
CONG HOA XA H0I CHU NGHIA VIET NAM 
Doc lap - Tir do - Hanh phuc

CONG TY TNHH MOT THANH VIEN 
Dirac SAI GON (SAPHARCO)

So: 371 /SGP-KD 
V/v thay doi quy each Hexaxim

Kmh giii:

TP.Ho Chi Minh, ngay 01 thdng 06 ndm 2022

- Quy Sa Y te

- Quy Benh vien

- Quy Trung tam

Cong ty TNHH Mot Thanh Vien Dugc Sai Gon (Sapharco) tran trong cam on sir hap tac 

va h6 trg cua Quy Don vi trong thai gian qua.

Sapharco xin dihu chinh thong tin ve viec tang han dung cua san pham Hexaxim nhu sau:

Han 
dung 

sau dieu 
chinh

Hang san 
xuat- 

Nu-oc san 
xuat

Han
diingSo dang kyTen boat chat, ham lirong- nong doTen San pham

M6i lieu 0,5ml dura: Giai doc to b^ch hau: 
khong diroi 20 IU; Giai doc to uon van: 

khong ducri 40 IU; Khang nguyen 
Bordetella pertussis: Giai doc to ho ga (PT): 

25mcg, Ngung kit t6 h6ng cau dang soi 
(FHA): 25mcg; Virus bai lift (bat boat): 

Typ 1 (Mahoney): 40 don vi khang nguyen 
D, Typ 2 (MEF-1): 8 don vi khang nguyen 

D, Typ 3 (Saukett): 32 don vi khang 
nguyen D; Khang nguyen be mat viem gan 

B: lOmcg; Polysaccharide cua 
Haemophilus influenzae typ b 

(Polyribosylribitol Phosphate): 12mcgc6ng 
hop vdi protein uon van 22-36 meg.

Sanofi 
Pasteur - 

Phap

48>36QLVX-
1076-17HEXAXIM thangthan-g

Sapharco xin gui dinh kem tai lieu, Cong van so 3416/QLD-BK ngay 28/04/2022 cua 

Cue Quan Ly Dugc vi viec thay d6i, b6 sung doi vdi thuoc da dugc cap GBKLH cua cac san 

phim tren di chung minh sir dieu chinh nay va thay doi nay khong anh hudng den gia trung 

thiu va chit lugng san pham.

Tran trgng kinh chao./.

Nffi nhqn :
- Nhu tren;
- Luu: P. KD

KT.TONG GIAM DOC 

PHO TONG GIAM DOC

/i^cbNGTy V

vi[ MQf TH^.NH
•XV,

e DUOC :
m/M

uy Quang





BO Y TE
eye quAn ly dooc

S6: J<f46 /QLD-DK
V/v thay doi. bo sung doi vai ihuoc 

da diroc c5p GDKLI-I

CONG HOA XA HOI CHU NGHIA VIET NAM 
Doc lap - Tu- do - Hanh phuc

Ha Noi, ngay thang ^ nam 2022

Kinh giri: Sanofi Pasteur
Dia chi: 14 Espace Henry Vallee, 69007 Lyon, Phap

Cue Quan ly Dirge nhan dupe h6 so so tiep nhan 64/VXSP ngay 17/03/2022 
cua cong iy vh viec b<3 sung h6 so so tiep nhan 26/TDVXSP ngay 28/01/2021 ve 

viec thay doi, bo sung doi vdi thuoc da dupe cap giay dang ky luu hanh.
Can cu Thong tu so 32/2018/TT-BYT ngay 12/11/2018 cua Bo Y te quy 

dinh viec dang ky luu hanli thuoc, nguyen lieu lam thuoc; Thong tu s6 
01/2018/T1-BYT ngay 18/01/2018 cua Bp trudng Bp Y te quy djnh ghi nhan 
thuoc, nguyen lieu lam thuoc va tb huong dan su dung thu6c;

Can cu ket luan tai Bien ban tham dinh ho so dang ky thay doi/bo sung cua 
cong ty, Cue Quan ly Dupe co y kien nhu sau:

Dong y ve vi|c thay doi mot s6 noi dung trong h<3 so ch§t lupng, thay d6i 
man nhan, huong dan su dung d6i voi thuoc Hexaxim, so dang ky: QLVX-1076-

Bang so sanh noi dung da dupe phe duyet so voi npi dung d6 nghj thay d6i, 
mau nhan, bang so sanh npi dung thay doi tb huong din sir dung dupe dong dlu 
xac nhan cua Cue Quan ly Dupe kem theo Cong van nay.

Phan ho so chit lupng gui Vien Kiem dinh Qubc gia Vic xin va Sinh phlm 
Y te dupe dong dau cua Cue Quan ly Dupe kem theo cong van nay.

Ngoai npi dung dupe thay doi tren, tit ca cac npi dung khac giu nguyen 
nhu ho so dang ky thuoc luu tai Cue Quan ly Dupe.

Cong ty dang ky, nha sail xult phai chiu trach nhiem vl chit lupng, an toan 
va hieu qua doi voi thuoc luu hanh tren thi trubng va co trach nhiem thong bao su 
thay doi nay den cac co quan lien quan va khach hang.

Sau 12 thang ke tu ngay ky cong van nay, thuoc tren khong dupe nhap Idiau 
voi cac npi dung da de nghj thay doi.

Cue Quan ly Dupe thong bao de cong ty biet va thuc hien dung cac quy 
dinh cua Viet Nam ve san xuat va luu hanh thuoc./.

Nu‘i nhan:
- Nlnr tren;
- Cue triremg (tie b/c);
- Phong QLCLT (de p/h);
- Vien KDQG VX & SPYT (d6 p/h);
- Liru: VT, BK (Din).

•A-17.

C.P

KT. CUC TRUONG 
PHO CUC TRtTdNG

Cue

me

‘ \

-Nguyen Thanh Lam
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Code article Sanofi Pasteur
Suspension injerl.ibk- on serinRue prCremplic / Suspc nsion In. injcclion in pa-lillcd sviii’«e / 
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v.inm.i ronlr.i l,i ridicri.i, nl lOl.inm. In Ins lonrin (nrrliilnr. (oinnuis|n). In hepnlilis B (AON 
intt.mhinnnlc) In pol.oinirlilis (innctivailnl. v llntmopMm inllwnrot lie tipo b (coniiiRndn). 
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757638 XFAE|
Etui - Format : 48.5 x 22.5 x 141.5 mm

DTaP-IPV-HB-Hib
3 (tot. Pantone Coated :
Reflex blue
376
3125
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Via Intramuscular
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Suspension inirddblt cn scrincuc prt'rpmplic / Sus|»ersioii lor inieciit'n in Dic-lillcd syringe I 
Suspension invccinble cn jerinpa prcllcnaii.i
Varcin dipliionquc. ii'ianiquc. roqiiduchnix (acellulairc. miiliimniposi-). dr I’Mpalilr R !A0Nr) 
poliomvOliliouf (inactivd ct tonjuanc dr \'ilnrmni>hlhi< injliicninr type h. adsorW- 
Diphtheria (clanus, pertussis (arellular. r.nmponcnl). hcpatilis R IrDHA), polinmyelilis 
(inactivated) and Hormophilui influence ty pe b conjugate vaccine (adsorbed)

757638 XFAE
Etui - Format : 48.5 x 22.5 x 1^1.5 mm

DTaP-IPV-HB-Hib >
3 Ret. Pantonc Cooled :s 2 Voic intramusculaire \
Reflex blueVaruna conlra la difteria. el tAianns. la los lerina (arelular. cnmpuestai. la hepatitis B (ADN 

recomliinante), la poliomielilis (inactivada',. v Hnrmophihn inflmnrnr- rie tipo h (roniugnda). 
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3 3 Intramuscular use

376Via intramuscular
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21/06/2019 -AN/a

Code arlick- Sanofi Pasteur

757636 XFAE

SI’ECiriCITEIS] MLE SPECintlTE(S) VUH

Eliquelle 1 detachable • Formal: 23 x 46 mm

■ seringue □ flacon □ ampoule

4 Ref. Panlone Coaled :
Black
3 if.
3125

Apia! Blanc Trace

»“ 757636 !
idexaxlm



HEXAX1M, Nhan phu hyp 1 bom fiem nap san 1 lien (0,5 ml) kcm theo 02 kim fieni
fx/VKK PHOrJG'X'A 

( Ps.l v,

OF/

Noi dung nhan phu
WjHANri phlV/

^ CHI' MIM / .
Thuoc kc cion

HEXAXTM _ . „
V3c-xin hap phu bach hau, non van, ho ga (vo bao), vicm gan B (rDNA), bai lict (bat boat)
Haemophilus influenzae typ b cong hyp

Hon dich tiem. Hop 1 bom ticm nap sin 1 li£u (0,5 ml) vie xin, kem Iheo 2 kim tiem.
Hoat chit trong 1 HSu 0,5 ml vlc-xin:
Giai doc to bach hau > 20 IU
Giai doc to non van > 40 IU x x * *
ICliang nguyen Bordetella pertussis gom giai doc to lio ga 25 meg, ngimg ket to hong can dang soi
(FI I A) 25 meg
Virus bai liel (bat boat) typ 1 40 DU, typ 2 8 DU, typ 3 32 DU
Khang nguyen be mat viem gan B 10 meg ^ . x ,
Polysaccharide Haemophilus influenzae typ b 12 meg cong hop vai protein non van 22-36 meg 
Tiem blp. Chi dinh, each dung, chong chi dinh va cac thong tin khac: xem trong to huong dan su dung
thuoc kem thco. _ x A
Doc ky hu'o ng dan sir dung tnro’c khi dung. Bao quan trong tu lanh (2°C den 8 C). Khong de 
dong bang. Gifr vac xin trong hop cac-tong de anh sang khong chieu vao vac xin. Be xa tarn tay 
va tam nhin cua tre em. Lac truoc Idii dung.
Tieu chuln SX: TCCS. S6 16 SX, NSX va HD: xem Lot, Manuf. va Exp. tren bao bi. Ngay het ban 
dung la ngay cu6i cimg cua thang ban dung (EXP.) tren bao bi.
SX bai SANOFI PASTEUR tai Parc Industrie! d’Incarville, 27100 Val de Reuil - Phap

S6BK: QLVX-1076-17

l;i*t/q

\<:

r-

A x
/•.V 

■ y A' .
DNNK:

Nhan phu time tl, kich thuoc 48 x 95 m m —-Z*

1^. Thu6c bin Iheo tlo-n
HEXAXIM

vac-xln hip phu bach hiu, uin vin, ho 
gi (v6 bao), vlfem gan B (rDNA), bai ll$t 

(bit boat) va Haemophilus influenzae typ 
b c$ng hyp

Win djeh liem. Hop 1 bom ti6m nap sin 1 hiu 
(0,5 ml) vac xin, kem Iheo 2 kim lifem.
Hoal chAl trong 1 liiu 0,5 ml vac-xin
Giai d{ic l6 bach hiu * 20 IU
Giai doc li uon van z 40 IU
Knang nguyen Bordelella pertussis g6m giii d6c
ti ho gi 25 meg, ngung kil li Iting ciu dang
so'i (FHA) 25 meg
Virus bai het (bil hoal) typ 1 «0 DU, typ 2 B DU, 
lyp 3 32 DU
Khang nguyen bi rnSI vifim gnn BIO meg 
Polysaccliande Haemophilus influenzae typ b 
12 meg cong hyp vdi protein uin vSn 22- 
30 meg
Tiem bip. Chi dinh, each dung, chong chi dinn 
va cic thing tin khac xem trong td huirng din 
sir dung Uiuic kem Iheo
Opc ky hirdng din sir dung tru-dc khi dung. 
Bao quin trong til lanh (2”C din 8“C). KhOng 
di dong bang. GiO-’ vie xin trong hip cic- 
long at anh sing klidng cliliu vfio vac xln. 
Dt xa tim toy va tim nhin cua tro om. Lie 
trirdc kill dung.
Tiau chuin SX TCCS Si 16 SX. NSX vi HD 

Lot Manul va Exp t(6n bao bl Ngay het 
han dung la ngay cu6i cung cua lliang Iran dung 
(EXP.) Ir6n bao bi
SX bdi SANOFI PASTEUR tai Parc Industrie! 
d'lncarville, 27100 Val do Reuil - Pnap

Si DK: QLVX-1076-17

xem

U
DNNK



BANG SO SANK CAC N0I DUNG TO HU ONG DAN SC DUNG
To- huo-ng dan sir dung da dune duyet Ter hiroing dan sir dung de nghj duyet Ghi chu

^Thuoc nay chi dung theo don thuoc f^Thucc nay chi dimg theo don thude

N
HEXAXIM
Vac-xin hap phu bach hau, uon van, ho ga (vo bao), viem 
gan B (rDNA), bai lift (bat boat) va Haemophilus influenzae
typ b cong hop.________________________________________
H6n dich tiem.

