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Validation Checklist

= USP Class VI, USP <88> Yes
= Cytotoxicity, USP <87> Yes
= Physicochemical, USP<661> Yes
= ADCF Yes
= Bioburden Yes
= Bacterial Endotoxin LAL Yes
= Long Term Sterility In Progress
= Leak Testing Integrity Yes
= Long Term Shelf Life In Progress
= Seal Strength Yes
= Horizontal Impact Yes
= Drop Test Yes
= Film Cycle Testing Yes

Film Physical Testing Yes
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Quality Control

=  GMP Compliant Facility Yes
= |SO 9001:2008 Yes
= [SO 7, Class 10,000 Cleanroom Yes

= Supply Chain Backup:

- Resins No

- Films Yes
- Converters Yes
- Processes Yes

= All products fully traceable
= All products 100% Leak Tested

= All products 100% Light Board Visually Inspected
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Quality Assurance

RIM Bio is ISO 9001:2008 certified
All drawings and product specifications are reviewed.
All components and raw materials are inspected before use.

All manufacturing and inspection standards are validated before
production begins.

All Bio-Process products and components are assembled in the
Clean room.

All components have strict lot control and traceability.

RIM Bio performs extensive component and product reliability testing in-
house and through certified third party laboratories.

RIM Bio utilizes inspection and test methods to specific industry
requirements.

RIM Bio test methods include but are not limited to:

Class VI Toxicity
Cytotoxicity

Hemolysis
Physicochemical

Heavy Metals

Bacterial Endotoxin LAL
Particulate Control
Mechanical Properties
Water Vapor Transmission Rate
Oxygen Transmission Rate
Film Transparency
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QRIS

Certificate of
Management System Certification

This is to certify the quality management system of

CHANGZHOU RM BIO CO., LTD.
Unified Social Credit Code :  913204116925860136

ADDRESS: NOU6, HUANBAO ¥1 ROAD, XINBEI DISTRICT, CHANGZHOU, JIANGSL PROVINCE PC.: 213000
Is in conformity with
IS0 9001:2008

This certificate covers the following area

PRODUCTION AND SALE OF DISPOSABLE BIOCHEMICAL LIQUID
STORAGE BAG (EXCEPT FOR LICENSED PRODUCT)

Initial Certification Date: NOV. 19, 2013 Issue Date: From OCT. 10, 2016

Validity Period: From OCT. 10, 2016 To SEP. 15, 2018

Certificate No.: M43116Q20884R1M General Manager: -Zi‘» q-. ,ﬁ_—

JAS-ANZ

o ———

MANAGEMENT SYSTEM
M4 T0800CE
Certified cliemt shall receive at least one surveillance sudil every year within the walidity period,
the cemificate shall onty be valid when used in conjunction with the Motice Letter of Annuasl Survellance Certification Decision &

Information on this certificate could be verified on the official website of Certification and Accreditation
Administmtion of the People’s Republic of China {www.cnca.gov.en ) and hitpoiwana jas-ane orgfregister and www. hxge.cn m

Beijing Daluhangxing Quality Certification Center Co.,Ltd.

Address: No.Jia 12, Yuquan road, Haidian district, Beijing, PR. China  P.C.: 100143




Gamma Irradiation Certificate
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Changzhou Atomic Hi-tech Radiation Co., Ltd.

R E A

Environmental Protection Industry
NO: 040481

3% B iE B

CERTIFICATE OF IRRADIATION

R T AR R AT B A W UE B0 S (Irradiation License No) @ 320407000012923
% P 2 FR(Customer): Fdt BN (M) HRAR

7 i 4 #7(Description): 20LBioprocss Container

77 i3 S(Lot No): 20140211-1

MBI (Radiation Date) : 20140214

i ALY (Radiation Lot) : 140214004

4 P8 30 5 (Quantity):20pes

% sk & (Sterilization Dose Required Customer)

BALHE (Minimum Dose) :25KGy  f M #& (Maximum Dose ) :37.5KGy

B N B e R AR IR A PR 2 AR L TE ) L B D2 A Bl -60y BT IR AR, R
TR P R 3 ol T 52 R R RS R A AR B B AR AR, S PR RO R R
Changzhou Atomic Hi-tech Radiation Co., Ltd. hereby certifies that the above products had been
irradiated by the ®*Co y-ray and meet the dose requirement from customer. Actual absorbed dose
had been measured through our dosimetric system with acceptable precision and accuracy is as '
follows:

7 it Sk B B R M ) & - (Minimum Absorbed Dose) :26.8KGy
&4 FK (Dosimeter Name ) : K,.Cr,0-(Ag) 7/ T ANifi & f& (Dosimeter uncer amty) 2.0%)
S (Dosimeter Lot No.) : 20131015 %k (Issued by

FI (Dates ww u

PO GO Q 650 C9 00 6O e DD PSe TS0 9eIEEEEPEIIERIEISIOCDPAEETEDe DS
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Effective: Jan 1, 2012

Subject: Bovine Spongiform Encephalopathy (BSE)/Transmissible Spongiform Encephalopathy
(TSE)

TSE/BSE Statement

All materials used by RIM Bio, Inc. for the manufacture of single-use BioProcess containers are
required to be free from any raw materials or substances derived of animal origin. Additionally,
our manufacturing process does not use any ingredients of animal origin, nor do our products
come in contact with animal products during storage and transportation. RIM Bio maintains
Certificate of Origin information for all raw materials and components used in all manufacturing
Lots for full product traceability.

It is the position of RIM Bio, that Bovine Spongiform (BSE) / Transmissible Spongiform
Encephalopathy (TSE) should not be a concern to any customer using our products or
assemblies in their production processes.

If you have any questions or require further information, please contact us or visit our website at
www.rimbio.com.

Sincerely,

Steven Spear
Vice President of Sales
RIM Bio, Inc.

This information is considered accurate as of the date appearing above. The Recipient is responsible for determining whether the
information in this document is appropriate for the Recipient's use. RIM Bio cannot control how this information is used and
therefore, assumes no obligation or liability.
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Latex / Phthalate Statement

Effective: Jan 1, 2012
Subject: No Latex and Phthalates in manufactunng process
Latex / Phthalate Statement

All materials used by RIM Bio, Inc. for the manufacture of single-use BioProcess containers are
required to be free from Latex and Phthalate plasticizers. Additionally, our manufacturing
process does not use any Latex or Phthalate ingredients, nor do our products come in contact
with these materials during storage and transportation. RIM Bio maintains Certificate of Origin
information for all raw materials and components used in all manufacturing Lots for full product
traceability.

It is the position of RIM Bio, that Latex and Phthalate should not be a concemn to any customer
using our products or assemblies in their production processes.

If you have any questions or require further information, please contact us or visit our website at
www.rimbio.com.

Sincerely,

Steven Spear
Vice President of Sales
RIM Bio, Inc.

This information is considered accurate as of the dale appearing above. The Recipient is responsible for determining whether the
information in this document is appropriate for the Recipient's use. RIM Bio cannot control how this information is used and
therefore, assumes no obligation or liability.
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NxFlex™ F1000 Film

PRODUCT DESCRIPTION

Nt Flax™ F1000 is a clean medical grade mult-layer film designed for bicprocass applications such as 2-D hanging pillow bags
for media storage and transport. The film has been developed for mechanical performance and biccompatibility.

