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Thanh phan/ Composition: M6i vién nang mém dat am
dao chua/ Each soft vaginal capsule contains:

Fenticonazol nitrat 600 mg
Té dugc vd/ Excipients q.s.f....1 vién/ 1 soft vaginal capsule

Bao quan/ Storage: Noi kho, nhiét dé dudi 30°C/ Store in a
dry place, below 30°C.

DPéE xa tam tay tré em. Poc kj huéng dan si dung truéc

khi dung./ Keep out of reach of children. Carefully read the
accompanying instructions before use.
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Rx Thuéc ké don

FENZINAM 600

Chi dinh - Cach dung - Chéng chi dinh va cac théng tin khac/ Indications -
Administration - Contraindications and other information: Xem trong t&
huéng dan st dung thudc kém theo/ See the package insert inside.

Tiéu chudn/ Specifications: TCCS/ Manufacturer’s.

Cd s& san xuat/ Manufactured by:

CONG TY C.P DUGC PHAM HA TAY/ SBK (Reg.No):
HA TAY PHARMACEUTICAL J.5.C 5616 SX (Lot.No):
T6 dan phd s6 4, P. La Khé, Q. Ha Dong, NSX (Mfg.Date):
TP. Ha N6i/ Population groups No.4, HD (Exp.Date):

La Khe Ward, Ha Dong District, Ha Noi City

DUT
HATAPHAR

Rx Prescription only
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HUONG DAN SU DUNG THUOC
Rx

1. Tén thuéc: FENZINAM 600

2. Cac diu hiéu lvu ¥ va khuyén cdo khi diung thudc:

“Thudc nay chi dung theo don thude”

“Pé xa tam tay tré em”

“Poc ki huéng din sir dung truéc khi dung”

3. Thanh phin céng thirc thudc: Mdi vién nang mém dat am dao ¢

Thanh phdn dirge chdt: Fenticonazol nitrat................. 600 mg |=1 HOC PHAM
Thanh phan ta dwoc: Polysorbat 80, colloidal silicon dioxyd, sap *g\g twgg,ﬂlal' D,
lecithin, nipagin, nipasol, ddu dau nanh, gelatin, glycerin, dung dich 1: Yoyttitan

dioxyd, vanilin, sunset yellow.

4. Dang bao ché: Vién nang mém dit 4m dao.
Mo ta: Vién nang mém hinh trimg, mau cam nhat, vién kho cim khong dinh tay, hon hop
thudc bén trong 16ng, mau nga vang.

5. Chi dinh:

Piéu tri nhiém ndm Candida sinh duc (viém am h¢-am dao, viém co tur cung) c6 hoac
khong bi boi nhiém vi khuan Gram duong.

6. Cach dung, liéu dung:

Thudc chi duogc dung duong dat &m dao.

Dung 1 liéu duy nhét 1 vién 600mg fenticonazol nitrat. it 1 vién thudc siu vao trong 4m
dao vao budi toi trude khi ngu, tét nhit 14 & tu thé ndm. Trong truong hop bénh nim tai
phat hodc dai dang, c6 thé dat thém 1 vién sau 3 ngay.

Viéc diéu tri cho ban tinh s& duoc cin nhéc tuy timg truong hop.

Nguoi bénh nén thiee hién theo cdc khuyén cdo sau:

- Rira bang xa phong pH trung tinh hoac kiém.

- Viéc diéu trj nén két hop voi vé sinh (mac d6 16t bang vai cotton, tranh thut rira am
dao,...) dé loai bo cac yéu td gay bénh.

- Pé diéu trj bénh nAm am ho hodc quanh hdu moén, nén két hop voi vién dat phu khoa
hoac kem chéng nam boi tai chd.

- Khong ngimg diéu trj trong thoi ky kinh nguyét.

Tré em

Khéng c6 dit liéu vé tinh an toan va hiéu qua & tré em dudi 16 tudi. Liéu khuyén cdo cho
tré em trén 16 tudi gidong nhu liéu ding cho ngudi 16n.

