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2. KAYECTBEH H KOJIMMECTBEH ChCTAB

1 mabremua c yovaoiceno oceoboxcoasane cvdvpica: 47,5 mg METONIPONONOB cyKuMHAT (mefoprolol
succinate), pasussau ce Ha 50 mg mMeTonpononos Taprapar (metoprolol tartrate).

3a MbIHMA CITMCHK Ha MMOMOIHHTE BELECTBAa, BXTE Touka 6.1,

3. JIEKAPCTBEHA ®@OPMA

Tabnremxa ¢ yovanceno oceoboacoasare om 50 mg: bana no ¢BeTNOKpEMAaBa, KPhIa, ¢ THAMETHP

9 mm, ¢ peaUTENHA YEPTA OT €AHATA CTPaHa H ¢ o3HaucHHe A/mO oT apyrara ctpana. JlenuTennara
YepTa € CaMo, 3a J1a YIIeCHH CYYIBAHETO HA TabieTKara, ¢ 1ien obeKuaBaHe Ha IPeryTbLAaHeTo i H He
A pa3fend HAa ABE €THAKBH JA03H.

4. KJIHHHYHM JAHHH
4.1 TepaueBTHYHH MOKATAHHS

XuneproHns.

CreHokapans.

TpeBeums Ha ChbpAeUHa CMBPT H MOBTOPeH WHbapKT crie1 ocTpaTta (aza Ha MEOKApAEH HHDAPKT.
CopaeuHu apuT™MHU, 0COSEHO NPH HA/IKAMEPHA TAXMKAP/NS, IOHIKEHHE HA KAMEPHATA 4eCTOTA [pH
NPEACHPIHO MBXKAEHE H TIPU KAMEPHH €KCTPAacUCTONH. DYHKUHOHATHH ChPAEYHH 320011BaHUA ¢
MaStHTALHA.

[Ipodmnakreka Ha MHrpeHa.

42 Jlo3HpOBKAa W HACHH HA NPHJIOKEHHE

ﬂoanpoaxa

Beranok 30K Tabnretiv ¢ yanmkeHo 0cBOGOKIaBAHE CE AABAT BEANDK AHEBHO, 32 NPeNnoInTaHS
cyTpuH. TabneTkure ¢ yanmkeHo ocsoboaaBate Morar Aa ce pasaenst. Te e TpaGea ga JLBUAT WIH
pasmaukgar. Tabnerkure Tpabea a ce MOIIBLAT C NMOHE MONOBHH YaIna TeUHOCT. EHoBpeMeHHOTO
MPHEMAHE ¢ XPaHa He MOBITHABA OHOHAJIHYHOCTTA.

JlosHposkara Tpsfea Aa ce KOpMIHpa HHAMBHAYAIHO, 3a a cc H3berHe Opaaukapaus. Cre/HHTE Hela
Cd BAMTHIHH KATO HACOKH:

Xunepmonus
50-100 mg seannk nueBHo. [1pH NalmMeHTH, KOKTO He oTroBapaT Ha 100 mg, 1o3aTa Moxe fa ce
KoMOHHHpa ¢ ApYTH aHTHXHIEPTEH3MBHM CPEACTEA, 33 TIPEANIOUMTAHE JHYPETHIH H KaJIIHE
AHTArOHHCTH OT AMXM/IPOIHPHIHHOB THIT, HITH 13 CE MOBHLLH. ==

Cmenoxapoun



100-200 mg peaysx aHeBHO. Jlo3aTa MOKe Aa ce MOBHINH 1o 200 mg unM npu Hy#aa na ce
KOMOHHHpA ¢ HUTPATH.

B ciydai Ha XUNOTOHHS W/WIH OpaaMKapIHa, MOXE Ja € He0OXOAMMO NOHKKEHHME Ha JO3MTE Ha
CBIFBTCTBALIOTO NIEHEHHE HIH MOHIKaBaHe Ha n03ata Ha betanok 30K. HauanHara xunoToHus He
03Ha4aBa HETNPEMEHHO, ue fo3ata Ha beranox 30K He Moxe na ce MOHACA NIPH XPOHHYHO JICHEHHE, HO
no3ata He TpAOBa a ce TIOBHILARA, IOKATO CHCTOAHHETO HE ce cTAGHIIH3HDa, M HApeZ C OCTaHAMTe
Hellla MOJKE /la Ce Haslara 3aCHICH KOHTpo) Ha Gb0pedHaTa GyHKIMA.

Copdennu apummu
100-200 mg Beanbx aHeBHO. [IpH Hy)Kaa A03aTa MOXKE Na CE MOBHIIH.

IIpogunaxmuuna mepanua cied mugkapOen ungaprm
Karo nopabpikaiiia repanus ce aagaT 200 mg BeJHBK THEBHO.

DyrKyuonannu copoeyny 3060198GHUA C NATRUMAY U
100 mg pequex qHeBHO, [IpH Hyxa f03aTa MOXKE Aa ¢ MOBHLIH.

Hpoghunaxmuxa na muzpenama
100-200 mg peaHL:K THEBHO.

Hapywena 6vopewna gynxyus
CkopocTTa Ha eTMMHEHHpaHe Ce NOBIMABA He3HauMTeNHo OT Oh0peuHaTa (PyHKuus | 3aToBa HE Ce
Hanara KOpexuHa Ha Jto3aTa ipy HapyweHa OnOpeuna GyHkps,

Hapyuiena vepnoopobra pynxyus

O6uxHoreHo betanok 30K ce AaBa B ChiliaTa 103a Ha NALMEHTH, CTPAJALIM OT YepHOApoOHa LHPO3a,
KaKTO Ha NalUMeHTHTe ¢ HopMaiHa YyepHoapobna dynkins. Camo KOraTo MMa NMpH3HALH HA MHOTO
TEIKO YBPEKAaHe HA UepHOApoOHATA QYHKLMS (HATIP. NALMEHTH Clel LIBHTOBH ONepauuun), Tpabra
Ja ce MMa NPEeJIBH NOHIXKEeHHe Ha 103aTa.

Xopa & nanpednara evipacm
He e Heo6xoauma KOPEKIIHA Ha A03aTa.

Heya v wonowu
IMpoyupany ca edmkacHocTTa M Ge3onacHOCTTa Ha ynoTpedaTa npH gena 6-18 roauxn (Bik.
TOYKH 5.1 U 5.2).

He ca npoyusanu edHKacHoCTTa M 6€30MacHOCTTa Ha yHoTpebata npH Aena < 6 roJUHH.

4.3 IIpoTHBOMOKAZAHHSE

KapanoreneH wok.