FILM CONSTRUCTION

The Inner solution contact layer, is a custom formulated EVA copolymer designed with the purpose of minimizing extractables.
An additional polyethylena (PE) layer is then added to this composite film.

To minimize gas diffusion, a layer of polyethylene vinyl alcohol copolymers (EVOH) is coextruded between two layers of medical
grade polyethylane (PE) to provide excellent gas barrier properties.

The Outer, non-contact layer is medical grade polyethylene (PE) created from the outer surface of the PE'EVOH coextrusion.

The combination of these specially salactod film layers creates a visually clear and flexible multi-layer film that is also
machanically strong and punciura resistant.

VALIDATION

All NxFlax™ films undergo extansive physical and biocompatibility testing before release. We supply a Certificate of
Conformanca with each shipment to ensure adherence o specifications and for lot traceability.

ANIMAL DERIVED COMPONENT FREE
In the production of MxFlex™ films, no animal derived components or materials are used in the manufacturing process. The films
are considered safe for use in food and bio-pharmaceutical applications.

Physical Data Characleristics

PROPERTY TEST PROTOCOL AVERAGE VALUES
QOUTER LAYER Film Gauge 335 pm
27 um Tensile Strength (MD) {M/15mm}) ASTM D8E82 741 N15mm
_ 121: E? Tensile Strength (TD) (M15mm) ASTM DeB2 71.5 N'15mm
Ultimate Elongation (MDO}{%:) ASTM D882 aret:
_ 35 pym Ultimate Elongation (TO)%) ASTM DES2 4849,
230 um Oxygen Transmission Rata ASTM D3085 1.74 co/m™day
Moisture Vapor Transmission Rate | ASTM F1240 1.23 g/m® /day
CONTACT LAYER Solution Contact Matarial EVA/LLDPE Eland
Temperatura Hange -T05C to 60°C
Sterilizable Range 25kGy to 50kGy

-

Biocompatibility Data (Post Gamma Irradiation @ min. 25kGy)

-

PROPERTY TEST PROTOCOL AVERAGE VALUES
EVOH USP Class VI USP 26 <88 Pass
EVA/LLDPE Cytotoxicity USP 26 <87 Pass

MNon Volatile Residua USP 26 <B661> <2 mg

Heavy Metals USP 26 <661 =1 ppm

Buffaring Capacity USP 26 <B6681> =1 mL

Z RIM Bio, Inc.

* All biocompatibility testing performed by Toxikon Corporafion, Bedford, NA.

Single Use BioProcess Containers

CONFIDENTIAL 2017 RIM Bio, Inc

Phone: 206-362-3092
Email: infoi@rimbio.com
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Leaders in Life Science and Technology

TEST RESULT CERTIFICATE

Sponsor RIM Mediesl, LLC Technical nitiation 1/26/2005

Address PO Box 880 Technical Completion 2/6/2005
Tnman, South Caroling 29349

Contaet Seotr Wamen Report Date 2172006

PO Number  P2A0S-0H2 Project Number 09-0067-N2

Test Article | Nxllex 20002 Ratio 120 cm®/20 mL

LISP (9% Sodiwn Chleride for
Injection (NaCl), Cattonseed 0l

LotBatch § | Not Supplisd by Sponsor Vehicles (CSOY, 1in 20 Ethunwl in NuCl
{EtOIT), and Pelysthylens Glycol
40D (MLG)

e x 4 Extraction -
Study Class V] Test— USP Conditions 70 +2 °C for 24 + 2 hours

Per Sponsor's specificetions, testing was conducted on the oppuosile side of the surface marked

Comments wTest Faca™,

REFERENCES: The stsly was conducted ased upon the following references: USP 31, NI 24, 2008.
<8~ Biological Reactivity Tests, Jn Five,

ISOAEC 17028, 2005, General Requiremens (or the Campetence of Testing and Calidration Laborarorics.

GENERAL PROCEDURE: The extraction conditions were pecformedd as stated above  The Lest article extracts
and corresponding blanks were injected systemically and intracutancously in mice and rasbits, respectively. The
injectinns were in the amaounts and roctes set forth by LSP, including the further dilution of the extracts prepared
wilth PEG. Tl animuls were observed for sigis of loxicily amd skin veactivity fon up to 72 hows post trzatneat. In
uddition, the test article was implanted inio the pusavertebral muscles of rabbils for 7 days and observed
macroseopieally for signs of hemorrhage, necresis, diseoloration, encapsularion, and infaction.

RESULIS: More of the mice injected with the test orticle extructs exkibited any sigre of Loxicily in the Systemic
In;zction Test. In additior, none of the rabbits injected intracutaneously with the test arlicle extracts exhibited any
signs of ervthema, cdema or clinical texicity, Tn both the Systemic end Intracutzncous Tests the conteols were
normal through 72 hours. Alsn, the implant sites exhibited no significant signs of hemorrhage, necrosis,
discoloiation, sncagsulation, o afection compaied witl the cont ol sites.

CONCLUSION: The test artic ¢ meets the requirements of the guidalnes for the Biclogiczl Test for Plastics,
Class VI - 70 °C,

AUTHORIZED PERSONNEL:

MM
Melissa Munring, B.S.
Quality Assurance

Toxikon Corporation » 15 Wiggins Avenue * Bedlord, Massachusel s £1730
BOO458.4141 » Main 781.275.3330 » Fax 78 .27 L1 136 ® www toxikor.com

CONFIDENTIAL 2017 RIM Bio, Inc
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Leaders in Life Science and Technology

TEST RESULT CERTIFTICATE

Sponsor UM Medical, LLC Techuicnl Lnitintbon 171132008

Address 20 Hox 8RN Technical Completion 1162009
nmin, Sonth Camling 29349

Contact Scott Warren Report Date 12002009

P.O. Number 20080102 Project Number 09-0067-N1

Test Article | NxFlex 2000-2 Ratio 123 em™ 20 mL

Se un=Supplemented
Laot/Batch ¥ Nut Supplicd by Speasar Vehicle (Complete) Minimum Fasential
Medium (MEM)

X ; R e Fxtraction . |
Study LY29 MM Elution Test— USP Canditlons 37L1°C for 24 + 2 howrs

Comments ::;:‘;:unsuﬁ specifications, L1e exposure ralio was caleulated for only anc side of the test

REFERENCES: The study was conducted based upon the following referznces: TSP 31, NF 26, 2008.
47> Biologicul Reactivily Tests, fn Vitre

ISOVEC 17025, 2008, General RPequiraments for the Competeree of Testing sad Cslibration Lutorulories.

CENERAL PROCEDURE: The biologicul reactivily f a mammalian monclayer, L929 mouse tibroblast ezl culre,
in response to the test article extract was determined.  Test artiele extract wes preparcd os smated above. Pesifive control
(Naturnl Rubber) and nagative control (Negative Control Plastic) aiticles were prepared to verity the proper functioning
of e et systam. The s anticks o contiol article extracts were wsed to replace the maintenance medium of the cell
culture. All cultures wers incabeses in duplicute for 4% hours, ut 37 £ 1 °C, s a humidified atmosphara contsining

§ = 1% carbon dioxide. Biological reactivity {cellular degeneration and ma formarion) was rated on a scals from

Grade 0 (Mo Ronctivity) to Grade 1 (Severe Renwtivity). The tect srticle mel the requiremants of the wet if noae of the
cultures exposed to the test ariicle showed greater than o Mild Keactivity [ Grade 2).

