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T Atk E O N-gd 8y 4% JEH B4d AAZ s ggs 27]9 As
HAE =7t 239 A7 A= AA o] A A (heterogeneity) S FEE 4= JTh
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FE(International standards and reference materials)

A AA Y 97t me 84 #9948 BAS fa AEHH A4 A487)
o] e A=, A4k ZE b dAAdS Ay B4 HA HAsLE 98 3
A5 GZFE23A(mAD)o] Wk A ESA A F(bioassay)S 3 WHO =4 #=3(WHO
international reference preparations) % ¢Fx 33 (pharmacopoeial standards)S A&
st A WA Asol el A AsHA HSEo ok et

o

4. HIZ(Manufacturing recommendations)

4.1. 39
411 =A) 593 2 31-f HA(nternational name and proper name)

GZ 2384 2] mAb dH(fragments)S HFAHrandom prefix), 2 E7F<} £ =
A zx3 1%° Yet = At AKinfixes), §o] 7] “-mab” 22 FAH =4 dvF HA
olty. My H mAb ¥ mAb FrAF @ A(H: H3¥mAb, mAb HH, thFEo|H

o] F7hste] et 2021 10€ WHO =4 dxk HAINN) mAb BH A A7} ofw
“-mab” WAl “-tug” , “-bart”, “-mig” % “-ment” 47}1AXE WHAHUC

4.1.2. 7123 A2 (Descriptive definition)

mAbE gutA o7 A< TuQ(constant doamin, Fc), @A AF 2 H(antibody binding
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TAE #AA A9ZFZE(full-length immunoglobulin)o]t}. ©&& ﬂi](mAb) & A =}
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22 A AxEF, Al AE, 25, A, A B idd d4e AzEsy AdE
T Jon, AAe dFEIAmAD) dH == A2 WY dFEIAmMAD TS A4t
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N & GFE2FA(mAD) B4 AlZF e AZFES WAsHYE WY H.-5E5 2831
AR AlFel i vlassAd H7HE FdsoF I dEEZAmMAD) Sold
Al s AL T oM HFslok itk Aldells 22 dd, 559 2 A =49
Ly A HE-S-(PCR)eI 23 mRNA, 33}

441 1DNA Zlee AHEE TSEEFAmAb) TF A 2®l(Generation of mAb
expression systems using rDNA technology)

rDNA(recombinant DNA) 7|&< &3l A=<= GZEIFA(MAb)=

ALAR wFAZE AFESt Agbsiof atr, Fd, 719 H ol¥

A7} gRlEojof &, sFAEe A FAof AHREHE B SSEdd J|dEde

2 d A delEojof gt

FA(mAD) Aitolls ohefe d3 2 8 B3 A|z"lS ARRD ¢ o,

A
i mm
ool‘

2 d9 M xzF(prokaryotic cell lines)= F33Hnon-glycosylated) THEF23HA]
(mAb) 2 ©F 234 AH(mAD fragment)ol| F2 E.coli®} Pseudomonas putida?} A+-8-2th.

N A E(eukaryotic system)e F= X -fF(mammalian), & E(yeast), - (fungalz}
(insect) Al3EF9} 2] &o] A& ™, murine SP2/0, NSO 2 human HEK293 A|¥X &%=

Zo] AMEHA W F= Y ~H FA(Chinse hamster ovary cells)”} =2 AFE% 31 Q).

[
O{N' ged

4.2, HdHE 2 A Z(Expression vector and host cell)

AN E st A4 sFAZE Adste AA > FAHoE 7|sHolof 3,
SFA|Ee] 719 B o]y il w52 AAsr] s AT oldY A 24 e
710l EgEojof it WE ZEYo| He A <, Wy FAH84LY {FHF a4
2 7]sel e AR ARI7E AlEE ook ity T 8% T8 FA 7K, ZERE
2 A B v, Wgy e AMgE FEE Uehdle Al &4 A =(resctriction
enzyme map)s XE3Hshe] ‘:‘E‘%H“Hfll H53st AEdE FHofstal sFA X AR
DAY =R gQlsof gty SFAE WMo giste] A4kl AMSEE AlE S8 Al

o7, o HE o R, %Xﬂﬂr 255 ZI1EsoF s, HAlE /% AHcloned gene)d]

LS Xt 2detet AEHE BRE WAS AAE ZlssloF

l



=2 A% %o, 2E# 2 29l e A 22 i vkso=w
2~

22}
E# Ald(downstream testing) % %Xﬂ*%«l ??ﬂ% BAsH7] S8 AEo] AAHE
A= #HE 23 dArAES HUske Aol F85iH