--------- ------------- ‘—^---------------------------------------------------------------------------------------—.......................................... .........................................................................

Be xa tam tay tre em.
Doc ky hirong dan sii- dung truo-c khi dung.
Thong bao ngay cho bac sy hoac diro-c sy nhung phan ung 
co hai gap phai khi su-dung thuoc.
THANH PHAN 
Trong 1 lieu (0,5 ml):
Thanh phan boat chat1:
• Giai doc to bach hau
• Giai doc to uon van .

HEXAXIM
Vite-xin hdp phu bach h4u, udn van, ho ga (vo bao), viem 
gan B (rDNA), bai liet (bat boat) va Haemophilus influenzae
typ b cong herp.__________
Hon dich tiem.____________________
Be xa tam tay tre em.
Boc ky hirong dan sir dung triron khi dung.
Thong bao ngay cho bac sy hoac dir<rc sy nhung phan ung 
co hai gap phai khi sir dung thude.
THANH PHAN 
Trong 1 lieu (0,5 ml):
Thanh phan boat chat1:

Bo sung chu thich 
so 3: “hoac co boat 
link neemg diccmg 
duoc xdc djnh qua 
ddnh gia t'mh sink 
mien dich" trong 
muc THANH 
PHAN da nop trong 
Ho so dang ky thay 
doi nho Ma ho so 
223/TDVXSP, nop 
ngay 05/08/2019.

khdng dirai 20 1U2 
khong dirai 40 1U2

• Giai doc to bach hau........................
• Giai doc to uon van..........................
• Khang nguyen Bordetella pertussis

Giai doc to ho ga (PT)................... .
Ngimg ket to hong cau dang sgi (FHA)

• Virus bai liet (bat boat)4 
Typ 1 (Mahoney)
Typ 2 (MEF-1)...
Typ 3 (Saukett)...

• Khang nguyen be mat viem gan
• Polysaccharide Haemophilus influenzae typ bl2 microgram 

(Polyribosylribitol Phosphate) 
edng hap voi protein uon van

..khdng dudi 20 IU2 
khdng dirai 40 IU2-3

• Khang nguyen Bordetella pertussis
Giai doc to ho ga (PT)..........................
Ngimg ket to hong chu dang sgi (FHA)

• Virus bai liet (bat boat)
Typ 1 (Mahoney).........
Typ 2 (MEF-1)............
Typ 3 (Saukett)............

• Khang nguyen be mat viem gan B5....
• Polysaccharide Haemophilus influenzae typ bl2 microgram 

(Polyribosylribitol Phosphate) 
cong hgp vdi protein udn van

25 microgram 
25 microgram

25 microgram 
25 microgram3

(40 dan vi khang nguyen D4 
.. 8 don vi khang nguyen D4 
32 dan vi khang nguyen D4

40 dan vi khang nguyen Ds 
. 8 don vj khang nguyen Ds 
32 dan vi khang nguyen Ds .y

10 microgram 10 microgram

Hd sa bd sung Ho 
so dang ky thay ddi 
nho nop ngay 
25/02/2020 - Ma 
tiep nhan 37 (theo

22-36 microgram 22-36 microgram

Trang 1/21

*



To- hirong dan sir dung da duo-c duyet To- huoTig dan su- dung de nghj duyet Ghichu

1 dirge hap phu tren hydroxyl nhom, hydrat-hoa (0,6 mg A I3' )
1 la giai han duoi cua do tin cSy (p= 0,95)
3 dirge san xuat tren te bio Vero
4 ho$c tiremg duong lu-gng khang nguyen dirge xac dinh bing mot 
phirang phap h6a mien djeh thich hgp
5 dirge sin xuat tren te bao nam men Hamenulapolymorpha bang 
cong nghe DNA tai to hgp
Thanh phan ta dirge:
Disodium hydrogen phosphate, potassium dihydrogen 
phosphate, trometamol, saccharose, cac axit amin thiet y6u bao 
gom L-phenylaianin va mrcrc pha tiem.
Vac-xin co the chua 1 lircmg rlt it (v6t) cua glutaraldehyde, 
formaldehyde, neomycin, streptomycin va polymyxin B dirge 
dung trong qui trinh san xuat (xem muc “CHONG CHI 
DINH”).

1 dugc hap phu tren hydroxyl nh6m, hydrat-hoa (0,6 mg Al3*)
2 la gidi han dircri cua do tin cay (p= 0,95)
3 hoac co boat tfnh tuTJTig du-orng dugc xic djnh qua dinh gii tfnh 

sinh mien djeh
4 dirge san xuat tren te bao Vero
3 hoac tiremg diremg lu-gng khang nguyen dirge xac dinh bang m§t 
phircrng phap hoa mien dich thich hgp
6 dugc san xuat tren te bao nam men Hansenulapolymorpha bang 
cong nghe DNA tii to hgp 
Thanh phan ta dugc:
Disodium hydrogen phosphate, potassium dihydrogen 
phosphate, trometamol, saccharose, cac axit amin thiet yeu bao 
gom L-phenylalanin, natri hydroxit va/ hoac axit axetic vi/ho3c 
axit hydrochloric (de dieu chinh pH) vi nuac pha tiem.

yeu cau cua Cue 
Quan Ly Dugc tai 
Cong van
20I72/QLD-DK 6h 
ngay 03/12/2019).

Vac-xin c6 the chua 1 lugng rat it (vet) cua glutaraldehyde, 
formaldehyde, neomycin, streptomycin va polymyxin B dugc 
dung trong qui trinh san xult (xem muc “CHONG CHl 
DINH”). 

DANG BAO CHE
Hon djeh tiem.
Hexaxim la mot hon dich trang due.
CHI DINH
Hexaxim (DTaP-IPV-HB-Hib) dugc chi djnh de tiem chung co- 
ban va tiem nhac lai cho tre nho va tre di chap chung tir 6 tudn 
tuoi de phong benh bach hau, uon van, ho ga, viem gan B, bai 
liet va cac benh xam Ian do Haemophilus influenzae typ b (Hib) 
gay ra.
Vic-xin nay cin dugc su dung dung theo cac khuy§n cao 
chinh thuc.

D^NG BAO CHE 
Hon djeh tiem.
Hexaxim la mot hon djeh trang due.
CHI DINH
Hexaxim (DTaP-IPV-HB-Hib) dugc chi djnh de tiem chung ca 
ban va tiem nhac lai cho tre nho va tre di chap chung tu 6 tuln 
tuoi de phong benh b?ch hau, uon van, ho ga, viem gan B, bai 
liet va cac benh xam Ian do Haemophilus influenzae typ b (Hib) 
gay ra.
Vac-xin nay can dugc sir dung dung theo cac khuySn cao 
chinh thuc.
LIEU DUNG VA CACHDUNG
LIEU DUNG

AVA.
D

r .fli -•

HO •

LIEU DUNG VA CACH DUNG
LIEU DUNG 
Tiem chung co ban: Tiem chung ca ban:

h.
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To- hirong dan sii dung da duoc duyet To- huong dan sii- dung de nghi duyet Ghi chii

Loat tiem chung ca ban gom 3 lieu (each nhau ft nh§t 4 tu^n)
hoac 2 lieu (each nhau ft nhit 8 tu3n) phu hop veri cac kliuyin 
eao chfnli thuc.
Co the su dung tat ca cac Ijch tiem v3c-xin, ke ca lich tiem ciia 
Chircmg trinh Tiem chung Ma Rong (TCMR) cua T6 chirc Y t4 
1 he gioi (WHO) luc 6, 10, 14 tuan tuoi, du luc sinh co tiem li6u 
vac-xin viem gan B hay khong.
Khi co tiem li6u vic-xin viem gan B luc sinh, co lh6 dung 
Hexaxim cho nhumg lieu vlc-xin viem gan B b6 sung. Co the su 
dung lich tiem chung ca ban xen ke luc gia/luc gia/luc gia hoac 
luc gia/ngu gia/luc gia bAng Hexaxim va 1 loai vSc-xin ngu gia 
DTaP-IPV/Hib tir luc 6 tuan tuoi theo cac lurong dan chfnh thuc. 
Nlu can tiem lieu v§c-xin viem gan B thu hai truac tu6i nay, 
nen sii dyng vac-xin viem gan B dan gia.
Tiem nhac lai:
Sau khi tiem chung ca ban vdi 3 li£u Hexaxim, nen tiem mot 
lieu nhac lai.
Sau khi tiem chung ca ban vdi 2 lieu Hexaxim, phai tiem mot 
lieu nhac lai.
Nen tiem lieu nhac lai ft nhat 6 thang sau lieu ca ban cuoi cung 
va phu hop vdi cac khuy4n cao chfnh thuc. T6i thi6u phai tiem 
mot lieu vac-xin Hib.
Ngoai ra:
Neu khong tiem vic-xin viem gan B luc sinh, cin tiem mot liiu 
vac-xin viem gan B nhic lai. Co thi xem xet dung Hexaxim di 
lam lieu nhac lai.
Sau khi tiem chung 3 lidu theo Chuang trinh Tiem Chung Md 
Rong cua WHO vdi Hexaxim (luc 6, 10, 14 tuln tuoi) va khong 
tiem vac-xin viem gan B, luc sinh, thi phai tiem mot lieu vac-xin 
viem gan B nhac lai. Toi thieu, nen tiem mot lieu vac-xin bai 
liet nhac lai. Co the xem xet dung Hexaxim dg lam li6u nhic lai.

