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Hwéng ddn siv dung thuéc

Rx Thude nay chi ding theo don thude
CEFTBSV 1G
Dé xa tam tay tré em

DPoc ki hwéng ddn sik dung truede khi diing

THANH PHAN:

M&i lo chira:

Thanh phin dugc chit: Ceftriaxon natri USP tuong duong vdi Ceftriaxon 1.000 mg
Thanh phén ti dwge: Khong co

DANG BAO CHE: Thudc bét pha tiém

Bot tinh thé, mau tring dén mau cam vang.

CHI PINH:

CEFTBSV 1G dugc chi dinh dé diéu tri cac bénh nhiém tring ning gy ra boi cac vi khudn
nhay cam sau day:

- Nhiém khuan duong hé hap dudi giy ra boi Streptococcus pneumonia, Staphylococcits
aureus, Haemophilus influenza, Haemophilus parainfluenza, Klebsiella pneumonia,
Escherichia coli, Enterobacter aerogenes, Proteus mirabilis hodc Serratia marcescens.

- Viém tai gifta cip tinh do vi khuan gy ra nhu Streptococcus pneumonia, Haemophilis
influenza (bao gdm ca cac chung san sinh ra beta-lactamase) hodc Moraxella catarrhalis (bao
gom ca cac chiing san sinh ra beta-lactamase).

- Nhiém tring da va cdu tric da do Staphylococcus aureus, Staphylococeus epidermidis,
Streptococcus pyogenes, Streptococcus Viridans, Escherichia coli, Enterobacter cloacae,
Klebsiella oxytoca, Klebsiella pneumoniae, Proteus mirabilis, Morganella morganii*,
Pseudomonas aeruginosa, Serratia marcescens, Acinetobacter calcoaceticus, Bacteroides
fragilis hodc cac ching cia Peptostreptococcus.

- Nhiém tring dudng tiét niéu (bién ching hodc khong bién ching) gay ra boi Escherichia
coli, Proteus mirabilis, Proteus vulgaris, Morganella morganii hoic Klebsiella pneumoniae.
- Bénh léu khong c6 bién chimg (c6 tir cung/niéu dao va truc trang) gy ra boi Neisseria
gonorrhoeae bao gom ca cac chung san sinh ra penicillinase va khong san sinh penicillinase,
a A A ~ v - o . . ~ - . + sae

bénh ldu c6 hong géy ra bdi cac chiing Neisseria gonorrhoeae khéng san sinh penicillinase.
- Tinh trang viém vung xuong chdu gy ra boi Neisseria gonorrhoeae.

- Nhiém trung huyét gy ra do Staphylococcus aureus, Streptococcus pneumoniae,
Escherichia coli, Haemophilus influenzae hodc Klebsiella pneumonia.

- Nhiém trang xuong khép giy ra bdi Staphylococcus aureus, Streptococcus pneumoniae,
Escherichia coli, Proteus mirabilis, Klebsiella pneumoniae hodc Enterobacter.
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Hwdéng dan siv dung thudc

- Nhiém khuén & bung gdy ra boi Escherichia coli, Klebsiella pneumoniae, Bacteroides
fragilis, Clostridium (luu ¥, hau hét céc ching C. difficile di d& khéang) hodc
Peptostreptococcus.

- Viém mang ndo giy ra boi Haemophilus influenzae, Neisseria meningitides hodc
Streptococcus pneumonia. CEFTBSV 1G ciing ¢6 hidu qua diéu tri mét sb truong hop gidi
han c¢6 viém mang ndo va nhiém tring Ong din luu tir ndi so ra ngoai giy ra bai
Staphylococcus epidermidis va Escherichia coli.

