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1. UME HA JEKAPCTBEHHS ITPOAVKT \r Aoo3v / *7 / “““““““““ / ‘‘‘‘‘‘‘‘‘

Jloaos 2,5 mg/6,25 mg ¢pumvupans Tabnetxn / Lodoz 2‘$ mg/6,25 m élm-coated tahlsts....

Tozmoz 5 mg/6,25 mg dunvmparu Tabnerxn / Lodoz 5 g6, 2”5“&1g m-coated tablets ?_ 9 03 1[121
Joao3 10 mg/6,25 mg punamupann tabnetkn / Lodoz 10tmg/6,25 mg film-coated tablets =~

2, KAYECTBEH H KOJIMUECTBEH CBCTAB

HNoaoz 2,5 mg/6,25 mg

Besxa pumvupana TabneTka ChABPIKA CIEJHHTE AKTHBHH BEINECTBA
2,5 mg Guzonporonoe ¢ymapar (bisoprolol fumarate)

6,25 mg xuapoxaoporhasug (hydrochlorothiazide)

Jlomoz 5 mg/6,25 mg

Besaxa unmupana TabneTka ChABPKA CIeJHHTE AKTHBHH BEINECTBA.
5 mg 6u30npo10I0B dymapar (bisoprolol fumarate )

6,25 mg xuapoxmopornasux (hydrochlorothiazide )

Noaos 10 mg/6,25 mg

Beska dpunMupaHa TabneTKa ChAbPKa CACTHUTE AKTHEHH BEINCCTEA!
10 mg 6usonpoaonos ¢ymapar (bisoprolol fumarate )

6,25 mg xuapoxnoporrazna (hydrochlorothiazide )

32 MBIHES CHIHCHK Ha MIOMOIIHHATE BEINECTBA, Bi. TOUKa 6.1

3. JIEKAPCTBEHA ®OPMA

Jono3 2,5 mg/6,25 mg

dumvupana rabneTra

XKbnTH, XpBIY, IBOHHOWITEKHANH, OT FOPHATA CTPaHa ¢ MAMIIOBAHO CBPUEC, @ OT AOMHATA — YHCAOTO
2 5“

=y .

Jonos 5 mg/6.25 mg

Dunmupana TabneTra

INMacTenHopo308H, KPBINH, AB0HHOHIMBKHANH, OT TOPHATA ¢TPAaHA € LIAMIIOBAHO ChLPIE, & OT JOIHATA —
YHCA0TO ,, 5

Jloxoz 10 mg/6,25 mg

Gunvupana TabneTra

Benu, Kpbriau, IBOHHOH3MTPKHATH, OT TOPHATA CTPaHa € IAMIIOBAHO CHPLE, & OT JOJHATA — YHCIOTO
10%,
el

4. KJIMHHUYHHK JAHHH
4.1 TepaneBTHYHH NOKA3AHHS

Jlexa ao YMEPEHO TCRKA SCeHLHAIHA XHNCPTOHHA.

4.2 Jlo3HpoBKA H HAUHH HA MPHJI0MKEHHE

03IHPOBK

O6uuaiinaTa Hayansa qosa ¢ eaHa Tabretka Jlomos 2,5 mg/6,25 mg BeAHEX JHEE




AKO AHTHXHNEPTCHZHBHHAT ¢(exT OT Ta3M JO3UPOBKA € HEJOCTATEYEH, KOMHYECTBOTO CleABa Ja <€
zaprmy Ao exHa Tabaetka Jlogos 5 mg/6,25 mg BeAHBK JHEBHO H aK0 OTTOBOPHT HPOJALIDKABA Aa Onae
HE3aJ0BONATENEH, 10 eana TabneTka Jloaos 10 mg/6,25 mg BeaAHEX JHEBHO.

Npoxbiokpre THOCT Ha TEpanUATa

o mpunumn nedenuero ¢ Jloxoz e gparoTpaito.

Ipenopbypa c& NOCTENCHHO CIHpaHE HA Tepanmmgra ¢ Omsompononos GyMapaT, Thil KaTO BHE3ANHOTO H
NpEXBCBANe MOXKS 1a AOBCAS OO PA3KO BIOINABAHC Ha CBHCTOAHHETO Ha INAIUCHTA, H NO-CIMEeIUAIHO HA
TIATTHCHTHTC ¢ HCXCMHYHA Gonecrt Ha ChPUIETO.

Hauwrn Ha npHnoskeHue

Tabnerkure JI0A03 c¢ HPHEMAT CyTpHH Che MM Oe3 xpaHa. [Torweimar ce ¢ Manko TeuHOCT H He Tpadpa
Ja ¢& CABBKBAT.

Crieruanyu rpyii DANHEHTH

. BrGpeuna iy yeproapoOHa HEAQCTATHIHOCT
He ce Hamara mpoMsHa B J03aTa NpH NAITHEHTH C JIGKa 10 YMEpPCHO W3pa3cHa depHoapoOHA
HEJOCTATHYHOCT WM JICKAa A0 YMEpeHO H3pazesa OnOpeuHa HEAOCTATHHHOCT (KPEATHHHHOB
KmupBHC > 30 ml/min).

. TMawpenTy B cTapuecKa Bb3pacT
O6uKHOBEHO HE C& HA/IAra TPOMAHA B J034Ta IPH NAIHEHTH B CTAPHYECKA Bb3PacT.

. [eauaTpiyuna oMy nagys
Onuret ¢ Jloaos ¢ orpaHudeH NMpH Aena, MOPaad KOSTO HE C& NPEropryBa ynoTpebara My mpH:
Ta3u IOy NaLud.

4.3 IlporneponoxkazaHus
Joa03 e IpOTHBOTIOKA3aH NPH NAIKEHTH ChC!

. CBPBXUYBCTBHTCAHOCT KbM OM30mpononor ¢yMapar, XHAPOXIOPOTHAsHI, APYrH THA3HAOH,
cyadoHAMHTH HIIH KBM HAKOE OT MOMOIMHHTE BeIIEeCTRa (BK. ToUKa 6.1);

. 0CTpa CHPACHHA HEZOCTATHYHOCT HAM HO BPEME HAa eNH30IH Ha JEKOMIICHCAllMS HA CBpAEHHATA

HEJOCTATPYHOCT, KOWTO H3HCKBAT HHTPABEHO3HA HHOTPOTIHA TEPAIA,

KapAHOTE¢HEH 10K,

AV 610K BTOpa AN TpeTa ¢TeneH (6e3 neiHcMeHKbp);

CHHAPOM Ha OOTHHA CHHYCOB BB3EN,

CHUHOATpHAaNeH ONoK;

CHMIITOMATHYHA OpaguKap aus,

Te:KKA OpPOHXHANTHA ACTMas _

Texkkn hopmu HA nepudepHa apTepUATHA OKIY3HBHA OosecT HITH TexXKH GOPMH Ha CHHApOMA Ha

Peiiso;

HETeKyBaH (eoXpOMOLIHTOM (BK. Touka 4.4);

TexKa GbOpeuHa He JOCTATEIHOCT (KPEaTHHHHOB KIHPBEC S 30 mL/min);

TEXKKA YepHOAPoOHA HEAOCTATHUHOCT;

MeTabOoNHTHA AU A03A,;

pedpakTOpPHA XUTIOKAIEMHAL.
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4.4 CoeunalHu npeaynpeskAeHHs H PeANA3HH MEPKH NpH ynoTpeda

TMpexterpaneTo Ha Tepanmara ¢ OmzonpomonoB ¢ymapar He Tpabsa Aa CTaBa PA3KO, OCBEH aKO HE
CEINECTBYBAT ACHH TOKa3aHUd 33 TOBA, THH KaTo BHE3ANHOTO H MpeyCTAHOBSBAHC MOXE Ja NOBEAE A0
OCTPO BIOMABAHE HA CHCTOSHHETO Ha MANMEHTA, M MO-CIELUAIHO HA MANMEHTHTS ¢ HCXeMHYHa Goxect
Ha ¢Hp1eTo. (BX. Touxa 4.2).

