
PT, SMART G LaVE rNDoNEsrA

COQ Ref No: PTSG-IND0666

Product Name
Description
Catalog No
Lot Number
Date Of Manufactur
Product Shelf Life

Country Of Origin

CERTIFICATE OF QUALITY

9" (  mil) Powder Free Nitrile Textured Examination Glove Blue
9" (  mil) Powder Free Nitrile Textured Examination Glove Blue
82026-423
PT1.8N001

October 2018
September 2023
INDONESIA

Quality System Compliance : Products are manufactured under FDASIOK, tSO 9001:2008, tSO 134g5:20031, CMDCAS euality
System standard and Good Manufacturing Practices. Products are Inspected and controlled through whole production processing in
accordance with current applicable product specifications and QC SOP. Inspection records are reviewed and signed off by qualified
personnel for product release.

QC Testing Representative production samples are collected and inspected in
Accordance with current applicable product specification:
Meet or exceed ASTM D6319 and ISO 2859 (Sampling table)

Accuracy Water tight test
Visual inspection

Dimensional
Physical Property
Powder Content
Moisture Content
Glove count

: Inspection level = G1; AQL 1..5

: Inspection level = G1; AQL 1.5 (critical defects)
AQL 2.5 (major defects)
AQL 4.0 (minor defects)

: Inspection level = 52; AQL 4.0
: Inspection level = 52; AQL 4.0
: Inspection level = Spieces; Average 5 2 mg/glove
: Inspection level = 5pieces; Average < L%

: Inspection level = 5 dispensers; Tolerance 100+/-2 pieces

Product Specification :

Material :

BSE/ TSE Statement :

Non-Pyrogenic Statement :

Dnase & RNase Free Statement :

Cytotoxicity Statement :

Latex Statement :

Signed:

R,'T. SI'ART GLOVE INDONESIA
Jt PEIFA RAYA ilQ S?, IGWASAI{ INOUSTRI MEDAN SlA^

" fi ilIff ft tffil5il$lts,iia]fl1Yi SJ["ffYi 
-

\ suurreu UTARA. lNooilEslA"

Pofpy Farahrosa

QA/RA.Manager

Date : 01 November 2018

This product is Class I category device as defined by the FDA in 2LCFR Parts 807 sub parts C

Nitrile Butadiene Rubber
N/A
N/A
N/A
N/A
This product is not made with natural rubber latex

JL. PELITA RAYA NO. 5.7, KAWASAN INDUSTRI MEDAN STAR, JL. RAYA MEDAN 'LUBUK
TANJUNG MoRAwA B, TANJUNG MORAWA, DELI SERDANG, KODE POS 20362, SUMATERA

Telp. +62 - 61 7940100, +62'61 7940900 Fax : +62'61 7943988

PAKAM KM. 19,5
UTARA, INDONESIA.



PT. SMART G LaVE rNDoNEsrA

COQ Ref No: PTSG-|ND0667

Product Name
Description
Catalog No
Lot Number
Date Of Manufactur
Product Shelf tife
Country Of Origin

CERTIFICATE OF QUALITY

9" (  mil) Powder Free Nitrile Textured Examination Glove Blue
9" (4 mil) Powder Free Nitrile Textured Examination Glove Blue
82026-424
PT18N002 & PT18N003
October 2018
September 2023
INDONESIA

Qualitysystemcompliance : Products are manufactured under FDA510K, lso 9001:2008, tso 13485:20031, cMDcAs Quatity
System standard and Good Manufacturing Practices. Products are Inspected and controlled through whole production processing in
accordance with current applicable product specifications and QC SOP. Inspection records are reviewed and signed off by qualified
personnel for product release.

