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W3NbIHUTENMHA ATEHUWA NO NEKAPCTBATA

KPpamxa XEpaKMEpUCTILKE HE NDOGYXME - [IDUADXeHUe |

Pa3pawsswus

]

- 1. HME HA JEKAPCTBEHHA NIPOAYKT
Honnaza 40 mg cromanino-ycroiauBH TabneTiu
Nolpaza 40 mg gastro-resistant tablets

2. KAYECTBEH H KOIMYECTBEH CBHCTAB

Beaka cromamo-yetodunea Tabnerka chappxka 40 mg nanTompazon (pantoprazole) (kato
MaHTONPAa30J1 HATPHEB CECKUXUAPAT (pantoprazole sodium sesquihydrate).

[loMOIIIHH BelllecTBa C H3BECTHO AeliCTBHE:
- copburon: 36 mg/Tabnerxa.

3a MBJIHKA CHCHK Ha MOMOLLHUTE BEILIECTBA, BHXKTE TOuKa 6. 1.

3. JEKAPCTBEHA ®OPMA
CromamHo-ycToiiunsa Tabnerka.

Cetno kadeHHKABO-KBIITH, OBATHH, JIEKO ABOHHOHTbKHANM TA6IETKA.

4. KIMHUYHA JAHHHA
4.1 TepaneBTHYHH NOKAIAHHS

Buv3pacmuu u onowu na 12-200unu u no-zonemu
- Peduykc e3sodarur.

Bv3pacmnuu

- Epanukauma wa Helicobacter pylori (H. pylori) B xomGuHamms c noaxXoadina aHTHOHOTUYHA
TCpanus npH NAUKHEHTH ¢ acolrupanu ¢ H. pylori nenTHyHH 13BY.

- CromauiHa ¥ gyoneHanHa s3Ba;

- CuHapoM Ha Zollinger-Ellison 1 apyru naronorsunu XHUINEPCEKPETOPHH CHCTOSHHA,

4.2 /1o3mpoBKa H HAYHH HR NPHJIOKEHHAE
O3UPOBKA

Bvipacmuu u ronomu na 12 200unu u noO-6v3pPaAcCmuY

Pedykce e3odarur

Enta tabnerxa Honnasa auesno. ITpu MHAMBHAY&THH CNyqdaH [03aTa MOXKE a ce yABOH (YBEJIHYH 10
2 Ttabnetkn Homnasa 1HEBHO), OGHKHOBEHO, KOTaTO HE € HMMAJO OTTOBOP KBM JAPYro JICUCHHE.
OOHKHOBEHO n€YEHHETO Ha pedaykc e30parHT HM3HCKBA 4-ceIMHYCH nepuHon. AKO TOBa HE e
AOCTATBYHO, O3APABABAHETO OOMKHOBEHO CE MIOCTHIA MPe3 CICABAIMTE 4 CeIMHULIMN.

By3pacmnuu

Epanuxanma Ha H. pylori B koMGHHaLHS ¢ 1Ba NOIXOAAIM aHTHOUOTHKY

[Ilpw H pylori nosuTHBHM nauMeHTH CBC CTOMAWHHM WM AYOREHAIIHK A3BH, TpabBa za ce
MOCTHTHE nNpeMaxeaHe Ha OakTepuMTe 4Ype3 KOMOWHHPAHO JieucHHe. TpsabBa pna cnexpar
MCCTHHTE PBKOBOACTBA (HAMNp. HALUHOHAIHMTE PBKOBOACTBA2) 3a OakTepHanHara pe3UCTEHTHOCT W
ITPABHITHOTO NPEAMHCBAHE H YIIOTpeba Ha aHTHOAKTEpHAIHH areHTH. B 3aBHCHMOCT OT YCTOMYMBOCTTA
Ha NPHYHHMTEIA, MOXE 1a OBAAT NPEenopbYaHH CeAHHTe KOMOHHALIMM 34 epanvkauusa Ha H. pylori:

a) I1Ba ITbTH QHEBHO MO eaHa Tabnerxa Honnaza
+ Z1Ba MbTH AHEBHO 110 1000 mg aMoKCHIIWIHH
+ ABa MbTH AHEBHO 1Mo 500 mg KAapHTPOMHULKHH

0) nBa meTH OHEBHO NO eaHa Tabnerka Honnasa
+ aBa meTH AHeBHO No 400-500 mg mMeTpounaazon (wm 500 mg THHHA30/1) k




+ nBa nbTH AHEBHO 1o 250-500 mg xnapuTpOMHLIHH

B) JIBa ITbTH JHEBHO No eaHa Tabnerxa Honnaza
+ aBa mbTH JHEBHO 1o 1000 mg aMOKCHIMNKH
+ aBa mbTH JHeBHO 1o 400-500 mg Metponuaaszon (uau S00 mg Tvanaazon)

Ilpn koMOuHMpaHa Tepanms 3a epaauxalys Ha HHbekums ¢ H. pylori, BTopara Tabnerka Honnasa
TpabBa a ce npreMa | yac npeau Beveps. KomGunupanaTa Tepanus ce NpoBexaa 06MYaiiHO 7 MHHU W
MOXE Aa C€ NMPOALDKH AONMBIHHTEAHO 7 OHM, A0 061a NMpONB/HKUTENHOCT A0 ABE CeIMHLM. AKO 3a
OCHIypABaHC HINIEKYBAHETO HA A3BHTE € MOKa3aHO ACITBJIHHTENIHO JIEYEHHE C MAHTOMNpa3on, Tpabea aa
ce cieaABaT JO30BUTE MPENOPBKH 3a ICYCHHE Ha AYOINEHATHA U CTOMAIIIHA A3Ba.

AKO KOMOMHHpAHATa Tepanmui He € Bb3MOXKHA, HAIP. aKO MALMEHTHT NABA HET4aTHBHU TecToBe 3a H.
pylori, ce MpenopeUBAT CICIHHTE NO30BH HACOKH 38 MonoTepanus ¢ Honmasa:

JleueHHe Ha CTOMAIIIHA A3B3

Enna tabnerka Honnasa muesno. [Ipu otaendM ciydaM f03aTa MOXE 0a ce YABOH (MOBHMIUH OO 2
Tabnerkn Honnasa 1HeBHO), mo-cneuyuanto, KoraTo He € UMaino OTTOBOD Ha APYTo JICUEHHE.
O6uyaiino 3a NeYeHHe Ha CTOMAIlIHA A3Ba Ce U3UCKBA 4-CEIMHYEH NePUOL. AKO TOBA HE €
AOCTATBYHO, O3APaBABAHETO OOGHKHOBEHO Ce NOCTHIA TPe3 CCABALIHTE 4 CeaIMULIA.

JleyeHune Ha qyo/leHAIHA A3BA
Enua tabnerka Honnasa aHesno. Ipu oTAenHH clydam 403aTa MOXKe Ja ce YABOH (ITOBHIIH 4O 2

Tabnerkn Honmasa), no-crewHanHo, KOraro He € HMano OTrOBOP Ha apyro nedeHne. OOnuaiiHo
OyOACHANHaTa #3Ba CE€ W3NEKyBa 33 2 CEAMHUM. AKO 2-CEAMHYHMAT MEPHOA HA JIEUSHHE HE €
AOCTATHYEH NPU MOYTH BCHYKH CITyYaH O3JPaBABAHETO C€ MOCTUTA MPe3 CAERBAIUKTE 2 CeMULH.

Cunnpom Ha Zollinger-Ellison ¥ apyru naTonoruuuu XHIOEPCEKPETOPHHU CHCTOSHHA

32 NPOAL/DKHUTENHO TPUIOKEHHE IIPU TAUMEHTH ChC Curapom Ha Zollinger-Ellison u ppyrw
HATOIOMHYHH XHITCPCCKPETOPHH CHCTOAHMA, TPAOBA a ce 3armodHe ¢ AHEBHA A03a 80 mg (2 Tabnerku
Hourasa 40 mg). B nocnenctere xo3ata Tpabea Na ce THTPHpa, fa ce NOBHIIH WM HAMAIH B
3aBHCHMOCT OT H3MEPBAHCTO HA CEKPELMATA Ha CTOMAILIHaTa KHCenyHHa. [Tpu fo3a Han 80 mg
AHEBHO, NHEBHATA N103a TPA0Ba Na ce pasziesy Ha JBa npHema. BpeMeHHOTO MOBHILABAHE Ha 034TA
Haz 160 mg faHTONpason € BL3MOXKHO, HO He TpAGBa Ja ce MpHiara No-ILIro OT HEOOXOAMMOTO 3a
a1eKBATEH KOHTPOJ Ha KHCEIIMHHATA CEKPELHA.

