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Hoyt chi: M5 1o chira hn hp v0 khukn Cefoperin | g (duéi dang Cofoperizon narmi) vA Subactar | M
(driri dang Sufbactam natri),

M3 gram Cefoperazon natrf chira 34 g natri (1,5 mig
MB1 T bt pha tiém BASULTAM et 126 mig naur
Thdwge Khong co
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m?:mvm&n i o eft MGt khéng sinh porin thé ¢ 3,

Pho ring. c6 tac dong chéng lai céc vi sinh vit nhay cim @ gisi "’:‘h han lén bing cich e ché zy tong hap

mucopeptid vich 1é bio. Sulbactam khong cé tac dong khang khudni hiru ich ngoq; 1 tén Neisseriaceae spp

VA Acineiobacter spp. Tuy nhién, nghién ciru sinh hod vén cic bé théng ngods 1é big v Kiukn cho thiy

sulbactam 1a mot chilt re ché khong héi phuc trén da s6 cic men beta lactamase QUAN rong do che vi kimdn

khing thudc beta-lactam sinh ra -

Kha nling ciia sulbactam gitp ngin can céc vi khudn khang thubc phd by cic penicillin va cephal,

duge xdc dinh qua cic nghién cir trén vi khudn ding céc dong khang thudc, cho thiy sulbactam SS."."..'L?:
ong humg 1o rét ven cac penic:lh_n v cephalosporin. Vi sulbactam c6 thé gin kt vGi mix o6 peotein in két

dbngvikhud . s v cefe

Tavoi cefoperazon don thy

Phéi sulb:cumvdcc[o[nnzuncého‘m'nbchéngmdlcarkvlkhlﬁnﬂhayanMuf Hom

nitaphéi mmymmgu;maungconghuang(gbngaoocahélbnm-hdmgumae‘mamm néngdy

rc ché tbi thicu cia thube mdi thanh phin) chong lai nhi¢u l0gi vi khudn nhy- Haemophilus influenza,

Bacteroides species, species, Acinetoby I . Ei aerogenes,

Escherichia coli. Proteus mirabilis. Kiebsiella pneumonia. Morganefly morganii. Citrobacter freundi,

Enterobacter cloacae, Citrobacter diversys

. s s "

q) v M gram Sulbacean taer} chien 92 mg naed (4 mig)

Vi khuin Gram duong: Staphylococcus aureus, bao gbm dong sinh men vi khong sinh men peniciflinase,
Staph epidermis, Sy iae, Streptococcus pyogenes  (beta-hemolytic
streptococci nhém A), :;.'rﬂlofocm agalactiae (beta-hemolytic streptococci nhém B ), nhimg dong beta-
h c, nhiéu dé -

Vi khudn Gram am: Escherichia coli, Klebsiella species, Enterobacter species, Citrobacter species
Haemophilus influenza, Proteus mirabilis, Proteus vulgaris, Morganella morganii, Pro: retigeri,

Providencia species, Serratia Species (gom ca Serratia marcescens), Salmonella va Shigella species,
Pseudomonas_aeruginosa v che Psene P
hoeae, Neisseri

spp. khac, . Neisseria
, 'S 2 B , Yersin .
Vi khudn yém khi: True khudn Gram dm (bao gbm c4 Bactervides fragilis, chc Bactervides spp. khic va
Fusobacterium spp.)
Chu khuin gram dwong im (g P
Tr 2 dy dmca Clostridium, E: itom v Lactoby

& Veill
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|DG nhay cam. ‘Ni‘mg 4§ e ché 16i thidu MIC
L e/ml i too ning 0 o

'Nhay cim & ; e
Trung gian ]
Khi " B ms: B M AR 1
Dé xic dinh MIC, pha loang din sulbs theo Ui 16 1 cefoperazon’ 1 salbactam véi phaong
phip thach hay canh cdy, khuyén c4o da Khang sinh c6 30 a75 i

Neu phong xét nghiém cho két qui "nhay cim” tire 1 vi khsin ghy bénh it o us img voi
cefoperazon/sulbactam. Néu két qua la "khing”, vi khudn c6 1€ 5& khomg dos e

ring vi Khuin 52 nhay cam v61 sulbactamcefoperazon néu liéu cao nindz:u‘;g;ul(fu::ha?mngum o]
Ciic gigibankhi 13 & trén dia 30z sulb Va7

