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R Thubc ban theo don 60 mi

AUSDROXIL

Cefadroxil 125mg/ 5ml

Thanh phin:

M&i 5ml hén dich sau khi pha chia:

Cefadroxil ...............ccoin.... 125mg
. |

Chi djnh, Céch duing - Lidu ding,
Chéng chl djnh:

Xem t& hudng déin st dyung thubc
bén trong hép.

Tiéu chuén: TCCS.

Béo quén:
Noi khé, nhiét a8 dudi 30°C.

DE XA TAM TAY TRE EM

DOC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG
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Cefadroxil 125mg/ 5ml
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AUSDROXIL

Cefadroxil 125mg/ 5ml

Compositions:
When reconstituted, each 5mi containts
Cefadroxil ... 125mg

EXciplents Q.8.1 .....virisesisssissoniss SMI

Indications, Administration-Dosage,
Contraindications:

See the package insert inside.
Specifications: Manufacturer's.

Storage:
Store In a dry place, below 30°C.

Keep out of reach of children
Carefully read the accompanying
instructions before use.

Sén xudt tai/ Manufactured by:
C.Ty C.P DUQC PHAM HA TAY/
HATAY PHARMACEUTICAL J.5.C
La Khé - Ha Déng - T.P Ha Néi/
La Khe - Ha Dong - Ha Noi City

R Prascription Drug

AUSDROXIL

Cefadroxil 125mg/ 5ml

Powder for oral suspension
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Huong dén sit dung thuée: 1, / 6 8 NG TY \&N
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AUSDROXIL (5m! hén dich chita 125mg cefadroxil) ;‘ : |wa} e "L-rl-'h,é‘fm I
S A— o) DUYGC PHAM )% )
i WO\ HA TAY /57
-Dang thuéc: Thue bot pha hén dich udng. \”AHA THT_‘Y,;%:-_.
-Qui cach déng g6i: Hop 1 lo thube bot sau khi pha thanh 60ml hén dichubng. 204z 70
-Thanh phén: M&i 5Sml hén dich sau khi pha (1 thia ca phé) chita: -
Cefadroxil 125mg
(Ta dugc gom: Puong trdng, Avicel, Tween 80, Nipagin, Nipasol, Natri carboxy methyl cellulose,
Tinh ddu cam, Natri saccarin, Phdm mau erythrosin ) vd Sml.

- Cac dac tinh duoc luc hoc:

Cefadroxil 1a khang sinh thuéc nhém cephalosporin thé hé 1, ¢6 tic dung diét khudn, ngan can su phat
trién va phan chia ctia vi khudn bang cach tc ché qud trinh t6ng hop thanh t& bao vi khudn. Cefadroxil
¢6 tic dung diét khudn trén nhiéu loai vi khudn Gram (+), Gram (-). Céc vi khudn Gram duong nhay
cam bao gém cdc chlng Staphylococcus cé tiét va khong ti€t penicilinase, cdc ching Staphylococcus
tan huyét beta, Staphylococcus pneumoniae va Streptococcus pyogenes. Cic vi khuin Gram Am nhay
cam bao gém Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis va Moraxella catarrhalis.

- Cac dac tinh dugc dong hoc:

* Hdp thu: Cefadroxil bén viing trong moi truong acid va dugc hdp thu rét tét qua dudng tiéu hoa.
Thic an khong 1am thay déi su hap thu cla thuée. Ty 1¢ lién két véi protein huyét tuong la 20%, thai
gian bin thai 1 gid 30 phit & ngudi c6 chiic ning than binh thuong va kéo dai 14 dén 20 giv & nguoi
suy than.

* Phan b6: Cefadroxil phan b6 rong khip céc mé va dich co thé, di qua nhau thai va bai tiét trong sia
me.

* Chuyén hoa: Thudc khong bi chuyén hod.

* Thai trir: Hon 90% liéu sir dung thai trir trong nuéc tidu & dang khong déi trong vong 24 gidy qua loc
cdu than va bai tiét & 6ng than.

- Chi dinh: Diéu trj c4c nhiém khudn thé nhe va trung binh do c4c vi khudn nhay cam:

* Nhiém khuén dudng tiét niéu: Viéem than- bé than cdp va man tinh, viém bang quang, viém niéu
dao, nhiém khuén phu khoa.

