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ABSTRACT

Objective: To evaluate the safety of the measles vaccine MVVAC produced by POLYVAC through
pharmacovigilance activity. A post-vaccination adverse event is an abnormality of health, including
injection site or systemic manifestations occurring after vaccination, not necessarily attributable to
the use of the vaccine, including common post-vaccination reactions and serious post-vaccination
adverse events The most common adverse events following administration of measles vaccine
produced by POLY VAC are usually local symptoms such as itching, pain, swelling or redness or
both swelling and redness at the injection site; systemic symptoms such as fever below 39°C and
other symptoms (malaise, fatigue, loss of appetite).

Subjects and methods: Collection and analysis of post-vaccination adverse events recorded from
batches of measles vaccine MVVAC produced by POLYVAC and used in immunization in 2019-
2021. From there, evaluate the safety of this vaccine.

Results: The measles vaccine MVVAC produced by POLYVAC and used from 2019 to 2021
had the following adverse event rates: fever <39 °C with a rate of 0.004%; swelling, redness at the
injection site has a rate of 0.014% and other symptoms have a rate of 0.0016%.

Conclusion: The measles vaccine MVVAC produced by POLYVAC and used from 2019 to 2021
meets the requirements for post-injection safety.

Keywords: Measles vaccine, MVVAC, pharmacovigilance, adverse events after vaccination.
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DANH GIA TINH AN TOAN CUA VAC XIN SOI MVVAC
DO POLYVAC SAN XUAT THONG QUA HOAT PONG
CANH GIAC DUOC

Lé Thu Nga®, Nguyén Thily Huong, Nguyén Dang Hién, Lé Thi Hoa, Tran Minh Nguyét

Trung tam Nghién civu, San xudt Vic xin va Sinh pham Y té - 135 P. Lo Piic, Pong Mdc, Hai Ba Trung, Ha Néi, Viét Nam

Ngay nhan bai: 30 thang 11 ndm 2022
Chinh stra ngay: 05 thang 01 nam 2023; Ngay duyét dang: 10 thang 02 nam 2023

TOM TAT

Muc tiéu: Danh gia tinh an toan clia vic xin s6i MVVAC do POLYVAC san xuit théng qua hoat
dong canh giac dugc. Bién cb bat loi sau tiém ching 1a hién tuong bét thuong vé strc khoe bao gém
céc biéu hién tai chd tiém hodc toan than xay ra sau tiém chung, khong nhét thiét do viéc sir dung vic
xin, bao gdm phan tng thong thuong sau tiém ching va tai bién ning sau tiém ching. Cac bién cb
bat loi thudng xay ra sau khi tiém véc xin soi do POLYVAC san xut thuong 1a cac triéu ching tai
chd nhu ngura, dau, sung hoac do hodc vira sung vira do tai chd tiém; triéu chung toan than nhu sbt
dudi 39°C va cac triéu chung khac (kho chiu, mét moi, chan an).

Poi twong va phwong phap nghién ciru: Thu thap va phan tich cac sy ¢ bit loi sau tiém ching
duoc ghi nhén tir cac 16 véc xin s6i MVVAC do POLYVAC san xuét va duoc st dung trong cong tac
tiém chung trong giai doan 2019-2021. Tir @6 danh gia tinh an toan cuia vic xin nay.

Két qua: Vic xin s6i MVVAC do POLYVAC san xuat va dugc sir dung trong giai doan 2019 —2021
6 ty 18 bién cb bat loi xay ra nhu sau: sbt < 39 °C c6 ty 18 0,004%; sung, do tai chd tiém co ty 18
0,014% va cac tri€u chung khac co ty 1€ 0,0016%.

Két luin: Vic xin séi MVVAC do POLYVAC san xuét va duoc st dung trong giai doan 2019 —
2021 dat yéu cau vé tinh an toan sau tiém.

Tir khéa: Vic xin Séi, MVVAC, canh giac dugc, su cd bat lgi sau tiém chung.

