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To be stored at <30°C. Lyophilized
powder should be reconstituted
right before use, by adding 10ml of
water for injections.

Following reconstitution the solution
can be stored for 96 hours at 2°-8°C
(refrigerator).

FURTHER DILUTION IS REQUIRED.
For instruction for dilution, storage,
see enclosed leaflet.
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To be stored at 30°C. Lyophilized
powder should be reconstituted
right before use, by adding 10ml of
water for injections.

Following reconstitution the solution
can be stored for 96 hours at 2°-8°C
(refrigerator).

FURTHER DILUTION IS REQUIRED.
For Instruction for dilution, storage,
see enclosed leaflet.

Lot. No:

Mfg. Date:

Exp. Date:

SbupEd J193N0 9y3 Uo [9ge]



Vietnam sticker label

e Thudc budn thes don

VOXIN - vancomycin 500 mg
Botdony kho dé |Inuunu il te truyén
Hop 1 g SHK:

IHANIIHIAN MG didta vancomyain
hydiachlond tony duong 500 iy
vantuinycin

Botdony N6 phii duge lu nngu):ll
nyey kuoc khrdung
10 1l 100C phia tiénu. Yeu ca
tep e Ding tem tuyen tnky h
SO 1O SX, NSX, HD: Kern Lot Ho® “fly
Date"va"Exp. Date” tén bao bi goc.

BAO QUAN: O il it dS Hmm)qud 30,
llvll_] Lag Li gm lan dld

’
rul u||n| tn(uu Qi n|-m ( DUNG VA
CAC HHONG T1H KHAC BE HGHIKEM TRONG
10 HUORG DAN SO GUHG KEM THED,
BOCKY HUONG AN SU DUNG TRUOC KHI
GUNG. BE HIUOC TKANH XA TAM YOI VA 1AM
HHIN CUA THE £,

SAN XUAT BOI: VIANEX S.A. - Plant C;
16" ki Marathonos Ave, 15351 Vallnn,
Atk Hy Lap.

a5l AR KiA:

XUAT XU Iy Lop

100%

Q

*

TRACH NHIEM HUU HAN

Rx Thudc ban theo don

VOXIN Vancomycin 500 mg.

Bot dong kho dé pha dung dich tiém truyén
Hop 1 1o SPK:

THANH PHAN: Méi lo chita vancomycin
hydrochlorid tuong duang 500 mg
vancomycin.

Bot dong kho phai dugc hoan nguyén
ngay trudc khi diing bang cach thém vao
10 ml nudc pha tiém. Yéu cau pha loang
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Hwéng dan st dung thuédc cho can bé y té

VOXIN

Vancomycin hydrochlorid .
Bo6t déng khé dé pha dung dich tiém truyén

Poc ky hwéng dan str dung trwée khi ding

Dé xa tam tay tré em

Théng bao ngay cho bac sy hodc dwoc sy nhirng tac dung
khéng mong muén gap phai khi str dung thuéc

Thuébc nay chi ding theo don ctia bac sy

THANH PHAN
Hoat chét:

Lo 500 mg: Méi lo chira vancomycin hydrochlorid twon
mg vancomycin.
Lo 1 g: Méi lo chira vancomycin hydrochlorid tu
1 g vancomycin.

Téa dwoc: Dung dich acid hydrochlorid 20%,

DANG BAO CHE CUA THUOC:
Bot dong khé dé pha dung dich tiém truyén

CAC PAC TiNH DUQC LY
Pac tinh dwoc lwec hoc
Ma ATC: CO1XA01
Vancomycin la khang sinh glycopeptid 3 vong, tinh khiét
(qua kiém tra sdc ky). Thuéc dwgc dung qua dwdng tinh
mach dé diéu tri nhiém khuan toan than. Dung tiém bap sé
gay dau.

Tac dung diét khuan ctia vancomycin do (rc ché sinh tdng
hop thanh té bao vi khudn. Ngoai ra, vancomycin ciing lam
thay déi khd nang thdm cla mang té bao vi khuan va sv
téng hop RNA. Cho téi nay, chwa c6 bao cao vé khang
chéo cla vi khuadn gitta cac khang sinh khac va
vancomycin.

Vancomycin da dwgc chirng minh cé hoat tinh déi voéi
streptococci va staphylococci va cac vi khuan sau day:
Staphylococcus aureus (bao gém cac ching khang
methicilin)

Staphylococcus epidermidis (bao gbébm cac ching khang
methicilin)

Streptococcus pyogenes, Streptococcus pneumonia (bao
gébm cac ching khang penicilin), Streptococcus agalactiae,
Streptococcus bovis, Viridans streptococci, Enterococci,
Clostridium difficile va Diphtheroids.