CunapoM Ha ConHUS CHHYCOB Bh3elt (OCBEH aKO HAMA MOCTABEH MOCTOAHEH NEHCMEHKED).
AV-010K BTOpa WIH TPETa CTEMNeH.

TTalmenTy ¢ HecTaOMITHA, HEKOMITEHCHPaHa CbpAeYHa HeocTaTsuyHOCT (Benoapoben oTok,
XHNonepy3ua WIH XUNOTOHHUA), H TALHEHTH C MPOALKMUTENHA WIH HHTEPMHTEHTHA HHOTPOMHA
Tepanus, AelicrBawma ypes 6eta-pelenTopeH aroHussM. CHMIOTOMATHYHA OpaaHKapaHA WIH
xunoronnd. Texko Hapylenue Ha nepHdepHaTa apTepHaHa UHPKY/IaLHs.

Meronposton He TpaGea 1a ce JaBa Ha NALUMEHTH CLC CyCleKTeH MHOKapAeH HH(apKT, 1oKaTo
chprieuHara uectoTa € < 45 yaapa/min, P-Q uHrepeanst e > 0,24 se¢ WM CHCTONMHOTO KPBBHO
Hanarane € < 100 mmHg. B cnyuan Ha HHAMKAUMH 33 ChpAEYHA HEAOCTATHYHOCT, n '
TIOBTOPHO H3MEPEHO KPBBHO HaJiAraHe, B IETHANO nojokenHe noj 100 mmHg,
MOBTOPHO NpeErfieJaHl npeay 3arnousale Ha nevenne. CepuozHo neprdepHo ¢




OMacHOCT OT ranrpeda. CBPBXHYBCTBHTEIHOCT KbM AKTHMBHOTO BELIECTBO WIH KbM HAKOE OT
NOMOLIHHTE BellecTBa, H30poeHH B ToUKa 6.1, win xeM Apyru GeTa-OrokepH.

4.4 CpeuHaJHH NpeIynpex/IeHAs H NPeANAa3HH MePKH NPH ynoTpeba
IIpH naunenTH, NeKyBaHH ¢ OeTa-0r0kepH He TpaOBa a ce punara HHTPaBeHO3HO BEpanaMHil.

MeTonponon MoxKe Ja arpaeHpa CHMITOMHTE Ha niepudepHH apTepHaliuy 3abonaBaHuA, KaTo
Hanpumep claudicacio intermitens. Texxo yspepena 6u0peuna GyHKIma. TeKKR OCTPH CHCTOHAHMA C
MeTaboMHTHA aumaosa. KoMOHHUpaHO jiedeHue ¢ AUTHTATHCORH NMPenapaTH.

[Mpu nanMeHTH ¢ aHTHHA Ha Prinzmetal, yecToTaTa W TEXECTTA HA CTEHOKAPAHUTE MPUCTHIKM MOTAT Ja
ce MOBHILAT NOpaaH MeIHHPAHH OT alnda-pelenTOpHTe KOHTPAKIIHA Ha KOpOHApHHTE chRoBe. [Topamu
ra3M MpHIHHA, HecenekTusHuTe OeTa-O6nokepu He TpabBa Aa ce M3MON3BAT NPH Te3W NalHeHTH. bera)-
CENIEKTHBHHTE PEHENITOPHH 6J'[Ol(ep]rl TpﬂGBa Jda C€ H3IIOJ3ERAT MpeANa3IHEO.

[Tpu GpoHXHaTHA acTMa HITH APYTH XPOHHYHH 0OCTPYKTHEHH 3abongsanud, TpaOBa na ce nmpuiara
CBITETCTBALIA aleKBaTHA OPOHXOIMIATaTOpHA Tepanud. Moxe 14 € HeoOXOAMMO J1a ¢¢ MOBHIIH
J03aTa Ha 6CT3.2-CTHMyJ'IaHTPITE.

[lo BpeME HA JICYCHHETO ¢ METOIMPOIOJ, PHCKBT OT MOBJIHABAHE HA REITICXHPATHHA MeTaboJTH3BM
HJIH MACKHPAHC Ha XHMOIMMTHKCMHATA ¢ IMTO-HHCBK, OTKOJIKOTO IPpH HECCNIEKTHBHHTE OeT a-GJ'IOKCpPl.

MHoro paako MOJe Ja ¢€ arpaBHpa CBILECTBYRAIIO YMEPEHO TEXKO HapylleHue Ha AV-
npoBexkaaHeTo (KOeTo MoJke aa goBeae 10 AV-010k).

JleuenueTto ¢ GeTa-Gi10KepH MOXe [1a arpaBHpa JleueHHeTO Ha aHadHIaKTHYHA peakuus. JlevweHHeTo ¢
aJpeHaTHH B HOPMa/IHK 1034 He BUHATH BOJM 10 OYaKBAHHA TepaneBTHYeH edekT. Ako beranox 30K
ce TpUaara Ha nauMeHT ¢ GeoXpoMOLIMTOM, TpiAOBa fa ce MMa NpeABU] JeueHue ¢ anda-6nokep.

TauHeHTHTE ChC CHMITTOMATHYHA CHPACYHA HEAOCTATEYHOCT, BC/IEACTBHE HA OCTBP MHOKapAeH
uHDApKT H HecTaOMIHA CTeHOKAP/IKS, Ca H3IKJIFOUEHH OT PpOoy4YBaHeTo, Ha 6a3aTa Ha KOeTo e
OHOGPSHO MOKa3aHHETO CBPACYHA HEAOCTATBYHOCT. 3aToBa CHOTHOUIEHHETO
¢hEeKTUBHOCT/0E30MacHOCT 3a JISUEHHETO Ha OCTHP MHOKApACH KHQAPKT, aCOLHUPAH C Te3U
CLCTOAHKA, HE € JOKyMeHTHpaHo. [IpoTHBoNOKa3aHa e ynoTpebara NpH HecTabuia,
HEKOMIIEHCHPaHA CHPASYHA HEAOCTATRHHOCT (B3K. TOuKa 4.3).

BHezannoto crivpale Ha Seta-Giiokazara e onacHo, 0coBeHO NPH BHCOKOPHCKOBHTE NALMEHTH, H
MO3KE Ja arpaBHpa XpOHHYHA ChPAEYHa HEAOCTATBYHOCT, KAaKTO H A ITOBHILIH PUCKa OT MHOKApPAEH
HHOAPKT ¥ BHE3aMHA CMBPT. 3aToBa BCAKO ciHpaHe Ha beranok 30K Tpabea, ako € Bb3MOKHO, 1a ce
H3BBPIIEA [IOCTENCHHO B MPOAB/KCHHE Ha NTOHE ABC CCAMHLH, KaTO JO3aTa C€ NOHHKaBa HamonoBHHA
¢ BCAKa CTHIIKA 10 KpakiHa no3a, korato TabiaeTka OT 25 mg ce MoHMKaBa A0 NOOBHH TabyeTKa.
Kpaiinata no3a Tpa6Ba na ce naBa 3a NNOHe YeTHPH AHH NPeAM CNUPAHETO. AKO Ce NOABAT CHMITOMH
Ha OTHEMAHe, ce Mpenopbusa ne-CarHo cnupane.

