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[Nanpazon 20 mg ¢TOMAITHO-YCTORYHBH TAONETKH
Panrazol 20 mg gastro-resistant tablets
2. KAYECTBEH H KOJIHMYECTBEH CBHCTAB

Beska croManmHo-ycToiliuyBa Tabnerka ceappika 22,58 mg nanTonpason HaTpuit CECKHXHAPAT,
exkBHBaNeHTeH Ha 20 mg naHTompason (pantoprazole).

3a OBAHUA CHUCHK HA OMOLIHETE BELLECTRA BHIKTE TOUYKE 6.1,

3. JEKAPCTBEHA ®OPMA
Cromamuo-ycToiiunea TabneTka

CBeT/IOKEBIATH, €THNCOBHIEY, NBOHHOM3TBKHANH, CTOMAITHO-YCTOHMBH TabneTky, ¢ nuaMersp 4,2 X
8,2 mm.

4, KIHHAYHHA JAHHHU
4.1 TepaneBTHYHA NOKA3IAHAN

Bv3pacmnu u wonotiu na 12 u noseue zoouny
CumnromMaTidHa ractpoesodareaina pedaykcHa Oomect

3a NpOAB/DKHTENHO ISHCHHE ¥ IPCAOTEPATABAHE HA PEUMIANEBH NIPY RB3NATICHHE Ha XPaHONPOBOIA

Bwspacmnu

IpoduinakTka Ha racTpoRYOASHAIHN A3BH, NIPEAU3IBUKAHH OT HECEJIEKTHBHH HECTEPOHIHH
NpOTHBOBB3NAIHTENHN JickapcTBeHH cpeacTra (HCIIBC) npu pHCKOBH NMALMEHTH, HYXKIAeIoH e OT
upoaepxuTenHa Tepamis ¢ HCTIBC (k. Touka 4.4).

4.2 lo3upoBKa ¥ HAYHH Ha NPHJIOKEHHE
O3HPOBKa
Bwapacmnu u onowu na 12 u nogeve z00unu

CumnToMaTn4Ha racrpoesodareanta peduykena Gonect

IpenopbunTennara nepopaiHa 103a € e[]HA CTOMAaITHO-ycToHuHBa Tabnerka [Tanpason 20 mg
AxeeHo. Obnex4aBaHeTo Ha CHMNTOMMTE 06HYalHHO ce mocTUra 2a 2-4 ceMuLK. AKO TO3H NEpHO]
€ HelOCTaThYeH, oblieKvaBaHe Ha CUMITTOMHTE C€ TOCTUTa 00MHAiHO B PAMKHTE Ha Oille

4 ceamuuH. Korato cuMoToMiTe ce 061¢K4aT, IPEAOTRpATABaHE Ha PELHAHE MOXKE Jia ce
TIOCTHTHE C NPHIaraseTo Ha no3a or 20 mg Benuwok AHeBHO NpH HeoGXomumoct. [poabmkyTe
Tepanus MOKe J1a ¢ NPWIOKH B CIydaid, Ye He Ce MOCTHTA MOB/IHABAHE Ha CHMITOMHTSS
o0OwuyaiiHaTa Tepanus.

3a npommm*reuﬂo NeveHue Ce rrpenop'btma A034 OT €QHA CTOMALIHO-YCTOWYHEA TH
Ianpazon 20 mg oHeBHO, K&TO IPH HACTRIIBAHE HA PEMIMBY JO3aTa MOXE 14 ce
1
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40 mg maHTONpa30J1 AHeBHO (38 TE3H CIy4aH ¢a HanuuHM TabnerkH [anpazon ot 40 mg). Cnen
OBJIa/IABAHE HAa CHMITTOMHKTE 103aTa MOXE /ia CE peAyLHpa 0THOBO A0 20 mg maHTONpasol.

Buvapacmnu
ITpodmnakTHKa Ha rac ONIEHAITHY A3BH, PSAWIBHKAHY OT HECENCKTHBHHA HECTE HH

IIPOTHBOBB3NATHTENHH SexapcTReHH cpencrea (HCTIBC) npu pHCKOBH NALMEHTH, HYMIACIIH CE

OT IIpO, Ho neuenre ¢ HCIIBC

IIpenopbunTennara nepopaiia 032 € €AHa CTOMaIHO-ycToiiMIBa Tabnerka ITaHpason 20 mg
IHEBHO.

CroenmHajHy oMy JanHy
Yeprodpobro yspexcoarne

JuerHaTa Ao3a ot 20 mg naHTonpazon He TpAbGBa 1a ce NpeBHINABA NMPH NALAEHTH C TEXKA
yepHOAPoOHa HEAOCTATHYHOCT (BK. Touka 4.4).

bvbpeuno yepescoane
He ce Hanara XopeKuna Ha 103aTa IIPH NALUECHTH ¢ yBpeaeHa Gb0peuna Gpyukiya (BK. TOUKa 5.2).

Hayuenmu 6 cmapuecka ev3pacm
He ce Hajara KopeKuust Ha X03aTa [PH [TallHeHTH B CTapYecKa BB3pacT (BkK. Touka 5.2).

Ileduampuyna nonynayus

Heya nood 12 200wmuna évipacm:

[Manpazon 20 mg ne ce npenopbuBa 3a ynorpeba npu Aera oy 12 roAMIIHA BB3PAcT NOPagH
OrpaHHYeHNTE JaHHH 3a Oe30NMacHOCT H epHKACHOCT NPH Ta3d BE3PACTOBA Ipyna.

HauuH Ha npuioxeHye
IMepopanxo npriokKeHHE

CroMamno-ycToliussure TaGIeTKH He TpAOBA Ja Ce ALBYAT HIIH HATPOLIABAT, a TPAOBA Aa ce I'bJITaT
HEIH ¢ MaJIKO BOOAa, 1 uac ]'[peﬂ,l‘l XpaHEHe.

4.3 TIpoTHBOHOKA3aHHA

CBp’BX‘Iy'BCTBHTeJ’IHOCT KBM aKTHBHOTO BEILIECTBO, cyﬁcrmynpam—l GCHSHMHJIBBOHH HIH KBM HAKOE OT
MIOMON[HHTE BEIIECTBA, H30POEHH B TOYKA 6.1 MIH XOMOHHALHAA OT IOCOYEHOTO.

4.4 CoenHajlHH DpegynpeskieHHs H cHeNHAJHH Dpena3HE MePKH OpH ynotpeba

Yeprodpobino yepexcdane

TIpH naluKeHTH ¢ TEXKO YePHOAPOOHO YBPEXKAAHE 10 BpeMe Ha JIEHEHHETO ¢ TIAHTONpa3on Tpabea
PEROBHO A& CE MPOCHSIABAT YUePHOApoOHUTE SH3HMH, 0c0o0eH0 NPH NPOALIKUTENHA Tepamud. [Tpu
TIOBHIIIABaHE Ha Y¢PHOAPOOHHTE EH3HMH JieueHHeTo TpAOERa Ia ce TIpeyCTaHOBH (BXK. TOUKa 4.2).

