Rx Thubc ké don
CEFPIBOLIC-1000

(Cefpirom 1.0 g)
[Thanh phn] M3i lo c6 cha:
Cefpirom sulfat v khudn tuong duong Cefpirom ... lg
Téa duge: Natri carbonat khan
(M té]
Bot mau tréng hofic tring nga trong lo thity tinh khéng mau,

[Chi djnh]
Chi dinh Cefpirom trong nhiém khuin do céc vi khuén nhay cim:
Nhiém khudn dudmg hd hap dusi (viém phé quin phéi, viém phdi thiy)
Nhiém khudn dudng tiét niéu trén va dudi c6 bién chimg (viém bé thiin)
Nhiém khudn da vi md mém (viém m té bdo, dp xe da, nhidm khudn vét thirong)
Nhiém khuén & b¢nh nhin gidm bach chu (ngoai trir cdc nhidm khudn gay ra do Pseudomonas
aeruginosa) va bénh nhin suy gidm mién dich.
Nhiém khuin huyét
Nhiém khuén niing & nhimg bénh nhan cin chiim séc dic biét.

[Litu diing & Cich diing)

Liéu ding va cich ding ty vio mirc 43 nhifm khuan, mirc % nhay cam cita vi khudn va tinh trang,
chirc nang thin cia bénh nhan. Ngodi chi dinh déc biét khac, liéu ding sau day dugc chi dinh cho
bénh nhén trromg thanh ¢6 chirc nang thin binh thuong: xem bang 1:

Chi djnh Liéu ding (g) Khoang céch licu Tong liéu hang ngay
(gid) (2

Nhiém khuin dudng tiét 1 12 2

niéu trén va dudi c6 bién

chimg ’

Nhiém khuan da va mé 1 12 2

mém

Nhiém khuan dwong ho 1 hodc 2 12 2 hoiic 4

hip duti :

Nhiém triing huyét, nhidm 2 12 4

khuin nding & bénh nhan

céin chim soc dc biét.

Nhiém khudn & bénh nhan 2 12 4

gidm bach ciu/suy giam

mién djch

Trudmg hop nhiém khudn da va mé mém, nhiem khuin dudmg tiét ni¢u, licu duy nhat c6 the ting lén

2 g khi ¢ mirc d ning.
Bénh nhan suy thin: gidm lidu & bénh nhin suy thin. Liéu khuyén cao nhw bang sau:

Chirc nang than binh thuéng: | Nhiém khuin mirc d§ nang Nhiém khuan de doa tinhh

g “| mang
>50ml/phit 1g x 2 lan/ngay 2g x 2 lan/ngay
50ml/phat 1g lidu diu tién 2g liéu du tién
Sau dé: : Diéu chinh Liéu Dicu chinh liéu
50-20ml/phiit 0,5g x 2 lan/ngay 1g x 2 lin/ngay
20-5mbl/phat 0,5g / ngay lg / ngay
<Sml/phat 0,5g/ngdy + 0,25g ngay sau lg/ngdy +0,5g ngay sau khi
(bénh nhén thim phan mau) khi thdm phin méu thém phan mau
Chi dinh liéu duy tri tity vao dg thanh thai creatinin

Licu khdi ddu nhu binh thudmg
Liéu duy tri:
D¢ thanh thai Creatinin
Liéu duy trk: D§ thanh thai creatinin 20-50mUphit: 0,5g x 2 Iin /ngay
D0 thanh thai creatinin 5-20mUphat: 0,5-1g / lin / ngay
D0 thanh théi creatinin < Sml/phit: 0,5-1g / ln /ngay
Bénh nhan thim phén méu, chi dinh thém 0,25-0,5g ngay sau khi thim phén mau
Tiém tinh mach: Hoa tan 1 lo thubc Cefpirom Ig trong 10ml nuéc cit pha tiém. Tiém trong
théi gian 3-5 phit trye tiép vio tinh mach hofc vao phin xa ca éng théng tiém truyén co
khéa.
Truyén tinh mach trong théi gian ngén: hoa tan 1 lo Cefpirom 1g vao 100 ml nuée cht pha
tiém va truyén trong théi gian 20-30 phit, Céc dung dich sau c6 thé ding pha dich tiém
truyén: dung dich NaCl diing truong, dung djch Ringer's, dich truyén dién gidi chudn, dung
dich glucose 5% va 10%, dung dich fructose 5%, dung dich NaCl diing trwong + glucose 6%.



