5 WULE AR LK PO IEIR40 124 ) Uctpeizlisih (sl o 'S RIS (I 9% TR B CRRErRT SWRTAN 158 TR SR

i i ol W 1

“Pobanien paEn FUT Lo o BpSCen WIS B0 BRCS Sa SIS SIRUD 3650 15 Pui i - SRS BIS01 S U CUSINS (B0 QUDIUN, U SEIBD 859958 150 000 10 SORELICIY SR ) B4 Clspias

LI'YWEYIdVED MMM (..Igmo) “apon) B-dUO_—]
02z wrbs/f
209 ‘fepsEy
G'6L X 2'P9 X g'gLL (W) seinsesp
0L-70-80 :81BP - $003H :2'N ¥EI] 'dO- LOOVLD4 :921s yound
Ob-p0-20 'BIBP - $00IY :1'N Weig do-
31 VWIRI1918 15 AV IAm sS4 % e UL SuoPIeITY L¥b Hleguinu apoaseg
"-;1 ‘g peziEey snjge adf; spoaeg
e ( - SZ6Z 'd - LGLZ 'd - LVE d - }98|E ) 1810100

0102-¥0-80 -=1Ep 8nss|
¢0 “ujeiqg
6£6500164 ©p00 jonpoid

weweA - epay) Aunog
(o1x1) B S2€ sqeL 401980 LSY 0npoid
1011NSJBLIE] B]OB] o Auadoid si spomuy sy

LU R

3002 snLav1

:Aq paaoidde pue paoayn

NdIa 1va

()

\o\ ONOHd NYA
\.()\ 3
& EI200014
o H EER A
XN miep iy +
U ANE0R XS P98I ON 0
= =)
— \gg 785 3258 8% | 82 g2 | 88
; = s @ox0 : a
/ 32 385 2255 3 z0 g . B3R
3 : =+ QB:‘I -|- '_0 '-D n = (_c
S8 22 223 wI>»x O o] (=}
25 038 #3° 5028 3| =% §& | %
g2 f3y 32 8§82 zo
- T | P oX 0 3
of > 88¢ Foio
Be 33gef zE0E 0 o H
~§ 2233 BoZo z
IF 8 382 zao & v g
& § 5065 Z§5. € - 3
o8 B4 £ %z B o=
z » g TOO 5 = X @
5 sz §a8g 3 - B (Ra oM (2
B § gz § ~J] R < b
g £2 6 o1 B ; O -1
& <F oz Solr |2
2 B: g =8E50 |5
£ a g s o =
: 8 :
z a I
o = =
g )
= g - 5.
= E.M ER = o
< 2 < é‘
%o g gl; g’-; "=y o g”‘ &.a
o 3 8 | R8s o =2 | fs
> 8% 8% > TR 35
]
ol CECLOR® 3 [
CEFACLOR § l“"""n“,'[""“"..ll'l'“".":n?p lll_';'[ }E ==
375 mg

