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Thubc ndy chi sir dyng theo sy ké don cia thdy thudc
Doc k¥ hudng dén sir dung trude khi dung.
Néu cn thém thong tin xin hoi ¥ kién bac sy

CEPIS
Vién nang Cefdinir 300 mg

Thanh phan:

M3i vién nang CEFDINIR c6 chira:

Hoat chat: Cefdinir 300 mg

T4 duge: Talc, bot cellulose vi tinh thé. .

Dugec lye hoe:

Cefdinir la khang sinh ¢6 nhan cephem, 1a mot cephalosporin dudng uéng thé hé 3 c6 pho hoat tinh
rong khang nhiéu vi khudn Gram 4m va Gram duong, ¢6 tac dung diét khuén do e ché tong hop
vach té bao vi khuén. Cefdinir khong bi anh hudng boi cac loai men beta - lactamase, dic biét co
hiéu qua tbt trén cac loai vi khudn Gram duong nhu: Staphylococcus sp., Streptococcus sp. khang
v6i nhimg khéang sinh thudc nhém cephalosporin udng khac c6 tir truée.

Dwgc dfng hoc: Hip thu: Nong do dinh huyét tuong cua Cefdinir xay ra trong vong 2 — 4 gio sau
khi udng, lidu cang cao thi néng d3 cang 16n, tuy nhién ndng do tﬁng it hon & liéu 300 mg (7mg/kg)
— 600 mg (]4mg/kg) Thic &n c¢6 chira ham luo‘ng md cao s& lam giam kha ning hip thu cta thudc
tr 16 % xuong con 10%. Vi vy khong nén dung Cefdinir véi thirc an.

Phan bd: Thé tich phan bd trung binh cua Cefdinir & ngudi 16n 12 0,35 L/kg (£0,29); & bénh nhan nhi
6 thang 12 tudi) 1a 0,67 L/kg (£0,08). 60 — 70% Cefdinir gﬁn két voi protein huyét tuong & ca
ngudi 1on va bénh nhan nhi, sy gin két nay khong phu thudc vao ndng da.

Chuyén hoa va dao thai: Cefdinir khong bi chuyen héa, hoat tinhschi yéu la do thudc gdc. Cefdinir
dugc thai trir chi yéu qua sy thai trir clia than vai nira doi ban thai 1a 1,7 (£ 0,6) gio. O nhimg nguoi
khoe manh vm chirc nﬁng than binh thuong, d thanh thai 1a 2,0 (+ 1,0) mL/phavkg va d§ thanh thai
theo dudng uong véi liéu 300 — 600 mg 1a 11,6 (+ 6,0) va 15,5 (& 5,4) mL/phitkg. 18,4% (+6,4) va
11,6% (+ 4,6) lieu dung 300 — 600 mg dugc tim thiy trong nude tiéu dudi dang khong déi. B thanh
thai Cefdinir giam & bénh nhan suy chirc ning thén.

Chi dinh: ?/

Ding theo sy chi dan clia thdy thubc.

pé giam sy phat trién ctia vi khudn khang thuoc va duy tri hiéu qua cua Cefdinir va cac thubc khang
khuan khéc, CEFDINIR chi dugc sir dung dé diu tri nhidm khuén.

Vién nang CEFDINIR dugc diing dé diéu tri nhiém khudn do cac ching vi khudn dé nhay cam gy
ra.

Nguoi Ion va tré vi thanh nién:

Viém phdi méc phai.tr cong ddng do cac chung Haemophilus influenzae, Haemophilus
paramﬂuenzae Streptococcus pneumoniae, Moraxiella catarrhalis‘gdy ra.

Viém phé quan man tinh ning do cac ching Haemophilus influenzae, Haemophilus parainfluenzae,
Streptococcus pneumoniae va Moraxiella catarrhalis gy ra.

Viém xoang n@ng do cac ching Haemophilus influenzae, Streptococcus pneumoniae va Moraxiella
catarrhalis gay ra.

Viém hong/Viém amidan do ching Streptococcus pyogenes géy ra & ca ngudi lén va tré em.

Viém da va md mém do cac ching Staphylococcus aureus va Streptococcus pyogenes gay ra.

Bénh nhin nhi:

Viém tai giita ning do cac ching Haemophilus influenzae, Streptococcus pneumoniae va Moraxiella
catarrhalis géy ra.
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Viém da va m6é mém khong bién chimg do cdc ching Staphylococcus aureus va Streptococcus
pyogenes giy ra.

