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e Guideline for Pandemic COVID-19 Vaccine (mRNA). EDQM OCABR Network,
May 2021

Az 3l FAadg ekl 24 3 AE A, HFoofFdgrid, 2012

&S TrolSekel. 4B FELAH I, 2015

_21_



EY. mRNA HA A= 3 FAAT QA 4

d=LH19 mANA 4
HE X S&dd AMEH

HXEHSD :

_22_



/204
Summary Protocol for Production and Quality control :

SARS-CoV-2 mRNA vaccine

1/17 HIOIXI

MWD :

D=ZLH9 mRNA 284

I
RO

oJ

ofl

RO
HiD

)
3

KO

(w]

<4
K

NESANS

RO

</

pay

i

Al

ok

i

o

e,

H

ilof

0

i

KA

4

<
Wo

<J

oll
o
)
Ki

oll
o
)

o

0]
®

il

10

KO
K

N

Wk

4

k{0
KD

o}

_23_



2/17 HOIX|

/2004

SARS-CoV-2 mRNA vaccine

Summary Protocol for Production and Quality control -

3

MWD :

1.2 M=

=
ol
10 il
5 (o
il
— | K
Xl=
_IA
a
5 =
= =3 5
E o o
= — — = —
= oll i} oll = ol | 5o
oF) ) ) )
K1 K] K [ K
= = =X
K K 0
IH IH K-
= = <
i) 00 =
M_ Kd Ul <
=) = =] W
=
] R - O PR = B e L P |3
= o =] o i il | T
<l ) <l ) Hi ) |
nJ K4 nJ K4 70 K4 = | Ki
iU = 1] = 7 = ==

_24_




MWD :

A

Summary Protocol for Production and Quality control -

SARS-CoV-2 mRNA vaccine

3/17 HIOIX|

2. M=

2.1 &2

2.1.1 mRNA

&

]

=
P
e
fol

=
P
i
10
e

>
b2l
[0

HT
=
kA
ry
o
il
0l
N

=
Iy
o

2.1.2 LNP

02
Ox

=
P
s
fol

=
P
0 (i
[
e

HT
rH
re
ry
o
H

=
Iy
o

2.2 NE
2.2.1

848

-

A

[ N=13
=]

Ny 1T

o
Y
2

> = = =
o

>_

o
Y
B

mRNAOI CHSF AIE

_25_




L2024
Summary Protocol for Production and Quality control :

SARS-CoV-2 mRNA vaccine

4/17 HIOIXI

HXHD :

il
0

b0

J=
)

S
=

2

=
(==}

]
Bl
@

=|-E'o—|=

RNA

pill
10

60

KK

Jl

SH
(=]

]
Bl
@

H
<H

il
0

b0

J=
p)

S
=

2

=
(==}

E]
fal
@

fill
10

60

KH

Jl

SH
(==

|2t

HH
=]

E]
fal
@

% 5 Capped

il
0

b0

KH

Jl

SH
(==

]
Bl
@

_26_



L2024
Summary Protocol for Production and Quality control :

SARS-CoV-2 mRNA vaccine

9/17 HIOIX|

MWD :

% PolyA tailed RNA

(% tailless RNA)

fill
0

60

J=
Jl

HH
=]

2

[=2|
=

]
Bl
@

&H= DNA

il
0

b0

KH

Jl

SH
==

=
Tl
@

pH

fill
0

o0

J=
p)

SH
=]

2t

SH
=)

]
Bl
@

<

(Hr

3l

fill
10

o0

KH

Jl

SH
=)

JI2t

[=2]
=

=
Tl
@

ol
Ol

20

fill
0

b0

KH

Jl

SH
[==)

JI12+

SH
=)

=
Tl
@

_27_



L2024
Summary Protocol for Production and Quality control :

SARS-CoV-2 mRNA vaccine

6/17 HIOIXI

HXHD :

8t A"