[N [T 19A00 THA Y6

20Nd ATNYND 211D

Y%W 9L A 0f




52
S

A7

50 W%

A3

N

OHLSVN
OLNINIDIOAS

s T

= W>I>O0Jd0=sSuWZk=0
C M —
Explry Drate: Expiry Date:
Ceclor® Ceclor® Ceclor® Ceclor®
Cetaclor Cefaclor Catfaclor Cefaclor
375 mg 375 mg 375 my 375 mg
Rstard Tablsts Retard Tablets Retard Tablets Retard Tablets
INV(DA INV(DA INVIDA INV(DA
Menuischired by FACTA, Naly Manuisshured by FACTA, Raky
Ceclar® Ceclor® Ceclor® Ceclor®
Cefaclor Cefaclor Cefaclor Cofaclor
375 m 375 m| 375 mg 375 mg
Retard Tab Rutard Tablots Retard Tablets Retard Tablots
INVIDA INV(DA INV(DA INV(DA
Masnutsctured by FACTA, laly Menutectured by FACTA, itaty
m Ceclor® Ceclor® % Ceclor® Ceclor®
Cafaclor Cofactor 2 Cofaclor Cofaclor
= 375mg 375mg = 375mg 375 mg
m Retard Tablets Retard Tablets m Retard Tablets Retard Tablets
INVIDA INVIDA INVIDA INVIDA
Mnrufactured by FACTA, Raly Manufactured by FACTA, htaty
Ceclor® Ceclor® Ceclar® Ceclor®
Cefaclor Cefaclor L4 Cafuclor Cafaclor
375 m 375 mg m 375 mg 375 mg
Retard Tablets Retard Tablats 2 Rotard Tabiets Retard Tablets
INVIDA INVIDA [ inv(Da INV(DA
Marudatured by FAGTA, Haly m Manaiaciurad by FACTA, hely
Ceclor® Ceclar® 7 Ceclar® Ceclor®
Cefaclor Cafaclor Cefaclor Cetnclor
375 mg 375 mg 375 mi 375 mg
Retard Tablets Retard Tablets Retard Tablets Retard Tablets
INV(DA INV(DA INV(DA INVIDA
Mig. Gs.-,_oﬂz_-nzl.. st __l_mg Mo J Mig. Dw_"m.!..-n_._!_ el m!.._.».xl_mg Mew:
3 i 7N C —
e \ SN e —

JJ;.-

FA000Z4E  FHO0OG1S

200BINY-208-2

Ceclor®
Cefacior
375 mg 375 mg
Retard Tablets Fetard Tablets
INVIDA INV(DA
Menufsctinad by FACTA, Raly
Ceclor® Ceclor®
Cafaclor Cedaclor
375 mg 375 mg
Ratard Tablets Retard Tablets
INV(DA INV(DA
Munutactered by FACTA, laly
Ceclor® Ceclor®
Cafaclor Cafaclor
375 mg 375 mg
Retard Tablets Retard Tablets
INV(D A INVIDA
Mamutactured by FACTA, kaly
Ceclor® Ceclor®
Cefaclor Cefacior
375 mg 375 mg
Retard Tablets Retard Tablots
INVIDA INV(DA
Manufsctired by FACTA, Raly
Ceclor® Ceclor®
Cefacior Cafaclor
375 mg 375 mg
Fetard Tablels Retard Tablets
INV(DA INV(DA
l!il-!-ﬂﬂﬂhnﬂt.l-ﬂ
Mitg. Date: ot No.:

- )
_ Expiry Date: V\\J\u. /__
mkﬂe
A

F4000248 Fiooo319

J

Tolleranza su 6 passl (358,8 mm)

+0,B /-0,3 mm

T0-76

!
|1zt

Altezza tacca 8 mm {5 mm int. / 4 mm est,)

Passo singola 58,8 mm
STAMPA LATO OPACO

WWW. GRAFIFARMA.IT

- @
=5, 3
w =|EE S
= w52 d
) m mm"w
o o NSRS
S 9 IEEE=k:
= < o 55 T
w2 ||5=FEE.
R |3 2
43 (=} o]
S g5 €
3 © L |
o o b
| 5
= Lk ]
2 i
r3EQ
1 1
A g | -
i e
| i -
i 1 ! =3
58
I ] o
@Y
el I3 ! t]EE
= 2 S
- m | ' W & ™~ o
1 | = ==
§f I8 0 | |se s
-t ;0
© o i
sl [z 1 |8 £ 3
] g ' ! |ls8€E 2 2
wl (v 1+ 1 ||2%E gx =
¢ ! || Es2| ide 32
5 i|less @aF o
8 | i |[3°8i3i888
] n -t [=3 [~1
§ . 9fledEid]gEse
& g<%= 0. BC g
_.A.. Mdhw. 7 .ﬂmwm
3|81 EREE
2 3 ||eBzi8 5882
& O [|ffo0i0cid=FE

6 CrVPTIEE (9P ST DOLTS ERBETS (TVErTRo M1 LINZGNT B8 MpS-0r10 & SO08 (D00 0N LRZZAIR - Wi Farvi you Siel (s clmalls remd S e 24 sTEnl Gepen ng (0 SUspor Seel Seed 1EheiE.

