KPATKA XAPAKTEPHCTHKA HA TPOAYKTA

W3NLAHUTENHA ATEHLWA NO NEKAPCTBATA

RpamKa XEpaxmepUCTIKE Ha hpogyxmé - Ipusams:ue 1
1. HME HA JEKAPCTBEHHAA TIPOAYKT 3 20/6”392

Kbm Pea. Ne
HManpazon Kontpon 20 mg croMamHo-yCcTOHYHBH TabieTkH -1 27y
Panrazol Control 20 mg gastro-resistant tablets Paspewehus N g € / /7 ” }7’5 4 ?
- 2217, W
ggggpe”"e e /.

2. KAYECTBEH H KOJIMMECTBEH CbCTAB

Bcaka croMamHo-ycTolqHBa TabsieTka chappka 22,56 mg naHTONpa3ol HaTpHi CeCKMXHIpaT
(pantoprazole sodium sesquihydrate), exsupanenren va 20 mg nantonpason (pantoprazole).

3a TEJIHHY CHHCEK HA MOMOLIHMTE BelllecTBa BHIKTE TouKa 6.1.

3. JEKAPCTBEHA ®OPMA

CTOMAIHO-yCTOuMBA TAOIETKA

Manpason Konrpon 20 mg ca CBETIOKWITH, OBATHH, ABOHHOMITEKHAIH, CTOMAIIHO-YCTOHYHEBH
TabnreTkn, ¢ quaMetTsp 4,2 X 8,2 mm.

4. K/IHHHYHH JAHHH

4.1 TepaneBTHYHH HOKA3AHAN

KpaTtkocpouHo neyeHHe Ha racTpoesodareancH pediykc H CBBP3aHHTE C HETO CHMITTOMH.

4.2 J0o3HpPOBKA H HAMHH HA NPHUIOAKEHHE

03HpOBKa
Ipenopvyumenna 063upogra:

Bw3pacmnu u wonowu wa 12 u noseve 200unu

Jeuenue na rexa gopma na 2acmpoezoghazeanen peryrc u cevpsanume ¢ Hezo cumnmomuy (KaTo
CTOMAINHH KHCEITHHH, KicennHeH pedumyke, 60JIKa TIPpH NperThinaHe):

[penoprYUTENAaTa NpEpopaiHa AHEBHA 1038 € eAHA CTOMAIIHO-YcTolunBa TabneTka [Tanpason
Kontpon ot 20 mg. OGnkHOBeHO ofJiek4aBaHe Ha CHMITTOMHTE C€ TIOCTHTa B PAMKKTE Ha NEpHOl OT
2 ceaMHIM. AKO 32 TO3H IEPHOJ He Ce IOCTHTHE AOCTaThYeH TepaneBTHYEH eQEKT, CHCTOAHHETO
TpaGBa a ce NPEOLCHH OT JIEKap.

Ocofenn TPYIIE DANHEHTH:

Heya noo 12-zo0uwna evspacm:
[Manpason Korrpon 20 mg He ce npenopwusa 3a ynorpeda npy Jeua nof 12-rofunmma BE3pacT,
MOpafH OrPAHMYCHH JAHHH 3a 0e30NacHOCT H e(PHKACHOCT IPH TA3H BE3PacTOBa rpyTia.

Yeproopobuo yepexcoane
JHeBHaTa 103a ot 20 mg naxTonpason He TpA0Ba 1a ce NpeBHINABA NPH NALHECHTH C
yepHoApolHa HEAOCTATHYHOCT (BK. TOUKa 4.4).
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Buvbpeuno yepeocoane
He ce Hanara xopekis Ha 103aTa NPH NALMEHTH ¢ yBpeeHa 6n0peyHa QyHKipa.

Hayuenmu 6 cmapuecka ev3pacm
He ce Banara KOPEKI{HA HA J03AaTa [IPH MAllHEHTH B CTapvyecka BR3pacT.

HauWH Ha npHIoKeHue
CromaiHo-ycroiiuMeuTe TabJaeTKH He TPIOBA /14 Ce IHBYAT WM HATPOINABAT, a TpAOBA Aa ce rhITaT

LIETH ¢ MAJIKO BOAA, 1 Yac mpeau XpaHeHe.,
IpH OBEIHO NOBIHABAHE HA CHMITTOMHETE JIEYEHHETO TPAORA Aa ce NPCKPaTH.
AKO ce Hanara JIeYeHHETO Ja MPOXDKH NOBEYE OT 4 CEIMHIIH Ce MIHCKBA KOHCY/ITalliA C JeKap.

4.3 IIpoTuBONOKA3aAHEA

CBpPBEXYYBCTBHTETHOCT KbM AKTHBHOTO BEIECTBO, CYOCTHTYHpaHH OEH3HMHAA30H WIH KbM HAKOE OT
NOMOIHHTE BellecTBa Ha MPpOAyKTa, M30poeHH B Touka 6.1 WM KoMOHHAIHA OT MOCOYEHOTO.

4.4 CpoenuajnH DpeAynpexicHHd H NpeANa3HR MePKH npE ynorpeba

Yepnoopobno yspexcoane

TTpH naHeHTH ¢ TEXKO YepHOAPOOHO YRpEXKAaHE N0 BpeMe Ha JICUEHHETO ¢ MAHTOMpPa3on Tpabea
PeZoBHO 1A C€ TPOCIEAIBAT YePHOIPOOHHTE eH3HMH, 0co0eHO NpH NPOARDKHTEIHA Tepanud. [Ipn
NOBHILABAHE HAa YEPHOAPOOHATE €H3HMH IEIEHHETO TPAGRA fa ce IPEYCTAHORM (BXK. TOUKa 4.2).

Hamwue na anapmupary cumnmom

HpH HamyKe HA HAKOM anapMHpam] CHMITOM (Halp. 3HAYHTEIHA HEXKENAHA 3ary6a Ha TEIECHO TerIo,
PELIHIMBHPAINO NOBPBIIAHE, AHCHATHMA, XeMaTEME3a, AHEMHS HITH MEJICHA) H KOTATO € CYCIIEKTHA HIH
HalHYHa CTOMAINHA A3Ba, TPAOBA Na ¢¢ H3KIMOYH HATHIHETO HA MAJIMTHeHOo 3aboN1BaHe, Thil KaTo
NEYCHHETO ¢ NAHTONPA30] MOXKE 2 00/IeKYH CHMIITOMHTE M Taka A2 3a0aBH AHATHOCTHLHPAHETO.
Tpabra aa ce mpoBeNAaT AOIMLIHUTEIHH W3CAEIBAHNA, AKO CHMITTOMHTE IEPCHCTHPAT, HE3aBHCHMO OT
aJCeKBATHOTO NICUEHHE,

Eonospemenno npunoxcenue ¢ amasanasup

EnnOBpeMeHHO NPHIOKEHHe HA ATa3aHABHP ¢ MHXHOHTOPH HA NPOTOHHAATA NIOMIIa HE C¢ TIpenophyBa
(Bx. TouKa 4.5). AKO KOMOHHAIMSTA HA ATA3AHABHP C HHXHOHTOP HA IPOTOHHATA TIOMITA € TIPHETA 34
HeH36eskHa, ce NPENOPEYBa CTPHKTHO KITHHHYHO HaGmoaeHye (Hanp. BHPYCHO HATOBAaPBaHE) B
kxoMOHHaIMA ¢ noBHILIEHA J03a aTasaraBup Jo 400 mg cxe 100 mg puroHasHp. /IHeBHATa A03a OT

20 mg nanronpason He TpaOBa Aa ce HAABHINABA.

