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SOP List

Y
Title
RIFREFEREZER
Procedure for how to prepare a standard operation
procedure
ZmiH
Rx Products Destruction
EHlZEmER
Controlled Drug management

72T AT
Release of Cold Chain Product
EmMBATIHE
Products Release for Sale
EREREERE
Discrepancy Management
/_IIIEI/L, I:IFF
Product Quality Complaint Handling
EREM KEREE
Product Packaging Component and Redressing
Management

Omiti52 g B 2 &k

SOP for Shipment from Airport to Warehouse
EONREONRS

SOP for RX Product Import Shipments Irregularity
SEEHEE

Change Control Management

m IR B IR

QA Compliance Training

& [EEATARR 1A I

Corrective Procedure and Preventive Procedure
SEERNZEmmERARNEREEE

Management and implementation of Pharma Quality

System (PQS) for Roche Taiwan

g7

Version

11

2.0
1.0
1.0
2.0
1.0

1.0

3.0

1.0
1.0
3.0
1.0

1.0

NEREE
Internal Quality Audit
NHEEHR
Document Management Policy
GMPEGDP A E#HEFI#R
Orientation and Training of GMP/GDP Personnel
EmSHRTSTEZZEH
Product Issue and Field Action Management
BREE
Contract Administration
REE
Procurement
REMEE
Return Goods Management
SNBRETEE
External Quality Audit
/BB
Counterfeit/ Prohibited Drugs Response Process
BER - RERB/RERREEREF
handling and temporary storage of
Complaint/Discrepancy/Counterfeit Samples/ Prohibited
Samples
HEREZER
Sales/Goods Return Procedures
I EREPRERER
Order Taking and Customer’ s Complaint Procedures

YIKIEIESAP 241
SAP Material Management

—.-7/07/21
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6.0
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3.0

1.0

1.0

1.0

1.0



Scope of Operations
AREN ZENRELEE (BREEE)

- Emifkl
— Controlled Room Temperature [& & 25 or 30°CLLF]
— Cold Chain [/% 7 2~8°C]
— Controlled Drugs [E 2
— Capsules, Tablets, Injections, Biologics, etc. [Z &R ]
« Local Contract Manufacture Organization (CMO) [£#ZFE A T EiER7]
- Distribution Center, including redressing [¥i /0 2 BA1E -~ (HEE]
« Label and Leaflet Provider [12%; 1/ 88 £ FE 7]
- Distributor, including warehousing and distribution [KiHE =2 2R - E#)
- Logistics Service Provider [:Z#i it FEE]
- Airport Temporary Storage [#435 & ]
 Sea Freight Container Yard [#5 28 & f#]

« Quality System Management (17 ~ 85F ~ fRZE - BRE - B - A% - BBEH - EREE 28
HlgR - EIEMEE Z mBmKR EEHEMmEISE)

« Artwork Control (E2251Z2/r& &), Clinical Trial Material (CTM &t 5% FH%£) Control, etc.
2017/07/21 6
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- FE1EAE—E B BB 4R RER
« HEBHITEES
- HEREREER
- HERBEEAZE
- BEREmBNEHE
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- BEZAEE
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B RIS (4P =

m = F M Quality Manual
- HRATEEMBEEERZFM—RAI M EBE MR A S
1R #E{EZTZFE Standard Operating Procedure (SOP)
- HRASIRIEEEM TIFRRERETMEIRE/ T
- REBER
{EZ15EE Work Instruction (WI)
- B AEMEREM TER AR ARIINLARR AR RIS
o IRERIRAE
R E - #c#Fk Form or Record
- HRASZBEERLIFNITER FaoirPiERNRBEER
- HBE
> HFmMEBBRLEMT

— SEARESOPKEWI - BEEHEEQuality Manual
— #5HQuality Manual =8 R Z{EGDPIEE B E A A2 & IRTR DML M Z 4+
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&

=53 Al R s

- SOP of SOP X+ EREEREF
- Change Control ZE &
 SOP Structure X {42248

Header ki3

Author fE&

Reviewer FZ &
Approver #Z&E#&
Revision History 18z] FES2
Purpose BH#Y

Scope # &
Responsibility &
Procedure #£2F

Definition and Abbreviation &%

HAES
Reference 2 &l
Attachment Bfi 1

Related Form/Record 1BE8ZEE S50

g

Sample SOP
“E .
Sample Form Sample Form

Guide to Quality System for General Sale Wholesale
Distributors

https://www.hpra.ie/docs/default-source/publications-

forms/guidance-documents/ia-g0038-guide-to-quality-
system-for-general-sale-wholesale-distributors-
v2.pdf?sfvrsn=14

2017/07/21 13
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GDPZ XA EHiE:E

