https://trungtamthuoc.com/

BO Y TE

CUC QUAN LY DUgC

DU i’LT
15

1 -11- ;ma

Lan dau:.......

Y
A PHE

\f

fiz swidaje)
Wl eyd 10g

Bot pha iém
Cefepime 2g

B

TB/TM

RelY

Rx_Thubc ban theo don

Hop1le

mire e
mm%;gmcﬁﬁm Hydrociond vi L-Arginine
wﬂnuerﬁ«qummnuan; |llud-'n3u=tu Bé!phateém gg
muwumwmmwnmnw
Cefepme 2 EE R
231
§iis
3383

449 ) p456

M4l I chira: Hén hop vé khu
cua Cefepime Hydroclorid w}
Arginine turong duong v
Cefepime 2g.

Chi djnh, chéng chi dinh, cic

dang, Il u ding va cac thing tin u
khéc: vui long tham khao tér hurdng

dén sirdyng.
Bao quin: noi kha mat dudi 30 °C,
trénh dnh sang.

Dé xatdm tay tré em. Boc ki hudng
dén sudung{mw .‘a‘uldu.-'lgf7

Sb dang ky:
5416 san xudt:
Ngay san xult: dd/mmiyy
Han ding: dd/mmiyy

Sén xuflt theo nh yén clia: CONG
T'r SMlRUDI;i OHARMACEUTICALS
Tﬂ c T'I' CPDUQC PHAM TRUNG

27 Khu abnn Quang Minh, thj
lln"gn Ounng Mmh M:Enh thanh

%TB

For IV/IIM use

vﬂChu & hiru sdn phém:
HRELIV PHARMA

s 40, Khu dén cr Tén

an Phong, Quén 7, Tp.

Rel®

Box of 1 vial

Each vial contains:

Sterile mixture of Cefepime
Hydrochloride and L-Arginine
equivalent to Cefepime 2g.

Dose: As directed by the
physician

Store below 30 °C, protected
from light.

For detailed information on
dosage, administration,
indications, contraindications,
adverse reactions, side effects,
precautions, drug interactions
and reconstitution of injection
etc. please refer the
accompanying package insert
before use.

Keep out of Reach of Children
Carefully read the
accompanying instructions
before use.
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Bot pha tiém Cefepime 2g

Y/ CONG TY
w| COPHAN
*A . DUOC PHAM
NGil chira: (=
Howligpive khuafi Cefepim hydroclorid va L- Arginin tuong duong Cefepim 2 g.

DUQC LYC HOC
Co ché tic dung: :

Cefepim la thubc khéng sinh ban tong hgp nhém cephalosporin va duoc coi la thubc thé hé 4 do
c6 phd tac dung rong hon céc cephalosporin thé hé 3. Thude dugc dung theo dudng tiém. Thudc
¢6 tac dung khang khuan do tc ché tdng hop mucopeptid & thanh té bao vi khudn. Céc vi khuan
nhay cam invitro voi thudc gdm co Enterobacteriaceae, Pseudomonas aeruginosa, Haemophilus
influenza, Moraxella (Branhamella) catarrhalis, Neisseria gonorrhoeae, cac chung
Staphylococcus (trlr Staphylococcus aureus khang methicilin) va céc ching Streptococcuis.
Cefepim khong bi beta lactamase clia cac vi khuan Gram am thuly phan va c6 thé c6 téc dung Ién
mot sb ching Enterobacteriaceae va P. aeruginosa khang cefotaxim hay ceftazidin. Cefepim ¢o
tac dung 1én céc vi khudn Gram duong (v.d. céc Staphylococcus) manh hon ceftazidim va co tac
dung tuong tu nhu ceftriaxon. Thudc tac dung yéu lén céc vi khuin ky khi, nhit la Bacteroides
fragilis.

Cefepim duge dung theo dudng tiém dé diéu tri nhim khuan duong niéu ning c6 bién chimg (ké
ca truong hop c6 viém bé than kém theo) do céc ching E. coli hodc Klebsiella pneumoniae hodc
Proteus mirabilis nhay cam voi thudc.

