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NHAN GOI FASCIP®250

4’ Mdi gdl chira/ Each sachet contains R Thude ban theo don

5 \Cefradin_ . .. ... 250 mg

T \ira duwgre vira du 1 gélf Exorpmm‘s q &1 sachor

< {CHi BINH, LIEU LUQNG, CACH DUNG, CHONG
ICHI DINH VA CAC THONG TIN KHAC VE SAN

AM
.‘-? PHAM: Xin doc tér huwéng dan st dung.
ME § "INDICATIONS, DOSAGE, ADMINISTRATION,
. 3 CONWWDICATFONSAND OTHER INFORMATICN:
3 / Pleese refer (o the package inserl.
)
Y
Cefradin

1. Cho b&t thudc vao ly v 1 ltnwrdre 2 Khudy déu
Pour the powderinto a glass with a itlewater. Sti for a few seconcls.

Dé noi khd rao, tranh anh sang,
nhiét dé khéng qua 30°C.
Store at the temperature not more than 30°C,
in a dry placs, protect from light.
D& xa tam tay cla tré em,
Keep out of reach of children.
Doc ki hweérng dén sir dung tredre khi ding.
Read carefully the leaflet before use.

San xudtl bl Manufactured by:
CONG TY TNHH DUQ'C PHAM GLOMED
GLOMED PHARMACEUTICAL COMPANY, Ltd
29A Dai Lo Ty Do, KCN Vigt Nam - Singapore, 2 A i
Thuén An, Binh Duong. BOt pha hon dlCh U6ng
29A TuDo Boulevard, 2
Vietnam - Singapore Industrial Park, Thuan An, Binh Dishg. Goi 1!59
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NHAN HOP FASCIP 250
(Hop 20 gdi x 1,59)

Rx Thube ban theo don

Fascip
copadin 250

Fascip 250

THANH PHAN: Mdi goi chira
Ceftadin.. ... 250 Mg
Ta duge vira 804 1 gol.

CHI BINH, LIEU LU'gNG, CACH DUNG,
CHONG CHI BINH VA CAC THONG TIN
KHAC VE SAN PHAM: Xn dac tér hudmg
diin s dyng.

DE XA TAM TAY CUA TRE EM.
POC KY HUONG DAN SU' DUNG
TRLFOC KHI DUNG.

BAO QUAN: Bé nol khd rdo, tranh anh
sang, nhigt dd khing qua 30°C.
SDK! REG. No:

S6 16 $X/ Batch No.:
NSX [ Mfg. Date:
HD / Exp. Date:

T

San xult bdi:
CONG TY TNHH DUFO'C PHAM GLOMED

Bot pha hon dich uong
Hop 20 goix 1,5 g

| Thugn An, Binh Dueng.

294 Bgi L§ Ty Do, KCN Vit Nam - Singapore, |

Fascip
cepradine 250

Fascip 250

COMPOSITION: Each sache: contains
Cefrading. ................ccooc e, 250 M.
Exciplents q.5. 1 sachet.

INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER
INFORMATION: Please refer to the
package Insert

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET
BEFORE USE.

STORAGE: Store at the temperature not
fmore than 30°C, in a dry place, protect from Ight.

. i)

I~ Powder for oral suspension [Nl SE——

Box of 20 sachets of 1.5 g [eetitenimriivi yal
3 : il

Industrial Park, Thuan An, Binh Ducng.
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HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

~ FASCIP® 250 o

Cefradin
B{t pha hdn dich udng

1. Thanh phin

MGbi géi chira:

Hoat chit: Cefradin 250 mg

Ta dugc: Budng Ir:ing, natri benzoat, cellulose vi tinh thé va carboxymethylcellulose natri, sucralose, silic dioxyd thé keo, bot mui dau,
2. Dang bio ché: Bot pha hén dich udng.

3. Durge lye hoe va dwge djng hoc

| Duge luc hoc

Nhém duge Iy: khing sinh cephalosporin thé hé thi 1

Mi ATC: JOIDB09

Ceﬁ'ad.in 12 khang sinh ban tong hop thude nhém cephalosporin thé hé 1. Thude c6 téc dung diét khudn do su e ché téng hep vo té bao
vi khuan.

