HUONG DAN SU DUNG THUOC
Rx

1. Tén thuéc: FENZINAM 600

2. Cic diu hidu lvu § va khuyén cdo khi dung thudc:
“Thudc nay chi dung theo don thudc”

“Pé xa tam tay tré em”

“Poc ki huéng din sir dung trudce khi ding”

3. Thanh phin céng thirc thudc: Mdi vién nang mém dit Am dao cha’ o0 PHAN \o
Thanh phan dwgc chat: Fenticonazol nitrat.................. 600 mg =L ouge PHAM  [»
\ KA -

Thank phén td diege: Polysorbat 80, colloidal silicon dioxyd, sap (\)ng f f{a_glg,gql s
lecithin, nipagin, nipasol, dau diu nanh, gelatin, glycerin, dung dich sme “ Yot
dioxyd, vanilin, sunset yellow.

4. Dang bao ché: Vlen nang mém dit am dao.
MBS ta; Vién nang mém hinh trimg, mau cam nhat, vién kho cAm khong dinh tay, hén hop
thudc bén trong 16ng, mau nga vang.

5. Chi dinh:

Diéu tri nhiém nim Candida sinh dyc (viém am ho-am dao, viém co tir cung) c6 hoic
khong bi boi nhiém vi khudn Gram dwong.

6. Céich dung, liéu diung:

Thudc chi dugc dung dudng dit Am dao.

Dung 1 liéu duy nhat 1 vién 600mg fenticonazol nitrat. Dt 1 vién thudc siu vao trong 4m
dao vao bubi i trude khi ngu, tot nhit 1a & tw thé nim. Trong trudng hgp bénh nim tai
phét hodic dai ding, c6 thé dit thém 1 vién sau 3 ngay.

Viéc diéu tri cho ban tinh s& dugc cAn nhic tuy tirng tredng hop.

Nguoi bénh nén thuc hién theo cdc khuyén cdo sau:

- Rura bang xa phong pH trung tinh hodc kiém.

- Viéc diéu tri nén két hO’p voi vé sinh (mic do 16t bing vai cotton, tranh thut rira Am
dao,...) dé loai bo cac yéu to gay bénh.

- Bé diéu tri bénh nam am hd hodic quanh hiu mén, nén két hop véi vién dat phu khoa
hodic kem chéng nim bai tai chd.

- Khong ngimg diéu tri trong thdi ky kinh nguyét.

Tré em

Khong c6 dit liéu v¢ tinh an toan va hiéu qua & tré em dudi 16 tuodi. Licu khuyén cdo cho
tré em trén 16 tudi gidng nhw liéu ding cho nguoi 16n.

7. Chong chi dinh:

Qu4 man v&i fenticonazol nitrat hofic bat ky thanh phan nio cia thudc.

8. Canh bio va thin trong khi dang thudc:

- Nén ngung thudc khi co min cam tai chd hodc phan tng di ing xay ra.

- Bénh nhan nén tham khao ¥ kién bac s¥ trong truong hop:

+ CAc triéu chirng khong dwoc cai thién trong vong 1 tuin diéu tri.

+ Triéu chirng tai phat (hon 2 1an trong 6 théng).

+ C6 tién st mic bénh lay truyén qua dudng tinh duc hoic tiép xic véi ban tinh méic bénh
lay truyén qua duong tinh dyc.

+ Bénh nhan trén 60 tudi.

+ Man cam véi imidazol hodc cic san phim khang nAm am dao khéc.

+ Chay mdu 4m dao bét thudng,

+ Dich tiét Am dao c6 1an mau,
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+ Bat ky vét thuong, vét 1oét hoiic vét phong rop & Am hd hodc dm dao.
+ Bt ky con dau bung dudi hoic kho ticu.

+ Bat ky tac dung khéng mong muén nao nhu ban do, ngira hoic phat ban lién quan dén
diéu tri.

- Khong nén sir dung fenticonazol két hop véi cac bién phap tranh },9' shi
trung, thut rira Am dao hodic cAc san pham diit Am dao khac. Nén diéu /ﬁ”l W\, a&{) CH
tinh néu ciing bi nhiém. [/ CONG TY “‘{’.;

;

- Chi nén st dung fenticonazol trong théi ky mang thai va cho cc %bu O ity gh?n
cua bac s¥. L&\ DUdC PHAM '
Cdnh béo lien quan dén 16 duoc: \e\_HA ”\\!‘ /S
Dau diu nanh tinh khiét c6 thé chira protein ddu nanh. Chuyén luan r{Eﬁ‘Kﬁ@ 15/CO thir
nghlem vé protein ton du. Chdng chi dinh v6i bénh nhin bi di tmg dau dau nanh.
Thudc co chira sunset yellow, nipagin, nipasol c¢6 thé gay ra phan tmg di ung (c6 thé
cham).

Thudc cé chita sorbitol nén bénh nhian mic cic r6i loan di truyén hiém gip vé dung nap
fructose khong nén sir dung thudc niy.

9. Sir dung thudc cho phu nir ¢6 thai va cho con bi:

* Thoi ky mang thai:

Dit liéu con han ché vé anh huong cua fenticonazol 1én phu nit cé thai. CAc nghién ctru
trén dong vt cho thay khong c6 tac dung quai thai. Va tac dung gy doc phdi thai va thai
nhi chi xay ra & liéu rat cao qua duong udng. Tac dong toan than cua fenticonazol dugc
cho 1a thap khi sir dung duong am dao. Tuy vay, fenticonazol chi dwgc dung cho phu nit
6 thai dudi sy gidm sat cua bac S

* Thoi ky cho con bii: O dudng uong, cac nghién ctru trén dong vat cho thay fenticonazol
va/hoiic chat chuyén héa ctia né co thé bai tict qua sira. O nguoi, ngay ca khi khong co dix
li¢u xac dinh fenticonazol va/hoic cac chat chuyén hoa cia noé bai tiét qua sita khi st dung
duong dit 4m dao, nguy co cho bé khong thé duoc loai trir. Fenticonazol chi duoc dung
trong thoi ky cho con bu durdi sur giam sat cia bac sy.

