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Tén thudc: y HAGINIR 125

Dang thudc:
THUOC BOT PHA HON DICH UONG

Ham lugng cho 1 géi 1,5g:
Cefdinir 125 mg

Tén va dia chi co s didng ky: CONG TY CO PHAN DUQC HAU GIANG
288 Bis Nguyén Van Cir— P. An Hoa — Q. Ninh Kiéu — Tp. Can Tho.
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* Nhan trén géi 1,5 g:
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* Nhén trén hop 24 goi x 1,5 g:

3w Gz | JuipRD

GZ| J1uIdeH

Ry THUGC BAN THEO BON

Hag

inir 125

Cefdinir 125 mg

CHG PHARMA

HOp 24 gbix 1,5 g ThuSc bdt pha hén dijch udng

GMP-WHO

THANH PHAN: f
Cefdinir ..........oo....... 125 mp
| Téduge viradi... WAghl |

| crlpNu- - cHeNa cHl DjHH -
| L1EuDONa vA CACH DONG:
| Xin doc trong ts hudng din

sl dyng.
€ XA TAm TAY l'll€ EM

80c k7 HUONG oAN sU oyNe

TRAUIC KHI DONG
O1du ki§n bido quin:
MNoi kho, nhigt 09 khong qui 30°C,

trdnh dnh sdng.
J%‘E
| S -..l

wﬂm

Tu Viln Khiich Hang
| @ 0710.38099000 I

www.dhgpharma,com.vm

r

suc?uaoo

CONG TY GO PHEN

2 B el Via G P muou.&wu-m
07 (U710) 3891433 & Fax (O710) 39S20R

m

GMP-WHO

“Haginir 125
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* To hwéng dén sir dung thudc (bd sung lan 3):

CONG THUC:
Cetdinir. 125 mg
T dugc vira di 1 gdi

(Kyron, aerosil, dubng aspartam, natri citrat, acid citric khan,

natri benzoat, bt huong cam, PVP K30, mau sunset yellow, manitol).
DANG BAD CHE: Thudc bdt pha hlin dich uSng.

QUY CACH BONG GOI: Hop 24 géix 1,5 0.

DUGC LYC HOC:

Haginir véi thianh ph4n hoat chdt chinh 12 cefdinir, thudc nhém
cephalosporin the hd 3, ¢6 tic dyng digt khudn do Uc ch¥ tdng hop vich
t& bao vi khudn. Cefdinir 6 phé hoat tinh rdng khéng nhiéu vi khudn
Gram 4m nhu Haemophilus Influenzae, Haemophilus parainfiuenzae,
Moraxella catarrhalls va vi khufn Gram duong nhu Staphylococcus
aureus, Streptococcus pneumoniae (chiing nhay cdm véi penicilin),
Streptococcus pyogenes. Cefdinir khdng bj dnh hudng bdi céc loai men
beta - lactamase, dc biét co hifu qui t0t trén c4c logi vi khudn Gram
dugng nhy. Staphylococcus sp., Streptococcus sp., khang vdi nhing
khéng sinh thudc nhém cephalosporin udng khdc c6 tir trude. Cdc
ching enterococci (Enferococcus faecalis) vA staphylococei khdng
methicilin déu khdng c4 cefdinir.

Dugc BONG HOC:

Sau khi uing cefdinir, néng d) dinh trong huy#t tuong dat dugc tir2 - 4
git. Sinh khd dyng tuyét d6i ubc tinh khodng 25 % khi diing dubi dang
hn dich udng.

() b&nh nhi tir 6 thang d&n 12 tudi, uing liéu duy nhit 7 mg/kg cefdinir 4
dang hn djch, néng d9 dinh trong huy#t tuong dat & 2,2 gid sau khi
diing. Khi diing véi lifu don 14 mg/ kg cho nhing bénh nhan ndy thl
néng 0 dinh trong huy&t tuong trung binh dat 1,8 gid sau khi uing.
Diing déng thési cefdinir dang hén dich ung véi blla &n nhidu cht béo
13m gidm néng df dinh trong huy&t tuong vi AUG cla thudc tuong ng
44 % vi 33 %. Khong c6 bling chitng cho thdy cefdinir tich ty trong
huy&t tuong sau uing nhiéu liéu & nhng bénh nh4n ¢6 chifc ning thin
binh thuling vi liéu ung 2 14n/ ngay.