Jlonoa tpabsa A2 ce npuiara BHAMATEIHO NPH DAIKEHTH ChC:

L] CBIBPTCTEALIA CBPACHHA HCAOCTATHIHOCT,

. saxaped auabeT ¢ TomeMH KonebaHHA B CTOHHOCTHTe Ha KPBBHATA 3aXap; CHMIITOMHTE Ha
XHOOTTHKEMHAS (Hanp, TAXHKapInd, ChpoeOHeHe HITH H3NOTABAHE) MOTaT Aa ObJaT MacKHpaHH,

. CTpOro rianyBane;

AV 610K MEpBA CTETIEH,

. anryua Ha Prinzmetal: HaGnronasany ca ciiygad Ha KOpOHApeH BasocmasbM. Benpeks BHcOKara ¢
GeTal- ceNeKTHBHOCT, IPH NAUHEHTHTS ¢ aHruHA Ha Prinzmetal, npreMainu Gusonponon, He Morar
a3 ObAaT HIKTIOYEHH HPUCTEIN Ha CTEHOKAPIHA,

. nepHdepHa apTepUATHA OKIy3HBHA 0OMECT; BIOUIABAHE HA CHMOTOMHTE € BB3MOXKHO, 0CO0EHO B
Ha4yaJlOToO Ha TEPANHATA,

. XHIIOBOMCMHS,

. yEpeAeHa qepHOApoORa PyHKUMS.

[Moao6ro Ha apyru Geta-Gnokepn 6HM30mpoa0moR GyMapaT MoOe Aa NOBHINH YYBCTBHTEIHOCTTA KbM
aANePreHH A TeXKeCTTa HAa aHA(HAAKTHYHUTE peakmuH. CEHIIOTO €& OTHACA H 3a JA¢CeHCHOMIM3HpAINATa
repamus, [IpunarareTo Ha enueedpHH He BUHATH MOXE Ja AOBEAC 10 OYaKBAHUA TEpaneBTHUECH c(ekT.

TTanMeHTH C MCOPHMA3NC MM AHAMHCCTHYHM JAHHY 33 NCOpHaske Tpabea Aa mpuemar GeTa-Gnokepu
(ganp. Guzonposonos ¢gyMapat) caMoO ¢Ie BHHMATCIHA NPEcHKa Ba ChOTHOMISHHETO ,,TION3a-PHCK ™,

CHMITOMHTE HA THPEOTOKCHKO3ATA MOrat fa OBJaT MaCKHpaHH OT TepanuaTa ¢ 6M30npononos gyMapar.

Tlpu raumenTH ¢ deoxpoMouHToM OH30mpononoe ¢yMapar Tpabsa Ja cc npHeMa OB CICA
mpekparaBane Ha 61okagaTta Ha anda-penenTopuTe.

TIps manse Ty Noa obia anecTesns 6eTa-OnokazaTa HaMANABa YECTOTATA HA APHTMHATE ¥ MHOKapAHATa
HCXSMHS [0 BPEMS HAa YBOAA B aHECTE3HATA H HEATYOALHATA, KAaKTO H B CIACAONEPATHBHHA TCPHOL.
[MoHacToAweM ce nNpenoppyBa noagspkauata Oera-Onmoxana fga NPOABIKH MEPHONEPATHBHO.
AdecresHomorsT Tpsa6sa aa Obac yeeZoMeH 3a mammumero Ha Oera-OMoxana mopams BBIMOXKHH
B3AAMOJCHCTENS ¢ APYrH NEKApCTBEHH NPOAYKTH, KOUTO Aa AOBEAAT A0 OpajuapHTMEM, oTcTabBane Ha
pedimekcHaTa TAXMKAPAHA M HAMadeHa pedUIeKkTOpHa crocobHOCT 332 KOMIEHCHPAHE HA KpBBosarybara.
Tpu npeueHka 3a HeoOXOAUMOCT OT HPEKpaTABAHE Ha Tepammara ¢ OeTa-Onokepa mpexn onmepaumnsira,
APEVCTAHOBSBAHETO C¢ H3RBPINBA MOCTSMCHHO H ClSBa JAa 3aBhpmH npuOmmsuTenso 48 vaca npeaw
AHECTEIMATA.

Brupexn 4e kapauocerektusaute (6era 1) 6eta-Gnoxepn Morat fAa HMaT ro-cnab edekT sppxy
Henoapobuara GyHKUHA OTKOAKOTO HECCIEKTHBHHTE OeTa-0oKepH, KakTo BCUUKH HeTa-0rokepu
H3MON2BAHETO MM CBIIO TPAOBA ga ¢¢ H30ArBa NpH HallACHTH ¢ 0OCTPYKTHBHH 3a00/19Banna Ha
QUXATeIIHHTE ITETHIIA, OCBEH aKO He CHUIECTBYBAT yOeAUTSTHE KAMHAIAH NPHYHEM 32 ynotpebara M.
AKO TaKHBA TPUUHHHE CHIIECTBYRAT, JIog03 MOXE 43 C¢ HAOA3EA C MOBHIOEHO BHAMAaHHE.

TIpH GpoHXHATHA acTMa HNH JAPYT BHI XPOHHHHA obcTpykrHBHA Genoapobua Gomect, koATo MoXe Aa
AOBEJE OO TMOSARaTa Ha CHMITOMH, C¢ OpEnophdBa CHMBTCTRalla Tepamid ¢ Opo

AHXATeNHUTE TETHINA, TOTABA C¢ HANAra YBENHUABAHE J03aTa HA 0eTa -CTHMY
Peakups Ha (JOTOTYBCTBHTEIHOCT €A BB3MOXKHH TIPH MPHIIEGTaHE HAa THASHIHH
coy4as C€ OpPeNmOpB YRA 3aIUMTa HA OTKPUTHTE HacTH HA TANOTO Cpeily Cib

mkycteeHa ¥ B ceetnnana. [Tpu TeskuTe cnyuan TepanvaTa TpadBa Ja ¢¢ NPeKparTy.
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[MpoXB/KATENHOTO, HENPEeKBCHATO BHBEKIAHE HA XUIPOXIOPOTHA3HA MOXKE Aa AOBEAE X0 BOAHO-
ENEXTPONIUTHE CMYIICHHWA, H TNO-COCOHANHO J0 XHNOKANEMHA H XHMNOHATpEeMHA, HO CBHINO H
XHIIOMATHC3HEMHA, XATIOXJIOPEMHS H XHNCPKAINeMAS. XHAOKAIEMANTA O.1aroNpHATCTEA Bh3HAKBAHSTO
Ha TEXKH apHTMHH, U 0cobeHo Ha torsade de pointes, KoATo MoXKe Ja ¢¢ oxake daranHa.

