KPATKA XAPAKTEPUCTHKA HA IIPOAYKTA, . |
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1. HME HA JEKAPCTBEHHUA ITPOAYKT -

Buon 5 mg punmMupann Tabnerku
Byol 5 mg film-coated tablets

2. KAYECTBEH H KOJMYECTBEH ChCTAB
Bcska Tabnerka chabpixa 5 mg 6usonpononoe ¢gymapar (bisoprolol fumarate).

TIOMOIIIHHA BEIIECTBA: -
Bcaka 1absieTka chabpiKa 1akTo3a (KaTo akTo3a MoHoxuapar 1,24 mg).

3a NBIHMS CIIMCHK HA MOMOIHKTE BEIECTBA, BIDKTE Touka 6.1,

3. JEKAPCTBEHA ®OPMA

OunmupaHa Tabnerxka. |

*KnnTa, oBanHa TablieTKa ¢ Ae/IUTENHA YepTa Imoa dopMarta Ha KpbCT M Haanuc “BIS 5 ot egHara
CTpAaHA. | | |
Tabnerkata Moxke 1a Ob/e pa3geicHa Ha paBHH Y€TBLPTHHH.

4. KJIAHWAYHU JAHHU

4.1 TepaneBTHYHH NOKA3ZAHHS

XHIICpTOHHUA

AHIMHa NeKTOpHUC

Jleuenue Ha crabuina xponnqﬂabbpnetma HEAOCTATHLYHOCT ¢ NMOKIWKEHA CUCTONHA QYHKIMA Ha JIABATa

xamepa Kato gombiHeHue kbM ACE WHXHOHTOpH, AMYPeTHUM W MO0 H300p CHPACYHH ITIHKO3HIHM (3a
IOITBIHUTEIHA uHdOpMaLMs BXK. To4ka 5.1).

4.2 Jlo3upoBKa H HAYHH HA DPAJIOKEHHE

Havun na npunodcenue
Tabnerkure Guzonpomnon TpA6Ba Ja ce PHEMAT CYTPHH M MOTarT Jia ce npuemar ¢ xpana. TpsGsa na
¢e MOTJIBLIAT ¢ TEYHOCT H He TpgOBa Aa ce CABBKBAT.,

XHUnepToHHS/AHIHHA EKTOPHC |
TlozaTa Tpa6Ba na 6b1e MHAMBHIYanHO npHcnocobeHa. IIpenoprusa ce Aa ce 3ano4He ¢ 5 mg JHEBHO.

O6uruaitHaTa go3a € 10 mg eTHOKpPaTHO MHEBHO ¢ MAKCHMAJIHO NPENOpBbYBaHa 03a oT 20 mg AHEeBHO.

[Tauvent ¢ 6E6peuHo yBpeKIAHE
[1pu naruenTH ¢ TeXKO GB0peuHO yBpexkaaHe (KpeaTHHHHOB KIHpBHC < 20 ml/min) no3ara He
TpaGBa ga npepumasa 10 mg equokpaTHO AHeBHO. Tasu n03a eBeHTyaNPo-HM-MOLIA a Obae
pas/ieJIcHa Ha JIB€. P

[TaureHTH ¢ TEXKO MepHOAPOOHO YBpekaAaHe
He e HeoOX0oauMO KOpHTHpaHe Ha A03aTa, IperoppyBa ce, 00ay

MNAallTHCHTHUTE.




[laliMeHTH B HANIpeaHasia Bb3pacT - - |
Ob61uaiiHo He e He00X0AUMO KOpPHTHpPaHE Ha no3arta. [Ipenoprusa ¢e 1€4CHUETO a 3an0YBa ¢ HaM-

HHCKATAa Bh3MOXKHA A03A.

Jlena Ha BB3pacT 1on 12 roNHHK ¥ NOAPACTBAIIH
Br3onponosa He ce nmpenopsyra 3a ynotpeda npx acua nox 12 roguH# MopaaM JIMICA HA JaHHH 3a
Oe3omacHOCT H e(PMKACHOCT.

[IpeycTaHOBABAHE HA JICYCHUETO

Jleuenuero He TpAOBa ca na ObIe IMPeyCTAHOBABAHO BHE3AIMHO (BX. To4ka 4.4). Jlo3arta TpsadOra aa ce
TNIOHIDKABA ITOCTENIEHHO, KATO Ce HAMAIABA Ha MOJIOBAHA CCAMHUYHO.,

Jleyenne Ha cTaOHIHA XPOHWYHA ChpACYHA HEAOCTATHYHOCT

CranpaptHoto nedyenue Ha XCH ce cecton o1 ACE HHXHOUTOp (MIH aHTHOTEH3HH-PEHCITOPEH
Onokep npu HerioHocuMocT KbM ACE nuxuburopu), 6era-6i1okep, ZHypeTHLM H KOTaTo € MOAXOMANIO
ChPACYHH IJTHKO3NIH. [IpH 3anodBaHe Ha JiedeHHeTo ¢ OSU3OMpPONON NalueHTHTe TpAOBa fa ObaatT
cTa0uHH (a2 THIICBA OCTPa OCKOMIICHCALIHA).

IIpenmopbyBa ce ACKYBALUAT J€Kap Aa UMa OMUT NpH JICUEHHETO HA XPOHHYHA ChpAeYHA
HEJOCTATHYHOCT.

[Ipes nepHoaa Ha THTpHpaHe Ha A03aTa H-CleA TOBa MOraT 2 HACTRIST MPEXOAHO BIOMIABAHE HA
ChpJEYHaTa HENOCTATHYHOCT, XHIIOTOHHA WM OpaguKapaus.

daza Ha TUTpHpPAHE HA JO3aTa
JleueHmneTo Ha cTaGHIHA XpOHHYHA ChpAECYHA HEJOCTATHYHOCT ¢ OGM30MpoNoN H3UCKBA (asa Ha

TUTPHpPAHE HA A03aTa.

