALIUEHTA.

Hpu naiMenTd ¢ XunepToHus AmiiogMraMmMa ce H3moi3Ba B KOMOMHAUMSA ¢ THasHaeH AMYPETHK, aida-
Onokep, 6era-0110kep, HITH MHXHOMTOP HA AHIMOTEH3HH-KOHBEPTHPALIIHS €H3HM.

[Ipu creHokapaus AMmoguraMma MoOXe Ja €€ H3NOJi3Ba KaTO MOHOTepanus wid B KOMOUHAIlWA C ApYrH
AHTHCTCHOKAPJHH JIEKAPCTBEHH MPOAYKTH IPH NALHEHTH ChC CTCHOKAPAWS, KOATO HE C€ MOBAHABA OT
HHTPaTH WHJIH CbOTBETHH NI03H OeTa-0oKepH.

He ce wmajara xopekuus Ha n03ata Ha AMJIOAMraMMa, OpH €IHOBPEMEHHO MNPHIOKEHHE C THA3UAHH
RAYpeTHLH, OeTa-0I0KepH U MHXHOHUTOPH HA AHTMOTEH3HH-KOHBEPTHPAIIMS €H3UM.

Coeunaany nonyJjaausH




ITayuenmu 6 cmapuecka sv3pacm

AMIIOAMIamMMa, M3MONI3BAH B CXOIHH J03U IPH NAUMEHTH B CTAPUECKA BH3PACT W NPH NO-MNau NALUSHTH,
ce noHacd ¢aHakeo noope. [Ipu manueHTH B cTapuecka BL3pacT ce MpenopbuBa COHYaHHHA 1030B PEXKHM, HO
MOBHIIIABAHETO HA J03aTa TPAOBA 1a cTaRa BHUMATEIHO (BX. TOUKH 4.4 M 5.2).

[Hlayuenmu ¢ ueproopotne yepexcoane

JIO30BHAT POKUM NPH NMALMEHTH C JIEKO SO YMSPSHO YepHOAPODHO YBPEKAAHE He € YCTAHOBEH M 3aTOBa
u30OPLT Ha 032 TpaOBa na Obae HalpaBeH BHMMATEHO, Karo TpabBa Ja ce 3alo4yHe OT Haii-HHUCKaTa
Bb3MOXKHA 7032 (BiK Toukd 4.4 u 5.2). OapMakOoKMHETHUHHMTE CBOICTBA Ha aMJIOJWNHH FIPH TEXKO
YePHOAPOOHO YBPEKIAHE HE ca NMPOoyuyBaHH. [IpH MaLMEHTH ¢ TEKKO YepHOIPOOHO YBPEXKIaHE JICUEHHETO C
aMNIOIMTTHH TPAOBA J1a 3aMI0YHE ¢ HaH-HUCKaTa 1034 W J1a C€ TUTpUpa OaBHO.

ITayuenmu c 6B6peuno yepesxcoane
[IlpoMeHHTe B TUIa3MEHHMTe KOHLEHTpaUMH Ha amJIOOMIIHH HE Ca 3aBHCHMHM OT cTeleHTa Ha OBnOpedHo
YBpEKAAHE M 3aTOBa Ce MpenopbuBa 00HYaHa JO3UPOBKA. AMIIOIUIIMH HE MOKE J1a C€ THATH3HPA.

Heduampuuna nonyarayus

Heila H IOHOIIM ¢ XHIIEPTOHHA, Ha Bb3pacT oT 6 7o 17 roavHH.

lIpenopryrTenHaTa aHTUXHNEPTEH3UBHA EPOPATHA 03a NPH NEeIHATPHYHH NAlIHEHTH HA BB3PacT MEXAy 6
u 17 roguHu ¢ 2,5 mg enHOKpaTHO AHEBHO KaTO HayallHA A03a, THTPHpaHa BNOCICACTBHE A0 5 mg
€IHOKPATHO JOHEBHO, aKo ciel 4 ceAMHLM He C€ JOCTHTHE KeJJAaHOTO KPpbBHO HanaraHe. [lo3W Haa 5 mg
AHEBHO HE ¢4 MpOYYBAHH MPH MMEIUATPUIHH NALUHEHTH (BHXK TO4KH 5.1 M 5.2).

lIpH TO3H JleKapCTBEH NPOAYKT HE MOXKE a Ce TTONTyYaT J03H OT 2,5 mg.

Heya na ev3pacm nod 6 200uni
JluncsaTt naHHM.

HauMH Ha MpunoXxeHHe
TabneTka 3a MepopanHO NMPUICKEHHE.

4.3 IIporuBonoxkazanun

AMIOTUITHH € MPOTHBONOKA3aH TIPH MALIUEHTH CBC:

. CBPBbXYYBCTBHTCIIHOCT KBM AMXWAPOMHUPHAWHOBHA NPOHU3BOAHU, AMIOAWIMH HIH KbM HIKOE OT
MTOMOLIHHTE BeILECTBA, H30pOCHH B TOYKA 6.1;

" TEXKa XHUIIOTOHMS;

. LIOK { BKUIKOYHTEIHO KAPAHOTE€HEH 1HOK),

" OOCTpyKLIHA Ha U3XOJIa HA JIABATa KaMepa (HANp. BHCOKOCTENIEHHA A0PTHA CTEHO3a);

. XeMOJTHHAMHYHO HECTAOHIIHA CHPACUHA HEJOCTATHYHOCT ClIe/l OCTHP MUOKapASH HH(apKT.

4.4. CnenunalnH npeaynpe’xaeHNs U NPeANAIHH MEPKH NIPH yRnoTpeda

be3onacHoCTTa H €)UKACHOCTTA HA aMIO/TUTIHH NPH XHIEPTOHHYHA KPH3a HE €A YCTAHOBEHHU.

[lauHEeHTH CBC ChPASYHA HEAOCTATBYHOCT

[auMeHTHTE CBC CHPAEYHA HEAOCTATBUHOCT TPAOBa fa OBAAT JleKyBaHH ¢ BHHMaHuKe. IIpu apnrocpovHo,
nnalebo-KOHTPOIUPaHO NMpOyUBaHE MPH MALMEHTH ¢ TeXKa ChpacyHa HegocTarsunocT (kiac I u IV no
NYHA), cro0masanara yecrota Ha 6eoapofeH oTok e Guia Mo-BUCOKa B Tpynara, 1eKyBaHa ¢ aMIIOJUIHH,
OTKOMIKOTO B Iianedo rpynara(Bwx Touka 5.1). biokepu Ha KanumeBHTe KaHaIM, BKMIOYHTEIHO aMIIOMIHH,
TpabBa a ce M3MON3BAT ¢ IOBULUEHO BHUMAHHE MPH MALHEHTH CLC 3aCTOHHA ChPAEYHA HEAOCTATHYHOCT, Thii
KaTo MOTaT Jia MOBUIIIAT PUCKA OT ObelH ChPASUHO-CHIOBUA CHOMTHA H CMBPTHOCT.

