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R:
Thube niy chi ding theo don thube
SANIDIR
Doc ki hedng din sie dung trirde khi ding
Dé xa tam tay tré em
Théng bio choe bdc sj nhitng tdc dung khing mong muin gip phai khi dimg th uise,

Thanh phén:

M&i 5 ml hdn dich sau khi pha chira:

Cefdinir USP ..vvviviiceneeen. 125 mg

T4 duge: Aspatam, natri benzoat, gom xanthan, hrong x0di, hirong cam, huong bae hi,

hwong diu, colloidal silicon dioxid, tale, magnesi sterat, sucrose. ¢

Dang bao ché: Bt pha hdn dich udng.

Chi dinh:

Cefdinir hdn dich udng duge chi dinh didu trj céic nhiém tring & mire do nhe G trung
binh gdy ra do céc chung vi sinh viit nhay cdm

Neuedi lén vix thanh thiéu nién:

-Viém phéi cong ddng

- Dot ¢ip cla viém phé quan mdn tinh

- Viém xoang ham trén

- Viém hong, viém amidan

Bénh nhén nhi ( trén 6 thing tubi)

-Viém tai gitra cip tinh gay ra do Haemophilus influenzae (ké ca ching sinh p-lactamase)
Streptococeus preumoniae(chi ching nhay cam voi penicillin), Moraxella catarrhalis (ké
ci chung sinh p-lactamase}.

- Vieém hong, viém amidan do Streplococcus pyogenes

Liéu lrgng- cich dang:

Téng liéu hiang ngay cia ngudi trudng thanh va thanh thiéu nién la 600 mg/ ngiy. Liéu
dimg 1 1in/ ngay trong 10 ngay 6 higu qua nhur liéu diing chia 2 lan/ ngay. tuy nhién nm
diing liéu 2 ldn/ ngdy cho bénh nhiém trimg da. Dang bt pha hon dich c6 thé duge uong
khéng phu thuge vio bira dn.

Lidu cu thé cho tré em tir 6 thing dén 12 wdi:

-Viém tai gitra cap tinh do vi khudn: 7 mg/ kg mi 12 gié trong 5-10 ngay hodc 14 mg/ kg
madi 24 gitr trong 10 ngay.
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- Viém xoang ham trén cép tinh: 7 mg/ kg mdi 12 gitr hoje 14 mg/ kg mbi 24 gidr trong 10
ngiy.
- Viém hong / viém amidan: 7 mg/ kg moi 12 gidr trong 5-10 ngay hoje 14 mg/ kg mbi 24
giér trong 10 ngdy.
- Nhiém tring da v chu tric dirdi da khong bién chimg: 7 mg/ kg méi 12 giér trong 10
ngay.

Bénh nhin suy thin: Péi v&i bénh nhin ¢d d§ thanh thai creatinin < 30 ml/ phit, lidu i
da 14 300 mg, 1 lin/ ngay.
Cich ding:
- Lic k¥ lo dé lam toi bt
- Thém nirére dén vach dé duge 30 ml hén dich.
- Liic k§ hén hp trén trong vong 2 phiit d& tao hén dich dong nhat va sir dung.

Ching chi djnh:

Bénh nhén bj dj img véi cac khing sinh nhom cephalosporin hojic biit ky thanh phiin nio
cia thude.

Khéng sir dung thudc cho tré em dudi 6 thing tuéi.

Khuyén cdo va thin trong:

- Chi str dung cefdinir khi da ¢ biing chimg chimg minh hojc riit nghi ngd bénh nhén bi
nhidm khudn va do cdc vi khudn nhay cam véi cefdinir gdy ra, hodc diéu trj dy phong
trong truémg hop lgi ich virgt tréi so véi nguy co.

