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—— ®_ | [+ Dibutn 6ng thon loratadin va erythromyein Gan 161 tang nbng 46 loraladin frong huyal
LORAVIDI twong, AUC cda loratadin 1ng trung binh 40% vA AUC cla desloratadin 3ng trung binh
45% s0 v dibu Ir| loratadin dom doc. Trén dién tAm 98 khéng oo thay ddi vé khodng QTe.
Dtx & hudng din sir dung trwére ki diing Vil mat idm sang, khang co bidu hién sy thay a5i linh an loan ela loratadinva khdng cd
B¢ 22 tm fay teé em ihéng bao vé téc dung an thdnhode hign tueng nodt khididu tri ddng theni 2 thube nay,
Thing bao rgay cho bie 3§ Rodc duwe sf nkirng tie dung khing mang musn gip phii ki xir dung thuds CAN LAM Gi KHIMOT LAN QUEN DUNG THUGC:
| Néu quén mdt l-éu nén udng thubc cing sém cang 16t Nnumg ndu a4 gln dén ic ubng
- lidu tiép theo, chi diing libu sauma théi, Khéng nén ding libu 8 hay thém lidu 8& bl vao
PHAN HUP'ONG DAN SU DYNG THUOC CHO NGU'ON BENH liéu quan uéng
CANBAO QUAN THUOC NAY NHL THE NAD:
THANH PHAN, HAM LUGNG CUATHUOG: MBivién nénchira: Béoqudn norikha, nhigl 8% khdng qua 30°C, Irdnh &nh séng,
+ Hoatchdtehinh; Leratadin ... ... . 10mg NHI'NG DAU HIEU VA TRIEU CHUPNG KHIDUNG THUGC QUA LIEL:
+ Taduge: Tinhbdtngd, lactose, PV P K30, magnes: slearal, mauvang quinclein O ngurést i6n khi udng qua lidu vién nén locatadin (40 - 180mg), €6 nhimng bidu hign: bubn
MO TA SAN PHAM. vién nén d&i mau vang, mot mat trom, mot mal 66 chir VOR, canh vé ngd, hip tim fhanh, nhirc dau
thénh vién tank lan, CAN PHAI LAM Gl KHI DUNG QUA LIEU KHUYEN CAO:
QUI CACH BONG GOI: Hop 10 vi x 10 vién nan, Trong truéng hop qua ibu xdy ra, d& nghi dén ngay oorséry 1é odin nhit ad nhan vien y 14
Chai 100 vidnnen cb bién phap xdr tri kip thén
THUOC DUNG CHO BENH Gl: NHING BIEU CAN THAN TRONG KHI DUNG THUOC NAY:
Bidu trj trigu chirng cda vigm mii g img va may day man tnh & ngudni 16m va tré em rén 2 + Suygan
luéi_u': trong luromg trén 30kg. + Khiding loratadin cd nguy co khd midng, ddc biél & ngurdni cao tudl va ing nguy cor sau
NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG: [ réing. Do ¢, can phdivé sinh ring migng sach s& khi ding loratadin
Céch ding va duwéng ding; dung theo dudngudng. + Thanh phan thudc c6 chira lastose, vi vay khdng nén s&r dung cho bénh nhan kndng
Liduding: dung nap galactose, thidu hut Lapp lactase, réiloan hip thu glucose-galaciose.
3 18 e tir 12 tui el lan: dting 4 1 idu10ma, + Nén ngung ubing loretadin it nhél 48 gitr trudc khi xét nohiém da vi cac thufe khing
| :ﬁﬁgﬁgﬂ ilirién; cling 3nrono ngdy, eu 10mo histamin 6 thé ng4n chan hodc lsm gidm cac phan g durong tinh va cac chi 58 phan
s - R ingda
I ¥ TWIUWW|W:MQ'_MHQ 1th:|g.ﬂ§n_ métIan/ ngay. . . ) + PHU NCFCO THAL: g4 eé mit luong Iom dir lidu nghién ol trén phu nir mang thai (hon
| = Trong luong corthg < 30kg: khong ding dang bao ché nay (ding dang bao ché phi hop 1000 két qua thue nghiém) cho thdy loratadin khing gy quéi thai hay dbc tinh cho bao
khac) thaihodc Iré sosinh nghién ciru dong vat khéng cho thay taehai inue libp hodc gidn tip
+ Antoanva hiduqua khiding loratadin cho tré dudn 2 tudi chura drge xac dinh clia dde tinh trén hé sinh sdn. Nhuw mél bign phap phong nglra, nén trénh sir dung
s Suy ganndng: lidu ki ddu 1 10mgan, hai nady ubng mét tn cha ngudi énva iré em loratadin trong khi mang thai
