Rx

METRONIDAZOL 750mg/150m!

Tin thube: METRONIDAZOL 750mg/1 $0ml =
lsadbinintolbbiinbabeiopditutack

o Thubc nhy chi dang theo dom thubc
¢ Do k?_hu{mgd]n st dung trude khi dimg thubc
o D¢ xa thm tay tré em

¢ Thong bko ngay cho bic »§ hodc duge 59 nhimg téc dyng
khéng mong mudn ghp phas khi sir dyng thube,

Thianh phin
Thanh phan dgre char
Metronidazo! tetes toreperreetsssiosssrpesesoervssessmosesarrersoresssserre § FONME
Thanh phén 14 dugre
Dinatri hydrophosphat, acid citric, natri clorid, nuéc 44 pha thubc tiém
Taduge............. S—— . T Yt

Dang bao ché: Dung dich tiém truyén. ‘
Ma ta sin phim: Dung dich thubc tiém v6 khudn duge déng trong lo
thiry tinh kin. Dung dich thubc trong, khong mau hodc c6 mau vang nhat.
pH:45-60.

Chidjnh:

Dicu tr cic truémg hgp nhiém vi khudn ky khi (nhe Bacteroides
Jragilis, B. distasonis, B. ovatus, B. thetaiotaomicron, B. oreolyticus, B.
vilgaris, Porphyromonas asaccharolytic, P gingivalis, Prevotella; Mot

chiung Mobiluncus; Clostridium, C. difficile, C. perfringens,
Euhm‘:e:-fum, Peptococus va Pe, tostrepfococus) va vi khuan hiéu khj -
ky khi hon hop: Diéu trj céc nhiém khuéin ning nhu nhidm khudn trong 6
byng (viém mang byng, 4p xe 6 bung, viém mang trong tir cung, viém voi
budng trirng va nhiém khun 4m dao sau phdu thujt), nhiém khuén da va
cdu tric da, nhiém khuin & xwong, khép, duémg hé hip duéi (bao gbm
viém phoi, viém mang phoi mi, ap xe phéi): nhidm khudn hé ndo tuy (bao
0m viém méng nio va &p xe ndio), nhiém khuin huyét, viém mang trong
tim géy ra béri cac ching vi khuin nhay cim.
Metronidazo! c6 hi¢u qua trong truémg hop nhiém B. fragilis ma
khong dép (mg véi clindamycin, cloram phenicol hodc penicillin.
Vi metronidazol khong c6 tac dung véi hiu hét cac vi khudn hiéu khi
nén truGe vi trong khi diéu tr, cin nudi cdy aé x4c djnh A9 nhay cam.

Cén thiét phai phgi hop vé1 céc khang sinh khac dé diéu try cc truomg
hop nhiém khudn hén hop, vi dy phéi hop cefepim trong diéu trj nhidm
khuan 6 byng do Escherichia coli, cac streptococci viridans, P
aeruginosa, Klebsiella pneumoniae, Enterobacter hoic Bactervides

fragilis; phéi hop ciprofloxacin trong nhidm khuin & bung gay ra bai

E.coli, P. aeruginosa, P. mirabilis, K. pneumoniae hoac B. fragilis.

Ciéch dung~Litu dang:

Tiém Iruys;i dung dich Metronidazol 750mg/150ml véi tde 4 truyén
Sml/phft. : o .

Khi ngudsi bénh c6 the uong duge thude thi chuyén sang dimg dang udng.

Dung dich thudc tiém metronidazol c6 pH thip, nén cé thé dé bj nh
hudmg hojc twong ky. Khéng pha trén dung dich tiém véi bét ky thude
ndo khic.

Khdng nén ding cic logi kim tiém truyén hogc dyng cy pha loang c6
chira nhém vi dung dich tiém chua pha lodng c6 thé twong ky véi nhém
lam bi:én méu dung dich thudc (46 néu) hoic két tua.

