TO HUONG DAN SU DUNG THUGC https://trungtamthuoc.com/

Lifedovate
“Doc ky hudng ddn si dung trudc khi diing”
“Dé xa tim tay tré em”
“Théng bde ngay cha bdc sy hodc duge s nhilng tic dung khdng mong mudn gap phdi khi sit dung thudc”
1. Thanh phén: Trong 10g chifa:
Clobetasone butyrate............ 5mg
Té dugc: Cetyl stearyl alcohol, Cremophor A25, Ddu Parafin, Vaselin, Polyethylene glycol 400, Titan dioxyd, Nudc tinh khiét vira dii 10g
2. Dang bao d: Kem bdi da.
3. Chi dinh:
Clobetason butyrat fiéu tri ngdn han va kiém sodt cic vét loang eczema va viém da bao gém viém da co dia, viém da kich tng va di ing nquyén
phét.
4. Cich dung, liéu ding:
San phdm thich hap diing cho ngudi In va tré em tir 12 tudi trd lén.
Bdi nhe nhang mét Idp mdng vira i che Ién phdn bj ton thuong mdt hodc hai lin mét ngay trong 7 ngay.
Néu tinh trang ducc gidi quyét trong vdng 7 ngay, nén ngitng st dung.
Néu tinh trang khdng cai thién trong vong 7 ngay dau hodc trd nén xau hon thi nén di khdm bac si. Néu sau 7 ngay diéu tri, tinh trang ¢ cdi thién
nhung chua gidi quyét hoan toan, cin phdi diéu tri thém, thi nén di kham bac si.
Tréem:
Sir dung & tré em dudi 12 tudi phdi theo chi dinh cdia bac si. Tré em thudng bi céc tac dung khdng mong mudn tai chd va toan than hon khi dung cac
thudc corticosteroid tai chd va nhin chung thi yéu cdu thdi gian diéu tri ngan hon va céc thudc c6 tiém luc yéu hon so véi ngudsi Ion.
Cén than trong khi st dung sdn phém nay d€ dam bdo diing mét Iwgng thudc tdi thiéu ma vin cé hiéu qua diéu tri,
Nguti cao tudi:
Céc nghién ctu 1dm sang khong nhén thdy su khac biét trong dap dng gida bénh nhan Ién tudi va nqudi tré. Tén sust gidm chic ning gan hodc thin
& ngudi cao tudi cé thé tri hodn viéc thai trr néu c6 sy hdp phu hé thang. Do d6 s6 Iuong tdi thiéu nén duoc sit dung trong théi gian ngdn nhat dé dat
dugc Igi ich 1am sang mong mudn.
Suy gan/than:
Trong trudng hop hdp thu toan than (khi st dung thudc trén bé mat da rong trong thai gian dai), suy gan/thdn c6 thé lam chdm qud trinh chuyén
hod va thdi trit, do d6 1am téng nguy co ddc tinh toan than, Do d6 nén sit dung lugng thudic téi thiéu trong théi gian diéu tri ngdn nht 4é dat duoc
hiéu qud diéu tri [dm sang mong mudn.
5. Chdng chi dink:
- Qud man cdm véi bt ky cac thanh phdn ndo cla thudc
- Cc nhiém tring da chua dugc diéu tri (vi du: Herpes simplex, thuy déu)
- Bénh trimg c3 dd rosacea
- Mun tring ¢d
- Ngifa nhung khong viém
6. Canh bao va thén trong khi diing thudc:
Trong ché phdm cé chifa propylen glycol nén ¢ thé gdy kich tng da.
Trong ché pham ¢d chifa Cetyl stearyl alcohial 6 thé gdy cac phan ung trén da (vi du: viem da tiép xiic).
Nén than trong khi si dung Lifedovate & bénh nhan c6 tién sif qua man tai ché vdi corticosteroid hogc bt ky té dugc nao clia thudc.
Céc phdn iing qud mdn (xem téc dung khdng mong mudn) c6 thé tuong tu cic triéu ching cia bénh dang diéu tri,
Cutmg thugng then (hdi chimg Cushing) va su dc ché thuan nghich truc dudi ddi tuyén yén-thuong than (truc HPA) c6 thé dan dén thiéu
glucocortisteroid & mdt sG bénh nhan, ddy I két qud cda sy ting hdp thu toan than steroid diing tai chd. Khi phét hién thdy mot trong céc biéu hién
