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RUPATON SYRUP
¢ em
LT
Pocti-twong din si dung trudce khi ditng
THANH PHAN
Thanh phin hogt chit:
RAPIEAAN s vsiniimsivisminsssaimassmsaisasas a3 1 mg/ml

(dedi dang rupatadin fumarat 1,28 mg)

Thanh phén td dicgc: Propylen glycol, polyethylen glycol 400, dinatri hydrophosphat, acid citric,
sucrose, natri saccharin, methyl paraben, mui déu dang long, mau vang s6 6 (sunset yellow), nuée
tinh khiét.

DANG BAO CHE

Dung dich uéng.

M6 ta san phdam: Dung dich udng trong su6t, méu cam, mui déu.

CHI PINH

Dung dich uéng RUPATON SYRUP duge chi dinh dé diéu tri tridu chimg ctia viém mii di ting
(bao gom viém mii di img dai ding) va ndi may day & tré em tir 2 — 11 tudi.

LIEU DUNG, CACH DUNG
Liéu hrong

Tré em tir 2 - 11 tudiz

Tré em c6 can nang bang hoic 1on hon 25 kg: 5 mL (twong duong 5 mg rupatadin)/1 lan/ngay. c6
thé uéng cung hodc khéng cung thirc én.

Tré em ¢6 can ning bang hodc 16n hon 10 kg dén nhé hon 25 kg: 2,5 mL (tuong duong 2.5 mg
rupatadin)/1 lan/ngay, co thé udng cing hodc khéng ciing thirc an.

Tré em duedi 2 tudi:

Khéng khuyén céo sir dung do chwa cé dir lidu trén nhém d6i tugng nay.

Newoi lon va tré em trén 12 tudi:

Nén sir dung rupatadin dudi dang vién nén ham lugng 10 mg/vién.

Bénh nhdn suy gan hodc suy than:

Do chwa c6 kinh nghiém trén 1dm sang & nhitng bénh nhén suy giam chirc néng gan, than, khong
khuyén céo sir dung RUPATON SYRUP cho nhitng déi tugng nay.

Céich dung
Ding duémg udng. C6 thé ubng cing hodc khong ciing véi thire an.

Nén sur dung thude phu hop véi lia tudi bang cdch ding céc dong c6 chia vach (dugc dong keém
véi hop thuoc) dé liy dung lugng thube cin sir dung.

Cbe dong sau khi sir dung cin duge rira sach, lam khé va bao quan noi khé réo.
CHONG CHI PINH

Bénh nhan qua man véi rupatadin hodc bét cir thinh phin nao caa thudc.
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CANH BAO VA THAN TRONG KHI DUNG THUOC
Sy an toan cta dung dich udng RUPATON SYRUP & tré em duéi 2 tudi chwa duge nghién cu.

Khong nén phdi hop rupatadin voi cac thudc e ché CYP3A4 manh hodc thin trong khi ding
chung véi cac thude irc ché CYP3A4 trung binh (xem muc Twong tac thudc).

Rupatadin c6 thé lam tang néng dd trong huyet tuong cla céc thuée chuyén héa chi yéu qua
CYP3A4 (simvastatin, lovastatin) va cac thude chuyén hoa qua CYP3A4 c6 khoang diéu tri hep
(cyclosporm tacrolimus, sirolimus, everolimus, cisaprid). do d6 cén phai diéu chinh liéu déi vai
cac thudc nay.

Khong nén sir dung rupatadin chung véi nude ép buoi chum.

Su an toan trén tim mach cua rupatadin da dwoc dénh gid chi tiét trong nghién ctru QT/QTc &
nguoi truong thanh. Rupatadin & liéu gdp 10 lan liéu diéu tri khong gdy ra bat ky tac dung nao
lién quan dén ECG va do d6, khong gy anh huéng dén su an toan cia tim. Tuy nhién, rupatadin
nén duge sir dung than trong & nhitng bénh nhén da duoc xéc dinh ¢ khoang QT kéo dai, bénh
nhén bi giam kali huyét khong diéu chinh duge, bénh nhén loan nhip tim tién trién nhu loan nhip
cham c6 biéu hién 1am sang r6 rang, thiéu mau co tim cép.

Tang CPK huyét, ALT, AST cling nhu bét thuomg chirc nang gan trong céc két qua xét nghiém la
nhitng tac dung khong mong muén it gép da duge bdo cdo vai rupatadin ham lugng 10 mg/vién &
nguoi 1om.