RESULTS: No signs of reactivity (Grade 0} were exhibited by the cell cultures exposed to the test anticle cxiract or the
negative cantrol article extmct ot the 48 hour ohservations. Severe signs of reactivity (Grade 1) were observed for the
positive control sticle extnset sl e 48 o ol sation.

CONCLUSION: The test artieke is ecnsidered non eytotoxic and meers the requirements of the [lution Tesr,
USP guidelines.

AUTHORIZED PERSONNEL:
7 _
\'f 4‘{» il /U
L apoly )L /W
mmm.‘:rmb Ph.D. '\:l “:ﬂnd‘; Mo&

Toxikon Carparation = 15 Wiggins Averue » Bedford, Massachusetts 01730
AU0438.A141 * Mam 7812753330 = Fox 78127 11136 B www.toxikon.com
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Leaders in Life Science and Technology

TEST RESULT CERTTFICATE

Spensur Riin Medical, 11.C Technical Initiation l."llfl'UU‘n‘_-

Address PC) Box 880 Technical Completion 1/23/2009
Ty, St Caanalive 29549

Contact Scott Warren Report Date 12972009

P.O. Number  P2009-0]02 Prajert Number 08-0067-N3

Test Article | NxFlex 2000-2 Rutiu 120 em™20,0 mL

Lot/Hatch # = Not Supplics Vehiele Purified Water

Seudy Physicochemical Test for Plasties - USP | om0 | 70+2°C fin 24 + 2 houes

Comments | Side marked Test Fave nol wesied.

REFERENCES The study was condacted bused upon the following refersaces: ISP 31, NF 26, 2008. Monograph
<46 1> Containers, Physicochermical Tests—Plastics.

ISOVIEC 17025, 2008, General Requirerents for the Competence of Testing and Calibration Latoratories.
GENERAL PROCEDURE: The tes artic'@ vwas exracted in purified water after rinsing in purified water. ‘The

following tests were conducted in arder to detenmine nhysical and chemical properties of the lest article’s extracts:
Nonvolatile Residue, Residue on lemubon, Heavy Melals, and Buffering Capacity.

RESULTS:
TEST ACCFPTARLE LEVEL TEST RESULT
Nonvolanic Kesidu: 2 15mg 0.2 mg. Meets Unterin
Ressitlune v Typitivon <imy Mot Applicalile
Heavy Metals < 1 apm Ieets Critera
Bufferng Capacity £ 10mL (.20 mL, Meets Criteria

CONCT.IISTION: The test amicke maars oriteria 0f tha TISP Phygicnchamical Tast fior Plastes hasad npan the metheds
empluyed.

AUTHORIZED PERSONNEL
) \ ; —r
Unedad. (s T Ay A
| A A YAl Al hedsidd-~ derewae il

Amtul Qamar, M8, ° o Kalberine lownsend, B.S,

Stuly Divestin Quslily Assuranes

Toxikon Corporation = 15 Wiggins Avenue = Bedlord, Massachusets 01730
BODASBANAT « Main 781.275.3330 = Fax 781 27 1.1 136 ™ www.toxikon.com
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NxFlex™ F1000C1 Film

PRODUCT DESCRIPTION

mFuFlmlmammmw«ﬁthym high performance bioprocess applications,
particularly cell culture bags on rocking platiorms. This film is designated for use in high flexure applications that require
exceptional toughness and maximum resistance to flex-cracking.

FILM CONSTRUCTION

The Inner solution contact layer, is a custom formulated EVA copolymer designed with the purpose of minimizing extractables.
An additional poly ethylene (PE) fie layer is then added to this composite film during lamination.

Tommegnd‘hsm layer of polyathylene vinyl alcohol oopolym(EVOO-l)sooexﬂ‘udedbeMaenaPA(nﬁon)la/ef
and a layer of mediical grade polysthylena (PE) to provide gas barrier prop

The Outer, non-contact strength layer is the polyamine (Nylon) surface that is coextruded with the EVOH and medical grade
polyathylene (PE) layers.

The combination of these specially selected film layers creates a visually clear and flexible multi-layer film that exhibits maximum
flex-crack resistance.

VALIDATION
All NxFlex™ films undergo extensive physical and biocompatibility testing before release. Waa.qiya(.‘anﬂmd
Conformance with each shipment to ensure adherence to spedifications and for lot

ANIMAL DERIVED COMPONENT FREE

In the production of NxFlex™ films, no animal dedved components or materials are used in the manufacturing process. The films
are considered safe for use in food and bio-phammaceutical applications.

Physical Data Characteristics

OUTER LAYER PROPERTY TEST PROTOCOL AVERAGE VALUES
] ;i:m Fam Gauge 380 pm
-mpm Tensile Strength (MD) (N'15mm) | ASTM DB82 70 NASmm
Tensile Strength (TD) (N‘i5mm) | ASTM DBB2 62 N/15mm
Utimate Elongation (MD){%) ASTM DBB2 39%%
- 290 pm Uimate Elongation (TD)(3) ASTM DBB2 484%
Oxygen Transmission Rate ASTM D3985 2.17 comiiday
CONTACT LAYER Moisture Vapor Transmission Rate | ASTM F1249 2.32 g/m?/day

Bea

EVOH
PROPERTY TEST PROTOCOL AVERAGE VALUES
L USP Class VI USP 26 <BB> Pass
B eva Cytotoxicity USP 26 <B7> Pass
Non Volatie Residue USP 26 <661> <2mg
Heavy Metals USP 26 <661> <1 ppm
Buffering Capacity USP 26 <661> <iml
* All iocompatibility testing performed by Towkon Corporation, Bedford, MA.
RIM Bio, Inc. e e
Eman. Info@rmbia.cam
Single Use BioProcess Containers Web: W [IMDIO.COm
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Leaders in Life Science and Technology

TEST RESULT CERTIFICATE
Sponsor RIM Bio, Incorporated Technical Initiation 7/26/2010
Address 1332 235th Place SE Technical Completion 8/5/2010
Sammamish, Washington 98075

Contact Steven Spear Report Date 8/2072010

P.O. Number 071910 Project Number 10-3140-N3

Test Article | NxFlex F1000C Film Ratio 120 em?/20 mL
USP 0.9% Sodium Chloride for
Injection (NaCl), Cottonseed Qil

Lot/Batch # | Not Supplied by Sponsor Vehicles (CS0O), 1 in 20 Ethanol in NaCl
(EtOH), and Polyethylene Glycol
400 (PEG)

Study Class V1 Test ~ USP Extraction | ., 5 oC for 24 £ 2 hours

Conditions
Comments None

REFERENCES: The study was conducted based upon the following references: USP 32, NF 27, 2009.
<88> Biological Reactivity Tests, /n Vive. -

ISO/IEC 17025, 2005, General Requirements for the Competence of Testing and Calibration Laboratories.

GENERAL PROCEDURE: The extraction conditions were performed as stated above. The test article extracts
and corresponding blanks were injected systemically and intracutaneously in mice and rabbits, respectively. The
injections were in the amounts and routes set forth by USP, including the further dilution of the extracts prepared
with PEG. The animals were observed for signs of toxicity and skin reactivity for up to 72 hours post treatment. In
addition, the test article was implanted into the paravertebral muscles of rabbits for 7 days and observed
macroscopically for signs of hemorrhage, necrosis, discoloration, encapsulation, and infection.

