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Thénh ph!atl dwc nhb i_ln lar.tnas munuhydrai tale, magnesi stearat, povidon K30.
DANG BAO CHE: Vign nén.

M8 td sdn phdm: Vién nén tron, mautrdng hodc tring nga, mot mat cb vach ngang, mot mat
tran, canh v thanh vign lanh 13n.

CHI BINH

Mmmmdml duge sirdunn di’ diSuw z:!: nhiém khudn gay ra m‘.ll vi khudn nhay cdm:
« Nhi€m amip,
» Nhifm Trichemonas nigu sinh dyc,
« Viém &m dao khBng déc hidu,
« Nhigm Giardia,
» Bl tr] nhifm vi khudn ky khi,
« Bff sung diu tri bing duing t18m d&i véi céc nhifim khufn do vi khudn ky khi nhay cim gy
.
Nén xem xét cic hudng din chinh thc v sif dung cdc khang sinh thich hap.
cAcH DUNG, LIEU DONG
CACH DUNG: Diing dubng ugng.
LIEUDUNG
Nhiém amip
+ Nouiti kn: 1,5 g/ ngdiy chia lam 3 1n,
+Tré am: 30 - 40 mg/ kg/ ngay chia lam 3 lén.
Trang trung hop dp xe gan do amip, nén hist sach & 4p xe két hop difu tr Wi metronidazol.
Théi glan @i tr| théng thuling 13 7 ngdy lién tiép.
Nhifm Trichomonas
+ Phy ni {viém nifu dao va dm dao do Trichomaonas): n8n didu tr] phii hgp trong 10 ngay
bao gbm:
++Udng 500 mg/ ngaty chia im 2 1dn.
++ 10/ ngdy.
Didu tri déng thili cha ban finh, di ¢ hay khong cé bat cif d&u hidu 1am sing ching b o
nhiém Trichomonas vaginalis, ngay ¢ khi c4c th nghiém cén lim sang am tinh.
+ Mam giti (vigm nigu dzo do Trichomonas):
++ 500 mp/ ngdy chia lam 2 18 trong 10 ngay.
Biic bigt, cd thé ing lidu difutri hing ngéy 18n d&n 0,750 g hodc 1 ¢/ ngdy.
Nhim Giardia
+Nguti ldn: 0,750 g dén 1 g/ ngay trong 5 ngay lién tigp.
+Tré em: 6 - 101wdi: 375 mg/ ngay.
10- 15 tudi; 500 mg/ ngdy,
Viém &m dao khiing 8§c hidu
500 mg x 2 1n/ ngdy, uing trong 7 ngay.
Phai ddng thai didutri cho ban tinh.
Diéw tri nhifm vi khugn ky khi
{didu tr] budc d4u hay didutr] thay thi)
+Ngutii In; 1.9 dén 1,5 o/ ngéy.
+ Tré am: 20- 30 mg/ kg/ ngay.
Hedic theo chi din clia Thiy thufic.
nHEimi cblln:nu

Tré em dusll 6 tudi, do dang bao ché khong thich hgp (xem CAnh bio va thin trgng khi ding
thudic).
GANH BAO VA THAN TRONG KHI DONG THUGC

Phin ing dj dng, bao gbm st phdn v&, cd thé x3y ra vi de doa tinh mang (xem Téc dyng
khang mong mudin cda thudc). Trong trudng hyp néy, nén ngung ding metronidazol va of bién
phdp diéu trj thich hop.

Khi bat d4u diéu tri, sy xuslt hign ban 8 do s6t ket hgp myn ml, s& lm tang sy nghi ngd vé
bénh ngoai ban myn mi todn thin ¢dp tinh (xem T4c dyng khdng mong mudn cla thusic);
ngung diéutri v chéng ch dinh sl dung th&m metronidazel dan trj hodc phiii hap.

Cdc triing hp phan gng da nghiém trong bao gdm hoi ching Stevens-Johnson, hoai t bidu
bi nhifm déic, ngog ban myn mis todn thén cip tinh (AGEP) 43 dugc bao cio voi metronidazol.
Bénh nhin céin dugc thdng bdo vé cdc ddu higu, tridu ching vi theo dai da chit ché.

