LORAVIDI®

DPoc kj hudng dan sit dung trudc khi ding
Dé xa tam fay ré em
Thdng béo ngay cho béc sy hodc dugc s nhiing tac dung khdng mong mudhn gdp phdi khi sit dung thudc

PHAN HUONG DAN

DYNG THUGC CHO NGUO1 B

THANH PHAN, HAM LUGNG CUA THUGC: Méi vién nén chia:
+ Hoagt chét chinh: Loratadin
+ Ta dudc:

MO TA SAN PHAM:
Vién nén dai mau vang, mét mat tron, mét mat ¢é chlr VDP, canh va thanh vién anh 1an.

QUI CACH DONG GOI:

+ HOp 10Vvix 10 vien nén.

+ Chai 100 vién nén.

THUGC DUNG CHO BENH Gi:

Didu fri triéu ching clia viém mi dj tng v may day man tinh & ngudi I6n va tré em frén 2 tudi cé trong
lugng frén 30kg.

NEN DUNG THUSC NAY NHU THE NAO VA LIEU LUONG:

Cdéch dung va dudng dung: Dung theo dudng udng.

Liéu dung:

NgQUSi I6n va tré em 1 12 tudi 13 18n: ding 1 1an frong ngay, lidu 10mg.

Tré em 2 - 12 tudi:

+ Trong IUgng cd thé > 30kg: udng 10mg/Ian, mot 1an/ ngay.

+ Trong lugng co thé < 30kg: khéng diing dang bdo ché ndly (dung dang bdo ché pht hgp khac).

+ Antodn va hiéu quéd khi dung loratadin cho tré dugi 2 tudi chua dudc xac dinh.

+ Suy gan n&ng: liu khdi ddu 1 10mg/I&n, hai ngdy udng mét I&n cho ngudi I8n va ré em ¢6 trong lugng
c0 thé > 30kg.

+ Ngusi cao tudi: khéng cén diéu chinh lidu.

+ Knhong can diéu chinh liéu d6i véi bénh nhan suy than.

KHI NAO KHONG NEN DUNG THUGC NAY:

Quda man véi bt cd thanh phdn nao clia thude.

TAC DUNG KHONG MONG MUGN:

Khi st dung loratadin véi iéu 16n han 10mg hang ngdy, nhing tac dung phu sau day cé thé xdy ra:

+ Thudng g&p: ADR > 1/100

— Thdn kinh: dau ddu.

— Tiéu hda: khé miéng.

+ [t g&p: 1/1.000 < ADR < 1/100

—  Thén kinh: chéng mat.

—  HO hdp: khd mai v& hdt hai.

— Khac: viem két mac.

+ Hi&m gdp: ADR < 1/1.000

— Thén kinh: frém cam.

— Tim mach: tim d@p nhanh, loan nhip nhanh trén that, danh trdng nguyc.

- Tiéu hoéa: budn non.

— Chuyén héa: chlc ndng gan bt thudng, kinh nguyét khong déu.

- Khdc: ngogi ban, ndi may day va chodng phdn vé.

NEN TRANH DUNG THUSC HOAC THYUC PHAM Gi KHI PANG SU DUNG THUGC NAY:

+ Loratadin dudc chuyén hod bdi cytochrom P450 isoenzym CYP3A4 va CYP2D6, Vi vay si dung déng thai
Vi cac thuc e ché hodic b chuyén hod bding nhiing enzym ndy cé thé tao ra thay ddi vé néng do
thudc trong huyét tuong vé cé thé cé tac dung khong mong mudn. Céc thudc da bist cé Uc ché enzym
rén bao gém: cimetidin, erythromycin, ketoconazol, quinidin, fluconazol va fluoxetin.

+ Didu trj déng thdi loratadin va cimetidin dén dén tang néng dd loratadin trong huyét tuong 60%, do
cimetidin Gc ché chuyén héa cla loratadin. Biéu ndy khong ¢b bidu hién 1am sang.

10mg.
Tinh bét ngd, lactose, PV.P K30, magnesi stearat, mau vang quinolein.
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+ Diéu frf dbng thdi loratadin véa ketoconazol dén t6i tang néng dd loratadin trong huyét tusng 3 1an, do
Uc ché CYP 3A4. Bidu ndly khdng c6 bidu hién lam sang, vi loratadin cé chi sé diéu fri rong.

