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TIpogereTe BEEMATENHG NNIATH JHCTOBKA, NPEAH A8 3AN0YHETE 13 npnema’re TOBA JIEKAPCTBO, Thil KATO
TH CHOIbPKA BaxEa 14 Bac nudopmannx.

BrHarn npaeMaitTe TOBA JEKAPCTEO TOUHO KAKTO € OIMHCAHO B TA3H JIHCTOBKA HIH KAKTO BH ¢ Kasan Bawms
Niexap, GapMaleBT WIH MENHIMHECKA CeCTpa.

- 3anasere TasH JHCTOEKA. Moxke fa ce HUIOKHE Ja A1 IPOIETETe OTHOBO.

- AX0 ce HyaaeTe OT JONBIHATETHA HH(OPMAIHA WA CHEET, HonHTalfTe Bammig dhapMaliesT.

- AKO mony9HTe HAKAKEHR HEAKENAHN JIEKapCTECHN PEaKIHA, yBeaoMeTe Bamma nexap, GapMANERT HIH
METHUHACKA cecTpa. Toba BIIIOWBA H BCHAKH BBIMOXHE He)KeJIAHH PEaKIHH, OIIMCAHH B TASH JIHCTOBKA,
Bmxre TA.

- Axo cnen 3-5 AHH He ce 9YECTEaTe Mo-Ao0pe WIH CreToAHMeTo BA ce raommy, Tpadra Aa NIOTHPCHTE NEKApeKa
MOMOLU,

Kakeo ¢cuALPAEA Ta3H JACTOBKS

Kaxso npencrannssa I'panexe XoTAxTHE 34 Jeua B 33 KakKBO ¢e H3NOM3Ba
Kakxso TpaGpa g3 3maete, npeay fa npreMete I'pamexc XotAkras 3a Hena
Kak pa npuemarte I'pamexc XotAxtae 33 ena

BB3IMOKHYE HEXKSTAHH POAKIHE

Coxpanenne Ha I'punexc XorAxTne 3a Jena

CeaBpkaHne HA OMAKOBEKATA H JONBIHATENHA HHYOpMalma

Sk W=

1. Kaxso npexcras;usa I'panexc XotAxTaE 3a lena H 31a KAKBO ce HINOA3Ba

I'panexc XoTAxTHB 3a Jena € KoMONHAPaH IeKAPCTBSH NPOAYKT, ChIEPRALI NIAPALNCSTAMO, (eHmnedpHH 1
ackopBuHOBa kucenvHa (euramuH C). [Tapaueramon npeMaxea GONKATA H HOHIKABA NOBHIICHATA TEIECHA
TeMneparypa. [IpyeT B m0-BHCOKH AO3H HMa H IPOTABOBEINANHTENHO AeticTeie. $emmnedprH cBrBa
KPBBCHOCHHATE CHAOBE M HAMAIIABA TAXHOTO KPhBOHAENBaHE. TesH eekTH BOMAT 10 HAMAIABAHE HA
cexpenusTa OT Hoca, 0TOR0BAHE Ha NHTABHIIATA, oONek9aRaHe Ha 3aTpyIHEHOTO JHIMAHE H Ha PYTHTE
CHMITOMH NpH IPOCTYAA U rpHn. AcKopGHHOBATA KHCEHEHA MOA0OpABRa 00IMOTO CRCTOSHAS Ha OPTaHHIMA,
YCHIEBA 3ANTHTHHTE MY CHJTH, HFMa aHTHOKCHAZHTHO NeticTHe.

I'punexc XoTAxTHR 32 Jlena ¢e H3MOM3EA 33 KPATKOCPOYHO JiedeHHE Ha IEaReGoIHeTo, HOMKHTe B TEPIOTO,
HOBHINEHATA TeMNSPaTypa, XpeMaTa, KEXaHeTo, OTNAHANICCTTA M MyCKYTHHTe GONKH NPH MPOCTYAHA H
BHpYCHH 3a60/ABaHKA, BEJI. H IDHIL.

