A AT
ONORREHG),

OATA o,

HHO®OPMAIIMS 3A TAITUERTA

Mossi, BEAMATENIHO HPOUETeTe TA3H AHCTOBKA HPeAH A2 3200YHETE A2 mpHEMAaTe
TOBa JEKApPCTBO.

- Ilazeme masu nucmoexa, moorce da ce wanoscu da A npovememe omoso
Aro evsHUKHAM JONBAHUMENHY §ONPOCY, KOHCYRMUDAiime ce ¢ Bauius nexap wiu
dhapmayesm
- Toea nexapcmeo e npednucano camo na Bac u ne mpsbea da 20 npednazame Ha

opyeu. To mosice da um Hagpedu, Jopu u aro ONAAKEAHUIMA UM Ca CwhyuIme Kamo
Bawume

Peritol® 4 mg tablets
Hepnton 4 mg tabaeTku

- Bcsika Tabnerka cpabpixa 4 mg ot AEKAPCTBEHOTO BemecTso cyproheptadine
hydrochloride anhydrate (exBusanent 5a 4.3 mg cyproheptadine hydrochloride 1%
H,0)

IIoMONTHUTE BEMIECTBA Ca: JKEJIATHH, JaKTO36H MOHOXH/PAT, MATHE3HER CTCapaT,
HHMIECTE, TATK.

liporsBogutesn @ npuTeKATEN HA paspeHieHAETO 32 YHOTpEGA:
EGIS PHARMACEUTICALS LTD.
1106 BUDAPEST, Kereszturi ut 30-38.
HUNGARY
Phone: (36-1) 265 5555
Fax: (36-1) 265 5529

1. KAKBO IIPEACTABJEIBA PERITOL ¥ 3A KAKBO CE W3IOJI3BA?

Peritol e anTaronneT Ha XMCTAMUHEA ¥ CEPOTOHUHA.

punoxenus:

Peritol o6nxHOBEHO GHBA NpPEATTHCBAH [pH HAKOE OT CICAHUTE CECTOAHNHA.

- Llenoropuiuen 1 ¢e30HEH alepriyeH pUHUT (BL3NATCHHE Ha HOCHATA JIMTABUIA);

- BasoMotopen (OT chbAOB NPOU3XOX) pUHHT

- AJlepruyeH KOHIOHKTHBHT (BB3NANCHHE HA KORIOKTHBATA), NBIKALL Ce Ha HHXAIATOPHH
(x0MTO Ce BAMINBAT) anepreHH U XpaHu

- Jleku, HeycnOXHEHY KOKEH aIePIiYHYU DPOSBY Ha YPTHKAPHS 1 aHTHOSAEM

- Obnexyasake Ha aNeprUYHH PEaKUUH NpY NPEIHBAHE Ha KPBB WM I11asMa

- Crynosa yprukapus :

- HepmorpadustM (CBpBX peaxiis Ha KOKATa pH OipacKBaHe)

- KaTo ZONBIHATENHO JeueHH e NPH aHAQHUAAKTHYHY (TEXKH aNepridHH) PeakiHl KbM

AEYSHHUETO C eNHHEQPPHH H APYTH CTAaHFAPTHH MEPKH, CIIE/| KATO OCTPHTE NpOsABY 2
OTMHHARH,




2. IIPEJA TA 3ATIOYHETE JA IIPHEMATE PERITOL

He 1ps6Ba na B3uMaTe TabneTkATE, aKo:

- CT€ allepruaHy KbM JICKaPCTBEHOTO FTH MOMOIHKTE BEIECTRa

- CT€ C NPHCTEIT Ha OPOHXHATHA acTMa

- CTpajiate 0T HAKQE OT CICAHHTE 3aD0ABaHuS: ITIaYKOMa, CTEHO3Hpama TIeNTAYHA 1383,
CTeHO3a HAa MH/IOPA Ha CTOMaxa, XHnepTpodya Ha NPOCTATA Uil CTECHEHHE Ha INMiKaTa
Ha NAKOYHHA MEXYP, KOETO BOIH 10 3aAPLKKA Ha YPHHA.

