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TO HUONG DAN SU DUNG THUOC

Rx
NACEFIM

1. TEN THUOC: NACEFIM
2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
“Thubc ndy chi ding theo don thude”
“Pé xa tam lay cuia tré em”
“Poc ky hudéng din sir dung trude khi ding”
3. THANH PHAN CONG THUC THUOC
MB@i vién nén bao phim chira
Thanh phin hoat chét:
COplRlean . .oxxmprsmmeommmsansssinressssminen AR N ST N T R s 500 mg
Thanh phin ti dwge:

Crospovidon, natri starch glycolat, microcrystalline cellulose (Comprecel M200), colloidal
silicon dioxid, magnesi stearat, opadry white (bao gdm céc thanh phdn: HPMC 2910, titanium
dioxid, ethylcellulose 10cp, triacetin).

4. DANG BAO CHE
Vién nén bao phim
MG ta: Vién nén bao phim, hinh thuén dai, mau tring hay triing nga, mat vién nhan, thanh canh
vién lanh 1an.

5. CHI PINH
Cephalexin dugc chi dinh d& diu tri cac bénh nhiém khuan sau do c4c vi khuan nhay cam:
Nhiém khuin dudng hé hip do cic ching Streprococcus pneumoniae va Streptococeus pyogenes

Viém tai gitra do cac chung Streptococcu pneumoniae, Haemophilus influenzae, Staphylococcus
aureus, Streptococcus pyogenes, va Moraxella Catarrhalis.

Nhiém khuén da va cdu triic da do cac ching vi khuan Gram duong seu day: Staphylococcus
aureus va Streptococcus pyogenes.

Nhiém khuan xwong do céac chung Staphylococcus aureus va Proteus Mirabilis.

Nhiém khuan duong tiét niéu sinh duc, bao gom viém tuyén tién liét cdp tinh, do céc ching
Escherichia coli, Proteus mirabilis va Klebsiella pneumoniare.

D& giam su phat trién cuia vi khuan khang thude va duy tri higu qua cua vién cephalexin va cac
loai thude khang khuén khéc, vién cephalexin chi nén dugc str dung dé diéu tri hodc ngin ngira
c4c bénh nhiém khuén di dugc chimg minh la do vi khun nhay cam gay ra. Khi cé thong tin vé
nudi cAy va tinh nhay cam, nén dugc xem xét khi lua chon hoc sira doi lidu phéap khang khuén.
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E, Tcr%n Avfglg ’khﬁng ¢6 dir liéu nhu véy, dich & hoc tai dia phuong va cac mé hinh dé méc
Z enh co the hén vao viéc lya chon lidu phap theo kinh nghiém.
4 B

s, LIEU DUNG

Céach dung:
Cephalexin dugc diing dudng ubng.

Liéu dung:

Nguai lon va tré em tie 15 tuoi tré lén:
Liéu thuong ding udng 500 mg cach 12 gid/1 lan, tiy theo mirc do nhidm khuan. Trudng hop
nhiém khuén niing ¢6 thé can ding lidu cao hon, 16i da 4 g/ngay chia déu 2 - 4 lan.
Thoi gian diéu tri thuomg 1a 7 - 14 ngay.

Tré em trén 1 (uoi:
Téng liéu cephalexin uéng hang ngay dugc khuyén cdo cho bénh nhi 1a 25 dén 50mg/kg chia déu
trong 7 dén 14 ngay.
Trong diéu tri nhiém khuén lién cdu khuin tan médu B, khuyén céo thoi gian diing thude it nhét 13
10 ngay.
Trong trudmg hop nhiém khuén ning, c6 thé dung tdng liéu hang ngay tir 50 dén 100 mg/kg chia
déu.
Trong diéu trj viém tai giira, liéu hang ngay duge khuyén cdo la 75 dén 100 mg/kg/ngay chia
déu.