Ako e HeoOxoquMo beranok 30K na ce crnpe npenn XMpypruuHa Hameca, Tosa TpAbBa a cTaHe NIOHe
48 yaca npeaM BaMecaTa, C H3KTIOYEHHE HA CNELIHATHH CIy4YaH KaTO THPEOTOKCHKO3a H
($heoXpoOMOLIHTOM.

IIpeay xupypru4Hara HaMeca, aHeCTe3HONOrsT TpabBa fa 6bae HHPOPMHPAH, Ye NAaLHEHTHT
nony4asa Beranok 30K. He ce npenopsuea aa ce cniipa neveHHeTo ¢ 6era-6nokep npu NauueHTH,
/ .,

TIOJJIOKEHH HA XUPYPrHYHA HAMeECa.

Tpabra na ce M3OATBAT HAUANHK BUCOKH JTO3H METOMPOJION [IPH NTALIHEHTH, MO0}
PavIHYHH OT CHPASYHH, THH KaTO TOBA BOAH A0 SpaJHKapAHA, XHNOTOHHA H HHC
(aTaneH U3XO/ NPH MTALHEHTH CBC ChPACYHOCHI0B PHCK.




Ilpu maupeHTH Ha 6eTa-6noKkep, aHAQHAAKTHIHHAT WIOK € C MO-ro/1AMa TEKECT.

4.5 BiaadMopelicTBHe  IPYTH JleKapcTBeHH NPOAYKTH H Apyrd ¢opMH HA B3AHMOJEHCTBHE

MeTtonponon e cyGerpar 3a CYP2D6. JlekapeTeata, kouto naxubupat CYP2D6, Morat na uMar
etheKT BEPXY [LUTa3MEHHTE KOHLEHTPALMK Ha MeTonpoon. [IpMMepH 3a JIeKapcTBa, KOHTO HHXHOHpaT
CYP2D6 ca xunuauH, TepduHadiH, NapoKCeTHH, (UIyOKCETHH, CePTPaHH, HenekokcHb, nponadeHoH
u audenxupamun. Korato ce 3anmouBa neueHHe ¢ TE3H JIEKAPCTBA, MOXKE 14 € HEOOXOAMMO A3 Ce
IOHH>KH Jo3aTa Ha Beraok 30K npu naumenry, nexysanu cbe beranok 30K,

Tpabea oa ce uzbneeam crednume kombunayuu ¢ Bemanox 30K:
Hpouzeoonu na 6apbumypoeama ruceruna: Bapbutyparure (M3cnenBaHo 3a peHobapburanm)
WHIYLMpAT MeTaboTH3Ma Ha METONPOJION Ypes €H3HMHA HHAYKLHA.

IIponaghenon: Tlpu npuiockeHHe Ha nponagenoH Ha YeTHPHMA NALIHEHTH Ha TEPANKA C METONPOIIOI,
TJIA3MEHHTE KOHLIEHTPALIHH Ha METOMPOOI A e MOBHLIKIH 2-5 II5TH M 1BaMa [MaLHEHTH ¢a
TOTYYHIM HEXEAHH PeakUHH, THITHYHH 3a MeTonposion. BaauMoaeicTBHeTO ce 064CHABa BEPOATHO
oT (akTa, ye nponadeHoH, MOAOOHO HA XHHUAHH, HHXHOHpa MeTaboMTH3Ma HA METONPOJION Ype3
uuroxpom P450 2D6. KomGurauuaTa BepoATHO € TPyZAHA 3a KOHTPOJI, Thil KaTo NponadeHoH Crino
npuTexkasa Gnokupalny Gera-peLenTopuTe cBoHCTEA.

Bepanamun: B xoMbuHalusa ¢ 6nokupall GeTa-peLienTOpHTE JieKapcTBa (ONHCAHO 34 aTEHO0/,
MPOTIPAHONION M MHHAOJON), BEPANAMIUT MOXeE 1a NPHYHHH OpaaHKapIHa H TOHWKEHHE Ha KPBBHOTO
Hanarade. Bepanamun v GeTa-GnoKepHTe UMAT aAMTHBHH MHXUOUTOPHH edexTy BpXy AV-
NPOBEHIAHETO K (PYHKIMATA HA CHHYCOBHUS BB3ell.

Caednume xombunayuu ¢ Bemanox 30K mMozam 9a narazam npoMeHena 003UpoSKa HA AEKAPCMEOMO.
Amuooapon: Eqxo cpobimenune Ha cmydaii npeanonara, 4e NaLMEHTHTE, JIEKYBaHH C aMHOJApOH,

MOTAaT Aa pa3BHAT H3pa3eHa CHHyCHa OpaaMKapaHa, KOTaTo €JHOBPEMEHHO ¢ TOBA C€ JICKYBAT ¢
MEeTOTIPOAON. AMHOAPOH MMa H3BBEHPEIHO ABJTBT MOTY>KHBOT (OKONo 50 AHH), KOETO Npeamnonara, 4e
MOraT [a HACTRITAT B3aHMOIEHCTBHA IR0 BPEME CJIE/T CIIMPAHE HA JIEKAPCTBOTO.

Anmuapummuunu cpedcmea, kaac I: Knac [ antnaputmuum W 6eta-penenropHute 6J0KepH HMaT
AJHUTHBHH HEFATHBHH HHOTPOITHH €EKTH, KOETO MOXKE J1a IOBEE [0 TEXKH XeMOAHHAMHYHH
HEKENaHH PEaKIMH MPH MallHEHTHTE ¢ YBpeaeHa JeBokaMepHa dyHkuua. KomGunauusra Tpadea na
ce u304rBa ChIIO PH “CHAAPOM HA BOJIHKS CHHYCOB BB3€T” M MATOJIOTHYHO AV-npoBexaaHe.
BsaumoagiicTeMeTo e Hal-100pe HOKYMEHTHPAHO 3a TU30MHPAMHLI.

Hecmepouonu npomusogvnanumenni/anmupeemamunnu cpeocmea: 3a HCIIBC-
NPOTHBOBB3NATHTENHHATE € JOKa3aHO, 4e MPOTHBOAEHCTBAT HA AHTHXHNEPTEH3HBHIA edekT Ha Dera-
6nokepure. ITbpBORAYATHO € H3CNEABAaH HHAOMETaUWH. ToBa B3aHMOAEHCTBHE He HACTHIIBA ChC
cynuHAaK. [IpoBefeHo e poyyBaHe 3a HETATHBHO B3AMMOAEHCTBHE BBPXY JAHIIIOQEHAK.