* Nhiém khufn dudng ho h4p: Viém amidan, viem hong, viém ph& quan- phéi va viém phéi thuy,
viém phé€ quéan cép va man tinh, 4p xe phéi, viém mi mang phéi, viém xoang, viém thanh quan, viem
tai gitra.

* Nhiém khuén da va m6 mém nhu: Viem hach bach huy€t, 4p xe, loét do nam lau, viem vii, benh

nhot, viém quang. .y
-Céch diing va liéu dung: Léic bot trong lo. Thém nuée dun soi dé nguoi._jl%ﬁv' h darth
va day nap lai. Lac k¥ lo trong 2 phiit dé tao hén dich chita thudc. Hon dibh da

trong tit lanh va nén sir dung trong vong 4 ngdy sau khi pha.

Nguoi lon va tré em (trén 40kg): Ung méi 1an 4-8 thia ci phé x 2lan/ngdy.

Tré em (duoi 40kg): + Duéi 1 tubi: Ubng 25-50mg/kg thé trong/ngay, chia
+ Tir 1-6tudi: U6ng méi 14n 2thia ca phé x 2 1an/ngay.
+ Tir 6 tudi trér 1én: Ubng mbi 14n 4 thia ca phé x 2l4n/ngay.

Nguoi cao tuéi: Cefadroxil dao thai qua dudng than, cdn kiém tra chitc ning than va didu chinh liéu

nhu ¢ nguoi bénh suy than.

Nguot bénh suy than: Di v6i ngudi bénh suy than, c6 thé didu tri v6i liéu khdi ddu 500 mg dén 1000

mg cefadroxil. Nhing liéu ti€p theo ¢6 thé diéu chinh theo bang sau:

Thanh thai creatinin Liéu Khoang thoi gian giira 2 liéu
0 - 10 ml/phat 500 - 1000 mg 36 giv
11 - 25 ml/phat 500 - 1000 mg 24 giv

~26- 50 ml/phut 500 - 1000 mg ] 12 gio
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Chi y: Thoi gian diéu tri phdi duy tri t6i thiéu tir 5-10 ngay.
(Thudc nay chi dung theo su ké don cia thdy thudc).
- Chong chi dinh: Min cam véi khdng sinh thuéc nhém Cephalosporin.
- Than trong:
+ Than trong khi diing cho bénh nhan suy than.
+ Dung Cefadroxil dai ngay c6 thé 1am phat trién qua muc céc ching khong nhay cam. Cén theo déi
ngudi bénh cdn than, néu bi boi nhiém, phai ngig sir dung thude.
+ Than trong khi ding cho ngl.rbl c6 bénh dudng tiéu héa, dac biét 12 bénh viém dai trang.
+ Thén trong khi ding cho tré so sinh va dé non, phu ni c¢6 thai hoac dang nuéi con bu.
- Sir dung thudc cho phu nir ¢6 thai hoic cho con bi: Than trong khi sir dung. Chi sir dung thuéc
khi that cén thiét va theo su chi dn cu thé clia thdy thudc.
- Tac dung khéng mong muén cua thudc:
Thwdng gdp. Buén non, dau bung, nén, ia chay.

It gap: Tang bach c4u ua eosin, ban da dang sdn, ngoai ban, ndi may day, ngtta. Tang transaminase
c6 héi phuc, dau tinh hoan, viém 4m dao, bénh ndm Candida, ngita b phan sinh duc.

Hiém gdp: Phan g phén vé, bénh huyét thanh, s6t, gidm bach cdu trung tinh, giam tiéu cdu, thiéu
mdu tan m4u, viém dai trang giz’t mac, ban d6 da hinh, vang da & mat, co giat.
Khi thdy cédc hién tugng khic la phai ngimg sir dung thuéec.

*Ghi chii: "Néu can thong tin xin héi y kién cia bdc si va thong bdo cho bdc si nhimg tdac dung
khong mong mudn gdp phdi khi si dung thuéc".
- Tuong tic thudc: Tiang doc tinh trén than khi ding kém véi Aminoglycoside, Furosemid.
Cholcstyramm gan k&t véi cephadroxil & ruét 1am cham sy hdp thu ctia thu6c ndy. Probenecid c6 thé
lam giam bai tiét cephalosponn

- Qua liéu va cich xi tri:

Céc triéu chlrng qud liéu cdp tinh: Buén non, non, ia chdy. C6 thé xay ra qua min than kinh co, co
giat, dac biét o ngudi bénh suy than.

