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PROCEDURES FOR MANAGEMENT OF REVISIONS/RENEWALS OF
CERTIFICATES OF SUITABILITY TO THE EUROPEAN
PHARMACOPOEIA MONOGRAPHS

CEPIEREITEHEEEFR

Introduction: 5| &

This document should be read in conjunction with the EDQM “Guideline on Requirements on
Revisions/Renewals of Certificates of Suitability to the European Pharmacopoeia monographs”
(PA/PH/CEP (04) 2, as amended), which describes the conditions to be fulfilled as well as the
documentation to be submitted for each request for revision.

AN EHEDQM “WRH 24 3118 N AIE P& 1T /58 BT B K $5 7 (PA/PH/CEP (04) 2T HR” —
] ZFE R LE TAET S AR FR R SR 2K

The procedures for the management of revisions of certificates of suitability (CEPs) are
described below.

CEPiE P IT & TR B E W T .

The system allows the submission of several changes in the same request for revision.
Consequential changes are considered as part of the original variation.

FEFP SEVFAE —MEAT FIE RTINS PR 2 AN AR o 12788 AU A0S S F AR S A A2 3
Following the initial assessment of the request for revision, a deficiency letter may be sent.

Should the response not sufficiently address the request for information, the application for
revision will be rejected.

AT FERIVE I ] DL B R b . R RETE 20 25 AN SR P e BERE, BT FRIRRE T AR ]

1. Implementation AT

All requests for revision/renewal received from 1st July 2008 will be treated according to this
updated policy.

20084E7 1 H Ja S BRI FRMEAT / BT i AR 2 B A P 2 L
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2. How to apply for a request for revision/renewal

e SR ATABAT / B HE K

Application form:
A specific application form for revisions/renewals is to be submitted together with each request
for revision. It can be downloaded from the EDQM website in Word or pdf format.

HE R
EAT /SR R R NAME LT HE 2448, 7T AEDQM M ki |- h 2 Word Blipd fi s H%

Documentation to be submitted:
The documentation to be submitted for each request for revision/renewal is described in the
“Guideline on Requirements on Revisions/Renewals of Certificates of Suitability™.

FH 3R ST B8 B
AT/ BT O EER L R 24 0l Y P UE P T/ EREOR R R .

Consequential changes should be identified and the relation between the changes should be
described.

AR EN N 2, LR & SR EN 2 W) OB R o

In most cases, a comparison with the previously submitted dossier is required. This should
be made in a tabular format, where the approved and proposed parts of the dossier are
compared, and the changes highlighted.

SHBOHT, LAPRBIEEXRFE R TSRS W, 25 F 5 e ftH
XM EE R RAE, BRI ZMHAERR.

Fee and timetables:

The fee and timetables depend on the kind of revision. Timetables are described in Section 4.
Fee are described in the application form. They have to be paid after validation of the request
by EDQM and receipt of an invoice.

W B 1 B T
e RTIN Ta) B BT ISR o SRA RPN T AR a2 o TR AR vEAE HR R AT ILE -
P LIAEEDQMES LA B A SR A T ASCAT .
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3. Procedures

B

3.1. Notifications
1 0

The determination of validity of a notification is completed within 2 weeks after receipt of a
request (4 weeks for a multiple notification). Then either an acknowledgement of a valid
notification is sent to the holder or a revised certificate is granted if necessary.

EDQMAEWCCAF2 ] I E 2T e T ANSRAZ S (ZIUEA: 4J8). e hira Nk
BT RS, U R, SRR TR (FICEPIESS

If the notification dossier is incomplete at receipt, the request is rejected without asking for any
additional information, and a letter of rejection is sent to the holder. This means that the
applicant will have to resubmit the appropriate package of data and pay the relevant fee.