Jfueumanucosu 2auxozudu. JIMTHTAIMCOBHTE CTHUKO3HH, 3a¢IHO ¢ OeTa-OnoKepH, MOTaT 1a yAB/DKAT
ATPHOBEHTPHKYTAPHOTO TIPOBEXKIAHE M MOTAT A2 HHAYLWpaT Opaaukapaus.

Hudpenxudpamun: JindenxuapaMut NoHKKaea (2,5 MbTH) KITHPBHCA HA METONPOION 3a aida-
xuapokcumeronpoon, upes CYP 2D6, npu xopara-61p3u xuaokcunatopH. Edexture Ha
MeTOnpono ca sacunesu. JudenxunpaMun BeposTHO MOXKe 1a HHXHOHpa MeTaboAu3Ma Ha JIpyTH
cyOcTparu Ha CYP 2D6.

Huamuazem: [IuntrnaseM v GeTa-peLienTopHuTe GIOKEPH HMAT ATHTHBHH HHXHOHTO /
AV-nipoBoauMocTtTa B QYHKIMATA HA CHHYCOBHA BB3en. Habmonasa ce napaseHa 6fas
(crobIenns Ha cmyyau) no BpeMe Ha KOMOMHHPAaHO JIeYeHHE C JHIITHA3EM.



Enunegpun: ChbliecTBYBaT OKONO JECET CHOOUICHMA 32 MTALIMEHTH, NEKYBAHH C HECEJIEKTHBHH GeTa-
PeLIENTOPHH ONOKEPH (BKTIOYHTEIHO MHHJIONO M MPONPaHOJION), KOMTO Pa3sBHBAT H3pa3eHa
XUnepToHUA H 6paaukapaus cnea npuioxkeHHe Ha enuHedprH (aapeHanuy). Te3u KIMHEYHH
HaOMIOICHNS ce MOTBBPXKAARAT PH MPOYYBAHHA NPH 31pasu no0posonuH. [Ipeanonara ce coino, e
enuHe()pHH B MECTHUTE aHeCTeTHLIH MOXKe Ja IPOBOKKPA Te3H peakUMy Npyd UHTPaBa3aTHO
npunoxeHue. PUCKET BEpPOATHO € MO-HUCHK NPH KapAHOCENEKTHBHHTE G€Ta-pelienTOPHH GI0KEepH.

Denunnponanoramyn: GeHANNponanonaMiH (HopedeapHH) B eqTHHHUYHM J03H 0T 50 mg mMoxke na
NOBUIUH JHACTONHOTO KPBBHO HAMATAHE 10 MAaTONMOFHYHH CTOMHOCTH TIPH 31paBH 100POBOIILH.
[TponpaHonon o NpagHo NPOTHBOASHCTRA Ha [TOBUHIEHHETO HA KPBBHOTO HA/IATAHE, HHAYLIHPAHO OT
¢enunnponanonamus. beta-perientopuHuTe 6nokepH, obaue, MOraT Ja MpOBOKHPAT NApajOKCaIHH
XMIIEPTEHIUBHH PeakuHy NPU NIALMEHTH, KOHTO MIPHEMAT BUCOKH JIO3H OT (eHHInponaHonaMuH, B
HAKOJIKO C/1yYaH Ceé OMUCBAT XUNEePTOHHYHH KPH3H 110 BPEME Ha JIEYEHHe CaMo ¢
(eHWITPONAHOIAMHH.

Xunuoun: XMHMAWH HHXUOKpa MeTaGo1H3Ma Ha METONPONOI TIPH TaKa HapeueHHTe Gbp3u
xHAporcHaaTopy (noeede or 90 % ot HaceneHueto B [lsenua), ¢ U3pa3eHO NOBHILEHH NJIa3MEHH
HHBa M, B Pe3y/TaT Ha TOBA, 3acHyeHa Oeta-6nokana. CHOTBETHO, B3aUMOACHCTBHE MOXE 13 HACTBIH
npH Apyry Geta-Gnokepu, KOMTO ce MeTabONHW3NPAT OT ChLIMS eH3UM {(uToxpom P450 2D6).

Knronuoun: XuneprouuuHarta peakiis, KOTaTO BHE3AIHO CE CNPe KAOHHAWH, MoXe Ja Onae
MOTeHLMHpaHa oT GeTa-61okepuTe. AKo TpsaOBa 1a e NPEYCTAHOBH CBHILTCTBALIIOTO JIEUEHHE C
KIOHUAKMH, Gera-0nokepsT TpaGRa A2 ce cnipe HAKOIKO AHH IIPpedH KIOHHIKH,

Pupamnuyun: Pudamumms Moxke 1a MHRYLHpa MeTaboIH3Ma Ha METOMPOJION, KOETO BOAH 10
MOHMKEHH TUIAZMEHH HHUBA.

TMauueHTHTE, MONYyyaBaly CHITLTCTRALIO JeYeH e ¢ ApyrH GeTa-0mokepH (Hanp. Kanku 3a OUH) WIH
MAO-uHxubHTOpH, TpA6Ba na 6baaT nox crporo Habmoaenne. [py naLHeHTHTE, NOMYYaBALIH
Tepanus ¢ 6eTa-penenTopun G0KepH, NHXANAHOHHHTE AHECTETHLM 3aCHIIBAT KAPIHOAETPECHBHHSA
edext. Moxe na € HeoGXOOHMO J1a ce KOPUIMpaT ZO3HPOBKHTE Ha HEPOPAIHHTE aHTHAHA0ETHH
CpeacTBa NP NaLWeHTHTe, Nonyyasainy 6eta-6nokepu. [InasMeHaTa KOHUEHTPALKS Ha METOTIPOJION
MO3KE Aa C€ NOBHILH, KOTATO Ce MpHara €JHOBPEMEHHO ¢ LIHMETHIHH HAH XHAPaIa3HH,

4.6 @epruanTer, GpeMeHHOCT H KbpMEHe

Bpemennoct
beranok 30K He Tpabea aa ce nasa no Bpeme Ha GpeMEHHOCT H KbPMEHE, OCBEH KOraTo ynotpebara

