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BHUMATEJIHO IIPOUYETETE TA3H JIMCTOBKA IIPE,I[I/I A
SAJIOYHETE JIA IIPUEMATE TO3H JJEKAPCTBEH ITPOJQYKT.

- 3anazeme masu aucmoexa. Mooice 0a Bu ce nanoocu 0a s npouememe OmMHOGO.

- Axo y Bac @w3nuknam OONbIHUMEHYU 8bAPOCcU, Mo obvpHeme ce kxvym Bawusi
REeKyeauy JEKAp Ui KoM apmayesm,

- To3u npodyxm e npeonucan auurno Ha Bac u ne busa oa 20 dasame na HUKOU
opye. Tou moorce 0a HaBpedu Ha Opyeu xopa, 0opu aKo me umam nooobru Ha
Bawume onnaxeanus .

by

B TAIH JIUCTOBKA CE CHABPKA CJAETHATA UHOOPMAITWA:
1. KaxBo npenacrapiaa Heyponaxke v 3a KakBO ce IIpHIIAra.

2. KakBo Bu e HeoOxoAMMO 1a 3HaeTe Npeau npuioxesre Ha Heypomake

3. Kak na npunarare Heypomaxkc

4. BB3MOXHH HeXeaHu peaxKiHi.

5. Kak na cexpangsare Heyponaxc

6. Hpyra uadpopmaius,

Heypoaakce 25 mg punmupanu tabdjieTkn
Hydroxyzine

AKTHBHO BeniecTBO B efHA Gunmupana TabaeTka: Hydroxyzine hydrochloride 25 mg
IToMOUIHKE BEIIECTRA: JIAKTO3a MOHOXK/IpAT, IIICHHYHO HULIECTE, IOBUIOH, OE3B0/IcH
CHJIMLIEB MUOKCHJ, TAaJK, MarHe3WeB CcTeapaTr, MeTaKkpuaoBa KHCEIMHA -METHII
MeTakpunat kononumep (1:1), turanues quokenn, makporoa 6000, rmunepon

50 Gpunmupanu TabneTKU B OIIAKOBKA.

IIpuTexaTe/ HA pa3pelIeHUETO 32 YHOTpeba
"Axtauc" EAJ]

byn. "Kuaruusg Mapus Jlynsza" Ne 2

rp. Codud, brarapus

Ten. 9321 771, 762

IIpousBoauren
"bankandapma-Jynaama AJ "
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2600 rp. dynauua, yi. "CamMokoBcko 1wioce” Ne3,
Ten. (0701) 58 196

. KAKBO IIPEJICTABJISIBA HEYPOJAKC U 3A KAKBO CE IIPUJIAI
Heyponakc ¢ nekapcTBEH IPOAYKT, KOUTO IIpeMaxpa CTpaxa, HallpEeXKeH
6esnokoicTBOTO. IlpHTEXKaBa yCHOKOABAINO {(CE€JATHBHO), MpPOTUBOAE
(QHTUXHACTEAMUHOBO) ¥ AHTHCMETHYHO  (NPOTHRONIOBPBINANIO)  Jie
[IpemaxBa u B 3HayuTEIHA CcTeleH obiex4yaBa YIIOPUTHA ChpOeX IIpH
3200/ 19BaHH.




HeypoJsakce HIMa ¢lieIHUTE NPUJIOKCHHS:

3a npemaxBaHe W HAMalsIBaHE HA TPEBOXKHOCTIA W HANPEKEHHETO IIPH
BB3pPACTHH, 324 O0JIEK4aBaHE M NpPCMaxBaHe HAa YHOPUTHS CHPOEXx IpH HIKOU
aneprudan  3abonsiBasivisi (XpoHMYHa  YPTMKapHA, KOXKHH  aJICPrUYHU
3ab0NIsIBaHuA), KAKTO H 3a IIpeMaxBaHe Ha HANPEKEHUETO Npear XUPYPTHUHU
MAHUITYJIALHA.

KAKBO E HEOBXOJAUMO JA 3HAETE IIPEJAHU BPAUJTOXEHHUETO HA

HEYPOJIAKC

Tozu mpoayKT HE Ce Impuilara npu.

- CBPBXYYBCTBHTEJIHOCT (AJICPrus) KbM AKTHBHOTO BEINECCTBO, IETHPU3HH WM
HAKOE OT IIOMOIIHUTE BELIECTBA, BKIIFOUYCHH B CHCTaBa Ha IIPOAYKTa;

- TIOpdHUpHslL.
-  OpeMeHHOCT U KbpMEHE,

Hpa npuiokeHHeT0 HA TO3M JEKAPCTBeH MNPOAYKT, HMMaiiTe mnmpeaBui
CJIEAHOTO:

To3m npoaykT Tpsabsa Ja ce Ipuiara ¢ BHUMaHHWE MPH MTAUHACHTH C IVIAYKOMA,
HAPYIICHHSA B YPHHMPAHECTO ¢ Pa3jHyeH MpPOU3X0H, HaMmajeHa JBUrarTeiHa
aKTEBHOCT Ha CTOMaxa H 4epBaTa, MHACTEHUS TPaBUC, EOHICIICHUS, HAKOH
3a00NIIBaHUS Ha ChPUETO, OBOpenuTe U YepHUS Apoo.