[TauHeHTH ¢ YepHOIPOOHO YBpeXKIaHe
oAy »KnBOTHT Ha aMNOAHIHH € YABIDKEH, a ¢cTolHOocTHTe Ha AUC ca nmo-BHCOKH NpPH MALKEHTH ¢ HAPYUICHa
4epHOAPOOHa dYHKLMA; HE ca YCTAHOBEHH MPENOPBKH 3a Aosupane. CleoBaTeIHO, aMJIOTUIHH Tpadea aa
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ce 3arouHe ¢ Hal-HUCKaTa 0032 W Ja ce MPOABH BHHMAHHE, KAKTO B HAYAIOTO Ha JIEYSHHETO, TaKa U IpH
oBWIllaBaHe¢ Ha J03aTa. [IpH NanHeHTH ¢ TEXKO 4epHOAPOOHO YBpEKIAaHE, MOXKE Aa ¢€ HAT0XKH OaBHO
TUTPpUpaHe HA A03aTa H BHHMATEJIHO MOHHTOPHPAHE.

ITaureHTH B CTapYecKa BB3pacT
[lopumasane Ha 103aTa MPH NALIHEHTH B CTAPYECKA BL3pacT TpA0Ba a ¢ H3BBLPLIBA C BHHMAHHE (BHK TOYKH
4.2 u 5.2).

[TaunenTu ¢ OE0peuHO YBpeKIaHE

TlpH TakMpa MALMEHTH aMIUVIOJWHHH MOXE 1a ce mpwaard B oOuuaitnu o3u. [IpoMeHUTe B IUTa3MEHHTE
KOHUEHTPAalHH Ha aMIIOQUITHH HE €a 3aBHCHMH OT CTeneHTa Ha O6BOpeYHOTO yBpeKAaHE. AMJICAHIIMH HE
MOJKE J1a ce JIManu3upa.

4.5 BiapmoneiicTBHeE ¢ APYrH IeXApPCTBEHH NPOAYKTH H APYTH ¢GopMH HA B3AHMOAEHCTBHE

EdekTy Ha APYTH NeKapeTBEHH NPOAYKTH BbPXY aMIOIUNHH

CYP3A4 unxubumopu:

EnHOBpEMEHHOTO NpHUIIOKEHHE HA aMIIOAMITHH CBC CHIHM WIH yMepenH CYP3 A4 uaxuburopy (nporteasHu
HHXUOUTOPH, a301HN NMPOTHBOTBOMYHH CPEACTBA, MAKPOJIHAM, KATO €PHTPOMULMH WIH KIAPHTPOMHILHH,
BepanaMHIl Wiy AWITHA3eM ), MOMKE J1a oBeAe [0 3HAUMMO yBE/IHYaBaHe HA €KCHO3MIMATA HA AMJIOJAMIIMH,
KOETO 1a HOBHIIH PHCKA OT XWMOTOHHA. KJIMHHYHATA 3HAYMMOCT HA Te3d (PapMAKOKHWHETHYHH BapHALHH
MOXE Ja € I0-M3pa3seHa [PH TMaLHeHTHTS B CTapuecka BbL3pacT. ToBa MOXE a4 HANOXKH KIHHHYHO
[IpOCAeIABAHE U KOPEKLMA Ha 103aT4a.

CYP3A4 unoykmopu:

[Ipy enHOBpPEMEHHO NMPHUIOKEHHE HA H3BeCTHH wHAykTopd Ha CYP3A4 nnasMeHara KOMUEHTpaLus Ha
aMJI0IUITHH MOXKe Aa Bapupa. [lopaaH ToBa KPEBHOTO HaisraHe TpAOBa Ja ce mpociaeaspa U 1a ce OOMHCIIH
aJanTHpaHe Ha J03aTa KakTo MO BpeMe, Taka H CJiell eJHOBPEMEHEH MpHeM, ocobeHo cbe it CYP3A4
HHAYKTOpH (Hanp. pugaMImiUMH, BAT KAHTAPHOH ).

He ce mpenoppyBa ynorpeba Ha aMnoauMnMH ¢ rpeidndpyT WIH cOK OT rpednpyT, ThbH KaTo NpH HAKOH
MALHEHTH OMOHAJIHYHOCTTA MOXE JAa ¢e MOBHIIY W Aa JOBEAE AOC 3aCH/IBAHE HA AHTHXHIEPTCH3UBHHUTE
edexTu.

Hanmponen (ungysus):

[Ipx xuBOTHHM ca HablOmaBaHH JNeTaTHA KamepHa QHOpHIALMA H ChpACYHO-CHAOB KOJAIC, CBbP3aHU C
XHNEPKATHEMHS CJIEA, NPWIOKCHHE Ha BEpanaMMji M HHTPABEHO3EH JaHTpoiaeH. llopaau puck oT
XHIICpKAIHEMHA, C€ TMPEnophYBa 1Ja ce H30ArBa €JHOBPEMEHHOTO [IPUIOKEHHE C aHTaroHWCTH Ha
KaJ[IMCBHTE KAHAIH KATO AMAOJHNHH [IPH MALMEHTH, NPeApa3ioNoKeHH KbM MAJIMTHEHA XHIICPTEPMHUA WA

[IpH OBJIAAABAHC HA MATHTHEHA XHITCPTCPMHUAL.

EcdexTy Ha aMIOAHNMH BBPXY JPYTH JIEKAPCTBEHH IIPOIYKTH

EdekTuTe Ha NoHMKaBaHe Ha ApTEPHATHOTO HallsiraHe Ha aMJIOAMITHH C€ HACIAarBaT KbM NMOHMKABALIHMTE
KPBBHOTO HajisraHe e(peKTH Ha APYFH JIEKAPCTBEHH CPeICTBa C aHTHXHICPTEH3UBHH CBOHCTBA.

laxporumyc;

CrlllecTByBa PHCK OT MOBHIIEHH HWBA HA TAKPOJUMYC B KPBBTA NMPH €IHOBPSMEHHOTO MPHIIOKEHHE C
aMIOJHNHKH, HO PapMaKOKHHETHUHHAT MEXaHH3bM Ha TOBA B3aHMOJEHCTBHE HE € HAMMBJIHO NPOYUEH. 3a 1a
ce H30€THE TOKCHYHOCT ¢ TAKPONHMYC, MPHIOKEHHETO Ha aMJIOJUITHMH Ha TIALMEHT, JEKYBaH ¢ TaKpOJIUMYC,

TaKpOJIHMYC.

Huxubumopu na npomeun, mapzemen za panamuyur (mTOR)




Huxuburopure Ha mTOR, kato cupomuMyc, TEMCHPOTHMYC H eBepomuMyc ca cyberpatu Ha CYP3A.
AmnogunuH ¢ ¢nad uHxuburop Ha CYP3A. Tlpu emHoepemennata ynorpefa Ha mTOR uuxudutopy,
aMJIOMITHH MOXKE Ja MOBULUM excrio3HuuaTa Ha mTOR unxuturopure.

