KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA

lﬂﬂbﬂHlﬂTEﬂHA ATEHUARA NO NEKAPCTBATA
L HME HA JIEKAPCTBEHMA ITPOTYKT Kpamm: apaKMApUCITILING Ha NPogyIama - Nlpuscieiue 1

TR A A
[Ipazonua 20 mg cToMaliHo-ycToRUHBH TabneTku g Kum Pea, Ne .. M j

Prazolid 20 mg gastro-resistant tablets { / ;7 ” /'7 ! 97/7

éPaapeweHua No BDEP L imrecirssinid evsorasriran sirevssassssnsns

30 A% ms
- DgofpeHue NE vooereevueneresernasensevssard eremssssnssssssssasreasrsesness

2. KAYECTBEH A KOJIMMECTBEH CBCTAB

Beska cromaino-yeTolivnea Tabnerka ceabpika 20 mg nantonpason (pantoprazole) xato
NaHTONpPa3ON HATpHiA CeCKMXUApAT (pantoprazole sodium sesquihydrate).

3a MbIHHA CITHCLK HA NOMOWHHTE BeHECTEA BIDKTE TOUKA 6. 1.

3. JIEKAPCTBEHA ®OPMA
Cromaltuno-yeroifuupa Tabnerka

XKbTH, €TMNCOBHAHH, IBOHHO H3ITBKHAIH, CTOMAILHO-YCTOHYHBY TabIeTKH, ¢ 0TIeYaTaH HaAMHC
“II"” or egnaTa cTpaHa.

4. K/IMHUYHH TAHHH
4.1 TepaneBTHuHA HOKAZAHHA

[Ipasonun € Moka3saH 3a KPATKOCPOYHO JIEHEHHE HA CHMIITOMHTE Ha racTpo-ezodareancs peduryxc
(xaT0 KHCENHHH B CTOMAaXa, KHCE/H OPUrBaHHA) [IPH BB3PACcTHH.

4.2 1o3MpoBKA H HAYHH HA UPHJIOKEHHE

g03Pl POBKA

Ipenopbumnrennara no3a e 20 mg narTonpazon (eaHa rabneTka) THEBHO.

Moxe na e HeobxoauMo TabneTkiTe Aa ce OpHEeMAaT 2-3 moCASA0BaTEHH HH 3a 00nekyaBaHe Ha
cuMiromure. [lpu HacTENRAHE HA TBAHG NOBIUABAKE HAa CHMITTOMMTE, NeYeHKeTO Tpidea aa ce
NPeKpaTH.

JleuenneTo He TpaGBa Aa NpoABIKaBa noseye oT 4 ceaMuuy 6e3 KOHCYTALMS C JISKap.

Axo He ce nocTurte o0neKvaBaHe Ha CHMATOMHTE 3a 2 ceIMMIIA HETPEKBCHATO JI€YEHHE, NALHEHTHTE
TpatBa na 6bIaT NOCLBETBAHH J1a C€ KOHCYJITHPAT C JieKap.

Crneyuanuu nonyrayun
He ce Hamara kopurupase Ha A03aTa MpH NALIMEHTH B CTAPYECKa BL3PACT WIH NPH NALTHEHTH C
HapyineHa 6L0peuHa HIH YepHOApoOHA QyHKLHA.

lleduampunna nonyrayun ,
[pazonua 20 mg cromaluso-ycToiiunsy TabjaeTky He ce npenopbqaa MPH Jietia H 10k
A0 18 rogvHK, nopagu HEAOCTATEYHO AAHHH 32 ePUKACHOCTTA B 5€30MACHOCTTS

HauuH Ha npuioxenue :
[Mpaszonua 20 mg croMawHo-ycToiiukBH TabNeTKH He TPAOBa 1a ce AbBYAT H
MOFYBLUAT LEMH, ¢ TEYHOCT MPEIH XPaHeHE.




4.3 TIlporuBonoxkasanus

CBpPBbXUYBCTBHTENHOCT KbM aKTHBHOTO BEILIECTBO HAH HAKOE OT IIOMOIIHHTE BELIECTBa, H3GPOeHH B
TOYKa 6.1.

EnnoepemenHo nprnarake Ha nanronpason ¢ HIV nporeasHn HHXHGHTOpPH, NpH KOUTO abcopbuuaTa
3aBHCH OT HHBOTO Ha KHCEJIMHHOCT Ha BhETpecToMainHoTo pH, karo atazaHaeup, HelpHHABHP, HE CE
[penoph4Ba MOopPaan 3HAYMTENHOTO HAMA/MBAHE Ha TaxHaTa OHOHAUTMYHOCT (BXK. TOuKa 4.5).

4.4 Coensagns npesynpe:XaeHun H NpelANasHu MepKy HPH YNoTpeda

[MauuenTre Tpabsa na ObJaT HHCTPYKTHPAHH 1A C& KOHCY/ITHPAT ¢ JIeKap, aKo:

. HMAaT HEYMHLUIEHA 3ary0a Ha TeNecHO Terao, aHeMHs, CTOMAUIHO-YPEBHO KbpBEHE, AHCharii,
YNOPUTO NOBPBINAHE HIIH IOBPBILAHE C KPBE, Thil KATO JISKAPCTBOTO MOXKE 13 o0ieKkun
CHMITOMHTE H 2 3a0aBH AMArHOCTHLHPAHETO HA TEXKKO ChCTOAHKE. B Te3H cmyyawn Tpsbra na
¢€ H3KTIOYH MaTUrHEHOCT;

. Ca NPeKHBENH Oepalys 332 CTOMALIHA A3B4 MJTH ApYyra ollepalus Ha CTOMALIHO-YPEBHHA TPaKT;

. €4 Ha NOCTOAHHO CHMIITOMATHYHO NICUEHHE 32 CTOMAILHO Pa3CTPORCTBO HIIK KHCEIHHN B
CTOM2Xa NoBeYe OT 4 ceMHLIM;

. HMAT XBATECHHLA, YEPHOAPOOHO yBPEKIaHe M uepHoapobHo 3abonsisaHe;

. MMAT cepHO3HO 3ab0MsBaHe, 3acaramo olOTO HM ChCTOSHHE,

’ €a Ha BB3PAcT Hall 55 TOJMHH, ¢ HOBH HIIH HACKOPO TIPOMEHEHH CHMITTOMH.

