JIucTrok-BraaabIu: HHGOPMALUS A AlHEHTA

3EHTEJL, cycnen3us aJist npueMa BHYTpb, 40 Mr/mJ
3EHTEJL Ta6aerku 400 mr

A0eHaa3oun

Hepez[ IIPpUMEHCHUEM IIp€riapaTta IMOJIHOCTBIO HpOQHTaﬁTe JIMCTOK-BKJIAABbIII, ITOCKOJIBKY B
HEM COACPIKATCA BaAXXHBIC 1JIs1 BaC CBEACHU.

— CoxpaHHUTe 3TOT JUCTOK-BKJIAIAbII. B03MOXHO, BaM moTpeOyercsi Mpo4uTaTh €ro
eule pas.

— Ecnu y Bac BO3HUKJIM JOIOJIHUTENbHBIE BOIPOCHL, OOpAaTUTECHh K JIEHAIIEMy Bpady
WK paOOTHUKY alTEKH.

- HpenapaT Ha3HauYeH MMEHHO BaM. He Hepez(aBaﬁTe €Tro APpYyruM JIFOAAM. On MOXeT
HaBpCAUTH UM, JAKEC €CJIN CUMIITOMBI UX 3a00JIeBaHUS COBIIaAArOT C BalllUMH.

— FEcnu y Bac BO3HUKIM Kakue-NHOO HEXKeNaTellbHble peakiuu, oOpaTUTech K
JedanieMy Bpady Wi paOOTHUKY anTeku. J[aHHas pekoMeHIanus pacipocTpaHseTcs
Ha J1I00Oble BO3MOJKHBIE HEXelaTeJdbHble pPEaKIUH, B TOM YHCIE Ha HE
IIepevUCIICHHBIE B pa3jiene 4 IMCTKa-BKIa bllIa.

COAEPXAHME JIMCTKA-BKJIAJIBILIIA

1. Yto u3 cebs mpeacTapiseT npenapat 3eHTeN U I Yero €ro NPUMEHSIOT.
O uem cneyeT 3HaTh NepeJl IPUMEHEHUEM Npenapara 3eHTell,
[Ipumenenue npenapata 3eHTEl.
Bo3MoxHbIe HeXKeIaTeIbHbIS peaKkuunu.
XpaHeHue npenapara 3eHTedl.

o gk wN

CozepKUMoe YITaKOBKHY Y MMPOYHUE CBEICHUS.

1. 4YTO U3 CEbSA NPEIACTABJISIET IPEITAPAT 3EHTEJI U IJIS1 YET'O ET'O
MNPUMEHAIOT

[Ipenapar 3eHTen conepKUT AEHCTBYIOIIEE BEIIECTBO MO/ Ha3BaHHEM ajbeHaa3051. AnbeHaa30:1
OTHOCHUTCSI K I'pyIIIE JIEKAPCTB, UMEHYEMBIX MPOTUBOIVINCTHBIMU CPEACTBAMM, U HCIIOJIBb3YETCS
JUISL IeYeHUs] MHPEKIMA, BRI3BIBAEMBIX PSIOM Mapa3uTOB WM TeIbMUHTOB, BKIIOYass HUTOUHYIO
HeMaroqy (OCTpHIly), acKapuay, BIacorjaBa, JICHTOYHOTO YepBsl M aHKWIOCcTOMY. JlaHHBIE
TeJIbMUHTBHI M Mapa3uThl OOBIYHO MHPUIMPYIOT KUIIEYHUK, OJHAKO MOTYT MOpa)kaTh U Jpyrue
YacTH OpraHu3Ma.

[pernapar 3eHTen paboTaeT 3a CYET TOTO, YTO MPEMATCTBYET MOTIOMICHUIO caxapa (e1r0Ko3bi)
TeIbMUHTAMU, Tapa3suTaMd W WX JUYMHKAMHU, B PE3yJIbTATC YEr0 OHU TEPSIOT JHEPIHI0 H
morudaroT.

2. OYEM CIIEAYET 3HATbH NEPEJI TPUEMOM IIPEITAPATA 3EHTEJI

He npunnmaiite npenapar 3eHTes:



e cciu Bbl OepeMeHHBI, €CIM Bbl AyMaeTe, YTO MOKeTe ObITb OepeMeHHbI, WU €CIU Bbl
IJIaHUpYyeTe 3a0epemMeHeThb (cM. bepemennocms u epyonoe éckapmiusanue B Pasaene 2);

e eCIM y Bac UMeEETCs ajlieprusi (eunepuyscmeumenphocms) K anOEHIa307dy WU JT0O0MY
JIpYroMy KOMIIOHEHTY mpemaparta 3eHren (mepeduciieHsl moja 3aroinoBkoM «IIpemapat
3enTen conepxut» B Paznene 6).

=»  Eciu BbI cuuTaeTe, YTO KaKoe-1100 U3 JNAHHBIX YTBEPIKIACHUH MOXKET ObITh MPHUMEHHMO K
BaM, He IPUMHHUMAaliTe nNpenapaTt 3eHTeJI 10 TeX MOp, OKa HE MPOKOHCYIBTHUPYETECH CO
CBOMM JIEYaIllUM BPauOM.

Oco0ble ykazaHus U Mepbl NPeI0CTOPOKHOCTH

Ilpumenenue npu Kuwmeunvlx uH@ekyuax u Koxchom cunopome Larva Migrans
(nenpoooncumenvroe neuenue ¢ ucnov3oeanuem 6o0aee HU3KOU 003bl)

[lepen wHawanom npuema upenapata 3eHTed BaMu/ BalllUM PpPEeOCHKOM HEOO0XOIUMO
nporH(pOPMUPOBATH BAIIETO JICUAIIETO Bpaya:

e ecny y Bac/ Ballero pebeHka uMeercs 3a001eBaHue eYeHH;

e eciu y Bac/ Balero pebeHka umeercs 3a00jieBaHue MOYeEK.

7KeHmMHbBI, 00J1a/1a10111Me PENPOAYKTHBHBIM MOTEHIIHAJIOM

Bo u3bexxanne npreMa npemnaparta 3eHTeN Ha paHHUX CpOKax OepeMEeHHOCTH cM. bepemenHocms
u epyonoe eckapmaueanue B Paznene 2.

3360.]16B3HHH, B OTHOICHHUH KOTOPLIX BaM H606X0)II/IMO ObITh HaCTOpoOkKe

VY mrozeil, KOTopble MOJy4aroT JICYEHUE B CBS3U C Mapa3UTapHbIMU MH(EKIHUAMHU, TAKKe MOKET
UMETbCS PeKas M cepbe3Has MHQEKIMs TOJOBHOTO MO3Tra MO HAa3BAHUEM HeUpoyucmuyepkos,
OJTHAKO OHM HE BCErja 3HalT, YTO OHA y HUX ecTbh. J[aHHAas MHQEKIUs MOXET NMPUBOIUTH K
NPUCTYTIAaM (CyIOPOKHBIM MPUTIAIKaM) B JPYTUM CUMIITOMaM; CM. «3a00JieBaHUs, B OTHOILICHUH
KOTOPBIX BaM HEOOXOAMMO ObITh HacTOpoxke» B Paznene 4.

