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1. HMME HA JJEKAPCTBEHHSI IPOIYKT Loty ooll/ 2/ lT

Cobukop 2,5 mg dhuamupanu Tabnerku 2 é’//‘?ﬁ Lrb-J 223 3-7/
05. 01, 20

Sobycor 2.5 mg film-coated tablets

2.  KAYECTBEH H KOJIJHYECTBEH ChCTAB

Besika punmupana tabrerka ChbpiKa 2,5 mg 6u3onp0n0n03 q:ymapaT (buoprolo[ fumarate)

Bceska dunmupana tabaeTka chabspka 5 mg Guzor

3a MbJHKMA CIMCHK HA NOMOLIHHTE BELLECTBA, BUKTE TOUKA 6. 1.

3. JIEKAPCTBEHA ®OPMA
®unmupana Tabnetka (Tabnerka)

2,5 mg: 6enu 10 nouTH Genu, OBAHM, 1€KO ABOHHOM3ITbKHAIHM dbunmupanu TabneTku, ¢ 1enuTeNHa
4epTa OT e/1HaTa CTpaHa (ab/kuHa: 8,3-8,7 mm, wupouuna: 5,5 mm, nebenuna: 2,8-3,6 mm).

4. KIWHHUYHU JAHHHU

4.1 TepaneBTHYHH NOKA3aAHHA

Jleuenue Ha xuneprounus.

Jleuenune na ucxemuyuna Gonect Ha cbpLeTO (aHrMHa MeKTOpUC).

3a nieyeHye Ha CTabMITHA XPOHHYHA ChPEYHA HENOCTATHYHOCT ¢ HAMAJIEHA CHCTOHA JleBOKaMepHa
(yHkuns B koMGunauus ¢ ACE HHXUOHTOPH, TMypeTHLIH 1 €BEHTYA/IHO Chp/IEHYHH INIMKO3MIH (3a

AONbJHUTENHA HHPOPMALMS BHK TOuKa 5.1).

4.2 /lo3upoBKa M HAYHH HA NPUIOKEHHE
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Hosuposkara TpaGea na ce onpenens uHanBAIyaTHO. Obuuaiiara n03a e 10 mg BEAHBHK JHEBHO
KaTO MakCHMAallHaTa npenopbysata o3a ot 20 mg Ha nex. IIpH HAKOH NALMEHTH, 5 Mg HA AEH MOXe
na 6BAe NOCTATEYHA,

Bvbpeuno uru wepnodpobno yepescoane

I1pu naumenTy ¢ neka 10 ymepena cTenen Ha yRpexase Ha G6peuHara wim yepHoApoOHaTa
dynKupus 0BHKHOBEHO HE Ce HIHCKBA A1aITTHPAHE HA J03aTa.

Tlpu naukenTH ¢ xpaeH cTagmii Ha yEpexaane Ha 6x6peynaTa QyHKLHA (KPeaTHEKHOB KIHPBHC
< 20 ml/min) wnn yepHoapobuara yHKumA, N03aTa He TPAOBa a npeBHwasa 10 mg Gusonponon
BEAIHBXK AHeBHO. HeobxonuMo e 1a ce w3nomBea no-wycka fo3a. ONHTHT C M3MONIZBAHETO HA
Gusonponon npn nauueHTH Ha AMaTU3a € OrpaHHNeH; HO HAMA A0KA3aTeNCTBa B NOAKpena Ha
NIPOMAHA B 103MPOBKATA.

Cmapuecxa év3pacm

OGHKHOBEHO He Ce H3HCKBA ajaNTypaHe HA 103aTa, HO 5 Mg Ha JIeH MOXE a ¢4 NOAXOAALIH IPH
HAKOH NalHCHTH; KAKTO € NMPH OCTAHANHTE Bb3PacTHH, 03T MOXKE J1a CE HAIOKK Aa Obae HaMaieHa
B CITyvaif Ha Texka 6u0peuna win yepuonpoGHa AHChYHKIMA.

Teduampuuna nonyaayun _
Hama onwt 32 3non3sane Ha GU3ONMPONON B NeAHATPHYHATA MPaKTHKA, 3aTOBA YNoTpebaTa My He ce
ApPenopbYBa NpH Aeua.

Cmabuana xpouusna cupdeuna nedocmantsunocm

Buspacmnu

CrangaprroTo neuenne na 3CH ce cuerou ot ACE-MHXHOGHTOp (WTH aHTHOTEH3HH PELIENITOPEH
Bnoxep B ciy4aii Ha HEMOHOCHMOCT KbM ACE-unxuburopu), 6eta-61oxep, AMYpETHUH H KOraTo ca
NOAXOARIN- ChpACYHNA MTHKO3UAM. [laupenTuTe TpadRa na Obaar crabuwinu (Ges octpa
HEe/IOCTATLYHOCT), KOraTo 3aro4pa Ie4eHHETO ¢ GH30MpOIION.

Ypenopsusa ce nexypailng exap aa HMa ONHT B IEYEHHETO Ha XPOHHIHA chpledHa
HEJOCTATBYHOCT.

[Ipexoano Bnowasake Ha CHPAEYHATA HELOCTATEYHOCT, XHIOTEH3MA MM OpannkapAns MOTAT J4 ce
NOABAT M0 BpeMe HA MEPHO/A HA THTPHPAHE M CJEJL TOBA.

Daza na mumpupane

JleyeHneTo Ha cTabuiTHa XPONHYHA ChPAEYHA HEOCTATRYHOCT ¢ GH3OMpoNon H3kcKsa (asa Ha
THTPHpaHe.

Jleyenuerto ¢ GHBOHPOIIOJI mxﬁna Ja 3aro4He ¢ NOCTCMSHHO NOBHUIABAHE HA A03aTa B CHOTBECTCTRHE
ChC CACAHUTE CTHIKM:

- 1,25 mg BeAHBIK AHEBHO B NPOABDKEHHE Ha | ceamuLa, ako ce noHacs Acbpe aa ce MOBHIIM 710
- 2,5 mg BenHBHK JHEBHO 3a ClIEABALIATA CEAMHELA, AKO Ce MOHACH J00pe na ce NOBHWM 10

- 3,75 mg BeaHEK JHEBHO 32 CNEABALIATA CEIMHIIR, AKO CE MIOHACH no0pe na ce MOBHINH A0

- 5 mg BeIHBK JHEBHO 3a cieBamuTe 4 CeIMHIA, aKo Ce NoHacd no0pe Ia ce NOBKINHA 40

- 7,5 mg BEAHLK JHEBHO 32 ClreBaImTe 4 CeMULIM, AKO CE NOHACH Aobpe na ce MOBHIIH N0

- 10 mg BeaH®LXk AHEBHO KATO MOATBPKALIA TEPAINMA.

