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MIPOGYNAX

VIEN NEN DAT AM DAO

Metronidazol 500 mg, Nystatin 100.000 U

Neomycin sulfat 65.000 1U
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MIPOGYNAX

VAGIIN AL ABIETD

g THUBC BAN THEO BON
£+, PRESCRIPTION DRUG

VIEN NEN BAT AM PAO

Metronidazol 500 mg, Nystatin 100.000 U
Neomycin sulfat 65.000 1U

VIEN NEN DAT AM DAO
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Thanh phan: Mai vién chira

Hop 3 vi x 5 vién nén dat am dao Mefronidazol

eeeeen:500 MG
.100.000 1U

Nystatin........
M I PO G Y N AX Neomycin sulfa _.65.000 U
Ta duoc .......... .vira di 1 vién nén

5 Bao qi.la?.n: No:i khé, tranh @nh sang, nhiét do
VAGINALTABLET dudi 30°C
VIEN NEN DAT AM DAQ Tiéu chuan 4p dung: TCCS

MIPOGYNAX

VAGINALTABLET

‘]a—f THUOC BAN THEO PON
&=~ PRESCRIPTION DRUG

VIEN NEN DAT AM BAO

Metronidazol 500 mg, Nystatin 100.000 U
Neomycin sulfat 65.000 U
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Chi dinh, chéng chi dinh, lidu ding, cach e et
ding, tac dyng khéng mong muén, twong = SX tai: Nha méay san xuét dugc pham,
tac thudc va cac théng tin khac: L& 27, KCN Quang Minh, Mé Linh, Ha Noi
Xem t& hudng dan sir dung bén trong hép SPK/REG.NO:
Boc ki hwéng dan sir dung trrére khi diing S6 _‘é SX/ Lat.No:
Dé thudc xa tAm tay cua tré em Ngay SX/ Mfd:
HD/ Exp.date:
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o R s, 1 TO HUONG-DAN SU DUNG THUOC
*MIPOGYNAX
Thudc nay chi ding theo don thude
Dé xa tam tay tré em
Doc ky huéng dan sir dung truede khi ding

Thanh phén: Mbi vién c6 chia

Thanh phan dwgc chat:
Metronidazol 500,0 mg
Nystatin 100.000 U
Neomycin sulfat 65\:-000 U

Thanh phdn td dieope: Mannitol, PVP K30, natri starch glycolat, poloxamer 407, crospovidon, Low-
substituted hydroxypropylcellulose, hydroxyethyl cellulose, eragel, talc, aerosil, magnesi stearat vira
da 1 vién

Dang bao ché: Vién nén dit am dao.

Mb ta: Vién nén hinh trirng, mau vang nga, mot mit vién co hinh chit "W". Canh va thanh vién lanh
lan.

Qui cach déng go6i: Hop 1 vi x 10 vién, hop 3 vi x 5 vién.

Duge Iwe hoc:

Metronidazol

- Metronidazol: &2 mot din chit S-nitroimidazol, co phd hoat tinh rong trén dong vét nguyén sinh
nhu amip, Giardia va vi khun ky khi. :

- Co ché tac dung clia metronidazol con chua rd, trong té bao vi khuan hodc dong vat nguyén sinh
nhém S-nitro ctia metronidazol bj khir boi nitrogen reductase ctia vi khuén thanh céc chit trung gian
ddc vé6i té bao. Cac chat nay lién két voi cdu tric xodn chia phan tir ADN lam ngimg qué trinh sao
chép, cudi ciing 1am té bao bj chét.

