JIUCTOBKA



JIneTopka: nudopmannsg 3a norpedurenn

Cenebpexe 100 mg TBBpAN KANCyJIH
Celebrex 100 mg hard capsules

Cenebpexc 200 mg TBLpAH KARCYJIH
Celebrex 200 mg hard capsules

nenekokcubd (celecoxib)

IIpoyereTe BHEAMATEIHO NANATA JHCTOBKA, NPEAH A2 3aI09HETE 1A NPHEMATE TOBA JIEKAPCTBO,

Thil KATO TA CHLABPkKA BaXKHA 32 Bac uHpopmanus.

- 3anasere Taszu nucToBKa. MOXKe fa ce HAJIOXKHM Ja A TIPOYETETE OTHOBO.

- AKO UMaTe HAIKaKBH JOMBJIHUATENIHH BBIIPOCH, NofuTaiiTe Baums nexkap wiu ¢hapMaLesT.

- Tosa mexaperso e npeanucado nuuHo Ha Bac. He ro npeorcrbnBaiite Ha Apyru xopa. To Moxe
J1a UM HaBpEOH, HE3AaBUCHMO Y€ NMPU3HALIUTE Ha TAXHOTO 3abonsBaHe ca cbluMTe KaTo Bawnre.

- AKO TOJTyUNTE HAKAKBY HEXKEJIaHU peakLMy, yBeoMere Banina nekap win gapmauest. Toa
BK/TIOYBA H BCHYKH BE3MOXKHH HEXKENIaHU PCaKLMH, HEOMHCAHHU B TA3U JIHCTOBKA. BuiTe Touka
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ChbabpacaHue Ha ONAKOBKATA U AOTIBIHUTEIHA HHpOPMALIHS

1. Kaxso npeacragiaea Cefiebpexc H 3a KaKBO ¢€ H3N0J13Ba

Cenebpexc npuHaaIeXH KbM rpyTia 1eKapcTBa, HApeUeHH HECTEPOHIHHA TPOTHROBBINAIHTE/HH
cpeactsa (HCTIBC) m no-cnieumanio noarpyna, uagectHa karo mukiiookcurenasa-2 (COX-2)
HHXHOUTOPH. BanHAT oprann3eM NpouzBex1a NpoCTarjafAiiHA, KOWTO MOraT [a NPeAH3BHKBAT
OoJika ¥ Be3naneHue. [IpH ChCTOIHMS KATO peEMATOMAEH APTPHUT M OCTeoapTpHT, Bauuat opraHuznM
ApoH3BeXxaa noeeue oT TaX. Cenebpeke geicTra upes HamanaBaHe NPOAYKLIMATA Ha MPOCTAr/IaHAHHH,
KaTo MO TO3W HAYMH HaMaJisiea O0JIKaTa H Bb3I1a/IEHHETO.

Cenebpekc ce M3non3sa Mpu BPB3pacTHH 3a 00/IEKUaBaHe HA MPU3HALMTE U CHMITTOMHTE Ha
PEBMATOHEH APTPUT, OCTEOAPTPHT H AHKKHJIO3HPAIL CHOHAHJINT.

Moke fa ouaxkBaTe JIeKapCTBOTO Aa 3aMOYHE Ja ACHCTBA A0 HAKOJIKO 4aca cieJ NpHEMa Ha MbpBara
A034, HO MOXKE [1a HE W3MHTATE NMBLJIHWA MY eEKT H JI0 HAkonko aHU. Tpabsa xa ropopure ¢ Batns
JICKap, aKko HE ¢ MOUyBCTBaTe No-/100pe cnen 14 aHu.

2.  Kaxso TpadBa na 3naeTe, npeau Aa npueMere Cenedpekc
Cenebpexc Bu e npeanucan or Bamuus nekap. CrneHara uHGpopManus e Bu noMorHe na

Hail-nobpute pesyaratu cuc Cenebpeke. AKO UMAaTe AOMBAHHUTENIHHU BBIIPOCH, MOMSA MO
Bamug nexkap wnn gpapmanesT.

He npuemaiite Cenebpexe



['osopeTe ¢ Bamma nekap, ako Hiakoe oT A0nyH3OpoeHUTe BaxkH 3a Bac, Thii KaTo nalMeHTy ¢
MOACOHH CheTOSHHA He TpabBa aa npuemMat Cenebpekc:

- aKO CTE€ AIEPrHYHH (CBPBXYYRCTBHTE/IHN) KbM LIENEKOKCHD WIH KbM HAKOSA OT OCTAHAIMTE
CBCTABKH Ha TOB& JIEKApcTBO (M30pOEHH B TOUKa 6)

- aKkO CTe€ MMAJIH ANIepruiHa peakums KbM rpyra nekapcTpa, HapeueHH “cyndoHamuan’ (Hanp.
HAKOH AaHTHOHOTHLIH, KOHUTO Ce M3I10/13BAT 34 JISYEHHE HA HHEKIIMH)

- aKO B MOMEHTA MMAaTe A3B2 HAa CTOMAaxa WM YepBaTa, WIH KbpBEHe B CTOMaxa WiH YepBara

- aKo cle/l IpHeM Ha alleTWICATHUMIIOBA KHCeNHHA (aCTTIHPHH) WIIH IPYTO NPOTHUBOBB3NAJIHTENIHO
 Oonkoycnokossaino cpeacreo (HCIIBC) cte nMany act™a, 1IOJIUNHK B HOCa, CHIHO HaObOBaHe
HA HOCHATA JIMTaBH1lA WIIA AJIEPrHYHA Peakliia KaTo cbpOsaL KoXeH oOpHUB, MOAYBaHE Ha
JTUUETO, YCTHUTE, €3UKA WIH I'bPIAOTO, 3aTPYAHEHO AMILAHE WU XPHITTEHE

- aKo cte OpeMeHHa. AKO CBIIECTBYBA BE3MOXKHOCT /13 3a0peMeHeeTe N0 BpeMe Ha JISUEHHUETO,
TpAOBa Ja 00CHAMTE MPOTUEO3a4aThUHM METOAH ¢ Baiuus nexap.