Sau khi udng, cefdinir dugc phan b vao dich tal gida, amidan, md
xoang, phé quin va niém mac phdi, - & néing d9 khdc nhau trong huy&t
tuong. §f nhilng bénh nh&n nhi bj viém tai gida cAp do vi khufn khi uing
1iéu 7 mg hodc 14 mg/ kg, nbng d trung binh clia thudc trong dich tai
gilla 13 3 gits sau khi uSng. Ty 18 gdn k&t vii protein huy8t tung clia
cefdinir [ 60 - 70 %, sy gdn k&t ndy ddc 14p v6i ndng df cia thudc,
Cefdinir chuyén hda khong d4ng kE. Thudc dugc ddo thii chi y&u &
than. 0 ngudi Kn ¢ chilc ning thin binh thubng, théi gian bén thii
trung binh trong huy#t tuong cla cetdinir 13 1,7 - 1,8 gid. BY thanh thai
clia cefdinir gidm & b&nh nhn suy gidm chic nang thin. § nhilng banh
nhdn cb d thanh thii creatinin 30 - 60 ml/ phit, nng dO dinh trong
huyét tuong va thdi gian bén thii trong huy8t tuong ting gdp 2 14n vA
AUC ting gdp 3 4n. 0 bénh nhan c6 df thanh thii creatinin dubi
30 ml/ phat, néng dd dinh trong huy&t tudng ting g4p 2 14n nhung thai
gian bén thdi trong huy&t tuong v AUC ting gp 5 - 6 14n tuong dng.
Ceidinir dugc loal bd khdi co thé qua dudng thdm tdch méu. Khodng
63 % thulfc dugc loai bd khdi co th trong 4 gids theo duting thim phan.

Haginir 125

Cefdinir 125 mg

Thal gian bdn thii clia cefdinir & b&nh nhdn suy thin n3ng gidm trong
khodng tU 16 - 3,2 gid.

CHI BINH:

Viém phdi cdng ddng, dot cdp viem ph¥& quin man, viém xoang cp,
viém hong, viém amidan.

Viém nang 0ng, viém quanh méng, chdc I&, &p xe dudi da, viem mach
hay hach bach huy&t.

Vigm thn, bé thdn, viém bing quang.

CHONG CHI BINH: Min c3m voi thanh phin thudc hofc céc khang sinh
nhém cephalosporin.

THAN TRONG: Dj ing véi penicilin hogc céc thudc khic.

Tién sif viém daitrang.

Tré em dutii 6 thing tudi.

PHY NO G THAI VA CHO CON BU:

Thn trong khi ding thudc cho phy nl ¢4 thai v cho con b.

LAI XE VA VAN HANH MAY mdcC:

Than trong khi 1i xe vd vdn hanh mdy méc.

TUONG TAC THUBC: C6 thé gidm sinh khd dyng khi diing chung véi cic
ché phdm c6 chira sét.

TAC DUNG KHONG MONG MUGN:

Hifm gip: BuSn ndn, ndn, dau byng, bi€ng 3n, tdo bén, nhic ddu,
chdéng mat, viém migng, nhifm n&m, thigu vitamin K, vitamin nhém B,
gidm bach cdu, ting men gan, ting BUN (Blood urea nitrogen - chl s&
nitour® huy&t),

Thong bio cho bic sT nhilng tdc dung khdng mong mudn gZp phdi khi
sU dyng thudc.

QuA LIEU VA CACH XU TRI:

Biu hién clia qud liéu cefdinir bao gdm budn ndn, ndn, dau thugng vi.
XU Iy qua lifu chil y&u 14 difu trj trigu ching va loal thusc ra khdi ca thé.
C6 thé i€n hanh thdm tdch méu d€ logi thudc ra khdi méu,

LIEu DUNG VA CACH DUNG:

Hda thulfc voi lugng nubc wiia dii (khodng 5 - 10 ml nude cho 1 gdi),
khudly déu trudic khi dng.

Thii gian di€utrj 5 - 10 ngay.

Ngubji 16n v tré em trén 12 tudi: 300 mg x 2 1n/ ngay.

Truling hop suy than (Clcr < 30 mV/ phit): 300 mg x 1 14n/ ngay.

Tré em tl 6 thdng dén 12 tuli:

Lidu thdng thudng 14 mg/ kg thé trong/ ngdy.

Truking hgp suy than (Cler <30 mY/ phit): 7 mg/ kg thé trong/ ngdy.
Ho¥c theo chi ddn clia Thy thudt.

Doc kf hudng ddn sit dyng trrde khi ding.

N&u cdn thém thdng tin, xin hdl § kifn cia bdcsT.

Thude ndy chi ding thea dan cia bdc sT.

Han ding: 24 thdng k& t ngy sdn xudt.

Bifukign bdo quin:

Nai kho, nhiét d9 khdng qud 30°C, tranh 4nh séng.

Tigu chudn: TCCS.
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