el

Fleordann

e from Graltame S

ol 230 e s Snke ool | Irf TR 0 R0 espre el auiriczalo dals Grablaea G - Al o




CECLOR®*

CONG THUC CEFACLOR CAI TIEN
VIEN NEN BAO PHIM GIAI PHONG CHAM

MO TA

Ceclor, 1a dang cai tién dugc phim cefaclor dung dudmg uéng. Day la mét khang sinh ban tong hop,
thugc nhém cephalosporin. Thanh phén hoat tinh 1a Cefaclor. Tén hoéa hoc 1a 3-chloro-7-D-(2-
phenylglycinamido)-3-cephem-4-carboxylic acid monohydrate. Ceclor khac véi cefaclor vé toc d6 hoa
tan, ndng d6 dinh thip hon nhung nong dé diéu tri duy tri trong huyét thanh 1au hon, diéu nay gidp
cho Ceclor thuin lgi trong viéc dung liéu 2 1an mbi ngay.

DANG BAO CHE VA THANH PHAN

Vién nén bao phim giai phong chdm.

Thanh phan hoat chat: m&i vién nén bao phim giai phdng cham chira luong cefaclor monohydrate
tuong duong voi 375mg (0.972mmol) hodc 500mg (1.296mmol) cefaclor.

Ta duge: Mannitol, Methylhydroxypropylcellulose, Hydroxypropylcellulose, Methacrylic Acid
Copolymer, Stearic acid, Magnesium stearat, hdn hop mau xanh dam, Propylenglycol, Talc.

DUQC LY LAM SANG

Ceclor dugc hap thu tét qua dudng tiéu hoa sau khi uong Mic déu Ceclor ¢6 thé udng lic no hodc lic
d6i, tuy nhién uéng lic no thude s& dugce hap thu t6t hon. Udng thudc sau khi an mot gid, sinh kha
dung cua Ceclor trén 90% so vdi cefaclor. Néu uong lac déi thi sinh kha dung 1 77% so vai cefaclor.
So vai Cefaclor (udng lic doi), ndng dé dinh trung binh trong huyét thanh cia Ceclor (do ca ltc no lan
lic d6i) déu thép hon va dat dén cham hon tir 40 dén 90 phit. Cac thudc trc ché H, ding chung khong
lam han ché su hap thu ctia Ceclor. Céc thudc khang acid chira hydroxyt nhém hogc hydroxyt magnesi
duge udng mot gior sau khi ding Ceclor, khéng anh hudng dén téc d6 nhung lam giam 17% mic do
hép thu cia Ceclor.

Sau khi dung liéu 375mg, 500mg va 750mg, ndng do dinh trung binh trong huyét thanh lan luot 12 4, 8
va [ lpg/mL dat duge sau 2,5 dén 3 git. Khong ghi nhén cd su tich Iy thude khi ding liéu hai lin mdi
ngay.
% /

Thai gian ban huy trung binh trong huyet tuwong & ngurdi binh thudng khoang mét gio (‘tu - 0.%gid)
va khong phy thuge vao lidu ding. O nguéi cao tubi (trén 65 tudi) co creatinine huy\_y :hann binh
thudmg, thi ndng d dinh cua thudc trong huyét tuong c6 thé cao hon va dién tich dudi ducrng cong
(AUC) c6 thé bi anh huéng do giam nhe chirc ning thin nhung khong cé y nghia trén 1am sang. Vi
vily, khéng cdn thiét phai diéu chinh lidu ding & ngudi cao tudi ¢6 chic ning than binh thuong.
Khéng c6 bing chirg nao vé su chuyén hoa cefaclor & ngudi,

Vi khudn hoc

In vitro, tinh chét diét khuén cua Ceclor la do cefaclor Cac lh'.: nghiém in vitro cho thdy cephalosporin
co tac dung diét khudn do (rc ché qua trinh tdng hop thanh té bao. Cefaclor khong bi anh hudng boi
enzym f-lactamase, do d6 cefaclor diét duge nhimg vi khudn tiét enzym B-lactamase khang vdi
penicillin va mot s6 cephalosporin. Ceclor da chimg minh hiéu qua diét khuan ca trén 1am sang va in
vitro dbi véi cac vi khudn sau (xin doc phin CHI PINH VA CACH DUNG):