chtrong Iuangcamé:- 30kg + PHU NI HUGH CON BU: loratadin duce bai iét vae sira me, do @8 phu nir cho con bl
o Mgudicaowdi khdng cin didu chinh ibu. khéng nénding loratadin,
s Khéngedn aiduchinh libu 081 vén bénh nhin suy than + LAIXE VA VAN HANH MAY MOC: can than trong khilai xe hodc van hanh may méc do
KHINAO KHONG NEN DUNG THUGC NAY: thubccd Ihégay tac dung khdngmeng ml.ll!ll'lhgl:lgé, daudiy, chong mat.
Quamdn Vﬁibélﬂﬁ'mﬁﬂhph:ﬂﬂ naochaihube KHINAD CAN THAM VAN BACSY, DUQICSY:
TAC DUNG KHONG MONG MUOH: + Khigdp bat ol tde dung khisng mong mubn nao Irong qué irink s dung thude.
Khi sir dung loratadin véi i lon hen 10mg hang ngdy. nhimg tac dung phu sau day chihé # K]'bi‘dflﬂﬂ qua liéu chi dinh. Néuﬂéﬁlh&ﬁ‘ilhﬁﬁg tiny xin i :.'rl-:iénuiabéc sfhodcduge sy I
xéyra HAN DONG CUA THUGC: 36 théng ké Iir ngay san xudt
| 5
ThMMQg;mAQE>1H00 TEN, BJA CHI, BIEU TUQNG CUACO'SCSAN XUAT:
» Than kinhy da ; i
« Tiéu hoa. knd midng CHINHANH CONG TY CO PHAN DUQC PHAM TRUNG UONG VIDIPHA BINH DUONG
It gap: 1/1.000 < ADR <1100 K phl Tan Binh, Prurdng Tan Hiép. Thind Tan Uyén, Tink Binh Duong
+ Thln kinh: chang maL. it
+ a;: ;mép:l ::nuokgﬁ. vé ht hol. NGAY XEM XET, SITA DOICAP NHAT LA| NOI DUNG HUONG DAN S0 DUNG THUGC:
* c v magc
Hile i ADR = 1 00 PHAN HUONG DAN S DUNG THUOC CHO CANBO Y TE
+ Tim mach: lim dép nhanh, loan nhip nhanh trén that, danh Idng ngue
» Tiéu héa bubn ndn CACBAC TINH DUOC LIFC HOC, DUQC DONG HOC:
* Elhgyen hoa: m&ngénu gan bl thudmng, km: nguyét khong ddu Dirgre lwrc hoe:
¥ c ngoai ban, ndi may day va chodng phén vé :
NEN TRANH DUNG THUOC HOAC THU'C PHAM Gi KHI BANG SUF DUNG THUGG NAY: : E:::;mﬁ‘hiéc Khang histamin
+ Laratadin duere chuyén hod béi cylochrom P450 isoenzym CYP3A4 va CYP2DE, vivay e i i
sir dung dbing théi véi cc thube (e ché hodie b chuyén hod bing nhimg enzym nay cofl | ¢ Cochéticdung: . o
thé tao ra thay dbivé néng da thudc trong huyél Wwomng va o4 thé cé t3c dung khng mong -mewmhmmmmwmmmmmmﬂm&wmmmmﬁym
mudn. Cac thubc 43 biél o6 (e ché enzym trén bao gdm: cimetidin, erythroryesin, kéo dai. Loratadin thude nham thube dée khing chon Ioc thu thd H, ngoai vi thude thé hé
ketoconazol, quinidin, iuconazol va llutxetin thir hai, khang an than, khing eé hoallinhmuscarinic ddng ké
+ Bibu Irf dbng i loratadin va cimelidin d3n dén Lang ndng 46 loratadin ¢ huyi] || - Loraladinco tée dung gidm nhe trigu chirng cda vidm mofva vidm kél mac dj img do gidi |
trong 60%, do cimetidin (¢ ¢hé chuyén hoa cla loratadin, Bidu ndy khéng cé bibu hién phng histamin. Loratadin cén cé tic dung ehdng ngira va ndi may day lién quan dén
lam sang. histamin, Tuy nhién, loratadin khéng o6 tdc dyng bao vé hodc rer gilip 13m séng dﬁiu\rﬁ-i
+ Bidu trj ddng thévi loratadin va keloconazol din 1&i tang ndng g0 loratadin lrong huvdt trurdmg horp gidi phong histamin ndng nhur chodng phan vé. Trong trubng hop do, didu trj
tuemg 3 n, dodre ché CYP 3A4. Didu nay khéngco b mgﬁ lam sang, vi loratadin 65 chi yéu ia ding adrenalin va corlicosteroid. Thubc khang histamin khéng ¢4 val Iré trong
chi s dibu trirdng. didutrihen.
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[~ - Tacdungkeodaicdaleratadin|a do thadc phan ly cham sau khigan vai (hy he H, hode do
13 thanh chét chuyénhoa oo hoat linh 1 desloratadin (descarboathoxyloratading,

