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UNSEFERA

Cefoperazon 1g-2g

1. TEN THudC
UNSEFERA® 1 G
UNSEFERA® 2 G

2. CAC DAU HIEU CAN LUV Y VA KHUYEN CAO
Thudc ndy chi diing theo dom thudc.
Dé xa tam fay tré em.
Boc ki hudng din st dung trude khi ding.

3. THANH PHAN

Thanh phan hoat chat:

UNSEFERA® 1 G: Mdi lo chia 1 g cefoperazon dudi dang
cefoperazon natri.

UNSEFERA® 2 G: Mii lp chia 2 g cefoperazon dudi dang
cefoperazon natrl,

Thanh phén td dueoc: Khing co

4. DANG BAO GHE
Bot pha tiém mau trang dén vang nhat, dumg trong lo thiy
tinh, nit cao su, niéng nhom.

5. CHiDINH

Cefoperazon duge sit dung trong diéu tri cac nhiém khudn
sau gay ra bi cac vi khudn nhay cam.

Nhiém khudn duong hd hdp gdy ra béi S. pneumoniae,
H. influenzae, S. aureus (chung sinh penicillinase va khong
sinh penicillinase), S. pyogenes (Streptococe tan méau beta
nhom A}, P.asruginosa, Klebsiella pneumoniae, E. coli,
Proteus mirabilis, va cac loai Enferobacter.

Vigm phic mac va nhiém khuéin khdc trong & bung géy ra boi
E. cali, P. aeruginosa v vi khudn gram am ky khi (k& ca
Bacteroides fragilis).

NhiBm khudn huyst gay ra bit S. preumoniae, S. agalactiae,
S. aureus, Pseudomonas aeruginosa, E. coll, Klebsiella spp.,
Kiebslella pneumoniage, cac lodl Proteus (indel duong va Indol
&m tinh), Glostrictium spp. va cdu khudn Gram duong ky khi,
Nhigm khudn da va cdu tric da gay ra bdi S. aureus (céc
ching sinh penicillinase va khdng sinh penicillinase),
S. pyogenes va P. aeruginosa.

Bénh viém ving chau, viém ndi mac ttr cung va cac nhidm
khudn khdc cla duong sinh duc ni gdy ra bai
N. gonorrhoeae, S. epidermidis, S. agalactiae, E. coli,
Clostridium spp., Cdc loai vi khuan (k& cé Bacteroides
fragilis), vé cAu khun gram duong ky khi.

Cefoperazon khong co hoat tinh chéng lai Chlamydia
trachomatis. Vi vy, khi stt dung cefoperazon. dé diu tr| bénh
viém vung chau va C. trachomatis | mét trong nhimg tac
nhan nghi ngir gy bénh, cdn phai bd sung thém téc nhan
khéng chiamydia.

Nhifm khudn duong tiét niéu gdy ra béi Escherichia coll va
Pseudomanas aeruginosa.

Nhiém céu khudn: Méc di cefoperazon g duge chimg minh
I4 cd hiéu qua 13m sang trong diéu tri nhigm khudn gy ra bdi
enterococei trong truong hop viém phic mac va nhigm khudn
khdc trong & bung, nhiém khudn da va cdu fric da, bénh
vigm ving chau, viém ndi mac 1 cung va cde nhidm khudn
khac ela dudmg sinh duc nd, va nhiém khudn duimg tiét
niéu, phin Ion céc chiing enterococe! duge thir nghiém trong
1&m séng khong nhay cam véi cefoperazon nhwmg chi rof vao
hodc & viing nhay cam trung gian, va cd kha néng khang vira
phdi véi cefoperazon. Tuy nhién, xé1 nghiém tinh nhay cam in
vitro ¢6 thé khang fuong quan truc tiép voi két qud in vivo,
Mac du vy, libu phap diéu tri bang cefoperazon trong lam
sang vn cd ket qua trong nhigm khudn duomg rudt, nhét 1
khi tic nhan giy bénh gdm nhiéu loal vi khudn. Cén phai
than trong khi dung cefoperazon trong digu tri nhigm cAu

pha 161 ndng d cefoperazon 13 250 mg/mL cdn st dung
thém mét dung dich lidocain. Su két hop nay cin duec chudn
bi v0 tring. Nuoc vb khudn pha tigm va 2% lidocain
hydroclorid cho ndng dd lidecain hydroclorid x8p xi 0,5%.
Quy trinh pha ledng diroc khuydn cdo gém 2 burde nhir sau;
Buge 1: Thém lrong nude vi khudn pha tidm nhu yéu ciu va
ac manh cho dén khi bit cefoperazon hoa tan hoan toan,
Bude 2: Thém lidocain 2% vao trin déu.