+ Didu trj ddng thdi loratadin va erythromycin dén t6i 1&ng ndng dé loratadin trong huyét tuong. AUC clia
loratadin t&ng trung binh 40% va AUC clia desloratadin tang frung binh 46% so véi didu tri loratadin don
dde. Trén dién tam dd khong cb thay ddi vé khodng QTc. Vé mat Iam sang, khong ¢b bidu hign sy thay
d8i tinh an toan cla loratadin vé khéng ¢6 théng bdo vé tac dung an thdn hodce hién tugng ngdt khi
diéu tri ddng thai 2 thuSc nay.

CAN LAM Gi KHI MOT LAN QUEN DUNG THUSC:

N&u quén mét lidu, nén udng thudc cang sém cang t6t. Nhung néu da gén dén Idc udng lidu tiép theo,
chi diing liéu sau ma théi. Khdng nén dung lidu ddi hay thém liéu dé bl vao liéu quén udng.

CAN BAO QUAN THUGC NAY NHU THE NAO:

Bd&o qudn nai kho, nhiét do khéng qud 30°C, trénh anh sang.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUGC QUA LIEU:

& ngudi I6n khi udng qud lidu vién nén loratadin (40 - 180mg), ¢6 nhiing bidu hién: budn ngd, nhip tim
nhanh, nhic déu.

CAN PHAI LAM GI KHI DUNG QUA LIEU KHUYEN CAO:

Trong trudng hgp qué lidu xdy ra, dé nghi dén ngay cd sé v 16 gan nhdt dé nhan vién y t& cé bién phdp
XU 7 kip thai.

NHUNG DIEU CAN THAN TRONG KHI DUNG THUGC NAY:

+ Suy gan.

+ Khi ding loratadin cé nguy ¢ khd migng, ddc bist & ngudi cao tudi va tang nguy cd sau rang. Do dd,
cén phdi vé sinh rang miéng sach s& khi dung loratadin.

+ Thanh phén thuSc c6 chialactose, Vi véy khdng nén st dung cho bénh nhan khéng dung nap galactose,
thiéu hut Lapp lactase, r8i loan hdp thu glucose-galactose.

+ N&n ngung udng loratadin it nhdt 48 gid truéc khi xét nghiém da vi céc thude khang histamin cé thé
ngdn chdn hodc 1am gidm cac phdn Ung dusng tinh va cac chi sé phdn Ung da.

PHU NU CO THAL:

D& c6 mét lugng I8n dit liéu nghién cdu trén phy ntt mang thai (hon 1000 k&t qud thyc nghiém) cho thdy
loratadin khdng gdy qudi thai hay ddc tinh cho bdo thai hodc tré so sinh. Nghién clu dong vat khdng
cho thdy tac hai tryc tiép hodc gidn tiép clia doc tinh trén hé sinh san. Nhu mét bién phdp phdng ngiia,
nén frénh st dung loratadin trong khi mang thai.

PHU NU NUOI CON BU:

Loratadin dugc bai tiét vao sta me, do dé phu nil cho con bl khdng nén dung loratadin.

LAI XE VA VAN HANH MAY MOcC:

Ca&n than trong khi Idi xe hodic van hanh mday méc do thude ¢ thé gdy tac dung khdng mong mudn
ngu gd, dau ddu, chéng mat.

KHI NAO CAN THAM VAN BAC SY, DUGC SV:

+ Knhi g@p bdt i tae dung khdng mong mudn ndo trong qud trinh st dung thudc.

+ Khi dung qué lidu chi dinh. N&u cdn thém thdng tin xin hdi y kién clia bac sy hodc dugc sy.

HAN DUNG CUA THUBC: 36 thang k& ti ngdy sén xudt.

