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Varilrix

vike xin thiy d4u I I
B4t vbe-xin ddng khd VA dung mdi pha tiem

I

Doc kY hrdmg din s dyng ot Khi dang

Ndu cdn tham thang tin xin hdi § kidn bic sy
THANH PHAN CONG THUC

Viariirix 14 vike xin 8ng khd sin xullt i ching Oka séng gidm dc Iyc clia
wvirus varicella-zoster bing phurong phiip nhan ddi virus trong mdi inrdmg
nud clly 1 bio Irdmg b MRC-5 cla nguen

Vasrilrix dp ung ydu chu cida T4 chire Y ¥ Thé Giet ddi vor sinh phm va
@i vri vile xin phong thiy déu

Thanh phin hopt chét

M3 wha vc xin 0.5mi sau khi hodn nguydn chia khdng dudi 1013 PFU
(plague-forming units) virus vanocella-zoster gldm 8¢ hre

Thanh phin té dwge xem myc "Danh séch (& duoc”

B4 mdu kem nhat dén vang hay hdng nhat

Dung mdi trong vé khong méau

DANG BAO CHE

Bt vic-xin dbng khd va dung mdi pha tiém

THONG TIN LAM SANG

Chi dinh

D41 wong khod manh

Vardirix dugc chi dinh a4 tao midn dich chil ddng phng bénh thity ddu & nhirng
ngudr khod manh tir 9 thang trir én

Nén tdm phong cho nhimg ngudr khde manh tidp xuc gan gli vér nhimg ngudi
6 nguy co nhiém thiy déu nang dé 1am gidm nguy cor lan truydn virus thé
hoang dal cho nhirng @41 trong ndy Nhirng nguréri tidp xiic gAn bao gbm bd me,
anh chi em cda 8 romg ©b nguy co cao vi nhiin vidn y 18.

Bénh nhan dang mac bénh bach chu cép tinh didu tr irc ché miln dich (ké cd

@b trj bhng corticosteroid) cho khéi u éc tinh, cho bénh man tinh ning (nhu

mmm.mwm.mmhmm.mgﬂwmnm)muuu

mmum.oqnh&nmymunmmmmﬂnam Bang chirng cho thay

khi hém phéng vilc xin thily ddu chiing Oka cb thé lam gidm cac bién chimg cla

bénh thdy dau & nhimg bénh nhan nay

56 Iidu tu cac thir nghidm |am sang khi dung Varilrix cho nhirng bénh nhan co

nguy co cao nhidm thiy du ndng con han ché; néu cAn tiém ching thi nén lru

y nhimg diém sau

« nén ngung hod trj Iy trrdc tiém ching mOt tudn v sau tiém ching mot
tuAn & nhirng bénh nhan trong giai doan cip cla bénh bach cdu. Bénh
nhan dang xa irj binh thudmg ciing khdng nén tiém ching trong giai dogn trj
lidu Noi chung, bénh nhan duoc biém ching khi ho hoan toan thuyén gidm
wé& mat huyét hoc.

« tdng lrgng té bao lympho nén it nhét (4 1.200/mm? hodc khong cb bing
chirng nao khac vé si thiéu hyt khd nang mién dich 1é bao.

o nén tém vdc xin vai tuln trudre khi @idu trj ire ché midn dich & nhirng bénh
nhan ghép tang (nhu ghép than)

Lidu diing va cich ding

MBi lidu 0,5mi véc xin da hoan nguyén chira mdt idu gay midn dich

Liu ding

D4i trong khde manh:

«  Tré tir 9 thang dén va bac gbm ca 12 tudi

Tré em tir 9 thdng dén va bao gbm ca 12 tudi nén duoc tiém 2 lidu véc xin

Varilrix ¢ dim bao duge higu qua bao vé tot nhét v thiy ddu (xem phdn

Duor lue hoc)

T4t nhét nén tém lidu thir hai sau i&u thir nhét it nhét 6 wén nhumg khong tigm

trurere 4 i trong bt cir hodn canh nao

mnaycacmwénmmmmmmapmwmdmywwym

mmmmmuummmmdumwmmymmdc

xin chira thily déu cho tré tir 9 thang dén 12 tudi]

« Thanh thiéu nién v nguéi 1n tir 13 tudi trés lén

Tir 13 twdi rd Kén. tiém 2 lidu.

