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SG Y TE KIEN GIANG CONG HOA XA HQI CHU NGHIA VIET NAM

TRUNG TAM KIEM SOAT Péec 1ap - Tu do - Hanh phac
BENH TAT
Sé.:{' 44 /KSBT-PCBTN Kién Giang, ngay 29 thang > ndm 2025

V/v cung chp huéng dan st
dung vic xin DPT-VGB-Hib
trong Chuong trinh TCMR

o’ 56,2016 :'\_ ) Bénll Vién Sén - N}]j.

................ | \ - Trung tm Y t€ huyén, thanh phd.

Can ctr Cong van s& 1058/VSDTTU-TCQG ngay 28/5/2025 cua Vién Vé
sinh dich t& Trung wong vé viéc cung cAp huéng dan st dung véc xin DPT-
VGB-Hib trong Chuong trinh TCMR (dink kém véin bén).

Trung tdm Kiém soét bénh tat dé nghi cac don vi phd bién miu nhin va to
huéng din st dung cia vic xin DPT-VGb-Hib bing tiéng Viét di duge Cuc
Quén 1y Dugc phé duyét de sir dung trong qué trinh trién khai hoat dong tiém
ching véc xin DPT-VGb-Hib tai céc don vi/dia phuong (dinh kem tai liéu).

Trung tam Kiém soat bénh tit thong béo dén cac don vi biét va trién khai
thue hién./.__ 2.
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BOY TI : CONG HOA XA HOI CHU NGHIA VIET NAM

VIEN VE SINH DICH TE TRU \Qw’(wc Poc lap = Tw do - Hanh phuc
‘36 ({ hE VSDTTU-TC )(r Ha Noi, ngayvidlthang 3 wam 2025

V/v cung cip huong dan sir dyng vic xin
DPT-VGB-Hib trong C nuwng,lunh FCMR

Kinh guis - Cac Vien Ve sinh dich te/Pasteur:

- Trung tam Kiém soat bénh tat 63 tinh/thanh phé.

Thue hlcn chi dao cua BO Y té, tir cudi nam 2024, Vién Vé sinh dich ¢ (VSDT)

Trung vong da nhap khau 2.081.700 licu vic xin phdi hop phong bénh bach hau - ho
ga - uon van - viém gan B - viém phéi.-'viém mang nido mu do vi khuan Hib (DPT-
VGB-Hib) dé su dung trong Chuong trinh Tiem chung mo rong (TCMR) cho tre em
trén foan qude. Vie xin DPT-VGB-Hib do Vién Huy &t thanh An D¢ san xuat. duge cap
phr,p luu hanh tai Viét Nam ta nam 2018 voi s& dang ky 890310178100 (s¢ ding ky
eu QLVX-1109-18). Tu dau nam 2025, Vién Vé sinh dich € Trung vong da phan bo

1.008.134 Iu:u vie xin DPT-VGB-Hib cho cac Vién VSDT/Pasteur dé cap phat cho cae
tintvthanh phd thuoc khu vue quan ly.

Can cir cac tai ligu hudng dan va quy dinh hign hanh. Vién V¢ sinh dich te
Trung tong cung cdp toi cac don vi mau nhdn va & hudéng dan su dung cua vac Xin
DPT-VGB-Hib bang tiéng Viét. dd duge Cue Quan ly Duge phé duyet kem theo cong

van. (tai licu guet kem theéo)

Vién Vé sinh dich té Trung wong de nghi cac Vién VSDT/Pasteur, Trung tam
Kiem soat bénh tat cac tinh/thanh pho pho bien cde tai ligu néu trén den cac domn vi truc
thude va cac diém tiém chung d¢ su dung trong qud trinh trién khai hoat dong ticm

chung vic xin DPT-VGB-Hib tai dia phuong.
Tran trong cam o,

Noi nhin: KT. VIEN TRUONG 7
~Nhweén: $O) VIEN TRUONG -~
- Vien truong rdé hae cao) MW P

=L VT. TCQG.
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UMINSTITUTE OF INDIA PVT.LTD.
=\ | CUC QUAN LY DUGC
| PA PHE DUYET
2 f )ﬂ/w Thubc ban theo don

Tén vAcxin: Diphtheria, Tetanus, Pertussis, Hepatitis Bl An daued ../ i
and Haemophilus influenza type b Conjugate Vacci sl R LK.