Cefepim ciing dugc dung dé diéu tri nhiém khuan da va cdu tric cua da do cdc chung
Staphylococcus aureus nhay cam véi methicilin hodc Streptococcus pyogenes nhay cam voi
cefepim. 3
Cefepim dugc ding dé diéu tri viém phdi nang, viém phdi c6 kém theo nhiém khuan huyét do cic
chiing Streptococcus pneumonia, Pseudomonas aeruginosa, Klebsiella pneumonia, Enterobacter
spp. nhay cam véi thudc.

Cefepim cling con dugc chi dinh trong diéu tri nhiém khuan huyét do vi khuin nhay cam voi
thudc.

DUQC DONG HQC
Dugc dong hoc cua cefepim la tuyén tinh trong khoang liéu tir 250 mg dén 2g tiém tinh mach
hodc tir 500mg dén 2g tiém bip va khong thay doi trong qué trinh diéu tri. Sau khi tiém bap
Cefepim dugc hap thu nhanh va hoan toan; ndng dé dinh trong huyét thanh tiy thudc vao lidu va
xuat hién sau khi tiém 30 phut. Khoang 16% lieu dugc gin vao protein huyét tuong khéng phu
thudc vao ndng do thudc trong huyét tuong. Cefepim tham nhap vao phan [én céc mo6 va cac dich
(nudc tieu, mat, dich mang bung, dich phé quan). Trong khoang li€u tir 250 mg dén 2g, su phan
b & md khong thay ddi. O ngudi bénh cir 8 gidr lai tiém mot lieu SO mg/kg, thi nong do trong
dich ndo tuy la 3,3 dén 6,7 mg/lit. The tich phén bb do & giai doan 6n dinh la khoang 18 lit.
Trong co thé, cefepim rét it bi chuyén héa (chi 7% liéu), Nura doi thai trir khoang 2 gid. Khoang
80% lidu tiém dao thai theo nude tiéu qua loc cau than, do thanh thai cefepim cua thén la khodng
130 ml/phit. 85% lidu thai dudi dang khong ddi trong nude tiéu. Péc diém dyéc dong hoc clia
cefepim khong bj thay ddi & ngudi cao tudi cé chirc nang than binh thuong v/ ngudi bi r6i loan
chirc nang gan, nén khong can thiét phai giam lidu & nhitng ngudi béRpay/ Nira doi thai trir cla
thubc kéo dai mét cach dang ké & ngudi suy than, béi vay voi nhimg/nglroi bénh nay can giam
liéu theo mirc loc cau than.
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CHI PINH ; 3

Cefepim duoc chi dinh cho ngudi 16n dé dieu tri nhitng trudng hop nhiém khun sau do céc vi
khudn nhay cam gdy bénh:

- Viém phdi: viém phdi trung binh dén ning gdy ra boi Staphylococcus aureus bao gdm ci
nhing trudng hop c6 nhiém khuin huyét kém theo, Pseudomonas aeruginosa, Klebsiella
preumonia.

- Pidu trj theo kinh nghiém & bénh nhin giam bach ciu hat do c6 sot: Cefepim ding don dgc
dé diéu tri theo kinh nghiém cho nhimg bénh nhén giam bach ciu c6 sét. & nhing bénh nhan c6
nguy co cao bi nhiém khuén ning (bao gdm nhitng bénh nhan c6 tién sir ghép tiy xwong gin day,
hién dang c6 sot, hién dang bj u méu 4c tinh phai nam vién ho#ic gidm bach céu trung tinh ngng
hodc kéo dai), diéu tri v&i 1 thubc khang khudn c6 thé khéng thich hop. Khong cé du céc bing
chimg vé viéc diéu tri don ddc cefepim cho nhiing bénh nhén nay.

