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Rx Thude nay chi dung theo don thude

TO HUONG DAN SU DUNG

CEFPIROM TF12 G

Cefpirom 2 g
1. TEN THUOC
CEFPIROM TF12 G
2. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO KHI DUNG THUOC
Thuée nay chi diing theo don thuoe.
Dé xa tam tay tre em.
Doc ki¥ hwdng dan sir dung triede khi dimg,
3. THANH PHAN CONG THU'C THUOC
Thénh phan hoat chdt: Cefpirom ... 2 g (dudi dang hon hop bot vo tring cefpirom sulfat
va natri carbonat)
Thénh phan td dicoe: Khong cd.
4. DANG BAO CHE
Thude bot pha tiém mau trﬁng hoac gf‘m nhur trang dung trong lo thiy tinh khong mau.
5. CHI PINH

Chi dinh nhiém khuan do vi khuan nhay cam véi cefpirom:

- Nhiém khuén duong ho hap duéi.
- Nhiém khuan duwong tiét niéu trén va dudi ¢ bién chimg.
- Nhiém khuin huyét.
- S6t giam bach ciu trung tinh.
6. LIEU DUNG, CACH DUNG
Liéu dung
Newroi 1on ¢o cliie ndng thdn binh thuong:
- Nhiém khuan dudng hé hip dudi: 2 — 4 g/ngay. chialam 2 lan. mdi lan 1 — 2 g, cich
nhau 12 gio
- Nhiém khuan duong tiét niéu:
Bién chitng nhe: 2 g/ngdy. chia lam 2 lidu, mdi lan 1 g, cdch nhau 12 gid.
Bién ching nang: 4 e¢/ngay. chia lam 2 lan, moi lan 2 g. cach nhau 12 gid,
- Nhiém khuén huyét: 4 g/ngay. chia lam 2 lan, moi lan 2 g. cach nhau 12 giov
- S6t giam bach cau trung tinh: 4 g/ngay. chia lam 2 lan. mOi 1an 2 g. cach nhau 12 gio.
Liéu dimg cho cdc ddi tiwong st dung dic bidt:

Ngueoi suy then:
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Cefpirom dugce thai trir cht yéu qua than. Trong truong hop suy thdn, nén giam liéu do

sur bai tiét chdm hon.

s A s ’A‘ - . w ” " o
P thanh thai creatinin Lieu Khuyén ciao cho chirc nang than binh thudng

>5 ‘ An/nos An/ngi
50 ml/phat | ¢ x 2 lan/ngay 2 g x 2 lan/ngay

Piéu chinh liéu

Liéu ban dau 1 g, sau d6: | Liéu ban diu 2 g, sau do6:

50 =20 ml/phut 0,5 g x 2 lan/ngay 1 g x 2 lan/ngay
20 — 5 ml/phut 0.5 g x | lan/ngay | ¢ x | lan/ngay

<5 ml/phit (bénh nhan chay | 0.5 g/ngay + 0.25 g ngay |1 g/ngay + 0.5 g ngay sau
than nhén tao) sau khi tham tach khi tham téch

Ngaroi cao tuéi: Khong can diéu chinh lidu, trir truomg hop bi suy thén.

Cich dung

- Str dung dudng tiém tinh mach.

- Tiém tinh mach vre tiép: Lugng thude chia trong 1o 1 g hodic 2 g cefpirom duge hoa
tan trong 10 hodc 20 ml nude pha tiém. sau do tiém trye 1iép vao tinh mach trong 3 dén
5 phit hodc vao phan xa ciia dng dé truyén. Doi véi ngudi suy thin, 0,25 ¢ hodic 0,5 g
cefpirom duge hoa tan tuwong (ing trong 2 hodc 5 ml nuée pha tiém.

- Tiéem n'h{vén tinh mach thoi gian ;zgﬁ:n: Hoa tan thude trong 1o 1 g hodc 2 g cefpirom
trong 100 ml ciia mdt trong cde dung dich tiém truyén tirong thich, sau dé truyén trong
20 — 30 phat.

Dung dich tiém truveén tuone thich:

Cac dung dich tiém truyén ¢6 thé duge str dung: dung dich natri clorid 0.9%. dung dich
glucose 5% va 10%, dung dich Ringer.

