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BIOM B2 2 T LB B A= (78 /5 (European Directorate for the Quality of Medicines
& HealthCare, EDQM) % BX ) Z& & & (Council of Europe, EC) | 5% 2 ¥ =
(Directorate) » 1LY 1964 4 » B SEHRHIHTGE - EDQM 2 [fian s Fa (1) &L
P A 4 FH 7Y 35 S BIOMN %€ B4 FIj /A 49 (Convention on the Elaboration of European
Pharmacopoeia)  [B¥ 52 & &% i 8178 Fe i/ B AR AR ) O E ~ (Q)REEOR % LB AR AR 7
MR ESEDZYIE ~ Q) OMCL 4845 2 3 (F - R HALEE(F ~ 2 HEREE
DERHFAAERZ &R ~ (DieftEfEtt - 2ot o8 2188 ~ (5)BE 22 5B R2H
SO FITR B 2 BaEan RRDUUTE ~ (6) BEUNEEY(HE Al 2 212 fLBUR For# K (7)
Bt B e A TR B i NSRS 8 NI B 2 an PR Y
FARNKE » WEMET - IR E - B E T e 8Y) 2 B R 2 S
DAPRIRE NEAROENY) 2 (B - FLRT L 2 B g SR A SR LR R - i Z BIOM
SEIAT R BEINA VAL ST - BREIGINEESLSN - EDQM {E#afT ~ 28 B SOHE S
ORISR ENHE (L 2 5 e B -

Ve — T LAUAEYI IR » 0 45T 0 185 2 A BIR] » A [E S — i B 4
i E N IRE B EE - MESHOMR - WABOESREIAREA - (FHEA R
M FHRVE S - RBMHE S B HEEEAR  EaE - ZeMERER
ey B EE o BR T OEMEMIBUR R PAAN » Rt 2 Ve e relc PRl 7 & s 2 L o B R
71 BN EH R B AR 2 Z 82 - RIS B mE 55 (QC
test) - 7EBREE » By THECRIEH Zon'E ~ L2 - AR R IRERR ST 2 » Bl
f5< 2001/83/EC-2004/27/EC M TEIZR T EWEE Y E B EmmBEE R ER=
(Official Medicines Control Laboratory, OMCL)¥%} I mifi > ¥ i i T i & S M 14
FBEEZRES] WA HERAE R T 2O THREREN - FEREZETETHY
A] M R A FEBEBER 2 BT -

EDQM 4 & & 23N 245 BB 4 it B ' A B Z Bl R Rt & > DA #E R
ST 2 SR B AIE » AT 105 4F 11 5 8 HE 9 HIRSEH R AT 22> T BOMW
AN EERBA TR, 2E A HET 55 A > e &% RSBl E T EMRERIE TS
(% - FRECTERCEEISN - B AREENT ~ REERTINFL RO £ e nn B2 AR e 4 J B ER

Bz > TRk B 2N AR ARER BE Y £ EERBA LI { T(Official Control Authority Batch
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Release, OCABR)TESY > M mBE i {F s OCABR fEfF# s » JNRESHILUEHEE
J7EABLE R RIS - ARFIRSINEERENR - WIFFREEERLL N RIIEEHY -
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(Session 1: Regulatory Requirements & Framework)
5 ff1 * OCABR 127

(Session 2: OCABR Procedure)
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(Session 3 : Function and Role of Key Players)
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(Session 4 : Quality Systems)
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EU)
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2~ GENFTERREE
— ~ BREE A _E i85 vl (Marketing Authorisation) 2525 &

B SR LA BIOM 2 [F1 B8 (2 28 BB EE K 2 BI(EU Member states, MS) k2 3 {[EEL
AL e (European Economic Area , BEA)EZ (L ~ /KE Ky S8 HUS Ll
#FA] o BRIE NAI 4 FEA [ERR e T

—)EEh A FE P (Centralised Procedure, CP) @ 588885 DIZ IR P HEh _Eisf T
055 > EREE R A A BX 5J‘l‘l§ﬂ§:%%§ff%)%(European Medicines Agency, EMAEHHEEZE - i

EMA 7 \ &% L% (Commlttee for Medicinal Products for Human Use, CHMP)
G R ”7%%5 FE WAL B Z G (BU. commission)fi i dtre

BET EHZHEER - BB %ﬂﬂ%/&ﬁ&%;&%Ztﬂ?ﬁ—Jﬁf #ZaT o] [E]RFAE
FTA EU k& EEA BIZRASY o BEAR PR f FREhr E fR T — AV % » iRk
& B AT RE AT A IR L - A A 3% 4 R n Y B A 5 B B 5 _E R TR &
HEERE A Z 5] - BREEVARL Regulation (EC) 726/2004 #HdE (1) HrE M) E (new
active substance) A F % 25 H BRI YA HIV/AIDS ~ F2hE ~ fHEOTRIEMEER -
MEPRI ~ B A6 S B R PR SO s A ~ () AR ia B2 (L A AR B¢
DNA EHEMNEGE ~ (3)/CHER R RS (AENEE ~ fedlil e A G TIE5
SE0h) ~ (DINGEEE K (SRS RENYINERE R IR (N3G AR R R B e RE) I B B 2 i . [
hEf A R EIE R E T E AR - M)EFEMEYE 2 NS EIERRaR L
L) BRI ~ QFRIE LB ERalH 2 B &8 ah fe (3) B s a3 A @y (g
R FIT 7 I 1 s 2 el (g T Y B8 B o - Rl PR M PR EE P B S
HiEFA - P FEERFEZAT

(D& 0 0 HEEE EMA 2 HFE - Ef o plEs CHMP {5 EHY
Rapporteur £ Co-Rapporteur » 35 Rapporteur B Co-Rapporteur 255k 5 i {[E A 5] ER 52
Z HRE% -

(2)5; 80 [ * Rapporteur B Co-Rapporteur 73 5l FHEF R H P Ay »
EM N A B LA (AN B G 1 2 JEU b B3t e ) ~ S min'E - FRERPR M R R R M
S Z w5 B AR R AR P S EH 2 ETRE

(3)55 100 H * HAtt CHMP L S {F Ry [F] {75 38 & (peer review)f2 HIE A,

DEE 120 H : FERE P FE 52 Rapporteur ~ Co-Rapporteur [z H At CHMP

pRERRH B R > BEESRREE B A HERY » IR R L E TR IL4S T HHEE R 3
6
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& H AR e - GMP ~ GLP Kz GCP 7 #AZ al A LE R H RS > WA > H]]
HIFsa I (E ) -

e

CP, Assessment phase |

A
PRAC RMP AR ‘;d‘ S
Day 94 oo

\'u\e

o
CHMP Peer Review
2 Scientific Rapp. Day 80 Day 107 - 112
: nent A 1ent
] by Rappor- SRR v
(%] teur - Overview
8 o (inciuding conclusion e
s° on benefitirisk and B e Preparation of o=
> questions) the List of =
D o - Quality sl rmoa b i
£ - Non-clinical s e GMP/GLPIGCP ¢ 2
P - Clinical i inspection
5 Scientific Day 100 LT el
= assessment Co-Rapp. Day 80 comments and CHMP (if necessary d
E by Co- Assessment members Inspection
w Rappor- Report procedure starts)
teur - see above x

If applicable: Report of the
BWP to CHMP

(Quality part of the dossier)
Day 0 Day 80 Day 100 Day 120 (g b .’