Makcumanuara npenopbuurensa 103a e 10 mg BeAHBK AHEBHO.

sEE

Mo Bpeme Ha dasara na THTpPHpaHe Ce MPEnopLYsa NpociieAdRaHe Ha JKH3HEHHUTE 110 : *‘:‘, VRN, ,
(CbpaeueH puThMm, KPBBHO HANATAHE), KAKTO U 33 NOYSA HA CHMITOMM HA BJIOLIABAH ﬁg}bﬁg@cﬁ?é‘ra. O
T

HEAOCTATBYHOCT,
CumMnroMuTe Morat Aa €€ NOABABAT B MBPBUTE THH cnel 3arIOYBAHE HA ACUYEHHETO.




flpomana na nevenuemo

AKO MaKCHMATHO npenopeyaHaTa 4034 HE CE MOHACH )106[)6, NCYCHHCTO MOXKE 1a [IPONBIKH ¢
TOCTENEHHO HAMAIRALLA S103a.

B cniyuaii Ha npexomo BOIABAHE HA CHPEYHATA HENOCTATEYHOCT, HA XMNOTOHHA HIIH
Bpannkapaus, ce npenopbyBa NpepasrexiaHe JOIPAHCTO HA CHITHTCTBAIIOTO eueHne. Moske fa e
HEODXOLMMO BPEMEHHO HAMANABAHE 103aTA Ha GH3OMPOJION HIH MPEyCTAHOBABAHE HA HEMOBHA
fpyeM.

CJ'ICIL craﬁwm:'.npaﬂe Ha& CBCTOAHHETD HA NanHeHTa, MOXKE 14 ¢e ﬂpHCTB]TH KbM NOIJHOBABAHE HA
JIeHeHHETO WK NOBHINABAHE O34TA Ha 6xzonpono.

Bvbpevnu wiu vepuoopobnu saborssanus

Hama uagopmanmsa 3a hapmakokuHeTHxaTa Ha GH30NposION NPH NAUNHEHTH ¢ XPOHHYHA ChpIE4HA
HENOCTATHYHOCT H HapylieHa 6h6peyna wiK depHoapobua dynkims. [ToBHinaBaHETO HA 103aTa B
TE3H Cy4aH H3UCKBA NOMBIHHTEIHO BHEMAHKE.

Hayuenmu ¢ cmapuecka sv3pacm
He ce H3IACKBa ajanTHpaHe Ha O03arTa.

Heouampuwna nonyrayus
Hama nexwatpuuen onur ¢ Suzonponosn, 2aTosa Heroeara ynoTpeba npu Nieua He ce NpenopbuBa.

OGuKHOBeHO, NeYerneTo ¢ GH30NpoNo € NPoThDKHTeNHA Tepanus. Jleuenneto ¢ Ouzonposon xe
Tpa0Ba Aa ce CAMpa BHEIAMHO Thil KATO MOXKE A2 JOBEAE A0 OCTPO BJIOWIABAHE HAa CBCTOAHHETO Ha
naunenTa. OCoGEHO NPH MALKEHTH ¢ HCXeMUYHa GOIECT HA CHPLIETO, JIEYEHHETO HE Tpabea na ce
CNHpa BHE3aNHO. AKO ¢ HeoGXO01MMO NPeyCTAHOBARAHE HA JIEYECHHETO, IPEHIOPBURA C& TIOCTENEHHO
HAMa/IABaHe Ha [03aTa.

EHauun Ha npunoskenue

3a nepopajnHO NpUIoKEHuUe.

Cobukop Tpabsa 1a ce npueMa CyTPHH B MOXKE 712 Ce MPHEMA C xpata. TabneTkure TpsGBa 1a ce
TPCTITBLHIAT € ZOCTATLYHO KOIHYECTBO TeuHocT. Tabnetkure ne Tpabea 1a ce caAbRKEBAT.

4.3 Tlpormeonoxasanns

Buzonposon e npoTuBonokasan npu nAUHEHTH CHC ClEAHHTE 3a60AABAHMS:

- CBPLXYYBCTBUTENTHOCT KBM GH3ONPONON WIIH KbM HAKOE OT MOCOMEHNTE NOMOIIHE BEIHECTRA
B TO4Ka 6.1.

- OCTpa CbpPACYHA HEAOCTATHYHOCT HiH 110 BPEME HA eMH301M Ha JEKOMIEHCALINS, M3UCKBALLH
1.V.MHOTDOMAa Tepanus

- KapJAHOr€HEH LIOK

- BTOpa HtH TpeTa cTened AV 6ok (6e3 neficMeiixnp)

- CHHIPOM HA GOMHUA CHHYCOB BR3El

- cunoaTpHalneH Oiok

- CHMITTOMaTHYHA Gpannkapaus (CupaeyHa YecToTa no-MoAaKa o 60 yaapa/min npeau
HA4&M0TO HA TEpanHATa)

- CHMITTOMaTHYHA XMIOTEH3HA (CHCTONMUYHO apTepUaiHO Handrase < 100 m

- TekKa OpoHXMaNHa acTMa; A my s T <

- ocTpu GopMu Ha nepudepHo apTepUAIHO OKITYIHBHO 3a60NSBAHE WIH cu.ﬂ,g%ﬁ,; e \ :
- HEMEKYBaH PeoXpoMOUMTOM (BIK ToUKa 4.4) i3 i ﬁﬁ e
- McTaboINTHA aLua03a; 3\ © i‘:&"" /f




4.4 Coennannu Hpexynpexaesus A NpeiNasHA MePKH OpH ymoTpeba

JleyenHero Ha cTabKIHA XPOHHYHA CHPAEUHA HEAOCTATLYHOCT TPAGBA 13 3alOYHE CBC CReLHaNHa
thaza Ha THTpupane (BHX TouKa 4.2}.