1. DPAT VAN PE hodc ti€ém ching. Muc dich ctia canh giac dugc vé vic

o L . . ... xin la phat hién sdm céc bién cd bat loi dé c6 cac tié
Canh giac dugc vac xin 1a hoat dong chuyén mon lién P i i P

£ 1A Az Y S A A A cann hinh xac va ra cac can thiép xir tri
quan dén phat hién, danh gi4, hidu va truyén thong v& 40 DEUY €O € dc va dua ra céc can thiép xir t

cac su co bat lgi sau tiém ching (SCBLSTC) va cac
van dé¢ khac lién quan dén vac xin hodc tiém chung dé
phong tranh cac bién c6 bat 1gi lién quan dén vac xin

*Tac gia lién h¢
Email: lethungal801@gmail.com
Dién thoai: (+84) 917 632 802
https://doi.org/10.52163/yhc.v64i2.617
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phtt hop (quéan 1y nguy co) dbi véi van dé do, giup giam
thiéu tac dung khong mong mudn c6 thé xay ra trén cac
ddi tuong duogc st dung véc xin[2].
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Tai Viét Nam, trong chuong trinh tiém chung, hoat
dong canh giac dugc chi yéu dang duoc trién khai 1a
giam sat sy cb bat loi sau tiém ching (SCBLSTC).
Giam sat SCBLSTC bao gém theo doi, phat hién sém,
XU tri, didu tra va bao cdo cac SCBLSTC dé giam bét
tac dong khong t6t dén sirc khoe ctia nguoi duge tiém
ching va cung cap s lidu thyc té vé tinh an toan ctia
véc xin va thyc hanh tiém chung|[2].

O nudc ta, tinh hinh dich t& bénh soi da thay doi tich
cuc véi xu huéng giam manh sau khi trién khai vic
xin trong Chuong trinh tiém ching mé rong. Tuy
nhién, bénh séi van dang luu hanh hang nam véi nguy
co phat sinh chu ky dich tir 3-5 nam [1]. Trung tdm
Nghién ctru, San xuat Vic xin va Sinh pham Y té
(POLYVAC) di nhan chuyén giao thanh cong cong
nghé san xuit véc xin Séi (MVVAC) dang dong kho
ciia Chinh phu Nhat Ban. Vic xin MVVAC di duoc
cip phép luu hanh vao thang 12/2009. POLYVAC
cling 1a don vi dau tién tai Viét Nam dat tiéu chuan
Thuc hanh san xuit t6t (GMP) day chuyén san xuét
véc xin theo yéu cdu WHO do Bo Y té Viét Nam
chung nhéan. Thuc té sir dung hon 30 triéu lidu vic
xin don gia MVVAC do POLYVAC san xuit trong
chuong trinh Tiém ching m¢ rong (TCMR) va thi
truong dich vu tiém cho tré em Viét Nam tir nam 2009
dén nay da chirmg minh tinh an toan va hiéu qua phong
bénh cua vic xin, giap ddy lui nguy co bung phat dich
Soi tai Viét Nam trong cac nam 2014, 2018.

Nham danh gi4 tinh an toan cua vic xin MVVAC
sau luu hanh, chung t6i da trién khai hoat dong hé
théng canh giac cia POLYVAC duya trén céc thong
tin vé& SCBLSTC dugc cung cép tr Cuc Y té du
phong. Trong khudn khd bai bao nay, ching toi xin
trinh bay nghién cuu danh gia da thuc hién tu viéc
thu thap va phan tich s6 liéu, thong tin tir cic bao
cdo tu nguyén vé bién cb bit loi cua vic xin soi
MVVAC duogc ghi nhan trong khoang thoi gian tu
2019 dén hét nam 2021.

