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OROCLOR®

© Thuéc nay chidung theo don thuéc.

© Docky huéng dan sitdung trugc khi dung.

e Péxatamtaytréem.

o To huéng dan st dung néu tém tét cac thong tin quan trong clia
thudc.Néu can thém thong tin, xin héiy kién bacsy hodc dugcsy.

THANH PHAN CONG THUC THUGC: Méi vién nén bao phim chra:

Thanh phan dugc chét: Cefaclor (dudi dang Cefaclor monohydrat) 500 mg
Thanh phi‘in ta duogc: Starch 1500, Natri croscarmellose, Natri lauryl sulfat,
Magnesi stearat, Colloidal silicon dioxid A200, Hydroxypropyl methylcellulose
15¢P, Hydroxypropyl methylcellulose 6cP, Polyethylen glycol 6000, Talc, Titan
dioxid, Mau Brilliant blue lake, Mau Ponceau lake, Mau Erythrosin lake.

DANG BAO CHE: Vién nén bao phlm

Mb ta dac diém bén ngoai ctia thudc: Vién nén bao phim, hinh chif nhat
thuén, mau xanh duong, hai mat 16i, mot mat vién khac 4618, canh va thanh
viénlanh 1an.Nhan thuéc bén trong mautrdng nga.

CHIiPINH:

DOROCLOR 500 mg dugc chi dinh dé diéu tri cac nhiém khuan do cac vi
khu&n nhay cam:

- Nhiém khuan dudng hé hdp bao gém viém phéi, viém phé quan, dgt bung
phétctiaviém phé quan man tinh, viém hong, viém amidan va viém xoang.
-Viém taigilra.

-Nhiém khuan davamoé mém.

- Nhiém khuan dudng tiét niéu bao gém viém than - bé than va viém bang
quang.

DOROCLOR500 mg ¢6 hiéu qua trong ca nhiém khuan dudng tiét niéu cap
vamantinh.

Cefaclor thudng c6 hiéu qua trong viéc loai trir Streptococci khéi mai hong,
tuy nhién, khéng cé sén dt liéu vé hiéu qua phong ngtra s6t thdp khdp hodc
viém noitam mac do vikhudn xdy rasau dé.

LIEU DUNG, CACHDUNG:

Liéudung:

Luén dung thudc dingliéuluong trong don thuéc.

- Ngudi Ién: Déi véi nhiing trudng hgp nhiém khuin ning hodc do céc vi
khuan it nhay cdm géy ra: 500 mg x 3 lan/ngay. Liéu 4 g/ngay si'dung an toan
cho nhfmg ngudi binh thudng trong 28 ngay, nhung téng liéu hang ngay
khéng nénvugtquéliéu lugng nay.

DOROCLOR500 mg cé thé dugc diing cho ngudi cé chticnang than suy gidm.
DEivéi nhungtrucng hgpnay, liéu Iucngthuong khéng thay déi.

- Bénh nhan phai thdm phan mdu: Khithadm phan mdu, thai gian ban thai clia
cefaclor trong huyét thanh giam 25 - 30 %. G bénh nhan phai tham phan
mau déu dan, dung liéu 250 mg - 1 g trudc khi thdm phan méau va duy triliéu
diéu tri 250-500 mg méi 6 dén 8 gid gilta caclan tham phan.

- Ngudi cao tudi: Dung liéu nhu déi véi ngudi l6n.

-Tréem:Strdung dang bao chékhac cé liéu lugng phu hgp cho tréem.

Cach dung:Dungudng.

Trudng hop quén uéng mét liéu dung: Hay udng ngay khi nhd ra. Néu thai
gian gan vdi lan duing thudc tiép theo, bd qua liéu da quén va hay dung liéu
tiép theo vao thai gian thudng lé. Khéng dung liéu gap déi dé bu vao liéu da
quén.

Trudng hgp uéng qua nhiéu vién thudc: Hay gap ngay bac sy hodc téi khoa
H6i stfc- Cap ctiu cliabénh vién gan nhét.

CHONG CHIPINH:

Ngudi bénh cé tién strdj iing hodc qua man véi cefaclor va khang sinh nhém
cephalosporin.

