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The following documentation is an electronically-
submitted vendor response to an advertised
solicitation from the West Virginia Purchasing
Bulletin within the Vendor Self-Service portal at
wvOASIS.gov. As part of the State of West
Virginia’s procurement process, and to maintain the
transparency of the bid-opening process, this
documentation submitted online is publicly posted
by the West Virginia Purchasing Division at
WVPurchasing.gov with any other vendor
responses to this solicitation submitted to the
Purchasing Division in hard copy format.
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SO Doc Code: CRFQ

Procurement Folder: 237804
SO Dept: 0506

Procurement Type: Central Master Agreement
SO Doc ID: BPH1700000002

Vendor ID: 000000186296 &
Legal Name: GLOBAL PROTECTION CORPORATION

Published Date: 9/26/16

Alias/DBA: Close Date: 10/25/16
Total Bid: $292.749.23

Close Time: 13:30

Response Date: 10/2572016 Status: Closed

Response Time: .37 Solicitation Description: Lubricated, non-lubricated latex
free condoms and colored

Total of Header Attachments: 4

Total of All Attachments: 4




Purchasing Division

Post Office Box 50130

2019 Washington Street East

State of West Virginia
Solicitation Response

Charleston, WV 25305-0130

Proc Folder : 237804

Solicitation Description : Lubricated, non-lubricated,latex free condoms and colored

Proc Type : Central Master Agreement

Date issued Solicitation Closes Solicitation Response Version
2016-10-25 SR 0506 ESR10251600000001826 1
13:30:00
LVENDOR
000000186296
GLOBAL PROTECTION CORPORATION
Solicitation Number: CRFQ 0506 BPH1700000002
Total Bid : $292,749.23 Response Date: 2016-10-25 Response Time: 08:37:43
Comments:
FOR INFORMATION CONTACT THE BUYER
April Battle
(304) 558-0067
april.e.battle@wv.gov
Signature on File FEIN # DATE

All offers subject to all terms and conditions contained in this solicitation

Page: 1

FORM ID : WV-PRC-SR-001




Line Comm Ln Desc Qty Unit Issue  Unit Price Ln Total Or Contract Amount
1 Lubricated condoms 2001600.0000EA $0.046000 $92,073.60
Comm Code Manufacturer Specification Model #
53131622
3.1.1 Contract item #1 - Lifestyles Brand Lubricated Latex Condom, Part #5800 or equal.

Extended Description :

Comments: Substitute
Atlas Ultra Lubricated
Line Comm Ln Desc Qty Unit Issue  Unit Price Ln Total Or Contract Amount
2 Non-Lubricated condoms 252250.00000 EA $0.046500 $11,729.63
Comm Code Manufacturer Specification Model #
53131622
3.1.2 Contract Item #2 - Lifestyles Brand Non-Lubricated Latex Condom, Part #5700 or equal.

Extended Description :

Comments: Substitute
Atlas Non Lubricated Condoms

Line Comm Ln Desc Qty Unit Issue  Unit Price Ln Total Or Contract Amount
3 Latex Free Lubricated condoms 252250.00000 EA $0.360000 $90,810.00
Comm Code Manufacturer Specification Model #
53131622
3.1.3 Contract item #3 - Lifestyles Brand NON-Latex Lubricated Condom, Part #7800 or equal.

Extended Description :

Comments: NO SUBSTITUTION

Page: 2



Line Comm Ln Desc Qty Unit Issue  Unit Price Ln Total Or Contract Amount
4 Colored Condoms 2088000.0000EA $0.047000 $98,136.00
Comm Code Manufacturer Specification Model #
53131622
3.1.4 Contract item #4 - Lifestyles Brand Assorted ColorCondom, Part #5300 or equal.

