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Cefdinir USP........................125 mg Mfg. Lic. No.: PD/72
Chi djnh, lidu diing, céch diing, Batch No:
chéng chi djnh va cac thén ﬂn Mfg Date: S A NT l D [ R
khdc: Xem trong t& husé
st d‘:.mg :"Tzdc :gm theo e S 4 \"’ I D I R Exp Date: 3
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Bao quan: _—
Noi khé mat, trérgh anh sang, . i .
TeoL: Usp Cefdinir 125mg/5ml Suspension USP
B hwéng din sir d
u'wubck?khldur?g el 125 ITIg/5m|
D4 xa tdm tay tré em
[ LAC k¥ TRUrérC KHI DUNG |
Nha nhap khiu:- DAl
San xuit boi:
MAXIM PHARMACEUTICALS PVT. LTD.

Plot No.11 & 12, Gat No.1251-1261,
Alandi-Markal Road, Markal Khed,
Pune 412 105, Maharashtra State,
An DO

Thanh phén:
Mdi 5 mi hdn dich sau khi pha chira:
Cefdinir USP .... 125 mg

Chi dinh, lidu ding, cach dung,

kém theo

nhigt 46 duéi 30°C.
TCCL: USP

Boc ky hwdmg ddn sir dyng
truére khi diing
D& xa tdm tay tré em

[LAC K¥ TRUGC KHI DUNG |

chéng chi dinh va cic thang tin khac:
Xem trong t& huéng din sir dyung thube

Bao quan: Noi khd mat, tranh anh sang,

B thuéc ban theo don

SANIDIR

B6t pha hén dich uéng
Cefdinir 125mg/5mi

San xudt béri:

MAXIM PHARMACEUTICALS PVT. LTD.
Plot No.11 & 12, Gat No.1251-1261,
Alandi-Markal Road, Markal Khed,

Pune 412 105, Maharashtra State, An 9.

Visa No.:
Mfg. Lic. No.: PD/72

Batch No.
(s616SX) "
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Thubc nay chi ding theo don thude
SANIDIR
Doc ky hu’é’ng dén sir dung triweéc khi diing
Dé xa tam tay tré em
Théng bdo cho bdc sy nhitng tic dung khong mong mudn gdp phii khi diing th uoc.

Thanh phén:
Mbi 5 ml hon dich sau khi pha chira:
Crotdinir USP suueues snsvuvanene 125 mg

Ta dugc: Aspatam, natri benzoat, gobm xanthan, huong xoai, hwong cam, huong bac ha,
hwong dau, colloidal silicon dioxid, talc, magnesi sterat, sucrose.

Dang bao ché: Bot pha hon dich udng.

Chi dinh:

Cefdinir hén dich udéng dugc chi dinh didu tri cac nhiém trung & muc dg nhe t6i trung

binh gdy ra do cdc ching vi sinh vét nhay cam

Nguoi Ion v thanh thiéu nién:

-Viém phdi cong dong

- Dot cip cia viém phé quan man tinh

- Viém xoang ham trén

- Viém hong, viém amidan

Bénh nhan nhi ( trén 6 thing tudi)

-Viém tai gilta cap tinh gay ra do Haemophilus influenzae (ké ca chung sinh B-lactamase)

Streptococcus pneumoniae(chi chung nhay cam véi penicillin), Moraxella catarrhalis (ké
ca chung sinh B-lactamase).

- Viém hong, viém amidan do Streptococcus pyogenes

Liéu lwgng- cach dung:

Téng liéu hang ngay cia ngudi trudng thanh va thanh thiéu nién l1a 600 mg/ ngay. Liéu
dung 1 1an/ ngay trong 10 ngay c6 hiéu qua nhu lidu dung chia 2 1an/ ngay, tuy nhién nén
dung liéu 2 lan/ ngay cho bénh nhiém trung da. Dang bdt pha hén dich c6 thé dwgc uong
khong phu thude vao bita én.

Lidu cu thé cho tré em tir 6 thang dén 12 tudi:

-Viém tai giita cap tinh do vi khudn: 7 mg/ kg mi 12 gio trong 5-10 ngay hodc 14 mg/ kg
mdi 24 gio trong 10 ngay.
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- Viém xoang ham trén cAp tinh: 7 mg/ kg méi 12 gitr hodc 14 mg/ kg mdi 24 gid trong 10
ngay.

- Viém hong / viém amidan: 7 mg/ kg mdi 12 gio trong 5-10 ngay hodc 14 mg/ kg moi 24
gio trong 10 ngay.

- Nhiém trang da va ciu tric dudi da khong bién chimg: 7 mg/ kg mdi 12 gio trong 10
ngay.