JTeuenmeTo ¢ GM3omponos TpAOBa Aa ce 3anovHe ¢ NOCTENCHHO MMOBHINABAaHEe Ha 103aTa B

CHOTBETCTBHE CHC CIICABALIMTE CTHIIKH:

e 1,25 mg emHOKPATHO JHEBHO 3a 1 ceMHLA, aKO ce MOHAcA Jo0pe yBenuyeTe 103ara A0

e 2.5 mg eNHOKPATHO JHEBHO Mpe3 CeIBaIIaTa CeIMMLIA, aKO C€ MOHACA Jo0pe yBenuyeTe 103arta
hi (0

e 3,75 mg eHOKPATHO JHEBHO Mpe3 CleBalnaTa CeAMHMIIA, aKo C€ MOHACA [00pe yBeIHYeTe 103aTa
bi (v

* 5 mg eqHOKPATHO JHEBHO 3a 4™ mocieaBalny CeJMHIM, aKo ce NMoHaca Ko0pe yBemuyeTe J03aTa
A0 |

e 7.5 mg eMHOKpPATHO AHEBHO 3a 4™ MOC/E/IBAIHA CEAMHLIH, aKO Ce IOHACA Jo0pe yBemndeTe
103aTa 10

¢ 10 mg egHOKpaTHO THEBHO 3a NOAABPIKALNA TSPAITH.

MaxcumanHara npenopbsuBaHa Ao3a € 10 mg efHOKpaTHO AHEBHO.

IIpe3 dazaTa Ha THTpHpaHe C€ TPENOpPbYBa CTPHKTHO NPOCICAABAHE HAa BUTATHUTE MOKA3aTEIH
(ChpIeYHa YeCTOTa, apTEPHATHO HaJIATaHE) M KOHTPOJI 3a CHMIITOMH Ha BJIOLIaBaHE Ha ChpACYHATA
HegocTaTh4HOCT. CHMIOTOMHTE MOTAT Ja C€ U3ABAT OLIE Ha MBPBHUA ICH CJIC 3aII04YBaHC Ha

JIEHYCHHCTO.

Monudunupate Ha Je4EHHETO

AKO MaKCHMATHaTa MpernopbhyBaHa 0o3a He ce noHaca Aodpe Moxe Ja ce 00CHIH MOCTENCHHO
IIORMXXABAHE HA J0O3aTa.

ITpu npexogHo BROMIABAHE HA CHPAEYHATA HEAOCTATHYHOCT, XHITOT
Mpenoph4Ba MPEOUCHKa Ha A03aTa H Ha CHITBTCTBALIOTO JICHCHHE
BPEMEHHO JIa Ce TIOHIDKH [103aTa Ha GHU3O0MPONON HiTH Ja ce oOM
JIEYEHHETO..




[ToBTOpHO 3amoyBaHe Ha AeYeHHETO H/IIH MTOBHIIABaHe Ha 403aTa Ha Ouzonposnon TpsbGea BUHATH Aa
C€ MMAT MPEABK] IOM MALHEHTHT OTHOBO ce cTabwimsupa.
Axko ce 00cBhaKaa NpeyCTAHOBABAHE Ha JICYCHHUETO, CC MPENOPHYBa NOCTENICHHO NIOHIKaBaHe Ha

A03aTa, T KaTO BHE3AIIHOTO NPEYCTAHOBABAHE MOXKe a AOBee A0 PA3KO BIOLIABAHE B CHCTOSHMETO
Ha MNalyeHTa. |

JleyueHneTo Ha CTaOWIHA XPOHHYHA CHPAEYHA HEJOCTATHYHOCT ¢ GH3OMPOIOI KATO LSO €
IBJITOCPOYHO JICYCHHE,

bvbpeuna unru vepnoopobrna neoocmamuvynocm

JIuncea uHQOpMaLHA IO OTHOLICHAE Ha papMaKOKMHETHKATa HAa OH30NPOIOS NPHU NMALMCHTH ¢
XpOHHMHA ChpAEYHA HEAOCTATHHHOCT U YBpeAcHa YepHOAPOOHA WK OLOpeuHa dyHKuHH. [lopaau
TOBa MOBHIIIABAHETO HA 103aTa B TE3H NMOMYJIALMY NTALMCHTH TpA0Ba Aa cTaBa ¢ JOIIBIHUTEIIHO
BHHMAaHHE.

Ilayuenmu e nanpeonana ev3pacm
He e HeoOXx0AUMO KOpPHTHpAaHE HA A03aTa.

Heya
Bu3onpoon He ce mpenopbYBa 3a ynorpeda MpH Jena nopajiy JIMIca Ha NaHHH 3a 6€3011acHOCT U
€(HKaCHOCT. |

4.3 IIpoTHBOIOKA3AHHSA

bu30nponoa € NpoTUBONOKa3aH IIpH.
- CBPBEXYYBCTBHTEIHOCT KbM OH3OIIPOJIOI HIIH KBM HAKOE OT MOMOIIHHTE BEIIECTBA

- OCTpa ChpAeYHA HEJOCTAaTHYHOCT WIH B XO/a Ha €IIH30[M HA eKOMIIEHCallls Ha ChpAeYHATa
HEAOCTATHYHOCT M3HCKBALIY 1.V. HTHOTPOITHO JICYCHHE |

-  KapJAMOr€HCH LIOK

- AV 6110k OT BTOpa WIH TpeTa creneH (Oe3 HMILTaHTHpaH neiicMeHKbp)

- sick sinus cusapoM (CHHAPOM Ha OOJHHA CHHYCOB BBH3€1)

- CHHOaTpHaieH H10K |

- Opanukapaus c dectoTa nog 60 ynapa/MHUH NIpeiy 3amouBaHe Ha JICYEHHETO

- XMIIOTOHHA (CHCTOJHO apTepHanHo Hanarade nog 100 mm Hg)

- TexKa GpOHXHATHA aCTMa WM TE€XKa XpOHHYHA 00CTpyKTHBHA Genoapobua fonect
- HW3pa3eHH CTaJMH Ha neprdepHa apTepHalHa oKITy3uBHa 6o/ecT 4 CHHOPOM Ha Raynaud
- HeNeKyBaH PeoxXpoMOLMTOM (BXK. TO4YKa 4.4)

-  MetabonuTHa aLMIO3a

- koMOHWHanuH ¢ proxkradeHUH U CYJITONIPHA

4.4 CrnenHaJHH NpeaynpekAcHRES H NpeanasHd MePKH NPH ynoTpeba

Busonponon TpaOBa Aa ce mpuiara ¢ MOBHIIICHO BHUMAaHHE IPH.
- OpoHxocna3sM (GpoHXHaHA acTMa, OOCTPYKTHBHH 3a00/1BaHMA HA TUXATEIHUTE ITbTHILA)

- 3axapeH auaber ¢ roneMM GayKTyalHu B CTOMHOCTHTE HA KpBBHATa 3aXap, MOrar aa ce
MAaCKHpaT CHMIITOMHTE Ha XHAIIOTTHKEMHA