Ngoai ra, Ceftriaxon duwgc siv dung trong cac truomg hop dw phong phiu thuit:

Viéc str dung mot liéu duy nhét 1g Ceftriaxon trude phiu thudt cé thé gidm ty 18 nhiém tring
sau phiu thudt & bénh nhén trai qua céc loai phiu thuit duoc phin loai c6 nhiém khuin hodic
c6 kha ning nhiém khuin (vi du, cit bd am dao hoiic tir cung, hodc cit b tii mit & bénh
nhan viém-sdi tii mat man tinh cé nguy co cao nhu bénh nhén trén 70 tudi, voi viém tai mat
cép tinh khong yéu cau diéu tri khang sinh, vang da do tic ngh&n hoic séi dng mat chu) va
céc bénh nhén phiu thuit tai céc vi tri nhiém khuén s& xudt hién céc nguy co nghiém trong
(vi du, trong phdu thuét bic ciu dong mach vanh). Mic di CEFTBSV 1G ¢6 cho thiy hiéu
quéa nhu cefazolin trong viéc phong chong nhiém tring sau phiu thudt bic cau dong mach
vanh, nhung chua c6 thir nghiém cé déi chimg véi gia dugc dugc thuc hién dé danh gia bat
ky khang sinh cephalosporin trong viéc phong chéng nhiém tring sau phdu thuit bic ciu
dong mach vanh.

Vi chi dinh st dung trude khi thue hién phﬁu thuat, mot lidu duy nhit CEFTBSV 1G ngin
nglra hau hét cdc nhiém khuén giy ra boi vi khuan nhay cam trong suot qué trinh lam phau
thuat.

Trude khi tién hanh diéu trj bing CEFTBSV 1G, ldy miu bénh phim thich hop dé tién hanh
phan 1ap vi sinh vat gay bénh va xéc dinh tinh nhay cam cua né ddi vé6i thude. Piéu tri c6 thé
duge tién hanh trude khi ¢6 két qua cta thir nghiém tinh nhay cam.

CACH DUNG, LIEU DUNG:

Liéu diing:

CEFTBSV 1G c6 thé duge ding dudng tiém tinh mach hogc tiém bip.

Khéng duge trén hodic hoan nguyén ceftriaxon véi céc san phim chira canxi nhu dung dich
Ringer hodc Hartmann hodc céc dich truyén dinh dudng dudng tiém c6 chira canxi boi vi ¢
thé dan tgi hinh thanh taa.

Nguoi lon:

Liéu dung thong thu('mg & ngudilén 1a 1dén 2 g gam mot ldn mdi ngay (hodc chia 1am 2 1dn
moi ngay) tiy thude vao loai hinh va mire d§ nhiém trung. Néu tac nhan giy bénh nghi ng(:r
la C. trachomatis, cin thém vao hoat chét bao phu chong lai Chlamydia thu:h hop vi
ceftriaxon khong c6 tac dung chdng lai vi sinh vt ndy. D& vai diéu tri nhlerp khuén khong
bién chimg do 1au cau khuin, mot lidu duy nhat tiém bap 250 mg dugc khuyén céo. Doi voi
du phong trude phéu thuat, khuyen cdo sir dung mot lidu duy nhét 1g tiém tinh mach trudc
5 gidy dén 2 gid trude khi phiu thuat.

Tré em:
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Hwdéng dan siv dung thuéc

Doi véi nhidm tring da va chu tric da, téng lidu hang ngay dugc khuyén cho 1a 50 dén 75
mg/kg mot 1an mdi ngay (hodc chia lam hai 14n mbi ngay). Tong liéu hang ngay khong nén
vuot qud 2 gam. Dé diéu trj viém tai giira cdp do vi khudn, khuyén céo sir dung mét liéu duy
nhit tiém bép 50 mg/kg (khong qua 1 g).

D6i véi didu tri nhidm tring khac trir viém mang nfo, liéu tong cdng hang ngay duge khuyén
cao la 50 dén 75 mg/kg chia lam 2 lan sau moi 12 gio. Tong liéu hang ngay khong nén vuot
qua 2 gam.

Trong diéu trj viém mang néo, khuyén céo str dung liéu diéu tri khoi ddu 1a 100 mg/kg (khong
qué 4 gam). Sau d6, tong liéu hang ngay duoc khuyén céo 13 100 mg/kg/ngay (khéng qué 4
gam mdi ngay). Lidu ding hang ngdy c6 thé dugc ding mét 14n mdi ngay (hodc chia 1am 2
lan sau mdi 12 gio). Thoi gian diéu tri thong thudng 12 tir 7 dén 14 ngay. Néi chung, diéu tri
bing CEFTBSV 1G nén dugc tiép tuc trong it nhat 2 ngay sau khi cac ddu hiéu va triéu ching
nhiém trung hét. Thoi gian diéu tri théng thudng 1a tir 4 dén 14 ngay nhung trong trudng hop
nhiém khuin c6 bién ching, diéu tri kéo dai hon cé thé dugc yéu ciu.

