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Rx thuéc bdn theo don
HUONG DAN SU DUNG
THUOC BOT TIEM CEFPIROM 1G V

1. Trinh bay:

+ Hop 01 lo; Hop 10 lo:

+ Hop 01 lo + 02 éng nudc cht pha tiém Sml, san xuit tai cong ty cd phin Dugc Phim
Trung Uong 1 — Pharbaco, 160 Tén Pirc Théng — Péng Pa — Ha Noi, s6 ding ky VD —
8092 — 09, han ding 36 thang ké tir ngay san xuét.

+ Hop 01 lo + 02 éng nuéc cAt pha tiém 5ml, san xut tai Xi Nghiégp Dugc Phim 120
— Arpharma, 118 Vii Xuén Thiéu — Long Bién — Ha Ngi, s6 dang ky VD — 9182 — 09, han
dung 36 thang ké tir ngdy san xuat.

2. Cong thire :cho 1 lo.
Hoat chét : Cefpirom ( duéi dang Cefpirom sulfat) : 1g
Ta dugc : Natri carbonat :02¢g
3. Cac dac tinh dwgce hre hoce:
Cefpirom l& khang sinh cephalosporin ¢6 d¢ vimg bén cao chéng lai tac dong cua céc beta
- lactamase do ca plasmid va chromosom ma héa. Cefpirom ¢6 tac dung diét khuan do tic ché
t3ng hop thanh té bao vi khuan. Cefpirom tham nhap nhanh qua thanh té bao vi khuan va gin véi
protein lién két penicilin ndi bao (PBP) véi di luc cao. Sy lién két vi PBP ngan can tong hop
thanh té bao. Cac vi khuén c¢6 PBP bién doi, khong lién két véi cefpirom, do d6 khéng cefpirom
(cacStaphylococcus khang isoxazolyl - penicilin nhu MRSA).
Cefpirom 1a mét cephalosporin méi c6 phé tic dung rong trén céc vi khuan Gram duong va
Gram 4m. Cefpirom cé khuynh hudng it gay khang voi vi khuén Gram duong.
Phé tdc dung

- Cefpirom c6 tac dung déi vai vi khudn gay bénh Gram duong nhu Staphylococcus
aureus, Staphylococcus epidermidis, Staphylococcus saprophyticus va Streptococci nhom
A,B.C.

- Nhimg vi khudn Gram 4m quan trong. nhay cam véi cefpirom gbm c¢6 Haemophilus
influenzae, Escherichia coli, Proteus, Klebsiella va Enterobacter.Pseudomonas aeruginosa c6
do nhay cam trung gian va Enterococcus faecalis c6 d nhay cam thap.

Cac Staphylococcuskhang methicilin (MRSA), Bacteroides fragilis va cac loai Bacteroides Khac
déu khang cefpirom. Pseudomonas maltophilia, Clostridium difficile va Enterococcus

faecium khong nhay cam voi cefpirom.
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4. Cac dic tinh duge dong hoc:

Nong do dinh trung binh trong huyét thanh sau mdt liéu tiém tinh mach | g vao khoang 80
- 90 mg/l. Biéu dd dugc dong hoc 1a tuyén tinh. Thé tich phan bd 1a 14 - 19 lit va khong c6 tich
liiy sau khi cho thudc. Lién két vai protein huyét thanh dudi 10% va khong phu thude vao lidu.

Cefpirom chuyén héa & mirc do han ché. Thudc chua bién déi va cac chét chuyén héa bai
tiét trong nuGe tidu qua loc cau than va bai tiét & dng than (80 - 90% liéu ding). Khoang 30 -
50% cefpirom dugc thai trir sau 3 - 4 gioy thim tach mau.

Nira doi thai trir coa liéu 1 g cefpirom khoang 4.4 gid, va tang [én ¢ nguoi bénh suy than

nhu sau:

Thanh thai creatinin (ml/phut) >50 50-20 | 20-10 <10

Nira doi thai trir ( gio) 2,6 9,2 9.8 14,5
N Ty 1¢ gilta dd thanh thai creatinin va dg thanh thai qua than hay toan b cua cefpirom la
tuyén tinh.
5. Chidinh:

Cefpirom khong phai 1a mét khang sinh uvu tién ding ban dau, ma 1a mot khang sinh dy trir
dung trong céc trudong hop:
- Nhi&m khuén ho hip va tiét niéu c6 bién ching de doa tinh mang.
_ Nhi&m khuén huyét ¢6 ngudn gde tir duong tiét ni¢u hodc duong tiéu hoa va duge ding
phdi hop v6i khéng sinh chéng céc vi khuén ky khi.
6. Liéu dung va cach dung
o Puong dimg: Tiém tinh mach.
o Cach ding:
+ Tiém finh mach: Hoa tan toan bd lugng bot thude trong mot lo chira 1 g cefpirom véi 10 ml
nuéc vo khudn pha tiém, sau do tiém tinh mach chdm tir3 -5 phut/
+ Truyén tinh mach ngdn: Hoa tan toan bd luong bot thudc trong 1 lg chua 1 g cefpirom véi
100 ml nude vo khudn pha tiém, sau d6 truyén tinh mach trong vong 20 — 30 phut. Cac dich
truyén sau ddy 6 thé duge thay thé dé hoa tan: dung dich natri clorid 0,9%, dung dich Ringer.
dung dich dién giai chudn, dung dich glucose 5% va 10%, dung dich fructose 5%, dung dich
glucose 6% va natri clorid 0,9%.
o Liéuding: Liéu thudng dung va thdi gian diéu tri phu thudc vao loai va mirc do nhiém
khudn, va chirc nang than cia ngudi bénh.
Ngueoi lén: Lidu thuong ding 12 1 -2 g, 12 gio mot lan.
+ Truong hop nhidm khudn duomg ho hdp ¢6 bién chimg: 2 g, 12 gid' mot lan .

+ Truong hop nhiém khun dudng tiét niéu c6 bién chimg: 1 g. 12 gid' mot lan.
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+ Trudng hop nhiém khudn huyét, hoac nhiém khuén de doa tinh mang: 2 g, 12 gio mot lan.

Bénh nhdn suy théan: Trudong hop do thanh thai creatinin dudi 50 ml/phat, cin diéu chinh lidu

nhu sau:

Do thanh thai creatinin (ml/phat) | Liéu ban dau 1g sau d6 Liéu ban dau 2g sau d6

50-20 0,5g x 2 lan / ngay 1g x 2 lan / ngay

20-5 0.5g x | lan / ngay g x |lan / ngay

< 5 ( Chay than nhan tao) 0,5g / ngay + 0,25g ngay sau | lg/ ngay + 0,5g ngay sau
tham phan tham phan

- Khéng nén dinh lugng creatinin huyét thanh bang phuong phap Jaffé (pitrate) vi cho két
qua sai khi dang dung cefpirom (két qua thudng cao).

- Théng thudng, didu tri cefpirom cho céc tré em chi dugc tién hanh khi cde céch diéu tri
khac khong thé thuc hién duge trong trudng hgp cp bach. Céc liu ghi trén la dé dung cho mot
thé trong binh thuémg 70 kg. Néu that cin thiét, c6 thé tinh liéu cho tré em, dya vao cac liéu trén
cho mdi kg thé trong. Khong khuyén cdo dung cho tré em dudi 12 tudi.

Bao quan:  Sau khi pha, dung dich thudc bén vimg dudi 6 gid & nhiét d phong va dudi
24 gid 6 2 - 8°C. Dung dich ¢6 thé hoi chuyén mau trong khi bao quan, nhung néu theo ding
didu kién bao quan trén thi sy d6i mau nay khong phai la bién chét.
7.Chéng chi dinh :
Trong trudng hop di (mg/qué man véi cephalosporin.
8. Sir dung thude cho phu nir ¢é thai va cho con bu:

-Thoi ky mang thai :

Kinh nghiém lam sang trong diéu tri cho ngudi mang thai bang cefpirom con han ché.
Nghién ctru thuc nghi¢m trén sic vat khong thdy co nguy co gy quai thai.

-Thoi ky cho con bi
~ Chua c6 du sb liéu dé danh gia nguy co cho tré em. Vi vdy. nguoi ta khuyén nén ngimg cho

con b khi diéu tri véi cefpirom.
9. Tac dung khéng mong mubn (ADR)

Trong |am sang, ia chay la tic dung khong mong mudn thuong gap nhat.
Thirong gdp, ADR >1/100

-Toan than: Viém tinh mach & chd tiém.

-Tiéu hoa: Ia chay, budn nén.

-Da: Ngoai ban .

-Gan: Tang transaminase va phosphatase kiém.

-Tiét niéu sinh dyc: Tang creatinin mau.
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ft gap, 1/1000 < ADR < 1/100 j\v

-Toan than: Dau dAu, kich tmg tai ch tiém, sbt, di ing. biéng in, nhiém nim Candida.

-Mau: Tang tiéu ciu, giam tiéu cAu, ting bach ciu ua eosin.

-Tuén hoan: Ha huyét 4p .

-Thén kinh trung vong: Chong mat, mit nga, co gift .

-Tiéu hoa: Dau bung, tdo bén, viém miéng.

-Da: Ngira, may day.

-Ho hap: Kho the.