[IponbiokuTenHocTTa Ha NedeHueto Ha CHHApPOMA Ha Zollinger-Ellison u apyrure nartonoruuuu
XHIICPCEKPETOPHH CHCTOAHUA HE € OrpaHMYEHa W TpAOBAa 1a Ce ananTHpa CHIVIACHO KIMHHYHUTE
YCIIOBHAL.

Cneyuannu zpynu
Crapuecka BH3pacT

He ¢ HeobxoauMa xopekiua Ha 103aT2 NMPH MALHEHTH B CTapyecKa Bb3PAacT.

HepHonpobHo yBpexiaHe
Ilpn mauueHTH ¢ Texko YepHOAPOGHO yBpexaAaHe He TpabBa Aa ce NpeBHIlLaBa AHEBHATA 4034 OT

20 mg nanronpason (1 Tabnerka or 20 mg nanrtonpaszon). Honnasa He TpAOBa na ce u3non3Ba 3a
KOMOMHHpaHO Jieuenue 3a npemaxsate Ha H. Pylori py naumexTH ¢ YMEPEHa H TEXKKa 4epHOApoOHa
JAUCQYHKIMA, Thid KATO TIOHACTOALLEM HAMA HANHYHM NaHHH 34 epMKacHOCTTA M 0€30NacHOCTTa Ha
Honnasa rabneTku npu KoMGMHHpaHO JieueHMe NPYU Te3M MAIMEHTH (BK. TOuKa 4.4).

bufpeuHo yBpexpane
He e neoOxoauma xopekuns Ha A03aTa NPH NALHEHTH ¢ HapymeHa 6u6pevuna pyuxuus. Honnaza ne

Tp0Ba Aa Ce M3NO/3BAa 38 KOMGMHHMPaHO NeueHHe 3a NMpemaxBaHe Ha H. Pylori npn naumesssi .
HapymeHa OBOpedHa GYHKUMA, THi KATO NOHACTOSALIEM HAMA HAJTHYHM DaHHH 34 epuxacyIc Py .'.!"
besonacHocTra Ha Honnasa npu koM6MHHpaHO NeueHue NPH Te3K NaLUEHTH. |




»

Ileduampuyuna nonynayus

Heya noo 12-200umuna ev3pacm
Honnasa He ce npenopbusa 3a ynorpeSa npu Aelia noA 12-rofMiuHa BL3pacT Mopaay OrpaHHYEHHTE
HaHHH 32 MPHACKESHHETO MY NPH Ta3H Bb3PacTOBa Ipyma.

Hayux Ha npujioxkeHue
Tabnerkure He Tpabea na ce aLBUAT WiM uynaT, 4 TpabBa A2 ce mormsBIAT LeaM, 1 4ac npeny

XpaHCHE C BOAA.

4.3 IlpoTHBODOKAIARHS

CBpBLXYYBCTBHTENHOCT KbM aKTMBHOTO BELIECTBO, CyGCTMTYHpaHK GEH3IHMHIA30NM, COpPOUTONT UK
KbM HAKOE OT ITIOMOIIHHTE BellecTBa, H30pOeHH B TO4Ka 6, 1.

4.4 CuegHaiHE OpeAynpPexACHHS H COSHAIEE HPENOPLKA OPH ynotpeba

Hepuodpoebuo yepedcdane
Ilpn naumeHTH ¢ Texko uyepHOHIPOGHO yBpeNIaHe TPAGBA PEJOBHO Aa CE CIEIST YepHOAPOOHHTE

CH3UMH ITO BPEMC Ha JICHEHHETO C NaHTOMPasol, 0COOEHO MPH NPOAWDKHTENHA Tepanud. B ciyyvaii Ha
NOBHIIABAHE HA YCPHONPOOHHTE EH3UMH, NieueHHETO TPAGBa 13 ce NPEYCTaHOBM (BX. TOUKA 4.2).

Kombunupano nevenue

[Ipy xombGunMpaHo nedeHHe Tpabpa na ce chOmOmaBaT KpaTKHTE XapaKTePHCTHKH Ha NPOJYKTa Ha
CbOTBETHHTE JIEKAPCTBEHU NPOAYKTH.

3noxavyecTBeHM 3a60NABaHUA Ha CTOMAaXa
CHMITTOMATHYHHAT OTTOBOP Ha NaHTOMPa30] MOXE Aa [IPUKPHE CHMIITOMHTE NPH 3IOKAYECTBEHH

3a0onaBaHMs Ha CTOMAaXa U MOXe fa 3a0aBH auarsosara.

ITpn HanHYMe HA HAKOH anapMKpalll CHMITTOM (HaIp. 3HAYMTe/THA HesKeNaHa 3aryba Ha TeNiecHO Tervio,
PCLHAHBHDAIILO NOBPLINAHE, AHCHArHs, XEMATEME3a, AHEMMA MITH MEJICHA) K KOraTo HMa noLO3UpaHa
WA HalIWYHA CTOMAlllHA 43Ba, TpA0Ba Na Ce H3KIIOYH HAIMYMETO Ha MAIMIHEHO 3a60/sMBaHe.
TpsGpa na ce 06CHAAT AOMBLIHUTEIHH H3CNEABAHMS, AKO CHMITTOMMTE MEPCHCTHPAT, HE3ABHCHMO OT
aJICKBATHOTO JICHEHHE.,

Eonoepemenno npunoxcenue ¢ HIV npomeasny unxubumopu

He ce mpemopbyBa efHOBPEMEHHO NPWIOKEHHE HA naHronpason ¢ HIV nporeasnn uHxuGuropy, npu
kOMTO a0COPOLIMATA 3ABHCH OT HHBOTO Ha KMCEJIHHHOCT Ha BBTPECTOMAIIHOTO pH, karo arasaHaBup,
MOpanH 3HAYHTETHOTO HAMANABAHE Ha TAXHATA OMOHAIMYHOCT (B3K. TOYKa 4.5).

Bv3oeucmsue avpxy abcopbyuama na eumamur Bl12.

ITpu nanmenTH cbe cuuapom Ha Zollinger-Ellison u APYTH MAaTOJIOTHYHH XUNEPCEKPETOPHH
CBHCTOAHHA, H3IUCKBALUH TIPOABLIDKHTESTHO JIEYEHHE, TTAHTONPA30, KATO BCHUKH GJIOKHpALLH
COKPELMATA Ha CTOMAllIHA KHMCEIMHA JIEKAPCTBA, MOXE Ja HAMamH pe3opOLmsTa Ha BuTamMH B12
(unaHKOOaIMKH) Nopanu XHNo-uwnk axnopxuapus. Tosa TpadBa fa ce UMa NPEABH]| DU TIAIMEHTH ¢
HaMAJICHH TECCHH 3aNacH WIH PHCKOBH (DaKTOPH 3a MOHMXeHA abcopOLHA Ha BHTAMMH B12, npu
NPOABJDKHTENHA TEpanUi HIIM 8KO ce HabnroaaBaT ChOTBETHHUTE KIHHHYHH CHMITIOMM.

IIpodvacumenno nevenue

[Ips npoALDKUTENHO NedeHHe, 0cO6EHO MPH NPOXWDKMTENHOCT NMoBeye oT 1 roayHa, TNalUeHTHTE
TpsAbBa fa ce HaOMoOxaBaT pegoBHO.