Io cneunaiHo NpA NALMEHTH ¢ HCXeMUYHA 60MecT Ha ChHPLETO, NIPEYCTAHOBABAHETO HA TEPALIMATA C
Gu3onposnon e Tpabea A2 CTaBA BHE3ANHO, OCBEH 2KO HE ¢ HAPHIHO NOKA3AHO, 3210TO TOBA MOXeE Aa
AOEEAE N0 BIOIAaBAHe HA CHCTOAHMETO HA ChpIieTO (BuXK TOuUKa 4.2),

Ipy 3ano4rase u npexparapase Ha neYeHHETO ¢ GH3ONIPOION C& HANAA PEIOBEH MOHHTOPHHI,

Hsima TepanesTHYeH onHT 3a JieYeHHe Ha CHPAETHA HETOCTATHYHOCT C OH01POITIOJI TIPH NALHEHTH
ChC CAEOHHTE 3a00J19BAHNA H CHCTOAHHA:

- MHCYJIHHO3aBHCHM 3axaped qHaber (Tan )

- C TEXKH HApYIleHna Ha 6xOpeuHara PyHkuus

- € TEXKH HapylleHHs Ha yepHoapobHaTa pyHKLHs

- PeCTPUKTHBHA KAPIHOMHONATHS

- EPOACHO ChpAeUHO 3a60naBane

- XEMOAWHAMHYHO 3HAYHMO OPraHUYHO 3abonaBale Ha ChPACUYHHTE KIAITH

- HHDAPKT Ha MHOKap/a Npes MOCIEHHUTE 3 Mecela.

Busonponon Tpabea ga ce npunara ¢ BHEMaHHUE MpH:

- Bpoxxocnazem (OpoHxHanHa acTMa, o6cTpykTHBHA Genonpobua Gonect);

- 3axapet auaber, nOKa3Ball roicMH BAPHALM Ha HUBATA HA KPbBHATA 3aXap; CHMITTOMHTE Ha
XHIOMIAKEMHU (KATO HANP. TAXWKAPAMS, MENNHTALUHH WIH H3NOTABAHE) MOXE 13 C&
MAaCKHpAT;

- [/1a/1yBaHe;

- 10 Bpeme Ha aeceHcHOWIMaupalia Tepanud. Kakro npu npyru Gera 6nokepu, 6usonponon
MOME N2 YBETHYH YYBCTBUTENHOCTTA KbM ANepreHy U TEXKECTTa Ha aHAGHIAKTHYHHTE
peakuHH. JlevenneTo ¢ envunedpHH He BHHATH MOXE /12 AOBELE 10 OYAKBAHKMA TEPANICBTHYCH
edexrT;

- mbpBa cTeneH AV 6ok,

- Anruna ua Prinzmetal: Ha6monasann ca ciiyuas Ha kopouapeH BasocnaseM. BLipexu
BHCOKaTa cH (eTal-CeNeKTHBHOCT, IPH IALMEHTH ¢ aHIWHa Ha Prinzmetal, npuemarnu
6H30MpoIoN, He MOraT 14 GbAAT HAMBTHO UIKITKOYEHH IPUCTBITH HA CTeHOKAPAHA;

- nepudepHo apTepHATHO OKTY3HBHO 3aGoNsRaHe (MOXE J1a CE CTYYH 3aci/IBaHe Ha
OMUTAKBAHHATA, 0COOEHO B HAYANIOTO HA TEpanMaTa);

- obma anectesus.

TIpu naumenTH nomioxkenu Ha obma axecTeus, GeTa-GroKamaTa HAMAIAEA CIy4auTe Ha apaTMus B
MHOKapaHa HEXEMHS 11O BpeMe HA HHAYKUMA W HHTYOHPAHE, KAKTO M B IOCTONEPATHBHNS NEPHO/L.
3acera ce npenopb4ea noanepkamaTa Gera-6nokana 1a 6be MPOALLKEHA NEPHONEPATHEHO.
AHecTesuonorsT Tpabsa na Gnae A06pe 3ano3nar ¢ GeTa-GrokazaTa, NOPaIH FLIMOKHH
B3aHMOLEHCTBHA ¢ APYTH NNEXAPCTBEHH CPEICTBa, BOJEIIY N0 GPAIHAPHTMUYN, HAMATABAHE HA
pediekTopRaTa TaXMKapAHs H MOHHXKEHATA peduieKTOpHa CHOCOCHOCT 32 KOMIMEHCALMA HA
KpBBO3arybara. AKO e HeOOXONNMO NpeyCTaHOBABaHE Ha OGeTa-GoKupaIaTa Tepanys npes
XHpypruiHaTa HHTEPBEHIIMA, TOBA TPAGBA Aa CTaHe MOCTeNEHHO M aa npukmouu 48 yaca npeau
aHecTeIuATA.

KomGuhauusTa Ha Su30Mponot ¢ KAIUKEBH aHTArOHKMCTH OT rpyNaTa Ha Beparnam
AHTHAPUTMHYHH NEKAPCTBEHY CPENCTBA KNAC | M C AHTHXUIMEPTEHIMBHH JICKAPCT.
ACHCTBHE, N0 IPUHUMIT HE CE NPENOPLIBA, 32 MOAPOGHOCTH BIDX TOUKA 4.5,

Buapeku ue kapanocenexrneuute (Geta-1) GeTa-610KEpH MOraT 1a MMAT [0-M
GenoapobHaTa QryHKUHA OT HeceneKTHBHHTE GeTa-BnoKepH, KaKTo 1Pl BCHYKH
Tps0Ba 1a ce M3GATBAT MPH NALMENTH ¢ XPORHYHA OBCTPYKTHBHA Be10ApoBHa Gom




CBIIECTBYBAT YOEAHTETHH KIHHHYHH NPAYMHH 32 TAXHOTO Npuioxkenue. Korato taxusa npuuyan
CHINECTBYBAT, GU30NpoTon Moxe na Gble N3MON3BAH ¢ NOBHINEHO BHHAMaHHe, [Ipn naupeHTH ¢
OGCTPYKTHBHH HApYIIEHHS Ha AMXATENHUTE METHILA, JIEYCHHETO ¢ GH3onponon Tpabea aa Guae
CTapTHPaHO ¢ BB3MOKHO HAH-HUCKATa 1033 M [1ALHeHTUTE TPAGAR axa ObaaT BHUMATEHO
MOHHMTOPHPAHH 3a NOABA HA HOBM CHMITTOMH (HanpHUMep JAHCIIHER, HEBb3MOXHOCT 33 M3BBPLIBAHE Ha
TPEHHPOBKA, KaULTHU4). [IpH GpOHXHATHA ACTMA WAK JPYTH XPOHHYHH 0BCTPYKTHBHR 6eoapoGHu
3a60/1ABaHKA, KOMTO MOTAT Ja MPEAH3RMKAT CHMIITOMH, C€ NPETIOPLYBA eJHOBPEMEHHO MPHIOKeHHe
Ha GponxonunaTupaia tepanud. [oHAKOTA, TIPH NAGMEHTH C ACTMA, MOXKE /ia C& TIOABH TOBHILICHHE
Ra pE3HCTEHTHOCTFA HA NHMXATEJIHUTE IIFTHINA, KOETO MOKeE J1a HANOXKY YBEeNHYABAHE [03aTA Ha
Geraz-cTUMynaTopHTe.

