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Process | Engineering | Validation | Compliance

Validation and
Quality Assurance

Y

GMP Design and Project Management

Engineering & On-Site Services

@

Designing process equipment, Managing commissioning, Ensuring validation, regulatory
clean utilities, cleanrooms, HVAC troubleshooting, on-site works o requirements, quality assurance,
and aseptic facilities. & GMP compliance. audit review & PAL.

EUROPEAN
MEDICINES
AGENCY

ASME BPE

1SO-14644

Vaccines g Construction Biotech Industry 4.0
& Management ;g
Pharmaceutical Fine Chemicals & Humanitarian Medical Cannabis, Hospitals & Health
Cosmetics THC, CBD

successful EPCMV years of continents, North

projects experience & America, Africa,
SME Experts Europe...

DELIVERING EXCELLENCE IN ENGINEERING, VALIDATION, QA & PROJECT MANAGEMENT



https://pbe-expert.com/en/home/
https://pbe-expert.com/en/home/

‘;I ‘“‘\
- WS

T gl & "
: saiicts I

e |

CI|ents who trusted E Expert in GMP Solutions

“.‘ “.:..":' )" ¢
£ m\hﬂﬁa £

modaerna INSTITUT //l‘
———————— PASTEUR o
C'-) Samarltans Purse de Dakar EndOCGUtICS

MSH PHARMA @DE LPHARM
A7)

b BD . .
e/ COREALIS BOSCH

rermutstion Devsiopmert nd Do op oBINGY

NUWVAC cUR Az 9PGCBT
CRESCITA & ISOLOGIC "VVetiO

Radiopha
THERAPEWUTI| CS

PROCE, UBIIANT [/
PROCEPACK ) conFas /Howm,,sm Qgtoquinm
I n1e!0GRpenx ACCOMPLIR PLUS ENSEMBLE
cubed: ¥R
GETINGE #‘t Au service de ta santeé groupeparlma

SILICYCLE@D  PlUS .J e Dermes

B COOPER <[>rPharmaghreb
e Pl ARMA .‘-rl. | ¥ 1 quolité pour lo Sent m
il =
\ o N) Cryopak B s
ORCHESTRA ut how
( ssssssssssss TER I AH The Perfect Degree of Protection we deliver

excellence


https://pbe-expert.com/en/home/

2 Detailed
Full GMP

Services

B

EXPERT

/NN

(@ www.pbe-expert.com
A4

(2 GMP.DESIEN

\-J:f' s f = ly> O Sanitary Process Equipment & Clean Utilities (URS, P&ID, ASME-BPE)
R Som=gmRy () Cleanrooms Layout & HVAC (ISO-14644)

O Aseptic, Injectables & High Potent (OEL +5)

O Vaccine, Biosimilar, Cell Gene, Containment (BSL 2-3)

O Explosion Proof & Compliance (ATEX)

O Risk Analysis Assessment & Mitigation (ICH-Q9, FMEA)

O Traceability Matrix & Change Control Management (ISPE v. 5)

Product Reworks (Packaging & Labelling) in our GMP facilities
New Drugs Development & Formulation

Delivery, Installation, Commissioning (FAT, SAT)

Engineering & PLC Control, HVAC & Cleanrooms Tests
On-Site Building, Works Follow-up & Benchmark

i‘&l e "Site Master File" (SMF) & cGMP Training

O 000D

) Validation and Quality Assurance

O Validation Master Plan (VMP), Validation: IQ, 0OQ, PQ

O Instruments Calibration, Cleanrooms, HVAC & Clean Utilities Tests
O IT, CSV, BMS & ERP Validation (GAMP)

O Cleaning Validation, Process Validation

0O Quality Assurance, SOP, Batch Release, Investigations, RCA, CAPA
O GMP Compliance Audit, PAI, Site GMP Certification

Seeking a Strategic Compliance Partner for full GMP services?
Trust PBE Expert to elevate your project's standards. ‘

@ Contact Us Today at +1 514 616 2692 or by email at pbe@pbe-expert.com

pbe@pbe-expert.com www.pbe-expert.com

O: +1.450-600-0790 C: +1.514-616-2692
We save lives and the planet C: +1.667-379-9081

PBE Expert, your c-GMP Engineering, Validation & Regulatory Compliance Partner. o @
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https://www.linkedin.com/company/pharma-bio-expert
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