. HUGNG DAN SU DUNG THUOC CHO CANBO Y TE

e VANCOMYCIN

Thanh phin cdu tao ctia thudc:

Cho 01 lp bét déng kho:

Duroc chét: Vancomycin (dudi dang Vancomycin hydroclorid) ...500 mg

T6 duoc: Natri metabisulfit, manitol vira dl.........c.c.ecvceranninieess 1lo

Cho 01 8ng nudc cét tiém 10mi:

NUGC A8 phathUBCtIEM VA w...oooeveeienerrsirercseninsiassassasssssinsenee

Dangbao ché&: Thudc tiém bt ddng kho.

Quy cdch déng géi:

H6p 1 1o bt déng khd + 1 8ng nurdccdt tiém 10 ml.

Hop S lo bt dong khd.

Hoép 10 lo bot dong kho.

Dugclychoc:
- M3ATC:A07AA09
. Vancomycin |3 khang sinh c6 tac dung diét khun bang cach trc ché qua trinh sinh
\ t8ng hop v t& bao vi khudn bing cach gén v&i nhém carboxyl & cac tiéu don vi
{  peptid chira D -alanyl-D-alaninty do, tir d6 (rc ché peptidoglycan polymerase va
phan (rng transpeptid. Vancomycin con tac dong dén tinh thdm mang té bao va
qué trinh t8ng hgp ARN cla vi khuin. Cho t&i nay, chua cé bdo cdo vé khang chéo
ctiavi khu3n giira cac khéng sinh khac va vancomycin.
Vancomycin c6 tic dung t8t trén cac vi khudn Gram duong ua khi va ky khi, bao
gdm: Ty cau, gdm Staphylococcus aureus, Staphylococcus epidermidis (ké c& céc
chiing khang methicilin khéng dong nhat); lién cau, gdm Streptococcus
pneumoniae (ké ca ching d3 khang penicilin), Streptococcus agalactiae,
Streptococcus pyogenes, Streptococcus bovis; c3u trang khudn (vi du
Enterococcus faecalis) va Clostridiae. Vancomycin ¢6 tac dung in vitro trén céc vi
khuan: Listeria monocytogenes, Lactobacillus spp., Actinomyces spp., Clostridium
spp. va Bacillus spp.
Cécvikhudn Gram 4m déu khang lai vancomycin. Thuc khéng cotacdunginvitro
divdi cac trc khudn Gram &m, Mycobacteria, ndm.
Clostridium difficile nhay cdm t6t véi thudc, nhung dé tranh nguy co khang thudc,
vancomycin chi dugc dung khi cac khang sinh khac d3 khong con tac dung. Khong
dung vancomycin cho céc trudng hop ma Clostridium difficile da phat trién qua
mirc sau khi dung khang sinh.
Véi cic Enterococcus, vancomycin khong cd hiéu lyc cao nhu v&i cac
Staphylococcus. Thudc chi c tdc dung kim khuin.
NBng dé t8i thiéu (rc ché (MIC) cha vancomycin ddi véi hau hét cac chiing nhay
cam tir 0,1 dén 2,0 microgam/ml. Nong do diét khudn ctia thudc khong cao hon
nhieu so v&i MIC. Cac chiing vi khudn cé MIC dudi 4,0 microgam/ml dugc coi la
nhay cdm véi vancomycin, cac ching ¢6 MIC tir 4,0 microgam/ml dén 16,0
microgam/ml 1a nhay cam vira phai. Cac ching vi khuan c6 MIC tir 16
microgam/ml tré&r1én dugcxép laloaikhang thudc.