HauwenTy ¢ ncoprasuc wiH aHaMee3a 3a ncopHasie Tpsabsa Ta nipueMar Geta-6iokepH (Hanp.
Br3onpoon), camo crien BHHMATENHA IPELEHKA Ha CHOTHOMIEHHETO N0JI3a/ PHCKA.

ITpy naunenTy ¢ PeoxpoMOLIHTOM GH3ONPONON ce MPHIATa Camo Clel anda-peuentopHa Gnokaaa.
Io Bpeme Ha neuenHe ¢ GH3ONPONON MOKE 13 CE MACKHPAT CHMITTOMHTE Ha THPSOTOKCHKO3a.

Kaxro # npu apyru Gera-GrokepH, 6130Mposon Moxe 1 OBHILH HyBCTBHTEIHOCTTA KbM a18PreHi
H30CTpAHE Ha CHMITTOMMTE Ha aHAQWIaKTHYHA PeaKLys.

Harpuit
Tosa nexapetso chabpika no-manko or 1 mmol Hatpuif (23 mg) na A03a, T.e. MOXKeE [a Ce Kaxe, ue
MPaKTHYECKH HE ChABPHKA HATPHI,

4.5 BzaumoneficYBHe ¢ APYrH JeKapCcTBEHR HPOLYKTH H ApYrE GOPMA Ha B3aEMOJelCTEHE

Hemnpenoprunteniu kom6HHaumu

Kanuuesn aHTaroHHCTH kaTO BepanaMu M B MO-MAJIKA CTENCH JHITHA3EM: HEFATHRHO BINSHHUE HA
KOHTPaKTHIHOCTTA ¥ aTPHO-BEHTPHKYJIApHATA NPOBOAMMOCT. MHTPaBeHO3HOTO NpHIIOKEHHE Ha
Bepanamil IPH NAUHEHTH C JICUCHHE ¢ 3 -OnokepH, MOKe 12 A0BEAE O TEXKKA XHTIOTEH3HA U
ATPHOBSHTPHKYAPeH ONOK.

Knac I anrnapurmumy (Hanp. XuHuAMH, AM30MHpaMKL, JIMAOKAUH, ($heHHTONH, dreKauHuz,
nponadreHOH): BE3MOMKHO € 3aCHIIBAHE Ha e(JeKTa BbPXY BPEMETO Ha ATPHO-BeHTPHKYIapHaTa
NPOBORHMOCT H YBE/THYABAHE Ha HEMATHBHHA HHOTPONEH eexT.

LlenTpanto neffcTpali aHTHXHIIEPTEH3MBHE NIEKAPCTBA KATO KIIOHHIHH M APYTH (HAnp. MeTHNIONA,
MOKCOHO/IMH, PUIIMEHH/IMH). €IHOBPEMEHHATa YoTpela Ha LEHTPATHO AEHCTBALIH
AHTHXHNEPTEHIMBHH JIEXAPCTBEHH CPENCTBA MOTAT Ja B/IOMIAT ChPAEYHATA HEAOCTATEMHOCT Ype3
HaMAIABAHC HA LCHTPATHHA CUMITATHKOB TOHYC (HAMATABAHE HA CHhPAEYHATA YeCTOTa H JefHur,
Basoaunaranma). BuesanHo cndpane, ocobeHO ako ¢ mpeay upeycraHoBaBaHe Ha HeTa-6nokepa, MOxe
Aa YBEIMYH PUCKR OT XHMIepToHuA ¢ rebound edexT.

Kombunauuu, kouTo tpafiea 1a ce 3MoxssaT c BHAMaHME
Kanimes aHTaroHHCTH, OT AUXHAPONUPHAMHOB THIT, KaTO HADGCAHIHH, QENOIMIHH H AMAOINITHE

€IHOBPEMEHHATA YNOTPEOA MOXKE 12 MOBALUM PUCKA OT XUTIOTEH3UA, Bb3MOKHO € B YBEITHHABAHE HA
PHUCKA OT JOITBIHHTENHO BIOIABAHE CHCTONHATA (PYHKLHMSA HA CHPLETO MPH NMALHEHTH ChC ChPACYHA
HEJAOCTATHYHOCT.

Knac [Il anTuapuT™Muuny JekapcTeeHy NpoayKTH (Hanp. aMHOJAPOH): MOXKe Ja C
edekra BbpXy BpEMETO Ha ATPHO-BEHTPHKYTAPHATA TIPOBOAHMOCT.

Jlokanuu 6eta-Goxepy (Hanp, KanKu 33 O4M 32 NCHEHHE Ha TAyKOMA), MOaT Ji
edexT Ha Guzonponon




TMapacumnarikoMumeTHUM: EnHOBpeMerHaTa yIIOTpeGa MOKe 1a YREHYH BPEMETO Ha
BEHTPHKY/IapHAaTA MPOBOAKMMOCT, KAKTO ¥ PHCKa OT GpaaHKapaua.

Hucysnnu v opanuu antuanabeTHu nekapeTsa: 3acuiBane eeKTa HA HAMANABAHE HA KPHBHATA 3aXap.
Bnokanara na 6era-anpeHopeLienTOpUTe MOXKE 18 MACKHPA CHMITTOMMTE HA XUTOT/IHKEMHS,

Anectervun; HamanspaHe Ha peduekTopHaTa TaXHKapAUA H NIOBHILABAHE HA PUCKA OT XHIOTEH3Ms
(3a JONMBIHMTEIHA HMH(pOPMALIHA OTHOCHO 0DIa 8HECTE3HI BHK CBHILD TO4K24.4).

I[H[‘HTBJ]HCOBH raukozuan: Hamanasane Ha CbpACYHATA 4Y€CTOTA, YBETUYEHHE HA BPEMETO Ha aTpPHO-
BEHTPHKYTapHaTa NpoBOAMUMOCT,

Hectepounsn npoTHBOBB3NATHTENHH NeKAPCTREHH CPE/ICTRA (HCIIBC): morar na HamanaT
XHOOTEH3HBHHA eeKT Ha GH30NpONON.

B -cummaromMuMeTHLH (Hanp. H30npeHaHH, 100yTamuH): KomOunupaneTo um ¢ GH30TIponos Moxe
a HaMany eeKTa B HA [IBETE JIEKAPCTBEHH CPEACTBA.