[TaleHTH ¢ NPOALIKUTENHH NOBTAPAUIM C& CHMNITOME Ha AUCTISNCHS WM KHCeJIMHH B CTOMAaxa,
TpabBa Aa nocewasar peaoBHO cBos Jekap. OcobeHo NalMeHTH Haa 55 roMiHa Bh3pacT, IpHeMalli
€IKeHEBHO JIeKapcTBa 063 TeKapeKo npediucaHue MPOTHE AUCHENCHS HIIH KHCETIHHH B CTOMAaxa,
TpsOBa Na HHbopMHpaT TEXHHUA NeKap WiH dapMallesT.

IMauMeHTHTe HE TPAOBA Na IPHEMAT €THOBPEMEHHO APYTH HHXHOHTOPH HA MPOTOHHATA IIOMIIA MM
H;-anTaroducTH.

HauHeHTHTe 'I'pH6Ba Oa ¢C KOHCYITHPAT ChC CBOA JieKap npeiH aa rnphemar TO3H NEKAPCTBEH
[IPORYKT, aKo TPAORA [1a IPOBEJAT SHAOCKONHA WM H3CIEABAHE 33 Yped B N3IALIBAHKA Bb3AYX.

HauneHTHTE TPAGBA N2 OBOAT HHOPMEPAHH, Ye TabNeTKUTE HE Ca PEAHAZHAYCHH 33 OCHTYPABAHE
Ha HesabasHo obnekucHue. [TalMeHTHTE MOraT 4a 3an04HAT AA HyBCTBAT OOJIEKHEHHE HA CUMIITOMHTE
npuOIH3HTENHO | NeH Clien 3aN0uBaHE HA IEYEHHUE ¢ MTAHTONPA3ON, KaTo MOXe f1a Obae Heobxomumo
Na IpHeMaT NPoayKTa 7 JHH 38 IIOCTHTaHe Ha MHIHO NOBIIMABAHE HA KHCEIUHHUTE B CTOMAXa.
[launenTHTe He TpAORA Ja NPHEMAT NaHTONMPAa30J KaTo NpoduiakTHYeH NEKApCTBCH OPOIYKT.

[TonwxeHata cTOMalIHA KHCETHHHOCT, TOPAAH PasfIMiHA NPHYHHH, BKINIOYHTEHO IIPHEM Ha
MHXHOMTOPH Ha NPOTOHHATA [IOMIIA, MOBHIUABA Opoa HA GAKTEPHUTE, MPHCHCTBAIM HOPMATTHO B
CTOMALLHO~YPEBHUA TPAKT. JIeYeHHETO © MPOAYKTH, HaManABallK KHCETHHHOCTTA B CTOMAXA, BOIM /IO
JICKO NOBHIIIABAHE HA PUCKA OT CTOMALIHO-YPeBHH HHBEKUNY cbe Salmonella, Campylobacter unu

C. difficile.

CybakyTteH xoxeH nynyc epureMaronec (SCLE)

HExHOMTOPHUTE Ha IIPOTOHHATA NOMMIA ¢4 CBBP3aHH ¢ MHOrO peaku caydau Ha SCLE. Ako ce nossar
Ne3HH, OCOOEHO B YUaCTBLUM OT KOXKATa, H3TIOMEHH Ha CITbHYEBH JTBUH, 4 aKO TE €4 ChIIPOBOAEHH C

BonKM B cTaBHTE, NALMEHTLT TPAORA He3a0AEHO M NOTHPCH MENHLHHCKA MOMOIL H M
COSLMANMCT CNeBa fa 0OOMUCAX Ciupate Ha npuema Ha nanronpason. SCLE, nac
OpeAX0AHO IGYEHHE ¢ AHXHOUTOP HA NPOTOHHATA IOMIIA, MOXE JIa YBETHUH PHCKY
ynorpeda Ha Apyrd HHXHOHTOPH Ha IPOTOHHATA TIOMIIA.

[lopnuaBaHe Ha H&ﬁO[!aTOQHHTe PE3IYIITATH



[NoeuieHOTO HHBO Ha XpomorpaHuH A (CgA) MOXe a MOBITHAEC HA M3CNEABAHHATA 33
HCBPOSHAOKPHHHN TYMOpH. 3a 1a ce u3berte ToBa B3aHMOACHCTEHE, evenHero ¢ [lpasonua Tpadea
A ce CTIpC BpeMCHHO Haii-masiko 3a 5 14U npeau onpeaensHeTo na CgA (Bxk. Touka 5.1). Axo HHBaT2
Ha CgA u racTpuHa He ¢a ¢e Bb3CTAHOBHIIM B pepepeHTHHTE CH MPaHHuLM CJIel HAYAIHOTO
Onpeacane, M3mepeaneTo TpAGBa na Obae MoBTOpeHO 14 AHK CNER CrupaHe Ha ICYEHHETO C
HHXHOHTOP Ha MIPOTOHHATA NIOMIIA.

To3n nexapcTeeH NPOAYKT € MpefHa3HAYCH CaMO 3a KpaTKOCPOUHa ynorpeba (1o 4 ceaMuun) (Bx.
Touka 4.2). [laumenture Tpabea na 6baaT npexynpeneHy 3a AOTBIHUTEIHH PUCKOBE OT
MPOABL/DKUTENHATA YIOTpeOa Ha ICKapCTBEHHTE IPOAYKTH, KAKTO M Aa 6bA¢ nogueprana
HeOOXONMMOCTTA OT peUenTa M peIoBHO HabMmoOIeHHE.

CretHuTe NONBAHUTENHH PHCKOBE € NoGpe /4 C¢ HMAT NPE/IBHA NPH AbIrocpovHa yrnorpeda:

Bananwe pppxy abcopOirisita Ha BHTamun B12

[TanTonpason, KAKTO BCHYKH JIEKAPCTEA, OIOKHpaluH KMCeJTHHHATA CEKPELIUA, MOXKE /1A HAMAJIH
abcopOuuara Ha BHTamus B12 (uuankoDaaMHH) nopaau XHIO- WM axaopxuapus. Tosa Tpadea na
Opae B3eTo NoA BHUMaHHE [PH TALMEHTH ¢ HAMANCHH TENECHH 3arack WiH MPH HATHYHE HA PUCKOBH
tpakTopu 3a HamaneHa abcop6Ls Ha BUTamuH B12 npy npoasmkUTeNHa Tepants, HITH 4KO ca
HAOJHOAABAHH CHOTBETHHTE KITUHHYHH CHMIITOMH.