Tlo BpeMe Ha gbaroTpaiiHara Tepanus ¢ Jlogos ce mpemopsdBa mpocieJABaHe HA HABATa HA CEPYMHMTE
enekTponuT (0co0eHO Kanwi, HAaTpuil W KanumH), KpeaTHHHHA H YpPEATa, Ha CCPYMHMTE JIHITRZA
(X0omecTepoa ¥ TPUIMIHIECPHAH), IHKOYHATA KHCE/IAHA, KAKTO H HA KPBBHATA I'TIOKO034,

[TpH manMeHTy ¢ XUNepypPHKEMHS PHCKBT OT MOXArPO3HH MPHCTHIIH MOXE Aa HAPACHE.

Hemenanomen pax na koxcama

B AB¢ enAaeMHONOTHYHH OPOYYBAHHS, OCHOBABAIIH C¢ HA JATCKHS HALIHOHATICH PAKOB PETHCTED, €
HaGNMr0aBaH NOBHIIEH PHCK OT HEMenaHOMeH pak Ha koxara (HMPK}) [6azannokneTsHeH KapIHHOM
(BKK) u cksamosHokneTsucH kapousnoM (CKK)] npu Bapacreaina éKCno3AIMS HA KyMYJIaTHBHA J03a
xrapoxaopotrazng (XXT3). Qorocercnbmmsnpamure epexrs Ha XXT3 Morar Ja AcHCTBaT KaTo
BEPOATEH MeXaHU3bM 3a pazeurne Ha HMPK.

[Mauuentare, npremamy XXT3, tpabea aa 6saar ardopmupand 3a pHcka or HMPK B cnpeTRanH

PEIOBHO JAa MPOBEPABAT KOXATA CH 332 HOBH JIe3MH M He3abasHo na cnoOmapaT mpH mossa Ha

HOAO3PHATEHH KoxHH 1e3HH. Ha nanuenTeTe TpabBa A2 ce mpemopryaT BBh3MOKHH NPCEAHTHEHH MEPKH,

KaTO OTPAHWMEHO H3NAraHe HA CIBHYCBA CBETIHHA H YITPABHOMSTOBH ThYH, a B CIy4aH Ha eKCIO3HIM,

MOAXOAAIA 3AIMHTA, 33 A3 €& CBEAC A0 MHHHMYM PHCKBT OT pak Ha KoXara. [logospurennuTte koxHH

ne3ru Tpabea Na ObIAT NOANMONKEHH Ha He3a0aBHO M3CIIEABAKE, TIOTCHIMATHO BKIIOYBAINO XHCTONOIHYHH |
u3CA¢ABaHuy Ha Guoncuyunu Marepuand. Ilpepasrnexaane Ha ymotpeGara Ha XX T3 Moxke Aa ce HANOXKH

H TIPH MAIMEHTH, KOHTO ca BManH npeaxoaeH HMPK (Bx. cyimo Touxa 4.8).

XoponganeH uinus, OCTpa MMONKS W BTOPHYHA 3aKPHTOBI'BITHA IJ1ayKoMa

CyndonamuauTe’ HIH ACKAPCTBATA, NPOM3BOAHM Ha CYNpOHAMHIMTE, MOraT Hda NPCIW3BHKAT -
HAHOCKHKPATHYHA peaKuid, BORSIA A0 XOPOHZANCH M3MHE ¢ Ac(eKT Ha 3pHTENHOTO TOJIE, NPeXonHa
MUOITHA H OCTPAa 3aKPHTOBIBAHA IIayKOMa.

CaAMITOMHUTe BKTIOYBAT BHAE3ANHO HAYAN0 HA HAMAJICHWE HA 3pmeuHaTa oc:TpOTa HH 6OIKa B OKOTO,

KOHTO OOMKHOBEHO C€ HOABABAT B PAMKHIC HA YAacoBE JO CEAMHIM OT 3aloyBaHe Ha ICKApCTBOTO.
HernexyBamaTa ocTpa 3aKpHTOBIBHA TIIAyKOMa MOXKE [a JOBEAe A0 TpaHHA 3aryba HAa 3peHHE.
TTepBOHAYATHOTO NEYCHHE € Aa C¢ MPEKPaTH NPHeMBT Ha JTEKAPCTBOTO BFBIMOXKHO Had-6pp30. Moxe na
c¢ HAIOXKHK A3 c¢ oOMMCTH He3abaBHO MEJHKAMEHTOZHO H/TH XUPYPTHYHO JIEYSHHE, KO BHTPEOUHOTO
HAATaHe OCTAHE HCKOHTPONHpaHO. PrckoBuTe (hakTOPH 32 Pa3BHTHE HA OCTPA 33KPHTOBIBAHA INIAYKOMA
MOTAT Ja BKIIOTBAT aHAMHE3a 33 af¢PTHI KM CYT(HOHAMHIH HITH NEHALATHHH.

X¥ApoxXnopoTHAZHI

Ocrpa pecnupaTopHa TOKCHIHOCT
Cnea npueM Ha XHAPOXJIOPOTHAZHA C& CHOOLIABAT MHOTO PCAKH TCKKH CTydaH HA OCTPa peCuupaTopHa
TOKCHMHOCT, BKIIOYHTSTHO ocTbp pecnupatopen auctpec ciudapoMm (OPAC). Caen mpmem Ha
XMAPOXNOpoTHA3HA OOMKHOBCHO C¢ pasBuBa 0enoApo0EH OTOK B PaMKMTC Ha MHHYTH JC0 Hacose. B
HAYa0TO CHMIITOMMTS BKIIOYBAT AWCIHEs, TIOBHMIUCHA TEMOEparypa, BaomaeaHe Ha Genoapoluara
dyuxmma ¥ xunotonns. Tlpu cemperne 3a ARDS Ttpatea ga 6wae cnpsan nmpremsT Ha Jloaos # Aa ce
NPUIOKHE MOAXOAMHIO JeTeRHe. XHAPOXIOpOTHAasH He TpAdBa Ja Ce¢ MPHAAra NpH NAIWHEHTH, KOHTO
npeau ToBa ca noayyasany OPJIC crea npueM Ha X ApOXIOPOTHASHA,

45 Bzaumoueﬁcmné € APYrH JIEKAPCTBEHH NPOAYKTH H APYTH (JOPMH HA B3aH



He ce npenoprysa KOMOHMHHPAHOTO NpUmAraHe Ha OPENapara ¢he CICAHATE JEKAPCTBEHH NPOAYKTH

Jiurmii; Jlogos Moxke Aa 3aCHIHM KApIHOTOKCHYHHA W HEBPOTOKCHYHEA ¢(eKT Ha JHTHA IOCPEACTBOM
HaMaJIABaHe Ha TNTHEBATA EKCKPELIHSA. : :

Kanupess awTaroHMCTH OT BCPANaMFJIOB THII H B IO-MAJKa CTENCH OT IHITHa3eMOBATa IpPYIA:
OmpruareneH edekT BLPXY CHKPATHMOCTTA H NpeAChPAHO-KaMepHaTa NpoBonuMocT. MHTpaseH03HOTO
MpATaraHe Ha BPANAMHT NPH MANMECHTH Ha Tepanns ¢ B-0noxep Moxke Aa AOBEAe A0 TEKKA XHIIOTOHHS H
ATPHOBCHTPHKYNApeH OI0K.