CANHBAOVATHANTRONG KHIDUNG THUGC:

- Than trong véi cac ngudi bénh cé tién sir man cadm véi cephalosporin, dac
biét véi cefaclor hodc véi penicillin hodc véi cac thude khac. Ngudi bénh di
(g véi penicillin c6 thé man cdm chéo (5 - 10% s trudng hop).

- Dung dai ngay c6 thé gay viém dai trang giad mac do Clostridium difficile.
Than trong déi véi ngudi bénh co tién st dudng tiéu hda, dic biét viem dai
trang. Can nghi ngd viém dai trang gid mac khi xuat hién tiéu chay kéo dai,
phéan cé mau &bénh nhan dang dung hodc trong vong 2 thang sau khidiing
liéu phap khangssinh.

PC46C-1

- Can than trong khi dung cefaclor cho ngudi c6 chiic ndng than suy gidm
nang. Vi thoi gian ban thai ctia cefaclor & nguai bénh vé niéu la 2,3 - 2,8 gid (so
véi 0,6 — 0,9 gid & ngudi binh thudng) nén thudng khong can diéu chinh liéu
d6i vai ngudi bénh suy than trung binh nhung phai gidm liéu & ngudi suy than
nang. Vi kinh nghiém 1am sang trong st dung cefaclor con han ché, nén can
theo doi lam sang. Can theo doi chiic nang than trong khi diéu tri bang
cefaclor phéi hgp véi cac khang sinh ¢6 tiém nang gay doc cho than (nhu
nhém khang sinh aminosid) hodc véi thuéc Igi niéu furosemid, acid ethacrynic.
- Test Coombs duong tinh trong khi diéu tri bang cefaclor. Trong khi lam
phan tng chéo truyén mau hodc thi test Coombs & tré sa sinh c6 me da
dung cefaclor truéc khi dé, phan ting nay c6 thé duong tinh do thuéc.

-Tim glucose niéu b&ng cac chatkhircé thé duong tinh gid. Phan iing duong
tinh gia sé khéng xay ra néu dung phuong phap phét hién dac hiéu bang
glucose oxydase.

-Doantoan vahiéu qua cho bénh nhi dudi 1 thang tui chua dugc thiét 1ap.

- Thudc 6 chira mau brilliant blue lake, mau ponceau lake cé thé gay cac
phan ting ditng.

Sutdung thudc cho phu nit 6 thaivacho conbu:

- Théi ky mang thai: Cac nghién cdu trén dong vat vai liéu gap tir 3 - 5 1an
liéu t8i da dung cho ngudi (1500 mg/ngay) khéng cho thdy bang chiing gay
anh hudng dén bao thai ctia thuéc. Khang sinh cephalosporin thudng dugc
coi la an toan khi s&r dung cho phu nit cé thai. Tuy nhién, do chua cé cong
trinh nao dugc nghién clu day da & ngudi mang thai nén cefaclor chi dugc
chidinh dung &ngudi mang thaikhithat can thiét.

- Thai ky cho con bu: Néng d6 cefaclor trong sita me rat thap (0,16 - 0,21
microgam/ml sau khi me dung liéu duy nhat 500 mg). Tac dong clia thudc
trén tré dang bi me chua ré nhung nén can than trong khi thay tré bj tiéu
chady, tua vanéi ban.Nén can nhic viéc ngiing cho con bi trong thai gian me
dungthudc.

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

Thudc c6 thé gdy dau dau, chéng mat, 3o gidc, ngt ga (hiém gdp). Than trong
khildixe, van hanh may moc.

TUONGTAC, TUGNGKY CUATHUOC:

Tuongtacchathudc:

-Dung déng thai cefaclor va warfarin hiém khi gay tang thai gian prothrombin,
biéu hién gdy chdy mau hay khéng chady mau lam sang. Ngudi bénh thiéu
vitamin K (an kiéng, hoi chiing kém hap thu) va bénh nhan suy than la nhiing
d6i tugng c6 nguy ca cao gap tuong tac. Nén theo déi thudng xuyén thai gian
prothrombin va diéu chinh liéu néu can thiét & nhiing bénh nhan nay.
-Probenecid lam tdng néng dé cefaclor trong huyét thanh.

