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sis EFOliN® 1 mg/mi

Loratadine

HUGNG DAN sU DUNG THUOC CHO
NGUOGI BENH

DPoc ky hudng dén su dung truéc

khl diang.

DE& xa tdm tay tré em

Théng bao ngay cho bac si hoac duoc
si nhirng téc dung khéng mong muén
gap phai khi su dung thuéc

Thanh phan, ham lugng cta thudc:

Hoat chat: M&i ml sird chita 1 mg loratadine
Ta dugc: Sucrose (600 mg/ml), propylene
glycol, glycerol 85%, anhydrous citric acid,
aroma vanillin, aroma strawberry, sodium
benzoate, purified water

M5 ta san pham:

M® ta: Sird trong, ddng nhat, mau vang nhat,
vi ngot, c6 mui va vi dac trung (huang trai cay).
Dang bao ché&: Sird

Quy cach déng géi:

Chai thdy tinh mau nau cé nap day
chtta 120 ml sird. Hop gidy chira 1 chai
va 1 t8 hudng dan sit dung thudc.

Thudc dung cho bénh gi?

Sird Erolin 1 mg/ml thuéc nhém thudc khang
histamin. Thu8c khang histamin giup giam
céac triéu chiing di ting do ngan ngtra tac
dung cla histamin, la mot chat dudgc san sinh
trong cd thé.

Sird Erolin 1 mg/ml dung dé diéu tri cac tridu
chiing clia viém miii di ¢ng (chdng han di tng
theo mua), nhu hat hai, s6 mii hoac ngtta
mdii, chdy nuéc mat hodc nglta mat.

Sird Erolin 1 mg/ml ciing c6 thé dugc dung
dé diéu tri triéu chiing cdia may day (ngua,
t8y dd, ting kich thudc va s6 lugng ban da).

Nén dung thudc nay nhu thé nao va liéu
lvgng?

Ludn dung thudc nay theo dung hudng dan
cula béc si hoac dugc si. Tham khao tu van
cla bac sT hodc dugc sT néu ban khdng chic
ch&n vé cach dung thudc.

I iBee thovNmee Aldsmnce 15-

nhung khéng phai tdt cad moi bénh nhan déu
gdp phai.

Céac tac dung khong mong mudn thu0ng
gap nhat d tré em ti 2 dén 12 tudi bao gém
dau dau, bén chdn va mét mai. Cac tac dung
khéng mong mudn thudng gdp nhat & ngudi
I6n va thanh thigu nién bac gém budn ngu,
dau d4u, ting thém &n va mat ngd.

Trong qua trinh luu hanh sird Erolin 1 mg/ml,
céc trudng hgp phan t¢ng di (ing nang, chéng
mat, nhip tim nhanh hodc bat thudng, budn
ndn (cdm gidc 8m), khd miéng, kho chiu &
da day, chitc nang gan bat thudng, rung téc,
phéat ban va mét moi dugc bédo céo rat hiém
khi xay ra.

Théng bao ngay cho bdc si hoac duoc si
nhirng téc dung khéng mong muén gép
phéi khi s« dung siré Erolin 1 mg/ml,
bao gém bat ky tdc dung khéng mong muén
nao chua dugc liét ké trong td hudng dan

st dung nay.

Nen tranh dung nhung thudc hoic thuc

pham gi khi dang stt dung sird Erolin

1 mg/mli?

Dang céc thuéc khéc:

Hay béo cho béac si hodc dugc st néu ban

dang dung, mdi dung hodc cé thé da dung

b3t ky loai thuc nao khac, bao gdm ca céc

thudc khéng ké don.

Dac biét, thdng bao cho bac si hodc dugc si

néu ban dang dung b4t ky thudc nao sau day

vi cac thuBc nay cé thé lam ting nguy co xay

ra cac tac dung khong mong mudn:

« cimetidine (dung dé gidm lugng acid trong
da day ban)

* ketoconazole, fluconazole (cac thudc
chéng ndm)

* erythromicin (d€ diéu tri cac nhiém khuan)

* quinidine (thudc chdng loan nhip tim)

* fluoxetine (thu8c ch8ng trdm cam).

