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Stadgentri

Tén thudc

Stadgentri

Cac déu hiéu lwu y va khuyén céo khi ding thuéc -
DE xa tam tay tré em

DPoc ky huéng dan st dung treéc khi ding

Thuéc diing ngoai

Thanh phan cong thire thude

Thanh phéan hoat chét:

Méi tuyp 10 g kem béi da chira:

Betamethasone dipropionate :
GG L T e e R Tl e B e e oLt Lo

(dwéi dang gentamicin sulfate)

(Clol 1113 40] - R SN AL o ot il 100 mg
Moi tuyp 20 g kem bobi da chira: ’
Betamethasone dipropionate .... A
Gentamicin.............. SRR Iy 10, 981 USRI0101q 10 SVieRSx

(dwéi dang gentamicin sulfate)

(01[0 (115 v [ st i ST ied ol R BQMMRSE Sl 200 mg
Thanh phan ta dwoc:

Emulcire 61 WL 2659, macrogol cetostearyl ether, parafin 16ng, propylen
glycol, methyl parahydroxybenzoat, propyl parahydroxybenzoat, natri
dihydro phosphat, nwérc tinh khiét.

Dang bao ché

Kem bdi da.

Kem mau tréng, min, ddng nhat, c6 mui d&c trung.

Chidinh

Stadgentrl duoc chi dinh diu tri cac bénh vé da c6 dap Lrng V@i corticosteroid
khi c6 bién chung nhiém tring do vi khuén (nhay cam véi gentamicin) va ndm
(nhay c&m véi clotrimazole) hoac khi cé nghl ng®' c4c nhiém triing nay. Thubc
cling duoc chi dinh cho bénh cham c6 ri dich.

Céch dung, liéu dung

Cé4ch dung

Stadgentri chi dwoc str dung ngoai da. |

Liéu ding

Thoa nhe mét I&p kem mdng Ién viing da bi bénh 2 lan/ngay, budi sang va
budi t6i. BE diéu tri hiéu qua, nén thoa thudc déu dan.

Thoi glan diu tri thay doi tly thudc vao dién tich va vi tri vung da bl benh va

~~dap rng cua bénh nhan.

Chéng chi dinh

Bénh nhan nhay cam véi clotrimazole, betamethasone dipropionate,
gentamicin hodc cac aminoglycosid, cac corticosteroid ho&c cac imidazol
khac, hay béat ctr thanh phan nao ctia thudc.

Canh béo va than trong khi duing thuéc

Kem chi dugc diing ngoai. Tranh ti€p xtc véi mét, miéng hodc trong am dao.
Bénh nhan dwéi 17 tudi, viém da do ham t& va bang kin.

Hé&p thu toan than cAc corticosteroid dung tai chd gay trc ché thuan nghich
truc dwéi doi - tuyén yén - tuyén thuong than (HPA), bi€u hién hdi chirng
Cushing, tang dudng huyét va dai thao dudong trén mét vai bénh nhan.
Céc yéu t6 lam tang su hap thu toan than bao g‘érq thoa thudc trén dién rong,
diing kéo dai va diing bang kin. !

Bénh nhan thoa thudc trén dién rong hay vung da cé bang kin nén duwoc
kiém tra dinh ky biéu hién ctia trc ché truc HPA.

Néu c6 béo céo vé trc ché truc HPA, nén ngung dung thuéc, giam s6 l1an st
dung hodc thay thé b&i mét corticosteroid cé hiéu luc thdp hon. Sw héi phuc
chirc néng truc HPAthwdng lién quan véi viéc ngurg duing cac corticosteroid
tai chd.

St dung gentamlcm ¢6 thé lam ting murc do kém nhay cam cla Vi sinh vat
bao gém c& ndm. Néu bdi nhiém xay ra trong qua trinh str dung gentamicin,
ngung ding thudc va tién hanh liu phéap thich hgp khac.

Phﬁ?n trng chéo gitra cac khang sinh nhém aminoglycosid d& dwoc chirng
minh

Néu két hop viéc diéu tri aminoglycosid toan than va boi gentamicin trén
viing da bi thuong hodc vung da khéng nguyén ven dién rong, cé thé gay
tich Ity doc tinh.

Stadgentri c6 chira t& dwoc cetyl alcohol (emulcire 61 WL 2659), c6 thé gay
phén &rng da cuc bd (nhw viém da ti€p xuc).

Stadgentrl c6 chira methyl p- hydroxybenzoat va propyl p-hydroxybenzoat,
¢ thé gay di ung (xay ra mudn).

Stadgentri c6 chira propylen glycol, cé thé gay le:h tng da.

Str dung thuéc cho phu nir c6 thai va'cho con'bu

Phu ni¥ c6 thai

Chua c6 nghién ctu rd réng va day da vé kha néng gay quai thai ctia
corticosteroid dung tai chd trén phu ntr c6 thai. Vi vay, chi nén dimg cac
steroid dang tai cho trong thoi ky mang thai khi lgi ich diéu tri cao hon nguy
co tiém &n d6i véi thai nhi. Khdng nén thoa thudc véi luong Ién trén dién
rong hodc trong thoi gian dai cho phu nir c6 thai. |

Phu ni¥ cho con bu

Vi chuwra biét viéc diing corticosteroid taichd cé thé dan dén sy hép thu toan
than di dé c6 thé tim thdy trong sira me hay khong, nén quyet dinh ngung
cho con'bu hodc ngung thudc, can nh&c tam quan trong clia thudc déi véi
ngudi me.