TEN, BIA CHI, BIEU TUONG CUA CO SG SAN XUAT:

CHI NHANH CONG TY CO PHAN DUGC PHAM TRUNG UONG VIDIPHA BINH DUONG
VDot Khu phd Tan Binh, Phudng Tan Hiép, Thixa Tan Uyén, Tinh Binh Ducng

NGAY XEM XET, SUA DI CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUSC:

PHAN HU'ONG DAN SU? DUNG THUOC CHO CANBQ Y TE

CAC PAC TiNH DUGC LUC HOC, DUGC PONG HOC:
Dudc luc hoc:
+ Ma ATC: RO6A X13
+ Nhém dude ly: ThuSc khang histamin.
+ Coch&tac dung:
+ Loratadin 1& dén chét piperidin lién quan dén azatadin, 1& thusc khang histamin tac dung kéo dai.
Loratadin thudc nhém thude ddi khang chon loc thy thé H, ngoqi vi thudc thé hé thi hai, khéng
an than, khdng cé hoat tinh muscarinic dang ké.




+

Loratadin ¢6 tac dung gidm nhe triéu ching cla viém mai va viém k&t mac di Ung do gidi phdng

histamin. Loratadin con ¢6 tac dung chéng ngtia va ndi may day lién quan dén histamin. Tuy nhién,

loratadin khong ¢é tac dung bdo vé hodc trg gilp 1am sang ddi véi trudng hop gidi phdng histamin
nang nhu chodng phdn vé. Trong trudng hap dé, didu tri chl yéu & dung adrenalin va corficosteroid.

Thudc khang histamin khéng c6é vai 1ré trong didu fri hen.

Tac dung kéo dai clia loratadin 1 do thudc phan ly chdm sau khi gén véi thu thé H, hodic do tao

thanh chdt chuydn hoéa cé hoat tinh 1& desloratadin (descarboethoxyloratadiny.

Nhing thudc khang histamin khéng c6 tac dung chita nguyén nhdn ma chi trg gidp Iam nhe bét

friéu ching. Bénh viém mdi di tng c6 thé Ia bénh man tinh va tdi dién; dé diéu tri thanh cong thusng

dung cdc thudc khang histamin 1du dai va ngdt quang va st dung thém nhiing thudc khéac nhu
glucocorticoid dung theo dudng hit va dung kéo dai.

Dudc dong hoc:

¢ Hép thu: Loratadin dugc hdp thu nhanh chéng. Khi ding chung thdc an cé thé 1am cham hdp thu
loratadin mét chat nhung khéng dnh hudng dén hiéu qud lam sang. Cac thdng s6 sinh khd dung cla
loratadin vé clia chdt chuydn héa cé hogt tinh ty 16 theo lidu.

¢ Phan bé:

+ Loratadin gén k&t manh (97% dén 99%) vé& chdt chuyén héa hoat ddng chinh desloratadin (DL) gén
két trung binh (73% dén 76%) v3i protein huyét tuong.

+ O ngudi khde manh, thai gian ban thdi trong huyét tusng clia loratadin var chdt chuydn héa tuong
Ung khoding 1 va 2 gid.

+ Bi&n ddi sinh hoc: Sau khi udng, loratadin dugc hdp thu nhanh chéng va t6t, va tréi qua chuyén héa
1&n ddu, chd yéu bdi CYP3A4 va CYP2D6. Céc chdt chuyén héa chinh-desloratadin (DL) - ¢ hoat tinh
dugc Iy vé& ddm nhiém phdn I8n hiéu qud 1am sang. Loratadin va DL dat néng dd huyét tusng t6i da
(max) tusng dng gitia 1- 1,5 gid va 1,5 - 3,7 gid sau khi st dung.

+ Théi trir:

+ Khodng 40% lidu dung dugc bai tiét frong nudc tidu véa 42% trong phan trong khoding thai gian 10 ngay
vé chi yéu dusi dang cdac chdf chuyén héa lién hgp. Khodng 27% liéu diing dugc thai trif trong nudc
fiu frong vong 24 gid ddu. ft hon 1% hoat chdt duge bai tiét & dang khéng thay ddi hoat tinh, &
loratadin hogc DL.

+ Thai gian ban thai trung binh cla loratadin & ngudi frudng thanh khde manh 1a 8,4 gid (dao dong
khoding 3 - 20 gid) va chét chuyén héa chinh c6 hoat tinh Ié1 28 gid (dao déng 8,8 - 92 gid).