- aKO KbpMHTE

- aKO HMaTe TEXKO YepHoapobHOo 3aboasaHe

- aKO MMaTe Texko 6BOpeuno 3abonsBane

- aKO HMaTe BL3NAICHHE HA YEPBaTa KaTo YJILEPO3€H KOJUT WM Sonect Ha KpoH

- aKO MMAaTE ChpJeYHa HEAOCTATBYHOCT, YCTRHOBEHA HCXeMHYHA OoMecT Ha ChpLETO WU
MO3BYHOCH0BA OONECT, HAMp. CTe UMAIH MHGAPKT, HHCYNIT WM NPEX0JHA UCXEMHUYHA aTaKa
(BpeMEHHO HaManABaHe Ha KPbBHHMA IOTOK KbM MO3bKa, M3BECTHA CHIO KATO ,,MUKPOUHCYIIT ),
CTE€HOKApJIMA WM 3alylIBaHe HAd KPbBOHOCHH CHAOBE KbM ChPLUETO HIH MO3BKa

- aKo UMAaTe WK cte uManu npobyieMH ¢ KpbBooOpateHueto (neprdepHa aprepuaiHa 6onecr)
WM ako By e npapeHa onepalia Ha apTepUUTE HA AOJHUTE KPaMHHIIM.

IpeaynpexIcHis H NPeANAIHH MEPKH
I'oBopete ¢ Bamusa nexap win papmanert, npeau ga npueMete Cenebpekc:

. aKo MO-PAHO CTE UMA/IH A3BA WIH KbPBEHE OT CTOMaxa WM ot yeppara (He npuemaiire
Cesiebpekce, ako NOHACTONUIEM MMATE A3BA WM KbPBEHE B CTOMAaxXa WM YepBara.)

- aKO npUeMaTe alleTHIICaNMLIMNOBA KUCENHHA (acTTHpHH) (A0pU B HUCKA 1034 3a ChpeyHa
ApoguIaKTHKA)

- aKo IIPHEMATE APYTH NMPOAYKTH, ChAbLPXKALKH TPOMOOUWTHH @HTHArperaHTH

- aKo MpUeMare 1eKapCcTBa 3a HAMAIABAHE HA KPbBOCHCHPBaHETO (Hanp. BapdapuH/ BapdapHH-
NoJOOHU AHTHKOATYJIAHTH HAH HOBH MEPOPAJIHH JIEKAPCTBA 34 HAMAlABaHe Ha
KPBBOCBCHPBAHETO, Hamp. anukcabaH)

- aKO H3MOJI3BATE JIEKAPCTBA, HAPEUEHH KOPTHKOCTEPOHAH (HANp. NPEAHH3OH)

- ako Hsnonssare CenedOpekc 3aeano ¢ Apyrd HCIIBC, Hechabpkawy acnapuH, Hanp.
uOynpoden unu auiiodenak. Ynorpebara Ha Te3H JiekapcTBa 3a¢HO TpaOBa na ce u3diraa.

- aKo MyLIUTE, CTPAJAaTe OT AUA0eT, MMATe BUCOKO KPBbBHO HANATAHE WIM NMOBHMLIEHH HHBA Ha
XOJIECTEPOII

- ako Bauure copue, yepeH apod win 6u6peum He GyHKIHOHHpaT 000pe, BamHAT nekap Moxe
Ja noxenae ga By npapu peaoBHH Nperyieau

- aKO UMaTe 3aJIpbKKA Ha TeYHOCTH (KaTO NOJAYTH [VIE3eHH WIH XOIUIIa)

- aKo cTe 00e3BOHEHH, KOETO C€ JBIDKY, HANPHMED, HA NMOBPBIIAHE, JUapUs WK ynoTpedara Ha
JUYPETHLH { U3MIOI3BAaHH 3a OTBOJIHSBAHE)

- aKO CTe HMaJIH CEPHO3HA anepruvyHa peakLus WK CEpHO3HA KOXKHA peaKliid KbM HAKAKBH
JIeKapcTBa

- aKO ce YyBCTBATE HEPA3MOJOKEHH MOpaan HHEKLMI WIM CMATaTe, Y€ HMaTe HHpEKIM, ThH
karo Cenedpeke MOXKe Ja MackHpa TpeCKa MJIM IpYIrH NPH3HALYA Ha MH(PEKLMS U Bb3II

NEPHOAUYHO
- ynotpebarta Ha ankoxon w HCTIBC Moske Ja NOBMILIH PHCKA OT CTOMALITHO-YP



Kakrto u ocrananute HCIIBC (nanp. ubynpoden unm auknodeHak), ToBa IEKAPCTBO MOXKE Ja J0Befe
A0 NOBUIICHHE HA KPBBHOTO HaJsraHe ¥ BauuaT nekap Moxke fa Nno)kenae NEPUOIHYHO Ja
npocneassa Batlieto KpbBHO HansAraHe.

Hakou cnyvan Ha ocTpa uepHoapoGHa peakLus, BKJI, OCTPO YEPHOAPOOHO Bh3NaleHHe, yepHoapobHa
YBpea, 4epHOAPOOHA HENOCTATHYHOCT {HAKOH ¢ (aTalleH U3X0 HIH M3HCKBALUN YEPHOAPOOHA
TPaHCIUIaHTaLKs) ca ChOOLIEHH ¢ Lenekokeub. Cpea ciryuauTte, NpH KOUTO € Cho0Iasa BpeMe Ha

Bb3IHUKBAHE, MOBCYUCTO OCTPH ‘-IEQHOQ[}O(SHH PEAaKIHH Ca HACTBIIWIIH B PAMKWTE Ha €ITHH MECEL] CIIE]
3alTOYBAHC HA NEYCHHE.

