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TO HUONG DAN SU DUNG THUOC
RXSAVI RUPATADINE 10
Dé xa tim tay tré em

DPoc kj huwdng din sir dung triede khi ding
Thudc nay chi ding theo don thudc

THANH PHAN CONG THUC THUOC
(Cho 1 vién nén SaVi Rupatadine 10)

Thanh phin dwgc chét:

(Dudi dang rupatadine fumarate)
Thanh phén t4 dwgc:

Lactose monohydrate, microcrystalline cellulose 101,
pregelatinized starch, red iron oxide, yellow iron oxide,
magnesium stearate.

DANG BAO CHE
Vién nén.
MO TA SAN PHAM

Vién nén tron, mau héng nhat, hai mjt phing, mot mit
tron, mot mit c6 khic vach ngang, canh va thanh vién

lanh lin.

Luru §: Vach ngang c6 trén vién khong diing dé bé chia doi
lidu.

CHi PINH

SaVi Rupatadine 10 dugc chi dinh d& didu trj céc triéu
chimg viém mii dj (rng va may day & ngudi 16n va tré em
(tir 12 tudi tro 1én).

LIEU DUNG, CACH DUNG

Lidu ding

Ngudi lén va tré em tir 12 tuéi tré lén: Lidu khuyén céo 1
10 mg (1 vién), 1 14n/ngay.

Doi tegng dic bigt

Nguoi cao tudi: Sir dyng rupatadine thin trong & ngudi
cao tudi.

Tré em: Khong khuyén cdo ding SaVi Rupatadine 10 d6i
voi tré em dudi 12 tudi. Tré tir 2 — 11 tudi khuyén cdo
dung rupatadine dung dich uéng 1 mg/mi®™,

(%) Diing ché phéim khde cé dang bao ché phit hop.

Bénh nhén suy thin hodc suy gan: Do dit liéu con han ché
dbi v&i bénh nhén suy thén hodic suy gan, khong khuyén
céo st dung SaVi Rupatadine 10 & nhing déi tugng ndy.

Cich ding

Diing duémg udng. C6 thé udng cling hofic khong ciing véi
thire n.

Néu quén dimg thubc

Ding ngay khi ¢6 thé va tiép tuc ding lidu tidp theo nhur
lich théng thudng. Khéng ubng gp déi lidu d& bu vao liéu
d3 quén.

CHONG CHI PINH

Qua mén vdi bét cir thanh phén nio ctia thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Khéng khuyén cdo dimg rupatadine ciing véi nuéce ép budi
chim,

Tréanh phéi hop rupatadine véi c4c thube G ché manh ==555
; i 2 S0

isoenzyme CYP3A4. Cin than trong khi ding dong th %ﬁ;
véi c4c thuéc tre ché trung binh isoenzyme CYP3A4.  [/.%) c‘; E.PF
C6 thé cin ditu chinh lidu co chét cua isoe DUGC F

CYP3A4 (nhu simvastatin, lovastatin) vi co chit

tacrolimus, sirolimus, everolimus, cisapride) do rupatadine
1am ting ndng dd huyét twong ciia nhimg thude ndy.
Nghién ciru danh gi4 tic dong lén chi sé QT/QTc, khong
cho thdy bét cit nguy co nio trén tim, Ding lidu rupatadine
gfép 10 14n lidu diéu trj khong gdy thay ddi 1én dién tim do.
Tuy nhién, nén sir dung rupatadine thdn trong ¢ nhiing
bénh nhén duge biét kéo dai khodng QT, bénh nhén ha
kali huyét chua duge didu chinh, bénh nhan dang c6 réi
loan nhip tim nhr nhip tim chim déng k&, nhdi méu co tim
cép tinh.

Nén ding SaVi Rupatadine 10 thén trong & bgnh nhén cao
tudi (65 tudi tré 1én). Mic du khong c6 sy khéc biét déng
k& v& hiéu qua va dung nap thudc, khong thé loai trir sy
nhay cam cao hon & mdt s6 bénh nhén cao tudi.

Sir dung thude & tré em dudi 12 tudi va & bénh nhén suy
gan hozic suy thdn, xem myc Liéu ding, cdch ding.

Do SaVi Rupatadine 10 chira lactose monohydrate, bénh
nhin ¢6 céc vin dé v& di truyén hiém gap nhu khong dung
nap galactose, thiéu hut Lapp lactase hojic kém hép thu
glucose-galactose khong nén ding thubc nay.