Vi khuén gram duone:

Staphylococcus aureus (bao gbm nhimg chiing tiét f-lactamase)
Staphylococcus epidermidis (bao gbm nhimg chung tiét B-lactamase)
Staphylococcus saprophyticus

Streptococcus pneumoniae

Streptacoccus pyogenes (lién cdu nhém A)

Ghi chii: Cefaclor khong cé tac dung vdi cac chung tu cau khang Methicillin,




Vi khudn gram am:

Haemophilus parainfluenzae

Haemophilus influenzae, (bao gbm nhiing chung tiét B-lactamase)

Moraxella (Branhamella) catarrhalis (bao gbm nhitng chuing tiét B-lactamase)
Escherichia coli

Klebsiella pneumoniae

Proteus mirabilis

Mic diu hidu qua trén 1am sang chua durgc xac dinh, nhung in vitro, cefaclor co tac dung v&i phin lon
cac ching vi khuén sau:

Vi khuén gram am:

Citrobacter diversus

Neisseria gonorrhoeae

Vi khuén ky khi:

Propionibacterium ances

Céc ching Bacteroides (ngoai trir Bacteroides fragilis)

Peptococcus

Peptostreptococcus

Ghi chii: Pseudomonas sp, Acinetobacter calcoaceticus, hdu hét céc chung enterococcus,
Enterobacter sp, Proteus indol duong tinh va Serratia sp dé khang vdi cefaclor.

Thir nghi¢m khdng sinh dé

Phuong phép khuéch tan:

Cac phuong phap dinh lugng yéu ciu phdi do dutng kinh vong vo khudn dé udc tinh d6 nhay cam cua
khang sinh. Ddy la phuong phap dugc Uy Ban Quoc Gia vé Chuin Muc Xét Nghiém Lim Sang
(NCCLS) cua Hoa Ky chap thuén. Phuong phép nay dé nghi diing dia khang sinh cefaclor dé danh gia
dg nhay cam cua vi khuén. Bién luan két qua dua vao dudng kinh vong vé khuan va no g\do trc ché
t8i thiéu (MIC) cua cefaclor. Két qua khang sinh d& véi mot dia khang sinh chuén duy nh ctlua 30;.13,
cefaclor s& duge bién lun theo nhiing tiéu chudn sau:

Pudng kinh vone vé khuin (mm) Bién ludn két qua
> 18 (S) Nhay cam
15-17 (I) Trung gian
<14 (R) D& khang
Khi thir nghiém vai H. influenzae*

Puéme kinh vong vé khuan (mm Bién ludn két qua
>20 (S) Nhay cam
17-19 (I) Trung gian
<16 (R) Dé khang

*Thir nghiém nay sir dung méi truong Haemophilus test medium (HTM)

Két qua “nhay cam” c6 nghia la vi khuan gdy bénh c6 thé bi trc ché v&i ndng do khang sinh dat dugc
trong méu. Két qua “trung gian” nghia 1a vi khudn nhay cam khi diing khang sinh liéu cao hoac khi
céc vung bi nhiém khuan nhur cic md, dich co thé (vi du: nuéc neu) c6 nong dé khang sinh cao. Két
qua “d& khang” cho thiy nong d¢ khang sinh dat dugc khéng thé trc ché dugc vi khudn va nén chon
khang sinh khac.

Céc phuong phép chudn murc yéu ciu phai sir dung cac vi khuén chimg & phang xét nghiém. Vi dia
tam 30pg cefaclor phai tao dugc dudng kinh cac vong vé khudn nhir sau:



Vi khudn Pudane kinh vong vé khudn (mm)