Paul-Ehrlich-Institut 12 V. Oppling, PEI, OCABR 8.-9. Nov. 2016, Straburg

[ — ~ Serh A AR S — PSR (R ek B Al 22)

O 121 H : FFHEEREmEE - BPIRIERTHR - &R 255 Rapporteur £
Co-Rapporteur {55 — PR EEHE A ©

(6)5F 157 H : Rapporteur ~ Co-Rapporteur ~ HAft CHMP B & K EMA f2H &
APl o

(N5 166 H : Bl&EY) 2 4 8 17 H b 5¥ 5 Z & & (Pharmacovigilance Risk
Assessment Committee, PRAC)5L B\ /E Bt = oMb 3 -

(8)55 170 H * HAth CHMP B B2 H = "AvaEik Hi -

(9)5 180 H * CHMP # 75T 3w URAE R &AM AR E - S h A

o e BRI 2 2 IR AR A i 5T - REER SRRl B BAER 1% - IR IRAE

sTHRF - AIEH SRR OE - A4S T 3 (8 H AV EHIE - GMP ~ GLP kz GCP Z &
iR EE N LS 2245 Rapporteur ~ Co-Rapporteur 5z EMA

(10)35 181 H~55 200 H : HHEEREGM(F1% - F2FPWAEETIT - it BRI E AR -
Rapporteur ~ Co-Rapporteur ~ E At CHMP % & &z EMA f¢ HEEER -

(1135 210 H : $#25EAY CHMP & &5 R a2 (B ) -
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CP, Assessment phase I

Day 160 PRAC
CHMP & discussion
PRAC (Day 166)
E comments Discussion of
s RMP aspects Day 134
= Day 157 Response
== CHMP PRAC e Assess-
28 Response Rapp Joint N h-cian ment
é 2 assessment AR heiang by Rapps
= 8 by Rapp - Overview Decision on need
é § Response - Quality for a List of =
2 5 | assessment =DEI=EC Ml | oy Otstading =Y
=5  byco-Rapp - Clinical CHMP o sl 200
2 B - RMP comments SHMP
=
§ k=] PRAC
[~
&2 comments CHMP
£ opinion
z If applicable: Report of the
B Biologicals Working Party

(BWP) to CHMP

(Quality part of the dossier)
GMP | GLP | GCP inspection Final inspection report to EMEA and
(where applicabie)
Day 121 Day 157 Day 166 Day 180 Day 200 Day 210
= N 2 >
Paul-Ehrlich-Institut 13 V. Oppling, PEL 'OCABR 8.-9. Nov. 2016, StraRburg

[ ~ B PR (R ek AR 22)

(12)5 215 H : 415¢ CHMP %_AJL‘\%&D?{%%EE{%IE@Eﬁ FHER R 2 it EMA
DL 25 (BB R R FE S E R 2 mE (R - B IESEE -

(13)565 229 H : (REBIIRACEMA ZﬂZEEETHﬂ &

(14)55 237 H * FEXEHE G K E TR G A CHMP %8 5 H R AHRANT
25 (EB R sE & B B L Em &) ©

(155 277 H : BUEEMZE G M R&RE - 3ZBON A RS 5 (European
Public Assessment Reports, EPAR) T LI45ZE([& =) -

=
S
-
CP, Post-opinion phase - authorisation
Linguistic check EMA compiles Decision
Review of the national Jpackage’ for making
translations of the product European process
information (PI) Comission
o
=
== EC drafts
? :;:\ Applicant provides M send Applicant provides  Tansmission of Codn;u:;i]un
Ehd EMA with Pl and e i EMA with final P| CHMP opinion and r
8w further information and all xes to EC & Standing
= g in 25 EU languages other related C C &
I;: = consultation
55
©
w
Day 215 Day 229 Day 235 Day 237 Day 239-261 Day 277
Paul-Ehrlich-Institut 14 V. Oppling, PEI, OCABR 8§ .-9. Nov. 2016, Straiburg

&= ~ SerhEE AR = PR (i ek B Al 22)
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(DB Z A% AEFE - (nationally authorised products, NAP) @ BiHE K268 7 B2 4% L%
Fo R ZAERR P AUS EiET A AR AEG EMA BRI RTEUS EiiEra] - 2
% Ba S Il I RER R AR A PR &R B A AL Fp LA Eiat A - B R E RS A
BT B EE i s el dE o S AR R A2 R P UG EET Al - R
MR ERNZEIRE - AIRBEEELEHISEES MR Eiisra] - HazB et mIkR
AR R E T EEREr ZHE o BRI A sl e s RE B

()M AR FEFP(Mutual Recognition procedure, MRP) A1 58 AIFE > K 7R
FHEEFEHREED LSBT B E A - AR A R 8 BRH 5
a] o A s AR i R CAUS B R B B o] 2 o [FAZ AR By
Reference Member States (RMS) » FyH A5 =50 7] [ 2% (Concerned Member States, CMS)
FeftEE fna Al #h e - fiF CMS FAZALEE A& RIS Bt ] - S22 o] 2 2
o VS ER BR P A B 22 et vl Ry 1k o A O el vl A2y B MR A [E] 2 Ba b H e A2
{FIEETIAN » MR 4E R 212 8 7H 2% CMS & RMS B0k Eisi 8ot 7%
AL LT RORRAS SR 0 an SR A B R T A P e BRI P RE E BUE R AR B R b
o o] B s - AH AR AT AR PR AR

(DFEFFREAGRT 90 H © FHEERE5 K RMS 2tz rma b e -

QFEFF#EIERT 14 H © HERRE R g F 425 CMS » RMS {128 fna il i 5 (it
CMS ZFFENILE -

(3)% 0 H * RMS Gt Gad nli2F7 -

(4% 50 H : CMS FEE & RMS K HFEREEEFREER -

(5)% 60 H * HE5RH[E CMS F RMS ffif: -

(6)%5 68 H : RMSEAEZEMIFERHE - feftish < ama Pl S 4t CMS 2 -
IEEZHAR] - CMS ~ RMS B HH a5 R 2 [ 5 78 0 -

(7% 90 H : CMS [f] RMS K HEFR SR ERESAE - MR EEEAE - HE
F1 EMA &5 AH 5 2Rn] K 4 B AR e 177 5 40 (The  Coordination Group for Mutual
Recognition and Decentralised Procedures, CMD)fAE R - FE 45 WIgE = A T3 -
RMS BIRJ&EHRAZF? - (IR 2 EHE L - CMS fFFERF45 TR 30 H S Em L
FF A o HEARRE AL - RMS ZH1Y 7 HARFBSR 2 i/ %2 CMD -

