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JIncToBka: HHpopMauug 3a norpedHTe s

JAnosan 3 mg/ml nepopaJien pasrsop
Diovan 3 mg/ml oral solution

BaJicapTaH (valsartan)

[IpouereTre BHHMATEHO USJIATA JIHCTOBKA NPeIH /1a 3aMI0OYHETE /1a NPHJIarare ToBa JieKapcTBo, Thi

KaTo T ChAbpKa BaXkHa 3a Bac nndgopmanus.

- 3ana3zeTre Ta3u JUCTOBKA. MOXKe J1a ce HANOXKH J1a s NpoYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JIOMbJIHUTEIHH BLIIPOCH, nonuTaite Bawus nekap unu ¢papmauesr.

- Tosa nekapcTBO € npeanucaHo Ju4HoO Ha Bac. He ro npeorcrbnsaiite Ha apyru xopa. 1o moxe ja
UM HaBpe/IH, HE3aBUCHMMO Y€ MPU3HALMTE HAa TAXHOTO 3a00isiBaHe ca ChliMTe KaTo Baluure.

- AKO MOJIYyYUTE HAKAKBU HEXKEJIaHW peakluH, yBeaomere Bawus nekap wiu ¢papmauest. Tosa
BKJIKOYBA U BCUUKH Bb3MOKHH HEXKEJIaHU peakiliii, HEONHUCAHHU B Ta3M JIUCTOBKA. BuxkTe
ToukKa 4.

KakBo ¢babpkKa Ta3H JHCTOBKA:

KakBo npejcrasisBa JJMoBaH U 3a KaKBO ce M3I10/13Ba
KakBo TpsiOBa na 3Haere, npeu jaa npuemere /lnosan

Kak na npuemare Jluosan

BBH3MOXKHH HEXeJIaHH peaKluu

Kak ja cbxpaHaBare /[noBaH

ChbabpkaHue Ha OMNaKOBKaTa H JA0NbJIHUTEIHA HH(POPMALIHA

cu b Al ol o ol

1. KakBo npeacras/isiBa /[HOBaH H 32 KAKBO C€ H3M0J13BA

JInoBaH chaBpkKa AKTUBHOTO BELECTBO BaJiCAapTaH U NMPUHAJIEKH KbM Ipyra JIeKapCcTBa, Hape4eHH
anruoreH3uH Il peuentTopHu OJ10KEpH, U Ce U3I10J13Ba 3a IOHUKEHHE HA BUCOKO apTepHAIHO HaJIIraHe.
AHruoreH3uH Il e BewecTBo, npein3BUKBAIL0 CBUBAHE HA KPbBOHOCHUTE Ch/I0BE, KOETO C€ HaMHpa B
TAJIOTO U MOXE J1a IPUYUHM BUCOKO apTepHaiHO HassraHe. JluosaH aeicrsa ype3 OJIOKHpaHe Ha
auruoreHsuH Il. ToBa BoaM 10 pa3iuupsBaHe HA KPbBOHOCHHUTE Ch/I0BE U INOHUXKABAHE HA apTEPHAIIHOTO
HalsAraHe.

JlnoBan 3 mg/ml nepopasieH pa3TBOp MOzKe /1a ce H3I10/13Ba 3a JieYeHHe HA BHCOKO KPBbBHO HaJIAraHe
NpH Jena H I0HOWH Ha Bb3pacT oT 1 10 nmoa 18 roannn. BUCOKOTO KpbBHO HallsiraHe MoBHIlIaBa
HATOBApBaHETO HAa CbPLETO U apTepUHUTE. AKO HE Ce JIEKYyBa MOXKeE /1a yBPE/IH KPbBOHOCHHTE Ch/I0BE Ha
MO3bKa, CbPLIETO H OBOpeLnTe U J1a MPUYMHH HHCYJIT, ChbpJeYHa HEJOCTATbYHOCT WiTH OBbOpeyHa
HEe0CTAaTbYHOCT. BHCOKOTO KPBBHO HajisiraHe rnopuiasa pucka ot HHdapkr. [lonukaBaHeTo Ha
KPbBHOTO HajisiraHe 0 HOPMaJIHW CTOHHOCTH HamaJsisiBa pUCKa OT pa3sBUTHE HA MOAO0OHH HapyLlIEHHS.

7 A Kakso TpsOBa 1a 3HaeTe, npeau Aa npuemere /{lnosan

He npuemaiite /lnoBan:
® aKO CTE aJIepru4HM (CBPpbX4YBCTBHUTE/IHH) KbM BajiCapTaH HJIH KbM HAKOS OT OCTAHAJIUTE
CbCTABKH Ha TOBA JIeKapcTBO (M30poeHHu B TOUKa 6). :

® aKO UMaTe TeXKKO YepHoaApoOHO 3a00/151BaHe




. ako cTe OpeMenHa enea 3-Tas Mecen (n06pe € Aa ce u3barsa JlHoBaH ¥ Nnpu paHHa OPeMEHHOCT —
BUXKTE TOYKA ““BpeMEHHOCT ).

o ako uMare auadet nnu HapyuleHa 6b0peuHa QyHKLMA U Ce NeKYBaTe ¢ JIEKapCTBO, N3MON3BAHO 3a
NeYeHHUEe HA BUCOKO KPBBHO HAIATAHE ChABPKALLO ATHCKUPEH.

