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HU'ONG DAN SUF DUNG THUOC

1 Tén thube:

Trikadjn_ir_t 20 DT

D& xa tam tay tré em

Doc ky hudmg dén sirdyng trude khidong
2. Thanh phan céng thirc thuéc:

M&i vien nén phan tan Trikadinir 250 DT chira:

Thanh phan dUgc ChAt: CEAINIM ...vweueveseveeesseresirraisssssss s 250 mg
Thanh phan ta dugc: Microcrystalline Cellulose PH112, Lycatab PGS, Croscarmellose
Natri, Bot mui dau, Sucralose, Talc, Magnesi stearat, Aerosil R200................ vira da 1vién
3.Dangbao ché:

Vién nén phan tan.

Vién nén hinh try det, dudng kinh 11mm, mau tring dén vang nhat, mjt mat vién cé gach
phan lidu, khdng st canh.

4.Chidjnh:

Vién nén phan tan cefdinir dugc chi dinh didu trj cho nhirng bénh nhan bj nhi&m khuén nhe
dén vira gay ra boi cac chiing vi khun nhay cam trong cac didu kién dugc liétké sau day:
Ngw&i lén va thanh thiéu nién:

Viém phéi céng déng cé nguyén nhan bdi Haemophilus influenzae (bao gdm cac chiing
tao beta - lactamase), Haemophilus parainfluenzae (bao gbm cac chiing tao beta - lactamase),
Streptococcus pneumoniae (chi nhirng chung nhay cam véi penicillin) va Moraxella
catarrhalis (bao gdm c4c chiing tao beta - lactamase).

Dot cép tinh cuia viém phé quan man tinh c6 nguyén nhan b&i Haemophilus influenzae
(bao gdm cac chiing tao beta - lactamase), Haemophilus parainfluenzae (bao goém cac
chiing tao beta - lactamase), Streptococcus pneumoniae (chi nhirng chiing nhay cam voi
penicillin) va Moraxella catarrhalis (bao gém cac chling tao beta - lactamase).

Viém xoang cap tinh c6 nguyén nhan bdi Haemophilus influenzae (bao gém céc chiing
tao beta - lactamase), Haemophilus parainfluenzae (bao gém cc chuing tao beta - lactamase),
Streptococeus pneumoniae (chl nhirng ching nhay cdm véi penicillin) va Moraxella
catarrhalis (bao gdm céc chiing tao beta - lactamase).

Viém hong/viém amidan c6 nguyén nhan bdi Streptococcus pyogenes.

Nhiém khuan da va céu triic da khéng bién chirng gay ra bdi Staphylococcus aureus
(bao gdbm cac chiing tao beta - lactamase) va Streptococcus pyogenes.

Bénh nhi:

Viém tai giira c4p tinh co nguyén nhan bdi Haemophilus influenzae (bao gém cac ching
tao beta - lactamase), Streptococcus pneumoniae (chi nhing chiing nhay cam véi penicillin)
va Moraxella catarrhalis (bao gbm céc chiing tao beta - lactamase).

Viém hong/viém amidan c6 nguyén nhan bdi Streptococcus pyogenes.

Nhiém khuan da va céu tric da khéng bién chirng gay ra bdi Staphylococcus aureus
(bao gdém cac chiing tao beta - lactamase) va Streptococcus pyogenes.

5.Cachdung, lidu dung:

Liéuding:

Liéu khuy&n cao va thoi gian didu trj nhim khuén & cac bénh nhi dugc miéu ta trong bang
duéi; tdng lidu hang ngay cho tht ca cac nhiém khun 1a 14 mg/kg, liéu Ién nhét la 600mg
méingay. Uéng 1 liéu/ngay hoac 2 liéu/ngay trong 10 ngay déu cho hiéu qua nhu nhau.
Diing 1 lidu/ngay chua duge nghién ciru & bénh nhiém khudn da, do d6 thude vién nén
phan tan cefdinir nén dugc sir dung 2 lan/ngay ddi véi bénh nhiém khuén da. Vién nén
phan tan cefdinir dwgc st dung khéng bj anh hwéng béi thirc an.