G AR HER - W HEEE E i & E (E ) -
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e

MRP — course of events with timelines

One procedural phase, no clock stop | Docision
Permanent dialogtie between RMS, CMS and applicant Nationalx
1 o= Approval

* Presubmission - Comments CMS * Response *RMS assessment of = national

Presubmission
+ Validation

Meeting on Assessment applicant repsonse translation
Report product
* RMS: Update = Update AR information
Assessment by day 68
Report = National licenca
= discussion with CMS on inCcMS
* Submission open issues
incMs by Tag 90
» Validation = Decision
CMS (14 Tage) by day 90

= Agreement
> finalisation

- Disagreement

D 0 - CMD Referral
ay Day 50 Day 60 Day 90 Day_12(
Paul-Ehrlich-Institut 20 . Oppling, PEI, OCABR 8 -9. Nov. 2016, StraBburg

[EVY ~ A A58 A R Fr AR (e gk B Il SREs )

(M) 7y 5 &2 7 (Decentralised Procedure, DCP ) @ 1A & A EUEE R0 & &
Bz Eriar a2 BEEE o (IR AKIEIIEE Y 2 L. EEo B R B e el - AT
FEOHGEEERR - ZIERFEEL6HT - FSE R AT 28E RMS f CMS » & RMS FEE HIIE
BZAZ P RIFRLG - THCE AR PR ¢

(DIZFFHEARHAT © HHERRGEL RMS SEmHUS RIS SoAME 2 2k - 2/ ViNiER
FEAERT 14 HRfE i ZE 325 RMS fz CMS 173 -

(2)%5 0 H : RMS FiiarBiEEREf P -

(3)5 70 H : RMS A0 sHh & 45 CMS K FREERS -

(4)35 100 H : CMS FRIEFHL R RMS K HFEEEFEEER -

(5)%5 105 H : CMS ~ RMS K FHEERG TR » WIRINIE 2 R AR Rl -
RMS EHERR Fr L FR SEpe B (g w1 - BRI S 3 M - M EIHSHER 3 [A -

(6)265 106 0 : EHEZLULERFERL - RMS WABRE et -

(726 106 H~120 H : RMS FEEHRIFERNE - FRELRHT 2 5Tl E45 CMS K
FHEARS o

(®)F 120 H : FELEEMFEZERILH, - RMS BITTEEFAEST - AR Z IR 6
SUIRFy 2 FTABIZ RS 30 H N o EiiEtr] » S RBE RS - CMS ZHINE
145 HRAR A EHE 45 RS R RMS K HEERE -

\
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(9)% 145 H~210 H : CMS ~ RMS B 55 e 7 e RF R 2 B 2 i et
i AHYER 210 HFR AT - AgE IS SRRy - SR ZiTE
EIZ R 30 HZ s A dn et a] > ERAEZE R AR = (T #7 2 CMD -

(1055270 H * ZE(F#Ey 2 CMD &7 n] Z R KR 45 R AR - EoRAEEE AL
% 0 ZE(ERE 2 CHMP #E{T{P#(E 1) -

<
P—3
L = = C—
DCP — course of events with timelines 2
Two procedural phases, with clock stop
Restart Decision
Ccl =
issi ocC :
P:e\?:lii::l':;is:':on Phase 1 Stop EEALE Phase 2 National
Approval /
- Scientific/regulatory +* RMS Assessment - Response -RMS +CMS comments - national
Advice Quality, non-clinic, clinic 3 month assessment of py day 145 translations
(+ 3 month). response Product
* Submission - Preliminary - Discussion of open Information
Assessment Report (AR) - Update AR issues with CMS
- Validation by day 70 by day 210 - national
licence
+ Concerned Member States - Decision in RMS + CM9
(CMS) Comments on AR by day 210
by day 100
- If agreement
-> finalisation
- If disagreement
—CMDh Referral
Day 0 Day 105 Day 106 Day 120 Day 210 Day 24(
Paul-Ehrlich-Institut 18 V. Oppling, PEI, OCABR 8.-8. Nov. 2016, StraRburg

& 71~ rHCE SRR AR (R B B 5 SREH )

(Fu)Article 58 T2/ @ By T8I SRS M PRGBS IE 1558 88 hn 2 1
» DISEE R AL A - BERY 2004 FEAEAT T BEART 726/2004/EC Article 58 » 71
#f EMA 2 CHMP B WHO H£[E &1 - gt E B LIS 2 A B 2 R
B BRBEHEYE - Article 58 & —THRFRINVE b AR - B EiE IR
B EER L > E RS EFEERESEIANEER - MAEIS
BREEHY ETET A o AR SR E A N TR BO AR & EE A A
T B EE TR FE R BH AU BE &2 L > 41 WHO #E K % 9% &1 &1 (Expanded Program on
Immunization, EPT)FJE i EE HIV/AIDS ~ FEBEECAE %0 FH2E o FjiA Article 58 {#[R
MRBES N B8 - fERIAIR @ 25EA 7 EIEEER - 795 RS sk 5
@#%(1)Aluvia ~ (2)Lamivudine ~ (3)Lamivudine/Zidovudine ~ (4)75 &Y% 4 Hexamin ~ (5)
VO&—y% g Tritanrix ~ (6)F 1% H 112 Hemoprostol K (7)FifEB % Pyramax - H
Article 58 Jifif TLAZK » ¥R SR T B 2 AL A PRERE T B RIYIERE - A1EE
T AR R R A Y SE NV T 29% > JEFRIL TR N T 47% -
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FEon ETTEF Al AE I T 2 B A - EETREI . OMCL mIRELLIERIET
HallEan > BHEBiE ~ U7k » SRS RZENS - AMEEERILIEE A EHY
& N A s A et A TR S P A T » DG Ry T A anlEA_E i BRI A -
TEWRR - OMCL Kt alagfi A & ERFE RN SOM AR 2 -

— ~ FERBL T (Official Control Authority Batch Release,

OCABR)

(EE R U HECRECE B 2 B A ~ e RCARUE - DIORPEE R
&5 % B R B RIZE TS < 2001/83/EC-2004/27/EC 1L T — &5 Hl & B 4%
pnat Al EEEEC ~ B2 GMP ~ 12 1735 8 B M DL S & i % 4 B f (pharmacovigilance)
FIER » Hodr o e RO R BB R IR - BRI TE < 2001/83/EC-2004/27/EC
Article 114 FFEEHE IO M MR A RS Mg intg - o Ll BR EER
f#(Competent authoritie, CA) 2 OMCL 1531 7 fnfalbs o [H455 2 Article 51t R &El
#E i 7 R YO S T HE R A R B A AR 40 8 - INIE - B EE TR IR
OMCL 7 mnimbe fe BSOS F E 2 &R - W ER BB I T58 9 = (Batch
Release Certificate) ” 2 F7H[l 5 OCABR -

