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110, ForfmEAFEE

2. 11 FRITE8EZE (draft circulated)

3. 12 ) FREZENAFEEIER, (published in Pharmeuropa)

4. "3 | FRXMHEFEE D (submitted to the commission)

5. 74, RIBBEEFEA (adopted)

6. 5 FREHRNK - B T/ESEPER (published, removed from

the list) ©

Work status: see Knowledge database

Key to information on State of Work (SoW):
0 = on the work programme, no first draft

1 = first draft (new or revised monograph)
2 = published (or in press) in Pharmeuropa
3 = submitted to the Commission

4 = adopted, ready for publication

5 = published
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IR B e (g A sy B RS T e e et A an - BFEH &R
TIEERED ~ BT T R T (RS - BRTEUNEEIE TURNETDIL
FREEHBLY 2500 R fEER 2 350 Ratba AN (E =) - iR Bz SIS
1% -

k:ontents of the European Pharmacopoeia:
More than 2500 monographs and about 350 general methods

[ = ~ BRATEOMEE S S A E RN EE B CRRIACR &350k

H AR S Aok B A e~ D RS & A A
RIEERZIRE (HIV) » B AR5 (HBV) Kz C BUHF SO #(HC V)55
DUREEORZE dmim B 22 4 o T TR B [ 2 i B A B Sl B A B R A il
B K BOMEEiE B & E Group 6B H50/ N » iBIEE & BRI TR BU
S Bo kR ER ST 0 DUBHEBOMNSE BLITR BRI H 2 SR(E

(Z) AEThRE
BCOMNEESL Group 6B F5¢/ NEREBOMNS2 I IR BRI oL HIE GRiE - S
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(=) EEHR

BB Z B e S RS T (Rt 2 BB T ah
BRI B AR - BN E - (ER R S AR - e
BOMEE SRR RSN B G BERE SR
BT AAFEHIE > T /INAFLIET - BRNEESE Group 6B H50/INA 8 & 7
LR BRI - SR LS R (30 R
B it R BT I - 7 5 (I3 (specific. monograph) B4y 45 12 045 T 44fR
(Production) - #E:7(Identification) " 3{BR(Tests) |~ JHIsE(Assay) , EIEH -

EHITEAL(General chapter) 4R{E61 4 — LB A I8 H » H 19/ Bl 75
So e s T B AR 732 - T 5 A BN BB b 2380 1N
PR TARMERE » FASE 2 M A 6 % B 2O - 1 S RIER
4y APl
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= ~ Group 6B H 5/ NaH R o
(—) N JE 9% Bk 28 3 5% Ak JE 5 75 (Human normal immunoglobulin  for
intravenous administration) 5z A FH G = BK & H K7 1 JE & 7 (Human normal
immunoglobulin for subcutaneous administration){[&Z 45 &

NI EEKE HEREI R A AT - S FRERIMAEL » £ KPR
B H (y-immunoglobulin) 7 & B 7% A BUREI0R St HZ 5 B0 - 2 A H Haig i
Ry R - HFra WEREHELIERNE SR Z 90%2L - HLEHEF
Ry ERFE A AE LR -

NB IR E T ERRI AR RO 60 4 » A R EF TR
WE RS RS ~ R - BVESBFRRE - SEOCEZARN 2 EE
JFEE » (NBEERF A E e Bk 2R (1 B ) 69 autoimmune thrombocytopenia
Guillain-Barre Syndrome J; Kawasaki disease Z555 » 7R F A acquired red
cell aplasia ~ autoimmune congenital heart block 2% 5 1 3B A1 F A\ JH 2y
RE A EH AR Guillain-Barre Syndrome 25 1 &8 M #2955 ~ primary
immunodeficiency disease ZEG B R ~ myeloma ZF IR BN K Kz Kawasaki
disease ZEH B -

