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MAU NHAN XIN DANG KY

(Nhéan hdp 1 vi x 10 vién)

Truong Tho*

PHARMACEUTICAL

Hép 1 vi x 10 vién nén dat am dago

THANH PHAN: Méi vién chia: BAO QUAN: Nai kho, nhiét d6 khong
Miconazol nitrat .. qué 30°C, tranh anh sang.
Ta dugc vira dti TIEU CHUAN: TCCS.

CHi DINH, CACH DUNG, CHONG CHi BINH SBK:

A CA A i ; BE XA TAM TAY TRE EM
VA CAC THONG TIN KHAC: Xem trong t0 = # = 5
huéng dén s dung thudc kém theo. BOC KY HUONG DAN SU DUNG

TRUGC KHI DUNG

Ry Thusc ke don

Miconazol nitrat 100 mg
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Truong Tho* - :
mg.cm,m Hop 1 vi x 10 vién nén dat aGm dao

Truong Tho*

PHARMACEUTICAL

Co's&san xuat: CONG TY O PHAN DUG'C PHAM TRUONG THO
Tru s& chinh: S 93 Linh Lang, P. C8ng Vi, Q. Ba Binh, TP. Ha Noi
Dia chi nha may: Chi nhanh Céng ty c8 phan dugc phdm Trudng Tho

L6 M1, duting N3, KCN Hoa X4, P. Léc Hoa, TP. Nam Binh, tinh Nam Binh
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MAU NHAN XIN PANG KY

(Nhén hop 2 vi x 10 vién)

Miconazol nitrat 100 mg
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Trking The™ Hop 2 vi x 10 vién nén dat am dao

THANH PHAN: Méi vién chua: BAO QUAN: Nai khd, nhiét do khong
Miconazol nitrat qué 30°C, tranh anh sang.
Ta dugc vita di TIEU CHUAN: TCCS.

CHi PINH, CACH DUNG, CHONG CHi BINH SPK:

A on A < & DE XA TAM TAY TRE EM
VA CAC THONG TIN KHAC: Xem trong o TAM T2 EM
SIong POC KY HUONG DAN SU DUNG

TRUGC KHI DUNG

huéng dén st dung thudc kém theo.

A MICOGYN

Miconazol nitrat 100 mg
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- Aoty Hop 2 vi x 10 vién nén dat am dao
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Truong Tho*
PHARMAGEUTICAL
Cd's6 san xust: CONG TY G PHAN DUG'C PHAM TRUONG THO
Tru s& chinh: S8 93 Linh Lang, P. C8ng Vi, Q. Ba Dinh, TP. Ha Ngi
Pia chi nha may: Chi nhanh Céng ty ¢& phan dugc phdm Trutng Tho
L6 M1, dudng N3, KCN Hoa X3, P. Loc Hoa, TP. Nam Binh, tinh Nam Binh




https://trungtamthuoc.com/

Rx - Thube nay chi ding theo don thube
MICOGYN
Dé xa tam tay tré em

Doc ky hieéng dan sir dung triece khi dimg

1. THANH PHAN CONG THUC THUOC |
M3i vién nén dit Am dao chira:

Thanh plrrfn diroc chdt: Miconazol nitrat 100 mg

Thanh phdn td duwge: Lactose monohydrat, tinh bot ngo, gelatin, glycerin, natri
croscarmellose, magnesi stearat

2. DANG BAO CHE

Vién nén dit am dao.

M5 ta: Vién nén hinh caplet, mau triing dén triing nga, canh va thanh vién lanh lan.
3. CHI PINH

Didu tri nhiém nim am dao.

4. CACH DUNG, LIEU DUNG

Cdach diing:

Dt am dao.

Vién thudc phai duge dua sdu vao 4m dao.

Liéu dimng:

Dung 1 vién x 1 ldn/ngay vao budi tbi. Thoi gian diéu tri nén kéo dai 15 ngay.
Nén tiép tuc diéu tri thém vai ngay nita sau khi céc trigu ching bién mét.
Khong khuyén céo ding thubc cho tré em dudi 18 tudi do thidu dit liéu an toan.
5. CHONG CHI PINH |
Qu4 man v&i miconazol, céc d&n xuit imidazol khac hodic véi bt ky ta duge nao cua thude.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Khong c¢6 than trong dac biét khi str dung thudc nay, tuy nhién, trong trudng hep bi kich img
tai chd hodc di tmg thi nén ngimg didu tri. Tranh dé mét tiép xtic véi thudc.

Khong dung thube cho tré em dudi 18 tudi.

Cin theo ddi thoi gian ddng mau & nhitmg bénh nhéan dang dung thube chdng déng mau dudng
udng.

