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Good Distribution Practice Questionnaire

Name of XXXX Inc.
Company
Address XXXXXXXX, Taiwan, ROC
Completed By XXXXXX
(Print Name) (Signature)
Title XX Manager Date | xxxx-Xx-xx
1. Quality Management
General Requirements
Yes No
1 Hold required Business /Wholesale license for distribution of v
medicines/medical devices
2 Hold other certification (e.g. 1ISO 9001) Vv
(1s09001,
15013485)
3 Hold valid license as per local regulatory requirement for performing \
redressing of products (if required by country regulation) (GMP
Certificate &
Approval
Letter)
4 | Hold a current commercial agreement with XXXXX. %
5 Maintain a documented Quality Management System which covers v
storage, distribution and redressing (if applicable).
6 System for managing Deviation v
7 | System for managing Change Control v
8 System for managing Corrective Correction and Preventive Correction v
(CAPA)
9 | System for Product Complaint Handling v
10 | System for facility and equipment validation/qualification v
11 | System for managing contract service providers (e.g. audit of service v
provider, contract with service provider)
Required Documents
Yes No
Current Business/Wholesale license v
2 Current ISO certificate v
3 Document control Standard Operating Procedure (SOP) and Record v
(SOP X105)
4 Deviation Management SOP and Record v

Distribution Practice Questionnaire for temperature controlled product Oct 2015

Page 10of 9

Good Distribution Practice Questionnaire

Yes No
(SOP E129)
5 Change Control Management SOP and Record Vv
(SOP E119)
6 CAPA Management SOP and Record Vv
(SOP X109)
7 Complaint Handling SOP and Record v
(SOP W102)
8 Validation SOP, Protocols and Reports, where appropriate Y
(SOP E125)
Comments: SOP number referred to XX SOP number(See attachment of SOP List).
2. Personnel and Training
General Requirements
Yes No
1 | An adequate number of qualified, experienced personnel. How many staff v
in QA Department? __QA 5 staffs and QC 3 _staffs
2 | A nominated, named person responsible for the control and operation of v
the Quality System
Name of Responsible Person (RP): Mr. Chang XXXX
Job title: QA Manager
Required Documents
Yes No
Organization chart v
2 Job descriptions including roles & responsibilities of the RP v
3 | Training SOP and Records (inclusive of effectiveness assessment) v
(SOP X111)
Comments: SOP humber referred to XX SOP humber(See attachment of SOP List).
3. Documentation and Record Retention
General Requirements
Yes No
1 | System for control of Standard Operation Procedure (SOP), Form and Work v
Instruction
2 Document controller responsible for managing the documentation system v
3 | Computer records secure and protected from unauthorized access and v
changes to data
4 Computer records with backup system v
Distribution Practice Questionnaire for temperature controlled product Oct 2015
Page 2 of 9
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Good Distribution Practice Questionnaire

Name of XXXX Inc.
Company
Address XXXXXXXX, Taiwan, ROC
Completed By XXXXXX
(Print Name) (Signature)
Title XX Manager Date | xxxx-Xx-xx
1. Quality Management
General Requirements
Yes
1 | Hold required Business /Wholesale license for distribution of v
medicines/medical devices 7
2 Hold other certification (e.g. 1ISO 9001) Vv
(1s09001,
15013485)
3 Hold valid license as per local regulatory requirement for performing \
redressing of products (if required by country regulation) (GMP
Certificate &
Approval
Letter)
4 | Hold a current commercial agreement with XXXXX. %
5 Maintain a documented Quality Management System which covers v
storage, distribution and redressing (if applicable).
6 System for managing Deviation v
7 | System for managing Change Control v
8 System for managing Corrective Correction and Preventive Correction v
(CAPA)
9 | System for Product Complaint Handling v
10 | System for facility and equipment validation/qualification v
11 | System for managing contract service providers (e.g. audit of service v
provider, contract with service provider)
Required Documents
Yes No
1 Current Business/Wholesale license v
2 Current ISO certificate v
3 Document control Standard Operating Procedure (SOP) and Record v
(SOP X105)
4 Deviation Management SOP and Record v

