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Rx-Thude nay chi dimg theo don thudc

RUPA TABLET

Dé xa tam tay cua tré em.
Doc k hiedng ddan sie dung triece khi ding.

THANH PHAN CONG THUC THUOC:

MJi vién nén chira:

Thinh phiin hoat chit:

Rupatadine fumarate ........cccousvurirnnns 12,8 mg

Twong dwong Rupatadine................... 10 mg

Thanh phin (4 dugc:

Lactose, microcrystalline cellulose, erythrosine lake color, sodium starch glycolate, magnesium
stearate, colloidal anhydrous silica.

DANG BAO CHE:
Dang bio ché: Vién nén khong bao
M td: Vién nén tron, mau hdng nhat, hai mat 16i.

CHI PINH:
Diéu tri chimg viém miii dj (mg va ndi my day & ngudi 16n va (ré em trén 12 tudi.

CACH DUNG, LIEU DUNG:

DEi véi ngudi 1on va é em trén 12 tudi: Liu ding 12 10 mg (1 vién)/lan/ngy, c6 thé udng cling
thitc dn hoiic khong.

Déi véi nguoi cao tudi: Thiin trong khi ding rupatadine cho ngudi cao tudi,

Dimng cho tré em: Khong khuyén cdo sir dyng vién nén RUPA TABLET cho tré em dudi 12 tdi do
con thiéu dir lidu v& tinh an toin va higu qué.

Ding cho bénh nhan suy gan hocic suy thdn: Do chua c6 kinh nghigm 1am siing vé viée ding thube
trén cfc bénh nhin suy giam chirc ning gan hojic thdn, hién khong khuyén cdo st dung vién nén
rupatadine 10 mg cho cédc bénh nhin nay.

CHONG CHI PINH:
Qué mén véi rupatadine hodic bat ky td duge nao trong thanh phén ciia thude.

CANH BAO VA THAN TRQONG KHI DUNG THUOC:

Khéng khuyén céo ding rupatadine v6i nudée ép budi chuim.

Nén tranh ding ddng thoi rupatadine véi cde chét (re ché manh CYP3A4 v nén thin trong khi ding
véi chét tic ché trung binh CYP3A4,

Nén ditu chinh lidu cdc chat nén nhay cam v&i CYP3A4 (nhu simvastatin, lovastatin) va cdc chit
nén ctia CYP3A4 v6i khoang tri lidu hep (nhu ciclosporin, tacrolimus, sirolimus, everolimus,
cisapride) vi rupatadine c6 thé tng ndng do cia céc thuée nay trong huyét tuong.

D§ an todn trén tim mach cla rupatadine duge dénh gid trong nghién ciru QT/QTe. Li¢u rupatadine -
1&n dén 10 Ian liéu diéu tri khong gy ra bit ky anh hudng 1én ECG va do d6, khong gy anh hudng |
1én sir an toan cta tim mach, Tuy nhién, rupatadine nén ding thdn trong & nhitng bgnh nhiin da
duge xde dinh 6 khodng QT kéo dai, bénh nhan giam Kali huyél khong didu chinh duge, bénh nhin
logn nhjp tim tién trién nhu nhip tim chim ¢6 bidu hign 1im sang rd rét, thidu méu co tim cdp tih,
Thin trong khi ding vién nén rupatadine 10 mg cho ngudi cao tudi (tir 65 tudi trd 1én).
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Mic di khéng quan sit thiy sy khdc bigt tong thé v& hiéu qua va tfnh an toan trong cdc thir nghi¢m
lam sang, song khong thé loai trir nguy co ting man cAm trén mot s& bénh nhén cao tudi do mai chi
o b “ . . A A -

tién hanh thir nghiém trén mgt o ft bénh nhén,

Vi vién nén rupatadine 10 mg c6 chira thanh phan lactose, khong nén chi dinh thuéc nay cho céc
bénh nhén khéng dung nap galactose do di lruyén hiém gip, bénh nhin thidu hut enzym lactase
hogic bénh nhin khong dung nap glucose-galactose.

SU DUNG THUOC CHO PHU NU’ CO THAI VA CHO CON BU:

Sit dung cho phy nit ¢é thai: Dit liéu nghién ciu vige ding rupatadine (rén phu nir 6 thai con han
ché. Nghién ciru trén dong vt khdng chi ra duge téc ddng c6 hai trye tiép hofic gidn tiép 1én phy nir
¢6 thai, 1én sir phét trién ctia thai nhi, 1én qué trinh sinh san hay pht trién ctia tré sau sinh, Nhu mdt
bién phép phong ngira, nén trinh dung rupatadine cho phy nir dang mang thai.