Tré em (tir 6 thang tudi dén 12 tudi)

Loai nhiém tring Lidu ding Théi gian diéu tri
2 i A 7 mg/kg mdi 12h hodc 5-10 ngay
Viém ta z ;
e {8 iFa ¢ 14 mg/kg mdi 24h 10 ngay
" St 7 mg/kg mdi 12h hodc 10 ngay
Viém xoang ham trén cap tinh 14 mgfkg méi 24h 10 ngay
£ . ; 7 mg/kg méi 12h hoac 5-10 ngay
Viém hong/viém amidan g
vy ; 14 mg/kg moi 24h 10 ngay ;
Nhiém khuan da va cu tnic da khang 1
3 10 naz
bibA it 7 mg/kg moéi 12h ngay
Khoi s Cefdinir Cefdinir
Iwgng Cefdlnir 250maivien 125mg/5mi (lg) | 250mgi5ml (o)
9 kg } 2,5 ml/12h hoac A
5 ml/24h
5 ml/12h hoac 2,5 ml/12h hozc
18 k 1vié a ¢ . :
d vngey 10 ml/24h 5 ml/24h
27k 375 mg/ngay, 7,5 mi/12h hoac | 3,75 mi/12h hozc |
9 chia 1am 1 - 2 IAn/ngay 15 ml/24h 75mi24h |
36 kg 2 vién/ngay, 10 ml/12h hoac 5 ml/12h hoac
chia lam 1 - 2 lAn/gay 20 ml/24h 10 mi/24h
> 43 ka" 600 mg/ngay, 12 ml/12h hoac 6 ml/12h hoac
Rt chia lam 1 - 2 1An/ ngay 24 mi/24h 2 m/24h

Duogc quét bang CamScanner


https://v3.camscanner.com/user/download

(*) Tré em c6 khéi luong = 43 kg duge khuyén céo ding liéu téi da 600 mg/ngay

Bénh nhan suy than: Vé&i ngwdi I&n ¢6 dd thanh thai creatinin < 30ml/phat, lidu cefdinir la
300mg méi lAn/ngay.
D¢ thanh thai creatinin (Cl,) rat khé c6 thé xac dinh d6i véi bénh nhan ngoai tra. Tuy nhién,
cdng thirc sau day c6 thé st dung dé wérc tinh Cl, & ngudi lén. D& c6 két qua chinh xac,
ndng dd creatinin trong huyét thanh nén dwgc xac dinh khi chirc nang than &n djnh.
Nam: Cl,, = (khéi lwgng)(140 tudi)/(72(ndng dd creatinin huyét thanh)).
N@: Cl, =0,85x(gia tri Cl, cia nam).
Trong dé: Cl,: ml/phut, tudi: nam, khéi lging: kg, ndng d6 creatinin huyét thanh: mg/dl.
Caéng thirc sau day dé xac djnh Cl,, & tré em:
Cl, =K x (chiéu cao)/ ndng dé creatinin huyét thanh.
Trong d6: K = 0,55 @i vaitré em trén 1 tudi va 0,45 ddi véi tré so sinh (nhé hon 1 tudi), Cl,;:
ml/min/1,73 m?, chi&u cao: cm, ndng d4 creatinin huyét thanh: mg/dl.
V&i bénh nhi cé thanh thai creatinin < 30ml/phtt/1,73m?, liéu cefdinir 1 7mg/kg - 1 l&n/ngay
(toi da 300mg).
Bénh nhan tham tach mau: Do thadm tach mau lam thai trir cefdinir ttr co thé, déi véi bénh
nhan thadm tach man tinh thi lidu khéi dau dwec khuyén céo 1a 300 mg hodc 7 mg/kg méi
ngay. Vo cudi mdi dot thAm tach mau, st dung thém mét lidu 300 mg hodc 7 mg/kg. Lidu
cho cac ngay tiép theo 14 300 mg hodc 7 mg/kg.

Cachdung:
Hoa vién thude vao nira cbe nuwdre, khudy ddu trede khi ubng hodc dat vien thude vao
miéng sau d6 nuét véi nira coc nudrc.
6.Chéng chidinh:

Mé&n cam véi cefdinir hay bat cr thanh phan nao clia thubc.

