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7/ CONG TY

LTenthube: B JOYBINA ey

DUIC PHAM

2. Céc du hi¢u Iru ¥ va khuyén cdo khi dung thude:
“Thude nay chi dung theo don thube™

“Pé xa tdm tay tré em”

“Lic k¥ trude khi | dung™

“Doc k§ huéng dan sir dyng truérc khi dung”
3. Thanh phﬁn cong thirc thudc: MSi Sml hdn dich sau khi pha chira:

Thanh phan durgre chat: Cefaclor monohydrat tuong tng véi cefaclor .............. 375mg
Thanh phén td diege; Mannitol (Pearlitol 200 SD), aspartam, colloidal silicon dioxyd (Cabosil
M5P), huong trai cay, natri carboxymethylcellulose.
4. Dang bao ché: Bot pha hdn dich udng.
M6 ta dang bao ché: Bot thube dong nhét, mau tring dén tring nga, thé chét kho toi, mui
thom, vi ngot,
S. Chi dinh:
Diéu tri nhiém khuén do céc vi khuén nhay cam trong cac trudng hop sau:
- Viém tai gita do Streprococcus pneumoniae, Haemophilusenzae, staphylococci va
Streptococcus pyogenes.
Luu y: Cac ching Haemophilus influenzae khéng sinh f-lactamase, cic chung khang
ampicilin (BLNAR) nén duoc coi 1a khang cefaclor mic du mot sb chung BLNAR c6 tinh
nhay cam in vitro o rét.
- Nhiém khuin duong hé hép dudi, ké ca viém phdi do Streptococcus pneumoniae,
Haemophilusenzae va Streptococcus pyogenes.
Luu y: Cac ching Haemophilus influenzae khong sinh B-lactamase (BLNAR) nén dugc coi
la khang cefaclor miic dit mot sé ching BLNAR c6 tinh nhay cam in vitro rd rét.
- Viém hong va viém amidan do Streptococcus pyogenes.
Luu y: Pemcﬂm 1a thubc thudng duoc chon dé didu tri va phong ngira nhiém khuin do
Streptococeus, gdm ca didu tri dy phong thép khop. Cefaclor néi chung c0 hi¢u qua diéu trj
Streptococcus & dudng tai mili hong; tuy nhién, hién nay chua cé cac sb liéu chac chin vé
hi¢u qua cua cefaclor trong phong ngura thip khép hodic viém ndi tdm mac nhiém khuén,
- Nhiém khuin dudng tiét niéu bao goém viém bé than va viém bang quang do Escherichia
coli, Proteus mirabilis, Klebsiella spp. va ty cau coagulasc &m tinh,
Luu y: Cefaclor ¢6 hi¢u qua trong nhiém khuén tiét niéu ké ca cép tinh 1an man tinh.
- Nhiém khuén da va cau truc da do Staphylococcus aureus va Streptococcus pyogenes.
Nén tién hanh nudi ciy va lam khéng sinh dd dé xac dinh tinh nhay cam cua vi khudn gay
bénh voi cefaclor. Khi di c6 sén thong tin vi sinh vét nhay cam, cin xem xét lya chon hodc
thay d6i cho phu hop.
6. Céch dung, liéu diung:
6.1. Cach diing:
Pha thude véi nude dun sbi dé ngudi theo hudng din sau;
Thém 1 lugng nuéc lic déu cho thim déu vao bdt thude, sau dé thém mréc vao chai thude
dén vach (vira di 90ml), lac manh lién tuc cho dén khi tao thanh mét hon dich ddng nhét chia
375mg cefaclor/Sml.
Sau khi pha, bao quan thudc trong ngin mat ti lanh. Hon dich nay chi dugc dung trong 14
ngay sau khi pha Lic k¥ hén dich trude khi dung, Thube diing dudng ubng, nén udng thude
vao lie déi vi thirc &n 1am chim hip thu thude.
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6.2. Li¢u dung: P
* Nguwdi lom: Nén ding thude khac cé dqng béo ché phit hop. s ;_}\\
250mg/ 1an x 3 140/ ngay. D6i voi nhiém khuén ning hon (nhu viém ph,ér ’( ] én
do cac vi khuén it nhay cam hon, lidu dung c6 thé tang 1én gap dai. 'i = G Pnh

