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Thanh phdn ta duge: Tin Bot sdn, lactose monohydrat, talc, magnesi stearat, povidon K30. 
DANG BAO CHE: Vién nén. 
M6 ta san phdm: Vian nén tron, mau trang hoac trang nga, mot mat cd vach ngang, mot mat 
tron, canh va thanh vién lanh Ign. 

CHI BINH 

Nang Od dC San Kn nig. 0 

Metronidazol dupe sit dung dé di€utrj cdc nhiém khudn gay ra bol vi khudn nhay cdm: 
« Nhiém amip, 
* Nhiim Trichomanas nigu sinh duc, 
+ Viém dm dao khong déc higu, 
« Nhiém Giardia, 
+ Bidutr| him vi khudn key kh, 
« Bd sung diéu tri bling duting tiém d6i véi cdc nhiém khudn do vi khudin ky khi nhay cdm gay 
fa. 
Nan xem xét cdc hudng dan chinh thie vé sit dung cdc khang sinh thich hop. 
CAcH DUNG, LIEU DUNG 
CACH DUNG: Ding dutng ung. 
uuéu DONG 
Nhiém amip 

+ Ngutil in: 1,5 g/ngay chia lam 3 dn, 
+ Tré em: 30 - 40 mg/ kg/ ngay chia lam 3 lan. 

Trang trutng hgp 4p xe gan do amip, nén hit sach 6 ap xe két hop digu trj véi metronidazol. 
Thdi glan digutr| thong thuting [2 7 ngay lian tigp. 
Nhiéim Trichomonas 

+ Phy nf (viém nigu dao va 4m dao do Trichomonas): nén didu tr| phoi hyp trong 10 ngay 

bao gém: 
++ Ung 500 mg/ngay chia lam 2 (an. 
++i g/ngay. 

Didu trj déng thai cho ban tinh, di 66 hay khong o6 bat ctf dau higu im sang ching to 06 
nhidm Trichomonas vaginalis, ngay ca khi cdc thif nghi@m can lam sang am tinh. 

+ Nam gidi (viém nigu dao do Trichomonas): 

+4500 mg/ ngay chia lam 2 lan trong 10 ngay. 
Bac bigt, co thé ting liu didu tr] hang ngay lén dén 0,750 g hoge 1 g/ ngay. 
Nhiém Giardia 

+ Nui kin: 0,750 g dén 1 g/ngay trong 5 ngay lin tip. 
+ Tré em: 6 - 10 tudi: 375 mo/ ngay. 

10-15 tudi: 500 mag/ ngay. 
Vidm am dao khdng dgc hidu 
500 mg x 2 lan/ ngay, udng trong 7 ngay. 
Phai dang thai diwtrj cho ban tinh. 
Diéu tr] nhiém vi khudn ky kht 
(didu tr] bude déu hay digu tr] thay thé) 

+Nouil lin: 1 g dén 1,5 g/mpay. 
+ Tr em: 20 - 30 mg/ kg/ ngay. 

trong thanh phén cng thitc thufc, 
Tr em dudi 6 tudi, do dang bao ché khdng thich hyp (xem Canh bdo va thn trang khi ding 
thutic). 
CANH BAO VA THAN TRONG KHI DUNG THUGC 
(Qué man/da va phdn phy 
Phan dng dj dng, bao gém séc phan vé, 06 thé xdy ra va de doa tinh mang (xem Tae dung 
khéng mong mudn cia thudc). Trong truding hdp nay, nén ngung ding metronidazol va cé bian 
phap diéu tri thich hop. 
Khi bat du diéu tri, sy xudt hin ban dO do s6t két hop myn mb, sé lam ting sy nghi ngé vé 
bénh ngoai ban myn mi toan than cap tinh (xem Tac dung khéng mong muén cia thude); 
hgung digu tr va chéng chi dinh sit dung thém metronidazol dan tr) hodc phai hdp. 
Cac truting hop phan Ging da nghiém trong bao gém hi ching Stevens-Johnson, hoai tl bigu 
bi nhiém d6c, ngoai ban mun mi tedn than c&p tinh (AGEP) da dugc bao cdo voi metronidazol. 
Bénh nhan cén duge thong bao vé cdc dau hiéu, triéu ching va theo dai da chat ché. 

