CEFACLORVID® 250

Doc ky hwéng dan st dung trwére khi ding
Dé xa tam tay tré em ) )
Théng bao ngay cho bac sy hodc dwoc sy nhirng tac dung khng mong muon gap phai khi str dung thuoc
THUGC KE DON

U’ DUNG THUOGC CHO NGUOl BEN

PHAN HUONG DAN

THANH PHAN, HAM LUGNG CUA THUGC: Méi vién nang cting chia:
¢ Hoat chat chinh: ~ Cefaclor...............ccc......... 250mg
(Duéi dang cefaclor monohydrat)
¢ Tidugc: Lactose, magnesi stearat, D.S.T.
MO TA SAN PHAM: Vién nang cting s6 2, mot diu mau tring, mot dau mau tim, bot thuéc trong nang tring hodc hai vang.
QUI CACH PONG GOI: Hop 1 vi x 12 vién nang cding; Hop 10 vi x 12 vién nang ciing.
THUGC DUNG CHO BENH Gi:
Diéu trj cac nhiém khudn duoing ho hap do cic vi khudn nhay cam, dic biét sau khi da diing cac khang sinh thong
thudng ma bi that bai.
Viém tai giita cp, viém xoang cap, viéem hong, viem amidan tai phat nhiéu lan.
Viéem phdi, viem phé& quan man trong dot dién bién.
Nhiém khudn duding tiét niéu du6i khong bién ching (viem bang quang).
Nhiém khudn da va phan mém do Staphylococcus aureus nhay cdm va Streptococcus pyogenes.
EN DUNG THUOGC NAY NHU THE NAO VA LIEU LUGNG:
Cach ding va dudng dung: Dung theo dudng uéng, udng vao lic déi.
Lieu dung:
Ngudi l6n:
— Liéu thuding diing: 250mg, ct 8 gid mot 1an. Viém hong, viém phé& quan, viém amidan, nhiém khudn da va mé mém,
nhiém khudn dudng tiét niéu dugi: usng 250 - 500mg, ngay 2 lan; hodc 250mg, ngay 3 lan.
— Truding hop viém hong tai phat do Streptococcus tan huyét beta nhém A, cing nén diéu tri cho ca nhiing ngudi trong
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gia dinh mang mam bénh khong triéu chiing. B&i véi viem hong cap, penicilin - V la thudc dudc chon dau tien.
~ D6 véi céc nhiém khudn nang hon, diing liéu 500mg, ngay 3 Ian. Liéu gi6i han thuding ké don cho ngudi 16n: t6i da
4g/ngay.
Cefaclor c6 thé dung cho ngudi bénh suy than: Truong hop suy than nang, can diéu chinh lidu cho ngudi 16n nhu sau:
Néu dé thanh thai creatinin 10 - 50ml/phdt, diing 50% lidu thudng dung; néu do thanh thai creatinin dugi 10ml/phat,
diing 25% liéu thuong diing.
Ngudi bénh phai tham tach mau: Khi thdm tach mau, thai gian bén thi ctia cefaclor trong huyét thanh gidm 25 - 30%.
Vi vy, di véi ngudi bénh phai tham téch mau déu dan, nén diing liéu khdi dau tif 250mg - 1g trudc khi thim tach
méu va duy tri liéu diéu tri 250 - 500mg ct 6 - 8 gid mdt lan, trong thai gian gitfa cac lan thdm tach.
Ngudi cao tudi: Diing liéu nhu ngudi 16n.
Tré em: Duing 20 - 40mg/kg thé trong/24 gid, chia thanh 2 - 3 1dn udng
Viém tai giiia 6 tré em: Cho udng 40mg/kg thé trong/24 gid, chia thanh 2 - 3 Ian, nhung liéu tng cong trong ngay
khong dugc qua Tg. Tinh an toan va hiéu qud déi vai tré dudi 1 thang twdi cho dén nay vin chua dugc xdc dinh.
Liéu t6i da mdt ngay & tré em khong duoc vugt qua 1,5g.
KHI NAO KHONG NEN DUNG THUOC NAY:
4 Man cam v6i khang sinh nhém beta - lactam.
TAC DUNG KHONG MONG MUON:
¢ Thudng gap: Ting bach cdu ua eosin, tiéu chdy, ban da dang sdi.
+ it gap: Test Coombs tryc ti€p duong tinh; tang t& bao lympho, giam bach cdu, giam bach ciu trung tinh; budn non,
non; ngda, ndi mé day; ngda bo phan sinh duc, viem dm dao, bénh nim Candida.
Hiém gap:
Phdn (ing phan vé, sot, triéu ching gidng bénh huyét thanh. Hoi chiing Stevens — Johnson, hoai tif biéu bi nhidgm doc
(hoi ching Lyell), ban da mun md toan than.
Phén tng giong bénh huyét thanh hay gap & tré em hon ngudi I6n: ban da dang, viém hodc dau khép, s6t hodc khong,
6 thé kém theo hach to, protein niéu; giam tiéu ciu, thidu mau tan huyét; viem dai trang mang gid; tang enzym gan,
viém gan va vang da & mat; viém than ké héi phuc, tang nhe uré huy&t hodc creatinin huyét thanh hoidc xét nghiém
nudc tiéu khong binh thudng; con dong kinh (v6i liéu cao va suy gidm chic nang than), tang kich dong, dau dau,
tinh trang bén chén, mét ngd, 16 13n, tang truong luc, chéng mat, do gidc va ngli ga; dau khop.
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HUGNG DAN CACH XU TRi ADR:

¢ Ngting st dung cefaclor néu xay ra di Ging. Cac triéu chiing qué man c6 thé dai ding trong mot vai thang. Trong
truding hop di dng hoac phdn ting qua man nghiém trong can tién hanh diéu tri hd trg (duy tri thong khi va st dung
epinephrin, oxygen, tiém tinh mach steroid). Ngimg diéu tri néu bj tiéu chdy ning.

Céc trudng hop bi viem dai trang mang gid do Clostridium difficile phat trién qué mic & thé nhe, thuong chi cdn
ngiing thuéc. Cac truding hop thé viia va ning, can Iuu y cho truyén céc dich va chét dién gidi, bé sung protein va
diéu tri bang khéng sinh c6 tac dung véi C. difficile (nén diing metronidazol, khong diing vancomycin).

Phan ting giong bénh huyét thanh thuding xdy ra mat vai ngay sau khi bt dau diéu tri va gidm dan sau khi ngting
thusc vai ngay. Doi khi phdn ting nang cén diéu tri bing cac thudc khang histamin va corticosteroid.

¢ Néu bj co giat do thusc diéu tri, phdi ngiing thudc. C6 thé diéu tri bing thuéc chang co giat néu can.

NEN TRANH DUNG THUGC HOAC THUC PHAM Gi KHI PANG SU DUNG THUGC NAY:

¢ Dung dong thoi cefaclor va warfarin hiém khi gay tang thoi gian prothrombin, gay chay mau hay khong chay mau
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vé lam sang.
Probenecid lam tang nong do cefaclor trong huyét thanh.
Cefaclor dung ddng thdi véi cac thude khang sinh aminoglycosid hay thudc lgi tiéu furosemid lam tang doc tinh déi
VGi than.
CAN LAM Gi KHI MOT LAN QUEN DUNG THUOC:
Néu quén mot liéu, nén uéng thusc cang sém cang t6t. Nhung néu da gan dén lic ung liéu tiép theo, chi ding liéu
sau ma thoi. Khong nén diing liéu doi hay thém lidu dé bu vao liéu quén udng.
CAN BAO QUAN THUGC NAY NHU THE NAO:
Béo quan nai kho, nhiét do khong qua 30°C, tranh anh séng.
NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:
Céc trieu chiing qua liéu c6 thé la budn non, nén, dau thugng vi, va tiéu chdy. Mc do nang clia dau thugng vi va
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tiéu chdy lién quan dén liéu dung. Néu c6 cac triéu chiing khac, c6 thé do di (ing, hodc tic dong clia mot nhiém
doc khac hodc clia bénh hién mic clia nguoi bénh.
CAN PHAI LAM Gi KHI DUNG QUA LIEU KHUYEN CAO:
Trong triding hop qué liéu xdy ra, dé nghi dén ngay cd sd y t& gan nhét dé nhan vién y t& c6 bien phap x{ trf kip thai.
NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY:
¢ V6i cac ngudi bénh cé tién st man cam véi cephalosporin, dac biét véi cefaclor, hoac véi penicilin, hodc véi cac
thudc khac. Phdi than trong véi ngudi bénh di tng véi penicilin vi c6 man cam chéo.
Cefaclor diing dai ngay c6 thé gay viem dai trang gid mac. Than trong v6i ngudi bénh c6 tién st dudng tiéu héa,

-

dac biét viem dai trang.

+ Khi diing cho ngudi c6 chiic nang than suy gidm nang.

