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COMPOSITION: Each film - coated tablet contains \
Nalidixic acid 500mg

INDICATIONS, CONTRAINDICATIONS, DOSAGE, ADMINISTRATION AND
OTHER INFORMATION: see the package insert.

STORAGE: In a dry place, below 30°C, protect from light v
PACKAGE: Box of 5 blisters x 10 tablets -\n/
SPECIFICATION: In-house
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B INDICATIONS, CONTRAINDICATIONS, DOSAGE,
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B STORAGE: In a dry place, below 30°C, pratect from light
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Rx Thudc ké don TO HUONG DAN SU DUNG
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THANH PHAN

Mai vién nén bao phim cé chira:

Hoat chit: Acid nalidiXiC...uvvvevvevereeveereeeeeenenn, 500,00 mg

Ta dugc: avicel pH 101, pregelatinized starch. povidon K30, acid stearic, magnesi stearat, silicon
dioxid, HPMC 606, HPMC 615, PEG 6090, titan dioxid, bot talc, mau do sd 3, mau xanh s 1,
violet 1027/1, ethanol 96%, nudc tinh khiét.

DANG BAO CHE: Vién nén bao phim.
MO TA

Vién caplet, bao phim mau tim, hai mat khum, mdt mit cé vach ngang, mét mat c6 khic chir
BOSTON, canh va thanh vién lanh lan.

DUQC LU'C HOC

Acid nalidixic 1a mot 4 —quinolon ¢6 pho khang khuan rong. tac dung véi hdu hét cac vi khuin
hiéu khi Gram am nhu E.coli, Proteus mirabilis, Proteus vulgaric, Klebsiella aerogenes,
Klebsiella pneumoniae, Enterobacter, Salmonella va Shigella, thuong nhay cam véi thude. Tuy
nhién, Pseudomonas aeruginosa. vi khuan gram duong (Enterococcus, Sraphyz’ococcus) vi khuan
ky khi khong nhay cam véi acid nalidixic. Phén lén cac nhiém khuan duong tiét niéu cap va man
tinh do vi khuan duong ruét Gram am. Vi vay, acid nalidixic thudong dugc dung dé tri nhiém
khuan duong tiét ni¢u.

Cac cau khudn dudng rudt (Enterococcus) va Staphylococcus saprophyticus 1a nguyén nhéan chu
ycu gdy viém duong tiét ni¢u va khang lai acid nalidixic.

Acid nalidixic khong anh hwdng dén vi khuén ky khi dudng rudt, ddy la diéu quan trong dé giir :
can bang sinh théi vi khuan duong ruot. e

Acid nalidixic can tré qué trinh sao chép cia ADN vi khudn bing céch trc ché hoat tinh ADN
gyrase (topoisomerase).

Khang thude: Vi khudn khang thudc xay ra nhanh, déi khi trong vong mot vai ngay dau diéu tri,
nhung khdng lan truyén hay qua trung gian R- plasmid. Khéng chéo xay ra véi acid oxolinic va
cinoxacin.

DUQC PONG HQC

Acid nalidixic duge hap thu nhanh va gén nhu hoan toan tir dudng tiéu héa. Nong d¢ dinh trong
huyét twong 20 — 40 g/ml da dugc bao céo 2 gio sau khi uong 1g acid nalidixic. Thoi gian ban
thai huyét twvong khoang 1 — 2,5 gio.

Acid nalidixic dugc chuyén héa mot phan thanh acid hydroxynalidixic co tac dung khang khuan
giong acid nalidixic va Gng véi khoang 30% tic dung cua thudc & trong mau. Ti 1¢ lién két
protein huyét tuong la 93% vai acid nalidixic va 63% véi acid hydroxvnalldlx:c Ca acid
nalidixic, acid hydroxynalidixic dwoc chuyén hoa nhanh thanh dan chat glucuronid va
dicarboxylic khong ¢6 hoat tinh. Thuong chi phat hién chit chuyén hoa khong hoat tinh acid
carboxynalidixic trong nudc tiéu.

