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APPENDIX B: PHYSICAL DIMENSIONS

APPENDIX A: PACKAGING
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Gloves Physical Dimensions

Dimensions | Standards

ASTMDG319 | EN455 |

Min 14 N/A
Min 14 N/A
Min 500 N/A
Min 400 N/A
N/A Min 6
N/A Min 6

D | Gloves ASTM D3578 EN 455
SIADY0 NOUWBAICE M-I TR Length (mm) Min 230 Min 220 ( XS , S) Min 240
d3Ww-1.0.Nn Min240  Min 230 (M, L, XL)
| § 300+ 10
' J n : Palm width (mm)
l' W' 76+3 70+ 10 <80
HI - Ei 84 +3 80 + 10 80 + 10
] : . 94 +3 95 + 10 95 + 10
E I - 105 + 3 110 + 10 110 + 10
= 113+ 3 120 + 10 >110
-y = Thickness:
#
: ﬂ I!m.-.mm 10 --m - ! 5‘"3';‘""3“ (mm) 0.09+0.02 +0.07 A
] Inger
ULTI-MED e 0.07+0.02 £0.07 N/A




TEST REPORT: TEST REPORT:

09 JAN 2014

Date: 09 JAN 2014 Tel: +65 68851312 Fax: +65 67784301
Client’s Ref: 221403179Rev1 Email: zhou xiao @ tuv-sud-psb.sg PS8 Singapore
Note: This repo |5 ssued subject o the Testing and Cerilication Regul atons of ha TUV BUD Group and the Ge nedml PS8 Singapore
Temna and Condiiona of Business ol TUV SUD PSB Me Lid  In addton, Pus /apo B govemad by Ihe terma sl oul
within this report
RESULTS
M Choose certainty.
Add valus. Table 1 : Overall Migration Content with Food Simulants for the “Powder Free Nitrile Exam Gloves,
Overall Migration Test for “Powder Free Nitrile Exam Gloves” Sample N20FFS, Lot No..TUV141013-01" Sample
Commission
CLIENT Testing Surface | Volume of Overall R’ﬂ:‘:mfu)
Type of Simulant Condition m'a Extractant Migration Requirement for
(dm’) (mi) ‘de', Overall Migration
Content (mg/dm’)
1. 10% Ethanol 40°C, 2 hours 5.14 250 <1.0 <10
SAMPLE SUBMISSION DATE 2. 3% Acelic Acid 40°C, 2 hours 5.08 250 16 <10
3. 20% Ethanol 40°C, 2 hours 511 250 <1.0 <10
16 Oct 2013 & 30 Oct 2013
4. 50% Ethanol 40°C, 2 hours 512 250 26 <10
DESCRIPTION OF SAMPLE 5 Vegetable Oil
(Olive Oil) 40°C, 2 hours 5.06 250 <1.0 <10

A packet of sample labelled as follows was recelved The lests were confirmed to be analysed on

13 Dec 2013 Based on the above results, the “Powder Free Nitrile Exam Gloves, N28FFB, Lot No.: TUV141013-01"
sample met the overall migration requirements under Commission Regulation (EU) No 10/2011 - “Plastic
Glove Type Code Lot No. Size materials and articles shall not transfer their constituents to foodstulfs in quantities exceeding 10 milligrams
of total constituents released per dm” of feod contact surface (mg/dm”) (overall migration limit)*
Powder Free Nitrile Exam Gloves N28FFB TUV141013-01 M
DATE OF ANALYSIS
18 Dec 2013 - 06 Jan 2014
METHOD OF TEST j g(-
The sample was analysed for the following tests according to Commission Regulation (EU) No 10/2011 /V
1. Preparation of Test Specimen MS TAN SER LING DR XIAD ZHOU
TECHNICAL EXECUTIVE PRODUCT MANAGER
Only the exterior ol the glove sample was performed lor the test MICROCONTAMINATION DIAGNOSIS
2. Overall Migration Content with Aqueous Food Simulant (10% Ethanol, 3% Acetic Acid, CHEMICAL & MATERIALS
20% Ethanol & 50% Ethanol)
According to BS EN 1186-9:2002 - Test Methods for overall migration into aqueous food simulants
by article filling
3. Overall Migration Content with Fatty Food Simulant (Olive Oil) Cc: YTY Industry (Manjung)Sdn Bhd

According to BS EN 1186-8:2002 - Test Methods for overall migration into olive ail by article filling.
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TEST REPORT: Product Certificates
09 JAN 2014
PS8 Singapore
SGMP Company Limited
Py =l oo o s

Pease noke thal this Repart is issued under the followdng terms - UTEN BAUBUN 91NA
1 This report applies o the sample of the specific poduct/equipment given at the time of IS lesting/calibration.  The resulls. are not used 1o m H— . '-I-l r1 gt Arapis g Holagesm, Hongihas 01 Thadand e FI74) S08 -.l g (00743 50

indicate of Imply that they are applicable 10 other similar items. In addition, such results must not be used 1o Indicate or Imply that TUV SUD el 100 gt & dwwndwmenyy dunofngl SinFanawns i T, 074 w0 & ks 041 SSES

PSB approves, recommends o endorses the manufacturer, supplier or uses of such productequipment, or that TUV SUD PSB in any way

‘quarantees” the later performance af the productequipment. Uniess atherwise stated in this repon, no 18sts wem conducled o determine DECLARATION OF CON FORMITY

long term eflects of wsing the specilic productequipment

2. The sample/s mentioned In this report Isfare submitteddsupplied'manulaciured by the Client. TUV SUD PSB therefore assumes no

responsibility for the accuracy of information on the brand name, madel number, origin of manufacture, consignment or any information Product Name ¢ Nitrile Examination Gloves [Mon-Sterile)
supplled Type 1 Ambidextrous

3. Nothing kn this repont shall be interpreted 1o mean thal TUV SUD PSB has verifled or ascenained any endorsement or marks from any othes Powder-Free
lesting authority or bodies thal may be found on that sampla Black, White & Blue

4. Thes repord shall nol be reproduced wholly or in pais and no relesence shall be made by Ihe Cliend to TUV SUD PSB of lo the report o resulls
furnished by TUV SUD PSE in any advertisements or sales promation

Manufacturer's Name : 5G M P Company Limited
5. Unless athenwise staled, the tests were carmied oul in TUV SUD PSE Pie Lid, Na 1 Sclence Park Drive Singapore 118221 Manufacturer's Address : 181 Moo 6, Tambal Kampaengphet
Amphur Rattaphum, Songkhla 90180
Thailand
Document Mo, ! SGMP-CE-DC-NITRILE-DO1
Classification : Class |
Juy 20
Brand : Sunrisa Nitrile Examination Gloves

Sunrise Latex Examination Gloves

I, the undersign, hereby declare that the medical device(s) specified above conforms
to the Essential Requirements listed in Annex Vil of Medical Devices Directive (MDD)

93/42/ECC and bears the mark

C€

This Declaration of Conformity is valid in connection with the release document for
the respective batch produced devices. The above-mentioned declaration of
conformity is under the responsibility of Manufacturer.

