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News Archives v
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Publication of revised Annex | - PIC/S GMP Guide (PE 009-17)

PIC/S has published the revised PIC/S GMP Guide (PE 009-17), which includes the revised Annex 1 (for the background to
the revision, see https://picscheme.org/en/news?dateselect=2022). PE 009-17 will enter into force on 25 August 2023. In
the meantime, the current version of the PIC/S GMP Guide (PE 009-16) remains in force. Both versions of the PIC/S GMP

Guide are published on https:/picscheme.org/en/publications.

2

400-8770626 canny@tigermedgrp.com



canny
FERIAE i

A Tigermed Company

¢ BRARF/EMARTER (GYERKARREEEICDNEEER L) AR
EENAE

6 521 H EXRABBERMARTXEN (A FaRMRRESIEADINESEIENE) BRS
BHAS (2023 F5E 815 ) AERNEHREAT -

—~ B2023F 781 H#E  AYFFERMRBESEIZAEIALE ( LUMNER GLP IAILE )
MAMFERARLE HETEN RN EEEIRREH (F0E) 1T - Wi GLP IAMERNZ3E
IfPRZ MM T (DU EFR GLP A48 ) RLZaFThRZ94 GLP INIEIES ( AN &R
GLPiEH - HXMH ) IEPBEREAAN S F -

T X (IME) SERERT2EVS A GLP INERLERIA - 2023 F 6 B 30 HARX
EHNE (HEBERIAILE ) KK 3FEW - NEERREHNE (HEBSXRIAIL ) % 3FE 6
MARZRERN (7VE) AERLESSRIF ; 2/ 3FW - N=1E 2023 £ 12 B 31 HZA1#ZER
W (7E) AERBELERIS -

AR BIESRERIERY GLP #1148 - H GLP IMEFABBR - 1 (10E) MEFLUE
tH -

=  NE—TRALEREMYE  BRAKBNT 2023 F£7 A 1 B GLP TAIE
2B #HE - #EREEFE -

GLP Mo UAEE XA R BMW _EEART ( hitps://zwfw.nmpa.gov.cn/ ) - BERAEAZE
8 £ "KSRE" - "KSYPE" EEHPREG "WERAMREEEIEAMEIAULE FEB
5" BENWEEHEZETLEEENEHEARSIN - MEHEIMUEN EAEXRTIEAZE
8 "EWHH" PEE - GLPIEBRNBEFIER - SlETHENEEZEERAREN LS K
[TAAZEE "BRIER" =B9 - GLP AT BT FE -

FE (K ™) ahBUUBTERAREELREFEERAmISBNARS ( FHHER
) EREFIEREEPEEH & GLPIES -

AROPUBIERAGRBENILN "ZAmER" ZHHA "GLPIAIL" - EF 2023 F 78
1 BRUEHEER GLPIAIEER -

M- 1588 (K- ™m) ARBARTHRXEA GLP lIMIABEZFSH (7ME) DIRERE
K- ERRTBERNE - BRAVIFFERLEHTENAR LIRS -

h B8 (K -™m)ARBENIY GLP MBI FIHE RENEZNBTMNALIELT
X MREEER - WEERBEPARINEEBANTAN - BREEFUEXL -

+ CFDI &1 (&YIERARFEEHMCREZSMHAERN) ~ (R4
GAP LR ARTE SN ) A (254 GAP KEEF)

6 528 H EXANBRFAZEPLATN (AYFFaARMREREEENCREBZRMAERN)
(2023 F 5575 ) ~ (P GAP LHERAFSEN) M (F5% GAP aEFm) °

3

400-8770626 canny@tigermedgrp.com



canny
FERIAE i

A Tigermed Company

¢ 2EARET (PR ARKNETESHERRL)

28 B (PEARHANELESMERIRE) APEARKNES THEZEARNRAK
SRIZERAZF=RZWEY - B 2023 F 9 B 1 HiEM1T -
REEMRDmIrS A BRIRRA T

F=TtHK ESRBRENIATZAMTE  RIABOEENE  BXAMEFLE
BRMES  AF > BX - BFELEREARKIIRE - RIEH -

EXHMEMERNEFLEZRTEST - KF - BX - BFSLEBEIRTIRE - i
B - HEEEA - EFEARBIFER -
RTEE LRNEXTZ%E GB/T 37105-2018 €% Z5mBE LAYEX - I1SO 17351-2013