Nguoi suy than (nguoi lon va tré em tir 15 tuéi): Pidu chinh lidu ding cho ngudi suy than:

| Dg thanh thai creatinin Liéu dimg
> 60 mL/phut Khéng cin diéu chinh lidu
30-59 mL/pht Khéng can didu chinh lidu, khong qua | g/ngdy
15-29 mL/phat 250 mg céch 8 hay 12 gid/lan

5-14 mL/phut, chwra thAm phan 250 mg céach 24 gid/lan
1-4 mL/phat, chua tham phén 250 mg cach 48 hay 60 gio/lan

¥ Khéug co du thong tin dé dua ra kz’u;yén cdo dieu chinh lieu lugng ¢ nhitng bénh nhdn dang
chay thdan nhdn tao.

(Ham liegng vién 500 mg nén chon thuée cé phit hop véi timg bénh nhan khi can).
7. CHONG CHI PINH
Qua man véi cephalexin & nhing bénh nhén cé tién sir di (mg véi cephalexin hojc cac dugce

chit khac ctia nhém thube khang khuén cephalosporin hay qua man véi bat cir thanh phan nao
c6 trong cong thirc bao ché.
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S
:"/ dudi dang phat ban, n6i mé day, phi mach, phan v¢, ban do da dang, hdi chimg
Stevens-Johnson hodc hoai tir biéu bi nhiém dc di duge bdo cdo khi sir dung cephalexin. Truée
khi bit diu diéu tri bang cephalexin, hdy hoi bénh nhan c6 tién sir phan Gmg qué mén véi
cephalexin, cephalosporin, penicilin hodc céc loai thubc khac khéng. Qua min chéo giita cac
thudc khéng khuén beta-lactam c6 thé xay ra & 10% bénh nhéan c6 tién st dj mg véi penicilin.

Néu xay ra phan (mg di img vdi cephalexin, hdly ngimg thude va bat dau diéu tri thich hop.

Tiéu chay lién quan dén Clostridium difficile:
Tiéu chay lién quan dén Clostridium difficile (CDAD) da dwoc béo céo khi st dung hau hét cac
thuéc khang khuan, bao gébm cephalexin, va co thé dao déng vé mirc do nghiém trong tir tiéu
chay nhe dén viém dai tring hoai tir. Diéu trj bang thudc khéng khudn lam thay déi hé vi khuin
binh thudng cua dai trang dan dén sur phét trién qué mic cua C. difficile.
C. difficile san xuét doc t A va B, gép phan vio sy phét trién cia CDAD.
Cac chung C. difficile san xuit qué nhidu doc t gay ra tinh trang bénh tat va hoai (ir gia ting, vi
c4c bénh nhiém tring ndy c6 thé khang véi liéu phap khang khuan va cé thé can phai cét bo dai
trang.
CAn can nhiic dén CDAD & (4t ca cac bénh nhén bi tiéu chay sau khi sir dung khéng sinh.

Cén phai ghi chép can than tién sir bénh vi CDAD d dugc bao cdo la xay ra sau hon 2 thang sau
khi ding thudc khang khuén.
Néu nghi ngd hodc xac nhin CDAD, cé thé cin phai ngimg sir dung khang sinh dang ding
khong nhim vao C. difficile. Can phai thyc hién viéc quan ly chat long va chat dién giai thich
hop, bd sung protein, diéu tri bang khéang sinh dbi v6i C. difficile va danh gia phau thudt khi c6
chi dinh 1dm sang.

Thay doi xét nghiém Coomb:
Pi 06 bao cdo vé xét nghiém Coomb duong tinh trong qué trinh diéu trj bing thude khang khuan
cephalosporin bao gom cephalexin. Pi ¢6 bdo cao vé tan méu ndi mach cdp do lidu phép
cephalexin giy ra. Néu thiéu méu xay ra trong hozc sau liéu phap cephalexin, hdy thuc hién xét
nghiém chén doén thiéu mau tan mau do thude, ngung ding cephalexin va &p dung liéu phap
diéu tri thich hop.