QC Testing Representative production samples are collected and inspected in
Accordance with current applicable product specification:
Meet or exceed ASTM D5319 and tSO 2859 (Sampling table)

Accuracy Water tight test
Visual inspection

Dimensional
Physical Property
Powder Content
Moisture Content
Glove count

: Inspection level = G1; AQL 1..5

: Inspection level = G1; AQL 1.5 (critical defects)
AQL 2.5 (major defects)
AQL 4.0 (minor defects)

: Inspection level = 52; AeL 4.0
: Inspection level = 52; AQL 4.0
: Inspection level = Spieces; Average 5 2 mg/glove
: Inspection level = Spieces; Average < 1%
: lnspection level = 5 dispensers; Tolerance 100+/-2 pieces

Product Specification :

Material :

BSE/ TSE Statement :

Non-Pyrogenic Statement :

Dnase & RNase Free Statement :

Cytotoxicity Statement
Latex Statement

SMART GLOVE I ilDTJNLSiiA
Jr PEI aevfd6 lz, KAWASAN lNDUsl Rt r,,leDAN sl^n

JL fi+upux'pexeu Krt 19. TANJUIiG MoRAwA t'

TANIU MORAY'IIA OELI SERDAI{G, KOOE POS 20362

SUMATERA UTARA. INDOHESIA
Poppy Farahrosa

QA/RA.Manager

Date : 01 November 2018

This product is Class I category device as defined by the FDA in 2I.CFR parts 807 sub parts C

Nitrile Butadiene Rubber
N/A
N/A
N/A
N/A
This product is not made with natural rubber latex

Signed:

JL. PELITA RAYA NO. 5.7, KAWASAN INDUSTRI MEDAN STAR, JL. RAYA MEDAN . LUBUK PAKAM KM. 19,5
TANJUNG MORAWA B, TANJUNG MORAWA, DELI SERDANG, KODE POS 20362, SUMATERA UTARA, INDONESIA.

Telp. +$2 - 61 7940100, +62 - 61 7940900 Fax : +62 - 61 7943988



PT' SMART G LaVE rNDoNEsrA

COQ Ref No: PTSG-|ND0668

euality System Compliance : Products are manufactured under FDA510K, ISO 9001:2008, ISO 13485:20031, CMDCAS Quality

Svstem standard and Good Manufacturing practices. Products are Inspected and controlled through whole production processing in

accordance with current applicable product specifications and QC SOP. Inspection records are reviewed and signed off by qualified

personnel for product release.

QC Testing Representative production samples are collected and inspected in

Accordance with current applicable product specification:

Meet or exceed ASTM D6319 and ISO 2859 (Sampling table)

Product Name

Description
Catalog No

Lot Number
Date Of Manufactur
Product Shelf Life

Country Of Origin

Accu racy

Product Specification :

Material :

BSE/ TSE Statement
Non-Pyrogenic Statement :

Dnase & RNase Free Statement :

Cytotoxicity Statement :

Latex Statement :

T. ST$ART GLOVE INOONESIA
Jr Pl ITA RAYANO t7, KAIVASAN INDUSTRI MEoAN SlAh

JL PUK PAKAM XI,| 19, TATJUNG MORAWA E

Tr(t.t MORA.YXA. DETI SERDAIIG, KODE POS 20362
SUiIATERA UTARA INOONESIA"

QA/RA.Manager

Date : 01 November 2018

cERTIFICATE OF qUALlrY

9" (  mil) Powder Free Nitrile Textured Examination Glove Blue

9" (4 mil) Powder Free Nitrile Textured Examination Glove Blue

82026-426
PT18N004 & PT18N005

October 2018

Seotember 2023

INDONESIA

Water tight test
Visual inspection

Dimensional
Physical Property
Powder Content
Moisture Content
Glove count

This product is Class I

Nitrile Butadiene Rubber
N/A
N/A
NiA
N/A
This product is not made with natural rubber latex

Inspection level = G1; AQL 1.5

Inspection level = G1; AQL 1.5 (critical defects)

AQL 2.5 (major defects)
AQL 4.0 (minor defects)

Inspection level = 52; AQL 4.0

Inspection level = 52; AQL 4.0
Inspection level = 5pieces; Average 5 2 mg/glove
Inspection level = 5pieces; Average < 1%

Inspection level = 5 dispensers; Tolerance 100+/-2 pieces

category device as defined by the FDA in 21CFR Parts 807 sub parts C

JL. PELITA RAYA NO. 5.7, KAI'VASAN INDUSTRI MEDAN STAR, JL. RAYA MEDAN . LUBUK PAKAM KM. 19,5
TANJUNG MORAWA B, TANJUNG MORAWA, DELISERDANG, KODE POS 20362, SUMATERA UTARA, INDONESIA.