A= DNA P24 EE noleiz Mele] 54 B4, Tel1 4A4E A8 =Yk )
AgHE JE fHA 2] BE AN ARS TS 4 s =
delgolo} Btk FAA WA Axde] HHT FA EE AE FUS 5 ASHE

g &siAl S = ol oF T

Aol A GSELAMADE st AT Fd £4¢ 71 719 2L AL
sl 719 B4 2 2E0] o]2do] YA Bk B £FE UshA L= BaEo
A=A WA wE2ANAY AFE FLo 9P MW 5 Jenz od B A

27 =d)e Hassr] fs FoAE 7leooF o

444, FEFEFA LS 9
production of mAbs)
ez 29, dZ79 5% AEY ¢, 327 B8, stolHg = A9 9
_Q_

ZEFA(mAD) iﬂﬂ‘éou AeE wp

o
r

3lol Bl =ule] A A(Generation of hybridomas for the

Z3e Y BAL Hojsof wi.
=

sof @},

4.4.4.2. 19 2AH Z(mmune parental cells)

et A WY BARZe] Zde EAFEoF ot 7Y @2 E3A(mAb) ¢

735
WA A (Specific-Pathogen-Free, SPF) JElE& X33l &8 FFol Uik ARE
A &3 o gty WSl AR = FHE-S SPF(Specific-Pathogen-Free)ed oF dht},
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2 fo MELA A9, B oobE ARE 9T /1AM BB
b 8 AEed SARN BY slolcaele Fudth B4E Az}

13
AHGEE AT 2719, wEl, o, B B Sl tid AR A g9 A 2R
s

o
(K
-
rlr
4
i)
T,
X
o
fu
T
L)
22}
@
=]
vy
o
=
=
&
]
v
=
fu
N
N
nf
>
Y
T
g
ot
i
N
o
q,

2 2 . Aol

W ol% B5Eve] §3ol Ba¥ & Utk BBV} AP B YT
Aok At

W dol YEAH Ao el U] AF

2wl ¢do] g4 o] oo}

=
the»~EY FA(downstream processing)

445 GEZEFA A4 ALEHE T

Aol Al AHESE7] 913 BEEA S Akl S5 AMSSHAl RS daskal Qo B
Eoascites) oA FEEFA(MADE A4 A9 FEFEIA|= SPF (Specific-Pathogen-Free)oll
BUERHE oA freisior st *P%*Ol F S mlelzrt glojof it
T=H FE FYF A= 25 PR T 7EF A4 S5 S ARBSt dd vlold s
AArtefoF @tk FEo] Abgroluh Bl thet 7 1E wlolg| e 2 dd ACE BExl

35, AA FAAA A wielgiz AATE ded Aol HF AlEo] 582 o At

W -lo
off
o
il
=2
u)
ol

S

4.6, AEX == FAL3 A 2H(Cell or Seed Bank System)

a
dl
f
2
i‘—",
Lo

AAake ml e 23 (master bank)¥ A Z& &3 (working bank) o2 A
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offt
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e

oX,

gt
Il
oL
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o
o
e
Ny
N
o
L}
2
o
e
o

B AZz23MCB) ANz'e ARESH e wideEe] o B &4 e =<

g Az AEZ2HWCBH A 29A M=

o 4
X0
u)
i)
[
)
x
Ptl
rlo
O:OxL_',
=
O
@
9
>
Jo
i)

AF NE HAA AL Al2Flo] JdHE FHo GEFEFAE A4bst
3, A ¢ AW 3= A Z(end of production cells)= o]# 3 YAAHS ¢
ICH 7Fol=2tQl Q5B # Q5Doll we} 54 4S5 o ot &3 T
ML A Aol AHEHE AlZY A 9 ME AF =Y T ol
Az A A F = oloF gt

Az e T2 A"l gk AlFAL o] FA ke ojof dtn, o7]o&= A E-23
Ad, 271, €71 2 vl Alz"l 753, AZz23 i, FEARSA, A" wiA, wiF
T Al 27, A7) B 23 9 o] 2stellA I Alxgle] kYA FA #g
AR7} ZghEojof grh I ME Ee FTALSY tiF v HHAH RUHA Ags
Fstdof sty ZE ME g FALYL2 AP S dSE BAsH] s AEHG
date AFE LT F e 59 s RUEHZ ok st}

