KPATKA XAPAKTEPHCTHKA HA ITPOJAYKTA sl
aZ'-’ S Fa J¥o

1. HMME HA JEKAPCTBEHHS ITPOJYKT 28 / A7 f7f F2FS3

INanpason 20 mg cToMalmHO-yCTOHYHBH TabneTku 1 6 -09- 2019
Panrazol 20 mg gastro-resistant tablets
2. KAYECTBEH H KOJIMMECTBEH CbCTAB

Besika cromaimHo-ycToiunBa Tabnerka chabpxka 22,58 mg NaHTONpasol HATPHii CECKBUXMpAT,
exsuBasieHTeH Ha 20 mg naHTonpason (pantoprazole).

3a MBJIHKMS CMHCHK HA MOMOILHUTE BELLECTBa BHKTE Touka 6.1.

3. JIEKAPCTBEHA ®OPMA
CromaiHo-ycToiiuuBa Tabnerka

CBeTIOXKBITH, €IUIICOBHIHH, IBOHHOM3MBKHAIIH, CTOMALIHO-YCTOWYMBH TabNeTkH, ¢ auametsp 4,2 X
8,2 mm.

4. KJ/IMHHYHH JAHHH
4.1 TepaneBTHYHH NOKA3AHHS

Bwspacmuu u tonowu na 12 u noseve 200unu
CumnroMaTHyHa ractpoesogareanta peduiykcha Gonect

3a NpOALIDKMTENIHO JIeYeHHE H NMPEeNIOTBPATABAHE HA PELIMAMBH NPH Bb3NaJEHHE HA XPAHONPOBO/A

Bw3pacmuu

IIpodunakTuka Ha racTpoyoeHaTHH A3BH, NPEIM3BUKAHH OT HECENIEKTHBHH HECTEPOHIHH
NPOTHBOBB3NANUTENHH NekapcTBeHH cpescTa (HCITBC) npu pHCKOBH NaLMeHTH, HYXKaellH ce OT
npoab/ukurenta Tepanus ¢ HCIIBC (k. Touka 4.4).

4.2 Jlo3MpoBKA H HAYHH HA NMPHJIOKEHHE

CromauHo-ycroiiuusuTe TaGneTku He TpAGBa Na ce ABBYAT WIIM HaTpoluasar, a Tpabea na ce
TBIITAT LEJH ¢ MAJIKO BoJa, | yac npeau XpaHeHe.

IIpenopvyuumenna 0ozupoeka:
Bw3pacmuu u onowwu na 12 u noeeve 200unu

CumnromaTiyHa ractpoesodareanta pedurykcHa Gonect

[IpenopbunTenHaTa nepopanHa 103a € eHa CTOMAIUHO-ycToMHuYKBa Tabnerka INanpason 20 mg
AHeBHO. OGnex4aBaHETO Ha CHMITOMMTE OGHYAIHO ce mocTHra 3a 2-4 ceaAMHUM. AKO TO3H NEPHOL
€ HeIoCTaThueH, 00/IeKYaBaHe Ha CHMNTOMMTE Ce NOCTUra 00MYaiiHO B PAMKHTE Ha O "f»’»‘-':':-‘:_ .
4 ceamuum. Korato cumnromure ce o6/1eKyar, NpeIoTBpaTsBaHe HA PELIM/IUB Mo:xe/.nge
MOCTHIHE C MPWIAraHeTo Ha 1032 oT 20 mg BeHbX AHEBHO NpH HeoOXoauMocT. TIpONBDKUTENHA,
Teparus MOXKe [1a C€ MPHJIOXKH B CTy4aii, 4e He Ce NOCTHIa NOB/IHABAHE HA CHMITTOMMTE C '

ofuvaiinara Tepanus.
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IIpOABILKHTENHO JIeYeHHE W NIPEJOTBPATABaHE HA peLHauBH Ha pedykc-e3odarut

3a NpoABL/DKHUTENIHO JIEYEHHE ce MpenopbyBa 03a OT eJHA CTOMALLHO-YCTOHYHBa TabeTka
ITanpason 20 mg qHEBHO, KaTo NMPH HACTHNBAHE HA PELIMIMBH J03aTa MOXKE Ja Ce MOBHILH JI0
40 mg naHTONpa3oJ1 AHEBHO (3a Te3H cily4au ca HanuvHH Tabnetku [lanpason ot 40 mg). Cnen
OBJIa/iABaHE Ha CHMNTOMMTE [03aTa MOXe Jia ce peyliipa OTHOBO /1o 20 mg maHTONnpasos.

Bw3pacmuu

IpodunakTHka Ha racTPONYONCHANIHH S3BH. NPEJM3BUKAHH OT HECEIICKTHBHH HECTEPOMIHH
MPOTHBOBL3NANUTENHHU NekapcTBeHH cpenctea (HCIIBC) npy pHCKOBH NAlMEHTH. HYXKIAEIH ce
ot npoabmxuTento neyenue ¢ HCIIBC

[IpenopbunTenHara nepopajiHa 103a € eiHa CTOMAaIIHO-ycTOH4MBa Tabnerka [Tanpason 20 mg
JIHEBHO.

OcobeHn rpyny NauHeHT!:
Heya noo 12 200uwuna ev3pacm:

TNanpazon 20 mg He ce npenopbusa 3a ynorpeba npu Aelia noj 12-rofMinHa Bb3pacT nopagu
OrpaHHYeHMTE NIaHHH 3a 6e30MacHOCT H e(PHKACHOCT NMpH Ta3H Bb3pacToOBa rpyna.

Yeproopobno yepescoane
JneBHata 103a o 20 mg naHTonpason He TpAOBa Ja ce NPEeBHILABA MPH NMALMEHTH ¢ TEXKKA
YepHOpoOHa HEOCTATBYHOCT (BXK. TOUKa 4.4).

Bvbpeuno yepeacoane
He ce nanara kopekums Ha 103aTa NPH NALKEHTH ¢ yBpeaeHa Ob0peuna GpyHKums.

Hayuenmu 6 cmapuecka év3pacm
He ce nanara KOPEKLIHA Ha 0o3aTa IMpH NalHeHTH B CTap4yeCcKa Bb3pacT.

4.3 IIporHBonmokaszaHHA

CBpBXUYBCTBHTENTHOCT KbM aKTHBHOTO BELLECTBO, CYOCTHTYHpaHH OEH3MMHIA30/M HIH KbM HAKOE OT
MOMOLIHHTE BELLECTBA, M30pPOEHH B TOYKa 6.1 HIH KOMOMHALIMA OT MOCOYEHOTO.