Bénh nhan suy than: Déi v&i bénh nhin ¢6 do thanh thai creatinin < 30 ml/ phit, lidu t6i
da 12 300 mg, 1 1an/ ngay.

Cdch dung:

- Lic ky lo dé 1am toi bot

- Thém nuée dén vach dé duge 30 ml hon dich.

- Lic k¥ hon hop trén trong vong 2 phut dé tao hdn dich dong nhét va st dung.

Chéng chi dinh:

Bénh nhan bi di tmg v&i cac khang sinh nhom cephalosporin hodc bat ky thanh phén nao
ctia thudc.

Khong str dung thudc cho tré em dudi 6 thang tudi.

Khuyén cio va thin trong:

- Chi str dung cefdinir khi di co bang chimg chimg minh hodc rit nghi ngd bénh nhan bi
nhidm khudn va do cac vi khudn nhay cam voi cefdinir gy ra, hoac diéu tri du phong
trong truong hop loi ich vuot trdi so voi nguy co.

- Diéu tri v&i cac khang sinh phé rong nhu cefdinir, lam thay déi hé vi khuin binh thudng
& két trang va din t6i su tdng trudng qua murc Clostridium difficile. Cac nghién ctru da chi
ra ring doc t6 do Clostridium difficile 1a nguyén nhan hang dau giy viém két trang do
dung khang sinh (CDAD). Néu xuét hién tiéu chay nang hodc dai ding, xdy ra trong qua
trinh diéu tri hodc trong nhimng tudn dAu sau didu tri, c6 thé nghl ngd bénh nhédn bi CDAD.
Sau khi chin doan c6 bénh viém két trang gia mac, nén tién hanh céc bién phép didu tri.
Céac trurong hop viém két trang gia mac nhe thudng dép Gng voi viée ngung thude. Cac
truong hop tur trung binh dén nang, nén didu tri bang cach bd sung protein, nudc va cac
chét dién giai, va diéu tri véi mot khang sinh udng c6 hiéu qua véi C. dzﬂ‘ cile.

- Than trong khi ding vé6i nhitng bénh nhan bi viém dai trang, bénh tiéu dudng hodc bénh
than.

- Tré em: Tinh an toan va hiéu qua ciia thuée chua dugce thiét 1ap & tré so sinh va tré <6
thang tudi.

- Nguoi cao tudi: Lua chon liéu dua trén danh gia chirc nang than.
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Twong tac thude:

- Thude khang acid (chira nhom hodc magi€):

Ding dong thoi céac thudc nay véi cefdinir 1am giam hép thu cefdinir. Nén dung thude
khang acid 2 gio trudce hodc 2 gio sau khi udng cefdinir.

- Probenecid:

Gidng cic khang sinh B-lactam Khac, probenecid re ché thai trir cefdinir qua thin dan toi
lam AUC ting gap doi, ndng d6 dinh cefdinir huyét twong ting 54%, va thoi gian ban thai
(t1) tang 50%.

- Céc san phim bd sung sit:

St dung dong thdi cefdinir lidu diéu tri voi cac chat bd sung sit c6 chira 60 mg sit nguyén
t6 (dudi dang FeSO,) hodc vitamin b6 sung 10 mg sdt nguyén t6 lam giam mirc d¢ hap
thu twong ung 1a 80% va 31%. Néu can b sung sit trong khi diéu tri bang cefdinir, nén
dung céach nhau it nhét 2 gio.

Anh huéng cua cac thuc pham ting cudng sit nguyén t6 (chu yéu 1a ngii cbc dn sang co
chit sét) ddi vai sy hip thu cefdinir chua duge nghién ciru.

Sita bdt cong thuc bd sung sit cho tré so sinh (2,2 mg sit nguyén to/ 6 oz) khong anh
huong dang ké t&i duoc dong hoc cua cefdinir khi dung ddng thoi. Do do, cefdinir c6 thé
duge dung dong thoi véi sita bot bd sung sat.

Di ¢6 bao cao vé hién tugng phan mau do & nhirng b¢nh nhan dung cefdinir. Trong nhiéu
truong hop, bénh nhan ciing dugc dung cac san phdm chira sit. Mau do 1a do sy hinh
thanh phirc hgp khong thé hip thu gitta cefdinir hodc cic chit chuyén héa va sét trong
duong tiéu hoa.

- Anh hudng dén két qua céc xét nghiém:

St dung cefdinir c6 thé gay phan ung duong tinh gia dbi véi cac xét nghiém ketone trong
nude tiéu st dung nitroprusside, nhung khong xay ra vGi cac xét nghiém stir dung
nitroferricyanide. Viéc sir dung cefdinir cung ¢6 thé din dén phan tmg duong tinh gia aéi
véi cac xét nghiém glucose trong nudc tiéu st dung Clinitest, dung dich Benedict hodc
dung dich Fehling. Do d6, nén sir dung cac x¢ét nghiém glucose dya trén phan tmg glucose
oxyase enzyme (nhu Clinistix hodc Tes-Tape). Cephalosporin ddi khi gdy duong tinh gia
xét nghiém Coombs truc tiép.

