AKUDINIR-300

(Vién nang Cefnidir 300 mg)

THANH PHAN: mdi vién nang chia:
Hoat chat: Cefdinir USP  300mg

CHI DINH: Ngudi 1dn va thigu nién
- Viém phdi mac phai cng déng

+Gay ra bdi Haemophilus influenzae (k€ ci ching tigt p-
lactamase), Haemophilus parainfluenzae (k8 ci ching tiét p-
lactamase), Streptococcus pneumoniae (chi c6 ching nhay cam
véi penicillin), va Moraxella catarrhalis (k8 ci ching tiét p
lactamase).

- Dyt kich phat cap tinh ciia viém phé quan man

+ Do Haemophilus influenzae éké ca chiing tiét B-lactamase),
Haemophilus parainfluenzae (k& ci ching tiét p-lactamase),
Streptococcus pneumoniae (chi ¢o chiing nhay cam vdi penicillin),
va Moraxella catarrhalis (k€ ca chiing tigt p-lactamase).

- Viém xoang xugng ham trén cap tinh

+ Do Haemophilus influenzae (k& ca chiing tigt p-lactamase),
Streptococcus pneumoniae (chi co chiing nhay cam vdi penicillin),
va Moraxella catarrhalis (ké ca chiing tiét p-lactamase).

- Viém hong/viém amidan

+ Do Streptococcus pyogenes.

+ Chi §: Cefdinir c6 higu qua trong loai trir Streptococcus
pyogenes tit miii hdu. Tuy nhién, chua c6 nghién citu sif dung
Cefdinir trong phong ngifa sét thap khép sau khi viém hong va viém
amidan do S. pyogenes. Chi c6 penicillin tiém bép da dugc chiing
minh ¢6 higu qua trong phong ngifa sét thap khdp.

- Nhiém khuan da va cau tric da khdng bién chiing

+ Do Staphylococcus aureus (k& ca chiing tiét p-lactamase) va
Streptococcus pyogenes.

CACH DUNG - LIEU DONG: Liéu khuyén dung va thai gian didu tri
nhiém khu&n & ngudii 16n va thigu nién dugc mo ta trong bang dudi
déy; ting lidu diing héing ngy cho t4t ca cac nhiém khuin 1a 600
mg (2 vién). Liéu ding 114n/ ngay trong 10 ngay c6 higu qua nhu
lidu ding 2 I4n/ ngay. Liéu udng 1 I4n/ ngay chua dugc nghién cilu
trong cac nhigm khudn phdi va da; vi vdy, vién nang Cefdinir nén
udng 2 I4n/ ngay trong didu tri cic nhidm khudn nay. Thudc co thé
uding trudc khi an. i

Nguai Ign va thiéu nién (tir 13 tudi ird 16n)

Logi nhiém khugn Lidu ding Thdi gian
mm phdi mdc phdi cong | 300 mg (1vién)/ 12h| 10 ngay
g

Bot kich phét cdp tinh cla| 300 mg (1vién)/ 12h [ 5 dén 10 ngay

vigm phé quin man 600 mg (2vién)/ 24h| 10 ngay

Viém xoang xugng ham | 300 mg (1vién)/ 12h 10 ngay

trén cép tinh 600 mg (2vién)/ 24h| 10 ngay

Viém hong/ viém amidan | 300 mg (1vién)/ 12h | 5 dén 10 ngay
600 mg (2vién)/ 24h 10 ngay

Nhifm khudn da va cfu| 300 mg (1vién)/ 12h| 10 ngay

triic da khong bién ching

Bénh nhan suy thn

- @ ngudi 16n vdi d thanh thai creatinin < 30 mL/, liéu cefdinir nén

udng 300 mg/ ngay.

- D0 thanh thai Creatinin khé do dugc & cic bgnh nhan ngoai tri.