Adsorbed ¥
Hoat chét: : : e
Gial doc tH Bach hau $25Lf(2301V) y/’
Giai dgc 16 Udn van >2,5Lf(2401U)
Ve xin ho ga £160U (24 1U)
HBsAg (rDNA) ; 210 mey;
Polysaccharide vo vi khuén Hib tinh khiét cong hop véi
giai dée td Ubn van (Protein tai) 10 meg.
B - Quy céch: Lo 1 lidu x 0.5 mi/liéu; 50 lo/hop.
. Bwémng dung: Tiém bap
a7 | Bao quan: 2-8°C, khong dwgc lam dbng bang,
Sé dang ky:

- $616 SX, NSX, HD: Xem trén vé hdp.
TCCL: TCCS

- Nha san xuét:

Serum Institute of India Pyi. Lid.

| 21212, Hadapsar, Pune 411 028, India |

Nhap khau-phan phéi:
Céng ty TNHH MTV Vdexin va Sinh phdm sé 1

“Dé xa tAm tay tré em - Doc ki Hwéng dansie |

dyng trrére khi ding. Céc théng tin khéc dé nghl |

xem trong Huréng dén sir dyng” i
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k3 SERUM INSTITUTE OF INDIA PVT. LTD.
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| w 0.5 ml - 1 dose

= Diphtheria, Tetanus,
Pertussis, Hepatitis B and

Haemophilus influenzae type b

Conjugate Vaccine Adsorbed

Manufactured by: ~ MFG. LIC, NO.: 10
a SERUM INSTITUTE OF INDIA PVT, LTD.
212/2, Hadapsar, Pune 411 028, INDIA

20012253/0 (01)08%901213053413

[

Dose : 0.5 ml I/
Each dose of 0.5 i contains

Diphtheria Toxoid s25Lf(2301U)
Tetanus Toxoid 225LfF (2401U)

B. pertussis {whola cell) <16 QU (z4.01U)
HBsAg (rDNA) 2 10 mecg

Purified capsular Hib Polysaccharide {PRP) conjugated
to Tetanus Toxoid (carrier protein} 10 meg

Adsorbed on Aluminium Phosphate, Al+++ < 1.25 mg
Preservative: Thiomersal 0,005 %

Store at 2 - 8°C DO NOT FREEZE SHAKE WELL
Meets W.H.O. Requirements

B. No.:
MFG.:

?PRaason for issue: New (30 mm Ht., Pvt )

| Customer WHO/UNICEF/PAHO

Specification: Happa Nylon Block
To be printed on chromo art paper 80 gsm with release paper of
62 gsm supplied in roll form.

EXP.:

| Product nun-nifm.,mu v = LAt
L i iz , A R R b st s e o
! m-nmﬁ-v.mﬁ- Adeorned Engun | Colour: Pantone 2665 C and Black 1|
| Itemn Code number: 20012253/0 Specification No.: Artwork made to: 100%
| Supercades ftem Code: | Dimensions: 48 x 15 mm s
.& QUALITY
PACKAGING REGULATORY MEDICAL ! QUALITY
Lo PeeheNl | DN | awes | oemmnen | ASSURANCE |
Filo Name. EAP, Stworks a8 on D021 2Awonks S P Lid 23101 SIGTIN NGDTPHEBOTEHOND small ibeloar T Rev on: 094218
035 5205/7/F4
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TUTE OF INDIA PVT. LTD.

Diphtherla, Tetanus, Perlussis, Hepatifls B and
Haemophilus influenzae type b Conjugate Vaccine Adsorbed
| Vacuna Conjugada Adsorbida Antlidiftérica, Antitetanica,
Contra la Tos Ferina, Hepatitls B y la Haemophllus influenzae tipo b
Vacein Conjugud Adsorbé Contre la Diphtérle, le Tétanos,
ia Coqueluche, I' Hapatite B et 'Haemophlius Influenzae type b
= 50 % 1 Dose / Dosis |
Vials / Frascos / Flacons 0.5 ml/ Dosa / Dosls UM
Stare / Conservar / Conserve at / a 2-8°C
Do not frezze / No se congela / Ne pas congsler
Maets W.H,0. requirements
Cumple con fos raquisitos de la O.M.5.
Conforma aux exigences de 'OM.S.