- Phd tac dung: Nhin chung metronidazol c6 tac dung véi hiu hét cac vi khudn ky khi va nhiéu loai
dong vat nguyén sinh. Thubc ciing c6 tac dung doc véi ca té bao thiéu oxy va giam tiéu thu oxy.
Metronidazol khong cé tac dung vai ndm, virus va hdu hét cac vi khuan hiéu khi va vi khuén ky khi
khong bat budc. Hau hét cac chiing Gardnerella vaginalis chi nhay cam véi metronidazol ¢ nong do
cao. Tuy nhién, chét chuyén héa 2-hydroxy ctia metronidazol c6 téc dung trén vi khudn nay gip 4-8
14n so v&i metronidazol, va do vay thudc c6 tic dung in vivo. Metronidazol 6 tac dung han ché trén
Lactobacillus hodc céc vi khuén hiéu khi khac phan lap tir m dao.

Neomycin:
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- Neomycin 13 khang sinh nhém aminosid 6 tée dung diét khuén qua e ché qua trinh sinh tong hgp
¢ua vi khudn, bing cach gin véi tiéu don vi 30S cua ribosom vi khuén nhay cam.

- Neomycin chi yéu ding tai chd dé didu tri nhidm khuén & da, tai, mét do tu cdu va céc Vi khuén
nhay cam khac. Neomycin thudng phdi hop v6i bacitracin, colistin, grumicidin hodc polymyxin B.
Khi phdi hop vai bacitracin, thude o téc dung véi phén 16n c4c vi khudn Gram m va Gram duong
gdy nén céc nhiém khuin ngodi da.

- Céc vi khuén nhay cam v&i neomycin nhu: Staphylococus aureus, Escherichia coli, Haemophilus
influenzae, Klebsiella, Enterobacter cac loai, Nesseria cac loai.

Neomycin khong c¢6 tac dung véi Pseudomonas aeruginosa, Serratia marcescens, Steptococci bao
gdm cé Steptococcus pneumoniae hodc Streptococcus tan mau.

- Neomycin khong duge dung duong tiém hodc toan than vi déc tinh cia thude. Thube duge dung tai

chd trong diéu tri cac nhiém khuin & da, tai, mét hodic dung udng dé sat khudn dudng tiéu hoa trude
khi phiu thuat. Nhung ngay céa khi ding cac duong nay (ubng, nho giot vao b bung, dip tai chd cac
vét thuong & da) thudc ciing ¢6 thé dugc hap thu du dé gay diéc khong hdi phuc mot phén hay toan
bd.

- Neomycin c6 téc dung (rc ché din truyén than kinh-co tuong tu nhu cdc aminoglycosid khac nhung
manh hon, nén khi nho giot neomycin vao trong mang bung co thé gay (rc ché ho hap hoic ngimg
the,

- Khang thube: Vi thube duoc dung tai chd kha phé bién nén da c6 thong béo khéng thudc tuong dbi
rong, trong d6 dién hinh 1a céc tu cﬁu‘ Staphylococcus, mot s6 dong Salmonella, Shigella va
Escherichia coli. Su khang chéo v&i kanamycin, framycetin va paromomycin da xay ra.

Nystatin

- Nystatin la mot polylen, khéng sinh chéng ndm dugc chiét xudt tir dich nubi cay nim Streptomyces
noursei. Nystatin ¢ tic dung kim hdm hodc diét nam tiy thudc vao nong do va do nhay cam cla
nim, khong tac dung dén vi khuén chi biﬁh thudmg trén co thé. Nhay cam nhét 1 cac ndm men va co
tac dung rét tot trén candida albicans. Nystatin khong c6 tac dung v6i vi khudn, vi rat va dong vt
nguyén sinh.