Eonospemenno npunoxcenue ¢ HCIIBC
INpunoxenreTo Ha maHTonpazon 20 mg 3a MpO(WIAKTHKA HA racTPOAYOACHATHA A3B4a, NPeAH3BUKAHA
OT HeceNeKTHBHH HECTEPOHIHH IIPOTHBOBB3NAIMTEIHY JIEKAPCTBEHH CpecTRa, TpabBa aa ce
OTPaHWYM [0 IALMEHTH, NPH KOWTO C€ H3HCKBA NMpoabnkuTenta Tepanud ¢ HCTIBC u npu kouro
CBIUECTBYBA MOBHIIIEH PHCK OT PA3BHTHE Ha TACTPOAYOACHAITHH YCIOKHEHMA.

IToBHIIEHHAT PHCK Ce OLEHAB& B 3aBHCHMOCT OT HHIUBUOYATHHTE PHCKOBH (aKTOpH, Hamp.
HanpeaHalla Bb3pacT (Haj 65 roaMHH), aHAMHE3a 38 CTOMAIIHA MK JyOAeHaTHa 93B3 HITH KBp W
TOPHMTE OTHENH Ha raCTPOMHTECTHHAIHHMA TPAKT.

Cmomauna Ma}!ueueuacm

PELHIHBHPALIO HOBpPBIIaHe, THCharys, xemaTeMesa, aHEMHA WIM MelleHa) H KOraTo '.

HaJIM4Ha CTOMAIIHA A3B4, TPAORA 1a C¢ H3KMOYH HANHYHMETO HA MAJTHTHEHO 3ab0ma

JIEUEHHETO ¢ TTAHTONPA30J MOXKe J1a obnexyn CHMIITOMHTE H Taka ia 3a0aBH
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AHArHOCTUIHPAHETO. T})HGB& Ja c¢ NpoBeIaT NOITBIHHTEITHH H3CIeABaHHA, aK0 CHMITTOMHTE
NCPCHCTHPAT, HE3ABHCHMO OT 4NCKBATHOTO JICUCHHE,

Ednospemenno npunosicenue ¢ HiV-npomeasnu unxubumopu

EnHorpeMeHHO NpHAOKeHAE Ha nanTonpason ¢ HIV-nporeasHy HHXHOATOPH, KATO ATAZAHABYD,
uHgTo abcopbuud € 3aBHCHMA OT KucesnoTo croMamso pH He ce penopbyea NOpaay 3HAYHTENHO
HaMaNgRaHe Ha GHOHATMYHOCTTA (BXK. TOUKA 4.5).

Buwadeiicmaue evpxy abcopbyusma na sumamun B12

[py namuerT™ Che CHHAPOM Ha Zollinger-Ellison 1 apyrv naToNOTHYHE XUTIepCeKPeTOPHA
CBCTOSHHS, H3HCKBAIIH NIPONXBIDKATEITHO NIedeHne, NAaHTONPa30/, KATO BCHUKH GloKHpanmi
CeKperHaTa Ha CTOMANIHA KHCETHHA JEKapCTsa, MOXKE 12 HAMalH pe3opOlmAaTa Ha BuTaMuy B12
(upankobanaMHH) MopagH XMIO- WIH axnopxuipud. Tosa Tpsa0ea na ce Ma peABUL IPH NIALMEHTH ©
HAMAJICHH TEJICCHH 3aTlacy WM PHCKORH (DaKTOPH 3a TIOHIKeHa aGcopOimd Ha BuTamud B12 Ha
MPOXL/DKHTEIHO JICYEHHE HILH aK0 ¢€ HAOMIOaBaT CHOTBETHHTE IIHHHYHY CHMITTOMH,

Hpoowvmrcumenno nevenue
[py NPOXBILKHTENHO JACUEHHE, 0c00SHO MPH NPOABIDKUTENIHOCT NOkeye or | roarHa, NauHeHTHTE
TpabBa Aa ce HabnogaratT penoBHO.

Facmpourmecmunannu ungexyuy, npedussuxany om baxmepuu

Moxe na ce o4akea, 4€ MAHTONPA30J], KAKTO BCHYKH APYTH HHXHOUTOPH Ha MPOTOHHATA MOMIa,
nopuInaBa 6pos Ha GaKrepHuTe, HOPMATHO NIPUCHCTBALY B FOPHHTE OTAECIH HA XPAHOCMHIIATEIHES
TpakT, JIedeHHeTO C NAHTONPAa30T MOXKE JIa IOBE/E A0 JIeKO MOBHILEH PHCK OT CTOMALTHO-YPEBHH
nHdeKIEH, NPMYNHEHH of Gakrepud, kato Salmonella, Campylobacter u C. difficile.

Xunomaznesuemun

Tlpn nanueHTH, NeKyBaHH ¢ BHXHOMTOPY Ha IPOTOHHATA TIOMITA, KATO NAHTONMPA3071 B NPONLIIKEHHE
HA He MO-MAIKO OT TPH Mecella M B MOBEHETO CTydaH 3a ¢/lHa TolMHA ¢ HabMmonasaHa Texka popma Ha
XHnoMarsesneMud, CUMITOMHUTE HA XHITOMATHE3HEMUATA, KATO YMOpa, TETAHHA, ACTHPHYM, FBPHOBE,
BHEHE Ha CBAT H KaMepHAa apHTMHA MOTaT Aa ObJaT CePHO3HH, KaTo B HAYANOTO MoraT aa Obaar ciabo
W3pa3eHH M Jia ce npeHebperdar. [Ipn Hali-3acerHaTyme NauHeHTH, XMIOMArHE3HEMHATA OT3IBYYARA
ciiel] 3aMeCTUTeTHA Tepanus ¢ Marnesni ¥ npekparapaHe Ha Tepanmsra ¢ WIIIL.

3a naIMeHTH, TpM KOMTO Ce OMaKRa NpoBeXaHe Ha IPOIBIDKUTENHO NeYeHAE HIH KOMTO IIPHEMAT
HHXWOKMTOPH HA MIPOTOHHATA NIOMNA €AHOBPEMEHHO ¢ MUTOKCHH HiTH IEKRPCTBR, KOHTO MOTAT Ja
TIPUHHHAT XANOMarHesHeMus (Hanp. ANYpeTHLH), MeIHLIBHCKMAT NepcoHal TpadBa na pasriena
BBE3MOXHOCTTA 33 ONPee/iaHe CTORHOCTHTE HA MarHe3Hi Npey 3anousane Ha nedenne ¢ I u
NIEPUOJHYHO IO BPEME Ha JIEHEHRETO.

Iloguwer puck om gpaxmypu

Huxuburoprre Ha MPOTOHHATA TOMNA, OCOBEHO aKO ce H3MON3BAT BhB BUCOKH JO3H H 33
DIPOARDKHTENEH IIEPHON 0T BpeMe (> 1 roauda), Morar cnabo ia NOBHIIAT PHCKA OT HpPaKTYpH Ha
OenpeHaTa KOCT, KOCTHTE HA KMTKATa H NPEIINEHHTE Ha IPBOHAYHIA CTHAC, MpeAHMHO [PY NALHEHTH
B CTAPYECKA BH3PACT WK NPH HATMYKETO Ha APYTH NPH3HATH PpUCKOBH (akropu. OGcepralHOHHK
NpoyUBaHUA NOKAIBAT, Y& HHXMOUTOpHUTE Ha MPOTOHHATA [TOMIIA MOTAT 44 MOBHINIAT KATO UAIO PHCKA
ot paxtypu ¢ 10-40%. Yact o1 TOBa yBeTHYEHHE MOXKE 14 Ce ThKM Ha APYTH PUCKOBH (dakTopH.
TayyeHTH ¢ NOBHIIEH PHCK OT OCTEONOPO3a TpaOBa Ja 6b1aT HAGMORABAHK W JIEKYBAHH B
CHOTBETCTBHE C HACTOSAIINTE KNHHHYHH PBKOBOJCTBA U Ja npueMat sutamud D u xanumii
aJIeKBaTHH A03H.

