% Vi A S

i
OnOBPEHOI
JIACTOBKA: HHOOPMAIHA 3A HOTPEBI/ITEJI!I BAPSA f% 0 % % %.
ARAVA \

(lefluromide)

IpoueTere BHHMATEIHO DANKATA JHCTOBKA BPefd A2 3aH0YHETE 42 BPHEMATE TOBA JAEKaPCTEO.

- 3anaseTe TasH JIMCTOBKA. MoXke Ja MMaTe Hy>K[d 42 4 po4eTeTe OTHOBO.

~ AKO HMaTe HIKAKEW JONBIHATEIHH BEIPOCH, HonuTaiire Balua nekap Wiy (apMarest.

- Tora exapcTEO & NpeAnucaHo iuyHo Ha Bac. He ro npeoTcTsiBaiiTe Ha ApyTH XOpa. To Moxe
AA ¥IM HABPEIIH, HE3aBHCHMO OT TOBA, Y€ TEXHUTE CHMITTOMH Ca CHIUTE KakTo Bauwre.

B Tasn nneroBRa:

Kakpo nipeacTaBnsiBa Arava i 3a KaKBO Ce H3IION3Ba
Tlpenu na npuemere Arava

Kaxk na npuemare Arava

BB3MOKHY HEXKeNany peaKiHu

Coxpanesne Ha Arava

JonsnaureTHa HHQOPMAIHs

N R RN

Arava 100 mg dunmupanu TabxeTKY

AxrupnoTo Bemectso e Leflunomide
Beska rabnerxka ceabpika 100 mg negmyHoMuz,

TToMOLHMTE BelHecTRa ca: apeBuyHo Humecte, nopuion (E1201), kpocrioBHACH (E1202), xonounex
Gespomen cmnmumii, MarHesuer creapaT (E470b), m pakrosa MOHOXMAPAT B ChpUEBHHATA HA
TabGnerkara, kaxto 1 Tank (E553b), xunpomenosa (E464), turannes auokcun (E171), makporon 8000
‘BBB (DMIMOBOTO NOKPUTHE.

Tpurexaten Ha paspelneHyeTo 3a voorpeba:
Sanofi-aventis Deutschland GmbH

D-65926 Frankfurt am Main, I'epmanms

IIpOU3BONETEI:
AVENTIS INTERCONTINENTAL

56, Route de Choisy au Bac
F-60205 Compiegne Cedex, Gpanius

1. KAKBO IIPEACTABJISIBA ARAVA H 3A KAXBO CE W3I0JI3BA

Bun na Tabnerkute:

Arava 100 mg $unmupanu tabnetku ca Gean o nours $enu M KPBIIH C IUAMETEP OKORO 1 cm.
T'paBupoeka Ha eaHaTa cTpaHa: ZBP.

OnaxoBkH:

®rmupany TabreTKH 32 nepopanHa ynorpea, onakoranu B GaUCTEpH.
Hannuxa € onakoBky o1 3 TabneTKH.

AHTHPEBMaTHYHHTE JICKapCTEa.

Arava e npeaHasHakeH 33 JE4eHHEe Ha BB3PACTHH NallHCHTH ¢ aKTHBEH peBMaTqi
axTHBEH HCOPHATHYCH apTPUT.
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CummroMuTe Ha PeBMaTouzer APTPHT BKIIOUBAT BB3NANEHHE HA CTABUTE, TIOLYBAHE, 3aTPYHAHEHO
Ipinkenye 1 Gonka. Jipyru CHMIITOMH, KOKTO 3acsraT II0TO TsIO BKIIOYBAT 3aryfa Ha aneTwT,
TeMAepaTypa, 3aryda Ha eHepris 1 aHeMHs.

Cumnromute Ha AxtaseH IcopuaTHyen APTpUT BRIIOYBAT Bh3TATIEHHE HA CTABUTE, MOIYBAHS,
3ATPYAHEHO JBIKeHKE, D0IKa H KOMKHN W3MEHEHHA.

Arava CIHpa akTHBHPAHEeTO M PAa3pacTBaHETO Ha KISTKHTE, OTTOROPHH 3a BH3IAICHHETO.