He npremaiite {noBan, ako HAKOE OT H30poeHHTe ce OTHacHa 3a Bac,

IIpeaynpexaesnns v Npeana3nA MEPKH:

I"'oBopete ¢ Bamusa Jdexkap npean aa npaemere JAnosau

. aKo uMare 4yepHoapoOHO 3ab0naBaHe;

aKo umMmare Texxko 0bOpeyno 3abondBaHe WM cTe Ha AUANH3a;

aKo CTpajaTe OT CTeCHsABaHe Ha OLOpeuHaTa aprepHs;

aKo HacKopo cTe UMaan HuOpeuHa TpaHCcNNaAHTALMA (ITOJIYUHUNK cTe HOB OBOpeK);

aKO HAKOra CT€ MMAJH MOJly BaHE Ha €3HKa U JIMLETO, NPHYMHEHH OT aJlepruvHa peakiius, HapeueHa

aHTHOEJIEM NIpH TIPHEM Ha JApyro nekapcTBo (Bkaountenno ACE-unxuduropu), uHdopMmupaiite

Bawuua nexap. Ako Te€3H CHMNTOMH C€ MOABRAT, KOrato npuemare JlnosaH, HezabasHo cripere

rnpuema Ha JlMOBaKR M HUKOra He ro B3eMaiTe 0THOBO. BuxTe cbiyo Touka 4, "Bb3MoxHH

HeXXeJIaHH PEAKUHH "

. aKo MpHeMaTe JEKapcTRa, KOUTO MOBUIUABAT HUBOTO HA KalW#i B KPbBTA. 1€ BKIOYBAT KaJIHEBH
N00aBKH WK 3aMECTHTE/IH HA COMTA, ChbAbPXKALIH KANUH, Kanui-CbXpaHABallk Ne€KapcTBa U
xenapuH. Moxe na ce HalOXKH Ha ONpeAeNeHH HHTEPBAJH Ja ce MPOBEpABAT HUBATa HA KajlHi B
KPbBTA;

. aKo CTpajare OT XUNEPAIAOCTEPOHN3IBM — DoecT NpH KoaATo Bamurte Haa0BOpevHN XKiean
obpa3yBaT TBbpAE FONAIMO KONHUYECTBO OT XOPMOHA anaocTepoH. B to3un cnyyal ynotpebara Ha
JAMOBaH He ce Mpenopbysa;

. aKo CTe 3ary0uJIM MHOTO TEYHOCTH (Aexuaparanua) nopaay AHapus, NOBPBLUAHE H BUCOKHM A03H
o6e3BoaHABALLH TaONETKH (AMypETHLIN);

° aKo MpHEMAaTe HAKOH OT ClIeAHUTE JIeKApCTRA, U3NOJI3BAHH 3a NeYEHHUE HA BUCOKO KPbBHO
HansaraHe:

o ACE wuxuburopu (HanpuMmep eHananpun, TU3HHONPUI, paMUNIPKIT), 0CO0EHO aKko UMaTe
ObOpeunn npobnemu, CBbp3aHu ¢ Anabera
O AIHCKUpEH
AKO HAKOe OT H30poenuTe ce oTHaca A0 Bac, rosoperte ¢ Bauua Jdekap npeau na npuemMere
JIHopaH.

Bamuat nekap Moxe NSPUOANYHO Aa npoBepABa ObOpedHaTa Bu PpyHKuMA, KPpBHOTO HanAraHe U
KOJIMYECTBOTO HA €NeKTpONuTHTE (Hanp. kajui) B KpbBTa BH.

BuxTte chuio uHpopMauusaTa osarnasexa ,,He npuemaiite /Inosau”

Tpabsa na yeeaoMuTe Baiiua nekap, ako MUCIHUTE, Y€ cTE OpeMeHHa (MU € Bb3MOXKHO Ja
3abpeMeHeeTe). JIMOBaH He ce mpenopbYBa B Nepuoa Ha paHHaTa OpeMEHHOCT W He TpA0Ba jJa ce npuema
cnen 3-THA Mecel Ha OpeMEHHOCTTA, ThH KaTO MOXKE Aa NPUUHHHU Cepuo3Hy yBpeau Ha 6ebero Bn, axo ce
yrnoTpebaABa crnen TO3H NEPHOS (BUXK TOUKA ,,bpEMEHHOCT U KbPMEHE™).

JApyra aekapcersa u JAnoBan
Undopmupaiite Bawus nekap ninu ¢papMaleBT, aKko MPUEMATE, HACKOPO CTE NPUEMATTH HIIK € Bb3MOXKHO

Ja IpHeMaTe Apyry JieKapCTBa.

EdexTbT OT NeYeHUETO MOXKE /@ C€ MOBIHAE OT IPHEMAHETO HA APYTH JEKAPCTRA €
JlnoBaH. Moxe Na € HeoOX0aAuMO Ja C€ MPOMEHN JO3HPOBKATA, Aa C& NPEANPHEMA



MEPKH HIIH B OTAEJIHH CY4au J1a ce CApe JIEHEHHETO C HAKOY OT JiekapcTBaTa. ToBa BaXH KaKTO 3a
NieKapcTBaTa C PelenTa, Taka U 3a oTnyckaHute 6e3 peuenra, ocobeHo 3a:

. APYrd JEKAPCTBA, KOUTO NOHHXKABAT KPLBHOTO HAJIATaHe, 0c00eHo 00e3B0AHABAINH
tabaerTkun (anyperuun), ACE HHXHOUTOPH (KaTO eHananpui, TU3UHOMPUI U P.) UIH ANTUCKHPEH
(BHXKTe Chillo HHopMauKaTa o3ariaseHa ,,He npuemaiite Auosan™ n ,Jlpenynpexnenus u
npeanasHid MEpPKH™).