Cenebpexc Moxe fa HanpaBH 3a0peMEHABAHETO O-TPYAHO. Tpabea aa nHopMupare Bawus nexap,
aKo IjiaHuparte 1a 3adpeMeHeeTe K aKo UMare npodieMu cbe 3a0peMeHaBaHeTo (BXK. TOUKA
,»DPEMEHHOCT, KbpPMeHe H PePTHIIHTET ).

JApyrn nexapersa n Cenedpexc

Tpabsa ma kaxxete Ha Bawna nekap wid dapmanesT, ako IpHeMare, HaCKOpO CTe IPHEMATH, WIH €
BB3MOKHO JIa IPUEMAaTe JAPYTH JIEKApCTBA:

®* JlexctpoMeTopdaH (M3MON3BAH 3a JIEUCHHE Ha KAlllJTHIIA)

* ACE-unxuburopu, aHrnorensun [[-anraronncTy, 6eta 610kepy H AMYpeTHLA (M3T03BAHH 34
BUCOKO KPBBHO HAJIATAHE H CHpACYHA HEAOCTATHUHOCT)

* (dDrnykoHaz0n M pudaMIHIKH (M3NON3BAHH 3a JieueHHe Ha rbOWYHM U OaKTepranHH HHOEKLHHN)

* Bapdapun wu apyru BapbapuH-noz06HH JiekapeTea (,KPhBOPA3peKaallH”’ CPEACTBA, KOHTO
HAMAJABAT KPBEBOCHCHPBAHETO), BKJI. MO-HOBH JICKAPCTBA KaToO anukcabaH

® Jlutuii (M3non3BaH 3a JIeUeHHe Ha HAKOH BHOOBE AeHpecHs)

* Jlpyry neKapcTsa 3a JIeUeHHE Ha JENPECHs, pa3cTPOHCTBA HA ChHS, BUCOKO KPBBHO HAIAraHe WIH
HEePHUTMHUYHE CBP/ICYHA AEHHOCT

¢« HepponenTHuy (M3MON3BaHH 32 JTCYEHHE HAa HAKOH NICHXHYHH 3a00IBaHUA)
¢ MeroTpekcar (M3M0J3BaH 3a JIeUeHHE Ha PEBMATOMJIEH APTPHT, COPHA3HC U JEBKEMHA)
¢ Kapbamaszenus (M3mo/3BaH 3a JleueHHe Ha eMWIencus/rbpuoBe ¥ HAKOH GopMH Ha Oosika HITH

aenpecus)

® bapburyparu (M3n013BaHM 33 ICYEHHE Ha €MIICTICHA/NPUNIAABLH U HAKOH PA3CTPOHCTRA Ha
CHHA)

* [IHKIOCHOPHH M TaKpOJIMMYC (H3MOI3BaHH 3a MOTHCKAHE HA HMYHHATA CHCTEMA, HAlIP. ¢l
TPAHCIUIAHTALIHA)

Cenebpekc Moxce Ja ce nprema ¢ HUCKH J03H aleTHICANKIIWIOBA kucenuHa (75 mg WK NMo-Majiko
aueBHo). Koncyntupaiite ce ¢ Baurns nexap npean ynotpebara Ha ABETE JIEKAPCTBA 3a€IHO.

bpemernocT, KbpMeHe H PepTHIHTET
AKo cTe OpeMeHHa HITH KbPMUTE, CMATATE, Y& MOXKE [a CTe OpeMeHHAa WM TIaHHpaTe OpEMEHHOCT,
nocheeTBamTe ce ¢ Bamua nexap unu gapmanesT npeau ynotpebara Ha TOBA JIEKAPCTBO.

BpeMeHHocT

Cenebpexc He TpabBa a ce npueMa OT )KeHH, KOUTO ca OpeMeHHM WM MOorart fa 3abpeMeHesnT (T.€.
JKEHH B JIETEPOHA BB3PacT, KOUTO HE H3MOA3BAT aJeKBATHA KOHTPALENLMA) [0 BpeME HA JISUEHHE.
AKko 3abpeMeHeeTe Mo BpeMe Ha neueHue cbe Cenedpekc, TpadBa Ja NpeKpaTHTE JIEYSHHETO H J1a ce
CBREpaKETE ¢ Balius nekap 3a anTepHaTHBHO JIEUEHME.

Kbpmene
Cenebpexc He TpabBa 1a c€ H3NOA3BA 110 BpeMe Ha KbPMEHE.

QepTUnmTeT




HCIIBC, sxirountento Cenebpekc, Morar aa Hanpaear 3abpeMeHsBaHeTo To-TpyAHo. Tpabea na

roBopHTE ¢ Batins nexap, ako ruiaHupare SpeMEHHOCT, HITH aKO HMAaTe TIpobIIeMH CbC
3abpeMcHABaHETO.

lllodnpane n paGora ¢ MAIHAH

T'pabea na y3naete kak pearupare Ha Cenebpeke, npeam aa wodupare wiH paboTute ¢ MaWMHEU. AKO
yCellaTe BUEHE Ha CBAT WM yMopa ciien npueM Ha Cenebpekce, He wodupaiite H He padorere ¢
MAIIHHH, IOKATO TE€3H peaKklyy HE H3UEIHAT.

Cesedpexc cbaAbpAa JAKT03a
Cenebpexc cpabpka JakTo3a (Buj 3axap). Ako Baiudar nexap By e kazan, ye uMaTe HEMOHOCHMOCT
KBM HAKOU 3aXapH, NOCHBETBANTE Ce ¢ HEro, NpeJd Aa B3eMaTe TO3H NPOAYKT.