@ Manufactured by / Fabricada por / Fabriqué par :

SERUM INSTITUTE OF INDIA PVT. LTD.
212/2, Hadapsar, Pune 411 028, INDIA
MFG. LIC. NO, : 10/ NUM DE NATRICULA DE FABR : 10 /NOM DE FABR : 10
B. NO/LOTE/LOT: \
MFG./FABR.: b
EXP.: 1

200100782

R“;"“ f°" isgue: Addltlon i ‘PW i" kol 1 Specification: Self Adhesive Label !
FoEmE | Tobe printed on chromo art paper 80 gsm with release paper of |
Customer: WHOJUNICEFIPAHO s L D o sosiiec T . ,:
Pmuct Munanul Wmﬂ;‘wbmww Vaccine Adeorbed 1 Cdnur Pantone 2665 C and BI?S_{___ S
[ om Code number: 20010076/2 | Specification No.: | Artwork made to: 100% 1
Supefcades ilem Code 20010076/1 i | Dimanalons 100 x90mm |
1 !
E | |
i ; 1
E QUALITY REGULATORY MEDICAL i QUALITY
DEVELOPMENT | CONTROL AFFAIRS ~ DEPARTMENT ASSURANCE !
File Name: E\Packaging artworks 88 on DI0212\Artworks Sl | PviLd 231015\DTPHhH|b\DTPHB HIB Stickers 201115 odr Rev. on: 28.11.15
035 5205/71F4
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"HTHERIA, TETANUS, PERTUSSIS, HEPATITIS B AND HAEMOPHILUS
INFLUENZAE TYPE B CONJUGATE VACCINE ADSORBED

g
"o

BE XA TAMFAY TRE EM
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG

\f&v: xin Diphtheria. Tetanus. Pertussis. Hepatitis B and Haemophilus influenza type b Conjugate
:_:":{fam:ine Adsorbed do Serum Institute of India Pvt. Ltd. cung ¢dp 13 mot hdn dich dong nhit cé
chira giai ddc 1 bach hiu va udn van tinh khiét. vi khudn ho g bit hoat. khiang nguyén bé mit
viém gan B khéng gy nhidm cd dO tinh khiét cao (HBsAg) va thanh phin Hib gdm vo
polysaccharide khdng gy nhiém ¢d do tinh khidt cao eta vi khudn Haemophilus Influenza type b
(Hib) duoe odng hop hda hoe véi médt protein (giai doc 10 udn van). Khang nguyén bé mit cua virat
viém gan B (HBV) thu duge bing cich nudi cdy t& bao ndm men Hansenula polymorpha ¢6 chira
gen i 10 hop cia khdng nguyvén bé mdt virt viém gan B. Khdng nguvén bé mit viém gan B
{HBsAg) ciia & bdo ndm men Hansemda polvmarpha c6 ADN tii 16 hop dugce tinh khiét biang
~ phuong phap héa hoc. Chat bao quén I1a Thiomersal,
Polysaccharide cia Hib dugc san xudt tir vo polysaccharide cua chang . influenza type b va sau
khi bt heat duoc cong hop vaéi giai doe 16 ubn van.
THANH PHAN
Mot li€u 0.5ml co chira:

- Thanh phan hoat chat:

+ GIAEAGC IO BACHDAN. ... oo vei e vairnens iovinansmases casnsenessssins <25 LI 30 1)
+ Giai doc 16 Udn van.......occooeee...... el R N >2,5LE( 40 1U)
PR Y TR O T Y el R e <16 OU (= 4 IU)
IR N i s e e v R i > 10 meg
+ Polysaccharide vo vi khudn Hib tinh khiét (PRP) cong hop véi
gidi doc 16 Udn van —Proteinmang)............c...ooi i, 10 meg

-Thanh phan té dugc:
+ Hép phu voi Aluminum Phosphate, AU ... <1,25mg
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: Thiomsfsal ... Riiterscesiasionion i 0,005 %
i thapnhéx (P=0,95) cia cong hi¢u dy tinh khong it hon 2,0 IU.
Ll&ﬁlls.. Pertussis, Hepatitis B and Haemophilus influenza type b Conjugaie

h’%ﬁ- THARH VIR

Vi QIK&I"«?AM-

Vaccine dso 'ed kbong phong ngira duge bénh viém gan do cac tac nhan khac vai HBV giy ra
(nhu virGt viém ga:u A. C va E), nhung dugc coi ia hi¢u qua trong viéc phong ngira bénh viém
gan do tac nhzin‘:'delta Vic xin HIB khong phong ngira duge bénh gay ra do cac type H.influenzae
khac cung> nhu viém mang ndo do cac tdc nhan khac gdy ra.

DANG BAO CHE: Hon dich tiém. Hon dich sau khi lic c6 mau tring duc.

