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CEFACLOR
250 mg__|

(dudi dang Cefaclor monohydrat)

RX THLOC BAN THED DON

«

DOMESCO

CEFACLOR
|__250mg

(dudi dang Cefaclor monohydrat)

Hip 10 vi x 10 vien nang ciing

b). Nhan hop 10 vi x 10 vién nang ciing (Xanh - Xanh)

RX PRESCRIPTION ONLY

«

DOMESCO

CEFACLOR
[_250mg |

{dudi dang Cefaclor monohydrat)

THANH PHAN: M3i vign nang cing chia:
- Cefaclor (dudi dang Cefaclor monohydrat)
B 250 mg
- Td duge i ]
CHI BINH, LIEU LUGNG & CACH DUNG,
CHONG CHI BINH, TUONG TAC THUGC, TAC
DYNG KHONG MONG MUON VA CAC THONG
TIN KHAC: Xem trong o hudng din st dyng
kem theo.

BAD QUAN: Noi khd, nhiét do dudi 30 °C, tranh
anh sang.

CEFACLOR
(250 mg |

(as Cefaclor monohydrate)

213 | L —— Sy
TIEU CHUAN AP DUNG: TCCS

DE XA TAM TAY TRE EM
BOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

CONG TY C3 PHAN XUAT NHAP KHAU Y TE DOMESCO

66, Qufic 19 30, P. M7 Phi, TP. Cao Lanh, Déng Thap Box of 10 blisters x 10 capsules

CEFACLOR
[_250mg |

(as Cefaclor monohydrate)

COMPOSITION: Each capsule contains:

- Cefaclor (as Cefaclor monohydrate)

e 280 Mg
creeree 5,08,

- Excipients ...
INDICATIONS, DOSAGE AND
ADMINISTRATION, CONTRAINDICATIONS,
INTERACTIONS, SIDE EFFECTS AND OTHER
INFORMATIONS: Read the package insert.
STORAGE: Store in a dry place, below 30 °C,
protect from light,

REGISTRATION NUMBER:
MANUFACTURER'S SPECIFICATION

KEEF OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USE

DOMESCO MEDICAL IMPORT EXPORT JOINT-STOCK CORP.
66, National road 30, My Phu Ward. Cao Lanh City, Dong Thap Province
{Certified IS0 9001: 2015 & ISO/EC 17025: 2005)
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CEFACLOR
250 mg |

(dudi dang Cefaclor monohydrat)

RX THLIE BAN THEQ BON

«

DOMESCO

CEFACLOR
|_250mg

(dudi dang Cefaclor monohydrat)

Hap 20 vi x 10 vién nang cimg

GMP-WHO (Xanh - Xanh)

CEFACLOR
[_250mg |

(dudi dang Cefaclor monohydrat)

THANH PHAN: Mdi vién nang cung chia:

- Cefaclor (dudi dang Cefaclor monohydrat)

.. 250 mg
- Ta duclc : . Vil di
CHI BINH, LEU LUQNG & CACH DUNG,
CHONG CHI BINH, TUONG TAC THUGC, TAC
DUNG KHONG MONG MUGN VA CAC THONG
TIN KHAC: Xem trong to hudng din sif dyng
kém theo.

BAD QUAN: Noi kho, nhiét do dudi 30 °C
anh sing.
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TO HUONG DAN SU DUNG THUOC

Rx
| Thuoce ban theo don

CEFACLOR 250 mg

THANH PHAN: Mdi vién nang cimg chia:

- Cefaclor (dwoi dang Cefaclor monoRydrat)................c.coviviiiiiviiviiiviivmssivimsisivinsssiss 250 mg
- Ta dugc: Natri starch glycolat, Simethicon, Magnesi stearat, Colloidal silicon dioxid A200,
Nang ctng gelatin s6 2 (Titan dioxid, Brilliant blue FCF (FD&C Blue No.l), Sunset yellow
(FD&C Yellow No.6), Natri lauryl sulfat, Nwéc tinh khiét, Gelatin).