- CTPOro MOCTEHE

- TIPOBEXJaHA B MOMEHTA JeCCHCHOMIH3HpALNA TepanHi
- AV bnok mbpRa creneH

- aHruHa Ha Prinzmetal

- nepridepHa aprepHanHa OKTy3HBHA Gonect (3acHIBaHe HA OIUIAKBAHUATA MOKEe 12 HACTHIIH
0c0o0¢HO B HAYaI0TO HA JICUEHHETO) —

- o0ia aHecTe3HA
[IpH manueHTH MOAT0XEHH Ha o0wa aHecTe3us bera-Ookana
ApPUTMHH H MCXEMHS Ha MMOKap/a B X0/1a Ha HHIYKLUATA H
nepuoa. IloHacTodimem ce mpenopr4YBa NoALbpKaImaTa o€t
NepHONIEPATUBHO. AHECTe3HONIOI'BT TPAOBa Aa OBAE HAACHO
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Bh3MOXKHOCTTA OT B3aUMOJAEHUCTBHUS C IPYTH JIEKAPCTBA, KOETO Aa BOOH JI0 OpanHapHuTMum,
oTcnabBaHe Ha pedeKropHaTa TaXMKapIua M TMOHWKEeHATa peduIeKTOPHA CTIOCOGHOCT 32
KOMIIEHCHPaHe Ha KpBBO3aryoure. AKo ce MPeLeHH, e € HeoOXOMMMO J1a C€ NpPeyCTaHOBH
JIE4eHHeTo ¢ Oera-OnokepH Npeau onepauaTa, ToBa TpAOBa Ja Ce HANPaBH NOCTENEHHO H 4
NPHKIOYHA NPHOITH3HTENHO 48 Yaca npeau aHecTe3nuqTa.

JInmncea TCPAIICBTH4YEH OITUT C 6113011]30.]10.]1 [IpH JICHCHHUE Ha CPPpACHHA HCOOCTATHRYHOCT ITPH nau;nel-rm
ChC CICOABAIOHTC 3a00I9BaHHAAL H CHCTOSHHA:

- MHCYJIMH-3aBUCHM 3axapeH avadert (tum 1)

- TEXKKO yBpexcHa 6p0peuHa QyHKIMA

- TEXKO YBpeAeHa YepHoApoOHa GyHKIMA

-  PECTPHKTHBHA KapXHOMMONATHA

- BpOJEHO ChpAe4Ho 3abonsiBaHe

- XeMOJHAMMYHO 3HAYMMO OPraHHYHO KIAIMHO 3acsATaHe
-  MHOKapAeH HH(APKT B IpeAliecTRaIlUTE 3 Mecella

KoMOGHHHpaHeTO Ha GH30IPOIION ¢ KAJILIMEBH aHTATOHOCTH OT BEPANIAMHIIOB HWIH JHITHA3EMOB THIL, C
aHTHApHTMHLH 0T Knac I ¥ ¢ aHTMXHIIEpTEH3UBHY NIPOAYKTH ¢ LICHTPATHO ACHCTBHE KATO L0 HE C¢
IIpenophYBa, 3a NOBEUYE NOAPOOHOCTH BX. TOUKA 4.5.

Ilpn 6poHxHanHa acTMa WIH IPYTH XPOHHYHH OOCTPYKTURHHM O¢noapobuu 3adonsBanus, KOUTO MOTaT
a IPHYMHAT CHMITTOMHE, ¢IHOBPEMEHHO TpAORBa Nia ce mpuara JevyeHue ¢ 6poHxoqunararopy. Paako
IIPH NAHEHTH C aCTMA MOKE J1a HACTHIIH NOBHINABaHE HAa CHIIPOTHBJICHHETO HA AUXATC/IHHATE
ThTHINA, OpadH TOBA MOXKE A C€ HAJIOXKH NOBMILIABAHE Ha A03aTa Ha OeTa,-MUMeETHLINTE.

Kaxkro npu apyrure Oera-010KkepH, GH30MpONIOT MOXKE Aa MOBUIIN KaKTO YYBCTBUTETHOCTTA KBM
aJlepreHUTE TaKa K TEKECTTa Ha aHaQWIAKTUYHHTE peakuH. JIeyeHHeTo ¢ aipeHaNHE He BUHATH
JaBa O4AKBAHHUA TepaleBTHYEH c(EKT.

TlalMeHTHTE ¢ IICOPHA3HC MM ¢ aHaMHe3a 3a IICOpHa3uc TpadBa aa npueMat deta-01oxepu (Hamp.
OH30mpoI10iT) clie] BHUMATEIHA MPELCHKA Ha TMOI3UTE H PUCKOBETE.

[1pm maupenTH ¢ heoxpoMondTOoM OH30MPOoIION He TpAOBa Aa ce mpuiara fpeau Aa ce NOCTHTHE anda-
peuenTopHa 010Kana.

Ha ¢oHna Ha neyenne ¢ GU30MpoIoN CHMITTOMHMTE Ha THPEOTOKCHKO3a MOraT Ja ObJaT MaCKHPaHH.,

3ano4yBaHeTO Ha JIeYeHHe ¢ OU3OMPONOII Hajlara peoBEeH KOHTPO. 3a AO3UPOBKATa U METOAA Ha
NPWIOKEHHE BK. TOUKa 4.2,

ITpeycTaHOBABAHETO Ha JiedeHUeTo OU30IIpooa He TpAOBa fla cTaBa BHE3AIIHO, OCBEH aKO HE € SCHO
noKa3aHo (BxkK. TouKa 4.2).

JlakTo3a -
[TaupeHTHTE ¢ peAKH BPOACHU NpoOIeMH KaTO HEMOHOCHMOCT KBM rajakro3a, Lapp nakrazen
netlmum W MI0KOo30-TajlaKkTo3Ha Mastabcopbimsa He TpAaOBa 1a IpHEMAT TO3H JICKApCTBEH NPOAYKT.

4.5 BiammoaelcTBHE ¢ APYTH JeKAPCTBEHN NPOYKTH U APYrH $OpMHE Ha B3aHMoAeHCTBHE

Hpamu&onama'anu KoMOunayuu

ChIICCTBYBA PUCK OT KaMECPHa apHUTMHA.

Kombunayuu, xoumo ne ce npenopwvusam




KajiuyeBy aHTaroHUCTH OT BEpanaMHIOB THIT H B IO-MaJIKa CTeNeH OT AuITHa3eMoB THI: HeratisHO
BIIMAHKME BhPXY KOHTPAKTHIHTETa H aTPHO-BEHTPHKYIAPHATA NPOBOTUMOCT. MHTpaBEeHO3HOTO
IPHIOKEHHE HA BepanaMu MPH NANHMEeHTH Ha JieucHue ¢ OeTa-0okep Moxke 1a DoBeae A0 TeXKa
XUMOTOHHWSA U ATPHO-BEHTPHKYJIapeH OJIOK.