2. IPETHA A IIPHEMETE ARAVA

He npuematire Arava:

- aKo CTe HMAaJIM ANEPrHUHK PeaKUuH KbM JedayHoMuz (0coBeHO CepHO3HU KOKHH PEaKiiH, UecTo
TIPHAPYXKEHH ¢ TEMIIEPaTypa, CTaBHH OONKH, YePBEHH FETHA 10 KOXKATA MIIH MeXyPH, Harp.
CHHAPOM Ha Stevens-Johnson ) MAY KbM HIKOM APYTH CHCTABKH Ha JIEKAPCTBOTO, TIOCOYESHH B
crneska “JIpyru Bemectea”,

- aKO MMaTe HapylleHa QYHKIMA Ha YepHHa npol MK Teskka XHIONPOTEHHEMIA (CHITHO
HaMarneHue Ha §eNTsilTe B KPBBTA, IPUMEPHO Niopaay 3abossane Ha 6x6pennre). [py Te3u
cry4au Bre me mojyynre ropete HeXXenaHy peaxiuy,

- aKo cTpajare OT 3a00JsBaHe KOETO HaMalLiBa BamaTa MMyHHA 2allliTa, KAKTO TIPH HAKOH
sabonapanma (npumepno CITMH), Topa oTcnabeane Moyke NOITBIHUTENHO JA C& 3aCHIH,

- axo Bamma xocTen Mo3ek He paboti A0dpe wiu Gpos Ha uepBeHUTE WK 6ely KPbBHH KIIeTKH
BEB Barrara kpsB uau Gpos Ha TpoMOOLIMTHTEE 3HAYMMO HAMANECH,

- aKo CTpajiaTe OT cepuo3Ha HHpeKLus,

- aKO HMaTe YMePEeHO M TEXKO RapymienHe Ha 6s0peunnTe dyHxuun. ToBa € nopanu Tosa, ye
HAMa AOCTATEYHO ONKT C TAKMBA MALBEHTH,

- aKo CTe KbpMayKa.

OfnpHere cCnennaano BHIEMAHIE NPH JeYeRHeTo ¢ Arava

Ilpenu na 3anoysaHe | peryJispHO TI0-BpeMe Ha nedeHHeTo ¢ Arava, Baumar nexap me s3eme
KphBHH pobu 3a npocnenssane Ha 6post Ha KPHBHUTE KIETKH U QYHKUHATA HA YepHUs APO6.
Hono6ro, HeoOX0ANMO & [a ce CNeAH pefoBHO Bawero KppBHO Haliraxe, THH KaTo Arava Moxe Aa
IOBeJie IO HETOBOTO MOBHINABAHE.

Tlpu wskom obctoATencrea (CEPHO3HH HEKENAHH pEaKUMH, NPOMAHA B IleYEHHETO Ha
PERMATOMAHMS APTPUT MM B CIIy4dW Ha jkenaHa OpeMenxoct) Bamuar nexap ine pemmn, ye Bre
TpAOBA [a B3UMATe HAKOM NEKApCTBA, KOUTO YCKOPABAT OTHENAHET0 Ha Arava oT Baiero T4ro.

HezabasHo yeenomere Bamns nexap B ciiyqaii, ue pa3sHBaTe CHMATOMK Kato HeoGuyatina ymopa,
KopeymHa 60MKa UK KBJITCHANA (FKBATO OLBETABAHE 110 QUHTE WIH KOKaTa). Te3H CHMITTOMH MOraT
Fa NOKA3BaT pa3BMTHE HA YePHOAPOOHO YBpexiane, KOSTO H3UCKBA ClIelUanHi MepkH oT Bamus
Aexap (BK. CHIIO TOUKA 4).

Hesabasno ysepoMeTe Bamus Jiekap, ako MMate HIKOM NpU3HaUH Ha WHbexnwms (kaTo Tpecka,
Gonky B repioTo, Kaumuna). Toea e nopaju dakra, e HIKOH HHPEKIHUY MOTaT [a IPOTEKAT 110~
TEXKKO M [10pajiu TOBa TpAOBa Na 6BAaT eKyBaHu HHTEH3IMBHO [O-P2HO, IIPY [PHUEMAHE HA
JieKapcTBa KaTo Arava, KOMTO HaMajIgBaT MMYHHATA 3aIUUTA.

cepuosHo OenoapobHO 3abonABaHe, KOSTO H3HCKB2 B3eMaHe Ha CBOTBETHHTE MEPKH OT CTp
Baiung nexap { Bac.cpiio Touxa 4).
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Kaxere na Banmia nekap, ako cre SoneyBanu ot TyGepKyno3a. AKO HAKOTA CTe MMAITH
Tybepiynosa, Bamusar nexap me Bu nabnoaasa BHAMAaTENHO ¢ Orell A2 Moxke na Bu nexyra 6e3
3abaBsne B ciiyuaH, ue TyOepKymosara ce aKiuBHpa OTHOBO.