DANG BAO CHE:

Vién nang cung (xanh — xanh), dung ubng.

QUY CACH PONG GOI:

- Hop 10 vi x 10 vién; Adp 20 vi x 10 vién.

- Chai 80 vién: chai 100 vién.

CHI PINH:

- <R A PR - A ~ . - A . - ~ - \
- Cac nhiém khuan duong ho hap trén va ho hap dudi mae do nhe va vira do cac vi khuan nhay |

cam, dac biét sau khi da duné cac khang sinh thong thuong (do "Chuong trinh quc gia chong
nhiém khuan hé hap cap" khuyén c4o0) ma bi thét bai: Viém tai gitra cap. viém xoang cap. viém
hong, viém amidan tai phat nhiéu lan, viém phé quan cap ¢6 boi nhiém, viém phoi. dot bung phat

ctia viém phé quan man tinh. D6i voi viém hong cép do Streptococcus beta tan mau nhom A, |

thude duoc ua ding dau tién la penicillin V dé phong bénh thap tim.

- Nhieém khuén duong tiét niéu khong bién ching do cac chung vi khuan nhay cam (bao gom |

viém than - bé than va viém bang quang). Khong dung cho truong hop viém tuyén tién liét vi
thude khé tham vao td chirc nay.

- Nhiém khudn da va moé mém do céc chung Staphylococcus aureus nhay cam voi methicillin va
Str epfacoccus pyogenes nhay cam.

LIEU LUONG VA CACH DUNG:

Cdch dimg: Dung udng trong bira an hodc ngoai bira an.

Liéu ding:

- Nguoi 16n: Liéu thuong dung: 250 mg, ci 8 gio mot lan. Trong trudng hop ning co thé ting
liéu 1én gap doi. Tdi da 4 g/ngay.

+ Viém hong, viém amidan, nhiém trang da va mé mém, nhiém trung tiét niéu khong c6 bién
chimg: Ubng 250 mg. ctr 8 gir mot lan. Truong hop nhiém tring nang hon hodc ching vi khuan
phan lap kém nhay cam c¢6 thé dung 500 mg. ¢t 8 gio dung mot 1an. Thoi gian diéu tri 1a 10 ngay.
+ Truong hop viém hong tai phat do Streptococcus beta tan mau nhém A, cling nén diéu tri cho
ca nhitng nguoi trong gia dinh mang mam bénh khong triéu ching. Piéu tri Streptococcus beta
tan mdu it nhit trong 10 ngay.

+ Nhiém trang hd hip dudi. viém phé quin: Uong 250 mg, ctr 8 gio mot lan. Truémg hop nhidm
triung n@ng hon (viém phoi) hodc ching vi khuan phén 1ap kém nhay cam c6 thé dung 500 mg. ctr
8 gitr ding mot 1an. Thoi gian didu tri 1a 7 dén 10 ngay.

- Cefaclor c6 thé dung cho ngudi bénh suy than. Truomg hop suy than nang, can diéu chinh liéu
cho nguoi lon nhu sau:

+ Néu do thanh thai creatinin 10 - 50 ml/phut, ditng 50 % liéu thwong ding.

+ Néu do thanh thai creatinin dudi 10 ml/phut, dung 25 % liéu thuong dung.

- Nguoi bénh phai tham phan mau: Khi tham phan mau, thoi gian ban thai cua cefaclor trong
huyét thanh giam 25 - 30 %. Vi véy, d6i véi nguoi bénh phai thim phan méu déu dan, nén ding
liéu khoi dau tir 250 mg - 1 g trude khi thim ‘phan mau va duy tri lidu diéu tri 250 - 500 mg ctr 6 -
8 gio mot lan, trong thoi gian gitra céc lan tham phan.

| Nguoi cao tudi: Dung liéu nhu nguoi 1on.