R B BRI TR, BAE KRR AR, MERREIZRERFE, [
A AR KB XERE HEALAER FRTERR, PN HE R
An application for multiple simultaneous notifications is possible under conditions:

- maximum 3 changes
- fee and deadlines are increased

T UL R 4 A A B, LB L R 4t
— B LRI
— TR, S I K

3.2. Minor revisions

MR

TO (within 5 days after receipt of the request): a letter of acknowledgement of receipt is sent to
the applicant.

TO (BRI HFS H ) i) H NSRBI

T 30 days (T 60 days for multiple minor revision): either the request is approved*, or a letter of
request for additional information is sent (clock-stop).

T 30K (ZIU/NEE: T60K): PIAGIL: HEMERT; BESRAN A EZ00R (TFm s
1.
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If clock-stop: the applicant is requested to submit a reply within 30 days. Failure to submit a
reply in time will lead to the rejection of the request for revision.

IR IR IE . HOE NLIAE30R A PEAZ AN FE Bk WA I FRAR AN FR TR, AR T HR
gt 4

New TO: within 5 days after the response from the applicant is received at the Certification
Secretariat.

HT0: CEPUEA AP AL HHiE NS T 5R N .

New T 30 days: Approval*, or letter of rejection of the request if the answer is deemed deficient.
If the application is rejected, the applicant will have to resubmit the appropriate package of data
and pay the relevant fee.

WTI0R : fHen; B, WERHIEASEAY, SRRk, WERIELAR T HAE, HigA
WIREDET IR IER R BERE, ST AR G2

It 1s_possible to apply for several simultaneous minor changes, or minor changes + notifications,
in the following conditions:

- multiple minor revision (maximum 3 changes) or

- consolidated revision (more than 3 changes, see 3.6)

- fee and deadlines are extended

A DL IR RN HE 2 AN N R 2 AN+ TR AR By, H IR LA 4 A
— ZMUNETE CEBRAE3A) B
— ZEAARTE GAULEARTE, PEIL3.6RE)
— W skahn, 23 IR

*Approval: If the minor revision is not a type R3a according to the “Guideline on
Requirements on Revisions/Renewals of Certificates of Suitability”, and when the content of
the certificate of suitability is not affected by the change, a letter of approval is sent to the
holder.

*HEAE . ARAE RN 24 S PR BT/ SO EORR R 7 e, W AR BN T AN IER3a
#, HHZAREAEWCEPIES I BARA AN, R NS AAHERR o

In the other cases, the certificate is revised.

FARTSOL T, ReBEAT CEPIEAS
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3.3. Major revisions

HEREH
TO (within 5 days after receipt): a letter of acknowledgement of receipt is sent to the applicant.
TO (K BISH W) 1) N A B

T 90 days: either the request is approved, or a letter of request for additional information is sent
(clock-stop).

TO0K: LAEHIE; BEORAN R Z R (HHIE IR,

If clock-stop: the applicant is requested to submit a reply within 30 days. Failure to submit a
reply in time will lead to the rejection of the request for revision.

IR LR HIEANRIE3OR L WREATE R . WAL R, SR IR .

New TO: within 5 days after the response from the applicant is received at the Certification
Secretariat.

FTO0: CEPUEPAL PR ALU R i N B RSH W .

New T30 days (except TSE certificates: 90 days): Approval, or letter of rejection of the
request if the answer is deemed deficient. If the application is rejected, the applicant will have
to resubmit the appropriate package of data and pay the relevant fee.

FTI30R (TSEUEF5: 90K ). #ibifE; s, wRHiE NEEAY, Bkindig. R
B RIE L, T T AR ER IR, RSO AR B

When the request is approved, a revised certificate is granted.
HITE A 2 E S, KRBT S CEPIE .

It is possible to apply for multiple simultaneous changes, including one major +
minor/notifications, in the following conditions:

- major revision (maximum 3 changes, no impact on fee and deadlines) or

- consolidated revision (more than 3 changes, see 3.6)

LA IR AN FE 24850, Bl —ANE KoM ESE, A& LT 444
— EORARW CERE3AS, AZmifs b sz 3 ]
LREACH CEEHEE3AS, HEH3.6)
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3.4. Renewal

B

The holder of the certificate should apply for the renewal of their certificate at least 6 months
prior to expiry date. Considering the time taken for the assessment of the dossier, failure to
submit a request for renewal sufficiently in advance could lead to a gap between the expiry date
of the certificate and its renewal.