Liéu lwgng va cich ding:

Dung theo su chi din ctia bac s§ diéu trj.

Liéu ggi y cho dleu tri nhim khudn & ngudi 16n va tré vi thanh nién dugc md ta theo so db sau; téng
liéu diing cho tat ci cac nhlem khudn 1a 600 mg/lan/ngay va diéu tri trong vong 10 ngay.

Vin chua c6 nghién cfru vé lidu diing mot ngly cho ngudi bj viém phdi va da. Vi vay chi duge udng
2 lanfnga‘y CEFDINIR ¢ nhimng bénh nhan nay.

Khong uong kém vién nang CEFDINIR vai thirc an.

Kié¢u viém nhiém Liéu dung Thoi gian |
, diéu tri

Nguedi lon va tré vi thanh nién (13 ti:6i tré lén) ; )

Viém phéi méc phai tir cdng dong 300 mg mai 12 gidy 10 ngay

Viém ph6i man tinh ning 300 mg mon 12 git hode | 10 ngay

600 mg m01 24 gid

Viém xoang 300 mg rn01 12 giothodc | 10 ngay
600 mg mdi 24 givy

Viém hong / Viém amidan 300 mg mdi 12 girhodc | 5 ngay hodc
600 mg mdi 24 gidy 10 ngay

Viém da va md mém khong bién chirng 300 mg mdi 12 gior 10 ngay

Bénh nhin nhi (6 thang dén 12 tudi).

Viém tai gilta ning 7 mg/kg moi 12 gior 5 t6i 10 ngay
holc 14 mg/kg mdi 24 | hodc 10 ngay
gy

Viém xoang ning 7 mg/kg mbi 12 gidhodc | 10 ngay 10
14 mg/kg m&i 24 giuir ngay

Viém hong / Viém amidan 7 mg/kg mpi 12 gidhodc | 5 téi 10 ngay
14 mg/kg mdi 24 gitr 10 ngdy

Viém da va cdu tric da khéng bién chimg 7 mg/kg mdi 12 gid 10 ngay

Bénh nhin suy thin: ‘?'

Ngudi [6n: d§ thanh thai creatinine < 30 mL/phut, liéu ding la 300 mg/lan/ ngay.

Bg:nh nhén nhi: d¢ thanh thai creatinine < 30 mL/phat/1,72 m?, lidu dung 14 7mg/kg/ngay/lan (c6 thé
1én dén 300 mg).

Bénh nhin tham tich mdu:

Do tham tach mau 1am thai trir cefdinir tir co thé, dbi v&i nhimg bénh nhin thdm tach méu man tinh
thi lidu khoi diu 1a 300 mg va duy tri & lidu 7 mg/kg.

Chéng chi dinh:
Man cam véi Cefdinir hay bit cir thanh phin nao cua thubc.
Phy nir mang thai va cho con bu.

Khuyen cfo va than trong:
Cin ding than trong Cefdmlr voi nhu‘ng bénh nhan sau day:
- Nguoi ¢6 tién st qua man cam v6i nhém penlclllm

- Ngudi ¢6 khuynh hudng ¢4 nhin hodc & gia dinh ¢6 céc phan img di img nhu bj hen phé quan,
phat ban hodc may day.
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- Ngudi c6 rbi loan nang vé than. Nén giam liéu & nhiing bénh nhén bi suy giam chirc nang than
thoang qua hoc lau dai (d9 thanh thai cneatlmne <30mL/phat) ¢

- Bénh nhéin suy dinh dudng, b¢nh nhén cin b sung dinh duﬁ’ng theo dudng tiém truyen hodc
bénh nhan thé trang suy nhugc (cén theo di ti mi & cac db6i tuong nay, vi c6 thé phat trién céac
triéu chimg thiéu hut vitamin K).

- Bénh nhan cao tudi: Khi sir dung thudc nay cho benh nhén cao tudi, can phai diu chinh lidu
lugng va khoang céch liéu dung, dva vao nhédn xét cin than vé 1am sang vé trang thai cua bénh
nhén.

Cdc thdn trong khdc:

Khi nghi ngo‘ hodc chua chic chin vé nhiém I-:huan hodc c6 chi dinh phong ngura thi bénh nhan khong nén
dung thubc vi c6 thé 1am tﬁng nguy co phat trién cta vi khudn khéng thubc.