Extended Description :

Substitution

Comments:
Atlas Assorted Colors

Page: 3



Purchasing Divison State of West Virginia

23| 2019 Washington Street East 1
. &l Post Office Box 50130 Request for. Quotation
=5, 4| Charleston, WV 25305-0130 26 — Medical
S
Proc Folder;: 237804
Doc Description: Lubricated, non-lubricated,latex free condoms and colored
Proc Type: Central Master Agreement
Date Issued Solicitation Closes | Solicitation No Version
2016-09-26 2016-10-25 CRFQ 0506 BPH17Y00000002 1

13:30:00

BlD CLERK

DEPARTMENT OF ADMINISTRATION

PURCHASING DIVISION

2019 WASHINGTON ST E

CHARLESTON Wy 25305
us

Vendor Name, Address and Telephone Number:

Oloba) Prs e
) @f»&wmﬁj—m 7

Bostorn /4 Oa5-/0
bt - Gl -2800 xt

FOR INFORMATION CONTACT THE BUYER

April Battle
{304) 5568-0067
april.e.batfle@wv.gov

ssgnature)@ mﬁ& FEN® P ef3 D30T 7 DATE /Cl/af//é

All offers subje‘fto all term\.‘kpﬁ condifians contained i | is solicitation

Page : 1 FORM ID : WAV-PRC-CRFQ-G01



[ADBITION

The West Virginia Purchasing Division is soliciting bids on behalf of the West Virginia Department of Health and Human Resources, Bureau for
Public Health to establish an open-end contract for Lubricated, Non-Lubricate, Latex-Free Condoms and Assorted Colored Condoms.

INVOICETO

ALL STATE AGENCIES STATE OF WEST VIRGINIA

VARIOUS LOCATIONS AS INDICATED BY ORDER VARIOUS LOCATIONS AS INDICATED BY ORDER

No City WV 99999 No City WY 99809

us us

Line Comm Ln Desc Qty Unit lssue Unit Price Total Price

1 Lubricated condoms 2001}500.00000 EA

o .co q 2,‘ O92. o5
Comm Code Manufacturer Specification Model #
53131622
AriAe LURicATED loccD @

Extended Description :

3.1.1 Contract item #1 - Lifestyles Brand Lubricated Latex Condom, Part #5800 or equal.

ALL STATE AGENCIES

STATE OF WEST VIRGINIA
VARIOUS LOCATIONS AS INDICATED BY ORDER

VARIOUS LOCATIONS AS INDICATED BY ORDER

No City Wy 85999 No City WAV 99999

us us

Line Comm Ln Desc Qty Unit issue Unit Price Total Price

2 Non-Lubricated condoms 252250.00000 EA _

46,50 li76k. SO
Comm Code Manufacturer Specification Model #
53131622
Clabal Prelection (opp  AT2AS MNonLuBLIcATED D000,

Extended Description : !

3.1.2 Contract ltem #2 - Lifestyles Brand Non-l.ubricated Latex Condom, Part #5700 or equal.

ALL STATE AGENCIES

STATE OF WEST VIRGINIA
VARIOUS LOCATIONS AS INDICATED BY ORDER

VARIOUS LOCATIONS AS INDICATED BY ORDER

No City WV 89989 No City WV 99999

us us

Page: 2



Lieclyyfes

Line Comm Ln Desc Qty Unit Issue Unit Price Total Price
3 Latex Free Lubricated condoms 252250.00000 EA
Foe 91 080 .an
Comm Code Manufacturer Specification Model #
53131622
Al18000

Lg-CQ,&L/f; [Q,.S Nen LG -‘-ﬁi"

Extended Description :

3.1.3 Contract item #3 - Lifestyles Brand NON-Latex Lubricated Condom, Part #7800 or equal.

ALL STATE AGENCIES
VARIOUS LOCATIONS AS INDICATED BY ORDER

STATE OF WEST VIRGINIA
VARIOUS LOCATIONS AS INDICATED BY ORDER

No City Wy 99309 No City WV 99959
us us
Line Comm L Desc Qty Unit Issue Unit Price Total Price
4 Colored Condoms 2088000.00000 EA
Hi.oo Qe CO . -

Comm Code Manufacturer Specification Model #
53131822

Clobal Boolehon Copp Blas Lolops [0 0OC

Extended Description :

3.1.4 Contract item #4 - Lifestyles Brand Assorted ColorCondom, Part #5300 or equal.

Event
1 Questions Due

Event Date
2016-10-11

Page: 3



BPH17000000602

Document Phase

Final

Document Description
Lubricated, non-lubricated,latex free

condoms and colored

Page 4
of 4

ADDITIONAL TERMS AND CONDITIONS

See attached document(s) for additional Terms and Conditions




REQUEST FOR QUOTATION
CRFQ 0506 BPH1700000002
Lubricated, Non-Lubricated and Latex Free Condoms

8.3 Reports: Vendor shall provide quarterly reports and annual summaries to the
Agency showing the Agency’s items purchased, quantities of items purchased, and
total dollar value of the items purchased. Vendor shall also provide reports, upon
request, showing the items purchased during the term of this Contract, the quantity
purchased for each of those items, and the total value of purchases for each of those
items. Failure to supply such reports may be grounds for cancellation of this
Contract.

