s B i

Lt

.I:‘-.__P
CUC QUi
| ikx'%”ﬁi

https://trungtamthuoc.com/

N oYNY s e
! '\., -‘1

LAY

~

e )

Viiky |

Lin diuada. A/ 530, | /éif/

COMPOSITION - Each vial coniins
Calbopims \g

INDICATIONS, CONTRAINDICATIONS, DOSAGE,

ADMINISTRATION AND OTHER PRECAUTIONS
Read the lecflet insids.

STORAGE - In o dry, cool placs {belkow 30°C).
Protect from bight

SPECIRCATION - In-houes.

KEEP OUT OF REACH OF CHIDREN
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MAXAPIN®

Cefepime

1g

Powder for inframuscular,
infravenous injection

Box of 1 vial
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THANH PHAN - MBi lo chin

Calapim 1g

Gl DiNH, CHONG 4 BINH, LU DUNG,
CACH DUNG VA CAC THONG TIN KHAC
Kam ¥ huring. lfin s dyng.

BAO QUAN - Noi khs, mét {dedt 30°C),
Trénh énh séng.

U CHUAN - TCCs.

DK/ VISA: XX - J000K - XX

BE XA TAM TAY TRE EM

BOC KY HUONG DAN 50 DUNG
TRUGC KHI DUNG

CTY ¢6 PHAN PYMEPHARCO
166-170 Neuylin Husb - Tuy Hixa - Pha Yain - VN

VEP: 42x 72 x 42

(R4

MAXAPIN®

1 g Cefepim

Bat pha fiém bép,
tiém finh mach

Hop 110

@

S8 8 S Lot :
Ngdy SX/ Mig.:

HD/ Exp.

—HUYNH TAN NAM
TONG GIAM D6C
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HUGNG DAN SU DUNG THUOC

Thude bdn theo dom. Néu cdn thém thong tin, xin héi y kién bdc st.
Doc kj huéng dén sir dung truie khi ding. DE xa tm tay ciia tré em.

MAXAPIN 1g
(Cefepim 1g)

THANH PHAN: M&i lo bot thuéc chira

Cefepim hydrochlorid tuong durong 1 g cefepim

T4 dugc: L-arginin

DUQC LYC HQC

Cefepim la khang sinh ban téng hop phé rong, thuge nhém cephalosporin thé hé thit . Thuée c6 hoat tinh khang khuan do
irc ché tdng hop mucopeptid & thanh té bao vi khuan. C4c vi khuin nhay cam in vitro véi thudc gdm c6 Enterobacteriaceae,
Pseudomonas aeruginosa, Haemophilus influenzae, Moraxella (Branhamella) catarrhalis, Neisseria gonorrhoeae. cic
chung Staphylococcus (trir Staphylococcus aureus khang methicilin) va cac ching Streptococcus.

DUGQC PONG HQC

Dugc dong hoc ciia Cefepim tuyén tinh trong khoang liéu tir 250 mg dén 2 g khong thay déi trong qué trinh diéu tri. Sau khi
tiém bép, cefepim dugc hép thu nhanh va hoan toan, khoang 16% lidu durge gén vao protein huyét twong. Cefepim tham
nhp vao phan én cac mé va céc dich. G ngudi bénh cir 8 gid lai tiém mot lidu 50mg/kg thindng dé thudc trong dich nio tuy
1a3,3 dén 6,7 mg/lit. Trong co thé, Cefepim rét it bj chuyén hoé (x&p xi 7% lidu). Thri gian bén thai khoang 2 gio. Khoang
80% liéu tiém dao thai qua nuéc tidu qua loc cu than. 85% lidu thai dudi dang khong déi.