44 CpenmanHA NpeayNpeiIeHHs H CHENHAIHA NPeANA3HH MEPKH NpH ynorpeba

Yeproopobro yepesicoare

IIpu nauneHTH ¢ TEXKO YepHOAPOOHO yBpeXkIaHe Mo BpeMe Ha JIeYEHHETO ¢ NaHTONpa3ol Tpsabea
PEeIOBHO J1a Ce MpOCesBaT YepHOAPOOHUTE EH3UMHU, OCOOEHO NMPH NPOXBIDKHTENHA Tepanus. [Ipu
NOBHIIABAHE HA YePHOPOOHHTE EH3UMH JICUEHHETO TpAOBa a ce npeycTaHoBH (BXk. Touka 4.2).

Eonospemenno npunoxcenue ¢ HCIIBC

[Tpunoxennero Ha nantonpason 20 mg 3a npodUIaKTHKa Ha raCTPOLYOJEHAIHA A3Ba, MPeU3BHKAHA
OT HeCeJICKTHBHH HECTEPOH/IHH NPOTHBOBBL3NAIMTE/IHH JIEKAPCTBEHH CpeacTBa, TpabBa na ce
OrpaHH4H /10 NALWEHTH, MPH KOHTO Cce H3HCKBA npoabbkHTenHa Tepanus ¢ HCIIBC u npu kouro
CBILECTBYBA MTOBHIIEH PHCK OT Pa3sBHTHE Ha raCTPOAYOACHANHH YCIIOKHEHHS.

TTOBHIIEHHUAT PHCK C€ OLIEHABA B 3aBUCHMOCT OT HHAMBHIYATHHTE PHCKOBH (DAaKTOpH, Harp.
HanpejHaia Bb3pacT (Haa 65 roaMHK), aHaMHe3a 3a CTOMALLIHA WK JyO/IeHA/IHA A3Ba MJIH KbpBEHE OT
TOPHUTE OTJENIH HA raCTPOMHTECTUHAIIHUA TPAKT.

Hanuyue na anapmupawy cumnmom

Ilpu HanWuKe Ha HAKON anapMHpalll CHMITTOM (Hanp. 3HAYMTE/IHA HeXKeNlaHa 3aryba Ha TenecHo Tero,
peLMMBHPAIIO MOBpPBINAHE, AUcharus, xemaTeMesa, aHEMHs WIIH MEJIEHa) W KOraTo € CYCTIEKTHA HITH
HaJlMYHa CTOMAIlHA A3Ba, TPAOBa Na ce M3KIIOYH HATHYHETO Ha MATMIHEHO 3a60n;5a.1{e, “Thif KaTO-
JIEYEHHETO C MAHTOMNPa30J MOXke J1a 00NeKYH CHMIITOMMTE H Taka Ja 3a6aBu nnamomunpaﬂe'm
Tpabpa na ce nposesaT NONMBLIHHTEHH H3CIIEIBAHKS, AKO CHMITTOMHTE NIEPCHCTHPAT, HE3aBHCHMO OT |
a/IeKBaTHOTO JIeYeHHe.
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Eonospemenno npunosicenue ¢ amazanagup

EnHoBpeMeHHO NMPUIIOKEHHE Ha aTa3aHaBHP ¢ MHHXMOMTOPH Ha MPOTOHHATA MOMIIA He Ce NPenopLYBa
(Bx. TouKa 4.5). AKO KOMOMHAIIMATA HA ATA3aHABMP ¢ HHXMOMTOP Ha MPOTOHHATA MOMIIA € TIPHeTa 3a
Hen30esxHa, ce NpenopbyuBa CTPHKTHO KIMHHYHO HabJmoieHKe (Hamp. BUDYCHO HaTOBapBaHe) B
KOMOHHalKs ¢ MOBHINEHa 103a aTasaHaeup 10 400 mg cue 100 mg puroHasup. [[HeBHATa 1032 OT

20 mg naHTonpason He TpAOBa N1a ce HABHIIABA.

ITosnussane na nabopamopnume pesyaimamu

INoBuuenoTo HUBO Ha XpomorpaHkH A (CgA) MOXe a NOB/IMAE Ha W3C/IEIBAHMATA 3
HEBPOEHIOKPHHHH TYMOPH. 3a 1a ce u3berHe ToBa B3auMoieHCTBHE, JledeHueTo ¢ [lanpason Tpabea
Jia ce crpe BPEMEHHO HaH-MasKo 3a 5 IHW npeaH onpenensHero Ha CgA (Bx. Touka 5.1). Ako HMBaTa
Ha CgA ¥ racTpuHa He ca ce Bb3CTAHOBHIH B pedhepeHTHHTE CH MPAHMLIM CJIe/l HAYATHOTO
onpezensHe, U3MepBaHeTo TpAGBa na ObJe NOBTOpeHo 14 JHHM clien CrMpaHe Ha JIEUEHHETO C
HMHXHOUTOp Ha NPOTOHHATA MIOMIIA.

Buv3oeiicmeue evpxy abcopbyuama na eumamun B12

Ilpu naurenTu cue cunapom Ha Zollinger-Ellison W Apyry NaToNnOrH4HH XUNEPCEKPETOPHH
CBCTOAHHSA, H3HCKBAIIH MPOABIDKHTEIHO JIeYEHHE, MAHTONpPa30J, KaTO BCHYKH GOKHpaliu
CeKpeLusTa Ha CTOMALHA KHCEJIHHA JIEKapCTBa, MOXKE 1a HaMalH pe3opOumMaTa Ha BUTaMuH B12
(umankobGanamMuH) nopaay XUno- Wik axnopxuapus. Tosa TpsGBa 1a ce MMa IpeBU NPH NAaLMEHTH C
HamaJleHH TeJIECHH 3anacH HIIH PHCKOBH (aKkTopH 3a noHwkeHa abcopbums Ha BuTamuH B12 Ha
NPOAB/IKHTEHO JIEYEHHE HIIH aKo ce HabmoaaBaT ChOTBETHUTE KIIMHHYHH CUMITTOMH.

Ilpoovndicumenno neuenue
ITpu npoasmKHTENHO NeueHne, 0coGeHO NPH NPOABDKHTENHOCT NOBEYe OT | TOIMHA, MALHEHTHTE
TpaAOBa na ce HabmoaaBaT peIOBHO.

TI'acmpounmecmunannu ungexyuu, npeouseuxanu om baxmepuu

Mosxe na ce ouaksa, 4e NaHTONPAa30Jl, KAKTO BCHYKH APYTH HHXHOMTOPH Ha NPOTOHHATA NOMIIA,
nosuinasa 6pos Ha GakTepHHTE, HOPMAITHO NPHCHCTBALHM B TOPHUTE OTAEIH HA XPAHOCMHJIATE/HHS
TPaKT. Jle4eHHeTO ¢ MaHTOMpa3on MoJKe /1a IOBEJIe 10 JIEKO MOBHILEH PHCK OT CTOMAIIHO-YPEBHH
nHpekumn, npuarHeny ot Gakrepun, kato Salmonella, Campylobacter w C. difficile.