8.4 Contract Manager: During its performance of this Contract, Vendor must
designate and maintain a primary contract manager responsible for overseeing
Vendor’s responsibilities under this Contract. The Contract manager must be
available during normal business hours to address any customer service or other
issues related to this Contract. Vendor should list its Contract manager and his or
her contact information below.

Contract Manager: 5 Q.o
Telephone Number: (11 ~Q 44 b 2.3 00 x+2.4

Fax Number: (5("] C%L%fg “’52}#(@
Fmail Address: \ N ey |

NRoleciort-Com

Revised 10/27/2014



DESIGNATED CONTACT: Vendor appoints the individual identified in this Section as the
Contract Administrator and the initial point of contact for matters relating to this Contract.

Dadid Pedtiy A(‘(‘.DM‘-‘}' Manaciey »
(Name, Title) (4
s 1D eorﬂ(ﬁu fdrc,(box il m&/ﬁ@;%&éJ
(Printed Name and Title

2 Chawvel ol Hoston )
(Address)

(7 -Gl 2500 st 2%—» (at'T-946 ..32_%(,:)
{Phone Number) / (Fax Number)

Aa A glomn | @@@L@C,LLM Com
{email addregs)

CERTIFICATION AND SIGNATURE: By signing below, or submitting documentation
through wvOASIS, I certify that I have reviewed this Solicitation in its entirety; that ] understand
the requirements, terms and conditions, and other information contained herein; that this bid,
offer or proposal constitutes an offer to the State that cannot be unilaterally withdrawn; that the
product or service proposed meets the mandatory requirements contained in the Solicitation for
that product or service, unless otherwise stated herein; that the Vendor accepts the terms and
conditions contained in the Solicitation, unless otherwise stated herein; that I am submitting this
bid, offer or proposal for review and consideration; that T am authorized by the vendor to execute
and submit this bid, offer, or proposal, or any documents related thereto on vendor’s behalf; that
I am authorized fo bind the vendor in a contractual relationship; and that to the best of my
knowledge, the vendor has properly registered with any State agency that may require

registration

Bbﬂi’ p noteadion @99.!)

o ’/';; Ao AP AT

s {Au - Stgn aturc) (Represeiftitive Name Title)

oD Q«Bclcg/u A’L('m/m‘l- M&Maﬁ.ﬁlﬁ

(Printed Name and Title éf Authorized Representative)
Jo] 2Y i
(Datcf
b7 -9l - 280l g RY o\ 71~ -324¢

{Phone Numnber) (Fax Number)

Revised 09/09/2016



ADDENDUM ACKNOWLEDGEMENT FORM
SOLICITATION NO.: CRFQ 0506 BPH1700000002

Instructions: Please acknowledge receipt of all addenda issued with this solicitation by
completing this addendum acknowledgment form. Check the box next to each addendum
received and sign below. Failure to acknowledge addenda may result in bid disqualification.

Acknowledgment: I hereby acknowledge receipt of the following addenda and have made the
necessary revisions to my proposal, plans and/or specification, efc.

Addendum Numbers Received:
(Check the box next to each addendum received)

[} Addendum No. 1 [[] Addendum No. 6
[ Addendum No. 2 [] Addendum No. 7
[] Addendum No. 3 [] Addendum No. 8
] Addendum No. 4 ] Addendum No. 9
[ Addendum No. 5 {_} Addendum No. 10

Tunderstand that failure to confirm the receipt of addenda may be cause for rejection of this bid.
I further understand that any verbal representation made or assumed to be made during any oral
discussion held between Vendor’s representatives and any state personnel is not binding. Only
the information issued in writing and added to the specifications by an official addendum is

binding.

Coloba) Polecdien Cony

Company

%’/au/&@ ;j %&%JA

Alithorized Signatioré

jo ) e/ //(a
Date

NOTE: This addendum acknowledgement should be submitted with the bid to expedite
document processing.