" Tre em.: -#lk l"uﬁ[‘ PHJ—M *y

cam hon, dung 40mg/kg/ngay, chia 1am 3 I4n trong ngay, v&i lidu téi da 1a lg/ngay.
Hodc liéu dung cu thé theo can ndng diéu tri viém tai gitta va wem hong;

Liéu 40 mg/kg/ngay (viém
Cén ni Lidu 2 g4y
n niing ' iéu 20 m‘gfkg/mjgé.y (viém hong) | tai piira)
9kg Udng 1,25ml/ldn x 2 lan/ngiy. Udng 2,5ml/ldn x 2 lan/ ngay.
18kg | Udng 2,5ml/ldn x 2 lan/ngay. Udng 5ml/lin x 2 1;n/ngay

Cefaclor c6 thé dung cho bénh nhén suy thén, trong truémg hop ndy thuong khong cin chinh
lidu (Xin xem phan canh bao va than trong khi dung thuoc)

Trong diéu trj nhiém khudn do Streptococcus {3 tan huyét, nén dung cefaclor it nhét 10 ngay.

T Chong chi dinh:

Ngudi bénh c6 tién Sur di img vdi cefaclor va khang sinh nhém cephalosporin, hogc qua méan
v6i bt ky thanh phin nao cia thudc.

8. Cinh b4o va thiin trong khi ding thudc:

* Chi y dé phong:

Trudc khi diéu trj véi cefaclor, can hoi k§ xem trude déay b¢nh nhén c6 tlcn sir phan mg qua
mdn v6i cefaclor, cephalosporin, penicilin hodc cac thude khac khéng, néu phai dung cefaclor
cho cac bénh nhan nhay cam véi penicilin, nén can thin vi dd ghi nhén c6 phan tng dj img
chéo bao gbm phan (mg choang phan v¢ gitra cac khéng sinh nhém B lactam,

Néu c6 phan ing di img vdi cefaclor, nén ngung thudc. Khi can thiét, phai diéu trj bénh nhan
voi cac logi thude thich hop: Cac amin co mach, khéng histamin hoac corticosteroid.

Cac khéang sinh bao gbm cefaclor nén dugc dung cin than cho cdc bénh nhan di c6 mot dang
di g nao d6, dac biét 1a di ing thude.

Viém dai trang gia mac lién quan dén Clostridium difficile (CDAD) da duqc bao céo xdy ra
véi hau hét cac khang sinh phd rong (bao gbdm macrolid, c4c penicilin ban tdng hop va céc
cephalosporin). Vi véy viéc cén nhiic chin doén bénh nhan bj tiéu chay khi dung khéng sinh
rét quan trong. Chirng viém dai trang co thé tir nhe dén ngng de doa tinh mang cia b¢nh nhan.

Thé nhe thudng chi cin ngung thude. Thé trung binh dén niing cin dén cac bién phap diéu tri
thich hop.

* Thin trong khi sw dung:

T(:)ng quat:

Sir dung cefaclor dai ngdy c6 thé 1am phét trién qua mirc c4c chiing khéng nhay cam. Can
theo d&i bénh nhan cin than. Néu bi bdi nhiém, cén cO cac bién phap diéu tri thich hop.

Di ¢6 bio céo cho thiy phan tmg Coombs trye tlep dwong tinh ¢6 thé xay ra trong qué trinh
diéu trj v6i cac khang sinh cephalosponn Cén biét ring, két qua dwong tinh c6 thé [a do thuoc

thi du I:rnng cac nghién ctru v€ huyet hoc hay trong céc test thir phan mg chéo khi cin truyén
mau c6 sir dung antiglobulin & céc vi trf thir yéu, hodic ap dung thir nghi¢m Coombs trén tré
so sinh ¢6 me dung céc khang sinh cephalosporin trudce khi sinh.