+ Test Coombs (+) trong khi diéu tri bing cefaclor.

¢ Tim glucose niéu bing cac chat khi cé thé duong tinh gia.

PHU NU MANG THAI:
Chua c6 cong trinh nao dugc nghién cdu ddy di & ngudi mang thai. Do d6, cefaclor chi dugc chi dinh dung & ngudi
mang thai khi that cén thiét.

PHY NU CHO CON BU:
Nong do cefaclor trong stia me rédt thdp. Tac dong cha thudc trén tré dang bt me chua rd nhung nén chi y khi thay
tré bj tiéu chdy, tua va néi ban.

LAI XE VA VAN HANH MAY MOC:
Chua c6 di liéu nghien cdu day di.

KHI NAO CAN THAM VAN BAC SY, DUQC SY:

+ Khi gap bat ct tac dung khong mong muén nao trong qué trinh st dung thudc.

+ Khi diing qué lidu chi dinh. Néu cén them thong tin xin hdi y kién clia bac sy hodc dugc sy.

HAN DUNG CUA THUGC: 36 thang ké tif ngay sn xuat.

TEN, DIA CHI, BIEU TUGNG CUA CO SO SAN XUAT:
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VIDIPHA

NGAY XEM XET, SUA BOI CAP NHAT LAl NOI DUNG HUONG DAN SU DUNG THUOC:

PHAN HUONG DAN S’ DUNG THUOC CHO CAN BO Y TE

CHINHANH CONG TY CO PHAN DUQ'C PHAM TRUNG L'ONG VIDIPHA BINH DUONG
Khu phd Téan Binh, Phwdng Tan Hiép, Thi x& Tan Uyén, Tinh Binh Dwong




CAC PAC TiINH DUQC LUC HQC, DUGC PONG HOQC:

Dugc lyc hoc:

Ma ATC: )01D C04

¢ Nhém dugc ly: Khang sinh udng, nhom cephalosporin thé hé 2.

¢ Co ché tic dung: Cefaclor la mot khang sinh cephalosporin uéng, ban téng hop, thé hé 2, c6 tac dung diét vi khudn
dang phat trién va phan chia bing cach tic ché tdng hop thanh t& bao vi khuan. Cefaclor c6 tac dung in vitro d&i véi
cac cau khudn Gram dudng tuong t cephalothin, nhung c6 tac dung manh hon ddi véi céc vi khudn Gram am,
dac biét v6i Haemophilus influenzae va Moraxella catarrhalis, ngay ca véi H.influenzae va M.catarrhalis sinh ra
beta —lactamase. Cefaclor in vitro, c6 tac dung déi véi phan I6n céc chiing vi khudn sau, phan lap tif ngudi bénh:
Staphylococcus, ké ca nhiing chiing sinh ra penicilinase, coagulase dudng tinh, coagulase am tinh, tuy nhién c6 biéu
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hién khang chéo gitra cefaclor va methicillin; Streptococcus pneumoniae; Streptococcus pyogenes (Streptococcus
tan huyé&t beta nhém A); M lla (1 lla) catarrhalis; Haemophilus influenzae (ké c& nhiing chiing sinh ra
beta-lactamase, khang ampicillin); Escherichia coli; Proteus mirabilis; Klebsiella spp; Citrobacter diversus; Neisseria
gonorrhoeae, Propionibacterium acnes va Bacteroides spp.( ngoai trit Bacteroides fragilis 1a khang); cac Peptococcus;
cac Peptostreptococcus.

Cefaclor khong c6 tac dung ddi véi Pseudomonas spp. hodc Acinobacter spp., Staphylococcus khang methicilin va
tét cd cdc chiing Enterococcus (vi du nhu Str.faecalis) ciing nhu phan |6n céc chiing Enterobacter spp., Serratia spp.,
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Morganella morganii, Proteus vulgaris va Providencia rettgeri.

Dugc dong hoc:

Cefaclor dugc hap thu t6t sau khi udng ldc déi. Thic an lam cham hap thu, nhung @ng lugng thudc dugc hap thu
van khong ddi, ndng dé dinh chi dat dugc tii 50% dén 75% nong do dinh ¢ ngudi bénh udng ldc déi va thuong
xuat hién muén hon tir 45 dén 60 phat. Thoi gian ban thai cla cefaclor trong huyét tuong tif 30 dén 60 phat; thoi
gian nay thudng kéo dai hon mot chit ¢ ngudi c6 chic nang than gidm. Khodng 25% cefaclor gan két véi protein
huyét tuong. Néu mat chic nang than hoan toan, Thai gian ban thdi kéo dai tif 2,3 dén 2,8 gio. Nong do cefaclor
trong huyét thanh vugt qua nong do Gc ché t6i thiéu, di véi phn l6n cac vi khudn nhay cam, it nhat 4 gio sau khi
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uéng liéu diéu tri.