Cybaxymer xoxcer aynyc epumemamodec (SCLE) S —
Haxuburopure Ha NPOTOHHATA NOMNA Ca CBBP3aHli C MHOTO peakw cry4au Ha SCLE. amﬁe ‘ ;@"‘
ne3uu, 0coBeHO B YMACTBUM OT KOMKATA, HANOKEHH HA CITBHYEBH TbUM, M KO Te ca ¢y thoonerme-. ", "\
Gonxy B cTaBHTE, NAlMEHTHT TPAOBA HE3a6aBHO 4 TOTEPCH MEMLMECKA IOMOII ,gm!tﬁugé?&&a'r
CHICLMANHCT cie/(Ba Aa OOMHMCIH cTIpaHe Ha npHeMa Ha Nanrornpason. SCLE, HacypImn ores
TIPEXOIIHO NeSeRMe ¢ HHXHGHTOP Ha POTOHHATA HOMIE, MOske Aa yBenmnH puckd of SCLE npws
ynorpeba Ha Apyru BHXHOHTOPH Ha MPOTOHHATA NOMIIA, ’
3
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ITosruasane na rabopamoprume pezyamamu

TToBHImeHoTO HHBO Ka XpoMorpaHHHd A {(CgA) Moke a NOBITHAC HA M3CNCABAHAATA 34
HEBPOEHAOKPHHHU TYMOPH. 3a aa ce u3lberHe ToBa B3aHMOICHCTEHE, leueHHeTO ¢ [TaHpaszon Tpabea
Jia Ce CTpe BPpeMEHHO Hali-MajIko 3a 5 AHH npend onpenenaneto Ha CgA (Bx. Touka 5.1}. Ako HHBaTa
Ha CgA ¢ racTpHHA He Ca C€ BB3CTAHOBHITH B pedepeHTHHTE CH IpaHMIM ClIeX HAYaATHOTO
ofnpenenstHe, H3MepBaHeTo TpAOBa Aa 66a¢ NoBTOpeHO 14 NHH cnel ciMpaHe HA JISYEHHETO C
HHXKOMTOP Ha NPOTOHHATA [TOMIIA.

HNomoniay BeinecTba

Hampuii

To3u aexapcTBeH NPOoAYKT ChABPAKA No-Majko oT | mmol HaTpwif (23 mg) Ha cToMamHo-ycTolUMHBa
TabeTKa, T.€. MOXKE Ja ce Kaxe, H€ MPAKTHYECKH He ChIbpiKa HAaTpuil.

4.5. BaauMojaelcTBHE ¢ APYTH JeXapcTBeHA NPOAYKTH U APYTH (JOpMH HA B3aAMoJelcTBHE

Jexapcmeenu npodyxmu ¢ pH-3asucuma abcopbyuonna papmaxoxunemuxa

TTopanu MEAHOTO H IPOABLIDKHTENHO HHXHOMpaHe HA CEKPELIMATA Ha COTHA KHCETHUHA, IAHTOMPA30/
MOKE 1a HaMaJIH pe3opOLMATa Ha IeKapCcTBA CBC 3aBHCHMa 0T pH Ha cToMaxa OHOHANTHYHOCT, HAaIp.
HAKOH a30JI0BH AaHTHMHKOTHIM, KATO KeTOKOHA30J1, HTPAKOHa301, MO3aKOHA30/ M JPYTH JIEKapCTRa
KaTO €PIOTHHHO.

HIV-npomeasuu unxubumopit

EaHoBpeMEHHOTO NPHIOKEHHE C 4Ta3aHABUP H APYrd JIEKApCTRa 3a nedeHHe Ha HIV-undekips,
yuATo pezopOima e pH 3aBucuMa, ¢ HHXUOHTOPH Ha MPOTOHHATA MOMIA, MOXe I3 OBELE 10
3HAYUTEIIHO HaMafleHne Ha OHOHANMYHOCTTA Ha JIEKapCTBaTa 3a NeueHde Ha HIV-undexnud u na
OKaKe BIHAHME BBPXY e(pHKACHOCTTA Ha Te3U JeKapcTea. [lopanu ToBa, € AHOBPEMEHHOTO
TPHIIOKEHHE HA MHXMOHTOPH Ha NNPOTOHHATA NOMITA H ATa3aHABUP He CE NPeNnophyBa (BK. TOYKa 4.4).

Axo KOMOHHALIMATA Ha aTa3aHABHP ¢ HEXHOHTOP Ha MPOTOHHATA [OMI1A € NPHeTa 33 Heu3bekHa, ce
MPENOpPHYBA CTPHKTHO KIMHHYHO HaGMOIeHHe (Hamp. BHPYCHO HATOBAPBAHE)} B KOMOHHALIHA C
NIoBHIIEHA J103a atazaHasup 10 400 mg cne 100 mg puronasup. J[HepHaTa n03a oT 20 mg
NaHTonpa3on He TpaGea a ce HaABUINABa. Moxe na ce HamoXH KOpHrupaHe Ha aozata Ha HIV-
NpoTeazHUA HHXHOMTOP.

Kymapunoeu aumuxoazyranmu (Qennpoxymon uru sappapur)

Buipex, Y& pH KTMHWYHHTE HapMaKOKHHETHYHM NPOYYBAHKA NPH €JHOBPEMEHHO NPHIOKEHHE ¢
deHnpoKyMoH WnH Bapdapus He ca HabMoaaBaHK B3aHMOASHCTBUS, MPe3 NOCTMAPKETHHI OBUA
MIEPHOJ, Ca JOKJIAZIBaHH HAKOJIKO HIOIKHPAHH CJTydaH Ha MPOMEHH Ha MexkayHapoaHoTo
HOpMau3upaHso ¢hoTHomeHKe (INR) npr enHoBpeMenHo nprnoxenye. [Topaau ToBa, NpH NalMeHTH,
JICKyRaHH ¢ KyMapHHOBH AHTHKOAry1aHTH (Hanp. (eHNpoKyMOH HIH BapgapHH), ce Ipenopbhisa
KOHTpOJ Ha nmpoTpoMOKHOBoTO BpeMe/INR cnen 3anousale, npH NpHKCTIOMBAHE U 1O BPEME HA
JICUEHHE ¢ MAHTOTIPa30IL.

Memompercam

CrobuaBa ce, ue NPY HAKOH MALMEHTH NPH €THOBPeMeHHaTa ynotpeba Ha BHCOKH J03H METOTPEKCAT
(nanp. 300 mg) u UHXMOGMTOPH HA NPOTOHHATA MOMIA CE OBHILABAT KOHLIEHTPALHHTE Ha
Mmerorpekcar. ETo zamo, npH ynorpefa Ha METOTPEKCAT BbB BUCOKH A03H (HAIp. TIPH KApLHHOM H
TICOPHA3HC) MOKE 1 CC HAITOXKH JICHEHHETO C MAHTOTIPa30Nl BpEMEHHO A2 CE NPEKPaTH.