DpakTypa Ha KOCTH

HHXHSPITOPHTC Ha NpOTOHHATA IOMIA, oco0CHO AKO ce M3MOI3BAT BbB BUCOKH AO03H lTpOI['B.lD[(HTeJ']HO
ppeme (Han 1 roaHHa), Morat ciabo Ja NOBHILAT prcka oT HpakTypa Ha GeapoTo, KHTKATa H
rpeOHaYHUA CTHIO, MPeJHMHO TIPH XOpa B HAMPETHANA BB3PACT HITH MPH HATHYHE HA [APYTH H3BECTHH
puckoBH dakropH. OGCepBaLMOHHE TIPOYYBAHMA MOKA3BAT, Y€ HHXUOHUTOPHTE HA MPOTOHHATA NOMIIA
MOraT /12 MOBHINAT 001HA PHCK OT pakTypH ¢ 10-40%. YacT OT TOBa NOBUILIABAHE MOXKE [a C&
JABGKH HA APYTH PUCKOBH (akTopy. [TalueHTHTE ¢ MOBHUISH PHCK OT pa3sBHTHE HA OCTEONOPO3a,
Tps0Ba 14 NOTyYaT rPHKH CTIOPEN CHBPEMEHHHTS KIHHHYHH HACOKM, KAKTO M aJIeKBATEH MPHEM Ha
BuTamuH D 1 kamuaii,

XHMOMarue3snemMH1s

IIpu mauMeHTH, JeKyBaHu ¢ MHXHOHTOPH Ha NpoToHHaTa noMna (MITIT), karo nanroripason, B
MpoawKeHHe HA HAH-MAIKO TPH Mecella, a B OBEYeTO CIYyYaH M Ha €IHA FO1Ha, UMa ChoDINeHHS 3a
TeXKKa XHmoMardesueMus. CCpHO3HH NPOABY Ha XMIIOMArHE3HEMHS KATO YMOpa, TETAHHA, JAEITHPHYM,
KOHBYJICHH, 3aMadHOCT H KAMEPHA apHTMMA MOTAT A2 ce MPOABAT, HO Te MOraT Ja 3aMo4HaT
He3zabenn3aHo 1 1a 6paaT nperebpernatd. [pyu Noseyero 3aCerHATH TALIMEHTH XMIOMATHE3HEMHUATA
NpPEeMHHABA CJle MPHEM Ha MalHE3HEBH O00ABKH M MpeKpaTsBaHe Ha neveHuero ¢ UIIIL

I1pH naLMeHTH, KOMTO c¢ 0YaKBa Ja ObJaT HA NPOALKHTEITHA Tepanus WK kouto mpreMat I ¢
JUFOKCHH HITH JIEKAPCTREHH OPOJYKTH, KOHTO MOTaT 4a [0BeJaT A0 XHIIOMardesHeMHus (Hamp.
AMYPETHIH), € HEOOXOAUMO METHLIMHCKHTE CIIELIHANIMCTH A4 B3EMAT MOJ BHUMaHKe H3MEPBAHETO Ha
MArte3sHeBHTE HHBA MPEH 3arnoyBaHe Ha nedenneto ¢ ML, xakTto W nepHOAWIHO [0 BPEME Ha
TepanuaTa.

Ilpazoau chabpka HATpHid
Tosa nexapcTBo CHABKA 0-MAJIKO 0T | mmol Hatpaii (23 mg) Ha TabneTKa, T.€. NPAKTHYECKH HE
CBHABPKA HATPHIL.

4.5 BsaumoaelcTBHE C APYrH JeKAPCTBEHH NPOAYKTH H APYTH GOPMH HA B3aHMOACHCTRHE

HHBOTO Ha pH B cTOMaxa (Hanp. keTokoHason).

HIV nporeaszau nuxuburopu
EnHoBpeMeHHOTO NMpHaaraHe Ha nantonpazon ¢ HIV nporeasuu urxubuTopy, npH K

abcopOLMATA 3aBHCH OT HHBOTO HAa KMCEITHHHOCT Ha BrTpectomawHoTo pH, xato a



HeJIpHHABKP, € IPOTHBOTIOKA3aHO MOPAIH 3HAUHTEIHOTO HAMANSBAHE HA TAXHATA GHOHANTHYHOCT (BXK.
Touka 4.3).

[ManTonpason ce MeTaboM3upa B yepHUs Apob nocpeacTsoM UMToXpoM P450 ensumHara curema. He
MOJKeE /1a €€ M3KJTIFOUH B3aMMOAEHCTBHE HA MAHTONPA3ON ¢ IPYTd BELIECTBA, METADOIH3HPALLA CE OT
ChLUATA €H3HMHA CUCTEMA. Bee mak HaMa HaGMtoaaBaHH KITHHAYHO 3HAYUMH B3aUMOIEHCTBUS [1IpU
cneLupUYHHTE TECTOBE ¢ KapGaMazenuH, kadeHH, 1uasenam, AMKI0deHaK, JHIOKCHH, €TaHO,
raubeHKIaME L, METONPOIION, HANPOKCEH, HAGEIUIHH, (PEHHTOHH, TAPOKCHKAM, TeOQHIIHH U
NePOPANHH KOHTPAUENITHRH, CbhAbPIKALIH JISBOHOPreCTPen H eTHHUII €CTPagHOI.

Benpexy ye npy KIMHU4YHUTE GapMakKOKHHETHYHH NPOYYBAHKA IPH €MIHOBPEMEHHO MPHJIaraHe ¢
(beHnpokopMOH H BaphapHH He ca HaGTIONABAHH B3aUMOSEHCTBHA, [IPH HAKOM OTACTHHM CITY4aH Ca
NOKNIANBAHYU [IPOMEHH B International Normalised Ratio (INR) npu cBMBTCTBALLO NEYEHHE B
NOCT-MapKETHHTOBHA fepHo. [lopaau ToBa NpH mallHEHTH, ICKYBAHH C KYMapHHOBH
AHTHKOAryAaHTH (Hanp. GSHIPOKOPMOH HiIH BapthapHH), ce npenophuBa NpociensBaie HA
npoTpoMbuHOBOTO BpeMe/INR ciien Hadaloro u Kpas Ha NpHeMa, KAKTO H [0 BpeMe Ha HEPEAOBHO
ApHEMaHe Ha NAHTONPA30I.