Hudne dan pha ché thuoc trude khi ding:

Khi hoa tan cefpirom, s€ xudt hién sui bot va nén nghiéng nhe lo (ir bén nay sang bén

kia cho dén khi cefpirom hoa tan hoan toan, khoang 5 phuit.

Diéu kién bao quan sau khi pha loang:

Dung ngay sau khi pha. Dung dich sau khi pha dat do 6n dinh trong 6 gio & nhiét do
phong va dudi 24 gior nhiét do 2 — 8°C.

7. CHONG CHI PINH

Qua man véi cefpirom, cephalosporin hogdic bat ky té dugie nao trong cong thire thude.
8. CANH BAO VA THAN TRONG KHI DUNG THUOC

Cinh bao:

- Can ngtg diéu trj vai cefpirom néu xuat hién bat ky biéu hién di tmg nao.
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- Trude khi bit dau didu tri voi cephalosporin phai didu tra ky vé tién st di tmg cia
nguoi bénh.

- Dj (g chéo gitra penicillin va cephalosporin ¢6 thé xay ra & 5 — 10%, nén:

+ BPic biét than trong khi st dung cephalosporin ¢ nhimg bénh nhian nhay cam vaéi
penileilin, can theo dai chat ch& ngay tir lan sir dung thude diu tién:.

+ Khoéng st dung cephalosporin cho nhiing bénh nhin ¢6 tién st di ing tic thi voi
cephalosporin.

+ Trong truong hop nghi ngo, can c6 bic si theo doi trong lin ding thude diu tién dé
didu trj céc phan ting phan vé ¢ thé xay ra.

+ Phan (mg qua man (soc phan v&) do penicillin va cephalosporin c6 thé nghiém trong
va doi khi gay tir vong.

Co thé xay ra tiéu chay nang va dai dang trong thoi gian diéu tri hodc vai tudn sau khi
ngung didu i voi khang sinh phd rong. Day ¢6 thé la triéu chimg cia viém dai trang
gia mac. Trong truong hop nay. can ngung st dung thube ngay 1ap tic va ¢6 liéu phap
diéu trj thich hop (nhu dung vancomycin hode metronidazol). Tranh sir dung thude tre
ché nhu dong rugt.

Bénh nhan str dung thude nhom beta-lactam, bao gdm cefpirom ¢6 nguy co méc bénh
nio (¢ thé bao gdm co giat, 1 lan, roi loan v thire hofic ctr ddng bat thuong) va dac biét
trong truong hop qua liéu hogc suy giam chirc nang than.

Than trong:

- Khi diéu tri cefpirom durge két hop vai khang sinh ¢6 kha nang gay ddc cho than (dic
biét la aminoglycosid) hodc furosemid hodc thude loi tiéu quai nh acid etacrynic, cin
theo doi chire nang than chit ché.

- O bénh nhan suy thén, diéu chinh lidu diing theo dé thanh thii creatinin (xem phan
Liéu dung, cach ding).

- Khang sinh nhém beta-lactam bao a6m cefpirom cd thé duong tinh gia xét nghiém
Coombs.

- Phan (g duong tinh gia co thé xay ra trong xét nghiém tim glucose trong nuée tiéu

vai chat khir, nhung khong xay ra khi st dung cac phuong phap glucose oxidase.

-

- Cefpirom co thé gay ting creatinin huyét thanh Khi dinh luong bang phuong phép
picrat. Do dé. nén st dung phuong phiap enzym. Néu khong thue hién phuong phép
enzym. nén ldy miu mau ngay trude khi ding cefpirom hodc sau khi ding cefpirom 6
it khi ndng do thude trong huyét thanh duge wde tinh la dudi gidi han gdy anh huong.
Khong nén xét nghiém bang phuong phap picrat khi do thanh thai creatinin dudi 50
ml/phut.

Ham lugng natri ¢6 trong thube

Thude nay ¢é chira natri, ¢6 105 mg natri/lg celpirom. Can luu v ¢ bénh nhan ¢6 ¢hé

dg an it natri nghiém ngdt.
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9. SU DUNG CHO PHU NU €O THAI VA CHO CON BU

Phu ni c6 thai:

Chua day du dir liéu nghién ctru lam sang va dir li¢u nghién ctru trén dong vat. Vi vay.,
dé dam bao an toan, chi nén ding thude néu lgi ich vugt rdi so voi nguy co.