Muc tiéu: Panh gia tinh an toan cua vic xin soi
MVVAC do POLYVAC san xuét théng qua hoat
dong canh giac dugc. Bién cb bat loi sau tiém
ching 13 hién tuong bat thuong vé sirc khoe bao
gdm céc biéu hién tai chd tiém hoic toan than xay
ra sau tiém chiing, khong nhét thiét do viéc sir dung
vic xin, bao gém phan @ng thong thudng sau tiém
ching va tai bién ning sau tiém chung. Cac bién

c6 bat loi thuong xdy ra sau khi tiém véc xin soi do
POLYVAC san xuat thuong 1a céc triéu chung tai
chd nhu ngira, dau, sung hoic d6 hoic vira sung vira
do tai chd tiém; triéu chirg toan than nhu sbt dudi
39°C va cac triéu chung khac (khé chiu, mét moi,
chan an).

2.POI TUQNG VA PHUONG PHAP NGHIEN CUU

2.1. P6i twong nghién ciru

Céc 16 vdc xin S6i MVVAC do POLYVAC san xuét
va dugc sir dung trong cong tac tiém ching trong giai
doan 2019-2021 gém 43 loat trong d6 nam 2017 (10
loat), ndm 2018 (7 loat), nam 2019 (12 loat), nam 2020
(14 loat).

2.2.Thiét ké nghién ciru

Nghién ctru hdi ciru thu thap dir liéu tir cac bao céo tur
nguyén c6 chii dich cua hé théng giam sat SCBLSTC
tir cac tuyén co s trong hé thong tiém chiing bao cao
vé Cuc Y té du phong

2.3. Phwong phap nghién ciru

- Thu thap céc thong tin vé:

+ S6 16 va s luong vic xin S6i da sir dung trong giai
doan 2019-2021

+ SO lugng tong cac SCBLSTC dugc ghi nhan lién
quan dén timg 16 véc xin Soi MVVAC dugc sir dung
trong giai doan 2019-2021

- Phan loai cac SCBLSTC hay cac phan ung thong
thuong da dugc ghi nhén tir cac bao cao ty nguyén co
chu dich tir cac tuyén co so trong hé thong tiém chung
dd bao cdo vé Cuc Y té du phong ddi véi timg 16 vic xin
Sé1 MVVAC trong giai doan 2019-2021

- Panh gia tinh an toan cta vic xin bang ty 1¢ xuét hién
cac bién cb do.
2.4. Phwong phap phan tich va danh gia két qua

Xt 1y bang phin mém Microsoft Excel, v& dd thi, phan
tich, danh gia két qua nghién ctru (so sanh vdi ty 18 phan
{ng théng thudng duoc ghi nhan tir két qua thir nghiém
lam sang).

3. KET QUA NGHIEN CUU
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Bing 1. Théong tin vic xin S¢i MVVAC sir dung trong giai doan 2019-2021

Nim So 10 ghi nh?n Sét <39 °C Su’ng;, d.a}u tai C’ac trl@l} T?ng S0 S& lidu sin Soolleu x‘uaf
sin xudt SCBLSTC/ tong (trwdmg hop) cho tiém chirng khac | truwdng hop <ut xudng va st
s0 16 san xuat ghop (trwong hop) | (truong hgp) | ghi nhan dung
2017 6/10 201 630 2 829 2.917.350 2.915.550
2018 5/7 121 201 2 324 2.099.570 2.097.060
2019 12/12 53 272 30 355 3.599.540 3.197.560
2020 10/14 51 519 158 728 4.204.430 3.699.992
Téng 33/43 426 1.622 192 2.236 12.820.890 11.910.162

Bdng 2. Ty I¢ phdn trng thong thwong dwoc ghi nhdn trong giai doan 2019-2021

Phan trng thong thuwong Ty 1€
S6t<39 °C 0,004%
Sung, dau tai chd tiém 0,014%
Céc tri¢u ching khac 0,0016%

S lidu & bang 1 cho thiy v6i khoang 12 triéu liéu vic
xin sé61 MVVAC duoc sir dung trong cac nam tir 2019
dén 2021 da ghi nhén téng s6 2.236 truong hop xay ra
su ¢ bat lgi sau tiém chung. Trong dé c6 426 truong
hop s6t < 39°C, 1.622 trudng hop bi sung, dau tai chd
tiém va 192 trudng hop c6 triéu ching khac. S lidu &

bang 2 cho thdy ty 1¢ xay ra cic phan tmg thong thuong
nhu sau: s6t <39°C co ty 1€ 0,004%; sung, do tai chd
tiém co ty 1€ 0,014% va cac tri€u chiing khac co ty 1¢
0,0016% trén tong sb lidu vic xin dugc sir dung. Cac
bién c6 bat loi ¢ trén déu 1 phan Gng thong thuong cia
véc xin da duoc biét trede va ghi nhan voi ty 18 rat thap.