Hoenuneane na rnabopamopriume pesyimamy

IMTornmenoTo HHBO Ha XpoMorpaHHH A (CgA) Moxe Na NOBNHAE Ha H3CACIBAHHATA 34
HEBPOCHAOKPHHHH TyMOPH. 3a Ja ce u3berne Toea B3aumozeiicTeue, neucnuero ¢ [lanpason Korrpon
TpaOBa 12 ce cipe BpeMEHHO Haii-MAJIKO 3a 5 IHM npeau onpeaensHeTo Ha CgA (Bxk. Touka 5.1). Ako
HHBaTa Ha CgA M racTpHHa He ¢a ¢¢ BB3CTAHOBIIM B pedepeHTHITE CH MPAHHLM CJIE] HAYaTHOTO
OMpPe/ICNANE, HIMEpBaHeTo TpAGB2 Aa 6bAe MOBTOPEHO 14 AHM clefl CIHPAHE HA JIEUCHHETO ¢
HHXUOMTOP HA NPOTOHHATA TIOMTIA.

Brv3oeiicmsue evpxy abcopbyuama na eumamun B12
IpH naumenTH cbe curApoM Ha Zollinger-Ellison i Apyru naToJorHUYHK XHNEPCEKPETOPHH
CHCTOSHHA, H3HCKBAIIM MPOALDKHTEHO JieueHKe, TAHTONPa30Jl, KATO BCHYKH OIOKHpAIH
CEeKpelHATa Ha CTOMAlIIHA KHCE/THHA JIEKAPCTBA, MOXE 112 HAMAH pe30pOIHATA HA BHTS
(umankobanaMHH) MOPany XuMo- WiH axIopxuapus. Tosa TpaGea Aa ce HMa NPEABHA T
HaMAICHH TEISCHH 3aIIacH HIH pUCKOBH GaKTOPH 3a HoHWKeHa abcopbLiua Ha BHTA
ca Ha NPOALDKHTETHO JIeUeHNe, WIH ako ce HalmofaBaT ChbOTBETHHTE KIHHHTHH CH
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Ilpodvaoicumenno revenue
IIpu npoABIDKHTENHO NIeueHHE, 0c0beHO NPH NPOXKDKHTEHOCT IOBEYE OT | roAHHa, NAHEHTHTE
TpabBa Aa ce HaONIOHABAT PENOBHO.

Facmpounmecnumamiu ungberyuu, npeduzsuxany om baxmepuu

Moxe na ce ouaksa, ue TAHTONPA3MI, KAKTO BCHYKH APYFH HHXHOHTODH HA IIPOTOHHATA MOMIIA,
noeHmasa 6pos Ha GakTepHHTE, HOPMAJTHO IPHCHCTBAINH B FOPHHTE OT/CIH HA XPAHOCMHITATENTHHA
tpakT. Jleuennero ¢ Ilanpaszon Konrpon 20 mg Moxe na aosene Ao NeKo MNOBHIIEH PUCK OT

CTOMAITHO-YPEBHH HHGEKIHH, MPHYMHEeHH oT GakTepun, kato Salmonella, Campylobacter u
C. difficile.

Xunomaznesuemun

Ilpu naimesTH, NeKyBaHH ¢ MHXHOHTOPH Ha NPOTOHHATA TIOMIIA, KATO MAHTONPA30J1, B IIPOABIDKEHHE
HA He N0-MAJTKO OT TPH MECelia U B IOBEYETO CJIyYaH 3a e[lHA rouHa, ¢ HabmonaBaHa Texxka dopma
Ha XunoMarxezsemus. CHMITTOMHTE Ha XHIIOMATHE3HEMHATA, KATO YMOpa, TETAHHA, RETHPHYM,
rbp40OBe, BHCHE Ha CBAT H KAMEPHA apHTMHA MOFaT J1a OBb]aT CEPHO3HH, KaT¢ B HAYaA0TO MOraT Ja
Onaar crabo w3paszenu u Aa ce npeHedperyar. IIpy Hali-3acerHaTHTe MALHEHTH, XHIIOMATHE3HEMHATA
OT3BYY4Ba CNeM 3aMECTHTETHA Tepanus ¢ MarHe3Hii M mpekparapane Ha TepanusTa ¢ HIIIL

Ilpu naLmMeHTH, IpH KOHTO ¢€ 09aKBa NPOBEKIAHE HA MPOJB/DKHTEIHO JICHEHHE HIH KOMTO MpHeMaT
HHXHOMTOPH Ha MMPOTOHHATA NOMITA €HOBPEMEHHO C [IMIOKCHH MY NCKAPCTBA, KOWTO MOTAT 4a
NPHYHHAT XHITOMATHE3HEMEA (HANP. AHYPETHIIH), MEJHUMHCKHAT nepcoHan TpAOea na pasriena
BB3MOXHOCTTA 34 ONpeeNiHe CTOHHOCTATE Ha MarHe3Hit npeau 3anodsade Ha neuende ¢ UTMI u
NICPHOIAYHO MO BpeMe Ha JICYEHHETO.

Hostauen puck om dpaxnypu

HuxubuTopHTe Ha NPOTOHHATA NOMIIA, 0COOEHO aKO CE U3TION3BAT BB BHCOKH JIO3H H 33
MPOIWDKHTENCH NIEPHOA 0T BpeMe (> 1 ropuna), Morar cnabo Aa NOBHMIAT pHCKA OT (pakTypH Ha
fenpenara KOCT, KOCTHTE Ha KHTKATa H NPSIUIEHATS Ha rphOHAYHHA CTRIO, MpeTMMHO NPH NallHEeHTH
B CTapyecKa BB3PACT H)TH MPH HANMYMHETO HA APYTH NPH3HATH puckoBH dakrops. OGcepsalMoHHH
NPOYYBaHKS OKA3BAT, 4¢ HHXHOMTOPHTE HA NPOTOHHATA NIOMIIA MOraT Aa MOBHLIAT KATO L9J10 PHCKA
ot ppaxtypm ¢ 10-40%. YacT OT TOB2 YBETHUCHHE MOXE /2 C€ ABIDKH HA JPYTH PHCKOBH (akTopH.
INammenTH ¢ NOBAIIEH PHCK OT OCTEONOPOo3a TpadBa Aa ObAAT HaOMIOAABAHH H JICKYBaHH B
CBLOTBETCTBHE ¢ HACTOAIINTE KIMHWYMHH PhKOBOACTBA U Aa IpHeMaT BuTaMuH D B Kamumit
afieKBaTHH JI03H.