- Nhiém khuin dudng niéu bién chirng va khong bién chirng (bao gom cé viém bé thén) gay
ra boi Escherichia coli hodc Klebsiella pneumonia, khi nhiém tring ning hoic giy ra boi
Escherichia coli hodc Klebsiella pneumonia, Proteus mirabilis, khi nhiém tring nhe dén trung
binh ¢4 nhiém khuén két hop gdy ra boi nhitng vi khuan nay.

- Nhiém khuin da va ciu tric da khéong bién chirng giy ra boi Straphylococcus aureus (chi
nhimg ching nhay cam véi methicillin) hodc Streptococcus pyogenes.

- Nhiém khuin trong & bung bién chirng: (sir dung ket hop véi metronidazol) giy ra boi
Escherichia coli, Streptococci nhdm viridian, Pseudomonas aeruginosa, Klensiella pneumonia,
chung Enterobacter hodc Bacteroides fragilis.

CHONG CHIi PINH
Ngudi di ing vé6i khang sinh nhém cephalosporin. et
Ngudi bénh di tmg véi L-arginin (mét thanh phan cia ché phim).

CANH BAO VA THAN TRONG
- Trude khi khoi dau diéu tri véi cefepim, can phai thin trong dé x4c dinh xem bénh nhan cé
phén tmg qué man cam tirc thoi da timg xay ra trudce ddy véi cefepim, cephalosporin, penicillin,
hodc céc khéng sinh beta- lactam khéc. Néu c6 phan tng dj img véi cefepim xay ra, ngung sir
dung thudc va diéu trj béng phwong phap thich hop. Ding epinephrin va cac phuong phép diéu trj
khéc trong truong hop xay ra qua man cam nghiém trong.

- Viém dai trang gid mac d4 dugc béo cdo xdy ra véi hau hét tit ca cac khang sinh phd rong bao
gom cefepim; vi vdy rat quan trong dé xem xét viéc chin doén nay cho nhirng bénh nhén cé tiéu
chi cin ngung thudc. Trong truong hop bi viém dai trang gia mac tir trung binh va ning, kiém
soét dich, chét dién phan va bd sung protein. Khi viém dai trang gia mac khong cai thién sau khi
ngung ding thudc hodc khi bj ning, nén diéu trj vdi céc khéng sinh c6 hiéu qua lam sing véi
Clostridium difficile. Cac nguyén nhan giy viém dai trang gia mac khéc nén dugc xem xét.
Cefepim nén dugc ké don thén trong & nhitng c4 nhan c6 tién sir bénh da day dac biét viém dai
trang gia mac.

Ciing nhu céc khang sinh khac, sir dung kéo dai cefepim c6 thé din t6i sur phat trién cia céc
ching khong nhay cam vi vy nén sir dung céc bién phap thich hop. G
O bénh nhan suy chirc néng than, liéu cia cefepim nén duoc didu chinh dé bu
chdm hon cia than. Chirc ning than nén dugc kiém tra chit ché néu
nang gdy doc vdi than két hop cling vdi cefepim nhu aminoglycosid va
tieu khac.

41 toc do thai trir
upg cac thudc c6 kha
huoc c6 kha néng loi
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THOI KY MANG THAI i :
C6 thé dung cefepim cho ngudi mang thai, nhung can phai cén nhéc k¥ lgi hai cho me va cho thai
nhi trude khi chi dinh.

THOI KY CHO CON BU

Mot luong nho cefepim tiét vao sita me. C6 3 vén dé c6 thé xay ra cho tré b sita me dung
cefepim: Thay déi hé vi khuan dudng rudt, téc dong truc tiép cua thudc Ién tré, tré ngai cho dénh
gia két qua nudi cdy vi khudn can 1am khi c6 sot cao. Cén theo ddi tré bd sira me c6 dung
cefepim.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Khong tac dong.

TAC DUNG KHONG MONG MUON

Thuong gép, ADR > 1/100

Tiéu hoa: ia chay.

Da: Phat ban, dau chd tiém.

it gap, 1/1000 < ADR< 1/100

Toan than: Sét, nhirc dau.