7. Chéng chi dinh:

Qua min véi fenticonazol nitrat hodc bat ky thanh phan nao cua thude.

8. Canh bAo va than trong khi diung thudc:

- Nén ngung thudc khi ¢6 min cam tai chd hodc phan Gng di tng xay ra.

- Bénh nhan nén tham khao ¥ kién béc sy trong trudong hop:

+ Céc triéu chting khong duoc cai thién trong vong 1 tudn diéu tri.

+ Triéu chtng tai phat (hon 2 1an trong 6 thang).

+ C0 tién str mic bénh lay truyén qua dudng tinh duc hoic tiép xuc véi ban tinh mic bénh
lay truyén qua duong tinh dyc.

+ Bénh nhan trén 60 tudi.

+ Man cam vé6i imidazol hodc cac san pham khang ndm 4m dao khac.

+ Chay méu am dao bat thuong.

+ Dich tiét 4m dao c6 13n mau.
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+ Bat ky vét thuong, vét loét hodc vét phéng rop & am ho hoac am dao.

+ Bat ky con dau bung dudi hodc kho tiéu.

+ Bat ky tac dung khong mong mudn nao nhu ban dé, nglra hodc phat ban lién quan dén
diéu tri.

tinh néu ciing bi nhiém.
- Chi nén stir dung fenticonazol trong thoi ky mang thai va cho cq
cua bac sy.

Cdnh bdo lién quan dén ta duwoc:
Dau d4u nanh tinh khiét c6 thé chira protein dau nanh. Chuyén luan P
nghiém vé protein ton du. Chéng chi dinh véi bénh nhan bi di ing dau dau nanh.
Thudc c6 chira sunset yellow, nipagin, nipasol c¢6 thé gy ra phan tng di tng (co thé
cham).

Thudc ¢6 chira sorbitol nén bénh nhan mic cac rdi loan di truyén hiém gip vé dung nap
fructose khong nén str dung thudc nay.

9. Sir dung thudc cho phu nir ¢é thai va cho con bu:

* Thoi ky mang thai:

Dir liéu con han ché vé anh hudng cia fenticonazol 1én phu nit ¢6 thai. Cac nghién ctru
trén dong vat cho thiy khong co6 tac dung quai thai. Va tic dung gdy doc phoi thai va thai
nhi chi xay ra & liéu rat cao qua duong udng. Tac dong toan than cia fenticonazol duoc
cho 1a thap khi sir dung dudng 4m dao. Tuy vay, fenticonazol chi dugc dung cho phu nit
c6 thai dudi sy giam sat cua bac sy.

* Thoi ky cho con bii: O dudng uodng, cac nghlen clru trén dong vat cho thiy fenticonazol
va/hodc chit chuyén hoa cua n6 co thé bai tiét qua stra. O ngudi, ngay ca khi khong c6 dur
liéu xac dinh fenticonazol va/hodc cac chat chuyen hoa cuia nd bai tiét qua sira khi sir dung
duong dat am dao, nguy co cho bé khong thé dugc loai trir. Fenticonazol chi dugc dung
trong thoi ky cho con bl dudi sy gidm sat cia bac sy.

10. Anh hwéng ciia thudc 1én kha niing li xe, vAn hanh may méc:

Thudc c6 anh huong khong dang ké hodc khong anh huong dén kha ning 1ai xe va van
hanh may moc.

11. Twong tac, twong ky ciia thudc:

* Twong tdc ciia thudc:

- Khong c6 nghién ctru twong tac nao da duoc thuc hién.

* Twong ky ciia thuéc:

Thanh phan chét béo va diu trong vién nang mém cé thé lam hong dung cu tranh thai lam
bang nhya latex. Bénh nhan nén dugc khuyén st dung cac bién phap tranh thai thay thé
khac hoic sir dung than trong khi dang dung thudc nay.