Than trong vdi ta duoc:

San phdm nay c6 chira sucrose, co thé gay hu rang. Bénh nhan bj rdi loan di truyén hiém gip nhw
khong dung nap fructose, kém hap thu glucose- galactose hoac thiéu hut enzym sucrase-isomaltase
khoéng nén ding thude nay

C6 khoang 50 mg propylen glycol/l1 ml san pham. Néu tré dudi 5 tudi, hoi v kién bac st hode duoc
si trude khi cho tré ding thuoe, nhat 1a khi tré duoc cho ding cac thude khic cé chira propylen
glycol hay alcol. Néu bénh nhan dang mang thai hay cho con bt hodc bénh nhén cé bénh vé gan
hodc than, khong ding thude nay trir khi ¢6 khuyén cdo cua bac si. Bac si diéu tri c6 thé phai thuc
hién mét sé xét nghiém trong thoi gian bénh nhan ding thude nay.

San pham cé chita methyl paraben, ¢6 thé gdy di tmg.
SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir ¢6 thai

Dir Ileu trén s it (2) phu nit mang thai cé phoi nhlem voi rupatadin khong cho théy bét ky tac
dung bét lgi nao trén phu nit mang thai hay sw phat trién cua phéi thai/tré so sinh.

Cho dén nay, vin chua c6 dir lidu vé dich 1€ hoc nao khéc c6 lién quan. Céc nghién ciru trén dong
vt khong cho thy tac dong c6 hai truc tiép hay gidn tiép trén phu nir mang thai, sy phat trién cua
phdi thai/thai nhi, qua trinh sinh san hay sy phat trién cua tré so sinh. Pé phong ngtra cde rii ro
¢6 thé xay ra. khong nén sir dung RUPATADIN SYRUP trong sudt thai ky.

Phu nir cho con bi

Rupatadin duogc bai tiét qua sira dong vét. Hién chua o liéu rupatadin c6 bai tiét qua sira me hay
khong.

Do dé, can cén nhac gitra viée cho tré ngirng b hodc ngung sir dung rupatadin dya trén lgi ich ba
stta me cua tré va lgi ich diéu tri cua ngudi me.

Kha ning sinh sin

(]
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Khong c6 dit liéu lam sang vé kha nang sinh san Nghién ciru trén dong vat da cho tha}r rupatadin
lam glém dang ké kha nang sinh san & mitc ndng @6 phoi nhiém cao hon so véi lidu diéu tri i da
O nguoi.

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

Rupatadin khong gdy anh huong dén kha néng 14i xe va vdn hanh mdy méc. Tuy vay, bénh nhén
van nén thin trong néu cé sir dung thude trude khi lai xe hodc van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC
Twong téc thube

Khong cé bt ky nghién ctru nao vé tuong tac thudc duoc thue hién & tré em véi dung dich udng
chira rupatadin. Cac nghién ctru vé tuong tac thuoc chi duge tién hanh trén ngudi Iém va tré em tur
12 tuoi tr¢r 1€n véi dang bao ché 1a vién nén chira 10 mg rupatadin.

Anh huong ciia cdc thudce khdae doi véi rupatadin

Tréanh ding rupatadin phéi hop vai cée thude e ché CYP3A4 manh (itraconazol, ketoconazol,
voriconazol, posaconazol, thudc tre che HIV protease, clarithromycin, nefazodon) hoéc than trong
khi dung phoi hgp vai cac thuoce (re che CYP3 A4 trung binh (erythromyecin, fluconazol, diltiazem).

Liéu phap diéu tri phdi hop gitra rupatadin 20 mg véi ketokonazol hodc erythromycin lam tang
phoi nhi®m toan than vai rupatadin 1én 13n lugt 14 10 14n va khoang 2 — 3 1an. Nhiing thay dbi nay
khoéng lién quan dén tac dong trén khoang QT hoic ting cac phan img c6 hai so véi khi ding riéng
1é mbi thube.

Khong nén uong thube chung véi nude ép budi chim. Sir dung dong thoi voi nude ép budi chum
lam tang 3,5 lan kha niing phoi nhiém toan than véi rupatadin. D;eu ndy xay ra la do nudce ép blrm
chiim ¢6 chira mét hodc nhiéu hop chit trc ché CYP3A4 va ¢6 thé lam tdng nong do trong huyét
twong cia céc thude chuyén hoa qua CYP3A4. Ngoai ra, nude ép budi chim ciing cd thé giy anh
huong dén hé théng vén chuyén thude & dudng rudt nhr P-glycoprotein.

Anh huong cia rupatadin déi véi cde thude khde

Théng tin vé téc dong ciia rupatadin trén cde thude khdc con han ché, do do, cén thén trong khi
dung rupatadin v6i cac thude khéc cd chuyén hoa va co khoang diéu tri hep.