Distribution Practice Questionnaire for temperature controlled product Oct 2015

Page 10of 9

»Quality Management
»Personnel and Training
»Documentation and
Record Retention
»Premises & Equipment
»>Transport and Delivery
»Stock Management
>»Returned Goods and
Recall
>Third party management
>Self Inspection
»>Counterfeit Products
>Product destruction
»Cold chain management
>Business continuity plan
>EHS compliance
»>Controlled substance

Page 2 of 9
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Good Distribution Practice Questionnaire

List of attachment

1 Current Businessﬂ"u'r[:nlesz_lle license(Sales Auﬂ?uriz:atic-n, GMF Cerfificate &
Approval Letter, GMP Certificate for Pharmaceutical products)

2 Current 130 certificate] 1S03001 & 15013485)

3 Organization chart

4 Job descriptions including roles & responsibilities of the RP

5 Quality Manual

6 SOPs/Forms Master Index- SOF List

T Map of storage areas- layout

Comments: It is our general policy that we do not share S0Ps and pertaining records that may be
considered as intellectual property. The S0Ps and pertaining records are in place for your on-site

inspection.
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Approval and Control Check List#: B #4 &+
Contract Logistic Service Provider+

i

TAITWAN .,
o

. Topic.- | Comment ' Remarks / Answers (supporting docs).. [+
Company Overview - ] +
Crmnarzhip . BEMHEA " +

1. | Sites, Farilitiss (addrassas) . Bk " a
Otther businsssas .« FHEE a +
(% of pharmaceuticals of total business).. B oG mE Rkl " +
Oreanization . - o
% of parzonmal .. Ex. . Ful

X Organization chart ., mEE . +

" s descriptions.. HEWLEE K
Wodking hours . AT R +
QAcreamization FriE R Ful
Accreditations. . 4 +
CGovamment licamss: (dates, copias). R +
IS0 cantifiad {datas, copias).. EmEEmsa. -

| LastzPT st [RErEEp . - -
Other povemment audits (Gatas, copias).. £ e o B2 . EE [ D{%*/( /&
GDP ox GSDP cattified? o AEH CGMP & GEDP &7 .|
Quality Systems SR ER-

Qreality mamusls . W E -
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The Qualitified Supplier Catalogue 434 fi # £ 8

- Y FF ] BB R g Lk
Classification Status Supplier Contact information Address ServicewProducts
2§ Delivery
I A H AC. Products+non-A C. Products+Cold Chain Products
(Pharme ' OTC Devices Others)
T ] 2 # Delivery
I A - AC. Products+non-A C. Products+Cold Chain Products
(Phame ' OTC Devices Others)
I R /_ /_ % Delivery
¥ * * Cold Chain Products (CDC Vacdne)
I A " 7 & Delivery (Support type)
F A C_ Products+non-A4 C. Products+HCold Chain Products
I A 2 W Delivery
non-A C. Prodoncts (Milk Powder)
I A 13 EERE
T: Temperature Calibartion
BRAE
o A Scale Calibartion
# R
I i o Styrofoam Bow
i
I Coolant
Pest Comirol
] Mo A5 THH 1w i
o Y, N=M=n== Mosquito Lisht Trap
I HERRRL A
Facdlites Maintenamcs
o A e RERABH DA LEERE
Facilities Maintenance / Dot Fecorder Calibartion
R 3,
I A Saicker
EEBY £ )
I A FyEsaw Limnan savnus vang. | J Temporary Manpower

Approved by/Date:

(0.¢]
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QUALITY AGREEMENT !
FOR LoGISTICS PROVIDER

A A +
h after referredt "
Y0000 East Road Section .. ETEINAILET FEISMEdio as
L . Contract Giver.
105 Taipei, Taiwan .
Road. Secti 105 Tainei hereinafter referredto as..
AAAAAAAAA Road, Section x, aipei,
Taiwan. Contract Acceptor.
DOCUMENT APPROVAL .
On behalf of XXOOOCOOOC . -
T T e N e :
Name.. Hame.
Position., . Position. . .

Contract Giver..

