Rx
OROCLOR®

© Thuécnay chidung theo don thuéc.

e Docky huéng dan sitdung trugc khi dung.

e Péxatamtaytréem.

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

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

Thanh phan dugc chét: Cefaclor (dudi dang Cefaclor monohydrat) 500 mg
Thanh phin 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

M6 ta dac diém bén ngoai ctia thudc: Vién nén bao phim, hinh chif nhat
thudn, mau xanh duong, hai mat 16i, mot mat vién khac 4618, canh va thanh
viénlanh1dn.Nhan thuéc bén trong mautrdng nga.

CHIPINH:

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

- Nhiém khuén dudng hé hap bao gém viém phéi, viém phé quan, dot bung
phét ctiaviém phé quan man tinh, viém hong, viém amidan va viém xoang.
-Viémtaigida.

-Nhiém khuan dava mé mém.

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

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

Cefaclor thudng c6 hiéu qua trong viéc loai trir Streptococci khoi mai hong,
tuy nhién, khéng cé sdn dt liéu vé hiéu qua phong ngra st thap khdp hodc
viém néitammacdovi khuan x3y ra sau dé.

LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thudc dingliéulugng trong don thudc.

- Nglfdl I6n: DSi véi nhiing trudng hgp nhiém khudn ndng hodc do cac vi
khuén it nhay cdm gay ra: 500 mg x 3 1an/ngay. Liéu 4 g/ngay stidung an toan
cho nhfmg nguai binh thudng trong 28 ngay, nhung téng liéu hang ngay
khéng nénvuot quéliéu lugng nay.

DOROCLOR500 mg c6 thé dugc diing cho ngudi cé chiic nédng than suy gidm.
Doivei nhiing trudng hop nay, lieu Iucng thudng khéng thay déi.

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

- Ngudi cao tuéi: Dung liéu nhu déi véi ngudilén.

-Tréem:Sttdung dang bao chékhac cé liéu lugng phu hgp cho tréem.
Céachdung:Dungudng.

Trudng hgp quén uéng mét liéu dung: Hay udng ngay khi nhd ra. Néu thoi
gian gan vdi lan dung thuéc tiép theo, bd qua liéu da quén va hay dung liéu
tiép theo vao thai gian thudng 1&. Khéng dung liéu gap déi dé bu vao liéu da
quén.

Trudng hgp uéng qua nhiéu vién thudc: Hay gdp ngay bac sy hodc téi khoa
Hai sttc - Cap ctru clia bénh vién gan nhét.

CHONG CHIPINH:

Ngudi bénh cé tién st di iing hodc qua man véi cefaclor va khang sinh nhém
cephalosporin. -
CANHBAOVATHANTRONG KHIDUNGTHUOC:

- Than trong véi cac ngudi bénh cé tién st man cam véi cephalosporin, dac
biét véi cefaclor hodc véi penicillin hodc véi cac thude khac. Ngudi bénh di
ing véi penicillin c6 thé man cdm chéo (5-10% s6 trudng hgp).

- Dung dai ngay c6 thé gay viém dai trang giad mac do Clostridium difficile.
Than trong déi véi ngudi bénh c6 tién st dudng tiéu hoa, dac biét viem dai
trang. Can nghi ngd viém dai trang gia mac khi xuat hién tiéu chay kéo dai,
phan cé mau &bénh nhan dang diing hodc trong vong 2 thang sau khidiing
liéu phap khangsinh.

- 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
VG 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 déi lam sang. Can theo déi chuc nang than trong khi diéu tri bang
cefaclor phéi hgp véi cac khang sinh ¢6 tiém nang gay déc 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 ting chéo truyén mau hodc thit test Coombs & tré sa sinh c6 me da
dung cefaclor trugc khi dé, phan ing nay c6 thé duong tinh do thuéc.

-Tim glucose niéu b&ng cac chat kh{rcé thé duong tinh gid. Phan ting duong
tinh gié sé khéng xay ra néu dung phuong phap phat hién dic hiéu bang
glucose oxydase.

-Do antoan va hiéu qua cho bénh nhi dudi 1 thang tudi chua dugc thiét lap.
- Thuéc c6 chira mau brilliant blue lake, mau ponceau lake cé thé gay cac
phan tngdiung.

Sttdung thudc cho phu nitcé thaivacho conbu:

- Thai ky mang thai: Cac nghién ctiu trén dong vat véi liéu gap tir3 - 5 1an
liéu t6i da dung cho ngudi (1500 mg/ngay) khéng cho thdy bang ching gay
&nh hudng dén bao thai ctia thudc. Khang sinh cephalosporin thudng dugc
coi la an toan khi s&r dung cho phu nir cé thai. Tuy nhién, do chua c6 cong
trinh ndo dugc nghién ctu day di & ngudi mang thai nén cefaclor chi dugc
chidinh dung & ngudi mang thai khi that can thiét.