Cac vi khuan khac nhay cam véi vancomycin in vitro sau day:
Listeria monocytogens, Lactobacillus spp, Actinomyces spp,
Clostridium spp va Bacillus spp.

Vancomycin khéng cé hoat tinh in vitro dbi véi truc khuan gram am,
mycobacteria hoac nam.

Phéi hop Vancomycin véi mét aminoglycoside cé tac dung hiép lwc
in vitro trén nhiéu ching Staphylococcus aureus, streptococci nhém
D khéng thudc loai enterococci, enterococci va strepctococcus spp.
(nhoém Viridans).

Th d6 nhay cam

D6 nhay cam cua vancomycin duoc xac dinh bang phwong
phap dinh lwgng dém dwéng kinh cac ving. Phwong phap
nay dwoc Uy ban Qubc gia vé cac Chuin muc Phong thi
nghiém Lam sang (NCCLS) dwa ra. Két qua dwa trén mbi
twong quan gilta cac duwong kinh dat dwoc & dia thé
nghiém véi ndng do e ché téi thiéu (MIC) clia vancomycin.
Dién giai két qua thr d6 nhay cam & dia don lam chuan véi
mot dia chira 30 pg vancomycin hydrochlorid theo tiéu chi
sau.

Theo hwéng dan cua Uy ban Quéc gia vé cac Chuan muc
Phong thi nghiém La&m sang (NCCLS), ching
Staphylococcus spp cé dwdng kinh vung > 15 mm duwoc
xem la nhay cam, khi thé nghiém bang phwong phap dia
nhay cam. T4t cad cac dia c6 dwdng kinh viing bang hoac
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dwéi 14 mm nén thé bdng phwong phap pha loang dan.Tat
ca cac chung dwoc danh gia da dé khang bdng phuwong
phap pha lodng dan phai chuyén cho mét phong thi nghiém
dbi chirng.

Theo NCCLS, gi¢i han clia phwong phap dia nhay cam déi
v&i cac chung Enterococcus spp dwgc xac dinh nhw sau:

Pbwéng kinh viing (mm) Dién giai
> 17 Nhay cam

15-16 Nhay cam trung binh
<14 Dé khang

Phuwong phap chun héa yéu cau st dung chuén vi sinh ctia phong
thi nghiém c6 kiém soat. Dia 30 pg vancomycin sé cho dwédng kinh
vung nhw sau:

Vi khuan
S. aureus ATCC 25923

Pwong kinh viung (mm)
15-19

Dung phwong phap chuan pha loang dan, mau vi khuan
(theo té chirc CLSI) dwgc xem la nhay cam khi tri sé6 MIC
dbi vei vancomycin < 2 pg/ml. Vi khuan dwoc xem la dé
khang vé&i vancomycin khi MIC = 16 pg/ml. Néu tri sé MIC
dwéi 8 pg/ml nhwng cao hon 4 pg/ml dwoc xem la nhay,

S. aureus > 0,5 pg/ml.
Ciing nhw phwong phap pha lodng chuén, phwong pha
pha loang dan yéu cau s dung vi khuan kiém tra phong thi
nghiém. Bo6t vancomycin chudn phai c6 tri s6 MIC ndm
trong khoang 0,5 dén 2,0 mg/l dbi véi S.aureus ATCC
29213. Dbi véi Enterococcus faecalis ATCC 29212, tri sb
MIC phai ndm trong khoang t&r 1,9 dén 4,0 mg/l.

Chang S.aureus giam nhay cam v&i glycopeptid da dwoc
phan lap & Nhat ban, Hoa ky, Chau au va vung Vién déng
va dwoc dat tén dau tién la VISA (Vancomycin -
intermediate Staphylococcus aureus) hoac GISA
(Glycopeptid - intermediate Staphylococcus aureus). Phan
I&n cac chung hinh nhw phat trién gay nhiém trung do
ching Staphylococcus aureus dé& khang methicilin (MRSA)
& nhirng bénh nhan diéu tri lau dai bang vancomycin va cé
twong quan v&i cac trwdng hop that bai dung vancomycin.
Viéc nhan dang trong phong thi nghiém khé va phwong
phap dung dia khéng dang tin cay. Trung tdm kiém soat va
phdng nglra dich bénh Hoa Ky (CDC) da dwa ra chi tiéu
sau dé nhan dang céac ching GISA nhw sau:

Ky thuat Két qua Y kién
Nwéc canh  pha | MIC cua Duy tri th¢ nghiém
loang vancomycin 8 - 16 | trong 24 gi&
ug/ml trong canh
thang Mueller-
Hinton.
Thach canhthang | Phat trién > 1 | Chdng S. aureus
thwong cé thém | khom sau 24 gid. ATCC 25923 dung
vancomycin ndng kiém tra am tinh va
do 6 pg/mi Enterococcus
faecalis ATCC
51299  kiém tra
dwong tinh.
Etest MIC cua Duy tri th nghiém
vancomycin = 6 trong 24 gi&

ug/ml trong canh
thang Mueller-
Hinton.