Budc1 | Buic2
Nongdd | Lwong | Luomg | Luomg
Gefoperazon | cefoperazon | nudc vd |dung dich | dung dich
sau khi pha | khudn pha| Lidocain | thu duoc
tiém 2%
1 333mg/mL| 20mL | O6mL | 3mL
250mg/mL} 28mL [ 1.0mL | 4mL
333 mg/mL| 38mL | 12mL | 6mL
20 [oeomgmi| 54mL | 18mL | BmL
Pha loang vai dung dich khéc (ngoai lidocain HCI)
Nong dd Luong chat Luong
Cefoperazon| cefoperazon | phalodng | dung dich
sau khi pha thém vao thu duoc
333 mg/mL 26mL 3mL
9 250 mgmL | 38mL aml
333 mg/mL 50mL 6mL
20 somgml | 72nL BmL
Bao quan dung dich thuBc sau khi pha:

Dung dich cefoperazon 1 g va cefoperazon 2 g sau khi pha
loéng vai dung mdi tuomg thich, gir duoc hoat tinh trong thai
gian 24 gi¢r & didu kién nhiét do phong va diéu kién bao quan
lanh 2-8 °C.

7. CHONG CHi BINH
Man cam vdi céc khang sinh cephalosporin va penicilin,

8. CANH BAO VA THAN TRONG KHI DUNG THUOC
CANH BAO:

Phén tmg qud mén:

Phan tng da nghiém trong va ddi khi gy tir vong nhu hoal tr
biéu bi nhiém ddc (TEN), hdl chimg Stevens-Johnson (SJS)
v viém da tréc vay da duoc bdo cdo & nhimg bénh nhan
dang diéu tr| bang cefoperazon. Néu xdy ra bét ky mat phan
(mg da nghiém trong ndo, nén ngung thudc vé cdn phéi bt
déuﬁméu tri thich hop (xem muc TAC DUNG KHONG MONG
MUGN),

Tiéu chiy 18 $ Cinstr ol
Tiéu chay lién quan dén Clostridium difficile (CDAD) d& dugc
béo cao vai viec st dung gan nhu tat cd cac téc nhan khang
khudn, bao gém cefoperazon, va co thé nam trong mic do
nghiém trong tir tidu chay nhe dén viém dal trang gy 1
vong. Biéu tri bAng c4c tie nhin khang khudn lam thay ddi
hé vi sinh vat binh thuong cua dai trang din dén su phat
trién qua muc clia C. difficile.

C. difficile tao ra cac doc t5 A va B gop phdn vao su phat
trién cla CDAD. Hypertoxin duoc san xudt boi cac ching
€. difficile 1am tang ty 1& méc va tir vong, vi cde nhiém khudn
ndy co thé kho diéu tri, phal sir dung khang sinh dai ngay va
¢ thé cdn phal cét bo dai tring. CDAD phdl duoe theo ddi &
tt ca cdc bénh nhan cd tiéu chéy sau khi ding thudc khéng
khudn. Cén theo ddi bénh sir cn than vi da co bdo cdo vé
tiéu chay do Clostridium difficile xay ra trong hon 2 thang ké
tir khi diéu tri bang khdng sinh.

Néu nghi ngé hodc duoc chdn dodn bi CDAD, cdn phai



ching it i T 1 ouln pan . T mpmm HotAbihaae. Eaih/

tang hoat luc cla cac Két hop nay khang du doan duoc. Néu

lidu phap diu tri ndy duoc xem xét, thir nghh%m nhay cdm in
vivo nén duoe thue hién 48 xéc dinh hoat luc cla su két hap,
va cdn theo doi than trong chic nang than. (Xem muc THAN
TRONG, LIEU LUONG VA CACH DUNG),

6. LIEU LUONG VA CACH DUNG
Cédch ding: UNSEFERA® duoc chi dinh qua dudng tiém bap
hoac tiém finh mach hodc tiém truyén tinh mach cham.

Liéu diing:

Liéu thong thuong cla ngudi lon 14 2 - 4 g mdi ngay, chia

ligu mdi 12 gio.