Cenebpekc chbALpKA HATPHIA
Topa nexapcTro craABpIKA MO-Manko oT 1 mmol HaTpHii (23 mg) Ha Kancyna, T.e. MOXKE Ja Ce KAKE, Ye
[IpaKTUYECKH HE CHIABPKa HATPHH,

3. Kak ga npnemare Cenelpexc

BuHaru npuemaidte ToBa JIeKapcTBO, TOUHO KakTO BM e kazan Bawuar nekap unu ¢papMauest. AKo He
CTE CUTYPHH B HELIO, NofiyTaiiTe Bawng nekap i dhapmanesT. AKO CMATaTE, 4€ €PEKTET OT
Cenebpekc e TBBpHE CHIECH WIH TBBpAE ci1ab, roopere ¢ Baiuya nexap winu dapMauesT.

Bamuar nexap me By kaxke kakBa no3a TpaOBa aa npuemare. Thil KaTO PUCKBT OT HEXENAHH
peakLHH, CBbP3aHH ChC ChPACUHH MPobiieMU, MONKE 1A C€ YBEIMYH ¢ YBEIHYaBAHE HA J03aTa M
NPOABDKHTETHOCTTA HA JIEYEHHE, BAXKHO € J1a U3M0N3BaTe Hal-HUCKATa /1038, KOATO KOHTpOJHpa
Bamara 6onka u He Tpabea na ynorpe6Gapate Cenebpexc nmo-asiaro or Heo6XoIUMOTO 3a
KOHTPOJIMPAHE HA CUMITTOMHTE.

HauuH HA NPUIOKEHUE

Kancyanre Cenebpexc ca 3a nepopanna ynorpefa. Kancyaure Morat na ce ripyemar 1io BCAKO
BpeMe Ha IEHA, CkCc WM De3 xpaHa. Onuraiite, obaue, Ja npHemare Bcaka ao3a Cenedbpexe rno eaHo H
CBLLIO BPEME BCEKH EH.

AKO H3IUTBATE TPYAHOCT MPH MPEriibLUIAHETO HA KAMCYIUTE:

LsnoTo cpabppakaHHe Ha Kancysara MoKe 1a Obje H3CHNAaHO B paBHA YacHA JIBKHUYKA ¢ OXJ1aJICHO WK
Ha cTaliHa TeMrieparypa AGHIKOBO IMOPE, OPH30BA Kallla, KHCEIO MIAKO Wik 6aHaHOBO Mope W TpaOBa
Ia 6bae u3nuTo BegHara ¢ npubnuzuTenso 240 ml soxa.

3a xa OTBOPUTE KANCYIIHTE, 33phiKTe KANCYJIMTe H3IPABCHH, TaKa ue rpaHy/IMTE Ja OCTAHAT Ha
OBHOTO, CHEM KOETO BHUMATENHO CTUCHETE MOPHOTO Karnave U 3a8bPTETE, 3a Ja T0 OTCTPAaHHUTE, KaTo
BHUMaBare /1a HE pa3CUIIETe ChAbpkKaHneTo Ha kancyiaTta. He cabBkBaiiTe H He CUYKBAHTE
rpaHYJIHTE.

Ceepxere ce ¢ Bamud nekap, ako He ycelate HUKaKBoO nogo0peHHe B paMKHUTE Ha ABE CEAMHMLM OT
3a[10YBaHE Ha JICYEHHETO.

IlpenopruBaHaTa 103a €

3a ocTeoapTpHT obWyaiiHaTa npenopbuKTenHa Ao3a € 200 mg BcekH AcH, B cyuyal Ha
HeoOXOAHMMOCT MOXKe Jia ce YBenu4H oT Bamus nexap ao mMakcumymM 400 mg.
JlosaTa 0OHKHOBEHO €.

" ¢AHa Kancyaa or 200 mg BeIHBXK JHEBHO, HITH

" eaHa Kancyna or 100 mg aBa MbTH THEBHO.




3a pesMaTonAen apTpHT oOWyaiiHaTa NpenopsuKTeHa Jo3a € 200 mg BeekH eH, B cny4ai Ha
HeOOXOHMOCT MOXKeE Ja ce YRennuH oT Bawus nekap no Mmakcumym 400 mg.

Ilo3ara oOHKHOBEHO e:

= epnHa kancysia ot 100 mg npa MbTH AHEBHO.

3a aHKHJIOZHPALL CNOHAHJIMT o0HuaiiHaTa MpenophyYUTENHA Jo3a € 200 mg BCeKH JIEH, B Cy4ai Ha
HEOOXOAUMOCT MOXKE Jia ce yBeJH4H oT Bawua jekap no makcumym 400 mg.

Jlozata 0OMKHOBEHO e:

= enHa Karcydia ot 200 mg BeIHEXK JHEBHO, HIIH

= eaHa Karncyia ot 100 mg apa mBTH AHERHO.

buOpeunn nian yepHoapoOuu npodaemu: yeepere ce, ue Bawmar nexap 3nae, ako UMaTe
yepHOAPOOHK WK OBOpevHH NpobiieMy, Thit KATO MOXKE J1a C€ HYXKIaeTe OT NMo-HUCKA [1034.

ITanuenTH B cTApPYECKa BH3PACT, 0COOEHO Te3H ¢ Tero no-Maaxo or 50 kg: ako cTe Ha BB3pacT
HaJ| 65 roguHU ¥ 0CODEHO aKo TexkuTe Mo-Manko oT S0 kg, Bammar nexap Moxke aa Heka 1a By
NpocieAsBa BHUMATEHO.

He Tpa6sa na s3umate nosedve or 400 mg Cenebpekc Ha JeH.
Ynorpeta npu nena: Cenebpekc € caMo 3a Bb3pacTHH, He TpadBa Aa ce ynorpedssa oT aena.

AKo cTe npuenn noeede or Heobxoaumara go3a Cenebpekc

He Tpabea na nmpuemMare noBeye Karcyad Ot TOBa, koeTo Bu e kazan Bawuar nexap. AKO IpHEMeTe
TBBbPJE MHOTO KarCyJjiH, CBbpKeTe ce ¢ Bawus nexap, ¢papmaueT win 6onHuna v s3eMere Baiuero
JexapeTro ¢ Bac.