[IpoaykThT ce nmputara ¢ BHUMAHHUE MPH TAIMECHTH ¢ IIOBUIIEH PUCK OT I10sBa Ha
repuoBe. Heobxomumo € Na ce AMa Opel BU/, 4Ye IPU JeHara B NalMEeHTHTE B
HallpefHajla Bb3PacT, NOPaay MOBHIIEHA YYBCTBUTEIHOCT COPAMO ASHCTBHETO HA
IIPOAYKTA, € HANUIE NOBYINeHA BE30yauMOCT Ha ILIHC ¥ CKIIOHHOCT KBM I'bpUOBE.
IIpoayKkThT He TpaOBa fAa Ce NpucMa CIHOBPEMEHHO C AIKOXO0J ¥ JIEXapcTsa OT
rpynara MAO - uaxubUTOPH.

To3¥ UpoayKT MOXE J2 IIOBJIHSAE Pe3yNTATUTE OT HSKOU AUArHOCTHYHH TECTOBE
(MeTaxonuHOBa OpoHxHanHa Ipoba ¥ KOXKHHTE TECTOBE 3a MOKAa3BaHe Ha
aneprus), mopagyd KoeTo ce MpenopryBa MPEKHCBAHE HA JICUCHHETO ¢ IPOAYKTa
IIOHE 5 IHY MPEIN HAYATOTO Ha U3CIIE/IBAHETO.

B ¢BCTaBa Ha NOMOUIIHUTE BELIECTBA € BKIIOYECHO MIUCHHYHO HUMIECTE, KOETO
MOXe€ Ja NMpeJCTaBlIsiBa ONACHOCT 34 X0pa ¢ IIYTeHOBA EHTEPOIIATHUS.
JlexapcTBEHHUSAT OPOAYKT CHABPXKA NaKT03a, KOETO IO IIPaBH HEMOAXONAN NpH
NANUMEHTH ¢ JiaKTa3sHa HEAOCTATBHYHOCT, TAJAKTO3EMHUs Wik IIHOKO3EH/TaJlakTO3eH
CHHIpPOM Ha MarabcopOUusL.

IIpuaoxenne Ha Heyponake 1 npueM HAa XPAHU M HATIHTKHA:

ITo BpeMe Ha JIeUeHHe ¢ NIPOAYKTa He TpAbBa Na ce YIoTpetaBa anKoXol, Thi KaTo
TOM YCHIIBA HErOBOTO IEHCTBHME M MOXE Ja JoBeJe [0 INOSBa Ha HEXENaHU
JIEKAPCTBEHHU PEaKIUM,

bpemennocT
Ilpedu npuem na xaxeumo u 0a e AexapcmeeHu NpOOYKMU Ce KOHCYAMUDQUME~
nexyeawus Bu nexap unu ¢ papmayesm. 20 Sk
[IpoayKTHT HE ce Opuiara no speMe Ha OpeMeHHOCT. JIexapcTBOTO IT .
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Meproia Ha GPEMEHHOCTTA ca HAaOMONdBAHY HAPYIUCHUS B IBMKeHMATA, TEphioBe, .~ 1 |
NOHW)XEHHE Ha KPBBHOTO HANATAHE H APYIH HEOIAronpHusaTHH IPOSBH. AN




Kbpmene

IIpedu npuem Ha xaxeumo u 0a e nexapcmeenu NpoOYKmu ce KOHCYamupaume ¢
rexysawus Bu nexap unu ¢ hapmayesm.

IIponykTsT HE Ce Impmiara B nepuofa Ha kepMeHe. llpu neobxomumoct ot
NpUIOXKEHHE IIPU KBPMEIIM JKEHH C¢€ MPernopbyBa [PEYCTAHOBABAHE HA
KbPMEHETO 3@ BPEMETO Ha NEUYCHUE C IIPOAYKTA.