- Pidu trj vdi cic khang sinh phd rong nhu cefdinir, lim thay d6i hé vi khuin binh thudng
& két trang va déin t&i sy ting tnrdng qui mire Clostridium difficile. Cée nghién ciru da chi
ra riing dgc t6 do Clostridium di _5-‘" cile 1a nguyén nhan hing ddu gy viém két trang do
ding khing sinh (CDAD). Néu xudt hién tiéu chiy ning hojic dai ding, xdy ra trong qua
trinh didu trj hoic trong nhimg tudn diu sau diéu trj, co thé nghl ngér bénh nhin bj CDAD.
Sau khi chin doan cé bénh viém két trang gia mac, nén tién hanh céc bign phap diéu trj.
Cae tromg hop viém két tring gia mac nhe thudmg dip (mg véi vie ngung thude. Cac
tromg hop tir trung binh dén nang, nén diéu tr| béing cich bd sung protein, nude v cic
chit dién giai, va didu tr véi mot khing sinh udng o hidu qua vdi C. d{ﬂ‘ cile.

- Thin trong khi diing véi nhimg bénh nhén bj viém dai rang, bénh tiéu dwémg hode bénh
than.

- Tré em: Tinh an toan va hiéu qué cta thude chwa duge thiét lip & tré so sinh v tré < 6
thiing tudi.

- Neudi cao tudi: Lia chon liéu dya trén dinh gid chire nang than.
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Twong tic thude:

- Thude khang acid (chita nhdm hofic magig):

Diing dbng thii cic thude ndy véi cefdinir lam giam hip thu cefdinir. Nén ding thude
khing acid 2 gio truéc hofc 2 git sau khi ubng cefdinir.

- Probenecid:

Gidng cic Rhang sinh -lactam khdc, probenecid tre ché thai trir cefdinir qua thin din t6i
lam AUC tang gdp d6i, nong d§ dinh cefdinir huyét twong ting 54%, va thoi gian bin thai
(t2) tang 50%.

- Céic sin phim bd sung sit:

Str dyng dong théi cefdinir lidu didu tri vai cde chit bd sung sit ¢o chira 60 mg siit nguyén
16 (dudi dang FeSO,) hode vitamin bé sung 10 mg sfit nguyén 16 lam gmm mirc do hap
thu twong g 14 80% va 31%. Néu cin bé sung sit trong khi diéu tri béng cefdinir, nén
dung cich nhau it nhit 2 gié.

Anh hudng cla céc thyre phdm tang cudmg st nguyén 16 (cha yéu la ngil cbe dn sang cb
chét sat) d6i vdi sir hip thu cefdinir chura dwge nghién ciru.

Sira bt cong thirc bo sung st cho tré so sinh (2,2 mg sit nguyén 14/ 6 oz) khing anh
hurdng ding ké i duge déng hoc cia cefdinir khi ding dfﬁng thisi. Do dé, cefdinir ¢ thé
duge diing don g thiri voi sira bt bd sung s,

DA c6 bio cao vé hién trgng phin mau do & nhimg bénh nhin dung cefdinir. Trong nhiéu
truémg hop, bénh nhan cling duge ding cic san phim chira sit. Miu d6 14 do sw hinh
thanh phirc hgp khing thé hiip thu gifra cefdinir hofic cic chét chuyén hoa va sét trong
duimng tiéu héa.

- Anh hudng dén két qua cde xét nghigm:

Sir dung cefdinir ¢6 thé giy phin (mg duong tinh gia déi voi cic xét nghi¢m ketone trong
nude tiéu st dung nitroprusside, nhung khong xay ra vai cde xét nghi¢m sor dung
nitroferricyanide. Viée str dung cefdinir cung ¢6 thé din dén phan img dwong tinh gid doi
véi che xét nghiém glucose trong nude ticu sir dung Clinitest, dung dich Benedict hofic
dung dich Fehling. Do d6, nén sir dung cac xét nghi¢m glucose dya trén phdn (mg glucose
oxyase enzyme (nhu Cimmu hodic Tes-Tape). Cephalosporin déi khi gdy duong tinh gia
xét nghi¢gm Coombs tryre tiép.

Sir dung cho phy nir ¢6 thai:
Chura ¢6 nghién ciru day di va co kiém soat & phy nir mang thai. Chi sit dung celdinir

trong qué trinh mang thai khi tht cn thié.

Sir dung cho phy nir dang cho con bii:
Sau khi ding liéu duy nhit 600 mg, cefdinir khang dwgc phit hi¢n trong sira me.
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Anh hwéng dén khi nﬁng lﬁl. xe vi vin hanh miy mée:

Chua ¢b nghién ciru diy du vé anh huémg ciia thude t6i kha ning 14i xe va vin hinh may
mée. Tuy nhién, khi sir dung thuéc ¢ thé giip téc dung phy hoa mit nén trinh i xe hodc
vin hanh may moe néu xudt hién triéu chimg nay.