Cefaclor phan b rong khdp co thé; di qua nhau thai va bai tiét trong sifa me ¢ ndng do thap. Cefaclor thai trif nhanh
chéng qua than; t6i 85% liéu st dung dugc thi trif qua nudc tiéu & dang khong ddi trong vong 8 gid, phan ldn thai
trif trong 2 gid déu. Cefaclor dat nong do cao trong nudc tiéu trong vong 8 gid sau khi udng.

Probenecid lam cham bai tiét cefaclor.
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+ Mot it cefaclor dugc dao thdi qua tham tach mau.

CHI PINH - LIEU DUNG, CACH DUNG - CHONG CHi PINH:

Chi dinh:

Diéu tri cac nhiém khudn duting ho hdp do céc vi khudn nhay cam, dac biét sau khi da diing céc khéng sinh thong

thuding ma bi that bai.

Viém tai gitfa cap, viém xoang cap, viém hong, viém amidan tai phat nhiéu lan.

Viém phdi, viém phé& quin man trong dot dién bién.

Nhiém khudn duding tiét niéu dudi khong bién chiing (viem bang quang)

Nhiém khudn da va phdn mém do Staphylococcus aureus nhay cdm va Streptococcus pyogenes.

Liéu diing va cach ding:

Cach dung: Dung theo dudng udng, uéng vao lic doi.

Liéu dung:

+ Ngudi lon:

— Liéu thudng dung: 250mg, cti 8 gid mot lan. Viem hong, viém phé quan, viem amidan, nhiém khudn da va mé mém,
nhiém khudn duding tiét niéu dudgi: usng 250 - 500mg, ngay 2 1an; hoac 250mg, ngay 3 lan.

— Truding hop viém hong tai phat do Streptococcus tan huyét beta nhém A, ciing nén diéu tri cho ca nhiing ngudi trong
gia dinh mang mam bénh khong triéu chiing. B&i véi viem hong cap, penicilin - V la thudc dugc chon dau tien.

— Bai v6i cac nhiém khudn nang hon, diing lidu 500mg, ngay 3 1an. Liéu gigi han thuoing ké don cho ngudi I6n: t6i da

4g/ngay.

Cefaclor c6 thé ding cho ngudi bénh suy than: Trugng hop suy than nang, can diéu chinh liéu cho ngusi [6n nhu sau:

Né&u do thanh thai creatinin 10 - 50ml/phdt, diing 50% liéu thudng duing; néu dé thanh thai creatinin dugi 10ml/phdt,

diing 25% liéu thuong diing.

Ngudi bénh phai tham tach mau: Khi thdm tach mau, thai gian bén thi cia cefaclor trong huyét thanh gidm 25 - 30%.

Vi vay, déi véi ngudi beénh phai thdm tdch mau déu dan, nén ding liéu khéi dau tir 250mg - 1g trudc khi tham tach

mau va duy tri liéu diéu tri 250 - 500mg c 6 - 8 i mot Ian, trong thai gian gita cdc 1an thdm tach.

+ Ngudi cao tudi: Dung liéu nhu ngui 16n.