Xunomaenesuemusn

[lpu nauuenTH, neKyBaHn ¢ HHXMOMTOPH Ha IPOTOHHATA OMIIA, KATO MAHTONPA30J1 B MPOABIKEHHE
Ha He M0-MaJIko OT TPH Mecelia M B NMOBEYeTO CITyYaH 3a e/IHa roJMHa e HabnofaBaHa Texka gopma Ha
XHnomarHesuemus. CUMITTOMMTE Ha XMIIOMarHe3HEMHATA, KATO YMOPa, TeTaH!s, IeJIHPHYM, I'bPUOBE,
BHEHE Ha CBAT H KaMEpHa apMTMHA Morat Jia 6b1aT CepHO3HHM, KaTO B HAYANOTO Morar jia 6saart cnabo
M3pa3eHH U 1a ce npenebperHar. [1pu Hali-3acerHaTHTe NALMEHTH, XMIIOMArHE3HEMHATA OT3BY4aBa
Clle/l 3aMeCTHTE/THA TepanHs C MarHe3ui W npekpatsapaHe Ha Tepanuara ¢ MITII.

3a mauMeHTH, NPH KOMTO Ce OYaKBa NPOBEk/IaHe Ha MPOLBDKHTEITHO JIEYEHHE HITH KOHTO NPHEMAaT
MHXMOUTOPH Ha MPOTOHHATA MOMIA eJHOBPEMEHHO C JUrOKCHH MITH JIEKApCTBA, KOUTO MOTAT a
MPHYHHAT XMIIOMAarHe3eMus (Hanp. IMypeTHLIM), MeIHLIMHCKHUAT nepcoHan Tpsbsa Jia pasriena
Bb3MOXKHOCTTA 3a ONpeie/isHE CTOMHOCTUTE Ha MarHe3ui npeaH 3anousaHe Ha jedenue ¢ U1 u
NEepHOUYHO 1O BpeMe Ha JIEYEHHETO.

Iosuwen puck om gppaxmypu

HuxubHTOopHTE Ha NPOTOHHATA MOMIA, 0COOEHO aK0 Ce H3MOJI3BaT BbB BUCOKHM JIO3H H 32
MPOALIDKHTENIEH TIEPHON OT BpeMe (> 1 roauna), morat c1abo 1a NOBHIIAT PHCKa OT (DPaKTYpH Ha
GenpeHara KOCT, KOCTHTE Ha KHTKATa M MpELIEHHTE Ha rpbOHauHKs CTHAG, NPeIMMHO NPH NALKEHTH
B CTap4ecKa Bb3pacT WM MPH HATMYMETO Ha JPYrH MPH3HATH PHCKOBH (PaKTOpH. O6ceppatonny
Npoy4BaHHUs MOKA3BAT, Ye HHXHOMTOPHTE Ha MPOTOHHATA NIOMIIA MOTaT /Ia NOBHILAT KAaTo L0, pucrca
ot ¢paxtypu ¢ 10-40%. YacT or TOBa yBeTHUEHHE MOXE [1a C€ JBJKH Ha JAPYTH pucxow d)am'opu '
[TaupeHTH ¢ NOBHIIIEH PHCK OT OcTeonopo3a Tpabea na 6baaT HabMK0AaBaHK U IEKYBaHH B
CBHOTBETCTBHE C HACTOALIMTE KIMHHYHH PbKOBOJCTBA M Jia MpHeMaT BUTaMuH D W kanumii B
a/IeKBAaTHH JI03H.

N\
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Cybakymen xoxcen nynyc epumemamoodec (SCLE)

Huxuburopure Ha NPOTOHHATA TOMIIA Ca CBBP3aHH ¢ MHOTO peakH ciyyad Ha SCLE. Ako ce nosear
€31, 0COOEHO B YYacThLM OT KOXKATA, H3MI0XKEHH HA CITIbHYEBH JIbYH, H aKO T€ Ca ChIPOBOAEHH C
Oonku B cTaBHTE, MaUMEHTHT TPAOBa He3abaBHO 1A MOTHPCH MEAMULIWHCKA MOMON] H MEAHLIMHCKHAT
CMELMATIMCT cneaBa 1a 0OMHCIH cnupaHe Ha npuemMa Ha [lanpazon. SCLE, HacThNMA cliel NpeaxoaHo
NeYyeHHe ¢ MHXUOHTOP Ha MPOTOHHATA MOMIIa, MOXe Ja yBesinyH pucka ot SCLE npu ynorpe6a na
JApYTH HHXMOMTOPH Ha NPOTOHHATA MOMIIA.

4.5. BsammoaeiicTBHe ¢ APYIH JIeKAPCTBEHH NPOAYKTH H APYrH GOpMH Ha B3anMojaeiicTBHE

Egexm na nanmonpason evpxy abcopbyusma na opyeu Aexapcmeenu npodykmu

[lopaau MeAHOTO ¥ NPOABL/DKHTETHO HHXHOHpaHe Ha CEKPELMATa Ha COJIHA KMCEJIMHA, TAHTONpPa3o
MO’Ke J1a HaMaM pe3opbuusaTa Ha lekapcTBa Che 3aBHCHMa oT pH Ha cTomaxa GHOHATHYHOCT, Harp.
HAKOH a30JI0BH aHTHUMHKOTHIIH, KATO KETOKOHA30J1, HTPaKOHa30J1, MOCaKOHa30J U ApYIrH JIEKapCTBa
KAaTo epjoTHHUG.

Jlexapcmea 3a nevenue na HIV-ungpexyusn (amazanasup)

EHOBpeMEHHOTO NpPHIIOXKEHHE C aTa3aHABUP M JPYTH JieKapcTsa 3a jeyeHne Ha HIV-undexums,
4uATO pe3opbums ¢ pH 3aBHcHMa, ¢ HHXHOHTOPH Ha MPOTOHHATA NIOMIIA, MOXKE /1a I0BEJIE 10
3HAYHMTE/IHO HaMalleHHe Ha GHOHANMYHOCTTA Ha JieKapcTBaTa 3a jiederre Ha HIV-undekums u na
OKaXKe B/IMAHME BBPXY e(PHKAaCHOCTTa Ha Te3H JiekapcTsa. [Topaau ToBa, eAHOBPEMEHHOTO
MPWIOKEHHE Ha HHXHOMTOPH Ha MPOTOHHATA NIOMIIA M ATA3aHABHP HE Ce NpenopbyBa (BXkK. Touka 4.4).