Packaging - Braille on packaging for medicinal products °

BB T ( BRERFBHERAGRF/IH ):

2 mg/ml, syrop
Fenspiridi hydrochloridum

P o NG

¢ CDE X% M ARESF RN

6 H9H  EXBNLBAFEFLAM (FFMHAEXRGEEBHAMARHIDZ I RAESRN)
(2023 F5 355 ) BAMZHIEMT -

6 521 H EXRBGBAFFLAS (NRETHERESTEMIRE ~midRIL AR
SR (R47 )) (2023 5 37 5 ) BAMZHIERAT -

6 H25H  EXBNLRBAFFLAN (MERF- NS RAESRN) (2023 F5 36
=) BAMZHERT -

¢ IEXRE LM

6 H9H  EXDERERZNATKORTATEK (EREFFEEVZEIVE) EXREH
MAnE (IBKERR ) BEUNAE  BUNRESLENEAN2023F8H9H -

6 520 H EXANHER/AFP LM (FA[MSFIRESFREFTTRMBIZDLLZ M IRRAER (1
KRR ) - IBKERNRAEAmZHE—TH -

4

400-8770626 canny@tigermedgrp.com



canny

HERIAED ify
A Tigermed Company
6 H21H EXAGRFEAFFOLAM (MEBRAVAFZHESTENZABSRN (1BKE
D)) IEKRUNERAB KM ZHE—TH -

6 H26 H EXRANGBAFEFLAS (REMETAYMIFRARMARARBSRN (RSN
78 ) A (B1F CAR-T AR ~mAFEEMR DA SR (1EKENRE ) - IEK= IR
NBERHZHE—TH -

6 527 B EXALBAFFOLAM (BREMRSEFEFATXEREEEREIRRIIIZAT
ARESEN) - IERKEWURRAB KM ZHE—TH -

6 H29H EXANER/GEIAMN (ARRABEELREARLELSR (IBKEIRE ) U
B AZ5miiA$ (BEAR ) wERERE (IEKEWR ) (EF8miiiEH ( 5Tk ) BNEXK
(KB )) - KB IIAIPRA 2023.07.28 -

6 H30 B EXBNLBHZEIATEXK (mEEE/MA (117 ) SoRRETRN - it
SKEDEPRA 2023.07.10 -

6 H30 B EXANLBAFFOKN (MIPEANEBHRLZEHEREERARFSRN (1
KRR ) - IBKERNRAE A M ZHE—TH -

5

400-8770626 canny@tigermedgrp.com



TR HT

(AmtaEEEE (17 ) MR RMETXHERRER (B NMPA IERKERTE )

ES RXA&B BIIEAS

WiptETRER B RBERTREME - BEERILES

PORTTEDN - MEBEBAHPHUAAR AR 2 BRY - NEANR
RzERERURE TFNAmaBEEEE kb 2 20 E

WEARSERETIE -

TR E S AESIRER  NETREES - LaKh
ﬁﬁmﬁimﬁimmém'E%WEmﬁE%ﬁﬁmﬁﬁ'%E&%EﬁgﬁﬁgﬁfiﬁﬁﬂFQ\Jmmﬂﬁﬁgi
= . PRLEEN - NENRESRE  SNEN . smhE | Gl SO rmmmTE

EERVARS FIZERSHERERE - RRNESM - NEfMeEs R
RERNIAZS5MEHRNFIE - eESH NSRS H R0
— N % - MEN - SNNENNERINASSRELRWEE - 1

BB E - NERNSRAIATNEARSZASR - L .
BRNIRAASRERRNEFENS -

AR BHIECNGENEERICAARTEEKR - BEAFESER - | WIKNEZCHONKTEEK - FEUETE - AREEK -

SEAPREARTE 2 B - MEARFEROE S SE
E+HEF | IENSREEEENITRE 2 SUEREARS SHET
fE -

ARFEEK GEWMEZENATEEK - AFEEXK
AmEFEWIARE S ICM G S TESICH N E T E HmErE WA E S ICRNERE

(—) ARIMREREBREBRELZNREM RETENRSR | (— ) AAXMNREREBRERELZENLEM - RESENK
BRI - REBEBZICATEEK - HUEREER - RBLIEANFEEK -

B tEF ( —) Efmﬁ?ﬁﬁﬁ—ﬁfﬂ’ig?ﬁi\ﬂh EREEEFRRELRR | (D) AHREBE—ERELENKN - BREEERRER

WBEICAESFEER - GFEARTLUTER - B2  BEBZCATENENE - SFEARTLIMER :