Rirou

Sau khi uéng rugu, mét liéu 10 mg rupatadin gay ra céc tac dung khong mong mudn trong mdt s6
thir nghiém trén hé than kinh vin dong nhung khong c6 su khéac biét dang ké so vai khi chi diung
rrou. Lidu 20 mg s& lam tang céc tic hai khi ubng ruou.

Thudc tec ché than kinh trung wong

Ciing nhu cdc thude khang histamin khac, khong loai trir kha ning twong tic 14n nhau gitra
rupatadin véi cic thudc tre ché than kinh trung wong khac.

C'dc thuoc thube nhdm statin:

Tang CPK khong kem theo tri€u chimg it khi duge bao cdo trong cac thir nghiém ldm sang voi
rupatadin. Hién van chua 1 vé nguy co trong tac vai cac statm (mot s6 thude trong nhom nay
cting dwoc chuyén héa boi isoenzym P450 CYP3A4), do d6 cin than trong khi st dung dong thoi.

Twong ky, ciia thube

Do khéng ¢ céc nghién ciru vé tinh tuong ky cia thude, khong tron 1an thube nay véi cde thube
khac.
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TAC DUNG KHONG MONG MUON

Céc thir nghiém lam sang véi dung dich uéng rupatadin & tré em tr 2 — 11 tudi duoe thue hién
trén 626 bénh nhéan. Trong dd, c6 147 bénh nhan diéu tri véi rupatadin 2,5 mg, 159 bénh nhan
diéu tri véi rupatadin 5 mg. 249 bénh nhéan st dung gia duge va 71 bénh nhan ding desloratadin.

Tan suat dwgc phan loai nhu sau: Rat thudng gap (> 1/10), thudng gap (> 1/100 dén < 1/10), it
gap (= 1/1.000 dén < 1/100), hiém gap (= 1/10.000 dén < 1/1.000) rat hiém gip (<1/10.000), chura
rd (khong thé ude tinh tr dit lidu ¢6 sin).

Hé co quan
Rupatadin 2,5 mg | Rupatadin S5mg | Gii dwoe
Tin sufit The dmp khosg | | (=140 (n=159) (n=249)
mong muon
Nhiém khuén va nhiém ky sinh tring
Cum 0 1 (0,63%) 0
- 16 11 0
it gp Viém mii hong 1 (0,68%) 0 0
Nhiém tring dudng .
ho hép trén 1(0,58%) @ B
Réi loan tudn hoan m4u va hé bach huyét
Tang bach ciu &i toan | 0 1(0,63%) 0
ft gap Gia A
* jiam bach cdu trung -
ot 0 1 (0,63%) 0
Réi loan h¢ thin kinh
Pau dau 2 (1.36%) 4 (2,52%) 4 (1,61%)
Thudng gap :
Buén ngu 0 2 (1,26%) 0
it gap Chéng mat 0 1 (0,63%) 1 (0,4%)
Réi loan hé tiéu hoa
it gap Budn nén 0 1 (0,63%) 2 (0.8%)
Réi loan da va md mém
' Cham 0 1 (0,63%) 1 (0,4%)
It gap
Ra md hdi ban dém | 0 1 (0,63%) 0
Réi loan chung va tai noi diéu tri
it gap Mét moi 0 1 (0,63%) 0
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Bio cdo ADR

Vige bdo cdo céc phan tmg nghi ngd ¢6 hai ctia thudc sau khi duge Iuu hanh la rat quan trong, du:u
nay cho phép ucp tuc theo doi su cdn bang gitra lgi ich/ i ro cua thude. Céc chuyén gia y té can
phai bao cdo bit k¥ phan ting nghi nge ¢6 hai nao théng qua hé théng ctia Trung tdm Qubc gia vé

Thong tin thude va Theo doi phan (mg co hai cta thude (Trung tdm DI & ADR Qubc gia).
Théng bdo ngay cho bic si hodc dwgc st nhitng phan iing cé hai gap phai khi sir dung thuéc.
QUA LIEU VA XU TRIi

Triéu chirng

Khong co truong hop qua lidu nao duoc béo cdo o ca nguoi lon va tré em. Trong mQt nghién cuu
lam sang vé tinh an toan cua rupatadm khi diing liéu 100 mg trong sudt 6 ngay, két qua cho thiy
rupatadin van dugc dung nap t6t. Tac dung khéng mong mudn thuong gap nhat 1a budn nga.

