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LOI GIOI THIEU

BO Y té d3 ban hanh Ké& hoach trién khai chién dich tiém vic xin phong
COVID-19 nam 2021-2022 tai Quyét dinh s 3355/QD-BYT ngay 08 thang 7 nim
2021. Bé dam bao an toan tiém chung, trude khi trién khai tiém ching can bo y té
tham gia chién dich can duoc tap huan thuc hanh tiém chung cac véc xin phong
COVID -19. Trén co s hudng dan cua T6 chic Y té Thé gidi, cac nha san xuat va
Bo Y té, Chuong trinh Tiém ching mé rong Qudc gia di xay dung s6 tay “Hudng
dan thyc hanh tiém chung cac vic xin phong COVID-19”. Tai liéu bao gém 2
phan:

Phén I: Thong tin vé cac vac xin phong COVID-19 sir dung tai Viét Nam.

Phén II: Huéng dan t6 chirc tiém ching vic xin phong COVID-19.

Tai liéu nay duoc Chuong trinh Tiém chung mé rong Qudc gia bién soan va
phat hanh voi sy hd tro ciia Quy Nhi Pong Lién Hiép Qudc (UNICEF) va Chinh
pha Uc. Tai liéu duoc str dung tip huan cho nhan vién y té tham gia t6 chirc chién
dich tiém chung vic xin phong COVID-19 dé dam bao thuc hién tiém ching vic
xin an toan. N1 dung tai li¢u s€ dugc cap nhat khi c6 hudng dan méi cia BO Y té
Va C4C nha san xuét.

Chuwong trinh Tiém chiing mé rong Quoc gia
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PHAN I: THONG TIN VE CAC VAC XIN PHONG COVID-19 SU DUNG
TAI VIET NAM

Pén thang 10 nam 2021 da co 8 loai vac-xin phong COVID-19 duoc Bo Y té phé
duyét co6 diéu kién vic xin cho nhu cau cdp bach trong phong, chéng dich bénh
COVID-19 bao_gom: vic xin ciia AstraZeneca, vic xin Gam-COVID-Vac (tén khac Ia
SPUTNIK V); véc xin Vero Cell bat hoat ciia Sinopharm, vic xin Comirnaty cia
Pfizer/BioNTech, vic xin Moderna, vic xin Janssen, vic xin Hayat-Vax va vic xin
Abdala. Cho dén nay, di c6 7 loai véc xin dugc nhap khau, trién khai trong chién dich
tiém ching véc xin phong COVID — 19.

1.<Vic xin COVID-19 AstraZeneca
1.1. Thang tin chung vé vic xin COVID-19 AstraZeneca

Vic xin COVID-19 AstraZeneca 1 véc xin phong bénh do vi rat SARS-CoV-2. Thanh
phan vic xin gom vector Adenovirus tinh tinh tai t6 hgp va mat kha ning sao chép,
gan gen tong hop protein gai bé mat cua vi rat SARS-CoV-2 ¢6 tén goi la Spike (S
protein).

Vic xin COVID-19 AstraZeneca cua hing AstraZeneca duoc nghién ciru va phét trién
boi Truong Pai hoc Oxford va duoc To6 chire Y té thé gidi thong qua chap thuan sir
dung véc xin trong truong hop khan cip ngay 15/2/2021.

Tai Viét Nam vic xin COVID-19 AstraZeneca d3 dugc Bo Y té phé duyét co diéu kién
véc xin cho nhu cau cp bach trong phong, chdng dich bénh COVID-19 tai Quyét dinh
s6 983/QP-BYT ngay 01/2/2021.

- Tén véc xin: COVID-19 Vaccine AstraZeneca. -
S S—
;-

- Thanh phan hoat chat, nong d6/ ham luong: Mdi liéu
(0,5 ml) chtra: Vac xin COVID-19 (ChAdOx1-S tai
t6 hop ) 5 x 101 hat vi rat (vp).

- Dang bao ché: Dung dich tiém. N “
- Quy céach dong goi: =
+ Hop 10 lo, mdi lo chira 10 liéu, mdi liéu 0,5 ml. Hi’fh 1: Hinh danh lg
x. i o vac xin COVID-19
+ Hop 10 lo, mdi lg chura 8 liéu, moi lieu 0,5 ml. AstraZeneca



Theo két qua nghién ctu 1am sang giai doan 3 cho thiy vic xin COVID-19
AstraZeneca cé hiéu qua 72% chdng lai nhiém tring SARS-CoV-2 ¢ triéu ching, véi
khoang céach lidu tir 4 dén 12 tudn. Hiu qua cta vic xin ¢ xu huéng cao hon khi
khoang cach giita cac liéu dai hon trong khoang tir 8 dén 12 tuan.

1.2. Bdo qudn vic xin
Bao quan & +2°C dén + 8°C va khdng duoc dé déng bang vic xin.

Lo véc xin chira m& béo quan & +2°C dén +8°C dugc phép sir dung trong vong 6 thang
ké tir ngay'san xuat.

Bao quan tranh tiép xtc truc tiép dudi 4nh sang mit troi.

1.3.'Lich tiém chiing

Vic xin phong COVID-19 ciia AstraZeneca duoc chi dinh tiém phong cho nguoi tir 18
tudi tré 1én.

Lich tiém ching theo hudng dan cua nha san xuat gdm 2 mili, mii 2 cach miii 1 tir 4-
12 tuén.

B0 Y té hudng dan ap dung lich tiém gdm 2 mii, miii 2 cach mii 1 tir 8-12 tuan. Viéce
rut ngan thoi gian khoang cach gitta 2 miii tiém phai dam bao khoang cach tdi thiéu
theo hudng dan ciia nha san xuat va pht hop véi tinh hinh dich bénh.

1.4. Thue hanh tiém chiing vic xin:

Bdo qudn vic xin trong buéi tiém chiing: Vic xin phai dugc bao quan trong day
chuyén lanh (ti lanh/hom lanh/phich vic xin) ¢ nhiét do tir +2°C dén +8°C. Khong
dugc dé dong bang véc xin. Tai ban tiém chiing bao quan véc xin trong phich vic xin.

Kiém tra viic xin
1) Kiém tra nhin lo vic xin. Néu khong c6 nhan phai huy bo
2) Kiém tra han str dung lo vic xin. Néu qua han st dung phai huy bo

3) Kiém tra lo vac xin, huy vac xin néu c6 thay doi vé mau sac hoac bat ky su thay
doi bat thuong nao khéc.

4) Sir dung 1 bom kim tiém vé trung lay dung liéu 0,5ml.
Liéu lwong, dwong tiém: 0,5ml, tiém bip.
KHONG lic lo vic xin trudc khi st dung.



Tiém dang lidu 0,5ml, st dung hét lwong vic xin c6 trong lo. Néu liéu cudi
cung khong du 0,5 mlthi khéng sir dung va hity bo ca bom kim tiém da hat vac
xin. Khong don vag xin tir 2 lo khac nhau dé tiém cho 1 dbi twong.

Lo véc xin dd mé& bao quan trén miéng xdp trong phich vic xin, chi sir dung
trong vong 6 gio.

Két thiic buéi tiém chiing: Bio quan nhiing lo vic xin chua mé trong hop riéng trong

day chuyén lanh ¢ nhiét do tir +2°C dén +8°C, wu tién sir dung trudc trong budi tiém

chung sau.

1.5. Chéng chi dinh, thin trong:

Chéng chi dinh:

C6 tién sir phan tng ning sau lan tiém ching vic xin COVID-19 trudc d6 s&
khong tiém liéu thu 2.

Qua man véi hoat chit hodc v6i bat ky ta duoc nao cé trong thanh phan cia vic
xin sau day: L-Histidine; L-Histidine hydrochloride monohydrate; Magie clorua
hexahydrat; Polysorbate 80; Etanol; Sucrose; Natri clorua; Dinatri edetat
dihydrat.

Tiém chiing vic xin COVID-19 cho mdt s6 nhom ddi twong diic biét:

Nhém ngueoi tiv 65 tudi tré lén: Pay 1a nhom ddi twong c6 nguy co mac COVID-
19 nang va tr vong ty 1¢ thuan véi tudi nén duoc xac dinh 13 nhom ddi tuong
nguy co. Tuy nhién, dir liéu an toan va hiéu qua cua vic xin COVID-19
AstraZeneca trén nguoi tir 65 tudi trd 1én con han ché.

Nhom nguoi mdc bénh nén: Nguodi c6 bénh nén, bénh man tinh 1a ddi tuong co
nguy co nhiém va mic COVID-19 nang. Tiém vic xin khi bénh di 6n dinh.

Nhém nguoi phu nit mang thai: Hién chua ¢ day du dir liéu vé tiém chung cho
phu nit mang thai. Tuy nhién, khuyén cdo tiém chung vac xin cho phy nit mang
thai néu loi ich cta viéc tiém chung 1én hon céac rii ro tiém an cua vic xin.
Khong khuyén cdo phai thir thai trudc khi tiém chiing, tri hoin mang thai hodc b
thai vi tiém vic xin.

Nhém phy nit cho con bii: Tiém vic xin néu ho thudc nhém déi twong nguy co.
Khéng can tam ngimg cho con bu sau khi tiém vic xin.

Nhém nguoi bi HIV: Co thé tiém viac xin néu ddi tugng thuéc nhém nguy co phoi
nhiém hodc nguy co méic bénh ning, cin nhic danh gia giita loi ich va nguy co



dbi véi tig ca nhan. Khong can thiét phai xét nghiém HIV trude khi tiém vic
Xin.

- Nhém nguoi bi suy giam mién dich: C6 thé tiém vic xin néu ho thudc nhém nguy
co, cic thong tin, hd so vé suy giam mién dich can dugc cung cip cho nhan vién
y té dé tu van v& loi ich va rui do cling nhu theo ddi, danh gia sau tiém ching.

- Nhém ngueoi bi nhiém SARS-CoV-2 truée dé: o triéu ching hay khong co triéu
ching déu co thé tiém vic xin sau 6 thang khoi bénh.

- Nhém nguoi mac COVID-19 cdp tinh: Khdng tiém ching cho nhitng ngudi dang
mic bénh dugc xét nghiém chan dodn dwong tinh bang phuong phip PCR.
Nhitng ngudi nay dugc chi dinh tiém sau 6 thang khoi bénh.

1.6. Phdn wrng sau tiém chiing:

- Phan tng rat pho bién (>10%): nhu dau dau, budén non, dau co, dau khép, nhay
cam dau, dau, nong tai vi tri ti€ém, mét mai, bon chon, 6n lanh, sét (rét phé bién
la s6t nhe va pho bién st > 38 d6 C).

- Phan mg pho bién (tir 1% dén dudi 10% ): sung va do tai vi tri tiém.

- Céc phan ung it gip: bao gdm chong mit, dau bung, sung hach, vd md hoi, ngira,
phat ban.

- Phan tng phan vé sau tiém vic xin 13 rat hiém gip.

- Thuyén tac huyét khoi kem theo gidm tiéu cau sau khi tiém vac xin COVID-19
AstraZeneca cua da dugc ghi nhan trong cac bao céo cua cac Co quan quan ly
dugc va td chic gidm sat an toan vac xin tai nhiéu quoc gia.



2. Vic xin COVID-19 Moderna:

2.1. Théng tin chung vévic xin COVID-19 Moderna

Vic xin COVID-19 Moderna 14 vac xin RNA thong tin (mRNA). Vic xin mRNA gitp
cac té bao co thé tao ra mot loai protein vO hai. Sau do, protein v6 hai nay sé kich hoat
phan g mién dich cia co thé tao khang thé chéng lai vi rait SARS-CoV-2 14 tac nhan
gay bénh COVID-19. Vic xin mRNA:

- Khéng lam thay d6i hodc twong tic véi DNA cia ngudi duoc tiém ching theo
bét ky cach nao.

- Khéng sir dung vi rat song gay bénh COVID-19.

- Khong thé gay bénh COVID-19 cho ngudi dugc tiém ching.

Vic xin COVID-19 Moderna caa hing Moderna di duoc Cuc Quan 1y Thuc pham va
Duoc phim Hoa Ky (FDA) cip Gidy phép Str dung Khan cip (EUA) vao ngay 18
thang 12 nam 2020 va duoc To chirc Y té thé gidi thong qua chap thuan st dung vac
Xin trong trudng hop khan cap ngay 30/4/ 2021.

Tai Viét Nam, vic xin COVID-19 Moderna da duoc Bo Y té phé duyét cé diéu kién
véc xin cho nhu cau cp bach trong phong, chong dich bénh COVID-19 tai Quyét dinh
s6 3122/QD-BYT ngay 28/6/2021 va Quyét dinh 3291/QD-BYT ngay 02/07/2021.

- Tén vac xin:

+ Moderna COVID-19 Vaccine

+ Moderna mRNA-1273 Vaccine

+ COVID-19 mRNA Vaccine (nucleiside modified) gé’;',';’,';,%
VID-1

7 P \V |

+ Vic xin SPIKEVAX o e |

- Dang trinh bay: Mdi liéu 0.5 ml vic xin phong COVID-19
Moderna chta 100 mcg mRNA (dugc nhing trong céc
lipid nanoparicle SM-102) Hinh 2. Hinh dnh lp véc
+ O nhiét d6 bao quan -50°C dén -15°C véc xin ¢ Xin COVID-19 Moderna

dang dung dich c6 dac dong lanh.
+ O nhiét do bao quan +2°C dén +8°C vic xin & dang dung dich mau tur tréng dén
trang nga.

- Vac xin dong lo nhiéu licu:



+ Lo da liéu chira nhiéu nhat 11 liéu/lo: trong khoang 10-11 liéu, mbi liéu 0,5ml.
+ Lo da lidu chira nhiéy nhat 15 liéu/lo: trong khoang 13-15 liéu, mbi li¢u 0,5ml.
- Bong goi: 10 1o/hop.
Vic xin COVID-19 Moderna di duoc chung minh 14 ¢6 hi€u qua toi 94,1%. Hi¢u qua

dugc duy tri trén tat ca cac nhom tudi (trén 18 tudi) va khong bi anh hudng boi gisi
tinh hoac dan toc.

2.2. Bio quan, vin chuyén, rd dong vic xin

2.2.1. Piéu kién bdo qudn vic xin

a. Bao quan & nhiét dd Am -50°C dén -15°C trong tii lanh Am

Vac xin c6 thé bao quan & nhiét d6 tir -50°C dén -15°C cho dén ngay hét han str dung
dugc ghi trén nhén cua lo vic xin (7 thang ké tir ngdy san xuat).

Khong bao quan vic xin ¢ nhiét d6 dudi -50°C, st dung da kho dé bao quan c6 thé 1am
nhiét do ha dudi -50°C.