Jpyzu npoyveanun sa esgimodeiicmaeunima

INaaTompason ce MeTaboIH3KpPa EKCTEH3UBHO B Y¢pHHA Apob upes uuroxpom P450 e MHaT
cucrema. OcHOBHMAT MeTaGo/HTeEH ITBT € leMeTunupane upe3 CYP2C19 u ;[pyma): _qmﬁ‘on
e okcumanma upes CYP3A4, 4
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CHABPKALIM JIEBOHOPIeCTPEN H ETHHHIECTPAANO, HE ¢a HaOMoaaBanK KIHHHYHO 3HAYHMH
B3auMOZeHCTBHA.

BzauMopaelicTBHA Ha NAHTOMPA30] ¢ APYTH JIEKAPCTBEHH MPOAYKTH WIH BEIIECTBA, KOUTO C€
MeTaboTH3HpaT Ypes €OHH H CHLIH eH3MMHH CHCTEeMH He MOXKe J1a e H3KITIovar.

Peaynrarure, obxBainaimy npoy4BaHUATA 32 B3aHMOACHCTBHE MTOKA3BAT, Ye MAHTONPA30J HE OKA3Ba
BJIHAHHE BBPXY MeTabo/i3Ma Ha aKTHBHHTE BelllecTBa, MeTabonusupauiu ce upes CYP1A2 (xaro
koteun, Teodnmun), CYP2C9 (karo nupokchkam, maknodeHak, HanpokceH), CYP2D6 (xato
metonponon), CYP2E1 (xaro eraHon) H He ce HAMECBA B P-INTMKONPOTENH CBBp3aHaTa aGeopOima Ha
OUTOKCHH.

He ca HabmofasaHH B3aHMOJSHCTBUA IPH CHBMECTHO MPHIOXKEHHE C AHTHALUTHH MPOAYKTH.

[IpoBeskAaHH ca CHIIO NPOYYBAHKA 33 B3aHMOAEHCTBHE NPH NPHIATAHE HA MAHTOMPA30
€/THOBPEMEHHO CBC CIICIHUTE AHTHOMOTHITH (KNAPHTPOMHIIMH, METPOHHAA30/1, aMoKcHIpuuH). He ca
YCTaHOBCHH KITHHHYHO 3HAYHMH BB&HMDI[GﬁCTBHH.

Jlexapcmeenu npodykmu, koumo unxubupam wiu unOyyupam CYP2C19

Huxuburopu Ha CYP2C19, karo ¢uyBoKCaMHH MOIaT /1a YBEIIHYaT CHCTEMHATA EKCTIO3HLMA Ha
naHTonpazon. Moxe aa ce 0OMHCITH NTOHIDKABAHE HA AO3aTA ITPH NALHEHTH, JIEKYBaHH TBITOCPOYHO ¢
BHCOKH J03H NAHTOMPa30/ WIH Te3H ¢ 4epHOAPOOHO yBpekaaHe.

EnsuMan HHAYKTOPH, sacaramm CYP2C19 u CYP3 A4, kxaTo pudaMIHIMH WIH XEIT KAHTAPHOH
(Hipericum perforatum) Morar na HaMaJAT I1a3MeHHTe KoHUeHTpawku Ha HIIIT, xouTo ce
MeTabo/M3HpaT Ypes Te3H eHIMMHU CHCTEMM.

4.6. DepTuaHTET, peMEHBOCT H KbpMeHE

BpeMenHoct
YMepeHO KOMHYECTBO AAHHH 3a OpeMeHHH KeHH (Mexxay 300-1 000 pesyntara or GpeMeHHOCTTa)

HIOKA3BaT TUIICA HA MAKDOPMATHBHH WIH (peTo/HeoHaTaNnHA TOKCHYHOCT Ha MaHTonpason . Ipu
TIPOYUYBAHHA BEPXY AKHBOTHH HMAa NaHHH 3a PeMpOIyKTHBHA TOKCHYHOCT (B, To4ka 5.3). Karo
TIpEANa3Ha MAPKa € 33 IPEeANoYHTaHe da ce H30ATBa ynorpeGara Ha [TaHpason 20 mg no BpeMe Ha
OpeMeHHOCT.

Kepmene
ITpu npoy4paHUATa PBPXY *KHBOTHH € YCTAHOBEHO, Ue MAHTOMPA30]l ¢e €KCKPeTHPa B MIAKOTO.

JloknaapaHa € eKcKpeLs B MaifuMHOTO MISKO MpH Xopa. He MojKe 1a ce H3KIIOUH PHCK 34
HoBopoaeHuTe/Geberara. [Topans ToBa pelieHHEeTO AaMH Ja ce NPOLDKH/IIPEKPATH KEPMEHETO HIH
NPOAB/DKK/TIPEKPATH JIeSeHNETO C MIAHTONpa3on TpAOBa A4 C& BIEME, KATO C¢ HMA IIPeJBM TTOJ3ATA OT
KBPMEHETO 3a JETeTO M MOJI3aTa OT JISUSHKETO ¢ MAHTOMPAa3ol 3a MadKaTa.

GeprivmHTeT
Hsama gaHH# 33 HapylIeH QEePTIWIKTET CIe MPHIIaraHe Ha MAHTONPA30J MPH MPOYYBAHHA ¢ KUBOTHH
(Bx. TOUKa 5.3).

4.7. EdexTn Bbpxy cnocobHocTTa 32 mojpupane 7 paboTa ¢ MAINEHH
IMTarTonpason He NoBNUABA WIK NOBAHABRA NpeHebpexxuMo criocobHocTTa 32 wWodmpane | paboraTa ¢
MaIlHHH. Moske 1a HaCTHIAT HEKEAHH JIEKaPCTBEHH peaKllMM KaTo 3aMaiiBaHe W 3puTenHu

HapyiueHus (Bx. Touka 4.8). Ao ca 3acerHaTH, NalMEHTHTE He TPAOBa 18 WOPHPAT HIH PaGOTHTE: ..

MAallHHH. e "“‘w‘

4.8. Hexenann JeKapcTBEeHH PeaKIEH

[Mpubnmznrento 5% OT NALMEHTHTE MOTAT A2 OYAKEAT Ja MOIYUAT HeXKeTaHH JIeK:
Hal-4ecTo AOKIAIBAHUTE HEXENAHY JICKapCTBEHH PEaKIIMH ¢a AHapya H rIasobom
5
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npu npHOMM3HTENHO 1% OT NalMeHTHTE.

