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Introduction

This list of Questions and Answers were agreed by inspectors of the PIC/S Expert Circle of
APls at a meeting in Dublin, Ireland in May 2010, The document is intended to provide
guidance 1o inspectors when inspecting areas relating to two topics: (a) Supply Chain &
Distribution and (b) Repackaging & Relabelling operations. References o the PIC/S Guide to
GMP Part I are provided to answers, where appropriate.

Q1. Should records other than GMP records (e.g. financial records) be examined during
inspections to verify the sources and parties involved in the sale and distribution of APIs?

Al.  In regular circumstances, the documentation detailed in section 17.20 should be
adequate in order to verify traceability of APIs distributed. However, this list is not limitative
and other documents such as financial records may also be requested for further
demonstration of traceability.

Q2. Who is considered to be the original manufacturer if an APl undergoes further
processing (e.g. micronisation, sterilization & repackaging) after its last manufacturing step?

A2, The manufacturer producing the APL as described in the registration documents,
applications or equivalent, is considered as the original manufacturer. All other subsequent
intervening parties performing further physical processing of APIs (e.g. micronisation,
milling, granulation, irradiation, coating and repackaging) are not considered as the original
manufacturer but should be described in the registration document, be known by the
Marketing Authorisation holder and the linished product manulacturer. Itis imperative that all
manufacturers invalved in the production chain are known,
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Q1.

Q2.

Q3.

Q4.

Q5.

Qe.

Q7.

Should records other than GMP records (e.g. financial records) be examined during
inspections to verify the sources and parties involved in the sale and distribution of
W o Y OO ST PP PRSPPI 4
D PGER L OB D S 15 HIR (sources) & BEMRT 25 /%—7 ¢ (parties) % fifid
T 5T, BETIC GMP LS OREEE (B I TRBL B OFLERE) 2o & T
B0 D T2 ettt ettt ettt b st sens 4

Who is considered to be the original manufacturer if an API undergoes further
processing (e.g. micronisation, sterilization & repackaging) after its last
MANULACLUTING SEEP? .oeeiiiiiiiiiiiieeeeeeeeeeeeeeeeeeeeeeeeeeeeee e 5
b U, IR Z DEAEORIE X T » T O#%ICH 72 50 (1 213508 (micronisation) |

P (sterilization) 33 X OH@EE) 2% T b biE, AkofliEEE (original

ManUfacturer) (XFE & 3B Z D DDDD oottt 5
Could distributors of APIs sub-contract production steps (e.g. micronisation,
e TS L To) o) PR 5
JREEORLEF L, G2 T v 7 (FIAX, Wb, BE) O ZkEE fRET) 23
2D EDHIRD 7102 e 5
How does the finished product manufacturer assure its knowledge about and the
integrity of the whole API supply chain?...........ccccovviiiiiiiiiiiiiiivaaaaes 6
BRELORLER L, FEOY T T4 F 2 — U BIEROHHM. TOFEEOY T T4 F =
— ROV L TORGBICEA LT, EORRITRIET NEN? i 6
What kind of information is requested about transport conditions of APIs? Does the
shipping process need to be validated?..........cccoevvviiiiiiiiiiiiiiieeee, 7
JFAR DB ESAE: (transport conditions) (ZOWT, EOREARFREDIHFERMAER S 502
i FIE  (shipping process) (33U 7 — F A LT L T D002 i 7
Which aspects should be focused on during inspections of brokers / traders? ............. 8
fifgr2# (brokers) /524 (traders) DAL T, EOKRZRMUHICERZEDOED
SR E T I D D 700 2 ettt 8

Section 11.40 of GMP states that ‘authentic Certificates of Analysis (CoA) should be

1ssued for each batch of intermediate or API on request’. ......ccooovvvvvviveeeeiiiiieiniiinnn.. 10

Ty ) a—a s A/



NFEEOEEIEENCBI T 5Q&A] 24 March 2011, by the PIC/S Expert Circle on APIs Page 3 of 15 pages

(a) What could be considered as an authentic COA? ..........cccovevieviieecrieierecicieeerennas 10
(b) How can its authenticity be guaranteed?.............coeeveveeeieeeiieeecee e 10
(c) Should an authentic CoA be provided systematically for each customer?............ 10
(d) Can it be issued more than 0NCe? ..........c.cevveuieviieuiereiereereeee ettt 10

(J53) GMP @ section 11.40 (X, “11.40 RDIZIG U T, AR « FEKOK T » MRS
EIEDORBBAEEEZRITT 2 2 L7 LIBRTUN D, e, 10
(@) EEORBRAEE (authentic CoA) EiL, EOEREDEZZDDN? . 10
(b) ZOEHEIEME (authenticity) IZED X IR (F¥ T T 1) THON? ... 10
() EIEORBREREEIL. £E%E (each customer) 2OV CHARAIIZIITT 5D H 2 10
(d) ZFOEEORBRABEIL., L EORITHRHED DIN? e, 10

