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[Mission]

- GQPRU'GMPES, HUICGDPHA RS54 VY DERICRVWGXPICKO SN DEKEFITT S

- EME R U'Boehringer Ingelheimd—RL — M 29 V& — RICH > T RERIEY 2T L DEBER UGN ANEICERY
%

- NBIEROREMLMBERIRET S

- HRORE, RTSFICEATANBICS T SERICERT S

- Accomplish GXP activities according to the requirements of GQP/GMP Ministerial Ordinance and GDP guideline

+ Contribute to establish quality assurance system in compliance with PMDL Boehringer Ingelheim corporate standards and
contribute to the continuous improvement

- Ensure stable supply of marketed pharmaceuticals for NBI

+ Contribute to business activities in NBI in the field of quality and technical areas

[Accountabilities]

1. GQPERICED SNz, XEDOEEET (SOP. REBEZEEELY)
- NBI A EGREE L TV 2 REZEEEZDERKR U NRETES

- GQPASICED SN7-SOPDER KR U RETEH

(HEdE, el XEEE, @RRY)

- BEETEHERUXEOBELMREE

2. WRmOWIZNDHEHIEER

- BUERTICTRIEEE. RETEMETICTON TVWSEZ2REO Y MBICFET % & H#IC. T~ OHEFHEZEDH,
DHEICITD

- BIEEENSOHBEFRICE VWV THENMD R LM S NIIBEIE. BEEXEFICN L (HEDETRETD

- mBERIEEEENDRIRDOIERL

- EET EHRUNEDE LHEFER

3. BEYIALSEEESLUREEHEOBERIC, BEEEIINLT, XEBEDADT VY a3 Vv EET
- EARRER

- EUIARERERE

- BET RREBERUXEOBE N AHREE

- BEOLNABRICOVWTRERIEEEANDRE

4. REER. REFER - ONONE

C HRYT— (#A. #HH4) EORFLAEREERUHRE

- HIBASOREEBICOVTHESIH ATV, BBICISU THELEICHELIETRT S

- AFLA-RERR. REFRICOVT, RRAES L UCZOMMEE TV, RELKERET S

- MEFRREDRE. EROMEFEREZE &IC. BEAR/MITHADFEICOVT, RERIEETAEICRET S
- ERERICEVWT, BNRLABEKORREE. —CHROREOROETREEICOVT, BET S

- EOLNAEERICOVWTRERISEEANDORS

- BETRREHERUXEOE N AHRER

5 MROHEMRUVEEREFRTOEEEITD

GQP& 4 & U'Boehringer IngelheimDERICHE > - BEEES & DIURD (QAA) AT 2

SEMRUHREESORNEEERCRETENMEEICTONTWAES EHMNICRERT 2
(BROEM)

EMETERSNATHEICDVWTRERISEE~ARES TS

REICET 2BBEORRICHIY, BEFREIEMOIMMEAEHET S

BEEY B RUONEDHELMEBEETESTD

6. RAARUVAERAYRE Y9 — (DC) ICH1F2% GMP RV GDP £7%% REHMMAE LTEITT3
DC GMP R U GDP %y, S, £MHET
DC TOEMABZD GMP HAEBEEHKE1TD

7. Boehringer Ingelheim Corporate Human Pharma Supply® 7’0 = ¥ h ~D &Eik
- Boehringer Ingelheim Corporate Human Pharma Supplyn‘'#& % 70 = 7 hADOSER U EH#R
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1) Supervise document control defined in GQP Ordinance
(SOP Quality Standard Codes)
- Prepare Maintain Quality Standard Codes of which NBI has the approval
- Prepare Maintain quality assurance operating procedures (SOPs) defined in GQP Ordinance
(Batch release Discrepancy Management Change Management Complaint handling Document Management Recall etc.)
- Appropriately maintain records and documents

2) Release products to the market

- Ensure that the results of manufacturing control and quality control are appropriately assessed and release decision are
made properly and smoothly

- If an improvement in the duties and functions concerning the shipment by the manufacturer is required instruct the
manufacturer to take necessary measures

+ Monthly Report to GQP Manager

- Appropriately maintain records and documents

3) Assure proper manufacturing control and quality control
+ Investigate and analyze quality problems of the products before shipping and take actions for improvement to the
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manufacturers

- Appropriately manage the deviation controls

- Change control management

- Appropriately maintain records and documents
- Report defined issues to GQP Manager

4) Handling of Information on quality Quality defects Recall
- Build and maintain good relationship with internal external customers
- Investigate and analyze complaints from the market and instruct adequate measures to the manufacturers
- On receiving quality information and quality defects investigate their causes and assess them to plan countermeasures
- Based on the assessment plan the measures for avoiding harms and submit them to GQP Manager
- In case of recall segregate the recall products and properly dispose of them after storing for given period
- Report defined issues to GQP Manager
- Appropriately maintain records and documents

5) Manage product manufacturing sites and Active Pharmaceutical Ingredient (AP1) supplier
Conclude quality contract (QAA) with manufacturers in accordance with GQP Ordinance and Bl requirements
Periodical check manufacturing and quality controls at manufacturer and supplier etc.
(Implementation of audit)
Report items defined by PMDL (Pharmaceutical Medical Device Law) to GQP manager.
Cooperate with manufacturer or other Dept. in order to solve quality issue.
Appropriately maintain records and documents

6) Operate GMP GDP as quality function in East and West Japan distribution center (DC)
Establish maintain and implement DC GMP GDP.
Operate GMP product release related task for imported products in DCs.

7) Collaboration with Boehringer Ingelheim Corporate Human Pharma Supply projects
- Participate and contribute to relevant projects headed by Boehringer Ingelheim Corporate Human Pharma Supply. For
example new product launches including transfer from overseas manufacturing site to Japanese CMO.

A¥) - B
(#2858 Special Work Experience]
- BEEIFELULORERI. RETERVINSICHETIERRR (HhdEFELW)

{Experience)
- Approximately 3 years experiences of quality assurance/control area or similar business area are preferred

(%058 Special Skills)
- GQP/GMP/GDPIZBEd 2R WEBfR, & L < IFEFERER
- RWEH (B - EBE - REF) kEBFLIELVLANL

{Knowledge)

- In depth knowledge or experience of GQP/GMP/GDP
- English skill (At a level where daily business activities can be ensured)

[&#&Degree)
- KZ LA _E/Bachelor's degree (Any)
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