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NHAN LO PIMFEXIN

Kich thuoc: —pr

Dai : 71 mm | CUC QUAN LY DUGC
—_— —

Cao : 30 mm | DAPHEDUYET
| Lan dau:4%/..5...0..2044

'/ e ‘ .................

/" Thanh phén:
M&i lo chita cefepim 1g.
Chi dinh, cach diing, chéng chi dinh:
Xem t& hudng dan st dung.
Bao quan: Dé noi kho rdo, tranh dnh
| sang, nhiét dé khéng qua 30°C.

RX Thuéc ban theo don

|  SDK/Reg.No.: AN Ccfepime for injection, USP =4
| BOT PHA TIEM - TB /TM '
£8 s
San xuat bai: CTY CP DP GLOMED tuong duong 1 Sy o
B 59 Dai L6 Ty Do, véi cefepim g 528
B N Viet Nam - Singapore, o b
Thuén An, Binh Duong. Powder for injection LM./LV.  ©

Ngay % thang /' nam 20 /3
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NHAN HOP PIMFEXIN

Kich thudec:

Dai : 38 mm
Rdng: 36 mm
Cao 72 mm
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& Thuéc bén theo don

PIMFEXiN,

"/ Cefepime for injection, USP I

BOT PHA TIEM
Tiém bép - tiém tinh mach

Tuong duong
vdi Cefepim

S

Hép1lo

THANH PHAN:

M&i lo chita: Cefepim 1g (dudi dang
hén hop bt vd khudn ciia cefepim
hydroclorid va arginin)

CHI BINH, CACH DUNG, CHONG
CHI BINH:
Xem t& hudng dan st dung.

BE XA TAM TAY CUA TRE EM.
DOCKY HUGNG DAN SU DUNG
TRUGC KHI DUNG.

BAO QUAN:
Dé& nol khd rdo, trdnh dnh sdng,
nhiét dé khéng qud 30°C.

TIEU CHUAN: USF 34
SDK:

Sin xudt béf:

CONGTY c6 PHAN DUOIC PHAM GLOMED
294 Bai L6 Tu Do, KCN Viét Nam - Singapore,
Thudn An, Binh Duong.

|

Ngay 12 thangi( nim 201L
~_P. Téng Gidm Béc

& Prescription only

PIMFEXiN)

S Cefepime for injection, USP Y
POWDER FOR INJECTION

Intramuscular - intravenous

Equivalent
to Cefepime

b

1 vial/box

i

5010 5x / Batch No.:
NSX / Mfg. Date
HD / Exp. Date

COMPOSITION:

Each vial contains: Cefepime 1g {asa
dry sterile mixture of cefepime
hydrochloride and arginine)

INDICATIONS, METHOD OF USE,
CONTRAINDICATIONS:
Please refer to the package insert.

KEEP OUT OF REACH OF CHILDREN.
READ CAREFULLY THE LEAFLET
BEFORE USE.

STORAGE: Store at the temperature
not more than 30°C, in a dry place,
protect from light.

SPECIFICATION: USP 34
REG.No.:

Manufactured by:
GLOMED PHARMACEUTICAL COMPANY, Inc.
29A Tu Do Boulevard, VSIP,

Thuan An, Binh Duong.
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HUGNG DAN SU DUNG THUOC

PIMFEXIN

Cefepim hydroclorid
Bijt pha tiém

1- Thanh phén

M3i lp chira: Cefepim 1g
(Dudi dang hén hop bit v khuén chira cefepim hydroclorid va arginin)

2- Mb ta san phim

PIMFEXIN ding dé pha tiém 12 mét hn hop bét v6 khuan cia cefepim hydroclorid va L-arginin, trong d6 chira tir 90-115% cefepim so véi lugng ghi trén nhin, L-arginin
véi nong 46 khoang 725 mg/1 g cefepim dugc thém vao dé diéu chinh pH cia dung dich tao thanh trong khoang 4,0-6,0.