Khéng dung dang k&t hop loratadine

va pseudoephedrine khi dang va da dung cac

thudc tc ch& MAO trong vong 10 ngay, vi cac *

thudc nay cé thé anh hudng dén tac dung
trén huyét ap clia pseudoephedrine.
Y4 dung sir6 Erolin 1 m/ml véi thirc

anva uon,g
Sir6 E n he 11<;c dung cling
hoac k l:t:'
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* néu ban c6 bénh gan.

Anh hu’dng dén céc k&t qua xét nghiém:

N&u ban cé k& hoach th( di ing trén da, ban
khong nén dung sird Erolin 1 mg/ml trong
vong 2 ngay trudc khi thit, VI thudc nay cé thé
gay anh hudng dén két qua thu.

Mang thai va cho con bu:

NE&u ban dang c6 thai hodc cho con bu, ban
nghi rdng ban c6 kha ning mang thai hodc cé
du dinh mang thai, can tham khao y kién cla
bac si hodc dudc si trugc khi dung thudc nay.
N&u ban dang mang thai, khong nén st dung
sird Erolin 1 mg/ml.

Né&u ban dang cho con bu, khéng nén st
dung sird Erolin 1 mg/ml. Loratadine dugc
tigt vao sita ngu’du me.

Anh huang dén khé4 néng l4i xe va vén
hanh may méc:

Véi liéu khuyén cdo, sird Erolin 1 mg/ml dugc
cho la khéng gay buon ngu hodc glam tinh
tdo. Tuy nhlen mot s6 ngerl cé thé cdm thay
budn ngu, diéu nay c6 thé &nh huong dén kha
nang lai xe hodc van hanh may mac.

Théng tin quan trong vé mét sé thanh
phan cua siré Erolin 1 mg/ml:

Sir6 Erolin 1 mg/ml cha sucrose.

N&u ban dugc bac s thdng bao rang ban
khdng dung nap mot sd loai dudng, tham khao
y ki&n cla bac si trude khi dung thudc nay
Bénh nhan bi tiéu dudng can chu y dén

lugng sucrose trong sird: 5 ml sird chita

3,0 g sucrose

Khi nao can tham van béc si/ dugc si?

Hay tham van y ki&n cla bac sT hoic dugc st:

» néu ban c6 thai hoac cho con bu

* néu ban dung thudc qua liéu khuyén céo

* néu cé bat ky tdc dung khéng mong mudén
nao xay ra trong khi st dung thudc nay.
Piéu nay bao gém ca nhiing tac dung
khédng mong muén chua dugc liét ké trong
& hudng dan st dung nay.

Néu cén thém théng tin xin héi y kién

béc si hoac dugc si.

Han dung: 36 thang k& tir ngay san xuét.

Han dung sau khi md n&p lan diu: 6 thang

khi bao quan & nhiét do t 2 dén 25°C
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Nguoi 16n va tré em trén 12 tudy-

2 ndp do sird (10 ml) mdt 14n mébi ngay.

Tré em:

Tré em 2 d&n 12 tudi: Liéu dung theo

can nang:

Tré em c6 can nang hon 30 kg: 2 ndp do sird
(10 ml) mét 1an mbi ngay.

Tré em c6 can nang dudi 30 kg: 1 ndp do sird
(b mI) mot 1an moi ngay

Cé thé udng sird vao bat ky thdi gian nao
khdng phu thudc vao bita an. Khdng can
dung kém véi nuéc hodc cac dé udng khac dé
nudt sird.

Bai vi tré em tir 2 d&n 6 tudi: chi nén diing
thudc khi c6 chi dinh clia béc si.

Sir6 Erolin 1 mg/ml khéng dugc khuyén céo
st dung cho tré em dudi 2 tudi.

Bénh nhan bj bénh gan nang

Nguai 16n va tré em c6 can nang trén 30 kg
10 ml (10 mg) dung céch ngay. c6 thé udng
gan hoac xa ba an.

Tré em c6 can nang dudi 30 kg 5 ml (b mgq)
dung céch ngay, cé th€ uéng gan hoac

xa bita a an.

Khong can dung kém v6i nudc hoac cac do
udng khac dé nuét sird. N&u thudc dugc dung
nap thich hgp, c6 thé tang dan liéu dén liéu
théng thudng.