Su xudt hign cla cdc dau higu hoae trigu ching cla hOl ching Stevens-Johnson, hi ching 
Lyell (vi dy phat ban tién trién thudng kam theo bong béng hogc tin thuting niém mac) hoc 

AGEP (ngoai ban myn mi toan than cap tinh) (xem Tac dyng khong mong mudin clia thudc) 
ngung digu trj va chéng chi dinh si! dung thém metronidazol don tr] hoc phdi hgp. 

Evie 

Néu cdc trigu chang gol ¥ bénh ndo hog hi ching tidy nao xudt hidn, c&n danh gid lai benh nhan 

ngay lap tic va nén ngung diéutr| bling metronidazol. 
Cae truting hgp bénh nao da dugc bao cdo vii matronidazol trong qua trinh thea dai thudc nay sau 

tip thi. Cac truding hop cla MRI mhing thay déi lign quan dén bénh Wy ndo ¢4 dupe quan sat (xem 
Tac dyng khong mong mudn cila thudc), Gac t6n thuong duge quan sat thay thudng xuyan khu tro 
nhdt & tidy ndo (dac biét 14 8 nhan rng) va O lach cba tigu thé. Hau hét cdc truting hop bénh ndo va 
thay d6i MRI cé thé hdi phyc khi ngung diéu tr). Cac truting hgp ngoal 16 tit vong 42 duge bao cdo. 
Theo doi su xudt hign cla cdc dau higu gol ¥ bénh no hodc trong truting hop tang nang 6 bénh 

nhan bénh than kinh trung using. Trong truting hdp viém mang nao vd khudn khi ding metronidazol, 

khOng khuyén cdo didutr| Iai hoge phai danh gia ty 16 Igi ich - nguy od trong truéing hop nhiém khudn 

nghiém trong. 

Theo dai sy xudt hign cla cde dau higu gol y banh Wy than kinh ngoai vi, dc biét trang truding hop 
digu tr) kéo dai ho§c 8 nhOng bénh nhan bj bénh thdn kinh ngoai vi nang, man tinh hode tién trién. 

RGi loan tam thdn 
Cac phan ting loan than vi cdc hanh vi nguy cd cd thé xay ra a6) vdi bénh nhan ngay til lan didu tr) 

d4y tidn, dac bigt trong truding hop cé tién sit tim thin (xem Tac dung khdng mong mudn cia 

thuiic). Sau dé phal ngung ding metronidazol, thang bao cho bac sf va thyc hin ngay cdc bién 

phap digu tr) cin thidt. 

Agi loan may 
Trong truting hop cd tién sit rdi loan huyét hoe, digu tr] iu cao va/ hoae kéo di, nén thyc hién cdc 
xét nghiém mau thuting xuyén, d&c biét ld kiém soat o6ng thie bach cau. 

Trong trutng hop gidm bach edu, vide tiép tuc didu trl phy thudc vao mic db nghiém trong cla 
nhidim khudn, 
Idem 
Chdng chi djnh 8 tré em dudi 6 tudi vi dang vidn nén khong phil hgp. Khuyén cao sif dyng dang bao 
ché khac cla metronidazol phd hop cho tré nhé, 

Twong tac thud 
Khéng khuyén cdo sit dung déng théi metronidazol va rugu (xem Tung tac, tung ky cia thudc). 
Khdng khuyén cdo slr dung déng thoi metronidazol va busulfan (xem Tuong tac, tuong ky cla thudc). 
Khdng khuyén cdo sit dyng déng thoi metronidazol va disulfiram (xem Tuong tac, tuong ky cla 
thudc). 

Twang tae vol 636 x61 nghiém cn lam sang 
Metronidazol ¢6 thé cd dinh xodn khudn va do dé lam sal két qua xét nghiém Nelson. 
Mat sé truting hop nhiém doc gan nang/ suy gan cap tinh, bao gdm ca cac trutng hop dan dén tir 
vong vai khdi phat rat nhanh sau khi bat ddu diéu tr) d bénh nhan mac hoi ching Cockayne, da dugc 
bdo cao vél cdc sin phdm cd chila metronidazol ding toan thin. Do dé, & nhém d6i tuyng nay 
metronidazol nén dude si! dung sau khi da danh gid cdn than ty 1@ nguy ed Igi ich va chi khi khong 

