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ITIAHAKTHB 100 mg/5 ml nepopanna cycneﬂanﬂ
Hoynpoghen 12?'82' i

.v _...______Ta

PANACTIV 100 mg/5 ml oral suspension
Ibuprofen

IIpoveTere BHHMATENHO OA1ATA JACTOBKA, MPeIH A3 3aM09HETE 12 H3NMOJI3BATE TOBA

JIEKAPCTBO, Thil KATO T4 CLALPXKA BaxHa 3a Bac undopmauns.

BuHary u3nos3BaiTe TOBA IEKAPCTEO TOUHO KAKTO € ONHMCAHO B Ta3H JIMCTOBKA KITH KakTo BM e kazan

Bamusar nekap unu ¢papmalepr.

- JanaseTe Ta3u JUCTOBKA. MOXe a ce HANOXH 1A § [IPOYETETE OTHORO.

- AKO ce Hy>KJIaeTe OT JOITBJIHHTENHA HH(OpMalKs WK ChLBET, ImonuTaiite Bammms gapmaiiesr.

- Ako Bamero aere noqyds HAKAKBH HEXENAHH JIEKAPCTBEHH peakLHu, yBenomere Bamua nexap
HITH GapMALIERT WK MEAMIIMHCKA cecTpa, ToBa BIUTIOUBA H BCHUKH BH3MOXKHH HEXETaHH
peaKkLMH, HEONHCAaHH B Ta3H JIMCTOBKA. Buxre Touka 4.

- Tpabsa ga noTepcHTe NEKapcKa MOMOLLL

- ako aereto By e Ha BB3pacrt oT 3 10 S Mecelia M He ce NOYYBCTBa N0-A00pe WK
CLCTOAHUETO MY C€ BIOLIK el 24 yaca;

- ako jaereto BH € Ha BB3pacT 6 Mecela M No-roJIIMO, H HE ¢€ MMOYYBCTBa Mo-A00pe WM
CHCTOAHHUETO MY C€ BJIOIIH CJIEA 3 JHH.

KakBo chaABLpkA TAZH JHCTOBKA

1. Kakeo npeacraensea IIAHAKTHB u 3a xakBo ce u3nonssa

2. Kakeo Tpabea na 3naere, npeau aa npuemere [IAHAKTUB

3. Kak na npuemare [IAHAKTHB

4, BE3MOXHU HEXKENaHH peakIiiu

3. Kak na cexpaussate [TIAHAKTHUB

6. ChABpxKAHME HAa ONAKOBKATA H JOMBIHHTENHA MHGOPMALIHA

1. Kakso mpencrasnasa IIAHAKTHB u 33 KaKkBo ce H3N0JI3BA

AxTtuBHarta ¢becTaBka Ha [IAHAKTHB e ubynpoden, KoiTo npuHaiexkH KbM CPyIIa JIeKapcTa,
Hape€4eHH HECTCPOUAHH NPOTHBOBB3NaNUTEIHH jekaperea (HCIIBJI). JlekapcTtBoTO HMa
OOJIKOYCITOKOSABALIO, TEMIIEPATYPONIOHIKABALIO U [POTHBOBL3NAIMTEIHO NCHCTBHE.

Toea nekapcTBo € npeiHa3Ha4YeHo 3a ynorpeda NpH KbpMaueTa, MAIKH Jela M JeLa 3a KpaTKOTpaiHO
CHMIITOMATHYHO JICUCHHUE B CICAHUTE CIYYaH:
®* Tpecka (BHCOKA TEMIIEpaTypa) ¢ pa3HyYeH NPor3Xod (CHILO MpH BUPYCHH HHOEKLIHAH);
* 0o0JKa C pa3IMUeH [IPOU3X0A OT YMEPEHA /10 JIeKa:
raBodonue, OOIKM B I'bpJIOTO U MYCKYJIHH OOJIKH, IRDKALIHM C€ Ha BUPYCHH HH(EKIIMY;
MYCKYJIHA, CTaBHA K KOCTHA OONKa, pe3yaTaT OT HapaHABaHe Ha JBUraTe/IHATa CHCTEMa
(HapsAxBaHe, Pa3MECTBAHE HA CTABHTE);
- OoJsika B pe3ysTaT Ha HapaHsABaHE Ha MEKHUTE THKAaHM,
- caenonepatuBHa GoJKa;
- 3160005, Oonka cies BaaeHe Ha 360;
- rnaBofonHe (CBUIC MHIPEHa);
- yuwiHa QonKa, AbKaIIa Ce HA BB3MAJICHHE HA CPEIHOTO yXO (CaMo




2. Kaxkso TpabBa na 3naere, npenn aa nmanoazpare IAHAKTHUB

He napaiite IAHAKTHB ua Bameto aere, ako 1o:

® ¢ aJIepruyHo KbM HOYNpodeH, ApYrd HECTEPOHAHH NPOTHBOBB3MAIMTE/IHH JIEKaPCTBA
(HCIIBJI) unu kbM HIKOSL OT OCTAHAIHTE ChCTABKH HA TOBa JeKapcTBO {(M30poeHH B TOYKA 6);

* ¢ HMMaJlo B MUHAJIOTO MPH3HALM Ha aJieprua KaTo XpeMa, KOMPHBHA TpeCKa, NNOJYBaHe Ha

JIHLETO, €3HKA, YCTHUTE HIIH ['bPAOTO, OPOHXOCMA3BM HIIM ACTMA Clle/] IpHEeMaHe Ha

aUCTWICATHLIMIIOBA KHCeIHHA (acnupuH) unu apyro HCIIBJI;

MMa TrieppopupanHa CToMalllHa W/ AyO[cHaJIHa A3Ba MM KbpBeHe cien sevenHe ¢ HCIIBJL

HMa (MMaJlo € [1Ba WJIH NOBEYE eMH30AH Ha) CTOMAIlIHA A3Ba HIIH KbpPBEHE;

MMa TEXKKa YepHOAPOOHa, OLOpeuHa WK ChpACYHO-ChIOBA HEAOCTATHYHOCT;

MPHEMA MO CBUIOTO BPEME APYTH HECTEPOUAHH MPOTUBOBBINANMTEAHM JIEKapCTBa,

BKTFOUMTE/IHO COX-2 HHXUOMWTOPH (MOBULIEH PUCK OT HEXKETAHH JIEKAPCTBECHH PEAKIIHH);

*  HMMa ChCTOAHHA, BKIIOUBAILIH [TOBMLICHA CKIOHHOCT KBM KBbPBEHE (Halp. HAPYILICHHA B
KPBBOCHCHPBAHETO, TPOMOOLHTONIEHH ),

* MMa LiEpeOPOBACKYJIaPHO WITU IPYTO aKTHBHO KbpPBEHE.