Ako cre nponycHAMH aa npueMete Cenebpexe
AKO cTe pomycHANM J1a MpUeMETe Karicyla, IpUeMeTe 8 BelHara oM ce cetute. He B3emaiire
ABOIHA 034, 3a A2 KOMIIEHCHpAaTe MpoIycHATATa J034.

AKo cre cnpeau npHeMa Ha Cenebpekc
Bhezanno cnupane Ha Bamero neuenne cbe Cenebpexe Moxke 1a A0BEAE A0 BAOLIABAHC HA

cumniromute, He cnimpaiite npruema Ha Cenebpekc, ocBeH ako Bawuat nekap He BH € kasan aa ro
HanpasHre. BamuaT iekap Moxke 1a Bu kaxe Ja HaManuTe A03aTa Npe3 HAKOIKO JHH Mpei
OKOHYATENIHOTO CIIHPaHe.

AKO MaTe HAKAKBH JOMBJIHHTENH#M BBIIPOCH, CBBP3aHH ¢ ynoTpebaTa Ha TOBa JIEKapCTBO, MOJIA
nionuTaiite Bawiua nexkap Uian gapmarest.

4. BB3IMOXKHH HeKeJAHH PeaKklHH

KakTo BcHUYKHM 1eKapCTBa, TOBA JIEKAPCTBO MOXKE Aa MPEAU3BHKA HEXEJIAHH PEaKLMH, BIIPEKH Y€ HE
BCEKM I'M NMOMy4aBa.

Hexenanure peaknns, H30poeHH No~-10.1y, ¢a HA0/II0JABAHH NPH NAIHEHTH ¢ APTPHT, KOHTO €A
npuemaa Cenebpexc. Hexenanure peaknun, 0603Ha4eHH ¢bC 3Be31HUKA (*) ca HACTBLIWIA €
H0-BHCOKA Y€CTOTA, OTKOJIKOTO OHE3H, HACTHIH/IHN IIPH NANIHEHTH, NpHemaan Cenebpekc 3a

N peBeHNHA HA NOJHOH KA Aebenoro yepso. IlanneHTHTE B TEe3H NPOYIYBAHHSA ca IPHEMAJIH
Cenedpekc BbB BHCOKH J03H H 34 IbJIbI' HEPHOA OT BpeMe.

AKo ce clIyun Hemi0 OT JOAYH30POEHOTO, cnipeTe mpueMa Ha Cenedpexc n He3ada

Bamunsg nexap:

AKO EMarTe:

- aAJlepryuyvHa peakiia KaTo KOKeH 0OpHB, MOJXYBaHE HA JIMUETO, 3aTPYIHEHO 1
XPHIITEHE



- ChbpAEYHH Mpobiiemu, KaTo 60J1Ka B rbpauTe
- CHJIHA CTOMAINHA DOJIKA WK NPOABH HA KPBBOM3JIUB OT CTOMAXa WIH YepBaTa, KaTo

H3XO0MOaHC Ha YCPHH WITHU IIPUMECCHH C KPBB H3IPAKHCHHA, HIIU NnoBpBUIAHE HA KPBB
- KOXKHA peakuni, KaTo 0OpHB, MEXYPH HIIM JIIOLIEHE Ha KOKaTa
- YepHOAPOOHA HENOCTATHUHOCT (CHMIITOMHTE MOTAT 4 BKJIKOUBAT rafieHe (II03MBH 3a
NOBPBILAHE), AMapus, xxbaTenmua (Bamara xoxa WM 041010 Ha ouMTe Bu M3rnexaar
)KBITH)).

Mnuoro yecTn: Morat ga sacersat nosede or 1 na 10 aymn

* BHCOKO KpBBHO HaNfraHse, BKJIIOYHTEIHO BJIOIIABAHE HA CHIIECTBYBAIIO BUCOKO KPBBHO
Haarage*®

Hecrn: Morar aa 3acersar go 1 na 10 aymnu

Covpaeyen ynap*

3aApBIKKA HA TEYHOCTH C MOJYBaHE Ha [VIE3eHHTE, OJHHATE KPalHUUM H/ WK PbLETE
HMudexuny Ha NHKOYHHTE MBETHILA

3agyx*, pp3nancHue Ha CHHYCHTE, HHPEKUHA Ha CHHYCHTE, 3anyIIeHH Kk Gole3HeHH
CHHYCH (CHHY3HT), 3ayHIEH HJIM TEYAll] HOC, Bb3NANEHHe Ha I'bPJIOTO, KALIJIHLA, HACTHHKA,
rpHNOTNION00HH CHMIITOMH

CBeTOBBPTEXK, NPoOIEMH ChC CHHA

[ToBpbmane™®, ctomamny 6onku, 1Hapys, HApYLIEHO XpaHOCMUIIaHe, 0Opa3yBaHE Ha ra30Be
Obpus, cbpOex

MycCKyJiHa CKOBAHOCT

3aTpyaHeHO nperrbiade®

I'naBobonue

["anene (no3uBH 3a noBpbliaHe)

bonesnenu ctaBu

BrnomapaHe Ha ChUIECTBYBALIH a/lepPruy

Cny4yaiHO HapaHsaBaHe

Heuectn: morat aa 3acernar g0 1 5a 100 gymmu

KprBouanue B Mo3bka (MHCYIT)*

CbpeuHa HeAOCTATHLUHOCT, ChpuebreHe (ycelllaHe Ha yAapUTe Ha ChPLETO), IOBUIIEHA
CBhpAeYHA YeCTOTd

IIpoMenH B naboparopHuTe HACAEABAHHS, OTpa3dBRallM PYHKUMATA HA YEPHHA KpOO
IlpoMenH B naboparopsnte HacnenBaHHs, OTpassaBally QyHKuuaTa Ha OBOpeuuTe