cé phutng phap diéu tr) thay thé nao. Cac xét nghigm chic nang gan nén duge thy hién ngay truoe 
khi bat é4u didu tej, trong sudt qué trinh didu trj va sau khi kt thic diéu tr], cho dén khi chile nang 
gan n&m trang gidi han binh thuting hogc cho 48h Khi dat duge cdc gid tr) ban dau. Néu xét nghi@m 
chic nang gan t4ng cao ro rét trong qud trinh digu tri, nén ngumg thud, 
Banh nhan mac hOi ching Cockayne nén bdo cdo ngay lap tic bat ky trigu ching nao cla t6n 
thudng gan tiém an cho bac si va ngung dung metronidazol. 
Lién quan dénta duge 
Lactose monohydrat: khong nén sit dung 6 bénh nhan ed van dé vé dung nap galactose, thiéu hyt 
men lactase hogc bi r6l loan hap thu glucose - galactose. 
si DYNG THUOG CHO PHY NO cd THAI VA CHO CON BU 
Thai ky mang thal 

Cac nghién cdu trén dong vat da khOng dua ra bat ky bing ching nao vé tac dyng gay quai thai. 
Trong trugng hdp khéng cé tac dyng gay quai thal 4 d6ng vat, mot higu dng dj tat & nguil khong 

mong dgi. That vay, cho dén nay, cdc chat gay dj tat 8 ngudi da duge ching minh la 06 thé gay quai 
thal 6 dng vat trong cdc nghién cdu duge tin hanh ky lung d hal loai. 
V4 mat ldm sang, phan tich mOt sé lugng ln cdc truting hdp mang thai bi phai nhiém ra rang khong 
cho thay tac dung gay dj tat hoc déc tinh cho thai cy thé cla metronidazol. Tuy nhién, chi co cae 
nghién ciu dich t8 hoc mdi cd thé xde dinh duge vige khong ¢6 nguy co. Theo dé, metronidazol co 
thé duge ké don trang thai ky mang thai néu cdr thigt. 
Thai ky cho con bi 
Vi metronidazol bai tiét qua sia me, tranh sit dyng thud trong thii ky cho con bi. 

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: Bénh nhan cén duge 
canh bao vé nguy cd cd thé xay ra nhu chong mat, ld ln, ao gide, co gidt haac rai loan thi gide va 
dugc khuyén cdo khong nén lai xe hodc van hanh may moc néu cdc trigu ching nay xay ra. 
TUONG TAc, TUONG KY cli THUGe 

Cac logi thude gay ra phan (ing antabuse voi rugu o6 rat nhiéu, va viéc két hgo ching voi rugu khong 
duge khuyén khich. 

+ Rutgu (46 uding hoge ta duge) 
Tac dung chéng lam dyng (néng, man 48, ndn mita, nhjp tim nhanh), Trénh using dé wing co con 
va thu cd chifa cn. Tinh d&n vige loal bo hoan toan cdc loal thudc bling céch tham khdo thai gian 
ban hiy cia ching trutic khi tiép tye sit dung dé uéing c6 cin hodc thubc cd chita cn. 
+Busulfan 

Vai busulfan liéu cao: ting gdp d6i ning dé busulfan bang metronidazol. 
+Disulfiram 
Nguy cd xuat hign cde dgt ri loan tim thdn cap tinh hoge trang thai nhdm ln, o@ thé néi phue khi 
ngung lidn két, 

Than trong khi phoi hon 
+Thude chéng co glat'tgo enzym 
Gidm nding dé metronidazol trong huyét tuong bang cach tang chuyén hoa chat cdm ding 6 gan. 
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Theo d6i lm sang va cd thé didu chinh li€u metronidazol trong khi didu tr) voi chat cam Ging va 
sau khi ngung thudc, 
+Rifampicin 00! 5880," 

(6 smetronidazal trong hiv, tong bing cach ting chuyén héa & gan cla 
‘0 , 

puge 
: nS RL TN $87 gid tri cdc hal, vOl ede du higu cha qué ligu 

jb fing vi fiéu lithium, 

+ Fluorouracil (va in goal suy, tegafur va capecitabin) 

Tang dOc tinh cla fluorouracil bang cdch giam dé thanh thai cla nd. 