On behalf of *"NAME* B
T e h o
AAARARAR a EEEEEEEE . a
Chief Executive + . 5Br. Quality Assurance Manager., .
ARRARAAAE | Taiwan . BEBEEEE., Taiwan..

e NS ;AW

CONTENTS+
H

DOCUMENT APPROVAL.....c.ccciir s ans s 1+
SCOPE OF THE MASTER QUALITY AGREEMENT..........cccviivniiinsinnininnen, 3
PRINCIPLES.....coi s s s s sms s sann s nans K
DOCUMENT LIFECYCLE......cccoiiimiiisinsennsmn s ss s s s sanss e K
TABLE OF EXPRESSIONS IN SYNONYMOUS USE.........ccoiieeeee 4+
TABLE OF ABBREVIATIONS. ... s 4+
TABLE OF DEFINITIONS.....coiveiiiiirnnrine s csm s sm s s 5+
L B O
RESPONSIBILITIES
GENERAL
ORGANISATION & PERSONNEL 16+
BUILDINGS, FACILITIES AND EQUIPMENT. 18+
OPERATIONS AND PROCEDURES. 23+
QUALITY MANAGEMENT SYSTEMS 31+
CUSTOMER COMPLAINT. 38
LI Y 41,
SUMMARY OF RESPONSIBILITIES.......cccocn i nennnnens 43+
CHANGE HISTORY .....ccoiiiiniiniinen s s smsnas 44+
ATTACHMENT S ..o e s e e 45¢

BEEME: FR>EEE> > AR>S T> B BB > E5]> B
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H
TABLE OF CONTENTS B &+

EEVISION HISTORY 4F4Tia4%

7N

B

1. FURPOSESCOPE £ 5 /88

44

2, COMPLIANCE #4735

6+

PERSONNEL A 8

T

SERVICES AND FRODUCTS mak i & 7

B+

DOCUMENTATION AND RECORDS 3 # 8 &k

9+

NON-CONFORMANCES AND DEVIATIONS 4 R 45 5 &8 f75

OUT OF SPECTFICATION g 465045

3
4
]
. CHANGE CONTROL £ %3]
7
8
9

COMPLAINTS #3

10. RECALLEZw®

11. AUDITING #F#

12, TAIWAN GDP GUIDELINES #4 B & % GDP 843

13. REJECTION UPON DELIVERY(RID) E# A S/h £ &5

14, KEY PERFORMANCE INDICATORS [ sdsk265l 48

15. QUALITY CONTACTS & § Rl BaEA_

16. LIST OF ATACHMENTS &

APPENDIX 1 - THE SERVICES ORPRODUCTS B & & &

APPENDIX I — USE OF OTHER THIRD PARTIES & | =8 = &

APPENDIX 3 — SPECTFICATIONS(OPTIONAL) .45 (:855)

APPENDIX 4 — KEY PERFORMANCE INDICATORS(KPT) [ 6 sk 24 #£(KPT)

APPENDIX § - QUALITY CONTACTS & § Rl@E A

10+
11+

12+

i

1. Purpose/Scope ¥ 5 /(# F+
Purpose £ §+

+

+

Scope ¥ E+

+

HH B SRR TR

The pwpose of the Quality Agreement is to emnsure that the mwles and
respaonsibilities and expectations are clearly defined with respect to xxmax
Taiwan and Applicable Laws. +

ALEHELELBERES oo FHARE - AHAUFAEY
EE -

Parties to the agreement 3 3 & = 38948 F ¢

o

o

This Quality Agresment is by and between yxyyyxxyx Taiwan with
office at <10F- xxx, xomagsms. RD. Sec. 4, Taipei 103, Taiwan,
ROC> hereafter refered to as Comtract Giver and <
;;;;mm_ Service Co., Ltd> with office at <Xi0mmio0oous.

