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STARECLOR®

SR Cefaclor 250 mg, Cefaclor 500 mg

1. TEN THUOC:
— STARECLOR® 250 Cap

— STARECLOR® 500 Cap

2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC
Thuoe nay chi dim o theo dom thudc.
Dé xa tam tay tré em,
Doc ky hueong dan sir dung truée khi dimg.

3. THANH PHAN CONG THUC THUOC
~ STARECLOR® 250 Cap

Thanh phdan hoat chdt: Cefaclor. ..... 250 mg (dudi dang cefaclor monohydrat 262 mg)

Thanh phdn td duwgc: Pregelatinized starch, natri starch glycolat, natri stearyl fumarat, colloidal
silicon dioxid, nang s6 1 mau tim — tréng duc.
— STARECLORP® 500 Cap

Thanh phén hoai chér: Cefaclor. ... 500 mg (dudi dang cefaclor monnhydrat 524 mg)

Thanh phén té dieee: Tinh bot ngd, Natri lauryl sulfat, Natri croscarmellose, Magnesi stearat,
Colloidal silicon dioxid, nang s6 0 mau tim — trfing duc.

4. DANG BAO CHE

— STARECLORE® 250 Cap: Vién nang cimg s 1 mau tim — tring duc, bén trong chira bt thude
mau tring dén vang nhat.

— STARECLOR® 500 Cap: Vién nang ctng sé 0 mau tim — tring duc, bén trong chira bt thudc

mau trang dén vang nhat.

5. CHI PINH

— Céc nhiém khudn dudng ho hip trén va ho hap du6i mire d§ nhe va vira do céc vi khuin nhay
cam, ddc biét sau khi da dung céc khang sinh thong thudmg ma bj tht bai: vidém tai giita cAp,
viém xoang cép, viém hong, viém amidan tai phat nhidu I4n, viém phé quan cap c6 bji nhilm,
viém phdi, dot bung phét ctia viém phé quan man tinh. PSi véi viém hong cip do
Streptococcus beta tan mau nhém A, thude dugc va ding dau tién 1a penicilin V dé phong bénh
thp tim.

~ Nhiém khuan dudng tiét niéu khong bién ching do cdc ching vi khudn nhay cam (bao gdm
viém than - bé than va viém bang quang). Khong dung cho truémg hop viém tuyén tién liét vi

thude kho thim vao 6 chirc nay.
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https://tru %‘%mkmﬂ?ncdgoxg%ﬁ mém do céc chung Staphylococcus aureus nhay cam véi methicilin va

Streptococcus pyogenes nhay cam.

. CACH DUNG, LIEU DUNG

Cdch diing: Cefaclor ding theo dudng uéng. Cé thé udng lic no hodc ltc doi.

Liéu d;‘mg: i

Ngudi 16n:

Liéu thuémg ding: Ubng 250 mg/ 1dn, méi 8 g/ 1 lan. Trong trwdng hop ning 6 thé tang lidu
gap doi. THi da 4 g/ ngay.

Viém hong, viém phé quan, viém amidan, nhidm khuin da va mo mém, nhidm khuén tiét nidu
khong c6 bién chimg: Ubng 250 mg/ lAn, mdi 8 git/ 1 1an. Trong truomg hop nhiém khudn
ning hon hodc ching vi khuan phén l1ap kém nhay cam ¢6 thé dung 500 mg/ 1 lin, mdi 8 gio/ 1
lan, Thoi gian didu tri 1a 10 ngay.

Truomg hop viém hong tai phét do Streprococcus beta tan miu nhém A, ciing nén diéu trj cho
ca nhimg ngudi trong gia dinh mang mam bénh khong triéu chimg. D6i vé6i viém hong cp,
penicillin — V 1a thudc duoce chon ddu tién.

Nhiém khuan duong ho hip dudi: Udng 250 mg/ lan, méi 8 gio/ 1 Ian. Truomg hop nhidm
khudn nang hon (viém phdi) hodc chiing vi khuén phén ldp kém nhay cam c6 thé ding 500 mg/
I lan, mdi 8 giov 1 1An. Thi gian didu tri 12 7 — 10 ngay.

