“CEFACLOR
| 250mg |

o Thudcnay chidung theo don thuéc.

o Docky huéng dan sirdung trugckhidung.

ePé&xatamtaytréem.

o To huéng dan st dung néu tém tit cac thong tin quan trong ciia thudc. Néu can
thémthéng tin, xin héiy kié€n bac sy hoac dugcsy.

THANH PHAN CONG THU'CTHUGC: Mbi vién nang cling chufa:

Thanh phan dugc chit: Cefaclor (dudi dang Cefaclor monohydrat) ...........c...... 250 Mg
Thanh phan ta dugc: Natri starch glycolat, Simethicon, Magnesi stearat, Colloidal
silicon dioxid A200, Nang cting gelatin s6 2 (Titan dioxid, Brilliant blue FCF (FD&C Blue
No.1), Erythrosin (FD&C Red No.3), Natrilauryl sulfat, NuSc tinh khiét, Gelatin).
DANGBAO CHE:Vién nang cling (tim - tring).

Mé ta dic diém bén ngoai ciia thudc: Vién nang ciing s6 2, mau tim - trdng, bot thuéc
bén trong mau trang nga, mui déc biét.

CHIDINH:

- Cac nhiém khuan dudng hé hap trén va ho hap dudi muc do nhe va vira do cac vi
khuan nhay cdm, dac biét sau khi da dung cac khang sinh théng thusng (do "Chuang
trinh quéc gia chéng nhiém khuén hé hap cap" khuyén céo) b that bai: Viém tai gitia
cép, viém xoang cap, viém hong, viém amidan tai phat nhiéu lan, viém phé quan cap cé
boi nhiém, viém phdi, dgt bung phét ctia viém phé& quan man tinh. Déi véi viém hong
cép do Streptococcus beta tan mau nhém A, thudc dugc ua dung dau tién la penicillin vV
dé phongbénh thap tim.

- Nhiém khuén dudng tiét niéu khong bién ching do cac chiing vi khudn nhay cdm
(bao gébm viém than - bé than va viém bang quang). Khéng dung cho trudng hgp viém
tuyén tién liétvithusc khé tham vao té chic nay.

- Nhiém khudn da va mé mém do cac ching Staphylococcus aureus nhay cdm véi
methicillin va Streptococcus pyogenes nhay cam.

LIEUDUNG, CACHDUNG:

Liéudung:

-Luén dung thuéc ding liéu lugng trong don thuéc.

- Ngudi I6n: Liéu thudng dung: 250 mg, ¢l 8 gid mét 1an. Trong trudng hgp ndng cé thé
tangliéulén gap do6i.T6i da 4 g/ngay.

+Viém hong, viém amidan, nhiém khuan da va mé mém, nhiém khuan dudng tiét niéu
khéng c6 bién chiing: Udng 250 mg, ct 8 gid mét 1an. Trudng hgp nhiém khudn ning
hon hogc ching vikhuan phan lap kém nhay cdm cé thé dung 500 mg, ctr8 gig mét Ian.
Thaigiandiéutrila 10 ngay.

+ Truong hgp viém hong tai phat do Streptococcus beta tan mau nhém A, ciing nén
diéu tri cho cd nhitng ngudi trong gia dinh mang mam bénh khong triéu chiing. Diéu tri
Streptococcus betatan mauit nhattrong 10 ngay.

+ Nhiém khudn hé hap dudi, viém phé quan: Uéng 250 mg, cli 8 gid mét lan. Trudng
hgp nhiém khuan ndng hon (viém phéi) hodc chiing vi khuan phan 1ap kém nhay cdm
c6thédung 500 mg, cr8 gig motlan. Thaigian diéu trila 7 dén 10 ngay.

- Cefaclor c6 thé dung cho ngudi bénh suy than. Trudng hgp suy than ndng, can diéu
chinhliéu cho ngudilén nhusau:

+Néu d6 thanh thai creatinin 10- 50 ml/phat, dung 50 % liéu thudng dung.

+Néu dd thanh thai creatinin dudi 10 ml/phat, dung 25 % liéu thudng dung.

- Nguai bénh phai thdm phan méu: Khi thdm phan mau, thai gian ban thai ctia cefaclor
trong huyét thanh gidm 25 - 30 %. Vi vay, d&i véi ngusi bénh phai thdm phan mau déu
d&n, nén dung liéu khai dau tir250 mg - 1 g trudc khithdm phan méau va duy triliéu diéu
tri 250-500 mg c6 -8 gid métlan, trong thai gian gita cac lan thdm phan.

