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91-200-01

a7 a2y 7 1, 1L-EVA

s

91-200-02

a7 a Ny 7 1, 2L-EVA

91-200-05

al gy 1, 5L-EVA

91-200-10

a7 a8y 27 1, 10L-EVA

91-200-20

a7 a3y 7 1, 20L-EVA

91-200-41

a7 g %y 2, 500mL-EVA

91-200-42

al g8y 7 2 1L-EVA

91-200-43

alLZ g3y 7 3, 5L-EVA

91-200-45

alL 73223y 7 3, 10L-EVA

91-200-47

a7 a3y 7 3, 20L-EVA

91-200-48

alL 2 a2Ny 7 3, 50L-EVA

91-200-36

a7 a Ny 7 4, 10L-EVA

91-200-39

ALy g Ny 7 4, 20L-EVA

91-200-82

a7 a 8y 7 6, 100L-EVA

91-200-83

alLZ a3y 7 6, 200L-EVA

91-200-84

M 7 28 3 23y 7 500mL

91-200-85

M 7 28029 Xy 7 1L

91-200-86

M 7 20 g 8y 7 3L

91-200-87

M 7 20 5 8y 7 5L

91-200-88

R RAT/S >~ 77, 50mL

91-200-89

WAERE/ N 7', 250mL

91-200-90

HRERIF/N > 77, 500mL

91-200-91

R RAT/S >~ 77, 750mL

91-200-78

MfpssE o v h—s3> 7 201

91-200-92

MR n v I —/Ny 7 221

91-200-79

MifakEsE e v I —/Ny 77 10L

91-200-80

MifasEE e v I —Sy 7 2L

91-200-81

k& o v h— N 7 50L
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NU UMYy 77 SL, HYPERStack M
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91-300-25 | #2774 F—. 100L, #7107z AH, 3D H
91-300-35 | # 7 74 F—, 200L, #rV 7=7=#3, 3D H
91-300-20 | # > 27 7 A F7—, 130L, 2D H
91-300-30 | # > 27 7 A F—, 200L, 2D H
91-300-80 | # > 7 7 A 7 —, 1090L, 2D H
o B PREENZ
Yersion A
CoC Version A
Specification: 25.0-45.0

Irradiation Dose

Units: kGy
Test
Results: Pass
Inspection This lot has heen 100% visually inspected per specification
Biological All product contact materials have passed USP Class VI testing (USP <88>) and/or
Reactivity ISO 10993

Cytotoxicity

All praduct contact films have passed cytotoxicity testing (USP <87> MEM
Elution)

Physicochemical

All praduct contact films have passed USP Physiochemical Tests for Plastics (USP
<661>).

EP Testing

All product contact films have passed EP <3.2.2.1> “Plastic Containers for
Aqueous Solutions for Parental Infusion”.

Endotoxin

Samples of representative lot are routinely tested in periodic validations for the
presence of endotoxin per the USP Bacterial Endotoxin Test (USP <85>). Aqueous
extracts contained <0.25 EU/ml as determined by the Limulus Amebocyte Lysate
Test (LAL).

Particulate

Samples of representative lot have been routinely tested in periodic validations
and have passed requirements per Particulate Matter in Injections Light
Obscuration Particulate Count Test (USP <788>).

Sterility

Routine Sterility testing is performed on representative lot samples following
ANSI/AAMI/ISO 11137 guidelines. Periodic Validation has determined that an
irradiation dose of 25.0 —45.0 kGy provides a minimum Sterility Assurance Level
of SAL 10°® for product contact surfaces.
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Version B
CoC Version B
Irradiation Dose Sp?cificqtion: 25.0-45.0
Units: kGy
Test
Results: Pass
Inspection This lot has been 100% visually inspected per specification
Biological All product contact materials have passed USP Class VI testing (USP <88>) and/or
Reactivity ISO 10993
Samples of representative lot are routinely tested in periodic validations for the
d . presence of endotoxin per the USP Bacterial Endotoxin Test (USP <85>). Aqueous
B extracts contained <0.25 EU/ml as determined by the Limulus Amebocyte Lysate
Test (LAL).
Samples of representative lot have been routinely tested in periodic validations
Particulate and have passed requirements per Particulate Matter in Injections Light
Obscuration Particulate Count Test (USP <788>).
Routine Sterility testing is performed on representative lot samples following
Sterility ANSI/AAMI/ISO 11137 guidelines. Periodic Validation has determined that an
irradiation dose of 25.0—45.0 kGy provides a minimum Sterility Assurance Level
of SAL 10® for product contact surfaces.
Version C
CoC Version C
rradiation Dose Sp?cificqtion: 25.0-45.0
Units: kGy
Test
Results: Pass
Inspection This lot has been 100% visually inspected per specification
Biological All product contact materials have passed USP Class VI testing (USP <88>) and/or
Reactivity I1SO 10993
Samples of representative lot are routinely tested in periodic validations for the
Endotoxin presence of endotoxin per the USP Bacterial Endotoxin Test (USP <85>). Aqueous
extracts contained <0.25 EU/ml as determined by the Limulus Amebocyte Lysate
Test (LAL).
Samples of representative lot have been routinely tested in periodic validations
Particulate and have passed requirements per Particulate Matter in Injections Light
Obscuration Particulate Count Test (USP<788>).
Routine Sterility testing is performed on representative lot samples following
Sterility ,.QNSI{’A%\MI;’ISO 11137 guidelines. Period.ic Valida.tic.)n has dettle.rmined thatan
irradiation dose of 25.0—45.0 kGy provides a minimum Sterility Assurance Level
of SAL 107 for product contact surfaces.