Nystatin ¢6 tac dung chdng nédm do lién két véi cdc sterol & mang té bao nim, 1am bién ddi tinh tham
va chirc ning clia mang, nén kali va céc thanh phén té bao thiét yéu khac bi can kiét. Nystatin dung
nap tét ngay ca khi didu tri lau dai va hiém gy khang thude. Khi khang thudc, Candida khang
nystatin thi cling khang céac polylen chéng nédm khéc. Céc triéu chimg nhiém ndm Candida s& giam

trong vong 24-72 gio.
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Nystatin ¢6 tac ‘dung chéng bdi nhiém Candida albicans dudng tidu héa trong (ud trinh Jicu v
khéng sinh. Thuoce duoc ding tai ché, khong duoc ding dé diéu tri nhieém nam Candica toai than,

) X o 4 5 < E !
Dw¢e dong hoc:

Metronidazol

=+ ~HAp“thu nhanli-va hoan toan sau khi ubng, khoang 80% lié» dugc hép th tir Guéms ticu Lée Ducce

“ @onghoc clia-metronidazol khi ding tai chd (dang dat) khac nhige s véi Kl Ate - wan & .. Litu
“don 5 g gel (37,5 mg metronidazol) dat vao 4m dao, sau khoang 6-1Z gidy sau ki ¢zt ndng du irong
huyét tuong dat khoang 2% ndng do dinh huyét tuong khi ubng lidu don 500 'mg. Dién tich dudi
dudng cong khi diing dang thudc dat xdp xi bang 50% so véi khi dung dudng ubng sau khi can bing
liéu. _

- Metronidazol phén bd tét vao cic md va dich co thé, k‘é ca xuong, mat, nudc bot, dich bi, dich mang
bung, dich tiét sinh duc, dich no tay va hong cdu. Nong dé thude trong dich ndo tuy dat 43% ndng
d6 thude trong huyét twong khi ndio khong bi viém va twong duong khi khong bi viém. Thudc c6 thé
qua nhau thai vao sita v6i ndng do xp xi ndng do trong huyét twong. Khoang dudi 20% thuéc lién
két v6i protein huyét tuong.

- Khoang 30-60% lidu metronidazol dung dudng uéng hogc tiém chuyén héa & gan tao thanh céc chat
chuyén héa dang hydroxy va glucuronid. Chat chuyén héa 2-hydroxy ciing c6 tac dung trén vi khuan
vi dfng At nguyén sinh.

- O ngudi ¢6 chirc nang gan than binh thudng, nira doi thai trir trung binh clia metronidazol trong
huyét trong khoang 6-8 gidy va chit chuyén hoa hydroxy khoang 9,5-19,2 gid. Nira doi thai trir khong
bi bi anh hudng khi suy giam chirc nang than nhung cé thé bi kéo dai néu bi suy giam chirc ning gan
(cb thé t6i 10,3-29,5 gid). Trén 90% lidu ubng duorc thai trir qua than trong vong 24 gi, chi yéu duéi
dang chat chuyén hoa va dudi 10% dudi dang chua chuyén héa. Khoang 14% liéu dung thai trir qua
phan. C6 thé loai trir metronidazol ra khoi co thé bing céch thim tdch m4u, nhung kém hiéu qué khi
thdm phan mang bung. ;

Neomycin

- Neomycin duge hdp thu kém qua dudng tiéu hoa (3%), khoang 97% liéu udng dugc bai tiét dudi
dang khong ddi qua phéan. Sau khi udng 3 g, ndng do dinh huyét thanh dat dugc khoang 4 pg/ml va
khi thut thude sy hdp thu cling twong tu. Hép thu thudc c6 thé ting 1én khi niém mac bi viém hoic ton
thuwong. Khi duge hap thu thude s& thai trir nhanh qua thén dudi dang co hoat tinh.

- Nira dori ctia thude khoang 2-3 gio.

- Khoang 0-30% thubc gén véi protein, thé tich phan bd 0,36 litkg.

Nystatin
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- Nystatin hép"".thu"'kém qua duong tiéi héa, khdng hdp thu qua da hay niém mac khi diing tai ché,
théi rr chit yéu'qua phan dudi darg chua chuyén héa.

Chi dink:

Pidu tri tai chd viém am dao do vi khudn nhay cam va viém am dao khéng ddc higu.

Céc khuyén céo lién quan-dén vigc'sirdungkhang sinh thich hop nén dugc tinh dén.