Kymapunoeu anmuxoazynanmu (pennpoxymon wiu eapgapun)

Bbrpeku, 4e npu KIHHHYHKTE (apMaKOKHHETHYHH NPOYYBAaHMUs [IPH €JHOBPEMEHHO MPHJIOKEHHE ¢
(ennpokymon unu BappapuH He ca HabIO1aBaHH B3AHMOZIEHCTBHA, NPe3 MOCTMAPKETHHTOBHS
nepuoj ca NOK/IaABaHH HAKOJIKO H30JIMPaHH CJIy4yau Ha MPOMEHH Ha MeXayHapoaHOTO
HOpMaH3HpaHo choTHoweHHe (INR) npu enHoBpemenHo npunoxenue. [lopaau ToBa, NpH NaLMeHTH,
JIeKyBaH! C KyMapHHOBH aHTHKOAry/JiaHTH (Hanp. ¢eHnpoKyMoH HITH BapdapHH), ce npenopb4sa
KOHTpON Ha npoTpombuHoBoTo Bpeme/INR crnen 3anoysaHe, NpH NPHK/IIOYBAHE H 10 BpEME Ha
JIEYEHHE C NAHTOIPa30lL.

Memompexcam

Cnob1uasa ce, ye NpH HAKOH MALHEHTH MPH eHOBPEMEHHATA yNoTpe6a Ha BUCOKH JI03H METOTpeKcaT
(Hanp. 300 mg) ¥ MHXMOHTOPH HAa MPOTOHHATA NOMIIA Ce NOBUIIABAT KOHIIEHTPALMKTE Ha
meToTpekcar. Eto 3auo, npu ynorpeba Ha METoTpeKcaT BbB BUCOKH J103H (Harp. NpH KapLMHOM H
HCOpH&BHC) MOKE Ja C€ HaAJIOXKH JIEYEHHETO C NAaHTOIMpa3ojl BpEMEHHO Oa Ce NpPeKpaTH.

Jpyzu npoyusanun 3a eaumodeiicmeusma

[NanTonpa3son ce MetaGonM3Hpa eKCTEH3UBHO B YepHHs Apob upes uuToxpoM P450 ensumuara
cucremMa. OCHOBHHAT MeTabonuTeH mbT € AeMeTHnHpaHe Ype3 CYP2C19 u apyruar MetaGonuTeH mbT
e okcuaauus upes CYP3 A4,

[1pu npoy4BaHusATa 32 B3aHMOEHCTBHS C JIEKAPCTBA, KOWTO CHIIO Ce METabONIM3MPAT MO TE3H
MBTHLIA, KaTo kapbamasenuH, Auasenam, NIMOSHKIaMH/L, HUQEANITHH M OPaIHM KOHTPALIENTHBH,
CBABPKALIH JIEBOHOPreCTpell H €ETHHHIIECTPaAHOI, He ca HaOMoAaBaHH KJIIMHHUYHO 3HAYHMH
B3aMMOJEHCTBHA.

Pesynrature, o6xBainaim npoyyBaH1aTa 32 B3aHMOAEHCTBHE MOKA3BAT, Y€ NAHTONPa30J1 He OKa3Ba
BIIHSHHE BbpXY MeTabo/1M3Ma Ha aKTHBHHTE BellecTa, MeTabonusupauy ce upe3 CYPIA2 (kato
kodeun, reopunnn), CYP2C9 (kato nupokcukam, aukiodenak, Hanpokcen), CYP2D6 (kato.. - :
metonponon), CYP2EI (kato etaHon) 4 He ce HamecBa B P-TIHKONPOTEHH CBbp3aHaTa abcopoums Ha'
JUIOKCHH. '

He ca nabnonaBann B3aMMOJeHCTBHA NPH CHBMECTHO MPHIIOKEHHE C AHTHALMIHH NMPOIYKTH.
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IIpoBexnanu ca ChIO NPOyYBAaHHA 3a B3aMMOJEICTBHE NPH NpHJIAaraHe Ha NaHTONpPas3oJ
€IHOBPEMEHHO CBC CJIEAHMTE AHTHOHOTHILIM (K1apUTPOMHLIMH, METPOHK/1a30J1, aMOKCHITHH). He ca
YCTAHOBEHH KJIMHHYHO 3HaYHMH B3aUMO/EeHCTBHSA.

4.6. DepruauTeT, GpeMEHHOCT H KbPMEHe

BpeMenHoct
Hswma anekBaTHH NaHHy 3a ynorpebara Ha naHTonpason npu 6pemerHH xxeHH. [1pu npoyusanus

BbPXY JKMBOTHH MMa JIaHHH 3a PeNpOJYKTHBHA TOKCHYHOCT (BK. Touka 5.3). [loTeHumanHuaT puck 3a
xopara He e u3BecTeH. [lanpason He TpaGra na npuiara no BpeMe Ha GPEMEHHOCT, OCBEH MPH ACHA
HeoOX0aMMOCT.

Kspmene
Ilpu npoy4BaHHATa BPXY )KMBOTHH € YCTAHOBEHO, Y€ MaHTONPa30Jl Ce eKCKPETHPa B MIISKOTO.

HoknansaHa e eKCKpelns B MaHYMHOTO MJISKO NpH Xopa. [Topaau ToBa pelueHueTo aanu aa ce
NPOABL/KH/TIPEKPATH KbPMEHETO HIIH MPOIBIDKH/TIPEKPATH JIEYEHHETO ¢ NAHTONpason Tpabsa aa ce
B3€Me, KaTo ce MMa MpeBH/ M0J13aTa OT KbPMEHETO 3a JIETETO M MOJI3aTa OT JIEYEHHETO ¢
MaHTONpa3son 3a Maikara.

4.7. Edexrn BLpxy cnoco6HocTTa 32 modHpane u paboTa ¢ MAIIHHA

Moske n1a HACTBIAT HEXKEIAHH JIEKAPCTBEHH PeakLMK KaTo 3aMaiiBaHe W 3pUTE/IHH HapyLIeHHs (BXK.
Touka 4.8). Ako ca 3acerHaTH, nauueHTuTe He TpsAOBa Aa wWodupaT Wik paboTAT ¢ MALIHHK.

4.8. HexenaHH JIeKapcTBeHH peaKIHH

[Mpubnuzurenno 5% oT naupeHTHTe MOraT Ja O4aKBaT Ja NOMYYAT HEXKENIAHH JIEKAPCTBEHH PeaKLIMH.
Haii-uecTo noknanBaHKuTe HeXXENaHH JIeKAPCTBEHH PeaKIlMH ca AMapus U 11aBoGosIHe, HaCTHIBAIIM
npu npubmuzuTenHo 1% or nauMeHTHTE.

B Tabnuuara no-nony ca u36poeHH HexeNaHUTe IeKapCTBeHH PeakiiuM, JOKIaBaHH Npu ynotpebara
Ha NaHTOMNpa3oJ1, KiacHGHLUMpaHH upe3 cieaHaTa KIacH(HKaLMA 32 YecTOTa: MHOro YectH (>1/10);
yecTH (>1/100 no <1/10); Heuectn (>1/1 000 mo <1/100); peaxu (=1/10 000 o <1/1 000); mHOTO
peaku (<1/10 000), ¢ HeusBecTHa yecToTa (OT HAIMYHHUTE JJAHHH He MOXe Ja ObJe HanpaBeHa
OLIEHKa). 3a BCHYKH HE)KEIaHH PeaKLiuy, JOK/Ia/IBAHH Npe3 OCTMapKEeTHHIOBOTO HabmoaeHue, He e
BB3MOXKHO Jla C€ OMpeaeH YecToTaTa Ha HeXKeJIaHUTE PeakLUMH, NOPaH KOETO Te ca MOCOYEHH ¢
HEHU3BECTHA YeCTOTa.

