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Dé xatdmtaytré em

Doc ky hudng dan sif dyng trudc khidiing

Thudc nay chiding theo don thuéc

Thanh phén céng thic thuéc: MBi 5 ml sir6 u6ng Myrudin chia:

- Thanh phén dugc chat:

Rupatadin (rupatadin fumarat) 5mg

- Thanh phdn ta dugc: Nipazin, propylen glycol, acid citric,
dinatri hydrophosphat, sucralose, dudng tring, banana flavour,
quinolin yellow, nuéc RO.

Dang bao ché: Sird phai trong, mau vang, thom hudng chudi, vi
ngotnhan déng. |
Chidinh:

Lam gidm céc trigu ching clia viém mai dj tng nhu hét hoi,
chay nuéc mii, ngita & matva mai.

Rupatadin ciing dugc st dyng dé Iam gidm c4c tridu chinglién
quan vdindi may day nhu ngua va phat ban.

Céchdung, liéu dung:

* Cédch dung: C6 thé pha loang sird thudc trong mot it nuéc,
ung cing ho#c khdng cung thiic &n, khong ding chung vdi nudc
ép budi.

*Liéudung:

Tréem2- 11 tudi:

-Tu25kgtrd18n: Ubng 5ml, 1 14n/ngay.

-Tirhan 10kg dén du6i 25 kg: Usng 2,5 ml, 1 14n/ngay.

Tré em dudi 2 tu6i hodc dudi 10 kg:Khong khuyén c4o st dung.

Nguoi6n va tré em trén 11 tui: Nen dung dang bao ché khac.

Bénh nhan suy gan, suy than: Khong khuyé&n cdo st dyng.

" Truong hop liéu dung 2,5mi/ 14n, nén s dyng dang thuée
dong chal cé kém theo c6c dong cé céc vach chia 2,5ml, 5ml.
Chéng chidjnh; o P

Qué mdn véi rupatadin hojc bt ky thanh phén nao cia thubc.
Cinh bdo vé than trong khi dung thude:

- Khong nén dung rupatadin yéi nudc ép budi.

- Thén trong khi ding rupatadin cho bénh nhan aa dugce xéc
dinh c6 khodng QT kéo da, bynn nhan gidm kall huyét khong diu
chinh dugc, bénh nhén logn nhip tim tién trién nhu loan nhip cham
c6 biéu hign 14m 84ng 16 rht, benh phan nhi mau catim,

- Than trong khi dung thudc cho ngudi cao tudi (ti 65 tudi trd
1én). M&c du quan sat, khong thdy sy khac biét vé hidu qua va tinh
an toan trong cac thif nghiém 1am sang, song khong thé loai trif
nguy cd tang man cam trén mot s§ bénh nhan cao tudi do méi chi
ti&n hanh thi nghiém trén motsé itbénh nhan.

Surdyng thuéc cho phy nix ¢é thai va cho con bu:

- Thai ky mang thai: Dya trén mot s6 dit liéu han ché vé st dyng
rupatadin cho mét s phy nif c6 thai cho thdy khéng c6 tac dung
phy cua rupatadin trén phy nii c thai hoc suc khde cla thai
nhi/tré sd sinh. Cho dén nay, vAn chua c6 s6 lidu dich t& nao khéc
vé st dung thudc cho phy ni ¢ thai va cho con bii. Nghién clu trén
ddng vat khong chi ra dugc céc tac hai tryc tiép hodic gian tiép én
phu nil c6 thai, I&n sy phat trién cUa thai nhi, 18n qua trinh sinh nd
hay phét trién clia tré so sinh. N&n than trgng khi ké don thuc nay
cho phy ni c6 thai.

- Thi ky cho con bu: Rupatadin dugc bai tiét qua sia dong vat.

Hién chua biét rupatadin c6 bai tit qua sa me hay khdng. Do thiéu |

di ligu vé viéc st dyng rupatadin trén ngudi, than trong khi ké don
thuc c6 chira rupatadin cho phy nit dang cho con bu.
Anh hudng cia thudic Ién kha ndng 141 xe, véin hanh méy méc:

Rupatadin 10 mg khdng gay anh hudng 1&n kha nang l4i xe va
van hanh méy méc. Tuy nhién, c&n than trong néu s dung thudc
trudc khi 1ai xe hogc van hanh méy méc cho dén khi nhiing phan
Ung ridng biét vdi rupatadin clia ngudi bénh dugc thé hidn.

Tuong tac, tuong ky cua thudc:

- Tudng tac vdi ketoconazol, erythromycin: Khi dang ding
rupatadin, trdnh dung thu6c cé chia ketoconazol hodc
erythromycin do lam tang h&p thu rupatadin.

- Tuang téc véi nudc ép budi: Tranh ding nudc ép budi vi khi
dung kéthgp c6 thé Iam tang néng dd rupatadin.

- Tudng tdc véi thubc gidm dau trung udng: Giéng nhu cée
thuSc khéng histamin khéc, khdng loal trr cac tudng tac cla
fupatadin véi céc thuc gidm dau trung uang. '

- Tudng téc vdi céc thudc statin: Tinh trang tang creatinin
phosphokinase (CPK) khong kém theo tridu ching bénh hiém khi
duge béo cdo trong cac thir nghidm 1am sang véi rupatadin, Hign
nay van chua bigt v& nguy cd tudng tac véi cc statin ma mot s6
thubc trong d6 dugc chuyén héa bdi isoenzym cytochrom P,
CYP3A4. Vivay, cdn thantrong khi st dyng déng thai rupatadin v
cécthudc statin, G kRS

* Tuong ky, cda thudc: Do khdng c6 cac nghien cdu vé tinh
tuang ky ca thudc, khong trn 1&nthuse nay val cae thubc khéc.
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Tac dung khéng mong muén cua thuéc:

*Thudng gdp, 1/100< ADR < 1/10:

Buén ngd, nhic ddu, chong mt, khd miéng, cam gidc y&u dusi
va métmai.

