https://trungtamthuoc.com/

{

Wl

Becamex pharma
$, G TY CO PHAN DU'Q'C BECAMEX
——B&0ong NA6 - KCN My Phuwéc 2 - Bén Cat - Binh Duong
bién thoai: 0274. 355 3326 / Fax: 0274. 355 9899
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Acid NALIDIXIC
500mg
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MAU NHAN HOP ACID NALIDIXIC
Hop 10 vi x 10 vién nén bao phim
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Becamex pharma

K Hop 10 vi x 10 vién nén bao phim

o Thudc ké don

D4 xa tim tay tré em

For pr only of phy
Keep out of reach of children
Read the leaflet carefully before use

Acid NALIDIXIC

Acid NALIDIXIC

Thube chi ding khi c6 sy ké don cla béc si

Boc kf hwémg diin sir dyng tnse khi ding g4 Gt Binh Duong

500mg

500mg

CONG TY CP DUQ'C BECAMEX
Budng NAB - KCN My Phuére 2

BECAMEX PHARMACEUTICAL JSC
NAGB street - My Phuoc 2 Industrial park
Ben Cat town - Binh Duong province

RX Prescription drug

Becamex pharma

vién nén bao phim chra:

I d Nalidixic 500mg

~ Ta duwocv.d.

Chi djnh, chéng chi dijnh,
1idu Iwgng - cach dung & céac
théng tin khac: Xem to
hwéng dan st dung.

Bdo quan: Noi khé, trénh &nh sang,
nhiét @6 dusi 30°C.

Tiéu chuén: TCCS.

Acid NALIDIXIC

Box of 10 blisters x 10 film-coated tablets

GMP -WHO

GMP -WHO

Acid NALIDIXIC

500mg

RX Prescriptions drug

500mg

Becamex pharma

Box of 10 blisters x 10 film-coated tablets

Composition:
Each film-coated tablet contains:
Acid Nalidixic 500mg

Excipients q.s.

Indications, contraindications,
dosage - administration & other
information: See leaflet.

Storage: Dry place, protect from light,
temperature below 30°C.
Specification: Manufacturer’s.

KiCH THUO'C HOP THAT: (100 x 70 x 55) mm
KiCH THUPO'C THU NHO = 80% KICH THUO'C HOP THAT
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CONG TY cO PHAN DUQC BECAMEX
PDuéong NA6 - KCN My Phudc 2 - Bén Cat - Binh Duong
Pién thoai: 0274. 355 3326 / Fax: 0274. 355 9899

NHAN HDSD THUOC ACID NALIDIXIC

dung theo don

THANH PHAN

M3i vién nén bao phim chira: Acid Nalidixic
500mg.

Té dugc: Lactose, Microcrystallin cellulose,
Tinh bdt Ita mi, Poly vinyl pyrrolidon (PVP
K30), Sodium Starch Glycolat (DST), Talc,
Magnesi stearate, HPMC 6cps (Hydroxy
propyl methyl cellulose), Titan Dioxyd, PEG
6000 (Polyethylen glycol), Mau Amaranth
vira da 1 vién.

DANG BAO CHE: Vién nén dai bao phim
mau tim.

CHI BPINH

Nhi&m khudn dudng tiét niéu dudi chua cé
bién chirng do vi khudn Gram &am, trir
Pseudomonas.

Acid nalidixic trudc day da dugc dung trong
diéu tri nhiém khudn dudng tiéu héa do cac
ching nhay cam Shigella sonnei, nhung hién
nay cé nhirng thuSc khang khuan khac (nhu
cac fluoroquinolon, co-trimoxazol, ampicilin,
ceftriaxon) dugc ua dung hon dé diéu tri
nhi&m khudn do Shigella.

Nhiém khudn dudng tiét niéu khéng
phdrc tap

Do khang sinh fluoroquinolon, trong dé cé
thu8c Acid Nalidixic lién quan dén phan (ng
cé hai nghiém trong cé kha nadng khéng hdi
phuc va gay tan tat, bao géom viém gan, dut
gan, bénh ly than kinh ngoai bién va cac tac
dung béat Igi trén than kinh trung uong va
nhiém khudn dudng tiét niéu khdng phirc tap
& mot s& bénh nhan cé thé ty khoi, chi nén
sir dung thu8c Acid Nalidixic cho nhirng bénh
nhan khéng cé Ilya chon diéu tri khac thay
thé.