Danny Chiong
RAQA Officer

SGMP Compa
26 June 2020
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Precisely Right.

Test Report No.:  60393368-001

Page 10 of 11

For use in contact with aqueous foods:

Result
RL Permissible Limit
Extractants Test Condition
(mg/inchs) —(mafechi) (mg/inch?)
Distilled Reflux temperature for 7 hours 0.1 0.8 20
Water Succeeding 2 hours of extraction 0.1 n.d. 1
| Comment - - Pass -
For use in contact with fatty foods:
nts Test RL ( H“‘:;,] Permissible Limit
Exiracta Condition (mgfinchy) —(marnct (mgfinch?)
Reflux temperature for 7 hours 0.1 0.4 175
n-Hexane _ ;
Succeeding 2 hours of extraction 0.1 n.d. 4
| Comment - - Pass -

Abbreviation: n.d. denotes Not Detected (<RL)
RL denotes Reparting Limit
ma/inch? denotes Milligram per square inch

Producits L # ﬁ-;\:::_ oF
PR e v s Precisely Right.
Firy Atumertrn? Thusiars L3
Test Report No.:  60393368-001 Page 9 of 11
For use in contact with agueous foods:
Result
Extractants Test Condition { N 2 | (mglnoh P";""“",I ° ';}'“'"‘
Distilled Reflux temperature for 7 hours 0.1 0.7 20
Water Succeeding 2 hours of extraction 0.1 0.2 1
| Comment -- - Pass -
For use in contact with fatty foods:
Result
RL Permissible Li
Srircant® Test Gondion gy |—(@anen | P
Reflux temperature for 7 hours 01 0.4 175
n-Hexane . -
Succeeding 2 hours of extraction 01 n.d. 4
| Comment -- - Pass -
For use in contact with aqueous foods:
Resuit
Distilled Reflux temperature for 7 hours 01 0.7 20
Water Succeeding 2 hours of extraction 0.1 n.d. 1
Comment -- - Pass -
For use in contact with fatty foods:
Result
Exdractants Test Condition { e ey |—{malinch) P"E"mm' - ;,.,';}' it
Reflux temperature for 7 hours 01 0.4 175
n-Hexane - -
Suceceeding 2 hours of extraction 0.1 n.d. 4
| Comment -- - Pass -

TUW Rhainland Thailand Ltd. - Global Technology Assessment Center Bangkok (GTAC BKK) Ladkrabang Indusirial Estate 12301,
Soi Chalengkung 31, Lamplatew, Ladkrabang, Bangkok 10520 Thailand

Tel.: +66 (0) 2326-13

33 Fax: +B6 (0) 2326-1334-5

Email: infoi@tha. luv.com - Wab:waw Wiy com

TUW Rheinland Thailand Lid. - Global Technology Assessment Cenler Bangkok (GTAC BKK) Ladkrabang Indusfirial Estate 12311,
Soi Chalengkung 31, Lamplatew, Ladkrabang, Bangkok 10520 Thailand

Tel.: +66 (0) 2326-13

33 Fax: +B6 (0) 2326-1334-5

Email: info@tha. tuv.com - Wab:wiww Uy com
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Test Report No.:  60393368-001 Page 7 of 11
Test No. TOO3 TOO4
Material No. MO003 MO004
Force at break Force at break Force at break Force at break
Tested no. Before ageing After ageing Before ageing After ageing
(N) (N) (N) (N)
1 98.13 7.97 6.71 5.20
2 7.32 7.32 7.37 5.83
3 7.156 7060 6.57 5.49
4 8.18 7085 7.70 5.37
5 9.04 7072 7.16 5.57
6 B8.59 7.84 6.40 5.34
T 7.86 7.33 T7.70 4.48
8 8.33 8.29 573 4.68
9 7.74 7.39 7.05 5.85
10 9.65 a1 7.58 4.45
11 7.89 9.26 T.27 5.33
12 7.84 6.87 6.35 4.58
13 9.59 7.73 8.26 573
Median result 8.33 7.87 7.06 5.22
Conclusion Pass Pass Pass Pass
Abbreviation: N denotes Newton
Remark:
1. Median values of force at break
Force at Break (newton)
a) b) c)
=z 9.0 z 6.0 z 3.0

a) Reguirements for all surgical gloves

b) Requirements for all examination gloves, except gloves made from thermoplastic materials (e.g.
Polyvinylehloride, Polyethylens)

¢) Requirements for gloves made from thermoplastic materials (e.g. Polyvinylchloride, Polyethylene)

TUW Rheinland Thailand Ltd. - Global Technology Assessment Cenler Bangkok (GTAC BKK) Ladkrabang Industrial Estate 12371,
Soi Chalongkung 31, Lamplatew, Ladkrabang, Bangkok 10520 Thailand
Tel.: +66 (0) 2326-1333  Fax. +66 (0) 2326-1334-5  Email: info@itha.tuv.com - Wab:waww Juv.com
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Products ; A TUVRheinland”
g mq-l".?fr':.{ml Precisely Right.
Test Report No.:  60393368-001 Page 8 of 11
Proteins extraction
Test method:  With reference to EN 455-3: 2015 (E), Annex A
Test result:
Test No. Material No. Test parameter Unit MDL Test result
TOD MO0 Proteins Halg 3 n.d.
TOD2 MOo2 Proteins Ha'g 3 n.d.
T003 MO03 Proteins ualg 3 n.d.
TOD4 MOOo4 Proteins Ha'g 3 n.d.

Abbreviation: pg/g denotes Microgram per gram
MDL denotes Method Detection Limit

Remark: The leachable protein level shall be "As Low As Reasonable Practicable® (ALARP)

US FDA 21 CFR 177.2600 (Rubber Articles) - Detaermination of Amount of Extractives
Test Method: With reference to US FDA 21 CFR 177.2600.

For use in contact with agueous foods:

Result
RL i Limit
e | Twomdn | g |- g
Distilled Reflux temperature for 7 hours 0.1 0.5 20
Water Succeeding 2 hours of extraction 0.1 n.d. 1
| Comment - - Pass -
For use in contact with fatty foods:
Result
Extractants Test Condition { RL ) mm‘:‘:l Plr::nlllﬂnzlalnﬂt
Reflux temperature for 7 hours 0.1 0.2 175
n-Hexane , ]
Succeeding 2 hours of extraction 01 n.d. 4
Comment - - Pass -