2.  Dpean on npaemete Mpanexe XorArTus 3a fena

He npremaiite I'punexc XoTAKTHE 32 Jlena:

® QK0 CTe AIEPTHYHN /CEPEXIYBCTBATENR KBM HIKOE 0T AKTHBHHTE BEIISCTBA WM KbM HAKOA OT OCTAHAIATE
CHCTABKH Ha TIPOAYKTA;

* AKO CTpazare OT 3al0/ABaHIA Ha YepHnA Apod, 0C00EHD YepHOAPOOHA HEAOCTATEIHOCT;

® AKO MMATE EHCOKO KPHEHO HAITAHE;

* aKC CTPANATE OT NOBHIIEH: (PYHKIMA HA ITUTOBHNHATS HUIe3a;

® AKO € IEKYBATE C JIEKapCcTBa oT rpymata Ha MAQ-ummbrTopare

TponykTHT He ¢ PANATA IPH AeNa Noj 6- TOMHINHA BE3PACT, KO HE € M3PHIHO HA3HAYEH OT Jie




OGbpHeTe CUeNAAIAC BEMMaHAE IpH ynoTpeSara na I'panexc XotAxTHE 32 [lena:

AKO npenieanATe, 9¢ eeKTHT 0T IeIeHHSTO & HENOCTATECH HIH JHICE: TAKEB (manp. npossyTe Ha GonecTTa
NPOXBIDKABAT NO-BIro OT 5 HM, & BHCOKATE TEMNSPATYpa MO-ABITO OT 3 nHA), MONA, KOHCYNTHPARTE C& C
Bamna nexap and Phapmanent. Toll me Opelenn Ak ce HAIATE MPOMAHA B ROIHPOBKATA WM © HeoOxoaHMo 13
ce mpeanpHeMe ApYTO JISICHHE.

He 1pafsa 43 NpAnaraTe To3H NPOAYKT B O3H, N0-BHCOKH OT NPENOPLIBAHHTE, THii KaTo He MoXe Oa Gble
A3KIIOTeH PHCK OT Mpexosupase, Tol € No-BHCOK NPA BE3PaCTHHTE X0pa K ACDATA. 34 13 Co NPEIOTBPaTH
PHCKET OT NIPeAOIAPaHE e BeoGXONMAMO /13 Ce IPOBEPARA NATH SPYTH EAHOBPEMEHHO IIPHCMAHH JIEKAPCTES
CHINC HE CHALPAAT NapaneTaMon.

Ilpr nexa Mexmy 6 u 12 rogaan, nexysann ¢ 30 mg/kg/MHeBHO NapaueTamon, ;e ce NPENOPLIBA KoMOHRHAmA ¢
JpYT NIEKApCTBEH NMPOAYKT, MOHWKABAM TeMuepaTypara. Takasa xkoMORHANNT & BE3SMOKHA CaMo CleH
KOHCYJITAIAA C NIEKAP, KOHTO 1le NPeneHH TATH TOBa JIKAPCTBO € AOCTATHYAO EEKTHBHO.

I'punexc XoTAxTHE 3a Jlena rpalea fa ce nipunara ¢ 0co6eHO BHHMAHHS U 0De3aTeNHO CAeN KOHCYNTALHA ¢
MNiexap, aKo cT¢ IPHEMANH JIeKapCTBa OT Ipynara Ha T.H. MAO-BHXubHTopH, 0c00eHO B OpeXOIHATE 14 mua.

ITpH penoBHO IpHEMaHe Ha 06e360/ABAIIN eKAPCTRE, 0cOGEHO HA TARNBA, NPO/CTARIIBAIN KOMOGHHEAN OT
HAKOMKO TIPOAYKT2, MOKE 113 HACTHITH YBpExKaane Ha GuOpenuTe, KoeTo B pelkH CIydan Aa HOBEJE A0
Ge0peuHa HENOCTATEIHOCT.

TIpu npHeMaHe HA FONEMH JIO3H OT NPOAYKTa 34 MPOALDKHTEICH NEPHO OT BpeMe, NO-YSCTo NPH JIANA,
ynoTpe6aBaliy PeAORHO ANKOX0J, PACKET OT YBpeX/aHe Ha YePHHAS Ap0G ce NOBAIIARA.

