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: To hudng dan sir dung thude

Rx Thubc ké don VACONIDAZOL 250

Pé xa tim tay tré em.
ch ky huéng din sir dung truée khi dung.
Néu cin thém théng tin xin héi y kién Bic si.
Thube nay chi diing theo don thudc

Thanh phén dugc chat

Metronidazol ~ 250mg

Ta dugce v.d 1 vién nén bao phim
(Thanh phan t4 dugc: Polyvinyl pyrrolidon K30, tinh bt sin, lactose monohydrat, natri lauryl
sulfat, magnesi stearat, natri starch glycolat, hydroxypropyl methylcellulose 615, talc, titan
dioxyd, polyethylen glycol 6000, mau brilliant blue, mau quinolin yellow, mau black PN, huong
dau léng, acesulfam kali)

Dang bao ché: Vién nén tron bao ph1m mau xanh, 1 mit tron, 1 mét c6 chit F va 250, canh va
thanh vién lanh lan (ky hiéu trén mit vién dugc khic trén chay, khong sir dung muc in).

Chi dinh

Picu tri cac thé nhiém amip cdp & dudng rudt va 4p xe gan do amip gy ra boi Entamoeba
histolytica.

Nhiém Trichomonas niéu sinh dyc.

Viém cd tir cung, 4m dao do nhidm khuan: Viém 4m dao do Haemophillus, Gardnerella,
viém am dao khong xac dinh hoac do céc vi khuan ky khi.

Nhiém Giardia & ngudi 16n va tré em.

Viém loi hoai tir loét cdp, viém lgi quanh chan ring va cdc nhiém khuén khac & ring do vi
khuén ky khi.

Cach ding, lidu dung
Nhiém amip

Ngudi 16n: Ubng 1,5g/ngay chia 1am 3 1in udng.

Tré em: Udng tir 30 - 40mg/kg/ngay chia 1am 3 lan udng.

Trong truong hop ap xe gan do amip, dan luu hodc bom mu nén thue hién két hop voi didu
tri metronidazol. Thoi gian diu trj théng thudng 14 7 ngay lién tiép.
Nhiém Trichomonas

Phu nir (viém niéu dao va am dao do Trichomonas): Ubng 0,5g/ngdy chia lam hai 14n udng,
trong 10 ngay. Phai diéu tri ddng thdi cho ca ddi tugng c6 quan hé tinh duc, du c6 hay khéng c6
bét cir ddu hiéu 14m sang chimg to c6 nhiém Trichomonas vaginalis, ngay ca khi céc thir nghiém
can lam sang am tinh.

Nam gidi (viém ni¢u dao do Trichomonas): Ubng 0,5g/ngay chia 1am hai Ian trong 10 ngay.

C6 thé tang lidu diéu tri hing ngay 1én dén 0,75g hoic 1,0g/ngay.
Nhiém Giardia

Ngudi 16n va tré em trén 15 tudi: Ubng 0,75g - 1,0g/ngay.

Tré em tir 10-15 tu61 0,5g/ngay

Tré em tir 6-10 tudi: 0 ,375g/ngay.

Liéu hing ngay dugc udng mot 14n duy nhét hodc chia 1am hai 14n, tét nhat 12 uéng trong bira
dn trong 5 ngay lién tiép.
Viém dm dao khdng xéc dinh

Ubng 0 Sg/lan ngay 2 lan, trong 7 ngay.

Phai diéu tri dong thoi cho ca dbi tugng c6 quan hé tinh duc.
Nhi&m vi khudn ky khi con nhay cam (diéu tri budc déu hay diéu tri thay thé

Nguoi 1én: Ubng 1,0g-1,5g/ngay.

Tré em: Uong 20 - 30mg/kg/ngay.
Khi mjt lan quén khong ding thube: Tiép tuc ding thudc theo chi dinh cia Thay thubc,
khong dung bu liéu da quén.

Chéng chl dinh
Qua man v6i metronidazol, cic din chét nitroimidazol hofic v&i bat ky thanh phan nio cua
thudc.
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Tré em duéi 6 tudi.

Cinh b4o va than trong khi ding thube
Thubc ¢6 chia ta duge mau, c6 thé gay dj img.