TUW Rheinland Thailand Lid. - Global Technology Assessment Cenler Bangkak (GTAC BKK) Ladkrabang Industrial Estata 1231,
Sai Chalongkung 31, Lamplatew, Ladkrabang, Bangkok 10520 Thailand
Tel: +66 (0) 2326-1333  Fax.: +66 (0) 2326-1334-5  Email: info@tha.tuv.com - Wab:waww Juv.com
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Test Report No.:  60393368-001 Page 5 of 11 Test Report No.:  60393368-001 Page 6 of 11
Tast No.: TOO3 TOO4
Force at break
Material No.: MOO3 MO04
Length Width Length Width Test method: EN 455-2: 2015
Tested no
(mm) (mm) (mm) (mm) Test results:
1 245 110 245 116 FesLilia:
2 246 110 244 116 Test No. To01 T002
3 245 110 245 118 Material No. MO01 MO002
4 245 110 244 116 Force at break Forceatbreak | Forceatbreak | Forcs at break
5 245 110 245 116 Tasted no. Bafore ageing After ageing Before ageing After ageing
6 245 110 245 115 (N) (N) (N) (N)
. 045 111 245 116 1 6.31 6.33 10.11 10.98
8 246 110 244 17 2 7.22 .81 9.45 B.&67
9 245 110 245 116 3 6.47 5.92 9.75 10.57
10 545 110 545 116 4 746 6.72 8.33 9.41
1 245 110 245 116 b 5.58 58,35 10.80 B.94
12 545 110 545 116 G 547 5.93 8.48 10.75
13 245 111 245 116 T 6.18 6.70 8.80 8.48
i B 6.32 4.80 10.00 B.65
Median result 245 110 245 116
Conclusion Pass Pass Pass Pass 4 5.72 8.21 9.85 9.63
10 6.71 h.87 912 9.58
Abbreviation: mm denotes millimeter L 6.45 6.68 8.1 8.90
12 5.87 5.95 11.02 B.40
Remark: Dimension limit reference to table 13 6.53 6.52 8.97 10.54
Median result 6.33 6.14 9.53 9.59
Size Median length (mm) Median width (mm) Conclusion Pass Pass Pass Pass
Extra small < 80
Small BO+10
Medium = 240 a85+10
Large 110+10
Exfra large =z 110

TUY Rheinland Thailand Lid. - Global Technology Assessment Cenler Bangkok (GTAC BKK) Ladkrabang Industrial Estate 123/1,

Sai Chalongkung 31, Lamplatew, Ladkrabang, Bangkok 10520 Thailand

Tel.: +6E6 (0) 2326-1333

Fax.: +66 (0} 2326-1334-5

Email: info@ha. tuy.com - Web:wivw, luv.com

TUV Rheinland Thailand Ltd. - Global Technolagy Assessment Cenler Bangkak (GTAC BKK) Ladkrabang Indusirial Estate 123(1,
Sai Chalongkung 31, Lamplatew, Ladkrabang, Bangkok 10520 Thailand

Ted.: +66 {0) 23:26-1333

Fax.: +66 (0} 2326-1334-5

Email: info@iha.tuv.com - Web:waww. luy.com
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Test Report No.:  60393368-001 Page 3 of 11 Test Report No.:  60393368-001 Page 4 of 11
Freedom from holes Dimension test
Test method: With reference to EM 455-1: 2000 Test method: EM 455-2: 2015
Test result: Test results:
No. of samples for Test No.. TOO1 TOO2
Gloves Size Tested samples Conclusion
pl Non-compllance Material No.. MO01 Mooz
Length Width Length Width
5 200 pes. 1 Pass Tested no.
p {mm) {mm) {mm) {mm)
M 200 pes. 0 Pass 1 246 i 244 e
2 246 B6 244 94
L 200 pes. 0 Pass 3 245 85 246 04
XL 200 pes. 0 Pass 4 246 85 246 94
5 245 B5 245 a4
Remark: 6 245 B5 244 93
1. All samples were selected and supplied by the client. 7 245 84 245 94
2. The batch size of the gloves supplied was not stated by the client. In accordance with 8 245 85 245 94
BS EN 455-1, a batch size between 35,001 to 150,000 was chosen, and therefore 50 gloves 9 245 B85 244 94
per stage were tested for perforations using General Inspection Lewvel | at an AGQL of 1.5%. 10 244 B2 244 a4
with reference to table; 1 245 a5 244 94
12 243 B5 244 95
Stage No. Cumulative no. tested Acceapt Reject 13 244 85 244 94
Flrst Be g 4 Median result 245 85 245 94
Second 0 1 g Conclusion Pass Pass Pass Pass
Third 150 3 8
Fourth 200 5 9
Fifth 250 9 19

TUV Rhaeinland Thailand Lid. - Global Technology Assessment Center Bangkok (GTAC BKK) Ladkrabang Indusirial Estate 12301,
Soi Chalongkung 31, Lamplatew, Ladkrabang, Bangkok 10520 Thailand
Tel.: +66 (0) 2326-1333 Fax.: +66 (0) 2326-1334-5 Email: info@ha. tuv.com - Web:wwiw luy com

TUW Rhainland Thailand Lid. - Global Technology Assessment Center Bangkok (GTAC BKK) Ladkrabang Indusirial Estate 12301,
Soi Chalongkung 31, Lamplatew, Ladkrabanyg, Bangkok 10520 Thailand
Tel.: +66 (0) 2326-1333 Fax.: +66 (0) 2326-1334-5 Email: info@ha.tuv.com - Wab:waiw iy com
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SG S Hac-MRA » . Test Report No.:  60393368-001 Page 2 of 11

v Sampling Information:
Test Report No. 4605024 Date : 23 May 2000 Page 3o Inspection Method: Mo inspection, submitted sample by client

Inspection level: MIA
AQL: MNIA

4778104 sanposas: A

Material list:

SAMPLE ATTACHMENT PCTURE

Mataral No. Matarial Color Location
MO0 Mitrile Glove Furple Size 5

mMOo02 Mitrile Glove Blue Size M
mMO03 Mitrile Glove Blue Size L
MOD4 Mitrile Glove Blue Size XL
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TUWY Rheinland Thailand Ltd. - Global Technology Assessment Cenler Bangkok (GTAC BKK) Ladkrabang Industrial Estate 1231,
Sai Chalengkung 31, Lamplatew, Ladkrabang, Bangkok 10520 Thailand
Tel.: +66 (0) 2326-1333 Fax.: +66 (0) 2326-1334-5 Email: info@iha.tuy.com - Web:waw fuy com




Product Certificates

20204aM0 E100) Premarts: Not®cation

FOA

FDa Home"® Medical Devices* Databases®

510({k) Premarket Notification
“ 8 10 ) | CeownB|REpEmion & [Adverse |Rrecas T Fials =oE 12 Cisssneaton 4 S amanes 15
@ " Chgmm Listng® Beas !0

w CFR Tite 21 "EiRadatior-E=irg Frocucts 77 Ix-Ray Assembier 'S edzur Repors 13CL TR o2t

Mew Saarch Back To Search Results
Device Classdication Name W
S10{K) Number
Device Name NGH—STERILE POWDER-FREE, BLUE NITRILE EXAMINATION GLOVES
Applicant SGMP CO., LTD.
181 MOO &, TAMBOL
KAMPAENGPETCH. RATTAPHUM
Songkhla, TH 80180

Applicant Contact Cheah Chor Hee

Cormrespondent SGMP CO.. LTD.
181 MOO &, TAMBOL
KAMPAENGPETCH, RATTAPHUM
Songkhla, TH 20180

