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Thanh phéin:
M&i 5ml h&n dich sau khi pha chira:
Cefdinir......c..coocoeun. ....250mg

Tadwgcvd.....
Chi dinh, cach ding, chéng chi dinh
va cac théng tin khac:

Xem trong & huréng dan st dung thudc
kém theo.

Tiéu chudn &p dung: TCCS

Bao quan: Noi khé, nhiét o dudi
300¢C.

Léc ky trwerc khi dung.

DE XA TAM TAY TRE EM.

BOC KY HUONG DAN SUF DUNG
TRUGC KHI DUNG.

Khéi lvong tinh: 18g

Co s6 sén xuét:

CONG TY CP DUQ'C PHAM HA TAY
T dan phd sé 4, P. La Khe, Q. Ha
Bong,TP. Ha Noi

SDK (Reg.No) :
S6 |o SX (Lot.No):

N

362,

Bao qudn: Noi khd, nhigt do duéi

300C

Léc k¥ trwde khi dung.

BE XA TAM TAY TRE EM.

PQC KY HUONG DAN SIF DUNG

TRUGC KHI DUNG.

Khéi egng tinh: 18g.

Co s¢ s&n xult: CONG TY CP
PHAM HA

Ry Thuic ké dom GMP |

CEFDI .
D250mel

Cefdinir 250mg/5ml
Thuéc bét pha hén dich udng

N

Hop 1 chai de pha

Thubc bt pha hén dich ubng

Shake well before use.
Keep out of reach of children.

Carefully read the

Storage: Store in a dry place, below
30°C

— Ry Teniic ke dom Composition: 60miy
Thanh phén: » % Each 5ml suspension after “~
M8i 5ml hdn dich sau khi pha chira: .._._ "'\ reconstitution contains: ——
Cefdinir.........
Tadwgcvd... ;
;,J Chi dinh, cach dang, chéng chi q;m EF Indicaticns, -dnﬂnlmtion.
vi cic théng tin khac: Xem tong & ;’;::m'llnmlﬁom and other
hugng din si thuébe ke X rmation:
Tidu :hul.n 4 d:m -uchsm e fini @ See the package insert inside.
s Cef ¥ 250mg.’5m1 Specifications: Manufacturer's

instructions before use.

Manufactured by:

HATAY PHARMACEUTICAL J.S5.C
ion groups akKl

Composition:

Each 5ml suspension after
reconstitution contains:
Cefdinif.........cocoveececin,

.250mg
Excipients g.s.f........................5mI

Indications, administration,
contraindications and other
information:

See the package insert inside.
Specifications: Manufacturer's
Storage: Store in a dry place, below
300cC.

Shake well before use.

KEEP OUT OF REACH OF CHILDREN.
CAREFULLY READ THE ACCOMPANY-
ING INSTRUCTIONS BEFORE USE.

Manufactured by:
HA TAY PHARMACEUTICAL J.5.C
Population groups No. 4, La Khe

Ward, Ha Dong District, Ha Noi City
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CEFDI
250mg

Cefdinir 250mg/5ml

Powder for oral suspension

N

Box of 1 bottle for 60m!



HUONG DAN SU DUNG THUOC
Rx
1. Tén thuéc: CEFDINA 250mg

2. Céc diu hiéu lru y va khuyen cdo khi dung thube:
“Thube nay chi dung theo don thubc”

“Dé xa tAm tay tré em”

“Doc k¥ huéng dan sir dung trude khi dung”

“Léc k¥ truée khi dung” 12
3. Thanh phin cong thire thude: M&i 5ml hén dich sau khi phachia: || ol Duac  PHAM
Thanh phan duge chit: Cefdinir............o.oooooooo. 250 mg \\\-;' HA TAY

Thanh phan ta duoc: Dudng tré,ng, microcrystallin - cellulose, as
carboxymethyl cellulose, bot huong cam, colloidal silicon dioxyd, huong tréi cay
4. Dang bao ché: Thudc bot pha hén dich udng.

Bot déng nhit, mau vang nhat, thé chét kho toi, mui thom, vi ngot.

Hoén dich sau khi pha ¢6 pHtir 3,2 - 4,8,

5. Chi dinh:

Diéu tri nhiém khudn nhe va vira do cac vi khuan nhay cam véi cefdinir:

- Nhiém khuan dudng ho hip trén (viém mii, viém hong, viém amidan, viém tai giita,
viém xoang).

- Nh1em khuin duong ho hép duéi (viém thanh quan, viém khi quan, viém phé quan, viém
tiéu phe quan, viém ph01)

- Nhiém khuin da va cdu tric da (viém nang 16ng, nhot, chéc 10, chin mé, viém quanh
mong, ap xe dudi da).