Liéuding:

Dy phong nhiém triong hdu phéu do vi khudn ky khi:

Chu yéu trong philu thudt 6 bung, (djc biét 14 dai tryc trang) va phy khoa

Thoi gian sir dung khéng sinh dy phong chi nén trong giai dogn hiu
phdu (24 gi& nhung khong qua 48 gid).

Nguéi 16m: Truyén tinh mach mét Jiéu 1000mg - 1500mg, 30 — 60
phit trede phau thudt hodic S00mg ngay trudce khi phau thudt, sau d6 dung
tiép S00mg sau mdi 8 gid. _

Tré em < 12 tuoi: dimg licu duy nhét 20 - 30mg/kg cin néng vio thai
diém 1 -2 gidrtruc phiuthugt. .

Tré so sinh < 40 tudn: ding liéu duy nhit 10mg/kg thé trong ngay
trude khi phau thugt.

Nhiém khuin A;i:m:

Nguéi 1ém: Truyen tinh mach 1000 — 1500mg, mdi ngay mét liéu don
ho#c 500mg mdi 8 gid.

Tré em tir 8 tuiin dén 12 tudi: Liéu hang ngay 1a 20 — 30mg/kg/ngay
khi ding don liéu hogc chia 1am 7,5mg/kg mdi 8 gio. Liéu hang ngay c6
thé ting Ién 40mg/kg, tuy thufc vao mirc 49 nghiém trong cua nhiém
tring. Théri gian diéu trj thuomg 1a 7 ngay.

Tré em < 8 tuan tudi: 15mg/kg du6i dang mét lidu don mdi ngay hodic
chia lam 7, 5mg/kg mdi 12 gio.

O tré 50 sinh c6 46 tudi < 40 tudn, sy tich ty metronidazol c6 thé xay ra
trong tudn d4u tién ciza cude déi, do d6 ndng 46 metronidazol trong huyét
thanh nén dugc theo d5i sau vai ngay diéu tri. Thay thé bang duimg \Kg
ngay khi cé thé, Jiéu tuong ty nhu liéu tiém.

Théi gian diéu trj: _

Théi gian diéu tr tir 7 - 10 ngay nén dp dung cho hiu hét cic bénh nhéin
nhung tiy thujc vao tinh trang cy thé ciia bénh nhin béc s§ c6 thé quyét
dinh kéo dai thoi gian diéu tri.

Viém dm dao do vi khuén:

Ngudi Ién: 400mg/ 2 lan/ngay trong 5 — 7 ngay hodc 2000mg dudi
dang liéudon

Bénh do trichomonas:

. Ngudi 16m va tré vj thanh nién: 2000mg mét lin hodc 200mg x 3
lan/ngay trong 7 ngay hodc 400mg x 2 lan/ngay trong 5— 7 ngay.

Tré < 10 tudi: 40mg/kg udng theo liéu don hoac 15 - 30 mg/kg/ngay
chia lam 2 - 3 liéu trong 7 ngay; khdng virgt qué 2000mg/lidu.

Bénh do Giardia: _

Ngirén Iém va tré em > 10 wbi: 2000mg x 1 lﬁnfngi)rtmng3nﬁy,hoac
400mg x 3 lan/ngiy trong S ngay hojic 500mg x 2 An/ngay trong 7— 10 ngay,

Tré em tir 7 dén 10 tudi: 1000mg x | 1an/ ngay trong 3 ngay.

Tréem tir3 dén 7 tudi: 600 dén 800mg x 1 lin/ngay trong 3 ngay.

Ngoai ra cc':_thé dung liéu theo trong lugng co thé: 15 — 40mg/kg/ngay
chia 1am 2 dén 3 liéu.

Bénh do amip: . .

Ngusisi Iom va tré em > 10 tuor: 400 dén 800 mg x 3 lan‘ngay trong 5— 10 ngay.

Tré em tir 7 dén 10 tudi: 200 — 400mg x 3 lin/ngay trong 5 - 10 ngay.

