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Rx

A 0,5ml /dng
VAC XIN

UON VAN HAP PHU (TT)

Phong bénh Uén van

Dang bao ché: dung dich tiém., liéu tiém 0,5 ml S616 SX

0,5 ml chira:

Giai d6c td ubn vén tinh ché . it nhét 40 dvqt (Lot number)
: cao nhit 3 mg NSX (Mfd)

-..3,50 - 5,00 mg
....cao nhit 0,05 mg HD (Exp)

Natn ‘clorid: RO —
Merthiolate (chat bao quan): by .
Tiéu chuin ap dung: TCCS. SDK (Reg. No.) :

Nha san xuat VIEN VAC XIN VA SINH PHAM Y TE (
![I'J!lu 9, Pasteur - Nha Trang - Khianh Hoa - Viét Nam ]
8938

l

1
f*/—‘ Hop 20 6ng, mdi éng chira 0.5 mV/ 1 liéu ‘x—\
!

Cic (héng tin khac xiq doc t& huémg dan sir dung kém theo _ Chéng chi dinh

Khéng dé dong da - Lic tan déu tnréc khi ding - Thin trong va canh bdo
Bao quan: +2°C den +8°C

Dé xa tam véi tré em

t huéng din

Tiém bép sau - Poc ky huéng ddn sir dung truée khi ding  _ Cgch dimg - liéu lugng ) (Xin doc trong
sif dung)
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/ / VIENE ™\
,/ VAC XfN

ADSORBED
TETANUS TOXOID (TT) (of VA

\°\ SINH P}{AM

Immunization in Prevention of Tetanus \ \ v TH
A\ \‘\ 4

Ph ical dosage form: Injectable solution, one injection: 0.5ml \\\\ B i
0.5 ml contains: \\\ A
Purified Tetanus toxoid. 40 TU muni \~-;,;\_.
AIPO, 3 mg maxi .
Natri chloride. 3.50 - 5.00 mg
Merthiolate (preservative). 0.05 mg i

Specification: Maf.
Manufacturer: INSTITUTE OF VACCINES AND MEDICAL BIOLOGICALS
9, Pasteur - Nha Trang - Khanh Hoa - Viet Nam

Box of 20 ampoules of 0.5 ml/ mono dose
Deep intramuscular route - See description carefully before use
Other information, please see enclose leaflet

- Dosage - administration
- Precaution and warnings,

enclose

- Contra - indication } (Please
leaflet)

BB3-TT1-02

f Do not freeze - Shake well before use
{ Storeat:  +2°C to +8°C
N, Keep out of reach of children . —
EN TRUONG
=
/7 VIE N
/ VA( x IN

°\ SINH PMAM/*’

\ YT l*
l’H() VIEN 'rRU(N(;

A 7/ /en %/u/ J(m /%a’dmlx

)

M



150 90012008 VIEN VAC XIN VA SINH PHAM Y TE

THONG TIN IN TREN NHAN PE DAN LEN

@ VIEN VAC XIN VA

e mwnes SINH PHAM Y TE

VAC XIN UON VAN
HAP PHY (TT)
0,5ml
Tiém bép sau

SBK:
BB1-TT1-01

PVT phu trach chat lwong

Y ,
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=== HUONG DAN SU DUNG

/ viex  \VAC XIN UON VAN HAP PHU (TT) QA
VAC XIN IVAC

VA

SINH PHAM
Y TE

chat hip phu Aluminium phosphaste.
THANH PHAN: Trong 0,5ml vac xin gém:

Giai doc td udn van tinh ché: ..............cooiiiiiiiiiiiieei, it nhat 40 dvqt
ATPO ... cao nhét 3mg
Nafriclorid. ....oo0ouiviine e s 8 e e 4 56 R R SRR AR SRR B 56 3,50 — 5,00 mg
Merthiolate (chat bao RPN}« w555 0 v s s s i 5 8 W s i cao nhét 0,05 mg