Trong nhidm khudn n&ng hoéic nhiém khudn do vi khudn it

nhay cam han, ifng liéu hang ngay va/hodc s6 Ian ding

thudc co thé tang In. Lidu diéu tr hidu qua 1a 6 - 12 g/ngay,
chia li8u thanh 2, 3 hodc 4 n/ngay, v lidu tir 1,5 - 4 /lan,

Nniém khudn do Streptococcus pyogenes, nén tiép Wwe diéu

trj it nhdt 10 ngay.

Neu nghi ngtr nhim €. trachomatis, cdn phai thém téc nhan

khang chiamydia thich hop, vi cefoperazon khiing cd hoat

tinh khdng lai vi khudn nay.

Khbng dugc pha chung cefoperazon va aminoglycosid, vi

khdng tueng hop. Khi st dung két hop (xem CHI BINH) cd thé

dung cach truyén ngdt quang xen k& nhau voi yéu céu 4

ding dudng truyén riéng biét va dudng truyén 1n trude phal

duoc stic ky vai dung dich pha thich hop trude khi truyén 1n
tiép theo.

Knuyén khich thir nghiém fn vitro trong diéu tri thuc két hop.

Tré em: Tinh an todn va hiéu luc cla cefoperazon & tré em

dudi 12 tudi chua dugc xéc dinh, thufc duge khuyén céo

dung tiém finh mach cho tré em vdi lidu 25 - 100 ma/kg, cir

mdi 12 gior mdt In; tré so sinh voi lidu 50 mg/kg cach 12 gio

mdt In; tré nho 25 - 50 mg/kg céch 6 - 12 gid mot 14n. Lidu

ti da 400 mg/kg/ngay, khdng vuot qud 6 g/ngay. Do tinh
chét dbc cla benzyl alcol ddi vdi so sinh, khdng duoc tiém
bap cho 1ré so sinh thudc pha vai dung dich chis benzyl alcol

(chat kim khudn).

Pha thudc:

Pha Iodng khdi ddu vdi cac dung dich sau: Dextrose 5%,

natri clorid 0,8%, nude vb khudn pha tigm.

Pha chung: Tigm finh mach hodc tiém bap co thé duge pha

loang ban ddu vai bt ky dung dich ndo & trén. Luong dung

dich rit ra sau khi pha khéi ddu duoc pha lodng thém vdi bt
ky mot trong cac dung dich & trén.

Trong qud trinh nay sé xuat hién cdc bot khi nhd trong dung

dich, trude khi tin hanh pha tran tiép nén doi bot ki tan ra

a8 gidp cho viéc kiém tra d6 hod tan. C6 thé can thiét phai

14 manh va keo dal dé hoa tan cefoperazon & mic cao hon

ndng dé (trén 333 mg cefoperazon/ml). BG hoa tan 5 da

clia cefoperazon 1A khodng 475 mg cefoperazon/mL dung
dich pha lodng twong thich.

Tiém finh mach: Nong dé cefoperazon trong khodng gida

2 mg/mL va 50 mg/mL duog khuyén cao dé tiém finh mach.

Céch pha: Pha khéi du vai t6i thiSu 2,8 mi cdc dung dich

{Dextrose 5%, natri clorid 0,9%, nudc vd khudn pha tigm). Dé

dé dang pha ché, nén pha cefoperazon véi 5 ml cac dung

dich thich hop trén. Toan bo luong cla dung dich thu duoc
sau khi pha khdi ddu dugc pha loang thém v bt ky mat
trong cac dung dich tiém finh mach trén.

mmmmmm Dextrose 5%,

natri clorid 0,9%.

Dung dich tiém truyén tinh mach nén duoe thuc hién theo

mit trong cac cach sau day;

— Tiém truyén finh mach khong lién tue: Dung dich
cefoperazon sau khi pha loang cdn truyén khoang thii
gian 15 - 30 phit.

— Tiém truyén finh mach lién tuc: Dung dich cefoperazon
sau khi pha lodng dén ndng db cufli cung trong khodng
giita 2 mg - 25 mg/mL trude khi st dung.

Pha lo@ng cefoperazon vdi bt ky dung dich nao & trén, khi

&uﬁlﬁw&l

Truong hop xudt huyét nghiém trong, bao gdm ¢4 tir vong, 44
duoc bdo cao voi cefoperazon. Theo dbi cde ddu hiéu chay
mau, gldm tiu cdu va bénh dong mdu. Ngimg st dung
cefoperazon néu co chay mau dal dang va khang co gidl
thich kivdc duoc xdc dinh.