C eH KONCeH e amgdec (SCLE

HHxnGHTOpHTEe Ha MPOTOHHATA [IOMIIA €A CBBP3aHU ¢ MHOTO peakH cirydan Ha SCLE. Ako ce noasar
Ne3uH, 0cobEHO B YUACTHLM OT KOXKATA, HANOKEHH Ha CITHHYEBH JTBUH, M aKO TE Ca CHITPOBOACHH <
OQJIKH B CTaBUTE, NALMEHTHT TPAGBa He3a0aBHO M2 NOTHPCH MEIHIMHCKA TIOMOIL] H ME/IHITHHCKMAT
CTIELMAITHCT ClIeABa A2 OGMHUCTH criHpaHe Ha npuema Ha [lanpazon Korrpon. SCLE, HacTeImin cren
MPEeXOAHO JICUEHHE ¢ MHXHOHTOP HA MPOTOHHATA IOMNA, MOXke Ja ysenuu packa ot SCLE npn
ynoTpeba Ha Apyrd MHHXMOHTOPH Ha IPOTOHHATA TIOMIIA.

Hamenme Tpa6Ba xa GhJAT HHCTPYKTHpPAHH Ja c& KOHCYITHPAT ¢ JieKap, aKo:
HMaT HeyMHIIeHa 3ary0a Ha TeNECHO TErIo, aHEMMS, CTOMAIITHO-YPEBHO KEPBEHE, AHC(arus,
YIIOPHTO NOBpPBLIlaHe HWIH NOBPHIIAHE ¢ KBPBABH NPUMECH;

. Ca ONCpHpaHH IMOpPanH A3Ba Ha CTOMAXa HJIH HMAT APYTH OlIcpalHH Ha FaCTPOHHTCCTHHAJTHHA
TPaKT,
. ApOBEA AT NPONBIDKHTENTHO CHMOTOMATHYHO JIedeHHe (3a 4 HIH MoBe4e CEIMHIIE) 3a
JUCTICOTHIHK CHMITTOMH HITH TIApEHE 3a]] MPBAHATA KOCT;
. HMAT CepHO3HO 3a00JABaHe, 3acaramo oOmoTo HM CHCTOSHHE, e
v HMAT XKBITCHHIA HIH TEKKO H3pa3eHo YepHoapoOHo 3a6onapane; 7 }gt“” 1o ’%‘ _
. €a Ha BB3pact Hafl 55 roIWHM ¢ BE3HHKHAJIH HOBH HJIH ¢ HACKOPO MMPOMEHEHH Clf T 4%

HaumenTHTE © MPOALIDKHTEAHE PEKYPEHTHH JHCIICITHYHH CHMIITOMH HITH CTOME

TpabBa penoBHO Aa 6biar HaOMONABaHA OT JieKyBaliya A Jekap. [TannenTHTe HaA
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€/KCJIHEBHO NPHEMAT MPOIYKTH §e3 pellenTa 3a NogobpABaHE Ha XPAHOCMIUIAHETO HITH CTOMAIIHH
KHCE/THHH Tpa6Ba Aa HHGOPMHpAT CBOA NEKap HIH (apMaLeET.

[MauueHTHTE He TpAOB2 A2 NMpHEMAT eAHOBPEMEHHO IPYTH HHXHOHTOPH Ha IIPOTOHHATA TIOMIIA WIH
H2 agTaroHHCTH.

Ilpean fa npHeMaT TO3H JICKAPCTBEH MPOAYKT MALTHEHTHTE TPAGBA 11a ¢¢ KOHCYIITHPAT ChC CBOS
NeKap, aKo HM [IPEACTOH EHAOCKOMHA HIH NPOBEXKIaHe HA ypeeH JUXATEICH TECT.

Taupentrre TpAGBa Aa GhaaT HHPOPMHpaHH, Ye TabIeTKHTE He 0OnexvuaBaT He3abaBHO CHMITTOMMTE.
ObnekveHne Ha CHMITTOMHTE MOYKE J1a HACTHNHM | ZieH ciel 3ano4BaHe Ha JeYeHHe ¢ AHTONpa3ol, HO
moske Aa Opae HeoOXOAMMO NPOOYKTET Ja ¢& npHeMa 7 THH, AOKATO CE NOCTUIHE TeParleBTHUEH

ethexT.

INanpenTuTe He TpAOBa Na IpHEMAT IAHTONPA30M MPOGUIAKTHIHO.

Tlomomny BernecTsa

Hampuii

To3n exapcTBeH IPOAYKT ChABPrka No-Manko or | mmol Hatpsii (23 mg) Ha croMalIHO-ycTOHYHNBa
TabneTka, T.e. MOKE Ja C& KaKE, 4e MIPAKTHUECKH He ChABPKa HATPHIA.

4.5 BaammojeiicTBue ¢ APYrA JeKApCTBeHH NPOAYKTH B ApYrH GOpMHE Ha B3aRMojcHicTBHE

Eghexm na naumonpason evpxy abcopbyusma na opyeu Rexapcmeeny npooyxmu

IMopazs MBIHOTO H MPOABDKHTENHO HAXHOMpaHE HA CEKPELIMATA HA CO/THA KHCENHHA, IaHTONpa3oN
MOe [Ia HaMami pe3opOursTa Ha NeKapcTBa ¢be 3aBrckMa oT pH Ha croMaxa GHOHaMHIHOCT, HAmp.
HAKOH a30JI0BH AHTHMHMKOTHIMH, KATO KETOKOHA30I, HTPAKOHA30/, O3AKOHA30N H APYTH JICKAPCTBA
KaTO epPIOTHHHO.

Jexapemsa 3a aevenne na HIV-ungexyua (amazanasup)

EnHOBpeMEHHOTO NPWIOKEHHE C ATA3AHABMD M APYTH JIeKapcTea 3a JedeHue Ha HIV-undexums,
yuaTo pe3opbums € pH 3apHcHMa, ¢ HHXHOMTOPH Ha POTOHHATA TIOMIIA, MOXE Ja JOBEAC 00
3HAYUTENIHO HAMAICHHe Ha GHOHATMMHOCTTA HA JIEKAPCTBATa 3a edeHue Ha HIV-uHdexuus 4 1a
OKake BIMAHME BhPXY €HKACHOCTTa Ha Te3H JiekapeTea. [Topanu ToBa, eTHOBPEMEHHOTO
NIpHIIOKEHHe Ha HHXHOHTOPH HA MPOTOHHATA NOMIIA H 4Ta3aHABHP HE CE NpenopbaBa (BXK. TouKa 4.4).

Kymapunosu anmuxoazynanmu (pennpoxymon uu sapipapun)

Brhpeks, ye NpH KNHHHYHHTE $apMaKOKHHETHIHH NPOYy4YBaHHA TIPH CAHOBPEMEHHO TPHIOKEHHE C
theHNpOKyMOH HITH BapdapHH He ca HabMmoAaBaHH B3aMMOAEHCTBHS, IIPE3 NOCTMAPKCTHHIOBHS
NEPHOJ ¢4 NOKIAABAHH HAKOJKC H30THPAHH CITyYaH HA TIPOMEHH HA MEXTYHAPOHOTO
HOpManu3HpaHo otHoulenHe (INR) npn exHOBpeMeHHO npuiioxeHne, [lopany ToBa, MpH nalMeHTH,
JICKYBAHH ¢ KyMADHHOBH aHTHKOAryJJaHTH (Hanp. GeHNpoKyMOH HIH BapdapHH), ce Ipenoprysa
KOHTpOJ Ha poTpoMOHHOBOTO BpeMme/INR cniep 3anousane, NpH NPHKTIOYBAHE H 110 BpEME Ha
NieYeHHe C NIaHTOIpPa3oL.