CHI DINH

. ir‘ufhét. xin Diphtheria, Tetanus, Pertussis. Hepatitis B and Haemophilus influenza type b

Conjugate Vaccine Adsorbed dugc chi dinh dé tao mién dich chit dong cho tré em tir 6 tudn
tudi tror 1én dé phong bénh bach héu, ubn vén, ho ga, viém gan B va Haemophilus Influenzae
type b.

e (J nhirng nude ma bénh ho ga gay nguy hiém dac bigt cho tré nho, vic xin phdi hop can duge
tigm cang som cang 6t vai licu dau tién bat diu ngay khi tré duoc 6 tudn tudi, va hai miii tiép
theo duoc tiém cach nhau t6i thicu la 4 tuan.

e Vic xin Diphtheria, Tetanus, Pertussis, Hepatitis B and Haemophilus influenza type b
Conjugate Vaccine Adsorbed an toan va hiéu qua khi duge tiém dong theri voi viie xin BCG,
i, bai liét (tiém va udng), sbt vang va ubng bd sung vitamin A. Néu Vic xin Diphtheria,
Tetanus. Pertussis, Hepatitis B and Haemophilus influenza type b Conjugate Vaccine
Adsorbed dugc chi dinh ddng thei voi chc viic xin khac, vic xin nén duge tiém & cdc vi tri
khéc nhau. Khong duge trdn 18n véc xin nay voi cac vée xin khac trong cting mdt lo hodc cung
mot bom tiém, trir truong hop cac viic xin dugc cap phép dé str dung phdi hop vai nhau.

CACH DUNG VA LIEU DUNG '

Liéu dung:

« Dé tao mién dich cht ddng cho fré nho va tré tudi tién hoc dudng, khuyén cao nén tiém bap 3
miii vic xin voi liéu Jugng 0, 5mi/lidu, lich tiém 1a 6 tudn tudi-10 tudn tudi va 14 tudn tudi.
khoang cach toi thidu gitta cac mii tiém 1a 4 tudn. O nhitng nai khéng thue hién tiém viic Xin
viém gan B s0 sinh. viic xin phon hop 5 trong 1 phai duge tiém sam ngay & khi tré duge 6 tuan
tu6i. Néu 1a vang co luu hanh virut viém gan B, van nén thye hién tiém viic xin viém gan B so
sinh.

e [.idu nhic lai viic xin bach hau, ubn van, ho ga toan té bao (DTwP) va viic xin Hib tuyp b ¢dng

&
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Khong dugc tiém;ﬁﬁ&i da hodc tiém tinh mach.

Trudce khi sir dr,_mg, léc déu dung dich véc xin tao thanh dang hdn dich dong nhat.
- Vic xin phgj;f&lrgc sir dung theo duong tiém bap.
Nén lt_:z_x:_gfﬁqn vi tri tiém tai mat trude bén viing dui trén hodic ving co Delta cénh tay dbi voi
tré Ic’t:i;i:;/é ngudi 16n. Khong khuyén cdo (iém vao ving co méng ctia tré em vi ¢6 thé gdy ton
ihu‘é‘ng day than kinh toa. Khong nén tiém nong ngay dudi da vi ¢6 thé lam ting cac phan g tai
_:,,cho tiém.
~ Liéu tiém cho tré em 13 0.5ml/lidu. Phai sir dung bom tiém va kim tiém vo trung. Vic xin phai chi
dinh theo dudng tiém bap
Néu tiém Vic xin Diphtheria, Tetanus, Pertussis, Hepatitis B and Haemophilus influenza type
b Conjugate Vaccine Adsorbed ddng thai v6i cac miii tiém khéc thi phai tiém & nhimg vi tri
khac nhau. MGi miii tiém phai str dung kim va bom tiém vé tring riéng.
Ngay sau khi mé, lo vic xin da liéu phai duoc bao quan & 2-8°C. Néu khéng sir dung hét trong
budi tiém ching, lo da liéu Vic xin Diphtheria, Tetanus, Pertussis, Hepatitis B and

Haemophilus influenza type b Conjugate Vaccine Adsorbed cé thé duge sir dung cho céc budi -

tiém chung tiép theo véi thoi gian t6i da 1a 28 ngay, néu déap img duoe ddy di cic didu kién
dudi day theo nhur hudng dan ctia T6 chire Y té thé giéi (WHO): X 1y lo véc xin da lidu sau khi
mo, WHO/IVB/14.07.

v Hién la vic xin cé chmg nhan tién tham dinh (PQ) cia WHO:

v’ Vic xin di dirgc WHO cho phép str dung (6i 28 ngay sau khi ma lo;

v Vic xin trong han sit dung; -

v Vic xin da va sé tiép tuc duoe bao quan ¢ khoang nhiét do theo ding khuyén cao
ctia WHO hofic ciia nha san xudt; thém vao d6 néu lg vic xin c6 chi thi theo dai nhiét
dg dugc dinh trén nhin timg lo, chi thi nay khong bi virot qua diém loai bo va vic xin
khong bi hong do dong bang.

e Trudc khi sir dung, lo viic xin nén dugc kiém tra bing mat thudmg xem c6 di vat vivhoac thay déi vé

mat vét Iy khong. Loai bo ngay lo véc xin néu thiy xudt hién bat ky véu té bét thuomg nao.