Trong qua trinh bao quan véc xin can dé lo vic xin thang duing trong hop va han ché
tiép xuc v6i anh sang. Vac xin di rd dong s& khong bao quan trd lai nhiét do dong
bang do vay khong 14y lo vic xin ra khoi ti lanh 4m cho dén khi sin sang ra dong dé
st dung hodc van chuyén véc xin.

b. Bio quén ¢ nhiét d9 +2°C dén +8°C

Vic xin ¢6 thé bao quan ¢ nhiét do tir +2°C dén +8°C trong thoi gian tbi da 30 ngay.
Ghi lai thoi gian bat dau bao quan vac xin ¢ nhiét do tir +2°C dén +8°C. Khong duoc
dé dong bang lai vic xin d3 rd dong.

c. Hwéng din bao quan vic xin tai cic tuyén:

- Bao quan vic xin tai tuyén Qudc gia va khu vyc: ¢ nhiét do -25°C dén -15°C.

- Bao quan tai tuyén tinh/huyén/diém tiém ching: & nhiét do +2°C dén +8°C.
KHONG lam dong bing lai véc xin da rd déng. Ghi lai ngay bat dau bao quan &
nhiét d6 +2°C dén +8°C dé dam bao thoi gian bao quan va sit dung KHONG
QUA 30 NGAY.

2.2.2. Diéu kién vin chuyé;n vic xin

Néu khéng thue hién van chuyén vic xin phong COVID-19 Moderna & nhiét 6 am,
khuyén cao van chuyén vic xin & nhiét do tir +2°C dén +8°C trong tdi da 12 gio.
Phuong tién va dong g6i van chuyén can dam bao duy tri nhiét do tir +2°C dén +8°C
trong sudt thoi gian di chuyén va han ché téi da sy rung lac.
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Sau khi ra dong va van chuyén & nhiét d6 +2°C dén +8°C, vic xin sé tiép tuc duoc bao
quan & +2°C dén +8°C cho dén khi sir dung.

2.3. Lich tiém chuing
Vic xin phong COVID=19 Moderna dugc chi dinh tiém phong cho ngudi tir 18 tudi trd 1én.
Lich tiém ching gom 2 mili, khoang cach giira mili 2 va miii 1 14 1 thang (28 ngay).

Néu miii 2 dugc ti€ém cach mili 1 it hon 28 ngay, khong can ti€ém lai miii d6. Néu hoén
tiém so vai lich tiém chiing nén tiém cang sdém cang tot sau do. Hién tai, nha san xuat
khuyén co mdi doi tuong tiém t6i da 2 miii.

2.4. Thiwe hanh tiém chiing vic xin:
Chudn bj véc xin

Néu vic xin bao quan ¢ nhiét do am tur -50°C dén -15°C can ra dong véc xin truge khi
sir dung. Thoi gian rd dong phu thudc vao liéu dong lo va nhiét do ra dong:

- Lo da liéu chtra nhiéu nhét 11 liéu/lo: thoi gian rd dong 1a 2 gid 30 phat & nhiét
d6 +2°C dén +8°C
- Lo da liéu chira nhiéu nhét 15 liéu/lo: thoi gian rd déng 1a 3 gid & nhiét do +2°C
dén +8°C.
Tai ban tiém chiing bao quan véc xin trong phich vic xin & nhiét do +2°C dén +8°C.
Kiém tra vic xin
- Kiém tra nhan lo véc xin. Néu lo vic xin khéng c6 nhin phai hiy bo.

- Kiém tra han st dung cua vic xin. Ngay hét han cta véc xin duoc ghi trén nhin
cac 1o vic xin. Néu qué han str dung phai huy bo. KHONG str dung vic xin di
hét han.

- Kiém tra thoi gian bao quan vac xin trong tu lanh duong ¢ nhiét do +2°C dén
+8°C d¢ dam bao thoi gian téi da 13 30 ngay.

- Kiém tra cam quan vic xin: vic xin sau khi ri dong hoan toan c6 dang dung dich
mau tir tring dén tring nga, c6 thé chra cac hat mau tring hodc trong md lién
quan dén san pham. Khong str dung céc lo vic xin c6 chit dang hat khac va/hoic
doi mau.

Thuc hanh tiém vic xin

- Sat trung nut lo vac xin bang mot miéng bong con mai, vo trung.
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- Xoay nhe lo vac xin moi lan lay vac xin.
KHONG lac lg vac xin: V61 moi lan 1ay vac xin,
thay doi diém cam cua kim qua cac vi tri khac

nhau cua nap lo vdc xin dé gidm nguy co ro ri @
vac xin.
- Néu str dung bom kim ti€ém dung mét lan: Lay . 57‘ T
Ay \) khons

0,2 ml khéng khi va bom vao lg vac xin trude

khi lay vic xin. KHONG ap dung budc nay khi
s dung bom kim tiém tu khoa.

- LAy 0,5 ml véc xin vao bom tiém.

- Sir dyng cing mot kim tiém dé rit va tiém vic xin. Pam bao lugng vic xin trong
bom tiém 13 0,5 ml. Néu luong véc xin con lai trong lo khong du liéu 0,5 ml, hay
b6 sb vic xin con lai trong lo vic xin. KHONG dbdn vic xin tir nhiéu lo v&i nhau
dé c6 duoc mot lidu 0,5ml.

- Lo vic xin di md bao quan trén miéng x6p trong phich vac xin, chi st dung
trong vong 6 gio.

Liéu lwong, dwong tiém: 0,5ml, tiém bap.

Két thiic buoi tiém chiing: Bao quan nhiing lo véc xin chua mo trong hop riéng trong
day chuyén lanh & nhiét d6 tir +2°C dén +8°C, wu tién su dung trudc trong budi tiém
chung sau.

2.5. Chéng chi dinh, thin trong:

Chéng chi dinh:

- Co tién str phan tng phan vé ning v6i bat ky thanh phan nao cua vic xin phong
COVID-19 Moderna.

- Nhiing d6i twong c6 phan tng phan vé nang sau mii 1, khdng tiém miii 2 cta vic
xin phong COVID-19 Moderna hoic bat ky vac xin COVID-19 mRNA nao khéc.

Tiém chiing vic xin phong COVID-19 Moderna cho nhém ddi twong dic biét:

- Nhém nguoi méc bénh kém theo: Ngudi c6 bénh nén, bénh mén tinh 13 ddi twong
6 nguy co cao mic bénh COVID-19 va can duoc tiém véc xin phong bénh. Mot
s6 bénh di kém di dugc xac dinh 1am ting nguy co mac bénh COVID-19 nghiém
trong va tir vong. Tuy nhién truéc khi tiém ching, nhiing ddi twong mac bénh
kém theo can dugc kham sang loc va chi dinh tiém ching khi bénh da 6n dinh.
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- Nhém phu nit mang thai: Hién chua c6 day du dit liéu vé tiém chiung cho phu nix
mang thai. Tuy nhién, khuyén c4o tiém chung véc xin cho phy nit mang thai néu
loi ich cuia viée tiém chung 16m hon céc rii ro tiém an cia vac xin. Khong khuyén
cao phai thir thai trude khi tiém chung, tri hoan mang thai hodac bo thai vi tiém
vac xin.

- Nhém phu nit cho con bii: Tiém vic xin néu cac ddi twong thuéc nhém nguy co.
Khong can tam ngimg cho con bu sau khi tiém véc xin.

- Nhémengwoi bi suy giam mién dich: Co thé tiém vac xin néu ddi twong thudc
nhom 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 cling nhu theo ddi, danh gia sau
tiém chung.

- Nhém nguoi c6 tinh trang tw mién dich: c6 thé dugc tiém ching néu dbi tuong
khong thudc dién chdng chi dinh tiém vic xin.

- Nhém nguwoi bi HIV: Co thé tiém véc xin néu da kiém soat t6t bang diéu tri bang
thudc khang vi rt va thuéc nhom nguy co khuyén céo tiém vac xin.

2.6. Phdn wrng sau tiém chung:

Rét pho bién (=1 / 10): Nhirc dau, budn nén, ndn, dau co, dau khdp va cimg khép, dau
tai cho ti€ém, mét méi, on lanh, sot, n6i hach, sung do vi tri ti€ém

Phé bién (=1/100 dén <1/ 10): Phat ban, man d6 hodc sung tai chd tiém, non, tiéu chay
Khong phd bién (>1/1000 dén <1/100): Ngira chd tiém

Hiém (>1/10000 dén < 1/1000): Sung mat, liét mit ngoai bién cap tinh

Khéng c6 s6 lidu: Sdc phan vé, qua mén sau tiém vic xin.

Viém co tim va viém mang ngoai tim: 13 bién ching hiém gip. Can than trong khi chi
dinh tiém chung vac xin phong COVID-19 Moderna cho cac dbi tugng c6 tién sir viém
co tim hodc viém mang ngoai tim.
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3. Vic xin phong COVID-19.Comirnaty
3.1. Théng tin chung vé vic xin COVID-19 Comirnaty

Vic xin Comirnaty ctia Pfizer — BioNTech 1a vic xin RNA (mRNA). Vic xin mRNA
giip cac té bao co thétao ra mot loai protein vO hai. Sau do, protein v0 hai nay s€ kich
hoat phan tmg mién dich cta co thé tao khang thé chong lai vi rat SARS-COV-2. Vic
xin mMRNA:
- Khéng lam thay d6i hodc twong tic véi DNA cia ngudi duoc tiém chung theo
bat ky cach nao.

- Khong str dung vi rit séng gay bénh COVID-19.

-~ Khong thé gay bénh COVID-19 cho ngudi duoc tiém chung.
Vic xin Comirnaty ctia Pfizer — BioNTech dugc T6 chire Y té thé gidi thong qua chip
thuan sir dung véc xin trong trudong hop khan cap vao ngay 31/12/2020.

Tai Viét Nam vic xin Comirnaty cua Pfizer — BioNTech d3 duoc BO Y té phé duyét co
diéu kién vic xin cho nhu cau cap bach trong phong, chdng dich bénh COVID-19 tai
Quyét dinh s6 2908/QD-BYT ngay 12/6/2021 va Quyét dinh s6 4035/QD-BYT ngay

21/8/2021.
- Tén véc xin: ’

~—

+ Comirnaty. =N
+ Tén khac: Pfizer BioNTech Covid-19 Vaccine. 5

ComIR ATY
‘-“erlle concef‘

- Thanh phan hoat chit, nong do/ham luwong: Mdi lidu 0,3ml chira HY (OvIB.33 maﬂ";

’ fter i
30mcg vac xin mRNA Covid-19 (dugc boc trong cac hat nano lipid). |DeaR date”

g

- Dang bao ché: Lo vac xin chtra 0,45 ml vac xin dang hon dich Hinh 3. Hinh dnh lp

dam dic pha tiém, twong duong 6 lidu vic xin sau pha lodng vic xin Comirnaty
v6i dung dich pha.

- Dung dich ding dé pha lodng vac xin 1a dung dich nuéc mudi sinh 1y 0,9%.
(NaCl 9%o)

Quy cach dong goi:
+ 1 khay chtra 195 lo; mdi lo chtra 6 liéu.
+ 1 khay chira 25 1o; mdi lo chua 6 lidu.
Theo két qua nghién ciru 1am sang cho thay vac xin Comirnaty cua Pfizer — BioNTech

c6 hiéu qua chdng lai nhiém tring SARS-CoV-2 ¢6 triéu chimg 13 95%.
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3.2. Bdo qudn, vdn chuyén vic xin
3.2.1. Bio qudn vic xin 6 nhiét dé am sdu -90°C dén -60°C.

Bao quan trong ta Am sau tir -90°C dén -60°C. O nhiét d6 -90°C dén -60°C vic xin c6
thé duoc bao quan cho dén ngay hét han sir dung dugc ghi trén nhin cia lo vic xin (6-
9 thang ké tir ngay san xuat).

Trong truong hep khong c6 ti 4m sdu bao quan cé thé st dung thung van chuyén giit
nhiét cua Pfizer dé t6i da hoa thoi gian sir dung. Thoi gian bao quan trong thung van
chuyén duoc tdi da 30 ngay néu duoc bo sung di kho thudng xuyén theo dinh ky 5
ngay 1 lan. Khdng nén mé thiing van chuyén giit nhiét qua 3 phit mdi 1an.

Pé 1o vic xin thang ding trong khay va tranh anh sang. Khong mé khay lo hoic théo
lo vic xin ra cho dén khi sin sang ra dong /sir dung vic xin.

3.2.2. Bido qudn vic xin trong buéng lanh/tii lanh dm -25°C dén -15°C.

Vic xin ¢6 thé duoc bao quan trong budng lanh/ta lanh am tir -25°C dén -15°C t6i da
2 tuan.

Bat ctr khi ndo van chuyén vac xin & nhiét do6 -25°C dén -15°C thi thoi gian van
chuyén déu dugc tinh vao giéi han 2 tuan. Tuy nhién luu y vac xin khi dé & nhiét do -
25°C dén -15°C thi chi dugc bao quan tré lai nhiét d6 am sau (-90°C dén -60°C) 1 lan.

Ghi lai thoi gian bat ddu 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 4m, chuyén véc xin sang tu lanh
duong +2°C dén +8°C thi bao quan thém tdi da 1 thang (31 ngay). Ghi thoi gian bat
dau bao quan & +2°C dén +8°C.

3.2.3. Bdo qudn vic xin trong buéng lanh/tii lanh dwong nhiét dp +2°C dén +8°C
Vic xin ¢6 thé duoc bao quan trong budng lanh/ta lanh duong tir +2°C dén +8°C t6i da
1 thang (31 ngay). Bat cir khi ndo van chuyén vic xin & nhiét do +2°C dén +8°C thi
thoi gian van chuyén déu duoc tinh vao gidi han 1 thang, tong thai gian van chuyén &
nhiét do +2°C dén +8°C khong vuot qua 12 gio.

Ghi ngay bat dau bao quan ¢ nhiét do tir +2°C dén +8°C dé theo dbi thoi gian vac xin
da duoc dé trong budng lanh/ta lanh ¢ nhiét do nay.

KHONG lam dong bang lai vac xin.
Luwu y: Khi chuyén khay/ lo vic xin giira cic mdi trueomg bio quan:
- Khong cham vao lo vac xin cho dén khi can lay ra khoi khay lo dé str dung hoic

chuyén moi truong bao quan.
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- Deo ging tay bao ho khi chuyén cac lo vic xin dong lanh.

- Khi lay lo vic xin ra khoi khay khong nén mang ca khay ra khoi méi trudng dong
lanh. Néu khay lay ra khoi ta am tir -25°C dén -15°C, hdy d¢ lai ti dong trong
vong chua day 1 pht.

- Sau khi lo riéng 1¢ duoc ldy ra khoi khay ¢ nhiét d6 phong, khong dugc dua tré
lai bao quan dong lanh va nén duoc ra dong dé st dung.

- Khong lam dong lai cac lo da ra dong.

3.2.4. Hwéng din bdo qudn, vin chuyén vic xin tai cdc tuyén

- Tuyén Quéc gia/khu vyc: bao quan vac xin & nhiét do 4m sau -90°C dén -60°C.

- Tuyén tinh/huyén/diém tiém ching: Van chuyén va bao quan vic xin & nhiét do
+2°C dén +8°C. Ghi lai ngay bat dau bao quan ¢ nhiét 46 +2°C dén +8°C. Tong
thoi gian bao quan, thoi gian van chuyén, tiém ching: KHONG QUA 31 NGAY.