10. Anh hwéng cua thudc Ién kha ning lai xe, van hanh may méc
Chua rd.

11. Twong tac, twong ky, cua thudc
Twong téc cua thuée
Chua biét.

Twong ky cua thuéc
Do khong cé cac nghién clru vé tlnh tuong ky cua thuoc kh6ng tron Ian
thuéc nay véi cac thude khac. 10U 90 DI

12. Tac dung khong mong mu6n cuia thuéc

= Céc tac dung khéng mong muén ngoai da da dugc bao céo khi diing ngoai
céc corticosteroid, dac biét c6 bang kin: Néng, ngtra, kich trng da, kho da,
viém nang léng, ting moc 16ng bét thuong, néi mé day dang mun, giam sic
t6 da, viém da c6 chu ky, viém da ti€p xuc do di &ng, I6t da, nhiém tring da
thir phét, teo da, ran da va rom say.

5 Céc phan (rng tai chd khi dung clotrimazole ngoai da bao gém Kich trng va
bong nhe, viém da di (rng do ti€p xuc, dau rat ving boi thuée & da co thé
xay ra.

- Kich trng da nhw ban d6 va mén ngtra it khi xay ra véi gentamicm dung ngoai.

13. Qua liéu va cach xir tri s Mt O DD
Triéu chieng

= St dung corticosteroid tai chd qua mirc hay kéo dai <6 thé trc ché chiic nang
tuyén yén - thwong than, dan dén thiéu nang throng than thi phat va gay
cac bi€u hién téng tiét tuyén thwong than, bao gém bénh Cushing.

= Hau nhw khong c6 qua lieu khi dung clotrimazole tai ché.

- Qua lieu don'gentamicin hau nhw khong biéu hién triéu chirng. S&r dung
gentamicin tai chd qua nhiéu hay kéo dai c6 thé lam sang thwong bdc phat
thém do s phaét trién cla cac vi khudn khéng nhay cam.

Diéu trj

Can chi dinh diéu tri triéu chirng thich hgp. Cac triéu chirng téng corticoid
cép thudrng hdi phuc. Diéu tri mat can bang dién giai néu can thiét. Trong
tredng hgp ngd doc man tinh, nén ngung corticosteroid tir tir. Néu xuét hién
sy phat trién clia cac vi khuan khdng nhay cam, ngwng st dung Stadgentri
va tién hanh liéu phap thich hop khac.

14. Pdc tinh dwoe Iwe hoc
Nhém duwoc ly: Corticosteroid hoat tinh manh két hop véi khang sinh;
betamethasone va khang sinh.

Ma ATC: DO7CCO1.

& Stadgentri 1a kem bdi da két hop tinh khang viém, chdng ngira cua
betamethasone véi hoat tinh khang nam cua clotrimazole va hoat tinh khang
khuén pho rong clia gentamicin'sulfate.

= Betamethasone dipropionate fa mot corticosteroid tdng hop da fluor héa. (o]
lidu diéu tri, cac corticosteroid chti yéu c6 tac dung chéng viém va/hodc trc
ché mién dich. Cac corticosteroid ding tai ché nhu betamethasone
dipropionate c6 hiéu qua trong diéu tri cac loai viém da nho vao tac dong
chdng viém, chdng nglra va gay co mach. Tuy nhién, trong khi tac dong sinh
ly, dwgc ly va lam sang cutia cac corticosteroid rd rang thi co ché tac dong
chinh xac trong mdi bénh khéng chéc chan.

= Gentamicin sulfate la mét khang sinh thudéc nhém aminoglycosid c6 tac dung
diét khu@n qua (re ché qua trinh sinh t8ng hgp protein clia vi khudn. Phé diét
khu@n ctia gentamicin thire t€ bao gdm cac vi khuan hiéu khi-Gram am va
céac tu cau khuén, ké ca céc chiing tao ra penicilinase va khang methicilin.

~ Clotrimazole la thuée khang ndm pho rong. Co ché tac dung cuia clotrimazole
1a lién két v&i cac phospholipid trong mang té bao nam, lam thay d6i tinh thadm
clia mang, gay mat cac chét thiét yéu ndi bao dan dén tiéu hiy té bao nam.

15. Piéc tinh dwoc déng hoc

- Betamethasone dé duwoc hap thu khi ding tai chd. Khi bdi, dac biét néu bing
kin ho&c khi da bi rach, c6 thé c6 mét lvgng betamethasone dwoc hédp thu
dud cho tac dung toan than.

- Gentamicin sulfate thuwéng khong duoc hap thu qua da nguyén ven sau khi
thoa; tuy nhién, thuéc thdm dé dang qua ving da khong nguyén ven hodc da
khong con |&p keratin nhw vét thiong, vét bong hay loét.

— Dung bai trén da, clotrimazole rét it dwgc hap thu: 6 gio sau khi boi kem 1%
clotrimazole phéng xa trén da nguyén ven va trén da bi viém cép, nong do
clotrimazole thay déi tlr 100 microgam/cm?® trong I6p sting dén 0,5 - 1
microgam/cm?® trong I&'p gai va 0,1 microgam/cm? trong I6p md dudi da.

16. Quy cach déng géi
Tuyp 10 gam. HOp 1 tuyp.

Tuyp 20 gam. Hop 1 tuyp.

17.  Piéu kién bdo quan, han ding, tiéu chudn chét lwgng cua thudc

17.1. Diéu kién bao quan
Trong bao bi kin, noi khd, tranh anh séng.

Nhiét do khong qua 30°C.

17.2. Han dung
24 thang ké tir ngay san xuét.

17.3. Tiéu chuan chat lwgng
HeCS, e

18. Tén, dia chi cia co s& san xuat thudc
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