Méu: tang bach cAu va acid, giam bach cAu hat, test Combs tryc tiép duong tinh ma khdng c6 tan
huyet.

Tuan hoan: Viém tic tinh mach (néu tiém tinh mach)

Tiéu héa: Budn non, nén, bénh ndm, Candida & miéng.

Da: May day, ngura.

Gan: Ting céc enzym gan (phuc hoi dugc).

Thén kinh: Dj cam.

Hiém gip, ADR < 1/1000

Toan than: Phan mg phan vé, phu, chong mat.

Mau: Giam bach cau trung tinh.

Tuén hoan: Ha huyét 4p, gidn mach.

Tiéu hoa: Viém dai trang, viém dai trang gia mac, dau bung.

Than kinh: Chudt rat.

Tam than; L 14n.

Co- xuong: Dau khop.

Niéu duc: Viém am dao.

Mit: Nhin md.

Tai: u tai.

Hudng din cach xir tri ADR

Ngirng dung thubdc.

Trudng hop bi viém dai trang gia mac: Ngung dung cefepim va thay bang thudc khéng sinh thich
hop khéc (vancomycin); tranh dung cac thudc chong ia chay.

Théng bdo cho bdc s nhing tdc dung khong mong mudn gip phdi khi ding thudc.

LIEU LUQNG VA CACH DUNG

Ngudi Iom:

Liéu va dudng ding dé nghi ddi véi ngudi 16n dugc dua ra & bang d 9, cefepim nén dugc
truyén tinh mach khoang 30 phut.
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Vi tri va dang nhiém khuén Lidulugng | Tan suat Thoi gian diéu
tri (Ngay)

Ngudi [én

Viém phdi nang dén trung binh do S. | 1-2gT.M. MOi 12 gio | 10 ngay
pneumonia*, P. aeruginosa, K. pneumonia hodc
Enterobacter species.

Piéu tri theo kinh nghi¢m cho nhitng bénh nhan | 2g T.M. Mbi 8 gioy 7 ngay**
giam bach cau hat c6 sét

Nhiém khuan duong niéu cd blen chimg hozc | 0,5- 1g T.M/ Moi 12 gid | 7- 10 ngay
khong co6 bién chimg tir nhe dén trung binh bao | Tiém bédp
gom ca viém than- bé than kém do E.coli, K.
pneumonia hodc P. mirabilis

Nhiém khuan dudng niéu céd blen clurng hodc | 2g T.M Mb6i 12 gio | 10 ngay
khong cé bién chimg ning bao gdm ca viém bé
thén kem theo do E.coli hoéc K. pneumoniae*

Nhidm khuan da va cau tric da khéng bién | 2g T.M Méi 12 gio | 10 ngay
chirmg trung binh dén nhe do S. aureus hodc

S.pyogenes

Nhigm khudn & bung bién chimg (sir dung két | 2g T.M Mbi 12 gio | 7- 10 ngay

hop vo6i metronidazol) gdy ra boi E.coli,
Streptococcus  viridian,  P.  aeruginosa,
K. pneumoniae, chung Enterobacter hodc B.

fr agms

* bao gdm ca nhiém khuén huyel két hop

** hodc cho dén khi g1a| quyét dugc chimg giam bach cau hat. O nhimg bénh nhén het sot nhung
van con giam bach cau hat trong vong > 7 ngay, thuong xuyén phai danh gié lai su can thiét ctia
viéc diéu tri duy tri véi thube khang khuan.

*** Puong tiém bap chi duoc chi dinh trong nhiing truong hop tur nhe dén trung binh, nhiém
khuén dudng niéu c6 bién chimg hoic khong bién chimg do E.coli khi tiém bip duoc xem xét la
¢6 dudng dung thich hop hon.