HeszaGasno yeenomete Bamus exap, ako ¢e NosBaT IPM3HALM KATO GIIe0CT, yMOPAEMOCT,
YBENKUEHA CIJIOHHOCT KbM HH(MEKIMH Wi KoHTY3:H. TaKuBa npU3salid MOraT fa coyar 3a
HafH4YHeTo Ha 3a00IIABaHe Ha KPhBHHTE KIISTKH, KOETO MOXKE A2 M3HCKBA CIIMpPAHe Ha JeUeHHETO ¢
Arava ¥ IpyTH JIeKapcTBa H HaMeca Ha Bamusa nexap (8. cpIno Touka 4).

HesabaBro yeenomere Bauins nexap ako NofyHuTe 0OpHR 110 KOKATa WK TUrasuLuTe (HanpuMep
YBPEKAAHHS Ha ycTaTa). TORA ce ABILKM Ha (haKTa, 4e B MHOIO PefAKH Cy4au TakHBa PEaKLUM MOraT
J1a IOBENAT O TEIKKH 3acTpalaBall ;KHBOTA,C [I04BaTa Ha MEXYPEeCTH NIPOMEHHM Ha KOXKATa K
nuraesuuyTe. ToBa M3HCKB2 CriMpane Ha JleueHueTo ¢ Arava i Heza0aBHO AelicTBHe OT ¢Tpaia Ha
Baumsa nexap (Bx.CBLIO TO4KA 4),

Hauuenture mbxke Tp6Ba Ja 6p0aT NIpeAynpeeH: 3a BE3MOMKHHSL PHCK OT Man(pOpMALHH Ha
HOBOPOJICHOTO W He TpAGBa a npuemar Arava 6e3 Ja B3eMaT HafAEKAHY IPOTHBOAYATA4HI MEpKY.
3a HamaNsBaHe HA TO3H PHCK, MBIKE MCKAWK Ja OpaaT 6amu TpalBa Ja ce oGspHAT KbM TEXHHA
nexap. Toii/ts Moke fia BY NocwBeTBa la cripete NpHeMaHeTo Ha Arava U Ja B3eMeTe HAKOU
JIeKapCTBa 34 YCKOPsBaHe OTAE/AHeTO Ha Arava OT oprannsMa. Topa TpgOBa Jja ce NOATEBPAH OT
naBoparopes Tect, ue Arava e JOCTaTBYHO OTAENEHA U ciief ToBa Bue TpaOBa fa n3yaKare Hali-Malko
olne 3 Mecena.

IIpuem Ba Arava ¢ XpaHu M HANHTKH
He ce npenoppypa f1a ce nue ankoxoi Mo Bpeme Ha JieueHue ¢ Arava. Tosa Moxe na foBene 1o
yEpexkaane na Batnms yepeH apo6 noeede 0TKONKOTO MOXE J1a C& 0OUaKBa 0BHKHOBEHO.

Bpemennocr

VBeperte ce, ue He cTe OpeMeHHa npey 3an04BaHe Ha eYeHueTo ¢ Arava, Thif kaTo Arava Moxe Ha
yepenu Bamero 6ebe. Ctporo Bu ce npenopryra fa He 3a6pemenssare JOKATO CTE Ha JiSYEHHE C
Arava (Bik no-rope “He npuemaiite Apasa®). Xenurte He TpsGsa fa npueMat Arava 6e3 B3UMaHETO
Ha HAASXKAHY MEPKH 3a NpeArnassane oT 3abpeMeHABaHe, KOraTo ca B ASTepPOSHA BL3PAacT.

AKko BL3HaMepsBaTe Na 3a0peMeHeeTe Cles COHpane Ha JISYeHHeTO ¢ Arava e BaykKHO [ia MH(opMupaTe
Bammna nexap npenu Toea. Ciep; cinpanero Ha Arava Bie tpatea ga usuakare 2 rogunn. Topa
H3YaKBaHe MOXKE [a Ce CHKPATH /IO HAKONKO CeAMHIIM Ype3 NpHEMaHeTO Ha JIeKApCTRa, KOHTO
YCKOPABAT OTAENAHETO HA Arava oT Banius opraHU3sM. BB BCHUKH ClTy4aH TOBa Tpabsa a 6piaa
NOTEBP/ACHO OT JIAGOpaTOPHH TECTOBE, Ye Arava ce e OTASIHIA ZOCTATHYHO 0T Baius Oprainssm,
xato Bue Tpabsa Ja H39aKaTe Hali-ManKo olle e/IMH Mecel ripeau ja 3abpemeneere.

3a nomeIHuTENHA MHGOpMAaLud 3a 1abOpATOPHOTO TECTHPAKE, MOJIA, OOBpHETE ce KBM
TIPOW3BOAMTEINS HIM HEroBHA MECTEH MPEACTABHTEN.

