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ITEM 1 PURPOSE 

1.1 During the last meeting held on 9 Aug 2023, the  Committee deliberated on the comments
received on IS 15354 (Part1):2018/ ISO 11193-1:2008 and decided that MTai, Mun India and
Kanam  latex  may  provide  technical  justification  and  scientific  evidence  regarding  the
proposed changes within a period of 7 days. We are yet to receive any response in the matter
from Mtai and  Mun India.

The committee may kindly note.

1.2 However, certain comments in this matter have been received from Ansell India Pvt. Ltd.
and O & M Halyard Health Pvt. Ltd (copy attached)

The committee may kindly deliberate.

1.3 In this matter, Indian Rubber Gloves Manufacturers Association has send their representation
stating that the current provisions of the standards are well in line with the Indian conditions
and as such do not require any amendments (copy attached).

The committee may kindly note and deliberate.

1.4  Co-option request received from “Indian Rubber Glover Manufacturers Association”, dated
        email 31 Aug 2023 (copy attached) . 
       The Committee may kindly note and deliberate.
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Date: 22.08.2023 
To, 
Head (MHD) 
Room No. 459, Manakalaya Building 
Bureau of Indian Standards, 
9, Bahadur Shah Zafar Marg, 
New Delhi – 110002 
 
Subject: Request for consideration of updated palm thickness criteria in IS 15354 for Nitrile 
Examination Gloves 
 
Respected Sir/Madam, 
 
We Ansell India Protective Products Pvt. Ltd, 706/7, Tower 2nd, Level 7, Seawoods Grand Central, Navi 
Mumbai, Maharashtra, India, hereby writing to formally submit our technical justification for the 
proposed update of the palm thickness criteria in IS 15354 for nitrile examination gloves. Our 
comprehensive analysis and research have led us to the conclusion that aligning the palm thickness 
criteria with the standards set by ASTM D6319 - 19 would greatly benefit the industry and ensure the 
quality and safety of these essential medical products. 
 
As a reputable manufacturer and innovator in the field of medical gloves, we have meticulously reviewed 
the existing standards outlined in IS 15354. Through extensive research and consultation with industry 
experts, we have identified areas where an alignment with ASTM D6319 - 19 can enhance the accuracy 
and precision of palm thickness requirements. This proposed update takes into consideration the evolving 
demands of the medical field and ensures that nitrile examination gloves manufactured according to these 
revised criteria will meet the highest international quality standards. 
 
Key points supporting our proposed update include: 
 
Supporting Justification #1 
Gloves with below 0.08mm palm thickness can still meet the tensile properties comfortably. This is shown 
in all the inspections and testing done by ADC, none has failed IS requirement for Force at Break & 
Elongation at Break, for both aged & un-aged glove. Our results surpassed way beyond the required 
criteria/limit.  
Reference: Attachment 1 
 
 
 
 

  



   

 

  
 

         

        

No. Gloves styles & 
Test report no.  

Palm 
thickness 
results (mm) 
(Min 0.08-
2.00) 

Before Aging After Aging 

Forced at 
Break  
(Min 7N) 

Elongation 
at Break 
(Min 
500%) 

Forced at 
Break  
(Min 7N) 

Elongation 
at Break 
(400%) 

1 Micro-Touch N100 
TAS/REP/15962 

0.07 8.8  1088.2 9.8  1034.5 

2 Micro-Touch Nitrile 
TAS/REP/15959  

0.07 8.4  1074.6 9.8  1061.5 

3 Micro-Flex 92-134 
TAS/REP/15960  

0.07 8.9  1034.4 9.4  1018.1 

4 Micro-Flex 92-134 
TAS/REP/15961  

0.07 8.7  1064.8 9.0  1011.5 

5 Micro-Touch N-100 
TAS/REP/17302 

0.06 10.0 1087.8 9.8 968.3 

6 Microflex 92-134 
TAS/REP/17303 

0.07 9.8 1078.1 9.3 921.7 

7 Microflex 92-134 
TAS/REP/17304 

0.07 9.3 1044.7 9.5 1004.8 

8 Micro-Touch N100 
TAS/REP/17305 

0.06 9.9 1058.1 10.2 1027.8 

 
 