DUQC LY VA CO CHE TAC DUNG:
Giai dc t6 udn van ciing c6 loai khong hap phu, nhung loai hip phu théng dung hon. Giai
doc t6 ubn van duoc didu ché bang cach ding formaldehyd xir 1y doc té ciia vi khuan
Clostridium tetani. Moi trudng dé san xuit doc t6 khong duogc c6 cc chét c6 ngudn gdc tir
ngua hoic ngudi hoic bat clir mot thanh phﬁn nao c6 thé giy cac phan tng di img cho ngudi.
Vic xin uén vén kich thich san sinh khéng ddc t6 c6 tinh chat bao v¢.Kha ning ddp tng mién
dich thr phat nhanh tiép tuc san xuét khang doc t6 it nhét trong 10 nim sau khi hoan thanh
c4c 1an tiém chung co ban.Tuy nhién, ngudi ta khuyén cit 10 nim nén tiém nhic lai 1 1an dé
duy tri ham lwong khéng ddc t trong co thé. Khi mét c4 nhan da tirng duoc tiém phong vic
xin u6n van ding theo lich tiém chiing ma bi thuong thi cn tién hanh tiém nhac lai néu nhu
lan tiém gan nhit cich d6 da qua 5 nam.
CHI PINH : Diing dé gdy mién dich chu déng phong bénh uén van
CHONG CHI PINH:

- Tam ho@n trong nhitng trudng hop bénh cép tinh.

- Khéng tiém cho nhitng bénh nhén c6 biéu hién di g voi lan tiém trudc.

- Tranh ding cho nhitng ngudi da timg xay ra cdc dau hiéu hay triéu ching than

kinh sau 14n tiém dau tién.

CACH DUNG VA LIEU LUQNG:

- Tiém bip su, liéu tiém 0,5 ml.

- Gay mién dich co ban hai lidu c4ch nhau it nhit 30 ngay, sau liéu thi hai 6-12

thang tiém nhic lai mot lidu.

- Déi v6i phu nir Itra tudi sinh dé (15 - 44 tudi hoic 15 - 35 tudi theo WHO) \\}w%]/




Vi thai phu chua tiém 14n nao thi tiém 2 lidu cdch nhau 1 thang, liéu thir 2 két thiic trudc

khi sinh 1 thang.

Qua liéu va xir 1y: Thong bdo cho béc si céc tic dung khong mong mudn gip phai khi sir

dung thudc.

TAC DUNG PHU:

Doi khi c6 sot, cho tiém c6 xuat hién quang do, dau, sung nhe va ty mat di, c6 thé

bi di tng trong nhitng trudng hop tiém nhic lai nhiéu 1an.

THAN TRONG VA CANH BAO:

Thoi ky mang thai

Vic xin c6 thé bi anh huéng ddp tng mién dich néu ding dong thoi véi liéu phap
trc ché mién dich.

C6 thé sung hach bach huyét gan noi tiém.

C6 thé gip phan tmg nhe toan than nhu dau déu, d6 md hdi, 6n lanh, dau co, dau
khaép.

C6 thé bi réi loan chirc ndng cdc day thin kinh cdnh tay, ba vai nhung hiép gip,
khong lién quan dén than kinh trung wong.

Néu tiém nhim vao dudi da thi cic phan tmg phu sé& rat rim rd do vic xin chira
mudi nhém.

Khong tiém vao tinh mach dé tranh sdc phan vé.

Khong nén tiém qua liéu.

Khoéng chong chi dinh d6i v6i phu nir dang cho con bu.

Céc lo vic xin da duoc hit vic xin ra va dang sir dung trong budi tiém chiing s&

khong dugc phép sir dung trong bubi tiém ching tiép theo.

Lin Thai gian tiém Thoi gian ¢6 khd ning | Hiéu lyc bdo

tiém bdo vé vé /,
Lin1 | Lta wdiday th hodc sém Chua Chua A

hon truéce khi mang thai IVAC

Lin2 |Sauldn1: 4 tudn 1-3nim 80-90% |
Lin3 |Sauldn2: 6 thing 5 nim 95 — 98%
Lin4 |Sauldn3:1nim 10 nim
Lin5 |Saulian4:1nim Sudt Ita tudi sinh dé

7}

' XIN

VA |
PHAD
TE

I\

o/

\r“ X PR

Nad




Vic xin uon van dugce chi dinh cho moi ngudi k€ ca ngudi mang thai do tinh an toan

va hiéu qua cua thudc. Mac du khdng cé bang ching vé tac dung gay quadi thai cua vac/i

uén van, nén cho sang ba thang thir nhi cua thai ky méi tiém chung véc xin nay. D6
than trong hop 1y dé giam thiéu bat ky nguy co nao d6i vdi thai.
Thoi ky cho con b