MY Ce MpPELEHH KaTo KaTeropuyHo Heobxoauma. Karto nano, 6era-6nokepure noHmwkKasart
nnaleHTapHara nepdysus, KOeTo ce acoLMupa cbe 3abaBaHe Ha pacTexa, HHIPAYTEPUHHA CMBPT,
abopT H npexaeBpeMeHHo paxkaaue. [lopaan Ta3y npH4KHa, ce NpenopbyBa MPOBEHKIAHETO HA
noAxoaAulo MaTepHodeTaTHO MOHHTOpHpaHe [IpH OpeMEeHHH XKEHH, JIEKYBaHH ¢ METONPO;I0/1. beTa-
peLierrropHuTe 6nokepd MOTAT Aa NPHYUHAT OpaaHkapaHs Ha (eTyca M HA HOBOpOJeHoTO. ToBa
TpHSBa Aa ¢ Ma npeaBui, ako TC34 NICKapCcTBa Ce NpeanHCeear B NoceIHHs TPHMECTED U BbB BPB3Ka
¢ paxnaneto. beranok 30K tpabsa na ce cnmpa nocrenexHo 48-72 1aca npeau IIAHKPaHOTO
pakaaHe. AKO TOBa He € BB3MOXKHO, HOBOPOZEHOTO Tpa0Ba Aa ce npocnaenasa 3a 48-72 qaca cnen
PaskaHETO 3a NIPUZHALM H CHMITTOMH Ha OeTa-0Jokaga (Hanp. cepaedHd u Genoapobuu
VCIIOAKHEHUS ).

Kepmene
MBTOI'[pOJ’lOJ'I ce Konuempnpa B YOBCIIKATa KEpMa B KOJIHYECTBO, KOETO CHOTBCTCTRA HA

ApHOITH3HTENHO TPU METH KOJIMYMECTBOTO, KOETO e OTKPHBA B I/1a3MaTa Ha Maiikara. Pu,
BPEIHH PEAKIMH N0 OTHOMIEHWE HA KBEPMAUETO U3I/IEKAA € HUCHK fIPH TEPaNeBTHUHH
nexapcTeoTo. KbpMmeHoTo aete obaue tpabea na ce Habmonara 3a npU3HalUK Ha Geta




4.7 EdexTH BbpXy cnocobHOcTTA 33 modupane B pabora ¢ MaIAHN

Toii kato npu teueHueTo ¢ beranok 30K MoraT Aa HACTBIAT 3aMasHOCT H YMOpa, ToBa TpAGBa Ja ce
MMa [IPeABH/, KOTAaTo € He0BXOAUMO TONSMO BHUMAaHHE, HarpuMep NpH WwodHpaHe H paboTa ¢
MALITHHH.

4.8 Hexenann JeKapCTBeHH PEAKIHH

Metonponon CR/ZOK e ¢ no6pa NOHOCHMOCT M HEAKENAHHTE PEaKLHH N0 IPaBHIIO €a JIEKH H
obparamMu. Cnennure cOHTHA ce CHOOIIABAT KATO HEXKENAHH PeaKUMH NMPH KNTHHUYHKUTE NPOYYBaHHA
WIH NIPH pyTHHHaTa ynotpe6a, rnaBHo npH ynoTpeba Ha KOHBCHUIHOHAJIEH METOIIPOIIO
(MeTonpoa0IOB TapTapar). B MHOTO ciTydaH He € yCTaHOBEHa BPb3Ka C JEYEHHETO ¢ METONPOO.

[Mo uecTOTA Ha pa3BUTHE HEKETAHHTE PEAKLIMH Ca IPYNMUpaHH KaTo: MHoTo 9ecTH (> 10 %), yecTn (1-
9,9 %), neuectu (0,1-0,9 %), peaxu (0,01-0,09 %) u muoro peaxu (< 0,01 %).

Covpodeuno-cvdosa cucmema

Yecrn: Bpaaukapaus, NOCTYPaTHH HapyIUeHHA (MHOTO PAAKO CBC CHHKOI), CTYASHH JNIZHH H
XOJIHJI4, MAJIIIHTALHH.
Hewectn: BriowaBate Ha CHMATOMHETE Ha ChPACUHATA HEAOCTATBYHOCT, KAPAKOIEHEH LIOK NPH

NalMEHTH C OCTBP MUOKapaeH HHGapKT *, cepaeueH O/I0K ITEPBa CTENEH, OTOK,
npexopaxanHa 6onka.

Penxu: IIpoBomHU HapylIEHHA HA ChPLETO, CHPACUHH apHTMHH.
Muoro penku: [aHrpena NMpH NaUMEHTH ¢ NPEAX0XK ALK TEXKH HAPYLLEHHS Ha MEPAGEPHOTO
KPBEOOGPBIIEHHE.

*TTopuiueHa uectota ot 0,4 %, B cpaBHeHHe ¢ Maue6o npH eqHo npoy4eate Ha 46 000 nanuenTy ¢
OCTBP MHOKapaeH HH(ApKT, KbAETO YECTOTaTa Ha KapAuOreHer Wwok 2,3 % B rpynata Ha
meTomnpoion i 1,9 % B nnauebo rpynata, npy NOATPyNaTa MalMEeHTH ¢ HMCHLK HHACKC 33 PHCK OT
oK. MHAeKChT 33 PUCK OT LIOK & OCHOBaRa Ha abCOMOTHHA PHCK OT LIOK MPH BCEKH OTAENEH
MALMEHT, MOIy4eH Bb3 OCHOBA HA BBL3pacTTa, Nona, 3a0aBsHeTo BHB BpeMeTo, kiaca no Killip,
KPBBHOTO HANATAHE, ChpJevHaTa JecTora, natonoryunute EKI' npomenn W npeaxoxnamara
aHaMHe3a 3a XunepToHuA. [ pynara naurHeHTH ¢ HUICHK MHAEKC 32 PHCK OT IIOK CHOTBETCTRA Ha
NAalUHEHTHTE, IPH KOHTO METOMPOJION CE MPETophHBa 3a YroTpeda npy OCThP MHOKAPASH HH(APKT.

Henmpanna nepena cucmema

Mmuoro yecti:  Ymopa.

Yecrn: 3amasnHocT, rnapobome.
Heuecth: [lapecTesnu, MyCKYJIHH KPaMIiH,

Cmomaiuno-upesnu

YecTn: I'anene, kopeMHa Oosika, qMapHA, 3amex.
Heuectn: [Toeprmane.

Peaxu: Cyxora B ycTaTa.

Xemamonozuunu

MHoro penku:  TpoMOOLIATONEHHA.

Yeproopobru
Penxu: [Taronoruyiy OTKIOHEHH Ha YepHOIPOOHNTE PyHKLIHOHANHH I10Ka3
Mpnoro penku:  Xenatur.

Memaboruzvm
Heuecrh: Hansiapate Ha Terno.



Mycxyano-ckeaemuu
MHoro peaxu: Aprpanrus.