- IpHEMATE JICKAPCTBA, MPHHAIIEKAIM KbM IPyIiaTa Ha T.Hap. MOHOAMHHOOKCHAA3HH
(MAO) urxututopn

- c1e Gpemenna, onuTBaTe Aa 3a0peMeHeeTe Bk KEPMHTE

He nasaliTe ToBa AekapcTBO Ha AElia O 2 FOAMIIHA BH3PACT.
He paraiite HUKaKBH JSKAPCTBA Ha fiena, 63 fa ce KOHCYITUpATe C eKap.

AKo He CTe CATYPHH 3a CECTOSHHETO CH HITH 32 JIEKApCTBaTa, KOHTO B3HMaTe,
HOCBBETBAMNTE ce ¢ Bamus nexap.

Ilo-cnenmanno sBEEManne TpsbBa fa ce 06bpHE HA CACAHOTO:
Ilpu 3anousane na newenueTo ¢ Peritol [IpHEMETE ITBPBATA J03a cleld Beueps. Tosa ce
Hajlara 3amoTo JIEK2PCTBOTC MOXE A3 NPHYHHE CLHIHBOCT,

Hayuenmu ¢ Hanpednana 6b3pacm u maxusa ¢ omcaabeHy 3QUUMHY CURY HA OP2ARUIMA
Ca ¢ MO-TOMAM PHCK OT Pa3sBHTHE Ha HEKE/TaHH IeKapCTBEHH PEAKIAHM, TAKHBA KaTo
3aMasiHOCT, CBHJIHBOCT H HHCKO KDBBHO HAJITaHe.

AKo NieKapart e npeqmucan Peritol ga dememo Bu cnenpaiite HMHCTpYKIuTe My. [lpn
HAKOH [iSlia IO BPEME Ha JICUEHHETO ce Habmonapa Ge3nokolicTBo. AKO cMsTaTe, 9e

HOBENCHUETO Ha IETETO € CBBP3AHO ¢ IpHeMaHe Ha JeKapCTBOTO, MOCHBETRAiiTe ce ¢
Bamus nexap.

ITpedu 0a sanouneme Ka mpueMate ToBa JeKapeTso, MHGOpMUpaiiTe Barmms exap axo
CTpafaTe WiM CTe CTpafalid B MHHANOTO OT:

- 6pouxuanna act™Ma

- BHCOKO BBTPEOUHO HAIAraHe

- yenudeHa QyHKIEA Ha WHTOBHAHATA JXe3a

- CBPAEYHO-CHAOBO 3af0gBane

- BHCOKO KPBBHO HaJIiTaHe

B Te3u ciydan MoxeTe fia npHeméare Peritol, HO e HeOGXOAKEMO NOBKHICHO BHHMAHHE HO
BpeMe Ha JICYEHUETO,

AKo 110 BpeMe Ha JieueHHeTO ¢ Peritol BE3HMKEE HAKOE OT CIEAHUTE ChCTOAHHS, BEAHAra
CIPETE IPHEMAHETO Ha AEKAPCTBOTO H HENPEMEHHO yBeRoMeTe Bamins siekap:
TIOBHIUCHA TEMIIEPaTypa, OOJIKY B IBPJIOTO, PaHH N0 YCTHATA MHIABHIE, GJIeHOCT,
HBATEHHKABO OLBETABAHE HAa KOXKATa ¥ OANOTO Ha OYHTE, OXJIy3BaHHs ¥ KhpPBEHE.
Jlexapst mMoxe a HallpaBH HAKOH H3CIeABaHus (IBIHA KPBBHA KapTHHa H
AU(EepEeHNHaNHO KPEBHO GPOEHE) H aKO Pe3yNTaTHTE OT TAX IMOKAKAT, UE JCICHHETO €
NpH4HHA 32 TOPHHTE CHCTONHMUA, TOH MOXE JIa pELEHH Aa crpe JieueHueTo. CTpH
CIICZIBAHTE HETOBHTE HHCTPYKLIHH.




Beska tabnetka Peritol chanpxa 128 mg naktosa. Axo cTpafare oT NaKTa3Ha
HEAOCTATRHHOCT, TallaKTO3EMUA HIH IIHOKO030/TaNaKTo3eH ManabcopbIHOHEH CHEAPOM,
TpabBa Aa HMaTe TOBA [IPEABHS.

Iipremane na Peritol ¢ xpana u Boxa
He ynotpeGspaliTe HHKAKBH ATKOXOJHH HATUTKH JOKATO npHeMate TOBa ASKapCcTRO.

bpeMeHHOCT B KbPMEHe
Teau TabneTxu ca HPOTHBONOKA3AHH [0 BpeMe Ha GpeMEeRHOCT i KbpMEHe.