Revised 09/09/2016



STATE OF WEST VIRGINIA
Purchasing Division

CHASING AFFIDAVIT

MANDATE: Under W. Va. Code §5A-3-10a, no contract or renewal of any contract may be awarded by the state or any
of its political subdivisions to any vendor or prospective vendor when the vendor or prospective vendor or a related party
to the vendor or prospective vendor is a debtor and: (1) the debt owed is an amount greater than one thousand doliars in
the aggregate; or (2) the debtor is in employer default.

EXCEPTION: The prohibition listed above does not apply where a vendor has contested any tax administered pursuant to
chapter eleven of the W. Va. Code, workers' compensation premium, permit fee or environmental fee or assessment and
the matter has not become final or where the vendor has entered into a payment plan or agreement and the vendor is not
in default of any of the provisions of such plan or agreement.

DEFINITIONS:

“Debt” means any assessment, premium, penalty, fine, tax or other amount of money owed to the state or any of its
political subdivisions because of a judgment, fine, permit violation, license assessment, defaulted workers’
compensation premium, penalty or other assessment presently delinquent or due and required to be paid to the state
or any of its political subdivisions, including any interest or additional penalties accrued thereon.

“Employer default” means having an outstanding balance or liability to the old fund or to the uninsured employers’
fund or being in policy default, as defined in W. Va. Code § 23-2¢-2, failure to maintain mandatory workers'
compensation coverage, or failure to fully meet its obligations as a workers' compensation self-insured employer. An
employer is not in employer default if it has entered into a repayment agreement with the Insurance Commissioner
and remains in compliance with the obligations under the repayment agreement.

“Related party” means a party, whether an individual, corporation, partnership, association, fimited liability company
or any other form or business association or other entity whatsoever, related to any vendor by blood, marriage,
ownership or contract through which the party has a relationship of ownership or other interest with the vendor so that
the party will actually or by effect receive or control a portion of the benefit, profit or other consideration from
performance of a vendar contract with the party receiving an amouni that meets or exceed five percent of the total
contract amount.

AFFIRMATION: By signing this form, the vendor's authorized signer affirms and acknowledges under penalty of
law for false swearing (W. Va. Code §61-5-3) that neither vendor nor any related pariy owe a debt as defined
above and that neither vendor nor any related party are in employer default as defined above, unless the debt or
employer default is permitted under the exception above.

WITNESS THE FOLLOWING SIGNATURE:

Vendor's Name: él& bcb) PgD‘lﬁ’f; , 4 Cﬁﬁ;ﬁ
Authorized Signature: ‘_,.;j@jw,, @C‘% j@—géﬂ?} Date: ___/ fi, / 52«4// / /e

State of A)f}." J—L\ (: _m.fb, I}\C\
County of ‘/J LKL_@/ , to-wit:
Taken, subscribed, and sworn to before me thisﬁ day of 0; /*n %{’ ; QO[Q?_.

My Commission expires A\ip 7 / L‘f , 2015 .

AFFIX SEAL HERE NOTARY PUBLIC 7/7 /{’ ’/ 74, J -

FPurchasing Affidavit flevised 08/01/2015)

Libin
Wake Go., North Caroling
dy Comunission Bxples April 4, 2018 ;

s, g




BID PRICE SHEET ~
CRFM BPH1700000002

Estimated
ltem Annual Description Unit Bid Total Bid
Quantity ' Price Price
1 2,001,600 3.1.1 Contract item #1 — Lifestyles Brand Lubricated Latex
Condoms Condom, Part #5800 or equal. L! 6.“® :fzj 092 .¢0
2 252,250 3.1.2 Contract ltem #2 - Lifestyles Brand Non-Lubricated Latex
Condoms Condom, Part #5700 or equal. L}[@ 50 il LY .50
/
3 252,250 3.1.3 Contract item #3 — Lifestyles Brand NON-Latex
condoms Lubricated Condom, Pari #7800 or equal. .
Bt e | U080 qe
4 2,088,000 3.1.4 Contract item #4- Lifestyles Brand Assorted Colored
condoms Condom Part #5300 or equal.
ti, . &= fi(@i (LCO.ED
Grand Total Price o
2,536, SO

Estimated Quantity: Estimate of the number of condoms. Agency will order annually. Quantities are based on prior

years' orders.