Phy nit cho con bii: Rupatadine duge bai tiét qua sira dong vit. Hién chua biét rupatadine c6 bai
tiét qua sira mg hay khéng. Quyét dinh ngung cho con bi hay ngung diéu trj véi rupatadine dya vao
lgi fch chia sira me ddi véi tré va lgi fch cia vige didu trj ddi véi ngudi me.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Chua ¢6 bing chiing vé anh hudng ctia thude 18n kha niing 14i xe va vin hanh médy mée. Tuy nhién,
céin thin trong néu sir dung thude trude khi 14i xe hofic viin himh mdy mée cho dén khi nhitng phéin
{mg riéng biét cua rupatadine 1&n ngudi bgnh duge thé hién 1.

TUONG TAC, TUONG KY CUA THUOC:

Twong tic cia thubce:

Anh hiwéng cia cde thude khdc lén rupatadine: Nén ténh ding ddng thoi véi chat tie ché manh
CYP3A4 (nhu itraconazole, ketoconazole, voriconazole, posaconazole, HIV protease inhibitors,
clarithromycin, nefazodone) va viéc ding ddng thdi véi cde chit e ché trung binh CYP3A4
(erythromycin, fluconazole, diltiazem) nén dugc dung thén trong.

Dimg ddng thoi rupatadine 20 mg v&i ketoconazole hay erythromycin ting tiép xtic toan thén clia
rupatadine 1&n 10 1dn va 2-3 lén tuong (mg. Sy chuyén déi nay khong lién quan dén nhitng anh
huémg 1én khoang QT hay ting céc phan (mg khéng mong mutn khi so sdnh véi cdc thude ding
riéng lé.

Twong tdc voi mede bieoi ép: Dung ddng thoi nude budi ép lam ting 3,5 1An hdp thu toin thin clia
rupatadine. Khong nén ding déng thai véi nude budi ép.

Anh ieéng ciia rupatadine lén cdc thude khdc: Thén trong khi dimg ddng thdi rupatadine véi cdc
thudc chuyén héa cé cira s trj liéu hep vi théng tin vé anh hudng ciia rupatadine 18n cic thude khéce
con han ché.

Twong tdc vai rirgu;: Sau khi ubng rugu, lidu rupatadine 10 mg gdy ra cdc téc dung phu trong mét 50
thir nghi§¢m trén than kinh vin dong nhung khong ¢ su khic biét ddng ké so v6i tde dung phy khi
chi ding rugu. Mot liéu 20 mg s& lam téng cdc tdc hai khi ubng rugu.

Thuoe lam diu hé thén kinh trung wong.! Nhu véi cic thude khidng histamine khdc, khong thé loai
trlr tuong tic voi thudc 1am dju hé thén kinh trung wong.

Tuwong tdc véi cde statin: Tinh trang ting creatinine phosphokinase (CPK) khong kém theo trigu
chiig bénh hiém khi duge bdo cdo trong cdc thir nghiém 1dm sang véi rupatadine. Hign nay van
chua biét v& nguy co tuong tdc véi cde statin md mot sd thude trong d6 duge chuyén héa boi
isoenzyme cytochrome P450 CYP3 A4. Vi viy, cén thin trong khi str dyng ddng thoi rupatadine
véi cdc thudc statin.

Page 126



https://trungtamthuoc.com/

Twong ky ciia thube
Do khong ¢é céic nghién clu vé tinh tuong ky, cta thude, khong tron ldn thude ndy véi cic thude

khdc.