Gace wan dé dic bigtlién quan dén mat cén bang INA 
Nhiéu truting hyp tng hogt tinh cia thudc chéng ding duting ving di dugc bao cdo d nhiing 
béinh nhan ding khang sinh, Mdc 6 nhiém khudn hoge viém rO rét, tudl tac va tinh trang 
chung cla bénh nhan duting nhu ld cdc yéu t8 nguy ed. Trong nhOng tru’ng hop nay, rat khd 
dé phan bigt gifa bénh ly truyén nhiém va cach digu trj cla nd khi xay ra sy mat can bing 
INR. Tuy nhién, mot sé loal thuSe khdng sinh duge tham gia nhigu hon: bao gém 
fluoroquinolon, macrolid, tetracyclin, cotrimoxazol va mt sé cephalosporin. 
TAC DUNG KHONG MONG MUON CUA THUGC 
AGL loan méu va he bach huvét 
Glam bach cu trung tinh, mét bach cfu hat, gidm tiéu chu. 

AGiloan tam thdn 
Ao glide, 
Phan ding loan thdn vdi ching hoang tuding va/ hodc mé sang cé thé di kem vai hanh vi hode 9 
tuding ty ti (xem Canh bao va than trang khi ding thudc), 
Tram cdm. 

AOiloan hé thén kink 
Bénh than kinh cdm gidc ngoai vi, 
Nhite dau, 
Ghéng mat, 
Nhdm ln, 
Co giat, 
Bénh nao od thé lién quan dén nhing thay déi MA! thuding c6 thé héi phyc khi ngung diéu tri. 
Cac trufing hgp ngoai 1@ tW vong da dupe bao cdo (xem Canh bao va than trong khi ding 

thudc), 

Hi ching tigu néo ban cép (mat didu héa, réi loan nhip tim, réi loan dang di, rung giat nhan 
cu, run (xem Canh bao va than trong khi dung thuéc), 
Viém mang nao vo khudn (xem Canh béo va than trong khi ding thudc). 

RGi loan thi gide 
R6i loan thi glide thoang qua nhunhin md, nhin ddi, can thi, glam thi ie, thay déi th] lve mau, 
Banh than kinh thj gidc/ viém day than kinh. 

AGiloan tiguhda 
ROi loan tiéu hda nhe (dau thugng vj, bun ndn, nén, tigu chay), 
Vidm lui véi cam gléc kho migng, vid migng, rol logn vj gidc, chan an, 

Vidm tyy co thé héi phyc khi ngung didu tri, 
Di mau hodc thay d6i hinh dang cla ludi (nhiém khudn ndim men). 
Adi loan gan mat 
Tang men gan (ALT, AST, phosphatase kiém), rat hiém truging hgp tn thudng gan cap tinh co 
tinh chat 1é bao hoc (d6l khi vang da), i} mat ho&e han hgp. Cac truting hgp suy tf bao gan biat 
lap c6 thé phal ghép gan da duyc bao cao. 

Agi loan da va mé dui da 
Bd bing, nga, phat ban d0/ khi sét, 
N6i may day, phii mach, sc phan v6 (xem Ganh bdo va than trong khi dung thutc), 
Rat hidm truding hgp bj benh ngoai ban myn mo toan than cap tinh (xem Canh bdo va than 
trong khi diing thudc), 
HO} ching Lyell, 
H6i chiding Steven-Johnson, 

Héng ban’sdc t8 cé din. 

Cac rfi loan khdc 
Xudt hign mau nau dé cla nude tidy do sy hién dign cla cdc sic t6 hda tan trong nude do qua 
trinh chuyén hda cla san phdm. 
Théng bao cho bac sinhiing tac dung khéng mong mudn gap phai khi sit dung thudc. 
QUA LIEU VA GACH XU TRI 
64 c6 bao cdo nhing truting hgp ty tit va tai nan qué liéu ghi nhan vike si dyng liu duy nhat 
lan dén 12 g metronidazol. 
Gac trigu ching chi gidi han & nén mia, mat phéi hgp ding tac va mat phudng huting nhe. 
Khong o6 thuSc gidi d6c dac higu cho qué lidu metronidazol. Trong trutng hgp qua ligu ldn, diéu 
tr trigu ching. 
DAc TINH DUOC LC HOC 
Nhém dupe ty: Thudc khang khudn, thudc chéng d6ng vat nguyén sinh. Ma ATG: PO1A 801, 
Gac néng d6 tdi han tach cdc ching nhay cdm khdi cdc ching nhay cdm trung gian va cdc 
chiing nhay cdm trung gian khdi cdc ching khang thudc: 

paris 

$<4mg/lvaR > 4 mg/l 
Ty 18 dé khang mac phai co thé thay déi tuy thud vao dia Wy va thai gian ddl vdi mt sé loai. 
Do dé, hOu ich 42 cé thang tin vé sy phd bign cla khang thudc tai dia phubing, d&c bist dé didu 
tri cde bénh nhiém khudn nang. Nhing di ligu nay chl 66 thé cung c&p hudng din vé knd 
nang nhay cdm cla mOt dong vi khuan vai khang sinh nay. 