-Ngusi cao tudi: Dung liéu nhu ngusi lén.

-Tré em trén 5 tudi udng 250 mg, cti 8 gid mét 1an. Tinh an toan va hiéu qua déi véi tré
dudi 1thang tudi cho dén nay van chua dugc xac dinh.

-Thuéc cd ham lugng khong phu hgp strdung cho tré em dudi 5 tudi.

Cachdung: Dung udng trong bita an hodc ngoai bira an.

Trudng hop quén uéng mét liéu dung: Hay udng ngay khi nhGra. Néu thai gian gan véi
lan dung thudc ti€p theo, bd qua liéu da quén va hay dung liéu ti€p theo vao thoi gian
thudng lé.Khong dung liéu g&p d6i dé bu vao liéu da quén.

Trudng hgp uéng qua nhiéu vién thudc: Hay gap ngay bac sy hoac téi khoa Héi suc -
Cépciuctiabénhviéngan nhat.

CHONG CHiDINH:

Ngudi bénh cé tién st di ting véi cefaclor, penicillin va khang sinh nhém cephalosporin
hodc qua man véi batky thanh phan nao cliathudc.
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CANHBAOVATHANTRONG KHIDUNG THUGC:

- Vi cac ngudi bénh cé tién st man cdm véi cephalosporin, dac biét véi cefaclor, hodc
véi penicillin, hodc vdi céc thude khéc. Phai than trong véi ngudi bénh di tng voi
penicillin vico man cdm chéo (5- 10 % s6 trudng hop).

- Cefaclor dung dai ngay c6 thé gay viém dai trang gia mac do Clostridium difficile. Than
trong déi vai ngudi bénh cé tién st dudng tiéu hoa, dac biét viem dai trang. Can nghi
ngd viém dai trang gid mac khi xuat hién tiéu chay kéo dai, phan c6 mau & bénh nhan
dangdung hodctrong vong 2 thang sau khiding liéu phap khang sinh.

- Can than trong khi dung cefaclor cho ngudi cé chiic nang than suy gidm nang vi thoi
gian ban thai ctia cefaclor ngudibénh vo niéula2,3-2,8 gid (so véi0,6-0,9 giG & ngudi
binh thudng) nén thudng khong can diéu chinh liéu di véi ngudi bénh suy than trung
binh nhung phai gidm liéu & ngudi suy than nang. Can theo déi chiic néng than trong
khi diéu tri bang cefaclor ph&i hgp véi cac khang sinh c6 nguy co gay ddc cho than (nhu
nhém khang sinh aminoglycosid) hodc véi thudc Igi tiéu furosemid, acid ethacrynic.
-Test Coombs duang tinh trong khi diéu tri bdng cefaclor. Trong khilam phan ting chéo
truyén mau hodc thir test Coombs & tré so sinh c6 me da dung cefaclor trudc khi sinh,
phan ing nay c6 thé duong tinh do thudc.

-Tim glucose niéu bang cac chat khit cé thé duang tinh gia. Phan ing duong tinh gia sé
khéng xay ranéu dung phuong phap phat hién dac hiéu bang glucose oxydase.

- Do an toan va hiéu qua clia vién nang cefaclor va hén dich uéng cefaclor cho déi
tugng bénh nhi dudi 1 thang tui chua dugc thiét 1ap.

Stdung thuéc cho phuniicé thaivacho conbu:

- Thoi ky mang thai: Khang sinh cephalosporin thuong dugc coila an toan khi st'dung
cho phu nircé thai. Tuy nhién, do chua cé drliéu dugc nghién ctu day dt § ngudi mang
thainén cefaclor chidugc chidinh dung & ngudi mang thai khi that can thiét.

- Thai ky cho con bi: N6ng d6 cefaclor trong siia me rat thap (0,16 -0,21 microgam/ml
sau khi me dung liéu duy nhat 500 mg). Tac dong ctia thudc trén tré dang bt me chuard
nhung nén can than trong khi thdy tré bi tiéu chay, tua va néiban.