Cefradin 14 khéng sinh phd rong co tic dung in vitro dbi véi nhiéu chu khudn Gram duong bao gdm Streptococcus pyogenes,
Streptococcus pneumoniae, Staphylococcus aureus (ké ca cée ching tiét beta-lactamase nhung khong dé khang véi penicilin).

Cic cephalosporin thé hé 1 cé tic dung han ché d6i véi céc vi khudn Gram 4m, mic di nhimg thudc nay cé thé ¢é tac dung in virro déi
voi mot vai ching Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis va Shigella.

Cac cephalosporin thé hé 1 khong c6 tic dung trén Enterococcus (vi du Enterococcus faecalis), Staphylococcus khéng methicilin,
Bacteroides fragilis, Citrobacter, Enterobacter, Listeria monocytogenes, Proteus vulgaris, Providencia, Pseudomonas, va Serratia.
Duge djng hoc

Cefradin duge hép thu nhanh va gin nhu hoan toan qua dudmg tiéu hoa sau khi ubng. Néng do dinh trong huyét tuong dat dugc trong
vong 1 gitr sau khi ubng va dat khoang 9, 17, va 24 microgram/ml {mg véi cée licu 0.25, 0.5, va | g. Thire &n lam chim hip thu nhung
tong lugng thudc hip thu khong thay dbi.

Chi khoing 8-12% cefradin lién két véi protein huyét tuong. Nira déi cia thube trong huyét twong khoang 1 gidr; nira doi huyét twong
ting & bénh nhén suy thin. Cefradin phén bé réng khéip cdc md va dich co thé, nhung it vao dich nio tay. Néng 46 tri lidu cua thube
dat duge & mét, Thube qua nhau thai vao hé tudin hoan thai nhi va phin bd vao trong sita me véi lugng nhé.

Cefradin khong bi chuyén hoa. Thube thai trir duéi dang khong ddi trong nude tidu qua loc ciu than va bai tiét & 6ng than, trén 90%

ciia mdt lidu udng duoe bai tiét trong vong 6 gity. Ndng dé dinh trong nuée tidu sau khi ubng lidu 500 mg 13 3 mg/ml. Probenecid 1am |

chéim bai tiét cefradin. Cefradin dugc thai loai bing thim tach mau va thdm tach mang bung.

4. Quy cach dong géi

Hap 20 géi x 1,5g.

5. Chi dinh

Pidu trj cac nhiém khuén do céc vi khudn con nhay cam bao gdm nhigm khuin da v mé mém; nhidm khudn duomg hd hdp trén va

dudi; nhidm khuén duong tidt nidu, ké e viém tuyén tidn liét va cde nhidm khuin ning va man tinh khic; nhiém khudn duong tiéu héa |

| va nhi&m khuin xuong khép.

6. Liéu diing va cach ding
Ngudi lén: Lidu udng théng thudng 1-2 g/ngay, chia lam 2-4 lan, Liéu khuyén céo tbi da 4 g/ngdy. 5
Tré em: Lidu ubng thong thuong 25-50 mg/kg/ngay, chia lam 2-4 lin; Viém tai giira: 75-100 mg/kg/ngdy, chia [

-4 1An. Khéng

| dung qua 4 g/ngay. |

Bénh nhdn suy than ngng: Nén giam lidu tiy theo d¢ thanh thdi ereatinin (CC):
. CC > 20 ml/phiit: 500 mg/lin, 6 gitr mot 1an.

. CC tir 5-20 ml/phit: 250 mg/ln, 6 gidrmot ln.

. CC <5 ml/phut: 250 mg/lan, 12 gio mot 1an.

Neén tiép tuc didu trj 48-72 gio sau khi céc trigu chimg da khoi han.

| Nén udng thudc sau bira in.

7. Chéng chi dinh

Bénh nhén c6 tién sir qud man véi cac khing sinh thuc nhom cephalosporin.

8.Luwu y va thin trong

Diing cefradin dai ngay c6 thé lam phat trién qua mue céc vi khuén khong nhay cam.