Telp. +$2 - 61 7940100, +62 - 61 7940900 Fax : +62 - 61 7943988



PT. SMART G LaVE rNDoNEsrA

Product Name

Description
Catalog No
Lot Number
Date Of Manufactur
Product Shelf Life

Country Of Origin

CERTIFICATE OT QUALITY

9" (  mil) Powder Free Nitrile Textured Examination Glove Blue
9" (  mil) Powder Free Nitrile Textured Examination Glove Blue
82026-428
PT18N006 & PT18N007

October 2018
September 2023

INDONESIA

COQ Ref No: PTSG-|ND0669

level = G1; AQL 1.5

level = G1; AQL 1.5 (critical defects)
AQL 2.5 (major defects)
AQL 4.0 (minor defects)

level = 52; AQL 4.0
level = 52; AQt 4.0
level = Spieces; Average < 2 mg/glove
level = 5pieces:, Average < Ilo
level = 5 dispensers; Tolerance 100+/-2 pieces

Quality System Compliance : Products are manufactured under FDA510K, l5O 9001:2008, tSO 13485:20031, CMDCAS Quality
System standard and Good Manufacturing Practices. Products are Inspected and controlled through whole production processing in
accordance with current applicable product specifications and QC SOP. Inspection records are reviewed and signed off by qualified
personnel for product release.

QC Testing Representative production samples are collected and inspected in
Accordance with current applicable product specification:
Meet or exceed ASTM D6319 and ISO 2859 (Sampling table)

Accu racy Water tight test
Visual inspection

Dimensional
Physical Property
Powder Content
Moisture Content
Glove count

: Inspection
: Inspection

: Inspection
: Inspection
: Inspection
: Inspection
: lnspection

Product Specification :

Material :

BSE/TSE Statement :

Non-Pyrogenic Statement :

Dnase & RNase Free Statement :

Cytotoxicity Statement :

Latex Statement :

5igned:

T. SilIART GUOVE lftOCIlrle,StA
tlTA RAY+IIO t7, KAWASAN IilOUSIRI MEDAN S1^^

I''d.LUPUX PAIqM KM 19. TANJUNG I{ORAWA B

MORAWC. DEII SEROANG, KOOE POS 20362.

Date : 01. November 20L8

This product is Class I category device as defined by the FDA in 21CFR Parts 807 sub parts C

Nitrile Butadiene Rubber
N/A
N/A
N/A
N/A
This product is not made with natural rubber latex

JL. PELITA RAYA NO. 5-7, KAWASAN INDUSTRI MEDAN STAR, JL. RAYA MEDAN . LUBUK PAKAM KM. 19,5
TANJUNG MORAVI'A B, TANJUNG MORAWA, DELI SERDANG, KODE POS 20362, SUMATERA UTARA, INDONESIA.

Telp. +62 - 61 7940100, +62 - 61 7940900 Fax 
= 
+62 - 61 7943988

SUI{ATEM UTARA, IIIDONESIA
ppy Farahrosa

QA/RA.Manager



PT. SMART G L#VE rNDoNEsrA

Quality System Compliance : Products are manufactured under FDA5l.0K, l5O 9001:2008, l50 13485:20031, CMDCAS Quality
System standard and Good Manufacturing Practices. Products are Inspected and controlled through whole production processing in

accordance with current applicable product specifications and QC SOP. Inspection records are reviewed and signed off by qualified
personnel for product release.

QC Testing Representative production samples are collected and inspected in
Accordance with current applicable product specification:
Meet or exceed ASTM 06319 and ISO 2859 (Sampling table)

Accuracy

Product Name
Description
Catalog No
Lot Number
Date Of Manufactur
Product Shelf Life

Country Of Origin

Product Specification :

Material i

BSE/ TSE Statement :

Non-Pyrogenic Statement :

Dnase & RNase Free Statement :

Cytotoxicity Statement :

Latex Statement :

cERTTF|CATE OF QUALTTY

9" (4 mil) Powder Free Nitrile Textured Examination Glove Blue
9" (a mil) Powder Free Nitrile Textured Examination Glove Blue
82026-424
PT181302 & PT181303