CHMNaTOMHMeTHUMTE, KOHTO AKTHBUPAT KaKTo f - Taka H o -aapeHopenenTopure (Hanp.
HOpaJapeHaitH, aapeHanuH). KoMGuHHpaneTo uM ¢ GU30TIPOSIon MOKe Ja eMacKHpa MOBIUSIHOTO OT
@ -4pCHOPEUCTITOPHTS Ba3OKOHCTPHKTOPHO ASHCTBHE HA TE3H ar¢HTH, BOAEIIO A0 NOBHILABAHE Ha
KPBBHOTO HAJIATAHE H H30CTPAHE Ha HHTEPMHTEHTHO KilayAuKayo. CuKTa ce, ye Takusa
B3AHMOJICHCTBUS ca NO-BEPOSTHH C HECENCKTHBHH 3 -G0KepH.

Ennospemenua ynorpe6a ¢ aHTuxHnepTeH3nBHU CPENCTBA, KAKTO H € APYTH NEKapCTBa ¢ OHHKABALI
KPLBHOTO HaNATANE NOTEHUHA (Hanp. TPHUHITHYHH aHTHAeNpecaHTH, GapOuTypary, deHOTHA3HHY)
MOX<€ 11 YBEJTHYH PHCKA OT XHUTOTECH3HA.

Kom6uHanmn, kouto Tpafiea aH ce oGMucnsT

Medpnokun: nosrwies puck oT Gpanukapaus.

MAOQO anxubutopu (¢ uskmouchne Ha MAQ-B HHXHOMTOPH): 3aCHJIeH XHIOTEH3MBEH eekT Ha Dera-
BIIOKepHTE, HO CHINO TAKA M PHCK OT XHIEPTOHWYHA KDH3a.

4.6 ®DepranuTer, GpeMeHHOCT H KbpMene

bpemenHocT

Busonponon uma dapmakonornyHu neHicTBHA, KOWTO MOTaT fa NpPEaH3BHKAT YBpexKnamM ephextu
BEPXY OPEMEHHOCTTa W/HIH BDXY IU1ofa/HOBOpoaeHoTo. [To npuHmmm, OeTa-apeHOpeLIENTOPHHTE
OJToKepH HaMa/IABaT IIALCHTAPHATA EP(hY3HA, KOATO MOKE Ja Ce CBbPIKE Che 3a0aBsHe Ha pacTexka,
BBTPEMATO4HA CMBPT, 200PT WiTH NPEKIEBPEMEHHO paxaate. HexenaHuTe NeKapeTREHH PeakituK
(nanp. xunornvxeMas 1 GpagHKapaHs) MOTAT A CC NIOKBAT IIPH ILIOAA H HOBOPOACHOTO. AKo
Jie4eHHeTo ¢ GeTa-apeHopeLenTopHH Gokepu ¢ HEOOXOAMMO, 33 IPEANIOYHTaHE ca GeTa 1-
CENCKTHBHUTE aApeHOPenenTopHu GIoKepH.

buzonponon He Tpa6Ba fa ce H3N03Ba 10 BpeMe Ha GPEeMEHHOCT, OCBEH AKO He € KpaiiHo
HEOOXO0IMMO. AKO NeHeHHETO ¢ GH3onpoIoN ce cuHTa 33 HeOBXOAUMO, Tps6Ba 21 ce Ha
MAaTo4HO-NNAUCHTAPHHUA KPBBOTOK K pacTexka Ha Iuioaa. B cnyuaii Ha yspexaamm edy
OpeMenHOCTTa WM 11002, TPAGBa na ce oGMuCTH anTepHatuBHo fneucHue. Hosopo,
CTPUKTHO Aa ce Habmoaasar. CHMITOMMK Ha XMMOTTHKeMMsL M GpanuKkapaMa N0 NP
Npe? NLPBUTE 3 THH. "'

Knpmene




He e u3BeCTHO NaTH TO3H JIEKapCTBEH NPONYKT C& EKCKPETHPa B KbPMATA. 3aTOBA KBPMCHETO HE €
NPENoOPHbHUTENHO MO BPEME HA MPHIIOKEHHETO Ha GH3OIPONon.

4.7 Edextn BLpXy cnocoGrocTTa 32 modrpane B paGoTa ¢ MAIMHHA

Ipu npoyuBake ¢ nauMeHTH ¢ HexeMHHA GONECT HA ChPUETO GH3OTIPOION He BIOLABA CHOCOGHOCTTA
38 [odupane. Berpeku ToBA, 10PaAd HHIWBHAYATHHTE Pa3THIHA HA PEAKIMHTE KBM JEKAPCTEOTO,
CNOCOOHOCTTR 3 WOGHPAHE Ha IPEBO3HO CPECTBO WK paboTa ¢ MALUHHK MOXe aa ce snoww. Tosa
TpAGEa Jla ce HMa NpeBH, 0COGEHO IPH TEPANUATA U MPY MPOMAHA HA JIEYEHHETO, KAKTO H IPH

ynorpeda Ha ankoxo.

4.8 Hexenann NeKAPCTBEHH peaKuay

- MHoro yect (= 1/10)

- Yectn (= 1/100 o < 1/10)

- Heuecrn (21/1 000 go < 1/100)
- Penxn (2 1/10 008 zo < 1/1 000)
- Mhuoro peaku (< 1/10 000)

- C HeH3BeCTHA YeCTOTa (He MOXE J1a CE NPEABMAN OT HATHYHHTE JAHHH)

MrHuoro Yectu Heuectu Penxu MHoro peaxu
9ecTH
Heuxwynu HADYUICHHA HA | KOILIMapH,
HADYIEHUR ChHSA, ACTIPECH | XATIOUMHALHH
Hapvuenus na 3aMaiirane, CHHKON
HEPBHAMA CHCINEM rnasofonue
Hapyuwenun na HaManeHo KOHIOHKTH-
ouume CBI30TEYCHUE BHT
(ma ce uma
npeABHMA Npy
TaHEHTH,
H310/13BAINH
NeliA)
Hapywenun na orciabpaHe Ha
yxomo u cIyxa
aabupunma
Copoeunu Gpagn- | BrowaBaHe Ha | HApYILEHHA Ha
Hapywenus Kapius | cepaguHAaTa AV-
HeOCTaThY- | NPOBOAMMOCT-
HOCT Ta
Cvoosu napyuenun yceluaHe 3a OpPTOCTATHYHA
CTYA HIH XHNOTOHHA
H3TPLNBAHE
Ha
KpadHWLHTE,
XHMIOTOHHS
Luxamennu, GpoHxociiasbM | anepruven
ZPeOHU U NPH MAUMEHTH C | PHHHT
MeSUACIUNGAHY fpoHxHaHa m
Hapywienus acT™Ma unu S0 A
aHaMHE3a 33 “ ey
XPOHHYHa
oBeTpyKTUBHA
OenoapobHa