Khi didu tri nhidm tring giy ra boi Streptococcus pyogenes, liéu phép diéu tri nén duge tiép
tuc it nhét trong 10 ngay. Khéng céan diéu chinh li€u ¢ bénh nhan suy thén hodc suy giam
chirc ndng gan, tuy nhién, nong dd thudc trong mau nén duge theo doi & nhilng bénh nhan
suy than ndng (vi du, bénh nhan co6 loc mau) va bénh nhan ¢6 suy giam ca chirc nang gan va
than. Trong trudng hop suy than c6 nguy co tir vong (do thanh thai creatinin < 10 ml/phut),
lidu ceftriaxon khong vugt qua 2 g mdi ngay.

Cach dung:

Céch dung: Hoa tan cic thanh phdn trong 9,6 ml nudc cit pha tiém cho dudng ding tiém
tinh mach hodc 3,6 ml nudc cat pha tiém cho dudng dung tiém bap. Cac dung dich dugc hoan
nguyén nén duge sir dyng ngay. Vit bo tit ca cac phan thude khong st dung.

Tuong thich va d§ 6n dinh: CEFTBSV 1G 1a bdt v6 khudn nén duoce bao quan & nhiét do
dudi 30°C va tranh anh sang. Sau khi hoan nguyén dang dung dich, khong can thiét bao quan
tranh anh sang. Mau sac cta dung dich thay doi tr vang nhat dén mau ho phach, tuy thudc
do dai thoi gian luu trit, ndng do va dung méi pha loang sir dung.

CHONG CHI PINH:

CEFTBSV 1G chéng chi dinh & nhiing bénh nhan di tng véi cac khéng sinh thudc nhém
cephalosporin.

Ceftriaxon chdng chi dinh 0 tré so sinh (< 28 ngay tudi) néu dang str dung (hoic dy kién s€
sir dung) cac san pham truyén tinh mach c6 chira canxi. O nhiing bénh nhan > 28 ngay tu01,
ceftriaxon va san phdm chira canxi ¢6 thc dugc sur dung mdt cdch tudn tu, cdc dudng truyén
dugc rira sach k¥ ludng giira cac 1an truyén bing mét chét long thich hop.

CANH BAO VA THAN TRONG KHI DUNG THUOC:
CANH BAO

Trude khi sir dung ceftriaxon dudng tiém, cin phai xdc dinh mot céch cén thin lidu bénh
nhdn ¢6 qua man voéi cdc cephalosporin, cic penicillin hay cac thudc khic hay khong.
CEFTBSV 1G phai duge sir dung thdn trong ¢ nhitng bénh nhan man cam véi penicillin. Cac
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Hwdéng ddn siv dung thuéc

khang sinh nén duge sur dung mot cach thin trong ¢ bt ky bénh nhén nao da c6 di img déc
biét 1a di Gmg véi thude. Phan { ng qua man nghiém trong c6 thé can sir dung epinephrin tiém
dudi da hodic cac bién phéap khin cap khac.

Viém dai trang gia mac dugc bao cdo d6i v6i hau hét cac hoat chit khang khuén, bao gom
ceftriaxon va c6 thé bién ddi tir mire dd nhe dén de doa tinh mang. Do d6, viée cin nhéc chin
doan nay la quan trong & nhiing bénh nhin c6 biéu hién tiéu chay sau khi sir dung céc hoat
chét khang khuin. Truomg hop viée dai tring gia mac nhe, chi cin ngung str dung thudc, tinh
trang nay s€ thuyén giam. Trong trudong hop viém dai trang gid mac mic do tir trung binh
dén ning, cin can nhéc nén dugc theo ddi vé dich co thé va chét dién giai, bo sung protein
va diéu tri bing m6t khang sinh c¢6 hiéu qua 1am sang dbi véi viém dai trang do C. dificile.

