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TONG QUAN:

C6 3 céch tiép can chinh dé san xuat VAc xin

Str dung toan bo Virus Str dung 1 phan virus Vit ligu di truyén

Toan bd virus

Vac xin bat hoat

L4y virus mang bénh, hay virus rat giéng véi virus mang bénh va
lam bét hoat hoic tiéu diét ching bing cach sir dung hoa chét,
nhiét hodc btc xa. Céch tiép can nay sir dung céng nghé da duoc
chitng minh 1a c6 hiéu qua véi con nguoi.

Vic xin séng giam doc luc

Vic xin séng giam doc luc s dung virus séng nhung suy yéu
hoidc tuong tu. Nhitng loai vac xin nhu thé nay cé thé khdng phu
hop véi nhitng ngudi ¢6 hé mién dich bi tén thuong.

Vic xin chia vector virus

Str dung loai virus an toan dé cung cap cac phan cu thé - goi la
protein — virus lién quan dé kich hoat phan ung mién dich ma
khong gay bénh. Pua cac bo phan cu thé cia mam bénh quan tam
vao mot virus an toan. Sau do, virus an toan dong vai tro nhu nén
hoic vector dé dua protein vao co thé. Protein kich hoat phan ung
mién dich.

Chi str dung phan chuyén biét (tiéu don vi) cua virus ma hé thong

@ rY » mi&n dich can nhan biét. Khong chra toan bo virus hodc sir dung
r virus an toan lam vector. Cac tiéu don vi c6 thé la protein hoic
t duong.




Chi str dung mot phan vat liéu di truyén dé tao cac protein chuyén
biét, khdng phai toan b virus. DNA va RNA la nhiing vat liéu di
truyén duoc sur dung dé tao ra protein chuyén biét ma ching ta
muén hé théng mién dich caa minh nhan ra va dap tmg. Phuong
phap tiép can acid nucleic 1a mot phuwong phap mai dé phét trien
vac xin

Mét mdi va nhirc dau
Sét

-

Onlanh

HEe0

Dau hodc swng tai noi tiém

Pa s6 cac truérng hop binh thudng
va thoang qua
Lién hé véi nhan vién y té
Néu phan (rng ting sau 24 gid
va cac phan (*rng phu

khéng giam sau vai ngay




VAC XIN COVID-19 ASTRAZENECA

1. Giéi thiéu vé Vic xin

Vic xin COVID-19 AstraZeneca la vic xin ngira SARS-CoV-2 do
AstraZenaca san xuat, duoc san xuit & dang dung cong nghé Vector. Sau
khi tiém, co thé kich thich hé théng mién dich tao khéng thé voi
Mcoronavirus va 1am cho co thé sin sang chéng lai tinh trang nhiém
. 'SARS-CoV-2 néu bi nhim thuc su

~ Vic xin AstraZeneca duoc WHO thong qua chap thuan su dung trong
truong hop khan cip vao ngay 15/2/2021.

Tai Viét Nam Vic xin COVID-19 AstraZeneca da duoc Bo Y té phé
duyét c6 diéu kién vic xin cho nhu cau cip bach trong phong, chéng
dich bénh COVID-19 tai quyét dinh s6 983/QD-BYT ngay 01/2/2021
Dic tinh cua thudc

Dang thuéc Hon dich, khong mau dén mau nau nhat, trong dén mo nhat
Thanh phan :

Hoat chat: Adenovirus vector chira DNA cua SARS-CoV-2 virus

Ta dugc: L-Histidine L-Histidine hydrochloride monohydrate,
Magnesium chloride, hexahydrate Polysorbate 80 (E 433), Ethanol,
Sucrose, Sodium chloride, Disodium edetate (dihydrate), nuéc cat pha
tiém.

B&o quan Vic xin

Khi chua mé: bao quan & 2 — 8°C trong 6 thang hoic dén khi hét han
dung (Han dung ghi thang sir dung dén ngay cudi cing cua thang),
khong dé dong da va tranh anh sang

Trong budi tiém, cac lo chua sir dung tiép tuc bao quan ¢ 2 — 8°C

Khi d3 mé: bao quan & 2 — 8°C trong 48 gio. Truong hop lo Vic xin da
rat dé & nhiét d6 duai 30°C phai bo di sau 6h néu khong dung

Lich tiém chiing

2 liéu (mdi liéu 0.5 mL), khoang céch gitra 2 lidu 1a 4 — 12 tuan

Liéu 1: Ngay bat dau

Liéu 2: 4 — 12 tuan sau liéu 1

Liéu lwong, dwong tiém . ‘ o

Mot lo chaa 8 - 10 lieu (Viét Nam: 10 lieu). Mai lieu 0.5 mL chua it
nhit 2.5 x 10® don vi vector virus