Lacmpounmecmunannu ungexyuu, BPEeOUIBUKAHY O baxmepuu

Jlewennetro ¢ Honmasa Moxe ma AoBene 0 NIEKO MOBHILEH PHCK OT CTOMAINHO-YPSBHH HHgM iy
NpHYHHEHA oT Oaktepun, kato Salmonella u Campylobacter, w C. 50 e




XunomMartezemMus

[Ip nauueHTH, JeKyBaHM ¢ HHXHOMTOpPH Ha mnporoHHara nomna (UIIII), kato naxTonpasosn, B
NPOAB/DKCHHEC HAa HAaH-MANIKO TPH MeCelia, 2 B NOBEYETO C/iyvaH M Ha €JH& TOAMHA., HMa PAOKO
CBOOLUECHHS 33 TekKa XunomarHeseMus. CepHO3HH NPOABH Ha XHIIOMarHe3eMus KaTo yMopa, TeTaHHA,
ACTHPHYM, KOHBYJICHH, 3aMassHOCT H KaMepHa apyTMHA, MOTaT 1a CE MPOABAT, HO TE MOTAT /1a 3aMlOYHAT
He3abeng3ano ¥ Ja 6baar npeHebpernarn. XumoMarHeseMusaTa MOXKe Ja JIOBEIE A0 XMMOKAILMEMHUS
Wnu xurokanveMus (BX. Touka 4.8). Ilpu nosedeTo 3acerHaTH MaLMEHTH XHIOMArHE3HEMHATA (M
CBBP3aHATA C XHMIIOMArHE3UEMHA XHIIOKANLHEMHS H/MIH XHIIOKATHEMHS) NIPEMHHABA ¢/ MPUEM Ha
MarHe3ueBH 100aBKkHU U npekpatsapaHe Ha JeueHuero ¢ UITIT.

Ilpu naumeHTH, 3a KOWTO Ce OYaKBa, Y€ L€ OBLAAT Ha MPOABIDKHUTE/HA TEPANUA, HAH KOHTO MpHEMAT
HIIII ¢ RUrokCHH HITH JIEKapCTBa, KOUTO MOraT JIa IPHYHUHAT XMIIOMArHE3ueMHEA (HAnp. JHYPETHLH), €
HEOOXOIMMO MEKIIMHCKHTE CIEHMIIHCTH Aa B3EMaT Mo/ NPEABU/ H3IMEPBAHETO HAa MArHE3UEBHTE HUBA
npenu 3anoysaxe nedeHnero ¢ UIIII, kakro v nepHoanyHo no BpeMe Ha Tepanusra.

DpaKTYpH H& KOCTHTE

HMuxubuTopure Ha MPOTOHHATA NMOMNA, OCOOEHO aKO Ce M3MNON3BAT BHB BUCOKH NO3H NPOXBIKHTENHO
Bpeme (Haa | roawHa) Moxke cnabo Ja MoBMWIAT pHCKa OT (pakTypa Ha BEOpPOTO, KMTKATA WIIH
rpeOHauHMs CTHIO, npeofnanasaniy NpH NALMEHTH B HaNpeRHaNa Bb3PAcT WM B MPHCHCTBUETO HA
APYTH PHCKOBH (akTopH. [Toxpo6GHM H3CTIEABAHUA NOKA3BAT, Y€ HHXUOUTOPHTE HA IPOTOHHATA

MOMIIa MOT'aT Aa NOBMIIAT OOWHKA puck oT ¢ppakTypH ¢ 10-40%. YacT o1 TOBa NOBHIABAHE MOXE 1a Ce
AB/DKH HA ApYTH PHCKOBH (hakTopy. [TaumeHTH, pHCKOBH 3a OcTeonopo3a, Tpabea Aa Moayyar, cnopen
ChbBpPEMEHHHTE KNHHHYHH HACOKH, aJiCKBATEH NpUEM Ha BUTAMHH J] W kamumid, T

Texxu xoxuu Hexxenanm peakuuu (SCARs)

Texku koxHM Hexenanu peakuuu (SCARs), Bxmouutenno epurema MYITHQOpPME, CHHAPOM Ha
Stevens-Johnson (SJS), TokcuuHa emumepManHa wekponmza (TEN) u nekapcreena peakuma ¢
CO3HHOGIrIHIHA H cHcreMHd cummrroMd (DRESS), konto mMoraTt ga 6baat JKMUBOTO3aCTpalllaBalld WM
JIETANHH, Ce CHOOILABAT BHB BPB3Ka ¢ NAHTONPA30/I C HEM3BECTHA YecToTa (BX. Touka 4.8). [NanuenTrTe
Tp#0Ba na 6baaT HHGOPMHUPAHH 3a NPU3HALIMTE U CHMITTOMHTE M Na 6baaT HAOMIONABaHH BHHMATEIHO
32 KOXHH peaKktuu. AKO Ce MPOSBAT MNpU3HAIM M CHMNTOMH, MpPEANONArallld Te3H DeaKLHH,
MaHTONpa3oi TpAOBa Aa ce cnpe He3abaBHO M Aa ce OGMHUC/H alTEPHATHBHO JICYEHHE,

CybakyreH koxkeH synyc epurematonec (SCLE)

MuxuOuTopiTe Ha NPOTOHHATA MOMIA Ca CBBP3aHH C MHOTO peAkH cay4yan Ha SCLE. Ao ce MOsBsT
NE3HH, 0CODEHO B YYacTBUM OT KOXKATA, H3JIOKEHH HAa CITHHUEBH JbYH, H aKO Te ca CHIIPOBOAEHH C
Gonku B cTasuTe, NAaLMEHTHT TPAGBA HE3a6ABHO Ja NOTHPCH MEXNLIMHCKA MOMOI M MEAULHHCKHST
CICLHATACT CJIeABA Aa OOMMCIIM cniMpaHe Ha npueMa Ha Honnasza. SCLE, HacTsnmi cien NPEAXOAHO
JIeYeHHE ¢ HHXHOUTOP Ha MPOTOHHATAa MOMMA, MOXe 1a yBennun pucka or SCLE npH ynorpeba Ha
APYrd HHXHOMTOPH HA NMPOTOHHATA MOMIIA.

[lopaugpaHe Ha 1a0opaTOpHHUTE DE3YATATH

IloBnmenoro HMBO Ha xpoMorpaHuH A (CgA) MoOxe Ja NOBIMSE HA H3CIEABAHMATA 3a
HEBPOCHOKPHHHH TyMODH. 34 /1a ce H30erHe TOBa B3aHMOJEHCTBHe, iedeHreto ¢ Honnasa tpa6ea na
CE CIpe BPEMEHHO HAK-MAJIKO 33 5 AHH NMpeaH onpenensdHero Ha CgA (Bx. Touka 5.1). Ako HHBATa Ha
CgA ¥ racTpuHa He ca Ce BB3CTAHOBWIH B peepeHTHHTE CH IPaHULMA CJIe]l HAYaTHOTO OnpeaeaHe,
H3MepBaHeTO TpiAOBa ma ObAe NoBTOpeHO 14 OHM Crem CNHpaHe HA JIEMEHHETO C HHXHOUTOp Ha
NMPOTOHHATA NOMIIA.

Honnasa c»abpka copOUTON U HATPHIA.

Tosa nexapcmeo cvovpaca 36 mg copbumon éve scaxa mabremxa.
Ipsbea 0a ce uma npedsud adumusHuAm eghexm Ha CoHNLMCMEAUO NDUNGLAHU RPOOYKMU, CHOBPICAUIU
COpouUmOn (unu QpyKmosa), Kaxmo u XpanumenHusm npuem Ha copbumon (unu pyxmoasF
Cvovpoicanuemo Ha copbumon e nexapcmeenu NpoOyKmu 3d NePOPAIHO RPUTONCEHUE MONLE
noenuse GuoHanuuHOCMMA HQ OpY2U NEPOPARHU NeKADCMEEHU MPOOYKMY, KOUmMo ce N
CHIBMCMBALYO.




Tosa aexapcmso cvovpoca no-manko om 1 mmol nampuii (23 mg) na mabnemxa, m.e. moxce Oa ce
Kaoxce, He npaKkmu4ecKku He CbObPAHCA HaAMPuil.

4.5 BzauMopaeiicTBHe ¢ APyrn JeKapcTBeHH HPOAYKTH H APYTH GOpME Ha B3aHMogelicTBAE

Jlekapcrenn npoaykTy ¢ pH 3aBucuma hapMakokuHeTHYHa a6copbLus

Ilopanu MBIHOTO M MPOABIDKMTENHO HHXMOMpPAHE HA CEKPELMATA HA COJMHA KUCE/MHA, NaHTONpason
MOXX€ Na HaMaiu B pe3opOuusTa HA JPYr¥ ACKAPCTBEHH NPOAYKTH NMPH KOWTO CTOMALIHOTO pH e
BAXCH (DaKTOp 32 OpaiHaTa GHOHAIHYHOCT, Hanp. HAKOH a30THM NPOTHBOIEGHYHM areHTH, KaTo
KETOKOHA30JI, HTPAKOHA30J1, IOCAKOHA30]1 H APYTH CPEACTBA KAaTO EPAOTHHHO.