He usnonssaiite nexapcTia, chbabpKaly HOYMpodeH, ako CTe XKeHa B TPETUS TPUMECTHP OT
OpeMEHHOCTTa (BUKTE TOUKA ,,bpeMeHHOCT, KbpMeHe U depTrimreT™).

IIpeaynpexaenns U Npeanasnl MEPKH

HexxenaHWTe ICKApCTBEHH peakLMM Moske Ja ObJaT MHHHUMH3HPAaHH ¢ H3MOI3BAHETO Ha HaH-HMCKaTa
e(heKTHBHA 1034 3a BB3MOKHO Haii-KpaTKOTO BpeMe, HEOOXO0/JMMA 3a KOHTPOJIMPAHE HA CUMITTOMHTE.
[TaumeHTHTE B CTApYECKa BBL3PACT MMAT NOBUILIEHA YECTOTA HA HEXETAHH IEKApPCTBCHH PEaKLUH KbM
HCIIBJI, ocobeno cToMalllHO-4peBHO KBpEEHE W nepdopaLus, KOUTO Morat Aa Ob4aT (aTanHm.

I'oBopeTe ¢ Bammsa nekap npenu na gagere IAHAKTHB ua Bamero aere, ako To uMa
NpeABapUTENHA IAArHO3a 3a.
- IYNYC EPUTEMATO3YC H CMECEHAa CheAMHHTENHOThEKAHHA 001ecT;
- CTOMAIIHO-YPEBHO 3a00N4BaHE W XPOHMUHO 3a00/ABaHE HA THBHKUTE YepBa (YILEPO3CH KOJIHT,
Oonect Ha Crohn);
- apTepHaIHA XUNEPTOHHS WHUNH TIPOOJIEMH CHC ChpPLETO;
- HapyilueHde Ha ObOpeuHara ¢yHkLms,
- HAPYILIESHHE HA YepHOApoOHaTa QYHKITHA;
- po0JEMH ¢ KPBBOCHCHPBAHETO;
- AKTHBHA WJIH NIPEMWHAaja OpoHXUaiHa acTMAa MJIH TIPH3HALIA HA a/ICpruyHa peaxums (Cies
NMpHEeMaHe Ha TOBA JIEKAPCTBO MOSKE [1a HACTHITK CBHMBaHe Ha OpOHXHTE).

MMa pHCK OT CTOMAIHO-YPEBHO KBPBEHE, YIIlIEpaLnsa WiH nepdopaliys, KOUTO MOraT Aa ca
KHBOTO3ACTPAILIABAIIH H HE € 3aBJDKHTEIIHO Ja OBpaaT NpeALIeCTBAaHN OT NMpCaAYNpEKAABAIIN
CHMIITOMH, a MOFaT J1a Ce CIIy4aT W MNpH NAUMECHTH, Beye NMOoKa3alu TAaKWBa CHMIITOMH. B clly4yai Ha
KBbPBCHE OT CTOMALLHO-YPEBHHS TPaKT WIH YJNIEPALH U3N013BAHETO HA JIEKAPCTBOTO TpAOBa na obae
He3a0aBHO NpeycTaHoBeHO. [lalveHTH ¢ aHaMHE3a 32 CTOMALIHO-YpeBHH 3a6o1aBaHKA, 0cobeHO
TaKHBa B cTapuecka pb3pact (IIAHAKTHB noa dopmara Ha nepopaliHa CyCIIEH3HA MOXKE N1a ce
W3I0/13Ba CBIIO H OT BE3PACTHYU), TpAOBa 1a HudopMuUpaT ieKaps 3a BCHYKH HETHIIHYHH CHMIITOMH OT
XPaHOCMHJIATEITHHA TPaKT (O0COOEHO 3a KbPBEHE), H NO-CNICLMATHO B TBPBOHAYAJIHATA (pa3a Ha
JICYEHHETO.

ChblueBpeMeHHO OBAroTpaiiHara ynorpefa Ha paznuvHU GOJIKOYCIOKOSBALM JIEKAPCTBA MOJKe Jia
AOBeZE N0 yBpeKaaHe Ha ObOpeumre ¢ puck ot 6b0peyHa HeMOCTATBYHOCT (ananrcymﬂfgﬁ,‘j‘l”ﬁ,‘:;\

HedponaTus).




lIporuBoBE3NaIHTEIHI/ 06€300NABAITH JTEKAPCTRA KATO MOYNPOodeH MOTAT /1a e acCOLIMHPAT C JIEKO
MOBHIIIEH PHCK OT ChpACUCH MH(MAPKT WIH MO3bYEH yap, OCOOEHO KOraTo ¢ H3MOJM3BAT BEB BHCOKH
no34. He npesuiaBaifre npenopbL4BaHUTE JO3H H NPOABL/DKMTEIHOCT HA JICUEHHE.