Nap do kém theo do duoc b ml sird.

N&u tinh trang clia b&nh nhan khang cai thién
sau 3 ngay dung thu8c thi kha nang diéu tr
thanh cong t& d6 vé sau sé gidm.

Khi nao khéng nén dung thuéc nay?

Khéng dung sird Erolin 1 mg/ml

 néu ban bi di (tng vdi loratadine hodc bat
ky thanh phan nado cda thudc (dugc liét ké
trong muc Thanh phdn, ham luong cua
thuéc - T3 duoc).

Tac dung khong mong muédn:
Cung nhu moi loai thudc, sird Erolin 1 mg/ml
c6 th& gay ra tac dung khdng mong mudn,

Slro Erolln 1 mg/ml khdéng lam tang tac dung
clia d6 uBng c6 con.

Can lam gi khi mét lan quén khéng dung
thuéc?

Né&u ban quén khdng dung thudc theo diing
thdi gian chi dinh, dung thudc ngay khi nhé
ra sau dé ti€p tuc ch& do liéu thdng thudng.
Khong dung liéu gip ddi nhdm bu dap cho
liéu da quén.

N&u ban cén thém théng tin vé st dung
thudc nay, hdy tham van y kién cla bac

st hoac dugc s.

Can bao quan thudc nay nhu thé nao?

DéE xa tam tay tré em.

Bao quan dusi 30°C

Khéng dung sird Erolin 1 mg/ml sau ngay hét
han dugc ghi trén hop thusc.

Han dling clia thu8c sau khi md nap 1a 6 thang.

Khdng vit thudc vao nudc thai hodc nude
sinh hoat. Tham khao y kién cutia dudc si cach
tiéu hdy thudc con thira. Diéu nay sé gitp bao
vé mdi trudng.

Nhitng d&u hiéu va triéu ching khi diung
thudc qua liéu

Ngu ga, nhip tim nhanh va dau dau da dugc
bdo céo khi st dung qué liéu sird Erolin

1 mg/ml.

Can phai lam gi khi dung thudc qua liéu
khuyén céo?

Khi vo tinh dung thudc qué liéu thudng khdng
xay ra nguy hai nghiém trong. Tuy nhién, néu
ban dung sird Erolin 1 mg/ml véi liéu cao
han liéu khuy&n dung cuia bac sT hoac chi dan
trong t& hudng dan st dung nay, hay tham
van y kién cuia bac s hodc dugc si.

Nhitng diéu can than trong khi dung
thudc nay?

Tham khao y kién cla bac si hodc dugc si
trude khi s& dung sird Erolin 1 mg/ml

Than trong khi st dung sird Erolin 1 mg/ml

Prlvate L|m|ted Company

Budapest - Hungary
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Tru sd: 1106 Budapest,
Kereszturi ut 30-38., Hungary
Nha may: 9900 Kérmend,
Matyas kirdly at 65., Hungary

Ngay xem xét sita di, cap nhat lai ni
dung huéng dan sit dung thuéc:

HUONG DAN sU DUNG THUGC CHO CAN
BOYTE

Pac tinh dugc luc hoc:

Nhom dugc tri liéu: khang histamin dung toan
than - thudc d&i khang thy thé H1.

Ma ATC: RO6A X13

Co ché tic dung:

Loratadine, hoat chat cua sird Erolin 1 mg/ml,
la mot chat khang histamin 3 vong cé hoat
tinh chon loc véi thu thé H1 ngoai bién.
Loratadine khdng cé dac tinh an than hoac
ligt than kinh d6i giao cdm khi st dung 4§ liéu
khuy&n céo.

Khi dung thudc 1au dai khong c6 thay déi
dang k& trén |am sang vé cac dau hidu sinh
ton, két qua xét nghiém, kham thuc thé hay
dién tdm dé.

Loratadine khong ¢6 hoat tinh dang k& vdi
thu thé H2. Thudc khong e ché sy tiéu thu
norepinephrine va thuc t& khédng cé anh
hudng nao dén chiic nang tim mach hay dén
hoat déng diéu nhip ndi tai cda tim.