X trf qud liéu cén can nhic dén kha nang ding qué liéu clia nhiéu loai thuéc, su turong tic thude
va dugc dong hoc bt thudng & ngudi bénh. Bio vé dudng ho hap clia ngum bénh, th(’)ng khi hé tro va
truyén dich. Chi yéu 1a diéu tri hé tro hodc giai quyét triéu chimg sau khi rira, tdy da  ddy ruot.

- Han ding: 24 thang tinh tir ngdy san xuit. Khong ding thuéc da qua han sir dung Khi thdy
thuéc bi bién mau, chuyén mii chua, s616 SX, HD md...hay c6 céc biéu hién nghi ngg ai dem
thudc téi tra lai noi ban hodc noi SX theo dia chi trong don.
-B3o quan: Noi kho, nhiét do dudi 30°C.

-Tiéu chudn ap dung:TCCS.

DE XA TAM TAY TRE EM.
Khong dung qua liéu chi dinh
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
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ThufSc san xudt tai:
CONG TY CO PHAN DUGC PHAM HA TAY
La Khé- Ha Dong- TP Ha Noi

Ha N¢i, Ngay 18 thang 1] nam 2011
CONG TY C.P DUGC PHAM HA TAY
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I. Tén san phim: AUSDROXIL. L) VRPN
2. Mo ta san phdm: Thudc bot dang hat, c6 mau cam nhat. g S HATAY &/
3. Thanh phan cua thudc; Cefadroxil. Novg 70>
4. Ham lugng cua thude: Méi Sml hén dich sau khi pha (1 thia ca phé) chia:
Cefadroxil 125mg
(Ta duwgc gom: Puong trang, Avicel, Tween 80, Nipagin, Nipasol, Natri carboxy methyl
cellulose, Tinh dau cam, Natri saccarin, Phdm mau erythrosin ) vd Sml.

5. Thudc ding cho bénh gi? Diéu tri cdc nhiém khuin thé nhe va trung binh do cdc vi
khuan nhay cam:
* Nhiém khudn dudng tiét ni¢u: Viem than- bé than cép va man tinh, viém bang quang, viém
niéu dao, nhiém khudn phu khoa.
* Nhiém khudn dudng ho hdp: Viem amidan, viém hong, viém ph& quan- phdi va viém phdi
thuy, viém ph€ quan cdp va man tinh, 4p xe phdi, viem md mang phdi, viém xoang, viém
thanh quan, viém tai giira.
* Nhiém khuan da vA mé mém: Viém hach bach huyét, 4p xe, loét do nim lau, viem v, bénh
nhot, viém quéng.
6. Nén dung thudc nay nhu thé nao va liéu luong?
Lac bot trong lo. Thém nuéc dun s6i dé ngudi dén vach dénh diu trén chai va day nép lai. Lac
ky lo trong 2 phiit dé tao hén dich chia thuéc. Hén dich da pha nén dugc bdo quéan trong ti
lanh va nén sir dung trong vdng 4 ngy sau khi pha.
MB@i thia ca phé tuong tng véi 5ml hén dich u6ng sau khi pha chita 125mg Cefadroxil.
Nguoi lon va tré em (trén 40kg): Ubng méi 14n 4-8 thia ci phé x 2lan/ngay. b
Tré em (dudi 40kg): + Duéi 1 tudi: Ubng 25-50mg/kg thé trong/ngay, chia lam 2-3 l4n. B
+ Tir 1-6tuéi: Uong méi I4n 2thia ca phé x 2 1dn/ngay.
+ Tir 6 tudi trd len: USng méi 14n 4 thia ca phe x 2lan/ngay.
Nguoi cao tudi: Cefadroxil dao thii qua dudng than, cdn kiém tra chic nang than va diéu
chinh liéu nhur & ngudi bénh suy than.
Nguoi bénh suy thdan: D6i véi ngudi bénh suy than, c6 thé diéu tri v6i lieu khai ddu 500 mg
dén 1000 mg cefadroxil. Nhitng liéu ti€p theo c6 thé didu chinh theo bing sau:

Thanh thai creatinin Liéu Khoang thoi gian gjita2liéu,
0 - 10 ml/phit 500 - 1000 mg 36 gitff ‘oo™
11 - 25 ml/phit 500 - 1000 mg 24 0" /£7 £
26 - 50 ml/phiit 500 - 1000 mg 12 gii v L

Chii y: Thoi gian diéu tri phdi duy tri t6i thiéu tir 5-10 ngay.
(Thudc nay chi ding theo su ké don ciia thdy thudc).