Tré em tir 3 —7 tuoi: 100—200mg x 3 lin/ngay trong 5 — 10 ngay.

Tré em tir 1 -3 tudi: 100-200mgx 3 Iﬁwngéyhﬁngi&— 10 ngay.

Ngoi ra ¢6 thé ding liéu theo trong lugng co the: 35 — 50 mg/kg/
ngay chia 3 lin, diing tir 5 — 10 ngay, khong duge vurgt qua 2400mg/ngay.

Dicu trj viém Joét da day t4 trang do H.pylori G bénh nhi: )

Phdi hgp vai cac thube khac trong phac dd: 20mg/kg/ngay, khong
vugt qua 500mg x 2 lin/ ngay trong 7 - 14 ngay.

Nguedi cao tusi: _ _

Thin trong khi sir dyng cho nguéi cao tudi vi chirc ning gan 43 b suy
giam, diéu chinh liéu ding phi hop.

Bénh nhén suy thén:

Khdng cin dieu chinh liéu sir dyng & bénh nhén suy thin.

Bénh nhin suy giam chirc ndng gan: g
Diéu chinh liéu ding cho bénh nhin suy gidm chirc niing gan khi cin thiét
(theo ddi mirc huyét thanh).

Chbng chidjnh: _

Qué min v&i metronidazol hodic cic din chit nitroimidazol va bt ky
thanh phén nao khéc cia thube.

Phynir c6 thai trong 3 théng diu.

Bénh nhin suy giam chirc niing gan giai dogn cubi.

Bénh nhin bj cic chimg i logn 130 mdu va cic bénh khong duoc
kiém sodt cua h¢ thong thén kinh trung vong hay ngogi bién.

Canh béo va thin trong Khi dimg thube:

Metronidazol co thc gr:g e ché alcol dehydrogenase va cic enzym
oxy héa alcol khac. Thudc ¢d phan img nhe kiéu disulfiram nhu néng
bimg mjt, nhirc diu, bubn ndn, ndn, co cimg bung va ra md héi. Cin theo
ddi va khong dung rugu va cic ché phim c6 con khi uong thude.

Diing liéu cao diéu trj céc nhiém khudn ky khi va diéu trj bénh do amip va
do Giardia o6 thé glty rbi logn méu vé cc bénh nhén thin kinh thé hogt ddng.

An toan khn sir dgng metronidazol dgng tiém trén cho tré em chua
dugc xic dinh cho batky chi dinhndo.

Thén trong khi sir dyng cho ngurin cao twdi vi chirc ning gan da bj suy giam.

Nghién ciru cho thiy metronidazol giy djt bién gen in vitro va ting
déing ké ty ¢ khoi u & gan trén chuft nhit wring khi ding liéu cao dai ngay.
Do vy cén thén trong va chi nén dung metronidazol liéu cao, diéu try dii
ngdy khi can thiét diéu tr nhimg bénh nghiém trong, cin nhic gitta loi ich
v nguy coco thé xdyra.

Sirdyng cho phy nir ¢6 thai va cho con ba:
St dung thuoc cho phu nit c6 thai. |

Mctmmd:mlquahipgﬁonhauthnikhinhnhnﬁngdélhuﬁcﬁ
cudng nhau thai va huyét twong me twong h,l‘l‘lhll.I. Mjc di hang nghin
nguiri mang thai 43 ding thudc nhung chisa thiy c6 thdng bao vé vige giy
qudi thai Tuy nhién ciing c6 mit sO nghién ctru 42 thong béo nguy co sinh
quéi thai ting khi ding thudc vio 3 thang ddu cia thai ky. Do 86 khong
nén ding trong thin gian diu khi mang thay, tni khi bit budc phai dung va
cén nhic lon ich va nguy coco hgi.
Stz dyng thuoc cho phy nit cho con bé : ‘

Metronidazol bii tiét vio sfa mg khi nhanh, ndng d6 thudc trong
huyét twong coa tré b sita c6 thé biing khodng 15 % ndng 4§ & huyet
twong ngudn me. Nén ngimg cho tré bi khi diéu trj bing metronidazol.