Tuy nhién, cdng thiic sau cé thé duge sif dung dé ubc lugng do thanh

thai creatinin (CL.) & bénh nhan ngubi 16n. B3 véi udc igng dé co
id trj, néng d creatinin huyét thanh phan 4nh ndng d¢ & trang théi
n dinh clia chifc nang than

- Nam gidi:
o, = (can ndng) (140 - age)
(72) (creatinine huyét thanh)

- Phynii: CL, = 0,85 x gid tri trén

Trong d6: dan vj tinh clia: d§ thanh thai creatinin la mL/min, tudi 12
ndm, cdn ndng 1 kg, va creatinin huygt tudng 1a mg/dL."™

Cong thifc sau c6 thé diing dé udc lugng do thanh thai & bgnh nhan

khoa nhi: s
cao
e creatinin huy8t thanh

Trong dé: K = 0,55 cho cdc bénh nhan Ién hon 1 tudi “ va 0,45 cho

tré sd sinh (I&n dén 1 tudi)®.

Trong cong thifc trén, d§ thanh thai creatinin 12 chiéu cao co thé

mL/phit/1,73 m’, hodc chiéu cao 1a cm va creatinin huygt thanh 12

mg/dL.

DGi véi bénh nhan nhi khoa véi do thanh thai creatinin <30
. mL/phit/1,73 m’, lidu cefdinir nén ding 7 mg/ kg (Ién d&n 300 mg)
mbi ngay mot 14n.

Bénh nhén th&m tach mau

- Thém téch mAu loai cefdinir khoi cd thé. O nhiing bénh nhan tham

tach méu duy trl man tinh, phac d6 diéu trj ban dau 12 300 mg hoic

7-mg/ kg cach ngay. Khi két thic mbi dgt thdm tich mau, 300 mg

(hay 7mg/ kg) nén dugc ding. Lidu tiép theo (300 mg hodc 7mg/

kg) sau dé dugc dung cach ngay.

HONG CHI DINK

bj chding chi dinh d céc bénh nhn c6 tién sir qua mén voi
nh nhém cephalosporin.

sudt I1én d&n 10% & bénh nhan cé tién st dj dng véi penicillin. Nén
ngimg diing thudc néu xay ra phan (ng di (ng véi Cefdinir. Néu xay
ra c4c phan (g qud man cap tinh nghiém trong cn diéu tri véi
epinephrin va cac bién phap cp cilu khic bao gdm thé oxy, tiém
dich truyén, tiém finh mach thudc khang histamin, corticosteroid,
cac amin gay co mach va kifm soat duing thd, nhu chi dinh l1am
sang. i

- D3 c6 bédo céo vé viem rudt két mang gia véi hdu hét cac khéng
sinh bao gdm Cefdinir va c6 thé xay ra & miic do tir tiéu chay nhe
dén tirvong do viém rujt két. Didu trj véi céc thudc khang khudn lam
thay ddi vi sinh vét binh thubing clia rugt dan dén trién qua mic cla
C. difficile.

- C. difficile tigt doc t6 A va B gdp phdn vao sy phét trién clia tidu
chéy do Clostridium difficile. Cac chiing ting tiét C. difficile doc &
gdy ting tinh trang bénh va tif vong, nhu nhiing bénh nhiém khudn
c6 thé khd diéu tri bing khang sinh va c6 thé yéu cdu cit bd rudt két.
Tiéu chdy do Clostridium difficile phai dugc xem xét & tat ca cac
bénh nhén bj tiéu chay sau khi dung khang sinh. Can than tién sit
diing thudc 12 cdn thiét vi tidu chdy do Clostridium difficile da dugc
béo cdo xdy ra hon hai thang sau khi ding céc thudc khang khudn.