[MauMeHTHETe CBC CHPACTHO-CHAORH 3a60/Banml, ocoOEHO T€3H C BUCOKH CTOMHOCTH Ha KPSBHOTO BalAraHe
Tp46Ba Aa NPHEMAT MPOIYKTA CaMO el KOHCY/ITAIKA C JICKap.
ToBa mpeAynpex/IeHAe C& OTHACA H 33 [AUHEHTHTE C NOBHIICHA (YHKLMA HA IUTOBUAHATA A1€32.

[1panaraseTo Ha MApANETAMOI MOKE A3 YIOBJHAS PE3YNTATHTE NPH HAKOU NAG0PATOPHH TECTOBE 33 ONpEAENAHe
Ha (IMKOYHS KHMCENHHa, 4 CHIIO H TECTA 34 ONpeneNaHe Ha ITIOK032 B KPBBTA.

IIpmeM Ha APYTE AERAPCTRA

Mouns urdopMapaiite Bamma nekap KIH (apMalieBT, ko NpHEMaTe HIH HACKOPO CTE NPHEMATH APYTH
JIEKAPCTEA, BRNIOTHTETHO H TAKHBA, OTIYCKAaHH Ges pelienTa.

IpoxsokUTENHOTO Mpurioxkenne Ha [punexc XotAxTus 3a Jlena Moxke fia Hamaix edexTHTE HA HAKOH
IEKapCTBERN CPEICTEA, KOWTO HHTCHSHBHO C€ PairpaxaaT B 9epHus apoG.

_ TpH egHOBPEMEHHOTO My TIPHEMAHE C APYTH JiekapoTsa karo GeHobGapSuran, heHHTOHE, KapOaMalelnH,
pHbaMIHLHH (TOBHIIABAT YePHOAPOGHOTO My pasTpakaaRe) MOKe i3 HACTBITH YBPEXKIAKS HA YePHEL apod.

Tapaueramorn ycuiBa AelicTBHETO Ha JICKAPCTEA OT IPYIATa HA KYMapHHOBHTE AHTHKOATYIIAHTH — CPE/ICTEA
HAMANABAITH CHOCOGHOCTTA HA KPBETA JA C¢ CRCHPEA.

TabneTxuTe 3a MpemazBane o 3a6peMerAsane oTcNabBaT edekTa Ha mapaneTamorl. Pagamnimms HAMAITABA
06e360/BANIOTO My AclicTBHe, 2 LFMETHIHH HAMATABA TOKCHIHOCTTA H 3aCHABA HETOBHA edexT.

TlapaueTramosn MOXe 213 NOBENE 10 YBPEKIAHE HA KOCTHAA MOFBK IPH ©XHOBPEMEHHO MPHITOKCHHS &
anTAGHOTHKA Xopamdenykoi. EnHoBpeMeHHOTO MPWIOKEHHEE ¢ APYTH YBPEKAALIH YePHIA APOG NeKapeTha
NOBYINARA PHCKA OT 9epHOAPODHO YBPEKIAHE.

He ce NpenopsuBa eHOBPEMEHHHS IPHEM HA TO3H IPOAYKT ¢ AUETENCATHIMIOBA KHCRMHA, Thii KATO HelHOTO
nelicTeue ce ycwika ot suramMal C.

Tlopany chIBpRamusT ce b6 I'prnexc XoTAxrae 3a Jlena Gernnedprn, MPOAYKTHT e TpaOsa a ce
xomGuamApa ¢ MAO-HHXHOHTOPA WiIH TPHUHMKIHYHA aHTANENPECAHTH (NPOYKTH 34 JICICHHE Ha Henpecus),
Thil KATO TOBA MOSKE Aa ACBE/E A0 *KUBOTO3ACTPAIIABAMO NOBHIICHAE Ha KPHPEHOTO HALATAHE.