Hién nay khéng c6 din liéu vé viéc diing vac xin cho nguoi dang cho con bu.
TUONG TAC THUOC:
Khi str dung céc thudc e ché mién dich hoic lidu phép tia xa, co ché phong vé binh thuong
bi trc ché va dap tmg tao khang thé ciia ngudi bénh véi vic xin udn van c6 thé giam. Néu
phai ngirng mét thoi gian ngén lidu phép trc ché mién dich, thi thudng phai hoan lai viéc tiém
ching vic xin uén van mét thang ké tir khi ngirng diing céc thudc rc ché mién dich.
CHU Y: lic tan déu trudc khi ding
PONG GOI:DPéng trong hép, hop chira 20 6ng (mdi 6ng chira 0,5 ml-1 liéu)
BAO QUAN:O nhiét d6 tir +2°C dén +8°C, tranh dong da
HAN DUNG:36 thang k& tir ngdy co s& san xuat bit dau tién hanh thir nghiém cong hiéu

BB2-TT1-02

cho két qua c6 gid tri.
DPoc k¥ huéng din sir dung trudc khi diing. Thong bio cho béc si céac tac dung khong mong
mudn gip phai khi str dung thudc.

Thﬁéc ban theo don
PE XA TAM VOI TRE EM
Nha san xuit: VIEN VAC XIN VA SINH PHAM Y TE (IVAC)
09 Pasteur, Nha Trang — Khanh Hoa- VIET NAM

Tel: (84-58) 3821230- 3822408 — Fax: (84.58) 3823815
Email: ivac@dng.vinn.vn  Website :www.ivac.com.vn
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VIEN VAC XIN VA SINH PHAM Y TE

MAU HOP

BO Y TE
CUC QUAN LY DUOC
DA PHE DUYET

Lan dut 25 /vt 2045 Sg}’/
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Hop 10 lo, méi lg chira 10 mi/20 liéu ) .
- L RX THUOC BAN THEO DON
Bao quan @ + 2°C dén +8°C

g < ~” , ~*

s VAC XIN UON VAN HAP PHU (TT)
iL&c tan déu trudc khi dung
Poc k§ hudng dan sir dung trudc khi diing Phong bénh lglan van 10 ml/ lo

2 - " — 5 2 Dang bao ché: Dung dich tiém, liéu tiém : 0,5 ml L ’
Cac thong tin kﬁac xin doc t& HDSD kémtheo 075 rl ehire: Hop 10 1o
Dé& xa tam vdi tré em Giai ddc t6 UBn van tinh ché .... it nhat 40 dvqt
- Céch dung - liéu lugng } (Xin doc AIPO IR . cao nhat 3 mg

AR trong (o - Natri clorid ..3,50 - 5,00 mg B
- Chdng chi dinh huong din 3, Merthiolate (Chat bao quan)... ..... cao nhat 0,05 mg Vl EN
-Thén trong va canh bao Tiéu chudn ap dung : TCCS. VAC XIN

sit dung)

Nha sin xuat VIEN VAC XIN VA SINH PHAM Y TE Y
"” 9 Pasteur, Nha Trang, Khanh Hoa - Viét Nam SINH PE’]AM
YTE

——

VAC XIN
VA
SINH PHAN

PHO vn‘:V TRUGNG
/I//af en A ;u Fam P oy



VIEN VAC XIN VA SINH PHAM Y TE
MAU HOP IVAC

Box of 10 vials of 10 mi/20 doses.

\'% o~
/ VIEN \
Store at +2°C to +8°C. 1

p \
Donok freaze. RX FOR PRESCRIPTION ONLY 1 / VAC XIN \\

Shake well before use. IS0 9001:2008 ( | V.

Il b oo ADSORBED TETANUS TOXOID e\ arne o i
See description carefully before use. e ; \ \SINH PHAM
Other information, please see enclose Immunization in prevention of Tetanus v TF
leaflet. Pharmaceutical dosage form: Injectable solution, one injection: 0.5 ml * =
Keep out of reach of children. 0.5 ml contains:

e Cag s (Please Purified Tetanus toxoid ................. .....40 U minimum
- Contra - indication ee> AIPO Sk o ....3 mg maximum
S .

