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Agenda of Supply audit
Date: 09.09.2016
Time: 9:00 am to 16:00 pm
Auditor: Hank
Time Topic Activities
09:00~09:30 Open Meeting Reception/Introduction
09:30~10:30 Presentation of Codeine Quality System.
Phosphate Hemihydrate Organization chart and responsibilities of key
Manufacturing personnel, QA/QC, etc.
Facilities and Equipment System.
Production System.
Packaging and Labeling System.
Laboratory Control System.
History of regulatory inspections in last two years,
including FDA, EMEA, PIC/S,
Q&A
10:30~10:40 Break time In house
10:40~12:00 Site Audit Water systems,
HVAC/AHU and Other Utilities,
Warehouse,
Finished Product Storage Area,
Recelving Area,
Weighing, Dispensing,
Production Areas,
Processing, IPC,
Intermediate Bulk Storage Area,
Packaging Area,
QC Lab, Microbiological Lab.
~1.5hr. Lunch In house
13:30~15:30 Documentation Audits See Attachments
15:30~16:00 Close meeting Manufacturer people and Auditor
Attachment

1. The copies of Manufacture Facility Layout (including cleanliness zones)

2. The copies of diagrams of Codeine Phosphate Hemihydrate Manufacturing

3. The Batch record of Codeine Phosphate Hemihydrate.
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REPORT
SUPPLY AUDIT OBSERVATIONS
AUDITOR: Mg Chh-Ping "CHak ) — DATE(S) OF AUDIT:
TEL: 9.9 zo0t6

NAME, TITLE AND SIGNATURE OF INDIVIDUAL TO WHOM REPORT IS ISSUED

TO: SIGNATURE: 0. oq 2.old
Ase Musum J‘fe/\iia o
FIRM NAME TYPE OF ESTABLISHMENT AUDITED
Vistim  Pharna Foelluw \-\-v]) awdit
SITE ADDRESS

Gunveveien |, Po-Bex 16, No- 379 Kragery .

DURING AN AUDIT OF YOUR COMPANY, WE OBSERVED:
1. The gﬂlml,’u‘ylj of codeine in e miwvbiv Lab  had  been Pw‘f"ﬂd"‘lj in fhe
mwalode cabinet , adthough Tt 06 & resthcted avew .
Aty 1522 % . )
5. Zn tne avea S #2217 (inthe prodution aven) 5 the imtermediate product

Qe
Litcth 1{co!B5 was nu—é}\inb::ﬂeo(, P"“}’“"Jj'\

3. In the vom 4214, the opevitor does  hrt  wear +he gloves

Vs Chiy-Pag G204
propecdy . e RS g

AUDITOR SIGNATURE AUDITOR(S) NAME AND TITLE DATE ISSUED

Hlwgy ih- V‘“BYCV{‘""‘?&) Hwng chih —:V?n&_ (Honk ) 8Al F7 2016 |

LT
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Agenda of Supply audit
Date: 09.12.2016
Time: 9:00 am to 16:00 pm
Auditor: Hank
Time Topic Activities
09:00~09:30 Open Meeting Reception/Introduction
09:30~10:30 Presentation of Quality System.
Alfentanil-hameln 0.5mg/ml, |Organization chart and responsibilities of key
Iniection Manufacturi pers.o.n.nel, QA/QC, etc.
fjection Mdntiactiting Facilities and Equipment System.
Production System.
Packaging and Labeling System.
Laboratory Control System.
History of regulatory inspections in last two years,
including FDA, EMEA, PIC/S,
Q&A
10:30~10:40 Break time In house
10:40~12:00 Site Audit Water systems,
HVAC/AHU and Other Utilities,
Warehouse,
Finished Product Storage Area,
Receiving Area,
Weighing, Dispensing,
Production Areas,
Processing, IPC,
Intermediate Bulk Storage Area,
Packaging Area,
QC Lab, Microbiological Lab.
~1.5 hr. Lunch In house
13:30~15:30 Documentation Audits See Attachments
15:30~16:00 Close meeting Manufacturer people and Auditor
Attachment

1. The copies of Manufacture Facility Layout (including cleanliness zones).

2. The copies of diagrams of Alfentanil-hameln 0.5mg/mL Injection Manufacturing.

3. The Batch record of Alfentanil-hameln 0.5mg/mL Injection.

4. SOPs and records (Change Control; Complaints; Returns and Recalls; Training and
Education; Internal Audits; and Qualification).

5.5S0Ps and investigation records of OOS, OOT and CAPA (products related)
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REPORT
SUPPLY AUDIT OBSERVATIONS
AUDITOR: HUNG, CHIH- PIng DATE(S) OF AUDIT:
TEL: v2- 247973£ /2 September 2v/4¢
NAME, TITLE AND SIGNATURE OF INDIVIDUAL TO WHOM REPORT IS ISSUED
TO: Anja  Boshach SIGNATURE: 2.0 . At f Rachah
( Hoad oL R-A)
FIRM NAME TYPE OF ESTABLISHMENT AUDITED
Hameln phurmn plus  gmbh Foldow - up '
SITE ADDRESS

5,‘@5,614“@9{ Hamodn , Langes Fedd )3 , 31387 Hoamedn, @f&’MﬁPy.

DURING AN AUDIT OF YOUR COMPANY, WE OBSERVED:
[ For the c[eani”j vadidation | +ne “ww”j togt  of e ak  ptth ol

¢ noat provide .

2. For +he batch ne. F2l014 5 the  analysis of flter vinge after 354 13

0563 my/ml (e acepted range 5 0.435—0.62% my/ml ), "”qujh

] ' explanutions on
i# chows Phat was o fmﬂﬁe evant, please pmw{o_ more }

+his  case - (blank)

AUDITOR SIGNATURE AUDITOR(S) NAME AND TITLE DATE ISSUED

g b -Figy PPy Gak) 1y 9 58

(o) A mragl
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