Thii gian didu tej thy vito dip img didu trj cita benh nhin, Nén tiép tuc chi dioh thudc thém it hdt 3
ngéy sau khi nhit 49 co thé tro lai binh thutmg va céc triéu chimg bénh suy gidm.
|Chéng chi djnh)
-Bénh nhin mén cdm véi khang sinh nhém cephalosporin
-Phy nit mang thai. Phy ni¥ dang cho con bi
[Thin trong|
-Chn thiét phai ngung didu tri Cefpirom néu phan img dj img ti pht. Didu tra ky tién sir dj img ciia
bénh nhéin trude khi chi dinh khing sinh nhém cephalosporin, do phan img chéo gitta penicillin va
cephalosporin 14 5-10% trudmg hop.
-Chi dinh thén trong cephalosporin & bgnh nhin mfin cam véi khing sinh nhém penicillin.
-Trong trudmg hgp nghi ngd, cin sir theo ddi chit ché cita bac s¥ trong lan chi dinh dAu tién dé didu
trj ngay phan img qud min cim c6 thé xdy ra (43t ngdt va trkm trong) va din dén sbc de doa tinh
mang. 0
Kiém tra chitc ning thin trong thoi gian déu tri két hop cefpirom vA céc thudc loi tiéu nhém
furosemid hoiic acid ethacrynic vi cc thubc cé tiém &n gdy ddc than nhu khing sinh aminoglycosid.
Trrémg hop chirc niing thn gidm, diéu chinh liéu dimg theo d§ thanh thai creatinin.
-Kiém tra s8 ugng té bio mau néu viéc didu tri cefpirom trén 10 ngay.
-Tiéu chiy trAm trong hodic kéo dai xdy ra trong thoi gian diéu trj khing sinh phd rong hogc nhimg
tudn sau khi ngung diéu tri. Day c6 thé 12 trigu chimg cla viém dai tring mang gia (héu hét cac
truémg hop do clostridium difficile). Triéu chimg ndy hiém x4y ra véi cdc cephalosporin, cé thé de
doa tinh mang.
-Ngay ca nghi ng&r viém dai trdng méng gid, 'larn dimg ngay chi dijnh cefpirom va 4p dung phwong
phap didu trj thich hop triéu chimg ndy. Céc thude e ché nhu ddng rudt (liét rudt) ciing khéng dwrge
sir dung trong trudomg hop ndy.
-Tré em: Kinh nghi¢m lam sang trén tré em chura duge xéc Iap.
[Twong tic v6i cic thube khic, cic dang tuong tae khac]
-Probenecid 1am gidm sy bai tiét & dng thin cia cic cephalosporin dao thai bing co ché ndy; do d6
lam tang va kéo dai ndng d& cephalosporin trong huyét thanh, kéo dai nira dé)i thai trir va ting nguy
co ddc cia nhimg thude nay.
-Mic dit khong c6 bing chimg cefpirom gay ddc tinhh trén chirc ning thin & lidu didu tri, khang sinh
cephalosporin ¢6 tiém &n gy d¢c tinhh trén thin khi chi djnh két hop véi céc thudc nhu
aminoglycosid hofic céc thude lgi tiéu quai, nhét 1A & ngudi bénh di bj suy chire ning thin tir trude,
-Duong tinhh gia trong thir nghiém Coomb’s cd thé xay ra trong sd it trdmg hop. X4c dinh glicose
niéu bing phuong phip khéng enzym cho két qua duong tinhh gid. Vi vdy, trong thoi gian diéu tri
cefpirom, cin xéc dinh glucose niéu bing phuong phép enzym.
-Cefpirom cho phan (g duong tinh gid khi dinh lugng creatinin bing phwong phap picrat. Cin dp
dung phuong phap enzym dé trénh két qua duong tinh gid. Néu khong c6 sin phuong phap ndy, miu
méu nén duge tién hanh ngay trudc hodc khong sém hon 6 gid sau khi chi dinh cefpirom. Khéng 4p
dung phuong phép picrat & bénh nhan c6 4§ thanh thai creatinin dwéi S0ml/gic.
[Phy nir c6 thai, phu nir cho con bi]
Phy nir c6 thai:
Mic dil cdc thir nghigm trén sic vat khong thiy bét thwong hojic ddc tinh trén bao thai. Khong chi
dinh cefpirom cho phy nir mang thai do tinh an todn trén phy nit mang thai chua duge thiét 1ap.
Phu nir cho con bt :
Tinh an toan trén phy nir dang cho con ba chura dugc thiét 14p. Do d6, phy nit dang thei gian cho con
bl nén ngung diéu trj thudc ndy
[T4c dgng ciia thudc khi 14i xe va vin hanh may méc]
Chn thin trong khi I4i xe hay ven hanh may méc vi thudc c6 thé giy chong mit, mAt ngd, co gidt.

