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Titu chum TOOS 

CORITYNE 

\ 

Dé xa tdm tay tré em 

_Théng bdo ngay cho bac sihodc duge sinhiing phan ung 

‘6 hal gap phal khi st/dung thuéc 

Thanh phan, ham lugng cua thude: 

| Loratadin 10mg 

| Ta duge: Lactose, Tinh bot mi, polyviny! pyroliden K30, 
\natri starch glycolat, talc, magnes! stearat via du 1 vidn. 

M6 ld sdn pham: Vien nénnhd, mau trang, hinh bau dyc, mét 

| mattron, mot mat cé khac vach ngang 4 gia, 

Quicach déng gdi: 
Hép gly chia 03 vibdm x 10 vién nén (vi Alu/Alu). 

HUGNG DAN SU DYNG THUGC CHO NGUO! BENH 

Thude ding cho bénhgl: 
| Biéu tr triéu ching eda viém mii dj Ung va may day man 
{inh vO can 8 ngudi ldn va tré em trén 2 tudi cd trqng lugng ca 
thé ren 3OkKg. 
Néndang thudc nay nhuthéndo va liéu lugng: 

| *Liéuding: 

|. Ngudi Idn va tré em trén 12 tudi: ubng liéu duy nhal 1 
vién/ngay. 

- Tré em 2-12 tudi duge chia lieu thea can nang: 
__ + Trong lugng oo thé > 30 kg: Uéng liéu duy nhat 1 
vidn/ingay. 

+ Trong lung co thé < 30 kg: Vidn nén loratadin 10 mg 
| khdng phu hop stidyng chotré em ty 2.dén 12 tudi cd trong 
‘lugng co thé dudi 30 kg. Chua cd di lidu vé tinh an toan va 
‘hidu qua loratadin trén tré emqudi2 tuél. 

- Bénh nhan suy gan: Bénh nhan suy gan nang nén dung 

‘liéu ban dau thép hon vicé thé Jam giam d6 thanh thai cla 

‘loratadin. Liéu ban dau 1 vian/ngay duoc khuyén cao cho 
“ngudilén va tré em trong lugng co thé > 30 kg. 

~ Bénh nhan suy than: Khong can diéu chinh liéu d bénh 
nhan suy than. 

- Ngudi cao tudi: Khéng eg giéu chinh liéu 4 nguéi cao 
tudi. 
|" ach ding: Ding duing ying, Thude 66 thé diing cling 
hoackhdng cing vdi bia an, 

: Khi nao khéng nén ding thugg nay: 

Qua man cam voi bat ky thanh phdn nao cia thudc. 
Tac dyng khéng mong muén: 

* Rat hiémgdp, ADR «< 1/10000: 
+ Ri loan hé mién dich: Phan ung qua man (bao gdm phu- 

mach va qua man) 

- Réi loan hé than kinh: Chéng mat, co giat. 
- Réi loan tim mach: Tim dap nhanh, héihép. 
- Réi loan tiéu héa: Buén ndn, khé miéng, viémdaday. 
- Adi loan gan mat: Chic nang gan bat thuéng. 
- Adi loan vé da va céc mé dudida: Phat ban, rung tide. | 
- Réiloan chung: Mat mdi. 

* Tré em: Trong cac thi nghiém lm sang 6 tré em tir2 dén 12 
tudi, cac phan dng phy thudng xay ra khi ding qua liéu gid 
duge la nhie dau (2,79), lo lang (2,3%) va mét méi (1%). 

Théng bdo ngay cho bac si hode duge si nhiing phan ung co 
hai gap phai khi sit dyng thude 

Nén franh ding nhdng thuéc hode thyc phdm gi khi dang 
si/dyng thude nay: 

Biéu tr déng thdi loratadin véi cimetidin, ketoconazol, 
erythromycin din dén tang néng dé loratadin trong huydt | 

luong nhung khéng cé cdc réi loan ding ké v6 lam sang va 
sinh héa. 

Can lam gi khi mét lin quén dung thuéc: 
Khimétlén quén ding thud, hay uéng thudc ngay khinhd 

fa. Tuy nhién, néu nhu gén dén thdi gian udng lidu ké tiép, thi 

bé qua liéu da quén. Khong nén udng liéu gap déi dé bo cho 
mot liéu da quén. 

C4n bao quan thude nay nhuthé nao: 
Bao quan thudc nai khd, nhiét dd khong qua 30°C, tranh 

anh sang. 

Nhiing dau hiéu va triéu chung khi diing thuéc qua liéu: 
Khi udng qua liéu loratadin, cé nhing biéu hién: budn ngh, 

nhip tim nhanh, nhc dau. 