Memompexcam

Crobmasa ce, e IIPH HAKOH NALMEHTH NPH ¢JHOBPEMEHHATA YNoTpeda Ha BHCOKH JI03H METOTPEKCAT
(nanp. 300 mg) u HHXHOHTOPH HA MPOTOHHATA MOMIIA Ce NOBHHIABAT KOHLICHTPALMHUTE Ha
meToTpekcar. Ero 3amo, npu ynotpeta Ha METOTPEKCAT BB BUCOKH JO3H (HAIIp. IPH KAPIHHOM H
[ICOPHA3HC) MOMKE Ha C€ HATIOKH JIe4eHHETO C AHTONPA30/l BpEMEHHO Ja ¢ [IPEKPaTH.

Apyeu npoyueanusn 3a ezaumooeiicmeunma
TNanTonpason ce MeTabonH3Apa EKCTEHIMBHO B YePHMA Apob Ypes MTOXpoM P450 erspy
cucteMa. OcHosHEAT MeTaGoNMTEH BT € AeMeTHnupaHe ype3 CYP2C19 u apyrusT me
¢ okcHaauua upes CYP3 A4,
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IIpu npoyuBaHMATA 33 B3aHMOACHCTBHA C JICKAPCTBA, KOHTO CBINO ce MeTaboNH3HpaT o Te3x
ITTHINA, kKaTo KapbaMazenHH, AHasenaM, rMUbeHKAaMiA, HU)eUITHH H OPAIHH KOHTPAaLIeNTHBH,
CHOBPHKAINH NEBOHOPreCTpel ¥ ETHHWIECTPaaHOIL, He ¢a HabmoaaBaHy KIMHUYHO 3HAMHMH
B3aMMONEHCTBHA.

Pesynrarire, o6xBamamy npoyuBaHUATa 3a B3aUMOJEHCTBHE NTOKA3RAT, Y€ MAHTONPa3ol He OKa3Ba
BIMAHHE BHPXY MeTab0/IH3Ma Ha AKTMBHHTE BemecTBa, MeTaGommsupany ce upes CYP1A2 (karo
xodeus, Teodmmn), CYP2C9 (kato nupokcukam, nuxiodenak, HanpokeeH), CYP2D6 (karo
mertonponon), CYP2E] (karo eraHon) 4 He ¢e HAMeCBa B P-T/IMKONPOTEHH CBbp3aHaTa abcopOima Ha
JUTOKCHH.

He ca HabmoaaBany B3aMMOAEICTBHS NPH CHBMECTHO NPHIIOKECHHE C AHTHALHIHH IPONYKTH.

[IpoBexxAaHH ca ChINO MPOYYBAHHA 33 B3aMMOOEHCTBHE NIPH NPIIATAHE HA NMAHTONPA30]
€IHOEPEMEHHO CBC CHOTBETHHTE aRTHOHOTHLM (KNapHTPOMHIH, METPOHIA30]1, aMoKcHIIHAH). He
€2 YCTAHOBCHH KJIHHHYHO 3HAUMMH B3aUMOAcHCTRHAA.

4.6. ®eprunnTeT, GpeMEHHOCT H KbPMEHE

EpemennocT

Hsma anexkBaTHH JaHHH 3a yNioTpebaTa Ha MAHTONPA3oN NpH Opemen xkeHu. [1pH npoyusanus
BBPXY KMBOTHH HMA JJAHHH 33 PENPOAYKTHBHA TOKCHMHOCT (BXK. TouKa 5.3). [ToTeHUHANTHMAT pHCK 32
xoparta He e u3BecteH. Ilanpason Konrpon ue Tpabsa aa ce npunara no BpemMe Ha OpeMeHHOCT, OCBeH
TIpH AcHa HeobxonumocT.

KupMeHe
IIpy npoyuBanumsta BpXy JKHBOTHH € YCTAHOBEHO, U MAHTONPA30N C& SKCKPETHPA B MIIAKOTO.

HoxnanpaHa e eKCKpellid B MAHYHHOTO MIAKO NpH xopa. [Topaau ToBa pelzeHHeTO NalH Aa ce
NPOABLKH/TIPEKPaTH KEPMEHETO HIH NPOIBDKA/NIPEKPATH ICICHAETO ¢ NAHTONpPa3on TpAOBa Jia ce
B3¢Me, KAaTO ¢¢ HMa NPE/IBHA T0J138Ta OT KbPMEHETO 3a ACTETO H NON3aTa OT JICUEHHETO ¢
MIAHTONpA3CN 33 MadikaTa.

4.7. EdexTn BLpXY cniocoGHOCTTA 32 ModHpaARE H paboTa ¢ MATIHHA

Moske fa HACTBIIAT HEXKEJIaHH JIEKAPCTBEHH PEAKIMH KaTo 3aMaiiBaHe W 3pHTE/IHH HapyIneHHd (BX.
Touka 4.8). Ako ca 3acerHarTH, nauHeHTHTE He TpaGBa Ja ModHpaT KWiK paboTAT ¢ MallIMHA.

4.8. HexelaHH JeKAPCTBEHH PCAKIHE

ITpubmisuTenHo 5% OT NALUEHTHTE MOraT Ja OUAKBAT A MOMYYAT HeXEeIaHH JISKAPCTBCHH PeakIlHH.
Haii-uecTo noxiaaBaHHTe HEXKENIAHH JIEKAPCTBEHH PEaKLMH Ca JHAPHA H I71aB060MHE, HACTHIBAIIH
npu npubimsHTenHo 1% oT nanueHTHTE.

B cnenpamara TalaHia HexellaHHTe JIEKAPCTBEHA PEaKLMH, AOKIaABaHH NPH ynoTpebaTa Ha
NaHTOMpPa3oJ, ca KNacCHPHIMPaHH Upes CIICAHATA KIACH(HKAIHA 38 HECTOTA:

MBuoro gectn (>1/10); gectr (>1/100 o <1/10); wewectn (=1/1 000 xo <1/100); peaxu (=1/10 000 o
<1/1 000); MaOTO peakn (<1/10 000), ¢ HeH3BecTHa YecTOTA (OT HANTHYHHTE JaHHH He MOXKe Ja Onae
HANpapeHa OLEHKA). 3a BCHYKH HeXeJIaHH peaKUHH, NOKIAIBAHH NPe3 NOCTMAPKETHHIOBOTO
HabmoaeHwe, He € BE3IMOXKHO 3 C€ OMpe/Ie/Id YeCTOTATA HA HEKENTAHNTE PeakiMH, NOPaIH KoeTo Te
€a MOCOYCHH C HEH3BECTHA HeCTOTA.

