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| Bot thuéc pha tiém
Powder for solution for injection
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Tiém tinh mach
Intravenous route
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Label Cefoxitine 2 g enreg
ft 25x 74,5 mm
Pantones : black, 267C, 032C

Définition zone de codage : 22 mm

| |2mm
Batch No.: 1 2mm

| Mf %imml 2mm
| . date: |
: Exg g:lage:l 2mm %@é@@@

| Import license No.:l 2 mm
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CEFOXITIN "7
| P]JAIN]PIHIAIRIM[A ] |

Powder for solution for injection

Each vial contains:
Cefoxitin sodium 2.103 g equivalent to Cefoxitin 2.0000 g

Intravenous route

Store in a dry cool place, protect from light, below 30 °C.
Manufactured by: PANPHARMA Z.I. du Clairay 35133 Luitré,

Batch No.:
Mfg. date:
Exp. date:
SPK/Visa No:

26/99



HUONG DAN SU DUNG THUOC DANH CHO BENH NHAN

%-:.' / {.
ARZNEIMITTE JTIN PANPHARMA 2G

BUNSENSTRASSE 4-D-22946 TRITTAU
"o Thubc nay chi dung theo don cua bdc si.

e Doc kj huémg dan sir dung truede khi ding. Néu can thém thong tin, xin hoi y kién béc sT hodc duoc
SI.

e Thong bdo cho bdc st nhitng tdc dung khong mong muén gép phai khi sir dung thudc.

o Dé thuic xa tam tay tré em.

o Khong dimg thuéc qud han in trén bao bi.

THANH PHAN, HAM LUQNG CUA THUOC
MGai lo chira:

Cefoxitin natri .............. 2,103g

tuong duong cefoxitin......2,000g

MO TA SAN PHAM
Bot thudc pha tiém

QUY CACH PONG GOI

Hop 25 lo, lo 17ml chira 2g bot thude pha tiém. « ?R

Z N

i . X . BUNSEN:
THUOC DUNG CHO BENH GI

- Cac nhiém khudn gay ra boi cac vi khudn nhay cam vdéi cefoxitin, khong bao gdm viém mang nio
- Du phong nhiém khuan hau phiu, dic biét khi két hop ca vi khuén ky khi va vi khuén hiéu khi,
trong phau thuat thuong hodc phiu thuat ndi soi:

e Phiu thuat dudng tiéu hoa
e Phau thuat phu khoa, phau thuat cat bo tur cung va cac can thiép vao am dao khéWuét

6 bung
e Phiu thuat nha khoa
e Phdu thuit ddu va c¢b va ENT, dic biét khi mé duong hau hong.
Nén chii y dén cac huéng dan vé viée sir dung khang sinh phu hop.

g C /e

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG

Liéu ding:

Ngudi lon:

1g hodc 2g cefoxitin cach mdi 8 gior (3g-6g/ngdy)

- Du phong nhim khuén hau phiu:

Du phong nhim khudn nén tién hanh trong thoi gian ngan, thuong xung quanh thoi diém phiu
thuat, trong khoang 24 gio va khong qua 48 gio.

2g tiém tinh mach trong lic gdy mé, sau d6 1g cach mdi 2 gid cho dén khi vét thuong déng.



Trong trudng hop cét bo rudt thira, mot lidu don 1a du.
- Suy than:
Véi ngudi 16m bi suy than, cin tudn theo chi dinh cua béc sy.
Tré so sinh va tré nho:
- Diéu tri chita bénh:
Tré so sinh:

- 0-1 tudn tudi, 20-40 mg / kg mdi 12 gid.

* 1-4 tuan tudi, 20-40 mg / kg mdi 8 gio.

