‘ https://trungtamthuoc.com/

SO'Y TE TP HO CHi MINH CONG HOA XA HQI CHU NGHIA VIET NAM
CONG TY CO PHAN DU'Q'C PHAM LIVIAT Boc lap - Tw do - Hanh phic

MAU HOP KEM B6I 30g
CORDUA PLUS

e l THANH PHAN: Mi tujp ael chin: Ao Quin: a —
Dy 0,05% (VKD | Nati kha rio, trinh dnhy khéing qud 30°C.
’ |- e i 00} iy ﬂ!ul:m:‘l:.'mcs s-u.nhimlb " '
CHi BINH, CACH DUNG, CHONG CHi BINH VA CAC THONG TIN ik
— KHAC: Xem trong 16 huiong din si dung thudc kém theo m:fnmo?ﬂs;n“wrsmr:u‘;mm' e

ats }
R Thusc ks don Hop 1tuyp 30g gel béi da

CORDUA PLUS L

Desonide 0,05%

w
==
a
-
<F
OH
ﬂ
o
(]
5 |

Cosadingky: Céng ty C8 phin Duoc phdm LIVIAT
| Téng 46 Toa nhi Bitexco, 56 2 Hai Trigw, Phuting B&n Nghé, Qudn 1, TP HA Chi Minh
| Cosdsinxuit: Cong ty C6 phiin Duge phim Phuong Nam J
K 300C Nguyén Théng, Phuemg An Thai, Quan Binh Thiy, Thanh Phé Clin The =

ep ioq 186 Bpg dim | doy

E = Yuip 14 Ny enb Bunp Buoyy | 5§ g
[ o0 spuoseg Y -
SN1d vNayo0d 1 |

u2p sy 3

Ngéy QE.. thang K. nam 20
-~ Gidm bbe

_ GIAM BOC
e Van %fm:ro;}



https://trungtamthuoc.com/

SO Y TE TP HO CHI MINH CONG HOA XA HQI CHU NGHIA VIET NAM
CONG TY CO PHAN DUQ'C PHAM LIVIAT Boc i3p - Ty do - Hanh phic

MAU HOP KEM B0I 15¢
CORDUA PLUS

7 5

| THANMPHAN: MG tuyp el chia: BAO QUAN: e
[ D 1 0,05% (kUkl] | ot ki ra, trdnh dnh sing, nhiét 36 khong qué 30°C.
[ i duge viadd Vtuip | migu cHukne Toos SBi:
|
| mmmmmwmummw “BE XA TAM TAY TRE EM
vy KHAC: Xem trong tis hudng diin st dung thudc kém theo DOC KT HUONG DAN SU DUNG TRUDIC KHi DUNG™ D
- - - '
‘u »
& Thufic k& don Hop 1 tuyp 15g gel bdi da .' \

CORDUA PLUS “*

Desonide 0,05%

§ CORDUA PLUS

L
r

i
Cosdding ky: Chng ty C5 phin Dugc phim LIVIAT \‘
Téng 46 Taa nhi MMQZHHTM;M%NNMLTHMN Minh
Cosésinxuat:  Cdng ty €8 phiin Duspe phim Phuong Nam |
JELe 300C Nguyén Thang, Phuting An Thai, Quan Binh Thily, Thanh Phé Cin Tha e
—\____\\\‘- /,r _

ep joq 16 Bg| dfny | doy ;
| | Yuip 1yo naip enb Bunp Buoys - § g
|

SN1d YNayo03

uop P4 30y %

GIAM BOC
"‘H;’ﬂ ad f-’-:f, "\‘, A
4é Van 1ng



https://trungtamthuoc.com/

SO'Y TE TP HO CHI MINH CONG HOA XA HQI CHU NGHIA VIET NAM
CONG TY CO PHAN DU'Q'C PHAM LIVIAT Boc lap - Ty do - Hanh phuc

MAU TUYP KEM B0I 30g
CORDUA PLUS

By mrude ik e

CORDUA PLUS

v cores

5516 85X

THANH PHAN: Méi tuyp gel chifa:
Desonide 0,05% (ki/kl)
T duge vifa i 1 tuyp

Cor5a dibng k-
Cing ty T phiin Dugre phim LIVIAT

v Ting 46 Toa nbi Baesen, S6 2 Hai Trigy,
‘1 N Phugng Bén Nghe, Quan 1, TP Hé Chi Mink

(V1| e v—

CORDUA PLUS
L veenains
s
.“Z

(5616 SX, han ding ddp ndi trén tuyp)

= Ngay C£. thang 2. nam 2OV
Giam Péc

GIAM poC
7 Van Q'L:h‘f*?