HPH BCAKO rpynHpaHe B 3aBHCHMOCT OT YECTOTATa, HEXKEJIAHHUTE JICKAPCTBCHH peaKLHH ce nsﬁposma'r
B HH3XOOA1 peA MO OTHOLUCHHE Ha TAXHATA CEPHO3HOCT.

Tabnuua 1. Hexenanu nekapcTBEeHH peakiiH MPH NPUIOKEHHETO Ha MAHTONPa30J1 MPH KIHHHYHH
NpOYy4BaHUA ¥ NOCTMAPKETHHIOBO Hab/oIeHHE.

YecToTa
C HeH3BeCTHa

CuHcreMHO - HeuecTH Peaxu MHoro peaxn
OpraHHH YecToTa
KJIACOBe
Hapywenus
Hai'm::ema u TpomGoumTonenus,
,ijuu;yama ArpanynouuTto3a | JleBkoneHus,
cucmema IManuuroneHAs

Capbx-

YYBCTBHTEIHOCT
Hapywenua

(BK1.
HA UMYHHam
cucméyuaa 3 aHa(QUIAKTHYHH

peakuHy 1

aHaHWIAKTHYEH

2019-08-N001 5 N\ 20190820




IOK)

Xunepaunuaemus XunoHarpreMus
H MOBHILIaBaHE Ha XunomarnesnemMus
Hapywenus
i JIUNUAUTE (BXk. TouKa 4.4)
I SN (TpurnMuepuny, Xunokanupemus,
ke XONIeCTepo), CBbp3aHa C
P MPOMEHH B XHNOMarHe3HeMHs;
TErI0TO XHnoxkanHeMus
XamouuHaumH,
O6bpkaHocT (no-
CrELHAIHO NPH
TTcuxuunu Hapymenus i[:HTLP::Hﬂ - Jle3opuentauus (M | MauWeHTH C
HapyuieHus Ha ChHA BCHYKH arpaBalMy) | Npeaucrio3HLMms,
S KaKTO H arpaBHpaHe
Ha ChIIECTBYBALIH
CHMITTOMHM)
EpIN I'naBoGonue, Hapymenus Ha i
Ha HepeHama
3amaiiBaHe BKYyca
cucmema
3purenuu
Hapywenus CMYIIEHHA
Ha oyume (3amMBraeHo
3peHue)
IMonunwu Ha | Jmapwus, MHKPOCKONCKH
IBHOTO Il'apene/ KOJIHT
(pynnyca) NOBpHIIaHE,
Ha cToMaxa | AGmoMHHaIHA
(mobpoxka- JIHCTEH3HA H
Cmomawno- | 9€CTBEHH) NnoJyBaHe Ha
ypeeHu KopeMa,
HapywieHus 3amnexk,
Cyxota B
ycTara,
Kopemuu
6onku u
JHCKOMMOpT
[ToBuinaBane XenatouenynapHu
Ha YBpeKIaHH,
X::amo&uwa yepHoapoOuu | [NoBumaBaHe Ha HKevnrennua,
p T€ EH3HMH OunupybrHa XenarouemnynapHa
HapyuteHus
(TpaHCcaMMHa- HEJ0CTaThbYHOCT
3u, ['TTII)
Cunznpom Ha
CruBbHC-/[)KOHCEH,
CuHapom Ha Jlaitsn
Epurema
Hagpionny O6pus/ex3aH- MyaTHdopMe,
Ha Koxcama u Yprukapus,
TeM/epynuuu DoToyyBCTBHTEN-
nodkodcHama C AHruHoenem
‘spOex HOCT
myKaH
CybakyTeH KoxeH
nynyc
epuTemaroec (Bx.
Touka 4.4)
@®pakTypy Ha MyckynHH cnasMu
Genpenara BCIICICTBHE Ha
H KOCT, KOCTHTE €JIEKTPOTUTHH
apywenus
Ha KMTKaTa ¥ HapymeHus
HA MYCKYIHO- sty ApTpanrus, i~
cKkenemnama Eze Muanrus ‘ )
cucmema \
rpbeOHauHHA \\
¢TI0 (BX. ‘
To4Ka 4.4) /]
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HurepcTHnanen
Hapywenus

35 HedpHT (¢

BB3IMOXKHA
bvbpeyume u

nporpecus 10
nukouHume
6B6peyna

muuya
4 i HeJIOCTATEYHOCT)

Hapywenus
Ha
6b3NPOUIBOOU
men 'mHekoMacTHs
Hama
cucmema u
2vpoama

Obwu IMoBuimena
AcTeHnus,
Hapyuienus u TeJecHa

ehexmu na f:()panl;_ Temrneparypa,
MACMOMO Ha o [epudepun

JIOXKEHHE
RPUNONCEHUE OTOLH

CrobiaBase Ha MOJO3UPAHN HEXKENAHH PEAKIIMH
CrobasaHeTo Ha NONO3HPaHH HEXKeNaHH PEaKilMH Clie/l pa3pelaBaHe 3a ynotpeda Ha 1eKapcCTBEeHHS

NPOAYKT € BakHO. ToBa No3sonsABa a MPOAL/DKH HaOMOJEHHETO HA CHOTHOLIEHHETO M0JI3a/PHCK 3a
JIeKapCTBEHHA NPOAYKT. OT MEIHLIMHCKHUTE CMELMAJIMCTH C€ H3HCKBA 1a chobiapar Beska
NnoJ031paHa HexeNlaHa peakuus upes M3mbiHuTeIHa areHIMs 1o nekapereara, yi. ,,Jlaman I'pyep”
Ne 8, 1303 Codus, Ten.: 02 8903417, yeGeaiit: www.bda.bg.

4.9. Ilpenosnpane

Hsma M3BeCTHH CHMNTOMH Ha NpeIo3MpaHe MpH Xopa.
CucreMHa excnosuums ¢ 1034 10 240 mg, NpuiIoKeHH HHTPABEHO3HO B MPOAB/KEHHE Ha 2 min ce
noHacs nobpe.

Twii kaTo nanTONpason ce cBLP3Ba B roJiAMa CTENEH ¢ IPOTEHHHTE, TOM He Ce AMaTU3UPa JIECHO.