ﬁ)ong Kiém chimg Kich thute vﬂnqﬁ‘{(mi;l: o 7‘
Acinetobacter spp. (ATCC 43438) [26-32 T
|Pseudomonas aeruginosa (ATCC 27553) N i T
Escherichia coli (ATCC 25922) 273 |
}laphylpfuc aureus (ATC 3923 B30 )
DUGCDONG HOC

Khoang 84% sulbactam va 25% foperazon trong phéi h g la durge thai tnie
q\uauongmsn,mnmnlmgufmcmmammﬁmmmmmng
Ib e an bin by trung binh cu 12 1 gids trong khi 17
gio Néngaemuaumnghuyammnmevmimmg,cug.mmcnugmgmnnmgin-aaammc
biétcua riéng timg chit khi ding don doc.
Na‘gaaahmmmghinhmghnyéxmmuuuﬁdimgzg
cefoperazon) tiém tinh mach sau S phut la 130,2
236,8 pg/m ch Didu niy chimgto 16 thé tich phi (18,0-21.61) s véi thé
tich phin phdi cefoperazon (10.2-11,0). Sau khi tiém bip 1,5¢ sulbactamcefoperazon (05g sulbactamy/Ig
cefoperazon), néng d9 din trong huyés thanh cia sulbactam va ccfoperazon dat dhage sa 15 phitt -2 g3 Nong
43 dinh trung binh trong huyét thanh I3 19,0 g/l cho sulbactam va 64,2 pgimi cho cefopenmson. €.
vaoeropmmpﬁnba:&mmhmﬁachwmemmdmmﬁmammimmm'mg,
buéusmmg..mamgvﬂu:cnaikha'n
Khang c6 bang chimg vé tuomg tie durge dong hoc thde gita sulbactam va cefoperazon khi duge sir dung
dudi dang phoi hop sulbactamy/cefoperazon.

Sau khi dung da lidu, khong cb‘duy 8oi ding‘ké vé duge ddng hoc ddi véi ca 2 thinh phin cia
Ibactam/ khoy i i cho ding mbi 8-12 gia.

feefoperazon. (1g sulbactamy/ Ig
ug/ml cho sulbactam vi

C thai e chis yéu quadich mit, do 46 bénh nhin bi bénh gan e holc Khdng c6 tie mt, thoi gian
bin hiy trong huyét thanh cu Vi thi i iéu ting, ngay cé nhimg bénh nhin b
bénh H 9 dics s = v:llwlg:anbenhuyduﬂngl
16i4lan.

ot A p

Bénh nhin suy thin khi i 46 thanh e

h in Béab b A

quants
o h 6 théri gian ban hisy sulbactam kéo dai rd rét
(69 -9.7 gi6 trong cc nghién ciu riéng bi¢t). Thim phan lom thay di ding Ké then gian béa husy, 40 thanhs
thaitodn thi v thé tich phin phi sulbactam. Khong c6 thay di déng ké vé duge déng hoc cua cefoperasn
acicbénhnhin suy thin.
Sirdung & nguei cao tudi

Dugc dong hoc cua 2on dA duye nghién ciru trén ngudi cao tdi c6 tinh trang suy thin va

€6 anh huong chic ning gan, Ca hai chit sulbactam va cefoperazon déu cé thai gian bin huy ting. 46 thanh

thai gidm va thé tich phin phoi tang khi so v nguoi tinh nguyén khoé manh. Durge dong hoe cis sulbacim
quan rd véri mire d suy tha i i mir

q gan.

Cac nghién ciru thye hi¢n & té em cho thiy khong co thay déi ding ké vé duge dong hoc cia
sulbactam/cefoperazon so véi ngui 16n. Thari gian bén huy trung binh cia sulbactam ¢ tré cm 140,911 42
gidr vi cila cefoperazon 1 1,44-1,88 gidr.

CHIDPINH

Do triligu i o

Sulbactam/cefoperazon chi dinh do nhing vi khudn nhay cim trong nhimg trimg hep nhidm khudn sau-

Nhiém khuin duémg ho hip (trén va dui), nhiém khuan duing tiéy (irén va dui), viém phiic mac, viém tus
. viém dutmg mit va céc nhiém khudn trong 6 bung khc, nhidm khudn huyét, nhidm khudn ds va mé

:gm, ohiém khuin xuong khap, viém viing chiu, viém ngi mac tir cung, bénh lgu, v cic truimg bop nhidm

Khudn sinh duc khic.