Bénh nhan dj (rng véi cac khang sinh cephalosporin.
7.Canh bao va than trong khi diing thudc:
Truwére khi diéu tri véi cefdinir, can xéc dinh liéu bénh nhan d3 ¢6 tién st dj irng véi cefdinir,

cac cephalosporins khéc, cac penicillin hodic cac thude khac. Néu bénh nhan nhay cam vai
cefdinir thi bénh nhan can dwoc canh bao va stir dung than trong cac khang sinh nhém beta

- lactam. Néu phan (rng dj irng v&i cefdinir x3y ra, thuéc nén dwoc ngwng str dung. Cac
phan (rng dj tng cAp nghiém trong c6 thé diéu tr véi epinephrin va cac bién phap khan cip
bao gdm: thé oxy, truyén tinh mach, truy&n thuéc khang histamin, corticosteroid, thuéc
tang huyét ap va chéng tac nghén dwong thé.
Clostridium difficile ¢6 lién quan t&i tiéu chay (CDAD) da dwoc bao cdo gan nhw tat ca cac
trwdrng hop st dung khéng sinh, bao gém ca cefdinir, tir mirc d6 tidu chay nhe téi viem dai
trang gay t& vong. Diéu trj v&i cac thudc khang sinh lam thay ddi hé vi khun binh thwéng
clia dai trang, dan dén sw phat trién qua mirc cta Clostridium difficile. _
Clostridium difficile tao ra chéat doc A va B gép phan vao sw phat trién tiéu chay. Cac
hypertoxin dwgc tao ra bdi C. difficile |a nguyén nhan lam tang tinh trang bénh va tt vong,
nhiém khu&n nay cé thé khé diéu tri bang khang sinh va c6 thé didu trj bang phau thuat.
CDAD phai dugrc xem xét & tat ca cac bénh nhan bj tiéu chay sau khi str dung thuéc. CDAD
da duocbao céo xay ra hon hai thang sau khi bénh nhan diing thudc.
Néu CDAD bj nghi ngér hoic xac dinh, viéc ste dung khang sinh khang diing d@é didu tri C.
difficile c6 thé can dirng lai. Theo ddi nwéc va dién gidi, bd sung thém protein, khang sinh
diéu tri C. difficile va phAu thuat nén dwoc tién hanh theo chidin lam sang.
Viéc st dung cefdinir khi khéng ¢6 bang chirng, nghi ngd nhiém khuan hoac chi dinh dy
phong sé khong dem lai lgi fch cho bénh nhan va lam tang nguy co phat trién khdng khang
sinh.
Gibng nhu c4c khang sinh phd rdng khac, didu tri kéo dai ¢6 thé dan dén xuAt hién va lam
téng nguy co vi khuan khéang thube. Theo dbi bénh nhan Ia cAn thiét. Néu ¢6 nhidm khudn |
xéAy ra trong qué trinh diéu trj, nén diéu trj thay thé mét cach thich hop. ‘
Can s dyng than trong véi nhitng bénh nhan bj viém dai trang.
& nhizng bénh nhan suy than thoang qua hodc kéo dai (Cl, < 30 mi/phut), giam lidu hang
ngay cla cefdinir do ndng dé thude co thé cao va kéo dai khi st dung thudc theo lidu
khuyén céo binh thueng.
8. S(r dyng thuéc cho phy niv cé thai va cho con bu:
Phuy ni» mang thai:
Cefdinir khéng gay quai thal trén chudt véi lidu dwérng ubng 1&n t&i 1000 mg/kg/ngay (gép
70 l.én trén ngudi theo lidu mg/kg/ngay, 11 13n so véi lidu mg/m*/ngay) hodc trén thé véiliéu
duting ubng Ién t6i 10 mglkg/ngay (gAp 0,7 IAn trén ngudi theo lidu mglkg/ngay, 0,23 14n
B0 v&ilibu mg/m'lngay). Boc tinh trén ba me (gidm can) d durgc quan st théy trén thé me
:}O;igﬁlild'u[ng nap t6i da 10mg/kg/ngay ma khéng cé tac dung phu trén con. Giam canxayra
oy 1l chudt khi duing lidu 2 100 mg/kg/ngay va chudt con 2 32 mg/kg/ngay. Khong co

d0ng néo duro quan sat thAy trén sy sinh san oliame hogcsy séng, phattrién, hanh i,
chivenéng sinh gan cua con.
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Tuy nhién, khong c6 nhiing hghién clu ddy du trén ngudi, chi nén str dung thube nay trong
thoi ky mang thai néu cn thiét.

