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Cefdinir 250mg/5ml
Powder for oral suspension

CerDi .

Composition:

Each Sml suspension after
reconsfitution contains:
Exciplents g.5.5.........oconreriiinn
Indications, administration,
contraindications and other
information:

See the package insed inside.
Specifications: Manufacturer's
Storage: Store in a dry place, below
30°C,
Shake well before use.
KEEP OUT OF REACH OF CHILDREN.
CAREFULLY READ THE ACCOMPANY-
ING INSTRUCTIONS BEFORE USE.
Manufaciured by:
HA TAY PHARMACEUTICAL J5.C

Population groups No. 4, La Khe
Ward, Ha Dong District, Ha MNoi City

Smli

Cefdinir 250mg/5ml
Thudc bot pha hén dich udng
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HUONG DAN SU DUNG THUOC
Rx
1. Tén thuc: CEFDINA 250mg
2. Cac diu hiéu luu y va khuyeu cdo khi ding thudc:
“Thuéc nay chi ding theo don thude™
“Pé xa tAm tay tré em”
“Poc ky huéng dén sir dung trude khi dung”
“Léc ky truée kl'u dung”
3. Thanh phin cong thire thuéde: M3i 5ml hén dich sau khi pha chira: \*L
Théanh phan dugc chat: Cefdinir... 250 mg \ o
Thanh phan ta duogc: Buc‘ng trﬁng, mlcmcrystailm cellulose, aspdrtam
carboxymethyl cellulose, bot huong cam, colloidal silicon dioxyd, huwong tréi
4. Dang bao ché: Thudc bot pha hén dich uéng.
Bt dong nhét, mau vang nhat, thé chit khé toi, mui thom, vi ngot.
Hén djch sau khi pha c6 pH tir 3,2 - 4,8,
5. Chi dinh:
Piéu trj I'lhlEII} khuan nhe va vira do céc vi khuin nhay cam vai cefdinir;
- Nhiém khuin dudng ho hap trén (viém mili, viém hong, viém amidan, viém tai giira,
viém Xoang).
- them khuén duémg ho hip dudi (viém thanh quan, viém khi quan, viém phé quan, viém
tiéu phé quan, viém pho;)
- Nhiém khuin da va cdu tric da (viém nang 1éng, nhot, chéc 1¢, chin mé, viém quanh
mong, ap xe dudi da}
6. Cich dung, liéu ding:
- Cdch ding:
Thém nudc vao chai thudc dén vach (vira dit 60ml) lic manh lién tuc cho cﬁl‘q}hﬁao thanh
mét hén dich dong nhat chira 250mg cefdinir/5ml. Sau khi pha nén bao quan trong ngin
mét ti lanh. Hén dich nay chi dugc dung trong 7 ngay sau khi pha. Lac k¥ hén dich trude
khi ding. Thuébc diing duong udng va khong phu thudc bira an.
- Liéu lugng:
Liéu ding khuyén cao: Téng liéu hang ngay cho tat ca cdc bénh nhiém khuin la [4mg/kg,
liéu tdi da 1a 600mg/ngay. Liéu 1 lanfngay trong 10 ngay c6 hiéu qua nhu liéu 2 lin/ngay.
Trudmg hop nhiém khuan da nén dung 2 lan/ngay.
Tré em tir 6 thang dén 12 tuéi:
Viém tai giita cap tinh: 7mg/kg mdi 12 gior trong 5-10 ngay hodc 14mg/kg mbi 24 gid
trong 10 ngay.
Viém xoang cap tinh: 7mg/kg méi 12 g1t hodc 14mg/kg mdi 24 gid trong 10 ngay.
Viém hong, viém amidan: 7mg/kg mdi 12 gi¢ trong 5-10 ngay hodc 14mg/keg méi 24 git
trong 10 ngay.
Viém da va cdu triic da khong bién chimg: 7mg/kg méi 12 gid trong 10 ngay.
Tré em duci 6 thang: Khong sir dung.
Bénh nhén suy thdn (D thanh thai creatinin < 30ml/pht)
Ngudi 16n: Ubng liéu tbi da 300mg/ngay.
Tré em: Tmg/kg/ngay (t6i da 300mg/ngay).
Bénh nhcm chay thdn nhdn tao: Tmg/kg/ngay.
T Clmng chi dinh: ) .
Min cam v6i mot trong cdc thanh phén cua thube hodic min cdm véi khang sinh khéc
thude nhoém cephalosporin.
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8. Cinh bio va thin trong khi diing thude:

- Sir dung cefdinir, lam thay di hé vi sinh vat trong dudmg ruét, dan dén sy phat trién qua
muc cua Clostridium difficile. C. difficile tao ra doc td A va B gop phﬁn vao sy phat trién
cia viém dai trang gia mac (CDAD). Nhlém khuén nay khoé diéu tri bing khang sinh va co
thé can dén phdu thudt ciit bd mdt phin dai trang. CDAD phai duge x PRED O TA1e
bénh nhén cé biéu hién tiéu chay sau khi sir dung k.hang sinh. Theo &
nhén la can thiét vi CDAD c6 thé xuit hién sau khi diéu tri khang sinh/te
Néu nghi ngo hodc da chén doén xéac dinh CDAD, ngimg diéu tri kR
hoat hre déi véi C. difficile, cén bing nudc va dién giai, bé sung pr
sinh ¢ hoat luc v&i C. difficile va xem xét phau thuét. -
- Dung cefdinir dai ngay cé thé lam céc ching vi khuén khéng nhay camghattsén qua
mtrc. Can theo doi bénh nhén cin than. Néu boi nhidm nghiém trong trong khi diéu tri,
phai ngimg sir dung thube.

- C6 thé xay ra phan ung duong tinh gia khi xét nghiém ceton niéu bing mtroprussnd
nhung khoéng xay ra hién tuong nay khi thir bing nitroferricyanid. Str dung cefdinir c6 thé
gay két qua duong tinh gia khi xét nghiém glucose niéu bang Clinitest®, dung dich
Benedict hodc dung dich Fehling. Khi dung cefdinir, nén xét nghiém glucose bing phan
img enzym (nhu Clinistix® hodc Tes-Tape®). Cac khang sinh cephalosporin d6i khi giy
két qua duong tinh gia vdi xét nghiém Coomb truc tiép.

- Tién sir bénh nhan hoéc gia dinh bj di {mg: may day, phat ban, hen phé quan.

- Than trong v6i bénh nhén suy thén ndng, bénh nhan dinh dudng qua dudng tinh mach,
ngudi 16n tudi, suy kiét.

Ta dugc:

- Trong thanh phan cua thuée cé chira aspartam: Aspartam chira mét lugng phenylalanin,
c6 thé gy hai trén nhimg ngudi bi phenylceton niéu nén than trong khi ding.
- Thude ¢6 chira dudmg tring: Ban chét 1a mot disacarid chira glucose nén bénh
loan hap thu glucose - galactose hiém gap khong nén sir dung, than trong véi bénh nhan bi
tiéu dudng.

9. Sir dung thudc cho phu nir ¢6 thai va cho con bii:

- Str dung thude cho phu nit ¢é thai: Khong c6 nghién ciru day du vé sir dung thube trén
phu nir ¢6 thai, chi nén dung thude néu lgi ich vuot trdi so véi nguy co.

- Stk dung thudc cho phu nit cho con bii: Thudc khong di qua duge sira & ngudi nén phu nir
cho con bui c6 thé dung duoc.

10. Anh hwdng cua thuuc lén kha nang lii xe, vin hanh may mdéc:

Chua c6 bing chirng vé anh hudmg cua thudc lén kha nang lai xe, van hanh may méc.

11. Twong tac, twong ky ciia thude:

* Twong tdc ctia thude:

- Céc thude trung hoa acid dich vi ¢6 chira magnesi hodic nhom va cac ché phim ¢6 chira
sit s& lam anh hudmg téi viée hip thu cefdinir. Néu cin thiét phai dung céc thube nay thi
phai ubng trudc hodc sau dé 2 gio.

- Probenecid: Uc ché sir bai tiét qua than cia cefdinir ciing nhu ddi véi cac p-lactam khéc.
- Phan Umg duong tinh gia khi thir ceton niéu néu ding nitroprussid nhung sé khéng xay ra
d6i voi nitroferricyanid.

- Viée ubng cefdinir c6 thé cho két qua duong tinh gia khi thir glucose niéu bing dung
dich thudc thir Benedict hodc Fehling. Can thir bing phuong phap phan tmg enzym.