44.7. np2¥ AE == FTA-L3 #E(Control of master cell or seed banks)

RE Az Ay #Agle]l /AT 27 &9, «&%, AE3 AFE d53t A4
EA AFEE gl dHE FHo GFEFA AYE Mg AE A" HFA
GHS A% A FIdsloF Stk N 3 F AE 54 249 Bee Alzx &9
SAl A Fegh Il FHAANP S v ot

M 23l = ICH Q5A o} 7Fsgk el AL QlojoF ok g Ale MlE
S8 (bacterial cell banks)oll+= ®}He] 2] 2 3} <] (bacteriophage)7} {loloF 3}H, wl~EFx}

2 3 (master seed bank)& H}o] 28] =(bioburden) &+ T sfoF g},

rou
il
(i1
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BE AZ P FALAE HAANGL Ak Tk AAG 5 A

T

oL
'k

= Al

e
A
e

= ] &Y
ANA FA AR FEFS wom, &= W FYF(phenotyping), FF 38
(isoenzyme analysis), Y

A4 A71AY

N
gi
A
N
ofo
N
e
—E
|t
=
3=
=
o
il
b
rlr
oo
il
(o3
rok
>

2o

a

Al

oS}L

& (karyotyping), HLA -#3(Human leukocyte antigen typing),
= zAY d7]A4d(gene  sequencing or next-generation

=
sequencing, NGS), @14 HFE(short-tandem repeat analysis)7} At}

MEZ = AE JH 37 9 A% 34 248 22 598 84 YH2 Alx o
Aol tigk 7] AeEdS AFT F Ao B F AX e TP A
A AT F e AVIE FIE F Y 5FEA BAL VY F& AEE +
AA T FL FoA O E MEFS wAHL FHSA X3t HAId FAA
B GFEFA Az AHEEE AX T AE 7§98, b2 Axge] wxed 93,
B = A T 733 W3E g2 AT 7 doh F34 @UIAE 24 B
AT B71AE B4 Bl A EBAA AR FRA GUIAE £ o] 27 7HA]
oheFsttt

4472, MIAE LFEZ A H(Tests for microbial contaminants)

BE Azege #Ad AR AT YES vlolgx 0d Fho) Be APe T}
e, AZeWS 29AD 5ol U 54 ntolgas) wlole Aol Bet BIE

Ty of 2} molZET=rt ool i A2 vhaH AlZ2PMCB)IA 3y sf of

st} Al Al E-23Y(bacterial cell banks)2 BHE| 2] @ 3} X]of] o) gk Al &S AA|sHoF 51,
o] FRIAS A, HHgLuR 2 ZE2EFo] nfEEo] Qlojof st

4.4.8. Az23 A& (Control of working cell or seed banks)

AF FHF7] 5 WCB/WSB(Working Cell Bank/Working Seed Bank)”7} a2 & of

|7} 288 + Jom, WCB/WSBS| #i]&= d7tite 22 EFo| whe} o] o] & ok

sty 2 & A28 WCB/WSBE ICH 7hol=2kl Q5B % Q5D & #d 7hol =gkl
2} AL Aol HHF EA BEAL FYstn AAA HrIS wolol i £x U
o

w}
FRAANF S Faste]of gt
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45. G &34 A4 #E(Control of mAb substance production)

AZzFAL 37 A A-3 T4 AR AFL LAHA YA = A=ESE 28 TH
Al Tt W dold-s Fasor gty TEFEFA S o] dA(heterogeneity of
mAbs)oll gt olaie} ¥4 WAl L2 H X ol tigt o= AF ML
T FdsioF

Az AF- ARG
Z

AL FAA WAE EeEs HLEE Ax 34 R o =4 FAdHE
e WA S8 dFsE AL 7les AR&Eor gtk 3 AT R HFS A A
el dd A4 Hald H7E FdsioF o, AF o WEs 2 a@nd, &
FA 32 @ dHost Cell Protein, HCP), Z+fF DNA(residual DNA), =541, vl =4

1+ 9l (endoxotins and non-endotoxin pyrogens), ®j<F ®wiA| AR = H7lA|, AL L

A G F 2R EE AEFEC W87, olF Fu, A4 29, BE 871 B,
5E AT 24 F AY 2 ATEA Lo AU dob Y BA 5 AAH BeE
cdzde welso} At

45.1. £33 Ay2HProduction of mAb substance)

