{ Rx)
CEFAMANDOL 0,5 g
CEFAMANDOL 1 g
CEFAMANDOL 2 g
THUOC BOT PHA TIEM

Poc kyj hwéng dan st dung trwére khi dung.

Dé xa tam tay tré em.
Thubc nay chi ding theo don thuée.

THANH PHAN CONG THIFC THUOC:

M®ilo thubc bot pha tieém Cefamandol 0,5 g chira:

Thanh phan dwoc chat: Cefamandol (dwéi dang Cefamandol nafat) ......... 0,5g

Thanh phan ta duoc: Khdng co.

M&ilo thubc bt pha tiem Cefamandol 1 g chiva:

Thanh phan dwoc chat: Cefamandol (dudi dang Cefamandol nafat) ©.0......... 19

Thanh phan ta duoc: Khéng cé.

Méilo thudc bot pha tiém Cefamandol 2 g chiva:

Thanh phan dwec chat: Cefamandol (dw¢i dang Cefamandol nafat) ............ 29

Thanh phan ta duoc: Khéng cd.

DANG BAO CHE:

Thubc bdt pha tiem:

B6t v khudn mau trdng hay gan tréing, déng trong lo thiiy tinh nttkin.

CHIBINH:

Cefamandol duoc chi dinh diéu tri cac nhiém khuan gay ra do vi khuan nhay

cam véithudce trong cac trvdng hop sau:

~'Nhiém_ khudn hé hap dudi (k& ca viém phdi) gay ra bdi' Haemophilus
influenzae, Klebsiella, Proteus mirabilis, Staphylococcus aureus,
Streptococcus pneumoniae.

~*Nhiém khuan dwdng tiét nigu.

- Viém phucmac.

— Nhiém khuan huyét.

- Nhiém khuén da va cau tric da.

— Nhiém khuén xwong va khép. A

- Nhiém hén hop vi khuan hiéu khi va ky khitrong phu khoa, dudng hé hép dudi,
ho&cda vacautricda.

_ Dw phong nhi&m khuan trwéc va sau khi m.

LIEU DUNG -CACHDUNG:

Liéu dung: )

Nguoilon: 0,5g-2g mbi 4 - 8 gidy, tly theo mirc d6 nhiém khuan.

Tré em > 1 thang tuoi: 50.- 100 mg/kg/ngay, chiara nhiéu 1&n déu nhau. Téng

lidu hang ngay co thé 1én dén 150 mg/kg don v&inhiém khuan nang. ok

Pé dwphong nhlem khuén trong khi md: tiém tinh mach hoéc tiém bép liéu 1 -

2 g trege khi mb 0,5 dén 1 gio, sau dé tiém 1 g hoac 2 g ctv 6 gid 1 1an, trong 24

dén 48 gie. Dbi véi ngudi ghép cac bd phan gid, tiép tuc st dung cefamandol

chodén72gio.

Bénh nhan suy than: phai giam liéu. Sau liéu dautién 1 - 2 g, cacliéu duy tri nhw

sau:

Bothanhthdi | , o ying va cach dijog
creatinin (ml/phut)

80 - 50 750 mg - 2 g, 6 gid/lan
<50-25 750 mg - 1,5 g, 8 gid/lan
<25-10 500 mg.- 1,25 g, 8 gio/lan
<10-2 500 mg-1g, 12 gio/lan

<2 250 mg - 750 mg, 12 gio/lan
Bwéng dung:
- Tiémbap sau.

- Tiém tinh mach cham 3 - 5 phut:
- Tiém truyén tinh mach lién tuc hodc tiém truyén tinh mach khéng lién tuc.

Hwéng dén cach pha thuébe tiém:

Céach phathuéc:

Dé tranh bién chirng nhiém khuan khi tiém, phai thirc hién thao tac vo tring khi

pha thudc: Dung dich sau khi pha phai ding ngay dé ngén ngiva nguy co nhiém

khuan. Néu dung dich sau khi pha khong dwoc str dung ngay thi thoi gian va
diéu kién bao quan dung dich la trach nhiém clia nguoi sty dung.

Thubc chi idung mot 1an. .Dung dich conthira phai dwgc loaibo.

- Tiém bap: Hoa tan méi gam cefamandol trong 3 ml v&i mét trong cac dung moéi
sau: nuéc cat phatiém, natri i clorid 0,9%. Lacky dén khitan.

- Tiém tinh mach: Hoatan m&i gamcefamandol trong 10 ml nwéc cét pha tiém,
dung dich dextrose 5% hoac natri clorid 0,9%.

- Tiém truyén tinh mach: Hoa tan méi gam cefamandol trong 10 ml nwdc cét
phatiém. Sau dé, pha lodng vé&i mét trong cac dung dich sau: natri clorid 0,9%,
dextrose 5%, dextrose 10%.