TAC DUNG KHONG MONG MUON CUA THUOC:
Rupatadine 10 mg dii duge ding cho trén 2025 bgnh nhéin trong céic nghién ¢l lam sang, 120 trong
$6 d6 dd timg str dyng rupatadine trong ft nhét | nam,
Phéan {ing phu hay gip nhdt trong cdc nghién ciu 1am sang cé dbi chimg la budn ngt (9,5%), dau
diu (6,9%) vi mét méi (3.2%).
Phéin 16n cée phan (g phy quan sdt duge trong cde thitr nghigm 1am sing c6 mire dj nhe dén trung
binh va thudng khong cin phai ngimg diéu trj.
Tén sufit phan mg phy duge chia thanh:
o Thwong gap (2 1/100 dén < 1/10)
o [rgap (= 171000 dén < 1/100)
o Hiém gap (21/10.000 dén <1/1.000)
Tén sudt phan (g phy duge bdo cdo & nhitng bgnh nhén duge dicu tf véi vién nén rupatadine 10
mg trong nghién ctru 1dm sang va ty bdo cdo duge tinh bay dudi diy:
Nhiém khudn va nhiém ky sinh trang:
ft giip: Viém hong, viém mii.
R&i logn hé mién dich:
Hiém ggip: Phan {mg qué méan (bao gdm phan (g phén v§, phit mach va ndi mé day)
R&i logn chuyén héa va dudng chilt:
it gaip: Tang cam gidic them &n
Réi logn he thin kinh:
Thuong gip: Bubn ngt, dau ddu, chéng mit.
it gap: Réi loan chi .
Réi logn tim mach:
Hiém gdp: Nhip tim nhanh va ddnh trbng ngyc
Réi logn hé hip, ngue va trung thit:
t giip: Chéy mdu cam, kho miii, ho, ¢ hong khd, dau héu hong.
Rbi logn tiéu héa:
Thudng gip: Khd mi¢ng
ft gap: Budn nén, dau bung trén, tiéu chay, kho tiéu, non, dau bung, tdo bon.
Réi logn da vi mé dudi da:
{t giip: Phat ban
Rbi logn co xwong, mé lién két va xwong:
It gp: Pau lung, dau khép, dau co.
Réi logn toan than va vi iri ding thu de:
Thudmg gip: Mét méi, suy nhugge.
it giip: Khét, phién mudn, sdt, khé chju
Xét nghigm:
ft gap: Ting Creatine phosphokinase trong méu, ting Alanine aminotransferase, ting Aspartate
aminotransferase, xét nghi¢m chirc niing gan bét thudng, ting cén,
Théng bdo cho bdc si nhiing tdc dung khidng mong mudn gip phai khi siv dung thude.
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QUA LIEU VA CACH XU TRi:

Qué Tidu: Chua c6 bdo cdo v& trudng hgp qud lidu, Trong nghién ciu 1am sing vé do an toin,
rupatadine & lidu 100 mg trong 6 ngay da dugc dung nap tot. Téc dyng khong mong mudn thudng
gip nhét 12 budn ngd.

Céich xir tri: Néu v tinh nudt phai lidu qud cao thi tién hanh diéu trj triéu chimg kém theo cfc
bién phép hd trg.

PAC TINH DUQC LYC HQC:

Nhém dwge 1y: Khéng histamine

M4a ATC: ROGA X28

Co ché tdc dyng: Rupatadine 12 chit d6i khdng histamine chon lgc ngogi vi thé hé 2, ¢6 tdc dung
kéo dai, tdc dong ddi van thy thé H, ngoai vi chon loe, Mgt 6 chét chuyén hda (desloratadine va
chét chuyén héa hydroxylated ctia n6) giit lai tic dgng khdng histamine va c6 thé mot phan tao nén
hidu qué chung ctia thudc.

Nghién ctru in vitro véi rupatadine & lidu cao cho théy sy (e ché qué trinh mat hat nhd ctia té bao
mast gily ra bai cdc kich thich mién dich v khong mién djch, va sy (ic ché giai phéng cic cytokine,
dic biét 12 TNF trong cdic té bao mast va bach cAu don nhén,

PAC TINH DUQGC PONG HQC:

Hip thu: Rupatadine dugc héip thu nhanh chéng sau khi ding dudng ubng v&i tmax khoang 0,75
gi¢ sau khi udng. Trung binh Cmax 1a 2,6 ng/ml sau khi ubng lidu don 10 mg va 4,6 ng/ml sau khi
ubng lidu don 20 mg. Duge dong hgc cia rupatadin tuyén tinh dbi vi liéu gitta 10 mg va 20 mg sau
khi dung lidu don va I3p lai. Sau khi ding lifu 10 mg mi ngdy mdt 1dn trong vong 7 ngdy, trung
binh Cmax I 3,8 ng/ml. Thdi gian bén hiy trung binh Ia 5,9 gid.

