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MAU PANG KY HOP THUOC MEYERATADIN

REG MO
R( PRESCHETiON DRUG SPECFICATION: MANUF ACTURER'S STANDARD
BOX OF 10 BUISTERS X 10 TABLETS

MEYERAT

RUFATADINE (RUPATADINE FUMARATE) 10 MG

COMPOSITION:
Rupatadine (Rupatadine lumarate) 10mg

Excapienis g.s lor one lablet.

INDICATIONS, CONTRAINDICATIONS, DOSAGE: MEYE R
Plaass raad e Instruction

STORAGE: Stora below 30'C Ina dryplace Protect from light

KEEP OUT OF REACH OF GHILDREN.

READ THE INSTARUCTION CAREFULLY BEFORE USE

OTHER INFORMATION READ THE PRESCRIPTION.

Manufacturar:
MEYER-BPC JOINT VENTURE COMPANY
A3 Nalional road No 80, Phu Tan wand, Banrire clly, Banirs province-Vieinam
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RUPATADIN (RUPATADIN FUMARAT) 10 MG
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THANH PHAN
Rupatadin (Fupatadin lumarat) 10mg

Ta cugeviiadi | vidn nén

CHIBINK, CHONG CHIBINH, LIEU LUONG VA CACH DUNG: MEYE R :
Xum 1 hudng ddn sl dung bén trong hip

BAOQUAN: Noikna, nhigt 88 khang qué 30°C, wénh anh sang

DE XATAMTAY CUATRE EM. 56 16 8X

BOC K HUONG DAN SU DYNG TRUAC KHI DUNG. Nghy SX:

CAC THONG TIN KHAG XEM TO HUONG DAN SUDYNG. Han ding
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MAU PANG KY Vi THUOC MEYERATADIN
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_ MAUDANG KY
TO HUGNG DAN SU DUNG THUOC MEYERATADIN

Rx Thubc bén theo don

MEYERATADIN

Boc ki hudng dén si dyng trude khl ding
DE xa tim tay tré em

Théng bédo ngay cho béc si hodc duge si nhiing phan iing cé hal
gip phal khi sd dyng thudc

Thudc nay chi ding theo don clia béc si

Thanh phén, ham lugng cia thuée:

Rupatadin (Rupatadin fumarat) 10 mg

Ta dugc: Lactose, tinh bot mi, PVP K30, natri starch glycolat,
talc, magnesi stearat via dd 1 vién.

M5 ta sdn phdm: Vién nén nhd, mau trang, hinh tron, hai mat tron
18i.

Qui cdch dong géi: Hop 03 vix 10 vién; Hop 10 vix 10 vién nén.
HUGNG DAN SU DUNG THUSC CHO NGUDI BENH

Tiéu chudn: TCCS

Thudc ding cho bénh gi:

Lam gidm céc tridu chdng clia viém mii di dng nhu hét hoi,
chdy nude mdi, ngua & mat va mai.

Rupatadin cOng dugc sd dung d8 Iam gidm céc triéu chuing lién
quan vdi ndi mé day nhu ngda va phat ban.

Nén dung thudc nay nhu thé nao va liéu lugng:
Thudc si dyng cho ngudi I6n va tré em trén 12 tudi.
Ugng mot vién, mot 1dn/ ngay. C6 thé udng lic déi holic no.

Khil ndo khéng nén ding thudc nay:
Mé&n cam vdi Rupatadin ho#ic bt cd thanh phén nao clia thubc.

Téc dung khéng mong muén:
* Thudng gdp, 1/100 < ADR < 1/10:

Buén ngd, nhic ddu, chong mat, khd miéng, cdm gidc y&u dudi
va mét mdi,

* It gdp, 1/1.000 < ADR < 1/100:

Téng su thém &n, dé tic gidn, khé tdp trung, chdy méau mdi, khd
mi, dau hong, ho, khd cé hong, viém mii, budn nén, dau bung, tiéu
chdy, khé tiéu, ndn mda, tdo bén, phat ban, dau khdp, dau co, khat
nude, sdt, chic nang gan bAt thudng va tang can.