Tét nhat nén tiém hbu thir 2 sau lidu thir nhat it nhat 13 6 tudn nhung khéng tiém

truére 4 tudn trong bt cir hoén cénh néo

©éi von bgnh nhén cb nguy co cao

Ap dung lich tiém ching tromg ty nhu lich tiém ching cho ngudi khoé manh.

Cé thé yéu chu danh gia dinh ky lugng khang thé khang thiy dBu sau khi tiém

Mbmmmhnayaammwwmmuddnuemuumﬂcm

Tinh hoan ddi

- o thé bém mét liéu dom Varilrix cho ngudi da dugc tidm mot héu vic
xin ¢ chira thily d8u khac truére 86
Co thil tiém mot véc xin cb chira thiy d4u khac cho ngudi da dugc
tiém mot lidu Varilrix trudc do.

Cach ding

Varilrix dugc tiém dudi da & ving co delta hodc ving mé ngoai dui

Xin xem thng tin huong aéin cach hoan nguyén thubc trurde khi sir dung

trong phén “Hurémg din sir dung /XU Iy

Chéng chi dinh

Ciing nhu céc vic xin khac, nén tri hoan viéc iém ching & nhirng ngudi

dang sbt cao cép tinh Tuy nhién khéing chdng chi dinh tiém véc xin cho

nhirng nguai knoé manh nhiém khuén nhe.

Mﬁmmwﬂﬂrmmwngmsuygunmﬂnmmdim

thé hosc 1 bao mirc 88 ndng nhur

. nqucrimygijmrrﬂnd#!h&npl\&lhoécmkph&lnﬁtéluvnqﬂm
lympha it hon 1.200/mm?,

- ngumwmbangmungmaccmmbywrhhmuumman
dich té bao (vi dy bénh bach cAu, ung thir bach huyét, loan teo méu,
nhibm HIV co bidu hign 10 trén 1am sang),

. mmcamdmdﬂum&cd\émindidmbwgbmctmm
ibu cao cac thubc coticosterckd.

Cang xem thém phan “Canh bédo va than trong”

Chéng chi dinh tiém Varilrix cho nhimg ngun da biét qua man vdi neomycin
hodc bt cir thanh phiin khéc c6 trong vic xin. Khong chéng chi dinh cho nhimg
nguén cé bidn sir viém da biép x(c vari neomycin
mmwmmmnmngmmmwmmnwuu
uém vac xin thiy ddu trudrc do Chéng chi dinh tibm Vardirix cho phy nir o6 thal
N‘ﬂl.rhhmmmmﬂmvkilnlmtmmucmpnﬂ'cdfhdv‘o‘lo
con bu)

Canh bao va thin trgng
Ngumﬂuwu&ndﬂnoo&lhdhngﬂxhuuholcmmlmkhlm.
Day 1a mot phan (ng 1m ly 48/ vori kim tiém. Didu quan trong | nén lya chon
dia didm thich hop khi tiém a4 tranh bj thuong do ngt xiu.

Phai 34 cho cbn va cac cht sat knudn khac bay hoi hét trudc khi ém vac xin
do chung cb thé [am bt hoat cac virus gidm 64¢ Ic cb trong vic xin

Co thé dat dugc tac dung bdo v thily déu, tuy cén han chd, bing viec
tiém ching trong vang 72 gitr sau khi tiép x0c vér thiy dbu l nhién
Cwmnungmwacmm.upmmhﬂchwvimﬂm
xubl N & 14 ¢ cac 661 tugng duge tidm vic xin
mwm.m-umww.mwymwﬁmuam
nguei 08 ié Variirix insérc 84 Bibu hidn ciia nhimg trurtmg hop nhidm lai nay
thirtmg he = mOL vl 1bn thuomg, sbt nhe han 50 v6i nhimg ngudi khong
bbm phina Ntt

ittps://trungtamthuoc.com/
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Su ly truydn virus chan@ Oka dugc quan st thily ven mot U 4 rkt hip
& nhim@ MU huydt thanh dm tinh tibp xue vér nhimg A8 WONg ching
Tla‘mhltm Sy 1y truydn virus ching Oka tur mét 98 uong bem
v xin khing bi phit ban cho mél ngurn tibp xuc ob huydt thanh bm tinh
chira ArPe loei trur