Comespondent Contact Cheah Chor Hee

Regulation Number ga0 Ao snRd

Classification Product Code | 7524

Date Receved 031712000

Decision Date 042002000

Decision Substantially Equivalent (SESE)

Regulation Medical Specialty General Hospital

510k Review Panel General Hosprtal

Type Traditional

Reviewed By Third Party Nu
Combination Product

Links on this page:

. http:// wwrvi.addthis.com/beckmark.php?u508=truefv=152Gusemame=Ffdamain
. hittp://wwwi.addthis. com/bookmark.php

. hitps:/fvoww.rda.gov/

. https:/www.fda.gov/Medical-Devices

N o W Pd e

. https:/fvww. fda.gov/ medical-devices/device-advice-comprehensive-regulatory-
assistance/medical-device-databases

. [scriptsfedrh/devicesatfda/index.cfm
. fecripts/odrh/ didocs/cfPMN/pmn.cfm
. /scripts/odrh/ cfdocs/ cfpmn/denove. odm
9. [scripts/cdrh/cfdecs/cfRL/rl.chm
10. fscripts/cdrh/ dfidocs/ cfMALUDE/ TextSearch.cfm
11. fecriptsfedrh/dfdocs/cfRES/res.cfm
12. [seripts/edrh/dfdocs/cfPMA/pma.cfm
13. /seripts/cdrh/cfdocs/ cFHDE /hde.cfm
14. /scripts/cdrh/dfidocs/dfPCDY/ classification.cfm
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Product Certificates

Test Report Na. 46805024 Diste : 23 ey - 2007 Fage 1 of
Client
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Sarmpie Mame ¢ Digposhie Rubiber Glowe
Citliw - White [Mature)

ML AT YT 1 SAS Rubbes Prociuct Co., LS.
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Sarmple Congiticn | Sarpee is cortained in a plastic Dag.
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Sample Receving Dele | 19-May-2020
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Product Certificates Product Certificates

S22 0 §10x) Fremarvet NotScation

FOA

Indications for Use
FOi Home” Medical Devices* Databases™

510({k) Premarket Motification

.y & 10 | DepiowgBREgSFAlon & |Adverse |Recans " o 1 2D e 12 Clan s fcation W S taraards 15
;- ' m L'Iﬂg E“E-
SparSeerel  cor e 21 SiRadator-EeiEng Prosuck 1T X-Ray Assempier 18 sdun Repars ¥ oD TR ol
510{k) Number {if known)._K042879
New Zsarch Back To Search Results
Dewvica Name:_NON-STERILE, POWDER-FREE BLUE NITRILE EXAMINATION Devi
GLOVES WITH VANILLA SCENTING Cla-_r.;?ﬁutiun Eolymer Patient Examination Gloye™
Mame
Indications For Use: This is a medical glove to be worn on the hand of health care S10{K] Mumber  KD20317
and similar personnel to prevent contamination between health care personnel Device Name NON-STERILE POWDER FREE GREEN BARRIER-PRO SYNTHETIC BUTADIENE
and the Pﬂﬁﬂ"t COPOLYMER EXAMINATION GLOVE, COLOR: BLUE
Applicant SGMP CO., LTD.

188 AVENUE DE LA DEMERALD
Sparks. NV 30434
Applicant Contact Janna Tucker
Comespondent SGMP CO_ LTD
188 AVENUE DE LA D'EMERALD
Sparks, NV 908434
Comespondent

Contact Jarna Tucker
Regulation Number a0 F250°3
Product Code -
Date Received 0173002002
Decision Date O2r14/2002
Decision Substantially Equivalent (SESE)
Regulation Medical
Specialty General Hospdal
S0k Review Panel General Hospetal
Summary Summany=®
Prescription Use — AND/OR Over-The-Counter Use X Type Traditional
(Part 21 CFR 801 Subpart D) (21 CFR 80T Subpart C) Reviewsd By Third No
Party
Coombyiration No
(PLEASE DO NOT WRITE BELOV THIS LINE-CONTINUE ON ANOTHER PAGE IF Product

NEEDED)
Links on this papge:

. http:// wwvi.addthis.com/bookmark.php ?u308=truefv=152Gusemame=Ffdamain

. http:/ www, addthis.com/beokmark.php

. https:/fvoww.fda.gow/

Concurrence of C of In Vitro Dragnostic Devices (OIVD)

(v mon Sagef-Om herps:/ fvnww. fda.gov/Medical-Devices
Lewision of Anesthessology, Ganeral Hospital,

Imipchion Control, Dental Dewces

T k) Number ..‘Ei Q‘T’_E_EEE’__

L R

hetps: [ fvoww. fda.gov/ medical-devices/device-advice-comprehensive-requlatory-
assistance/medical-device-databases

. [scripts/odrh/devicesathda/index.cim

. fscripts/odrh/ cfidocs/cfPMMN/pmn.cfm

. [scriptsfodrh/dfdecs/ cfprmin/denovo.cm
. [scriptsfedrh/dfdecs/cfRL/ rl.cfm

L7 - - I - |

hftps-area aCCessdata f3a gowiscriptsiodrty cidocs/cio mniprmnLofim TD=RO 20347
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ff DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Sanace
\"' Foced and Drug Adeministration Page 2 — Ms. Tucker
e
JAN 18 2005 Please be advised that FDAs issuance of a substantial cquivalence determination does nof
mesn that FDA has made a determination that your device complies with other requirements
SGMP Company Limited of the Act or any Federal staules and regulations adminisiered by other Federal agencies.
C/0 Ms. Janna P. Tucker You must comply with all the Act’s requirements, including, but not limited to: registration
Official Correspondent and listing (21 CFR Part 807); labeling (21 CFR Pan 801 ); good manufacturing practice
Tucker & Associates requiremenis as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
198 Avenue De La D’ Emerald applicable, the electronic product radiation control provisions (Sections 531-542 of the Act);
Sparks, Nevada 89434-9550 21 CFR 1000-1050.
This letter will allow vou 1o begin marketing your device as described in your Section 510(k)
Re: KO42879 premarket notification. The FDA finding of substantial equivalence of your device 1o a
TradeDevice Name: Non-Sterile, Powder-Free Blue Nitrile Examination legally marketed predicate device results in a classification for your device and thus, permits
Gloves with Vanilla Scenting your device to proceed o the market,
Regulation Mumber: E80.6250 . , . .
Regulation Name: Patient Examination Glove If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
Regulstory Class: 1 please contact the Office of Compliance at (301) 594-0115. Also, please note the regulation
Product Code: L7EA entitled, “Misbranding by reference to premarket notification” (21CFR Part 807.97). You
Dated: December 31, 2004 may obtain other general information on your responsibilities under the Act from the
Received: January 4. 2008 Division of Small Manufacturers, Intemational and Consumer Assistance at its toll-free
number {E00) 638-2041 or (301) 443-6597 or at its Internet address
hp/fwww fda.govicdrh/dsma/dsmamain.himl
Dear Ms. Tucker:
We have reviewed your Seciion 510{k) premarket notification of intent to market the device Bincerely yours,
referenced above and have determined the device 15 substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device -
Amendments, or to devices that have been reclassified in accordance with the provisions of {"I_liul,m. FhD.
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket Director . .
approval application (FMA). You may, therefore, mariet the device, subject to the general Division of Anesthesiology, Gcm:rn! Hospital,
controls provisions of the Act. The general controls provisions of the Act include Infection Control and Dental Devices
requirements for annual registration, listing of devices, good manufacturing practice, Office of Device Evaluation
labeling, and prohibitions against misbranding and adultcration. Cemter for Devices and