Loat tiem chung ca ban gom 3 Ii£u (each nhau ft nhSt 4 tuSn) 
hoac 2 lieu (each nhau ft nhat 8 tuan) phu hap vdi cac khuyln 
cao chfnh thuc.
Co the sir dung tat ca cac li.ch tiem vic-xin, ke ca lich tiem ciia 
Chircmg trinh Tiem chung Md Rong (TCMR) cua To chuc Y te 
Th6 gidi (WHO) luc 6, 10, 14 tuan tuoi, du luc sinh co tiem lieu 
vac-xin viem gan B hay khong.
K.hi co tiem lieu vac-xin viem gan B luc sinh, co thl dung 
Hexaxim cho nhung lieu vic-xin viem gan B b6 sung. Co th6 sir 
dung Ijch tiem chung ca ban xen ke luc gia/luc gia/luc gia hoac 
luc gia/ngu gia/luc gia bing Hexaxim va 1 loai vic-xin ngu gia 
DTaP-IPV/Hib tu luc 6 tuan tuoi theo cac hirdng dan chfnh thuc. 
Neu can tiem lieu vic-xin viem gan B thu hai trude tuoi nay, 
nen su dung vac-xin viem gan B dan gia.
Tiem nhac lai:
Sau khi tiem chung ca ban vdi 3 liSu Hexaxim, nen tiem mot 
lieu nhac lai.
Sau khi tiem chiing ca ban vdi 2 li6u Hexaxim, phai tiem mot 
lieu nhac lai.
Nen tiem lieu nhac lai ft nhat 6 thang sau lieu cabin cuoi cung 
va phif hop vdi cac khuyen cao chfnh thuc. T6i thiiu phai tiem 
mot lieu vac-xin Hib.
Ngoai ra:
Neu khong tiem vic-xin viem gan B luc sinh, cin tiem mot liiu 

“ -xin viem gan B nhac lai. Co the xem xet dung Hexaxim de 
lam lieu nhic lai.
Sau khi tiem chung 3 lieu theo Chuang trinh Tiem Chiing Md 
Rong cua WHO vdi Hexaxim (luc 6, 10, 14 tuin tu6i) va khong 
tiem vic-xin viem gan B luc sinh, thi phai tiem mot lieu vic-xin 
viem gan B nhic lai. Toi thieu, nen tiem mot li§u vic-xin bai 
liet nhac lai. Co the xem xet diing Hexaxim de lam lieu nhic lai.

\

vac
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Khi co tiem lieu vac-xin viem gan B luc sinh, sau ioat tiem 
chung ca ban 3 lieu, co the dung Hexaxim hoac mgt vac-xin ngu 
gia DTaP-IPV/Hib 6i tiem nh§c lai.
Co the dung Hexaxim lam lieu nhac lai tren ngirai trirac do da 
dirge tiem chung vai mot vac-xin luc gia khac hoac da tiem veri 
mot vac-xin ngu gia DTaP-IPV/Hib kit hgp mot vic-xin viem 
gan B don gia.
Cac qu4n the tre em khac
Tinh an to&n v^ hieu lire cua Hexaxim a tre duai 6 tuan tuoi 
chira dirge chung minh. Hien khong co dtr lieu.
Mien khong co dtr lieu a tre 1cm tren 24 thang xem muc “TAC 
DUNG KHONG MONG MUON” va “BAG TINH DI/OC 
LU'C HOC”)___________________________________________
CACH DUNG
Hexaxim phai dirge tiem bap (IM). Vi trl tiem dirge khuyen 
dung la mat trude-ngoai cua phan tren dui va vung ca delta d tre 
lent hem (tir 15 thang tuoi trd len).

• Trudc khi tiem, phai lac bam tiem nap san vac xin hay lo 
vac xin de co dirge mot h6n dich trang due dong nhat.

• Quan sat hon dich bang mat trudc khi tiem. Neu thay co 
bat ky hat tieu phan la nao va/hoac thay doi mau sac, hinh 
thuc, thi phai huy bo born tiem nap san vac xin hay Ip vac 
xin.

• Doi vdi Hexaxim dong trong bam tiem khong gan kim: 
phai gan kim that chat vao bom tiem bang each xoay kim 
mot phan tu vong tron.

• Doi vdi Hexaxim dong trong Ip: dung bom tiem rut mot 
lieu 0,5 ml de tiem.

• Khong dugc trpn chung Hexaxim vdi cac san pham thuoc 
khac.

• Khong dugc tiem trong da hoac tiem tinh mach. Khong 
dupe tiem vao mach mau: can chan chan la kim tiem

i khong dam xuyen vao trong long mach mau.______

Khi co tiem lieu vac-xin viem gan B luc sinh, sau loat tiem 
chung ca ban 3 lieu, co the dung Hexaxim hoac mot vac-xin ngu 
gia DTaP-IPV/Hib d4 tiem nh£c lai.
Co the dung Hexaxim lam lieu nhac lai tren ngudi trudc do da 
dugc tiem chung vdi mot vac-xin luc gia khac hoac da tiem vdi 
mpt vac-xin ngu gia DTaP-IPV/Hib ket hgp mot vac-xin viem 
gan B dan gia.
Cac quan the tre em khac
Tinh an toan va hieu luc cua Hexaxim d tre dudi 6 tuan tuoi 
chua dugc chung minh. Hien khong co dtr lieu.
Hien khong co dtr lieu d tre Idn tren 24 thang xem muc “TAC 
DUNG KHONG MONG MUON” va “BAG TINH Dl/OC 
LU'C HOC”)’
CACH DUNG
Hexaxim phai dugc tiem bap (IM). Vi tri tiem dugc khuyen 
dung la mat trude-ngoai cua phan tren dui va vung ca delta d tre 
Idn hon (tu 15 thang tuoi trd len).

• Trudc khi tiem, phai lac bom tiem nap sin vac xin hay Ip 
vac xin de co dugc mpt hon dich trang due dong nhat.

• Quan sat hon djeh bang mat trudc khi tiem. Neu thay co 
bat ky hat tieu phan la nao va/hoac thay doi mau sac, hinh 
thuc, thi phai huy bo bom tiem nap san vac xin hay Ip vac

. xin.
• Doi vdi Hexaxim dong trong bom tiem khong gan kim: 

phai gan kim that chat vao bam tiem bang each xoay kim 
mpt phan tu vdng trdn.

• Doi vdi Hexaxim dong trong Ip: dung bom tiem rut mpt 
lieu 0,5 ml de tiem.

• Khong dugc trpn chung Hexaxim vdi cac san pham thuoc 
khac.

• Khong dugc tiem trong da hoac tiem tinh mach. Khong 
dugc tiem vao mach mau: can chan chan la kim tiem

_____ khong dam xuyen vao trong long mach mau.___________

1/
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To- hirong dan sir dung da diroc duyet T6‘ huoTig dan sii- dung de nghj duyet Ghi chu

CHONG CHI BINH
Khong diroc diing Hexaxim n4u:
Tien sir truac day b\ phan irng phan ve sau khi tiem Hexaxim. 
Qua man vdi cac boat chat, ydi bat ky la dirge nao dirge liet ke 
trong thanh phan ciia vac xin, vdi cac dir lirgng v£t 
(glutaraldehyde, formaldehyde, neomycin, streptomycin va 
polymyxin B), vdi v5c-xin ho ga bit ky, hoac trirdc day timg bi 
phan irng qua man sau khi tiem Hexaxim hoac sau khi tiem vic- 
xin chira cac thanh phan tirong tir.
Chong chi dinh tiem chung vdi Hexaxim neu doi tirgng co benh 
ly nao khong ro nguyen nhan, xay ra trong vong 7 ngay sau khi 
tiem mot vac-xin chira thanh phin ho ga (v5c-xin ho ga loan Id 
bao hoac vo bao).
Trong nhung triremg hgp nay, nen ngimg tiem vic-xin ho ga va 
co the tidp tuc qua trinh tiem chimg vdi cac vac-xin bach hau, 
non van, viem gan B, bai lidt vA Hib.
Khong nen tiem vic-xin ho ga cho ngircri cd rdi loan than kinh 
khong kiem scat hoac dong kinh khong kidm soat cho ddn kid 
benh dirge dieu tri, benh on djnh va Igi fch ro rang virgt trgi

CHONG CHI BINH
Khong diroc diing Hexaxim neu:
Tien su trirdc day bi phan irng phan ve sau khi tiem Hexaxim. 
Qua min vdi cac boat chit, vdi bit ky ta diro'c nao dupe liet ke 
trong thanh phan cua vac xin, vdi cac du lirgng vdt 
(glutaraldehyde, formaldehyde, neomycin, streptomycin va 
polymyxin B), vdi vlc-xin ho ga bit ky, hoac trirdc day timg bi 
phan irng qua man sau khi tiem Hexaxim hoac sau khi tiem vlc- 
xin chira ede thanh phan tuong Ur.
Chong chi dinh tiem chimg vdi Hexaxim ndu ddi tirgng cd benh 
ly nao khong ro nguyen nhan, xay ra trong vong 7 ngay sau khi 
tiem mot vac-xin chira thanh phan ho ga (vlc-xin ho ga toan ti 
bao hoac vo bao).
Trong nhung tnrdng hgp nay, nen ngimg tiem vlc-xin ho ga va 
co the tiep tuc qua trinh tiem chung vdi cac vlc-xin bach hlu, 
uon van, viem gan B, bai liet va Hib.
Khong nen tiem vac-xin ho ga cho ngirdi cd rdi loan thin kinh 
khong kiem soat hoac dong kinh khong kiem soat cho den khi 
benh dirge dieu tri, benh on dinh va Igi fch rd rang virgt trgi 
nguy co.________________ __________________
CANH BAO VA THAN TRONG KHI StT DUNG
Hexaxim khong phong dupe benh do cac tic nhan gay benh 
khac gay ra ngoai Corynebacterium diphtheriae, Clostridium 
tetani, Bordetellapertussis, virus viem gan B, virus bai liet hoac 
Haemophilus influenzae typ b. Tuy vay, cd the tin ring viec tiem 
chimg sc phong ngua dirge viem gan D vi viem gan D (do tic 
nhan delta gay ra) khong xay ra neu khong bi nhiem viem gan 
B.
Hexaxim khong bao ve chdng lai viem gan do cac tic nhan khic 
gay ra nhir viem gan A, viem gan C va viem gan E hoac do cic 
tic nhan gay benh gan khic.
Vi viem gan B cd thdi ky ii benh dai, d thdi diem tiem vac-xin 
cd the da bj nhiem virus viem gan B nhung khong dirge phat

nguy co.
CANH BAO VA THAN TRONG KHI SU'DUNG 
Hexaxim khong phong dirge benh do cic tic nhan gay benh 
khic gay ra ngoai Corynebacterium diphtheriae, Clostridium 
tetani, Bordetella pertussis, virus viem gan B, virus bai liet hoac 
Haemophilus influenzae typ b. Tuy vay, cd thd tin ring viec tiem 
chung se phong ngira dugc viem gan D vi viem gan D (do tic 
nhan delta gay ra) khong xay ra neu khong bi nhiem viem gan 
B.
Hexaxim khong bio ve chdng lai viem gan do cac tic nhan khic 
gay ra nhir viem gan A, viem gan C va viem gan E hoac do cac 
tic nhin gay benh gan khic.
Vi viem gan B cd thdi ky u benh dai, d thdi didm tiem vlc-xin 
cd the da bi nhiem virus viem gan B nhung khong dirge phat
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hien ra. Trong tnrcmg hop ay, vac-xin nay khong ngira dugc 
viem gan B.
Hexaxim khong bao ve phong ngua cac benh nhilm khuan do 
cac typ Haemophilus influenzae khac gay ra hoac phong ngira 
viem mang nao do nhung nguyen nhan kliac.
Nen hru y rang khong co vac-xin nao co th6 bao ve hoan toan, 
suot dcri a tat ca nhfrng ngucri dirge tiem chung.