- Liéu dung cho tré sinh non chua duoc thiét lap.
Tré so sinh: (1-3 thang) 20 d&én 40mg / kg mdi 6 gid hodc mdi 8 gio.
Tré nho (trén 3 thang) 20-40 mg / kg mdi 6 gid hodc mdi 8 gio.
Cefoxitin natri khong duoc khuyén céo dé diéu tri viém mang nio. Néu nghi ngd viém mang ndo,
phai sir dung khang sinh thich hop. ‘
O tré em bj suy than, phai giam tan suét lidu ding nhu chi dinh cho ngudi 16n
- Phong ngira nhiém tring sau phau thuét:
Khong ¢6 dir liéu nhi khoa vé viée sur dung du phong cua cefoxitin natri. Tuy nhién, xét tinh hiéu
qua cua con nguoi va do an toan trong nhom tudi nay, liéu sau day dugce dé xuét: - truong hop tré
nho (dusi 7 tudi) va tré em 30-40 mg / kg liéu c6 thé dugc dung khi c6 chi dinh. Tuy nhién & tré so
sinh tir 30 dén 40 mg / kg lidu c6 thé duoc ding khoang 1 gid trude khi rach md ban dau va c6 thé
dung thém mat liéu nita sau 8-12 gid.
Duong dung:
Duodng tinh mach
Hoan nguyén bot sir dung nudc cit pha tiém: 1g hoa tan trong 2ml. B&i vi thude rit dé tan, dé dung
cho dudng tinh mach thudong khuyén cdo thém 10ml nude pha tiém vao lo 1g hodc 2g. Lic déu dén
khi thudc tan hét va chuyén toan b thude vao trong xi lanh.
Véi truong hop tiém tinh mach truc tiép, thudc c6 thé tiém tinh mach chdm trong 3 dén 5 phaut.
Thube cling co thé duoc chuyén truc tiép vao bo dung cu truyén.

Tuwong ky, tuwrong hop:

Thudc nay c¢6 thé diéu tri cing véi cac khang sinh khac (dudng tinh mach véi xilanh rie@@@/
truyén)

Khi cung diéu tri thudc nay véi mot khang sinh khéc, cdc khang sinh khong dugc trn trong clng
mot xilanh hodc mot duong truyén.

KHI NAO KHONG NEN DUNG THUOC NAY
- Bénh nhan man cam v&i cefoxitin natri va khang sinh nhém cephalosporin

TAC DUNG KHONG MONG MUON
- Thuong gap (> 1/100 va < 1/10)
- Itgap (> 1/1000 va < 1/100)
- Hiém gap (> 1/10000 va < 1/1000)



- Rat hiém gap (< 1/10000)

H¢ mién dich:

Hiém gap: - Viém tinh mach cuc b6 sau khi tiém tinh mach.
- Phan g di tmg: sot, phan (mg phan vé, phu bach huyét, viém than k&
- Biéu hién trén da cua di Urng: phat ban, me day, ngira

Rt hiém gap: - Hoai tir bidu md nhidm doc

H¢ tiéu hoa:
Hiém gap: non, budn nén, tiéu chay
Rat hiém gap: Viém dai trang mang gia

Mau:
Hiém gap: tang bach cau eosi, giam bach cau, roi loan bach cau hat, thicu mau, giam tiéu cau, suy
tuy xuong.

Gan, thin va duong tiét niéu:
Hiém gap: - Tang tam thoi men gan (AST, ALT), lactat dehydrogenase va alkalin phosphatase.
- Tang cao ndng do creatinin trong huyét thanh va/hodc ure mau dic biét 1a khi két hop
v6i cac aminoglycosid hodc thudc loi tleu
Rat hiém gip: Cac truong hop suy than cip tinh.

H§ than kinh:
Hiém gap: Hép thu liéu cao cac khang sinh beta-lactam, dic biét & cac bénh nhan suy than, c6 thé
dan dén bénh nio chuyén héa (tén thuong y thirc, chuyén dong bét thuong, co giét)

H¢ co xwong:
Hiém gap: R&i loan co xuong
Rat hiém gap: Lam ning thém tinh trang nhuoc co.

* Théng bdo cho bdc sy nhitng tic dung khong mong mudn gdp phdi khi ding thuéc.

NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM Gi KHI PANG SU
DUNG THUOC NAY

Nhiéu trudng hop khi sir dung khang sinh két hop voi thu6c chéng dong mau dudng uong lam tang
hoat tinh cua cac thue chong dong méau. Céac yéu t6 nhu qué trinh viém, nhiém khuén, tudi, sirc
khoe tong thé clia bénh nhan duoc danh gid 14 cac yeu t6 nguy co. Trong nhng truong hop na )
dé nhan biét xem qua trinh nhiém khuén hay viéc didu tri 1a yéu t6 gy ra mat can bang INR.
nhién, mdt vai nhém khang sinh dugc cho 1a lién quan nhiéu hon, nhu cic fluoroquinolon, macro
tetracyclin, cotrimoxazol, va mét vai cephalosporin.

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC
Thudc chi duge dung theo su ké don ctia bac sy.

