https://vnras.com/drug/

HUONG DAN SU DUNG THUOC

Rx: “Thudc nay chi dung theo don thudc™

1. Tén thudc: TRIBETAS

2. Cac dau hidu lru y va khuyén cdo khi ding th
“Pé xa tim tay tré em”
“Poc k§ huéng dan st dung truée khi ding”
“Thudc ding ngoai”
3. Thanh phan céng thirc thude: Mdi tuyp kem béi da chu’a.
Thanh phan duoc chét:
Betamethason dipropionat tuong tmg véi betamethason ......0,05% (w/w)
Ko OERTITEATIL e : .o vont et drvios ¢ PR 5 e v & W 8 T A 8 s § 50 5 RS 1,0% (w/w)
Gentamicin sulfat twrong Ung voi gentamicin ....................0,1% (w/w)
Thanh phan ta4 duge: Dau parafin, cetyl stearyl alcol, macrogol (6) cetostearyl ether,
macrogol (25) cetostearyl ether, nipagin, nipasol, propylen glycol, nuée tinh khiét.
4. Dang bao ché: Kem boi da
Mb ta: Kem min, mau tring.
5. Chi dinh:
- Diéu trj viém da dép umg vdi corticosteroid khi c6 bién ching nhiém tring thir phat do
cac vi khudn (nhay cam véi gentamycin) va nAm (nhay cam véi clotrimazol) hodc khi nghi
ngd kha ning nhiém tring nhu vay. Thich hgp diéu tri bénh eczema.
6. Cach diang, liéu dang:
* Cach dang:
Thude boi ngoai da.
B6i mot 16p moéng thude 16n ving da bj bénh va xung quanh. Nén dung thude déu din dé
dat hiéu qua diéu tri.
* Liéu ditng:
Béi thude 2 14n mdi ngay, vao budi sang va budi toi. Thoi gian didu tri tuy thude vao mie
do, vi tri bi bénh va dap tmg cua bénh nhan.
Néu didu tri 3 - 4 tuAn ma khong c6 cai thién 1am sang, nén xem lai chin doan.
e Chong chi dinh:
- Nhiém tring da (do virus, vi khuan nédm) hoic bénh ngoai da nhur giang mai, thuy déu,
nhiém triung herpes, phan tng vic — xin, loét da, mun trimg ca bi chéng chi dinh béi
corticosteroid tai chd.
- Khong boi 1én mit khi c6 bénh tring ca d6 hodc viém da quanh miéng.
- Qua mén véi bit ky thanh phan nao cta thuoc mén cim véi khang sinh aminoglycoside
khéc (di ung chéo vdi gentamicin) hogc dan xuét imidazol (di ing chéo véi clotnmazol)
- Khong bang kin ving da cén didu tri. Khong boi thudc 1én vét thuong ho, viing da bi tray
xudce, bi man cam.
- Khong bdi thude 1én mét hodc viing xung quanh miit.
8. Cinh bzo va than trong khi diung thude:
- Néu c6 kich tmg hodc man cam khi dung thudc, nén ngung thude va ap dung phuong phép
diéu trj thich hop.
- Khi boi tai chd, su hap thu toan than ciia hoat chat c6 thé tang 1én néu thudc dugc boi trén
di¢n rong, dac biét khi s dung kéo dai hodc néu béi 1én ving da bj ton thuong. Trong
nhitng truong hop nhu vy, ¢6 thé xay ra céc tic dung khong mong mudn khi thude vao co
thé, nén dic biét than trong khi str dung cho tré em.
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- Trong qua trinh st dung dong thoi céc khang sinh ammoglycosuﬂ toan than, can nho rang,

am1n0g1y0031d khac
- Trong qua trinh diéu tri 1au dai bang cac ché phim c¢6 chira khang sinh, cd#ié
phét trién qua murc cua cdc ching vi khuén khong nhay cam. Trong truorn
hoac kh1 bit dau b01 nhiém, nen ap dung phuong phap dleu tr1 thich hop

P ==,
dusi su glam sat y té thuong xuyen. {-)ac b1¢t lién quan dén viéc tc ché san xuét
corticosteroid ndi sinh va tac dung chuyén hod c6 thé xay ra nén tranh bai thude 18n vét
thuong hd va ving da bi ton thuong.

- Tét nhét thoi gian diéu tri khong nén qué 2-3 tudn.