HMa crobiueHns, Ye eNHOBPEMEHHOTO NPUIOKEHHE HA BHCOKH TO3H MeTOoTpeKcar (Hanp. 300 mg) ¢
HHXUOHTOPH Ha NPOTOHHATA MOMIIA MOBULUABA HHBATA HA METOTPEKCAT NPH Hakou nauneHTd. [lopaan
TOBA, NPH CY4aH, MPH KOMTO CE NPUIara BUCOKA 4034 METOTPEKCAT, HANPHMEP NPH pak H MCOpUasmc,
MOZKE 11a ce 0OMHCIH BPEMEHHO TIPEKPATABAHE HA [IpHeMa Ha IAHTOTIPa3oll.

Hsama BzaHMogefiCTBHA ¢ eIHOBPEMEHHO NPHETH AHTHAIIHHH CPEACTEA.
4.6 PepTHIHTET, GPeMEHHOCT H KbPMEHE

bpemeHHOCT
Hsma nocrareuHo AaHHK 3a yroTpebarta Ha maHTONpasol npy GpemenHH xenH. Ilpoy4BaHHATa IpH

JKHBOTHH FIOKA3BaT PENPOJYKTHBHA TOKCHYHOCT. Ipe AKTHHMYHHTE [IPOYUBAHMS HE Ca OTKPHITH
HapyLieH QepTIIHTET WK TepaToreHud edekTu (Bx. Touka 5.3). [ToTeHUHATHHAT PHCK HIPH XOpa He ¢
usBecTeH. [Ipaszonuy e Tpabsa na ce M3NOI3BA MO BpeMe Ha DPEMEHHOCT.

Knpumene
VYCTaHOBEHO € HAIMYHMETO Ha NAaHTONpa3on/MeTaboauTH B KppMaTa. EQexkTsT Ha maHTONpasof opH

HOBOpOﬂﬁHﬂ/K’BpM&'—I@T& € HCH3BECTECH. Hpa30m{,u HE TpS!ﬁBa Ja C¢ H30JI3Ba NO BpeME HA KbPMCHE.

deprunurer
Hsma ganHu 3a HapyllieH GepTHANTET CNed MPUNarave Ha MaHTONpa3oJ NPH MPOYYBaHHA € JKHBOTHH

(8. TOUuKa 5.3)

4.7 Edexra supXy cnocobHocTTa 32 IodHapane n paboTa ¢ MAITHEH

[pazonua He MOBIHABA WIH ITOBIHABA NpeHEOpERUMO CHOCOOHOCTTA 3a odupane n

paboTta c MaiHH. Moske 12 HaCTBIAT HEXCIAHM IEKAPCTBEHH PEAKIIMK KaToO 3aMaifBaHe HiH
3PHTENTHE HapywieHHs (B, Touka 4.8). [1pu Takosa nmosnusBane, naudeHTHTE He TpAGBA fa WOpHPAT

W1 paboTAT ¢ MALIHHY.

4.8 HexeaanHn JeKAPCTECHH PeaKHH

npu npubnuzurendo [% ot nalHeHTHTE.

CJ'IE,HHHTB HEKCAAHH NEKAPCTBCHH PEAKLMH €A JOKIAABAHH MPH [IPHIIOKEHHETO He




B cneapawnara tabnuua, HexxenaHnTe TeKapCTEEHH peakiyH ¢a kiacuUIHpaHH o KIacH(HKalHATa
Ha MedDRA 3a yectoTa:

MHuoro yectu (=1/10); uectn (=1/100 go <1/10); veuectn (>1/1 000 no <1/100); penxu

(=1/10 000 no <1/1 000); MHoro peaku (<1/10 000); ¢ HeuzpecTHA YeCTOTA (OT HATHUHHTE JAHHU HE
MOXe 1a Objle HanpaBeHa OLEHKA),

[Ipu BcAKo rpynupaHe B 3aBHCHMOCT OT YECTOTATA, HEXKENTAHMTE JICKAPCTBCHH PeakIliM ce usbpoasar
B HH3XOMH] PeA N0 OTHOIICHHE Ha TAXHATA CEPHO3HOCT.

Tabnuya 1. Hexcenanu nexapemeery peakyiy RPY RPUTONCENUEMO HA RAKMONPA30N APU KIUKUYHY
HPOYUBAHUA U ROCTIMADKERTUHZ080 HADII00CHUE

Yecrora | Yectn Hegectn Peaxn Muoro peaxkn C HeH3BecTHA
qecTOTA
CHeremo-
OPraHeH Kaac
Hapymienns na arpaHynouATOo3a TpoMbounTONE-
KPbLBTa H HHA;
JumpHaTa NMEBKONCHHS;
CcHCTeMa NAHLHTOMEHHA
Hapywmiennsa na CBPBXYYRCTBHTE/-
HMYHHATA HoeT (BT,
cHCTema aHapUIaKTHIHK
PEaKLHH H
asadmnakTHueH WOK)
Hapywenus aa XUNEPTUITHAEMHEH H XMITOHATPHEMHA;
meTabomnzma 1 MOBHILABAHE HA XHIOMArHe3nes
XpaHeHeTo JUNAAHTE Hi;
(TpHrHLepHIN, XHAOKANUMEMHSA'
XOJIECTEpON); MPOMEHH
B TEIIIOTO
Tenxnunn HAPYUISHHA AETHpeCcHA (M BCAKO NES30PHEHTALIHA XaMOLHHALHH;
HAPYIDeHHS HA ChHA arpasupase) (¥ BCAKO 0obBpKBAHE
arpaBHpaHe) (10-CNeLHATHO
TPH NAUHEHTHA ¢
[IPEAHCTIO3IH LA,
KaKTO H
arpaBupaHe Ha
CBILECTBYBAIH
CHMIOTOMH)
HapyweHus na rnagobonne; | HapyWIeHWe Ha BRYCA [TapecTtesna
HEepBHATA 3amaiipaHe
CHCTEMA
Hapymenun ua HapyLIEHHA B
OYHTE 3PeHHETO/3aMBIIIEHO
BHAAHE
CromamHo- TIOJTHITH Ha OMapus; MHEKpOCKONCKH
YpeBHH ABHOTO rageHe/ KONUT
HAPYUICeHHSA (@yHmyca) Ha | noepbliaHe;
cTOMaxa pa3ayBaHe Ha
{(mobpoxavyec | kopema;
TBEHH) 3aMek;
cyxota B
yeTaTa;
KOPEMHH
HonkH u
qucKoMopt
XenaToduinap MOBHIIABAHE | MOBHIUABAHE HA
HH HApYHOIeHHA Ha OmnupyOuHa