Stt dung cho phu nir ¢6 thai:
Chua c6 nghién cuu day du va co kidm soat & phu nir mang thai. Chi sir dung cefdinir

trong qué trinh mang thai khi that cén thiét.

Sir dung cho phu nir dang cho con bi:
Sau khi ding lidu duy nhit 600 mg, cefdinir khong dugc phat hién trong sita me.
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Anh huéng dén kha ning lai xe va van hanh miy maéc:

Chua c6 nghién ctru ddy di vé anh hudng cia thudc t6i kha ning 1ai xe va van hanh may
moc. Tuy nhién, khi str dung thuéc co thé gap tac dung phu hoa mat nén tranh 14i xe hodc
vén hanh may moéc néu xudt hién triéu ching nay.

Tac dung khong mong muén:

Trong céac thir nghiém lam sang dugc tién hanh trén 2289 bénh nhan nhi (1783 bénh nhan
nhi ngudi M§ va 506 bénh nhin nhi khong phai ngudi My) duge dleu tri vai cefdinir lidu
khuyén cao (14 mg/kg/ngay), hiu hét cac tac dung khong mong muén dugc ghi nhidn &
mutc do nhe va co thé tu hdi phuc, khong gh1 nhén trudmg hop tir vong hodc thuong tét
vinh vién do st dung cefdinir. C6 40 trong s6 2289 bénh nhan (chiém 2%) da ngimg su
dung thudc do cac tac dung khong mong mudn duge nghi ngo 1a lién quan dén viéc diéu
tri bang cefdinir. Céc tac dung khong mong mudn dan téi viée ngirng dung thude thudng
1a r6i loan tiéu hoa, tiéu chay. Co 5 trong s6 2289 bénh nhan (chiém 0,2%) da nglmg su
dung cefdinir do phat ban nghi ngo lién quan dén cefdinir.

Theo thir nghiém 14m sang st dung cefdinir nhiéu lidu tién hanh tai M§, céc tac dung phu
sau ddy dugce cdc nha nghién ctru cho rang ¢6 thé hoic chic chin lién quan dén cefdinir.

Ty 16 mac > 1% Bénh nhan tiéu chay 8%
Phat ban 3%
Noén 1%
Ty 1& mic < 1%, nhung > 0,1% Nam da 0,9%
Dau bung 0,8%
Giam bach cau 0,3%
Nam am dao 0,3% bé gai
Viém am dao 0,3% bé gai
Phan bét thuong 0,2%
Chuirng khé ti€u 0,2%
Téang huyét ap 0,2%
Tang AST 0,2%
Phat ban dat san 0,2%
Budn non 0,2%

Luu ¥: O ca bénh nhén diéu tri bing cefdinir va dbi chirng, ty 1€ tiéu chay va phat ban &
c4c bénh nhan nhi cang nho tudi cang cao. Ty 1¢ méc bénh tiéu chay ¢ bénh nhén nhi <2
tudi didu tri bang cefdinir 12 17% (95/557), so v&i 4% (51/1226) & bénh nhan nhi > 2 tudi.
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Ty 1& phat ban (chii yéu 1a him ta) & bénh nhan < 2 tudi 1a 8% (43/557) so véi 1%
(8/1226) ¢ nhlmg bénh nhan > 2 tudi.

Su thay dbi vé gia tri cac xét nghiém sau day ¢6 thé ¢6 y nghia lam sang, c6 thé lién quan
dén viée diéu tri v6i cefdinir hodc khong, da dugc ghi nhan trong cac thir nghi€ém lam
sang dugc thuc hién ¢ My:

Ty 18 mac > 1% Tang lympho bao 2%
Giam lympho bao 0,8%
Ting phosphatase kiém 1%
Giam bicarbonate 1%
Ting bach cau 4i toan 1%
Tiang lactat dehydrogenase | 1%
Tang tiéu cau 1%
Tang PMNs 1%
Giam PMNs 1%
Tang protein nudc tiéu 1%

Ty 1& mic < 1%, nhung > | Tang phospho 0,9%

0,1% Giam phospho 0,4%
Tang pH nudc tiéu 0,8%
Giam bach cau 0,7%
Tang bach cau 0,3%
Giam canxi 0,5%
Giam hemoglobin 0,5%
Tang bach cAu nudc tiéu 0.5%
Téang bach cau mono 0,4%
Tang AST 0,3%
Téng kali 0,3%
Ting ti trong nudc tiu 0,3%
Giam ti trong nude tiu 0,1%
Giam hematocrit 0,2%

Duwoc lue hoc:

Nhém dwoee ly: Khang sinh cephalosporm thé hé 3.