Viée st dung steroid tai chd lién tuc hodc khong ding cach trong thoi gian dai ¢o thé dan
dén tac dung khéng mong mudn khi két thiic didu tri (hdi ching cai steroid tai chd). Mot
dang phan ing ngugc nghiém trong cé thé phat trién dudi dang viém da véi man d6, cham
chich va bong rat dir doi c6 thé lan ra ngoai vung dugc diéu tri ban dau. Kha nang xay ra sé
cao hon khi cac ving da nhay cam nhu mét, cac ving da co nép gap duge diéu tri. Néu céc
triéu ching ban déu quay trd lai trong vong vai ngay hodc vai tuan sau khi diéu trj thanh
cong thi nghi ngdr ¢6 phan tng cai thude. Viée diéu tri lai chi nén duogc thue hién mot cach
thén trong va trong trudng hop nay cin ¢ su tu van ciia nhan vién y t& hoic xem xét phuong
phép diéu tri khac.

Nén thén trong khi str dung corticosteroid lidu cao, manh va trung binh & ving mat va bo
phan sinh duc. Trong truong hop cin diéu tri thi thoi gian khéng qué 1 tudn.

- Néu ding corticosteroid quanh mét chi nén dung liéu thdp (do nguy co méc bénh ting
nhén ap).

- Corticosteroid cé thé che dau cac triéu chimg phan tng di img v6i mot trong cac thanh
phén ctia san pham.

- Bénh nhédn nén duoc huéng dn chi sir dung san phim dé diéu tri tinh trang da hién tai ctia
minh va khong nén tu y sir dung cho ngudi khac.

- Réi loan thi gidc ¢6 thé xdy ra khi sir dung corticosteroid toan than hogc tai cho (bao gom
xit miii, hit, nhan khoa). Néu bénh nhan xudt hién cac triéu chimg nhu mo mat hodc cac rdi
loan thi gidc khac, bénh nhan nén dugc xem xét chuyén den bac sT nhan khoa dé d4nh gia
cac nguyén nhén co thé gdy ra rdi loan thi gidc; chung bao gdm céc bénh khac nhu duc thiyy
tinh thé, tang nhan 4p hoic cac bénh hiém gip, vi du nhu bénh mang dém huyét thanh trung
wong (CSCR) di duwoc bdo cdo sau khi sir dung corticosteroid toan than va tai chd.

Sur dung cho tré em:

Khéng nén sir dung thube cho tré em dudi 2 tudi.

Bénh nhan tré em c6 thé biéu hién tinh nhay cam 16n hon véi nhitng suy giam truc ha di -
tuyén yén - tuyén thuong than do corticoid tai chd va véi nhitng tac dung cua corticoid
ngoai sinh hon so v&i bénh nhén da trudng thanh vi ¢6 su hfip thu manh hon do ty 1€ vung
bé mét da rong 16n hon so voi trong lugng co thé.

Su suy giam truc ha dbi - tuyén yén - tuyén thuong than, hdi chimg Cushing, su chdm ting
truong, chdm tang cédn va tang 4p luc ndi so da dugc bdo cao Xuat hién & tré em dung
corticoid tai chS Céc biéu hién cta su suy thuong than trén tré em bao g@)m ndng do cortisol
thip trong huyet twong va khong dap ung voi kich thich ACTH. Cac biéu hién cta tang ap
luc ndi so bao gdm phéng thop, nhire déu va phu gai thi hai bén.

Céanh bdo déi véi ta dwoc:

- Ceto stearyl alcol: Cé thé gay phan trng da tai chd boi (vi du viém da tiép xtc) do ¢o chura.
- Nipagin, nipasol: Co thé gay phan ting di ing (c6 thé phan Gng mudn).
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- Propylen glycol: C6 thé gy sung né da.

9. Sir dung thudc cho phu nir ¢6 thai va cho con bu:
- Stk dung thuée cho phu nit ¢é thai:

Do tinh an toan cua corticoid dung tai chd str dung cho phu nit ¢6 thai chug
thuée thudc nhém nay chi nén ding luc 6 thai néu lgi ich tri liéu cao
gdy ra cho thai nhi. Khéng nén dung céc thudc thude nhom nay vdi lié
gian kéo dai cho nguoi co thai.

- Stk dung thuéc cho phu nit cho con bit:
Do khéng biét duge ring dung corticoid tai chd co the dan dén su hip thu
c6 thé tim thdy duoc thudc trong sita me, nén quyét dinh ngung cho con bii hay ngung
thude, ¢ luu y dén tim quan trong cua thube ddi voi nguoi me.