donecr




Cmomautno-vpeenu CTOMALLHO-
Hapywenus 4YpeBRHH
OMNMIaKBaHusA
KaTo rajeHe,
LIOBPBILAHE,
Auapns,
KOHCTHNALHA
Xenamobunuapru Xenarur
Hapywenus
Hapywenua na PEAKLHH Ha aronenus
KoNcama u CBPBXYYBCTBH- | f-Gnokepure
nOOKONCHUME TETHOCT MO3Ke J1a
muranu (npypuryc, NpOBOKHpAT
3aucpBABaHE, HIA Oa
00pHB H BjIOHar
AHCAOEOEM ) [ICOPHA3HC
HITH Aa
(IpeH3BHKAT
nogoben Ha
NICOpHA3HC
oOpHB
Myckyano- MYCKYNHa
cKenemnu c1aboct 1
Hapywenusn u ng CIa3sMH
CHeOUHUTNEARAMG
maxaw
Hapywenua na €PEKTHNHA
DeEnpodyKmusHama aHchyHRUMA
cucmema u
2upounte
Obwu napywenus ACTCHHA,
U R MACOMO KA yMopa
npwiodcenuenio
Hzcredganun YBEJIUYEHH
TPHIJIHLEPUIH
yBeludeH
YEpPHOAPOOHH
erwaumu (ALAT,
ASAT)

Crobularane Ha NOXO3MPAHH HEXENAHM DEAKIIAH

CrobinaraneTo Ha NOAO3IMPAHH HexenaHW PeakiuH Cie| paspellaBaHe 3a ynorpeba Ha NekapCTBEHUA
NPOAYKT € BaHO. Tosa MO3B0/ABA 1a NPOALIDKH HAGTIOACHHETO Ha CHOTHOLIEHHETO NOM3A/PHCK 32
JIeKapCTBEHUA NPOAYKT. OT MEIMUMHCKHTE CELMATMCTH Ce H3UCKBA Jia ChoGIIABAT BCAKa
TIONO3NPAHA HEXKE/TAHA PeaKiys Ypes:

H3me/THATE 12 arcHLMA o ekapcTBaTa
yi. . Jlaman Mpyes” Ne § |

1303 Codus,

Ten.: +35 928903417,

yeOcaiit: www.bda.bg.
4.9 Ilpenosupane

CHMIOTOMHM

[Tpu npexosupane (Hanp. aHeBHa o3a or 15 mg BMECTO 7,5 mg) ca HabnioaasaHu ‘




6ok, Gpanukapaus H 3amaiiBare. Haii-uecTHTe Mpu3HaLK, OYaKBAHH NIPH npeno3upaHe ¢ Oeta-
6nokepH, ca GpanMKapIHA, XHNIOTEH3HA, GPOHXOCNATEM, OCTPA CHPACUHA HEAOCTATBYHOCT

U XHnoraukeMust. Jlocera ca crobIIEHH HAKOJIKO CiTydas Ha MIPEO3HPAHE ¢ GH3OMPOIION (MAKCHMYM:
2000 mg) Rpu MaUHCHTH C XANIEPTOHHA W/HITH CHPICUHOCHA0BO 3a60IsBaAHE; BCHUKH IMALHEHTH CA C&
BBH3CTAHOBHIH. IMa INHPOKK WHIWBHAYAIHH Pa3/IHUHs B YyBCTBHTETHOCTTA KBM eIHHUYHA BHCOKA
2032 GH3OMPOIION U BEPOSTHO NALMEHTHTE ChC ChPEYHA HEIOCTATHYHOCT ca MHOFO MYBCTBHTENHH.
3aTOBA NPH TE3M NAUMEHTH JIEUEHHETO 3aBIDKHTENHO TPAGBA A 3ATIOYHE ¢ NOCTENEHHO YEeTH aBaHe
Ha 103aTa, ChbriacHO CXeMara, mocovyeHa B Touka 4.2.

HoseacHHe

B cayuaii Ha npenosupane, repanuata ¢ Gusonponon TpAOBa Jia ce CTpe K Ja ce MpoBeae
NOAABPHKAO W CHMITTOMATHYHO JiedeHHe. Cnopes] orpaHHHEeHNnTe AAHHH, MAJIKO BEPOATHO €
Gu30MpoNIoN Aa ce eTMMHHHpA Ypes NHAIM3A. ba3upaiiku ce Ha oyakBaHHTe PapMaKOIOTHUHK
AEHCTBHA M NPENOPbKH 38 ApyruTe Geta-GaokepH, TpsaGBa Ja ce HMAT NPEABHA CIEAHHTE 061
MEpPKH, KOTaT0 TOB2 € KITHHHYHO 000CHOBAHO.

Bpanukapmus: HHTPaBeHO3HO NPHIOKEHHE Ha ATPONHH. AKO OTTOBOPELT € HEANEKBATEH, MOYKE
NpEeANasNHBo Aa ce Aaje HIOIPERATHH HITH IPYTo CPEACTRO ¢ NO3UTHRHM XPOHOTPONMHH CBOHCTEA.
ITpyu nakou obeTosTEICTBA MOKE 12 € HEOOXOIHMO TPAHCBEHO3HO BLBEIKAAHE HA NEHCMEHKED.

XHMOTEH3HA: IPHIOKEHUE HA HHTPABEHOIHM TETHOCTH H Basonpecopd. MHTpaBeHo3eH riokaron
MOXe J1a € OT NOoJ34.

AV- 6nok (BTopa 1 TpeTa cTeneH): nauMeHTHTE TpabBa fa 6baT BHUMATETHO MOHHTOPHPAHH H
NIeKyBaHU € H3ONPEHATHH HHGY3US KNK BLBEHK/IAHE Ha TPAHCBEHO3EH CHPAEYEH NeicMeiiknp.

Octpo Briowasane Ha chpeYHATa HEROCTATHYHOCT: i.V. IPWIOAKEHHE Ha JHypeTHLIH, HHOTPONHH
CPeACTBa, Ba30HIATHPALIM CPEACTRA.

bponxocnasem: npunoxeHue Ha GPOHXOAMNATATOPHA TEPAITHA KATO H3ONpPeHaTHH, GeTal-
CHMIIATHKOMHMETHYHH JICKaPCTBEHH MPOAYKTH H/HIH aMHHOG(HIMH,

XUNOTIHKeMKA: 1.V, MPHNOXKCHHAE HA IIFOKO033.