* Hiém gdp, 1/10.000 < ADR < 1/1.000

Héi hop, ting nhip tim va phan dng qué min (bao gém phan
ung phén vé, phu mach, may day).

Théng bdo ngay cho bac si hodc duge sinhdng phdn ung co hai gép
phai khi s dung thude

Nén trédnh ding nhdng thudc hodc thyc phdm gi khi dang si
dung thuéc nay:

- Tuong tédc vdi ketoconazol, erythromycin: Khi dang dung
Rupatadin, trénh dung thudc co chua ketoconazol hoc erythromycin
do lam t&ng hédp thu rupatadin.

- Tuong tac véi nudc ép budi: Tranh dung nudc ép budi vi khi
dang k&t hop c6 thé lam tang ndng dé rupatadin.

- Tuong téc vdi thubc gidm dau trung vong: Gidng nhu céc thudc
khéng histamin khac, khéng logi Irif cac tiong tac cla rupatadin vdi
céc thude gidm dau trung uong

- Tuong tdc vdéi céc thubc statin: Tinh trang tAng creatinin
phosphokinase (CPK) khong kém theo tridéu chdng bé&nh hiém khi
dugc bédo cdo trong cdc thd nghiém J|&m séng vdi rupatadin. Hién
nay vAn chua biét vé nguy co tuong tac voi cac statin ma moét s6
thudc trong dé dugc chuyén héa bdi isoenzym cytochrom P450
CYP3A4. Vi vay, cén than trong khi sd dung déng thai rupatadin vdi
cac thudc statin.

Cén lam gi khil mét ldn quén ding thudc:

Khi mot 1&n quén dung thudc, hay udng thude ngay khi nhd ra.
Tuy nhién, néu nhu gén dén théi gian udng lidu k& tiép, thi bd qua
liéu @& quén. Khong nén udng lidu gép ddi d& bu cho mat lidu da
quén.

Cén bdo quan thudc nay nhu thé nao:
Bdo quén thudc & nhiét dd pheng, franh anh sang.

Nhing d&u hiéu va triéu chiing khi ding thudc qua lléu:

Trong mét nghién cuu vé tinh an toan cha rupatadin, khi ding
liéu 100mg/ngay trong 6 ngay thudc van dung nap t6t Phdn ung
phuy hay gép nhét la budn ngd.

Cén lam gi khi ding thudc qud 11éu khuyé&n cdo:
Néu khéng may nuét phai mbt lugng thudc qua I8n, cln didu trj
triéu chung déng théi ti€n hanh céc bién phap bé trg cén thidt.

Nhing diéu cén th§n trong khl ding thudc nay:

- Khong nén ding Rupatadin vdi nudc ép bugi.

- Thén trong khi dung Rupatadin cho ba&nh nhé&n d& dugc xac
dinh co khoéng QT kéo dai, bénh nhan gidm kali huy&t khong diéu
chinh duge, bénh nhan loan nhip tim ti€n tri€n nhu loan nhip cham
c6 bidu hién IlAm sang rd rét, bénh nhan nh&i mau ed tim.

- Than trong khi dung thudc cho ngudi cao tudi (tu 65 trd lan).
Méc du quan sat, khong thdy su khac biét vé hidu qué va tinh an
toan trong cédc thii nghiém {am sang, song khong thé loai tri nguy ca
1ang méan cam trén mdt s8 bénh nhan cao tudi do mai chi tin hanh
thd nghiém trén mét s§ it b&nh nhan.

- Vi thuc co chua laclose, khdng nén chi dinh thudc nay cho
cac bénh nhan khéng dung nap galaclose do di truyén hiém gép,
bénh nhan thi§u hut enzyme lactase hofic bénh nhan khéng dung
nap glucose- galactose.

* Trudng hgp phy ni c6 thai va cho con bu.

- Théi ky mang thai: Dya trén mot s8 di liéu han ché vé si dung
rupatadin cho mdt s8 phu nd co thai cho théy khéng c6 tac dung phu
clia rupatadin trén phy nii c6 thai hodc suc khde cla thai nhiftré sg
sinh. Cho dén nay, vén chua c6 s& ligu dich t& ndo khéac vé sU dung
thudc cho phy nd c6 thai va cho con bi. Nghién cuu trén dong vat
khong chi ra dugc cac tac hai tryc ti€p hodc gian tiép lén phu nd co
thai, 1&n sy phat trién cla thai nhi, Ién quéd trinh sinh nd hay phat
trién clia tré so sinh. N&n th&n trong khi ké don thudc nay cho phy
nd c6 thai.