Anh huéng ctia thuéclén kha nang lai xe, van hanh may méc:

Chua cé bang ching vé anh hudng clia thudclén kha nang lai xe, van hanh may moc.
TUONGTAC, TUGNG KY CUATHUOC:

Tuong tac ctathudc:

- Dung déng thai cefaclor va warfarin hiém khi gay téng thai gian prothrombin, biéu hién
gay chdy mau hay khong chdy mau lam sang. Bénh nhan thiéu vitamin K (an kiéng, hoi
chiing kém hép thu) va bénh nhan suy than la nhimg déi tugng cé nguy co cao gép tuong
tac. Béi véi nhiing bénh nhan nay, nén theo déi thudng xuyén thai gian prothrombin va
diéu chinh liéu néu can thiét.

-Probenecid lam téng néng dd cefaclor trong huyét thanh.

- Cefaclor dung déng thdi véi cc thudc khang sinh aminoglycosid hodc thudc Igi tiéu
furosemid cé thé lam tdng doc tinh déi véithan.

Tuong ky cGia thuéc:

Do khdng c6 cac nghién ctru vé tinh tuong ky ctia thudc dung dudng uéng, khéng trén
lan thudc nay véi cac thudc khac. i

TACDUNG KHONG MONG MUGN CUATHUOGC:

Udc tinh gap & khoang 4 % ngudi bénh dung cefaclor. Ban da va tiéu chady thudng gap
nhét.

Bangtom tit cac phan ing khéng mong muén:

Caccoquan | Tansuat (¥) Cac phan iing khéng mong muén
Mau Thuong gdp | Tang bach cau uaeosin.
It gdp Tang té bao lympho, gidm bach cau, gidm bach cau
trung tinh.
Hiém gdp | Gidmtiéu cau, thi€u mautan huyét.
Tiéu hoa Thuong gdp | Tiéu chay.
ltgap Budn nén, nén.
Hiém gdp | Viém daitrang gid mac.
Da Thuong gdp | Bandadang sdi.
ltgap Ngta, n8i may day.
Toan than ltgdp Test Coombs truc tiép duong tinh.

Hiém gdp |- Phan tng phén v&, sét, triéu chiing giéng bénh huyét
thanh (thusing gap & bénh nhi dudi 6 tusi). Hoi ching
Stevens - Johnson, hoai ttf biéu bi nhiém déc (héi chiing
Lyell), ban da mun mu toan than.

- Phén (ing giéng bénh huyét thanh hay gap & tré em
hon ngudi I6n: Hong ban da dang, viém hodc dau khdp,

s6t hodc khéng, c6 thé kém theo hach to, protein niéu.

Tiét niéu, sinh ltgdp Ngua bd phan sinh duc, viém am dao, bénh naém
duc Candida.

Gan Hiémgdp | Tang enzym gan (ASAT, ALAT, phosphatase kiém),

viémganvavangda (mat.

Théan Hiémgdp | Viém than ké héi phuc, tdng nhe uré huyét hoac
creatinin huyét thanh hodc xét nghiém nudc tiéu
khong binh thuang.

Than kinh Hiém gdp | Con dong kinh (vdi liéu cao va suy gidm chic nang

trung uong than), tang kich déng, dau dau, tinh trang bon chén,
mat ng, |0 1an, téng truong luc, chdng mét, do giac
vanguga.

BO phan khac Hiém gdp | Daukhdp.

(¥) Tan suat tac dung khong mong muén dugc dinh nghia nhu sau: Rat thudng gap
(ADR = 1/10), thudng gap (1/100 < ADR < 1/10), it g3p (1/1000 < ADR < 1/100), hiém
gap (1/10000 < ADR < 1/1000), rat hiém gap (ADR < 1/10000), khong rd (khéng dugc
uéctinhturdirliéu cosan).

Huéng dan cach xitri ADR:

- Nguing st dung cefaclor néu xay ra di ting. Cac triéu chiing qua man cé thé dai déng
trong mét vai thang. Trong trudng hop dj ing hodc phan ting qua méan nghiém trong
can tién hanh diéu tri hé trg (duy tri théng khi, tha oxy, st dung adrenalin, tiém tinh
mach corticosteroid).

-Ngung diéu trinéu bjtiéu chay ndng.

- Cac trudng hgp bi viém dai trang gid mac do Clostridium difficile phat trién quéa muc &
thé nhe, thudng chi can nguing thudc. Cac trudng hgp thé vira va nang, can luu y cho
truyén cac dich va chat dién gii, b sung protein va diéu tri bang khang sinh cé tac
dung véi C. difficile (nén dung metronidazol, khong ding vancomycin).