Cycnensusn

Co0u101aiiTe 0c00YI0 OCTOPOKHOCTH NPH NpHeMe Npenaparta 3eHTes

[lpu nr0O00OM TONMAAaHWU Tpenapata Ha KOXY | (WIM) B TJia3a HEMEIICHHO TPOMOUTE
MOpPaXEHHYIO0 00JIacTh, MOCKOJIbKY Tpernapar 3eHTel COIEPKUT OEH30HHYI0 KHCIOTY, KOTopas
MOJKET BBI3BIBATH Pa3paKeHUE KOXKU U Tia3.

Hpumenenue npu CucCmemHblx un¢em¢uﬂx, 6bl36AHHBIX 2eéibMUHmMAMU (60]188 otumeJibHoe
JleyeHue ¢ UCNOIb306aHUEM DOoT1ee 8bICOKUX 003)

[lepen wHawanom npuema Tpemnapata 3eHTeN BaMu/ BalldM pEOCHKOM HEOOXOAMMO
nporH()OPMUPOBATH BAIIETO JICUAIIETo Bpaya:
® cCIIM BalieMy peOCHKY ellle He MCTIOJTHUIIOCH 6 JieT;



e cciu y Bac/ Bamiero pebeHka nMeeTcs 3a00JieBaHue MeYeHH;
e cciM y Bac/ Baiero peOeHka umeercs 3a00JieBaHue MOYeK.

AHaJM3 KpoBHU M npenapat 3eHTel

IIpenapat 3eHTea MOXET:

o BbI3bIBATb CHMXKCHUEC KOJINYCCTBA KJIICTOK KPOBH, BBIpa6aTBIBa€MBIX B OpraHU3ME;

e BBI3BIBATH YBEIMYCHHE YPOBHS (PEPMEHTOB (XUMHUUECKHX BELIECTB, COJACPIKAIINXCS B KPOBH),
KOTOPBIC BBIPa0AThIBAIOTCS TIEUYCHBIO.

B 3aBucuMocTH OT MOJIy4EHHBIX pPE3yJbTAaTOB aHalW3a KPOBH, BaM MOXKET IMOHAJA00OUTHCA

NPEKPaTUTh JICYCHHE NaHHBIM MpernapaToM HaBcerjga MO0 HeHaaodro. Bamr newamwmii Bpau

MO3KeT OpaTh 00pa3Ilbl Ballleil KPOBU HA aHAIIU3 10 U BO BPeMsl JISUCHHUSI, YTOOBI TPOBEPUTH Y Bac

KOJINYECTBO KJIETOK KPOBH U YPOBEHb (DEPMEHTOB IEUYCHH.

7Kenmunel, odJasapnue penpoaAyKTHBHBIM OTEHIHAJIOM

Bo wu3bexanme mnpuemMa mpenapata 3€HTEI HAa  paHHUX CpPOKax OEpeMEHHOCTH
cM. «bepemenHOCTh M TpyAHOE BCKapMinBaHue» B Paznerne 2.

3360.]16B3HHH, B OTHOICHHUM KOTOPLIX BaM H606X0)II/IMO ObITh HaCTOpOkKe

VY nmronei, KOTopbIe MONYYaroT JEUCHUE B CBSI3U C Mapa3suTapHBIMH WH(MEKIHUSIMH, TAaKKE MOXKET
UMETBCS pejiKasi U cepbe3Hast UH(MEKIHs TOJIOBHOTO MO3Ta MO Ha3BAHUEM HelupOoyucmuyepros,
OJTHAKO OHM HE BCErja 3HAIOT, YTO OHA Yy HHUX ecTh. /laHHas MH(EKIHS MOKET NMPUBOJUTH K
npucTynam (CyJI0pOKHBIM IPUITAIKaM) U IPYTUM CHMIITOMaM; CM. «3a00JIeBaHusI, B OTHOIIICHUN
KOTOPBIX BaM HE0OX0AMMO OBITh HacTOpOke» B Pazaerne 4.

Cycnensusn

Co0u101aiiTe 0cO0YI0 OCTOPOKHOCTH NPH NpHeMe Npenaparta 3eHTes

[Ipn nroboM momagaHuM mpenapara Ha KOXY U (WIM) B Tia3a HEMEUICHHO MPOMOTe
MOPaXEHHYIO0 00JIacTh, MOCKOJIbKY Tpernapar 3eHTel COIEPKUT OEH30HHYI0 KHCIOTY, KOTopas
MOJKCT BbI3BIBATH pa3ApPaKCHUEC KOXHU U IJ1a3.

Jpyrue npenapartbl U npenapart 3eHTeJ

Hekotopbeie nekapcTBa MOTYT BIHUSATh Ha JIEHCTBHE Tperapara 3€HTEN WM IOBBICUTH

BEPOSITHOCTH Pa3BUTHS y BaC HEXKENATENBHBIX peakiuii. K Takum jexapcTBaM OTHOCSITCS

®  MMETHIUH (JIUIsI JICYCHUS SI3BBI JKETYIKA)

e  Mpa3uKBaHTEN (I JeYCHHs HEKOTOPHIX MH(EKIHii, BHI3BAHHBIX IeJIbMHUHTAMH)

e  JleKcaMeTa30H (IS JIeYCHHs] BOCTIAJIEHHS MUIH AJIJIEPTHH)

e  putoHaBup (s neuenus BUU-unpexmmn)

e (enutouH, kapbamazenuH win (HeHOOApOUTAN Ui JICYCHUS MPHUCTYNOB (CYOOpPOICHBIX
npUnaoKos) v AMUJIENCUH.

= CoobmuTe eyarieMy Bpady Wik paOOTHUKY anTeKHd O TOM, YTO BbI IPUHUMAETE KaKue-I1uoo
Ipyrue npenapatsl. Bamn nedamuii Bpau MOXKET MPUHATH PeUIeHHE O HEOOXOIUMOCTU
NPOBEJCHUS JJI Bac JOMOJHUTEIBHBIX OOCIENOBaHUM JIMOO CKOPPEKTHPOBATH Ballly
JI03y COOTBETCTBYIOIINM 00pazoM.



BepemeHHOCTDH M rpyAHOE BCKAPMJIMBaHHUE

Ilpumenenue npu KuuieyHvlX UH@PEKYUAX U KOHcHOM cuHOpome Larva Migrans
(nenpoodonrcumenvrnoe JleuyeHue c UCNOIb306AHUEM oonee HU3KOIL 003bl)
[Ipenapat 3eHTen MOKET HAHECTH Bpel peOeHKY B yTpobe Matepu. He mpunumaiite npenapart
3eHTeJ1, €clii Bbl 0epeMeHHbI, €CJIU Bbl AyMAaeTe, YTO MOKeTe ObITh OepeMeHHbI, UIH €CIIH BbI
IJIaHUpYyeTe 3a0epeMeHeTh.

e Coo0mmuTe BameMy JieyalieMmMy Bpayy, €cJu Bbl 0OepeMeHHBbI WIH IJIaHUPYyETe
3a0€pEeMEHETbD.

e Hcnoan3yiiTe HaJeKHbIe CPeJACTBA KOHTPALENMUIMH /I HEJAOMYIIEHUS HACTYIUICHUS
OepeMeHHOCTH BO BpeMs JICUeHUs IpernapaToM 3eHTeN.

e Ecanu BbI Bee ke 3a0epeMeHe I BO BpeMsl JIeYeHHs TpernapaToM 3eHTel, coo0ImuTe 00
ATOM BalleMy JedalieMy Bpauy.