Q8. There is no definition included in PIC/S GMP guidelines regarding relabeling and
repackaging activities. What is PIC/S APIs experts’ view on that matter? ..................... 11
PIC/S GMP guidelines (21, FF# < (relabeling) 35 X OVFFEl%E (repackaging) #HENIZEI L
TOFHITFTEH SN TV, ZDZ &I L To PIC/SAPIs experts’ D& z 1%, & Dk

R D DAND ettt 11
Q9. Which aspects should be focused on during inspections of repackagers / relabellers? .....12
Faatses (repackagers) /FEFR 34 (relabellers) DOAZZ P IE & OREZHE T HE A
BT D R E DN D ettt 12
Q10. What level of quality testing is expected from relabellers?...........cccccceevviiiiiiiieeeeeeninnnnns 12
HEREFTIIEORED L)L MERER (quality testing) Z #5202 ... 12

Q11. Is it acceptable to hide the origin of an API after repackaging / relabelling operations?13
o HFROREERIC, FIEOHAT (origin) 2T 2 EITHFRIILDD i 13

Q12. What measures should be implemented at a repackaging site where different batches

2B o o =3 Lo 1Yo I SRR PRPPRRN 13
Bip ol Ny FaIEAT % (are blended) FEZED YA F Tk, EOREZRHIE (measures)

B T 7 D RN N 2 e e n 13

Q13. Should stability studies be performed on repackaged APIs?........cccccccevivviiiiiiiiieieeeniinns 15
ZEMRA T, FedE L7z iHE (repackaged APIS) (2 DUWTAT I NEN? e, 15
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Introduction  (IZ U 12)

This list of Questions and Answers were agreed by inspectors of the PIC/S Expert Circle of

APIs at a meeting in Dublin, Ireland in May 2010. The document is intended to provide

guidance to inspectors when inspecting areas relating to two topics: (a) Supply Chain &

Distribution and (b) Repackaging & Relabelling operations. References to the PIC/S Guide to

GMP Part 11 are provided to answers, where appropriate.

ZDQE&AD U A KM, 20104E5H T A /LT > FODUblinTOEAIZEBW T, APIs (JF#) DPIC/S

Expert Circle 2B T A2BELREICIVABENENTZHLDOTHD, TOLEF, RO 2SOFEEIZE

L COMEKZBERT LA, BERECHIA LV AEEZ 52000 TH D,

(@ V774 F =— LEE (Supply Chain & Distribution)
(b) Fa¥ER X UOHEERIEE (Repackaging & Relabelling operations)

%z (answers) 1ZxtLC, & LENMNEY)/25A 121X, PIC/S Guide to GMP Part Il (FRiE : [ENT

X TFHEGMPH A X 2] L LTHMINTND) ~OSREFLH LT,

Q1. Should records other than GMP records (e.g. financial records) be examined during
inspections to verify the sources and parties involved in the sale and distribution of APIs?
K DR FE R L OB D A IR (sources) & RAGRT 5 /3—F « (parties) 2R 57
DIZ, AZHIZ GMP LS OFeEE (B 2 (TR OLERE) 2D XETHA I

Al. In regular circumstances, the documentation detailed in section 17.20 should be adequate
in order to verify traceability of APIs distributed. However, this list is not limitative and
other documents such as financial records may also be requested for further
demonstration of traceability.

Z OAFIZBIT DIEAIE, section 17.20 (2R RSN TWHIEE 2 CEL 5 Z L8, Blk &
THEED ML=V T 4 2R T DO R D THD, LLBRRs, ZoU X b
X BIREIZR S OFRTIEAe < GRIE @ 17.2008IZER SN TV D HIEDO L ZFLHT 2 2 L N
RENTWDLDFTIERLS) . F—FE VT ODERDIAMLDOTZDIT, R DT
(financial records) ® X 5 72D CEERDH D Z LITAHETH D,

AT YRIHOFEIEGMPOFLRIE, LT O@Y Th 5,
17.2 HfF SNRE « FEED hv—3EY 7 o
17.20 REUE, (¥, HOES . MBS HOEEFROEFRER L. B OB LFEE -
MARZZRIETED LI L THEL 2 &, UTOFRHELGTRECEITFHTE D LIk
(=ar PSR
-BEEH DL TR
-BUEZEE O

Ty~ a—a A/



NEH O EIEICE T 5Q&A] 24 March 2011, by the PIC/S Expert Circle on APls Page 5 of 15 pages

Q2.

A2.

Q3.