TpsOea aa obckauTe teueHuero ¢ Bamus nekap win dapmauest npeau aa npuemere IIAHAKTHB,
aKo:

- ©IMaTe NpoOIIEMH ChC CHPLIETO, BKIOYHTEIHO ChPACUYHA HEJOCTATHYHOCT, CTEHOKapaAnd (TphaHa
6onKa), HJIK CTE MpeThpneH chpAeucH UHdAapPKT, orepalMa 3a ocTaBaHe Ha Haitnac, nepudepHo
apTepHanHo 3abondpane (cnabo KpheooOpaleHHe B KpaKaTa K CTBIIANATA, Ab/DKAILO C€ HA CTECHEHH
WIIH 3amyllleHd apTEPHH) HIIM KAaKBBTO U J1a € MHCYNT (BKJTHOUHTETHO MUKPOUHCYIIT HIIH NIPEX0aHa
HCXCMHYHA aTtaka).

- AMaTe BUCOKO KPBbBHO HaJAraHe, AMadeT, BUCOK XOJIeCTePOII, UMaTe (paMHIIHH JAHHH 38 ChPACUHH
3a00NABaHNs WK MHCYIT, WIH, aKO CTe TyIIay).

Koxnu peakimn

Bwe Bpp3ka ¢ ynotpebara Ha [IAHAKTHUB, ca chobmasann cepHO3HH KOXHH peaklud. Tpabea xa
npexkparute nprema #a IIAHAKTHB u Beanara aa norbpeuTe jieKapcka MOMOLL], aKO pa3BHETE KOXKEH
00puB, JIE3HH Ha MYKO3HMTE MeMOpaHH, MeXypuera WX APYTH IPH3HALM Ha aleprui, Thil KaTo TOBa
MOJKE /1 ca MbPBHUTE NPH3HAH HA MHOI'O CEPHO3HA KOMKHA peakuud. BikTe TOUKa 4.

Cnpere ynorpebata Ha nbynpodeH u ce cBppkeTe He3abaBHO ¢ Baus niekap, ako getero Bm passue
HAKOH OT CJIEAHATE CHMIITOMH (AHTHOEAEM):

* MOAYBAHE Ha JIHLETO, €3MKa HIIK I'bPJIOTO;

* 3aTPYAHECHHA [PH NPErIbLIAHETO;

* YPTHKaApHS WIH 3aTPYIHEHO JHIIIAHE.

lIpy manHeHnTH cbe CUCTEMEH MYTYC epHTEMATO3YC U CMECeHa CheJHHUTETHOTRKAHHA BO0JIECT MOXKE
A2 HME TMOBHILIEH PUCK OT ACENMTHYCH MEHHHIHT.

Karo BCHYKH NIPOTHBOBB3IIAJIMTENIHH JdeKkapeTsa HOYNpodeH MOKE 1a MACKHPa CMMIITOMHTE Ha
UHPEKLIMSL.

IpenopbyYHTENHO € N0 BpeMe Ha BapHle/a Ja ce u3barea ynorpebara Ha TOBA JICKapCTBO.

Hb6ynpoden, aktHeHaTra ceeraBka Ha [TAHAKTHB, moske BpeMeHHO Aa NOTHCHE (PYHKUMATA HA
TpoMOouuTHTE (TpoMOouuTHa arperaiss ). [TaupenTy ¢ HapyweHHs B KpLBOCHCHPBAHETO TPAORA Jia
ObaaT nmpocneasBaHH BHHMATEHO.

[1o Bpeme na npoawpkuTenHa ynorpeda Ha IAHAKTHUB ce usncksa peioBHO MOHUTOPHPAHE HA
4YepHOAPOOHUTE eH3UMHY, OBOpeuHaTa pyHKIHS B 6pos HA KPLBHATE KIETKH.
CrpuiecTByBa pHCK OT OBEOpeUHO YBpexIaHe NPy ACXUAPATAPAHH JEUA H FOHOUIN.

['1aBoGonreTo, KOETO MOKE Aa HACTHITH MO BPEME Ha MPOABLIKHTENHO NPHIIAraHe Ha aHAJIMETHLM, HE
TpsOBa /1a Ce NeKyBa ¢ NPHIIATAHE HA [10-BUCOKH JO3H OT TO3H NPOAYKT.

CpoOmIeHH ca eqMHAYHHE CITyYyaH Ha TOKCHYHA aMOJIHONHA (HamalleHa OCTPOTa Ha 3pEHHETO) IO BpeMe
Ha ynoTpeba Ha uGynpodeH, cae/loBaTeNHO BCAKAKBH HAPYILICHHS HA 3peHHETO TpabBa a 6baaT
CchOOLIaBaHM Ha JIEKap,

Hskou aHTHKOAryJaHTH (JIeKapCTBa MPOTHB KPHBOCHCHPBAHE, HAIP. AlETHICATHLUIOBA

KUCE/IMHA/aCTIMPHH, BapdapHH, THKJIOTIHAMH), HAKOHU JIEKAPCTBA CPEILY BHCOKO KPbBHQ HAS
(ACE-peuentopHu MHHXHOMTOpPH, Hanp. Kanronpwi, 6etabnokepH, anrnorensun 11 agr
HAKOH JPYTHU I€KapcTBa (BK. no-nony ,.Jlpyru nexapcrsa u [TAHAKTHUB) moxke;,

A2 OBAAT NOBIMAHM OT NEYSHHETO ¢ HOyNpode. / I/

3aToBa BHHAryu npeau ynorpeba Ha udynpodieH ¢ ApyrH NE€KapeTBa ce nocme'razifn‘g ¢ nexap
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Apyra aexkapcrea B IAHAKTHB

Hudopmupaiite nekaps Ha Bamiero fiete, ako T0 npueMa, HACKOPO € NPHEMATO WK € Bb3MOKHO 12

MIpHEME JIPYTH JICKapCTBRa.