Anb huimg cia thube lén khi ning l4i xe v vin hinh miy méc:

Viéc sir dung thubc khong inh hudmg dén kha ning 14i xe vi vin hinh
mdy moc.




METRONIDAZOL 750mg/150ml

Twong the, tuomg Ky cua thude
Ve cde thude ching dong coumarin Metronidazol dung dudmg uong

hobc tiém co thé gy Wing tc dung cdc thudc chbng déng miu va deng
adng, ddc bi¢t warfarin lam kéo dai thod glan prothrombin, vi vy tranh
dung ddng thot hode phai theo dii thin gian prothrombin hodc diéu chinh

lidu céc thude chdng dong néu cin
Ruxru v thude ¢6 chra aleol: Metronidazol (re ché cdc enzym oxy

héa nrow va alcol dehydrogenase gy phan timg kitu disulfiram. Vi vily
khdng udng rugu hodc dimg ddng thén cde thude ¢6 chira con trong khi
didu tri voi metronidazol. Khong ding dong thon metronidazol v
disulfiram holic phai diing thudc & nhimg thon diém cdch khoang xa
Phenobarbital: Ding ddng thdi metronidazol va phenobarbital lam
ting chuyén héa metronidazol nén thubc thdi trirnhanh hml_. |
Lithi: DA thity bao cho mt s& dlu hidu ddc coa lithi khi dung
metronidazol cho nhimg bénh nhiin dang didu tri lithi liéu cao vi 5:& thé
gdy ting ndng dd lithi huyét thanh, do viy clin thin trong va theo dBi nOng

0 lithi khi dung dong thon. | ;
Terfenadin va astemisol: Metronidazol ¢6 thé twong tac vl

terfenadin va astemisol khi dung dong thon lam ting phﬁg img bét ¢
nghiém trong trén tim mach cua cdc thuoc nay nhu kéo dai khoang QT,
loan nhip, nhip nhanh ... Do vy phai rt thin trong va khong nén dung
dbng thiri céic thubc khang histamin ndy cho cac bénh nhin dang dung
cic thubc cé cdu trac nhém itraconazol, ketoconazol bao gom ca
metronidazol.

Cimetidin \rc ché su chuyén hoa tai gan cua metronidazol, 1am ting
thoi gian ban thai cua metronidazol, diin dén ting ADR, vi vy cln cln
nhiic khi sir dung ddng thni.

Téc dyng khéng mong mudn (ADR): L o
Téc dung khong mong mubn thuomg phy thuge vio lidu diing. Khi dung
lidu cao va lau dai s@ lam ting tac dung bt lgn.

Thwomg gdp, ADR > 1/100 2enaity .
Tiéu hoa: Budn nén, non, chan in, dau bung, ia chay, c6 vi kim logi

kho chju.
ftedp, 171000 < ADR < 1/100
Mau: Giam bach céu.
Hiém gap. ADR < 1/1000
Mau: Mat bach cdu hat e
TKTW: Con dong kinh, bénh da dy than kinh ngoai vi, nhirc dau.
Da: Phong rép da, ban da, ngira.
Tiét niéu: Nurdc tiéu sim mau.
Qui li¢u va cich xir tri:

Triéuchimg: | _
Trong trrong hgp qué lidu & ngudi 16m, céc tri¢u chimg thuong gip

3m budn ndn. non va mét diéu hda. Ddi véi tré so sinh thiéu thang,
bk;gngg thiy xufit hlilén tri¢u chimg lam sdng hay sinh hoc cua dge tinh tién
trién cia thude.

Diéu tri:

Khong co thudc gii ddc diic higu, diéu trj tri¢u chimg va hd trg.