10. Anh hwéng ciia thudc 1én kha niing Lii xe, vin hanh mdy méc:

Thudc c¢6 anh hudng khong dang ké hodic khong anh hwong dén kha ning 1ai xe va van
hanh may moc.

11. Twong tic, twong Ky cia thude:

* Twong tdc ciia thudc:

- Khong ¢d nghién ciru twong tac nao da dwgc thuc hién.

* Twong ky ciia thube:

Thanh phin chit béo va diu trong vién nang mém cé thé 1am héng dung cu tranh thai lam
bang nhwa latex. Bénh nhin nén dugc khuyén stt dung cac bién phap tranh thai thay thé
khéc hodc sir dung than trong khi dang dung thudc niy.

Khéng khuyén khich ding fenticonazol véi thudc diét tinh tring vi bat ky bién phap diéu
tri tai chd nao tai am dao déu c6 kha niing 1am mat tac dung cua bién phap tranh thai diét
tinh trung tai chd.

12. Téc dung khéng mong mudn cia thuée (ADR):

Khi duoc str dung theo khuyén cao, thudc duoc hép thu kém va khong co phan irng bat lgi
toan thin. Cam giac béng nhg thoang qua ¢o thé xay ra sau khi sir dung. St dung kéo dai
céc san pham bdi ngoai da c6 thé gy man cam.

Trong bang dudéi day, cac phan 1 ing bat 101 dugc bao cio va liét ké theo phan loai co quan
trong hé¢ thong MedRA va theo tin sudt: rat thuong gip (> 1/10); thudng gip (> 1/100 dén
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<1/10); it gip (=1/1.000 dén <1/100) hiém gap ((>1/10 000 dén <1/1.000); rat hiém gip
(<1/10.000); khong r& (khong thé woc tinh tan suit tir dit li¢u c6 sin).

Hé co quan Tan suét Tic dung khéng mong mudn
He thop g sinh san va roi RAt hiém Cam giac nong rat am ho
loan vu
Ban do
R61 loan da va mé dudi da Rat hiém Ngira
Phat ban
- A 1 h \ \nh ) ',‘( )
Cac 101 loan chung Va/\tl Khéng 16 Min cam
trang tai chd dung thuoc

13.Qui lidu va cdch xir tri:
Qua liéu: Chwra ghi nhan treong hop nao qua licu. A\
Fenticonazol nitrat dugc danh cho dung tai chd va khong dung dé uomn ‘T\r 110
vo tinh nubt phai, co thé xay ra dau byng va non.
CAach xr tri: Tich cuc theo ddi dé cé bién phap xir tri kip thoi.
14. Dic tinh dugce luc hoc:
Ma ATC: GO1AF12.
Nhém dwoce 1y: Thude khang nAm va khang khuan, dan xuét imidazol.
Fenticonazol nitrat 1d mot dan xuat imidazol c6 hoat tinh khang nAm va khang khuan.
Hoat tinh khing nAm va diét nAm cao d6i v&i cac nim ngoai da (tAt ca céc
loai Trychophyton, Epidermophyiton, Microsporum), Candida albicans va cac tac nhan
gdy nAm da va niém mac khéc.
Co ché khang nAm bing cich ic ché su tiét enzym protease acid cua Candida albicans
ph4 hity mang té bao nam va trc ché enzym cytochrome oxidase va peroxidase.
Hoat tinh khang khuin di dugc chirng minh trong thir nghiém i vitro chong lai vi khuin
Gram duong. Co ché hoat dong khac véi co ché cua khdng sinh, co ché tac dong khang
khuan cua fenticonazol nitrat duoc thé hién trén nhiéu mirc khac nhau: trén mang té bao vi
khuan (Iam ting tinh thAm), trén cdc plasmid (irc ché qud trinh oxy héa & ty thé), trén
nhan (trc ché sy tong hgp ARN).
15. Pac tinh dwge dong hoc:
CAc nghién ctru duoc dong hoc trén phu nit va trén dong vat dd chirng to ring khong co su
hép thu qua da, va sy hip thu qua 4m dao 13 rAt thap.
16. Quy cach dong goi:
Hop 1 thi x 1 vi x 2 vién. Kém theo t& hudng dan st dung thude bén trong hop.
Hop 1 thi x 2 vi x 2 vién. Kém theo t& hudng din st dung thudc bén trong hdp.
17. Diéu kién bio quan va han ding, tidu chuin chit lwgng cia thude:
- Bdo qudn: Noikhd, nhi¢t do dudi 30°C.
- Han ditng: 24 thang ké tir ngay san xuit. Khéng dwoc ding thudc di qua han dung.
- Tiéu chudn chiit wong: TCCS.
18. Tén, dia chi cha co s& sin xuit:
Tén co sé sin xuit: CONG TY CO PHAN DUQC PHAM HA TAY
Dia chi: T6 dan pho s6 4, P. La Khé, Q. Ha Pong, TP. Ha Noi

bT: 024.33522203 FAX:024.33522203

DT: 024.33824685 FAX:024.33829054
Hotline: 024.33522525
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