- Thai ky cho con bu: Rupatadin dugc bai tiét qua sda déng vat.
Hién chua biét rupatadin c6 bai ti6t qua siia me hay khong. Do thidu
did lidu vé vide sd dung rupatadin trén ngudi, than trong khi ké don
thudc c6 chia rupatadin cho phu nd dang cho con bu.

* Trudng hop a1 xe va vdn hanh may moc:

Rupatadin 10mg khong gdy anh hudng |én kha nang l4i xe va

v&n hanh may méc. Tuy nhién, cdn than trong néu sd dung thudc
dc khi lai xe ho#ic vAn hanh may moc cho dén khi nhing phan
ling riéng biét vdi rupatadin cla ngudi bé&nh dugc thé hién.

Khi nao cdn tham van Béc si, Duge si:

- Khi dang c¢ thai hofic cho con bu.

- Bénh nhén by suy than hodc suy gan

- Bénh nhén trén 65 tudi.

- N&u ban cdm thdy bét thudng trong khi dung thude, nén lién
lac vdi bac sicla ban

Néu cdéin thém théng tin xin héi ¥ kién Bdc si hodc Duge si.
Han dung cla thude: 36 thang ké 1 ngay sdn xudt.
HUGNG DAN SU DYNG THUSC GHO CAN BO ¥ TE

Dugc Iyc hoc:
Rupatadin la thudc khang histamin thé hé thd 2 va déi khdng
PAF, dugc sl dung diéu tr| dj ung.

Duge déng hec:

Rupaltadin dugc sd dung bdng dudng udng. Rupatadin cé mot
s6 ch&t chuyén héa hoat ddng nhu desloratadin, 3-
hydroxydesioratadin, B-hydrox ydesloratadin va 5-
hydroxydesioratadin. Thdi gian ban thai la 5.9 gid. Thai trd: 34,6%
qua nudc tiu; 60,9% qua phan

Chi dinh: _
Lam gidm cdc triéu chdng cda viém mii dj dng nhu hat hdi,
chéy nuéc mai, ngda & mat va mdi
Rupatadin ciing dugc sd dung dé lam gidm céc triéu ching lién
quan vdi ndi mé day nhu ngda va phat ban.

Liéu lugng va céch dung:
Thudc s dyng cho ngudi idn va tré em trén 12 tudi.
UBng mdt vién, mot 1dn/ ngdy. C6 thé udng lic d6i hodc no.
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Chéng chi djnh :
Mé&n cédm vdi Rupaladin hodéic b&t cu thanh phén nao cla thudc.

Thén trong:

- Khéng nén dung Rupatadin vdi nuidc ép budi.

- Than trong khi dung Rupatadin cho bénh nhan da dugc xac
dinh cé khoéng QT kéo dai, bénh nh&n gidm kali huyét khéng diéu
chinh dugc, b&nh nhén loan nhip tim tidn trién nhu loan nhjp cham
c6 biéu hién lam sang r5 rét, bénh nhan nhéi mau co tim.

- Théan trong khi dung thude cho ngudi cao twdi (W 85 g Ién),
Mic du quan sat, khong thdy sy khac bigt vé higu qua va tinh an
toan trong céc thif nghiém 1&m sang, song khdng thé loai tri nguy co
tang mén cdm trén mét s6 bénh nhan cao twdi do mdi chi tién hanh
thd nghiém trén mdt s6 it bénh nhan.

- V1 thuSc co chda lactose, khdng nén chi dinh thuic ndy cho
céc bénh nhan khong dung nap galactose do di truyén hiém gép,
bé&nh nhan thidu huyt enzyme lactase ho&c bénh nhan khéng dung
nap glucose - galactose.