Bing 3. Tong hop phan ting thong thwong dwoc ghi nhin nam 2019

L vic xinAghi nhzfl‘n phén ung Sét <39 °C Swng, d‘a}u tai chd | Cac tl‘iél! chirng | Tong S(A').trlr(‘:’ng hop
thong thuong tiém khac ghi nhan

M-0117 1 0 0 1
M-0217 1 0 0 1
M-0717 4 42 0 46
M-1017 0 1 0 1
M-0118 2 1 1 4
M-0218 10 12 0 22
M-0318 1 0 0 1
M-0618 42 43 0 85
M-0718 66 145 1 212
M-0119 2 0 1 3
M-0219 3 0 3 6
M-0619 1 3 5 9

Téng 133 247 11 391
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Hinh 1. Phdn vwng thong thuwong dwoc ghi nhdn nam 2019
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Két qua ¢ bang 3 va hinh 1 cho thdy, nim 2019 ghi sung, dau tai chd tiém 1a 247 truong hop va 16 vic xin
nhan sy ¢ bét loi sau tiém ching xay ra véi 12 16 vaic  M-0718 ciing ghi nhan cao nhét 1a 145 trudng hop; véi
xin v6i téng s6 391 trudng hop. Cu thé: sb luong ghi  cac triéu chimg khac dugc ghi nhan 11 truong hop va
nhan d6i voi phan tng sot < 39 °C 1a 133 truong hop,  céc tridu chimg nay ciing khéng gay anh huéng nghiém
trong d6 16 vic xin M-0718 ghi nhan cao nhit 13 66 trong dén stc khoe cua dbi tugng tiém ching.

truong hop; tong s6 luong ghi nhan ddi véi phan tng

Bing 4. Tong hop phan teng thong thuwong dwoc ghi nhin nam 2020

L6 vic xin ghi nhan phan ng St <39 °C Sung, dau tai chd | Cac triéu chirng Tong sb truong
thong thwong - tiém khac hop ghi nhan

M-0119 0 1 0 1
M-0319 0 2 4 6
M-0419 1 1 0 2
M-0519 0 4 0 4
M-0719 11 30 0 41
M-0919 0 24 0 24
M-1019 1 0 0 1
M-1119 1 0 1 2
M-1219 2 1 4 7
M-0120 1 2 8 11
M-0220 4 1 3 8
M-0720 1 0 0 1
M-1020 0 0 5 5

Tong 22 66 25 113

109
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Hinh 2. Phdn vwng thong thwong duwgc ghi nhdn nam 2020
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Két qua ¢ bang 4 va hinh 2 cho thay, nim 2020 ghinhan  chd tiém 1a 66 truong hop va 16 vic xin M-0719 ciing
su ¢ bt lgi sau tiém chiing xay ra v6i 13 16 vac xin  ghi nhan cao nhét 1a 30 truong hop; véi céc triéu ching
v6i tong s6 113 trudng hop. Cu thé: s6 luong ghi nhan  khac ghi nhén 25 trudng hop va cac tridu chimg nay
d6i voi phan Gmg sot < 39 °C 14 22 trudng hop, trong 46 ciing khong gay anh huong nghiém trong dén sirc khoe
16 vac xin M-0719 ghi nhan cao nhat 1a 11 truong hop;  cua ddi tuong tiém ching.

tong sb lugng ghi nhan ddi v6i phan tmg sung, dau tai

Bing 5. Téng hop phén irng théng thuwong dwoc ghi nhin nam 2021

L vic xinAghi nh@‘n phan ung Sét <39 °C Sung, ('i.::u taiché | Cac tl'iél{ chung Téng sb ‘tru’f:'ng
thong thuwong tiém khace hgp ghi nhan