Pac tinh dugc dong hoc:

Sau khi u8ng, loratadine dugc h3p thu t6t

va nhanh chéng, va dugc chuyén hoé nhiéu
qua qué trinh chuy&n héa ban dau, chtl yéu
bdi CYP3A4 va CYP2D6. Chat chuyén hoa
chinh - desloratadine (DL) - ¢6 hoat tinh
dugc ly va co vai trd trong phan 16n tac dung
1dm sang. Loratadine va DL dat ndng d6 t3i da

Vietnam
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trong huyét tuong trong thdi gian tuong ung la
khoang 1-1,b gidva 1,6-3,7 gld sau khi uéng.
Néng dd trong huyét tuong cla loratadine
tang khi st dung déng thdi véi ketoconazole,
erythromycin va cimetidine trong cac thir
nghiém cé déi ching, nhung khong gay thay
d6i dang ké trén lam sang (k& ca trén dién
tAm do).

Loratadine gan k&t nhiéu vai proteln huyet
tuong (97% d&n 99%) va chat chuyén hoa

c6 hoat tinh clia thuBc gin két vita phai voi
protein huyét tuong (73% dén 76%).

o} ngu’dl khoé manh, thoi gian ban phan b&
cua loratadine vao khoang 1 gio va chit
chuyén hoé c6 ‘hoat tinh ctia thuBc vao
khoang 2 gid. 3 ngudsi 16n khoé manh, thdi
gian ban thai trung binh cla loratadine

la 8,4 gid (trong khoang 3-20 gid) va 28 gid
(trong khodng 8,8-92 gid) d8i véi chat
chuyén hoé chinh c6 hoat tinh.

Khoang 40% I|eu dung cla thudc dugc thai
trur trong nudc tiéu va 42% trong phan trong
thai g|an 10 ngay va chd yeu dudi dang chét
chuyen hoa lién hgp. Khoang 27% Ileu dung
cta thudc dudc thai trit trong nudc tiéu  trong
vong 24 gid dau. Co it hon 1% hoat chat dugc
thai trong nudc tiéu dudi dang khdng bién dai
dudi dang loratadine hoac DL.

Céac thc“mg s6 sinh kha dung cua loratadine

va chét chuyén hoa cé hoat tinh ty I theo
liBu dung.

Dugc dong hoc cula loratadine va chét chuyen
hoa cuia thuSc & ngudi 16n khoé manh cling
tuong ty nhu & ngudi gia.

Udng thuoc cung vGi bita &n cé thé hoi lam
cham tré sy hap thu loratadine nhung khong
anh huéng dén tac dung l1am sang cua thudc.
0 benh nhan cé suy than man, ca AUC 1an
nong doé dinh trong huyet tuong (Cmax) cla
loratadine va chat chuyén hoa cla thuéc déu
tang so V@i cac gia tri do dugc 8 bénh nhan
c6 chic nang than binh thudng. Thoi gian ban
thai trung binh cua loratadine va chat chuyen
hoé cuia thuBc khéng khac nhau déan
so vGi § ngu0| binh thu’dng Tham tach
khong cé anh huong dén dugc dong hoc
loratadine hay chat chuyén hoa c6 hoat tinh
cua thudc 6 nhu'ng ngugdi c6 suy than man.
O benh nhan co benh gan man tlnh do rugu,

~ Do thuBc c6 chita sucrose nén khong du

bi giam. Liéu khdi diu 10 mg (10 ml) dung
cach ngay dugc khuyen céo cho ngudi I6n va
tré em cd can nang han 30 kg. Liéu khdi dau
5 mg (5 ml) dung cach ngay dugc khuyen céo
cho tré em cé can nang 30 kg hay thap hon.
N&u thubc dugc dung nap thich hop, c6 thé
tdng dan liéu dén liéu thong thudng.

Khoéng cdn phai diéu chinh liéu cho ngudi cao
tudi hoac bé&nh nhan suy than.

Cach dung:

Dung theo dudng udng.

Khong can dung kem vaoi nudc hodc cac do
udng khac dé& nubt sird.

C6 thé udng sird vao bat ky thai gian nao,
khong phu thudc vao bita an.