- https://trungtamthuoc.com/

’ SO'Y TE TP HO CHi MINH CONG HOA XA HOI CHU NGHIA VIET NAM

| CONG TY CO PHAN DUPQ'C PHAM LIVIAT Béc lap - Tw do - Hanh phic

MAU TUYP KEM B0I 15g
CORDUA PLUS

B Thuic i don Tujp 159 g
CORDUA PLUS :

THANH PHAN: Mbi tuyp gel chia;
Desonide 0,05% (kd/id)
Té dugc vita di 1 tuyp

= (EF 4 Coshding ky
D Cong ty €6 phén Dugc phiim LIVIAT
Ay Tang 46 Toa nhi Biexco, S6 2 Hii Tridu,
LA Phutmg Bén Nghe, Quan 1, T7 Hé Chi Minh
Li IaI Co sy Sn i
V Céing ty C6 phin Duge phim Phueng Nam

(616 X, han diing dap ndi trén tuyp)

CORDUA PLUS
CEEETTEY

(i

Ngay (E.. thang 4L, nam OLJ
__Giam Béc

GIAM BOC
,.':)A A s Q"'Jr "
Lé Van Cling



https://trungtamthuoc.com/
Rx Thude nay chi dimg theo don thudc

Gel boi da

CORDUA PLUS
Desonide 0,05% (kI/kl)

Khuyén cdo:
* Docky huéng dan sir dung truéce khi ding
e Déxatim tay tré¢ em

Théng bao ngay cho béc si hodc dugce s§ nhimng tic dung khong mong mubn gip
phai khi sir dung thude _

THANH PHAN CONG THUC THUOC
M&i tuyp gel CORDUA PLUS chira:
Thanh phan hoat chat: Desonide ................... P S N W el 0,05% (kI/k1)

i ) T g S R vira da 1 tuyp

(Carbopol 940, glycerin, propylen glycol, natri edetate, methylparaben, dung dich NaOH IN,
ethanol 96%, nudc tinh khiét).

DANG BAO CHE

Gel boi da

Ché phém dang gel khdng mau, trong sudt, dfing nhat, duoc dong trong tuyp nhom kin

CHI PINH

CORDUA PLUS dLrofc chi dinh trong didu tri viém da di tmg muc do nhe dén trung binh & bénh
nhan > 3 thang tudi.

Bénh nhan cin duge huéng din cdch ding CORDUA PLUS trong thdi gian ngén nhAt c6 thé dé
dat duoc higu qua diéu tri nhu mong doi do thubc c6 thé gay irc ché tryc dudi ddi-tuyén yén-
thuong thén.

Khong nén ding thude lidn tuc trong hon 4 tudn.

LIEU DUNG, CACH DUNG

Thoa mét 16p mong gel 1én viing da diéu trj 2 lan/ngdy va xo0a nhe nhang,

Nén ngirng ding thube khi tinh trang ctia bénh nhan duge kiém soat. Néu tinh trang cua bénh
nhén khong cai thién trong vong 4 tudn diéu tri, c6 thé cin dénh gié lai viéc chdn doan. Khong
khuyén co ding thude lién tuc trong hon 4 tun.

Khong nén béng kin ving da diéu trj. Thude chi dung ngodi, tranh tiép xtic v6i méit va cac vimg
niém mac khac.

CHONG CHI PINH

Bénh nhin ¢6 tién sir qua man voi desonide, methylparaben hodic bat ky thanh phin nao cua
thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC
Tinh an toan cia CORDUA PLUS khi ding trén 4 tudn chua duoc thiét lap.
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Ul ché truc dwéi ddi - tuyén yén - thwong thin (truc HPA)

Su hép thu toan than cta corticosteroid ding tai chd c6 thé gay wc ché truc duéi dbi - tuyén yén -
thuong than va nguy co gay thiéu hyt glucocorticosteroid sau khi ngimg thuéc Biéu hién cta hdi
chimg Cushing, ting duong huyét va gluco niéu cling c6 thé x4y ra ¢ mot sd bénh nhan do hap
thu thudc toan than corticosteroid tai chd trong qua trinh diéu tri.

Céc didu kién 1am ting sur hap thu toan than bao gom viéc sir dung corticosteroid tai chd véi mot
steroid manh hon, sir dung trén dién tich bé mit da rong, sir dung kéo dai, trén vung da bang kin
hofic tén thuong va sir dung & bénh nhén suy gan. Do kha ning hip thu toan thin, bénh nhan sir
dung corticosteroid tai chd ¢6 thé duge yéu ciu danh gia dinh k¥ su te ché tryc HPA.