Gibng NP céc vbo xin Blm khisc luon oo sbn céc PRrong bgn ddu iri
thich hap phong khi phéin (mg phan v xdy ra du hibm sau khi bém phong
vic xin. Vi ly do nay ma nguoi tiém nén dugc theo doi vé mat y khoa
trong 30 phut sau khi lém vic xin

D0 lidu wh vide siF dung Vi cho cac a1 gng suy gum medn dich con han
chih. do 86 vide HdM ching cAn duoc xem xél than trong, chikhi cb y ki cla bac
1 vl I ich vuot 1ni 80 vén nguy co cb thé méc phéi

Céc abi tugng suy gidm midn dich khong cd chdng chi dinh win vibe 1iém ching
{xem “Chdng chi dinh"). cb thb sé khing cb dap Ung nhu nhimg ngudl binh
thueng, do 86, mdt sb truong hap nay viin co thd mic thay dsu méc di A8
dugre tiém phong ddy a0 Cén theo dbi chc ddu hidu cia thiy dbu trén cac 8bi
turgng nay.

Co rit 1| bAO cao v tnromg hop thiy du lan tda dén cac co quan ndi tang sau
chiing ngira i vic xin chiing Oka chi yéu rén nguén suy giém midn dich
Khéng duwoc tibm Varilrix vao tinh mach hojc trong da.
Tuwromg tic thube

Néu ciin thir phan ung 1ao thi nén bén hanh trudre hodc cung Kic win vijc bém
chiing. do d3 cb bao céo cho thy vic xin thiy ddu c6 thé gay Urc ché tam théi
phéin umg nhay cdm lac trén da. Do sy i ché nay co thd kéo dai lén 3én 6 tudn,
mw-ammwﬂmmmmwdemmm“
tranh kit quéd &m tinh gid

@ nhirng ngudn 44 dung globulin midn dich hay truyén mau, nén hodn viéc tém
chiing it nhét 3 thang vi cd kh néing ching ngira thit bai khi tém vic xin do
khang thé khang thiy d8u dat duoc mdt cach thy 80ng

Nén tranh ding salicylate trong 6 tudn sau tiém vac xin thiy dju do da o bao
40 vé HOI ching Reye sau khi ding salicylate trong theri gian nhibm virus thdy
déu ty nhién

Varilrix ct thé tiém cung lic véi bt ky véie xin ndo khac Cac vic xin dang tém
khac nhau nén bém & nhing vi Iri khac nhau

Cac vic xin bAt hoat cb thé duoc dung vao bl ky thén gian nao khi dung
Varilrix

Néu khding thé tiém vic xin cb chira séi cung luc véri Vanilrix, nén bém hai vic
xin nay cach nhau It nhAt m&t thang do vic xin s&i co thé gay i ché ngén han
@4p (ng mibn dich qua trung gian 18 bao

I

Bénh nhén co pguy o cao

Khng sir dung Varilrix cung lic vér vic xin séng gidm doc lye knac Cac vic
xin bt hoat cb thé dugc ding vao bt ky théi gian nao khi ding Varilrix midn
1 khidng co chéng chi dinh dAc biét ndo. Tuy nhidn, cac véc xin khac nhau nén
tiém é& nhimg vi tri khac nhau

Tinh twong ky

Khéng nén trdn Varilrix ciing vér cac vic xin khac trong cing md! bom tiém
Phy nir cé thal va cho con ba

Khi ndng sinh sén

Khéing cd sin dir liéu

Phy nir c6 thai

Khéng durgrs tiem vic xin Varilrix cho phy nir ma
khi tiém véc xin 1 thang Can khuyén cac phy nir
tri hodin thai ky

Khéng b sin dir héu ddy di vé viéc sir dung Varilrix trong thai ky va nghién
clru GOC tinh sinh san trén ddng vat chua duoc tién hanh

Phy nir cho con bi

Chura o6 sb lidu nghién ciru lén quan dén viée sir dung véc xin & phy i dang
cho con bu

Anh hwéng lén kha nang l4i xe va vin hinh may méc

Tiém vée xin dugce cho 1A khdng dnh hudmg 11 kha nang lai xe va van hanh
may mbc.

