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BRI 2 N B RBIENE - HEHBUNSERZ S g ERKEE
FREERY Dr. Jean-Louis Robert #{T FHRZEE T &% » Gz L2204 ¢

(—) FibF Mrs. Cathie Vielle 4748 Ph. Eur.4R{& database 2 S ThiA

(=) HZEBGEEEEKE S & EEFTN S S g MBI fE M
S5 -

(=) B EMA Ei CHMP/CVHP Quality Working Party e FHREEEE) > £FE -
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Substances), Group6B, Group7(Antibiotics), Group 9, Group 9G(Medical
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products), Group 10D, Group 11, Group12, Group 13A (Phytochemistry),
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TAE/NH(Working Parties) (&t EFEM AL » HATEER IR &
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Procedure 4 BIO (P4Bi10) ~ Process Analytical Technology (PAT) ~ POW ~PRP ~
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3.1.1.1. Materials based on plasticised poly(vinyl chloride) for containers
for human blood and blood components &AM IR (G 20 455G
NBGIUR S MR T R
3.1.1.2. Materials based on plasticised poly(vinyl chloride) for tubing used
in sets for the transfusion of blood and blood components A ¥ EX (&
LN AR E R U A LR B o i & B At
3.1.10. Materials based on non-plasticised poly(vinyl chloride) for
containers for non- injectable, aqueous solutions FFAIEREVANTEE (&
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3.1.11. Materials based on non-plasticised poly(vinyl chloride) for
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3.1.14. Materials based on plasticised poly(vinyl chloride) for containers
for aqueous solutions for intravenous infusion E:fABE¥EEE (Z 0% )
FAIR a8 R AR A i £ R 7K R 0k} 5

3.2.1. Glass containers for pharmaceutical use J/FE 2 238EYFH

3.2.2. Plastic containers and closures for pharmaceutical use 3R} 28 F1
FEERREYAR

5.8. Pharmacopoeial harmonisation ZZHiL{77 1 ;

5.12. Reference standards S5 24 o
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Dosage forms: Parenteral preparations JEH7](0520), Vaccines for
veterinary use — Brucellosis vaccine (live) (Brucella melitensis Rev. 1
strain) EH) Y — AR AR R B O (TR ERARERIEL 1 #8) (0793),
Radiopharmaceutical preparations and starting materials for
radiopharma-ceutical preparations-Technetium (99mTc) etifenin injection
TBUERS 1 S B SR TS PR S B — 5. (88 Jetifenin 7EHIE (0585),
Homoeopathic preparations —Methods of preparation of homoeopathic
stocks and potentisation JIEZFEA BT — FF AR ELHQ2371),
Alprostadil (1488), Ammonium bromide (1389), Arachis oil, refined
(0263), Carbidopa (0755), Carisoprodol (1689), Carrageenan (2138),
Cetostearyl 1sononanoate (1085), Chlorhexidine dihydrochloride (0659),
Ciprofloxacin (1089), Ciprofloxacin hydrochloride (0888), Cocoyl
caprylocaprate caprylocaprate (1411), Colistin sulfate (0320),
Demeclocycline hydrochloride (0176), Detomidine hydrochloride for
veterinary use (1414), Doxycycline hyclate (0272), Doxycycline
monohydrate (0820), Drospirenone (2404), Fluocinolone acetonide (0494),
Haemodialysis, solutions for (0128), Hydralazine hydrochloride (0829),
Levamisole for veterinary use (1728), Levamisole hydrochloride (0726),
Lisinopril dehydrate (1120), Marbofloxacin for veterinary use (2233),
Oxaliplatin (2017), Potassium bromide (0184), Rice starch (0349), Sodium
bromide (0190), Sodium chloride (0193), Sodium citrate (0412), Sorbitol,
liquid (crystallising) (0436), Sorbitol, liquid (non-crystallising) (0437),
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Squalane (1630), Stearic acid (1474)
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PelFR S JESE ~ Paf R B an ~ PafRAE ~ sndsfend ~ A aE ~ PIZEFFsE -
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BN 2 B (European Pharmacopoeia) &8 e 52
® 57T 1963 FEUMNZE B G &1 B BB AGET S Il SR E 1 3 4 i e [F]
SRS B4 — 124 (common standards) PAPZEAE T E (quality) ©
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2 2014 FRONSEHIRSUEETA 37 (g 2= M 27 {EE22
BN & L B B Ag A= (@ f=5 (European Directorate for the Quality of
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(4) EEERERAH LN (Group Chairs) » iAZA [EE EHSEFTHE L BT
HEFAL R A/ NHAH R 288 (experts and specialists) Z £ £ 75%
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4. IfEstEZ2EH
1) %bﬂ)ﬂzﬁif’ﬁfizﬁ“ LKA REZRH
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X[ (Groups of Experts) Jz T-fF/NH (Working Parties )
USRS - HANERREC —{E NPA