Dugc lyre hoe:

uli\?r;tg:lig:zul 14 mot din chat S-nitroimidazol, c6 pho hoat tinh réng

trén ddng vat nguyén sinh nhu amip, Giardia va vi khuin kj khi.

Co ché tac dung clia metronidazol con chua thjt rd. Trong té bdo vi
khuéin hofic djng vt nguyén sinh, nhém S-nitro cua thude bj khir boi
nitroreductase cua vi khudn thanh cdc chét trung gian dgc voi té bao. Cac
chéit nay lién két véi cdu tric xo0din cia phin tir DNA lam ngimg qué trinh
sao chép, cudi cing lam té bao bj chét. Nghién ciru in vitro cho thily mét
vii yéu té anh huéng twong i t6i 4o nhay cam cila vi khuan véi thude
dic biét 1a diéu kién yém khi ctia mi trudmg nudi cay. Sy twong tic gilra
cic vi khudn va metronidazol ciing di thay md ta, nhu metronidazol o
thé trc ché E. coli khi c6 mjit B. fragilis va ting ty 1¢ di¢t khuin véi B.
fragilis khi mi truomg c6 E. coli.

Metromdazol ¢6 tac dung chéng viém véi co ché hién chua rd.

Phé tdc dung: N6i chung, metronidazol ¢6 tac dyng véi hiu hét cée vi
khuén ky khi va nhiéu loai ddng vit nguyén sinh. Thudc ciing c6 déc véi
¢ cc té bao thiéu oxy hodc giam tiéu thy oxy. Metronidazol khong cé tic
dyung v&i nim, virus va hiu hét cac vi khuédn hiéu khi va vi khudn ky khi
khong biit buge (tuy y). ‘

Vé&i vi khudn: In vitro, metronidazol ¢6 tac dung véi nhiéu logi vi
khudn gram am ky khi nhu Bacteroides fragilis, B. distasonis, B. ovatus,
B. thetaiotaomicron, B. oreolyticus, B. vulgaris, Porphyromonas
asaccharolytic, P. gingivalis, Prevorella: Mot s6 ching Mobiluncus;
Thubdc cling ¢6 tic dung trén mét s6 ching ky khi gram duong nhu
Clostridium, C. difficile, C. perfringens, Eubacterium, Peptococus va
Peptostreptococus.

Héau hét cdc chung Gardnerella vaginalis chi nhay cam véi
metronidazol & néng d¢ cao. Tuy nhién chit chuyén hoa 2-hydroxy cuia
metronidazol co tac dung trén vi khudn nay gip khoang 4 — 8 1an so véi
metronidazol va do vily thubc co tac dung in vive. Metronidazol ¢6 tac
dung han ché trén Lactobacillus hojc cdc vi khuin hi¢u khi khac phin lip
trdm dgo.

In vitro, ndng dd tdi thiéu (rc ché 90% (MIC,,) cdc ching vi khudn ky
khi Gram am va duong nhay cam khoang 0,125 — 6,25 microgam/ml.
Nghién ciru cho thiy néundng d¢ trc ché 1i thiéu cia thude vao khoang <
8 microgam/ml, thi dugc coi 1 nhay cim véi metronidazol va néu nong
46 46> 32 microgam/ml thi xem nhur vi khuin da khang thude.

V& déng vit nguyén sinh: Metronidazol cé tac dung v Entamoeba
histolytica, Trichomonas vaginalis, Giardia lamblia va Balantidium
coli. In vitro, hiu hét cic chung E. histolyticava T, vaginalis bj irc ché &
ndng 49 thip hon 3 microgam/ml va hiu hét cdc ching G. lamblia bj e
ché o ndng d¢ khoang tir 0,8 — 32 microgam/ml.