Axo uMare CEMHEHHE, Ye CTe 320 peMeHsMNa Mo BpeMe Ha JIeueHHeTo ¢ Arava iy 2 roXHHN CHex
HErOBOTO CriMpaHe (MpUMepHo npH 3a0aBaKe Ha MEHCTPYalnsTa), TpaGBa He3abaBHO aa
npenynpenute Baws nexap 3a TectHpaHe 3a SpemeHHoCT. [lpu nonoxxuTenen Tect 3a 6peMeHHOCT,
BHCKyTHpaliTe ¢ Bawus Jlexap puckopeTe OT eweHHeTo 3a Bamero 6efe. Bamnsar nexap Moxe na
B mpepnoxu npy ibpeo 3a6assHe Ha MEHCTPYaHMATA JA 3aM04He II0-FOpe ONMCcaHaTa Npolenypa
3a YCKOpsiB2HE Ha OTAENSHETO Ha Arava OT OpraHusMa, Thii KaTo TOBa Ule HaMallH pHcka 3a Bamero
Gebe.

Krpmene
He npuemaiite Arava no speme Ha kbpMmene. O6bpHeTe ce kbM Bauius exap wii hapManent 2a
CRBET.

Hodupane u paboTa ¢ MALIHHH
C nossara Ha HexxenaHu eQeKTH, KaTo CBETOBBPTENK, MOKE Na 6be HapylueHa crioco0HOCTTH
KOHUEHTpauKa i pearupaue. B Takipa cly4al He TpabBa fa kapate Kona, Aa
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YNpaBJiABaTeMaIMHUHIIN 12 ipe/iNpHeMaTe NoZ00HH NofoBiu HeHCTBHS, aKO YyBCTBATE, Ye
peaxunuTe ¥ KOHLEHTpaliniTa By ca HapylueHH.

Baxna nadopManus OTHOCHO HSIKON OF CHCTABKHTE Ha Arava
Atava Chlibpixa 1akTo3a. AKO cTe GuH HHdopMupany oT Balus Jlexap, 4e uMaTe HENOHOCUMOCT
KBM HAKOM 3aXapH, KOHCYNTHpakTe ce ¢ Baums nexap npemy na B3eMere 031 NekapcTReH HPOLYKT.

Ipuenm na xpyru sexapersa

Mons nadopmupaiite Bauus nexap Ui $hapManesT, ako npHeMare HIH HACKOpO ce MpHeMaly Apyria
JIeKapCTRa, BKIIOYHTEIHO U TaKKBa, OTIIyCKanH Ge3 penenra. ToBa e 3amoTo edekTuTe Ha Arava Hiu
ApYIyTe NEKapCTBa MOTAT ia ce MPOMEHAT Wik Bue Moxxe na nony4uTe Hexenaun peaxiur. He
TpHeMakite HUKAKBH IPYTH JeKkapcTea 6€3 fa ce rochBeTBaTe ¢ Balius exap.

Arava H ApyrH AeKapcTea 32 JiedeHHe HA peBMATOMAEH APTPIT

Axo Beue p3uMare HECTCPOMAHH TIPOTHEOBBINAIUTEIHH CpeACTBa HIIM KOPTHKOCTEPOMIM, Bue
MOKCTE N1a IIPOABIDKHUTE Ja I'H B3eMaTe Cile/] 3aIIQ4Bate Ha IeUeHHeTO ¢ Arava,

Toit kato nedmyHOMEA ce 3ambpika ABNTO BpeMe B OpraHM3Ma, TpiGBa Jia e BHHMaBa KOTaTto ce
mpeMHHaBa Ha JApyro 6aBHO AeHCTBYBAINO AHTHPEBMATHHHO JIEKAPCTRO.

Kombunauusara oT nediyHOMIR ¢ APYTH IEKapcTEa 0OHKHOBEHO NPEANHCRaHH 32 pesMarounen
APTPHT KaTo aHTHMaNapyuM (Hanp. XJI0POKBHH H XHAPOKCHXAOPOKBHHE), HHTPaMyCKYIIHO UITH
TNepOPANHO 31aT0, D-TICHHIMaMKH, 23aTHOTPHH M APYTH HMYHOCYIPECHBHH JeKapeTEa (Hamp.
METOTPEKCAT) He € NPeropbUnTeNHA.

Jpyru jexapersa, KONTO MOFAT 2 B3aHMOAEHCTBYBAT ¢ Arava

XonecTupaMuH (M3ION3YBAal Ce 34 JICYCHHE Ha TIOBUISHO HYUBO Ha JHIMINTE) i AKTHBEH BBHINCH
{(nsrionsyBa ce 3a JleUeHne Ha quapus), Hamanasat aGeopBuusta Ha ATava u Taka MOTaT Ia
HAMANIT HErOBH:A TepPaneBTHYEH e(eKT.