- N&u nghi ngd hoic xac dinh bj tidu chdy do Clostridium difficile,
cén phéi dugc ngung sir dung khéng sinh lign tuc khdng tryc tiép
chdng lai C. difficile. B3 sung chét long va chat dign giai, protein
thich hgp, diéu tri C. difficile béng khang sinh, va nén bét du tinh
dén phau thuat nhu chi dinh 1am sang

TUONG TAC THUGC:

- Vdi thudc khang acid (c6 chila nhom va magnesi): Viéc ding két
hop 300 mg Cefdinir véi 30mL hdn dich Maalox TC c6 thé 1am gidm
t6¢ do (C,..) va mifc a9 hap thu (AUC) ciia thudc khoang 40%. Thoi
gian dat dén néng do dinh kéo dai khodng 1 gid. Khéng c6 dnh
huing déng ké Ién dugc dong hoc clia Cefdinir. N&u ding cefdinir it
nhat 2 gity trudc hodic sau khi dung thudc khéng acid

- Probenecid: Ciing giong nhu céc khéng sinh nhom (beta)-lactam
khac, probenecid (c ché sy dao thai qua than clia Cefdinir, 1am ting
dién tich du6i dubng cong gdn gdp doi, ting 54% ndng do dinh
trong huy@t tuong va kéo dai 50% thdi gian ban thai biéu kign cla
Cefdinir

- Ché phdm sét bd sung va thifc &n giau chat sit:

+ Diing két hgp Cefdinir véi ligu phap bd sung chét st c6 chifa 60
mg sét nguyén t6 (dang FeSO,) hodc cac vitamin c6 bd sung 10 mg
sét nguyén td c6 thé lam gidm sy hap thu I4n lugt 12 80% va 31%.
Néu trong qué trinh diéu trj vai Cefdinir cdn phai b sung chat sat thi
nén udng Cefdinir it nhét 2 gid trudc hodc sau khi ding ché phdm
sat bd sung.

+ Hiéu qua clia c4c loai thyc phdm bd sung cac chat sét cao (ngll
cdc 4n sang chil yéu I3 ting cubing chat sit) chua dugc nghién clu
trén sy hdp thy clia Cefdinir.

+ Dung déng thdi véi san phdm bd sung sét cho tré sd sinh (2,2
mg sat nguyén td/ 6 oz) khong cd téc dung dang ké vé dugc dong
hoc Cefdinir. Vi vy, hdn dich ung Cefdinir c6 thé ding chung véi
san phdm tang cubing chét sat cho tré sasinh.

+ Phén hoi db da dugc bdo cdo & nhilng bénh nhin dang uéng
Cefdinir. Trong nhiéu trudng hop, bénh nhan ciing dang udng cic
san phdm chia sit. Mau da 1a do sy hinh thanh clia mét phiic hgp
khong c6 kha nang hap thu gilta Cefdinir hodc sin phdm phan chia
clia nd va sit & duding tiéu hoa.

- Céc twdng tac thudc va xét nghigm

+ Phén (ing keton duong tinh gia trong nudc tigu c6 thé xay ra véi
cdc xét nghiém ding nitroprussid, nhung khdng ding
nitroferricyanid. Dung cefdinir c6 thé cho phan (g glucose dudng
tinh gia trong nudic tiéu dung dung dich Clinitest®, Benedict's hoic
Fehling's. Nén khuy&n céo xét nghigm glucose dya trén cic phan
(ing enzyme glucose oxidase (nhu Clinistix® hodc Tes-Tape®) dugc
sif dung. Thinh thoang, cac Cephalosporin dugc biét gay ra mét thir
nghigm Coombs tnfc tiép duong tinh.

PHU NU CG THAI HOAC BANG CHO CON BU:

- Phy nit c6 thai: Cefdinir khong gay qudi thai & chudt cong vdi liéu
udng Ién d&n 1000 mg/kg/ngay (gdp 70 1n lidu dung cho ngudi tinh
trén mg/kg/ngay, 11 I4n tinh trén mg/m2/ngay) hodc trén thd véi
liu udng I&n dén 10 ma/kg/ngay (gdp 0,7 I4n liéu dung cho ngudi
tinh trén mg/kg/ngay; 0,23 1dn tinh trén mg/m*/ngay). Bdc tinh xust
hign &thd me (Iam gidm sy ting trong) & liéu tdi da dung nap dugc 12
10 mg/kg/ngay ma khéng gdy ra tc dung phy Ién thé con. Vigc
giam thé trong xay ra vdi bao thai chut & ligu > 100 mg/kg/ngay va
vi chubt con & liéu > 32 mg/kg/ngdy. Khéng quan sét thy co tic
dung nao trén cac thdng sd sinh san clia chubt me hodc téc dung lén
sifsGing sét, phét trién, hanh vi hoic chiic ning sinh san clia Ida dé.