THAN TRONG

K& don cefoperazon trong trwong hop khéng ching minh
duge co nhidm khudn hodc nghi ngd nhiém khudn, chic
chéin sé khiing mang lai loi ich cho bénh nhan va lam ting
nguy cor phét tridn vi khudn khang thudc.,

Mac dis, ndng dO cua BUN va creatinin huyét thanh cao
thoang gqua dd duoc quan sdt thdy, nhung chi riéng
cefoperazon dudmg nhu khong gdy doc tinh trén than. Tuy
nhién, vidc ding déng théi cdc aminoglycosid va cac
cephalosporin khac da gdy ra ddc tinh trén thén,

Cefoperazon dugc théi trir chii y8u trong méat. Nira dei thal
trir cUa cefoperazon trong huyét thanh tang gfp 2-4 lan &
nhiing bénh nhan bi banh gan v4/ hodc tac nghén duding
mat. Tdng liéu hang ngdy & nhimg bénh nhan nay khng nén
vuot qua 4 g/ngay. Néu str dung lidu luong cao hom, cén theo
ddi ndng dd trong huy8t thanh.

Bai vi, cefoperazon duoc dao thai chll yéu qua mat (xem
DUOC BONG HOC), bénh nhan suy than khing cdn didu
chinh liéu khi dung liéu thang thuong. Khi sir dung liéu cao
cefoperazon, cdn thuomg xuyén theo ddi ndng d thudc trong
huyét thanh. Cin phéi giam liéu thich hop khi co béo cdo vé
su tich tu thudc trong huyét thanh.

Nira dof thal trir cla cefoperazon giam nhe trong qué trinh
chay than nhan tao. Vi vay, cdn diéu chinh liéu theo gial doan
loc mau. 0 nhimg bénh nhan cung luc ¢ rdi loan chic néng
gan va bénh than rd rét. Liéu cefoperazon khéng duoe vuot
qud 1-2 g mdi ngay va phai theo doi sat ndng da cefoperazon
trong huyét thanh.

Ciing nhu céc loai thudc khang khudn khac, thiéu hut vitamin
K dan dén bénh dong mdu da xdy ra @ nhimg bénh nhdn
duge didu tri bang cefoperazon. Co ché nay cd 18 lién quan
dén viec 1am suy yéu hé vi khudn dutng rubt, ma cdc vi
khudn nay oo chirc nang ting hop vitamin K. Nhimg ngudi c6
nguy co bao gbm céc bénh nhan cd tinh trang dinh dudng
kem, hdi ching kém hép thu (vi dy, xo nang), nghién ruou va
bénh nhan dang chiu ché dd nudl dudng kéo dai (dudng tinh
mach hodc gua dng thing da day). Ha dudng huyét ¢ hodc
khéng ¢ chady mau da duoc bdo cdo. Can phéi theo doi thoi
gian prothrombin @ nhimg bénh nhan nay va chi dinh ding
thém vitamin K.

Cefoperazon nén duoc stk dung mét cdch than frong & nhing
nguoi ¢0 tién str bénh duong tiéu hoa, dac biét la viem dai
trang gia mac.

Tré em: An todn va higu qua cia thudc & tré em dudi 12 tudi
chura duge xac dinh,

Noudi cao tudi: Cac nghién ctu am sang vé cefoperazon
khong bao gém du s8 ddi tuong tir 65 tudl trd Ién dé xac
dinh xem ho c6 phan (mg khdc véi cdc doi tuong tré tudi hay
khing. Bao cao dua trén kinh nghiém 1Am sang chua xac
dinh st khac bigt trong phan (ng gitra nguol cao twdi va bénh
nhan tré. NGi chung, nén than trong lya chon lidu cho bénh
nhan cao (i, thivmg bat diu & muc liéu thép khi ding
thufic, phan anh mirc d& gan, than, hodc chic nang tim va
bénh di kém hoac liéu phap ding thudc khéc.

9. SU DUNG CHO PHU NI GO THAI VA GHO CON BU
Phu nir ¢6 thai: Cac nghién ciu sinh sén d duoc thue hign
trén chudt va khi vdi liéu gdp 10 1@n liu sir dung cho ngudi
va cho thay khong cd anh hudng nao vé khd nang sinh san
hoac ton hai cho thal nhi. Tuy nhién, chua co nghién ciu day
@l va dugt kidm sodt t6t & phu nir mang thai. Vi cdc nghién
cuu vé sinh san trén dang vat khéng phal e ndo clng tién
luong chic chan trén nguoi nén thudc nay chi nén duoc sir
dung trong thai kj néu cdn thigt.