A SCE

- TR RLE 5 (i 2% BA AR E4H)

S HEH

-JFHE « R AR D 4 B SRR
SR On y NEE

-5 J VB 15 R gk

SBERE O H O EE LA TOEIEDORBRAEE
-7 AN A XA IR

Who is considered to be the original manufacturer if an API undergoes further processing
(e.g. micronisation, sterilization & repackaging) after its last manufacturing step?
H L. JFEERZDORMEORIERT » T OBICHE /2 508 (F 2 1 3Hck k. (micronisation) |
PRIA (sterilization) 35 KX OVFEEE) 25200 TV 5 72 B I Ak o 8iEZEF (original manufacturer)
TS B X DD

The manufacturer producing the API, as described in the registration documents,
applications or equivalent, is considered as the original manufacturer. All other
subsequent intervening parties performing further physical processing of APIs (e.g.
micronisation, milling, granulation, irradiation, coating and repackaging) are not
considered as the original manufacturer but should be described in the registration
document, be known by the Marketing Authorisation holder and the finished product
manufacturer. It is imperative that all manufacturers involved in the production chain are
known.

ok CE (registration documents) | HIGEE (applications) & 5 W ZAUICHE Y 32 CE
(equivalent) (2R~ 5TV DT DOJHHEZ UGS 2 8E# (manufacturer) 13, ARG
(original manufacturer) & LCT#& x Hbivd, JFIEDFE 72 2 W EEAN1 (physical processing) (fl
Z X, Mok b (micronisation) . ¥ (milling) . 3&KL (granulation,) . MEUSHE (irradiation) |
a—F ¢ 2 (coating) X OVEMEE (repackaging) ) %479 & 972, TOMOZEDHITH
EEITORN—=T 41, WIht, AkoFEIEEEZELE (original manufacturer) & L TR X
2, L L, BGEEEEREMRA#H (Marketing Authorisation holder) Pfg & Bl i filid4 (finished
product manufacturer) 231G TV S 72 HIE, BESCEICITRET L 2 &, WETF=—2» (R
o BUEICRT 2 EE) ([CHD LR TOMEERNRMTHD Z LT, WHADFHTH D,

Could distributors of APIs sub-contract production steps (e.g. micronisation,
sterilisation)?

JFEEDOBLEH 1T, BEXT v 7 (BIZE, Bk, 3E) o “RERE (FREF1)) 2SE5
LR
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A3.

Q4.

A4,

Yes, as far as such production steps are described in the registration documents,
applications or equivalent and the appropriate quality contracts identifying the different
parties (distributor, manufacturer and/or laboratory) are established according to the
requirements of section 16.
ROFHEZ T2 LTI, ZIREFEIATRETH 2,
(1) 2D X5 pBERT v 7N, BESCE (registration documents) |, HIEEZE (applications)
B D WIIZ ST 5 3CE (equivalent) [ZREdi STV D
() Bhx7eX—7 ¢ (Blksr, BEE BLO/ E0I3FERE) 2RET 2072 M EE
FE3CE (quality contracts) 73, section 16 DERIZHE > THEN. SN TV D,

FRiE : Section 16D JFICGMPOFLRIZLL F D@ Y Th 5,

16 FEBUEREE FRBgEEZE0)

16.10 & TOZFERIEEF P2 B T)IART A RT A4 THE LIZGMPIZHED 2 & ZRXFEROB; 1L
KO R L—HE U T ¢ OMEFFICRRIOEREH S Z &,

16.11 SZRERGEHEE GRBEEI £ 5 1o)X, BB TITON D ED GNIAEENGMPICHAE L TWD Z &%
PRAET D12, TREFIC L DA 5 2 &,

16.12 M DEFEE ROt H 1T, LFC LD, KBLZTERNFENIEROGEHELMA L Z L, AiX
LRPE I ABICEICE, MBI UEEZED TGMP THESN TV ZENELO R E
FEICHIRLT D 2 b,

16.13 ZFIETIT, GMP A 2R T 272010, ZREE D ZAEE Ok 2 AT 2R 2RO T\WDH Z &,

16.14 FRERMNBO LN TV DA, Rt T, RFtE 2L D Tan T & BICB T 2 Fal o Rkl &k UVKGE 72
LIZ, R EEACTEESNIEV DR OMFELE = HICEE LR &,

16.15 HUEFCHR K OB, ZOMEEMTONTGFT TIRE L, T CICFIATE D Lo Ic LT 2 &,

16.16 T2, #fii, RERGIE, MK UIZ OMBK EOBEOERIX, ZFtENZOEFIZ OV CEEE %
. o0 K LRWIRY , AThRnZ &y

How does the finished product manufacturer assure its knowledge about and the integrity
of the whole API supply chain?

AT ORER X, ROV T T4 F o — o BROMHES, TOFEOY 7T A4 F = —
CEEKOFEEMEICE L COMBICE LT, COMICHEIET &0 ?