+ Tuy nhién, chua c6 céc nghién cilu ddy dii va c6 kifm soét trén
phuy nil ¢6 thai. Bdi vi céc nghién ciiu vé kha ning sinh san d loai vat
khong phai lic nao cling dy doan dugc dap (ng trén ngudi, vi vay
khdng nén ding thudc trong qua trinh mang thai.

- Phy nit dang cho con bii: Chua dugc biét Cefdinir co bai tiét dugc
vao siia hay khdng. Bai Vi rét nhidu thudc c6 thé bai tiét qua sifa, do
d6 cdn than trong véi viéc cho con bi trong khi dang dung thudc.
ANH HUGNG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Chua co.

TAC DUNG KHONG MONG Mudn

- Céc phan (ing phy thubing xay ra nhat: tidu chay hodc phan long,
budn nén, ndn, dau bung, 6i va dau ddu. Cac phan tng phy higm gap
gdm cdc xét nghigm gan bat thuing va cc

Cefdinir cd thé gay ra cdc ket qua xét
nghigm trong nudc tigu. Giing
cefdinir gdy viém dai trang gia mac.

Tai ligu théng tin cho cdn b y t&

« Cac phan ing dj iing, phan ing phai
Johnson, ban dd da dang, réi loan ch (i
doc hai, doc than, rdi loan chifc na g s
khéng téi tao, thi€u mau tan h /X
tinh gia cho dubng trong nudc t'gu. i
toan thé huyét cdu va mét bach c4
trang gia mac c6 thé bat du trong o3
« Mt s6 cephalosporin da dugc ligh
bigt 1a & bénh nhan suy than, khi lié\\lu
con dong kinh lién quan véi didu trj thiyd
thudc. Diéu trj chdng co gidt c6 thé dunyg.dud
sang

DUGC LYC HOC:
- Cephalosporin 13 c4c khang sinh diét khudn c6 ciing kiéu éc dong
nhu cdc khang sinh nhém beta-lactam (vi du penicillin). Cac
cephalosporin lam ngung tong hgp Idp pepti%?lyun clia thanh t&
bao vi khun. Lép peptidoglycan quan trong d& dam bao tinh todn
ven clia c4u tric thanh t& bao vi khudn, d3c biét ddi véi cdc vi khudn
gram dudng.

- Cefdinir la khdng sinh cephalosporin thé h¢ 3 ¢6 phd khdng khudn
rong, bén véi sif hién dién clia mdt s6 nhung khdng phdi tt c cic
enzyme thily phan (beta)-lactam. Do dé, nhiu vi khudn dé khang
vdi penicillin va mét s cephalosporin ¢6 thé nhay cam véi Cefdinir.
Cefdinir dugc chiing minh 1a c6 hoat tinh chéng lai hdu hét céc vi
khudn sau ddy ¢ nhidm khudn trén in vitrova trén lam sang:

+ Céc vi khudn gram duong higu khi: Staphylococcus aureus
(gdm loai sinh men thiy phan (beta)-lactam), Streptococcus
pneumoniae (chi loal nhay cam véi penicillin), Streptococcus
pyogenes.

+ Luu y: Cefdinir khdng c6 hoat tinh chdng lai céc staphylococcus
dé khang methicillin.

+Cac vi khudn gram 4m hiéu khi: Haemophilus influenzae,

Haemophilus parainfluenzae, Moraxella catarrhalis (gém loai sinh
men thily phan (beta)-lactam).
- Céc di ligu in vitro sau ddy c6 higu qua nhung higu lyc trén 1am
sang thi chua biét rd. Cefdinir vdi néng dd dc ché ti thidu trén in
vitro (MICs) <1pg/mL ifc ché& (> 90%) céc loai vi khudn sau day, tuy
nhién, tinh an toan va higu lyc clia cefdinir trong diéu tri lam sing
gdy ra bdi céc vi khudn ndy chua dugc thigt lap trong cac thir
nghiém Iam sang thich hgp va c6 kiém soét.