HEBCONAES - than: BONEE L E T F(EMA)

EDQM

EARHEARKE S 3 BRI © FR T EaeE
f&; » State Administration of Traditional Chinese Medicine >

SATCM)

(2) RO TAERTE - WEFFE LU TG
o Z/U 2 (ECEIE ELE ik
® AR RKEGUMEGTATIERE - FHEHEH S
(o] &5
® UENFEEBUNEEMAVFEIRE T -
® oA RERY -
() WEREEE TIF/ NS EF KEERERD Wi aZag -
(4) FE MR FREE TIFTE BRI - B4 WAL SR
HE ~ BB A LY ~ CEP (Certificates of Suitability) &
BN ERZ AR 2244828 & (monograph FYTEER(E &) ~ 2KE

EMA/PDG(European medicines agency/pharmaceutical discussion

group)iJEE K » K 3Rs 5T (Replacement, Reduction, Refinement) -
(=) EDQM ZEFIHEBUMNEHRFEE 2 BET T

[&— ~ EDQM $HEBIEIE
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EDQM 3/ 4 {#HE P (Departments) k2 5 {[E#H (Divisions) - E1f& * BOM
@i L (European Pharmacopoeia Department, EPD) ~ /\ L8 {4 Bl 22 s
& (Publications and Multimedia Department, DPM) - ‘&= (Laboratory
Department, DLab) ~ A=A %F OMCL 44 Bilfig Af fr{E i (Biological
Standardisation, Network of Official Medicines Control Laboratories
(OMCL) and HealthCare Department, DBO) ~ CEP Zz&4H (Certification of
Substances Division ,DCEP) ~ 24 5 B A5 i B {5 B (1L EE 2H (Reference
Standards and Samples Division, DRS) ~ /\ 3% 7 (4-4H (Public
Relations and Documentation Division , PRDD) ~ 1T B 7540
(Administration and Finance Division, DAF) k7 /B Z¢ 2 R & (Quality,
Safety & Environment Division, QSED) - EDQM 4H &% ZEf# R — -

BN % 2 (European Pharmacopoeia Department, EPD) =F B8 745 A&+
BUONZEIE S GV E R - AR RSB EP RigstE - AR HFMMN
B i 2L B 52 4H (Permanent group of experts ) f2 /55 5 T4E/]\4H (ad hoc
specialized working parities)ZF &g » B 57/ \aH H[E] 4545 Ph. Eur. i@ Rl
FIEGR > WHECR Ph. Eur RAHBRRG S - IERERNEE RBOM S5 & ey
MBS © HEBNUEARE -

LA BN 25 S 4R E TOEARREEDRT - G115 © Eha(DLab) ~ AEPIEAERE
OMCL & Eitfiy A4 Pr{E(DBO) ~ CEP 5EEE4H(DCEP) ~ A LB i
g oLt L (DRS) ke i’ E =R H(QSED) » & i i T o £ H L

EP WERSZ SR 3 T > fZATT

(1) EE#=(Laboratory Department, DLab)
EDQM T s A et ottt - fhagfE Ph. BurSOAR CEAINIE
&) 0 W7 R T AR FERY 25 15248 (i (reference standards) » . S EION
SR T EE AR - A