Can than khi ding cefaclor cho bénh nhén ¢6 chirc niing thin suy giam ning. Vi thoi gian ban
thai ctia cefaclor ¢ bénh nhan v ni¢u 1a 2,3 - 2,8 gid, nén thudng khong didu chinh lidu déi
v6i bénh nhén suy than ning hay trung binh. Vi chua cé nhiéu kinh nghi¢m lam sang trong
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viéc str dung cefaclor cho nhitng trudng hop nay, nén cin theo doi tré
xét nghiém thét cén thén, : .
Nén than trong khi ké don khang sinh, bao gdm cephalosporin cho b¢mh nhéhiedibéntidirong
tiéu hoa, dic bi¢t 1a b¢nh viém dai trang. JUTC PH
Téc dong cla thudc trén cac xét nghiém cén 1am sang;
Bénh nhén dung cefaclor ¢6 thé c6 duwong tinh gia di voi xét nghiém Bl
thir voi dung dich Benedict va Fehling, vién Clinitest, nhung s& khong c6 d
dung Testape (Glucose Enzymatic Test Strip, USP).

C6 mot vai bao cdo cho thiy tac dung chdng déng ting khi dung dbng thoi cefaclor va chit
chbng dong duong uong (xem phaén tac dung khéng mong muén).

Ciing nhu céc khang sinh nhém B lactam khac, probenecid trc ché sy bai tiét cefaclor qua
dudng than.

Tinh géy ung thu, dot bién, anh huéng dén kha ning sinh san:

Chua c6 céc nghién ctru dé xdc dinh tinh gy ung thu va dot bién. Céc nghién ctru vé kha
néng sinh san cho thiy khong c6 bing ching diu hi¢u ton hai kha ning sinh san.

* Canh bdo vé cdc thanh phiin khdc ciia sin pkam

Mannitol: Bénh nhén mic céc rdi loan di truyén vé dung nap fructose khong nén sir dung
thude nay.

Aspartam: Trong thanh phén cia thude ¢6 ta dugce aspartam chira mt lugng 16n phenylalanin,

c6 thé gay hai trén nhirng ngudi bi phenylccton ni¢u nén than trong khi ding,

9. Sir dyng thudc cho phu nir ¢é thai va cho con bu:

* Thoti ky mang thai:

Céc nghién ctru vé sinh san thye hién & chudt nhit va chudt cong voi lidu ghp 12 14n liéu ding
cho nguoi va & chén swong voi lidu gip 3 14n lidu tdi da cho ngudi khéng thdy cé déu hiéu
ton thuong kha niing sinh san hay nguy hai cho bao thai do cefaclor. Tuy nhién, do chua cé
cong trinh nao dugc nghién ciru day du ¢ ngudi mang thai nén cefaclor chi duge chi dinh
dung & ngudi mang thai khi that can thiét.

Chuyén da va sinh né: Anh hudng cia cefaclor ddi véi chuyén da va sinh né chua duge biét.

* Thoi ky cho con bu:

Mot lugng nho cefaclor duge tim thay trong sira me sau khi diing thudc véi lidu 500mg. Nong
d¢ trung binh trong sira la 0,18; 0,20; 0,21; 0,16 mg/L twong (g vdi cac thoi diém 2,3,4 va
5 gi0. Sau 1 gio nong d¢ trong sira rét it, chi & dang vét. Anh huéng trén tré bt me chua dugc
biét. Can than khi dung cefaclor ¢ cac ba me dang cho con bu.

10. Anh hwong ciia thude 1én khi ning ldi xe, vin hanh mdy méc:

Thén trong khi sir dung do cé tac dung khong mong mudn lién quan dén thin kinh trung wong.

11. Twong tic, twong ky, ciia thube:

* Twong tdc ciia thudc: _ .

- Diing ddng thoi cefaclor va warfarin hiém khi 1am tang thoi gian prothrombin, bi€u hi¢n gay
chay méu hay khong chay méu 1dm sang. Bénh nhén thiéu vitamin K (an kiéng, hoi chimg
kém hip thu) va bénh nhén suy than 1a nhirng dbi twong c6 nguy co cao glp tuong tac. Déi
véi nhitng bénh nhin nay, nén theo doi thudng xuyén thoi gian prothrombin va diéu chinh
liéu néu can thiét, '

- Probenecid lam tang ndng dd cefaclor trong huy¢t thanh.