* Trudng hop phu nd ¢o thai vé cho con bu:

- Thoi ky mang thai: Dua trén mot s& dd liéu han ché vé s dung
rupatadin cho mét s6 phy nid cé thai cho thdy khéng c6 tac dyng phy
clia rupatadin trén phu nii c6 thai hodc suc khde cla thal nhiré so
sinh. Cho dén nay, véin chua ¢6 s lidu dich 1 nao khéc vé s dung
thudc cho phy ni c6 thai va cho con bu. Nghién cdu trén dbng vat
khéng chi ra duge cac téc hai tryc ti€p hodc gian tip Ién phy nd co
thai, 1&n su phat trién cda thai nhi, én qué trinh sinh nd hay phat
trién ca tré so sinh. Nén than trong khi ké don thufic nay cho phy
n{ cé thai.

- Thdi ky cho con bu: Rupatadin dugc bai tiét qua sta ddng vat.
Hi&n chua biét rupatadin co bai 1§t qua sida me hay khong. Do thidu
di lidu vé& viéc sd dung rupatadin trén ngudi, than trong khi ké don
thuic cé chua rupatadin cho phu nT dang cho con bu.

* Trudng hop lai xe va vdn hanh may moc:

Rupatadin 10mg khong gdy anh hudng Ién khd nang lai xs va
van hanh may méc. Tuy nhién, cén than trong néu sJ dung thubc
trude khi lai xe hodic vAn hanh may moéc cho dén khi nhiing phan
ung riéng biét vdi rupatadin cla ngudi bénh dugc thé hién

Tuong tdc thudc:

- Tuong tac vdéi ketoconazol, erythromycin: Khi dang dung
Rupatadin, tranh dung thuSc c6 chia ketoconazol ho#ic erythromycin
do lam téng hép thu rupatadin

- Tuong tac véi nudc ép budi: Tranh ding nudc ép budi vi khi
dung k&t hop c6 thé lam tang ndng dd rupatadin.

ruQ. CucC TRL}UNG
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- Tuong tac véi thuc gidm dau trung uong: Giéng nhu céc thude
khang histamin khac, khdng loai tri céc tudng tac cida rupatadin vdi
cac thubc gidm dau trung uong.

- Tuong tac vdi cac thudc statin: Tinh trang lang creatinin
phosphokinase (CPK) khéng kém theo triéu ching bénh hiém khi
duge bao cdo trong cdc thd nghiém |am sang vdi rupatadin. Hién
nay vén chua biét v& nguy cd tudng tdc vdi cac statin ma mot sd
thudc trong dé dugc chuyén héa bdi isoenzym cytochrom P450
CYP3A4. V1 vy, cén than trong khi sl dung déng thdi rupatadin vdi
cac thude statin.

Tdc dung khéng mong muédn:
* Thuong gép, 1/100 < ADR < 1/10:

Budn ngd, nhuc ddu, chéng mat, khé miéng, cdm giac yéu dubi
va mét méi.

* it gdp, 1/1.000 < ADR < 1/100:

Tang sy thém an, dé hic gian, kho tap trung, chay mau mai, kho
mi, dau hong, ho, khd ¢6 hong, viém mai, bubn nén, dau bung, tiéu
chay, kho fiéu, nén mia, l4o bén, phat ban, dau khdp. dau co, khét
nude, sét, chiic nang gan bat thudng va ting can
* Hiém gap, 1/10.000 < ADR < 1/1.000

Héi hdp, ting nhip tim va phén Ung quéd méan (bac gém phdn
ung phén vé, phu mach, may day).

Thdng béo ngay cho bdc si hodc dugc sinhidng phdn dng ¢o hai gép
phédi khi sJ dung thudc

Qué lléu va céch xu tri:

Chua co trudng hgp qua lifu nao dugc bdo céo. Trong mot
nghién cuu vé tinh an loan cla rupatadin, khi dung liéu 100mg/ngay
trong 8 ngay thudc vln dung nap 181. Phan tng phu hay gap nhat 1a
buén ngl. Néu khéng may nubt phdi mat lugng thudc qud Ion, cén
diéu trj triéu ching déng thai tin hanh céc bién phép bd trg cén
thiét.

Ngay xem xét slia d8l, cdp nhét gl ngl dung hudng dén sl dung
thude:

San xui;:.l:/ “Lt:\#c
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