NFAG bR E H RS F Z SRR B g e T AH R v R A A A~
BEaaT I HEAER 2 AT 40 HIV - HBV K HCV 25K T - RIRER
SR RIRAN - (RIZBIOMNEE AR &L - BAMNEIE Rt E e te t/ERES - H
AE R SR TE By B E B by oK o T ELA S B e B 4 s 1) 5B - pHL (L
ERE ORI ~ BRECRETZRED) HERESE - EHEA
p o~ ek ERE - PKA S8 - It A &Pt B MBREER - §i B AR RE
HPURDESE « RERER A - EEHE - 2UFEERCTDAENHERS
B -

HEZR I ERER R ST an A 2 TR e e hn A - AR A
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TS B E S A AR R T BSR4 SRONANS40E ~ B
PR BRI SOOI - B EE R T AE S8 2R oM B AR BRI ~ R PR 32
KAeFEFIF - 2010 F 83N AR EM R Z RIERE HIESTHIL
e ZEF IR A RE  SGRERER NN Z X E i b & A SEim N 1
T HIEMACHAH S AN T (coagulation factor Xla, FXIa) - £52
R RS T — BRI 72 00 e BREE H 40 B AR A o (18 DY) & 2 [ SR e BR EE
—HERAIAL > A ER PR T - BAtN T2 BEENE 7 AR - L - 7Y
REREARRET » T P B PR S — BN T -

Frozen plasma

Supematant I | Fraction I

Supematant I J— Fractions IT+III
Supematant II+1TTw L Fractions II+IITw
Fraction III J— Supematant III
Fraction II J— Supematant II

Pasteurization
Disa gérega tion
Formulation Formulation
|
IVIG SCIG

[EDU ~ R ERE A4 EERE (ERER © Oviedo, AE. Transfus Med
Hemother. 2015 Nov; 42(6): 397-402)

12



Samples (n=7) TU/ml

factor II factor VII factor IX factor X factor X1

Plasma pool 0.79 £ 0.30 1.03 £0.30 0.72 £0.31 1.20 £ 040 098 £0.30
Fractions I1+111 0.87 £ 0.40 3.09 +£0.40 148 +£0.23 051+011 1.02+040
Fractions 1T+11Iw 0.65 + 0.40 295+0.70 1.04 +0.54 0.04 +0.01 0.87 £+ 0.40
Fraction I1 <0015 0.07 £0.02 <0.015 <0015 0.07 £ 0.02
Pasteurization <0015 <0.015 <0.015 <0015 <0.015
Disagreggation” <0015 <0015 <0.015 <0.015 <0.015
Formulation <0.015 <0015 <0.015 <0.015 <0.015
*Only for IVIG products.

&7~ SRk O A LR S FEE M T & 8 (EREE © Oviedo, AE.
Transfus Med Hemother. 2015 Nov; 42(6): 397-402)

e R 2 B AR 80 S BR R H RO A 55 A eI A TRy
FryEE - ENARREHA R RERE H - NIL Group 6B o0/ NH#E 51
HI YRR A RO SR (5 A T3 25T - By Group 6B HEUNHEFE Dr.
Johannes Dodt EHEGFEMET - SHRIEBRE R IO EE mHE S
B¢ Il )& (Pro-coagulant) & M &4 B 0% - 91 40 ¢ i B A= 5 350 B (Thrombin
generation assay, TGA) ~ JE/E(LEN 77 B EREF[E{ 52 (non-activated partial
thromboplastin time, NAPTT) DA Kz &5 -+— A M 2 el 5l

B/ NAZIER b Be T % TRE TR AT & HEE 70 25 2 2 B
seZ B SRR E T S RE - Y RIETT/ MR LU &
ERMESEWTFE -
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(&) A% H & H (Human albumin solution){&zm &

NI H & H A HE R A Z M 05 8Frs s 5 E 8 2w
> Fra B EAEEEEAEEY 95%LLE - RE{RE  Ea&mE Rk
AR B L B C R R A S 2 E ] o

NI HEH TR SRR 2 5 K3 FIF T - LU ErieiR
AFREEAME - AR ERREEE IR KERRRA » Sl EE TR
R BFERA ~ UM ERFIEIN - AR AT AR ERE - 581 BATE
A2 A& E & A MAEPARR BTl /Ol s i MR a5 > HE e
HREZ  BERGETREEE SR SEE S A R 80%LL L -

