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FOTIMYD 500
Cefotiam hydrochloride
twong wrng véi 500mg cefotiam

FOTIMYD 1000

Cefotiam hydrochloride
twong trng vé&i 1000mg cefotiam

FOTIMYD 2000
Cefotiam hydrochloride
twong trng vé&i 2000mg cefotiam

Poc ky hwémg dén sirdung trwée khi dung.
Dé xa tim tay tré em. )

Thuéc nay chi dung theo don thuoc. )
Théng bdo ngay cho béc sy hodc dt‘rqc sy
nhirng tic dung khéng mong muon gap
phai khi strdung thuée.

Thanh phan:

Mbi lo FOTIMYD 500 chira cefotiam
hydrochloride dém véi sodium carbonate
twong (rng véi 500mg cefotiam.

Méi lop FOTIMYD 1000 chira cefotiam
hydrochloride dém véi sodium carbonate
twong (rng voi 1000mg cefotiam.

M3i ¢ FOTIMYD 2000 chira cefotiam
hydrochloride d&ém véi sodium carbonate
twong (rng v&i 2000mg cefotiam.

Hoat chat: Cefotiam hydrochloride.

Tadwgc: Sodium carbonate.

Dang bao ché: Thudc bot pha tiém.

MG ta dang bao ché: Thuoc bét pha tiém mau
trng dén tring nga, ding trong lo thly tinh
trung tinh tiét tring day bang nut cao su va nap
nhémtiéttrung.
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Chidinh:

Dua theo hoat tinh khang khuan va déc diém
dwoc ddng hoc cla cefotiam.

Cefotiam dung dé diéu tri cac nhiém khuan tir
vira dén nang do vi khuan nhay cam, viém
worng mat, dy phong nhiém khuan do phéu
uat.
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Cachdung, lieu dung:
Cachdung:
Tiém finh mach. Chi tiém bap khi khong tiém
dworc finh mach.
-Tiéemtinh mach:
Fotimyd 500: Thuéc nén dwgc pha v&i 5ml
nwdc cat pha tiém, dung dich NaCl 0,9% hoac
dung dich Dextrose 5%.
Fotimyd 1000, Fotimyd 2000: Thuc nén dwoc
pha v6i 10ml nwéc ct pha tiém, dung dich
NaCl0,9% hoéc dung dich Dextrose 5%.
- Tiém truyén tinh mach: Pha thuéc v6i dung
dich tiém truyén nhw NaCl 0,9%, glucose 5%.
Truyen nhc:) giot tinh mach trong théi gian 30 -
120 phit doi véi nguwdi Ion va tré em nén truyén
30 - 60 phit, Nuoc pha tiém khong nén siv
dung pha thuéc truyén nhé giottinh mach.
- Tiém bap:
Fotimyd 500, Fotimyd 1000: Hoa tan thuéc bt
trong Io véi 3ml dung dich thuéc tiém Lidocain
hydroclorid 0,5%.

Fotimyd 2000: Hoa tan thubc bat trong 19 v&i

%n%\n?ung dich thubce tiém Lidocain hydroclorid
/o

Thube chi tiém bép khi khéng thé tiem tinh
mach.

Lwu v: Thube pha xong nén sy dung ngay, néu
chtra dung khong duoc dé qua 4 gib? éy’du*c‘yi
25°C hpac qua 24 giy & 2 - 8°C va bdo quan
trong diéu kién vé triing.

nimymm

Lidu dung: o
Ngudi 16n: Lidu théng thuong: 6 g/24 gid chia
lam nhidu An, cach 6 giy tigm 11an.
Nguicao tudi: Khéng cAn didu chinh lidu.

Suy than: Néu h@ sé thanh thai creatinin > 20
mi/phat, khéng can didu chinh lidu.

Néu hé sé thanh thai creatinin < 16,6 ml/phut
hodc < 20 mi/phut, lidu phai gidm t&i 75% lidu
théng thwong, khixcho céch nhau 6 - 8 gid/NAn.
Khong cén thay ddi liéu, khi cho cach nhau 12
gio. . x ,

Piéu chinh lieu trongxkhi tham phrim mau; Sau
khi thAm phan mau, bd sung 50% lieu.

Chéng chidinh:

Dj (rng véi cac khang sinh nhém cephalosporin.
Suy than nang (hé s6 thanh thai creatinin < 20
mi/phut).

Suygan.

Canh bao va than trong khi diing thuéc:

Phai ngtrng didu trj khi thiy c6 dau hiéu dj ¢ng.
Phai hdi ky tién s di ng khi ké don
cephalosporin, vi 5 - 10% treé'ng hop ¢6 dj (ng
chéo véipenicillin. .

R4t hiém xay ra viém dai trang gia mac. Néu xay
ra, phai ngirng ngay va cho diéu trj thich hop.
Thubc c6 thé 1am dwong tinh gia test Coombs
hodc khi tim glucose trong nuwéc tiéu bang

phuong phép ding chétkh.

Phai than trong ddi v&i ngwdi bénh bj suy than

nang.

St dung thuéc cho phu ni cé thai va cho
conbu:

Thoi ky mang thai

Tuy chwa c6 da div liéu lam sang va trén dong
vat, néuthay can, c6 thé str dung thubc duorc.
Thoi ky cho con bu

Thubc vao sita it, s6 lwgng rat thap so véi lidu
diéu tri. Do d6, c6 thé cho b khi dung thubc nay.
Tuy nhién, phai ngirng cho bi hodc ngirng
thu6c néu thay dira tré bj tiéu chay, nhim nim
Candida hodc phatbantrén da.

Anh hwéng cuia thudc 16n kha ning lai xe,
van hanh may méc:
Khéng cé bao céo.

Twong tac, twong ky ctia thuéc:

Vén de dic biét v& chi sé INR (International
normalized ratio: Ty s6 binh thuwdng hoa quéc
té). C6 nhiéu truémng hep tac dung clia thudc
chéng déng méu téng khi diing cung véi thuéc
khang sinh.

Rét khé phén biét phan nao 1a do bénh Iy nhidm
khudn va phan nao Ia do thuéc didu tri 43 gay ra
mét can bang chi s6 INR. Mot s8 khang sinh d
biét c6 nhidu lién quan dén chi sé INR nhw
fluoroquinolon, macrolid, cyclin, cotrimoxazol
vamot sé cephalosporin.

Téf: dung khéng mong mudn:

H('em gédp, ADR < 1/1000

Dj trng & da, rbi loan tiéu hoa (budn ndn, ndn
khoé tidu, tidu chay).

Mau: Bidu hién nhét thei, cht yéu tang bach cau
wa eosin, giam bach clu trung tinh.

Gan: Tang AST, ALT, phosphatase kidm va
creatinin huyét.

Than: Chirc néng than bj thay ddi khi ding
khang sinh cung nhém, nhat I khi dung két hgp
v&i aminosid va thubc lgi tiéu.
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Phan (rng phan vé. o
Khoang 6% ngudi bénh tiém tinh mach bj viém
tacfinh mach (n=79).

Qua lidu va cach xrtri:

Triéu chumg: . .
Céc tridu chirng qué lidu bao gom budn non,
ndn, dau ving thugng Vi, tiéu chay, co giat.
pidu tri: Didutritriguchirng.

D Iwc hoc:

- Nm "d’Lf'QC ly: Cephalosporin thé hé 3.
-MaATC:J01DCO07

Cefotiam la mét khang sinh ban téng hep thudc
ho beta-lactam trong nhém cephalosporin thé hé
3, co phd tac dung rong dbi véi vi khuan Gram
dwong va Gram &m. Thubc c6 tac dyng va s
dung teong tw nhw cefamandol. Thubc dwoc
tiém bap hodc tinh mach dwéi dang
hydrochlorid nhung lidu lwong dwoc tinh theo
dang base.

Co ché tac dyng ciia Cefotiam 1a do trc ché téng
hop thanh t& bao ca vi khuén. Phd tac dung
cua cac khang sinh beta-lactam lién quan dén
dactinh ctia khang sinh gén vao cac protein gan
penicillin nam trén mang té& bao vi khuan.
Cefotiam ¢ ai lyc manh déi véi protein 1 va 3
gan penicillin, 1a cac protein can thiét cho té bao
vi khuén phét trién va phan chia. Cefotiam qua
mang ngoai cua E.coli nhanh hon gap 2-10 1An
so Vi cefazolin va cephalexin. Cefotiam bén
viing d6i voi nhidu beta-lactamase nhung
trong d6i kém hon so véi mét sé cephalosporin
the hé 3 khac va khong c6 tac dung chéng
Pseudomonas aeruginosa, Enterobacter
cloacae. Do vay, thuéc khang durgc khuyén cao
de diéu tri theo kinh nghiém nhizng nhiém khun
do Léy truyén trong bénhvién.

vira va cac ching khang thubc: S (nhay cam) <
1mg/litvaR (khang) >2 mgflit.

Cac ching nhay cam: vi khudn wa khi Gram
duong: Staphylococcus nhay cam véi methicillin
Streptococcus nhém A, B, C va G, cac
Streptococcus khac (0-28%), Streptococcus
pneumoniae (10-40%); vi khudn wa khi Gram
am: Branhamella catarrhalis, Citrobacter koseri,
Escherichia coli, Haemophilus influenzae,
Klebsiella, Proteus mirabilis, Proteus vulgaris,
Providencia; vi khuan ky khi: Fusobacterium,
Peptostreptococcus, Prevotella. -

Céc chang khéng: vi khuin wa khi Gram
dvong: Enterococcus, Listeria
monocytogenes, Staphylococcus khang
methicilin, vi khuin wa khi Gram am-
Acinetobacter, Citrobacter freundii,
Enterobacter, Morganella morganii,
Pseudomonas, Serratia; vi khudn ky khi:
Bacteroides fragilis, Clostridium.