—

® SHIHSUNHEE
o FUIEEHIE S - LHEESMIRE TYE (P4 12
)

® REZCKMEIT T E R T

55 - EDQM Eliga 281 WHO BIFEHTAZEEEYIE (International
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(3)

(4)

Standards for Antibiotics, ISA ) FIETPE(RE2 S22 42 4E 5 (International
Chemical Reference Standards, ICRS ) HYZE 1T « i ¥ A BON E 5885
IRy E B B4R (OMCL) RITHESR £ 4%, (WHO) HEBhae 1B
=12 (Proficiency Testing Scheme, PTS) [JISE -

A YfEAERE OMCL 4845 Bl 4 (R (& (Biological Standardisation,
Network of Official Medicines Control Laboratories (OMCL) and
HealthCare Department, DBO)

Zah P A F I YIIELE (L5 TS (Biological Standardisation
Programme, BSP);Z B J7 3L [E] 2 17HY - DUER A B2 b Ry
HAR - A E I VIR M(BRP) ~ BAS8 o0 7574 WiARYE 3Rs(58
= D R B E R AR B 5% - HREBREEEE
FAEAERACKFESAN T &1EHTT > sZ BB TR B T i H T i =
A% HIRIAE R (Secretariat of the General European OMCL Network,
GEON) » i35 A gE B WHO HLEIHEITIHSE - DIEi & & T B =8
FASZ - AV BB TTEIEIRAE -

CEP $¥z&4H (Certification of Substances Division , DCEP)
ZE M FEE T T RGBS Ph. Bur. (EEmii e Z 5058

( Certification of Suitability of the monographs of the European
Pharmacopoeia, CEPs ) » CEP 5 Z&IE R 175> 1994 4 » By [rfe| gl
HE R S IO E dma F ] 56 A% 2 B A PR B T R B B A AR - L
BRRSRTY GMP E it &l - CEP 55 E 58] Ph. Eur gk BRI
fEZ¢EE n] » CEP 56 DL EU B850 AR Fo iR » B0 it n] B 3R
N A AGE B FUR SR & BU JARR K -

fELAE L AL L B B (1L i 4H (Reference Standards and Samples
Division, DRS)

Z e TR E R - GEE RGN E/HLE Ph. Eur 2SS - HREICAH
2200 flE{LE2 ~ AP EE2y)E - HLE s E TR 2O (5 68%)
LISl - 4E[1E (8%) ~ 552 (6%) ~ 10 (4%) ~ oAt naiNE % (4%) -
Z el VA BB AT - NARFERER S T ET
{E o HEESE/KAETRMERL 7B WHO 1Y &1/F » 41:EDQM # WHO #5
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()

TE Rt A R AL (ISA)RF 0 > 2010 £ EDQM &5 WHO
B LEAEYTE (ICRS)HYEH & - 32 E0FT/RU R - (R IETE 1
Ph. Eur {5 2 o friaie i -

(5) SEZEEIREE(Quality, Safety & Environment Division, QSED)
ZHbf & E EDQM 1Y B /2 IR B RS 2 2 SEE BiEE - D)
SKAETHE S EDQM Y mAIAR S - W & F 1T EDQM Fr#d{E2%

PR LRI o ©

BOMEE L EEE — B ATt (General chapters) 53 Il TE 32 (General

monograph)

38 HIJfiE i (General chapters)

A FIRBEAIC =] 268 o8 B A7 LE S (monograph) (At [l 2 fgi A ~ ffit
AR TR AR IE SR - (B AT REZHET T oA T ANERY » R E
ELE A EmEE < — R EK - 55 0 A EIE R (A0 &R R) M 2 R IE S5 |
o ABE AT RLE R 2 f55 ] -

A AIRECA S IR AR 2K - 4055 5 F general texts W 2 455
(guidance or guideline) ~ #E£f ;% (recommendation) &2 7% &%
(consideration) » {E 7 A AL 488 Rl TR S B g i (E SO A 0K - JIjEE
AR —H T - EEsRTHIE AR ED -