THAN TRONG:
Théng thuwong

Mic du trudng hop tang BUN va creatinin huyét thanh thoéng qua da duoc ghl nhéan, & mirc
liéu khuyén céo, kha ning gdy dc trén thin cua CEFTBSV 1G la tuong ty céc cephalosporm
khéc. Ceftriaxon dugc bai tiét qua ca than va qua mat. Vi vy, khong cin diu chinh liéu
thong thudng ciia CEFTBSV 1G ¢ nhung bénh nhan suy than, nhung ndng do cua thude
trong huyét twong cin dugc theo dbi dinh ky. Néu c6 bing ching vé viée tich lity thude, nén
giam liéu ding ctia CEFTBSV 1G cho phi hop.

Piéu chinh lidu ding 1a khong cin thiét & nhiing bénh nhan rdi loan chirc ning gan. Tuy
nhién, & nhitng bénh nhan cé rdi loan chic ndng gan va ca bénh thin ning, lidu dung
CEFTBSV 1G khéng nén vuot qua 2g moi ngay ma khéng cé su giam sat chit ché nong do
thude trong huyét tuong.

Viée thay déi thoi gian prothrombin hiém khi xay ra & nhiing bénh nhan diéu tri bing
ceftriaxon. Nhitng bénh nhén sy téng hop vitamin K suy giam hodc lugng vitamin K dur trif
thdp (vi dy, bénh gan man tinh va suy dinh dudng) cé thé cin theo doi thoi gian prothrombin
trong khi diéu tri bing CEFTBSV 1G. Sir dung vitamin K (10 mg mdi tuln) c¢6 thé 12 cin
thiét néu thoi gian prothrombin kéo dai trude hoic trong khi diéu tri. Str dung CEFTBSV 1G
kéo dai c6 thé dan tGi su ting trudng vugt bac cuia cac vi sinh vt khong nhay cam véi khang
sinh. Viéc theo ddi thin trong ctia bénh nhan 13 cén thiét. Néu c6 boi nhiém trong khi diéu
tri, cin thuc hién cic bién phép thich hgp. CEFTBSV 1G nén dugc ké don mot cach thin
trong ddi v6i bénh nhén ¢6 tién sir méic bénh vé duong tiéu hoa, dic biét 1a viém dai trang.
Di c6 nhitng bao céo bat thuong trong siéu am thi mét ctia bénh nhén diéu tri bing CEFTBSV
1G; mdt vai bénh nhén ndy ciing c6 tridu chimg cia bénh vé tii mat. Nhitng bét thudng xuét
hién trong siéu 4m nhu tiéng vang khong kém theo bong can cho thdy soi dang bun hoiic nhu
tiéng vang kém theo béng can c¢6 thé bi hiéu sai thanh soi mat. Tinh chit héa hoc cua cic
chét dugc phat hién trong siéu dm da dugc xac dinh chu yéu 12 mudi calci ceftriaxon. Tinh
trang ndy chi xuét hién thodng qua va phuc hdi khi ngimg diéu tri bing CEFTBSV 1G va
thiét lap viéc gidm sat mot cach than trong. Do d6, ngung diéu tri CEFTBSV 1G & nhitng
bénh nhan c6 xuit hién diu hiéu va triéu chimg goi ¥ t6i bénh tii mat va/hodc nhirng phat
hién trong siéu &m nhu mo ta ¢ trén.

St dung thubc trén tré em: Tinh an toan va hiéu qua cia CEFTBSV 1G trén tré so sinh va
tré nhd ¢ cac muc lidu di dugc dé cap “Céch dung, lidu dung”. Cac nghién clru in vitro da

— s T[‘ﬂ.llg“ TR e

(oA

E ®

st



https://trungtamthuoc.com/

Hwéng ddn st dung thuéc

chi ra ring ceftriaxon gidng nhu céc cephalosporin khéc, c¢6 thé di chuyén bilirubin tir
albumin huyet thanh. CEFTBSV 1G khong nén str dung & tré so sinh vang da (téng bilirubin),
dédc biét 1a tré sinh thiéu thang.

Gdy ung thu, dot bién, anh hudng t6i khd ndng sinh sdn:

Gay ung thu: Can nhic thoi gian diéu trj tdi da va muac do cua hop chét, céc nghién clru vé
gdy ung thu cia Ceftriaxon trén dong vat thuc nghiém chua duogc thue hién. Thoi gian 16n
nhat ctia cac nghién ciru doc tinh trén dong vat da thuc hién 14 6 thang.