NIIF H 8 H AT A 2 AR R RS A e A AR RE R IR A B A5
A5 [ BERFERZIAT AT HIV-HBV & HCV FEEBIMIR{ERE Z MR
HIEBOMEE SRR #G - HIMEE Rt » sk 2 EIHRAS - M H A
Sl o p 5  pH (H ~ 278 E (R i) ~ B E CR B EA R A D)
MEHHEZE  ERHEEK TaelmaEsl  PKA 28 - AH - ins
g feR e EEsR - 2UREERTDIAE NS ESEREUOE -

Dr. V. Lievre F 4 A {1175 & H (Human albumin solution){f& i@ ERIE H

I

o
il
il

o

WRE > RGeS BBl I A& I 15U (System Suitability Test , SST)
RRED o H ATBONSEILSS ) FralR S ie e Bl EH 0 TEEimE &3

REVR F AT (HPLC) 1Tk Bg - fein L&A SUEIERIF RAGRER - Mkt
dhiE HERE TR 4 g/L £ 12 g/L - Hiwiniabaiift /A 10% 2 &40

BEGRSE  EMRREARGE A MESER(SST)ZIH H KR -

£ S S5 S (USP) Je [ 22 St A M i A g (ICH) 5 5 [ R 1] 58 3 ZH 3

& B MRS - DU e Sl HAREE - e A MBS el sl A

PR A > AESSRRAn AT R AR AR - T B RSB A sie 2 28

LB R IR ] ~ SRR ~ SRR ~ IR ~ IR R RIS~

14



IEETE I FESEO RIELESEHETH R T RSB RIE Z BT R o
B > DAERR s 2 AR (8 X) -

System Suitability Parameters

The system suitability parameters which are generally accepted by
regulatory authorities and independent auditor are depicted below:

« Peak retention time,

« Peak area,

« Amount,

« Peak height,

o Peak width at half height,
« Peak symmetry,

« Peak tailing,

« Capacity factor (k’),

o Plate numbers,

« Resolution between peaks,

« Selectivity relative to preceding peak

7S ~ 2452 E(E RIS - Bose, A. Austin Chromatography 2014)
Group 6B EZ/NHC S S ERAM T KBS TR, » WK 2405 H
M Z Y > A=Y 2R [E#E 2 512 (Biological Standardization Program, BSP)
GHA 0 i AIMLE H 25 H (Human albumin solution){[E 5 o 28 & #G & & 5B

2SO AR -

15



(=) S&EE G (kimaH(Fibrin sealant kit){Ezm 4w (i

AR 1R S B b JRAEY) - BRI B ~ o B
Pl 2 HRZ IR (it - FH4REE &5 R (fibrinogen) K2 &2 T (thrombin) F e 5%
Iy AT B & E R 2 565 T = AN ~(coagulation factor XTIT) ~ §5E T~
s & A S A (Fibrinolysis inhibitor) AT PIE - M AFIHEH
/A% (human albumin solution)ZZE &

eI & (e (5 R AR AR A T R Al e 1 B R B A TR VRSN o0 165
FEAYERAE S A (fibrin) > [T B AVARAE & 5 BEAS(fibrin monomer) (Rt & 2R &P
A AE R B 2 AR (fibrin polymen)&iife » #£ 55 1 = AIfILN T-(coagulation factor
XUDFERT - RrR R 1 R G Aatm RIS > RS S AT (cross-linked ) B4k
ERFE R SFRIREIE TR - PREVSEEES REEE /MR - T 5
AR A - iR sesS 22 ki 380 -

X111
Ca*
Prothrombin | —— | Thrombin _—
l XIlla
Stable fibrin
Fibrinogen | —— Fibrin BE— clot
—— ®- 00 - 00 -00 O
‘oo f;:. . * 900 - 0000 0
e 0+ 0000089
(Fibrin monomer) (Fibrin dimer) (Cross-linked fibrin polymer)