Sir dung thudc cho tre em
Tré em tir 2 thang dén 16 tuoi:
Liéu 16n nhét cho bénh nhan nhi khong nén vuot qua liéu dé nghi cho ngudi lon. Liéu dé nghi
thong thuong cho bénh nhan nhi c6 trong Iucmg lén t6i 40kg cho nhiing nhlem khuan ducmg niéu
bién chimg va khong bién chimg (bao gobm ca viém bé than), nhiém khuan da va cau tric da
khong bién chimg va viém phdi 1a 50 mg/kgx‘lleu, dung moi 12 gio (50mg/kg/liéu méi 8 gid cho
céc bénh nhén bi giam s6 luogng bach cau trung tinh c6 sot), duge dung trong khoang thoi gian
giéng nhu dugc dua ¢ bang trén.

Tréem<2 ﬂmng tuoi:

Tinh an toan va hiéu qua cta viéc sir dung thude cho tré em dudi 2 théng tudi van chura dugc thiét
1ap.

Bénh nhin suy gan:

Khong can diéu chinh liéu cho bénh nhan suy gan. : 2
Suy chire niing thin: Nguoi bj suy than (d9 thanh thai creatinin ut), dung liéu ban dau
béng liéu cho ngudi c6 chiic ndng than binh thuong. Tinh tod uy tri theo do thanh thai
creatinin ciia ngudi bénh (do hodc wéc tinh). C6 thé dung cong thirc dudi day dé udc tinh do
thanh thai creatinin (Cl,,) ctia ngudi bénh:

Trang 4/ 6
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Véi nam gidi: '
(140 - s6 tudi) x thé trong (kg)

Cl.. (ml/phut)=
72 x creatinin huyét thanh
Véi nir gi6i: Cl ¢ (ml/phit)= 0,85 x Clc, nam.
(trong d6: Tudi = nam; can ning = kg; creatinin huyét thanh = mg/100 ml).
Cl,, 30- 60 ml/phit: lidu trong 24 gi¢r nhu liéu thuong dung; Cle 10- 30 ml/phut: Liéu trong 24
gidy bing 50% lidu thudng ding, Cle < 10ml/phat: Lidu trong 24 gi& bing 25% liéu thuong ding.
Vi 68% luong cefepim trong co thé mét di sau 3 gidr loc mau nén doi v6i ngudi bénh dang loc

a2 ’

mau thi sau mai 1an loc can bu dép lai bing mot lieu tuong duong vdi lidu ban déu. Ngudi bénh
dang thm téch phiic mac ngoai trd thi nén cho liéu thudng dung céch 48 gio' mot 1an hon la cach
12 gi® mdt lan.

Cich sir dung

Cach dung:

Tiém tinh mach cham 3- 5 phut hogc truyén tinh mach, tiém bép sau va liéu lugng cefepim tiy
theo mirc do ning nhe tirng trudng hop.

Truyén tinh mach ngét quang: Cho 50 ml dich truyén tinh mach (v.d dung dich natri clorid 0,9%,
dextrose 5%, Ringer lactat va dextrose 5%) vao binh thudc chira 2 g cefepim déco néng do thudc
twong (g 12 40 mg/ml, néu pha 100 ml dich truyén tinh mach vao binh thudc chira 2 g cefepim
thi s& c6 ndng dé tuong (g 1a 20 mg/ml. Mét cach khac la pha 2 g cefepim véi 10 ml dich
truyén tinh mach dé c6 dung dich c6 ndng d¢ thude twong tmg vao khoang 160 mg/ml. Liéu
thuéc cdn dung s& dugce tinh va cho vao dich truyén tinh mach. Thuc hién vigc truyén tinh mach
ngit quang cefepim trong khoang xap xi 30 phat.

Tiém bép: cefepim twong hgp véi céc dung dich tiém bép: Nude vo khuén pha tiém, natri clorid
0,9%, dextrose 5%, lidocain hydroclorid 0,5% hodc 1,0%, hodc nudc vo khuén pha tiém c6 két
hop vdi cac chét bao quan nhu paraben hoic benzyl alcohol.