1. ‘5 (BmEFREEEMNE) (LX—F@ GMP ) ZkAMR | 1.5 (AmE~REEENE) (LXF@ {GMP ) ZXA1R
B dgEarmmEmR—ENK ; B agEarmmEmR—ENK ;

6

400-8770626 canny@tigermedgrp.com



canny
JERIAER i

A Tigermed Company

=+,
A

ZIS T

Al

RXASA

BIIERAS

2. Eimi%ﬁ?ﬁ’éﬁi%ylﬁ’%\ﬁ%—ﬁ%ﬂe
BEARDPE-ZRGIA5%

Ry

NiRBRE

(=) Ziﬂﬁ?ﬁeﬁ?réfl ZENK - RERRAEBRS
17 EBLSEANATEEK - B EARTLUNER

1. EREENEEREFTERENK ;

2RMNEBRENES Iﬁ’%\ﬁf RRERFE - BEHE
EEBRAPE—ZHA%E -

(=) RIRBATERELENN - REXRRAEFIED
17 EBLZEANATEEK - B EARTLUNER

1N EREENEERNEFTERENK ;

DT ERAB

e AC S

25 GMP ZRAMERS - ArmREHRTENK ; 25 GMP ZXRATERS - ArmREHRTENK ;
3ARELEN  MNICTE - HmEFTEES - REZEFINIC | 3 BREE  RNICHK - AREFTRES - FTEZEHRY
FEHMHIEAESE ; ICRMBIEARSE ;

A RMEEBRENEBLZMREKERIRIE - K550 MRARE | 4 KITEREIESIMREKEEZRE - K550 TRBR
EERRPE—RFAABEBNEBT - EEBRADPRE-RFGABEBRETT -
AmAERWIANE S ICM G SNBSS EIE AmAEE WA E L ICHNEIE

(—) REMGRER - WEBLICEAFTSEKR (—) REMEGRER - WEBLIEAFTSEKR

(Z) KU —MRirfaEEZEREE - BEARMBERARREE
BAZREZT  ANAmEEADTARREENFTIN - WEEIL

NEAFEEK - g2EARTLIMER :
1.5 (AmEEREEENE) (UMNERGSP) BARE - =

(Z) RU—MERFAEEBEZERE - BARRNEARARRE
BEERRETT  ANARAENTARREERTN - 08
ZWCRNEENETE - FEARTLUMBERE !

1.5 (AmEERETENE) (UNEW GSP) BlRE -
REIRESREE

400-8770626

SIRBERRELEMNK - BARI r]ﬁ’]unJIEEI"JT‘Ij\] ; ZENK - BEAEIWARRENTA ;
2UENERSG MEBEEBRANHARE  EEaKMRAGED | 2HENRS  REEBARNAATE  FakEZ%5a
MHAERN G mRES B R RBITE— F}Q A AMHAERN A mAREEE R RBTE—RFN

7

canny@tigermedgrp.com



canny
JERIAER i

A Tigermed Company

Al

=,
e

RXASA

BiIITERSE

(=) RITEERE - FERINWEZREN—REREE RE
WREEBAKZIET - UESIARTEREZENK - WELS
IEAATEEX - 2 EARTUMER

1. EVREATA  RESEMI IARARATARRESE
THE - ABEIEBEITIRE ;

2. WW—EKIZ GSP EXFEAUEN R ;

3.1E7F - BRNRBEPFENAMREFERIIRITA -

2 O W

(=) RIFEEHREE - EFERINNFZREN—MRERED R
EWREBEARREBIT  UESIARTERELENKN - 1
BEICAATEEX - GEEARTUMER !
1.EWRENTA REEEHANATARARARRES
ETE  ABEEBETERE

2. WW—EKIZ GSP EXFEAUEN R ;

3.ME7F - BRNRBEPFENAMREFERIIRITA -

WIBE_ T

GETESICHNEL :