Hen3BecTHO, MOT'YT 1M KOMIIOHEHTHI Ipenapara 3€HTell MIPOHUKATh B TpyaHOe Mojoko. Ecan
Bbl OCYLIeCTBJIsieTe TPyJHOe BCKapMJIMBaHHe, II€pE]l HauyajloM I[pueMa Ipenapara 3eHTel
00s13aTeJIbHO NPOKOHCYJILTUPYHTECH CO CBOMM JIeYALMM BPAYOM.

Ilpumenenue npu cucmemHvlxX UHPEKYUAX, 6bI36AHHBIX 2eAbMUHmMAMU (001€e OnumenvHoe
JleyeHue ¢ UCNOIb306aHUeM DoT1ee 8bICOKUX 003)

[Ipenapat 3eHTen MOKeT HAaHECTH Bpel peOeHKY B yTpobe MaTepu. He mpunumaiite npenapart
3eHTe1, eclTi BbI 0epeMeHHBI, €CIIA BBl IyMaeTe, YTO MOKeTe ObITh 0epeMeHHBI, WIIA €CITH BB
IJIAHUPpYeTe 3a0epeMeHeTb.

e Coo0mmuTe BameMy JieyalieMmMy Bpayy, €cjJi Bbl 0OepeMeHHbl WIH IIJIaHUPYETe
3a0€pEeMEHETD.

e Hcnoan3yiiTe Hale’KHBbIE CPEACTBA KOHTPAUENIMHU IS HEJOMYIIECHHUS] HACTYTUICHUS
OepeMeHHOCTH BO BpeMs JICUCHUs IpernapaToM 3eHTeN.

e Ecanu BbI Bee ke 3a0epeMeHe I BO BpeMsi JIeYeHHs TpernapaToM 3eHTel, Coo0ImmTe 00
9TOM BallleMy JieyaleMy Bpady.

Hen3BecTHO, MOTYT 1M KOMIIOHEHTHI Ipenapara 3€HTeNl IPOHUKATh B rpyHoe Mojioko. Ecan
Bbl OCYILIECTBJIsieTe TPyJHOe BCKapMJIMBaHHe, II€pPE]l HAdajloM IMpueMa Ipenapara 3eHTel
00s13aTeJIbHO NPOKOHCYJIBTHPYHTECH CO CBOMM JIeYALMM BPA4YOM.

3. INIPUMEHEHME IIPEITAPATA 3EHTEJI

Bceerna npuaumaiiTe npenapar B IOJHOM COOTBETCTBHHM C PEKOMEHJALMAMM JIE€YAIllero Bpada.
[Ipu nosiBNEHNN COMHEHUH MOCOBETYNTECH C JICUALIUM BpauyoM WM paOOTHUKOM amTeKH.

Bam sneyammii Bpay omnpeaesuT NPaBWILHYIO 03y npenapata 3eHTeJ U HCOOXOIUMYIO
POIODKUTEIBHOCT JIeYeHUs i Bac (Wi Bamiero pebenka). Bece 310 Oyaer 3aBHCETh OT



BaIllell MacChl TeJIa ¥ BAIlIETO BO3PACTa, a TAKXKE OT THIIA U CTENICHH TSHKECTH Balllel HHPEKITUH.
Ilpumenenue npu Kuwieunvlx uHpexkyuax u KoxcHom cunopome Larva Migrans
(HenpoooIcUmenbHoe euenue ¢ UCNOIb308AHUEM 0o0lee HU3KOU 003bl)

HpenapaT 3eHTeN PEKOMCHAYCTCS NIPUHUMATL B OJHO U TO K€ BPEMA Ka)XJIbIi1 JICHb.

[Ipenapat 3eHTEN MOKHO IPUHUMATh BO BpeMsl €/1bl WIIA Cpa3y M1OCIIE €/bl.
Coo0muTe BaleMy JieyameMy Bpady, €CIIM BbI MO-TIPEKHEMY HCIBITHIBAETE CUMIITOMBI BaIIETO
3a00JIeBaHUs [TOCIIE TPEX HEJENb JICUEHUS [TpenapaToM 3eHTel.

Hpumenenue npu cucmemHbslx um[;elcuuﬂx, 6bI36AHHDBIX 2celbMUHmMAMU (50Jlee onumenvHoe
JleueHue ¢ UCNOJ1b306aHueM Doiee 8blCOKUX 003)

HpenapaT 3eHTen PCKOMCHAYCTCA IPUHUMATL B OJHO U TO K€ BPEMA KaXXIbIi JICHbB.

[Ipenapat 3eHTEN MOKHO IPUHUMATh BO BpeMs €/1bl WIIHM Cpasy I10CJIE E/bl.
Taoremku

Ta0JeTKH

Tabnerku ciexyer 3anuBaTh BoJOH. JItoqu M OCOOCHHO NIETH MIIAJIIETO BO3pPacTa, KOTOPBIM
MOKET OBITh CII0)KHO TMPOTJIOTUTh TaONETKy LEINKOM, MOTYT NPUHUMATh H3MEIbYCHHYIO
TaOJIETKy WM Pa3KeBbIBATh TAOJIETKY, 3aniBasi HEOOIBIIUM KOJIMYECTBOM BOJBI.

Cycnensusn

Cycnen3us
BeTpsixHHTE CyCIICH3HIO Tepe] IPUMEHEHUEM.

Eciau BbI npuHsijay npenapat 3eHres1 00/bl11e, 4YeM CJIe10BaI0

Ecnu BBl NPUHSIN CIUIIKOM OOJIBIIOE KOJIMYECTBO Ipernapara 3eHTell, 00paTHTech K BalleMy
JeyameMy Bpauyy MJIH Pa0dOTHUKY anTeKW 3a KoHcyJbTamueil. Ecin 3T0 BO3MOXKHO,
MOKa)XKUTE UM YTIaKOBKY OT Ipernapara 3eHTeNl.

EcJyin BbI 3a0b11IM IPUHATH Npenapart 3eHTell

[IpuMuTe NponyuieHHYI0 103y Mpenapara, Kak ToJAbKO Bbl 00 3TOM BCIIOMHUTE, T10CJE YEro
NpUMHUTE CIEAYIOUIYI0 703y B 0ObluHOEe Bpems. He mpuHMMaiiTe IBONHYIO A03y, YTOOBI
KOMIIEHCHUPOBATh MPOMYLIEHHYIO J103Y.

Eciu Bbl He yBepeHbl B TOM, YTO HMMEHHO HY’KHO [eJaTh, CIIPOCUTE 00 3TOM BaIlero
Jeyallero Bpavya Wik padOTHUKA alTeKu.

