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THANH PHAN: M3i vi&n nén bao phim chifa cephalexin
500 mg duti dang cephalexin monohydrat.

Té duge via di 1 vién,

Chi djnh, céch ding, chng chi djnh va cdc théng
tin khac: Xem trong t& huéng din st dung thudc kém

BE XA TAM TAY TgEEM
BOC KY HUGNG DAN SU' DUNG TRUGC KHI DUNG

Tigu chudn chél lugng: USP  SDK: VD-

Sin xudt b&i: CONG TY CP TRUST FARMA QuOC TE
36 bai 19 Hu Nghi, Khu ¢dng nghigp Vigt Nam-Singapore,
Phuing Binh Hda, Thanh phd Thudn An, Tinh Binh Dugng,

theo.
BAO QUAN: Noi khd, nhigt dg khdng qui 30°C, tranh  Viét Nam.
e anh sdng.
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Hoép 10 vi x 10 vién

THANH PHAN: MGi vién nén bao phim chira cephalexin
500 mg dudi dang cephalexin monohydrat.

Té& dugc vira dii 1 vién.

Chi dinh, céch ding, chéng chi dinh va cac théng tin
khéc: Xem trong ti huting din sif dung thusc kim theo.
BAO QUAN: Noi kh, nhigt do khong qud 30°C, tranh
énh séng

E XA TAM TAY TRE EM

BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG
Tiéu chuén chat lwgng: USP

SDK: VD-XXXXX-XX

SLSX/ Lot No.:
NSX/ Mfg. Date:
HD/ Exp. Date:

San xuit bdi: CONG TY CP TRUST FARMA audc TE
36 Dai 16 Hiu Nghi, Khu cng nghiép Viét Nam-
Singapore, Phutng Binh Hoa, Thanh ph8 Thudn An,
Tinh Binh Dugng, Vigt Nam.
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Cephalexin 500 mg

Hop 10 vi x 10 vién nén bao phim &

COMPOSITION: Each film coated tablet contains
cephalexin 500 mg as cephalexin monohydrate.
Excipients sq. for 1 tablet.

Indications, administration, contra-indications and
other information: see package insert.

STORAGE: Stored at dry place, temperature not
exceed 30°C, protect from light.

KEEP OUT OF THE REACH OF CHILDREN

READ CAREFULLY THE PACKAGE INSERT BEFORE
USE

Specification: USP

Reg No.: VD-XXXXX-XX

Manufactured by: TRUST FARMA INTERNATIONAL JSC.
36 Huu Nghi Avenue, Vietnam-Singapore Industrial Park,

Binh Hoa Ward, Thuan An City, Binh Duong Province,
Vietnam.

B( Prescription only
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Cephalexin 500 mg f

Box of 10 blisters x 10 film coated tablets &
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Rx TO HUONG DAN SU DUNG THUOC

Adverlex® 500 Tab

Cephalexin 500 mg
1. TEN THUOC

Adverlex® 500 Tab
2. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

Thuée nay chi ding theo don thuic.
Dé xa tam tay tré em.
Doc kff hudng dan sir dung triede khi ding
3. THANH PHAN CONG THU'C THUOC
Thanh phan hoat chdt: Cephalexin 500 mg (dudi dang cephalexin monohydrat)
Thanh phan td diwoc: Lactose khan, Natri starch glycolat, Povidon K30, Colloidal silicon
dioxyd, Magnesi stearat, Hydroxypropyl methylcellulose, Polyethylen glycol 6000, Titan
dioxyd, Tale.
4. DANG BAO CHE
Vién nén dai, bao phim mau tréng, mot mét cé vach ngang, mot dédu c6 khéc sb <5007, mdt diu
c6 khéc chit “FPX”, mit con lai ¢6 khic sb “2813".
5. CHI PINH
Cephalexin dugc chi dinh trong diéu tri nhiém khuén dudng hd hap, nhiém khudn duong tiét

niéu, nhiém khudn da vd md mém, viém tai gitta va cdc bénh nhiém khuin khéc do céc vi
khuan nhay cam.
6. CACH DUNG VA LIEU DUNG
Cdch dung: Cephalexin dung theo dudong udng. Udng nguyén vién cing véi nudc.
Liéu dung:
Nguoi lén: Lidu ding tir 1 - 4 g/ ngdly, chia lam nhiéu l4n.
Hau hét cdc nhidm khuén s& dap tmg véi liéu 500 mg mdi 8 gio.
Nhiém khuén da v md mém, viém hong do Streptococcal va nhidm khuén dudmg tit niéu nhe
khong bién ching diing lidu thong thudng 250 mg mdi 6 giv hoge 500 mg méi 12 gid.
D4i véi nhitng bénh nhiém khuén ngng hon hogc do nhitng vi khun kém nhay cam hon, c6 thé
can phai sir dung liéu lwong 16n hon.
Nguoi cao tudi:
Liéu lugng nhu ddi véi ngudi 16m. Nén giam lidu khi chirc ning thén bi suy giam ro rét.