Kha ndng gdy co gidt:
Mot s6 cephalosporin ¢6 lién quan dén viéc gdy ra co giat, dic biét 1a & bénh nhan suy than khi
khong giam lidu. Néu xay ra co giat, hily ngimg ding cephalexin. Cé thé ding liéu phap chdng
co gidt néu dugc chi dinh lim sang.

Thoi gian prothrombin kéo dai:
Cephalosporin ¢6 thé lién quan dén thdi gian prothrombin kéo dai. Nhimg ngudi ¢6 nguy co bao

gbm bénh nhén suy thdn hodc suy gan, hodc tinh trang dinh dudng kém, cling nhurr bénh nhén
dang dugc diéu tri bang liéu phap khéng khuin kéo dai va bénh nhan dang dugc diéu tri bing
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mau. Theo d&i thoi gian prothrombin & nhirng bénh nhan cé nguy co va xir tri

Viéc ké don cephalexin khi khong ¢6 biing chimg hodc nghi ngo nhiém tring do vi khuin

hodc chi dinh dyu phong khéng c6 kha nang mang lai 1¢i ich cho bénh nhén va lam ting nguy co
phét trién vi khudn khang thube.

Sir dung cephalexin trong thoi gian dai ¢ thé din dén tinh trang phat trién qua mtc cua cac vi
khuan khong nhay cam.

Cén phai theo ddi cén thén bénh nhan. Néu xdy ra tinh trang nhiém trung thir phat trong qua trinh
didu tri, cdn dp dung cac bién phap thich hop.

Thong tin cho bénh nhdn:

Tu véan cho bénh nhan ring phan tmg di Gmg, bao gdm phan tmg di tng nghiém trong, c6 thé xay
ra va cac phan (mg nghiém trong can duoc diéu tri ngay lap tirc. Hoi bénh nhén vé bét ky phan
mg qud man nao trude ddy véi cephalexin, cac beta-lactam khéc (bao gdm cephalosporin) hoic
céc chat gay dj (rng khac.

Tiéu chay la mot van dé thuong gip do thudc khing sinh gdy ra, thuong két thic khi ngimg
thude khang sinh. Doi khi sau khi bét dau diéu tri bing thudc khang sinh, bénh nhan c6 thé bj
phan long va cé mau (co hodic khong co dau bung va sot) thdm chi mudn dén hai thang hodc hon
sau khi dung liéu khang sinh cudi cing. Néu didu nay xay ra, bénh nhén nén lién hé véi bac si
clia minh cang sGm cang tot.

Can tu van cho bénh nhén ring thudc khang khuin bao gdm cephalexin chi nén dwoc sir dung dé
diéu tri nhiém trang do vi khudn. Chung khéng diéu tri nhiém tring do vi-rat (vi du: cam lanh
théng thudng). Khi cephalexin dugc ké don dé diéu tri nhiém tring do vi khuan, bénh nhén cin
duge thdng bao ring mic du thudmg cam thiy khoe hon vao giai doan dau cia qué trinh didu tri,
nhung thudc can duge dung ding theo chi din. Viéc bo liéu hodc khong hoan thanh toan b lidu
trinh diéu trj ¢6 thé lam giam hiéu qua cta phuong phép didu (ri ngay lap tic va lam tang kha
nang vi khudn khang thubc va sé& khong thé diéu trj bang cephalexin hoic céc loai thudc khang
khuan khic trong twong lai.

Thudc ¢6 chira it hon 1 mmol natri (23 mg) mdi vién, vé co ban 1a 'khong chira natri'.

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

Phu nir ¢o0 thai

Cac nghién ctru vé sinh san da dugc thuc hién trén chudt nhét va chudt céng str dung lidu uéng
cephalexin monohydrat gap 0,6 va 1,5 Ian lidu t6i da hang ngay cho ngudi (66 mg/kg/ngay) dua
trén dién tich bé mat co thé va khong phat hién bang chimg nao vé kha nang sinh san bi suy giam
hodc gay hai cho thai nhi. Tuy nhién, khong c6 nghién ciu nao duoc thuc hién cé doi ching day
dG va tot & phu nit mang thai. Vi céc nghién ciru vé sinh sén trén dong vét khong phai luc nao
ciling c6 thé du doan dugc phan tng ctia con ngudi, nén chi nén sir dung thude nay trong thoi ky
mang thai néu thuc su cin thiét.
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tiét vao sira me. Can than trong khi ding vién cephalexin cho phu nir dang

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thubc khéng anh huéng dén hoat déng ciia ngudi khi lai xe hodc dang van hanh may méc.

11. TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thude

Metformin: Ding cephalexin cliing metformin 1am ting ndng d6 metformin trong huyét tuong
va giam do thanh thai metformin qua than. Khuyén cdo theo ddi cdn than bénh nhan va diéu
chinh liéu metformin & nhitng bénh nhin ding dong thdi cephalexin va metformin.

Probenecid: Probenecid tre ché bai tiét cephalexin qua than. Khuyén cdo khong ding dong thai
probenecid v6i cephalexin.
Tuong tac thudc/xét nghiém: C6 thé xay ra phan (mg duong tinh gia khi xét nghiém glucose
trong nudc tiéu bang dung dich Benedict hodc dung dich Fehling.
Twong ky ciia thude
Do khong ¢6 cac nghién clru vé tinh tuong ky cia thude, khong tron 1dn thude ndy véi céc
thude khac.
12. TAC DUNG KHONG MONG MUON CUA THUOC

Téc dung khéng mong mudn thudng gip nhit 12 tiéu chay. Budn nén va nén, khé tiéu, viém da
day va dau bung ciing d& xdy ra. Cling nhu véi penicillin va cac cephalosporin khéac, viém gan
thodng qua va vang da r mit da dugc bdo cao.
Céc phan (mg khac bao gdm phan (mg qu4 man, ngra hiu mon va by phén sinh dyc, bénh nidm
candida sinh duc, viém a4m dao va khi hr 4m dao, chéng mit, mét mai, nhirc dau, kich dong, 10
1an, dau nira dau, dau khép, viém khép va réi loan khép.
Viém thin k& c6 thé hdi phuc da duoc béo cdo. Bach ciu ai toan, giam bach cau trung tinh, giam
tiéu cau, thiéu mau tan méu, va ting nhe aspartate transaminase (AST) va alanine transaminase
(ALT) da dugc bao cao.
Céc tac dung khéng mong mudn khac di duoc bdo cdo dbi véi thubc khang khuin nhém
cephalosporin:
Céc phan (mg c6 hai khéc: Sot, viém dai trang, thiéu mau bét san, xuat huyét, rbi loan chirc niang
than, va bénh thin do nhiém doc.
Céc xét nghiém thay doi: Thoi gian prothrombin kéo dai, ting nito uré méu (BUN), ting
creatinin, ting phosphatase kiém, tang bilirubin, ting lactat dehydrogenase (LDH), gidm toan thé
huyét ciu, giam bach cdu va mét bach ciu hat.

Thong bdo ngay cho bdc sy hodc dwec si khi gdp cdc tdc dung khong mong mubn nhuw trén khi

sir dung thude hodc bdo cdo cdc phdn ting c6 hai ciia thubce vé Trung tim Théng tin thudc va
Theo doi phan irng co hai cua thubc (ADR) Quéc Gia. Pja chi: 13 - 15 Lé Thdnh Tong - Q.
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- TP. Ha Nji. Dién thoai: (024.3.9335.618; Fax: 024.3.9335642; Email:
di. pvcemer@gmail.com

13. QUA LIEU VA CACH XU TRIi

(.ac triéu chimg qua liéu duong udng cé thé bao gdbm budn ndn, ndn, dau thugng vi, tiéu chay va
tiéu mau.

Trong trudng hop qué lidu, hay 4p dung cac bién phap hd trg chung.
Loi tiéu bat budc, tham phan phic mac, thdm phén mau hodc truyén mau than hoat tinh chua
duge xdc dinh 12 ¢6 lgi cho tinh trang qua liéu cephalexin.