Dugcddng hoc:
V&i nhirng ngudi chirc ndng t

han binh thudng, truyén tinh mach 1g vancomycin
(15 mg/ kg) trong 60 phat, ndng dd thudc téi da trong huyét tuong khoang 63
microgam/ ml, dat dugc ngay sau khi truyén xong. Ndng dd thudc trong huyét
tuong 13n lugt 1a khodng 23 microgam/ ml va 8 microgam/ ml tai thei diém mét
giovallgiosaukhi truyén.
Sau khi tiém tinh mach, thuéc dugc phan b6 trong cacdich
ché vi khudn dat dugc tai dich mang phéi, dich mang ngoai tim, dich cd trudng
hoat dich, trong nudc tiéu, trong dich thim tach mang bung, va trong md tiéu nhi.
Nong dd thudc trong dich ndo tly rit thap khi mang ndo khéng bj ton thuong.
Ti I& lién két voi protein huyét tuong ctia thudc khoang 30 - 60%, c6 thé giam
xudng 19 - 29% & ngudi bénh bi giam albumin mau (bj bong, suy than giai doan
cubi). ThuBc qua dugc nhau thai, phén b8 vao mau cudng rén. Vancomycin cd thai
trirvaosira.
Thé tich phan b clia thuéc dao déng khoang tir 0,2 - 1,‘25 lit/ kg. Thoi gian ban

| thai cua thudc & ngudi cé chirc nang than binh thu'ang,tu' 4 dén 7 gid, c6 thé kéo

' daihon & ngudibjsuy than. Thudc hau nhu khéng chuyén héa.

| Vancomycin thdi trir chl yéu qua than. O ngudi c6 chirc nang than binh thuong,
khong 70 - 90% ligu diing dugc thai trir & dang khong d6i qua nudctiéunhd loc &
ciu than, mdt lugng nho thai trir qua mat. Chi loai bo dugc mdt lvgng nhd
vancomycin bdng phuong phap thim tach mau hay thdm tich mang bung. Thuéc

dugrcloai bd tt hon véiloc mau.

ngoai bao. Ndng dd urc



Chidinh:
Vancomycin |a khang sinh chi dugc sir dung trong bénh vién va chi cho nhirng
ngudi bénh dugc theo ddi chit ché, vi c6 nguy cocao vé cac tac dung khéng mong
mudn. Thudc dugec chi dinh trong cdc bénh nhiém khujn ndng de doa tinh mang
gdy ra bdi ty cdu va cac vi khudn Gram duong khac ma khong thé sir dung céc
khang sinh thong thudng nhu penicilin, cephalosporin (do bj khang ho3c nguvi
bénh khong dung nap duoc).
Thudc d¥c biét sir dung trong cdc truding hop nhidm khudn do ty ciu khang
methicilin & ngudi bénh bj dp xe ndo, viém mang nio, viém phtc mac do thim
phan mang bung luu ddng lién tuc va nhiém khudn huyét.
Thudc dugc sir dyng don doc hodc phdi hop véi cac khang sinh khac nhu
aminosid dé phong ngira va diéu trj viém mang trong tim, du phong nhidm khuin
ph3u thuat va trong diéu tri, chim séc tich cuc cho ngudibénh suy gidm mién dich
Lidu dung - cach dung:
Cdchdung:
Thudc rét kich irng véi mé nén khong dugc tiém bip.
Truyén tinh mach gién doan: Thém 10 ml nuwéc vé khun vao lo chira 500 mg bot
vancomycin v6 khudn. Nhu vy, s& dugc dung dich chira 50 mg/ ml. Dung dich bdo
quan t6i da 24 gio' sau khi pha trong dung mdi & digu kién thuong. Dungdich chira
500 mg vancomycin phai dugc pha lodng trong dung méi (dung dich glucose 5%
hodc natri clorid 0,9%) dé tao ra dung dich pha lodng cé ndng dé thudc khoéng qua
5mg/ml, va dugctruyén tinh mach cham it nh4t trong 60 phuit.
Khi khéng thé truyén tinh mach gidn dogn, c6 thé truyén tinh mach lién tuc: Cho 1 -
2 gam vancomycin da pha vao dung dich glucose 5% hoéc natri clorid 0,9% vira di
détruyén nhé giot trong 24 gid.
Liéu ding (tinh theo vancomycin base):
+V0ingudi ¢ chire ndng thén binh thuong
Nguoilén: 500 mg, cr 6 gicy mot Ian.
Da 56 nhiém khuan do vi khudn nhay cdm cé dap ¢rng véi didu tri trongvong 48-72
gi0. Thoi gian diéu tri phy thudc vao loai va mirc dd nhidm khuin.
Viém nditdm mac do tu cau: Phai didu trj it nhat 3 tuln.
+Tréemtir1thdng tuitré lén: 10 mg/kg, ctr 6 gio mdt I3n. T8i da 2 g/ ngay
+Tré so'sinh: Liéu dau tién 15 mg/kg, ti€p theo 13 10 mg/kg, ctr 12 gidy mt 3n v
tré duéi 1 tuan tudi, hoic tiép theo la 10 mg/ kg, cir 8 giy mdt I3n cho tré tir 1 tuln
t&i1thang tudi.
+ Vi ngudi 6 chire néing thén suy giam, tré dé non va ngudi cao tudi
Liéu lrgng can phai didu chinh & ngudi bénh cé chirc ndng than suy giam, & tré dé
non va ngudi cao tudi. Trong moi trudng hop, didu chinh lidu vancomycin can cir
vao ndng d thudc trong mau 13 bién phap an toan va hiéu qua nhit.
Néu do dugc hojc tinh dugc chinh xéc dd thanh thai creatinin thi lidu lvgng dGi
vdi da s6 ngudi bénh bj t8n thuong than cé thé tinh theo tdc d9 loc cau than
(Ding mét liéu khéi dau 15 mg/kg, lidu hang ngay tiép theo (tinh bing mg) gip 15
lan t8c d6 loc cau than (tinh bing mi/phut), ngudi vé niéu, dung lidu 1g méi 7 dén
10 ngay.
B4 thanh thai creatinin c6 thé tinh theo creatinin huyét thanh:
Cho nam giéi:

. B thanh thai creatinin = trong lugng co thé (kg) x (140 - tudi ngudi bénh)/72 x
ndng dd creatinin huyét thanh (mg/100 ml)
Cho nir giéi: D6 thanh thai creatinin = 0,85 x trj sd trén.
Chdng chidjnh:
Man cdm véi vancomycin hay véi bat cr thanh phin nio cla thudc.
Cactrudrng hgp than trong khi dung thudc:

i Dung vancomycin kéo dai cé thé lam phat tri€n qué mirc cac vi khudn khéng nhay

{ cam, vivdy can phai theo ddi cin than. ,



v i o
V@i cac ngurdi bénh suy gidm chirc néng than, can phai didu chinh lidu va theo dai
chirc ndngthan chit ché.

Can tranh dung dong thoi véi cac thubc cé ddc tinh cao trén thin vi thinh giac.
Dung dong thoi véi aminoglycosid gdy nguy co ddc cao véi thin, tuy nhién van can
phdi hgp thudc trong nhitng trudmg hop nhiém khudn ning de doa tinh mang.
Can do chirc ndng thinh gidc nhidu Ian phong nguy co ddc d8i véi thinh giac khi
dungvancomycin.
Theo d&i s8 lugng bach cdu cac ngudi bénh dung thubc kéo dai hojic dung phéi
hop thudc vivancomycin cé thé gdy gidm bach ciu trung tinh c6 hdi phyc.
Vancomycin gdy kich (rng m, nén bat budc phai tiém tinh mach. Pau, &n dau va
hoai tir xdy ra néu tiém bdp hodc tiém ra ngoai mach.
Viém tdc tinh mach c6 thé xay ra. Truyén t3c 46 cham dung dich thuéc pha lodng
(2,5 dén 5 mg/ml) va thay dGi vi tri tiém gitip han ché tan sust va mirc 46 ning caa
tac dung phy nay.
Théan trong khi str dung vancomycin dudng tinh mach cho tré so sinh va tré nhé vi
chire nang thdn chura hoan chinh, cé nguy co ting ndng dé thudc trong mau.
Phy ni¥ cé thai:
Kinh nghiém |am sang va céc dir liéu vé dung thudc cho ngudi mang thai con it.
Chua rd thudc c6 anh hudng téi khd ning sinh san hay khong. Méi c6 duy nhit
m@t nghién clru 1am sang cé d6i chirng (1991), theo di kha nang gay doc trén
than va thinh giac cho tré so sinh cia 10 ba me dung vancomycin tiém tinh mach
trong lic mang thai. Khéng c6 truang hgp nao bj mat kha nang nghe va doc vdi
than do vancomycin. Thudc d3 tim thdy dugc trong mau cudng nhau. Tuy nhién,
s6 lugng ngudi bénh trong nghién clru nay con it va thudc chi dugc dung trong 6
thang cudi cta thai ky nén chua rd vancomycin ¢ gay hai cho thai nhi hay khong.
Chi dung vancomycin cho ngudi mang thai trong trudng hop that can thiét, cho
nhi*ng ngudi bénh nhiém khuan rat ning.
Phy ni¥cho con bu:
Vancomycin tiét qua stta me. Anh hudng clia vancomycin trén tré dang bu me c6
dung vancomycin chua dugc biét rd. Vancomycin dugc hip thu rat it qua dudng
uéng khidng tiéu hda binh thudng, nguyén ven. Do vy, hdp thu thudc vao hé tuan
hoan cla tré khong dang ké. Tuy vay, c6 ba van dé véi tré dang bu sira me: gdy bién
dai vikhuan chi duwéng rudt, tac dung tryrc tiép 1én tré dang b me (vi du nhu phan
(rng dj ing hay man cam) va lam sai k&t qua nudi cdy vi khuan. Can cir vao tam
quan trong clia thudc déi véi ba me dé quyét dinh ngirng thudc hay nglrng cho con
bu.
Ngui vén hanh mdy méc, dang ldi tau xe, ngudi lam viéc trén cao va cdc
trudrng ho'p khdc:
Thudc cé thé gdy mét s6 phan (rng qua man nhu: Ban do dir doi kém ngira, ha
huyét ap, dau thit nguc, co that hé co lung, suy ho hdp. Do d6 khong nén sir dung
thudc khivan hanh tau xe, mdy méc.
Tuongtac thudc:
Cac thudc gay mé dung ddng thdi véi vancomycin cé thé gdy ban do, nong birng
giong phan rng giai phéng histamin va phan (rng dang phan vé.
Cac thudc doc vai than va thinh gidc (dung ngoai hodc toan than) dung dong fthdi
ho3c tiép theo, vi dy nhu amphotericin B, aminoglycosid, bacitraci,n, polymyiun E}f
colistin, viomycin hay cisplatin can phai theo ddi that canthan. Phéihep thUOC‘le
aminoglycosid gay nguy co doc tinh cao trén than, chi dugc st dung trong truong
hop that can thiét, nhu trudng hop nhiém khudn rdt nang. )
Dung dbng thdi véi dexamethason lam gidm hiéu qua diu trj viém mang ndo cua
vancomycin. Trong phac do diéu tri viém mang ndo do Pneqinococcgs,
dexamethason thudng dugc chi dinh dé han ché tac dong cta sy nhiem khuan.
Thudc c6 tc dung 1am gidm viém hang rao mau - ndo va do vdy sé lam giam dagg
k& kh ning thdm vao ndo clia vancomycin vi thudc chi cd kha ndng vao djch ndo
tay khi mang ndo bj viém.
Vancomycin lam ting tic dung phong bé thén kinh co clia cac thudc nhu
suxamethonium, vecuronium.



Tacdyng khdng mong mudn (ADR):

Rt hay gép, ADR>1/10
Tim mach: Ha huyét 4p di kem véinéng birng
Da: Ban dé & mat va ph3n trén co thé (hdi chirng “c6 do” hay “ngudi d4”). Nguyén
nhan mat phan do giai phong histamin va thudgng do truyén thuéc nhanh. Hoi
chirng duge dic trung bdi tyt huyét ap dot ngét, cd thé kém theo néng birng va
xuat hién nhirng ban d6 hodc ban san & mat, ¢8, ngyc va cac chi trén. Thudng ty
hét sau khi ngirng truyén thudc.