Tic dyng khéng mong mudn:

Trong cde thir nghi¢m lim sing duge tién hanh trén 2289 bénh nhin nhi (1783 bénh nhian
nhi ngmn M3 va 506 bénh nhin nhi khc-ng phai ngudi My) duge diéu tri v cefdinir liéu
khuyén cdo (14 mg-’kg(ng&y) héu hét cdc tic dyng khdng mong mudn duge ghi nhin @
mirc dg nhe vi ¢ thé wr héi phye, khéng ghl nhdn trnrémg hop tir vong hodic thuong it
vinh vién do sir dung cefdinir. C6 40 trong 50 2289 bénh nhin [chmm 2%) da ngimg su
dung thude do cic tac dung khéng mong mudn duqc nghi ngdr la lién quan dén vige didu
ir bi'mg cefdinir. Cde tic dung khéng mong muon din 161 vige ngimg ding thude thwimg
i r6i loan tiéu hoa, tiéu chay. C6 5 trong s6 2289 bénh nhin (chiem 0,2%) dd ngimg s
dung cefdinir do phat ban nghi ngér lién quan dén cefdinir,

Theo thir nghi¢m lam sing sir dung cefdinir nhiéu liéu tién hanh tai M$, céc tie dung phy
sau diy duge cic nha nghién ciru cho ring co thé hofic chic chiin lién quan dén cefdinir.

[ Ty 1 midc> 1% Bénh nhin tiéu chay 8%
| Phat ban 305
Nén 1%
Ty 1¢ mie < 1%, nhumg > 0,1% Nim da 0.9%
Dau byng 0,8%
Giam bach cau 0,3%
Nim am dgo 0.3% bé gai
Viém dm dao 0.3% bé gai
Phin bat thuémg 0,2%
| Chimg khd tiéu 0,2%
Tang huyél dp 0.2%
Tang AST 0.2%
Phét ban dat san 0.2%
| Budn nén 0.2% |

Liru ¥: O ¢ bénh nhin diéu trj bing cefdinir va déi chimg, 1y 1§ tiéu chdy va phit ban &
cdc bénh nhin nhi cang nho i cing cao. Ty 1§ miic bénh tiéu chay & bénh nhin nhi <2
tubi didu trj biing cefdinir 1a 17% (95/557), so vai 4% (51/1226) ¢ bénh nhan nhi > 2 woi.
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T¢ 1& phat ban (chi yéu Ii ham 13) & bénh nhin < 2 woi la 8% (43/557) so véi 1%
(8/1226) & nhimg bénh nhiin > 2 tudi.

Sy thay i vé gid trj cdc xét nghiém sau ddy c6 thé c6 y nghia lim sing, cd thé lién quan
dén viée didu tri véi cefdinir hodc khong, di duge ghi nhin trong cac thir nghiém lam
sang duge thire hién o My:

Ty 1é mic > 1% Tang lympho bio 2%
Giam lympho bao 0.8%
Tang phosphatase kiém 1%
Giam bicarbonate 1%
Tang bach cau i toan 1%
Tang lactat dehydrogenase | 1%
Tang tiéu ciu 1%
Ting PMNs 1%
Giam PMNs 1%
Ting protein nudc tiéu 1%
Ty 1¢ mic < 1%, nhumg > | Tang phospho 0.9%
0.1% Giam phospho 0.4%
Tang pH nude ticu 0.8%
Giam bach cau 0,7%
Tang bach cau 0,3%
Giam canxi 0,5%
Giam hemoglobin 0,5%
Tang bach cau nude ticu 0,5%
Tang bach cau mono 0,4%
Tang AST 0,3%
Tang kali 0,3%
Ting Ui trong nude ticu 0.3%
Giam ti trong nudc ticu 0.1%
Giam hematocrit 0,2%
Duge lyre hoe:

Nhém dirge Iy: Khang sinh cephalosporin thé hé 3.