trén, ngimg diing thudc dan ddn bang cich gidm s 1an dung hoac thay thé bang mét corticosteroid cd hiéu hyc thap hon.
Ngimg thudc d6t ngdt cé thé dan dén thiu glucocortisteroid (xem téc dung khdng mong mudn).
Cac yéu td nguy co clia tang téc dung toan than bao gém:
- Hiéu luc va cdng thic bao ché cia steroid tai chd
- Thai gian tiép xuc vdi thudc
- St dung thudc trén mét dién tich bé mdt rdng
- Sit dung trén viing da bj bang kin vi du: trén viing da bj ham hodc viing da bi bang kin (& tré em ta I6t 6 thé gdy tac dung nhu khi bang kin)
- Tang hydrat hod Mp simg
- S& dung trén viing da mdng nhu mat
-Tré em va tré 5o sinh ¢6 thé hap thu mdt lugng cortisteroid diing tai chd 16n han so véi ngubi 1dn, do 86 dé gap tac dung khdng mong mudn toan
than hon. Diéu nay la do tré em 6 hang rao bao vé da con non ndt va ty I8 dién tich bé mat so véi can ndng cao hon ngudi lon.
Tré em: § tré em va tré nhd dudi 12 tudi, néu c6 thé nén trinh diéu tri lién tuc kéo dai vai corticosteroid tai chd vi (e ché tuyén thuong thin c6 thé dé
xdy ra hon.
Nguy co nhiém triing viing da bang kin: Diéu kién dm, &m tai céc nép gdp clia da hodc khi bi bang kin tao thudn lgi cho sy nhiém khudn. Cdn 1dm sach
da trudc khi bang kin.
Sir dung trén mat: Khong nén sif dung thudc kéo dai trén mét vi viing nay dé bi teo da.
Strdung thudc trén mi mdt: Néu boi thudc vao mi mét, can than trong dé ddm bao thudc khong vao mat vi tiép xiic nhiéu Ian c6 thé dén dén duc thuy
tinh thé va glaucoma.
Nhiém khudn kém theo: Diéu tri khéng sinh thich hgp khi cac tdn thuong viém dang diéu trj corticosteroid tai chd bi nhiém triing. Khi c6 d4u hiéu
nhiém tring lan rdng, can phdi ngimg st dung corticosteroid tai chd va diing cdc khéng sinh thich hop.
Viém loét man tinh & chdn: Corticosteroid tai chd d6i khi dugc si dung dé diéu tri viém da quanh vét loét man tinh & chan. Tuy nhién, viéc sit dung nay
c6 thé di kém vdi xdy ra nhiéu hon cac phan (g qué mén tai chd va ting nguy ca nhiém triing tai chd.
Nudt nhdm thudc: Thudc chi dugc dung ngoai da. Ché phém nay va tét ca cic thudc khéc nén dugc 8 xa tim tay tré em. Trong trudmg hop nudt phai
thudc, nén ngay Ip tic tim trg gitip chuyén mdn hodc lién hé vdi trung tam chdng ddc qudc gia (xem phan qué liéu).
7. Si dung thudc cho phu nit ¢é thai va cho con bu:
Phu nit cd thai:
D liéu vé viéc sir dung Lifedovate trén phu nir 6 thai con han ché.
St dung corticosteroid tai chd cho ddng vat mang thai cd thé gay bat thudng ddi vai su phat trién bao thai. M3i lién quan clia phét hién ndy véi nquoi
chua dugc xac Iap. Cn nhdc viéc s dung Lifedovate trong thai ky chi khi loi ich mong dgi cho me vuot trdi nquy co ddi véi thai nhi. Nén sit dung thudc
it nhdt trong thi glan diéu tri nhiéu nhat.
Phu nit cho con bu:
Vin chua xdc 13p dugc tinh an todn clia corticosteroid tai chd & phu ni cho con bi.
Van chua biét liéu viéc diing corticosteroid tai chd ¢6 gdy ra hdp thu toan than di d€ bai tiét mdt lugng thudic c6 thé phat hién duuc trong sifa.
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Chi nén cin nhic viéc st dung Lifedovate trong thai gian cho con b khi lgi ich mong dgi cho ngudi me visgt trdi nquy co d6i vdi tré.