-Phan ting giéng bénh huyét thanh thudng xay ra mot vai ngay sau khi bat dau diéu tri
va gidm dan sau khi ngiing thudc vai ngay. Doi khi phan ting ndng can diéu trj bang cac
thudc khang histamin va corticosteroid.

-Néu bi co giat do thudc diéu tri, phai ngiing thudc. Co thé diéu tri bang thuéc chéng co
giatnéucan.

QUALIEUVA CACH XU TRI:

Triéu chiing va biéu hién khisttdung thuéc qua liéu:

Cac triéu chiing qué liéu c6 thé 1a budn nén, nén, dau thugng vi va tiéu chay. Mic do
néng ctia dau thugng vi va tiéu chay lién quan dén liéu dung. Néu ¢ cac triéu chiing
khéc, c6 thé do di ing hodc tac ddng ctia mét nhiém doc khac hodc ctia bénh hién méc
cliangudibénh.

Cachxtrtrikhidung thuéc qualiéu:

- XUrtri qualiéu can xem xét dén kha nang qua liéu cia nhiéu loai thudc, tuong tac thuéc
vadugc dong hoc bat thudng &ngudi bénh.

- Khéng can phai rira da day, rudt, trir khi da uéng cefaclor véi liéu gap 5 lan liéu binh
thuong.

- Bdo vé dudng hé hap cho ngudi bénh, hé trg thong thoang khi va truyén dich. Lam
gidm hdp thu thuéc bang cach cho uéng than hoat nhiéu Ian. Trong nhiéu trudng hop,
céch nay hiéu qua hon la gay non hoic riia da day. C6 thé rira da day va thém than hoat
hoacchidungthan hoat.

- Gay lgi tiéu, thdm phan mang bung hodc loc mau chua dugc xac dinh 1a ¢6 Igi trong
diéutriqualiéu.

PACTINHDUGCLUCHOC:

Nhém dugc ly: Khang sinh nhém cephalosporin thé hé 2.

MaATC:J01DCOA4.

- Cefaclor 1a mét khang sinh cephalosporin uéng, ban téng hop, thé hé 2, ¢é tac dung
diét vi khuan dang trong giai doan phat trién va phan chia bdng cach tic ché téng hgp
thanh té bao vi khuan. ThuSc gén vao cac protein gan vdi penicillin (penicillin binding
protein, PBP), la cac protein tham gia vao thanh phan ciu tao mang té bao vi khuan,
déng vai trod 1a enzym xuc tac cho giai doan cudi ciing clia qua trinh t8ng hgp thanh té
bao. K&t qua la thanh t& bao dugc téng hgp sé bi yéu diva khéong bén dudi tac dong clia
4p luc tham thau. Ai luc gén cta cefaclor véi PBP cuia cac loai khac nhau sé quyét dinh
phé tacdung cliathuée.

- Cling nhu cac khang sinh beta - lactam khac, tac dung diét khuan cla cefaclor phu
thudc vao thai gian. Do vy, muc tiéu can dat clia ché d6 liéu 1a t6i uu héa khodng thoi
gian phaoi nhiém clia vi khuan véi thuéc. Thai gian néng dé thuéc trong mau 16n hon
néng do Uc ché ti thiéu clia khang sinh véi vi khuan phan lap (T > MIC) la théng sé

PC115C-1

dugc dong hoc/dugc luc hoc ¢4 lién quan chat ché dén hiéu qua diéu trj cta cefaclor.
T>MIC can datitnhat40- 50 % khoang cach gitra hailan dua thuéc.

- Cefaclor c6 tac dung in vitro d&i véi cdu khudn Gram duong tuong tu cefalexin nhung
c6 tac dung manh hon déi véi cac vi khudn Gram am, dac biét véi Haemophilus
influenzae va Moraxella catarrhalis, ngay ca véi H. influenzae va M. catarrhalis sinh ra
beta- lactamase. Cefaclor c6 théit bj dé khang vai tu cau tiét penicillinase hon cefalexin.
-Trén in vitro, cefaclor c6 téc dung d8i véi phan 16n cac ching vi khuan sau, phan 1ap
dugc trngudi bénh:

+Vikhuan hiéu khi Gram duong: Staphylococcus, ké ca nhiing chiing sinh ra penicillinase,
coagulase duang tinh, coagulase &m tinh, tuy nhién cé biéu hién khang chéo giita
cefaclor va methicillin; Streptococcus pneumoniae; Streptococcus pyogenes (Streptococcus
beta tan mau nhém A); Propionibacterium acnes; Corynebacterium diphtheriae.

