Hop 1 chai x 30ml

Dung dich thuéc

SMUDIN

Rupatadine 1mg/ml
(duci dang Rupatadine fumarat)

https://trungtamthuoc.com/

o (, Thuéc ké don

SMUDIN

Rupatadine 1mg/ml

SMUuUDIN

MOI ml CHUA:
Rupatadine: 1mg

(dudi dang Rupatadine
fumarat)

Té& dudc viia du: ...... iml

Chi dinh, liéu dung, cach
dung va chéng chi dinh:
Xin doc t& huéng dan si
dung.

Tiéu chudn: : TCCS

Bao quan: : Noi kho, nhiét
doé dudi 30°C, tranh anh
sang.

Poc k§ hudng dan sl dung
truéc khi dung - D& xa tam
tay tré em

Box of 1 bottle x 30ml

SMUuUDIN

Oral route

SMUDIN

Rupatadine 1mg/ml
(as Rupatadine fumarat)

EACH ml CONTAINS:
Rupatadine: 1mg

(as Rupatadine fumarat)
Excipient g.s........ per 1ml

Indication, dosage,
instruction and contra-indi-
cation:

See in the leaflet

Specification: In-house
Store: in a dry place, below
30°C, protect from light.

Read leaflet carefully before
use Keep out of reach of
children

WHO - GMP

D

(<1 COPHAN

x| HOADUGC

MOI ml CHUA:
Rupatadine: 1mg

(dusi dang Rupatadine
fumarat)

Ta dugc vua du: ...... iml

Chi dinh, liéu dung, céach
dung va chdng chi dinh:
Xin doc t& huéng dan st
dung.

Bao quan: : Nai kho, nhiét
do dudi 30°C, tranh &anh
sang.

Nha mdy SX: 192 Bic Giang, Long Bién, Ha Noi

Cosdsinit:
CONGTY €6 PHAN HOA DUGC VIET NAM

WHO - GMP

Tiéu chudn: : TCCS
Bao quan: : Noi kho, nhiét

SMUuUDIN

Rupatadine 1mg/ml
(dusi dang Rupatadine fumarat)

do dudi 30°C, tranh anh
sang.

Poc ky hudng dan st
dung trudc khi ding - D&
xa tadm tay tré em

SDK:
S6 L6 SX:

NSX:
@D WHO - GMP [

( Prescription only

SMUDIN

Rupatadine 1mg/ml
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Hop 1 chai x 60ml

Dung dich thuéc

SMUDIN

Rupatadine 1mg/ml
(dusi dang Rupatadine fumarat)

Y Thuéc ké don

SMUDIN

Rupatadine 1mg/ml

SMUuUDIN

MOI ml CHUA:
Rupatadine: 1mg

(dudi dang Rupatadine
fumarat)

Té& dudc viia du: ...... 1iml

Chi dinh, liéu dung, cach
dung va chéng chi dinh:
Xin doc t& huéng dan si
dung.

Tiéu chudn: : TCCS

Bao quan: : Noi kho, nhiét
d6 dudi 30°C, tranh anh
sang.

Poc k§ hudng dan sl dung
trugc khi dung - D€ xa tdm

Box of 1 bottle x 60ml

Oral route

SMUDIN

Rupatadine 1mg/ml
(as Rupatadine fumarat)

SMUuUDIN

EACH ml CONTAINS:
Rupatadine: 1mg

(as Rupatadine fumarat)
Excipient g.s........ per 1ml

Indication, dosage,
instruction and contra-indi-
cation:

See in the leaflet

Specification: In-house
Store: in a dry place, below
30°C, protect from light.

Read leaflet carefully before
use Keep out of reach of
children

WHO - GMP

KD

MOI ml CHUA:
Rupatadine: 1mg

(dudi dang Rupatadine
fumarat)

Ta dugc vira da: ...... iml

Chi dinh, liéu dung, céach
dung va chéng chi dinh:
Xin doc t& huéng dan sl
dung.

Bdao quan: : Nai kho, nhiét
do dudi 30°C, tranh &nh
sang.

Nha may SX: 192 ic Giang, Long Bién, Ha Noi

Cosisinuat:
CONGTY €6 PHAN HOA DUGC VIET NAM

Thudc ké don

60ml - Dung dich thuéc

WHO - GMP

Tiéu chudn: : TCCS
Bao quan: : Nai kho, nhiét

SMUuUDIN

Rupatadine 1mg/ml|
(dugi dang Rupatadine fumarat)

do dudi 30°C, tranh &anh
sang.