Néu sif dung thudc trong théi gian cho con bii, khdng nén bdi thudc vao bdu vii dé trdnh vidc tré nudt phi thudc.

Khd ndng sinh sdn:

Khong cd dirliéu 8anh gid anh hudng clia corticosteroid tai chd dén kha ndng sinh sin & nquii.

8. Anh hudmg ciia thudc 1&n kh niing léi xe, van hinh miy méc:

Chua ¢6 nghién cifu nao 8 diéu tra dnh hung cla Lifedovate 8én viéc 4i e hojc kha nang van hinh may méc. Khong dugc thy dnh huéng bt Igi
trén cdc hoat ddng nay tif thdng tin téc dung khong mong mudn clia Lifedovate diing tai chd.

9. Tuong téc, tuong ky cla thuéc

Viéc ding ddng thai cac thudc tic ché CYP3A4 (vi du: nitonavir, itraconazole) da cho thdy thudc nay gdy tic ché chuyén hod cia corticosteroid dén dén
ting tiép xuc todn than, Mic tuong tac ndy ¢d lién quan trén [dm sang, phu thudc vao liéu diing, dudng diing corticosteroid va hiéu luc clia chét uc
ché CYP3A4,

10. Téc dung khdng mong muén ciia thuéc

Céc téc dung khdng mong mudn (ADRs) duck liét ké dudi ddy theo phan loai hé thdng co quan ciia co thé MedDRA v tin sudt. T4n sudt dugc xac dinh
nhi sau: rt phé bién (=1/10), phd bién (>1/100 va <1/10), khdng phé bién (>1/1000 va <1/100), hiém (=1/10000 va <1/1000) va rit hiém
(<1/10000), bao gém céc bdo cdo riéng 1&.

Dit liéu sau khi lvu hanh thuéc

Nhiém triing vé nhiém ky sinh tring:

R4t hiém: nhiém triing co héi

Rdi logn hé mién dich:

R4t hi€m: Qué mdn (may day, bdng rét tai viing da tiép xtc, phat ban, ngta, ban )

Rdi logn ndi tiét:

Rét hiém:Uc ché truc dudi d6i-tuyén yén-thuong than (truc HPA);

Cac dic diém giong hodi chimg Cushing (vi du mét trdn nhu mét tréng, béo phi & trung tam), chgm tang cdn/chdm Ién & tré em, lodng xuong,
glaucoma, ting dudng huyét/glucose, duc thuy tinh thé, tang huyét p, ting cin/béo phi, gidm néng 84 cortisol ndi sinh.

Réi loan da v& mé dudi da:

R4t hiém: viém da tiép xiic di (ing, may day, teo da®, thay d6i sdc td da®, trdm trong thém céc trigu chimg tiém 4n, bong rat tai viing da tiép xic, rim
Idng, phdt ban, ngia, ban dd.

* Anh hutding thit phat trén da do téc dung toan than va/hodc tao chd clia sur dc ché truc dudi ddi-tuyén yén-thugng thin (truc HPA).

Réi logi chung va diing thudc tai ché:

R4t hiém:

Tang nguy co nhiém triing da.

Phén (g di ing da nai bdi thudc.

Cdm gidc ndng rdt, kich thich hodc ngifa nai bdi thudc.

Phét ban, nqifa da hodc dd da.

Lam ting trudng téc va thay d6i mau da.

Lam méng da clia ban va da c6 thé tén thuong dé dang hon.

Tang can, lam trdn khudn mdt.