Koncynmupaiime ce ¢ Bawus nexap npedu 0a 3anounente 0a 3emame Kakeomo u 0a e
JEKAPCMEO axo chie BpeMeHHa uri KopMume.

Mlogupane i pafoTa ¢ MAMHEN
B HayanoTo Ha NEHEHHETO C TO3H JIEKAPCTBEH NPONYKT HAKOH IIALMEHTH C€ OILIAKBAT OT
3aMadAHOCT, CHHIIHBOCT, anarus, AKO TakHBa HMa npi Bac He Tpa6sa fa nodupare Wi fa
paboTHTe C ONACHH MAIIMHY, WIH [2 H3BBPIIBATE JISHHOCTH C TIOBHIICH PHCK OT

. WHIMCHTH B HAYanoTo Ha e4yeHueTo. [To-KpCHO, NpONbIKUTENHOCTTA H CTEIEHTa Ha
Ta3u 3a0paHa ce ONMpeAe/i HHAUBHIYATHO.

Ylpremane na APyry AeKAPCTBa 10 BpeMe Ha JiedeHneTo ¢ Peritol

Mons ungpopmupaiime Bawus nexap axo npuemame wii axo HACKOPO CMe NpUeMani
Opyzu rexapcmea, 0opu u maxusa 6e3 peyenmd.

HonynsGpoeHOTO MOKe fa ce OTHacs [0 JIEKapcTBa, KOHTO CTe HpUeMATH IPEIH H3BECTHO
BpeMe Wild Ie npueMare B Opeime.

- MAO-HHXUGHTOPHTE YBENHYABAT M YIBIKABAT AHTUXOMMHEPTHIHITE eheKTH Ha
Peritol.

- CbHOTBOPHHTE, YCIIOKOHTENHHTE H HKCHOIUTHINTE YBETHYABAT YCIOKORTENHIS edexT
Ha aHTIXBCTaMuHATe. Crefosatento, HeoOXOAMMO € roIIMO BEMMaHHE aKo INE TH
HpHeMaTe 3aeaHo ¢ Peritol. AKo He CTe CHI'YpH# KaKBO eKapcTBO BH € peAmHEcaHo,
KOHCYNTHpaiiTe ce ¢ Bammg nexap.

3. KAK A ITPUEMATE PERITOL TABJIETKH

. Hpuemaiime mabremxume cvanacto npednucanusma na Bawus nexap. Axo ne cme
CuzypHU KOHCYImupaiime ce ¢ He2o.
Obuuaiinume dozu ca:
Be3pacran:
OO0uyalinata HaYanHa AHEBHA fo3a e 12 mg (3 x 1 TabneTKa AHEBHO).
Honmspixama go3a: 12 mg (3 x 1 TabneTka) AHEBHO OGHKHOBEHO € JOCTATHYHO.
Maxcemania gHeBHa 103a: 32 mg (4 x 2 TabneTky).
Tlpn Neyenne Ha NaUMEHTH B HaNpeNHANA Bb3PACT H/UIH TaKUBa ¢ HAMAICHH 3aiHTHH
CHIH, TpPsOBA [ia CE MMA MPEABHI, Y€ LiPH TAX HO-YECTO CE PA3BUBAT HYKOH HEKEIAHN
JCKapCTBEHH PCaKlliH, XapaKTEpHH 32 aHTHXHCTAMHHATE — 3aMasHOCT, CEHIIHBOCT, HUCKO
KPBBHO HaIATaHE.

Jena:

Peritol He TpaGra ja ce mpHIara npy ena nof 2 TORUINHA BE3PacT.
IIpenopruBanara AHEBHa 1034 npH Aela Haj 2 rofued e 0.25 mg/kg Tenecha maca
mg/m’ TenecHa HOBBPXHOCT.




Jleua wa Br3pact 2 - 6 rofuHu: 4 — 6 mg (1-1Y2 1abnetka) aHeBHO, MaKCHMANHATA THEBHA
A032 B Ta3H BE3pacToBa rpyna xe Tps0Ba ia Bapxsepis 12 mg (3 TabneTkn).

