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_ Gephalexin

250mg
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Hop 10 vi x 10 vién nang clng

THANH PHAN:
Cephalexin (dang Cephalexi drat) 250mg
Té due: vira di 1 vién,
CHI BINH, CHONG CHI DINH, THAN TRONG, LIEU DUNG, TAC DUNG PHY:
0 Xin ¥em 1 huang alin sif dyng bén trong hop thuds.
v BAO QUAN: Tranh &m va nh sing, nhiét 6 dudi 30°C.
TIEU CHUAN: Duge didn Viét Nam IV.

DE XA TAM TAY CUA TRE EM
DOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG

CONG TY CO PHAN DUGC PHAM MINH DAN
L& E2 - Budng N4 - Knu cong nghiép Hod Xa - Nam Binh - Vet Nam

I
& Prescription drug |

_ Gephalexin =
250mg : =

SPK/REG.N’
8| 9

COMPOSITION:

Cephalexin (3s Cephalexin monohydrate): 250mg
Excipients: aq

INDICATIONS, CONTRA-INDICATIONS, PRECAUTIONS, DOSAGE, SIDE EFFECTS:
Please read the enclosed leafiat.

STORAGE: Protected from maisture and light. Below 30°C.
SPECIFICATION: Pharmacopoeia Vietnamica, Editio [V

KEEP OUT OF REACH OF CHILDREN
READ ENCLOSED LEAFLET CAREFULLY BEFORE USE

MINH DAN PHARMACEUTICAL JOINT-STOCK COMPANY

CONG TY cO PHAN DUGC PHAM MINH DAN
Wiufie




Vi X 12 VIEN NANG - Vi CHEO)
KICH THUGC: 125 X 50 X 45 (mm)
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MAU NHAN HOP (10 Vi CHEO X 12 VIEN NANG ). Ti 1é 1/0,75
KiCH THUGC: 125 X 50 X 90 (mm)

& Thuéic ban theo don

Cephalexin

“dx3/aH

o1/ XS 91 98
PIN/xs ADBN

BuIQSZ
Uuixsa

Hép 10 vi x 12 vién nang cung

| THANH PHAN:
[ d

Q 0 {dang Cephalexi ; e 250G
Té duge: vira di 1 vién. |
) |

CHI DINH, CHONG CHI BNH, THAN TRONG, LIEU DUNG, TAC DYNG PHY:

Xin xem ¥ hutng ddn el dung bén frong hop thudc. |
BAO QUAN: Tranh dm va anh sang, nhiét ) duti 30°C.
TIEU CHUAN: Duge dién Vigt Nam IV.

DE XA TAM TAY CUA TRE EM
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG

CONG TY CO PHAN DUGC PHAM MINH DAN
16 E2 - Buding N4 - Knu cdng nghiép Hod Xa - Nam Dinh - Viét Nom
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Box of 10 blisters of 12 capsules
. 1
e
COMPOSITION: v
Cephalexin as 250mg M
Excipients: aq =
INDICATIONS, CONTRA-INDICATIONS, PRECAUTIONS, DOSAGE, SIDE EFFECTS;
Please read the enclosed leaflel. .
STORAGE: Protecied from moisture and fight Below 30°C.
SPECIFICATION: Pharmaccpoeia Vieinamica, Ediio 1V. -
KEEP OUT OF REACH OF CHILDREN %
READ ENCLOSED LEAFLET CAREFULLY BEFORE USE _ 0}'{ *
MINH DAN PHARMACEUTICAL JOINT-STOCK COMPANY ' -~ --1
Lot E2- NA stieet - Hoa Xa industial estatie - Nam Dinh province - Viet Nom i:
S——— - - — - - ;
PHAM MINH DAN
Vit [1—
HO TONG GIAM DOC
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(Vi chéo 10; 12 vién nang )
Kich thuéc 118 x 45mm
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MAU NHAN Vi THANG 10 VIEN
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WP -WH) yien nang climg

Cephalexin 500mg - 250mg

A8 T4 g9

Thudc ban theo don
Poc ki hwéng din sir dung trwde khi dung

Thanh phén:
Mdi vién nang cimg Cephalein 500mg chira:

Cephalexin (dang cephalexin monohydrat) 500 mg.

Mdi vién nang cirng Cephalein 250mg chira:

Cephalexin (dang cephalexin monohydrat) 250 mg.

Ta duge vira di 1 vién.
Duge lye hoe:

Thudc c6 chira cephalexin 1a khang sinh nhom cephalosporin thé hé 1, c6 téc dung
diét khudn bing ire ché tdng hop vo té bao vi khudn. Cephalexin 1a khang sinh ubng,
6 phd khang khudn nhur céc cephalosporin thé hé I.