3 Al TF 32 (General monograph)

ARITE SO M AR - EBAIESC Sy 2 R RIS RRIAE » iR
FIESOEMEIE - 8] A A EY)om R S AR [F R - General
monograph E1 individual monograph 5 @ik RE - o] B E g - IR
A ERE 2 A EE o NS EER R rE HAE AN S
AR —{[&] TE SR A

(1) JE#HE (classed of substances)
BT LABLE A ~ SRR a4y - RIE s G EARE
VR AR TSE/BSE & imE B R s i Al S0 — RS
SRR IESC > A0 A AR B IE S (vaccines for human use)
1) 2 A JE0RHIE <2 (substances for pharmaceutical use, <2034>) Byffi] » A
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IESCER R A3

R R e
St NS

EEin Ik Z BRI (S ~ TR 2 R SR B =
% FURE (polymorphism) 3B ATEZE - H 6.5 L » ZHils A%

G R L R B ER SRR, -

(2) 7%U%H (dosage forms)
REEETER - B - MERBERE 2 FEER] - aT ARG EE
#R 1€ (route of administration)d 7y - ASE R FEE AR EiiRi&iRE
AL TEMRERRAS T - S EIAYH S e S m R 2 AR
BUERG AT INSERS N 2 fals - WAS FEVERIRZ AL -
D &% F #4754 (pharmaceutical preparations, <2619>) {5l » AR IESC
JR R A8 A R R e & i B £ RE T AE 2K S
FreHARAE § BOMEEIUEFR AL E Ry ~ WA R i i 2 S R AtE
i ] Ry BB R - (BN o SR S R o R A i
Bl fE5] -

(7)) BMEEsEE — 72 &R (specific monographs) s

1.

BT Ph. Bur iz ze fn iR

Ph. Eur. & B 84RE5 AEEY)(E 22 Ry (8o & WA TR
® KBUMEEILZ: B &Rl B B T E R I ERY i 22 e A i
® (i FHAE A 2 B T EURER L E n A SEAE (impurity profile) -

® HfAfEe BRI TITE -

&t B AT Ph. Eur. s\ N & 2,500 xfE (&R F R s 2 e
(i I B/ S ERmPThe S Z S TREORIL - TRERF SR 88Em AT f

THBRARED - 734 H i Pk < s fRETP 2] 0 s

® |5} &&(active pharmaceutical ingredients, APIs) -

® [ fZ I (excipients) o

® 4%k n(finished products) -

et DA i A 870 1 B By i (vaceine) ~ [ (sera) ~ 1

& #7 (blood products) ~ iz 514 Z£%7) (radiopharmaceuticals) 5% i B 2% g
(insulin preparations) < VUREE i - B2 EE i FI By AR AT 38 e &k o
o LAY o 25 DU S AT TIE 73 (BB SRS P AT (S Bz
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53.7% fyfiers - MMAZSREZ (Homoeopathy) X {iéfsm AT il = 2 05 0.5% &
A ff > EA S E s (R R BT S S E e R B T o thae R — -

T~ SHE R BB

] Hoorth
{BEREE 505 (Chemicals) 53.7%
HHELEESE (Herbals) 11.0%
A ZE (Antibiotics) 6.2%
HHEHE (Fats) 5.1%
B LA (Biologicals) 3.4%
AN (Human vaccine) 4.7%
YIRS S E (Vet . vaccine) 4. 7%
a2 EE (Dosage forms) 3.0%
R4 E29)55 (Rad i opha rm) 2.9%
Rl EE L (plastics) 2.1%
MR EEE (Blood derive.) 1.8%
B2 A AeSH (Gases) 0.8%
G856 A28 (Homoeopa thy) 0.5%