- Tré em trén 5 tudi udng 250 mg, ctr 8 gid mot lan. Tinh an toan va hi¢u qua doi véi tré dudi |
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thang tudi cho dén nay van chua dugc xac dinh.

- Thude ¢6 ham luong khéng phi hop str dung cho tré em dudi 5 tudi.

CHONG CHI DINH:

Nguoi bénh cé tién sir di tmg véi cefaclor, penicillin va khdng sinh nhém cephalosporin hodc qua
man vi bat ky thanh phan nao cua thudc.

THAN TRONG KHI SU DUNG:

- Véi cac nguoi bénh co tién sir min cam véi cephalosporin, dic biét voi cefaclor, hodc voi
penicillin, hodc véi cac thude khdc. Phai than trong véi ngudi bénh di img véi penicillin vi ¢6
mén cam chéo (5 - 10 % s6 truong hop).

- Cefaclor dung dai ngay co thé gdy viém dai trang gia mac do Clostridium difficile. Than trong
d6i voi nguoi bénh co tién sir duong tiéu hoa, dac biét viém dai trang. Can nghi ngd viém dai
trang gia mac khi xudt hién tiéu chay kéo dai, phan c6 mau & bénh nhan dang dung hodc trong
vong 2 thang sau khi dumg liéu phap khang sinh.

- Can thén trong khi dung cefaclor cho ngudi ¢6 chirc nang than suy giam nang vi thoi gian ban
thai cua cefaclor ¢ nguoi bénh vo ni¢u la 2.3 - 2.8 gio (so vai 0.6 - 0,9 gio o nguoi binh thuong)
nén thuong khong can didu chinh lidu ddi véi nguoi bénh suy than trung binh nhung phai giam
lidu & ngudi suy than nang. Cén theo ddi chie nang than trong khi diéu trj bang cefaclor phdi hop
voi céc khang sinh ¢6 tiém nang gay doc cho than (nhu nhém khéng sinh aminoglycosid) hoac
v6i thude loi niéu furosemid, acid ethacrynic.

- Test Coombs duong tinh trong khi diéu tri bang cefaclor. Trong khi lam phan tmg chéo tr uym
mau hodc thir test Coombs ¢ tré so sinh ¢6 me da dung cefaclor trude khi de. phan tng nay co thé
duong tinh do thude.

- Tim glucose nic¢u bing céc chat khir co thé duong tinh gia. Phan tng duong tinh gia s€ khong
xay ra néu dung phuong phap phat hi¢n dic hi¢u bing glucose oxydase.

- D§ an toan va hi¢u qua cua vién nang cefaclor va hon dich udng cefaclor cho déi twong bénh
nhi duéi 1 thang tudi chua duoe thiét 1ap.

PHU NU CO THAI VA CHO CON BU:

- Thai ky mang thai: Khang sinh cephalosporin thuong duge coi la an toan khi su dung cho phu
nir ¢6 thai. Tuy nhién, do chua c6 cong trinh nao duge nghién ciru ddy du ¢ ngudi mang thai nén
cefaclor chi duge chi dinh dung ¢ nguoi mang thai khi that can thiét.

- Thoit ky cho con bu: Nong do cefaclor trong sita me rat thap (0,16 - 0,21 microgam/ml sau khi
me dung liéu duy nhit 500 mg). Tac dong cua thude trén tré dang b me chua rd nhung nén cdn
than trong khi 1hay tré bi tiéu chay, tua va noi ban.

A’\TH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thube khong anh hucmg lén kha nang lai xe va van hanh may mac.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Dung ddng thoi cefaclor va warfarin hiém khi gay tang thoi gian prothrombin. bicu hi¢n gay
chay méau hay khong chay mau lam sang. Bénh nhan thiéu vitamin K (an kiéng. héi chimg kém
hip thu) va bénh nhan suy than la nhiing d6i tuong co nguy co cao gap tuong tac. D01 vOi nhimg
bénh nhén nay, nén theo ddi thuong xuyén thoi gian prothrombin va diéu chinh liéu néu can thiét.
- Probenecid lam tang ndng do cefaclor trong huyét thanh.

