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Aseptic processing consulting

YnpasneHue npoueccamu OOK c 6biBlunm Aupekropom OOK «SANOFI PASTEUR»:
o CAPA
OTKNOHEHUA

o}
o W3meHeHUA
o}

AyauTbl

91 10 anpena 2019r.
c9:30 no 17:00

Mocksa, yn. HmxHsasn
CbipomATHUYecKas, a. 10, ctp. 12
(5 atax)

Yye6Hblii ueHTp RMA

MeTtpo «Kypckaa»

Beaywmin cemmHapa: MACKOBbAK (Jean-Francois MACKOWIAK)

UcnonHutenbHbliA AUpeKTop «ynpasBieHne KayecTBOM NPOM3BOACTBEHHOM
nnowagkm» (Executive Director of «Site Quality Operations ») SANOFI
PASTEUR.

17 net oH 6bin pykosogutenem OOK (500 cotpyaHukos, AFSSAPS (ANSM),

FDA (CBER)):

. KoHTponb nameHeHuit (Change Control),

° HecooTBeTcTBUA-0TKIOHEeHUA (Deviations),

° ExkerozHbln 0630p KayecTBa npoaykumum (APQR,

. Banmaauma TeXHONOrMYECKMX U aHANIUTUYECKMUX METOA0B,
. KBanuoukauma obopynosaHums,

° CamounHcnekuus,

. AyNT NOCTABLLMKOB.

https://www.linkedin.com/in/jean-francois-mackowiak-24707b20/

3anBKM Ha y4yacTue B ceMUHape npocbba
HanpaB/ATb NO agpecy: CTOMMOCTb Y4acTma B CEMMHape:
MaBnoBa UpuHa AnekceeBHa pavirl@bk.ru

Nnn MaHceH ®abpuc:

info@gmprussia.com

OpraHusatopammu
npesocTasaseTca
OMbITHbLIN
nepeBoAYMK.

1 aeHb: 15 500 pybnen
89139398471 2 gHA: 27 500 pybnei

Bce NyHKTbI Nporpammbl 3aHATUIA ByAyT NoapobHO OCBelleHbl M MOKasaHbl Ha
KOHKPETHbIX MPUMEPAX U B XOe MHTEPAKTUBHOM ceccum (OTBETbI U BONPOCHI) MeXAY
BEAYLLMM CEMMHAPA U 3aUHTePEeCOBaHHOWN ayauTopuen.

Mo OKOHYaHUM CeéMHMHapa cnywaTtenam BblAaeTcA COOTBETCTBYOLLEE CBUAETE/IbCTBO.

Kode-6peiikn u o6eabl BXOAAT B CTOMMOCTb CEMUHApa

Mocne npoBeaeHUAa cemmHapa COCTOUTCA Npe3eHTauua ob6aayHou cuctemobl ATATA

CtpaHuua 1us 3



NeHb nepBbIn- 9 anpena 2019 r

e CAPA
e OTKNOHEeHuA
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Aseptic processing consulting

9:30-12:30
v" CAPA and the regulation
v" CAPA scope of the plan
— quality systems assessment
—  complete plan for CAPA program
v" Points to consider when correcting problems
v" CAPA the driving forces
— whoisinvolved?
_ QA
v" Implementation of a CAPA
13:30-17:00
v" Regulatory expectation
v' Types of deviations
—  Planned deviations
— Unplanned deviations
v" Why investigate a deviation ?
v" Root cause analysis tools
v' Case study

9:30-12:30

v" CAPA u peryampoBaHue
v' Cdepa oxsata nnaHa CAPA
—  OLeHKa cUCTeM KayecTsa
—  NOJHbIM NnaH nporpammbl CAPA
v' NYHKTbI, KOTOPbIE CNEAYET YUUTbIBATb NPU UCTIPaBAEHUM
npobnem
v' CAPA aguyLime cunbi
—  KTO yyacTsyet?
— OOK
v" npumeHeHne CAPA

13:30-17:00

v" HopmaTusHble oXnaaHua
v" Tunbl OTKNOHEHWUI
—  TMnaHMpyembie OTKNOHeHMA

— He nnaHupyemble OTKIOHEHUA
v' 3auyem HYXXHO pacc/efoBaTb OTKAOHEHMA?

AN

MHCTpYMEHTbI dHa/IM3a KOPEHHbIX NPUYKH

v CMTyaLI,MOHHOE nccnenosaHune

CtpaHuua 2 us 3



NeHb BTOpon- 10 anpena 2019 r

e AyauTtbl
e WN3meHeHua (Change Control)
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9:30-12:30

v" INTRODUCTION
—  thelegal point of view
—  types of audits : routine, for cause, pre
approval
—  team of auditors
— audit techniques & strategies
—  the result of the audit : the report
v" PREPARING
—  the 6 W's (why, when, what...)
v" DURING THE AUDIT
—  Formalities
— what auditors are looking for
—  behavior : does /doesn't
—  daily wrap-up meeting
v" CLOSE UP & FOLLOW UP
—  the close up meeting
—  how to answer

12:30-17:00

v' WHY
—  scope of the change control
—  thelaw: GMP, GLP, etc..
— lifecycle : from development to mature

product
v WHEN
—  starter factors
—  potential impact
v" WHO

—  organisation
— documentation
v" TYPICAL FLOWCHART OF A CHANGE CONTROL
—  the 4 steps
—  flowchart
v" RISK/ IMPACT ANALYSIS OF A CHANGE
—  the fishbone approach
—  How to evaluate the efficiency of the change :
KPI

9:30-12:30

v

BBEAEHUE

—  MpaBoBasA TOYKa 3peHun

—  Bwapl ayaMTOB: PYTUHHbIN, NO KOHKPETHOMY
nosoaAy, € LLenblo NpeasapuTeNbHoOro ofobpexHus

— [pynna ayguTopos

—  MeToApl U CTpaTerMm ayamTa

—  pesynbTaTbl aygmTa: oT4eT

NnoArOTOBKA

— 6 W (K10, Koraa, uTo...)

B XO4E AYOUTA

—  ®opmanbHOCTH

—  YTO WULLYT ayaAuTOpbI

— noseaeHue: ciegyet/He cneayet

—  exeAHeBHOE UTOroBOE COBELLaHMe

3ABEPLUEHME W NOCNEAYIOWMIA KOHTPONb

— 3aBepLuatoee cobpaHue

— Kak oTtBeyatb Ha BONPOCHI

12:30-17:00

v

MNOYEMY

—  cdepa KOHTPOSIA U3MEHEHUI

—  3aKoH: GMP, GLP u ap.

—  JKMU3HEHHbIM UMKA: OT pa3paboTKu 40 3penoro
npoaykTta

KOrgA

— Craprosble dakTOpbI

—  noTeHuMasnbHble NocneacTBuA

KTO

— Opranusauus

—  [doKkymeHTauusa

TUNMNYHAA BNTOK-CXEMA YMPAB/TEHNA

M3MEHEHUAMMU

— 4 wara

— Bbnok-cxema

AHANN3 PUCKOB/ NOCNEACTBUIA U3MEHEHMA

—  MeTtopg "®nwboyH" (Pbibuin ckener)

—  Kak oueHuTb 3pdeKkTBHOCTb M3MeHeHUA: KPI

CrpaHuua 3ms 3