Phu nir cho con bu:

Chua ¢6 bing chimg vé viée cefpirom ¢d thé qua sira me. Netmg cho con ba (hodic

ngung dung thude) néu tré bi tiéu chay, nhiém nam Candide hogc phat ban trén da. Chi

nén st dung thude khi danh gia gitta lgi ich cho ngudi me va nguy co xay ra cho tré bu

me.

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH
MAY MOC

Néu xudt hién cac tac dung khéng mong mudn nhu bénh ndo (co6 thé bao g{“)m co giat,

It 14n, thay doi v thire hodic cir dong bit thuwdng), bénh nhan khong nén lai xe hodc su

dung may moc.

11. TUONG TAC, TUONG KY CUA THUOC

Twong tic ciia thude

- Céc van d& do su mét can bing INR: Nhiéu truong hop tang hoat tinh ciia thude chong

ddong mau dudng udng da duge bdo cdo ¢ nhimg bénh nhan ding khang sinh. Tinh trang

nhi&m khudn hodc viém, tudi tac va thé trang cua bénh nhan co thé 1a véu 16 nguy co.

Trong nhiing truong hop nay. rit kho phan biét phan nao la do bénh Iy nhiém khudn va

phén nao la do viée didu tri gdy ra mat can bang chi s6 INR. Tuy nhién, mdt s6 loai

thube khéng sinh ¢6 lién quan nhiéu hon: nhiing thuoe nhom fluoroquinolon, nhém

macrolid. nhoém cyelin. cotrimoxazol va mot sd cephalosporin.

- Probenecid lam giam su bai tiét & dng than cta cac cephalosporin dao thai bing co ché

nay. do do lam tang va kéo dai ndng dd cephalosporin trong huyét thanh, kéo dai thoi

gian ban thai va tang nguy co doc cia nhiing thude nay.

- Co tiém nang doe tinh vai than khi dung cephalosporin ciing véi cic thude ¢ doc tinh

v6i than khac. thi du thude loi tiéu quai, nhat 1a & ngudi bénh da bi suy chire nang thén

L truoe.

Twong ky ciia thube

Cefpirom khong duogc ding chung véi dung dich bicarbonat. Khong duge tron cefpirom

voi cac khang sinh khae trong cting bom tiém hodc véi cac dung dich khac dé truyén

(dac biét quan trong dbi voi cac aminoglycosid).

12. TAC DUNG KHONG MONG MUON CUA THUOC

Phan nhém theo tan suat: rat thuong gip (ADR > 1/10). thuong gap (1/100 < ADR <

1/10). it 2dp (171000 < ADR < 1/100). hiém giip (1/10000< ADR < 1/1000) va rat hiém

2ip (ADR < 1/10000).

Trong lam sang. tiéu chay la tac dung khong mong muon thudng gap nhat.
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Phén loai theo
hé co quan

Thuong gap
(1/100 = ADR < 1/10)

it gap (1/1000 <
ADR < 1/100)

Hiém gip (1/10000 <
ADR < 1/1000)

Toan than

Viém tinh mach ¢ cho

tiém

Dau dau, kich (ng tai
chd tiém. sot. di ung.
biéng an. nhiém nam

Candida.

Phan tmg phan vé.

ngu ga.

Ti€u hoa

Tiéu chay. budn non,

non.

Dau bung. tdo bon.

viém miéng.

Roi
chay mau, viém dai

loan tiéu hoéa,

trang mang gia.

tang bilirubin méau.

Da Phat ban Ngtra, may day.
Tang transaminase va
Gan phosphatase Kiém, Vang da (r mat

Viém am dao/cd

Tuan hoan

Tiét ni¢u. sinh C e Giam  chiec ning 4
Téng creatinin mau X cung do nam
duc than. . s
' Candida.
Tang tiéu cau, giam | _ . 5 &
: o o _ Giam bach cau. thicu
Miu tiéu cau, tang bach

cau wra eosin.

mau tan huyét.