IIpm BCAKO TpynMpaHe B 3aBHCHMOCT OT Y€CTOTATA, HEKEJIAHNTE JIEKAPCTBCHH peaxu% By
B HH3XOJAIN pel N0 OTHOMIEHHE HA TAXHATA CEPHOZHOCT. y

Tabmaua 1. Hexenanu iekapcTBeHH peakliMy NpH MPHIOKEHHETO HA TAHTONPa3on

NPOYYBAHMA H MIOCTMAPKETHHIOBO HAGMOAEHHE,
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Yecrora
C nemspecTHa
DC:;':::' YeeTn Heuectn Pexcn Muoro peaxn q
KIAcoBe
Hapywenuz Tpombonpronenns
HA KpBEMa u
ArpaHynomarosa JleBKOnICHMA,
numeprama I NeHES
cucmema E
CBpBXIYBCTBHTEN-
Hapywenus HocT (BRI
aHaGuNaKTHIHA
HA UMYHHAMA pe "
cucmema aktivm
aHa(pUIaKTHIEH
IIOK)
XunepIHIMHEEMHE XrmonaTpHeMHs
Hapywenun H TIOBALHABAHE Ha XurmomaraezneMHsa
Ha JMHMHAATE XymoxamiueMud,
Memaborusma (TpUTITHTEPHAH, CBBp3aHa €
U Xpaenemo XOJNecTepon), XUIOMarHe3HeMHA,
TIpoMEHH B TELNIOTO XumoxanieMns
XamouHBaIEH,
O6bpxanoct (no-
CTIEURANHO MPH
Hewxnwunu Hapymenua Aenpecus AesopHeHTalA TIAL[HEHTH C
HApYenun Ha CpAA (u BowraKu (x errix ) NIPEAHCTIOZHIMAA,
arpasalmx) arpaBaibid KAKTO H arpaBHpaHe
Ha CHIIECTBYBAIH
CHMITTOMH)
Hapyuenun I'nasoGonne, HapymeHus Ha Tapectesna
Ha Hepenama
3amajiBaHe BKYCa
clicmema
3purenau
Hapywenun CMYINECHHA
Ha ouume (3aMBIICHO
3PCHHE)
TMomunu ga | JTuapud, MHKpoCcKonCKA
IBHOTO Tapene/ KOJIHT
(pynnyca) | momprmane,
Ha AGmoMMHANHA
Cmomauno- | CTOMIX3 JAMCTeH3HAE H
upesy (nobpoka- | momypaHe Ha
Hapyuenus 9eCTREHH) | KOpeMa,
3anek, CyxoTta
B YCTaTa,
KopeMHu
Gonku H
aackomMdopt
Ilosamasane XenaTouemynapHi
Ha YBpeX/aHHA,
Xenamobunua 9epHOAPODHA- Hospmasane Ha KrnnTenniia,
pru T SH3HMHM - Xenaronenyiapaa
HApYUeRUA (Tpamc- HEAOCTATHYHOCT
aMHHaM,
ITTIT)
Hapywenuz O6pus/eicsan-
Ha KodCcama u Tem/ epymmm YpTHKapHA,
nodKoNCHaIMa Crp6es AHrnoeaeM
MBKaH
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MyITApOpME

DOoTOYYBCTBATEN-

HOCT

CybaxyTeH KokeH

JyIyc

epHTEMAaTONEC (BHK.

To4Ka 4.4)

DpaxTypH Ha MycxynaHn cnaimMu
GeaperaTa BCJICICTBHE Ha
KOCT, KOCTHTe €NIeKTPONHTHH
Hapywenua HA KHTKATA ¥ HApYIHEeHns
Ha MyCXyIHO~ ApTpanrns,
NpeILICHHTE
cKenemnama ua Mnanrys
cucmema
rppOHayHNA
CTBI0 (BXK.
TouKa 4.4)

Hereperannanen
iapymenm HedpuT (¢
6vbpeyume u ﬁol:;ecm 10
nuKouHUmMe 6u6peuna
nemuia

HEJOCTATHYHOCT)
Hapywenun
Ha
guanpoussodu I'nnexoMacTHs
menkama
cucmema u
Zvpoama

AcTeHn,
Obuu yMOpa 1 IlopHMmIeRa TeECHA
HAPYUEHUR nepasnonoxke | oneparyP,

HI»II; Tepudepnn oromu

Cro0masaHe Ha NOAO3WPAHN HEXeNaHH PpeaKiuy
CpoOmaBaHeTo Ha IONO3HPAHH HEXKETAHH PEaKIHH CI¢A paspellaBaHe 33 YNoTpeba Ha NeKapCeTBeHUs
NPORYKT € BakHO. ToBa no3po/IABa /12 NPOABIDKH HAOAIONEHHETO HA CHOTHOHICHHETO MOJI3a/PHCK 32
NEKApCTBEHUA MPOAYKT. Ot MEOULIMHCKHTE CIICLIHATTHCTH C© H3HCKBA Aa ChoblnasaT Beaka
NOJO3HPAHA HeXeNaHa peakuna dpes U3meinuTenHa areHums no aekapeTsara, yi. ,,Jlamaa I'pyes”
MNe 8, 1303 Codns, Ten.: 02 8903417, yebeaiir: www.bda.bg.

4.9 Ilpenosmpane

HaMa #3BECTHH CHMITTOMH Ha NPeo3MpaHe NPH Xopa.

CucreMHa eKCTIO3HLHA ¢ 034 0 240 mg, MPUNOXKEeHH MHTPABEHO3HO B POABIDKEHHE Ha 2 min ce
moHacs aoOpe.

Trit KaTC NAHTONPA30 ce CBBHP3Ba B FOAMA CTENEH C IPOTEHHHTE, TOM HE C& NHANM3HMPA JIECHO.
ITpn npenosupane ¢ KITHHEYHHA NPH3HAL HA HHTOKCHKALHA, OCBEH CHMITTOMATHYHO H [OATBPKAII0
JICYCHHE, He MOTaT J]a ¢¢ HANpPaBAT crielHGHYHH TepaneBTHYHH MIPETIOPHKH.

5. @®APMAKOJIOTHYHH CBONCTBA

5.1 OapmakoaHHAMHEYHH CBOHCTBA

apmaxoTepaneBTHIHA rpyna; Huxuburopu Ha npotoHHata nommna, ATC kopn
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MexaHH3pM Ha AeticTBre