Sy xudt hidn clia cac ddu higu hojc trigu ching cla hii ching Stevens-Johnson, hii chiing
Lyell (vf dy phdt ban ti€n trién thuiing kém theo bong bidng hodc tdn thidng niém mac) hojo
AGEP (ngoai ban myn mii toin than edp tinh) (xem Tde dung khong mong mudn cia thusic)
ngung didu trj va chéng chi dinh sif dyng thém metronidazol don trj hoidic phéi hop.
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He th&n kinh trung vang

Mgt c4c trigu chang ggl ¥ bénh ndo hode i ching tidu ndo xust hién, cin danh gid lai bénh nhin
ngay lp tdc va nén ngung di8u trj bing metronidazol,

Céc tniing hgp bénh ndo d3 duge béo c4o Vol metronidazol trong qué trinh theo déi thudc nay sau
1i€p thi. Cic trudng hop cla MRI nhiing thay dfi lign quan d&n bénh Iy ndo 43 dupc quan sét (xem
Téc dyng khéing mong mudn cia thufic). Cac ton thuang duge quan sdt thiy thuing xuyen khu trd
nhét & tifu ndo (déc biét 13 & nhan ring) vé & l4ch cla tiZuthE. Hau hat cdc trusng hop bénh ndo va
thay 681 MR! cd thd hdi phyc khi ngung didu tri. Cdc tring hgp ngogi 18 1 vong 3 dugc bdo cdo.
Theo di sy xuit hign cla cdc d5u hidu gel ¢ bénh ndo hodic trong trubng Nop tEng ndng & bénh
nh&n bénh thin kinh trung uong. Trong truang hop vidm méng ndo v khudn khi ding metronidazol,
khong khuy#n cdo difiu tri lai hodic phii ddnh gid tj |§ 1gi fich - nguy od trong trufing hgp nhidm khudn
nghigm trong.

Hé thin kinh ngoai bién
Theo dii sif xudt hign clia cic ddu hiju ggi ¥ binh I thin kinh ngoai vi, d4c bibt trang truing hop
didu trj kéo dai hodc & nhing bénh mhin bi bénh thdn kinh ngeai vi nang, man tinh hodc tign trién.

Rdl loan 14m thdn

Cac phan dng loan thén voi cdc hanh vi nguy cd cé thE xdy ra Aol vdi bénh nhin ngay tif 1dn didu trj
ddu tién, dic bigt trong truting hgp ¢d tién sif tim thén (xem Tac dyng khéng mong mudin cla
thufic). Sau do phal ngung diing metronidazol, théing béo cho béc sTva thyc hién ngay cdc bign
phép didu tri cdn thigt.

R4l loan miy

Trong trubng hop c6 t1én s rdl loan huyit hoc, digu tri lidu cao v&/ hodc kéo dai, nén thyc hign céc
x8t nghiém mau thuting xuyén, djc bigt 1A kidm sodt obng thitc bach ciu.

Trong truang hop gidm bach cdu, vide tEp tuc didu trl phy thude vio mic db nghim trong cla
nhifim khudn,

Tré am

Chiing chl djnh & tré am dudi 6 tubivi dang vien nén khing phil hgp. Khuyéin cda sif dyng dang bao
ché khdc ciia metronidazol ph hop cho tré nha,

Tugng téc thuic

Khang khuygn cda s dyng déng thii metronidazol v riu (xem Tifdng tac, tudng ky clia thudc).
Khéing khuygn cdo sir dung déng thii metranidazol va busulfan (xem Tugng tic, tuong ky cha thudc).
Khing khuygn cdo sif dyng d8ng thisi metronidazol vii disulfiram (xem Tuong tac, twong ky cla
thufic).

Tugng t8c viicée xét nghifm cdn|3m sang

Metronidazel ¢4 thé cif dinh xodn khudn va do d6 1am sal két qud xét nghigm Nalson.

Mt s& truding hop nhifm ddc gan ndng/ suy gan cép tinh, bao gém ¢4 cdc trebng hop din dén 1l
vong v8i khi phat rdt nhanh sau khi bdt d4u digu trj & bénh nhan mde hoi ching Cockayne, 03 duge
béo cdo vdl cac sdn phdm cd chila metronidazol diing todn thén, Do do, & nhém ddl tigng nay
metronidazel nén dugc sit dung sau khi da dénh gid cdn than tj 18 nguy cd - 1l ich v chi khi khang
cf phutng phép diéu tr| thay th ndo. Cdc %6t nghiém chic ning gan nén duge thitc hidn ngay trutc
khi bt a4u didu tri, trong subt qua trinh didu trj va sau khi kBt thisc didu trj, cho d&n khi chiic ning
gan n&m trong gidi han binh thubing hodc cho d&n khi dat dugc cdc gi trj ban ddu. NEu xét nghigm
chife ning gan ting cao rd rit trong qud trinh didu tr}, nén ngung thulic.