The whole API supply chain should be established, known and documented by the
finished product manufacturer in collaboration with the APl manufacturer as part of its
supplier selection and approval process. The supply chain should be reviewed
periodically to ensure its validity including by means of audits when appropriate.

ROV T T4 F =—rikid, igE (W7 747 —) OBEBIVKROTmEAD—
e LT, FUERRLEHR L IR LT, RERSBLEE S L. Ak L. T LTET S
i, WIIAF=—F, ENNEU TH LGB ICITHEEICL D TEEZE D, TORYME
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PRFET A0, BV E2a—9 52 &,

Q5. What kind of information is requested about transport conditions of APIs? Does the
shipping process need to be validated?
JEER O (transport conditions) (Z-OW T, EDORERFEDOBEMNER SN DH 0 ? H
#PFIE (shipping process) 133V F— R & MEE L F 572

A5. The level of information required depends upon the stability of the API considered.
Communication of the transport and storage conditions by the APl manufacturer is
established according to the requirements of section 10.2. In the case of an API requiring
specific storage conditions (e.g. below 8°C), proof should be available that the required
storage and shipping conditions are maintained throughout the transport chain from the
API manufacturer to the finished product manufacturer. This may be achieved through
validation and verification (e.g. continuous temperature/humidity monitoring) where
required. The APl manufacturer has responsibility for ensuring that transport and storage
conditions are stated on the product label (section 10.22) and that all parties involved in
the distribution process are informed of those requirements (section 10.23)

ML ENDEROLVLE, TOEEL TWLEEOLRERICL > TEAEND, JHED
RLEC X Dl X OMRE S F OB STk % | section 10.20D ZRFIHICHE - THENL &2 T 5,
il 72 R SRt (B AT 8 CULR) B L+ D FHRDIGE | MR RE B K OB IRiE)S
JRERBLE ) D A i L s £ OBk = — > (transport chain) THEFF SN Cn5 Z &
DFEFABAFRIRED Z &, ZHUT MERGEIZ, NV T —va oY 7 40— a2 (i
ZAE. R RIRE REDOE=F Y ) L CGERIND THA ), JRIERIEZ L,
ROFHEERAT D Z LICEEERT D,

O e LOMRE RN, B0 LB HENTW5iEY THD  (section 10.22)

@ BLEBREICREDL L2 TO/R—T 4 B, ZOERFIH|Z OV THA I FL T 5 (section

10.23)

AR - JFIEGMPDsection 10.2THOFEHEITKR DY TH D,

10.2 HiFFPESE

10.20 J5UHE « PRMAIT A E IR &L D T AGE O 25 —F ~ OB w2 2 &, Rl MEEMIC
K VFFA AT, MO L OGS E 2 TV ARHCIE, KAOREPOREE - hilikE, B0
HTZh D MMM I 2560355,

10.21 R - PEIRIT. ZOREICERE L RIFS RWIETHRT 5 Z &,

10.22 JFHE - PR ORFBR RIS - RERIFIE T ~UCEERT D 2 &,

10.23 BUEHEF IR, K - PR ORIREEEE D3 O 2L IS R MR E SR AR R L, 06D 2 L A RFET S
Z &,

peis

Ty~ a—a A/



NFEEOEEIEENCBI T 5Q&A] 24 March 2011, by the PIC/S Expert Circle on APIs Page 8 of 15 pages

10.24 Hifii 2 A - JFERIZOWT, &1y hOEIROWRESESCHIAITZ D EH 2 H 25 2 &
Q6. Which aspects should be focused on during inspections of brokers / traders?
fifr 335 (brokers) /5 ¥EH (traders) OELETIL, COHRMEICEREZEDE LR
THAHIMN?

AG6. Inspections of parties negotiating independently and on behalf of another
entity without physical handling of APIs or intermediates should focus on
quality management, traceability aspects and transfer of information as
detailed in section 17.

RWDIZW D N—T 4, BLORESLH AR Z WA 2B 2 2 % Ol o fH %
(entity) ZRET DXL IR —FT s OELZIL, WEYRT AN, FL—YFEU T 1 ICHT
S, #5 KO section 17 IZFEH STV D K O RIFMOMEICBE L TERE U TDH I &,

FRIE : Section 17D JFHEGMPOFLRIFLL T D@ Y TH 5,
17 REJE, hirEE. BEHXEE, MEEE. BRERENUCBRTEE
17.1 HFR%EH
17.10 SBI7EVE, JRHE - hREAROIRGE - B\, BaZE, FRR, OH, EXUIREEIT S A Y
PN ORGERELSN OETOMEEEISEAT 5,
17.11 2 COMRME, 3SR, "HES. WEEE. BEEEEROHERTRETTIATA RI4v
THESNILGMPIIRED 2 &,