Cefepim hydroclorid 1a khang sinh ban téng hop phd réng, thude nhém cephalosporin, duge ding bing duémg tiém. Tén héa hoc 1a: 1-[[(6R,7R)-7-[2-(2-amino-4-thiazolyl)-
glyoxylamido]-2-carboxy-8-ox0-5-thia-1-azabicyclo[4.2.0] oct-2-en-3-yl]methyl]-1-methylpyrrolidin clorid, ?’-(Z}-(O-melhyloxim}, monohydroclorid, monohydrat twong
img véi cong thire cdu tao dudi diy:
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3- Duge lye hoe va duge djng hoc

Durge lyre hpe

Cefepim la thube khang sinh ban tdng hop phd réng nhom cephalosporin thé hé thir te. Thude c6 tac dyng diét khuin do irc ché téng hop thanh té bao vi khudn. Cefepim c6
phé téc dung in vitro rong gbm hiu hix céc vi khudn Gram duong va Gram &m, Cefepim c6 di lyc thip ddi véi cac beta-lactamase ma héa chromosom. Cefepim d& khang cao
déi voi sir thiy gidi ciia hiu hét cdc beta-lactamase va c6 kha ning thim nhép nhanh véo trong thanh té bdo vi khuin Gram dm.

Déi véi cdc cdu khudn Gram duong, cefepim c6 hoat tinh tuong ty cefotaxim bao gom cé ty ciu khudn (trir Staphylococeus aureus khing methicilin) va lién cdu khuin. Déi
véi vi khudn dudmg rudt, thude co phd tac dung rong hon so véi cac cephalosporin khac, ké ca tac dung chéng lai céc ching sinh beta-lactamase ma hoa chromosom nhw
Enterobacter spp. va Proteus vulgaris. D8i véi Pseudomonas aeruginosa, thudc 6 hoat tinh twong duong hodc hoi kém hon so véi ceftazidim, méc di vy thude cé thé co
hoat tinh trén mét s& ching vi khudn d& khang véi ceftazidim.

Durge djng hpc

Cefepim dirge ding theo ditmg tiém duéi dang hydroclorid. Thude hip thu nhanh va héu nhir hoan toan qua dudmg tiém bip va ndng d dinh trong huyét twong dat khoang
14 microgram/ml va 30 microgram/ml sau 1,5 gi& ding cac liéu twong (mg 500 mg va 1 g. Trong véng 30 phit khi tiém tinh mach céc lidu twong tw, ndng dd dinh trong
huyét twomg dat dirge 1a khoang 40 microgram/ml va 80 microgram/ml. Nira déi ctia thude trong huyét twong khoang 2 gitr va kéo dai hon & nguéi suy thin. Khodng 20%
cefepim gin két véi protein huyét twong.

Cefepim duge phan bé rng khip cac mé va dich co thé. Thude dat ndng 44 cao trong mét. Thudc hién dién trong sira me véi ndng dd thip.

Cefepim duge thai trir chi yéu bai thin va khoang 85% liéu ding duge tim thdy trong nude tiéu dudi dang khdng ddi. Cefepim b loai bo bing thim phin méu.

4- Chi djnh
Didu tri c4c nhidm khuén ning do cac vi khuin nhay cam véi thude, gdm:
- Nhiém khudn nding dudmg niéu c6 bién chimg (ké ca viém bé thin).
- Viém phdi ning ¢6 kém theo nhifm khudn huyét do cac ching nhay cam véi thube.
- Nhi&m khudn niing & da va cdu triic cia da do cic ching Staphylococcus aureus nhay cam voi methicilin va do cac ching Streptococcus pyogenes nhay cam vai cefepim.

5- Liéu diing va cich ding

Liéu diin
Negwoi J'drng: Liéu thong ding déi véi nhidm khudn nhe dén vira tir 1 - 2 g/ngay, chia lam 2 lén, truéng hop nhiém khudn nang nén tang liéu 4 g/ngdy chia lam 2 lin, mic du
vily trong diéu tri gidm bach cAu trung tinh gy sét co thé tang lidu dén 6g/ngay chia lam 3 lin.
Bénh nhén suy than: Nén giam lidu cefepim ddi véi bénh nhn suy thin. Sau lidu diu théng thuéng, lidu duy tri nén duge diéu chinh tiy thuje vio 43 thanh thai creatinin cia
bénh nhin v mirc 46 nghiém trong cua tinh trang nhim khuén:

- D4 thanh thi creatinin tir 30-60 ml/phit: 0,5 - 2 g cach m3i 24 giv (2 g cdch mdi 12 gits trong trwomg hop gidm bach cdu trung tinh gdy sbt).