Thubc nay ¢6 chira dusi 1mmol (23mg) natri, Immol (39mg) kali trong mdi vién, vé co ban

duge xem nhu khdng chira natri, kali.

Nhitng bénh nhan khong dung nap dugc galactose, thiéu hut men lactase hodc kém hép thu
glucose-galactose thi khong nén ding thudc nay.

Metronidazol ¢6 téc dung trc ché alcol dehydrogenase va cac enzym oxy hoa alcol khéc.
Thubc ¢6 phan tmg nhe kiéu disulfiram nhu néng bimg mat, nhirc déu, buon non, ndn, co cing
bung va ra md hoi. Can theo di va khéng dung rugu va céc ché phdm ¢6 cbn khi ubng thudc.

Dung liéu cao diéu tri cdc nhidm khuan ky khi va diéu trj bénh do amip va do Giardia c6 thé
giy r6i loan mau va cac bénh than kinh thé hoat dong.

Diing thubc cho tré em cling can thin trong (trir trudng hop diéu tri amip).

Than trong khi dung thude cho ngudi cao tudi vi chirc nang gan da bi suy giam.

Nghién ctru cho thay metronidazol gy dot bién gen in vitro va tang dang ké ty 1¢ khéi u ¢
gan trén chudt nhit 1réng khi ding lreu cao dai ngay. Do vay, can than trong va chi nén ding
metronidazol liéu cao, kéo dai khi can thiét diéu tri nhitng bénh nghiém trong, can nhéc gita loi
ich va nguy co c6 thé xay ra.

Uong metronidazol ¢6 thé bi nhiém nidm Candida & miéng, am dao hodc rudt. Néu cé boi
nhiém, phai diéu tri thich hop.

Metronidazol c¢6 hép thu tir ngoai cao ¢ khoang budc séng xdc dinh nicotinamid-adenin-
dinucleotid (NADH). Do vay, két qua xét nghiém men gan (ALT, AST, hexokinase glucose,
lactat dehydrogenase, triglycerid) cé thé bi anh huong nen can luu y.

Theo d&i chit ché cac déu hiéu va triéu ching qua man trén da nhu céc phan tmg di Ging (bao
gdm ca séc phan vé), bénh mun mu toan than cap tinh (AGEP), phan Ung da nghiém trong gom
hoi chimg Stevens-Jonhson va hoi chiing Lyell.

Thén trong khi dung thudc cho ngudi c6 céc bénh hé thin kinh trung uong hodc ngoai bién
ning dang tién trién hodc man tinh vi c6 nguy co ting ning tridu chung than kinh.

Than trong khi dung thuéc cho bénh nhin c6 bénh 1y ndo do suy gan. Lidu hang ngay nén
giam xuong con 1/3 va cé thé ding 1 l1an/ngay.

Nude tiéu bi chuyén sang mau nau do trong thoi gian dung thudc metronidazol.

Thén trong khi ding thuéc cho bénh nhan c6 tién sir bi bénh tdm than vi c6 thé xay ra céc
phan tmg loan thin ngay tir lan dau diéu tri.

Thén trong khi ding thudc cho bénh nhan c6 tién sir i loan huyét hoc. Khi didu trj lidu cao
va/hodc kéo dai, nén thyc hién cdc xét nghiém mau thudng xuyén, dic bit la kiém soat cong
thirc bach cau.

Sir dung thudc cho phu nir ¢6 thai va cho con bu
Phu nit ¢6 thai

Metronidazol qua hang rao nhau thai kha nhanh, néng d6 thuéc & cu()ng nhau thai va huyet
turong me tuong tu nhau. Méc du hang nghin ngudi mang thai da ding thude, nhung chua thiy
co thong bao vé viéc gdy qudi thai. Tuy nhién cung ¢6 mdt sb nghién ciru da théng bao nguy co
sinh quai thai tang khi dung thudc vao 3 thang dau cua thai ki. Dc d6 khong nén dung trong thoi
gian d4u khi mang thai, trir khi bit budc phai diing va cin cén nhéc loi ich va nguy co cé hai.

Phu nir cho con bu ’ )

Vi metronidazol bai tiét vao sita me kha nhanh, ndng do thude trong huyét tuong cta tré ba
sira ¢6 thé bing khoang 15% ndng dd & huyét tuong ngudi me. Nén ngimg cho tré bu khi diéu tri
bing metronidazol.