AHTHXMNEPTEH3HBHH NPEHapaTH ¢ LSHTPATHO ASiHCTBHE (HANp. KIOHAAWH, METHNAONA, MOKCOHOLMH,
puwiMeHIAMH): EAHOBpeMERHOTO NpHAaraHe ¢ aHTHXHIICPTEHIHBHHE CPEICTBA OT LEHTPATEH THI MOXE 12
JACBEAS A0 OLIE IO-ToAIMO 3a0aBAHe HA CHPACHHATA YCCTOTA H CBPASYHHA 00eM H A0 Ba30JHIATALMHA.
PaskoTo npekparaBade, 0coGEHO ako APeIIecTBa IPEYCTAROBIBAHE HA Tepanns ¢ 6eTa-Oa0kep, Moxe aa
YBEJTH4H PHCKA OT ,,pHOaYHA XHITEPTOHHS .

KomOnuanmn, xonTto Tpabpa Ja ¢e IpHANATAT ¢ [MOBALICHO BHHMAHHE

Kanumesy aHTaroHUCTH OT ANXHAAPONIMPHANHOR THH (Hanp. Hubenmmus, aMnoannas): EasoppemMensoTo
ApHIAraBe MOXKE A JOBSIE AO YBETHYEH PHCK OT XHOOTOHKA, KATO HE MOXKE A C¢ RIKJIOUH H TIOBHIUCH
PHCK OT MO-HATATBUIHO BNOIIABAHE HA KaMEpHATA NOMNeHA GHKIWMS OpY HAIMEHTHTS CBC CHPACTHA
HETOCTATETHOCT.

EAHOBPEMEHHOTO MPHNIAraHe ¢ JAPYrH aHTHXHICPTCH3HBHH CPEACTBA HIH JISKAPCTBEHH MPOAYKTH C
HAMANABAIMO KPBBHOTO HamdraHe AcHCTBAe (HANp. TPHUMKIMYAM aHTHAenpecadTH, OapOmryparh, -
(heHOTHAZHNAN) MOKE A3 YBEIMUH PACKA OT XHIIOTOHHA.

ACE uaxnGuTOpH (HAnp. KaNTOMPH, SHATANPHT), AHTATOHKUCTH HA anrHoTeH3uH I, Puck o1 3HaunTeneH
cnaj Ha KPBBHOTO HAJATaHe W/HMH ocTpa OROpedHa HeXOCTATHYHOCT MO BPpEME Ha Hada/a0 HA TEpamHd ¢
ACE uaxuuTop NpH PALKEHTH ¢ OPCALIECTRANA HATPHEB AeDULHT (A mO-COEHHAATHO NPH OAMEHTH CBC
¢TeHO3a Ha Op0peunara apTepus).

AKO PeImecTRAA JUYPETHYHA TEPaTiti ¢ AOBETA A0 HAMANABAHE HA HATPHA, HIH CIPETE JHYPETHKA 3
JHH npead Hadanoro Ha teparmara ¢ ACE waxubunropa, wnn 3anousere tepamss ¢ ACE ammbarop B
HHECKH J03H,

Knac-l anruaputMudan cpefcTsa (Hanmp, XHHHIHH, AM30NHPAaMHA, MHAOKaHH, GeHHTORR, drekaumnmy,
nponagenon): E(ekThT BEPXY BpPEMETO Ha ATPHO-BEHTPHKY/IAPHATA IPOBOAMMOCT Moxke Xa Gmie
DOTCHITHPAH, & OTPHUATCTHHAT HHOTPOIICH C(lJeKT — YBEJIHYCH.

Knac-1II arrHaputMigan  cpeacrsa (Hamp. amHogapoH): EdexkThT BBpPXY BpeMeTO Ha aTpHo-
BEHTPUKYJIApHATA MPOBOAHMOCT Moxke Ja ObAe noTeHuupan.

AMTHApUTMHYHY CPEICTBA, KORTO MOTAT Aa mHAymHpaT torsade de pointes (xnac 1A @anp. XHHHIMH,
XUOpoxuuAnyy, ausormmpamsn B knac Il wmamp. ammopapom, cortamon, Aodernmea, ubyTHMHA):
XumokameMuaTa MOKe Ja VISCHH Bb3HUKBAHETO Ha torsades de pointes.

HeaHTHapITMHYHH CpeACTBA, KOHTO MOrar na uHayumpar torsade de pointes (sanp. actemuzon,
EPHTPOMHUHMH 33 HHATPABEHO3HO MpUIOkKeHHe, XanoQaHTPHH, NCHTaMHAUH, CcnaphIokcauny,
TepdeHATHH, BUHKaMuH): XHIIOKANCMHEATA MO3KE Ja YJICCHH Bh3HHKBaHeTO HA torsades de pointes.

BCHTPHKYJIAPHATA MPOBOIMMOCT H PHCKA OT OpaiHKapIHs.

Beta-Gnokepu 32 MECTHO NPHIOKCHHE (HaNp. KaOKH 3a OYH 34 NCYEHHS
DOTEHUHpAT cuctemunte edext Ra Dusonpomonos dyMapar.




MiHCYTHE H NepopajHH NPOTHBOAHAOETHH CPEACTRA: 2acKiBale Ha e(EKTA HA NOMKABAHE HA KPHLBHATA
zaxap. Bnokaaara na 6eTa-aapeHOPEUENTOPHTE MOKE Ia MACKAPa CHMITOMKTE HA XHIOr THKEMU.

Arccretaum; OtcnabBade Ha pedneKCHATA TAXMKApAWA W YREIHYABAHC HA PHCKA OT XMIOTOHHA {3a
noeege HuOPMAIHA OTHOCHO OOIIATA AHSCTe3HS BK. Touka 4.4.).

Coupacunu rimkosdad. HapacTsaHeTo Ha BpeMeTO Ha  aTPHO-BEHTPHKYAAPHATA TIPOBOLMMOCT,
HaMAJABAaHE HA CHPACHHATA YECTOTA. AKO IO BpeMe Ha Tepanuara ¢ Jlofoz BE3HHKHAT XHIIOKaTeMHA
Vi HIH XKANOMArHe3HCMHA, MHOKAPABT MOXKE Ja NPOABH IIPH3IHAUH HA HapacHaia YYBRCTBHTETIHOCT KBM
CHPJACHHH [IHKO3UAW, BOLSINA N0 3aCICH edeKT H MpoAba Ha HEXKCIaHHTES PEAKLAM OT CTPaHA HA
TTTHKO3HIHTE. '

Hecteponann npotusossimanutennn cpenctsa (HCIIBC): HCHBC Morar Aa HaManiaT XHIOTEeH3HBHUA
eexT.