(—) RERINREHEBRBRELZZNREW - REETEE
RN - BRI REBE—ERELENKN - BRE
BEFREREZ  BUVENEREESERREBBENET
B TEEZIENTEEK -

(Z) KURBETERELENKN - REBERRARE
FETH - AMREE—ERELEMNKN - BEWENE
REEBRRINAEBIETH - WEFIENATEEK -

F=TF (R

IR B R AN H1E B WEBIA N E IR S B AERPRA T E
% - G ENESE - AmMENWRESSWHESIELE

BB R AN ST BRI ERSF 15 LIEHAY
Wi BEREHITEZ - AEHEZERI - LZEF O X GRIE
MEMEEEZICHITEMBZEMAE - A RRBEERERR

400-8770626

canny@tigermedgrp.com

B_TNKR) (AmNEFENERSH) ROmBEEER] - Pl B R A HE LA -
AmBBEEEE INIRNESEEFESCENRAERN - | FZEREFCAFELNEWER - kLSS UNSAEES
WRZRER 20 M LERHA - EREGETFESE - 1B
8



canny
JERIAER i

A Tigermed Company

=5 EXHE ETERS
(BRREEATERED) - HRERRLEEERN]
U A BRI AR | FHRES
UEEESAEZ A 5 A TEAR - HASa TESE
HE (BRRESETERES) - HREAS LRSS
7
BREEEBNINARE (HRREEETERES) &
HAERME . 1B (3552 GMPIGSP H& s
5) L HREHERAE S -
soip |ORUEMBERORERICRIAT SEEESEN)| SRRARERRERTAT HT0E  AREEAR
. | BOTURMNE - BAMEETER SiAR . ELLE | 0B RESFEEINELENES  ANEE LR -
- AR Bt B SREEH - BEXFEET | BAK | LR BLAR - Etf - B R
Bl R - BRI -
MRS R - W et RS 7 20 T/E A e MR
| oikmswE  meaERmsE 20 ATRERENERE | o NEREERRE S AEEE e
R | o e s ooy | T - BRNIRSIEK 101 TR ; BmmsEa
Rt | e el A s . gang | 10 TLEAVETRTGOBAL 2 - e IAEROBE2S
%) ST ARSI AR - B S AR AR A E
i1 - WS 10 1 B R B T 4 E T & R LA BAIA RO
W . RIS EHRGBEE -

9

400-8770626 canny@tigermedgrp.com



canny
JERIAER i

A Tigermed Company

=,
EA

Al

IS

RXAN&

1%

BIIERAS

BFERSH) HEHFS

St

AmaBEEEE MRE (HminEs
WRELEE - fEHLHENAE -
SAENEEECATERXRE  ARKESEMN JHEFARLE
NANZFAPRERS - (ARNEFENERSH) KHE
RIETEM R - BAREFHTERLOARRT -
GEWELICNELFSEKN - AnmEEEEN 1N %R
(FIEARHKNEZMmEEER) FNTNRAONERIENL
TTRAABRIN L IZHIIEHE - 5 i} ESLE

AN = A /Y NN 4 == &

GEWELIENATEERYN A EEEE NS5 N
BIXRIEFEr - HE - A - BOSXKIEGRER - BRZ
ZRE - RERPBERFONIENIBELEI - 25maEEEE]
MEZR (PEARRMEAREEE) $—B_TFKEH
RUMEHITUE - FF

4 4 /A

A/
%4%%? o

AmBEEENNRE (AmRESSTERSH) MER
R - fEHANAE - AR EREREEREMIZS
mZEERAEES

AmDEEEN NI HMARERS « RS - (Am
WEFANERSH) MERIEEMR - NEQZEGE/RAT
BAABHARRERZRERTERAEEFRT -
MTFMpRERNANREE—ERENK - KENEHEIT
EELCANTEERY - AmhESES D ERNEN RIS
W 1% IREAR NS M IEFIFETE - W T et eSS IEN
ARFEERN  HmnEEEE INAS—NEXNEFE
o HE S R BOSXRESIER O OBRZZERZ - KR
BERBBEHRRFOIENBERIN - AmaBEESEE INSHZR
(PFEARKMELMEERR) F—BH_TAKREHRUE
HATRAZE -

E
B
S5 B

400-8770626

10

canny@tigermedgrp.com



ANDA #XXHY QBR H S5 EE ™ MM RIS E (END)
M RIEERIER - KEHGRRRIES 2% 7152 - 257 2.3.P.3.3 Description of

the Manufacturing Process and Process Controls #]2.3.P.3.5 Process Validation and/or

Evaluation #7754 -

ST X PRI EFRE -

¢ Heat Distribution (HD)

¢+ Heat Penetration (HP)

¢+ Thermocouple (TC)

¢+ Resistance Temperature Detector (RTD)

¢+ Endotoxin Indicator (El)

¢+ Biological Indicator (Bl)

¢+ Programmable Logic Controller (PLC)

¢+ Exhibit Batches refer to any batch submitted in support of an NDA or ANDA. This
includes bioequivalence, test, and commercial production batches of a drug product.