- Thai ky cho con bu: Néng dé cefaclor trong sira 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 bd me chua ré nhung nén can than trong khi thdy tré bj tiéu
chdy, tua va néiban.Nén can nhac viéc ngiing cho con b trong thdi gian me
dungthuéc.

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

Thudc c6 thé gay dau dau, chéng mat, 4o gidc, ngu ga (hiém gdp). Than trong
khilaixe, van hanh may méc. i

TUONGTAC, TUGNG KYCUATHUOC:

Tuong tacctathudc:

- Dung déng thai cefaclor va warfarin hiém khi gay tang thai gian prothrombin,
biéu hién gay chdy mau hay khéng chdy méau lam sang. Ngudi bénh thiéu
vitamin K (&n kiéng, hoi ching kém hdp thu) va bénh nhan suy than la nhiing
d6i tugng c6 nguy cd 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 dung déng thai vai cac thudc khang sinh aminoglycosid hoac thuée
Igi tiéu furosemid c6 thé lam tdng doc tinh d6i véi than, loai tuong tac da dugc
mé ta chd yéu véi cephalothin, mét khang sinh cephalosporinthé hé 1.
Tuong ky cGia thuéc:

Do khéng c6 cac nghién cdu vé tinh tuong ky clia thuéc dung dudng udng,
khong tronlanthudcnay vai cacthuéckhéc.

TACDUNGKHONG MONG MUON CUATHUGC:

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

Bang tém tatcac phan ingkhéng mong muén:

-Phan tng giéng bénh huyét thanh hay gap &
tré em hon ngudi I6n: Ban da dang, viém hoac
dau khdp, s6t hodc khong, cé thé kém theo
hach to, protein niéu.

Tiét niéu - It gdip 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 hoac 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.

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

Mau Thudng gdp [Tang bach cau uaeosin.

ftgdp  |Tangtébaolympho, gidm bach 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, triéu 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 mutoan than.

(*) 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 ing. Cac triéu chiing qua man cé thé
dai déng trong mét vai thang. Trong trudng hgp di ting hodc phan (ing 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 3 thé nhe, thudng chi can nguing thuéc. Cac trudng hgp thé vira va
ndng, can luu y cho truyén cac dich va chat dién giai, bd sung protein va diéu
tribang khang sinh c6 tac dung vdi C. difficile (nén dung metronidazol, khéng
dung vancomycin).

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

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

QUALIEUVA CACHXUTRI:

Triéu chiing va biéu hién khistrdung thuéc qua liéu:

Céctriéu ching qué liéu c6 thé 1a bun ndn, nén, dau thugng vi va tiéu chay.
Muic d6 ndng cta dau thugng viva tiéu chay lién quan dén liéu dung. Néu c6
céc triéu chimg khéac, c6 thé do di iing hoic tac dong clia mot nhiém déc
khac hodc ctia bénh hién mac clia ngudibénh.

Cach xtrtrikhidung thuéc qua liéu:

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

- Khéng can phai riia da day, rudt, trirkhi da uéng cefaclor véi liéu gap 5 1an
liéu binh thudng.

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

- Lam gidm hap thu thuéc bang cach cho udng than hoat nhiéu lan. Trong
nhiéu trudng hop, cach nay hiéu qua hon 1a gay nén hodc rira da day. C6 thé
riia da day va thém than hoat hodc chidung than hoat.

- Gay lgi niéu, thdm phan mang bung hodc loc mau chua dugc xac dinh la cé
lgitrong diéu tri qualiéu.

PACTINHDUGCLUCHOC:

Nhém dugc ly: Khang sinh uéng, nhom cephalosporin thé hé 2.
MaATC:J01DCO4.

- Cefaclor la mét khang sinh cephalosporin uéng, ban téng hgp, thé hé 2, cé
tac dung diét vi khuan dang trong giai doan phét trién va phan chia bing
céch tc chétdng hgp thanh té bao vi khuan. Thuéc gén vao cac protein gén
véi penicillin (Penicillin binding protein, PBP), la cac protein tham gia vao
thanh phan ciu tao mang té bao vi khudn, déng vai tro la enzym xtc tac cho
giai doan cudi cung clia qué trinh tdng hgp thanh t& bao. K&t qua la thanh t&
bao dugc téng hgp sé bi yéu di va khéng bén duéi tdc dong cta ap luc thdm
thau. Ai luc gén cla cefaclor véi PBP clia cac loai khac nhau sé quyét dinh
phé tadcdung cliathudc.