5. ©APMAKOJOTHYHH CBOMCTBA
5.1 ®apmakoauHRAMHEYHEA CBOHCTBA
®apmakoTepanesTHdHa rpyna: Gera-6nokep, cenektuped ATC koa: CO7ABO7.

Mexanu3sm Ha feiicTRHE

Bu30mponon e BHCOKO CenexTHBEH afPeHOpPCUENTOPEH GIOKKPALL AreHT, TMWeH OT BLTPElHA
CHMIATOMHMETHYHa AKTHBHOCT H Ha CBBP3aHaTa ¢ Hed MemGparnocTabuni3upaiia aktusaoct, Toi
NOKa382 CaMO ¢1ab apHHHTET KbM GeTa2-PeLIeNTOPHTE HA FaIKHTE MYCKYH Ha GPOHXHTE H
CBJIOBETE, KAKTO U Ha 6eTa2-penenTopiTe Ha MeTaGOAMTHATA perynanus. 3aToRa, Mo NPHHLKL, He Ce
04aKBAa OH3OMPONON Ja BIMsE HA AMXATEIHATA PE3HCTEHTHOCT M 6eta2-MeaUHpaHHTE METAOOTHTHH
edextn. Beral-cenexruBHOCTTa Ha 6HIONIPONON € M3BBH TEPANECBTHYHHTE JO30BH IPAHHLH.

PapMaKOIHHAMUYHH edekTH
Kakro u npu apyrure p1-6nokepu, Hauuna Ha aeiicTEHE [IpH XHNEPTOHHA HE € ACEH,
4e OH3OMPOSION 3HAYHTEHO NOTHCKA MIA3MEHUTE HHBA Ha pEeHHH.

s




Ilpu naunenTh che cTeHOKapaua, 6nokanara Ha Pl-peLenTopHTe HaMansBa paboTara Ha CBHPLETO H IO
TO3H HAYHH HAMA/LIBA KHCIOPOAHATA KOHCYMaLHA. 3a108a Hu30nponoi e etheKTHBEH 3a OTCTPaHSBaHe
HITH HAMAJIABAHE HA CUMITTOMHTE,

TIpu HaYanHO NPUIOKEHHE NPH NALMEHTH ¢ HCXEMHUNA BOJECT Ha CHPLETO, 663 XPOHHYHA ChpacuHa
HEZIOCTATHYHOCT GH30MPONION HAMAJIABA CHPAEUHATA YECTOTA H YIapHHS 06eM ! M0 TO3H HAYHH
HaManABa ChpACHHHA AeOUT M KOHCYMALMATA Ha KHCAOPOA, TTpH MPOABIHKHTETHO NPHIOKEHHE
IBEPBOHAYATHO NOBHLIEHOTO NEPHGEPHO CHIPOTHE/IEHHE HAMATABA.

Kannnyna edukacHocT H GezomacHocT

Ob1mo 2 647 nauuenTH 6axa pkitoyenn s npoyusasero CIBIS IL. 83% (n=2 202) 6axa ot knac [11 na
NYHA, a 17% (n=445)-or knac IV va NYHA. Te umaxa cTaGHIHA CHMITOMATHYHA CHCTOIHA
CBPACYHA HEAOCTATBYHOCT ((ppakuya Ha u3TnackBaHe < 35%, Ha 6asa exokapauorpadua). O6uiarta
CMBPTHOCT Gelle Hamanena ot 17,3% ao 11,8% (otrocuTenno namanenue ot 34%). Baxa oruerenu
HaMaJleHHE Ha BHE3aNHaTa cCMBpTHOCT (3,6% cnpamo 6,3%, oTHocHTenHO Hamaneraune 44%) U
HaMma/leH Opol Ha CiTyyauTe cbe ChPIEYHA HEAOCTATBYHOCT, H3HCKBALLY XocmaTamHzaius (12%
cpemry 17,6%, otHocuTenno namaneune 36%). Habmonarano e i 3HauMTeMHO nofoGpeHne Ha
(bynkumonanuua cratryc cnopen knacuduxaimata va NYHA. B nauanoro Ha TepanuvsiTa U 0o BpeMe
Ha THTPUPAHETO Ha GH30NPOON Ca OTYETEHH CIIY4aH HA XOCTIHTAIM3ALMA NOpaH NoiBa Ha
Gpanukapaus (0,53%), xunorensus (0,23%) u ocTpa aekomneHcauns (4,97%), HO Te He ca [HO-YeCTH
OTKOJIKOTO B muane6o rpymara (0%, 0,3% H 6,74%). Bposr Ha ¢paTanHHTe M HHBATHIHAHPALI[H
HHCYNITH BpEME Ha UANOTO u3cienpate ca 20 s rpynata ¢ 6uzonponon u 15 B nnauebo rpynara.

B kamnuunoTo npoyusane CIBIS III ca uzcnexanu 1010 naumenTtu Ha BB3pacT > 65 roJ|HH ¢ JcKa
A0 YMepeHa XpoHH4YHa CepaeyHa HeaocTaThuHocT (CHF; IT wim I xnac NYHA) u nasa
BEHTPHKYNapHa $pakums Ha uzTIackaHe < 35%, kouro He ca 6runu nexypanu npeau ¢ ACE
MHXHOUTOPH, GeTa-GNIOKEPH MITKH 2HTHOTEH3HH PELICTTTOPHH GIIOKePH.

TlauuenTure ca nexysann ¢ KoMGuHauKs oT GH3ONPO/ON K eHaTanpwi 3a 6 0 24 Mecena cien
TbPROHARATHOTO 6 MeCeHO NieueHHe ¢ GU30MPONON UK SHANANpEN.

ChluecTByBa TEHACHIIMA KhM [10-BHCOKA YECTOTA HA BIIOIIABAHE HA XPOHHIHATS CHPACUHA
HENOCTETBhYHOCT, KOraTo GHSOIIPOIIOJ'I €€ H3MOI3Ba KATO HAYATHO JICYEHHE npe3 MEPBHTE 6 mecela.
He € nokasaHo B IPOTOKONHTE 3a aHAIK3, Y€ HAYATHOTO JIeYeHHE ¢ GH3OMPONION CPelLy HAYAITHO
Jle4eHHe C eHANANpPUI He ¢ 10-cnabo, BBIOPEKH Ye JIBeTe CTpaTerHH 3a 3anoysaHe Ha nedcHue XCH
Noka3a CXOAHO HMBO Ha MbpPBHYHATA KOMOMHHPaHa KpalHa TOYKA CMBPT H XOCTTHTANHIALMS B Kpas Ha
npoy4saHero (32,4% 8 6usonponon-repeara rpyna cpenty 33,1% B eHananpun-nbpsaTa rpyna,

MOy aiMA 1o Mpotokon). [poyusaneto mokassa, Ye GH3ONPOAOA MOXKE 1a ¢€ HITION3BA NPH T0-
BB3PACTHH MALMEHTH C XPOHHYHA ChPACYHA HENOCTATEYHOCT C JIEKO /10 YMepeHo 3abonsasaHe.