Khéng khuyén khich dung fenticonazol véi thude diét tinh trung vi bat ky bién phap diéu
tri tai chd nao tai Am dao déu co6 kha nang lam mét tac dung cua bién phap tranh thai diét
tinh trung tai chd.

12.T4c dung khéng mong muén ciia thudc (ADR):

Khi duoc str dung theo khuyén céo, thude duoc hép thu kém va khong c6 phan tmg bt loi
toan than. Cam giac bong nhe thoang qua co thé xay ra sau khi sir dung. Str dung kéo dai
cac san phim boi ngoai da c6 thé gdy man cam.

Trong bang duédi ddy, cac phan Gmg bét loi dugc béo céo va liét ké theo phan loai co quan
trong hé thng MedRA va theo tan sut: rat thuong gip (> 1/10); thudng gip (> 1/100 dén
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<1/10); it gap (>1/1.000 dén <1/100); hiém _gap ((=1/10.000 dén <1/1.000); rat hiém gip
(<1/10.000); khong rd (khong thé wdc tinh tan suat tir dit liéu co sin).

13.Qua liéu va cach xir tri:

Qua liéu: Chua ghi nhan truong hop nao qua licu.
Fenticonazol nitrat dugc danh cho dung tai chd va khong dung dé ud
v6 tinh nudt phai, ¢6 thé xay ra dau bung va non.

Céch xir tri: Tich cuc theo ddi dé co bién phap xir tri kip thoi.

14. Dac tinh dugc luc hoc:

Ma ATC: GO1AF12.

Nhém duge 1y: Thude khang ndm va khang khuan, dan xuét imidazol.

Fenticonazol nitrat 1d mot dan xuét imidazol c6 hoat tinh khang nim va khang khuan.
Hoat tinh khang nim va diét nim cao dbi voi cac ndm ngoadi da (tt ca cac
loai Trychophyton, Epidermophyton, Microsporum), Candida albicans va cac tdc nhan
giy nam da va niém mac khac.

Co ché khang nam bang cach tc ché sy tiét enzym protease acid cua Candida albicans
pha hiy mang t& bao ndm va trc ché enzym cytochrome oxidase va per0x1dase

Hoat tinh khang khuan d dwgc ching minh trong thir nghiém in vitro chong lai vi khuan
Gram dwong. Co ché hoat dong khac vdi co ché cua khang sinh, co ché tac dong khang
khuén cta fenticonazol nitrat dugc thé hién trén nhiéu mirc khac nhau: trén mang té bao vi
khuan (1am ting tinh thdm), trén cac plasmid (&c ché qua trinh oxy hoa & ty thé), trén
nhan (e ché sy tong hop ARN).

15. Pac tinh dwge dong hoc:

Céc nghién ctru duoc dong hoc trén phy nit va trén dong vat da ching to rang khong co su
hép thu qua da, va sy hip thu qua 4m dao 1a 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 tai x 2 vi x 2 vién. Kém theo t& huéng dan st dung thude bén trong hop.

17. Piéu kién bio quan va han ding, tiéu chuan chit lwong ciia thudc:

- Bdo qudn: Noi kho, nhiét do dudi 30°C.

- Han diing: 24 thang ké tir ngay san xuat. Khong dwoe dung thudc di qua han dung.

- Tiéu chudn chit lwong: TCCS.

18. Tén, dia chi ciia co s6 san xuat:

Tén co sé sin xuit: CONG TY CO PHAN DUQC PHAM HA TAY

Dia chi: T6 dan phd s6 4, P. La Khé, Q. Ha Pong, TP. Ha Noi

HE co quan Tan suét Tac dung kh6ng mong mudn
Hé thé inh s 3 rdi £, 1 : & . e . A A
v HMOTE St San va 1ot Rat hiém Cam gidc nong rat am ho
loan vi
Ban do
ROi loan da va mo dudi da Rat hiém Ngura
Phat ban
Céc rdi loan chung va tinh N x 50038140,
S x s z Khong 1o Man cam S :
trang tai chd dung thuoc g m
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