- Cefaclor dung ddng thoi voi cac thude khang sinh aminoglycosid hodic thudc loi tiéu
furosemid c6 thé lam tang doc tinh ddi véi than, loai twrong tic di dugc mé ta chi yéu vai
cephalothin, mét khang sinh cephalosporin thé hé 1.

i. g tmh gia khi
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* Twong ky ciia thubc:
Do khéng ¢o cac nghién ciru vé tinh twong ky cta thude, khéng tron 13n thube ndy véi cac

thude khc. e

12. Tde dung khéng mong muén ciia thude (ADR): ;’-f/ L N
Uéc tinh gap & khoang 4% ngudi bénh ding cefaclor. Ban da va ia chay. dﬂﬁmﬁg{gap-}ﬁa
Thieong gép, ADR > 1/100: (=] comiy
Mau: Ting bach ciu wa eosin. | '\ Duge PfjnM
Tiéu héa: [a chay. % |

Da: Ban da dang sdi. J

It gdip (1/1000 < ADR < 1/100):

Toan than: Test Coombs tryc tiép duong tinh.

Mau: Tang te bao lympho, giam bach ciu, giam bach ciu trung tinh.
Tiéu hoéa: Buon ndn, non.

Da: Ngira, n6i may day.

Tiét niéu - sinh dyc: Ngira bd phan sinh dyc, viém 4m dao, bénh ndm Candida.

Hiém gép (ADR <1/1000):

Toan than: Phan ng phan v¢, sdt, tridu chimg gidng bénh huyét thanh (thuong gip & bénh
nhi duéi 6 tudi). Hoi chirng Stevens - Johnson, hoai tir biéu bi nhiém doc (hdi chung Lyell),
ban da myn mu toan thén.

Phan ung gléng bénh huyét thanh hay giip & tré em hon ngudi 16n: Ban da dang, viém hoic
dau khép, sbt hodc khong, c6 thé kém theo hach to, protein niéu.

Mau: Giam tiéu ciu, thiéu méau tan huyét,

Tiéu héa: Viém dai trang gia mac.

Gan: Tang enzym gan (ASAT, ALAT, phosphatase kiém), viém gan va vang da &t mét.
Than: Viém thin k& hdi phuc, ting nhe uré huyét hodic creatinin huyét thanh hodc xét nghiém
nude tieu khong binh thuong.

Thén kinh trung wong: Con ddng kinh (véi lidu cao va suy giam chirc ning thén), ting kich
dong, dau diu, tinh trang bon chdn, méat ngy, 14 1an, ting truong luc, chéng mit, do gidc, va
ngu ga.

B& phén khac: Pau khép.

- Hudng din cdch xir tri ADR:

Ngung str dung cefaclor néu xay ra di tmg. Céc triéu chimg qua man c6 thé dai dang trong
mét vai thang. Trong trudng hep di ng hogic phan img qua man nghiém trong cén tién hanh
diéu tri hd trog (duy tri thong khi, thé oxy, sir dung adrenalin, tiém tinh mach corticosteroid).
Ngimg diéu tri néu bj ia chay ning.

Céc truong hop bi viém dai trang gia mac do Clostridium difficile phét trién quéa mu‘c & thé
nhe, thudng chi can ngung thube. Cac trudng hop thé vira va nang, cén hru ¥ cho truyén céc
dich va chét dién giai, bd sung protein v didu tri bing khang sinh c6 tac dung v6i C. difficile
(nén dung metronidazol, khong dung vancomycin).

Phan img gidng bénh huyct thanh thudng xay ra mét vai ngay sau khi bit dau didu tri va giam
din sau khi ngimg thude vai ngay. Déi khi phan (mg ning cén diéu tri bing céc thudc khang
histamin va corticosteroid. i . ) )

Néu bi co giat do thude didu tri, phai ngimg thude. Co thé diéu trj bing thudc chdng co gidt
néu can.
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13. Qud liéu va céich xir tri: P