CAN BAO QUAN THUOC NAY NHU THE NAO
Bao quan noi khd mat, tranh anh sang duéi 30°C.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU



Chua c6 cac thong tin cu thé vé di€u tri qua lieu cua thudc trén.

CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO
Néu gap phai phan ung di g nghiém trong, cin ngimg thudc va ap dung cic bién phép xir
tri thich hop.

NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY
Canh bao:

- Néu thay bét ky d4u hiéu nao cua phan img di img, nén ngimg ding thube.

- Céc cephalosporin chi dugc ké don sau khi tim hiéu r5 rang vé tién sir dung thudc.

- Phan tng chéo gitra penicillin va cephalosporin xay ra vao khoang 5-10% cac truong hop

e Bénh nhén man cam véi penicillin nén than trong khi dung cephalosporin: sau khi ding thudc
liéu dau tién, nén theo ddi chat ché

e V6i nhitng bénh nhdn c6 tién sir min cam ngay lap tirc véi cephalosporin, thudng
cephalosporin s& bi cAm sir dung. Néu c6 bat cir nghi ngd nao, nén ¢6 mit bac si khi ding
thudc liéu dau tién dé diéu tri bit ky phan (g séc phan vé nao

- Cac phan tmg phan vé duoc quan sat & ca 2 hop chat thudng ning va c6 nguy co gay tir vong.

- Triéu ching tiéu chay kéo dai va ning khi dung thudc c6 thé 1a d4u hiéu ctia viém dai trang mang
gia, can yéu cau dimg diéu tri. Triéu chimg nay ciing c¢6 thé xay ra sau khi ngimg thudc. Viéc
khang dinh chan doan nay cuing véi tham kham dai trang s& gitip dua ra mot khang sinh diéu tri cu
the.

Canh bao cho tré so sinh:
Dung dich chtra chit bao quan khong nén sir dung dé tiém hoic cho vao dng thong trong diéu tri
cho tré so sinh. Con Benzyl, cht bao quan trong nudc pha tiém kim khuan chira dgc tinh d6i voi
tré so sinh. Chua c6 dit lidu vé ddc tinh clia cac chit bao quan khac trong nhom tudi nay. Vi vay,
bat ky dung mdi pha lodng bdt pha tiém Cefoxitin Panpharma trong diéu tri tré so sinh khong
dugc chira chit bao quan.

Than trong:

- Trong truong hgp suy thén, diéu chinh lidu phu thudc vao do thanh thai creatinin hodc nd |
creatinin trong mau. |

- Nén theo ddi chirc nang thin trong qua trinh diéu tri khi két hop cefoxitin véi céc khang sinh c6
doc tinh trén than (ching han, cic aminoglycosid), thudc loi tiéu nhém furosemid, hodic acid
ethacrynic.

- Thubc c6 chira 0,1g mudi natri mdi lo, cAn can nhéc sir dung trén cac bénh nhan c6 ché do an
giam mudi nghiém ngat.

Cac két qua thi nghiém bi anh huéng:

- Xét nghiém Coombs: két qua duong tinh duge quan sat thdy khi diéu tri v6i cac cephalosporin.
Piéu nay ciing c6 thé xay ra & bénh nhan sir dung cefoxitin.
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- Xét nghiém glucose niéu: két qua duong tinh gia c6 thé xay ra véi phuong phép khir ddng, con
phuong phap enzyme khong bi anh hudng.

- Xét nghiém creatinin str dung phuong phép Jaffe c6 thé bi anh hudng boi ndng do creatinin trong
huyét thanh cao bét thuong khi ndng do cefoxitin vugt qua 100pg/ml. Khong nén tién hanh xét
nghiém v&i mAu huyét thanh cho dén it nhit sau 2 gid dung thude

- 17-hydroxysteroid niéu: Xét nghiém sir dung phuong phap Porter Silber c6 thé hoi ting do ndng
d6 cao ciia cefoxitin trong nudc tiéu.

Truwong hop cé thai va cho con bu:
Truwong hop co thai:

- Céc nghién ctu trén dong vat khong cho thdy bét ky biang chimg nao vé tac dung giy quai thai,
dé d6 tac dung giy quai thai trén ngudi ciing khong c6 thé xay ra. Dén bay gid, cc hop chit
gdy di tat trén nguoi dugce chi ra 1a gdy quai thai trén dong vat trong cac nghién ctru tién hanh
trén hai loai.