Gay dot bién: Cac thir nghiém vé doc tinh trén di truyén bao gbm thir nghiém Ames, thir
nghiém vi nhan va thir nghiém danh gia sai 1éch nhiém séc thé trong té bao lympho nguoi
dugc nudi cdy in vitro véi ceftriaxon. Ceftriaxon khéng cho thiy tiém ning gy dot bién
trong cac nghién ciru nay.

Anh hiedng t6i kha néng sinh san: Ceftriaxon khong 1am suy giam kha niing sinh san khi tiém
tinh mach & chudt cdng mirc lidu 1én dén 586 mg/kg/ngay, gip khoang 20 1in muec lidu
khuyén céo trén 1am sang 2 g/ngay.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:
S dung thubc ¢ phu nir ¢o thai

Anh hwéng gdy qudi thai: Phan loai B ding trén phu nif ¢6 thai. Céc nghién clru trén sinh san
duoc thuce hién trén chudt nhit va chudt cg’:‘mg thuc nghiém & mtc lidu gap 20 lan mic lidu
thong thudong ding & ngudi va khong c6 biang chiing vé doc tinh trén phoi, ddc tinh trén thai
nhi (fetotoxicity — lam chét hodc lam chdm qua trinh phat trién ctia thai nhi), hojic giy ra quai
thai. D4i vai loai linh trudng, khong c6 doc tinh trén phodi hodic gay quai thai da dugc chimg
minh khi str dung & mirc liéu gap khoang 3 14n mirc lidu & ngudi. Tuy nhién, chua c¢6 nghién
clru ¢6 déi chimg tt va ddy d & phu nif ¢6 thai. Vi cdc nghién ciu trén sinh san & dong vat
khong phai luén luén tién doan dugc dap (mg trén ngudi, vi vay chi st dung thude nay & phu
ni c6 thai khi thét cén thiét.

Anh huong khong gay qudi thai: Céc nghién ctru & chudt cong phin doan I (kha ning sinh
san va sinh san ndi chung) va giai doan III (cdn sinh va sau sinh) duoc tiém tinh mach
ceftriaxon, khong c6 tac dung phu nao duoc ghi nhén trén cac thong so sinh san khéac nhau
trong qué trinh mang thai va cho con ba khi dung ¢ mirc lidu 586 mg/kg/ngay hodc thip hon,
bao gom tang trudng sau sinh, hanh vi chirc nang va kha ndng sinh san ctia tré.

St dung thudc & phu nit cho con bii

Ceftriaxon duoc bai tiét trong sita me & ndng do thfip. Can than trong khi stir dung CEFTBSV
1G & phu nit dang cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Ceftriaxon ¢6 lién quan dén chéng miit ¢6 thé anh hudng téi 14i xe va vAn hanh méy méc. Vi
vay, can than trong khi str dung ceftriaxon cho nhiing doi tugng nay.

TUONG TAC, TUONG KY CUA THUOC

’ - A e - A ’ a - ’ -
Twong tdac cua thuoc voi cac thuoc khdc va cdc twong tdac khdac
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Hwéng ddn siv dung thuéc

Khéng str dung dung méi pha lodng cé chira canxi nhu dung dich Ringer hodc dung dich
Hartmann dé pha loing hodc hoan nguyén ceftriaxon cho viéc sir dung dudng tiém tinh mach
vi ¢6 thé hinh thanh tiia. Két ta ciia ceftriaxon-canxi cling cé thé xay ra khi dung ceftriaxon
pha trdén vdi cac dung dich cé chira canxi trong sir dung cung dwong tiém tinh mach.
Ceftriaxon khéng dugc dung dudng tiém tinh mach véi cac dung dich c¢6 chira canxi, bao
gom truyén lién tuc dung dich c6 chira canxi nhu dich dinh dudng dung dudong tiém thong
qua mot nhanh ch{t Y. Tuy nhién, & nhiing bénh nhén trtr tré so sinh, ceftriaxon va cac dung
dich chitra canxi c6 thé ding mdt cach tudn tu néu céc duong truyén dugc rira sach ky ludng
gifa cAc 1dn truyén bing mdt chit long thich hop. Trong cic nghién clu in vitro sir dung
huyét tuong ciia ngudi 16n va huyét tuong tré so sinh tir mau day rén da chimg minh rang tré
so sinh c6 nguy co ting luong két tia ceftriaxon-canxi.

