Baxter

Healgllca re Corporation

MEDICAL PRODUCTS - CLEVELAND FACILITY

911 North Davis Avenue, Clev?land, MS 38732, Phone: 662.843.9421, Fax: 662.846.5987

Certificate of Analysis

Product: STERILE WATER FOR IRRIGATION s USP - 1000 ML

Lot #  G101584 |
Code: 2F7114 Manufactured Date: 04/19/2012 |
i’ Expiry: APR/2015 Sterilization Date: 04/19/2012
TEST LIMIT RESULT
l Conductivity Detir_mination of nger (USP/EP}] | NMT 5 uS/em l I uS/em
| Oxidizable Subsz'a*r;:eit :_.._I Pass [| Pass
[pH at25deg C ~|[50-70 [ 56

Parti.c-le Analysis NMT 25 particles/mL >= 10 microns u ]
Particle Analysiy NMT 3 pmtic!;s/mL >= 25 microns ﬁ ]
Bacterial Endotoxin <0.25 Eu/mL = Pass L Pass 1
Steritity 1 LPass Parametric Release ” Pass ]

PARAMETRIC RELEASE IN ACCORDANCE WITH US. FDA REQUIREMENTS

THIS PRODUCT WAS MANUFACTURED ACCORDING TO CURRENT GMP, FULLFILLS THE
REQUIREMENTS OF THE MASTER PRODUCTION DOCUMENT AND TESTED TO USP COMPLIANCE.,

[‘XQQ‘L 4 D0-]D

Pr{ﬁ:ared By/Date

ELLEN SOLIZ

CLF-03-244 (04/16/12)

Change Controf #12-1672 Effective Date: 04/18/12

%L/’W (23/2

Quality Management Approval /Date

ID: 92-018  cLcoam

Page 1 of 1
oge T of SOP Ref': CL-03-01-039



X[‘El' MEDICAL PRODUCTS - CLEVELAND FACILITY

Healthcare Corporation 911 North Davis Avenue, Cleveland, MS 38732, Phone: 662.843.9421, Fax: 662.846.5987

Certificate of Analysis

Product: STERILE WATER FOR IRRIGATION, USP - 1000 ML

(” Lot #  G101840 Il

05/04/2012 ]

| Code: —— I Manufactured Date:
Expiry: MAY/2015 Sterilization Date:  05/04/2012 |
t
TEST LIMIT RESULT
Conductivity ?Etfrmination of Water (USP/EP) I NMT 5uS/cm [ 2uS/cm
Oxidizable Substances Pass _ ] l Pass
[pHat25deg. C [[50-70 o R
Particle Analysis NMT 25 particles/mL >= [0 microns 1 — ]
Particle Analysis [NMT 3 particles/mL = 25 microns | [ 0 |
| Bacterial Endotoxin <0.25 Eu/mL = Pass l Pass l
Sterility ] { Pass Parametric Release H Pass }

PARAMETRIC RELEASE IN ACCORDANCE WITH US, FDA REQUIREMENTS

THIS PRODUCT WAS MANUFACTURED ACCORDING TO CURRENT GMP, FULLFILLS THE
REQUIREMENTS OF THE MASTER PRODUCTION DOCUMENT AND TESTED TO USP COMPLIANCE.,

22l sl At 52772

Pre@ired By/Date Quality Management Approval /Date

ELLEN SOLIZ Twila Proctor

CLF-03-244 {04/16/12)

Page 1 of 1
Change Control #12-1672 Effective Date: 04/18/12 gelof

ID: 92-018

SOP Ref: CL-03-01-039