¥
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thﬁy ﬁhﬁﬁ%&rrg;sét thudong xay ra & nhimg ngu&n da timg c6 phan (g tuong tr & cac mii tiém
trude. |

e Loai hinh‘ivé ty 1é cac phan img khong mong mudn nghiém trong khéng co su khéc biét ¢o ¥

nghla Khi so sanh v&i khi tiém céc vic xin DTP, viém gan B va Hib riéng ré.

Tmng nghién ciru 1am sang pha 111, cac phan (ng khong mong muén sau da dugc bae cdo. Cac

phan (g nay dugc xép loai theo tAn suit xudt hién/lidu tiém vdi cac tiéu chi nhu sau:
" RAt phd bién: (=1/10)
Phé bién: (=1/100 to <1/10)
Khong phé bién: (=1/1.000 to <1/100)
it thdy: (=1/10.000 to <1/1.000)
R4t hiém: (<1/10.000)

Chua dugc biét: Khong thé di dodn duoc tir cac dif ligu hién co.

Phén (g lién quan dén dinh dudng:

Phd bién: Chan an.

R&i loan vé hé than kinh:
R4t phé bién: Kich thich.
Phé bién: Quiy khéc bt thudng,

R&i loan vé hé tiéu hoa:

Phé bién: Non, tiéu chay.

R&i loan khac va phan Gng tai chd tiém;

Rét phé bién: Pau vung tiém, stng do, cimg vung tiém va sOt.

e Doi voi thanh phtin viic xin DTP, thuong hay gip cdc phan {ng tai chd hodc cac phan tmg
(oan than nhe. Phan lon céc trurdng hopxay ra la sung, né, do tai chd tiém thoang qua kém theo
<&t. Doi khi xuét hién cdc phan (mg khong mong mudn nghiém trong nhu sot cao, kich thich,
quﬁy khoc trong vong 24 giv sau khi tiém. Hoi chimg giam truong luc-giam dap (ng

(Hypomnic-hyporesponsive episodes) d duge ghi nhin va bdo céo. S6t cao co gidt duge ghi nhén

P
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_ ' 1, Sﬁ%ung ucummimplmﬁ sy kil tém tir 4-8 gidr ¢6 the lam gigm t 1§
BNk ﬂ’{l vd bénh mito & e em tgl Yuong qur’k' Anh cha thily ¢6 (ang it nhidu
- m%g &énf\ gﬂn ey (eo gidt tén phao fistt Khi tiem vile xin 1P, Tuy nhién, theo cée
bitor uﬁcWMH i dugre thye hidn bod nidm nghién ciru elin Vién Y khoa Hoa Ky, iy
ban C4 vin \@Yhu‘c hanh tiém ching va che higp ol nhi khos coa Ue, Canada, Yuong qube
Anh va Hm k» di két todn cde dir 1idu khdng chimg minh duge mdi lién quan gitra vige tiém
vik W\ﬁil‘ v roi logn chite naing thin kinh man tinh & tré em, Do vily, chua 6 bhit el mot
hﬁ“&‘.a“mi% khos hipe ndo cho thity nhirng phin (g khong mong mudn niy gay ra hju qua lau
d_d_g;i‘i(i:\u doi vai teé em.
,-,'i‘flhdnh phin vie xin Viem gan B duge dung ngp d& dang. Trong cde nghién ciu ¢O nhom
* chimg placeho, ngogi trir cae dau tgi chd tiém, cde phin tmg khong mong m udn khae duge bao
cdio nhu 8t nhe thoing qua v dau co ¢o ty 18 gip phii khdng nhidu hon so véi nhém placebo.