Xét nghi¢m kich thich hormone v6 thuong thdn (ACTH) c6 thé hiru ich trong viéc dédnh gla su uc
ché truc HPA. Néu su tre ché truc HPA duoe ghi nhén, nén ¢b ging giam st dung thudc din dan,
glam tan sudt sir dung hoac thay thé bang mét steroid khéc it manh hon. Khi ¢6 biéu hién cua suy
thuong than, c6 thé yéu cau dung corticosteroid dudmg toan than bd sung. Viée phuc hdi chic
nang truc HPA thuong nhanh chéng va hoan toan sau khi ngtng str dung corticosteroid tai chd.

Bénh nhi c6 thé d& gap doc tinh toan than hon so véi ngudi 16n & liéu lugng tuong duong do ¢6
t 18 khoi lwong bé mit da trén co thé 16m hon.
Diéu tri dong thoi véi corticosteroid tai cho nén dugc thin trong vi 6 thé xéy ra tac dung tich
[Ty.
Kich trng da
CORDUA PLUS c6 thé gy ra phan tmg c6 hai cho da tai vimg diéu trj, bao gdm teo da, ndi vén.
gidn mao mach, bong rét, ngira. kich tng, khé da, viém nang long, ndi myn trimg ¢4, giam sic td,
viém da quanh miéng, viém da tiép xtc di tng, nhidm tring thir phat va rom say.
Néu b kich tmg, nén ngimg ding CORDUA PLUS va dung bién phép diéu trj thich hop. Viém
da di tng do tiép xuc véi corticosteroid thuong duge chin doan bing cich quan sat ving da diéu
ttj khong lanh hon 12 nhin thdy mot dot cAp trén lam sang. Su quan sat nay nén duoc kiém chimg
bai xét nghiém miéng ddn nano (patch test) thich hop.
Nhiém trung da dong thoi

=) Néu thiy xuét hién nhiém tring da hogc phét trién nhidm tring da déng thei, nén ding thube
khang ndm hofic khéng sinh thich hop. Néu bénh nhan khéng sém c6 dép img, nén ngimg dung
CORDUA PLUS cho dén khi tinh trang nhiém tring dwoc kiém soat tt.
Sdn phim c6 chira methylparaben c6 thé gy ra phin img di ing (c6 thé xdy ra chim)
Tré em
Chua xédc dinh dugc tinh an toan va hiéu quéa & bénh nhi dudi 3 thing tdi; do d6 vide sir dung
CORDUA PLUS khéng dugc khuyén khich.
Do ty 1¢ dién tich bé mit da trén khéi lugng co thé cao hon, tré em c6 nguy co bi e ché truc
HPA va hdi chimg Cushing cao hon ngudi 16m khi duge diéu tri béng corticosteroid tai chd. Do
do, tré em ciing ¢6 nhiéu nguy co bi suy thuong than trong va / hodc sau khi ngimg diéu tri. Céc
tac dung phu da dugc béo céo khi sir dung corticosteroid tai chd khong thich hop & tré so sinh va
tré nho. Uc ché tryc HPA, héi chimg Cushing, cham phit tridn, chim tang cn va ting 4p ndi so
da dugc bdo cdo & tré ding corticosteroid tai chd. Céc biéu hién cua trc ché tuyén thuong than &
tré em bao gdm ndng &b cortisol trong huyét trong thép va khong dap ting véi kich thich ACTH.
Biéu hién cua ting 4p ndi so gdm phdng thép, dau dau va phu gai thi hai bén. Viéc sir dung
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corticosteroid tai chd cho tré em nén dugc gidi han & mire it nhit tuong thich vé&i mot phac dd
diéu trj hiéu qua. Liéu phép corticosteroid lau dai c6 thé can tre su ting trudng va phét trién cia

tré em.

Anh hurdng ctia desonide 1én chire n’&ng truc HPA da duge nghién ciru & tré tir 6 thang dén 6 tudi,
c0 viing da bi v1em di tmg chiém it nhat 35% co thé, duoc dung gel desonide 2 ldn/ngay trong 4
tudn. 1 trong s6 37 bénh nhan (3%) ¢6 biéu hién suy thuong thén sau 4 tuan diéu tri (danh gid
dwa vao xét nghiém kich thich ACTH véi cosyntropin). Panh gid sau dé vé truc thugng thén &
bénh nhén chira duge tién hanh; chua biét su tic ché c6 hdi phuc hay khéng.

