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Rx Thuéc nay chi diing theo don thuéc

Econazole STELLA 150 mg

1.  Ténthuéc
Econazole STELLA 150 mg
2.  Cac diu hiéu lwu y va khuyén cao khi dung thudc
D€ xa tam tay tré em
Poc kj huwdng dan sir dung trerée khi diing
3.  Thanh phan cong thirc thudc
Thanh phan hoat chét:
Econazole nitrate .........ccoveivviiiiieciieecseeeeeiecee. 150 Mg
Thanh phéan ta dwoc:
Ovucire WL 3264 pellets (hard fat, ethoxylated fatty alcohols).
4. Dang bao ché
Vién dan dat am dao.
Vién thudc dan hinh nén cut, mau trang dén trang nga, nhan.
5.  Chidinh
Viém am dao do Candida albicans va cac loai ndm khac.
6. Cach dung, liéu dung
Cach dang
- Dung dé dat am dao.
- Nén dé vién thudc vao ngan mat td lanh khoang 5 — 10 phut va rira sach tay trwrde khi dat.
Liéu ding
Ngwoi Ién
Dat mdt vién dan vao sau trong Am dao vao mdi budi t6i trong 3 ngay lién tidp. Phu ni¥ cé thai nén rira tay ky trwedre khi twr dat vién dan
dat am dao Econazole STELLA 150 mg.
Tré em
Econazole STELLA 150 mg khéng dwoc chi dinh sir dung cho tré em dwéi 16 tudi.
Ngwdi cao tudi
Khong c6 khuyén cao vé ligu ding cu thé hoac Iwu y than trong.
7. Chéng chi dinh
QuA man v&i bat ky ché phdm imidazole ndo, véi cAc thudc khang ndm dit Am dao khac hay bat ky thanh phan nio cla thudc
Econazole STELLA 150 mg.
8.  Canh bao va than trong khi diing thudc
Chi ding dé dat am dao. Khéng dugc ding duwdng udng.
Hi&m khi ghi nhan truérng hop qua man; néu xay ra, phai ngwng ding thudc.
Tranh dé thudc tiép xic v&i mang &m dao tranh thai hoac bao cao su vi thudc co thé lam héng cao su.

Bénh nhan ding thudc diét tinh tring dé tranh thai nén hai y kién bac sT vi nhirng bién phap digu tri tai chd &m dao cd thé 1am mat
hiéu qua thuéc diét tinh tring.

Khong nén dung Econazole STELLA 150 mg cuing llc véi cac tri liéu khac & trong hoac ngoai co quan sinh duc.

9.  Str dung thudc cho phu ni¥ cé thai va cho con b
Phu ni¥ co thai
& dbng vat, econazole nitrate khéng gay quai thai nhing gay doc cho thai nhi & lidu cao. ¥ nghia clia digu nay déi véi con ngurdri van
chura duoc biét vi khéng cé bing chitng vé& nguy co tang I&n khi ding thudc trong thai ky & ngudi. Tuy nhién, cAc nghién cleu trén
dong vat cho thdy thudc gay daéc tinh trén sinh san. Vi cé su hap thu qua dudng am dao, giong nhu cac imidazole khac, econazole
chi nén dwoc str dung trong thai ky néu bac sT cho rdng can thiét.
Phu ni¥ cho con bu
Sau khi ding econazole nitrate dudng udng & chudt cong dang cho con b, thdy cé econazole va/hoac nhirng chat chuyén hoa cla
econazole duoc tiét ra trong sifa va duoc tim thiy & chudt con dang bl. Chura biét dwoc econazole nitrate c6 dugrc tiét ra trong sira
ngudi hay khong. Than trong khi ding Econazole STELLA 150 mg & bénh nhan dang cho con b.
Kha ndng sinh san

K&t qua nghién clru trén dong vat cho thdy econazole khdng c6 anh huéng trén kha nang sinh san.
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10.

11.

13.

Anh hwéng cha thudce 18n kha ning lai xe, van hanh may méc
Chura biét.

Twong tac, twong ky cha thudc

Twong tac ctua thude

Econazole dwoc biét Ia chat trc ché CYP3A4/2C9. Do kha dung toan than gi¢i han sau khi dat thudc theo dwdng am dao (xem muc
15. Bdc tinh dwoc déng hoc), twong tac co lién quan vé mat Iam sang hiém khi xay ra, nhung da dwoc bao cao véi cac thudc chéng
doéng mau dudng udng, nhwr warfarin hodc acenocoumarol, can than trong va giam sat tac dung chdng dong mau thudng xuyén hon.

C6 thé can digu chinh lidu thudc chéng déng mau dudng udng trong va sau khi digu tri bAng econazole.

Can trénh tiép x(c gitra thudc véi cdc san phdm [am bing cao su nhur mang 4m dao tranh thai hodc bao cao su vi cAc thanh phan
clia thudc co thé lam héng cao su. Bénh nhan ding thudc diét tinh tring dé tranh thai nén haéi y ki€n bac sT vi nhitng bién phap diéu tri
tai ché &m dao c6 thé lam mat hiéu qua thudc diét tinh tring.