 
 
 
 
 
 
 
 

 
 
 



   

 

  
 

         

        

Supporting Justification #2 
Ansell has been commercializing globally our examination gloves, with our thickness specification of ASTM 
and EN. From our post-market data for the past 3 years, it was concluded no adverse event, recall, field safety 
notice and complaint have been issued due to thickness issue. 
  

Brand  Volume sold in 
past 3 years 

Adverse 
event 

reported due 
to palm 

thickness 
issue 

Recall reported 
due to palm 

thickness issue 

Field Safety 
Notice issued 
due to palm 

thickness issue 

Complains 
received due 

to palm 
thickness 

issue 

Micro-Touch Nitrile  168,486,098 Nil Nil Nil NIL 

Micro-Flex 92-134 506,638,870 Nil Nil Nil NIL 

Micro-Touch N100 4,477,000 Nil Nil Nil Nil 

 
 
Supporting Justification #3 
Per the European Standard EN 455-2, there is no thickness requirement. Therefore, it is clearly being 
emphasized that thickness is not a crucial parameter. Rather, EU highlights it is all about the safety and 
performance of the glove rather than the thickness. 
 
 
Supporting Justification #4 
From the end-user point of view, glove that is thinner but with good strength means more comfortable and 
sensitive, with better tactility and dexterity, a preferred product especially for dental industry. Not only Ansell, 
but other companies in the industry also promotes thin nitrile glove.  
Kindly see an example from internet as enclosed. 
Reference: Attachment 2 Thin vs. Thick Nitrile Gloves - Omni International (omnigloves.com) 
 
 
Supporting Justification #5 
From sustainability perspective, lighter weight/thinner glove is indeed a favorable direction. By using lesser 
material, it reduces waste generation. Many companies explore strategies like lean manufacturing, waste 
reduction and product redesign to achieve material reduction goals. It is an essential aspect of sustainable 
practices, as it helps to conserve resources and minimize waste. 
 
 
 

https://omnigloves.com/2021/04/16/thin-vs-thick-nitrile-gloves/


   

 

  
 

         

        

Supporting Justification #6 
Malaysia is one of the leading exporters of glove in the world. Malaysia exports to about 180 countries 
worldwide. Kindly refer to a report from Malaysia Rubber Council (MRC) on “Malaysia’s Exports of 
Rubber Gloves”, Appendix 1, Table 10: Top 20 Destination of Synthetic Rubber (SR) Gloves, Jan to Dec 
2018 – 2022 
 
Among the Top 20 countries of export, majority of the gloves are shipped to countries that refers to ASTM 
and EN standard, only very minimal countries (in yellow) refers ISO standard. Based on the “Value (RM 
Million)” and “Quantity (Million pairs)”, the mandatory ISO referenced country only amount to about 14% 
of the value/quantity.  
Reference: Attachment 3 
 

 
 
Supporting Justification #7 
We were informed that an ISO Committee Draft is being circulated on the ISO 11193-1 (NRL and Synthetic Exam) for 
discussion and possible revision. We understand there were feedback and proposal to revise the thickness requirement, i.e. 
to reduce the thickness requirement. We can see the initiative and trend is towards harmonization of ISO, EN & ASTM 
standards  
 

 
 



   

 

  
 

         

        

We request your consideration of our technical justification for the proposed update to the palm thickness 
criteria in IS 15354. We believe that this alignment will contribute significantly to the advancement of 
quality standards within the industry. 
 
Reference enclosed with this letter is a detailed technical report outlining the research, data analysis, and 
rationale supporting our proposal. We would greatly appreciate the opportunity to discuss this proposal 
further with you at your convenience. Your insights and feedback are invaluable as we work collectively 
to uphold the highest standards in medical glove manufacturing. 
 