[TAHAKTHB moxe na noenusie Ha win fqa On/ie NOBIMSH OT HAKOH APYTH JIEKAPCTBA, HAPHMED:

e AHANTETHLIH, ALCTHICANULIMIOBA KHCETHHA/aCIMPUH UK APYTY HECTEPOMIHH
MPOTHBOBB3NAIMTEIHH JICKapCTRA,

. JI€KapCTBA, KOUTO NOHMKABAT BUCOKOTO KPBBHO HandraHe (ACE MHXHOHTOPH KATO KanTOIPHIL,
OeTabioKkepH KaTo aTEHOJION, aHTHOTEH3MH [ peLienTOpHH AHTArOHHUCTH KATO JIOCAPTaH);

. JIEKapCTBa, KOMTO Ca AHTHKOAryJaHTH (Hamp. BapdapuH) H aHTHTPOMOOLUUTHH METHKAMEHTH —
JICKApCTBA, NPEeAOTBpaTIBaLly 00pa3yBaHETO HA ChCHUPELM (HAIp. THKIIOMUIUH),

¢ JIATHIA WIH CEJIEKTHBHH WHXHOMTOPHU Ha 00paTHHA 3aXBaT Ha CEPOTOHMHA — H3TIOI3BAHH 32

Aenpecus;

METOTPEKCAT — M3MOJI3BAH 32 HAKOH BUIOBE PakK,;

KOPTHKOCTEPOHAM — H3NOI3BAHU [TPOTHB BL3NAJICHHE,

IUKJIOCTIOPHH — JIEKapCTBO, KOETO MOTUCKA HMYHHATA CHCTEMA;

CbpPACYHH MIHKO3HIH (HaNp. AMrOKCHH) — JIEKApCTBa 3a CHPASUHH NpodneMHu;

TaKPOJIMMYC — JIEKAPCTBO, KOETO NMOTHCKA HMYHHATA CHCTEMA,

MHQEIPHCTOH — H3MOJI3BaH 33 MEAULIMHCKO NMPEKbCBaHe HA OPEMEHHOCT;

3UWIOBYIHH WJIH PHTOHaBUp — u3nonzsany ripH XHUB vwau CITHH;

XHHOJIOHOBH aHTUOMOTHLIN KM aMHHOTTHKO3HAM — AHTHOHOTHIIY 34 JieueHHe Ha HH(PEKLIHH;

BOPHKOHA30,1 HITH (PJIYKOHA30J1 — H3MOJI3BAHH NIPU 'EOHYHN HHPEKLMH;

NpOOEHELH ] WK CyI1GUHITUPA3OH — JIEKAPCTRA 34 JICUEHHE HA M104arpa;

NEPOPAIHHA AHTHIHAOCTHH CPeACTBA — H3IIOJI3BAHH 3a JICUeHHE Ha 3axapeH aualer;

XOJICCTHPaMHH — H3TIOJI3BAH 3a IIOHH)KABAHE HA XO0JIECTEPOIa;

(eHUTOHH — cpely enuIIencus;

Baknoden — H3MoM3BaH Cpellly Cna3sMH Ha CKEJIETHATA MYCKYJIATYpa.

H#KkOH ApyTH JiekapcTBa ChILO MOraT Jia MOBJIHAAT Ha HWIH Aa ObAaT NOBIHAHH TIPH JIEHEHHE C
[TAHAKTHB. Tpa6sa BUHAru 1a moTbpCHTE CHBET OT AeKap Wik $hapMaleBT MpeaHn 1a H3NOI3BaTe
NMAHAKTHB ¢ apyru nexkapcTsa.

bpeMenHOCT, KbpMeHe H GepTHIHTET

Tosu paznen He e npiioxuM 3a [IAHAKTHB 100 mg/5 ml nepopanna cycneHsus, Thit KaTo ToH €
npeHa3Ha4yeH 3a ynorpeda npu Aela Ha BB3pacT ot 3 mecena 10 12 roaund. Bee nak cneanata
HH(OPMaLKs ce OTHACA 32 AKTHBHATA CHCTABKA HOYNpodeH.

[lo Bpeme Ha OpeMEHHOCT B KEPMEHE, B CIyYai Ha MOA03HPAaHa WM TUIaHMpaHa OpeMeHHOCT,
nonuyranTe Bammg nexap win (papMaleBT Npeau 4a H3M013BaTe TOBA JIEKAPCTBO.

bpemeHnHoCT
He ce mpenopbuBa ynotpedara Ha TOBa JIEKapCTBO Npe3 IMbpeHUTE 6 Mecewa oT 6peMenHocTTa. Io

BpEME Ha NIOCIEAHNUTE 3 Mecena OT OpeMEHHOCTTa ynoTpedara Ha JIEKapCTBOTO € 3adpaHeHa, opaan
TIOBUIICH PUCK OT YCJIOKHEHHS 3a MalikaTra M JETETO 110 BpeMe Ha NepHHATaJIHHA TIEPHOA.

KvpMmeHe

Hbynpoden Moxe a MPEeMHHABA B MaJIKM KOJTHYECTBA B MaiiuMHOTO Misko. He ca H3BeCTHH Cyyan
Ha HEXENMaHU PeaKUWH NpH KbpMadeTa. He € HeoOxonumMo fa ce npexbeBa KbpMEHETO 110 BpEME Ha
KpaTKOCPOYHO JIeYeHHE ¢ HOYTIpOEH ¢ JIO3M, H3MOI3BAHH 34 JieueHue Ha Oonka H TEMIepaTypa.
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Hlodgupane 1 paGora ¢ MAIIHHH

Tosu paszaen e senpunoxum 3a IAHAKTHUB 100 mg/5 ml nepopanta cycneHsus, Thi KaTO TOH ¢
npeaHasHa4eH 3a ynotpeba npu Jicua Ha BB3pacT oT 3 Mecella 10 12 rogHu. Bee nak ciaenHara
MHGOpMALHA CE OTHACH 33 AKTHBHATA CHCTABKA MOYNpoden.

Jlekapcreenuar npoaykr [IAHAKTHUB moske fa npeausBuKa 4yBCTRO HA 3aMaiBaHe HAH
CBETOBBPTEXK. AKO TOBA C€ CIIy4H, He 1o HpaiiTe U He n3noa3eaiite ypeau wid MamWHi. He
M3BBPILBAHTE HHILO, KOETO H3HCKBA MOBUILICHO BHUMAHHE.