Poc ky huéng dan si
dung trudc khi ding - B
xa tam tay tré em

SbK:
S6 L6 SX:

NSX:
@D WHO - GMP [t

( Prescription only

SMUDIN

Rupatadine 1mg/ml
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Hop 1 chai x 90ml

Dung dich thuéc Ru

SMUDIN

Rupatadine 1mg/ml

du

SMUuUDIN

Rupatadine 1mg/ml

SMUuUDIN

MOI ml CHUA:

(dudi dang Rupatadine
fumarat)

Té dudc viia du:
Chi dinh, liéu dung, cach

Xin doc t& huéng dan sii

Poc ki huéng dan sii dung
truéc khi dung - D& xa tam

Box of 1 bottle x 90ml

Oral route

SMUDIN

Rupatadine 1mg/ml

patadine: 1mg

...... 1ml

ng va chéng chi dinh:

(dudi dang Rupatadine fumarat) dung. (as Rupatadine fumarat)
Tiéu chuadn: : TCCS
Bao quan: : Noi kho, nhiét
do dudi 30°C, tranh anh
sang.

tay tré em

SMUuUDIN

EACH ml CONTAINS:
Rupatadine: 1mg

(as Rupatadine fumarat)
Excipient g.s........ per 1ml

Indication, dosage,
instruction and contra-indi-
cation:

See in the leaflet

Specification: In-house
Store: in a dry place, below
30°C, protect from light.

Read leaflet carefully before
use Keep out of reach of
children

WHO - GMP

D

WHO - GMP

MOI ml CHUA:
Rupatadine: 1mg

Tiéu chudn: : TCCS

(dudi dang Rupatadine
fumarat)

Ta dugc vua di: ...... imi
Chi dinh, liéu dung, céach
dung va chéng chi dinh:
Xin doc t& huéng dan sl
dung.

Cosdsinuat:
CONGTY C6 PHAN HOA DUGC VIET NAM
Nha may SX: 192 Buc Giang, Long Bién, Ha Noi

Bao quan: : Nai kho, nhiét
do dudi 30°C, tranh &nh SBK:
sang. S6 Lo SX:

Bdao quan: : Nai kho, nhiét
do dudi 30°C, tranh &anh
sang.

Poc ky huéng dan si
dung truéc khi ding - D&
xa tam tay tré em

SMUuUDIN

Rupatadine 1mg/ml
(dugi dang Rupatadine fumarat)

NSX:
@D WHO - GMP [

;( Prescription only

SMUDIN

Rupatadine 1mg/ml
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1. Tén thude: SMUDIN\\;,\;

“ Dé xa tam tay tré em ” =
“ Poc ky hudng dan sit dung trude khi ding”
2. Thanh phan céng thire thude:

* Thanh phén dugc chat: Lo30ml Lo60ml Lo90ml
Rupatadine 30 mg 60 mg 90 mg

(dudi dang Rupatadine fumarat)