- Nnimg thube khang histamin khéng cb 14c dung chira nguyén nhan ma chi fre gitp 1m
nhe bér tridu chimg, Bénh vidm moi di img ©6 thé 3 bénh man tinh va ti didn: 88 didu brj
thanh cing thuedng ding cde thube khang histamin 13u dal va ngil quing vé sir dung
1hém nhimg thudc khic nhw glucotarticaid ding theo duéng hit va diing kéo dai

Dwocdbng hoe:

+ Hiéip thu; loratadin duee hép thu nhanh ching, Khi ding chung thirc &n cé thé 1am cham
hép thu loratadin mét chdt nhirng khénig dnh hurdng dén higu qua iam sang, Cac thang s6
sinh kha dung cia loratadin va cua chét chuyén héa ca hoat linh 1§ 1& theo lidu

« Phinbé:

« Loratadin gin két manh (97 % dén 99% ) va chit chuyén hoa hoat déng chinh desloratadin
{DL) gén ki: trung binh (T3% dén 76%) véi protain huyél tueng.

- €Y ngudi khée manh, thén gian ban thai trong huydt lwong cda loratadin va chal chuyén

héa lweng img khedng 1 va 2 gier

Bién ddi sinh hoe: sau khi uéng, loratadin duge hdp thu nhanh chéng va 1, va irdi qua

chuyén hoa thn ddu, chi yéu béi CYP3A4 va CYP2D6. Cac chat chuyédn hda chinh-

desloratadin (DL) - 6 hoal tinh duoc Iy va ddm nhiém phén Ién hidu qua 1am sang.

Loratadinva DL dat néng &6 huydt tuemg 14 da (Tmax) tuomg img gitra 1-1.5 gty va 1,5-

3.7 gitr sau khisir dung

+ Thaitri;

- Khodng 40% ldu ding duoc bal liét trong nuére 1idu va 42% trong phan trong khadng théd
gian 10 ngay va chil yéu dudi dang cie chil chuyén hoa lién hop. Khodng 27% libu diing
dugc thal Inr rong nuwéc tidu trong vang 24 gitr diu. It hon 1% hoat ehét dues bai il &
dang khdng thay doihoal linh, |3 loratadinhodc DL

- Thin gran ban thai trung binh cla loratadin & ngusn trudng 1hanh khde manh 13 B.4 gid
(dao ddng khodng 3-20 gitr) va chai chuyén héa chinh cd hoat tinh 14 28 i (dac déng
B.8-92 gicr)