Cefaclor ¢§ thé dung cho ngudi bénh suy than. Trudng hop suy thin niing, cin didu chink lidu
cho nguoi i6n theo do thanh thai creatinin nhu sau:

Néu ¢ thanh thai creatinin 10 — 50 ml/ phut, diing lidu 50% dén 100% lidu thuong dung.

Néu d¢ thanh thai creatinin < 10 ml/ phuit, dung 25% liéu thudng ding.

Ngudi bénh phai thim phan mau: Khi thdm phan mau, nira doi cua cefaclor trong huyét thanh
giam 25 — 30%. Vi vy ddi véi ngudi bénh phai thim phin mau thuong xuyén, nén ding lidu
khoi ddu tir 250 mg — 1 g trude khi thdm phan méu va duy tri lidu diéu trj 250 — 500 mg/ 1n,
mbi 6 - 8 gid/ 1 lan, trong thoi gian gitra c4c 1n thim phén.

Ngudi cao tudi: Udng liéu nhu ngudi 16n.

Tré em trén 5 tudi: Udng 250 mg/ 1dn, m3i 8 gidv 1 lAn.

. CHONG CHI PINH

Ngudi bénh c6 tién sir qua mén véi cefaclor va khang sinh nhém cephalosporin hodc véi bit cir
thanh phan nao cta thudc.

. CANH BAO VA THAN TRONG KHI DUNG THUOC

Thén trong véi ngudi bénh ¢6 tidn sir min cam véi cephalosporin, dic biét voi cefaclor, hodc
voi penicilin, hodc vai cac thude khac. Ngudi bénh di tmg véi penicilin ¢6 thé man cam chéo

(5 = 10% sb truemg hop).
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https:/ /tr—u%}gcq?}hch'lggc cﬁi?mé/ay c6 thé giy viém dai trang gia mac do Clostridium difficile. Than trong
d6i voi nguoi bénh 6 tidn sir duong ti€u héa, dic bi¢t viém dai trang. Cén nghi ngd viém dai
trang gia mac nhu xuét hién tiéu chay kéo dai, phiin ¢6 mau & bénh nhan dang dung hodc trong
vong 2 thing sau khi dimg liéu phdp khéng sinh.

— Thén trong khi dung cefaclor cho nguoi ¢6 chire néng thin suy giam nang. Vi nira doi thai trir
ctia cefaclor & nguoi bénh vo niéu 1a 2,3 — 2,8 gitr (so véi 0,6 — 0,9 gidr & ngudi binh thudng)
nén thuong khong can didu chinh liéu d6i véi ngudi suy thin trung binh nhung phai giam lidu
& nguoi suy thin nang. Vi kinh nghiém lam sang trong sir dung cefaclor con han ché, nén cin
theo dai 1dm sang. Can theo dai chirce ndng thin trong khi diéu tri bing cefaclor phéi hop véi
cac khang sinh ¢6 tiém nang gdy doc cho thin (nhur nhém khang sinh aminosid) hodc véi thude
loi tiéu furosemid, acid ethacrymic.

— Test Coombs dwong tinh trong khi didu tri bing cefaclor. Trong khi lam phan img chéo truyén
méu hodc thir test Coombs & tré so sinh c6 me ding cefaclor truée khi dé phan (mg nay co thé
duong tinh do thude.

— Tim glucose niéu bang cac chat khir ¢6 thé gdy duong tinh gia. Khong gdy phan (mg duong
tinh gi bing phuong phap phét hién dic hiéu bang glucose oxydase.

— Sir dung cefaclor kéo dai ¢6 thé dan dén su phat trién qua mic cia cc chung vi sinh vat khong
nhay cam. Néu bdi nhiém xdy ra trong qua trinh trj liéu, cén dp dung cdc bién phap thich hgp.

9. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Thoi ky mang thai -

Céc nghién ctru trén dong vt véi liéu gép tir 3 — 5 1an lidu t6i da ding cho ngusi (1500 mg/
ngay) khong cho thiy bing ching gy anh hudng dén bao thai cia thude. Tuy nhién, do chua
c6 cdng trinh nao duge nghién ciru day du & ngudi mang thai nén cefaclor chi dugc chi dinh
dung & ngudi mang thai khi tht can thiét.