[Ipn npenosupake ¢ KTMHAYHY PH3HALIA HA HHTOKCHKALIMA, OCBEH CUMITTOMATHYHO M TOJUThPIKALI0
JNieveHHe, He MOraT Ja Ce HanpaBAT CreH(HIHH TePanNeBTHYHH NPENOPBKH.

5. ®APMAKOJIOTHYHH CBOMCTBA
5.1. PapmakoaHHAMHYHH CBOHCTBA
MapmakoTepanesTHYHa rpyna: Muxuburopu Ha nporonnara nomna, ATC kox A02BC02

Mexanu3eM Ha neHicTBue

[lanTonpason e cy6cTuTyHpan GeH3MMHK1a30)1, KOWTO HHXMOHpa CeKpeLaTa Ha COJIHA KHCEIHHA B
cToMaxa upes cre¢uyHa 6rokaja Ha MPOTOHHATA NOMIIA Ha NapHeTatHuTe KieTkH. [lanTonpason
ce KOHBEPTHpa 10 aKTHBHaTa CH (popMa B KHcellaTa cpe/ia Ha MapHETATHHTE KJIETKH, KbETO
uHxubupa H+, K+ AT®a3a en3umure, T. €. puHANHKUS cTaauil OT NPOAYKUMATA HA COJTHA KMCETHHA B
cromaxa. HuxubupaneTo e 10303aBMCHMO H 3acsra KakTo 6a3anHara, Taka W CTHMYJIMpaHaTa
KHCe/IMHHA cekpeLs. [Ipy noBeyeTo NalMeHTH NpeMaxBaHeTO Ha CHMITOMMTE Ha peduiykca ce
Aoctura 3a 2 ceqmMuuH. Kakro apyrure nporonnn uaxuGuTopn 1 H2 peuentopHu HHXHOUTOPH,
JICYCHHETO C MAHTOMNPa30J peAyLHpa KHCETHHHOCTTA B CTOMAaXa M 10 TO3H Ha4YWH TIOBHILABA HHBOTO
Ha racTpHHa, MPONIOPLMOHATHO HA PeNYKIHMATA HA KHCENMHHOCTTA. [[OBHIIAaBaHETO HA HUBOTO HA
ractpuHa e o6parumo. Thii KaTo NaHTONpa3on ce CBbpP3Ba C eH3UMKTE JUCTATHO OT PELENTOPHOTO
HHMBO, TOH MOXe 1a MHXHOHpPa CEeKpeLMATa Ha COJTHA KHCE/THHA, HE3aBHCHMO OT CTUMYJIHPAHETO ¥ OT
ApYTH BellecTBa (aLIETHIXOIHH, XMCTAMHH, racTpuH). EdekTsT € chuusT, HE3aBHCHMO JaJlH
aKTHBHOTO BELLECTBO CE MpHIIara NepopantHo WIH HHTPABEHO3HO.
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Hupara Ha racTpuna Ha rnajHO ce NOBHILIABAT OT nanTonpaso. [Tpu kpaTkocpoueH npuem npu
MOBEYETO CNIy4au T€ He HAXBBLPJIAT rOpHATa rpaHHLia Ha HopMata. [Ipy NPoXb/DKHTENHO NIeYeHHe,
HHBATa Ha raCTPHHA Ce YBOABAT MpPH MoBeyeTo ciyya. EKCLIeCHBHO yBenHyaBaHe HACTBIIBA NPH
u3onupany caydau. [Ipu npoabIKHTENHO IeYeHHe NPH MasKa YacT OT CilydauTe ce Habio/iaBa KaTo
pe3yJITar JIeKO 10 Cpe/IHO NoBHIIaBaHe Ha 6pos Ha cneurduurnTe eHnokpuHHK (ECL) knetku B
cTomaxa (0GHMKHOBEHa /10 aIeHOMaTOMIHA Xunepruiasks). Bee nak, ChriiacHO Npoy4YBaHHUATa,
MPOBEEHH 10 MOMEHTA, (POPMHPaHETO Ha KAPLIMHOM/IH NPEKYPCOPH (ATHITMYHA XHIIEPIUIA3Hs) HIIH
CTOMALIHH KapLMHOM/IH, KAKBUTO ca GWIM OTKPHTH NPH ONMTHTE C JKMBOTHH (BXK. Touka 5.3), He ca
HabnonaBaHy NpH Xopa.

Ilo Bpeme Ha jie4eHHE C AHTHCEKPETOPHH JIEKaPCTBEHH NPOAYKTH raCTPHHEBT B CEpyMa Ce MOBUIIABA B
OTTOBOP Ha MNOHWKEHAaTa KHCeIHHHA cekpelus. B pesyntar Ha HamaneHaTa CTOMallIHA KHCETHHHOCT
ce nosHasa 1 HHBOTO Ha CgA. TloBreHoTO HMBO Ha CZA MOJXKe [1a TIOB/IHSAE Ha M3C/IeIBAHHATA 33
HEBPOEHIOKPHHHH TYMOPH.

Hanuunute mybnuKyBaHu 1aHHM NOKa3BaT, Y€ NPHIAraHeTO HA HHXMOMTOPH Ha MPOTOHHATA MOMNA
Tps6Ba Ja ce NPeyCTaHOBH MEXTY 5 IHH W 2 ceAMHILA npean u3mepsaHe Ha CgA. Tosa ce npasu ¢
uen HuBara Ha CgA, KOMTO MoraT Jia ca JTeXJIMBO NOBHINEHH cie jedenne ¢ UM, na ce
BB3CTAHOBAT /10 pe)EPEHTHUTE CH IPAHHLIH.

IIpeABH/ JaHHHTE OT NPOYYBAHMATA NMPH KMBOTHH, NPH ITPOLBIDKUTEIHO JIEYEHHE C MAHTONpPAso,
Ha/IBULIABALLO €1HA FOJJMHA, HE MOXKe HAITBJIHO JIa Ce M3K/TIOYH BE3MOXKHOCTTA OT MOB/HABAHE HA
napameTpHuTe Ha (yHKIMATA HAa LIWTOBHHATA JUle3a.

5.2. ®apmMakoKHHETHYHH CBOHCTBA

Ab6copOums
DapMakOKHHETHYHHTE NapaMeTpH He BAPHPAT CJie]l eJHOKPATHO WIH MHOTOKPATHO NMpHioXKeHHe. B

no308u rpanuuy ot 10 1o 80 mg kMHeTHKaTa Ha NAHTONPA30J € JIHHEHHA e/l EPOPaJIHO 1
MHTPABEHO3HO MPHIIOKEHHE.