Ilpu npuemaneTo Ha Arava 3aeTHO C JTIEKapCTBa, KOMTO MOTAT 1A NPEAM3BUKAT HEeTIaHN PeaKiys
OT CTpaHa Ha KpBBTa MIIH 4epHisA pol, BEPOSTHOCTTA OT TAKHBA PEAKUHY Lie ce yaenvm (Bamms
JieKap 3Hae Te3H AekapeTsa e Bu nockeeTsa cxoTreTHO). ToBa ce OTHACA 33 NpHEMAaHeTo Ha
TaKMBa JEKapcTBa, KaKTO CiIe)| CIIHPAaHEeTO Ha Arava, Taka H npejii 3aloYBaHeTO HA JISYESHHETO ¢
Hero.

Arava MOXe /ia IOBIINsE HHAKTHBMPAHETO Ha HAKOM JPYFH eKapeTea B epHHs apo6. Tora ce
OTHACH 32 (heHUTOHH, Bapdapun, GeHnpoKyMoH, ToNGyTaMUA i HAKOM APYTH JleKapcIea,
pasrpaxaaniy ce oT eH3HMH B yepHus Apob (CYP2CY). 3a taxuea sexkapcrsa Banmis nexap Moxe
Aa Bu npexnuine 110-HACKR 11032 OT 0GMKHOBEHO ¢ ornex Aa Bu npeamnasy o1 Hexenann ebexr.
Hecreponnnnre npoTHBOBE3NANMTENHH CPECTRA, JIEKApCTBA YECTO HIMON3YBAHH 3a JIEYEHHE Ha
PEBMATOMIOHMA apPTPUT, HE CE MORIHSABAT.

Baxkcrnanun

Axo 1psi6Ba na 6bAeTe BakCHHHpPaH (Hamp. NBTYBake W3BBH Espomna), fonuraiite ce no Bamms neKap
3a ChBeT. Bakcuualyu ¢ xHBH oTcabenn BAKCHHH He TPAGRa Aa ce H3BLPINBAT NpPU JIeYeHHe ¢ ATava
MJIH H3BECTHO BPEME CIIE CIIHPaHETO MY.

3. KAK DA IIPHEMATE ARAVA

Axo cte nox 18-ropmnna pE3pact, He Ce Npenoprusa Aa ce neKypate ¢ Arava. Topa e
JMIcaTa Ba JOCTAThYHO ONMUT 33 YHOTpedaTa My npH A€l ¥ IOHOIIH.
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Banmar nexap me By xaxe konxo TabneTku Arava me Tps6Ba 1a B3HMATE, B KAKBO BPEME H KOJIKO
LBATO.

ObuyaiinaTa HavanHa K032 na Arava e egHa 100 mg TabneTka eIHH OBT JHEBHO B NBPBHTE TPH JHH.
Cren roBa OT 4-Hs IEH HATATHK NIOBEYETO NALMEHTH Ce HYKAALT OT 4033 OT
* 10w 20 mg Arava gHeBHO 3a JieYeHNe Ha PEBMATOM/IEH APTPHT, B 32BUCHMOCT OT
TexecTTa Ha 3abongeaneTo.
* 20 mg Arava IHEBHO 32 JiCYEHHE Ha AKTHBEH [ICOPHATHYEH APTPHT.
Arava Moxe /la ce HpHEMe [0 BpeMe Ha XPaHeHe FIIH 110 BCAKO BpeMe MEXY ABE XPaHEHHS.
Iorsnuere TabneTKkata WANA ¥ C AOCTATHYHO TEYHOCT.

TpsaGea na Munat Ha-MaNKO 4 CEAMHLIM OT 3ANIOYBAHETO HA TEPANMATa 32 1A IOYyCTBYBaTe
nono6penne BoB Baweto cxcTonHme. HIKoH nauueHTy Moske JopH NIONTYYaBAaT MO-TONAMO
nonodperue cief 4 Jo 6 Mecella OT ieueHHETO.

ObukHoseno Bue nie npueMate Arava 3a IPOIIDKHTENHO EpeMe.

AKo cTe npueJaH noBede oT HeoOXoaAMMAaTa X03a Arava

Axo cny4alino npuemere efjHa TabTeTka B TOBeYe HUIIO HAMA 12 ce CIydH. AKO IPHEMETE CIIy4akHO
HAKONIKO TabeTKH B rOBeve, 00LpHETe Ce 32 ChBET KbM Bamus nekap. AKO € BE3MOMKHO BISMETE Che
cebe cu TabneTkUTe M GYTHNIKATA 33 [a MY TH HOKaKeTe.