Kombuuuparoto npuemane Ha I'panexc XoTAxrss 3a iena ¢ HAKOH NPOAYKTH 3a NedeHHE HA ChPAETHO-
ChA0OBH 3a0oN9BaHnA ¥ NOBATICHO KPBBHO HAATAHE MOKE N3 HaMANH TeXHHR TepaneBTHICH eq]BKT 3apajiH
CHOERPEAHMETO Ha GeHnTedpHH.

Ipuem Ba panexc XoTAxTHB 32 Jena ¢ XpaHE ¥ HANHTKH

Hama gasHH 33 Be0GXOAHMOCT OT CHENHANCH XPAHNTEICH PEaKAM HWIH OTPAHAYSHEA HA ONPEAENCHA BHAOBE
XpaHH ¥ HAIMTKH 10 BpeMe HA JIeIeHNETo C TO3H IPOIYyKT.

Tlps eaHOBPEMEHHO MIPHIOKEHNE C AIKOXO0J C¢ NOBHINAB) PHCKA OT YePHOAPOOHO YBpeXAaHE.

BpemeHHOCT B KhpMeHe
TocspeTnalite ce ¢ Bamms nexap wid (apManesT npegH ynotpebata Ha KOeTO H 13 € IEKapCTso.

EpemerHOCT

AKo e Heobxoammo, Fprmexc XorAkTns 3a Jlena Moxke Ja ce phnara oo Bpeme Ha GpemenHoct. Tpatisa na
H3MON3BATE Hali-HUCKATa BH3MOKHA 1033, KOATC HaManana §0JKaTa B/HNH CBANA TEMIIEPATYPATa H 38
BE3MOKHO Hall-kpaTko BpeMe. CeppikeTe ce ¢ Banmy nekap, ako Gonkara BN TEMIIEPATYpaTa He ¢a
HaManeAy WK ako TpAGBa Aa OpHeMaTe JIEKApCTBOTO NO-4eCTO.

Kspmene
JlexapCTREHHATS BELIECTEA, BIUIFOMEHH B CECTABA HA TO3H NPOMYKT NPEMHEHABAT B MalTMHOTO MIAKC. Tozx

IPOAYKT MOXKe A ¢ MPHJIAra M0 BPEME Ha KbPMEHE CJIeH HasHaueHHe OT N1exap, KOHTOo me NPeLeHH PACKA 32
KbPMaTeTo.

Illogupane H paboTa ¢ MAIIARR
Hsma nannd 3a Hebnaronpaaren edext BEpXy coocoGHOCTTA 3a IodupaHe H paGoTa ¢ MAITHHH,
Coabpxa H3TOIHEK HA PeEHNANABRE. BriMokno € na Obae Bpeaen 3a X0pa ¢ GeHRIKETOHYPHA.

3. Kax aa npaemare I'panexe XoTARTHE 32 Jlena

Banarn nprematite panekc XoTAKTHE 3a JIeNa TOYHO CHOPEH YKAIAHNATA B TA3H JHCTOBKA, AKO He CTe
CHIYpHH B Hemo, onwra#ite Baurdsa nexap wiM dapMalest.

Obmaatinara no3a €

Jena mexay 6 B 12- TOAAINAA BH3PACT;

3-4 TETH JHEBHO N0 eAHO callle Mpe3 HHTepBa oT 5-6 Jaca. He TpaGea na npreMate TO3H OPOAYKT Ipes
HHTEPBAJI IO-MATEK 0T 4 1aca, a GHEBHATA X033 He OuBa Aa Ghae mo-roama ot 6 camera (1,8 g napaueramon).
a He ce npremMa noBede oT 3 (mim) Ge3 KOHCY/ITAlHA ¢ eKap.

Zena mox 6 roxuHR
ITpOMYKTHT He Ce MPHAATA IPH Aela Nod 6- FOXHIIHA BB3PAcT, 8K0 HE € H3PHIHO HasHAYeH OT Jiekap.

Hapwesry ¢ Gp6peuna HEAOCTATETHOCT
HurepearsT MeKIy NpHeMUTE He TpAOBa OBAe Mo-MATEK 0T § Haca,

Hauwn Ha DpHICIKeHHE
CHOBPRHEMOTO Ha CALIETO C© PasThaps B OCTATEYHO KomrtecTeo (100 ml) ropema sona u ce pastupkea nobpe
A0 MONY9aBaHe HA XOMOTEHEH PasTBop.