Radiological Health
If your device is clussified (see above) into either class 1T (Special Controls) or ¢lass 11
(PMAY, it may be subject 1o such additional controls. Existing major regulations affecting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 10 898, In
addition, FDA may publish furnther announcements conceming your device in the Federal Enclosure

Register.
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Page 2 — Ms. Tucker

Please be advised that FDA's issuance of a substantial equivalence determination does not
miean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations sdministered by other Federal agencies.
You must comply wath all the Act’s requirements, including, but not limited to: registration
and histing (21 CFR Part 807); labehng (21 CFR Part 801}, good manufactuning practice
requirements as set forth in the quahity systems (QS) regulation (21 CFR Part B20); and if
applicable, the electronic product radiation control provisions (Sections 531-342 of the Actl;
21 CFR 1000-1050.

This letter will allow you to begin murketing your device as described in your Section S10{k})
premarket notification. The FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device (o proceed 1o the market.

If you desire specific advice for vour deviee on our labeling regulation (21 CFR Part BO1),
please contact the Office of Compliance at (240) 276-0115. Also, please note the regulation
entitled, *Mishranding by reference 10 premarket notification” (21CFR Pant 807.97). You
may obtain other general information on your responsibilities under the Act from the
Division of Small Manufecturers, [nternational snd Consumer Assistance at its 1oll-free
number (800) 638-204 1 or (301) 443-6597 or at its Imernet address

htpofiwww, fda poviedrh/industny/supportindex html.

Sincerely yours,

Diractor
Divizsion of Anesthesiology, General Hospital,
Infection Control and Dental Devices

Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure

Product Certificates

INDICATION FOR USE STATEMENT

Apphicant - SGMP Company Limited

510K NUMBERa#w 072400

Device Name © Non-Stesile, Powder Free Black Nirile Exanuinatson Ciloves

[ndication For Use

The Non-sterile Powder Free Black Nitnle Exammation Gloves , 8 a disposable device intended
fisr medical purposes that 5 worn on the examiner™s hand or finger io prevent confamination
between patient wnd exanne

v/

Prescription Use .....oconee. AND / OR Over-The-Counmier...c.oooissia
{Part 21 CFR 801.Subpart D) 21 CFR 801 Subpart C

e e T e e T

Concurrence of CDRE , Office of Device Evaluation (OD)
SUL L Vgl
Sign-0f) (

(Dwision
Division of Anesthesinlogy, General Hospital
Infection Control, Dental Devices

510(k) Number: Ki’ 12 Y41
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2020800 S10ix) PFremariet Notfcation

FOA

FDi Home” Medical Devices* Databases™
510(k) Premarket Notification

~ . » £ 120e 7| Db [Rogiziration & [Adverze [Fecans T Epin 1 ZemE 1| Clansficabion 14| Standaeds 15
- Lstng” Evenis 10
CFR Tite 21 "SiRadator-E~ttrg Procucts 17X -Ray Assembier '8 usdeun Reports 130 420 e 220
New Search Back To Search Results
Nasws Clas Polyrmer Patisnt Examination Glowe==
510(K) Number KD42870
Device Name NOMN-STERILE POWDER-FREE BLUE NITRILE EXAMIMATION GLOVES, WITH
VAMILLA SCENTING
Applicant SGMP CO.. LTD.
108 AVENUE DE LA DEMERALD
Sparks, NV 80434
Applicant Contact Janna P Tucker
Cormespondent SGMP CO.. LTD.

188 AVENUE DE LA D'EMERALD
Sparks, NV 50434
Cormrespondent Contact Janna P Tucker
Regulation Number BRQ A2501
Classification Product | za24

Code

Date Received 101872004

Decision Date 011372005

Decision Substantially Equivalent (SESE)
ulation Medical

HS;agchltr General Hospial

10k Review Panel General Bospial

Summary m:s

Type Traditional

Reviewed By Third Party Mo

Combination Product Mo

Links on this page:

. http:/f Nerwrwi addthis, com/bookmark. php?u508=truefv=152Rusemame=Ffdamain
. http:// wwe addthis.com/bookmark.php

. herps:/fwwiw. fda.gov/

. https:/fwww.fda.gov/Medical-Devices

I

1 hl:'l:|;||5:.l',"mvw.I"da.ga'.r."med|n:al—de-mceaFdewce—adﬂce—cnmprehengwe—reguIa'lxlr',r—
assistance/medical-device-databases

. fecripts/edrh/devicesatfda/index. ofm

. fscripte/edrh/cfidocs/cfPMN/ prain.cfm

. [scripts/cdrh/cfdocs/ cfpmin/ denovo.cfm

. Fscripts/odrh/dfdocs/dfRL/rl.cfm

10. fscriptsf/edrh/cfdocs/FMAUDE TextSearch.cfm
11. /scripts/cdrh/didocs/dRES/res.cfm

12. [scriptsfedrh/cfdocs/cfPMA/ pma.cfm

hitps- e accessdaty S poviscriptsararh Ciac T Ciomnpen o TID=K042873

[T - -~ B I - |
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K§¥1371

APPENDIX L
S10(k) SUMMARY
SUMMARY OF THE SAFETY AND EFFECTIVENESS FOR POWDER-FREE BLUE
NITRILE EXAMINATION WITH VANILLA SCENTING

Submitted Far | SGMP Company Limited, 181 Moo 6, Tambol Kampacngpetch, Rattaphum, Songkhla
90180, Thailand

Submitted By: Tucker & Associates
Official Correspondent for SGMP Co Ltd
Janna P. Tucker, President — CED
198 Avenue de la D'emerald, Sparks, NV 89434-9550
Phone No - 775-342-2612  Fax No : 775-342-2613
E-mail. Tuckerjan@aol com

Equivalent Predieste Deviee: POWDER FREE NITRILE EXAM GLOVES which was granted 2 510
(k) # KODOBGS as shown in APPENDIX M

This summary of safity and effectiveness information is being submitied in accordance with the
requiremenis of SMIDA 15990

Deviee Information:

Trade Name - NON-STERILE POWDER FREE BLUE NITRILE EXAMINATION GLOVES
WITH VANILLA SCENTING

Common Name - Exam gloves

Classification Mame - Patient examination glove (per 21 CFR 880.6250)

Classification Information - Class 1 nitrile patieni examination glove 80LZA, powder frec and
meeting all the requirements of ASTM-D6319-00aE1 Standard Specification for Nitnle

Examination (iloves for B?I Application.

Deviee Description:
Class | nitrile patient examination gloves RILZA, powder free and meetin
of ASTM-D6319-00aE1 Standard Specification for Nitrile Examinatson
Application.

