QI QI0J™
JINCTOBKA: HHOOPMAIIHUS 3A ITAIIMEHTA'

M30HHU/ 100 mg TadaeTkn - FUIY 2 9 -09- 2075
ISONID 100 mg tablets
H3onuazun (Isoniazid)

[IpoueTreTe BHHMATEIHO IAJIATA JIHCTOBKA, NMpeIH Aa 3ano4vHeTe Ja NpHeMaTe TOBA JIEKAPCTBO,

ThH KAaTO TS ChAbpP:Ka BakHa 3a Bac nndopmanus.

- 3anazeTe Ta3u JUCTOBKA. MoKe J1a ce HaJl0XKHM J1a 1 IPOYETETE OTHOBO.

- AKO MMaTe HAKaKBH JAOTMbJIHUTEIHH BBITPOCH, NnonuTaiTe Baius nekap win ¢papmaliiesT.

- Tosa nekapcTBO € npeanucaHo JiMyHO Ha Bac. He ro npeorcrenBaiite Ha apyru xopa. To Moxe na
MM HaBpe/JH, HE3aBUCUMO OT TOBA, Y€ TEXHUTE CUMITTOMH ca ChlUIMTE KaTo Baiuwure.

- AKO MOMy4YdTe HSKAKBU HeEXeJaHW JIEKapCTBEHM peakllud, YyBeaoMere Bamwus jekap WM
¢apmaneBT. ToBa BKJIHOYBA U BCHYKH Bb3MOXKHH HEXKEJIaHU peaKLMH, HEONMHUCAHW B Ta3H JIMCTOBKA.

BuxTe Touka 4.

B Ta3u sqHcTOBKA:
KakBo npeacrasiasisa M3OHKW/I u 3a kakBo ce U3nos3Ba
KakBo TpsAOBa aa 3Haete npeau aa npuemere U3OHU /]

l.

2

L2 Kak na npuemare U3OHU]]

4. BB3MOKHHU HeKeJlaHW peaKLuH
S5

6

Kak na cexpansisate U3OHW /]
ChbabprKaHUe Ha ONakoBKaTa M AOIMbJIHUTEIHA HHDOpMaLIUS

1. Kakso npeacrasiasasa U3OHU/I n 3a kakBO ce H310.13BA

M30HHU/] 100 mg TabineTtku npuHAUIEKH KBM rpyrnara Ha TPOTHBOTYOEpPKYJIO3HUTE JieKapCTBa.
AKTUBHOTO BELLECTBO € U30HHa3ua. To yOuBa OakrepuuTe, KOUTO NMPHUUYHHABAT TyOEpKYyJ103a.
U30HKW]/1 100 mg Tabnerku ce npunara 3a JieyeHHe Ha TyOepKy03a, NMpUYHMHEHA OT TyOepKyJio3eH

MHKOOaKTEepHH.
To# ce u3nos3Ba 3a sieyenne Ha OenoApoOHU U M3BBHOENOAPOOHM GOpMH Ha TyDesiKyno3a, KaKToO U 3a

npoguiIaKkTUKa NpH OJIM3BK KOHTAKT ChC 3apa30HOCHTEIH.

¥ 4 Kakso Tpa0OBa aa 3naere npeau aa npuemere U3OHHU /]

He npuemaiite U3OHU /]

& aKO CTe€ aJepruyHu (CBbPBHXYYBCTBHUTEIIHM) KBM H30HHA3ZMA WIM KbM HIKOE OT TMOMOLIHHTE
BELLIECTBA Ha NMPOAYKTa:

® aKO UMaTe ocTpo YepHoapoOHoO 3abolisiBaHe;

® [MPH ENMHJIETNICHA W JIPYTH I'bPUYOBH CHCTOSHUA;

v aKO HAKOra CTe UMaJjii TeXKbK KOXKE€H 0OpHUB MJIM OesleHe Ha KoKaTa, oOpa3yBaHe Ha MeXypH W/HUIIu

paHu B ycrtara ciaea npuem Ha U3OHHU/I.

IIpeaynpexaeHus H npeaAnazHu MepKH
[Ipensua Bb3MokHaTa yepHoapoOHa TokcuuHocT Ha U3OHU/I, ce Hanara peloBHO MOHHMTOpHUpaHE Ha
yepHoApoOHaTa (YHKLMS upe3 npociesiBaHe CTOWHOCTUTE Ha 4epHOApoOHHUTe eH3umu. [Ipu noka3aHo
TEKKO 4epHoApoOHO yBpexaaHe jedyeHuero ¢ M3OHU/l ce npeycraHoBsiBa ¥ ce 3ame

AJITCPHATHUBEH IMPOAYKT.