Acid nalidixic va cac chit chuyén hoa duoc thai trir nhanh qua nuoc tjéu trong vong 24 gio.
Khoang 80 — 90% thudc dugc thai trir qua nude tiéu la nhirng chat chuyén hoa khong hoat tinh,
Y
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nhung néng dé thude trong nude tleu khong bién doi va ctia chat chuyén hoa c6 tac dung khoang
20 — 250 microgam/ml sau khi udng lidu 1 g. Acid hydroxynalidixic chiém 80 — 85% tac dung
trong nude tiéu. Khoang 4% liéu dung dugce thai trir qua phan.

CHI PINH

—  Diéu tri cac nhiém trung duong tiét niéu dudi chua co bién chimg giy ra bai cac vi khuin
gram am con nhay cam bao gom E. Coli, Proteus Mirabilis, Proteus vulgaris, Klebsiella
aerogenes, Klebsiella pneumoniae, Enterobacter, Salmonella va Shigella, trit Pseudomonas.

Do khang sinh quinolon, trong dé c6 acid nalidixic lién quan dén phan ting c6 hai nghiém trong
(xem muc Théan trong) va nhiém khuan dudng tiét niéu khong phic tap & mét so bénh nhén c6 the
tu 'khéi, chi nén sir dung acid nalidixic cho nhirng bénh nhan khong c6 Iua chon dicu tri khac thay
theé.

LIEU LUQNG VA CACH DUNG

Cich ditng: NALIGRAM duge ding bang duong udng.

Liéu luong:

Nguai l6n va tré em trén 12 tuéi: Liéu diéu tri khéi déu & nguoi lon la g, uonﬂ 4 lan m01 ngay,

dung trong 1 hodc 2 tudn (tong liéu hang ngay la 4 g). Néu diéu tri kéo dai, tong liéu moi ngay co
thé giam con 2 g sau giai doan diéu trj ban dau.

Khi phéi hop acid nalidixic va natri citrat, liéu ding & ngudi lom 1a 660 mg x 3 lan/ngay, diing
trong 3 ngay.

Tré em tir 3 thang tuoi — 12 tuéi: 12,5 mg/kg x 4 lan/ngay, dung trong 7 ngay. Néu diéu tri kéo
dai, gldm liéu con 7.5 mg/kg x 4 lan/ngay Trong truong hop dé phong ngira nhiém tring duong
tiét niéu dung liéu 15 mg/kg x 2 lan/ngay.

Bénh nhan suy than:
Néu do¢ thanh thai creatinin trén 20 ml/phut (Cl,, > 20 ml/phat): Co thé ding liéu binh thuong

Néu dd thanh thai creatinin dudi 20 ml/phiat (Cl,, < 20 ml/phat): Giam mot nua liéu so vai binh
thuong.

CHONG CHI PINH

Qué man véi acid nalidixic, cac quinolon khac hodc bat kv thanh phan nao cua thude.
Bénh nhan co tién st r6i loan co git.

Tré em dudi 3 thang tuoi.

Bénh nhan c6 rdi loan chuyén hoa porphyrin.

Bénh nhan dang diéu tri dong thoi véi melphalan, hofc céc tdc nhan akyl hoa tri liéu ung thu co
lién quan vi gdy ddc tinh trén dudong tiéu hoa nhu xudt huyét dai trang hodc hoai tir ruét.

THAN TRONG

Céc phan trng co6 hai nghiém trong cO kha nang khong héi phuc va gdy tan tat, bao goém viém gan,
durt gan, bénh 1y than kinh ngoai bién va céc tac dung bét loi trén than kinh trung wong.

Cac khang sinh nhém fluoroquinolon ¢6 lién quan dén cac phan (mg c6 hai nghiém trong c6 kha
nang gay tan tat va khong hoi phuc trén cac hé co quan khéac nhau cua co thé. Céc phan trng nay
6 thé xuét hién dong thoi trén ciing bénh nhan. Cac phan ung ¢6 hai thuong dugce ghi nhin gom
viém gén, dat gan, dau khop, dau co, bénh Iy than kinh ngoai vi va cac tac dung bat 1oi trén hé
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thdng than kinh trung wong (4o gidc, lo au, trim cam, mat ngu, dau dau nang va la 1an). Cac phan
ang nay co thé xay ra lrong vong vai gior den vi tudn sau khi sir dung thudc. Bénh nhéan & bat ky
tudi nao hoic khong ¢ yéu tb nguy co ton tai tir trude déu co thé gap nhirmg phan g c6 hai
trén.