Do 6n dinh ctia dung dich sau khi pha:

- Do bn dinh Iy hda ctia dung dich cefamandol tiém bép (ndng dd 1 g/ 3 ml trong
nu’c'yc'cét pha tiém hodc NaCl 0,9%) la 24 git» & nhiét dd phong (25°C) va 24
gio néu bao quan trong td lanh (5°C).

- D0 bn dinh ly héa ctia dung dich cefamandol tiém tinh mach (néng @ 1 g/10 mi
trong céac dung méi twong hop: nwéc cat pha tiém, dextrose 5%, NaCl 0,9%,)
1a 12 gi¢* & nhiét do phong (25°C) va 24 gid néu bao quan trong td lanh (5°C).

- D6 6n dinh ly héa ctia dung dich cefamandol truyén tinh mach (ndng do 1 g/
110 ml trong cac dung moi twong hep: NaCl 0,9%; dextrose 5%, dextrose
10%) & 12 gi® & nhiét d6 phong (25°C) va 24 gi®» néu bao quan trong tu lanh
(5°C).

Motsé lwuy dac biét vé xirly thudc trwérc va sau khi sir dung thudc:
Khong c6 yéu cau d&c biét vé xtr ly thubc sau khi st dung:
Thudc chi dung,mot lan. Dung dich con thira phai dwoc loai bd.
Dung dich thude sau khi pha khong dwoc ¢ tiéu phan nhin thay bang mat
thwdng, khéng bi kéttia.
CHONG CHIDINH:
Nguwoi bénh qua mén véi khang sinh nhém cephalosporin.
CANH BAO VA THAN TRONG KHIDUNG THUOC:
- Cédij trng chéo mot phan (5 - 10%) gitka cac khang sinh beta-lactam bao gom
penicilin, cephalosporin, cephamycin va carbapenem Trwéce khi bét dau didu
tri béing cefamandol, phai diéu tra ky vé tién st dj (’ng clia ngudi bénh véi
cephalosporin, penicilin hodc thudc khéc. Tranh ding cephalosporin cho
ngudi bénh da cé phan (ng man cam tlre thi (phan vé) véi penicilin va than
trong khi diing cho nguwoibénh da ¢ phan ung mudn (vi du ban, sét, tang bach
cau wa eosin) v&i penicilin hoac thubc khac. Néu phan (rng dj (rng xay ra, phai
ngung thude va lya chon liéu phap diéu tri khac thich hop hon.

St dung cephalosporin kéodai cé thé dan dén phat trién qua mirc céc vi khuén

khéng nhay cam, dac biét la Enterobacter, Pseudomonas, Enterococcus hodc

n&m Candida. Néu c6 bdi nhiém, phai diéu tri thich hop.

- Dung cephalosporin than trong & ngudi bénh cé tién stk bénh'& dudng tieu
hoéa, dac biét la viém dai trang. Vi viém dai trang mang gia lién quan dén khang
sinh da dwoc théng bao xay ra khi duing cephalosporin nén can phai xem xét,
chén doan phan biét & nguwdi bénh bi tiéu chay trong hodc sau khi diéu trj véi
cefamandol.

SU’DUNG THUOGC CHO PHU NI’ ¢6 THAI VA CHO CON BU:

Strdung thuéc cho phu ni¥ ¢6 thai:

Chuwa cé day dl cac cong trinh nghién ctru c6 kiém soat chat ché vé viéc ding

cefamandol trén ngudi mang thai. Chwa xac dinh duwoc thuéc c6 qua nhau thai

va anh hwéng dén thai nhi khong nén chi diing thudc cho ngudi mang thai khi
that can thiét.

Strdung thuéc cho phu ni¥ cho con bu:

Twong tw nhw cac cephalosporin khac; cefamandol bai tiét vao stra me véindng

d6 thap. Do d6, duing thubc than trong & phu nir dang cho con bu.

ANH HU'ONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY

MOcC:

Chura co bing chi¥ng v& anh hwéng clia thude 1én kha néng lai xe, van hanh may

méc.

TUONG TAC, TWONG KY CUATHUOC:
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-~ Rwou: Khdng nén uéng rgu hodc cac ché pham cé ruou, dong thei véi tiem
cefamandol va sau d6 mot s6 ngay vi cephalosporin nay c6 mach nhanh N-
methylthiotetrazol, c6 thé (rc ché enzym acetaldehyd dehydrogenase, dan
déntichtu acetaldehyd trong mau. Céc téc dung giong disulfiram nhw co cieng
bung hoac da day, budn nén, nén, dau d4u, ha huyét &p, danh tréng nguc, thcy
noéng, tim dap nhanh, va md héi, hodc dé birng méat c6 thé xay ra sau khi ubng
rwegu hodc tiém tinh mach cac dung dich chira alcol; nhitng tac dung nay

thuong xay ra trong vong tir 15 dén 30 pht sau khi udng riou va thuongdiu di

moét cach tu phat trong vai gio. Can khuyén nguwdi bénh khong ubng ruou,

khong dung thudc cé chiva rwou hodc tiém tinh mach céc dung dich co6 ruou
trong khi dang diing cefamandol va trong nhigu |ngay sau khi dirng thuée.