Intended Use of Device:
A medical glove w0 be worn on the hand of the health care and similar personnel o prevent
contamination between health care personnel and patient
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DEFARTMENT OF HEALTH & HUMAN SERVICES Public Heallh Service

Food and Drag Administration
a#00 Corporate Bowlevard

o724 o0 Flockville MD 20850
MAR 2 7 2008
Conclusion: SCGMP Company, Limited
C/0 Ms, Janza P. Tucker
The data presented indicate the Nos-stérile Powder-Free Black Nitrile Exmmination Glove meets the Official Correspondent/ United States Agent
Tollowing Sinndards. Tucker & Associaies
) . . 198 Avenue De La D' Emerald
o ASTM D1 19.00aE3, Stendord Specification For Navile Gloves Sparks, Nevada 89434-9550

IS0 2859-], Smndard for Water Leak Tewt and/or ASTM D5151-06, Standard Test Meibod for
Dietecnan of Hales in Medical Gloves

3. ASTM DE124-06, Sundard Test Method for Ressdual Powder on Medical Gloves.

i B Bility T oo White rabbits and G Plgs. Re: KO72400

i- Labeling meets FDA Specifications Trade/Device Name: Non-Sterile, Powder Free Black Nitrile Examination Gloves
Except for Colar, this glove is equivalent to KD)0BSS. Regulation Number: 880.6250

Regulation Name: Patient Examination Glove
Repulatory Class: |

Product Code: LEA

Dated: March 11, 2008

Received: March 13, 2008

Diear Ms. Tucker:

We have reviewed your Section 510(k) premarket notification of intent 10 market the device
referenced above and have determined the device is substantially equivalent {for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior o May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket

Cm approval application (PMA). You may, therefore, market the device, subject 1o the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and aduleration.

If your device is classified (see above) into either class Il (Special Controls) or class 11
(PMA), it may be subject 1o such additional controls. Existing major regulations affecting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 w 898. In
addition, FDA may publish further announcements concerning your device in the Federal
Register

arerpix K Srge 2% %
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200m0M0 510k Sremarkst Mot catan

FOUA

FD4 Home® Medical Devices* Databases™
510(k) Premarket Notification

.9 100 ) 7| Detievo B |REgEmbon & |Advarse [reeeane ™ mpas ' Se0E | Classneaton 'S nandaeds 15
N M- ] Listmg® Evarss 10
SaparSrEl crR Tite 21 iRadatior-E-irg Frocuct T X-Ray Azsembier 'S kediun Resorts 19 cuw 2B TRLCT!

Mew Search Back To Search Results
Device Classification Name  Pojymer Patient Examination Giove™

510(K) Number K072400

Device Name NON-STERILE, POWDER-FREE, BLACK NITRILE EXAMINATION GLOVES
Applicant SGMP CO., LTD.

188 AVEMUE DE LA DEMERALD
Sparks, NV BD43M
Applicant Contact Janna P Tucker

Cormespondent 2GMP CO., LTD.
188 AVEMLUE DE LA D'EMERALD
Sparks. NV BD43M
Correspondent Contact Janna P Tucker

Regulation Number 880 B250R?
Classification Product Code LZARe

Date Received DRZTI007
Decision Date 037272008
Decision Substantially Equivalent (SESE)
Regulation Medical Specialty General Hosgital
10k Review Fanel General Hospital
Summary Summary==
Type Traditional
Reviewed By Third Party Mo
Combination Product Mo

Links on this page:

1. hrep:/ v addthis. com/bookmark. php ?u308=truefv=152Gusemame=rdamain
2. htepy/fvwnervi.addthis. com/bookmark.php

3. hteps:/fwww. fda.gow/

4, https://www.fda.gov/Medical-Devices

5

. https:/fwww.fda gov/ meds cal-devices/device-advice-comprehensive- regu latory-
assistance medical-device-databases

6. /scripts/cdrh/devicesatfda/index.cfm
7. /scripts/cdrh/cfdocs/cfPMN/pmn.cfm
8. /scripts/cdrh/cfidocs/cfpmin/denovo.cfm
9. /scripts/edrh/dfdocs/cfRL/rl.cfm
10. /seripts/edrh/cfdocs/cfMALUDE/ TextSaarch.cfm
11. fscripts/edrh/dfidocs/cfRES/ res.cfm
12, fseripts/edrh/dfidecs/cfiPMA/pma.cfm
13. /soripts/odrh/chdocs/cfHDE hde.dm
14. /scripts/cdrh/cfdecs/cfPCDY classification.cfm

hEps e aCCEssaals s govwScriptaodr ciliocs cipmipmn.cm TiD=K0 72400

12
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MAR 2 7 2008 APPENDIX K

510(k) SUMMARY Ko7z 400
SUMMARY OF THE SAFETY AND EFFECTIVENESS FOR
NON-STERILE, POWDER FREE BLACK NITRILE EXAMINATION GLOVES

Submirted For : SGMF Company Limited, 181 Moo 6, Tambol Kampaengpeich, Rattaphum, Soagkhls
SO1ED, Thoalamd

Lubmitted By: Tucker & Associates
Offical Correspondent for SGMP Co Ltd
Tanna P. Tudker, Presudent — CEO
198 Avenue de b D'emerald, Sparks, NV §9434-9550
Phone No : 775-342-2612  Fax No : 775.342-2613
E-maal: Tuckeran@aol com

Equivalent Predicate Device: POWDER FREE BLUE NITRILE EXAM GLOVES which
witd grantod a 5 1O(K) & KO00O86H

This summary of safery and effectrveness infarmation i being submatted m sccordance with
the requiremenss of ShiDA, 1590

Dievice Informarmn:
Trade Name = Non-Stenle, Powder Fres Black Nitnle Examnation Gloves

Common MName - Exam gloves

Classification Name - Paent esammation glove (pes 21 CFR 880.6250)

Classifieation Information - Clats 1 Nitrile eamination glove S30LTA, powder free and mesting
all the requirements of ASTM D6319-00aE3 Standard Specification for Nitrile Examination
Gloves for Medical Application

Device Description: . _
Class | Wirile examination gloves BOLTA, powder free and mecting ali the requirements af
ASTM Dé315-00aF3 Standard Specification for Nitrile Examinauon Gloves for Medical

Application.
Intended Use of Device:

A medscal glove to be worn on the hand of the health care and similar personnel 1o prevent
contamination between health care persoanel and patient

fager | o4 Z-
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KIOI§33,

DEPARTMENT OF HEALTH & HUMAMN SERVICES Fublic Heahh Scrvioe

e — i S—

Fioad andd EMug AdmitieSiriles

. FEHLS MWew .llq.".i'l‘\'.'l..f Avenue
M‘ i Do urmen i Comieid Roswn =W - [0S
—_ - - e —— i- T e am b — ] Sibver Speimg. A0 D009 0002
The data presented indicates the Powder-Free, Nitrile Examination Gloves, Tested
for Use With Chemotherapy Drugs Labeling Claim, (Noo-Sterile), K101822 is equivalent
Coating, Tested for use with Chemotheragy Drugs. C/0 Ms. Janna P. Tucker
chemotherapy dregs had extremely : Tucker & Associates WOy 19 AW
HHH*_“_-:._hmH (BCNU) @ 049 minwtes, and 198 Avenue De La D'Emerald
hm'.-;lmi—- Therefare, these gloves are Bot approved for ase when Sparks, Nevada §9434
using those chesse drogs.
< standards unless otherwise noted: Re: KI01422
These gloves do meet the following recogaized Trade/Device Name: MNon-Sterile, Powder Free Blug Nitrile Examination Glowves
som fior Nitrile Gloves Tested for use with Chematherapy Drugs
ASTM D63 19-00a00A2005), “w Regulation Number: 2] CFR 880.6250
Test anxlfor ASTM D5151-06, Test Method for Regulation Name: Patient Examination Glove
150 m.ll.f Hl-ﬂ-:ﬂﬂ"ﬂm Regulatory Class: |
Detectio Product Code: LEZA/LZC
mmmmm“h““mmm Dated: October 22, 2010

Received: October 21, 2000

Labeling meets FDA requirement ' Dear Ms. Tucker:

MWWh _ﬂ‘ﬂl} Lid. ED2957 i i We have reviewed your Section 5100k) premarket notification of mient 10 market the device
- . " : referenced above and have determined the device is substantially equivalent {for the

ASTM D6978-05 Standard Pracuce for Assessment of Resistance of Medical Gloves to : indications for use stated in the enclosuse) 1o legally marketed predicate devices marketed in

Permeation by Chemotherapy Dirugs. interstate commerce prior to May 28, 1976, the cnactment datc of the Medical Device

Amendments, or to devices thal have been reclassified in accordance wath the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). Yow may, therefore, market the device. subject 1o the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annuwal registration, listing of devices, pood munufacturing practice,
labeling, and prohibitions against misbranding and sdulteration. Please note: CDRH does
not evaluate information related to contract liability worranties. We remind you, however,
that device labeling must be truthful and not misleading

If your device is classified (see above) into either class I (Special Controls) or class [l
(PMA), it may be subject to additional controls. Existing major regalations affecting your
device can be found in the Code of Federal Regulations, Title 21, Paris 800 (o 898. In
addition, FDA may publish further announcements concerning your device in the Federal

Register,
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KI10/832
- §. Sabstuatisl Equivalenee Discmssion :
Parameter Equivalence
Noo-serile , Povwder-free Blue Nitrile | Non-sterile | Povder-free Nitrile
Examination Gloves. Eramiantion Glove , Blue with (SE)
Pobymer Coating. Tested for
Drugs
510 K ¥ KDEzos7
Devise Class 1 1 SE
Product Code LZA LZA SE
Gilowe Caolor Blue Bhue SE
Dimensions Mesis ASTM D63 15-000-05 Mests ASTM D63 19-00a-05 SE
Physical Mests ASTM D63 [ 9-00a-05 Meets ASTM D6319-00a-05 SE
Properties
Freedom From Meots ASTM D63 19-00a-05 Meets ASTM D63 19-00s-05 SE
Pinholes
 Powder-free Meets ASTM D6124-06 Meets ASTM D61 24-06 SE
Residue

Product Certificates

K]0)§223
| Biocompetibility | Passes Primary. Skin Irvitation | Passes Primary Skin Irritation | . SE
Test . s in Rabbits
Passes Guinea Pig Passes Guinea Pig SE
Maximization Sensitization
Chemotherapy | Meets ASTM D6978-05 Meets ASTM D6978-05 SE
Orugs Tests Cisplatin > 240 mins Cisplatin > 240 mins
Cyclophosphamide > 240 mins | Cyclophosphamide > 240 mins
Doxorubicin Hydrochloride Dexorubicin Hydrochloride
= 240 mins > 240 mins
Etoposide > 240 mins Etoposide > 240 mins
Flirowracil > 240 mins Flurousrmcil = 240 mins
Paclitaxel > 240 mins Paclitaxel > 240 mins
Vencristine Sulfote > 240 mins Vencristine Sulfite > 240 mins
Dicarbazine > 240 mins Dacarbazine > 240 mins
Methotrexate > 240 mins Methotrexate > 240 mins
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Kiol§22 K 10§22
Powder F Hwhﬁmhﬁmmm_ﬁhmedh“::wﬂh
510 (k) SUMMARY APPENDIX M | mumwm,n.ﬁummmﬂ :ﬁ:rnrl._l:nlpmpcﬂ!lﬂ‘l: on the

_ (AsRequired by 21 section 807.92 (c) ) __

1
Permeation
1. Submitted For : l mﬂﬂmmmﬁEmm
SGMP Company L imited ' Nov 1§ ) |
181 Moo 6, Tembol Kampsengphet , | *"'l‘"“"'"""‘i
Rarmphum , Songkhia 90180 Thailand, | Test Chemotherapy Drug _ Detection Time (Minates
2. Submitted By : : *Carmustine (BCNU) t;m_uu
Tucker & Associstes i [ Cisplatin }m_r" i
Official Comespondent for SGMP Company Limited | Cyclophosphamide (Cytoxan) >740 mimsics
Janna P.Tucker , President — CEQ  Doxorubicin Hydrochloride 5740 mimstes
198 , Avenue de Ia D"emerald , Sparks, | Etoposide (Toposar) =240 minules
NV §9434-9550 Flurouracil >240 minutes
Phone No ; 775-342-2612 Paclitexel (Taxol) 2.61 minutes _
Fax No : 775-342-2613 : | *“Thiotepa >740 mimutes
Email - Tuckerjan@solcom Vincristine Sulfute >240 mima
E_bﬂmt_@'ﬂ} 740 mimtes
; | low
3. Device Trade or Proprietary Name : Carmustine mﬂ]}ﬂwhﬂm
Non-sterile , Powder-free Blue Nitrile Examination Gloves, Tested for nse with \ *Please note that .

imes of 0.49 and 2.61 minute only.
Chemotherapy Drugs. permeation wmnes

1

4. Device Common Name :
Examination Gloves

£ Device Classificatlon Name :
Patient Examination Gloves { per 21CFR B20.6250)

&, Device Description :
Nom-sterile , Powsder-frec Blue Nitrile Examination Gloves , Tested for use with
Chemotherapy Drugs.

7. Imtended [Tse of Device :
A disposable medical glove to be wom on the hand of the healthcare and similar
personne| to prevent contamination between healthcare personnel and patient.