Ha huyét ap

Than kinh trung
rong

Choéng mat, mét ngu,

co giat.

Dé kich dong, 10 1an.

Ho hap

Kho tho

Than Kinh

Vi giac thay doi

Hen

Chuyén hoa

Giam kali huyét

Chi y: C6 thé ¢ nguy co nhe boi nhiém céac vi khuan khéng nhay cam véi cefpirom.

Hudng dan cach xu tri ADR

- Ngtmg thuoc.

- Dung khang sinh thich hgp (vancomycin hodic metronidazol).

Néu gip phii cde phan rng ¢6 hai khi siv dung thuoe, bénh nhan can phai thong

bdo cho béc sy, duwge sidé duge tu van va bio cido cic phian img ¢ hai cia thuoc

vé Trung tim Théng tin thude va Theo ddi phin dimg ¢o hai ciia thube.
13. QUA LIEU VA CACH XU TRI

Bénh nhan st dung thude nhom Beta-lactam. bao gom cefpirom. ¢6 nguy co mic bénh

ndo. dac biét trong truong hop diung qua liéu hodic suy gidm chire nang than.
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Tham phan phic mac va tham tach mau c6 thé 1am giam ndng dod cefpirom trong huyét
thanh.

14. CAC PAC TiNH DUQC LUC HQC

Nhom duge Iy: Nhom khang sinh cephalosporin thé hé 4.

Ma ATC: JOIDEO2

Pho hoat tinh khane khuan:

Cefpirom ¢6 tac dung diét khuan do (e ché tong hop thanh té bao vi khuan. Cefpirom
tham nhap nhanh qua thanh té bao vi khuan va gan véi protein lién két penicilin ni bao
(PBP) véi i luc cao. Su lién két voi PBP ngan can tong hop thanh té bao. Céac vi khuan
c6 PBP bién ddi, khong lién két voi cefpirom, do do khang cefpirom (cdc
Staphyilococcus khang isoxazolyl-penicilin nhu MRSA).

Cefpirom c6 d6 bén virng duge cai thién ddi vai beta-lactamase do giam i luc giin vao
cic enzym ndy. Pho khang khuin duoe mo rong. bao gdbm cac vi khuan Gram duong,
nén cefpirom duge coi la mot cephalosporin thé hé 4. hoat phé twong tu nhu cefotaxim,
nhung in virre ¢6 tac dung manh hon véoi Staphylococci, mot s Enterococci, mot s6
Enterobacteriaceae va Pseudomonas aeruginosa. Cefpirom kém tac dung hon
ceftazidim déi v6i P. aeruginosa.

P6i véi true kKhuan Gram am, tac dung in vitro cua cefpirom thuomg tuong tw nhu
cefotaxim, trir Enterobacter, Serratia, Acinetobacter vi Providencia nhay cam hon vai
cefpirom. Doi véi Pseudomonas aeruginosa, tic dung ciia cefpirom manh hon so voi
piperacilin, cefoperazon, cefotaxim va moxalactam, nhung kém hon so véi ceftazidim,
imipenem va aztreonam, ciprofloxacin hodc pefloxacin. Tac dung ctia cefpirom ddi véi
Enterobacteriaceae khang aminoglycosid manh hon so véi cefotaxim, ticarcilin hodc
piperacilin.

D&i voi Streptococcus faecalis, cefpirom ¢6 tac dung manh hon so véi da 56
cephalosporin khac nhung kém ampicilin, piperacilin, azlocilin va ciprofloxacin.
Cefpirom c6 tac dung d6i vai vi khuan gdy bénh Gram duong nhu Staphylococcus areus
nhay cam vai methicilin, Stapinlococcus epidermidis, Staphylococcus saprophyticus va

Streptococci nhom A, B, C.

Nhimng vi khuin Gram dm nhay cam véi cefpirom eom ¢o Haemophilus influenzae,
Escherichia coli, Proteus, Klebsiella va Enterobacter. Pseudomonas aeruginosa ¢o d
nhay cam trung gian va Enterococcus faecalis ¢6 d§ nhay cam thép.