HIV nporeasHu nHXubuTOpDH
He ce npenopbyBa eqHOBpeMeHHO NpUJIOKeHHe Ha nanTonpaszon ¢ HIV nporeasunu HHXHOUTOPH, NpM

kOUTO abcopOLMATA 3aBUCH OT HHBOTO HAa KHCEIHHHOCT HAa BLTPECTOMAWHOTO pH, Kkato aTa3aHaBUD,
Opaln  3HAYMTEIHOTO  HamaliBaHe Ha TAXHaTa OHoHanWYHOCT (BX., Touka 4.4).
Axo komMGuHauusta ot HIV npoteasun uHxuburop ¢ MHXMGHTOD Ha NMPOTOHHATA HOMIIA C€ MPELEHH
33 HeH30eKHa, MPENopLYBA Ce BHUMATENHO KIMHMYHO NpOCelsBaHe (Hanp. BHpyceH ToBap). He
TpabBa Ja ce mpeBMILaBa Ao3aTa Ha MaHTONpa3on oT 20 mg Ha geH. Moxe na € HeoGXOaHMO na ce
Kopurupa nosupaHero Ha HIV nporeasnure unxuturopm.

Kymapurnosu anmuroazyranmu (ennporxymon unu eapgapus)

ENHOBpEMEHHOTO NpHNOXEHHe HA NMAHTONpason ¢ BaphapuH WK (pennpokymoHn He OKa3Ba BIAMSHHE
BBPXY (papMaKkoKHHeTHKaTa Ha BapdapHH, gennpoxymon win INR. Brripexu ToBa, HMa choGWEHHs 32
nosuuieHo INR M npoTpomM6uHOBO BpeMe npu nauMeHTH, momyuasamu PPl u BapdapHH HIH
(peHnpokyMoH enHOBpeMeHHO. YBenuuasanero Ha INR u NMPOTPOMOKHOBOTO BpeME MOXE J1a NOBeJe
I0 HeoOH4aliHO KbpBEHe M NOPH 120 cMBPT. [lalmenTHTE, NIEKYBaHM C MAHTONpAa30l H BapghapHH WIH
(peHnpokymMoH, MoXe Ja ce Hajara ga ObJaT HabMIONaBaHU 3a yBelMyapaHe Ha INR wu
ApOTPOMOHHOBO BpeMe.

MeToTpekcar
Habmonasano ¢, uye enqHoBpemeHHaTa ynotpeGa Ha BHCOKH NO3H MeToTpekcat (Hamp. 300 mg) u

HHXHOWTOPH Ha NPOTOHHATA MOMNA MOBHILABE HUBATA HA MCTOTPEKCAT NPH HAKOH nauneHTH. [lopasu
TOBA&, NP CHCTOAHHUA, NPH KOHTO € HEOOXOAUMO NPHIOKEHHE Ha BUCOKH RO3H METOTPEKCAT, HATpUMEp
NpH pakoBH 3a00/ABaHHUA U ncopuasuc, TpaGBa a ce obMucIu BPEMCHHO NPEKPaATABAHE HA TEPaNHUsTa
¢ MAHTOIPa3oJl.

Apy2u npoyveanus Ha e3aumodeiicmeusma

INanTonpason ce merabonusupa npeaAUMHO B YepHUS apo6 4Ypes eH3UMHATA CHCTEMa LIMTOXpoM P450.
[nasHusaT MerabonureH BT € nemeTwnupane upes CYP2C19, a ApPYrute MeTaboJMTHH MLTHIIA
BKJTFOMBAT okcuaupaHe upes CYP3 A4,

IlpoyusanusTa 3a B3aUMOAEHCTBHS C JIEKapCTBa, ChHILO MeTaboIH3upallly Ce MO TE€3H hTHILA, KATO
kapbamasenuH, AnasenaM, riHOEHKIAMMA, HUpEIWNUH W OPajlHH KOHTPALUCITHBH, ChAbDXKAIUH
JICBOHOPTeCTPEN H €THHWIIECTPAZAMOJI, HE A MOKA3AIH KIHHHYHO 3HAYHMH B3aHMOICHCTBHA.

He Moxe Aa ce M3KMOYN B3aMMOACHCTBHETO HA MAHTOMPA3ON C APYTH JIEKapCTBEHH NPOAYKTH MK
CHEAVNHEHUSA, KOUTO CE METabONMHM3HPAT NPH M3MON3BAHE HA CHIIATA EH3MMHA CHCTEeMA.

Pesynratire oT npoy4BaHuATa 3a oOXBaTa Ha B3aMMOAeEiCTBHe MOKA3BaT, 4€ TMNaHTOINPA30/1 He
MOBJIHABA META0O/IM3MA HAa AKTUBHHTE BelllecTa, MeTaSommsupamu ce upes CYP1A2 (xaTo KadenH,
reopimH), CYP2C9 (kato mupoxcukam, muknodeHax, HanpokceH), CYP2D6 (xaro meronponon)
CYP2EI (kato eraHo:n) 4 He ce HAMECBA B CBBP3aHaTa C P-IVIMKONPOTEHH a0copOLHa Ha JUNOKCHH.

He e uMano B3auMONEHCTBHA IPH CHBMECTHO MPHIOKEHHE ¢ AHTHALMIHM NPOAYKTH.




IIposexcaaHu ca CHUIO NpoyuyBaHWA Ha B3aUMOXEHCTBHETO NpH mNpWiarade Ha NaHTonmpa3on
€AHOBPEMEHHO CBhC CHOTBETHUTE aHTHOMOTHLH (KJIAPHTPOMHLIMH, METPOHHIA30MN, aMOKCHLIANKH). He
ca OMITM OTKPHTH KIIMHHYHO 3HAYHMHU B32HMOACHCTBHA.

JlekapcTBeHH NPOAYKTH, KOUTO MHXHOHpAT uin nHayuupar CYP2C19:
Huxuburopure Ha CYP2C19, karo QuyBokcaMHH, MOTAT /a yBelM4aT CHCTEMHATA EKCNMO3MLIHA Ha
naHTonpason. Moxe na ce 0GMHCIH HAMAMBAHE Ha A03aTa fIPH NALMEHTH, JEKYBaHK IhIrO BpeEME ¢

BHCOKH JI03H ITAHTOMNPAa30/ MJIH TaKHBa C HepHOAPOOHO yBpexaaHe.
EnsumuuTe HHAYKTOPH, nosnuasamy CYP2C19 u CYP3A4, KaTo pubaMIUUMH H 5KhIT KaHTapHOH

(Hypericum perforatum), MoraT jga HaMajsaT IUIa3MEHHTe KOHLCHTpALlHH Ha MHXHOMTOpHTE Ha
NPOTOHHATA [10MI1a, KOMTO C¢ METAbONM3HPAT YpE3 T€3H EHIHMHH CUCTEMH.

BaaumoneHcTaua nekapcTBo-nafopaTopHo HacaeaBaHe
HiMa cro0uieHns 3a QaTHBO MONOKHUTENHH PE3YATATH NPH HAKOH CKPHHHI'OBH H3CJICIBAHHSA HAa YPHHA

3a Terpaxuapokanabunon (THC) npu mauventu, npMeManiy naHrompa3os. Tpabea na ce o6mucau
4TCPHATHBEH TIOTBBHPXKAABAIL METO 34 MPOBEPKA HAa NOJIOKHMTENHHTE PE3YITATH.