BIEH 2 |
LAPENDIX HW /0-/2-)0, &W@M
Hrar thocrt Fgpivalecse % x052957
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fraian Sl E100) Premarked Mot=cation

FOA

Follcrae F DA Em b wpaiiasl

ﬁ U.S. FOOD & DRUG

ADMINISTRATION

FD& Home® Mmedical Devices* Databases™

Hame | Food | Drugs | Medical Davisei Radation-Emitting Piodueils | Vaciemed, Blood & Biolagics | Aaimal & Velerinany | Cosmatici Tobacca Piodud B 51 Utk} Prﬁmﬂrkﬁt "Dtrfll:ﬂtll:ln
¢ = ' 100 |Detouot[Begsiration & |Adverze Fecars ' Epea 120 E Y immanoanon S mnaaras 15
3 3 i 5 gy " L1 10
Establishment Registration & Device Listing @ coew e Bens .
& FOAHoms B hsdicsl Doviess @ Dalsbasss & m CFR e 21 S Ragatior-Emimng Progucs 7 [x-Ray Asseroier S iegiun Reports 13cLm D TR
1 e tgnnd fee Cramerr Dpvator Nams
E= gl Bhdray Tadnsn
EFH:*.LMM ‘ Hagiaranon Humber mﬁ":m"r New Search Back To Search Results
SGMPE GO LTD THAILAND LN 020 Device - e
; . . " . Clacsification Name T a0eni Examination Glove, Specialty==
& CEArREl MaRuTEsaar MRt 1K) Number K101822
* Lilis P : : . et Comtrant ManuTBeeT VEs B Device Name NON-STERILE POWDER-FREE BLUE NITRILE EXAMINATION GLOVES TESTED FOR
& Lt Pallast Brasinaiias i Conirect Marufaciurer W dpchue USE WITH CHEMOTHERAPY DRUGS
& Lyiax P8 l.'| Experen gt '-""'l'l. Contract Manufactorer Masstactune w“m mp ':U ) LTD
= Snow ot 1) Lisgogs For SOMP OO LTD. THAILAND 198 AVENUE DE LA D'EMERALD
Sparks, NV 59434
Applhicant Contact  Janna P Tucker
Cantfind whit you're lesking for? Lo caw aaareh Correspondent SGMP CO., LTD.
1823 AVENUE DE LA D'EMERALD
Sparks, NV 20434
Pags Laat Ugdadesd DBT40D0 m M
Nolm: If yiag napsd Wp BCORRRNg Nformmalen A SfMere =t S ievrats. Jee rainacions for Doamiasdng Ve 30d Payen Spon Jarma P Tucker
Language Assstanes Avadabie: Expadol | BEGT | Tuleg vl | TR0 | Taguing | Py | iuad | e dpapen | Franges | Poisi | Poruguds |t | Deuisen | D808 ) =4 Contact
| gt Regulation Number gap gosp™?
Classification W vt
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Product Certificates Product Certificates

CERTIFICATE

No. QS6 18 06 52111 004

CERTIFICATE

No. @S5 18 06 52111 005

Certificate Holder: SGMP Company Limited
181 Moo 8, Tambol Kampaengphet

Amphur Rattaphum Songkhla Pro. 80180
THAILAND

Certificate Holder: SGMP Company Limited
181 Moo 6, Tambol Kampaengphet
Amphur Rattaphum Songkhla Pro. 90180
THAILAND

Certification Mark: ﬁ
TOV

Scope of Certificate: Design and Development, Production
and Distri bution of Non-sterile Powdered
and Powder Free Examination Gloves

Certification Mark:

TV

Scope of Certificate: Design and Developmant, Production
and Distri bution of Non-sterile Powdored
and Powder Free Examination Gloves

Standard(s): IS0 13485:2016
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Regulatory Authority: Health Canada.
Soo attached for listing of specific

regulatory requirements.

The Carfificaton Body of TLW SUD Amenca Inc. cortifies thal the qualiy managesren] syshem of
e rmaneaciuner kated above has been sudited against the stated crbena and fownd o conform o
those cribeda for the scope of certlllcation ksfed  Valldty of ths cerdificaie can ba oblaned by

¥
]

Standard(s): IS0 9001:2015
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The Catifcaton Bady of TUWV 50D Amanca Inc. certiies thal the company mentoned above
Fras astablinhed ara = r*a:r\l.*m*mg ] l:r..n--ry ﬂwwl ryuiem that mesls (he repurnsTents of
e abted siandards
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] E vindineg 1h weebaile
] tp [Fereew buv-Sud-amerca comius-enresource-cenle liousiome - supportcertficate fincar
Report Mo, M2E30 TUN SUID Amenca Inc. s an MDSAP Recogniz od Auditing Organiealion
DUNS ha: 66-072-FE%
Effective Date: 2018-08-13 EfMective Date: 20180602
Expiry Date 2011 -08.01 Expiry Dals 2021-06-01
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Tl SO0 AMERICA INC * 10 Centennial Drive * Peabody, MA 01960 USA » www. TUVamerica com OV



Product Certificates Product Certificates

(F lzzusditz SEMP Company Limbed _\
181 Mook
Amphat FLaRaE
TECHMOLOGY Gonghniy 70760
Trailamd
Rmedica
Notifed Body. 2777 SATRA cusiomer number: P1543

CERTIFICATE . . .
No. QS6 18 06 52111 004 EU Type-Examlnatlon Certificate

Audit/Certification Criteria

Certificate number: 2777M14166-01/E00-00

This EU Type-Examnation Certificate cowers the following product group(s) supported by testing to the relevant
standards/technical specifications and examnation of the technical file docurmentation:
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Canada Following the EU Type-Examination the product group has been shown o sabsfy the applicable essential health and
Medical Device Regulations SORMB-282, Part 1 safety requirements of Annex |l of the PPE Regulation (EU) 2018425 as a Category Il product.
Product reference: Description:
PF NSR Emil Poweder free Nitrile Glove, Smd with Pattern texture avalable in Black, Orange, Green and
Yellow colours.
Sizes: Classification:
Medium - S558FF-M EN IS0 374-1:2016J Type C Level  EM 374-4: 2013 Degradation %
Large - 5558FF-L n-Heptane (J) 2 r
X-Large - 5558PF-XL 40% Sodium Hydroxide (K) 8 -58.7
XX-Large — S55EPF-)O(L B6% Sulphuric Acid (L) 0 100.0
EN IS0 374.5: X016 Result
¥ Protection against bacteria
and fungi Fass
F'_“I Protection against vwuses A
od
2
—
-1
Efective Dati: 201 B-08-02
Expiry Date: 20021 -0%-01

T

Manuel Bradaric

Cerification Manager MHS
Fandards Technica p=CMCANCAE Jp0Ied

EN 4200 2003+A1 2005 EN 33822016+A122018; EN IS0 374-120164A1:2018

ZERTIFIKAT « CERTIFICATE -

Pags 2 o 2
Technical reponsifpproval documents:
= SATRA: SPCO24T44T1626/2, CHMO24TA60/ 1626/ ENE, CHMO26064711 TIVEN, CHMIZE2288M TINSMeDB, SPCO2626931740,
CHMO282 2881 T ISMCDIA
TOV 500 AMERICA INC = 10 Centonnial Drive = Peabody, MA 01960 USA = www. TUVamerices com ™" -

Signed on behat of SATRA: ﬁntj{;ml: Besjana Pilinc { ;'_' Eﬁ L - Cruincey Brown
Date Mirst lesuwed : 26/02/2020

Dats of lesus: 260212020 Expiry date: 26272025
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