OGHKHOBEHO PEIO3UPaHETO MOYKE 12 TOREAE /IO 32CHIBAHE HA CHMITOMHTE OMHCAHY KATO
He)xeNnanu peaxuni. B cyuay wa npenosupae, Bamust nexap moxe ga Bu npeamnuiie cremmanto
NCICHUE C OITle] YCKOPABaHE HA OTAENIHETO Ha Arava oT Baning opraussm.

AKO CTe npomycHANN 42 upreMere Arava

AKo 3a0paBuTe N1 B3eMeTe /1A 1032, B3EMETE 5 BE[IHAFA CITE)] KaTO CH CIIOMHHTE, OCBEH 4KO TOBA HE
& 6/IH3KO 10 BpeMeTo KOraTo TpsbBa Ja mpHeMeTe clexBalara 2o3a. He piematite qpoiina no3a, 3a ia
KOMIEHCHpaTe NpOITyCHATATA 034,

4.  BB3MOXHU HEXEJAHW PEAKITA

Kaxto Bcnaxy NekapeTaa, Arava Moxke 2 HMa HEHKEAaHH PeaKkLiH.
Tesu peaxtyy B Ta3H CEKLHMS ca NaJieHH ¢ OLEHKA Ha YeCTOTA, ¢ KOSITO T€ MOTAT Aa BL2HMKHAT. 3a
Ta3¥ 1e/1 Ce H3ION3YRAT CIIEAHATE KATerOpHU U KIacupUKALHU:

YecTH: HeXXeNaHY PeaKiUH, KOMTO MOTAT /12 Bb3HHKHAT npu ecekr 1 1010 ot 100 napuesnra.
Heuecrn: HexxenaHl peakudH KOHTO MOTaT A2 Bb3HHKHAT no-paako mpH 1 na 100 nanmenrta.
Pepxcu: HexeNaHH PEAKIHH, KOUTO MOTAT 2 Bh3HHKHAT rpu BeekH 1 umm paako ot ] ma 1000
MALHEHTA.

Mnoro pegku: HeXKeNaHH PeaKIUH, KOHTO MOTAT Ja Bh3HHUKHAT TipH no-Manko ot 1 ga 10000
nanueHTa,

Wzonupapu cayyan: OPH N0-pAIKO.

HJecTH HesKeIaHE PeaKIuy Ha Arava:

- Hamanseane ya 6pos na Genure KPHBHH KIESTKH (JIEBKOTEHIs),

- JeKH ANepPrHayHH PeaKiuy,

- 3ary6a Ha ameTHT, 3ary6a Ha Terio (0GUKHOBEHO HE3HAYHTEIHO),

- rnaeoGosnHe, CBETOBBPTEK, HEHOPMANHO KOYKHO YCellane KaTo H3TPhIIBAHe (napecTesus),

- JIeKO NOBHINEHO KPBBHO HAJIAraHe,

- JMapHi, TafieHe, NOBPEBIaNe, YBPEXKAAHHA HA YCTHATA JTMrasuua (IPUMEpHO Bh3NalieHHe
SA3BY B YCTATA), KOPEMHH GOJIKH,

- KPBBHH TECTOBE MOTaT [Ia NIOKAKAT YBeJIHUCHHE HA HAKOM PE3yNITATH OT YepHOApoOH

- YBeJMHEH KOCOMAaf, eK3eMa, CyXa KOKa, O0pHE, chpbe,

-  BB3MANCHUE HA CYXOXHIIHATA,
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cnabocr.

HewecTn HexesIaHA peakuyn Ha Arava;

HaMaieHHe Ha Opos Ha YepBEHHTEe KPBBHH KJIETKH (AHEMH) U HaManeHue Ha Opod Ha KPBBHHTE
TpoMOonnTH (TpoMOOIHTONIEH S ),

HaMajleHHe Ha HHBOTO HAa Kanuii B KpPBBTa,

TPEBOXMKHOCT,

BKYCOBH HapyIleHHs,

yPTHKapus,

CKBCBAHE HA CYXOIKUIIHE.

PCIIKH HEXCIAHH peaKuix Ha Arava:

yBeNHYeHUe Ha Gpos HA TaKa HAPEUEHUTE e03KHOGHIHY KPEBHI KISTKH, H3PA3eHO HAMANeH e Ha
6pos Ha GennTe KPBHBHH KIETKH (JIEBKONEHH) H H3pa3eH0 HaManeHHe Ha Opost Ha BCHYKH KPBEHU
KIeTkH (JaHupToneHusd). CUMNTOMY kaTo ON1enocT, YMOpPSEMOCT, YBenHYeHa
TIPeAPA3NON0KEH0CT KbM HHMEKIMH MK KPBBOHACAIAHHA MOTAT 2 TOBOPAT 32 HANIMYHE Ha
TAKWBA U3MEHEHNA Ha KPbBHUTe WieTKH. IIpH nossa Ha TaKHBa CHMIITOMM, MHGOpMEpatiTe
HezabapHO Bammg nekap.

