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COMPOSITION: Cl'==

Each vial of powder comalns:
Ceftrioxone |os Ceftrinxone sodivm) 1g,
Each solvent ampoule contalns:

Lidocoive Fydrachiagid

y 35.0mg
Waerter for inj 3.5 ml

INDICATION, CONTRAINDICATION, DOSAGE, ADMINISTRATION:
Placsa sew intamol leaflat.

STORAGE: At smperiure below 30'C, profect from ight

SPECIFICATION: Momfocturer’s /

F;(muﬁc BAN THEO BON THUGC BOT PHA TIEM
M X '
: Tiém bép Ceftriaxone 19
( > Keep out of the reach of children.

Read carefully the leaflet befare use
Dé xa tm tay cla ré em.
Bgc ky hirdng dan sir dung tredre khi diing

Manufactured by/ Sin xudt béd:
LABORATORIO FARMACEUTICO C.T. S.rl
Via Dante Alighier, 71- 18038 Sanremo (Imperia) ltaly

VISANo.:

THANH PHAN: \\
M o thubc bt chira

Ceftriaxon (dirdi dang Ceftriaxon Natri) 1g
M dng dung mai chia:
Lydocain hydroelofi 35.0mg
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\

CHI BINH, CHONG Chi B]NH, LIEU DUNG, CACH DUNG: Xin doc trong ta hmng“'
dbn sl dung

BAO QUAN; Nhidt a9 dirdn 30°C, trdnh anh séng.
TIEU CHUAN: TCCS [

I XUAT XUr: italia - E @
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- Ceftriaxone 1g
{' 1 powder vial + 1 solvent ampoule gL
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DAYTRIX 1g
5" Cefirinxone 1 Q‘F
< Each powder vial tains Cefin: {as Ceftr dium]) 1g
ag For M. USE
33 Manufactured by/ Sin xudt bér:
32 LABORATORIO FARMACEUTICO C.T. S.r.d cr
w Via Dante Alighier, 71- 18038 Sanmema (Imperia) ialy vty
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Rx Thube bau theo don

-Thudc bdt pha tiém DAYTRIX-
Ceftriaxon 1g

THANH PHAN

Mit lp bét chira:

Cefinaxon (dun dang Cefiriaxon natri) 1g

Méi dng dung méi chira:

Lidocain hydroclond.............. 350 mp
Nudc cdt pha tiém... ~.3,5ml

CAC DAC TiNH Dl,oc I.I,JC HQC

Cefiriaxon 12 mdt cephalosporin thé hé 3 co hoat pho rong, duge st dung
dudi dang tiém. Tac dung diét khudn ciia nd 13 do e ché sy téng hop thanh
té bao wi khuan Cefiriaxon bén wving voi da sb cac beta lactamase
(penicilinase va cephalosporinase) cia cac vi khudn Gram am va Gram
duong

CAC DAC TINH PUGC DONG HOC

Ceftriaxon khéng hdp thu qua duong tiéu hoa, do vy duge sir dung qua
dudmg tiém tinh mach hoe tiém bap Sinh kha dung sau khi tiém bap la
100%,

Dugc _déng hoc cua Cefiriaxon 14 khéng tuyén tinh va tit ca céc chi sé co
ban ve dugc dong hoc, ngoai trir thiri gian ban thai, phu thuge vao liéu dang
néu dyra trén néng dé thude toan bg

Néng dd huyét teong 161 da dat dwoc do tiém bap lidu 1,0 g ceftriaxon la
khoang 81 mg/lit sau 2 - 3 gig. Cefiriaxon phin béd rong khép trong cac md
va dich co thé Khoang 85 - 90% ceftriaxon gén vai protein huyét twong va
1y thuge vao ndng dé thudc trong huyét twong. Thé tich phan bé ciia
cefiriaxon 14 3 - 13 lit va d§ thanh thai huyét teong 1a 10 - 22 ml/phit, trong
khi thanh thai than binls thudmg 13 5 - 12 mliphat. Nita doi trong huyét nrong
xap xi 8 gio. & ngudi bénh teén 75 i, nira dén dan hon, trung binh la 14 gio
Thude di qua nhau thar va bai tiét ra sira véi ndng 4§ lllap Tée d dao thai
cd thé giam & nguin bénh tham phén. Khoang 40 - 65% liéu thude tiém vio
duge bai tét dudi dang khéng don qua thén, phén con lai qua mét 1oi cudi
ciing qua phin dudi dang khigng bién déi hodc bi chuyén haa bai hé vi sinh
dudng rugt thanh nhirng hop chat khdng con hoat tinh khang sinly.

Trong truamg hop suy giam chire nang gan, swr bai tiél qua than duoc ting 1én
va nguoe la néu chire nang than bi giam thi sur bai tiét qua mat tang 1én

CHI DINH

Ligu phap dic higu va lira chon trong trudmg hop nghi ngo hay chic chén
nhiém tring nang do nhirng ching wi khuin gram @m (-) “khé " hodc
nhimg vi khuin gram am dé khang véi hiu hét nhirng thude khéng sinh
théng thuong Dac biét, thuée duge sir dung trong vige ﬂleu diéu trj nhimg
nhiém triing néu trén cho nhimg bénh nhan bi suy yéu hé mién dich.