Phu nir cho con bu: Cefoperazon bal tiét mat Imlﬂtptp
qua sira. Mac dii vay, nén than trong khi diing thufic cho ph
nir cho con bu.

10. ANH HUGNG GUA THUGC LEN KHA NANG LAI XE VA
VAN HANH MAY MOC

Anh hudng trén khd ndng 1al xe, van hanh méy moc cla
cefoperazon chua duoc rd. Can thén trong khi st dung cho
ngued fai xe hode van hanh may mdc.

11. TUONG TAC, TUONG KY CUA THUGC
Binh luong Glucose: Trong théi gian didu tri vdi cefoperazon
c6 thé cho kit qua duong tinh gia khi xét nghiém Glucose
trong nudc tiéu khi stt dung phuong phdp (Benedict's,
Fehling's).
Ethanol: Dung rugu cén trong ving 72 gic sau khi sir dung
cefoperazon s& gdy ra phan tng kidu disulfiram vdi cac trigu
ching nhu d6 bimg, nhire ddu, d6 md héi, va tim dép nhanh.
Cdc bénh nhan nén than trong tranh ding ruou cbn trang
thon gian diéu trj voi cefoperazon.
Viéc st dung cefoperazon kéo dai c6 thé din dén su phat
trién qua muc cta cac sinh vat khang nhay cam. Gan pha
thén trong theo ddi bénh nhén. NEu bdi nhiém xéy ra trong
Khi diéu tri, nén thye hién cac bign phap thich hop.
Aminoglycosid: Sir dung ddng théd aminoglycosid va mét sd
cephalosporin c6 thé [am tang nguy co dbc vai than. Mic di
ti nay chua thy xdy ra vai cefoperazon, cn theo ddi chic
néng thén cla ngudl bénh, déc biét la nhiing ngudt suy than
ding déng thoi cefoperazon va aminoglycosid. Néu
cefoperazon diing dfng thdi véi céc aminoglycosid thi phai
tiém tach riéng.
Hoat tinh khdng khudn cla cefoperazon va aminoglycosid
trong thir nghidm in vitro ¢6 thé cong hodc higp dBng ching
mét vai vi khun Gram am; y nghia 1am sang cia nhimg phét
hién in vitro ndy chua dugc biét ro,
Warfarin, heparin: Sir dung ddng thoi cefoperazon voi
warfarin va heparin co thé lam tang tic dung gidm
prothrombin huyét cla cefoperazen, tang nguy co chay mau.
dc_dg : Khi ding dong thor vai cac thude doc
cho gan, can theo déi chirc nang gan.
Probenecid: Probenecid khing géy anh hudng dén dg thanh
thal cefoperazon qua thén.
Cefoperazon co thé lam giam hoat luc cla vaccin thuong
han.

12. TAC DUNG KHONG MONG MUGN CUA THUGC
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Ma ATC: JO1DD
Cefoperazon 1& mt cephalosporin thé hé thu 3.

Cefoperazon (¢ ché ting hop thanh t& bao vi khudn bang
c4ch gan voi cac protein gan penicilin (PEPs), do dd ngan
ngira sit lién ket chéo cia peptidoglycan mai sinh,
Cefoperazon bén ving voi penicilinases va rét bén vimg ddi
vl nhigu beta-lactamase cia hau hét cdc vi khudn Gram am.
Co.ché dé khang

Cd 3 co ché chinh khang cefaperazon: Bién ddi ¢ PBPs muc
tidy, xudt hién chd yéu o vi khudn gram duong; San xudt
beta-lactamase phG rong hodc gia ting phé céc
beta-lactamase bién d6i gen nhiém séc thé & vi khudn gram
am; Giam &l luc hodc ddy thudc ra bén ngoal trong médt s0 vi

sang.

