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VRS Sl 8 A N CON
1. TEN THUOC: LIEN DOAN!

FRANLEX 500 DUQC PHAM ) 1:
, . . ) #\ FLOGE FRANCE / J;
2.  CAC CAUKHUYEN CAO: VIET NAM

Thuoc ban theo don

Doc ki hieéng dan sir dung tricée khi ding
Dé xa tam tay tré em

Théng bdo cho bdc sT hodc diroc sTnhiing tdc dung khong mong muon gap phdi
khi sir dung thuée

3. THANH PHAN - HAM LUOQNG:

Ioat chat: Cephalexin (dudi dang Cephalexin monohydrat) ......... 500 mg,

Ta dupce: Colloidal silicon dioxyd, magnesi stearat vira di 1 vién.

4. MO TA SAN PHAM:

Vién nang cing mau tring - xanh, bén trong chira bot thude mau tring dong nhit.
5. QUY CACH:

[iop 10 vi x 10 vién.

6.  THUOC NAY DUNG CHO BENH Gi:
Cephalexin dugc chi dinh diéu tri cac truong hgp nhi&ﬁm do cic vi khuin

nhay cam: nhiém khuan duong ho hédp. vidm tai eitra. nhilm khudn da va mo
mém, nhiém khuan xwong khap, nhiém khudn dudng tiét ni¢u - sinh duc. bao gom
ca viém tuyén tién liét cdp tinh, nhidm khuan rang micng.
7. NEN DUNG THUOC NAY NHU THE NAO - LIEU LUONG:

Dung thude theo chi din ciia bac sy. Udng ca vicn thude cung vol nude.

Newoi lén va tré em trén 15 tuéi:

500me moi 12 gid. Dung trong 7-14 ngay.

DG1 voi cac truong hop nhi¢m khuan ning hon. licu ding mot ngay ¢o thé 1¢én dén
. chia 2 hodic 4 1an.

4

<

it

Tre em trén 1 tudi:

LLidu thuong dung: 25 — 50 mg/kg/ngay, chia lam nhi¢u lan. Ding trong 7-14
ngay. Trong truomg hop nhiém Streptococcus {3 tan mau, dot ding (6i thicu 1a 10
ngay.

Trong cac nhidém trung ning, tong liGu hang ngay 1a 50-100mg/ke. chia thanh
nhicu lan.

Viém tai gitra: 75 - 100 mg/kg/ngay, chia nhicu lan.

Diéu chinh liéu ding dbi véi nguoi 6n va (ré em trén 15 i ¢é chive ning
thian suy giam:

Chire néing thin Li¢u diéu chinh

DO thanh thai Creatinin > 60 ml/phut Khong diéu chinh licu

3



https://nhathuocngocanh.com/

D6 thanh thai Creatinin: 30 dén 59
ml/phut

D6 thanh thai Creatinin: 15 dén 29
ml/phut

Do thanh thai Creatinin: 5 dén 14
ml/phat, chua chay than (*)

DO thanh thai Creatinin:1 dén 4 ml/phat, 250 mg, moi 48 gio hodc 60 gio
chua chay than (*)

(*) Khéng c6 dui théng tin dé dia ra cdc khuyén cdo vé diéu chinh licu o bénh nhan
tham tach mdu.

8. KHINAO KHONG NEN DUNG THUOC NAY:

- Neuoi bénh ¢o chie ning thin suy giam ¢6 dd thanh thai creatinin < 30

ml/phat (do li¢u dang khong phii hop véi Franlex 500).

- Nhiém khuén toan than ning

- Qud man voi cephalosporin hodc bat ¢tr thanh phan nao cta thude.

- Di g véi khang sinh nhom cephalosporin.

- Ngudi bi bénh porphyria cép.

- Dung than trong véi ngudi ¢o tién st qua man vai cdc thude khac. di ne

vaOi penicilin.

9. TACDUNG KHONG MONG MUON:

Néu xudt hién cac dau hicu cua phan tme di ang nhu: phat ban, ngta. sét, sung

moi, mi mit, ludi. kho thd, ban nén ngung dung thude va o1 edp bac singay.

Cde tde dung khéng mong muon ¢é thé gép khi ding cephalexin:

Thirong gdp:

Tiéu hoa: ticu chay, budn non.

It gap:

Mau va h¢ bach huyét: tang bach clu 4i toan.