Pgt nhiém khuidn cip cua viém phé
quan man tinh

Do khang sinh fluoroquinolon, trong dé cé
Acid Nalidixic lién quan dén phan ng cé hai
nghiém trong cé kha ndng gay tan tat va
khéng hdi phuc trén cac co quan khac nhau
clla cd thé. Cac phan ng cé hai thudng
dugc ghi nhan gém viém gan, dat gén, dau
khdp, dau cg, bénh ly than kinh ngoai vi va
cac tac dung béat Igi trén hé thdng than kinh
trung uong (do giac, lo au, tram cam, mat
ngl, dau dau n3ng va I4 13n).

Viém xoang cap tinh do vi khuan

Do khang sinh fluoroquinolon, trong dé cé
thudc Acid Nalidixic lién quan dén phan (ng
cé hai nghiém trong cac tac dung bét Igi trén
hé th8ng than kinh trung uong: Ao giac, lo
au, trdm cam, mat ngu, dau dau nadng va lu
13n va viém xoang cdp tinh do vi khudn mét
s6 bé&nh nhan cé thé tu khoi, chi nén str dung
thudc Acid Nalidixic cho nhirng bénh nhan
khéng cé Iya chon diéu tri khac thay thé.

LIEU DUNG, CACH DUNG

Ngudi 18n: USng 2 vién/ lan, ngay udéng 4
[an, dung it nhat 7 ngay, néu tiép tuc diéu tri
kéo dai trén 2 tuan, phai giam liéu xudng
con 1 vién/ lan.

Bénh ly truc khudn Shigella: Ngudi 16n, udng
2 vién/lan, mdi 6 gid trong 5 ngay.

N&u dé thanh thai creatinin trén 20 ml/phut,
c6 thé& dung liéu binh thudng.

N&u dd thanh thai creatinin dudi 20 ml/phuat

ACID NALIDIXIC &&=

D& xa tam tay tré em
Poc ky hudng dan sir dung trudc khi dang
Thudc nay chi dung theo don thudc

(creatinin huyé&t thanh trén 360 micro-
mol/lit), liéu trong 24 gi& phai cdn nhic giam
xudng con 2g.

Cach dung: Dung thudc luc ddéi, 1 gid trudc
khi &n.

CHONG CHI PINH

Suy thén, loan tao mau (thi€u mau), déng
kinh, tdng ap luc ndi so, tré em dudi 3 thang
tudi, man cadm vdi acid nalidixic hodc cac
quinolon khac.

CANH BAO VA THAN TRONG KHI DUNG
THUGC

e Cac phan 'ng cé hai nghiém trong cé kha
ndng khéng héi phuc va gay tan tat, bao gom
viém gan, dit gan, bénh ly than kinh ngoai
bién va cac tac dung bat Igi trén than kinh
trung uong.

e Cac khang sinh nhém fluoroquinolon cé lién
quan dén cac phan (rng cé hai nghiém trong
cé kha ndng gay tan tat va khéng hdi phuc
trén cac hé co quan khac nhau clGa co thé.
Cac phan ('ng nay cé thé& xudt hién dong thdi
trén cung bénh nhan. Cac phan *ng cdé hai
thudng dugc ghi nhan gém viém gan, ddt
gén, dau khdp, dau co, bénh ly than kinh
ngoai vi va cac tac dung bat Igi trén hé théng
thén kinh trung udng (ao giac, lo au, tram
cadm, mat ngu, dau dau n&ng va IG 13n). Cac
phan *'ng nay cé thé& xay ra trong vong vai
gid dén vai tuan sau khi sir dung thudc. Bénh
nhan & bat ky tudi nao hodc khdng cé y&u t8
nguy cd tén tai tir trudc déu cé thé g3dp
nhirng phan *rng cé hai trén.

« Ngirng str dung thudc ngay khi cé ddu hiéu
hodc triéu chirng dau tién cla bat ky phan
ng cé hai nghiém trong nao. Thém vao dé,
tranh s dung cac khang sinh nhém fluoro-
quinolon cho cac bénh nhan da tirng gdp cac
phan rng nghiém trong lién quan dén fluoro-
quinolon.

- Than trong khi ding trong trudng hgp giam
chirc ndng gan, giam chlc ndng than & mdc
dd vira va thi€u enzym G6PD. Kiém tra cdng
thirc mau, chi'c ndng gan va than néu dung
thudc lién tuc trén 2 tudn. Acid nalidixic va
cac thudc lién quan gay thodi hda cac khép
mang trong lugng co thé & déng vat chua
trudng thanh, can nhdc khi s dung vdi
ngudi bénh dudi 18 tudi, phu nir mang thai
va cho con bu.

- Dirng thudc khi xudt hién triéu chirng dau
day than kinh ngoai bién, dau khdép.