¢ Tré em: Dung 20 - 40mg/kg thé trong/24 gid, chia thanh 2 - 3 Ian udng.
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¢ Viém tai gitia & tré em: Cho usng 40mg/kg thé trong/24 gids, chia thanh 2 - 3 I1an, nhung liéu téng cong trong ngay
khong dugc qua 1g. Tinh an toan va hiéu qua déi véi tré dudi 1 thang tdi cho dén nay van chua dugc xdc dinh.
Lidu t6i da mot ngay & tré em khong dugc vugt qua 1,5g.
Chéng chi dinh:
¢ Man cam véi khéng sinh nhém beta - lactam.
CAC TRUONG HQP THAN TRONG KHI DUNG THUOC:
V6i cac ngudi bénh co tién st man cam vai cephalosporin, dic biét véi cefaclor, hoac véi penicilin, hodc véi cac thudc
khéc. Phai than trong v6i ngudi bénh di ting vai penicilin vi c6 mén cdm chéo.
Cefaclor dung dai ngay c6 thé gay viém dai trang gid mac. Than trong v6i ngudi bénh 6 tién st duoing tiéu hoa, dic
biét viem dai trang.
Khi diing cho nguti c6 chiic nang than suy gidm nang.
Test Coombs (+) trong khi diéu tri bang cefaclor.
Tim glucose niéu bing cac chat khii c6 thé duong tinh gia.
PHU NU MANG THAL:
Chua c6 cong trinh nao dugc nghién cdu diy di & ngudi mang thai. Do dé, cefaclor chi dugc chi dinh diing & ngudi
mang thai khi that can thiét.
PHU NU CHO CON BU:
Nong do cefaclor trong sifa me rat thap. Tac dong clia thudc trén tré dang bt me chua ré nhung nén chi y khi thay tré
bi tiéu chay, tua va néi ban.
LAI XE VA VAN HANH MAY MOC:
Chua c6 dit liéu nghién cdu day da.
TUOGNG TAC CUA THUGC VGI CAC THUGC KHAC VA CAC LOAI TUONG TAC KHAC:
Dung ddng thoi cefaclor va warfarin hiém khi gay ting thdi gian prothrombin, gay chdy mau hay khong chdy mau vé
lam sang.
Probenecid lam tang nong do cefaclor trong huyét thanh.
Cefaclor diing déng thoi véi cac thusc khdng sinh aminoglycosid hay thuéc lgi tiéu furosemid lam tang doc tinh dai
vGi than.
TAC DUNG KHONG MONG MUGN:
Thuding gap: Tang bach ciu ua eosin, tiéu chdy, ban da dang séi.
it gap: Test Coombs truc ti€p duong tinh; tang t& bao lympho, giam bach cau, giam bach cdu trung tinh; budn nén,
non; nga, ndi mé day; ngtia bo phan sinh duc, viém am dao, bénh nim Candida.
Hiém gap:
— Phan ting phdn vé, sét, triéu ching giéng bénh huyét thanh. Hai chiing Stevens — Johnson, hoai t biéu bi nhiém doc
(hoi chiing Lyell), ban da mun ma toan than.
Phén Ging giong bénh huyét thanh hay gap & tré em hon ngudi I6n: ban da dang, viem hoac dau khép, s6t hodc khong,
c6 thé kém theo hach to, protein niéu; gidm tiéu cau, thi€u mau tan huyét; viem dai trang mang gia; tang enzym gan,
viém gan va vang da (i mat; viém than ké héi phuc, tang nhe uré huyét hoac creatinin huyét thanh hodc xét nghiem
nudc tiéu khong binh thuding; con dong kinh (v6i liéu cao va suy gidm chic ning than), tang kich dong, dau dau,
tinh trang bon chén, méat ngl, 14 1dn, tang truong luc, chéng mat, do gidc va ngi ga; dau khop.
QUA LIEU VA CACH XU TRi:
Trigu chiing: C4c triéu chiing qua liéu cé thé 1a budn non, non, dau thugng vi, va tiéu chdy. Mc do nang cla dau
thugng vi va tiéu chay lién quan dén liéu diing. Néu c6 cac triéu ching khac, c6 thé do di ting, hoac tac dong clia
mot nhiém doc khdc hoac cia bénh hién mic ciia ngudi bénh.
Xir tri:
— Can xem xét d&n kha ndng qué liéu clia nhiéu loai thudc, tuong tac thusc va dugc dong hoc bt thusing & ngudi bénh.
— Khong can phai riia da day, rudt, tri khi da udng cefaclor gap 5 1an liéu binh thudng.
— Béo vé dudng ho hap cho ngudi bénh, hd trg thong thoang khi va truyén dich.
Lam gidm hap thu thudc bang cach cho udng than hoat nhiéu lan. Trong nhiéu trusing hop, cach nay hiéu qud hon la
gay non hoic rifa da day. C6 thé rifa da day va thém than hoat hoac chi dung than hoat.
— Gay lgi niéu, thim phan mang bung hodc loc mau chua dugc xdc dinh la c6 lgi trong diéu tri qua liéu.
CAC DAU HIEU CAN LUU ¥ VA KHUYEN CAO: (khong co).
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CONG TY CO PHAN DUGC PHAM T.U VIDIPHA
184/2, Lé Van S¥, Phusng 10, Quan Phu Nhuan, TP.HCM
DT: (84-28)-38440106 Fax: (84-28)-38440446
San xuét tai chi nhanh

CONG TY CPDP TRUNG UONG VIDIPHA BiNH DUONG
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