Thén trong khi diing thudc trén nhitng ngui suy thin, ngudi co tién sir viém dai trang, tién sir di tmg véi penicilin.
Phai theo ddi chizc ndng thén va mau trong qua trinh diéu tri, nhét 1a khi ding thudc véi liu cao trong thi gian dai.




https://trungtamthuoc.com/

5

-

| Sir dung trén phy nir ¢ thai: Cefradin qua nhau thai rét nhanh trong thai ky mang thai. Cla’;c cephalosporin thudmg duge cbi nhu an
toan khi ding cho ngudi mang thai.

Sir dyng trén phy nir dang cho con bii; Cefradin bai tiét trong sita mg, nén than trong khi diing thudc trén phy nit dang cho con ba,
Anh huéng ciia thude dén kha niing diéu khién tiu xe va vin hanh miy mée: Thude kh6ng dnh huémng dén kha ning 14i xe va vin
hanh miy méc.
9. Tdc dung khong mong mubn (ADR)

| Rét thuimg gip

| Phén {mg qué man:

! Toan thin: sot, phan {mg gidéng bénh huyét thanh, phan vé.

| Da: Ban da, may day.

! Mau: ting bach cAu wa eosin.

| Thubng gip, ADR > 1/100

Tiéu héa: budn nén, ia chay, viém dai trang mang gia.

Méu: mét bach céu hat, bién chimg chay méu,

it giip, 1/1000 < ADR < 1/100

Than: hoai tir éln’g thin cdp sau khi ding lidu qua cao; thudng lién quan dén ngudi cao tudi, nguoi cb tién sir suy than hoiic ding déng
thoi vai cde thuoe ¢6 doc tinh trén than (nhu cdc khing sinh aminoglycosid).

Viém thin k& cép tinh.

Hiém gip, ADR <1/1000

Gan: Viém gan, ving da (r mat.

Toan thin: ¢6 thé dau & chd tiém bip va viém tinh mach huyét khdi sau khi truyén tinh mach thuémg trén 6g/ngdy va trén 3 ngay.
Huéng din cich xir tri ADR
Ngirng thude va dung cac thude chéng di img néu cin,
' Ngung sik dung va héi kién bic st néu: Cac tridu chimg khang cai thién hay néing hon trong vong vai ngay sir dung thudc, xay ra
phan tng phan vé, dfc thdn hay viém dai trang mang gia.
Théng bio cho bic si nhirng tic dung khong mong muon gip phii khi diing thubc.
10. Tuong tic ciia thube véi cic thube khae va cic loai twong tic khac
Probenecid trc ché bai tiét cic cephalosporin qua thin, do d6 1am ting va kéo dai ndng d¢ ctia cephalosporin trong huyét thanh,
11. Qui liéu va xir tri
Triéu chimg: Céc triéu chimg va diu hiéu ngd doc do ding qué liéu cac khang sinh nhém beta-lactam bao gdm budn nén, nén, dau
thuong vi, tiéu chay va co giat.
Xir tri:
- Xt tri qua lidu cin xem xét dén kha ning qua liéu ctia nhiéu loai thude, sy tuong tc thude va duge dong hoc bit thuong cia ngudi
bénh.
- Rira da day thuémg khong cin thiét trir khi d3 udng cefradin gép 5-10 14n liéu binh thuong.
- Thém phén méu khong cin thiét trong trirémg hop qua lidu cefradin. _
- Bio vé du¢mg hé hdp cta ngudi bénh, hd tro théng khi va truyén dich. Lam gidm hp thu thuée bang cé
thé hodic thém véo viée rira da diy. Cén bao vé dudmg hé hip ctia ngudi bénh lic dang rira da day hodc dang ding than hoat.
12. Piu kién bio quin: Dé noi khé réo, tranh 4nh séng, nhiét dd khéng qua 30°C. \
13. Han ding: 24 thang ké tir ngay san xudt.
14. Tén, dja chi ciia co sé sin xudt
CONG TY TNHH DUQC PHAM GLOMED
Pia chi: 29A Pai 16 Ty Do, KCN Viét Nam - Singapore, thj xa Thuin An, tinh Binh Duong.
| 15. Ngiy xem xét, sira ddi, ¢p nhat lai ngi dung huémg din sir dung thude: 10/04/2017

1—.6:'"
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HUONG DAN SU DUNG THUOC CHO BENH NHAN

' 1- Tén san phim

| Teén generic hodc tén chung quéc té: Cefradin
Tén biét duge: FASCIP® 250

Thube ban theo don.
D¢ xa tim tay ciia tré em.
Poc ki huéng din sir dung truée khi ding.
Néu cin thém théng tin xin héi ¥ kién bac si.
| Thong bdo ngay cho béc si nhitng tac dung khong mong mudn gip phai khi str dung thudc.