+ Suy thin: & nhitng bénh nhan by suy thdn man tinh, ¢4 ndng 46 dinh ireng huyél litng
va AUC (Cmax) ciia loratadin va chat chuydn héa Gu tang so vén cac AUCS va ndng do

dinh trong huyet teng (Cmax) & b&nh nhan cé chire ndng than binh thrémg. Thi gain

ban thai lrung binh cla lotatadin va chil chuydn héa cta nd khac biét khang ddng ké so

v ngudi binh thuémg. Thdm phin mdu khdng dnh hudng dén duge dang hec cla

loratadin hode chit chuyén hba cd hoat tinh & nguréi bénh by suy than mantinh

Suy gan: & nhimg bénh nhan bi bénh gan man tinh do regu, ndng dé dinh trong huyét

lwong va AUC {Cmax) cda loratadin tang gAp 83i rong khi duoc ddng hoc clia cdc ehél

thuyen hoa cb hoat tinh thay ¢6i khdng déng ké so v nhirng bénh nhan cé chirc niing
gan binh thuémg. Thei gian ban hdy clia loratadin vé chét chuyén hoaca hoat linh luong
ung la 24 gitr va 37 gidr va téng theo mirc dd nghiém trong cda bénh gan.
+ Ngudi cao twbi; durge ddng hoc cla loraladin va chit chuydn hda & nguin finh nguyén
khde manh lremg dueng vin nguwdi gia tink nguyénkhda manh

CHIBINH - LIEU DUNG, CACH DUNG - CHONG CHI BINH:

Chi dinh: dibu tri trigu chimg ciia viém mii di (mg va may day man tinh & nguei 1m va tré
amtrén 2 lubicd trong lrong rén 30kg,

Lidu diing va each ding:

Céch ding: dung theo dudng ubng

Lidu ding:

+ Nguwéildnvateéemilr 12 1udiird 18n: ding 11n trong ngay, lidu 10mg

o Trdemiir2-12wbi

+ Trong lueng corthé > 30kg: udng 10mgtin; mbtiin/ngay.

. Thn%ncg fwemg cor thé < 30kg. khéng dung dang bao ché nay (ding dang bdo ché phis hop
khac)

+ Antoanva higu qua khi ding loratadin che ré dudi 2 Wwidi chira duog xdc dinh

¢ Suyganndng lidu khdi ddu 1a 18magiian, hai ngay ubng mat IAn che ague én vé tré em
cé rong luong oo th > 30kg.

+ Moudicaoiudi khdng cdn diduchinhlidu
+ Khéngeandibu ehinh lidu 48 véibénh nhan suy than
Chiéng chi djnh: qua mén v&i bt o thanh phin nao cia thube
CAC TRUONG HOP THAN TRONG KHI DUNG THUOC:
+ Suygan.
+ Khidiing foratadin ¢4 nguy co khb midng, d3c bist & ngun cao udi va 1ng nguy oo séu
réng 0o 8, cin phdivé sinh réng migng sach 58 khi ding loratadin
+ Thanh phanthubc cb chiralactose, vi vay khdng nén st dung cho banh nhan khang dung

napgalaciose, thiduhyl Lapp laclase, réi loan hap thu glucese-galaciose,

+ Nén ngung udng loratadin it nhat 48 gié tnede khi x&t nghigm da v cic thude khdng
histamine e6 thé ngiin chéin hodc [4m gidm ca¢ phan ing dueng tlinh va cdc chi sé phan
tmpda.

+ PHU NP CO THAL @& co mét lrona 16m dir libu nghign et trén phu nlr mang thai (hon
1000 két qud thiye nghiém) cho thiy loratadin khéing gay quat thai hay d3c tinh cho bao
thai hodic tré so sinh.nghién clru déng vat khdng cho thily téc hal inre tidp hodc gidn tidp
cia ddc linh trén he sinh sdn Nhu mot bign phap phong nglra, nén tranh sir dung
leratadin trong khimang thai.