Tri hodn tang cdn hodc lam chdm tang trudng dtré em.

Xuang c6 thé trd nén mdng, yéu va dé gdy.

Ong kinh c6 may trong mat (duc thuy tinh thé) hodc tang ap luc trong mat (bénh ting nhan ap).

Tang lugng dudng trong méu hodc dudng trong nudic tiéu.

Huyét &p cao.

11. Qud Héu va cach xi tri:

Dung tai chd c6 thé hap thu véi lugng du dé géy tac dung toan than. Qud liéu cdp tinh hédu nhy khdng xdy ra, tuy nhién trong trudng hop qué liéu
mdn tinh hodc lam dung thudc, cudmg thugng thén 6 thé xdy ra.

Trong trdng hop qué liéu, nén ngung stt dung dén dén bang cach gidm s§ 1n duing thudc hodc thay thé bing mét corticosteroid c6 hidu hyc thép
hon.

12. Béctinh dugc hichoc:

(o ché tdc dung: Corticosteroid tai chd c6 téc dung nhu mét chdt chéng viém thdng qua nhidu co ché dc ché; tic ché phdn iing di ing pha mudn bao
gbm gidm mdt 40 cic t€ bao mast, gidm hod img ddng va sy hoat hod bach cdu di toan, gidm san sinh cytokine tir t& bao lympho, té bao mdn, t& bao
mast va bach cdu i toan, va Uc ché su chuyén hod acid arachidonic.

Tdc dung dupe hic hoc: Clobetasone butyrate 13 mdt corticosteroid tai chd 6 dac tinh chéing viém, chéng nguia va co mach.

13. Bdc tinh duge ddng hoc:

Hdpp thu va phdn bd:

C4c corticosteroid duing tai chd cé thé hdp thu dugc qua da binh thudng (cdn nguyén ven). Muc 49 hap thu tai chd qua da phu thudc vao nhiéu yéu
t6 nhu lugng thudc bdi, té dugc diing ché tao thudc, tinh toan ven clia hang rao biéu bi, bang kin trong thai gian lau, mic ¢ viém da, tinh trang bénh
khdc & da.

8 bénh nhan st dung dugc ké 30g thudc md chifa dobetason 0,05%, ndng dd diobetason trong huyét tuong ting trong 3 gi ddu tién, sau 86 mic
@ gidm dén. Néng d6 thudc trong huyét tuong téi da dat dugc trong 3 gty ddu tién 13 0,6ng / ml. Sau 46 ndng 49 clobetason trong huyét tuang gidm
dn va xubing duti 0, Ing/ mi (gidf han dud cita thil nghiém) sau 72 gie. Su thay 84 néng 86 cortisol trong huyét tuong khdng bi 3nh hudng b vike
sit dung Clobetasone butyrate.

Sau khi hip thu qua da, corticosteroid tai chd dugc chuyén hod théng qua céc con dudng dugc d3ng hoc tuong ty nhu corticosteroid toan than. Ching
dugc chuyén hod chi yéu & gan.

Cic corticosteroid tai chd dugc bai tiét bt thn. Ngodi ra, mdt s§ corticosteroid va chit chuyén hod clia chiing ciing dugc bai tiét qua mat.

14. Quy cich 86ng géi:

Tuyp nhdm: Hop 1 tuyp x 5g; hdp 1 tuyp x 7,5g; hdp 1 tuyp x 10g; hdp 1 tuyp x 12g; hdp 1 tuyp x 15g; hdp 1 tuyp x 20g.

Tuyp nhya: Hop 1 tuyp x 5g; hdp 1 tuyp x 7,5g; hép 1 tuyp x 10; hdp 1 tuyp x 12g; hdp 1 tuyp x 15g; hp 1 tuyp x 20g.

15. Didu kidgn bio quin, han ding, tidu chulin chit lugng thuéc:

Bdo quan; Noi khé mét, nhiét 89 dudi 30°C, trdnh dnh sdng.

Han diing clia thudc: 36 théng ké tif ngay san xudt.

Tiéu chudn chét luong clia thudc: TCCS.
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