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Metronidazole Intravenous infusion 500mg  Dung dich truyén tinh mach

Kk Metronidazole

100 mi contains / 100 ml dung dich chira: | fight. Khong bao quan trén 30°C. Tranh
Metronidazole 500mg | anh sang.

in phosphate buffer isotonic solution RAUN _
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(Note that these are mock up with new VN requirements)

R Metromdazole

100 ml cantains / 100 ml dung dich chia: Read crefully the leaflet before 131/12607532/0212

Metronidazole 500 mg
In phasphate buffer isotonic solution
Trong hé dém phosphate ding
triiong

Indication, administration, contrain-
dication and other informations: See
direction for use inside the carton.
(hi dinh, cich dimg, chéng chi dinh
va cGic théng tin khac xem hudng dan

using.

Boc ky hudng dan sit dung trudc
khi diing. Sold only by prescription.
Thudc ban theo don. Keep out of
reach of the children.

Dé ngoai tim vof clia tréam.

Do not store above 30°C. Protect
from light.

Khong bdo qudn trén 30°C. Tranh

361 5442
e’ 50x 100 ml I

Thé tich:

. ; Reg.no./
sif dung trong thung carton. SBK:

4"030539

anh sang.
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B. Braun Medical Industries Sdn. Bhd.
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Boc ky Hurgng Dan Sif Dung trudic khi dung.
Néu cén thém théng tin, xin héi y kién bac si.
Thudc nay chi diing theo su ké don cdia thay thuée.

Thanh phin

Cir 100 ml dung dich chia:

Metronidazol

Té dugc:

Natri clorid, Dinatri hydrogen phosphat . 12H0, Acid citric . H;0,

nudc cat pha tigm.

Dang bao ché

Dung dich truyén tinh mach.

Quy cach déng goi

Hop chia 50 chai nhya 100 mil.

Hé dugc - tri liéu

Thuéc chéng nhiém tring.

Chidinh

Du phong va diéu tri cdc bénh nhiém triing do hodc c6 thé do vi

khuan ky khi gay ra,

Diéu tri hiéu qua trong cac truéng hop:

- Nhiém tring & hé than kinh trung wong (vi du ap xe nao, viém
mang naoj;

- Nhigm tring phdi va mang phéi {vi du viém phdi hoai tl1, viém
phéi hit vao, &p xe phéij;

- Viém mang trong tim;

- Nhiém triing duéing tiéu hoa va ving bung, vi du viém phuc mac,
ap xe gan, nhiém tring hau phau sau khi mé rudt két va truc
trén'g, mung md trong o bung va xuong chau;

- Nhiém triing phu khoa (vi du viém néi mac tifcung, saumd cét da
con hodc mo dé, s6t trén giudng d&, sdy thai nhiém tring);

- Nhiém triing xuong khdp (vi du viém tiy xuong};

- Hoai thu sinh hoi;

Viéc phong ngifa thuéng duoc chi dinh trudc khi tién hanh cac

phau thuat cd nguy co nhiém khudn ky khi cao (phdu thudt phy

khoa va phau thuat bung}.

Liéu ding

Nén theo hudng dan vé liéu luong sau day:

Ngui Ion va tré em trén 12 tudi

Trong ngay diéu tri ddu tién, ci cach 6 - 8 gits mot lan diing 500

mg metronidazol (tuong tng véi 100 mi dich truyén Metronidazole

Intravenous Infusion 500 mg), cho dén t6i da la 2,0 g/ngay.

Trong ngay thif hai va nhitng ngay tiép theo, circdch 12 gis mot lan

dung 500 mg metronidazol, nghia |4 1,0 g metronidazol/ngay. Chi

trong trudng hop ¢a biét, néu ¢ chi dinh 16 rang, liéu duy tri c6 thé
tang dén 1,5 a/ngay.

Théng thuang, thai gian diéu tri kéo dai tie5 dén 7 ngay (xin xem

muc “Thai gian diéu tri" dudi day).