Luxnocnopun

He ca nporexnaHH npoyysaHus 3a JieKapCTBEHH B3aRMOACHCTBHA ¢ LHKIOCMOPHH H aMJIOAMITHH TIPH 31PaBH
AOOPOBOIIM, HWIH NIPH APYTH MOMYNAIHH, ¢ H3KIIOMEHHWE Ha MALHEHTH ¢ OBOpetHa TPaHCIUIAHTALIUS, KbAETO
c€ Hab/mozaBaT NMpOMEHIMBH NMoOBHILeHHS (cpeano ¢ ot 0% a0 40%) Ha Hali-HHCKHTEe KOHIEHTpalUMH Ha
IHKJIocnopuH. TpaOpa na ce 0OMUCIH MOHHTOPHpAHE HA HUBATA HA 1MKJIOCTIOPHH NP NALMEHTH ¢ 0bOpeyHa
TPAHCIUTAHTAlWA Ha JICYEHHE ¢ aMJIOMINHWH, a 103aTa Ha LMKJIOCHOpPHH TpaOBa Ja C¢ HaMaH CIIopen
HeO0XOUMOCTTA,

Cumsacmamun

EAHOBPEMEHHOTO MHOTOKpAaTHO NMpHioxeHHe Ha 10 mg amnoaunud 1 80 mg cMMBacTATHH € TOBeNo 40 77%
NOBHLICHA CKCTIO3HLIMA HA CHMBACTATHH B CPABHEHHE CHC CAMOCTOATENIHO MPWIOXKEHHE HAa CHMBACTATHH.
[Ipn nauueHTH, NpueMallld aMJIOAWIIHH, 1034Ta HA CHMBACTATHH TPsiOBa Na ce orpaHH4H 10 20 mg AHEBHO.

B KIMHMYHH 1IpOy4YBaHHSA 34 B3aHMOJEHCTBHA, aMJIOJAHMKH HE TOBIHABA (apMAKOKHHETHKATA Ha
aTOpPBACTATHH, AMFOKCHH WIH BapdapHH.

4.6. PepTHiHTET, GPEMEHHOCT H KhpMEHE

bpemeHHoCT
bezonacHocTTa Ha aMJIOIMITHH NO BpeMe Ha OGPEMEHHOCT MPH X0pa He € yCTaHOBeHa.

B npoy4BaHHs NpH >KMBOTHH, NP BHCOKH JT03H € HabJTiogaBaHa perpoayKTHBHA TOKCUYHOCT (BHIK TOYKA
5.3).

[IprnoxeHne no BpeMe Ha OpeMEHHOCT Ce MPEeNnopbYBa CaMO KOrato HaAMa no-6e3omnacHa alTepHaTHBA H
Korato Oonecrra caMma no cede CH HOCH MO-ToJIIM PUCK 33 MAHKATa M [UI0/A.

KnpMmeHe

AMJIOJTHIIMH Ce €KCKPETHpa B KbpPMaTa NpH xopa. YacTra or 103ara Ha MaikaTa, MOTydeHa 0T KbpMayeTo, e
M3YMCIICHA C HHTEPKBAPTWIECH AWana3oH 3—7%, ¢ MakcuMyM 15%. E¢eKTbT Ha aMIIOOHMNMH BbpPXY
KbpMayeTrara € HEH3BeCTeH. PelleHue nanmm aa ce NpoABDKH/NPEKBECHE KBPMEHETO, WIH Ja Ce
OPOABIKH/TIPEKLCHE TEPANMATA C aMIIOJMAMH TpabBa Ja ce B3eMe, KaTo c€ MMa MpeaBua [10J13aTa OT
KBPMEHETO 32 JETETO H NOJI3aTa OT TEPANHATA C aMITOWITHH 32 MalKara.

QOEepTUNHTET

[Ip1 HAKOH NaUHEHTH, JIEKYBaHH ¢ ONOKEPH HA KalLMEBHTE KaHAIM, ca choOIIeHH 00paTHMH OHOXHMHYHH
NPOMEHHU B r1aBHYKATa Ha cnepMarozodaure. KITMHHYHMTE JAHHHM Ca HEJOCTATBYHH MO OTHOUIEHHE HA
MOTCHIMATHHA €(PEKT Ha aMIOJUITHH BbPXY depTunutera. [Ipu e1HO NMpoyuBaHe NPH IUTEXOBE Ca YCTAHOBEHH
HEXE/TAHH €(DEKTH BbPXY MBXKHA PepTHnuteT (BHXK TOUKa 3.3).

4.7 EdexTn BLpXy cnocofHOCTTA 32 IIOPHPaHe H paboTa ¢ MAIIHHH

AMIIOXUIIHH MO>Ke Aa NOBJTHAE B ciiaba 10 YMEpEHa CTENEH CIIOCOOHOCTTa 3a ogupane # paboTa ¢ MalllHHH.
AKO mNAanMeHTHTE [MpHEMAllW amJIOAHIHH, NOJyvaT 3amaiiBaHe, rJ1aBo0OJHE, YMOpa MM T[aleHe,
CrIOCOOHOCTTA MM Jla peardpart Moxe Aa Obae HapyiieHa. [Ipenopbusa ce TIOBHILIEHO BHHMaHHe, OCOOEHO B
HAYaJloTO Ha JIEYSHHUETO.,

4.8 HexeanH JeKAPCTBEHH PeAKIIHH

QObobinenue Ha nmpodKna Ha He30MacHoCT




TabnHYeH CNHCHK HA HEKENAHWTE PeaKLUH
CJleIHHTE HE)KETIaHH JIEKAPCTBEHM peakUMK ca 0K Hab/r0NaBaHK M ChOGUIABAHU IO BPEME HA JICUEHHETO
¢ aMJIOWUIHH CBC CNEHMTE YecToTH: Muoro uectu (>1/10); uectu (>1/100 o <1/10); veuecty { >1/1 000

a0 <1/100); peaxu (=1/10 000 no <1/1000); muoro peaku (<1/10 000); ¢ HeusBecTHa 4ecTOTa (OT
HAJTHYHHTE NaHHH HE MOXe Na Ob/ic HaNnPaBeHA OLICHKA ).

[Ipw Besiko rpynupaHe B 3aBHCHMOCT OT YECTOTATA, HEKETAHNTE NICKAPCTBEHH PEAKLIMHU ce H3OposBaT B
HU3XOJAMI pell N0 OTHOLICHHE HA TAXHATA CEPHO3HOCT.