ITAHAKTHB coappka sHaTpres denzoat (E211), reuen maatuToa (E965), nponujieRrIHKO
(E1520) m naTpnii.
Tora nexapcTBO CHABPIKA:
¢ 5 mg HatpueB OeHzoaT BLB BCEKH 5 ml nepopanHa cycneH3Hs
* 2.4 gTeuen manturola B 5 ml. Ako Bammst tekap Bu e xazan, ye aereto Bu nma
HEITOHOCHMOCT KbM HAKOH 3aXapH, KOHCYJITHPAHTE € C Hero/Hed, Npeay Aa U3MOJI3BaTe TO3H
JIEKAPCTBEH NPOJYKT.
* 4,17 mg nponuiIeHrIMKO BbB BCEKH 5 ml mepopanta cycneH3ms.
* 9,67 mg naTpuii (OCHOBHA CHCTaBKa Ha roTBapcKara coll) BB BCekd 5 ml nepopansa
cycrniensts. Tosa otroeaps Ha 0,48% ot npenophuBaHHA MAKCHMAJICH JHEBEH NPHEM Ha
HATPHH 3a Bb3PACTHH.

3. Kax na m3nosate IIAHAKTHB

BuHhary u3nonzpaiite TOBa EKAPCTBO TOYHO KAKTO € ONMCAHO B TA3W JIMCTOBKA WIH KakTo Bu ¢ kazan
nexapaT Ha Ballero nere v ¢papmaueBTsT. Tpabea aa nonurare Jekapd Ha Bamero neTe, ako He ¢Te
CHUT'YPHH B HellQ.

JlexapcTBoTo TpAORa A ce NpHeMa HepopalHo, ClIel AAEHe, C MHOTO TedHocT. Paskiarete OyTHnkara
npeau ynorpeda.

OnakoBkaTa cbaABpXka AUCNCHCEP Mo, GOPMATA Ha CIIPUHLIOBKA.

[IpenopruBaHaTa H03a He TpsOBa Aa ce HA/IBHIIABRA.

HRCTPYKOHA 32 A3MOA3BAHE HA AO3HPANIATA CHPHALOBKA

1. OteuiiTe Kanaukarta Ha OyTuiikata (HaTHCHETe M BBpTeTe 00paTHO HA HACOBHHKOBATA CTPENKA).
2 JlucniencepsT TpaOBa aa ce NPUTHCHE ILTBTHO KBM ['bPJOTO Ha OyTHIKATA.

3. bythixkara TpaOea na ce pa3KiaTH €HEPrHYHO.

4 3a 1a ce HAITBJIHH JUCTIeHCEPHT, OyTHNIKaTa TpAOBa 1a ce o0bpHe ¢ ABHOTO HAarope | cliel ToBa

I3 e U3TETNTH KEJIaHOTO KOJMHYECTRBO CYCNIEH3Us upe3 U3AbpIBaHe Ha OyTanoro.

3. O6BpHeTe OyTHIKATA B NPaBO MOJIOKEHUE, BHHMATEHO OTBBPTETE AUCIEHCEPA H I'0 OTACICTE
oT OyTHJIKaTA.

6. KpasT Ha AMCneHcepa ce MOCTaRs B yCTATA U ChABPXKAHUETO CE€ H3MPa3Ba BHUMATEIHO ¢ OaBHO
HaTHUCKaHe Ha 6yTanoTo.

7. Criea npunoxxeHHeTo OyTHiikara TpaOBa 1a ce 3aTBOpH A00pe; HIMHIATE H H3CYIIETE
AUACTICHCEPA.

OOHKHOBEHO H3MON3BaHATa eHOKpaTHA A03a ubynpodeH € 7 g0 10 mg/kg a0 MakcHManHa AHeBHA
no3a 20 xo 30 mg/kg, cernacHo cneagaTa cxema.




TenecHo rerao
(Be3pacr ma aetero)

Koanuecrso néynpoden

YecToTAa 3a 24 uaca (Makc.
JHeBHA K032 HOynpoden)

5-7,6 kg (3—6 mecena)

2,5ml (1 x 50 mg)

3 nbTH (150 mg)

7,79 kg (612 Mecena)

2,5 ml (1 x 50 mg)

3 no 4 metH (150-200 mg)

10-15 kg (1-3 roguun)

5ml (1 x 100 mg)

3 meTH (300 mg)

16-20 kg (46 roauun)

7,5ml (1 x 150 mg)

3 mpTH (450 mg)

21-29 kg (7-9 roauun)

10 ml (1 x 200 mg)

3 nbtH (600 mg)

30-40 kg (10-12 roaunm)

15 ml (1 x 300 mg)

3 meTH (900 mg)

Ho3zaTta Moxe na ce moBTaps npes 6-8 uaca, mpe3 MHTEpBaJ OT HOHE 4 Yaca MEXAY NOCIEAOBATETHHTE
NO3MN.

CaMo 3a kpaTkoTpaiita ynorpeda.

Ilpu neua or 3 1o 5 MeceuHa BB3pacT TpaOBa /1a ¢e MOTHLPCH KOHCYJITALMSA C JIEKap, aKO CHMIITOMHTE
C€ BJIOLLAT HIIH NMPOIBJDKAT NOBEU¢ OT 24 uaca.

3a aena No-MaJIkK oT 6-Meceyna BB3pacT, JEKapCTBEHHAT MPOAYKT MOXe Ja ObJie npHuiaraH caMo
clieql KOHCYNTaluuA ¢ NeKap H [0 JIeKapcKa MpenopbKa.

AKo ZIeTeTo (o-rofaMo oT 6 Mecena) HITH IOHOIIATA Ce HYX/IAdT OT JIEKAPCTBOTO NMOBEYE OT 3 IHH,
WK CUMOTOMHTE C€ BIIOIIAT, KOHCYNTHPAHTE ce ¢ neKap.