Ngwdi cao tudi

Céc thir nghiém 14m sang cua Desonide khong bao gom bat ky déi twong nao tir 65 tudi tré 1én
dé x4c dinh xem ho cé phan u’ng khéc v6i cée d6i twgng tré hon hay k_hong Noi chung, viéc lya

chon liéu cho bénh nhén cao tudi nén than trong, thudng bit dAu & cudi khoang liéu thép, phan
anh tan sudt suy giam chiic ning gan, thin hoic tim, cic bénh ddng thai hodc diéu tri bing thube

khéac.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Sir dung thudc cho phu nir ¢6 thai

Chua c6 céc thir nghiém 14m sang c6 dbi chimg t6t va phu hop trén phu nit ¢6 thai. Do d6, chi
nén dung CORDUA PLUS cho phu nit ¢6 thai khi loi ich diéu trj duge d4nh gié 12 cao hon nguy
co trén thai nhi.

Comcosterond duoc xem la gay dot bién gen & dong Vat thi nghiém khi ding thude dlrorng todn
than v6i néng dd tuong img véi lidu ding thap. Mot s6 corticosteroid khéng gdy dot bién gen sau
khi dung thubc ngoai da & dong vat thi nghiém.

Sir dung thude cho phu ni cho con bi

0 nguoﬂ corticosteroid ding dudng toin thin duoc tiét vao sira me va 6 thé lam cham sy phat
trién, can tré su san sinh corticosteroid noi sinh hodc gdy ra céc tic dung khong mong mudn
khédc. Chua biét corticosteroid duong dimg tai chd c¢6 duge hip thu toan than véi ndng d du dé
phéat hién th:’iy trong sira me hay khéng. Do ¢6 nhiéu thude duoe tiét vao sita me nén can than
trong khi ding CORDUA PLUS cho phy nif dang cho con ba.

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

Chua ¢6 bing chiing vé anh huéng cta thude 1én kha ning 14i xe, van hanh mdy moc.

TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thude

Chua c6 théng tin.

Twong ky, ciia thude

Do khéng c6 céc nghién ciru vé tinh twong ky cia thude, khéng tron 14n thude nay véi cac thude
khac.

TAC DUNG KHONG MONG MUON CUA THUOC

Trong cdc thir nghiém l4m sing cé d6i chimg trén 425 bénh nhin dung gel desonide va 157 bénh
nhan dugc diéu tri bing t4 duoc, céc téc dung khong mong mubn tai vi tri ding thudc xdy ra &
3% bénh nhin dung desonide va ty 1¢ nay khong cao hon so véi nhém dung t4 duge. Tée dung
khong mong mudn tai chd thudmg gip nhat & nhém bénh nhan dung gel desonide la béng tai vi
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tri dung thube (1%, twong tng véi 4/425 bénh nhan) va phat ban (1%, trong Gng voi 3/425 bénh
nhén), tiép d6 1a ngita tai vi tri ding thude (<1%, trong {mg v&i 2/245 bénh nhén).

Cac tac dung khong mong mudn khién phai ngimg thudc sém hon trong nghién ctu & nhém
bénh nhén dung gel desonide la gidn mao mach va ving da bi viém do di ting tr& nén ning hon,
mdi tac dung khong mong mubn nay xdy ra trén 1 bénh nhan. Céc tic dung khéng mong muén
khéc cling da duge quan st thy trong céc thir nghiém 1dm sang & bénh nhén duoc diéu tri bing
gel desonide bao gdm dau diu, xy ra vdi ty 1¢ 2% bénh nhén (twong tng véi 8/245 bénh nhan)
so voi ty 1€ 1% (twong tmg v&i 2/157 bénh nhén) & nhém ding té duge 1dng.

Céc bao cdo vé tic dung khong mong mudn khic xay ra véi tAn suét it gép sau khi dung
corticosteroid tai chd, ¢6 thé xay ra thudng xuyén hon & nhém bénh nhan ¢ bang kin ving da
diéu tri (dac biét la ddi voi corticosteroid tiém lyc manh), duoc sap xép theo tan sudt giam dan
nhu: sau: Viém nang 16ng, néi myn trimg c4, giam sic 6, viém da quanh miéng, nhiém triing thlr
cép, teo da, ran da va rom say.

Thong bio véi bic si nhitng tdc dung khéng mong muédn gip phai khi sir dung thude.

QUA LIEU VA CACH XU TRIi

CORDUA PLUS tai chd c6 thé dugc hip thu véi lwong vira da dé tao ra cac phan (mg toan than
Khong ¢6 dit liéu vé sir dung thude qué 1iéu, khong ding qua lidu chi dinh cia thube.

THONG TIN VE DUQC LY, LAM SANG

Dic tinh dwge Iwe hoc

Nhém duge ly: Thube ding ngoai corticosteroid

M3 ATC: DO7ABOS8

Corticosteroid dudng diing tai chd 6 dic tinh chdng viém, chéng ngtra va co mach. Co ché hoat
tinh chémg viém clia corticosteroid dudng diing tai chd nhin chung chwa rd rang. Tuy nhién, céc
corticosteroid duoce cho 12 gay téc dung bing céch giy cam tng céc protein e ché phospholipase
A 12 lipocortin. Céc protein nay kiém soat su sinh tong hop céc chit trung gian cia qud trinh
viém nhu prostaglandin va leukotrien bang céch trc ché giai phong tién chit cta chimg 1a acid
aracidonic. Acid arachidonic dugce giai phong tir phospholipid méang bai phospholipase A».