4.6 DepraaATeT, GPpEMEHHOCT H KbPMeRe

bpemennocm
CpemHo KonuuecTBO OT AAHHH BBPXY GpeMEHHH JKeHH (Mexay 300-1000 pesynratu or 6pemeHHOCT)

He  mokassaT  MandopManus MM (eTO/HeoHAaTANHA  TOKCHYHOCT  Ha ITAHTONPA30.
[IpoydBaHus npH XMBOTHH ca FOKA3a/IH PCTIPOAYKTHBHZ TOKCHYHOCT (BkK. Touka 5.3). Karo
peiliasHa MApKa € 3a NMpeqnoYuTaHe na ce u3barsa M3nosnspaHeTo Ha Hommasa mo speme Ha
OpeMeHHOCT.

Kvpmene

[lpoyuBanusTa Npyu XHBOTHH Ca NOKA3ANH €KCKpeLMa Ha NMaHTONPAa3oJI B MIAKOTO. HaMa aoctarbuso
HH(pOpMALMA 38 eKCKPELMATa Ha NAHTOMPA3oN B KbpMaTa, HO € NOKIa[iBaHa € EKCKPELHA B KbpMara.
PHCKBT npH HOBOPOLEHH H Jicila HE MOXKe N8 Oble H3KIIIOYEH. ITopany ToBa pemendero manu na ce
MPEKpaTH KEPMEHETO WIIH Aa C¢ NPEKpaTH/ BB3ABPKH NeueHHeTo ¢ Honmasa Tpsa6ea aa ce m3eme, kaTo
CC HMA NPCIBUA [10]13aTa OT KBPMEHETO 3a ACTETO M 11013aTa OT JeueHueTo ¢ Honnaza 3a MalikaTa.

DepTuauTer
HaMa naHHu 3a HapyuleHde Ha $epriuTeTa cien MpHJaraHe Ha MaHToNpa3oN B NPOYYBAHHA BBPXY

XHBOTHM (BX. Touka 5.3).
4.7  EdexTH BLpXYy cnocobBocTTa 32 modupane 1 paboTa ¢ MamIREH

[laHTOnpa3zon HAMa HUKAKBO HITH HE3HAYMTENHO BIIUSHHE BBPXY CnocoOHoCTTa 3a modupane U
paboTa ¢ MaIIHHH.

Moske na HacTBNAT HeXeNaHH NIeKapCTBEHH PeakiiiH KaTO 3aMAaHBaHE M 3PHTENHH HApYILECHHA (BiK.
To4Ka 4.8). AKo ca 3acernaTy, NaLMEHTUTE He TPIGBa aa HIODUPAT WM paboTAT ¢ MaIlIMHH.

4.8 HexelanH JleKapcTBeRN peaknAn
[Ipubausurentno 5% morar na ouaksar qa OJTy9aT HEXC/IaHH IeKapCcTeeHH peakiiun (HJIP).

B cnensawmara tabnuua HexenaHHTe NEKapCTBEHH peakuuu, NOKJIaaBaHH NpH
ynotpebara Ha AHTONMPA30/I, Ca OLIEHEHH YPe3 CeIHATA KIaCH(HKALHA 32 YECTOTA:
- MHoro yectu (>1/10);

- Hectu (= 1/100 mo <1/10);

- Heuectu (> 1/1 000 go <1/100);

- Peaxu (= 1/10 000 no <1/1 000);

- Mmnoro peaxu (<i/10 000).




3a BCUYKH HEXKeJIaHH peaKiiiy, JOKIaIBaHH NPe3 NOCT MAPKETHHIOBOTO HAGMOAEHHE, HE € Bh3MOMKHO
Aa C¢ OMNPEACIH YECTOTaTa Ha HeXeJaHHTE PEakUHH, nopaan KOeTo Teé ca HOCOYEHH ,.C¢ HEH3BECTHA

yectoTa".

IIpy BCsiKO rpynMpaHe B 3aBHCHMOCT OT 4ECTOTATa HeXENAHHTE JIEKAPCTBEHH PEAKLIMU Ce H30posABaT B
HU3XOAAIL pe/l MO OTHOLLCHHE Ha TAXHATA CEPHO3HOCT.

TabaHueH BHI HA HEXENAHHTE peaKiliu
Tabnuua 1. Hexenanu nexkapcTBeHM peakuvy Mpu NPWIOKEHHETO HA NaHTONpa3oi MpH KAWHHYHH

MPOYUBAHHA U MOCT-MAPKETHHTOBO HabMOIeHue

HeuecTn Peakn MHoOro peaxn C HenzBecrna
9eCTOTA
apyILeHHA Ha ArpaHynoinroza  [TpomGonurone-
BBTa U IMMpHATA HUA
HcTEMA JleBkoneHus,
[laHumTONEeHKA
Hapymenus Ha CBpBXYYBCTBH-
HMYHHATa CHCTEMA TEJIHOCT
(BKN.aHApHUNaKTHY-
HU peaKilii K
AaHADUIAKTHYECH
ILOK)
HapyiieHus Ha XUMNEPIHITHAEMHH H XHITOHaTpHe-
MeTabonuzmMa u [OBHIIABAHE Ha MHA, XUITOMAarHe-
XPAHEHETO FTHnMaMTe sHeMHus (BXK.
KTpurnuuepuay, moyka 4.4) Xurno-
XoJ1ecTepon); KanuueMus'
ITpoMenu B TErnoTo Xunokanvemus'
I lcuxXuuHH Hapyntenus na |[lenpecus u €30pucHTalMA (MXanOLHHALWH,
HAPYIIEHHUS CHHS YCIIOMHEHHS) élcmﬂcneﬂnﬂ) (O6LpKBaHe
(ocofeHHO mnpH|
NPEeaPa3onoXe-
HHTE TAlMEHTH |,
KaKTO H
BJIOIIABAHE
IChCTOAHMETO H
re3u CUMITTOMH B
[CTy4yail Ha
NpeaBapHTETHO
IChILECTBYBaHE)
Hapymenns Ha I'napobonue, |Hapymenus Ha Ilapectesng
HEpPBHATa CHCTEMA BaMaHBaHe BKyCa
Hapyiierus Ha ouMTe Hapyuienus Hal
BpeHHeTO/3aMBIIeH
10 3peHHe




»

CromawHo- 4ypepHH [[lonunu Ha  |[wapus; Muxpockoncku
HApYIIEHUA [ABHOTO ["aeHe/noBps KOIHT
(byHnyca) Ha [uiane;
CTOMAaxa [Toayeane Ha
nodpokadecTs [KopeMa H
IEHH ) ﬁaﬂoﬂnpaﬂe;
3anek; Cyxora
B yCTaTa,
KopeMHa
Eomca H
HCKOM(OpT
XenaroOWIHApHH IloBumasane [[losrmasane Ha Xenarouenynap-
HAPYIIEHUA Ha YepHOApod- |[OUnupyCHH HO YBpEeXKIaHe,
HHUTE SH3UMH DKbiiTeHunua;
\ TPaHCAMH- Xenarouemyap-
HasH, y-GT) Ha
HEJOCTATHYHOCT
Hapymenusa Ha [O6pHB/ex3anTe [V pTHKapus; ICurApOM Ha
KO)KaTa 1 Ma/epyniums;  |[AHrHoeneM Stevens-
NOAKOXHHUTE THKaHM KCrpbex Johnson;
iICHHApOM Ha
Lyell; Eputema
MYJITHHOPME;
Poro-
4YYBCTBHTEIHOCT
[CybGaxyTeH
KOXEH TYTTY G
EpHTEMAaTOteC
‘(B}I{. TOuKa 4.4)
JlekapcTBeHa
PeaKIU C
ICO3HHOPUNHA H
ICUCTEMHH
ICHMITTOMH
{DRESS)
Hapymenus Ha [PpakTypa HaApTpanrus; Myckynuu
MYCKYJTHO- Peapo, kuTKaAMuanris [crnasmu?
ICKeJIeTHaTa CHCTEMA H WM rpeOHaYeH
BEAUHHUTENHATA ICTEIO (BX.
F‘bK&H Touka 4.4)
Elapymenuﬂ Ha HHurepeTuiHa-
bOpenuTe U vieH HedpHT (¢
MAKOYHMTE IIBTHILA BB3MOXHA
NporpecHs Ao
660peyna
HEAOCTATBYHOCT)
Hapyinenus Ha I'mHexoMacTHa
Bb3MPOU3BOIUTEIHAT
[@ CHCTEMA U I'bpAATa
Omu HapylieHus u ACTCHHA, [ToBumaeane Ha
(GeKTH Ha MACTOTO H4) [YMOpa M [TenecHara
TIPIIOXKEHUETO HEPA3MoJIoKe- (TEMIepaTypa;
HHE Iepugepen otok