¢ AEKAPCTBA, MOBHIUABAIIH HEBATA HA KaaH#t B KpbBTa Bu. Te Bknioysar kanveBn 106aBku Wiy
3AaMECTHUTEIIM Ha COJITA, KaNWH-ChXpaHABaLlH JHYPETHLN H XCTNIAapHH.

° BH/ 60JKOYCNIOKOABALIH JIEKAPCTBA, HAPEUEHH HECTEPOHUAHH MTPOTHBOBB3NANIUTENHH CPEACTBA
(HCIIBC).

° HaKoH anTHOHOTHEM (0T rpynarta Ha pudaMnULKH), LHUKIOCTIOPUH (J€KapCTBO U3MOM3BAHO 3a

NpeJOTBpaTABAHE HA OTXBbLPAAHETO HA TPAHCIUIAHTAHTH) UK PUTOHABHUP (AHTUPETPOBHPYCHO
neKkapcTso, n3non3saHo 3a sedeHue Ha XUB/CITUH nngekuns). Tesu nekapcraa Moxe 1a yCuasaT

epexra Ha [[noBaH.
. JUTHH - IEKApCTBO, KOETO € M3MOJI3Ba NPH HAKOU MCUXUYHU 3a00NABAHMS.

bpeMeHHOCT H KhbPMEHE

o TpabGsa n1a yBenomute Bamma nexkap, ako MHCIHTE, Y€ cTe OpemeHna (HIH € BLIMONHO 12
3a0pemMeHeeTe).
Bawuat nekap obukHoBeHo e Bu nocbBeTBa J1a npecTaHere Aa npueMare J[uosan, npeau aa
3abpeMeHeeTe WK BeHAra CJiejl KaTo Hay4MuTe, Ye CTe OpeMeHna, U e By nocbBeTBa 1a B3eMETE
Apyro nekapcteo BMecTo J{uoBaH. JIHOBaH HE CE€ NPENoOpPBYBA B NEPHOAA HA PAHHATA OPEMEHHOCT
1 He TpAOBa ja ce npHema ciea 3-Tus Mecell, Thil KATO MOXe J1a MPHYHHHU CEPHO3HH YBpEAU Ha
6ebeto By, ako ce ynotpebaBa cien 3-Tus Mecell Ha OpeMEHHOCTTa.

- YaeaoMere Bamus nexap, 8K0 KbPMHTE HH Bh3IHAMEDHBATE 18 KbPMHTE,
ITuoBax He ce npenopbUBa 3a Maliky KbpMa4uku 1 Bawudar nexap Moxxe aa Bu npeannie apyro
JieYeHHe, aK0 KeJlaeTe Ja KbpMmuTe, ocobeHo ako Bawero 6ede € HOBOPOAEHO UM POACHO
HEeJOHOCEHO.

Iilojdnpane n padboTa ¢ MAIIHHHA

[lpean wodupaHe, pabora ¢ MalUMHA UM ApYTH NEHHOCTH, H3NCKBAILH ThJIHA KOHLEHTpaLU4, Ce
yBepeTe, 1€ 3HAeTe KakK pearuparte Ha edekrute Ha JluosaH. [lonobHO Ha MHOTO ApYrH NeKapCTBa 32
BHCOKO apTepHalIHO HanArane, JinoBaH MoXe 13 IPHYHHH 3aMasHOCT UK Ja NOBJIRAE BbPXY
ChCPEAOTOUYABAHETO.

JuoBan ChABLPXKA 32Xap03a, METHINAPAXHAPOKCHOEH304T, NOIOKCAMED, HATPHH H

NPONHJACHITHKOJ

. JIuoBaH nepopaieH pasTBop cbAbpka 0,3 g 3axapo3a Ha MUITMIKTBHP. ToBa TpabBa Aa ce uMa
rnpeaBH/ MPH NABUEHTH CbC 3axapeH aMaber. Ako BawudaT nexap Bu e ka3an, ye nmare
HEMOHOCUMOCT KbM HAKOH 3aXapH, CBbPIKETE Ce C Hero npeau Aa npuemere Juoean nepopaneH
pasteop. KonnuectBoTo 3axapo3a B JluoBaH nepopasieH pa3TBOp MOXe Aa yBpean Bawute 3504,

Npean3BHKA ANePriyii peakuH, KOHTO MOraT 4a Bb3HHKHAT H3BECTHO Bpe
npueny pa3teopa. CUMNTOMUTE MOraT Aa BKJIIOYBAT 0OpUB, Cbplex, YpT
HEXENAHHTE PEAKLIHH CTAHE CepUO3Ha, MOIA HHGOpMHpaliTe Bawns ne




° JiuoBan nepopaneH pasTBop CbhAbpka nojokcamep (188). Toi Moxe na € npHyMHa 3a KalIaBH
H3MpaXXHEHUA.

. JIMoBaH MepopaieH pa3TBop CbAbpka 3,72 mg HAaTpHil (OCHOBHA CBCTABKA HA
roTBapckaTa/Tparne3Hara coJ) BB Bceku ml. ToBa konuuecTBo € ekBHBaneHTHO Ha 0,19% ot
NPenopPLYUTE/THUA MAKCHMAJIEH HEBEH XPAHHTENIEH NPHEM Ha HATPHii 3a BE3pacTeH.