Tré em va thanh thiéu nién:

Liu thong thuong cho tré em 13 25 — 50 mg/kg chia lam nhiéu 1in.
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Nhiém khuén da va md mém, viém hong do Streptococcal va nhiém khuan duong tiét niéu nhe
khong bién chimg, tong liéu hang ngay ¢ thé dugc chia nhé va diing céch mdi 12 gidy mot lan.
Péi voi hdu hét cac nhidm khuan, lidu khuyén ding nhu sau:

Tré em duéi 5 tubi: 125 mg mdi 8 gio.

Tré em tir 5 tudi tro 1én: 250 mg mdi 8 gio.

Trong trudng hop nhidm khudn ning, lidu luong c6 thé tang gap doi.

Trong diéu tri viém tai giita, cdc nghién ctru 1dm sang cho thiy can dung liéu 75 — 100
mg/kg/ngay, chia lam 4 lan.

Trong truong hop nhidém khuéan do lién cau khudn tan huyét beta, nén diéu trj trong thoi gian it
nhét 10 ngay.

. CHONG CHI PINH

Khéng ding thude cho nhitng bénh nhén dj (mg v&i bét cir thanh phan nio cta thude hodc bénh
nhin c6 tién st di tmg voi cephalexin hay véi nhém khéng sinh cephalosporin

Trong trudng hogp nhiém khuén toan than ning, cin diéu tri bing cephalosporin duong tiém,
khong nén diéu tri bang duong udng trong giai doan cép tinh.

. CANH BAO VA THAN TRONG KHI DUNG THUOC

Cefalexin nén dugc diing mdt cdch than trong cho nhiing bénh nhan c6 biéu hién qué man véi cic
thudc khdc. Cén than trong khi diing cephalosporin cho nhiing bénh nhén nhay cam véi penicilin,
vi ¢6 mdt sé bing chimg vé kha ning giy di img chéo mét phan giita penicilin v cephalosporin.
Bénh nhan di c6 phan tmg nghiém trong (bao gdm ca phan vé) véi ca hai loai thudc.

Viém dai traing gia mac di dugc bdo cdo véi hau nhu tAt ca cdc loai khang sinh phd rong, bao
gdm ca macrolid, penicilin ban tdng hop va cephalosporin. Do d6, didu quan trong 12 phai xem
xét chan dodn viém dai trang gid mac & nhitng bénh nhan xudt hién tiéu chay lién quan dén
viéc str dung khédng sinh. Bénh viém dai trang c6 thé & murc ¢ nghiém trong tir nhe dén de doa
tinh mang. Cac trudmg hop nhe cla viém dai trang gia mac thuong chi ddp tng véi vigc ngiimg
thudc. Trong trudng hop trung binh dén nang, can 4p dung cic bién phap thich hop.

Néu bénh nhén bi phan tng qué man véi cephalexin nén nglng thude va bit ddu diéu tri bang
céc thubce thich hop.

Str dung cephalexin kéo dai c6 thé dan dén sy phét trién qué mirc ctia céc sinh vét khéng nhay
cam. Cn phai theo dbi cén than bénh nhan. Néu xay ra bdi nhidm trong qua trinh diéu tri, cin
ap dung cic bién phép thich hop.

Cephalexin nén dugc dung thén trong khi chirc nang thén bi suy giam rd rét vi thudc duoc thai
trir chit yéu qua than. Céc nghién ctu cAn than trén lam sing va phong thi nghiém nén dugc
thue hién vi lidu lugng an toan cé thé thap hon liéu lugng thudng duge khuyén cdo.

Céc xét nghiém Coombs tryc tiép dwong tinh da duge bdo cdo trong qué trinh didu tri bang

khéng sinh cephalosporin. Di v&i cdc nghién ciu v& huyét hoc, hodc trong cdc quy trinh

2/6

/



https://trgngtamthuoc.com/

97 CTY CP Trust Farma Quoc Té ADVERLEX® 500 Tab

truyén méau chéo két hop khi xét nghiém khéng globulin dugc thye hién & tré nho, hodc trong
xét nghiém Coombs trén tré so sinh c¢é me da duge dung khang sinh cephalosporin trugce khi
sinh, can luu ¥ rang xét nghiém Coombs dwong tinh ¢6 thé do thude.

O nguoi bénh diing Cephalexin ¢6 thé ¢ phan ting dwong tinh gia khi xét nghiém glucose
niéu bang dung dich "Benedict”, dung dich "Fehling" hay sulphat dong, nhung véi céc xét
nghiém bing enzym thi khong bi anh hudng.