Phy nir cho con bu:

Sau khi dang lidu duy nhat 600mg, cefdinir khdng dugcxac djnh trong stra me.

9. Anh hwdng ctia thude 1én kha néng lal xe, vin hanh may méc:

Chua cd nghién cru cu thé vé anh hudng 18n kha nang lai may méc, tau xe. Tuy nhién,
bénh nhan can dugc canh bao riing tac dung khng mong muén nhw chéng mét c6 thé xay
ra.

10. Twong tac, twong ky cua thuée:

Antacid: Diing @3ng thdi vién nang cefdinir 300 mg véi 30 ml dung dich huyén pha Maalox
(antacid) lam giam C,,, va AUC khoang 40%, thei gian dat C,,, kéo dai thém 1h. Néu phai
dung antacid khi digu trj vé&i cefdinir, thi nén dung cefdinir trwéc hay sau khi ding cac thube
khang acid khoang 2 gitr.

Probenecid: C6 thé &rc ché bai tit cefdinir qua than, két qua lam tang gap d6i AUC, tang
54% ndng dé cefdinir trong huyét twong va ting 50% thevi gian ban thait,,.

Ché phdm chira sat:

+ Phdi hop cefdinir véi thudc tr liéu cé chira 60 mg sat (FeSO,) hodc cac vitamin chira 10
mg sét 1am giam hép thu cefdinir 18n 80% va 31%. Néu can bd sung sét khi diéu tr véi
cefdinir, cefdinir nén dwoc diing It nhét trrdrc hodc sau 2 gi¢r khibd sung sét.

+ Tac dong clia thyc phim tang cwérng sét déi véi sy hap thu cefdinir chua dugce nghién
ctru.

+ Dling ddng thei vai stra bét cang thire bd sung sat khéng anh hwdng dang ké dén dugc
d6ng hoc clia cefdinir. Do d6, cefdinir cé thé diing cling véi stra bot cang thire bd sung sét.
+D3 c6 bao cao vé phan mau dd & bénh nhan dung cefdinir véi cac ché pham chira sét.
Mau @b Ia do sy hinh thanh clia phirc hg'p khéng hap thu gira cefdinir hodc cac san pham
chuyén héa clia né vai sat,

Tuong tac véi cac xét nghiém: Phan (rng duong tinh gia véi ceton trong nuére tidu cé thé
xay ra khi cac xét nghiém st dung nitroprussid. St dung cefdinir cé thé gay phan (ng
duwong tinh gia véi glucose trong nwdrc tidu khi xét nghiém str dung thudc thir Clinitest,
dung dich Benedict hosic dung djch Fehling. Khuyén cao cac xét nghiém glucose nén dya
trén phan (rng ctia enzym glucose oxidase nhuw Clinistix hoéc Tes - Tape.

11. Tac dung khéng mong muén ctia thuéc:

Trong cac thir nghiém 1am sang, 2289 bénh nhan nhi (1783 & My va 506 khéng & My) duoc
diéu trj v&i liéu khuyén cao ctia bdt pha hdn dich cefdinir (14 mgskg/ngay). Hau hét cac
phan tng phu d&u nhe va tw khoi, khong c6 ngudi chét hodc tan tat vinh vién do cefdinir.
Trong d6, 2% bénh nhan ngwng dung thudc do céc tac dung phy, chl yéu do réi loan
duwong tiéu hda, thwong a tiéu chay. 0,2% bénh nhén ngwng do phat ban lién quan dén

cefdinir.
Tac dung khéng mong muén khi st dung bét pha hén djch Cefdinir
trong thir nghiém Iam sang trén 1783 bénh nhan nhi & My
Tiéu chay 8%
Ty 16 méc = 1% Phat ban 3%
Non 1%
Candida da 0.9%
Pau bung 0.8%
Giam bach cau 0.3%
Candida am dao 0.3% nw
Viém am dao 0.3% n¥
0.1% <Tyle mic<1% Phan bét thuong 0.2%
Khé tiéu 0.2%
Huyét 4p cao 0.2%
Tang AST 0.2%
Ban da 0.2%
Bubn nén 0.2%