Su thai trir ceftriaxon khong bi thay doi bai probenecid.

Khang sinh aminoglycosid va thuéc lpi tiéu: Khéng c6 tinh trang suy giam chirc ning thin
dugc ghi nhin khi st dung ddng thoi lidu 16n ceftriaxon va thude lgi tidu manh (vi du,
furosemid). Khéng cé biang ching cho thiy ceftriaxon 1am ting ddc tinh trén than cua
aminoglycosid.

Ruou: Khong c6 anh hudng tuong tu cla disulfiram di duge chimg minh khi uéng rugu sau
khi sir dung ceftriaxon. Ceftriaxon khéng bao gom nhanh N-methylthiotetrazol lién quan tGi
c6 theé khong dung nap ethanol va cac van dé chay mau cta cac cephalosporin khéc nao dé.

Khdng sinh: Trong mdt nghién ctru in vitro, cac tac dung ddi khang da duoc ghi nhén khi
dung dong thoi chloramphenicol va ceftriaxon.

Thuéc chong dong: Vi ceftriaxon ¢6 mot chudi N-methylthiotriazon, c6 thé c6 kha ning giy
ra gidm prothrombin méu dan téi ting nguy co chay méau ¢ nhiing bénh nhéin dugc diéu tri
bang thudc chong déng mau.

Thuéc trénh thai dwong uong: Ceftriaxon c6 thé anh huong xau t6i hidu qua ciia thude trénh

thai dudng udng dang hormon. Do d6, khuyen khich st dung bé sung (khéng chira hormon)
céc bién phép tranh thai trong thoi gian diéu trj va thang sau diéu tri bing ceftriaxon.

Dua trén cac béao céo ceftriaxon khéng tuwong thich véi amsacrin, vancomyecin, fluconazol va
aminoglycosid.

Ceftriaxon c6 thé giam tac dung clia vac-xin thuong han.

Anh hwéng t6i cac xét nghiém: O nhiing bénh nhén sir dung ceftriaxon, thir nghiém Coomb
¢o the hiém gép truong hgp duong tinh gia.

Ceftriaxon ciing nhu céc khang sinh khac, ¢6 thé dan téi duong tinh gia khi danh gia galactosa
huyét. Tuong tu nhu vay, cac phuong phép non-enzyme nhu cac phuong phap giam lugng
dong (Benedict's, Fehling's hodc Clinitest) dé xéc dinh glucose trong nude tiéu co thé cho ket
qua duong tinh gid. Vi ly do nay, viéc xac dinh glucose trong nudc tiéu trong khi dung
ceftriaxon nén dugc thyc hién dudi sy céd mit clia enzym.

Tuwong ky

Do khéng c6 céc nghién ciru vé tinh tuong ky ctia thude, khong tron 13n thude nay véi cac
thudc khéc.
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Hwdéng dan st dung thuéc

TAC DUNG KHONG MONG MUON CUA THUOC

Ceftriaxon nhin chung dung nap tét. Trong cac thir nghiém lam sang, cac tac dyng khong
mong mudn sau ddy dugc cin nhiic ¢é lién quan t&i didu tri bing ceftriaxon hojc ctia cdc
nguyén nhan khong chic chin:

Phdn iing tai ché tiém: Pau, chai cing va d& v tai chd tiém duge bao cdo & 1% s bénh
nhan. Dudi 11% bénh nhén sau khi dung dudng tiém tinh mach ceftriaxon c6 bdo céo bi viém
tinh mach. Ty 1€ phan Ung tai vi tri tiém 1a 17% (3/17) sau khi tiém tinh mach liéu 350 mg/ml
va 5% (1/20) sau khi tiém bap liéu 250 mg/ml.

Qud mdn: Phit ban (1,7%), it giip (< 1%) cic trudng hop ngira, st hodic 6n lanh.

Huyét hoc: Ting bach cdu va acid (6%) tiéu cau (5,1%) va g1érn bach céu (2, 1%) it gap (<
1%) tinh trang thleu méu, thiu méu tan mau, giam bach cdu trung tinh, gidm bach ciu
lympho, giam tiéu cu va kéo dai thi gian prothrombin.