Tardc khi tiem chung
N6n hoan tiem chung a nhung ngirdi co sot hoac nhiem khuan 
clp tmh tir trung binh den nang. Sir hien dien cua mot nhi£m 
khuan nho va/hoac sot nhe khong buoc phai hoan tiem chiing. 
Trudc khi tiem vac-xin nen xem lai benh sir cua d6i tugng (dac 
biet nhung lan tiem chung trirdc do va nhung phan ung bat Igi 
co the co). Viec sir dung Hexaxim phai dirge can nhac can than 
d nhung ngirdi co tien sir phan ung nang hoac nghiem trong 
trong vong 48 gid sau khi tiem mot vac-xin chda nhung thanh 
phan tiremg tir.
Trirdc khi tiem bat ky sinh pham nao, ngirdi phu trach tiem 
chiing phai ap dung moi bien phap du phong co the de de phong 
phan irng di ung hoac bat ky phan img nao khac. Nhir khi diing 
tat ca cac vac-xin dang tiem khac, dieu trj noi khoa va giam sat 
thich hgp nen luon iuon sin sang de xir tri trong trirdng hgp xay 
ra phan img phan ve sau khi tiem vac-xin.
Neu biet ngirdi du dinh tiem vac-xin timg bi bat ky bien co nao 
sau day sau khi tiem mot vac-xin chua thanh phan ho ga, quyet 
dinh dimg them nhung lieu vac-xin chua thanh phan ho ga can 
dugc xem xet can than:

• Sot > 40°C trong vong 48 gid khong phai do mot nguyen 
nhan khac co the xac dinh dugc;

• Truy tim mach hoac trang thai giong soc (con giam dap 
img - giam truomg luc) trong vong 48 gid sau tiem vac-

‘ xin;________________________________________

hien ra. Trong tnrcmg hgp ay, vac-xin nay khong ngira dugc 
viem gan B.
Hexaxim khong bao ve phong ngira cac benh nhiem khuan do 
cac typ Haemophilus influenzae khac gay ra hoac phong ngira 
viem mang nao do nhung nguyen nhan khac.
Nen luu y rang khong co vac-xin nao co the bao ve hoan toan, 
suot ddi d tat ca nhung ngudi dugc tiem chung.

Trudc khi tiem chung
Nen hoan tiem chung d nhung ngudi co sot hoac nhilm khuan 
cap tmh tir trung binh den nang. Sir hien dien cua mot nhilm 
khuan nho vaTioac sot nhe khong buoc phai hoan tiem chung. 
Trudc khi tiem vac-xin nen xem lai benh sir cua ddi tugng (dac 
biet nhung lan tiem chung trudc do va nhung phan ung bat Igi 
co the co). Viec sir diing Hexaxim phai dugc can nhlc can than 
d nhung ngudi co tien sir phan img nang hoac nghiem trgng 
trong vong 48 gid sau khi tiem mot vac-xin chua nhung thanh 
phan tuemg tu.
Trudc khi tiem bat ky sinh pham nao, ngudi phu trach tiem 
chiing phai ap dung moi bien phap du phong co the de de phong 
phan irng di^ img hoac bat ky phan ung nao khac. Nhu khi diing 
tat ca cac vac-xin dang tiem khac, dieu tri noi khoa va giam sat 
thich hgp nen luon luon san sang de xir tri trong trudng hgp xay 
ra phan ung phan ve sau khi tiem vac-xin.
Neu biet ngudi du dinh tiem vac-xin timg bi bat ky bien cd nao 
sau day sau khi tiem mot vac-xin chua thanh phan ho ga, quyet 
dinh dimg them nhung lieu vac-xin chua thanh phan ho ga can 
dugc xem xet can than:

• Sot > 40°C trong vong 48 gid khong phai do mot nguyen 
nhan khac cd the xac dinh dugc;
• Truy tim mach hoac trang thai gidng sdc (can giam dap 

img - giam truemg luc) trong vong 48 gid sau tiem vlc-
____ xin;__________________________
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• Khoc dai dang khong do duac keo dai > 3 gia, xay ra trong
vong 48 gia sau tiem v5c-xin;

• Co giat co hoac khong co sot, xay ra trong vong 3 ngay sau 
tiem vac-xin.

Co mot so tinh huong, nhir ti le mSc benh ho ga cao, khi do cac 
lai ich tiem nang vircrt troi cac nguy ca co th6 co.
Tien sir sot cao co giat, lien sir gia dinh co co giat hoac hoi chung 
dpt tu- a tre nho (Sudden Infant Death syndrome-SIDS) khong 
phai la chong chi dinh doi vai viec su dung Hexaxim. Nhu-ng tre 
co ti6n sir s6t cao co giat cln dirge theo doi sat vl cac bi6n co 
bat Igi co the xay ra trong vong 2 din 3 ngay sau khi tiem vac- 
xin.
Neu hoi chung Guillain-Barre hoac viem dam r6i than kinh canh 
tay da tirng xay ra sau khi tiem vlc-xin chua giai doc t6 u6n van, 
quyet dinh dimg vic-xin chua giai dpc t6 u6n van phai dua tren 
sir can nhac can than giua cAc Igi Ich tiim nang vk cac nguy ca 
co the co, nhu da hoan tat loat tiem chung ca ban hay chua. Vice 
tiem vac-xin thuong dugc danh cho ngirai chua tiem chung ca 
ban day dii (tuc la da tiem it ban 3 liiu).
Tinh sinh mi6n dich cua vic-xin nay co thi giam do diiu tri uc 
che mien dich hoac suy giam miln dich. Nen hoan tiem vic-xin 
cho den khi k6t thuc mot di4u tn nhu vay hoac klioi benh. Mac 
du vay, vieejiem chung cho nguai bi suy giam mi6n dich man 
tinh nhu nhilm HIV vln dugc khuy4n cdo ngay ca khi dap ung 
khang th§ co the han chi.
Cac quan the dac biet:
Khong co dir lieu tren tre sinh non. Tuy nhien, c6 tlie nhan thiy 
dap ung mien djeh thip han va khong biit ro muc bao ve lam 
sang.
Dap ung mien dich vai vac-xin nay chua dugc nghien cuu trong 
boi canh tinh da hinh di truyin.
Tren nguai suy than man, dap ung thap vai viem gan B da dugc 
nhan thay va nen xem xet dung nhung lieu vac-xin viem gan B

• Khoc dai dang khong do dugc keo dai > 3 gia, xay ra trong 
vong 48 gia sau tiem vac-xin;

• Co giat co hoac khong co sot, xay ra trong vong 3 ngay sau 
tiem vac-xin.

Co mot so tinh huong, nhu ti le mic benh ho ga cao, khi do cac 
Igi^ Ich tiem nang vugt trgi cac nguy ca co th£ co.
Tien sir sot cao co giat, tien su gia dinh co co giat hoac hoi chung 
dot tu a tre nho (Sudden Infant Death syndrome-SIDS) khong 
phai la chong chi dinh doi vai viec sir dung Hexaxim. Nhung tre 
co tien sir sot cao co giat c§n dugc theo doi sat vi cac biln co 
bat Igi co the xay ra trong vong 2 din 3 ngay sau khi tiem vic- 
xin.
Neu hoi chung Guillain-Barre hoac viem dam roi thin kinh canh 
tay da timg xay ra sau khi tiem vic-xin chua giai doc t6 u6n van, 
quyet djnh diing vac-xin chua giai doc t6 u6n van phai dua tren 
su can nhac can than giua ckc Igi Ich tiem nang va cac nguy ca 
co the co, nhu da hoan tat loat tiem chung ca ban hay chua. Viec 
tiem vac-xin thuong dugc danh cho ngufri chua tiem chung ca 
ban day du (tuc la da tiem It han 3 liiu).
Tinh sinh mien dich cua vac-xin nay co thi giam do diki tri ire 
che mi§n djeh hoac suy giam mi6n dich. Ngn hoan tiem vic-xin 
cho din khi kit thuc mot diiu tri nhu vay hoac khoi benh. Mac 
du vay, vieejiem chiing cho nguai bi suy giam miin dich man 
tinh nhu nhiem HIV van dugc khuyen cao ngay ca khi dap ung 
khang thi co the han chi.
Cac quan the dac biet:
Khong co du lieu tren tre sinh non. Tuy nhien, c6 thi nhan thiy 
dap ung mien dich thap han va khong biet ro muc bao ve lam 
sang.
Dap ung mien dich vai vac-xin nay chua dugc nghien cuu trong 
boi canh tinh da hinh di truyen.
Tren nguai suy than man, dap ung thap vai viem gan B da duac 
nhan thay va nen xem xet dung nhung lieu vac-xin viem gan B
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To1 hiroiig dan sir dung da duffc duyet Ter huoTig dan sir dung de nghi duyet Ghi chu

bo sung tuy theo mire khang the chong khang nguyen be mat
cua virus viem gan B (anti-HBsAg).
Than trong khi dung
Khong dirge tiem vao mach mau, tiem trong da hoac tiem dual

bo sung tuy theo mire khang the chong khang nguyen be mat 
cua virus viem gan B (anti-HBsAg).
Than trong khi diing
Khong dugc tiem vao mach mau, tiem trong da hoac tiem dirdi 
da.
Nhir tat ca cac vic-xin diing diremg tiem khac, phai than trong 
khi sir dung vac-xin nay cho ngurai bj giam tieu cau hoac roi 
loan chay mau vi co the bi chay mau sau khi tiem bap.
Nen xet din nguy ca ngimg tha tiem tang va sir can thiet phai 
theo doi ho hap tir 48 den 72 gia khi tiem loat tiem chimg ca 
ban cho tre sinh qua non (sinh < 28 tuan tuoi thai) va dac biet la 
tre co tien su chira truemg thanh chuc nang ho hap. Vi tiem 
chung co lai ich cao a nhom tre nay, khong nen tir ch6i hoac 
hoan tiem chung.
Anh hirong tren xet nghiem can lam sang 
Vi khang nguyen polysaccharide vo Hib dugc bai tilt trong 
nuac tieu, co the thay xet nghiem nuac tieu duang tinh trong 
vong 1 den 2 tuan sau tiem vac-xin. Trong khoang thai gian 
nay, nen thuc hien cac xet nghiem khac de xac dinh nhilm 
Hib.
SIT DUNG VAC-XIN CHO PHU NtT CO THAI VA CHO 
CON BU
Khong ap dung. VSc-xin nay khong diing cho phu nir tuoi sinh

da.
Nhu tit ca cac vac-xin diing duang tiem khac, phai than trong 
khi su dung vac-xin nay cho nguai bj gi&m tilu cau hoac rli 
loan chiy mau vi co the bj chay mau sau khi tiem blp.
Nen xet den nguy ca ngung tha tiim tang va su cin thilt phai 
theo doi ho hap tir 48 den 72 gicr khi tiem loat tiem chung ca 
ban cho tre sinh qua non (sinh < 28 tuan tuoi thai) va dac biet la 
tre co tien sir chua truemg thanh chuc nang ho hap. Vi tiem 
chung co Igi ich cao a nhom tre nay, khong nen tir choi hoac 
hoan tiem chimg.
Anh huemg tren xet nghiem can lam sang 
Vi khang nguyen polysaccharide vo Hib dugc bai tilt trong 
nuac tilu, c6 thl thay xet nghiem nude tilu duang tinh trong 
vong 1 den 2 tuan sau tiem vac-xin. Trong khoang thdi gian 
nay, nen thuc hien cac xet nghiem khac de xac dinh nhilm 
Hib.
SIT DUNG VAC-XIN CHO PHU NU' CO THAI VA CHO 
CON BU
Khong ap dung. Vac-xin nay khong diing cho phu nir tuoi sinh
de. de.