Ditu trjkéthgp g Q by

Do sulbactam/cefoperazon co phé khang khuin rong nén chi cin sir dung dom thadn ciing c6 thé didu trj hitu

hi¢u hiu hét cic truomg hgp nhiém kbuin. Trong tnromg hop thiét c6 thé dung ké hop

sulbactam/ccfoperazon v nhimg khang sinh khac. Khi két hop v aminoglycosid phi kiém tra chie nlng

thin trong sudt dot diéu trj.

LIEU LUGNG VA CACHDUNG

Lituding

[E“ khuvén.

o= o e o e —

{Tile un/ Cefoperazon (g)es 5 [Cefoperazon (g)

{11 12.0-40, chin lam 2 linngay 020 g
Trong nhimg truimg hgp nhiém kbudn nang 6 thé ting lidu Sulbactamy Cefoperazon fogi 1 1§ 11 din Sg
ngdy (tic 4g sulbactam/ 4g cefoperazon), chia déu 2 lin/ ngay: néu cin g e ding thém cefoperazon don
thuin, liéu 1) da cho sulbactam L 4g/ngay.

Clnthi ding thubc cho bénh nhin suy ganké Khoug kit e

Diéu chinh lidu ding 14 cAn thiét & bénh a0 nlng kém hod kﬁ“ﬁlm@minghndcuqminm

Cdin diu chinh lidu dimg b¢nh nhdn bj suy gan| kem suy thin va phai theo dai sat nong 4 trong huyér nrong,
kh iing qui sul @/ngay.

Bénhnhin suy thin

Liéudhngsldbamnvnfopenmnnéndiéuchinhdbénhnhlnpand\mnﬁuménrﬂuhznh\imuumm<

30mU/phit) dé bi trrs idm thanh thai sulbactam. Bénh nhdn co thanh tha creatinin i 15-30 mbphit née ding

161 da 1g sulbactam |llg!d(h‘mléndachosulhun‘nmMlgn@w,»umgkmd(mhﬂngbﬁmnmmm

thii creatinin < ISmJ.!"phulni'ndunglén daﬁ_gl)mgsull'f_ﬂmm 12 236 (lidu ti dacho sulbactam k& Ig/giy);
o dhilin Lk T g et

Duge ddng hoc cua sulbactam cd thé thay ddi dang ké do thim phin. This gian bén hily trong buyét thanh cua

cefoperazon giam nhe khi thim phin, do 86 cén cho thudc sau khi thim phin.

i e A
Diéuchinh lidu ding & ngudni cao twdi 1 cn thide, dic biét 1d ngudi cao tudi bj suy gan hojc suy thiin hoge suy
gan vé suy thin

lh‘itm tharida oda ob, the & sauva. 4n chia dés !ﬁnngly
TIE | Sulbactamy Cefoperazon Sulbactam [Cefoperazon
11 140-80 mpkg/ngay 2040 my/kg/ngdy 2040 mg/kgngay

Trong truémg hop uhiém khudn nng hay it dip img. c6 hé g lidu lén 0én 160mg/kg/ngiy (logi 118 1),
chia déulam 2 1in nga

ly’:‘e':, sinh 1 tuln tu l{xén chia déu lidu ding lim 2 Wn/ngay. lidu tbi da sulbactam trong nhi khoa khdng nén
Vit qui KO my/kg/ngdy

Cich ding

Thube ¢6 thé dugc pha dé tiém tinh mych trong thir gian ftohdt 3 phit, truydn tink mch ngit quing trong 15
60 phist, truyén tinh mych lién tue, hode tiém bip

Qudtrinh pha thudc cling nhut qud trinh sir dyng thude sau khi pha nén duge thye hign trong didu kign vO
khudn. Dung dich sau khi pha phai trong sudt, khong miu vi khang cd cin nhin thiy dwex. Dung dich ssu khi
pha lodngnén dugc sit dyng mot lin duy nht, dung dich con lgi say khi diing phii bo di.