17.2 HEFSNIRE - PRBEO Fv—FEY 74
17.20 fRBUE, 3. AR, WlES . BUEETROHFRRAESR T, B 5205 L7 -
HEAZ ERIGEIFCE D LI LT 2L, FORHEA G HCHIMATE L9
WRETHZ L
-BUEEE DA TR
RS O
YN
AT RIE % (i 25 BAAR )
- EH
SRR - AR O 4 B SR
hEEEOw v R RS
-k B VB 16 R
-BEE O b O & E TR TOEIEDORBR G
U AN B A AR

173 ME~X VAV b
17.30 fREEE, fhor3ed, BB A, FBAEE . MHaEE JUIMFRREH L, 25 THIET 5

3
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ARV AL NEAT O AR A RENL L, SR L, EfT S 2 L,

17.4 ¥ - FRGEOBAE, BRREORE

17.40 JR¥E - hEADOBOE, BRAEKORE L, BFEKR ORI - h KRR SOIHEE DX T 458
F 570l KTA RTA L THELZLSIC, #URGCGMPEERTTEETHZ &,

17.41 L, VR KO IEGRERET D201, WERRESHF FTTE/RTLHZ &,

175 ZEM:
17.50 JF3R « PR E YR PRMAORGEEENMEA L2 b 0 L B BREORIHCHAE L
LA, fBESNHERMER XIIY 7 A FAZIES LT H7-00ZEMERREZ Eiid 5 Z

N

17.6 EHRDOIEE

17.60 fRHRSE, fhvdesr, FRM¥ES . FOEES IIHERET T, FI - RO REER ) O %
F= 2 TOMESUIHS EOBREBEIBET S22 ROEHEND O Y RE YiZR
B - PR ORIEEF IBET D 2 &,

17.61 Ji € - PRA L BF AT 2 RBE, . HE S, MBS, BoOiEEd TEk
REERIE, YHESE - RO EE OLHREOEE Lice v MBS AT D 2 L,
17.62 REUEIE, BHISROKDITIE T T, I - FREORGEREE/ 285 2 &, YikibEk

FIL, BRI SRS & OVEBIRIRE T, BRI RICk L, BEEST 5856. X, #
ASNIZREJEZE L THRT 256005, (FREHTWI IRBalaniz) bid, WEEEICX
TRAENLZEEZEW®RT S, )
17.63 FE11A4E(T & 2 BT EIC BT 2 BB IS G35 Z &,

17.7 EFE R OEIR DL
17.70 RREE, fhidess. P %sE. ks, BREEE L OHIRES L. BT ontza
TOEBROEICEL T, FISETHESIN TV D X 9 i E il Z L ORI G s E 4 RS

THI L,
17.71 KPFFi, REUE, P3EE, B 8EE, MBS, FuEEd UImRrREE s Ehz
ZT AT, ORI - REERE Z T B o 1o ATREME O & 2 ORI HHIH b L <1

ZOMEIH LT, BRDIEBEEFRLEDNENE I NERD D701, BEZEE - kol
WHEH LN 2 RS2 2 &, B SUIER DRI SV T OFAIL, #7852
Ef L, T DL,

17.72 EESRESER IR T 250, REUE, MPr3Ed, BHEE, ME¥EE, HuiEEs Uin
FOREHRDBRET DReEIE, UK - RERORGEREE T T2 S S HIR D 2T ORI
(AftR RS h Rz EE) 28052 L,

17.8 IS DAL
17.80 WiMIE, HFURETHESN TWD LB VAT 2 &, REUE, haEsE. BH¥EE. iE

Tyn<IYa—a XMW
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R, PEEER IHRTER T, RS SNFE - PREICR L CEERET L2 L

Q7. Section 11.40 of GMP states that ‘authentic Certificates of Analysis (CoA) should be
issued for each batch of intermediate or API on request’.
(a) What could be considered as an authentic CoA?
(b) How can its authenticity be guaranteed?
(c) Should an authentic CoA be provided systematically for each customer?
(d) Can it be issued more than once?
(J5i3) GMP @ section 11.40 /%, “11.40 RDIZIE LT, A - FEDO K7 »v MIfRDHE
EEDORBRAREEZIITTH L7 LIRRTND,
(a) HEEORBRAHEE (authentic COA) &1, EDRRBLDEZZ DN ?
(b) ZoEIEM (authenticity) (X ED X I ITHEE (XX T T 1) THDMN?
() EIEORBRAEEIL, @2 (each customer) (ZOWTHIFRANICHEITT DD 2
(d) ZOEEOHRBRAMEIT, —ELL EOFITRHRD D2

FRIE : Section 11400 JFHEGMPOFLRIFLL T D@ Y TH 5,
1140 ROIZJE LT, K « JFHEOF v MARDBIEORBMEELHEITT L2 L

AT.