September 2018
Agustus 2023
INDONESIA

COQ Ref No: PTSG-IND0670

level = Gl.; AQL 1.5

level = G1; AQL 1.5 (critical defects)
AQL 2.5 (major defects)
AQL 4.0 (minor defects)

level = 52; AQL 4.0
level = 52; AQL 4.0
level = Spieces; Average < 2 mg/glove
levef = Spieces. Average < I%o

level = 5 dispensers; Tolerance 100+/-2 pieces

Water tight test
Visual inspection

Dimensional
Physical Property
Powder Content
Moisture Content
Glove count

: Inspection
: Inspection

: Inspection
: Inspection
: Inspection
: Inspection
: Inspectaon

This product is Class I category device as defined by the FDA in 21CFR Parts 807 sub parts C

Nitrile Butadiene Rubber
N/A
N/A
N/A
N/n
This product is not made with natural rubber latex

Signed:

iT. SitART cLOVE tNDoNt,str{
.Jr P-ELITA RAYA NO tZ, I(AWASAN tnOUSfRr neOU Srn^
,L ilyr lrEoArit+upuK pAr<ru xn r e, rAx.ruNG Moi;rtA LTAIJUflO rpRAurr\ DEU 8€RDANb, xoot pdi jd36j''

- SUI/nTERA UTARA |NDO||ES|A
Poppy Farahrosa

QA/RA.Manager
A

W-P-
Date : 0I November 2018

JL. PELITA RAYA NO. 5.7, KAT'VASAN INDUSTRI MEDAN STAR, JL. RAYA MEDAN - LUBUK PAKAM KM. 19,5
TANJUNG MORAWA B, TANJUNG MORAWA, DELI SERDANG, KODE POS 20362, SUMATERA UTARA, INDONESIA.

Telp. +62 - 61 7940100, +62 - 61 7940900 Fax i +62 - 61 7943988



PT. SMART G L#VE rNDoNEsrA

Quality System Compliance : Products are manufactured under FDASLOK, ISO 9001:2008, ISO 13485:20031, CMDCAS euality
System standard and Good Manufacturing Practices. Products are Inspected and controlled through whole production processing in

accordance with current applicable product specifications and QC SOP. Inspection records are reviewed and signed off by qualified
personnel for product release.

QC Testing Representative production samples are collected and inspected in
Accordance with current applicable product specification:
Meet or exceed ASTM D6319 and ISO 2859 (Sampling table)

Accuracy

Product Name
Description
Catalog No

Lot Number
Date Of Manufactur
Product Shelf Life

Country Of Origin

Product Specification :

Material :

BSE/ TSE Statement :

Non-Pyrogenic Statement :

Dnase & RNase Free Statement :

Cytotoxicity Statement
Latex Statement :

Signed:

CERTIFICATE OT QUALITY

9" (a mil) Powder Free Nitrile Textured Examination Glove Blue
9" (a mil) Powder Free Nitrile Textured Examination Glove Blue
82026-424
PT181305

September 201.8

Agustus 2023
INDONESIA

Water tight test :

Visual inspection :

Dimensional :

Physical Property :

Powder Content :

Moisture Content i

Glove count :

COQ Ref No: PTSG-|ND0671

Inspection level = G1; AQL 1.5

Inspection level = G1; AQL 1.5 (critical defects)
AQL 2.5 (major defects)
AQL 4.0 (minor defects)

lnspection level = 52; AQL 4.0
Inspection level = 52; AQL 4.0
Inspection level = 5pieces; Average < 2 mg/glove
Inspection level = 5pieces; Average S 1%

Inspection level = 5 dispensers; Tolerance 100+/-2 pieces

This product is Class I category device as defined by the FDA in 21CFR Parts 807 sub parts C

Nitrile Butadiene Rubber
N/A
N/A
N/A
N/A
This product is not made with natural rubber latex
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QA/RA.Manager

Date : 01 November 2018
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JL. PELITA RAYA NO. 5.7, KAWASAN INDUSTRI MEDAN STAR, JL. RAYA MEDAN . LUBUK PAKAM KM. 19,5
TANJUNG MORAWA B, TANJUNG MORAWA, DELI SERDANG, KODE POS 20362, SUMATERA UTARA, INDONESIA.

Telp. +62 - 61 7940100, +62 - 61 7940900 Fax : +62 - 61 7943988