Cic bao cdo ghi nhin cde phin img phan v¢ trdm (rong et hiém xay ra. Céc 8o ligu di ¢6 cling

khong chi ra duge méi lién h§ gilta vige st dung viic xin Viem gan B va hoi chimg Guillain Barré, -
hode cde roi logn mét myelin nhu chimg da xo ciimg cling nhu khéng cé bit ky dit liéu dich té nao ,

cho thdy c6 mai lién h¢ gitra vige tiém ching vidm gon B va héi chimg mét moi man tinh, viém
khap, 15 logn tyr mién, hen, hi chimg ddt (0 & iré so sinh hodc bgnh dai thao dudng,

e Thanh phdn vic xin Hib ciing duge dung ngap rit d& ding. Céac phan (mg 1ai chd tiém nhu dau 24
vi sung né ¢o thé xdy ra trong vong 24 io sau khi tiém. Nhitng phén (g nay ndi chung 3
thudng nhe va thoang qua. Trong héu hét cdc trudmg hop ghi nhiin duge, cac phan img khong
mong mudn nay sé hét trong vong tir 2-3 ngdy ma khong ¢éin 6 bét ¢ir su can thiép vé y té
nao. Cic phdn (g toan thin nhe nhu sdt hiém khi xay ra sau khi tiém vicxin Hib. Cac phan
{mg nghiém trong hon rit hiém giip. Chua ghi nhin dugc bt cir bio cdo nao cho thiy méi lién
quan gifta vi¢e tiém viic xin v6i cic phan (mg khéng mong mudn nghiém trong xdy ra.

TUONG TAC, TUONG KY CUA THUOC

Cng gidng vai cde san pham tiém bip khic, cdin théin trong khi st dung cho bénh nhan dang diéu
(rj biing thudc chéng dong méu. Pap tmg midn djch voi viic xin ¢6 thé suy giam ¢ cde bénh nhan
diéu trj bing cic liéu phap gay e ché mién dich nhu xa trj, thuée chéng chuyén hoa, tac nhan
alky! hoa, thude gy doc (& bao va corticosteroid (sir dung vai lidu lugng cao). Diéu tri bing
corticosteroid trong thi gian ngdn (< 2 tudn) hotic tiém corticosteroid véo trong khap, bao hoat
dich, viing gan co khong duge xem la (e ché mién dich.

Do khong co cic nghién ciru vé tinh twong ky cta viic xin, khing tron 1dn vie xin ndy véi cic vic

xin/thude khdc.

Y
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!,ﬁ.rbng h(;tp qua mén vai bét ctr thanh phén ndo cia vic xin. Chéong chi

G THO  viic xin nay holic vic xin tuong tur khi dd xay ra phan {ng qua mén tirc

¢ Chéng chi dml} V(Jl bal ky truomg hop nao ¢ cic vén dé lién quan dén than kinh

o Chong chi dmh véi cic miii tiém tiép theo néu bj viém nao sau miii tiém truoe do.

e Phai hoﬁn tiém néu dang mic mot bénh cAp tinh.

o Phai ho"in tiém cho tré so sinh va tré nho néu dang bi &m nang hogc sot. Tuy nhién, 6m nhe do
ui(. |1{,UVU1 nhdn nhu viém duémg ho hap trén nhung khéng sot hay s6t khéng cao thi khong
chnng: chi dinh cho cdc mili tiém tiép theo.

ol (3 chc tré co dau higu bat thuong vé o trong thoi ky so sinh hogc cac bat thuong nghiém
trong khdc vé thin kinh, chong chi dinh d6i véi thanh phan ho ga trong véc xin. Trong truong
hop nay, khong duge tiém viic xin phdi hgp nhung c6 thé tiém véc xin DT thay cho vac xin
DTP. tiém vic xin viém gan B va vic xin Hib don gia.

CANH BAO

e Do thoi gian u bénh cta viéem gan B kéo dai (thuong la 6 thang hoic hon) nén mot sd trudmg
hop co thé dd bi phoi nhiém véi vi rat viém gan B trude khi tiém vic xin, do vy tiém phong
viic xin s& khong higu qua.

o Chi dinh tiém véc xin liu tiép theo 6 chia thanh phén ho ga can duge can nhic va xem xét
cAn than néu c6 bét ky phan tmg phy ndo xdy ra duéi day duge xem 1a ¢6 lién quan dén viic xin
DTP. Cé thé ¢ mot sb hoan canh nhur khi nguy co méc bénh ho ga cao, lac d6 loi ich cua tiém
chung lén hon so véi rai ro 6 thé xay ra, dic biét khi cac phan ing phy nay khong gy ra di
ching lau dai. '

v Sbt cao 40.5°C (105°F) hodc héfri’trong vong 48 gi¢ sau khi tiém ma khong tim dugce
nguyén nhén nao khac. :

v Num hodc tinh trang s6c (biéu hién giam truong luc-giam dép ung) trong vong 48 gidy sau
khi tiém.

v Qudy khoc ngin ngdt, dai diing kéo dai trong 3 gi¢ hodc hon trong vong 48 git sau khi
tiém.