FyfE OCABR Z¥TA TR - BREAHIE 1B IR T BRIt KB T TBURE
(EU Administrative Procedure for Official Control Authority Batch Release)fftpk 5>~
OMCL #i{T OCABR » FZITHRE A EIVEIZ IR A 28 (EEk B S B K 3 {EEIOM A
BB R (L ~ VKB KA » s R PAESIE Ry BB R %5 & OCABR 17
ite < BIZ(LLESTY ACAA T TEMRIE M) » TRETER OCABR 484%(OCABR
network) /o FE4E4ZHYRAE T/EE EDQM /Y DBO ESFH(Biological Standardisation,
Network of Official Medicines Control Laboratories and HealthCare Department, DBO)#&
> BENEFVERERERBE R - SRS T EERE RS L 2 &
in © EMAJRE2:81H OCABR - OCABR §84& E 171 H AR E E 2 it —(E & s ORI
& HEFIE AR AYHE G 3¢ 7] (mutual recognition) ~ 47 T.(work-sharing) K &F T > (i€
AT ERR - BUER - BREE T G R BN SE L B R E B 2 R AR Kt A o
OCABR f3LUIFEA#ETT - OCABR i Ry —IHEFE AR - 7B ] idgas 2 B
HETRE » B BB EEmR EHRTE 2 AT OCABR - RS0 » & fndyie



(R OCABR (B4 & B » FLECHISEAE BoAE & i B BRI AR 238 7]
TR EHRHIEGE ) -

OCABR Testing Situation in Network

@ Require OCABR %
certificates

Accept but
5 do not

require OCABR

certificates

Perform OCABR
testing for the
EU (vaccine)

“accine testing
» Competency but
presently no EU
OCABR release
certificates

[ EU Member
States

[ EEA Member
States

|:| Mutual recognition
partners

&/~ Bk B EETT OCABR 2B E 3l 4% %)

(—)OCABRIitAE © QIR IR i A an AP 23T OCABR Z BRUHHEN 22 1
AIZ I E X E BT OCABR i HUSHE R B TRE A S & T A e - H
OCABR {{i& M fe 1T

1. 3% B0 78 1 R DU IE 2005 e 8 KIEE dns'f ] 5695 A % (marketing authorization
holder, MAH) > 3% & fmfE{c#E OCABR 1TEFE e dn{lE B8 Fd (Product  specific
guideline, PSG)#fT OCABR - {5l ERET Ala8H A A R Bt IE L LT AT F R e
B8 K B A 2 (summary protocol)i% % OMCL #E{Tigke & > Hiz it Xigis 1~
AEFTF% 2 EU/EEA HAf OMCL T Th S (R All_E LR s A A a2
TR M BB ERERR) o (5 ek EIREAET vl 38R A & 3R [01E £ B TR S T
OCABR Z OMCL JFff] - WiffEfR#% OMCL {£ OCABR tFal¥EGHTRE 2 — DI E L
o BEELERGIER - s 8RR B R (in-process  testing) S ~ lin
felgacsk ~ BUE ~ SRdteBR T A (AR (R SEAE ) ROHT AR A > 415R OMCL [A#A
T OCABR FRZEFHE LRI - FFalFEFrA B INGRRAL o b > WIRE AT
BRI a2 85 > CHE R GG 2 S8 FRILRIER] OMCL - fiEiiBH
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T HRF it 7 5% 528 5 (f & (A Ry B BE AR Y 56 —HE S frm) © AMBRGZ 2 i ) R 28 P 2 7 18]
AlERT © EDQM FAHRH .2 OMCL & Sk ] & R AL — TR FH A o 2 i Z JEE Al I
fHH OCABR fiEA -

2. BEHCRES LT - 5 A] R A R R e RAHRA S X2 OMCL i
T Tl -

3. OMCL 8% 2 b HY B K an' B 40 k00 (5 72 an (187 145 e AR B0 2 Al T
H¥iThels - B GRITELZ LM RS B - e5a ] o7 RPEE: > 15
JU N - OCABR {EH#ETTHE —[EEels - MEEMAHIEEREE - BUSHET - £
R ESE s - BET AR A2 ela i A2 - BlGHE OMCL fyatE s
SR R A TR S RS e EE R AN mEFH &4 - Mg REss —fEEE
Foifak 2wl - —EH OMCL Ri@Ehss Bl - 988 TPV B LR EERATF-
BIEAHRAGHE, o 5 SRR R BTSSR T 58 — PR B - BRIEA EHARY
RUEEKIAIE - iR R b B Blfar Z (25T -

4. OMCL R ERrsHEHbATas S ~ RS tade R EE F LD R E & 60 HA
S8R OCABR > [l OCABR £k [FI20 falg DLFHURFRY © if OMCL WS m T &tt
TIATRIEL ~ FEAn A SRS a0 BN E s B E A% - HIlfZ3% OCABR sEHIE (B L) - #4%
Ra & LIS OMCL ATEBIR L FHHTER » —fMKiE - OMCL (Z¥ i
1T OCABR - R fk/ N b Bty v N B B ) 3R's [ AR T s i) oz it 3k
R 2R e i NS E R R g2 B N B R 2 255 » ARG
fRBRaE RARF SR - ZETRRHRIZ 381 75 & A (non-compliant/failure notice)([&
JN) > ZEREPRE B AT AR > AP RIRE - BE A OMCL R EER
A~ BONEEREES - BUEE¥ZE - EDQM (Y DBO #[iF'7 K OCABR 484522 S )
G E RO B AL, - MR a2 A R E s R i M & SR RN 4848 5k
SAHREIR R KRt - WSAEHEE R OMCL #EfTEPfakR » /e OMCL
fERse AT R M A B R R EE A A P E RS AR EN A G T A &18
&3k o N RZAHLE AL Z BRI S B RAE B AN STP 5 DU S e R (R L e 2%
ZHAM OMCL #{TRITREE - B 7 RIERGIER - OMCL FH iR IR ERZ
OCABR fEZE £ FE AR T4F - W AaEpl B 55 K I GBI ZE -

Sl

il
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5. HREREEZ OCABR I ERFGET Al A # - & iRERrA E R HAM
ol B B A B BE A by > FR R IR USRS s I R A B R B LB TR S
TEMBEREZ S 7 AR SRR - AP A RRT - & alaadra & Rla]
PRI 4 bR An - OCABR F8HAE —H 43T nlRe R A E & HIA e - (2
EALE M B S EN A E N N R THEE 2 F5E - & 95445 OCABR 5]
&2 OMCL HIFE & i s k1 (Nullification Notice) - AR #].2 OCABR #HEHLT
AEEARTI(E) -

OCABR Procedure: Certificate
All batches must have a valid certificate when OCABR is required in the MS

- "-I’ Identification of the certificate
Y GPTICLAL CONTROL ALTHORITY RATCH RELE S CERTIFICATE
TR AR R A

= - reeem  Identification of the releasing
rmbatssiputepycindidfoetpipimmentvn ey tver VS Authority and legal context

ey

P—
e e ———

Identification of the product and
e Mt e, amacad vk batch in question and the
S Vmal1ufadumr}
a1 Marketing Authorisation Holder

Statement of Compliance with
relevant EP monographs
and the MA

{ Signature of responsible person at
'*l/ OMCL/CA
1

EU OCABR certificates are recognised in all
EU/EEA Member States, CH and IL

&l - OCABR FgHIEF gk B/l 6k #2)

OCABR Procedure: Notice of non-compliance

Batches that do not comply with the MA receive a notice of failure/non-
compliance. Notice sent to MAH and all OCABR network contacts.