Khi udng sir6 Erolin 1 mg/ml vao bira an sy
h3p thu clia hoat chat cé thé bi cham tré,
nhung diéu nay khdng anh hudng dén tac
dung lam sang cla thudc (xem muc Pdc tinh
dugc dong hoc)

Thdi gian diéu tri - do thay thu8c quy dinh -
tuy thudc vao dlen bi&n cua bénh.

Né&u tinh trang clia bénh nhan khong céi thién
sau 3 ngay dung thuoc thi kha ndng diéu tri
thanh cong ti d6 vé sau sé giam.

Chéng chi dinh:
Bénh nhan qua man cadm véi hoat chat hay
b4t ky thanh phan nao cua thudc dugc liét
ké trong muc Thanh phén, ham lugng cua
thuée - T4 dugc.

Canh béo va than trong khi sit dung:

D3i véi bénh nhan bi suy gan nang phai dung
thudc than trong va thudng vdi liéu khdi dau
thap hon (xem muc Liéu dung va cdch dung).
Tré em:

Khang diing Erolin cho tré em dudi 2 tudi

vi ly do an toan va hiéu qua.

Phai ngung céac thudc khang histamin it

nhat 13 48 gid trude khi thyc hién cac tha
nghlem di ung tren da (nhu thi nghlem Prick)
dé tranh k&t qua a4m tinh gia. -

74 dugc:

uctose kém hap thu glucose galactose hoac
thi€u hut enzym sucrase- -isomaltase.
B&nh nhan b ti€u duong can chiy dén

dan dén tang néng do loratadine trong huyet
tuong 60%, do cimetidine ttc ché chuyen hoa
cua loratadine. Diéu nay khéng cé bidu hién
lam sang.

Piéu tri dong thai loratadine va ketoconazole
dan tdi tang ndng do loratadine trong huyet
tuong gap 3 1an, do Gc ch& CYP3A4. Diéu d6
khong ¢6 biéu hién 1am sang i loratadine cé
chi s8 diéu tri rong.

Diéu tri dong thdl loratadine va erythromycm
dan dén tang néng do loratadine trong huyet
tuong, AUC (dién tich du0| dudng cong cla
ndng dd theo thdi gian) cla loratadine tang
trung binh 40% va AUC cua desloratadine
tang trung binh 46% so v6i diéu tri loratadine
ddn doc. Trén dién tam db khéng co thay

ddi vé khoang QTc. Ve mat Iam sang, khong
6 biéu hién sy thay déi tinh an toan cua
loratadine va khdong cé théng bao vé tac dung \
an than hoac hién tugng ngat khi diéu tri ‘
dong thdi 2 thudc nay.

Chong chi dinh dung dang két hdp loratadine
va pseudoephednne khi d‘ang va da dung cac
thudc tic ché MAO trong vong 10 Jgle:
thudc nay c6 thé anh hudng dén
trén huyét 4p cla pseudoephed
Tinh twrong ky:
Kh6ng ap dung

nhom dung gié dugc la dau dau (2,° ;
chén (2,3%), va mét mai (1%).
Trong céc th nghiém lam sang trén ngudi

va thanh thi&u nién trong mét s6 chi dinh éIRUONG _PHONG
tri bao gém ca viém mii di ing va may

' o~ 7 YN
phat man tinh, véi liéu dugc khuyén céo 1@?5{@/{4}/[, J/Z{y Jf”%og |

Ioratadlne mdi ngay, céac tac dung khdng mong
mudn xay ra 8 2% bé&nh nhan nhiéu hon so

v6i nhdm dung gia dugc. Céc tac dung khdng
mong mudn thudng gap nhat (21/10) va xay
ra nhiéu hon so véi nhém dung gia dugc la
budn ngu (1,2%), dau dau (0,6%), tdng thém
an (0,5%) va mat ngti (0,1%). Cac tac dung
khdng mong mudn va rat hiém khi dugc bao
c4o (<1/10 000) trong giai doan hau mai
dugc liét ké trong bang sau day:

. 06 o BT laz. v o o2 |
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Ioratadlne hay chat chuyen ho4 c6 hoat tinh hﬁ?uctose kém hap thu glucose galactose hoac

cla thudc 6 nhUng ngudi cé suy than man.

