PIC/S GMPA{ Y ARYY 3 23T !
= 358

2012104188 (K). 198 (&)

IFINRZ2 JD—FR—ILiglg A4 R> rR—ILEE 2F

* §TIZHE-ST= PIC/S [2&D GMP BZ(Zx G 5=
BARDEICHBICEAREINI-FIL—2F3—X([2&Y
EFRIE PSR . Andrzej Wozniak KA SR

* TEDIDEIZ—Y)EA. FEEROE

* ISPE 238 TRIZR1T

ISPE EFEAER ., ISPE HAZERER
BEEES

HE: ARBRET EiH=
HACMO %<&
HEBHE NS



http://www.ispe.gr.)p/

PIC/S GMP A2 AR a2 F—REDSEN

tIF—DEERSAUb

- PIC/S GMPOERZFEEHDRAU M EHEZ S

- BEIZCHO-IEHBEOBHNZRZUVLELS, LGESHRIETINE
s IO A R ERATEBRNGERERBOFEEETHTS

= PIC/S GMPAU AR AVIZEDISIZfTThnsdh

- BEEZZITIEE. EOLSITHETRIERL D

EALGANZEBLIELRLD

> RNEGMPEELLVIINV A —F—T Vb DEBREHEDH

> LRHOIWVEIERRELINOSDGMPEELEZ(THEENDA

> EFRICEAEILIMBERIELE. REEEEYE N)T—aVilLE £EIRETSE.
Bl R—MMEYE IV 7 . IRTOEBOEES

2011 & 2 BIZEAfELV=LELT= PIC/S £3F—I[E. FDOELVANAHENEHE LB EDRME
BEEZWVEEFEL, CHERICOE. COERIBEIORAREHT MNNIFHEL. FET S &Ik
YFELT=, BIRISMOMEEELI=-AZRD. {SADARDCSNEEFLLTHEYET .

ST.GMP [ZIZEBNT- GMP EZEIGXHBLUENVETY , SHHIFIEE ST GMP BHIS XUVZD
fthdREEEIENLTNDLZHEELSLDIZTHERBEIC, BEESBLE T ZNEE
PIRT=O. ZFOEFEEZZL2ICEITLEFNIERYERE A, GMP ADENLSUIZKEFDOH
ARSAVIBEADBYBAEEYICRIBTDH=ODEEINT=, F-XGIFESN-ERIGH
EHELGLICIX, ITFAD/NTA—I AN EYIZFHEShERE A, — AT, ELIZFHESINZZ
EEBREER. BRI THF—I U RADRENBEIZEYET, SO —=2F 02—
FDELWERICH - TERICKIBELEEDEETZ LITHLLELEIC. EHDNTH—TUREH
E£35HDELDTY,

A—ZJa—RFEERERD GMP BERORHELGRBICKHNT 5=, F-BELXT
BELEEDRANGEEENRMICR-I O EGERNGEENER (DT 5H=OIZH RIS
TEENEEDTY . SMEE, FYNRHILGER~ADEFEDLL . BLOLVEBADIEEOL
M= BEETORRBEEAOBEYLZIGH ERE. SEREDHELAGEEZEVET,

Ffo. KL —=0 73— X (T BREFTNRANMEMNSERNNMTHEBICLSCGMPEERED
KR CEHEIRMICESTFYURATY  REGXOMERAMAIEEELADE. REE
BERFY, BLERRFY, T DT UL T B, REREOEMA—D—. TUOSH, ERaVRE,
IGMPERICER I DA RICESTIE BT RIDLDEEELTHEYFEY . H. SEIDE
EIREDI-RIZSMTHLVERMMLGERRELLOTHEYFET . R DFHEL R AL
L BEDARDISMERE—R. DEYBFLERLLITES,

ISPEBARXE &K Tl ZEM
BEXER TN &




http://www.ispe.grjp/

AEMARST

Dr. Andrzej Wozniak

Tz DA XZFOELIEGMPAU YL T4V T#H D LF¥aL—2aV EGMPHE ST A EF Y
YILEULTT L RE. A —RAITOEESRAH B ETHS. TGA(Therapeutic Goods
Administration) [CTERBEL T, (FLRICEEREDHFHELALLTE) . EESAPFORT. mEE
B GMPERZEDMABICRBESINELz, £z, COM. FDA, EMABLUTGARIDO R TOCTIMEH)
HETEHERLEREMMBERRESIFLTY,
TGAPIC/SZLTWHOD RS UIZGMPH AR SA DIERKIZHRELE SN TLET,
BEITEVDLTIE, ERESNSAINDEARHGETR/INARE{T>TULVET, TGAEMAZL TFDADGMP,
GLP, GCPIZHBEL TV T A HEERAESHOERERBRL LSO T, HIZ L, FAFHOEZR
DR T4V —ER. CRONDGCPERLEDT—ITDVWTETRNAREERELTLVET .
CO1EM., MELDAPIA—N— BEHEY A FEE. BRRE, APEE,. 7/F . MESEM
BEDHEEZBELTEEL, ERITIHILXK, X BR.ER. PER. 7O7 . RE7O7 . 4 €
T7=7. BRGEBHEULICRUET,

BEREEIN =T LERRIZOVTIE GMP,RBEEEB AT LA YRITERAVEDREHFIZENT
TGA DEREFHEITHOIYBBLTOET . SHICEIVAR—IL HFH4 | BEREEBNAD LR/ NS
DEEEDI —=2T ¢ BATIL. FDA DEREDIL —=UF3BEBLTVVET,
EELERBRRICEDHELION —=VJ (EZHREN\VITTIUREHE DAL~ GMP OfEEL
EEREIMNY I B DREITIEAONSZETEFINHYET,




http://www.ispe.gr.)p/

35 —TaSSL(FE)

1. Introduction
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2. Understanding the PIC/S GMP requirements for non—sterile medicines.

PIC/S GMP D JEEE E (I HEKREIH

3. Understanding the PIC/S GMP requirements for sterile medicines.
PIC/S GMP DERRA| [T HEREIE

4. Understanding the PIC/S GMP requirements for APlIs.
PIC/S GMP D[RRI HEREH
The above sessions discuss the essence of PIC/S GMP and cover essential aspects
regarding PIC/S GMP requirements as applicable to sterile, non—sterile medicines and
API manufacture.
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5. Quality Risk Management — GMP requirements.
BBYRIIHRD AV (QRM) —GMP E4

This session helps to understand how to assess and evaluate risks, apply suitable risk
mitigation techniques and understand the regulatory authorities expectations on

implementation of QRM.
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6. The PIC/S inspection approach and how to handle PIC/S inspections.
PIC/S DEEBNDERTFIE/HiELZ T ANER

This session explains the PIC/S GMP inspection process/approach and helps with

preparation for GMP inspection.
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The 2—-day workshop is going to be interactive with participants taking part in several

hands on exercises that will assist with the understanding and practical application of the

concepts discussed during the training.
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