- Vé mat 1am sang, dit liéu tir mot luong 16n phu nir ¢6 thai cho thiy khong c¢6 bat ky di tat nao
hoic tac dung ddc trén bao thai ctia cefoxitin. Tuy nhién, chi c6 cac nghién ciru dich t& méi cho
phép két luan vé kha nang xuit hién cic nguy co nhu trén.

- Do d6, nén can nhic sir dung cefoxitin khi mang thai.

- Truwong hop cho con bu:

- Cefoxitin duoc bai tiét vao sita me. Dimg cho con bu khi ding thudc dé tranh cac phan tmg mén
cam trén tré so sinh.

KHI NAO CAN THAM VAN BAC SY, DUQC SY
Thong bao ngay cho bac sy khi gip phai bat ki tac dung khong mong mudn nao.

HAN DUNG CUA THUOC

24 thang ké tir ngay san xuit

Sur dung ngay sau khi hoan nguyén.

TEN, PIA CHI, BIEU TUQONG (NEU CO) CUA CO SO SAN XUAT
PANPHARMA

Z1 DU CLAIRAY

35133 LUITRE

PHAP

NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG HUONG DAN SU DUNG THUOC

PN



HUONG DAN SU DUNG THUOC CHO CANBQ Y TE .

CEFOXITIN PANPHARMA 2G

o Thuéc nay chi ding theo don cia bdc si.

e  Doc ky hudong dan sir dung trudc khi ding. Néu can thém thong tin, xin hoi y kién bdc st hodc duoc

ST
e Théng bdo cho bdc sT nhitng tac dung khong mong muén gap phdi khi sic dung thuéc.
o Dé thubc xa tam tay tré em.
o Khong ding thuéc qud han in trén bao bi.

THANH PHAN, HAM LUQNG CUA THUOC
MBbi lo chira:

Cefoxitin natri .............. 2,103g

tuong duong cefoxitin......2,000g

DANG BAO CHE
Bot thude pha tiém

DUQC LUC HOC Dugc lre hoc
Phan loai: khang khuan, ma ATC: JOIDAO5
Co ché tac dung, co ché dé khang:

Cefoxitin la mot khang sinh ban tong hop phé rong, thude thé hé thir 2 ctia nhém cephalos
Thude duge lay tir cephamycin C, cht nay duge sinh ra boi Streptomyces lactamdurans.
hoc cua nd 1a natri (6R, 7S) -3- (hydroxymethyl) -7-metoxy-8-o0xo0-7-[2 - (2-thienyl) acetam
thia-1-azabicyclo [4.2.0] oct-2-ene-2-carboxylat carbamat (este). Cong thirc phan tir la
Cl16H16N3NaO7S2

- Co ché khang khuan Tuong tur cac cephalosporin khac, cefoxitin tAn cong vi khuin bing céch ngin
khong cho vi khuan tong hop thanh té bao. Hoat chat nay gan véi céc Penicilline Bind Protein (PBP)
— enzyme dong vai tro tong hop peptidoglycan. Vi khuén thiéu peptidoglycan s& khong tao dugc
thanh va chét do khong con 16p vo bao vé.

Nhom methoxy trong vi tri 7a gitp cefoxitin tic dong trén nhiing vi khudn gram am hay gram
duong, c6 kha nang ti€t men beta lactamase, penicillinase va cephalosporinase.
Pho khang khuan cua cefoxitin trong thir nghiém in vitro va ca trén 1am sang:

Thube Cefoxitin véi phd tac dung cua thude bao gom:
e Vi khuin Gram duong hiéu khi: Streptococcus faecalis, Streptococcus pneumoniae,
Streptococcus pyogenes, Streptococcus agalactiae

Streptococcus viridans, Staphylococcus aureus ( ké ca chung tao penicillinase,
Staphylococcus epidermidis, Corynebacterium, Bacillus anthracis, Listeria monocytogenes.



« Vi khuin Gram duong yém khi: Cac loai Clostridium, Peptococcus, Peptostreptococcus.

« Vi khuin Gram am hiéu khi: Haemophilus influenzae, Escherichia coli, Proteus mirabilis,
Proteus vulgaris, cic loai Klebsiella ( gom ca K. Pneumoniae), Salmonella, Shigella,
Bordetella, Morganella morganii, Neisseria gonorrhoeae ( bao gom ca chiing tao
penicillinase), Neisseria meningitidis, Vibrio cholerae, Pasteurella multocida.