IHlodupane 1 padora ¢ MamMHH

He ce npunara npy mo®dsopH, JHIa paboTen ¢ MAIIWHY U IIPU MAallMEHTH, YHATO
NEHHOCT M3UCKBA IOBHIIEHO BHUMaHWE, OBpP3H ICUXMYECKM U [BUTATETHM
peakIuy,

Baxuna madopManun 3a HAKOH 0T cheTaBKuYTe Ha Heyposaxe

B chCTaBa Ha IDOMOUIHMTE BEUIECTBA € BKIIOYEHO IIIEHHYHO HUIIECTE, KOETO
MOXK€e Ja IPeACTaRIsIBa OIIACHOCT 3a X0pa ¢ TIIYTEeHOBA €HTEpOATHS.
JlexapCTBeHHMST MPOAYKT CBHABPIKA JIAKTO3a, KOETO IO IIPABM HENOAXOASU IIpH
IAIUEHTH ¢ JIaKTa3Ha HEAOCTAThYHOCT, FalaKTo3eMuUsl WM TIOKO3eH/rajlakTo3¢eH
CHEIAPOM Ha Masabcopbunsi.

IIpuioxeHue BA APYIH JeKAPCTBCHH DHPOJYKTH:

Mons, unopmupaiime ceos nexap unu apmayeem, axko npuemame uiu CKOpPO
cme npuemanu Opyeu JNeKaApCm@eru MpooyKmu, dopu axko me we ca Bu Gurny
npeonucanu om Jexap.

To31 mpoayKT yCHnBa OEUCTBHETO Ha HIKOH JIEKAPCTBA KATO TE3W IOTHCKAINU
IEeHTpaJIHATA HEPBHA CHCTEMa, [IPOAYKTUTE OT rpynara Ha MAO-UHXUOUTODHTE,
ATPOIIMH M TPULUKIIAYHY aHTHAEIIPECAHTH.

AJNIKOXOIBT YCUABA €QEKTUTE Ha XU POKCHIHH.

Heyponakc moTUCKa JeMCTBHETO Ha OeTaXMCTHH-ChABPKAINNTE IIPOJYKTH U TE3H
OT Ipyllara Ha aHTUXOJIMHECTEPAZHUTE CPEICTBA, Ha aipEHANIUH U alIOMOPGUH.
CuMETUAMH IIOHMXaBa INIA3MEHUTE KOHIUEHTpAIMM HAa aKTHBHOTO BEIECTBO W
MIOBHINABA IIA3MECHUTE KOHIIEHTPALMM Ha HETOBMS META0OJIHUT IETUPH3HH.

3. KAK CE IIPHJIAT'A HEYPOJIAKC
Bunazu npunazaume Heyponaxc crnoped unHcmpyxyuume na aexyeauus iexap.
BB3pacTHU
JleyeHWe Ha TPEBOXHOCT — NpenopbuBaHa AHeBHA Ho3a 50 mg (2 TabueTku),
IIPHUETA B JIBa IIpHeMa — o0 1 TabiieTka CYTpHH | BEYEP.

Makcumaniaa aueBra no3a - 300 mg (12 Tabnerkn).

3a obnexyaBaHe¢ K IIpeMaxBaHE Ha ChpOEX — IpenopryuBaHa HadanHa AHEBHA
ro3a 25 mg (1 Tabmerka), IpHeTa €THOKPATHO B 4acoBeTe NpeAd ChH. llpu
HeOOXOOMMOCT J03aTa MOXe Ia ObJe yBelnudeHa — II0 ¢AHa Tabnerka 3-4 ubTH
ITHEBHO.

[ipeay xupypr#4em MaHUIyHalvmy — 2-8 TabJeTKe IJHEBHO, IIPHIIONKS
€HOKPATHO WM B IBa OTACIIHHM [IpHUEMa, 10 IIPEeNCHKa Ha JieKapd. .

Heua

3a obnexyaBaHe U IpeMaxBaHe Ha ChpPOEX — MpenopbYBaHa JHEBHA

mg/kg, pueTa KaTo OTAEIHE IIPUEMH.




[Ipequ XupyprudHu MaHMOyIalwd -— eguHMuHa go3a 1 mg/kg npenu
XUpYpruyHaTa MHTEPBEHUWS M endHM4YHa no3a 1 mg/kg Beuepra, npead
MaHHIyJIanusTa.

JlexapcTeenara hopMa HE € OAXOAAINA 32 Aela ¢ 1o/ 6 roJuMilHa Bs3pacT.

[Tpu manuenTH B HanpeaHala Bb3pacT JJEYCHHETO 3am04Ba ¢ I0-HUCKH J03H KaTo
IOBUIIABAHETO HA /I03aTa € NOCTENSHHO O HACTHIIBAHE Ha JKelanus eexT.

[Ip manwentH ¢ udepnoapobnu u OvpOpeunu 3abonsBaHHs ce IIPENOPHYUBA
HaMaJISBaHE Ha J03aTa 110 [IpEeLeHKa Ha JIeKaps.