Téc dyng khéng mong muén

thai. N&n tranh cd thai sau
6 dy dinh mang thai nén

Haon 7 900 ddi twgng A3 tham gia vao cac thir nghiém 18m sang danh gia tinh
sinh phan (g clia vAc xin khi iém riéng ré hodc tiém adng ther v cac vAc xin
khac Tinh an todn ciia vAc xin dwgc trinh bay dudi day dya trén 1dng sd 5 369
lidu Varilrix tiém riéng ré cho tré em, thanh thiéu nidn va nguei lén

T4n sult dugc phan loai nhu sau

RAt phé bidn > 110/ Phé bidn' > 11100 dén < 110/

Khong phd bién: 2 1/1000 aén < 1/100/

Hiém: > 1/10.000 3én < 1/1.000/ RA1 hiém. < 1/10 000

Phan logl h§ théng co quan|  Tin sudt Tac dyng khéng
7 mong muén___
Nhibm triing va nhibm ky sinh | Khong phd bién [Nhém trung duong|
trung hd hdp trén, viém hdu
hong
R&i logn hé vamau_ K| bidn_| Viém hach
Raloa!wmﬁn K [bién | DB cau gét
Ré&i loan hé thdng thin kinh _|K bién | Pau ddu r‘ng._]h?!
i logn nhan khoa H Viém mang mac
R&i loan ho hap. ngwc va|Khong phd bién |Ho. viém mai
trung thét
'R loan da day rudt Khang phd bién |Budn nén, nén
} Hém Dau byng, tiéu chdy |
Da va 18 chirc dudi da Phd bin Phat ban
Khong phd bién [Phat ban gibng thiy
diu. ngua
Hiém May day
:zbmnm:wngv!mhln Khong phd bén | Dau khirp, viém khop
Tinh trgng toan than va 1gi|RAtpnd bien | Dau, 88
ché tigm Phd bién Sung taichd bém*, sbt
(nhidt & do & mng/
nach 2 375°C hodc
& trgc trang nhidt 80
_ 2 30C”. - -
Kmﬁlﬂn Sbt (nhét d do &
migng/nach > 39.0°C
hodc & Wryc trang
> 39.5°C). mét moi
kho chyu

'Tmmwmuﬂﬂmuwmmmcmlaralphdmm
nghién ol Buge tidn hANh & thanh thidu nibn v ngudl Kn. Tnéu chung sung
tai ch WM cling dugc B8O cao 14 rdt phd bibn say tém hu thu hai & Ind em
dudr 1
ﬂua‘ﬁ,gﬂumﬁwwnnhmmmmmthwvmm
Tetnl BB i thir nhdt

Khdng 08 sy khdc nhau v tinh sinh phin Ung gida cae 8 wong rde do od
ruqunummmtm "




Bénoh nhin 0 nguy o cao 1

6 Wb cd sdn 1 thir nghiém 1am sang trén Nhiing bnh nhan nguy co
cao mic thiy ddu ndng con Al han chd Tuy nhidn, tAc dUng khiing
mong mudn lidn quan tidm vhc xin (chd ydu 18 shn myn nude va sbt)
thuong nhe Gidng nhu nguet khde manh. ban 46, sung va dau tai chd
Bidm thurdmyg nhe vil thodng qua

Gidm sat hiu mai
Trong quéa trinh giam sat hu Mal. cAc phin g sau A8 duge bdo cho
sau khi hism chiing thiy ddu

'Hg théng co quan Thn sullt | Tac ayng khéng mong mubn |
D e TR Tt T
sshyong L. . g
wﬁl&mn mau va hé bach |Hidm | Gidm b chu
L]
Rbitloan hé min dich |Fibm _|Phan ung qua mBn. phan ung|
s —eiphanv® SR

RO loan he thdng thdn[Hiém | Viém ndo, fai bién mach mau

kinh nfo, viém tidu ndo. hdi chung
gidng vidm pdu ndo (bao
éi loan dang & va mit dbu hoa
thoang qua), co gial,

R\ loan mach mau Hibm Viém mach (bao ban xulit
huydt Henoch Schonlein v hii
chung Kawasaki)