EcJiu BBI IpeKpaTH/IN NpHeM npenaparta 3eHren



He npekpamaiite npueM npenaparta 3eHTe, He IPOKOHCYJIbTHPOBABIINCH C BPa4oM

Ba:xHo, 4T00bI BbI NPOLLIM MOJHBIH KYPC JIeYeHHs ¢ MOMOIIbI0 nmpenapara 3enredn. Jlaxe
€CJIM Bbl UyBCTBYeTe ceOsl JIydille, He MpeKpallaiiTe mpueM mpemnapara 10 TeX Mop, MOKa Barl
Jedaniii Bpau He CKaKeT BaM 3TO cjaenaTh. Eciu BBl He MpOHAeTe MONHBIA Kypc JICYSHHS,
UHQPEKIHS MOKET BO30OHOBUTHCSI.

4. BO3MOXHBbBIE HEXXEJIATEJIbHBIE PEAKIIUN

[TonobHO BceM JIeKapCTBEHHBIM IIpemapaTaMm, Ipenapar 3eHTel MOXET BbI3bIBAaTh
HE)KeJlaTeJIbHbIE peaklii, OJJHAKO OHU BO3HUKAIOT HE Y BCEX.

Cepbe3HBIe KOKHbBIC PCaKIIUHU: HEMEAJICHHO 06paTI/ITeCL K Bpa1y

VYV  HeOONBIIOr0 KOJIMYECTBA JIFOJCH, NPUHUMAIOIIMX [pernapar 3eHTell, pPa3sBHBAETCS

aJUTepruyuecKasl peakiusi, KOTopas MpH OTCYTCTBHHU JICYCHUS] MOKET MPUBECTH K APYTHM Ooiiee

CEpPBhE3HBIM U JIaXKe MPEICTABISIONIAM yIPO3y KHU3HU TpodieMaM. K cuMIToMaM Takux peakiuii

OTHOCSITCS:

e KOXXHAas ChIllb, KOTOPas MOXET MPeoOpa3OBBIBATHLCS B IMy3BIPHKH M MOX0Ka HAa MaJCHBKHE
MHUIICHA (TEMHBbIE TATHA B IIEHTPE, OKPYXKCHHBbIE Oojiee OneqHOM 00JIaCThIO, ¢ TEMHBIM
KOJIBLIOM BOKPYT KpaeB) (mHocoghopmuas spumema),

e O0MIMPHOE MOPAKECHUE CHITIBIO C My3bIPhKAMU U MIESTYIICHUEM KOXH, 0COOCHHO BOKPYT pTa,
HOCa, I1a3 U TeHuTanuit (cunopom Cmueenca—I/xncoHcona).

= Ecau BBl 3aMeTHJIM KaKHe-JIH00 M3 JaHHbIX CHMIITOMOB, HeMeAJEHHO CBSIZKHTECh C
BpavoMm.

3a0oseBaHNsl, B OTHOLIEHUH KOTOPBIX BaM HE00X0AUMO OBITH HACTOPOIKE

IMpucrtynsl (cyooposicnvle npunadxku) W Ipyrue CAMITOMBI

VY mrozeil, KOTopble MOJIy4aroT JICYEHUE B CBS3U C Napa3uTapHbIMU MH(EKLIUAMH, TAKXKE MOXKET
UMETbC pEeIKoe U Cepbe3HOe 3abosieBaHUE TOJ Ha3BAaHUEM Heupoyucmuyepkos, KOTOpOe
O3HayaeT, YTO B MX I'OJOBHOM MO3re HaxoJlsaTcs mapasuThl. [Ipu mpueme mpenapaTta 3eHTen B
TOJOBHOM MO3r€ TPOUCXOAMT pEeakUusi, B pe3yJbTaTe KOTOPOW Mapa3uThl MOrHOAIOT.
HaGmroaliTe 3a HAIMYUEM clieAyOel KOMOWHAIIUY CHMITTOMOB!

e  TOJIOBHAs 00JIb, KOTOPAsi MOXKET OBITh CHIIBHO;
e  [JIOXOE CaMOuyBCTBHE (mowHoma) v pBOTa,

®  MPHCTYIHI (CYOOpOIICHbIE NPUNAOKLL);

e po0GJIeMBbI CO 3pEHUEM.

=> HemensneHHO CBSKHTECH ¢ BPA4OM, €CITH Y BaC HaOIIOAAIOTCS JaHHBIE CUMITTOMBI.
HeuacTble HexKeJIaTeJIbHbIE PeAKITHH
MoryT 3aTparuBath He 6oJiee 1 yesoBeka u3 100:

e  TOJIOBHAs OOMb
®  TOJIOBOKPY)KECHHE
e  IJIOXOE CaMOYyBCTBHE (TOIIHOTA)



® pBOTa
e  0OJIb B )KUBOTE

e  nuapes

Penkue HexkesaTe/IbHbIE PeaKIUU

MoryT 3aTparuBaTh He 0o.ee 1 yesoBeka u3 1 000:

e ayiepruyveckasi peakius, BKIF0Yas KOKHYIO CBIIb U 3y]1
®  TIOXEJITEHUE KOXKH WM CKIIep Ii1a3

L4 YBCIIMYCHUC YPOBHA XUMHUUCCKHUX BCIUICCTB ((I)epMCHTOB), BLIpa6aTLIBaeMBIX IICYCHBIO

OueHb pelKue HexKeJaTeJbHbIe PeaKIHH
MoryT 3aTparuBath He 6oJee 1 yesoBeka u3 10 000:

Cepbe3Hasi KOKHAsS ChIlb

® KOXKHas Cblllb, KOTOPasi MOXKET MPEOO0pPa30BbIBATHCSA B IY3BIPKU U IOX0XKAa HAa MAJIEHbKHE
MUIIEHU (TEMHbIE ISITHA B LIEHTPE, OKpY>KeHHbIe Oojee OinenHON 005acThiO, C TEMHBIM
KOJIBIIOM BOKPYT KpaeB) (mrocoghopmuas spumema),

e 0O0mMPHOE MOPAKEHUE CHIMBIO C My3bIPbKAMU U MIEIYIIEHUEM KOXXKH, 0COOEHHO BOKPYT pTa,
HOCa, r1a3 u reHutanuit (cunopom Cmusenca—/concona).

= Ecau Bbl 3aMeTH/IM KaKHe-JIU00 M3 JaHHBIX CMMIITOMOB, HeMEIJIEHHO CBSI)KMTECh C
BpauoM. (cM. «Cepbe3Hble KOXKHBIE peakiiuiy» Boiiie B Pazaerne 4)

Ilpumenenue npu cucmemHvlxX UHPEKYUAX, 6bI36AHHBIX 2eAbMUHmMAMU (0o1ee OnumenvHoe
JleyeHue ¢ UCNOIb306aHUeM DoT1ee 8bICOKUX 003)

HOI[O6HO BCCM  JICKAPCTBCHHLIM  IIpCliapaTaM, Mpcrapar 3eHTell MOKET BBI3LIBATh
HEKECJIATCIBbHBIC PCAKIINH, OAHAKO OHU BO3HHUKAIOT HC Y BCCX.