Knac I antuaputmunu (Hanp. XHHUIWH, JH30IHMPAMM]T; THIOKAHH, GEHHUTOHH; (leKaHHUA,
niponageHon). EQexr BbpXy aTpHO-BEHTPHKYIAPHOTO IIPOBOIHO BpeMe MOXE Aa 6b/ie MOTEHIHMPAH H
Ja C€ YCHJIH HETaTHBHHA HHOTPOICH €(EKT.

[eHTpanHo AciHCTBaMIMTEe aHTHXUMIEPTCH3WBHM POAYKTH KaTo K]]OI-HI,II,HH M IpyTH (Hanp. MeTHIAONa,
MOKCOHHAMH, PWIMECHHAMH): CHIIBTCTBAIOTO TPUIOKEHAE Ha LIEHTPATHO JeiCTBAINH -
AHTHUXHITCPTEH3UBHH JICKAPCTBEHH CpeJCTBa MOXKeE J1a BMIOIIM ChpACYHATA HEMOCTATHUHOCT MOpaau
NOHIDKABaHEe HA ICHTPAIHUAA CHMIIATHKYCOB TOHYC (IIOHIKABAaHE HA ChPACYHATA YeCTOTa H
ChpAcUHUS OeOHT, BazoAnIaTany). PA3KOTO NpeycTaHOBABAaHE HA JIEUCHHETO, 0COOEHO ako € IpeH
npeycTaHOBaBaHeTo Ha JIEYEHHETO C 6era—61101cep, MOJKE J1a TIOBHIIH PUCKA OT pnﬁaylm
XHIICPTOHHA .

Kombunayuu, xoumo mpabea 0a ce npuiazam ¢ ROBUUIEHO GHUMAHUE

Kanuuesy aHTaroHHCTH OT ZMXHAPONHPHIHHOB THII KaTO (eIOMHNHMH H aMJIOAHMITHH!
E/IHOBPEMEHHOTO TIPUAOKEHAE MOXKE Ja MOBHIIKM PHCKA OT XHIIOTOHKS M IIOBHUILABAHE HA PHCKA OT
TOCIe/IBAIIO BIIOIIAaBaHE HA KAMEPHATA TIOMIIeHa (PYHKITHS MPH MAITHEHTH ChC ChP/ACYHA
HEAOCTAaTBYHOCT HE MOXKE Ja CE€ H3KIIOYH. |

Knac III aHtuaput™MuLy (Hanp. aMuoAapoH): Moxe Aa ce noteHuMpa edexra BEpXy aTpHo-
BeHTPHKYJIapHaTa IIPOBOIUMOCT. -

Jlokanny GeTa-OnokepH (Hanp. Kanky 3a OYM 3a JICUCHUE HA ITIAyKOMa) MOraT Ja npudaBaT KM
CHCTEMHUTE €(peKTH Ha OM3OMPOIOI.

ITapacuMmaTHKOMUMETHIM: CHIIBTCTBAMIOTO MPHIOXKCHHE MOXE 4 YARIDKH aTpHO-
BEHTPHKYJIApPHOTO MPOBOAHO BPEME M PHCKa OT OpaaHKapIus.

HHCynHH ¥ epopaTHi aHTHAHA0ETHH Cpe/ICTBA: Y CHJIBAHE Ha XHIIOTJIHKEMH3NpaInus eeKT.
bnokanara Ha 6era-aipeHOPELIENITOPHTE MOXKE 1a MACKHPA CHMITOMUTE Ha XHUITOTTHKEMHSL.

- AHectrerni: OtcabBaHe Ha pedIeKTOpHATA TaAXMKAPIHA H MOBHIIABAHE HA PHUCKA OT XHMIIOTOHMA (32
NOITEJIHATEIHA MHGOPMAITU 110 OTHOIIIeHHE Ha 001IaTa aHECTE3HA, BX. ChIIO Taka Touka 4.4.).
JIMruTanucoBM rmMKo3uan: 3abapsaHe HA ChpACYHATA YECTOTa, YAB/KABaHe Ha aTpHO-
BEHTPHKYJIAPHOTO IIPOBOIHO BPEME.

HecrepounHu npoTHBOBB3NANTATENIHHM JiekapcTBeHH cpenctsa (HCIIBC): HCIIBC morar aa moHykar
AHTHXHITEPTCH3UBHUA €deKT Ha OU3OIIPOIIOI.

beTa-cCHMIAaTHKOMHMETHLM (Hanp. H3onpeHanuH, odyramud): KomOuHaua ¢ 6H:aor[po.|mn MOXeE ha
MOHIKH e(deKTa M Ha ABaTa NMPOOYKTa.

CHMrNaTHKOMHMETHIIH, KOUTO aKTHBHpAT H OeTa- ¥ anda-agpeHOpeleITOPUTE (Hanp. HOpaAPEeHAIHH,
anpeHaauH): KoMOuHaimsaTa ¢ OM30Mposion MOXKE Aa H3ABH anda —-aJpeHopelenTop-MeJHHpaHuTe
Ba30KOHCTPHKTOPHH €EKTH HA T€3H MEAUKAMEHTH, KOETO BOOH JO INOBHINABAHE HA aPTEPHATHOTO
HaJIAraHe H BJIOWIaBaHe Ha claudicatio intermittens. CMaTa ce, 4¢ TaKWBa B3aHMOACHCTBHA Ca I10-
BEPOATHH ITPH HECENeKTUBHUTE OeTa-0i10KepH.

EaHOBpeMEeHHOTO NPIWIOXKEHHE C AHTHXHIICPTCH3UBHH TIEKAPCTBEHH CPELCTBA, KaKTO H C APYTH
MENAUKAMEHTH ¢ MIOTEHIMAJI 33 MIOHKABAHE Ha APTEPHANIHOTO HalAraHe (Hamnp. TPULMKIHYHA
aHTHAenpecaHTH, bapOMTypaTH, (heHOTHA3MHM) MOKe Jia TIOBHINM PHCKA OT XHIIOTOHHUS.

Kombunayuu, xoumo mpsbea 0a ce 8zemam noo 6HUMAHUE

MedoKKHH: MOBUILEH PUCK OT Opanukapans

MoHoaMHHOOKCHAa3HH HHXUOHTOPH (¢ H3knoueHre Ha MAQO-B uixuburopn): Ycunen
XUnoTeH3uBeH edekT Ha OeTa-0JI0KepUTe, HO CBINO TaKa NOBHMIIIEH PHCK OT XUITICPTOHWYHA KPH3a.