3.3. Lich tiém chiing

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

Lich tiém gom 2 mili, khoang cach giita mili 2 va mili 1 tir 3 dén 4 tuan (21-28 ngay)
Hién nay, Bo Y té huéng dan tiém chung vic xin Pfizer cho ddi twong tir 18 tudi trd
1&n. D6 tudi ctia d6i twong tiém ching s& cap nhat theo hudng dan ctia Bo Y té.

3.4. Thuc hanh tiém chiing vic xin:

Vic xin cta Pfizer-BioNTech COVID-19 PHAI dugc pha lodng trudce khi tiém. Chi
tién hanh pha loang khi c¢6 d6i tugng dén tiém chung.

Dung dich pha lodng 1a nuéc mubi sinh Iy NaCl 0,9% duoc cap phéat kém theo vac xin.
KHONG sir dung nudc mudi thong thuodng hodc cac chat pha loang khac dé pha vac
xin. Tai budi tiém chung, bao quan dung dich pha lodng cung véi vic xin & nhiét do
+2°C dén +8°C trong phich vic xin.

Str dung mét lo dung dich pha lodng dé pha cho mét lo vic xin. Str dung mot bom kim
tiém (5ml hodc 3ml) vo tring dé pha vic xin.

Kiém tra viic xin/dung dich pha loing triwéc khi siv dung

Kiém tra nhan lo vic xin. Néu khong c6 nhin phai hay bo. Trude khi pha lodng kiém
tra han sir dung ctia vac xin va dung dich pha lodng. KHONG str dung véc xin hodc
dung dich pha lodng d3 hét han.
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Kiém tra lo véc xin d3 duoc rd d6ng trude khi pha lodng. O nhiét do
+2°C dén +8°C, vic xin dugg ra dong trong thoi gian 3 gid. /\

Nhe nhang ddo nguoc lo vic xin theo chiéu théng dimg 10 lan.

Khéng lic lo vic xin. Véc xin c6 mau tir tring dén tring nhat va ¢

thé chira cac hat duc: Khong sir dung néu chit 1ong trong lo véc xin 10x
bi d6i mau.

Pha loang vée xin

Str dung mot miéng bong con moéi, vo tring cho médi lo, lau sach cac nut cua lo nude pha
va lg vac xin. Sir dung bom kim tiém (5ml hoac 3ml), rat 1,8 ml nudc pha vao bom tiém.
B6 di's6 nudce pha con lai trong 19. Bom cham 1,8 ml nudc pha vao 1o vac xin. Lo vac xin

sau khi pha twong duong véi 6 liéu vic xin.

Pull back plunger to 1.8 mL

. . : V< il
Can bang 4p suat trong 1o vac xin trudc khi rit kim ra €1
khoi lo bang cach hiit nguoc lai 1,8 ml khong khi tir ;1
lo vic xin vao bom kim tiém dé loai bo khong khi A

.8 mL of 0.9% sodium
chloride Injection

khoi lo vac xin. & Ll )|

Nhe nhang dao nguogc theo chiéu thang ding lo vac xin di pha lodng

khoang 10 lan. Viac xin s€ c6 mau trang nhat. Khong lac lg vac xin.

Lo véc xin di pha lodng bao quan trén miéng xdp trong phich véc xin,

chi sir dung trong vong 6 gio. I

Tiem vac xin:

Sét tring nut lo vic xin di pha bang mot miéng bong con méi, vo
tring. Rt 0,3 ml vac xin da pha lodng vao bom tiém.

0.3 mL diluted vacdne
Néu luong vic xin con lai trong lo khong du liéu 0,3 ml, hay hity bo
luén bom kim tiém va vic xin ¢6 trong bom kim tiém. KHONG don
véc xin tir nhiéu lo lai v6i nhau dé c6 dwoc mot liéu 0,3ml.

Loai bo bot khi ¢6 trong bom tiém ngay khi kim tiém van con

trong lo dé tranh that thoat vic xin.

Liéu lwong, dwong tiém: 0,3ml, tiém bap.

Két thiic buéi tiém chiing: Bio quan nhiing lo vac xin chua mé trong hop riéng trong
day chuyén lanh & nhiét d6 tir +2°C dén +8°C, wu tién su dung trudc trong budi tiém
chung sau.

3.5. Chéng chi dinh, thin trong:

Chéng chi dinh:
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C6 tién sir phan ung di Gng (phan vé) v6i bt cir thanh phin nao cua vic xin
Comminaty Pfizer - BioNTech COVID-19. Piac biét, khong nén sir dung cho
nhitng ngudi ¢ tién st phan ung di tng nghiém trong véi polyethylene glycol
(PEG) hodc céc phan tir lién quan.

Nhitng nguoi ¢é phan Gng di ing ngay 1ap tirc (vi du: phan vé, ndi may day, phu
mach, suy hé'hap) véi liéu dau tién cia vic xin nay sé khong tiém liéu tiép theo.

Tiém chiing vic xin COVID-19 cho mét sé6 nhém ddi twong dic biét:

Nhom nguwoi mdc bénh kém theo: Ngudi ¢6 bénh nén, bénh man tinh 1a d6i tuong
¢6 nguy co nhidm cao va mic COVID-19 ning nén can duoc tiém vac xin, tuy
nhién trudce khi tiém can dugc kham sang loc can than, tiém chung khi bénh da
6n dinh.

Nhém phu nit mang thai: Hién chua c6 day du dir liéu vé tiém chang cho phu nit
mang thai. Tuy nhién, Khuyén cdo tiém chung véc xin cho phu nit mang thai néu
loi ich ciia viée tiém chung 16n hon céc rui ro tiém an cia vac xin. Khong khuyén
cdo phai thur thai trude khi tiém ching, tri hoan mang thai hoac bo thai vi tiém
Vac Xin.

Nhom phuy nit cho con bii: Tiém véc xin néu cac d6i tuong thudc nhom nguy co.
Khong can tam ngig cho con bu sau khi tiém vic xin.

Nhém ngwoi bi suy giam mién dich: Co thé tiém vic xin néu ho thudc nhém nguy
co, cac thong tin, hd so vé suy giam mién dich can dugc cung cip cho nhén vién
y té dé tu van vé loi ich va rii ro ciing nhu theo ddi, ddnh gia sau tiém ching.
Nhom nguoi ¢é bénh tw mién: Co thé dugc tiém chung néu ho khong co céc
chdng chi dinh tiém vic xin.

Nhém nguwoi bi HIV: C6 thé tiém vic xin néu da kiém soat t6t bang diéu trj thudc
khang vi rat va ho thudc nhém nguy co cin tiém vic xin.

NhOm nguoi co tién su ligt mat: cé thé tiém vac xin néu khong c6 chong chi dinh

3.6. Phan wrng sau tiém chiing:

Phan tng rat phé bién (>10%): dau dau, dau khép, dau co, dau tai vi tri tiém, mét
moi, on lanh, sot (tan suat cao hon doi véi liéu thur 2), sung tai cho tiém.
Phan tg phd bién (tir 1/100 dén dudi 1/10): Budn nén, man do chd tiém
Khong phd bién (>1/1.000 d&én <1/100): N6i hach, mét ngu, dau ti chi, khé chiu,
ngua cho tiém.
Hiém gip (>1/10.000 dén < 1/1.000): Bell’s palsy (liét mit ngoai bién cip tinh).
Viém co tim va viém mang ngoai tim: 13 bién ching hiém gip dugc ghi nhan &
mot s6 quoc gia.
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4. Vic xin COVID-19 (Vero Cell) bat hoat ciia Sinopharm
4.1. Théng tin chung vé vic xin COVID-19 Vero Cell bit hoat ciia Sinopharm

Vic xin COVID-19 (Vero Cell) bat hoat ciia Sinopharm, Trung Qudc san xuit 1a vic
xin phong bénh do vi Tt SARS-CoV-2 (COVID-19) gay ra. Sau khi vi rat bat hoat
trong vic xin duoc tiém vao co thé, ching kich thich san xuit cac khang thé va lam
cho co thé sin sang dé tng pho véi tinh trang nhiém vi rit SARS-CoV-2. Thanh phan
clia vac xin nay duoc bo sung hydroxit nhom dé ting cudng phan tng cta hé thong
mién dich.

Vic xin duge T6 chirc Y té thé gidi thong qua chép thuan st dung trong truong hop
khan cap vao ngay 7/5/2021.

Bo Y té phé duyét c6 diéu kién vac xin cho nhu cau cép bach trong phong, chéng dich
bénh COVID-19 tai Quyét dinh s6 2763/QD-BYT ngay 03/6/2021; s6 3121/QD-BYT
ngay 28/6/2021; s6 4254/QD-BYT ngay 04/9/2021; s6 4622/QD-BYT ngay
30/9/2021,;

- Tén viac xin: COVID-19 Vaccine (Vero Cell),

Inactivated (tén khac la SARS-CoV-2 Vaccine B ' =
. Sm— o—
(Vero Cell), Inactivate). :

- Thanh phan hoat chat, ndng do/ ham luong: Mbi ' 250 | suaumer
lidu 0,5 ml chira 6.5U khang nguyén SAR-CoV-2 g ]
bat hoat (3,9-10,4 U/liéu). ‘ W O

-
- Dang bao ché: dung dich tiém.
- Quy cach dong goi: Hinh 4. Hinh danh lp vic xin
y N COVID-19 (Vero Cell)
+ Hop 1 19; 3 19, moi lo chura 1 licu. Mot liéu 0,5 bét hoat ciia Sinopharm

ml.

+ Hop 1 1o; 3 lo, mbi lo chua 2 lidu. Mdi liéu 0,5
ml.

+ Hop 10 lo, mbi lo chira 5 liéu. Mdi liéu 0,5 ml.

Theo két qua nghién ciru 1am sang cho thay véc xin c¢6 hi¢u qua chong lai nhiém tring
SARS-COV-2 ¢6 triéu ching 1a 79% tir 14 ngay trd 1én sau lidu th hai.

4.2. Bdo qudn vic xin

Bio quan ¢ +2°C dén +8°C va khong dugc dé dong bang véc xin.
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Lo vic xin chua md bao quan & +2°C dén +8°C duoc phép st dung trong vong 24
thang ké tir ngay san xuat.

Bao quan tranh tiép xtc truc tiép dudi anh sang mit troi.

4.3. Lich tiém chung

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

Lich tiém gém 2 miii, miii 2 cach mi 1 tir 3 - 4 tuan.

*Néu lieu thir hai bi tri hodn qud 4 tudn, thi can dwoc tiém trong thoi gian sém nhdt c6
the.

4.4. Thuwe hanh tiém chiing vic xin:

Bdo qudn vic xin trong buéi tiém chiing: Vic xin phai dugc bao quan trong day
chuyén lanh (ti lanh/hom lanh/phich vic xin) ¢ nhiét do tir +2°C dén +8°C. Khéng
duoc dé dong bang vic xin. Tai ban tiém chung bao quan vic xin trong phich véc xin.

Kiém tra vac xin
+ Kiém tra nhan lg vac xin. Néu khong c6 nhan phai huy bo
+ Kiém tra han st dung lo vac xin. Néu qua han st dung phai htiy bd

+ Kiém tra lo vac xin, hily vac xin néu c6 thay do1 vé mau sac hoac bat ky sy thay
do1 bat thuong nao khac.

+ Str dung 1 bom kim tiém vo tring 1ay dung liéu 0,5ml.
Liéu lwong, dwong tiém: 0,5ml, tiém bap.
Luwu v: Lic lo vic xin truée khi st dung. Lo vic xin dd mé bao quan trén miéng x6p
trong phich véc xin, st dung trong vong 6 gid.

Két thiic buéi tiém chiing: Bio quan nhiing lo vic xin chua mé trong hop riéng trong
day chuyén lanh & nhiét do tir +2°C dén +8°C, wu tién st dung trudc trong budi tiem
chung sau.

4.5. Chéng chi dinh, thin trong:

Tiém chiing vic xin COVID-19 (Vero Cell) bat hoat ciia Sinopharm cho mét so
nhém doi twong dic biét:

- Nhém nguwoi tir 60 tuéi tré 1én: Hd so hiéu qua va an toan ciia vic xin c6 thé

khong duoc diy du vi chi c6 mot s6 luong nhé ngudi trén 60 tudi tham gia trong

giai doan 3 thir nghiém 1am sang. Tuy nhién, ¢ cdc nhom tudi 16n, tinh sinh
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khang thé sau tiém vic xin COVID-19 (Vero Cell) bat hoat cua Sinopharm 1
tuong ty nhu & ngudi tré tudi, trong khi hiéu gia khang thé trung hoa 1 déng ké
mic du c¢6 thap hon & cac nhom tudi 16n. Can can nhéc viée sir dung véc xin nay
& nhitng ngudi 16n tudi va chii dong gidm sat phan tng sau tiém ching.

- Nhém nguoi mdc bénh nén: Tiém chung duoc khuyén nghi cho nhitng ngudi mic
loai bénh nén'ma dugc xéac dinh 14 ¢6 nguy co bi ning néu bi nhiém COVID-19.

- Nhém ngwoi phu nit mang thai: Pay 13 vic xin bat hoat v&i chit bd tro thuong
dugc st dung trong nhiéu loai vic xin khac va hd so an toan tot di duogc ghi
nhan, bao gém ca & phu nit c6 thai. Cho dén khi c6 dit liéu dé danh gia tinh an
toan va kha ning sinh mién dich & phu nit c¢6 thai, WHO khuyén cdo st dung
Sinopharm cho phu nit ¢6 thai khi lgi ich cua viéc tiém ching 16n hon nguy co
rui ro.

- Nhém ngwoi phu nit cho con bii: Vi day khong phai 13 vac xin vi rat séng, nén né
khong c6 kha ning gdy ra nguy co cho tré bu me. Hiéu qua cia vic xin duoc
mong doi 14 tuong tu gitra phu nit dang cho con bu va nhirng ngudi trudng thanh
khac. WHO khong khuyén nghi ngimg cho con bu sau khi tiém phong.

- Nhém ngwoi bi HIV: CO thé tiém vic xin néu ddi tuong thudc nhom nguy co phoi
nhiém hodc nguy co méc bénh ning, can nhic danh gia giira loi ich va nguy co
dbi voi timg ca nhan. Khong can thiét phai xét nghiém HIV trudc khi tiém vic
Xin.

- Nhém nguwoi bi suy giam mién dich, nguoi dang diéu tri thudc ke ché mién dich:
C6 thé tiém viac xin néu ho thudc nhom nguy co, cic thong tin, hd so vé suy giam
mién dich can dugc cung cp cho nhan vién y t& dé tu van vé loi ich va rai ro
cling nhu theo doi, danh gia sau tiém chuing.

- Nhém nguweoi bi nhiém SARS-CoV-2 truée dé: ¢ tridu chimg hay khong co triéu
chtrng déu c6 thé tiém véc xin sau 6 thang khoi bénh.

Chéng chi dinh:

- Co6 tién st phan ng ning sau lan tiém chung vic xin COVID-19 (Vero Cell) bét
hoat ctia Sinopharm trude d6 s& khong tiém lidu thir 2.