TEXKKO NOBHIIEHHe KPEBHO HANATaHe,

BE2NajeHue Ha Oenus Apod (MHTepcTHIHANHO 3a00napane Ha Genus npob). Ako Bue nonyaure
KallInLa Wiy npobnemMn B AUIIaHeTo, HHpOpMHUpalite HezabarHo Bamug nekap. (Bik. ¢pIlo
touka 2 O6BpHeTe CNeMATHO BHUMaHHE NIPH JISUeHHeTO ¢ Arava),

KpBBHH TECTOBE MOTAT [ IIOKAKAT YBEIMYSHHE HA HAKOM PE3YIITATH OT YepHOAPOGHM TECTOBE,
KOMTO MOTaT Ja JIOBEAAT SO CePHO3HH CHCTOSHUS KATO XENATHT W XKBATEHHIA.

TEHKH HHQEKINY, BKNIOUHTERHO CENICHT, KOMTO MoraT 2 Ob/ar JKEBHTO3acTpanaBamy. Kakro 1
IpYFHTE aHTHPEBMATHYHH IEKapCTBa, KOMTO 0 H3BECTHA CTENEH OTcabRaT UMyHHATA 3aluTa,
Arava MOXe Aa YBeNHWYH NOJATIHBOCTTA KBM HHbekuun (Brx Touka 2 OOBpHETe CTISLHATHO
BHMMAaHHE TIpH JIeYeHHeTo ¢ Arava). AKO pasnosHaeTe NpU3HaUM Ha HH(EKIHH, He3a0aBHO
uapopmupaiite Bamg nexap.

MHOr0 peaKH HeXejaHN PeakIiHi Ha Arava;

H3pa3eHo HaMalleHue Ha HAKOH Oely KPBBHM KIETKH (arpaHyIonuTo3a).
TexKN U MOTEHHHAITHO CEPHO3HH ANEPrHYHH peakiuy. CHMIITOMUTE Ha TEKKH aJIePTHYHH
peaxiiH KBM KO€ JIa € JIEKapCTBO BKIFOYRAT cJad0CT, NOHWKABAHE HA KPBBHOTO HanfraHe i
32Tpy/HEHO AMIaHe. AKO BE3HHKHAT TAKHBA CHMIITOMH, HezabasHO MH(popMupalite Barmg
JieKap W 1o HUKAKbB HA4HH He NPoJIb/KaBaliTe IpHeMa Ha JIeKapcTBOTO 63 H3pHYHHTE
yKazaHus OT nexaps Bu.

BBIMANCHHE Ha MANKHTE KPBBOHOCHH CBAOBE (BACKYJIIHT).

npobiieMy ¢ HepBHTe Ha phLeTe WK kpakarta (nepHQepHa HeBpOIATH).

BE3IAICHUE Ha NIGHKpeaca (IHKPeaTHT),

KpbBal TeCTOBE MOraT Ja NOKaMXAT YBEIHHUCHAE Ha HAKOH PE3YJITaTH OT YepHOXPOOHH TECTOBE,
KOHTO MOTaT Jia AOBEAAT /IO CePHO3HH CHCTOAHHA KaTO YePHOAPOOHa HEAOCTATBUHOCT, KOHTO
Morat fa 0saat daranau. CrefoBaTeNHo B ciydal ye pa3sBHETE CHMITTOMH KaTo HeoOuyaktHa
yMopa, KopeMHa §oNKa HIH XBATEHHNA (KBITO OLIBETABAHE 10 OUHTE H KOXKaTa), He3aGaBHO
ysemoMmere Bammuis gexap.

ITosBaTa Ha 0OpHB HAY pa3spaHABAHHA Ha TMraBuUMTE (IPHMEPHO YCTATa) MOTAT 14 TMOKa3RaT
Ha4aJIOTO Ha PA3BHUTHE Ha TEYKKH, MOHAKOra 3allIallBaily )KHBOTA, Pa3paHABaHMA Ha KOXKAaTa U
JMTaBHLMTE C OABa Ha MeXypH (CHMHApOM Ha Stevens-Johnson, TokcH4YHa enufiepMallHa HEKPO3a,
eputeMa MyntHpopme). CrnenopatenHo, 6e3 HHKakBo 3abaBiHe chobuieTe Ha Baumis nexap npu
NoABaTa HA KOXKEH OOPUB MITH YBPEXKIaHHA Ha THraBHUMTe. ToBa MOXeE a HallOXXM CIIHpaHe Ha
Nevenuero ¢ Arava i HesabaBHO neHcTBHE OT CTpaHa Ha Bamus nexap (BK. CBLIO TOYKa 2).
Morar na ce HabmonaBar yBenMUeHHEe Ha HUBOTO B KPHBTA HA MacTHTe (XOJecTepol |
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3a0eneKuTe ApYTH, HEOMIHMCAHHK B Ta3H JINCTOBKA HEXKEHAHH PeakIyH, MOIA YBEOOMETE Bamus

jexap rAH GapMauesT.