- Cefaclor duing d6ng thai véi cac thudc khang sinh aminoglycosid hoac thuéc
lgi tiéu furosemid c6 thé lam tang doc tinh d6i véi than, loai tuong tac da dugc
ma ta chli yéu véi cephalothin, mét khang sinh cephalosporinthé hé 1.
Tuongky ctia thuéc:

Do khdng c6 cac nghién ctiu vé tinh tuong ky clia thudec dung dudng uéng,
khong tronlanthudc nay vai cac thuéckhéc.

TACDUNG KHONG MONG MUGN CUATHUGC:

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

Bang tém tatcac phan ing khéng mong muén:

Cac co quan | Tan suét (¥) Cac phan iing khéng mong muén

Mau Thuong gdp [Tang bach cau uaeosin.

ftgdp  |Tangtébaolympho, gidmbach cau, gidm bach
cautrungtinh.

Hiém gdp |Gidmtiéu cau, thi€u mautan mau.

Tiéuhoa Thudng gdp |Tiéu chay.
ftgdp  |Budnnén,nén.
Hiém gdp |Viém daitrang gid mac.
Da Thudng gdp |Bandadang séi.
ftgdp  [Ngua,ndimay day.
Toan than ftgdp  |TestCoombstructiép duongtinh.

Hiém gdp |- Phdn Ung phan vé, sét, trieu ching giéng
bénh huyét thanh (thudng gap & bénh nhi
dudi 6 tudi). Hoi chiing Stevens - Johnson,
hoai ti biéu bi nhiém doc (hoi ching Lyell),
ban damun mutoanthan.

-Phan tng giéng bénh huyét thanh hay gap &
tré em hon ngudi I16n: Ban da dang, viém hoac
dau khdp, s6t hodc khong, cé thé kém theo
hach to, protein niéu.

Tiét niéu - It gdp Ngta b phan sinh duc, viém am dao, bénh

sinh duc nam Candida.

Gan Hiém gdp |Tang enzym gan (ASAT, ALAT, phosphatase
kiém), viém gan vavang da (rmat.

Than Hiém gdp |Viém than ké héi phuc, tang nhe uré huyét
hodc creatinin huyét thanh hoc xét nghiém
nudctiéu khéng binh thudng.

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

nang than), tang kich dong, dau dau, tinh
trang bén chon, mat ngd, 10 1an, téng truong
luc, chéng mat, do gidcvangu ga.

trung uong

B6 phéan khac| Hiémgdp [Paukhdp.

(*) Tan sudt tac dung khong mong muén dugc dinh nghia nhu sau: Rat
thudng gap (ADR = 1/10), thudng gap (1/100 < ADR < 1/10), it gdp (1/1000 <
ADR < 1/100), hiém gap (1/10000 < ADR < 1/1000), rat hiém gap (ADR <
1/10000), khéng ré (khéng dugc udc tinh tird i liéu cé san).

Huéng dan cach xirtri ADR:

- Ngting strdung cefaclor néu xay ra dj éing. Cac triéu chiing qua man cé thé
dai déng trong mét vai thang. Trong trudng hgp di ting hodc phan ting qué
man nghiém trong can tién hanh diéu tri hé trg (duy tri théng khi, thd oxy, st
dungadrenalin, tiém tinh mach corticosteroid).

-Nguing diéu trinéu bj tiéu chdy ning.

- Cac trudng hgp bi viém dai trang gid mac do Clostridium difficile phat trién
qua mic & thé nhe, thudng chi can nguing thudc. Cac trudng hgp thé vira va
ndng, can luu y cho truyén cac dich va chat dién gidi, b6 sung protein va diéu
tribang khang sinh 6 tac dung vdi C. difficile (nén dung metronidazol, khéng
dung vancomycin).

- Phan tng giéng bénh huyét thanh thudng xay ra mét vai ngay sau khi bat
dau diéu tri va gidm dan sau khi ngting thudc vai ngay. Béi khi phan tng
nang can diéu tribang cac thudc khang histamin va corticosteroid.