Ghi cha: Pé xac dinh mét ching la VISA hodc GISA, phai
lam day du TAT CA CAC CHI TIEU.

Theo khuyén cao cua CDC, viéc giam sat chdng
Staphylococcus aureus vé mirc do dé khang trung binh vé&i
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glycopeptid nén tap trung vao cac ching c6 MIC 2 4 pg/ml
va vao ching MRSA phan Iap tir cac bénh nhan cé nguy co
cao c6 GISA (vi du cac bénh nhan thdm tach mau trong
trwong hop thdm phan phuc mac di dong va/hodc diéu tri
lau dai bang glycopeptid, cac bénh nhan nhidm khuan do
staphylococcus spp tv y cu, v.v..) Trwdc khi dung
vancomycin trong trwdng hop vi khuadn nhay cam trung
binh can xac dinh r6 MIC dbi véi tat ca khang sinh khang
staphylococci va déng thoi tham van chuyén gia.

bac tinh dwoc dong hoc

Vancomycin dwoc hdp thu kém qua uéng. O nguoi co chirc
ndng than binh thwdng, truyén tinh mach da liéu
vancomycin 1 g (15 mg/kg) trong 60 phut, néng dé trung
binh trong huyét twong dat dwoc khoang 63 mg/l (ngay sau
khi truyén), 23 mg/l (2 gi® sau khi truyén) va khodng 8 mg/l
(11 gio sau khi ngwng truyén). Truyén da liéu 500 mg trong
30 phut, ndéng do trung binh trong huyét twong dat duoc
khoang 49 mg/l (ngay sau khi truyén), 19 mg/l (2 gi® sau
khi truyén) va khodng 10 mg/l (6 gid sau khi chadm dat
truyén). Néng do trong huyét twong sau khi truyén da liéu
twong ty nhu sau khi truyén don lidu.

Ntra doi phan hdy trung binh trong huyét twong cla
vancomycin la 4 dén 6 gi® & nguwdi co6 chirc nang than binh
thuong. Trong vong 24 giod dau, khoang 75% lidu ding
dugc bai tiét vao nuwdc tiéu qua loc ciu than. Bo thanh thai
huyét twong trung binh khoang 0,058 I/kg/gi®’, va dé thanh
thai than trung binh khoang 0,048 I/kg/gid. Suy than lam
cham bai tiét vancomycin. O nhirng bénh nhan khéng con
than, nra doi thai trir trung binh 1a 7,5 ngay. Hé sb phan
bé ndm trong khoang t 0.3 dén 0,43 I/kg. Khéng c6 suw
chuyén héa thubc ré rang. Khoang 60% lidu vancomycin
dwoc tiém qua mang bung trong lic thdm phan phic mac di
vao hé tudn hoan co thé trong 6 gio. Néng d6 trong huyét
thanh dat dwoc khoang 10 mg/l sau khi tiém 30 mg/kg
vancomycin qua mang bung.

Do thanh thai than va toan than cia vancomycin co thé
giam & ngudi cao tudi.

Khoang 55% vancomycin gin két v&i protein huyét thanh
khi do bdng siéu loc & néng do 10 mg/l dén 100 mg/l. Sau
khi dung vancomycin qua dudng tinh mach, néng do &
ngudng e ché vi khudn do dwoc & dich mang phéi, ngoai
tam mac, 6 bung va hoat dich, nuéc tiéu va dich thdm phan
phuc mac va trong mé phan phu tam nhi.

Vancomycin hydrochlorid khong dé& dang khuéch tan vao
dich n&o tdy, nhwng khi mang ndo bj viém, nguoi ta thay
thudc cé tham nhap vao dich nao tay.

Mac du vancomycin khéng dwoc thai triv dang ké qua thadm
tach mau hodc thdm phan phac mac, da cé bao cao ting
do thanh thai vancomycin bdng ky thuat truyén tach mau va
loc mau.

QUY CACH BONG GOI: Hop 1 lo.

CHi BINH BIEU TRI
A. Vancomycin hydrochlorid dwoc dung tiém truyén tinh mach dé
didu trj cac nhidm khuan sau:

Nhiém do tu cdu: Vancomycin dwoc chi dinh didu tri cac nhiém
khuan ning hoic de doa tinh mang gay bdi tu cau nhay cam véi
thudc va da dé khang methicilin.