SU' DUNG THUOC CHO PHY NU CO THAI VA
CHO CON BU
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Phu nir ¢6 thai

Dir li¢u han ché vé sir dung rupatadine & phu nit ¢6 thai.
Céc nghién ctru trén ddng vAt khong cho thy tic dung giy
hai truc tiép hoc gidn tiép dbi véi phu nit ¢6 thai, sw phat
trién thai nhi/phdi thai, qué trinh sinh sén holic phét tridn
sau sinh. Nén trénh sir dung rupatadine trong thai ky.

Phy ni cho con bii

Rupatadine dugc bi tiét qua sita & dong vét. Chua rd liéu
rupatadine c6 bai tiét vdo sita me hay khéng. Quyét dinh
nén cho tré bui me holc diéu trj véi rupatadine nén tinh dén
loi ich ciia viée cho tré ba sita me va loi fch didu tri d6i véi
ngudi me.

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

Rupatadine khong anh huémg dén kha ning l4i xe va vin
hanh méy méc. Tuy nhién, cAn thin trong néu sit dung
thudc trrée khi 14i xe vA vin hanh may méc cho dén khi
phan tmg riéng biét cia bénh nhén d6i v6i rupatadine da
dugce xédc dinh.

TUONG TAC, TUONG KY CUA THUOC

Tuong téc ciia thube

Céc nghién ciru vé twong tac thube cia rupatadine 10 mg
chi dugc tién hanh & ngudi 16n va tré em (tir 12 tudi trey
1én).

Anh hieéng cita cde thude khdc lén rupatadine

Nén tranh diing ddng thdi rupatadine véi céc chit tic ché
manh  isoenzyme CYP3A4 (nhu
ketoconazole, voriconazole, posaconazole, chit wrc ché

itraconazole,

HIV protease, clarithromycin, nefazodone) va cin than
trong khi ding véi cdc chit tc ché CYP3A4 trung binh
(nhu erythromycin, fluconazole, diltiazem).

Diing déng thdi rupatadine 20 mg va ketoconazole hoiic
erythromycin 1am ting ndng d¢ toan thén rupatadine tuong
{mg 10 1an va 2-3 14n. Thay ddi nay khong lam kéo dai
khoang QT hoc tang t4c dung khong mong mubn so véi
khi dung thubc don djc.

Tuong tic v6i nuée ép budi chim: Ding ddng thoi véi
mrée ép budi lam ting ndng do rupatadine 3,5 lan. Khong
nén ding nuéc ép budi chim khi dang diéu trj véi
rupatadine.

Anh huéng cita rupatadine lén cdc thudc khdc

Nén thén trong khi ding rupatadine déng thdi véi cic
thudc bi chuyén héa khac va c6 cira sb trj lidu hep do
théng tin vé anh huéng clia rupatadine 1én céc thude khéc

con han ché.
Alcohol

Sau khi dang alcohol, lidu rupatadine 10 mg gdy anh
huréng nho ddi véi mét sb xét nghiém kidm tra tam than
van dong, sy khéc biét khong déng ké so véi khi chi diing
alcohol. Diing liéu 20 mg lam tang sur thay ddi.

Thudc tec ché thdn kinh trung uong

Gibng nhu céc thubc khéng histamine khac, twong téc
v6i cac thube vrc ché thin kinh trung wong khéng thé loai
trir.

Statin

Tang CPK (creatine phosphokinase) khéng triéu chitng
dd dugc bdo cdo trong cdc thir nghi€ém ldm sing vdi
rupatadine. Chua 13 nguy co trong tic voi cytochrome
P450 isoenzyme CYP3A4. Do d6, nén sir dung
rupatadine thén trong khi diing déng thri véi cée statin.

Twong ky ciia thufc

Do khéng c6 c4c nghién ctru v& tinh twong ky ciia thuc,
khong trén 1in thudc nay véi céc thube khac.

TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)

Rupatadine 10 mg dugc ding cho trén 2025 bénh nhén
trudng thanh va tré em trong cic thir nghiém l4m sang,
trong 6 120 ngudi ding rupatadine it nhét 1 nim.

T4c dung khéng mong mudn thwdng gip nhit trong céc
thir nghiém 1Am sang 12 budn ngii (9,5%), dau déu (6,9%)
va mét mai (3,2%).

Céc tac dung khéng mong mudn quan sét duoc thudng
nhe dén trung binh va khéng cAn ngung didu tri.