* Chit bao quan: Methyl paraben 30 mg 60 mg 90 mg

*Thanh phan ta dugc: Acid citric Vira du Vira du Vira du

Disodium phosphate anhydrous 30 ml 60 ml 90 ml

Propylene glycol

Saccarose

Quinoline yellow
Tinh dau cam
Saccharin sodium
Nude tinh khiét vira du
3. Dang bao ché cta thuoc:
- Dung dich uéng,
- M6 ta dang bao ché: Dung dich trong, mau vang nhat, mui thom huong cam, vi ngot
4. Chi dinh: Cho tré tir 2- 11 tuéi
- Lam giam céc tri€u chiing viém miii di rng nhu hét hoi, s6 mili, nghet mili, ngra mat va mili &
tré em tir 2 dén 11 tudi.
- Lam giam cac triéu ching lién quan dén di tmg (phat ban da di ing) nhu ngtra va nbi may day
(d6 da cuc bo va sung tay).
5. Cach dung, liéu dung: Dung theo chi dinh cua bac si, dugc si hodc theo lidu sau:
Cdch dung:
D6 dung dich thudce ra cdc chia licu
Thudc cé thé ubng lic no hoic liic doi va co thé udng cing thirc an. Khong nén ding thude két
hop véi nude budi.
Liéu ding: Cho tré tir 2- 11 tudi
e Tré em nang tir 25 kg tré 1én: Dung 5 ml (5 mg rupatadine)/1 1an, mdi ngay mot lan.
e Tré em ning tir 10 kg dén 25 kg: Dung 2,5 ml (2,5 mg rupatadine)/1 lan, mdi ngay mot
lan.
e Tréem dudi 2 tudi va can nang dudi 10 kg: Khong dung thude nay.
e Ngudi lén va tré em trén 11 tudi: Nén dung dang vién
e Bénh nhén suy than hoac gan: Vi khong c6 kinh nghiém 1am sang ¢ nhitng bénh nhan bi
suy giam chirc ning than hodc gan, viéc sir dung rupatadine hién khong duoc khuyén cdo
¢ nhitng bénh nhan nay.
6. Chong chi dinh:
- Man cam véi bat cir thanh phan nao cua thudc.
- Tré em dudi 2 tudi.
7. Canh bao va than trong khi ding thudc:
- Tranh két hop rupatadine v6i cac thudc (rc ché CYP3A4 manh va voi cac thude tc ché
CYP3A4 vura phai.
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\*\ HO ‘\ L’ Uo : ' D/éu chinh liéu cua cac chat nén CYP3A4 nhay cam (vi du nhu simvastatin, lovastatin) va cic
\O\ \ / A I > A <A . ’ . . . .

A\ IET \‘i’o‘?\’ nén CYP3A4 véi chi so dicu tri hep (vi du nhu cyclosporin, tacrolimus, sirolimus,

“verolimus, cisapride) khi dung ctng thudc. )

- Khong nén dung rupatadine véi nudc budi vi lam tang muc d anh huong ctua thude .
- An toan tim mach cua vién rupatadine 10 mg ‘du(_)rq danh gia trong mc}t’nghién cuu k¥ ludng ve
QT / QTc & nguoi 16n. Rupatadine t6i 10 lan lieu diu tri khong tao ra bat ky anh huong nao dén
ECG va do d6 khong gay lo ngai v€ an toan tim mach. Tuy nhién, nén thén trong khi sir dung
rupatadine ¢ nhiig bénh nhéan da biét kéo dai khoang QT, bénh nhén ha kali mau khong dugc
diéu tri, bénh nhan c6 tinh trang rdi loan nhip tim lién tuc, nhu nhip tim chdm dang ké trén 1am
sang, thiéu mau co tim cap

- Tang creatine phosphokinase trong madu, alanine aminotransferase va aspartate
aminotransferase, cling nhu cac bat thuong cta xét nghiém chirc nang gan la phan tng bat loi
khong phd bién dugc bao cao véi vién rupatadine 10 mg ¢ nguoi 16n.

*Cdnh bdo khdc: . o .

- Thudc co6 chira Saccarose, vi vy n6 c¢6 thé gy hai cho rang. Bénh nhan ¢6 van dé di truyén
hiém gdp vé khong dung nap fructose, kém hap thu glucose / galactose hodc suy sucrase-
isomaltase khong nén dung thuodc nay.

- Thudc ¢6 chita Methyl paraben c6 thé giy ra phan tng di img (c6 thé cham)

- Thudc ¢o propylene glycol, khi dung chung véi bat ky chét nén nao cho alcohol dehydrogenase
nhu ethanol ¢ thé gdy ra tac dung phu ¢ tré em dudi 5 tudi. Propylene glycol duoc tim thay
trong stra va thai nhi nén vi€c str dung propylene glycol cho bénh nhén mang thai hodc cho con
bl céan can nhac tuy tung trwong hop. Can theo doi y t€ & nhitng bénh nhéan bi suy gidm chuc
nang gan hogc thdn vi cac tac dung ngoai y khac nhau do propylene glycol da dugc bao cao nhu
10i loan chirc nang than (hoai tir 5ng than cap), suy than cap va rdi loan chire nang gan.

- Thudc nay chira it hon 1 mmol natri (23 mg) trén 1 ml, nghia 1a vé co ban 1a 'khéng cé natri'.

8. Str dung thudc cho phu nir c¢6 thai va cho con bii:

Thoi ky mang thai
Chua xéc dinh dugc tinh an toan cho phu nit ¢6 thai. Nén tranh dung thudc cho phu nit mang
thai.