B TabiuiaTa no-aomy ca H30poeHn HexeNaHuTe JeKapCTREHH PEaKiyH, JOKIaABaHH [pH yrioTpeSara
Ha MAHTOIPa30J, KiacH(HIMpaHH Ype3 CCAHATA KiacHbHKAIMS 32 YecToTa: MHOTO uecTH (>1/10);
qectu (>1/100 mo <1/10); Heweeru (>1/1 000 go <1/100); peaxu (=1/10 000 o <1/1 000); MHOTO
peaxu (<1/10 000), ¢ HemsBecTHa YecTOTa (OT HATMYHHTE AaHHH He MOXe Aa Hb/ie HanpaseHa
OLICHKa). 38 BCHYKH HeXKeJlaHH PeakiiiH, JOKIaNBaHH Mpe3 MOCTMAPKeTHHTOBOTO Habonenne, He €
BBE3MOXKHO 1 CE ONPE/IE/IH YECTOTATa Ha HEXEIAHMTE PeAKIIMH, MOPAIH KOSTO Te ¢4 MIOCOHSHH C
HEHM?BECTHA YECTOTA,

[Tpu BeAKO rpyIHpaHe B 3aBHCUMOCT OT YECTOTaTA, HEYKEIaHHTe JIEKAPCTBEHH PeakL|u ce u3bpossaT
B HM3XOJAIL PEX MO OTHOIIECHHE Ha TAXHATA CEPHOSHOCT.

Tabmyma 1. Heskenany nekapcTBeHH peakiMy PH MPWIOKEHHETO HA NAHTONPA30] P KITHHHYHH
NPOY4BAaHHA ¥ MOCTMAPKETHHIOBO HAOMIOACHHME.

YecToTa
C Hen3BecTHa
Cucremno Yecrn Hevecrn Peaxu Muoro peaxs
OPraHHH Hecrora
K/13acoBe
Hapyuenus
TpombolMTONeHAS,
Ha Kpbema U
Arpanynouurosa | JleBkoneHus,
aumgnama
TManmrronenus
cHCmMeMa
CBpEx-
YYBCTBHUTENMHOCT
Hapyuenun (KL
HA UMYHHAMA aHadunakTHIHI
cucmema peaKuuHd 1
aHadHNAKTHICH
IIOK)
XunepnanupemMus XHIOHATpHEMHA
H [IOBHLIABAHE HA XunoMarsezneMnas
Hapyuenun
wa TMHIHIHTE {Bx. TouKa 4.4)
epuau Xunok mus!,;
Memabonuzma (TprMLepUAH, aie v 7
XOIIECTEPOIL), XumoxanueMan
u XpaneHemao
TNPOMEHH B
TErIOTO
XamouHHALHH,
O6spxanocT (n0-
CHELHANHO TIPH
empecHs (#
Heuxuunu Hapymenns fcmmn ( JlesopreHTaURA (M | MAMEHTH C
HapYuieH s Ha CHHA aBaIn) BCHYKH arpapailid) | IPeIHMCIIOIHINLL,
arp XaKT0 H ArpaBUpaHe
Ha CBIIECTBYBAIIHN
CHMITTOMH)
Hapyuenun Iapecresna
TmasoGonne, | Hapymenus Ha P
HA Hepsrama
3amaiiBane BKYCa
cucmema
3purenHH
Hapywenun CMYIIeHH
Ha ouume (3aMBIIIEHO
3peHNE)
6
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Tonumw va | Muapns, MHKpOCKOMCKH
TBHOTO I'apene/ KONHT
(dysnyca) | noepbmane,
Ha cTomaxa | AGpommHanHa
Cmomauno- | (mobpoka- JTHCTEH3NY,
upegHu YECTBEHH) 3anek,
HAPYIieHUA Cyxota B
YCTaTa,
Kopeman
Gonxu B
arckoMBopT
Hopamasane XenaToueTynapHa
Xenamobu- Ha YBpeRIAHu,
uapny gepHoapoben | ITopumaeane Ha JKnirrenua,
TE CH3AMH 6unnpyOnHa XenatotlenytapHa
HApVlenuA
(TpaHcaMuHa- HEoCTATRYHOCT
3y, ITTID)
CunapoM Ha
CrHRBHC-J[KOHCHH,
CragpoM Ha Jlaiisa
Epnrema
MyITHOpME,
DOTOYyRCTRRTEN-
HOCT
Hapruenua
a KONCaME U O6pus/er3an- Vpraxapus, Cybaxyren koxen
TeM/epyniHn JyTIyc
RODKOJICHAMG Anrnoenem
Coplex epuTeMaTonec (BX.
MBKaN
Touka 4.4)
JlexapcTBena
peakuus ¢
e03HHOGHTIA A
CHCTEMHH
CHMIITOME
{DRESS)
DpaxTypH Ha MyCcKynHE Chiasmp?
Beapenara
KOCT, KOCTHTE
Hapywenus
Ha KHTKaTa 1
Ha MYCKVIHO- ApTpainrhs,
NpeNUICHHTE
Ckenemiama e Muanrus
cucmena IpEOHATHAR
cTHIO (Bx.
To4uKa 4.4)
HprepcTunanen
H
";p VULeHUR Hedpur (¢
Gubpeyume u B'B?)MO)KHa
nuxouHume Tporpecni fo
Oubpeana
nomuya
HeNOCTATHYHOCT)
Hapyuenus
HA
BL3NPOU3BO0U
men lusexomacTus
Hamaq
cucmema u
zppdama
gprywu enut u Acten, THE?I];?:: "
egexmu Ha ?{:0:;12_ TeMIeparypa,
MACIOMO HA P Nepudepnu
TOKeHHe
KpUROIKEHYE OTOIH

' X MnoKaueMusTa B HTH XHITOKATUEMHATA MOXe Ja GBIE CREP3aHa ¢ Bh3
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xXuripMarHeanemMns (BxX, ToUKa 4.4)
2MycKynHH CriasMi BCISICTBHE HA €IEKTPONWTHY HapyIMeHAs

Crnobinapase Ha NONOIVPAHH HEIKENAHH PEAKIHH

Cpo0masaHeTo Ha NOXO3UPAKH HeXKeNaHH PeaklLy CeA paspeliasate 3a ynorpeba Ha ASKapCTBeHHS
DPOJYKT € BAXHO. T0Ba NI03RONABA A MPOARDKM HAGMOJEHHEeTO KA CHOTHOLIEHNETO MOJI3a/PUCK 34
JeKapeTeeHns poAyKT. OT MENUIMHCKATE CHIELMATTHCTH CE MINCKBA 1a ChOOILIARAT BCAKA
TIOAO3HPAHA HEXKeNaHa peakips dpes H3msnauTeNHa areHLMS 110 eKapeTeara, yi. ,amak U'pyes”
Ne 8, 1303 Codwus, Ten.: 02 8903417, yebeaiir: www.bda.bg.

4.9. Ilpeaosupane

Hsama H3BECTHHM CHMITTOMH Ha NPefo3HpaHe NpH X0pa.
CucTeMHa ekcno3ulHA ¢ o34 1o 240 mg, NpUIoKEHH HHTPABEHOZHO B MPOXRDKEHHE Ha 2 min ce
noHacs nobpe.

Toii KaTO MAHTONPA30J Ce CBBP3Ba B MOIAMa CTElIEH ¢ POTEHHNTE, Toll He ce AMATH3NPA NeCHO.