AK0 ¢Te NpHEIH Nokeve oT HeobxoanmaTa xo3a Ipunexe XoTAKTHE 32 Jlema
Hafmonasanu ca 0TPABIHHA C NAPALICTAMONI IPH BPR3PACTHH H ocofeH0 NIPH Nelia, KOHTO MORAKOra MOTAT fa
6BaaT MHOTO cepro3HH. Te Morar o2 c& IRKAT HA IPeJO3HPaHe B Pe3Y/ITAT HA NPHEMAHe Ha NO-BHCOKA OT
MOCOYEHATA 033 HAM MHUHIESHTH IO HEBHHMaHHE,

HpenosupadeTo ce NpoABABA C rafene, MOBphiade, OeiHOCT, KopeMEY GONKH, H3NOTABaHe A CHHIMBOCT,
ABABALUH Ce HAH-9€CTO B mepBKTe 24 gaca. [Ipa npreM Ha napaneTaMo B 1038 no-ronama ot 10 g Moxe Ia
HACTHIIH TEKKO HepHOAPOOHO YBpexkaaHe C pa3BHTHE Ha YepHONPOGHA HEAOCTATHYHOCT | 3ary0a BA CEIHAHME.
TIpremareTo Ba BRCOKH 103H deHMNIedpHH MeXKE 4 HoBeaE A0 3HATHMO YIECTIBAHE HA cspnemm/aggﬁnnmn\
NOBHINABAHE HA KPRBRHOTO HANATAHE, .
Axo ¢Te MpAEIA nokede 0T o6maalinaTa 1033 HAH NPH NOABA HA CHMIOTOMU Ha NPEA03ApAHe, HY
obpEETE KBM JIeKap. /




Axo cTe nponycaaan Aa opuemere I'panexe XorAxrus 32 dena
He p3emaiite npoiina mo3a, 32 43 KOMIEHCHpaTe mponycHatara. Biemere HeoOxoammaTa 103a B TaCOBETE HA
C/IeBAIIAA pery/iApeH OpHEM,

4. BERIMOXHH HeXETAHH PeRKIHH

KakTo IIPH BCHYKH NeKApCTEa, Taka H mpB [punexc XoTAxTns 3a Jeua Moxke /1a ce HAGMIOAABAT HexKEAHH
nexapcTEeHH peakund. HexenanuTe peakifHA ca PeKH B MOTaT Ja BIUIOYEAT raarobomMe, 3aMaliBane,
HepBHOCT, Ge3chHRe, IOBMIIEHO KPEBHO HANATAHE, TAACHE H OBPBIIAHE,

Ax0 HAKO0A OT roper3OpOeHATE HEKETIAKH PEAKITHH BH TPeBOXH NPeKaneHo HIH AMATe HAKAKBH HeKENaHH
PEeARIIHH, HECIIOMEHATH B Ta3¥ INCTOBKA € KoHCYATHpaliTe ¢ Bamms nexap.

Crpere npaema Ha I'panexc XoTAKTHE 3a Jlelra, ako Habmonasare:

- AIEPrHYHE PEakumy, Hamp. cspbex, o0pus, npoGnemMe ¢ AUIIAHETO, IOABA HA OTOK IO YCTHHTE, C3HKA,
THPJOTO WM THMLETO, A3BH B YCTATA;

- HE0%AKBAHO KbpBeHS HITH CKIOHHOCT KbM HACHHABAHE,

- Ipo6NIeMH ChC ChpAeYHHA PHTHM (HeoJaKBaHO chpuebuene);

- 3ary0a HNH HapyIIeHHe Ha 3paHAETO;

- HITH CTe HMATH Apo6NeMH ¢ JHIIAHETO NpH ynotpeba Ha aLeTHICAIHIMIOBA KICE/THHA HITH HECTEPOHIHA
NPOTHEOBEIMATHETENHH JIEKAPCTES B MUHATIOTC.