He Tpg6Ba na ce napa Ha Aena NMo-MaJIKH OT 3 MeCeLa.

Bennsxk oTBOpeHa, onakoBKara TPAORA J1a Ce M3MOJI3Ba B PAMKHTE Ha 6 Mecella.

Hznoaspane IAHAKTHB npr nannenTn ¢ 060peudd H/HIH 4epHOAPOOHH HAPYIEeHAN
AKO MMaTe JIeKa HIIH yMepeHa 610peuHa i/ WiH YepHoIpoGHa He0CTAThYHOCT, J403aTa TpA6Ba 1a
Obe Hali-HMCKaTa BB3MokHA. YoTpe6ara Ha HOynpodeH He ce npenopbusa MPH JHLA ¢ TEXKa
OBOpevHa WK YepHOIPOOHA HEAOCTATHYHOCT.

AKO ¢Te npHe.IH NOBe4Ye OT HeoOxoaumara no3a [IAHAKTUB
Ako cre npuenu IIAHAKTHB noeede ot HeoOxoauMaTa 1034 HIH aKO JIEKAPCTBOTO Clly4aiiHO € OWIo
NPHETO OT JgLa, BEAHAra ¢¢ CBbpKETe ¢ ICKap Wik Hali-OnuzkaTa O0ITHMIA, 32 Ja OAYyYUTE MHEHHE
3a PHCKA U CHBET 32 JCHCTBHE, KOETO TpAdBa fa ce npearpHeMe.

Chnyuyaute Ha npefo3upaHe ca peikH.

Ipu noseveTo nauueHTH MOXKE JIa Ce Moyyar:

- raZieHe, Moppouiale, 00JIKa B rOpHATA 4acT HA KOpEMa HIIH JHApHA;

- WYM B YIIHTE, rJ1aBOOOTHE H KbPBEHE OT CTOMAaxa WIH YepBaTa.

TexKr OTpaBAHHA MOTaT Aa NMOBIUAAT LUCHTPAJIHATA HEPBHA CHCTEMA K Ce M3pa3aBat noj gopMaTa Ha

- 3aMalBaHC;

- BB30yla, IE30pHEHTALIMA HITH KOMa (MHOTO PAAKO);

- ’BPYOBE (MHOTO PAJKO).

lIpu TexKKHM OTpaBIHHA MOXKE 114 Ce TIONYYH,

- mMeTaboIMTHE aUKa03a - CHMIITOMHTE MOTAT 14 BKIIOYBAT rajicHe, 0olka B CTOMaxa, MOBPHIIAHE
(TPUMECEHO C KPBB), IMaBOGOHE, 3BBHTEHE B YIIUTE, OOBPKAHOCT U OBP3H HEBOJICBH
JABKDKCHHA Ha o4HTE. 1IpH BHCOKM A03M € choOIaBaHo 3a CHHIHBOCT, GOJIKa B CBPIHTE,
cbpuedHeHe, 3aryba Ha chb3HaHHKE, MbpUOBe (MTABHO MPH Jelia), c1abocT H 3aMasHOCT, KPbB B
YPHHATAa, YCELIaHe 32 CTYA H NpoOJIEMH C JHIIAHETO;

- noBHIlaBaHe Ha NpoTpoMOuH/BpemeTo 3a INR (MexkayHapo/HO CHOTHOLLIEHHE Ha
HOpPMAJTH3UpaHE);

- OBOpeYHa HEOCTATHUHOCT WM YBPEK/IAHE HA YepHHUS Apob;

- NPH NALHEHTH ¢ OPOHXHAIIHA aCTMAa MOTaT Jia ce 000CTPAT aCTMATHYHHTE CHM




Hama cneunduyeH aHTHAOT. JleueHHeTo € CHMITTOMaTHYHO M NOTbPKAII0. JlekapAT e NpeLeHH
MCPOPATTHO TIPHJIOXKEHKE Ha AKTUBEH BBIJIEH RO €IWH Hac CNe/ NPeI03UPAHETO.

Ako cTe mponycHanu Na npaemere IAHAKTHB
He npuemaiite noiiHa no3a, 3a 1a KOMIEHCUPATE NPOIYCHATATA.

4. Bb3MoKHE HEXKeIaHH PeakKnHN

KakTo BCHUYKH JIeKapcTBa, TOBA JICKAPCTBO MOKE 4 TTPEAM3BHKA HEXENAHH PEaKIMH, BHIIPEKH 4 HE
BCEKH TH NTONTyYaBa.

I IAHAKTHB obuknoseHo ce noHaca gobpe. CrieHHTE HEKENAHH JIEKAPCTBEHH Peaklivi ca
Ha0/i0aBaHK N0 BpeMe Ha KpaTKoTpaiiHa ynorpeba Ha nOynpodeH, npd I03H JOCTHIHH 6e3
JIEKAPCKO MpeIIINCaHKE,

Yeeru (3acazam om 1 0o 10 na 100 nexysanu):
® KHCEJIHHH, KOpeMHa O0JIKa, HEpa3NooKeHHE, TIOBPBIIAHE, ra30Be, AHapHs, 3aleK, JEKO
CTOMAUIHO-YPEBHO KbPBEHE, B UIKTIOUHTCIIHU CIYYAH MPEIU3IBHKBALIO aHEMHA.

Heuecrn (3acseam om [ 0o 10 na I 000 aexyeanu):
* rnasobonue, 3amaiiBaHe, Oe3chHUE, CHHIMBOCT, Bb30yaa, pa3apa3HUMOCT H YMOPIEMOCT.
®  yiuepaiusa Ha XpaHOCMMIATEIHUS TPAKT ¢ BL3MOXHO KbpBEHE ¥ Nnepdopanus, YILCpaTHBCH
CTOMATHT, Bb3MIAJICHHE HA CTOMAXa, BJIONIABAHE HA yiilepaTieeH KoauT H 6osect Ha Crohn.
®  3aMBITICHO BIXKIAHE.