Pé du phong nhiém triing trugic khi m, nén cho mot liéu duy nhat

05- 1,04 (téi da 2,0 g) metronidazol ngay trudc khi bit ddu mé.

Tré dudi 12 tudi

Circach 8 gismat I3n ding 7 - 10 mg metronidazol cho mot kg thé

trong, tuang Ung vai liéu hang ngay |3 20 - 30 mg metronidazol

cho mot kg thé trong.

Thai gian didu tri:

Thai gian diéu tri vai metronidazol hodc cac thudc ¢ chifa nitroim-

idazol khang nén vugt qua 10 ngay. Chi trong truéing hop ca biét

vaanéu cé chidinh ré rang, thoi gian didu tri mdi duoc kéo dai thém,

500 mg

2483

131/15242621/0613

R Metronidazole
Intravenous Infusion
500 mg

Cang han ché duoc diéu tri nhic lai cang t5t va chi ap dung cho
nhifng trudng hop da duoc chon Iua cu thé, Su han ché nay phai
duoc theo dai chat ché vi khéng thé loai trif hoan toan kha ning
metronidazol ¢6 thé khdi phat hoat tinh gay dot bién va vi trong
cac thi nghiém trén dong vat su gia tang ty & mac mot s loai u
budu da ducc ghi nhan.

Cach diing

Truyén tinh mach.

Dung dich phai dugc truyén tinh mach cham, nghia la thai gian truyén
100 mi khang ducc it hon 20 phit, ma thuong 12 phai trén 1 gio,
Metronidazole Intravenous Infusion 500 mg cing cé thé dugc pha
loang trudc khi truyén, bang cach thém thude nay vao mot dung
dich dan truyén tinh mach nhy dung dich tiém truyén 0,9% Natri
Clorid hoac 5% Glucose.

Cac thudc khang sinh phdi hop trong don thude phai duoc ding
fiéng.

Chéng chi dinh

Trong cac truong hop mén cdm vdi metronidazol hoac cac dan
xuat nitroimidazol khac (tuy la rat hiém), chi nén st dung Metro-
nidazole Intravenous Infusion 500 mg cho cac bénh nhiém triing
de doa dén tinh mang khi cac bién phap diéu i béng cac thudc
khang sinh khac khdng con tac dung.

Than trong khi sit dung

Trong truding hop tan thuang gan nang, suy chiic ndng tao mau (vi
du gidm bach cau hat) hodc cac bénh cla hé than kinh trung uong
va ngoai bién, chi nén strdung Metronidazole Intravenous Infusion
500 mg khi lgi ich mong ché 1o rang [dn hon rii ro tiém tang.
Metronidazole can trd viéc xac dinh quang phd cla SGOT két qua
Ia gid tri giam.

Metronidazol ¢ tac dung tic ché alcol dehydrogenase va cac en-
zyme oxy hoa alcol khac. Thudc ¢d phan dng nhe kiéu disulfiram
nhu néng bing mat, nhic dau, budn nén, nén, co cing bung va
ra md hoi.

Metronidazol co thé gay bat dong Treponema pallidum tao nén
phan ting duong tinh gia ca nghiem phap Nelson.

Ding liéu cao diéu tri cac nhiém khudn ky khi va diéu tri bénh do
amip va do Giardia ¢ thé gay rdi loan tang mau va cac bénh thin
kinh thé hoat déng.

Cé thai va cho con bu

Mac du khéng cé dif liéu thuyét phuc nao chi ra dugc rdng met-
ronidazol ¢4 thé gdy doc cho phai hoac thai nhi, chi nén sif dung
Metronidazole Intravenous Infusion 500 mg cho céc bénh nhiém
trang de doa dén tinh mang trong thai ky co thai va cho con bu.
Vi metronidazol dugc bai tiét qua sita me, nén phéi ngimg cho con
bui trong thai gian diéu tri. Sau khi nging didu tri bing metronida-
zol, khbng nén cho con bu lai ngay ma chd thém 2 - 3 ngay nita vi
metronidazol cd thai gian ban huy lau trong huyét thanh.