. Chéng chi dinh

Cé tién st di ung hodc phan tng phan vé vai bit ky thanh phan nao caa
thube

Phan #ng sau tiém

ching ) . .
Nén theo ddi sat it nhat 15 phdt sau khi tiém chung. Licu thi hai cua vac
xin khong nén dugc tiém cho nhimg ngudi da bi séc phan vé véi lidu dau
tién cua AstraZeneca




VAC XIN COMIRNATY CUA PFIZER - BIONTECH

1. Gigi thiéu vé Vic xin

Vic xin Comirnaty ctia Pfizer — BioNTech 1a vac xin RNA (mRNA). Vic
xin mRNA giup céc té bao co thé tao ra mot loai protein vo hai. Sau do,
protein vo hai nay s& kich hoat phan tmg mién dich cua co thé tao khang
: thé chdng lai vi rat SARS-COV-2. Vic xin mRNA:

o~ + Khéng 1am thay d6i hodc tuwong tic véi DNA cia nguoi dugc

7 ‘n , A 1S s \
COMIRN A‘I;r\a(ﬁ tiém chung theo bat ky cach nao.
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ong thé gay bénh COVID-19 cho nguoi dugc tiém chung.
T—— Vic xin Comirnaty ctia Pfizer — BioNTech dugc To chirc Y té thé gidi
thong qua chép thuin s dung vic xin trong trudng hop khin cip vao
ngay 31/12/2020. Vic xin nay di dugc nhiéu qubc gia trén thé gisi cap
phép luu hanh va st dung.
Tai Viét Nam véc xin Comirnaty cua Pfizer — BioNTech da dugc B Y té

phé duyét co diéu kién vic xin cho nhu cau cdp bach trong phong, chéng
dich bénh COVID-19 tai Quyét dinh s6 2908/QD-BYT ngay 12/6/2021
Nudc san xuét:

+ Pfizer Manufacturing Belgium NV - Bi.

+ BioNTech Manufacturing GmbH - buc

Dang trinh bay ciia véc xin

+Lo véc xin chtra 0,45 ml véc xin dang hon dich dam dic pha tiém,
tuong duong 6 lidu véc xin sau pha lodng véi dung dich pha. Mdi liéu
gdm 0,3ml chira 30mcg vic xin mRNA COVID-19 (dugc boc trong cac
hat nano lipid).

+Vic xin duge dong 195 1o (1.170 lidu) trong 1 khay. Mdi khay c6 thé
tich: 23cm x 23 cm x 4cm.

Dung dich pha tiém 1a nuéc mubi sinh 1y 0.9 % (Natri clorua 0.9%) khong
chat bao quan. Stir dung bom kim tiém 5 ml (hodc 3 ml) hut 1,8 ml dé pha
cho 1 1o vic xin.
Hiéu luc cta vic xin theo két qua nghién ctru 14m sang cho thiy véc xin
Comirnaty cua Pfizer — BioNTech c6 hi¢u luc bdo v€ trudc tdc nhan gay
bénh COVID-19 tir 95% dén 100% sau khi tiém liéu thir 2 khoang 7 ngay

2. Bao quan vic Xin

Bido quéan vic xin @  Bdo quan trong ti am sau tir -90°C dén -60°C. O nhiét d -90°C dén -60°C

nhiét do Am siu - véc xin ¢6 thé dugc bao quan cho dén ngay hét han sir dung duoc ghi trén

90°C dén -60°C: nhan cta lo vic xin (6 thang ké tir ngdy san xudt).
Trong truong hop khong cé ti &m sau bdo quan cé thé sir dung thung vani
chuyén giir nhiét ciia Pfizer dé t6i da hoa thoi gian sir dung. Thoi gian)
béo quan trong thing van chuyén duogc téi da 30 ngay néu dugc bd sung
d4 kho thudng xuyén theo dinh ky 5 ngay 1 1an. Khéng nén mé thing vén
chuyén giir nhiét qua 3 phut mbi lan.
Dé lo vic xin thang ding trong khay va tranh anh sang. Khong mé khay




lo hodc thao lo vac xin ra cho dén khi san sang ra dong /st dung vac Xxin

Bio quin vic xin
trong budng lanh/ta
lanh 4m -25°C dén -
15°C.

Vic xin c¢6 thé dugc bao quan trong budng lanh/ti lanh am tir -25°C dén -
15°C tdi da 2 tuan.

Bét ctr khi ndo van chuyén vic xin ¢ nhiét d6 -25°C dén -15°C thi thoi
gian van chuyén déu dugc tinh vao gi6i han 2 tudn. Tuy nhién luu y véc
xin khi dé ¢ nhiét d6 -25°C dén -15°C thi chi dugc bao quan tré lai nhiét
d6 am sau (-90°C dén -60°C) 1 lan.

Grli lai thoi gian bat dau bao quan vac xin trong & nhiét do “-25°C dén -
15°C”.

