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ANVISA check listhl & = |

A9 2 28t A5 (Management & General Information)
[ ZEAF S FA= 3R el = A = HiA ok 2= a0 0 oEEL:

NO. ZEF Sl = Z i
1.1 INE Name of the Company? Site Master File
3|Al 0187 &
1511 INF CNPJ[National Directo~

AN EERBS

1.1.2] INF | =&, M3BIS, Fax Bi3,....

1.2 INE Inspection period.
Al AL J|2F.

1.2.1 INE Reason for inspection
Al Al 0| &=.
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Inspection Agenda & ==

AGENDA

INSPECTION DETAILS

Company:

DONG-A PHARMACEUTICAL CO. LTD.

Address:

CHAAM-DONG, 404, CHEONAN CITY,
CHUNGCHEONGNAN-DO / CORREIA DO SUL

Inspection date:

From January 18" to 22", 2010

Products:

SOLIDS: coated tablet — ZIDENA

Inspection team:

Maria do Carmo Gomes Pinheiro - GIMEP/ANVISA
Paulo do Carmo Freitas - GFIMP/ANVISA

2O USRS
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Inspection Agenda & ==

oMonday, January 18th

Schedule Program
09:00~ Introduction
13:00 Official introduction, General site overview
Organizational structure, Anvisa presentation
Batch numbering system, Master Validation Plan
13:00~14:00 | Lunch
14:00~ Utilities
17:00 Utility systems overview (Drafts, diagram)
Tour (Utilities)
Purified water documentations (validation: 1Q, OQ, PQ and records:
trends of microbial and TOC; the last year monitoring, cleaning and
maintenance)
HVAC system documentations
Sop’s related to activities
i Wrap—up (if necessary)
20T 0SG5S 41




Inspection Agenda & ==

oTuesday, January 19th

Warehouse

Receipt procedures and records
Areas, procedures and sampling plans

Rejected, recalled and returned products storage areas and handling
Sop’s related to activities

Tour: Warehouse and sampling areas
Production

Schematic overview of pharmaceutical plant

People and materials flow

Materials and products handling overview

Production flow diagrams with in process controls/steps of processing

Tour: Production areas
Production (cont.)

Sop’s related to activities
In—process control records
Procedures in case of deviation (examples)
Wrap-up (if necessary)
2010. 05. 19
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Inspection Agenda & ==

Wednesday, January 20th

Equipment qualification
Process validation
Environmental monitoring
Product review documentation

Batch records (to be requested)
Sop’s related to activities

Wrap—-up (if necessary

2O USRS
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Inspection Agenda & ==

oThursday, January 21st

Quality control

Tests performed/Testing procedures and records

Environmental control

SOP’s related to activities

Calibration and maintenance program for equipments and instruments
Tour: Retention of samples and stability chambers

Quality Control (cont.)

Analytical methods validation
OOS procedure

Retention of samples
Stability studies (zone V)
Sop’s related to activities
Wrap—up (if necessary)

2O USRS
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Inspection Agenda & ==

¢ Friday, January 22nd

Quality Assurance

Procedures for final release of finished products

Change Control (examples)

Cleaning validation

Recall system (distribution system, responsibilities and phases)
Complaint handling (examples)

Procedures for self-inspections (internal audits)

Annual Product Review
Suppliers qualification program
Training program (examples)
Final meeting

2O USRS
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Inspection Schedule &4
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Date Time Schedule Transportation Remark Reservation
1.17(Sun) | 1AI2t &2 | Hotel pick-up | ™ XI&o =2 £9 J10|E ol &0l S &
OlSE 2401017 | $IH O{® X2 248
20:00~ Dinner A2l BHXl S
1.18(Mon) | 08:00 Pick—up Ae 0| =s27? SE27?
~ 18:00 Inspection CH=EE Q1 Al2E AtLY Ol =7
Lunch F H3S?

19:00 ~ Dinner
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4 St s
MINISTRYHOF HEALTH
National Health Surveillance Agency

Inspection order A12/10/ANVISA/MS

Issuance January 11, 2010

Company/Site Dong-A Pharmaceutical Co. Ltd

Address Chaam-Dong, 404, Cheonan City, Chungcheonangnam-DO, South
Korea

Line/Pharmaceutical form Solids (coated tablets)

Scope To verify the compliance to Good NManufacturing Practices (GMP)

requirements, as recommended by the World Health Organization
(WHO) and according to current regulations of National Health

Inspection team Maria do Carmo Gomes Pinheiro
Paulo do Carmo Freitas

From January 18, 2010
To January 22, 2010 5
)
Requested by (Brazilian Laboratéorio Quim §g/ﬁarmacéutico Bergamo Ltda
registration holder) L (v' % ,: /;
T <4

e A
RONALDO LO(:‘I@%O CIANO GOMES
Manager for Inspection and Certification of API, Drugs and Health Products
ANVISA/MoH/BRAZIL
Substitute

INSPECTION STATEMENT
According to the information mentioned above, this inspection was accomplished by

ANVISA inspectors and the final inspection report will be available to the
representative company in Brazil.

4 — —— P ,
(Place/date) QJL 12 A A L;L rugoudo 5t Q0L C
02 Q_, \
\ '{': a A\ Mo (\tgv’: o & (':L}\*( '
/ Maria do Carmo Gomes Pinheiro
= ) > % &
e e Agas - ST e =
Paulo do Carmo Freitas
7

i et
B i N e B

Representative of
Dong-A Pharmaceutical Co. Ltd
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Resolution — RE No. 1.862, OF 23 April 2010
DOU 26/04/10

20084 1& 40| E& &t Director PresidentJt Approval &
10& 1324 No. 80290“ JHIE] dae= O Nre i - &

ENPIAER NS =ZE N0, 61262 .66 1 00T =4 1516 IS INo:

1.00.646—-1¢2! BergamoAtJt Inspection=2 & orom

M2~ & S&E 22 EHOF 2= BONE ZESIHSH, Aol
NZE & %’ét* 2l &S0l GMPO Eé% 5.*0_'6%04 OlcHet &22
2= LH G s

Art 1. P’é === ?Iet GMP QIS AHE dR st

Art 2. OI GMPCIS AN = A EZRH 282t RE0ILE.

Art 3. GMPoI S 2 HAMUZRH H ==L}

Annex

Name : =0FHl & =4S AFAddress : S&EH T &OMA| Xt =
404Country : CHst8I=2GMP Certificate of Production Line /
Pharmaceutical Form :Solid : 2 & & (Coating Tablets)
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