Trong | thir nghiém 14m sang c6 ddi chimg, 1/37 (3%) tré em viém da vira dén ning voi dién tich
da viém chiém it nhat 35% bé mat co thé ding gel desonide dé géip phai tinh trang trc ché tuyén
thuong than sau 4 tudn diéu tri. Nhimg danh gid tiép theo vé tuyén thuong thin ctia bénh nhan
ndy chura durge tidn hanh; chira biét s trc ché nay ¢6 hdi phuc hay khong.

Pic tinh dwoe dong hoc

Mirc d¢ hép thu qua da ctia corticosteroid dudng ding tai chd duoe quy dinh béi nhidu yéu té,
gém cong thirc san phim va tinh todn ven ciia hang rao bidu bi. Viéc bang kin da, viém va/hodc
céc bénh 1y khic trén da cling c6 thé 1am ting sw hap thu thude qua da. Sau khi duoc hip thu qua
da, corticosteroid dudmg ding tai chd c6 dic tinh duoc ddng hoc twong t nhu corticosteroid
dudng ding toan than. Ching dugc chuyén héa chu yéu bdi gan va sau dé duge thai trir qua
than. Mot sb corticosteroid va céc chat chuyén héa ciia chiing ciing dwge thai trir qua mét.

QUY CACH PONG GOIT

Hop 1 tuyp x 15 g, kém 1 t& huéng dén st dyng.

Hop 1 tuyp x 30 g, kém 1 t& hudng dan st dyng.
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HAN DUNG CUA THUOC: 36 théng ké tir ngay san xut.

PIEU KIEN BAO QUAN, TIEU CHUAN CHAT LUQNG
Diéu kién bao quan: Noi kho thodng, nhiét d6 dusi 30°C, tranh &nh séng.

Tiéu chuén chit lwong: Tiéu chuin co so.

CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUQC PHAM PHUONG NAM )
300C Nguyén Théng, Phuong An Théi, Quan Binh Thiy, Thanh phé CAn Tho.

CO SO PANG KY THUOC:
CONG TY CO PHAN DUGC PHAM LIVIAT N

Téng 46, Toa nha Bitexco, S6 2 Hai Tridu, Phuémg Bén Nghé, Quan 1, TP. Hb Chi Mmh 1
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Rx Thube nay chi dimg theo don thuée

e ——r Gel boi da

CORDUA PLUS

U DU PR Desonide 0,05% (kI/kl)

& ..‘-—:-:_‘:,,._--_-"J’.bpc ki huéng dan sir dung trude khi diing
¢ Dé xatam tay tré em

Thong béo ngay cho béc si hodic duge s§ nhitng tic dung khdng mong mudn gip
phai khi sir dung thude

THANH PHAN CONG THUC THUOC

M3bi tuyp gel CORDUA PLUS chira:

Thanh ph-:i\n hoat ol THesomilil < v wsnsssinssmaamm s mniisnans S AR 0,05% (kI/kl)

Thenh phan td dUOC: ......o....uiiiieeiiiiae et a e vira du 1 tuyp

(Carbopol 940, glycerin, propylen glycol, natri edetate, methylparaben, dung dich NaOH IN,
ethanol 96%, nudc tinh khiét).

DANG BAO CHE

Gel boi da

Ché phim dang gel khong mau, trong sudt, ddng nhét, duge déng trong tuyp nhom kin

CHI DINH ;
CORDUA PLUS dwoe chi dinh trong diéu trj viém da di img mue dg nhe dén trung binh & bénh
nhén > 3 thang tudi.

Bénh nhan cin duge hudng diin cach ding CORDUA PLUS trong thoi gian ngdn nhét c6 thé dé
dat duoe higu quéa dicu trj nhar mong dei do thudc cé thé gay trc ché truc dudi ddi-tuyén yén-
thugng thén.

Khong nén ding thude lién tuc trong hon 4 tudn.

LIEU DUNG, CACH DUNG

Thoa mot 16p mong gel 1€n ving da diéu trj 2 lan/ngay va xoa nhe nhang.

Nén ngimg ding thude khi tinh trang ctia bénh nhan duge kiém sodt. Néu tinh trang ctia bénh
nhan khang cai thién trong vong 4 tudn diéu tri, co thé ¢in danh gia lai vige chén doan. Khéng
khuyén céo ding thude lién tuc trong hon 4 fuan.