E. coli ATCC 25922 23-27
S, aureus ATCC 25923 27-31
H. influenzae ATCC 49766% 25-31

*Thir nghiém ndy sir dung méi truomg Haemophilus Test Medium (HTM),

Ngoai M. catarrhalis va H. influenzae, céc vi khuan khac ¢é thé thir nghiém vai dia tdm cephalothin
30pg hodc bing phm:mg phap pha loang. Dung Ceclor cé dép (ing tht vé lam sang cing nhu ve vi
khudn hoc trong hiu hét cic truong hop nhiém M. cararrhalis, khong can dua vao két qua do duang
kinh vong vd khuan; do vay, it khi thir nghiém d¢ nhay cdm cia vi khudn nay vdi cefaclor. Nén thir
nghiém H. mﬂuenzae v6i dia tim cefaclor trén méi truéng Mueller-Hinton chocolate va bién luan két
qua theo cac tiéu chudn ¢ néu o trén. Haemophilus influenzae ciing cd thé thir nghiém trén mdi
truomg Haemophilus Test Medium (HTM) va sir dung cac tiéu chuan do NCCLS dé nghi dé bién ludn
két qua nhur sau:

Pudng kinh vong vé khudn (mm) Bién luan két qua
> 24 (8) Nhay cam
19-23 (I) Trung gian
<18 (R) Pé khang

Phuong phép pha loéng:
Céc phuong phép pha loang trong thach va canh thang nhu NCCLS dé nghi, c6 thé dung dé xac dinh
ndng dd irc ché t6i thidu cua cefaclor. Két qua thir nghigm dugce bién ludn theo cée tiéu chudn sau:

Nbng dé (rc ché tdi thiu (ug/mL) Bién luin két qua
<8 (8) Nhay cam
16 (I) Trung gian
>32 (R) D& khing

Gibng nhu cac phuong phap khuéch tan chuén, phuong phap pha loéing ciing yéu Léu %{w e
chang vi khuén chimg & phong xét nghiém. Ding bot cefaclor chudn s& cho két qua néng ¢ ti

thiéu nhur sau:

Chang vi khudn Néng d6 e ché tdi thidu (ue/ml.)
E coli ATCC 25922 1-4

S.aureus ATCC 29213 1-4

E.faecalis ATCC 29212 >32.0

H. influenzae ATCC 49766 1-4

*Céc thir nghiém pha lodng canh thang diing mdi trudng cdy Haemophilus Test Medium (HTM)

CHI DINH VA CACH DUNG

Ceclor duoc chi dinh trong nhiém khuan do cac vi khudn nhay cam sau:

Viém phé quin cip va dgt c¢ip ciia viém phé quan man do Spreumonia, H.influenzae (bao gom
nhimg chung tiét B-lactamase), H parainfluenzae, M catarrhalis (bao gom nhiing ching tiét f-
lactamase) va S qureus.

Viém hong va viém amidan do S.pyogenes (lién cau nhom A). (Penicillin la thudc thuémg duece chon
dé diéu trj va phong ngira nhiém khudn do lién ciu, kc ca diéu tri du phang thip khop. Noi chung,
Ceclor d1eu tri co hiéu qua céc trudng hep nhiém lién cdu & ving hiu hong; tuy nhién, hién nay chua
c6 cac s6 lidu dang ké vé hiéu qua cia Ceclor trong phong ngira thap khap).

Viém phdi do S pneumoniae, H.influenzae (bao gbm nhiimg ching tiét B-lactamase) va M.catarrhalis
(bao gdm nhimg chiing tiét B-lactamase)



Viém xoang do S.pneumoniae (chi nhimg ching nhay cam véi penicillin), H.influenzae (bao gém
nhimg chiing tiét B-lactamase) va M.catarrhalis (bao gbm nhiing chiing tiét 3-lactamase)

Nhiém khuin duong tiét niéu dudi khong bién chimg bao gdm viém bang quang va vi khudn niéu
khong triéu chirng do E.coli, K. pneumoniae, P.mirabilis va S.saprophyticus.

N!liém khuin da va ciu tric da do S pyogenes (lién cdu nhom A), S.aureus (bao gdm nhiing ching
tiét B-lactamase) va S.epidermidis (bao gdbm nhitng chung tiét B-lactamase)

Nén tién hanh céc nghién ctu vi sinh dé xac dinh vi khuén gdy bénh va dd nhay cam véi cefaclor. Cé
thé bit dau didu trj ngay trong khi chdr doi cdc két qua nay, nhung mot khi dd co két qua khang sinh
db, thi phai thay déi cho phii hap.

CHONG CHI PINH ‘ )
Ceclor khong dung cho ngudi bénh cé tién so man cam vdi cefaclor va cac khang sinh nhom
cephalosporin khéc.