Identification of the certificate

ANETE

Identification of the Authority and
Legal context

Identification of the product and

batch in question and the

manufacturer/

Marketing Authorisation Holder
This batch is NOT in compliance with the specifications laid down in the
abowe marketing authorisation/ the relevant European Pharmacopasia

monographs and cannot be released. Technical details of this non-
compliance are available on request.

= _J
Clear statement of negative e e o
outcome and reason

— Signature of responsible person at
OMCL/NCA

[l /\ ~ OCABR A FF & AT 3k 2 5[4 22)
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ANNEX VIII+

EU OFFICIAL CONTROL AUTHORITY BATCH RELEASE +
NOTIFICATION OF NULLIFICATION OF CERTIFICATE+
For circulation io the imvoled marketing authorization holder and Annex IIT contacts

Thiziz
Nams and address of the releasing authoriy.,

bas found it npecessary to consider pull and veid the EU Release Cesificate pumber

that was issued for.,

Trade name: .

ers appearing on package and
tion numbers associated with

Typeof container:..

Total number of containers in this batch: ..

Number of doses per container: .

Date of start of period of validity:..

Date of expiry:..

Marketing authorisation number (member
state / ET) issued by -

Name and address of manufacturer. ..

TName and address of marketing authorisation
Bolder if different: ..

For the following reason(s):..
{a.z. Withdrawsl of ths barch from the markst dus to quality of safery concsms — detsils should be providad).,

The above noted certificate is no longer valid for fae purpose of relessing the batch in question on fo
the marlket. .,

Signed: .

Tame and function of signatory: .
Date of issue: ..

Notification Number:+'

&1 ~ OCABR SEUGHAI(FEH EDQM 48uh)

(=)OCABR Hig}ja

Fy THRHEERATR S % - EDQM H 2009 FE5%17 7 —1E OCABR &
Z A RHERR TH OCABR {TBUREfY ~ ZmfiA#5F - UE/EEA OCABR [i48 %5 (1553
FIEIL - B E R OMCL #EZURA T4 -8 ~ EEmm R BN P EL et
OCABR ZE40 8% K 7 i OCABR 428 RIE R OMCL &3 A (OMCL Administrator,
OAYATEMR G AsZ BRI EIER] - HATARKE &A =T A FE 5 E R AR &R DL
EDQM E &R -

(P)Article 58 E 1 & EZE L KT E 1T BAE FF (Administrative  Procedure for
European Officil Medicines Control Laboratory of Compliance of Batches under Article

58)

T RMREARAI4E CHMP Eai LS Thnbals - B2 OMCL HIR]{RiE
726/2004/EC Atrticle 58 J Article 58 TTEUEF i i T ER - Article 58 B 5 &5
EHRFT G TBRE AR Y B 52 B BIOM 3[R BE (European. Community)Hy 27 &Rk S
- HAERIAA CHMP sk ftabaig 7 vl E 28CELINR R Z EEhn > 7Y B

16



A - B = B EEHHEF A % (Scientific Opinion Certificate Holder, SOCH)(EL A (245 1{L)
OCABR 1T FrH Z 5 Al 56 R A E) FTHUSH OMCL 8845 Z BOM L [FERGHL T 558
BHZE (European Community Certificate of Batch Compliance)([&l-) - Hl{5:% 8 HERE
7 S 4CBEE OMCL I AHRETE F 2 CHMP Zig > HAR TR BRG &F% » SR %Es
HIEWIRIE Z B ITHTEE N » (E IR 4G BR I B S & B PR e 5 728 i BT T
FHZ - D EHEI TR -

()

ANNEX Ia..
ARTICLE 58- EUROPEAN COMMUNITY CERTIFICATE OF BATCH COMPLIANCE.,
FOR IMMUNOLOGICAL MEDICINAL PRODUCTS FOR HUMAN USE.,
Name and address af the control laboratony.,

EC/EEA.. CONTROL - FinishedProduct .

Asticle 58 of Regulation 7262004 and in dance with the Administrtive Proceduss for
Europzan Official Madicines Control Laboratory Cartification of Compliance ofBatches Ungder Article 58..,

Trade name: ..

Number of doses per container:..

Date of start of period of validity: .

Date of expiry:.

ific Opinion Certi issned on (date):..
Identification (dossier number, reference

Name and address of Scientific Opinion
Certificate Holder if different: ..

This batch has bam m=d wsing d procadurss which form part of & quality system which = @n
accordance with fhe ISOAEC 17025 standerd. This sxaminstion is besed on the review of he mamfacturer’s
the ollab £

prots land v tests as in the relevant EU guidaline forthis product...
This batch is in lia with the fica ti by the EMA (CHMP) Scientific Opinion
Certificate referenced above for this product and noted in the relevant pean C ity guideli

Sizned: .

Name and fanction of sigaatory: -

Date of issue: ..

Batch Compliance Certificate Number: .

[l ~ BOMILFEIREHE XA G E (e H EDQM k)

Article 58 {TEEfEL OCABR {TBUEFHML > (EAETAE > HARFT ¢

L #f5Y CHMP HEaR e J7 o B BRI LIS B 2 7 i CHMP
Article 58 A EX @R JRT & B HI(Barch Compliance Control)F JE#A{ T 125k
T R -

2. MEREREHERAEEEREN TR ZETERE > BEEE - TE
Bl e T B s DR E e B iR I A1 D an AR 1 = B
HhE s imipErE e - TR EMEE W E 5B s E % E g TR

b A - LEEE TEREE ERBHMERERIEZERIZEEE - £

17



Article 58 {TECRRRF » AR 8407 SEE TR E 77 BB L E B E WHO « EMA
¥ EDQM -

3. HIAE AT EEEEUS EiEF A » CHMP 2 Rapporteur £ Co-Rapporteur
FHEH OMCL k2 EDQM & [B]- & 11 il E — T8 F R 2 an b 2R F & B il 2 FE 8 8%
J/* EDQM 'E J74duh | - A5 atEL OCABR 2 Z mnfE pFa Al - T 25 tnbnii
EE i B S e R 2 feBatH H - 5SS CHMP Z 2 BpTH H S5 -