INaxronpazon e cybeTuTyHpan 6eH3MMHAA30M, KOHTO HHXHOHpaA CeKpeLyaTa Ha COIHA KHCEJIHHA B
cTOMaxa 4pes cneimguyHa 610xana Ha NPOTOHHATA NIOMIA HA NAPHETANHHTS KICTKH. [JanTonmpason
ce KOHBEPTHpa A0 aKTHBHaTa CH (opMa B KHCENIATa Cpejla Ha MapHETATHHTE KIETKH, KBACTO
unxubupa H+, K+ ATdaza eHsumure, T. €. (HHATHHA CTATHI OT IPORYKIUATA HA CONHA KMCEIHHA B
cromaxa. MixuOupaneTo e J0303aBHCHMO H 3acAra KakTo 6a3anHaTa, Taka H CTHMYJIHpaHaTa
KHCEITHHHA cekpea. 1Ipu noBeueTo NANMEHTH NPeMaXBaHeTo Ha CHMITTOMMHTE Ha peduTykca ce
nocTra 3a 2 cesvuuy. Kakto Apyrare nporonsn muxuburopn u H2 penenTopEH HHXHOHTOPH,
NIEYSHAETO ¢ MAHTONPA30M PpeoyLIHPpa KHCETHHHOCTTA B CTOMAXa H 110 TO3H HaUHH NIOBHINIaBa HHBOTO
Ha raCTPHHA, NPONOPLHOHATHO Ha PEAYKLIHATA HA KHCETMHHOCTTA. [IoBHINIaRaHEeTO HA HHROTO Ha
racTpuHa ¢ oOpaTimMo. Thif KaTo MaHTONPAa30] ce CBHP3Ba ¢ CH3HMATE THCTAITHO OT PEIICITOPHOTO
HHBO, TOH MOKe Ja HHXHOHpa CEKpelLuaTa Ha COTHA KHCE/IHHE, HE3aBHCHMO OT CTHMYJIHPAHETOC H OT
JpYTH BelIecTBa (aANeTHIXOMIHH, XHCTaMHH, TacTpuH). EfexrsT ¢ chimaT, He3aBHCHMO JTajTH
AKTHBHOTO BEMIECTBO Ce MpHJIara MepopanHo WiH HHTPRBEHO3HO.

Husata Ha racTpuHa Ha rIaJHO ¢ MOBHUIABAT OT naHronpa3oi. [Ipu kparkocpoveH nIpHeM IIpH
NOBEYETO CITydaH Te He HAXXBLPRAT FOPHATA IPaHALa Ha HopMaTa. [IpH NpOABIDKHTENHO eYeHH e,
HHMBATA HAa FACTPHHA Ce YABOABAT IIPH NOBe4eTo caydau. ExcriecHBHO yBe/THYaBaHe HACTHITBA MIPH
H30MMpaHH Cryvdad. [Ipy NpoARDKHTENHO TEYeHNE TIPH MAJTKA YacT OT CIYYaHTe ce Habmogapa KaTo
PEsyJITaT JISKO A0 CpefHO moBHllaBane Ha 6poa Ha cneumduanuTe eHaokpHHAH (ECL) xnetkn B
cToMaxa (obuKHOBeHa 10 afeHOMATONAHA XUnepiDiasns). Bee nak, cbrnacHo NpOyYBAHKATA,
MPOBEJICHH 10 MOMEHTa, GOPMHPaHETO Ha KapLHHOHAH NPEKYPCOPH (ATHIMYHA XHIIEPILIAZHA) HITH
CTOMAIITHH KapLMHOM/IH, KAKBHTO ¢a OWIH OTKPHTH NPH CITHTHTE ¢ XHMBOTHH (BX. To4ka 5.3), He ca
HabmoaaBaHy nNpH xopa.

ITo BpeMe Ha neveHHe ¢ AHTHCEKPETOPHH JIEKADCTBEHH MPOAYKTH FACTPHHBT B CEpyMa CE IOBHINABA B
OTTOBOP Ha NIOHMKEHATA KMCE/THHHA ceKpels. B pesyrraT Ha HaManeHaTa CTOMAUIHA KHCEIHHHOCT
c€ MoBHIHAaBa U HHBOTO Ba CgA. [TopHmeHoTo HUBO Ba CgA MoXe ja MOBIHAE HA HACIEABAHHATA 32

HEBPOCHAOKPHHHH TYMODH.

Hammiuute nyGniuKyBann AaHHH MOKA3BAT, Y€ NPANAraHeTO Ha HHXWOWTOPH Ha MIPOTOHHATA NIOMIIA
TpAOBA Ra Ce MpeyCTaHOBH MEXKAY 5 JHH H 2 ceAMHLM npeau u3MeppaHe Ha CgA. Toea ce mpasn ¢
HeJs HuBaTa Ha CgA, KOHTO MOraT ZIa ca IbAIHBo noeHmenH ciex sedenue ¢ UIITL, aa ce
BB3CTAHOBAT [0 pepepPeHTHHTE CH FPAHHILH.

IIpensup naHHMTE OT MPOYYBaHHATA NPH KHBOTHH, NIPH MPOXB/DKHTENHO JIeUeHHe ¢ NAHTONpA3on,
HAIBHIIABAILO €HA FOAHUHA, HE MOXKE HAITHIHO Jd CE H3KIOYH BE3MOXHOCTTA OT NOBAUABAHE HA

napaMeTpHTe Ha (YHKIWATA HA MIHTOBHAHATA AJIC3A.

Knuuuana edukacHocT
B peTpocnexkTiBeH anamns Ha 17 npoyusanus npu 5960 nauueHTH ¢ ractpoesodarcanta pedirykcHa
Gonect ('EPB) nexyBanu ¢ 20 mg NaHTONpa3o) KaTo MOHOTEPAIiA, CHMITTOMHTE CEBP3aHH C
KHCEJIHHHHA peduyKc, Hanp. HapeHe 3an FPBAHATA KOCT M KHCSAMHHA PEeryprHTaliig ¢a OlICHEHH
CBITIACHO CTAHIAPTH3HPaHATA MeToRoNorHA. [Ipoy4BaHHaTa ca ceneKTHpaHK Taxa, 4e a HMaT HE No-
MAJIKO OT €ZJHH CMMITTOM Ha KHCeNHHeH pednyke, npocnenspat 2 ceamuiy. JJuarnosara Ha FEPB npu
TE3H NIPOYYBAHHA € BE3 OCHOBA HA €HXOCKOIICKA OLEHKA, ¢ H3KIIOUEHHE Ha €JHO NPOYyYBaHe, IpH
KOCTO BRIIOYBAHETO HA NAITACHTHTE € CaMO 110 HANTHYHE HA CHMITTOMH.

INpn Te3n npoyuBaH#s, NPOUEHTHT HA NALMEHTHATE, MOMYYHIH ITHIHO 00JIeKYaBaHe HA NIAPEHETO 3471
rphAHaTa KocT cnen 7 aHu e Mexkay 54,0% u 80,6% npu rpynata nexysana ¢ nanronpasoi. Crea 14
Io 28 mau, menHo obnexkyasade Ha MapeHeTo 33 MPHLAHATA KOCT € MOCTHIHATO PECMEKTHRHO TIPH
62,9% no 88,6% u 68,1% a0 92,3% or naupenTare .

PesysraTite 3a meHo ofnexvaBaHe HA KMCEJTHHHATA PErYPruTaLMa ¢a nof00HH Ha
npH obnekvapaHe Ha MapeHeTo 3a] rpeAHATa KoeT. Cnen 7 auu, MPOLEHTHT HA I8
TIOMYYIHITH ITLITHO 00/eK4YBaHe HA KMCENTHHHATA PEeTypruTanude e Mexay 61,5% i/8
Mexay 67,7% u 90,4%, u cnen 28 quu mexny 75,2% u 94,5%, pecnieKTHRHO.

2020-06-R001 8



[TaHTONpa3on NpeBB3Xoxaa no eduracHocT wianedo 1 H2 peuenropHUTe aHTATOHUCTH H HE
OTCTBIIBA NO ePHMKACHOCT B CPABHEHHE C APYTHTE HHXHOHTOPH Ha IIPOTOHHATA NIoMa. CTeleHTa Ha
ofnexJapaHe Ha CHMIITOMHTE B TO/ISIMa CTerieH 3aBucH of craaus Ha ['EPB.