v Co giat ¢6 hodic khdng kem theo sbt trong vong 3 ngay sau khi tiém.

e (J nhimg nguoi di ting bj phan (mg qua man kiéu Arthus hodc sot 39.4°C (> 103°F) sau lidu

tiém giai d6¢ t6 uon vén trude d6 thudmg di 6 mot lugng lén khang dée td ubn van trong

%H
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W“@ @ in DTP cho tré bi chimg réi logn déng mdu, bao gdm ca bénh giam tiéu

’w tiém bap ngoai trir lgi ich ctia viée tiém véc xin lén hon so vdi nguy co
cb thé xéy ra. . -

o Céc nghlén CUU gén déy cho thdy & tré nho va ré em sinh ra tir gia dinh ma nhimg thanh vién
co e *hg huyét thdng gan nhét (cha me, anh chi em ruft...) co tién sir co gidt, sau khi tiém
vic. xm DTP, s& c6 nguy co xudt hién cic phan img than kinh cao ghp 3/2 lén so voi tré mic
Céﬂ benh Iy than kinh kéo dai khac. G tré nho va tré em ¢ thé hodc c6 kha nidng mic céc chimg vé

_;-;::'-r{n loan than kinh s& c6 nguy co cao xuét hién cdc biéu hién bénh thin kinh tiém 4n trong vong hai

. hodc ba ngay sau khi chung ngira.

. ohi dinh tiém véc xin DTP & nhitng tré da hodic nghi ngd cé cdc réi loan than kinh tiém 4n can
duoe quyét dinh dura trén tirg teudng hop cu thé.

THAN TRONG

e Trudc khi tiém bat k¥ loai véc xin ndo, tht ca cac diém thén trong cdn dugc dua ra xem xét dé
phong ngira céc phin tmg khéng mong mudn xay ra. Diéu nay bao gdm viéc xem x¢t tién sir cha me
vé mirc db nhay cam va cac phan g khong mong mudn bét ky nio di xdy ra trude ddy doi vai vac
xin hodic cdc san pham tuong tw nhur véc xin. Dong thdi, cin xem xét dén tién sir tiém ching truée
ddy cua tré, tinh trang sirc khoé hién tai va hiéu biét gin day nhit trén y van lién quan dén viéc sir
dung vac xin.

e Bénh nhan bi (ic ché mi&n dich c6 thé khéng dép tmg dbi v6i tiém phong vic xin.

e Trude khi chi dinh tiém vic xin Diphtheria, Tetanus, Pertussis, Hepatitis B and Haemophilus
influenza type b Conjugate Vaccine Adsorbed, nhan vién y té nén thong béo cho nguoi giam ho cia
tré vé nhitng lgi ich va nguy co ciia viéc ching ngira ciing nhu hoi vé tinh trang sire khoé gin day
cia tré. Cha me ctia da tré sinh ra trong nhifng gia dinh c6 tién sir co giat can dugc thong bao vé
nguy co méc co gidt c¢6 thé tang Ién doi voi con ciia ho sau khi tiém vic xin DTwP va can duoc
huréng dén vé cdc bién phap cham séc y té thich hop trong trirong hop co gidt ¢6 thé xay ra. Cén
phai dic biét luu y khong duge tiém véc xin vao mach mau,

¢ WHO khuyén céo khéng tron I4n céc loai véc xin vao nhau trong mot bom tiém trudce khi tiém.
DUNG DICH TIEM ADRENALINE (1:1000) LUON CO SAN TUC THi TRONG TRUONG
HQP SOC PHAN VE XAY RA DOI VOI BAT KY THANH PHAN NAO CUA VAC XIN.

Pé xir 1y trirmg hop sbe phan vé, cin tiém bip hofic tiém dudi da moL mii adrenaline déu tién voi

(@/.‘
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X

‘nﬁi, tré am libu adrenalmc khuyén cdo & 0,0Img/kg (0,01mbkg dung dich tiém

ca céc loai Vécmn khéc ngudi duge tiém phai duge theo di it nhat 30 phit sau khi tiém dé phat
hién cac phan img di (mg xay ra som hoéic tirc thi sau khi tiém. Ciing cdn ludn cé sén FEfcolin
hydmchlqndc vi thude khang histamine dé bd sung cung cac bign phap diéu tri ho tro nhu tha oxy.

$570]1 TUO‘NG BI SUY GIAM MIEN DICH

Nhﬁrug, dbi twong nhiém vi rit gdy hoi chimg suy giam mién dich & nguoi (HIV) dd hode chua ¢6 biéu
hign trigu chimg cling nén duge tiem véc xin phéi hop theo dung lich tiem quy dinh.