Cuctemo-Opraren Knac

YeceroT

Hexenaln peakunm

Hapymenns Ha KpbBTA H
JTHM(HATA CHCTEMA

Muoro peaku

JleskoneHus, TPOMOOLIUTONIEHHA

Hapymenns ma uMynnaTa
CHCTEMA

MHoro peaxn

AJlepruuHu peakiuu

Hapymennn na Muoro peaku XHIEPrITHKEMHA
MeTab0IH3IMa B XpAHEHETO
Ilenxaunn HapymeHnn Heuectu Jlenpecus, MPOMEHU B HACTPOSCHHETO
(BKJTFOYHTENHO TPEBOXKHOCT),
be3chHue
Penku O6bpKkanocT
Hapywenns na HepBHATA Yectu COMHOJIEHTHOCT, 3aMasgHOCT,
CHCTEMA rmapobonHe (Hali-BeUue B HAYAIOTO HA
JICUEHHETO)
Hedectu Tpemop, aucrey3ua, CHHKON,

XHUIMOCCTEIUA, MTAPCCTC3INA

MHoro peaku

XUNEPTOHHA,
neprudepHa HEEPOIATHA

C HEeHM3BECTHA YeCcTOoTa

ExcrpanupaMyaHH HapyLIEHUS

HapymeHnns Ha ounre Yectu 3pUTENHO HAPYLICHHE (BIJIKOYHTENHO
AMTLIONINA )
Hapymienns HA yX0TO H Heuectu [llym B yuuTe
JAADHPHHTA
ChbpAevHH HAPpYIIEHHS Yectu [Tannuranuu
Heuectu ApuUTMHA (BIJIKOYHTETHO

Opaaukapans, KaMCPHa TAXUKApAUS U
NpeAChpIHO MBIKJIEHE)

MHnoro peaku

MuokapaeH HHOAPKT

ChI0BH HApYLIEHHS Yectu 3JadyecppaBaHe
Heuectu XHUNOTOHHUA
MHoro penku Backynur
PecinpaTopun, rpbIHH H Hectn Hucnnes
MEIHACTHHAJIHM HAPYUIEHHS Heuectn Kawnuoa, puHuT
CTOMALIHO-YPEeBHH YectH AbpoMuHnaHa O0NKa, ralesHe,
HAPYIIEeHHS AMCIETCHS, MPOMSHA B 00OWJaifHaTa
NePUCTANTHKA HA YepBarTa
( BKJIFOUHTETHO AHAPHUA H 3aTEK)
Heuectn IToBptiilane, CyxoTa B ycTara
MHoro penku IlaHKkpeaTHT, racTPHT, XHIIC
HA BEHLIMTE
XenaroGHAHApPHH MHoro peaku XenaTurT, KbITeHHIA, OB AR
HApYWeHns 4epHOAPOOHA €H3HMH™




HeuecTtn Anoneuus, myprypa, NpoOMsAHa B
1IBETa HA KOXKaTa, XHUIIEPXUIPO34,
HapyumieHusn Ha KOXKATa K MPYPHTYC, 0OPHB, €K3aHTEM,
NOAKOKHATA ThKaH YpTHKAPHA
Muoro peakn AHrHoeneM, epuTeMa MyNTUOpPME,
eKkcoSIMaTHBEH AEPMATHT, CHHAPOM
Ha Stevens-Johnson, otok Ha Quincke,
(pOTOUYBCTBUTEITHOCT
C HEeW3BECTHA YECTOTA TokcHYHa enuacpMaiHa HEKPOJIH3a
Hapywenua Ha MyCKYJIHO- YecTH OTOK Ha Iy1e3eHa, MyCKYJIHH KpaMIiy
CKEJIETHATA CHCTEMA H
ChLeNHHATEIHATA THKAN Heuectn ApTpanrus, MHanrus, 6oska B repda
Hapymenns na 6p0pennre n HeuectH Hapyueno ypuHHpaHe, HOLTHO
NHKOYHHTE IbTHHIA YpHHHpAaHe, yBEJIMYeHa YeCTOTa Ha
YPHHHpaHE
Hapymenus na Heuectn HMrioredTHOCT, THHEKOMACTHSL
Bh3NPOH3IBOAHTETHATA
CHCTEMA H IbPAATA
O6mn Hapymenna n edexTH Mmoro yecru Orok
HAa MACTOTO HA NMPAJIOKEHHAE
Yectn ¥YMopa, acrenud
Heuyectn ['pbaHa Gonka, Hosika,
HEPA3NOJIOKEHHE
Hacaensanus Heuectn Y BEIHYEHO TEJIECHO TEMI0, HAMAJIEHO
TEJIECHO TErJIO

*Hali-uecTo CBBP3aHo C XOJIeCTasa

CroOlilaBane Ha TIOIO3WPAHU HEXETAHH PEAKIIH

CroOmaBaHeTO Ha TMOAO3ZHPAHH HEXeNMaHW pPeaklMH Clie]] paspelapaHe 3a ynorpeda Ha JeKApCTBEHHA
NPOAYKT € BaKHO. TOB2 MO3BONABA A4 NPOJBIKH HAOMIOJICHHETO Ha CBOTHOLIEHHETO MOJ3a/pUCK 3a
JeKapcTReHHA NpoayKr. OT MeRUIMHCKUATE CTIeLHaTIMCTH C€ H3HMCKBA Ja chOoOLABaT BCAKA MOAO3HPaHa
HEXENaHa peakuMs ypes:

N3nniaHTENHA areHUMA MO JleKapeTBaTa

yi. Jiamad I'pyep” Ne 8

1303 Codus

Ten.: +35 928903417

yeOcaifT: www.bda.bg

4.9 IIpenozapane
ONUTBT NPH XOpa ChC Ch3HATEITHO MPEAO3HPAHE € OrPaHIYEH.

CHMITTOMH

Hanuunure ranHm npeanonarar, ye 3audTEIHOTO Ipeao3upaHe OH MOLIIO a IOBE/E A0 TexKa nepudepHa
BA3OAWNATAIMA ¥ BepOATHO N0 pednexTopna Taxukapama. CbobmaBaHo € 3a M3pa3eHa M BEPOSTHO
MPOABIDKUTEHA CHCTCMHA XHITOTOHHS AC LIOK, BKJIIOYHATENTHO LIOK ¢ (haTancH U3XOA.

Hekapnuorenen 6enonpoben otok ce cpollliaBa paAKO KaTo NOCequna OT Npeao3HpaHe ¢ aMJIONUITHH,
KOHTO MOXe€ Ja ¢e NpOsBH che 3abaBeHo Hauano Ha edexra (24-48 uaca cien mormbliaHe) H Aa M3MCKBA
H3KYCTBE€Ha BEHTHNIAUHA. PaHHMTE peaHMMaUMOHHM MepKH (BKIKUYHMTEIIHO HAaTOBAPBAaHE ¢ TEUHOCTH) 3a
MOAABPKAHE HA MEephY3HATA MU CHPACUHHA NeOUT MoraT aa ObAaT yCKOpABaluyn (GakTOPH.