Cepbe3Hble KOKHbIE peaKIMU: HeMeIJeHHO 00paTuTech K Bpauy

VYV HeOombIIOTO KONMYECTBA JHOJCH, NPUHUMAIOIINX [pernapar 3eHTeN, pPa3BHBACTCSI

aJUTepruvecKasi peakius, KoTopasi IPU OTCYTCTBUM JICUECHHS MOXKET MPUBECTH K JAPYTUM Oosiee

CEPhE3HBIM U JIaXKe MPE/ICTABISAIONIMM YTrPo3y KU3HH pobiemam. K cHMITOMaM TaKuX peakiuii

OTHOCSITCSL:

e KOXXHAs ChIllb, KOTOPas MOXET MPeoOpPa3OBBIBATHCS B My3BIPHKH M MOXO0Ka HA MaJCHBKHUE
muiieHd (TeMHBIC TATHA B LEHTPE, OKPY)KEHHbIe Goiee OefHOM 001acThio, ¢ TEMHBIM
KOJIBIIOM BOKPYT KpaeB) (MHo2opopmHas spumema);

e OOMMpPHOE MOPAKEHUE CHITBIO C My3bIPhKaMU H IICTYIIEHUEM KOXH, OCOOCHHO BOKpPYT PTa,
HOCa, I1a3 U renuTanuii (cunopom Cmusenca—/IoxicoHcona).

= Ecam Bbl 3amMeTn/M Kakue-1u00 U3 JAaHHBIX CHMIITOMOB, HeMEAJEHHO CBS)KHUTECh C
BpavoM.



3a0oseBaHNsl, B OTHOIIEHUH KOTOPBHIX BaM He00X0AUMO OBITH HACTOPOIKE

IIpucrynsl (cyooposcuvie npunadxku) u Ipyrue CHMITOMBI

VY mroei, KOTopble MOJIyYaloT JICYEHUE B CBS3U C Mapa3uTapHbIMU MH(EKLUAMH, TAKXKE MOXKET
UMETbCS PEKOe U Cepbe3Hoe 3abosieBaHUE TOJ] Ha3BaAaHHEM Heupoyucmuyepkos, KOTOpOe
03HA4yaeT, YTO B MX TOJOBHOM MO3re HaXOAsATCs mapa3uThl. [lpu mpueme npemnaparta 3eHTeN B
TOJIOBHOM MO3Ir¢ IHNpPOUCXOIUT pCaklusd, B PE3YyJbTATC KOTOpOﬁ napa3uThbl IMOTM0AaIoT.
Habmronaiite 3a Hanmuyuem cienyromeid KOMOWHAIIUYA CUMITTOMOB:

e  roJjoBHas 060Jb, KOTOPAsk MOXKET ObITh CUIIBHOI;
®  IJIOXOE€ CAMOYYBCTBHE (MOWHOMA) ¥ PBOTA;

®  MPHUCTYIHI (CYOOPOIICHBIE NPUNAOKLL);

e  poOJIEeMBI CO 3pCHUEM.

0 HemenseHnHo cBsizkuTeCh C Bpa4OM, €CJIM y Bac Ha0JI10/1al0TCA JJaHHBIE CUMIITOMBI.
OueHb yacThble HesKeJaTeIbHble PeaKIuH
MoryT 3atparuBath 6oJiee 1 yesoBeka u3 10:

e T0J0BHAsA 0O0JIb.

OueHb YacThie HEXENATeIbHBIC PEaKIUU, KOTOPbIE MOTYT MPOSBIISITHCS B Pe3ysibTaTax aHaau3a
Ballleil KPOBU:

®  YBEJIMYCHHUE YPOBHS XUMHYECKHX BEIIECTB (()epMEHTOB), BEIpaOaThHIBAEMBIX MIEUCHBIO.
YacTble HexkeaTebHbIe peaKinu
MoryT 3atparuBaTh He 0oJiee 1 yenoBeka u3 10:

®  TOJIOBOKpPYKCHHUE

e  0O0Jb B )KUBOTE

e nuoxoe camouyscmeue (mowHoma)

e pBOTa

e  BBICOKas Temrieparypa (r1uxopaoxa)

®  HCTOHYECHHE BOJIOC M YMEPEHHOE BBIMaJeHHE BOJIOC (aroneyus), KOTOPHIC SBISIOTCS
00paTUMBIMHU

HeuacThle HexeJIaTeJIbHbIE PeAKITHH
MoryT 3aTparuBath He 6oJee 1 yesoBeka u3 100:

° AJUICpruucckasd peakums, BKIr0O9ast KOXXHYIO ChIIlb U 3y [Q

e  BOCHalcHHE TicueHH (eenamum)

HeuacTtble HexenaTesbHbIE PEAKLUU, KOTOPBIE MOTYT IIPOSIBIATHCA B pe3yJbTaTax aHalu3a
Balllel KPOBHU:

® CHWXCHHE KOJHUYECTBA JICHKOIIUTOB (J1etikoneHust)

OueHb peiKue HexKeJlaTelbHbIE PeaKIUH



MoryT 3atparuBath He 00j1ee 1 yesoBeka u3 10 000:

Cepbe3Hasi KO:KHAS ChINb

® KOXHAas ChIlb, KOTOPAsli MOXET MPEOOPa30BBIBATHECSA B IMYy3BIPHKHA W TIOX0XKa Ha MaJICHbKHE
MHUIIIEHH (TEMHBIC MMATHA B ICHTPE, OKpYy)KEHHBIE Ooyiee OeaHON O0O0JACThIO, C TEMHBIM
KOJIBLIOM BOKPYT KpaeB) (mro2oghopmnas spumema),

e OOIMPHOE MOPAXKEHUE CHINBIO C My3bIPhbKaMU U MIETYIICHUEM KOXH, 0OCOOCHHO BOKPYT PTa,
HOCa, I1a3 U renuTanuii (cunopom Cmusenca—/Ioxiconcona).

= Ecam Bbl 3aMeTn/iM Kakue-1u00 W3 JaHHBIX CHMIITOMOB, HeMe/JJICHHO CBSLKHTECh C
Bpa4yoM. (cM. «Cepbe3Hble KOXKHBIC peakium» Beilie B Paznene 4)

OdeHb penKue HEKENATeIbHbIE PEAKIUH, KOTOPhIE MOTYT IPOSBIATHCS B pe3yjbTaTax aHaIu3a
Balllel KPOBHU:

®  CHIDKCHHE KOJIMYECTBA BCEX TUIIOB KJIETOK KPOBH (nanyumoneHust)
®  CIJIbHO BBIPQKEHHOE CHIDKEHHE KOJIMYECTBA JICHUKOIMTOB (aepanyioyumos)

e  KOCTHBII MO3T He BbIpabaThIBAET JOCTATOYHOE KOJIHUYECTBO KIETOK KPOBH (aniacmuueckast
anemust)

Ecian Y BaC BO3HHUKJIN HEKEJIATCIbHBIC PCAKIINHA

= Coo0uuTe BamieMy JiedyalieMy Bpady MJIM Pa0OTHHKY anTeKH, €ClIH Kakas-au0o
He)KellaTeNbHas peaklys MPUHUMAET THKeJblil XapaKkTep WU J0CTABJISET TPYAHOCTH
WIM €CJIM BBl 3aMETHJIM KaKue-IN0O HeXXelaTeNbHbIE peaklui, He YKa3aHHbIE B JAHHOM
JIUCTKE-BKJIaIbIIIE.