Crofmazane Ha HeXeAAHH PeAKIHH

AKO HOMY9HTe HAKAKBH HEKENARN JIEKAPCTBEHH PEaKnyy, ypeioMete Bamms nexap wm gapManesT. Tosa
BIUTIOUBA BCHUKN ER3MOKHA HEOIMCAHH B Ta3H JIACTOBKA HEXENaHH peakmye. Moxere CHIIO Aa ¢hobmETe
HeKe/IAHH PEakiA AHPEKTHO Ipes:

WannnnwTemia areHUHA 0o AeKapCTRATA

ya. Jamsm Tpyes™ Ne 8

1303 Cotpmx

Ten.: +359 2 8903417

yeGeaiiT: www.bda.bg

Kato cpobmaeare HeKeNAHN peakiiH, MOXeTe /i3 afieTe CBOA PHHOC 32 MOMydaBane Ha nosede AE(pOpMAUA
OTHOCHO 0€30TACHOCTTA HA TOBA JISKAPCTEO. .

5,  Cupapameane Ba Fpanexc XoTAKTHE 3a [Jenn

Ha ce cexpanssa mox 25° C.

Jla ce cexpanfBa HA MACTO, HOAOCTEIHO 33 ETA.

He winomssaliTe TOBA NEKAPCTRO CET] CPOKA Ha TOMHOCT, 0THENA3AA FRPXY CAIleTO H KAPTOHSHATA ONIaKOBKA.
Cpoxa HA TOAHOCT OTTOBARA Ha MOCHEAHHA ACH OT noCOdIeHAA MECRTL.

He mnomnssaiite I'prnexc XoTAxTHB 3a Jena, ako 3afenieXute IpoMaHa FLB BEHIIHHSR BHJI Ha JIEKAPCTBOTO.
JlexapcTBaTa He TpAGEa A3 Ce M3XBBPIAT B KAHANIM3AIMATA HITH B KOHTeliHepa 33 NOMAINHH OTHAXBLU.
TonmTaite Banmns dapMalesT kak 1a YHHINOKHATE HEHYKHHTe BA NexapcTra. TesH MepKH me CIIOMOTHAT 33
OTA3EAHE HA OKOJIHATA CPEma.

6. CrInpkanHe HA OXAKOBKATA H ZONLJIRHTENH2 HEpopMANES

Kakgo ¢uaspaa Ipanexc XoTrAxTas 33 Jena 300 mg/ § mg/ 20 mg, npax 33 HepopajieH pa3Teop
AKTHBHHATE BemecTea B eqHo came ca: [apaueramon 300 mg, PemnedpaHOs XNAPOXTOPUA 3 mg,
AckopOrHoBa kHcemmHa 20 mg.

JIpyrare ¢hCTABKY Ca KaMiHMeB [IIOKOHAT, MAHHTON, TUMOHEHA KHCEMIHA, Ge3BOIHA, HATPHEB IHTPAT, 3aXapHH
HATPHIL, HATPHEB IMKNAMAT, CHIHIACE THOKCHH, KONOANCH Ge3BOMICH, APOMATH HA HOPTOKAN K ATOAR.

Kak maraexas pumexc XoTAKTHE 3a /lena 2 KaKBo CHIBPHKA OUAKOBKATA ;
'prmeke XoTAxTUB 3a Jlena mpax 3a MEPOPAICH PasTEOpP MPEACTABNABA GAT WIH NOTTH G
apoMar. i
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Tlpax 3a nepopaned pasTeop 2,5 g B callle 0T XapTHi/ATyMARTH/TOMHETHIEH.
Enna onaxoska ceaspxa 6, 10 nmx 12 6pos camera.

IIpaTexaTe] HA Pa3pelicHHETO 34 YNOTPela B HPOH3BOAMTE:
US Pharmacia Sp. z 0.0.

Zigbicka 40,

50-507 Wroctaw,

TMonmra

JlaTa Ha MOCAEANO NPEPAITIeR aEe HA FHCTOBKATA: Maii 2019