- Tranh ti€p xdc tryc ti€p v&i anh ndng mat
trdi hodc dén cuc tim trong khi diéu tri.

- Do trong thanh phan cé chilra lactose nén
khéng nén s dung cho bénh nhé&n khéng
dung nap galactose, thi€u hut lactase hodc
kém hép thu glucose — galactose.

- Thanh phan cua thudc cé chira tinh bét lua

mi thich hgp cho ngudi bi bénh celiac. Tuy
nhién, b&énh nhan bi di (rng v&i Ita mi (khéng

phai bénh celiac) khéng nén dung thudc nay.

SU DUNG CHO PHY NU CO THAI VA
CHO CON BU

+ S« dung thud8c cho phu nir cé thai: Acid
nalidixic di qua hang rao nhau thai. Chua cé
nhirng nghién clru day du va dugc kiém tra
chat ché& trén ngudi. Tuy nhién, acid nalidixic
va cac hgp chat lién quan da gay bénh khdép
& doéng vat con non, vi vay khéng nén dung

Mat trudc
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NHAN HDSD THUOC ACID NALIDIXIC

rong thdi ky mang thai.

ub8c cho phu nir cho con bu:
bai ti€t vao sira me & dang vét.
bdo vé méot tré bu sira me bi
tan mau (ma khéng cé béang

“hét trub’ng hgp khéng cé van de gi xay ra,
nén acid nalidixic vAn cé th& dung trong thdi
ky cho con bu.

ANH HUONG CUA THUOC LEN KHA
NANG LAI XE, VAN HANH MAY MOC
Khéng cé tac dung anh hudng khi lai xe va
van hanh may maéc.

TUONG TAC, TUONG KY CUA THUGC
Néng dd theophylin trong huyét tuong tang
1&n khi dung déng thdi vdi acid nalidixic. Acid
nalidixic cé thé& lam tdng ndng dd cafein do
anh hudng dén chuy&n hdéa cua cafein.

Acid nalidixic lam tadng tadc dung cua thudc
chdéng déng dang udng nhu warfarin, mét
phan cé thé do cé sy chuyén dich ctua chéat
chéng déng ra khdi vi tri gdn cua né trong
huyé&t tuong, cé thé& phai giam liéu thudc
chéng déng.

C6 thé& cé nguy co téng ddc tinh than khi acid
nalidixic dugc dung cung vdi ciclosporin.
Cac thudc khang acid da day cé chira magne-
si, nhém, calci, sucralfat va cac cation héa tri
2 ho3dc 3 nhu k&m, st cé thé& lam giam héap
thu acid nalidixic, d&n dé&n lam gidm ndng dé
acid nalidixic trong nudc ti€u rit nhiéu do
vay nén udng thudc trudc hodc sau cac thudc
trén 2 gio.

Probenecid lam giam bai xudt nén tdng néng
dd acid nalidixic trong huyét tuong.
Cloramphenicol, nitrofurantoin, tetracyclin
lam gidm tdc dung diéu tri cua acid nalidixic.
TAC DUNG KHONG MONG MUGN CUA
THUOGC

Khéng co ty 1& chinh xac vé cac phan ng cé
hai ciia thudc dua trén nhirng thdr nghiém
1d&m sang. Tuy nhién, acid nalidixic thudng
dung nap t8t va phan (*‘ng cé hai thudng
nhe.

Thudng gdp, ADR >1/100

Toan than: Nhirc dau.

Tiéu héa: Budn ndn, ndn, ia chay, dau bung.
Mat: Nhin md&, nhin dbi, nhin mau khdng
chuan.

Da: Phan &'ng ngd ddc anh sang vdi cac mun
nudc trong trudng hgp phai ndng khi diéu tri
hodc sau diéu tri.

it g&%p, 1/1000 < ADR < 1/100

Than kinh trung uong: Tang ap luc ndi so
d3c biét & tré nho.

Da: May day, nglra, can quang.

Hiém gdp, ADR< 1/1000

Than kinh trung uong: LG 18n, ao gidc, ac
mong.

Toan than: Phan (rfng phan vé.

Mau: Giam ti€u cau, gidm bach cau, tdng
bach cau ua eosin, thi€u mau tan mau nhéat
13 & ngudi thi€u hut glucose 6 phosphat
dehydrogenase.

Khac: Phu mach, dau khdép.

QUA LIEU VA CACH XU TRiI

Triéu chirng: Loan tadm than nhi&m doc, co
giat, tadng ép luyc ndi so, toan chuyen hoéa,
budn ndn, ndn, va ngu lim cé thé& xay ra.