Thubc dwoc chi dinh cho nhirng bénh nhan di &ng voi penicilin,
bénh nhan khéng thé dung cac thubc khac hodc nhirng ngwoi
khong dap trng vé&i cac thudc duoc chi dinh didu tri cac nhidm
khuan gay bdi cac vi khudn nhay cam véi vancomycin va da dé
khang voi cac khang sinh khac. C6 thé dung Vancomycin
hydrochlorid dé bat du diu tri khi nghi ngo' nhiém tu cAu dé khang
methicilin, nhung sau khi ¢6 két qua thir khang sinh dd, nén diéu
chinh viéc diéu tri cho phi hop.

Viém néi téam mac: Vancomycin hiéu qua trong diéu tri viém noi tam
mac nhiém tu cau. Vancomycin cho thiy cé hiéu qua khi ding mot
minh ho&c két hop véi mot aminoglycosid trong diéu tri viem noi
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tam mac gay bdi Streptococcus viridans hoac Streptococcus bovis
va viém noi tam mac gay bdi Enterococci (nhu E.faecalis), thwong
két hop voi gentamycin. Vancomycin ciing hiéu qua trong diéu tri
viem ndi tam mac do diphtheroids. Vancomycin két hop véi
rifampicin hodc mét sé aminoglycosid hodc ca hai trong diéu tri
viém noi tam mac nhiém trung trén van nhan tao gay boi S. aureus,
S. epidermidis hodc diphtheroids.

Tiém tinh mach vancomycin mét minh hodc két hop voi
gentamycin duwoc khuyén cao khi can dw phong viém ndi tam mac
nhiém khuan & nhitng bénh nhan di tng penicilin mic bénh tim
bam sinh hodc bénh thap khép hodc bénh van tim mac phai khac,
khi ho phai trai qua cac tha thuat nha khoa hodc phau thuat can
dung diéu tri dw phong.

Céc nhiém khuén khac: Hiéu qua cta vancomycin da dwoc ching
minh trong diéu tri cac nhiém khuan do tu ciu, gdbm nhiém khuan
mau, viém tly xwong, nhiém khudn dudng ho hap dudi, nhiém
khuan da va mé mém. Khi bi nhiém tu cau khu trd va cé ma, st
dung khang sinh dé diéu tri hd tro' cho cac bién phap phau thuat
phu hop.

B. Vancomycin hydrochlorid dudng udng duwoc chi dinh trong diéu
tri viém dai trang gid mac nédng do khang sinh gay bdi Clostridium
difficile va viém rudt do nhiém tu cau. Vancomycin hydrochlorid
khéng hiéu quéd qua dwong ubng déi véi cac nhiém khudn
khac.

Khuyén cdo nén tim ra vi khuan gay bénh va thtr do nhay cam cua
vi khuén voi vancomycin. Cé thé bat dau viéc diéu tri trong khi che
két qua thir khang sinh d6. Diéu chinh viéc diéu tri chi phi hop sau
khi c6 két qua thir khang sinh dé.

LIEU LUQNG VA CACH SU DUNG

Khuyén céo nén dung vancomycin qua duéng tiém truyén tinh
mach.

Tai bién do tiém truyén lién quan dén ca ndng do va tdc dé truyén
vancomycin. Néi chung, nén dung vancomycin & dang dung dich cé
néng do khong hon 5 mg/ml va vai tbe d6 truyén 10 mg/phit hodc
cham hon. O vai bénh nhan can han ché bd sung nuéc, co thé
dung ndng dd dén 10 mg/ml, tuy nhién, can than trong vi ndng do
cao lam tang nguy co tai bién do truyén. Tuy nhién, ciing nén lwu y

réing tai bién do truyén dich co thé xay ra ¢ bét cir ndng do va/hosc
tdc do truyén nao.

Tiém truyén tinh mach:

Nguti Ion: Liéu truyén tinh mach khuyén cao cho nguei I6n 1a 2 g
chia thanh 500 mg méi 6 gi&r hodc 1 g méi 12 gio. Téc do truyén
khéng qua 10 mg/phat hodc truyén trong mét quéang thoi gian it
nhat 60 pht khi truyén kéo dai. Trong viém mang no, téng lidu
hang ngay c6 thé Ién dén 4 g.

Céc yéu té khac ctia bénh nhan nhu tudi tac hodc béo phi, co thé
doi héi phai thay ddi liéu truyén hang ngay thong thudng.

Tré em: Ligu vancomycin hang ngay thong thudng & tré em la 10 mg/kg
thé trong mai 6 gio. M3i liéu nén duoc truyén trong mot quang thoi
gian it nhat 60 phut. Téng liéu vancomycin tiém truyén hang ngay &
tré em 13 40 mg/kg/thé trong va co thé chia ra va thém dung dich
vao d@é dui cho nhu cdu st dung trong 24 gio.