'XunokanuueMus H/HIM XMIIOKATHEMHS MOTaT Aa GBAAT CBLP3AHH C NOSBATA HAa XHUIIOMArHE3MEMHA

(BXK. Touka 4.4)
*MyCKYJIHH CIIa3MH KaTo NOCAEAHLA OT €NEKTPOJIHTEH aucbananc

Cho0uiaBaHe Ha NMONAO3IHPAHH HEXKENAHH PeaKlIuK

CrobiasaHeTo Ha NOJO3HPAHH HEXEIAHH PeaKLHM Cliell pa3penlaBaHe 3a ynoTpeba Ha JeKapCTBEHUS
IPOAYKT € BaXHO. ToBa Mo3BosisABa Aa NMPOTBLKM HabNMIOACHUETO Ha ChOTHOIEHHETO 110J13a/PHUCK 34
JeKapcTBEHH NPOoRYKT. OT MEAMLIMHCKHTE CNICLMAIMCTH C€ U3HUCKBA f1a ChOOIIABAT BCAKA

NOAO3HMpaHa HexellaHa PeaKLHA upes:
H3mbiHUTENHA areHumsa no jaekapcreata ya. Jlamss I'pyes” Ne 8, 1303 Codus, Tesn.: +359 28903417

yebcaiiT: www.bda.bg.

4.9 lIpeno3rpane

HMITTOMH
He ca u3BecTHH CHMITTOMM Ha Tipeo3upaHe TpH Xopa.
CHcTeMHa ekcnosHUMA ¢ ao 240 mg npwiaraHW BEHO3HO B NMPOIB/DKEHHE HA 2 min ¥ ¢a NOHACHHH

no6pe.

JleueHue

ThH KaTo NMaHTOMpPa3on c€ CBLP3BA EKCTEH3WBHO ¢ NPOTEMHHTE, TOH He ce JHaJIU3Hpa JIECHO.
[Ipu ciayyalh Ha npeRo3HpaHe ¢ KIMHHYHH JAHHH 338 MHTOKCHKAallMs, OCBEH CMMITTOMATHYHO M
MONBPKALIO JICYICHUE, HE MOJKE J1a Ce AaJaT CneltMpUIHY TepaneBTHUHH NPENOPHKH.

5. PAPMAKOJOI'NTYHH CBOUCTBA

5.1 ®apmaxogHRHAMHYHH CBOHCTBA
®apmakoTepanesTH4Ha rpyna: MHxuGHTopu Ha nporonnara nomna; ATC kon: A02BC02

MexaHuzpM Ha JeHcTBUE
Ilanwronpason e cy6cTuTyupan GeH3sMMHIa30/, KOWTO MHXMGHpPA CEKpeLMATa HA COHA KMCEIHHA B
CTOMaxa upe3 crieliuduyHa 6710Kaaa Ha NPOTOHHATA MOMIIA HA MAPHETANTHHTE KICTKH.

ITanTonpason ce KoHBEPTHpa B HEroBaTa aKTHBHA (hOpMa B KKCeJIaTa cpeaa Ha NapHETATHUTE KJICTKH,
kbaeTo uHxubHpa eHsumure H+, K+ -AT®a3a, T. e. KpaliHHa CTaamii OT MPOAYKUMATA HA COJHA
KHCEIHHA B CcTOMaXxa. HMHxuOupaHero e [0303aBHCHMMO M 3acAra KakTO 0asalHara, Taka |
CTUMY/HpaHaTa KHCCNHHHA ceKpelwsa. llpy noBedeTo MalMEeHTH NPEMaXBAHETO HAa CHMIITOMHTE Ha
pepiiykca ce mocTvra 3a 2 ceaMHUM. KakTto Apyrure npoTOHHM HHXHOMTOPH U H2 peuentopuu
HHXHOUTOpH, NIEYEHHETO C MAHTONPA30/ PeAyLHpa KHUCENHHHOCTTA B CTOMAXa M 10 TO3M HAYMH
TOBHLIABA HUBOTO HA raCTpHHa, NPONOPUHOHANHO Ha PEAYKIMATA HA KHCETHHHOCTTA. [IOBHILABAHETO
Ha HMBOTO Ha ractpuHa € obparumo. TBii kaT0 MaHTONPa3oa ce CBBP3BA C EHIUMHTE JUCTAIHO OT
PELCNITOPHOTO HHBO, TOH MOXe Ja MHXHOHpa CeKpelHATa Ha CONHA KHCENHHA, HE3aBHCHMO OT
CTUMYJIMDAHETO H OT APYTH CYOCTAHLUMH (ALETHIXOAMH, XUCTaAMMH, racTpiH). EbexTbr € chiumar,
HE3aBUCHMO JIa/TH 2KTHBHOTO BEIECTBO C€ MPUIIAra NepopaiHo WK HHTPABEHO3HO.,

HuBata Ha racTpHHa Ha rlafiHO ce NOBHIIABAT OT MaHTompazon. Ilpw KPaTKOCPOYEH MpHEM NPH
HOBCHCTO C/Ty4aH TC HC HAAXBBPJIAT ropHata rpaHdia Ha HopMata. [IpH npoabDKMTENHO neyeHue
HUBATA HA raCTpHHa C¢ YNBOABAT NpPHU MoBedero ciayuad. ExclieCMBHO HapacTBawe HacThIlBa TP
H3OIHpaHK CiTyyau. KaTo pesynraT npH NPOXB/DKHTENHO J€YeHHEe NPH MAJIKa YacT OT CIIYHauTe ce
Hab/onaBa J1eKo A0 CpeAHO MOBHHIABAHE Ha 6pod Ha cneHpuyHuTe eHaokpHHHH (ECL) knetku B
croMaxa (OOMKHOBEHHa 1O aJleHOMATOMIHA XuWnepiUviaszks). Bce nak, ¢uriacHo NPOYYBAHHATA,
POBECHH 10 MOMEHTA, (POPMHPAHETO Ha KAHLICPOHIHH HPEKYPCOPH (aTHIMYHA XMIIEPIUIA3Hs) WIH
CTOMAalllHK KaHUEPOHAH, KAKBHUTO ca OWIHM OTKPMTH NpPH ONUTHTE C XHMBOTHH (BXK. Touka 53) e ca
HabJIIoAaRaHH NpH XOpa.




L

L

ce nopHiuasa U HUBOTO Ha CgA. IlopumieHOTO HHBO Ha CgA MOXe Ja MOBIHAE HA M3C/ICABAHHUATS 34
HEBPOSHAOKPHHHU TYMOPDH.

Hanuvsure myONMKyBaHM NAaHHM MOKA3BAaT, Y€ NPHIAraHETO Ha HHXHOHMTOPH HAa NPOTOHHATA [OMNA
TpA0OBa Ja ce NpeyCTaHOBH MEXAY 5 JHH U 2 ceaAMHUM npeaH usMepraHe Ha CgA. Toea ce npasu ¢
Hea HuBata Ha CgA, KOMTO MOraT Za ¢a JTbXIMBO TMOBMiIeHH ciaen jedenne ¢ MIHI, na ce

BB3CTAHOBAT JI0 pePEPEHTHUTE CH IPAHHLIH.

[Ipensun naHHHTE OT MPOYUBAHMATA MPH KHUBOTHH MPH NPOABL/DKHTENHO JICYEHHE C MAHTONPA3ol
NOBEYE OT €OHA roJMHa He MOXE HAMbJHO a2 C¢€ H3KNOYH BBIMOXKHOCTTA 3a TNOB/AHMABAHE Ha

rapaMeTpure Ha PYHKLUMATA Ha IMTOBHAKATA JKJie3a.