Anh huéng ciia thuéc 1én kha ning li xe, vin hanh mdy moéc
Vi nguy co 14 13n, chéng mit, 4o gide, co giat hodc roi loan thi gidc thoéng qua khi dung
thudc, nén bénh nhén khéng dugc l4i xe hodc diéu khién may moc.

Twong tic thube
*Véi cde thudce chong dong coumarin: Metronidazol dung dudng udng hoic tiém cd thé gy

ting tac dung céc thude chéng dong méu dang ubng, dic biét warfarin lam kéo dai thoi gian
prothrombin, vi vay trdnh ding dong thoi hodc phai theo dbi thoi gian prothrombin hodc dicu
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chinh liéu céc thude chong dong néu can.

*Rueou va thudc ¢é chira alcol: Metronidazol trc ché cac enzym oxy héa ruou va alcol
dehydrogenase gay phan tmg kiéu disulfiram. Vi véy khong ubng rugu hodc ding ddng thoi cac
thude c6 chita con trong khi diéu tri v6i metronidazol. Khéng dung déng thoi metronidazol véi
disulfiram hodc phai diing thuéc & nhiing thoi diém céch khoang xa.

* Phenobarbital, phenytoin: Dung ddng thdi metronidazol va phenobarbital lam ting
chuyén héa metronidazol nén thube thal trir nhanh hon.

*Lithi: Da thay bdo cdo mot sb ddu hiéu doc cia lithi khi dung metronidazol cho nhiing
bénh nhén dang diéu tri lithi lidu cao vi c6 thé gdy ting ndng do lithi huyét thanh, do vy cén
thén trong va theo doi ndng d lithi khi dung dong thoi.

*Terfenadm va astemisol: Metronidazol ¢ thé twong téc véi terfenadin va astemisol khi
ding ddng thoi 1am ting phan (g bAt lgi nghiém trong trén tim mach cua cac thudc ndy nhu
kéo dai khodng QT, loan nhip, l‘lhlp nhanh... Do vay phai rat than trong va khong nén dung dong
thdi cac thudc khang histamin nay cho bénh nhin dang dung céc thubc cé cdu tric nhém
itraconazol, ketoconazol, bao gom ca metronidazol.

*Cimetidin e ché su chuyén héa tai gan cua metronidazol, lam tang thoi gian ban thai cia
metronidazol, dn dén ting ADR, vi vy cén cén nhic khi str dung dong thoi.

*Cyclosporin: Metronidazol lam téng ndng do cyclosporin huyét thanh. Nong do huyét
thanh. cia cyclosporin va creatinin nén dugc theo ddi chat ché khi cdn thiét phai dung
metronidazol dong thoi.

*5_Fluorouracil: Metronidazol 1am giam d thanh thai ctia 5-fluorouracil dua dén ting doc
tinh ctia 5-fluorouracil.

* Busulfan: Nong do busulfan huyét thanh tang gap dbi khi dung busulfan lidu cao két hop
véi metronidazol, c6 thé gy ngd doc busulfan trdm trong.

*Rifampicin: Lam giam nong d9 metronidazol trong huyét tuong bang cach ting chuyen héa
& gan. Can theo ddi lam sang va c6 thé didu chinh lidu metronidazol trong khi diéu tri bing
rifampicin va sau khi ngimg thudc.

Tac dung khong mong mudn ciia thude (ADR)

Tén suét téc dung khéng mong muén udc tinh duge phén loai theo quy udc sau day: Rat
thuong gap (ADR = 1/10), Thudng gip (1/100 < ADR < 1/10), it gap (1/1.000 < ADR < 1/100),
Hiém gip (1/10.000 < ADR < 1/1.000), Rét hiém gip (ADR< 10.000), Chua r5 (khong ude tinh
duoc tir dir liéu sén co).