45.1.1. A= 8] (Production from cell culture)

Ol
rlr

o
i
et
X
b
rlo
02‘;,‘-'
2
X
:{o
i)
rok
jus)
=
02
i
=
ox
o
2

S
>,
ofo
%

o
)

o), 5% WPe xaa
AR FEY A WA ASS DRV AL el AgshE Aol FE FHol
#F ER, A, weldxs 9 melmEeraulzl glEA elso k.
o

7190e] Q1FE Zolojof stuf, &e] g G A ZTSEe]
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afl of
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4.5.1.2. A3 Conjugation)

H 7]

o} Ag=E HFAdlinken =

ol AZgH Ho]EZE=(payload)7} Ao =

o

[——
o

o

R

75]-1:]-'

A E o]k 3

o

ar

iy

bed, ol
ek,

& nAHs) 99

<)

<)

8

1)
=

F

p S

&, Fc 99 (Fc region),
A

Al(conjugated mAbs) =&

3
1

[e]

T
T
=
T

AL M A A AAE ofok
k. AA Wln vivooll A ¥-eE 71

(mADb) Z<A o] A

"

o

7] lalA o2 74 Bl

3} A (affinity) o] w3
sl7} 23l AY o
e}

A =] o of

|

L0
[e)

ar

A 2458 =%

of 24

<)

d
o

Znlo] 2%



4,5.1.3. A A|(Purification)

BATHL AF L Y VA BeES ABA AARAY HE FEAA SR
ZaAZ & JES Bedold 5& 5 YFHolor Atk uelsior ¥ Bego
FIE Al AgEE BACL AZF, 4 WA, BAA el weh LA, § 8
@ BEEY £EY KIS APT AN WS MR sok Bk AT
aefdol it §F 2 BT FAL ANAE FE L AP P T Fash

SZEYA PAE GuHoR YARe, olx A o Ay AvkEIYd

—

e WEIAZREIHT EE J|E A ARME
zZete] o2 dAC AAH o] FoXth ZF AHAA dAe =S
shatA AojElojof st AF F FAH NS Tl AAE A& sHo =z of gt

2
i
)
r
S
(!
3
=
2.
e
Q
&
@,
&
D
(@R
g
=
.
=
D
£

o A X Tl A (Host Cell proteins, HCP)

STFAEZ GHAHCP)E ds8oF AiA AAFH G} & BeE F It EL
v &3 Eg3dAon s taks WMo= A ssAo] Zom, T e Ax
e de 719, 4% 24, @2 EFAVE EvEAY &sid Az fA ofF, AA A
T4 A w2t g5l ¢ Ao sFAz G HCP)9 < dsA = 19
Stz Wk = 7hsAe dsta Fo) tid A Gl E4 B4 HCPoll o7
) WAE fdl FastEE sFAx @il A7 &de Al A FrE g=
3 AN S Sl delEolor

A3 DNA(Residual host cell DNA, hcDNA)

ks
31
H
N

A8 742 DNAMCDNA) 3835 DNA A9 =79 e 271-e @49 A=z
TR 3 F A= BEES 9AE aystoof s

o n}o] & 2(Viruses)

AA FAANA Holgl2E AATAY EZIE 7 A= FAo] TFH|oF I
Hholg 2 A7 A= ICH QA 71&® 2 nlolz| 29} npolg 2 AR} A|A D/Es
=83 T4 Tl dis) Brlsiof @t AlA Aol AHEEE HlolE e At A,
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o

i

vho] ) 2= 2}

o] -
AA

g o]

=N

7Vs

)

e 71} E<E(Other impurities)

AAY L HA

BEA AAs] AR

Q]
=

Ho

Hho] o el 9 el o] o}

T

=

A, <=, IPTG, DMSO,

5}

A7HAI(. %

T
| .

_Z..__l
e
Nlo
O
Ho

4.5.14. 34 % B3I A ZHIn-process hold time)

oH

s,

o u}

al

A mAdE od =4

]_

w

o

AL
7

b FH 1 AJ4F FE o A

49| wo] o)

T

4 =0l M HaAE A

o

(bioburden)& &7 9

L=
T

4 (mAb)

Conjugation)o] =

(.