J bénh nhan cé bénh gan man tinh do ruou,
AUC va ndng do dinh trong huyét tuong
(Cmax) cla loratadine cao gap dbi so voi
bénh nhan cé chiic ndng gan binh thudng,
trong khi dugc dong hoc clia cht chuyén hoa
¢6 hoat tinh thi khong thay dgi dang k&. Thoi
gian ban thai cla loratadine 1a 24 glo va chit
chuyén hoa oua thudc 1a 37 gid, va tang khi
mtic d6 ndng cla bénh gan tang.

Loratadine va chat chuy&n hoa c6 hoat tinh
cla thudc dugc tiét vao sita me.

Diz liéu an toan tién Idm sang:

Céac dit liéu tién 1am sang cho thdy khdng

c6 nguy hai dac biét nao cho ngudi dua trén
nhitng nghién cu thudng quy vé tinh an toan
dugc ly, doc tinh vai liéu l3p lai, doc tinh véi
gen, va kha ndng gay ung thu.

Khong thay c6 tac dung gay quai thai trong
cac nghién cttu vé ddc tinh trén su sinh san.
Tuy nhién, c6 thay ting thdi gian dé & chudt
va giam kha nang séng & chudt con dé ra khi
ndng do trong huyét tuong (AUC) cao gép
10 1an so v8i ndng dd dat dugc véi cac liéu
dung trong lI&m sang.

Chi dinh diéu tri:

Sird Erolin 1 mg/ml dugc chi dinh diéu tri
triéu chiing cda bénh viém mi di ing va may
day ty phat man tinh.

Liéu dung va cach dung:

Liéu dang:

N&p do kém theo do duoc 5 ml sird.

Ngudi 16n va tré em trén 12 tudi: 1 x 2 ndp
do (10 ml) mé&i ngay.

7ré em:

Tré em 6 dé&n 12 tudi hodc can ning hon
30kg: 1x2 nip do sird (10 ml) moi ngay.
Tré em 2 dé&n 6 tudi hodc can nang dudi

30 kg: 1 x 1 ndp do sird (5 ml) mbi ngay.
Khéng nén dung Erolin cho tré em dudi 2 tudi
Cac nhom bénh nhéan dac biét:

Bé&nh nhan suy gan ning phai dung liéu khai

dau thap hon vi sy thanh thai loratadine c6 thé

thiéu hut enzym sucrase-isomaltase.

Bénh nhan bi ti€u dudng can chd y dén

lugng sucrose trong sird: 5 ml sird chira 3,0 g
sucrose.

Phu nir mang thai:

M6t lugng I6n céac dit liéu trén phu nit

mang thai (hon 1000 trudng hop) cho thay
loratadine khéng gay dj tat clng khdng cé
déc tinh ddi véi bao thai/tré sa sinh. Cac
nghién ctu trén ddng vat khong cho thay tac
hai truc ti€p hodc gian ti€p lién quan dén déc
tinh sinh san (xem muc D& liéu an toan tién
16m sang). D& phdng ngtta, khdng nén dung
sird Erolin khi mang thai.

Phu nir cho con ba:

Loratadine dugc ti€t vao sita me, do d6 khong
nén dung loratadine cho phu nit dang cho
con bu.

Anh hlfdng dén kha ndng l4i xe va vén
hanh may moc:

Trong cac thit nghiém |am sang danh gia kha
nang lai xe, khdng th&y c6 sy suy gidm & céc
bénh nhan st dung loratadine. Tuy nhién,
pha| thong béao cho bénh nhén la rat hiém khi
c6 mot s8 ngum cam thay budn ngu, cé thé
anh hudng dén kha nang lai xe hoac van hanh
may mac.

Tuong tac véi cac thudc khac va cac dang
tuong tac khac:

Khi dung déng thdi véi rugu bia, loratadine
khéng tang tac dung qua céc khdo nghiém
thyc hién vé tam than van dong.

Loratadine dugc chuyé&n héa bdi cytochrome
P450i isoenzym CYP3A4 va CYP2D6, vi vay
st dung dong thdi vdi nhitng thudc tc ché
hodc bi chuyen hoa bdi CYP3A4 hoac
CYP2D6 c6 thé tao ra thay ddi vé nong

dd thudc trong huyét tuong va c6 thé

c6 tac dung khéng mong mudn. Cac thudc
da biét c6 tc ché& cac enzym trén bao gém:
cimetidine, erythromycin, ketoconazole,
quinidine, fluconazole va fluoxetine.

