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MAU NHAN DAN TREN LO 100 ml

ADISUS

Rx Thuéc ké don THANH PHAN: M8 lp chiza;
Acid Nalidixi 5009

Tadugc vira di. 100ml

CHI BINH, CHONG CHi BINH, CACH DUNG VA
ADISUS WHO - GMP CAC THONG TIN KHAC:
Xin doc trong ta huding dén sirdung bén trong hop.

BAO QUAN: Nai khd, nhiét 66 dudi 30°C, tranh &nh

Acld Nalidixic 250mg/5mi sang.
= - -
Hon dich uén SEK: :
. g TIEU CHUAN CHAT LUGNG CUATHUGC: TCCS.

CTCP DUGC PHAM TRUNG UONG 2

9 Trén Thanh Tang - C.Hai Ba Trung - Ha Ni - Viét Nam

P BT 024.38715438 FAX: 024.38211815
DE XA TAM TAY CUA TRE EM Sdn xudt tai: -
BOC K HUONG DAN L6 27, KCN Quang Minh - Mé Linh - Ha Ngi - Viét Nam b
0 BT 024 39716291 FAX: 02436251484 o

s DYNG TRUGC KHI DUNG

LAC KY TRUGC KHI DUNG o'
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MAU HOP 1 LQ 100 ml
(Ty 1& 70%)

Rx Thuéc ké don

ADISUS

Acid Nalidixic 250mg/5ml
Hén dich uéng

e

Hép dung 1 10 100 ml hén dich
kém 1 céc nhua chia liéu

@ poramss

WHO - GMP

CHI BINH:

Didu ti nhidm khudn Gr () dudmg nigu
du chira ed bidn chimg gly b cac
ching chinh E.coll, Enferobacter sp.,
Klebsiella sp.. Proteus sp., trir

Pseudamonas.

B¢ gidm tinh khang thude, nén thir tinh
nhay cim cia thube trude vi Khi diku
i d w\mﬂcdl‘nnghn&cuad'i chinh
thudc. Trong truimg hep chura oo dir lifw,
6 the dyra vio dich 12 hoe dla phuomg va
ce mdu vi khudn nhay cam dé lya chon
i tri.

Do khang sinh ruormulldon: trong dé ci

rghidm trgng (xem myc Canh bao v
trong khi ding thube) v nhidm n
duimg tiét nigu khdng phirc tap & mal 5o
binih nhdin e thit tir khéi, chi nén sir dyng
Adisus cho nhirng bénh nhan khang ca lya
chipn didu tri khac thay thé,

~ ADISUS

Acid Nalidixic 250mg/5mi

Hén dich udng

G

Hép dung 1 10 100 ml hén dich
kém 1 cde nhua chia liéu

@ DOPHARMA

WHO - GMP

CHONG CHI BINH, CACH DUNG VA CAC
THONG TIN KHAC:

Xem frong ir hudmg din st dung thude
kém theo.

BAO QUAN: Noi khé, nhigt d6 duti 30°C,
tréinh dnh sding.

SDK:

TIEU CHUAN CHAT LUGNG cla
THUBC: TCCS.

0 XA TAM TAY CUA TRE EM
BQC K¥ HUGNG DAN SU DYNG
TRUGC KHI DONG

CTCP DUGC PHAM TRUNG UONG 2
9Tedn Thieh Téng - Q.Hai B3 Trumg - Ha Mei- Viéd Nam
AT 024 39715438 FAK: 024 38211815
Sin sudltai

127, KCN Quang Menh - M Lin - H& NGi- Vidt Nam
6T, 024 39716281 FAK: 124 35251484

LAC KV TRUSC KHI DUNG




MAU TO HUGNG DAN SU DUNG THUOC
(MAT TRUGC)

1. TENTHUGC:

" ADISUS

2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG
THUGC:

DEXATAMTAY CUA TRE EM

DOC KY HUGNG DAN SUDUNG TRUGC KHIDUNG
THUGC NAY CHI DUNG THEQ BON THUGC

3. THANH PHAN CONG THUC THUGC:

M&ilp ADISUS 100 mi chira:

Thanh phén duoc chat: Acid nalidixic... ..o 5,00g
Thanh phén t& duoc: Methyl paraben, propyl paraben, natri

clorid, natri saccharin, sorbitol 70%, carbomer 934P, hwong

phiicbén tir, nwdctinhkhidt... ...................... virad( 100 ml

4, DANG BAO CHE: Han dich uéng: hén dich mau tréng, vi
ngot, thom mi phic bén te, pH 3,0-5,0.