- Cefaclor ding dong thoi véi cée thude khang sinh aminoglycosid hodc thude loi tiéu furosemid
¢6 thé lam tang doc tinh dbi véi than.

TAC DUNG KHONG MONG MUON (ADR):

U'de tinh gip & khoang 4 % nguoi bénh ding cefaclor. Ban da va tiéu chay thuong gap nhét.
Thuong gap, ADR > 1/100

Mau: Tang bach cdu wa eosin.

Tiéu hoa: Tiéu chay.

Da: Ban da dang soi.

It gap, 1/1000 < ADR < 1/100 ;

Toan than: Test Coombs truc tiép duong tinh.

Mau: Tang té bao lympho. giam bach cau. giam bach céu trung tinh.
Tiéu hoa: Budn nén, non.

Da: Ngtra, ndi may day.

[ \S
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Tiét niéu - sinh duc: Ngtra bd phén sinh duc, viém am dao, bénh nam Candida.
Hiém gdp, ADR <1/1000

| Toan than: Phan tmg phan vé, sot, triéu chung giéng bénh huyét thanh (thuong gip & bénh nhi
dudi 6 tudi). Hoi chimg Stevens - Johnson, hoai tir biéu bi nhiém ddc (hoi chimg Lyell). ban da
mun mu toan than.

Phan {mg gidng bénh huyét thanh hay gap o tré em hon nguoi Ién: Ban da dang. viém hoac dau
khép, sot hodc khong, c6 thé kém theo hach to, protein ni¢u.

Mau: Giam tiéu cau, thiéu mau tan huy ét.

Tiéu hda: Viém dai trang mang gia.

Gan: Tang enzym gan (ASAT, ALAT, phosphatase kiém), viém gan va vang da o mat.

Thén: Viém than ké héi phuc, tang nhe uré huyét hodc creatinin huyét thanh hoac xét nghiém
nuoe tiéu khong binh thuong.

Than kinh trung uwong: Con déng kinh (véi lidu cao va suy giam chirc nang than), tang kich dong.
dau dau, tinh trang bon chon, mat ngu. 14 1an, tang truong luc, chong mat, ao giac va ngu ga.

Bo phén khac: Dau khop. , 'i
Thdng béo cho béc si nhitng tac dung khong mong mudn gap phai khi st dung thude.
* Hieéng dan cdch xir tri ADR:

- Ngimg st dung cefaclor néu xay ra di tmg. Céc triéu chung qua man co thé dai dang trong mot |
vai thang. Trong truong hop di img hodc phan tng qua man nghiém trong can tién hanh diéu tri
hé tro (duy tri thong khi, tho oxy, st dung adrenalin, tiém tinh mach corticosteroid).

- Ngimg diéu tri néu bi tiéu chay nang.

- Céc trudong hop bi viém dai trang mang gia do Clostridium difficile phat trién qua muc o thé
nhe, thuong chi can nging thude. Cac truong hop thé vira va nang, can luu v cho truyén céc dich
va chét dién giai, bo sung protein va diu tri bang khang sinh c6 tac dung vai C. difficile (nén
dung metronidazol, khong dung vancomycin).

- Phan mg giéng bénh huyét thanh thudong xay ra mot vai ngay sau khi bat dau diéu tri va giam
dan sau khi ngimg thude vai ngay. Doi khi phan (mg nang can diéu tri bang cac thude khang |
histamin va corticosteroid. '
- Néu bi co giat do thude diéu tri, phai ngimg thude. Co thé didu tri bang thude chong co giat néu
can. |
QUA LIEU VA CACH XU TRi:

- Céc tridu chimg qua liéu co thé 1a budn nén, non, dau thuong vi va tiéu chay. Mirc do nang cua
dau thuong vi va tiéu chay lién quan dén licu ding. Néu ¢6 cée triéu chimg khéc, c6 thé do di
g, hodc tac dong cua mot nhiém ddc khéc hodc cua bénh hién mac cua ngudi bénh.

