Agllent

Declaration of Software Quality
We herewith inform you that the software product/systems
Product Name Revision Number

OpenlLab CDS 2.5

were developed according to the quality process and software product development life cycle
established by the Life Science and Applied Markets Group (LSAG) of Agilent Technologies. Life
cycle check-point details were reviewed and approved by the responsible management. The
products were verified and validated to meet their functional and performance specifications and
release criteria prior to release to shipment.

In order to fulfill the regulatory requirements of the users of this product according to current
regulations and quality standards including, but not limited to, 21 CFR 210 (Current Good
Manufacturing Practice in Manufacturing, Processing, Packing, or Holding of Drugs), 21 CFR 211
(Current Good Manufacturing Practice for Finished Pharmaceuticals), 21 CFR 58 (Good
Laboratory Practice for Nonclinical Laboratory Studies), Agilent Technologies will make the
source code and documentation available to an authorized governmental or regulatory agency
for inspection at its facilities in Santa Clara, California (terms and conditions to be negotiated).

Agilent Technologies will maintain possession of all documents and their reproductions and may

require a confidential disclosure agreement to be provided by those requiring access to these
documents.

Date: March 2020

Quality Manager:

@mﬁ}m

Babita Jaln
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[leknapaumsa o Ka4ecTBe NPorpamMmMHOro
obecneyeHus

HacTosLwmm MHOOPMMPYEM, YTO MPOrPaMMHbIA MPOAYKT/CUCTEMBI

HaunmeHoBaHue 10 Homep Bepcuu

OpenlLab CDS 2.5

6b111 pa3paboTaHbl C COHAEHNEM MPoLiecca 06eCneyeHnst KayeCTBa 1 B COOTBETCTBUM

C XXM3HEHHbIM LUMKIIOM padpaboTku M0, ycTaHOBNEHHbIMW B OTAENEHUM MEeANKO-
6MONOrMYeCKMX 1 NpUKNaaHblx Hayk (LSAG) komnaHum Agilent Technologies. leTann oCHOBHbIX
TOYEK XM3HEHHOrO Lmka 10 6b1m NpoBepeHbl 1 0406peHbI OTBETCTBEHHBIM PYKOBOACTBOM.
Mepen otnpaskoi 10 66110 NPOBEPEHO M BaNMAMPOBAHO Ha COOTBETCTBME PYHKLMOHANBHbIM
1 SKCMyaTauMoHHbIM TPEOOBAHUSAM U KPUTEPUSAM FOAHOCTYU K BbIMYCKY.

[nst COOTBETCTBUSA HOPMATMBHbIM TPEOOBAHNAM, MPEAbABIAEMbIM K N0/1b30BaTENSM JaHHOIO
0O, B TOM YnCne TaknM TeKyLUMM ANMPEKTMBAM U CTaHdapTaM KadyecTBa, kak 21 CFR 210
(TekyLume NpaBuna Haanexalle NpPoM3BOACTBEHHON NPakTUKK B 06/1aCT NPOM3BOACTBA,
nepepaboTKK, yNaKoBKM U XpaHEHNS NleKkapCTBeHHbIX cpeacTB), 21 CFR 211 (TekyLime npasuna
Hagnexallen Npon3BOACTBEHHOM NPaKTMKM B 06/1aCTM rOTOBOM (hapMaleBTUYECKOM
npoaykumn), 21 CFR 58 (MpaBuna Hagnexallei nabopaTopHOM NPaKTUKN ANA HEKTMHNYECKNX
nabopaTopHbIX MCCNeaoBaHWiA) 1 ApyriMm, koMmnaHus Agilent Technologies o653yeTcs
NPefOCTaBUTb UCXOAHbIE TEKCTbI U LOKYMeHTauUMto Ha 10 NOSHOMOYHbBIM NPaBUTENBCTBEHHbLIM
W perynmpyroLLIMM opraHam Ans NpoBepKku B CBoeM oduce B 1. Banba6poH, MepmaHns (Cpoku

1 YCNOBWSA Takoro [OCTyna ABNSAKOTCS NPEAMETOM OTAENbHOM [JOrOBOPEHHOCTN).

Komnanus Agilent Technologies coxpaHsieT 3a co60i npaBa Ha BCHO JOKYMEHTALMIO 1 ee KOMnn
M MOXET NOTPeboBaTb OT TeX, KTO TpebyeT AOCTyna K 9TON AOKYMEHTaUMW, 3aKH0YeHNs
cornalleHus o HepasrnalleHum.

JaTa: Mecsu/loa

PyKO BOAWTESIb OTAENA Ka4eCTBa:
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