Diéu tri déng thadi loratadine va cimetidine

Knong mong muon va rat niem Kni augc vao
cao (<1/10 000) trong giai doan hdu mai
dugc ligt ké trong bang sau day:

Céc phan (ng qua
man (bao gém phu
mach va phan vé)
Chéng mat, co giat
Nhip tim nhanh,
danh tréng nguc
Budn ndn, khd
miéng, viém da day
Chtc ndng gan bt
thudng

Phat ban, rung téc

R67 loan hé mién
dich

Ré&i loan hé thén kinh
R&i loan tim

Réi loan tiéu héa

Réi7 loan gan mat

Réi loan da va mé
duoi da

R&6i loan toan than va
tai vj tri ding thuéc

Mét moi

Qua liéu va xit tri:

Qua4 liéu loratadine 1am ting xay ra céac triéu
chiing liét than kinh d&i giao cam. Ngui ga,
nhip tim nhanh va dau dau da dudc bao cao
khi s& dung thuBc qua liéu.

Trong trudng hgp bi qua liéu, phai thyc hién
cac bién phép diéu tri hé tro va diéu tri tridu
chiing va duy tri cac bién phap nay cho dén
khi nao con can thiét. C6 thé cho bénh nhan
duing than hoat hoa véi nudc. C6 thé xem xét
dé&n viéc ria da day. Loratadine khong bi loai
bd bang tham tach mau va chua cé dit lidu
cho thay loratadine cé thé dudc loai bo bang
tham phan phuc mac. Sau khi xt tri cap cltu
phai tiép tuc theo déi bénh nhan.

Cac dau hiéu luu y va cac khuyén céo khac:
Khong ap dung
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Cud Udb SIudl QUOC SINeu pdn Kknong cnac
chin vé céach dung thudc.

Liéu thudng dung la:

Ngudi I6n va tré em trén 12 tudi-

2 ndp do sird (10 ml) mdt 1dn méi ngay.

Tré em:

Tré em 2 d&n 12 tudi: Liu dung theo

can nang:

Tré em c6 can nang hon 30 kg: 2 nap do sird
(10 ml) mét 1an mdi ngay.

Tré em c6 can nang dudi 30 kg: 1 ndp do sird
(b5 ml) mot 1an méi ngay

Cé thé udng sird vao bat ky thdi gian nao
khong phu thudc vao bia an. Khong can
dung kém véi nudc hodc céc db udng khac dé
nudt sird.

Dai vdi tré em tr 2 d&n 6 tudi: chi nén diing
thudc khi c6 chi dinh cla bac si.

Sird Erolin 1 mg/ml khéng dugc khuy&n céo
st dung cho tré em dudi 2 tudi.

Bénh nhéan bj bénh gan nang

Nguai 16n va tré em c6 can nang trén 30 kg
10 ml (10 mg) dung cach ngay, cé thé udng
gan hoic xa bita an.

Tré em c6 can nang dudi 30 kg 5 ml (b mg)
dung céch ngay, cé th& udng gan hoac

xa bita a an. _

Khong can dung kém vai nudc hodc cac do
udng khac dé nuét sird. N&u thudc dugc dung
nap thich hgp, cé thé ting dan liéu dén liéu
théng thudng.

Nap do kém theo do dugc 5 ml sird.

N&u tinh trang ctia b&nh nhan khdng cai thién
sau 3 ngay dung thudc thi kha nang diéu tri
thanh cong t& d6 vé sau sé giam.

Khi nao khdng nén dung thudc nay?

Khdng dung sird Erolin 1 mg/ml

* néu ban bj dj &ng vdi loratadine hoac bat
ky thanh phan nao cla thudc (dugc liét ké
trong muc Thanh phén, ham lugng cua
thuéc - T3 dugc).