*Itgap, 1/1.000< ADR < 1/100:

Tang sy thém an, dé tic gian, khé tap trung, chdy mau mdi, khd
mai, dau hong, ho, khd ¢8 hong, viém mdi, budn nén, dau byng,
tiéu chay, kho tiéu, non mifa, to bon, phat ban, dau khdp, dau co,
khatnuéc, s6t, chiic nang gan bAt thudng va tang can.

* Hiém gap, 1/10.000< ADR < 1/1.000:

HGi hop, tang nhip tim va phan dng qua min (bao gém phan
Ungphén vé, phis mach, may day).

Huéng dén céch xirtri ADR:

ADR ctia thuc thudng nhe va ty hét sau vai ngay diéu tri. Néu
xay ra ADR nghiém trong, nén ngirng diing thudc.

Théng béo ngay cho béc s7 hoac dugc s nhilng phan ing ¢ hai
gdp phai khi st dyng thudc
Qué liéu va céch xir tri:

- Triéu chuing qué liéu: Chua cé trudng hgp qua lidu nao dugc
béo céo. Trong mét nghién clu vé tinh an toan cla rupatadin, khi
ding liéu 100mg/ngay trong 6 ngay thudc van dung nap tt. Phan
{ng phy hay gap nh&t 12 buén ngl.

- XU tri qué liéu: N&u khdng may nu6t phai mdt lugng thudc qua
1dn, can dibu trj trigu ching ddng thai tién hanh c4c bién phép bd
trg cdn thiét.

Déctinhdugc lychgc:

Nhém dugc ly trj liéu: Thuc khéng histamin thé hé 2, d6i khang
thy thé H,

Rupatadin Ia thu6c khéng histamin thé hé 2 tac dyng kéo dai,
thudc nhém thuc d6i khdng chon loc thy thé H, ngoai vi. Rupatadin
c6 mt s8 chét chuyén héa hoat dgng nhu 3-hydroxydesloratadin,
6-hydroxydesloratadin, 5-hydroxydesloratadin va desloratadin.

Trong cdc nghién cdtu in vitro véi rupatadin & néng dd cao cho
thdy c6 sy dc ché khir cyc clia céc 6 bao mast, gidi phéng cac
cylokine, dgcbiétla TNFatrong t§ bao mastva t€ bao don nhan,

Thir nghiém lam sang & nguai tinh nguyén (n = 375) va ngudi
bénh (n = 2650) vdi viém mGi dj ung va may day man tinh vd cén,
khong thdy c6 &nh hudng déng k& trén dién tam 06 khi ding
rupatadin vdiliéu ti 2mg dén 100 mg.

Dictinhdugcdfnghge:

TIré em: '

O nhém trd em (tuditrung binh: 10 tui), rupatadin dugc hdp thu
nhanh sau khi udng liéu 5 mg véi thai gian dat néng do t6i da Tmax
14 0,5 gig sau khi udng. Néng d dinh Cmax Ia 2,5 ng/ml sau khi
uéng liéu duy nhét. Téng dién tich dui duéng cong (AUC) I3
8,86 ng'h/ml. T4t ca nhiing thong s6 nay tuong ty nhu & ngudi
I6n va thanh thigu nién.

Thai gian ban thai trung binh cla rupatadin & tré em 1a 3,12 gid,
ngén hon so véi ngudi16n va thanh thidu nién udng vién rupatadin.

Anh huing cia thrc &n: .

Chua c6 nghién cdu tudng tac gida dung dich uéng rupatadin
v@i thic an. C6 sy anh hudng cha thic &n & ngudi 16n va thanh
thiéu nién udng vién rupatadin 10 mg, thic &n lam ting AUC
rupatadin khodng 23%, ndng dé t6i da trong huyét tudng (Cmax)
khéng bj &nh hudng bdi thic &n. Nhiing khéc biét nay khang c6 ¥
nghialam sang.

h ava thai tru:

Nghién cuu sy thai trl § ngudi I6n, 34,6% liéu dung rupatadin
dugc tim thdy trong nudc tiéu va 60,9% trong phan. Rupatadin dugc
chuyén héa gdn nhu hoan toan sau khi udng. Lugng hoat chét chua
chuyén héa tim thy trong nudc tiéu va phan 1a khéng dang ké. Cac
chat chuyén héa c6 hoat tinh nhu desloratadin va cac din xust
hydroxyl héa khac 1an lugt chiém kho&ng 27% va 48%. Nghién clu
sy chuyén héa In vitrocho th&y rupatadin dugc chuyén héa chi yéu
bdicytochrom P, (CYP 3A4).

Quicéch déng goi:

-HO6p20g6ix2,5ml;

-Hop20gbix5ml;

-HOp20gbix 10 ml;

-HYp208ngx5ml;

-HOp208ngx 10 ml;

-Hop 1chai30ml;

-Hop 1 chai45mi;
-Hop 1 chai60ml.
Diéu kién bdo quan cua thubc: Béo quén thuéc nm khb nhiét do
khong qué 30°C, tranh &nh séng.
Han ding cda thudc: 24 théang ké t ngéy san xuét
Tiéu chuén cha'tluvng cliathuéc:TCCS,
Tén, djachicuacosd san xuét thube:

MEYER-BPC
O\ CONG TY LIEN DOANH MEYER-BPC
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