Ngimg sir dung thuée ngay khi c6 ddu hi¢u hodc triéu ching dau tién ciia bat ky phan img c6 hai
nghiém trong nao. Thém vao do, tranh sir dung cac khang sinh nhom fluoroquinolon cho céc
bénh nhan da timg gap cic phan ng nghiém trong lién quan dén fluoroquinolon

Céc triéu chimg trén hé than kinh trung wong bao gom co giat, tang ap luc noi so va roi loan tim
than da duoc _ghi nhén khi dlcu tri voi acid nalidixic. Quinolon c6 thé gay kich thich than kinh
trung wong dan dén run ray, bon chén, 1 1an, o gidc. Do d6, acid nalidixic nén dugc sir dung
than trong & nhitng b¢nh nhén roi loan than kinh trung wong nhu xo cimg dong mach ndo, dong
kinh hodc cdc yéu tb ¢ lién quan dén co giat. Nén ngung thudc va c6 bién phap diéu tri thich
hop néu cac phan {ing xay ra v6i bénh nhan dang diéu tri voi acid nalidixic.

NALIGRAM phai dugc dung than trong & nhirng bénh nhén suy gan. thén, bénh dong kinh, xo
cing dong mach ndo nang hodc thiéu G6PD.

Xét nghiém dém hong cau va xét nghiém chirc néng than va gan nén dugc tién hanh dinh ky néu
viéc dicu tri kéo dai hon 2 tuan.

Bénh nhan khi dung NALIGRAM can than trong tranh tiép xuc tryc tiép véi anh ning mit troi.

C6 kha ning khang chéo xay ra giira acid nalidixic va cac dan xuat quinolon nhur acid oxolinic va
cinoxacin.

Ngung diéu tri thudc néu c6 tridu chimg cua bénh than kinh, dau khép, viém gan.
Dirng thude khi xuat hién triéu chimg dau diy than kinh ngoai bién, dau khap.
TAC DUNG KHONG MONG MUON

Than kinh trung wong: Nhirc dau, chong mat, budn ngi, suy nhuge.

Réi loan thi gidc: Nhin md, nhin doi, nhin mau khong chuén, giam thi lue, kho tap trung. R6i loan
thi giac hiém khi xay ra (thong thudng chi xuit hién sau mdi liéu trong nhitng ngay diéu tri dau
tién). Nhitng rdi loan nay s& bién mét nhanh khi giam liéu hodc ngung thudc.

Réi loan tim than va co gidt di duge ghi nhan khi dung qua liéu.

Tang dp luc ndi so. phdng thép trude, phir gai thi, nhire dau, thinh thoang xay ra & tré nho va tré
so sinh.

Mot vai truomg hop bi liét day than kinh so ndo 6 ciing duge ghi nhan.

Tiéu héa: Budn non, non, dau bung, tiéu chay.

Phan 1rng di vmg: Phat ban, ngira, noi may day, phu mach, tang bach cau ua eosin, dau khop
(cimg khop va sung khép). phan tng kiéu phan vé bao gém soc phan vé. Hong ban da dang va
hoi chimg Stevens — Johnson cting dugc ghi nhan. Phan tmg méan cam vdi anh sang bao gom ban
do va nhimg mun nudc thuong bién mat hoan toan trong vong 2 tuin dén 2 thang sau khi ngung

thude. Tuy véy, nhimg mun nude hodc vét thuong nhe ¢ da co thé tiép tuc xuét hién trong vong 3
thang sau khi ngung thuéc néu vin con phoi nhiém véi 4nh sang.

Cdc tdc dung khong mong muén khdc: U mat, di cam, nhi®m acid chuyén hoa, giam tiéu cau,
giam bach cau, thiéu mau tin huyét nhét 1a ¢ nguoi thiéu hut G6PD va bénh than kinh ngoai bién.