* TuosaH nepopaineH pa3Teop coabpka 0,99 mg nponnaenrankoa (E1520) BB Bcekn ml
nepopaneH pa3TBOp.

3. Kax na npuemare lnosaH

BuHary npyeMaiiTe ToBa jieKapcTBO TOYHO KakTo By e kazan Bammat nexap. AKO He CTe€ CHIYPHH B
Hello, nonuTaiite Bamua nekap wnu dapmauesT. [1allMEHTUTE ¢ BUCOKO apTEPHANHO HANATAHE HE BUHArH
pa3sno3HaBaT CHMIITOMHKTE Ha ToBa 3abonaBaHe. MHO3HHA OT TAX Ce YyBCTBAT CbBCEM HOPMaNHO. ToBa
MpasH OLLE Mo-BaXkHO 3a Bac na cnassate Bawute cpeiwum ¢ nekaps, 10pH ako ce 4yBCTBaTe Jobpe.

MoJas, npovueTeTe YKA32RAATA B Kpasd HA Ta3H JITHCTOBKA NpPeAH 2 3aN04HETEe 13 H3N0A3BATE
CIPHHOOBKATA 32 NEPOPaJTHH (POPMH HIIK MEPHTE/IHATA FaIUKA.

Konko na npuemare
JlvoBaH nepopaneH pa3TBop TpsadBa Aa ce MpHeEMa BEAHBK JHEBHO.

Hdena Ha BL3pact or 1 /10 noa 6 TOAHHH
e obuualiHaTa HayaJHa J03a € 1 mg/kg Beanbxk AHeBHO. [lo3aTa H cboTBEeTHUAT 00EM nepopasien

pa3TBOP, KOWTO Ce mpuiara, ca AaJeHH B TA0IHLATA N0-A0NY:

Terno Ha neteto Ilo3a JluoBaH (3a obuuaiinara Ob6eM nepopaneH
) Hayanda no3a | mg/ke) DA3TBOD
10 kg 10 mg 3,5m
15kg ~ 15mg B B | 5,0 m
20 kg 20mg 6,5m L
25 kg 25 mg ) 8,5m )
30 kg 30 mg 10 ml

¢ Bawudr nexap Moxe Ja Bu npeanuile no-sucoka HavanHa ao3a (2 mg/kg), ako e Heobxoaumo
no-0bp30 HAMAJIABAHE HA KPLBHOTO HANAraHe.
e J03aTa MOXe ja ObJie yBenuueHa no Makcumym 4 mg/kg.

[leua HA BL3PacT 6 TrOAHHA H NOBEYE H
* ¢ rerao mog 35 kg:

e oOuuailinaTa HauanHa J03a JIJnoBsaH nepopaneH pa3teop € 20 mg (cboTBETCTBALIN Ha 7 ml
pasTBop).
s 103aTa MOXeE Ja ce yBenuun 10 MmakcuMyM 40 mg (cborseTcTBallH Ha 13 ml pasrsop).

° ¢ Teryio 35 kg nan noseve:
¢ oOnuyaiiHata HavasiHa go3a JJHoBaH nepopaies pasteop € 40 mg (cpoTBeTCTBallKW Ha 13 ml
pasTBop).

®  [103aTa MOXe 1a ce yBeNuuHu a0 MakcuMyM 80 mg (cboTBETCTBANIH




Heua, 3anouHany aa npuemar JluosaH npeay 6-rogMiliHa BL3pacT, MOTAT ia UMaT NO-BUCOKaA [03a
JInoBaH OT MaKCHMAJHAaTa J03a, MocoueHa no-rope. B HAkou chyyan BatusaT nekap Moxe na pewnd aa
3anasM Tasm J03a.

MoxeTe na npueMarte JuoBaH cuve Han 6€3 XpaHa.
[Ipuemaiite IHoBaH No €AHO M CHLUO BPEME BCEKH AEH.

AKoO cTe NpReIH NoBede o7 HeoOxoauMaTa no3a /InosaH

[Ipx CHMNHA 3aMasHOCT W/UNM NpUMansBaHe, He3a0aBHO Ce CBBPXKETE € JEKyBaLlHa Bu nexap # gersere
HAKbAE. AKO CIyUYaiiHO CTe npueny no-rofaMo oT HeobXoAMMOTO KONHYeCTBO JIMOBaH nepopaneH
pasTBoOp, CBbpXeTe ce ¢ Bawna nekap, papmanest niu SonHuua,

AKO CTe NMPONYCHAJIN Ja NpueMere {HOBaH
AKo ¢Te 3abpaBHNIK Ja IPUEMETE €/1Ha 1034, NPUEMETE S BEAHAra, CIEA KaTo ce CETHTE. AKO € MOYTH
BpEME 3a cjieBallara 103a, NponycHeTe HEB3eTara Jo3a.

He B3emaiite qBOiiHa 1034, 32 Ja KOMIIEHCHpATe NPONYCHATATA.

Axo cTe cupe/in npHema Ha {uoBaH
[TpekparaBaHeTo Ha JeueHueTo ¢ JIuoBaH MoXe Ja BiowHd cbeTosHueTo Bu. He cnupaiite na npuemare

JIEKapCTBOTO CH, OCBEH aKko Baluusat nekap He Bu kaxke ja ro HanpasuTe.