Hé co quan Tin suit Biéu hién
Mau va hé bach huyét Rét hiém Mat bach cau hat, giam bach cau trung tinh, giam
gip tiéu clu, glam toan thé huyét ciu
Chua rd Giam bach cau
Hé mién dich Hiém gap | Séc phan vé
Chua 1 Phu mach, may day, sbt
Chuyén héa va dinh | Chuard Chan in
dudng
Tam than Rét hiém R&i loan tAm than, bao gom ca 1u 1an va 4o gidc
gip
Chua rd Tam trang chan nan
Hé han kinh Rét hiém Bénh vé& thn kinh (1d 1an, sdt, dau dau, ao giic, té
gép liét, nhay cam véi anh sdng, r01 loan thi gidc va cir
dong, cing co) va hoi ching tleu ndo ban cip (mat
diéu hoa, roi loan nhip tim, rdi loan dang di, rung
giat nhan cAu va run) c6 thé hét khi ngimg sir dung
thude.
Budn ngi, chéng mit, co giat, nhire dau.
Chua o Trong khi diéu tri v&i metronidazol té‘mg cucmg
va/hoic kéo dai, bénh than kinh cam gidc ngoai vi
hogc co gidt dang epileptiform thoang qua da duoc
bo c4o. Trong hdu hét cic trudng hgp, bénh than
kinh hét sau khi ngimg diéu tri hodic khi giam lidu
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ding.
Viém mang ndo v khudn.
Mit Rét hiém R4i loan thi gidc thoang qua nhu rdi loan thi luc,
| gdp nhin déi, can thi, giam thi luc, thay ddi mau nhin
Chua ro Bénh than kinh thj gidc/viém day than kinh
Tai va dc tai Chuard | Khiém thinh/mat thinh lyc (bao gdm ca than kinh
glac quan), U tai
Tiéu hoa Chura o Rbi loan vi gidc, viém niém mac miéng, budn ndn,
nén, roi loan da day-rudt nhu dau thuong vi va tiéu
chay
Gan mat Rét hiém Roi loan gan mét, ting men gan, viém gan tic mat
: gép va tén thuong te bao gan, déi lic vang da, suy gan
R6i loan da va mé dudi | Rat hiém Phit ban da, ndi mun mu, mun mu ngoai ban tng
da gép quét cép tinh, viém ngira, do bimng
Chuard Ban d6 da dang, hdi chirng Stevens-Johnson hodc
hoai tir biéu bi nhiém doc, phét ban do thubc cb v
dinh ==
Co xuong, md lién két Rat hiém Pau <o, dau khép i
gédp et ‘ HAN 1)
Than va tiét niéu Rét hiém Nude tiéu sam mau (do chat chuyén héa OPHA
gidp metronidazol)
2 B
* Huwdng dan xir tri ADR ~=phs

Ngirng diéu tri khi bi chong mit, 1a 13n, mat diéu hoa.
Kiém tra cong thirc bach cau & ngudi bi réi loan tao mau hoic diéu trj liéu cao va kéo dai.
Giam liéu & ngudi suy gan ning.
Diéu tri triéu chimg néu céc phan (g khong thé kiém soét.
Théng bdo ngay cho bdc st hodc dirge sT nhitng tac dung khéng mong muon gap phai khi sir
dung thuoc.

Qua liéu va cach xir tri
Pi thiy bao cao trudng hop ngd doc qud liéu metronidazol khi udng mat lidu duy nhét 12g.
Triéu chimg bao gdm budn ndn, nén va mét didu hoa, bénh Iy than kinh ngoai bién, dong kinh.
Xar tri: Khong c6 thube giai doc dic higu. Didu trj triéu chimg va hd tro.

DPic tinh duge lue hoc

Loai thuéc: Thudc khang khudn, thuée chéng dong vat nguyén sinh.

Ma ATC: J01XDO01

Metronidazol 12 mdt dan chét 5 - nitroimidazol, c6 phd hoat tinh rong trén dong vt nguyén
sinh nhu amip, Giardia va trén vi khuan ky khi.

Co ché tic dung ciia metronidazol con chua thét rd. Trong t& bao vi khuén hoic dong vt
nguyen sinh, nhém 5-nitro cla thude bi khir boi nitroreductase cua vi khudn thanh cdc chat trung
gian doc véi té bao. Céc chét nay li¢n k ét v6i cAu triic xodn cua phan tor DNA lam ngung qua
trinh sao chép, cudi ciing lam té bao bi chét. N ghlen curu in vitro cho thay mot vai yéu to anh
hudng tirong dm t&i do nhay cam cua vi khuén vai thudce dic biét 1a didu kién yem khi ciia mdi
trudng nudi cay Su tuong tac gitta cic vi khudn va metronidazol cling da thdy mé ta, nhu
metronidazol ¢6 thé trc ché E.coli khi c6 mit B, fragilis va ting ti 1& diét khuin vé6i B.fragilis khi
moi trudng co E.coli.