- D§ thanh thi creatinin tir 11-29 mU/phit: 0,5 - 1 g cach m3i 24 gi¢ (2 g cich mdi 24 gits trong trwomg hop giam bach cdu trung tinh gy sbt).

- D§ thanh thi creatinin < 10 mi/phat: 250-500 mg cich mi 24 gitr (1 g cach mdi 24 gitr trong trutmg hop giam bach ciu trung tinh gay sét).
Tré em trén 2 thdng tudi vé cdn ndng dudi 40 kg: 50 mg/kg, ngdy 2 lan, Truomg hop giam bach ciu trung tinh gdy sot: 50 mg/kg, ngay 3 ldn.
Cich ding
Duimg tiém bdp: Pha hdn hop bt vd khudn véi mdt trong céc dung méi twong hop sau: Nude vd khuén pha tiém, dung dich natri clorid 0,9%, dung dich dextrose 5% pha
tiém, lidocain hydroclorid 0,5 hoiic 1%, Dung dich thu duge dugc ding dé tiém bép sau.
Puecmg tinh mach: Pha hdn hop bdt vo khuin véi mt trong céc dich truyén tinh mach tuong hop sau: Dung dich natri clorid 0,9%, dung dich dextrose 5% pha tiém, dung
dich Ringer lactat va dextrose 5%. Dung dich thu dwge dugc tiém tinh mach chim tir 3 dén 5 phat hogc truyén tinh mach trong khoang 30 pht.

Cdch pha cdc dung dich cefepim:

Lo Thé tich dung | Thé tich xip xi | Néng a5
méi thém vao sau khi pha cefepim

lg
10 ml 11,3 ml 100 mg/ml

(Tiém tinh mach)

|

. 50-100 ml 50-100 ml 10-20 mg/ml
(Truyén tinh mach)
1 g (Tiém bip) 24 ml 3,6 ml 280 mg/ml

Tinh tweng hgp vi lru ¥ khi sir dyng

Cac dung djch cua cefepim, gibng nhur hiu hét dung dich céc khang sinh beta-lactam, khong nén thém vio dung dich ampicilin (& néng 43 cao hon 40 mg/ml), metronidazol,
vancomyein, gentamicin, tobramycin, netilmicin sulfat, hogc aminophilin vi c¢é thé xay ra twong ky.

Cefepim twong hop véi céc dung dich hogc dung mdi sau: Nude vd khuén pha tiém, dung dich natri clorid 0,9%, dung djch dextrose 5% pha tiém, lidocain hydroclorid 0,5
hodc 1%, dung dich Ringer lactat va dextrose 5%.

6- Chéng chi dinh

Bénh nhén 6 tién sit qué min véi cdc khang sinh thuge nhém cephalosporin hojc véri bat ki thanh phin ndo eda thube.
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7- Lwru ¥ v thin trong
Chura xic dinh dirge tinh an toan va hiéu qua cia thudc & tré dudi 2 thang tudi,

| Truée khi bt ddu diéu trj bing cefepim, phai diéu tra ky vé tién sir dj img ciia ngudi bénh véi cephalosporin, penicilin hodc thudc khic.

Ngudi dj img véi penicilin c6 thé ciing s& dj img voi cephalosporin. Nén thit cén thin khi ding cefepim cho nhimg bénh nhin nay.
Nén ding cefepim thin trong trén ngudni bénh suy thin va cdn gidm lidu ding,
Diing cefepim dai ngay 6 thé lam phét trién qua mirc cdc vi khudn khéng nhay cam, va ciing nhu voi céc khang sinh phéd rong khc, viém dai trang mang gia ¢6 thé xiy ra.