Hoi chirng ngoai ban mun mu toan than cép tinh (AGEP) di dugc bdo cdo lién quan dén diéu
tri bing cephalexin. Tai thoi diém ké don cephalexin, bénh nhin nén duge théng bdo vé céc
dAu hiéu va triéu chimg va theo doi chit chd cdc phan img tién da. Néu xudt hién cdc ddu hiéu
va triéu chimg goi ¥ dén nhimg phan img nay, nén ngimg ding cephalexin ngay 18p tirc va can
nhéc phuong phép diéu tri thay thé. Hau hét cdc phan tmg nay rat c6 thé xay ra trong tudn déu
tién trong qud trinh diéu tri.

Thén trong vai ta duoc Lactose:

Khong nén ding thudc cho bénh nhén bi rbi loan di truyén hiém gip nhu khong dung nap

galactose, thiéu hut lactase hoan toan hogic kém hép thu glucose — galactose.

. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thoi ky mang thai

Cac nghién ctu trong phong thi nghiém va lam sang cho thdy khong ¢ bang chimg vé kha
ning giy quéi thai, nhung can thn trong khi k& don cho bénh nhan dang mang thai.

Thoi ky cho con bi

Su bai tiét cia cephalexin trong sita me ting 1&n t&i 4 gid sau khi ding mot liéu 500 mg. Nong
d6 thubc dat mie i da 1a 4 microgam/mL sau d6 giam déan va bién mét sau 8 gir ding thude.
CAn than trong khi diing cephalexin cho phy nit dang cho con bu.

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Cephalexin khong anh huong dén kha néng 14i xe hodc st dyng mdy méc.

11. TUONG TAC, TUONG KY CUA THUOC.

Céc cephalosporin nhu cephalexin hoat dong chéng lai sy phat trién cta vi khuan vi vdy khong
duing két hop vai cdc khang sinh kim khuén.

Str dung ddng thoi véi céce thude ting dao thai acid uric (nhu probenecid) lam tc ché qud trinh
thai trir cephalexin qua than. Dén t6i 1am ting ndng dd cephalexin trong huyét twong va kéo
dai thoi gian bén thai cta thudc.

Thudc loi tidu manh: Néu ding két hop cephalexin véi cic thube lgi tiéu manh nhu (acid

ethacrynic, furosemid) hodc cdc khing sinh khdc c6é kha ning giy doc cho than

(aminoglycosid, polymyxin, colistin), cephalosporin c6 thé cho thdy doc tinh cao hon trén thén.
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Thudc chéng dong: Ding két hop cephalosporin véi thude chdng dong mau duong udng cé thé
kéo dai thoi gian prothrombin.

Metformin: Tuong tdc tiém an gitta cephalexin vid metformin ¢6 thé din dén tich liy
metformin va ¢6 thé dan dén nhiém toan lactic gay tir vong.

Ha kali mdu di dugc bdo cdo ¢ bénh nhan ding thude giy dde té bao bach ciu khi duge cho

dung gentamicin va cephalexin. )
12. TAC DUNG KHONG MONG MUON CUA THUOC

Phén loai tac dung khéne mong mudn theo tin suét

Loai h¢ Thuong
thong co gap
quan

It gap Hiém gip Khong xac dinh

Céc phan (rng dj ing nhur phat
ban, may day, phu mach va
hiém khi héng ban da dang,
hdi ching Stevens-Johnson va
hoai tir biéu bi nhiém doc

Soc phan vé va Hoi ching

g mun mi ngoai ban toan than
Toan thin

(hoai tir ngoai ban)

Cac phan Ung ndy thudng
giam khi ngirng thuodc, mot s6
trrdmg hop ¢ the can diu tri

hd tro

cap tinh (AGEP) ciing da
duwoc bao cdo.

Tiéu hoa

Tiéu chay.

R6i loan
da day-
rudt,
budn
ndn,
non,
ching

kho tiéu.

C6 kha nang phét trién viém
dai trAng gia mac vd do dé
quan trong 1a phai xem xét
chin dodn & nhitng bénh
nhdn bj tiéu chay trong khi
ding cefalexin. Do c6 thé &
mire d¢ nghi€ém trong tir nhe
dén de doa tinh mang,
truong hop nhe thudng dip
img voi viée nglmg dieu tri,
voi cdc trudng hop tir trung
binh dén nang can duge thuc
hién cic bi¢n phdp thich
hop.

Gan

Viém gan thodng qua, ving da,

{r mat

Thén

Viém than ké

Tiét niéu —
sinh duc

Ngta bd phén sinh duc —
hiu mon, nhiém nam
Candida sinh duc, viém am
dao va sur tiét dich 4m dao.