E A N 2D AR5 B ET 6 B $E BB fiil . i oA SO R SN, AN RE
FHIEBEATA BN SR, 7T Re 2 AR 210 F O B 2 (A7 AR N ) 22

TO (within 5 days after receipt): a letter of acknowledgement of receipt is sent to the
applicant.

TO (BSCSHM): 1] HHE NS AW AR

T 120 days: either the request is approved, or a letter of request for additional information
is sent (clock-stop).

TI20F : fitfe: sREERI AW L YR GHREIR).
If clock-stop: the applicant is requested to submit a reply within 30 days.
W SR AR SR S AE30RZ W T

New TO0: within 5 days after the response from the applicant is received at the Certification
Secretariat.

HT0: CEPUEH ALK I HHE NS G5 H .

New T30 days (except TSE certificates: 90 days): Approval (a renewed certificate is sent)
or new request for information.

FTI0K (TSEIEH: 90K ). it (K FEHGHICEPIET ), sRESRAN 78 5 vkl

Introduction of minor changes or notifications in the application is possible at the time of
renewal. Introduction of major changes is not accepted.

SOBTI, AT LAR] IS A R N AR B Bl A RAR B (AR B R

When the request is approved, a renewed certificate is granted.

HEHE SR e, R R CEPIE S,
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3.5. Monographs revisions

ZyHAEIT
When a revised monograph is published in a supplement or a new edition of the European

Pharmacopoeia, a letter is sent by the Certification Secretariat to the relevant holders of
certificates to ask them to update their dossier.

n SRR YN 2 UG RSOSCR T BT S I 2 N, IE AR AL S BUR AT N, BRI A
B IR

The holder is requested to submit the data within 90 days.
FEA N ZRAEIOR 2 N TR .

TO: within 5 days of receipt of the data, the clock starts, with no letter of acknowledgement of
receipt from EDQM.

TO: W BERS H NG TN, EDQMANFFAE R ICTHfAE o

T90 days: either approval, or a letter of request for additional information (clock-stop).
T9OR : s i, Bl BEAAN ATl R (P 1D

If clock-stop: the applicant is requested to submit a reply within 30 days.

FHUEHE LR P ARTE30RZ WIHTEE .

New TO: within 5 days after the response from the applicant is received at the Certification
Secretariat.

FTO: AEBAP AL FiE NBEEESHZ A
New T30 days: Approval or new request for information.
FTI0R : ALAERCFFRE KA TR DR

When the data are approved, either a letter of approval is sent or a revised certificate is granted
if necessary.

DORMEHESS, B AHENER, B BN, RBT R CEPIE .
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3.6. Consolidated revision

LREACH

A consolidated revision includes more than 3 changes of any kind in the same request.

CREACH: Al AP AR L BT AR T .

TO (within 5 days after receipt): a letter of acknowledgement of receipt is sent to the
applicant.
TO (WSCESHW)D 1 il AR o

T 120 days: either the request is approved®, or a letter of request for additional information is
sent (clock-stop).

TI20RK: HEMEr i, SRERANATERE GHHRHEIL)

If clock-stop: the applicant is requested to submit a reply within 30 days. Failure to submit a
reply in time will lead to the rejection of the request for revision.

IR LR HEANRZE3OH AT H R . B RIS R, KBTI,

New TO0: within 5 days after the response from the applicant is received at the Certification
Secretariat.

FTO: UL AP ALK HHE NS H N

New T30 days (except TSE certificates: 90 days): Approval*, or letter of rejection of the
request if the answer is deemed deficient. If the application is rejected, the applicant will have
to resubmit the appropriate package of data and pay the relevant fee.

