Erolin
Vién nén
Loratadine 10 mg

Xin doc ky hwdng dén st dung trude khi ding. Néu can
thém théng tin, xin hoi y kién bac si.

THANH PHAN

Hoat chat: Trong mdi vién nén cd 10 mg loratadine.

Ta duwge: Colloidal anhydrous silica, magnesium stearate,
pregelatinized starch, microcrystalline cellulose, Lactose monohydrate
(63,8 mg/vién nén).

DANG BAO CHE CUA THUGC

Vién nén.

M ta: Vién nén mau trang hay gan nhi trang, khang mui hay gén
nhut khang mii, hinh trdn, phang hai mat, qi nghiéng, cd dép ky hiéu
E va sd 531 rén mgt mat va c6 mdt vach chia doi ¢ mar kia.

CAC DAC TiNH LAM SANG

Chi dinh diéu tri

Erolin vién nén 10 mg dugc chi dinh dé diéu tri triéu chitng cda bénh
viém mai di rng va may day man tinh ty phat.

Liéu lrgng va cach ding

Liéu lrang

Ngudi Idn va 1ré em trén 12 wdi: liu thang thugng 13 1 vién nén
mdi ngay.

Tré em

6 dén 12 wai: liéu thong thudng mdi ngay 13 2 vién nén néu cén
ngng dudi 30 kg, 1 vién nén néu can nang trén 30 kg.

2-6 1wdi: liéu lugng thich hop co thé dat duge vdi thudc dang xird.
Khong nén ding Erolin cho tré em dudi 2 twdi.

Cac nham bénh nhan dac biét

Bénh nhan bj suy gan ndng phai dung liéu khdi ddu thap hon vi sy
thanh thai cua loratadine cd thé bi giam. Liéu khdi ddu 10 mg ding
cach ngay dugc khuyén cdo cho ngudi Idn va 1ré em cd cén ndng hon
30 kg. Liéu khoi ddu 5 mg ding cach ngdy duge khuyén cdo cho tré
em cd cén nang 30 kq hay thap hon. Néu thudc duge dung nap thich
hp, c6 thé tang dn dén liéu thang thudng.

Khdng cdn phai diéu chinh liéu cho ngui cao tudi hay bénh nhan cd
suy than.

Cach ding

Dung theo dudng udng.

Vién nén dugc udng kém vdi nudc, khdng nhai, khdng phy thudc thai
diém bita an.

Khi udng Erolin vién nén 10 mg vao bia an, sy hdp thu cda hoat chat
cd thé bi chdm té, nhung diéu ndy khdng anh hudng dén téc dung
lam sang cia thudc (xem muc Bac diém dirge ddng hoc).

Thai gian diéu tri - do thdy thudc quy dinh - ty thude vao dién bién
cia bénh.

NEu tinh trgng cta bénh nhan khdng cai thién sau 3 ngay ding thudc
thi co may diéu tri thanh cdng tir do vé sau sé gidm.

Chéng chi dinh

Cd qua man vdi hoat chat hay vdi bat ky thanh phdn 1@ duge nao.
Canh béo va than trong khi sit dung thudc:

Bai vai bénh nhan bi suy gan ngng phai dung thudc thén trgng va
thuing vdi liéu khdi ddu thap hon (xem myc Liéu lwgng va cach
dung).

Tré em

Khng diing Eralin cho tré em dudi 2 twdi vi Iy do an toan va hiéu
qua.

Phai ngung cdc thudc khang histamin it nhdt |3 2 ngay tnedc khi thye
hién cdc thir nghiém trén da vé di rng (nhy thit nghiém Prick) dé
tranh két qua am tinh gid.

Vi Erolin vién nén cd chira lactose monohydrate, nén khing ding
thudc nay cho nhitng bénh nhén cd cac van dé di ruyén hiém gap
nhu kém hap thu glucose-galactose, khang dung nap galactose va
thiéu men lactase Lapp.

Tuong tac vdi cac thudc khac va cac dang tuong tac khac
Khi dung ddng thdi vdi regu bia, loratadine khang cd tang tac dyng
qua cac khao nghiém thyc hién vé tdm than vén dgng.

C thé xdy ra tang twong téc vdi cac thudc (e ché CYP3A4 hay
CYP2D6 dugc biét, dan dén tang ndng dg cua loratadine (xem myc
Dac diém duge ddng hoc), didu nay cd thé 1am tang xay ra céc hidn
cd bat lgi. W
Kha nang sinh san, truéng hep cé thai va cho con bi

Loratadine khdng géy qudi thai trong cdc nghién citu trén dgng vt

Cd thai
Tinh an toan cua loratadine ding khi cd thai chura duge xdc dinh, do
dd khong nén dang Erolin vién nén 10 mg khi cd thai.