CHU Y PE PHONG

TRUGC KHI PIEU TRI VOI CECLOR, CAN HOI XEM TRUGC DAY NGUOI BENH CO
TIEN SU PHAN UNG QUA MAN VOI CEPHALOSPORIN, PENICILLIN HOAC CAC
THUOC KHAC HAY KHONG. NEN THAN TRONG KHI SU DUNG THUOC NAY O
NHUNG NGUOI BENH MAN CAM VOI PENICILLIN.THAN TRONG SU DUNG KHANG
SINH O BAT CU NGUOI BENH NAO CO BIEU HIEN DI UNG, NHAT LA DI UNG VOI
THUOC. NEU CO PHAN UNG DI UNG VOI CECLOR THI NEN NGUNG THUOC NGAY.
TRUONG HQP PHAN UNG QUA MAN NGHIEM TRONG CO THE CAN PHAI DUNG PEN
ADRENALINE VA CAC BIEN PHAP HOI SUC CAP CUU KHAC.

Céc khang sinh bao gorn Ceclor nén dugc ding cén than cho cac ngudi bénh da co biéu hién dj ung,
dac biét la di u'ng voi thude. Viém rudt két mang gia gap o héu hét cac truong hop dung khang sinh
pho réng (g6m cac nhém macrolide, penicillin ban téng hop va cephalosporin); vi vy viéc Gin nhic
chan doan bénh nhan bj tiéu chay trong khi ding khang sinh rit quan trong. Viém rudt két man@;ua co
thé & murc do tir nhe dén nang. Truéng hop nhe chi cin ngimg thudc, truang hop nang pha\cén en
nhirng bién phap diéu tri thich hop.

THAN TRQNG KH1SU DUNG

Téng qudt

Sir dung Ceclor dai ngay cd thé lam phat trién qua mirc cic chung vi khudn khéng nhay cam. Cén theo
ddi ngudi bénh cin than, néu b boi nhiém, phai co cac bién phap diéu tri thich hop.

Twong tic thubc

Mirc do hip thu Ceclor giam néu ubng céc loai thubc khang acid c6 chira hydroxyt nhém hogc
hydroxyt magnes: trong vong ! gi&r sau khi uéng Ceclor. Cac thudc khang H, khong lam thay doi toc
d6 va mirc do hdp thu thude. Ciing nhu cac khang sinh thudc nhém B-lactam khac, probenecid trc ché
sur thai trir Cefaclor qua than (c6 18 ca véi Ceclor). Cac thir nghiém lam sang cho thiy khong ¢ tuong
tac déi véi cac thude khac.

Cic sai léch ddi véi két qua xét nghiém

Nguiri bénh ding Ceclor ¢6 thé ¢ két qua duong tinh gia ddi vi xét nghidm dudng nigu khi thir véi
cac dung dich Benedict, Fehling hodc vdi vién Clinitest®, nhung khang anh huong khi ding phuong
phéap Tes-Tape® (Glucose Enzymatic Test Strip, USP).

Tinh gay ung thie, @6t bién va vo sinh
Chua co cac ngh1en ctru trén loai vat d& xac dinh kha ning gdy ung thu va dot bién cua Ceclor. Cac
nghién ctru vé kha nang sinh san cho thdy khong c6 bang chimg gay vo sinh.



Déi véi nguoi mang thai

Cac nghién ciru vé kha nang sinh san thuc hién & chudt nhét, chudt cong véi lidu gép 12 1an va ¢ loai
chdn suong véi lidu gdp 3 1an lidu ding t8i da cho ngudi khong thdy c6 bing chirng gy v6 sinh hoic
géy nguy hai cho bao thai do cefaclor. Tuy nhién, chura cé ddy dn cac nghién ctru co kiém soat chat
che trén phu nif c6 thai. Vi cdc nghién ciru trén loai vt khéng phai bao gi& cling c6 thé suy doan duoc
dap tmg cua ngudi, nén chi ding thudc nay trén phu nit cd thai khi that can thiét.