‘ 2- Thanh phin cta thube

| Mbi g6i chira:

' Hoat chdt: Cefradin 250 mg

| Td duoc: Puong tring, natri benzoat, cellulose vi tinh thé va carboxymethylcellulose natri,
sucralose, silic dioxyd thé keo, bot mui dau.

3- Mo ta san phim

FASCIP® 250: ¢6 dang bét, ding duong udng.

Mo ta: Bot thude mau tring dén trang nga, cé mui dau, phan tin trong nude dé udng.

4- Quy cach déng goi

Hop 20 gdix 1,5g.

5- Thudc diung cho bénh gi?

Diéu trj c4c nhidm khuan do céc vi khuin cdn nhay cam bao goém nhiém khudn da va mé mém;
nhim khuén dudng ho hép trén va dudi; nhiém khuin dudng tiét niéu, ké ca viém tuyén tién liét
va c4c nhidm khudn niing va man tinh khéc; nhidm khuin dutmg tiéu hoa va nhidm khuan xwong
khap.

6- Nén ding thube nay nhu thé nao va liéu lwrgng?

Nguoi I6n: Liéu ubng thong thuong 1-2 g/ngdy, chia lam 2-4 lan. Liéu khuyén cdo toi da 4 a
g/ngay. ‘ -
Tré em: Liéu udng thong thuong 25-50 mg/kg/ngay, chia lam 2-4 14n; Viém tai gitra: 75-100
mg/kg/ngay, chia lam 2-4 lan. Khong dung qua 4 g/ngay.

Bénh nhdn suy than nang: Nén giam lidu tiy theo d6 thanh thai creatinin (CC): #
- CC > 20 ml/phiit: 500 mg/lan, 6 gidr mot lan.

. CC tir 5-20 ml/phiit: 250 mg/lan, 6 gi¢r mot 1an.

. CC < 5 ml/phat: 250 mg/lén, 12 gi¢' mot lan.

! Nén tiép tuc didu tri 48-72 gid sau khi cac trigu chimg da khoi hén.
| Nén ubng thudc sau bira an.

7- Khi nao khong nén ding thude nay? \

Bénh nhén c6 tién sir qué min véi cac khang sinh thudc nhém cé};h osporin.
8- Tac dung khong mong muén '-.

Rit thuong gap

Phén mg qua man:

Toan than: sét, phan tmg giong bénh huyét thanh, phan vé.

Da: Ban da, may day.
Méu: ting bach cau ra eosin.
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| Thwimg gip, ADR > 1/100

Tiéu hoa: budn nén, ia chay, viém dai tring mang gia.

Méu: mat bach cu hat, bién chumg chay mau.

it gip, 1/1000 < ADR < 1/100

Than: hoai tir éng than cép sau khi ding liéu qua cao; thuong lién quan dén ngudi cao tudi, ngudi |
c6 tién sir suy than hodc ding dong thoi vdi cac thude ¢6 doc tinh trén than (nhu cac khang sinh |
aminoglycosid).

Viém than k& cap tinh.

Hiém gip, ADR < 1/1000

Gan: Viém gan, vang da o mat. _
Toan than: c6 thé dau & chd tiém bap va viém tinh mach huyet khdi sau khi truyén tinh mach thuo*ng
trén 6g/ngdy va trén 3 ngay.

Huéng din cach xir tri ADR

Ngung sir dung va hoi kién béc si néu: Cac triéu chimg khéng cai thién hay ning hon trong
vong vai ngay sir dung thudc, Xay ra phan ing phan vé, ddc than hay viém dai trang mang gia.
Thong bao cho béc si nhirng tic dung khéng mong mudn gap phai khi dung thube.