Ciing nhu cac khang sinh c6 phd khang khuén rong, dleu tri kéo dal c6 thé din dén su phat trién cua céc
ching khang khuan Phai theo ddi b¢nh nhan thén trong néu thdy can thlet Néu nhiém doc xay ra trong qua
trinh diéu tri, can c6 cac ligu phap diéu trj hd trg thich hop. Cefdinir can dugc sir dung than trong v6i nhimg
bénh nhén c6 tién sir viém rudt keL

Phan nhuém mau hoi dé khi udng cefdinir cing céc ché phdm chira sét nhur sira bt hodic udng cling chat
dinh dudmg.

Cé thé gip nudc tiéu mau hoi do.

Str dung cho phu nir ¢6 thai va dang nudi con bu:

Chua cé cac nghién ciru ¢6 kiém soat va thich hgp & phu nir mang thai va cho du d3 c6 c4c nghién
clru vé kha nang sinh san trén dong vat. Do d6 khong nén ding Cefdinir cho phyu nr mang thai trir
khi thuc su can thiét.

Cefdinir khong duogc biét 1a ¢é tiét vao sira me hay khéng, vi vay khong nén dung thube cho phu nir ¢6 thai

va cho con bu. ?;
A

Twong tac thude:

Céac antacid (c6 chirta nhdm ho#c magie): uong két hop 300 mg cefdinir voi 30 mL hdn dich ¢6 chira nhom
hodc magie (Cmax) va (AUC) cua kha néng hap thu xubng gin 40%. Thén glan dé dat dugc Cmax kéo dai
1 glo Khdng c6 twong tic dang ké nao ve dugc dong hoc cua cefdinir néu uong antacid trudc hodc sau 2
gio uong cefdinir. Neu antacid thyc sy can thiét trong qué trinh didu trj, thi cin udng Cefdinir trude hogc
sau it nhét 2 gid udng céc thudc antacid.

Probenecid: Ciing nhu cac khang sinh p- lactam khéc, probenecid dc ché sy dao thai cua than déi voi
cefdinir, d4n dén AUC tang gn gdp ddi, ndng do dinh huyét twong cua cefdinir tang 54% va kéo dai nua
doi bén thai 50%.

Cac thudc bd sung sit va thirc &n c6 chira sét: udng két hop cefdinir véi céc chit co chira 60 mg sat hodc
céc vitamin c6 chira 10 mg sit s& lam giam pham v1 hp thu cia cefdinir tir 80% xudng con 31%. Néu thuc
sur cin bd sung sét trong qué trinh trj liéu, thi cn udng Cefdinir it nhit trudc hodc sau 2 giv.

Téc dung phu:

ba gap 354 truorng hop (2,58%) phan (ng c6 hai bao gdm céc dir lidu bét thuong trong lam sang
trong tong so 13715 bgnh nhan dung Cefdinir. Nhitg phan (mg c6 hai chi yéu 1a céc triéu chimg
tiéu héa nhu tiéu chay hoic dau bung v.v... & 110 bénh nhén (0,80%), cac trigu ching ngoai da, nhu
phat ban, nglra v.v... & 31 ngudi (0,23%).

Nhirng dir ligu bt thuomg vé 14m sang la ting ALT (GPT) (0,92%), ting AST (GOT) (0,65%), tang
bach cau ua eosin (0,30%)

Nhizng phdn ing cé hgi c6 y nghia lim sdng:

Can kiém tra bénh nhan' cén than va khi nhdn thiy bét ky su bat. thudng nao, thi phai ngimg ngay
thudc va c6 bién phap didu trj thich hop.
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Chodng: C6 thé gap choang (tAn sb < 0,1%). Can theo ddi bénh nhan cén than, va khi gap bat ky
triéu chung nao nhu cé.m giac kho chiu, khé chju & khoang miéng, thd kho khe, chéng mit, mubn dai
tién, U tai hodc toat md hoi.

Phan ing phan vé: C6 thé gap phan (g phan vé (khé thé, con birng ndng lan toa, phu mach, may
dayvv ) (tin sb < 0,1%).