Ph. Eur {3 < &% —#E 5 M ARHEE X
(1) B—Hhr EAER
® iz (version) ki ERFfE(Date) : P T RRZUAESY ¢ AEMAER ) T
HETEDRITE
® {ERA(title) © PATESCEE LUEASOT AR 44T -l E (5 EIIS IR
B2 42 %% 5 (International Nonproprietary Name for Pharmaceutical
Substances, INNs) » 37 F A S AE R B oK -
® 1= K455 (Molecular and graphic formulae) -
® ¥ E T8 55 T & (Relative atomic or molecular mass) -
® (EEE % 4m5E(Chemical Abstracts Service number) -
LA Ph. Eur.ZE 8 it DACARBAZINE A5l » #5575 =A@ — -
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01/2008:1691 ;
corrected 8.0 version and
date
Title_Englieh DACARBAZINE
-French .
Dacarbazinum
/=N
HNWNHZ | Graphic formulae
n=N L]
_N
HaC™ Mgy,
Molecular formulae ] C.H,N.O M. 1822
[ [4342-03-4] _ _
1 CAS numher \ Relative atomic or

molecular mass

& — ~ Ph. Eur{&EmEEES # ]
(2) Z£ &4 EF(Definition)
® (LE.m44(Chemical nomenclature) -
® Jii& & (content)  JELUTAMIR T HFEmR - ALURHIENT T
HE B AR R 4R (purity) S &R it € J& (variability) - LGSAY)
B HES » ALLEARIEME(minimum activity) TR DI
e 5 =R E & R PALE & 14 77 =((specific activity)FER -
® 5 fo S Ll S YT i < KE FR (R E SIS AR E (Solvent-free
substance) - FRIESSHERER > SRR EARATA SR ZE R » A
RETE S (i P #fE -
(3) 5 =Hksr #AE(production)
® e H N e i BUS T ER Z sk A (instructions) ~ AHEH FHEH(source
material) ~ #EF2 7 (manufacturing process) ~ TR 7774 K BUF2 kg
Bgi(in-process testing) %35 H - MAHRBHALE (5 H1 5 B B EAERA T
L o
® 5 AWM S E AN R L E LSRR - e R
B AR
® IrRrHAEmnEl Y AR R R Rt E
(4) BIUER > 74 (Characters)
R R Z NI R I AieS - EFER A A B4nsh
5 (appearance) ~ JZ&fi# 5 (solubility) 5z 15215 (hygroscopicity) 2 2 ikl
B o

AN
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(5) ZEHE 57 %71 (1dentification)
A& 47 By first identification 5z second identification » . first
identification & & MEAYFRED » 17 second identification » RIJR#EG A
P fite - A2 42 /558 2 (pharmacies) (£ ]
(6) ZH7NHER T Fliz(tests)
® DBEE - WIHLER Kt oA 5 ORI i A T R 4 B AR
® (BRI H T DUNEYIbe i BB > — R (S 6 S
PIERIRT AT fAae it 2 A &7 5 (specificied impurities) siHA =]
WS HIEY R 467 (other detectable impurities, ODIs) e
® LI AR HE T A S AIE (impurity test)iy > B A 419
B 7 BB A (chemical reference standard, CRS) 7 BN 4747
HEFA &) -
® HRANMYYEENEG S LUEZEETE » o I A HYE B A
AerEEL G 2 2N PUREGFE (35 (Directive
2003/83/EC) -
® AT AL AL FE in A AP (impurity control) B e LSS B 5"
= HEER NS AR TR & B B TR E B BN S22

EREEONEE R S g -
(7) LRy 5B (residual solvents)
—MAEBOMEE ISR - A EEEEHE ZERH » FRIFALLT 2
S
® ATACH W K H IR E T e s o
® AT R RN PR E A Al Ew 0 By KO 0.5% -
(8) Z /&L s#fr(assay)
® —fE{HRYEYLEE Z S35 0E » IROIREERFAEEE - TR B st
EEET T
® L efg s - AIFREHSE L Fdem - 55imHl(general
chapter)2.2.46 55# 7 B MR A B CEL
(9) ZEJLE T fEf(storage)
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® KREMJEEEHIE -
® B IRS EmPTHE S L FE BT RET -
(10) ZE+-EB4r FErR(labelling)
® REMIANIREIZ S R EE -
SORFTRE 2 N2 4 8 {8 2 P 0 2 & (nominal value)
® FURIEESE AT E M S HCERN - TRE & fLE (package) ~ {7 B
(leaflet) 5z 452 (certificate of analysis)
(11) ZE+—30r TheE AR E(Functionality-related haracterisitcs)
o KEfJE@EmAE - HENEmyEMIHEE -
BEINEEE B ftE nSBEN e MEIE - iR
(limit) ~ B[ #~Z % (tolerance) ~ fZ < FE K (label claim) - EEESHFIG A]
et R B e 2 58S -