Tac dong chia thudc khi l3i xe va van hanh may moc:

Ngay c khi duoc si dung theo huong dan, metronidazol van c6
thé lam thay di khd nang phan tng dén mic khéng con kha ning
14i xe hoac van hanh may. Diéu nay van diing nhung & mic d6 cao
hon déi véi giai doan dau clia qua trinh didu trj hodc <6 sir dung
két hop voi bia ruou.
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Tuong tac thude

Metronidazol / afcohol

Khong duge diing cac d6 udng 6 ¢dn trong khi dang diéu tri bing
metronidazol vi cac tac dung phu nhu chong mat va non mia co
thé xay ra (higu (g disulfiram. Sir dung ddng thai vdi disulfiram
6 thé gay ra trang thai I 1an.

Metronidazol / cdc thudc chdng ddn

Metronidazol ¢6 thé anh hudng dén ndng dd cda cac thudc chn
dong trong huyét thanh. D3i vai bénh nhin cd ding nhiing thudc
dé thi ché dé lidu lugng clia céc thude chéng déng can phai dugc
diéu chinh lai néu can, vi metronidazol hiép ddng tac dung vdi cac
thudc chdng dong.

Metronidazol / lithi

Can phai than trong khi metronidazol dudc sif dung déng thai vai
cac mudi cha lithi, vi trong qua trinh diéu tri biing metronidazol
hién tuong néng do cua lithi trong huyét thanh tang cao da duoc
quan st thay,

Metronidazol / Cdc thube chéng co gidt

Hiéu lyc ciia metronidazol bj giam khi st dung déng thai vdi bar-
biturat hodc phenytoin.

Metronidazol / Cimetidin

Ca biét c6 truing hop cimetidin ding @6ng théi ¢d thé lam gidm
sy dao thai metronidazol va dan dén hau qua la lam ting néng do
metronidazol trong huyét thanh,

Tac dung khéng mong mudn

Tdc dung lén duong tiéu hoa

Thinh thoang xuat hién cdm gidc c6 vi kim loai, o hoi kém theo cé
vi déng, tua ludi, viém ludi va viém miéng, ap luc ving thuong vi,
budn nén, 61 mira, an khong ngon, va tiéu chay.

Truging hop rét hiém gap la tiéu chay dai dang trdm trong Lrong va
sau diéu tri thi phii bao cho bac sidiéu tri biet, vi cac triéu chiing
nay c6 thé la hau qua cta viém mang gi rudt két can phai dugc
diéu tri ngay. Trong cac truding hop nay cdn phai nglng stf dung
Metronidazole Intravenous Infusion 500 mg va phai c6 bién phap
diéu tri thich hop (vi du vancomycin 250 mg, ngdy udng 4 ldn}.
Khéng dugc dung cac thudce e ché nhu déng rudt.

Tdc dung lén gan va tuy

Rai loan chitc nang gan (vi du tang ndng do transaminase va bi-
lirubin trong huyét thanh) hiém khi xay ra; con viém tuy thi gap
lac dac.

Cdc triéu ching mdn cdm

D6i khi xay ra cac bénh ngoai da (vi du ngura, ndi mé day) va sot
do thuéc.

(6 thé xdy ra cac phan Ung qua mén cdp tinh trdm trong (tic cac
phan (ng phan v& nang thi bi séc phan vé), nhung thuting rat
hiém. Cac phan (ing nay cin phai dvoc diéu tri ngay.

Tdc dung lén hé thdn kinh trung uong va ngoai bién

D6i khi c6 thé gip céc hién tuong nhie dau, chong mat, budn ngd,
1t 1n, dé ndi cau, trdm cim, va mat phéi hop diéu hoa.