4. EEMRES EMAT > PR RESR A &R EE e AR S
£ OMCL #{Tiwba K SL R4 - 41 OCABR » OMCL FEiRrate BEAras St ~ 1
A KBS LIV ERSEH R 60 HNTERIM AT EEH] - R EG8E - RIZEER
MIEFERHXGGHENE - Ao IREA G GENE > W% EDQM ~ EMA -
WHO k. OCABR ###&rh .z OMCL - qnElGRsEEEL OMCL TR il - ififE
OMCL flgsetkmi Bl RN tebass RE R A AT a Mg > AR A g T
AERBacE: - ZAMAEEACER e H EDQM 8 $iz i i iH BE AH 45 DS 52 i s i [EI L 2
% B H A OMCL ${THER AT EEH] o Mt & & HIAERfEZE A EDQM K2 OMCL
PREE BRI ARG T4 - AR EEHRHEE K it HaF AR -

5

5. OMCL [ER BT 2 S IR Article 58 1T ERE P THER AT & EHIHY
FEmm R BRaC ik o RAIRBUIEERHEM EDQM ~ EMA ~ WHO K OCABR ##&&H”
OMCL =#(TEANSTM BT E » WA F AR AFE -

=~ OMCL 7£ OCABR &7 Z TRERIE A K H B B

OMCL {F R 1L SIS MG < S84 hn'E fn St - 177 Bh 8 TERAE H KB
YIRS L2 e - Higkpss R mA sz - BANE I RORENE - H 7R e
WAILEFTAT o 19944 5 H 26 HEREZ B GMEONZE BVE BT —(#E T EEVE
B i 25 44% (General European OMCL Network, GEON)LJj58 OMCL {7 JH[E] 2 2 [5]
E1F P A R EIRE EE iy B B I EDQM A 1995 -4 & B T % 4
&2 B - HAn4gaE T aE 41 {EEZHY 69 ] OMCL » {ELE4E4E % OMCL it oy
T SRS > FRTTE SRR - A S TiabasE R - ISEIR G FILEFTEA
EEE ~ (EEESEE - JEEIEH OMCL LU N IhAE + (VIR TH5E RS ik Kz
5~ QOfBcR BATT AR 2 8500 - Q)& & nl 56 8 S ik d Z B an i B S

18
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(HIEEs GMP & ZFMTER ~ S)iBIAREEOMNEEI - (6)5 i E kAR S 5 (7) 7>
MR EE S IREEEY) - T EAITIREse e s © () — i B EOHIETEE(General Market
Surveillance Scheme, MSS) ~ (2) &£ T & & £ FF &% £ £ 1 E i (Centrally
authorizedproducts, CAP)Z 1 &EEIH ~ Q)M AR A2 e il E B ez B
FEanZ it AR R R () N A8 o S B oo FH EER B T 2 LT

WHEEEETE < 2001/83/EC-2004/27/EC Pl T-A% S B2 Al b A2 e
IR R S AL T2 877 > 42 OCABR #2f7 1 OMCL JE&EZ BT > HEGRIFH
PR BB TR - BB —ERERE OMCL S ietd B« () EaER 7 A8 T 7%
S ~ I REE N Z il &~ Q) T4 S igsE - (BT Hsl(re-testing
policy)EUH 5 & Hi & fll(Out of Specification, OOS)ZEH ~ (SYBFREUM ~ BIFFEEA
HRARAE 2 HE TR B i e ] 3 AR VR SR AR ~ e (0) BB B 1T 3 oy
fr > WREFR E e =t  EHIRE R e S ELRE Ty abant SR OR L aE - BEZR A
Ry OMCL #ifT OCABR ZSiR R - OCABR #AlliE—IAFFERT#E H A ZEIE 22
P o RlEOREE i Z A TIPSO I8 - HA B0 S S MR SZ 8% 240 R E SR Rl A
S E S E R RES - NS E AR A AS y B AR (it 4e OMCL #ErThels - MR
SRR SR E R BRI A B P BRSE A - A N R A TR R - 2R E 2 A
AR TIFRY - BAE OMCL teligse Al g P i Bndt SR 48 3 B fn A RS MRS T
BUSRE TR EE A G A SRCE: - R Z BERCH g S &s
AP L RN A i HL M OMCL - DU 5 g i i[RI L 7 P 26 22 HLM OMCL AT
TTihs SSRGS E f R AU D iR o3/ V2R -

OMCL 7 OCABR 27 G HEZMfL - [SRFELUTRE 2 EE > Hink
OCABR &AM G200 2 Rk ME - Rolfefr Bt B8 &S R ELAE T1IA B
MHEZ A » OMCL FRE—EHALZ B EH 24 - OMCL #iA 5% E 2 mEEH A
MEA MBS - (DIEFRBRE DR RS EfE - QkebniBise &SR A ATB
Wt ~ Q)N ERRERSE R 2 MBS - AEHEEIME LR ~ (WREER =R &1F - %
M - A& IR KA RFER - R ERREA LS E KR B -
OMCL [HEEH 24 2B ISO/IEC 17025 SHIEAFIR: (F BB = A JIH— SR »
OMCL 457/ B BN B2 BLER S5 SR [EFAE - WS @imayse - & HINE I R 2 BiRE
st EERRETEmEEHEK -
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(—) GEON i/E & # 512 (Quality Management (QM) Programme)#&1> 1997 4 »
TER IR Z st ERTHAPS B - il R E L R Bt B B R @A 5% » H
FRE B Z felnsE REBIE TR H il % B8 — Wit 2 B EEETE T E
Z o B 1999 FREIEEFE EAN5R 1T - DAhEH OMCL B B HEUR Z i MM E
H A ISO/IEC 17025 sn/BfREAE » ZatEd 2 —fRMEsa s

1. M EH# =55 (Mutual Joint Visits, MIVs) = A A &3/ (R EDQM &34
R E - B HAR GBI OB AR BB R4 2 OMCL H A EEH %
Gt o BEE I E B AR AR 148 TR

2. HHERETEZ (Mutual Joint Audits, MJAs) * EHFERCEILWEEH 2G 2
OMCL - HEfRHEFFE ISO/IEC 17025 253K ~ GEON B EHEFERI(General European
OMCL Network Quality Management Guidelines) kBN ZEHEH T » FERZLEERME >
OMCL HI#Z#H At otz S mEEgHE (B 1+ —) - A afex 2 FEZEF %
HE B e s B4Rk - H > fE B K GEON Bk & - BFEEZTEEHE A
Gt BEESIGR - RS 138 B (Audit co-ordinator)HIZKE EDQM - & E4HARE~ETE
FetRsatE R 2 B B R BT ER -

COUNCIL OF EUROPE
European Directorate for the Quality of Medidnes & HealthCare

OMCL NETWORE QUALTTY MANAGEMENT SYSTEM

ATTESTATION
Toa EDGM, Furcpanr, Disconnaos dor e Qualey of Mackcnes B HealsaCars, harsby dacire st