Cephalexin bén virng vdi penicilinase cia Staphyvlococcus, do do co tac dung voi ca
cac ching Staphylococcus aureus tiét penicilinase khang penicilin hay ampicilin.
Cephalexin co tac dung in vitro trén cac vi khudn sau: Streptococcus beta tan mau;
Staphylococcus, gom céc ching tiét coagulase(+), coagulase(-) va penicilinase;
Streptococcus pneumoniae; mit s0 Escherichia coli; Proteus mirabilis,; mdt so
Kiebsiella spp., Branhamella catarrhalis, Shigella, Haemophilus influenzae thuimg
giam nhay cam.

Cephalexin ciing co tac dung trén da s6 cac E.coli khang ampicilin,

Hau hét cac ching Enterococcus (Streptococcus faecalis) va mot s6 it ching
Staphylococcus khing cephalexin. Proteus indol duong tinh, mot so Enterobacter spp,
Pseudomonas aeruginosa, Bacteroides spp, ciing thiy c6 khang thude. Khi thir nghiém
in vitro, Staphylococcus biéu 19 kha ning khang chéo gilra cephalexin va céc khang
sinh loai methicilin.

¢ djng hoc:

*haiexi n hau nhu duoe hdp thu hoan toan ¢ dudmg tiéu hoa va dat ndng do dinh

huyet trong vao khoang 9 va 18 microgam/ml sau mot gitr voi liéu udng tuong
{mg 250 va 500 mg; liéu gdp doi dat ndng do dinh gép doi. Udng thube ciing voi thire
an 6 thé lam chdm kha nang hap thu nhung téng lwgng thudc hap thu khong thay doi.
Co tai 15% liéu ding gin két voi protein huyét tuong. Nira disi trong huyét tuong &
ngudi lén ¢o chire nang thin binh Ihlmng & 0,5-1,2 gir, nhung & tré so sinh dai hon (5
gidr); va tang khi chirc ning than giam. Thude phin bd rong khip co thé, nhung lugng
trong dich ndo tiy khéng dang ke. Thude ‘qua dugc nhau thai va bai tiét vao sira me
vii néng do thip. Thuél._khéng bi chuyén hoa. Thé tich phan bd cua thubc 1a 18
lit/1,78dm2 dién tich co the.

Khoing 80% liéu ding thai trir ra nudc tiéu & dang khong ddi trong 6 gity diu qua
loc cdu thén va bai tiét & ong than; vai liéu 500 mg cephalexin, nong do trong nude
tiéu cao hon 1 mg/ml. Probenecid lam chdm bai tiét thudc trong nude ticu. Co thé tim
lhﬁy thube & néng dd o tae dung tri liéu trong mat va mot it co thé thai trir qua dudmg
nay. Cephalexin duoe dao thii qua loc méau va thim phin mang bung (20%-50%).

Chi dinh:

Cephalexin dugc chi dinh trong diéu trj cac nhigm khuén do cac vi khudn nhay cam

nhung khong chi dinh diéu trj cac nhiém khuan néng.
+ Nhiém khudn duong ho hip: Viém phé quan cdp va man tinh va gidn phé quan
nhiém khudn, )
+ Nhiém khuan tai, mii, hong: Viém tai gilra, viém xuong chiim, viém xoang,
viém amidan hbc va viém hong.
+ Viém dudng tiét nigu: Viém bang quang va viém tuyén tién ligt. Diéu trj du
phong nhiém khuén dwomg niéu tai phat.
+ Nhiém khudn san va phy khoa. Nhiém khudn da, md mém va xuong,
B¢nh 1au (khi penicilin Lhong phu hgp).
Nhiem khuén rang. Diéu trj du phéng thay penicilin cho ngudi bénh méc bénh
tim phai diéu tri ring
Chong chi dinh:

Khéng ding Cephalexin cho ngudi bénh ¢ tién sir dj img véi khéng sinh nhom
cephalosporin va ngudi bénh co tién sir séc phan vé do penicilin hodc phan img trim
trong khac qua trung gian globulin mién dich IgE.

Thén trong:

Cephalexin thuong duge dung nap t6t ngay ca & ngudi bénh di (mg voi penicilin, tuy
nhién ciing co mdt so rat it bj dj ung chéo.