- Qua man véi hoat chat hodc voi bat ky ta dugce ndo cé trong thanh phan ciia vac
xin nhu Hydroxit nhom.

- Nguoi bi dong kinh khong kiém soat hodc cic bénh than kinh cp tinh va c6 tién
su b1 hdi chiing Guillain-Barre.

4.6. Phdn wng sau tiém chiing:
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Cac bién cb bt loi ghi nhan dugc hau hét 1a nhe dén trung binh va tdn tai trong thoi

gian ngan
Phéan ung tai chd tiém:

Rét thuong gip: Dau & chd tiém.
it gdp: Do, sung; cting, ngira.
Hiém gip: ban do.

Phan tng toan than

Rét thuong gip: Pau dau.

Thuong gap: Sot, mét méi, dau co, dau khép, ho, kho thé, budn non, tiéu chay,
ngtra.

ft gdp: Chéng mat, chan an, dau hau hong, kho nudt, chay nude miii, tdo bon, qua
man cam.

Hiém gap: Phan ung di ing cap tinh, hon mé, budn nga, kho nga, hat hoi, viém
mili hong, nghet miii, kho hong, ciim, giam cam gi4c, dau chéan tay, danh trong
nguc, dau bung, phat ban, niém mac da bat thuong, mun tring ca, dau mat, dau
tai, noi hach.

R4t hiém gap: On lanh, rdi loan chirc nang vi giac, mat vi giac, di cam, run, r6i
loan chu y, chdy méau cam, hen suyén, kich Uing ) hong, viém amidan, kho chiu,
dau co, dau ham, u cd, loét miéng, dau rang, roi loan thuc quan,viém da day,
phan d6i mau, md mat, kich ung mat, cang thang, ting/ha huyét ap, tiéu khong
kiém so4t, cham kinh nguyét.

Khong c6 dit liéu vé phan ting phan vé.
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5. Vic xin COVID-19 Hayat-Vax
5.1. Théng tin chung vé vic xin COVID-19 Hayat-Vax

Vic xin phong COVID-19 Hayat-Vax 1a vac xin phong bénh do vi rat SARS-CoV-2
gay ra do Beijing Institute of Biological Products Co., Ltd.— Trung Qudc san xuét ban
thanh pham va co s& dong géi tai Julphar (Gulf Pharmaceutial Industries) — cac Tiéu
vuong qudc A rap thong nhit (UAE).

Vic xin Hayat-Vax 13 vic xin bat hoat tir ching SARS-CoV-2, duoc nudi cay trén té
bao Vero,vi rat duge thu hoach va bat hoat bang p-propiolactone, dugc c6 dic va tinh
ché, sau'd6 duoc hip phu véi ta duge hydroxyt nhém dé tao thanh vic xin dang 16ng.

Tai Viét Nam vic xin Hayat-Vax dugc B Y té phé duyét co diéu kién véc xin cho nhu
cau cap bach trong phong, chéng dich bénh COVID-19 tai Quyét dinh sé 4361/Qb-
BYT, ngay 10/9/2021.

- Tén vic xin: Hayat-Vax

- Dang bao ché: dung dich tiém bap.

- Thanh phan hoat chét, ndng do/ham luong: Mdi liéu 0,5ml chira 6.5 don vi khang
nguyén SARS-CoV-2 (té bao vero) bat hoat.

- Quy cach dong goi:
+ Hop 1 lo chira 1 liéu 0,5ml. fE
+ Hop 1 1o chura 2 liéu, mdi lidu 0,5ml. i
Vic xin Hayat-Vax ctia UAE dugc chuyén giao cong nghé hoan wiiE

toan tr Sinopharm, do dé vic xin Hayat-vax dugc ké thira toan

bd hd so chét luong, an toan, hi¢u qua (dir li¢u tién 1am
Hinh 5. Hinh dnh lo

sang, 1am sang) tir vac xin Verocell bat hoat ctia Sinopharm. P
& g : p vac xin Hayat-Vax

Theo két qua thir nghiém 1dm sang cho thay vic xin Hayat-
Vax c6 hi¢u qua bao v¢ dat 78,89%.

5.2. Yéu cau vé bdo qudn vic xin

Bio quan vic xin & +2°C dén +8°C va khong duoc dé dong bang vac xin. Tranh tiép
xUc vo1 anh sang.
Vic xin ¢6 han sir dung 12 thang ké tir ngdy san xuét.

5.3. Lich tiém chiing

Vic xin phong COVID-19 Hayat-Vax duoc chi dinh tiém phong cho ngudi tir 18 tudi
try 1én. Lich tiém gom 2 liéu cach nhau tir 2-4 tuan.
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Vic xin phong COVID-19 Hayat-Vax c6 thé duoc sit dung tiém mii 2 d6i voi cac
truong hop da tiém miii 1 1a véc xin Sinopharm va nguoc lai.

5.4. Thuc hanh tiém chiing vic xin:
Bdo qudn vic xin trong buéi tiém chiing: Vic xin phai dugc bao quan trong day
chuyén lanh (tu lanh/hom lanh/phich vic xin) & nhiét do tir +2°C dén +8°C. Khéng
duoc dé dong bang vic xin. Tai ban tiém chung bao quan vic xin trong phich véc xin.
Kiém tra viic xin

+ Kiém tra nhin lo vic xin. Néu khong c6 nhan phai huy bo

+ ~Kiém tra han sir dung lo vic xin. Néu qué han sir dung phai hiy bo

+ Kiém tra lg vac xin, huy vac xin néu c6 thay doi vé mau sac hodc bat ky su thay
do1 bat thuong nao khac.

+ St dung 1 bom kim tiém vo tring lay dung liéu 0,5ml.

Liéu lwong, dwong tiém: 0,5ml, tiém bap.

Luu y: Lac lo vac xin trude khi st dung. Lo vac xin da md bdo quan trén miéng xop
trong phich vac xin, chi st dung trong vong 6 gio.

Két thiic buéi tiém chiing: Bio quan nhiing lo vic xin chua mé trong hop riéng trong
day chuyén lanh & nhiét d6 tir +2°C dén +8°C, wu tién sur dung trudc trong budi tiém
chung sau.

5.5. Chéng chi dinh, thin trong:
Chéng chi dinh
- Nhitng ngudi bi di tng véi bat ky thanh phan nao (hoat chat, ta dwgc) cd trong
thanh phan ciia véc xin, hodc nhimg ngudi da c6 phan Gng di tng manh véi lan
tiém véc xin nay trude do.
Thdn trong khi sur dung
- Than trong voi truong hop bi roi loan vé mau nhu giam tiéu cau hodc rdi loan
dong mau.

- Trudng hop dang diéu tri (rc ché hé thong mién dich hodc néu ban dugc chan
doan 1a bi suy giam mién dich, thi phan ung mién dich véi vic xin c6 thé bi
giam. Trong nhitng trudng hop nay, nén hodn tiém ching cho dén khi két thuc
dot diéu tri hodc dam bao dbi tuong dugc bao vé¢ tdt. Néu ban bi suy giam mién
dich mén tinh, vic-xin nay cling c6 thé dugc khuyén dung mic du bénh 1y nén co
thé gy ra phan img mién dich han ché.
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- Nguoi bi chimg dong kinh khéng kiém soéat va cac réi loan than kinh tién trién

khéac.
5.6. Phdn wng sau tiém chung:
- Rét pho bién: Dau tai chd tiém;
- Thuong gip: Con dau thoang qua, mét moi, dau dau, tiéu chay; do, sung, ngtra va
chai ciing & chd tiém;
- 0t gap: Phat ban da tai chd tiém; budn ndn va non, ngua tai chd khong bi ti€ém,
dauco, dau khop, budn ngu, chong mit, v.v.

- Chua quan sat thiy phan tng phu nghiém trong nao lién quan dén vic xin.
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6. Vic xin phong COVID-19 Abdala

6.1. Théng tin chung vé vic xin COVID-19 Abdala

Vic xin phong COVID<19 Abdala 1 vic xin phong bénh do vi rat SARS-CoV-2 do
Trung tam K thuat Di truyén va Cong nghé Sinh hoc (CIGB), Cuba san xuét.

Thanh phan hoat chit cua vic xin Abdala 1a protein tai t6 hop ving lién két thy thé
virus SARS-CoV-2 (RBD) tuong tac voi thu thé ACE2 cua ngudi. Phan tir duge biéu
hién trong ndm men Pichia pastoris, ta duoc 12 nhém hydroxide.

Tai Viét Nam vic xin Abdala dugc B Y té phé duyét co diéu kién vic xin cho nhu
cau cip bach trong phong, chdng dich bénh COVID-19 tai Quyét dinh S6 4471/Qb-
BYT, ngay 17/9/2021.

- Tén vic xin: Abdala. -

- S ‘ i
- Dang bao ché: Hon dich tiém bap. Mai liéu 0,5 ml bao gom protein &

t4i t0 hop ctia vimg lién keét thu thé vi rit SARS-CoV-2 (RBD): 50 pg ~ |
- Quy cach dong goi: Mot hop 10 lo, mbi lo chira 10 liéu (5ml vic Ahdala cC
Xin), mdi liéu 0,5 ml. m,s":::’;',:‘
Theo két qua nghién cru 14m sang da ching minh vic xin Abdala —— —

hiéu qua dat 92,28% trong viéc giam nguy co mic bénh COVID-19 c6
tri¢u chimg, Hinh 6. Hinh inh

6.2. Yéu cau bdo qudn vic xin lo vic xin Abdala
Vic xin phai dugce bao quan trong diy chuyén lanh & nhiét do tir +2°C dén +8°C va
khong dugc dé dong bing véc xin.

Han st dung: 6 thang ké tir ngdy san xuét.

6.3. Lich tiém chiing

Vic xin Abdala duoc chi dinh tiém phong cho nguoi tir 19 tudi dén 65 tudi.

Lich tiém gom 3 liéu, khoang cach giira cac lidu la 14 ngay.
6.4. Thwc hanh tiém chiing vic xin

Bido qudn vic xin trong buéi tiém chiing: Vic xin phai duoc bao quan trong day
chuyén lanh (tu lanh/hom lanh/phich vic xin) & nhiét do tir +2°C dén +8°C. Khéng
dugc dé dong bang véc xin. Tai ban tiém chiing bao quéan véc xin trong phich vic xin.

Kiém tra vac xin
+ Kiém tra nhan lo vac xin. Néu khong cé nhan phai huy bo
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+ Kiém tra han st dung 1o vic xin. Néu quéa han st dung phai hity bo
+ Kiém tra lo vic xin; huy vic xin néu c6 thay d6i vé mau sic hodc bat ky su
thay d6i bat thuong nao khéc.
+ Sir dung 1 bom kim tiém vé tring ldy dtng liéu 0,5ml.
Liéu lwong, dwong tiém: 0,5ml, tiém bip.

Luuy:

- Léc lo vdc xin trude khi st dung.

- Tiémdung liéu 0,5ml, st dung hét lwong vic xin cé trong lo. Néu liéu cudi cung
khéng da 0,5 ml thi khong sir dung va hay bo ca bom kim tiém da hat vac xin.
Khong don vic xin tir 2 lo khac nhau dé tiém cho 1 déi tuong.

-~ Lo véac xin di md biao quan trén miéng xOp trong phich vic xin, chi sir dung
trong vong 6 gio.

Két thiic budi tiém chiing: Bao quan nhiing lo véac xin chua mo trong hop riéng trong
day chuyén lanh & nhiét do tir +2°C dén +8°C, wu tién st dung trudc trong budi tiém
chung sau.
6.5. Chéng chi dinh, thin trong:
Chéng chi dinh:
- Nguoi dudi 19 tudi.
- Chéng chi dinh véi nhitng trudng hop man cam véi bat ctr thanh phan nao cua
vac xin (bao gom ca thiomersal).
Thdn trong
- Nhitng nguoi méc bénh man tinh, ty mién dich hodc bénh chuyén héa ndi tiét
phai can nhic tai thoi diém tiém chang. Trong trudng hop huyét ap cao, nén hoan
tiém ching cho dén khi kiém soat duoc huyét ap.

- Péi voi cac truong hop bi nhidm tring cip tinh viée tiém chung vac xin Abdala
nén duoc hodn lai cho dén khi giai quyét dugc tinh trang nhiém tring.

- Kinh nghiém sir dung vic xin nay & phu nit c6 thai con han ché. Cac nghién ciru
trén dong vat ching minh vac xin khong anh huéng tryc tiép hodc gian tiép dbi
v6i thai ky, su phat trién cta phoi thai, dén ba me trong khi sinh hodc sau khi
sinh. Chi dinh tiém vic xin Abdala trong thai ky nén dugc xem xét néu loi ich
16n hon cac nguy co rii ro tiém an dbi v6i me va thai nhi dya trén cac chan doan
y te.

6.6. Phdn wrng sau tiém chung:
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Sau khi tiém vic xin Abdala cac tac dung khong mong mudn xay ra ¢ thé nhe (97%)
va ty khoi ma khong diéu tri bang thudc. Cac phan Ung ndy thudng xuét hién trong
khoang tir 24 dén 48 gio sau khi tiém véc-xin. Tan suat ghi nhan céac tac dung khong
mong mudn cao hon sau khi tiém liéu dau tién va giam sau khi tiém céc liéu tiép theo.

Tén suét xuat hién cac bién cd bat loi rat it gap, tu 0,1 dén 1% téng s6 lidu dugc st
dung, ghi nhan cht yéu cac phan tmg tai chd, hau hét 1a dau tai chd tiém, do va cimg
(0,85%). Cac phan ung toan than 1a nhirc dau (0,54%), ting huyét ap (0,27%), budn
ngu (0,18%) va mét moi (0,14%).

Céc phanimg khéac xay ra véi tan suét it hon, chiém 0,1% tong liéu str dung nhu: budn
non, ndn, dau khdp va tinh trang kho chiu néi chung.

Sau khi st dung hon ba triéu lidu trong cong dong, phan ng phan vé da dugc ghi
nhan véi tan suat 0,19 trén 100.000 lidu dugc tiém. Khong cé trudng hop tir vong hodc
cac tac dung phu nghiém trong khac lién quan dén tiém chung xay ra.
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7. Gi6i thiéu vé vic xin phong COVID-19 Sputnik V
7.1. Théng tin chung vé vic xin COVID-19 Sputnik V

Vic xin Gam-COVID-Vac (Sputnik V) do Trung tdm Dich t& va Vi sinh Qudc gia
Gamaleya (thudc Bo.Y té Nga) nghién ciru va phat trién. Pay 1a véc xin vec-to phdi
hop, duoc san xudt bang coéng nghé tai t6 hop, khéng sir dung vi rut SARS-CoV-2.
Vic xin ¢6 2 thanh phén chia thanh 2 liéu twong Gng:
- Thanh phan I: Chira vec-tor Adenovirus typ huyét thanh 26 ctia ngudi (Ad26)
tai t6 hop mang gen ma hoa protein S ciia SARS-CoV-2.
- Thanh phan II: Chira vec-tor Adenovirus typ huyét thanh 5 ctia ngudi (Ad5) tai
t6 hop mang gen ma hoa protein S ctia SARS-CoV-2.

