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Rediation Attenuating Surgical Goves NEWIMARSGROUP
of the following sizes: 6.5; 7; 7.5; 8; 8.5; 9

2. Information about the developer, manufacturer and authorized
representative of the manufacturer

Developer

International Biomedical Ltd., USA

8206 Cross Park Drive, Austin, Texas 78754, USA
Tel.: +1(512)873-0033, Fax: +1(512)873-9090
E-mail: sales@int-bio.com

www.int-bio.com

Manufacturer

International Biomedical Ltd., USA

8206 Cross Park Drive, Austin, Texas 78754, USA
Tel.: +1(512)873-0033, Fax: +1(512)873-9090
E-mail: sales@int-bio.com

www.int-bio.com

Place of manufacture of the nedical device
2725 North Main St., Cleburne, Texas 76033, USA

Authorized representative of the manufacturer in the Russian Federation

Limited Liability Company “Newmars Group Rus” (LLC “Newmars Group Rus”)

Room 74, Building 1, House 111, Leninsky Avenue, Moscow, 119421, Russian Federation
Tel./Fax: +7(495)230-87-77; +7(495)189-07-77

E-mail: info@newmarsgroup.com

3. Purpose and application of the device.

The Radiation Attenuating Surgical Gloves NEWMARSGROUP are designed to protect
medical personnel and the patient if there is a risk of infection upon direct contact with the patient.

In addition to their protective properties, the gloves were designed and manufactured in
such a way that they attenuate potentially hazard radiation effects during procedures involving X-
ray imaging.

The Radiation Attenuating Surgical Gloves NEWMARSGROUP should be used only in
the environment of medical facilities, in X-ray operating rooms.

The Radiation Attenuating Surgical Gloves NEWMARSGROUP should be used only by
trained medical personnel in accordance with the instruction for use.

4. Principle of operation and design.

Sterile, disposable, airtight gloves.

Type: the gloves are made of neoprene (chloroprene rubber) with the addition of tungsten
powder that paints the gloves black. No dye is used in the manufacture.

Design: an anatomically correct glove with a thumb in the direction of the palm, the fingers
are curved.

Finish: the surface is smooth, powder-free. The cuff of the glove is cut off.

As an agent for ease of donning, a lubricant consisting of a silicone emulsion and a
lubricating substance is used.
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The gloves should be protected from mechanical damage.

7. Usage procedure.

71

In accordance with the standard procedure and the intrahospital stancarck.

Make sure the correct glove size is selected. The size is specified on the package.

Open the outer package of the sterile gloves in advance, before scrub-up. The
assistant wearing the sterile gloves takes out the gloves from the sterile package

and gives them to the surgeon, opening the glove with both hands.

The surgeon gently pushes his hand into the glove, not touching its outer surface

and the assistant’s gloves.

The assistant helps to wear both gloves. Then the surgeon can adjust them without
assistance, so that the glove fits the arm tightly.

Part of the sleeve should be inside the glove, it is desirable that its cuff slightly covers the
arm below the wrist. The length of the surgical gown sleeves should be such that the
sleeves are not pulled out from the glove when moving.

7.2, The procedure for self-donning of the sterile gloves.

Open the outer package with the gloves before scrub-up.

Unwrap the package and proceed to scrubbing and applying an antiseptic.

The treated hands should be kept in the sleeves of a sterile surgical coat. Carefully

take the glove through the gown and bring it to the other hand, gradually pushing

the hand into it

Then, slowly pushing your fingers into the glove, gently, helping with the other

hand, don it on your left hand, holding the glove by the tumed-out cuff.

Pulling cuffs with fingers from the inside, adjust them in turn on both hands.

Part of the sleeve should be inside the glove, it is desirable that its cuff slightly covers the
arm below the wrist. The length of the surgical gown sleeves should be such that the
sleeves are not pulled out from the glove when moving.

Functional characteristics

A sterile disposable device.

The gloves are powder-free - as an agent for ease of donning, a special coating is used (an
alternative to powdering). This helps to reduce the risk of allergies in the surgeon, and
there is no additional aggressive factor when the powder gets on the wound bed.

