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Thanh phan: Méi vién nang mém chira: Piéu kién bao Euén: Noi khd, & nhiét @6 dwaéi 30°C,
Miconazole Nitrate ..........c.cco.oeeoerrvereeererenians 400mg tranh anh sang.
TAAHYC wsnsnzens vira du

Tiéu chuan chét lwong: TCCS

Chi dinh, cach dung, chéng chi dinh va cac théng

tin khac: Xem trong t& huéng dén st dung thubc kém . _ DE XA TAM TAY TRE EM

theo. POC KY HUGONG DAN SU DUNG TRUPO'C KHI DUNG
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Composition: Each soft capsule contains: Storage: Store in a dry place, at temperature below\
Miconazole nitrate 400mg 300C, protect from light.
EXCIPIENIS uwaimmimasass S
Specification: In house
Indications, ation, contraindi and v
other information: Please carefully read the instructions KEEP OUT OF REACH OF CHILDREN
in the leaflet. READ THE LEAFLET CAREFULLY BEFORE USE
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Thanh phén: M3i vién nang mém cha:
Miconazole nirafe «aassuhnuinnnsavismmni 400mg
Ta duwoc v

Chi dinh, cach dung, chéng chi dinh va cac thong
tin khac: Xem trong to huéng dén st dung thubc kém
theo.

puosxeing

Buiggp ejenu ejozeuodly

Didu kién bao quan: Noi kho, & nhiét d§ dwéi 30°C,
tranh anh sang.

Tiéu chuan chét lwong: TCCS

_ DE XA TAM TAY TRE EM 3
DOC KY HPONG DAN SU’ DUNG TRUPO'C KHI DUNG

Composition: Each soft capsule contains:
Miconazole nitrate
Excipients ..

400mg
-G-8,

ions, ion, contraindi and

other information: Please carefully read the instructions
in the leaflet.

Storage: Store in a dry place, at temperature below
300C, protect from light.

Specification: In house

KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USE
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DURAXSONID

(Miconazole nitrate 400 mg)
BDE xa tim tay tré em
DPoc ki hwéng din sii dung triwée khi dimg

1. THANH PHAN CONG THU'C THUOC
Madi vién nang mém chia :
Thanh phdn diroe c¢hdt: Miconazole nitrate 400 mg

Thanh _phdn 14 dieoe: Parafin 16ng, parafin rén, gelatin, glycerin, methylparaben,

propylparaben, titan dioxid, ethyl vanillin.

2. DANG BAO CHE

Vién nang mém dat am dao

M@ ta: Vién nang mém hinh oval, mau trﬁng duc, mui vani, bén trong chira dich thude mau
tring nga.

3. CHI PINH

- Piéu trj nhiém niAm Candida am hd c6 hodic khéng c6 boi nhiém.

- Diéu trj nhi@m tring thir phat do vi khuén Gram +.

4, LIEU DUNG, CACH DUNG

Liéu ding

- Chua xac dinh dugc tinh an toan va hiéu qua ciia DURAXSONID & tré em va thanh thiéu
nién.

- Pa s6 céc trudng hop thoi gian diéu tri 13 3 ngay: dua | vién sdu vao 4m dao truée khi di ngy,
t6t nhat 12 & tu thé nam.

- Tuén th thoi gian diéu trj duge khuyén nghi, ngay ca khi cac trigu chimg (vi du, ngira va khi
hu) da hét. L
- Trong trudng hgp nhidm ndm Candida tai phat hojc khé chiva lién quan dén cac yéu tb anh !
hudng, vigc didu trj ¢6 thé kéo dai thém 6 ngay. |
Cach ding:

- Thudc ding ngoai. Céch ding: dua vién thude sau vao am dao trude khi di ngo, t6t nhét 1a &
tu thé nam.

- Rira tay k¥ trude va sau khi sir dung thude.

- Vé sinh bing xa phong ¢é d pI1 trung tinh hogc kiém

- Nén thye hién vé sinh: méc db 16t b?mg vai cotton, tranh thut rira, deo bing vé sinh bén trong

khi diéu tri, v.v. va tranh xa ciing nhu loai bé céc yéu (6 anh huéng. Dé diéu tri nAm Candida
& am hé hodc quanh hau mén, nén két hop vién nang mém DURAXSONID véi kem chéng
ném béi tai chd.