Bénh nhdn mdc hdi ching Cockayne nén béo cdo ngay I3p tic bat ky trigu ching nio clia 160
thugng gan tifm dn cho bic sFva ngung diing metronidazol.

Li#n quan dén 14 duge

Lactose monahydrat: khang n&n sif dung & bdnh nhan cb vin 68 v& dung nap galactose, thigu hyt
men lactase hodc bi rdl loan hap thu glucose - galactose.

sU DUNG THUGC CHO PHY NO GO THAI VA CHO CON BU

Thai kit mang thal

Cédc nghidn edu trén ding vit dd khong dua ra bt ky bling ching ndo vé tic dung gy qudi thai.
Trong tniing hgp khiing cf tac dyng gdy qudl thai d ding vat, mdt higu dng dj 1t & nguti khing
maong dgi. Thét vay, cho a8n nay, cic cht gay dj 1t & nguti 03 dugc ching minh 1 o the gay quai
thal & dfng vat trong cdc nghi&n clu duge tiEn hinh k§ lung & hai lodi.

W8 mit1am sdng, phin tich mot s& lugng 18n cdc truting hgp mang thal b phai nhigm 16 rang khong
cho thdy tic dung pdy dj 13t hodic dfc tinh cha thal cy 1h& clia metronidazol. Tuy nhién, chi oo cac
nghidn e dich 1% hoe méi ¢d thé xée dinh duge vige khéng cb nguy co. Theo dé, metronidazol c6
thé dugc k& don trong théi ki mang thai néu cdn thigt.

Thai ki cho con bif

Wi metronidazol bai tiét qua sia me, tranh sif dyng thufic trong théi ki cho con bi.

ANH HUGNG CUA THUBC LEN KHA NANG LAI XE, VAN HANH MAY MGC: Banh nivin cén dugc
e4nh bio vl nguy cd od th xdy ra nhu chdng mat, Id i, do gide, co gidt hodc rdi loan thi gidc vi
dugc khuyéin cdo khdng nén 14 xe hodc vin hinh mdy méc néu cac irigu ching nay <y ra,

TUONG TAC, TUONG Ky cOA THUGE

Phn (ng chiing lam dyng

Cic logi thudic gdy ra phdn (ng antabuse vii rugu oo rit nhitu, va vigc k&t hop chiing véi rugu khong
dugc khuyén khich.

Céc phdl hop khing nén ding

+Ru'gu (86 uling hojc t duge)

Téc dyng chdng lam dyng (ndng, mén 68, ndn ma, nhip tim nhanh). Tranh uing ¢8 wing co cin
va thulic c6 chita cdn. Tinh dén viéc loai bd hoin todn cAc loai thudc bing cdch tham khio thi gian
bén hily clia chiing trude khi tigp tue st dung dé uling cd obn hodc thulc cb chira cin.

+ Busulfan

Wi busuifan l1u cao: ting gdp 661 ning dd busulfan bAng metronidazol.

+Disulliram

Nguy cdxudt hign céc dt 18l logn tim thin cfp tinh hodc trang thél nhdm 1En, cb thé nai phue khi
ngung lign k&1,

+ Thudc chng co glal tgo enzym
Gidm nding df metronidazol trong huy&t tuong biing cdch fang chuyén hia chit cim tng & gan.
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Theo ¢ 1dm siing va cd thé diéu chinh [18u metronidazol trong khi didu trj voi chdt cim Gng va

+ Ritampiein

Gidm nfing Wong bing céch ting chuyn héa & gan cla
rifampicin

Theo ddi ronidazol trong khi didu tri vdi rifampicin va sau

"ﬁnm
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+ Fluurnumll I,‘\rl h ngcach ngnﬂ wr. tegafur va capecitabin)
Tang dbe tink cla fluorouracil bEng cdch gidm 44 thanh thii cla nd.
Gic viin 8¢ 3§ c bigt lidn quen dén mat cin bing INR

Nhifu trubing hgp ting hoat tinh clia thudic chéing d8ng duling Ling di dugc bdo cdo & nhilng
bénh nhan ding khng sinh, Mifc a9 nhifm khudn hofc viem rd rit, bl téc va tinh trang
chung cia bénh nhin duing nhu 1A cdc y&U 18 nguy cd. Trong nhng truding hop ndy, rit khé
dé phdn bigt gilla banh Iy truyén nhim va cdch difu tri clia nd khi xdy ra sy mdt c4n bling
INR. Tuy nhign, mdt sd loal thulic khing sinh dugc tham gia nhifu hon: bao gém
fiworoquinalon, macrolid, tetracyclin, cotrimoxazol vd mt s& cephalosporin.