[Ipy seyenne ¢ MU30HWKM]] cbuiecTByBa BB3MOMXKHOCT OT pa3BHTHE HA b
PE3UCTEHTHOCT. 3a Ja ce M30erHe pe3sHCTEeHTHOCTTA € YJa4yHO KOMOWHMpaHEeTo
ETamOyTOn WK aApyru npoTUBOTYOEPKYI03HH MPOJAYKTH.



[Ipn nailleHTH C yBEJMYEH PUCK OT fepudepHa HEBPOMATHA, NMHUPHAOKCHHOB AeULHT (nuaberuLm,
AIKOXOJIWLIM, ChCTOSHUE Ha ypeMHd, U MAJHYTPHLMUA) ce TpernopbuBa npuwioxkeHne Ha 10 mg/aHeBHO
MAPHAOKCHH.

[Ipy nauMeHTH ¢ HanpeaHala KapAHOCKJIEpO3a CBIIECTBYBAa ONACHOCT OT KapAHOLHPKYIAaTOPHH
HApYILUEHHA.

CepHo3HM KOXXHU peakuMH, Hanpumep cHHApoM Ha CtuebHe-/DkoHCHH (SIS), TokcHMuHa enuaepMaina
Hekponu3za (TEN), nekapcrteeHa peakuus ¢ cozuHodwiMs M cucremuu cummromMd (DRESS) u octpa
reHepalM3upaHa ek3aHreMaro3Ha nycrynosa (AGEP) ca cvobueHu BeB Bpb3ka ¢ jedeHueTo ¢ U3OHU/L.
Cnpere aa usnonszsate U3OHHW /] u HezabaBHO moThpceTe MEAULIMHCKA NOMOILIL, aKo 3abenexure HAKOH

OT CHMIITOMHTE, OITHMCAHH B TOHKA 4,

Apyra aekapersa 1 U3OHHU /]
HUndopmupaiite Baius nekap win dpapMaleBT, ako NpHeMaTe, HaCKOpO CTe NPUEMAIH WIH € BBE3MOXKHO

Ad MTpHEMATE JAPYTrH JICKApCTBA.

Enxorpemennoro npunoxkeHue Ha W30OHHJ] ¢ opyrd nexkapcrBeHM TNPOOYKTH MOXE Aa JOBEAE 10
3aCHUIBAHE WIH OTcNabBaHe Ha edeKTa UM.

YBejomere JICKYBAalllHA CH JICKAP, aKO [IpHEMATe.

. AJTYMWHMEBH COJIU U XUAPOOKUCH

o DeHUTOHH (33 NEYEHUE Ha EMUAENCUs), prpaMnHuUHH (3a NedyeHue Ha Tybepkynosa), auasernam
(M3NOJI3BAH TIPpH  HEBpO3H), BapdapHH (C DNPOTHBOCHCHPBALIO IEHCTBHE), KeTOKOHA30J
(MpOTHBOrEOMHKOBO), KOPTHKOCTEPOKIM (XOPMOHAJIHH JIEKAPCTBA).

IIpuem na U3OHH/] ¢ xpaHH, HANATKH B AJIKO0X0
CrpluebHeHe, ycKOpeHa c¢bpiedHa AeHHOCT, rnaBodonne, Apa3sHeHe Ha oOwHATa JIMTaBHIA, YYECTEHO

avinade ca HabmonasaHu npy npueM Ha U3OHU/ cnen koHcymanus Ha cupeHe, YEpBEHO BHHO, pHla,
KOETO MOBKLIABA OMACHOCTTA OT NMOABATA HA CBPBXUYYBCTBHUTEITHOCT H NMOBULICHO KPBBHO HANIArAHE,

bpeMeRHOCT, KbpMeHE H PePTHARTET
AKO cTe OpeMeHHa WIH KbPMHTE, CMATATE, Ye MOXE Ja cTe OpeMeHHa MMM rutaHupare OpeMeHHOCT,

nocwBeTBaiTe ce ¢ Balua aekap uind gapmauesT npeau ynorpebara Ha TOBa JEKapCTRO.,
Tol ule onpeaeny ganyd MOXKETE Aa MpUeMaTe TOBa JICKAPCTBO CAel KATO IMPELEHH, JAJIH OYaKBaHHUTE
NOJ3H OT NPUJIOKEHHETO MY HAZBHILIABaT MOTEHUHAITHHTE PHCKOBe 3a Bac u BalueTo nere.