(@) An authentic CoA of a batch is a record of analytical results from the APl manufacturer,
dated and signed manually or electronically by the authorized person, meeting all
requirements of section 11.4.

%Ny FOHIEDORBREAEE & I1%, JFREIER ) OGNk ROFERTH > T, £ DRk
(21X, section 11402 TOHOEREEH A /- L TW\WDH 2 &%, B AD T, HEH (authorized
person) IZEDBHEDOHDHWTEFHIRBLVDRINTNDLEHDTHD,

BRIE : Section 114D JFERGMPOFEIRIZLA T D@ Y TH 5,

11.4 REREE

1140 ROITHHE T T, HEE - FIEOE 7 » MR LIEEORBRBEEEZRITT D 2 &,

1141 RIE - JFEEOA BT 2 RIT, KBS LT, ZL—FR, vy MESROHPHEO AN 28
DT, MBAREEI ST 2 2 &, MHBIREZ A5 PHEIE - FEOLEITIE, MZERRE 7~
NEORBREREICGRET 228, VT A MHEETHHHEIE - FEOBEITIE, YT AMAET A
VAT EICRER T 2 2 &,

11.42 RBABAEEICIT, AT E IR OB > CTHEM L= A RBR A . B & O O 107 2l R (R
%ﬁ%ﬁ%ﬁﬁiﬂﬁf%é%ﬁ)&é‘@f%%#é e,

1143 REAGEEICIT, REBMOER AMZTAL, BAT DL L bic, BEEHE 0L, EFROERE
‘ST 52 L, W2 BAEES UTHM TEEMT> 258103, BRI, M%H
EEEF TN LB OLFR, AR OEFEST RIS E & L CREEEOARETHT 52 &,

11.44 FROUZE3EF - FNL3ER | RS U 28 2 B ICRBREGEE 2 FIT T 2561003, Sk

Ty ) a—a s A/
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RENIE, T EAT o IRBREOLA TR, EFTAROEFETZRflT o2 L, £, 2EL LT, /i
EHEOLHROMET ZELE#T 2L L b, mory hORBRKMEDEELIRMNT 52 &,

(b) The verification of the authenticity of the CoA could be achieved by contacting the API

manufacturer using its contact details present on the CoA.
R E OB IEMEDONY 7 ¢ r—a v (R 13, ABRAGEE IOR S U@ g s O FE
(contact details) Z i/ L T, FEARRLEF ICHAT 52 L TERTE L THA ),

(c) Yes, a copy of the authentic CoA should be provided to each customer at least.

ZTOHY THDH, EIEOREED a—D % D7 THRBEICH L TRITTDH I &,

(d) Yes, several authentic CoAs can be issued e.g. in the case of the distribution of one batch

Q8.

A8.

to several customers.
ZOMY T, FONOMEDRBMMEERITTE D, PIAET, —D0/ 8y F &N
DORBHE X LTRSS 572 EOPATH 5.

There is no definition included in PIC/S GMP guidelines regarding relabeling and
repackaging activities. What is PIC/S APIs experts’ view on that matter?

PIC/S GMP guidelines |21, &~ (relabeling) 3 X OVF@3E (repackaging) JHENIZRI L T
OFHFFLH I N TV, ZOZ EIZBIL T PIC/S APIs experts’ D& z 1%, EDkER L
D2

Relabelling of containers is the placing of additional labels onto containers which does
not impact, obliterate or destroy the manufacturer’s original label, in order to maintain
traceability of the supply chain. Any act of relabeling that impacts upon the
manufacturer’s original label and hence traceability, may be considered as adulteration or
an attempt of falsification. A repackaging operation consists of replacing any material
intended to protect an API or intermediate during transport and storage (e.g. primary
packaging, secondary packaging, and desiccant, etc.).

BWMOFRRL, V7 I7A4F 2= D R —H VT ¢ 2RFFTD72010, JiEEOAKD
Z L (manufacturer’s original label) 1%, 5% 5-% 72\ (not impact) X 912, Y £5 7
WX DI (not obliterate) | & 5 WIS 7220 (not destroy) LT, BEHIZIENMO L~UL% B
VT LD TH D, BIEFHDOTDO T~ (manufacturer’s original label) 8725 X 572, 47
bHRL—H VU T 4 2RO X577, WU/ dHEER~R (relabeling) D178 6, EE

(adulteration) . & L < i%f&i&E DA (an attempt of falsification) & L CRAAEZN 5 THA I,

s (repackaging) E31Z. T & 2 WITRE TICFED 2 VI FREEZREST L2 &
ZHBE LT, MOS0 (any material) TEEX#Z 5 Z LRI TN,

Ty~ a—a A/
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Q9. Which aspects should be focused on during inspections of repackagers / relabellers?

