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[[@pMOHU3aLUMA OTeYeCTBEHHbIX CTaHAapTOB NPOM3BOACTBaA
C 3apybexHbiMU: nydlune npuMepbl M3 MPaKTUKM Ha
npumMmepe «BEPOOAPM»

XentBan AHapen ViBaHOBMY
AOunpekTop no kavectsy AO «BEPODAPM»
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ISO 13485

GMP PO 1ISO 9001
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NHTerpmpoBaHHble CUCTEMDI # GMP
ynpaBJ/ieHNUS U CUCTEMbl MEHEMKMEHTa 3

KayecTBa \’

DOCUMENTATION & CHANGE CONTROL

BUILDINGS, FACILITIES & UTILITIES |
PACKAGING, LABELING & PROMOTIONAL CONTROLS T2 e
EQUIPMENT | ‘

II BCEPOCCUMCKAS
GMP KOH®EPEHLMS

PRODUCT DESIGN & DEVELOPMENT PLANT QA COMMERCIAL & ™/ PRODUCT TRANSFER, QUALITY
DISTRIBUTION QA SUPPLIER TECH SUPPORT & SYSTEMS& |
CLINICAL RESEARCH oA CLINICAL COMPLIANCE
MATERIAL CONTROLS —
PURCHASING CONTROLS METRICS AND |
MANAGEMENT
PRODUCTION & PROCESS CONTROLS REVIEW
Abbot
DISTRIBUTION, INSTALLATION, & SERVICING CONTROLS i AUDITOR
(AQ's)
CHANGE
EPD Division CONTROL _
Quality Document
(EQD's)

Local Quality Documents
(Standard Operating Procedures)




KauyecTBO BO BCeX 3BeHbSIX Llenu MP I1 BCEPOCCHIACKAS
NOCTaBOK NMPoOAYKTa

GMP KOH®EPEHLIUA
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/ GMP KOH®EPEHUMA

NMpakTukmn Abbott u <BEPO®APM»

Cucrtema exkegHeBHoOro ynpasaeHma DMS

dopymbl N0 06MeHy Ayywnmm npaktmkamm HIVE

[Mporpammbl 06y4YeHnA U Pa3BUTUA COTPYAHMKOB




IT BCEPOCCUMCKAS
GMP KOH®EPEHUMA

CucrteMa exxefiHEBHOro yrnpasJ/ieHuUs G

3 GIVIP
(DMS - Daily Management System)

./

DMS — 3T0 cTaHAapPTU3UPOBAHHbIM HA6OP MeToA08B U
WHCTPYMEHTOB, UCNO/Ib3yeMbIX ANA TOro, Ytobbl

* [1pOaKTMBHO yNpaBAATb OCHOBHbIMM BM3HEC NpoLLEeccamu.

* [lenaTb npobaembl BUAMMbIMMN.

* [loKa3biBaTb OTBETCTBEHHbIX W BUAETb Ha KaKOW CTaauu
HaxoauTCA pelueHne npobaem.

* NmeTb cUCTEMHbIM noaxod No AoBeAeHUIo npobsiem Ao
PYKOBOACTBA U BOB/IEYEHMNIO COOTBETCTBYIOLMX OTAE/0B.

BoBnekaTtb nepcoHan wm [dgdaib emy BO3MOXHOC
Nnpon3soanTb yaydlLleHUA.




Cuctema exxeHeBHOI 0 yripaBJ/ieHUS H QP Recerocowios
- e0® GMP KOH®EPEHUMA
(DMS - Daily Management System) ‘

Potential Improvement Projects
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Issue Pareto Summary of Top 3 Agreed Improvement Projects
Process Board Daily Issues

Instructions

1 Probkm Dascrpson and Ingact
2 Probiern DascrpBion snd Impsct

3. Protiern Descrpmon snd imosct

Process Confirmation

SEE

Focus for
the
Quarter

Focus of
the Week

Team Movements
[S22= s

Training Plan

Plan Performance

In  QOut Backlog

% Complete

Deviation Tracker

Deviation Pareto

Improvement Projects In Process
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Key Successes This Quarter (Q1)
Completed A3 Completed A3
Summary of Storyboards Storyboards
Training Issues
1 Pn:u?'sm Dascripton Employee Ferformance
and impact Achievements Highlights

EValue Stream Alliance Ltd, 2012
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Cucrema exxegHeBHOro ynpasJieHus HGMP, Lecwocorces
(DMS — Daily Management System) ‘ /




1T BCEPOCCHMCKAS
GMP KOH®EPEHUMA

dopyMbl N0 06MeHy NnyywimMm
npaktukamm (HIVE)

First time here?