Roi logn ngoai da: C6 gip hox chirmg niém mac da — mat (hoi chu'ng Stevens-Johnson, tin s§ <
0,1%) hoéc hoai tir biéu bi nhiém dgc (hdi chimg Lyell, tan s6 < 0,1%). Cén kiém tra bénh nhan cin
than va néu gip cac triéu chimg nhu sdt, nhirc diu, dau khép, ban do;’phong da ¢ da hodc niém mac,
cam giac cang/bdng/dau & da thi pha1 ngung ngay thubc va c6 b1¢n phap dicu trj thich hqp

Réi logn vé huyét hoc: C6 thé gip glam huyét cau toan thé (tan s6 < 0,1%), mét bach cau hat (tan s6
< 0,1% véi cac triéu chimg ban dau la s6t, dau hong, nhirc diu, khé & v.v...), giam tidu cdu (tdn sb <
0,1% véi céc triéu chimg ban dau 14 s, hemoglobin niéu, cac tri¢u ching thieu mau v.v...) cin theo
dai bénh nhan ti mi, bao gdm ci kiém tra dinh ky.

Viém dai trang: Viém dai trang nghiém trong (tAn s < 0,1%) c6 thé gip nhu viém dai trang c6
mang glé biéu hién bing phan c6 mau. ) i

Viém phoi hodc hi ching PIE C6 thé gap viém phdi k& hodc hqn chimg PIE (tdn s6 cho mdi bénh
la < 0,1 %) biéu hién bing sbt, ho, kho thd, chup hinh X-quang bat thuong hodc tang bach cau ua
eosin. Khi gip cac tri¢u chimg d6, cin ngimg ding thudc va cé bién phép diéu trj thich hop nhu
dung hormon vo lhucmg than

Roi loan thgn: Co thé gip rdi loan than nghiém trong (tdn sb < 0,1%) nhu suy than cép tinh. Kiém
tra cén thén, bao gom xét nghi¢m dinh ky.

Viém gan djt ngit, roi Iogn chirc ndng gan hoﬁc vang da: Vlem gan nghiém trong (tdn sb < 0,1%)
nhu viém gan dot ngdt, roi loan chirc ndng gan (tan sg < 0,1%) keém tang rd rét AST (GOT), ALT
(GPT) hodc phosphatase kiém v.v.., holic vang da (tin s6 < 0,1%) c6 thé xay ra. Kiém tra cén than,
bao gom xét nghi¢m dinh ky.

* THONG BAO CHO BAC SY CAC TAC DUNG NGOAI Y GAP PHAI TRONG QUA TRINH
SU DUNG THUOC.

Qui lidu: qy

Chua c6 céc thong tin vé qua ligu lwgng véi cefdinir & ngudi. Trong céc nghlcn ciru vé doc tinh cdp
trén lodi gdm nham, liéu udng duy nhét 5600 m kg khong gay ra tac dung bat loi ndo. Cac déu hlf;u
va trigu chimg ngd doc sau khi sir dung qué lieu véi céc khang sinh ho betalactam khéc bao gom
budn nén, ndn, dau thugng vi, di ngoai va co giat. Cefdinir c6 thé dugc loai ra khoi co thé qua tham?
tach mau. Trong truorng hqp bi ngd doc néng do qué liéu lugng, thdm tach mau c6 thé giup loai t
cefdinir ra khéi co thé. Diéu d6 c6 thé cé ich trong trudng hop ngd doc néng do sir dung qua liéu,
dic biét néu chirc nang thén bj suy giam. Vai khang sinh cephalosporin di c6 lién quan tdi vige kich
thich cac con d(}ng kinh, dc biét & cac bgnh nhan bj suy than ma,khong dugc giam liéu luong. Néu

dong kinh xuét hién kém theo véi viée dung thudc, can ngimg thubc. C6 thé sir dung diéu tri chéng
co gidt néu cé chi dinh 1am sang.

)

Béo quan:
Bao quan noi kho mat, tranh 4nh sdng. Nhiét do duoi 30°C.

Han sir dyng: 36 théng ké tir ngay san xuét. N
KHONG BUGC DUNG THUOC QUA HAN SU DUNG GHI TREN

Quy cich déng géi: Hop chira 01 vi, mdi vi c6 10 vién nang. TUQ. CUC TRUSNG
e P.TRUONG PHONG
San xuat bai:

MICRO LABS LIMITED /lé’“/@” g uy S ung
121 to 124, 4" Phase, K.I.A.D.B. , Bommasandra Industrial Area, Bangalore-560 099, India