2.2.2 LNPOIl CH

-

20
£

fill
0

60

KH

Jl

SH
[==)

JI2t

[=|
=

=
Bl
@

a

0
o0
Rl

il
0

b0

Il&E

=
Tl
@

ol
o
Rl

fill
0

o0

KH

Jl

=
==}

|2k

(=2
=]

]
Tl
@

=]

ol

I3

il
0

b0

IlE

]
Bl
@

_28_



L2024
Summary Protocol for Production and Quality control :

SARS-CoV-2 mRNA vaccine

7/17 HIOIXI

HXHD :

fill
10

60

Il&E

E]
fal
@

pH

fill
10

o0

KH

Il

=
(==}

]
Bl
@

-

ol
-
<0

il
0

b0

J=
p)

S
=

2t

SH
==

]
Tl
@

fill
10

60

J=
J|

S
=

2t

HH
=]

]
Bl
@

<

(T

al

KH

Jl

=
==}

|2k

S
=]

]
Tl
@

_29_



20
Summary Protocol for Production and Quality control -

SARS-CoV-2 mRNA vaccine

8/17 HIOIXI

HXHD :

b0

o)
ol

)

ol
oir

0.
Ok

20

il

10
@

KH

Al

J12t

]
Gl
@

H (mRNA-LNP)

o
=

2
3.1 88

3.

of
bl
Ki

NS

ol
o
)
Kd

a

n0
Ki

AEE mRNAS) RIZHS
ALEE mRNASl AISE
AEE NP2 HIZ®S
AEE NP AISE

3.2 N8

-

0
e

il

10
@

gIl&E
J

2t

SH
(=]

=
fll
b0

_30_



L2024
Summary Protocol for Production and Quality control :

SARS-CoV-2 mRNA vaccine

9/17 HIOIXI

HXHD :

ol

mRNA =t

il
0

b0

J=
)

S
=

2t

=
(==}

]
i
@

fill
70

60

KH

Jl

SH
(==

|2k

S
=]

]
Bl
@

<

il
0

b0

KH

Jl

SH
(=]

JI2k

=
(==}

]
Tl
@

FEl RNA %

H=3

fill
70

60

J=
J|

S
=]

2t

H
=]

]
Bl
@

_81_



IAE
Summary Protocol for Production and Quality control :

SARS-CoV-2 mRNA vaccine

10/17 HIOIXI

HXHD :

il
70

60

J=
p)

S
=]

2t

SH
==

]
i
@

CHEAE

fill
70

60

KH

Jl

SH
(==

|2k

S
=]

]
Tl
@

0

o0
Kl

il
0

b0

KH

Jl

SH
==

JI2k

=
(==}

]
Tl
@

ol
o
Rl

fill
10

60

J=
J|

S
=

2t

SH
=]

]
Bl
@

_82_



L2024
Summary Protocol for Production and Quality control :

SARS-CoV-2 mRNA vaccine

11/17 HIOIXI

HXHD :

pH

fill
10

60

J=
p)

S
=

2t

HH
=

E]
fal
@

-

ol
-
<0

il
0

b0

KK

AEDI

JI2+

=
==}

]
Bl
@

3
AT
L

3l

pill
10

60

KH

Jl

SH
(==

|2t

S
=]

E]
[l
@

b0

o)
1]

)

ol
or

H
ol
O

20

il
0

b0

ANEIIE

=
A
o0

=
(o)

OF)
Ki0
i

4.1 88

of
T
Ki

RZE

ofl

m
Ki

TS

0
Ki

_88_



20
Summary Protocol for Production and Quality control -
SARS-CoV-2 mRNA vaccine

HXHD : 12/17 HIOIXI

rel=e: 4=4 N[y k=1 ot
_OL_IOH
EOLNI

4.2 NS

SaAE

ogl

>
09
O[I
0T

>
02

T

>
02
N

r

=
o
UM
]