Maiu

Tang bach cau 4i toan, gidm
bach ciu trung tinh, giam
tiéu cau, thiéu mdu tan
huyét, tang nhe AST va
ALT.

Théan kinh

Chéng mat, mét moi, dau
dau, kich dong, ld lan, do
gidc

Khac

Viém khop, dau khop va roi
loan khép.
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13. QUA LIEU VA CACH XU TRi
Triéu chimg: Céc tri¢u chimg qué lidu khi ding dudng udng bao gdm budn nén, nén, dau tiic
vung thugng vi, tiéu chay va tiéu ra mau.
Xt tr qud lidu:

Xir trf chung bao gdm theo dGi chit ché trén 1am sang va xét nghiém cdc chirc ning huyét hoc,
than, gan va tinh trang d6ng mau cho dén khi bénh nhén n dinh.
Nong dd cephalexin trong huyét thanh c¢6 thé duoc giam bing céch thdm tich méu hodc thim
phén phic mac.
Trlr khi dd udng 5 dén 10 1an tdng liéu binh thuong hang ngay, khéng cin khir doc da day-rudt.
Pi c6 bdo cdo v& tinh trang tiéu ra mdu ma khong lam suy gidm chirc ndng thén ¢ tré em vo
tinh uéng qua 3,5g cephalexin trong mot ngdy. Didu tri hd tro (truyén dich) va khéng ¢6 di
chimg nao dugc bdo céo.

14. CAC PAC TINH DUQC LUC HQOC
Nhém duge 1y: Cephalexin thugc nhém khdng sinh cephalosporin thé hé thi nhat.
Ma ATC: JOIDBO1.

Co che khang khuan: Cephalexin c6 tdc dung diét khuan doi véi cdc vi khuan nhay cam bang

céch e ché qua trinh sinh tdng hop thanh té bao vi khudn.
Phé khéng khuan:
Vi khuAn Gram dwong:
Staphylococci (phan ng coagulase duong tinh, cic chiing tiét penicillinase), Streptococci,
pneumococci, Corynebacterium diphtheriae, Baccillus anthracis, Clostridia, Listeria
monocytogenes, Bacillus subtilis va Bacteroides melaninogenicus.
Vi khuian Gram 4m
Escherichia coli, Salmonellae, Shigellae, Neisseria, Proteus mirabilis, mot ) chung
Haemophilus influenzae, Brucellae, 10ai Klebsiella, Treponema pallidum va xa khuan.

15. CAC PAC TINH DUQC PONG HQC
Hdp thu: Cephalexin dugc hap thu gin nhu hoan toan qua dwdng tiéu héa va dat ndng do dinh
trong huyét twong khoang 1 gi¢ sau khi diing.
Liéu 500 mg tao ra ndng d¢ dinh trong huyét tuong khoang 18 pg mdi mL; ting gdp doi lidu
lam tang gap d6i ndng d6 dinh.
Phdn béCephalexin d& dang khuéch tin vao cdc md, bao gdm xwong, khép va céc khoang
mang tim cfing nhu mang phdi. Chi 10-15% liéu dung lién két véi protein huyét tuong.
Chuyén héa va thai triz: Khoang 80% lidu diing dugc thai trir qua nudc tiéu & dang khong ddi
trong 6 gidr dau.
Cephalexin vao dich ndo tiy v6i sd luong khong dang ké. Cephalexin qua dugc nhau thai va
mdt luong nhé duoc bai tiét vao stra me. C6 thé tim thiy thube & ndng do ¢ hiéu qua diéu tri
trong mat va mot luong thude c6 thé duoc bai tiét qua duong nay.
Thoi gian bén thai dd dugc bdo cdo 1a tir 0,5 dén 2 gidr va kéo dai hon khi bi suy giam chirc ning

A

than.
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16. QUY CACH PONG GOI
Hop 1 vi x vi 10 vién nang ctiing. Vi Al - Al
Hop 3 vi x vi 10 vién nang cimg. Vi Al — Al
Hop 10 vi x vi 10 vién nang cliig. Vi Al — Al
17.PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Diéu kién bao quan: Noi kho, nhiét do khong qué 30°C, trdnh dnh séng.
Han ding: 36 thang, ké tir ngay san xuét.
Tiéu chudn chét lugng cia thude: USP.
18. TEN, PIA CHi CUA CO SO SAN XUAT
E) & Cong ty c6 phan Trust Farma Quoc Té
g j 36 Dai 1§ Hitu Nghi, Khu Céng Nghi¢p Viét Nam-Singapore,

phuong Binh Hoa, Thanh phé Thuan An,Tinh Binh Duong, Viét Nam.

Ngay./o thang ofnam 2021

TONG GIAM POC 5

NGUYEN QUANG PHI TIN
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