RESULTS: None of the mice injected with the test article extracts exhibited any signs of toxicity in the Systemic
[njection Test. [n addition, none of the rabbits injected intracutancously with the test article extracts exhibited any
signs of erythema, edema or clinical toxicity. In both the Systemic and Intracutaneous Tests, the controls were
normal through 72 hours. Also, the implant sites exhibited no significant signs of hemorrhage, necrosis,
discoloration, encapsulation, or infection compared with the control sites.

CONCLUSION: The test article meets the requirements of the guidelines for the Biological Test for Plastics,
Class VI - 70 °C.

AUTHORIZED PERSONNEL:

Sarah Goulet, M.S.
Study Director

Toxikon Corporation = 15 Wiggins Avenue = Bedford, Massachusetts 01730
800.458.4141 » Main 781.275.3330 = Fax 781.271.1136 P www.toxikon.com
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Leaders in Life S5cience and Technology

TEST RESULT CERTIFICATE
Sponsor RIM Bio, Incorporated Technical Initiation 7/12/2010
Address 1332 235th Place South East Technical Completion 7/15/2010
Sammamish, Washington 98075

Contact Steven Spear Report Date 7/23/2010

P.O. Number 07062010 Project Number 10-3140-N1

Test Article | NxFlex F1000C Film Ratio 120 em?/20 mL
Serum—Supplemented

Lot/Batch # Not Supplied by Sponsor Vehicle (Complete) Minimum Essential
Medium (MEM)

. Extraction
Study L1929 MEM Elution Test - USP Conditions 37 £ 1°C for 24 = 2 hours

Comments None

REFERENCES: The study was conducted based upon the following references: USP 32, NF 27, 2009.
<87> Biological Reactivity Tests, In Fitro.

ISO/IEC 17025, 2005, General Requirements for the Competence of Testing and Calibration Laborataries.

GENERAL PROCEDURE: The biological reactivity of a mammalian monolayer, L929 mouse fibroblast cell
culture, in response to the test article extract was determined. Test article extract was prepared as stated above.
Positive control (Natural Rubber) and negative control (Negative Control Plastic) articles were prepared to verify the
proper functioning of the test system. The test article or control article extracts were used to replace the maintenance
medium of the cell culture. All cultures were incubated in duplicate for 48 hours, at 37 £ 1 °C, in a humidified
atmosphere containing 5 + 1% carbon dioxide. Biological reactivity (cellular degeneration and malformation) was
rated on a scale from Grade 0 (No Reactivity) to Grade 4 (Severe Reactivity). The test article met the requirements of
the test if none of the cultures exposed to the test article showed greater than 2 Mild Reactivity (Grade 2).

RESULTS: No signs of reactivity (Grade 0) were exhibited by the cell cultures exposed to the test article extract or
the negative control article extract at the 48 hour observations. Severe signs of reactivity (Grade 4) were observed for
the positive control article extract at the 48 hour observation.

CONCLUSION: The test article is considered non—cytotoxic and meets the requirements of the Elution Test,
USP guidelines.

AUTHORIZED PERSONNEL:

~sb=e

Franck Grall, Pharm.D., Ph.D.
Study Director

Toxikon Corporation * 15 Wiggins Avenue = Bedford, Massachusetts 01730
800.458.4141 » Main 781.275.3330 = Fax 781.271.1136 P www.toxikon.com
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=~ Leaders in Life Science and Technology

TEST RESULT CERTIFICATE

Sponsor RIM Bio, Inc Technical Initiation 7/12/2010
Address 1332 235th Place SE Technical Completion 7/14/2010

Sammamish, Washington 98075
Contact Steven Spear Report Date 715/2010
P.O. Number 07062010 Project Number 10-3140-N2
Test Article | NxFlex F1000C Film Ratio 120 em?20 mL
Loi/Batch# | Not Supplied By Sponsor Vehicle Water For Injection (WFT)
Study Physicochemical Test for Plastics - USP | goriaetion | 7022 °C for 24 2 hours
Comments None

REFERENCES The study was conducted based upon the following references: USP 32, NF 27, 2009. Monograph
<66 1> Containers, Physicochemical Tests—Plastics.

ISOYIEC 17025, 2005, General Requirements for the Competence of Testing and Calibration Laboratories.
GENERAL PROCEDURE: The test article was extracted in WFI after rinsing in WFL. The following tests were

conducted in order to determine physical and chemical properties of the test article’s extracts: Monvolatile Residue,
Residue on Ignition, Heavy Metals, and Buffering Capacity.

RESULTS:
TEST ACCEPTABLE LEVEL TEST RESULT
MNonvolatile Residue = 15mg 0.2 mg, Meets Criteria
Residue on Ignition $5mg Not Applicable
Heavy Metals <1ppm Meets Criteria
Buffering Capacity =10 mL 0.015 mL, Meets Criteria

CONCLUSION: The test article meets criteria of the TSP Physicochemical Test for Plastics based upon the methods
employed.

AUTHORIZED PERSONNEL
AQMMV —elce ﬁ&’i@@%ﬂﬂﬁdﬁi o)
Amtul Qamer, M.S, —_— Felice Randi LaMadeleine, B.S., RQAP-GLP

Study Director Quality Assurance

Toxikon Corporation * 15 Wiggins Avenue = Bedford, Massachusetis 01730
200458 4141 = Main 781.275.3330 « Fax 781.271.1136 »www toxikon.com
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NxFlex™ F4000D1 Film

PRODUCT DESCRIPTION

NxFlex F4000D1 s a medical grade, 5-Layer film specifically designed fior bioprocess applications such as large 2-D Pillow Bags
(Sﬂ.wbget)amm&Dmm This film utilizes an extremely inert PE solution contact layer to minimize

exhu:l.w.lie; This film has been developed for darity, high mechanical performance, puncture and tear resistance, and bio-

FILM CONSTRUCTION

The Inner solution contact layer, is a haghly inert, medical grade polyethylene (PE) custom formulated with the purpose of
minimizing extractables. An additional thin tie layer is incorporated in this composite film during lamenation.

To minimize gas diffusion, a layer of polyethylene vinyl alcohol copolymers (EVOH) is coextruded between a PA (Nylon ) layer
and a layer of medical grade polyethylene (PE) to provide excellent gas barrier properties.

The Outer, non-contact strength layer is the polyamide (Nylon) surface that is coextruded with the EVOH and medical grade
polyethylene (PE) layers.

This 5-layer composite construction creates a visually dear and flexible flm with very high mechanical strength and good impact
and tear resistance. This film offers an excellent soluion for large BPC's that require the most inert solution contact layer for the
highest bio-compatibility requirements.

VALIDATION
All NxFlex™ films undergo extensive physical and biocompatibiity testing before release. We supply a Certificate of
Conformance with each shipment to ensure adherence to specifications and for lot traceability .

ANIMAL DERIVED COMPONENT FREE
In the production of NxFlex™ films, no anmal derived components or materials are used in the manufacturing process. The films
are considered safe for use in food and bio- pharmaceutical applcations.