5.2 DapMAKOKHHETHYHE CBOHCTEA

Abco

(DapMaKOKHHETHYHITE NApAMETPH HE BapHPAT Clieli eAHOKPATHO WITH MHOTOKPaTHO npHiokenHe. B
I030BH rpaHiiM oT 10 1o 80 mg kuHeTHKaTa Ha AHTONPA30K € JIHHEHHA ClIEM] IEPOPATHO H
HHTPaBEHO3HO TIPH/IOKEHHE,

ITanTompason ce pe3opOrpa OBP30 H MAKCHMAIHH IUTA3MEHH KOHLICHTPAIMH ce NOCTHTaT AOPH cJie],
fnpHiarale Ha eJHOKpaTHA NepopaiHa ao3a ot 20 mg. Cren npunarade Ha Tabnetka ot 20 mg cpeano
3a okono 2,0-2,5 h ce nocTHrar MakxcHMaITHHA TIa3MEHH KOHLEHTpalH 0T okono 1-1,5 pg/ml, kato
TE3H CTOMHOCTH C€ 34Ma3BaT IOCTOAKHHA CJie/i MHOTOKPaTHO npuiiarate. AGcomoTHaTa GHOHATHYHOCT
Ha TabnerHata dopMa e oxoino 77%. CHLBMECTHHAT MpHeM ¢ XpaHa He nopmuaBa AUC, MakcHMAITHHTe
I1a3MEHH KOHIICHTPALMHH H PECTIEKTHBHO GHOHANMMYHOCTTA. EIHHCTBEHO NPOABIDKHTETHOCTTA HA
lag-¢pazara Moke Za Gbae yBenmdeHa Npy CHBMECTHO NIPHEMAHE C XpaHa.

P eleHye
CeBp3BaHeTO Ha MAHTONPA3ON ¢ ITa3MEHHTE MPOTEHHH € OK0JIo 98%. OOeMET Ha pasnpeaesicHHE € OT
oxono 0,15 Vkg.

Bu chopm

JleKapCcTBEHOTO BEIIECTBO 1I0YTH HAMTBLIHO Ce MeTabonu3npa B yepHHa Apol. I'nasmuat MeTabonuTeH
meT € AemeTHanpaseTo upe3 CYP2C19 ¢ nocneaeama cyndarHa KoHIOraum, Apyr MeTabonuren meT
e okcHaupase upe3 CYP3A4.

Emrvunnpane

TepMHHANTHHMAT eTHMHHALIAOHEH MOMY>KHBOT € OKkoJo 1 uac ¥ kiMpBHCET e okono 0,1 Vh/kg.
VCTaHOBEHH ca HAKOJNKO C/Tyvas HA HHAMBHIM Che 3a0apeHo enmmunrnpane. [lopanu criemguaHoTO
CBBP3BaHe HA MAHTONPA30]1 ¢ MPOTOHHATE MOMITH HA MAPHETAIHUTE KIIETKH, €tHMHHAITHOHHHAT
TIOITY?KHBOT He KOPeJHpa ¢ MHOIO HO-IBJITaTa PONKWDKHTEIHOCT Ha AckcTBHe (HHxnOMpane Ha
KHCENTHHHATA CeKpelH ).

BBOpeIHOTO eIIMMHHHPAHE € OCHOBHHAT ITHT HA €KCKpelMa Ha MeTaboJIMTHTe HA naHTonpa3on (OKoJo
80%), ocTaHanaTa 4aCT Ce EKCKpETHpA ¢ H3npakHeHnATa. OCHOBHHAT MeTaboIHT, yCTaHOBEH, KakTo B
cepyMa, Taka H B YPHHATA, € AE3METHINIAHTONPa3oN, KOHTo € cyndaTHo komorupaH. [TeproasT Ha
TMOJIY>KMBOT Ha OCHOBHHA MeTaGomuT (0Kosio 1,5 h) He € MHOrO NO-MPOABIDKHTENICH OT TO3H Ha
NaHTONpasoJl.

Xapaxmepucmuxu npu cneyuaniu zpynu nayuenmy
[Tpubwmsurenno npu 3% ot Eeponeiickara nomynarms nuncea gpysxiponnpam CYP2C19 exsum u
Te ca HapedeHH cabu Metabonuzaropu. [IpH Te3u HHAMBHIN MeTabOH3MBT HA TAHTONPA30M
BEpoATHO ce karamzupa ot CYP3A4. Cnen npunoxeHa eHOKpaTHa 103a o1 40 mg nanTonpasor,
CpeIHATa VIO ITOA KPHBATA [UIA3MEHA KOHLCHTPALMA/BpEME € 6 ITbTH 1I0-rojiaMa NpH ciabure
MeTaboNH3aTOPH B cpaBHeHHe ¢ HHIUBHIH ¢ dyHKipoHupa CYP2C19 en3nM (eKCTeH3HBHH
Mmetabonusaropu). CpenHara MaKCHMAITHA IUIA3MEHA KOHIIEHTPALHA € TIoBHIIeHa ¢ okono 60%. Tean
(haKTH HAMAT OTHOLIEHHE KbM AO3HPAHETO HA NAHTOMpason.

He ce u3nckBa NOHKaBaHe HA J03aTa, KOTaTO MAHTONPA30/ ce MPWIATa IIPH NAlHeHTH ¢ YBpeaeHa
650peuna GyHKIMA (BKI. NAUMEHTH HA XeMoanamisa). [Ipu Te3n nauueHTH, NONOOHO Ha MAIHEHTHTE
C HHTaKTHa GBOpedna QyHKIMS, TIASMEHHST NOMYKHBOT Ha IIAHTONPA30N € KPAaThk. CaM

MeTaboHT € yMepeHo yARDKeH (2-3 h), exckperwsra e Bee Taka Obp3a H HE HACT
BunpekH, ge NpH NALMEHTH ¢ YepHOApo6GHa uuposa (Kiac A H B csraacao Chil
Jio3a or 20 mg e yCTAHOBEHO YABJDKABAHE Ha C/THMMHALMOHHMA NOTYKHBOT [
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daxTop 3-5 Ha croitHocTTa Ha AUC, HaGmonasaHUTe MAKCHMAITHH IIA3MEHH KOHLICHTPALHH CA CAMO
1,3 TBETH NO-BHCOKH OT TE3M MPH 3APABH HHIHBHIH.

Jlexoro ysemenne Ha AUC u Cmax, yeTaHOBEHO TIPH AOOPOBOIITH B CTAPYECKA BB3PacT, B
CpaBHeHHE C NO-MIANHTe YIACTHHIM CHIIO HE € OT KIHHHYHO 3HAYCHHE.

Heya

Crnej MpUNAraHeTo HA eJHOKPATHA NMepopatHa 1032 oT 20 Wi 40 mg NaHTONpA30N HA ACLA HA
BE3pacT ot 5-16 roguau AUC 1 Cmax ca B rpaHHMIIHTe Ha IMATIA30HA, CHOTBETCTBAII Ha CTOHHOCTHTE
TIPH BBE3PACTHH.