Da va cac md dudi da: phat ban, n6i may day, ngira.

X¢étnghiém: ting ASAT, ALAT ¢6 hoi phuc.

Hiem gap:
Mau va h¢ bach huyct: giam bach cau, giam ¢t dau. thiCu mau tan mau,

Than kinh: chong mat, nhtre dau.

Iiéu hoa: dau bung. non, kho ti¢u, viém dai trang mang gia.

Than - tiét niéu: viém than k& ¢6 hoi phuc.

Da va cac mo dudi da: hoi chirng Stevens-Johnson. hong ban da dang. hoai i
thuong bi nhiém doc (hoi ching Lyell), sdc¢ phan v¢.
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Nhi¢m khuan va nhiém ky sinh trung: ngira b0 phin sinl duc va hiu mon, viém

am dao.

¢ mién dich: phan ng phin vé.
Gan mat: viém gan, vang da & mat.
Toan than: m¢t moi.

Tén sudt khong ro:

Co xuong khép va mo lién két: dau khap, viém khop.

Nhiém khuan va nhiém ky sinh tring: nhim Candida am dao.

Toan than: sot.

Tam than: do gidc, kich dong. 14 1an.

X¢ét nghiém: Coombs test truc tiép duong tinh, glucose ni¢u dwong tinh gia.

10.  NEN TRANH DUNG THUOC HOAC THUC PHAM GI KHI DANG
SU DUNG THUOC NAY:

Thong bdo cho béc st hodc dugc si néu ban dang dung bt ky loai thude nido, dac
biét la cac thude sau:

- Metformin

. Thude chong dong theo duong ubng.

- Probenecid (ditu tri b¢nh gut).

- Cac khang sinh amphotericin, aminoglycosid, caprcomycin, vancomyein.

- Thude loi ticu quai (furosemid).

- Thude dicu tri bénh bach céu.

- Thude tranh thai cho duong udng.

1.  CANLAM GI KHI MOT LAN QUEN KHONG DUNG THUOC:

Néu ban quén mot lidu, ubng thude ngay khi ban nhd ra. Néu edn (hoi dicm dong
licu tiép theo, bo qua lidu da quén va udng tiép thude nhu binh thuong. Khong
udng ap doi licu.

12 CAN BAO QUAN THUOC NAY NHU THE NAO:

Noi kho, nhiét do khong qua 30°C. Tranh anh sing.

13.  NHOUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA

LIEU:

Triéu chimg khi dung thude qua li¢u bao eOm ﬁ:&% noén. dau thugng vi, ticu
chay, dai ra mau.

14. CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN
CAO:

Khi qua licu, thong bao ngay cho bac sT hoic dén co sé y 1¢ gin nhét d¢ duge theo
dot va xu tri kip thot.

15.  NHOUNG DPIEU CAN THAN TRONG KHI DUNG THUOC NAY:

- Thong bdo cho bac si hodc dugce sTtrude khi dung thude néu ban:

B Ay o
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tTung ¢o phan (g di (g voi cdc khang sinh cephalosporin, penicilin hodc cac
thude khac.

t Suy giam chure ndng than.

- St dung dai ngay cephalexin ¢o thé lam phat
khong nhay cam.

- Khi str dung cephalexin ¢6 thé xay ra viém da
bio cho bac si néu ban bi tiéu chay khi dung thudc.
- Cephalexin ¢ thé giy anh hudong dén két qua (két i

sO x¢ét nghiém mau va nude tiéu nhu thi nghi¢m (,oomhs x¢t nOhlun Ulll SOSE
ni¢u biang dung dich Benedict. Fehling hay déng sulfat. Thong bédo cho bic si biét
ban dang phai lam cac xét nghiém mau hay nude ticu, hoac khi duge chi dinh cic
xét nghiém nay khi dang dung thude, thong bdo cho bic si ban dane dung
cephalexin.

Thoi ky mang thai va cho con bu:

Nén hoi y kién bac si hodc duoc si trude khi su dung thube nay néu ban dang
mang thai hodc cho con b.

- Chua ¢6 bing chimg vé viée gdy quai thai. Tuy nhién, nén thin trong va
chi str dung cho ngudi mang thai khi that cin thiét.

- Cephalexin duoge tiét qua stta me v6i ndng do thip. Can than trong khi st
dung cho phu nit dang cho con bu, ¢ thé gdy anh hudng dén hé vi sinh duong
rudt cua tré¢ bu me.