FT30K (TSEUEH: 90K ) . #bvE*, . ZE A, RE[HE. FHREIHE, HFig
NI PR e 2 . IERREERE, ISR

*Approval:

If the consolidated revision includes any major change or minor change coded R3a as described
in the “Guideline on Requirements on Revisions/Renewals of Certificates of Suitability”, or if
the content of the CEP is affected by the changes, a revised certificate is granted.

b .
AR WP 2 B3 N PR R AR T/ SR R FR e 7 W 25 A A E S i KA H B R3a
KN RE, BEAESHMCEPIE BN, KRB ERCEPIET,

If only minor changes other than R3a, or notifications are made, and when the content of the
CEP is not affected by the changes, a letter of approval is sent to the holder.

AR R G AT A R3aRART, sl fIRAR T, XAEWCEPIES N, W H HIEH
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NEERAAE R

3.7 Transfer of holdership
FAT NEL

The determination of validity of a transfer of holdership is completed within 2 weeks after
receipt of a request, and a revised certificate is granted.

B R2 AP, R 58 MOR CEPUE R AT NEEREA T A, FFEERAET 5 IS

If the request is incomplete at receipt, it is rejected without asking for any additional
information and a letter of rejection is sent to the holder. This means that the applicant will have
to resubmit the appropriate package of data and pay the relevant fee.

Up RO B R AR AN SR, R BRI, AN EERAN S BORL, JR I A AR AR
RERE T N LR AR S8 IERIIBEORE, PSSR ]

4. Fee and timetables:

W 2 R A AN 52 22 34

The fee for the kinds of revisions are available in the application form, and published on the
EDQM website www.edqm.eu

WS bR UETL SR AAE B 1T GRS H A HARW ], JFEEDQMM itiwww.edgm.eu b7,

T f revision EDQM Timetable EDQM Timetable
ype oL revisio (original assessment) (answer to deficiency letter)

Simple notification 2 weeks n/a
Multiple notifications (up to 3) 4 weeks n/a
Simple minor revision (1 minor change) 30 days 30 days
Multiple minor revision (up to 3 minor
changes+notifications) 60 days 30 days
Major revision (may include introduction of .
minor changes/notifications, up to 3 in total) 90 days 30 days (TSE: 90 days)
Consolidated revision (more than 3 _
changes, of any kind) 120 days 30 days (TSE: 90 days)
Renewal 120 days 30 days (TSE: 90 days)
Monograph revision 90 days 30 days
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Transfer of holdership

2 weeks

n/a

Type of revision

EDQM Timetable
(original assessment)

EDQM Timetable
(answer to deficiency letter)

,ﬂk_\l/]—%;é%u EDQMQ}E}%J ﬁﬂ EDQMQ}E}%J ﬁﬂ

- (W R (ebtafys 2 V)
Simple notification 2 weeks Wa

Ey=Biil) 2 JH

Multiple notifications (up to 3) 4 weeks /a

ZIUmE CEBR3AND 4 JH

Simple minor revision (1 minor change) 30 days 30 days

i AR/ ARBE (AN AR B 30 K 30 K

Multiple minor revision (up to 3 minor 60 days 30 days
changes+notifications)

Z IR T CERR3ANCN-HE S 60K 30 K

Major revision (may include introduction 90 d

of minor changes/notifications, up to 3 in ays 30 days (TSE: 90 days)
total)

HORARE (o] LALFER/N @ A, HE T 90 = 30K (TSE: 90°K)
A3

Consolidated revision (more than 3 120 days 30 days (TSE: 90 days)
changes, of any kind)

LA BADA T 120 % 30K (TSE: 90K)
Renewal 120 days 30 days (TSE: 90 days)
BB 120 K 30K (TSE: 90°K)
Monograph revision 90 days 30 days

ZEAT 90 K 30 K

Transfer of holdership 2 weeks o

A ik 2 A :
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