4.6 DbpeMeHHOCT H KhpMeHe

Epemennocm: e TR
Busomnponon Moxe 1a okaxe BpeaJHO PapMaKkoIOrHYHO BB3ACHCTBH pﬂ?‘ﬂbtﬁﬂéﬁﬁwzgﬁ H/HIH
betyca/HoBopoaeHoTo Aete. Kato 1o, GeTa-aapeHopenienTopHaTs/ GIOKATA HOHIDKAEA
IUIalieHTapHaTa nepdy3us, KOETO ce acoIHHpa Che 3a0aBaHe Ha p HHTPAY TP
aGopT WM NIpexkIeBpeMeHHO paxkaaHe. Hexenanu peakiyu (Har




MOraT Ja HACTBIMT IpH (eTyca 1 HOBOPOICHOTO A€Te. AKO IEYEHHETO ¢ HeTa-aJpeHOPELENTOPHH
6nokepH € Heo6X0AUMO, IPEATIOYUTAT ce eTa;-CeNeKTHBHHTE alpeHOPELENTOPHH BIOKEPH.
buzonposion He TpsAOBa f1a ce U3NOA3Ba N0 BpeMe Ha OpEMEHHOCT, OCBEH B ¢JTy4Yaii Ha KATErOpHYHA
HeoOXOAMMOCT. AKO C€ IPELICHH, Y€ JiedeHHeTo ¢ Ou3onporon e HeoGXoauMo TpAORa Aa ce
MOHHTOPHPAT yTepo-IUTaLleHTApHUA KPHBOTOK U (peTalHHA pacTex. B ciyqaii Ha BpeaHu edekTy
BbpXY OpeMeHHOCTTa WM deTyca TpaOBa fa ce 0OchaM anTepHATHBHO JeveHHe. HoBopoaeHoTO AeTe

TpaOBa Aa ce Npoc/eaBa CTPUKTHO. KaTo W10 CHMIITOMHTE Ha XMIIONTHKEMHA B GpaauKapIus
Tpa0Ba Ja ce O4YaKBaT Npe3 IMBPBHUTE 3 JHU.

Kvpmene:
He € B3BeCTHO Jai aKTHBHOTO BEIIECTBO C€ eKCKpEeTHpa B KbpMaTa IpH xXopa. Ilopaau ToBa He ce
NPEeHOPBHYBA Aa C€ KbPMH B X0Ja Ha JICYEHHE ¢ OGH30npOosIol.

4.7 EdexTH BLpXY cnocobHOCTTA 32 mModHpaHe H paboTa ¢ MAIIHHH

He ca npoBexaaHu NpoyyBaHHA Ha ePeKTUTE BBPXY cIOCOOHOCTTA 3a mogHpaHe U paboTa ¢
MalMH4. B mmpoyuBaHe pH nalMeHTH ¢ KopoHapHa 601ecT Ha chpLeTo OH30MpoNoi He HapyllnaBa
cnocobHocTTa 33 mogupaHe. [lopanu HHANBALYATHA Pa3siIHKH B PCAKLIMHTE CIIPAMO JIEKAPCTBCHUA
NPOIYKT, 00ade, criocoOHOCTTA 3a IodHpaHe Ha MOTOPHO MPEBO3HO CPENCTBO WM 3a paboTa ¢
MAaIllMHA MoXe aa 6pa¢ HapyiieHa. Topa TpaOBa fa ce UMa B IIpeZBHA 0COOEHO IpH 3aIl0uBaHe Ha
JICYCHHUETO U TIPH CMAHA Ha JIeYEHHUETO CHINO U IPH €THOBPEMEHEH IIPUEM Ha AJIKOXOJI. |

4.8 Hexenann JeKApCTBeHH pPeaKkiHA

Cnenpaiure GH]}EHEJIEHHH CC OTHACAT 3a TCPMHHOJIOIAATA Ha.‘IECTOTHTE'HBIIDJISBaHa OT TYK HATATEK.

MHoro uectH (2 1/10)
Yectu (2 1/100, < 1/10)
Heuectn (2 1/1,000, < 1/100)

Penxu (= 1/10 000, < 1/1,000)
M=uoro peaku (< 1/10 000)

CbpacyHH HapYIIEHUA:
MHoro yectd: Gpaauxapaus. (IpH JIEYEHHE HA ChpedHa HEAOCTATBYHOCT)

YecTH: BIOLIABAHE HAa CHPAEYHA HEAOCTATHYHOCT (MPH JICUCHHE HA ChpACYHA HEAOCTATHYHOCT).
Heuectu: Opamukapams, BlouiaBaHe Ha CbpACYHA HEAOCTATHUHOCT (IIPH JTeYCHUE HA AHTHHA
NEKTOPHC M XHIICPTOHMA), HAPYIIECHHA Ha AV -NTPOBEKAAHETO.

MHoro peaku: rpbpaHa O0JIKa.

HscnenpaHus.
Penxu: noBHIlIeHH CTOHHOCTH HA TPHIVIHLIEPHONWTE, NNOBHILICHH YepHOApOOHH €H3UMH (AJIAT,

ACAT).

Hapyinenus Ha HEpBHATa CHCTEMA.:
HecTH: 3aMasHOCT, I1aBoboIHe.

HapyiieHud Ha OKOTO:
Penxu: HamaneHo cas3o00pasyBane (4a ce UMa NpeBUA NIPH NALMEHTH, KOUTO H3NOI3BAT JIELIH).

MHoro pekH: KOHHIOHKTHBHT.

Ha eHUA Ha YXOTO H RETPEHIHOTO VXO:
Peaxu: HapylIeHMA Ha CTyXa.
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PecrniupaTopHH, IPEAHY H METMACTHHATTHM HApYINeHUA:
HeuecTn: 6poHX0ocna3bM NpH MALMEHTH ¢ OpOHXHAIHA aCTMa WIH

3a00JI9BaHE Ha JUXATE/THHTE IIbTULIA.
Peaxu: anepryyeH pHHHMT.




CroMalmHO-YpeBHH HApYIIIEeHHA:
HecTH: cToMalliHO-YpEBHH OIUIAKBAHHS KaTO rajieHe, IOBPBLIAHE, JHAPHS, 3aMeK.