- (}‘éc cephalosporin doi khi ciing gdy phan (ng duong tinh gia trong phép thir Coomb truc
ticp.

* Twong ky cua thude: Do khéng c6 cac nghién ciru vé tinh tuong ky cua thudc, khong
tron I4n thude nay véi cac thude khac.
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12. Tédc dung khong mong muén ciia thude:
T hzrong gdp (17100 < ADR < 1/10): Tiéu chay, budn nén, dau bung, dau dau, ndi man,
v:em am dao. U

Hiém gép (1/10.000 < ADR < 1/1000): Budn nén, ndn, dau bung, rdi lodn da dal¥s i
an, tio bon; nhirc déu, chéng mit, cam gidc néng nguc; viém mleng/ em\:gﬁm (hig
vitamin K, vitamin nhém B; giam bach cau ting men gan.. r{ C0 PHAN
Rat hiém £dp (ADR < 1/10.000): Qua mén, viém rudt, viem phoi ke. DUGC PHAM
13. Quﬁ lleu va cach xlr trl i

duoe: tieCHp o
ngudi. Triéu chirng va dau hi¢u ngd doc khi dung qua I1eu cua cac khang sinh ho
da dugce biét nhur: Budn nén, noén mura, dau thugng vi, tiéu chay, co giit...

- Cach xir tri: Vige loc mau c6 hiéu qua trong trudmg hop ngd doc cefdinir do qua liéu, dac
biét trong trudng hop ¢ suy chirc ning than.

14. Dic tinh dugce lye hoc:

Ma ATC: JO1DDI15.

Co ché tic dung:

Cefdinir 1a khang sinh cephalosporin thé hé 3, sir dung trong diéu tri céc nhiém khudn
nhay cam cefdinir, cefdinir bén vimng véi p-lactamase nhung khong phai tét ca cac loai;

thudc co tac dung khing khuan do trc ché tong hop thanh té bao vi khuén thubc gin vao
mét hodc nhleu protein gﬁn penicilin (PBP) (la protein tham gia vao c4u tao thanh phan
cdu tao mang té bao vi khuén, din dén trc ché sinh téng hop thanh té bao). Cefdinir bén
vung cao voi enzym beta-lactamase do céc vi khuin Gram 4m va Gram duong tao ra.

Phé khdng khudn:

Gidng nhu céc cephalosporin udng thé hé thir 3, cefdinir cé phd khang ﬁuﬁM' ddi véi
cac vi khuéan sau:

Cefdinir ¢6 hoat luc d6i véi vi khudn Gram duwong nhu:

- Staphylococcus aureus (bao gbm ca chiing c6 tao ra beta - lactamase)

- Streptococcus pneumonia (chi c6 chiing nhay cam penicilin)

- Streptococcus pyogenes

- Streptococcus epidermidis (chi ¢é chiing nhay cam methicilin)

- Streptococcus agalactiae

- Streptococcus viridans

Cefdinir ¢6 hoat luc d6i v&i vi khudn Gram 4m nhur:

- Haemophilus influenzae (bao gém ca chung c6 tao ra f§ - lactamase)

- Haemophilus parainfluenzae (bao gbm ca chiing c6 tao ra B - lactamase)

- Moraxella catarrhalis (bao gom ca ching c6 tao ra p - lactamase)

- Citrobacter diversus

- E. coli

- Klebsiella pneumoniae

- Proteus mirabilis.

Khdng thubc:

Vi khuén khéng cefdinir chi yéu do khéng sinh bj thiy phan béi enzym P - lactamase, su
bién ddi cia Cdc protein giin penicilin (PBP) trén mang té bio va gidm tinh thdm cua thudc
qua mang té bao. Cefdinir khéng téc dung trén Pseudomonas spp. Enterobacter spp.,
Enterococcus spp., cic tu cdu vang khang methicilin, Staphylococcus spp. khéng
methicilin.