Jiguenue

Ki1MHHYHO 3Ha4YMMaTa XHNOTOHMSA, ALDKAUIA CE€ Ha MNpeJo3HpaHe ¢ aMIIOJUIKH, W3HCKBA AKTHBHO
MOAABPKAHE Ha CBPACHHO-CHAOBHTE (PYHKLHH, BKAOYHTEIHO YECTO MOHUTOPHpaHE Ha chpaedHaTa W
JMXaTeNTHaTa PYHKLUHH, DOBAMIaHE Ha KpaliHHUMTE ¥ NOAABPKaHE Ha MPKYNAaTOpHUS 00eM H THypesaTa.
[Ipn ycnoswe, ye HAMa NpOTUBOTIOKA3aHAA, 33 Bh3CTAHOBSBAHE HA TOHYCA Ha ChIOBeTe H KPbBHOTO HAATAHE,
MOZKE J1a € OT 110132 NIPHIOKEHHETO Ha Ba3OKOHCTPHKTOp. MIHTpaBeHO3EH KaNlMeB [IFOKOHAT MOXKE Ja € OT
no/13a 3a NMpeoaosABaHe Ha edekra Ha O10Kada Ha KAILHEBUTE KAHAIM.

B HKOM cTyyan MOXKe J1a € OT MOJI3a CTOMAINHATA poMuBKa. [IpHIIo)KeHHEeTO Ha AKTHBEH BBIUIEH NIPU 3/IPaBH

nobpoBosuy, 10 2 "aca cien npueM Ha 10 mg aMIoIUnHH € NoKA3aJ10 HAaMAIMBaHe CTENeHTa Ha abcopOums
Ha AMJIOJIMTTHH.

Ti KaTo aMIOAMIMH Ce CBHP3Ba BLB BUCOK MPOLICHT ¢ IUIA3MEHHTE NPOTEHHH, AHAJIH3ATa BEPOATHO HAMA
a € OT MoJ3a.

5. ®APMAKOJIOT'HYHU CBOMCTBA
3.1 PapMakoAHHAMHYHHE CBOficTBA

®apmakoTepaneBTH4HA pyna; biiokepu Ha KalllHEBUTe KAHAIIH, CENTEKTHBHH OJIOKEPH Ha KaJILIHEBUTE
KaHAJIH HpeAUMHO Ch< cbAORH edekTi. ATC kon: CO8CAODI

AMITOIHITHH € HHXHOUTOP Ha HHGUTYKCA Ha Ka/ILHEBHTE HOHH, OT AMXHAPOIHPHAHHOBATA Ipymna (OJIoKep Ha
OaBHHMTE KaHany WK AHTArOHKCT Ha Kaniikesys HOH) 1 NOTHCKA TPAHCMEMOPaHHOTO HARIM3AHE HA KAJILHEBH
HOHH B KIIETKHTE HA ChpAeUYHATa U ChAOBATA IV1aJKa MycKyJaTypa.

MeXaHHW3MBT Ha AHTHXHIIEPTEH3HBHOTO NeHCTBHAEC Ha aMJIOAHITHH C€ Ab/KH Ha JHPEKTEH pesakcupalll efekr
BBPXY CBJAOBATA [IJaJKa MycKyjarypa. TOYHMAT MEXAHH3BM, MO KOHTO aMJIOJIMIIHH 00JIeKYaBa
CTeHOKApAHATa, HE € HAITLIHO M3ACHEH, HO aMJIOJMIIMH HaMaJigBa ODINOTO HCXEMHUYHO HATOBAPBAHE TI10
CIeAHUTE IBA HAYMHHA:

. AMJIOAHIIHE NpPeAH3BHKBA JUIATalMA Ha NepudepHHTE apTePHOSIH H TaKa peayLupa o0moTo nepHQepHo
CBIIPOTUBIICHHE (CIEIHATOBAPBAHETO), Cpelry KOeTo chpIeTo paboTH. ThiH KaTo ChpACYHATA YECTOTA OCTaBa
ctabHNHa, TOBa 0TOpeMeHABaHE HAa CHLPIIETO HAMANTABA EHEPTHIHATA KOHCYMALHA U KHCJIOPOJHUTE HYXK/H Ha
MHOKapAa.

2. MeXxanusMbpT Ha JeHCTBHE Ha amJIOMWIIMH ChINO TAKA BEPOSTHO BIJIIOYBA AWNATALMA HA [JIABHHUTE
KOPOHAPHH apTepHH U KOPOHAPHHTE apTepHOJIH, KAKTO B HOPMAJIHHTE, TAKa U B HCXeMUYHHTE ofstacTH. Tasu
AATaTallsA MOBHLIABA [IOCTABKATA HA KUCJOPOJ HaZ MHOKapaa NPY NAlMEHTH ¢ KOPOHApeH apTepHalieH
crna3bM (aHryHa Ha [IpuHnveran Wiau BapHaHTHa CTEHOKAPIMA).

[lpy nauMeHTH € XUNEPTOHHS, MPHIOKEHHETO eJHOKPATHO HEBHO, OCHIYpABA KIMHMYHO 3HAYHMO
MOHHXKEHHE HA KPHBHOTO HAIATaHE KAKTO B JIETHAJIO, TaKa M B H3MPAaBEHO MOJI0KEHHE, 3d UHTEpBaN OT 24-
yaca. Ilopanu GaBHOTO Hayano Ha AeiCTBHE, OCTpATa XHMOTOHHS HE € XapakTepHa 3a NPHI0KEHHETO Ha
aMJ10JHITHH.

ExHokpaTHOTO AHEBHO MPWIOKEHHE Ha aMJIOIUIHH [IPH MAIMEHTH ChC CTEHOKApOWHd NOBHINAGBa 0OIIOTO
BpeM€E Ha (PH3HMYECKO HATOBAPBAHE, BPEMETO JI0 HAYAIOTO HA AHTHHO3EH MPHCTHIT H BPEMETO 34 ACPECHS HA
ST-cermeHTa ¢ | mm B HaMalsABa, KaKTO YECTOTATA HAa CTEHOKAPAHHUTE INPHUCTHIW, TAKA H IPHEMA Ha
TAOJETKH HUTPOTTTHLIEPHH.

AMJTOIHITHH HE C€ CBBP3Ba C HUKAKBU MeTaDONMTHH HEXXEJIaHU e)eKTH HAH NMPOMEHH B T
H € NIOJIXOAALL 3a ICUSHUE Ha NAUMEHTH ¢ acTMa, Auadet U noaarpa.




