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Year Date Organization Related product
1999 June German Health Authorities Safol ®(API/Injection)
2002 March German Health Authorities Safol ®(API/Injection)
2003 April Brasilia Health Authorities Streptokinase, Leuprolide Injection
004 November German Health Authorities Safol ®(API/Injection)
December MOH Egypt Safol ®(API/Injection)
005 August Streptokinase, Leuprolide Injection
November Brasilia Health Authorities Streptokinase, Leuprolide Injection
2006 June Brasilia Health Authorities Strep.tokina.se, Teicoplgnin,.Streptoki.nase .Inj.
Parmiray Inj. Teicoplanin Inj. Leuprolide In;.
June Streptokinase Inj., Safol ® Inj. (Factory 3)
201 October Brazil Health Authorities (S;;ii)éorslTIS:Z(Q;L//;?JGCUOH), LRL3.75mg In.
2008 October German Health Authorities Safol ®(API / Injection)
November Japan Health Authorities Teicoplanin(API/Injection)
5009 March Pakistan MOH Leuprolide Inj., Octrin LAR Inj., Megaray Inj., Teicon Inj.
December Leuprolide Inj.
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PRESENTATION

_!. L_ Agéncia Nacional AGENDA “ﬂ';"é;ﬁ:;‘e’ #,E.”Ls
ﬁ ;— de Vigilancia Sanitaria
1. INSPECTION DETAILS
Company DONG-KOOK PHARMACEUTICAL CO.,LTD
Audit Standard CGMP
Audit Location Choongcheongbook-do —
Inspection date From April 19t to 23" - 2010
Scope API production and Injectable
Inspectors (ANVISA — B | Mr. Jodo Dimas Ribeiro
razilian authorities) (GGIMP/ANVISA/MS)
Mrs. Lucia Eichenberg Surita
(GGIMP/ANVISA/MS)

Monday 19t
Activities

Official introduction Presentation
Organizational structure
ANVISA’s presentation
General site overview (site facilities; people and material flow)
Production schedule for the week
List of all products (brand name and active ingredient) manufactured in the site

Utilities
Brief explanation on utility systems
o Water system (sampling points diagram, analytical and microbiological specific
ations, maintenance, cleaning and sanitization, validation and trends)
Documentation checking: SOP’s related to activities.
HVAC system (validation, monitoring, cleaning and maintenance)
Documentation checking: SOP’s related to activities
Lunch
o Water system (sampling points diagram, analytical and microbiological specific
ations, maintenance, cleaning and sanitization, validation and trends)
o Documentation checking: SOP’s related to activities.
o HVAC system (validation, monitoring, cleaning and maintenance)

— ° Documentation checking: SOP’s related to activities




Tuesday 20th

Schedule

Activities

09:00 - 12:00

Tour: API production area and warehouse for API
Tour: Formulation (Lorelin)

12:00-13:00

Lunch

13:00-17:00

Tour: production area (Pamiray), warehouse for finished
products

Periodic Product Review (API and Finished Product)
Change control

SOP for Deviation

Wednesday 21t

Schedule

Activities

09:00-12:00

Validation Program: Master Plan

Cleaning Validation

Process Validation (APl and Finished Product)
Media Fill

Batch records analysis

12:00-13:00

Lunch

13:00-17:00

Tour: quality control area, physicochemical quality control
lab & analytical instrumentation and microbiological qualit
y control lab.

Tests performed/Testing procedures and records
Retention of samples area and procedure

Stability chambers

0.0.S. procedure.




Thursday 22th

Schedule Activities
09:00-12:00 . Analytical methods validation
. Suppliers and contractors qualification;
o Stability studies for Zone 1V (agreement, responsibility, pr
ocedures and tests)
12:00-13:00 Lunch
13:00-17:00 . Procedures for product final release
o Calibration and maintenance program of equipments and
instrumentals
° Equipments qualification
Friday 23t
Schedule Activities
09:00-12:00 . Recall system
. Complaint handling
. Procedures and records for audits (self-inspection)
° Transport system and validation
12:00-13:00 Lunch
13:00-17:00 . Training program, procedures and records

Health of personnel, illness reporting
Final meeting
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2. HVAC system PQ

- PQ protocol, report
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4. Water system PQ
- PQ protocol, report
- =X 2| 2t SOP
- PW,WFI A& SOP
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2nd Day
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3. Media fill test
- Protocol, report
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3rd Day

L ArZ B XA PV
- PV protocol, report
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4th Day

1. Recall

- Recall SOP
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Inspection order
Issuance
Company/Site

Address

Line/Pharmaceutical form

Scope

Inspection team

From
To

Requested by (Brazilian
registration holder)

- -
MINISTRY OF HEALTH
National Health Surveillance Agency

84/10/ANVISAIMS
April 15, 2010

Dong-Kook Pharmaceutical Co., LTD

488-5, yun-ri, ghy yun, Jinch gun,
Choongcheongbook-do, South Korea

bl Biologic Inj bles and streptoki API (Lyc
and Injectable Solution)
To verify the li to Good Manuf ing Practices (GMP)
requirements, as recommended by the World Health Organization
(WHO) and ding to current reg { of National Health

Jodo Dimas Ribeiro
Licia Eichenberg Surita

April 19, 2010
April 23, 2010

Laboratério Quimico Farmacéutico Bergamo Ltda

MARCELO VOGLER DE MORAES

Manager for Inspection and Certification of Drugs and API

ANVISA/MoH/BRAZIL

INSPECTION STATEMENT

Ordem de Inspecao:
Emiss&o:

Laboratorio:

Endereco:

Linhas/Formas
farmacéuticas/Categoria

Objetivo:

Equipe Inspetora

Inicio
Término

Solicitada por:

MINISTERIO DA SAUDE
Agéncia Nacional de Vigilancia Sanitaria

84/10/ANVISA/IMS
15 de abril de 2010

Dong-Kook Pharmaceutical Co., LTD

488-5, Jukhy i, Kwanghy yun, Jincheon-gun,
Choongcheongbook-do, Coréia do Sul

jetaveis, Injetaveis Biologi e Insumo estreptoquinase (SPPV e
SPGV)

Verificagao do cumprimento dos requerimentos das Boas Praticas de
Fabricacao conforme recomendacao da OMS e legislagdo nacional
vigente.

Jodo Dimas Ribeiro
Lucia Eichenberg Surita

19 de abril de 2010
23 de abril de 2010

Laboratério Quimico Farmacéutico Bergamo Ltda

L
MARCELO VOGLER DE MORAES

Gerente de Inspecao e Certificacdo de Medicamentos e Insumos Farmacéuticos

ANVISA/MS/BRASIL

ATA

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

(Place/date) N

Joao Dimas Ribeiro

Lucia Eichenberg Surita

(@ { VK
~ | N\

Representative ol‘
Dong-Kook Pharmaceutical Co., LTD

De acordo com as informagdes acima mencionadas, esta inspegao foi realizada pelos inspetores da
ANVISA, em conformidade com a competéncia estabelecida pela Lei N° 9.782/99 e R.D.C./ANVISA n° 25
de 9 de dezembro de 1999. O Relatério de Inspegéo final sera entreque ao Representante Legal da
empresa no Brasil

(Local/data)

Joao Dimas Ribeiro

Lucia Eichenberg Surita

A
AN [AVIN
Representante Legal de

Dong-Kook Pharmaceutical Co., LTD




THANK YOU!