Tiém truyén tinh m;

gch
Tiém tinh mach: M3i lo BASULTAM phéi duoc pha v hugng thich bgp mit trong nhing dung dich sau



I doxtrose 5%, natri clorid 0,9% hay nut v khuln diing pha tiém, sai 46 phéi pha lodng thanks 20mi vi ciing

dung dich pha thude a¢ tiém . o
machouALquing: Tuomg v cAch pha nbie trén. Lactated Ringer h dung djch thich hop cho truyén
g..hm’gf;l:mnuwm dimg dé pha thubc I(M:An L 5 dishthichbop.
iach: Mj 1o BASULTAM ¢6 thé pha vt 6, 7mi mét trong che dung dich

Do mubisnh 1 0:9%, drase oA L i Ptk .o
‘mudi sinh Iy dé thu diege dung dich c6 nbng o 12 128 pie o L4
Néu ding dung dich Lactated Ringer dé truyén tinh mach thi ién hinh pha thube nhu sau. Phs | o
BASULTAM véi 6,7m! nutéc cAt pha tiém, (e 8. Dung dich thu o sau d6 duge pha loag thérm vés dung
dich Lactated Ringer dé cd nbng dg sulbactam § mg/ml, bing cach ding 2 mi dung dich pha 1an diw thém 50
ml dung‘dlch Lactated Ringer hay 4 m) dung dich phin Iin adu thém 100 mi dung dich Lactated Ringer
Tiém bip
Lidocain HC| 2% 1k dung dich thich hop & tiém bip nhung khong dang dé pha thube lic dbu va phai pha
thude theo 2 bucic: [hn diu ding mrdc cht pha tiém, sau d6 pha lofing v lidocain HCJ 2%, Lugng nude pha
tiém v lidocain str dung tuy thudc dng d thu duge.
Dé dung dich thu durge c6 nong d cefoperazon 125 Mg va sulbactam 125 M8 7ong mbi mi trong dung dich
lidocain HCl ndng d khodng 0,5%: Pha 11 BASULTAM vdi 4,7 mi nu6c ¢t pha tiém, lic déy. Dung dich
thu durge sau d6 duge pha lodng thém véi 2 ml dung dich hd:cn;gz% 250 mg g il -
Dé dung dich th duoc c6 ndng 4§ cefoperazon 250 mg va sulbactam i ml trong dung dich
lxdocm}lll(‘l nbng 46 khoing g.s"o/Q rm lo BASULTAM viri ".7 mi nube Cil pha tiém, 1he déu. Dung dich
thu duge sau 6 duge pha lodng thém vés 1 mi dung dich lidocain 2%,

CHONG CHI DINH

Bénhnhan i biétcé di (g vési penicillin, sulbactam, hay nhém khing sinh

THANTRONG

Tan;

Céc phan img qué min (phin v¢) nghiém trong ddi khi gy tir vong dA duge biko céo & nhimg bénh nhdn st

dyng beta-lactam hay ccpkﬂostunn’: Cac phin img ndy lhubng‘xdy ranai bénh nhén cé tién sir qua man véi
ic nhau, Néy vy

hiéu loai ud mdn, nén ngung thudc va dibu tri thich hop. Khi
e obniog phis ety uphin g qubmln ésnging hode v dib i drich o Kb
biing oxy. i hmach, thong duemg thke 01 khi quén,

Bénhnhin suy gan z

Cefoperazon thi rir chi yéu qua dich mt, do d6 béh nhiin suy gan c6 hoje khong c6 thc mit, thir gian bén hi

mhuyé;!hanhcﬂlccfapcnwnkéodiuvdumm‘lqlﬂ“"“ug:nﬂnx.ngydnhﬂubenhn!ﬂnwywnmuz
o 00 dicu r i dichmit va thn gian ban hiy chi ting 2 té1 4 lin.

iéu chinh lidu dong va theo di néng 4, 14 ciin thiét khi chi dinh dis h

bj tic mitndng, bénh gan niing kém holic khong kém vdi suy thin ning

Bénh nhin suy gan va suy thin cung lic, phii theo ddi ndng 49 cefoperazon trong huyét trong va phi didy

chinh liéunéu can, khong dugc ding qué 2 g/ngay.