Physical Data Characteristics

PROPERTY TEST PROTOCOL AVERAGE VALUES
Fim Gauge 350 ym
08 pm Tensile Strength (MD) (N'15mm) | ASTM D882 80.4 N'15mm
48 pm Tensile Strength (TD) (V'15mm) | ASTM D882 76.9 N/'15mm
I o Uliimate Elongation (MD)(%) ASTM D882 406%
Utiimate Elongation (TD)(%) ASTM D882 481%
260 um Oxygen Transmission Rate ASTM D3985 1.46 cc/m’/day
Moisture Vapor Transmission Rate | ASTM F1249 1.06 g/m?/day
CONTACT LAYER Solution Contact Material PE
Temperature Range 0%C to 60°C
Steriizable Range 25kGy to 50kGy
| B Biocompatibility Data (Post Gamma Irradiation @ min. 25kGy)*
EVOH PROPERTY TEST PROTOCOL AVERAGE VALUES
USP Class VI USF 26 <88> Pass
L Cytotaxicity USP 26 <67~ Pass
Non Volatile Residue USP 26 <661> <2mg
Heavy Metals USP 26 <661> <1 ppm
Buffering Capacity USP 26 <661> <tml
* All Diocompatibiity testing parformed by Taxkon Corporation, Badford, MA.
RIM Bio, Inc. R ———
Email: Indo@rimbio.com
Single Use BioProcess Containers Web: Wiw_TITIZN. Cam
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Leaders in Life Sciance aid Technolagy

TEST RESULT CERTIFICATE

Sponsor RIM Medical, LLC Technical Tnitiation L2120
Arddress 01 B BE0 Technical Completion 1300
Tniran, South Caroling 29349 ;
Contact Seott Warren Report Date 2T
PO, Momber  FEO0S0101 3 Project Nambear 4003852
Test Artiele | Nx PLA-10035 Ratio 120 e20 mL
| SR 0.9%% Sodivn Chlaride for
Injzction {MaCl), Cottonsesd il
LouBatch & | Mot Supplied by Sponsor Vehicles (S0, 1in 20 Efaoral m Madll
(EtOH}, and Polyethylens Glyeol
400 (PEG) |
|
y d i ¥ Extraction - _— = ;
stody Clazs W1 Test— USP Cooditings Ot 2 °C for 24 £ 2 hours
| Comments Per Sponsor’s specificativons, testing was conducted on e marked side afthz film
REFERENCES: The sivdy was conducied based upan the following reforenees: LIP30, ME 26, 2008

<#&= Biclogieal Reastvity Tesis,

in Fiea.

ISCHTEC 1TOES, 2005, Ceneral Reguirements for the Competence of Testing and Calibreticn Laboratories

CEMERAL PROCEDURE:

The samraction eonditions were performed as siated above. The test article extracts

el l;m'n:s.p-:rrh:lmg hlanks were m;:l:l.-ud :-:.m1|:-rn|L:1||].r and imtracutanesusly inomice and rabbits, respectively. The
mjecaons were in fhe amaounts amd routes set faetk by USP, including the furdver dilution of the extracts prepares

with PLEG.

The animale were observed for sigrs of Loxicity and skin ceactivity for up to 72 hours post treatmicnt. In

addition, the test article was implanted into the pacaveriebral muscles of cabbits for 7 days and observed
mzersecop cally Tor signs of hemorrhage, necrosis, discoloration, ercapsulation, and infection.

RESLULTS: Mone of te mice injected with the test article extracts exkibiied any sigrs of wwicity in the Systamic
Injection Test In addition, none o the rablits injectad intracutanesusly with the test article extrazts exhibited any
signs of erytherma, edeana or clinical toxicity. In botk the Syvateanic and Defracutaneows Tests the controls wers
morveal theough 72 howrs, Adsa, the fplant sitzs exhibiied no significant signs of homarrhage, necrosis,

dizcolaration, encapsulation, or infzeton compared with the contral sites.

CONCLUSTOMN: The test article mests e requitentents of the guidelines for the Biolagical Tear for Plastics,

Class W = T0 .

AUTHORIZED PERSONNEL:

'u

(K *’h“)é

Er Parkee
.‘\.I |r|:,I I'.IlTﬁsu:_r_

-J'Unil {u_

helissa "-']a'rmm['_ B.5
Cnenlity Assiramee

Toxikon Corporation = 15 Wiggins Avenue » Bediord, Massachusets 00720
RMLASE 4141 « BMain TE1 2753330 s Fax TEL271.0 136 Ewarataxikon.com
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Leaders in Life Science and Technology

TEST RESULT CERTIFICATE

Sponsor RIM Wedical, 1.1.C Technical Inittation 171972009
Adudress PO Box 850 Technical Completion 17212009
I, South Caraling 29320

Contact Seort Waren Report Drate [Fx3r2009
B0, Nusiber FZOiM-0Lol Project Mumbser (Fa-0034-M3
Test Artlele | Mx FLM-1047 Ratio 120 emS20 mL
LotBatch # | Mot supplicd By Sponsor Vehicle Furified Waler

: E - b y Exiranetion S i S
Stuady Phyasicochemical Teat for Plestics USP Canditionz 70 +£2°C for 24 = 2 hours
Com ments Teslod 1 side anly.

REFERENCES The sy wis conducted hased vpon the followmg references: USE 31, NI 26, 2008, Monograph
<66 1 Containers, Mhysicochemical Tests—Plastics,

[SOVIEC 17028, 20488, General Requiremenits far the Competence of Teasting and Calibration Laberatorics.

GEMERAL PROCEDURE: The testarticle was extracied in puribisd watzr aller rinsiag in punfied water. The
following tests were conducted in order to determine physical ik chemical prapertics of the t2st article's exincts:

Menvolutile Residue, Kesidue an lgaitian, Feavy Metals, and Boffoering Capecity.

RESULTS:
TREST ACCEPTABLE LEVEL TEST RESULT
anvnkatile Rosidoe = 15mg 0.0 mg, Meets Criteria
Feesivug o Ignitiun =5 mg Mot Applicable
Heavy Petals =1 ppem Mleets Criteria
Buffering Capacity < 10mL 0.0 mL, ¥ests Criteria

COMCLUSTON: The est article maets ariteria of the USP Fhysicochernical Test fiar Plastics hased upan the methods

eaiplosed.

AUTHORIZED PERSONNEL

|

Al Cumar, 3.5, L —
Sy Divector

foF
[ bnited s imans
[ Al Logrpndins

3y L':.l"-"J‘r"-c i, "I-:"'.'-r‘l A R T |
Katherine Towmsznd, B.S.
Craakiy Assurance

_l',ﬂ‘

Toxikon Corporation = 15 Wieeins Avenue » Bedford, Massachusetts 01730
004554141 » Main TEL2TS 2330 0 Fax V812710136 bowww texikor.com
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Leaders in Life Science and Techrology

TEST RESULT CERTIFICATE

Sponsor RTM Medical, LLC .Tcl:IJI:Iil.',ul Loitimtiom 17224004
Address MOy Bow BRD Technienl Completion 1112004
Tnman, Sceth Caroling 29344

Contart St Warran Report Dute 1l e 2004

P03, Number P20 Froject Mumber 09-0034-M1

Test Avticle | Mx FLM-1005 Ratio 121t em™20 mL
Serum=Supplemenated

LotBatch # Haot Supplied by Smonsor Vehicle ICmnpleic) Minimun Eascntial
Moedivm [MEM)