2.3.P.3 Manufacture
2.3.P.3.5 Process Validation and/or Evaluation

COMPONENT DEPYROGENATION
Has the validation data for the container/closure component depyrogenation processes

provided in the subject application been previously submitted and approved in another
ANDA/NDA?

BIEPIRENSSF/EBHHAERRRE RN IEBEZAIEEEE S —1 ANDA/NDA FIE3L
ANHEAE ?

Q: What information should be provided in this section?
RTNEEMLEESSR ?

A: Provide a list of approved ANDA(s)/NDA(s) and supplement number(s) (if applicable)
for which identical depyrogenation equipment, process control parameters,
container/closure component, and load patterns are used. Include the submission date(s)
and approval date(s).

R ERT ANDA/NDA M+ FER S (WNER ) B8 - EPERBERNBFRRARKRE - I
EHZSH - BRIEHAGNMAZED - REXBIAERR -

How was the design space of each component depyrogenation process validated to
demonstrate thermal reproducibility and uniformity and endotoxin removal and how does it
support the conditions proposed for commercial production?

T RIEE M AGRRR T ZR0RITZEE - BUERRRSENMNIIUURANSEER - LUK
B S B AE RIS ?

Q: What information should be provided in this section?
RTNEEMLEESSR ?

A: A summary of the studies performed to validate the production depyrogenation of each
container/closure component of the drug product should be provided. The studies should
demonstrate > 3 log1o reduction of endotoxin from the components. These studies should

11
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be derived from 3 consecutive successful depyrogenation runs that utilize an endotoxin
indicator (El) spiked onto the component to be tested and are performed using production
cycle parameters or sub-process cycle parameters.

NIRRT @B DB /B AN EFRRME TR R E - XEHFA

IEAR>A D P NS RAVED 3 logro © XEMFEN KB IELL 3 RAINMBRRIRETT - XL

TAAMERISMAEASG ENASERERT (El) - HEREFBARSEESF I ZEHS

BT -

The following minimum details are recommended (such information can be presented in a
table format):

Dates of performance and study report numbers

Identity of the equipment used for the validation and production

Description of the study design and rationale

Validation and production parameters

Description of the component(s) and the load size(s) used in validation

Number and location of challenge Els within the load

Complete El information (genus, manufacturer, lot, expiry, and amount added to
component)

¢+ Results for the challenge and control Els
+  Acceptance criteria for the validation studies

BIWRHM THRERENFAEE (HEERULIIEBBAETR)

¢« FITHENMMRRESHRES

o ATRIEMEFNIRENS D

¢ WIEIRIFAEBA

o WIEMEFZSH

o UIF PR FRY AR A L2 R/ RO HE A

¢ DEALG El WEENNE

o TEWNEIGEE (B HE8 R - BRHAANBIBHHEEN )

o PRELANIESI EI B9

¢ SRR UL A
Q: Do the loads have to contain the same items as the production loads?
EEMNEEFREAEE ?
A: No, the component(s) of the loads for the depyrogenation study can be representative
of the component(s) in the production loads (such as a worst-case vial or stopper) or can
be the component of the drug product. Likewise, the load size(s) can be the same as the
production load(s), can bracket the production load size(s), or can be worst-case when
compared to the production load size(s). Only components that have product contact are
subject to such studies (i.e., flip-off seals generally do not have contact with the drug

product and therefore are not subject to validation of removal of endotoxin). Provide a
rationale for the component and load size choice of the validation loads.