Arxo umame enevamuenuemo, ye eexmom om npunosxcenuemo na Heyponaxc e
no-cuwieH Om OYAKBAHUA UAU HedocmambyieH, 00bvpHeme ce KoM C80s JeKkap uiu
papmayesm.

AKO CTe H3N0A3BAJIH NO-roJisiMa a03a Heypoaaxe

IIpu npuem Ha no-gucoxa 003a om NpeonucaHama geoxaza ce obbpHeme 34
nomouy Kom gexap!

CUMIITOMHETE Ha NIPeJO3UpaHe ca IpeAUMHO OT CTpaHa Ha CTOMAIIHO - YPEBHUSA
TPakT W HepBHATA CHUCTEMA - TaicHe, [IOBPBINAHE, HAPYIICHHS B JNBHIKEHHMATA,
TpenepeHe, BH30yla, MOBHIIEHHE Ha TelleCHaTa TeMIiieparypa (I10-4eCTo IIpH
Iera), rbpYoBe, IpPH BB3PACTHHTE I[10-4ECT¢ C€ HAOMI0JaBa IMOTHCHATOCT
CBHUIMBOCT, 3ary0a Ha cCb3HanHge. B Te3d ciayyam INpPHEMBT Ha MPOAYKTA
He3abaBHO ce IIpeKkparsBa. JICUCHHETO C€ NpOBEXJd CbC CHOTBETHH
CHMIITOMATHYHHU CPEACTBA.

pu nosiea na cumnmomu 1a npedosupare, HezabagHo ce obvpreme KoM aexap!

AKo cTe mponycHaan xa npuaoxurte Heyponake
AKO CTe UOpPONYCHANKM €AMH IIpWEM, B3eMETE NIPOAYKTA BHB BPEMETO Ha
clieBalyA peryyapeH IIpueM 0e3 ga ypelxddyaBare 103ara.

4. BBb3IMOXHH HEXEJIAHMA PEAKIINH
Kaxmo u ecexu Opye aexapcmeen npooykm, Heyponaxc mooce 0a npeOu3suxa
HENCENAHYU IEKAPCMBEHY DeAKYUU,
B13MOXHY ca ClIeRHHATE HeXXENTaHH JICKAPCTBEHH PEaKlyu:
Om cmpana Ha HepsHama cucmema u arHaruzamopume — FbpY0BE, 3aMasHOCT,
TUCKMHE3uu, [IaBoboime, Oe€3ChHHE, CBHIMBOCT, TpelepeHe, Bb30yia,
OOBLPKBaHE, XAMIONMHAITVY, 3aMBITICHO BIDKIAHE, HAPYIICHHA B 3pEHUETO.
Om cmpana Ha CMOMAWHO-YPECHUS MPaxm - CYX0Ta B YCTATa, 3alek, 3aryda Ha
arieTHT, TajeHe, IOBPLINAHE, AHAPHYHE WM3IXOKIAHUA, cHUracTpansd OOk,
KACENMHM M JUCKOMQOPT, TPOMEHH B CTOMHOCTHTE Ha YepHOApPOOHuUTE
nabopaTopHU OKa3aTeNH.
Om cmpana omlenrumenHama cucmema - 3aTpyJHEHHS B YPHHHMPAHETO,
3aphiKKa Ha ypHHATa,
Anepeuynu peaxyuu — OOPUBH, CHPOEK, NOBHINEHO H3MNOTABaHE, KOIPHBHA
TPECKa, alepruyeH WoK.

Hangrase.
Axo 3abenexcume Kakeumo U 0a € HENCeRAHU Peaxyuu,GKAOYUMenn
KOUMO He cd OMPA3EHU 6 MA3U JUCMOBKA, MOAL Cvobuieme 3a mo
Jexkap uau apmayesm.




5. YCJIOBUSA HA CLXPAHEHUE
[Tpu Temmeparypa moz 25° C.
Jla ce chrXpaHsIBa Ha MICTO, HCAOCTHIIHO 3a jgeua!
CpoK Ha TOAHOCT
3 (Tp®) roAuHM OT JaTaTa Ha POU3BOJACTBO.
Jla He ce ynoTpebsia cilell U3TUUYAHE CPOKa, YKa3aH Ha OIIaKkOBKaTa!

6. JOIIBJIHUTEJIHA HHOPOPMAHUA
3a BCSKa HONBIHHATETHA MHPOPMAIUS OTHOCHO TO3M JICKAPCTBEH IPOAYKT CEC
oOppIMaTe KBM MECTHOTO IpEACTaBUTENCTBO Ha Jlpurexarens Ha
pa3pelieHueTo 3a yrnorpeba.
"AxTtapuc" EAJ]
byn. "Knasaruus Mapus-Jlynza" Ne 2
rp. Codus, benrapus

Ilocneana axTyanu3aimsa Ha TekcTa - Mait 2007 1.