% 4 Z X+ (Chapter 4 Documentation)

4.1 7 8] (Principle)
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1Tl

YHERENEESR

1. RTE? (WHY) g &

2 ’Eﬁﬁyﬁ’? (WHAT) lgﬁﬁﬁﬁ

3. X ? (WHO) B 2

4. EAE? (W HERE)

5. Ak ? (WHEN) [E— /JILEE'R\BE

6. WA ? (HOW) —— ~ P
ZH 5W 1H

2017/07/21
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& EAZE R (Site Master File, SMF)

https://www.fda.gov.tw/TC/sitelistContent.aspx?sid=4071&id=18028
J i & A F sk (Site Master File, SMF)
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[5] 355 N AR
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— AR =
mE FMEFERE

https.//www.smefund.tid.gov.hk/
english/sdf/deliverables/D13003
006 PICS GMP_ operation flow.p
df
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TFDA GDP Q&A — 3 {4 18E3

Q10— & Bl & x4k ?

Al0— XHAZREEL2>B6 ~wE #HE-L2FEE (FEF) - FEF 5
BRNE(TATHTRAREB &AT) &K E . 5 XHBERERAHKIE IR
REBAHFE o
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A BB BLAHENCUPE B X WAH > LB HEFHGDP?
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12 o $F BRI N ZHE A% XL 0 i REZISNF ~ & F 7 A48 B
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MBREELRERARELE) - LRAFELEH B ETEHREFTHE
HEHE -
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TFDA GDP Q&A — 3 {4 18E3

021 — GDP4a M 2 SOP&RSMF % 25 — €A 5 + X ?
A21— GDPAHEBIZ HH AL P XS P - shXH B -

Q27— B NnEeBHxzpna  Hiam X4 mSOPRE F T 4 3t L

7 ?

A27T— GDPxHF i R EE AL s HBRER  UWTHR N ZEE 4% B2
LR EZHE NG ZLE XHENAEEAR AT AESASET 2 %28 H
BRAEZME  MXBFMBEAPXAEERFPRAIHBEST -

> BABRMZMEFM - FAEFERPNIHPREXILT - FOEELGH!
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TFDA GDP Q&A — 3 {4 18E3

028— GPDPHEEZERABRZEHM > wEHBENHMSOPY - X EFTLRA
EHXEH > HRBIASPEFSOP?

A28— BHGEZCEIBEXETEAZNL > 1A EH R R A8 4 #
F ZFEERRAXEZR BBESIPZARE » TR FGFREZE X EAZE > &
AREEERLBIEFSOP -

> RIEREEREHEZXH - HERIPMEEEE 2 ERERF !

= R T EEELERRERR (F =3 Ee) (PIC/S GDP) %9.2.1x
ML ¥R T O RN  BERFAS KRB &% T
WX REHE - FTEFAART AR XA RESH L B3T4 48 HSOP AR
et fb > AR AL ERFRARADERRL LT HTEMS -

= MAERARBERBEMRZES 0 QS A M RE T EE AR
EF o RARLTHERA GBI BE(Fl B R)  NERENGRAEFES

cr}g°

> BfREFEH T ERE L (Temperature Mapping) o[ £EWHOHHEE
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TFDA GDP Q&A — 3 {4 18E3

New Q44— #E2HEHRAFTHASL -t LEEZLLEREH(EATENE
)7

A44— KPIC/S GDPH9. 2. 645M € > B ETReEA XA LI %M - ER
JFERAW EREAER BRABTHRFAEEARATAEAREL DT RTE
Mo B E T E LR AR (B REM bk s PE - RR)ERFE
o BEITASOPUBBRAAR B L TR REN B BBEAREERMLE
R 2 ) E o

> REBEWESN  REABERHBEEREZmESHEPHAALIEEXK!
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Takeaway Message

Study TFDA" s GDP Guideline

— Understanding concept of
GDP

— Utilize TFDA, TGPA, WHO, and
ICH website

e Resources and
information

GAP Analysis
— GDP Baseline

Documentations
— SMF

— Quality Manual
— SOP

- WI

— Record/Form

PDCA
— Continuous Improvement

Quality Management Review
— KPI
— Critical Issue
— Training
— Resources

Dedicated Quality Personnel

Participating in TGPA" s
consulting visit

Apply for GDP Certification

Strive for Quality Excellence

2017/07/21 25
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Any Questions?

All materials utilized are collected from the internet or
open sources. Presentations are intended for educational
purposes only and do not replace independent
professional judgment. Statements of fact and opinions
expressed are those of the participants individually and,
unless expressly stated to the contrary, are not the
opinion or position of Roche Products Ltd.
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Doing now what patients need next
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