Heuxuampuynu

Heuecrn: Jenpecus, HapyuieHa criocoBHOCT 3a KOHLUEHTPHPAHE, COMHONEHTHOCT HIH O€3CHHHE,
KOIIMapHH CHHHLIA.

Penku: HepBHOCT, TPEBOKHOCT, MMIIOTEHTEHTHOCT/MONOBA THCHYHKLIMA.

Muoro peakn: AmHezus/HapylleHHs Ha amerra, OObpKaHOCT, XAMOIHHALHH.

Pecnupamopnu

Yectu: JucnHes npu ycuans.
Heuectu: Bponxocnasem.
Penxn: Puur.

Cemuenu opeanu
Penxu: Hapyienns Ha BHKAAHETO, CYXH H/HITH pa3ipa3HeHH OYH, KOHIOHKTHBHT.
MmHoro penku: TuHuTyC, HApyLIEHHs Ha BKycCa.

Koowca

Heuecru: OG6pus (noa ¢opmaTa Ha NICOPHATHYHA YPTHKApHs H AUCTPOGHUHH KOKHH JIE3HH),
3aCHJIEHO MOTEHE.

Penmxu: Onnemvespase.

MHoro peaku: Peakumu Ha HOTOUYBCTBHTEIHOCT, arpasHpaH NCOPUA3KC.

C'l:OﬁlllaBaHe Ha NOJO3HPAHH HEKEJIAHH peaKlHH

Cro0iaBaHeTo Ha MOJA03HPAHH HesKeNaHH peakiiyy cjie/] paspemapaHe 3a ynorpeba Ha n1eKapcTBEHUA
NIPOAYKT € BaskHO. TOBa M03B0JisABa 1a MPOAB/DKH HabMOAeHHETO Ha CHOTHOMEHHETO MOJI3a/PHCK 33
JIEKapCTBEHHS MPOAYKT. Or MECOULHHCKHTE CNCIIHATHCTH C€ H3MCKEBaE Na C’I:OGIIIaBaT BCAKA
H0A03HpaHa HEXENAHa PpCaKIHA N0:

buarapns

H3nbaHATENHA areHLMS 10 IeKapcTBaTa
yi. ,,Jdamad I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

4.9 TIlpexo3npane

Cumnmonmu
CuMITTOM# Ha NMpeAo3HpaHe MOTaT Aa BEKIOUYBAT XHITOTOHWA, ChpJAEUHA HEAOCTATHYHOCT,
bpagukapana U OpaguapUTMHS, CEPASYHE IPOBOAHM HapyYINeHHs H OPOHXOCHa3BM.

CobpaedHo-chI0BaTa CHMIITOMAaTHKA € Hal-BaXKHA, HO B HAKOH ClIy4aH, 0coDeHO IIpH Jelia H MIaaH
HHAMBHIY, cumrToMuTe ot ¢TpaHa Ha [{HC 1 moTHckaHeTo Ha [UINAHETO MOTaT a JOMHHHPAT.

o

Hooxa0 npu npedozupane
Tpabea na ce oKake TPHKa 3a MALMEHTA HAa MACTO, KBACTO MOKE /14 C& OCHTYPAT M0}
3a NoANoMarase, HabJOCHHE H HaZI30p.

Axoe CIpaBJano, MOXKe a €€ H3BBEPIIH CTOMALIHA MTPOMHBKA H/HWIH Ja c€ IIPHAOK



3a nevyeHue Ha OpasHKapaNsa H POBOIHH HAPYIUIEHHA MOXE JIa CE NPHAOKH aTPOIHH,
aApPeHOCTUMYITHPALIH IEKapCTBa HITH NEHCMEHKbD.

XHMNoToHHA, OCTPA ChbPASYHA HEIOCTATHYHOCT M LIOK MOrar Aa 0bJaT JeKyBaHH 4pe3 NOAXOImo
yBeJIHUeHHe Ha oDeMa, HIKeKTHpaHe Ha [TIOKAroH (ako € HeoOX0HMO, MOCNESABAHO OT
HHTpaBeHO3Ha HH(Y3HA Ha NIIOKArOH), HHTPABEHO3HO NIPWIOKEHHE Ha afAPEHOCTHMY/IHpalL#
JIEKapcTBa, KaTo A00YTaMHH, © 01.peLeNITOPHH aroHHCTH, 106aBEeHH MIPH HAJIMYHE HA BAa30JHIaTalHA.
ChINO Taka, MOJKE Ja C€ TIPHIIOKAT HHTPABEHO3HO KaLMeRH ioHu (Ca®").

O6uKHOBEHO OpOHXOCNAZBMEBT € 00PaTHM, aKO Ce MPHIIoKAT GPOHXOAMIATATOPH.

5. ®APMAKOJIOTHYHH CBOHMICTBA
5.1 PapmaxkoIHHAMHYHE CBOlicTBa
DapmakoTepanesTHYHA rpyna: beta-peterrropen 6nokep, cenckrupen; ATC koa: CO7A B02

Mexanu3bM Ha AEHCTBHE

MeTonponon ¢ 6eTa)-ceNeKTHBEH pelenTopeH 610Kep, T.e. MeTOIPOIIoN NMOBIHABa GeTa -pEeLENTPOHTE
Ha CLPLETO B MO-HUCKH [I03H OT HEOOX0MMHTE, 34 [1a Ce MOBIHAAT OeTar-peLeITOPHTE B
neprdepHUTe chaoBe U Gponxure. CenekTHRHOCTTa Ha Betanok 30K e mo3ozaeHcHMa, HO ThH KaTo
NIMKOBATA MTa3MEHA KOHIEHTPAIIMA 3a Ta3H (OpMa Ha J03HPOBKA € IHAYHTENHO No-HUCKA, B
CpaBHCHMeE ChC CHIIATA /1034, AaBaHa KaTo 00OMKHOBEHH TabNeTKH, ¢ MOCTHTa N0-BHCOKA CTENEH Ha
OeTa;-CeNIEKTHBHOCT ¢ JIeKapcTseHara hopMa.