Chéng chi dinh: e 5 B

-Man cam véi bat ky thanh phén nao cta thudc

Liéu lwrong va cach dung:

Liéu dimg:

- Pit 1 hodc 2 lan/ngay x 1 vién/lan. Dung lién tiép trong 10 ngay va khong lap lai qué 2-3 lan/nam.

Két hop vai didu tri bing duomg udng néu can.

Cdch ding:
r . - ~ 5 ~ , . . a A o r A A A - ~ a A
- Trude khi dat nén rira sach am dao, nhing u6t vién thudc bang nude sbi d€ ngudi. Dat sau vao am

dao mdi tdi trude khi di ngu. Sau khi dat, ndm khoang 15 phit.

- Nén didu tri cho ca ban tinh, bit ké c6 hogic khong c6 khdng 6 dau hiéu 1am sang 85
Thén trong: ;
Metronidazol _ : ;.t :.J
- Metroﬁidazol ¢6 tac dung (rc ché alcol dehydrogenase va cac enzym oxy héa alcol khac. Thudc c6 :H {
phan tmg nhe kiéu disulfiram nhu néng bimg mat, dau dAu, budn nodn, ndn, ra md hdi va co cimg et

_."\;‘i Ad s

bung. cAn theo ddi va khong diing ruou va céc ché phim c6 con trong qud trinh diing thubc.
- Diing lidu cao didu trj cac nhidm khuan ky khi va diéu tri bénh do amip va do Giardia c6 thé giy rbi

loan méu va céc bénh than kinh thé hoat dong

- Than trong khi diing cho ngudi cao tudi vi chirc nang gan da bj suy giam

- Nghién ciru cho thdy metronidazol gay dot bién gen in vifro va ting dang ké ty 1& khdi u & gan trén
chudt nhit tring khi dung liéu cao dai ngﬁy. Cén than trong khi ding metronidazol lidu cao, diéu tri
dai ngdy, cin nhéc gitra loi cich va nguy co c6 thé xay ra.

- Metronidazol c6 thé gay bét hoat Treponema palidum tao nén phan ung duong tinh gia cua nghiém
phap Nelson.

Nystatin

- Néu c6 phan ing qué min xay ra, ngirng sir dung thudc ngay va cé bién phép xir ly thich hop
Neomycin

- Trénh diing tai ch lau dai vi ¢ thé gdy min cam trén da va d& mén cam chéo véi céc khang sinh

aminosid khac.
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Stk dung thudc cho phu nit c6 thai va dang cho'con bit-» + -

Phu nii ¢6 thai: NCp i ST T

Sir dung trong khi mang thai la chong chi dinh vi san phim c¢6 chita neomycin- aminoglycesid c(
doc tinh tiém tang vdi tai; va khong thé loai trir kha nang anh hudng toan than do sy hép thu thude
qua duong am dao. '

Phu nit dang cho con bu:

Do thiéu cac dir ligu vé sy bai tiét ciia cac hoat chét vao sita me do d6 khdng nén str dung thuéc trong
thoi ky dang cho con ba.

Anh hudng ciia thude ddi véi kha ning van hanh may moéc hodc lai tau xe: :

Thube c6 thé gay chéng mat, khéng van hanh may méc‘:_ hay l4i tau xe khi duing thudc

Twong tic thude va cic dang twong tic khéc: :

Khéng nén két hop

+ Cac bién phap tranh thai diét tinh tring tai chd

Céc san phim thudc didu tri 4m dao tai chd c6 thé lam bt hoat céc bién phap tranh thai diét tinh
tring tai chd

+ Rugu (c6 trong dd ubng hoic ta duogc)

Hi¢u (mg antabuse (phéan tng kiéu giéng disulfuram) (néng bumg, d6 mét, non, nhip tim nhanh).
Tréanh uf‘mg dd udng va thude c6 chira alcol. Trude khi udng dd hodc thube ¢6 chira alcol phai xem
xét thoi gian ban thai ciia thube xem thube da duoc dao thai hoan toan chura.