M-0719 3 8 2 13
M-0819 21 2 0 23
M-0919 8 55 0 63
M-1119 0 139 6 145
M-1219 0 0 1 1
M-0320 53 132 52 237
M-0420 0 7 0 7
M-0520 18 207 63 288
M-0620 2 95 6 103
M-0720 2 0 0 2
M-1320 2 0 8 10
M-1420 3 0 2 5

Téng 112 645 140 897
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Hinh 3. Phan wrng thong thwong dwoc ghi nhdn nam 2021

50
NPT |

M-0718 M-0815 M-0919 M-11159 M-1215 M-0320 M-0420 M-0520 M-0620 M-0720 M-1320 M-1420

W55tE38°C

Két qua & bang 5 va hinh 3 cho thay, nim 2021 ghi
nhén su ¢ bét loi sau tiém chung xay ra v6i 12 16 véc
xin v6i tong s6 897 truong hop. Cu thé: sb lugng ghi
nhan d6i véi phan tmg sdt < 39 °C 1a 112 trudng hop,
trong d6 16 vic xin M-0320 ghi nhan cao nhét 1a 53
trudng hop; tong sb lwgng ghi nhan déi véi phan tng
sung, dau tai chd tiém 1a 645 truong hop va 16 vic
xin M-0520 ciing ghi nhan cao nhét 1a 207 trudng
hop; véi cac triéu chiing khac ghi nhan 140 truong
hop va 16 vic xin M-0520 ciing ghi nhan cao nhit 1a
63 truong hop cac triéu chirng nay ciling khong gay
anh huong nghiém trong dén sirc khoe cua doi tuong
tiém ching.

4. BAN LUAN

Vic xin soi noi chung duge danh gia 1a an toan. Cac
phan tmg sau tiém thudng nhe, c6 thé biéu hién nhu
véi cac vice xin khac: sot, phat ban, sung, néong, d6 dau
tai chd tiém... Hau hét cac phan ung thong thuong nay
s& hét trong khoang 1-2 ngay ma khong can diéu tri gi.
Phan (g nghiém trong sau tiém vic xin soi 1a rat hiém
gip, nhung ciing c6 thé xay ra.

Tir két qua nghién ctru va danh gia trong giai doan 2019
dén 2021, ching t6i ghi nhan tong sé lugng su ¢ bat
lgi sau ti€ém chung lan luot & cac nam 1a 391, 113 va
897 trudng hop. Cac su ¢ bat loi nay déu 13 cac phan
g thong thuong cua véc xin di dugc biét trude va da
duoc néu rd trong hudéng dan sir dung ciia san pham.
Nhiing phan tmg phu c6 thé gip 13 dau, sung va ban do
tai chd tiém. Phan tmg nay thudng la nhe va s& hét sau
khi tiém 1 -2 ngay. Nhitng phan tng toan than nhu sdt,

Sung, dautai ché tiém

W Cactridu chirngkhac

ban, ho va s6 miii ciing c6 thé xdy ra & mot vai tré em
va thuong kéo dai tir 1 &én 3 ngay rdi ty khoi ma khong
can diéu tri.

Khi so sanh két qua nghién ctru nay vai két qua nghién
ctru cua Poan Huy Hau va cong sy khi thuc hién danh
gi4 tinh an toan va tinh sinh mién dich cua vic xin séi
MVVAC (giai doan 1 va 3) [3], chung t6i nhan thiy
rang: ty 1& bién cd bt loi véi triéu chimg sét <39 °C ¢o
ty 18 0,004% - thap hon nhiéu so véi ty 18 sbt (3,1%);
phan mg sung, d6 tai chd tiém c6 ty 1& 0,014% trong
khi nghién ciru trude d6 khong ghi nhan ty 18 bién cb
sung, dau tai chd tiém (tuy nhién do c¢& miu cia nghién
ctru nay nho); cac tri€u ching khac cé ty 1€ 0,0016%
1a rat thap so véi ty 18 ho 13 6,2% va tidu chay 13 0,7%.