[IpoMeHH B uepBeHHTE KPBbBHH TeJILA, KOHTO MOTAT J1a [IPHYMUHAT YMOpa M 3a1yX (aHeMMHs )
TpeBoKHOCT, AENPeCcHA, YMOPAEMOCT, ChHTHBOCT, YCELIAHE 32 H3TPBIIBAHE (UTTTHYKH)
Bricoky HHBa Ha Kanuit B 1abopaTopHHTE U3C/IEABAHHA HA KPBBTA (MOXKE J1a IPHYHHH rajieHe,
yMOpa, MYCKYJIHa cnabocT unu cbpuebueHe)

¢ HapyueHo wiu 3aMBIIICHO 3peHHe, yM (3BBHEHE) B yiluTe, OOMKa M paHH HA yCTaTa,
HaMaleHue Ha cnyxa*

¢ 3amnek, OpHrBaHe, BB3MaJieHHe HA CTOMaXa (HapylueHO XpaHOCMHIIIaHe, CTOMALIHH GOMKH WIIH
NOBPBIIAHE), BNOIIABAHES HA BB3NAJICHHE HA CTOMaXa WK YepBara

MyckynHuU criasMu (cXBallanysa) Ha JOMHUTE KpalHULIM
HsnmbkHan cupdsim oOpuB (ypTHKapHA)

Br3naneHue Ha ouHTe

3aTpyAHEHO AMIIAHE

[IpoMsaHa B LiBeTa Ha KoXaTa (CHHUHH)

['pvana 6onka (061ua, HeCBBP3aHA CHC CHPLETO)
[logyeraHe Ha nMiEeTO




Peaxn: morar jaa 3acerdar Ao 1 na 1 000 gymmu

J3Bu (KBpBEHE) B CTOMAaxa, XpaHONPOBOAA HIH YepRaTa; pa3kbCBaHe Ha ThHKHTE YepBa (Mowe
72 NPU4HHH CTOMAaWIHH HONKH, TPEeCKa, FajeHe, MOBphIlaHe, 3abpKaHe Ha ChbAbPKHMOTO B
YepBaTa), TBMHHM WIH YEPHH H3NPaKHEHH, Bb3NalleHHe HA 3aJCTOMAlIIHATA JKTe3a
(MaHKpeaTHT) — MO’Ke Aa JOBEJE A0 CTOMAMIHK DONKH, BB3NAMCHHE HA XPaHONpPOoBoOAa
(e3odarur)

Hu¥CKH CTOHHOCTH Ha HaTpHii B KPBBTA (CHCTOSHUE, M3BECTHO KATO XUMOHATPUEMMUS )

Hamanen 6poli Ha Genure KpbBHM KIETKH (KOHTO TIOAIOMArart [peanasBaHeTo Ha opraH4d3Ma
OT HHGEKLUNA) WIH HA TPpOoMOOUHTHTE (MOBMIIEH PHCK OT KBPBEHE WIH MOSBA Ha CHHMHMU)
3aTpy/HEHa KOOPAHHALINA HA IBWKEHHETO HA MYCKYJIHUTE

YyecTBO Ha 0OBPKAHOCT, IPOMSHA BBE BKYyCa

YBenu4eHa YyBCTBHTEIHOCT KbM CRETIIMHA

Koconaa

XanLUWHAUKY

KbpeeHe B 0KOTO

OcTpa peaxuus, KOSTO MOXE Jla MPHYHHH Bb3najieHue Ha OennTe apoboBe

HepasHOMepeH ChpiedeH PUTHEM

3auepBsaBaHe

CeCHpeK B KpbBOHOCHHTE Ch0BE Ha Oenus Apo6. CHMITOMHTE MOTAT Ja BK/IIOYBAT BHE3aMHA
3aryba Ha Bb3yX, ocTpa 0ojka Npy AKLIAHE WIM KOJIanc

KBpBEHE OT CTOMaxa WIH TbHKHTE 4epBa (MOKe Ja JIOBeAS 0 KbPBaBH H3IPa’KHEHH WITH
OBPBILAHE ), BE3NANCHHS Ha THHKUTE HIH 1e0eN0TO YePBO

Texxko pp3naneHue Ha uepHus apod (xenatut). CHMITOMHTE MOTaT Aa BKJIIOUBAT rajIcHe
(MO3MBH 32 IOBpPBILAHE), AMAPKA, JKbATEHHLA (OLBETABAHE B XBITO Ha KOXKAaTa WK OAN0TO Ha
O4YHTE), NOTBMHABAHE HA YPUHATA, OJ1€/Id U3NPAXKHEHHA, TECHO KbpBEHE, ChpOeK WK
BTPACAHE

Octpa 6B0pedHa HEAOCTATHYHOCT

MeHcTpyanHu HapyuIeHHS

[TonyBaHe Ha NMULETO, YCTHHTE, YCTATA, €3MKA WM I'BPIOTO WK 3aTPYAHECHO NpPEribllaHe

Muoro peakun: Morat Aa 3aceraar g0 1 xa 10 000 gyuu

CepHO3HH ajleprMiHM peakiliH (BKIKOYHTETHO TOTEHUMATHO 3acTpallaBall aHapHIaKTHYEH
1LI0K)

CepHO3HHM KOKHH peaKiliH KaTo TaKaBa, 3acAraila LsloTo TA0, ¢ 0OpHBHU MO KOKATa H
JIATABULIMTE U MEXYPH MO Koxkara (cuHipoM Ha CtuBbHC-/DKOHCBH), Bh3NaleHUE HA KOXKATa
ChC 3a4YEpBsBaHe U molleHe (eKchONHaTHBEH JEPMATHT) H OTAENIAHE Ha [NOBBPXHOCTHHUA CJIOH
Ha Koxarta (TOKCHYHA eNMHIepMalTHA HEKPOJIH3a) M 3auepBeHa roayta obJacT OT Koxara ¢
MHOXECTBO MAJIKH THOMHU MbNUYHLM (OCTpa reHepaN3npaHa eK3aHTEMHA MTYCTYI03a)
3aKbCHAJIA AJIEpPrY4YHA PEaKIHd ¢ B3MOXHH CHMIITOMH Kato oOpHB, MOAYBAHE HA JTHUETO,
TPECKA, MOYTH KJIE3H H OTKIIOHEHHA B 1a00paTOPHUTE TECTOBE (UEPHOAPOOHH, KPBBHH,
yBeHueH Opoi Ha onpeneneH pMA 6eny KPbBHH KNETKH (€03MHOGMUIIHA))