TlpH HACTENBAHETO Ha BHE3AIHK WM TEKKH peakuuy Hezabasro HHpopMupalite Bamma nexap u
110 HMKAKBE HAUHH He IpObDKaBaliTe NpueMa Ha NEKapCTBOTO €3 M3pHUHMTE YKA3aHHA OT

nekaps Bu.

5. CBXPHEHHME HA ARAVA

CoxpaHspalite Ha MSCTO HENOCTBITHO 32 Jela.

Brvicrep:  Ifa ce ¢hxpaHsABa B OpHrHHANHATA ONIAKOBKa, 34 A C€ NIPeANasH OT BJAra.

byrunka:  Coxpanspaiite 6yTHikaTa ITETHO 3aTBOPEHA, 32 [a Ce TPEANast OT BIara.

He npﬂemaﬁ're TabReTKHTE Cllen, NaTaTa Ha M3THYAHE Ha CPOKa Ha FOAHOCT, [ICCOMEHa Ha ON&KOBKATA.

6. JOIIBJHHTEIHA AHPOPMALAA

3a nomeaHUTENHA HHOOPMAIIHA OTHOCHO TO3M JIEKaPCTREeH NPOLYKE, MOIS CBBDIKETE Ce C JIOKANHUS
NPEeICTABKTEN HaA NPUTEKATENA Ha paspellleHueTo 3a ynorpeba:

Belgique/Belgié/Belgien
Aventis Pharma SA-NV
TélTel: +32 (0)2 710 54 00

Cesks republika
Aventis Pharma s.r.0.
Tel: +420 233 086 111

Danmark
Aventis Pharma A/S
Tif: +45 45 16 70 00

Deutschland
Sanofi-aventis Deuntschland GmbH
Tel: +49 (0)180 2 222010

Eesti
Sanofi-aventis Eesti OUJ
Tel: +372 627 34 88

Eilada
Aventis Pharma AEBE
Tmi.: +30 210 90 01 600

Espaiia
SANOFI-SYNTHELABO, S.A.U.
Tel: +34 93 485 94 00

France
Laboratoire Aventis

)}

Luxembourg/Luxemburg
Aventis Pharma SA
Tél/Tel: +32 (0)2 710 54 00 (Belgique/Belgien)

Magyarorszag
Aventis Pharma Kft.
Tel: +36 1 505 0050

Malta
Sanofi-aventis Malta Ltd.
Tel: +356 256 00700

Nederland
Aventis Pharma B.V.
Tel: +31 182 557 755

Norge
Aventis Pharma AS
Tif: +47 67 10 71 00

Osterreich
Aventis Pharma GmbH
Tel: +43 1 80 1850

Polska
Aventis Pharma Sp. z o.0.
Tel. +48 22 541 46 00

Portugal
Aventis Pharma, Lda.




Tél : 0 800 222 555
Appel depuis I’étranger : +33 1 57 63 23 23

Ireland
Aventis Pharma Limited.
Tel: +353 (1) 403 5600

island
Vistor hf.
Tel: +354 535 7000

Ttalia
Aventis Pharma SpA
Tel. +39 02 393 91

Konpog

Aventis Pharma AEBE (EMA&Sa)
TnA.: +30 210 90 01 600

T, Kbmpov: +357 (22) 369 000

Latvija
Sanofi-aventis Latvia SIA
Tel.: +371 7 33 24 51

Lietuva
UAB sanofi-aventis Lietuva
Tel: +370 5 2755224

)IaTa HA NOoC/IeHA penakiisa Ha JHICTOBKATAR
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Tel: +351 21 3589 400

Slovenija
Aventis Pharma d.o.0.
Tel: +386 1 560 48 00

Slovenska republika
Aventis Pharma s.r.0.
Tel: +421 2 57 103 777

Suomi/Finland
Aventis Pharma Oy
Pub/Tel: +358 (0) 201 200 300

Sverige
Aventis Pharma AB
Tel: +46 (0)8 775 7000

United Kingdom
Sanofi-aventis
Tel: +44 (0} 1483 505 515