Proteus mirabilis, Proteus vulgaris, Providencia spp. (bao gdm ca Providencia rettgeri)

« Vikhuin Gram 4m yém khi: Céc loai Bacteroides ké ca Bacteroides distasonis
Bacteroides fragilis, Bacteroides ovatus, Bacteroides thetaiotaomicron
Pho khdng sinh:
Ranh gidi gifra nhay cam, nhay cam trung gian va khang la: S < 8mg/l va R > 32 mg/|
Su khang khéang sinh dat dugc c6 thé thay déi theo timg ving va thoi gian phu thude vao timg loai.
Do do, thong tin Ve su khang khang sinh & dia phuong rat hitu dung déc bi¢t khi diéu tri cac nhiém
khuan ning. Céc dit liéu nay nhu mot hudéng dan vé kha ning mot loai ¢c6 nhay cam véi khang sinh
nay hay khong
Théng tin vé tinh khang khéng sinh & Phéap véi céc loai vi khuén cu thé duge biét dugc chi ra & bang

|

sau:

Nhém Tan suat khing khang sinh & Phé‘E(%%\(o/’A,)
Cic loai nhay cam e
Vi khuin hiéu khi Gram dwong

Staphylococcus nhay cam methicillin

Streptococcus
Streptococcus pneumonia 30-70%
Vi khuin hiéu khi Gram Am
Branhamella catarrhalis
Citrobacter koseri
Escherichia coli

Haemophilus influenza
Klebsiella oxytoca

Klebsiella pneumonia 0-20%
Neisseria gonorrhoeae
Proteus mirabilis
Proteus vulgaris
Providencia rettgeri
Providencia stuartii 0-16%
Salmonella spp.
Shigella spp.

Vi khuin ky khi
Bacteroides fragilis

Clostridium perfringens

&\ ot
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Fusobacterium spp.
Peptostreptococcus spp.
Prevotella
Propionibacterium acnes
Veillonella spp.

Khiac
Actinomyces

Cac loai nhay cim trung binh
(nhay cam in vitro trung gian)
Vi khuin hiéu khi Gram 4m
Morganella morganii

Vi khuan ky, khi

Eubacterium

Cac loai khang
Vi khuan hiéu khi Gram dwong
Enterococci

Listeria monocytogenes
Staphylococcus khang methicillin*
Vi khuén hiéu khi Gram im
Acinetobacter

Campytobacter

Citrobacter freundii
Enterobacter aerogenes
Enterobacter cloacae
Legionella

Pseudomonas aeruginosa
Serratia marcescens

Vibrio

Yersinia enterocolitica

Vi khuin ky khi

Clostridium difficile

Khac

Chlamydia

Mycobacteria

Mycoplasma

* Tan suat khang methicillin thuong 30-50% cua tat ca cac loai staphylococci, va thtgc‘m

bénh vién.

DUQC PONG HQC
Phdn bé:
Ngwoi lén

l P



Nong dé cefoxitin huyét tuong sau khi tiém tinh mach 1g 1a 125pg/ml sau 3 phut, 72pg/ml sau 30
phut va 15ug/ml sau 120 phut.

Nong do cefoxitin huyét tuong sau khi tiém tinh mach 2g 1a 220pg/ml sau 3 phit.

Thoi gian ban thai la 45 phut

O bénh nhan véi chic nang than suy gidm va do thanh thai creatinin tir 10-30ml/phut, nira doi
khoang hon 6 gio.

O bénh nhan véi chirc nang than suy giam va do thanh thai creatinin nhé hon 10ml/phit, nira doi
khoang hon 13 gio.

Phan b: dich ngoai bao, hoat dich, dich mang ngoai tim, dich mang phdi, nudc bot, thay dich, mat,
stra me, day rén va nudce di, xuong, bang quang, tim, gah, phéi, tur cung, dich ndo tuy.

Lién két protein huyét tuong khoang 65-80%.

Chuyén héa:

Cefoxitin khong trai qua chuyén héa quan trong nao.

Thai true:

Cefoxitin dugc thai trir khong bién dbi qua than.

Nhiéu nghién ctru sir dung cefoxitin tiém tinh mach liéu 1g, ndng do trung binh tim thiy trong nudc
tiéu thay ddi tir 77-99% lidu cefoxitin dugc tiém.

QUY CACH PONG GOI
Hop 25 lo, lo 17ml chira 2g bdt thude pha tiém.