MeTonpoJIo He MPHTEXKABA HHKaKLe OeTa-cTHMYTHpall edekT 4 uMa cnab MeMOpaHO-CTUHMYNHpALL
edext. Bera-penienTopHuTe 610KEpH MMAT OTPULIATEIHA HHOTPOTIEH H XPOHOTPONEH e(eKT.

dapmakoanHaMuuHY edekTH. ¥ KTHHHYHA edHKacHOCT U Ge3oMacHOCT

Tepanusta ¢ MeTONPORON oTCIabBa edeKra HA KATeXONaMHHHTE TIPH GH3HYECKO H ICHXUHECKO
HaTOBAapBaHe, U [aBA NO-HHCKH ChPAEYHA YeCTOTa, ChpaeyeH Ae0HT U KpbBHO Hanaraxe. [lpu
CTPECOBH CHTYALIMH C TIOBHHIEHO 0CBOOOKIABAHE HA APEHATHH OT HANOBEOpEHHHTE HIIE3H,
METONPOJION He TIPEBEHTHPa HOpManHaTa GU3HOAOTHYHA CHIO0BA JWIaTalkA. B TepanesTHUHH 1034,
METOIIPOJION WMa MO-C1ab KOHTpaKTHIEeH €QEKT BbpXy OpOHXHANHATA MyCKyaaTypa oT
HeceeKTHBHHTE OeTa-610kepH. ToBa CEOHCTBO NO3EBO/IABA JIEHEHHE HA NIALMEHTH ¢ OpOHXHATHA
acTMa WIH Ipyru H3pa3eHH obcTpykrusHH Gen1onpoGHH 3a6011BaHUA ¢ METONMPOJIOT B KOMOHHALMS C
GeTa)-peLienTOPHH CTHMYI2HTH. MeTonponon noeauaBa ocBoOOKIABAHETO HA MHCYIHHA H
BBIJIEXHApATHAT2 OOMsHA B MO-MaKa CTeNeH OT HecenekTHBHHTE OeTa-0NoKepH, H 3aT0Ba TOH MoXe
Ja ce AaBa CBIIO Ha MALHEHTH CBC 3axapeH Auaber. CBpaevHO-ChA0BATA PEAKLMA MPH
XUIIOTIAKEMHS, HAlIPHMEP TaXUKap/us, Ce IIOBJIHABA B [10-MAJIKa CTETNEH OT METOMPOION H
BPBLIAHETO HA KPbBHO3AXAPHOTO HUBO A0 HOPMAITHOTO € [0-0bP30, OTKOJIKOTO 38 HECEJEKTHBHHTE
OeTa-peUenTOpHH OITOKEPH.

IIpu xunepronns, Beranok 30K noumkaba KPBBHOTO HanAraHe 3HAYHTEIHO 3a NoBede OT 24 vaca,
KAKTO B JIE€THAJIO, TAKA W B M3NIPABCHO NOJIOKEHHE, 4 CBINO H [0 BpeMe Ha ¢H3HYeckH ychHa. [Tpy
Je4eHUe ¢ METONIPOJION, MTEPBOHAYANHO ¢€ Hab/mo1aBa NOBHINEHHE Ha NepudepHaTa cproBa

pe3HCTEeHTHOCT. TIpH ABATOCPOYHO JTeyeHHe, obave, MOTYUeHOTO IOHIWKEHHE B KPbBHOTO HAMAraHe
MOJXKe /1a C¢ AB/DKH Ha NOHKeHaTa nepudepHa CbA0Ba Pe3NCTEHTHOCT H HENIPOMEHEHHA ¢
1eOuT. ITpu MBbiKe ¢ YMEPEHO TeXKKA/TEMKA XHITEPTOHHA, METONPONO [IOHIKABa pHC‘
cbaoBa cMbpT. He ce HabniosaBar HapylIeHHs Ha eleKTponuTHHA HanaHe.

EdekT npu xpoHHuHa cepaeuHa HegocTaTh4HOCT: [IpH npoyvBaHeTO BhpXY MPex:
MERIT-HF, sxmouBamc 3 991 nauueHrTH ¢be ChpASYHA HeocTaThuHocT (NYHA



¢paxuma Ha mstnackeaHe (< 0,40), 3a Beranok 30K e aokazaHo, ve yABbIKaBa MPeKUBAEMOCTTA H
NOHKKaBa 6pos Ha XocnuTanusauuute, [Ipy IbarocpodHo neyeHue, MalMeHTHTe NoTy4aBaT odLo
nonobpenHe Ha cuMnTomute (knac cniopes Hiolopkckara chpaeyta acounauus 1 Ckop 3a ofma
OLICHKA Ha IEYSHHETO).

OceeH TOBa e moKa3aHo, Ye Tepanuara ¢ betanok 30K nopuiaea dpakuuaTa Ha H3TIACKBaHE H
TIOHIDKABA KPaifHHTE CHCTOTHH H AHACTONHH NEBOKaMepHH obeMH.

IlpH TaxuapHTMHH, eeKTHT OT IOBHIIEHATA CHMIMTATHKOAMTHYHA AKTUBHOCT ce OJI0KHpa H TOBa BOIH
JI0 MO-HHCKA ChpAevHA YeCTOTA, OCHOBHO Upe3 MOHMKEHATA aBTOMAaTH3allMA Ha NeHCMEHKBpHHTe
KJIETKH, HO CBIIO U 4pe3 YABDKSHOTO CYTIPABSHTPUKYAAPHO NMPOBORHO Bpeme. Metonponon
MOHWKABA PHCKA OT MOBTOPEH HHPAPKT H CHPACUHA CMBPT, 0CODEHO BHE3anHa CMBPT Cllelt
MHOKapaeH HH(ApKT.

Ieaparpyyna nomyNauus

IMpy 144 neguaTpryHA NaMEHTH (Ha BL3PacT 0T 6 10 16 rogMHM), NPEAHMHO C €ceHLIHaHa
XHIIEPTOHHMA, B €/IHO 4-CeAMHYHO npoyysaHe, betanok JOK noHK>kapa CHCTOMHOTO APTEPHATHO
Hanaraue ¢ 5,2 mmHg 2a x103a ot 0,2 mg/kg (p=0,145); 7,7 mmHg 3a no3a ot 1,0 mg/kg (p=0,027) u
6,3 mmHg 3a nosa ot 2,0 mg/kg (p=0,049), c makcumanto 200 mg/aHesHO, B cpaBHeHHe ¢ 1,9 mmHg
3a mane6o. 3a JMacTONMHOTO apTEPHANHO HaJIATaHe TOBA MOHIKeHHe e Guno, choTeTHO, 3,1
(p=0,655); 4,9 (p=0,280); 7,5 (p=0,017) n 2,1 mmHg. He ce nabmoaapat HHKaKBHM ABHH Pa3/HKH B
TNOHHKCHHUETO HA apTEPHANTHOTO HAJNIATAHE, Bb3 OCHOBA Ha BB3pacT, CTEU[HI’I o Ta.Hep H pacoBa
TIPHHAILTEKHOCT.

