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Aurobindo Pharmaceutical Limited
g

Warning Letter 320-22-10 January 12, 2022

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-
letters/aurobindo-pharmaceutical-limited-618091-01122022
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GMP & Validation Consulting Scope

New GMP Facility Consulting(Turnkey Project)
[Conceptual Design Execution, VMP, QRM(RA), URS, DQ, 1Q, 0Q, PQ, CSV, CV, PV and/or PQS Consulting]

GMP Facility for Oral Solid Dosage Form, Liquids, Ointments, Eye Drops 8 Injections

Conceptual Design

Execution or Review GMP Facility for APl / Biopharmaceuticals / Gene & Cell Therapy

GMP Facility for Health Functional Food / Medical Devices

Enhanced Design Review of Basic & Detailed Design of GMP Facility

Validation& Qualification Master Planning Consulting(Quality/System Impact Assessment)

Quality Risk Management(QRM) System Consulting & Execution

URS & Design Qualification Execution

Installation & Operational Qualification Execution / Performance Qualification Consulting & Execution

Computerized System Validation Consulting & Execution

Cleaning Validation Consulting / Process Validation Consulting

Aseptic Process Validation Consulting / Aseptic Gowning Procedures Validation Consulting / Environmental
Monitoring Process Consulting & Execution / Disinfection Efficacy Validation Consulting

GMP & Validation Training / GMP Mock Inspection / Vendor Audit

Pharmaceutical Quality System(PQS$S) Consulting

GMP Facility Commissioning & Engineering Supervision Service GMP & Healthcare Technology

H7| UYA S¢U HE 13HZ 65, 25 (HYs, WAEO0|LY) / TEL 031-446-7200/ FAX 031-446-7210
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GMP 3%, AEH Sol thet 24 % AXILIY AS

EH0|X] W A=K

AO|M Mt EA/HIE MH| M 9 AlZ M2k www.secglobal.co.kr
Ol 2014 185 | API Plant, GMP Z=A|/Hi2t dH] 24 8 A5 2| 031.351-9341
=R D=2 X Mate HZELAA|AH A2E MAH 9 AZ MZolk www.haedongwater.co.kr
HSEH 2R 182 | MESSAIAH, CIP/SIP AIAE 7 L A3 HEYH e
AFS{H| OO AoH ICR, BCR(GMP, GLP, HACCP, BIOHAZARD) 7|7|&H| &4, Al www.optimu.co.kr
e ST | 3, FAT/SAT, SZEH| MM / MLST ZIAEH SA 02-6230-7070
Ht71AH EH|
MEZ[RA oo | EESE MZEH| JlsMHx 2 HE www.sartorius.co.kr
D|OtHIO| ) =2 | Filter Validation Service 031-622-5700
o AL [ 22, S 38 S9o| HEMH|0| AFEL = www.artsanitary.com
O}E M|L|E}2 OFHS =N -, @&, TT -, = o oLl =
FEMILIE] °° 2, HiEA X HAF EA A AME YU 031-434-2800
MEiore ojAs X7, D%’.‘PI, AT, A7), YE EEEYI & EA4 W www.sjpmt.com
HE HEUH 032-508-1284
Bioreactors & Fermenters, Centritech Separation System,
PUNTSEN Moo Chromatography System, Isolator, Autoclaves, 4= 0t %t ¢l www.youngscience.com
CH(BSC), Automatic LAL Testing System, MODA(Mobile Data 032-624-4500
Acquisition) & Z|EMH|A I HE
Computerized System
. e YR HEMI AN, MES, POP 52| &A, X X FAT/SAT www.saehimit.com
A °.:!7HE7 A °|_|__76<_2 = ooAn_ =1 i [S) '
feg=rls B |aMHA HEAH 043-217-9953

GMP & Validation Z4/d&!

= JHEH A, Global GMP System, Qualification & Validation
HIO| QMW T E 2170 8=4, ) )
Fol 2= =e CSV, QRM, PQS, Mock Inspection 71 &l

www.biosupport.co.kr
gmp@biosupport.co.kr
031-446-7200

GMP A Decontamination

Ll s&s

R

FA

(L

VHP 23 &, €32 U =X, CIP % COP MAA|,
Bowie-Dick Test Pack S92 &, EZ & AH|A

www.deconsns.com
02-2047-6300
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