&t~ SR E MRS GORPICE: modified from &)
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AR R O 1 78 o (AR IR T = B I R - R e 25 1 R4 P (o —)
HY E PR 7T (active component)” — » 5 dniSo A VE AR sL S T = AR A
TRor o AIZEBTE T =AM KA+ 3 (E: Bz - Group 6B FHZ/NH I3 HITN
" Production section | K " Assay section | M EETHHRINE :

(1) " Production section ; : #5iEF 5T = BEIMMA T R 2 O R

V(R oy —)REMER Sy - RIZAE T =R A5 -

(2) " Assay section  : " 44k O FURMEYI(R T —) ) HEERRAEE A+

=RIMAF RS YRy 7 — HARR S+ =8 imA - REE s

Tk FEEHZ RS2 E 2 80~120% -

WEET  EEC AR EECKE R W R AR FHRe T im T 2L -
BRI HETTE R A REENTZ EEETES  HREFEFEER  BITASH

il

IhEIiNOIES

o

Vil
I

o
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(P9) 3y " Human plasma for fractionation(0853) ;| & " Human plasma (pooled
and treated for virus inactivation)(1646) | 7 4RfEHEZE
g7 $%~ " Human plasma for fractionation(0853) ;" Human plasma
(pooled and treated for virus inactivation) (1646) | {RULEE ABBIMATE ~ MEZH 7
B AR A Ry MU BB 0k - 3% Wi e B FORIOR & B VAR ED - P2
AR MUE R ARG EH 5 B OCRER R B ERI T AR =
R 56— K7 58 % (human immunodeficiency virus type 1 and type 2)fifg
"B RURTFR FiHEPUE (hepatitis B surface antigen, HBsAg) | & " C BIHT 3£ 95
Fr(hepatitis C virus)¥ifs | H E X IETERE R fi7(nucleic acid amplification
technology, NAT)¥fEAM4E (plasma pool)#:{T HCV ZEfE iz Es o] - H4h
RIEZ2VERE -

TR NIBSC A 2017 )% EDQM 5E 5347 5 /A0 #E (analytical
improvement) . J5 5 » %} " Human plasma for fractionation(0853) ; k& " Human
plasma (pooled and treated for virus inactivation)(1646) | #E{T4R(Z » FEFERE
PSS 0 B BURT SR R miUR (HBsAg) f MR B /¥ (testing sensitivity) > KzER A

FVUA HIV A A -
(1) &0 B AIRT R KPR el 8 5
H Al NIBSC E 1755 = B BIFF R R mH R BRI - K8
B MDA BT 7 Fr(PED 1L B AURT 3R R DU genotype panel SE¥f
TAEYYE > AL - NIBSC ZRIERF B AURT SR R DR B RS A 1B ]
M2 B4 A" Human plasma for fractionation(0853) | 52 " Human plasma
(pooled and treated for virus inactivation)(1646) | > {EBi/E S H 2 &% -
{BREFE - E R AR E S RE - 8 2 MR ST B
RURF SR R HPUR A0 > SAnfllaE R B2 VERER - A mI Il AR 17
GRS R R I E R E - MU REESH L » AL EER S
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IRk - SRR IR CA AR » LA RE RS St %
FEEmZ > (PR R ZE G N -
(2) BERABUA HIV AR
ZEEI R REE TR ERER > EE VRS PUE AR H R
FEFTHR Z 5 > 28R SR IRE RN BLERIF T TR - WRF s G H
LA > BEERHEGED - feIZEE e 4 - SEVU{C HIV A istE e
H4 p24 PUE Z R FFY p24 FURATHOREERALEY 12 2 15 RigiHH
(&1/0) - RILEEE = HIV fad ISR (=0 HIV 172 fiAS) 5 R EE g H
4k HIV el z=eg 1] -

Immune response of HIV infection
) Acute HIV Infection
- —
5 -
[= HIV-1 p24 Antigon starts appoaring
s] as garly as 14 days aftor exposuro
oo ./
< i f
|‘|’
} L) 4 4 } } {
0 10 20 30 40 50 60
Point of Day
exposure to virus