Cac Staphviococcus khang methicilin (MRSA), Bacteroides fragilis va cac loai
Bacteroides khiac déu khang cefpirom. Pseudomonas maltophilia. Clostridium difficile
va Entercococcus faecium khong nhay cam vai cefpirom.

15. CAC DAC TINH DUQC PONG HQC

Hap thu

Cefpirom duoc hap thu it qua duong tiéu hoa nén ding theo duong tiém, t6i 92 — 98%
hiip thu theo dudng tiém bip. Nong dé dinh trung binh trong huyét thanh sau khi truyén

6/8

A
2\

Y
(& g
=

=
e O
n O

Yy ,



https://trungtamthuoc.com/

tinh mach mét lidu duy nhét 1 g vao khoang 80 — 100 meg/ml sau 3 phut, 3 meg/ml sau
8 gio va 0.8 — 1,3 meg/ml sau 12 gio. Sau khi tiem bip véi liéu 1 g cefpirom cho ngudi
tinh nguyén khoe manh, ndng dé dinh trong huyét tuong dat duge Khoang 32 meg/ml
sau 1,5 gio, giam xudng gan 1 meg/ml sau 12 gio. Biéu dé duge dong hoc la tuyén tinh:
Nong do thude trong huyét thanh ty 1¢ thudn voi liéu thude da dung.

Cefpirom lién két dudi 10% v6i protein huyét thanh va khong phu thude vao liéu. Thude
khong tich 1oy sau khi tiém nhiéu lan cefpirom (1 -2 gtiém tinh mach 2 lan/ngay trong
4 — 5 ngay).

Phin b

Cefpirom duge phéan bé rong rai vao cac mo va dich co thé. Thude vao dich mun nudc.
ni¢m mac phé quan. dich néo tuy, mz"]l_. mo luyén tién liét va phén bé rat 1ot vao dich
phiic mac. Thude vao duge sira me. Thé tich phan b6 1a 14 — 19 lit.

Chuyén hoa

Cefpirom chuyé‘n hoa ¢ mire do han ché tai gan va cho déan chat khong c¢o hoat tinh.
Thai trir

Cefpirom bai tiét chi yéu qua than: 80 — 90% lugng thude di ding duge tim thay dudi
dang khéng dbi trong nude tiéu. Thoi gian ban thai cta cefpirom vao khoang 2 gidr va

kéo dai & ngudi bénh suy than nhu sau:

Cler (ml/phat) > 350 50-20 <20-10 <10

tn |

Thoi gian ban thai 2,6 9.2 9.8 14,

Cin phai thay doi lidu dung cefpirom tiy theo mie dd suy than, khi do thanh thai

creatinin thap hon 50 ml/phat.

Cefpirom dugc thai trir mot phin qua thim tach mau: 30 — 50% luong cefpirom duge

thai trir sau 3 — 4 gio thim tach.

Ngudi cao tudi: Trén 65 tu6i kem theo Cle trung binh [a 44 ml/phut (18 — 96 ml/phat).

sau khi tiém tinh mach voi liéu lap lai 1 g va 2 g, nong d toi da & trang thii can bing

tang theo thir tu 127 mg/lit va 231 mg/lit. Thoi gian ban thai sau khi cho cung licu dat

theo thir ty 4.4 giorva 4.5 gio. Thoi gian ban thai tang Lién quan dén suy giam chire ning

than.

16. QUY CACH PONG GOI

Hop 1 lo. hop 10 1.

17. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

Pidu kién bao quan: Noi kho, nhiét do khong quéa 30°C. Tranh anh sang.

Han diing: 36 thang k& th ngay san XUt

Tiéu chuan chat lwong: Ticu chudn co so
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18. TEN, PIA CHI CUA CO SO SAN XUAT
- Cong ty ¢d phin Trust Farma Quée Té
/(G)'j S 36 Dai 16 Hiru Nghi. Khu Cong Nghiép Viét Nam-Singapore.,
phuong Binh Hoa, Thanh pho Thuin An, Tinh Binh Duong.

bién thoai: (0274) 3 766 790 Website: www.tfipharma.com

Ngay 10 thang 02 nam 2025

Pai dién hop ph‘ip ci’m co SO (Ts“mg ky

CN TH| THU HIEN
'Il'lm‘ng phong Piang ky
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