Tré nho va tré so sinh: Liéu khuyén dung khéi dau 1a 15 mg/kg, tiép
theo ding 10 mg/kg méi 12 gio' trong tudn dau sau khi sinh va sau
dé mdi 8 gitr cho dén 1 thang tudi.

Nén theo ddi sat néng do vancomycin trong huyét thanh & nhirng
bénh nhan nay.

Dung uéng:

Chi dung vancomycin udng trong diéu tri chirng viém dai trang gia
mac do khang sinh gay boi Clostridium difficile va viém rudt do
nhiém tu cau. Téng liéu thong thwong & nguoi I6n 1a 500 mg, 4
lan/ngay, trong 7 dén 10 ngay va tong lidu théng thuong & tré em
la 40 mg/kg thé trong dung 3 hodc 4 lan/ngay tir 7 dén 10 ngay.
Téng liéu hang ngay khong dugc qua 2 g.

Hoa tan liéu thich hop trong 1 ly nudc va cho bénh nhan udng. Co
thé thém huong xi-rd théng dung vao dung dich dé cai thién vi
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thubc. C6 thé dung dung dich pha loang qua éng théng mii-da day.
Vancomycin hydrochlorid khéng hiéu qué qua dudng ubng ddi voi
céc dang nhiém khuén khéc.

Bénh nhan suy than va bénh nhéan cao tudi: Nén giam liéu & bénh
nhan suy than. O tré sinh non va ngudi cao tudi, can giam liéu
nhiéu hon vi chirc ndng than giam. Do néng do vancomycin trong
huyét thanh c6 thé gép phan trong viéc diéu tri téi wu, dac biét &
bénh nhan suy than nang.

Co6 thé xac dinh néng do vancomycin trong huyét thanh bang cach
ding phwong phap dinh lwong vi sinh, dinh lwgng mién dich huynh
quang hodc sac ky léng cao ap.

Trong trwdng hop da biét 3 thanh thai creatinin clia bénh nhan
suy than, khuyén cao nén theo phac db liéu diing sau day: (Liéu
lweng vancomycin hydrochlorid (mg) hang ngay gép khoang 15 lan
téc d6 loc cau than (ml/phat)

BANG LIEU LUONG CHO BENH NHAN SUY THAN

D6 thanh thai creatinin ml/phat Liéu vancomycin (mg/24 gi®)
100 1545
90 1390
80 123523 o
70 1080 1Y \¢\\
60 925 THUU H/.'\N\1 ]
50 770 U / * //
40 620 JP\NV §//
30 465 ':)‘(;\’\
20 310
10 155
Liéu khéi dau khong nén dwdi 15 mg/kg, ngay ca & bénh nhan
suy than nhe dén trung binh.

Nén dung liéu khéi dau 15 mg/kg thé trong cho nhirng bénh nhan
than khong hoat ddng dé nhanh chéng dat dwoc nong do diéu tri
trong huyét thanh. Liéu can dé duy tri néng dé én dinh 14 1,9
mg/kg/24 gi&r. Nhirng bénh nhan & giai doan cubdi suy than, thuc té
nén dung liéu duy tri mét 1an tir 250 mg dén 1000 mg cach khoang
vai ngay hon la dung liéu hang ngay.

O bénh nhan vé niéu, liéu khuyén ding la 1000 mg méi 7 ngay.
CHU Y: Khi da biét néng d creatinin trong huyét thanh, cé thé
dung céng thirc sau (dwa trén gidi tinh, can nang, tudi tac bénh
nhan) dé tinh toan d6 thanh thai creatinin. Néu creatinin huyét
thanh cho théy chirc ndng than & trang thai 8n dinh, thi tinh nhw
sau:

Nam: Thé trong (kg) x (140 — s6 tudi)

72 x creatinin huyét thanh (mg/1dl)

N: 0,85 x tri sb trén

Néu creatinin huyét thanh cho thay chirc nang than khéng & trang
thai 6n dinh, khi do gia tri wéc tinh doé thanh thai creatinin trén
khong ap dung dwgc. Do do, do thanh thai tinh theo cong thirc nay
c6 thé cho gia tri cao hon & nhirng bénh nhan bi cac bénh sau:

1) Gidm chirc nang than, nhw séc, suy tim hoac thiéu niéu.

2) Réi loan méi lién quan binh thwéng gitra khdi co va thé trong
nhw & cac bénh nhan béo phi hodc bénh nhan bénh gan, phu hoac
tran dich mang bung.

3) Bé&nh nhan co thé trang yéu, suy dinh dwéng hodc bat dong.

An toan va hiéu qua cua viéc ding vancomycin tiém vao khoang
dwéi nhén chwa dwoc tbng két qua y van.