Coo01menue 0 HeskeIaTeJILHbIX PeaKIUAX

Ecin y Bac BO3HUKAIOT KaKHe-THO0 HEXeJlaTeIbHBIC PEaKIu, TPOKOHCYIbTHPYHTECH C BpauoM
Wi pabOTHUKOM anTekd. K HUM Takke OTHOCSTCS JIOObIe HEKeNaTelIbHbIC PEeakIluu, He
yKa3aHHbIE B JIMCTKE-BKJIAJbINIEe. BBl Takke MOXKeTe COOONIMTH O HEKENIATENbHBIX PEaKIusiX
HAMpsAMYI0 10 ajapecy osjekTponHoi moutel EAEU.PV4customers@gsk.com. Coobmast o
HEKENATENbHBIX PEaKIMsIX, Bbl IMOMOTaeTe MOMY4YUTh OOINbIIE CBEIeHUN o Oe30macHOCTH

npemnapara.
5. XPAHEHMUE INPENNAPATA 3EHTEJI

XpanwuTe mpemnapaT B HEIOCTYITHOM W HEBUHOM JUIS IETSH MecTe.

He npunumaiiTe npenapar nociie UCTEYEHHUS CpOKa TOJAHOCTH (CpOKa XpaHEHHs ), YKa3aHHOTO Ha
KapTOHHOM Mmayke u (rakoHe.

Taonemku

XpanuTte npenapat 3eHTeln npu remieparype He Boiiie 30 °C.


mailto:EAEU.PV4customers@gsk.com

Cycnensusn 4 % (400 m2/10 mn)

XpaHute mpenapar 3eHTeNl Npu TeMmmeparype He Bbime 25 °C. 3amminaiite npenapat
OT BO3/ICUCTBUS MPSMBIX COJTHEUHBIX JTy4eil.

He BrIOpackiBaiiTe (He BBUTMBANTE) MpenapaTsl B KaHAIW3ALUIO. Y TOUHUTE Y paOOTHHKA aINTEKH,
KaKk M30aBUTHCSA OT IpenapaToB, KOTOpble Oouibllle HE MOTPEeOyHOTCS. DTU MEphl MO3BOJIAT
3aIIUTUTB OKPYIKAOILLYIO CPENYy.

6. COJAEPKUMOE YIIAKOBKHW U NIPOYUE CBEJIEHUSA

IIpenapat 3eHTen coaepKUT

JleiicTByo111ee BELECTBO - alI0SH1a30I1.

Tabnemku

Ta6aerku 400 mr
B oxnoii Tabnetke conepxkutcs 400 mr anbenmaszona.

Mepbl TPeaOCTOPOKHOCTH MPU UCTOJIb30BAHHH.

3T0 JICKApCTBO COACPKUT JIAKTO3Y. Ero IIPUMCHCHHUE HE PEKOMCHAYCTCA IIalUCHTaAM C
HETMIEPCHOCUMOCTBIO T'aJIaKTO3bI, I[e(l)I/II_[I/ITOM JIaIIIn-Jialasbl WX CHUHAPOMOM Manba6cop6u1/n/1
TJIFOKO35bI UJIX I'aJIaKTO3bI (pe,Z[KI/IC HaCJICACTBCHHBIC 336OJICB3.HI/IH).

D10 nekapcTBo coaepKuT asokpacutenb (E110 Kpacurens conmHeuHbIl 3akat KeNThIA (sunset

yellow lake)) 1 MOkeT BBI3BIBATH aIEPIrHUECKUE PEAKITHH.

Cycnensusn

Cycnensust 40 mr/1 ma

B 1 mut cycniensuu conepxxutcs 40 mr anbenmazona (40 mr/1 mi)

Jlpyrue uHTpeNeHTHI penapara:

Taouaerku 400 mr

Cycnensus 4 %

JlakTo3a

Maruus aaroMocHUInKaT

[enmron03a MUKPOKpUCTAIITMYECKAST

Hatpus kapOoKCHMeTHIILENTI0N03a

Kpaxman kykypy3Hblid

I'munepun

Hatpus kpockapmeriosa

[omucopOat 80

IToBumon K30

CopOutaH MOHOJIAypaT

Hatpus naypuicynbdar

Kammst copbat

Kpacutenb comHeuHbIi 3aKat )KenThIi (sunset
yellow lake)

bensoitnas kucnora (cM. «OcoOble yka3aHus U
MEpBbI [IPETOCTOPOIKHOCTH)

Hatpus caxapun

CopOuHOBas KUCIIOTA

Marnus creapatr™

CunukoHoBas neHoracsmiast sMyiabcus 1510

BxycoapomaTudeckue 100aBKu
(AnenbcuHOBBIM, BanunbHbiil, Mapakyiis)

Harpus caxapun

BkycoapomaTtnueckue 100aBKu




Taoaerku 400 mr Cycnensus 4 %

(AnenscuHOBBIM, BanubHbli, Mapakyiis)

* Marnust creapaT UMEeT pacTUTEIBHOE IPOUCXOKICHHE.
Buaemnnii Bua npenapara 3eHTes H COAePKUMOe YIIAKOBKH

Tabuaerkn

Tabnemku  61e0HO-OpaHICE8020 YBema, ¢ BKPANICHUAMU, OKpyelvle, Npoooeo8amuvle,
080AIKOBLINYKIIbIE, C PUCKOU HA 00HOU cmopoHe u epasuposkoul «ALB400» na opyeoii cmopone, ¢
XapakmepHviM hpYKMosbiM 3anaxom.

Kontypnas sueiikoBast ynakoBka (6muctep) w3 I[IBAX/TIBX u amoMuHUA, yHakOBaHHAS
B KAPTOHHYIO MMAUKY.

Cycnensust
Anbenoason 4% (macca/obvem) cycnewsus npedcmasisiem coOOU CYCNeH3uro om 0en02o
00 KpeMo8020 yema ¢ 3anaxom aneibCura u 6aHUuLU.

d)acyeTcsi BO (bJ'IaKOHBI nu3 HBX, OCHAlICHHBIC AJIOMHUHHUCBBIMU KPBIIKAMH C KOHTPOJIEM
IIEPBOro BCKPBITHUA.