Tém tit cic ADR

Thueong gap (1/100 < ADR < 1/10)

Thén kinh: Bubn ngu, dau d4u, chéng mit.

Tiéu héa: Kho miéng.

Toan thdn: Mét moi, suy nhuge.

It gap (1/1.000 < ADR < 1/100)

Nhiém tring vA nhidm ky sinh tring: Viém thanh quan,
viém miii.

Chuyén héa va dinh dudmg: Tang thém an.

Thén kinh: Réi loan chi ¥.

Ho hip, 16ng ngure va trung thit: Chay méu cam, kho mili,
ho, kh6 hong, dau hu hong.

Tiéu héa: Budn nén, dau bung trén, tiéu chay, khé tiéu,
ndn, dau bung, t4o bén,

Da va mo duéi da: Phat ban.

Co xuong va mé lién két: Pau lung, dau khép, dau co.
Toan than: Khat nude, khé chiu, sdt, kich dong,

Xét nghiém: Tang CPK, ting alanine aminotransferase,
ting aspartate aminotransferase, xét nghiém chirc nang gan
bt thudng, tang can.
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Hiém ggp (1/10.000 < ADR < 1/1.000)

Mién dich: Phan g qué min (bao gdm phén {mg phan
v§, phll mach, may day)*.
Tim: Nhip tim nhanh va d4nh tréng ngyc*.

*Nhjp tim nhanh va ddnh tréng ngyc, phin img qué min
(bao gdm phan (g phén vé, phit mach, may day) da dugc
béo cdo sau khi rupatadine luu hanh trén thj trudmg.

Huéng diin xir tr{ ADR

Néu xdy ra cac ADR nghiém trong, ngung ding thudc va
&p dung c4c bién phép diéu trj phit hgp.

QUA LIEU VA CACH XU TRi

Chua c6 trromg hop qué liu dugc béo céo. Trong mot thir
nghiém l4m sang rupatadine khi ding lidu 100 mg trong 6
ngay cho thdy dung nap t6t. HAu hét t4c dung khong mong
muén 13 budn ngl. Trong trurdomg hop vo ¥ ding lidu rét
cao, nén tién hanh diéu trj triéu ching va theo d&i lam
sang thich hop.

DUQC LYCHQC

Nhém duge Ij: Thubc khang histamine khic téc dung
toan than

Mi ATC: R0O6AX28

Rupatadine 13 thudc khéng histamine thé hé thir 2, tac
dyng kéo dai, véi hoat tinh d8i khéng chon lgc receptor H;
ngoai vi. Cic chét chuyén héa (desloratadine va chat
chuyln héa hydroxyl héa) vdn c6 hoat tinh khang
histamine va déng gép vao hiéu qua chung ciia thudc.

Thir nghiém in vitro véi rupatadine & ndng d¢ cao cho
thdy trc ché qué trinh mét hat ciia té bio mast gy ra bai
kich thich min djch va khéng phai kich thich mién djch,
ciing nhur sy phéng thich céc cytokine, dic biét TNF, & té
bao mast va c4c bach cau don nhén cia ngudi. Y nghia
14m sing cia nhitng thir nghiém in vitro ndy dang tiép tuc
dugrc chimg minh.,

Céc thir nghiém 1dm sang & ngudi tinh nguyén khée manh
(n=375) v bénh nhan (n=2650) bj viém mii dj tmg va
may day ty ph4t man tinh khong cho thiy tic déng dang
ké 1én dién tim d8 khi ding rupatadine véi licu tir 2-100
mg.

May day ty phat man tinh dugc nghién ciru nhu mét mé
hinh 14m sing clia may day do sinh ly bénh co bin tuong
dong, bét ké nguyén nhén giy bénh va c4c bénh nhin man
tinh d& tham gia vio cic nghién ciru tién ciru hon. Do
phong thich histamine lién quan dén tit ca bénh may day,
nén rupatadine duge mong doi ¢6 higu qua 1am giam trigu
chimg & céc tinh trang may day khéc ngoadi may day ty
phét man tinh.