Khong nén bing kin viing da diéu tri. Thude chi ding ngoai, tranh tiép xtc véi mit va cac vimg
niém mac khac.

CHONG CHI PINH

Bénh nhan ¢o tién sir qua mén véi desonide, methylparaben hodc bat ky thanh phin nao cua
thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Tinh an toan cia CORDUA PLUS khi dung trén 4 tuén chua dwge thiét lap.
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U'e ché trye dudi ddi - tuyén yén - thwgng thin (truc HPA)

Sy hép thu toan than cia corticosteroid dung tai chd cé thé gay tc ché truc dudi ddi - tuyén yén -
thugng thin va nguy co gdy thiéu hut glucocorticosteroid sau khi ngimg thude. Biéu hién ctia hoi
chimg Cushing, tang duong huyét va gluco niu cling cé thé xdy ra ¢ mot s6 bénh nhén do hﬁp
thu thude toan thén corticosteroid tai chd trong qué trinh diéu tri.

Céc diéu kién lam ting sy hip thu toan than bao gdm viée sir dung corticosteroid tai chd véi mot
steroid manh hon, st dung trén dién tich b& mit da réng, sir dung kéo dai, trén ving da bing kin
hogic ton thuong va sit dung & bénh nhan suy gan. Do kha ning hdp thu toan than, bénh nhén sir
dung corticosteroid tai chd c6 thé duge yéu chu dénh gia dinh k¥ su trc ché truc HPA.

Xét nghiém kich thich hormone v thuong than (ACTH) ¢6 thé hitu ich trong viéc danh gia sy trc
ché truc HPA, Néu su tic ché truc HPA duge ghi nhan, nén ¢ géng giam str dung thude dan dan,
giam tAn suét st dung hoiic thay thé bing mét steroid khéc it manh hon. Khi ¢6 biéu hién cua suy
thugng thén, co thé yéu cau dung corticosteroid dudng toan than bd sung. Viéc phuc héi chire
niing truc HPA thudmg nhanh chéng va hoan toan sau khi ngimg sir dung corticosteroid tai cho.

A * I3 -i - A I3 hY - ] 4. '3 1 'i r
Bénh nhi cd thé dé gip doc tinh toan than hon so véi ngudi lén & licu lugng twong duong do co
ty 1é khoi luong bé mét da trén co thé Iém hon.

Didu trj ddng thdi voi corticosteroid tai chd nén duge than trong vi ¢o thé xay ra tac dung tich

[hiy.

Kich trng da

CORDUA PLUS ¢6 thé gdy ra phan tig c6 hai cho da tai ving diéu tri, bao gom teo da, ndi vén, 1355

giin mao mach, bong rat, ngira, kich (g, khé da, viém nang 16ng, ndi mun trimg ca, giam sic 16, e
JUINA

viém da quanh miéng, viém da tiép xuc di tng, nhiém tring thir phat va rém say. " ol
A * v Iy 4 LY ] A L. r . * -’ - '-I'l
Néu bi kich tng, nén ngiing ding CORDUA PLUS va dung bigén phap didu trj thich hop. Viém Vi

da di img do tiép xic véi corticosteroid thurdng duge chin dodn bing cach quan sét ving da didu i
tri khong lanh hon 1a nhan thiy mdt dot cép trén lim sang. Sy quan st ndy nén dugc kiém chimg }_';,. m

boi xét nghiém miéng dén nano (patch test) thich hop. -
Nhiém trang da dong thii

Néu thdy xuét hién nhidm tring da hodc phat trién nhiém tring da dong thoi, nén ding thudc
khéng ndm hoiic khang sinh thich hgp. Néu bénh nhén khong sém ¢6 dap (g, nén ngimg ding
CORDUA PLUS cho dén khi tinh trang nhidm tring duge kiém sodt tot.

San phim c¢6 chita methylparaben cé thé giy ra phin ting dj dng (c6 thé xdy ra ¢chim)

Tré em

Chua xdc djnh dugce tinh an toan va hiéu qua ¢ bénh nhi dudi 3 thang tudi; do dé viée sir dung
CORDUA PLUS khodng dugce k.huyén khich.