* Qua liéu: e 55@_@_11{%
7w N

Céc tri¢u chung qua lleu cé the la buon non non, dau thuqng vi va ia cha ‘ M/ ang oja

céc loai thuoc dur;c dong hoc bat thuong cia bénh nhén. Ngoai trir tru'(mg ho'p uon: gap
5 1an lidu binh thudng, khéng can thiét phai 4p dung bién phép rira da day. Cén nhic xem nén
dung than hoat tinh thay cho rira da day hay phai két hop ca hai. Dung nhiéu liéu lién tiép
than hoat tinh cé thé lam gia ting sy ddo thai thudc da dugc hip thu. Cin bao vé dudmng ho
hép ciia ngudi bénh khi 4 ap dung phuong phép rira da day hay dung than hoat tinh. Cac bi¢n
phép khac nhu dung thudc loi tiéu manh, thim phén phuc mac, loc méu, thim tch méu bing
than hoat, chua dugc xéc dinh 1a c¢6 higu qua trong diéu trj qué lidu cefaclor.

14. Pic tinh dwoce lwe hoc:

Ma ATC: JO1DC04.

Cefaclor la mét khang sinh ccphalosponn, béan tong hop, thé hé 2, ¢6 tac dung di¢t vi khudn
dang trong giai doan phat trlen va phén chia bing cach irc ché tdng hop véch té bao vi khuén.
Thudc gin vio céc protem gin véi penicilin (Penicilin binding protein, PBP), la cac protem
tham gia vao thanh phan cdu tao mang té bao Vi khuén, ,dong vai trd 1a enzym xuc tac cho giai
doan cudi cing ctia qua trinh tdng hop vach té bao. Két qua 12 vach t€ bao dugc téng hop sé
bi yéu di va khong bén duai tac dong cua ap luc thim thau. Ai lyc gin cia cefaclor véi PBP
cuia c4c loai khac nhau s& quyét dinh pho tac dung cta thude.

Ciing nhu céc khéng sinh beta-lactam khdc, tac dung di¢t khuén ciia cefaclor phu thuc vao
thoi gian. Do de, muyc tiéu can dat ctia ché d¢ lidu 1a t8i wu héa khoang thoi gian phorl nhiém
ctia vi khuén véi thube. Thoi gian ndng d thudc trong mau 1ém hon nong df uc ché ti thiéu
ctia khdng sinh véi vi khuén phan 1ap (T > MIC) 1a théng sb durge dong hoc/duge luc hoc ¢é
lién quan chit ch& dén hiéu qua diéu trj cia cefaclor. T > MIC can dat it nhét 40 - 50% khoéng
cach gitra hai lan dwa thude.

Cefaclor c6 tac dung in vitro d6i voi ciu khudn Gram duong tuong tyr cefalexin nhung cé tac
dung manh hon déi véi céc vi khuin Gram am, dic biét véi Haemophilus influenzae va
Moraxella catarrhalis, ngay ca voi H. influenzae va M. catarrhalis sinh ra beta lactamase.
Tuy nhién, tac dung trén tu cau sinh beta-lactamase va penicilinase thi yéu hon cefalexin.
Trén in vitro, cefaclor c¢6 tic dung ddi v6i phin 16n cic chiing vi khudn sau:

Vi khudn hiéu khi Gram dwong: Staphylococcus, ké ca nhing ching sinh ra penicilinase,
coagulase duong tinh, coagulase am tinh, tuy nhién cé biéu hién khang chéo giita cefaclor va
methicilin; Streptococcus pneumoniae; Streptococcus pyogenes (Streptococcus tan mau beta
nhém A); Propionibacterium acnes; Corynebacterium diphtheriae.

Vi khuén hiéu khi Gram 4m: Moraxella catarrhalis; Haemophilus influenzae (ké ci nhirng
ching sinh ra beta lactamase, khang ampicilin); Escherichia coli; Proteus mirabilis;
Klebsiella spp.; Citrobacter diversus; Neisseria gonorrhoeae;

Vi khuén ky khi: Bacteroides spp. (ngoai trir Bacteroides fragilis 1a khang); cac Peptococcus;
cac Peprostreprococcus