-Thén kinh: Vi giac thay ddi .

-Tiét niéu sinh dyc: Giam chirc nang than.

Hiém gap, ADR <1/1000
-Toan than: Phan g phan v€, ngl ga .
-Mau: Giam bach ciu, thiéu mau tan huyét. Tang nguy co réi loan dong mau kéo dai thdi gian

N
prothrombin lién quan téi vitamin K.
-Thin kinh trung wong: D& kich dong, 1d 14n.
-Tiéu héa: Réi loan tiéu hoa, chdy mau, viém dai trang mang gia.
-Gan: Vang da &r mét.
-Ho6 hip: Hen.
-Chuyén héa: Giam kali mau.
~Tiét niéu sinh duc: Viém am dao/cd tir cung do ndm Candida.
Chit y: C6 thé cé nguy co nhe bdi nhim cac vi khuan khdng nhay cam véi cefpirom.
Huéng dén cdch xit tri ADR
-Ngimg thudc khi gip cac ADR trén.
-Diing khang sinh thich hgp (vancomycin, hodc metronidazol) .Trong truong hop bi viém dai
\_/ trang gia mac do dung Closatridium difficile thi nén sir dung metronidazol.

THONG BAO CHO BAC SY NHUNG TAC DUNG
KHONG MONG MUON GAP PHAI KHI DUNG THUOC

10. Téc dung ciia thude khi ldi xe va vin hianh miy méc:

Céc tai liéu khong cho thiy tac dong cua thudc anh hudng d6i voi ngudi 1ai xe va van hanh
may moc ,thiét bi.
11. Twong tic thude:

Probenecid lam giam su bai tiét & dng than cua cac cephalosporin dao thai bang co ché nay, do
do 1am tang va kéo dai ndng do cephalosporin trong huyét thanh, kéo dai nira doi thai trir va tang
nguy co ddc cia nhimg thudc nay.

C6 tiém nang doc tinh vé&i than khi ding cephalosporin cung vé&i céc thube ¢ doc tinh vai
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than khéc, thi du thudc loi tiéu quai, nhit 1a & ngudi bénh da b suy chirc ning than tir trudc .
12. Thén trong :

-Trudc khi bat diu diéu tri bing cefpirom, phai diéu tra ky vé tién sir di (g cia ngudi bénh
véi cephalosporin, penicilin hodc thude khéc.

-Trong trudng hop di ting penicilin, ¢6 nguy co di tmg chéo c¢6 thé gy ra cac phan tmg trAm
trong v4i cephalosporin. D4i vdi cac nguoi bénh suy thin can giam liéu ding. C6 nguy co ting
céc phan vmg khéng mong mubn dbi voi than, néu ding cefpirom phéi hop véi cac
aminoglycosid (gentamicin, streptomycin....) va khi ding cefpirom cing véi céc thudc loi tiéu
quai .

-Trong thoi gian diéu tri ciing nhu sau diéu tri co thé ¢ ia chay ning va céap, khi dung cac
khang sinh phd rong. Day c6 thé 1a triéu chimg ctia viém dai trang mang gia. Trong truomg hop
ndy can ngimg thubc va diing khang sinh thich hop (metronidazol)

-Tranh duiing céc thude gay tdo bon.

13. Sir dung qua liéu :

Lidu cao cefpirom trong huyét thanh s& giam xudng bing thdm tich mang bung, hogc tham

tadch mau.
14. Twong ky
- Cefpirom khdng duge dung chung véi dung dich bicarbonat.

- Céc dung dich twong hop gdm: glucose 10% va 5%; fructose 5%, NaCl déng truong; glucose
6% + NaCl ding trrong; ringer.

15. Béo quan : Bao quan ¢ noi kho, dudi 30°C va tranh anh sang.

16. Han dung: 24 thang ké tir ngay san xuét.

17. Tiéu chuiin: Tiéu chuan co so.

et Thudc nay chi ditng theo sy ké don cia thdy thuéc
Doc kj hwong din sir dung trude khi ding
Mudén biét thém théng tin xin héi y kién ciia bdc sp.
Khong ding thudc khi d6 hét han, bién mau...

San xuit tai: CONG TY CO PHAN DUQC PHAM VCP -
' VCP Pharmaceutical Joint — Stock Company

Thanh Xuin — Sé¢ Son — Ha N6i
Dién thoai: 04 —35813669 Fax: 04 — 35813670

0 Ha N§i, ngdy _thang ndm 2012
-4 ) TONG GIAMBOE CONG TY
N oy PHO CUC TRUBNG \1 ey
Y VAR ~ ! _ :
c/l’;%%;{@% Vin Chank, . 4

TONG GIAM POC

s Buin Van (@my