A BTHRARMRENERHIUZARE=HPHOEAS ( HIUNEABRNRNET ) -
a2 8mm s - B - REANAIUSEFREMER - JUEREFREA)N - HES
EFRFHA/NELEOEERRARER - RESFmEMIAGFT BERTULHME (8D -

* & & & o o o
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S

BHEBEASAMEYN  BIAFERIEERANSZER ) - RERIERFROBHMRIK

NEEROEARRE -
Q: Should thermal data be provided for a dry heat depyrogenation process?
E%}_‘_jjq:/\\\E%/\\\J?L*EETET/\/\\\A?E 7

A: Yes, for depyrogenation achieved by dry heat, it is recommended that additional
information, such as the number and location of HP thermal monitors and the thermal
results, be provided. For hot air ovens and tunnels, temperature mapping of the empty
oven/tunnel is recommended to identify cold spots and to demonstrate heat reproducibility
and heat uniformity. At a minimum, discuss identification of any cold spots.

=8 WTESTRASMOKRAR - BIWRHEMESR 1§H§ZD HP RN ZR R ER A E
RIRER - WTRNXEREMEE - 2RI ERB/RBERITRE D M - DURBL ~FFIERRR

sIWMHMFSE - 20 eRBIETLR -

What is the component depyrogenation change control program in terms of validation and
design space?

ARt ZEBLSHE - AURARTEZGHERFZMTA?

Q: What information should be provided in this section?

RTNEEMLEESS ?

A: Describe and provide the rationale for any potential changes that may be made within
the validated design space, for which no additional validation studies are needed.
Describe what criteria must be met for such changes to be considered within the validated
design space.

Changes made outside the design space would likely necessitate additional validation
studies and should be addressed by a regulatory post-approval change process.

I RHELTWIERIR T ZBA R TTREEEEERER - XETEAFEZESI
RYIRUERRZE - e 42 T JOUE RV IR U 28 18] o 22 S UL S8 20 88 A Z50A & MR EE A £ -
FRITZEBZINETHEEJSEFEHIMIIIENT - FEN BT RERNAETERER
FRIR -

~

COMPONENT STERILIZATION
Has the validation data for the component sterilization processes provided in the subject
application been previously submitted and approved in another ANDA/NDA?

ISP IRENAGNESENRIEEE ZRIE&EE5S—" ANDA/NDA ?

Q: What information should be provided in this section?

ATNREMEESE ?

A: Provide a list of approved ANDA(s)/NDA(s) and supplement number(s) (if applicable)
for which identical sterilization equipment, process control parameters, container/closure
component, and load patterns are used. Include the submission date(s) and approval
date(s).

R ERT ANDA/NDA M+ FER S (WNER ) B8 - EPERBERNAERE - I=E
HISH - FRAWNAGNAZTERT - SREXHIAERR -

If components require individual sterilization prior to assembly and terminal sterilization of
the filled drug product, how was the design space of the component sterilization process
validated to demonstrate thermal reproducibility and uniformity and microbial efficacy and
how does it support the conditions proposed for commercial production?
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MEADEERARNAENRLNE ZABRERMANE - MITRITAGXEIERIRITZE
B LU E M AT SR EI TN - UK BT 35 8 W A =a2 IR G ?

Q: Is this section necessary for all applications?

IEER D R EERTFHRBNARER ?

A: No. This section applies to components such as port tube-closure assemblies for
flexible containers that are sterilized separately prior to attachment to the container during

manufacture. The moist heat of the terminal sterilization process may not adequately
penetrate into septated compartments within the ports.

A ATLEATRUBENIROSHNEAGSEHG  XEAUHEFEIRPIEER SR 280
PRAE - Kl XESERERCETTERDZEEKORNNDFRRES -

Q: What information should be provided in this section?

AT RNIREMLEER ?

A: A summary of the studies performed to validate the production sterilization of a
component of the container/closure system of a terminally sterilized drug product that may
not achieve a sterility assurance level of 1 x 10 during the production terminal
sterilization process should be provided. Data should be derived from at least 3

consecutive successful sterilization validation runs using cycle parameters that are the

same as the production cycle parameters or are sub-process cycle parameters.