Théi ky cho con bi

Nbng b cefaclor trong sita me rat thip (0,16 — 0,21 microgam/ ml sau khi me ding liéu duy
nhét 500 mg). Tac dong cua thudc trén tré dang bi me chua rd nhung nén cin than trong khi
thy tré bj ia chdy, tua va ndi ban. Nén can nhéc viée ngimg cho con bu trong thoi gian me
ding thude.

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thuéc khong anh hudéng dén kha néng lai xe hodc van hanh miy moe.

11. TUONG TAC, TUONG KY CUA THUOC

~ Dung dong thoi cefaclor va warfarin hiém khi gy tang théi gian prothrombin, bidu hién gay
chdy mau hay khong chay mau trén 1am sing. Ngudi bénh thiéu vitamin K (an kiéng, hoi
chimg kém hép thu) va bénh nhan suy than la nhitng d6i tuong c6 nguy co cao gap tuong tac.
Neén theo ddi thuong xuyén thoi gian prothrombin va diéu chinh lidu néu cin thiét.

— Probenecid lam ting ndng d6 cefaclor trong huyét thanh.
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cephalosporin thé hé 1.

https:// tﬁ“@@?a%%‘.ﬂEIHQng%QQAm v6i céc thude khang sinh aminoglycosid hodc thude loi tiéu furosemid

¢6 thé lam tang ddc tinh ddi voi than, loai tuong tac chu yéu v cephalothin, mdt khang sinh

12. TAC DUNG KHONG MONG MUON CUA THUOC

ft gap

Hiém gip

" Loai h¢
théng cor Thwong gap
quan
Buong ti€u | .
Tiéu chay

h6a

Budn ndn, non

Viém dai trang mang gia

Toan than

Test combs tryuc

tiép duong tinh.

Phan {mg phan vé, sbt, triéu
chimg gidng bénh huyét thanh.
H§i chimg Stevens — Johnson,
hoai tir biéu bi nhiém doc (hoi
chimg Lyell), ban da myn mu

toan than.

Tang bach céu ua

Tang té bao
lympho, giam bach

Giam tiéu cdu, thiéu mau tan

Mau : 2 :
eosin. cdu, giam bach cau | huyét.
i trung tinh.
Da Ban da dang soi Ngira, ndi may day
Viém gan, vang da r mdt, ting
Gan men gan (ASAT, ALAT,
Phosphatase kiém).
Viém than k& hdi phuc, tang nhe
uré huyét hodc creatinin huyét
Than _ {
thanh hodc xét nghiém nudc tiéu
khong binh thuong.
o ) Ngtra b§ phén sinh
Tiét niéu - _
) duc, viém am dao,
sinh duc

bénh ndm Candida

Hé than kinh

trung wong

Con déng kinh (v6i lidu cao va
suy giam chic ndng than), ting
kich dong, dau dau, tinh trang
bon chdn, mit ngu, 14 14n, ting
trwvong luwe, chong mat, do gidc

va ngu ga.

Khac

Dau khép
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Ngimg st dung cefaclor néu xay ra di tmg, Céc tri¢u chimg qud mén ¢6 thé dai ding trong mét

vai thang. Trong truomg hop di img hodc phin g qua mén nghiém trong can tién hanh diéu
tri hd tror (duy tri thong khi, the oxy, sir dung adrenalin, tiém tinh mach corticosteroid).
Ngimg diéu trj néu bj tidu chay nidng.

Céc truomg hop bi viém dai trang gia mac do Clostridium difficile phat trién qua mirc & thé nhe,
thuong chi cin ngimg thude. Cac trudmg hop thé vira va ning, can luu y cho truyén dich va
chit dién giai, b sung protein va didu tri biing khang sinh ¢6 tac dung véi C.difficile (nén ding
metronidazol, khong ding vancomycin),

Phén tmg giéng bénh huyét thanh thuong xay ra mét vai ngay sau khi bat dau didu tr va giam
din sau khi ngimg thube vai ngdy. Déi khi phan img ning cin didu trj bing thube khang
histamin va corticosteroid.

Néu bi co giat do thubc diéu tri, phai ngirng thude. C6 thé didu tri bing thude chéng co giat néu
cin.
13. QUA LIEU VA CACH XU TRi

Triéu chimg: c6 thé 13 budn nén, non, dau thuong vi va ia chiy. Mirc d¢ ning cua dau thugng
vi v ia chay lién quan dén liéu diing. Néu cé cdc triéu chimg khic, ¢6 thé do di trng, hodc tac
dong ciia mdt nhi€m djc khéc hodc bénh hi¢n méc cia ngudi bénh.