.

[Thc dyng ngosi ¥|
Trong lim sing, ia chay 14 tac dyng khdng mong mué::l thudmg gip nhit.
Thutmg gip, ADR >1/100
Todn thin: Viém tinh mach & chd tiém.
Tiéu héa: fa chiy, budn ndn.
Da: Ngoai ban.
Gan: Ting transaminase vd phosphatase kiém.
Tiét ni¢u sinh dyc: Téng creatinin mau.
ft géip, 1/1000 < ADR < 1/100
Toin thin: Dau dAu, kich tmg tai ch tiém, sét, dij tmg, biéng in, nhidm ném Candida.
Miu; Téng tiéu chu, giam tiéu chu, ting bach clu va eosin.
Tulin hoan: Hyp huyét ap.
Thiin kinh trung wong: Chong mit, mit ngu, co gift,
Tiéu hoa: Pau byng, tdo bon, viém mi¢ng.
Da: Ngira, may day.
HO hlp: Kho tho,
Thin kinh: Vi gidc thay dbi
Tiét nidu sinh dyc: Gidm chire ning thin.
Hiém gip, ADR <1/1000



Todn thin: Phan img phin v§, ngil gi.

Miu: Gidm bach ciu, thiéu méu tan huyét.

Thén kinh trung wong: D& kich ddng, ki in.

Tiéu héa: R loan tiéu héa, chiy méu, viém dai tring mang gid.

Gan: Ving da & mit.

Hé hép: Hen.

Chuyén héa: Gidm kali mau.

Tiét ni¢u sinh duc: Viém dm dao/cd tir cung do nim Candida.

Chi 3= C6 thé ¢6 nguy co nhe bi nhiém céc vi khudn khdng nhay cim véi cefpirom.

Hudmg ddn cdch xi tri ADR

Nigimg thudc.

Ding khing sinh thich hgp (vancomycin, hofic metronidazol).

Théng bdo cho bdc sy bt ky tic dung ngogi y ndo xdy ra khi diing thudc nay.

[Qui lidu]

Cephalosporin ¢6 thé giy nhiém toan chuyén héa thuin nghich. Thim phin phic mac va thim phin
méu ¢ thé lAm gidm ndng d¢ cefpirom trong mau.