RENEMRENRE - BIENKBEDIESL 3 RN KERIFZT - EFRNEBZHS

FTEESSHEESF T ZESE -

The following minimum details are recommended (such information can be presented in a

table format):

Dates of performance and study report numbers

Identity of the equipment used for the validation studies

Description of the study design and rationale

Validation and production parameters

Description of the load composition and load size or density used for validation

Number and location of process monitoring devices in the validation load

(physical and biological, as appropriate)

+  Acceptance criteria for the validation studies

+ Complete Bl information (if applicable) (genus/species, carrier, manufacturer, lot,
expiry, D-value population, and indication if the population was confirmed prior to
use)

+ Results from physical and biological monitoring devices, as appropriate

BUREHEN TRERENFAESE (WRESTULEREREIAER)
¢ PITHBRNMMERSHS
¢« HATRIEMENRENS D
¢ HIRIRUAEARAHEL
¢ WIFAMEFSH
¢ BEATRIENERFEHRNEZIRTREE
o WUIFNHPEREEFRENVVENUE (VENEY - HBERXNE )
o UFAF R WA AE
¢ STERBIER (NREHR)
o PENEMRNRENER (ABERME )

* & & & o o
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Q: What additional information should be provided for radiation sterilization processes?
R RRH K E TSR RHLEATER

A: For radiation sterilization processes, include additional details from dose-auditing,
dose-verification, and dose-mapping studies. If applicable, indicate the appropriate

AAMI/ANSI/ISO technical documents used for the validation studies. Note that use of a Bl
for radiation sterilization validation studies is optional.

WTREFAXNELRE - FEEFEFZ  AEREMTAIENHHRNEMFMEE - WRE
R - BEEATRIEMITAMEN AAMI/ANSI/ISO AR H - 1EFE - £ Bl FTIRE X
ESEvANRIEAWs=Ealbvid= I

Q: What additional information should be provided for dry or moist heat sterilization
processes?

WFTFRIERXNELRE - IR EMLEMINER

A: For dry heat or moist heat sterilization processes (e.g., by tunnels, ovens, and
autoclaves), the use of Bls is recommended, and data from BI, HD, and HP studies should
be provided. In addition, it is recommended that separate temperature mapping studies of

the empty chamber/tunnel be performed to identify cold spots and to demonstrate heat
reproducibility and heat uniformity. At a minimum, discuss cold spots.

NFFRECERNETRE (HIM - BEIBE - BEMNSEXERS ) - BINER Bl FLNRE
k8 Bl ~ HD 1 HP HHRAEHE - b4 - W ER/BEFHTRIMBEE D HRITER - LU
RS RFFIERRRENMMATTE - 2D WK -

Q: What additional information should be provided for ethylene oxide sterilization
processes?

el ETSEN R HEILETIMER

A: For ethylene oxide (EO) sterilization processes, the use of Bls is recommended, and Bl
and thermal results should be provided. Details from monitoring the time, temperature,
humidity, and EO concentration in the pre-conditioning, dwell, and aeration phases should

be discussed. In addition, indicate the acceptable levels of EO residuals after the
appropriate aeration period.

WTHEGE (EO) KENE - BINEEA Bl - M BI AIMER - WMIHEENFNAIE -
FEMBESMENNE - RE - EEAN EO RENHT - 19 - BTEHESNBESHE EO
B OERIKE -

Q: Do the loads have to contain the same items as the production loads?
ERLASEFAREMEE ?

A: No, the components in the study can be representative of the production component(s)
(such as a worst-case port tube assembly) or can be the production component for the
drug product. Likewise, the load size(s) can be the same as the production load(s), can

bracket production load size(s), or can be worst-case when compared to the production
load size(s). Provide a rationale for choice of the validation loads.

A HRPHAGOIURETRE=ABG (HUERHERNIKROEAYE ) - Mol IR EmINEr
B - BF - ARANALISEFAEMER - JUEFREMAH - B SEFAFHA/NEL
OIRERERMARIIER - RIAEETIENEAIIES -

What is the component sterilization change control program in terms of validation and
design space?

ERIEARITZEEAH - A4 XETEEFHIEFETA?
Q: What information should be provided in this section?
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AT NIREMLEES ?

A: Describe and provide the rationale for any potential changes that may be made within
the validated design space, for which no additional validation studies are needed.
Describe what criteria must be met for such changes to be considered within the validated
design space.

Changes made outside the design space would likely necessitate additional validation
studies and should be addressed by a regulatory post-approval change process.

W IRHEL T RIEAIR T ZBA R TREEEEERVER  XETEAFEZESI
RYSIERSE - A EL N WIFRYIR T ZE B P E RIS T B I & MLETRE -

FIRITZEE Z N TN EE D SEREIIINVIIEN S - HAEN BT RERNETERER
FRIR -
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1.