Hapyiuenns Ha KOXKAaTa U DOAKOYXHATA ThKAH:

Penxu: peakumH Ha CBPBXYYBCTBHTENHOCT (CHpOEK, 3auepBiaBaHe, OOpHB).

MHoro peakH: bera-0iokeprTe MOraT Aa NPOBOKHPAT WK 12 BJIOLIAT IICOPHA3HC HIIH a HHIYLHpaT
nogo0eH Ha IcopHazBca o0puB, aTomerHs.

HapymeHnns Ha MyCKYITHO-CKEJIETHaTa CHCTEMA H CheTHHUTETHATA ThKAH:
HeuecTr: MycKynHa ¢1aboCT H KpaMITH.

CBI0BH HAPYIIIEHWUA: |
YecTH: ycelmane 3a CTyQ WIH CKOBaHOCT Ha KpalfHHUIIMTE, XUITOTOHHA.

Heuectn: OpTOCTAaTHYHA XHITIOTOHHA.

O61H HApYIICHHA:
YecTu: acTeHus, ymopa.

XenaTro-OWinapHd HAPYIICHHUA:
Penxu: xenatur.

HapynieHus Ha BB3NPOU3IBOAKTEIHATE CHCTEMA M I'bpAATA:
Peaxu: HapylI¢HHA Ha MOTCHTHOCTTA.

[IcMXUYHY HApYILIEHHS
HeuecTH: HapylleHus Ha ChHH, AeNpecHs.
Penxu: komMapH, XaJIOIHHALIHY.

4.9 Ilpeno3mpane

ITpu nmpenosupane (Hamp. AHeBHA Jo3a 15 mg BMecTo 7,5 mg) ca cvobmaBaHu Tpera creneH AV-
610K, Opagvkapaus 4 3aMagHocT. KaTo 1o Hail-oyakBaHKTe Oesle3H o4akBaHU IIpH NpeJo3HpaHe Ha
Oera-6nokepH ca Opaaukapaus, XHIIOTOHHA, OPOHXOCIIA3EM, OCTpa ChPASUHA HEAOCTATHYHOCT H
xunormukeMus. Jlocera ca ¢ho0IIeHH HAKOIKO ¢Iydas Ha npenosupane (MakcuMatHo: 2000 mg) ¢
GHM30MpPOJION MpH MALHEHTH CTPaJalllH OT XUIICPTOHUS W/WIM KOPOHapHa ChpleyHa 00/1ecT, KOHTO
NoKa3BaT OpajuKapaus H/IWIN XHUIIOTOHHS; BCHYKM MAallMeHTH ce Bp3cTaHoBaBaT. Ma mupoka
UHTEPHHIMBHYaJTHA Pa3/iHKa B YyBCTBHTEIHOCTTA CIIPAMO €IHOKPAaTHA BUCOKA 038 OH30MPONON H
BEPOATHO MALMEHTUTE CHC ChpAEYHA HENOCTATHEYHOCT Ca MHOT'O YyBCTBUTENHH. [lopaau ToBa ¢
33IBJDKUTEITHO JIEUEHHETO Ha T€3H MalMeHTH [a 3al04YHe C [TIOCTCNCHHO NOBHINIABAHE Ha 03aTa B
CHOTBETCTBHE ChC CXEMaTAa MpeAcTaBeHa B TOUKa 4.2. |

B ciryuaii Ha npeao3upaHe JeueHreTo ¢ Ou3onposton TpaOBa fa ce NpeyCcTaHOBH M Ja CE OCHTYPH
NOAXBPXKALIO U CUMITOMATHYHO J¢4eHHE, OrpaHUUeHO KOJIHYECTBO JaHHH H3Ka3BaT
NpeanooxeHue, ue OU30Mpono TPYAHO ¢¢ JHaTd3Hpa. Bb3 0CHOBA Ha OYAKBAHHTE
¢dapMakoIOrHyHH €(PEeKTH H TIPENOPHKUTE 3a JApyrute 6eTa-610KepH, KOraTo ¥Ma KIMHMYHH
OCHOBaHHA TpAOBA Z1a ce UMAT B MPEABH CIACABAIUTE OO MEPKH.

bpaguxapaua: IIpunoskere uaTpaBeno3eH aTpornuH. Ilpy HenocTarsyeH OTTOBOP BHUMATETHO MOKE
Ja c€ MPHIOKH H3OTNPEeHANHMH WIH JPYT MEAWMKAMCHT C MO3UTUBHU HHOTPOIIHM CBOMCTBA. [1py Hiaxou
00CTOSTENCTBA MOXKE Ja € Heo0X0AUMO NOCTABIHE HA UHTPABEHO3EH NEHCMENKED.

Xunorodusa: Tpabea Aa ce NPWIOKAT HHTPABEHO3HU BJIMBAaHUA HA TE‘IHOEIHﬂ BA30HPECOPH.
HMHTpaBeHO3HHUAT IIKOKArOH MOXKE A& Opae OT mojza. --




OcTpo BiolIaBaHe Ha ChpAe4Ha HEAOCTATHYHOCT: [Ipunoxkere i.v. QHypeTHIIH, HHOTPOITHM
JIEKApCTBEHH CPEACTBA, BA30AMIATATOPH.

bponxocna3eMm: [Ipwioxere neueHne ¢ OpOHXOAMNATATOPH KATO H3OMNPEHATHH, OeTa,-
CUMITATHKOMHUMHMTHIHN W/HIH aMMHO(IIHH.

XHIIOTJIHKEMHA: IIPHWIOKETE 1.V. LIIOKO34.

5. ®APMAKOJOIHYHH CBOUCTBA

5.1 PDapMaKoIHHAMHYHH CBOificTBa

(dapMaxkoTepaneBTHYHA rpyna: bera-0okepH, ceJleKTHBHH.
ATC xon: CO7ABO7

busonpomnon e BUCOKO CEeNEKTHBEH OeTa -afipeHopeLienTopeH OJI0Kep, NP KOMTO JIMNICBA BBTPENIHA
CUMIIaTHKOMHMETHYHA H CHOTBETHO MeMOpaHocTabumusupama aktusHOCT. IToka3ssa camo ciab -
a(HHHTET KBbM O€Ta,-pelieNTOpUTE HA IMAAKHTE MYCKYJIH Ha OpOHXHTE M CHIAOBETE, a CBINO H KbM
6eTa,-peLenTOPHTE CBEP3aHH ¢ peryaauuara Ha MerabosmsMa. Ilopagy ToBa, KaTo LAUIO HE C€ OYaKBa
OM30MpoOsIoN a NOBIUAE CHIPOTHBICHACTO HA IUXATEIIHUTE TBTHINA W OeTa)-MeaUUPAHHTE
MeTabonutHH edekTu. HeroBara 6eTa;-CeTEKTHBHOCT ¢€ IPOCTHPA H3BEH TCPANIEBTHYHHTE JA030BH

I'pPaHMIIH.

bmzonponon ¢e nmpunara 3a ICHEHHES HA XUITEPTOHUSA, AHTMHA TICKTOPHC U ChpIAeYHa HEJOCTATHYHOCT.
KakTo u ripu gpyrure 0eta,-011oKkepH, MEXaHU3MBT Ha JeHCTBHE IIPH XHUIIEPTOHHA € HeAceH. U3pecTHO
¢ obaue, ue OU3ONPOION 3HAYMMO MOHWKABA IUTa3MEHATA PEHUHOBA aKTUBHOCT.