CHI PINH

Cac chi dinh c¢6 dugc tir nhitng két qua tir cac hoat dong khang khuin va dugc dong hoc cia

cefoxitin, ¢ tinh dén ca cac nghién ctru 1am sang ma thudc nay da duogc phat trién, va vai trd ciia né

trong nhém céc tac nhan khang khuén hién c6.

- Cac nhi®m khudn gdy ra boi cac vi khuén nhay cam véi cefoxitin, khong bao gdm viém mang nio

- Du phong nhidm khuén hau phiu, dac biét khi két hop ca vi khuin ky khi va vi khuan hiéu
trong phau thuat thuong hodc phau thuat noi soi:

e Phiu thuat dudng tiéu hoa
e Phau thudt phu khoa, phau thuat cit bo tir cung va cac can thi€p vao am dao khac,
6 bung
e Phau thuit nha khoa
e Phiu thut diu va cb va ENT, dic biét khi mé dudong hau hong.
Nén chu y dén cac hudng din vé viée sir dung khang sinh phtt hop.

LIEU DUNG VA CACH DUNG

Liéu ding:

Piéu tri:

Nguwdi lon:

I g hodc 2g cefoxitin cach mdi 8 gid (3g-6g/ngay)






- Du phong nhiém khuan hau phiu:

Du phong nhiém khuin nén tién hanh trong thoi gian ngén, thuong xung quanh thoi diém phau
thuat, trong khoang 24 gid va khong qua 48 gio.

2g tiém tinh mach trong luc gdy mé, sau d6 1g cach mdi 2 gior cho dén khi vét thuong déng.

Trong truong hop cét bo rudt thira, mot lidu don la du.

- Suy than:

Véi nguoi 16n bi suy than, c¢6 thé dung lidu khoi dau 1g hodc 2g. Sau lidu nay, c6 thé dung liéu theo
khuyén céo sau ddy nhu mot huéng dan diéu tri duy tri:

Do thanh thai (mV/min) | Liéu Tan suat
50-30 1-2g Mobi 8-12 gioy
29-10 1-2¢g Moi 12-24 gioy
9-5 0.5-1g Mbi 12-24 gidy
<5 0.5-1g Moi 24-48 gioy

V6i bénh nhan dang trai qua qua trinh thAm tach mau, liéu khéi dau 1-2g nén duoc ding sau mdi ky
thdm tach, va diéu tri duy tri nhu huéng din & bang trén.
Tré so sinh va tré nho:
- Diéu trj chira bénh:
Tré so sinh:
- 0-1 tuan tudi, 20-40 mg / kg mdi 12 gio.
* 1-4 tuan tudi, 20-40 mg / kg mdi 8 gio.
- Liéu diing cho tré sinh non chua dugc thiét lap.
Tré so sinh: (1-3 thang) 20 dén 40mg / kg mdi 6 gid hoic mdi 8 gid.
Tré nho (trén 3 thang) 20-40 mg / kg mbi 6 gio hodc mdi 8 gio.
Cefoxitin natri khong dugc khuyén céo dé didu tri viém mang ndo. Néu nghi ngd viém mang nio,
phai str dung khang sinh thich hop. ;
O tré em bi suy than, phai giam tan suit liéu dung nhu chi dinh cho ngudi 16n

- Phong ngira nhiém trung sau phau thuét:

Khéng c6 dir lidu nhi khoa vé viéc sir dung du phong ctia cefoxitin natri. Tuy nhién, xét tinh hiéu
qua cua con nguoi va do an toan trong nhém tudi nay, liéu sau day dugc dé xuét: - truong hopg
nho (dudi 7 tudi) va tré em 30-40 mg / kg liéu c6 thé duge dung khi c6 chi dinh. Tuy nhién'd ¢
sinh tir 30 dén 40 mg / kg liéu c¢6 thé dugc dung khoang 1 gio truée khi rach mb ban dau va c6 thé
dung thém mot liéu nita sau 8-12 gio.

Duong diung:

Puong tinh mach

Hoan nguyén bdt sir dung nudc cit pha tiém: 1g hoa tan trong 2ml. B&i vi thudc rat d& tan, dé dung
cho dudng tinh mach thudong khuyén cao thém 10ml nuéc pha tiém vao lo 1g hodc 2g. Lic déu dén
khi thudc tan hét va chuyén toan bo thude vao trong xi lanh.