Néu hét thoi han 2 tuan bao quan trong budng lanh/ti lanh am, chuyén
véc xin sang ti lanh duong +2°C dén +8°C thi bao quan thém tbi da 1
thang (31 ngay). Ghi thoi gian bét diu bao quan & +2°C dén +8°C

Bio quian vic xin
trong budng lanh/ti
lanh dwong nhiét do
+2°C dén +8°C.

Vic xin c¢6 thé dugc bao quan trong budng lanh/tu lanh duwong tir +2°C
dén +8°C tdi da 1 thang (31 ngay). Bat cir khi ndo van chuyén vic xin ¢
nhiét 6 +2°C dén +8°C thi thoi gian van chuyén déu duoc tinh vao gidi
han 1 thang (31 ngay), tong thoi gian van chuyén & nhiét d6 +2°C dén
+8°C khong vuot qua 12 gid.

Ghi ngay bat dau bao quan ¢ nhiét do tir +2°C dén +8°C dé theo doi thoi
gian vic xin dd duoc dé trong budng lanh/tu lanh ¢ nhiét do nay.
KHONG lam ddng bing lai vic xin.

Luu ¥: Khi chuyén khay/ lo vic xin giita cac moi truong bao quén:

+ Khong cham vao lo vic xin cho dén khi c¢6 nhu cau ldy chung ra khoi
khay lo déstr dung hodc chuyén mdi trudng bao quan.

+ Peo ging tay bao ho khi chuyén cac lo vic xin déng lanh.

+ Khi 1y lo véc xin ra khoi khay khong nén mang ca khay ra khoi moi
truong dong lanh. Néu khay 13y ra khoi ti am tir -25°C dén -15°C , hay
dé lai tu déng trong vong chwa day 1 pht.

+ Sau khi lo riéng 1é duogc 1y ra khoi khay ¢ nhiét d6 phong, khong duoc
dua tro lai bao quan dong lanh va nén duoc ra dong dé sir dung.

+ Khong lam dong lai cac lo da ra dong.

Bdo quin vic xin sau
khi pha loang:

Béo quan lo vac xin da pha lodng ¢ nhiét d6 +2°C dén +8°C trén miéng
xbp trong phich vic xin. Vic xin di pha chi duoc str dung trong vong 6
gio

3. Lich tiém chung

Vic xin Comirnaty cta Pfizer — BioNTech duoc chi dinh tiém phong cho
ngudi tir 12 tudi trg 1én.

Lich tiém gdm 2 mili, khoang cach giita mili 2 va miii 1 tir 3 dén 4 tuan
(21 -28 ngay)

4. Liéu luong, duong tiém

0,3ml, tiém bap

5. Chi dinh, chéng chi dinh

Chi dinh

Tiém chung vic xin COVID-19 cho mét s6 nhom doi tugng dic biét:
+ Nhom nguoi mac bénh kém theo: Nguoi c6 bénh nén, bénh man tinh 13

dbi twong c6 nguy co nhidm cao va miac COVID-19 ning nén can duoc




tiém vic xin, tuy nhién trude khi tiém can dugc kham sang loc can than,
tiém chung khi bénh da 6n dinh.

+ Nhom phu nit mang thai: khong khuyén céo tiém vic xin cho phu nif
mang thai, vi khéng du dit liéu vé rui ro xay ra & phu nit c6 thai. Tuy nhién,
néu loi ich cua viée tiém phong vuot trdéi hon cac rui ro tiém 4n cua vic
xin d6i v6i phu nit mang thai. Khong khuyén cao phai thir thai trudc khi
tiém chung.

+ Nhoém phu nir cho con ba: Tiém véc xin néu ho thudéc nhom déi tuong

nguy co.
Khong can tam ngung cho con bu sau khi tiém vac xin.

+ Nhom nguoi bi suy giam mién dich: C6 thé tiém véc xin néu ho thudc
nhoém nguy co, cic thong tin, hd so vé suy giam mién dich can duoc cung
cap cho nhan vién y t& dé tu van vé loi ich va rui ro ciing nhu theo déi,
danh gié sau tiém chung.

+ Nhém nguoi ¢6 bénh tw mién: C6 the dugc tiém chung néu ho khong cd
cac chong chi dinh tiém vac xin. ’ ) q o i
+ Nhom nguoi bi HIV: C6 thé tiém vac xin néu da kiém soat tot bang dieu
trj thudc khang vi rat va ho thuéc nhém nguy co can tiém véc xin.

+ Nhom nguwoi €6 tién sir liét mat: ¢6 thé tiém vac xin néu khong c6 chéng
chi dinh ‘ 9 ’

+ Nhom nguoi co tién su dung khang thé don dong hodc huyet twong cua
nguwoi bénh dé diéu tri COVID-19 truée d6: Tiém vic xin dugc it nhat sau
90 ngay dé tranh anh huong cia viée diéu tri toi dap tmg mién dich do vac
Xin gay ra.