- Néu bi co giat do thuéc diéu tri, phai ngiing thuéc. C6 thé diéu tri bang
thudcchéng cogiatnéucan.

QUALIEUVA CACHXUTRi:

Triéu chiing vabiéu hiénkhistitdung thuécqualiéu:

Céctriéu ching qué liéu c6 thé 1a bun nén, ndn, dau thugng vi va tiéu chay.
Mic 86 nang ctia dau thugng vi va tiéu chay lién quan dén liéu dung. Néu co
céc triéu chiing khac, c6 thé do dj Ung hodc tac dong clia mot nhiém doc
khachodc ctiabénh hién mac clia ngusibénh.

Cach xtitri khidung thuéc qualiéu:

XUtri qud liéu can xem xét dén kha nang qua liéu clia nhiéu loai thudc, tuong
tac thudc va dugec dong hoc bat thudng d ngudi bénh.

-Khéng can phai rira da day, ruét, trir khi da uéng cefaclor vi liéu gép 5 lan
liéu binh thudng.

- Bdo vé dudng ho hap cho ngudi bénh, hé trg théng thoang khi va truyén
dich.

- Lam gidm hép thu thuéc bang cach cho uéng than hoat nhiéu lan. Trong
nhiéu trudng hgp, cach nay hiéu qué hon 1a gdy nén hodc rira da day. C6 thé
ria da day vathém than hoat hodc chidung than hoat.

- Gay lgi niéu, thdm phan mang bung hodc loc mau chua dugc xac dinh la co
Igitrong diéu tri qua liéu.

DACTINHDUGQCLUCHOC:

Nhém dugcly: Khang sinh uéng, nhém cephalosporin thé hé 2.
MaATC:J01DCO4.

- Cefaclor la mot khang sinh cephalosporin uéng, ban téng hop, thé hé 2, c6
tac dung diét vi khudn dang trong giai doan phat trién va phan chia bing
cach tc chét8ng hgp thanh t& bao vi khuadn. Thudc gén vao céc protein gén
Vvéi penicillin (Penicillin binding protein, PBP), la cac protein tham gia vao
thanh phan cdu tao mang té bao vi khudn, déng vai tro 1a enzym xtic tdc cho
giai doan cudi cing clia qué trinh tng hgp thanh t& bao. K&t qua la thanh t&
bao dugc tdng hgp sé bi yéu di va khéng bén dudi tac dong cda ap luc thdm
thau. Ai luc gén cla cefaclor véi PBP clia cac loai khac nhau sé quyét dinh
phétacdung clathude.

- Clng nhu cac khang sinh beta-lactam khac, tadc dung diét khuan cua
cefaclor phu thudc vao thai gian. Do vay, muc tiéu can dat ctia ché do liéu la
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t6i uu hda khodng thdi gian phai nhiém cua vi khuan véi thuéc. Thai gian
néng d6 thuéc trong mau 16n hon néng dé Uc ché téi thiéu cla khang sinh
vdi vi khudn phan 1ap (T>MIC) la théng s6 dugc déng hoc/ dugc luc hoc cd
lién quan chat ché dén hiéu qua diéu tri ctia cefaclor. T>MIC can dat it nhat
40-50%khoang cach gitra2 1an dua thudc.

- Cefaclor c6 téc dung in vitro d6i véi cau khudn Gram duong tuong tu cefalexin
nhung c6 téc dung manh hon d8i 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. Tuy nhién, tdc dung trén tu cau sinh
beta-lactamase va penicillinase thi yéu hon cefalexin.

-Trén in vitro, cefaclor c¢é tdc dung d8i véi phan 16n cac chiing vi khuan sau,
phanlap dugc tir ngudi bénh:

+Vikhu8n hi€u khi Gram duong: Staphylococcus, ké ca nhitng chiing sinh ra
penicillinase, coagulase duang tinh, coagulase 4m tinh, tuy nhién cé biéu hién
khang chéo gitta cefaclor va methicillin; Streptococcus pneumoniae; Streptococcus
pyogenes (Streptococcus tan huyét beta nhom A); Propionibacterium acnes;
Corynebacterium diphtheriae. Vi khuan hiéu khi Gram am: Moraxella catarrhalis;
Haemophilus influenzae (ké c& nhimg ching sinh ra beta-lactamase, khang
ampicillin); Escherichia coli; Proteus mirabilis; Klebsiella spp.; Citrobacter diversus;
Neisseria gonorrhoeae.