- Xu tri qua li¢u can xem xét dén kha nang qué licu cua nhiéu loai thudc, tuong tac thude va duoc
dong hoc bat thuong ¢ nguodi bénh.

- Khéng can phai rira da day, rudt, trir khi da udng cefaclor véi liéu gap 5 ldn lidu binh thuong.

- Bdo vé duong ho hip cho nguoi bénh, ho tro thong thodng khi va truyén dich. Lam giam hép
thu thude bing cach cho uéng than hoat nhiéu lan. Trong nhiéu trudng hop, cach nay hiéu qua
hon 14 gdy non hodc rira da day. C6 thé rira da day va thém than hoat hodc chi dung than hoat.

- Gay loi niéu, tham phan mang bung hoic loc mau chua duoc xac dinh 1a cé loi trong diéu tri
qua liéu.

DUQC LUC HQC:

- Cefaclor la mgt khang sinh cephalosporin uong ban tong hop. thé h¢ 2, ¢6 tac dung digt vi
khuan dang trong giai doan phat trlen va phan chia bang cach e ché tong hop thanh té bao vi
khuan. Thude gan vao cac protem gan voi penicillin (pemcllim binding protein. PBP). la cac
protein tham gia vao thanh phin cau tao mang t€ bao vi khuén, dong vai tro la enzym xuc tac cho
giai doan cubi cling ctia qua trinh téng hop thanh té bao. Két qua la thanh té bao duoc tdng hop sé
bi yéu di va khong bén dudi tac dong cua ap luc thdm thau. Ai luc gin cua cefaclor véi PBP cu{
céc loai khac nhau sé& quyét dinh phd tac dung cua thude.

- Clng nhu cac khang sinh beta - lactam khac, tac dung di¢t khuan cua cefaclor phu thude vao z

thot gian. Do vay, muc tiéu can dat cua ché do liéu 1a t6i wu hoa khoang thoi gian phoi nhiém cua
vi khuén v6i thude. Thoi gian néng do thude trong méu 16n hon nong do uc ché t6i thiéu cua
khéng sinh v6i vi khuan phan lap (T > MIC) la thong s6 duoc dong hoc/dugce luc hoc co lién

Ik,
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quan chat ché dén hiéu qua diéu trj cua cefaclor. T > MIC can dat it nhat 40 - 50 % khoang céch
gifra hai lan dua thudc.

- Cefaclor ¢6 tac dung in vitro dbi véi cau khuan Gram duong tuong tu cefalexin nhung ¢6 téc
dung manh hon déi v&i cac vi khuan Gram am. dac biét véi Haemophilus influenzae va
Moraxella catarrhalis, ngay ca voi H. mﬂuemae va M. catarrhalis sinh ra beta lactamase.
Cefaclor cé thé it bj dé khdng véi tu cau tiét penicillinase hon cefalexin..

- Trén in vitro, cefaclor ¢ tac dung ddi véi phan 1on cac chung vi khuan sau, phan lap dugce tir
ngudi bénh:

+ Vi khuan hiéu khi Gram duong: Staphylococcus, ké ca nhimg ching sinh ra penicilinase,
coagulase duong tinh, coagulase 4m tinh, tuy nhién c¢6 biéu hién khdng chéo gilta cefaclor va
methicillin; Streptococcus pneumoniae; Streptococcus pyogenes (Streptococcus tan mau beta |
nhom A); Propionibacterium acnes; Corynebacterium diphtheriae.

+ Vi khuan hiéu khi Gram am: Moraxella catarrhalis; Haemophilus influenzae (ké ca nhimng
chung sinh ra beta lactamase, khang ampicillin); Escherichia coli: Proteus mirabilis; Klebsiella |

spp.; Citrobacter diversus, Neisseria gonorrhoeae; [

+ Vi khuan ky khi: Bacteroides spp. (ngoai trir Bacteroides fragilis 1a khang); cac Peptococcus; |
cac Peptostreptococcus.