Probenecid: Lam giadm bai tiét cefamandol & éng than, do d6 lam tang va kéo

dai néng do cefamandol trong huyét thanh, kéo dai thoi gian ban thai va tang

nguy co doctinh.

~ Thuéc tan huyét khéi: Dung cefamandol ddng thoi véi cac thude tan huyét
khéi cé thé lam ting nguy co chay mau vicé mach nhanh N-methylthiotetrazol
trén cefamandol. Tuy nhién, bénh nang, tinh trang dinh dwéng kém va bénh
gan c6 thé 1a nhirng yéu té quan trong hon gay nguy co' ha prothrombin huyét
va chay mau. Moi cephalosporin déu c6 thé (rc ché sy tdng hop vitamin K do
(rc ché hé vi sinh & rudt. Nén dung vitamin K dw phong khi dung cefamandol
kéo dai & ngudi bénh dinh dwdng kém hoac 6m nang. C6 thé can phai diéu
chinh lidu Iwong cac thubc chéng déng trong va sau khi didu tri bang
cefamandol. Diing ddng thoi cefamandol v&i cac thude tan huyét khéi co thé
lam tang nguy co chay mau nang, vi vay khéng nén dung.

Twong ky cua thuéc:

_Tron 1&n cac thudc khang khuén beta-lactam (cac penicilin va cac
cephalosporin) v&i aminoglycosid cé thé lam mét tac dung clia nhau mét cach
dang k&. Néu cac thube nay can dung déng thav, phai tiém & cac vi tri khac
nhau. Khong tron cac thude trong cling mét tdi hodc mét lo tiém tinh mach.

~ Vi cefamandol nafat chiva natri carbonat, thudc nay c6 thé twong ky véi ion
magnesi hoac calci (k& ca dung dich tiém Ringer va Ringer lactat).

- Phaitiém riéng ré cefamandol v&i metronidazol.

TAC DUNG KHONG MONG MUON CUA THUOC:

Thwong gap (ADR > 1/100):

- Tim mach: Viém tinh mach huyét khéi khi tiémvao tinh mach ngoai bién.

_ Toanthan: Cac phan (rng dau va viém khi tiém bap; cac phan (eng qua man.

it géip (1/100 > ADR > 1/1.000):

- Than kinh trung wong: Doc hai than kinh. Dj (rng cephalosporin (phénvé).

- Mau: Thiéu mau tan huyét mién dich, giam bach cau trung tinh dén mét bach
cau hat, tan mau va chay mau lam sang do rdi loan déng mau va chirc nang
tiéu cau.

- Gan: Tang nhe transaminase va phosphatase kiém trong huyét thanh.

— Than: Viém than ké cap tinh.

Hiém gap (ADR <1/1.000):

_ Tiéu hda: Budn:-nén, ndn, tiéu chay. Néu dung dai ngay cé thé viem dai trang
mang gia.

- Than: Suy than, dac biét suy gidm chirc nang than trong thoi gian didutri.

Hwéng dan xiv tri ADR:

Ngirng diéu tri bing cefamandol khi nguwoi bénh bidj ting.

Théng bao ngay cho bac sy hodc dwore sy nhivng phan ting c6 hai gap phai

khi str dung thuéc.

QUALIEUVA CACH XU TRI:

Qua lidu: Lidu cao co thé gay co giat va cac dau hiéu khac ctia ngd doc hé than

kinh trung wong. Dung lidu cao cling co thé gay viém daitrang mang gia.

Céch xtrtri: Ngudi bénh phaingung thudc va dwoc clp clru ngay.

DPAC TINHDUQ'C LIPC HOC:

- Nhom dwoc ly: Khang sinh cephalosporin théhe2.

- MaATC: J01DCO3.

- Cefamandol la khang sinh cephaiosporm ban téng hep phd rong. Giéng nhu
cac cephalosporin thé hé 2 hién co, cefamandol c6 tac dung twrong tw hoac
thap hon ddi voi cac cau khudn Gram dwong, nhwng lai manh hon déi voi vi
khudn Gram am in vitro, khi so sanh v&i cac cephalosporin thé hé 1.
Cefamandol cé hoat phd dbi voi vi khudn Gram am hep hon so voi cac
cephalosporin thé hé 3. Tac dung diét khu&n ctia cefamandol 1a do trc ché téng
hop thanh té bao vi khun. Cefamandol co tac dung manh hon cefalotin trén

nhiéu Enterobacteriaceae bao gdbm mét s chling Enterobacter, Escherichia,

Klebsiella, Salmonella va mét vai chiing ctia Proteus spp.
~ Phé khang khuan:

+ Gram dwong: Staphylococcus aureus,’bao gdm céc ching sinh va khéng
sinh penicilinase (ngoai trlr Staphylococcus aureus khang methicilin),
Staphylococcus epidermidis, Streptococcus pneumoniae, cac
Streptococcus tan huyét beta va ching khac. Phan I6n cac ching
Enterococcus nhw Enterococcus faecalis, triwérc day goi la Streptococcus
faecalis déu khang.