Cefaclor khong cé tac dung d01 vOi Pseudomonas spp., hodc Acinobacter spp.,
Staphylococcus khang methicilin, tit ca cac chung Enterococcus, vi dy nhu Enterococcus
faecalis ciing nhu phan 16n cac chiing Enterobacter spp., Serratia spp., Morganella morganii,
Proteus vulgaris va Providencia rettgeri.
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Khang thudc:
Vi khuén khéng lai cefaclor chi yéu theo cor che bién dbi PBP dich, sinh beta lac_;_gmase ho#c
lam giam tinh thim ca cefaclor qua mang té bao vi khufn. ,.5;f’§';:33§§_9_1g9‘,~\

Hién nay, mot s6 chiing vi khuén nhay cam da tré nén khang vdi cefaclgr

cephalosporin thé hé 2 khac, dic biét 1a cac chung Streptococcus pneumggj khag& en 1 in,
cac ching Klebsiella pneumoniae va E. coli sinh beta-lactamase hoa‘-p omg&

spectrum beta lactamase, ESBL). S\ HA T
15. Déc tinh duge dt;mg hgc: J\ AY“"
- Hap thu; Cefaclor bén vimng vdi acid dich vi va duge hap thu tét sau khi udhg oi. Voi

liéu 250 mg va 500 mg, nong d¢ dinh trung binh trong huyet twong tuong tmg khoang 7 va 13
mcg/ml, dat dugc sau 30 den 60 phut. Thirc dn lam chdm hap thu, nhung tong lugng thude dugc
hip thu viin khéng déi, nbng d¢ dinh dat dugc tir 50% dén 75% so v6i ndng do dinh & nguoi
bénh uéng lac doi va thudmg xudt hién mugn hon tir 45 dén 60 phut.
- Phdn bo: Cefaclor phén b6 rong khip co thé; di qua nhau thai va bai tiét trong sita me &
nong d6 thép. Khodng 25% cefaclor lién ket v0i protein huyet tus:mg Nong d§ cefaclor trong
huy¢t thanh vugt qua nong 9 trc ché i thiéu, dbi v6i phan I6n céc vi khudn nhay cam, it nhit
4 gi¢ sau khi udng liéu diéu tri.
- Chuyén héa: Thube khong chuyén héa.
- Thdi trir: Thoi gian ban thai cia cefaclor trong huyét trong tir 30 dén 60 phut; thoi gian nay
thuomg kéo dai hon mdt chut & ngudi ¢6 chirc néng thin giam. Néu mit chirc ning thin hoan
toan, thivi gian ban thai kéo dai tir 2,3 dén 2.8 gio.
Cefaclor thai trlr nhanh chéng qua than; téi 85% liéu sir dung dugc thai trir qua nuéc tiéu &
dang nguyén ven trong vong 8 gio, phin 1ém thai triy trong 2 gi¢ ddu & ngudi 6 chire ning
than binh thudng. Cefaclor dat nong d6 cao trong nude tiéu trong vong 8 gidr sau khi uong,
trong khoang 8 gi¢ nay ndng do dinh trong nude tidu dat dugc 600 va 900 meg/ml sau cdc
lidu sir dung twrong img 250 va 500 mg. Probenecid lam chim bai tiét cefaclor. Mt it cefaclor
dugc dao thai qua thim phan mau.
16. Quy cach dong gébi:
Hop 1 chai chira 30g thudc bot - pha hdn dich uong (twong (g véi 90ml hdn dich sau khi pha)
Mai hép kem cbe dong chia lidu va t& huéng din sir dung thude bén trong.
17. Piéu Kién bio quan, han ding, tiéu chuin chit lwgng cua thude:
Bao quan: Noi kho, nhi¢t d§ dudi 30°C.
Han diing: 24 thang ké tir ngay san xuat. Khéng dwoc ding thude di qua han dung.
Han diing cuia thude sau khi pha: 14 ngay ké tir ngay pha, bao quan trong ngin mat tt lanh (2
- 8°C).
Tiéu chudn chat lugng; TCCS.
18. Tén, dia chi cuia co' s& sin xmﬁt thude: . .
Tén co s sin xuit: CONG TY CO PHAN DUQC PHAM HA TAY
Pja chi: T dan ph s6 4, P. La Khé, Q. Ha Déng, TP. Ha Ni

PT: 024.33522203 FAX: 024.33522203

DT: 024.33824685 FAX: 024.33829054

Hotline: 024.33 522525
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