Mama of tha lab
Beddres

Section sudited
by b v in deoosdancn with e EDOM instrorsion IST07 on the 00 Mansesrh Ml Joing dudic Schama.
The asbgwemesioned OMOL & eoiied @ dechw tod E hes mposhoody mpeerid 2 Qaly Maogemes Sysem o smasianor
with SO LA0IE
Dutaded imformation can be fourd m e Audt Repot wheh o coragred n docomant codle commpondng o the MIA J0UKE and i the encaed Scoge of
fameewnare. The orgeal documey ave ahvesd ot the Degurment of Dol Standsdmiren, DMCL Metwork & HealCars (DB oF the EDGM wng the Drecicr of
the OHCL an rmcarvad w cartfed oy,

SIS LS Peibed. EDGRMIA-XEE

Sumsbousy. Jusit cesiny Sw O, KarkHaine Buchbel
Wialll e JH-VY Head of DBG. EDTM

&l +— - HE SR mEEHE (i E JIsaR)

3. AEGleEtE © EEBREE I RETE DG SR & . OMCL 1 2 iE

HAA > 27t OMCL Eia= s -
20



4. BERAHEE T r SR - B GEON iy E R R — 2512
farAfk OMCL 2-5{R1ff - 5457 OMCL 15 ISO/IEC 17025 TR ZAEHE - [F]RF X
FEFEZ OMCL 35 - iZiER A5 EDQM B8 EIEA# OMCL £ H#h
17 ARBRCE - ZEfEmNR AR T - Bl A E R E—ESEA
FEEVERVE R (E ) -

QM Guidelines (2) QM Guidelines (3)
= Nahdaton of Anadtosl Procedures” - VERM, CCABR: IR Twtases for mesthod vabdation snd marmenanos of COMpeienis
- Qualfeaton of Equprmest « Cong donsment® = sty of | :ﬂ*;:.;.:ugﬁvﬁﬂﬁ L Py for wvplerrertanon of Mesarement of

Urcertamnty in Complans

= Cualficiton of Equpment bores 1: Cralifciton of HILE Equipment”
= Gaificateon of Eqapment Sooes & Chaalfcaton of GC Eaupment”

» Evabation b Besoring of Besulty

= alfcaton of Equpment Anoe b Qaabficaton of oo peeties” = Valbweon of Comguteneed Srmems - Cove Dooument”
= Guabfcason of Expapereest dovesy T Chaabfoaton of mass speciromeiers
® Gnabficanon of Egapment Sones B Qualiforon of bilarded

= Quabfcation of fgupment fovex @ Calbration Qeabfcation of o meters

-+~ GEON /B EHIErYZR(QM guideline) (f#Efx H |4 #47%)

(D)EESIEERE1EE (Proficiency Testing Scheme, PTS )

seiadlREt E RN A R RS8R E 2 sBRsrT - AER=EMELE
AT B AR (E A E B =R ATRE ) - RSN EHE E R =B 2 TH > AR
e E R ENEZa0E - EDQM /Y D-Lab #if {35 " ISO/IEC 17043 FEJTEERHT—f%
SRR RS FOE RN J1alina e o H (A MECR GEON th 2 B g s sl BRat SR v
MHEEEE - JRAf FR el B SR e 2 3R - Hae DaliastE Al 3

1. P 3 b 52 M4 5 B (Physico-chemical tests) £ 5 5 %R AH & 7 VA4 (high
performance liquid chromatography, HPLC) ~ 7€ &&{E#(volumetric titrations) ~ $EAH
#71,2(Gas Chromatography, GC) ~ [ TR UZ 5534 (Atomic Absorption Spectrometry,
AAS) ~ B B E/EEANE S EEE 57 FT(UV/VIS  Spectophotometer) ~ 7575 78 B4 =t B
(residual solvents)ZF R ERIEH -
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2. A=WtstBR(Biological tests) © 4l1¥a b R LR B e ftr 2 5 (s e (AT e Ul
B¢ ELISA) ~ [fi i 848 > MR w41 HCV ~ B19 2 #% e A #:58 (Nucleic Acid
Amplification Testing, NAT) & AEVG & 2 YN R & Eallnss - N ERD)
?) 3R’s [RAl » EDQM A2 P)atle < e e Es T -

HAl EDQM FFEEERREEEETE > WAMNREERE L - SIIERAR
OMCL - #USR el REE R =N A (& F iR 2 aE alEtE(E =) -

COUNCIL OF EUROPE

Testing

List of Proficiency Testing Scheme (PTS)
Studies planned for 2017

Physico-chemical studies Biological studies
End of March
PTS176 ©Osmeolality (Ph. Eur. 2.2.35) February PTS180 HEV-NAT 2017
2017
March
Liquid Chromatography. sl ok i L LT, 2017
PTS177 | related substances (Ph. Eur. Coaohop
2.2.29, RP-C138, UV detection) Human coagulation factor To be
PTS182
VIl potency assay defined
Dissolution (Ph. Eur. 2.9.3,
immediate release tablets, unfractionated heparin To be
PTS178 paddle. apparatus, ;S?;’”une Lk chromogenic assay defined
spectrophotometric
determination) PTS184 MMR = « To be
vaccine potency assay e tinel
Thin Layer End of
PTS179 Chromatography (Ph. Eur. September March
2.2.27) 2017 WECEPEST, (O 2017

Gas Chromatography (Ph.

B End of
prsizs | Cur-22.28. polyldimethyl) Novernber
siloxane, flame ionisation by

detector)

&= ~ 2017 5= EDQM e ysligat = (st H EDQM E4H)

Ug ~ R EE LA NIRRT

(—)IE i TEZEETES (vaccine prequalification programme)&1 OCABR

Ryl EHF S EIPRIEIEAE(UN purchasing agencies) T RIS Z i ~ Z2 K
ARt EE - EIRMEER T A A B ARRE 2 st - e R B AR
WHO a3 B a8 T R, (5 2 fh4H (Essential Medicines and Health Products, EMP) | 2
Prequalification Team Coordinator ##E TS TER TS @ ZeTs 2 R R BB IGFE 40
[ VU R [ 7 o i Ry ¢ (DEARF SRR R e EMA #3522
i ~ (2)BEATHEEZ WHO £fi#E g (Technical Report Series, TRS) ~ G)#51*

WHO BJeiE mg B b 2 an - fEfEm G T T - R 2E BIHY B 5 a1 (National
2



Regulatory Authority, NRAYZ T EHAYEA - HEF © (DEEAIINT ~ Q&Y
AL EAT WHO A GMP & w7 ~ 3) HNEmZ = AR Btk
AaEtE - WK WHO H R ZJEEEH R A B S (Adverse Events Following
Immunization, AEFI)E{ k(4)iEAT WHO 53 5[l 2 & B L T & T o] 58 15
(suspension).Z Fafl » (NIL > MlEfRHAETI K AI(EE - HEL4GRT WHO ?&EWE
NRA ZhREE A ES > gk NRA (RGN Rra e B e e B E MR R R B T T
A > FHERIAIR o IS NRA ZBETESOMLZ ek