Can lam gi khidiing thude qua liéu khuyén cdo: 

Biéu tr] qué liu loratadin thudng la diéu tri triéu chiing va | 

| hé tr. Tién hanh gay ndn bang siré ipeca dé thao sach da 

day, ding than hoat sau khi gay ndn dé ngan ngifa hap thu 

loratadin, Néu gay nén khéng két qua co thé tién hanh rita da 

| day vai dung dich Natriclorid 0,9% va dat 6ng ndi khi quan a8 
phong ngiia hit phai dich da day. Loratadin khong biloai bang 

tham tach mau. 
Nhung diéu edn than trong khidding thudc nay: 

- Khi ding loratadin, ¢6 Nguy cd khd miéng, dac biét 

nguii cao tudi va tng nguy C0 Sau rang, Do dé, can phai vé 

sinh rang miéngsach sé khi ding thuée nay. 

- Nguéi suy gan hoac suy than. 
——— 
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- Phai ngiing thudc it nhat 48 gid trudc khilam testda, | 

- Thanh phan thuéc co chwalactose. Nhiingbénhnhancd | 
bénh di truyén hiém gdp: khong dung nap galactose, thiéu | 
hut Lapp lactase, rdi loan hap thu glucose-galactose khéng 

nén ding thudc nay. 
- Thanh phan thuéc cé chia tinh bdt ml, dugc xem la an 

|toan cho bénh nhan cd bénh coeliac (khdng dung nap 

gluten). Tuy nhién, bénh nhan dj dng vai lua mi khong nén 

ding thudc nay. 
| “Truéng hgp phy nifcé thal va cho con bu: 

~ Phy nil cd thai: Mét|ugng Ién d@ liguvé phy nd mang thai 

(hon 1000 két qua phoi nhiém) cho thay khdng cé dj tatd thai 
(nhi/ déc tinh d tré so sinh khi ding loratadin. Cac nghién cuu 
trén déng vat khéng chl ra duge céc tac déng tric tlép hoac 
gian tiép od lidn quan dén de tinh sinh san. Nén tranh sit 
dung thudc trong thoi ky mang thai. 

-Phy ndchocon bu: Cé sy bai tiét loratadin hoac cdc chat 

chuyén hda trong sta me. Khong foal tr! nguy co dél vil trd 
Sd sinh hay trd nnd. Vi vay, khéng nén ding thude trong khi 

\choconbu, 
- Kha nang sinh sin: Khong cé df lidu vé kha nang sinh 

sdncuanamvand, 

* Trung hop Idi xe va van hanh may mde; 
Loratadin khong cd hodc anh hudng khdng dang ké dén 

kha nang Idi xe va van hanh may méc. Tuy nhién, bénh nhan 

nén duge bidt rang cd rt it trudng hgp cdm thay budn ngi, c6 
thé Anh huding dén kha nang lai xe hode van hanh may méc. 

Khindocan tham van Bac si, Dugcsi: 
| Néu ban cam thay bat thudng trong khi ding thude, nén 
\lién lac vdi bac sieda ban. 

| Néu can thém théng tinxin hdly kién Bae si hode Duge si. 

| Handung cua thude: 36 thang ké tu ngay san xuat. | 

| 
HUONG DAN SUf DUNG THUGC CHO CAN BO Y TE 

| Dugelychge: 

Loratadin la dan chat piperidin lién quan dn azatadin, | 
|thude khang histamin tac dyng kéo dai. Loratadin thudc | 
|nhom thudc d6i khang chon Igc thu thé H, ngoai vi thude thé 
hé thi hai, khéng an than, khéng c6 hoat tinh muscarinic 
dang ké. 

Loratadin c6 tac dung gidm nhe triéu chuing cla viém mii 
va viém két mac di Ung do gidiphéng histamin. Loratadin con | 
\co tac dyng chéng nga va ndi may day lién quan dén | 

histamin. 

