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S’ \VAC XIN UON VAN — BACH HAU HAP PHU (Td)

GIOI THIEU: Véc xin Udn véan — Bach hau (vac xin Td) Ia véc xin phdi hop tir giai doc t6 udn van, giai doc t6 bach hau tinh
ché va duoc hdp phu bang ta chét Aluminium phosphate.
THANH PHAN: Trong 0,5 ml vac xin

-GiAi doctO UBN VAN tINN ChE.......cvee i it nhat 20 dvqt
- Gidi doctd bach hautinhché.............cooiiiiiii e, it nhat 2 dvgt
AP O e cao nhat 3 mg
- Merthiolate (chat bdo quan)..............ccoviiii i, cao nhat 0,05 mg

DUQC LY VA CO CHE TAC DUNG:
Sau khi tiém b&p vac xin Td, giai ddc t8 bach hau kich thich co thé san sinh khang thé 1gG (khang ddc t8 bach hau) va
giai doc t6 ubn van kich thich co thé san sinh khang thé IgG (khang déc té uén van).
Hiéu qua bao vé
- DGi v&i bénh bach hau: Ham lwgng khang thé trong huyét thanh Ién hon khoang tlr 0,01 dén 0,1 don vi trung hoa
doc t6 bach hau trong 1 ml thuwdng duoc coi la cé tac dung bao veé.
- D&i v&i bénh uén van: Ham lvgng khang thé trong huyét thanh Ién hon hodc bang 0,01 don vi trung hoa ddc t6 udn
van trong 1 ml thwong duoc coi la c6 tac dung bao vé.
Thoi gian bao vé
- Sau khi dwoc gay mién dich co ban phong bénh bach hau va uén van da 10 nam, viéc tiém nhac lai 1 liéu vac xin Td
gilp bao vé trén 95 % s ngudi dwoc tiem chdng bénh udn van kéo dai it nhat la 10 nam.
CHI DINH:
Dung dé gay mién dich nhdm phong bénh udn van va bach hau cho tré em Itra tudi Ion (tir 7 tudi tré 18n) va ngudi lon.
CHONG CHi BINH:
- Khi c6 bi€u hién di trng vé&i khang nguyén bach hau va uén van & nhirng 1an tiém treéce.
- Tam hoan tiém vac xin Td trong nhitng tridng hop c6 bénh nhiém tring cép tinh, s6t chua rd nguy&n nhan.
- Khéng tiém bap cho nguwdi ¢ r6i loan chay mau nhv Hemophilia hodc giam tiéu cau.
CACH DUNG VA LIEU LUONG:
- Puong tiém: Tiém b&p sau.
- Liéu tiém 0,5 ml.
- Lich tiém:
+ Trudrng hop A: VGi déi twong da tiém da lidu mién dich co ban phong bénh bach hau va uén van thi tiém nhic lai
1 lidu vAc xin Td vao IFa tudi th& 7 va sau dé ctr 10 nam sau tiém nh&c lai 1 liéu vac xin Td.
+ Trudng hop B: V&i tré em tir 7 tudi tré 18n ma trwdre dé chua dwoc tiém vac xin phong bénh bach hau va uén van
thi tiém mién dich co ban 2 liéu, liu thir hai cach lidu thir nhat 1 thang, sau 6 thang tiém nhéc 1 liéu; va sau doé ct
10 nam sau tiém nhéc lai 1 lieu vac xin Td.
TAC DUNG PHU:
- Phan (ng tai chd nhuw dau, quang dd, swng nhe tai vi tri tiém (tr 10% - 75% trudrng hop).
- Doi khi c6 sét nhe 38 °C - 39 °C, vai ngay sau tu hét.
- Ap xe vd khuén khoang 6 - 10 trwdng hop/1 triéu lidu.
- C0 thé xuét hién phan (rng phu toan than nhuw sét, dau co canh tay, dau dau (khoang 10% trwdng hop).
- Céc phan &rng phu n6i chung la nhe va ty khoi.
Co thé xuét hién viém day than kinh ngoai bién, hoi chirng Guillain-Barré nhuwng rat hiém gap.
THAN TRONG VA CANH BAO:
- Tham kham trude khi tiém dé loai trir nhitng tredrng hop chdng chi dinh, bado dam an toan va han ché cac tac dung
bét lgi ciia vac xin trong Ilc tiém ching.
- Khéng tiém qua liéu véac xin.
- Khong tiém véc xin vao mach mau, tranh séc¢ phan vé.
- D6i khi tai chd tiém xuét hién nét cirng kéo dai 2 - 3 tuan rdi tw khoi.
- Néu tiém cung dot vai véc xin khac hoac huyét thanh mién dich thi tiém véc xin Td khac vi tri.
- Néu tiém nham v&c xin vao dudi da thi phan (rng phu sé rat ram rd do v&c xin chira ta chat nhém.
- Lé&c tan déu trwée khi dung.
Do6i v&i phu nir c6 thai va cho con ba:
- Khoéng chéng chi dinh cho phu ni c6 thai va cho con bd.
Qua liéu va cach xtr ly: Théng bao cho bac si cac tac dung khdng mong mudn gap phai khi str dung thudc.
TUONG TAC THUOC: Céac thudc trc ché mién dich va liéu phap phéng xa, tly theo liéu lwong, cé thé twong tac véi
v&c xin Td. Vi co ché phong vé binh thwdng bi e ché, dung cac chat trc ché mién dich hoic liéu phap ddng vi phdng xa
ddng thoi vai vac xin Td cé thé lam gidam dap tng tao khang thé clia ngudi bénh ddi vai vac xin Td. Sy than trong nay
khéng ap dung cho tredng hop dung liéu phap corticosteroid ngan han (dwdi 2 tuan) dudng toan than hodc dwdong sir
dung khac ma khéng gay trc ché mién dich.
DONG GOI: Hop 20 6ng, mbi 6ng chiva 0,5 ml — 1 lidu.
BAO QUAN: O nhiét do tir +2 °C dén +8 °C, tranh dong da.
HAN DUNG: 30 thang ké tir ngay co s& san xuét bat dau tién hanh thir nghiém cdng hiéu cho két qua cé gia tri.
Poc k§ hwdng dan sir dung truée khi dang.
VAc xin ban theo don.
DE xa tam v&i tré em.
NHA SAN XUAT: VIEN VAC XIN VA SINH PHAM Y TE
09 Pasteur, Nha Trang — Khanh Hoa — VIET NAM
Tel: (84 - 58) 3822408 Fax: (84 - 58) 3823815
E-mail: ivac@dng.vnn.vn - Website: www.ivac.com.vn
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T INSTRUCTION FOR USE