T1pn npexozupane ¢ KITMHWMHHE TIPH3HALIA HA HHTOKCHKAINA, OCBEH CHMITOMATHYHO M HOLTHPKALIO
TICYCHHE, HE MOTaT Ja C¢ HaNpapaT cHeLM(HUIHN TepaneBTHYHU NPETIOPHKH,

5. ®APMAKOJOIHYHH CBOHCTBA
5.1. PapmaxoaRHAMHEYHE CBOiicTBA
@apmakoTepaneeTH4Ha rpyna: Huxuburopu Ha npotoHHara noMig, ATC kog A02BC02

MexaHu3pM Ha JjeficTBre
[anTonpazon e cyGcTHTYHpat HEH3MMARA30, KOKTO MHXHOHPa CeKpelaTa Ha COHA KHCEITHHA B
cToMaxa upes criendruHa §10Ka/a Ha IPOTOHHATA OMITa Ha APHETATHHTE KIETKH.

HanTonpasosn ce KOHBEpTHpa O aKTHBHATA CH opMa B KHCeNaTa Cpefia Ha MAPUETATHWTE KIIeTKH,
keAeTo uExubupa H+, K+ AT®aza ensumure, T. €. QUHAIHAA CTaAM OT TPOIYKIHATA Ha COHA
KHcenHHa B cromaxa. HaxuGupanero e 0303aBHCHMO H 3acAra XKaKro 0azanHaTa, Taka u
CTHMY/THPaHaTa KHCETHHHA cekpelwn. TIpu noseyeTo MatHeHTH IPeMaxBaHeTo HA CHMOTOMUTE HA
pedirykca ce noctura 3a 2 cenMumi. Kaxro npyrure nporonsn naxuburopu u H2 peuerropru
HHXUOUTOPH, ISUYCHHETO ¢ NIAHTONPA30N PSAyLMPa KHCEIMHHOCTTA B CTOMAXA W 11O TO3M HAYHH
NOBHINABA HHBOTO Ha MACTPHHAE, NPONOPLHOBATHO HA PeIyKUHATA HA KHCEMHHAOCTTA. [ToBHILasaneTo
Ha HHBOTO Ha racTpiHa e o0paThMo. Thil KaTO MaHTOIPa30M Ce CBLP3BA ¢ SH3UMHTE AUCTAIHO OT
PELETITOPHOTO HUBO, TOM MOJKE 1a MHXUOKpa CeKpenATa Ha COJTHA KHCEAHHA, He3aBHCHMO OT
CTHMYJIMPAHETO ¥ OT APYrH BeiecTha (aleTHIXONHH, XHCTAMIH, racTphl). EdexreT e chiupsT,
HEZaBHCHMO JAJTH AKTHBHOTO BELIECTRO Ce TIPWIara NEPOPanHo HiIH HHTPaBEeHO3HO,

DapMakoAuHAMUYHY edexTH

HuBata Ha racTpHHa Ha FIaJHO CC MOBHINARAT OT NaHTONMpa3on. [Ipu KpaTKOCpoYeH MpHeM NpH
fIOBEYETO CJIYYaH T¢ HE HANXBBPIIAT ropHaTa FpaHHIla Ha HopMata. [Ipu MpoABIKUTENHO NeueHue,
HHMBATA HA raCTPHHA C€ YABOABAT IPYH NOBEYETO Ci1ydaH. EXCLECHMBHO YRenUYaBaHe HACTHIRA MPH
H30NHPaHy Cnydan. JIpH MpoIRTKHTENHC TCUSHHE NPH MAJKA HacT OT CIy4auTe ce Habrofasa KaTo
PpesyJITaT NeKo A0 CPeAHO NOBUInaraHe Ha Opost Ha cneuupuaiHTe eHnokpaHn (ECL) KAETKH B
cToMaxa (OOMKHOBEHA 10 aJleHOMATOMAHA Xumepiuiasus). Bee mak, chriiacHo npqusaﬁﬁ’ra, l Py “’C:“:
NPOBEAEHH A0 MOMEHTA, (POPMHPAHETO Ha KaPLIMHONIM NPEKYPCOPH (aTHIIMYHA xx;ﬁeprm ; '\*\}
CTOMANIHM KapUKHOMIH, KAKBHTO ca OWIH OTKPHTY IIPH ONUTHTE ¢ XXUBOTHH ( ﬁa‘n;d 5 3); ne R
HabnronasaHu NpM Xopa. R

Hpeneny JaHHATe OT NPOYYBAHHATA NPH KUBOTHH, IPY NPOABIDKHTEIHO JTEUEH %nmgqgaso y
HA/ABHINABALIO SAHA rOIHHA, He MOYKE HAITHITHO [ Ce W3KIIFOYH BB3MOKHOCTTA cfﬁ,mmaaue Ha
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napaMeTpHTIe Ha (l)yHKIIH.ﬂTa Ha IWTOBHAHATA KNE3a.

Tlo Bpeme Ha JieueHue C AHTHCEKPETOPHY NEKAPCTBEHH NPOAYKTH FACTPHHBT B CEPYMA CE NOBHLIABA B
OTrOBOP Ha HOHIKEHATA KMCENHHHA Cekpela. B peaynTaT Ha HaMaleHaTa CTOMAIHA KHCENUHROCT
ce noeHwasa ¥ HuBOTO Ha CgA. IMoBMmrenoTo HHBO Ha CgA MOXe Ja NOBIHsSE Ha H3CISABAHUATA 34

HEBPOCHAOKPHHHE TYMODH.

Hanmuunure myGnuKysanH JaHHH IOK23BaT, 4 MPUIAraseTo Ha MHXHOMTOPH Ha MPOTOHHATA NOMIIA
TpabBa 12 ce NPeyCTAHOBH MEXY S5 IHH ¥ 2 CeAMMLM npesy uaMepbane Ha CgA. Topa ce npasu c
ues HuBara Ha CZA, KOHTO MOTaT Jia ¢a JTBKIHBO osHInesH cne nedenue ¢ MITTL, na ce
BB3CTAHOBAT N0 pedepeHTHHTE CH rPaHMLIA.

5.2. @apmaKoKREeTHYHH CBOlCTBa

Abcopbuna

TlanTonpason ce pesopObHpa 61P30 H MAKCHMANHH ILTA3MEHH KOHNEHTPALMH C¢ JOCTHTAT ZOPH CREX
TIpHJIATaHe Ha eHOKpaTHa Mepopaita f03a ot 20 mg. Caen npunarane Ha Tabnerka ot 20 mg cpenno
32 okono 2,0-2,5 h ce nocTHrar MakCHMANTHH TUIA3MEHH KOHIISHTPALWH oT okono 1-1,5 pg/ml, karo
Te3M CTOMHOCTH C€ 3ana3BaT MOCTOSHAH CeJ MHOTOKpATHO Npunarate. GapMakoKHHETHUHWTE
[IAPAMETPH He BAPHpAT CiI¢], €MHOKPATHO WK MHOTOKpAaTHO mpuiosxenye. B 103081 rpanmuy ot 10
Ao 80 mg KHHETHKATa Ha MIRHTOTIPa30N ¢ iMHeliHa cell NepopaHo W HHTPABeHO3HO NMPISIOKEHHE.
AGcomoTHata GuoHanusHOCT Ha TabneTHaTa GopMa € okoso 77%, ChBMECTHHMAT NPHEM HA XpaHa He
nosaraBa AUC, MakcCHMaNHHTE NNa3MeHH KOHNEHTPALMH H PeCNeKTHEHO CHOHANHYHOCTTA.
Eauncreso npoapmxuTeHocTTa Ha lag-hasata Moxe 1a 6bJe YBEMUEHA NIPH CHBMECTHO pHEMaHe
¢ XpaHa,

Paznpenenenue
CeBp3BaHeTO HA IAHTONPA3ON ¢ [IA3MEHHTE [TPOTEHHH e 0xoso 98%. O6eMBT Ha pasnipegeneHue € OT
okone 0,15 Vkg.

buorpanchopmanms

JlexapcTBEHOTO BELIECTBO NOYTH HANBIHO ce MeTalom3upa B uepHus apoG. [NasauaT Metabonuren
BT € JeMeTwimMpasero upez CYP2C19 ¢ nocnegpama cysnidarHa KOHIOraiMa, ApYT MeTa60NHTEH BT
¢ okcuaupane dpes CYP3A4.