- Viéc diéu tri v6i ban tinh s& duge xir tri thy theo timg trudng hop.

- Khéng duge ngit quéng diéu trj trong thoi ky kinh nguyét.

5. CHONG CHI DINH

- Quéa man véi hoat chét, voi cac dan xuat imidazol khac ho#ic véi bat ky thanh phan t& duge

nao cua thudc.
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'[,!Séﬁmmj vé '1) o cao su hodc mang chin cao su: st dung dong thdi bao cao su hodc mang

: BAO VA THAN TRONG KHI DUNG THUOC

- Khong st dung thude khi dang trong thoi ky cho con bi

- Khéng sir dung két hop véi cac thudc c6 tac dung diét tinh tring,

- Céc phan @mg qua man nghiém trong nhu phén Gmg phan vé va phit mach da duge bao cédo
trong khi diéu tri bang DURAXSONID va céc dang miconazol tai chd khac. Néu phan dmg
qua man hoic kich tng xdy ra, nén ngimg diéu tri.

- Trong trudng hop khong ¢é triéu chimg 14m sang o rang, chi quan sat nim Candida trén da
ho#ic niém mac khong xac dinh dugc viée nhiém bénh.

- Khi di x4c dinh duge bénh ndm Candida, can nghién ciru k§ cac yéu tb sinh thai co thé thac
ddy sy phét trién ctia nim. Pé tranh tai phat, loai bo hogc b dip céc yéu t6 anh hudng la didu
céan thiét.

- Nén diéu tri ddng thoi bit ky dot bing phat ndo cia Candida, c6 lién quan dén kha nang gy
bénh di dugce xac dinh.

- Trong trudng hep khéng dung nap tai chd hodc phan tmg dj g nén dirng didu trj ngay.

- Khéng nén sir dung xa phong ¢6 do pH acid (pH c6 lgi cho sy nhén Ié€n cua tdc nhan).

7. SU'DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU

Phuy nit ¢d thai

- Céc nghién ctru trén dong vat khong duara bit ky bang chimg nao vé tac dung gy quai thai.
V& mit lam sang, phan tich mét $6 luong 16n cac trudng hop mang thai bj phoi nhiém khéng
cho thdy tac dung gy dj tat hodc ddc tinh cu thé nao cua thude ndy. Tuy nhién, chi cé cac
nghién ctru dich 1& hoc méi 6 thé xac minh chinh xac dugc viée khong ¢6 nguy co.

- Do dé, phuong phap diéu tri nay c6 thé dugce chi dinh trong thai ky néu thye sur cin thiét.
Phy nit cho con bii

- P& phong ngira: thude nay khéng dirge khuyén céo trong thoi ky cho con bi, trong trudmg
hop khong co dir ligu vé sur truyén vio sifa ctia miconazol nitrat.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua ¢6 bang ching vé anh huéng cua thude 1én kha nang 14i xe, van hanh may moéc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tac thude

- Bao cao su/ mang chin cao su: Nguy co v& mang ngin hofic bao cao su latex khi sir dung
v6i cc chét béo hodc chit bdi tron ¢6 chira dAu khodng (parafin, silicone, v.v.).

- Thudc diét tinh trang: Bt ky phwong phép diéu trj tai chd nao trong am dao déu c6 kha ning
lam mét tac dung tranh thai ctia cac bién phap diét tinh tring tai chd.

Twong ky ctia thude

Do khong ¢6 céc nghién ciru vé tinh twong ky cia thudc, khéng tron 13n thube ndy véi cac
thube khac

10. TAC DUNG KHONG MONG MUON CUA THUOC

Béng duéi ddy cho thiy cac tac dung phu duge bao cdo khi st dyng DURAXSONID qua dudng
am dao va duoc phén loai theo hé co quan va tan sudt theo quy uée sau:
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HEé co quan Tan suit Phéin trng phy nghi ngo’

R6i loan hé thong mién dich Khong rdo Qua man: bao gdm céac phan
tmg phan vé va cac dang
phan vé.

R&i loan hé than kinh Thudng gap Dau dau

Rdi loan tiéu hoa Thuong gip Dau bung, budn nén.