Xar tri

Néu khong may nudt phai mot lwgng thuée qua cao, can phai diéu tri triéu chimg két hop céc bién
phép hd tro cin thiét,

PAC TINH DUQC LUC HQC
Nhém dwee 1y: Thude khang histamin tac dung toan than.
Mi so ATC: RO6A X28.

Rupatadin la thube 'khdng histamin thé hé 2 ¢ tac dung kéo dai, dbi khang chon loc véi thu thé
H) ngoai vi. Mot s6 chét chuyen hoéa cia n6 (desloratadin va chét chuyen hoa hydroxyl) van con
hoat tinh khéng histamin va c6 thé gép phin vao téc dung toan phén cia thude.

Cic nghién ciru in vitro d cho thiy rupatadin ¢ ndng @) cao trc ché sy giai hat ctia té bao mast
gély ra bai céc kich thich mién dich va khéng mién dich, ciing nhu giai phéng cytokine, dic biét
la TNFa trong céc té bao mast va bach céu don nhéan. Su twong quan 1am sang tir cac dit liéu quan
sat thuc nghiém van con can duoc xéc nhén.

Duoc dong hoc cua rupatadin & nguoi lon (> 12 tudi) va tré em tir 6 — 11 tudi 1a nhu nhau, tac
dung duoc lue (ire ché ving da bi di img, tac dung khang histamin) da quan sat théy sau 4 tuan
dleu tri. Mot ngluen ciru ngau nhién, mu doi. c6 dbi chimg vdi gia duge ¢ tré em tir 6 — 11 tudi
méc viém miii di tng dai ding da cho thﬁy dung dich uong rupatadin hiéu qua hon trong viéc lam
giam céac triéu chimg viém miii (chdy mii va ngira miii hong va‘hodc tai) so voi gia dugce, sau 4 —
6 tudn diéu tri. Ngoai ra, chit luong cudc séng cua bénh nhén ciing duogc cai thién dang ké trong
sudt qué trinh nghién citu so véi gia duoc.

Do dac di}%nl sinh Iy bénh la nhu nhau, bat ké nguyén nhan gy bénh, dong thoi bénh nhin man
tinh ¢6 thé dé dang phuc hoi vé sau nén ngudi ta da sir dung chirng bénh may day v6 can man tinh
nhu mdt mé hinh 14m sang dé danh gia tac dung khang H;.

May day 1a bénh do té bao mast gdy ra, histamin vé nhing chét trung gian khac (PAF va cytokines)
la nhitng chét trung gian chinh géy ra su tién trién tdn thuong do may day. Rupatadin c6 kha nang
ngan chin sy phong thich histamin va céc chit trung gian giy viém khic, do viy day dugc xem
12 phuong phép diéu tri hiéu qua trong viée giam tri¢u chu‘ng cua may day, bao gobm may day vo
can man tinh nhur da dugce khuyén cdo trong cée hudng din 1am sang.

Hiéu qua cua rupatadin dang dung dich @6i véi bénh may day v6 can man tinhotréeemtir2 — 11
tudi da duge chimg minh trong mdt nghién ciru da trung tam, ngau nhién va co débi chimg vai gia
duoc. Téng cdng cd 206 tré em da tham gia, trong dé ¢ 113 tré c6 db tudi tir 2 — 5 tudi va 93 tré
c6 do tudi tir 6 — 11 tudi. S tré em duoce diéu tri véi rupatadin, gia dwoce hodc desloratadin lan
lrot 1a 66, 69 va 71. Lidu ding ctia rupatadin 1a 2,5 mg & tré cé can ning < 25 kg va 5 mg & tré >
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25 kg. Liéu dung ctia desloratadin 1a 1,25 mg & tré c6 cAn ning < 25 kg va 2,5 mg & tré > 25 kg.
Mot su cai thién c6 ¥ nghia thong ké trong su thay doi trung binh cua thang, diém UAS7 (bao gom
phat ban va ngira) da dugc chimg minh, tiéu chi chinh duoc dénh gid sau sdu tudn diéu tri
(rupata@m lam giam 1'1 77 so vai gia dugce gldr[} 5,55: p<0,001). Ty 1€ giam Qhat ban trung binh
hang tuédn 1a 56,7% doi véri.rupatadin, 49.4% dbi véi desloratadin va 22.7% do6i véi gia duge. Ty
|é giam ngira so voi I;an dé‘u‘la 56,8%‘ voi rupatadin, 46,7% voi dt;sloratadin va 33.4% vai gia
duoc. Ca hai hoat chit nay déu cho théy su cai thién c6 y nghia thong k& so véi gia duoc trong
vi¢e lam giam tinh trang phat ban va ngita. Khéng quan sit thiy su khdc biét c6 y nghia thong ké
gitta hai hoat chét nay. Ty 1¢ bénh nhén cé ddp (mg dicu tri 16n hon 50% trong thang diém UAS7
(bao gom phat ban va ngtra) la 61% vai rupatadin, 36% véi gia duge va 54% véi desloratadin.
Céac nghién ciru 1am sang & nhimg nguoi tinh nguyén (n = 375) va bénh nhén (n = 2650) c6 viém
mili di ing va mdy day v6 can man tinh khong cho thdy tac dong dang k& nao trén dién tim do
khi sir dung rupatadin dang vién nén ¢ khoang liéu tir 2 — 100 mg.