MexaHu3bsM Ha aHTHAHTHHO3HOTO JICACTBHE: bH30NPOIIONT, IOCPEACTBOM HHXHOHpaHe HAa ChpAEYHHTE
OeTa peuenTopH, NOTHCKA OTTOBOPA CIPIMO CHMIATHKYCOBA aKTHBAalMA. 10Ba BOOU A0 MOHIDKABAHE
Ha ChpIEYHATa 9€CTOTa H KOHTPaKTIWIMTETA H 10 TO3HM HA4YMH HaMalAaBa KHCIOPOAHHTE HYXIH Ha

CBPACYHHA MYCKYIL

[IoxazaHHETO ChpACHHA HEIOCTATHYHOCT € H3CJIEXBAHO B npoyusadero CIBIS II. Bkmouenn ca 0610
2647, 83% (N = 2202) ca NYHA knac IIT u 17% (N = 445) ca NYHA knac IV. Te uMat ctabunHa

CHMITTOMATHYHA CHCTOJIHA ChpPACYHA HEAOCTATHYHOCT ((PpaKkuua Ha H3TIacKBaHe <35%, onpeseneHa
exokapauorpadeku). Obmara CMBPTHOCT e moHWKaBa oT 17,3% 10 11,8% (penatiueHa pexykuus
34%). Ha6monasa ce MOHHKaBaHe YECTOTATA Ha BHe3anmHa cMBPT (3,6% copamo 6,3%, penaTipHa
peaykuma 44%) v noHMxkaBaHe Opod Ha CIM30AUTE ChC CHPACYHA HEAOCTATHYHOCT H3HCKBAIIY
xocrmuramsaiug (12% capamo 17,6%, penatusra peaykuma 36%). M Hakpas, nmokasea ce 3HAYHMO
rogoOpeHHe Ha (YHKUHOHATHAA CTAaTYC ChIVIACHO Kiacupuxanuara Ha NYHA. B xoza Ha 3anodBane
M TUTpHpaHe Ha JieueHHeTo ¢ 6u301ponoi ce HabmoaaBaT XOCHHTAIM3ALMH 110 ITOBoA Opanukapaus
(0,53%), xunotonusn (0,23%) u octpa aexomnercaiud (4,97%), te obaue He ca MO-4ECTH OTKOIKOTO B
rpynara ¢ miaueto (0%, 0,3% u 6,74%). bpos Ha dataHUTe U HHBATTHAUIHPAILMUTE HHCYIITH 110
BpEME Ha LEIHA MepUO Ha IpoydraHeTo ca 20 B rpymara ¢ Suzonponos 1 15 B rpynara ¢ mnauebo.
[IpoyuBanero CIBIS HI uzcneara 1010 naipenTd Ha Bp3pacT 265 roaMHu ¢ J1eKa A0 CPEIHO TEKKA
xpounuHa ¢hpAeuHa HeaocTaThuHocT (XCH; NYHA knac I win II) 1 nepokamepHa ¢pakims Ha

H3TAacKBaHe <35%, KOUTO Npe/iK ToBa He ce NekyBaHH ¢ ACE uHxubutopH, bera-010kepr win
AHTMOTEH3UH pelenTOpHH OokepH. I1alHeRTHTE IPOBEKIAT TeUeHHE C OM30MPOION H SHANANPHII 33
6 10 24 Mecena clieql MEPBOHAYATHO 6-MeCeyHO JieueHHe ¢ OM30MpoIIo WIH eHaIallpHIL.

Hanuie e TeHaeHLMI KBM M0-BUCOKA Y€CTOTa Ha BAOLIABAaHE Ha XPOHMYHATA CHPACYHA
HEAOCTATBYHOCT, KOraro OM301posION ce npuiara B IbpsoHadanHuTe 6 Mecewa ot JeueHueTo. He ¢
AOKA3aHO MPEBH3XOACTBO HA IBPBOHAYATHO MPHIOKEHO JIedeHHE ¢ OH30MPOJION CIIPAMO
ITbPBOHAYAITHO MPHIOKEHO JICUEHHE ¢ €HANAanpun B per-protocol anann;m ’EHIP Hge
CTpaTeruH 3a 3anousaHe Ha nedeHHeTo Ha XCH nokasear cxoqHa ue 1B faﬁ ;
koMOHHMpaHa KpaifHa Uell OT CMBPTEH U3XOA U XOCIHTAIH3alHA B
IpyniaTa ¢ NbpBOHAYAIHO Npuiaoked duzonponon copsamo 33,1 %
NPHIOXKEH eHalanpui, per-protocol nomynaiusa). [Ipoyusanero n
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MOJKE [ia ce IIpUiara IpH MalMeHTH B HANIPEAHAJIAa BB3pacT ¢ XPOHUYHA ChpIcYHA HEAOCTATHYHOCT H
JIEKO A0 YMEPEHO TEXKO 3a00iaBaHe.

[Ipy akyTHO IMpHUIOKEHHE NPH MALUEHTH ¢ KOPOHapHa chpieyHa 6onect 6e3 XpOHHYHA ChpIeYHa
HEOCTATHYHOCT OH30MPOIION ITOHMKABA CHP/IEYHATA YECTOTA M YAAPHUSI 00€M H B CISACTBHE HA TOBA
[IOHW>KAaBa ChPACHYHUA ACOUT U KMCIOPOAHATa KOHCYMalua. I1p1 XpOHHYHO ITPUIIOKEHHE
ITBPBOHAYAIHO [IOBHIICHATA NepHdEPHa ChI0BA PE3HCTEHTHOCT CE [IOHIDKABA.