Diéutrj v6i khang sinh pbd rong lim thay i hé vi khuén binh thuomg & rugt va c6 thé lam phs tridn i
céc chiing khong nbay cam, Cic nghién ciru cho thiy a6 tinh san xult bés Clostridhum difficile uq-‘amgur;e:
ih din dén viém dai tra pialié aéy khiing sinh. Viém dgi tring mang g1 do sir dyng céc
Khéng sinh pho rong 44 dugc bio cio; vi viy cdn phii quan tim dén viéc chin doin bénh nay va diéu tr v
metronidazol chongudi bénh b téu chay ndng ién quan t6i s dung khing sinh,
46he th chi cln ngimy thuk
m dai thube. Tromg hap o
i, xem xé cho dung chc dich v chit in i, b sun proten i i m}oi o i
'bj co gift, phai it dung thude v i vari th i dis s,
Neén hin rong ki ké dom khéng sinh phé rone cho nhimg ngut1 bénh c6 bénh dutmg i b, die it viém
dai tring. " "
“Thoi gian bén théi cefoperazon gidm nhe & bénh nhn dang thim tach mu, do do cin c6 ché 43 fiéu cho méi
dot tham tach. O nhimg. bgnh thﬂ:l bi suy gan vA$ bénh ‘M‘n niing, liéu hang ngay cua cefoperazon khong nén
vuotqua 1-2g, ) L thanh.
Phin img ggng disulfiram nhu do bimg, 86 m6 hoi. nhirc ddu va nhip tim nhanh da dugc béo cdo khi bénh
uhin ding rou,bia trong vong 12 10 sau khi uéng thube, do 6 bénh nhin cin thin trong khi diing cic ché
dmco khi diéu tri véi
p 2 ]
Ging nhu nhiing khang sinh khéc, mt vai bénh nhiin bj thiéu vitamin K khi diéu trj bing cefoperazon. Co
ché 612 i do e ché khuin chi duémg rudt (gut flora) binh thuémg giip tong hop vitamin K. Nhimg ngur c6
nguy co cao la nhimg bénh nhin &n ubng kém, giam hp thu (nhu bénh xo hoa nang) v bénh nhan nudi 4n
dwémg tinh mach 1du ngay. O nhimg bénh nhén nay va béah nhén dang thude chéng déng, phai theo di thési
gianprothrombin vi dung thém vitamin K.
Gibng nbu céc khing sinh khic, néu ding thudc iu ngay, phs liru § tinh trang qué sin cia nhimg vi sinh vit
Khong nhay véi sulbactamy cefoperazon. Do 6, phai theo ddi st bénh nhin trong subt dot diéa tri. Néu bénh
ahin bj bOi nhiém thi phii ngime i dung thubc. Cling nhr véi mos Ioai thubc tic dyng foin thin khic, bénh
\han nén ky ir i didu try dai a , gan, v g

i Pk inh ohat[A tré sinh A nhil oh
mau. I3 Anhil ohi,

Sirdunp@ahiohi
Sulbactam/ cefoperazon duge sir dung hi¢u qua & tré nhii nhi. Thude chura dwoe nghién ciru rgng rii & tré so
sinh hay non thing. Do d6, trute khi diéu tr cho tré so sinh hay non théng phi cn nhic k¥ Igi ich vi nguy co
cothé xayra. .
Cefe & ciia bilirubin A2 gén két voi in huyé

PHUNUMANG THAIVA CHO CON BU

Phy nir mang thai ,

ghién ciru sinh san trén chudt diing liéu cao hon &' nguri 10 1in cho théy khing c dnh huémg trén khi nang
sinh san va khong giy quai thai. Sulbactam va cefoperazon c6 qua nhau thai. Tuy nhién vin chura cé nghién
i diy s rén phu ni c6 tha. Vi nghién cin trén st vét khong thé gitp dodn trrde tit ci céc phn img trén
b3, ot Fr :

thai k

Phy nir cho con b
Phii lwru ¥ khi si dyng sulbactam/cefoperazon & ngudi dang cho con bii dit cé hai chét sulbactam vi
cefoperazon rat it qua sira me.

ANHHUGNG LEN KHA NANG LAI XE VA VAN HANH MAYMOC
Chura duge biétanh huong cila cefoperazon Ién kh ning 1ai xe vi sif dung miy méc. Chira c6 nghién cinu lim

sing A sir dung miy méc.