14. PAC TINH DUQC LUC HQC
Nhém dwge Iy: Khang sinh cephalosporin thé hé 1.
Mi ATC: JO1DBOI1

Cephalexin 1& mét khang sinh ban téng hop thudc nhém cephalosporin thé hé 1. Téc dung diét
khuén cta thube 1a do G ché téng hop thanh & bao vi khuan. Thude gin vao mdt hodc nhiéu
protein giin penicilin (PBP) lan luot trc ché tdng hop peptidoglycan trong thanh & bao vi khuén,
vi vy tic ché sinh tong hop thanh té bao.

Cephalexin c6 tac dung chdng lai hau hét cac chung vi khudn nhay cam sau day ca trong in vitro
va trong lam sang;

Vi khuan gram duong:

Staphylococci aureus (Nhay cam vai methicillin)
Streptococcus pneumoniae (Nhay cam voi methicillin)
Streptococcus pyogenes

Vi khuan gram am:

Escherichia coli

Haemophilus influenzae

Klebsiella pneumoniae

Moraxella catarrhalis

Proteus mirabilis

Khéng thudc

Céc tu cau khudn khang Methicillin va hau hét cic ching Enterococci déu khéng cephalexin.

Cephalexin khong c6 tac dung déi voi hau hét cac ching Enterobacter spp., Morganella
morganii va Proteus vulgaris.
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15. PAC TINH DUQC PONG HOQC
Hip thu

Dugc dong hoc & ngudi - cephalexin bén véi acid va c6 thé ding ma khéng cin quan tim dén
bita an. Thude duge hép thu nhanh sau khi ung. Sau liéu 250 mg, 500 mg va 1 g, nong d¢ dinh
trung binh trong huyét thanh lan lrot 1a khoang 9, 18 va 32 mg/L sau 1 gi. Nong do c6 thé do
duge xuit hién sau 6 gidy sau khi diing.

Phén b6
Cephalexin lién két vai protein huyét twong khoang 10 % dén 15 %,
Thai trir

Cephalexin dugc bai tiét qua nudce tiéu bing loc qua cau thin va bai tiét qua éng than. Céc
nghién ciru cho thdy hon 90 % thudc duoc bai tiét duéi dang khong dbi qua nurde tiéu trong
vong 8 gio. Trong thoi gian nay, nong d dinh trong nudc tiéu sau khi dung liéu 250 mg, 500
mg va 1 g lan lugt 1a khoang 1000, 2200 va 5000 mg/L.

6} nhiing dbi turgng khée manh dugce ding lidu don 500 mg cephalexin va metformin, néng do
va AUC trung binh ctia metformin trong huyét twong ting trung binh lan luot 13 34 % va 24 %,
va d thanh thai thin trung binh cia metformin gidm 14 %. Khong c6 théng tin nao vé tuong
tac cua cephalexin va metformin sau khi dung nhiéu liéu cia 1 trong 2 loai thudc.

16. QUY CACH PONG GOI
H6p 3 vi (nhém-nhém) x 10 vién nén bao phim, kém t& hudng dan sir dung.
Hop 5 vi (nhdm-nhdm) x 10 vién nén bao phim, kém t& hudng dan sir dung.
Hop 10 vi (nhém-nhém) x 10 vién nén bao phim, kém t& huéng dan sir dung.
17. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Diéu kién bio quan: Noi khd, nhiét 6 dudi 30°C, tranh anh sang truc tiép
Han ding: 24 thang ké tir ngay san xuét
Tiéu chudn chit lieong thudc: Duge dién Viét Nam (phién ban hién hanh)

18. TEN, BPIA CHI CUA CO SO SAN XUAT THUOC

CONG TY TNHH MTV DUQC PHAM 150 COPHAVINA
! 112 Trin Hung Pao — P. Pham Ngii L3o — Q.1 — TP. Hd Chi Minh — Viét Nam
e DT: 1800 8150

Email: mtv150.arm@gmail.com
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