Chuyén da va sinh dé
Chura 6 nghién ciru viée ding Ceclor trong thoi ky chuyén da va sinh dé. Chi nén ding thudc khi that
cén thiét.

Théi kp cho con bit . ]
Chura ¢6 nghién ciru vé viée ding Ceclor trén doi tugng nay. Mot lugng nho cefaclor duope tim thay
trong sita me sau khi dung mot lidu 500mg. Néng dd trung binh trong stia la 0,18; 0,20; 0,21;
0,16ug/mL tuong g véi cac thoi didm sau 2, 3, 4 va 5 gio. Sau 1 gio nbng d trong siia chi & dang
vét. Anh huromg coa thudc trén tré bit me chua dugce biét. Cén than khi ding Ceclor & cac ba me cho
con bi.

Diing o tré em
Chua xéc dinh dugce tinh higu qua va do an toan trén tré em.

PHAN UNG PHU

Thang béo cho bac s§ nhimg tac dung khéng mong muén gip phai khi sir dung thudc.

Pa s6 cdc phan (mg phu cua Ceclor trong céc thir nghiém 1am sang d&u nhe va chi thoang qua. Ngimg
thudc do cac phan g phu xay ra & 1,7% s& ngudi bénh. Sau ddy 1a cac phan tng phu duge ghi nhdn
khi diing Ceclor trong céc thir nghiém 18m sang. Ty 1é xay ra cic phan trng 13 dudi 1%, néu khong néu
rd.

HEé tiéu hoa .
Tiéu chay (3,4%), budn ndn (2,5%), non va khé tiéu.

Phan (g qua min n
Khoing 1,7% ngudi bénh c6 cac phan (g nbi ban, ndi mé day va ngira. Co gap mot Iruvéﬁ:op,
(0,03%) phan g glong bénh huyét thanh trong s& 3.272 ngudi bénh dung Ceclor trong‘e\l Hir
nghiém ldm sang c6 kiém soat.

Céc trudng hop xuét hién phan mg gidng bénh huyét thanh di duge béo cdo trong mét vai trudng hop
st dung cefaclor. Cac déc trung cia phan (mg nay gbm héng ban da dang, noi ban va cac biéu hién
khac trén da di kém vdi viém khép/ dau khdp, co sdt hodic khéng sét. Cac phan (g nay khac véi bénh
huyét thanh cb dién & chd hiém khi kém theo ndi hach bach huyét va protein niéu, khéng co phic hop
mién dich trong mau, va khéng dé lai di chimg, Dai khi co thé co timg triéu chirg rigng 1¢, nhung do
khong phai la biéu hién ciia pharl ing gidng bénh huyét thanh. Trong khi cac nghien clu thém dang
duoc tién hanh, phan img giong bénh huyet thanh dudng nhu 1a do phan dng qua man, va thudng xay
ra hon trong va sau khi didu tri cefaclor 1an 2 (hoic nhimg 14n sau). Nhiing phéan Gng nay thutmg dugce
bdo cdo & tré em hon ngudi 16n, véi ty 16 chung tir 1/200 (0,5%) trong mdt thir nghiém tép trung dén
2/8.346 (0,024%) trong toan bd cdc thir nghiém lam sang (ty 1€ ¢ tré em trong cac thu nghigm lam
sang 1a 0,055%) dén 1/38.000 (0,003%) trong cdc bao cdo ngiu nhién. Cac déu higu va triéu chimng
thudng xay ra mét vai ngay sau khi bét ddu diéu tr va giam dén trong vai ngay sau khi ngimg thudc,
Ciing ¢ trurdong hop bénh nhan phai nhap vién vi nhimg phan tng nay nhung thai gian nam vién
thudng ngén (trung binh tir 2 dén 3 ngay, theo bao cdo cua cic nghién ciru theo dbi sau khi dua thude
ra thj trrong). O nhimg bénh nhan cin ‘nhdp vién, céc trigu ching ¢ thé tir nhe dén nang, phan l6n cac
triéu ching ning xay ra & tré em. Thuoc khang histamine va glucocorticoid gitp giam cac dau hiéu va
triéu chimg nay. Khéng co bio cdo vé cac di chimg trim trong.

H& tao mau vi bach huyét

h



