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Thanh phan/Composition: Bao quan/ Storage:
Méi vién nang mém ddt am dao chira/ Each soft ~ Ndi kho, nhiét d6 duéi 30°C/ |
vaginal capsule contains: Store in a dry place, below
Miconazol nitrat/ Miconazole nitrate .... 400mg ~ 30°C.

Té duoc vd/ Excipients q.s.f ....1 vién/ 1 capsule

Tiéu chuan ap dung/Specifications:
TCCS/ Manufacturer’s.
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Hop 1 tdi x 1 vix 6 vién nang mém dat am dao WHO

Chi dinh, cach dung, chéng chi dinh PéE xa tam tay tré em.

va céc thong tin khac/ Indications, Poc ky huéng dan sit dung
administration, contraindications truéc khi dung./

and other information: Keep out of reach of children.
Xem trong t& hudng dén st dung Carefully read the accompanying
thudc kém theo/ See the package instructions before use.

insert inside.

RX Prescription drug

MIZOS

Miconazole nitrate 400mg
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Box of 1 bag x 1 blister x 6 soft vaginal capsules
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Thanh phan/Composition:

Méi vién nang mém ddt am dao chia/ Each soft
vaginal capsule contains:

Miconazol nitrat/ Miconazole nitrate .... 400mg
Ta dugc vd/ Excipients g.s.f ....1 vién/ 1 capsule

SPK (Reg.No)

S6 16 SX (Lot.No) :
NSX (Mfg.Date)
HD (Exp.Date)

Tiéu chudn ap dung/
Specifications:
TCCS/ Manufacturer's.

CONG TY
CO PHAN
DUOC PHAM

Bao quan/ Storage:

Nai kho, nhiét do duai 30°C
Store in a dry place, below
30°C.

RX Thudc ké don

MIZOS 400

Miconazol nitrat 400mg

Miconazol nitrat 400mg

Hop 1 tdi x 2 vi x 6 vién nang mém dat am dao

B0 S1e411U B|OZRUODIN

007 SOZIIN

Chi dinh, cach dung, chéng chi dinh va cac
thong tin khac/ Indications, administration,
contraindications and other information:
Xem trong t& hudng dan st dung thuéc kém
theo/ See the package insert inside.

Pé xa tam tay tré em.

Poc ky huéng dan st dung trudc khi dung./
Keep out of reach of children.

Carefully read the accompanying instruc-
tions before use.

[RX Prescription drug

MIZOS

Miconazole nitrate 400mg

Box of 1 bag x 2 blisters x 6 soft vaginal capsules

Co'sé san xudt/ Manufactured by:
CONG TY CP DUQC PHAM HA TAY/
HA TAY PHARMACEUTICAL J.S.C

T6 dan phé s6 4, P. La Khé,

Q. Ha Dong, TP. Ha Noi/

Population groups No.4, La Khe Ward,
Ha Dong District, Ha Noi City
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HUONG DAN SU DUNG THUOC

Rx

1. Tén thudc: MIZOS 400

2. Cic dau hiéu lru y va khuyén cdo khi dung thude:
“Thudc nay chi dung theo don thube”

“Pé xa tam tay tré em”

“Doc k§ huéng dan st dung trude khi dung”

Thanh phan dugc chat: Miconazol nitrat ...........cccocvevennne 400mg
Thanh phan ta dugc: Polysorbat 80, colloidal silicon dioxyd, sdp ong tran g5 1 in,
dau dau nanh, gelatin, glycerin, dung dich sorbitol 70%, titan dioxyd, va ~nipagin,

nipasol, sunset yellow, ethanol 96%, nudc tinh khiét.

4. Dang bao ché: Vién nang mém dat am dao.

M ta: Vién nang mém hinh elip, mau cam nhat, vién kho cam khong dinh tay, hdn hop thube
bén trong long, mau nga vang.

5. Chi dinh:

Diéu trj tai chd bénh ndm 4m dao Candida, c6 boi nhiém hodc khong va nhiém khuan thu
phat do vi khuin Gram +.

6. Cach dung, liéu dung:

- Cach dung:

Rura sach tay va am dao, dat thude sdu vao am dao mdi toi trudc khi di ngi, t6t nhat 1a & tu
thé nam.