Chong chi dinh

+ C0 tién st phan ung di Gmg (phan vé) véi bat cir thanh phan nao cia vac
xin Comminaty Pfizer - BioNTech COVID-19. Pac biét, khong nén su
dung cho nhiing ngudi c6 tién st phan tng di Gmg nghiém trong véi
polyethylene glycol (PEG) hodc cac phan tur lién quan.

+ Nhiing nguoi ¢o phan tng di tng ngay 1ap tac (vi du: phan vé, noi may
day, phu mach, suy hd hap) véi liéu dau tién cua vac xin nay sé khong
tiém lieu tiep theo. ’

Tiém chung dong thoi cung cac vac xin khac:

+ Chua c6 day du dir liéu vé kha nang sir dung thay thé cho nhau cua vac
xin véi véac xin phong COVID-19 khic. Khuyén cdo tiém du 2 lidu cua
cing mot loai vac xin phong COVID-19.

+ Nén tiém vac xin phong COVID-19 tbi thiéu cach 14 ngay voi tiém
chung céac vic xin phong bénh khac.

6. Phan Gng sau tiém ching

+ Phan tng rat pho bién (>10%) nhu dau dau, dau khép, dau co, dau tai
vi tri tiém, mét moi, 6n lanh, sbt (tin suat cao hon dbi véi lidu thir 2),
sung tai chd tiém

+ Phan tmg pho bién (tir 1/100 dén dudi 1/10): Budn noén, man do chd
tiém

+ Khong phd bién (>1/1.000 dén <1/100): N6i hach, mat ngu, dau
ttr chi, khd chiu, ngira chd tiém.




+ Hiém (>1/10.000 d&én < 1/1.000): Bell’s palsy (liét mat ngoai

bién cap tinh).
+ Nha san xuat chua c6 khuyén cdo vé phan ung phan v¢,viém co tim,

huyét khdi giam cau. Nhimg phan tng nay duoc ghi nhan & mot s qudc

gia v6i ty 18 rat hiém gip.




VAC XIN PHONG COVID-19 MODERNA

gc xin phong COVID-19 Moderna 13 vic xin RNA thong tin (mRNA).

¢ xin mRNA gitp céc té bao co thé tao ra mot loai protein vo hai. Sau
do6, protein vo hai nay s& kich hoat phan ing mién dich ciia co thé tao
ang thé chdng lai vi rat SARS-CoV- 2 1a tac nhan gay bénh COVID-19.
dc xin MRNA:

- Khong 1am thay doi hodc twong tac véi DNA cta ngudi duoc

tiém ching theo bat ky cach nao.

+ Khong st dung vi rat séng gy bénh COVID-19.

+ Khong thé gay bénh COVID-19 cho ngudi duge tiém ching

Vic xin phong COVID-19 Moderna ctia hing Moderna da dugc Cuc
Quan 1y Thyc pham va Duoc pham (FDA) cip Gidy phép Str dung Khan
cap (EUA) vao ngay 18 thang 12 nam 2020 va dugc T6 chuc Y té thé
gidi thong qua chip thuin sir dung vic xin trong truong hop khan cép
ngay 30 thang 4 ndm 2021. Vic xin nay da dugc nhiéu qudc gia trén thé
gidi cAp phép luu hanh va sir dung.

Tai Viét Nam, vic xin phong COVID-19 Moderna da dugc B Y té phé
duyét co didu kién vic xin cho nhu cau cdp bach trong phong, chéng dich
bénh COVID-19 tai Quyét dinh sé 3122/QD-BYT ngay 28 thang 6 nim
2021 va quyét dinh 3291/QD-BYT ngay 02/07/2021 vé viéc bd sung ndi
dung Piéu 1 Quyét dinh s6 3122/QD-BYT ngay 28 thang 6 nim 2021.

Tén vic xin:
Moderna COVID-19 Vic xine
Moderna mRNA-1273 Vic xine
COVID-19 mRNA Vic xine (nucleiside modified)
Vic xin SPIKEVAX

Co s6 san Moderna TX-M§
Xuat/nwéc san xuat: Catalent Indiana, LLC-My
Lonza Biologics, Inc-M¥
Baxter-My
Rovi Pharma Industrial Services, SA-Tay Ban Nha
Moderna Biotech-Tay Ban Nha
Racipharm Monts-Phéap