Duge dng hoe: 

— 

See 

e ip thu: Loratadin duge hap thu nhanh sau khiuéit 
Viée dung déng thdi val thitc an c6 thé tam cham sy hép the 
cla loratadin nhung khong anh huding dén hiéu qua lam sang. | 

Cac théng sd sinh kha dyng cia loratadin va chat chuyén hoa | 
cé hoat tinh tlé vdi lidu ding, | 

Gia tang ndng dé loratadin trong huyét tuong 4a dude bao | 
cao sau khi dung déng thdi vdi ketoconazol, erythromycin, va | 
cimetidin trong cac thi nghidm déi ching, nhung khong cd sy 
thay dGi dang ké vé lm sang (bao gdm ca didn tam dé) 

* Phan bé: Ty 16 lién két vdi protein huyét twang cia | 
loratadin cao (97% dén 99%) va cht chuy&n héa hoat dng | 

chi) yéu desloratadin (73% déin 76%). O nhiing ngudl khde 

manh, nifa ddl phan b6 trong huyét tudng cua loratadin va | 
chat chuyén héa cé hoat tinh cua nd tudng Ung khoang 1 va 2 | 

gid. | 

* Chuyén hoa: Sau khi udng, loratadin duge hap thu | 
nhanh va trai qua qué trinh chuy@n héa qua gan ldn du, chi} 

yéu do CYP3A4 va CYP2D6. Chat chuyén hda chinh co tac 
dung dud¢e ly la desioratadin. Loraladin va desloratadin dat 

duge ndng dé t6i da trong huyét tudng (Tmax) khodng 1-1,5 
gid va 1,5-3,7 gid sau khiduing. 

* Thal tri: Khoang 40% \iéu dung duge bal tél qua nude 
tiéu va 42% trong phan chi yéu dudi dang cdc chal chuyén 
héa lién hop. Khoang 27% lidu duge toai bd qua nutic tiéu 
trong 24 gid du. Dudi 1% chat duge bai tit 4 dang hoat hoa | 
khéng thay déi, nhuloratadin hodc desloratadin. 

6 cdc déi tugng ngudi tn khde manh, thdi gian ban thai \ 
trung binh cia loratadin lA 8,4 gid va 28 gid adi vdi| 

desloratadin. 

* Suy than: G nhing bénh nhan suy than man, cd AUC va 

néng dé dinh trong huyét tudng (C,,,,) cla loratadin va chat | 
chuyén héa cia né déu gia ting so vdi bénh nhan 6 chuc | 

nang than binh thudng. Thdi gian ban thai trung binh cia | 
loratadin va chat chuyan héa khéng khac biét dang ké so vdi | 

thdi gian ban thai binn thudng. Thdm phan mau khéng cé anh 

huding dén duge dong hoccila loraladin hodc chat chuyén héa 
cé hoat tinh & nhiing bénh nhan bj suy than man. 

“Suy gan: fe] nhiing bénh nhan bj bénh gan man do rugu, | 

néng dé AUC vaC,,, claloratadin tang gap ddi, trong khi duge | 
dng hoc celia chat chuyén héa ¢6 hoat tinh thay déi khdng | 
dang ké so vdi & nhilng bénh nhan cé chic nang gan binh | 
thuding, Thdi gian ban thai 661 vdi loratadin cing chat chuyén 
héa la 24 gid va 37 gid, gia lang khi muc dé cla bénh gan nang | 

len, | 
* Ngudi cao tuéi: Dugc dong hoc cua loratadin va chal 

chuyan hda hoat tinh cla n6 tUdng dudng 6 nhiing ngudi tinh | 

| nguyen khde ma manh vanhi fing ngue Udi tinh nguyén ec caoll tdi, | 
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EEE 

Chidinh: ; 

Diéu tri triéu chitng cla vim mili dj ting va may day man 

| tinh vo cn 8 ngudi lén va tr eM tran 2 tudi cd trong ludng cd 

| thé trén 30kg. 
Liéulugng va cach ding: 

- Ngudi ldn va tré em tn 12 tudi: uéng liéu duy nhat 1 

| vién/ngay. 

| Tr em2-12tudi duce chia liéu theo can nang: 
+ Trong ludng ed thé > 30 kg: Ung liéu duy nhat 1 

vién/ngay. 

+ Trong lugng co thé < 30 kg: Vién nén loratadin 10 mg 

khdng phu hgp si dung cho tré em tit 2 dén 12 tudi 6 trong 

| ugng co thé dudi 30 kg. Chua cé di ligu vé tinh an toan va 

niu qua loratadin trén tré. em dudi 2 tuéi, 

- Bénh nhan suy gan: Bénh nhan suy gan nang nén dung 

liu ban du thép hen vi co thé lam giam d6 thanh thai cla 

loratadin. Ligu ban dau 1 vién/ngay dude khuyén cdo cho 

nguéilén va tré em trong lugng co thé > 30 kg. 

- Bénh nhan suy than: Khéng céin diéu chinh liéu 6 benh 

nhan suy than. 

| = Nguédi cao tudi: Khong en diéu chinh liéu 6 ngudi cao 

tudi. 
* ach dung: Dung dudng uéng. Thude cé thé ding cing 

hoae khéng cling vdibula an. 