Hwéng dan cach dung

Lo chtra 500 mg vancomycin hydrochlorid

Viéc hoan nguyén bot déng kho dé tiem duoc thiee hién ngay trudc
khi dung bang céch thém vao 10 ml nwéc vé khuan pha tiém. Sau
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khi hoan nguyén, lo co6 dung dich 50 mg/ml. CAN PHAI PHA

LOANG THEM

Dung dich dwoc hoan nguyén chira 500 mg vancomycin phai dwoc
tiép tuc pha Ioang v&i it nhat 100 ml dung moi. Pha loang sao cho
dat néng do tir 2,5 g/l dén 5,0 g/l va truyén lién tuc trong thoi gian it
nhat 60 phut.

Lo chira 1 g vancomycin hydrochlorid

Viéc hoan nguyén bot déng kho dé tiem dwoc lam ngay trwdc khi
dung bang cach thém vao 20 ml nwde vé khuan pha tiém Sau khi
hoan nguyén, lo c6 dung dich 50 mg/ml. CAN PHAI PHA LOANG
THEM.

Dung dich dwoc hoan nguyen chira 1 g vancomycin phai duoc tiép
tuc pha loang v&i it nhat 200 ml dung moi. Pha loang sao cho dat
nong dé tr 2,5 g/l dén 5,0 g/l va truyén lién tuc trong thoi gian it
nhat 60 phut

Twong thich véi cac thude khac va dung dich tiém tinh mach.

Vé phurong dién héa hoc, dung dich dat dwoc sau khi pha loang
voi dung dich Dextrose 5% hodc dung dich Natri chlorid 0,9% hoac
dung dich Ringer c6 thé béo quan trong tu lanh trong 14 ngay ma
khéng méat ham lwong dang ké.

Dung dich dat dwoc sau khi pha loang véi cac dung dich sau co thé
bao quan trong td lanh 96 gid:

Dextrose tiem 5% & Natri Chlorid tiem 0,9%
Ringer Lactate tiém U.S.P.

Ringer Lactate tiém U.S.P. & Dextrose tiem
Normosol”M & Dextrose 5%

Natri Chlorid tiém 0,9% U.S.P Isolyte” E
Ringer acetate tiem

Vé phuong dién vi sinh, sau khi pha nén dung ngay, néu khéng
dung ngay, thei gian va didu kién bao quén triedre khi ding 1a trach
nhiém cua nguoi st dung va thwong khong dwoc qua 24 gio ¢ 2-
8"C, trir khi viéc pha lodng dwoc thue hién trong diéu kién vé tring
da dwoc tham dinh va co kiém soat chat ché.

U.S.P.

Dung dich vancomycin ¢6 pH axit nén co thé anh hudng dén do én
dinh tw nhién cac thuoc khac.
Phai kiém tra bang mat cac hat tiéu phan va sw déi mau déi
v@i cac dwoe pham dung qua dwong tiém khi ¢6 thé nhin qua
dwore dung méi va lo thubec.

CHONG CHI BINH:

Chéng chi dinh dung vancomycin cho nhitng bénh nhan da biét bj
qua man véi khang sinh nay.

CANH BAO VA THAN TRONG PAC BIET KHI SU’ DUNG THUOC
Canh bao

Dung tiém bolus nhanh (vi du trong vai phut) cé thé gay ha huyet /
ap va ngirng tim. Nén pha loang vancomycin va truyen trong thow
gian khéng dwéi 60 phit dé tranh cac phan tng do truyén thuded
nhanh. Ngirng truyén, thiweng la cach xt tri tiee thevi khi gap nhivn
phan rng nay.

D4 cb bao cao gap nhiém déc co quan thinh giac & nhirng bénh
nhan dung qua liéu hoac co diéc tiém &n hoac diing déng thoi voi
cac tac nhan gay doc co quan thinh giac (nhw aminoglycosid).

Nén than trong khi ding vancomycin & nhirng bénh nhan suy than,
do néng dd thubc trong mau cao va kéo dai, do vay nén can nhic
diéu chinh liéu lwong vancomycin hydrochlorid & nhirng bénh nhan
nay.

Dé giam tbi da nguy co nhiém déc than khi diéu tri cho bénh nhan
suy than tiém an hodc cac bénh nhan diéu tri dong thoi véi mot
aminoglycosid, nén kiém soat lién tuc chirc nang than va dac biét
chu y dén bang liéu lwgng cho bénh nhan suy than nhw da néu
trén.

Da co6 bao cao viem ruot két mang gia voi tat ca cac khang sinh
phd rong (hao gébm macrolid, cephalosporin va penicilin ban téng
hop), nén can nhac chan doan méi twong quan nay & cac bénh
nhan bi tiéu chay sau khi ding khang sinh. Mdc dd cé thé tir nhe
dén de doa tinh mang. Trwéng hop viém rudt két mang gia nhe chi
can ngung ding thudc, cac treong hop vira va ning can ap dung
cac bién phap thich hop.