Co ché tic dung: Uc ché tdng hop vich € bio vi Khudn, Cefdinir khang bi dnh huéng
bai mot s6 enzyme P-lactamase. Do d6, nhidu vi khudn khing penicillin va mét sb
cephalosporin vin nhay cam véi cefdinir.
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Cu ché dé khéng:

- Sin sinh enzyme fi-lactamase.

- Thay déi protein gin penicillin (PBPs) .

- Giam tinh thim ciia mang 1€ bio.

Ciic chiing vi khuin nhay cim:

Vi khwin gram dwang

Staphylococeus aureus (chi cde ching nhay cim vdi methieillin)

Streptococcus pneumoniae (chi cle ching nhay cam véi penicillin)

Streptoeocclis pyogenes

Vi kludin gram im

Haemaphilusenzae

Haemophilus parainfluenzae

Moraxella catarrhalis

Ngodi ra, cic nghién cira invirro cho thiy cefdinir ciing cd hidu qua déi vii mét so dong
vi khuin Gram duong nhur Staphylococeus cholermidis (ching nhay cam methicillin),
Streptococcus agalaciiae, Streptococci nhém Viridans vi Gram dm nhbuw Citrobacter
koseri, Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis. Tuy nhién, an todn v
higu qua cua cefdinir trong diéu trj nhiém tring lam sang do cdc vi khudn nay chira duge
chimg minh qua cde thir nghi¢m ldm sang dﬁy dit va durgre kidm soit tot.

Cic chiung khang: Enterobacter spp., Pseudomenas  spp., Enlerococcus  spp.,
Streptococei khang penicillin, va Staphylococei khang methicillin, p-lactamase dm tinh,
(BLNAR) ching H. influenzae khing ampicillin.

Dargre djng hge:

Hiip thu

Nong d§ dinh trong huyét trong sau khi udng cefdinir dat duge sau 2-4 gid. ) nhimg
ngud trirdmg thinh khoe manh, sau khi udng cefdinir 250 mg/ 5 ml dong thoi vai thire in
gidu chiit béo, Cpax v AUC ciia cefdinir giam tuomg (mg 44% vi 33%. Tuy nhién, mirc
do giam nay khéng c6 ¥ nghia 1im sing. Do do, cefdinir ¢é thé udng khong lién quan dén
thire in,

Phén bé

Thé tich phin bé ( V) cia cefdinir & nguéi trwémg thanh la 0,35L/ke, & we em (ur 6
thang- 12 tuéi) 1a 0,67L/kg. Ty 1§ lién két voi protein huyét tuong cta cefdinir 1a khoang
60% -70%. Cefdinir phin bo réng khiip trong cdc md va dich ndo tay.

Chuyén héa

Thude chuyén héa khong ding ké qua gan.
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Thai triv

Cefdinir thai trir chii véu qua thin, thisi gian ban thai (ti2) 1 1.7 ( .0,6) gitr. Thai trir thude
& nhimg b¢nh nhin rdi loan chite ning than cham hon so vai binh thudmg do dé nén dwge
didu chinh lidu & nhimg bénh nhdn bi giam chirc ndng thin dang ké hojic nhimg ngudi
dang chay thin nhin tao.

Quii liéu:

Chura c6 nhidu nghién ¢t vé qud liéu khi sir dyng cefdinir.

Tuy nhién, cic triéu chimg co thé gp sau khi ding quéd liéu cic khing sinh p-lactam khic
Ii: budn nén, non, dau thiugng vi, tiéu chiy va co gidt. Cefdinir co thé duge loai bo khoi
co thé thong qua thim tach miu. Do d6, néu bénh nhin sir dung qué lidu, ¢6 thé didu tr
biing céc bign phap didu tri wrigu chimg va thim tich mau.

Biio quan: Noi khd mat, trinh anh sang, nhiét ¢ dudi 30°C:
TCCL: USP
Han sir dyng: 24 thing ke tir ngdy sin xual.

Hén dich sau khi pha bio quén trong td lanh vi nén sir dyng trong vong 7 ngiy.
Khéng dimg thudc qud han sic dung.

Quy cich déng goi: Hop 1 1o 30 ml. \‘l
B
Nhi sin xuat: //

MAXIM PHARMACEUTICALS PVT.LTD i
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