Stud LY2Y MEM Flution Tzst— USE Rxtracton | .o, ) oc gor 24+ 2 howrs

ody . M Elution Toar— LS Conditions T+ i :
Comments Per Sponsor request, e axrraction rario was calculated for 1 zide of the film only,

REFERENCES: The sudy was conducted bazed upen tae folkwing raserences: LISP 31, NF 26, 2008,
=BT Biological Reactivity Teets, Ja Fifro,

ISVIEC 17025, 2005, General Requirsments for the Competenze of Testng and Calbration Labaralories,

GENERAL PROCEDURE: The biclogical peactivity of a mammalian menokyer, L9209 mouss fibroklast cell culture,
in response to the test article extract was determined, Tes: artick extract waz prepared as stated above, Positive control
{Matural Bubber) and negative control (Megative Control Plaztich aricles were preparad 1o verity the proper funchioring
ofthe teat system. The test articls or control article exracts wore uzed to replace the mantenanee medium of the cell
cultuee, All cultures ware ncubated in duplicate for 48 hours, a2 37 = | °C, In & humidified annosphere containing

5 £ 1% carbon dioxide, Biological reactiviey (eellular degensraion and malfoemacien) was catad a2 sale from
Grade 0 (Mo Feactivity] to Grade 4 (Severe Reactivity), The test anticle nied the requirements of the test if none of the

culures axposed o the tect article showed greater than a Mild Reactivioy (Grada 2).

RESULTS: Mo sigrs ol reactivicy (Cimade (23 were exhibined by the cell culiure; exposed i the test article exiract or the
nepative control article extract at the 48 hour ohserations, Revere signs of reactivity {G-ade 4) were observed Do the

positive cortrol articls exitraet at the 4 & howr absesvation.

CONCLUSIOM: The test article is considersd nor - setolosie and meets the reguerements o he Flution Test,

USP guidelines.

AUTHORIZED PERSONNEL:

e

-

.| '?f d|
[ =

Fraritk Qrall, Fharm 13, PhI3.

Shudy Director

Wandy MMoulipn, B.

stk

Craaliny A o

Toxikon Corporation - 15 Wiaeing Avenue » Bedford, Massachusetts 01730
B0, A58 4141 = Muin TEL2733530 « Fax TEL2T7L.1 136 Fwarw taxikon.com
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RIM Bio, Inc.

Single Use Bio-Process Containers

Cell Density Evaluation Comparison

RIM Bio Cell Culture Bag vs. Sartorius Culti-Bag
Bags specifically designed for Rocking Platforms.

Bag Manufacturer Bag Size Cell Count
RIM Bio — Test Bag 1 50L (25L working volume) 89
RIM Bio — Test Bag 2 50L (251 working volume) 9.1
Sartorius — Culti-Bag 50L (25L working volume) 92

Testing Notes:
1. All testing conducted by Scripps Research Institute.
2. All testing was performed on certified GE Wave System 50 Rocking Platforms.
3. Media, Lab, and Test Conditions were constant for all testing.
4. Insect Cell Media used for all tests.
5. All single-use bag details were similar for all testing
6. Testing conducted in December, 2010.

Conclusions:
Test results for the RIM Bio single-use cell culture bags and the single-use Sartorius
Culii-Bags show very similar results. It is further concluded that the RIM Bio and

Sartorius products are considered equivalent when used in these or similar test
conditions.

This information is considered proprietary to RIM Bio and confidential. Dec 31, 2010
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RIM Bio, Inc.

Single Use Bio-Process Containers

Date: January 26, 2014
Subject RIM Bio - Film Description and Compatibility with Sartorius Films

The BioProcess Industry has validated two primary polymers for the Contact Layer of Single-Use
Containers. The first material is EVA (ethylene vinyl acetate) and is most commonly used for 2-D
Bags, and Bags for Rocking Platforms. The second most widely used material is ULDPE which is
used as the Contact Layer for large 2-D bags and 3-D Bags.

RIM Bio utilizes both EVA and ULDPE in the manufacture of the following three specialized
NxFlex Films that are now used throughout the industry:

- NxFlex F1000 EVA Contact Layer
- NxFlex F1000C1 EVA Contact Layer
- NxFlex F4000D1 ULDPE Contact Layer

These three Films were developed and tested by RIM Bio and designed to be virtually identical to
the most commonly used films in the BioProcess industry. Each of these NxFlex Films will be
described in more detail below:

NxFlex F1000 and F1000C1

These RIM Bio Films utilize a Medical Grade EVA Contact Layer with the same resin designation
as specified by Sartorius Stedim for their FlexBoy 2-D Bags and Culti-Bag products. This contact
layer material can be sealed using RF equipment and has been widely uses for over 20 years.
RIM Bio has conducted comparative cell-growth density testing against both Sartorius and GE
Wave. In both independent tests, the NxFlex F1000 and F1000C1 Film was found to be “equal to,
or better” in comparison to the Sartorius FlexBoy and Culti-Bag Films. This RIM Bio film is
certified Class VI, USP <87>, and USP <661> by Toxikon Corporation. Data Sheet and testing
information is detailed in the RIM Bio Validation Guide available on request.

NxFlex F4000D1

This RIM Bieo Film utilizes a Medical Grade ULDPE Contact Layer with the same Dow resin
designation as specified by Sartorius and Hyclone for their 2-D and 3-D bags. This Contact Layer
material is considered the most inert PE (polyethylene) material in the market today and has a US
FDA - DMF listing and EU compliance. This Film has been mechanically tested for containers up
to 2000L in size. The F4000D1 Film is certified Class VI, USP <87>, and USP <661> by Toxikon
Corporation. Data Sheet and testing information is detailed in the RIM Bio Validation Guide
available on request.

This information is considered confidential and cannot be shared unless expressly authorized by RIM Bio, Inc.
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RIM Bio, Inc.

Single Use Bio-Process Containaers

Data Sheet

NxFlex T-9001 Thermoplastic Elastomer (TPE)
For use in Bio-Process applications

MxFlex T-2001 is our alternative to C-Flex. This is a Class V1and ISO 10993-4 material and
meets FDA food grade requirements. T-9001 contains special additives to reduce sticking
and abrasion of the 1D} and is recommended for use in peristaltic ppmps.

Listed below are additional characteristics:

Ease of sterilization {ethylene oxide and gamma ray)

Good chemical resistance

Meets FDA food grade requirements

Translucent

Durometer range 65 £ 5

Suitable for use up to 150" F

Material will provide resistance to creeping at temperatures up to 275" F (135" C)

T-9001 has all the desirable mechanical prope rties characteristic of thermoplastic rubbers,
This extrusion grade material can be tightly controlled for dimensional stability and
cleanliness.

Compatibility for Food and Medical Use — this product meeis the requirements of the FDA s
Title 21 Section 1771810 for food grade use and has passed Class VI, USP 87, USP 661 and
Hemolysis testing. However, customers are responsible for performing any required
biccompatibility testing.

Typical Physical Properties — (ASTM D-412)

Compound Tensile @ Break Elongation 300% Modulus 500 % Modulus
MxFlex T-9001 1000 min, psi 750 % min 450 avg, psi B0 avg. psi

The technical information supplied consists of typical product data and should not be u=ed for specification purpose s,

This information is considered proprie tary to RIM Bio, Inc. and may not be reproduced in any form or by any means
without expre esad writien consent of RIM Eio, Inc.