The use of neoprene instead of latex in the manufacture of the gloves makes it possible to
avoid the common latex allergies.

The tungsten powder, as the component of the gloves, helps to attenuate the radiation
effects during radiographic procedures.

Elasticity of the gloves contributes to the improvement of tactility during surgeon’s work
in surgeries.

The absence of dyes in the manufacture of the device makes it possible to avoid allergies
associated with it. The gloves are black due to the tungsten powder as their component.

The device is lead-free.
Weight of the powdering agent is not more than 0,63 mg.

Speciflcations.
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91 Dinersional and ness spedifications.

Specification Size Error
6.5 7 75 8 85 9

Length, mm 280 280 280 280 280 280 Not less than
Width, mm 83 89 95 102 108 114 +/- 5mm
Palm thickness, 0.18 0.18 0.18 0.18 0.18 0.18 Not less than
mm
Thickness ofthe  0.18 0.18 0.18 0.18 0.18 0.18 Not less than
fingers, mm
Weight of one 32.5 34.5 36.5 39 44.5 455 +/- 5%
glove, ¢

92  Strength specifications
Specification Before aging After aging
Tensile strength Not less than 17 MPa Not less than 19 MPa
Ultimate elongation Not less than 900 % Not less than 800 %
Stress at 500 % elongation Not more than 1.5 MPa Not more than 2.35 MPa

93  Attenuation performance
931 Mininumlead equivalent, not less than, nmPb

Lead equivalent 0.05 mm
932 Degree of protection
Source voltage Half-value layer (HVL), AL  Degree of protection
60 kV 2.9 mm 56.5 %
80 kV 4.0 mm 471 %
100 kV 51 mm 41.6%
120 kv 6.2 mm 37.7 %

Tested to ASTM F2547-06

10.Usage, transportation and storage conditions.

The gloves are transported using all modes of transport in covered vehicles in accordance
with the transportation rules applicable for this mode of transport.
The material and the process of manufacturing the glove packaging ensure sufficient
protection of the medical device against mechanical damage during long-term transport.
Usage, transportation and storage conditions:
- ambient temperature: + 10°C to + 27°C;
- there are no special requirements to air humidity.

11. Sterilization.
The gloves are sterilized at accredited gamma-ray sterilizing companies.
If sterility is compromised, the gloves should not be used, but disposed of
Re-use and re-sterilization of the devices are inadmissible.

1Z.Disposal.
After using the medical device for its intended purpose, it must be disposed of as
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international and national standards throughout the product shelf-life, provided that the
transportation, storage rules, as well as usage conditions, established by the manufacturer are
observed. The manufacturer shall not be liable for the use of the medical device for purposes
other than as intended.

If the sterile package integrity is damaged, or if there are other defects in the package or the
device itself, it must be disposed of and replaced with a new one.

Concerning product quality, please contact International Biomedical Ltd., 8206 Cross Park
Drive, Austin, Texas 78754, USA, phone: 512-873-0033, fax: 512-873-9090, or its authorized
representative in the Russian Federation: Limited Liability Company “Newmars Group Rus”
(LLC “Newmars Group Rus»), Room 74, Building 1, House 111, Leninsky Avenue, Moscow,
119421, Russian Federation, tel/fax +7(495) 230-87-77, +7(495) 189-07-77, e-mail:
info(alnewmarsgroup.com

17.Marks and symbols
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Not for use within the United States of America
This Apostille only certifies the signature, the capacity of the signer and the seal or stamp it

bears. It does not certify the content of the document for which it was issued.
Certificate Validation available at www.sos.state.tx.us

APOSTILLE
(Convention de La Haye du 5 Octobre 1961)
1 Country United States of America

This public document

2. has been signed by JULIE ESQUELL
3. acting in the capacity of Notary Public, State of Texas
4. and bears the seal /stamp of JULIE ESQUELL,

Notary Public, State of Texas,
Commission Expires: 07-18-20

CERTIFIED

5. at Austin, Texas 6. on June 1, 2018
7. by the Secretary of State of Texas
8. Certificate No. 11549580

9. Seal 10. Signature:

(=

Rolando B. Pablos
Secretary of State

GFl/eis
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*  Waterproof
* Seamless
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LWTAT TEXAC
LLUTat Texac
CekpeTtapb LTata

He ona ncnonb3oBaHuda Ha TeppuTopumn CoefunHeHHbIX LUTtatoB AMepuKn.