[lanronpason ce pesop6upa 65p30 H MaKCHMAJIHH TU1A3MEHH KOHLIEHTPALMK Ce JOCTUIaT 0PH Cllel
NpuniaraHe Ha eJHOKpaTHa nepopaisa no3a ot 20 mg. Cnen npunaraxe Ha Tabnetka ot 20 mg cpeaHo
3a okon1o 2,0-2,5 h ce mocTuraT MaKCHMasIHH IU1a3MEHH KOHLIEHTpaW|M ot okono 1-1,5 pg/ml, kato
TE3M CTOHHOCTH C€ 3ana3BaT NOCTOSAHHH CJIe MHOIOKPaTHO npuiarane. AGcomoTHaTa GHOHATHYHOCT
Ha TabneTHata opma e okono 77%. CbBMECTHHAT MpHeM Ha XpaHa He nosauasa AUC,
MaKCHMAaJIHWTE TIa3MEHH KOHLCHTPALIMH U pecnieKTHBHO GuonanuunoctTa. EnquHcTBEHO
NPOAB/KHTENHOCTTA Ha lag-asata Mmoxe na 6bJe yBenHueHa NPH CHBMECTHO NMPHEMaHE ¢ XpaHa.

Pasnpenenenue
CBbp3BaHETO Ha NAaHTONPAa30J1 ¢ NJIA3MEHUTE NPOTEHHH € 0KOJo 98%. OGeMbT Ha pasnpe/ie/ieHHe € oT
oxono 0,15 Ikg.

bu copmanus

JlexapcTBEHOTO BELIECTBO MOYTH HAMBJIHO ce MeTabonu3upa B yepHus Apob. IaBHUAT MeTaboTHTEeH
neT € AeMeTHnrpaneTo uypes CYP2C19 ¢ nocneapaina cyndarHa KoHOralumsa, Apyr MeTaboIMTeH MbT
e oxcuaupane upes CYP3A4.

Enumubupane
TepMHHANTHHAT €TMMHHALIMOHEH MOJTY>KHBOT € OKOJIO 1 4ac u KnMpsHCEHT e okoo 0,1 I/h/kg.

VcTaHOBEHH ca HAKOIKO cilydas Ha cyOekTH cbe 3a6aBeHo enumunupane. [Topaau cneuuduuHoTo
CBBP3BaHE HA MAHTONPAa30J1 C NPOTOHHHUTE TIOMITH Ha MapHETAIIHHTE KIETKH, €TMMHHALMOHHHAT
NOMY>KHBOT HE KOPETMpPa C MHOTO MO-bJIraTa NPOABL/DKHTENHOCT Ha AeicTBHe (MHXHOHpaHe Ha
KHCEJIHHHATA CeKpeLHs).

Bu6peuHOTO elMMUHMpaKe € OCHOBHHAT BT HA EKCKPELA Ha MeTaGoIMTHTE Ha NAHTONpPasos (OKoJo
80%), ocrananara 4acT ce eKCKpeTHpa ¢ u3npaxkHeHusTa. OCHOBHMAT MeTabOIHT, YCTAHOBEH, KaKTO B
cepyMa, Taka i B YPHHaTa, e JIe3MEeTHIINIaHTONpa301, KOHTO € cy/(paTHO KOHIOrHpaH. IlepuoasT Ha

2019-08-N001 8 0, 20190820



MoJIyeTMMHHMpPaHe Ha OCHOBHMA MeTabonuT (okono 1,5 h) He € MHOTO MO-NMPOABIKKTENIEH OT TO3H Ha
NaHToNpaso.

Xapaxmepucmuku npu cneyuantiu 2pynu nayuesmu

[Tpubausurenso npu 3% or Eeponeiickara nonynauus nuncsa ¢yskumonupan CYP2C19 ensum u e
ca Hape4yeHu cnabu MetaGonusaTopH. ITIpy Te3u HHAMBHAM METAGONM3MBT Ha IAHTONPA30]1 BEPOATHO
ce katanusupa oT CYP3A4. Cnen npunosxkena enHokpartHa 103a ot 40 mg naHTonpasos, cpeaHara
IO MOA KPHBATA IUIa3MeHa KOHUEHTpaLusa/BpeMe e 6 MbTH 1o-ro/isMa npu cnabure
meTaboH3aTOpH B cpaBHEHHE Che cyOekTH ¢ GpyHkuronupan CYP2C19 eH3uM (€KCTEH3HBHH
meTtabonuzaropu). CpeHaTa MAKCHMAIHa [U1a3MEHA KOHLEHTpPALMS € MOBHIIEHa ¢ 0Kono 60%. Tean
(bakTH HAMAT OTHOLIEHHE KbM JO3HPAHETO HA NIAHTONPA30J.

He ce u3nckBa noHmwkaBaHe Ha 103aTa, KOraTo MAHTOMNPA30J1 Ce MpUara NpH NaLMEHTH ¢ yBpeeHa
610peuna QyHKIMA (BKJI. MAlMEHTH Ha XeMoAKanK3a). [IpH Te3H nauMeHTH, NoKo6HO Ha MalHEHTHTe
¢ uHTaKkTHa 6b6peuHa yHKIMs, NIA3MEHHUST NEPHO/ Ha NOMyETMMUHHPAaHE Ha NAHTONPA30J €
KkpaTbK. CaMO MHOTO MaJIka 4acT OT NaHTONpa3on Moxke 1a ce auanusupa. HesaBucumo, ye nepuoast
Ha MoJTyeJIMMHHHpaHe Ha OCHOBHHs MeTaboNMT € ymepeHo yabivkeH (2-3 h), ekckpelmaTa e Bce Taka
OBbp3a W He HACTBIBA KyMYyJIalHs.

Bbnpeky, 4e npu nauxeHTH ¢ yepHoapoGHa umposa (k1ac A u B cernacuo Child) cnen npunarane Ha
no3a o1 20 mg e ycTaHOBEHO yb/KaBaHe Ha €IMMHHALIMOHHHS TOJTYKHBOT 110 3-6 h M yBenHueHHe ¢
tdakrop 3-5 Ha croiiHocTTa HAa AUC, HabnogapaHuTe MaKCHMAIHH TU1a3MEeHH KOHLIEHTpallMK ca caMo
1,3 bTH NO-BUCOKHM OT TE3H NMPH 3/1paBH HHIHBH/IH.

Jlexoro yBenuyenne Ha AUC u Cmax, ycTaHOBEHO NpH 106poBO/ILM B CTapyecKa Bb3pacT, B
CPaBHEHME C TMO-MJIAJINTE YYACTHHLH CHIIO HE € OT KIMHHYHO 3HA4YeHHE.

Heya

Cnen npunaraneTo Ha eIHOKpaTHa nepopaitHa 103a ot 20 wiu 40 mg naHTONMpasoN Ha Jeua Ha
BBb3pacT oT 5-16 roguan AUC 1 Cmax ca B rpaHMIIMTe Ha AMana3oHa, CbOTBETCTBALL Ha CTOWHOCTHTE
NPH Bb3PAaCTHH.