Kha ning lai xe, vin hanh may moc:

Chua ghi nhén dugc anh hudng cua cephalexin t¢i kha nang lai xe, van hanh may
moc. Tuy nhién. ban nén than trong vi doi khi thude ¢o thé gdy chong miit. nhie
dau, 1a 1an.

16. KHINAO CAN THAM VAN BAC Si, DUQC Si:

Hoi v kién bac si hodc duge si trude khi st dung thude néu ban dang mang thai
hodc cho con ba; bi suy than; ting ¢6 phan tng di tng voi cac khang sinh
cephalosporin, penicilin hodc cac thude khac: dang dung thude probenecid, cic
khang sinh amphotericin, aminoglycosid, caprcomycin, vancomycii, thude loi
ticu quai (furoscmid), thude didu tri bénh bach ciu.

Néu cin thém thong tin xin héi y kién bic sy hodc dwoc sy

17.  HAN DUNG: 36 thang ké tir ngay san xudt

18 San xuat tai
CONG TY LIEN DOANH DUQC PHAM Ei,,()(ﬂg, “RITANCE VIET NAM

Khu cong nghi¢p Qué Vo, Bic Ninh

Dicn thoai : 0222.3617888 Fax : 0222.3617789
19.  Negay cip nhit ndi dung: Neay cip s dang ky hodc ngdy phé duyél stra

i()l bod sung.
il. NOI DUNG HUONG DAN SU DUNG CHO CAN BOYT E
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1. CACPAC TINH DUQC LUC HQC, CAC DAC TINH DUQC BONG
HOC

DUQC LUC HHOC

Nhom dwoc ly: Khang sinh nhom cephalosporin, Ma ATC
Cephalexin [a mot khang sinh phd rong dang  dufy
cephalosporin. Cephalexin ¢o tac dung di¢t khuan trén
bing cach (e ché sy tong hop vach té bao vi khuan. Cej

vitro trén cac vi khuan sau:
Vi khudn Gram duong: Streptococci beta tan huyét: Staphylococei, bao gom cac
chiing ¢6 va khong co6 men coagulase, vi khudn tiét penicillinasc: Streprococcus
pneumonidae.

Vi khuan Gram am: Escherichia coli; Proteus mirabilis; Klebsiella spp.:
Haemophilus influenzae, Branhamella catarrhalis.

Céc vi khudn khang thudc:

Hau hét cic ching Enterococci (Streptococcus faecalis) va mot s6 chung
Staphylococci khang cephalexin.

Thude khong ¢é tac dung trén hiu hét cac ching Enterobacter spp., Morganella
morganii, P. vulgaris, Pseudomonas, Ierellea spp., Acinetobacter calcoaeticus.
Streptococcus pneumoniae khang penicilin thuong khang chéo vai cac khing sinh
beta-lactam. Khi thtr nghiém in vitro, Staphylococei biéu 16 kha nang khang chéo
gifta cephalexin va cdc khang sinh methicillin.

Co ché khin o thuie:

Céce vi khuan khiang cephalexin ¢o thé mot hodc nhicu ly do sau:

- Thity phén béi cac beta-lactamase pho rong vi/hoice boi cac enzym ma hoa
nhiém sic thé (AmpC) ma co thé duoe tao thanh hodic xuat hién & mot sb loai vi
khudn Gram am.

- Giam i lue ddi véi cic protein mang penicillin.

- Giam tinh thAm mang ngoai cua mot s6 loai Gram am han ché su xam nhap
cdc protein mang penicillin.

- Dao thai thude.

Mot vi khuan don 1¢ ¢6 thé tdn tai nhiéu hon mot co ché khéang thude. Phu thude
vio timg co ché khang thude, vi khudn ¢o thé ¢o bicu hicén khang chéo ddi vai mot
vai hodic vai tt ca cac beta-lactam khac va/hoic cac thude khang sinh nhom khéc.
DUQOC DONG HHOC

Cephalexin dugc hflp thu nhanh va hau nhu hoan toamd\ddong tiéu hoa, dat nong
do dinh trong huyét twong khoang 1 giv sau khi uéng. Sau khi dung licu 250 meg,
500 me. 1 g, nong do dinh trung binh trong huyét twong khoang 9, 18. 32 mg/l
tuong rng. Nong do cephalexin trong huyét trong van duoc phat hién 6 eid sau
khi dung thude. Khi uéng cung thuc an, hip thu cephalexin chdm hon v gidgm
nhe, ¢6 thé 1am chdm qua trinh thai trir thude.