+ Phl NP NUGI CON BU: ioratadin duoe bai 18 vao sira me, do @6 phu ni cho con b
khing nén ding leratadin

« LA XE VA VAN HANH MAY MOC: cin th&n trong khi [i xe hodie van hanh may mée do
thudcca thé gay téc dung khdng mong mubdn ngd gd, dau dau, chong mat.

TUONG TAC CUA THUOG VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC:

+ Loratadin duoe chuydn hod bél cylochrom P450 isoenzym CYP3A4 va CYP208, vi vay
sy dung dding theri véi caic thube tre ehé hodc bi chuyén hod bing nhimg enzym nay c6
thé ko ra thay i vé ndng d6 thudc treng huyét tuong va c6 thé o6 tac dung khéng mong
mubn. Céc thubc d3 bidl ¢d e ché enzym Irén bao gém: cimetidin, erythromyein,
katoconazel, quinidin, fiuconazol v lluoxelin,

+ Bidu trj dlng thin loratadin va cimetidin din @én 13ng nbng 45 loatadin trong huyét
tureong B0%, do cimetidin (e ché chuydn hoa cla loratadin. Bidu nay khéng e6 bidu hign
lam sang

s Bibu tri 8dng théi loratadin va ketoconazol din tdi 14
twong 3 1n, do ireché CYP 3A4. Bidu nay khidng cé bi
chi s didulrirdng.

+ Dibu tri ¢bng théx loratadin va erythromycin din 1¢i 1ang ndng ¢ loratadin rong huy &t
trong. AUC clia loratadin 1ang trung binh 40% v AUC cla desloratadin 13ng trung binh
46% 30 v&i didu Ui foratadin don ddc. Trén didntam db khing cb thay ¢bivé khodng OTc.
V& mét lam sang, khéng 66 bidu hign sur thay dbi tinh an todn coa loratadin va khang cb
thiéng baové 14 dung an than hodc hién twong ngt khi dibu tr ddng thai 2 thude nay

TAC DYNG KHONG MONG MUON:

Kg. sir dung loratadin vén lidu lém hon 10mg héng ngay. nhimg the dung phu sau iy co1hd

xéyra

Thwdng gdp: ADR > 11100

+ Thankink, daudhu

+ Tituhda: khd migng,

itgép: 1/1.000 <ADR <1/100

+ Thénkinh chéng mat.

+ Hohép: khi miiva hit he

ndng a4 loratadin trong huydt
hién lam sang, vi loraladin cd

+ Khac vidm kélmac

Hifm gip: ADR <1000

+ Thdnkinh: trdm cdm. £

+ Timmach: tim d3pnhanh, loan nhip nhanh én thal, danh réng ngud

+ Tiduhda: bubnndn g

+ Chuyén hoa. chirc ndng gan bt thudmg, kinh nguyétkhing déu. III/

+ [Khac: ngoaiban, ndimay day va choang phanve.

QUALIEU VA CACH X(F TRI:

+ Tridu chimg: & ngui om khi ubng qué liu vién nén loratadin (40 — 180ma), cb nhitng
biduhién: budnngd, nhip tim nhanh, nhire dAu.

o Xirtri qua lidu: dibu Ifj tridu ching va hd tro chire niing séng. C6 hé ding than heat
{dang hdn dich), Rira da day oo thé xem xét. Loratadin khang bi loai trir bang thém phan
phie mac hode tham lich mau, Nguéibénh can duoc nghi nget va thee déiy 16 chalehé.

CAC DAUHIEUCAN LUPU Y VA KHUYEN CAQ: (Khéng ed),

CONG TY CO PHAN DUQC PHAM TRUNG LrONG VIDIPHA
18402 L& Van S§, Phuing 10, Quan Phu Nbhudn, TP HCM
BT (08) - 38440108 Fax: (84 - B) - 38440445
San xudt tal: chi nhanh CONG TY CPDP T.Uf VIDIPHA BINH DUONG
VIDIPHA  Khu phé Tan Binh, Phudng Tan Higp, Thi xa Tan Uyén, Tinh Binh Dwrong
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