Hactoawwmii AnocTwib yAOCTOBEPSET TOMbKO MNOA/IMHHOCTL  Nognucu  ohmuvanbHOro  aumua,
nognucasLLero AOKYMEHT, AO/DKHOCTb, 3aHMMaemylo opuunasibHbIM SIMLUOM, W NOAJ/IMHHOCTL MNeyaTtu
wim wramna. OH He y4OCTOBePSET cofepXaHne AOKYMEHTa, A1 KOTOPOro BblAaeTcs.

[Ons nposepku wtamna "AnocTunb" cM, calnT www.sos.state.tx.us

AMNOCTUb
(MTaarckas KoHBeHUus1 5-ro okts6psa 1961 r.)

1 CrpaHa: COEAVMHEHHDbLIE WWTATbI AMEPUKN

HACTOALWNIA OPULNANBHBIA JOKYMEHT

nognucaH: Dxynn Sckenb

3. JelicTBylOWMEN B KayecTBe: HoTapuyca, wTaT Texac

4, 3aBepeH rneyatbto/wtamnom: xynm Ockesb, HOTapuyca, wrtar Texac
MonHomoumna nctekatoT 18.07.2020 r.

3ABEPEH

5. B OcTuHe, Texac 6. 01 wvoHa 2018 roga

7. CekpeTapem wtarta Texac

8. 3a Homepom 11549580

9. MeuyaTb: MepboBas NeyaTb: WTaT Texac

10. Mognvck: /noanucek/ Ponango B. Ma6noc, CekpeTapb wWwTaTta
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AOMNMOJIHEHUE 1

K MHCTPYKUUX MO NMPUMEHEHUI0 Ha lepyaTtkyn Xmpyprmuyeckme gnsa 3alntbl
OT noHusmpyrowero nanydyeHna NEWMARSGROUP (Bepcua 2017.01)

1 JonosiHeHue K pa3geny 8 «PYHKUNOHa/IbHbIE XapaKTEePUCTUKN»:

e YOo6CTBO MaHUNy/MpoBaHuUs  YPOBEHb 5
» BopgoHenpoHuuaemble
BeclwoBHbIe

/nognuck/ LWtar Texac

Avu Maiinep Okpyr Tpasuc

MNoanucaHo B MOEM MPUCYTCTBUM
NHTepHawHN Buomegukarn
P A 30 maa 2018 .

Dxynn Sckenb /nmognucek/
HoTapuyc

Wramn:

xynn 3ckenb

HoTapuyc, wtat Texac

Cpok geicteus nuueH3nm uctekaet 18.07.2020 r.
MaeHTndmkaunoHHblin NgHoTapuyca 130742990

HoTapuyc, wTrat Texac

TeKCT AaHHOT0o AOKYMEHTa MepeBes1 C aHINMIACKOTro A3blka Ha PYCCKUIA A3bIK
nepeBoyuK A JNleBawwoBa AHHa HOpbeBHa

Poccuiickaa depepauus
lopopa Mocksa.
TpuHapLaToro MIOHA ABe ThiCAYM BOCEMHAALATOrO roga.

¢4, OpnoBa MapuHa AHaTO/IbeBHA, HOTapuyc ropoga MOCKBbI, CBUAETE/ILCTBYHO MNOAIMHHOCTb
noanucu nepesoguuka fleBawoBo AHHbI HOpbEBHbI.

Mognvce coenaHa B MOeM NPUCYTCTBUM.

JInyHoCTL nopnucaBLlUero AOKYMEHT yCTaHOB/IEHaA.

3apernctpupoBaHo B peectpe: Ne 77/422-H/77-2018-2-1327
B3bickaHO no Tapudyy; 100 py6.

ynna ouaaaﬂue yCcnyr npasosoro
/‘égﬂ% M.A, Opnosa
~\ B
< g

S
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A, Opnosa
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