[IpraoskeHHE MPpH NalMeHTH ¢ HexeMHuHa Gosect Ha cppuero (MBC)

E(pexTHBHOCTTA Ha aMJIOMHNKHE MPH MPODHNAKTHKA HA KJIHHHMHHY WHLMACHTH TIPH NAIMEHTH ¢ HCXEMHYHA
oonect Ha cbpueto (MUBC) € olLeHeHa B HE3aBHCHMO, MHOIOLEHTPOBO, PAHAOMH3IHPAHO, ABOMHO-CIAMNO,
IU1aLe00-KOHTPOIMPAHO KIHHUYIHO MpoyuBaHe npd 1997 nauwmenty; CpaBHeHHe Ha aMIIOAMITHH CIIPAMO
CHaJIaTIpHA1 3a OrpaHWuYaBaHe Ha MosBata Ha TpoMbosza (Comparison of Amlodipine vs. Enalapril to Limat
Occurrences of Thrombosis (CAMELOT). Or Tean naumeHTH, 663 ca nekyeanu ¢ amnonunut 5-10 mg, 673
MaLHeHTH ca IEKyBaHH ¢ eHajanpua 10-20 mg, a 655 nauneHTH ca NeKyBaHH ¢ 1auedo, B IOMbIHEHHE KbM
CTaHAAPTHA TEpaIHA ChC CTATHHHU, DeTa-OnoKepu, AUYPETHIIM H ACTTHPHUH, B NMPOARDKEHHE Ha 2 TOJIHWHH.
OcCHOBHHTE pe3yaTaTy 3a e)HKaCHOCTTA OT JICUYEHHETO ca MpeacTaBeHH B Tabmmua 1. PesyntaTire nokassar,
Y€ JICYCHHETO C AMIIOJIHIHH € CBLP3aHO C MO-MalKO XOCIHTAIH3aUHM 33 CTEHOKApAWaA W IIPOUEAYPH 33
peBacKynapusanmsa npH nauuenty ¢ AUBC.

Tabanna 1. YectoTa Ha 3HaYMMATe KANHAYHH cOHTHA npn CAMELOT

YecToTa Ha CbpAEYHO-CHAOBUTE CHOHTHA, AMJIIOIHIIHUH B
Opoit (%) CpaBHeHHE ¢ M1auedo
Knunuusm cpOutus AMI01UNTHH Mnanebo Erananpun Crenen Ha pucka | Hama-
- (95% AH) NIABAHE
Ha
pHCKa
(P
Value)
I1epBUYHA KpaliHa TOYKA
Hesxenanu ¢ppaeuHo- 110 (16,6) 151 (23,1) 136 (20,2) (.69 (0,54-0,88) 0,003
CBAOBH CHOHTHA

OTneIH KOMIOHCHTH

KoponapHa 78 (118) 103 (15,7) 95 (14,1) 0,73 (0,54-0,98) 0,03
peBacKyJapHa3alu

Xocnuranusaims 3a 51(7,7) 84 (12,8) 86 (12,8) 0,58 (0,41-0,82) 0,002
CTEHOKapaHA

Hedaranen MH 14 (2,1) 19 (2,9) 11 (1,6) 0,73 (0,37-1,46) 0,37
HMucynrt win THA 6 (0,9) 12 (1,8) 8(1,2) 0,50 (0,19-1,32) | 0,15
CBpaedHO-ChI0BA 5(0,8) 2 (0,3) 5(0,7) 2,46 (0,48-12,7) 0,27
CMBPT

Xocnyramsaius 3a 3(0,5) 5(0,8) 4 (0,6) 0,59 (0,14-2,47) 0,46
3CH

[TpexxuBsH chpaCHEH 0 4 (0,6) 1(0,1) NA 0,04
apecT

HoBonoseuna ce 5 (0,8) 2 (0,3) 8 (1,2) 2,6 (0,50-13,4) 0,24
nepudepHa cbaA0Ba

Oonect

Cokpawmenns: 3CH, 3actolia cbpaeuna wemocrateudocT;, JIHU, nosepurenen mntepBan, MU, muoxapaex
HHpapkT; THA, TpaH3UTOPHH HCXEMHUHH aTaKH.

lIpunoxeHHe NpY DAUHEHTH ChC ChPIEYHA HEJOCTATHLUYHOCT

XeMOAUHAMHYHH W3CJICABAHUA W KOHTPOJIMPAHH KIHHHYHH MPOyYBaHHA ¢ (PH3MUECKO HATOBAapBAHE IIPH
MAlACHTH CBbC CbpAeuHa HeaocTarbyHOCT II-IV xnmac mo NYHA nokassar, ye aMaoAaunuH HE BOIH A0
KTHHHYHO BITOIIABAHE, OLEHEHO Upes TosiepaHca KbM GH3HUECKO HATOBApBRaHe, (PpaKIHMATE HA U3TIIACKBAaHE
Ha JIBAaTa KaMepa H KITHHHYHATa CHMIITOMATHKA.

Ipu mianebo-kOHTPONIHpPaHo KIHHHYHO nipoyuraHe (PRAISE), npeaHa3HaueHo 3a OnieHKa Ha naiy W Eﬁ%
chpAe4vHa HeaocTaTh4YHOCT knac III-IV mo NYHA, nonyuaBauu aurokcus, auypetuuy 1 ACE u

€ MOKA3aJI0, Y€ aMJIOJIUITHH He BOAH A0 MOBHILIABAHE HA PUCKA 32 CMBPTHOCT WIIH KOMOHHHMpaH
H 3200/1€BAEMOCT MPH CHPAEYHA HEZOCTATBYHOCT.



B mpocnensisaio, gearocpouHo miauebo-koHTpoaupado KIHHWYHO nipoyusaHe (PRAISE-2) ¢ amnoaunun
NpU MAUWEHTH CBC ChpjaeyHa HepocTaThbuHocT Kiaac [H u IV no NYHA 0e3 KIWHHYHH CHMOTOMH H
0DEKTMBHH HAXOJIKH 33 Bb3MOKHA WIA HAJTHYHA HCXEMHMYHA 0OJIECT HAa CBPIICTO, HA MOCTOSHHA Teparnus ¢
ACE-HXUGHTOPH, TUTHTANHC K THYPETHIIH, aMJIOJIMITHH HAMA €eKT BLpXY ob11aTa HiH ChpAevYHO-CHhA0BATA
CMBPTHOCT. lIpH ¢huiaTa nomynainus, MPHIOXKEHHETO HA aMIOJAWIHH € CBBP3aHO C YBENHUYEHA HECTOTa Ha
choOLICHKA 3a DenoapobeH OTOK.

H3nuTeane Ha neyeHHe 3a npodmnakTyka Ha cepaecyeH npuctel (ALLHAT)

[IpoBeneno e paHAOMM3MpPaHO, ABOHHO-CATO, OLEHABALIO 3a00/IEBAEMOCTTa K CMBPTHOCTTA KJIIHHHYHO
npoyuBaHe - M3IHTBaHe Ha aHTHXWUNEPTEH3HBHO W JIMIIHIONOHIXKABALIO JeUYeHHe 34 NPOQHIAKTHKA Ha
c¢bpaeucH npHcTeIl (Antihypertensive and Lipid-Lowering Treatment to Prevent Heart Aftack Tnal
(ALLHAT), 3a cpaBHABaHe Ha MO-HOBUTE JICKAPCTBEHH Tepanuy: aMaoiHimH 2,5-10 mg aHesHo (Gnokep Ha
KanuueBUTe KaHaH) wik usudonpun 10-40 mg nueerno (ACE-WHXUOHUTOP), KaTO TEparnHH OT MhpBA JIHHHA,
CITPAMO JICUEHHE ¢ THA3HAHHA AHYPETHK XnopTanuaoH 12,.5-25 mg, npH neka 10 yMepeHa XHICPTOHHS.