&\~ HIV $i86 K p24 HiF a2 e Eb i El (B RHOR e &)
Fysarita i Z2 g B > NIBSC ZE PR 25 DU HIV Al am A
" Human plasma for fractionation(0853) ; & " Human plasma (pooled and
treated for virus inactivation)(1646) > DAEEF M@l 28 E - EEFNEIPR ]
ELF e HE R R fr(nucleic acid amplification techniques, NAT) » 7NEE4E
FatgolzEeg iy I - ARERE AR A SR YR(E - (55 R 22 i
ek N
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S BB I SR S | SRAHBREE) - E7Y 102 Rl BBONSE i1 5 g%
B0 106 FEEIA /AL S 5 85 R BOMNEE M B 50 NH B T AF/NH Z B 5E K
S A E R 2 BN S ZE B g H R/ NI E/NHET SR B S5 E) - 2
NI PN 25 SR (58] S 2 15 B R R BRI PR P S L AH B ol - it B8 LR
EIIFERELZ 225 -

— - EDQM BUOMEESZ 5 & ilE SR MR 2R AGIE  BIRE TWTEIGE
Bt G BEER B RIS JEUNMER K 2 2 B MR EHTER 6
HEE e R 22 4 -~ i ARG AR e R AT TERTFEEAERE L
E  SEBINEEHREE N (e RS MRS TIEHES) > f27 thEEai iy

B - A B T BN A SR I PR T 8 - B T EIR B 2 BRIk
LSBT AT - (HIRE SRR TIERe ok EdLE -

“‘Jr
o

ﬂ

EREE

%

=~ BOMEEIZ: & TIAH A B 58 & AE R E 7 AR RYRIZ2E anTH H KA
73 AAH A [F1 5 2/ INGH R AR /NG » DASEBHBIOMSE Bl 2 /(e - &/ NH 2 S
FEFEEETE AR DEGS T B R B 2 o ABUMNEE L
GRS TAE  ASHEECNEEH N - BONSEHZE B g B R YR SR IR
ERE - AN Z BER PR FCEERRIE LI K E#E EDQM AET
A7 BLEOMSE B BEIGEME » DUEUG 3658 - T EE g2 il B il AR S B BIOM &%
7 B e B B 105 5 106 S5 MEEE AR E g5 3
HERF SRS IARE LIEREA 1L 1 FE R LS e S LS T
B LB o FE % B [ 3R b S B R PR e, » AR AR 4R R BIOM S B

it
\
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HI{ERyh BRI (2 275 -

FEREWONSEILN DN 2 38 - DURSHE P RS R (2 - BP9 IEHEE S X il 2 B
BOMSEILE S NG - 1R — R &k s el & - AR L
BT R R OEE R TN ERET ERLRELZEGER LY
S0 R S 7 B IR RO S S 7 A (AR R SRR (S Bl &R
A (A SR FE R Mg S \155 | DRI SRR 2K - R B o
HELE YR 12 T /F RE By (R B B P e, » TR S R B R 2 B
s ©

4]

3

J,
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EDQM — GROUPS OF EXPERTS AND WORKING PARTIES /
GROUPES D’EXPERTS ET GROUPES DE TRAVAIL

Groups of Experts
Microbiology Microbiology

6 Biological and Biotechnological products Produits biologiques et biotechnologiques

6B Human Plasma and plasma products Sang humain et produits du sang

7 Antibiotics Antibiotiques

9 Inorganic chemistry Chimie inorganique

9G Medicinal gases Gaz médicinaux

10A Organic chemistry - Synthetic semi-synthetic Chimie organique - Produits synthétiques et
Products hémisynthétiques

108 Organic chemistry - Synthetic semi-synthetic Chimie organique - Produits synthétiques et
Products hémisynthétiques

10C Organic chemistry - Synthetic semi-synthetic Chimie organique - Produits synthétiques et
Products hémisynthétiques

10D Organic chemistry - Synthetic semi-synthetic Chimie organique - Produits synthétiques et
Products hémisynthétiques