AKO UMATe HAKAKBYH JIONBIHUTENHH BBIIPOCH, CBBP3aHH ¢ ynoTpebaTa Ha TOBa JIEKApCTBO, MONA
nonuTaiiTe Bawng nexap unu papmaulesrT.

4. B1L3MOKHH HEXKEJAHH PEAKNHHA

KakTo BCUUKH JIEKapCTBa, TOBA EKAPCTBO MOMKE J1a MPERU3BHKA HEXENAHHU PEaKLUHH, BbIIPEKH He HE
BCEKH ' NOJIYYaBa.

Haxon HexelaHH peakiud Morart 1a Ob1aT cepHO3HH M a2 HaJarar HesafaBHa JeKapcka Hameca:
Moske 1a UMaTe CUMNTOMH Ha aHTHOHEBPOTHYEH OTOK (ONpeacneHa anepruyHa peakius), KaTo

HanpuMep:

. MOayBaHE Ha IULETO, YCTHUTE, €3HKaA W I'bpflOTO,
. 3aTPYAHEHO AULIAHE HNY NPEerNbLUIAHE,

. KONpHBHA TpecKa, ChpOex.

AKO MONYUHTE HAKOH OT TE3H CHMNTOMH, clpeTe npuema Ha /lnosan u He3abaBHO yBeAoMeTe
Bamus gexap (Bux Touka 2 ,,Kakpo TpabBa ga 3naerte, npean Aa npuemere /inosan™).

JIpYrn HekeJJaHH peakilHH BKIK9BaT:

Yecrn (Morat 2a 3acerdHat 4o ! Ha 10 ayiin)

¢ 3aMaHBaHe
. HUCKO KPBBHO HANsraHe CbhC UiH 0€3 CUMITOMH KATO 3aMaiBaHe H IPHMaNABaHe NPH H3NPaBAHE
¢ HamaneHa 6bopeuHa ¢yHkuusa (NpU3HaUKU Ha OBOPEHHO YRPEKAAHE)

HeuecTn (Morar jia 3acersar o 1 Ha 100 ayiuu)
. aHruoeaeM (Bx. Touka “Hakon cuMnToMHU Hanarat Heza0aBHa JieKapcKa H




BHE3amMHa 3aryba Ha cbh3HaHHe (CHHKOI)

CBETOBBPTEXK (BEPTHIO)

CHJIHO HamaneHa 6b0peyHa PyHkuua (npodaBy Ha ocTpa 6bOpeuHa HeJOCTaThYHOCT)
MYCKYJIHH KpaMIlH, HapylleH CbpAe4YeH PHTbM (TIPOSIBH HA XHMEPKATHEMHUSA )
HEAOCTUI Ha BB3AYX, 3aTPYAHEHO AUIUAKE B JIETHANO MIOJIOXKEHHE, [TI0YBAHE HA CThIIANIATA W
kpakaTa (NpOSBH HA Cbp/I€YHA HEAOCTATBYHOCT)

rnaBobonne

Kalnuua

kopeMHa foJika

rageHe

Auapms

yMopa

OTNazHajOCT

C Hemn3BecTHA YecToTa (OT HAUIHYHWTE JAHHH HE MOXe Ja Obje HallpaBeHa OLIEHKA HAa YECTOTaTa)

MEXYPH MO KOKaTa (MpH3HaK Ha Oy03eRr AepMaTHT)

alepruyHy peakuny ¢ oOpHB, cbpbex U YpTUKApHs; MOrarT Ja ce NOABAT CUMIITOMH Ha NOBHILIEHA
TEMIIEPATYPa, OTOK HA CTaBUTe U OONKA B CTABUTE, MYCKYJIHH OONKH, NOAYTH IMM(PHH Bb3IH H/UIH
rpunonoAcOHH CUMITOMU (NPOABU Ha cepyMHa DomecT)

MOpaBOYEpPBEHH NETHA, TEMNEpaTypa, cbpdex (NPoABH Ha BL3NaNeHHE HA KPbBOHOCHUTE CHIIOBE,
Hape4yeHO BaCKYJiuT)

HeoOMUaitHO KbpBeHe MM KpbBOHacsaAaHe (NPoABH Ha TpoMOouUTONnEeHUs )

MYCKYJTHU Oonxu (MUanrusg)

TEMIIepaTypa, Bb3NaleHo I'bpJio WK A3BH B YCTATa, AbJDKALK ce Ha HHPEKLHH (TPOSIBY Ha
HamaseH Opoii Ha Oe/iuTe KPBLBHU KNETKH, HAPEHEHO HEYTPOIIEHUA )

DOHMMEHO HUBO HA XeMOIJIOOHH H MOHMKEH OpOH HA YEPBEHHUTE KPBBHU KIETKH B KPbBTa (KOUTO
MOTAT Jla JOBEAAT 0 aHEMHA, IIPH NO-TEXKH CIyHau )

[OBKILUEHH HHBA HA KanHH B KpbBTa (KOMTO MOTAT 1A MPHYUHAT MYCKYJIHH Cia3MH H HapylleH
CbpJEUEH PUTDBM, fIPU NO-TEKKH ClIyqaH)

