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TOM TAT

Nghién ctru thtr nghiém |am sang vacxin Rubella séng, déng khd RA 27/3, HDC trén 70 nguoi

tinh nguyén khée manh, tudi tir 1 - 45 tai tinh Ha Nam. Két qua: sau tiém 30 phat, cac triéu chirng tai
ché: dau (52,9%); ban dé (22,9%); swng (1,4%) déu & mirc do nhe. Khéng cé céc triéu chirng toan
than. Cac chi s6 mach, nhiét do, huyét ap déu trong gi¢i han binh thwéng. Qua theo déi 30 ngay,
céc triéu chirng tai chd tw hét sau 4 ngay. Khéng cé bat ky phan (rng khéng mong muén nghiém
trong nao dwgc ghi nhan.

* T khoa: Vacxin Rubella sébng déng kho; Tinh an toan.

ASSESSMENT OF THE SAFETY OF VACCINE RUBELLA ALIVE, FREEZED-
DRIED RA 27/3, HDC ON VIETNAMESE VOLUNTEERS

SUMMARY

The clinical trial study of vaccin Rubella alive, freezed-dried RA 27/3, HDC was done on seventy
healthy volunteers. The mean age of volunteers was 12 months to 45 years old (in Hanam province).
The result showed that: after 30 minutes, at the injection place, 52.9% had pain; 22.9% had red rash;
1.4% was swelling. All above symptoms were at light level. There was’t body symptoms. The pulse,
temperature, blood pressure were normal. The symptoms like pain, red crash, swelling disappeared
after 4 days’injection. The follow-up period was 30 days, no serious side-effect was observed.

* Key words: Vaccine Rubella alive freezed-dried RA 27/3 HDC; Safety.

kiém dinh, co quan kiém dinh quéc gia va
phu hop tiéu chuén cta T chirc Y té Thé
gi¢i va Dwoc dién chau Au [1, 2, 3].

DAT VAN DE

Vacxin Rubella séng, déng khd RA 27/3,

HDC do Vién Mién dich hoc Zagreb, duwong
2 Rockefeller, 10000 Zagreb, Croatia san
xuét dwoc cap phép Iwu hanh tr ndm 1970.
Vacxin nay cling da dwoc dang ky & Lién
bang Bosnia va Herzegovina (2005), Lién
bang Nga (2003), Cong hoa Moldova
(2006). Bén nay, da c6 202 16 vécxin duwoc
san xuat. Cac 16 déu dwoc nha san xuét
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Do d6, chang t6i nghién cltru dé tai nay

V&I muc tiéu: Pénh gia tinh an toan cta vécxin

Theo Quyét dinh sb 01/2007/QD-BYT,
ngay 11/01/2007 cta Bod Y t& vé quy dinh
ther thuéc trén |am sang, vécxin Rubella
sbng, dong khd RA 27/3, HDC 1a vacxin da
dwoc lwu hanh hop 1€ tai nwdc sé tai qua
5 nam, khi vé Viét Nam can danh gia tinh
an toan trén nguwdi Viét Nam trwdc khi
duwoc cip phép déng ky chinh thirc.

Rubella séng, déng khé RA 27/3, HDC trén

ngwoi Viét Nam tinh nguyén.



POl TWONG, VAT LIEU,
PHUONG PHAP NGHIEN CcUU

1. B6i twong, thei gian nghién covu.

70 ngwoi tinh nguyén khoé manh (t&r 1 -
45 tudi), tai tinh Ha Nam.

Thwc hién nghién cu tr 1 - 3 - 2010
dén 30 - 7 - 2010.

* Tiéu chudn lya chon:

Nguw&i khoé manh, cd 2 gioi, tir 1 - 45
tudi; trong tién s chwa tirng tiém vécxin
phong Rubella; khéng bi bénh cép tinh,
man tinh qua kham sang loc; cé kha nang
hiéu va tuan tha k& hoach nghién ciu;
tinh nguyén tham gia vao nghién ctru; dong
y tham gia day du lich tiém va tuan tha
quy trinh theo d&i trong 30 ngay sau tiém.
V6i tré em, phadi c6 sy déng y cho phép
cla ngwoi bao trg hodac ngwoi giam hod
(cha/me/dng/ba).