HepHOnpoblin JKBIITEHHLIA;
TE EH3UMI XEIaTOLENyTapH
(TpaHcamuHa a
3u, v-GT) HENOCTATHYHOCT
HapyneHust Ha 0OPUE/EK3aHT | YPTHKapii; CHHIPOM Ha
KO3aTa H €M/ HANMIHAT | AHTHOCAEM CTHBBHC-
MOOK0KHATA 0OpHE; JIKOHCBH;
TbKAH TIPYPUTYC CHHIIPOM Ha
JTaiten; epuTeMa
mynTadopme;
$OTOYYBCTBHTEN
~HOCT;
cybakyTen
KOHKEH Tynyc
€PUTEMATOAEC
{Bk. Touka 4.4)
Hapynorennsa na thpakTypa Ha | apTpanTHi, MHANTHA
MYCKYJIHO- KHTKATa,
CKeJieTHATA SenpoTo 1
CHCTEMZ H rpebHayHus
CheAHHHTEeNHAT CThAG
a4 ThKaH
Hapywienua na HHTEPCTHIHANEH
GOpeunTe n nedpuT
NMHKOYHHTE
NbTHIIA
Hapymeuus ua THHEKOMACTHA
BhLINPOMIBOANT
e1-HATA
CHCTEMA H
repIaTa
O6mu aCTEHHA, NOBHILARAHE HA
HADPYIMEeHHUS H yMOpa H TEMECHaTa
edexTH Ha HEPA3NOJIOKE | TEMIEpaTypa;
MACTOTO HA HHE nepHijepeH oTok
NPHIOKEHHE

! XHHOKaJTLIHeMHH, CRbp3aHa C XHMOMAIHE3HEMHA

Crobulapate Ha NOA03MPAHH HEXEAAHH PEAKLIHH

CrobL1aBaHeTO Ha MOJO3MPAHH HEXENAHA PeaKilMy Clie/l pa3peilasate 3a ynotpeba Ha neKapCTBEHHA
MPOAYKT & BKHO. TOBA MO3BOIABA K2 IPOILIKHA HAGMOJEHHETO HA CHOTHOMEHHETO MON3a/PUCK 33
fexkapeTseHns npoaykr. OT MeIHMLMHCKHTE CIIELHATTMCTH CE M3MCKBA Ja cho01aBaT BCAKa
NOAO3UpaHa HexeNaHa peakin upes M3nbidurenna areHuus no iekapeTeata yi. . Jlaman ['pyes”

Ne 8, 1303 Codus, Ten.: +35 928903417, yebeaiit: www.bda.bg.

4.9 Ilpeno3snpane

Hsama H3BecTHH CHMNTOMH Ha NPef03UpaHe TPH XOpa.
Jo3u Han 240 mg, NpUITOXEHH HHTPABEHO3HO B TeyeHue Ha 2 min, ca OHTH MOHeceHH aobpe.
Tbid KaTO NAHTOIIPA3ON Ce CBBP3BA B rOJIsIMA CTETICH ¢ IPOTEHHUTE, TOi HE Ce AHanu3upa JIeCHO.

Ilpu cayyaii Ha npefo3Hpane ¢ WIMHWYHH JaHHH 33 HHTOKCHKALHA, HE MOJKE [a ¢e /1aaT

crneur¢pUYHH NPenopBLKH H3BBH CHMITOMATHYHO H NOMLILPIKALLO TIEYEHHE.

5.  GOAPMAKOJOTWYHH CBOMCTBA

5.1 @apmaxoaARHAMHYHH CBOHCTBA

GapmaxoTepanesTHyHa rpyna: Muxubutopu Ha nportoHnara nommna, ATC kog




Mexanu3ssM Ha nelictpue
[Manronpason e cybcTHTYHpaH GeH3MMUARZOM, KOHTO HHXHOHpa CEKPelMATa HA COJTHA KHCE/IHHA B
cTOMaxa 4pe3 cneluduyna 0;10kaaa Ha IPOTOHHATA IOMNA HA NAPHETATHUTE KIIETKH.

Hanronpason ce kOHBepTHPa B HeroBaTa akTHBHA (hopMa LIMKJIMYEH cyndeHaMHI B KHCE/IaTa cpeaa
Ha NApHETANIHHTE KIETKH, KbAeTo HHXHOUupa H+, K+ AT®dasa enzumure, T. e. GHHAJIHHA CTaIHH OT
NpOIYKLMATA HA CONHA KHCENHHA B ¢TOMAXa.

MuxubHpaneTo € J0303aBUCHMO H 3acATa KakTo 0azanHara, Taka  CTHMY/HPaHATa KACETHHHEA
cexpeuns. [Ipu noBeveTo NanMeHTH NpeMaxBaHEeTO Ha CHMITTOMHTE Ha peduTyKca ce MocTUra 3a

1 cenmuua. Ilanronpaszon penyuupa KHCEHHHOCTTA B CTOMAXa M [10 TO3HM HAYMH [OBYIIABA HHBOTO
HA TaCTPHHA, TIPONIOPLMOHATHO Ha PEAYKIMATA HA KHCeNMHHOCTTA. [loBHIDaBaneTo Ha HMBOTO HA
racTpuHa € obpaTtuMo. Thi KaTo MaHTONpPasoll ce CBbP2Ba ¢ EH3UMMTE JMCTATHO OT PELENTOPHOTO
HHBO, TOH MOJKE J1a HHXHOKpa cekpeHMATa HA COJTHA KMCEIHHA, HE3ABUCHMO OT CTHMYJIHPAHETO H OT
ApyrH cyOCTanumH (aLETHIXONHH, XHCTAMHH, TacTpuH). EQeKxTsT € ChIMAT, He3aBHCUMO JaTH
aKTHBHOTO BELLECTRO CE [IPHJIATAa NEPOPATHO HIH HHTPABEHO3HO.