10. Anh hwéng ciia thube 1én khi nang ldi xe, vin hanh may moc:

Thube khéng anh hudng dén kha nang lai xe va van hanh méy méc.

11. Twong tac, twong ky ciia thudc:

* Twong tdc ciia thuoc:

Clotrimazol khi boi tai chd c6 thé tac dung ddi khdng v&i amphotericin va cac khang sinh
polyen khac.

* Twong ky ciia thudc:

Khi str dung thude & ving sinh duc hoic hdu mon, thanh phin dau parafin c6 trong san
phdm c6 thé lam rach mang latex (bao cao su, mang ngin chéng thu thai) khi str dung dbng
thoi.

12. Tac dung khéng mong mudn ciia thude (ADR):

Bit dau diéu tri

Roi loan da va mé duéi da: Hlem gap (= 1/10.000, < 1/1000): Kich g, cam gidc nong rat,
ngira, kho da, phan img qua man v&i mot trong cac thinh phén cua thubc, déi mau da.

Stk dung trén dién rong va/hodc kéo dai

Trong qué trinh didu tri dién rdng va/hodc kéo dai co thé xay ra nhiing thay doi cuc bd trén
da, tdc dung toan than (trc ché tuyen thugng than), nhiém tring thir phat do st dé khéng
tai chd dbi voi nhidm trung giam.

Réi loan da va mé dudi da: Nhitng thay dbi & da nhur teo da (ddc biét 1a & mat), gian mao
mach, ndi méan, xudt huyét & da, ban xuét huyét, myun rimg ¢4, viém da quanh miéng/ gidng
bénh trimg cé do, ram 16ng va ddi mau da. Khong biét sy d6i mau da cé thé dao ngugc hay
khong.

it £2dp ((= 1/1000, < 1/100); Nhay cam khi tiép xic v6i gentamicin.

Tan s6 chua rd: Phan Gmg cai thude — d6 da ¢6 thé lan ra ngoai viing didu tri, cam gidc néng
rat, chdm chich, ngira, bong troc da, mun nudc.

C6 thé xay ra tinh trang nhay cam voi anh sang & mot s6 bénh nhan.

R6i loan ndi tiét

Uc che tong hgp corticosteroid ndi sinh, tuyén thuong than hoat dong qua mic kém theo
phu né.

Réi loan chuyé én hod va dinh dudng: Biéu hién clia bénh dai thao dudng tiém 4n,

R&i loan miat: Mo mit.

R&i loan tai va hé théng trong tai/ Rbi loan thén va tiét niéu: Trong truwdng hop sir dung
dbng thoi cac khang sinh aminoglycosid toan thén, c6 thé xay ra ddc tinh tich luy trén tai/
nhidm d6c than néu thudc duoc sir dung trén dién rong hodc trén ving da bi ton thuong.
Réi loan co xuong va m6 lién két: Loang xuong, chdm phat trién (¢ tré em).

* Huwong din cdch xie tri ADR: Ngung su dung thuoc Vi cac tac dung khong mong muon
nhe, thuong chi cin ngimg thube. Truong hop man cam ning hodic phan tng di tmg, can
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tién hanh diéu trj hd tro (gitt thoang khi va ding epinephrin, thé oxygen, ding khang
histamin, corticoid...)

13. Qua liéu va cach xir tri:

- Tri¢u chirng qud lidu: St dung corticoid tai chd qua muc hay kéo daj
chirc nang tuyén yén - thugng than, dén den thiéu nang thuong than thi haQOxP&Who 454
bleu hlen tang tlct tuyen thucmg than bao gdm benh Cushmg *\ DUOC PHAM /,

trién cia céc vi khudn khéng nhay cam.
- Cdch xu fri: Chi dinh phuong phap diéu tri triéu ching thich hop. Cac tri€u ching ting
tlet tuyen thuong than cip thuong 1a ¢6 hdi phuc. Piéu chinh mét can bang dién giai néu
can thiét, Trong truong hop ngd doc man tinh, nén ngung thudc tir tir. Néu xuat hién sy ting
trréng phat trién cta cac vi khuén khéng nhay cam, ngung sir dung thubc va 4p dung
phuong phép diéu tri thich hop.

14.Pic tinh dwge lwe hoc:

Nhom duge ly: Thube ding ngoai dang két hop gitra thude khang ndm, khang khuén va
corticosteroid.