Unit Bid Price: Cost vendor will charge per condom of lubricated and non-lubricated, Non latex condoms for the entire

term of the confract regardless of quaniities ordered.

*Quantities are listed for bid evaluation purposes only.
e |

Name

Ve

ndor
ThoidD Lol ey
dor Authorized Representat!ve {print name)
Nt T X Std A sy,

‘Vendor Authorized Representative Sénature

12 Chape/ 57‘4 -%&6%74 Vid g aa/o

Vendor Address/Fax and Phone number

lei17- G4¢ - 3746  F

bt T— 9 ~ 2860 %14 2% Phizag,

/ // 2 L%‘/ /¢




Pro-Forma Order

| GLOBALPROTECTIONCORP.
12 Channel St.

4th Floor
Boston MA 02210
USA
Order #: 4378 Order Date: 10/24/16
Sales Rep.: David Roddy Terms: PRE - PRE
Bill To: LB3606 Ship To:
WVDHHR/BPH/Central Finance WVDHHR/BPH/Central Finance
350 Capitol St 350 Capitol Street
Room 203 Room 206
Charleston, WV 25301 Charleston, WV 25301-3715
United States USA

Phone:304-256-4117 Fax: 304-558-8005

Customer PO # Ship Via: UPS Ground Trac
FO.B.
Ling #f ltem Description Site Qiy Ordered, UDM Price, UOM Extended Price
1 10000C Atlas® Ultra-Lubed, Case of 1000 WHS 2,002.0000 CS 46.0000 CS 92,092.0000
2 10600C Atlas® Non-Lubricated, Case of 1000 WHS 253.0000 CS 46.5000 CS 11,764.5000
3 A7800C Lifestyles NON Latex, Case of 1000 WHS 253.0000 CS 360.0000 CS 91,080.0000
4 10100C Atlas® Colors, Case of 1000 WHS 2,100.0000 CS 46.0000 CS 96,600.0000
Order Comments: Sub-Total: 281,536.5000
Misc. Charges: 0.0000
Estimated Freight: 0.0000
Tax: 0.0000
Total: 291,536.5000
If you are paying by wire transfer, please email accounting@globalprotection.com once payment is processed. Page: 1

All pricing is valid for 30 days. Freight costs are estimates.



510(k) Numbers by Product

FDA 510(k)

Condom: Product Type Number: 510(k) Owner: OEM/CM
Atlas® Ultra-Lubed
ONE?® Classic Select™
ONE® True Fit™ Straight Wall / Natural
Sir Richard's™ Ultra Thin Lo bricatod
PlayGirl® K081886 Karex Industries Karex Industries
Impulse Lubricated
Chrome™ Slippery When Wet
® . Contoured / Natural
Atlas™ True Fit Color / Lubricated
ONE® Pleasure Dome™ F'arE’dL’u';‘f‘itc‘gg dC°'°” K081886 Karex Industries Karex Industries
® .
Atlas™ Ultra Thin Straight Wall - Thin /
ONE® Super Sensitive™ Natural Color / K081886 Karex Industries Karex Industries
Chrome™ Clear Coat Lubricated
® i TM Smooth — Super Thin /
Oﬁ"E‘E Hva”'Sh. ™ Natural Color / K141059 Karex Industries Karex Industries
yperthin Lubricated
ONE® ZeroThin™ Flared - Thin / Natural -\ 154354 | Global Protection Corp. Fuji
Color / Lubricated
Atlas® Studded
ONE® 576 Sensations™ Straight Wall /
ONE® Super Studs™ Textured - Studded /
Sir Richard's™ Pleasure Dots Natura.l Color/
Chrome™ Road Warrior Lubricated K081886 Karex Industries Karex Industries
Adam & Eve® Hard Rider
Sir Richard's™ Classic Ribbed Tefttl:fé%hf gi’sgéd ;
Natural Color /
Chrome™ Rumble Strips ot
Atlas® Extra Large
Sir Richard's™ Extra Large
Monster® Energy Drink .
ICON Large Thin Condoms XL - Straight Wall / K113061 Karex Industries Karex Industries
— . Natural Color /
Chrome™ Big Rig Lubricated K012964 Innolatex Innolatex
Impulse XL
ONE® The Legend™ Straight
Walled
® ™ XL - Flared / Natural K113061 Karex Industries Karex Industries
ONE" The Legend Color / Lubricated K012964 Innolatex Innolatex
Atlas® Colors
ONE® Color Sensations™ Straicht Wall
raig a
GIObaI,COIOFS - Assorted Colors /
Adam & Eve® Lightly Lubricated Lubricated
Chrome™ Paint Job
Atlas® Black Jack
- K024324 Global Protection Corp. Karex Industries
Straight Wall /
ONE® FlavorWaves™ Assorted Colors /
Flavor-Scented
Lubricated
Flared / Textured -
ONE® Tantric Pleasures™ Ribbed / Black Color /
Lubricated
Atlas® Non-Lubricated Straight Wall / Natural -\ ya1006 Karex Industries Karex Industries
Color / Non-Lubricated
Night Light® i
_ g9 Straight Wall / Glow /|y 960550 | Global Protection Corp. Karex Industries
ONE® Glowing Pleasures™ Lubricated
Pleasure Plus® Pouch /Natural Color /| 1 g05775 | Global Protection Corp. Karex Industries

