VIEN VE SINH DICH TE TRUNG UONG
DU AN TIEM CHUNG MO RONG

HUONG DAN TIEM CHUNG

VAC XIN COVID-19 COMIRNATY
(Pfizer — BioNTech)

Chuwong trinh tiém chidng quoc gia



NOi dung trinh bay

Thong tin chung cta nha san xuat vé vac xin
COVID-19 Comirnaty cua Pfizer — BioNTech

Hwéng dan str dung vac xin trong chwong
trinh tiém chung.




l. Théng tin chung cta nha san xuat vé vac xin Comirnaty q

= V3ac xin S:omirnaty dp Pfiz,er- BioNTech san xué:\t,
dwoc TO chirc Y té Thé gioi thﬁng, qua chap
thuan st dung trong trwvdng hop khan cap vao
ngay 31/12/2020
=  Nuwdc san xuat:
Pfizer Manufacturing Belgium NV - Bi.
BioNTech Manufacturing GmbH - Drc.

= VAac xin duoc BO Y té phé duyét co diéu kién véc,xin cho nhu cau cap bach
trong phong, chdong dich bénh COVID-19 tai Quyét dinh 2908/QD-BYT ngay
12/6/2021



. Théng tin chung cua nha san xuat ve vac xin Comirnaty

= V3c xin da‘ng h,6n dich dam dac pha tiém, dong lo 0,45 ml twong
dwong 6 lieu vac xin sau pha v¢i 1,8 ml dung dich pha loang.

= Dung dich dung dé pha loang vac xin la dung dich nw&c mudi sinh
1y 0,9%. (NaCl 9%o)

= M@i liéu 0,3ml chlra 30mcg vac xin mRNA Covid-19.

= Vac xin dwoe dong 195 lo (1,170 liéu) trong 1 khay.

= Vac xin déng vao thung van chuyén gilr nhiét cta Pfizer gom:
v'5 khay twong dwong 5.850 liéu.
v/ Thé tich 40cm x 40cm X 56¢cm




. Théng tin chung cuia nha san xuat ve vac xin Comirnaty

= Y@&u cau nhiét d6 bao quan:

Khoang nhiét dé bao quan VX Théi gian str dung
_ " Han st dung 6 thang
-25°C dén -15°C " t6i da 2 tudn
2°C dén 8°C tdi da 31 ngay

= RAadong: O nhiét dd 2°C dén 8°C trong khoang 3 gi®»

* \/ac xin da ra déng KHONG dé déng bang lai



. Théng tin chung cua nha san xuat ve vac xin Comirnaty

= Vac xin c6 thé sir dung cho ngudi tr 12 tudi trd 1én.

= Liéu lwong, dwdng tiém: tiém bap, liéu 0,3ml
= Ljch tiém: 2 mdi, cach nhau 3 - 4 tuan




. Théng tin chung cuia nha san xuat ve vac xin Comirnaty g,

Phan (rng sau
tiém chung

I. THEO DOI SUC KHOE BAN THAN SAU KHI TIEM CHUNG

1. O lai diém tiém chung

30 phut Sau xni tuem
ie duoc can b v 18 theo dol
phéat hi&n sdm cac phan ung
sau uan hung
Ohas 1D O

Phan rng
rat phé bien Nhv dau dau, dau khop, dau co, dau tai vi tri tiém, mét moi, &n

(=10%) lanh, sét (tan suat cao hon dbi véi liéu thi 2), swng tai chd tiém

Phan ng

phé bién  Buydn ndn, man dd cho tiém
(1/100 - <1/10)

Chéng phd bién

(21’:1,01%%')’*3" N&i hach, mat ngQ, dau t& chi, khé chiu, ngtra ché tiém

Hiém
(21/10.000 dén  Bell’s palsy (liét mat ngoai bién cap tinh)
<1/1.000)

Nha san xuat chwa co khuyen céo vé phan ung phan vé, viém co
tim, huyet khoi glam cau, nhwng phan ung nay duac ghl nhan
trong qué trinh st dung & mdt sé qubc gia véi ty 18 hiém gap

Tai bién ning
sau tiém



Il. Hwéng dan st dung vac xin Comirnaty (1)

1.Bdo quan, van chuyén vac xin:

= Tuyén Quoc gia/khu vwe: bao quan & nhiét dé am sau -90°C dén -60°C.

% St dung tu am sau

< S dung thing van chuyén gilr nhiét cua Pfizer:

» Thoi gian bao quén trong thing van chuyén duoc téi da
30 ngay. B6 sung da kho thwdng xuyén theo dinh ky 5
ngay 1 lan.

> Khong mé thing van chuyén gitv nhiét qua 3 phit moi

by
~n

lan.



Il. Hwéng dan st dung vac xin Comirnaty ()

= Van chuyén dén tinh/huyén: & nhiét dd 2°C dén 8°C
- St dung xe tai lanh, hom lanh

= Tai Tuyén tinh: bdo quan & nhiét dd 2°C dén 8°C
- S dung ta lanh/ budng lanh

= Tai Tuyén huyén/ diém tiém ching: & nhiét dd 2°C dén 8°C
- S dung ta lanh/ hom lanh/phich vac xin

v' Thoi gian bdo quan & nhiét d6 2°C den 8°C gom: (Thoi gian bao quan + Thoi
gian van chuyén + Tiém ching) KHONG QUA 31 NGAY.

v'Ghi ngay bat dau bdo quan & nhiét do 2°C dén 8°C



Il. Hwéng dan st dung vac xin Comirnaty e

2. Pha loding véc xin trwéc khi st dung :

« Kiém tra nhan lo vac xin/nwdc pha trwdc khi st *
dung. Néu qua han /khéng c6 nhan phai hay bé.