5.2 PapmMakoKHHETHYHH CBOHCTBa

Tabnetkara c yaemxeno ocsoboxnaeane beranok 30K ce cbCTOH OT eHKanNcCy/IHpaHH MHKpocdepH oT
METOMPOJIOJIOB CYKLHHAT M BCAKA cepa HpescTasisBa oTaenHa eno eaurnna. Beska cdepa e
ROKPHTA C [TOJIHMepHa MeMOpaHa, KOATO KOHTPOIHPA CKOPOCTTa Ha ocBoO0XKIaBaHE Ha JIEKapCTBOTO.
Tabnetkara ce paznaza 6bP30 B KOHTAKT ¢ TEUHOCT, NIPH KOETO CepHTE C& AMCTIEPrHpaT BbPXY
rojsaMa MOBBPXHOCT B CTOMaIHO-4peBHIA TpakT. OcBobokaAaBaHETO € He3aBHCHMO OT pH Ha
OKOJTHATA TEYHOCT M MPOTHYA ¢ NOYTH KOHCTAHTA CKOpOCT 3a okono 20 vaca. JlekapcrseHara GpopMa
Ha JO3MPOBKA OCHTYPsiBa PaBHOMEDHS I1a3MeHa KOHUEHTPALMA H NPOTL/KHTETHOCT Ha edekTa Han
24 yaca.

AbBcopbuus
Metonponon CR/ZOK ce abcop6ipa HambJIHO cliell epopanHo MpuiokeHHe. [lopaau sHAUMTETHUS

edexT Ha NBpPBOTO NPeMHHABAHE, clcTeMHAaTa GHOHAIMYHOCT Ha METONPONION OT €HOKPaTHA
nepopaiHa ao3a e npubnusurento 50 %. Cbp3BaHeTo Ha METONPOJION ¢ IU1a3MeHKTE OENThIM €
HHCKO W € NpHbsinznTeado 35-10 %,

Buortpancdopmanms

Mertonponon ce noaara Ha OKCHIATHBEH MeTa00IH3BEM B uepHHA Apob, ocroBHO oT CYP 2D6
u3oeHzuma. UneHTuduunapany ca TpH 0OCHOBHH MeTabOoIHNTa, BBIIPEKH Y€ HHTO €IMH OT TAX He
npHreskasa B-Gnoxupattl edexr ¢ KIHHHYHO 3HAYEHHE.

Enumunupane
Ilo npaeuno, moeeye oT 95 % OT nepopaaHaTa 103a MOXe Aa c€ OTKpHe B ypHHata. Okono 5 % ot

MPHIOKEHATa 033 ce eKCKPeTHPAT B ypHHaTa B HelpoMeHeHa (opMa, KaTo B OTIACIHH cnyqaﬂ TOB2

Xopara B cTapuecKa BE3PAcT He NOKA3BAT HUKAKBH 3HaY¥MH NPOMEHH BBB dapmay
METOMPOJIOI, B CPABHEHHE ¢ Mo-Maaau xopa. CHcTeMHaTa GHOHANTHYHOCT H €/IHMH



METOMPOJION ¢a HEMPOMEHEHH MPH NALMEeHTH C MoHWwkeHa OuOpeuna gyHxuua. Exckpennsara Ha
MeTabonuTH obave € NoHmwkKeHa. 3HAUMTETHO HaTpyBaHe Ha MeTaboMTH ce Habnroaapa npH
nauueHTH ¢ raoMepynsa guntpauus (I'®) noa 5 ml/min. Tosa HaTpynBaHe Ha MeTabonHTH obaue He
zaciuiea Oeta-Onokanara.

JiuHeiHocT/HeTMHEHHOCT

DapMakOKHHETHKATA HA METOMNPONION ¢¢ NOBJHABA MHHHMATHO OT MOHMKEHATA yepHOApoOHa
(yHkuma. Benpeku ToBa, obave, MPH MALIMEHTH ¢ TEKKa YePHOAPOOHA LIMPO3a H NOPTOKABAJIEH IIBHT
OHOHANHYHOCTTA HA METOMPOJION MOXKE Ja ¢ NMOBHIIKA M ODIIMAT KIHPBHC MOXKE /1a € NOHHKEH.
[TalHeHTHTE ¢ MOPTOKABATHA aHACTOMO3a HMAT 061 KNMpBHC oT npubmusurendo 0,3 I/min ¥ niowmra
N0, KPHBATA Ha KOHLEHTpauuATa BB BpeMeTo (AUC) e cbe cTOHHOCTH 10 6 ITbTH 110-BHCOKH,
OTKOJIKOTO TIPH 3IpaBH JIMLA.

$apMakOKMHCTHYHHAT npodin Ha METONIPOJION, PH NEAHATPHYHH NALMEHTH C XUNEPTOHHA Ha
BB3pacT 6-17 roanny, € cxojieH ¢ papMakoOKMHETHKATA, PEAXOAHO ONHCAHA NIPH Bh3PACTHH.
[MpueuaauaT nepopaneu kupbHe (CL/F) Ha METOIPONON ce MOBHIIABA JIKHEHHO ¢ TENECHOTO TErNO.

5.3 IIpeakNHHHYHH JaHHH 33 Oe30MaCHOCT

MeTomnposion e H3caeaBaH IHPOKO B KIMHHYHH yciaoBuA. BaskHa 3a npeanuceainusa mHbOpMalHa
MOXKe Jla € OTKpHE B JpYyrH YacTH Ha Kparkara xapakTepHCTHKA Ha MPOAYKTA.

6. GAPMAILEBTHYHHA JAHHH

6.1 CnoHcbLK Ha IOMOMHMTE BEWECTBA

ETunuenynosa, XMApOKCHIIPONMI LETYNI03a, XHIPOMENO3a, MHKPOKPHCTAIHA 1eiyJ103a, NapaduH,
Maxporosn, 0e3BO/IEH HEKOJIOHEH CHIMLMEB JUOKCH]L, HATPHEB CTEapHi (pyMapat H THTaHOB JHOKCH],
(E 171).

6.2 HecbBMeCTHMOCTH

Hemnpunoxumo.

6.3 Cpok Ha roanocr

3 roguHH.

6.4 CrHenHa/JHH YCJIOBHA HA ChXpaHeHHe

Ja ce cexpanasa nog 30°C.

6.5 BHI H chIbpKaHHE HA ONAKOBKATA

Draxon om ROAUEMUIEH C GUCOKA NABIMHOCM C ROAUNPONUNEHO8A KANAUKA!
30 TabneTkH ¢ yIbKeHo ocBoboXKAaBaHe, SO mg.

EBaucmepu om PVC/PVDC/Al unu om PVC/AL

28 TabneTku ¢ yaemkeHo ocBobokaasaHe, 50 mg.

6.6 CpenpaJuH Npeana3HH MepKH NpH H3XBLPJSAHE H paGoTa

Henpunoxumo.
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