R&i loan da va mé dudi da Thudng gip Phat ban
it gap Mt phd né, ndi mé day
Khéng rd Phi mach, ngtra

Heé sinh duc va rdi loan tuyén vi Rét thudng gap Ngia bd phén sinh dyc ni,

cam giac nong rat & Am dao,
kho chiu ving 4m hd

Thuong gap Bau bung kinh, tiét dich am
dao, chdy mau am dao, dau
am dao

Khéng 1o Kich trng &m dao

Céc 101 loan chung va tinh trang cua co | Khong rd Phan tng véi vij tri diéu tri

quan diéu trj

il

< /&)

Huéng din cdch xir tri ADR
Thong béo cho bac si didu trj trong trudng hop gap phai cac tac dung khong mong mudn cia
thudc.
11. QUA LIEU VA CACH XU TRI
DURAXSONID dugc diing bing dudng am dao chir khong phai bing dudng ubng,
Nhung trong trudmg hop vb tinh udng phai mot lugng 16n DURAXSONID, céch xir tri s& tly
timg trudng hop cu thé.
12. PAC TINH DUQC LUC HQC
Nhém dwge Iy: Thude chéng nhiém khuén va chéng ndm ding cho hé sinh dyc.
Ma ATC: GO1AF04
Co ché tac dung:
- Miconazol nitrat 1 mdt din xuét imidazol ¢6 hoat tinh khang nim va khang khudn.
- Hoat tinh chéng nim da duge chimg minh trong céc thi nghiém va dugce sir dung trén cac tac
nhén géy ra bénh nim da niém mac:
+ Dermatophytes (Trichophyton, Epidermophyton, Microsporum),
+ Candida va céc loai nAm men khéc.
+ Malassezia furfur (tAc nhén cta bénh viém mao mach Pityriasis va bénh lang ben)
- Hoat tinh khéng khuén d& dwgc chimg minh trong dng nghigm chéng lai vi khuén Gram +.
- Co ché tac dong: Khac véi khang sinh, co ché tac ddng cua miconazol nitrat phén loai theo
mot sb cép do: mang (tang tinh thdm), t& bao chat (irc ché qua trinh oxy héa trong ti thé), nhén
(tic ché tdng hop ARN).
+ Téc dong trén Corynebacterium minutissimum (ban do)
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Uﬂgﬁ 4t am dao mot lidu 1200 mg duy nhit, miconazol ¢6 thé on tai trong 4m dao dén 72
gio. Hﬁp thu toan than bj han ché véi sinh kha dung co thé gin 1 dén 2%. G mot sé dbi tuong,
ndng dé miconazol trong huyét tuong ¢ thé phat hién duge trong vong hai gior dau tién, dat
gi4 tri toi da tir 12 dén 24 gid sau khi diing. Sau d6, ndng dd thude trong huyét twong giam tir
tir va van c6 thé do duge & hau hét cac ddi twong 96 gidr sau khi ding thude.

Liu thir hai duge ding 48 gid sau dé gan nhu vin cho cac chi sb nf"mg do trong huyél twong
twong ty nhur lidu thu dwgce trong 1an ding diu tién.

Phin bb

Miconazol gén vé6i protein huyét twong trén 88%, uée tinh kha nang truyén qua té bao mau la
10,6%.

Chuyén lhéa va thii triv

Mot lugng nhé miconazol hiip thu duge thai trir chi yéu qua phén, ca & dang khong déi va dang
chuyén hoa trong vong 4 ngay ké tir ngay dung thude. Mot lugng nhé san pham khéong dbi va
dang chuyén ho4 ciing xuét hién trong nuée tiéu.

14. QUY CACH PONG GOI:

Hop | vix 10 vién

Hép 3 vix 10 vién

15. PIEU KIEN BAO QUAN: : Noi kho, & nhiét dé dudi 300C, tranh dnh sang.

16. HAN DUNG: 36 théng ké tir ngay sén xudt

17. TIEU CHUAN CHAT LUQNG: Tiéu chufin co s&

18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Co s san xudt: CONG TY CO PHAN US PHARMA USA

Diachi: Lo BI-10, dudng D2, khu cdng nghiép Tay Béc Cu Chi, 4p Bau Tre 2, x4 Tan An
Haéi, huyén Ci Chi, thanh phd H6 Chi Minh, Viét Nam