INpr namHeHTy, PA3BUBAILH XUOBOTEMAY, exHoBpeMerroTo nNprnarane HA HCTIBC Moxke Aa oTrmoqd
HAYano Ha ocTpa OpOpeyHA HEAOCTATHUHOCT,

BeTa-cAMIaTHKOMHMETHIM (Hanp. usonpenanyn, sofyramun):. CrueranmeTo ¢ Ouzompononos dymapar
MOKE A3 HaMaaH ¢(eKTa OT JEHCTBHC ¥ Ha JBETE JACKAPCTBEHH CPEACTRA.

CHMIATHKOMUMETHITH, KOMTO aKkTHBApaT Kakto anda- Taka u Gera-aapeHopeuentopure (Haup.
HOpeNHHE)PHH, enHHCPHH). CEYETAHHETO ¢ OH30NPOACNOB PyMapaT MOKE JIa PA3KPHE MEIHHPAHHA C
NOMOIUTA Ha anda-a peHOPENCITOPHTE CHAOCBHBANL ¢deKT Aa TE3H OPEIApaTH, KOETO MOXE A& JAOBEAe
JO YBeIAYaBaHe HA KPEBHOTO HAIEraHde H W3OCTPAHE Ha CHCTOSHMETO HA KAAYJAHKAHO WHTEPMHTEHC,
HNono6un B3anMOAciiCTBHS & CMATAT MO-BEPOATHH IPH NPUIAraHe Ha HecenexkTaeHn Gera-OnokepH.

Kanuii-ryGemp  nexapctsenn  mpofyktd  (Hamp. koprieocrepomau, AKTX, xapGenoxcormon,
ampoteprnus B, hyposemua, wii nakcarusa): EXHOBPeMEHHOTO IPHIATAHE MOXKE Ja VBEAHYH 3aryCure
HA KaTHi.

MeTunaona: XeMOamsa BCAeACTEHE (POPMEpAHE Ha aHTHTENa CPeMy XUIPOXTIOPOTHA3HAA € OHCAHA B
HAKOJIKO M30THPAHH ClTyYad.

E(QeKThT Ha HAMAIABALIMTE KONMMMECTBOTO HA HUKOUHATAZ KHMCEIFHA CPeACTBa Moxke Ja Opae orcnalben
Npu eAHOBPEMEHHOTO UM NpHIarase ¢ Jlonos.

XonecTupaMuH, XOAeCTHION: HaMarasa adcopOnpaTa Ha XHIPOXAOPOTHASHIHATA KOMIOHEHTA Ha Jlo103.
Komb HH, KOHTO CIeBa 44 ¢t 0OMUCIIAT,
MedaoKBMH: TIOBHLIEH PHCK OT OpaluKapIus.

KopTHKOCTEpPOHAU: HAMANEH AHTHXMOCPTCHIUBEH 8GeKT (KOPTUKOCTEPOHIO-HHAYLMPAHO 3a0BPKAHE HA
BOJA H HATPHIL).

4,6 @eprunuTer, 6pEMEHHOCT H KbpMEHE

Bpemendoct
dapmakonorvaHuar ¢hext Ha OH3ONPONOT MOXKE 3 MMA BPEAHO BL3HCHCTBHC RBPXY OpeMeHHOCTTA

wunn  deryca/sosopoaeroro Aere. Io mpummmn, Gera-aapenopenenTopHHTE ONOKEPH HamamAsar
mnaneHTapHaTa nepdy3usa, KOeTo ¢& CBBP3Ba Che 3a0aBdHe HA PACTeXA, HHTPAyTEPHHHA CMEPT, abopT
WM TPeAACBPEMEHRO pakaane, Hexenama peakuwin (Hanp. XMIOrTHEeMHS H OpaiHKap B MOTReHa o
sabmogasar v (eTyca M HOBOPOAGHOTO AeTe. Ako ce Hanara Tepamad ¢ Gers eI
GIOKEPH, C& MPEATOYHUTA NpHIarase Ha Geta l-Ce/leKTHBHH aApeHOpeuenTopHA O108¢




JAypeTHIMTe MOTAT Aa 3aCHAAT (ETOMMAUCHTAPHATA HCXEMHA ¢ NPHAPYXKABAlN pECK OT deTanda
xmmorpodpma. ChLUIECTBYBaT CHMHEHHA, Y€ XHAPOXJOPOTHAZHART TPHYUMHABA TpomOomuTOmCHHA Y
HOBOPOACHOTO ALTE.

JIoao3 He ce NpenoprYBa Mo BpeMe Ha OPEMEHHOCT.

E'BQMCHG

Jlomoz He ce mpenopruBa Ha KBPMEIMH JKEHH, 3amoTo OH3omponaonoB dQymapar BepoaTHO, a
XHAPOXJIOPOTHASHL ChC CHLYPHOCT ¢e H3ThYBA B KBPMara B MHHHMATHM  KONMHYECTBA.
XHapoxnopoTHAZHIBT MOXKE Ja crpe o6pasyBaHeTo Ha KbpMa.

4.7 EdextH Bbpxy ¢nocodHocTTA 32 IodHpaHe H pafoTa ¢ MALIHHE

[To npurmmn Jlogoz He mosnHaBa HIK MOBMUABA TIPeHeOpekMo cnocobHOCTTA 33 IodHpane u padoTa ¢
mamuad. Bee mak ofaue B 3aBHCHMOCT OT HHAHBHIYATHHA OTTOBOP HA IALMEHTZ HA TCPanuATa
criocobHocTTa 32 wodupane Wim padora ¢ MAINMHEA Moke ga Obae sacersata. Tasa BL3MOXKHOCT CTIEABA
Ja ce B3eM¢ IpeJBHJ B HAYAIOTO Ha TEPanHATA, NPH NPOMAHA B MCAMKAMCHTHTE HJIH B CHYETAHHE C
TIPHEM Ha a7IKOXO01.

4.8 HexenaHH N1eKapCTBEHH PEAKIHH

Yeern (21/100 go <1/10), negectn (=1/1 000 go <1/100), peaxu (=1/10 000 zo <1/1 0060), MHOTO peaku
(<1/10 000), ¢ HeH3BeCTHA YecTOTA (OT HANMMHHTE AAHHH He MOXke Ja OpJe HalpaseHa OLCHKA).