Heua na Bp3pact 7 - 14 roauny: o6uuaitnara pucBHa fozae 8- 12mg(2wm3x 1
TabneTka). AKO OHEBHA {032 INE C& JaBa BEHDBIK AHEBHO, NMPEHOPHHBA C& TH Jia ¢e IpueMa
BEWEP MPEH fsraHe. MaKcuMaiHaTa IHEBHA 11032 B Ta3H BH3PacTosa IpyTia He TpabBa fa
HaaxeEpid 16 mg (4 Tabnetkw).

1ipn nena, ocoGeno B HO-MaiKa BL3pacT ce HPEAHOYHTA H3N0/3BaReTo Ha Peritol®
CHpOH.

Ilpu naiyenTH C yepedena veprodpobna PYHRYIW € HAMAICHO PAsTPRKNAHETO HA
JICKapCTBEHOTO BEIIECTBO H HOpa/iH TORA Hallara HaMasBaHe Ha KO34TA.

IMpn nanwenty ¢ yspedena Gvbpeyna dynryus, THi KaTO JIEKaPCTBECHOTO BEMECTRO ¢
OTACIA HPEIUMHO ¢ YPHHATA ChHIHO CE HaNara HaMaidBaHe Ha J03aTa.

Itpuemaiite Peritol npubnusutenso mo €/IHO H CBILO BpeMe Ha CHS, TaKa JeKapcTBOTO
¢ BMa Hali-[o0pus cu edekr, a chilo BEPOATHOCTTA [ia IPONYCHETE MPHEM HaMallsBa.

Axo umame enevamnenuemo, e eexmum Ha 1EKAPCMEOMO € MHO20 CUREH UL MHOZO
enab, ungoprupaiime Bawus nexap.

AKO B3cMeTe 0T T€3H T20JIeTKH HoBeYe oT HOpeRIHCAROTO WK aKo HAKOM Apyr npHeMe
0O CIy4aliHoCT OT TAX, He3abaBHO Ce OTHECeTe [0 Hail-GIH3KOTO 3BEHO 3a CHEIIHA
niomoiil. BaemeTe Ta3k IMCTOBKA K 0CTATEKA OT TabNeTKHTE 34 5ia 'Y HOKaKeTe Ha JIeKaps.

IIpussany Ha npeRo3upaHe ca NPEKaNICHO CIOKOHCTBHE, CHHIMBOCT, 0€3Ch3HAHHE,
npeBs30y/ia ¥ rBPUOBE, CYX0Ta B YCTATA, HOCTOSHEO PaslI¥peHH 3CHHIIH, 3a4epBIBate U
OT CTpaHa Ha CTOMAlIHO-IPEBHus TPaKT.

Jledenue: npenopsyBa ce NPeAU3BHKAHO HDOBPBIIARE, CTOMAlIHa NPOMHBKAE, aKTHBEH
BBITIeH. Mosxe Ja ce HamoXu it JONBIHATERHO cbmoykpensamo ieuenne. CATHHHEHTE
OHCTHTENHK pa3peKAaT YPEBHOTO CHALMKHMO H MOXE A2 ca oT nofisa, He Tps0Ba oa ce
HPHEMAT CTHMYJIATOPH Ha HEHTpallHaTa HepBHa cHcTeMa. HHCKOTO KPEBHO Hamsrale ce
KOHTPOSIHPA ChC CHAOCBUBALM JIEKAPCTRA.

AKo IponycHeTe npuemM
He esumaiime dsoiina do3a 3a da KOMnencupame nponycramama.

Baumat fexap wie onpeAeny KoAKo XBIro na HpOIBILKHE NedeHEETo ¢ Peritol. CrprkTHO
CACABAHTE HHCTPYKIMHTE My.

4. Bb3MOXHH HEXEJIAHHA JIEKAPCTBEHA PEAKITAH

Kaxmo npu ecuuru nexapemsa, npu nesenuemo c Peritol movice da ce nosesm nexcenanu
peaxyuu.
AKO Ce CITy4H HAKOE OT ClIe/IHHTE, CIPETe IPHEMaHETO Ha JIEK2aPCTROTO H He3abaBHO
uH(OpMHpatite Balns JeKap WM ce OTHECETE N0 HAl-GRMBKOTO 3BEHO 33 CrieiHa TIoMony;
- [TORYBaHC Ha yCTHWUTE WJIH FBPIIOTO H KATO PE3YATaT — 32TPYAHEHO IPETTbIIAHE My
JHInage
- TNIpUnajgaxHe
Te3u HexenaHy peaklHH Ca MHOTO CEPHO3HH, HO HACTBIBAT PAAKO. AKO BCE HaK HACTBIAT
TOB2 MOXE Jla € NPH3HAK 3a CEPHO3HA ANepPrHYHa peakiis KeM Peritol, KoeTo Moxe f
HATOKH MEHIMHCKA HAMECA WU NpHeMane B GolHNLa.




