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3 ‘patiente, Seleciad laboratory. abnormalmas mclucsad
aadtiopania, anasmia, thrambocylcpania, and eieva:ed
ALY, AST and amylase tevels.

QVEHQDSAG!

Théare is M known anbidots for lamivugding. One case n(

an adull lagesting A @ of tamivudine was raported: thers . .-
warg no-clinical signs o1 tymptoms nolod grd .

hamatologic tasis remained narmat. H g hat knawa
whothe! lamividine can be removed by pamon-m
Qistysis .ot hamedialysis.
PRESENTATION
Lomivir-150 Tablets
Containar a! 60 tablets .
Lamivlr Ota) Solution  Batile of 100 mi
{56 mg ¢ & mD)
PATIENT INFORMATION
FOR LAMIVIR ORAL SOLUYTION

To facitilate accurate dosing, Lamivir liquid is suppliad

Blistar pack of 10 tatlels and‘

along with a aydnge, Remsmber each rmililitra (mi) of

the liquid s equivalert to 10 mg of tha drug.

MEASURING THE REQUIRED DOSE DSING THE SYRINGE:

gy

. Remgva ths cap.

raaehe the mouth af the Bottla,

3. Remova the
plastie oase of the
syringe. lnsert the
ayfinga into tha  bubbles are prasant in the syrin
white cap of tha  Presence of 8 few thinute buhbiea
cannula, will ot agversaly afect the danage.

8. Administar e doed inte mouth by pushing the syringe

piungar, Swallow tha fiquid. Rinse the syringe with clean.
IS

water,
o

S o e

&, Draw the Ivad voluma ot kqhid '
(a5 presesidad by the dogior) itto the |
syringa anauring that no larga’

Cipla » | 3

2, introduce the cannuta complately l
‘inta the bottie tlit the white cap -
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COMPOSITION .

Lamivir-150 Tabklsts - ' :
Zach Wm~codted mw: uumalns

. Lamivuding ..., 180 my
Caloui Titantum Dimdde
. Lamivir.Oral Soluticn
- Eaeli'§ mi-vontaing
Lamnvudma . 80 ing

* DESCRIPTION:

Lamivuding Is a synthwd nuc!enslda una(oguo with
activity against the human: immussdeticlangy virgs
{HIV), . Lamivudine ia the {-). enartidtasr.of a didenxy .
ahalogus m oyudina, Lamivudme nas ala bean wfcned
1o as () & 3 dideory, 3~ th acyueﬁm B

An vitre studies have “shown’ that lntrawnutany

jamivudine: Is’ phas;hory‘maa 10 ftd uptive 8
triphoaghate metabatite, Which has an latrasshular hah-
life of 10.5 to 15.5 hours. The principal awseds 6f action

of lamivudine triphospnats is Inkibitian of FAV rovares

transeription via virgl DNA™ chain (arm%mﬂun'

" Larnivuding lriphosphate @iso jshiblts the' ANA- and
" DNA-gdependent palymerase aclivilies of revarse

trapgertplase. Lamivuding iriphosphare la a.weak

inkibitar of mammatian a-.8--apd 'F » (MA polymamses.-

in vitre stusies show that Jamivuding in combinativn
with zidavuding has aynérg)stfn antirgtroviral activity,
Combination tharapy with meumna plua igovuding
Oelays the ermargsnee of mumﬂbns conlerring
fesistanas to zidovudine,

INCISATIONS

Lamivir i comblaation with :’dwuuiqer I§ indmutfm tQr

.tne trsatment of HIV infection when t:\er_spy 1 warvamer‘

DOSAQE AND AOMINISTRATION

Aduita snd Adolescunts (12 18 yusra)

The rasommondad oral deta. of Lamivir for adulte knd
agatascents 5 180 my wicg delly syminictored in
vambinalion with 2idovudine.” The aamplels: praserbing
Intormation for zidovuding sheuld ne'tunsuitag: fer
information on Hs desage and asmimatratipn.

Far paulls ‘With low body welgnts (isas than 50 Xy of- 110

. 1), tha ra¢emmandad oral dose of Lamivir is 2 mulkg

twice dally adminlsiersgd v cpmbinstion wit
2ldoyuding. , No dala are avanabie (o sugport a dosago
raoctmmendation tor adalumms With igw pady welght
(Inss than &0 kg). . .