Jlep:kaTeJib PerucTPAHOHHOIO YI0CTOBEPEHHUsI U MPOU3BOIUTEb TA0JIETOK

GlaxoSmithKline Consumer Healthcare South Africa (Pty) Ltd.,
Hawkins Avenue 39, Epping Industria 1,
Cape Town, 7460, South Africa

3a moboit nadopmaImei o mpenapare CiIenyeT o0pamaThes K AEPKaTeo PEruCTPAIIMOHHOTO
yIOCTOBEPEHUS:

GlaxoSmithKline Consumer Healthcare South Africa (Pty) Ltd.,
Hawkins Avenue 39, Epping Industria 1,
Cape Town, 7460, South Africa

JepskaTesib perucTPAMOHHOT0 Y10CTOBEPEHHUSI M POU3BOANTEJIb CYCIIEeH3UH

Jepxarenb perucTpallMOHHOTO YI0CTOBEPEHUS
Laboratoire GlaxoSmithKline,
100, route de Versailles, 78163 Marly-Le-Roi Cedex, France

[TpousBoauTens
Farmaclair, France

3a mo0oii mHpOpMaIMel 0 mpernapare ClieyeT oOpamarbest K JIePKaTENI0 PETUCTPAIMOHHOTO
YIOCTOBEPEHUA:

Laboratoire GlaxoSmithKline,

100, route de Versailles, 78163 Marly-Le-Roi Cedex, France

JIMCTOK-BKJIAABIII nmepecMoTpEeH

08.12.2017



GLOBAL PATIENT LEAFLET
Zentel 400 mg tablets
Zentel 40 mg/mL suspension

Albendazole

Read all of this leaflet carefully before you start taking this medicine.

Keep this leaflet. You may need to read it again. If you have any questions, ask your doctor or
pharmacist.

This medicine has been prescribed for you personally. Don’t pass it on to other people - it may
harm them even if their symptoms seem to be the same as yours.

In this leaflet:

What Zentel is and what it is used for
Before you take Zentel

How to take Zentel

Possible side effects

How to store Zentel

o 0 A~ w e

Further information

1. What Zentel is and what it is used for

Zentel contains a medicine called albendazole. It belongs to a group of medicines called
anthelmintics and is used to treat infections caused by a variety of parasites or worms including
threadworm (pinworm), roundworm, whipworm, tapeworm and hookworm. These worms and
parasites usually infect the intestine but can cause problems in other parts of the body.

Zentel works by stopping worms, parasites and their larvae from absorbing sugar (glucose) so
that they lose energy and die.

2. Before you take Zentel

Don’t take Zentel

e if you are pregnant, if you think you could be, or if you are planning to become pregnant
(see Pregnancy and breast-feeding in Section 2).

e if you are allergic (hypersensitive) to albendazole or any other ingredients of Zentel (listed
in ‘what Zentel contains’ within Section 6)

= If you think any of these may apply to you, don’t take Zentel until you have checked with



your doctor.

Take special care with Zentel

Use in Intestinal Infections and Cutaneous Larva Migrans (short duration treatment at lower
dose)

Before you/your child takeZentel your doctor needs to know:
« if you/your child have liver disease
« if you/your child have kidney disease.

Women of childbearing age
To avoid taking Zentel during early pregnancy, see Pregnancy and breast-feeding in Section 2.

Conditions you need to look out for

People being treated for parasite infections can also have a rare and serious brain infection called
neurocysticercosis but they don’t always know that they have it. This may cause fits (seizures)
and other symptoms, see ‘Conditions you need to look out for’ in Section 4.

Suspension

Take special care with Zentel

If there is any contact with the skin and/or eyes wash the affected area immediately as Zentel
contains benzoic acid which can irritate skin and eyes.

Use in Systemic Helminth Infections (longer duration of treatment at higher doses)

Before you/your child takeZentel your doctor needs to know:
« if your child is under 6 years old
« if you/your child have liver disease
« if you/your child have kidney disease.

Blood tests and Zentel

Zentel can:

e reduce the number of blood cells produced in the body

e increase the levels of enzymes (chemicals found in the blood) that are produced by the liver.
Depending on the results you may have to stop treatment permanently or for a short time. Your
doctor may take blood samples to check the number of blood cells and your liver enzymes before
and during treatment. .

Women of childbearing age
To avoid taking Zentel during early pregnancy, see Pregnancy and breast-feeding in Section 2.



Conditions you need to look out for

People being treated for parasite infections can also have a rare and serious brain infection called
neurocysticercosis but they don’t always know that they have it. This may cause fits (seizures)
and other symptoms, see ‘Conditions you need to look out for’ in Section 4.

Suspension

Take special care with Zentel

If there is any contact with the skin and/or eyes, wash the affected area immediately as Zentel
contains benzoic acid which can irritate skin and eyes.

Other medicines and Zentel

Some medicines may affect how Zentel works, or make it more likely that you’ll have side
effects. These include:

e cimetidine (to treat stomach ulcers)

praziquantel (to treat some worm infections)

dexamethasone (to treat inflammation or allergy)

ritonavir (to treat HIV infection)

phenytoin, carbamazepine or phenobarbital to treat fits (seizures) and epilepsy.

=> Tell your doctor or pharmacist if you are taking any of these. Your doctor may decide you
need further check-ups or may adjust your dose accordingly.

Pregnancy and breast-feeding

Use in Intestinal Infections and Cutaneous Larva Migrans (short duration treatment at lower
dose

Zentel may harm unborn babies. Don’t take Zentel if you are pregnant, if you think you could
be, or if you are planning to become pregnant.

e Tell your doctor if you are pregnant or planning to become pregnant.

e Use a reliable method of contraception while you’re taking Zentel to prevent
pregnancy.

e If you do become pregnant during treatment with Zentel, tell your doctor.

It is not known whether the ingredients of Zentel can pass into breast milk. If you are breast-
feeding, you must check with your doctor before you take Zentel.

Use in Systemic Helminth Infections (longer duration of treatment at higher doses)



Zentel may harm unborn babies. Don’t take Zentel if you are pregnant, if you think you could
be, or if you are planning to become pregnant.

e Tell your doctor if you are pregnant or planning to become pregnant.

e Use a reliable method of contraception while you’re taking Zentel to prevent
pregnancy.

e If you do become pregnant during treatment with Zentel, tell your doctor.

It is not known whether the ingredients of Zentel can pass into breast milk. If you are breast-
feeding, you must check with your doctor before you take Zentel.

3. How to take Zentel

How much to take

Always take Zentel exactly as your doctor has told you to. Check with your doctor or
pharmacist if you're not sure.

Your doctor will decide on the correct dose of Zentel and for how long you (or your child)
need to take it. This will depend on your weight, age and the type and severity of your infection.
How to take Zentel

Use in Intestinal Infections and Cutaneous Larva Migrans (short duration treatment at lower
dose)

It is best to take Zentel at the same time each day.

You can take Zentel with or without food.
Tell your doctor if you continue to experience symptoms of your illness, 3 weeks after starting
treatment with Zentel.

Use in Systemic Helminth Infections (longer duration of treatment at higher doses)

It is best to take Zentel at the same time each day.
Take Zentel with food, or just after food.

Tablets

Tablets
Swallow the tablets with water. For people, particularly young children, who may find it
difficult to swallow the tablets whole, crush or chew the tablet and take with a little water.

Suspension



Suspension
Shake the suspension well before use.

If you forget to take Zentel

Take the dose as soon as you remember, then take your next dose at the usual time. Don’t take
a double dose to make up for a forgotten dose.

\ If you are not sure what to do, ask your doctor or pharmacist.

If you take too much Zentel

If you take too much Zentel, contact your doctor or pharmacist for advice. If possible, show
them the Zentel pack.