NOBHILEHHU CTOMHOCTH Ha NMoKa3aTennTe 3a 4epHoApoOHa PyHKUUA (KOWTO MOraT Ja ca
I0KA3aTENHH 33 YepHOAPOOHO yBpekIaHe), BKIIOYHTENHO NOBHILEHH HUBA HA OUIHPYOHH B
KpbBTa (KOETO MOXE Aa MIPUUHHH MOXKBJATABAHE HA KOXKATA M OYHTE, NIPH MO-TEXKKH CllydaH)

MOBHLUABAHE HA HUBOTO HAa KPBHBHATA ypes U MOBHLUABAHE HA HUBOTO HA CEPYMHUS KpeaTHHUH
(KOMTO MOFaT Aa ca NoxasaTe/HHU 3a HapyleHa ObOpeuna ¢pynkiusa)

HUCKO HHMBO Ha HaTpHil B KpbBTA (KOETO MOXKE a NpeH3BHKa YMOpa, 00bpKBaHe, MYCKYJ/IHH
Cna3sMH H/WJIM MbPUOBE, B TEXKH CllyyaH)

YUecToTaTa Ha HAKOH HEXeJlaHW peakllH¥ MoXe 4a Bapupa B 3aBUCHMOCT OT BawueTo 3abonssaue.
Hanpumep HeXeNaHH peakliMi KaTo 3aMaiiBaHe 1 HamaneHa 6x0peuna gyukuuns ce Habmoaasar
NO-PAAKO NPH Bb3PACTHH NALMEHTH, IEKYRAHU 32 BUCOKO APTEPHAIHO HANAraHe, OTKOJNKOTO MpH
Bh3PACTHH NALMEHTH, JIEKYBAHH 34 ChpieuHa HEIOCTATbYHOCT KK CNENl IPECEH UH(APKT.

HexenaHnuTe peakLHy NPy Aela W IOHOLIH ca noaobHU Ha Te3u, HabNoaaBaHH [TPH Bb3PACTHHUTE,

Cro01aBane HA HeXE/IaHH PeaklHH

AKO NOJIYUHTE HAKAKBU HEXENAHM JICKAPCTBEHH peakuuH, yBeaoMeTe Balnsg nekap
MeaHMUMHCKA cecTpa. TOBa BKIKYBA BCHYKH Bh3MOXHH HEOIMUCAHU B Ta3H JIMCTOB
MoaxxkeTe Chilo A3 ChOOLIMTE HEXKENAHH PEAKHHH AHPEKTHO Ype3




UsnbaHuTEenHA areHLus no JeKapcraara
yia. ,,JJaman ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

KaTo cpoOliasate HexeNaHu peaxkiiiH, MOXeTe Ja NaJieTe CBOA NMPUHOC 32 NOJYHABAHE Ha MOBEYE
HHOpMalLIHA OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTBO.

S. Kak aa cuxpannBare InoBan
° Ha ce cpxpaHsaBa Ha MACTO, HEAOCTBLITHO 34 Jela.
. He u3non3saiiTe nekapcTBOTO Cliea U3THYAHE HA CPOKa HA NOJAHOCT, OTOE/A3aH BBPXY

onakoBkaTa. CpOKBT Ha rOAHOCT OTTOBaps HA NOCAECAHHUA AE€H OT ITOCOUEHHUSA MECELL.
. Ha He ce cpxpanasa Han 30°C.

o Benubxk 0TBOpeHa BYTHIIKATA MOXKE /14 C€ ChXpaHsaBa 10 3 Mecela npyu Temneparypa noja 30°C.

° He usnonseaiite TOBa J€KapCcTBO, ako 3abenexure, ye oNakoBKaTa € NoBpeacHa UK uMa benesu Ha
nojanpaBsHe.

. He u3xBbpAasiiTe eKkapcTBa B KAHATH3AlKMATA HIIH B KOHTEHHEPA 3a JOMAWIHH OTNaAbLH,

[Tonutakite Bamus dapmaileBT Kak 1a U3XBBPAUTE HEHYKHUTE By nexapcTba. Tesu Mepky Lie
CIMIOMOTHAT 33 Ola3BaHe Ha OKOJHATA cpeaa.

6. CohanpxaHHe HA ONAKORKATA H NONL/JAHHTE/NHA HH(popMaLHY
KakBo cuabpia /lHoBaH

AKTHBHO BelllecTBO: Bancapran. Bcexu ml mepopaneH pa3TBop cbAbpka 3 mg BajlicapTaH.

. JlpyruTe CLCTABKH: 3axapo3a, Metuanapaxuapoxcubensoar (E218), kannes copbar, nonokcamep
(188), 1MMOHEHa KHCENHHA, HATPUEB IIMTPAT, M3KYCTBEH apoMaT Ha HOPOBHHKA, MPONHIIEHTTHKOJT
(E1520), HaTpHeB XHAPOKCUI, XJIOPOBOAGPOLHA KUCEITHHA, IPEYHCTEHA BOAA (BHXK ChLIO TOUYKA 2
JIMOBaH ChIbpXa 3axapo3a, METHINMapaxugpokcHOEH30aT, OIOKCAMED, HATPHH H
MPOMUNEHIIUKON ).

Kax niraexaa JluoBad H KAKBO CBABLPKA ONN2KOBKATA

Tnoean 3 mg/ml nepopaien pasTBop € GUCTbP, DesuBeTeH 10 0NEA0KBAT Pa3TBOP.