Ceftriaxon con duge sir dung dé phang ngira nhiém trang phiu thuat.
LIEU LUQNG VA CACH SU' DUNG: Tiém bap

Huone din si dung chung:

Ngudi_trudng_thanh va tré_em_trén 12 tubic Liéu khuyén ding la g
Cefiriaxon 1 lin/ngay (mm 24 tiéng) hodc 2 Iam’ngay (mdi 12 tiéng) Trong
hau hét cic tnrémg hop nhiém triing nang hay nhiém triing mirc do vira phai,
co the tang liéu Ién dén dg trong mét dung dich.

Tré nhii nhi (dén 2 tudn wéi): Lién dimg hang ngay 14 20-50mg/kg cin nang,
dung don liéu. Vi hé théng men cia tré lic nay chua thanh thye, do dé khéng
nén diing qua liéu 50mg/kg can nang

Tré em (3 tudn tudi dén 12 nam twdi): Liéu ding hang ngay thay déi trong
khoang tir 20-8mg/kg can nang Vo ligu tuong dwong hodc hon 50mg/kg
cdn ndng thi nén dong dudng lruyen tinh mach trong it nhat 30 phat.

Tré co cdn ning tren 50kg thi ca thé ding liéu nhu ngueoi trirdng thanh

Bénh nhan cao tudi- Khéng thay ddi so vai lidu cia nguéi trnrang thanh
Thoi gian ding thude tuy thude vao sy kéo dai cia bénh.

Tuong twe nhitng ligu phap khang sinh théng thudmg khac, Daytrix
(Cefiriaxon) nén dugc tiép tuc sie dung trong vong it nhét 48-72 tleng sau khi
bénh nhan khéng con cac trigu chimg bénh hay cho thay vi khudn da bi diét
trir hét.

Phong ngira nhiém trang phau thuat-

Dé phang ngira nlnem tring hidu phiu, nén ding mét don lidu 1g tiém bap
mét gior toweare khi tién hanh phiu thudt.

Liéu ding cho nhitng tricong hov diic biét:

Bénh_nhdn_suy_thdn: Nhimg bénh nhdn co d thanh thai creatinin
=10ml/phit, co thé dung lidu théng thuomg, khéng cin phai diéu Chll’lll
Nhimg bénh nhin cﬁ d§ thanh thai creatinin <10 ml/phit, cé thé ding idu tdi
da la 2g dom liéu madi ngay

Bénh nhdn suy chirc ning gan_ding liéu théng thuong

Bénh nhin suy chirc ndne pan va hin: phai kiém soat ndng dé Ceftriaxon
huyét teong

Tté sinh non: Liéu ti da hang ngay la S0mg/kg can nang,

* Hoa tan bt thude voi nudc it pha tiém chira frong ong dung méi di kém.

* Vé phuong dién vi sinh hoe, nén dung thude ngay sau khi pha thude.
Truémg hop khéng ding ngay lap tie, thudc co thé én dinh trong 24 gio ¢
diéu kién nhiét dg +2°C - +8°C va trong vong 6 gio & diéu kién nhiét d6 dudi
25%C Mau coa dich thuoc ¢ the clmyén tir mau vang nhat din sang mau hd
phach tuy thude vao ndng dé thude va thai gian bao quan va khong anh
ey gi dén higu qua ciing nhir sir dung nap cita thude

Liéu disng duge dién chinh theo tui vi trigu chitng.

CHONG CHI DINH:

- Mén cam voi cephalosporin, 1ién sit c6 phan g phan vé véi penicilin,

- Mén cam véi lidocain, nguon bénh o héi chimg Adams - Stokes hodc co
ré1 loan xoang - nhi nang, bléc nhi - thit & tat ca cac nire dd, suy co nm
ning, hodc bloe trong thit (khi khang co thiét bi tao nhip); réi loan chuyén
hoa porphyrin, khéng ding cho tré dud 30 thang

TAC DUNG PHU:

Nai chung, ceftriaxon dung nap tot Khoang 8% 56 nggwén bénh dwge diéu trj co

tac dung phy, tn suat phy thude vao liéu va thin gian didu tri.

Thueomg gap. ADR = 1/100

Tiéu hoa: a chay

Da Phan img da, ngira, ndi ban

it gap, 1/100 > ADR = 1:1000

Toan thin' St, viém tinh mach, phi

Mau: Tang bach cau wra eosin, giam tiéu ciu, giam bach cu.

Da' Néi may day.

Hiém gdp, ADR - 11000

Toan than: Bau dan, chong mat, pha.n vé.