Dang trinh bay Mai liéu 0.5 ml vic xin phong COVID-19 Moderna chira 100 mcg mRNA
(duoc nhiung trong cac lipid nanoparicle SM-102)
O nhiét do bao quan -50°C dén -15°C: Vic xin & dang dung dich c6 dic
dong lanh. ’ ’
O nhiét do bao quan +2°C dén +8°C vac xin ¢ dang dung dich mau tir
trang dén trang nga.
Vic xin déng lo nhiéu liéu:
-Lo da liéu chira nhiéu nhat 11 liéu/lo: trong khoang 10-11 lidu, mdi liéu
0,5ml.
-Lo da liéu chira nhiéu nhét 15 liéu/lo: trong khoang 13-15 lidu, mdi liéu
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0,5ml. )
-Hop thir cap dong goi: 10 lo/hop

Hiéu lyre ciia vac xin phong COVID-19 Moderna:

Vic xin d3 duge ching minh 1a c6 hi¢u qua téi 94,1% (dao dong tir 89,3%
dén 96,8% voi @6 tin cay 95%). Hiéu qua duoc duy tri trén tit ca cac
nhom tudi (trén 18 tudi) va khong bi anh hudng béi gi6i tinh hodc dan toc
Theo mdt s6 nghién ctru vé vic xin phong COVID-19 Moderna, hiéu
qua sau liéu dau tién dat 91,9% bat dau tir 14 ngdy sau tiém véi thoi
gian theo ddi trung binh 13 28 ngdy va thong tin vé viéc khang thé
ton tai dén 6 thang sau liéu thir hai da duoc ghi nhan

2. Bao quan vic Xin

Bdo quan ¢ nhiét
dd am -50°C dén -
15°C trong tu lanh
am

Vic xin c6 thé bao quan ¢ nhiét d6 tir -50°C dén -15°C cho dén ngay hét
han str dung duoc ghi trén nhan cua lo vic xin (7 thang ké tir ngdy san
Xuat).

Khéng bao quan vic xin phong COVID-19 Moderna ¢ nhiét 46 dudi -
50°C, sir dung d4 kho dé bao quan c6 thé 1am nhiét do ha dudi -50°C.
Trong qua trinh bao quan véc xin can dé lo vac xin thang dung trong hop
va han ché tiép xtic v6i anh sang. Vic xin da rd dong sé khong bao quan
trg lai nhiét d§ dong bang do vay khong léy lo vic xin ra khéi ti lanh &m
cho dén khi sin sang rd dong va st dung véc xin hodc van chuyén véc xin.

Bdo quadn ¢ nhiét dp
+2°C dén +8°C

Vic xin c6 thé bao quan & nhiét do tir 2°C dén 8°C trong thoi gian toi da
30 ngay. Ghi lai thoi gian bat dau bao quan vic xin ¢ nhiét do tir 2°C dén
8°C. Khong dugc dé dong bang lai vic xin da rd dong

Nhiét dp bdao qudn
khéac

Lo véic xin chua mé c6 thé bao quan ¢ nhi¢t do tu +8°C dén +25°C trong
thoi gian tong cong 1a 24 gio.

Lo véc xin dd mé c6 thé bao quan & nhi¢t do tir +2°C dén +25°C trong tbi
da 12 gio.

Diéu  kign  vin
chuyén vic xin
phong COVID-19
Moderna

Néu khong thuc hién van chuyén viac xin phong COVID-19 Moderna
nhiét d6 am. Khuyén céo van chuyén lo véc xin ¢ nhiét do tir 2°C dén 8°¢
trong toi da 12 gio. Phuong tién va dong goi van chuyén can dam bao dul
tri nhiét do tir 2°C dén 8°C trong sudt thoi gian di chuyén va han ché t6i d
su rung lac.

Sau khi ra dong va van chuyén & nhiét do +2°C dén +8°C, véc xin s& tiép
tuc duoc bao quan & 2°C dén 8°C cho dén khi str dung. KHONG lam dong
béng lai véc xin dd duoc 1am rd dong.

Rd déng vic xin

Néu vic xin bao quan ¢ nhiét do am tir -50°C dén -15°C can rd dong vic
xin trude khi st dung. Thoi gian 13 déng phu thudc vao lidu déng lo va
nhi¢t do ra dong:

+ Lo da liéu chira nhiéu nhat 11 lidu/lo: thoi gian rd dong 13 2 gid

30 phit ¢ nhiét d6 2°C dén 8°C hodc 1 gid ¢ nhiét d6 phong 15°C

dén 25°C.

+ Lo da liéu chtra nhiéu nhat 15 liéu/lo: thoi gian rd dong 3 gid &

nhiét d6 2°C dén 8°C hoic 1 gi0 30 phut ¢ nhiét do phong 15°C

dén 25°C

3. Lich tiém chung
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Vic xin phong COVID-19 Moderna dugc chi dinh tiém phong cho ngudi
tlr 18 tudi tré 1én.