PHU NU CO THAI VA CHO CON BU

: .!\hong khuyén cdo sir dung viic xin nay cho phy nif co thai va cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chwa c6 bang chimg vé anh hudmg cua véc xin 1én kha ning lai xe va van hanh mdy moc.

QUA LIEU VA CACH XU TRI

Khong c6 dit liéu vé st dung vic xin qué liéu, khong ding qua litu chi dinh cua vic xin.

Khi ding vic xin qué lidu, tich cyrc theo ddi dé c6 bign phap xir tri kip thoi.

~ PAC TINH DUGC LUC HOC '

Ma ATC: JO7CAll

Két qua nghién ciru ldm sang danh gia hlcu qua cua vic xin theo lich tiém co ban gbm 3 mili & cac

nhém tudi muc tidu duge 16m tat nhu sau:

T¥ 1§ huyét thanh bio vé sau khi tiém vic xin

Péi voi Bach hiu, Ubn van, Viém gan B va Hib typ b, ty 1¢ c6 huyét thanh bao v¢ la 100%. DPoi voi

Ho ga, 1y 1é dap (ing vic xin 12 95,3%

Hi¢u gia khang thé trung binh nhin sau khi tiém viic xin

Hiéu gid khdng thé trung binh nhan sau khi tiém véc xin doi v6i khang thé 1gG khang bach hau, khang
ubn vén, khang ho ga, khang viém gan B va khang PRP lan fugt la 1.27 [Ufml, 3,15 1U/ml, 46,11
U/ml, 433,0 mlU/ml va 6,72 ug/ml.

PAC TINH DUGC DONG HQC: Khong 4p dung.

BAO QUAN:

Ve xin can dugc bdo quan va vin c.huyen & nhiét do tir 2- RC. KHONG BUQC LAM PONG BANG.

HAN DUNG
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CHI THI NHEEFTREN LQ VAC XIN

- Hinh vubng bén trong c6 mau sing hon vong tron bao ngoai
Q VS Néu chua qué han sir dung, viicxin dugce phép sir dung.
0; ‘/ - Sau mdt thoi gian, hinh vuéng bén trong co mau sdng hon vong trdn bao
ngoai
_ Néu chua qud han sir dung, vicxin duge phép sir dung.
. X Thoi diém cén loai b6, khéng dugc phép s dung vdcxin
- Hinh vudng bén trong c6 mau gibng v6i vong tron bao phia bén ngoai.
@ x KHONG PUQC SU DUNG viicxin ndy nira.
-Hinh vudng bén trong c6 mau tdi hon vong tron bao phia bén ngoai.

KHONG DUQC SU DUNG viicxin nay nira,

Chi thj theo ddi (VVMs) & trén nép lo vécxin/trén nhin lo Vic xin Diphtheria, Tetanus,
Pertussis, Hepatitis B and Haemophilus influenza type b Conjugate Vaccine Adsorbed dugce
cung cép boi Serum Institute of India Pvt.Ltd. Chi thj mau nhiét do trén niip gitip theo ddi mirc

tiép xic cua mdi lo vic xin véi nhiét do theo thoi gian. N6 gilip canh bdo cho ngudi sir dung sa

ciing khi ma nhiét d§ lam anh huéng dén chat luong vécxin khéng ném trong mirc d§ cho phép. T
Viéc giai thich cho chi thj nhigt trén lo véc xin thi don gian va d& hiéu. Didu ndy dugc quan sé}
mau sic cia hinh vudng trong tim vong trdn. Mau séc s& thay dbi dan theo mirc dnh hudng cia
nhiét do. Vicxin duge phép st dung khi mau ctia hinh vudng bén trong sing mau hon mau cua
vong tron bao quanh bén ngodi. Néu mau cia hinh vuéng bén trong cé mau gidng véi mau cia
vong tron bao bén ngodi hodic 6 mau t6i hon mau ciia vong tron bao phia bén ngoai thi viicxin

khéng dugc phép sir dung va phai loai bo.

Chiy:  Lic k¥ lg vic xin trude khi ding
NEU CAN THEM THONG TIN XIN HOI Y KIEN B

NHA SAN XUAT: SERUM INSTITUTE OF INDIA PVT. LTD.
212/2, HADAPSAR, PUNE-411028. INDIA

TUQ CUC TRUGN .
P.TI}LﬁNG PH(’JNé@/
,/Kg«gén Chi Chu %ﬁa}
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