Vi truong hop ti€ém tinh mach truc tiép, thudc co thé tiém tinh mach cham trong 3 déns phut.
Thube cling c6 thé duoc chuyén truc tiép vao bd dung cu truyén.
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Twong ky, twong hop
Thudc nay c6 thé diéu tri cing véi céc khang sinh khéc (duong tinh mach véi xilanh riéng hodc

truyén)
Khi cung diéu tri thudc nay véi mot khang sinh khéc, cac khang sinh khong dugc trdn trong cling
mot xilanh hodc mot duong truyén.

CHONG CHI PINH
- Bénh nhan min cam véi cefoxitin natri va khang sinh nhém cephalosporin

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC
Canh bao:

- Néu thay bét ky d4u hiéu nao cua phan tmg di img, nén ngimg dung thude.

- Cac cephalosporin chi duoc ké don sau khi tim hiéu r5 rang vé tién sir ding thudc.

- Phan tmg chéo gifra penicillin va cephalosporin xay ra vao khoang 5-10% céc truong hop

e Bénh nhan man cam véi penicillin nén than trong khi dung cephalosporin: sau khi ding thuc
liu dau tién, nén theo doi chat ché .

e V6i nhiing bénh nhan c6 tién sir min cam ngay lap tirc v6i cephalosporin, thudng
cephalosporin s& bi cAm sir dung. Néu c¢6 bat cir nghi ngd nao, nén c6 mit bac si khi ding
thudc lidu dau tién dé didu tri bat ky phan tmg sbc phan vé nao

- Cac phan tmg phan vé dugc quan sat & ca 2 hop chét thuong ning va cé nguy co giy tir vong.

- Triéu chung tiéu chay kéo dai va nang khi dung thudc ¢6 thé 12 ddu hiéu ctia viém dai traing mang
gia, can yéu cau dimg diéu tri. Triéu ching nay ciing c6 thé xay ra sau khi ngimg thudc. Viéc
khing dinh chdn doan nay cung véi thim kham dai trang s& gitip dua ra mot khang sinh diéu tri cu
thé.

Canh bado cho tré so sinh:

Dung dich chira chit bao quan khong nén sir dung dé tiém hoac cho vao 6ng thong trong diéu tri
cho tré so sinh. Con Benzyl, chit bao quan trong nudc pha tiém kim khuén chira doc tinh ddi véi
tré so sinh. Chua c6 dit liéu vé doc tinh cta cc cht bao quan khac trong nhém tudi niy. Vi
bat ky dung moi pha lodng bot pha tiém Cefoxitin Panpharma trong diéu tri tré so sinh
dugc chira chat bao quan. '

Than trong:

- Trong truong hop suy than, diéu chinh lidu phu thudc vao d9 thanh thai creatinin hodc nc“mg do
creatinin trong mau.

- Nén theo ddi chirc ning than trong qua trinh diéu tri khi két hop cefoxitin véi cac khang sinh c6
ddc tinh trén than (chéng han, cac aminoglycosid), thude loi tiéu nhém furosemid, hoic acid
ethacrynic.

- Thuéc c6 chiva 0,1g mudi natri moi lp, cin can nhéc str dung trén cac bénh nhén c¢é ché do an
giam mudi nghiém ngit.

Céc két qua thi nghiém bi anh huong:
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- Xét nghiém Coombs: két qua duong tinh dugc quan sét thdy khi diéu tri v6i cac cephalosporin.
Diéu nay ciing c6 thé xay ra & bénh nhén sir dung cefoxitin.

- Xét nghiém glucose niéu: két qua duong tinh gia c6 thé xay ra véi phuong phép khir dong, con
phuong phap enzyme khong bi anh huong.

- Xét nghiém creatinin sir dung phuong phéap Jaffe c6 thé bi anh hudng bdi ndng do creatinin trong
huyét thanh cao bét thuong khi nong d6 cefoxitin vuot qua 100pg/ml. Khong nén tién hanh xét
nghiém v6i mau huyét thanh cho dén it nhét sau 2 gidr ding thude

- 17-hydroxysteroid niéu: Xét nghiém str dung phuong phap Porter Silber c6 thé hoi ting do ndng
do cao cuia cefoxitin trong nude tiéu.

Trwong hop cé thai va cho con bu:
Trwong hop co thai:

- Céc nghién ctru trén dong vat khong cho thdy bét ky bang chimg nao vé tac dung gy quai thai,
dé d6 tac dung gy qudi thai trén nguoi ciing khong co thé xay ra. Pén bay gio, cac hop chét
gay di tat trén ngudi duoc chi ra 1 gdy quai thai trén dong vét trong cac nghién ciru tién hanh
trén hai loai.