. 4

Tiém bp siu vao khéi co 16n. Vi liéu trén 1 g, khong nén tiém tai mot Vi tri.

QUA LIEU

Bénh nhan khi diing qua liéu phai duoc quan sét cén thdn va dugc diéu tri hd tro. Khi cé suy
than, thim phan méu dugc dé nghi dé hd tro trong viéc loai bo cefepim ra khoi co thé, thdm phén
phiic mac khéng c6 gia tri. Qua liéu ngéu nhién c6 thé xay ra néu dua ra liéu 16n cho nhimg bénh
nhan gidm chirc ning than. Trén céc ca lam sang, qua lidu cefepim xay ra & bénh nhén suy chirc
ning thén (6 thanh thai Creatinin < 11 ml/phit) duoc dua lieu 2 g mdi 24 gio trong vong 7 ngay.
Bénh nhan gip phai tac dung tai bién mach méau ndo, bénh ndo, va bi kich thich than kinh co.

TUONG TAC THUOC

Chirc nang than nén dugc kiém soat khi dung liéu cao céc thudc aminoglycosid ciing vdi cefepim
hodc khi diéu tri aminoglycosid kéo dai do kha nang gay doc tinh vai than va doc tinh vdi thinh
gi4c ciia khang sinh aminoglycosid. Dgc tinh voi thin da dugc bdo cao sau khi ding két hop véi
cac thube cephalosporin khéc véi khang sinh aminoglycosid hodc céc thudc loi tiéu nhu
furosemid. ;
Twong tic véi cac xét nghiém

Sir dung cefepim c6 thé gdy duong tinh gia cho glucose trong nudc tiéu khi g que xét
nghiém Clinitest. Khuyén cdo sir dung xét nghiém glucose ni¢u dya trén ph@in (mg oxy héa
glycose enzym.

Trang 5/ 6
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TINH TUONG KY

Néu ding ddng thoi cefepim véi aminoglycosid, ampicilin (& ndng d6 cao hon 40 mg/ml),
metronidazol, vancomycin hodc aminophilin thi phai truyén riéng ré céc thudc trén.

Cefepim tuong thich véi cac dung dich va dung mdi sau: 0,9% NaCl, 5% hodc 10% dextrose,
Ringer, M/6 natri lactat, dung dich Lactated Ringer’s.

TRINH BAY: o’
Hop goém 1 lo va to hudng dén sir dung kém theo.
Hop gbm 10 lo va t& hudng dan sir dung kem theo.

PIEU KIEN BAO QUAN:

Bio quan noi khé mét, dudi 30°C va tranh 4nh séng.

Bao quan dung dich sau khi pha: Dung dich cudi dé tiém tinh mach va tiém bép 6n dinh & 18- 24
gtijb' khiﬁbéo quén ¢ nhiét do phong 20°C - 25°C hodc trong vong 7 ngdy bao quan trong tu lanh
2°C-8°C.

HAN DUNG: 24 théng ké tir ngdy san xudt.

Khéng ding thudc qud han st dung ghi trén bao bi.

Thubc nay chi ding theo don ciia bdc sy

Doc kj huong dan sir dung trudce khi ding.
Néu cén thém théng tin, xin héi y kién Bdc sj.
Dé xa tam tay tré em. _
Sdn xudt theo nhugng quyén cua: SAMRUDH PHARMACEUTICALS PVT. LTD.
Tai: CONG TY CP DUQC PHAM TRUNG UONG 2- DOPHARMA

Pia chi : L6 27 Khu cong nghiép Quang Minh, thi tran Quang Minh, huyén Mé Linh, Thanh phd Ha
Viét Nam,

Céng ty déing kp va Chii s¢ hitu san pham : CONG TY TNHH RELIV PHARMA
Dja chi: S6 22H1, Pudng sb 40, Khu dan cu Tan Quy Péng, Phuong Tan Phong, Q anh phé H6
Chi Minh, Viét Nam

TuQ.cyc TRUGNG
P.TRUONG PHONG

G5 Minty Hom
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