[Pic tinh dugc lyc hoc]

Co ché tic dng:

Cefpirom 14 khang sinh nhém cephalosporin bén vimg véi lactamase. Cling nhu mt beta-lactam,
thubc tic dung bing cich ngin tdng hop thinh té bdo vi khudn, peptidoglycan. Cefpirom i mét
khéng sinh di¢t khuin ndng d thip trén céc vi khudn gram im v gram dwong phé rong do thude
thim nhp nhanh vio thanh té bao vi khudn v ¢é i lyc cao véi protein lién két penicillin ni bio
(penicillin-binding proteins).

Cegairomn‘\t bén vimg ch&ng lai téc dong cla céc beta-1 do cd plasmid va chr mil
hoa.

Hoat tinhh khing khudn:

Céc vi khudn sau nhay cim in vitro v6i cefpirom:

-Vi khuin Gram duong: Staphylococcus aureus (bao gdm chiing khing penicillin), Staphylococcus
spp. &m tinhh coagulase (bao gdm chiing khing penicillin nhung khdng khing methicillin),
Streptococcus nhém A (Streptococcus pyogenes), B (Streptococcus agalactiae), C, F v G,

Strep mitis, Strep

guis, Strep viridans, Streptococcus pneumonia,
Propionibacterium  acnes, Peptostreptococcus — anaerobius, ~Corynebacterium  diphtheria,
Corynebacterium pyogenes.

-Vi khudn Gram am: Citrobacter spp., Escherichia coli, Salmoneila spp.. Shigella spp., Hafnia alvei,
Serratia spp., Proteus mirabilis, Proteus vulgaris, Proteus rettgeri, Morganella morganii,

Providencia spp.. Yersinia enterocolitica, Pasteurella ltocida, Hi phil infT

Haemophilus ducreyi, Moraxella catarrhalis, Neisseria meningitides, Neisseria gonorrhocae,
Aeromonas hydrophila.

Hiu hét cic chiing vi khuéin san nhgy cim véi cefpirom in vitro:

-Vi khuéin Gram duong: Enterococcus faecalis, Clostridium spp.

-Vi khudn Gram am: Pseud aeruginosa, Pseud app. ( uginosa) Acinetobacter
spp., Bacteroides fragilis (non-lactamase-producing strains).

Hau hét cic chiing vi khudn sau d& khng véi cefpirom in vitro:

Vi khulin Gram duong: Enterococcus faecium, Listeria monocytogenes, Clostridium difficile,
Staphylococcus spp., (methicillin resistant strains).

-Vi khuén Gram im: Xanth ltophilia, Fusob. ium varium, Bacteroides fragilis (cdc
chiing san xudt beta-lactamse)

Nhifm khuin gdy ra do nhimg vi khudn sau di dwge didu trj thinh cdng trong cic thir nghifm
lim sing:

Vi khuin Gram duong: Staphylococcus aureus va Staphylococcus spp. &m tinh coagulase

(Staphyloccus epidermidis, Staphyl us hominis, Staphy! warneri), Streptococci tan huyét
va khong tan huyét, Streptococcus pyrogenes (nhém A), Streptococci nhém B vi F, Streptococcus
): ia, Strep us agalacti Strep ci nhdém viridans, Enterococcus faecalis,
Corynebacreﬁum spp.

.Vi khudn Gram am: Escherichia coli, Enterobacter spp., Klebsiella spp indol duong tinhh vi Am
tinh, Proteus spp., Morganella morganii, Providencia spp., Citrob spp., Sall lla spp.. Hafnia

Ynrida Hi P A,

alvei, Serratia marcescens, Pasteurella f P J va cic chung Haemophilus

khéc, Moraxella catarrhalis, Neisseria spp.. Alcalagines spp., Pseud: aerugi vil cdc chung
Pseud khic, 4 b ! icus, Bacteroides spp.