IocoyesnTe NO-AONY HEXENAHY PEAkMH He ce Pa3BUBAT NpH BCHYKH JIEKyRakH ¢ Peritol
TaudaeHTH.

Haii-4ecro ce nogesea CEHIIHBOCT, 32 KOATO, aK0O He OT3BY4H B CHeHBaiuTe 3-4 fun,
TpsbBa fa undopmupare Bamms fekap.

Moxe na ce vabiroaasar ycnokouteieH ehexT, 3aMasHOCT, UIYM B YIUKTE, 0GBPKAHOCT,
HApYHICHHA B KOOPAHHANKATA, HAPYICHHS B HOXOKATA, HAPYIICHHS B 3PEHUETO (3a
BIDKJlaHe HaG/M30 K faned), NBORHO BIKAaNe, 3PHTEHN XamonHEHaNEH, 0e3noKoicTRo,

TPCICPEHE, pa3ApasHUTENHOCT, fe3chine, “MpaByuKaHe” B KOXKATa HA PRIETE, BBINAICHHES
Ha HEpBHTE, rnasofonue u ciabocT.

MosKe #a ce HoSBAT 06O 3a9ePBABAHE HA KOXKATA Ha TANOTO, KOXHH 0GpUBH M
YYECTBHTEAHOCT KEM CBET/IHHA.

CeBp3anuTe C KPEBOTBOPHATA CHCTEMA HEKEIAHH peaKiuy ca aHeMis, Hamanes Opol na
OennTe KPEEHH KIETKH U KpbBHATE WI0HHIE. MoXe Aa ce Habnogasa CHINO H IpOMeHeH
Opoii Ha ApYTH KPEBHH KiIeTKM (Hamp. arpaHysnonMTO3a), KOETO MOXe Ha Oble
CENPOROACHO C GOJIKH B I'BPIIOTO ¥ HAPYIUEHHSs HEJOCTTA HA JIUTAaBHIATE,

Mosxe fa ce NoABAT HHCKO KPBBHO HaliAraHe, chplieOHeHe H YCKOpeHa WK HEpPHTMHUYHA
CEpieuHa AeHHOCT.

Mosxe fa ce naGonaBar 3aTpy/HEHYA B AHMIAHETO B pesynTar Ha o6pa3sysane Ha FECT
OpoHXHaNeH CeKpeT, KaKTo M 3amyInBaHe Ha Hoca.

Moxxe Aa BEIHMKHAT CHIIO CYXOTa B YCTATA, TajEHe, HOBPBINAHE, CTOMANIEH AUCKOMGOPT,
AapILL WK 32ICK, 3allyINBAHE Ha JKIBYHHUTE IBTHINA, BE3IANCHHE Ha YSPHU AP0, JKEITT0
CLBeTsABaHE HA KOXAaTa ¥ 6aT0TO Ha O4YHTE,

TionsKora ce HabMOAaRAT YECTO YPHHMpPAKE, 33TPY/IHEHO H3NPA3BAHE HA MHKOYHHA MeXyp,
3aIpEXKa Ha YpHHA.

IlanmenTrTe neKyBanu ¢ Peritol 9ecTO HARAABAT Ha TETNO.

Axo sabenesicume Hecerana EXAPCMEERA pearyus, KOSMO He € ONuCana 8 masu
AUCTOBKA, MONS UHOpMuUpaiime Rexysaujus nexap.

CbXPAHSIBAHE HA PERITOL TABJETKH

Cuexpanseaiime matinemxume Ha Macmo, HedoOCHBIHO 30 deya.

Jta ce ceXpansBa mog 25°C.

Cpoxoem ra 200H0Cm € Omheuaman HA KAPMOHEHAMA ONAKOEK.
He mpsbea 0a ynompebssame mabremxume cred masu dama,

Jata Ha U3roTBAHE W MOCENHA pepaxmug: Anpuii 2004 r.