PO Box 33595 Seatile, WA 88133 206-982-3882 206-661-8811 Fax [mbio.com
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TEST RESULT CERTIFICATE
Spumsor Techaical Initiaden 00
iutdress Techoical ©om pledin St
ClamtacT RepnH 1 Lale T
PO Number  FROLNTSTT 0 FrcjeetBumbor U ]
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RIM Bio, Inc.
Single Use Bio-Process Containers

Data Sheet

NxFlex T-83000 Platinum-Cured Silicone Tubing
For use in Bio-Process applications

MNx Flex T-8004) is our Platinum-Cured Silicone Tubing, This material is certified to USP
Class VI and meets FIDA Medical and Food-grade requirements.

MNx Flex T-SMH} has ultra-low extractables and is recommended for use in peristaltic pumps.
MNx Flex T-8000 meets the stringent requirements of the Blopharmaceutical market.

Listed below are additional characteristics:

Autoclavable and Gamma sterilizable

Excellent Peristaltic Pump life

Post-cured for improved Physical and Biecompatibility performance
Superior chemical resistance

Meets FDA Medical and Food-grade requirements

Mon-yellow ing formulation

*  [rometer range 65 £ 5

+ Temperature range from -80" F (-62° C) to 500" F (260" C)

Compatibility for Life Sclence and Medical Use — The raw material meets USE Class VL and
IS0y 10993, The material has been tested and meets Cytotoxicity requirements.

Typical Physical Properties — (Method CTMO0137A)

Durometer, Shore A 65
Tensile Strength, psi (MPa) 1600 (11MPa)
Elongation, 1005% 416%
Tear Resistance. ppl (KN/m) 160 (28 KMNm)
Modulus at 200 % elongation, psi (MPa) 440 (13 MPa)

Mx Flex TR is a registerad trademark of RIM Bio, Inc, 2000, All Rights Reserved
The technical information supplied consists of fypical product data and should not be used for specification purposes.

This information is considered proprietary to RIM Bio, Inc. and may not be reproduced in any form or by any means
without expressed written consent of RIM Bio, Inc.

CONFIDENTIAL 2017 RIM Bio, Inc



Product Information
Healthcare

FEATURES

No phthalates or latex additives
Solventless

Can be post-cured

Pigmentable

BENEFITS

United States Pharmacopeia (USP)
Class VI
Tissue Culture testing warranted

COMPOSITION

One-part uncatalvzed silicone
elastomer raw material

DOW CORNING

Dow Corning® QP1-30 Silicone Elastomer
Dow Corning® QP1-50 Silicone Elastomer
Dow Corning® QP1-60 Silicone Elastomer
Dow Corning™ QP1-70 Silicone Elastomer

Translucent. Uncatalyzed Silicone Rubber Base

APPLICATIONS

Dow C c:lr']"iz'ri;.g"lz QP1 Silicone Elastomer Bases are an uncatalyzed matenal
designed for compounding into elastomer used for part fabrication of medical
devices and device components including those intended for implantation in
bumans for less than 30 days and non-implant applications.

DESCRIPTION HANDLING PRECAUTIONS
Dow Corning QP1 Silicone PRODUCT SAFETY INFORMATION
Elastomers are a one-part high REQUIRED FOR. SAFE USE IS NOT
consistency robber base which is INCLUDED IN THIS DOCUMENT.
supplied absent any catalyst. Once BEFORE HANDLING. READ

compounded with peroxide it can be PRODUCT AND MATERIAL
used to fabricate parts by extrusion, SAFETY DATA SHEETS AND

calendaring or molding. When CONTAINER. LABELS FOR SAFE
compounded and cured as indicated, USE. PHYSICAL AND HEALTH

the resnlting elastomer consists of HAZARD INFOFMATION. THE
cross-linked dimethy] and methyl- MATERIAL SAFETY DATA SHEET
vinyl siloxane copolymers and

reinforcing silica

HOW TO USE

These silicone elastomers are supplied
as a one-part uncatalyzed silicone high
consistency rubber that must be
thoroughly mixed with a catalyst.

Typically. a two-roll mill is used for the
blending process.
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IS AVAILABLE ON THE

DOW COFNING WEB SITE AT
DOW COFNING.COM, OF FROM
YOUE DOW CORNING SALES
APPLICATION ENGINEEE., OF
DISTRIBUTOE, ORBY CALLING
DOW CORNING CUSTOMER
SERVICE.

USABLE LITE AND
STORAGE

When stored at or below 30°C (122°F)
in the original unopened contamers,
these products have usezble hfe of 15
months from the date of production.

PACEAGING
INFORMATION

If sourced from the Americas,

Dow Comming QP1-51ilicone Elastomer
is supplied in 22.6 kg (50 Ib) and
453.5 kg (1000 Ib) boxes.

If sourced from Europe, Dow Corming
QF1 Sihicone Elastomer 15 supplied m
20 kg (44 Ib) and 500 kg (1102 1b)
boxes.

TESTING

Dow Corning has completed testing of
Dow Comming QP1 Sihcone
Elastomers according to the Unated
States Pharmacopeia (USP) Class VL
Documentation which supports
compliance can be obtained from

Dow Corning.

IMPORTANT
INFOERMATION

THE USER'S ATTENTION IS
INPARTICULAR DRAWNTO
THE FOLLOWING
STATEMENT:

It is the User's responsibility to
ensure the safety and efficacy of
these materials for all intended
uses. Dow Corning makes no
representation concerning the
suttability af these products for
any healthcare or pharmacentical
application. Under no
cirenmstances shonld these
materials be considered for
implantation inte the human bedy
for periads that exceed 20 days in
duraticn.

HEALTH AND
ENVIRONMENTAL
INFOEMATION

To support Customers in their product
safety needs, Dow Corning has an
extensive Product Stewardship
orgamzation and a team of Product
Safety and Regulatory Compliance
(PS5&R.C) specialists available in each

area.

For fwther infromation, please see our
Web site, doweormng.com, or consult
vour local Dow Commng
representafive.

LIMITED WARRANTY
INFORMATION - PLEASE
READ CAREFULLY

The information contained herein is
offered in good faith and 15 beheved to
be acourate. However, because
conditions and methods of use of our
products are bevond our control, this
mformation should not be used in
substitution for customer’s tests to
ensure that our products are safe,
effectrve, and fully satisfactory for the
mtended end use. Suggestions of use
shall not be taken as nducements to
mininge any patent.
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Dow Corning’s sole warranty 1s that
our products will meet the sales
specifications in effect at the time of
shipment.

Touwr exclusive remedy for breach of
such warranty 15 limited to refund of
purchase price or replacement of any
product shown to be other than as
warranted.

DOW CORNING SPECTFICALLY
DISCLAIMS ANY OTHER
EXPRESS OR IMPLIED
WAREANTY OF FITNESS FOR A
PARTICULAR PURPOSE OR
MERCHANTABILITY.

DOW CORNING DISCLAINMS
LIABILITY FOR ANY
INCIDENTAL ORK
CONSEQUENTIAL DAMAGES.

We help you invent the future. ™

dowcorning.com



TYPICAL PROPERTIES

Specification Writers: These values are not mtended for use in prepanng specifications. Please contact vour local Dow Cormng
sales office or vour Global Dow Corning Connection to learn more about physical properties before writing specifications on
this product.