[Dic tinh dwge dfng hoc]

Sinh khi dyng vi hip thu:

Sinh kha dyng sau khi tiém tinh mach cefpirom trén 90%

Phin bé:

Nong d dinhy trung binh trong huyét thanh sau lidu tiém tinh mach 1g dat duge 80-90 mg/L. Durge
ddng hoc tuyén tinh theo lidu, thé tich phin b 14-19 Iit, khang cé tich Iy sau khi tiém thube, Thi
gian bén thai 1,8-2,2 gidr,

Mic 49 gin két protein it hon 10% va khong phy thuée lidu.

Khd niing thim nhip nhanh vio cic md va dich cia co thé da duge ghi nhin:

Mé/dich Lifu | Thai gian dat ndng do Dich: ty 1§ trong huyét
ding | trung binh (mg/L) tuong
® Zgiﬂ] ?gjL 12 231«] <8 I 12
gio gio gidr gitr
Mé (m,
Tién liét tuyén . [ 1 T 129 [ 61 1,7 0,3 0,4 0,6
Niém mac phé quan | R g T ) - 0,6 0,6 -
Dich (mg/L)
Mb ké L1 1 257 B33 T35 9] 23 F 3
Mang bung ) . O e e i o o
Mang nio
- Bj viém [ 2 [ 27 [ 36 [ 23 ] 005 | 09 | o7
- Khongviem | 2 | 05 | o8 | - | 001 | 013 | -

Sinh chuyén héa va bai tiét

Cefpirom duge bai tiét chit yéu qua thin; 80-90% thube duge phyc hdi trong mrée tidu,

$6 lugng c6 hoat tinh phéng xa trong nuée tiéu cila 98-99% cefpirom & dang khang déi khodng 30%
lidu 1g duge bai tiét qua thm phan méu.

Déi twgng diic bigt:

Nguoi I6n tudi (>65 tudi)

Néng d¢ dinh trung binh trong huyét thanh sau khi tiém tinh mach lidu 2g cho ngudi khée manh dat
duge 174mg/L. Thei gian ban thii 3,4 gio, do thai qua nwde tidu cta thude & dang khong ddi 71%
sau 24 gio. O bénh nhin trén 65 tudi, ndng d dinh trung binh trong huyét thanh sau lidu tidm tinh
mach 1g vi 2g an hrot dat dwge 127, Img/L va 23 1,Img/L.

Thoi gian bn thii 4,5 gio.
Bénh nhan suy thin:
Théi gian bén thai trung binh sau lidu tiém tinh mach tdy viio mire d suy thin nhur sau:
Thanh thii Creatinin >50 20-50 10-20 <10
ml/phiit)
Thoi gian ban thai (gio) 26 92 9,8 14,5

Dicu chinh liéu chi cn thiét & bénh nhan suy than c6 40 thanh thai oreatinin duét SOmU/phat.
[Péng géi] 1 lo / Hop
[Bso quan] Bao quan & nhi¢t d§ dudi 30°C, noi khé mat, tranh dnh sdng.
[Han diing] 24 thang ké tir ngdy sin xuft
Dung dich cefpirom sau khi pha nén duge sir dung ngay. Dung dich thude én dinh duei 6 gitr & nhit
4% phong (trénh dnh sang tryc tiép) va dudi 24 gitr néu bdo quan trong ti lanh (2-8°C), khi thube
dugc pha trong nudc cit pha tiém hojic dung dich NaCl diing truong.
Dung dich ¢ thé hoi chuyén miu trong khi bio quin, nhung néu theo ding didu ki¢n bio qudn trén
thi syr di mau nay khong phai I bién chét.
[Tién chuén] Tiéu chuin nha san xudt
“Tranh xa tdm tay tré em
Doc ky huéng din sit dung truée khi ding
Néu cén thém théng tin, xin héi § kién bic s§”

Nha sén xuft:

MUs. Zeiss Pharmaceuticals Pvt. Ltd
At Plot No. 72, EPIP, Phase-1, Jharmajri, Baddi, Distt. Solan (H.P.), An Dy

ZP/P1/0263-00