Thie &in gitip ting tiép xiic toan thin (AUC) cuia rupatadine 1&n 23%. Sy liép xtic v&i mgt trong cdc
chit chuyén héa ¢6 hoat tinh va véi chét chuyén héa khéng c6 hoat tinh thye té giéng nhau (gidm
khodng 5% va 3% tuong tng). Thoi gian dé dat duge ndng do tdi da trong huyét twong (tmax) ciia
rupatadine di bj cham | gio. Néng o huyét twong toi da (Cmax) khdéng bj anh huéng bdi lugng
thirc &n. Nhitng khéc bigt nay khong ¢é ¥ nghia lim sang.

Phén b: Ti 18 gén két clia rupatadine véi protein huyét tuong 1a 98,5% - 99%.

Chuyén héa va thai trir: Trong mdt nghién ciru vé syr bai tiét & ngudi (40 mg cia "‘C-rupatzsdine).
34,6% chit phéng xa dugc sir dyng dil duge thu lai trong nudce tiéu vi 60,9% trong phin duge thu
thip trong 7 ngay. Rupatadine trdi qua qud trinh trao di tién than rit ddng ké khi ding dudmg udng.
Lugng chit hoat tinh khong thay ddi trong nude tidu va phén khong ddng ké. Dicu ndy c6 nghfa 1a
rupatadine gin nhu dugc chuyén héa hoan todn. Khodng cdc chét chuyén héa hoat chit
desloratadine vi cdc din xuét hydroxyl khdc chiém 27% va 48% téng lugng AUC ctia cdc chit hoat
dong. Céc nghién ciu in vitro trong microsome gan & ngudi cho thiy rupatadine chu yéu dugc
chuyén héa béi cytochrome P450 (CYP 3A4).

Nhém doi neomg dic bigt: Trong mdt nghién el vé (inh nguyén vién khde manh dé so sénh két
qud & ngudi 16n tudi va ngudi gid, gid trj cia AUC vd Cmax cho rupatadine & ngudi cao tudi cao
hon so véi ngudi tré. Didu nity ¢ thé 1a do sy giam chuyén héa gan ddu (ién & ngudi cao tdi. Sy
khdc biét nay khéng duge quan sét thiy trong cdc chat chuyén héa duge phan tich, Thei gian béin
hily trung binh rupatadine & ngudi giad va thanh nién 140 lugt 12 8,7 gidr vit 5,9 gi&r. Do nhitng két qua
ndy déi véi rupatadine va céc chét chuyén héa ctia né khéng ¢6 ¥ nghia 1am sang nén két ludn ring
khéng can diéu chinh khi dng liéu 10 mg & ngudi cao twdi.
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QUY CACH PONG GOI:

Hop 3 vi nhdom — nhém x 10 vién nén.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Biio quin:  Béo quin noi khd mét, khong qud 30°C. Tranh dnh sdng.

Han ding: 24 théng tir ngly san xuét.

Tiéu chudn chit lwgng: Nha san xudt.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:
ARISTOPHARMA LTD.

Dia chl; Plot # 14 — 22, Road # 11 & 12, Shampur-Kadamtali I/A. Dhaka-1204, Bangladesh.

@i Diem Hing
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Rx  Prescription Drug 3 Blisters x 10 Tablels

Rupa Tablet

= Rupatadine 10 mg.

Manufactured by :
ARISTOPHARMA LTD.

Plot # 14-22, Road # 11 & 12, Shampur -
Kadamta¥ I'A. Dhaka- 1204, Bangladesh.

Rupa Tablet
‘_,,’,, Rupatadine 10 mg.

Composition: Carefully read the accompanying lnstruclions

Each tablet contalns Rupatadine Fumarate INN before uce.

equiva'enl o Rupatadine 10 mg. Slare in a cool & dry place, nol exceeding 30 C.

Dosage, Indicalions, Administration, Protected from light.

5lde Effocts & Contra-lndications: Spacificalion In - House Balch No:

Refer to tha packaga insert for delails, Mig. Lic. No: Mig. Dals: delmmiyy

Keap oul of reach of ehildren. Visa No.: Exp. Date: ddimmiyy
/ Rx  Prescription Drug 3 Blislers x 10 Tablels

Rupa Tablet

_—Z Rupatadine 10 mg.

‘B gy supsedny 22
BIge ] edny

Manufactured by :

m ARISTOPHARMA LTD.

Plot # 14-22, Road # 11 & 12, Shampur -
Kadamtali VA Dhako-1204, Bangladeeh,
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