Ma ATC: D07C

Tribetason két hop téc dong kéo dai ciia téc dung khang viém, chdng ngira va co mach cta
betamethason dipropionat v6i tac dung khéng nam phd réng clia clotrimazol va tic dung
khang khuan phé rong cua gentamicin sulfat.

Clotrimazol tic dong lén mang té bao nam gdy su thiéu hut cac chét can thiét cho té bao.
Gentamicin cho tac dung diéu tri tai chd rat hitu hidu trong cac nhiém tring da nguyén phat
hay thir phat.

Phé khéng khuén:

Clotrimazol cho thdy tinh hitu hiéu trong viéc diéu tri bénh ndm da chan, bénh nim da dui
va bénh ndm da than gay ra do Trychophyton rubrum, Trichophyton mentagrophytes,
Epidermophyton floccosum va Microsporum canis, bénh candida do Candida albicans, lang
ben gay ra do Malassezia fufur (Pityrosporum obiculare).

Céc vi khudn nhay cam véi gentamicin bao gbm céc chiing Streptococcus nhay cam (huyét
gidi B nhom A, huyét giai o), Staphylococcus aureus (céc chung coagulase duong tinh,
coagulase am tinh va mot vai chung san xudt penicillinase) va cac vi khudn gram am
(Pseudomonas aeruginosa, Aerobacter aerogenes, Escherichia coli, Proteus vulgaris va
Kebsiella pneumoniae).

Co ché tac dung:

Betamethason: La m{t corticosteroid co tdc dung khang viém, chéng ngira va gy co mach.
Clotrimazol: Co ché tac dong chinh la ngan can su phén chia va phat trién ctia vi sinh vat,
bang cach tre ché su téng hop ergosterol, dan dén lam suy yéu cau tric va chic ning cia
mang t& bao chit.

Gentamicin: Thube nay duong nhu e ché sy tong hop protein & cac vi khuan nhay cam
bang cach gin két khong thuan nghich va tiéu don vi ribosom 308.

15. Dic tinh dwoc dong hoc:

Betamethason: Sau khi boi, nhét 1a khi bang bo hodc khi da b ton thuong sau, corticosteroid
¢ thé duoge hép thu du dé gay nhimg tdc dong toan than. Mirc dg hap thu qua da cia
corticosteroid tai chd phu thudc nhiéu yéu td (dang dung, tinh nguyén ven cia hang rao biéu
bi, su bang bd). Thude co thé hdp thu khi 16p da van binh thuong va nguyén ven. Da bi
viém hay nhi®m bénh c6 thé lam ting hip thu thudc qua da. Khi dd dugc hip thu qua da,
corticosteroid tai chd cé con duong duge dong hoc twong tu nhu khi ding corticosteroid
toan than.
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Clotrlmazol Kh1 dung tai cho cod the tham Vao lop bleu bi nhung sw hap thu toan than rat it

qua phan va nudc tiéu. :
Gentamicin: Pa ¢6 bao cao vé sy hip thu toan than sau khi ding tai ch 1
bong tréc, bong hay tai vét thuong. Thoi gian ban thai trong huyét tuf
Gentamicin khong bi chuyén héa va thai trir dudi dang khong dbi qua n
16. Quy cach dong goi:
Hop 1 tuyp x 10g kem boi da, kém theo t& hudng dan sit dung thubc bén tr
17. Piéu kién bao quéan va han ding, tiéu chuin chét lrong ciia thude:
- Bio qudn: Noi kho, nhiét do dudi 30°C.
- Han ding: 36 thang ké tir ngay san xuét. Han ding ciia thude sau mo nép lan diu: 8 tuan.
- Tiéu chuin chit liwgng: TCCS.
18. Tén, dia chi ciia co s& san xuit:
Tén co'sé¢ sin xuit : CONG TY CO PHAN DUGC PHAM HA TAY
Dia chi: T dan phd s6 4, P. La Khé, Q. Ha Dong, TP. Ha Noi

DT: 024.33522203 FAX: 024.33522203

DT: 024.33824685 FAX: 024.33829054
Hoftline: 024 33522525
19. Tén, dia chi ciia co s& phin phdi:

CONG TY CO PHAN PAU TU KIM LONG

L6 2A, Khu Lién Co, P. Cau Dién, Q. Nam Tir Liém, TP. Ha Ngi
PT: 0979291920 / Website: duockimlong.vn

KiMLOMI
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