+ Vi khuan hiéu khi Gram am: Moraxella catarrhalis; Haemophilus influenzae (ké ca
nhiing chung sinh ra beta - lactamase, khang ampicillin); Escherichia coli; Proteus
mirabilis; Klebsiella spp.; Citrobacter diversus; Neisseria gonorrhoeae.

+ Vi khudn ky khi: Bacteroides spp. (ngoai trit Bacteroides fragilis 1a khang); cac
Peptococcus; cac Peptostreptococcus.

- Cefaclor khéng c6 téc dung ddi véi Pseudomonas spp. hodc Acinobacter spp, Staphylococcus
khang methicillin, tat ca cac chiing Enterococcus (vi du nhu Enterococcus faecalis cing
nhu phan 6n cac ching Enterobacter spp,, Serratia spp., Morganella morganii, Proteus
vulgarisva Providenciarettgeri.

Khdng thuéc:

Vikhuan khang lai cefaclor chtyéu theo co ché bién di PBP dich, sinh beta - lactamase
hodclam gidm tinh thdm clia cefaclor qua mang té bao vikhuén.

Hién nay, mot s6 chiing vi khu&n nhay cdm dé trg nén khang véi cefaclor va cac khang
sinh cephalosporin thé hé 2 khac, dic biét la cac chiing Streptococcus pneumoniae
khang penicillin, cdc chling Klebsiella pneumoniae va E. coli sinh beta - lactamase hoat
phé réng (Extended spectrum beta lactamase, ESBL).

PACTINHDUGCBONGHOC:

- Cefaclor bén ving véi acid dich vi va dugc hdp thu tét sau khi uéng luc doi. Véi liéu
250 mg va 500 mg dang vién nang uéng lic doi, néng do dinh trung binh trong huyét
tuong tuong ting khoang 7 va 13 microgam/ml, dat dugc sau 30 dén 60 phat. Thic an
lam cham hép thu, nhung téng lugng thudc dugc hap thu van khong déi, néng dé dinh
chidat dugc tir 50 % dén 75 % néng do dinh & ngudi bénh uéng ltc doi va thudng xudt
hién muén hon tir45 dén 60 phit. Thai gian ban thai clia cefaclor trong huyét tuong tur
30 dén 60 phat; thai gian nay thudng kéo dai hon mét chit & ngudi cé chic nang than
gidm. Khoang 25 % cefaclor lién két vdi protein huyét tuong. Néu méat chiic nang than
hoan toan, thai gian ban thai kéo dai tir 2,3 dén 2,8 gid. Nong dé cefaclor trong huyét
thanh vugt quéa néng do tc ché téi thiéu, d6i véi phan I6n cac vi khuan nhay cdm, it nhat
4 gisaukhiudngliéu diéu tri.

- Cefaclor phan b rong kh3p cathé; di qua nhau thai va bai tiét trong stame & néng do
thédp. Cefaclor thai trir nhanh chéng qua thén; téi 85 % liéu sir dung dugc thai trir qua
nudc tiéu & dang nguyén ven trong vong 8 gid, phan 16n thai tri trong 2 gis dau &
ngudi cé chiic nang than binh thudng. Cefaclor dat néng dé cao trong nudc tiéu trong
vong 8 gid sau khi udng, trong khodng 8 gid nay néng dé dinh trong nudc tiéu dat dugc
600 va 900 microgam/ml sau cac liéu st dung tuong ting 250 va 500 mg. Probenecid
lam cham bai tiét cefaclor. Mot it cefaclor dugc dao thai qua tham phan mau.

QUY CACHPONGGOl:

Hép 1vix10vién, hop 10vix 10vién, hdp 20vix 10 vién, hop 1vix 12 vién, hop 10vix 12
vién.

DIEU KIEN BAO QUAN:

Bdo quan &: Noikho, nhiét do duai 30 °C, tranh anh séng.

Bdo quan trong bao bi géc ctiathudc.

HAN DUNG: 36 thang ké ti ngay san xuat. Khong diing thudc qua han st dung da ghi
trénnhan.

TIEU CHUAN CHAT LUQNG: TCCS.

€O SG SAN XUAT:

CONGTY CG PHAN XUAT NHAP KHAU Y TEDOMESCO
Dia chi: S8 346 dudng Nguyén Hué, Phudng My Pha, Thanh phé Cao Lanh,
TinhDéngThap

DOMESCO  Diénthoai: 1800.969.660