Sec. 2, Nankan BD., mooie Township, spomx Conty xxx, Taiwan,
ROCD herea fter refened to as Cantmct Accepter Whereas_

provision ufOualm nmducts fiox Ctmtra;t Gn ere
AoH 0 R0 8 Bk B < pooppmonnox B0 B>
ooy L THASHSRE  RLddaya g
oooooooonx 8 14 2 < wooooooooos B R3] > 0 LT EA-4
X CFEU2LIiREd-FESL SHBEETEES

SHERIRETERFERAGHEER -

Specify Services and Products covered by agreemesnt+

HHR O TRERE DY

This agreement pertais to the following < Delivery > hereafter
referred to as Services and Products: <list or see attachment>+'
HANGEANLTA<ELEE > UTEHBHALEL <
FHAFARRES -+

20
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Gemba Walk3fiZE B E B (#0)- ik

Warehouse Inspection Checklist Page 1+

]

]

FACILITY INFORMATION Date: 2015-mmm-dd+

+

Name of Warehouse: + Country: Taiwan+ Location: X0+ Gemba Walks

[:98,%.5.%,2,5,9,9.9.9.%,%, 55

. denote the

xaxx staff: (namep Warehouse Rep: (name]): MrWang + .

i i going to see
e the actual

ELEMENT< | A< | COMMENTS / HAZAR|
Y = Up to standard (adequatel, N = Below standard (action required), NA = Not Applicables proce S Ss
1 LAYOUT # r

1.1 Areais tidy and well kept {desjgdateg forag
stock and equipment, tnp hazands fem n3 e,
wialkwayschear).. .

1.2 Adequate storage space is pr{“@' g

1.3 Flooris free of obstructions 3 rin
[reiy condition, thip hazands suchas E m rEEE_IC_‘A}\LF;)
from waliways, et

1.4  Anyopening in the floor are‘gmarde OF Covers | /
(manhole and drain covers in place) +

1.5 Alsles are sufficiently wide for wehicular traffic and
Clearly marked {signage indicating direction oftravel, traifiic

manantement safetv messanes such 33 soesd Bmits. fied safety

understand
P Cleaning the work, ask

questions, and
learn.

Comments by XG0 +
1. Alsles are occupied by stocks in regeiving/staging

rony

21
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DELIVERY MONTHLY MONITORING TEST AL
2015/9/15
2015/9/15
Description of the temperature-recording device: 5015/9/15

2015/9/15

| Brand | Device serial number | Next calibration due on: | 0SS ol
" 15 X
| TESTO | 36810536 | 2016 April ] SIS ]
2015/9/15 19
| Temperature put in time |1 2015/9/15 b
| Put in person | 2015/9/15 5
A~ 2015/9/15 5.1
2015/9/15 3.l
Test date 1 EE 20150715 %

P/S number 5 0159015
2015/9/15
20150915
2015/9/15
201509/15
2015/9/15
2015/9/15
2015/9/15
TEMPERATURE 2015/9/15
2015/9/15
& 20150/15

Delivery by

Test information Location being monitored: f |
Customer [

Time of departure 1

~
S S S S S N S |

Products arrive time 1

o fon o | fon

o

N Y N S O i i e )

e

n

o fen
= =N )

20159715
2015/9/15
20159715
2015/9/15
2015/9/15
21:00:00 00:00:00 03:00:00 06:00:00 09:00:00 12:00:00 15:00:00 2015/9/15
16.09.2015 2015/9/15
2015/9/15
2015/9/15
2015/9/15
2013/9/15
201509715
20159115
20159/15
- 2015/9/15
3 2015/9/15
! 2015/9/15
1 201509/16
| 2015/9/16
4 2015/9/16
|
1
|
7

nfn

»
By

L~

EdE

[ fn

— 36810536 'C]

B /e 1] 36810536 ['C]

2015/0/15
20150715
2015/9/15
2015/9/15
20154/
20150115
201509/15
20150115
20150/
201501135
2015/9/15
2015/9/15

2015/9/16
2015/9/16

&

P

2015/9/16

L

i 2015/9/16
4.2 2015/9/16
i

P

) () (9 )
=
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TERAEG e s (FE ) 2 R

TH5

100.00 TH1~TH1GREE

90.00
80.00
J0.00

"
60.00 12, e
e

50.00

40.00

30.00

20.00

10.00

0.00

150201 150902 150906 150900 150912 1509M5 1509M2 1509421 1509724 1509427 15.09/20
00:00:00 23:50:54 23:50:43 235042 23:50:35 23:50:20 23:50:294 23:50:18 23:50:12 23:50:05 23:58:00
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AL