(*): 977 nam, 806 nl¥

- T4c dung khéng mong muén hau marketing:

Céc tac dyng khong mong mudn sau da dugc bao céo trong qud trinh Iwu hanh thude
ngoai thj truong: séc, séc phan vé hiém cé trudng hep tir vong, phtt mat va thanh quan,

khé ther, phdn tng gidng bénh huyét thanh, viém két mac, viém miéng, hgi chiing Stevens

- Johnson, hdi chirng hoai tir thwgng bl do nhidm déc, viém da tréc vay, ban dd da dang,
héng ban, vidm gan cép, (» mat, viém gan virus 4c tinh, suy gan, vang da, ting amylase,
vigm rudt cAp, idu chay ra mau, vidm dai trang xuét huyét, dai tidn mau den, viém dai trang

gia mac, gidm toan bd huydt cAu, gidm bach cAu hat, giam bach cAu, giam tiéu cau, xuat
huyét giam tiéu cAu tiy phat, thiéu méau tan mau, suy hd hAp cép, hen suyn, viém phdi do
thuéc gay ra, vikm phdl tang bach cAu wa eosin, viem phél ké ty phat, sét, suy than cép,
nguy co chay méu, rél loan déng méu, hol chixng ddng méu rél réc ngl mach, chay mau da

day, loét da day, the rudt, mat y thire, vidm mach d| ¢rng, suy tim, tre ngyre, nhdi mau co' tim,

tang huyét 4p, van ddng khéng ty chu, tiéu co van.

Hubng dén céch xi trf ADR:

Mét sb cephalosporin cé gay ra co glat, dac blét & nhirng bdnh nhan suy than makhéng
giam libu, Néu co giat lién quan dén didu tr| béng thudc xdy ra, nén ngiing thude. Bidutri
chébng co glat cé thd duge sir dyng nbu cé chid|nh 1am sang. !
Thoéng béo ngay cho bac s8¢ hodc dugce s§ nhirng phan &rng cé hal gép phai khi st dung ;
thubc.
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12. Qua lidu va cach xup tri:

Khéng cd thong tin vé qua liéu cefdinir & ngudi. Trong cac nghién ciru doce tinh & loai gam
nh&m, mdtlidu duy nh&t 5600 mg/kg dwdng udng khdng gay ra tac dung phy.

Cac dAu hiéu va triéu chirng qua lidu sau khi dung thudc khang sinh B - lactam khéc bao
gdm budn ndn, nén mra, dau thugng vj, tiéu chay va co giét.

XU trf: Thdm phan tach mau loai bé cefdinir khéi co thé. Diéu nay ¢ ich trong trurng hop
¢6 phan trng qué liéu nghiém trong, déc biét néu chirc naing thén bj tén hai.

13.Dac tinh dwegec Iwrc hoc

- Co ché tac dung: Cefdinir 12 mot khang sinh thuéc nhém cephalosporin.thé hé 3. Tac
~ dung diét khudn cta cefdinir 1a do (rc ché sw tong hop vach té bao clia vi khuan. Cefdinir
| bén viing cao véi mot sb enzym beta - lactamase, do vay nhiéu chiing vi khudn khang
- penicilin va mot vai cephalosporin co thé van nhay cam cefdinir.

- Co ché @ khang: Chl yéu qua sy thiy phan bdi mét sé B - lactamase, bién déi cac
~ protein lién két véi penicillin (PBPs) hodc [am gidm tinh thdm vao té bao clia thudc. Cefdinir
bat hoat déi v&i hau hét cac chiing Enterobacter spp., Pseudomonas spp., Enterococcus
spp., Streptococcus khang penicillin va Staphylococcus khang methicillin. H. Influenzae
tiét B - lactamase khang ampicillin thueng khéng nhay cdm véi cefdinir.