ANH HUONG CUA VAC-XIN LEN KHA NANG LAI XE, 
VAN HANH MAY MOC
Khong ap dung. Vac-xin nay chi diing d tre em.______________

ANH HUONG CUA VAC-XIN LEN KHA NANG LAI XE, 
VAN HANH MAY MOC
Khong ap dung. Vac-xin nay chi diing d tre em.___________

Cl
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T6‘ huong dan su- dung da duoc duyet

TUO'NG TAG, TU'ONG KY CUA VAC-XIN 
Du lieu ve viec tiem Hexaxim dong thoi vdi v§c-xin cong hop 
polysaccharide Phe cau khuan khong cho thiy sir anh hirong co 
y nghTa lam sang trong dap irng khang th6 vdi moi khang 
nguyen.
Du lieu ve viec tiem mot liSu Hexaxim nhSc lai d6ng thdi vdi 
vac-xin sdi-quai bi-rubella khong cho My sir anh hudng co y 
nghTa lam sang trong dap ung khang M vdi m6i khang nguyen. 
Co the co mot sir anh hudng co y nghTa lam sang trong dap ung 
khang the cua Hexaxim va vac-xin thuy dau va khong nen tiem 
nhung vac-xin nay cung mot luc.
Du lieu v£ viec sir dung dong thdi vdi vac-xin rotavirus khong 
cho thay sy anh hudng co y nghTa lam sang trong dap ung khang 
the vdi moi khang nguyen.
Du lieu ve viec tiem Hexaxim d6ng thdi vdi vac-xin cong hop 
Nao mo cau nhom C hoac vac-xin cong hop Nao mo ciu nhom 
A;C, W-135 va Y khong cho thay sir anh hudng co y nghTa lam 
sang trong dap ung khang the vdi mdi khang nguyen.
Neu xem xet dung ddng thdi vdi vac-xin khacs nen ti§n hanh 
tiem cac vac-xin d nhtrng vj tri tiem rieng biet.
Do khong co cac nghien cuu v6 tfnh tucmg ky cua vac-xin, 
khong Iron lln Hexaxim vdi cac vlc-xin hoac thudc khac.
Chira co bao cao nao vh su tucmg tac lam sang co y nghTa vdi 
cac di£u tri hoac sinh pham kJiac, trir lieu phap uc che mien 
djch (xem muc “CANH BAO VA THAN TRONG KHI SXf 
DUNG**), ____________
TAG DUNG KHONG MONG MUON
Tom tat dac tfnh an toan
Trong cac nghien cuu lam sang tren ngudi duoc tiem Hexaxim, 
cac phan ung thudng duoc bao cao nhk bao gdm dau chd tiem, 
dl kfch dong, quiy khoc, va do cho tiem.
Sau lieu thu nhat, tinh sinh phan ung trong du kien duoc nhan 
thay hoi cao hem so vdi nhung li6u sau do.______

To- huxmg dan su dung de nghj duyet Ghi chii

TU’ONG TAG, TUONG KY CUA VAC-XIN 
Du lieu ve viec tiem Hexaxim dong thdi vdi vac-xin cong hop 
polysaccharide Phe cau khuan khong cho My sir anh hudng co 
y nghTa lam sang trong dap ung khang M vdi moi khang 
nguyen.
Du lieu v6 viec tiem mot ii^u Hexaxim nhic lai ddng thdi vdi 
vac-xin sdi-quai bj-rubella khong cho thay su anh hudng cd y 
nghTa lam sang trong dap ung khang the vdi moi khang nguyen. 
Co the co mot su anh hudng co y nghTa lam sang trong dap ung 
khang the cua Hexaxim va v§c-xin thuy dau va khong nen tiem 
nhung vac-xin nay cung mot luc.
Du lieu ve viec su dung ddng thdi vdi vic-xin rotavirus khong 
cho My sy anh hudng co y nghTa lam sang trong dap ung khang 
the vdi moi khang nguyen.
Du lieu ve viec tiem Hexaxim dong thdi vdi vic-xin cong hop 
Nao md cau nhom C hoac vac-xin cong hep Nao md cau nhom 
A,C, W-135 va Y khong cho My su anh hudng cd y nghTa lam 
sang trong dap ung khang the vdi mdi khang nguyen.
Neu xem xet dung ddng thdi vdi v5c-xin khac, nen tidn hanh 
tiem cac vac-xin d nhung vj tri tiem rieng biet.
Do khong co cac nghien cuu vd tinh tucmg ky cua v4c-xin, 
khong trdn lan Hexaxim vdi cac vic-xin hoac thudc khac.
Chua cd bao cao nao ve su tucmg tac lam sang cd y nghTa vdi 
cac didu trj hoac sinh pham khac, tru lieu phap uc chd mien 
djch (xem muc “CANH BAO VA THAN TRONG KHI Slf 
DUNG" ).
TAG DUNG KHONG MONG MU6N 
Tom tat dac tfnh an toan
Trong cac nghien cuu l&m sang tren ngudi dugc tiem Hexaxim, 
cac phan ung thudng duoc bao cao nhit bao gdm dau chd tiem, 
dd kfch ddng, quiy khoc, va do chd tiem.
Sau lieu thu nhat, tfnh sinh phan ung trong du kidn duoc nhan 
thay hoi cao hem so vdi nhung lieu sau do.
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T6‘ hirong dan sir dung da du-o’c duyet > To1 huong dan su-dung de nghi duyet Ghi chu

Tmh an toan ciia Hexaxim a tre tren 24 thang tuoi khong dirge 
nghien cixu trong cac thir nghiem lam sing.
Danh muc ede phan ienz bat Icri
Qui irac sau day dirge diing de phan loai phan ung bat Igi;
Rat hay gap (> 1/10)
Hay gap (> 1/100 den < 1/10)
It gap (> 1/1.000 den <1/100)
Hi6m gap (> 1/10.000 d6n < 1/1.000)
Rithi6m (< 1/10.000)
Khong ro (khong the irac lirgng tir dir lieu hien co)
Bang 1: Cac phan ting bat loi trong thir nghiem lam sang va 
du’gc bao cao khi sir dung trong thirong mai

Tmh an toan cua Hexaxim a tre tren 24 thing tuoi khong dirge 
nghien cun trong cac thir nghiem lam sang.
Danh muc ede phan urn? bat leri
Qui irac sau day dirge dung de phan loai phan ting bat Igi;
Rat hay gap (> 1/10)
Hay gap (>1/100 d6n< 1/10)
It gap (> 1/1.000 d6n< 1/100)
Hiem gap (> 1/10.000 den < 1/1.000)
Rit hi6m (< 1/10.000)
Khong ro (khong the irdc lirgng tir dir lieu hien co)
Bang 1: Cac phan irng bat loi trong thir nghiem lam sang va 
dirge bao cao khi sir dung trong thu-cmg mai

Tan suat Bien co bat Igi Tan suat Bien co bat loiHe co’ quan He cor quan 
Roi loan he 
mien dich

i Phan ung qui man Phan ung qui manRoi loan he 
mien dich

It gap It Rap
Hiem gap Hiem gapPhan ung phan ve* Phan ung phan ve*

Roi loan 
chuyen hoa va 
dinh dirong

Rat hay gap Rat hay gapChin an (giam cam giic 
them an)

Roi loan 
chuyen hoa va

Chin an (giam cam giic 
them an)

dinh dirong
Roi loan he 
than kinh

Quay khoc, buon ngii Roi loan he 
than kinh

Rat hay gap Quay khoc, buon ngiiRat hay gap
Quay khoc bat thirong 
(khoc keo dai)

Quay khoc bat thirong 
(khoc keo dai)

Hay gap Hay gap

Hiem gap Hiem gapCo giat co hoac khong co 
sot*

Co giat co hoac khong co 
sot*A

Rat hiem Rat hiemPhan ung giam truong 
lyre hoac con giam dip 
ung - giam truong lire 
(hypotonic-
hyporesponsive episodes 
- HHE)

Phan ung giam truong 
luc hoac con giim dip 
ung - giam truong luc 
(hypotonic-
hyporesponsive episodes 
-HHE)

i)
/■

Roi loan tieu Rat hay gap Roi loan tieu Rat hay gapNon 6i Non 6i
hoa hoaHay gap Tieu chay Hay gap Tieu chay

CP
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To- humig dan su- dung da duoc duyet To- hiroTng dan sii- dung de nghj duyet Ghichu

Hiem gap Noi manRoi loan da va 
mo diroi da

Roi loan da va 
mo diroi da

Hiem gap Noi man

R6i loan toan 
than va tlnh 
trang tai cho 
tiem

Rat hay gap Dan cho tiem, do cho 
tiem, sung ch6 tiem 
Cau kinh, dl kfch dong 
S6t (than nhiet> 38,0°C)

Roi loan toan 
than vk tinh 
trang tai ch6 
tiem

Rat hay gap Dau cho tiem, do cho 
tiem, sung ch6 tiem 
Cau kinh, de kich dong 
S6t (than nhiet> 38,0°C)

Cung cho tiemHay gap Cung ch6 tiemHay g5p
Noi cue cho tiem 
S6t (than nhiet > 39.6°C)

It gap Noi cue cho tiem 
Sot (than nhiet > 39,6°C)

It gap

Hiem gap Sung chi lan rongt Hiem gap Sung chi lan rongt
* Cac phan ling bit Igi dupe bao cao tu phat.
t Xem myc uMd ta cac phan uns bat leri chon Inc"
Mo td ede phan irnz bat lo'i chon loc
Sung chi lan rong: Phan ung rpng tai cha tiem (> 50 mm), bao 
gom sung chi lan rpng tir ch6 tiem vupt qua mot hoac ca hai 
khdp, da dupe bao cao a tre em. Nhung phan ung nay khai phat 
trong vong 24-72 gia sau tiem vic-xin, co thl kit hop vdi do, 
nong, nhay dau hoac dau o cho tiem va tu khoi trong vong 3-5 
ngly. Nguy co nay duong nhu phu thupc vao s6 lilu vic-xin 
chua thanh phan ho ga vo bao da tiem trude d6, vdi nguy co Idn 
hon sau lieu thu tu va thu nam.
Cac bien co bat Iffi Hem tans (tuc la bien c6 bat loi da dupe bao 
cao vdi cac vic-xin khac chua mot hoac nhilu thanh phln trong 
Hexaxim va khong true tilp lien quan vdi Hexaxim)
Roi loan he than kinh

• Viem dam roi than kinh canh tay va hpi chung Guillain- 
Barre da dupe bao cao sau khi tiem vac-xin chua giai 
dpc to u6n van

• Benh ly day than kinh ngoai bien (viem da re than kinh, 
liet mat), viem than kinh thj, mat myelin he than kinh 
trung uong (da xo cung) da dupe bao cao sau khi tiem 
mot vac-xin chua khang nguyen viem gan B 
Benh ly nao/viem nao

* Cac phan ung bat loi dupe bao cao tu phat.
t Xem muc “Mo td ede phan irns bat leri chon loc"
M6 ta cac phan ibis bat Iffi chon loc
Sung chi lan rpng: Phan ung rpng tai cho tiem (> 50 mm), bao 
gom sung chi Ian rpng tu cho tiem vupt qua mot hoac ca hai 
khdp, da dupe bao cao d tre em. Nhung phan ung nay khdi phat 
trong vong 24-72 gid sau tiem vac-xin, co the kit hop vdi do, 
nong, nhay dau hoac dau d cho tiem va tu khoi trong vong 3-5 
ngay. Nguy ca nky dudng nhu phu thupc vao si lilu vic-xin 
chua thanh phan ho ga vo bao da tiem trude do, vdi nguy ca Idn 
han sau lieu thu tu va thu nam.
Cac bien co bat Iffi Hem tans (tuc la biln c6 bat Ipi da dupe bao 
cao vdi cac vac-xin khac chua mot hoac nhieu thkih phan trong 
Hexaxim va khong true tiep lien quan vdi Hexaxim)
Roi loan he than kinh

