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' ZITAMY MAU NHAN HOP XIN PANG KY

Khang duoc ung GMP-WHO Thanh phian: Mi vién nén chita
Metronidazol.............500 mg
Clotrimazal.... ....100 mg TAMYPHANAN
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MAU NHAN HOP XIN PANG KY

Rxmuﬁc KE DON

WZITAMY

Metronidazol 500 mg, Clotrimazol 100 mg

nen dat am dao

Thanh phan: M81 vién nén chita: Chi dinh, Liéu diing- cich diing, chéing chi dinh, tic dung khéng mong
Metronidazol......500 mg mudn va cic théng tin khéac: Xin xem trong t& huéng dan sk dung.
100 mg Bao quan: Ndi khd, tranh dnh sang, nhiét @4 khdng qua 30°C.
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TO HUONG DAN SU DUNG THUOC
RIWZITAMY
Thubc nay chi dimg theo don thudc
Dé xa tim tay tré em
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2 < Doc kj huwéng din sik dung trwde khi dimng
Mgﬂm vién nén dit chira
T hanh phan duwoc chdt:
Metronidazol 500 mg
Clotrimazol 100 mg

Thanh phd‘n td dieoc: Lactose, Avicel, Amidon, PVP K30, natri laurylsulfat,
Polyplasdone XI-10, Magnesi stearat, Aerosil.
DANG BAO CHE: Vién nén dit 4m dao.
Mé té dang bao ché: Vién nén mau tring nga, hinh con nhong det, vat canh. Thanh va canh
vién lanh 1dn, khong st mé, ran nirt, khoéng mui, vi déng.
CHI PINH:
Thubc duge chi dinh trong diéu tri viém 4m hd-4m dao, viém Am ho, viém quanh 4m dao do
Trichomonas vaginalis, Candida albicans, Gardnerella vaginalis va céc vi tring nhay cam
khac gay ra.
Thubc nay chi ding cho ngudi 16n.
LIEU DUNG, CACH DUNG
Liéu dimg:
Lidu khuyén c4o 13 1 vién, mdi ngay mét 1an.
Cdch dimng:
Thudc duoc dua siu vao am dao, tot nhét 12 vao budi tbi.
Nhiing vién thudc vao nuéc khoang 20 - 30 gidy trude khi dit vao am dao. Dt thudc & tu
thé ndm, chan gap lai va hai ddu gbi dich ra xa. Nén tiép tuc giit tw thé d6 sau khi dit thube
khoéng 15 phut.
Khéng nén st dung thube trong thai ki kinh nguyét.
Str dung & tré em: Thube khéng duge chi dinh sir dung cho tré em. :
Néu ban da sur dung thudc nhiéu hon mirc cin thiét, vui 10ng lién hé vdi bac si hodc duge si.
Néu ban quén st dung thube: Khong ding lidu gip d6i dé bu cho lidu di quén.
Néu ban ngimg st dung thudc: Néu ban c6 thém bét k3 céu hoi nao vé thude nay, hiy héi bac st
cua ban ban hoéc duogc si cia ban.
CHONG CHI PINH
Mén cdm véi metronidazol, clotrimazol hodic bat cir thanh phin nao cua thude.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Trong trudng hop didu tri ddng thoi véi metronidazole dudng ubng, nén xem xét céc chdng chi
dinh, thin trong, cdnh bao va tac dung phu cia thudc nay.
Tréanh tiép xtic véi mét.
Khéng ding thudc theo dudng uéng
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thube khac: Hay cho bac st hodc duge si ciia ban biét néu ban dang st
4y hoic c6 thé sir dung sir dung bat ki loai thude nao khac. Piéu nay
thao duoc.

i dugce bao cao.

thiéu hyt lactase hoan toan hoic kém hép thu glucosegalactose thi khong nén ding thubc nay.
SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:
Phu nit co thai:

- Chua c6 dit liéu vé& viéc sit dung Wzitamy & phu nif mang thai.

- Céc nghién ctru trén dong vat khong cho thiy tdc dung doc hai truc tiép hoic gian tiép lén chirc
ning cua sinh san, trir khi sir dung liéu cuc cao. Dé phong ngira, t6t nhit nén tranh sir dung
Wzitamy trong thdi ky mang thai va ¢ phu nit mang thai, phu nit trong do tudi sinh dé khong str
dung bién phap tranh thai.

Phuy nit cho con bu:

- Metronidazole dugc bai tiét qua sita me, trong khi clotrimazole chwa dugc biét dén 13 c6 bai
tiét qua sita me.

- Ngay cé khi néng d6 metronidazole v clotrimazole trong m4u thip sau khi ding tai chd, ciing
nén dua ra quyét dinh ngimg cho con bii hoic tam dimg/ngung diéu tri véi Wzitamy sau khi
can nhéc gitta lgi ich cua viéc nudi con béng stra me d6i véi tré va loi ich ciia viée diéu tri d6i
v&i ngudi phu nir.

Kha ndng sinh san:

Khong c6 dit liéu v& su suy giam kha ning sinh sin khi st dung Wzitamy & phu nir.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
- Thubc khong giy 4nh hudng dén kha ning l4i xe va van hianh may mdc.