6. Cich dung, liéu dang:

- Cdach dang:

Thém nuée vao chai thude dén vach (vira da 60ml) lic manh lién tuc cho d%‘n(}l’(tao thanh
mdt hén dich dong nhit chita 250mg cefdinir/5ml. Sau khi pha nén bao Quan trong ngin
mat t lanh. H6n dich nay chi duoc dung trong 7 ngay sau khi pha. Lac ky hdn dich truée
khi dung. Thude ding dwong ubng va khong phu thudc bira in.

- Lzeu lwrgng:

Liéu dung khuyén cao: Téng liu hang ngay cho tat ca cic bénh nhiém khuén la l4mg/ke,
liéu tdi da 1a 600mg/ngay. Liéu 1 lan/ngay trong 10 ngay c6 hiéu qua nhu lidu 2 lan/ngay.
Trudng hop nhiém khuén da nén dung 2 lan/ngay.

Iré em tir 6 thing dén 12 tuéi:

Viém tai gitta cap tinh: 7mg/kg mdi 12 giy trong 5-10 ngay hodc 14mg/kg mdi 24 giv
trong 10 ngay

Viém xoang cap tinh: 7mg/kg mdi 12 gio hodc 14mg/kg mbi 24 gid trong 10 ngay.

Viém hong, viém amidan: 7mg/kg moi 12 git trong 5-10 ngay hodc 14mg/kg mbi 24 gid
trong 10 ngay.

Viém da va ciu tric da khong bién ching: 7mg/kg mdi 12 gi¢ trong 10 ngay.

Tré em dudi 6 thdng: Khong st dung.

Bénh nhdn suy thdn (D¢ thanh thai creatinin < 30ml/phut)

Ngudi 16n: Ubng lidu tdi da 300mg/ngay.

Tré em: 7mg/kg/ngay (t6i da 300mg/ngay).

Bénh nhdn chay thdn nhén tao: Tmg/kg/ngay.

T Chong chi dinh:

Min cam véi mét trong cac thanh phan cta thudc hodc min cam voi khéng sinh khac
thudc nhém cephalosporin.

-.“



8. Canh bao va thin trong khi dung thude:
- Str dung cefdinir, 1am thay ddi hé vi sinh vt trong duong rudt, dan d&én su phét trién qua
muc cia Clostridium difficile. C. difficile tao ra doc t& A va B g6p phan vao su phat trién
ctia viém dai trang gia mac (CDAD). Nhiém khuén nay kho diéu tri bang khang sinh va co
thé can dén phau thuat cit b mot phan dai trang. CDAD phai dugc xem?Zev & tares
bénh nhén c6 biéu hién tiéu chay sau khi sir dung khéang sinh. Theo u{@s

nhén la can thiét vi CDAD c6 thé xuét hién sau khi diéu tri khang sin "
Néu nghi ng¢ hodc da chén doan xac dinh CDAD, ngimg diéu tri K
hoat Iue dbi véi C. difficile, can bang nudc va dién giai, bd sung pr
smh co hoat luc v01 C. dzjj(‘ c;le va xem xet phau thuat

n qua
mtrc. Can theo doi bénh nhan cén than. Néu bdi nhiém nghiém trong trong khi diéu tri,

phai ngimg sir dung thude.

- C6 thé xay ra phan g duong tinh gia khi xét nghiém ceton niéu bing mtroprusmd

nhung khong xay ra hién turong nay khi thir bing nitroferricyanid. Stir dung cefdinir ¢ thé
gdy 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
ing enzym (nhu Clinistix® hodc Tes-Tape®). Cac khing sinh cephalosporin d6i khi gy
két qua duong tinh gid véi xét nghiém Coomb truc tiép.

- Tién sir bénh nhan hoic gia dinh bi di ung: may day, phat ban, hen phé quan.

- Than trong v6i bénh nhén suy thén nang, bénh nhan dinh dudng qua dudng tinh mach,

ngudi 16m tudi, suy kiét.

Ta dugc:

- Trong thanh phan ctia thude co chira aspartam: Aspartam chra mét luong phenylala In,

c6 thé gdy hai trén nhiing ngudi bi phenylceton ni€u nén than trong khi ding.
- Thudc c6 chira duong tring: Ban chét 1a mot disacarid chira glucose'nén’bénh bi'16i
loan hap thu glucose - galactose hiém gip khong nén sir dung, than trong v&i bgnh nhéan bi
tiéu duong.

9. Sir dung thudc cho phu nit ¢6 thai va cho con bu:

- Str dung thuéc cho phy nit ¢é thai: Khong c6 nghién ciru diy du vé sir dung thude trén
phu nit ¢6 thai, chi nén diing thude néu loi ich vuot troi so véi nguy co.

- Stk dung thude cho phu nit cho con bii: Thube khong di qua dugce sita & ngudi nén phu nir
cho con b ¢6 thé ding duoc.