Don’t stop Zentel without advice

It is important that you take the full course of Zentel. Don’t stop unless your doctor advises
you to — even if you are feeling better. If you don't complete the full course of treatment, the
infection may come back.

4. Possible side effects

Use in Intestinal Infections and Cutaneous Larva Migrans (short duration treatment at lower
dose)

Like all medicines, Zentel can cause side effects, but not everybody gets them.

Serious skin reactions: get a doctor’s help straight away

A small number of people taking Zentel get an allergic reaction which may develop into more

serious, and even life-threatening, problems if they are not treated. Symptoms of these reactions

include:

e skin rash, which may form blisters and looks like small targets (central dark spots
surrounded by a paler area, with a dark ring around the edge) (erythema multiforme)

e widespread rash with blisters and peeling skin, particularly around the mouth, nose, eyes and
genitals (Stevens—Johnson syndrome).

=> If you notice any of these symptoms contact a doctor urgently.

Conditions you need to look out for

Fits (seizures) and other symptoms

People being treated for parasite infections may also have a rare and serious condition called
neurocysticercosis meaning that they have parasites in the brain. By taking Zentel a reaction
happens in the brain when the parasites are killed. Look out for the following combination of
symptoms:



headache, which can be severe
feeling sick (nausea) and vomiting
fits (seizures)

problems with your vision.

=>» Contact a doctor immediately if you get these.
Uncommon side effects
These may affect up to 1 in 100 people:

e headache
e dizziness
e feeling sick (nausea)

e vomiting

e stomach pains

e diarrhoea

Rare side effects

These may affect up to 1 in 1,000 people:

e allergic reaction including skin rash and itchiness
e yellowing of skin or eyes

e increase in chemicals (enzymes) from the liver

Very rare side effects
These may affect up to 1 in 10,000 people:

Serious skin rashes
e skin rash, which may form blisters and looks like small targets (central dark spots
surrounded by a paler area, with a dark ring around the edge) (erythema multiforme)

e widespread rash with blisters and peeling skin, particularly around the mouth, nose, eyes and
genitals (Stevens—Johnson syndrome).

=> If you notice any of these symptoms contact a doctor urgently. (See ‘Serious skin
reactions’ earlier in Section 4)

Use in Systemic Helminth Infections (longer duration of treatment at higher doses)

Like all medicines, Zentel can cause side effects, but not everybody gets them.



Serious skin reactions: get a doctor’s help straight away

A small number of people taking Zentel get an allergic reaction which may develop into more

serious, and even life-threatening, problems if they are not treated. Symptoms of these reactions

include:

e skin rash, which may form blisters and looks like small targets (central dark spots surrounded
by a paler area, with a dark ring around the edge) (erythema multiforme)

e widespread rash with blisters and peeling skin, particularly around the mouth, nose, eyes and
genitals (Stevens—Johnson syndrome).

=> If you notice any of these symptoms contact a doctor urgently.

Conditions you need to look out for

Fits (seizures) and other symptoms

People being treated for parasite infections may also have a rare and serious condition called
neurocysticercosis meaning that they have parasites in the brain. By taking Zentel a reaction
happens in the brain when the parasites are killed. Look out for the following combination of
symptoms:

e Headache, which can be severe

e Feeling sick (nausea) and vomiting
o fits (seizures)

e problems with your vision.

a Contact a doctor immediately if you get these.
Very common side effects
This may affect more than 1 in 10 people:

e headache.

Very common side effects that may show up in your blood tests:
e increase in chemicals (enzymes) from the liver.

Common side effects

This may affect up to 1 in 10 people:

dizziness

stomach pain

feeling sick (nausea)

vomiting

high temperature (fever)

thinning of hair and moderate hair loss (alopecia) which is reversible



Uncommon side effects
These may affect up to 1 in 100 people:

e allergic reaction including skin rash and itchiness
e inflammation of the liver (hepatitis)

Uncommon side effects that may show up in your blood tests:

e decrease in the number of white blood cells (leukopenia)

Very rare side effects
These may affect up to 1 in 10,000 people:

Serious skin rashes
e skin rash, which may form blisters and looks like small targets (central dark spots surrounded
by a paler area, with a dark ring around the edge) (erythema multiforme)

e widespread rash with blisters and peeling skin, particularly around the mouth, nose, eyes and
genitals (Stevens—Johnson syndrome).

=> If you notice any of these symptoms contact a doctor urgently. (See ‘Serious skin
reactions’ earlier in Section 4)

Very rare side effects that may show up in your blood tests:

e decrease in the number of all types of blood cells (pancytopenia)

e severe decrease in the number of white blood cells (agranulocytosis)
e bone marrow fails to produce enough blood cells (aplastic anaemia)
If you get side effects

\ Tell your doctor or pharmacist if any of the side effects becomes severe or
troublesome, or if you notice any side effects not listed in this leaflet.

5. How to store Zentel

Keep out of the reach and sight of children.
Do not use Zentel after the expiry date shown on the pack.

Tablets
Do not store Zentel above 30°C.

4% Suspension (400 mg/10 mL)

Do not store Zentel above 30°C. Protect from direct sunlight.



If you have any unwanted Zentel tablets or suspension, don’t put into waste water or household
rubbish. Ask your pharmacist how to dispose of tablets or suspension that you don’t need. This
will help to protect the environment.

6. Further information

What Zentel contains

The active substance is albendazole
Tablets

Tablets 400 mg
Each tablet contains 400 mg albendazole.

Precautions for use: This medicine contains lactose. Its use is not recommended in patients with
galactose intolerance, lapp lactase deficiency or glucose or galactose malabsorption syndrome
(rare hereditary diseases).

This medicine contains an azo coloring agent (E110 Orange yellow S) and may cause allergic
reactions.

Suspension

Suspension 400 mg/10 mL
Each ml of suspension contains 40 mg albendazole (400 mg/10 mL)
The other ingredients are:

Tablets 400 mg Suspension 4%

Lactose Aluminium magnesium silicate

Microcrystalline cellulose Carboxymethylcellulose sodium

Maize starch Glycerin

Croscarmellose sodium Polysorbate 80

Povidone K30 Sorbitan monolaureate

Sodium lauryl sulphate Potassium sorbate

Sunset yellow lake Benzoic acid (see Warnings and Precautions)

Sodium saccharin Sorbic acid

Magnesium stearate* Silicone antifoam 1510

Flavourings (Vanila, Orange and Passion Fruit|Saccharin sodium

flavours)
Flavourings (Vanila, Orange and Passion Fruit
flavours)

* Magnesium Stearate is of vegetable origin
What Zentel looks like and contents of the pack

Tablets
Mottled pale orange rounded oblong biconvex tablet with a score line on one side and embossed
‘ALB400° on the reverse, with a characteristic fruity odour.



PVdC/PVC —Aluminium blister packed in cardboard box

Suspension
Albendazole 4% wi/v Suspension is a white to cream coloured suspension with an odour of
orange and vanilla.

It is packed in PVC bottles fitted with tamper-evident aluminium caps.

Manufacturer

GlaxoSmithKline Consumer Healthcare South Africa (Pty) Ltd.,
Hawkins Avenue 39, Epping Industria 1,
Cape Town, 7460, South Africa