Co ché tac dung: Uc ché tong hop vach té bao vi khuén. Cefdinir khong bi dnh huomg
boi mot o enzyme B-lactamase. Do do, nhidu vi khudn khang penicillin va mot $0

cephalosporin van nhay cam véi cefdinir.
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Co ché dé khing:

- San sinh enzyme [B-lactamase.

- Thay ddi protein gén penicillin (PBPs) .
- Giam tinh thdm ciia mang té bao.

Cac chiing vi khuin nhay cam:

Vi khudn gram dwong

Staphylococcus aureus (chi cac chung nhay cam véi methicillin)

Streptococcus pneumoniae (chi cac ching nhay cam voi penicillin)

Streptococcus pyogenes

Vi khudn gram am

Haemophilusenzae

Haemophilus parainfluenzae

Moraxella catarrhalis

Ngoai ra, cc nghién ciru invitro cho thay cefdinir cling ¢6 hiéu qua déi voi mot s6 dong
vi khuén Gram dwong nhu Staphylococcus cholermidis (chung nhay cam methicillin),
Streptococcus agalactiae, Streptococci nhom Viridans va Gram am nhu Citrobacter
koseri, Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis. Tuy nhién, an toan va
hiéu qua cua cefdinir trong diéu tri nhiém trang 1Am sang do cac vi khuén nay chua dugc
chting minh qua cac thir nghi¢m 1am sang day da va dugc kiém soat tot.

Ciac ching khang: Enterobacter spp., Pseudomonas spp., Enterococcus spp.,
Streptococci khang penicillin, va Staphylococci khang methicillin, B-lactamase &m tinh,
(BLNAR) chiing H. influenzae khang ampicillin.

Duwoc dong hoc:

Hip thu

Nong doé dinh trong huyét tuong sau khi ubng cefdinir dat dugc sau 2-4 gio. O nhiing

ngudi trudng thanh khoe manh, sau khi ubng cefdinir 250 mg/ 5 ml dong thoi véi thire an

gidu chat béo, Cpy v& AUC cuia cefdinir giam twong tmg 44% va 33%. Tuy nhién, mirc

d6 giam nay khong c6 y nghia 14m sang. Do do, cefdinir c6 thé udng khong lién quan dén

thure an.

Phdn b

Thé tich phin bd ( Vy) cua cefdinir & nguoi truong thanh la 0,35L/kg, & tré em (tr 6

thang- 12 tudi) 1a 0,67L/kg. Ty 1€ lién két voi protein huyét twong cia cefdinir 1a khoang
60% -70%. Cefdinir phan bd rong khip trong cdc mé va dich ndo tuy.

Chuyén héa

Thudc chuyén héa khong dang ké qua gan.

)W

L N



Thai trir

Cefdinir thai trir chu yéu qua thén, thoi gian ban thai (tip) 12 1,7 (20,6) gio. Thai trir thude
& nhitng bénh nhén 1di loan chirc ning thdn cham hon so v6i binh thudng do d6 nén duge
didu chinh lidu & nhitng bénh nhan bi giam chirc nang than dang ké ho#ic nhitng nguoi
dang chay than nhén tao.

Qua liéu:

Chura ¢6 nhiéu nghién ciru v& qua lidu khi sir dung cefdinir.

Tuy nhién, céc tri¢u ching co thé gap sau khi ding qua lidu cac khang sinh p-lactam khac
1a: budn ndn, ndn, dau thugng vi, ti€u chay va co giat. Cefdinir ¢ thé duoc loai bo khoi
co thé thong qua tham tach mau. Do do, néu bénh nhan sir dung qua lidu, ¢ thé diéu tri
béng cac bién phap diéu tri triéu ching va tham tach mau.

Bao quan: Noi kho mat, tranh anh sang, nhiét do dudi 30°C.

TCCL: USP ?}i
Han sir dung: 24 thang ké tir ngay san XUat. ,io!
Hon dich sau khi pha bao quén trong tu lanh va nén st dung trong vong 7 ngay.

Khong dung thuéc qud han sir dung.

Quy cach déng goi: Hop 1 lo 30 ml.
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Nha san xuét:

MAXIM PHARMACEUTICALS PVT.LTD
Dia chi: Plot No. 11&12, Gat No. 1251-1261, Alandi-Markal Road, Markal, Khed, Pune
412 105, Maharashtra State, An D§

"\ (7
N\ T

4

e\
w

N o AT P
N 5

oo
% ;‘x:ﬁg

TUQ.CUC TRUONG
P.TRUOUNG PHONG

Phiam i Vin Hant
/ i Sanh U/VQ%

P