5. 2HS
51 3%

HEBS

RZE

I8 (73Z)

ML O
ra
o

>

B oog
e
]
ne

Pl

>
[yl
e
o

HT Ol
1]
I
i
o
_H'I
0l
|

>
%
30
fol
I
ry

_34_




13/17 HIOIXI

A
Summary Protocol for Production and Quality control -
SARS-CoV-2 mRNA vaccine

MWD :
5.2 A&

il
10

0

J=

SH
=]

=
Bl
@

il

RO
KIr
T

fill
0

0

KH

Jl

=
(==}

il

o-

fill
0

0

INE=PIS

]
Tl
@

@
3
AT
L

&l

fill
0

0

J=
JI2t

(=2l
=]
S

=
[l
@

JLAIE

fill
0

0

KH

AEII

JI2t

=}

]
[l
@

_35_




IAE
Summary Protocol for Production and Quality control :

SARS-CoV-2 mRNA vaccine

14/17 HIOIXI

HXHD :

b0

0
o0

il
70

60

J=
p)

S
=]

2t

SH
==

]
i
@

SHHIEAIE

RNAZH =

fill
70

60

KH

Jl

SH
(==

|2k

S
=]

]
Tl
@

o0

il
0

b0

KH

Jl

SH
==

JI2k

=
(==}

]
Tl
@

o0

<H

fill
10

60

J=
J|

S
=

2t

SH
=]

]
Bl
@

_86_



IAE
Summary Protocol for Production and Quality control :

SARS-CoV-2 mRNA vaccine

15/17 HIOIXI

HXHD :

0
70
o0
Rl

il
70

60

J=
p)

S
=]

2t

SH
==

]
i
@

o0

ol

o
R

fill
70

60

KH

Jl

SH
(==

|2k

S
=]

]
Tl
@

INE=DIPNE=:

ol
H

X &L

il
0

b0

KH

Jl

SH
==

JI2k

=
(==}

]
Tl
@

b0

I

fill
10

60

J=
J|

S
=

2t

SH
=]

]
Bl
@

_37_



A8
Summary Protocol for Production and Quality control -
SARS-CoV-2 mRNA vaccine

HXHD : 16/17 HIOIXI

>
02
0
12

=
o
S
MHH

=
o
S
~

>
n
1Y
=

ALK 2

Al%—lt:il-l:H

[== =]

>
00
op
=
oQe

ANEIIE

A& |2t

ANE 20

FAHRI2l 224012 Al

NEERE

Sooy

1]

ANEIIE

A2t

==,

FARS =Ed0IEXAIE

ANEed

Al

o
N~
HM

>.

09
S
S

>_

o
Y
&

_88_




A
Summary Protocol for Production and Quality control -
SARS-CoV-2 mRNA vaccine

17/17 HIOIXI

OF MZED AFEE (NZF), (A

0x

4
e
foh

)2

_39_




FZ=21H9 mRNA ¥4 57128521 7hol =8l (Rl hiiA))

Q)
=

2l

2021 6€
A7

<

g2l =

>
fote
o

oy,

o2

oy,
AW
n
oY,
N

)
E (

Bx
o

rol

e

~

“HRs Ao}
201 QH410] AR

SYLTA} ESHER?

- BYLUIXS(RIE E= 212 ZE)0| IAYLDEOR Q15i0] NshE 2X| BT HIUEY,
BO|HEXX|, UHESXR| S8 S5i0] BS8k= A=

¢ HSXX 27 ¥y

FR002) HERERIA £B52 20 BRMBHA T8, SUTYANE JULSIN / T8t 044-200-T773 [ BA 044-200-7949

(B2} 222 W SYMDMY]  »x Anxt Y HDUEL BSELC
> Bx2| AT : Aok BHO|X| *RARD ) BX|X} §x2| Aln” A
» B0 M : Aok BH0|X| "BOIAS ) ADAE ) Suf - ZAD A" AY