10.

RFERHARILE 21 5 ALBRERFEEIEZBISC AN
https://www.most.gov.cn/xxgk/xinxifenlei/fdzdgknr/fgzc/bmgz/202306/t20230601 18641
6.html

EXARBAFEFOLRT AN (M ARERFERMSIBR DAL IRITRAESRU) 89

W@E (2023 F%355)

https://www.cde.org.cn/main/news/viewlnfoCommon/ea026e2415689bf5cb3c5025dd2f
5b62

AT "BEREE" =B ESR0EA

https://www.cde.org.cn/main/news/viewlnfoCommon/54c9bf5c46fdfd 190f40b2e8fd0ecOf

8

EXRDEREZNDHATRTAHEXR (EEEFEEENZZRE) BXEBHI M inE
(k=R ) BRNAS

http://www.nhc.gov.cn/qjjys/s7938/202306/4d9e2638442a4eb0867b3a7 15c43e549.sht

ml

ERAGRBGESERTIHR (PAMEFRESIENE) BHELMRSBEIR T ENBEA
(AREGHER (2023]) 3135 )
https://www.nmpa.gov.cn/xxgk/fgwi/gzwj/gzwjyp/20230612170414160.html
EXRARBRTEN (AYFRKRMARESEABINEERE) BREENLS
(2023 F%815)
https://www.nmpa.gov.cn/xxgk/ggta/atggta/20230621092337177.html
EXRAGHBAERLRT RS (MAKR-NEITFEEAESRN) &S (2023 F£5
365)

https://www.cde.org.cn/main/news/viewlnfoCommon/cf70af12d88f6068a9fcbb11b7d8db
6b

RTFAFEKR (MR BEAYAZMESITENEARIESRN (1ERKENR )Y BE0EH
https://www.cde.org.cn/main/news/viewlnfoCommon/a5b1d8ec188fb54faf84c255bbadcf
2b

ERXRABBAEPRLRTAER (ANRETHREERETEAR AT “RIGR TR ARES

R (iR47 )) AUBE (2023 F5537 5 )

https://www.cde.org.cn/main/news/viewlnfoCommon/f82a0fee1e625a1a3834a93cee38
36¢7

RTAFIEKR (AE[M1SFIEEEIRABIZNAZMERARELR (KB ) 2K
B
https://www.cde.org.cn/main/news/viewlnfoCommon/10f042c08e3e925909d3f71f17b90
€86
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11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

PIC/S news
https://picscheme.org/en/news

RTAHER (BERSERETHTREREEER ERTRORAESEN) N
pGRAN

https://www.cde.org.cn/main/news/viewlnfoCommon/e36df37c50ee7e4127c018d8c545
9a2c

RT AR (B CAR-T ey ~mAFLEMRDASHEE (IBKEIR ) &
DR AN

https://www.cde.org.cn/main/news/viewlnfoCommon/3f4ce7127612011452fc523484289
624

RTAFIEKR (BT A9 IEIMRIARTARIESEN (1ERKEWRE )) BB
https://www.cde.org.cn/main/news/viewlnfoCommon/22155d4ef71cfacbf947740b03b62
dc8

RT KT (PP GAP LR AESEN) A (Pt GAP uEIERE) HWES
https://www.cfdi.org.cn/resource/news/15499.html
EXRAmEEEEREmMAmREZER T LRT AT (AYSERARMEREEIEANTK

BEX[MAERN) MBS (2023F F75)
https://www.cfdi.org.cn/resource/news/15495.html

PEARXENELERMRRZIDE
http://www.npc.gov.cn/npc/c30834/202306/6327fb6accaf44b6b186fc3684c932c4.shtml
RTAFIEK (RPBEAYRIBAZEMERIEERABESEREN (1BKENRE ) BEUA
BA
https://www.cde.org.cn/main/news/viewlnfoCommon/fe684a3af179f4c0710ba95f30ee0
24c

ERABBGEaIAHIEK (AmizABEE bR AR TIFEAR) F3X4EN
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20230629170844132.html
ERABBSESIAHIEKR (AmaEaERE (11017 )) BAKREITEL
https://www.nmpa.gov.cn/xxgk/zhqyj/zhqyjyp/20230630144950148.html
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