Metronidazol c6 tic dung chéng viém v&i co ché hién chua rd.

Phé tdc dung: Noi chung, metronidazol ¢6 tac dung voi hau hét cac vi khudn ky khi va nhiéu
loai dong vat nguyén sinh. Thubc ciing c6 doc v6i ca cic té bao thiéu Xy hodc giam tiéu thu
oxy. Metronidazol khong c6 tic dung véi ndm, virus va hau hét cic vi khudn hiéu khi va vi
khuén ky khi khong bt bude (ty ¥).

Véi vi khuan: In vitro, metronidazol ¢6 tac dung véi nhidu loai vi khuin gram dm Ky khi nhu
Bacteroides fragilis, B. distasonis, B.ovatus, B. thetaiotaomicron, B. oreolyticus, B. vulgaris,
Porphyromonas asaccharolytic, P. gingivalis, Prevotella bivia, P. disiens, P.intermedia,
Fusobacterium va Veiilonella; Mot sé chung Mobiluncus; Thube cling ¢6 tac dung trén mot sé
chung ky khi gram duong nhu Clostridium, C.difficile, C.perfiingens, Eubacterium, Peptococus
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v% Peptostreptococus

Hau het cac chung Gardnerella vaginalis chi nhay cam véi metronidazol ¢ nong d6 cao. Tuy
nhién, chét chuyén héa 2-hydroxy cila metronidazol c6 tac dung trén vi khuén nay gdp khoang 4-
8 1an so véi metronidazol, va do viy thudc c6 tac dung in vivo. )

Metronidazol ¢6 tic dung han ché trén Lactobacillus hodc céc vi khudn hiéu khi khéc phén
lap tir &m dao.

In vitro, ndng d6 tdi thiéu e ché 90% (MICs) cdc chiing vi khuén ky khi Gram am va
duomg nhay cam khoang 0,125-6,25 microgam/ml, Nghién ctru cho thdy néu ndng do wc ché tdi
thiéu cia thude vao khoang
< 8 microgam/ml, thi dwoc coi 13 nhay cdm véi metronidazol, va néu ndng d6 d6 > 32
microgam/ml thi xem nhu vi khuin da khang thudc.

Vé6i dong vat nguyén sinh: Metronidazol c6 tdc dung v&i Entamoeba histolytica,
Trichomonas vaginalis, Giardia lamblza va Balantidium coli. In vitro, hdu hét céc ching
E. histolytica va T. vagznalls bi tic ché & ndng dd thép hon 3 microgam/ml va hiu hét céc ching
G.lamblia bi Gc ché & ndng dd khoang tir 0,8-32 microgam/ml.

Khdng thudc: DA ¢b bio cdo cb t6i 70-75% ching Actinomyces spp. va Propionibacterium,
Lactobacillus khe’mg metronidazol. Khéng chéo véi céc nitroimidazol khéc nhu tinidazol ciing da
xay ra. Khang thudc tu nhién va méc phai & mot sé chiing Trichomonas vaginalis ciing da thiy
thong bdo. Méc du chua rd vé mirc d6 quan trong trén lam sang, nhung nghién ciru in vitro cho
thdy mot sb chung phén lap T. vagmal:s glém nhay cam vd&i metronidazol ciing gtam nhay cam
v6i tinidazol. Néng d6 dlf;t khuén t6i thiéu (MLC) cua tinidazol v6i ching nay thdp hon so véi
cia metronidazol. Mot sb trudng hop khang thuéc hiém gip hon da thdy bdo cdo vdi
Bacteroides fragilis va céc vi khudn ky khi khi diéu tri dai ngay. Nghlen ctru cho thdy céc ching
khang metronidazol chia it ferredoxin, mét protein c6 tdc dung xtic tic khir héa metronidazol ¢6
trong cdc chung nay. C6 1€ vi ferredoxm giam nhung khéng mat hoan toan nén trudng hop céc
chiing vi khuan khang thuc vAn c6 thé dap mg khi ding metronidazol liéu cao va kéo dai.