+ Suy than: & nhing bénh nhan b suy than man tinh, ¢ ndng dd dinh trong huyét tusng var AUC (Cmax)
cla loratadin va chdt chuyén hda déu tang so véi cac AUCs va ndng dd dinh trong huyét tusng (Cmax)
3bénh nhan cé chdc nang thén binh thudng. Thai gain ban thdi trung binh clia loratadin vé chét chuyén
héa clia né khac biét khdng ddang ké so véi ngusi binh thudng. Thdm phan mau khong dnh hudng dén
dugc ddng hoc clia loratadin hodic chdt chuydn hda cé hoat tinh & ngudi bénh b suy than man tinh.

+ Suy gan: fe] nhing bénh nhan bi bénh gan man tinh do rugu, ndng dd dinh trong huyét tuong va AUC
(Cmax) clia loratadin t&ng gdip ddi frong khi dudc déng hoc clia cac chdt chuyén héa cé hogt tinh
thay ddi khéng ddng ké so véi nhiing bénh nhan ¢ chiic nang gan binh thudng. Thdi gian ban hily clia
loratadin va chdt chuydn héa cé hoat tinh tusng dng 1& 24 gids vé 37 gid va tang theo mic dd nghiém
frong cla bénh gan.

+ Ngudi cao tudi: Dudc ddng hoc cla loratadin va chdt chuydn héa & ngusi finh nguyén khde manh
tuong dusng vai ngudi gid finh nguyén khée manh.

CHI DINH - LIEU DUNG, CACH DUNG - CHONG CHi BINH:

Chi dinh: Diéu trj friéu chidng cla viém mdi dj ing va mday day man tinh & ngudi I6n va tré em trén 2 tudi

¢4 trong lugng trén 30kg.

Liéu ding va céch ding:

Cdch diung: Dung theo dudng udng.

Liéu ding:

NQU8i 18n va tré em ti1 12 tudi trd 1&n: dung 1 1&n trong ngdy, liéu 10mg.

Tré em 2 - 12 tudi:

+ Trong lugng co thé > 30kg: udng 10mg/Ian, mét Ian/ ngdy.

+ Trong Iugng cd thé < 30kg: khdng ding dang bao ché ndy (ding dang béo ché phis hgp khac).

+ An todn va hiéu quéd khi dung loratadin cho tré dugi 2 tudi chua dugc xac dinh.

* Suy gan nang: lidu khdi ddu & 10mg/Ian, hai ngdy udng médt Ian cho ngudi I6n va 1ré em ¢6 trong lugng

0 thé > 30kg.

Ngusi cao tudi: khéng can diéu chinh liéu.

Khéng cdn diéu chinh liéu d&i véi bénh nhan suy than.

+

+
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CAC TRUGNG HQP THAN TRONG KHI DUNG THUGC:

+ Suygan.

+ Khi ding loratadin cé nguy o khd miéng, ddc bist & ngudi cao tudi vé tang nguy cd sau rang. Do dd,
cdn phdi vé sinh rang miéng sach sé& khi dung loratadin.

+ Thanh phdn thuSc cé chia lactose, vi valy khdng nén st dung cho bénh nhan khdng dung nap galactose,
thiéu hut Lapp lactase, r8i loan hdp thu glucose-galactose.

+ N&n ngung udng loratadin it nhdt 48 gid truéc khi xét nghiém da vi céc thude khang histamin cé thé
ngdn chdn hodc 1am gidm cac phdn Ung dusng tinh va cac chi sé phdn Ung da.

PHU NU CO THAL:

Ba cd mdt lugng I8n di liéu nghién cdu trén phy nd mang thai (hon 1000 két qud thyc nghiém) cho thdy
loratadin khéng gdy qudi thai hay ddc tinh cho bdo thai hodc tré s sinh. Nghién clu dong vat khong
cho thdy tac hai tryc 1iép hodc gidn ti€p cla ddc tinh trén hé sinh sén. Nhu mot bién phdp phong nglia,
nén frénh st dung loratadin trong khi mang thai.