Dwoc dong hoc:

Hap thu

Cefotiam hexetil bj thiy phan & té bao thanh
rudt aé giai phong cefotiam c6 hoat tinh. Sinh
kha dyng Cl'{a cefotiam khoénq 45%, khong phu
thugc vao lieu va khdng thay doi do thirc &n.
Phan bb

Néng d dinh trong huyét twong dat dwocla 2,2
mgl/lit hodc 3,4 mg/lit trong khoang tir 1,5 dén
2,5 gi¢r tuy theo udng 200 mg hoac 400 mg.
Dign tich dudi duong cong biéu dién ndng do -
thori gian ty & véi lieu. Sau khi tiém bap 1 g
cefotiam, ndng d6 dinh trong huyét twong dat
duocla 16 mgl/lit, 1 gitr sau khi tiém va sinh kha
dung cla cefotiam & 63 - 74%. Nira doi huyét
tuong la 1 gie. Sau khi cho thudc lién tiép,

khdng c6 hién tuong tich lu§ thuéc trong co thé.
Thé tich phan bé cla cefotiam sau khi tiém tinh
mach a 0,5 littkg (khoang 35 - 40 lit), cao gép2
hodc 3 1an thé tich phan bd cla cac
cephalosporin tiém khac, cho thay thubc dé
dang phan bd vao cac mé va dich trong co thé
nhwxuong, da, mat, than, tai, mdi hong va dorm.
Trong phdi, 3 - 4 gitr sau liéu cubdi ciing clia dot
diéu tri: uéng 200 mg/l4n, cach 12 gi®/lan trong
48 gio, nong do cefotiam la 0,1 - 0,46
microgam/g. Sau khi uéng 400 mg/lan, cach 12
giovlan, trong 48 gioy, 3 - 4 gitr sau liéu cudi cung
ndng db cefotiam 14 0,24 - 0,35 microgam/g va 5
- 6 gior sau lidu cudi cung nong do cefotiam la
0,14 -0,45 microgam/g. .
Trong viém xoang, cefotiam tap ltrung trongmu &
xoang. Sau 214n ubng 200 mg/lan, cach nhau 12
gio, ndng do cefotiam trong xoang béng 117%,
196%, va 188% ndng do trong huyét twong
twong (rng vao gi¢' thtr 2, thir 3va thir 4.
Chuyén hod va théi tri
Sau khi hé&p thu, chat chuyén hoa chinh do thuy
phan cefotiam hexetil |4 cefotiam. Chét nay c6
hoat tinh va hdu nhu khong chuyén hoa. Pao
thai qua loc cu than va do dng than tiét. Hé sb
thanh thai cia than 1a 250 mi/phat, 30 - 35% liéu
dung dugc tim thay trong nudc tidu duéi dang
khéng chuyén hod. Cyclohexanol gidi phong
trong thanh rudt khi thuy phan cefotiam hexetil
dugc chuyén héa thanh cyclohexanediol, chat
nay dwgc dao thaiqua than.
Trwong hop suy than, suy gan, nguoi cao tuéi,
sinh kha dung khéng thay dbi. & ngudi cao tudi,
hé s6 thanh thai than hoi thip hon so véi ngudi
tré, nhwng nhitng thay déi vé dwoec dong nay
khong can phai dieu chinh lidu.

ngudi suy gan, suy than nang, cefotiam dao
thai cham va cyclohexanediol lai dao thai cham
hon. C6 thé loai triv bang thAm phan mau,
khodng 44% lieu ding duoc thdy trong dich
tr]ém‘phan. Khdng thdm phan mang bung dwoc
vi chi 6% ca lieu 1 g cefotiam duoc thay trong
dich tham phan trong 5 gi&y thAm phan lién tuc.

A A I RITTITTRNTY

Quy céch déng goi:
Fotimyd 500: Hop 1 1o kém mét éng nuéc cAt
tiém Sml, hop 1 1o hoac hop 10 lo thubc tiem bot.
gotlmyg 1020. Fotimyd 2000: Hop 1 lo kém mot
ng nuoc cat tiém 10ml, hop 1 1o hoac hop 101
thudc tiém bot. i

Bao quan:

Béo quan noi kho thoang, nhiét do khéng qua
30°C, trénh &nh sang.
Ha{;\t dung cua thudc: 36 thang ké tir ngay san
xuét.

Han dung sau khi pha: Cac dung dich thuéc sau
khi pha én djnh trong 4 gi¢» & dwdi 25°C hodc 24
gio & 2 - 8°C va bdo quan trong didu kién vo
tring.

Tiéu chuén: USP
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Tén, dia chi clia cd sd san xuét thudc:
CONG TY CO PHAN DUQC PHAM TENAMYD

L6 Y01-02A dudng Tan Thuén,
khu céng nghiép/khu ché xuat Tan Thuén,
phuéng Tan Thuan Dong, quén 7,
thanh ph6 H8 Chi Minh.
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