9- Nén tranh ding nhirng thudc hodc thye phiam gi khi dang diing thudc nay?

' Nging thudc va dung cac thude chdng di tmg néu can.
|
|

Probenecid rc ché bai tit c4c cephalosporin qua than, do d6 lam tang va kéo dai nong do ciia

| cephalospon‘n trong huyét thanh.

' 10- Cin 1am gi khi mét 14n quén ding thube?
| Nén dung lidu da bo sot ngay khi nhé ra. Tuy nhién, néu gan dén thoi gian uong liéu ké tiép, bo |
qua liéu da quén va udng liéu ké tiép vao giv thuong 1é. Khong dung lidu gip ddi dé bu cho liéu

| bo 50t.

11- Cén bio quén thudc nay nhu thé nao?

| Dé noi kho réo, tranh 4nh séing, nhiét d6 khong qua 30°C.
' 12- Nhirng ddu hi¢u va tri¢u chimg khi ding thudc qua liéu
| Triéu chimg: Cac triéu chimg va dau hiéu ngd doc do dung qua liéu cac khang sinh nhém beta-

lactam bao gdbm budn nén, ndn, dau thugng vi, tiéu chdy va co giét.

| 13- Cin phai 1am gi khi ding thudc qua liéu khuyén c4o?

trong thoi gian dai.

Xue tri:

. Xir trf qué lidu cAn xem xét dén kha ning qua lidu cia nhiéu loai thudc, su trong tic thudc va
dwoc dong hoc bét thuong ctia ngudi bénh.

. Rira da day thuong khong can thiét trir khi da udng cefradin gip 5-10 lan lidu binh thuong.

. Thim phén méu khong can thiét trong trudng hop qué liéu cefradin.

. Bio vé dudng ho hip cia ngudi bénh, hé tro thong khi va truyén dich. Lam giam Kap thu thuc
bfmg céch cho udng than hoat thay thé hodc thém vao viée rira da diy. Can bio vé dudng hd
hap ctia ngudi bénh lac dang rira da day hodc dang dung than hoat. \

14- Nhirng didu cin than trong khi ding thubc nay?

Dung cefradin dai ngay c6 thé lam phat trién qué mirc cac vi khuan khong nhay cam.

Thén trong khi dung thudc trén nhiimg nguoi suy than, nguoi co tién str viém dai trang, tien sir di

| g voi penicilin.

Phéi theo dbi chirc ndng than va mau trong qua trinh diéu tri, nhét 1a khi dung thudc véi liéu cao
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Sir dung trén phu nir ¢6 thai: Cefradin qua nhau thai rt nhanh trong thoi ky mang thai. Cac |
cephalosporin thuong dugc coi nhu an toan khi dung cho ngudi mang thai.

' Sir dung trén phu nir dang cho con bi: Cefradin bai tiét trong sira me, nén than trong khi dung !
thubc trén phu nir dang cho con bi.
Anh huéng ciia thuoe dén kha ning diéu khién tau xe va van hanh may méc: Thuoc khong |
anh huong dén kha ning l4i xe va van hanh may moc. |
15- Khi ndo cAn tham vén béc si?

| Nén tham vén bac si trong nhimng trudng hop sau:

Khi thudc khong dat duoc hiéu qua tri liéu nhur mong mubn trong qua trinh didu tri.

Khi xut hién céc phan tmg di img hodc triéu chimg méi bét thudng ngay ca khi thube duoc st |
dung véi liéu khuyén céo.

‘ Néu can thém théng tin xin héi y kién bdc si hodc dwgc si.
' 16- Han ding ciia thudce
| 24 thang ké tir ngay san xut.

' 17- Nha san xuét/chi sé hiru gidy phép ding ky sin phim
| " CONG TY TNHH DUQGC PHAM GLOMED |
’ Dia chi: 29A Pai L Ty Do, KCN Viét Nam — Singapore, a

Thuan An, tinh Binh Duong.
‘ lS-Ngz‘ay xem xét sira ddi, cap nhit lai ngi dung huémg din sir dung thube: 10/04/2017
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