Dugce dong hoc ciia Cefepim khong bj thay doi & ngusi cao tudi c6 chirc naing than binh thudng va & nguoi bj réi loan chire
néng gan. O nhig bénh nhén suy thén khi st dung thude phai giam liéu theo murc loc cu thén,

CHIPINH

MAXAPIN g duoc chi dinh trong diéu tri nhi&m khuan vira va nang do cac vi khuén nhay cam, bao gdm:

- Nhiém khuén ho hdp, nhiém khuén dudng tiét nigu trén va dusi (bién chimg va chua bién chimg), nhiém khuén da va mé
mém, céc nhiém khudn trong khoang bung bao gdm viém phic mac va nhidm khuin mat, nhim khudn huyét. nhi&m khuén
phu khoa, giam bach ciu gay sét.

-Diéutrj viém mang ndo dtréem (ngoaitrir do Listeriamonocytogenes).

LIEUDUNG VA CACH SUDUNG

Liéu dung

MAXAPIN lg ding dudng tiém bip (IM) hoc tiém tinh mach (1V).

Nguoilonvatre em >40kg:

- Nhiém khuén duong tiéu tir nhe dén trung binh: 500 mg— 1 g IV hay IM méi 12 gio.

- Nhi&m khuédn kh4c tirnhe dén trung : 1 g IV hay IM mi 12 gié.

- Nhiém khudn ning (nhiém khuén duémg tiéu c6 bién ching, nhiém khuan huyét, viém phdi, nhidm khuin mat, nhidn
khuén nang & da va cutric da): 2 g IV mdi 12 gio.

- Giam bach ciu gay sbt: 2 g IV mdi 8 gio.

- Nhi&m khuén nang de doa tinh mang: 2 g IV m3i 8 gid.

- Nhiém khuén niing trong khoang bung: 2 g IV mdi 12 gidr, két hop vai tiém tinh mach metronidazole.

Tré em tir 2 thang dén 12 tuéiva < 40kg:

- Viém phéi, nhiém khuén duong tiéu, da va cAu tricc da: 50 mg/kg mi 12 gio.

- Viém mang ndo, gidm bach cu trung tinh kém theo sét, nhiém trang huyét: 50 mg/kg mdi 8 giv, dot didu tri thuong 7 -
10 ngay.

Bénhnhan nhitit 1 - 2 thang tuéi: 30 mg/kg méi 8 gichodc 12 gio.

Tré > 12 tu6i nhung < 40 kg: ding liéu cho tré cé trong hrong < 40 kg.

Ngudi cao tusi: Khong can higu chinh lidu trir khi bénh nhan c6 suy thin

Ngudoi bi suy giam chirc ndng than:

Cefepim bj thai trir gan nhu hoan toan qua sy loc ciu than, do d6 liéu ding cho bénh nhan c6 chirc ning than suy giam
(clearance <30 ml/phut) phai hiéu chinh lai cho phit hp theo sy chi dén cua thiy thudc,

Bénh nhan phai thim tich méau:

Trong vong 3 gidr sau khi thdm tich méu, khoang 68% lugng cefepim c6 trong co thé s& durgc loai trir ra ngoai. Vi viy vio
cudi m&i dot tham tich phai dua lai mot liéu cefepim bing lidu ban dau.



Trong thdm phan phiic mac lién tuc, cefe&%@#@@@ﬁ@%@&rm céo cho déi tugng binh thuong nhung
" khoang céch dirathudc 12 48 gidy/lan.

Thai gian diéu trj phy thudc vao qué trinh nhidm khuén, vi vy s& dugc x4c dinh boi béac st diéu tri.

Céachdung

Cho 2,4 mlnuéc cit pha tiém vao lo Maxapin, trong trudmg hop tiém bip.

Cho 10 m] nuéc ¢4t pha tiém vao lg Maxapin trong trrdmg hop tiém tinh mach.

MAXAPIN 1g c6 thé dung tiém tinh mach cham (3-5 phat), tiém vao by éng ctia dich truyén hoac tiém trye tiép vao dich

truyén hay tiém bép siu.