Thoi ky cho con bu
Rupatadine dugc bai tiét qua sita dong vat. Khong biét lidu rupatadine ¢ duoc bai tiét vao sita
me hay khong, vi vdy nén tranh ding thudc cho phu nit dang cho con bt hoic ngung cho con bl
khi dung thudc.

9. Anh huéng ciia thudc 1én kha ning lai xe, vin hanh may méc: thudc c6 thé gy budn ngi,
chong mat nén than trong khi lai xe va van hanh may méc.

10. Twong tic va twong ki ciia thudc:

Khong c6 nghién ciru tuong tac da duoc thyc hién ¢ tré em v6i dung dich udng rupatadine.
Céc nghién ciru twong tac chi dugc thyc hién & ngudi 16n va thanh thiéu nién (trén 12 tudi) véi
vién rupatadine 10 mg.

+ Téc dung ciia cdc thude khdc trén rupatadine
- Phéi hop véi cac thudc (rc ché CYP3A4 manh (vi du: itraconazole, ketoconazole, voriconazole,
posaconazole, thudc trc ché protease HIV, clarithromycin, nefazodone) nén tranh va dung chung
v6i thude trc ché CYP3A4 vira phai
- Str dung dong thoi rupatadine 20 mg va ketoconazole hodc erythromycin lam tang phoi nhiém
toan than véi rupatadine 1an luot 10 1an va 2-3 1an. Nhiing stra d6i nay khong lién quan dén anh
hudng dén khoang QT hodc ting cic phan g bat lgi so voi cac thude khi ding riéng.

- Tuong tac voi budi: Str dung dong thoi nude ép budi ting gap 3,5 1an so v6i phoi nhiém toan
than cta vién thudc rupatadine 10 mg. Diéu ndy xay ra boi vi budi 6 mot hodc nhiéu hop chét
rc ché CYP3A4 va c6 thé lam ting ndng do plasmatic cia cac thuéc dugc chuyén hoa qua
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6ng van chuyén thuéc dudng rudt vi khong nén udng dong thoi nude ép glycoprotein-

A P.Grapefnut.

+ Téc dung ciia rupatadine doi voi cdc thubc khéc

- Can than trong khi dung rupatadine cting véi cac thude chuyén hoa khac co ctra s6 tri liéu hep
vi kién thirc vé& tac dung cua rupatadine d6i vi cac thude khac con han ché.

- Tuong tac véi rugu: Sau khi uéng rugu, mot lieu thude rupatadine 10 mg tao ra hi¢u ung can
bién trong mot sd thir nghiém hiéu suat tdm 1y mac di ching khong khac biét dang ké so véi chi
ubng ruou. Mot lidu 20 mg lam ting su suy yéu do udng ruou.

- Tuong tac v6i thudc e ché than kinh trung wong: Ciing nhu cac thudc khang histamine khéc,
khong thé loai trir twong tac véi thude tre ché than kinh trung wong.

- Tuong tac vdi statin: Tang CPK khong triéu chimg di dugc bao cao khong phd bién trong cac
thir nghiém 1am sang rupatadine. Nguy co twong tic voi statin, mot sd trong d6 ciing duoc
chuyén hoa boi isozyme cytochrom P450 CYP3A4, chua dugc biét. Vi nhiing 1y do ndy, nén
than trong khi st dung rupatadine khi dung chung véi statin.

11. Tac dung khéng mong mudn ciia thude:

Céc thir nghiém 1am sang voi dung dich udng rupatadine ¢ tré em tir 2-11 tudi, tan sb cua cac
phan tmg bét loi dugc chia nhu sau:

« Pho bién (> 1/100 dén <1/10)

« it g@p (> 1/1000 dén < 1/100)

mau va bach huyét

Co quan Mikc dj/ biéu hign
Rupatadine 2,5 mg Rupatadine 5 mg
Phé bién It gap Phé bién Tt gap
(= 1/100 dén <1/10) (= 1/1000 dén < (= 1/100 dén (= 1/1000 dén <
1/100) <1/10) 1/100)