. Dung dich nwéc pha khong can bao quan lanh trong
qua trinh bao quan va van chuyén. Tai bu0| tiem
chiing bdo quén cling vac xin trong phich vac xin.

- Kiém tra vac xin da dwoc rd déng hoan toan.

* Trwwde khi pha loang Khong lac lo vac xin, nhe nhang lat lo
vac xin 10 lan. Sau khi pha Ioang tiép tuc nhe nhang lat lo
vac xin 10 lan.

- Lwu y: Dung dich nwdc pha (Nacl 9%o dwoc cap cung vac |
xin. S dung 1 lo nwéc pha cho 1 1o vac xin | I




Il. Hwéng dan s dung vac xin Comirnaty @

* S dung bom kim tiém (3ml hoac 5ml), rut 1,8 ml dung dich

pha lodng bom cham vao lo vac xin.

« Can bang ap suat trong lo vac xin trwédc khi rat kim ra khoi lo
bang cach: Hut _nguoec lai 1,8 ml khong khi twr lo Vac xin vao

bom kim tiém dé loai bé khéng khi khai lo vac xin.

Lwuy:
« Khong lac lo vac xin. Nhe nhang lat lo vac xin 10 lan.

» Vac xin da pha chi str dung trong vong 6 gio.

1.8 mL of 0.9% sodium

chloride injection

Pull back plunger to 1.8 mL )

to remove air from vial




Il. Hwéng dan str dung vac xin Comirnaty .,

3. Chi dinh/chong chi dinh
= Chi dinh tiém: cho ngu®i tir 18 tudi tré |én

» Thuwe hién khadm sang loc trwdce tiém chung theo Hwéng dan
tai Quyét dinh s6 2995/QD-BYT ngay 18 thang 6 nam 2021

% DU diéu kién tiém chdng

% Cac doi twong than trong can kham sang loc ky va tiém chdng tai

bénh vién hodc co séy té di ndng luc HSCC ban dau
% Hoan tiém chung
% Chbng chi dinh



Il. Hwéng dan str dung vac xin Comirnaty )

4. Tiém vac xin

= Liéu lwvong, dworng dung: Tiém bap, lieu tiém: 0,3 ml
= Lich tiém: 2 mii cach nhau 3-4 tuan

= Lwu y: Quyét dinh So 3398/QD-BYT vé viéc phan bd vac
Xin Comlrnaty tai diém 5 diéu 2. “trirong hop so lwong vac

Xin con han ché thi vu tién swr dung dé tiem cho doi tuong
da tiém mdi mai thw nhat AZ tor 8-12 tuan”



Il. Hwéng dan st dung vac xin

5.Tang cw®ng An toan tiém chung
= Chuan bij san sang va dap ng xtr tri cap ctru (Van ban s6 5488/BYT-KCB
ngay 9/7/2021)
<« Xt tri tai cho:
. Hop thudc chdng sbc theo qui dinh tai Thong tw 51/TT-BYT ngay 29/12/2017.

- Chuan bj san 01 Bom tiém c6 cht’r’a dLlng dich Adrenalin 1mg/lm| (I‘L'J:[ san ,1ml thuoc
Adrenalin 1Img/iml vao bom tiém gan san kim, day kin kim tiém bang nap). Két thuc budi
tiétm chung néu khdng sty dung huy bo

+Pdi cap cru lwu déng:
. S&n sang hd tro cac diém tiém ching

- Thoi gian tiép can diém tiém chdng dwéi 10 pht.



Il. Hwéng dan str dung vac xin o

5.Tang cwéng An toan tiém chung

<+Bénh vién thwdng truc cap curu:
- S& Y té phan coéng cu thé cac bénh vién san sang hd tro xt& tri cap clru cac trwdng hop nang.

.- B0 Y té da phan cong cac bénh vién hé tro theo phan ving: Bach Mai, Trung wong Hué, Cho
Ray: Hé tro tw van, hdi chan, diéu tri

Thwe hién ra soat ké hoach trwéc budi tiém ching: Bang kiém An toan
tiém chung vac xin phong Covid-19



Il. Hwéng dan st dung vac xin Comirnaty

5.Tang cwong An toan tiém chung
= Hwéng dan theo ddi sirc khée sau tiém ching.

. Thoi gian tw theo d6i 28 ngay sau tiém, dac biét trong vong 7 ngay dau

« NOGi dung P,hiéu Hwéng dan ngudi dwoc tiém chang tw theo dbi sau tiém vac xin COVID-19
(Van ban s6 5488/BYT-KCB ngay 9/7/2021).

- Pén co s& y té khi co cac dau hiéu nghiém trong:

+ Phan (rng phan vé xuat hién trong ngay dau sau tiém ngtra, sung moéi/ludi, té bi tay chan, co
quap tay chan, phat ban/man do toan than, phu maét, buén nén, nén, dau bung, kho tho....

- Céc dau hiéu gidm tiéu cau huyét khoi mién dich, dong mau xuat hién tir ngay thir 4 -28 ngay
sau tiém: Dau dau dai dang, di¥ doi , Cac triéu chirng than kinh khu tra: yéu, liét tay chan, Co
giat, hoac mo hoac nhin dai ...

. Cé&c dau hiéu viéem co tim thwdng tr ngay the 2 -4 ngay sau tiém: dau nguc, kho thd, roi loan
nhip tim

Lwu y: trong 3 ngay dau ludn cé nguoi hé tror 24124, Khdng ubng rurou bia



TRAN TRONG CAM ON!