Heeara Ha racTpHHa Ha rJIAJHO c€ NOBHIIABAT OT naHTorpazon. [1pu KpaTkocpoyeH IpHeEM, TIpH
TIOBEYETO CIIy4YdH T€ HE HATXBBHPIAT rOPHATa MpaHHLA Ha HopMmata. [IpH NpoaBKHTENHO eYCHHE,
HHBATa HA rACTPUHA CE YABOABAT NPH MMOBEYETO Ciayyan. ExcLecHBHO HAPACTBAHE HACTHLIIBA TIPH
OTASMHHE ciyuan. KaTo pesynrar, npy NpOIb/BKHTENHO IEUSHHE IPH MAJIKA YacT OT CIYHANTE ce
Habnoaaka Jieko 10 cpeJHo NoBHILABaHe Opos Ha creunguunure eHaokpuHHH (ECL) kerku B
cromaxa {0OMKHOBEHA 10 aneHOMaTo3Ha Xunepruiazus), Ofaue, ChIVIACHO NPOYYBAHHATA, TIPOBEACHH
A0 MOMEHTA, QOPMHPAHETO HA KAHLEPOUAHH MPEKYPCOPH (ATHIIMMHA XHUIICPILAA3HA) HIH CTOMALIHH
KaHLEPOHAH, KAKBUTO Ca MM OTKPUTH NPH ONIMTHTE ¢ )KUBOTHY (BX. TOvKa 5.3}, He ca Habnlonapatn
IpH Xopa.

[lo BpeMe Ha NCUCHHME C AHTHCEKPETOPHH JIEKAPCTBEHH MPOIYKTH FACTPHHA B CEPyMa CC MOBHILABA B
OTrOBOP HA MIOHWKEHATA KHCE/IHHHA ceKpeliis. B pesynrar Ha HaMaeHaTa CTOMAWIHA KHCENMHHOCT
ce nosHiuara ¥ HUEOTO Ha CgA. TlopnmenoTo HHBO Ha CZA MOXKE Aa MOBJIHAE HA M3CIEIBAHHATA 32
HEBPOEH/IOKPHHHH TYMOPH.

Hanuunute myGnuKkyBaHH naHHH TIOKA3BaT, Ye MPUAAraHeTO HAa HHXHOHTOPH Ha NPOTOHHATA MIOMIIA
TpAOBa Aa CC MpeyCTAHOBH MEXKIY 5 HM W 2 cenMuuH npeau miMepsane Ha CgA. ToBa ce npaeH ¢
uen HuBara Ha CgA, KOHTO MOTAaT Aa ¢a JILAKIIHBO NoeHlueHH ciedl Jedenne ¢ UM, na ce
BL3CTAHOBAT 10 PeePEHTHHTE CH rpaAHHLIH.

Kianununa edyukacHocT

Ilpu peTpocnexTHBeH aHanus Ha 17 npoyuBaHus nOpH 5960 naiHeHTH ¢ racrpo-ezodareajiHa
pednykcHa bonect (TEPEB), nexysanu ¢ 20 mg rianTonpason Kato MOHOTEPANHA, CHMITOMMTE,
ACOLUMHUPAHH C KHCETHHHUA pediTyKC, Hamlp, KHCCIHHK B ¢CTOMAXA M KMCENH OPUTrBaHHA, ca GHiTH
OLEHEHH CHIUIACHO CTAHAAPTH3UpaHATAa MeTo[o0rua. [IpoyyBansaTa ca CEEKTHPaHH A2 UMAT
HAk-MAJIKO €/IMH CHMITTOM HA KHCENHHEH pedyke, npocnenasan 2 cenmuum. Jlnarsozara va [EPb
[IpH T€3H NpOYYBaHHA Ce & Ga:mpana Ha& CHAOCKOMNCKA OLIEHKA, ¢ H3KMOYCHHE Ha ¢AHO MpoYyYBaHne,
[IpH KOETO BKTHIOUBAHETO Ha MAHMEHTHTE ce € aznpaiio camo Ha OLeHKA Ha CHMITOMHTE.

TIpy Te3n MpOy4BaHHA MPOLISHTHT HA NALUEHTHTE, MOJYUHIH MBJIHO ol/ieKuaBaHe Ha KMCEJIHHHTE B
cromaxa cieni 7 muu, e 6un mexay 54,0% u 80,6% nipu rpynara, iekyeaHa ¢ nantonpazon. Cren 14
A0 28 nuy, MBIHO O0JIEKYaBAHE HA KHCENIMHHTE B CTOMAXA € MOCTHrHaTo npu 62,9% a0 88,6% u
68,1% 1o 92,3% oT mauHeHTHTE, PeCNCKTHBHO.

cnen 28 aau Mexay 75,2% u 94,5%, pecrekTHBHO.

[TaHTonpa3on ¢ noxaszan no-1o0pH pesynTatd ot mranebo  H2-peuentopHuTe
no-Manka epeKTHBHOCT OT APYrHTE HHXUOHTOPH Ha POTOHHATA 1oMNa. YecToTas TeKYaEqH
Ha CUMIITOMMTE € 3aBHCE/IA B rofsmMa CTeneH ot ctaaua Ha [EPB. /



5.2 ®PapmakokHEETHYHH cBOHCTBA

@apMaKOKMHETHKATA HE BapHPa cle/l eAHOKPATHO HIIH MOBTOPHO mpunaraHe. B n030BHA HHTEpBAN OT
10 10 80 mg naasMeHaTa KMHETHKA Ha AHTOTIPA30J1 € JIHHEAPHA CJIe/l IEPOPATHO HIIH HHTPABSHO3HO
NPHIOKEHHE.