© 2022 Corning Incorporated. All Rights Reserved.



a—=F1o8—FarkRert T107-0052 Tel: 03-3586-1996
SATYAIURARER RREEERRIR 1-11-44 Fax: 03-3586-1291

C ORNING FIRAB— T4 T www.corning.com/lifesciences

Version D
CoC Version D
- Specification: 25.0-45.0
Irradiation Dose P ) _
Units: kGy
Test
Results: Pass
Inspection This lot has been 100% visually inspected per specification
Biological All product contact materials have passed USP Class VI testing (USP<88>) and/or
Reactivity ISO 10993
Cytotonxicity All p.roduct contact films have passed cytotoxicity testing (USP <87> MEM
Elution)
. . All product contact films have passed USP Physiochemical Tests for Plastics (<USP
Physicochemical
661>).
. All product contact films have passed EP <3.2.2.1> “Plastic Containers for
EP Testing . _ ..
Aqueous Solutions for Parental Infusion”.
Samples of representative lot are routinely tested in periodic validations for the
Endotoxin presence of endotoxin per the USP Bacterial Endotoxin Test (USP <85>). Aqueous
extracts contained <0.25 EU/ml as determined by the Limulus Amebocyte Lysate
Test (LAL).
Samples of representative lot have been routinely tested in periodic validations
Particulate and have passed requirements per Particulate Matter in Injections Light
Obscuration Particulate Count Test (USP <788>).
Version F

CoC Version F

. Specification: 25.0-45.0
Irradiation Dose P ] _
Test Units: kGy
Results: Pass
Inspection This lot has been 100% visually inspected per specification
Biological All product contact materials have passed USP Class VI testing (USP <88>) and/or
Reactivity ISO 10993
. . All product contact films have passed USP Physiochemical Tests for Plastics (USP
Physicochemical
<661>).
Sterilit The Finished Product’s fluid path has been validated according to ANSI/AAMI/1SO
y 11137 with a 10°® Sterility Assurance level (SAL).
Yersion G
CoC Version G
Specification: 25.0-45.0
Irradiation Dose p' _
Test Units: kGy
Results: Pass
Inspection This lot has been 100% visually inspected per specification
Biological All product contact materials have passed USP Class VI testing (USP <88>)
Reactivity and/or ISO 10993
. . All product contact films have passed USP Physiochemical Tests for Plastics
Physicochemical
(USP <6615).
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Version H
CoC Version H
Specification: 25.0-45.0
Irradiation Dose P ] _
Units: kGy
Test
Results: Pass

Inspection This lot has been 100% visually inspected per specification

Biological All product contact materials have passed USP Class VI testing (USP <88>) and/or

Reactivity ISO 10993

. . All product contact films have passed cytotoxicity testing (USP <87> MEM
Cytotoxicity P P Y Y g
Elution)
. . All product contact films have passed USP Physiochemical Tests for Plastics (USP
Physicochemical
<661>).
. All product contact films have passed EP <3.2.2.1> “Plastic Containers for
EP Testing . . .
Aqueous Solutions for Parental Infusion”.

Endotoxin Samples of representative lot are routinely tested in periodic validations for the
presence of endotoxin per the USP Bacterial Endotoxin Test (USP <85>). Aqueous
extracts contained <0.25 EU/ml as determined by the Limulus Amebocyte Lysate
Test (LAL).

Samples of representative lot have been routinely tested in periodic validations

Particulate and have passed requirements per Particulate Matter in Injections Light
Obscuration Particulate Count Test (USP <788>).

Version 1
CoC Version I
Specification: 25.0-45.0
Irradiation Dose P ) _
Test Units: kGy
Results: Pass

Inspection This lot has been 100% visually inspected per specification

Biological All product contact materials have passed USP Class VI testing (USP<88>) and/or

Reactivity ISO 10993
Samples of representative lot are routinely tested in periodic validations for the

Endotoxin presence of endotoxin per the USP Bacterial Endotoxin Test (USP <85>). Aqueous
extracts contained <0.25 EU/ml as determined by the Limulus Amebocyte Lysate
Test (LAL).

Samples of representative lot have been routinely tested in periodic validations

Particulate and have passed requirements per Particulate Matter in Injections Light
Obscuration Particulate Count Test (USP <788>).
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Version J

CoC Version J
Each manufacturing lot is sampled and tested in accordance with Standard
Operating Procedures.

Inspection Visual Attributes: Visual examination of the product.

Packaging: Inspection for packaging integrity, accurate labeling, and correct

product configuration.

Biological All product contact materials have passed USP Class VI testing (USP <88>) and /

Reactivity or 1SO 10993

Fully assembled Cryogenic Containers are gamma irradiated. Dosimeter
Gamma measurement confirms all portions of the packing environment received 25-50

Irradiation kGy. The minimum dose of 25 kGy has been validated as the

SAL 10-6 dose in accordance with ANSI/AAMI/1SO 1137-2 Method VD max25.

Samples of finished containers were tested for the presence of endotoxin (per

Endotoxin the USP Bacterial Endotoxin Test). Aqueous extracts contained < 20 EU/device as

determined by the Limulus Amebocyte Lysate Test (LAL).
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