- Liéu luong:

bat 1 vién/lan x 1 1an/ngay vao budi tdi trude khi di ngu trong 3 ngay lién tiép.

Tuan thu thoi gian diéu tri duge khuyén nghi, ngay ca khi céc triéu chirng da bién mét.
Trong trudng hop nhiém nidm Candida tai phéat hodc kho chira, viée diéu tri co thé kéo dai
thém 6 ngay.

7. Chéng chi dinh:

- Bénh nhin man cam v&i miconazol, cdc dan xudt imidazol hodc bt cr ta duoc nao cua
thudc.

- Sir dung ddng thodi bao cao su hodc mang ngan tranh thy thai véi bat ctr ché phim dat am
dao nao cling cé thé lam giam hiéu qua tranh thai cia bao cao su hodc mang ngan tranh thu
thai.

8. Canh bao va thin trong khi ding thudc:

* Canh bdo:

- Thude khong duge khuyén cdo:

+ Trong thoi gian cho con bu.

+ Trong trudng hop ket hop véi chat diét tinh trang.

- Céc phan (rng qua mén nghi€m trong, bao gbm phan v¢ va phu mach dugc bao cao khi diéu
tri bing miconazol tai chd. Neu phan tmg qua man hogc kich tmg xay ra, nén nging diéu tri.
- Trong trudng hop khong xudt hién cac triéu chtng lam sang dac trung, vi€e phat hién duy
nhit Candida trén da hodc niém mac khong dugce coi 1a dau hiéu ctia bénh nam

- Khi da xac dinh dugc bénh ndm Candida, can phai xem xét can than cac yeu td o thé tao
diéu kién cho ndm phat trién. Dé tranh tai phat, viéc loai bo cic yéu té lam ndm phat trién la
can thiét.

- Nén diéu tri dong thoi céc tac nhan gdy bénh dugc xéac dinh 1a ¢6 lién quan trong dot bung
phat nam Candida.
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*Than trong khi sir dung

- Thube c6 chira mpagm nipasol: C6 thé giy phan ng di ung (c6 thé ph”
9. Sir dung thqoc cho phu nir cé thai va cho con bii:
- S dung thuoc cho phu nit co thai:

nhu khong cho thay tac dung géy di tat hodc dc tinh cu thé nao cua thuéc nay. Tuy nhién,
chi ¢6 céc nghién ciru dich t& hoe m&i c6 thé xac minh duoc viée khong c6 nguy co. Theo do,
phuong phap diéu tri nay c6 thé dugc chi dinh trong thai ky néu can.

- Sir dung thuéc cho phu nit cho con bii:

Khéng rd miconazol nitrat c6 duoc bai tiét qua sira me hay khong. Cén than trong khi ding
miconazol nitrat cho phu nit cho con bu.

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

Thudc khong anh hudng dén kha nang 1ai xe, van hanh méay méc.

11. Twong tac, twong Ky ciia thude:

* Twong tdic ciia thuoc:

Khong ¢6 céc béo cdo vé tuong tac thude.

* Twong ky ciia thuéc:

Nguy co rach mang ngin ciia cdc san pham latex (bao cao su, mang ngan tranh thy thai) khi
str dung véi cac chét béo hodc chét boi tron c¢6 chira dau khoang (parafin, silicon,...).

Bit ky phuong phap diéu trj dit 4m dao nao ciing c6 thé lam mét tac dung cta chat diét tinh
trung.

12. Tac dung khong mong mudn cia thube:

Bang dudi day thé hién céc tac dung khong mong mudn duge béo céo clia thude va duge phan
loai theo hé théng cac co quan va tan suét theo quy udc nhu sau:

Rét phd bién (> 1/10), phd bién (> 1/100 dén < 1/10), khong pho blen (> 1/1.000 dén < 1/100),
hiém (= 1/10.000 dén < 1/1.000), rat hiém (< 1/10.000) va tan suét chua rd (khong thé ude
tinh tir di¥ liéu ¢ san).