Cnepn npunaraHeTo Ha eIHOKpaTHa HHTpaBeHO3Ha 11032 ot 0,8 win 1,6 mg/kg nanTonpason Ha fena Ha
BB3pacT 2—16 roaHHH He Ce YCTaHOBSABA CHILECTBEHA BPB3KA MEXKIY KIMPHHCA HA TAHTOMPAa3oN H
BB3pacTTa Wik TernoTo. AUC u oGembT Ha pasnpesieieHse CbOTBETCTBAT Ha Te3H, HaGIONaBaHH MPH
Bb3PACTHH.

5.3. IlpeaximunvHHE 1aHHH 3a GezonacHOCT

HexnuuuunMTe 1aHHKM He MOKa3BaT 0coOeH PHCK 3a Xopa Ha 6a3aTa Ha KOHBEHLIMOHATHHTE
¢apmakonoruunu npoyuBaHus 3a 6e30NaCHOCT, TOKCHYHOCT TIPH MHOFOKPATHO MPHIIAraHe |
reHOTOKCHYHOCT.

B 2-roauiinm npoy4BaHus 3a KAPLMHONEHHOCT, IPOBEIEHH BLPXY IUTbXOBE Ca OTKPHTH
HEBPOEHIOKPHHHH HEOMIa3MH. JIONb/IHHTENHO B rOpHATa YacT Ha CTOMAaxa MpH IUTbXOBE Ca OTKPHTH
CKBaMO3HOK/IEThYHH NMANWIOMH . MexaHu3msT, Boaew 10 GOpMHpaHe Ha CTOMALUHM KAPLIMHOWIM OT
cybeTuTyrpanuTe GEH3MMMIA30/IH € BHUMATEJTHO NPOYYEH H € HANPaBEHO 3aKTIOYEHHE, Ye TOBa €
BTOPHYHA PEaKLHsA Ha CHITHO MOBHILEHHTE CEPYMHHM HHBA HAa raCTPUHA, HACTBIIBALLM IPH ILUTHXOBE 10
BPEME Ha XPOHHYHO BHCOKO/JI030BO TpeTHpaHe. B BeroauinHu u3cneqBaHus BbpXy rpu3aqu e
YCTaHOBEH yBe/M4eH Opoii Ha YepHONOPOOHH TYMOPH MPH TUIBXOBE H KEHCKH MHILKH, KOETO €

MHTEPNPETHPAHO KATO CIEACTBHE HA BUCOKATA CTENEH Ha MeTaboM3bM Ha NAHTONPa3osl B YEPHHS
pob.

B rpynara misxose, TpeTupanu ¢ Haii-Brcoka 103a (200 mg/kg) e HabnonasaHo c1abo yBenuyeHHe
Ha 4YeCTOTaTa Ha HEONJIACTHYHHTE H3MEHEHHS Ha LIMTOBMAHATA XJie3a. Hanuunero Ha Te3u
HOBOOOpa3yBaHus € CBbP3aHO ¢ NPeIU3BUKAHHTE OT MAHTONPA30J MPOMEHH B katabon3Ma Ha
THPOKCHHA B YepHHA pob Ha nreXa. Thif KaTo MpH Xopa TepaneBTHYHATA /1032 € HHCKA, HE Ce
OyYakBaT e()eKTH Ha yBpeKIaHe Ha LMTOBUIHATA HKJle3a.

Tlpu penpoyKTHBHM IPOY4BaHHS BLPXY XHUBOTHH C 1034 Haa 5 mg/kg ca HAGMIOAABAHY NPH3HALA HA
cnaba GeToTOKCHYHOCT.
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I1pu noeenenuTe M3cneaBaHUs He Ce OTKPHBAT JOKA3aTe/ICTBA 32 YBPEkKaHe Ha epTHIHTeTa Wik
TEpPaTOTeHHH e(eKTH.

TIpOHHKBAHETO Mpe3 IU1alIEHTaTa € POY4YeHO NPH [UTHXOBE H € YCTAHOBEHO, Y€ Ce YBeIHYaBa ¢
Harpe/iBaHe Ha GpemeHHOCTTa. B pesynTar Ha TOBa, KOHLIEHTPALMATA HA IAHTONPA30. B IUI0JIA Ce
YBeJI4aBa HEMOCPEACTBEHO MPEIH PaXKIaHETo.

6. DPAPMAIIEBTHYHH JAHHHA
6.1. ChnHcbK HA NOMOIIHHATE BelIECTBA

Hopo na mabremxama:

ManwuTton

Hartpuee kapboHnar, 6e3soaen

Hatpuer HHIIECTEH rIMKONAT
Cpnonumep Ha METaKPHIOBa KHCETHHA
Kanuues creapar

Tabnremno noxpumue:

Xwunpomenosa

THTaHOB OHOKCHI

Tank

Maxkporon 400

Harpues naypuncyndar

Cbrnonumep Ha METaKpHJIOBa KHCe/IMHA-eTHIAKpHAT, 30 NPOLEHTHA AUcTepcHs
ITponuneHrankon

HenezeH okcua, XKBIT

6.2. HechpBMecTHMOCTH

Henpunoxumo

6.3. Cpok Ha rogHOCT

4 roguHu

6.4. CpennajHH yC/JIOBHS 32 CbXpaHEHHE

be3 cneumnanyu ycnoBus Ha ChXpaHeHHe.

6.5. Bua m chAbPKAHHE HA ONAKOBKATA

ITarpason 20 mg cromainHo-ycToiumBH Tabnerku no 10 6pos B 6mctep ot Al/Al, no 3 6nucrepa B

KYTHSl.
ITanpason 20 mg cromawHo-ycToituuey Tabnerku no 14 6pos B Giuctep or AV/Al no 2 6aucrepa B

KyTHSA.
INanpazon 20 mg cromamHo-ycToiunBy Tabnerku no 28 u 30 6poa B onakorka 3a Tabnerkn or HDPE.
6.6 Crnenma/iHH NpeAna3sHH MePKH NPH H3XBbPJIsiHE

Hsama cnieumanHin H3HCKBaHHUA.

Heu3nonssaHuaT JiekapcTBeH NPOIYKT KM OTNAXBLYHHTE MATEPHAIH OT Hero TPAGBa 1a e U3XBBPIAT
B COTBETCTBHE C MECTHHTE H3HCKBaHMA.

7.  NMPATEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA
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Actavis Group PTC ehf,

Reykjavikurvegur 76-78

220 Hafnarfjordur

Hcnangus

8. HOMEP HA PASPENIEHHETO 3A YIIOTPEBA

Per. Ne: 20090585

9. JATA HA ITBbPBO PA3PEHNIABAHE/TIOJHOBSIBAHE HA PA3SPEIIEHHUETO 3A
YIIOTPEBA

JlaTa Ha nmepBo paspewasane: 15.12.2009 r.

JlaTa Ha nocnenHo noaHoeasane: 17.12.2014 r.

10. JATA HA AKTYAJIU3UPAHE HA TEKCTA

26.08.2019
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