Khoang 10 - 15% lidu lién két vai protein huyét twong. Cephalexin phén bé rong
khiip trong co thé nhung lugng thudc vao dich ndo tay khong dang k&, trir khi
mang ndo bi viém. Thude qua dugc nhau thai va vao dugc sta me voi mot lugng
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nho. Nong do thudce ¢o tdc dung dicu tri ¢o the dugce thay trong mat. Thuoc khong
tich lay khi licu ding vot qué liéu dicu tri tdi da 4 g/ngay.

Khoang 80% licu cephalexin hodc nhlcu hon thai trir

~

khong doi trong vong 6 gitr qua loc cdu than va bai (i 500

mg nona do trong nude ticu cao hon 1 mO/ml Pmnu

2. CHIDINH:

Cephalexin duoc chi dinh didu tri cac truong hop nhiém khuan do cac vi khuan
nhay cam: nhiém khudn duong ho hép, viém tai gitra, nhiém khuan da va mo
mém, nhiém khuan xuong khop, nhiém khuin dudng tiét nicu - sinh duc, bao gdm
ca viém tuyén tién liét cp tinh, nhi¢m khuin ring miéng.

3. LIEU DUNG, CACH DUNG:

Udng ca vién thude ctng vai nude.

Newoi [om va tré em trén 15 tuéi:

500mg moi 12 gid. Dung trong 7-14 neay.

DGI vai cac truong hop nhiém khuén ning hon, licu ding mot ngay ¢ thé ién dén
4g, chia 2 hodc 4 lan.

Tré em trén 1 (udi:

lidu thuong dung: 25 - 50 mg/ke/ngay. chia lam nhicu lin. Ding trong 7-14
ngdy. Trong truong hop nhiém streptococcal P tan mau. dot dung toi thicu 1a 10

ngay.
Trong cac nhi¢m trung ning, tong licu hang ngay la 50-100mg/ke. chia thanh

nhicu lan.

Viém tai gitra: 75 - 100 me/kg/ngay. chia nhicu lan.

Diéu chinh liéu diing doi voi ngwoi lom va iré em trén 15 tudi ¢o chire ning
thin suy giam:

Chire niang thin Li¢u diéu chinh

D0 thanh thai Creatinin > 60 ml/phut Khong di¢u chil%

D6 thanh thai Creatinin: 30 dén 59 Khong di¢u chinh lidu; licu 61 da mdi
ml/phit ngay l hong qua lg

DO thanh thai Creatinin: 15 dén 29 250 mg, mdi § it hofic mdi 12 gio

ml/phut

DO thanh thai Creatinin: 5 dén 14 ml/phat. 250 mg, moi 24 gio
chua chay than (*)

DO thanh thai Creatinin:1 dén 4 ml/phut, 250 mg, moi 48 gid hodc 60 gio
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chua chay than (*)

.:
2P0 obwic AN

(*) Khong ¢6 dui théng tin dé diea ra cdc khuvén cg éu o bénh nhdn

//1(!/72 tach mau.

%[ DUQC PHAM 'v
*\ ELOGE FRANCE /*

- Neuoi bénh ¢6 chirc ndng than suy giam ‘4
o _ H-1.8%
ml/phut (do li¢u dang khong phii hop véi Franlex 500):

- Nhi¢m khuén toan than ning

4. CHONG CHI DINH

creatinin < 30

- Qué man vai cephalosporin hodc bt ¢t thanh phan nao cia thude.

- Di trng véi khang sinh nhom cephalosporin.

- Ngudi bi bénh porphyria cap.

- Dung than trong vai neudi ¢6 tién s qua man voi cac thude khac, di wng
vO1 penicilin.

5. THAN TRONG

- Trude khi didu tri voi cephalexin, can tim hicu tién st phan tmg qud man
voi cac khang sinh cephalosporin, penicilin hodc cic thude khac. Cephalexin nén
duge dung than trong cho nguoi di tmg vé6i penicilin. Co mot s6 bing ching vé
kha ning gdy di Gmg chéo ctia penicilin va cephalosporin. Néu xay ra phan (g di
ang, nén ngime thude va dicu tri bing thude khac phi hop.