B KPIEEH)

o

i

Contract accepter
Tkt
Ho KEY PERFORMANCE INDHCATOR Target MY MY MM-YY MM-YY T MMYY [ MMYY RN MY MR-
ISk FREERE BEE | 2013 /1H | 2003F/2H [201 33 H2003EM4 HO1EISE2013E/ 6H| 2013Ef7H | 20135E78H | 200 3F/9H
. Packages must be delivered by the next day to
Delivery . . .
Achievin customers based in major towns Delivery to
1 Rateiiﬁgiﬁ remote areas must be completed by day 3. B30 | 99% 99, 8% 59.6% B9.6% 59.6% Ll 89 5% 99.6% 99.5% 99. 7%
- A i B T RESATER « [RiEHR T
HE—HiEsr e
Delivery Emor Measures delivery accuracy>0Orders delivered to
2 |, ,,E" comrect customers SHEIEENREE - ITHSETFRE | 02% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0% 0.0’ 0.1% 0.0%
s
Submission | Must be submitted before 7™ each month.#iig -
1008 0.0%% 0.0%% 100084 100.0% 100.0%%
P |KPIEEKPl | B SRR -
Cold Room}% |Transit condition of cold chain product: maintain .
4 N o 1008 100.0%% 100.0%% 100084 100.0% 100.05%
i at 2-8 CreHbE iR EEE I - HERFPREG 2 GHE o
Monthly delivering temperature monitoring
report for cold chain products delivered to north,
QA Reportda ] i
central, south, and east of Taiwan during - =
5 ! ! 100% 0.0 0.0%% 100.0% 100.0% 100.0%%
EﬁltMﬁ transportation must be submitted before Tth next
= rmnthsiﬂﬁ%l; th ~ ﬁi&ﬁmmﬁ
ﬂ o 1= . = =
Change Must |nfc-rm Cc-ntran:'t giver QA pn ortc- c:hanges
potentially affecting GDP or product quality 338 y
& |Control - 100%: 100.0%% 100.08% 10008 100.0% 100,084 100.08%% 100.0%% 100.0%% 100.0%%
o ORGS0 Pt RN e » S RS
iTSHEE SR foul e

25
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P A 55 K P (G 51)

DISTRIBUTION PERFORMANCE INDICATOR 2015

|

Complaimt cases 100.07% 100.0% 100.07%
Order Entry Accuracy 99.6%

¥ error 39.%6% 99.94% 100.0%
Picking Accuracy 99.5% 99.99% 100.0% 100. 0%
Delivery Performance
Urgent crders (Including, but not limited to
OneodTransplant)- within 24 hours upon
receipt of order oras per specific time 100.00°% 100.00% | 100.00% | 100.00% | 100.00% | 100.00% | 100.00% 100.00%
required by customer
With Taiwan Island (exclusive of Remote Area) a0 3 H:
- 1-2 working days upon receipt of order 100.00°% 100.0% 100.00% | 100.00% | 100.0% | 100.0% | 1 ‘\b & ‘\:D 100.007%

T
Qutside of Taiwan island and remote area - 3 b
4 working days upon receipt of order 100.007% 100.0% 100.0% 100.0% 9.9% 100.0% 9.4 [ I 39.98%
0 O ) |
Flat file accuracy 100.0% 100.0% 100.0% 100.0% 100.0% 100.0% 100.0% H]-I:-"ED J'I / | 100.00%
1 E ]

Monthly R iliati of i t
botaneae | neriEtan etiEnen 100.0% 1000% | 1000% | 100.0% | 1000% | 1000% | 1000% | 100.0% | - =~ 10000
Customer Complaints
15t response to Customers - within 2 days
after the customer complaint is received by 100.0% 100.0% 100.0% 100.0% 100.0% 100.0% | 100.0% | 100.0% 100.0%
0
Problem solvediclarified - within 5 days after )
the customer complaint is received by XX. 100.0% 100.0% 100.0% 100.0% 100.0% 100.0% | 100.0% 100.0% 100.0%




[ A

Q&A

- The End -
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