5.2 PapMaKOKHHETHYHH CBOHCTBA

Abcopbyus

[laHToMnpason ce pesopbupa 6Bp30, KATO MAKCHMATHY TUTA3MEHH KOHLIEHTPALIMH Ce JOCTHIaT JOPH
ciiell €AHOoKparHa nepopanHa gosza or 40 mg. CpeaHo 3a okono 2,5 h ce BOCTHrat MakCHMAJTHM
MIa3MEeHH KOHLIEHTpalHH OT OKONo 2 -3 pug/ml, KaTo Te3H CTOMHOCTH ce 3amna3sBaT NOCTOAHHH Clen
MHOIOKPATHO ITpuiaraHe. @apMakOKHHETHKATA HE BapHpa ciiell €IHOKPAaTHO H MOBTOPHO
npunoxeHne. B 1o308Ha nuamnazod ot 10 a0 80 mg, mnasMeHaTa KHHETHKA Ha TAHTONPA30 €
JIMHEapHa, CJICH NEPOPATHO H HHTPABEHO3HO TPHIOKEHHE,

AbcomotHarta OHOHATHYHOCT Ha TabneTHaTa popMa € okono 77%. ChBMECTHHAT IPUEM HA XPaHA HE
nopnugea AUC, MakCHMajHHTe IUTa3MEHH KOHLUEHTPALHH M PECNEKTHBHO OHOHAIMYHOCTTA.
EAMHCTBEHO MPOAB/KATENHOCTTA Ha lag-tha3aTa Moxe Ja Gbae yBenHUEHA IPH CHBMECTHO IpUEMAHE
C XpaHa.

Pasnpedenenue
Cebp3paHETO HA MAHTONPA30N ChC CEPYMHHTE MPOTEHHH € 0KoNo 98%. OGeMbT Ha pasnpeneneHue e

ot okono 0,15 Vkg.
buorpanchopMalug

CyOcranumara MOYTH HaMLIHO ce Merabonu3upa B 4YepHHA Apo6. [naBHMAT MeTaGONHTEH BT e
pemerunupanero upes CYP2C19 ¢ mocneppamia cyndaTHa KOHIOrauusa, APYr MeTaboMMTEH ITBT
BKIIOYBa OKcHIMpaHe upes CYP3A4.

Enumunupane
TepMHHATHHAT NMONYXKHBOT € oKosio | Yac u KIMpBHCHT okono 0,1 /hkg. YcraHOBeHM ca HAKOJIKO

cybekta cnc 3abaBeHo enuMHHHpaHe. Ilopagu cneH(pUYHOTO CBBp3BAHE Ha MNAHTONPA3od C
MPOTOHHHTE NOMINH Ha MAapHETAIHUTE KIIETKH, ETMMHHALMOHHHAT NONY>KHBOT HE KOpeIHpa ¢ MHOTO
MO-ABJIraTa rPOABDKUTEHOCT Ha NEeHCTBHE (MHXHOMpaHe HA KMCENMHHATA CeKpeLus ).

bBOpeHHOTO €IMMUHHPAHE € OCHOBHHAT ITBT Ha €KCKPELIHA Ha MeTaboIMTHTE Ha NaHTonpa3on (OKoIo
80%), ocTaHanara yacr ¢¢ eKCKpeTHpa ¢ H3npaxxHeHHaTa, OCHOBHHAT METabO/NT, YCTAHOBEH, KAKTO B
cepyma, Taka M B YpUHATa, € Ae3METHIIIAHTOMpPa30M], KOUTO € cympatHo KoHiorHpad. Bpemero Ha
MOJIY>KHBOT HA OCHOBHHSA MeTabonMt (ok0j10 1,5 h) He € MHOro MO-NPOABR/DKUTENEH OT TO3H HA
NaHToONpa3o.

Cneyuanrnu nonyaayuu

brOpeuHo yBpexaane
He ce uzncksa HamanaBaHe Ha [o3aTa, KOTaTo MAaHTOMPA30N C€ NPUIAra HpH NaLMEHTH ¢ OrpaHHYeHa
OvOpeuna pyHxkima (BKi. [lanuenTy Ha xemoaManu3a). [lpu Tesd maumMedTH, noaoGHO Ha 3IpaBHTE
MaUMEeHTH, MONYKUBOTLT Ha NMAHTONPa3on € KpaTbK. CaMoO MHOTO MAaJIKa YacT OT fTAHTOHA30J1 MOXE

ia ce Ananusnpa. HezaBHCHMO, ye NMOMTyKHBOTBET HA OCHOBHUS! METAGONIHT € YMEPEHO YABIKEH (2-3 h),
EKCKPEeLMATA € Bce TaKa Obp3a U He HACTHIIBA KyMYyJiallHs.




"

YepuoapobHo yBpexnaHe
Bonpeku, 4e NMpH NMauKderTy ¢ 4epHoApoOHa uupo3a (knac A ¥ B no Child) € ycraHoBeHO yanmkaBaHe

Ha MOJYXHMBOTET A0 7 U 9 h u yBenudenue ¢ pakrop 5-7 Ha croiHocTTa HAa AUC, Habmoaapauure
MaKCHMATHH IU1a3MEHU KOHLIEHTPALIHH ca caMo 1,5 AbTH NO-BUCOKH OT T€3H MPH 3APAaBH HHAHBHAM.

Crap4ecka BB3pacT
Jlexoro yBenuueHne Ha AUC U Crax, yCTaHOBEHO NPH A0OPOBOIUM B CTapUecKa Bb3PacT, B CPABHEHHE

C [MO-MJIAJAMTC YHACTHHIIH, CHUIC TaAKA HE € OT KIIHHHYHO 3HAYCHHC.

Cnabu meTabonuzaropu
ITpubnmusurenHo npu 3% ot eBponeiickara nomynauus nuncea GpyHkunoHHpany CYP2C19 eHzum # Te

ca HapeueHH cnabu Metabonusatopu. IlpH Teau HHAMBUAY MeTabONM3IMBT HA NAHTONPA30JI BEPOSTHO
ce katanusupa oT CYP3A4. Cnen npunoxena enHokpatHa nosa ot 40 mg mawronpason, cpeaHara
MOBBPXHOCT NOJ KPHUBATA 32 [Ta3MEHA KOHLUEHTpaLHs-BpeMe ¢ Owna 6 mbTH No-royiaMa NnpH cnabure
MeTa0OMIH3aTODH B CpaBHeHHe ¢ uHAMBHAM ¢ O(yHxkumonupaw] CYP2C19 en3um (excTeH3MBHH
meTabonusaTopr). CpeHara MaKCHMAJTHA TUTA3MEHA KOHIEHTpauus € O1wia nosuuieHa ¢ okono 60%.
Tesu dakTh HAMAT OTHOILIEHHE KBM JO3UPAHETO Ha MAHTOTIPA30Jl.

leduampuuna nonyrayus

Crnen npuiaraHeTo Ha eAMHMYHA nepopaiHa 4o3a ot 20 1o 40 mg naHTonpasos HAa AeLa Ha Bb3pacT
or 5-16 roguHn AUC U Chex ca OMiaM B AnManasoH, ChOTBETCTBAlll HA HHBOTO MMPH BB3PACTHH.
Cnen npuiaradeTo Ha eIHHHYHA i.v. Jo3a ot 0,8 wnu 1,6 mg/kg nawTonpason Ha AeUa Ha BBLIPACT 2-
16 roqMHy He € YCTAHOBEHA 3HAYMTEITHA aCOLMALMA MeXAY KIHPHHCA HA MAHTOMPA30J1 H Bb3PacTTa U
Ternoto. AUC u 00eMBT Ha pasnpeneneHHe ca OHIIH B CHOTBETCTBHUE C JAHHHTE NMPH Bh3PACTHH.

5.3 IlpeaxIHUAYHH NAHHH 32 6€30NACHOCT

[lpeaxnuauunure naHHy, O6asHpaHH Ha KOHBEHLIMOHATHHTE (apMaKONOrH4HM MPOYYBAHUS 34
Oe30nacHOCT, TOKCHYHOCT IPH MHOIOKPATHO NIPHJIATaHE H NeHOTOKCUYHOCT, He NMOKA3BAT 0co0eH
PHCK 32 Xopa.