Tiéu héa: Tiéu chay (2,7%), it gip (< 1%) trudng hop budn nén hodc nén, va rbi loan vi
giac. Su khoi dau cua céc triéu chimg viém dai trang gid mac c¢é thé xdy ra trong khi hodc
sau khi di€u tri bang khang sinh (xem phan “CANH BAO”).

Gan: Tang gia tri SGOT (3,1%) hoac SGPT (3,3%). it gap (< 1%) tinh trang tang phosphatase
kiém va bilirubin.

Than: Tang gia tri BUN (1,2%). it gap (< 1%) truong hop tang creatinin va sy xudt hién cla
céc hat hinh dng nho (cast) trong nudc tiéu.

H§ thén kinh trung u'cmg: it gap (< 1%) nhirc dau hodc chéng mit

Tiét nigu va sinh duc: it gép (< 1%) bénh monilia hodc viém am dao

Tdc dung phu khdc: it gap (< 1%) vi mo hdi va thoat dich. Cac tac dung phu khéc hiém gap
(< 0,1%) bao gom ting bach cau, ting lympho bao, ting bach cau don nhan, ting bach cau
ua base, giam tinh trang viém dai trang, kho tiéu, danh trong nguc va chay mau cam.
Théng bdo cho bdc sy hodc dwoc sy nhitng phdn iing cé hai gdap phii khi siv dung thuéc
QUA LIEU VA CACH XU TRI

Qua liéu Ceftriaxon c6 thé din t6i budn ndn, ndn va tiéu chay. Doi khi cé co co va co gidt
cling c6 thé Xay ra. Nong dg ceftriaxon trong huyet tuong khong thé gidm ban&, céch thim

tach mau hodc tham phan phic mac. Khong c6 thude dbi khang giai doc dic hiéu. Piéu tri
triéu ching.

PAC TINH DUQC LU'C HQC:

Nhém duge 1y: Khang sinh nhém cephalosporin thé hé 3
Maia ATC: JO1DD04

Co ché tic dung

; A A 3 . ~ - £k ’ A 3 ’ . a
Tac dung diét khuan cha ceftriazon théng qua trc ché tong hop vach té bao cia vi khuan.
Ceftriaxon c6 d On dinh cao ké ca khi cé mét cuia cac enzym beta-lactamase ca penicillinase
va cephalosporinase cta vi khudn gram duong va gram am.
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Hwdéng ddn sir dung thudc

Phd khéang khudn ctia ceftriaxon nhu sau:

Vi khuin gram am hiéu khi: Acinetobacter calcoaceticus, Enterobacter aerogenes,
Enterobacter Cloacae, Escherichia coli, Haemophilus influenza (bao gdm ca ching dé khéng
véi ampicillin va san sinh ra enzym beta-lactamase), Haemophilus parainfluenzae, Klebsiella
oxytoca, Klebsiella pneumonia, Moraxella catarrhalis (bao gdm ca chiing san sinh ra enzym
beta-lactamase), Morganella morganii, Neisseria gonorrhoeae (bao gdm ca ching san sinh
ra penicillinase va non-penicillinase), Neisseria meningitides, Proteus mirabilis, Proteus
vulgaris, Serratia marcescens. Ceftriaxon cling c¢6 tac dung chéng lai nhiéu ching
Pseudomonas aeruginosa.

Nhiéu ching o trén c¢6 kha ndang khang lai nhiéu loai khang sinh, vi du nhu, penicillin,
cephalosporin va aminoglycosid nhung van nhay cam véi ceftriaxon.

Vi khudn gram duong hiéu khi: Staphylococcus aureus (bao gdbm céc ca cac ching san sinh
ra penicillinase), Staphylococcus epidermidis, Streptococcus pneumonia, Streptococcus
pyogenes, nhom Streptococcus Viridans.

Cac ching Streptococci dé khang Methicillin ciing dé khang voi cephalospm in bao gom ca
ceftriaxon. Hau hét c4c ching Streptococci va i khudn ngoai rudt, vi du nhu Enterococcus
(Streptococcus) faecalis c6 kha nang dé khéng.