Théng bdo cho bdc si nhitng tic dung khong mong muén gdp phai khi sir dung thuéc.

v
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TUONG TAC THUOC
Nong d6 theophylin trong huyét twong ting lén khi dung dong thoi véi acid nalidixic.
Acid nalidixic c6 thé lam ting nong do cafein do anh hudng dén chuyén hoa cua cafein.

Acid nalidixic lam tang tac dung cua thudc uong chong dong warfarin va cac din chéit. Nén giam
lidu dung ciia thude chong dong.

C6 thé xay ra nguy co tang nhiém doc than khi ding chung acid nalidixic va ciclosporin.

Cac thuoc khang acid c6 chira magnesi, nhém hodc calci; sucralfat hodc cac cation hoa tri 2 va 3
nhu sit, kém co6 thé 1am giam do hip thu acid nalidixic, dan dén giam ndng do acid nalidixic
trong nudce tiéu rat nhiéu. Do do, khong dung cac ché pham trén trong 2 gi¢ trude va sau khi ding
acid nalidixic.

Probenecid lam giam thai trir acid nalidixic va lam ting nong dé acid nalidixic trong huyét tuong.
Cloramphenicol, nitrofurantoin, tetracylin lam giam tac dung diéu trj cua acid nalidixic.

PHU NU CO THAI VA CHO CON BU

Phu nir ¢6 thai: Acid nalidixic giy quai thai & dong vat thuc nghiém, chua c6 nhimg nghién clru =
day du va kiém soat tot viéc str dung acid nalidixic trén phu nit ¢6 thai. Do d6 can than trong khi ¢
dung acid nalidixic v&i phu nit mang thai.

Phu nir cho con bu: Acid nalidixic bai tiét qua sira me v6i nfmg d6 thap. Da c6 nhitng ghi nhan vé
mot tré bl sira me bi thiéu mau tan mau (ma khnng co hang chimg gay thiéu hut G6PD) trong AM
thoi gian ba me ¢6 udng acid nalidixic. Do d6. nén khuyén cdo khong str dung cho phu nir cho /
con ba. #

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC :

Tac dung phu cua thube c6 thé gay chong mat, nhire ddu. Néu bi anh huéng bénh nhin khéng nén

lai xe, van hanh may moc, lam viéc trén cao hoac trong cac truong hop khac. |
QUA LIEU VA XU TRi {
Triéu chirng: Loan tam than nhiém doc, co giat, tang ap luc ndi so, toan chuyén hoa, non, buon
non va ngu lim co6 thé xay ra khi dung qua liéu.

Piéu tri: Rira da day khi méi dung thude. Néu thude di duge hap thu, nén truycn dich va dung

bién phap ho trg nhu tho oxy va hé hip nhan tao. Liéu phap chdng co gidt c6 thé duge chi dinh
trong truong hop rit ning.

BAO QUAN: Noi khé. dudi 30°C, tranh dnh séng.
HAN DUNG: 36 thang ké tir ngay san xuat. Khong dung thude qua thoi han sir dung.
PONG GOI : Hop 10 vi x 10 vién nén bao phim.

Hop 05 vi x 10 vién nén bao phim.

Hop 03 vi x 10 vién nén bao phim.
TIEU CHUAN: Tiéu chuin nha san xuit.

PE XA TAM TAY CUA TRE EM
THUOC NAY CHI DUNG THEO PON CUA BAC SI

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI
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San xuat tai:
CONG TY CO PHAN DUQC PHAM BOSTON VIET NAM
S6 43, Pudng s6 8, Khu céng nghiép Viét Nam - Singapore, Thuin An, Binh Duong, Viét Nam.
DT: 02743 769 606, FAX: 02743 769 601

Binh Duong, ngay......thang...nam 2017

'/"\E CONG TY DANG KY
/" CONG TY

CO PHAN
DUQC PHAM .

-
~UC TRUONG
?T?ztﬁm pHQNQ
-@uﬁn Thi Ghu Chiy