B Y té phé duyét co diéu kién vac xin cho nhu cau cip bach trong phong, chong dich
bénh COVID-19 tai Quyét dinh s6 1654/QD-BYT, ngay 23/3/2021; s6 2422/QD-BYT,
ngay 15/5/2021; s6 3695/QD-BYT, ngay 03/8/2021.

- Tén vac xin: Gam-COVID-Vac (tén khac 1a SPUTNIK V). ’ t Fv

28

- Quy cach déng goi:

+ Hop 1 lo chira 3ml (5 licu), mdi liéu 0,5 ml.
+ Hop chira 05 dng, mdi 6ng chira 02 lidu, mdi licu
0,5ml.
+ Hop chira 05 dng, mdi éng chira 01 lidu 0,5 ml.
- Dang bao ché: Dung dich tiém. Hinh 7. Hinh dnh lp

- Vic xin ¢6 2 dang: vdc xin Sputnik V

+ Vic xin dang dong bang (Hién dang sir dung tai Viét Nam): c6 dang dong
dic, cimg, mau hoi tring. Khi rd dong c6 dang dung dich dong nhét, khong
mau hodc c6 mau hoi vang hay tring nga.

+ Dang dung dich.

Theo két qua thir nghiém 14m sang dd chimg minh hiéu qua cua vic xin Sputnik V
chéng lai COVID-19 14 91,6%.

7.2. Yéu cau bdo qudn, van chuyén vic xin dang dong bing

- Bao quan vac xin dang dong bang & nhiét do < -18°C, tranh anh sang.
- Han str dung cua vic xin 13 6 thang tir khi san xuét.
- Van chuyén vic xin dang dong bing & nhiét do <-18°C.
Hwéng din bao quén, vin chuyén vic xin dang dong bing tai cic tuyén:

- Bao quan vic xin: trong ti lanh 4&m <-18°C.
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- Van chuyén vic xin: st dung d4 kho dé déng géi vao hom lanh dé dam bao nhiét
do <-18°C.

7.3. Lich tiém chiing

Vic xin phong COVID-19 Sputnik V duoc chi dinh tiém
phong cho ngudi tir 18 tudi trd 1én.
Lich tiém: Gom 2 miii thyc hién 1an luot:

- Miii 1.tiém 0,5 ml thanh phan I.

- Miii 2 tiém 0,5 ml thanh phan II, cach miii 1 1a 3
tuﬁn.

74. Thwe hanh tiém chiing vic xin:

, L , , ) ' Hinh 8. Hinh dnh 6'ng vic xin
- Trudc khi tiém chung, 1y vac xin ra khoi tu Sputnik V' thanh phén I va IT

d6ng/hom lanh, dé & nhiét do phong cho dén khi
rd dong hoan toan (thoi gian ra dong 1 lo vac xin
khoang 3-5 phut).
- Kiém tra lo véc xin dé dam bao dung dich véc xin trong sudt, khong c6 can, van
duc hay di vat.
- Tron déu cac thanh phan bang cach lic du dua nhe nhang, khong dugc phép lic
dao lo.
- Bé 6ng tai vi trf c6 chAm mau hoic loai bo nép nhuya cta lo vic xin va sat khuan
nut cao su bang bong con. Rat di 0,5ml vic xin dé tiém 1 lidu.
- Sau khi rat liéu dau tién, cac liéu con lai trong lo/dng can duoc s dung cing
som cang tot trong vong 2 gio.
- Trong budi tiém chung: bao quan vic xin di rd dong trong phich véc xin. Chi st
dung vic xin trong vong 2 gid sau khi rd dong.
Liéu lwong, dwong tiém: liéu 0,5ml, tiém bép.
Két thiic buéi tiém chiing: Lo vic xin di rd dong khong st dung hét sau 2 gio phai
huiy bo.
7.5. Chéng chi dinh, thin trong:
Chéng chi dinh:
- Truong hgp min cam véi bat cir thanh phan nio cta vac xin. Chng chi dinh khi

dung thanh phan II (mdii tiém tha 2) néu c¢6 cac bién chimg nghiém trong sau khi
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tiém miii th 1 (soc phan.ve, di rng toan than nghi€ém trong, ro1 loan co giat, sot

nhiét do trén 40°C...). Ngudi c6 tién sir di tng nghiém trong.
Phu ni¥ c6 thai va cho con bu.

Nguoi dudi 18 tubi

Thén trong

Truong hop mac bénh gan, than tinh, réi loan noi ti€t (bat thuong chirc nang
tuyén gidap va bénh dai thao duong ¢ giai doan bién chiing).

Bénh nghiém trong cia h¢ thong tao mau, bénh dong kinh, bénh than kinh trung
uong.

Hoi chirng mach vanh cép tinh va tai bién mach mau ndo, viém co tim, viém noi
tdm mac, viém mang ngoai tim.

Do thi€u dir liéu, viéc ti€m vac xin co6 thé la mot rii ro cho cac nhém bénh nhan
sau: mac cac bénh ty mién, bi roi loan tu mién, cé cac khoi u ac tinh.

7.6. Phdn irng sau tiém chiing:

Chu yéu & muc do nhe hodc trung binh, phan (mg c6 thé xuat hién trong 2 ngiy
dau sau tiém va thuong giam trong 3 ngay tiép theo.

Phan trng thuong gap:

+ Hoi chimg gia cim: 6n lanh, sbt, dau khép, dau co, suy nhugc, kho chiu va
nhirc dau.
+ Phan tmng tai chd: dau chd tiém, xung huyét, sung tay.
Phén tng it gdp: budn non, kho tiéu, chan in, sung hach bach huyét.

Phan ing nang: Chua ghi nhén.
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8. Tém tat thong tin vé vic xin, nhiét 46 bao quén, lich tiém ching va cac lwu y khi sit dung c4c vic xin phong COVID-19:

Bang 1. Tém tit thong tin va hwéng din thwe hanh tiém chiing cc vic xin phong COVID-19 tai Viét Nam

Tén vic xin/ AstraZeneca Moderna Comirnaty Verocell clia Hayat-Vax Abdala Sputnik V
Thong tin cua Pfizer Sinopharm (dang dong
bang)
Ban chat/cong | Vector mRNA mRNA Bit hoat Bit hoat Tai to hop Vector
nghé sian xuit
+2°C dén + 8°C | -25°C dén -15°C | -90°C dén -60°C | +2°C dén +8°C | +2°C dén+8°C | +2°C dén +8°C | <-18°C.
HSD: 6 thang HSD: 7 thang HSD: 6 thang. HSD: 24 thang | HSD: 12 thang | HSD: 6 thang HSD 6 thang.
Khong dé dong | +2°C dén +8°C. | -25°C dén -15°C | Khong dé déng | Khong dé dong | Khong dé dong | Vic xin da rd
bang vic xin Thoi gian bao Thoi gian bao bang véc xin bang véc xin bang vic xin dong khong
quan, str dung quan ti da 15 dugc dé dong
Nhiét d9 bio toi da 30 ngay. | ngay bang tro lai
quan va HSD Vic xin da ra +2°C dén + 8°C
dong khong Thot gian bao
dugc dé dong quan, sir dung tdi
bang trd lai da 31 ngay.
Vic xin dé ra
dong khong
dugc dé dong
bang tro lai
Pong lo 10 liéu/lo 10 liéu/lo 6 liéu/lo 1 lidu/lo 1 lidw/lo 10 liéu/lo 1 liéu/Ong
8 lidu/lo 14 lidw/lo 2 lidu/lo 2 lidu/lo 2 lidu/6ng
5 lidw/lo 5 lidw/lg
Liéu lwong 0,5 ml 0,5 ml 0,3 ml 0,5 ml 0,5 ml 0,5 ml 0,5 ml
Lich tiém 2 miii 2 miii 2 mili 2 mili 2 mili 3 mili 2 mil
Khoang cach 8 - 12 tuan 28 ngay 3-4 tuan 3-4 tuan 2-4 tuan 14 ngay 3 tuan

gilra cac miii

Do tudi chi
dinh tiém

Tu 18 tudi tré
1én

Tu 18 tudi tré
1én

Tu 18 tudi tré
1én

Tu 18 tudi tré
1én

Tu 18 tudi tré
1én

Tir 19 tudi dén
65 tudi

Tur 18 tudi tré
1én
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Tén vic xin/ AstraZeneca Moderna Comirnaty Verocell clia Hayat-Vax Abdala Sputnik V
Thong tin cua Pfizer Sinopharm (dang dong
bang)
chung
Khong lac lo Khong lac lo Khong lac lo vac | Lic lo vac xin | Lac lo viac xin | Lic lo vic xin | Lac nhe nhang
véc xin vac xin. Xoay xin, Lat dilatlai | trude khi st trude khi st trude khi st lo véc xin
nhe 1o véc xin lo véc xin dung dung dung
Pha loédng cung Mii 1: Tiém
1,8 ml NaCl thanh phan I
0,9% Mii 2: Tiém
Thyc hanh thanh phan 11
tiém ching Vicxindimé | Vacxinddimé | Vic xin di pha Vic xinddmé | Vic xindd mo | Vac xinddmé | Vic xin da rd

st dung trong
vong 6 gio

str dung trong
vong 6 gio

loang st dung

st dung trong
vong 6 gio

st dung trong
vong 6 gio

su dung trong
vong 6 gio

dong, chi su
dung trong 2 gio

Huwéng din
tiém vac xin
khac loai

trong vong 6 gio

Khuyén cdo: Tiém du miii ciia cing mot loai vac xin cho moi doi twgng tiém chiing.

Trong trudng hop ngudn vac xin han ché, c6 thé phdi hop bang cach tiém mili 2 véac xin Comirnaty do Pfizer san xuat cho nguoi
da tiém mii 1 bang vac xin COVID-19 AstraZeneca néu dugc nguoi tiém chung dong y, khoang cach gitra cac mii tiém la 8-12

tuan.

Co thé tiém mii 2 bang vac xin cua Pfizer cho cac doi tugng da tiém miii 1 vac xin Moderna du thot gian ma khong c6 vac xin
Moderna dé tiém mdii 2.

Vic xin phong COVID-19 Hayat-Vax c6 thé dugce st dung tiém mii 2 ddi voi cac truong hop da tiém mii 1 1a vic xin
Sinopharm va nguoc lai.
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PHAN II: HUONG DAN TO CHUC TIEM CHUNG VAC XIN PHONG
COVID-19
Thuc hién t6 chirc budi tiém ching vic xin phong COVID-19 theo Hudéng din Bo
Y té da ban hanh tai Quyét dinh s6 3588/QD-BYT ngay 26 thang 7 nam 2021.

1. Chuin bi truwée budi tiém chiing
a. Ldp danh sdch doi twong tiém chiing vic xin phong COVID-19
- Lap danh sach d6i twong ddy du cac thong tin theo phu luc 1.

- Khong khdng ché s6 dbi twong trong 1 budi tiém chung, tily thudc vao nhan lyc y
té va dién tich co thé b tri nhiéu doi/ekip tiém chung tai 1 diém tiém ching.

-~ Thong béo cho cac ddi twong dén tiém ching theo khung gio dé dam bao khong
tap trung qua dong trong cing mot thoi diém.

b. D trix dii vic xin, bom kim tiém, hdp an toan cho buédi tiém chiing
C. Chudn bi cdc trang thiét bi can thiét cho buoi tiém chiing
- Thiét bi bao quan lanh vic xin (ta lanh/hom lanh/phich véc xin)
- Nhiét ké theo ddi nhiét d6 bao quan véc xin.
- Cac dung cu khac (bong, panh, khay men, khén trai ban...)
- Thung dung rac, tii hoac hdp dung vo lo vac xin riéng.
- Giay but, ban, ghé, bién chi dan.
- Nhiét ké do than nhiét, dng nghe, may do huyét ap.
- Phiéu kham sang loc trudc tiém ching vic xin phong COVID-19; Phiéu dong y

tham gia tiém véc xin phong COVID-19; Gidy x4c nhan tiém chung vic xin
phong COVID-19.
- Xa phong, nudc rira tay, dung dich sat khuan, khau trang y té.

- Hop chdng sdc co day du co s thude con han sir dung, dung cu can thiét theo
Thong tu 51/2017/TT-BYT ngay 29/12/2017 vé Huéng dan phong, chan doan,
XU tri phan vé.

- Déi véi cac diém tiém chung tai ving nguy co cao (Cic co s& diéu tri bénh nhan
COVID-19,...) can ct tinh hinh va danh gia nguy co dé trang bi phong ho cé
nhan cho nhan vién tiém chung.
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C6 tai liéu hudng dan chuyén mon vé Hudng dan thuce hanh tiém ching céc vic
xin phong COVID-19, ¢éc tai liéu truyén théng cho ngudi dan.

d. Phin cong nhén lyc:

Pdi voi diém tiém cd dinh: Nhan luc can huy dong it nhét 5 can b truc tiép tham
gia tiém véc xin phong COVID-19, trong d6 c6 it nhat 3 nhan vién y té, c6 01
nhan vién y'té trinh d6 chuyén mon tir y sy tré 1én.

Diém tiém luu dong: Co t6i thiéu 02 nhan vién y té, nhan vién thyc hién kham
sang loc, tu van, theo doi, xur tri phan rng sau tiém chung c6 trinh do chuyén
mon tur y sy trd 1én.

Céc nhan vién y té phai duoc tap huan vé tiém ching véc xin phong COVID-19.
C6 thé huy dong nhan vién y té tir cac dia phuong khac dé tham gia trién khai
tiém chung.

Tai mdi diém tiém ching phai c6 bang phan cong nhiém vu cy thé cho ting nhan
vién:

+ Nguoi hd trg dén tiép, do than nhiét, khai bao y té, huéng dan va sip xép doi
twong tai diém tiém, ghi chép vao danh sach ddi twrong, gidy xac nhan da tiém
chiing vic xin phong COVID-19, tim kiém, nhap dit liéu trong qua trinh tiém
chung...

+ Nhan vién y t¢ thyc hién kham sang loc, tu van trudc tiém ching va xu 1y tai
bién nang sau tiém chung (néu co).

+ Nhan vién y té tiém vac xin.

+ Nhan vién y té theo doi doi tuong sau tiém ching.
Tai diém ti€ém ching phai c6 so dién thoai nguoi/déi cap ctru Iuu dong/ co sé dicu tri
hd tro cap ctru, it tri cac trudng hop tai bién ning.

e. Bo tri diém tiém chiing:

B6 tri diém tiém chung theo quy tic 1 chiéu, dam bao gidn cach giita cac ban/vi tri
tiém chung.

B tri du dién tich & khu vuc cho trude tiém chung va khu vuc & lai theo ddi sau tiém
chiing dé dam bao gidn cach giira cac dbi twong.

C6 so d6 hudng dan dé nguoi dén tiém chung d& dang thyc hién.