Cure conditions:
As Molded conditions (PD-305): (5 minutes @ 116°C)
Post Cure conditions: (4 hours (@ 200°C)

PERKADOX PD-508"

Dow Corning® QP1 Silicone Elastomer Bases QP1-30 QP1-50 QP1-60 QP1-70
Asg Past As Past As Past Az Past
Unit Method* Molded Cured  Molded  Cured  Molded  Cured  Molded  Cured
Specific Gravity  NA CTMOOZ 1.09 NA L13 NA 116 NA 1.30 HA
Dhurometar Shore A CTMODOD 28 28 40 a8 56 57 56 68
Tensils Stength  Mpa CTMO1374 10.8 0.6 118 119 128 130 127 127
psi CTMOL37A 1560 1304 1713 1729 1853 1801 1835 1836
Modulus at Mpa CTMO1374 0.8 0.8 24 24 31 3.0 41 43
200% psi CTMOL3TA 120 122 348 340 447 440 801 628
Elongation % CTMO1374 858 708 552 547 543 530 474 4m
Tear Die B KNm  CTMOL1S94 155 128 180 163 116 217 247 245
ppi CTMO1504 77 73 103 96 128 124 141 140
Compression 5et | - - - - -
e % CTMO0ES 387 419 43 30 53 a3 75 53
"100 parts Dow Coming® QP1-XX Silicons Elastomer
1.2 parts PD-50

*CTM: (Corporate Test Method) comesponds to Amenican Standard Test Methods (ASTM) Copies of CTMs are available upon request.
NA: Mot Applicable

CONFIDENTIAL 2017 RIM Bio, Inc



- CO013178

[ B 1@
S L
T T T T BL ]
£12.55106105 BTG
E ] BE EEL
511106567 00010 2BTLT
WEIES HE R
i 7134780 00030 1506
1%" FHiTES TR
¥ DO3ZR06MEC A5G
A i bl 1140300 EiE 1110301
i HDWCGRNING{R!I OP1-50 4 B8 4k S00KG &
1| £ 1A B BT
TAEET HFRoES
g%ﬂﬁaﬁm%”' B
Hig-
i it 5 B
(0008333585 AETHIE
EEiL e
1 & /6
¥R $ife PR e | [T
g ik
VISCOSITY - MOONEY R.T. 11 Mg 270 ann
SPECIFIC GRAVITY 1132 1.120 1160
DUROMETER - SHORE A 50 A 45 5
TENSILE STRENGTH 15 E1 e 1|
ELONGATION an9 % 4N
TEARDIEE 18.8 TH@eE 180
SRR 1
2
|
TISSUE CULTURE, NO CPE Wk
’ Ei_ B ET,".“, HaririE (EESEEM) EREC Iy CornineM A NSRS, O EATHEE. &5
HAMET AR
R 41100 FEE A DRLa0I0000

CONFIDENTIAL 2017 RIM Bio, Inc




- CO013178

8é-11

o T - ; l ..J

SR RS
W ET T W 1140300 H#
512-551961056 2051111
EHe (g =] E-4sE ]
BE11002436 000020 15/11/12
HEirey | AR ]
7134790 000010 AN 508726
P T EMTEHN
DO326IBM4SC 2015/08/26

S B Ml 1140300
Hism
L#ikE Ba BT

s 110269 "
DOW CORNING(R) QP1-70 # #l sE38 444 500 KG &

E &E,EE]'_'J L EFOET
DEH2ES RS
B : 215316 e T
000B322617 2016/09/05
R = HE
1 & 2015/06/13
5 HE ok i TR iz
) i
VISCOSITY - MOOMNEY RLT. 603 ME#sr 500 B5.0
SPECIFIC GRAVITY 1.203 1.100 1.230
DUROMETER - SHORE A m HEA B8 74
TENSILE STRENGTH 11 JEEEE 00
ELONGATION 418 % 300
TEARDIEB 280 T 100
sk 1o 1
.
3
TISSUE CULTURE, NO CPE i

F B EL R 3 A bl (R
Fio .

) EHEECADow Corning 5 SRRAR M4 L.

WSl g - f

CONFIDENTIAL 2017 RIM Bio, Inc




Cross Reference to
Toxikon Test Articles

Item Test Article Number RIM Bio Brand Name
1 NxFlex 2000-2 NxFlex F1000 Film
2 NxFlex F1000C NxFlex F1000C1 Film
3 NxFLM-1005 NxFlex F4000D1 Film
4 K-9001 NxFlex T9001 Tubing
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Leachables Study of RIM Bio 10L Rocker Bags

Testing performed between 2014 - 2015

RIM Bio, Inc. RIM Bio Resfricied
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Study Design

e The objective of this study was to evaluate the performance of RIM Bio's 10L
Rocker Bags with EVA and PE inner Contact Layers.

® The following evaluations were performed
O Leachable evaluation protocol
o CHO cell sensitivity to bDtBPP
O Leachables Study

o UPLC Data

RIM Big, Inc. Page 2 RIM Bio Restricted
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Leachable Testing — Objectives and Protocol

» UPLC analysis objective: detect and quantify bDIBPP in water extracts from bags

+ Cell based assay objective: test effect of L/E from bags on CHO cell growth/viability

Bags are incubated with
water at 50°C for 48h
under agitation

RIM Big, Inc.

. e'(n'—. m}_ it

o
wf o
Water exiract are analyzed
.
i by UPLCIMS
T
Water extracts are [

concentrated with
Rotavapor® R 1|

Water extracts are tested
with Cell Based Assay (CBA)

Page 3 RIM Bio Restricted
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Testing RIM Bio 10L Rocker Bags for absence or presence of bDtBPP

Special CHO cells were used with similar sensitivity to bDtBPP as
compared to Amgen’s similarly “sensitive” lines.

Amgen’s Data Study CHO Data
1l Lol Lopiatin

100 —— r,_{;— ﬂ - 100 4
N T a s

£ g0 & - £ 80
£ (';3#'? 3

dB' 60 = S 804
o 4 .
= X -

~ 40| @ spiked bDIBPP q&.\ = sl
Q B BagA - =
g o Bag B . L o

= 20-|e Bag F-2 (15L) U - > 20+

O BagF-2 (050
A Bag F-3(0.50) N
o | e e )] :m— 0
J hE”:H 2 4 B 30-1 2 4 6 E‘I 0.01 0.1 1 10
bDtBPP conc. {mglL) [bDtBBP] (mgiL)
|C;, for VCD range from 0.12-0.73 mg/L ICs, for VCD is 0.12 mg/L
for different lines
RIM Bio, Inc, Page 4 RIM Bio Restricted
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New (2015) UPLC data
UPLC analysis of new RIM Bio 10L bags: no bDtBPP detected
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Leachable Testing of RIM Bio 10L Rocker Bags (2014)

Leachables study

WF| water at 37C for 3 days

No inhibition of cell growth observed
EVA and PE bags

RIM Blo, Inc.
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Viable cell #/ml (% of glass ctr)

120

g

Glass ctr

RimnBio-101 EVA

RimBi-20L PE
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Leachable Testing of RIM Bio 10L Rocker Bags (2015)

350 -
* Leachables study 5 ST
= WF| water at 37C for 3 days "5’ 250 —
- No inhibition of cell growih observed § 200 -
EVA and PE 10L bags 5 150
100 +—
0.50
0.00 =i
Water Glass PE Bag EVA Bag
RIM Big, Inc. Page 7 RIM Bio Restricted
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