Gram am: Escherichia coli, Klebsiella spp., Enterobacter spp. (ban dau cac

vi khudn nay thuong nhay cam, nhung c6.thé tré thanh khang thudc trong

qua trinh diéu tri), Haemophilus influenzae, Proteus mirabilis, Providencia

rettger/ Morganella morganu Proteus vulgaris.

Vi khuan ki khi: Cau khun Gram du’cmg va Gram am (ké ca Peptococcus

va Peptostreptococcus spp. ) tric khudn Gram dueng (k& ca Clostridium

spp.), trrckhuan.Gram am (ké ca Bacteroidesand Fusobacterium spp. )

Vi khuadn khang thuéc: da sé cac ching Bacteroides fragilis,

Pseudomonas, Acinetobacter calcoaceticus va da sé cac ching Serratia.

Cefamandol kha bén virng, khéng bi phan giai béi cac beta-lactamase cia

mét sb vi khudn nhém Enterobacteriaceae.

DAC TINHDU'QC DPONG HOC:

_ Cefamandol duwo'c str dung chi yéu & dang cefamandol nafat (muéi natri clia

ester formy! cefamandol) duwoc héap thu khéng dang ké trong dwdng tiéu hoa,

do d6 phai dwoc st dung duwai dang tiem. Cefamandol nafat thiy phan nhanh
trong huyét tvong dé g|a| phong cefamandol ¢ hoat lwc cao hon. Khoang 85 -

89 % hoat lrc diét khuan trong huyét tong la do cefamandol. Sau khi tiém bap

cefamandol cho nguéi Ion c6 chire nang than binh thudong liéu500mgvatg,

nong do dinh trong huyét thanh clia cefamandol twong (*ng dat dwoc khoéng

13 va 25 microgam/ml trong vong 30 - 120 phit. Ndng d6 con rét thap sau 6

gi. Khi tiém tinh mach cham (trong 10 phat) liéu 1 g, 2 g cefamandol cho

ngudi Ién ¢6 chirc nang than binh thwdng, néng do trung binh cefamandol

trong huyét thanh la 139 microgam/ml va 214 microgam/ml trong vong 10

phut. Sau khi tiém 4 gi&, cac nong do trén con lai 0,8 microgam/ml, 2,2

microgam/ml.

Khoang 70% cefamandol gén voi protein huyét twong. Thoi gian ban thai

trong huyét twong clia cefamandol thay déi tir 0,5 - 1,2 gi& phu thudc vao

duwong tiém va kéo dai & nguwdi suy than. Thei gian ban thai trong huyét tuong

14 12,3 - 18 gid & ngudi Ién cé ndng do creatinin trong huyét thanh 1& 5 - 9 mg/

100ml.

- Cefamandol phan b6 rong rai trong cac mé va dich co thé, ké ca trong xwong,
dich khép, dich mang phdi. Thube khuyech tan vao dich néo tiy khi mang néo
bj viém nhung khong tién doan duoc nong do. Cefamandol vao dwoc trong
stra me. Thubc bai xuét nhanh dwéi dang khong di, qua loc cau than va bai
tiét & dng than. Khoang 80% liéu duocbai xuéttrongvong 6 glo & nguwdiléncd
chtrc néng than binh thudng va dat nong d9 cao trong nwéc tiéu. Cefamandol
o trong mat va dat dugc ndng do dt dé diéu tri.

_ Cefamandol bi thai loai & mtec dd nhat dinh khi thAm tach mau.

QUY CACHDPONG GOI:

Hop 1lo.

Hop 101lo.

DIEU KIEN BAO QUAN: Khong qué 30°C, tranh &m va anh sang.
HAN DUNG: 24 thang ké tir ngay san xuét.

TIEU CHUAN CHAT LUQNG CUA THUOC: Tiéu chuén: USP.
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IMEXPHARM
Co s& san xuét: Chi nhanh 3
CONG TY CO PHAN DU'Q'C PHAM IMEXPHARM tai Binh Dwong
Sé 22, Budng s6 2, Khu cdng nghiép Viét Nam - Singapore I,
Phwong Hoa Phu, Thanh phd Tha DAu Mét, Tinh Binh Dwong
Hotline: 1800 555 535 Email: imp@imexpharm.com
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