X tri: Xir tri qud lidu cAn xem xét dén kha ning ding qud lidu cua nhiéu loai thudc, tuong tac
thude va duoc dong hoc bat thuong & ngudi bénh.

Khéng can phai rira da day, rudt, trir khi da ubng cefaclor véi lidu gap 5 14n lidu binh thudng.
Bao v¢ duong hd hip ciia nguoi bénh, hd tro thong khi va truyén dich.

Lam giam hép thu thudc bang cach cho udng than hoat nhiéu 1an. Trong nhidu truong hop,
céch nay hi¢u qua hon 13 gdy non hodc rira da day. Co thé ria da day va thém than hoat hoic
chi ding than hoat.

Gay loi nigu, thim phan mang bung hogc loc mau chua duge xéc dinh 1a c6 loi trong diéu tri
qua liéu.
14. CAC PAC TiNH DUQC LUC HOC

Nhém duge ly: Khang sinh udng, nhom cephalosporin thé hé 2

Ma ATC: JO1D C04.

Cefaclor 1a mjt khéng sinh cephalosporin uéng, ban tong hop, thé hé 2, ¢6 tac dung diét vi khuén
dang trong giai doan phat trién va phan chia bing cach itc ché tdng hop thanh t& bao vi khuén.
Thude gin vao cac protein gin véi penicilin (PBP), la cac protein tham gia vao thanh phén cu

tao mang t€ bao vi khuan, déng vai tro la enzym xic tdc cho giai doan cudi cing ctia qué trinh
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g hop A 20. K&t qua 1a thanh t& bao duge tong hop s& bi yéu di va khdng bén dudi tac
déng cua dp lyc thdm thiu. Ai le gén cia cefaclor véi cdc PBP cua céc loai khc nhau sé quyét
dinh pho téc dung cua thube. Tac dyung diét khuén ctia cefaclor phy thue vao thoi gian. Do vay,
muc tiéu cin dat cua ché do lidu 1 t6i wu héa khoang thoi gian phoi nhiém cua vi khudn voi
thudc. Thoi gian ndng do thude trong mdu 1én hon nong d¢ tc ché t6i thidu cua khang sinh véi vi
khudn phan lap (T> MIC) la thong sb dugc dong hoc/ duge luce hoe ¢o lién quan chat ché dén
higu qua diéu tri cua cefaclor. T>MIC cin dat it nht 40 — 50% khoang céch gitta hai lan dua
thude.

Cefaclor ¢6 tac dung in vitro déi véi cau khudn Gram duong tuong tur cephalexin nhung c¢6 téic
dung manh hon ddi v&i céc vi khudn Gram am, dic biét voi Haemophilus influenzae va
Moraxella catarrhalis, ngay ca v&i H. influenzae va M, catarrhalis sinh ra beta-lactamase. Tuy
nhién, tic dung trén tu ciu sinh beta-lactamase va penicilinase thi yéu hon cephalexin.

Trén in vitro, cefaclor ¢6 tac dung déi véi phin 16m céc chimg vi khuan sau, phan lap duoc tir
ngudi bénh:

Vi khuin hiéu khi Gram dwong: Staphylococcus, ké ca nhimg ching sinh ra penicilinase,
coagulase duong tinh, coagulase 4m tinh, tuy nhién cé biéu hién khang chéo giira cefaclor va
methicilin; Streptococcus pneumoniae; Streptococcus pyogenes (Streptococcus tan méau beta
nhom A); Propionibacterium acness; Corynebacierium diphtheriae.

Vi khuan hiéu khi Gram am: Moraxelia catarrhalis, Haemophilus influenzae (ké ca nhimg
ching sinh ra beta-lactamase, khang ampicilin); Escherichia coli: Proteus mirabilis: Klebsiella
spp.; Citrobacter diversus; Nesseria gonorrhoeae.

Vi khuin ky khi: Bacteroides spp, (ngoai trir Bacteroides fragilis 1a khang); cac Peptococcus; cac
Peptostreptococcus.