Hlogpnpane u padora ¢ MAIIHAH
[To Bpeme Ha ynorpeba Ha U3OHH/ na ce wodupa 4 paboTi ¢ MaHIWHK C NOBKLIEHO BHUMaHUeE, NOpaay
HexXeNnaHu edekTH, KOUTO ce HabmoaaBaT npH HAKOM NAaLMEHTH (CBETOBBPTEXK, NPEeBb3IOYAEHOCT,

[NICHXO03H, HaPYLICHHUC Ha HOXUI[KBTH).

H30HHU] chrabpxa NIMEHAYHO HHUIECTE
B cbctaa Ha HU30HWUI eaHo orT noMmolnHHTE BelIECTBA € IILEHUYHO HHILECTe. fO MOXe ha

MpeacTap/iAaBa OIIACHOCT 3d XOpa € LHBbOJIHAKHA (I‘J'IYTEHOB& EHTE[JGI'IHTHH).

3. Kak na npuemare H3OHU

BuHaru HpHEMHﬁTE TOBA JICKAPCTBO TOHHO KAKTO € OIIMCAHO B TA3H JTHCTOBKA WJTH KAKTO Bue NpEANHnCal

Baiius nexap! AKo He ¢cTe CHI'VDHH B Helllo, nonuTaiire Baums 1ekap v hapMaleBT.
’ p o

Baiuus nekap, kaTo ¢€ OCHORaBa Ha 0a3a Ha Bawero TesiecHO Terno.
HauuH Ha ynorpeba — npe3 ycrara, Ha rlaJiHo.
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[IpenopbuBaHH AO3M:

Eoceonesen pexcum:
. npu oeya 10 mg/kg/nen (ot 10 1o 15 mg/kg/nen);
. npu ev3pacmuu S mg/kg/nen (ot 4 no 6 mg/kg/nen)

Humepmumenmen pescum:
[Tpu To31 pexum obilata cenMHUHA f103a ce paznpenens B 2 unu 3 npuema (2 Wi 3 mbTH CEAMUYHO).

3a meua noa 3-MeceuHa Bh3pacT He € BL3MOXKHO 12 ¢€ NMPENopbhyaT JO30BH PEXHMH, NOpaaH JIUINCATA Ha
NOCTAaThYHO cneLudHYHH NaHHH.

[TpoasmkATENHOCTTa HA IE4EHUETO U NpodunakTUKaTa ca MHIWBUAYAJIHH, B 3aBUCHMOCT OT (hazaTa Ha
3a00JIIBaHETO M ce OTIpeAeN AT OT JIEKYBAllK JEKap.

MHHUMaNeH Kypc Ha JiedyeHue — 2 Mecella, MaKCuMaleH — 9 Mecera.

MuHuManeH Kype Ha npoduinakTika — 3 Mecelia, MaKCMMalieH — 1 roauHa.

Ao cTe npHen nosede or HeobOxoanmara ao3a I3OHU

[Ipu mpenoszupaHe € HEOOXOAMMO f1a ce 0ObLpHETEe KbM JIEKYBAaLIMA JeKap UM Hai-0AM3KoTO NeuedHOo
3aBECHHUE.

Hosun ot 2 no 3 g (20 — 30 TabneTkn) H30HHA3U] CA TOKCHUYHH.

HezabaBHOo ce oObpHETE KBM JIeKyBallys JIEKap, B Cny4yaid, 4ye ce MosBH Bb30yna, rajieHe, moBphILAHeE,
CBETOBBPTEXK, XANOUWHAIMH, paslIMpeHHe HA 3eHULIMTE, NPUCTHMH Ha M'bPYOBE, NMOHHXKEHH CTOHHOCTH
Ha KPBLBHOTO Ha/lsAraHe, YyBCTBO Ha 3aTOILIAHE, 3aUyepBsiBaHe Ha JIMLETO.

AKo cTe nponycHaau 1a npuemMere U3OHH /I
BaeMere nponycHaTaTa 103a KOJKOTO € Bb3MOXHO MO-CKOpO. AKO € BpeME 3a ClI€/IBalllaTa 033, B3eMeTe

s kakTo 0OMKHOBeHO. He B3umaiTe nBoiHa noza. Ilpoabikere ga B3MMaTe J€KapcTBOTO, Kakro BH e
NpeanucaHo.