10. Anh hwdng cia thuoc l1én kha nang lai xe, vin hanh may méc:

Chua c6 bang ching vé anh hudng cia thudc 1én kha nang 1ai xe, van hanh may moéc.

11. Twong tac, twong ky, cua thude:

* Twong tdc cua thudc:

- Cac thude trung hoa acid dich vi ¢6 chtra magnesi hoac nhém va cac ché pham c6 chua
sat s& lam anh hudng téi viée hép thu cefdinir. Néu can thiét phai ding cac thudc nay thi
phai uéng trude hodc sau dé 2 gio.

- Probenecid: Uc ché sy bai tiét qua than cta cefdinir cling nhu dbi vé6i cac p-lactam khéc.

- Phan tng duong tinh gia khi thir ceton niéu néu ding nitroprussid nhung sé& khong xay ra
61 véi nitroferricyanid. ‘

- Viéc udng cefdinir ¢6 thé cho két qua duong tinh gia khi thir glucose niéu bing dung
dich thudc thir Benedict hozc Fehling. Can thir bing phuong phép phén Umg enzym.

- (;éc cephalosporin doi khi cling gdy phan Ung duong tinh gia trong phép thit Coomb truc
tiép.

* Tuong ky cia thude: Do khong c6 cac nghién ciru vé tinh twong ky cua thudc, khong
trén 1an thudce nay vai cac thube khac.




12. Téc dung khéng mong muén cia thude:

T hmmg gap (1/100 < ADR < 1/10): Tiéu chay, budn nén, dau bung, dau dau, ndi mén,
viém am dao.

Hiém gap (1/10.000 < ADR < 1/1000): Budn nén, non, dau bung, réi n“»,‘ﬁé%l
an, tdo bon; nhirc dau chong mat, cam glac ndng nguc; viém mleng/ ﬁ)ilemwnam,
vitamin K, vitamin nhém B; giam bach cau ting men gan.. '(:.: c0' PHAN
Rt hiém gdp (ADR < 1/10.000): Qua man, viém rudt, viém ph01 k& |« DUTC PHAM
13. Qua liéu va cich xi tri: ‘\*>\ HA TAY /&
- Triéu chimg qud liéu: Nhing thong tin vé tinh trang qua lidu chua duge:
ngudi. Triéu chimg va ddu hiéu ngd doc khi ding qué lidu ctia cac khang sinh ho
da duoge biét nhu: Budn non, ndn mura, dau thuong vi, tiéu chay, co giit...

- Cdch xat tri: Viée loc mau ¢6 hiéu qua trong trudng hop ngd doc cefdinir do qua liéu, dic
biét trong truong hop ¢6 suy chirc ning than.

14. Dic tinh dwoc lwe hoe:

Ma ATC: JO1DD15.

Co ché tic dung:

Cefdinir 1a khang sinh cephalosporin thé hé 3, sir dung trong diéu tri cac nhiém khuén
nhay cam cefdinir, cefdinir bén vimg voi f- lactamase nhung khoéng pha1 tat ca cac loai;

thube co tac dung khéang khuan do trc ché tong hop thanh té bao vi khuan thudc gin vao
mot hodc n_hleu protein gan penicilin (PBP) (1a protein tham gia vao ciu tao thanh phan
cau tao mang té bao vi khuén, din dén Gc ché sinh tong hop thanh té bao). Cefdinir bén
vimng cao voi enzym beta-lactamase do cdc vi khudn Gram 4m va Gram duong tao ra.

Phé khdng khudn: ‘

Gidng nhu céc cephalosporin ubng thé hé tha 3, cefdinir c6 phd khang khué#\fr@né déi véi
c4c vi khuén sau:

Cefdinir ¢6 hoat luc d6i v6i vi khudn Gram duong nhur:

- Staphylococcus aureus (bao gdm ca ching ¢ tao ra beta - lactamase)

- Streptococcus pneumonia (chi ¢ chung nhay cam penicilin)

- Streptococcus pyogenes

- Streptococcus epidermidis (chi ¢6 chung nhay cam methicilin)

- Streptococcus agalactiae

- Streptococcus viridans

Cefdinir ¢6 hoat luc di v&i vi khudn Gram 4m nhu:

- Haemophilus influenzae (bao gbém ca chung c6 tao ra P - lactamase)

- Haemophilus parainfluenzae (bao g6m cé ching c6 tao ra P - lactamase)

- Moraxella catarrhalis (bao gdm ca chung c6 tao ra B - lactamase)

- Citrobacter diversus

- E coli

- Klebsiella pneumoniae

- Proteus mirabilis.

Khdng thubc:

Vi khuén khéng cefdinir chu yéu do khéng sinh bj thay phén boi enzym P - lactamase, su
bién ddi ctia cac protein gan penicilin (PBP) trén mang té bao va giam tinh thdm caa thubc
qua mang té bao. Cefdinir khoéng tac dung trén Pseudomonas spp., Enterobacter spp.,
Enterococcus spp., céc tu cau vang khang methicilin, Staphylococcus spp. khing
methicilin.