=z~ ADSORBED TETANUS AND DIPHTHERIA VACCINE (Td)
INTRODUCTION: The Tetanus and Diphtheria vaccine (Td) adsorbed from purified tetanus and reduced purified
diphtheria toxoid onto Aluminium phosphate.
INGREDIENT: Each dose of 0.5 ml vaccine contains:

- Purified Tetanus toX0id .........couie e e e e e e 20 1U minimum
- Purified Diphtheria toX0Id. ... ..ot e 21U minimum
- AlP O e e e 3 mg maximum
- Merthiolate (PreServative)..........ovvuieiiie e e e 0.05 mg maximum

PHARMACOLOGY AND MECHANISM OF ACTION:

After intramuscular injection Td vaccine, diphtheria toxoid stimulates the body to produce antibodies IgG (diphtheria

antitoxin) and tetanus toxoid stimulates the body to produce antibodies IgG (tetanus antitoxin).

Protective efficacy

- For diphtheria: antibody content in serum greater than the range 0.01 to 0.1 units of diphtheria toxin neutralization
in 1 ml are generally considered to have a protective effect.

- For tetanus: antibody content in serum greater than or equal to 0.01 units of tetanus toxin neutralization in 1 ml is
considered to have a protective effect.

Effectiveness over time

- After the basic immunization for prevention of diphtheria tetanus full 10 years, the booster of 1 dose of Td vaccine
protects 95 % of persons being vaccinated against tetanus at least 10 years.

INDICATIONS: Used for booster in prevention of Tetanus and Diphtheria for children (aged 7 years and older) and

adults.

CONTRA — INDICATION:

- When signs of an allergic reaction to Diphtheria and Tetanus antigens in injections before.

- Temporary delay injection of the Td vaccine in the case of acute infections, fever of unknown cause.

- No intramuscular injection for people with bleeding disorders or thrombocytopenia as Hemophilia.

DOSAGE AND ADMINISTRATION:

- Deep intramuscular route.

- Adose of 0.5 ml.

Injection:

+ Subject A: With person were vaccinated full primary immunity diphtheria and tetanus: 1 booster dose of Td
vaccine at ages 7 and then every 10 years booster 1 dose of Td vaccine.

+ Subject B: For children up to 7 years old have not been vaccinated diphtheria and tetanus: primary immunity

2 doses apart 1 month, after 6 months the booster 1 dose, and then every 10 years booster 1 dose of Td vaccine.

SIDE EFFECTS:

- The Td vaccine causes local reactions: pain, induration and erythema in 10 % to 75 % of cases.

- Sometimes, there is a fever of 38 °C to 39 °C, it can disappear naturally after several days.

- A sterile abscess in 6 to 10 cases of million doses administered.

- Other systemic reactions such as fever, muscular achis and headachis occor in 10 % of cases.

- The side effects are generally mild and self recover.

- The remarks on porynevrites and Guillain-Barré syndrome, but it is very rare.

PRECAUTIONS AND WARNINGS:

- Care is to be taken by the health — care provider for the safe and effective use Td vaccine (to prevent adverse
reactions), including a review of the patients history with respect to possible sensitivity and any previous adverse
reactions to the vaccines, current health status (see contra-indication).

- Do not administrate over dose.

- There is no intravenous administration to avoid anaphylactic shock.

- Sometimes nodules at the injection site appeared and lasted 2 — 3 weeks then self recover.

- Td vaccine can be administered simultaneously, at the different injection site with other vaccines or
immunoglobin.

- If the wrong vaccine injection subcutaneous, the side effects will be intense because vaccine contain adjuvants.

- Shake well before use.

Pregnant women and Breast feeding:

- Do not contra-indicate for pregnant women and breast-feeding period.

Overdosing and treatment: Inform the side effects to the doctor when using the vaccine.

DRUG INTERACIONS: The immunosuppressive drugs and radiation therapy, depending on the dose, can interact

with Td vaccine. Because normal defense mechanisms are inhibited, the use of immunosuppressive therapy or radio

active isotopes simultaneously with Td vaccine can reduce the antibody response of the patient with Td vaccine. This
caution does not apply to the case of short-term corticosteroid (less than 2 weeks) systemic or other uses that do not
cause immunosuppression.

PACKAGE: Box of 20 ampoules (one dose/ampoule — 0.5 ml).

STORAGE: At+2 °C to +8 °C. Do not freeze.

EXPIRE: 30 months from manufacturer began performance testing for valid potency result.

See description carefully before use.

For prescription only.

Keep out of reach of children.

MANUFACTURER: INSTITUTE OF VACCINES AND MEDICAL BIOLOGICALS
09 Pasteur, Nha Trang — Khanh Hoa — VIET NAM
Tel: (84 - 58) 3822408 Fax: (84 - 58) 3823815
E-mail: ivac@dng.vnn.vn - Website: www.ivac.com.vn