[S]

%

e}

ks

st

J(mAb)7} A A

A

3ff oF

[

5}

e

Fodof

=

=3
4516 959%FE A 2L R ADrug substance filling and storage)

4.5.1.5. &7tA(Intermediates)

4S8

A

A]

el

ruge]

(e
e

A

A A

wK

Gl
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4.5.1.7. =& 3#¥(Control of mAb or mAb conjugate drug substance)
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3ff oF
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n vivo

Z v} A (Heterogeneity profile)

hva

o o)A

o
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N

Ho.

g

/gx

Az el wat FAol

=
=

“fingerprint”

i

A=

A WHol

g

Aol A= %

A A

&}

GEE

A gRuEIHY), BAY A9

=l
=

&, =71 =#iA

B

g

/gx

3+A|(acceptance criteria)7}

ojo

H E-<E(Substance-related impurities)

H

o AF

Eige

g

=
=

FA A 2 A

)
o

_26_



5 F F
%Eqwom M@o_a&rﬂﬂﬂ
" T S I Jow T T S W T
A g Mmoo S
7 EFow g S o R = & o deom =
3 12 <° T W : o m o
5 oy S TG e E ) g R, ® o o
0 = —_ _1_ X — e
o B Aoz W ool - rx” 7o
¥ g L &gy%ﬂ%%% FERERp =
JAS Yo = —_ i . -
wEEE R LF DU > 5
R P TR o= o W STael p o E
5 W o = % we o jor - S oo v R T
L T T oo T o5 % 1
™ B T ® T T o ~ = - |
ey oF Za TR o= = o % X o o8 ™
G Pl e T T 4w S oo ¥
I S O S oo R
g SPRRERET gReRof %R
T w2 = g Wouow oo E N Edw 3 N R
of L 4 B TR ) S T g T 0
o = o o o o T o > — S o 3
4 5 @z a0 g M B oo ® P e
a .‘_JM ,mmo . w X Z.L —_— 1:,._ I” ‘AIUH_ Q.Ol N N 1 ,WH ‘mmn_u —_
R B TOE B I T RoE T R oy g N9
o paile]| RO W o & < X =)
E.D = _.E ] Iy qmw_ = — T Hmﬂ_ L._o 10 ON o . ot m < O onﬂo a
B 2 xR A = %o = ® <
qmu_ JvNL ﬁe O_H Erl m - N_.o =y o oT ﬂl M N o# o F O_E o = 1o N
3;rfzdﬁmwﬁ;i])@%@ w PR ow P
L S P TE P r g fo,BE e Ton
‘WH m m X_l Of ,DrE — :.l ‘I_ﬁl Lw 1__. »AO o ﬂlw_ 1 \.mo 1A_u| oare)
= =~ B & am AP o N 8 T T X o B
O_L olo oS m {H 1 o o HE T AT o o e rm.. ~ ﬂl o T o
o S 2 o T T W T w o s BEg oo h
=~ > @ [ o I S S 9 B = T ~ =
bR oE R S D 2 Mg o g
%%%p%m%.@Poie_e%%t%@H%g@#@%
AL I - g T E ST AT g D
B m%f7@wmo%@__d%m%_Eﬁ_@%o_%%b%
m.,%wuc_x%ﬁ%ﬂmﬂr%ﬂwﬁvwﬁiﬂée&& mﬁ.
aﬁgﬁmﬂa%w%_sﬂm @%m_aﬂ@#x%g%
oo _ o g W T B oD Rodo < ° w ® E P
e T T oL C ! = o o B B ow o~ 8o PR &
5> = 5 o ~ P g nox x 3% N S o
w o AW S5 W N g W os X0 m W om D o
_~— — = = do 7 TS T 1] St = 2} o v
NN X ™ o= F T = . ol H N N N S
™ F Ho o S ® = E T oo W Py w7
c o B oM B oW ® Sk odm ©OE
o fint o E.E L] WIlu — ~o — o XL = _n_Tu
m oW R T AT

73-¢- vE

7l g+ 2Ef o] ALEEF

- 27 -

)= =
B-+E(Other process-related impurites)

A

3L

ohe 2ol 4 g

. 75 37 B

Al



=T A -=FID g ANF=E aesfof gt}

o F# =& ulo] 1 E(Sterility or bioburden testing)

ALt G FEFA A tisted Al L M uAE = FEAd Ui Algo] 43
Hojof &, odd AFL HZIst, AHA Ees AHeA = kdT. HFAE
HEA T 7|8k AAZF J7F 79 B4 a7t HA RES A-3d 24 &

e dl = EXI(Endotoxin)

WarE w2EYA 24 2Eo dstel ARSA BB ZAHA FE U UsL
solsfof stul, WAT AP =T B A FZH olof Ak,

45.2. 93 AF =A 2 #AZ(Preparation and control of the final bulk)