Tac dung khéng mong muén:
Cung nhu moi loai thudc, sird Erolin 1 mg/ml
c6 th& gay ra tac dung khdng mong mudn,

Sirs E@ g/m{ ?:6 he 110(: dung cuing
hoac k Aoy

Sird Erolin 1 mg/ml khéng lam téng tac dung
clia d6 udng c6 con.

Can lam gi khi mdt lan quén khéng ding
thuéc?

Né&u ban quén khong dung thudc theo ding
thdi gian chi dinh, dung thudc ngay khi nhé
ra sau dé ti€p tuc ch& do liéu thdng thudng.
Khong dung liéu gdp ddi nhdm bl dap cho
liéu da quén.

N&u ban cén thém théng tin vé st dung
thu8c nay, hay tham van y kién cla bac

st hoac dugc si.

Can bao quan thudc nay nhu thé nao?
Dé xa tam tay tré em.

Bao quan duégi 30°C

Khéng dung sird Erolin 1 mg/ml sau ngay hét
han dugc ghi trén hdp thudc.

Han diing clia thudc sau khi md nap 1a 6 thang.

Khong vt thudc vao nudc thai hodc nudc
sinh hoat. Tham khao y kién cutia dugc si cach
tiéu hdy thudc con thira. Diéu nay sé giup bao
vé mdi trudng.

Nhitng dau hiéu va triéu chitng khi dung
thudc qua liéu

Ngu ga, nhip tim nhanh va dau dau da dugc
bdo céo khi st dung qua liéu sird Erolin

1 mg/ml.

Can phai lam gi khi dung thudc qu4 liéu
khuyé&n céo?

Khi vé tinh dung thu8c qué liéu thudng khdng
xay ra nguy hai nghi&m trong. Tuy nhién, néu
ban dung sird Erolin 1 mg/ml v6i liéu cao
han liéu khuyén dung clia bac si hoac chi dan
trong td hudng dan st dung nay, hay tham
van y kién culia bac sT hoac dugc sT.

Nhitng di€u can than trong khi dung
thudc nay?

Tham khao y kién cla béac si hodc dugc sT
trudce khi s& dung sird Erolin 1 mg/ml

Than trong khi st dung sird Erolin 1 mg/ml

Tén, dia chi cia co sé san xu&ts PHARMACEUTICALS <8,
Private Limited Company

EGIS PHARMACEUTICALS

Private Limited Company Budapest - Hungary

Tru sé: 1106 Budapest,
Kereszturi ut 30-38., Hungary
Nha may: 9900 Kormend,
Maétyas kirdly Ut 65., Hungary

Ngay xem xét su‘a doi, cap nhat lai ndi
dung huéng dan sit dung thuéc:

HUONG DAN sU DUNG THUGC CHO CAN
BOYTE

Pac tinh dugc luc hoc:

Nhém dugc tri Ileu khang histamin dung toan
than - thudc ddi khang thu thé H1.

Ma ATC: RO6A X13

Co chétiac dung:

Loratadine, hoat chit cua sird Erolin 1 mg/ml,
la mét chat khang histamin 3 vong c6 hoat
tinh chon loc véi thu thé H1 ngoai bién.
Loratadine kh6ng c6 dac tinh an than hodc
ligt than kinh d&i giao cdm khi s dung & liéu
khuyé&n céo.

Khi dung thu8c lau dai khong c6 thay ddi
dang ké tren Iam sang vé cac dau hiéu sinh
ton, két qua xét nghiém, kham thuc thé hay
dién tdm do.

Loratadine khong ¢6 hoat tinh dang k& voi
thu thé H2. Thudc khong Gc ché su tidu thu
norepinephrine va thyc t& khdng c6 anh
hudng nao dén chiic nang tim mach hay dén
hoat déng di€éu nhip ndi tai cda tim.

Pac tinh dugc dong hoc:

Sau khi u8ng, loratadine dugc hap thu t6t

va nhanh chéng, va dugc chuyén hoé nhiéu
qua qué trinh chuy@n héa ban dau, chti yéu
bdi CYP3A4 va CYP2D6. Chat chuy&n hoa
chinh - desloratadine (DL) - c6 hoat tinh
dugc ly va c6 vai trd trong phan 16n tac dung
I&m sang. Loratadine va DL dat nong d6 t8i da

Vietnam
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