Heomrazmu - 106pokayecTBeHH, 3TOKAYECTBEHA H HEOMPEASNEHH (BRI, KHCTH M oMUY
C HeuzpecTHa necToTa: HeMemanoMeH pak Ha KoxaTa (6asanHOKIETHYCH KapIMHEOM H
CKBaMO3HOKIETEUECH KapHHOM)

HapyweHnns Ha kpbBTa H THM(HATA CHCTEMA
Peaxu: neekorneHnd, TPOMOOMHTONCHAS
Meoro peakuy: arpaHyIolMTO3A

Hapyvinerus Ha MeTaboImiMa H XPAHEHETO

Heuects: 3aryba Ha ameTHT, XUIEPTAHKEMEA, XHNEPYPHKEMHS, CMYINEHHS BBB BOJHO-CIECKTPONHTHOTO
paBHOReCHS (M TO-CNECUHMANHO XWNOKANEMHS ¥ XMOOHATPEMEA, HO CHIOO XHIOMArHe3ACMusd,
XUIIOXTIOPEMHA H XHIIEPKAILEMH)

Muoro pearn. MeTa0OINTHA ANKAI032

TlcHXHYHA HAPYIICHHS
HeuecTn: aenpecui, HapyLeHUs HA ChHA

Peaxu: komMapy, XamoUHHaUHE

Hapyiuenns Ha HEPEHATA CHCTEMA
YeoTu: saManrocT™®, rnasoboane*

HapvieHng Ha guute
Peaxu; HamalleHo CBI30TEUCHHe (Ja €& HMAa MPeJBMA TpPH IAIHSHTH, HOCEIMH KOHTAKTHH JICLIH),
HAPYLEHHE HA 3peHUETO

MHoro peaki: KOHIOHKTHBHT

C HCH3BECTHA YECTOTA: XOPOHAANECH H3IHB, OCTPA MEOIIA H BTOPHYHA 33KPHTOBIbIIHA IIIAYKOMA

Hapym¢nua Ho yxoTo u nabupuHTa
Peaxu: HapyIIeHUA HA CITyXa

s
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Ql:pgeql-m HapyIICHHS

Heuecrn: Gpagukapadd, HapymeHHs B AV-poBOAMMOCTTA, BIOMIARAHS HA IPEIISCTBALNA CHPASIHA
HEJOCTATBYHOCT

Cr0BH HapyIieHUA

YecTH: ycemaHe Ja CTYASHH MK H3TPBIHANA KpaiiHuy,
HedecTn: opTocTATHYHA XHITOTOHHA,

Pe i npanagbuH

PecuupaTopHy, rPLIHH H MEAHACTHHAIHA HAPVINEHHS
Heuecrn: OpoHXocnazbM TpH TallHeHTH ¢ OpOHXHM&IHA acTMA HIH AHAMHCCTHYHH [JaHHH 33

0OCTPYKTHRHO 2a00/1ABane HA TAXATETHATE ITHTHIIA
Penxu: anepririeH PHHUT
MHoro peaku: ocThp pecnuparoper aucTpec cuagpoM (ARDS) (Bx. Touka 4.4)

CTOMAITHO-UPEBHA HADYINGHAA
Yecrn: cTOMALIHO-PEBHM OIIAKBAHHSA KaTO [aleHe, IOBPBINAHE, AHAPHA, 3a1eK

Heuecrn: kopeMHH OITAKBAHASL
MHuoro peaku: NaHKPEATUT

XenaTo-OHIHAPHH HAPVIEHHS
Peakp; XemaTHT, AKbATSHHLIA

Hapyinenng Ha kK0:KaTa ¥ ONKOKHATS THEKAH

Pemku: peakuMH Ha CBPBXYYBCTBHTEIHOCT KaTo NPYPHTYC, 3aucpssaBaHe, OOpHB W aHTHOSHAEM,
dboroagpmarTuT, NyprIypa, YpTHKapH

MHoro peaku: anorends, KOXeH nymyc epureMarosyc. bera-Gnokepure Morar aa mpoBOKHPAT HITH
HHAYLMpaT NcopHasuc-nogoten oOpHs.

HapyiueHns Ha MYCKYTHO-CKEIETHATA CHCTEMa H ChCAMHUTEIIHATA TRKAH
Hegecmn: MyckyiHa claboct, MyCKYIHH KPamii

H_apyme}mﬂ Ha Bh3NPOUIBOAHTECIHATA CACTEMA H T'hPAATA

Penxu: epekTHnHa AUChYHKIMA

OOGinn HapymeHua

Yectn: ymopa*

Hegecta: acTeHHS

MHoro peska: rpeaHa Sonka

Onucanue na u3BPAnU HeJCERAHU PEaKYUY

HeMenaHOMCH pak HA xoxkaTa: B3 OCHOBA Ha HANIMMHHTC A3HHH OT EMMACMHONOTHYHH MPOYYBAHHUS €
HaGII01aBaHA 3aBHCHMA OT KyMYy/IaTHBHATa 103a Bpbaka Meskay XXT3 u HMPK (Bx. ceimo Touku 4.4 u
5.1).

3a cyuaH Ha XOPOMAANEH H3MHB ¢ AedCKT HA 3PHTETHOTO MONE ¢ ¢hobmasa cied ynoTpeda Ha THA3HAH
H THA3WA-MOA00HH AHYPETHIE.

Hacnenpannsg;
Heuectn: yBenuyena amunasa, oOpaTHMO HapacTBaHC HA CEPYMHHS KPEAaTUHHH H ype
HHEBA HA TPHIIHLCPHAH ¥ XOIECTEPONa, INIOKO3ypPH

Pegxm: yBemuuenue Ha uepHoapoGHuTe eAsuMu (ACAT, AJIAT)

*Te3d CHMITTOMH C€ MOABABAT 0c00eH0 B HauanoTo Ha Tepammaara. OOHKHOBEHO ¢a ¢ ei{o«faiﬁ :
PR
YECTO M34E3BAT B paMKuTe Ha 1-2 ceaAMHIH. \ ;




Crof61napane HA NOJO3HPAHH HEKESTAHA PEaKIHH
Cro6imapaHeTo Ha NOAOINPAH HeUKSIaHK PeakilMe e/, paspeInasane 3a ynorpeda Ha IeKapCTBEHHA

OPOAYKT € BaskHO. TOBA MO3BO/IABA A2 MPOABILKH HAGNIOACHHETO HA CHOTHOLICHHETO OI3a/PHCK 33
JeKapcTBEeHHS TPOAYKT, OT MeJUIMHCKHTE CTICUHATIMCTH C€ H3HCKBA Aa ¢ho0ImasaT BcAKa oI03HpaHa
HEXKEC/IAHA PEAKIHA UPes:

HsmeauurenHa areHIAS 10 JEKapcTBATA

ya. ,Jaman [pyes” Ne 8 :

1303 Codmun

Ten.: +359 28903417

vebcaiir: www.bda.bg
49 TMlpenosnpane
Cumoromy

Haif-uecTo OuakpaHuTE NpH3HAUM Ha Opejo3dpaHe HA Oera-Onokepu ca OpajHKapAHsA, XHITOTOHHS,
BGpOHXOCNA3bM, OCTPa ChpASYHA HEAOCTATBYHOCT B XUIOTTHKeM#s, CHINECTBYBAa OFPAHHYCH OIMT C
npeao3HpaHe Ha GH30MPONON; ¢hoOIIABAT ceé ¢aMO HAKQNKO Clydad HA NMpPCAO3HPAHE Ha OH30MPOION.
Habaronasanu ca 6pagHkapaus WAy XUMOTOHAS. BewukH manmAeHTH ca ce ppicTanoBHId. CRINECTBYBa
APOKA HHTEP-HHAHBHAVATHA BapHanpd B YYBCTBHTCIHOCTIA KBM CJHHMYHA BHCOKA 033
fuzompononoE  ymapar H €€ CMATA, Y€ IO BCAKA BEPOATHOCT MANHEHTHTE CBC CHpAedHa
HEIOCTATBHHOCT ¢a MHOTO UYYBCTBITCITHH.