Sir dyng trén phy nir c6 thai va cho con bi: Khang c6 céc nghién ciru ddy di va cé kiém sodt vé sir dung cefepim trén phy nir ¢6 thai. Do cac nghién ciru vé kha nang sinh
san trén dong vat khdng phai lic nio cling dy doén duge dép img trén ngudi, chi nén ding thude nay trong thai ky néu thay thét cén thiét. Cefepim dugc bai tiét trong sita me
véi ndng 44 thép (0,5 meg/ml). Nén thin trong khi chi dinh cefepim cho phy ni¥ cho con bi.

Anh hwémg trén khi niing lii xe va vin hainh miy: Khong c6 dir lidu thich hop.

8- Tuwong téc cia thude véi ede thude khdc va cde logi twong tic khic

Cefepim c6 thé lam tang kha nang gdy déc trén thin va trén tai cia khang sinh nhom aminoglycosid.
Dung cefepim ddng thiri véi cae thude loi tiéu manh nhir furosemid ¢6 thé gy doc trén thin va diéc.

9- Téc dyng khéng mong mudn

Thuémg gép:
- Tiéu hoa: tiéu chay.
- Da: Phat ban, dau chd tiém.
ft gap:
- Toan thin: S6t, nhirc dau.
- Mau: Tang bach ciu wa eosin, mit bach cdu hat, test Coombs tryrc tiép duong tinh ma khdng c6 tan huyét,
- Tufn hodn: Viém tic tinh mach (néu tiém tinh mach).
- Tiéu hoa: Budn nén, nén, Candida & miéng.
- Da: May day, ngira.
- Gan: Ting céc enzym gan phyc hdi dugc.
- Thén kinh: Dj cam.
Hiém gap:
- Todn thin: Phan img phan vé, phi, chong mét.
- Méu: Giam bach cdu trung tinh.
- Tuén hoan: Ha huyét 4p, gidn mach.
- Tiéu héa: Viém dai trang, viém dai trang gia mac, dau byng.
- Thén kinh: Chugt rit.
- Tém thén: L lin,
- Co - xwong: Pau khop.
- Tiét niéu-sinh dyc: Viém dm dao.
- Mit: Nhin mé.
- Tai: i tai.
Newng st dung va hoi y kién bdc sTnéu: Xult hién dj img hodc phan img qué min nghiém trong, viém dai tring mang gia.

Théng bio cho bic sT nhimg tic dyng khdng mong mudn giip phii khi ding thudc.
10- Qui lidu va xir tri

Trigu chimg: Tinh trang qué liéu cAp da xay ra khi ding lidu Ién cho bénh nhin suy thin. Triéu chimg qu4 liéu bao gdm bénh ndo (rbi loan ¥ thirc gdm 14 1An, do gie, trang
théi simg s, va hon mé), rung gidt co, dong kinh, va kich thich thn kinh co.

Xir trl: Bénh nhén diing qué lidu nén dugce theo ddi cdn than va diéu trj hd tro. Trong truémg hop c6 suy thin, thim phan méu d
11- Dgng bao ché va déng géi i
Hép 1 lo bét pha tiém.

12- Biio quin

Trudce khi pha, bao quan bit khd & nhiét 46 khong qua 30°C, tranh nh sing.
Dung dich da pha nén diing ngay hodc phai béo quan trong tii lanh (2-8°C) khéng qué 12 gi¢r néu cén.

13- Tiéu chuiin chit lwgmg: USP 34.
14- Han ding: 24 thang ké tir ngdy san xuét.

ge chi dinh gitp loai bo cefepim khéi co thé.

THUOC BAN THEO PON
DE XA TAM TAY CUA TRE EM )
PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Sl

San xuft boi: CONG TY €O PHAN DUQC PHAM GLOME% % %?

Dia chi: 29A Dai 16 Ty Do, KCN Viét Nam — Singapore, thj x3 Thugn An, tinh Binh
DT: 0650. 3768824 Fax: 0650. 3769095
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