Sir dung Cephalexin dai ngay ¢o thé lam phat trién qua mirc céc vi khudn khong
nhay cam (vi dy Candida, Enterococcus, Clostridium difficile), trong trutmg hop nay
nén nging thude. DA co thdng bao viém dai trang mang gid vi vy can phai chu y tdi
viée chudn doan bénh nay & ngudi bénh tiéu chay néng trong hodc sau khi dung khang
sinh. Khi than suy phai giim liéu cho thich hgp. Thyc nghiém trén labo va kinh
nghiém lam sang khong co bang chimg gay quai thai, tuy nhién nén thén trong khi
diing trong nhimg thang déu cia thai ky nhu déi véi moi loai thude khac.

o] ngudi bénh ding Cephalexin c6 phan (mg dwong tinh gid khi xét nghigm glucose
nigu bang dung dich “Benedict”, dung dich “Fehling” hay vién “Clinitest” nhung vdi
chc xét nghiém bﬁng enzym thi khéng bi anh hudng.

Cephalexin co thé gdy duong tinh thir nghiém Coombs,

Cephalexin dnh hudmg dén viéc dinh luong creatinin bang picrat kiém, cho két qua
cao gid tao, tuy nhién mirc ting dudmg nhu khéng ¢6 y nghia [dm sang.

Thoi k¥ mang thai:

Nghién ciru thue nghiém va kinh nghiém 1am sang chua cho Ihﬁ\ ¢6 déu hidu vé doc
tinh cho thai va gdy quai thai. Tuy nhién chi nén ding Cephalexin cho nguti mang
thai khi tht can thict..

Thoi ky cho con bi:

Néng di thudc trong sita me rit thip. Mic ddu vy vin nén can nhic viée ngtmg cho

con b nhat thi trong thér gian me ding thude.

It gap (171000 < ADR < 1/100). Mau (tang bach cdu ua eosin), da (ndi ban, may
day, ngira), gan (tdng transaminase gan co hoi phuc).

Hiém gap (ADR < [/1000): Toan than (dau dau chong mét, phan (mg phan vé, mét
moi), mau (giam bach chu trung tinh, giam tiéu cdu), tiéu hoa :r0| loan tiéu hoa, dau
hung, viém dai trang gia mac), da (hdi chimg Stevens-Jonhson, hong ban da dang, hoa
tir biéu bi nhiém ddc (hoi chimg Lyell), pha Quincke), gan (viém gan,, vang da, r
mit), tiét nidu-sinh duc (ngia bd phén sinh duc, viém dm dao. viém thdn k& co hoi
phuc), nhimg trigu chimg than kinh trung uong (chong mat, Iin. kich dong va 4o giac
nhung chura hoan toan chimg minh duge méi lién quan voi thuOc)

Théng bdo cho bdc s§ nhitng tdc dung ki;éng mong mudn gdip phdi khi sir dung
thuic
Huwéng din cdch xir tri ADR:

Ngimg thude néu di tmg hodic qud min nghiém trong, cin tién hanh diéu tri hd tro
(ddm bao thong khi va sir dung epinephrin, oxygen, tiém steroid tinh mach. Néu viém
dai trang mang gia thé nhe thu(‘mg chi can ngimg thude, thé vira va nang ¢én luu ¥ cho
dung cac dich va chét dién giai, bo sung protein va diéu tri khang sinh ¢6 tac dung diéu
tri viém dai trang do C. difficile.

Liéu diing v cdch ding:

* Liéu ding:

- Nguéi 16n: Ubng ligu 250 mg - 500 mg/6git/lan, toy theo mirc do nhiém khuan.
Liéu c6 thé 1én téi 4 ga‘ngay

- Tré em: Liéu thutmg uong la 25-60 mg/kg thc trong trong 24 gidy, chia thanh 2-3
lan uéng. Truong hop nhim khudn nang, liéu t6i da 1a 100 mg/kg thé trong trong 24
gio.

- Théi gian diéu tri nén kéo dai it nhat tir 7 dén 10 ngay nhung trong cac nhiém
klhuérn dudng nigu phure tap, tai phat, man tinh nén diéu tri 2 tuan ( Igflfin, ngay uémg 2
ldn).