Welcome to The HIVE, an online forum where you and See how to participate and get the most from THE HIVE

like-minded practitioners in Abbott EPD work together
to grow our business globally.

Find out more @

Why HIVE? Share and collaborate, tap into knowledge, engage and connect.

T H E Harness Intelligence, Vision and Experience

HIVE

Cross-functional Quality Unit

Analytical Development, Test method Transfer and Validation
Achieve reliable and compliant analytical method development, transfer and
validation

Go ©

Aseptic and Sterile Processing
To serve as a platform sharing best practices, develop tools, educate and
support EPD in microbiological related issues and resolutions

Go ©

Biowaiver
Assisting and advising praject teams in writing the justification for a Biowaiver

Go ©

Clinical Supplies

Guide and advise all teams for prompt and compliant delivery of clinical
supplies

Go ©

Data to Knowledge

Sharing best practices, develop tools, educate and support EPD in
retrieving knowledge from data

Go ©

Materials
Creating understanding of the influence of material properties on
processing and project robustness

Go ©

Packaging
Ensuring consistent alignment of packaging opportunities, challenges and
processes

Go ©

Technology Transfer

Assisting and advising project teams to achieve prompt and compliant
technology

Go ©

Commercial and Distribution
Protecting EPD through market engagment and insight
Go ©

Compliance
Attaining 100% compliance across the regions

Go ©

Operations
Enabling the successful and timely delivery of products

Go ©

Product Development
Supporting the development of commerical products
Go ©

Quality Systems
Helping build appropriate Quality Systems
Go ©

TPM & Suppliers
Managing TPM and Suppliers relationships
Go ©




KOMnneKCHbIﬁ NOAXOA K ... GMP TI BCEPOCCUMCKAS
npo¢geccuoHasibHOMY U JINAEpPCKOMY CHERCHEE LA

Pa3BUTUIO COTPYAHUKOB \/

CotpyaHuuecteo ¢ ®bY «'MJ1IC u HM»

 MopaynbHoe obyuyeHune coTpyaHnkos «BEPODAPM» no pasnnyHbim
NpUKNaaHbIM acnektam GMP

* O6meH 3KcnepTnson n obyveHme cotTpygHukos PbY «TMJ1IC n HIM» ¢
NpPUBAEYEHMEM 3KCNEPTOB MMPOBOrO YPOBHA MPU nNoaAaepKKe
Abbott

MNMporpamma nupgepckoro passutua PIQ

NMporpamma npo¢peccuoHaNnbHOro pasBnuTUA ANA
cTyaeHToB npodunbHbiX BY308 A2B




HporpaMMa NNAepPCKoOro passntusd PIQ sed GNVIP I1 BCEPOCCUACKAS

| / GMP KOH®EPEHUMA

e [porpamma YCKOPEHHOro pasBuTUA. HanpaBieHa Ha NOAroTOBKY
BbICOKO MOTEHLMaIbHOro ONMepaLMoHHOro nNepcoHana K cneayowmm
KapbepHbIM poasam (Npom3BOACTBO, KAYeCTBO, NHHOBALUM).

« [laeT oneperkalollee pa3BuUTUE INAEPCKUX U PYKOBOAALLMX HaBbIKOB
YYaCTHMKaM.

* Bktovaet B ceba TeopeTUYECKNE U MPaKTUYECKME 3aHATUA. Moaynu
NOCBSALLEHbI PAa3BUTUIO aHANIUTUYECKMX HAaBbIKOB YY4aCTHMKOB.
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