KpbsBoM3nuB B MO3BKa (MHCYNT), KOWTO NPUYMHABA CMBPT

Br3naneHue Ha MO3bUHATa 0OBHBKA Ha raBHUA K rpbOHAYHUA MO3ZBK (MEHHHIUT)
YepHoapobHa HEAOCTATHYHOCT, YHEPHOAPOOHO YBPEXK/IaHE H TEHKKO YEPHOAPOOHO Bb3MaIEHHE
(pynmuHaHTeH XenaTHT) (MoHAKOra (aTaTHO HIH H3HCKBALLO YepHoaApobHa
TpaHCIIaHTalusa ). CUMIITOMHTE MOTAT /1a BKIIOYBAT ragcHe (MO3HUBH 3a MOBPBINAHE), JHAPHS,
XBITEHHLA (MMOXKBITABAHE HA KOXKATa WIH OANOTO HAa OUWTE), IOTLMHABAHE HA YPHUHATA
OJIeIH UANPAKHEHHUS, IECHO KBPBEHE, ChbpOEK HIM BTPHCAHE

YepHoapoOHU yCIOKHEHHUS KATO H3THYaHE Ha #UTHYKA OT HKITHUYHHA MeXYpP KA
(xonecTasa) M yepHOAPOOHO yBpexk/iaHe (XONeCTaATHYEH XEMATHT), KOUTO MOV
IPHAPYKEHH OT CUMIITOMH KaTo OJ1€IM M3NPAKHEHNUs, MAAeHE U MOKBIITAB]
OYHTE)
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CrobmaBane HA HeXKeJaHH PeAKIHH

AKO MOJIyYHTE HAKaKBU HEXENAHH JICKAPCTBEHH peaKiivi, yBeaoMeTe Bains Je
ToBa BIIOYBA BCHUKH BB3MOXKHH, HEOITHCAHH B Ta3H JIMCTOBKA HEXKeNaHH peax
Ja ChOOLIUTE HEXKENaHU peaKUHy JHPEKTHO upe3 U3nmbAHHTENHA AreHLNs 110 JIEK

~1laman I'pyes” Ne 8, 1303 Codua, Ten.: +359 2 8903417, yebeaiit: www.bda.bg. \

Boinanexue Ha ObOpenTe B Apyru OLOpeuny yeaoxHeHHs (KaTo HEPPOTHHEH CHHAPOM H
OosiecT Ha MHHHMAITHUTE H3IMEHEHHS, KOWTO MOTAT /1a ¢a NPUAPYKEHH OT CHMIITOMH KaTo

3aJpbiKKa HA TEYHOCTH (OTOK), MAHA B YPUHATA, YMOpa H 3aryda Ha aneTur),
Bnolasaxe Ha enunencus (Bb3MOXKHH II0-YECTH W/HJIH TEXKKH NPUTAIBIH)

bnokupaHe Ha apTepHsi WIIH BEHA B OKOTO, KOETO BOJIH ZI0 YacTHYHA MM MBJIHA 3aryba Ha
3peHHETO

Bb3nasieH# KpPbBOHOCHH ChAOBE {MOKEe Aa TIPUUUHH TpecKa, O0JKa, MypIypHH II€THA 110
KOXKaTa)

Hamasnen Opoii Ha uepBeHuTe W GeMHTE KPbBHH KIETKH M Ha TpoMOOLMTHTE (MOXe /1a
NPpHYAHH YMODA, JIECHO NIOCHHABAHE, YECTO KbPBEHE OT HOCA H YBENHYEH PHCK OT HHEKLIMH)
Myckynna 6onka u cnaboct

HapyieHo obousinue

3aryba Ha BKyca

C HeH3BeCTHA YeCTOTA: OT HAJTHYHHTE JTAHHH HEe MoXe aa Obae HAllpaBeHA OLCHKA

Hamanex geprrummTeT NpH xeHu, koHTo 0OMKHOBEHO € 0OpAaTHM IpH NPEKpaTABAHE HA
NpHEMa Ha JIEKapCTBOTO

B KJIHHAYME NPOYYBAHHS, KOHTO HE C4 CELP3AHH ¢ APTPHT HJIH APYrH APTPHTHH CHCTOAHHA,
KbaeTo Cenebpexc e npueman B 1034 oT 400 mg AneBHO 10 3 roAnHH, ca Hab/oJaABaHH
CICAHHTE AObJHHTEHH HEXKETAHH PeaKIHU:

YecTn: Morar ga 3acersar ao 1 va 10 aymu

Copaeunn npobaemu: rphaHa )kaba (creHokapama)

CroMallHO-UpeBRHH MpobaeMHu: CHHAPOM Ha paz/ipazHEHOTO YepBo (MOXE Aa BKIIOYBA DOJIKH
B CTOMaxa, IMapMs, HapyLEHO XPaHOCMHUIaHe, ra3oRe)

Kambhu B 650peumre (kOMTO MOFAT Ja MPUUIHHAT OONKH B KOpeMa Mnu ropda, KpeB B
YPHHATA), 3aTPyAHCHUE MPH YPHHHUPAHE

YBenudeHo Terno

HeuecTH: Morar aa 3acernar ao 1 ma 100 nymn

KpbeeH chcupek 0OOHKHOBEHO B KpaKa, KOHTO MOMKE i3 NPHUYMHH 60JIKa, NOAYBaHE HIH
3a4epBABaHEe Ha Mpacetia WIH npobaeMu npu adiuaHe (1b100Kka BeHO3Ha TpombO3a)

[Ipobnemu cbe cToMaxa: ctomanina Hdekia (KoSTo MOXKe Aa MPUYMHH Bh3NATCHHE HIIHU
A3Ba Ha CTOMAaXa U JYepBaTa)

CuynBaHe Ha n0JieH KpalHHK

Xeprec 30¢Tep, KoxkHa HHEKLUs, CyX chpbal oOpuB (ek3ema), “H(pEKLINAA Ha IPBAHMS KOLL
C BE3MOXKHA KallTHLIA, TPECKA, 3aTPY/AHEHO JHIIAHE (ITHEBMOHHS).