'R&I loan da va b chuc|Hiém | Ban dé da hinh
duéida
Théng béo ngay cho bac sy hogc dupe sy nhumg phén img co hai
gép phai khi st dung thube.
Qua lidu

Cac tnrémg hop tiém vac xin Varilrix nhidu hon so véi libu khuyén cao ciing
43 duge bao cao Trong cae trudmg hop nay, cac tac dung khbing mong mubn
duoc bao cao ghm hén mé va co gidt Khéng cé tae dung khang mong mubn
40 khac duge bdo cao 8bi varl cac truémg hop dung qué lidu

CAC DAC TINH DUQC LY

Dic tinh duwge lye hoc

Nhom duge ly didu tri vdc xin ngira virus thiy ddu Ma ATC JOTBKO1

Cor ché tac dyung

Varilrix 120 ra hién tuong nhibm virus thiy d8u giam aoc lye khéng din hinh
trén 1&m sang & cac ddi luang od mac

Sur xult hién cia khang thé duge chdp nhan nhur I1a déu hiéu bao vé cda vac

xin
Duoc lyc hoc

Higu lyc ciia cac vac-xin thiy d3u ching Oka cia GlaxoSmithKline trong phong
bénh thiy d4u duoc xac dinh (bdng Polymerase chudi phdn ung (PCR) hodc
phori nhidm vén treeng hop bi thiy dau) a4 dugc danh gid qua mét thir nghigm
1am sang cé ddi ching cha ddng da qubc gia quy mb lon & tré t0r 12-22 thang
twdi, duwoc tém mdt héu Varilrix hodc hai libu véc un phbi hop sén. qual bi,
rubella va thiy dau ching (Oka) Hiéu lyc ca vac xin chbng lai thiy dau da xac
dinh & bAt ky mdc b nao va thiy dau da xac dinh & muc @5 trung binh hodc
nang duoc chirng minh sau qua trinh theo ddi lrong 2 nam (théni gian trung binh
3.2 ndm) Hidu luc duy Ui quan sal dugc trong mot nghwén clru tuong tu trong
thén gian theo ddi kéo dai 6 nam (théi gian trung binh 6 4 nam) va 10 nam (theri

gian trung binh 88 nam) D gy dugt trinh bay & bang dudi day
[ Nhom Thoni gian | Higu lyc chéng lal thuy | Higu lye chéng lai
d4u xac djnh voi bit cir | thiy ddu xac dinh
mirc A9 nghiém trong trung binh hodc
ndo nghiémtrong
Varilrix Nam 2 654 % 7%
(1 lidu) (97.5% CI 57.2.72.1) |(97.5% ClI 85,9 939))
N=2487 [ Nam6" 67,0% 90,3%
(5% C! 618,714) 5% C| 86.9, 928
Nam 100" 67.2% 89,5%
(95% CI 623.71.5) | (95% CI B6.1.92.1)
Vic xin phdi | Nam 2 94.9% 99,5%
hop séri, quai (97.5% C 92.4.96,6) |(97.5% Cl' 975,999
bi, rubella [ Nam 61 95,0% 99 0%
va thuy dju (95% C| 936, 96.2) | (95% Cl 97.7. 996)
(Oka) Nam 10 95,4% 99 1%
(2 lidu) (95% CI' 94,0;96.4) | (95% CI 97.9 996)
N = 2.489

N= sb lrgng bénh nhan tham gia va da biém ching
(1) nghién ciru mb ta
Hibu qua khi tiém mot libu Varilrx duoc danh gia qua nhimg cach khac nhau
(nhirng I4n bung phét dich, nghién ciru dbi chimg va co so dir éu) va dao ddng
1y 20%-92% a1 von bt ky truéng hop bi bénh thiy ddu nao va tr B6%-100%
Aabi véri trudrng hop vira va nang
Tac dong cua viéc tiém mét lidu Varilrix abi vén viéc gidm sb tré em phai nhap
vién va dén kham do bi nhidm thiy dau 1an lugt 1a 81% va 87%
Dir héu vé hibu qua cho thay sau khi liém hai by véic xin thi mic bao vé
&8 cao hon va sb thiy d8u mac 1al s& gidm hon 5o voi sau khi idm mot
lidu vAc xin