Hay gép, 1/10<ADR< 1/100
TKTW: Onlanh, s6t do thuéc
Huyét hoc: Gidm bach ciu ua eosin, gidm bach ciu trung tinh c6 hdi phyc
Tai chd: Viém tinh mach
ft gép, ADR < 1/100(gidi hgn & céc phan irng quan trong hodc de doa tinh mang)
Ban dé di kém v&i giam bach ciu ua eosin va cac triéu chirng hé théng (DRESS),
ddc vdi thinh gidc, suy than, hdi chirng Stevens - Johnson, gidm tiéu cdu, viém
mach. Viém dai trang gid mac do C.difficile.
Hwéng dén céch xirtri ADR:
DE gidm thiéu nguy co xdy ra hdi chirng “ngudi do” can truyén thude chdm trong
khodng 60 phat. Dung thuéc khang histamin trudc khi truyén vancomycin lam
gidm bét cic nguy co ctia cac phan trng ndy. Néu bj tut huyét dp ndng, can sir dung
thudc khang histamin, corticosteroid, truyén dich.
Pdc tinh trén thinh giac thudng bit dau bing U tai. Do vy, phai ngung thudc ngay
néuthdy d3u hiéu nay.
Céc trung hop viém dai trang nhe s& ty hét khi ngirng thudc. Tuy nhién, cac
truedng hop n3ng can truyén dich, dién gidi, bd sung protein va cd thé can dung
khang sinh thich hgp (vidu metronidazol).

“Théng béo ngay cho bdc sT hodic dwgrc si nhirng tdc dung

khéng mong muén gdp phdi khi sir dung thuéc”

Tuongky:

Dung dich vancomycin hydroclorid cé pH acid, nén tuong ky vdi cac ché pham
kidm va cac thudc khong bén virng & pH thdp. D3 thdy cé tuong ky gilra
vancomycin vdi aminophylin, aztreonam, barbiturat ké ca phenobarbiton,
benzylpenicilin (d3c biét 13 trong dung dich dextrose), ceftazidim, ceftriaxon,
cloramphenicol natri, dexamethason natri phosphat, dung dich ting thé tich
huyét trong gelatin hodc polygelin, heparin natri, idarubicin, methicilin natri,
natri bicarbonat, ticarcilin, va warfarin natri. Cac béo cdo vé tuong ky, nhiéu khi
khéng théng nhat. Nong dé va thanh phan cdc dung dich ding pha loang cling anh
hudng dén tinh tuong ky.

Qué lidu va céch xr tri:
Dung thuc qué lidu ting nguy co gdy doc clia thudc.
Xr Iy khi dung thudc qué lidu: Diu trj hd trg, duy tri mirc loc cdu than. Loai bd
vancomycin bang phuong phap tham tach it c6 hiéu qua. Loc mdu qua mang va
qua chat hip phy gilp ting téc d§ thai trir vancomycin.
C4c du hiéu c3n lru y va khuyén céo:
“Thu8c nay chi dung theo don clia bac si”
“pé xa tam tay tré em”
“poc ki hwéng din sir dung trudc khi dung”
Ditu kién bdo quan: Noi khd rdo, nhiét dd dudi 30°C, tranh anh séng.
Handung:
Lo bdt déng khd: 36 thang ké tir ngay san xudt.
Bng nudc it tiém 10 ml: 60 thang ké tir ngay san xudt.
Dung dich thudc sau khi pha trong dung mdi nuéc cat tiém 10 ml: 24 gid sau khi
pha.
Tiéu chudn &p dyng: TCCS
Tén, dja chi co s& sin xudt:
CONG TY 6 PHAN DUQC PHAM VINH PHUC
S8 777 Buding Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuic
DT: 02113 861233 Fax: 02113 862774
Dja chi nha may:
Thdn M3u Théng - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
Ngay xem xét sira d8i, cip nhit lai ndi dung huéng din sir dung thudc:
Neav 10 thianeg 09 nidm 2021