- Dosage - administration Natri chloride................ ...3.50-5.00 mg
= enclose

- Precaution and warnings Merthiolate (preservati 05 mg maximum

leaflet) Specification: Mnf

Manufacturer: INSTITUTE OF VACCINES AND MEDICAL BIOLOGICALS
9 Pasteur, Nha Trang, Khanh Hoa - Viet Nam

VIEN
VAC XIN

JVW%/ Shi Lam ?ﬁu‘ofngx \yﬁb



VIEN VAC XIN VA SINH PHAM Y TE Q A

IVAC

MAU NHAN LO

(IVAC) VAC XIN UON VAN HAP P
10 ml - 20 lidu

Thinh phin: Trong 0,5 ml ¢6 chira

- Giai ajc t6 ubn vén tinh ché: > 40 TU

- AIPO, :<3mg

- NaQ 13,50 mg - 5,00 mg

:<0,05mg

Tiém bip sdu, trénh dong d&

Biio quin: +2°C - +8°C

Lic tan aéu truée khi dimg

SDK:

9L A WYHd HNIS
YANIXOYANJIA ¢
=

86 16 5X:
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7y HUONG DAN SU DUNG

VA(, XIN \ \\
\

U XIN UON VAN HAP PHU (TT) QA
GIOI THIEUD: 1n'uon van hap phu dugc phdi hop tir giai doc té uén vans

IVAC

chat hip phu Aluminium phosphaste.
THANH PHAN: Trong 0,5ml véc xin gdm:

Giai doc tdudn vantinh ché: ...............coooviiiiiiiiiien, it nhat 40 dvqt
ATPO . e e cao nhét 3mg
Natri CLOTIA. ... eeveeeeee e e 3,50 — 5,00 mg
Merthiolate (Chat b40 QUAN).............vvvuneiieeeiieeiieeeei, cao nhat 0,05 mg
DUQC LY VA CO CHE TAC DUNG: -

Giai doc t6 udn van ciing c6 loai khong hap phu, nhung loai hap phu théng dung hon.
Giai doc t6 ubn van dugc diéu ché bang cich ding formaldehyd xir 1y doc té cua vi khuén
Clostridium tetani. Moi trudng dé san xuat doc td khéng duoc 6 cic chéat c6 ngudn goc tir
ngwa hodc ngudi hodc bit ctr mot thanh phan nao c6 thé gay cdc phan tng di g cho ngudi.
Vic xin uén vén kich thich san sinh khang déc t6 c6 tinh chat bao vé. Kha niang dap trng mién
dich thir phat nhanh tiép tuc san xuét khang doc t6 it nhét trong 10 nam sau khi hoan thanh cac
lan tiém ching co ban. Tuy nhién, ngudi ta khuyén cir 10 nim nén tiém nhic lai 1 1an dé duy
tri ham lugng khang déc té trong co thé. Khi mét cd nhan da timg dugc tiém phong vic xin
ubn vén diing theo lich tiém chung ma bi thuong thi cin tién hanh tiém nhéc lai néu nhu lan
tiém gan nhit c4ch d6 da qud 5 nam.
CHI PINH : Ding dé gy mién dich chi dong phong bénh udn van
CHONG CHI PINH:

- Tam hoan trong nhitng trudng hop bénh cép tinh.

- Khong tiém cho nhitng bénh nhén c6 biéu hién di tmg véi 14n tiém trudc.
- Tré4nh ding cho nhitng ngudi da timg xay ra cdc ddu hiéu hay triéu chirng than kinh
sau lan tiém dau tién. '
CACH DUNG VA LIEU LUQNG:
- Tiém bp s, lidu tiém 0,5 ml.
- .Gﬁy mién dich co ban hai liéu c4ch nhau it nhat 30 ngay, sau liéu thir hai 6-12 thang
tiém nhic lai mét lidu.