15. Dic tinh dwge dong hoc:

* Hﬁp thu: Nong do dinh trong huyét twong dat duge sau khoang tir 2 dén 4 git sau khi
uong. Nang d6 cefdinir trong huyét twong tang theo liéu nhung tang it hon & liéu tir 300mg
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(7Tmg/kg) t6i liéu 600mg (14mg/kg). Dang hf"én dich ubng ciia cefdinir c6 sinh kha dung la
25%. Thirc &n khong anh hwéng dén téc d6 hap thu cia cefdinir. _===a
Nong d6 cefdinir trong huyét twong va gié trj tham sé dugc dong h@}e?’sf/%” ng hén
dich cefdinir liéu don 7 va 14mg/kg cho dbi tugng tré em (tir 6 thingdenoie i)
trinh bay trong bang sau: f=( cO'PHAN
- Ding nhiéu lan: Cefdinir khong tich ty trong huyét tuong sau khi \dang b tir
lan moi ngay cho cac doi trong ¢6 chirc ning than binh thudng. N\ HA TAY

* Phin b: Thé tich phan b6 trung binh (Vd) cita cefdinir & ngudri 1SRAZDIS.
0,29), & tré em (tir 6 thang dén 12 tudi) 1a 0,67 L/kg (+ 0,38). Khoang 60 - 70% cefdinir
gan vai protein huyét twong & ca ngudi 16n va tré em khong phu thudc néng d¢. Thude
phén b6 rong réi vao cdc md ca co thé nhung chwa c6 nghién ciru vé sy xdm nhép cia
cefdinir vao dich ndo tiy.

* Chuyén héa: Cefdinir bj chuyén héa khéng déng ké.

* Thai trie: Cefdinir chu yéu bai tiét qua thdn vdi thoi gian ban thai trung binh 1a 1,7 (+
0,6) gio.

* Duge dong hoc ¢ mpt sé doi twong dic biét:

- Bénh nhdn suy than: Nong d cefdinir huyét tuong cao hon va thai gian ban thai tang so
v6i bénh nhan c6 chirc ning thén binh thuong. Vi vy cén chinh liéu & nhing bénh nhan
c6 chire ning than bj ton thuong rd rét (d6 thanh thai creatinin < 30 ml/phit).

- Bénh nhén dang thdm phdn mdu: Thoi gian ban thai tang 1én & bénh nhan ndy nén cin
diéu chinh liéu.

- Bénh nhdn suy gan: Cefdinir chu yéu dugc thai trir qua thén, chuyén héa & gan khéng
dang k€ nén khong can chinh lidu & df!i tuong nay. )

- Ngudi cao tuoi: Bénh nhin khong can chinh liéu trir khi ho c6 chirc ning than bi tén hai
10 rét (dd thanh thai creatinin < 30 ml/phut). :

- Tré em (tir 6 thang d@én 12 tuéi): Nong dé cefdinir huyét tuong va cac th L@/esjﬂ/n:im;ﬂ;
ddng hoc sau khi dung liéu don 7mg/kg va 14 mg/kg & tré em (tir 6 thang dén 12 tubi):

L- - me:l tms: AUC
i (meg/mL) (idy) (mcgegiv/mL)
5 2.3 22 831
mg/kg (0,65) (0,6) 2.,5)
3,86 1.8 13,4
14 mg/ke (0.62) (0.4) 264\

16. Quy cach dong goi: g
Hop 1 chai bot pha hén dich udng (twong tmg véi 60ml hén dich sau khi pha), kém th
coc nhua chia liéu va t& huéng dan sir dung thude bén trong hép. )
17. Piéu kién bio quén va han diing, tiéu chuén chit lwgng cia thudc:
- Bdo qudn: Noi kho, nhiét dd dudi 30°C.
Thude sau khi pha phai bao quan & nhiét do tir 2°C - 8°C trong ngan mat ti lanh va si
dung trong véng 7 ngay }:é tir khi pha.
- Han dung: 36 thang ké tir ngay san xuat.
- Tiéu chudn chit legng: TCCS. f‘*ﬁ-}\
18. Tén, dia chi ciia co' s¢' san xuat: ) f s
Tén co s¢ san xuat; CONG TY CO PHAN DUQOC PHAM HA'TAY -/ - .
Dja chi: To dan ph6 s6 4, P. La Khé, Q. Ha Pong, TP. HaNgi, - . . =%
DT: 02433522203  FAX: 024.33522203 |~ gl
DT: 024.33824685  FAX: 024.33829054 > !
Hotline: 024.33522525 S