Vi khudn hiéu khi Gram duong

Staphylococcus aureus (chi €6 cac ching phén ip nhay cam
v methicilin

Staphylococcus epidermidis (chi co cac chiing phan 1ap nhay
cam vai methicilin)

Streptococcus agalactiae (lién cdu khudn beta tan huyét
nhém B)

Streptococeus pneumoniae

Streptococcus pyogenes (lién cau khudn beta tan huyét nhom

A

Vi khudn higu khi Gram am

Cac lodi Gitrobacter; cac loai Enterobacter; Escherichia colf
Haemophilus influenzae; cac loai Klebsiella; Morganelia
morganii; Neisseria gonorrhoeae; Proteus mirabilis; Proteus
vulgaris; Providencia rettger): Providencia Stuartii; cac lodi
Pseudomonas; Serratia marcescens.

Vi khudn ky khi

CAu khufn Gram duong (bao gim Peptococcus va
Peptostreptococcs Spp.)

Cac loai Clostridium (ngoai trr C. difficile)

Céc loai Bacteroides. .

Cé sBn dit liBu i vitro, nhung chua rd vé § ngfia 18m sang.
Ngoal ra, ft nhit 90% trong cdc vi khudin sau diy thé hién
ndng d vc ché i thidu in vitro (MIC) nhd hon hodic bing
diém tdi han nhay cam cefoperazon 14 8 mog/mL. Tuy nhién,
tinh an toan va higu qué cia cefoperazon didu tr nhidm
khudin do nhimg vi khun ndy trong iam sang chia duge xdc
diinh va kiém sodt ddy du.

Vi khudn Gram am

Bordetella pertussis; Neisseria meningitides; Salmonella spp.,
Senatia liquefaciens; Shigella spp.; Yersinia enterocolytica.
Vi khudn ky khi

Eubacterium spp., Fusobacterium spp.

15, CAC DAC TiNH DUOC DONG HOC

Hap thu: Ndng db dinh trong huyat thanh cla cefoperazon
sau khi tiém bép 1 hodc 2 g thudc va tiém finh mach trong
15 phit cia liéu 1, 2, 3, 4 g cefoperazon & nhimg ngudi tinh
nguyén khoe manh nhu sau,

Néng dd trung binh ctia thudc trong huy@t thanh
Liéu (mcg/ mL)
ogior[o5ge]1ael2golagie]8da]2ge
1gv[ 153 114 [ 73|38 [16] 4 |05
2gv| 252 153 [11a] 7032 ] 8 ] 2
3g 30 ] 210 (142 ea a1 | 0 ] 2
4qi| 506 | 325 [ 251 |61 71 [ 19| 6
1gam|32~| 52 [ 65|57 |33 ] 7 | 1
2q(M| 40| 69 |93 | o7 |58 | 14| 4

*: Thoi dism sau khi chdm durt tiém tinh mach.

**: Nong do thudc sau khi tiém 15 phut

Mira déi thai i trung binh trong huy8! thanh cla
cefoperazon khoang 2 git va khong phu thudc vao dudng
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ROl loan mdu va hé thong bach huyst: Bénh
ddng mau, gidm tiBu cau, gidm bach cau.
RAl Jnan né mién dich; Phan img phan vé bao
gdm cd trudng hop sic va td vong,
Khac | ROi loan gan mat: Vang da, rdi loan chic nang
gan.
Rl loan da va md dudi da: Hoai tr bidu bi nhiém
ddc, hdi chimg Stevens-Johnson, viém da trdc
vay, ngua
RAl loan mach mdau: Xuat huyét.

Ngimng st dung cefoperazon. Trung truong hop di tng hodc
phdn tmg qua man nghiém trong cAn ti&n hanh diéu tri hb tro
{duy tri thong khi va sur dung epinephrin, oxygen, tiém finh
mach corticosteraid).

Géc truong hap bl viem dal trang mang gid thé nhe, thudng
chi cén ngtmg thube. Cdc trutng hop thé vira va néng, cdn
%em xét cho dung cdc dich va chdl dién giai, bd sung protein
va diéu tri vl thufic uting metronidazal.

NEu bj co giat, phai ngumg sit dung thudc. Ca thé diéu trj vdi
thudc chdng co gidt néu cd chi dinh,

13. QUA LIEU VA CACH XU TRI

Qua ligu:

Céc triéu ching bao gbm tang kich thich thdn kinh co, co
gidt dac biét & ngudi bénh suy than,

Xir tri:

Cén can nhac dén kha nang qua liéu cla nhigu loai thufic, sur
tuong tac thubc va duoe déng hoc bat thudng cua ngudi
bénh,

Béo vé dutng hd hdp cla ngudi bénh, hd tro thng khi va
truyén dich. N8u ngudi bénh phdt trién cdc con co gidt,
ngimg ngay. st dung thude; o thé st dung liéu phdp chiing
€0 giat ndu co chi dinh vé 1Am sang. ThAm tach mau cb thé
¢0 tac dung gip thal loal thudc khoi mau, ngoal ra phén lon
cac bién phdp 14 digu tri Ko tro hode chifa triéu ching.
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thanh clia nhimg bénh nhan néy & trang théi on dinh khodng
150 megfml.