11 Organic chemistry - Natural, semi-synthetic Chimie organique — produits naturels,
and synthetic products synthétiques et hémisynthétiques

12 Dosage forms and dosage form methods Galénigue

13A Herbal drugs and Herbal drug products Drogues végétales et préparations a base de

drogues végétales
138 Herbal drugs and Herbal drug products Drogues végétales et préparations a base de
drogues végétales

13H Fatty oils and derivatives, polymers Huiles grasses et dérivés, polyméres

14 Radiopharmaceutical preparations Composés radioactifs

15 Human vaccines and sera Vaccins et sérums pour usage humain

15v Veterinary vaccines and sera Vaccins et sérums pour usage vétérinaire

16 Plastic materials, plastic containers and Matiéres plastiques, récipients et fermetures en
closures matiére plastique

P4 Procedure 4 Procédure 4
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Working Parties

ALG Allergens Allergénes

BET Bacterial endotoxins test Essai des endotoxines bactériennes

CE Capillary electrophoresis Electrophorése capillaire

CEL Cellulose ethers Cellulose et dérivés

CND Conductivity Conductivité

coL Colour determination Détermination instrumentale de la coloration

CRB Carbohydrates Hydrates de carbone

CsT Chromatographic separation techniques Techniques de séparation chromatographigue

CcTP Cell therapy products Produits de thérapie cellulaire

DIA Dialysis Solutions de dialyse

EXP Excipient performance Performance des excipients

EXT Extracts Extraits

GEL Gelatin Gélatine

GLS Glass containers Récipients de verre

HM Heavy metals Métaux lourds

HMM Homoeopathic Manufacturing Methods Méthodes de fabrication homéopathique

HOM Homeopathic raw materials and stocks Matiéres premiéres et souches
homéopathiques

ICP Inductively-coupled plasma Méthodes spectrométriques

INH Inhalations Inhalations

LBP Live Biotherapeutic Products Produits biothérapeutiques vivants

LEC Lecithins Lécithines

MAB Monoclonal antibodies Anticorps monoclonaux

MG General Methods Méthodes générales

NBC Non-biological complexes Complexes non-biologiques

PABIO Procedure 4 BIO Procédure 4 BIO

PA Pyrrolizidine Alkaloids Alcaloides pyrrolizidiniques

PaedF PaedForm Formulaire pédiatrique

PAT Process analytical Technology Contrdle analytique des procédés

POW Powders Caractérisation technique des poudres

PRP Precursors for radiopharmaceutical Précurseurs radiopharmaceutiques
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preparations

PST Pesticide Residues Résidues de pesticides

SIT Second identification test Seconde identification

ST Standard terms Termes de référence

SuT Sutures Sutures

™ Traditional Chinese Medicines Médicaments traditionnels chinois

vIT Vitamins Vitamines

VSADM | Vibrational Spectroscopy and Analytical Data | Spectroscopie vibrationnelle et modélisation
Modelling des données analytiques

WAT Water Eau pour usage pharmaceutique

DORMANT WORKING PARTIES

CRP Production and compounding of Préparation extemporanée de produits
radiopharmaceutical preparations radiopharmaceutiques

GTP Gene-transfer medicinal products Produits de thérapie génigue

HCP Host-cell proteins Protéines issues de la cellule hote

HFA Propellant gases Gaz propulseurs

MQH Microbiological Quality of Herbal Drugs Qualité microbiologique des drogues végétales

MSL Mesilates Mésilates d'alkyles

MYC Mycoplasma Mycoplasmes

NMR Nuclear magnetic resonance spectroscopy Résonance magnétique nucléaire

PHP Pharmaceutical preparations Préparations pharmaceutiques

RCG Raw Materials for the production of cellular Matiéres premiéres utilisées pour la production
and gene transfer products de médicaments a base de cellules et de

médicaments de thérapie génétique

ROP Rules of Procedure Réglement Intérieur

SRP Special revision programme Programme spéciale de révision

STA Statistics Statistiques

WXT Water for extracts Eau pour préparation d'extraits végétaux
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