Do ty 1& dién tich bé mat da tén khoéi lrgng co thé cao hon, tré em cé nguy co bj irc ché truc
HPA va hdi chimg Cushing cao hon ngudi lon khi duge diéu tri bang corticosteroid tai chd. Do
d6, tré em ciing ¢ nhiéu nguy co bj suy thugng than trong va / ho#ic sau khi ngimg diéu tri. Cac
tac dung phu da duge bdo cdo khi sir dyng corticosteroid tai ché khéng thich hgp & té so sinh va
tré nho, Ue ché truec HPA, hoi chimg Cushing, cham phét trién, cham tang can va tang ap ngi so
da duge bao cdo o ré dung corticosteroid tai chd. Cac biéu hién ctia e ché tuyén thuong than o
(ré em bao gém nong do cortisol trong huyét twong thidp va khéng dép (mg véi kich thich ACTH.
Biéu hién cta tang ap ni so gom phdng thoép, dau dAu va phu gai thi hai bén. Viéc sir dung
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corticosteroid tai chd cho tré em nén dugce gidi han & mie it nhét twong thich vai mot phac do
diéu trj hiéu qua. Lig¢u phép corticosteroid lau dai co thé can trd sy tang trudng va phat trién cia
tré em.

Anh huéng cta desonide 1én chire niang truc HPA di duge nghién ciru & tré tir 6 thang dén 6 tudi,
¢6 ving da bi viém di tmg chiém it nhit 35% co thé, duge ding gel desonide 2 lin/ngay trong 4
tuan. 1 trong s6 37 bénh nhan (3%) c¢6 biéu hién suy thuong than sau 4 tudn diéu tri (danh gia
dua vao xét nghiém kich thich ACTH véi cosyntropin). Péanh gia sau do vé truc thwong thin &
bénh nhén chua duge tién hanh; chua biét sy tre ché ¢6 hoi phuc hay khong,

Nguwdi cao tubi

Cac thir nghiém 1dm sang ciia Desonide khéng bao gdm bét ky dbi twong nao tir 65 tudi trdr én
dé x4c dinh xem ho co phéan g khac voi cac dbi tuong tré hon hay khong. Néi chung, viéc lua
chon lidu cho bénh nhan cao tudi nén than trong, thudng bét dau & cudi khoang lidu thap, phan
anh tan sudit suy giam chic nang gan, than hozc tim, cac bénh ddng thai hogc diéu tri bing thude
khée.

SU DUNG THUOC CHO PHU NU €O THAI VA CHO CON BU

Sir dung thube cho phu nir ¢6 thai

Chua ¢6 céc thir nghiém 1am sang cé doi chimg ot va phit hop trén phy nit ¢6 thai. Do do, chi
nén ding CORDUA PLUS cho phu nir ¢6 thai khi lgi ich diéu tri duwoc danh gid la cao hon nguy

co trén thai nhi. igg
Corticosteroid duge xem 13 gy dot bién gen & dong vat thi nghiém khi ding thude dudng toan T\‘; L
than voi nf’Sng do tuong (g v6i lidu ding thip. Mt sb corticosteroid khong gay dot bién gen sau Pl
khi diing thudc ngoai da & ding vét thi nghi¢m. . I'E\IH-
Sir dung thube cho phu nit che con bi _\:_Eﬁ

O ngudi, corticosteroid dimg dwéng toan than dwgc tiét vao stta me va ¢6 thé lam cham sy phat ==
trién, can o sy san sinh corticosteroid ndi sinh hodic gy ra cdc tac dung khéng mong mudn

khéc. Chua biét corticosteroid duong ding tai ché ¢ duge hip thu toan than véi néng dé du dé

phat hign thfiy trong stta me hay khéng. Do co nhiéu thude duge tiét vao sira me nén can thin

trong khi diing CORDUA PLUS cho phy nir dang cho con bu.

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

Chua ¢6 bing chirmg vé anh huéng cia thude 1én kha nang l4i xe, van hanh may moéc.

TUONG TAC, TUONG KY CUA THUOC

Twong tac ciia thude

Chua ¢6 théng tin.
Twong Ky ciia thude

Do khéng c6 cdc nghién ctu vé tinh twong ky ctia thude, khong trén lan thude nay vdi cac thude
khac.
TAC DUNG KHONG MONG MUON CUA THUOC

Trong céc thir nghiém lam sang c6 doi chimg trén 425 bénh nhan ding gel desonide va 157 bénh
nhan duoge diéu bﬁng & duge, cac tac dung khong mong mudn tai vi tri ding thude xay ra &
3% bénh nhén dung desonide va ty 1& nay khong cao hon so voi nhom dung ta duge. Téac dung
khdng mong mudn tai chd thudmg gip nhét & nhém bénh nhan ding gel desonide la bong tai vi
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tri dung thude (1%, twong tmg véi 4/425 bénh nhan) va phét ban (1%, tuong (mg v&i 3/425 bénh
nhén), tiép d6 12 ngia tai vi tri ding thude (<1%, tuong ting véi 2/245 bénh nhén).