Khi sy thay d6i cla t} 1@ khang thudc & Phap duge biét déin déi vi mot loai vi khudn, duge trinh 
bay trong bang dudi day: 

Tan sual khang thude mc phai 
Phan Ioai 

& Phap (> 10%) (gid tri cao) 

__VLKHUAN NHAY CAM 
Vi khudn Gram am hiéu khf: 

Helicobacter pylori 30% 

Vi khudin key khi: 

Bacteroides fragilis 

Bifidobacterium 

Bilophila 

Clostridium 

Clostridium difficile 

Clostridium pertringens 

Eubacterium 

"Fusobacterium (Jules 

Peptostreplococcus 

Porphyromonas 

Prevotella 

Veillonella 

vi kHUAN KHANG THUG 
Vi khudn Gram duong higu khi: 

Actinomyces 

Vi khudin bey khf: 

Mobiluncus 

Propionibacterium acnes -_— 

HOAT DONG CHONG KY SINH TRONG 
Entamoeba histelytica 

Giardia intestinalis 

Trichomonas vaginalis 

OAc TINH DUC DONG HOC 
Hap thy 
Sau khi ung, matronidazol duge hap thu nhanh, it nhdt 80% trong vong 1 gid. Wai liéu tudng 
duong, néng d6 huyét thanh dat dugc sau khi uéng va tiém truyén nhunhay, 
Sinh kha dung duting uing 18 100%. Ding déng théi vai thiic an khdng anh hudng dén sy hip 
thu cla thude. 

Phan bo 
Khoang 1 gid sau khi ung lidu duy nhét 500 mg, néng 46 huyét thanh tdi da dat trung binh 
10 microgam/ mi. Sau 3 gid, néng d6 trung binh trong huyét thanh la 13,5 microgam/ mi. 
Thdi gian ban thai trong huyét tuung khoang 8 - 10 git. 
itlién két vi protein huyét tuang: dudi 20%, 
Thé tich phan bd cao, khodng 40 It (ho&c 0,65 Iit/ kg). 
Thugc phan bd nhanh va rong khép vdi ndng 46 gdn bang véi néng d6 thudc trong huyat 
thanh, &: phdi, than, gan, da, mat, dich nao tiy, nuéc bot, tinh dich, dich tiét im dao. 
Metronidazol di qua nhau thai va dug bai tiét vao sa me. 

Chuyén héa 
Metronidazol duyo chuyén héa chil yéu 8 gan. Bj oxy hda cho ra hai chat chuyén hda chinh: 
- Chat chuyén héa “alcohol”, 14 cht chuy€n héa chinh, 06 tac dung diét vi khudn ky khi 

khoang 30% so vi metronidazol va théi gian ban hiy khoang 11 gid; 

+ Chat chuyén héa “acid”, voi sO lugng nhd, c6 tac dung diét khudn khodng 5% so val 
metronidazol. 
Thal trit 
Néng 46 thuéc cao d gan va mét. Néng dé thude lai thép & dai trang. Thai trir qua duting phan 

It. Bai tiét chi yéu qua nue tiéu vi metronidazol va cdc chat chuyén hda bj oxy hda bai tiét qua 
nudic tidu chidm khoang 35 - 65% lidu ding, 
QUY CACH DONG GOI: Hop 10 vix 10 vién. 
HAN DUNG: 24 thang ké tiv ngay san xuat. 
DIEU KIEN BAO QUAN: Noi khd, nhiét dé khong qua 30°C, tranh 4nh séng. 
TIEU CHUAN: DBVN. 

Cd sd san xual: 

CONG TY C6 PHAN DUGC HAU GIANG - Chi nhdnh nha may duge phdm DHG tai Hau Giang 
Lé B2 - 83, Khu cong nghi¢p Tan Phi Thanh - gial doan 1, x4 Tan Phd Thanh, huyén Chau Thanh A, tinh Hau Giang 

BT: (0293) 3953454 «© Fax: (0293) 3953555 

Moats 
@©0292.3899000 

E-mail: dhgpharma@dhgpharma.com.vn 
www.dhgpharma.com.vn 
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