Tac dung khé n 6
- ac dung A‘ng :’no g muon
Tan so
Rat phé bién Plblen e Tan sudt chiea
(= 1/100, (= 1/1.000, e
(=1/10) ro
< 1/10) < 1/100)
Réi loan hé TR
mién dich ghina e phin
' g phan vé
R6i loan hé 3
thén kinh Daudin
R6i loan hé tiéu Dau bung,
hoa buodn ndn
Rczl lo&'l,r.l da va Phat ban M}z:tt phu né, noi Ph1’1 mach,
md dudi da mé day ngtra
ot b gl | O UM,
. . . N tiét dich am A
Hé sinh san va | sinh duc nft, % £ Kich trng am
ks \ \ i dao, xuat huyét
r6i loan va cam gidc nong | . 3 dao
o 5 B am dao, dau am
rat & am dao, dio
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khé chiu ving
am ho

13. Qua liéu va cach xir tri:
Cho dén nay khéng c6 bao cao vé viée str dung qua lidu miconazol n1trat
Trong trudng hop vo tinh uong phai mét lugng 16n MIZOS 400, cach 7{{‘ .

dinh theo ting trudmg hop cu thé.

14. Dic tinh dugc luce hoc:

Nhém duoc 1y: Nhém imidazol khang ndm va khang khuén
Ma ATC: GO1AF04

Miconazol nitrat 1a mot imidazol tong hop c6 tac dung chong nam va chéng vikhuan bang
cach lam thay do6i tinh tham va chirc nang cua mang t€ bao nam, vi khuan. Vi tri tac dung trén
mang té bao chua rd. Do thay ddi tinh thim, mang té bao khong con kha ning hoat dong nhur
mdt hang rao ngin chin that thoat, 1am cho kali va cac thanh phén thiét yéu khac cia té bao
can kiét.

Miconazol ¢6 tac dung d6i véi cac loai ndm nhu: Aspergillus spp., Cryptococcus neoformans,

Pseudallescheria boydii. Thubc ciing ¢o tac dung véi mot sé vi khuan Gram duong gém
Staphylococci va Streptococci.

Co ché tac dung: Hoat tinh cta né dya trén viée te ché sinh tong hop ergosterol 6 vi nam va
lam thay d6i thanh phén lipid c4u tao mang dan dén sy hoai tir té bao ndm.

15. Piac tinh duwge dong hoc:

- Hcfp thu: Sau khi dat am dao mot lidu 1200mg duy nhét, miconazol c6 thé ton tai trong &m
dao dén 72 gio. Hép thu toan than bi han ché, véi sinh kha dung c6 thé gan 1 dén 2%. O mot
s6 ddi twong, nong d6 miconazol trong huyét tuong ¢ thé phat hién dugc trong vong hai gio
dau, dat gia tri t01 da tir 12 dén 24 gi0 sau khi dung. Sau do, ndng do thudc trong huyet tuong
giam tir tir va van co6 thé do dugc & hiu hét cac dbi tuong 96 gio sau khi dung thude.

Liéu thir hai duoc dung sau 48 giv hap thu vao huyét trong trong tw nhu lidu diing dau tién.

- Phdn bé: Lién két véi protein huyét twong trén 88%, vao méau 10,6%.

- Chuyén hod vé thai trie: Mot luong nhé miconazol dugce hip thu chu yéu duge thai trir qua
phan & ca dang khong ddi va dang chuyén hoa trong vong 4 ngay ké tir ngay dung thube. Mot
lwong nhé & dang khéng doi va dang chuyén hoa xuat hién trong nudc tiéu.

16. Quy cach dong goi:

Hop 1 ti x 1 vi x 6 vién nang mém dit am dao

Hop 1 tai x 2 vi x 6 vién nang mém dit 4m dao.

Mbi hop kém theo t& hudng dan sir dung thude bén trong.

17. Piéu kién bao quan, han dung, tiéu chuén chit lwgng ciia thude:

Bao quan: Noi kho, nhiét d§ dudi 30°C.

Han dung: 24 thang ké tir ngay san xuét. Khéng dwge ding thude da qua han ding.

Tiéu chuén chét luong: TCCS

18. Tén, dia chi ciia co s& sin xuat thude: )

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

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