. PasTBOpBT Ce MpEeAsara B ONMaKkoBKa, ChAbpAAlLA eHa kagaBa cTbkneHa 6yTtunxa ot 180 ml ¢re
3aLMTEHA OT A€LA NOJIMNPONKICHOBA Kana4vKa Ha BUHT M XbBIT HJIN Oe3uBeTEH 3alIMTEH NPBCTEH.
ByTunkara cvaspxka 160 ml nepopanek pasteop. Ilpeanara ce 3aeiHO ¢ KOMIUIEKT 3a NpHilara#e,
ChAbpKALL €JMH aganTtop 3a 6yTHaka, eqHa MOJHNPONUICHOBA CIPHHLIOBKA 3a Nepopatiu GopMH
OT 5 ml ¥ eaHa MONUNPONUIEHOBA MepUTENHa Hawka oT 30 ml.

IIpuTexkaTe)! HA pa3pelicHHETO 32 ynoTpeda
Novartts Europharm Limited

Vista Building
Elm Park, Merrion Road




Dublin 4
Mpnanaus

IIponsBoauTe

Novartis Pharma GmbH

Roonstrasse 25
90429 Nuernberg
['epmanms

Gran Via de les Corts Catalanes, 764
Ucnanus

3a jonbJHUTENHA HHPOPMALIMA OTHOCHO TOBA JIEKAPCTBO MOJISI CBBPKETE CE C JIOKAJIHUA MPEACTaBUTE!
Ha NMpUTEXaTe/Is Ha pa3pelleHneTo 3a ynorpeoa:

Novartis Bulgaria EOOD

oyJ. ,,Hukona Banuapos™ Ne 55
EKCITO 2000, crpaaa 4, et. 4

Codusa 1407

Ten: 02/489 98 28; daxc: 02/489 98 29

ToBa JekapcTBO € pa3pelieHo 3a ynorpedéa B AbpKaBHTe — 4WiIeHKH Ha EBponelckoTo
HKOHOMHYECKO NPOCTPAHCTBO, N0/ CJIeIHHTE HMEHA:

ABctpus, bearapus, Kunsp, Heuika penyonuka, /lanus, Diovan
Ectonus, ®unnanaus, ['epmanus, ['spuus, Yurapus, Mcnanaus,
Upnanaus, Jlateus, Jlurea, Manta, Hunepnanamns, Hopserns,

[MTomua, ITopryranus, Pymbuus, CnoBakus, Cnosenust, Mcnanus,

L1IBeuus
benrus, JlrokceMOypr Diovane
Opanuus, Uranus Tareg

JlaTa Ha nocJeAHO npepasriiexaane Ha aucropkara: 10/2024




YKA3AHHUA 3A YIIOTPEBA HA CITPUHIHOBKATA 3A IEPOPAJIHUA ®OPMHU U
MEPUTEJ/IHATA YALLIKA

MoJisi, npoueTeTe BHUMATE/HO TE3H YKA3aHHUSA NPeIH /12 3alI04HeTe /1a NpHeMaTe JIEKapcTBOTO. Te
me Bu nomornar 1a H3noJi3Bare CIPHHIOBKATA 32 NEePOPAIHH popMH H MEpPHTE/IHATA YAIIKA

NnpaBHJIHO.

KakBo me u3noJidBare

2 = AanTop 3a OyTHJIKA:
f‘ —? e KoiiTO LIe nocTaBuTe Ha rbLPJIOTO HA
- OyTHJIKaTa.
e (e KaTO ro NOCTaBUTE BEJIHBK, HE IO
Maxaure.

byrnaka, chbabpikalilla JIeKapCTBOTO:

e KosT0O MMma 3auMTeHa oT Jella Kkanadka Ha
BUHT.

e BuHaru nocrasiiTe kanaykara o0OpaTHO clie]
ynorpeoa.

CnpuHnoBKa 3a nepopajiHa popmu:

e KosATO ce ¢bCTOM OT NPO3paAvHO MJIACTMACOBO
TS0 ¥ OyTano.

e (CrnpuHuOBKAaTa 3a rnepopajHu Gpopmu ce
CBbP3Ba C ajlanTopa Ha OyTHJIKaTa U ce
H3M0J13Ba 3a U3MEpBaHe Ha HEOOXOAUMOTO
KOJIMYCTBO JIEKapCTBO OT OyTHJIKATA.
M3non3BaiTe HOB aaanTop U HOBA
CIPHUHIIOBKA 3a NepopajiHi (POPMU BCEKH MbT,
KaTo 3arnoy4yHeTe HOBa OyTHJIKA OT
JIEKapCTBOTO.

MepuTeiHA YALLIKA:
- —— = e KosiTo MOXe a1a ce U3MnoJ3Ba, Korato

e S0mi__ —
\ 2 / NpenMcanaTa /103a H3UCKBA HEKOJIIKOKPATHO
— f' MbJIHEHE Ha CTIPHHIIOBKATA.
s e Bunaru nocrassiite MepHTeIHATA YalIKa

T — OﬁpaTHD BbpPXY Kalla4KaTta CJIC/] }’ﬂDTpﬂﬁ& H
MOYHCTBAHEC.




[MTocraBsine HAa aganTopa B HOBA OYTHJ/IKA C JIEKAPCTBO

. OrcrTpaHeTe Kanaykara Ha OyTHJIKara, KaTo CHJIHO $
HAaTUCHETEe HAJ0Jy M 8 3aBbPTUTE OOpPAaTHO HAa YACOBHUKOBATA
cTpeJiKa (KaKTo € MoKa3aHo BbpXY Karaykara).