• Viem dam roi than kinh canh tay va hpi chung Guillain- 
Barre da dupe bao cao sau khi tiem vac-xin chua giai 
dpc to uon van

• Benh ly day than kinh ngoai bien (viem da re than kinh, 
liet mat), viem than kinh thi, mat myelin he than kinh 
trung uong (da xo cung) da dupe bao cao sau khi tiem 
mot vac-xin chua khang nguyen viem gan B

• Benh ly nao/viem nao

0 ;
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T6’ huong dan sir dung de nghj duyetTff hiroiig dan sir dung da durgc duyet Ghi chu

Roi loan ho hop, mnrc va trims that
Ngimg tha a tre sinh qua non (< 28 tu§n tu6i thai) (xem muc 
“Than trone khi dune”-)
Roi loan loan than va tinh trcmz tai chd Hem 
Phan ling phu ne a mot hoac hai chi dirai co thS xay ra sau khi 
tiem chung vdi vac-xin chua Haemophilus influenzae typ b. N6u 
phan ung n&y xay ra, chu yeu la sau cac mui tiem loat ca ban va 
trong vong vai gia dau sau tiem vac-xin. Cac trieu chung di k6m 
co the bao gom tfm tai, do, ban xuat huyet thoang qua, va la 
klioc nhieu. Tat ca cac bien co deu ty khoi trong vong 24 gia ma 
kh6ng co di chung.
Thong bao ngay cho bac sy hoac duac sy nhung phan ung 
co hai gap phai khi sir dung vac-xin.
Bao cap phan itm? bat leri dans nscf
Viec bao cao cac phan ung bat Igi dang ngcr sau khi san pham 
thiioc dugc cap phep luu hanh la rat quan trong. Bi6u nay cho 
phep tiep tuc theo d5i can bang Igi ich/nguy ca cua san pham 
thuoc. Nhan vien y te dugc yeu cau bao cao moi phan ung bat 
Igi dang nga qua he thong bao cao quoc gia den Trung tarn Qu6c 
gia ve thong tin thuoc va theo d5i phan img co hai cua thuoc
theo dia chi email : di.pvcenter@gmail.com_________________
QUA LIEU VA CACH XI/ TRI
Khong co du- lieu ve sir dung vac-xin qua lieu, khong diing qua 
lieu chi djnh ciia vac-xin. Tich cue theo doi de co bien phap xir
tri k jp thai._____________________________________________
DAC TINH DU QC LUC HOC
Nhom dugc ly-trj lieu: Vic-xin, Vac-xin vi khuan va virus phoi 
hgp, ma ATC: J07CA09
Tinh sinh mien dich ciia Hexaxim a tre tren 24 thing tuoi khong 
dugc nghien dru trong cac thir nghiem lam sang.
Ket qua dat dugc doi vdi moi thanh phan dugc tom tat trong cac 
bang sau: _______

Roi loan ho hap, npurc va trunz that
Ngung thd d tre sinh qua non (< 28 tuan tuoi thai) (xem muc 
“Than trong khi diing”)
Roi loan loan than va tinh tranz tai cho tiem 
Phan ung phii ne d mot hoac hai chi dudi co the xay ra sau khi 
tiem chung vdi vac-xin chua Haemophilus influenzae typ b. Neu 
phaaung nay xay ra, chu yeu la sau cac mui tiem loat ca ban va 
trong vong vai gid dau sau tiem vic-xin. Cac trieu chung di kem 
co the bao gom tim tai, do, ban xuat huyet thoang qua, va la 
khoc nhieu. Tat ca cac bien co deu tu khoi trong vong 24 gid ma 
khong co di chung.
Thong bao ngay cho bac sy hoic dugc sy nhung phan ung 
co hai gap phai khi su dung vac-xin.
Bao cao phan irng heit leri dcing nog
Viec bao cao cac phan ung bat Igi dang ngd sau khi san pham 
thuoc dugc cap phep luu hanh la rat quan trong. Bieu nay cho 
phep tiep tuc theo doi can bang Igi ich/nguy ca ciia san pham 
thuoc. Nhan vien y te dugc yeu cau bao cao moi phan ung bat 
Igi dang ngd qua he thong bao cao quoc gia din Trung tarn Quoc 
gia ve thong tin thuoc va theo doi phan ung co hai cua thude 
theo dja chi email : di.pvcenter@gmail.com_________________
QUA LIEU VA CACH XU' TRI
Khong co du lieu ve sir dung vac-xin qua lieu, khong diing qua 
lieu chi djnh ciia vac-xin. Tich cue theo doi de co bien phap xir 
tri kip thdi.
BAC TINH Dl/OC LlTC HOC
Nhom dugc ly-tri lieu: Vac-xin, Vac-xin vi khuan va virus phoi 
hgp, ma ATC: J07CA09
Tinh sinh mien djeh ciia Hexaxim dtre tren 24 thang tuoi khong 
dugc nghien ciru trong cac thir nghiem lam sang.
Ket qua dat dugc doi vdi moi thanh phan dugc tom tat trong cac 
bang sau:

$
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To- huong dan sii' dung da dupe duyet To1 huong dan su1 dung de nghj duyet Ghi chii

Bang 1: Ti le huyet thanh bao ve/chuyen doi huyet thanh* 
mot thang sau tiem chung co' bdn voi 2 hoac 3 lieu Hexaxim

Bang 1: Ti le huyet thanh bao ve/chuyen doi huyet thanh* 
mot thang sau tiem chung co1 ban voi 2 hoac 3 lilu Hexaxim 4

Hai
lieu

Hai
lilu

Nguong khang the Nguong khang theBa lieu Ba lieu

6-10- 6-10-3-5 2-3-4
thang

2-4-6
thang

3-5 2-3-4
thang

2-4-6
thang

14 14th&ng thangtuan tuan
N=24 N=12 

3 din
N=322 N=93 N=24 N=12 

3 den
N=322 N=93p** tt 4 p** tt 4

den
1270

den
1270

220| 220f

i
% % % % % % % %

Khang bach hau Khang bach hau99,6 97,6 99,7 97,1 99,6 97,6 99,7 97,1(>0,01 lU/ml) (>0,01 HJ/ml)
Khang uon van Kliang non van100,0 100,0 100,0 100,0 100,0 100,0 100,0 100,0(>0,01 lU/ml) (>0,01 lU/ml)
Khang PT
(Chuyen doi huyet thanh

Khang PT ^
(Chuyen doi huyet thanh93,4 93,6 88,3 96,0 93,4 93,6 88,3 96,0tt) tt)98,4 100,0 99,4 99,7 98,4 100,0 99,4 99,7(Dap img vic-xin§) (Dap ung vac-xin§)

Khang FHA
(Chuyen doi huyet thanh

Khang FHA
(Chuyen doi huyet thanh92,5 93,1 90,6 97,0 92,5 93,1 90,6 97,0tt) tt)99,6 100,0 99,7 99,9 99,6 100,0 99,7(Dap ung vic-xin§) 99,9(Dap ung v§c-xinS)

Co tiem vac- C6 tiem vac-Khang Khangxin viem gan 
B luc sinh

/ 99,0 / 99,7 xin viem gan 
B luc sinh

/ 99,0 / 99,7HBs HBs
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Ter huoTig dan sir dung da duoc duyet To- huoTig dan sir dung de nghi duyet Ghi chu

(> 10 Khong tiem 
mlU/ml vac-xin viem 

gan B luc sinh

Khong tiem 
vac-xin viem 
gan B luc sinh

(> 10 
mlU/ml97,2 95,7 96,8 98,8 97,2 95,7 96,8 98,8

) )
Khang bai liet typ 1 
(> 8 (1/pha loang))

Khang bai liet typ 1 
(> 8 (1/pha bang))

90,8 100,0 99,4 99,9 90,8 100,0 99,4 99,9

Khang bai liet typ 2 
(>8(1/ pha loang))

Khang bai liet typ 2 
(> 8 (1/ pha loang))

95,0 98,5 100,0 100,0 95,0 98,5 100,0 100,0

Khang bai liet typ 3 
(>8(1/ pha loang))

Khang bai liet typ 3 
(>8(1/ pha loang))

96,7 100,0 99,7 99,9 96,7 100,0 99,7 99,9

Khdng PRP 
(>0,15 iig/ml)

Khang PRP 
(>0,15 j-ig/ml)

71,5 95,4 96,2 98,0 71,5 95,4 96,2 98,0

Cac gia tri thong thirong dirge chap nhan la dai dien cho kha 
nang bao ve (PT, FHA) hoac tuemg duemg voi kha nang bao ve 
(cac thanh phan khac)
= So ngirai dugc phan tfch (nhom tuan thii de cucmg)
3, 5 thing, khong tiem vac-xin viem gan B luc sinh (Phan Lan, 
Thuy Dien)
6, 10, 14 tuan co va khong co tiem vac-xin viem gan B luc sinh 
(Cong hbaNam Phi)
2, 3, 4 thing, khong tiem vac-xin viem gan B luc sinh (Phan 
Lan)
2, 4, 6 thing, khong tiem vac-xin viem gan B luc sinh 
(Argentina, Mexico, Peru) va co tiem vic-xin viem gan B luc 
sinh (Costa Rica va Colombia)
Chuyen doi huyet thanh: tang it nhat 4 lan so voi muc triroc 

tiem chung (truac Wiu 1)
Dip img vac-xin: Neu nong do khing the tnrcrc tiem chung <8 
EU/ml. thi nong dp khing the sau tiem chung phai >8 EU/ml. 
Neu khong, nong dp khang the sau tiem chiing phai > muc trude 
tiem chiing

Bang 2: Ti le huyet thanh bao ve/chuyen doi huyet thanh* 
mot thing sau tiem nhac lai ven Hexaxim________________

Cic gia tri thong thirong dupe chap nhan la dai dien cho kha 
nang bao ve (PT, FHA) hoac tirong duemg vdi kha nang bao ve 
(cac thanh phan khac)

N = So ngirai dupe phan tich (nhom tuan thii de cuong)
** 3, 5 thing, khong tiem vic-xin viem gan B liic sinh (Phan Lan,

Thyy Dien)
6, 10, 14 tuan co va khong co tiem vac-xin viem gan B liic sinh 
(Cong hoaNam Phi) 

ft 2, 3, 4 thing, khong tiem vac-xin viem gan B liic sinh (Phan 
Lan)

t 2, 4, 6 thing, khong tiem vic-xin viem gan B liic sinh 
(Argentina, Mexico. Peru) va co tiem vic-xin viem gan B liic 
sinh (Costa Rica va Colombia)
Chuyen doi huyet thanh: tang it nhat 4 lan so veri muc truac 
tiem chiing (truac lieu 1)
Dip ling vac-xin: Neu nong dp khang the truac tiem chiing <8 
EU/ml, thi nong dp khing the sau tiem chiing phai >8 EU/ml. 
Neu khong, nong dp khang the sau tiem chiing phai > muc trude 
tiem chiing

Bang 2: Ti le huyet thanh bao ve/chuyen doi huyet thanh* 
mot thang sau tiem nhac lai voi Hexaxim_________________

N
**

t t

tt

t

tt
§
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To- hirong dan sir dung da duoc duyet T6' hirong dan su- dung de nghj duyet Ghi chu