Trwéng hop st dung khang sinh nhiéu ngay, nén xem xét kha
nang xay ra sw phat trién qua mirc clia cac vi khuan dé khang. Can
theo ddi bénh nhan chat ché. Néu boi nhiém xay ra trong khi diéu
tri, can thuwc hién cac bién phap thich hop.
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Than trong

Da cé bao cao giam bach cau trung tinh c6 hdi phuc & cac bénh
nhan dung vancomycin hydrochlorid. Nén dinh ky kiém tra sé lwong
bach cau & cac bénh nhan diéu tri kéo dai.

Nhirng bénh nhan dang dung déng thoi véi cac thubc gay gidm
bach cau trung tinh nén dinh ky kiém tra s6 lwong bach cau.

Nén dung vancomycin hydrochlorid qua dwong tinh mach. Pau,
kich (rng va hoai tir & vi tri tiém co thé xay ra khi tiém vancomycin
hydrochlorid qua duéng tiém bép hodc thoat mach do so xuat. Co
thé gap phai viéem tinh mach huyét khdi, theo dé muc do ning va
xuét d6 s& dwoc giam tdi thiéu bdng cach dung dung dich pha
loang va truyén cham (2,5 dén 5 g/l) va thay ddi vi tri tiém.

D& cé bao cao gdp cac tac dung phu do tiém truyén (bao gdm ha
huyét ap, nong birng, ban dd, may day va ngtra) tang khi dung
chung véi thubéc gay mé. Cé thé giam thiéu cac tac dung phu do
tiém truyén bang cach truyén vancomycin trong 60 phut trudc khi
gay mé.

Déa co bao cao khi dung vancomycin hydrochlorid qua duwong néi
phtc mac trong khi thdm phan phic mac lién tuc ngoai tri gap hoi
ching viém phic mac do hoéa chat. Hoi chirng nay tw mét khi
nguwng dung vancomycin qua dwdng ndi phuc mac.

Tré_em: O tré sinh non va tré so sinh, can xac dinh ndng do
vancomycin mong mudn trong huyét thanh. Nguoi ta thay khi ding
ddng thdi vancomycin va thuéc gay mé co sw twong quan voi ban
do va nong birng kiéu histamine & tré em gap phai.

Nguoi cao tudi: Nén diéu chinh liéu khuyén dung & ngudi cao tudi
vi chirc ndng than giam.

SU’ DUNG TRONG THO'I KY MANG THAI VA CHO CON BU

Trong mot nghién ctru lam sang dung qua dwong tinh mach cho
cac ba me dang mang thai d& diéu tri nhiém khuan ning do
staphylococci, nguoi ta khong ghi nhan thdy truong hop diée lién
quan than kinh cdm giac hoac doc than do vancomycin ¢ thai nhi.
Vancomycin hydrochlorid dwoc tim thdy & mau day rén. Sb bénh
nhan trong nghién ctru nay con han ché va chi ding vancomycin
hydrochlorid vao quy hai va ba cua thai ky. Chwa duoc biét
vancomycin cé gay tén thwong bao thai khi dung trong lic mang
thai hodc anh hudng dén kha nang sinh san hay khong.

Vi cac nghién ciu vé sinh san & dong vat khong phai luon
dung & nguoi, chi dung vancomycin cho phu nir mang thai
khi that su cn thiét.

Chua biét thudc c6 qua sira me khong. Nén than trong khi
dung vancomycin cho phu nir dang nudi con bu. Vi cac tac
dung bét loi c6 thé xay ra & tré dang bu sira me, nén quyét
dinh hodc ngung cho bd hodc ngung dung thubc, sau khi
can nhéc sy can thiét cia viéc dung thudc cho nguoi me.

TAC DONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC
Ngudi ta van chua xac dinh liéu vancomycin c¢é anh huwéng dén
kha nang lai xe ciia bénh nhan khong.

TUONG TAC VO'I CAC THUOC KHAC, CAC DANG TUONG TAC
Nguoi ta thdy khi dung déng thoi vancomycin va thubc gay mé co
sw twong quan voi ban dé va néng birng kidu histamine va phan
rng phan vé.

Cé&n quan sat than trong khi dung déng thoi ciing nhw ding 1an luot
toan than hoic tai ché cac thubc gay doc than kinh va/hodc doc
than manh nhw amphotericin B, aminoglycosid, bacitracin,
polymixin B, colistin, viomycin, cisplatin.