A7MAZE 238 A A8 FH A4S S8 oF shH, o] 23} o=H & A
bl Al Fodstrlel <bdsiof g deld HIbAlL RAIE WA wEE AF
M Ao M HrrEH oo 3t 75, 72 e A Falld TS mAA F1

& FReA F=S FUsiof 3ok
4.5.2.1. ZA|(preparation)

A4 F(final bulk)2 GAld GEEIFAE &4, A, SFA, HEA T
st AR EE ASH IAHAA Al=sfiof s, AGAHAAA Fdd F4
S0 713k A S S ok ok S A AFY Ho B AR 2 21 A
SgrE 4o el dAsfor gk

4.5.2.2. v}o] & ¥ =(bioburden)
o A vlo] e =& HEsloF stH, Y 7T 2 W2 BHEstA AHelFofoF g

453. 3 % &7](Filling and containers)

RE 719} 71 PR A2 HFAFA Aol el Ade AAk st

2 FE2E Tol #UtEooF . & u &do] &7 ==
]_

_28_



€71 B we AR ofFe FHol dFS HAA FEE ok s, <]
GEEFNE SHAE BT  deER §U¢ e S FESY 1 ‘ﬂbl
PHoz FXsiM s k. olE sl 8719 A4 HIF Al HF 87] vl Al=El
gk 871 H FAA A JEE, FE2E FUPE FdFHoF I

45.4. 3ZAE A2 (Control of the final product)
45.4.1. HF 87] AAHInspection of the final containers)

FHE BE HFT 87+ IR Alx A IdFE HARfoF gk o] (el A
e Uy EPo] e &7)= dA7isler vk A HeA 2 M v e A 450
A4 AAZIE AFES] s oF kot
4.5.4.2. ¥ZZ AHControl tests on the final lot)

kAol ekl 74 ZE tiste A4, &9, pH ¥ A&FY, 8 FFE Gt A9,
g gEE o7, A9 mAb Hl &S| Feke 73%), olyg X2, AF A ELE,

A4 TE BELE, JUMA, B4, dEEA me 2dA, ATFA ARG
A&F 5 FEAAE Fd&oF st, AT AP 2 JES ]
wolop gtk UK HF &7] F v A=E(d. ZEHEAYA e )Y EFPOR
A3l Aol GrRE FHAA =Y A FHAYE A
dejolo] ol HFE AFel 23 BE HAVEAVE B4 Witk ¥ d5sloF 2k
e XA (Appearance)

ARG Ho R Aok st EE A (o, A e HA) 2 AF] tiste] A
H AE FFEMoF sk, 871 vl A2Ele EA(A: F& A 87)E Esof Itk
AAZE AFe A Bzl JHAR ATA ATl S Fdsior sk Al V&S
F=3of 3 B3], Aes E‘rﬂ“éﬁl/‘i =84 olee A e AA S Fel
HFAFANA o] o] WA A=E aof HARE B84 olE= s (Y = jitk
meba] el B3 AL AFeT vE2H, o3t Fof AR wet g2k = Aok 12y

=84 ol 3 =84 mgAlel tiek - 34 B Aol we} AAgs|oF Stk
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8) WHO Guideline for the production and quality control of monoclonal antibodies and

related products for medicinal use(Annex 3 of WHO Technical Report Series, No.822)

9) Guideline for assuring the quality of monoclonal antibodies for use in human. In:

WHO Expert Committee on Biological Standardization

10) Guidelines on evaluation of monoclonal antibodies as similar biotherapeutic products.

In: WHO Expert Committee on Biological Standardization
11) Pharmaceutical Development Q8(R2). ICH Harmonised Tripartite Guideline
12) Quality Risk Management Q9. ICH Harmonised Tripartite Guideline
13) Pharmaceutical Quality System Q10. ICH Harmonised Tripartite Guideline

14) Development and manufacture of Drug Substances(chemical entities and

biotechnological/biological entities). Q11. ICH Harmonised Tripartite Guideline

15) Comparability of biotechnological/biological products subject to changes in their

manufacturing process. Q5E. ICH Harmonised Tripartite Guideline

16) Derivation and characterisation of cell substrates used for production of

biotechnological/biological products. Q5D. ICH Harmonised Tripartite Guideline

17) Specifications: test procedures and acceptance criteria for
biotechnological/biological products. Q6B. ICH Harmonised Tripartite Guideline

18) International Nonproprietary Names(INN) for biological and biotechnological

substances(a review)
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