KnHHMYyHaTa KAPTHHA HA OCTPOTO MM XPOHHYHO NMPEAO3HPAHE HA XMAPOXTOPOTHASHAA C& ONpeJend OT
¢TeneHTa Ha 3ary0a Ha TedHOCTH H enekTponuTH. Hali-gecTrTe npusmanmu ca 3aMasHOCT, rajcse,
COMHOJIGHTHOCT, XHITOBOJIEMHA, XANOTOHMA, XHIOKATEMHS.

JeueHne

Mo npuruMn, B ciaydail Ha hpeaosHpaHe ce TPETIOpPbYBA TpekpaTaBaHe Ha Teparmara ¢ Jlogos m
MPOBEKIaHE HA MO IbPKANO H CHMITOMATHYHO JICHeHHe .

OrpaHIYeHOTO KOMHYECTBO JAHHH MPSATONAra, Ye N0 BCAKA BEPOATHOCT GH30Mpolonos GyMapar He ce
noagasa Ha aguanAza. CTeNeHTa HA OTCTPAaHABAHE HA XHIPOXNOPOTHasHOA UpPe3 AHANH3A HE ¢
YCTaHOBCHA.

5. @®APMAKOJIOTHYHHU CBOMCTBA
5.1 MapMAKOIKHAMHYHH CBOHCTBA

dapmakoTepaneETHYIHA rpyna: GeTa-6/10KepH, CENEKTHBHA, U THasuauk aaypetnu, ATC koa: CO7BBO7

Busonponon

dapmakoguHaMuyyy edexTn

dapmakosHaMuaHUTe eEeKTH, BKMIOUHTSIHO XHIOKATCMEA (XAIPOXIOpOTHAasHX) u Opapukapamsd,
acTeHHs u riasoboare (Guzonpononos pymapar) ca A0303aBHCHMH,

ChucTABAHETO HA [BATA NEKAPCTBCHHM TPOAYKTA B CHOTHOWEHWE Y / )2 OT MpHNAraHuy
MoHoTepanus (2,5 mg/6,25 mg) uMa 3a Liea HaMallABaHe HA ONIHCAHHTE €(EKTH.

BH30TIponoaoE (yMapar € BHCOKOCENeKTHBHO Bi-aapeHopenenTop Gnoxupawo ¢pe
CHMIATHKOMHMETHYHA aKTHBHOCT H 6e3 ChUIECTBEH MebpaHOCTaOHIAZHPANT eDexT.

MexaHnssM Ha JeiicTBHE
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Amnanorduno Ha JpyrH GnokepH Ha Bi-penenTopHTe MEXARHIMBT Ha AHTHXHNICPTCHIUBHOTO AeHCTBHC HA
Huzonponoop Gymapar He € HamBbnIHO ycTaHOBeH. Bee mak ofade € JokazaHo, W€ OH3ONpOmONOB
dyMapar TpeAU3BHKBA MOJYCPTAHO HAMANABAHC HA TNTA3MCHHA PCHHH H HAMAMBAHC HA ChPACYHATA
9eCTOTa.

Xuopoxropomua3ud

HeMenasoMeH pak Ha xoxata: Be3 ocHOBa Ha HANHYHWTEC JAHHH OT €NMHACMHOIOIHYHH OPOYYBAHHA €
HabmonaBana 3aBHCHMA OT KyMy/aTHBHAaTa J03a Bpbika Mexay XXT3 u HMPK. Exmo mpoyusane
BKJTIOUBA TIONyaius, cbetosma ce oT 71 533 cnywan ua BKK u 8 629 cayuanm na CKK, n nonynanms ot
crotBetHO | 430 833 m 172 462 noaxoasum xoHTpoiH. Bucokara ynorpeba Ha XXT3 (kRyMyaaTHBHO
>50 000 mg) e cBwpzana ¢ kopurupan OR 1,29 (95% JH: 1,23-1,35) 3a BKK u 3,98 (95% JIH: 3,68-4,31)
3a CKK. Habmonasana e 4cHa BpB3Ka KyMyJTaTHBHa A03a-0Tropop KakTo 3a BKK, Taka o 3a CKK. [lpyro
MPOYUBAHE MOKA3BA Bb3MOKHA BPb3Ka Mexkay paka Ha yerHrTe (CKK) 1 excnosumusara Ha XXT3: 32 633
CIy4aH HA PaK HA YCTHMTE ¢ noabpana nomynanes ot 63 067 noaxoAqme KOHTPONH, KATO C& HM3MOI3BA
cTpaTerus sa B3¢MaHe Ha Tpo0u, OnpedeNeHa oT pucka, JeMOHCTpHpaHa ¢ BpB3Ka KYMYJIATHEHA J03a-
otroeop ¢ kopurupad OR 2,1 (95% JIH: 1,7-2,6), napacteam g0 OR 3,9 (3,0-4,9) 3a Bucoka ymorpeba (~
25 000 mg) u OR 7,7 (5,7-10,5) 3a Halfi-BHACOXaTa KyMylaTHBHa Jo03a (~ 100 000 mg) (k. cpuio TO9Ka
44).

MexaHu3bM Ha AcHCTBHE
XuapoxmopoTHa3HAET ¢ THA3HACH AHYPSTHK C aHTHXHIICPTCH3HBHO ASHCTBHE,

dapmarosuHaMuaay eerTH

OuypeTHUHAST My edekT ce IBKM Ha MHXMOHpaHe Ha akTHBHMA TpaHcmopT Ha Na' ot Onpednire
TyOymH KBM KPBETa, KOSTO OKA3BA BIUAHUE BEDXY peabcopbuusara Fa Na'.

KnHunuaa GEhHKaCHOCT u Ge30macHOCT Ha KOMGHHPIQHHHH NPOIYKT

KnuunuHeTE H3CTeIBAHHA TOKA3BAT, U¢ AaHTHXUNCPTEHIUBHATE e(EKTH HA QBATa NECKAPCTBEHH NIPOAYKTA
¢¢ HACNIArBAT, KATO ¢ JOKA3aHA ¢()eKTHBHOCTTA OT MPHIIArAHEeTO HA Hali-HHCKaTa J03a, 2,5 mg/6,25 mg, 3a
JMEYSHHETO Ha JIEKa A0 YMEPCHO TEXKKa eCCHIIMANHA XHITSPTOHHY,

5.2 PapMaKoKHHCTHYHH CBOHCTBA
FBuzonponon

AbGcopbuma
Twmax BapHpa Mexkay 1 1 4 gaca.

BronanmusocTTa ¢ BHcoka (88%); mponeHTT Ha e pHOAPOOHA EKCTPAKIHA TIPH IBPBHYHO NPEMHHABAHE
€ MHOTO HHCBK, abcopOnuATa He ¢¢ MOBAHABA OT HATHIHCTO Ha xpara. JIRHcHHA KHHETHKA 32 JO3H OT 5
oo 40 mg.

Paznpenenenue
CebpseaneTo ¢ mwasmennte Gearsum e 30%, a obeMBT Ha pasnpeaencHue - BUCOK (HPHOMHIHTENHO

3 L/kg).

Buotpancjopmanms

40% or aosara Ha Owusompononos dymapar ce meTabonmzupa B depHHa Apol. MerabomuTure Ha
fU30NPONON Ca HEAKTHBHH.