Tieni
vac-

Tiem
vac-Nguong khang the Nguo-ng khang the

xin xm
nhac 

lai luc 
11-12 
th£ng 
tuoi

nhac 
lailuc 
11-12 
thing 
tuoi

Tiem vac-xin nhac lai 
trong nam tuoi thir hai 
sau loat co' ban 3 lieu

Tiem vac-xin nhic lai 
trong nam tuoi thir hai 
sau loat co' ban 3 lieu

\

sau sau
loat loat
co* co'

ban 2 ban 2 
lieuli4u

3-5 6-10- 2-3-4
thing

2-4-6
thing

3-5 6-10- 2-3-4
thing

2-4-6
thingthing 14 thing 14

tuan tuan
N=17 
7 den

N=17 
7 den 
396^

N=24 N=20 N=17 N=24 N=20 N=17
4f 8tt 9** 4t 8tt3961

% % % % % % % %
Khing bach hau
(> 0, 1 IU/ml)

Khang bach hau100,0 100,0 100,0 97,2 100,0 100,0 100,0 97,2(> 0, 1 IU/ml)
Khang uon van Khang uon van100,0 100,0 100,0 100,0 100,0 100,0 100,0 100,0(> 0, 1 IU/ml) (> 0, 1 lU/mQ
Khang PT
(Chuyen doi huyet thanh

Khang PT
(Chuyen doi huy6t thanh94,3 94,4 86,0 96,2 94,3it) 94,4 86,0 96,2it)98,0 100,0 98,8 100,0(Pap ung vac-xin6) 98,0 100,0 98,8 100,0(Dap ung vac-xin§)

Khang FHA
(Chuyen doi huyet thanh

Khang FHA
(Chuyen doi huy6t thanh97,6 99,4 94,3 98,4 97,6 99,4it) 94,3 98,4it)100,0 100,0 100,0 100,0(Dap ung vac-xin§) 100,0 100,0 100,0 100,0(Dap ung vac-xin§)
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Td'hiro'ng dan stir dung da diro'c duyet Ter huoTig dan su- dung de nghi duyet Ghi chii

Co tiem
vic-xin 
viem gan B 
luc sinh

Co tiem 
vac-xin 
viem gan B 
luc sinh

/ 100,0 / 99.7 / 100,0 / 99.7Khang Khang
HBs HBs

Khong tiem 
v&c-xin 
viem gan B 
luc sinh

(> 10 (> 10 Khong tiem 
vac-xin 
viem gan B 
luc sinh

mlU/ml) mlU/ml)96,4 98,5 98,9 99.4 96,4 98,5 98,9 99.4

Khang bai liet typ 1 
(> 8 (1/pha loang))

Khang bai liet typ 1 
(> 8 (1/pha loang))

100,0 100,0 98,9 100,0 100,0 100,0 98,9 100,0
Khang bai liet typ 2 
(>8(1/ pha loang))

Khang bai liet typ 2 
(>8(1/ pha loang))

100,0 100,0 100,0 100,0 100,0 100,0 100,0 100,0

Khang bai liet typ 3 
(>8(1/ pha loang))

Khang bai liet typ 3 
(>8(1/ pha loang))

99,6 100,0 100,0 100,0 99,6 100,0 100,0 100,0
Khang PRP 
(> 1,0 pg/ml)

Khang PRP 
(> 1,0 pg/ml)

93,5 98,5 98,9 98,3 93,5 98,5 98,9 98,3

* Cac gii trj thong thiremg dugc chap nhan la dai dien cho kha n5ng 
bao ve (PT, FHA) hoSc tuemg dirong v&i kha nang bao ve (cac 
thanh phan khac) N = So nguoi ducrc phan tich (nhom tuan thu de 
circmg)

** 3, 5 thang, kliong tiem vac-xin viem gan B luc sinh (Phin Lan, 
Thuy Dien)

t 6. 10, 14 tuan co va khong co tiem vac-xin viem gan B luc sinh 
(Cong hoaNam Phi)

tt 2, 3, 4 thing, khong tiem vic-xin viem gan B luc sinh (Phan Lan)
X 2, 4, 6 thing, khong tiem vac-xin viem gan B luc sinh (Mexico) va 

co tiem vac-xin viem gan B luc sinh (Costa Rica va Colombia)
it Chuyen doi huyet thanh: tang it nhat 4 lin so vdi mire tmoc tiem 

chung (tnrdc lieu 1)
§ Dap ung vic-xin: Neu nong do khang the truoc tiem chung (truoc 

lieu 1) < 8 EU/ml. thi nong do khang the sau tiem chung phai > 8 
EU/ml. Neu khong, nong dp khang the sau tiem chung phai > muc 
tnrdc tiem chimg (trude lieu 1)

* Cic gii tri thong thirdng dupe chap nhan la dai dien cho kha nSng 
bao ve (PT, FHA) hoac tiremg duemg vdi kha ning bao ve (cac 
thanH phan khac) N = So ngirdi dupe phan tich (nhom tuan thu di 
circmg)

** 3, 5 thang, khong tiem vac-xin viem gan B luc sinh (Phin Lan, 
Thuy Dien)

t 6, 10, 14 tuan cd va khong co tiem vac-xin viem gan B luc sinh 
(Cong hoaNam Phi)

tt 2, 3, 4 thing, khong tiem vac-xin viem gan B luc sinh (Phan Lan)
X 2, 4, 6 thing, khong tiem vac-xin viem gan B luc sinh (Mexico) va 

co tiem vac-xin viem gan B luc sinh (Costa Rica va Colombia)
tt Chuyen doi huyet thanh: tang it nhat 4 lan so vdi muc tnrdc tiem 

chung (tnrdc liiu 1)
§ Dap ung vac-xin: Neu nong dp kiting the tnrdc tiem chung (tnrdc 

lieu 1) < 8 EU/ml, thi nong dp khang the sau tiem chung phai > 8 
EU/ml. Neu khong, ndng dp khang the sau tiem chung phai > muc 
trude tiem chung (trude lieu 1)__________________

» r
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To- huong dan sir dung da diroc duyet To- huoTig dan sir dung de nghj duyet Ghi chu

Dap ung miln dich voi cac thanh ph4n khans nguven ho ga va 
Hib sau 2 lieu li'ic 2 va 4 thang tuoi
Dap tmg mien dich vai cac khang nguyen Hib (PRP) va ho ga 
(PT va FHA) da ducrc danh gia sau 2 li£u tren mot phan nhom 
doi tirgng dirge tiem Hexaxim (N=148) luc 2, 4, 6 thang tu6i. 
Dap img mi6n dich vdi cac khang nguyen PRP, PT va FHA mot 
thang sau 2 li&u tiem luc 2 va 4 thang tu6i tiremg tu nhir k6t qua 
da thay mot thang sau 2 lieu ca ban tiem luc 3 va 5 thang tu6i: 
hieu gia khang-PRP ^ 0,15 pg/ml dirge nhan thay d 73,0% s6 
doi tirgng, dap irng vSc-xin khang-PT d 97,9% s6 d6i tirgng va 
dap irng vSc-xin khang-FHA d 98,6% s6 d6i tirgng.
Duv trl dap utie mi6n dich
Cac nghien cum danh gia sir duy tri khang th8 dai han sau cac 
lich tiem ca ban khac nhau d tre nho/ tie chap chirng di va cd sir 
dung hoac khong sir dung liSu vic-xin viem gan B luc sinh cho 
thay co sy duy tri khang the d tren ngircmg khang th6 hoac mdc 
bao ve dirge cong nhan ddi vdi timg loai khang nguyen (xem 
bang 3).
Them vao do, mien dich d6i vdi thanh ph5n viem gan B ciia v5c 
xin sau lich tiem ca ban bao gom mot li6u viem gan B luc sinh 
va ba lieu sau do vao luc 2, 4, 6 thang tuoi (khong bao gom mui 
tiem nhlc d nam tu6i thu 2) da dirge chung minh la keo dai d6n 
9 tuoi. Cu the la co 49,3% tre dirge tiem vac xin co nong do 
khang the > 10 mlU/ml kern theo ndng dp khang th6 trung binli 
nhan d mire 13,3 (klioang tin cay 95%: 8,82-20,0) mlU/ml. Tri 
nhd mien dich doi vdi viem gan sieu vi B da dirge chirng minh 
khi 93% ngirdi dirge tiem mui viem gan B luc 9 tu6i hinh thanh 
-: jg dp khang the trung binh nhan d mire 3692 (khoang tin cay 
95%: 1886-7225) mlU/ml.

Dap irng mipn dich vdi cac thanh phan khang nguven ho ga va
Hib sau 2 lieu liic 2 va 4 thang tuoi
Dap irng mien djeh vdi cac khang nguyen Hib (PRP) va ho ga 
(PT va FHA) da dupe danh gia sau 2 li£u tren mot phan nhom 
doi tugng dupe tiem Hexaxim (N=148) luc 2, 4, 6 thang tudi. 
Dap irng mi6n djeh vdi cac khang nguyen PRP, PT va FHA mot 
thang sau 2 lieu tiem luc 2 va 4 thang tudi tiremg tir nhu kdt qua 
da thly mot thang sau 2 lidu co ban tiem luc 3 va 5 thang tudi: 
hieu gia khang-PRP ^0,15 pg/ml dugc nhan thiy d 73,0% sd 
ddi tugng, dap irng vic-xin khang-PT d 97,9% so ddi tugng va 
dap img vac-xin khang-FHA d 98,6% sd doi tugng.
Duv tri dap img mien dich
Cac nghien ciru danh gia sir duy trl khang thd dai han sau cac 
Ijch tiem ca ban khac nhau d tre nhd/ tre chap chung di va cd sir 
dung hoac khong sir dung lidu vac-xin viem gan B luc sinh cho 
thay cd sir duy tri khang thd d tren nguemg khang thd hoac mire 
bao ve dugc edng nhan ddi vdi timg loai khang nguyen (xem 
bang 3).

\

Them vao do, mien djeh ddi vdi thanh phan viem gan B ciia vac 
xin sau lich tiem ca ban bao gdm mot lieu viem gan B luc sinh
va ba lieu sau do vao liic 2, 4, 6 thang tudi (khong bao gdm mui 
tiem nhac d nam tudi thir 2) da dugc chung minh la keo dai den 
9 tudi. Cu the la cd 49,3% tre dugc tiem vac xin cd ndng dp 
khang the > 10 mlU/ml kem theo ndng dp khang the trung binh 
nhan amirc 13,3 (klioang tin cay 95%: 8,82-20,0) mlU/ml. Trl 
nhd.mien dich ddi vdi viem gan sieu vi B da dugc chung minh 
khi 93% ngudi dugc tiem mui viem gan B luc 9 tuoi hinh thanh 
ndng dp khang the trung binh nhan d muc 3692 (klioang tin cay 
95%: 1886-7225) mlU/ml.

non

Bang 3: Ti le dat muc huyet thanh bao ve a d then diim 4,5 
tuoi sau khi chung ngira vdi Hexaxim

Bang 3: Ti le dat muc huyet thanh bao ve a d thoi diem 4,5 
tudi sau khi chung ngira vdi Hexaxim
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T6’ hirong dan sir dung da duac duyet Ta hu-oTig dan sir dung de nghj duyet Ghi chii

Ngirang khang the Ljch tiem ccr 
ban 6-10-14 
tuan va tiem 
nhac luc 15- 

18 thang

Nguong khang theLjch tiem co- 
ban Iiic 2-4-6 
thang va tiem 
nhac luc 12-24 

thang

Ljch tiem co' 
ban 6-10-14 
tuan va tiem 
nhac luc 15-

Ljch tiem co’ 
ban luc 2-4-6 
thang va tiem 
nhlc luc 12-24 

thang18 thang
Kho Co Co tiem viem 

gan B luc sinh
Kho Co Co tiem viem 

gan B luc sinhtiem
viem

tiem 
viem 
gan 

B luc 
sinh

ng ng
tiem
viem

tiem
viemgan

B lucgan 
B luc 
sinh

gan 
B luc 
sinh

sinh

N=17 N=10 N=17 N=10N=220c N=220c3b 3b 3b 3b
% % % % % %

Khang bach hau 
(>0,01 IlJ/ml) 
(>0,1 lU/ml)