5.CHIBINH:

Bigu tri nhim khudn Gr (-) dwdng niéu dwéi chua cé bién
chirng gay bdi cac ching chinh E.coli, Enterobacter sp.,
Klebsiella sp., Proteus sp., trle Pseudomaonas.

D& giam tinh khang thude, nén thi tinh nhay cam cla thube
trdre va trong khi didgu tri d& can nhac ding thuéc va didu
chinh thuéc. Trong tréng hop chuwa co diF ligu, co thé dya
vao dich t& hoc dia phuong va cac mau vikhudn nhay cam ¢é&
lwa chon didutri.

Do khang sinh fluoroguinolon, trong d6 ¢ acid nalidixic lién
quan dén phan ¢ng c6 hai nghiém trong (xem muc Canh bao
va than trong khi dung thudc) va nhiém khuén dudng tiét
niéu khéng phirc tap &@ mot s& bénh nhan cé thé ty khai, chi
nén sl dyng Adisus cho nhi¥ng bénh nhan khong co ra chon
didu trikhac thay thé.

6. CACH DUNG VA LIEU DUNG:

- Cach ding: diing dwdng ubng, trude hodc sau an, 1ac ki
trwedre khidiing.

-Liéu thuérng ding:

+ Ngudi 1am: M&i1an ubng 20 mi thube, udng 4 Ian/ngay cach
déu nhau trong it nhat 7 ngay co thé kéo dai didu trj 14 ngay.
Khi @6 thanh thai Creatinin dwéi 20 mifphdt, cén gidm lidu
xudng con 1/2 so vé&i bénh nhan binh thwéng.

* Tré em tir 3 thang tudi dén 12 tudi: Dung lidu 1ml hdn dich /kg
thé trong/ngay, chia lam 4 |an cach déu nhau. Néu can diéu tri
kéo dai, lidu giam con 0,6 mi hén dich fkg thé trong/ngay, chia
lam 4 1an. Thoi gian diéu trj 12 it nh&t 7 ngay, c6 thé kéo dai
didutri 14 ngay.

* B4 v&i bénh nhan suy than: Tinh liéu phi hop cho hé sé
thanh thai creatinin dudi 20 mi/phat, dudi ngwdng nay lidu
gidm con mét nira so v ligu binh thuéng.

Thuéc d& bj khang, cin thay thuée néu thude khdng co tac
dung trén nuwére tidu bénh nhan sau 48 gié théng qua nudi cay
vi khudn va phép thir nhay cam vi khuén.

Thir mau, chire nang gan, chikc nang than dinh ky néu diéu tr
thudclién tyctrén 2 tuan. i

- Néu quén udng mot liéu thudc: hay udng ngay khi nhé ra.
Néu théi diém ban nhé ra gan véi thovi diém udng lidu tiép
theo, ban hay ché dén théi diém dung lidu tiép theo dé dung
liéu tiép theo, khong dugc ding gép ddilidu.

7.CHONG CHIBINH:

-Man camvéiacid nalidixic hay cacthube nhém quinolon.

- Bénh nhan bi thiéu hyt enzym Glucose-8-phosphate
dehydrogenaze (GBPD), co tién ste dong kinh, réi loan than
kinhtrung wong, co giat, tdc nghén mach mau néo.

- Tréemdwéi3 thang tudi.

- Bénh nhan dang diéu tr| bing hoa trj liéu ung thw tly séng
nhw melphalan, vi nd ¢é thé gay ra viém loét rudt chay mau,
hoaitlr ruét.

8.CANH BAO VA THAN TRONG KHI DUNG THUGG:

- Tranh tiép xtic v&i anh ndng mét tréri hay cac ngudn chiva tia
tlr ngoai.

- Bénh nhan mau khé déng, ty 1& lién két huyét twong clia acid
nalidixic cao.

- Déc biét bénh nhan bj suy gan, suy than néng (c6 dd thanh
thai creatinin dui 20 mlfpht) cin phai giam lidu.

- Khi ding thuée cho tré em dudi 18 tudi, phy ni ¢6 thai hodc
phu ni dang cho con bl cén can nhac k§ gitra lgi ich va nguy
co tidm nang vi acid nalidixic va cac thudc lién quan gay thoai
hoa cac khép mang trong lweng co thé & dong vat chwa
tridng thanh. Can nglng thude khi xuét hién céc triéu chirng
dau cac khép, dau day than kinh ngoai bién.