AO9.

Q10

Al0.

Pt %e (repackagers) /TFREE (relabellers) OAZEPITIT & DREARMIEICESEZE
OELHREN?

Repackaging and relabeling activities are considered as manufacturing operations.
Therefore, full compliance with all relevant sections of the PIC/S GMP guide PE 009
(Part 1) is required as mentioned in the PIC/S aide-memoire P1 030.

FaER L OHEROEINL, fEEEThHDL L LTEZLND, TN %, PIC/S GMP guide
PE 009 (Part INDEET 5 7 2 a D547 5T (full compliance) Z4EE L35, ZhiL,
PIC/S aide-memoire Pl 030IZFE# S AL TV D L 5 NETH 5,

#R¥E : PIC/S aide-memoire P1 030i1%, ROV A B AFRRETH D,

http://www.picscheme.org/publication.php?id=14

P1030-1/%, 20094E1HI3HAIZHEITIS NI H DT, # A F/LIE“INSPECTION OF ACTIVE
PHARMACEUTICAL INGREDIENTS” C& %,

. What level of quality testing is expected from relabellers?
BFRRELFTEORED L O ERER (quality testing) 2 HifF9 2 D7) 2

For relabellers, no analytical testing is expected. However, a robust quality system
should be in place in order to prevent mix-ups or loss of identity, purity or traceability
as per section 17.40. Full recording of relabeling operations should be maintained.
PR EE TR LT, 4T85k (analytical testing) Z #1745 L TV 7220, LA L7225, section
174012 RSN TS L HIC, BREIRFA (mix-ups) ZF5i< 2 L@l &2 W IixE—%

(identity) . MEE/ZITFL—Y YT ¢ OBREZL OIZH#EY) R, BEEMEDOH S mE >
A7 I (robust quality system) & 9% Z &, HERIEREICE L Toea/gitdk (full recording)
rREFT 5 2 &,

REE : Section 17.40DJFEGMP DR IZ LA FO@E Y TH B,
17.40 J53E - HRMARO T, BERRLAOREIL, RFEROUFER - FRERO R SUIME O T %8

FBDIC, AHA RIATHELELIIC, @YRGMPER T CE/I D &,

Ty~ a—a A/
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Q11. Is it acceptable to hide the origin of an API after repackaging / relabelling operations?
oL BEFRRMERRIC, FEOMHFT (origin) 2[4 Z LIFFFA SN D

All. No. (see Question 8 also). According to sections 17.60 and 17.61, the name of the
original APl manufacturer and batch number should be provided. Furthermore,
Certificate of Analysis from the original APl manufacturer mentioning its contact
details should be transferred to the customer as stated in sections 11.43 and 11.44.
FFEi7evy (Question 81 &R X417-\y)  sections 17.60 35 L TN 17.6LICHE 2 1L, JED R 3K
@E%%(MWMAMmmmMMH)®%%%iwﬂy%ﬁ%i fEftEh sz b, &

2. LD FEEE SR OB AEE (BRSO L SN TV D Z L) % sections 11.43
BLO 115N TS L 912, BFICEMNTHZ &,

FRIE : Section 17.6043 L UM7.610JFICMPOFLIRIZLL F D@ Y Th 5,
17.6 ERDIE=E
17.60 fRELSE, (h3es, WlmER . FaEESR UIHRRES L, FIE - PRk REEE )N 5%
F 22T ORI IBH EOEREBRIISET DL, ROBEND O S TE#RE 4R
B - PR ORIEEF IBET D 2 &,
17.61 JFE - PR EBE MG T D REUE, ¥R, BH ¥R, MBES. HaiES UIFER
RERIL, YFIE - FEROREREFE OLTE O Licn v MEBERET D Z L,

FRIE : Section 11,433 L UM144DJFIGMPOFLRIZLL F DY Th 5,

11.43 REBAGEEICIT, SEMMOBENBMAEZTRAL, BAT D E b, WEEFOLT, Fiik
OEFBE LT 2 2 &, i o AT LEE T - 58100, WBRaETE
i, YRR UTEIN LEFE 0L, EFTROEFES T NNCSE & L TREEE D

LR ETHT D L,
11.44 FREl¥ed - FNL3EHE . MBS U365 290 B ISRBGRE 2 BT T 2581213, i
REAEE I, oA T oo BREOL TR, AR OEFESF LM T LI, £, 35
L LT, WSRO E MEFT 2T 5 & L blc, TOr v hORBKEEOH G & it

Q12. What measures should be implemented at a repackaging site where different batches are
blended.?

B sty FE2EETS (are blended) FAEDOH A FTIE, EOREZRBAIE (measures)
BRI RNEN?