MAXAPIN 1g twong thich véi hiu hét céc dung dich tiém truyén thong thudng. MAXAPIN Ig ciing duoc sir dung ddng

thari voi cae khang sinh khéc véi didu kién khong dugc pha chung trong ciing bng tiém, trong cing dich truyén hay tiém

cung mdt vj tri.

MAXAPIN 1g c6 thé dugce pha trong nuéc cAt pha tiém hay trong cac dung méi pha tiém twong hop khac (dung dich natri

clorid 0,9%, dextrose 5% hay 10%, ringer lactact va dextrose 5%, natri lactate M/6).

P 6n djnh dung djch sau khi pha

Cac dung dich cefepim da pha dé tiém bip va tiém tinh mach vin gitt dugc tac dung trong 24h néu bio quan & nhiét dé (25

+3°C)

Céc dung dich cefepim da pha dé tiém bép va tiém tinh mach van gitr dugc téc dung trong 7 ngay néu bao quan trong tu

lanh (5£3°C).

CHONG CHI PINH

Bénh nhén m&n cam v6i thanh phén cia thude hay khéng sinh khéc thudc nhém cephalosporin.

THANTRONG

- Truée khi ding cefepim, nén kiém tra cdn than vé tién sir phan (g qué man véi cephalosporin, penicillin hay nhitng

thuéce khac.

- Khong dugc dung déng thai véi cac thudc c6 doc tinh véi than hodc thubc Loi tidu manh.

- Lakhang sinh phd rong, khong nén dung cefepim diéu trj kéo dai vi c6 thé dua dén bdi nhidm cac vi khuin khéng nhay

cam (nhu Enterococcus, Candida).

- Viém két trang gia mac thudmg xay ra khi diing khéng sinh, nén giam sét bénh nhén chat che dé phat hién kip thoi cac

trudmg hop ia chay do thuéc.

TUONG TACTHUOC

- Dung chung véi furosemid c6 thé gay diéc.

- Phan tmg glucose/ni¢u (+) tinh gid néu sir dung céc tc nhan khir trong thoi gian didu tri bing cefepim.

PHUYNU COTHAIVA CHO CON BU

Thoi ky mang thai: C6 thé dung cefepim cho ngudi mang thai, nhung c4n nhéc k¥ lgi hai cho me va cho thai nhi trudc khi

chidinh.

Thoi ky cho con bii: Mgt lugng nho cefepim tiét vao sita me. C6 3 vén dé c6 thé xay ra cho tré b sira ngudi me dung

cefepim: thay di vi khuén chi trong rudt, téc dong tryc tiép clia thudc 1én tré, tré ngai cho dénh gi4 két qua nudi cy vi

khuén cn lam khi c6 st cao. C4n theo ddi tré bi sita ngudi me ¢6 ding cefepim.

TACDONG CUA THUOC KHILAI XE VA VAN HANH MAY MOC

Thudc khong anh hudng dén qua trinh 14i xe va vén hanh may méc.

TACDUNG KHONG MONG MUON

Da s6 nhe va thoéng qua. Réi loan tiéu héa, dau diu, chéng mat, viém tinh mach hay viém tinh mach huyét khéi tai chd

tiém IV. Hiém xay ra qué mn; thay dbi huyét hoc thodng qua.

Théng bdo cho thdy thubc tac dung kh6ng mong muén gap phai khi sir dung thudc.

QUALIEU VA CACH XU TRi

Loc méu th@n nhén tao hogc loc mau qua mang bung: Loc mau trong 3 gidy s& 14y di dugc 68% lugng cefepim trong co thé.

HANDUNG  36thangké tirngay san xuét

BAOQUAN  Noikh6, mat. Tranh 4nh sang. /&,/

TIEUCHUAN TCCS.
TRINHBAY  Hopllo.

CTY CPPYMEPHARCO
166 - 170 Nguyén Hug, Tuy Hoa, Phu Yén.
WHQ - GMP
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