7. Khi nao khong nén dung thuéec nay? Main ciam véi khiang sinh thudoc nhém
Cephalosporin.

8. Tac dung khong mong muén?

Thuong gdp: Buén nén, dau bung, nén, ia chay.

It gap: Tang bach cdu ua eosin, ban da dang sdn, ngoai ban, néi may day, ngita. Tang
transaminase ¢ héi phuc, dau tinh hoan, viém am dao, bénh ndm Candida, ngita bo phan sinh
duc.

Hiém gdp: Phan g phan ve, bénh huyét thanh, sét, gidm bach cdu trung tinh, giam tiéu cdu,
thi€u mdu tan m4u, viém dai tring gia mac, ban dé da hinh, vang da & mat, co giat.
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Khi thdy c4c hién tugng khéc la phéi ngimg sir dung thusc.
*Ghi chii: "Neu can thong tin xin hoi y kién ciia bdc si va thong bdo cho bdc si nhiing tdc
dung khong mong mudn gdp phdi khi sit dung thuéc".

9. Nén tranh dung nhimg thuée hoac thue phim gi khi dang sir dung thudc nay?

Tang doc tinh trén than khi dung kém véi Aminoglycoside, Furosemid. Cholestyramin gén két
vGi cephadroxil & rudt 1am cham su hdp thu ctia thuéc nay. Probenecid ¢6 thé lam gidm bai
ti€t cephalosporin.

10. Cén lam gi khi mét 1in quén khong ding thudc?

Nén tiép tuc udng thudc theo liéu lugng da huéng din trong t& thong tin cho bénh nhan.

11. Can bao quan thude nay nhu thé nao? Noi kho, nhiét do dudi 30°C,

12. Nhirng dau hiéu va triéu chig khi ding thudc qua liéu?

Céc trigu ching qud li€u c4p tinh: Buén non, non, ia chay. C6 thé xdy ra qud min thin kinh
Co, co gidt, dac biét & nguoi bénh suy than.

13. Can phai lam gi khi ding thuéc qui liéu khuyén cio?

Xir tri qué liu cdn can nhdc dén kha nang ding qué liu ctia nhiéu loai thudc, sy twong tic
thu6e va duoc dong hoc bét thudng & ngudi bénh. Bao ve dudng hé hdp clia ngudi bénh, théng
khi ho trg va truyén dich. Chi yéu 12 diéu trj hé trg hodc gidi quyét triéu ching sau khi rira,
tdy da day ruot.

14. Tén/biéu tuong cua nha san xudt/nha nhap khiu/ chii s¢ hiru gidy phép dang ky san
phim? CONG TY CO PHAN DUGC PHAM HA TAY.

15. Nhimg diéu cdn trong khi diing thudc nay? | :é,,

+ Thén trong khi diing cho bénh nhan suy than.

+ Dung Cefadroxil dai ngay c6 thé 1am phit trién qui mitc cdc ching khong nhay cam. Can
theo d6i ngudi bénh cdn than, néu bi boi nhiém, phai ngimg st dung thudc.

+ Than trong khi ding cho ngudi c6 bénh dudng tiéu héa, déc biét la bénh viém dai trang.
+ Than trong khi diing cho tré so sinh va dé non, phu ni ¢6 thai hoac dang nu6jeefi Bu™
16. Khi nao can tham vén bic sj? ptr

- Khi cén thém thong tin vé thuéc. ¥ st

- Khi thdy nhiing téc dung khéng mong mu6n gap phai khi st dung thuéc. PR e

- Khi diing thuéc ma thdy triéu chitng ctia bénh khong thuyén giam. ‘-,.,\\{f

17. Ngay xem xét sira ddi lai to thong tin cho bénh nhan? Ngay 14/07/2&. oy "

Ha Noi, Ngay 18 thang 11 nam 2011
CONG TY C.P DUQC PHAM HA TAY
-Tong.gigm dic
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