- C&n theo ddi cong thire mau, chike ndng gan, chirc ning
than dinh ky, nhét [a & bénh nhan tic ngh&n mach mau nio,
dong kinh, bénh gan, néu didu tri thubc lién tuctrén 2 tuéin,

- Néu diéu tri Clostridium difficle gay ia chdy bang acid
nalidixic, co thé gay ia chay vira dén viém rudt gid mac nang.
Vi Clostridium difficle sinh ra 2 doct6 A va B, 2 doc t nay gop
phén gay ia chay. Trong truérng hep nay c¢in bu dich, dién gidi,
béd sung protein va chon phwong phép didu tri thay thé.

- Céc phén (rng ¢ hai nghiém trong c6 kha nang khong hoi
phuc va gay tan tat, bao gdm viém gén, dirt gan, bénh Iy than
kinh ngoai bién va cac tac dung bat Igi trén than kinh trung
wong.

- Cac khang sinh nhém fluoroquinolon cb lién quan dén cac
phan (rng cb hai nghiém trong cd kha nang gay tan tat va
khéng hdi phyc trén céc hé co quan khéc nhau cla co thé.
Cac phan (ng nay cé thé xudt hién déng thei trén cling bénh
nhan. Cac phan (ing ¢é hai thwéng dwere ghi nhdn gbm viém
gan, dirt gan, dau khép, dau co, bénh ly than kinh ngoai viva
cac tac dung bét Ioi trén hé théng thén kinh trung wong (do
gide, lo &u, trdm cam, mét ngd, dau dau ning va I 1an). Cac
phan (rng ndy co thé xay ra trong véng vai giér dén vaituan sau
khi str dung thuéc. Bénh nhan & bét ky tudi nao hoac khéng co
yéu t6 nguy co tdn tai tir trudrc déu co thé gép nhirng phén
tpng co haitrén.

- Ngirng st dung thudc ngay khi co dAu hiéu hodc triéu chiing
d4u tien clia bit ky phan ting b hai nghiém trong nao. Thém
vao @6, tranh st dung thudc cho céc bénh nhéan da tieng gap
cac phan (rng nghiém trong lién quan dén fluoroquinolon.

9. SUDUNG THUGC CHO PHU NU CO THAI VA CHO CON
BU:

-Déivei phy nikco thai:

Acid nalidixic di qua dugc hang rao nhau thai. O ddng vat thi
nghiém cho thay cé hién trong thoai hoa sun & dong vat chira
trwéng thanh. Trén nguwoi chva cé nhirng nghién clru day dd
va kiém tra chit ché vé sir dung thube trén phu ni¥ cé thai, chi
nén ding thudc néu lgi ich virgt troi so véi nguy co'.

-Doivéi phynivcho con bu:

Acid nalidixic bai tiét vao sira me v&i ndng do thap. Da cé bao
céo v& mot tré bl sira me bj thiéu mau tan mau (ma khéng cé
béng chieng gay thiéu hyt enzym GBPD) trong thévi gian ba me
c6 udng thube acid nalidixic. Tuy vay, hau hét cac truéng hop
khéng c6 hién tweng gi xay ra nén thubce vin cé thé diing trong
théiky cho con bu, can can nhéc gita lgiich vanguy co

don.

L~
10. ANH HUGNG CUA THUGC LEN KHA NANG LAMKE;

VAN HANH MAY MOC:

Anh hudng trung binh: Acid nalidixic cé thé kich thich'than

kinh trung rong gay hoa mét chong mat, nhigm doc quang

hoa, khi bénh nhén ding thubc tigp xUc véi anh sang mat trov,

run tay, 3o gidc. Vi vay khong lai xe hay van hanh may moc

trong théri gian ding thudc. )

11. TUONG TAC, TUONG KY CUA THUGC:

- Acid nalidixic lién két protein huyét twong manh, né cé kha

nang chiém vi tri lién két protein huyét twong clia cac chét

chéng déng mau coumarin va dén xuat, lam téng coumarin ty

do. Khi diing clng chat chéng déng warfarin va dan chat can

theo dai théi gian ddng mau.

- Giai phéng glucose trong nuére tiéu vi khi dung acid nalidixic

va sipco mat cliaglucoro lién hop. Gay mau nudc tiéu cla 17-

ceto-steroid va acid vanylmandilic.

- Acid nalidixic lam ting nbng @ theophylin, cafein,

! am gidm thanh thai cafein va kéo daithdi glan
g déng thor,

Magnesi, Calci, Nhdm, Sétsulfatva
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MAU TG HUGNG DAN SU DUNG THUOC
(MAT SAU)

cac Cation hoa trj 2 va hoa tri 3 nhw Dbng, Sat, Kém, cac
mutivitamin chtra cac chét nay lam gidm hdp thu acid
nalidixic, cac thube chiva cac chat nay nén diing 2 gior truérc
hoéc sau khiudng ché phdm nay.