Al12. Blending operations should only be performed in compliance with the relevant
requirements of Part 1l of the PIC/S GMP guide and in particular those detailed in

Ty ) a—a s A/
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sections 8.4, 8.51 and 8.52. The specifications should be at least equivalent to those
established by the original manufacturer and suitable for the intended use of the material.
Appropriate testing of the blended batch should be performed to determine conformance
to the specifications. Blending operations should be validated.

IRA1E2 (Blending operations) 1%, PIC/S GMP guide @ Part Il O BIFRSIE, FFIC sections 8.4,
851 BLUV 852 ICHEANHLNTNLFHEAETLTOHMTADL D THD, TORMKIL, T
DIFFEDOFGEH I L VLN bD L DR THR%ETH V| 2o, O (material)
OB 2 b D THD I &, TORMKITHEE L TV LN EMRD7-DIl, IBRE Ly
F (blended batch) (Z oW T D /2ikBR 2175 Z &, IBE1E¥ (blending operations) &3
U7 — 24752 L,

FUIE : Section 8.4, 8.51 35 L1852 DJFIKGMPOFIRITLL FOM@EY Th 5,

8.4 HHfE - RO v MNES

840 KA RTA L OHMIZEY | IREIE, WHEZRPEIAE - FIEALBET 2 72O F—FHEN O PR - 7
EWERGTLIIREERT D, By Loy EY (Blx X, B—ofifibr v b &EKICSTT
BEODBEEAT 5 15 G OB LI EEDTZ b 0) | T, PO TREROTDITHEED Ny FO5EY
ZTRATRES Z L, METRO—HBEEX LN, BA LITB R0,

8.41 BIkHNABRE RO R v M EBKICEA S EL AN THOE v FEIRA LRV & REEITI%FR v b
WZOWTIE, EDOLNTELRIZEVEEL, vy b ZTEICHRBREZITV, BRET DRNTHEMICEES LTV
LIEEMERTDHI L,

842 IR INDIREIEHITIL, PIZITLUTOREREENLIN, ZNIRESND DO TIERW
- vy A RXERELTHEDIZ, /ey NERAGT D56
- HB—nay NEESTZOIL, B - RO e v ol (S, iy B RS &

RET D%

8.43 IRA LT, WUNCHFHL, ik d 22 L, £, BAry NI, REIST, RESKICES LT
DPENDIZONTRBREITD Z &,

8.44 RA LIRS 1y MlEkIX, IREEIToT2E Ry NEBIFCE 2 LR TH T L,

8.45 [FIKOWBREMENEE 06 (Bl 21X, EFRORO#EGREIIREA~OFEREZ BN E T 5H3E) (&
ELBLA E y NOBBEWAE R TIEDICBAEEDON) T —a VEEMTHZ LN T —va T,
RETRICE > TRBE2Z T 2 EERREEWI 2T, BESM., NIEE, ¥y TEE)DORREED 5

=
Ze,
8.46 IREVZEMICK L THEEEL 52 2B EN0H 556 12T KRG w v NOZEERREITS Z &,

8.47 IRE v vy FOMAHMIRYIZY 7 A FBILZ, RAICHW g v N XUTRENLO S bbb H WL O 0fE |
a5 RGP

8.5 HYLEH
8.50 (RTHME)
8.51 MUE(EYEIE, FRIEK - FEELA OWEIC X D150 B+ 5 FIETERT 5 2 &
8.52 FHME DIFHA T 5 G AL, IGREIET 5700 PH#EEZ#E LD Z &,

Ty ) a—a s A/
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Q13. Should stability studies be performed on repackaged APIs?
LEMAIY, FE%E L7723 (repackaged APIS) (2D TAT 9 X&) ?

A13. Stability studies should be performed unless justified and documented. Stability studies
may not be required if documented evidence is available demonstrating that the
repackaging material is equivalent to or more protective than the original packaging
material - reference section 17.50.

LZEMRHEIL, TOESMEZGE (justified) TX T, £ L T3xEL GRIE : 48K, KGR
NTWVLZENKBETHD) STV RWVWRDIZ, ZoHfELZEmT22L, bL., HE
LR uDJFR L FAHFES LI ETH D 2 L E, LE SN IFEH 2R
ZENHR DD THIUL, ZEMRBRITER I8V, —  section 17502 2D Z &,

FRYE : Section 17.50 DJEIKGMPOFLIBIZLL FD#EY Th 5,
17.5 ZEM
17.50 JiHE - IR A LR - PRIRORIEEZ DR L7 b 0 L B2 5 TERE ORI AL L
LA BB SN AR A UL Y 7 2 b A Z EYST 272 OREERBE T 5 2
Lo

(20114F9H21HRT)

Ty ) a—a s A/
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