[Ipu agBeroMIIHUTE MPOYYBAHKA 32 KAHLIEPOreHe3a NPH IUTbXOBE ¢a GWIH OTKPHTH
HEBPOCHAOKPHHHH HEOMIa3sMH. B 1OIMLIHEHHE, CKBAaMO3ZHOKIETEYHH NMAaNWIOMH ¢a 6HIH OTKPHTH NpH
[TBXOBE MpH €HO Mpoy4BaHe. MexaHusMbT, Boael A0 GOpMHpaHEe Ha CTOMALIHU KapUMHOHAHM OT
cybcTuTynpasuTe OeH3MMMa30/IH, € OWI BHMMATEIIHO NPOY4YeH M TO3BOJABA H3BOA4, YE TOBA €
BTOPHYHA PEaKLMA Ha CHJIHO NMOBHINEHHTE CEPYMHH HHBA HA FaCTPHMHA, HACTHHBALIH MPH ILTBXOBE MO
BPEME Ha XpOHHYHO TPETHPaHe.C BHCOKH JO3H.

[Ipn nBeroAMINHHTE NPOYYBAaHHMA BLPXY IPH3aY4 € YCTAHOBEH YBeJNHYEeH Opoili Ha uepHOApoOHM
TYMOPDH IIPH IUTBXOBE (CamMoO MpH €JHO MNPOYYBAHE IPH ILTBXOBE) H JKEHCKHM MMIIKH, KOETO €
MHTEPIPETHPAHO KaTO CNEeICTBHE HAa BHCOKATA CTETICH Ha MeTabo/M3bM HA MAHTONPa3on B YepHHS

apob.

Cnabo yBenHYEHHME Ha HeCTOTaTAa Ha HEOIIACTHYHHTE H3MEHEHMA HA LIMUTOBMIHATA JKI€3a €
YCTAHOBCHO MNPH Ipynara IUIBXOBE, TPETHpaHH ¢ Hai-BHcoka ao3a (200 mg/kg) B eano or
ABEroAHILIHUTE Npoy4YBaHud. Hanuunero Ha Te3H HOBOOOPA3yBAHHSA € CBBP3AHO C MPENHIBHKAHHTE OT
NaHTOMNpPAa30/1 NPOMEHH B KaTabonuima Ha THpPOKCHHA B YepHUA Apod Ha rursxa. Tvil kaTo nMpH YoBeka
JA03aTa € HHCKA, HE C€ OYaKBaT HEXKEJIaHH PEaKLMd OT CTPaHAa Ha IHTOBHAHATA XKJ1e3a.

B nepH-mocTHATANHO NMpOoy4BaHe 3a PENPOAYKIMA Ha ILTHX, NPEAHA3HAYEHO Na OLIEHH Pa3BHTHETO Ha
KOCTHTE, Ce HAaOMIOAABAT NPH3HALK HA TOKCHYHOCT 3a IMOTOMCTBOTO (CMBPTHOCT, IO-HUCKO CPEIHO
TEJIECHO TErJO, TMO-HUCKO CPEAHO YBE/IHYECHHE HA TEIECHOTO TErNO H HaMaleH KOCTEH PacTexk) INpH
ekcno3uunH (Cmax) npubaM3UTENHO 2 ITBTH OT KIIHHHIHATA eKCTIO3HLMA NIpH Xopa. JIo kpas Ha dasaTa
Ha Bb3CTAHOBABAHE, KOCTHHTE NapaMETPH Ca CXOAHH B Pa3jIMMHHTE IPYIIH H TEJIECHOTO TErNO CHIHO
HMa TEHIACHUMSA KbM OOpaTHMOCT cliell MepHOa Ha BB3CTAHOBABaHE 6e3 JIeKapcTBOTO. l'loBHm
CMBPTHOCT ¢e ChOOWIaBa CaMO MPH MPEKACBPEMEHHO OTOMTH $o3aciuH IUTbXOBE (Ha BB3pac A#L
JHH), KOATO Ce OLICHABA KaTO CHOTBETCTRALA HAa KEPMAYETa Ha BB3PACT 10 2 roauHH, 3Hauyeyi
Ta3H HAXOJKa 38 NECAWATPHYHATA NOMyJIaLus € HescHo. [IpeanInHO nepu-nocTHaTanKko npo
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" [UTBXOBE IIPH MAJIKO NMO-HUCKH AO3H HE YCTAHOBH HEXKENaHH edexTd npx 3 mg/kg, B cpaBHEHuUE ¢ HUCKA
nosa or 5 mg/kg B ToBa npoyusane. IIpoBencHUTE M3CneaBaHMA HE OTKPHBAT JOKA3aTe/IACTBa 3a

yBpexcaaHe Ha PEPTHIINTETA WITH TEPATOTeHHH e(EeKTH.

IlpoHnkBaKeTO Mpe3 MuaneHTaTa € MPOYYEHO MPH ILTHXOBE K € YCTAHOBEHO, Y€ CE YBENMYABA C
HanpeaBaHe Ha OpeMeHHOCTTa. B pe3ynTaT Ha TOBa KOHLEHTPAUMATA HA NMAHTONPA3Os B IAOAA Ce
YBEJIM9aBa HENOCPEACTBEHO TIPpeAH PaXxaaHeTo.

6 DPAPMAINEBTHYHHA JAHHHA

6.1 CnEchk HEA NOMOINMAHTE BelllecTBA
JAnpo Ha Tabrerkara:

MaHurton

KpocnosuaoH (tun A, THn B)

Harpuer kapboHar

Copburon (E420)

Kanuwues cTeapar

OUIMOBO NOKPUTHE:
XHnpoMeJo3a

Hopunon (K25)

Turanos guoxcug (E 171)
XKenezen okeug, xuat (E 172)
[Tponunen rivxon
CernonuMep Ha METaKPUIOBA KUCETHHA-METHAAKPHIAT
Harpues naypun cyngar
[Monucopbar 80

Maxkporon 6000

Tank

6.2 HecuBMecTEMOCTH
Henpunoxnmo

6.3.Cpok Ba rognocr
5 roaguHH

HDPE xonTeiinep:
Cnen mspBOTO OTBapAHE HA KOHTEHHEpa, TIPOAYKTET TPAOBa Ja ce H3MO0N3Ba B CPOK OT 3 Mmecela.

6.4 Cpennanns yCI0BHS 38 ChbXpaHCHHE
brnucTepHa onakoska: Jla ce ChXpaHSBRE B OPHUTHHANHATA OTMAKOBKA 34 Ja CE npeaAnasd oT BJjara.

Konreiinep: KonTeliHepsT a ce chXpaHsiBa ILTBTHO 3aTBOPEH 34 J1a Ce NPELTIa3H OT BJara.

6.5. BuaH chLALPXKARNE HA ONAKOBKATA

baucrepHa onakoska (OPA/Anymunuit/PVC $unm H amyMHHHEBO GoHO) B KapTOHEHA KyTHA.
I'onemuna Ha onakoskure 7, 14, 15, 28, 30, 56, 60, 84, 100, 100 x I, 112 wm 140 cromamno-
ycToluueH Tabsierkd. He BCHYKH BHIOBE OMAKOBKM MoraT Aa GbaaT IyCHATH Ha rasapa.

6.6 Cnenmanum npeana3in MEPKH NPH H3XBLJINHE
Hama crieumaiHy H3UMCKBAHHA 38 H3XBBPIISHE.

7. IIPUTEXATEJI HA PASPEINIEHHMETO 3A YIIOTPEEA
KRKA, d.d., Novo mesto, §ma:je§ka cesta 6, 8501 Novo mesto, CnopeHus

8. IITPHTEXATEJI HA PASPEIIEHHETO 3A ITAPAJIEJIEH BHOC
“becra Mea” EOO/J, yn. ,, KbHuo Cxopues® Ne§, 5350 Tpsisua, bearapus
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9. HOMEP HA PAZPEIIIEHHAETO 3A YIIOTPEBA
Per. Ne: 20110635

10. JJATA HA IThPBO PA3PEHNIABAHEMIOAHOBSBAHE HA PA3PEIHEHHUETO 3A

YIIOTPEGA

Hata Ha mbpBOTO paspemenne 3a yriorpeba: 26.10.2011
Harta Ha nocnenHo noaHoBsBaHe: 24.04.2018

11. JATA HA AKTYAJIH3HPAHE HA TEKCTA
17 oxromBpu 2024

[Noapobua uxdopmanns 3a Toea IeKapcTBO € NMpeROCTaBEHa Ha yebcaiTa Ha U3m A
o Jlekapcrsara (MAJT) https://www.bda.bg. > d HITEIIHA ATCHIMA