Lubricated

DCR # 2015-051

- CONFIDENTIAL -

PAGE 2 OF 3




GLOBALPROTECTIONCORP. (g ; @ Y DOC. No.: DMR

DEVICE MASTER RECORD

® u
DOC. TITLE: 2;:::2@3 BE'\I{L{CAEL?JRBAEV[‘)"NG' REVISION No.:
EFFECTIVE DATE: MAY 2 3 2011 DOC. LEVEL:
APPROVALS:
NAME: _Davin Wedel 3 ey TITLE: President
SIGNATURE: j k DATE:
NAME: Sharon Pietila A TITLE:_Regulatory/Quality Mar
31GNATURE:_#M»(L~ ,/’/', £ DATE:__ 73— mAH- 2o/
SECTION 22.1-1 ATLAS® DEVICE DRAWING:

ATLAS® ULTRA LUBED

Thickress Mir0.030 mm

Width 53 + 2 mm
Bead (Rim]) I
Length Teal
B — 4
180mm {Min.} 15mi
General Description :+ This male latex Condom is a device made of prevulcanised
natural rubber latex. The surface of the condom shall be
smooth throughout and it is packed in a rolled-up forim,
lubricated with silicone oil.
Design . The apen end of the condom shali have a thickened ring

of latex, called a bead. The condom shall have straight
and parallel sides with a visible shoulder leading to a
resenvoir pouch at the tip.

Specification :

Colour : Natural
Shape : Parallel - Sided
Texture ! Smooth
Lubricant : Silicone Qi DM 350 EP ( 400mg )
Length : Min. 180 mm
Width : 53+2mm
Thickness 1 Min.0.030 mm
Raw Materials
a. Naturai Rubber Latex
b. Agueous Ammonia
c. Corn Starch & Magnesium Carbonate - Dusting powder
d. Silicone Oil - lubricant

OEM 510(k): KO81886



COPY

DEVICE MASTER RECORD
ATLAS® DEVICE DRAWING:

GLOBALPROTECTIONCORP

DOC. No.:

DMR_2:

; No.:

DOC.TITLE:  ,r AS® COLORS REVISION No

EFFECTIVE DATE: MAY 2 3 201 DOC. LEVEL:

APPROVALS:

NAME: Davin Wedel ~ TETLE: President

SIGNATURE: x¢»z‘“"““7,& Mﬂ,j DATE:_ (S / /(a’//i/

NAME: Sharon Pieti TITLE: _Regulatory/Quality Manac

SIGNATURE: _v_%a.umm/ i /"“’i/&,ﬂm DATE: 23— pAY -2/
SECTION 22.1-6 ATLAS® DEVICE DRAWING:

ATLAS® COLORS

General Description
berlater The surfase ofthe o

Design condam shai have 3
abazy The songom shall
Specitication:
Zalour
Snape
Teature

. Pumple
. (3reen ;
arange .