Khang bach hau 
(>0,01 lU/ml) 
(>0,1 lU/ml)

98,2 97 100,0 98,2 97 100,0
75,3 64,4 57,2 75,3 64,4 57,2

Khang uon van KJiang uon van 
(>0,01 lU/ml) 
(>0,1 lU/ml)

(>0,01 lU/ml) 
(>0,1 lU/ml)

100,0 100 100,0 100,0 100 100,0
89,5 82,8 80,8 89,5 82,8 80,8

Khang PT* 
(> 8 EU/mQ

Khang PTC 
(> 8 EU/ml)42,5 23,7 22,2 42,5 23,7 22,2

Khang FHAe 
(> 8 EU/ml)

Khang FHAC
(> 8 EO/ml)93,8 89,0 85,6 93,8 89,0 85,6

Khang HBs 
(> 10 mlU/ml) 
Khang bai liet typ l 
(>8(1/ pha loang))

Khang HBs 
(> 10 mlU/ml)73,3 96,1 92,3 73,3 96,1 92,3
Khang bai liet typ l 
(>8(1/ pha loang))Khon

gap
dungd

Khon
gap

dungd

Khon
gap

dungd

Khon
gap

dungd
Cl99,5 99,5

&
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To- hiroug dan su- dung da duoc duyet To- huo-ng dan sir dung d! nghj duyet Ghi chu

Khang bai liet lyp 2
(>8(1/ pha loang))

Khang bai liet typ 2
(>8(1/ pha loang))Khon 

8 ap 
dungd

Khon
gap

dungd

Khon
gap

dungd

Khon
gap

dungd

100,0 100,0

Khang bai liet typ 3
(>8(1/ pha loang))

Khang bai liet typ 3 
(> 8 (1/ pha loang))Khon

gap
dungd

Khon
gap

dungd

Khon
gap

dyngd

Khon
gap

dungd

100,0 100,0

Khang PRP 
(>0,15 pg/ml)

Khang PRP
(>0,15 lig/ml)98,8 100 100 98,8 100 100

N = So nguai duac phan tfch (tren dan so tuan thu de cirong) 
a: Cac gia trj thong thircmg duoc chap nhan la dai dien cho kha nang 
bao ve (PI, FHA) ho§c tirong ducmg voi kha nang bao ve (cac thanh 
phan khac)
b: 6, 10, 14 tuan co hay khong co tiem viem gan sieu vi B luc sinh 
(Cong hda Nam Phi)
c: 2, 4, 6 tiling co tiem viem gan B luc sinh (Colombia)
d; Do co Ngay chung ngira qu6c gia su dung OPV tai nude nay, thanh
phan bai liet di khong duoc phan tfch
e: 8 EU/ml luomg duong 4 LLOQ (Gidi han dinh lucmg dudi cua xet 
nghiem mien dich g5n en-zym ELISA)
Gia tn LLOQ d6i vdi khang the khang PT va FHA la 2 EU/ml 
Hieu luc va hieu qua trong vice phdng ngira benh ho oa 
Hieu luc vac-xin cua cac khang nguyen ho ga vo bao (aP) chua 
trong Hexaxim ch6ng benh ho ga the diSn hinh nang nhat theo 
dinh nghTa cua WHO (ho timg ccm keo dai >21 ngay) duoc 
chung minh trong mot nghien cuu nglu nhien, mu doi tren tre 
nho duoc tiem loat co ban 3 Ii6u vdi mot vic-xin DTaP d mot 
nude co benh luu hanh cao (Senegal). Nghien cuu nay nhan thay 
can tiem lieu nhlc lai d tudi tap di.
Klia nang dai han cua cac Idling npuyen ho ga vo bao (aP) chua 
trong Hexaxim giup giam ti le mac mdi va kiem soit benh ho 
ga d tre em da duoc chung minh trong mot chucmg trlnh qude 
gia giim sit benh ho ga trong 10 nam tai Thuy Didn vdi vic-xin

N = So ngudi duoc phan tfch (tren dan so tuan thu de cuong) 
a: Cac gii trj thong thudng duoc chap nhan la dai dien cho kha ning 
bao ve (PT, FHA) ho5c tuong duong vdi kha nang bao ve (cic thanh 
phin khic)
b: 6, 10, 14 tuan co hay khong co tiem viem gan sieu vi B luc sinh 
(Cong hoa Nam Phi)
c: 2, 4, 6 thing co tiem viem gan B luc sinh (Colombia)
d: Do co Ngay chimg ngua quoc gia su dung OPV tai nude nay, thanh
phan bai li$t da khong duoc phan tfch
e: 8 EU/ml tuong duong 4 LLOQ (Gidi han dinh luong dudi cua xet 
nghiem mien djeh gin en-zym ELISA)
Gii trj LLOQ d6i vdi khing thi khing PT va FHA la 2 EU/ml 
Hieu luc va hieu qua trong viec nhong ngua benh ho ga 
Hieu luc vac-xin cua cac khang nguyen ho ga vo bao (aP) chua 
trong Hexaxim ch6ng benh ho ga thk dien hinh nang nhit theo 
dinh nghTa cua WHO (ho tirng con keo dai >21 ngay) duoc 
chung minh trong mot nghien cuu ngau nhien, mu doi tren tre 
nho duoc tiem loat co ban 3 lifiu vdi mot vic-xin DTaP d mot 
nude co benh luu hanh cao (Senegal). Nghien cuu nay nhan thay 
can tiem liiu nhic lai d tuoi tap di.
Kha nang dai han cua cac khang nguyen ho ga vo bao (aP) chua 
trong Hexaxim giup giam ti le mic mdi va ki6m soat benh ho 
ga d tre em da duoc chung minh trong mot chucmg trlnh quoc 
gia giam sat benh ho ga trong 10 nam tai Thuy DiSn vdi v§c-xin
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To- hirong dan sir dung da duoc duyet To- hirong dan sir dung de nghj duyet Ghi chii

ngu gia DTaP-IPV/Hib tiem luc 3, 5, 12 thang. Ket quatheo doi 
dai ban cho thay ti 16 men mac ho ga giam dang ke sau lieu thu- 
hai bat ke vac-xin dugc dung.
Hieu qua trong viec phong ngira benh xam lan do Hib 
Hieu qua vac-xin giup phong ngira benh xam lan do Hib cua 
cac vac-xin phoi hap DTaP va Hib (vac-xin ngu gia va luc gia 
bao gom cac vac-xin co chira khang nguyen Hib trong 
Hexaxim) da dirge chung minh a Due qua mot nghien cuu gidm 
sat hau mai qui mo (hem 5 nam theo doi). Hieu lire cua v£c-xin 
la 96,7% doi vai loat tiem ccr ban day du, va 98,5% doi vai lieu 
nhac lai (bit ke loat tiem ca ban).

ngu gia DTaP-IPV/Hib tiem luc 3, 5, 12 thang. Ket qua theo doi 
dai han cho thay ti 16 mcri mac ho ga giam dang ke sau lieu thu 
hai bat ke vac-xin dugc dung.
Hieu qua trong viec ph6ng ngira benh xam lan do Hib 
Hieu qua vac-xin giup phong ngira benh xam lan do Hib cua 
cac vac-xin phoi hgp DTaP va Hib (vac-xin ngu gia va luc gia 
bao gom cac vac-xin co chua khang nguyen Hib trong 
Hexaxim) da dugc chung minh dr Due qua mot nghien cuu giam 
sat hau mai qui mo (hem 5 nam theo d5i). Hi6u luc cua vac-xin 
la 96,7% doi vai loat tiem ca ban day dii, va 98,5% doi vai lieu 
nhic lai (bat ke loat tiem ca ban).

DAC TINH DlTOC B0NG HOC
Chua co nghien cuu dugc dong hoc nao dugc thuc hien.

DAC TINH DUOC D0NG HQC
Chua co nghien cuu dugc don" hoc nao dugc thuc hien.
QUY CACH DONG GOI

Hop 1 bam tiem nap san 1 lieu (0,5 ml) va 02 kim tiem. 
Hop 10 bam tiem nap sEn 1 lieu (0,5 ml) va20 kim tiem. 
Hop 10 lo, lo 1 lieu (0,5 ml)^

QUY CACH DONG GOI
Hop 1 bam tiem nap san 1 lieu (0,5 ml) va 02 kim tiem. 
Hop 10 bam tiem nap san 1 lieu (0,5 ml) va 20 kim tiem. 

- Hop 10 lo, lo 1 lieu (0,5 ml).
DIEU KIEN BAO QUAN
Dc vac xin xa tarn tay va tarn nhin cua tre cm.
Bao quan trong tu lanh (2°C - 8°C). Khong dugc de dong bang. 
Gitr vac-xin trong hop de tranh anh sang.
Moi san pham thuoc khong dung hoac vat lieu phe thai phai 
dugc tieu huy theo dung qui dinh cua dia phuemg.

DIEU KIEN BAO QUAN
De vac xin xa tam tay va tarn nhin cua tre em.
Bao quan trong tu lanh (2°C - 8°C). Khong dugc de dong bang. 
Giu vac-xin trong hop de tranh anh sang.
Moi san pham thuoc khong dung hoac vat lieu phe thai phai 
dugc tieu huy theo dung qui dinh cua dia phuemg.

ii/TUOI THQ
48 thang ke tu ngay san xuat Ban Thanh Pham cu6i.

De nghi tang han 
dung tu 36 thang 
len 48 thang dua 
tren cac du lieu do 
on djnh.mai.

TUOI THQ
36 thang ke tu ngay san xuat Ban Thanh Pham cuoi.

u
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To- hirong dan sir dung da du’O'c duyet To- huong dan sir dung d4 nghi duyet Ghi chu

Nham dam bao 
nguon cung irng 
ben vung ciia vlc- 
xin DTaP-JPV-HB- 
Hib tren toan cau 
va gop phan quan 
trong trong vide 
thirc hien tot cac 
Chircmg trinh tiem 
chiing mcr rong cho 
tre em tai hem 100 
Qu6c gia.HAN DUNG ~-----------------------------------

Xem ngay hdt ban dung “EXP” tren bao bl Khong dirac dimg 
vac-xin sau ngay het ban sir dung dirge ghi ro tren hop va tren 
nhan sau chu “EXP.”.

HAN DUNG
Xem ngay hdt han dung “EXP” tren bao bi. Kliong dugc dung 
vac-xin sau ngay hk ban sir dung duac ghi ro tren hop va tren 
nhan sau chu “EXP.”.
TIEU CHU AN CHAT LUONG
Tieu chuan ccr scr._______
TEN VA DIA CHTcGSa SAN XUAT 
San xu4t biri SANOFI PASTEUR
Tnt chinh : 14 Espace Henry Vallee, 69007 Lyon - Phap. 
Dia diem son xudt: Parc Industrie! dTncarville, 27100 Val de 
Reuil — Phap

TIEU CHUAN CHAT LUONG
Tidu chuan ccr so. _____
TEN VA DIA ChTcOSoTsaN XUAT
San xuat beri SANOFI PASTEUR
Trusdchinh : 14 Espace Henry Vallee, 69007 Lyon-Phap.
Dia diem san xufit: Parc Industrie) dTncarville, 27100 Val de
Reuil — Phap

SANOFI PASTEUR SANOFI PASTEUR

Trang 21/21