Eumiim RHE

TepMUHANHUAT eTHMUBALIMOHEH MOMYKHBOT € 0x0N0 1 5ac H KIHpsHCET € okoso 0,1 Vhkg.
YcraHOBEHH Ca HAKOMKO ¢ly4as Ha CyGexTH cbe 3abapeno enumunnpae. [Jopaan cneuuduaHoTO
CEBp3BaHe Ha MAHTONPAlON ¢ NPOTOHEUTE IOMITH Ha NapHEeTANHHMTE KIETKH, eTMMHHAIHOHHUAT
TIOAYKHBOT HE KOPE/IUPa ¢ MHOI'O NO-ABJITaTa NPOABDKHTENHOCT Ha AelicTBre (HAXHOUpadHe Ha
KHCENHHHATA CEKPeLIHs ).

BbrbpeuHoTo eNHMMHHEPAHE € OCHOBHMAT BT Ha €KCKpelus Ha MeTaloamMTHTe Ha NaHTOopazon (OKono
80%), ocTaHamaTa YacT Ce eKCKPETHA ¢ M3npaxHeHnaTa. OCHOBHUAT MeTaGoMNT, YCTaHOBEH, KAaKTO B
cepyMa, Taka ¥ B YPHHATa, € Ie3METHIINAHTONPa30, KOHTO © cyidarto koHiorupaH. [lepyoasT Ha
NOMyeTAMHHHEPAHE Ha OCHOBHHA MeTabonuT (okonxo 1,5 h) He e MHOro NO-NPOASLIDKUTENIEH OT TO3H Ha
NAHTONPA30.

Cheyuanuu nonynayuy
basru memaboruzamopu

[pubmuaurenno npu 3% ot Esponelickata nomynauys qaricea gpynxuponupawmy CYP2E19 easum i te
ca HapedeHu cnabu MetaGonnsatopy. ITpy Teau HHIMBUMIM METAGONHIMET HA NAHTORPRION EepoaTHO
ce katammsupa or CYP3A4. Cren npunoxkena eanoxparia zosa ot 40 mg nantonpason, cpem-m‘fa
IUTONT IO/ KPHBATA I1a3MEHa KOHNEHTPALUA/BpeMe € 6 TETH Nno-TosMa NpH ci1ab PR
MeTabonmaTopH B cpaBHeHME CBC CYOekTH ¢ Pyukunonnpan; CYP2C19 enzum (eucrensunﬂﬂ AT
Metabommarops). CpeaHara MAKCHMANHA MUTa3MEHA KOHUEHTPAllMA € NOBUINEHA C &}Koszd 50%7' Tean / g
¢aKTH HAMAT OTHOILEHYE KHM JO3HPaHETO Ha oIIaHTOMPA30N. / SO
, "EJW S /¢-
NODE 30857153




Bvbpeurio yepexcdane

He ce wanckBa noHWKaBaHe Ha 03aTa, KOraTo MAHTONPA30/ Ce MIPANAra OpH nalMeNTH ¢ YBpeAeHa
GnOpeuHa QyrKkims (BKII. DaUMEHTH HA XeMOAMATK34). [IPH Te3H NaUMEHTH, MOKOGHO HA AHHERTHTE
¢ MHTAKTHA OBOpEe4Ha QyHKIMA, IUTA3MEHNAT NMEPHOK Ha TIONYEIMMHHHPAHE Ha NAHTOIIPA3O] €
KpaTeK. Camo MHOro MaJTKa YacT OT NAHTONPA30Sl MowKe Aa ce Ananusupa. HesaBiuchMo, ye nepHoasT
Ha TIONyeNWMHHHPaHe Ha OCHOBHHA MeTabOoHT € yMepeHo yaspkeH (2-3 h), ekckpenpara e Bee Taka
61p3a 1 He HACTHITBA KyMyJIaIMs,

Yepnodpobuo yepedicoane

Brnpexn, ye ipu naupeHTy ¢ 9yepHoapoGHa nuposa (kiac A u B cernacuo Child) cnen npunarane Ha
ao3a or 20 mg € yCTAHOBEHO YAB/LKABAHE HA CNHMHHALMOHHHA NIOYXMEOT 110 3-6 h H ysemueHre ¢
daxrop 3-5 Ha croitHocTTa Ha AUC, HaGmogaBaHuTe MaKCHMATHH IUTa3MEHH KOHIEHTPALHY Ca CAMO
1,3 pTH NO-BHCOKY OT TE3H MPH 3/\paBH HHAUBKIH,

Cmapyecka sv3pacm
Jlexoro ypentdenue Ha AUC u Cmax, ycraHoBeHO 1pH 1ofpoBoIIM B CTApYECKa BB3PACT, B
CpaBHEHHE ¢ NO-MIAIHTE YHACTHHIE CHIIO He € OT KIIHHHIHO 3HAYEHHE.

Heouampuyna nonyrayun

Cnesl npunarateTo Ha eJHOKpaTHA NepopanHa 103a ot 20 wim 40 mg maHTonpason Ha AeLia Ha
sb3pact or 5~-16 roauun AUC # Cmax ca B rpaHHIIMTE Ha AMaNa30oHa, CHOTBETCTBAL Ha CTOHHOCTHTE
TIpH BbL3PACTHH.

Cren npunaraHeTo Ha €AHOKPATHA MHTPaBEHO3HA Ko3a oT 0,8 unH 1,6 mg/kg nanTonpason Ha Neua Ha
BB3pacT 2—16 roJWHY He ce YCTAHOBABA ChLIECTBEHA BPB3KA MEXY KIHPBHCA HA IAHTONPA30a H
BB3pacTTa wiH Ternoto. AUC u o6eMBT Ha pasznpeneneHre ChOTBETCTBAT HA Te3H, HAOMOAABAHH pPH
BB3pacTHH.

5.3. IlpeaxaunuvHY AaHAH 33 GezonacHOCT

HexnunuynnTe JaHHM He NoKasBaT 0cobeH puCcK 3a Xopa Ha a3aTa Ha KOHBEHITHOHANHHTE
(bapMakoNOrHYHN IPOYIBaHKA 3a G€30NACHOCT, TOKCHYHOCT IPH MHOT'OKPATHO [IPMIIATaHe M
PEHOTOKCHYHOCT.