Khdng thuéc: D ¢6 bio cdo ¢d 16i 70 - 75% ching Actinomyces spp. va
Propionibacterium, Lactobaccillus khang metronidazol. Khing chéo véi
céc nitroimidazol khac nhu tinidazol cling 3 xdy ra. Khdng thudc tyr nhién
va mic phai & mdt s6 ching Trichomonas vaginalis ciing da thay thong béo.
Mic di chura rd vé mire dd quan trong trén lim sang, nhung nghién ciru in
vitro cho thdy mt s6 ching phan Idp T vaginalis giam nhay cam voi
metronidazol cling giam nhay cim véi tinidazol. Nong d6 diét khudn t6i
thiéu (MLC) cua imdazol von ching nay Lhﬁp hon so v&i cua metronidazol.
M¢t s6 troomg hop khang thude hiém gip hon da thiy bdo cdo véi
Bactervides fragilis va cc vi khuan ky khi khi diéu trj dai ngay.

Nghién ciru cho thdy cdc chung khing metronidazol chira it
ferredoxin, m{t protein ¢6 tac dyng xuc tac khir héa metronidazol co
trong céc ching ndy. C6 12 vi ferredoxin gidm nhung khong mét hoan
todn nén trudmg hop céc ching vi khuan khang thude van cé thé dap img
khi ding metronidazol liéu cao va kéo dai.

Khi ding metronidazol don ddc dé diéu trj Campylobacter hoic
Helicobacter pylori thi khéng thudc phat trién kha nhanh. Do viy, khi bj
nhiém ca vi khuin wa khi va ky khi, phai phdi hop metronidazol véi cdc
thube khang khudin khac.

Dugc dfng hoc:

Khi ding liéu khéi ddu 15 mg/kg tiém truyén trong | gid, sau d6
truyén 7,5mg/kg, 6 gidr mot liéu thi nbng 4§ dinh huyét trong dat duge ¢
trang thai ciin bang khoang 26 microgam/ml.

Metronidazol phin bglﬁt vlo cdc md va dich co thé, ké ca xuong,
mft, nudre bot, dich 6i, dich mang bung, djch tiét sinh dye, dich ndo tiy va
hdng ciu. Ndng ¢ thude trong dich nilo tily dat duge xép xi 43% ndng 4
trong huyét tuong trong trudmg hgp mang ndo khong bj viém va twong
duong khi bj viém. Thubc ¢6 thé qua nhau thai va vao sita véi ndng do
xiip xi ndng 4§ trong huyét trong. Khodng dudi 20% thude lién két voi
protein huyét tuong.

Khoing 30 - 60% liéu metronidazol chuyén hda & gan thanh céc chit

chuyén hoa dang hydroxy va glucuronid. Chat chuyén héa 2 - hydroxy
cling ¢6 tdc dyng dugc Iy trén vi khudn va ddng vit nguyén sinh.
O ngudi c6 chirc ning gan, thin binh thuong, thoi gian ban thai trung
binh clia metronidazol trong huyét twong khoang 6 — 8 gid va chét chuyén
hoa hydroxy khodng 9,5 — 19,2 gi¢. Thoi gian ban thai khong by dnh
hudmg khi suy giam chire niing thiin, ¢6 thé bj kéo dai khi suy giam chire
niing gan (c6 the tdi 10,3 - 29,5 gid). C6 thé loai metronidazol ra khoi co
thé bang thdm tdch mau, nhung kém hi¢u qui khi thim phin mang bung.

Quy céch ddng gol: Hop 1 lo 150ml
Bao quan: Noi khé, trinh dnh sdng, nhiét 4§ dudi 30°C.

Han ding: 24 thing ké tirngay san xufit
Tiéu chufin: Tiéu chuldn co sd.

%

Cd 58 sitn xufit: CONG TY €O PHAN DUGC PHAM MINH DAN
Dia chi: L6 N8 - Dubng N5 - KON Hod X4 - Phumg M¥ X4
« TP Nam Dinh - Tinh Nam Dinh - Vigt Nam
Difn thogl: (+84)228.3671086 Fax: (+84)228.3671113
Email: duvocpham.minhdan @ gmail.com
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