TUONG TACTHUOC

Khi bénh nhin diing rugu trong thori gian sir dung cefoperazon v ngay c trong vong S ngay sau khi ngumg
thudc, ¢6 mot sb ngudn bj phan img do mat, do mo hoi, nhirc du va nhip tim nhanh. Khi ding nhimg
cephalosporin khic, i khi ciing bi phan tmg furong ty néu bénh nhan co uéng bia rgu trong thas gian ding

I : héng péag o1 gian diéu rj <fope:

T 1adm sang

I s i khi dis 2

TACDUNG KHONG MONG MUON .

N6i bt thudmg I nhe bay

dung nap tét. Phin |
trung binh va s& hét di khi tip tuc diéu tri. D ligu Jam sang tir cic nghién cfru so sénh va khong so sénh trén
4n 2500 bénh nhan quan st thy:

Cang nhu céc khiing sinh khic, phn 16n cic tic dung ngogi § thuémg I trén duomeg tiéu hod. Phin ong hodc
nc‘ucmiys,o%ﬁépu\eoszuubua.manh.ynéno,ﬁ'/f it i

Gibng nhu cée penicillin va cephalosporin khc, tic dyng ngoai  do ting min cim 13 ndi sin 46 0,6% va mé
day0,08%. Pha a bt jimg, dgc bigt1adi et
t!

B_zh cdu trung tinh c6 thé gidm nhe 0,4% (5/1131). Gibng nhw nhimg khéng sinh o beta-lactam khic, khi

dieutr Jau dai c6 thé bj giam bach cau trung tinh 0,5% (9/1696). O mt s6 bénh nhin, test Coombs diromg tinh

5,5% (15/269) trong qué trinh diéu tri. C5 bo cdo giam hemoglobin 09% (13/1416) va hematocrit 0,9%

(13/1409) pht hop v y van khi diéu trj bing cephalosporin. Tang bach ciu di toan 3,5% (40/1130) va gidm
;iexu /fa(!u méu 0,8% (11/1414) thofing qua ciing c6 thé xay ra. Giam prothrombin méu ciing da duge bdo cio
,8% (101262).

Qéﬂ_ﬂc,ﬂmumaifkm
Nhirc 0w 0,04%, 0t.0,5%, dau noi tiém 0,08% varét un 0,04%. .
{ étnghiém

x
‘Tang tam thon xét nghigm chire néng gan ASAT 5,7% (94/1638), ALAT 6,2% (95/1529), phosphatase kiém
24% (37/1518) va bilirubin 1,2% (12/1040).

d shimg
Sulbactam/cefoperazon dung nap tét khi diing dubng tiém bip, hiém khi bi dau tai chd, Giéng nhu
penicillin va cephalosporin khéc, tiém trayén tinh mach sulbactam/cefoperazon c6 thé giy viém tinh mach
0,1% &t vi tri tiém truyén & mot vai bénh nhén.

e i v bio
Téng quit: Phin img phan vé (gdm caséc).
Timmach: Tyt huyétap.
Tiéuhod: Viém daitring mang gid.
Huyéthoc: Giam bach cau.
Da:Ngira, hg) chimg Stevens Johnson.
Tiétnigu: Tiéu méu.
Machméu: Viém mach.
Thé: sy

TUONGKY

Dung dich sulbactam/cofoperazon va chic. Jycosid khong nén pha vGi nhau vi khong tuomg hop vt 1§-
Néu cin phai dicu tr phoi hop sulbactam/cefossraron vi v aes] cf th ding biok oyt gkt
quing xen k& nhau mién la dung d =ofop e ek b e i idug
dich pha thich hop truc khi truyén Lin tiép. Cc libu sulbactamy/cefoperazon nén duge cho trong ngay cing
cich xaliéu céc aminoglycosid cang tér,

I
Nén trinh pha khi diu vé1 dung dich Lactated Ringer vi Tuy nhién : g
2 bute dung nude pha tiém pha loang trude s& tao ra mot dung dich twong hop khi pha thém vér dung dich
Lgmled Ringer.

Nén trinh pha khoi dhu v diung dich Lidocai s o
ich Lidocain HC| 2% vi khong tuomg hop. Tuy ahién phuong phip p
Iofing 2 bt dung e pha tiém pha lotng inré: 58 tgo a M3t dung dich womg hp khi pha thém v61

dich Lidocain HC] 2%. ondanset fenzazin,
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