¢  pCakUMH Ha CBPBbXYYBCTBHTEJIHOCT ¢ KOKHH €PYILMH H NIPYPUTYC, KAKTO H aCTMATHYHH aTaKH
(C Bb3MOKHO MOHIDKABAHE HA KPBBHOTO HAIBIAHE), PA3THYHH KOXKHH OOpHBH.

Peaxn (3acszam om 1 0o 10 na 10 000 sexysanu):
¢  BepTHrO (CBETOBBPTEXK).
®  33BpXKaHE HA TEYHOCTH {eAeM).
¢ [IIYM B YUIUTE (THHHTYC).

Mmuoro penkn (3acszam no-manxo om 1 om 10 000 rexysanu):

®  BBb3MaNeHHE HA XpPaHONPOBOAA WM MAaHKpeaca, OJIOKHpaHe Ha YepBaTa.

¢  MOKE Ja C€ NOABH CTOMALUHA U (MNIW) JyOJeHaHa A3Ba, ¢ WM 6e3 KbpBeHe W [TIOHAKOTa
(paTannHa, ocobEHO NpH KA B CTAPYECKa BB3PACT, KAKTO W MepdopaLiH.

¢  OBOpeYHH HapyIIeHHS, KOMTO C€ H3ABABAT KATO OTAC/STHE HA MO-MAIKO HIH NMOBEYe YPHHA OT
HOPMAaJTHOTO, MBTHA YPHHA, KPBB B YpHHATa, OONKH B rbpba Win noxyeanus (0cobeHo Ha
kpakata). [loBumieHa koHLUeHTpallks Ha ypes B cepyMa, Op0OpeuHa HeOCTaThYHOCT, Hepo3eH
CHHJPOM, HHTEPCTHLIHAJICH He(PHT, BB3MOIKHO CHNPOBOJEH ¢ ocTpa O6u0OpeyHa
HeoCTaThYHOCT. Karo uano o6uuaiiHoTo n3nonspaHe Ha (pazTudHH BHjoBe) obes3bonsasaiu
MOKE 13 JOBEAE B PEAKH CIIy4ad AQ MPOALIKHTEIIHH TEKKH OBOpeuHr npobneMsH.

¢  HapymeHHA Ha YepHOIpoOHAaTa QYHKUMS, YBPEKIAHE H OCTPO Bb3MaAJCHUE HA YEPHHA ApoDd,
0COOEHO NpHU AWITOCPOYHA YNoTpeda — 4epHOAPOOHA HEOCTATHYHOCT.

¢ Hapyienus, HabmoaaBanu NpU KPHRHUTE TapaMeTpH (aHEMHS, IEBKOTIEHHMS, - HAMAJIABAHE Ha
Opos Ha SenHTe KPHBHH KIETKH, TPOMOOLIMTONEHHS — HaMaJIsBaHe Gpos Ha TpoMOOLMTHTE,
MAHUHTOIICHHA — HAPYLICHHE B KPBbBTA, NPEACTARIABALIO AEDHIIHT HA BCHYKH HOPMAJIHH
€NIEMCHTH HAa KPBBTA: EPUTPOLIMTH, JIEBKOUMTH H TPOMOOLMTH, aJpaHynouHToaa;-— HAMAasMIBaHE
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* epuTeMa MysTH(OpME, CHHAPOM Ha Stevens-Johnson 1 TokcHYHA enHAepMaiHa HEKPOJIH3a,
CEPHO3HM MH(EKUMH Ha KOXKATa 10 BpeMe Ha BapHIIEA.

®* [IOQYBaHe Ha JIMLETO, TAPHHKCA U €3UKa, YYECTEHO [HIlaHE, TaXWKapAusd — HApyIICHHE Ha
CBPJACYHHA PUTHM, XUITOTOHUA — HAMAJIABAHE HA KPLBHOTO HANATaHe, OK.
[Ipx nauueHTH Che CHIIECTBYBAIO ABTOWMYHHO 3a60/1sBaHe (CHCTEMEH JIyMYC EpHTEMATO3YC,
CMECCHA CBREAMHHTENHOTHKAHHA 00J1ecT) o BpeMe Ha JiedeHHe ¢ HOynpodeH ca HabmoaaBaHu
H30NHMPaHH CITy4an Ha CHMIITOMH Ha acelnTHY€H MEHHHITHT ChC CKOBABaHE Ha BpaTa,
J1aBo0oNME, rajere, MOBPbLIAHE, TEMIICPATYPA H JE30PHEHTALIUS,

®  OTOK, XHIIEPTOHHS, CbPACYHA HEAOCTATEYHOCT, ACOLMUPaHH ¢ H3MOM3BAHETO HA TOJIEMH JIO3H
HCTIBJL lNosiBaTa Ha 0TOK, apTepHallHa XUIIEPTOHHA H ChpAeYHa HeAOCTATEYHOCT ca
cpoOImaBaHu 1o BpeMe Ha neyenue ¢ HCIIBJI.

®*  BHCOKO KpbBHO HaJidraHe, najanMrauMu (cupriebuene), cepaeyHa HeAOCTAThYHOCT.

®  RBIOLIABAHE HA aCTMa H OPOHXOCIIATHM.
NCHXOTHYHH PEaKLUH H Jenpecus.

C HeM3BeCTHA 9eCTOTA (npu HATUNHUME OAHHY He MOXCE Od Ce HUNPABU OYEHKA):

¢ MoxKe 1a HACTBITM TEXKKA KOXKHA peakuus, uipectHa kato DRESS cunapoM. CHMITTOMHTE Ha
DRESS BkrO4BaT: KOXKESH OOPHB, NOBHILIEHA TEMIIEPATYPA, IOAYBAHE HA TUMBHHTE BB3/H U
MOBHILABAHE HA €O3HHOPHINTE (B OEH KPbBHH KJIETKH ).