4, BBb3MOXKHH HEXKEJIAHH peakuHH

Kakro Bcuuku nekapcrsa, USOHU ]I Mmoxe na npeau3BUKa HEXeJIaHH peaKLHH, BBIIPEKH Ye HE BCEKH TH

[oJv4vasa.
AKo MOYYBCTBATE HAKOH OT CJCAHHTE HEXEIIAHH NEKAPCTBCHH PCAKLHH, CBBPKETE CC Bbh3MOXHO HaM-

6bp30 ¢ Bawnsa nexkap:

e DBu3nanenne Ha MaHKpeaca, KOETO MPUUYMHABA TEXKH OONKH B cToMaxa M rbpba (MaHKpeaTwr,
YECTOTA HEU3BECTHA).

e Texko, oOWIMPHO YyBpexknaHe Ha KoxkaTa (OTheNnsdHE Ha eNWIEpMHCA H MOBBPXHOCTHHTE
JIMraBvUM) ( TOKCHYHa enuaepMainHa Hekpoausa, TEN, Moxke aa 3acerde ao 1 Ha 1000 ayiun)

o JlekapcTBeHa peaklMs, KOATO NpPUYUHABA OOpDHB, TEMIEpaTypa, BBL3NAJIEHHE HA BHTPEIIHHTE
OpraHM, XeMaTOJIOTHYHH OTKJIOHEHHUAH CHCTEMHO 3abonaBaHe (cuHapomM DRESS moxe na
3acerHe A0 | Ha 1000 nyiuw). |

o [loxbaTaBaHE Ha KOXKAaTa UNH BANOTO HA OUMTE WIH NOTHMHABAHE Ha YPHHATa M M3CBET/ISBaHE
Ha H3NpaKHEHHATa, yMopa , ciabocrt, oo HepaznonoxeHue, 3aryba Ha aneTHT, rajeHe WIH
MOBPBIUAHE, MPHUYHHEHHU OT YepHOAPOOHH npobrnemMu (xenaTuT, MoXke Aa 3acerHe Ao 1 xa 100
AYLIN).

CrnenHuTe HEXEeNnaHH peakiiy ¢ca choOIaBaHu NpU NALMEHTH JIEKYBAHH ¢ H30HHA3WL!
B npeanucannTe neuebHu no34 H30HHA3KM] € ¢ 100pa NOHOCHMOCT.

Muoro psaako ce HaOnmiomaBar: rajeHe, MoBpbllaHe, OONKH B CTOMaxa, CyXOTa E
MOHHXeH OpoH TpoMOOLMTH, 3auepBABaHe Ha NTHLIETO, OONKH B CTABHTE, ATHITHYHH

(koxHO 3abonsABaHe, BCIEACTBHE HENOCTHI HAa BUTAMMHMTE OT Ipynara Ha B-kg PR A
KpbBHA 3axap, ObbpeuHM HapyiueHHMs, auabeT, alKOXONHM3BM, HEMBAHOLIEHHO XPAHIMCY SaE
OHKOJIOTHYHH 3a00/1ABaHNA, 3aPbKKA HA YPHHATa, Obp30onpexoaeH oOpHB, AN\ i s
(S AN
)
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C HenzBeCcTHAa 4eCTOTaA:
e Bm3nanenne Ha KPBBOHOCHUTE CBAOBE.

e YepeeH, mOCNeCT, LIKPOKO pasnpocTpaHeH OOpHB ¢ MORXYTHHM TNOA KOXKATA M MEXYPH,
[MPUIPYMKEH OT NMOBULIEHA TeMnepaTypa, CUMNTOMUTE 0OMKHOBEHO c€ MOABABAT B HAYAJIOTO Ha

neveHHeTo (OCTpa FreHepallM3upaHa €K3aHTeMaTO3Ha IyCcTyno03a).
e (CuHppoM, nofodeH Ha Jiymyc, NpHYHHABALL CHMIITOMM KaTO IMOAYBaHE Ha CTABUTE, yMOpa,
OOpUBH. , ,

CrobinaBane Ha HEXKEJIAHA PeaKUHH
AKO MONYYMTE HAKAKBU HEXEIAHU JIEKAPCTBCHU PEaKLUMWH, yBeaoMeTe Baummsa nexkap HIH ¢dapMaLEBT.