Don tiép, hwéng din khai bdo y té —Khu vwe cho tride tiém chiing —Ban khdm

sang loc va tw van trudc tiém chiung — Ban tiém chung, ghi chép, vao so tiém

chiing — Khu vuc 6 lai theo doi sau tiém chung.
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f. Sdp xép ban tiém chiing

- Sip xép cac dung cu trong tam tay va thuin
tién cho can by y té khi thao téc.

- Trén ban tiém ching gdm c6 cac thiét bi can
thiét: Phich bao quan vic xin, bom kim tiém,
khay dung panh, 'panh, lo dung bong kho va lo

dung bong c6 con, hop chdng séc.....
dat phia dudi ban. Hinh 8. Hinh anh ban tiém chiing
- Thung rac dat phia dudi ban.

- Hop an tean, tii hodc hdp dung voé lo vac xin

0. Ra sodt dam bdo co sé tiém chiing an toan truwée khi té chire tiém chiing

Co so tiém ching phai tu thuc hién ra soat cc nodi dung vé an toan tiém chiing
trude khi to chirc tiém ching theo phu luc 2.
2. Cac buéc thuc hién tiem chiing

Céc budc thuc hién tiém chung véc xin phong COVID-19:

Doén tiép, hwdng din khai bdo y té, do thin nhiét

i

Hoan thi¢n phiéu dong y tiém chiing

i

Kham sang loc va tw van trudc tiém chung

s

Tiém chung

s

Theo déi sw co bit lpi sau tiém chiing

Buéc 1: Pén tiép, khaibdo y té, do than nhiét

- Yéu ciu dbi twong tiém chung, ngudi nha khi dén tiém ching déu phai deo khau
trang.
- Huéng dan, kiém tra dbi trong dén tiém chung thuce hién khai bao y té.
- Thuc hién do nhiét do, sang loc cac trudng hop nghi ngd co bénh duong hé hip va co
cac yéu tb dich té.
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Buéc 2: Hoan thién phiéu dong'y tiém chiing

Nhén vién y té cung cép phiéu ddng ¥ tiém vic xin phong COVID-19 theo miu
tai phu luc 3. Ngudi duoc tiém ching can dién thong tin va ky vao phiéu déng ¥ tiém
chung trude khi can bdry té kham sang loc.

Buéc 3: Kham sang loc va tw vin truéce tiém ching

Thuc hién kham sang loc trudc tiém chung cho mdi dbi tuong dén tiém chung
theo Huéngdan tam thoi kham sang loc trudce tiém ching vic xin phong COVID-19
tai Quyétdinh sb 4355/QD-BYT ngay 10/9/2021 cua Bo Y té.

Nhan lire: Nhan vién y té thuc hién kham sang loc phai 6 trinh d6 tir Y si tro [én va
da dugc tap hudn chuyén mon vé vé kham sang loc trudce tiém ching vic xin phong
COVID-19 va xtr tri phan vé theo Thong tu 51/2017/TT-BYT cta B Y té.

Phwong tién bao gom:

- Nhiét ké, 6ng nghe, may do huyét ap.
- Phiéu kham sang loc trude tiém chung véc xin phong COVID-19 (Phy luc 4)

Thue hién kham sang loc va dién thong tin vao phiéu kham sang loc:

- Xdc dinh tén, tuéi dia chi doi twong tiém chiing.
- Hai tién sir va cdc théng tin c6 lién quan:
+ Hoi tinh hinh sttc khoé hién tai, c6 dang sbt, hay dang mic cac bénh cip
tinh, bénh man tinh tién trién, dic biét tinh trang goi y COVID-19 khong?
+ Hoi tién sir da tiém vac xin phong COVID-19: s6 liéu da tiém, loai vic xin
d3 tiém, thoi gian tiém. Hoi cac phan tmg sau tiém & liu tiém ching trudc
(néu tiém liéu thi 2).
+ Hoi tién sir di tng: v6i bat ky di nguyén nao, tién st di ing ning bao gdm
ca phan vé, tién st di mg voi vic xin va bat ky thanh phan nao cta vic xin.
+ Hoi tién st bi mac COVID trong vong 6 thang qua.
+ Hoi tién sir bénh tat, tién sir suy giam mién dich, ung thu giai doan cubi,
dang diéu tri hoa tri, xa tri.
+ Tién st r6i loan dong mau/cAm mau hoac dang dung thudc chéng dong.
+ Phuy nir dang mang thai, hoi tu6i thai. Giai thich nguy co/lgi ich tiém véc
xin cho PNCT >13 tuan. Phy nit dang mang thai chéng chi dinh d6i voi vic
xin Sputnik V
+ Hoi phy nit 6 dang nudi con bang sita me. Phu nit dang nudi con bang sira
me chéng chi dinh dbi voi véc xin Sputnik V.
- Ddnh gid 1am sang:
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+ Po than nhiét cho tat ca cac ddi tuong dén tiém.
+ Do huyét ap ddi v6i nguoi co tién st ting huyét ap/huyét ap thip, ngudi co
bénh nén lién quan dén bénh 1y tim mach, ngudi trén 65 tudi.
+ Do mach, dém nhip thé & nhitng ngudi co tién st suy tim hodc phat hién bat
thuong nhu dau nguc, kho thé....
+ Quan sat toan trang, danh gid muc do tri giac, luu y nhitng nguoi c6 bénh
nén ning, nam liét givdng, mat tri gidc, mat ning luc hanh vi.
Lueu y: Cidc déi twong can dwoc kham sang loc ky va thén trong tiém chiing:
Nguoi o tién st di ing véi cac di nguyén khac.
Ngudi cé bénh nén nang, bénh man tinh..
Nguoi mat tri gidc, mat nang liuc hanh vi.
Nguoi co ¢6 tién sir giam tiéu cau va/hodc rdi loan déng mau.

Phu nit mang thai > 13 tuan.

+ o+ o+ o+ A

Nguoi phat hién thdy bat thudng diu hiéu sdng:

e Nhiét do <35°C hoac >37,5°C.

e Mach: < 60 lan/phut hodc > 100 lan/phut

e Huyét ap: Huyét ap tdi thiéu <60 mmHg hodc >90 mmHg va /hodc huyét
ap t6i da <90 mmHg hodc >140 mmHg hodc cao hon 30 mmHg so véi
huyét ap hang ngay (& ngudi cé ting huyét 4p dang diéu tri va co hd so' y
té)

e Nhip tho >25 lan/phut.

- Két lugn sau khi khdm sang loc

+ Chi dinh tiém chiing ngay cho nhirng truwong hop du diéu kién:

Nguoi trong d6 tudi tiém chung theo khuyén cdo cua nha san xuit va Bo Y
té, khong thudc nhom dbi tuong hodn tiém va chdng chi dinh.

+ Tri hoiin tiém chiing khi ¢é 1 trong cac yéu to sau day:

e Co tién sir 1o rang da mac COVID-19 trong vong 6 thang.
e Dang mic bénh cap tinh.
e Phy nir mang thai duéi 13 tuan.

+ Chuyén tiém dén co sé y té c6 di kha ning cip ciru phan vé: dbi voi
truong hop co tién sir phan vé do 3 vai bat ky nguyén nhan gi.

+ Phu nir mang thai > 13 tuin: sau khi dugc giai thich nguy co/loi ich néu
ddng y tiém chung can chuyén dén tiém va theo ddi tai co s y té co kha
nang cap ctru san khoa.

+ Chéng chi dinh tiém chiing ddi véi trweong hop:
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e Co tién st rd.rang phan vé véi vic xin COVID-19 cung loai (lan
trudce).

e (o bat cit chong chi dinh nao theo cong bod cua nha san xuat.
Tw van trudc tiém chiing: Cac ndi dung can tu van

- Thoéng bao vé loai vic xin phong COVID-19 dugc tiém chung 1an nay, tic dung
va loi ich ctua vi¢c str dung vic xin va nhitng su cd bt 1gi c6 thé gap sau tiém
chung.

- Huéng dan cach theo ddi strc khoe sau khi tiém chung theo phu luc 5.

- Hudng dan cac dbi twong tiém ching sau khi tiém véc xin van phai thuc hién
thong diép 5K.

- Nhic ddi tuong tiém chung giit phiéu xac nhan da tiém ching, tai tng dung SO
sttc khoe dién tir va ding ky tai khoan trén ung dung dé theo ddi lich sir tiém
chung vic xin COVID-19 va cha dong khai béo vé su ¢ bat loi sau tiém ching.

Buéc 4: Thure hién tiém vic xin

Bdo qudn vic xin trong buéi tiém chiing: Vic xin phai dugc bao quan trong day
chuyén lanh (ti lanh/hom lanh/phich véc xin) & nhiét d6 tir +2°C dén +8°C. Tai ban
tiém chung bao quan vac xin trong phich véc xin.

Kiém tra vic xin

1) Kiém tra nhin lo/6ng vac xin. Néu khong c6 nhan phai hay bo.

2) Kiém tra han str dung lo/dng vic xin. Néu qua han str dung phai hay bo.

3) Kiém tra lo/dng vic xin, huy vic xin néu c6 thay d6i vé mau sic hoic bat ky su
thay doi bat thuong nao khac.

4) Sir dung 1 bom kim tiém v6 trung lay dang liéu lugng cho timg loai vic xin.

Luwu y: Tiém dtng liéu luong, sir dung hét lwong vic xin ¢ trong lo/ong. Néu liéu

cudi cung khong du liéu thi khong str dung va hiy bo ca bom kim tiém da hat véc

xin. Khong don vic xin tir 2 1o khac nhau dé tiém cho 1 d6i tuong.

Tiém vic xin: tiém bap

1) Pé nghi ngudi dugc tiém ngdi xudng. Luu ¥
can b y té ngéi tranh truc dién véi doi tuong
tiém chung dé phong lay nhiém SARS-CoV-2.

2) Dé 16 ving vai va dit canh tay ra sau lung hoic
chéng tay vao hong. Co & canh tay s& dugc tha
long va khi tiém s€ d& dau hon.

3) Can bo y té dit cac ngon tay va ngon cai &

Hinh 9 : Ky thudt tiém bap



phan ngoai phia trén canh tay ctia doi tugng tiém ching, bop nhe vao co canh
tay cua nguoi dugc tiém.

4) Pam nhanh va thang kim xuyén qua da giira cdc ngon tay 1am cit ctia ban. Pam

sau vao bap thang goc 90 do.

5) An pit tong bang ngodn cai day véc xin vao.
6) Rut kim nhanh, néu noi tiém bi chay mau sir dung bong kho vo khuan an vao

cho tiém.

Ghi chép théong tin sau khi tiém vic xin:

Ghi.cac thong tin (sd lidu, ngdy tiém) vao danh sach/phan mém quan 1y ddi tuong
duoc tiém chung vac xin phong COVID-19.

Ghi day du cac thong tin vao Gidy xac nhan da tiém vic xin phong COVID-19 (Phu
luc 63, 6b).

Buéc 5: Theo doi sw cd bat loi sau tiém chiing:

Tai cac diém tiém chung can phan cong nhan vién y té chiu trach nhiém theo doi, xur
tri cac truong hop phan tmg sau tiém chiing sin sang cac phuong tién cip ciru tai chd,
hop thube phong chdng sdc.

Chudn bj sin 01 Bom tiém cé chita dung dich Adrenalin Img/Iml (rit san Iml
thuoc Adrenalin Img/Iml vao bom tiém gin sin kim, ddy kin kim tiém béang nip).
Két thitc budi tiém chiing néu khong siv dung dén cin phdi hity bé bom tiém cé
chira dung dich Adrenalin Img/Iml.

C6 san phuong an phan cong cu thé ngudi hd tro cap ctu, doi cap ctu luu dong,
phuong tién van chuyén bénh nhan khi can thiét.

Theo ddi ngudi dugce tiém chiing it nhat 30 phut sau tiém chung tai diém tiém chung.
Sau khi két thic thoi gian theo ddi sau tiém ching, co so tiém ching cung cap gidy
xac nhan d tiém vic xin cho ddi trong tiém ching va hen ngay tiém ching 1an sau.

K¢ét thic budi tiém chiing

Béo quan nhitng lo vic xin chua mé trong hdp riéng trong diy chuyén lanh & nhiét
do tir +2°C dén +8°C, uu tién sir dung trudc trong budi tiém ching sau. Trir lo/éng
vic xin Sputnik V d rd dong khong sir dung hét sau 2 gio phai hity bo.

Nhig bom kim tiém chra sir dung bao quan theo qui dinh dé dung 1an sau.

Cac lo vic xin ¢ m& khong dugc st dung nita va dé trong tii/hdp dung rac riéng.

B6 bom tiém va kim ti€ém vao hdp an toan ngay sau khi tiém, htity hop an toan sau khi
day.

Quan 1y chat thai y té trong tiém phong vac xin phong COVID-19 theo qui dinh tai
Vin ban s6 102/MT-YT ngay 04/3/2021 ctia Cuc Quén Iy Mbi truong Y té.
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4. Giam sat phan &ng sau tiém ching

Theo doi, xir tri phdn vrng sau tiém chiing tai diém tiém chiing

Khi dang trién khai tiém.chung ma xay ra tai bién nang sau ti€ém chung, thi can:

Tam dimg budi tiém chiing.

X tri cap clruy truong hop vuot qua kha ning thi phai chuyén nguoi bi tai bién ning
sau tiém chung dén co s kham bénh, chita bénh gén nhét.

Théng ké day du thong tin lién quan dén truong hop tai bién ning va bao céo theo quy

Ghi nhdn, bao céo phdn #ng sau tiém chiing
- Ghi nhan phan tmg sau tiém chung thong qua thong tin phan hoi tir dbi twong tiém

chiing hoac khi dbi twong dén co so tiém ching, kham chita bénh.

Tong hop thuc hién bao cao hang ngay vé sb truong hop phan tmg sau tiém ching
bao gdm phan tng thong thuong va cac trudng hop tai bién ning.

Céc truong hop tai bién ning s& dugc bao céo va diéu tra ngay trong vong 24 gio.
Thuc hién bao cao “0” ngay ca khong ghi nhan phan g sau tiém ching.

5. Théng k&, bao cao
- Cac don vi thyc hién bao cao hang ngay (Phu luc 7a; 7b) nhu sau:

+ Cac co so tiém chung/diém tiém chung thong ké, bao céo hang ngay két qua

tiém chung, s6 dbi tuong da duogc tiém va s6 vic xin sir dung cho tuyén
trén.

Tuyén tinh (CDC tinh) tong hop bao cio cua tat ca cac don vi trén dja ban
vé tinh hinh st dung véc xin va phan tmg sau tiém chung. Thuc hién bao
c4o hang ngay cho Vin phong TCMR Khu vuc va Quéc gia trude 17 gio 00
thong qua dia chi E-mail va dudng link nhép liéu truc tuyén.

Vin phong TCMR cac Khu vuce: Ra soat va thong nhat s6 liéu ciia cac tinh,
hoan thanh trude 18 gio 00 hang ngay trén dudng link nhép liéu truc tuyén.
Céac Truong Dai hoc, Vién, Bénh vién trén dia ban TP. Ha Noi tiép nhan
véc xin tai Vién Vé sinh dich t& Trung wong thuc hién bdo cao két qua tiém
chung hang ngay trudc 17 gio 00 qua dia chi E-mail tcmr.gg@gmail.com
va duong link nhap liéu tryc tuyén.