- D6i v6i phu nir Itra tudi sinh dé (15 - 44 tudi hoic 15 - 35 tudi theo WHO)

\Wy/



A

Lan Thdi gian ti€m Thoi gian ¢6 khd ndng | Hi€u luc bdo

tiém bdo vé vé

Lin1 |Lia tudi day thi hoic sém | Chua Chua A
hon truéc khi mang thai IV AC

Lan2 Saulin 1: 4 tuin 1 -3nim 80 — 90%

Lin3 Sau lin 2: 6 thdng 5 nim 95 — 98%

Lin 4 Saulan 3: 1 nim 10 nim

Lin5 Saulian4: 1 nim Sudt I¢a tudi sinh dé

Vi thai phu chua tiém 14n nao thi tiém 2 liéu cch nhau 1 thang, lidu thir 2 két thic trudc khi

sinh 1 thang.

Qui liu va xir 1y: Thong béo cho bic si cic tdc dung khong mong mudn gap phai khi sir dung -
>
thude. ‘
TAC DUNG PHU:
- Doi khi c6 sbt, chd tiém c6 xuét hién quing d6, dau, sung nhe va tu mat di, c6 thé bi £
di ng trong nhitng trudng hop tiém nhéc lai nhiéu lan. o
THAN TRONG VA CANH BAO: N

- Vac xin c6 thé bi anh huong ddp ung mien dich néu dung dong thoi véi li€u phép e {¢ v

ché mién dich. L PHA:
- C6 thé sung hach bach huyét gan noi tiém. w
X

C6 thé gap phan ung nhe toan than nhu dau dau, d6 md héi, 6n lanh, dau co, dau

khép.

C6 thé bi rbi loan chirc ning cdc day thin kinh cénh tay, ba vai nhung hiép gip,

khong lién quan dén than kinh trung wong.

Néu tiém nham vao dudi da thi cidc phan ung phu sé& rat ram r do vac xin chira

muoi nhom.
Khong ti€ém vao tinh mach dé trdnh soc phan vé.
Khong nén ti€ém qua liéu.

Khong chdng chi dinh d6i véi phy nit dang cho con bu.

Céc 1o vac xin da dugc hit vac xin ra va dang st dung trong budi tiém chung sé€

khong duoc phép sir dung trong budi tiém ching tiép theo.



Thoi ky mang thai
Vic xin ubn van dugc chi dinh cho moi ngudi ké ca ngudi mang thai do ti
hiéu qua cua thudc. Mic dit khong c6 bang ching vé tic dung giy qudi thai cu

vén, nén cho sang ba thang thr nhi cua thai ky méi ti€ém chung vac xin na

trong hop 1y dé giam thiéu bat ky nguy co nao d6i véi thai.
Thoi ky cho con b

Hién nay khong c6 dén liéu vé viéc ding véc xin cho ngudi dang cho con bi.
TUONG TAC THUOC:

Khi sir dung céc thudc e ché mién dich hoic liéu phép tia xa, co ché phong v¢ binh
thuong bi rc ché va ddp tng tao khang thé ciia ngudi bénh véi vic xin udn van cé thé giam.
Néu phai ngirg mot thoi gian ngén liéu phép e ché mién dich, thi thuong phai hoan lai viéc

7~ tiém chiing véc xin uén v4n mét thang ké tir khi ngimg ding céc thudc trc ché mién dich.
CHU Y: lic tan déu trudc khi ding
PONG GOI: Déng trong hdp, hdp chira 10 lo (mdi lo chira 10 ml-20 lidu)
BAO QUAN: O nhiét d6 tir +2°C dén +8°C, tranh dong da
HAN DUNG: 36 thang ké tir ngay co s san xudt bat dau tién hanh thir nghiém céng hiéu cho

BB2-TT-06

két qua c6 gid tri.
Poc k¥ huéng dan sir dung trudc khi ding. Thong bdo cho bic si cédc tic dung kkllc‘)n mong \
a1 AN

!

mudn gap phai khi sir dung thude. 49
Thuéc bén theo don

PE XA TAM VOI TRE EM
~~ Nha san xuit: VIEN VAC XIN VA SINH PHAM Y TE (IVAC)
v 09 Pasteur, Nha Trang — Khdanh Hoa- VIET NAM

Tel: (84-58) 3821230- 3822408 — Fax: (84.58) 3823815
Email: ivac@dng.vnn.vn Website : www.ivac.com.vn
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