Enuvuavpane
IMnasmennar monykeeT ¢ 11 yaca.
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Xuopoxiaopomuazud

AbcopOuns _
BroranmuIHOCTTA HA XHAPOXIOPOTHASHIA [TOKA3Ba BAPUALHA MEKAY OTRCIHHTE HHAABHIH H & B PAMKHTC

Ha 60-80%. Tmax ce koneGae mexay 1.5-5 gaca (cpemso ~4 qaca).

Paz SISHIE
Cepp3sane ¢ wiasMeHuTe benrbim - 40%.

Enmvunnpane ‘ ‘
XHAPOXIOPOTHASHIET HE ¢¢ MeTaboMA3Hpa H ce U3IBYBA MOYTH HAMLIHO KAaTO HEIPOMEHEHO BEIECTBO

upes raoMepynHa QuaTpauns M akTHBHA TyOynHA cexpeuws. KpaiiHoro ti2 3a XHAPOXIOPOTHA3HAA €
opubmrauTendo 8 vaca.

IMpt naumenrn ¢ OsOpeurHa w/MAM  CbpAeYHA HEAOCTATBUHOCT OBOPEYHHAT KIHPBEHC Ha
XUAPOXIOPOTHAINAA ¢ HAMAIECH, 4 ¢JIHMHHALMOHHAAT TIOIY>KHBOT — YABKeH, CBINOTO CC OTHACA H A0
MAUHCHTHTE B CTAPYECcKa BB3PACT, NIPH KOHTO CBINO c¢ HAOMoAaBa HapacTBaHE HA Crex.

XupoxIopoTHASHALT OPEMIHABA ILTALICHTAPHEATA DapHepa H ce H3Ib4Ba B YOBCIIKATA KBPMA.
5.3 IIpeaknunuuun AaHHH 32 GezonacHocT

HexknuuauyHATe JaHAE 33 OH30mponoaos GyMapar HIM XHAPOXNOPOTHASKA HE MOKABAT OCOOCH PHCK 3a
xopara Ha bazaTa Ha KOHBEHIHOHATHHTE (hAPMAKOIOTHYHH TIPENKNHHWYHH H3NUTBAHHA 33 TOKCHYHOCT
(TOKCHYHOCT TIPH MPOXBMKHTEAHO IPHNACAHE, MYTAreHHOCT, TCHOTOKCHUHOCT H KapIHHOTEHCH
MOTEHIIAA).

IMoxoGuo Ha apyru GeTa-6nOKepM NpH BHCOKH J03H Ha GHompononos dymapar B eKCHEpHMEHTH C
SKHBOTHH ¢¢ HaONIONABAT TOKCHYHH ¢(eKTH BhpXy Malikara (HaMalcH mpHEM HA XpaHa M HagjJaBaHe Ha
TETJI0) H BBPXY eMOpHOoHa/deTyca (YBeaHuUSHA HEeCTOTA HAa KBCHHTE Pe30opOlmM, HAMATIEHO TErI0 NpH
paxaaHeTo, 3abaBiaHe HA QH3HICCKOTO PASBHTHE A0 KPast HA KEPMEHETO).

Bce mak obaue nuTo OM30mponaonoR ¢ymapar, HHTO XHAPOXJIOPOTHAZHABT ca Teparoremmu. He ce
HAOIOAARA HAPACTBAHE HA TOKCHUYROCTTA MPH NPHEeM Ha KOMITOHEHTHTE B KOMORHAIIH,

6. DAPMAHEBTHYHH JAHHH

6.1 ChRHCBK HA NIOMOILHHUTE BEILECTBA

Jonos 2.5 mg/6.25 mg
Cupyesuna Ha mabiemranma:

Marseznes cTeapar

Kpocmosuaon

Lapesnyno nrmecTe
[MpesxeTATAHH3UPAHO LAPEBHTHO HALICCTE
MekpoKpHCTATHA HEeTy 1034

Kanuuer xuaporeHpocdar, 6e3soaen

Hokpumue na mabremrama:
OPADRY YELLOW YS-1-6339G*
Crcras*:

IMonucopGar 80 VS

XKenr xenesen okeua (E172)
Maxporon 400

Tutanos auoxceng (E171)
Xunpomenosa 2910/3

12



Xwumpomenosza 2910/6

Jonos 5 mg/6.25 mg
Cupyesuna Ha mabremxama:

CHIHIHCB JHOKCH, KOTOHAEH, OE3B0IEH
Marnezues creapar
MukpokpHucTanga HeTyno3
1apesuuHO HHIIECTE

Kanmues xuaporenpocdar, Gezron
Hoxpumue na mabremxama:
OPADRY PINK 16B24024*
CocraB*:

HKenr xenesed okeng (E 172)
Yepren xenezen oxcua (E 172)
IMoaucopGar 80 VS

Maxporoa 400

Tutauos gHokcnz (E171)
Xwunpomenoza 2910/3
Xunpomenosza 2910/6

Jonos 10 mg/6.25 myg
Copyesuna na mabremrxama.

CHJIHLUCB JUOKCH, KOMTOUEH, 6e3BOACH
Marne3Hes cTeapar

MEKpOKPHCTATHA LSTYI03a

Hapesruno HuMICCTE

Kanumes xuaporendocdar, GezponeH

Hoxpumue na mabaemxama:
OPADRY WHITE YS-1-7003*
Coemas™ :

IMonwcopbat 80 VS

Maxporomx 400

Xunpomenosza 2910/3
Xmnpomenosa 2910/6

Turanos auoxcra (E171)

6.2 HechbBMecTHMOCTH
Henpunosxmmo.

6.3 Cpok Ha rogHocT

5 rogusn

6.4 CpenHanHi YCJIOBHS HA ChbXPaHEHHE
Ha ce cvxpanssa no 25°C.

6.5 Bua v chbabppAKaHHe HA 0MAKOBKATA

o mnpoImineHOB/ ATy MHHHEB OIHCTED.
Omnaxopks oT 30, 50 unu 100 TabmeTkm.

He BCHUKM BHAOBE OTIAKOBKH MOTAT Ja OBJaT MyCHATH B npoaaxsta,

6.6 Cnenmanus npeAna3HH MEPKH NPH HIXBLpJsAHe

13



Hsawa cnenmaaHi M3HCKBAHHA

7. MPHUTEXATEJ HA PAZPEINIEHVETO 3A YIIOTPEBA

Mepxk Brarapua EAJ]
6vn. ,,Curaakoso™ Ne 48
Cepauka Oducy, eT. 6
Codma 1505

Brrrapus

8. HOMEPA HA PAPEINEHHSTA 3A YIIOTPEBA
Jloaos 2,5 mg/6,25 mg, GpuiMupany Tabnetikn - Per. Ne 20050141

Jlogoz 5 mg/6,25 mg, punmupanu Tabnerku Per - Ne 20050142
JNomos 10 mg/6,25 mg, dhunmapann TabneTky - Per. Ne 20050130

9., JATA HA NBbPBO PA3PEIIABAHE/TIONHOBABAHE HA PA3PEHIEHUETO 3A
YHOTPEBA

Hama na nwpeo paspewasare 3a ynompeba: 08.03.2005e,
JHama na nocaedro noornosaeane: 12.04.2020z.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

nekeMepH 2021r.
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