TUONG TAC, TUONG KY CUA THUOC:

Tuong tdc ctia thudc:

Khéng cé tuong tac da duge bao cdo.

Tuong ky cia thudc:

— Do khong ¢6 céc nghién ciu vé tinh twong ky ctia thube, khong tron 1dn thude nay véi cac

thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

Tén suit dugc xéc dinh theo quy uéc sau:

Rét thuong gip (> 1/10)

Thudng gip (> 1/100 va <1/10)

ft gap (> 1/1000 va <1/100)

Hiém gip (> 1/10.000 va <1/1.000)

R4t hiém g3p (<1/10000),

Khéng xac dinh (tin sb khong thé udc tinh dugce tir dit lidu ¢6 sén)

Do sur hip thu kém ciia metronidazole va clotrimazole khi diing tai chd nén chung it

gdy ra phan tmg bét loi toan than:

-V6i tAn suéit khong xéc dinh, c6 thé xay ra hién tuong kich tmg cuc b va hiém khi phai ngimg

thuoc.
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Tich cwc theo dai dé c6 bién phap xi tri kip thoi.

PAC TINH DUQC LUC HQOC: Nhém dugc Iy: Thube chéng nhidm tring va thube st tring
dung trong phu khoa, véi su két hop ciia cac dén xuét clia imidazole, ma ATC: GO1AF20.

Co ché tac dung/tic dung dugce luc hoc

Metronidazole 13 mét din xuét nitroimidazole ¢ hoat tinh chéng lai nhiéu loai dong vét nguyén
sinh va vi khuin. N6 c6 c6 téc dung diét khudn truc tiép 1én Trichomonas vaginalis va ¢ tac
dung diét khuén truc tiép trén truc khudn Gram am ky khi — Bacteroides bao gém Bacteroides
fragilis, Helicobacter pylori, chéng lai ciu khuin gram dwong ky khi — Peptostreptococcus va
chbng lai hau hét clostridia, bao gbm ca C. difficile. Ngoai ra, né c6 hiéu qua chbng lai
Gardnerella vaginalis. Metronidazole khong tac dong dén hé vi khudn hitu ich va acid & 4m dao.
Clotrimazole 13 mot dén xuét imidazole c6 phd khéng ndm réng (Candida, v.v.). Ngodi ra, nd
c6 hoat tinh chdng lai Trichomonas vaginalis, cdu khuin gram duong, Toxoplasma, v.v.

Su két hop clotrimazole véi metronidazole @i dwogc chimg minh 13 giy ra tdc dung hiép ddng
nhu sau:

- M¢ rong phé khang khudn, do téc dung két hop cua hai hoat chit;

- Téng cudng téc dung chéng nim, chng dong vét nguyén sinh va khang khun;

- Ngén ngira hodc tri hoén su xuét hién cua hién trong khang thube.

Céc nghién ctru vi sinh in vitro d3 chi ra ring tac dung chdng lai Trichomonas vaginalis va thube
khang nim ting khi metronidazole va clotrimazole két hop v6i nhau nhu & Wzitamy.,

PAC TINH DUGC PONG HQC:

- Metronidazol ¢6 thé hip thu qua niém mac 4m dao. Khi st dung liéu don 5 g gel (37,5 mg
metronidazol) dit vao 4m dao, ndng d6 metronidazol trung binh trong huyét trong dat dugc 237
ng/mL (tir 152 - 368 ng/mL) trong khoang 6 - 12 gity sau khi dit, bing khong 2% néng do dinh
huyét twong khi ubng lidu don 500 mg. Dién tich dudi duong cong khi ding dang thude dit xip
xi bing 50% khi ding dudng ubng sau khi can bang lidu.

- Clotrimazol ding dudng dit 4m dao cling rat it dugce hép thu vao mau. Sau khi dit 4m dao vién
nén clotrimazol '*C 100 mg, néng d6 dinh huyét thanh trung binh chi trong duong 0,03 pg/mL
sau 1 - 2 ngay va xap xi 0,01 pg/mL sau 8 - 24 gi® néu ding 5 g kem clotrimazol “C 1%.

- Khi bdi 4m dao, Clotrimazole vi Metronidazole dugc hép thu véi ty 18 10-20%
QUY CACH PONG GOI: Hop 1 lo nhya x 10 vién, Hop 1 vi x 6 vién.
PILU KIEN BAO QUAN:

- Noi kho, tranh anh sang, nhiét do khong qua 30°C.
HAN DUNG CUA THUOC:

- 30 théng ké tir ngay san xuit. Khéng ding néu phat hién thiy vién thudc bi bién mau hoic c6
nhiing déu hién khéc la va phai bio cho nha san xuét biét.
TIEU CHUAN CHAT LUQNG: TCCS



https://trungtamthuoc.com/

TEN, PIA CHi CUA CO SO SAN XUAT THUOC:
: Céng ty ¢ phin dwge phim Nam Ha
@ S6 415 dudong Han Thuyén — Phudng Vi Xuyén-TP Nam Binh —

Tinh Nam Binh
AN

PHARMA

oiy.(% thang.(.3.nim.. 202 Y
YCORHAN DUGC PHAM TAMY