00w 33 357 nanMeHTH ¢ XHAEPTOHHSA, HA BB3PACT 35-ro/IMHN WIH [0-BB3PAacTHH, ca OAJIH paHAOMH3HPaHH
H [pocieneHn cpenHo 3a 4,9 ronund. IlauneHTHTe ca Manu Hal-Manko ole eIuH puckos ¢axrop 3a HBC,
BKIKOYHTETHO NMPEXOACH MHOKapAeH HHGAPKT WIH HHCYIT (6 Mecena Npeay BKIIOYBAHE B NPOYYBAHETO)
WIH JOKYMEHTHpaHa Apyra aTepocKepOTHYHAa KOpOHApHA ¢hoBa Oonect (obmo 51,5%), anabet tun 2
(36,1%), HDL-C<35 mg/dL (11,6%), nepokaMepua XumepTpodHs, AHATHOCTHLUHMPAHA
CJICKTPOKapaHorpaMa uau exokapauorpadcku (20,9%), tTrotrononyiene (21,9 %).

[IsppuuHaTa kpaiiHa Touka e cpueranwe ot ¢atansa UBC unn HegataneH MuokapnaeH uHoapkr. Hama
3HAYMMAa pa3iMKa B IMbPBHYHATA KpaiiHa TOUKA MEXIY Tepanuara ¢ aMaonunuve u xnopranynon: RR 0,98
95% AH (0,90 — 1,07) p=0,65. Cpen sropHUHHTE KpaWHH TOUKH, YECTOTATA HA CHPAEYHA HENOCTATHYHOCT
(KOMIIOHEHT HA CHCTABHATA KOMOHHHpAHA CHPAEYHO-CHAOBA KpaliHa TOUKa) € 3HAYMTENIHO MO-BHCOKA B
rpynaTa Ha aMm/IOJIMIIHH, B CpaBHeHMe ¢ Tpynara Ha xiopranuaoH (10,2% cpemy 7,7%, RR 1,38, 95% /I
[1,25-1,52] p<0,001). Bce nak, HaMa 3HAYHMa pazivka B 0011aTa CMBPTHOCT MEXK/TY TEPATIMATA C AMIIOMITHH
H TepanHaTa ¢ xaoprajndaoH RR 0,96 95% JH [0,89-1,02] p=0,20.

[IpsnoxeHde npH nena (Ha Bb3pacT 6 FOAMHH U [TOBEYE)

[Ipu npoyusane, BrIFOUBaImo 268 nena Ha BE3pacT 6-17 rofAHHM, NPeIHMHO ¢ BTOPHUHA XHICPTOHHS,
CPaBHEHHETO HA 71034 OT 2,5 mg W 5,0 mg amnoaunuH, ¢ manedo mokassa, Y€ W JIBETE J03H MOHMXKABAT
CHUCTOJIHYHOTO KPBBHO HAMAMAHE 3HAYMTEIIHO NoBeue oT ruiauedo. Paznmkara Mexuay ABeTe I03H HE €
CTaTHCTHYCCKH 3HaA4YHMMA.

AbArocpoynHTe epeKTH Ha aMITOIUITME BBPXY pacTexa, yfepreTa H o0IIOTO pa3BHTHE HE CA TIPOYYBAHH.
Abarocpoynara epMKacHOCT Ha aMAOAHITHH MPH TEPANHA B JETCKA BB3PACT H 33 HAMAISBaHE Ha ChPACUHO-
ChI0BaTa 3a001€BAEMOCT M CMBPTHOCT TIPH BB3PACTHH ChI0 HE € YCTAHOBEHA.

3.2 PapMaKOKHHETHIHH CBOHCTBA

Aﬁcogﬁg@, pasnpeac/icHe, CBRbpP3BaHe € MIasMEHHUTE MPOTCHHHA

Crieql nepopanHo NPHNOKEHHE Ha TepaneBTHYHH A03H, AMTOIMITHH Ce pe3opOHpa 1o0pe, KaTo MaKCHMAJTHUTE
KPBBHH HHBA C€ NOCTHraT Mexxay 6-12 Jaca cien npuemMa. YCTaHOBEHO €, ye abconoTHaTa OMOHATMYHOCT €
Mexkay 64 u 80%. ObembT Ha pasnpeacnenue e npubnmsurento 21 Vkg. Jlannure ot in vitro nmpoy4saHHs
nokasear, 4e npHOmu3HTenHo 97,5% oT HHPKYTHpalIUs aMJIOJHIAH € CBBP3aH C TUTa3MEeHHTE MPOTEHHH.

bnoHanHuHOCTTA Ha AMJIOJMITHH HE C€ BAKAC OT IIPHEMa Ha XpaHa.

buotpanchopMaums/enHMHUHENpane
KpalHuaT niasMeH nosyxuBoT € okono 35-50 yaca M ce A0oCTHra MpH €IHOKPATHO IHEBHOMPUE
AMJIOIHIIHH c¢ METaDOIH3Upa B 3HAUMTEHA CTEMeH OT YepHHA Opo0 O HEAKTHBHH METIFONTFE, i
ypHHarta ce exkckpetdpar 10% ot nexapcTBOTO B HEMpoMeHeH BuA ¥ 60% oT MeTaboauTHTE '




Ueprnoopobro yepexcoane
HanuyHW ca MHOTO OTpaHHYEHH KJHHHYHM NaHHH 33 NMPWIOKEHHETO HA aMJIOJMIIHH MpPH TALMEHTH ¢
YEePHOXPOOHO yBpexaaHe. IlauweHTHTE ¢ yepHOAPOOHZ HEAOCTATHYHOCT HMAT IMOHIDKEH KJIMPBLHC Ha

aMJIOMITHH, BOEHI A0 NMO-IBTEF NOJIYKMBOT M MoBHMIaBaHe cTodHocTHTe HA AUC ¢ npubnuaurenno 40-
60%.