PAC TINH DUQC PONG HOC

Duwoc dong hoc o tré em:

O phan nhém tré em tir 2- 5 tudi va tré em tir 6 — 11 tudi, rupatadin hép thu nhanh, Caax trung binh
lan luot khoang 1,9 ng/ml va 2,5 ng/ml sau khi udng liéu lap lai. Tong gia tri AUC trung binh la
10,4 ng.h/ml & tré em tir 2 — 5 tudi va 10,7 ng.h/ml & tré em tir 6 — 11 tuoi. Cac gia tri ndy la tuong
tu nhau ¢ nguoi 1on va tré vi thanh nién.

Thoi gian bén thai cua rupatadin & tré em tlr 2 -5 tudi la 15,9 gio va 12,3 giv g tré em tir 6 — 11
tudi, dai hon so véi dang vién nén & nguoi 16m va tré vi thanh nién.

Anh huéng ciia thive Gn

Khong cé nghién ctru veé tuong tac vai thie an duge thuce hién ddi voi rupatadin dang dung dich.
Sur anh huéng cua thirc 4n chi dwoc thue hién di véi rupatadin dang vién nén 10 mg & ngudi lén
va tré vi thanh nién. Thirc an lam tang mac d6 phoi nhiém toan thdn véi rupatadin 1én khoéng
23%. Gid tri Cnax khéng bi thay doi boi thire dn. Nhitng su khéac biét nay khong c¢6 y nghia 1am
sang.

Chuyén héa va thai triv

Trong mdt nghién ctru vé thai trir thude & ngudi 16m, ¢o 34,6% lugng rupatadin udng vao duge
tim tha} trong nuéc tiéu, 60,9% trong phan (thu thép trong 7 ngay). Khi dung duong uong.
rupatadin bi chuyén hoa dang ké trude khi vao hé tudn hoan. Luong hoat chét khéng bi chuyen
héa trong phén va nude tiéu la khéng dang ké. Piéu nay c6 nghia la rupatadin duoc chuyén héa
Ean nhu hoan toan. Chét chuyen hoa ¢6 hoat tinh 1a desloratadin va cac dan xut hydroxyl hoa
khéc chiém lan lugt 12 27% va 48% trong tong lwong phoi nhiém toan thin cua cac chét c6 hoat
tinh. Trén in vitro, cac nghién ciru vé chuyén hoa & cac microsom gan ngudi da cho thiy rupatadin
bi chuyén hoa chu yéu boi cytochrom P450 (CYP 3A4).

QUY CACH PONG GOI

Chai thity tinh mau nau. Hop gidy chita 1 chai x 60 ml kém theo t& huéng dan sir dung.

Chai thity tinh mau nau. Hop gidy chira 1 chai x 120 ml kém theo t& hudng din sir dung.

HAN DUNG

24 thang (ké tir ngay san xuét), khong ding thudc qua han dung.

Khéng diing thude sau 30 ngay ké tir ngay mé nap.
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PIEU KIEN BAO QUAN

Bao quan noi khé, duéi 30°C, trdnh 4nh ning truc tiép.

TIEU CHUAN CHAT LUONG CUA THUOC

Tiéu chuin co so.

TEN, PIA CHI CUA CO SO SAN XUAT

Co s& san xuat: CONG TY CO PHAN DUGC PHAM BOSTON VIET NAM.

Dia chi: 86 43, duomg s6 8, khu cong nghiép Viét Nam — Singapore. phudng Binh Hoa. thanh phd
Thudn An, tinh Binh Duong, Viét Nam (Toa nha san xuat s6 1).

Dién thoai: 02743 769 606 Fax: 02743 769 601

Email: rd.boston@bostonpharma.com.vn.

NGAY XEM XET SUA DOI, CAP NHAT NQI DUNG HUONG DAN SU DUNG THUOC
Binh Duong, ngay A thing..0%. nam 2024

TONG GIAM POC