Piéu tri: Rira da day khi md&i dung thudc. Néu
thudc da dudgc hap thu, nén truyén dich va
duing bién phap hd trg nhu thd oxy va hé hSp
nhan tao. Liéu phap chdng co giat cé thé&
dugc chi dinh trong trudng hgp rat ndng.

DAC TINH DUQC LYC HOC

Acid nalidixic 1& thudc cé ph8 khang khuidn
réng, tac dung vd&i hau hét cac vi khuan hiéu
khi Gram &8m nhu E. coli, Proteus, Klebsiella,
Enterobacter, Salmonella va Shigella, thudng
nhay cam vdi thubc. Tuy nhién, Pseudomo-
nas aeruginosa, vi khudn Gram' duong
(Enterococcus va Staphylococcus), wvi khudn
ky khi khéng nhay cam véi acid | nalidixic.
Phan 16n cac nhlgm khudn du’dng ti€t niéu
cdp va man tinh do vi khudn dudng rudt
Gram am. Vi vf—‘;‘y, acid nalidixic thudng dugc
dung dé tri nhiém khudn dudng tié’t‘niéu

Céac cau khudn dudng rudt (Enterococqus) va
Staphylococcus saprophyticus

la n én, |
nhan chu y&u gay viém dudng tiét ni%mga

khang lai acid nalidixic.

Acid nalidixic khéng anh hudng dén vi khuan
ky khi dudng rudt, day la diéu quan trong dae
gilr cdn b&ng sinh thai vi khudn dudng rudt.

Acid nalidixic can tr& qua trinh sao chép cua
DNA vi khu8n b&ng cach (c ché& hoat tinh
DNA gyrase (topoisomerase).

Khang thudc: Vi khudn khang thudc xay
nhanh, déi khi trong vong mét vai ngay(?ﬁ‘
diéu tri, nhung khéng lan truyén hay
trung gian R-plasmid. Khang chéo xay ra vd
acid oxolinic va cinoxacin. Truc khuan ly va
thuong han khang cIoramphenlcoI/squame—
thoxazol/ampicilin  van nhay cam vdi acid
nalidixic.

PAC TINH DUQC PONG HQC

Acid nalidixic hdp thu nhanh va gan nhu
hoan toan tir dudng tiéu hdéa va dat nébng dé
dinh 20-50 microgam/ml, sau khi uéng 2 gi&
lidu 1g. Nira ddi huyét tuong khoang 1-2,5
gid.

Acid nalidixic chuy@n héa mét phan thanh
acid hydroxy nalidixic, cé tac dung khang
khudn giéng acid nalidixic va (rng vdi khoang
30% tac dung clua thuSc & trong mau.
Khoang 93% acid nalidixic va 63% acid
hydroxy nalidixic lién k&t v&i protein huyét
tuong. Ca acid nalidixic va acid hydroxy
nalidixic chuyen héa nhanh thanh dan chat
glucuronid va acid dicarboxylic khéng cé
hoat tinh. Chat chuy@&n héa khéng hoat tinh
chinh 1a acid carboxynalidixic thudng chi
phat hién dudc trong nudc tiéu.

Acid nalidixic va cac ch&t chuyén héa dugc
dao thai nhanh qua nudc tiéu trong vong 24
gids. Trén 80% thu8c dao thai qua nudc ti€u
la nhirng chdt chuy&n hdéa khdng cé tac
dung, nhung ndng dd dinh trong nudc tiéu
clia thu8c khdng bién ddi va ctia chat chuyén
héa cé tadc dung & khoang tir 25-250 microg-
am/ml, dat dugc sau khi uéng 3-4 gid liéu 1g
(hau hét cac vi khudn nhay cdm bi ’c ch& &
néng dd < 16 microgam/ml). Acid hydroxy
nalidixic chi@ém khoang 80-85% tac dung
trong nudc ti€u. Probenecid lam giam bai tiét
thu8c qua nudc ti€u. Khoang 4% liéu dao
thai qua phan. Acid nalidixic qua nhau thai va
vao sira me réat it (& dang vét).

QUY CACH PONG GOI: Hp 10 vi x 10 vién
nén bao phim.

PIEU KIEN BAO QUAN: Noi khd, tranh
anh sang, nhiét dé dudi 30°C.

HAN DUNG: 36 thang k& tir ngay san xudt.

TIEU A CHUAN CHAT LUQNG CUA
THUGBC: TCCs.

San xuat tai:
CONG TY COG PHAN DUQ'C BECAMEX

Pia chi: Pudng NA6, KCN My Phudc 2,

My Phudc, B&n Cat, Binh Duong
Pién thoai: 0274.3553326
Fax: 0274.3559899
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