AdcopOuma

{Tanronpazon Hanbauo n Gup30 ce pezopbupa cnen nepopanHo NpunokeHne. AGconoTHata
Suonanuusoct ot TabierHata dopMa e okono 77 %. Obuuaiino okono 2,0 h—2,5 h cnen
NpHIIOXeHHeTo (1 max) Ha eAHOKpaTHa nepopaiHa ao3a 20 mg, ce qoCTHra MaKCHMaJlHa CEPYMHA
KouneHTpaurs (Cmax) okono 1-1,5 pg/ml u Te3u HUBa OCTABAT MOCTOAHHHM Clie MHOTOKPaTHO
npuiarave. EqHOBpeMeHHUAT npHeM ¢ xpaHa He noeaussa GuoHanuunoctta (AUC 1 Cmax), Ho
noevLasa BapuabuinHocTTa Ha lag (asata (tig).

PasmipenencHue
O6embT Ha pasnpenenenne e okono 0,15 kg 1 cBbP3BAHETO ChC cepyMHHTE TIPOTEHHH € 0KOJTo 98%.

buoTpanchopmauns
I[laHTONpa30n NOYTH HAMBIHO ce MeTabonu3nupa B uephus Apod.

EnnMunupane
Knupsreet € okono 0,1 I/h/kg ¥ TepMMHATHMAT NOAYUBOT (ti2) oxoao 1 h. HMa Bakosko ciiyuas Ha

cyOekTH che 3a0aBena enumHHaumi. [Topanu cneuudHUUHOTO CBBP2BAHE HA MAHTOIPA30.T C
TIPOTOHHATA MMOMITA B NAPHETAHUTE KNETKH, ENEMHAHALMOHHMAT MOTYKHBOT HE KOPeJINpa ¢ MHOTO
NO-AB/rarTa NPOXb/DKHTENHOCT Ha AeiicTBHE (MHXHOHpaHe Ha KHCEMHHHATA CeKpewHs ).

B1OpeyHOTO enUMHHEpaHe IPeACTABIABA OCHOBHHAT BT 38 eKcKpeuus (okono 80%) 3a
MeTadOAMTHTE Ha MAHTONpA30/; OCTAHANIATA YACcT ¢ SKCKpeTHpa ¢ ¢elieca. OCHOBHMAT METADONHT B
CepyMa B ypHHaTa € AeCMETHIIAHTONpA30, KOTO e cyndarso kontorupad. ITomyKHBOTET Ha
OCHOBHMA MeTabonuT (0Kono 1,5 h) He € MHOTO NO-TBIIBT OT TO3M HA MAHTONPAa3Oll.

Coenyanuy nomyaaluH

Bwopeuno vepeucoane

He ce npenoprura HamanaeaHe Ha flo3ara, KOraTo NaHTONMPA30Md CE MPHIIATE PH MALHEHTH ¢
HapylIeHa 6bOpeyuHa HyHKUNA (BKIOYHTENHO MAIHEHTH Ha AHANN3A, KOATO OTCTPaHABa CaMo
HE3HAYHTEIHA KOJIHYECTBA NaHTonpason). Kakro npH 3apaen cyGeKTH, eNMHMHHATHOHHHAT
[ONY;KHBOT HA MFAHTONPA307 € KpaThk. He3aBHCHMO ve OCHOBHHAT MeTaDOJIMT HMA NO-Ib/TEr
noay:KuBoT (2-3h), ekckpeLnsaTa e Bee Taka Obp3a M HOPAAH TOBA HE HACTHITBA AKYMYJIALHA.

Yeprodpabuo yepeacdane

Cren npunarane Ha MAHTONPA30J [IPH MALKEHTH ¢ YepHOAPoOHO yepexkaane (A, B u C knac no
Child-Pugh), noTy:KHBOTHT C€ YIb/kasa 10 Mexy 3 u 7 h, a nnpara sa AUC ce yBesnyaBar ¢
KoeHuuenT ot 3-6, gokaro Cax ce MOBHILIABA CAMO HEIHAYMTENHO ¢ Koeuumenr 1,3 B cpaBHeHHE
CEC 3IpaBH CyOeKTH.

Cmapuecka ev3pacm
Jlekoto nosnenne Ha AUC 1 Crax mpu 106pOBOIIH B CTapHecka BB3PACT, B CPaBHEHHE ¢ NO-MIIANH
cybeKTH, He ¢ KITHHUYHO 3HAYHMO.

5.3 IlpeaxIMHHYHHM JaHHH 32 (e30MaCHOCT

[penxnuauyHATE JaHHH, 6a3HPaHH HA KOHBSHUHOHATTHUTE (HapMaKOIOrHHYHH TIf;
Ge30MacHOCT, TOKCHYHOCT NPH MHOTOKPATHO NPHIATAHE W TeHOTOKCHIHOCT, HE I
PHCK 3a Xopara.



Ipu 2-roaMinHo MpoyyYBaHe 3a KAHUEPOreHesa MPH IIbXOBE ca OHIH OTKPUTH HEBPOSHTOKPHHHM
Heornnasmu. B nonbiHenne, CKBAMO3IHO-KIIETHYHH MAMKWIOMH ca OHIIH OTKPHTH B NIPEACTOMAaxa Ha
UILXOBE NIPU e[HO npoyusake. MexaHu3aMbT, oAl 10 GopMHUpaHe HA CTOMALIHNA KaPLUHHOMIH OT
cybcTnTynpannte GeH3HMHAA30/1H € Gt BHUMATENHO NPOYUEH M € JOCTHIHATO J0 W3BO/A, Y€ TOBA €
BTOPHYHA PEAKIIMA HAa CHJIHO MOBUILEHHTE CEPYMHM HUBa HAa FacTPHHA, HACTHIBALIH NPH [LTEXOBE 10
BpEMC Ha XPOHHYHO JIEYEHHE € BHCOKH J03H.