- CGng nhu cac khéang sinh beta-lactam khéc, téc dung diét khuan cta
cefaclor phu thudc vao thai gian. Do vay, muc tiéu can dat cia ché do liéu la

t6i uu héa khodng thdi gian phai nhiém cua vi khuan véi thuéc. Thai gian
néng d6 thudc trong mau 16n hon néng dé Uic ché téi thiéu clia 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 gitia 2 1an dua thudc.

- Cefaclor c6 téc dung in vitro di véi cau khudn Gram ducng tuong tu cefalexin
nhung c6 téc dung manh hon d6i véi cac vi khudn Gram am, dic 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 c6 tac dung déi véi phan 16n cac chling vi khuan sau,
phanlap dugc ti ngudi bénh:

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

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

- Cefaclor khéng c6 tac dung déi v6i Pseudomonas spp. hodc Acinobacter
spp., Staphylococcus khang methicillin, tat ca cac chiing Enterococcus (vi du
nhu Enterococcus faecalis cing nhu phan 16n cac chiing Enterobacter spp.),
Serratia spp., Morganella morganii, Proteus vulgaris va Providencia rettgeri.
Khang thudc:

- Vi khuan khang lai cefaclor chu yéu theo ca ché bién déi PBP dich, sinh
beta-lactamase hodc lam gidm tinh thdm cla cefaclor qua mang té bao vi
khuén.

- Hién nay, mét s6 chling vi khuan nhay cdm da tré nén khang véi cefaclor va
cackhang sinh cephalosporin thé hé 2 khac, dac biét la cac chiing Streptococcus
pneumoniae khang penicillin, cdc chiing Klebsiella pneumoniae va E. coli sinh
beta-lactamase hoat ph6 rong (Extended spectrum beta-lactamase, ESBL).
PACTINHDUGCDONGHOC:

- Cefaclor bén vimng véi acid dich vi va dugc hap thu tét sau khi uéng lac déi.
Vi liéu 500 mg udng lic d6i néng dé dinh trung binh trong huyét tuong
tuong Uing khoang 13 microgam/ml, dat dugc sau 30 - 60 phut. Thirc dn lam
cham hdp thu, nhung t8ng lugng thudc dugc hap thu van khong déi, néng
dd dinh chi dat tir 50 - 75 % ndng do dinh & ngudi bénh udng ltc doi va
thudng xudt hién muén hon tir45 - 60 phut. Thai gian ban thai clia cefaclor
trong huyét tuong tur 30 - 60 phut; thai gian nay thudng kéo dai hon mét
chut & ngudi ¢6 chic nang than gidm. Khoang 25 % cefaclor lién két véi
protein huyét tuong. Néu mat chiic nang than hoan toan, thai gian ban thai
kéo dai tur2,3 - 2,8 gid. Néng do cefaclor trong huyét thanh vugt qua néng
d6 tc ché téi thiéu, d6i véi phan 16n cac vi khudn nhay cdm, it nhat 4 gid sau
khiuéng liéu diéu tri.

- Cefaclor phan b6 réng khép co thé; di qua nhau thai va bai tiét trong stta me
&ndng do thap. Cefaclor thai trirnhanh chéng qua than; t6i 85 % liéu s dung
dudgc thai trirqua nudc tiéu & dang khong déi trong vong 8 gid, phan 16n thai
trif trong 2 gi6 dau & ngudi c6 chuc néng than binh thudng. Cefaclor dat
néng dd cao trong nudc tiéu trong vong 8 gid sau khi udng, trong khoang 8
gi&nay néng do dinh trong nudc tiéu dat dugc 900 microgam/ml sau liéu st
dung 500 mg. Probenecid lam cham bai tiét cefaclor. Mot it cefaclor dugc dao
thai quathdm phan mau.

QUY CACHPONG GOI:

-HOp2vix 10vién,hép 10vix 10 vién.

-Chai 100vién.

DIEU KIEN BAO QUAN:

Bao quan &:Naikho, nhiét dé duai 30 °C, tranh anh sang.

Bado quan trong bao bi g6c cliathude.

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

TIEU CHUAN CHAT LUONG:TCCS.

CO SO SAN XUAT:

CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO
Dia chi:S6 66, Quéc 16 30, Phudng My Pha, Thanh phé Cao Lanh,
TinhBéngThap

pPOMESCO Diénthoai:0277.3851950
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