- Cefaclor khong co tac dung doi voi Pseudomonas spp. hodc Acinobacter spp., Staphylococcus
khéang methicillin, tit ca cac ching Enterococcus (vi du nhu Enterococcus faecalis cling nhu
phan 16n cac chung Enterobacter spp., Serratia spp., Morganella morganii, Proteus vulgaris va
Providencia rettgeri. |
Khdang thuoc:

Vi khuén khang lai cefaclor chu yéu theo co ché bién doi PBP dich. sinh beta lactamase hodc lam
giam tinh thdm cua cefaclor qua mang té bao vi khuan.

Hién nay. mot s6 ching vi khuin nhay cam da trd nén khang véi cefaclor va cac khang sinh
cephalosporin thé hé 2 khac, dac biét 1a cac chung Streptococcus pneumoniae khang penicillin,
cac chung Klebsiella pneumoniae va E. coli sinh beta - lactamase hoat pho rong (Extended
spectrum beta lactamase, ESBL).

DUQC PONG HOQC:

- Cefaclor bén ving véi acid dich vi va duoc hap thu tot sau khi udng lic déi. Véi liéu 250 mg va
500 mg dang vién nang udng lic doi, nong do dinh trung binh trong huyét tuong tuong (g
khoang 7 va 13 microgam/ml, dat dugc sau 30 den 60 phut. Thire an lam cham hdp thu, nhung
tong lugng thude duge hap thu van khong doi, nonh do dinh chi dat duoe tir 50 % dén 75 % nong
do dinh & ngudi bénh uong luc doéi va thuong xuat hién mudn hon tir 45 dén 60 phut. Thoi gian
ban thai cta cefaclor trong huyét tuong tir 30 dén 60 phut; thoi gian nay thuong kéo dai hon mot |
chut ¢ nguoi ¢6 chire nang than giam. Khoang 25 % cefaclor lién két voi protein huyét tuong.

Néu mat chirc nang than hoan toan, thoi gian ban thai kéo dar tur 2,3 dén 2.8 gio. Nnng do |

cefaclor trong huyét thanh vuot qua non}__ d6 te ché i thiéu, ddi véi phan 16n cée vi khuan nhay
cam, it nhat 4 gio sau khi uonh> liéu diéu tri.

- Cefaclor phan bé rong khip co thé: di qua nhau thai va bai tiét trong sita me & nong do thap.
Cefaclor thai trir nhanh chong qua than; o1 85 % lidu sur dung duoc thai trir qua nude tiéu o dang
nguyén ven trong vong 8 gio, phan 16m thai trir ‘trong 2 gio dau & nguoi co chire nang than binh
thuong. Cefaclor dat nong do cao trong nudc tiéu trong vong 8 gid sau khi udng. trong khoang 8
gio nay noéng do dinh trong nude tiéu dat duge 600 va 900 microgam/ml sau cac liéu st dung
tuong ng 250 va 500 mg. Probenecid lam cham bai tiét cefaclor. Mot it cefaclor duge dao thai

qua tham phéan mau.
BAO QUAN: Noi kho, nhiét do dui 30 °C. trénh énh séng. Q
HAN DUNG: 36 thang ké tir ngay san xuat. (

THUOC NAY CHI DUNG THEO PON CUA BAC SI.
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
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NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI.
| DE XA TAM TAY TRE EM.
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https://trungtamthuoc.com/
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DOMESCO

NHA SAN XUAT VA PHAN PHOI _

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO

Dia chi: S6 66, Qudc 16 30, Phuong My Phu, TP. Cao Lanh, Tinh Dong Thap
Pién thoai: 067. 3851950

TP. Cao Lanh, ngay 21 thang > nam 2016
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