Cho con b
Loratadine dugc thai vao sita me, do do khing nén dung loratadine
cho phy ni co cho con bu.

Tac dung déi vdi kha nang lai xe va van hanh may moc
Trong cac thit nghiém am sang danh gia kha nang lai xe, khdng thay
£d s suy giam @ cac bénh nhan cd dung loratadine. Tuy nhién, phai
thong bao cho bénh nhan 13 rat hiém khi co mt sd ngudi cam thay
budn ngd, cd thé anh hudng dén khd nang 14i xe hay vén hanh may
mac.

Tac dung khéng mong muén

Trong c4c thi nghigm Iam sang d tré em (tif 2 dén 12 wdi), cdc phan
(tng bt Igi thuirng gép va xdy ra nhiu han so vdi nhdm dung gia
duge 13 nhic ddu (2,7%), tinh trang cang thang (2,3%), va mét moi
(1%).

Trong cdc thit nghiém 1dm sang trén ngudi ldn va thigu nién trong
mot sd chi dinh diéu trj ké ca viém mdi di ing va may day man tinh
1y phat, vdi liéu duge khuyén cdo 10 mg mai ngay, thi cac phan ting
bt lyi cia loratadine xay ra & 2% bénh nhan nhiéu hon so vii nhdm
dung gia dugc. Cac phdn (rng bat lgi thudng gdp nhat va xdy ra nhiéu
han so vii nhdm ding gia duoc 1 budn ngi (1,2%), nhirc dau (0.6%), _ 7
tang them @n (0,5%) va mat ngu (0,1%). Cdc phan tng bat Igi khdc
va rat hiém khi duge bdo céo trong giai doan hau mai duge ligt ké
trong bang sau day.

Mién dich Phan vé ¥
Hé than kinh Chdng mat ¥
Tim Nhip tim nhanh, hdi hap s
Tiéu hoa Budn ndn, kh miéng, viém da day LY
Gan mat Chirc nang gan bat thudng

Da va mé dudi da Ndi ban, ryng tdc Idng

Tong quat va tai noi dung  |Mét mdi

thuéc

Théng béo cho bac si nhimg tac dung khéng mong muén
gép phai khi sit dung thudc.
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Qua ligu

Qud liéu loratadine sé 1am téng xdy ra cac trigu ching chdng tiét
cholin. Ngd ga, nhip tim nhanh va nhitc ddu da dugc bao céo khi bi
qué liéu.

Tmng trrang hyp bi qué |I8U phai thyc hién cdc bign phap xi tri
triéu ching va nang i mng qual va duy tri cdc bién phap nay cho
dén khi nao con can thiét. Ca lhe cho dung than hoat tinh hoa vai
nudc. Cd the xem xet dén viéc nra da day. Loratadine khdng b loai
bo bang tham téch mau va khdng biét Inratadme cd bj loai ba bang
tham phén phic mac hay khang. Sau khi xit tri cdp ciu phdi tidp e
theo ddi bénh nhén.

CAC DAC TiNH DUQC LY

Dac tinh dvgc luc hoc

Phan logi tac dyng dugc Iy 1 liu: khang histamin ding toan than
- thudc ddi khang Hy, ma ATC: ROBA X13.

Loratadine, hoat chat trong Erolin vién nén 10 mg, la mét chét
khang histamin ba vang cd hoat tinh chgn loc vdi thy thé Hi ngoai
bién.

Loratadine khdng cd dac tinh an thén hay chdng tiét cholin déng ké
trén |am sang & da sd bénh nhan va khi ding vdi liéu duge khuyén
céo.

Khi dung thudc lau dai khdng cd thay ddi dang ké trén [am sang vé
cdc ddu higu sinh tdn, ket qua xét nghiém, khdm thyc thé hay dign
1am dd.

Loratadine khang cd hoat tinh dang ke vi thy thé Hy. Thudc khdng
fc ché sy tiéu thy norepinephrin va gan nhi khdng cd anh huung
ni_m dén chire nang tim mach hay dén hoat ddng diéu nhip ngi tai
cua tim.

Dac tinh tlwc ddng hoc

Sau khi udng, loratadine duqc hap lhu nhanh chong va tt va dugc
chuyén hod Idn thir nhét nhiéu, chu yéu bei CYP3A4 va CYP2D6.
Chat chuyén hoa chinh - desloratadine (DL) - cd hoat tinh duge ly
va cd vai trd trong phan Idn tac dyng Iam sang. Loratadine va DL dat
ndng dg 1di da trong huygt wong (Tma trong khodng 1 - 1,5 gier va
1,5 - 3,7 gid wong tng sau khi udng.