- Cefdinir c6 hoat tinh ddi véi hau hét cac chiing vi khuan Gram(-) va Gram(+), ¢a in vitro va
trén diéu trjlam sang:

+ Vi khuan Gram duong: Staphylococcus aureus (chi nhirng chung con nhay cam Vi
methicillin), Streptococcus pneumoniae (chi nhirng ching cdn nhay cam véi penicillin),
Streptococcus pyogenes.

+ Vi khu&n Gram am: Haemophilus influenzae, Haemophilus parainfluenzae, Moraxella
catarrhalis.

- Cefdinir c6 ndng d trc ché téi thidu in vitro (MICs) & mirc 1 pg/ml ddi véi céc vi sinh vat
sau. Tuy nhién, sy an toan va hiéu qua ctia cefdinir trong diéu trj 1dm sang chua dugec thiét
lap trong cac thir nghiém 1am sang day dti va duwgc kiém soat tot:

+ Vi khudn Gram duwong: Staphylococcus epidermidis (chi chling con nhay cam voi
methicillin) Streptococcus agalactiae, Streptococcus viridans

+Vikhuan Gram am: Citrobacter koseri, Escherichia coli, Klebsiella pneumoniae, Proteus
mirabilis.

14.Dactinh dwec dong hoc:

- Hép thu: Thoi gian dat ndng @6 dinh trong huyét twong khoang 2 - 4 gi¢r sau khi ding vién
nang hoac bot pha hdn dich. Sinh kha dung uéc tinh 12 21% sau khi udng 1 idu 300mg, va
16% sau khi udng 1 liu 600mg. Sinh kha dung tuyét dbi cta cefdinir bdt pha hén dich 1
25%. Cefdinir dugc diing vao bét ky theri Giém nao khéng phy thugc vao ba an.

N&ng db cefdinir trong huyét tang va céc gié trj duge ddng hoc sau khi dung cefdinir lidu
don 7 va 14 mg/kg cefdinir cho tré em (t& 6 thang dén 12 tudi) dugc trinh bay trong bang
sau:

Gia tri trung binh théng s6 dwge dong hoc ciia Cefdinir sau khi ding bét pha

hén dich cho tré em (Mean % SD)

Ligu Cmax (ug/ml) tmax (h) AUC (ug.h/ml)
23 22 8,31
7 makg (0,65) 0.6) 2.5)
po— 3,86 18 134
(0.62) (0.4) (2,64)

- Phén bé: Thé tich phan bé trung binh (V,) clia cefdinir & ngueéri tredng thanh 1 0,35 lkg; &
tré em (6 thang dén 12 tudi) V, 12 0,67 I/kg. Cefdinir gén véi protein huyét trong khodng

60 -70% & c& ngudi In va tré em, khdng phu thude nong 6.

- Chuyén héa va thai trir: Cefdinir hdu nhu khéng bj chuyén héa. Cefdinir dwgc thai triz chl
yéu qua than véi thoi gian ban thai1a 1,7 (£ 0,6) gier. O' nhi¥ng nguréri khde manh cé chire
nang than binh thrdng, dd thanh thai 1a 2,0 ml/phit/kg va gidm & bénh nhan suy than. Cén
diéu chinh li&u & nhizng bénh nhan bj suy giam chirc ndng than hodc dang thdm tach mau.
15. Quy cach dong géi:

Hop 3 vix 10 vién, kém theo tér hurdng dan str dung thude.

Hop 10 vix 10 vién, kém theo tor hiréng dan sir dung thube.

16. Diéu kién bao quan, han dung, tiéu chuin chét lrgng cia thubc:

Piéu kién bdo quan: Noi khd, dwi 30°C.

Han ding: 24 thang ké tir ngay san xuat.

Tiéu chuan chét lromg: TCCS.

17.Tén, dia chi clia co s& san xuat:

CONGTY CO PHAN DUQC PHAM TRUNG UONG | - PHARBACO

160 Tén Brc Thdng - Ddng Da - Ha Nai - Vigt Nam.

San xuét tai: Thanh Xuan - Séc Son - Ha Nai. WPBC.SPC22003150-00
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