2

KaTto abpxkure oTBOpeHara OyTHIIKA U3IpaBeHa BbPXY Maca,
BKapaiTe mIbTHO aJanTopa B 'bPJ0TO HA OyTHIIKaTa,
KOJIKOTO MOKE.

3abenexka: Bb3MOXKHO € J1a HE MOXKETe J1a BKapare u3Lsiio
ajanTopa, HO ToBa e 0e3 3HayeHue, TOM Lle Ce HarjaacH, KaTo
3aBbPTUTE OTHOBO Karauikara.

3. 3&BBPTETE Kadlla4KdTa Ha 6}’THJ’IKHTEL

HPHFGTBHHE Ha 1034 OT JICKapCcTBOTO

4, OTCTPHHETB Kalla4yKaTa H4 6yTHIlI{ElTEl, KaTO CHJIHO A HATHCHETC

HA/10J1y U 1 3aBbPTUTE OOPATHO HA YaCOBHMKOBATA CTpeJiKa
(KaKTo € rnokKa3aHo BbpXY Karnaykara).

5. [Ilpoepere, nanu OyTaJOTO € BKapaHO M3LAJIO0 B CIIPUHIIOBKATA.

6. Karo abpxure OyTHiIKaTa H3NpaBeHa, BKapaiTe mIbTHO
CMPUHILIOBKATA 3a NepopajiHu (popMH B ajanrtopa.

7. Karo npuabpikare ClpMHLIOBKATA 3a nepopajHu (opMH Ha
MSACTOTO i, BHUMATEIHO O0ObpHETe OyTHJIKATAa H CIIPUHIIOBKATA
o0patHo.

8. Ilpeamn na uamepute Bawara j103a € He0OX0AMMO J1a
OTCTpPaAHUTE BCHUYKH I'OJIEeMH MeXypueTra, KOUTO Morar Jia
MorajaHaT B CIIPUHLIOBKATA 3a NepOpPaIHO NPHITOKEHHUE.
Hanpagsere ro karto:

e baBHO u3/bpnare OyTajloTO JI0Kpail, Taka ye
CIPUHLIOBKATA J1a C€ HAIllI'bJIHU C JIEKAPCTBO.

e (nea TOBA HATHCHETE OYTAI0OTO OOpPATHO, TaKa 4e
CIPUHLIOBKATAa OTHOBO J1a C€ M3MpPa3HH.

H3mepBane Ha 1032 OT JIEKAPCTBOTO
3abesexka: LI1710T0 KOJIMYECTBO pa3TBOP, KOETO MOKe J1a ce nodepe B cripyHLoBKara € S ml. B
3aBUCUMOCT OT MpeAnucaHara 103a MoXe J1a ce HaJIOXKH Ja noBropure croenkure ot 10 j10 16

HeKkoJIKOKpaTHO. Hanpumep, ako npeanucanara ao3a € 13 ml, we ce Hanoxu 1a usMepuTe pa3TtBopa
Ha Tpu nbTH: S ml + 5 ml + 3 ml.




9. Hamepere uepTHukaTa BbpXy CIPUHIIOBKATA 3a NepopaHH
(hopMH, KOSTO CbOTBETCTBA HA JKETAHOTO KOJIMYECTBO
lIeKapCTRBO.

10. baBHO W3abpnaiiTe OyTanoTo, 10KATO FOPHUAT Kpakl Ha
MOCOYEHHA MPBCTEH € TOYHO HA HUBOTO HA YEpTHYKAaTA.

I 1. Buumarenno usnpasere OyTuiiKaTa cbC CIPUMHILIOBKATA 34
nepopajiHu (popMH.

12. OrcTpaHere cipuHLOBKAaTa 3a nepopanHu (opmMu OT ajantopa,
KaTo JIEKO 5l 3aBbPTHUTE.

3. Ceanere U3npaBeHH.

4. IlocTaBeTre Kpasi Ha CIPHHLIOBKATA 3a nNepopajHu (hopmMu B
ycraTta CH.

5. baBHO HaTucHeTe OYTaNOTO U MNIbTHETE JIEKAPCTBOTO HANPaBo
OT CIPHUHILIOBKATA 3a MepOopaHO MPHIIOKEHHE.

[6. Ako npearnucaHarta 103a H3HCKBd HCKOJIKOKPATHO IMbJIHEHE HA

CIMIPHHLIOBKATAa, MOZKETE /1a H3NIpa3BaTe CIPHHINOBKATA B
MEpHUTENHaATA YallKa CJ/IC] BCAKa U3MEPCHA 103a OT

JIEKApCTBOTO, CJIC/] KOCTO J1a NpOBEPHUTE o001 Ms odeM Ha
pa3TBopa.

17. U3nuiiTe UAJ10TO KOJIHYECTBO HE3a0aBHO

18. Cnean kKaTo NpUKIKOYHTE, MOCTaBeTe 0OpaTHO 3alllMTeHaTa oT
Jela Karnayka Ha BHHT.

19. 3a 1a noYHCTHTE CHIPHHUOBKATA 32 EepOPaTHH | tl:upmn.
e H30bpliere cnpuHilOBKATA 3a pﬁqup P
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20. 3a 12 NOYHCTHTE YAIIKATA:
e H3nnakHeTe yalkaTa C YHCTA BOJA.

e J[loacyuwere s ¢ yMcTa Kbpna U 1 NocTaBeTe 0OPaTHO
BBpXY Kanaykata Ha OyTHIKaTa.