TAC DUNG KHONG MONG MUON (ADR)

Tac _dung phu do tiém truyén: Truyén nhanh vancomycin
hydrochlorid, bénh nhan c6 thé bi phan (rng phan vé, bao
gdm ha huyét ap, kho thd kem kho khe, may day hoac
ngtra. Ciing thdy ban dé & ¢, dau va co thit co & nguc va
lwng. Cac phan Gng nay thuwdng hét trong vong 20 phut
nhung co thé kéo dai dén hang gio. Cac tac dung nhuw thé
hiém xay ra néu truyén vancomycin hydrochlorid cham trén
60 phat.

Truyén tinh mach vancomycin hydrochlorid cham (téc do 10
mg/phut hodc cham hon) lam gidm dang k& kha nang xay
ra phan trng phan veé.
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Déc than: Hiém khi cé bao cao gap phai suy than, cha yéu
phat hién qua néng do u-ré va creatinin huyét tang dac biét
& nhitng bénh nhan dung lidu cao vancomycin
hydrochlorid. Mot sb hiém trwong hop viém than ké & bénh
nhan dung déng thei véi aminoglycosid hodc da cé réi loan
chic n&ng than truédc dd. Chung nito-huyét bién méat khi
ngung dung vancomycin hydrochlorid.

Hé tiéu héa: Viém ruot két mang gia co thé xay ra trong hoéc sau
khi diéu tri bang khang sinh.

Déc tinh trén thinh gidc: Da gap phai mot sé trwong hop diéc do
vancomycin hydrochlorid, phan Ién la & bénh nhan bi réi loan than
hoac da diéc trwdc dé hodc nhirng bénh nhan dang ding déng thoi
mot thuéc gay doc cho thinh giac. Hiém gap chong mat, choang
vang va u tai.

Mau va két qué cén lam sang: Da cé bao cao giam bach cau trung
tinh c6 héi phuc, xuat hién khodng 1 tuan trd di sau khi bat dau
diéu tri bang vancomycin hydrochlorid hodc sau khi da dung tong
lidu trén 25 g. Gidm bach cau trung tinh hdi phuc nhanh chéng khi
ngwng dung vancomycin.

Hiém gap gidm tiéu cau va méat bach ciu hat c6 hdi phuc, tuy nhién
nguoi ta van chua chirng minh duwoc méi twong quan nay.

Viém tinh mach huyét khoi: Ba cé bao cao bj viem & vi tri tiem.

Céc rbi loan khéc: Phan (rng phan vé, sét do thudc, rét run, budn
noén, tang bach cau wa eosin, phat ban (viém da tréc vay), bénh da
bong nudc, viém mach, hoéi chirng Stevens-Johnson, hoai tir biéu
bi nhiém doc da duoc bao cao gap phai khi dung vancomycin, tuy
nhién hiém gap. Viém mang bung do héa chat dwoc bao cao sau
khi dung vancomycin qua duong ndi phuc mac.

Théng bao cho béc sy nhang tac dung khéng mong muén gip
phai khi s dung thuéc.

QUA LIEU

Khuyén céo nén diéu tri hd tro bang cach duy tri loc ciu than.

Tham tach mau it co kha nang loai trir vancomycin. Loi ich viéc loc
mau qua hat nhua Al ;Uw-- e.XAD-4 con han ché. Ngudi ta van
chua xac dgnh dug tch, loﬁcua oc lox tiéu va viec thdm tach

ha nang qua liéu cac loai
'c dong hoc & tirng trwdng

ky voi cac ché k\lemﬁa r. thudc khong ben virng &
pH thap. Da thay 66 ffong ky glua % XSNU/O'
aminophylin, aztreonam, barbltura'f[ﬂ@ gc?b

benzylpenicilin (ddc biét la trongp@@ Mgﬁ gﬂ; lrose

ceftazidim, ceftriaxon, cloramphe njcol n é eith#alnﬁ
Light h

natri phosphat, dung dich tanql gelatln
hodac polygelin, heparin natri, ‘idarubicin, methlculm natri,
natri bicarbonat, ticarcilin, va warfarin natri. Luwu y kha

ndng két tha tang khi néng do vancomycin cang cao.
Khuyén cao rira sach day truyén bang nudc mudi gita
nhirng 14n dung cac khang sinh nay va dung vancomycin
dudi dang dung dich pha loang (néng do dén 5 mg/ml).
Cac bao cao vé tuong ky nhiéu khi con chuwa théng nhéat.
Néng do dung dich va thanh phan cac dung dich dung pha
lodng cling anh hudng dén tinh twong ky.

DPIEU KIEN BAO QUAN: Bdo quan & nhiét do khong qua
30°C, trong bao bi gbéc. Dung dich hoan nguyén co thé bao
quan trong 96 gio' & 2-8°C HAN DUNG: 24 thang ké tir ngay
san xuét.
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