BN EE H BE A B B H ARV RIFE 8 HR1(Pharmacopoeial harmonisation )

R AR A - DU D S 5B g BB B IR - kR
B MR R e b TR S - 1989 ﬁi&Mll gL~ [ ARSEILIP) K S5
i fiL(USP) = J5 e 17 S5 B3 /J\éﬁ(Pharmacopoelal Discussion Group,
PDG) - PDG &4 2 ZUEHHNEON ~ HARBLIERH AR &% WHO JRDIE

RGNS -

DG ZEHL R i MIAVAZ - BlfE © Stage 1 @B 152 ; Stage 2 Ph.
Eur., JP 81 USP NS R AHRBHEES IR AV © Stage 3 R ZE 5 & (expert
committee) & 75 (4-6 {lE H) ; Stage 4 IEFER4H(2 {E H) 5 Stage 5zt
w + Stage 6 I AAFHEIENTT © Stage 7 BXIE H B E@EEBUARIIEZ
(ICH-Q4B) -

2012 4% 2 H WHO S5EE) |t 5 g2 B[4 & i (International meeting of
World Pharmacopoeias) - ififzH Good Pharmacopoeial Practice (GPhP) -
DU e 25 [ B L K 75 B2 A R AR IR & 1F -

B~ MR

— ~ 3§F Refinement 583 ~ Reduction J§/) ;2 Replacement (&

20



1]

YIEERZ 3Rs FA > AREEIHTITARS -
LU BB 7 AR S B ER A e R A S Bl SR e T ] -
FREEN 3R B R AR L B B P R

T LRI 2 DI SRR ~ 55~ NS > AR RIAVE % -
TItf ~ e~ BIRBE AR o HARE RIKEIE A E A48 - anE A
AR - BE PR R S8 KA D AR > AR ST AT SR B gL
IR - B(EEN 2 #80nat'E - BEOKAE - S8in el B 15
AT o chE A s B PR BRI E M T

2012 £ WHO T E) T tH 77 8 #1 e B4R &1 38 (International meeting of World
Pharmacopoeias) > 4G EER S SE M TR 281 > DI R 25 B SR L K2
HEEMMEERRRETE - > BN EE IR - FiE 28 WHO
MR TS (B ISt R EE L BRI s M B P Y M A BU AR 2 5 & - AT
SERBICACREONEEIAVERZE & - BRSNS R B EE) - DR
TEEE R EE S EHERGAE - AR Gk Rl en 8252 281 EDQM
B P& B4 7425 L5125 (Biological Standardisation Programme) » 32 /&% 1k
SR ETEZ VIS -

fitlizfa » 5T LAGEE —EDQM J B B BN EE 4R {E . R
Be e

SEHLIE RyBERG R OREE i B 2 B4R ~ A EMEL 2 MRIE - WRCE HIZ I
W IR ARSI 2 gEan RiAg ~ Rl ke ENE A © [FIR Ay
IR R BEESE 2 RS > B EER 3% ~ tala 7R Z S RBLS B
SEHUPVARFEIETRIEEST T/ - EDQM S AR &R A TR B 42

HgRE > PREZEETEFI - HAEPIREE S &R AR LAE - 52k
BB - BB SE LAY RS A 321 k2 EDQM HYEESE > {140 EDQM
DIHEH/K A (ep WHO f5 e H At R R mISAPRFTL - IEE
WHO B CE2AREYVE ICRO)AVIH E - FOETEL - ¥7 3G HR{ZHY
A > EDQM HYE(Fa](fE 525 -
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