- Blue

Ten

Mlalal Destartinn Coarn 840(kY: K0D24324

¥ Condem @ 8 evte made of prevyivansed

ndzr shati be

# 15 packed i 2 mlied-up form

tunkened ang
haye straghl

riesdinatn s

e20ing



GLOBALPROTECTIONCORF DOC. No.: DMR_22

DEVICE MASTER RECORD

ATLAS® DEVICE DRAWING:
ATLAS® EXTRA LARGE
JUL 16 2012

EFFECTIVE DATE:

DOC. TITLE: REVISION No.:

DOC. LEVEL:

APPROVALS:

BANES:.. .o _ DavinWedel L TITLE:
SIGNATURE:. "‘?*5} Lﬁc—wmffmf_—uf ! T _DATE:
BT st 5133?0" Pietila P . TTLE:
SIGNATURE: o e (b [ o DATE [

SECTION 22.1-5 ATLAS® DEVICE DRAWING:
ATLAS® EXTRA LARGE

et
16mm

General Description ¢ This male iatex Car

andom is 2 devi 1ade of prey ilcanised

he U(er:am sha | b

i rubber ‘atex. The sw"a%”

Design
shall have straght

oulder leading 10 2

Specification :
Colour
S-?‘-a;:w

shrncant

Ll

ickness

Raw Materials

a

b Agueous Amm

o i“}f“ arch & Magresium Carbonate - Dusting powaer
d. Sificone Oil - wbncant

OEM 510(k): K012964 (Innolatex), K1 13061 (Karex)



510(k) Numbers by Product

FDA 510(k)

Condom: Product Type Number: 510(k) Owner: OEM/CM
Atlas® Ultra-Lubed
ONE?® Classic Select™
ONE® True Fit™ Straight Wall / Natural
Sir Richard's™ Ultra Thin Lo bricatod
PlayGirl® K081886 Karex Industries Karex Industries
Impulse Lubricated
Chrome™ Slippery When Wet
® . Contoured / Natural
Atlas™ True Fit Color / Lubricated
ONE® Pleasure Dome™ F'arE’dL’u';‘f‘itc‘gg dC°'°” K081886 Karex Industries Karex Industries
® .
Atlas™ Ultra Thin Straight Wall - Thin /
ONE® Super Sensitive™ Natural Color / K081886 Karex Industries Karex Industries
Chrome™ Clear Coat Lubricated
® i TM Smooth — Super Thin /
Oﬁ"E‘E Hva”'Sh. ™ Natural Color / K141059 Karex Industries Karex Industries
yperthin Lubricated
ONE® ZeroThin™ Flared - Thin / Natural -\ 154354 | Global Protection Corp. Fuji
Color / Lubricated
Atlas® Studded
ONE® 576 Sensations™ Straight Wall /
ONE® Super Studs™ Textured - Studded /
Sir Richard's™ Pleasure Dots Natura.l Color/
Chrome™ Road Warrior Lubricated K081886 Karex Industries Karex Industries
Adam & Eve® Hard Rider
Sir Richard's™ Classic Ribbed Tefttl:fé%hf gi’sgéd ;
Natural Color /
Chrome™ Rumble Strips ot
Atlas® Extra Large
Sir Richard's™ Extra Large
Monster® Energy Drink .
ICON Large Thin Condoms XL - Straight Wall / K113061 Karex Industries Karex Industries
— . Natural Color /
Chrome™ Big Rig Lubricated K012964 Innolatex Innolatex
Impulse XL
ONE® The Legend™ Straight
Walled
® ™ XL - Flared / Natural K113061 Karex Industries Karex Industries
ONE" The Legend Color / Lubricated K012964 Innolatex Innolatex
Atlas® Colors
ONE® Color Sensations™ Straicht Wall
raig a
GIObaI,COIOFS - Assorted Colors /
Adam & Eve® Lightly Lubricated Lubricated
Chrome™ Paint Job
Atlas® Black Jack
- K024324 Global Protection Corp. Karex Industries
Straight Wall /
ONE® FlavorWaves™ Assorted Colors /
Flavor-Scented
Lubricated
Flared / Textured -
ONE® Tantric Pleasures™ Ribbed / Black Color /
Lubricated
Atlas® Non-Lubricated Straight Wall / Natural -\ ya1006 Karex Industries Karex Industries
Color / Non-Lubricated
Night Light® i
_ g9 Straight Wall / Glow /|y 960550 | Global Protection Corp. Karex Industries
ONE® Glowing Pleasures™ Lubricated
Pleasure Plus® Pouch /Natural Color /| 1 g05775 | Global Protection Corp. Karex Industries

Lubricated

DCR # 2015-051

- CONFIDENTIAL -

PAGE 2 OF 3