- Str dung dai ngay cephalexin ¢ thé lam phat trién qua mac cac vi khudn
khong nhay cam. Néu xay ra bdi nhi¢m. nén ¢6 bién phédp dicu tri thich hop

. Pa ¢o6 bdo cdo viem dai trang mang gida khi s dung cac khang xmi: plio
rong bao gdm cic macrolid. cac cephalosporin v penicilin ban tong hop. Cén chu
v chan doan bénh ndy ¢ nguoi bénh tiéu chay khi dung khdng sinh.

- Str dung thdn trong ¢ nguoi suy gidm chire ning than.

- Cephalexin ¢o thé gay duong tinh thu nghi¢m Coombs.

- C6 thé ¢6 phan tmg duong tinh gia khi xét nghi¢neced€ose nicu binge dung
dich Benedict, I'chling hay dong sulfat.

PHUNU CO THAI VA CHO CON BU

- Chua ¢o bang chung vé vide gdy quai thai. Tuy nhién, nén than trong va
chi str dung cho nguoi mang thai khi that can thiét.

- Cephalexin dugce tiét qua stra me voi ndng do thap. Cén than trong khi sur
dung cho phu ntr dang cho con bt, ¢6 thé gay anh huong dén hé vi sinh dudng
rudt cua tré¢ bu me.

ANH HUONG CUA THUOC BOI VOI CONG VIEC

(Ngwoi van hanh may moc, 1ai tau xe, nguwdi lam vife trén cao va cic trudng
hop khace)

Chua ghi nhan duuc anh hudng cua cephalexin t61 khd ning lai xe, van hanh may
moc. Tuy nhién, c¢én than trong vi doi khi thube ¢o thé gdy chong mat. nhic dau,

lu lan.
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6.  TUONG TAC THUOC
- Probenecid [am gidm thai trir cephalexin dan t6i ting
huyét tuong. ' :

- Cephalexin  dung ctung véi amphotericin,

aminoglycosid, caprecomycin, vancomycin lam ting ngu
- Dung dong thoi clng thude giy doc té bao didu\
lam giam kali mau.
- Ding dong thoi cephalexin vai cac thude chong dong T ubng co thé
kéo dai thoi gian prothrombin.

- Dung dong thoi cephalexin voi Metformin lam tang nong do trong huyét
trong va giam thanh thai Metformin ¢ than.

- Cephalexin ¢o thé lam giam hiéu qua cia thude tranh thai dudng udne.

7. TAC DUNG KHONG MONG MUON:

Cdc tac dung khong mong muon ¢é thé gap khi dimg cephalexin:

Thirong gap:

Ticu hoa: tiéu chay, budn non.

It gap:

Mau va h¢ bach huyél: tdng bach ciu ai toan.

Da va cdc mo dudi da: phat ban, noi may day, nglra.

Xét nghiém: tang ASAT, ALAT ¢ hoi phuc.

Hiém gap:

Mau va h¢ bach huyét: gidm bach ciu, giam tiéu cau, thiéu mau tan mau.

I'han kinh: chong mat, nhire dau.

Tic¢u hoa: dau bung, non, kho ticu, viém dai trang mang gia.

Than - tiét ni¢u: viém than k& co hoi phuc.

Da va cac mo dudi da: hoi ching Stevens-Johnson, Tomg ban da dang, hoai
thuong bi nhi¢m doc (hoi ching Lyell), sOc phan v¢.

Nhiém khudn va nhiém ky sinh tring: ngira bo phén sinh duc va hiu mén. viém
am dao.

I1¢ mién dich: phan tng phan vé.

Gan mat: vi¢in gan, vang da o mat.

Toan than: m¢t moi.

Tan sudt khong ré:

Co xuong khdp va mo lién két: dau khop. viém khap.

Nhi¢m khuan va nhiém ky sinh trung: nhiém Candida dm dao.

Toan than: sot.

Tam than: ao gidc, kich dong, 1a 1an.

8. SU DUNG QUA LIEU VA CACH XU LY:

I'ri¢u chirng: budn non, non, dau thugng vi, tiéu chay. dai ra mau.

G,
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- Xu tri: Theo doi lam sang va cac x¢t nghiénrw%ch inh trang
dong mau dén khi nguoi bénh on dinh. Khong can ff (wggm g i) da uong,

cephalexin gap 5 - 10 lan lidu thong thuong hang nga M%NAM