+ Cac vi khudn gram dudng hiéu khi: Staphylococcus epidermidis
(chi loai nhay cam vdi methicillin), Streptococcus agalactiae,
Viridans nhém streptococei. ¢

+ Vi khudn gram am higu khi: Gitrobacter diversus, Escherichia col,
Klebsiella pneumoniae, Proteus mirabilis.

+ Luu y: Cefdinir khong c6 hoat tinh chdng lai Pseudomonas va
cdc Enterobacter.

DUGC BONG HOC:
- Hapthu :

+ Sinh kha dyng duing uéng: Néng dé cyc dai trong huy8t tuong
clia Cefdinir dat dugc 2 dén 4 gid sau khi udng thudc. Nong do
Cefdinir trong huyét tuong ting theo lifu nhung téng véi ty 18 it hon
so liéu khi ding liéu tir 300 mg (7 mg/kg) dén 600 mg (14 mg/kg).
Sinh kh& dyng udc tinh clia vién nang Cefdinir 12 21% sau khi udng
vién nang liéu 300 mg, va 16% sau khi udng vién nang liéu 600 mg.

+ Anh hubng clia thic @n: Ndng do dinh va dign tich dudi dudng
cong clia Cefdinir khi udng vién nang gidm I4n lugt 16% va 10% khi
dung biia &n c6 ham lugng chat béo cao. Mifc dd gidm nay khdng co
¥ nghfa déng ké trén lam sang bdi vi khi tign hanh céc nghién ciu
vé tinh an toan va higu lyc cia hdn dich udng & bénh’ahi khong thay
¢6 lign quan dén vigc ding thic &n. Do d6, Cefdinir c6 thé ding kém
hodc khdng kém biia an.

- Phan b6: Thé tich phan bd trung binh clia Cefdinir & ngudi 16n 12
0,35 L/kg (0.29); & tré nhd (6 thang dén 12 tudi) 1a 0,67 Likg (=
0,38). C6 60% dén 70% Cefdinir gén vdi protein huyét tuong & ca
ngudi Ion va tré em va sy gan nay khong phy thuc vao liéu. Chua co
dif ligu vé vigc Cefdinir tham vao dich nao tly.

- Chuyén hoa va bai tiét: Cefdinir khdng bj chuyén héa déng k.
Hoat tinh ban d4u gy ra béi thudc giic. Cefdinir bj dio thai chii yéu
qua than véi thdi gian ban thai trung binh trong huyét tuong 13 1,7
gid (= 0,6). O ddi tugng khde manh ¢ chilc nang than binh thudng,
df thanh thai & than Ia 2,0 mL/min/kg (+1,0) va dg thanh thai biéu
kign dubing udng 14n lugt 13 11,6 (+ 6,0) va 15,5 (x 5,4) sau khi ding
liéu 300 mg va 600 mg. Phdn tram liu trung binh fim thdy dugc
dudi dang khang bién ddi trong nudc tidu sau khi udng lidu 300 mg
va 600 mg I4n lugt 12 18,4% (x 6,4) va 11,6% (= 4,6). Do thanh thai
clia Cefdinir giam & nhiing bénh nhén suy giam chic ning than. Bai
vi sy bai tiét qua than Ia con dubng dao thai chii y&u, nén cén diéu
chinh ligu & nhilng bénh nhén bj ton thuong chic nang than dang ké
ho3c bénh nhan dang thdm phan mau.

TIEU CHUAN: USP
BAO QUAN: Bio quan dudi 30°C. Tranh 4nh séng.

HAN DUNG: 24 thang k& tif ngay san xudt. ~ ~ N
TRINH BAY: Hop 10 vi x 10 vién nang '
Boc ky hitdng dén sit dung trde khi diing.
N&u cdn thém thong tin, xin hdi y kign béc si.
Thudc nay chi diing theo sy k& don ciia thiy
D€ xa tdm tay tré em.
Sén Xu#l Béi: AKUMS DR