* Tiéu chudn loai trer:

C6 céc triéu chirng than kinh; st dung
thudc tre ché mién dich (thudc nhém steroid)
trong vong 6 thang trwéc khi bat dau tiém
vacxin; dang tham gia nghién ctru vé thubc
hodc vacxin khac; da tiém vacxin khac trong
vong 4 tuan trwéc khi tham gia nghién ciru;
nhirng ngwdi bi di tat bAm sinh, bénh than

kinh, tdm than hoac gia dinh c6 ngwdi mac

bénh than kinh, tam than; s& dung globulin
mién dich hodc ché phdm cta mau trong
vong 3 thang trwdc khi tiém vacxin; nhiét
dod kep nach > 37,5°C trong vong 1 tuan
trwéc khi tiém vacxin; tién st nghién ruou
hodc ma tay trong 5 nam; c6é ké hoach di
xa khéi dia diém nghién cru gitra cac 1an
tham kham.

2. Vat liéu nghién curu.

- Tén vacxin: vacxin Rubella séng, déng
khé RA 27/3.

- L6 sb: 219RA; ngay san xuét: 26 - 11 -
2008; han dung: 06 - 2010.

- Dung méi di kém: sé 16 586; han dung
dung moi: 05 - 2011.

- Dang déng goi: hop 50 lo vacxin dong
kho 1 liéu kém hop 50 éng dung méi hoan
nguyén 0,5 ml.

- Nha san xuét: Vién Mién dich hoc,
Croatia.

3. Phwong phap nghién ciru.

- C& mau nghién ctru: kham sang loc va
Iwa chon 70 ngwoi tinh nguyén khée manh,
chia lam 2 nhém. Nhém 1: 35 ngudi, tudi
< 18 tudi; Nhém 2: 35 ngudi, tudi tir 18 - 45,

- Phwong phap nghién cu: nghién ctru
thr nghiém |am sang bac ciu, khéng c6
nhém chirng.

- Xt ly sb liéu: bang phan mém Epi.info
6.04 va STATA 11.0.

KET QUA NGHIEN c(ruU

1. Panh gia 30 phut sau tiém (n = 70).

Bang 1: Ty & phan (ng phu tai chd va toan than trong 30 phut sau tiém.



NHOM 1<18 | NHOM2>18 CHUNG
THEO DOI SAI TIEM 30 PHUT TSI (n=35) | TUGI (n=35) (n=70) P1vaz
n (%) n (%) n (%)
Triéu chirng tai chd
Dau tai chd tiém 21 (60,0) 16 (45,7) 37 (52,9) > 0,05
Dé tai chd 10 (28,6) 6(17,1) 16 (22,9) > 0,05
Swng 0 1(2,9) 1(1,4)
Triéu chirng toan than

Sét, ngra toan than, khé chiu, dau khop, dau
co, mét m§i, ho, dau hong, nhirc dau, phat 0 0,0 0
ban, phu ne...

Sau 30 phut tiém, 37 trwong hop (52,9%) dau tai ché tiém, trong dé6 nhém 1: 21 trwdng
hop (60,0%), nhém 2: 16 trwdng hop (45,7%); dd tai chd 16 trwdng hop (22,9%), trong do,
nhém 1: 10 trwong hop (28,6%), nhdm 2: 6 trwdng hop (17,1%); swng: 1 trwdng hop (1,4%) &
nhom 2. Tt ca déu & mirc dd nhe; khong cé trwéng hop ndo xuét hién triéu chirng toan
than & c& 2 nhém. Gitra 2 nhém khéng cé sw khac biét co y nghia thdng ké. Két qua
nghién cteu phi hep véi nghién cliru trwde day vé tinh an toan cta vécxin.

Bang 2: Két qua theo ddi cac chi tiéu tim mach sau tiém 30 phut.

_ NHOM < 18 TUOI NHOM > 18 TUGI
CHi TIEU
Trwdc tiém Sau tiém Trwoc tiém Sau tiém
n 35 35 35 35
Min - Max 60 -85 60 - 98 60 - 80 60 - 80
Mach
X+SD 68,9+ 6,3 735+7.1 67,9+ 4,4 70,8+ 49
P >0,05 >0,05
n 24 24 35 35
Huyét ap Min - Max 90-130 90- 110 90-120 100 - 120
i da* X +SD 105493 104466 112,6+6,1 1117 +51
p >0,05 >0,05
n 24 24 35 35
Huyét 4p Min - Max 60 - 80 60 - 80 70-80 70-80
toi thieu™ X+SD 72355 71,3+ 45 743+5,0 729+ 46
P >0,05 >0,05

* Chi dugc do & nhiing tré > 10 tudi (n = 24).