Principles

GMP

/ Clinical data \

Meeting WHO requirements
and tender specifications

Reliance on NRA

¢ World Health
YE®¥ Organization

WHO PREQUALIFICATION PROGRAMME

[0~ e PR TR PR (e B 3l R %)

Prequalification process: timelines
(excluding applicant response times)

Screening (30
Submission of days + 90 days if e
application for there is crtical 270 d“t‘{" internal
PQ PSP non SR
compliance)

Streamlined based
on SRA approval 90 days internal
and sharing of NRA time
reports
Submission of - 90 days internal
Screening .
variation time

i # % World Health
n .s’ Organization

W] PR AL PPN THOM (PR CCaRL AT

[ 71~ FeEE TS TR (e B Fll R %)
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EEETEFEFENBEES - (DEREERETHENEESE - Q¥R
FERUREITREMSE R ~ Q)feintals » (DEIHER NRA HE(TEEH  (5) &k - HEHH
EHHEER TR R - (DB R E e (S R0 77k ~ Qs ez e
R~ Q) EEREEAIE SR Z e kB ~ (DFFE WHO Ea ki & BIREERAR
BRI ~ OB ~ (0FFe GMP BFE ~ (7)E SR H AR
F R RS S5 Je (8) Bila T2 AHRH < Hoth ds A s g - W& Bl JF ARl NRA HE (D
E Y B B E BN B ETTE ~ Qaz i m e R AR 2 MR R IR (AR A RT) ~ (3)
FE MY B EAL » WA BELERITH GMP ERVRI » (4 HE ST 745 R 2
o SHERUSTT S MRS AT - fEtedntebR i o BUSRFREILIE S UN
AL IORE - UN AR s TR G T A e B A S Rt O i P AR A B
8 > FHR WHO I 2 igigats il 3 2 S #tyos et S ER =T
b - MEtE@EARK > WERTFROERZEERR - QEFESHEHRS BRIE
(AEFD) ~ Q) e RERT R ftit' B ~ LM oAU B 2 FTRE R (4) 78 T B 22
VRN - FFEEEE WHO MEFT RS - B fE B R NRA 15 » femTaEsT
B2 R HAERFT E A E s SR (RS > A& A SRR e R
ffEJeEH - H WHO &R — &S tnantaly  E¥EHE ~ FEREGRA T E
RUBHYE B B BHIES B TR PR TR AR R R E R - DR R R Z

oo

BX 222 OMCL $fjRE fn PRk OCABR SRR - 41 Article 58 St I T2+
(lot release) 1T » Vit ZE mmfe &3 IR EEHURE T AE > FTERATHVIRERIE H Rafita th gl 2
AREE > A THEFT S Z SEHE A FTALE » AZGEGREE Waterloos 2711 > 5%
OMCL #iiREE Rt WHO (5 I 2y i 557 J EBR R B S At i T8 9 & (non-EU
release certificates) » MEHUG % BRGNS e B AR - BB AT I ittt
B > HEAmbaHE H R AR AR WHO TRS il SC AR +73) » A amfe Z BT TAEEL
TERAIERR Y > &4E OMCL iz 2 # & IREREESZ AL
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» Batch Release certificates

I1Sp

WiV
» Non-EU release certificates :
28 0CT. 2016 TO WHOM IT MAY CONCERN
WPHI /4. 267¢
CER'IIF“:ATEFORTHEHELEAEEUFR ombinant Human
v After critical review of the OUCRCR Ve LS PRt VEGrNE
L i NA) st 06 vac procuase by CwcSiilng
production & control protocol Bk (oo ,an'”éiﬁum et o i
wn?i‘mﬁ Dfmv 2’015 W:‘U::ZW:MMUM to. ;s.:vqu ualtty, safoly jind
v Trend analysis & ey o
This product is nd led with the
Good Main Principles”, Good

Practice: a
Release of Vacaines by Regulstory Authorities

As a minimum, this cerlificats is based on examination of the summary prolocol of
manufacturing and control

Final Lot No. contalners Expiry date
i this final lot
AHPVAII3A 172581 January 2020
- Type of packaging syrings
Numee of doses Der uni pack -1 dose

The Chiaf of the National Control Laboratory

(A
eviéve Waelerioos, M. Sc.
Head, B-o\oqqcalSland ardisation Unit

[l +75 ~ JRER BRI S B TRE I (i ek B Il SR 22)

()G R ER BR LAY N2 BIZ s THER BT & 74

e — A DU AEYIBERY - o 45T s 2 AR B - BRI Ry R
ERMR Y B A E - RE A O EEE ARSI DUE AR e m 2 ez ts - NIt
Bzt RAREToEE - HEUERKE » N ENE H S IR A E
2 BRRES] > (EFRRISERIRGREC A R/ VRREE 10~24 (B A - TAMHE - ERELIE
L —ERRE - A S SRR S BUESUR IR FIRYE & S TS s
0 EEEME SRS - mE R - A EAVHEIORA TR - fifE B e (L e
AR (E 1) - 280 e m R R R IR M - FRECHE BRI THET T Z %R
AN » REZEER S B (G WHO F55 [ T e 20T » B1Z OMCL 8¢ NCL & 54t
KA Thsba(E 1 /\) -
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Challenges around vaccine testing and ‘
batch release

Vaccines = complex products Supply to 170 countries

Multiple regulatory submissions required,
Complexity of supply per vaccine and per country

Variable files and review processes

Variable Duplicated Reviews /
requiremeants Testing / Inspections

Hetleregeneous regulatory environment

rd
Impact on access W‘v’occines Europe

[+~ R AL Thakg 2 PR GRSk Bl SRai )

Technical support to Control Authorities WW

Bl ,r/'l
A
]
oMcLs/NCLs !
- ~ 20 countries in 2006 v j
. ie ~ 45 countries in 2010
Courtesy of GSK Vaccines

= + o + o~ 60 countries in 2014

-+~ BB R R I OMCL/NRL B5U5E (s 3l ok 3 2%)

HREUSRIN S - SIS ER TR E R BEEROE TSR - HE 2Rl Re
FEH IR HRZER] OMCL/NCL Sl - 55 SeAH[E] 2 el v aE £ E i A B EE 18
Tl > SEEER N > DS 2w 2R baY BB HEEGR - Bt EsEiniE =
RSB AERE T - ATRELEIE 10 R Thele - =210 H TR S B M EEHEIT 3 2
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4 ATl - 5%t AR R ARAR BT R HYRF ] A] R (R E R B 2 A RO e R
Foissa B E -

OMCL/NCL & Ryt fEsny—a5 oy - e e B B my T S E - £
R TIREE T - N E AR AN FREEET TS i AL E - a#8LE R EL OMCL £}
HUR Ry M T A E S = A R esae i ~ HF ABEZEZAE - t T RE(EatnsE A
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