Cmapuecka évapacm

BpeMero 3a nocTHraHe Ha MakCHMJIHH IJTa3MEHH KOHLEHTPALMH € CXOAHO NpH MAIMEHTH B CTapyecka
BB3PacT W MPH M0-M1a 1 nauueHTH. [1pH NalUeHTHTe B cTapuecKa BL3pacT KIMPBHCHT HA AMIIOJMIIHH € C
TCHACHLHA KbM HaMaJliBaHE, KOATO BOJAH N0 yBeanyaaHe Ha AUC U Ha eJTUMHHALMOHHHKSA TONY>KHBOT,
HapacrBarero Ha AUC W Ha enWMHMHALMOHHHS TOMYXXHWBOT MPH [AIHEHTH CBbC 3aCTOHA ChHpAeYHa
HETOCTATBYHOCT € OHNO CIOpe/l OYAKBAHOTO 3a ChOTBETHATA BB3PACTOBA IPYIIA.

ITeouampuuna nonyarayun

[IpoBeneHo e nonyauMOHHO dhapMaKOKHHETHYHO MPOYUBAHE NPU 74 el ¢ XMIIEPTOHUS HA Bb3pacT OT 1 1o
|7 roanan (34 nauuenTH Ha BB3pacT oT 6 A0 12 roguud KM 28 mauHeHTH Ha Bh3pact oT 13 a0 17 roauHn),
NoJlydaBallld aMJIOAWITHH B 4034 Mexay 1,25 mg u 20 mg, npueMaHd €THOKPATHO WIH JBYKPATHO JHEBHO.
[Ipu geuara o1 6 10 12 roavuu ¥ npu wHOWMKTE OT 13 10 17 roguHy, THMTHYHHAT nepopasieH kiupbHC (CL/F)
¢ Own cvotBeTHO 22,5 U 27,4 L/yac npu momuerta 1 16,4 1 21,3 L/yac npr moMuueta. Habnionasana e ronsma
BApHAOMIIHOCT Ha €KCMO3MUMATA MeXAy nauueHTHTe. CHOOIIEHHTE AaHHM MPH Aena noa 6 roguHH ca
OrpaHHYEHH.

53 IpeaxkTMHHYHN JTAHHH 32 §e30nacHOCT

Penpooyxmusna mokcuxko1o2us

PenpoayKTHBHH MpPOYYBAHWs MPU TUTHXOBE W MHLIKH Ca MOKA3alH YABDKEHO 3aKbCHABaHE Ha JaTaTra Ha
paxKaaHe, yIbmKCHA IPOTBDKHTENHOCT HA PAKAAHETO H HAMAJIEHA KH3HECNIOCOOHOCT Ha NOTOMCTBOTO NPH
1031 IpUOITH3KTENIHO S0 MBTH MO-BUCOKH OT MAKCHMATHHUTE MPEMOPHUMTETHH JO3H [IPH XOpa, H3UHCIIEHH Ha
0aza mg/kg.

Hapywenue eve ghepmunrumema

Hsma edext Bbpxy depTHAMTETA Ha IUTbXOBE, TPETHPAHH ¢ aMJIOAUITHH (MBKKH, 64 JHH M XKEHCKH - 14 aHH
npeaH oo aane) 8 nosu 10 10 mg/kg/nen (8 mbTu* no-sHCOKH OT MAKCHMAITHATA NIPENOPHYMATESIHA 3a XOpa
no3a or 10 mg Ha 6a3a mg/m?). B apyro npoy4ease ¢ MIbX0BE, IPH KOETO MBXKKH [LTLXOBE Ca TPETHPAHH ¢
amMnoaunuy 6e3unat 30 gHM, ¢ 1033, cpaBHEMA ¢ 03aTa NPH XOpa, u3uKcneHa Ha 6a3a mg/kg, ca yCTaHOBEHH
NOHHKCHH IUIA3MEHH (POJIMKYIOCTHMYUPAI XOPMOH M TECTOCTEPOH, KAKTO H TMOHIKEHH TUTBTHOCT Ha
cniepMata W Opoi Ha 3pesu CIIEPMATHAN H CEPTO/IMEBH KIICTKH.

Kapyunozenesa, mymazenesa

Hsama nannm 33 KapLMHOT€HHOCT MPH IETBXOBE M MUIIKH, TPETUPAHHM JIBE FOMHK C aMJIOHIHH B IHETATA B
KOHICHTPAUHH, U3YHCICHH A OCHI'YPAT AHEBHUW 1030BH HUBa oT 0,5, 1,25 u 2,5 mg/kg/nen. Hali-sucokara
no3a (NMpH MHUILKA - ONTH3Ka 10, @ NPH IUTBXOBE - IBa NETH* MO-BUCOKA OT MaKCHMAJTHATA MPeropbYHTENHA

KIIMHHYHA 71034 0T 10 mg, u3uncneHa 3a mg/m?) e 61ia 61M3ka 10 MAKCUMAIHO NONYCTHMATA 11034 34 MHLIKH,
HO HE H 3a TUTBXOBE.

HpO}"lBaHH}] 3d MYTAr€¢HHOCT HC MMOKa3sBarT HEKHPCTBGHO-OG}’CHDBGHH E¢EKTH HHUTO Ha I'CHHO. HHTO Ha

XPOMO30MHO HHEBO.
* H34MCJIeHA 3a MAlMeHTH ¢ TeecHo Terio 50 kg

6. PAPMALEBTHYHH 1AHHHA
6.1 CnHcbK HA NOMOLIHHTE BeIRecTBA

[Touaou K 30
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MuxpokpHcTanta nenmyniosa, Ph. Eur.
Kanruues xuaporendocdart, (6e3r0aeH)
Kpocnosuaoh

Marnesues creapar Ph. Eur. [pactutenen]

6.2 HechbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpok na rogHocT

4 ropunu

6.4 CrenHa/IHH yc10BHH HA ChXPaHeHHe

PVC/PVDC-anymunneB Giuctep:

Jla ce chxpanssa nox 25°C.

Ma ce chbxpansBa B OpHrHHaIHATA OMAKOBKa, 3a /14 C€ MPEANa3H oT Biara.

6.5 JdAHHHK 32 onakoBKaTa

PVC/PVDC- anymuHuesy 6IHCTEPH B KAPTOHEHHM ONAKOBKH chabpkaum 1o 20, 28, 30, 50 u 100 tabnerku.
He BcHukmk BHOOBE OMAKOBKH MOTAT Aa ObAAT MyCHATH B NpoaakOa.

6.6 CrneunanHyu npeana3Hy MePKH NPH H3XBLPJAHE

HaMa cneuuaTHH N3UCKBAHUS,

7. IIPUTEXATEJI HA PABPEIIEHHETO 3A YIIOTPEBA

Worwag Pharma GmbH & Co. KG

Flugfeld-Allee 24

71034 Béblingen

[‘epMaHus

8. HOMEP HA PA3ZPEIIIEHUETO 3A YIIOTPEBA

20080184

9. JATA HA ITBPBO PA3PEIIABAHE / TIOAHOBABAHE HA PA3PEINIEHHETO 3A
YIIOTPEBA

Jara na mepBo paspemarane: 16 Cenremepu 2008 r.

Hara Ha nocaeaHo nogroeseane: 09 Hoemepu 2012 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

04/2023
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