i twong khoé manh
& nhimg 861 trgng tir 11 thang dén 21 thang, ti 1& cnuyén di huyét
thanh khi do bang phuong phap ELISA (50miU/m) 6 tudn sau khi iém
VvAC xin 14 89.6% sau khi 1Bm mOt by vac xin va 100% sau khi Lém ibu
wéc xin thir hal
D1 virl 1ré tir O thang dén 12 twbi, ti 16 chuydn dbi huyét thanh toan thé
khi o bang Thir nghiém midn dich huynh quang (IFA) 6 tuin sau khi bém
vhc xin 1a »98% sau khi 1ém mot libu vac xin
& tré tr 9 thaing 0bn 6 tudi, ty 1& chuyén dbi huybt thanh khi do bing IFA
tai thtri diém 6 tudn sau khi iém du tha hai 14 100%. Hidu gia khang
thé tang 1én dang ké sau liéu thir hai (5 dén 26 1An higu gia trung binh
nhan-GMT)
& nhimg dbi tugng 13 twbi tre 1én, 1y 16 chuyén abi huyét thanh dugc
8o bang IFA tai ther didm 6 twdn sau khi tém lidu thir hal 1a 100% Tét
cd cac adi twong ndy dbu cb phan ung huyét thanh duang tinh mét nam
sau khi bém chung
Trong cac this nghiém I1Am sang. phan Ion nhing nguér 1ém vac xin ma sau
a4 nhibm virus thé hoang dai sé hodc & dugc bao vl hodn loan khdi bénh thiy
d8u trén |am sang hodc bibu hign bénh nhe hom (nhu sb legmg mun nuoc L,
khéng st) Chua cb sb lidu dhy A0 danh gia vé ty 16 bao vé chéng bidn chung
cua thiy dau nhir vidm ndo. viém gan hogc viem phdi

Bénh nhin Co Nguy L0 a0

S Iy co sdn 1w cac thir nghiém Iam sang trén nhing bénh nhan co nguy co
cao 14 rt han ché Nhin chung ty i huydt thanh duang tinh & nhirng binh
nhén nay la -B0%

@ nhirng bAnh nhan nguy co cao, Men kidm ra dinh ky khang v khang thiy
A4u sau khi iém chung dé xac dinh ¢4 cAn tiém Ibu ching lai hay khong

Lan truybn virus vAc xin dong Oke duge xac dinh biing phn 18p va xac dinh
virus trong 4 reong hop la anh chy em coa nmmmum e thuomg midn dich
Auore tbm vBC xin v oo sén myn nuoc Sau khi s, 38 xudit hign ban & anh
chi em Gl ngud the thaong midn dich 3 Bdm vlc xin nhung thudang it nhe,
Dc tinh drge Agng hoe ’

Khéing ybu chu danh gid dbe tinh dugc dbng hoe ol von vike xin

Cac nghién cuu 1am sang
Kem phin “Duge iyc hoc”

84 ligu an toan tidn 1am sang

DO by tidn 1Am shng vé an toan cha thily khong ch nguy hal dbc bt
N0 AbI vyl nguerl dya trén cac thir nghibm an 1oan bién hanh trén dong
vl thi nghidm

CAC DAC TINH DUQC HOC

Danh sach th duge
Té duoe cua vAc xin amino ackd, lactose mannitol st

Dung mdi nuoe cht pha tidm
Neomycin sulphate 1a sén phdm con du trong qua trinh sn xubt

Quy cach déng gol

Hap 1 lo vAc xin 46ng khd. 1 bom liém dong séin dung mot RoAN nguyén

(0,5 mil) vé 2 kim tiém

Han dung

24 thiaing trong by kibn biao quén 2-8°C

VAc xin hoan nguyén 08 dugc chimg minh 1a bio quan dugc 10150 phut

& nhil 48 phang (25°C) va 11 B gio khi 8b & 10 lanh (nhiét 40 2'C-8°C)

Thin trong khi bao quan

Nén bao quan vbc xin dbng khé trong 10 lanh tir +2°C aén +B°C va trénh énh
sang Co thé bdo quan dung méi vong tis lanh hodc nhiét 44 phang VAc xin
a6ng kho khéng bi Anh hurémg khi dé adng da