- Probenecid 1am gidm bai tiét thuéc qua nuwée tidu, do dd 1am
giam hiéu qua diu trj nhidm khudn tiét niéu cla thude, déng
théi gay tang tac dyng phy toan than.

- Acid nalidixic ¢é tinh khang chéo véi cac dén xuét quinolon
nhuw oxolinic acid va cinoxacin.

- Acid nalidixic 1a khang sinh cé thé bj han ché tac dyng néu
dung phéi hgp véi cac khang sinh nhém kim khudn nhw
tetracyclin, chloramphenicol, nitrofurantoin. Cac chétnay G6i
khang vdi acid nalidixic & nghién clu in-vitro.

- Acid nalidixic lam thay doi dién tam dd (Kéo dai khodng
Qtc).

- Khéng diing thudc cho bénh nhan dang dung thudc chéng
loan nhip nhw quinidin, procainnamid, amioaron, sotalol.

+ Do khong c6 cac nghién ciru vé& tinh tvong ky coa thuée,
khéng trdn 1&n thude nay véi cac thude khac.

12, TACDUNG KHONG MONG MUGN CUA THUGGC (ADR)
Khéng cé ty 1é chinh xac v& cac phan (ng ¢o hai cla thudc
dwa trén nhing thdr nghiém lam sang. Tuy nhién, acid
nalidixic thvong dung nap tot va phan (ng ¢ hai thwong
nhe.

- Thudng gép: 1/100SADR < 1/10

Toanthan: Nhirc dau.

Tiéu héa: Budn nén, ndn, ia chay.

M&t: Nhin mé&, nhin ddi, nhin mau khéng chuén,

Da: Phan trng ngd ddc anh sang véi cac mun nwée trong
tréng horp phoi néng khi didu trihodc sau didu tri.

-ltg&p: 1/1000=ADR <1/100.

Thankinh trung wong: Tang &p e ndi s, dac bigt & tré nho.
Da: May day, nglra, cdnquang.

- Hiém g&p: 1/10000 SADR < 1/1000

Thankinh trung wong: L I3n, 3o gidc, 4c mdng.

Toanthan: Phan (ing phan vé.

Mau: Giam tidu cdu, gidm bach cAu, ting bach cAu wa eosin,
thiéu mau do thiéu enzym GEPD.

Khéac: Phimach, dau khép.

Xirtri ADR:

Ngirng dung thube néu ngudi bénh cé bidu hién dj ing, lo
Iang, do giac, co giat. Dung adrenalin, glucocorticoid, thé oxy
khingudi bénh mén cam véi thude.

Théng bao cho bac s§ hodc dugc sy nhing phan (rng cé hai
gép phai khi str dung thuéde.

13. QUA LIEU VA CACH XU TRI:

- Néu ding qué liéu: c6 thé gép cactriéu chirng nén mira, Ta
chay, tan huyét, ddng kinh, tang &p lyc ndi so, ngd lim, réi
loan tamthan.

- Xtkiri: Rira da day néuco thé, 0 Am, quatthéng thoang. Néu
thubc da Guge hép thu, nén truyén dich va diing bién phap hé
trgr, cho th& oxy va hé hap nhan tao. Trong trvéng hop co
giat, tiém ven Diazepam.

14. DAC TINHDUGQC LUC HOC:

- Nhém duge ly: Thube chéng nhiémkhuén.

-M&ATC: JOIMBO2.

Acid nalidixic la khang sinh téng hop nhém Quinolon ¢ phé
khang khuan réng, chd yéu cé hoat tinh déi véi cac ching vi
khudn wa khi Gram &m nhw Klebsiella, Entercbacter
species, Escherichia coli, Morganella morganii, Proleus
vulgaris, Pmirabilis, Providencia rettgeri.

+ Tinh khéng thudc: )

- Pseudomonas aeruginosa, vi khuan Gram dwong
(Enterococcus va Staphylococcus) khdng nhay cam véi acid
nalidixic.

- Céc cdu khudn dwirng rudt Enterococcus, Staphylococcus
saprophyticus 1a nguyén nhan chd yéu gay viém dwéng tiét
niéu va khang lai acid nalidixic.

Vi khuan khang thuéc xay ra nhanh, ddi khi trong vong vai
ngay dau didu tri, nhwng khdng lan truyén hay qua trung gian
R-plasmid. Khang chéo xdy ra déi véi acid oxolinic va
cinoxacin.

