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CEFMETAZOL 2 g

THUOC BQT PHA TIEM

Boc k§ huong dan sir dung trirée khi ding.
D& xa tAm tay tré em.
Thudce nay chi dung theo don thuébe.

THANH PHAN CONG THU'C THUOC:

M8ilo thude bot pha tiém chira:

Thanh phan duoe chét: Cefmetazol (dudi dang cefmetazol natri)

Thanh phén ta duge: Khong,

DANG BAO CHE:

Thubcbdtphatiem.

Bothoac khdi botmau tréng dén vang nhat, déng trong lo thiy tinh nut kin.

CHIDINH:

Cefmetazol dugc chidinh didu tri cac nhidm khudn do cac vi khuan nhay cam véithube gay ranhu:

- Nhiém khudn thir phét clia viem bang quang, viém than, b than,

- Viém phiic mac, viem i mat, viém dudong mat.

- Viém tuyén Bartholin va phan phy, nhiém khun tir cung.

- Viém két mac, viém md quanh xuwong ham, viém xuongham.

LIEU DUNG - CACH DUNG:

Lidu dung:

D3i voingudi 1on: Tiém tinh mach hoac truyén nhé giot tinh mach lidu 1 - 2 g mdi ngay, chia thanh 2 1An.

643)%1 Vi tré nhd: Lidu thong thuong hang ngay 25 - 100 mg/kg, tiém tinh mach hoc truydn nhé giot tinh mach, chia thanh 2 -

n.

Tuy nhién, tby thudc vao tinh trang nhiém khuan dai ddng hodc nang, c6 thé téng liéu 1én 4 g cho ngudi lém, 150 mg/kg & tré

emmdingay, chiathanh 2-4 1An.

Budngdung:

- Tiémtinh mach cham.

- Tiém truy&n nhd giot tinh mach.

Huéng dan cach pha dung dich tiém/ truyén;

- Dé tranh bién chirng nhiém khuan khi tiém, phai thuc hién thao tac vo triing khi pha thuéc. Dung dich sau khi pha phai
dl‘{ng ngay de ngan nglra nguy co nhiém khuén. Néu dung dich sau khi pha khéng duoc str dung ngay thi thoi gian va
dieu kién bao quan dung dich 1a trach nhiém ctia ngudi str dung.

-~ Céach pha dung djch tiém tinh mach: Hoa tan bot thuéc trong lo véi 20 mL nwéc cét pha tiém hoac dung dich NaCl 0,9%
hodc dung dich glucose 5%.

- Thude nay cling c6 thé truyén nhd giot tinh mach. M&i 1 g khi cho truyén nhé giot tinh mach nén duoc hoa tan tir tir trong
dung dich NaCl0,9% khi str dung. Truy&n nho giot tinh mach bat budc phai pha thudc trong dung dich dang trrong.

:(hOng st dung dung dich thudc trong nudc cAt pha tiém dé truyén tinh mach vi dung dich thuéc tao thanh khéng dang

ruong.

Iéhi tiém tinh mach Ién nén chiy chuén bj dung dich tiém, vitri tiém, phuong phap tiém va giam téc dé tiém cang cham cang

tot.

Dgin digh Iy héa clia dung dich tiém tinh mach la 2 gi¢ & 25°C va dung dich truyén tinh mach (ndng dé 1 - 20 mg/mL) Ia 24

gid & 25°C.

Mgt sé lruy diic bigt vé xir ly thudc trwdrc va sau khi str dung thuée:

Thuéc chi dung métIan. Dung dich con thira sau khi s dung phai dugrc loai bd.

Dung dich thudc sau khi pha ¢6 mau vang nhat, trong suét, khong cé tiéu phan nhin thay bing mét thudng, khong bi két tia.

CHONG CHIBINH:

-Bénh nhan c6 tién str qua man véi cefmetazol.

-Bénh nhan cé tién str qua man véi khang sinh cefem.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Tuong ty véi cac khang sinh beta-lactam khac, séc va phan (rng phan vé co thé xay ra sau khi st dung thuéce. CAn didu tra

tién str bénh ctia bénh nhan, dc biét la tién st di ing voi thube khang sinh.

Truée khi dung thude, nén chudn bj sén sang cac bién phap cAp ciru néu tinh trang séc xay ra.

Gilr bénh nhan & trang thai nghi ngoi tir khi bat dau ding thuéc dén khi két thic dung thudc va quan sat can than, dac bist

ngay sau khi str dung.

Than trong khi st dung thuéc cho bénh nhan c6 tién sir qua man véi khang sinh penicilin, bénh nhan c6 tién st dj ting hoac

c6 ngudi than bj dj ng véi cac bidu hién nhu hen phé quan, phat ban, néi may day.

Dé& han ché sy phat trién vi khuan khang thudc, nén sir dung thudc trong thoi gian téi thiéu can thiét va danh gia lai 46 nhay

cam clia vi khuan néu khong dap (ng diéu tri.

Than trong khi diing thubc cho bénh nhan suy than nang, nén diéu chinh liéu lugng va khoang cach lidu theo mirc 4o suy

than. D6i véi suy than nhe, suy than trung binh va suy than nang thi khoang cach liéu tuong (rng la 12 gio, 16 gi& hodc 24

gi¢. Bénh nhan c6 thadm phan méu va khéng ¢ réi loan chirc néng than thi khodng cach liéu khuyén cao la 48 gio.

Thuéng xuyén kiém tra chire ndng gan, chirc néng than, mau trong qué trinh st dung thudc.

Thén trong khi st dyng thuéc cho bénh nhan &n uong kém hoéc khé hép thu dinh dudng qua dudng tiéu hda, bénh nhan co

tinh trang co thé suy yéu do c6 thé xay ra thiéu hut vitamin K & nhizng bénh nhan kém hap thu vitamin K qua duong tiéu hoa.

Ngui cao tubi: Can chu y dén liéu lugng va khoang cach diing thude. Than trong trong qua trinh str dung thube do & ngudi

cao tudi cac chirc nang sinh Iy thuéng b suy gidm va dé xay ra cac tac dung phy. Ngoai ra, ngudi cao tudi dé bi chay maudo

thiéu vitamin K.

Tranh ubng rugu trong thei gian dung thubc va it nhét 1 tuan sau khi ding thube (xem phan Tuong tac, tuong ky cia thudc).

Anh hwéng dén két qua xét nghiém 1am sang

Cefmetazol c6 thé 1am dwong tinh gia xét nghiém Coombs, duong tinh gia két qua xét nghiém glucose trong nudre tidu

béng thuéc thr Benedict va thube thir Fehling (ngoi trir thir nghiém Tes-tape).

Cefmetazol c6 thé lam tang creatinin trong xét nghiém creatinin béng phan (g Jaffe.

SU DYNG THUOC CHO PHY N(¥* CO THAI VA CHO CON BU:

Tinh an toan cta viéc str dung cefmetazol trong thai ky mang thai va cho con bi chua dugc thiét 1ap. Do do, chi dung cho

phy ni¥ ¢6 thai, phu nt c6 y dinh mang thai hodc phu ni» dang cho con bu theo chi dinh cia bac siva khi lgi ich diéu tri cho

me lén hon nguy co xayra & tré.

ANH HUONG CUATHUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Chuwa c6 bang chirng vé &nh hudng ctia thude 18n kha nang lai xe, van hanh may moc.

TUONG TAC, TWUONG KY CUATHUOC:

Tuwong tac cua thube:
g Trigu chirng l1am sang oy
Tén thubc va phwong phap didu tri Yéu té nguy co

Co6 thé gay ra cac hiéu (rng gibng
nhu disulfiram (nhw dé mat, tang nhip

fim, chéng mat, nhirc du, non mira). Co ché chua ré rang nhung co thé do

Rugy Do d6, nén tranh ubng reou trong ngér:_N-'nj?lhylihlo;glra;ql kich hogt
thoi gian dung thudc va it phat 1 tuan | ©2¢ MOl chtng nhr disulfiram.
sau khi ding thubc,
Méc di co ché chuwa ro nhung da co
béao cao trong cac thi nghiém trén dong
Loi tibu Tang tinh trang suy than néu ding vat (chuét) cho thdy: Str dung két hop
furosemid dbng thoi, véi furosemid cé thé gay teo & bao

biéu mé va co rat éng lugn gan mire do
nhe dén trung binh.

B Tang nbng d cefmetazol lmnrgr
Probenecid huyét thanh va tang tac dung cla
thubc,

Lam gidm thai trir qua than cla
cefmetazol

Tuong ky cua thubc: i
Khéng pha hogc tron 1an Cefmetazol 2 g voi cac thube hodc dung mél khac ngoai trir cac dung moi trong hop & muc Lidu
ding -cach ding.

TAC DYUNG KHONG MONG MUON CUA THUOC: ; .
Trong tong sb 27.356 truémg hop, c6 841 truémg hop cb bao cao tac dung khang mong mudn (chiém 3,07%). Chu yéu la
tang AST (GOT)(0,94%), tang ALT (GPT) (0,90%), phét ban (0,82%), bubn ndn, non (0,20%) TKS0091C-1/04
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1. Tac dung khdng mong mudn nghiém trong:

Tac dung khéng mong mudn TAn suét Bién phap xir trlr
Sbe <0,01% | CAn theo doi chat ché. Néu xubt hién cAc tridu
e ching nhur kho chiju, bAt thudng & miéng, chéng
" Khong xac | mat, di phan séna, o tai, va md héi...cAn ngung
Phan ing phan vé dint : o
AT . Inh thubc ngay va co bién phap xir Iy thich hop
Hoai tir biéu bi nhidm dde, hoi ching Khong xdc | CAn theo ddi cAn than, ngimg thube néu co bat
mét - da - niém mac dinh thudng va ap dung cac bién phap thich hop. 2
CAn theo d6i ki va thuong xuyén kiém tra cac
Khéng xac | thong s6 nhu: BUN, creatinin mau. Néu phat hién
dinh bét thuong, ngirng str dung ngay va ap dung cac
bién phap thich hop.

Tén thuong than cAp

Viém gan, vang da, rdi loan chirc nang . f
gan keém theo sy gia tang rd rét cac Khang xéc | Can than quan st va thuc hign c4c bién phép

thong s6 nhu AST (GOT), ALT (GPT) dinh thich hop nhu ngung diing néu thdy bét thuong.

CAn theo ddi cn than. Néu quan sat thiy bét ky
dau hiéu bat thuéng nao, phai ngirng ngay viéc
duing thudc va thyc hién cac bién phap thich hop.

Mt bach cau hat, thiéu mau tan huyét, | Khong xéac
suy giam tiéu ciu dinh

Viém dai trang giad mac.

C6 thé xay ra viém dai trang nghiém
trong véi bidu hign phan c6 mau nhuw <0,01%
viém dai trang gia mac (triéu chirng ban
dau: dau bung, tiéu chay thudng xuyén).

Can theo ddi ky va néu co bAt thudng can ngirng
thuée ngay va thire hién cac bién phap thich hop.

Viém phdi ké c6 sét, ho, suy ho hép, Khong xéc Néu céc tridu chirng nay xay ra, cin nglrng ngay
X-quang phdi bt thuong, tang bach ciu. dinh viéc duing thuéc va thre hién cac bién phap thich
Hai chirng PIE. hop nhu str dung corticosteroid.
2.Cactac dung khéng mong muédn khac:
Hé co quan TAn suit Tac dung khéng mong muén
0,1% dén < 1% | Phat ban, ngtra®
Toan than > u ) g =
<0,1% NAi may day, hdng ban, sét(*)
" Giam bach cAu hat, tang bach cu ai
Mau 0'1%? don< % toan (Eosinophil)
<0,1% Tang hdng cau, gidm tiéu cau
Tang AST (GOT), tang ALT (GPT)
Gan 0.1% dén <1% | Ghic nang gan bt thuong
<0,1% Tang ALP
He e 0,1% dén < 1% | Nén, budn nén
u hoa
<0,1% Tiéu chay, chan an
Nhiém nédm va ky sinh <0.4% Viém khoang miéng »
triing AR Nhiém n&m Candida
<01% Thiéu vitamin nhém B (triéu chirng viém
Triéu chirng thiéu hyt d |wdi, viém miéng, chan an)
vitamin Khéng ré tAn Thiéu vitamin K (thiéu prothrombin, chay
suét mau)
Céc triéu chirng khac <0,1% Pau diu
* Khi xuét hién mét trong cac triéu ching trén cin ngirng str dung thuéc va thyrc hién
cac bién phép x ly phu hop.