Khi vAc xin Varilrix duee phan phdl di to kho lanh, chn vén chuyén trong day
chuyn lanh dac biét rang didu kign khi hdu nong

Nén 1iém véic xin ngay sau khi hoan nguyén (xem “Han dung’)

Didu kién bdo quan duge ghi 16 trén nhan

BAN CHAT VA NQI DUNG BAO Bl DONG GOI

Variirix duge dyng trong lo thay tinh

Dung moi vo khudn duge dyng trong dng hodc bom Lém dong shn

Khong phai 1l ca cac dang déng gol dbu cb & mol quic gia

Hurérng ddn sir dyng/xdr Iy

Do hai thay abi vé pH, mau vac xin hoan nguyén co thé thay aéi tr mau dao
sang dbn mau hbng

Nén kidm tra dung mbi va vic xin dugc hoan nguyén bang mat thutng a4 xem
6 cac phan ti la va/hodc nhirng thay ddi nao v hinh thire hay khéng, truéc khi
hoan nguyén hodc inrérc khi s dung ab tiém Khéng sir dung dung mdi hodc
vAC xin dugc hoan nguyén ndu xubl hién bt ky phan 1 la nao

Ol MY S 1 [ orl QUNg Im Qng L.
Varilrix duoc hoan nguyén bang cach cho loan bd lugng dung mdi trong bom
lidm dong san vao lo chira bl vac xin

DA gAn kim tiém vao bom tém, doc ki huong din trong hinh 1 va 2 Tuy nhién,
bom tidm duge cung cAp véi Varlirx cb hoi khac so vén bom bém duge md t
irong hinh vé

Kim tiém Truc kim tiém Nip blo v
/‘f kim tiém
L- \
+
Bom tiém s 86 chuyén dbi -
o &1 khoa Luer
Pit 1dng : ﬂ : I
Than bom
Rm N&p bom tém
Hinh 1 Hinh 2

Lutn cAm bam tiém & than, khdng cAm vao pit 18ng hoac b chuyén i khoa
Luer (Luer Lock Adaptor — LLA), va gitr kim tiém thang theo truc bam biém (nhu
hinh 2). Lam sai butc nay co thé dén toi LLA bj bop méo va ro

Trong khi gan vao bam tidm, néu by chuyén dbi khoa Luer bj rei ra thi cin thay
i véc xin khac (bom tiém va lg vac xin mai)

1. Van nép bom tiém bing cach xoay nguoc chibu kim ddng hb (nhur hinh 1)
2 Gén kim 1ém vao bom tism bng cach cham nhe tryc kim uém vao by
chuyén déi khoa Luer va xoay 90° theo chibu kim déng hd cho dén khi ban
théy né dvoc khéa (nhur hinh 2)

Théo nép bao vé kim tiém, co thé hoi rit mot chut

Cho dung méi vao lo bol Sau 66 lac ki 08 bdt véc xin tan hoan toan trong
dung mdi. Nén dung vac xin ngay 18p tuc sau khi hoan nguyén

Hut toan bé dung dich trong o

Sir dung mOt kim tidm mén 3 tiém vc xin. Thao kim bém khdi bam tiém va
g4n kim tém khac bang cach lap lal buoc 2

San phm hoac val éu khong sir dung nén dugc hiy bd theo quy dinh cia
nuée sd tai

Tiéu chuln chit lvgng: Tidu chudn co &

San xult bori

Sén xudt dang bao ché véc xin

Carixa Corporation dba GlaxoSmithKline Vaccines

325 North Bridge Streel, Manetta. Pennsylvania 17547, Hoa Ky

Sédn xudt dung moi:

Catalent Belgum SA

Font Saint Landry, 10, 1120 Brussels, Bi

Va Aspen Notre Dame de Bondeville

1, rue de I'Abbaye, 76960 Notre Dame de Bondeville, Phap

Dang goi

GlaxoSmithKline Biologicals S A

Parc de la Noire Epine, Rue Fleming, 20, 1300 Wavre, Bi

Xudt xuemg

GlaxoSmithKline Biologicals S A

Rue de I'Institut 89, 1330 Rixensart, Bi

Nhan higu sé& hiru bori hoge cp phép cho thp doan GSK
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