+ Disulfiram

Nguy co gy ra cac dot rdi loan tdm than cép tinh hodc nham I4n, c6 thé phuc hdi khi ngimng két hop.
+ Busulfan

Véi busulfan & liu cao: metronidazol 1am tiing gAp d6i ndng d6 busulfan

Cdn thdn khi két hop »

+ Thube chbng co giat gdy cam Urng enzym

Lam gidm ndng do metronidazol trong huyét tuong do ting chuyén héa & gan boi céc chét gay cam
rng enzym.

Cén gidm sat 1am sing va diéu chinh liéu metronidazol trong khi didu tri va sau khi ngimg didu trj v6i
thuégg: gdy cam (g enzyme.

+ L

Téng lithi méu c6 thé dat ngudng gdy doc véi cac ddu hidu qua lidu lithium.

Theo dbi chit ché lithi méu va diéu chinh lidu lithium thich hop.

+ Rifampicin
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-arewRifampicin 1am giam ndng do metronidazol trong huyét trong do tang.chuyén-hoa & -gar
Gidm sat 1dm sang va diéu chinh liéu-metronidazole (néu can) trong va sau khi ngimg str dung
rifampicin.
Cdn xem xét khi két hop =
+ 5-fluorouracil (va céc fluoropvrimidin khéc)
Metronidazol lam ting ddc¢ tinh ctia fluorouracil do giam d¢ thanh thai
Tac dung khong mong mudn:
Hé co quan Hiém gap (= 1/10 000 va <1/1000) Rat hiém gép (<1/10 000)
Buon nén, miéng cd vi kim loai, chan an, Viém tuy c6 hdi phuc
chudt rat ving thuong vi, ndn mura, tiéu chay

Hé tiéu hoa

Di tng (ndi mé day, ngira), do
birng, viém ludi voi kho miéng
Heé than kinh Nhirc dau, chéng mit

* () liéu cao va / hodc trong truong hop diéu tri kéo dai:

Da

- Giam bach cdu trung tinh c6 hdi phuc khi ngimg didu trj.

- Bénh than kinh cam gidc ngoai bién c¢6 hdi phuc khi nglmg didu tri.

- Ngoaira, cé thé quan sat théy mau nude tiéu mau nau do, do sy hién dién cia céc sic td hoa tan
trong nudce tir qua trinh chuyén hoéa cia thube.

Qua lidu va xir tri:

Khéng c6 trudng hop qua lidu khi sir dung vién nén dat &m dao MIPOGYNAX. Tuy nhién, véi cac
thudc khac c6 chira metronidazol, qué lidu khi udng lidu don 12 g metronidazol di dugc bao cao. Cac
tridu chirng qua lidu dugc biéu hién: nén mira, mét can bing va mét phuong huéng nhe.

Ngoai ra, véi lidu lugng cao va / hodc trong trudng hop diéu tri kéo dai: Giam bach cdu trung tinh va

bénh than kinh ngoai bién vé cam gi4c c6 hdi phuc khi ngimg diéu tri.

Trong trudmg hop qué liéu cdp tinh, diéu trj tridu chimg vi khong c6 thude giai doc dic hiéu véi
metronidazol.

Bdo quan: Noi khd, tranh &nh séng, nhiét do dudi 30°C

Tiéu chuén thanh phim: Tiéu chudn co s&

Han diing: 36 théng ké tir ngay san xuft

Tén va dia chi co s& san xuit: CONG TY CP DUGC PHAM TRUNG UONG 2

Tru sé: S8 9 trAn Thanh Téng, Bach Ping, Hai Ba Trung, Ha Nbi

4m trung wong 2

Mé Linh, Ha Noi

San xudt tai: Nha may san xuét dugc pham-cong ty ¢d phan dugc

~ GIAM BOC
(z/fnﬂ. %ﬁf ,/Z 1 u;\[//ﬂ’??g