Chéng chi dinh: 

| Qua man cam vdi batky thanh phan nao cia thudc. 

Cac trudng h¢p than trong khi dung thuée: 

- Khi ding loratadin, cé nguy cd khd miéng, dac biét & 
ngudi cao tudi va téing nguy co sau rang. Do dé, can phai vé 

| sinh rang miéng sach sé khi ding thudc nay. 
| -Ngudisuy gan hodc suy than. 
| - Phai ngitng thu6c it nhat 48 gid trudc khilam test da. 

- Thanh phn thuéc cé chila lactose. NhOng bénh nhan co 

bénh di truyén hiém gap: khong dung nap galactose, thiéu 

| hut Lapp lactase, r6i loan hap thu glucose-galactose khéng 

nén ding thué¢ nay, 
| - Thanh phn thude cé chi/a tinh b6t mi, duge xem 1a an 
toan cho bénh nhan 6 bénh coeliac (khong dung nap 
gluten). Tuy nhién, bénh nhan dj ting voi lua ml khong nén 

| ding thuéc nay. 
| *Trudng hop phy nicé thaiyva cho con bu: 

- Phy nif c6 thal: Mét lugng idn dif liu vé phy ni mang 
thai (hon 1000 két qué phoi nhiém) cho thay khéng ¢6 di tata 

thai nhi/ dc tinh d tré so sinh xhj diung loratadin. Cac nghién 
cuu trén dong vat khéng chi ra dude cdc tac dong truc tiép 

| hoae gian tiép c6 lién quan dén ade tinh sinh san. Nén tranh 

=—_— 

sU dung thuéc trong thdi ky mang thai. 

| -Phy nifcho con bu: Cé sy pai tiét loratadin hoe cae chat 

| chuy8n hda trong siiame. Khong loaitrii nguy oo d6i vdi tré so 
| sinh hay tr nnd. Vi vay, khang nén diing thud trong khi cho 
| con bu, 

- Kha nding sinh san: Khéng cd dif liéu vé kha nng sinh 

san clanamvand. 

* Truing hgp li xe va van hank may méc: 
Loratadin khéng cé hode anh hudng khéng dang ké dén 

kha nang [di xe va van hanh may méc. Tuy nhién, bénh nhan 

nén dude biét rang cé rat it trugng hop cam thay budn ngll, cé 
thé &nh hudng dén kha nang lai xe hoac van hanh may moc. 

Tung tac thude: 

Biéu tri déng thdi loratadin vdi cimetidin, ketoconazol, 

erythromycin din dén tang néng 46 loratadin trong huyét 
tudng nhung khéng cé cac réi loan dang ké vé lam sang va 
sinhhéa. 

Tae dyng khéng mong muén: 

*R&t hiém gap, ADR < 1/1000: 
+ Adi loan hé mién dich: Phan ting qua man (bao gdm phi 

mach va qué man) 
~ Réi loan hé than kinh: Chéng mat, co giat. 

- Réi loan tim mach: Tim dap nhanh, hoi hap. 

- Réi loan tigu héa: Budn nén, khé miéng, viém da day. 

- Réi loan gan mat: Chie nang gan bat thudng. 
- Réi loan vé da va cdc mé dudi da: Phal ban, rung toc. 
-Réiloan chung: Méet mdi. 

* Tré em:Trong cdc thi nghiém lm sang 6 tré em tir2 dén 12 

tuéi, cde phan Ung phu thudng xay ra khi diing qua liéu gid 

dude la nhc dau (2,7%), lo lang (2,3%) va mét mdi (1%). 

Théng bao ngay cho bac sf hede duge si nhng phan ung cd 

hai gap phai khi sit dung thudc 

Qué liéu va cach xutel: 
Khiuéng qué liu loratadin, ¢6 nhling biéu hién: buén ngu, 

nhip tim nhanh, nhc dau. 

Biéu tr qua liéu loratadin thudng 1a diéu tr triéu chung va 

hé trd. Tién hanh gay nén bang siré ipeca dé thdo sach da 

day, ding than hoat sau khi gay ndn dé ngan ngifa hap thu 

loratadin, Néu gay ndn kh6ng két qua co thé tién hanh rifa da | 

day vdi dung dich Natri clorid 0,9% va dat éng ngi khi quan dé 

phong ngila hit phai dich da day. Loratadin khéng bi loai bang 

thdm tach mau. 
Ngay xem xét sua déi, cap "hat lai ngi dung hudng din st 

dyng thude: 22-02-2018 
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