- Voi bénh lau, thuomg diing lidu duy nhit 3 g voi 1 g probenecid cho nam hay 2 g
véi 0,5 g probenecid cho nir. Ding probenecid s kéo dai thai gian dao thai cia thute
va lam tang néng do trong huyét thanh tir 50-100%. )

- Chua thiy thude ¢d déc tinh vai than, tuy nhién thude co thé tich tu trong ¢ thé
khi chire néng thin giam dudl mét nira mire binh thuomg. Do do, nén giam ligu toi da
khuyén c4o cho phu hop (nguoi 16m 1a 6 g/ngay, tré em la 4 g/ngay). O nguoi cao tuo: =
cén danh gia mue @0 suy than. %

- Liéu dung cho ngudi suy thin: gL
g g Liéu duy tri tbi da
=50 mlf’phm

Creatinin huyét thanh

1 g, 4 lan trong 24 giory | * |
1 g 3 ldn trong 24 gicy|
10-19ml/phut 296-470 micromol/l | 0,5g, 3 lan trong 24 gigr e
< 10 ml/phit 2 471 micromol/l 0 2Sg, 2 lin trong 24 giv

* Cich dung: Udng trude trong hodc sau bita an. Nén udng voi nhicu nude
Qui lidu va xir tri:

Uéng qué lidu phén Iém chi gdy budn nén, non va tiéu chay. Tuy nhién co thé gay
qua man than kinh co va con dong kinh, déic biét ¢ ngudi suy thin,

Khéng cén phai rira da day, trir khi udng cephalexin gép 5-10 ln liéu binh thuong.
Bao v¢ dudng hd hip cia nguoi bénh, hd trg thong khi va truyén dich. Cho udng than
hoat nhiéu lan thay thé hodic thém véo viée rira da day. Cén bao vé duomg hé hip cia
ngudi bénh lic dang rira da ddy hofic dang ding than hoat.

Twong tdce thube:

Ding cephalosporin lidu cao cing voi cac thube khac ciing doc voi than, nhu
ammoglvcosrd hay thube loi tiéu manh (vi dy furosemid, acid ethacrynic va piretanid)
¢d thé anh hudng xéu t6i chirc nang than, Kinh nghiém lim sang cho thdy khong co
vén dé gl voi liéu da khuyén céo.

Co thé lam giam téc dung clia oestrogen trong thude uéng tranh thu thau.

Cholestyramin glin voi cephalexin ¢ rudt I}im cham sur hp thu ching. Tuong tac nay
co thé it quan trong. Probenecid lam tang ndng do trong huyét thanh va tang thasi gian
ban thai ciia thude, tuong tac ndy dé diéu tri bénh lau.

Néu cin biét thém théng tin xin hoi y kién ciia thay thude
Dé sir dung thube an toan vi hféu qud, cdc bénh nhan cin leu y:
= Khéng sir dung thudc da qua han sir dung in trén bao bi ngoai.
- Khéng ty y tang hay giam lidu dung thude.
- Khong tu y ngimg ding thudc.
- Khéng ty y ding thude dé tw diéu trj hofie khuyén nguti khéc sir dung, %
- Khéng sir dung céc vién thude cé biéu hién bién mau, mop méo, dm mde. =
Tiéu chufin chit lwgng: Tiéu chuin DDVNIV.
Han duing: 36 thing ké tir ngdy san Xudt, i]!f:

< 132 micromol/l
133-295 micromol/l

Bio quén: Trong bao bi kin, noi khd, tranh anh sang true tiép, nhiét dé duoi
Giir thubce xa tim tay tré em
Trinh bay:
Cephalexin 500mg:  + Hop carton chira 10 vi thing x 10 vién nang cimg. /:
+ Hop carton chira 10 vi chéo x 10 vién nang cimg.
+ Hop carton chira 5 vi chéo x 12 vién nang cimg.
+ Hop carton chira 10 vi thang x 10 vién nang cimg.
+ Hop carton chira 10 vi chéo x 10 vién nang cimg,
+ Hop carton chira 5 vi chéo x 12 vién nang cimng.
+ Hop carton chura 10 vi chéo x 12 vién nang cimg,

Cephalexin 250mg:

G)j




Tée dgng ciia thude khi I4i xe va vin hanh miy mée:
Khang thay ¢6 tac dong dnh huong t6i kha ning lai xe va van hanh may mac khi sir
dung ché pham trong céc tai li¢u tham khéo. Tuy nhién, khong nén 14 xe va van hanh M

may moc khi sir dung ché phim vi ¢6 tac dung khong mong muén lién quan dén thin

b s ND PHARCS

Kinh trung wong, mac di hiém g3p. Sin xudt tpi: Cong ty ¢d phdn dwrge phim Minh Din

Téc dyng khong mong muén (ADR): N L6 E2-Pwimg N4-KCN Hoa X4-Nam Djnh-Viét Nam
Ti 1& phan tmg khdéng mong mudn khodng 3-6% trén s0 ngudi bénh diéu tri. Dién thoai: (+84)350.3671086 Fax: (+84)350.3671113
Thieong gap (ADR > 1/100): Tiéu hoa (tiéu chay budn nén),

Email: minhdanpharma@yahoo.com.vn
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