Lich tiém gém 2 miii, khoang cach giita mili 2 va mdi 1 1a 1 thang (28
ngay). ‘

Néu miii 2 dugc tiém cach mii 1 it hon 28 ngay, khong can tiém lai mii
d6. Néu hoan tiém so v6i lich tiém ching nén tiém cang sém cang tét sau
d6. Hién tai, nha san XuAt khuyén cdo mdi dbi tugng tiém t6i da 2 mii

4. Liéu luong, duong tiém

0,5ml, tiém bap

5. Chi dinh, chong chi dinh

Chi dinh

Tiém chung vac xin phong COVID-19 Moderna cho nhém ddi tojong dac
biét: ’ .

+ Nhom nguwoi mdac bénh kem theo: Nguoi ¢6 bénh nén, bénh man tinh la
dbi tuong c6 nguy co cao mac bénh COVID-19 va can duge tiém véc xin
phong bénh. Mot s6 bénh di kém d3 duoc xéac dinh lam tang nguy co méc
bénh COVID-19 nghiém trong va tor vong. Thir nghiém lam sang giai
doan 3 da chirg minh vic xin an toan va hiéu qua ¢ nhitng ngudi co tinh
trang stc khoe khac nhau, bao gdm ca nhitng ngudi cd nguy co cao mic
COVID-19 nang. Céc bénh di kém dugc nghién ctu trong thir nghi¢m
Iam sang giai doan 3 bao gdm bénh phdi mén tinh, bénh tim nghiém
trong, béo phi ning, tiéu duong, bénh gan va nhiém vi rat suy giam mién
dich & nguoi (HIV). Tuy nhién trudc khi tiém chung, nhitng d6i tuong
mic bénh kém theo can duoc kham sang loc, danh gia boi cac chuyén gia
va chi dinh tiém chung khi bénh da on dinh, nén duoc tiém chung tai
bénh vién.

+ Nhom phu nit mang thai: Dit liéu hién co chua ddy du dé cung cap
thong tin vé tiém vic xin cho phu nit mang thai. Tuy nhién, khuyén co
tiém chung véc xin cho phu nir mang thai néu loi ich cua viéc tiém chung
16n hon céc rdi ro tiém 4n cia vac xin. Khong khuyén cao phai thir thai
trude khi tiém ching, tri hodn mang thai hodc bo thai vi tiém véc xin.

+ Nhém phy niz cho con bl: Tiém vic xin néu cac ddi tuong thuoc nhém
nguy co. ’

Khong can tam ngirng cho con bt sau khi tiém vac xin.

+ Nhom ngueoi bi suy giam mién dich: C6 thé tiém vic xin néu ddi tuong
thudc nhém nguy co, cac thong tin, hd so vé suy giam mién dich can dugc
cung cip cho nhan vién y té dé tu van vé loi ich va rai do ciing nhu theo
ddi, danh gia sau tiém chung.

+ Nhém nguoi ¢ tinh trang t mién dich: ¢6 thé dugc tiém chung néu
doi tuwong khong thudc dién ch()ng chi’ dinh ti@m vac xjn. o ‘
+ Nhom nguoi bi HIV: Co thé tiém vac xin néu da kiém sodat tot bang diéu
tri bang thudc khang vi rat va thudc nhom nguy co khuyén cao tiém vic
Xin...

+ Nhom nguoi cé tién sir siv dung khang thé khing COVID-19 diéu tri
trude dé: Khuyén cao tiém ching vic xin it nhat 90 ngay sau diéu tri
khang thé khang COVID-19




12

Chong chi dinh

+ CO tién sir phan wng phan vé nang vai bat ky thanh phan nao cua vac
xin phong COVID-19 Moderna

+ Nhitng ddi tugng c6 phan ¢ng phan vé ning sau miii 1, khéng tiém mii
2 cuia Vac xin phong COVID-19 Moderna hoic bt ky véic xin COVID-19
MRNA nao khac

Tiém ching dong thdi cing cac vic xin khac:

+ Chua c6 ddy dua dir liéu vé kha ning sir dung thay thé cho nhau cua va
xin phong COVID-19 Moderna véi cac vic xin phong COVID-19 kha
Khuyén cdo tiém du 2 liéu ctia cing mot loai vic xin phong COVID-19.

+ Nén tiém vic xin phong COVID-19 Moderna cach téi thiéu 14 ngay
VGi c&c vic xin phong bénh khéc

6. Phan Gng sau tiém chung

Rat pho bién (>1 / 10): Nhirc dau, budn ndn, ndn, dau co, dau khép va
ctng khép, dau tai chd tiém, mét moi, 6n lanh, sbt, ndi hach, sung doé vi tri
tiém

Phé bién (>1/100 dén <1/10): Phat ban, man dé hoic sung tai chd tiém,
non, tiéu chay ’ N

Khdng pho bicn (=1/1000 den <1/100): Ngtra cho tiém

Hiém (>1/10000 dén < 1/1000):

Sung mat, liét mdt ngoai bién cép tinh

Khong c6 s6 liéu: Sdc phan vé, qua man tuy nhién phan tng phan vé sau
tiém vacxin 1a rat hiém gap.