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

- Cefaclor khéng cé tac dung déi v6i Pseudomonas spp. hodc Acinobacter
spp., Staphylococcus khang methicillin, tat ca cac chiing Enterococcus (vi du
nhu Enterococcus faecalis ciing nhu phan 16n cac chiing Enterobacter spp.),
Serratia spp., Morganella morganii, Proteus vulgaris va Providenciarettgeri.
Khang thuéc:

- Vi khuan khéng lai cefaclor chd yéu theo co ché bién déi PBP dich, sinh
beta-lactamase hoac lam gidm tinh tham cla cefaclor qua mang té bao vi
khuan.

- Hién nay, mét s6 chiing vi khuan nhay cdm d tré nén khang vdi cefaclor va
cackhang sinh cephalosporin thé hé 2 khéc, déc biét la cac chiing Streptococcus
pneumoniae khang penicillin, cdc chliing Klebsiella pneumoniae va E. coli sinh
beta-lactamase hoat ph6 rong (Extended spectrum beta-lactamase, ESBL).
PACTINHDUGCBDONGHOC:

- Cefaclor bén vimng véi acid dich vi va dugc hap thu tét sau khi uéng lc doi.
Vi liéu 500 mg udng luc d6i néng dé dinh trung binh trong huyét tuong
tuong ting khodng 13 microgam/ml, dat duoc sau 30 - 60 phut. Thic an lam
cham hép thu, nhung téng lugng thuéc dugc hap thu van khéng déi, néng
d6 dinh chi dat tir 50 - 75 % néng do dinh & ngudi bénh udng ltc doi va
thudng xudt hién mudn hon tir45 - 60 phut. Thoi gian ban thai cta cefaclor
trong huyét tuong tir 30 — 60 phut; thai gian nay thudng kéo dai han mot
chut & ngudi ¢ chiic nang than gidm. Khoang 25 % cefaclor lién két vai
protein huyét tuong. Néu mat chiic nang than hoan toan, thai gian ban thai
kéo dai tur2,3 - 2,8 git. Néng do cefaclor trong huyét thanh vugt qua néng
dd Uc ché téi thiéu, d6i véi phan 16n cac vi khudn nhay cdm, it nhat 4 gid sau
khiudng liéu diéu tri.

- Cefaclor phan b6 rong khép co thé; di qua nhau thai va bai tiét trong sita me
&nbéng dod thap. Cefaclorthaitrirnhanh chéng quathan; t6i 85 % liéu sirdung
dugcthaitrirquanudctiéu & dangkhong déitrong vong 8 gi¢;, phan 16n thai
trif trong 2 gid dau & ngu‘dl c6 chic néng than binh thucng Cefaclor dat
néng dé cao trong nudc tiéu trong vong 8 gidr sau khi udng, trong khoang 8
gi& nay néng dod dinh trong nudc tiéu dat dugc 900 microgam/ml sau liéu stt
dung 500 mg. Probenecidlam cham baitiét cefaclor. Mot it cefaclor dugc dao
thaiquatham phan méau.

QUY CACHPONGGOI:

-HOp2vix 10vién, hép 10vix 10 vién.

-Chai100vién.

PIEUKIEN BAO QUAN:

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

Bao quan trong bao bi géc cliathudc.

HAN DUNG: 36 thang ké tu ngay san xuat. Khéng dung thuéc qua han su
dung daghitrénnhan.

TIEU CHUAN CHAT LUONG:TCCS.

CO SO SAN XUAT:

CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO
Dia chi: S6 346 dudng Nguyén Hué, Phudng My Phi, Thanh phd
Caolanh,TinhDBéng Thap

pOMESCO Diénthoai: 1800.969.660