Phén bd: Cac nghién clu in vitro trén huy8t thanh ngudi cho
théy mic 06 gén két cla cefoperazon va protein @ cao néing
d6 khdc nhau trong huyét thanh tuong dng tir 93% &
25 meg/mL dén 90% ¢ mic 250 mog/mL va 82% & mic
500 meg/mL.

Cefoperazon phén bd rong khip cdc md va dich cda co thé
nhur: Dich o trudng, nude tidu, dam, xuong, phii....
Chuyén héa:

Sau mt ligu tiém bap hodc tiém finh mach, sau 12 gitr néng
d6 cefoperazon trong nude tidu trung binh 20-30%. Mot
Iluong khéng dang k& cac chét chuyén hoa da duoc tim thay
frong nude tiu. Sau 15 phit tiém truyén liéu 2 g, ndng do
cefoperazon trang nude tiéy ldn hon 2200 meg/mL. Sau khi
tiém bdp liéu 2 g, ndng di dinh trong nudc tidu cao gén
1000 meg/ml, vé duy tri trong sudt 12 gid.

Viéc sir dung cefoperazon 1p lai trong khodng thdi glan
12 glir khdng dan dén tich IOy thuc & cac ddi tuong binh
thugmg. NGng do dinh trong huyét thanh, ving dudi dudng
cong (AUC) va nira déi thai trir trong huyét thanh & nhimg
bénh nhén suy than nang khong khac bigt déng ké so vdi
nhimg ngudi tinh nguyen binh thudng. @ bénh nhan rfii loan
chic ndng gan, nia dai thai tro trong huyét thanh kéo dai va
bal tist trong nudc tidu tang I8n. O bénh nhan vira suy than
va suy gan, cefoperazon c6 thé tich Iy trong huyét thanh.
Ihdi tnir: Cefoperazon duge bai 1iét chi y8u qua mét, ndng
d6 o mat t6l da thuémg thu duee trong khodng tir 1 - 3 gid
sau khi dung thudc va vugt ndng do trong huyét thanh 18n ti
100 Ian. DA co bdo céo ning a0 cla cefoperazon & mat sau
khi tiém finh mach liéu 2 g lin lvot dat tr 66 meg/mL &
30 pht dén 6000 meg/mL & 3 gicr.

Cefoperazon ding trong nhi khoa, nhimg sur an todn va hiéu
qud 0 tré em chua dugc xdc dinh. Noa ddl thai tror cla
celuperazon trong huyet thanh Ia 6-10 gi¢ & tré so sinh nhe

nnan su1.r gan vé suy thén, khnng duoe s dung qual-2g
méi ngay ma khong cd su theo ddi sét ndng db thutic trong
huyét tuong.

Chua c6 dif lidu duge dGng hoc trén cic d6i tuong dac bigt
khac. Can theo ddi cdn than khi st dung trén cac dfi tuong
nay.

16. QUY CACH BONG GOI

UNSEFERA® 1 G:

Hp 1 1o, hdp 10 1o x 1 g thudc bt pha fiem.
UNSEFERA® 2 G:

Hop 1 lo, hop 10 o x 2 g thude bat pha tigm.

17. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN
CHAT LUONG CUA THUOC

Diéu kién bao quan:
Noi knd, nhiét g6 khang qua 30°C. Trénh 4nh sdng.

Han duing: 24 thang k& tir ngay san xuat,
Tiéu chu@in chét lwong cia thubc: USP.
18. TEN, BIA CHI CUA CO SO SAN XUAT

CONG TY CO PHAN TRUST FARMA QuOC TE
# 54 36 Dai 19 Hou Naki,
Jof  Knu Cong Nghiép Viét Nam-Singagore,
" Phudmg Binh Hoa, Thanh phd Thuan An,
Tinh Binh Dueng, Vigt Nam.
Bign thoal: (0274) 3 766 790
Fax: (0274) 3 766 793