Vi khuén ky khi: Bacteroides fragilis, ching Clostridum, ching Peptostreptococcus

Hau hét chung C. difficile di dé khang

Ceftriaxon ciing chimg minh dugc tic dung trén in vitro chdng lai hdu hét céc chung vi khuén

sau méc du y nghia trén lam sang la chua r6 rang:

- Vi khudn gram am hiéu khi: Citrobacter diversus, Citrobacter freundii, Providencia (bao
gom Providencia rettgeri), Samonella (bao gom S. typhi), Shigella

- Vi khuédn gram duong hiéu khi: Streptococcus agalactiae

- Vi khuén ky khi: Bacteroides bivius, Bacteroides melaninogenicus

Madi gam ceftriaxon chira 3,6 mmol natri. Piéu ndy cin dugc xem xét & nhiing bénh nhin

dang dung ché d6 dn kiém soét natri.

PAC TINH DUQC PONG HOQC:

Ceftriaxon duge hp thu hoan toan sau khi str dung dudng tiém bﬁp v6i ndng do tdi da trong

huyét tuong trung binh xdy ra gila 2 dén 3 gio sau khi dung thube. St dung da lidu duong

tiém tinh mach hodc tiém bap v6i muc lidu thay d6i tir 0,5 dén 2 gam sau moi khodng 12 dén
24 gid dan t6i sy tich iy ceftriaxon ting thém 15% dén 36% so vdi viéc st dung don lidu.

Khoang 33% dén 67% mirc liéu ceftriaxon dugc bai tiét qua nude tiéu dudi dang khong dbi
va 50 con lai duoc bai tiét qua mat va dugc tim thiy trong phin dudi dang hop chit mit hoat
tinh. Sau khi tiém tinh mach liéu lg, ndng do trung binh cta ceftriaxon xac dinh sau 1 dén 3
gi&r dung thude 1a 581 pg/mL trong tii mit; 788 pg/mL trong dng mat chi; 898 pg/mL trong
ong mét nhanh; 78,2 pg/mL trong thanh tGi mat va déng thoi 62,1 pg/mL trong huyét tuong.

V6i khoang liéu tir 0,15 t61 3 gam ¢ ngudi 1on khoe manh, gia tri thoi gian ban thai bién ddi
tr 5,8 dén 8,7 gio; thé tich phan bo tir 5,78 L dén 13,5 L; dd thanh thai huyeét tuong tur 0,58
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Hwéng ddn siv dung thuéc

L/gio dén 1,45 L/gio; va d¢ thanh thai cua than tir 0,32 L/gidr dén 0,73 L/gio. Ceftriaxon lién
két thuan nghlch Vi protein huyet tuong ngudi va ty 18 lién két nay giam tir 95% ¢ nong do
<25 pg/mL xudng 85% & ndng d6 300 pg/mL. Gié tri trung binh clia ndng doé tdi da trong
huyét tuong, thoi gian ban thai, d6 thanh thai huyét tuong va thé tich phan bd sau khi tiém
tinh mach li¢u 50 mg/kg & tré em bi viém mang nio do vi khudn tuong tng 13 216 pg/mL;
4,6 gio; 49 mL/gid‘kg va 338 mL/kg. V6i mirc lidu 75 mg/kg tiém tinh mach céc gia tri d6
thu duoc bao gém 275 pg/mL; 4,3 gio; 60 mL/gidvkg; 373 mL/kg. Ceftriaxon tham nhdp qua
mang ndo bi viém cua tré so sinh va tré nho; néng dé thude trong dich ndo tiy sau khi tiém
tinh mach liéu 50 mg/kg va 75 mg/kg lan luot 12 5,6 pg/mL va 6,4 pg/mL.

QUY CACH PONG GOI: Hop 1 lo 10ml x 1g ceftriaxon

PIEU KIEN BAO QUAN: Bao quan dudi 30°C, tranh dnh sang va d0 4m. Dung dich hoan
nguyén phai sir dung ngay. B tat ca lugng thude khong dung dén.

HAN DUNG CUA THUOC: 24 thang ké tir ngay san xudt.

Khéng diing thude qud han cho phép

TIEU CHUAN CHAT LUQNG CUA THUOC: USP

TEN VA PIA CHI CO SO SAN XUAT

ZEISS PHARMACEUTICALS PVT. LTD.

72, Export Promotion Industrial Park, Phase-1, Jharmajri, Baddi, Distt. Solan, (H.P.), An Dé.
Dai dién co so dang ky:

(Sign & stamp here)

=

Ho tén/ Full name: Mr. Parag Shah
Chure danh/ Position: AVP — Drug Regul
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