Ndng dg trong huyét wong cia loratadine da dugc bdo cdo tang khi
dung cung lic vdi ketoconazole, erythromycin va cimetidine tro ng
cac thi nghlém ¢d ddi ching, nhung khing gay thay ddi déng ke trén
1&m sang (k€ ca wén dién tam dd).

Loratadine gan nhiéu véo protein huyét usong | (97% dén 99%) va
chat chuyén hod cd hoat tinh cda thudc thi gan vira phai (73% dén
76%).

] ngum khoé manh, ban thai gian phan hu cua loratadine vao khoan
1 gitr va chat chuyén hod cd hoat tinh cia thudc vao khuang 2 gid. [?
nguti lén khogé manh, thai gian ban huy trung binh cda loratadine 13
8.4 gid (3 - 20 gid) va 28 git (8.8 - 92 gi) ddi vdi chét chuyén hoa
chinh cd hoat tinh.

Khodng 40% cda liéu thudc dugc thai trong nugc tiéu va 42% rong
phan lrong khodng thai gian 10 ngay va chi yéu dudi dang chat
chuyen hod lién hop. Khoang 27% cua lidu lhuoc duge thai trong
nudc tiéu trong ving 24 git déu. C6 it hon 1% cla hoat chat dugc
thai trong nudc tiéu dudi dang khdng thay ddi nhy loratadine hay
DL

Céc thong sd sinh kha dyng cua loratadine va chat chuyén hoa co
hoat tinh 1y 1é theo liéu lrgng.

Duge ddng hoc cua loratadine va chat chuyen hod cua thudc & ngui
tinh nguyén khoé manh cang twong ty nhu & ngudi gia tinh nguyén
khde manh.

Uding thudc ciing vdi bita @n cd thé hoi lam cham 1é sy hdp thu
loratadine nhing khdng dnh hudng dén téc dung lam séng cia - /
thudc.

(0 bénh nhan cd suy than man, ca AUC 13n nding 4§ dinh trong

huyét wang (Cmax) cla loratadine va chat chuyén hod cia thudc

déu tang so vdi cac trj s§ do dugc & bénh nhan cd chire nang than
binh lhmmg Thai gnan bén huy trung binh cia loratadine va chat
chuy&n hod cia thudc khdng khac nhau ddng ké so vdi & nouii hlnh
thugng. Tham tach méu khong cd dnh hutng den dugc dgng hge cua
loratadine hay chat chuyén hod cd hoat tinh cia thudc & nhitng ngudi
cd suy than man.

0 bénh nhan cd bénh gan man tinh do nrgu, AUC va ndng dg dinh
trong huyét wong (Cmax) cla loratadine cao gap ddi so vdi bénh nhan
cd chirc nang gan binh thudng. trong khi duuc ﬂéng hoc cia chat
chuyﬂn hod cd hoat tinh thi khng thay ddi ddng ké. Thai gian bén
huy cua loratadine 13 24 9id va chdt chuyén hod cda thudc 14 37 gid,
vé tang khi mic dg nang cia bénh gan tang.

Loratadine va chdt chuyén hod cd hoat tinh cia thudc dugc thai vao

sifa me.
Sd ligu an toan tién lam sang M/

Cac sa ligu phi 1dm sang cho thdy khang cd nguy hai dac biét nao
cho ngudi dya tén nhitng nghién ctru thudng quy vé tinh an toan
duge ly, dgc tinh vdi liéu |ap li, doc tinh vdi gen, va kha nang gay
ung th.

Khdng thdy cd tdc dyng gy quéi thai trong céc nghién ciu vé djc
tinh wén sy sinh san. Tuy nhién, cd thy léng thai gian dé & chugt va
giam kha nang sdng @ chugt con dé ra khi ndng dd trong huyét wang
(AUC) cao gap 10 Ian so vdi ndng dg dat dugc vdi céc liéu dung trong
|dm sang.

CAC DAC TiNH DUQC HOC
Tuong ky
Khdng ap dyng.

Han dung:

36 thang ke ur ngay san xudt.

Han dung duge in trén hdp thude. Khang duge ding thude sau ngay
nay.

Nhi’ng lwu y déc biét khi bao quan:

Bdo quan ¢ nhiét dg dudi 30°C, tranh énh sang.

Dé thudc noi an toan, tranh xa tam tay cia tré em.

Quy cach déng goi:

Mai vi bang PVC/PVdC//Al chita 10 vién nén. Trong mdt hip xép
béng gidy citng cd chita 10 vién nén (1 vi) hay 30 vién nén (3 vi)
cuing 1 hudng dén st dyng.

NHA SAN XUAT .
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