Céc tac dung khong mong mudn khién phai ngimg thuéc sém hon trong nghién ciru & nhém
bénh nhén dung gel desonide 14 gidn mao mach va ving da bi viém do di tng trd nén nang hon,
mdi tac dyng khong mong mudn ndy xay ra trén 1 bénh nhan. Céc tac dung khong mong mudn
khéc ciing da duge quan sat thdy trong cdc thir nghiém ldm sang & bénh nhan duge didu tri bing
gel desonide bao gdm dau diu, xay ra voi ty 18 2% bénh nhén (twong tmg vdi 8/245 bénh nhin)
so voi ty 1€ 1% (twong tmg vGi 2/157 bénh nhdn) & nhém ding té dugce long.

Céc bio cdo vé tac dung khong mong muén khéc xay ra véi tan sudt it gip sau khi ding
corticosteroid tai chd, ¢6 thé xay ra thudng xuyén hon & nhom bénh nhan c¢6 bang kin ving da
diéu trf (diic biét 1a ddi vai corticosteroid tiém lwe manh), duge sép xép theo tin sudt giam dén
nhu sau: Viém nang 16ng, ndi myn trimg cé, giam sic 15, viém da quanh miéng, nhiém tring thir
cap, teo da, ran da va rdm say.

Thong bao voi bac s nhitng tic dung khong mong mudn giip phai khi sit dyng thudc.

QUA LIEU VA CACH XU TRi

CORDUA PLUS tai chd c6 thé duoc hép thu véi luong vira da dé tao ra céc phan g toan thin
Khong c6 dit liéu vé sir dung thude qué lidu, khong ding qué lidu chi dinh cta thubce.

THONG TIN VE DUQC LY, LAM SANG

Pic tinh dwee lwe hoe

Nhém duoe ly: Thude ding ngoai corticosteroid

Ma ATC: DO7ABO08

Corticosteroid dudng ding tai chd ¢ dac tinh r.:héng viém, chéng ngira va co mach. Co ché hoat
tinh chéng viém cta corticosteroid dudmg ding tai chd nhin chung chura ré rang. Tuy nhién, céc
corticosteroid duge cho 13 géy tac dung bang cach gy cam tmg cic protein trc ché phospholipase
Az 1a lipocortin. Céc protein nay kiém soét sy sinh tdng hop céc chit trung gian clia qua trinh
viém nhu prostaglandin va leukotrien bing cdch irc ché giai phéng tién chét cia ching la acid
aracidonic. Acid arachidonic duge giai phéng tir phospholipid mang boi phospholipase Aa.
Trong 1 thir nghiém 14m sang cd dbi chimg, 1/37 (3%) tré em viém da vira d&én nang véi dién tich
da viém chiém ft nhit 35% bé mit co thé ding gel desonide da gip phai tinh trang trc ché tuyén
thwong thin sau 4 tudn didu tri. Nhitng danh gid tiép theo vé tuyén thuong than clia bénh nhin
nay chura duge tién hanh; chua biét sy tre ché nay ¢6 hdi phuc hay khang.

bie tinh duge ding hoe

Mirc d6 hip thu qua da cta corticosteroid dudng ding tai chd duge quy dinh bai nhiéu yéu (5,
gbm cong thirc san phidm va tinh toan ven ctia hang rao biéu bi. Viéc biing kin da, viém va/hodc
céc bénh 1y khac trén da ciing c6 thé lam tang sur hip thu thudc qua da. Sau khi duge hép thy qua
da, corticosteroid dudng ding tai chd c6 dac tinh duge dong hoe twong tu nhu corticosteroid
dwong ding toan than, Ching duge chuyén hoa chi yéu béi gan va sau dé duge thai trir qua
thin, Mt sd corticosteroid va cée chét chuyén héa ciia ching ciing duge thai trir qua mét.

QUY CACH DONG GOI
Hop 1 tuyp x 15 g, kém | t& hudmg dan sir dung.

Hop 1 tuyp x 30 g, kém 1 t& huéng din sir dung.
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HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuét.
*Khong ding thude qud 30 ngay ké tiv khi mé ndp sir dung lan dau.

PILU KIEN BAO QUAN, TIEU CHUAN CHAT LUONG
Diéu kién bao quan: Noi khd thoang, nhidt dd dui 30°C, tranh anh sang.

o 2 A e A H
Tiéu chuan chat lugng: Tiéu chuan co .

CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUQC PHAM PHUONG NAM o
300C Nguyén Théng, Phudng An Théi, Quan Binh Thiy, Thanh phé Cén The.

CO SO PANG KY THUOC:
CONG TY CO PHAN DUQC PHAM LIVIAT

) Téng 46, Toa nha Bitexco, S6 2 Hai Triéu, Phuong Bén Nghé, Quan 1, TP. H Chi Minh
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