B 2-ropmHu npoyusaHud 38 KAPUMHOTEHHOCT, TPOBEACHH BBPXY IITHXOBE CA OTKPUTH
HEBPOCHIOKPHHHH HEOILNa3Mu. JIOMBIHHTENHO B N'OPHATA YaCT Ha CTOMaXa MPH ILTEXOBRE €4 OTKPHTH
CKBAMO3HOKIETHYHM NANHNoMH. MexanusMeT, Bofem A0 HOpMHpaHe Ha CTOMAIIHA KAPLMHOMIH OT
cyGcraTyHpaniTe OeH3MMEAA30IY € BHUMATENHO IPOYYEH H € HAIPaBEeHO 3aKIIOUEHHE, Ve TORA €
BTOPHUYHA PeaKund Ha CHIHO NOBHIMEHHTE CepyMHH HHBA HA FACTPHHA, HACTHNBAIIM IIPH IUTEXOBE HO
BpEMe Ha XPOHHYHO BHCOKO/I030B0 TPeTHpPAHe. B ABeroquuIHA H3cheABanss BLPXY IPH3AUH €
YCTaHOBEH YBeNvy4eH Gpoil Ha YepHOAOPOOHH TYMOPH TIPH INTEXOBE M JKEHCKH MHIUKH, KOETO &
MHTEPNPETHPAHO KATO CICICTBHE HA BUCOKATA CTENEH HA MeTabONHILM Ha NAHTONPa30/ B YCPHEA

2pob.

B rpynara mibsxope, TpeTHpAHH ¢ Hal-BHcoka no3a (200 mg/kg) ¢ Habmonasano ciabo ysevyeHue
HA YeCTOTaTa Ha HEOIJIACTHUHHTE W3MEHEeHUS Ha IUTOBKMAHATA Xues3a. HamuHero Ha Te3n
HOBOOOPA3YBAHHA € CBLP3AHO ¢ NPEIU3BUKAHUTE OT TAHTONPAa30;1 NPOMEHY B KaraGo/iu3Ma Ha
THPOKCHHA B YepHHA Npob Ha nnexa. Thil KaTo IpM XOpa TepaneBTH4HATA O34 € HUCKA, HE ce
04aKBatT eQeKTH HA YBpeXKAaHe HA HIMTOBHIHATA JKNE3a,

[Ipn nepu-NOCTHATANHOTO NPOYUBAHE 32 BH3NPOM3BOACTRO HA IUIbXOBE, NpeaHasHaYe
PasBUTHETO Ha KOCTHTE ca Hab/oaBaHk NpHU3HALA HA TOKCHYHOCT HA TIOTOMCTE
HHCKO PEIHO TENECHO TETTIO, MO-HHCKO CPEIHO TENeCHO HaJlaBaHe HA TeNecHOTo
KOCTeR pacterx) npH excnosuling {Cmax) nprOaM3HTeNHO 2 METH KIHHHIHATA €
Jo kpas Ha dazata Ha BB3CTARHOBABaHE NapaMeTphTe Ha KOCTUTE CA CXOJHH B I
TETJIO CBIO € ¢ TEHACHIMA KbM oOpaTUMOCT CRell MTEPHOAR HA Bh3CTAHOBSABAHE
TopmiienaTa cMBPTHOCT ¢e cHOOIABA cCaMO NPH NpeXaespeMeHno otéuTy Gosae
10
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THEeBHA BL3pAacT), KOATO ce OIEH’Ba KATO ChOTBeTcTRaIa Ha GebeTa [0 2-roguiIHa BE3PAcT.
3HayeHHETO HA TA3H HAXO/IKA 32 MeAHATPHYHATA MONYIALi ¢ HeacHO. [TpeauuiHoTo nepu-
MOCTHATAITHO NPOYUBaHe IPH ILTHXOBE MIPH MAIKO II0-HUCKH JO3H HE YCTAHOBABSE HEXENauy edexTH
npu 3 mg/kg B cpaBHeHue ¢ HUCKA 103a oT 5 mg/kg B TOBA MpOyUBaHE.

1lpu nporengHITe H3CIEARAHKA HE Ce OTKPHBAT AOKAZATENCTBA 34 YBpeKAaHe HA QepTHIMTETa HAH
TepaToreHHn edexry.

TIpOHKKXBaHETO Mpes IWIALEHTATE € POYUEHO NPH IUTEXO0BE U € YCTAHOBEHO, 4€ C¢ YBEIHYaBa C
Harpeapane Ha OpeMeHHoCTTa. B pe3yiTaT Ha TOBA, KOHIICHTPALMATA HA TIAHTOTIPA307 B IVIOZA Ce
YREIHYaBa HEMOCPEACTBEHO TIPEH PaKIaHeTo.

6. OAPMAIIEBTHYHHA JAHHA
6.]. CnuHchbK HA DOMOIMHEATE BEIMECTBA

Hopo na mabremxama.

Manuron

Harprer kapOoHar

Harpues HMiecTeH rIMKoNaT
Cenomimep Ha METAKPHIOBA KNCEITHHA
Kammes creapar

TabGremno noxpumue:

XunpomMenosa

TuTaHOB AHOKCHA

Tank

Maxkporon 400

Hartpuer naypuncyndar

CenonumMep Ha METAKPHIOBA KHCETHHA-CTHIAKpWIAT, 30 MpoueHTHa AUCTIEPCHA
TIpomuneRriuKon

BT Kene3eH OKCHA,

6.2. HecnBMeCTHMOCTH

Henpunoxumo

6.3. Cpoxk na rogpocT

4 roagueu

6.4. Cpenmanny ycjI0BHS 32 ChXpaHEeHHE

Onaxosxka 3a 6nucTepu
Tozu nexapcTREH MPOIYKT He HIMCKBA CIIELMATHH YC/IOBUA Ha ChXpaHEHHE.

Omnakorka 3a tabnerku HDPE
Ha ce cxxpaussa nop 30°C.

6.5. Bua M chALPKAHAE HA ONAKOBKATA

Manpaszon 20 mg cromamrHo-ycToiunBy Tabnetkn no 10 6pos B Gmuctep oT AV
KyTHA.
Tlanrpazon 20 mg croMaurHoO-yeTOUMBY TabneTkd 0o 14 6pos B 6auctep ot
KYTHS.

1
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6.6 Cnenuanam Dpeiaa3sn MepKH NpA HIXBbPJIuHE

Hsama cneupanin H3ucKBaHus,

HeusnonssaHusT N€KapcTBEH MPORYKT MIH OTHATBHHHTE MATEPHATIH OT Hero TpabBa na ce M3XBBPAAT

B CBOTBETCTBHE ¢ MECTHHTE HIHCKBAHMA.

7. TPATEXKATEJI HA PAZPEIEHHETO 3A YOOTPEBA

Tera ®apma EAJ]

yi. ,.JIio6a Bemukora®™ Ne 9

1407 Codmus, Buarapus

8. HOMEPHA PA3SPEIIEHHETO 3A YIIOTPEBA

Per. Ne 20090585

9. JATA HA ITBbPBO PAZPEHIABAHEMIOAHOBABAHE HA PAZPEIIEHUETO 3A
YOOTPEBA

Hata na nepso paspemasane: 15.12.2009 .

JlaTa na nocnenHo noanoeABane: 17.12.2014 r.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA
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