TAC DING KHONG MONG MUGN CUA THUGC

Rl loan may va he hach huyét
GIdm bach cdu trung tinh, m&t bach cAu hat, gidm tiéu cdu.

Ao gide,

Phin dng loan thin vii chiing hoang tuling v&/ hodic me sdng cb thé di kEm véi hinh vi hojc §
tuling tyf tll (xem Ganh bdo va thin trgng khi diing thulic),

Trdm cdm.

Rl loan h thin kinh
Bénh th&n kinh cdm gidc ngogi vi,
Nhire ddu,
Chéng mit,
Nhdm IEn,
Co giat,
Bénh ndo cd thé lién quan d&n nhing thay déi MAI thugng co thé héi phyc khi ngung diu tr.
Céc truling hop ngoai 1§ W vong d@ dugc bdo cdo (xem Cdnh bdo v thin tronp khi diing
thuflc),
Hi ching ti€u ndo bén c&p (mé&t diéu hda, r6i loan nhip tim, rdi loan déng di, rung giat nhin
céu, run (xem Cénh baa va thin trong khi diing thubc),
Viém mang ndo vb khudn (xem Canh bio va thin trong khi diing thulic),
i
R loan thi gidc thodng qua nhu nhin md, nhin ddi, cdn thi, glam thi e, thay ddi th] e maw,
Bénh thin kinh thi gidc/ viém ddy thdn kinh,
Rl lpan tigu héa

R& loan tidu hda nhe (dau thugng vi, budn non, ndn, tigu chiy),

Vigm Iudi voi cim gléc kho migng, vigm migng, réil loan vi gidc, chdn &n,
vigm tyy co thé hdi phyc khi ngung didu tr,

D4i miu hazic thay ddi hinh dang cla ludi (nhidm khudn ndm men).

61 loan gan mét

Tang men gan (ALT, AST, phosphatase kiém), rat hidm truiing hgip #éin thugng gan ¢dp tinh cé
tinh chit 14 bixo hoc (6l khi ving da), i mdt hode hBn hgp. Cac trnffing hep suy 14640 gan bigt
I&p cé thé phii ghép gan d3 duyc bio cdo.

61 loan da va md dufi da

B4 bing, nglla, phat ban 461 khi sét,

N8I miy day, phis mach, s8¢ phin v8 (xem Ganh bdo va thin trong khi ding thulic),

R4t higm truing hgp bi bénh ngoai ban myun mi todn thin c&p tinh (xem Canh béo va thin
trong khi diing thudc),

H@i chiing Lyell,

H{i chiing Stevan-Johnson,

Héng ban sdc 8 cd dinh.

G rfii lnan khig

Xudt hién mau ndu dé cila nusic tidu do sy hign didn clia cde sic 1 hda tan trang nude do qui
trinh chuyén hoa clia sén phim.

Théng bio cho bdc stnhiling tic dung khiing mong mudn gip phii khi s dung thudc.

QUA LIEu VA CACH XU TRI

D4 cd béo cdo nhiing truding hp ty tr va tai nan qua liu ghi nhdn vike si dyng lidu duy nhdt
|&n d&n 12 g metronidazol.

Cdc trigu ching chl gidl han 8 non mifa, mé&t phél hgp déng tae va mak phuong huting nhe.
Khang cd thutic gidi a9 d3c higu cho qud lidu metronidazol. Trong truiing hop qué lidu16n, didu
tri trigu ching.

BAC TINH DUGC LYC HOC

Nhém dupc i Thudc khing khudn, thudc chiing a0ng vat nguy8n sinh. M3 ATC: POTA BO1.
Gir ndng dd 10 han téch cdc chiing nhay cim kndi cic chiing nhay cdm trung gian va cic
chiing nhay cdm trung gian khdi cdc ching khéng thufc:

S

S<dmg/lviR>4mg/|

T4 18 A& khiang mdc phai o th8 thay ddi Wy thudc vio dia Iy va thai glan i vdi mOL 58 lodi.
Do d8, hitu Ich 08 cb thong tin vé sy phd bign cla khing thubt tai dja phudng, dic bist dé didu
tri edc bénh nhifm khudn ning. Nhiing dil 118U néy chl cd thé cung cfp hudng din vé khd
ndng nhay cdm clia mat dong vi khufn vai khing sinh nay.