ToBa BKJIIOYBA BCHYKH BB3IMOXKHH, HEOMMUCAHH B Ta3M JINCTOBKA HexelaHH peakuMu. Moxkere CbILO Taka
Aa ChOOLIHTE 33 HEXKENAHHU PEAKLIUH IUPEKTHO Upes:

HMs3nbnauTenHa areHuus 1o Jexapereara

yi. “Zamsan Fpyes” Ne 8

1303 Codus

Tena.:+359 2 8903417

yebcaiT: www.bda.bg
Kato cnobmaBare HexenaHW peakUHM, MOXKETE Aa AajeTe CBOA IMPHHOC 3a MOJAy4YaBaHE Ha INOBeue

HH{bOpMaIIHH OTHOCHO 0€30MacHOCTTa Ha TOBA JEKAPCTBO.

S. Kak aa coxpamsasare H30HH /|
Jla ce cpXpaHABa Ha MACTO, HEAOCTBITHO 3a Jela.

CbxpaHsABaiTe B OPUIrHHAJIHATa ONAKOBKA, HA CYXO M 3alHTEHO OT CBETIIMHA MACTO, NPH TEMIleparTypa
noxg 25°C.

He usnonseafite UI3OHWJ] 100 mg Tabnetku cnen cpoka Ha roaHoct, orbenssaH BbpXY KapTOoHeHaTa
onakoeka. CpOKbT Ha TOTHOCT OTrOBapA Ha MOCJEAHUA JE€H OT NMOCOYEeHH Mecell.

He HBXB'I:pJIHﬁTE JACKapCTBaTa B KAHAIIH34alHuATa NH B KGHTEﬁHEp& 3a JOMAallHU oTnansliy. [lonmuraiTe
Baiinsg cbapmaueBT KaK 1dda H3XPBPJIATE JICKApCTBATa, KOHWUTO BCYE HE HINOJ3BATE. Tesu MEPKH LI
CIIOMOTI'HAT 34 OIna3BaHC Ha OKOQJIHaTa cp€lia.

6. CoabpKaHHe HA OMAKORKATA H ACNBJAHHMTE/IHA HHPpOpMALHA

Kakso csaspxa I3OHU 100 mg Tadaerkn
- AKTHBHOTO BellecTBO € W30HHa3HIl.
- Jpyrure CbCTaBKU Ca: MIIEHUYHO HHUILECTE, NOBUAOH K-25, Tank, MarHe3mer creapar.

Kak m3rnexaa H30HHU/ 100 mg tabeTKH H KAKBO CHABPKA ONAKOBKATA

Kpbriav, ABoHHOM3MBKHANH TaONEeTKH ¢ JHaMeTsp 7 mm # 641 A0 NOYTH O LBAT.

Ilpeanara ce B 6auctepu ot I11BX-Ho / anymuuunero gonmo, no 25 tabnerxu B 6nucrep.

[To 100 Tabnerku (4 Onucrepa X 25 TabneTku) B KapTOHEHA KYTHA, 32€1HO C MHGOpPMALIMA 32 NallHeHTA.
[To 150 Tabnetku (6 OnucTepa X 25 TabneTky) B KapTOHEHA KYTHA, 3a€1HO ¢ HHMOpMaLIUA 32 NaLUeHTa.
He BcHuky BHAOBE ONakoOBKH MOraT Aa ObAaT NycHaTH B npoaaxoa.

IIpuTexkaTen Ha paspelieHHeTo 3a ynorpebda:
JAHCOH-bI' GO/

yn. “Otewn [lancnit” No26

2400 rp. Papomup

bbarapus

Ten.: 024519300
e-mail: office(@danhson.bg




, ] . “E""""-'-l ; . v ',., cuy - r . ] » 4 * L e - _ . n b ._'r . - . = . _-'lJ"‘- ﬁ K ;‘ lI-_- _ - -": . . - . [
e R SRS ':‘frﬁj; : “Ehf v, ! " o }-{- LA SRE ST DA - (A \
S ' Y bty AUy R : ' VR UYL ¥ _ o \
II .!i'. ’ _.F_.'-'!f"f .:". ¢ -'. L : 1 ; ‘#‘:].l : ;‘..!r' . El . - ) ) 1 :‘ ’ A

. . : Frs
R i i t 'i':

4 e

IIpoussoauTen:
BETITIPOM A/l

va. "Oten [Haucuii” Ne 26
2400, rp. Pagomup,
bunrapus

JdaTta Ha noceaHa peAakuuda Ha gucTopkara: 08/2025 .