15. Dic tinh dwgc dong hoc:

i Hap thu: Nong do dinh trong huyet tuwong dat dugc sau khoang tir 2 dén 4 gid sau khi
ubng. Nong do cefdinir trong huyét tuong ting theo liéu nhung tang it hon & liéu tir 300mg




(7Tmg/kg) téi lidu 600mg (14mg/kg). Dang hén dich udng ciia cefdinir c6 sinh kha dung la
25%. Thirc an khong anh hudéng den toc do hip thu cua cefdinir. P

Nong d6 cefdinir trong huyét twong va gia tri tham sé duogc dong hogfsfﬁﬂ%{ﬁilﬁ%ﬁ hon
dich cefdinir liéu don 7 va 14mg/kg cho dbi tugng tré em (tir 6 thégé%;ﬁd’énéb& t0b1 )

trinh bay trong bang sau: (<[ CcOPHAN %
- Ding nhiéu lan: Cefdinir khong tich tu trong huyét trong sau khi“}clﬂli(lg’f’i-‘%fq 1Ar I}oa 2
lan moéi ngay cho cac ddi trong ¢6 chire ndng than binh thudmg. W\ _HA TAY/_/.’:,_‘E?

Q&

* Phédn bo: Thé tich phén béf) trung binh (Vd) cua cefdinir & nguoi lmmﬁg- g (%
0,29), & tré em (tir 6 thang dén 12 tudi) 1a 0,67 L/kg (+ 0,38). Khoéang 60 - 70% cefdinir
gan voi protein huyét twong & ca ngudi 16n va tré em khong phu thudc ndng do. Thube
phén bo rong rdi vao cic md cia co thé nhung chua ¢6 nghién ciru vé su xam nhép cia
cefdinir vao dich nao tay.

* Chuyén héa: Cefdinir bj chuyén héa khong déng ké,

* Thai trir: Cefdinir chi yéu bai tiét qua than v6i thoi gian ban thai trung binh 1a 1,7 (+
0,6) gio.

* Dwoc dong hoc ¢ mot gc?' doi twong dic biét:

- Bénh nhdn suy than: Nong do cefdinir huyét twong cao hon va thoi gian ban théi ting so
v6i bénh nhén c6 chirc nang than binh thudng. Vi vy can chinh liéu & nhitmg bénh nhan
c6 chirc ndng thén bj ton thuong rd rét (d6 thanh thai creatinin < 30 ml/phtt).

- Bénh nhdn dang thdm phén méu: Thoi gian ban théi ting 1én & bénh nhan nay nén cin
diéu chinh liéu.

- Bénh nhdn suy gan: Cefdinir chii yéu duge thai trir qua than, chuyén héa & gan khong
dang ké nén khéng can chinh liéu & dbi tugng nay.

- Nouwoi cao tudi: Bénh nhan khéng can chinh liéu trir khi ho c6 chirc ning than bi ton hai

rd rét (46 thanh thai creatinin < 30 ml/phut). A '
- Tré em (1 6 thdng dén 12 tudi): Nong do cefdinir huyét twong Vi cac thw dugce
dong hoc sau khi dung liéu don 7mg/kg va 14 mg/kg & tré em (tir 6 thang dén #2 tudi):
o Cmax tmax AUC
Liéu 5 e
(mcg/mL) (gio) (megegio/mL)
Tmelke 2.3 2.2 8,31
(0,65) (0,6) (2,5)
3,86 1,8 13,4
14 mgke (0.62) (0.4) eet \
16. Quy cach déng goi: ) ’
Hop 1 chai bdt pha hdn dich udng (twong tmg vo1 60ml hon dich sau khi pha), kém th%

cdc nhwa chia lidu va to huéng dan str dung thube bén trong hop.

17. Diéu kién bio quan va han dung, tiéu chuin chit lwong ciia thube:

- Bdo quan: Noi kho, nhiét do dudi 30°C.

Thuéc sau khi pha phai bao quan & nhiét d6 tir 2°C - 8°C trong ngdn mat ti lanh va st

dung trong vong 7 ngay ké tir khi pha.

- Han diing: 36 thang ké tir ngay san xuét.

- Tiéu chudn chit lwong: TCCS. A

18. Tén, dia chi ciia co' s6' san xusfit: ) . w4

Tén co s¢ san xuat: CONG TY CO PHAN DUQOC PHAM HA

Dja chi: Té dan phé s6 4, P. La Khé, Q. Ha Déong, TP. Ha Nbi.
DT: 024.33522203 FAX: 024.33522203 %
DT: 024.33824685  FAX: 024.33829054

Hotline: 024.33522525