Cnen npaiaraHeTo Ha eHOKPATHA HHTpaBeHo3Ha noza ot 0,8 win 1,6 mg/kg nanTonpason Ha feua Ha
BB3pacT 2-16 roAMHN He ce YCTAHOBSABA CHIIECCTBEHA BPH3KA MEXKAY KIMPEHCA Ha MAHTOIPA3oN H
BrapacTTa Wik Tersioro. AUC 4 06eMBT Ha pasnipeAe/ieHHe CHOTBETCTRAT Ha Te34, HaGmoAaBaHy K

BB3PacTHH.
5.3. IlpeaxknwHEEYHE I8HHA 3a GezomacHocT

HexMumunmuTe NaHHHM He TIOKA3BAT 0cobeH pHCK 3a X0pa Ha GasaTa HA KOHBEHUMOHAIHHTE
(papMaxoNOrHYHA [PoYIBAHHA 38 0€30TACHOCT, TOKCHYHOCT TIPH MROTOKPATHO NPHAAraHe H
TEHOTOKCHYHOCT,

B 2-rogumHy mpoyusadus 3a KApLUHAOFCHHOCT, NIPOBSACHH BEPXY IUTBXOBE 4 OTKPUTH
HEBPOCHIOKPHHHH HeorU1asMH. JIOITBITHHTEHO B FOPHATA YACT HA CTOMAXA NPH IUThXOBE CA OTKPHTH
CKBAMO3HO-KJIETHYHH NamwioMn . MexanusmbT, Bofem A0 GopMHpaHe HA CTOMAINHM KAPIMHOWAH OT
cyGcTrTyHpanuTe OeH3NMHAZ0/IM ¢ BHHMATEHO MPOYYEH M ¢ HANPAaBeHO JAKTIOUEHHE, e TOBA &
BTOPHUYHA PEAKUMA HA CHIHO IIOBHIICHHTE CEPYMHE HHBA HA FACTPHHA, HACTHIIBAIIM NIPH ILTHX0BE N0
BpeMe Ha XpOHHYHO BHCOKOLO30BO TPETHpaHe. B IBeroMMIuHN H3CIe/BAHMA BEPXY IPH3aYM €
YCTAHOBEH YBeJIHIEH Opoit Ha 4epHONOPOOHH TYMOPH AIPH ILTEXOBE H XXEHCKH MHIIKH, KOETO €
MHTEPIPETHPAHO KATO CIIEACTBHE HA BUCOKATA CTENEH Ha METaboMH3BM HA NAHTONPAa30/ B YEPHHs

apob.

B rpymaTa mwrsxoBe, TpeTHpaHH ¢ Hali-Bucoka J03a (200 mg/kg) e HabmoznasaHo cnabo ysenmuaeHHe
Ha YeCTOTATA Ha HeOIIACTHYHUTE H3IMEHEeHHH Ha IIHTOBHAHATA xuicza. Hammuuero #a Tean
HOBOOOPa3yBaHMA € CBBP34HO C MpeAM3BUKAHUTE OT NAHTONPA20/1 MPOMEHH B KATACONH3IMA HA
THPOKCHHA B YepHHa Apob Ha mnbxa. Thif kaTo NpH Xopa TepaneBTHYHATS /I03a € HACKA, HE Ce
ouakBaT edeKTH Ha YBpeXKJaHe Ha IHTOBMAHATA HXUIE3a.

TIpH peNpOAYKTHBHH NPOYYBAaHHA BEPXY KMBOTHH C A03H Han 5 mg/kg ca HabmoaapanH npusHal Ha
cnaba GeTOTOKCHYHOCT.

IIpH NoBeicHATE HICNISABAHNA HE C& OTKPHBAT JOKA3ATENCTRA 38 YBpexk/iaHe Ha (epThiaTeTa WM
TEPATONEHHH SPeKTH.

IIpoHMKBaHETO Npe3 IUIALEHTATA € MPOYYSHO MPH INTEXOBE H ¢ YCTAHOBEHO, J€ Ce yBe/IHYana ¢
HanmpegBaHe Ha OpeMeHHOCTTa. B pesynrar Ha TOBa KOHIICHTPaUMATA HA NANTOMPA30N B IVIOAA Ce
YB&JIHYABa HETIOCPEACTRCHO NPEAH PAKIAHETO.

6. PAPMAIEBTHYHH JAHHH

6.1 CnEchbk H2 NOMOIIHATE BEIIECTBA

Hopo na mabremrama:

Manwuron

Harpues xap6oHat

Hatpues HHIISCTEH ITMKOIAT

OcHoBeH OYTHIMETAKPIIATEH CHIIOHMED

Kanunes creapar
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Tabremno noxpumue:
Opadry 6an 0Y-D-7233:

Xunpomenosa

TuTanos AMOKCHA
Tank
Maxporon 400

Harpues naypuncyndar
Cmomawno ycmoityugo nokpumue:
Kollicoat MAE 30 DP xsnr:
Chnonumep Ha METAKPHJIOBA KHCENHHA-CTHIAKPIAAT, 30 NpolieHTHA AHCTICpCHA

IIponsnenrmakon

KBt xeneseH OKCHA

TwTaHOB AHOKCHA

Tank

6.2 HecbBMECTHMOCTH

Henpuwioxumo

63 Cpoxna ﬁmnoc'r

4 roauHu

6.4 CoenBadHH yC/I0BHS 32 ChXPAHCHHE

Hama cnieLpaney ye/ioBHs Ha ChXpaHeHHe.

6.5 BaaHcLALPXAHES HA ONAKOBKATA

IManpaszon Konrpon 20 mg croMaumno-ycroiuusu Tabrerkn no 10 6pos B 6raucrep or AVAL no 1
OmucTep B KyTHA.

IMaupazon Konrpon 20 mg croMaumHo-ycToHYHBH TabneTku no 7 wim no 14 6pos B 6inuctep ot Al/Al,
no 2 Gnucrepa ¢ no 7 Tabnetku (2 x 7) wnn o 1 6nuctep ¢ 14 tabnerku (1 x 14) B kyhs.

6.6 ChoenuanHE DpeAna3AH MePKH OPB H3XBEPJSHE

Hama cnenmaniy H3HCKBAHKA.

Heunsnonspaumst nexapecTeH ONpOAYKT KM OTHAABYHHTE MATCPHAIN OT Hero TPAORa /1a ce H3XBBPJIAT
B CBOTBETCTBHE C MECTHHTE H3MCKBaHHA.

7. NPATEXATEJ HA PA3ZPEIIIEHUETO 3A YIIOTPEBA
Actavis Group PTC ehf.

Reykjavikurvegur 76-78

220 Hafnarfjordur

Hcnanpus

8. HOMEP HA PASPENNIEHUETO 3A YIIOTPEBA

Per. Ne 20160082
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9. JATA HA IIbPBO PASPEIIABAHE/TIOJHOBABAHE HA PAZPEIIEHHETO 3A
YHOTPEBA

Jlara Ha mepeo paspemasane: 14.03.2016r.
JaTa Ha nocaeaHO NONHOBABAHE:

10. JATA HA AKTYAJIMIHPAHE HA TEKCTA
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