Cefaclor khong ¢6 téc dung déi v6i Pseudomonas spp. hoiic Acinobacter spp., Staphylococcus
khang methicilin, tét ca cac chung Enterococcus (nhu Enterococcus faecalis cling nhu phén 16n
cac chung Enterobacter spp.), Serratia spp., Morganella morganii, Proteus vulgaris va
Providencia retigeri.

Khéng thude:

Vi khufin khéng lai cefaclor chii yéu theo co ché bién ddi PBP dich, sinh beta lactamase hodic lam
giam tinh tham ctia cefaclor qua mang té bao vi khuin. Hién nay, mot s ching vi khudn nhay
cam da tré nén khang véi cefaclor va cac khang sinh cephalosporin thé hé 2 khéc, dic biét 1a cac
chung Streptococcus pneumoniae khang penicilin, cac ching Klebsiella pneumoniae v E. coli

sinh beta-lactamase hoat phd rong (ESBL).
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Hip thu: Cefaclor bén vimg véi acid dich vi va duge hép thu 6t sau khi ubng ltc d6i. Véi lidu
250 mg va 500 mg dang vién nang udng lac doi, néng @6 dinh trung binh trong huyét tuong
fuong g khoang 7 va 13 microgam/ ml, dat duge sau 30 — 60 phit. Thirc dn lam chdm sw hap
thu, nhung tfmg lugng thude duoc hép thu véin khong doi, m’f‘)ng do dinh chi dat duoc tir 50 —
75% ndng & dinh & ngudi bénh udng e doi va thuong xudt hién mudn hon tir 45 — 60 phit.
Phén bd: Cefaclor phan bé rong khip co thé; di qua nhau thai va bai tiét trong sita me & ndng
d% thap. Nong do cefaclor trong trong huyét thanh vugt qua ndng dg tre ché i thiéu, déi véi
phan 16n cac vi khudn nhay cam, it nhit 4 gitr sau khi ubng ligu diéu tri.

Chuyén héa: Khoang 25% cefaclor lién két véi protein huyét tuong. Cefaclor dat ndng dé cao

trong nudc tidu trong vong 8 gitr sau khi udng, trong khoing 8 gid nay nbng do dinh trong

P4

nude ticu dat duge 600 va 900 microgam/ ml sau cac lidu sir dung tuong tmg 250 va 500 mg.

Thii trir: Nira doi thai trir cia cefaclor trong huyét tuong tir 30 — 60 phut; thei gian nay

thuong kéo dai hon mét chit & ngudi ¢6 chite nang than giam. Néu mét chirc ning than hoan
toan, nira doi thai trir kéo dai tir 2,3 — 2,8 gio.

Cefaclor thai trir nhanh chéng qua thén; t6i 85% lidu ding duge thai trir qua nuée tidu & dang
nguyén ven trong vong 8 gio, phan 16 thai trir trong 2 gidr diu & ngudi ¢o chire ndng than binh
thuong. Probenecid 1am cham bai tiét cefaclor. Mot it cefaclor duge dao thai qua thdm phén
mau.

16. QUY CACH PONG GOl

Vién nang citng STARECLOR® 250 Cap

Ep vi bim AI/Al

Hop 01 vi x 10 vién nang cing.

Hop 03 vi x 10 vién nang cing.

Hop 10 vi x 10 vién nang cing.

Vién nang ciing STARECLOR® 500 Cap

Ep vi bdm AV/AL

Hop 01 vi x 10 vién nang cing.

Hop 03 vi x 10 vién nang cing.

Hop 10 vi x 10 vién nang cimng.

17.PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC

Piéu kién bao quan: Noi khd, nhiét do khong qua 30°C, tranh anh sdng.

Han dung: 36 thang, ké tir ngay san xuét.

Tiéu chudn chit lugng ctia thudc STARECLOR® 250 Cap: USP

Tiéu chuén chét luong cua thubc STARECLOR® 500 Cap: TCCS.
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S 36 Dai 16 Hiru Nghi, Khu Cong Nghié¢p Viét Nam-Singapore, Phudmg Binh
Hoa, Thanh phé Thuidn An — Tinh Binh Duong.

Dién thoai: (0274) 3766 790 Fax: (0274) 3766 793

Ngay 22 thang 06 nam 2023
Dai di¢n hgp phap cia co sé ding ky
Pho Truong phong Ding ky
v/
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