Tlpy nBErOaMIIHM NPOYYBAHUSA NPH TPH3a4H € YCTAHOBEH yBelHYeH Opoi Ha uepHOAPOOHH TYMOPH
MpH MIBXOBE (CaMO NpH €THO MPOYYBaHE MPH MIBXOBE) W HKEHCKH MULIKH, KOETO € HHTEPITPETHPaHO
KaTO CIeICTRHE HA BUCOKATA CTENEH HA MeTaDOMIM3BM HA MAHTOMPA30N B YepHHs Apob. Cnabo
YBEJIHYSHHE Ha YECTOTATa HA HEOIUIACTHYHHTE H3MEHEHHs Ha LIIMTOBUIHATE #1338 € YCTAHOBEHO NIPH
rpymara [LTbX0Be, TPeTHpaHH ¢ Hali-Bucoka no3a (200 mg/kg) np €aHo 2 roauuiHo npoy4sate.
Hann4neTo Ha Te3n HEOMNa3MH € CBBP3aHO ¢ MPeAU3BHKAHKTE OT TAHTONPa3o/ MPOMEHH B
kaTabonK3Ma Ha TUPOKCHHA B YepHUs Apod Ha rbxa. THil KATO TEpPANEeBTHYHATA /1033 MPH YOBEKa €
HHCKA, HE CC OYaKBAT HEXKEJZHH PEakKLiH OT CTPAHA HA IIUTOBHAHATA HJIE3a.

[Ipu nepu-nocrHAaTAIHO MPOYYBAHE 38 BH3NPOM3BO/ICTED HA IUIBXOBE, NPEIHAIHAYEHO JIa OLEHH
Pa3BHTHETO HA KOCTHTE, Ca HAONIOAABAHH MPH3HALM HA TOKCHUYHOCT HAa MOTOMCTBOTO (CMBPTHOCT, 10~
HHCKO CPEAHO TENECHO TeTTI0, MO-HHCKO CPeHO HA/UTABAHE HA TENECHO TETVIO H HAMANSH KOCTEH
PacTex) Npx ekcno3HIAH (Cmax) NPrOAH3UTENHO 2 MBTH KTMHMYHATA SKCTO3MIMA [IpH xopa. Jlo kpan
Ha (ha3aTa Ha BB3CTAHOBABAHE, NAPAMETPHTE HA KOCTHTE CA CXOAHH B TPYIIHTE, & TENECHOTO Terno
CBHLUIO € C TEHACHLHA KbM 0OpaTHMOCT ciieq Nepyoa Ha Bb3cTaHoBABaHe Oe3 iekapeTso. [losHineHa
CMBPTHOCT Ce ChoOLaBa caMo MpH MPEKACEPEMEHHO OTOXTH KbpMaveTa (1o 21-1HeBHA Bb3pacT),
KOATO Ce OLEHABA KATO CHOTBETCTBALIA Ha DebeTa /1o 2-TO/HIIHA BB3PacT. 3HAYCHHETO HA TasH
HAXOJIKa 3a eAHaTPAYHATA NoMyJlauus e HescHo. [IpeaArinHe Nepu-nocTHATAITHO NPOYUBAHE TIPH
ATBXOBE NPH MATKO [MO-HHCKH JI03H He YCTAHOBH HeXeslaHH edekTr npu 3 mg/kg B cpasHeHue ¢
HHCKa 1034 oT 5 mg/kg B ToBa npoyusaHe. [IpoBeaeHuTe H3ceIBaHUA He OTKPHBAT 0OKA3aTENICTRA 32
YBPEKAAHE HA (HEPTHIUTETA HITH TEPATOTCHHH ShHEKTH.

TpoHKMKEAHETO Mpe3 IUTALICHTATA € NPOYYEHO MPH IUThXOBE H € YCTAHOBEHO, Y€ CE YBE/IHYaRa C
Hanpeasade Ha 6pemennocTTa. B pesynTaT Ha ToBa, KOHLCHTpaUMATAa HA IAHTOMNMPA301 B NJI0JA Ce
¥BCJIHYABA HEMTOCPEACTBECHO NIPCAM PAKIAHETO.

6. ©APMANEBTHYHH JAHHHU

6.1 CnoncnLk HAa DOMOIMHHATE BeIIeCTRA

Anpo

Harpuer kapbonart, 6e3soneH
ManuTon

Kpocrosuaon
XHIPOKCHNPONHILIENY03a
Hemynosa, MuUKpoKpHCTATHA
Kanuues creapar

3amuTHA OOBMBKA
Onanpaii 02H52369 xbaro

Cwemas na Onadpaii 02H52369 acoamo: XunpoMenosa; IPONHICHTIUKON; MOBKU0OH; THTAHOB
AHOKCHUA; JKENE3eH OKCHA, XKBAT

CroMamHuo-ycToliunpa 06BHBKA
CBnoMMep Ha MeTaKpHIOBa KHcenHHa-eTunakpunar (1:1) 30% aucnepcus

TpueTunor uurpar
Hatpuer naypuncyagar
Turanos guoxcun
JKenesen okcun, AeaT
Tank




INeuaTHo MacTHIO

Onaxon S-1-17823 uepHo

Cvemas na Onaxoo S-1-17823 yepuno: wennak rnaHi( B ¢TAHOM, H3ONPOMHIOB ANKOXOJ; JKEJE3EH
OKCHJT, YepeH; OYTHIOB ANIKOXON; NPONHIEHTTHKON, aMOHKEB XHIPOKCHT 28%

6.2 HechBMeCTHMOCTH

Hsma

6.3 Cpox Ha rogHoeT

3 roauHu

6.4 CHoennajian ycI0BHA HA ChbXpAHEHHE

To3u nexapcTBeH (IPOAYKT HE M3HCKBA CMIELIMAIHH YCIIOBHA HA ChXPaHEHHE.
6.5 Bua n chabpxanse Ha ONAKOBKATA

bauctep ot nonuamua/AIV/PVC/Al donuo, ceaspxant 7 uan 14 ¢cTOMAIMIHO-YCTOHYHBY TabNeTKH.
He BcHukH BHAOBE ONAKOBKHM MOTAT Ja ObAAT MycHaTH B npojaxoa.

6.6 ChnenHaJHH NpeNAa3HA MEPKH IPH H3XBbPJIRHE

Hama crienpanym H3McKBaHHA.

7. IIPHTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA
EKODAPM I'PYIT AZl

yn. Aranac Jlykoe Ne29, et. 3,

1407 Cotdus, Brirapus

ten.: (02) 906 90 70

takc: (02) 906 90 71

8. HOMEP HA PAZPEINIEHHUETO 3A YIIHOTPEEBA

Per. Ne 20150198

9. JATA HA ITHPBO PASPEINABAHE/TIOAHOBSIBAHE HA PASPENIEHHUETO 3A
¥IIOTPEEBA

Hara Ha mbpso paszpewasate: 16 rouu 2015 r.

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA




