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THUOC BOT PHA TIEM

Doc k§ hwéng din sir dyung treére khi dung.
Dé xa tAm tay tré em.
Thubc ndy chi ding theo don thube.,

THANH PHAN CONG THU'C THUOC:
Mdi lo thubc bdt pha tiém chira:
Thanh phén duwge chit: Cefmetazol (dudi dang CefMELAZOI NALM) .....cc..o.iviivrieieririeriiiesisseseeeserssssesseesessssssseseseeseens 29

Thanh phan t4 dwge: Khong.

DANG BAO CHE:
Thubcbdtphatiém.
Bot hodc khdi bdt mau tréng dén vang nhat, déng trong 1o thiy tinh nut kin.

CHIDINH: '

Cefmetazol dugre chi dinh didu tri cac nhim khudn do cac vi khudn nhay cam véi thube gy ra nhu:
- Nhi&m khun thir phét ciia viém bang quang, viém than, bé than.
Viém phuc mac, viém tai mat, viém dudng mat.
- Viém tuyén Bartholin va phan phy, nhi&m khuan tir cung.
- Viém két mac, viém md quanh xurong ham, viém xuong ham.

LIEU DUNG - CACH DUNG:

Lidu dung:

D&i v&ri ngudi 16m: Tiém tinh mach hodc truydn nhé giot tinh mach lidu 1 - 2 g mdi ngay, chia thanh 2 1an.

i)&u v&i tré nho: Lidu thong thudng hang ngay 25 - 100 mg/kg, tiém tinh mach hoéc truyén nhé giot tinh mach, chia thanh 2 -

n.

Tuy nhién, tdy thudc vao tinh trang nhiém khuén dai ddng hodic nang, c6 thé tang li8u 1én 4 g cho ngudi Idn, 150 mg/kg & tré

em moi ngay, chia thanh 2-4 |1&n.

Puwéngdung: |

- Tiémtinh mach cham.

- Tiém truyén nha giot tinh mach.

Hwéng dén cach pha dung dich tiém/ truyén: ' |

- Dé tranh bién chirng nhi@m khuén khi tiém, phai thyrc hién thao tac vo triing khi pha thubc. Dung djch sau khi pha phai
dung ngay dé ngan ngira nguy co nhiém khudn. Néu dung djch sau khi pha khéng dugc st dung ngay thi thdi gian va
diéu kién bao quan dung djch 1a trach nhiém clia ngudi str dung.

- Céach pha dung djch tiém tinh mach: Hda tan bdt thube trong lo véi 20 mL nuwére cat pha tiém hoac dung dich NaCl 0,9%
hodc dung dich glucose 5%.

- Thude ndy cling c6 thé truyén nhd giot tinh mach. Mi 1 g khi cho truy&n nho giot tinh mach nén dugc hoa tan tir tir trong
dung diph NaCl 0,9% khi str dung. Truy@n nhd giot tinh mach bét budc phai pha thubc trong dung dich dang treong.

Khéng str dung dung dich thubc trong nuéc cét pha tiém dé truyén tinh mach vi dung dich thuée tao thanh khéng dang

trerong.

I"(Shi tiém tinh mach I&n nén cha y chuén bj dung dich tiém, vi tri tiém, phwong phép tiém va gidm tdc dé tiém cang cham cang

tot.

D6 6n dinh ly héa clia dung dich tiém tinh mach 1a 2 gi& & 25°C va dung djch truyén tinh mach (ndng dd 1 - 20 mg/mL) la 24

gidr & 25°C.

Mot s6 lwru y dic biét vé xir ly thude triedre va sau khi str dung thuoc:

Thudc chidung mét1an. Dung dich con thira sau khi str dung phai dwoc loai bo. . :

Dung dich thubc sau khi pha c6 mau vang nhat, trong sudt, khéng cé tiéu phan nhin thiy bang mat thuéng, khéng bj két tia.

CHONG CHIDINH:
~ Bénh nhan co tién sir qua man véi cefmetazol.
- Bénh nhan c6 tién str qua man véi khang sinh cefem.

CANH BAO VA THAN TRONG KHIDUNG THUOC:
Twong ty véi cac khang sinh beta-lactam khac, séc va phan irng phan vé c6 thé xay ra sau khi str dung thudc. Can diéu tra

tién str bénh cia bénh nhan, dac biét 1a tién str dj (rng véi thubc khang sinh.

Trwére khi ding thubce, nén chudn bj sin sang cac bién phap cip clru néu tinh trang soc xay ra.

Gilr bénh nhan & trang thai nghi ngoi tir khi bit du dung thudc dén khi két thic dung thubc va quan sat can than, dac biét
ngay sau khi strdyng.

Than trong khi sz dung thubc cho bénh nhan cé tién st qua man véi khang sinh penicilin, bénh nhan c6 tién st dj (rng hoac
c6 ngudi than bi dj irng v&i cac biéu hién nhw hen phé quan, phat ban, ndi may day.

P& han ché sy phat trién vi khuén khéng thudc, nén str dung thudc trong thdi gian tdi thiéu can thiét va danh gia lai dd nhay
cam clia vi khuan néu khéng dap (rng dieu tri.

Than trong khi diing thuéc cho bénh nhan suy than néng, nén diéu chinh liéu qung va khodng cach liéu theo mirc dd suy
than. Dbi v&i suy than nhe, suy than trung binh va suy than nang thi khoang cach lieu twong trng la 12 gid, 16 gid hodc 24 *
gi®. Bénh nhan c6 tham phan mau va khéng c6 réi loan chirc nang than thi khoang cach liéu khuyén cao [ 48 gid.

Thudng xuyén kiém tra chirc ndng gan, chirc néng than, mau trong qua trinh str dung thudc. |
Thén trong khi st dung thubc cho bénh nhéan &n uong kém hoéc kho hap thu dinh dwdng qua dudng tiéu hda, bénh nhan ¢

tinh trang co thé suy yéu do ¢ thé xay ra thiéu hyt vitamin K & nhirng bénh nhan kém hap thu vitamin K qua duong tiéu héa.
Nguéi cao tudi: Can chi y dén liéu lvgng va khodng cach dung thuoc. Théan trong trong qua trinh str dung thudc do & nguoi
cao tubicacchirc nang sinh ly thuwdng bj suy giam va dé& xay ra cac tac dung phy. Ngoai ra, ngudi cao tudi dé bj chdy mau do

thiéu vitamin K.
Tréanh ubng reou trong thoi gian ding thube va it nhét 1 tudin sau khi dung thubc (xem phan Tuong téc, tvong ky cua thudc).

Anh hweéng dén két qua xét nghiém lam sang
Cefmetazol co thé lam dwong tinh gia xét nghiém Coombs, duong tinh gia két qua xét nghiém glucose trong nudrc tidu

béng thubc thir Benedict va thubc thir Fehling (ngoai trir thir nghiém Tes-tape).
Cefmetazol co thé Iam tang creatinin trong xét nghiém creatinin bang phan (rng Jaffe.

s(f DUNG THUOC CHO PHY N(¥ CO THAI VA CHO CON BU:
Tinh an toan cia viéc sir dung cefmetazol trong thdi ky mang thai va cho con bu chua dugc thiét 1ap. Do dé, chi dung cho

phy ni¥ c6 thai, phy ni ¢6 ¥ djnh mang thai hogc phy nlr dang cho con bd theo chi dinh clia bac sT va khi loi ich diéu trj cho
me l&n hon nguy co xay ra & tre.

ANHHUONG CUATHUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Chua cb béng chirng vé& dnh hwdng ctia thubc 1én kha nang li xe, véan hanh may méc.

TUONG TAC, TWUONG KY CUATHUOC:

Trigu chirng lam sang
Tén thube va phurong phép diéu trj

C6 thé gay ra cac hiéu (rng giong
nhu disulfiram (nhu 46 mat, tang nhip Co ché chua ré rang nhung c6 thé do

tim, chéng mat, nhirc dau, nén mlra). .
Ruou nhém N- methylthiotetrazol kich hoat
Do @6, nén tréanh udng ruou trong cac hoi cht‘mgynhu disulfiram.

théri gian dung thube va it nhat 1 tuan
sau khi diing thubc,

Yéu to nguy co

Mac du co ché chwa ré nhung da co
bao céo trong céac thi nghi¢m trén dong

Lgi tiéu Tang tinh trang suy than néu dung vat (chudt) cho thay: Str dung két hgp
furosemid ddng thoi. véi furosemid co thé gay teo té bao
bidu md va co rat éng lugn gan mie dd
nhe dén trung binh.
!
Tang nbng dd cefmetazol trong . o :
Probenecid | huyét thanh va tang tac dung cua Léfm ggm : hai trir qua than cua
thubc. cefmetazol.

Khéng pha hoac tron 1an Cefmetazol 2 g voi cac thubc hoac dung mdi khac ngoai trlr cac dung mbi trong hop & muc Liéy
dung - cach dung.

TAC DUNG KHONG MONG MUON CUA THUOC: :
Trong tbng s6 27,356 truromg hop, ¢ 841 trudmg hop 6 bao co tac dung khong mong mudn (chiém 3,07%). Chd yéu I3
lang AST (GOT) (0,94%), tAng ALT (GPT) (0,90%), phét ban (0,82%), budn ndn, non (0,20%).
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1. Téc dyng khéng mong mudn nghiém trong:

Bién phap xr tri

CAn theo d&i chat ché. Néu xuét hién cac trigu
chirng nhu kho chiu, bat thudomg & miéng, chong
; Khong xac | mat, di phan sbng, U tai, va md héi...cAn ngung
Phin img phan v9 dinh thubc ngay va co bién phap xu ly thich hgp.

| CAn theo di cAn than, ngirng thube néu c6 bat
thurdrng va ap dung céc bién phap thich hop.

CAn theo dbi ki va thudng xuyén kiém tra cac
Khong xac | thdng s nhu: BUN, creatinin mau. Néu phat hién
Tén thuong than cép dinh bAt thurdrng, ngirng sir dyng ngay va ap dyng cac
bién phap thich hgp.

Téc dung khéng mong mudn TAn suét
Séc <0,01%

_ﬁ__

r_
Hoai tir bidu bi nhiém ddc, hdi chimg ﬁLKhbng Xac
mét - da - nidém mac dinh

Viém gan, vang da. rbi loan chirc NN | khong xdc | CAn than quan sétva thyc hién cac bien phép
gan kém theo sy gia tang rd rét cac dinh thich hop nhu ngung ding néu thay bét thudng.

thong s nhu AST (GOT), ALT (GPT) 1
CAn theo d6i cAn than. Néu quan sét thay bat ky

Mat bach (.:éu hat, thiéu mau tan huyét l;h(')\ng et dAu hidu bt thuong nao, phai ngurng ngay vigc
suy giam tidu cau n diing thudc va thyc hién céc bign phép thich hgp.

Viém gai trang gia mac.

C6 thé xdy ra viém dal trang nghiém CAn theo doi k§ va néu c6 bAt thuérng can ngirng
. : A

vtl;%?‘? gg' :r);éng';&nrs:g ?tr(i)gumc?\l:}-gglaan sOULN thubc ngay va thye hign cac bién phép thich hgp.

dAu: dau bung, tidu chay thudng xuyén).

Viém phdi k& co sbt, ho, suy hd hép, Khong XAc Néu c4c tridu chirng ndy xdy ra, can ngirng ngay
X-quang phdi bt thudng, tang bach cu.| v viéc dung thubc va thyc hién cac bign phap thich
Hoi chirng PIE. | hop nhu st dyng corticosteroid.
2. Céc tac dung khéng mong mudn khéc:
Hé co quan Tan suét Tac dung khéng mong mubn
Toan tha 0.1% dén < 1% | Phat ban, ngira®)
#—
| o <0,1% N&i may day, hdng ban, sot")
Giam bach cAu hat, tang bach cau éi
Mau 0,1% dén < 1% toan (Eosinophil)
<0,1% Tang hdng cAu, giam tiéu cau
Tang AST (GOT), tang ALT (GPT)
Gan 0,1% dén < 1% | chic nang gan bat thudng
< 0'10/0 Téng ALP #
; , 0.1% dén < 1% | Non, budn ndn
Hé tiéu hda
<0,1% Tiéu chdy, chan an
Nhiém nam va ky sinh Viém khoang miéng
| trung <0.1% Nhi@m ndm Candida
<0.1% Thiéu vitamin nhém B (triéu chirng viém
Triéu chirng thiéu hyt e \wdi, viém miéng, chan &an)
vitamin Khéng rd tan Thiéu vitamin K (thiéu prothrombin, chay
suat mau)
Céc triéu chirng khac <0,1% Dau dAu
* Khi xuét hién mét trong cac triéu chirng trén can nglrng str dung thudc va thyee hién
cac bién phap x(r ly phu hop.