- Vé mat lam sang, dit liéu tir mot lugng 16n phu nit c6 thai cho thdy khong ¢6 bat ky di tat nao
hoic tac dung ddc trén bao thai cuia cefoxitin. Tuy nhién, chi ¢6 cac nghién ciru dich té méi cho
phép két luan vé kha ning xuit hién cac nguy co nhu trén.

- Do d6, nén can nhic sir dung cefoxitin khi mang thai.

- Trwong hop cho con bu:

- Cefoxitin duoc bai tiét vao sita me. Dimg cho con bu khi ding thude dé tranh cac phan tmg man
cam trén tré so sinh.

TUONG TAC CUA THUOC VOI (CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC
Nhiéu truong hop khi sir dung khéng sinh két hop véi thude chdng dong mau duong udng lam tang
hoat tinh ctia cac thube chong dong méau. Cac yéu té nhu qua trinh viém, nhiém khuén, tudi, stc
khoe tong thé ctia bénh nhan duoc dénh gia 1a céc yéu td nguy co. Trong nhing trudng hop nay, khé/
dé nhan biét xem qua trinh nhim khuén hay viéc diéu tri 1a yéu t6 gay ra mét can bang I Ju
nhién, mot vai nhom khang sinh dugc cho 1a lién quan nhiéu hon, nhu cac fluoroquinolon, mac s
tetracyclin, cotrimoxazol, va mot vai cephalosporin.
TAC DUNG KHONG MONG MUON

- Thuong gép (= 1/100 va < 1/10)

- Itgap (= 1/1000 va < 1/100)

- Hiém giip (= 1/10000 va < 1/1000)
- R4t hiém gip (< 1/10000)

Hé mién dich:

Hiém gap: - Viém tinh mach cuc b9 sau khi ti€ém tinh mach.
- Phan ung di tmg: s6t, phan (mg phan vé, phu bach huyét, viém than ké
- Biéu hién trén da cta di img: phat ban, mé day, nglra

Rét hiém gap: - Hoai tir biéu mo nhidém doc
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H¢ tiéu hoa:
Hiém gép: non, budn non, tiéu chay
Rat hiém gap: Viém dai trang mang gia

Madu: o
Hiém gép: tang bach cau eosi, giam bach cau, roi loan bach cau hat, thi€u mau, giam ti€u cau, suy
tuy xuong.

Gan, than va duong tiét niéu:
Hiém gap: - Tang tam thoi men gan (AST, ALT), lactat dehydrogenase va alkalin phosphatase.
- Tang cao nong do creatinin trong huyét thanh va/hodc ure méau dic biét 1a khi két hop
v6i cac aminoglycosid hoac thudc loi tleu
Rat hiém gap: Cac trudng hop suy than cip tinh.

H¢ than kinh:
Hiém gap: Hép thu liéu cao cac khang sinh beta-lactam, dic biét & cac bénh nhan suy than, c6 thé
dan dén bénh ndo chuyén héa (ton thuong y thirc, chuyén dong bat thudng, co giat)

H¢ co xwong:
Hiém gap: Réi loan co xuong
Rat hiém gap: Lam nang thém tinh trang nhugc co.

* Thong bdo cho bdc sy nhitng tic dung khong mong muén gip phdi khi ding thudc.
QUA LIEU VA CACH XU TRi

Triéu chirng qua lidu
Chua c6 cic thong tin cu thé vé diéu tri qua liéu cia thuoc trén. T TAU

MBH

)iq

Bién phap xir tri qua lidu.
Néu gip phai phan tmg di tmg nghiém trong, cin ngirng thudc va 4p dung cac biénp
tri thich hop. (

HAN DUNG CUA THUOC

24 thang ké tir ngay san xuét

PIEU KIEN BAO QUAN

Bao quan noi khd mat, tranh anh sang dudi 30°C.

Str dung ngay sau khi hoan nguyén.
TEN, DIA CHI, BIEU TUQNG (NEU CO) CUA CO SO A
SAN XUAT BOI:

TUQ.CUC TRUONG
PANPHARMA : P.TRUJNG PHONG
Z1 DU CLAIRAY , DA fa ) )
Pham G Vin Hank,
35133 LUITRE ?%(Z e '
PHAP

NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG
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