PHU NU NUOI CON BU:

Loratadin dugc bai tiét vao stia me, do dé phu nit cho con b khéng nén dung loratadin,

LAI XE VA VAN HANH MAY MOcC:

Can than trong khi 1ai xe hodc van hanh may méce do thudc cé thé gay téc dung khéng mong mudn
ngu gd. dau ddu, chéng mat.

TUONG TAC CUA THUGC VGI CAC THUGC KHAC VA CAC LOAI TUONG TAC KHAC:

+ Loratadin dudc chuyén hod bdi cytochrom P450 isoenzym CYP3A4 va CYP2D6, vi vay sif dung ddng thdi
Véi cde thude Ue ché hodc bj chuydn hod bding nhiing enzym ndy cé thé tao ra thay ddi vé ndng dd
thudc trong huyét tuong va cé thé cé tac dung khong mong mudn. Céc thudc da biét c6 dc ché enzym
rén bao gém: cimetidin, erythromycin, ketoconazol, quinidin, fluconazol va fluoxetin.

+ Diéu trj dong thai loratadin va cimetidin dén dén tang néng dd loratadin trong huyét tuong 60%, do

cimetidin tc ché chuyén héa cla loratadin. Biéu ndy khong cb bidu hién 1am sang.

Didu tri ddng thai loratadin va ketoconazol dén t6i tang ndng dd loratadin frong huyét tusng 3 1an, do

Uc ché CYP 3A4. Bidu ndly khdng c6 bidu hién lam sang, vi loratadin cé chi sé diéu fri rong.

Didu trj ddng thai loratadin va erythromycin dén t6i t&ng ndng dé loratadin trong huyét tuong. AUC cla

loratadin tang trung binh 40% va AUC clia desloratadin tang trung binh 46% so véi diéu tri loratadin don

dde. Trén dién tam dd khong cb thay ddi vé khodng QTc. Vé mat Iam sang, khdng ¢b bidu hign sy thay

@i tinh an fodn clia loratadin vé khdng cé théng bdo vé tac dung an thdn hodc hién tugng ngdt khi

diéu tri ddng thai 2 thuSc nay.

TAC DUNG KHONG MONG MUGN:

Khi st dyng loratadin véi lidu 16n hon 10mg hang ngdy, nhiing téc dung phu sau day cé thé xdy ra:

+ Thudng gdp: ADR > 1/100

— Thén kinh: dau ddu.

— Tiéu héa: khd miéng.

+ it gdp: 1/1.000 < ADR < 1/100

—  Thdn kinh: chéng mat.

—  H6 hdp: khd mai va hdt hoi.

— Khac: viem két mac.

+ Hiém gdp: ADR < 1/1.000

— Than kinh: tram cém.

— Tim mach: tim dép nhanh, loan nhip nhanh trén that, danh trdng nguyc.

— Tiéu héa: budn nén.

—  Chuyén héa: chlc naing gan bdt thudng, kinh nguyét khong déu.

- Khdg: ngogi ban, néi may day vé chodng phdn vé.

QUA LIEU VA CACH XU TRI:

+ Triéu chiing: l¢] NgUsi 18n khi udng qué lidu vién nén loratadin (40 - 180mg), ¢6 nhiing bidu hién: budn
ngU, nhip tim nhanh, nhic déu.

+  X&tri qua liéu: Didu tri triéu ching va hé trg chic nang séng. C6 thé ding than hoat (dang hén dich).
RUa da ddy cé thé xem xét. Loratadin khdng b loai trid béing thdm phan phic mac hodc thdm tach
mau, Ngusi bénh cdn dugc nghi ngsi va theo ddi y t& chdt ché.

CAC DAU HIEU CAN LUU ¥ VA KHUYEN CAO: (Khong c6).

-

-

CONG TY €6 PHAN DUQGC PHAM T.U VIDIPHA
184/2, Lé Van Sy, Phudng 10, Quan Pha Nhuan, TP.HCM
DT: (84-28)-38440106 Fax: (84-28)-38440446
San xuét tai chi nhanh

CONG TY CPDP TRUNG UONG VIDIPHA BiNH DUONG

VIDIPHA Khu phé Tan Binh, Phudng Tan Hiép, Thi xa Tan Uyén, Tinh Binh Dudng