- Cé&c trwc khudn Iy va thwong han
chloramphenicol/sulfamethoxazol/ampicilin v&
viri acid nalidixic.

- . ) \.C‘
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- Acid nalidixic khong anh hwdng Gén vi khudn ky khi duong
rudt, day 1a didu quan trong ag gir can bang sinh thai vi
khudn duwirng rudt.

D& giam tinh khang thuée, khuyén cao nén ding thubc dé
didu trj hay phong nhiém khudn sau khi cé théng tin nuéi ciy
vi khudn hay ¢é nghi ngér cao.

Phén I&n cac nhiém khuén dudéng tiét niéu cip va man tinh
do vi khudn duwéng rugt Gram am. Vi vdy, acid nalidixic
thu'(:rng dung dé digu trj nhigm khudn tiét nigu.

Co che hoat tinh khang sinh diét khuén clia acid nalidixic la
{rc ché hoat tinh enzym ADN gyrase (topoisomerase) trong
quétrinh sao chépADN & giai doan cudi ctia vi khuan.
15.DAC TINH DUJC DONG HQC:

-Hépthu:

H&p thu nhanh gin nhw hoan toan qua dwéng udng, ndng dd
circ dai acid nalidixic dat dwegre 20-50 pg/mi sau 2 gidr, sau khi
dling liéu 1 g acid nalidixic.

- Phén bé:

Thudc phan bd nhanh tir mau dén cac mé. Acid nalidixic
chuyén héa mot phan thanh acid hydroxy nalidixic, co tac
dung khang khuan giéng acid nalidixic va &ng véi <hodng
30% tac dung cta thudc & trong mau. Khoang 93% acid
nalidixic va 63% acid hydroxy nalidixic lién két véi protein
huyéttwong.

Agid hydroxy nalidixic chiém 80-85% tac dyng trong nwérc
tieu.

Thubc qua nhau thai va vao sira me rét it. Khoang 4% ligu
dao thai qua phén.

- Chuyén héa:

Thuéc dugc chuyén héa & gan, acid nalidixic chuyén hoa
mét phén thanh acid hydroxy nalidixic. C& hai acid nalidixic
va acid hydroxy nalidixic chuy&n héa nhanh thanh dan chét
glucuronid va dicarboxylic khong cé hoat tinh. Thuéng chi
phat hién dwgc chét chuyén hda khong hoat tinh chinh &
acid 7-carboxy nalidixic & trong nudre tiéu.

- Thaitro:

Acid nalidixic va céc chét chuyén héa dwgc dao thai nhanh
qua nwér tiéu trong vong 24 gid. Khoéng 80 - 90% thudc dao
thai qua nwéc tiéu 13 nhixng chat chuyén héa khong cé tac
dyng, nhing néng dé trong nwdrc tiéu cla thude khong bién
d6i va clia chat chuyén hoa co tac dung & khodng tir 150 -
200 pg/ml, dat dwece sau khiudng 3-4 ity voilidu 1 g (hdu hét
cac vikhudn nhay cam biirc ché & ndng 6 <16 pg/mi).

Acid hydroxy nalidixic chiém 80 - 85% tac dung trong nuwéc
tidu. Probenecid lam gidm baitiét thubc qua nuoc tidu.

Thei gian ban thai cla acid nalidixic dao ddng 0,75-2,5 gidr.
Thoi gian ban thai chat chuyén héa acid 7-hydroxymethyl
nalidixic trong khoang 2,5-5,5 gior.

B¢ thanh thai than cla acid nalidixic dao dgng 2-25 mifphit.
D¢ thanh thai than cla acid 7-hydroxy methyl nalidixic dao
déng 37-162 ml/phut.

16.QUY CACH DONG GOI:

Hép dwng 0110 100 ml hdn dich kém 01 cée nhiya chia lidu.
17. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN
CHATLUONG CUATHUGC:

- Bao quan: Noi khd mat, nhiét @6 duwéi 30°C, tranh anh
sang. N

-Han ding: 24 thang ké tlr ngay san xuét. Knéng d&lvgl qua
théi hanintrén bao bi.

Nén dung thubc trong vong 28 ngag saukhida mé nap,
-Tiéu chudn chétlwong ciathude: TCCS. \
18.TEN, BIACHI cUA CO SO SAN XUAT: '

£

CONG TY CO PHAN DUDC PHAM TRUNG UUNG 2
9 Trdn Thanh Téng - Q. Hai Ba Trwng - Ha Ngi - VIET NAM
DT: 024.297154329 FAX: 024.38211815

San xudt tai:
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