Viém co tim va viém mang ngoai tim

Céc bao cao cho thiy nguy co viém co tim va viém mang ngoai tim ting
1én, dic biét 1a sau khi sir dung vic xin phong COVID-19 Moderna liéu
thir hai. Thong thuong, cac triéu chirng khéi phat trong vong vai ngay sau
tiém ching. Can than trong khi chi dinh tiém chung vic xin phong
COVID-19 Moderna cho cac d6i tuong co tién sir viém co tim hodc viém
mang ngoai tim.
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VAC XIN COVID-19
(VERO CELL) BAT HOAT CUA SINOPHARM

1. Gigi thiéu vé Vic xin

ac xin COVID-19 (Vero Cell) bat hoat cuia Sinopharm, Trung Qudc san

xudt 13 vic xin phong bénh do vi rit SARS-CoV-2 (COVID-19) gay ra. Sau

*“khi vi riit bat hoat trong vac xin dugc tiém vao co thé, chiing kich thich san

‘ ‘dxuat cac khang thé va lam cho co thé sin sang de ung pho vai tinh trang

.?fr&ﬁ wnhlem vi rit SARS-CoV-2. Thanh phan cta vic xin ndy dugc bd sung
Yefoﬂ hydroxit nhém dé tang cudng phan tig cia hé théng mién dich.

2wz, Cu thé:

v ot Tén véc xin: Vic xin COVID-19 (Vero Cell) bat hoat (tén khéc 13 vic

Xln SARS-CoV-2 (VeroCell) bét hoat) cua Sinopharm.

o Thanh phéan hoat chét, ndng d6/ ham lwong: MJbi lidu (0,5 ml) chira 6.5

U khang nguyén

+ Dang bao ché: dung dich tiém

+ Quy cach déng goi: Hop 1 1o hodc 3 lo; mbi lo chira 1 1iéu 0,5 ml.

-Tén co s& san xuat — Nudc san xuat:Beijing Institute of Biological Products

Co., Ltd., China National Biotec Group (CNBG)/ Sinopharm — Trung Quéc

Theo két qua nghién ctru 1am sang cho thiy vic xin COVID-19 (Vero Cell)

bét hoat cta Sinopharm c6 hiéu lyc bao v¢ trudc tdc nhan gay bénh COVID-

19 1a 79%.

Bio quan ¢ 2 °— 8°C va khong duoc dé dong bang vac xin.

Lo vic xin chua mé bao quan & 2°C— 8°C duoc phép sir dung trong vong 24
thang ké tir ngay san xuét.

Lo véc xin d3 mé chi duoc st dung trong vong 6 gior ké tir khi mé va duoc
bao quan & 2°C—8 [IC. Bao quan tranh tiép xtc truc tiép dudi anh sang mit
troi.

Vic xin COVID-19 (Vero Cell) bat hoat cuia Sinopharm dugc chi dinh tiém
phong cho nguoi tir 18 tudi trd 1én.

Lich tiém gdm 2 miii, miii 2 cach mii 1 tir 3 - 4 tuan.

*Néu lidu thir hai bi tri hodn qua 4 tudn, thi can dugc tiém trong thoi gian
som nhét c6 thé.

0,5ml, tiém bap. Lac lo vac xin trudc khist

Chi dinh Tiém chung vac xin COVID-19 (Vero Cell) bat hoat cua Sinopharm
cho mot s6 nhom dbi twong dac biét:
+ Nhém ngueoi tie 60 tudi tré lén: HO so hiéu qua va an toan cia véc xin co
thé khong dwoc day du vi chi co mot s6 lugng nho ngudi trén 60 tudi tham
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gia trong giai doan 3 thir nghiém 1am sang. Tuy nhién, ¢ cac nhom tudi 16n,
tinh sinh khang thé sau tiém véc xin COVID-19 (Vero Cell) bat hoat cua
Sinopharm 13 twong ty nhu & ngudi tré tudi, trong khi hiéu gia khang thé
trung hoa 13 dang ké mic du c6 thip hon & cac nhom tudi 16n. Can can nhic
viéc str dung vic xin nay ¢ nhimg ngudi 16n tudi va chu dong giam sat phan
ung sau tiém chung.

+ Nhém nguwoi mdc bénh nén: Tiém ching duoc khuyén nghi cho nhirng
nguoi mic loai bénh nén ma duoc xac dinh 1a co nguy co bi ndng néu bj
nhiém COVID-19.