Kni s thay dfi clia ty 18 khdng thudc & Phép dugc bigt d&n dai vil mdtlodi vi khudn, duge trinh
bay trong bang dufii day:

T4n susl khing thufc mic phai

Phin logi
i Phip (> 10%) (gld tri cag)

VI khulln Gram &m higu khi:
Helicobacter pylori 30 %
Vi khugn by khi:
Bactaroides fragilis
Bifidobactarium
Bilophila

Clostridium

Clostridium difficila
Closiridium perfringens
Eubacterium
Fusobacterium
Peplostreptococcus
Porphyromonas
Prevolella

Vallionella

i kHuiln KHANG THUGG

Vi khugn Gram duang hi€u khi:
Actinomyces

Vi khuéin ky kht:

Mobiluncus

Propionibacterium acnes 2
HOAY DONG CHONG KY SINH TRUNG
Entamoeba histelytiva

Giardia intestinafis

Trichamenas vaginalis

PAC TINH DUGC BONG HOC
Hap thy

Sau khi udng, metronidazol duge hdp thu nhanh, it nh&t 80% trong vamng 1 gio. Vdi lifu ludng
dugng, ndng d huy¥t thanh dat duoc sau khi uing va tidm truyén nhy nhau,

Sinh khd dyng duing uting 14 100%. Diing d6ng thef véi thiic 3n khiing 4nh huling d&n sy hdp
thu clia thudic.

Phénbd

Khodng 1 gi& sau khi ubng lidu duy nhit 500 mg, ndng d5 huyEt thanh t3i da dat trung binh
10 microgam/ml. Sau3 gid, nbng dé trung bink trong huyét thanh 12 13,5 microgam/ mi.

Thi gian bén thai trong huy#t tuong khodng 8 - 10 gid.

it1i8n k&t vi protein huy&t tuang: dudi 20%.

The tich phan bél cao, khodng 40 It (hodic 0,65 11t/ kg).

Thudc phdn bd nhanh va réng khip vai ndng ad gdn bing vii néng do thudc trong huydt
thanh, & phdi, thin, gan, da, mat, dich ndo tly, nudc bot, tinh dich, dich tigt &m dao.
Metronidazol di qua nhau thai va dugc bai tigt vio s0a mg.

Chuyén héa

Metronidazol duyic chuyén hoa chis yEU & gan. Bj oxy héa cho ra hai chdt chiyén héa chinh:

- Chét chiyén héa “alcchol®, 13 chdt chuyéin héa chinh, c6 tic dung digt vi khuln ky khi
khodng 30% so vil metrenidazol vi thisi glan bdn hily khodng 11 gid;

- Chat chuy8n hoa “acid”, vdi s§ lugng nhd, cd tdc dung digt khudn khodng 5% so vii
metronidazol,

Thai trif

Nding A9 thudc cao d gan va mt. Nong df thudc 1ai thip & dai tring. Thai trir qua dudng phin
it. Bai tiét chil y&u qua nufc tigu vl metronidazol v cdc chat chuyéin hoa bi oxy hoa bai tiét qua
nuc tidu chigm khoding 35 - 65% lidu ding.

QUY CACH DONG GOI: Hop 10 vl x 10 vign.

HAN DUNG: 24 théing k8 tir ngay sén xuit,

DIEU KIEN BAO QUAN: Noi kho, nhi§t dg khbng qué 30°C, trénh &nh sdng.

TIEU CHURN: DBVN,

Cd a4 san xudl:

CONG TY c PHAN DUQC HAU GIANG - Chi nhénh nhi may duge phdm DHG tai H3u Glang
L B2 - B3, khu cdng nghiép Tan Phi Thanh - gial doan 1, x3 Tdn Ph Thanh, huygn Chau Thinh A, tinh HAu Giang

DT: (0293) 3953454 ® Fax: (0293) 3953555

Woi ke e vl o
(@ 0292.3899000
E-mail: dhgpharma@dhgpharma com.vn
www.dhgpharma.com.vn
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