- Céc don vi thuc hién bao cdo Tong hop két qua tiém tiém vac xin phong COVID-19

sau khi két thiic dot tiém chiing 5 ngay cho Vian phong Tiém ching mo rong Khu vuc
va Qudc gia. (Phu luc 8a; 8b).
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PHU LUC

STT Noi dung

Phu Iyc 1 Danh sach ddi tuong tiém véc xin phong COVID-19

Phu luc 2 Bang kiém An toan tiém chiing véc xin phong COVID-19

Phu luc 3 Phiéu ddng y tham gia tiém chung vic xin phong COVID-19

Phu luc 4 Phiéu sang loc trude tiém ching vic xin phong COVID-19

Phu luc 5 Huéng dan nguoi dugc tiém ching tu theo ddi sau tiém ching vic
xin phong COVID-19

Phu luc 6a Gidy x4c nhan di tiém vac xin phong COVID-19

Phu luc 6b Gidy xac nhan di tiém véc xin phong COVID-19 (danh cho vic xin
Abdala)

Phu lyuc 7a Bio céo két qua trién khai vic xin phong COVID-19 hang ngay

Phu luc 7b Téng hop bao cao hang ngay truong hop tai bién ning sau tiém vic
xin phong COVID-19

Phuy lyc 8a & 8b | Bio céo két thuc dot tiém vac xin phong COVID-19
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PHULUC 1

DANH SACH POI TUQNG TIEM VAC XIN PHONG COVID-19

Tinh:............... Huyen:.....cocooveieiiiee
D, € I biém tiém chung:..................
: | pon | s& , 8o Dia chi noi ¢ hién tai * Thong tin tiem
Ngay M4 nhém vi dién Sb the chung GHI
TT Ho va tén * thang Tu6i | Gidi | doitugng A" .| CMT/ | bao | g§ Naga Naga .
N I cong | thoai T ) X3 Quén ‘Ngay | Ngay | CcHU
ndm sinh uu ticn tAc * CCCD hleIP nha/ Phuone | /Huven Tinh/TP | tiém mili | tiém mii
yt | T4 £ | e 1 2
1 e | e 1..120... | ..I..120...
2 e e e e e e e /..120... | ..1..120...
3 e T T e /.120... | ..1..120...
4 e I e e 1..120... | ..I..I20...
5 e T T e /.120... | ..1..120...
6 e | e 1..120... | ..I..I20...
7 e e e e [..120... | ..I.I20...
8 e | e 1..120... | ..I..I20...
9 e | e 1..120... | ..I..120...
10 e e T e e [..020... | ..J..J20...
u e | e 1..120... | ..I..I20...
12 Sl | e [..020... | ..J..J20...
13 e | e 1..120... | ..I..120...
14 e I e e e [..120... | ..I..I20...
15 ' S e A v R N R A N R SR M S R R [..120... | ..I..120...
*: BAT BUQC PHAI DIEN , )
Mai nhém doi tweng wu tién: Tham khdo Nghi quyét 21/NQ-CP va Quyét dinh 3355/0P-BYT.
** Bo sung thém cot ngay tiém miii 3 doi voi vac xin
., Ngay........ thang ...ndm 202...

Nguoi lap danh sach

Lanh dao don vi




PHU LUC 2: Bang kiém An toan tiém chiing vic xin phong COVID-19
(Ban hanh kém theo Quyét dinh'so 3588/0P-BYT ngay 26 thang 07 nam 2021 ciia B Y té)

STT

NOI DUNG PANH GIA

Co

Khéng

1.

Danh sach déiqtuqng tiém chung di duoc phan loai d6i tugng phu
hop voi dia diém tiém

Céan bd y té tham gia tiém chung dugc tdp huin vé an toan tiém
chung (kham sang loc; phat hién va xu tri sy c6 bat lgi sau tiém
chung)

Doi cép ctru luu dong chiu trach nhiém hd trg cho diém tiém:

=“C6 san sO dién thoai tai ban kham, ban tiém va ban theo doi sau
tiém

- Kiém tra dién thoai két noi

- D0i cap ctru luu dong da san sang Gng truc

Danh sach va thong tin lién lac cua t6i thiéu 1 Bénh vién thuong truc
cap ctru dugc phén cong hd tro chuyén mon va tiép nhéan cip ciru,
diéu tri ngudi co su b bat loi sau tiém ning, nguy kich.

Phiéu hudng dan tu theo ddi tai nha sau tiém danh cho nguoi dugc
tiém chuing

Hudéng dan, phac do va bd dung cu cap ciru phan vé:

- C6 san tai ban tiém

- C6 san tai ban theo ddi sau tiém ching

- B6 dung cu cap ctru phan vé bao gdm:

+ Bom tiém gin san kim, day kin kim tiém bang nip c6 chira 1 ml
thudc Adrenalin 1mg/1ml tai ban tiém va ban theo ddi sau tiém.

+ Hop cip ctru phan vé bao gdm: bom tiém: 10ml: 2 cai, 5ml: 2 cai,
1ml: 2 cai, kim tiém 14-16G: 2 cai; bong tiét trung: 1 goi; day garo:
2 cai; Adrenalin 1mg/Iml: 5 6ng; Methylprednisolon 40mg: 2 lo;
Diphenhydramin 10mg” 5 éng; nudc cat 10ml: 03 dng

+ Dung cu cap ciru: oxy; Bong AMBU va mit na ngudi 16n va tré
nhé; Bom xit salbutamol; Bo dat ndi khi quan va/hoac b mé khi
quéan va/hodc mask thanh quan; Céc thudc chdng di ing duong
ubng; Dich truyén: natriclorid 0,9%./.




PHU LUC 3: MAU PHIEU PONG Y THAM GIA TIEM CHUNG VAC XIN COVID-19
(Ban hanh kém theo Quyet dinh so 3588/QP-BYT ngay 26/07/2021)

PHIEU PONG Y THAM GIA TIEM CHUNG VAC XIN COVID-19

1. Tiém chung vic xin 1a bién phap phong bénh hiéu qu4, tuy nhién véc xin phong COVID-
19 c6 thé khong phong duge bénh hoan toan. Nguoi duoc tiém ching vic xin phong COVID-
19 du lidu c6 thé phong duoc bénh hodc giam muc d6 ning néu mic COVID-19. Sau khi
duogc tiém véc xin phong COVID-19 can thuc hién day di Thong diép 5K phong, chéng dich
COVID-19.

2. Tiém chung vic xin phong COVID-19 ¢6 thé giy ra mot sd biéu hién tai chd tiém hoic
toan than nhu sung, dau chd tiém, nhac dau, budn non, sbt, dau co...hodc tai bién nang sau
tiém chung. Tiém vac xin mili 2 do Pfizer san xuat & ngudi di tiém miii 1 bang véc xin
AstraZeneca co thé ting kha ning xay ra phan tmg théng thuong sau tiém ching.

3. Khi ¢6 tri¢u chung bat thuong vé suc khoe, nguoi dugc tiém chung can lién hé voi co so'y
té gan nhat d¢ dugc tu van, kham va dicu tri kip thoi.

Sau khi di doc cac thong tin néu trén, toi da hiéu vé cac nguy co va:
Pong y tiém ching o Khong dong y tiém ching o
Ho tén ngudi Uoc ti€m ChUNE: ..c..ooviiiiiiiiiicii s

SO AN hOAT: vttt

.......... , ngay ...... thang ...... nam 202...

(Ky, ghi ro6 ho tén)




PHU LUC 4

(Ban hanh kém theo Quyét dinh sé 4355/0P-BYT ngay 10/09/2021)

CO SO TIEM CHUNG

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap - Tu do - Hanh phic

PHIEU SANG LOC TRUGC TIEM CHUNG VAC XIN PHONG COVID-19

SO dien thoi: .....vveeeeeeiiiiii e
Nghé nghip: ...oovneeeeiie e
Ponvieongtac: .........ooiiiiiiiiii,

DPiachi I€n he: ... . o

Pa tiém mili 1 vic xin phong COVID-19:
o Chua tiém

o ba tiém, loai VA XITEo e e e,

I. Sang loc

.................. Nam o Nt O.

1. Tién sir 6 rang phan vé véi vac xin phong COVID-19 lan trude hodc

c4c thanh phan cua véc xin phong COVID-19. Khong o} Con
2. Tién st rd rang bi COVID-19 trong vong 6 thang Khong o| Co o
3. Pang mic bénh cap tinh Khong o Coo
4. Phu nit mang thai *
4a. Phu nit mang thai < 13 tuan Khong o Coéo
4b. Phy nit mang thai > 13 tuan Khong o| Coo
5: l?han vé do 3 trd 1én vai bat ky di nguyén nao (Néu co, loai tac nhan Khéng o| Céo
di ung:........)
6.. Dfmg b1 suy .giém mién dich ning, ung thu giai doan cudi dang diéu Khéng o| Céo
tri hoa tri, xa tri
7. Tién st di tmg voi bat ky di nguyén nao Khong o| Coo
8. Tién st rbi loan dong mau/cam mau Khong o| Coo
9. Réi loan tri giac, r6i loan hanh vi Khong o Coo
10. Bat thuong dau hiéu song (Néu ¢, ghi
1O ) Céo
* Nhiét do: do C * Mach***; Khéng o
lan/phut
« Huyét ap™: mmHg * Nhip thg***:
lan/phut;
II. Két luan:
- Pii diéu kién tiém chiing ngay: Tat ca déu KHONG c6 diém bat thuong O
- Chéng chi dinh tiém ching vic xin cing loai: Khi CO bat thudng tai muyc 1 mi
- Tri hoan tiém chung: Khi CO bit ky mot diém bat thuong tai cac muc 2, 3, 4a ]
- Chi dinh tiém tai cic co s& y té c6 du diéu kién cap ctru phan vé: Khi CO bt ©




thuong tai muc 5

- Nhom thén trong khi tiém chung: Khi CO bat ky mot diém bat thuong tai cac
muc 4b%6, 7, 8, 9,10.

* Phy nit dang mang thai va cho con bu: Chong chi dinh véi vdc xin Sputnik V.

* Véi phu niv mang thai. = 13 tuan Giai thich loi ich/nguy co va ky cam két néu dong
y tiem va chuyen dén co sé co cap ciu san khoa dé tiém.

** Do huyet dp doi véi nguoi c6 tién sir tang huyét ap/ huyet dp thdp, nguwoi cé
bénh nen lién quan dén bénh Iy tim mach, nguoi trén 65 tuoi.

**¥* Do mach, -dém nhip thé ¢ nguoi ¢ tién sir suy tim hodc phdt hién bt thuong
nhu dau ngue, kho tho....

Thoi gian: ... gio .. phut ngay

Nguwoi thue hién sang loc
(ky, ghi vo ho va tén)



PHU LUC 5: HUONG DAN NGUOI PUQC TIEM CHUNG TU THEO DOI
SAU TIEM CHUNGVAC XIN PHONG COVID-19
(Ban hanh kém theo Quyétdinh so 3588/0P-BYT ngay 26 thang 07 nam 2021 ciia B Y té)

(Thoi gian tw theo. doi 28 ngay sau tiém chiing, dic biét trong vong 7 ngdy dau)
I. KHI THAY MOT TRONG CAC DAU HIEU SAU:

1) O miéng thiy.¢6 cam giac t& quanh moi hodc ludi;

2) O da théy cO phat ban hodc ndi min d6 hodc tim tai hodc d6 da hodc chay méu, Xuét huyét
dudi da;

3) O hong c6 cam giac ngira, cang ctng, nghen hong, néi kho;

4) V& than kinh c6 triéu chimg dau dau kéo dai hodc dir doi, 1i bi; ngu ga, 1a 14n, hén mé, co
giat;

5)'Vé tim mach c6 dau hiéu dau tic nguc, hdi hop danh trong nguc kéo dai, ngit;

6) Puong tiéu hoa dau hiéu non, dau quin bung hoic tiéu chay;

7) Puong hé hap c6 dau hiéu khoé tha, tho rit, kho khe, tim tai;

8) Toan than:

a. Chong mit, choang, xay xam, cam giac mudn ngd, mét bat thudng

b. Pau dir doi bat thudng tai mot hay nhiéu noi khong do va cham, sang chan.

c. Sot cao lién tuc trén 39 do C ma khong dap tmg thude ha sot

HAY LIEN HE VOI:

= DOI CAP CUU LUU DONG ...

- HOAC DEN THANG BENH VIEN ......coooovvvimivinieinieineeesissee s

1. NHUNG PIEU CAN LUU Y

1) Ludn c¢6 ngudi hd trg bén canh 24/24 gio, it nhét 14 trong 03 ngay dau sau tiém chung véc
xin phong COVID-109.

2) Khong nén uéng rugu bia va cac chat kich thich it nhét 1a trong 03 ngay dau sau tiém
chung.

3) Bao dam dinh dudng day du.

4) Néu thay sung, d6, dau, noi cuc nho tai vi tri tiém: Tiép tuc theo doi, néu sung to nhanh thi
di khdm ngay, khong boi, chuom, dap bat ctr thir gi vao cho sung dau.

5) Thudng xuyén do than nhiét, néu co:

a. S6t dudi 38,5 do C: Coi bét, néi long quéan 4o, chudm/lau bang khin m tai tran, hd nach,
ben, uong du nudc. Khong dé nhiém lanh. Po lai nhi¢t d6 sau 30 phut.

b. St tir 38,5 d6 C tr¢ Ién: Su dung thuoc ha sot theo chi dan ctia nhan vién y té. Neu khong

cat dugc sot hoic sdt lai trong vong 2 tiéng can thong bao ngay cho nhan vién y té va dén co
sO v té gan nhat.