Théng bao ngay cho bac sThodc dwgc sinhirng phan (rng c6 hai gdp phai khi strdung thuoc.
QUA LIEU VA CACH XU TRIi:

Qua liéu:
Chua cb dir liéu vé str dung thubc qua lidu, khong dung qua ligu chi dinh cia thudc.

Céach xurtri:

Tich cuc theo dai dé co bién phap xr tri kip thoi. Cefmetazol co thé loai bd bang tham phan mau.
PAC TINHDUQC LUYCHQC:

Nhém durgc Iy: Khang sinh cephalosporin thé hé 2

MaATC:JO1DCO9

Coché téc dyng :
Cefmetazol cb tac dung diét khun biing cach trc ché manh sy tong hop thanh té bao vi khuan trong giai doan téng sinh.

Thubc bén virng dudi tac dong clia enzym B-lactamase nén cé hoat tinh khang khuan manh trén cac vi khuan tiét hoac

khong tiét B-lactamase.
Cefmetazol natri ¢ hoat tinh khang khu&n cao di véi céc vi khudn nhu: Ty ciu vang, Escherichia coli, Klebsiella

pneumoniae, Proteus mirabilis, cac vi khuan dé khang véi khang sinh cephalosporin va penicillin nhw Proteus bulgaris,
Morganella mogamii, Providencia; cac Vi khuan ky khi nhu Peptostreptococcus, Bacteroides va Prevotella (ngoai trwr

Prevotella bivia).

PAC TINHDUQC DONGHOC:

Hép thu ot
Khi tiém tinh mach 1g cefmetazol cho ngudi lén khde manh, ndng do thudc trong mau trung binh sau 10 phat va sau 6 gi¢y

An lwot la 188 mg/mL va 1,9 mg/mL. Théi gian ban thai cua thubc trong mau la khoang 1 gidr. Néng dd thudc trong huyét
twong phy thude vao liéu legng.

Sau khi truyén tinh mach nhé giot véi liéu 1g cefmetazol, ndng do thube trong méau & ngudi lon khée manh dat gia trj cao
nhét khi két thac truyén 1 gier. Nong dd thubc trong huyét trong trung binh 1a 76,2 pg/mL va 2,7 pg/mlL tai thovi diém 1 gior va
sau 6 gi¢r. Thoi gian ban thai cla thudc trong mau 14 khoang 1,1 gi&r. Nong d¢ thuc trong huygt twong phy thudc vao liéu
lrgng.

Phanbo :

Cefmetazol phan bb rong rai trong d&m, dich mang byng, dich tiét tr khoang bung, vach tai méat, dich mat, tir cung, voi

trirng, dich khép khoang xwong chau, xwong ham, niém mac xoang ham trén, lgi.
Thudc con dugc phan bd vao nuéc bi, mau day ron va than.
Vi nbng d6 cefmetazol 25 pg/mL va 100 pg/mL thitilg lién két voiprotein huyétthanh 1an lwgtla 83,6% va 84,8%.

Chuyén héa va thai trir |
Cefmetazol natri khéng dugc chuyén hoa trong co thé va khodng 85 - 92% liéu ding dugc bai tiét qua nwére tidu dudi dang

khong thay dbi.
Khi chirc nang than suy giam, si bai tiét thubc vao nwdc tiéu giam, do d6 lam tang ndng d6 thudc trong mau va kéo dai thoi

gian ban thai.

QUY CACHDONG GOI:
Hop 119 x 2 g cefmetazol.
Hop 10 lo x 2 g cefmetazol,

pIEU KIEN BAO QUAN:
Khong qué 30°C, tranh &m va anh séng.

HAN DUNG:
24 thang ké tir ngay san xuét.

TIEU CHUAN CHAT LUQONG CUATHUOC:
Tiéu chuAn chét lvgng: JP (Dugc dién Nhat).

Co s sén xuét: CHI NHANH 3 TKS0091C-2/04
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