Twong ky cta thudc
Do khéing c6 cac nghién ctru v tinh trong ky cia thude, khdng trdn 1an thudc nay véi cac thude khac.
Tac dung khéng mong mudn cta thudc

Tinh an toan ctia kem hdi am dao va vién dan dat &m dao econazole nitrate 150 mg dwoc danh gia trén 3630 bénh nhan da tham gia
trong 32 thir nghiém lam sang.

Duwa trén di¥ liéu an toan téng hop tlr cac thtr nghiém Iam sang nay, cac tac dung khéng mong mudn thudong dwoc bao cao nhat
(v&i % ty 18 mAc) 1a nglra (1,2%) va cam gidc bong da (1,2%).

Ngoai cac tac dung khéng mong mudn da liét ké & trén, nhirng tac dung khéng mong mudn sau day da duoc bao cao khi str dung
kem bdi am dao econazole nitrate va vién dan dat am dao econazole nitrate 150 mg tir cac thir nghiém Iam sang hodac kinh nghiém
sau khi lvu hanh. Tan sudt dwoc cung cdp theo quy wéc sau:

Rat thwdng gap (ADR = 1/10); thuwong gap (/100 = ADR < 1/10); it gap (1/1.000 = ADR < 1/100); hiém gap (1/10.000 = ADR
< 1/1000); rat hiém gap (ADR < 1/10.000); chura rd tan sudt (khdng thé wéc tinh tir cAc di liéu c6 sin).

Hé mién dich

Chura ré tin sudt: Qua man.

Da va md dwéi da

Thwdng gap: Ngtra, cadm giac béng da.

it g&p: Phat ban.

Hiém gap: Ban do.

Chura ré tan sudt: Phi mach, may day, viém datiép xdc, tréc da.
Hé sinh san va vii

it g&p: Cam gidc béng viing &m dao-am hd.

Toan than va tai chd dit thuéc

Chua ré t&n suét: Dau tai chd dung thuéc, kich (rng tai chd, swng tai chd.
Qua lidu va cach xur tri

Cac tac dung ngoai y cd lién quan dén sir dung sai hoac qua liéu vién dan dat &m dao econazole nitrate 150 mg déu nhat quan vai
cac tac dung khéng mong mudn clia thudc da duorc liét ké & muc 12. Tac dung khdng mong mudh cda thudc.

Trong tredng hop vo tinh nudt phai, cé thé xay ra budn nén, ndn va tiéu chay. Biéu tri triéu chirng néu can thiét.
Pac tinh dworc lwc hoc

Nhém duoc Iy Chéng nhiém khudn va sat khudn, khdng bao gdm cac két hop véi corticosteroid, din xudt imidazole.
Ma ATC: GO1AFO05.

Econazole nitrate khong c6 tac dung chdng viém, khdong c6 anh hwéng trén tuan hoan, trén than kinh trung wong hodc tw déng,
khdng c6 anh hudng trén hé hap, trén thu thé a hoac B, khdng c6 phan (ing khang cholinergic hodc khang serotonin.

Phd khang nam réng, hiéu qua da dwoc chirng minh déi véi ndm da, ndm men, va ndm mdc. Ciling da thdy tac dung khang vi khuan
gram duong co lién guan dén lam sang.

Econazole hoat déng béng cach lam hw hai mang t& bao ndm. Tinh thdm cla t& bao nAm ting I&n. L&p mang dudi t& bao & bao
twong bi hw hai. Vi tri tac dong chi yéu la & goc acyl clia acid béo khéng béo hoa clia phospholipid mang.
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15. Pac tinh dwgc ddng hoc

Econazole nitrate duwrgc hap thu kém qua am dao va da. Néu dung dwdng udng, nong dd dinh trong huyét trong dat dwoc sau 6 gior
dung thudc. Khodng 90% ligu hdp thu dwoc lién két voi protein huyét trong. Chuyén héa bi han ché, nhung chl yéu xay ra & gan.
Cac chat chuyén hoéa dugc bai tiét qua nudc tiéu. Nam chat chuyén héa chinh va hai chat chuyén héa phu da duoc xac dinh.

16. Quy cach déng géi
Hop 1 vi x 3 vién.
Hop 5 vi x 3 vién.
17. Diéu kién bao quan, han dung, tiéu chuan chét lwgng cla thudc
17.1. Piéu kién bao quan
Bao quan trong bao bi kin, noi khd. Nhiét dé khong qua 30°C.
17.2. Han dung

24 thang ké tlir ngay san xudt.

PI121125

17.3. Tiéu chuan chét lwong
TCCs.

18. Tén, dia chi cla co’ s& san xudét thudc

56 40 dai 16 Tu Do, KCN Viét Nam - Singapore,
P. An Pha, Tp. HB Chi Minh, Viét Nam
STELLA DT: (+#84 274) 3767 470 Fax: (+84 274) 3767 469

=’ Cdng ty TNHH LD Stellapharm - Chi nhanh 1

KT. TONG GIAM POC
P. TONG GIAM POC

Nguyén Ngoc Liéu
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