Viée sir dung ddng thoi bao cao su hodic mang ngén tranh thai bing cao su véi cic ché phim
chéng nhiém khuén 4m dao c6 thé lam giam hiéu qua cta cdc bién phap tranh thai bing cao

su. Vi vdy, khéng nén ding dong thoi thude nay voi bao cao su hodic mang ngin béng cao su.
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Céac phan tng di ing nghiém trong, bao gdm sbc phan vé& va phi mach, da dugce bdo cdo trong
qua trinh didu tri bang cac thude ¢6 chira miconazol. Néu xay ra phdn (ing qué man hoic kich
ung, nén ngung diéu tri.
7. U DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Phuy niv cé thai
Meiic d su hip thu ctia miconazol nitrat qua thanh 4m dao con han ché nhung chi nén six dung
thude nay khi lgi ich tiém ning cua viée dung thude 16n hon nguy co.
Phu nit cho con bui
Khong co dit ligu vé& sy bai tiét miconazol nitrat hodc cac chét chuyén héa ctia nod vao sita me.
Cén thén trong khi st dung thudc cho phu nit dang cho con bu.
8. ANH HUGNG CUA THUOC LEN KHA NANG LAT XE, VAN HANH MAY MOC

‘ Thubc khong anh hudng dén kha ning lai xe va vin hanh may méc.
9. TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thuoc:

Miconazol nitrat lam giam tic dung ctia céc khang sinh nhém polyen (vi du nystatin, \"{Z()/J‘:
natamycin). Vi vdy, khong nén ding thudc nay két hgp véi khang sinh polyen. :%};;
Miconazol nitrat ding dudmg toan thén co tic dung e ché cytochrome P450 isoenzym f[‘-.lg ml
3A4/2C9. Do sy hdp thu miconazol nitrat vao tuan hoan bj han ché khi ding du6i dang vién — ﬁ

nén dit 4m dao nén tuong tac nay khong c6 y nghia lam sang. Tuy nhién, cAn thén trong khi ———
ding két hop véi thubc chéng dong mau dudng ubng (din xudt coumarin) ciing duge chuyén
héa boi cytochrome P450 isoenzym 3A4/2C9 do nguy co rdi loan dong mau va xudt huyét.
Cén theo dbi thoi gian dong mau & nhitng bénh nhin dang diéu tri bing thubc chéng dong
méu dudng ubng.

Nén tranh dé thube tiép xic véi vong tranh thai bng cao su hoic bao cao su vi thube c6 thé
lam héng cao su.

Tuong ky ciia thubc:

Do khéng ¢6 céc nghién ciru vé tinh tuong ky cta thube, khong tron 13n thube nay véi cac
thude khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Chura ¢6 phan tmg c6 hai nghiém trong nao dugc béo céo.

Céc tac dung khong mong mubn duge phan loai theo tAn sudt: rdt thuong gap (> 1/10); thudng
gip (> 1/100 dén < 1/10); it gip (> 1/1.000 dén < 1/100); hiém ggp (= 1/10.000 dén <
1/1.000); rt hiém gap (< 1/10.000); khong 10 tAn suét (khong thé uée lwong tir dit lidu san
co).

Roi loan toan thdn va lgi chd
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Hiém gdp: kich tmg tai chd, céc triéu chimg di (img hodc qua man tai chd. Trong trudng hop
qué mén, nén ngimg thudc.

Théng bdo ngay cho bidc sy hofic dicgc sy nhitng phdin ting cd hai gap phdi khi siv dung
thube.

11. QUA LIEU VA CACH XU TR

Thubc chi ding dé dat am dao.

Néu ding miconazol nitrat qua dudng ubng, nén cin nhic gy non hoic rira da day. Than hoat
tinh c6 thé duoc sir dung dé lam giam sy hép thu thube con lai trong dudng tiéu héa.

12. PAC TINH DUQC LUC HQC

Nhom duoe ly: Nhém imidazol chéng ndm

Mi ATC: GO1AF04

Miconazol nitrat 12 mot thube chéng nim nhém imidazol, c6 hoat phd khang nim rong (bao
gdm ca ndm men va ndm soi) va c6 hoat tinh khang khuén chéng lai vi khuén gram duong
(Staphylococcus sp., Streptococcus sp.).

Miconazol nitrat ngin can qua trinh sinh tdng hop ergosterol va cling 1am thay dé%\{nh phin
o)

lipid trong mang t€ bao ndm nén c6 tac dung digt nam.

13. PAC TiNH DUQC DONG HQC

o0

Sau khi ding tai chd, su hép thu miconazol nitrat qua niém mac khong c6 y nglﬁz-i? m sang.
14. QUY CACH DONG GOI

Hop 1 vix 10 vién.

Hop 2 vi x 10 vién.

15. DIRU KIEN BAO QUAN

Noi khé, nhiét do khéng qua 30°C, tranh anh sang.

16. HAN DUNG

36 thang ké tir ngay san xuéit.

17. TIEU CHUAN CHAT LUQNG THUOC

TCCS.

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

CONG TY CO PHAN DUQC PHAM TRUONG THQ

Pia chi: Chi nhanh Céng ty C8 phin Duge pham Trudmg Tho - Ld M1, Pudng N3, Khu Cong
nghiép Hoa X4, Phuong Loc Hoa, Thanh phé Nam Dinh, Tinh Nam Binh, Viét Nam
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