Doi khi trong qua trinh sif dung Metronidazole Intravenous Infu-
sion 500 mg, cing gap cac hién tugng rdi loan than kinh ngoai
bién (bénh than kinh) va lén con. Hién tuong dau biéu hién nhu
6 cam gidc khac thuong, cam giac ram ng(a, va cdm gidc té con
cac déu chi. Trong truéing hop nay, phai bao cho bac si diéu tri biét
ngay.

Tac dung ién mdu vd 56 lugng té bao mdu

Trong qua trinh diéu tri bang Metronidazole Intravenous Infusion
500 mg, di khi thdy co hién tugng gidm 56 lugng bach céu va tidu

131/15242621/0613

cdu (ching gidm bach cdu, chiing giam bach cau hat, tham chi ca
biét ¢6 trudng hap bi mit bach cau hat, va ching gidm tiéu cdu). Vi
vay trong qua trinh sif dung dai ngay, viéc theo doi thudng xuyén
56 lugng té bao mau la yéu cau bt budc.

Tac dung lén than va bang quang

Ching bi tiéu tién, viém bang quang, va tiéu tién khdng tu chi rat
hiém khi xdy ra.

Cdc tdc dung khdc ) )
Thinh thodng c6 quan sét thdy nudc tiéu sdm mau (do céc chit
chuyén hoa ctia metronidazol); cac tac dung phu rét hiém khi thay
gbm ¢6 bdi nhiém ndm candida, mét mdi, va thi lyc bi gidm st.
Phdn ting tai chd

Sau khi truyén tinh mach, c6 thé xdy ra hién truong kich ung tinh
mach {nang thi bi viém tinh mach huyét khai).

Hay thang bao cho bac si nhing tac dung khong mong mudn gip
phai khi st dung thude.

Cac déc tinh dugc dong hoc:

Dunag dich tiém truyén Metronidazol 500mg/ 100ml dugc truyén
tinh mach do d6 sinh kha dung dat 100%.

Nita doi cia metronidazol trong huyét thanh khoang 8 gig, cac
chuyén hoa khac dugc tao ra trong co thé. Chuyén héa chinh trong
huyét thanh [a chuyén héa hydroxy, chuyén hoa chinh qua nuoe
tiéu 13 chuyén hoa acid, Khoang 80% cac chét duoc bai tiét qua
thén, nho d6 phan khong duoc chuyén hoa it hon 10%. Mot s6
luging nhé dugc bai tiét qua gan,

Than suy chi lam cham thai tris & muc d6 khong quan trong. D6
thanh thai trong huyét tuong bi gidm duoc cho réng la do bénh
gan nang. Lién két Protein 13 it hon 20%.

Céc dac tinh dugc lyc hoc: ]
Metronidazol I3 dan xuat cia nhém nitro-imidazol. B6i véi dang
vat nguyén sinh nhay cam va vi khudn ky khi bit budc, metroni-
dazol lam giam suf san sinh acetamid va acid N-(2"-hydroxyethyl}-
oxamidic. Tuong tac vai DNA dan dén e ché tdng hop acid nucleic
ctia vi khudn do d6 tiéu diét mdm bénh,

Qua liéu

Khéng co bién phap diéu tri dac hidu nao khi ding qua liéu met-
ronidazol. Néu can, ¢6 thé loai trif metronidazol rét hieu qua bing
phuong phép thdm phan mau.

Tiéu chuan

Nha san xudt

Bao quan

Tranh dnh sang.

Khong dé thude & nai ¢6 nhiét dé trén 30°C.

Han diing

36 thang ké tir ngay san xuat.

Luuy

Mai chai chi diing mot I3n.

Phn khang diing nita phai iy bo.

Dung dich v tring, khdng co chat gay sot.

Khang duge sif dung néu thay dung dich khong trong subt hodc
chai hodc nép chai co ddu hiéu bi hu hai.

Dé ngoai tam tay vai cla tré em.

Nha san xuat:

B. Braun Medical industries

Sdn. Bhd.

Bayan Lepas free industrial zone,
11900 Bayan Lepas, Pulau Pinang,
Malaysia.
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