52 ®apmaxoxkHHeTHUHH cBoiicTBA

Pesopbumg

Busonpornon ce aGcop6rpa n HMa GronoruuHa HAMMHOCT OKoNO 90% CIEM NEPOPATHO NPHICKEHHE.

Pasnpenenenne
OGempbT Ha pasnpenenchue e 3,5 1/kg. Cebpasaneto Ha 6130npoNIoN ¢ NIA3MEHUTE NPOTEUHH € OKOJI0

30%.

buorpancdopmarng u €AMMUHUPAHE

busonponon ce enamMunupa oT opranusma no 8a nbTA. 50% ce MeTaGonMaupar ot YepHHa
HEaKTHBHU METAbONUTH, KOHTO ClERt TOBA Ce eKCKpeTHpaT upes 6xopeLmTe. OctraHanu
OTAENAT OT 6LOpeurTe B HeMeTabonu3upana (opma. OBILUST KITUPBHS € Npubnu3
Bpemeto Ha nomyxusoT B niiazmara e 10-12 yaca u ocurypssa 24 uacos edexT np
IHEBHO.

JluneapHoct




BH301‘lpO.'IOJ'I HMa JIHHeapHa, Bb3pacTOBO-HE3aBHCHMa KHHETHKA.

Creunanta nonyiauus

Twii kato enumunmpaneTo ce u3BbLpLIBA Npe3 ObOpeumTe M yepHUs Apo0 B €1HAKBA CTEMEH, HE ce
H3HCKBA ananTHpaHe Ha [103aTa MPH NaLUKHEHTH C HAPYLIEHA YePHOAPOOHA (yHKLMS MK GbOpeuHa
HEIOCTATBYHOCT.

(DapmMaKOKMHETHKATA NPH NALMEHTH CbC CTAOHIHA XPOHHYHA Cbp/I€YHa HEJ0CTaTbYHOCT M ObOpeuHH
WM YEPHOIPOOHH HapyLueHus He e u3yyena. [1pH naumeHTH ¢ XpoHHYHA Cbp/eYHa HEAOCTATBYHOCT
(I cranuii no NYMA) nnasmenute HuBa Ha OHM30Mp01071 ca MO-BUCOKH M BPEMETO Ha MOMYKHBOT €
YABIUKEH B CpaBHEHHUE ChC 3paBH 100poBoaLM. MakcuMaiHaTa nia3sMeHa KOHUEHTPAUKs B CTaGHIHO
CbeTosHMe e 64421 ng/ml npu aHerHa n03a o1 10 mg M nepHoxbT Ha nonypaznaj e 1 7+5 vaca.

5.3 TlpeakJHHHYHH 1aHHH 33 Ge30NMACHOCT

[NpeaKkIMHMYHUTE NaHHKM He pa3KpHUBAT 0COBEHA OMACHOCT 3a X0para, OCHOBaBaHKH ce Ha
TPAIHLHOHHH H3C/E/IBaHHs Ha (papMakoIorHuHa Ge30nacHOCT, MHOTOKPaTHa 1030Ba TOKCHYHOCT,
FEHOTOKCHYHOCT M KapuuHoreHHocT. [Tono6uo Ha npyru Gera-Gnokepu, GU30NpoOION BB BUCOKH
AO3H BOZIM 110 TOKCHYHOCT KaKTO NPH MaiikaTa (Hama/sBa MPHEMAHETO Ha XpaHa M TeeCHOTO TerJio),
Taka v Ha eMOpHOHa/N0a (yBennyaBaHe ciryyauTe Ha pe3opOLKs, HAMANsBaHE TEMIOTO Ha M0/,
3a0aBAHe Ha GU3MYECKOTO My pa3BHTHE), HO HAMA TepaTtoreHeH egexT.

6. PAPMALNEBTUYHH JAHHHU
6.1 ChoHcbK HAa NOMOIHHETE BemecTBa

Hopo na mabaemxama
MuKpoKpHCTaTHa Lesyso3a

Huwecten Hatpues raukonar tin A
IMoeuoon K30

CunuuueB THMOKCH, KonouaeH Ge3soaen
Marnesues creapar (E470b)

DPurmoeo nokpumue
Xwunopmenosa 2910
Makporon 400

Tutanues nuokcua (E171)
Tank

Cenesen okeu, skcwirt (E172) - cavo ra 5 mg u
)Ke"‘e“..il.a E uepsen (E172) — camo 3aSmgu

6.2 HecbBMecTHMOCTH

Henpunoxumo.
6.3 Cpok na roanocr
5 roaMHu

6.4 Coenuaiun yc/10Bus 3a ChbXpaHeHHe

<
Ha ce cbxpangBa B OpMrMHaIHaTa OMAKOBKA, 3a /1a Ce Npeanasy OT CBET/IMHA U Bia .Tﬁ/,/_ PN
To3u nexapcTBeH NPoaYKT He U3MCKBA HUKAKBM CHELIMATHHU TEMIIEPATYPHH YCIO0B ﬂ§a}f 1
L

6.5 Buau chabpkanne Ha onaKkoBKaTa




Bauncrepu (AVAI donuo): 10, 20, 28, 30, 50, 56, 60, 84, 90 u 100 TabIETKH, B KYTHA.
He BcHukM BHIOBe Onakosku Morat aa Obaar MyCHATH Ha nasapa.
6.6  Cneumanuu npeanasnu Mepku npu H3XBbpJIsiHe

Hama cneunanuu vzuckBanus.

T NPUTEXATEJ HA PA3PELIEHUETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, gmarjeéka cesta 6, 8501 Novo mesto, CrioBeHus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA
Cobukop 2,5 mg — Per.Ne: 20140012

Cobukop 5 mg — Per.Ne: 20140013
Cobukop 10 mg — Per.Ne: 20140014

9. JJATA HA ITbPBO PA3PEIIIABAHE/TIOJTHOBSIBAHE HA PA3PEIIEHUETO
3A YIIOTPEBA

Mara Ha mbpBo paspeluasane: 21.01.2014

Jlata Ha nocneaHo noaHoessaue: 28.03.2019

10.  JTATA HA AKTYAJIM3UPAHE HA TEKCTA

10 dexemspu 2021
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