® UYepBeH, JKOCMECT, LIHPOKOPAINPOCTPAHEH OOPHB ¢ NOAKOKHH OAYTHHH H MEXYpYETa,
JTOKANIM3KPaHH IMaBHO MO KOXKHUTE BHKH, TOPCa U NTOPHUTE KpaiHULM, MPHAPYKEHH C
BHCOKA TCMIIEpATypa NMPH 3aII0YBaHE HA JICYSHHETO (OCTPa reHepATM3NpPaHa eK3aHTEMATO3HA
myctynosa). Ilpekparetre uznonssanero na [IAHAKTHB, ako passuere T€3H CHMITTOMH H
[IOTBPCETE BEHArAa MEIHLIMHCKA NMoMoIll. Buxre Touka 2.

Jlekapcrra kato [TAHAKTHB morart na Osaar CBBP3aHU ¢ JIEKO TIOBULICH PHCK OT ChpJcUeH
MHLMACHT (MHOKapAeH UH(APKT) WM MO3bYEH Y/ap.

Cho0maBane Ha HeXKeIAaHH PeaKHA
AKO TIOJIyYHTE HAKAKBH HEXKCTIAHU JIEKAPCTBEHH peakuuH, yBeaoMere Bamms nekap wiM gapMalienr.
Topa BKIIOYBA BCHYKH Bb3IMOXKHH, HEOIMHUCAHH B TA3U JIUCTOBKA HEXESJIAHU pPEaKLIANA. Mokere CBIIO Oa

CHOOIMTE HEXKENAHH peaKlMK JUPEKTHO Ype3 HAMOHAIHATA CHCTEMA 3a ChOOHIaBaHe, TIOCOYEHa B
M3neaHHTENHA areHps Mo JIeKapCTBaTa,

yi1. ,,Jlamau I'pyes* No 8
1303 Codusn

Ten.: +35 928903417

yebcaiiT: www.bda.bg
Karo cho01uaBate HexXenaHH peakilvi, MOXKeTe 1a AaAETe CBOS TIPUHOC 34 NOMYYaBaHe Ha MOBeYe
HH(OPMaLIH OTHOCHO 5€30MACHOCTTA HA TORA JEKAPCTBO.

5. Kak xa coxpanasate HAHAKTHB

Ja ce cpxpaHsBa Ha MACTO, HEAOCTHITHO 34 /leHa.
/la ce cuxpanssa noa 25°C. Jla He ce oxnaxka WIH 3aMpa3sBa.

He usnonssaiite ToBa ekapcTBO cliel CPOKA HA FOHOCT, OTOENI3aH BEPXY €THKETa U KﬂpTOHEHaTa
OnaKkoBka. CpOKBT Ha FTOAHOCT OTTORAPS HA MOCHEAHHA A€H OT IIOCOYEHHS MECEL,




He naxsspasiite ekapcTsara B KAHATM3ALMATA MM B KOHTEHHEPA 34 ZOMALIHH OTTIAABLIIMU.
[lonuraiite Bamna gapmaneBr kak na U3XBbpIATe JIeKAPCTBATa, KOUTO Bede He H3non3sarte. Te3u
MEPKH LI¢ CIIOMOTHAT 3a ONa3BaHe Ha OKOJTHATa Cpe/ia.

6. ChabpskalHe Ha ONAKOBKATA H JONBJIHHETEIHZ HHPOpManHs

Kakso cpanpxa IAHAKTHB

AKTHBHATa CbCTaBKa e uoynpodeH. 1 ml ot cycniensusara cpanpxa 20 mg ubynpogen. 5 ml
cycneHsHs cpabpxa 100 mg ubynpoden.

[ToMowHKTE BELIECTBA Ca: XMIIPOMENO03a, KCAaHTAHOBA r'yMa, ravuepos (E422), Harpues GeHzoaTt
(E211), Teuen manrurton (E965), HatpHeB nuTpar, TMMOHEHa KMCEIHHA MOHOXHAPAT, 3aXapiH HATpHI
(E954), naTpHer xnopuz, apoMaT Ha aroaa (apoMaTH3MpaLlH CbeTaBKH, npomwieariukon (E1520),
BOJA), [IPEYUCTECHA BOAA.

Kak msraexxa [IAHAKTHB H kKakBo ¢hbabpka ONaKOBKATA

[TAHAKTHB e 0ana wim nmoutH 6sna nepopaiiHa CYCHEH3HMA ¢ BKYC Ha Aroju, noctassHa B 100 ml
uni 120 ml 6enn PET OyTuiiku che 3a1iuTena oTkbM OTBapsHe OT JA€la KANayka | 3areqarsalll

npecTeH. Beaka onakoBka chabpxka ao3Hpaila S ml nonuctupenosa cripaHuoeka (LDPE) (c nenexus
ot 0,1 ml).

IlpuTexaren ua paipelieHHeTO 32 YHOTpeHa B IPOA3BOAHTE.

IlpuTesaren Ha paspellleHHETo 33 YnoTpeGa
Pharmaceutical Works POLPHARMA SA

19, Pelplinska Str.
83-200 Starogard Gdanski
[oniua

llpoussoauren
MEDANA PHARMA SA

10, Wi. Lokietka Street
98-200 Sieradz
[lonua

To3n 1exkapceTBeH NPOAYKT € paipemien B AbpxasuTe wienxn na EUII noa caexnaTe
HAHMEHOBAHHA:

brarapus: IAHAKTHUB 100 mg/5 ml nepopanna cycnensus
Jlateua: IBUGARD 100 mg/5 ml suspensija iek3kigai lietoSanai;
Jlurea: IBUGARD 100 mg/5 ml geriamoji suspensija;

YHrapus: PANACTIV 100 mg/5 ml bels6leges szuszpenzid;

HAarTa HA moc/IeqHO NPEPA3IIeKIAHEe HA THCTOBKATA®