Ilnasamy YacTHLM B OKOTO, NPUYMHABALLMA 3aMBIIEHO WA HapYUIEHO 3peHUE, 3aMaliBaHe,
ABJDKAIHO C€ Ha NMPOoOJIEMU HA BBTPELLUHOTO YX0, DOe3HEHH, BB3TIaJeHH UITH KbPBALIH BEHLIH,
paHM B ycTaTa

[IpekoMepHO ypuHHpaHe npe3 HOLITA, KbPBEHE OT XEMOPOUIH, HECTO XOJCHE [10 roaMa
Hy»XJa

Mactum 6yukH no xoxxara unu apyrajae, 6e306WAHO NoAyBaHE MO WIH OKOJIO CTABUTE H
CYXOXWIHATA Ha PBLUETE WK KpakaTa (raHrAKOHH), 3aTPYAHEH roBop, HeoOHYakHO WIH
MHOI'0 CHJIHO BarMHAITHO KbPBEHE, OONKH B MBpPAUTE

Bucoxu HMBa HA HATPHH OT KPBBHHM M3C/IeABAHUA
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Karo cpobinaBaTe HeXXenanu peakiiuu, MOXKETE 1a JaeTe CBOSA IIPHHOC 3a MOTYYaBaHE Ha [10Beve
VHQOPMALMA OTHOCHO $€e20acHOCTTa Ha TOBA ASKAPCTRO.

3.  Kak aa chxpansapate Cenedpexc

CbXxpaHsBaiTe Ha MACTO, HEJOCTHAHO 32 ACLiA.

He usnonzpaitre TOBA IEKapCTBO Cliel CPOKa HA FOAHOCT, OTOE/A3aH BbpXY O1mMcTepa U KapToHeHaTa
OnakoBKa. CpoKbT Ha FOAHOCT OTTOBAPA HA MOCHEHHA JE€H OT [IOCOYEHHS MeCeLl.

Ja ce cexpansiea npH remneparypa noa 30°C.
JlekapcTparta He TpsAOBa Ja Ce M3XBEHPJIAT B KAHAJIM3ALIHMATA WIH B KOHTEHHEpA 3a JOMAIIHH OTNAIBLH.

[Tonuraitre Bammsa apMauepT kak Aa H3XBBPIATE JIGKAPCTBATA, KOHTO Beye He H3Io3Bare. Te3m
MEPKH IIl€ CIIOMOTHAT 32 OlMa3BAHE HA OKONHATaA cpeaa.

6. CoabpxaHHe HA ONAKOBKATA H JONBJIHATENHA HHJOpPMAaDHA
Kakso cpabpxa Cenedpexc
AKTHBHO BellecTBoO: HefekokcHd. Beaka kancyna cwabpxka 100 mg wnu 200 mg nenexokcHo.

JpyrH ¢bCTaBKH: NaKTO3a MOHOXMAPAT, HATPHEB naypun cyndat, nosuaoH K30,
KpOCKapMeno3a HaTpHii, Mardesnes creapar. OOBHBKHMTE Ha KarcyJIMTe ChABPKAT KEJIaTHH, THTAHOB
aunokcua E171. Mactunorto coaspaka wHaurotid E132 (100 mg kancyna) win sxene3ed okcHa E172
(200 mg kancyna), meanak, NpOMHIEHIITHKOJL.

Kak m3raexaa CenelOpekc H KaKBO ChABPXKA ONAKOBKATA

Cenebpexe ce npeanara moz hopmata Ha Kancyii.

Kancynure Cenedpexc 100 mg ca nenpozpaunu, 6enu ¢ ABe cCMHH MBHUM K Haanuc™ /7767 1 “1007.
Kancynure Cenebpexc 200 mg ca nenpo3paunu, 6eu ¢ JABe 3/1aTHA UBHLE U Haanuc “7767" v “2007,

Kancynure Cenedpekce ca onakoeasu B Ipo3padHy H Henpospauny PVC 6aucrepy Wit anyMHHHEBH
omcTepH.

Cenebpexe 100 mg kancynu, TBbpau ce npej,iara B onaxosku no 10, 20 u 30 kancysnu.
Cenebpeke 200 mg kancynu, TBBpAM ce Npeaiara B onakorku 0o 2, 5, 10, 20 u 30 kancymu.

He BcHuku onakoBku Morar na 6eAaT NyCHATH Ha Masapa.

IIpurexaten Ha pa3pelleHHETO 3a ynoTpeta H NPON3IBOAUTE!

[Ipurexaren Ha paspellieHHeTO 3a ynoTpeda

Upjohn EESV

Rivium Westlaan 142

2909 LD Capelle aan den Lssel
Hunepnangus
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[Ipou3BouTenH

R-Pharm Germany GmbH
Heinrich-Mack-Str. 35, 89257 Illertissen
['epmanusg

HIIH

Pfizer Manufacturing Deutschland GmbH
Betriebsstatte Freiburg,

Mooswaldallee 1, 79090

Freiburg,

I'epManus

WIH
Mylan Hungary K ft.
Mylan utca 1
Komarom, 2900

YHrapus

JaTa Ha nocaeHO HpepasrIexAaHe HA JTHCTOBKATA:
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