PHU LUC 6a

MAU GIAY XAC NHAN PA TIEM VAC XIN COVID-19
(Ban hanh kém theo Quyét dinh so 3588/0D-BYT ngay 26 thang 07 nam 2021 ciia B Y té)

CONG HOA XA HQI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phic

QR CODE

GIAY XAC NHAN PA TIEM VAC XIN COVID-19
(CERTIFICATE OF COVID-19 VACCINATION)

HO VA tEN/INAIME: ...eeeiiiiie ettt e s e st e e e st e e et e e e sse e e e teeesnbeeesnteeesnneeennaeeennes
Ngay sinh/Date of birth (day/month/year): ..........ccoevveiiiieie e,
S CCCD/CMT/NG ChibU/ID: oottt
SO GHBN thOAI/TEL: ..ottt ee st ee et s et et e s e eee e e en e
D1 Chi (AdAIESS): ..t

D3 dugc tiém véc xin phong bénh COVID-19/Has been vaccinated with COVID-19 vaccine:

Miii 1/First dose Miii 2/Second dose
Ngay/date ........cccccvevveveeirrennn. Ngay/date .........cccccevveereennnn
Loai véc xin/Vaccine: Loai véc xin/Vaccine:
Co s¢ tiém chung/Immunization unit Co s¢ tiém chung/Immunization unit
Ky tén, dong dau Ky tén, dong dau

(Sign and Stamp) (Sign and Stamp)




PHU LUC 6b

MAU GIAY XAC NHAN PA TIEM VAC XIN COVID-19 (danh cho vic xin Abdala)

QR CODE

CONG HOA XA HQI CHU NGHIA VIET NAM
DPoc lap - Tu do - Hanh phuc

GIAY XAC NHAN PA TIEM VAC XIN COVID-19
(CERTIFICATE OF COVID-19 VACCINATION)

HO VA TEN/INAINIE: 11vvviiiiiiiiiiiiiiiiiie ettt e e e e s s s e bbb e e e e e e e st s aab bbb e e e e e eesssasabbbbbeeeseeeanians

Ngay sinh/Date of birth (day/month/Year): ..........cccevieiiiieiecec e

SO CCCD/CMT/NG CHIBU/ID: .ot ee e e e e s e s s see e eenes

SO GBI TNOAT/TEL: ..ottt ettt ettt ettt e et es ettt ee et e s et et e et et eeee e et et et s e e eeeseneee

D1 Chi (AdAIESS): ..t

Pi duoc tiém véc xin phong bénh COVID-19/Has been vaccinated with COVID-19 vaccine:

Muii 1/First dose

Ngay/date .......ccccoovrerevennns

Loai vac xin/Vaccine:

Miii 2/Second dose

Ngay/date ..........ccocevvevrnenne.

Loai vac xin/Vaccine:

Miii 3/Third dose
Ngay/date ........ccccocereernenne.

Loai vac xin/Vaccine:

Co s¢ tiém chung
Immunization unit
Ky tén, dong dau
(Sign and Stamp)

Co s¢ tiém chung
/Immunization unit
Ky tén, dong dau
(Sign and Stamp)

Co s¢ tiém chung
Immunization unit
Ky tén, dong dau
(Sign and Stamp)




BAO CAOKET QUA TRIEN KHAI VAC XIN PHONG COVID-19 HANG NGAY
(Ban hanh kem theo Quyét dinh so 3588/QP-BYT ngay 26 thang 07 nam 2021 cua B¢ Y té)

PHU LUC 7a

DPon vi CONG HOA XA HQI CHU NGHIA VIET NAM
................................................ Poc 1ap - Tu do - Hanh phic
TONG HQP BAO CAO HANG NGAY KET QUA TRIEN KHAI TIEM CHUNG VAC XIN PHONG COVID-19
Ngay ........ /.....12021
Dia £ k. < S6 . | S6datiem Ve xin Covid- S6 phan ing thong thudng sau tiém chiing .
. | So doi So N 2 SO 19 S0 tai
phuong/ Cor Dot Loai twong | chuyén khong | So chén; < bién
T seyté/ | .0 .| vac e Y | déng v [hodn = Sése |, So truomg | Dau, |\ o | TRU | oo |l | Dau ) Tricu | s Ghi cha
Ngavy trié tiem i trong BV tia tié chi - e So hiy | hop cé sung s |chay, hong/ | On |Pau |Phét N nang
gay trien Xin nga tiém 1em 1em dinh Mii 1 |Miii 2| dung 3 T . >+ |buon <39 | =39 : N chitng | sxxx
khai gay ching ! (liéu** (liéu) |phdn irng tqz.i:ho nén dau a6 5 chay |lanh | dau | ban Khac
nhe*** tiém bung : : nuwoc miii
1
2
3
4
5
6
7
8
9
10

Cong trong ngay|

Cong don

*: Dot tiém: Can cir Quyét dinh ciia By Y té

*¥: §6 vic xin sir dung nguyén lo (liéw) (VDI : lp vic xin 10 liéu da mé, sir dung dé tiém ching cho 9 nguwdi, con 1 liéu trong lp sau buéi tiém chiing thi sé sir dung béo cdo la 10 liéu. VD2: lo vic xin 10 liéu dd mé, sie

dung dé tiém ching cho 11 ngueéi thi sé sir dung béo cdo la 10 liéu)

**%: S35 ca phan iing nhe dirgc ghi nhdn trong ngdy nhung cé thé bao gom cdc ca dirgC tiém ching tre6C ngdy bdo cdo. Mot ngudi cé nhiéu triéu chirng chi ghi nhdn 1 trieong hop & et nay

**%%: Throng hop xdc dinh Ia phdn #ng ndng thi bet bugc phdi cé théng tin bdo cdo dé nhdp vao danh sdach " Bdo cdo hang ngdy trudng hop tai bién ning sau tiém ching vdc xin phong COVID-19".

Nguoi 1am bao cao

Bdo cdo hang ngay dwoc nhdp trén Google form do Chuwong trinh TCQG cung cdp; Ban Excel giri vé e-mail ciia Chirong trinh TCQG va khu viec

thang ...ndm 2021
Lanh dao don vi




PHU LUC 7b
(Ban hanh kém theo Quyét dinh sé 3588/0P-BYT ngay 26 thing 07 nim 2021 ciia By Y t¢)
DON VI CONG HOA XA HQI CHU NGHIA VIET NAM
................................................ Dic lap - Tu do - Hanh phic

TONG HOP BAO CAO HANG NGAY TRUONG HOQP TAI BIEN NANG SAU TIEM CHUNG VAC XIN PHONG COVID-19
Thoi gian bdt dau trién khai: Ngay ......./......../202...

Ngay bao cao: ....uulserennnnn/202...

Ngay Gigi | Thoi gian i
Cosotiém | Tinh/ .| nhin |Hoténbénh | Nim | _ ,. xulthién | Lovie | " | Mo ta dién bién, xir tri | Chin dodn so o
T . \ +« | Ngay tiém o A . Tuoi |(Nam/ Y, : tiém N n Keét qua
chiing Thanh pho dwgrc bao nhan sinh . | phan g Xin . . va két qua b
' Nir) N vac xin
a0 sautiem
1 A
2 A
3 fd o odd
4 A
5 J....d J....d
6 fodiv |t
! A
8 A
9 A |
10 cdid J...l
Ngay........thang ....ndm 2021
Nguoi lam bao cdo Lénh dao don vi

Bdo cdo hang ngay dwgc nhdp trén Google form do Chuwong trinh TCOG cung cdp, Ban Excel giri vé e-mail ciia Chwong trinh TCOG va khu viee



, PHULUCS8a
BAO CAOKET THUC PQOT TRIEN KHAI VAC XIN PHONG COVID-19

CONG HOA XA HQI CHU NGHIA VIET NAM

Poc 1ap - Tw do - Hanh phic

BAO CAO KET QUA TRIEN KHAI TIEM CHUNG VAC XIN PHONG COVID-19
(0D $6 «..ouns /e eereerassseesanen ngay ... thing ... nam 2021)

Dot trién khai*: ..........

Thoi gian trién khai: Tir ngay .(./.../2021; Pén ngay ..../..../2021
Loai vic xin trién khai:..

Tong s vic xin dwge phin bd trong dot nay:.. (liéu)

I. KET QUA TRIEN KHAI TIEM COVID-19

S6 tiem dugc Vae XIZEO;'ld-IGD S6 phin ing théng thudng sau tiém chiing
1eu
Tén don vi trién | Téng sé déi 56 Dau i . | Pa 6 tai -
b A 2 L . wiwomg | sung | Nont | Y | sér | st |hong | . N zieu 521 | Ghicha
khai tuong . <. Tong so oA F o M N 5 chay/ _ . On Dau | Phat i bién
Mii 1 Miii 2 i tie Ty 1€ (%) | So sur dung | So huy |hop phin tai buon dau <39 |>=39 | chay lanh ddu ban chimg v
mui iem rng ché nén do C | do C | nuée : khac |74"8
. bung . ek
nhe*** tiém miii
a b c d e f=d+e g=f*100/h h i i k I m n o p q r s t u \
1 o[ #DIV/O!
2 o| #DIV/O!
3 o[ #DIV/O!
4 o[ #DIV/O!
5 o[ #DIv/o!
6 o[ #DIV/O!
7 o[ #DIv/o!
8 o[ #DIV/O!
9 o| #DIV/O!
10 o| #DIv/o!
Tong cgng 0 0 o| #Divior 0 0 0 0 0 0 0 0 0 0 0

*: Dot tiém: Can cir Quyét dinh cia Bé Y té hoac Vién VSDT Trung wong

**: Pon v trién khai: Ghi ré don vi qudn/huyén, bénh vién, cong an, bo doi (Déi voi Bénh vién/Vién/Truong co théglli theo ngay hodc téng)

**%: S3 ca phan iing nhe dioc ghi nhan trong ngady nhung cé thé bao gom cdc ca dwoc tiém ching truedc ngdy bao cdo. Mot ngudi ¢é nhiéu triéu chitng chi ghi nhan 1 truong hop & ¢t nay

***%: Treong hop xdac dinh la phan ing nang (¢t u) thi bdt budc phai nhdp théng tin ca tai bién nang tai phu luc 2.

II. THUAN LQI VA KHO KHAN:

I1I. KIEN NGHI VA PE XUAT

Nguoi lam bao cao

Ngay........thang ....ndm 2021

Lanh dao don vi

Giri bdo cdo bang van ban 1én tuyén trén trong vong 5 ngay sau khi két thiic trién khai méi dot tiém chiing




_ PHULUCS8b
BAO CAOKET THUC PQT TRIEN KHAI VAC XIN PHONG COVID-19

DPON VI CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 14p - Tu do - Hanh phiic

TONG HOP BAO CAO TRUONG HQP TAI BIEN NANG SAU TIEM CHUNG VAC XIN PHONG COVID-19
Dot trién khai*: ....eee (OD $6 «vuun.. /v merssssessessesassassesseses ngay ... thang ... nam 2021)

Thoi gian trién khai tai dia phuong/don vi: Tir ngdy ..../..../2021; Dénngay ..../..../22021

Ngay nhin NGBy | (igy | M Thoi | Neay xuit
Co'sé tiém | Tinh/ Thanh | Dot | . .. BRI g en | thang tiem | Loai |Lovic | didm | o ™| Chin dodn | Mo ta dién bién, xir tri va o
1T i % . Gio tiém | Ngay tiém | dwge bao . R - (Nam| . . X %, +.._ | hién phan . 2 ) Két qua
chiing pho tiéem J bénh nhin | nim .. | vac [vacxin[ Xin |xuathién . so' bo két qua
cao R / Nir) . ., wng
sinh xin phan ng
1 g | ot o R
2 g o ot O R
3 gio..... Jourid Jourid... gy Jourid
4 go..... Jourtd Jourtd gty .
5 gion.... fod ford... iy fod
Negay........ thang ....nam 2021
Nguwoi lam bao céo Lanh dao don vi

Giri bdo cdo bang vin ban 1én tuyén trén trong vong 5 ngay sau khi két thiic trién khai méi dot tiém ching



TAI LIEU THAM KHAO

. Chinh phu Viét Nam(2021) Nghi quyét sé 21/NQ-CP ngay 26 thang 02 nim 2021

ctia Thu twéng Chinh phi vé mua va st dung vac xin phong COVID-19.

. Chinh phu Viét Nam (2017) Nghi dinh s6 104/ND-CP ngay 1/7/2016 cua Thu

tuéng Chinh phi qui dinh vé hoat dong tiém chung.

. (;hir{h phu Viét Nam (2018) Nghi dinh 155/2018/ND-CP ngay 12/11/2018 stra
do6i bo-sung mdt s6 qui dinh cua Nghi dinh 104/ND-CP ngay 1/7/2016.

. Bo'Y té (2017), Thong tu 34/2018/TT-BYT ngay 12/11/2018 qui dinh mét s diéu

ctia Nghi dinh 104/ND-CP ngay 1/7/2016.

. Bo Y té (2017), Thong tu 51/2017/TT-BYT ngay 29 thang 12 nam 2017 Hudng

dan phong, chan doan, xir tri phan vé.

. Bo Y té (2021), Quyét dinh sb 1966/QD-BYT ngay 22/4/2021 vé Hudng dan chan

doan va diéu tri Hoi ching giam tiéu cau, huyét khoéi sau tiém vic xin phong

COVID-19.

. BO Y té (2021), Quyét dinh s6 3348/QD-BYT ngay 08/7/2021 vé viéc ban hanh

Huéng dan chan doan va diéu tri viém co tim sau tiém ching vic xin phong

COVID-19.

. BO Y té (2021), Quyét dinh s6 3355/QP-BYT ngay 08 thang 7 nam 2021 vé viéc

ban hanh Ké hoach trién khai chién dich tiém vac xin phong COVID-19 nam 2021-

2022.

. BO Y té (2021), Quyét dinh s6 3518/QD-BYT ngay 20/7/2021 vé viéc ban hanh

Tiéu chi co sé an toan tiém ching vic xin phong COVID-19.

10.B6 Y té (2021), Quyét dinh sé 3588/QD-BYT ngay 26 thang 7 nim 2021 vé viéc

ban hanh Hudng din t6 chirc budi tiém chung véc xin phong COVID-19.

11.Bo Y té (2021), Quyét dinh s6 4355/QD-BYT ngay 10/9/2021 vé viéc ban hanh

Hudng dan tam thoi kham sang loc trude tiém ching vac xin phong COVID-19.

12. Vin ban s6 102/MT-YT ngay 04/3/2021 vé viéc “Huéng din quan 1y chét thai y té

trong tiém chiing vic xin phong COVID-19”



13. Vin ban sb 3886/BYT-DP ngay 11/05/2021 vé viéc “Hudng dan giam sat sy c¢b bat
loi sau tiém véc xin phong COVID-19”

14. Vin ban s6 4198/BY.T-KCB ngay 22/05/2021 vé viéc Trién khai cong tac an toan
tiém ching véc xin phong COVID-19”

15. Vin ban s6 5488/BYT-KCB ngay 09/7/2021 vé viéc “Hudng din dam bao an toan
tiém ching véc xin phong COVID-19”

16. Vin ban's6 5798/BYT-DP ngay 20/7/2021 vé viéc to chirc tiém chung trong tinh
hinh dich bénh COVID-19

17.Van ban s6 5873/BYT-DP ngay 22/7/2021vé viéc Trién khai tiém vac xin
Comirnaty do Pfizer san xuét.

18. Vin ban s6 6030/BYT-DP ngay 27/7/2021 vé viéc Hudng dan tiém 02 lidu vac xin
phong COVID-19.

19.Van ban s6 7548/BYT-DP ngay 10/9/2021vé viéc tiém mili 2 vac xin phong
COVID-19 cho cac ddi tugng da tiém miii 1 vac xin Moderna.

20. Vin ban s6 7820/BYT-DP ngay 20/9/2021 vé viéc khoang cach tiém miii 2 vic xin
phong COVID-19

21.Vian ban sé 7877/BYT-DP ngay 21/9/2021 vé viéc tiém vic xin phong COVID-19
cho phu nir c6 thai.

22.Vién Vé sinh dich t& Trung wong (2018), S6 tay Hudng dan thyc hanh tiém ching.