+ Nhém nguoi phu nit mang thai: Day 13 vic xin bat hoat v6i chit bd trg
thuong dugc sir dung trong nhiéu loai véc xin khac va hd so an toan tot da
dugc ghi nhan, bao gdm ca & phu nit ¢6 thai. Cho dén khi c¢6 dit liéu dé danh
gi4 tinh an toan va kha ning sinh mién dich & phu nit ¢6 thai, WHO khuyén
cdo st dung Sinopharm cho phu nit c¢6 thai khi 1¢i ich cua viéc tiém ching
16n hon nguy co rui ro.

+ Nhém nguwoi phu nit cho con bii: Vi day khong phai 1a vac xin vi rat song,
nén no khong c6 kha ning giy ra nguy co cho tré bu me. Hiéu qua cua vic
xin dugc mong doi l1a tuong ty gitra phu nit dang cho con bu va nhitng nguoi
truong thanh khac. WHO khong khuyén nghi ngiig cho con bu sau khi tiém
phong.

+ Nhém nguwoi bi HIV: Co thé tiém vic xin néu ddi tuong thudc nhom nguy
co phoi nhiém hodc nguy co méic bénh ning, can nhic danh gia giira loi ich
va nguy co ddi vé6i timg ca nhan. Khong can thiét phai xét nghiém HIV
trude khi tiém vic xin.

+ Nhém nguoi b suy giam mién dich, nguoi dang diéu trj thuoc irc ché mién
dich: C6 the tiém vac xin néu ho thugc nhém nguy co, cac thong tin, ho so
ve suy giam mien dich can dugc cung cap cho nhan vién y té dé tu van ve
lgi ich va rui ro cling nhu theo ddi, dénh gid sau tiém chung.

+ Doi véi nhitng nguoi dang dieu tri nhan khang the don dong hodc dang
ding huyet tuwong nhu mét phan cua dieu tri COVID-19: Nén hodn tiém
chung it nhat 90 ngay

+ Nhom nguoi bi nhiem SARS-CoV-2 trude do: cd trieu chung hay khong co
tri¢u chirng déu co thé tiém vac xin sau 6 thdng khai bénh.

Chong chi dinh

+ C0 tién sir phan (mg ning sau lan tiém chung vac xin COVID-19 (Vero
Cell) bat hoat ctia Sinopharm trudc d6 s& khong tiém lidu thir 2.

+ Qua man v6i hoat chét hodc véi bat ky ta duge nao ¢ trong thanh phan
ctia véac xin nhu Hydroxit nhom

Tiém chiing dong thdi cling cac vic xin khac:

+ Chua c6 day du dir liéu vé kha ning sir dung thay thé cho nhau cia vic
xin COVID-19 (Vero Cell) bat hoat cia Sinopharm véi vic xin phong
COVID-19 khéc. Khuyén céo tiém du 2 liéu ciia ciing mot loai vic xin
phong COVID-19.

+ Neén tiém vac xin phong COVID-19 téi thiéu cach 14 ngay voi tiém
chung céc vac xin phong bénh khac.

6. Phan Gng sau tiém chung

Céac bién co bat loi ghi nhan duoc hau hét 1a nhe dén trung binh va ton tai
trong thoi gian ngan
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Phén g tai chd tiém

Rat phé bién (>1/10):

+ Pau ¢ cho tiém

Khdng phé bién (=1 / 1000 dén <1/100):

+ D¢, sung, cung, nglra

Phan g toan than

Rat phé bién (>1/10):

+ Dau dau

Ph bién (=1 / 100 dén <1/10): ‘

+ S6t, mét moi, dau co, dau khép, ho, kho thd, budn non, ti€u chay

+ Ngtra

Khong phé bién (=1 /1.000 @én <1/100):

+ Chong mat, chan an, dau hau hong, kho nuot, chay nudc miii

+ T4o bon, qua man cam

Hiém gap (=1/10 000 d@én <1/1 000):

+ Hon mé, buon ngu, khé ngu, hat hoi, viém miii hong,

+ Nghet miii, kho hong, cam, giam cam, dau chan tay, danh trong nguc,

+ Pau bung, phat ban, niém mac da bat thudng, muyn tring c4, bénh nhin
khoa, tai

+Kho chiu, ndi hach

Rdt hiém (<1/10 000): ’ ’

+ On lanh, r6i loan chirc nang vi gidc, mat vi gidc, di cam, run, rdi loan chu
y’ ~ 2 9
+ Chay mau cam, hen suyén, kich ung c6 hong, viém amidan, khé chiu, co
dau, dau ham, u cd, loét miéng, dau rang, rdi loan thuc quan,

+ Viém da day, d6i mau phan, bénh nhan khoa, mo mat, kich ung mat,

+ Pau tai, cing thang, ting huyét ap, ha huyét ap, tiéu tién khong tu chu,
cham kinh nguyét

Khéng dii thong tin (khdng thé woc tinh tir diz lidu co san):

+ Phéan tng phan v¢

Tai liéu tham khado:
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