Khi dung metronidazol don dc dé didu trj Campylobacter hodc Helicobacter pylori thi
khang thudc phét trién khéa nhanh. Do vay, khi bj nhi&m ca vi khuan wa khi va ky khi, phai phéi
hop metronidazol véi cac thudc khéng khuén khac.

Pic tinh duwge dong hoc
X

Haép thu

Metronidazol thucmg hép thu nhanh va hoan toan sau khi udng. Khoang 80% liéu duqc hap
thu tir dudng tiéu héa trong vong 1 gid. Céc dinh hap thu trong huyét thanh dudng uéng tuong
ty nhu cac dinh hap thu khi tlem tinh mach véi liéu lugng tuong ducmg

Sinh kha dung dudng uéng 14 100 phan trim. N6 khong bi bién déi déng ké khi diing ddng
thoi thire an,
Phén b

Sau khi udng liéu don 500mg, ndng @5 t6i da trong huyét tuong dat dugc trung binh 13 10
rnlcrogam/ml Sau 3 gid, nong dQ trung binh trong huyét twvong 1 13,5 microgam/ml.

Thoi gian ban thai trong huyét tuomg 1a8-10 gio.

Khoang duéi 20% thuéc lién két v6i protein huyét trong.

Thé tich phan bd biéu klen vao khoang 40 lit (tirc 14 0 65!/kg)

Metronidazol phan bo tdt vao cac mo va dich co thc, ké ca xuong, mat, nuéc bot, dich bi,
dich mang byng, dich tiét sinh duc, dich no tiy va hong cau.

Thubc c6 thé qua, nhau thai va vao sita véi ndng d6 xép xi ndng dQ trong huyét tuong.
Khoang dudi 20% thudc lién két véi protein huyét trong.
Chuyén héa

Khoémg 30-60% lidu metronidazol diing dudng uong hodic tiém chuyén hoa & gan thanh céc
chat chuyén héa dang hydroxy va glucuromd Chat chuyén héa 2-hydroxy ciing cé tic dung
dugc ly trén vi khuan va dong vét nguyén sinh.
Thai trir

0] ngudi c6 chirc nédng gan, than binh thuémg, thdi gian ban thai trung binh cia metronidazol
trong huyét twong khoang 6-8 gid va chit chuyén héa hydroxy khoang 9,5-19,2 gid. Thoi gian
ban thai khoéng bi anh hudng khi suy gidm chirc nin than c6 thé bi kéo dai khi bj suy giam
chire nang gan (cé thé t6i 10,3- 29,5 glb) Trén 90% liéu ubng duoc thai trir qua thin trong vong
24 gid, chu yéu duéi dang chét chuyén héa va dudi 10% dudi dang chua chuyén hoéa. Khoang |
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14% liéu dung thai trir qua phan. C6 thé loai metronidazol ra khoi co thé bing thim tach mau,
nhung kém hiéu qua khi thAm phan mang bung.

Quy cach dong goi

STT | MG& ta tém tit quy cach déng gbi
1 | Ep vi, vi 10 vién, hop 10 vi
2 | Epvi, vi 25 vién, hop 10 vi
3 | DPéng chai 100 vién

Pidu kién bao quéan: Noi kho rdo, thodng mat, tranh anh sang, nhiét d6 khong qua 30°C.

Han ding: 36 thang ké tir ngay san xuét.

(Sau khi mé nép chai: Pay kin nép chai lai va bao quan & noi khé réo, thodng mat, tranh 4nh
sang, nhiét d6 khong qua 30°C, s& khong 1am giam han diing cua thubc)

Tiéu chuin chit lwgng: NSX

Tén, dja chi ciia co s¢ ding ky va san xuat Cong ty Co phan Duge VACOPHARM
59 Nguyen Hu@, Phudong 1, Thanh pho Tan An,
hﬁ\vacapharm Tinh Long An
Dién thoai: (0272) 3829311 Fax: (0272) 3822244

San xuit tai: Km 1954, Québc 1§ 1A, Phuing Téin Khénh,
Thanh pho Tin An, Tinh Long An www.vacopharm.com N

Long An, ngay 13 thang 7 ndm 2023
KT.Téng Gidm dbc Cong ty
__Pho Téng Giadm dbc
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