Théng bao ngay cho bac sihoéc dwgc sinhirng phan (rng c6 hai gdp phai khisirdung thudc.
QUA LIEU VA CACH XU TRI:
idu:

Chuacd dw ligu v& str dung thuéc qua lidu, khong dung qué liéu chidinh ctia thuéc.

Céach xrtri: i
Tich circ theo déi dé c6 bién phap x( tri kip thoi. Cefmetazol c6 thé loai bd bang tham phan méu.

DACTINHDUQC LYCHQC:

Nhém dugcly: Khang sinh cephalosporin thé hé 2

MaATC: JO1DCO9

Cochétéc dung s

Cefmetazol c6 tac dung diét khuén bang cach (e ché manh su tdng hop thanh té bao vi khuén trong giai doan tang sinh.
Thubc bén viing dudi tac dong cla enzym B-lactamase nén co hoat tinh khang khuén manh trén cac vi khuan tiét hoac
khéng tiét p-lactamase.

Cefmetazol natri c6 hoat tinh khang khudn cao déi véi cac vi khudn nhw: Ty cau vang, Escherichia coli, Klebsiella
pneumoniae, Proteus mirabilis, cac vi khuan dé khang véi khang sinh cephalosporin va penicillin nhw Proteus bulgaris,
Morganella mogarnii, Providencia; cac vi khuan ky khi nhw Peptostreptococcus, Bacteroides va Prevotella (ngoai triy
Prevotella bivia).

PAC TINH DUQC DONG HQC:

Hapthu J

Khi tiém tinh mach 1g cefmetazol cho nguéi ién khoée manh, ndng dé thude trong méu trung binh sau 10 phutva sau 6 gior
14n lugt 13 188 ma/mL va 1,9 mg/mL. Thoi gian béan thai clia thudc trong mau 1 khoang 1 gier. Néng do thude trong huyét
twong phy thuge vao liéu lugng.

Sau khi truyén tinh mach nhé giot véi liéu 1g cefmetazol, néng do thuée trong mau & ngudi lon khde manh dat gia trj cao
nhét khi két thac truyén 1 gier. Néng do thuée trong huyét twong trung binh 1a 76,2 pg/mb va 2,7 pg/ml tai thoi didm 1 gior va
sau 6 gi. Thoi gian ban thai cda thue trong mau 1 khodng 1,1 gier. Néng d6 thude trong huyét trong phy thude vaa liéu
lugng.

Phan bb

Cefmetazol phan bb rong réi trong dém, dich mang bung, dich tiét tir khoang bung, vach tai mat, dich mat, tr cung, voi
trirng, dich khép khoang xwong chau, xwong ham, niém mac xoang hamtrén, loi.

Thugc con duge phan bb vao nude bi, mau day rén va than.

Véinbng d6 cefmetazol 25 pg/mlva 100 pg/ml. thiti 16 lien kétvoi protein huyét thanh lAn luot 14 83,6% va 84,8%.

Chuyén héa va thai tri

Cefmetazol natri khong dugc chuyén héa trong co thé va khodng 85 - 92% lidu diing durge bai tiét qua nude tidu dudi dang
khong thay dbi.

Khi chixc nang thén suy giam, sy bai tiét thube vao nude tidu gidm, do da lam tang ndng do thude trong mau va kéo dai thor
glan ban thai.

QUY CACHPONG GOI:

Hép 119 x 2 g cefmetazol,

Hop 1019 x 2 g cefmetazol,

DIEU KIEN BAO QUAN:

Khong qua 30°C, tranh &m va anh sang.

HANDUNG:

24 thang ké tir ngay san xuét.

TIEU CHUAN CHAT LUQNG CUA THUOC:

Tiéu chuén chétlugng: JP (Dugc didn Nhat).

Co s6 sdn xuét: CHI NHANH 3 TKS0091C-1/04

O CONG TY CO PHAN DUQC PHAM IMEXPHARM tai Binh Dwong
<N > S6 22, Budng sb 2, KCN Viét Nam - Singapore I, Phudng Hoa Pha,
IMEXPHARM TP, Tha DAu Mét, Tinh Binh Duong

Hotline: 1800 555 535 mail: imp@imexpharm.com