<

Paadlatric patients
Yhe recommandsd cral doax of Lamivir for paediatric

pationis 3 months io op 1 12 years of ags 18 & Mpky twick'

dally {up to & madmum of 150 mg twics a day) sdministersd
I combinalion with Zidavusine. The compiee preserising
Infuemation for zkiovuzine snould be congultad for
infosthation on its dosage ang sdministration,

DOSE ADJUSTMENT

)t is ragOommeanced thar dosas of Lamivlr ba adjusted in .

acoordancs with renal functien in patienta oldes than
age 18 years, s given in the tebis bgmw:

Gedatinine :iunncei Asshmmended dnsaga 2]

{mimin} lamivuding

© 50 i 150 mg Iwica daily

a0 - 49 ,' 150 mg onca daily

18 - 29 | 156 mg first dose, than
100 mg onge dally

B-14 15Q myg first dosg, than

50 mg onze dally

<6 50 my tirst dosse,
25 mg ance dadly -

than

ingulificlant data are avaliable tn racommend 8 dosage
of Lemivlr in palieals uadergeing aalysls.
GCONTRAINDICATIGONS

Lamlvir is contraindicated in patients with previcusly
deamanstrated clinically signifieant hypersansitivity (0
any of thg asmponanis of tha product.

WARNINGS AND PRECAUTIONS

in pasdiatric patients with a histary of pansrealltls of
ather b mtm\n! sigk fmotors for the develepment af
pangsrgatitis, the comblnation o Lamliviy and 2idovuding
should be used wiih extreme caution and saly i there is
na satisiactavy. aiternative ‘herapy. Traatment with
Lemivir ahould big stoppad Immediately # clinfcal signs,
symptoma, ar laborsiacy abnormaimos suggEstive ot
pancrgatitis acaur. G

The complete prescribing Informatlen tor zidevudine
anoule ho coneultsd before combinaticn thesmpy with

Lemivir and zidavuding 1s Initiated.

tmpalred renal fynctian

Reduction of the doss af Lamlvir is rocommendad tur
pattents with impaired renaf function (cee Desage and
Adininigttation).

Pailents with HIV and e B Virus Calnlection

In chinloat trlals, same patants with MV infecllon wha
have chranit Nvor digesss due o hepatitis B vitus
infaction sipareasad elimeal of labamtory avidence of
raatirant napatitis upon dizscontinuation of lamivadine.

Brug Imsrastions .

Trimathoprim (80 ™y and sullamethorazofa ARG my

ance daify hgB beeh shown to Increass lantvuding
seposute (AUL). Ths .blfect ol highec: dosea of
trimathogrim and sullamathoxizols on Mimivudine
pharmacakinelizs has not Haer mvasngdmd :
Pragnancy -

Fragnancy Category C. There dre no adaeguais aﬁd well
sontralled studies i pregnunt women. Lbmivudme
should ba used during pragnancy oply il the potentisl
benafits autwaxgh tha qsks.

Laztatian

It 13 revommended that HiVinteotad mothers do not -
bragei-toed their Infants 1o avald risking' posinaial
trarsalisslon of WV infaction, Allheugh I\ ts not known
if tarmivudine i3 excretdd i filuman mlik, More is Wa
patential for adverss ettects from lamivudine in nustng
infanis, Mothars skould ba instrucied ro discontinug
nursing i thay ars receiving lamivuding,

Paadiairic use

Thare are ng data on the use 9f @mlvudiag In *omblnatlon
with xidovuding in pasdialde patiants.

ADVERSE REACTIONS

Adults

Saleatud elinick! adverss avents wirh & 5 5% fraquescy
during tharapy with (amivudina 180 g b.a.6. piva
zidavudcing 200 mg i comphied wilh, zidevuding #re -
hoadache, mataise, fatigus, naussa, anorgxia andlor
ancreasad ndppsma. abdominal sramps, peurapsiny,
insomnia and stasp gdisorders, dizziness, deprassive .
disorders, nasal mgns & symptoms; oough And gkin
rashes. Pancreatitls was observdd in loss thin 0.5% of
patisrts who recelved lamividise in gonirolnd allmai triake,
Ths incidance. of nautropenia (ANG < 250/mmY) was
gréatec in patients during therapy with lanivodine 188 .
mg plus zidovuding @00 mg ti.d. (7.2%) yetus .
zidavuding mlane (5.4%):. Likewlas, anesmia {Hb = 8.0

. glal) waz raperted n 2.9% of patiants on the slmbination,

HG eympared to 1.8% of patianls an Ziacwiding alona.
Loveis of blinuble > 2.8 tmas the uppar fmit of narmal
(ULK) wara .obsarved in 0.8% of patenits reggiving tho
combination, versug 0.4% on tidowmine moretharapy.
Levals of amylaes (>2.0 ULN) wea absgvos i 4.5% of
patlents rerelving \he combination varsus 1.6% la
patiants on zBdovuding menoiherapy,

Faediatrie patisnts

Of 37 pasdiattic pstlants antollad in one apen-lakel,
unconticllad study, 14% duvelapad paneraghile white
recalving monotherapy with Lamivir. Paragiihogias ang

T porphorst neurppativies wete reponted In (3 patients (13%)

in thig study Bnd resultsd in tremiment disgsoninuation in

32 f JPA-3. .
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