5.2 PapMAKOKHEHECTHTHH CBOHCTBA

buzonponoin ce peaopbHpa H HMa OHOHATUYHOCT OT 0k0J10 90% cnea nepopaiHo IPHIOKEHHE.
CBBp3BaHETO ¢ IVIA3MEHUTE MPOTEUHH Ha Ousornponon ¢ okoso 30%. O6eMbT HA pasnpenencHue e
3,5 I/’kg. ToTanHMAT KIHPEHC ¢ npubausuTenno 135 /h. Inasmennsr nonyxusot or10-12 uaca
npeaocrasd 24 yacop edekxr ¢lie] €AHOKPATHO AHEBHO AO3UPAHE.

bu3onponon ce eKCKpeTHpa OT OpraHu3mMa 1o Asa IreTH. 50% ce Metabomusupa B yepHHs Apod Ao
HeaKTHBHH MeTaGOIHTH, KOMTO CJIeJ TOBa ce eKCKpeTHpaT npe3 Gp0pewure. OcraBamure 50% ce
ekckpeTupaT ot 666peuuTe 6¢3 ma ca nomwiarand Ha MeTaboan3eM. THH KaTO SIMMHHHAPAHETO CTaBa B
¢JHaKBa cTerneH B On0pendre 1 yepHus Apob, He € HeoOXOAUMMO KOPpUTHpaHe Ha A03aTa NpH |
HALMEHTUTE ¢ HapyllleHa yepHoApoOHa GpyHKIMA Wik OBE0pevHa HeIOCTaThYHOCT.
dapMaKkOKMHETHKATA MPH IAIHEHTH ChC CTa0WTHA XPOHUYHA ChPACYHA HEAOCTATHYHOCT H HAPYLICHA
yepHOoApoOHa wiH 6L0pedHa QyHKUUSA HEe € U3CIeABAHA.

KuHeTHkaTta Ha OM30MpONOII € IMHEHHA H HE 3aBUCH OT BB3pacTTa.

ITpn nammenty ¢ XpOHUYHA chpaeyHa HegocTaThyHOCT (NYHA knac IIf) mnasMeHvTe HHUBA Ha
OM30MPONION ca MO-BUCOKH H TOJYXXHBOTET € YAB/DKEH B CPABHEHHE ChC 3paBH JOOPOBOIIM.
MakcuMaiHaTa IUTa3MEHA KOHLEHTPAIKsI B paBHOBECHH yciaoBHs ¢ 64+21 ng/ml npu nHepHa noza or
10 mg v nmoay>kuBOTET € 1745 yaca.

5.3 IlpeaxnaHHYHHE JaHHH 3a 0e30MACHOCT

ITpe nxIHHMYHKHTE AaHHH HE MOKa3BaT OCOOCH PHCK 3a XopaTa Ha 6a3a Ha KOHBCHLMOHATHUTE
¢apMaKkOJOTHYHM W3NHTBAHHA 32 6€30I1aCHOCT, TOKCUYHOCT MIPH MHOIOKPATHO MpHiIaraHe,
I€HOTOKCHYHOCT WIH KapLIHHOreHeH norennyan. Kakro u apyrure 6eta-Onokepu, Su3onponon
NPHUYHHABAa TOKCHYHOCT 3a MaiikaTa (ITOHIKEH PHEM HA XpaHa M MTOHIKEHO TeJIECHO TEMIO) H
eMOpno/PeTasiHa TOKCHUHOCT (TTOBHLICHA Y€CTOTA Ha pe30pOLHH, IOHIDKEHO TEIIIO IIPH PAKAAHETO,
3a6aBeHO (PH3MYECKO PA3BHUTHE) IPH BUCOKH JJO3H, HO HE € MOKa3a1 TepaToreHHOCT.

6. ©GAPMAIEBTHYHHA JIAHHHA

6.1 ChouchbK HA DIOMOIMEHTE BEIIECTBA

KaJiueB xuaporeHpocdar, 6e380AcH
MHKPOKpPHCTaNHA LETyNno3a

LIAPEeBAYHO HHULICCTE, MPEKETATHHHPAHO
KpOCKapMeno3a HaTpun

CHIHIIMEB THOKCUL, KOJOUAEH Oe3BOIeH
MarHe3HeB CTeapar

JTaKTO3a MOHOXUApPAT

XHITpOMEII03a

Makporoi 4000

THTaHOB AHokcuA (E171)

XBIT xKene3eH okcug (E172)

6.2 HechBMeCTEMOCTH




Henpunoxumo.

6.3 Cpok Ha roasocr

3 roguHM

6.4 CrpenmajHH yCJIOBHA Ha ChXpAHEHHE

To3u nexapCcTBEH NPOOYKT He H3MCKBa 0COGEHM YCJIOBHA 3a ChXpaHEHHE.
6.5 /lamHA 32 OmMaKOBKATA

OnakoBkara IpeACTaBIBa OIHCTEP, KOHTO € HAIIpaBeH OT ATYMHHUEBO ABHO K MOKPUBAIIO (HOHO
(OPA-AI-PVC/Al).. |

Onakoexy ceabpakaiu: 7, 10, 14, 20, 28, 30, 50, 56, 60, 100, 10x30 dniMupanu TabneTku.
He BcHuky BHOOBE ONNAKOBKH MOTrar ,ﬁa ObaaT ImycHaTH B IIpofaxkoa.
6.6 CrnenHaniHH OpeJNa3zHH MePKH OpPH H3XBbpJgHe H pabdoTa

duwmupanara TabseTka Moxke Ja ObJe pasjie/ieHa KaTo Ce NIOCTaBH BBPXY TBBPAA NOBBPXHOCT ¢
HeHTETHUTE YepTH Harope. PunmMupaHaTa TabneTka ce pa3aeis KaTo ce YNpaXKHH JIEK HATHCK C
najaeua.

HsaMa crielMaiIHi H3UCKBaHHA.

Heuznon3sanusr IMPpOAYKT WIHN OTIIAABHYHHTIC M&TEPH&J'IH OT HCI'O TpﬂﬁBa Ad CC U3XBBPJIAT B
CBHOTBCTCTBHUE C MCCTHHUTC H3HCKBAHHA. |

7. IIPUTEXATEJI HA PAZPENNIEHUETO 3A YIIOTPEBA

Sandoz d.d.

Verovikova 57

1000 Ljubljana

ClioBeHuUs

8. HOMEP HA PAZPEINIEHHUETO 3A YIIOTPEBA

Per. No

9, HATA HA ITHbPBO PAZPENIABAHE/TIOJHOBABAHE HA PASPEINIEHHUETO 3A
YIHOTPEBA

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

Oxromepu 2008
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