Theo ddi sau tiém 30 phat, cac chi tiéu vé mach, huyét ap déu ndm trong gi¢i han sinh
ly binh thwd'ng. So sadnh ghép cap trwéc sau cho théy sw khac biét gilra trwdc va sau tiém
khéng cé y nghia théng ké & 2 nhém, phu hop véi cac nghién clru trwde vé tinh an toan
cda vacxin.

2. banh gia 30 ngay sau tiém (n = 70).



* Phan ung phu tai ché sau tiém ter 1 - 30 ngay:

Bang 3: Két qua phan (ng phu tai chd sau tiém tir 1 - 30 ngay.

PHAN UNG TAI CHO N1 N2 N3 N4 N5 N6 N7 N8 - N30
Dau Nhom < 18 tudi 22 9 4 - - - - -
Nhom = 18 tudi 13 8 2 1 - - - .
Chung 35 17 6 1 - - - -
Quéng dé Nhém < 18 tudi 10 3 1 - - - - -
Nhém = 18 tudi 3 1 - - - - - .
Chung 13 4 1 - - - - -
Swng tai chd tiém Nhom < 18 tudi - - - - - ) - B
Nhom = 18 tudi - - - - - - - .
Chung - - - - - - - -

Theo ddi trong 7 ngay dau cho thay: dau: 35 trwong hop; quang dé: 13 trwerng hop; khong
cé trudng hop nado bi swng sau ngay th& nhat. Cac triéu chirng gidm dan va tw hét sau
ngay th 4.

Bang 4: Két qua phan (rng khdng mong muén toan than sau tiém tr 1 - 30 ngay.

PHAN UNG PHU TOAN THAN N1 N2 N3 N4 N5 N6 N7 N8 - N30

Than nhiét = 37,5°C Nhom < 18 tudi - - - - - - - -

Nhom = 18 tudi - 1 1 1 1 1 - -

Pau dau

Pau méi co’ khdp - - - - - - - -

Mét mai - - - - - - - -

Phat ban - - - - - - - -

May day - - - - - - - -

Ngtra - - - - - - - -

CAc triéu chirng clia hé tiéu héa - - - - - - - -

Theo dbi cac phan (rng toan than trong 7 ngay lién tuc va cac ngay sau dé dén ngay
tht 30, két qué cho thay: cac triéu chirng nhw dau dau, dau madi co khé'p, mét méi, phat ban,
may day, nglra... déu khéng xuat hién & ca 2 nhém.



Vi triéu ching sét, 1 trwdng hop & nhém > 18 tudi cé sét bat diu tlr ngay thir 2 va kéo dai
dén hét ngay the 7. Trwdng hop nay la nir 37 tudi, sau tiém 30 phut khdng sét, trong ngay dau
tién khong sét. Tuy nhién, sang ngay tht 2, bt dau sbt voi mire khéi dau 37,9°C. Qua tham kham
lam sang cho thay biéu hién cutia viém long dwdng hd hap cap. Bénh nhan dwoc diéu tri khang
sinh, ha sét, vitamin, cac triéu treng hét sau 5 ngay diéu tri. Do vay, ching téi khang dinh dbi
twong bi sdt khdng phai do vacxin ma do viém dwéng hd hap cép.

KET LUAN

1. Tinh an toan cta vacxin phong Rubella sau tiém 30 pht.

- CAc triéu chirng tai ché: dau (52,9%), quang dé (22,9%), swng (1,4%) déu & mdc dd nhe va
khac biét khéng c6 y nghia thdng ké gitra nhom > 18 tudi véi nhdm < 18 tudi vé ty 1é xuét hién
Cac triéu chirng nay.

- Khéng co cac triéu chirng toan than.

2. Tinh an toan cda vacxin phong Rubella sau tiém 30 ngay.

Két qua nghién ctru cho thay vécxin co tinh an toan cao, trong qué trinh theo ddi sau tiém 30
ngay khéng cé cac phan (rng phu nang hoac nghiém trong, khdng c6 triéu chirng toan than lién
quan dén tiém vacxin. Phan ng tai chd mirc dd nhe va tw khéi trong 4 ngay.
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