TAt cé cac 16 véc xin dugc dua vao su dung déu dat
chét lugng theo tiéu chuan quy dinh cia t6 chirc y
té thé gidi. Tur cac dir liéu thu thap, két qua nghién
ctru cho thay phan tmg sung, dau d6 tai chd tiém co
tan sudt xay ra cao hon voi cac phan ung khéac. Cu
thé: nam 2019 ghi nhan 247/391 truong hop (chiém
ty 1€ 63,2%); nam 2020 ghi nhan 66/113 truong hop
(chiém ty 18 58,4 %); nam 2021 ghi nhan 645/897
truong hop (chiém ty 16 71,9%) Dbi voi mot sb 16
véc xin ghi nhan s6 lugng bién cb bat lgi sau tiém
cao hon so véi cac 16 vic xin khac nhu 16 M-0718,
M-0719, M-0320 va M-0520, chung toi di diéu tra
lai két qua kiém tra chat luong ciia céc 16 vic xin nay
déu dat yéu cu. Pic biét chi sb vé ap luc thdm thau
(chi s6 anh huong dén phan tng giy sung dau tai
chd tiém) cua cac 16 vic xin trén 1a tir 0,80 dén 0,82
- déu tuwong duong vai cac 16 vic xin khac va & cén
dudi ciia tiéu chuan 0,8 — 1,2 do vay day khong phai
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nguyén nhan gay ra s6 lugng nhiéu phan Gmg sung,
dau tai chd tiém duoc ghi nhan. O mot khia canh
khac, khi phan tich dir li€u thu thap dugc, chung toi
nhan théy céac bao cdo vé su ¢ bat 1gi sau tiém chung
ctia cac 16 véc xin ké trén déu tap trung tir cac tinh Ha
Giang, Pha Tho, Son La va thanh phé Ho Chi Minh
— day la cac don vi thuong xuyén c6 bao cao theo doi
phan tng thong thuong sau tiém giri vé Cuc Y té du
phong, ching t6 hé thong giam sat cua cac don vi ndy
kha tét so v6i cac tinh khéc.

Bén canh d¢, trong giai doan 2019 dén 2021 chi ghi
nhan 01 truong hop tai bién niang sau tiém vac xin soi
MVVAC vao nam 2021. Dbi tuong 1a tré 9 thang tudi
tiém véc xin phong soi MVVAC miii 1, sau tiém tré
duogc theo ddi tai diém tiém 30 phat va khong co biéu
hién bat thuong. Tai nha khoang 6 tiéng sau khi tiém,
tré xut hién co giat va tim tai toan than, sau khi duoc
ho6 hap nhan tao 30 gidy thi tw hét, nhiét do do duogc lac
nay la 37,5°C. Sau d6 tré dugc nhap vién va s6t 38,6°C,
sau 1 tudn diéu tri ha sdt tai bénh vién, tré cit sot va tinh
tdo. Trong sudt thoi gian diéu trj tai bénh vién, tré lién
tuc duge kiém tra cac chi sb strc khoe va bao cdo cla
hoi dong cép tinh va cip bo déu két luan day 1a truong
hop tré bi s6t phat ban tring hop ngiu nhién véi thoi
diém sau tiém phong véc xin séi MVVAC, khong lién
quan dén chat lugng vic xin va thuc hanh tiém.

112

4. KET LUAN

Vic xin s6i MVVAC do POLYVAC san xuét va dugc
sir dung trong giai doan 2019 — 2021 dat yéu ciu vé tinh
an toan sau tiém vai ty 18 bién cd bat loi xay ra nhu sau:
s6t <39°C cb ty 1& 0,004%; sung, do tai chd tiém cé ty
1€ 0,014% va céc tri€u chung khac c6 ty 1€ 0,0016%
thip hon rit nhiéu so véi ty 18 phan ng sau tiém cua
véc xin soi theo TH chire Y té thé gidi . Do vay, chiing
t6i khang dinh vic xin nay dam bao tinh an toan cho
nguoi su dung
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