Mau: Thiéu méau, mat bach cau hat, rdi loan déng mau

Tiéu hoa: Viém dai trang co mang gia

Da Ban do da dang

Tiét niéu - sinh duc: Tiéu tién ra mau, tang creatinin huyel thanh

Tang nhit théi cac enzym gan trong khi diéu tri bing ceftriaxon. Sau khi

diéu tri vai cac thude khang sinh thwong anh hudng dén bé vi khoan dwong

rudt va pdy tang phét trién cic niam, men hoge nhimg vi khudn khac. Truémg
hop viém dai trang co lién quan dén khang sinh thuang do O difficile va cin
duge xem xét trong trudmg hop ia chay.

Siéu am thir mét & nguai bénh diéu tri bing cefiriaxon, e6 thé ¢o hinh ¢ do

tao tiia ciia mubi ceftriaxon canxi. Khi ngimg diéu tri cefiriaxon, tia nay lai

hét.

Phan img khac Klu diing liéu cao kéo dai o thé thay trén siéu am hinh anh

biin hogc gia soi duong mét do dong mudi canxi ciia ceftriaxon, hinh anh nay

s& mat di khi ngimg thude

Ceftriaxen c6 thé tach bilirubin ra khoi albumin huyét thanh, lam tang néng dé

bilirubin ty do, de doa nhiém dgc thin kinh trung wong Vi viy nén tranh dimg

thudc nay cho tré so sinh bi vang da, nhat 14 tré so sinh thiéu thang

Co thé xay ra phan {mg Coombs dwong tinh khang cé tan mau, thir nghiém

palactose - huyét va plucose - nigu co the duong tinh gia do ceftriaxon.

Théng bio cho bdc st nhitng tde dung phy khi ditng thude.

LUU Y KHI SU DUNG

Trnirée klu bat dau diéu try bang Ceftriaxon, phar dieu tra ki vé tién sir di (g

cha ngudt benh d6i vai cac khang sinh cephalosporin, penicilin hodc cac

thuée khac

Cd nguy co di img chéo & nhimg nguin bénh di vmg vén pemeilin

Truamg hop suy thin phai thdn trgng xem xét liéu ding

Pbi vai nhimg npuéi bénh bi suy ca chirc nang gan va than dang ké, liéu

Ceftriaxon khéng nén vurot qua 2g/ngay va nhitng bénh nhan nay phar duge

theo déi chat ché nong dé thude trong huyét twong

TU'ONG TAC THUOC:

1) Ding déng thai voi céc hop chét tuong ur (Nhom khang sinh Cephem
khac) hay vi thude lgi tidu nhu Furesemid c6 thé giy suy thin.

2) Sy hap lye gita Cefiriaxon va Aminoglycosid dugc chirng minh trén
thyee nghiém vai tryee khudn Gr (-) va diéu nay dac biét quan trong trong
nhigm tring de doa tir vong do vi khudn nhir 7 aeruginosa. Vi co sy
doi khang tr nhién, hai thude trén khéng duge tron chung khi tiém
Ceftriaxon khing lam ting ddc tinh trén thin cia Aminoglycosid.

3) S ddo thai Cefinaxon khong bi anh hudng bin Probenecid.

4)  Cefiriaxon khong chira N-Methylthiotetr &n khéng tuong tac vin
cbn, khéng tac dong trén huyét hoe nlus mats '\Lepllalosponn khac.

5)  Nghién ciru trong phong thi nghiém cha \_t/‘bf’v/Chloramphemcol va
Ceftriaxon co higu qua dbi nghich

st DUNG o} PHU NI CO THAI VA CHO CON BU

Kinh nghiém lém sang trong diéu trj cho nguéri mang thai eon han ché Chura

thay dde tinh xuat hién trén bao thai khi nghién cuu trén sic vat. Tuy vay chi

nén ding thudc cho phu nir man I]I.al khi thit su can thiét.

Thudc bai tiét mdt it vao sira, cin than trong néu ding thuée khi dang cho

con b,

TAC DUNG CUA THUOC KHI LAl TAU XE VA VAN HANH MAY

MOC

Ceftriaxon o thé giy chong méat do dé ¢o thé anh higng 161 kha nang lai tau

xe va vin hanh may moc,

QUA LIEU

Trong nhimg trrémg hop qua lidu, khéng thé bai tiét Cefiriaxon ra khéi co

thé b.’mg phwong phap tham phan mau. Khéng co thude giai dc dac higu,

chi yéu 1a diéu tri triéu chimg.

BAO QUJ\N Bao quan & nhiét d6 dum 30°C, tranh anh sang,

HAN DUNG: 36 thang ké tir ngay san xval.

TRINH BAY: | lo bt + 1 dng dung méi / hop
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THEU CHUAN: TCCS.
KHUYEN CAO:

Dé xa tAm tay cia tré em

Doc ki huang din sir dung tride khi ding

Thube nay chi dang theo sy ké dom disa bic si
Khing ding thuic khi d3 bién m

Mudn biét thém théng fin xin hai y ia Bic sy

LABORATORIO FARMACEUTICO C.T.S.r.l
Via Dante Alighieri, 71 - 18038 Sanremao (IM) Italy

PHO CUC TRUONG

Wm YVim Ghank

t I}gn sir dung ...