.x . R Cim, viém mii Viém miii  hong,
Nhiem  trung va -x \ -X \ \
nhiém ky sinh hQI}g’ n{nein trAung nIAuerAn trtmg dudng

duong ho hap trén ho hap trén
ROi loan hé thong Giam bach cau

trung tinh, bach ciu
ai toan

ROi loan hé than kinh | Pau dau Pau dau, buon ngu | Chong mét

ROi loan ti€u hoa Budn nén

ROi loan da va mo Cham va d¢6 mo hoi
dudi da dém

Roi loan chung M¢ét mai

“Théng bdo ngay cho bdc si hodc dwgc sy biét nhiing tdc dung khéng mong muon khi sir dung
thuéc”
12. Qua liéu va cach xir Iy:
Khéng c6 truong hop qua lidu da dugc bao cao ¢ nguoi 16n va tré em. Phan ing bat lgi phd bién
nhat 13 budn ngu. Néu vo tinh nudt phai lidu rat cao xay ra, bénh nhan can dugc diéu tri triéu
chting cung véi cac bién phap hd trg can thiét.
13. Pic tinh dugec luc hoc:
- Nhém duoc Iy: Thude khang histamin khac dé sir dung toan than
- Ma ATC: R0O6AX28

Rupatadine 13 thudc khang histamine thé hé thtr hai, thudc ddi khang histamine tac dung kéo
dai, v6i hoat tinh dbi khang thu thé H1 ngoai bién chon loc. Mot sé chat chuyén hoa
(desloratadine va chat chuyén hoa duoc hydroxyl hoa) giir lai hoat tinh chéng di tmg va c6 thé
dong gop mot phan vao hiéu qua chung cia thuoc

Céc nghién ciru in vitro v6i rupatadine & nong do cao da cho thay sy trc ché sy thoai hoa cta
céc t& bao mast giy ra bai cac kich thich mién dich va khong mién dich ciing nhu giai phong cic
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ytokme dédc biét 1a TNFa trong t€ bao mast cua ngudi va bach cau don nhan. dir liéu thuc
,I}‘ghlem quan sat van con dugc xac nhan.
4. Dic tinh dwoc dong hoc:

2,5 ng / ml sau khi udng liéu lap lai. V& mit giai trinh, tong dién tich trung binh dué6i gi tri
dudng cong (AUC) 1a 10,4 ng.h / ml & tré em tir 2 dén 5 tudi va 10,7 ng - h/ ml & tré em 6-11
tudi.
- Chuyén héa: 34,6% rupatadine dung da dugc phuc hoi trong nuoc tiéu va 60,9% trong phan
dugc thu thap trong 7 ngay. Rupatadine trai qua qua trinh chuyén hoa tién hé thong dang ké khi
dung dudng udng. S6 lwong hoat chat khong thay d6i dugc tim thay trong nudc tiéu va phan 1a
khong dang ké. Piéu nay c6 nghia 1a rupatadine dugc chuyén héa gan nhu hoan toan. Mot cach
tho bao, cac chat chuyén hoa hoat dong desloratadine va cac dan xuat hydroxyl hoa khac chiém
lan lugt 27% va 48% trong tong phoi nhiém toan than ciia cac hoat chat. Cac nghién ciru chuyén
hoa in vitro & microsome gan nguoi chi ra rang rupatadine duoc chuyén héa chi yéu boi
cytochrom P450 (CYP 3A4)
- Thai trir: Thoi gian ban thai ciia Rupatadine & tré em tir 2 dén 5 tudi 1a 15,9 gio va & tré em 6-
11 tudi 1a 12,3 gio
15. Quy cach déng géi: lo 30 ml, 60ml, 90 ml, kém t& huéng dan sir dung
16. Diéu kién bio quan, han ding, tiéu chuin chét lwgng:

* Piéu kién bao quan: Dé noi kho réo, nhiét d6 dudi 30°C, tranh anh sang.

* Han ding: 36 thang ké tir ngy san xuat.

* Tiéu chuan chat lwong: TCCS

Han sir dung sau khi mé ndp lan diu tién la 1 thing
trong diéu kién bdo qudn noi khé rdo, nhiét dp dwdi 30°C

17. Tén dia chi co sé nha san xuit:

, CONG TY CO PHAN HOA DUQC VIET NAM
@ Dia chi van phong: 273 Tay Son,Dong Pa, Ha Noi.

Dia chi nha mdy san xuat: 192 Puc Giang, Long Bién, Ha Noi.
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