Trong mot thir nghiém c6 doi chimg véi placebo & nhimg

bénh nhén may day ty phdt man tinh, hiu qua cia
rupatadine dugc tinh bang gidm diém sé ng(ra trung binh
sau 4 tudn didu trj (thay ddi dugc béo cdo khi bit dau
nghién ctru: Rupatadine 57,5%, placebo 44,9%) va giam
sb lrong may day trung binh (54,3% so v&i 39,7%)

DUQC PONG HQC
Hép thu va sinh kha dung

Rupatadine dwgc hip thu nhanh chéng sau khi ding dudng
ubng, véi thoi gian dat ndng d6 huyét twong tdi da (tme)
khoang 0,75 gid. Nong d0 huyét trong t6i da (Casx) trung
binh khoéng 2,6 ng/ml sau khi udng 10 mg liéu don va 4,6
ng/ml sau khi uéng 20 mg lidu don. Duge ddng hoc cuia
rupatadine tuyén tinh véi liu tir 10 - 20 mg sau khi ding
lidu don va lidu 13p 1ai. Cuax trung binh 13 3,8 ng/ml, sau
khi uéng lidu 10 mg, 1 lin/ngdy trong 7 ngdy. Nong do
huyét tuong sau d6 giam theo lily thira bic 2 véi thoi gian
ban thi trung binh 13 5,9 gid. Ty 16 gén két cua rupatadine
v6i protein huyét tuong 12 98,5 - 99%.

Do rupatadine khéng diing dudng tiém tinh mach & ngudi,
dir liéu sinh kha dung tuyét dbi chra dugc thiét 1ap.

Anh hwéng ciia thire in -\;\é
Thirc #n 1am ting ndng d6 toan thdn (AUC: Arel

the curve) clia rupatadine 1én 23%. Syr thay d6i ve%

1a nhu nhau ddi véi mot trong nhitng chét chuyén it 3,1
hoat tinh va chét chuyén héa chinh khéng c6 ho}t/
(gidam tuong g 5% va 3%). Tmax clla mpatadmﬁh{m
hon khoang 1 gidr. Crax khong anh hudng bdi thic &n. Sy
khéc biét khéng dnh hudng trén 14m sdng,

Chuyén héa va thii trir

Trong mdt nghién ctru thai trir thudc & ngudi (v6i 40 mg
14C-rupatadine), 34,6% chét phéng xa dugc tim thiy trong
nuée tidu va 60,9% dugc tim thiy & phan trong 7 ngay.
Khi ding dwdng udng rupatadine trai qua chuyén héa tién
hé théng. Lwgng chét c6 hoat tinh khong bj bién ddi dwoc
tim thdy trong nudc tiéu va trong phén la khong déng ké.
Rupatadine durgc chuydn héa gin nhu hoan toan. Chit
chuyén héa c6 hoat tinh desloratadine va dén chat
hydroxyl héa tuong tmg 27% va 48% tdng ndng 46 céc
chét chuyén héa c6 hoat tinh, Cac nghién ctru chuyén héa
trén microsome gan ngudi cho thdy rupatadine dugc
chuyén héa chi yéu bdi cytochrome P450 (CYP3A4).

Poi twgng dic bigt

Trong mét nghién ciu trén ngudi tinh nguyén khde manh
50 sanh voi bénh nhan trudng thanh va ngudi cao tudi, gia
trj AUC v Cpax clia rupatadine & bénh nhan cao tudi 1a
cao hon bénh nhan tré tudi. Pidu nay c6 thé do chuyén hoa
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lin ddu & gan gidm & ngudi cao tudi. Khdng co s khéc
biét nay ddi véi chc chét chuyén héa, Thei gian bén thai
trung binh cila rupatadine & ngudi cao tudi va tré tudi
tirong tmg 12 8,7 gidr va 5,9 git. Nhimg két qua nay khong
tao ra sy khéc bigt dang ké vé mit lom sang.

QUY CACH PONG GOI

Hop 1 vi x 10 vién.

PIEU KIEN BAO QUAN

Noi kho, nhiét d6 khéng qua 30 °C. Trénh 4nh séng.
HAN DUNG

36 thang ké tir ngay sin xut.

TIEU CHUAN CHAT LUQNG

Tiéu chuén nha sn xuét.

CO SO SAN XUAT

S‘;f Wipharhn

TRACH NHIEM TRON VEN
CONG TY CO PHAN DUGC PHAM SAVI
(Sawipharm J.5.C)

L6 Z.01-02-03a, Khu Céng nghiép trong Khu Ché xuat
Tén Thudn, Phuéng Tan Thudn Pong, Quén 7, Thanh
phé H& Chi Minh.

Dién thoai: (84.28) 37700142-143-144
Fax: (84.28) 37700145

Tp. H Chi Minh, ngay 4 thing > nim 202- )
KT. TONG GIAM POC

PHO TONG-GIAM POC (CL - KHCN)