Thank you for your time and consideration. We eagerly await your response and hope for a positive 
outcome in the interest of enhancing healthcare safety and quality. 
 
 
 
Yours faithfully, 
 
 

 
 
Samantha Marshall 
Director – Regulatory Affairs EMEA & APAC HGBU 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 





























Appendix 1 
 

 
MALAYSIA’S EXPORTS OF RUBBER GLOVES 

 
Based on data submitted by the Malaysian rubber gloves exporters to MRC’s Online 

Glove-Export Registration Exercise 
 

Table 1: Export of Rubber Gloves, January to December 2018-2022 

 
 

Table 2: Rubber Gloves Export by Material Type, January to December 2018-2022 

  
Value (RM million) Quantity (Million pairs) 

% Change 
(22/21) 

CAGR 
(2018-2022) 

2018 2019 2020 2021 2022 2018 2019 2020 2021 2022 Value Qty Value Qty 

NR 6,636 5,992 12,000 14,771 9,313 30,356 28,204 32,051 33,090 33,487 -36.9 1.2 8.8 2.5 

SR 10,945 10,913 22,338 36,399 11,667 51,136 51,335 63,704 59,121 47,914 -67.9 -19.0 1.6 -1.6 

Total Gloves 17,581 16,905 34,338 51,170 20,980 81,492 79,539 95,755 92,211 81,401 -59.0 -11.7 4.5 -0.03 

NR:SR ratio 38:62 35:65 35:65 29:71 44:56 37:63 35:65 33:67 36:64 41:59         

 
 

Table 3: Examination Gloves Export by Material Type, January to December 2018-2022 

  
Value (RM million) Quantity (Million pairs) 

% Change 
(22/21) 

CAGR 
(2018-2022) 

2018 2019 2020 2021 2022 2018 2019 2020 2021 2022 Value Qty Value Qty 

NR 4,401 4,044 9,404 11,789 6,294 26,125 25,112 28,682 29,742 29,908 -46.6 0.6 9.4 3.4 

SR 9,199 8,899 19,208 32,645 9,679 46,127 45,012 56,825 54,097 43,209 -70.4 -20.1 1.3 -1.6 

Exam Gloves 13,600 12,943 28,612 44,434 15,973 72,252 70,124 85,507 83,839 73,117 -64.1 -12.8 4.1 0.3 

Ratio NR:SR 32:68 31:69 33:67 27:73 39:61 36:64 36:64 34:66 35:65 41:59         

 
 

Table 4: Surgical Gloves Export by Material Type, January to December 2018-2022 

 

 

  
Value (RM million) Quantity (Million pairs) 

% Change 
(22/21) 

CAGR 
(2018-2022) 

2018 2019 2020 2021 2022 2018 2019 2020 2021 2022 Value Qty Value Qty 

Medical 15,272 14,435 30,342 46,270 18,300 74,087 71,731 87,142 85,544 75,161 -60.4 -12.1 4.6 0.4 

Non-medical 2,309 2,470 3,996 4,900 2,680 7,405 7,808 8,613 6,667 6,240 -45.3 -6.4 3.8 -4.2 

Total Gloves 17,581 16,905 34,338 51,170 20,980 81,492 79,539 95,755 92,211 81,401 -59.0 -11.7 4.5 -0.03 

  

Value (RM million) Quantity (Million pairs) 
% Change 

(22/21) 
CAGR 

(2018-2022) 

2018 2019 2020 2021 2022 2018 2019 2020 2021 2022 Value Qty Value Qty 

NR 1,056 923 1,272 1,371 1,774 1,506 1,369 1,465 1,500 1,826 29.4 21.7 13.8 4.9 

SR 535 569 454 432 532 197 238 164 155 184 23.4 18.7 -0.1 -1.7 

Surgical Gloves 1,591 1,492 1,726 1,803 2,306 1,703 1,607 1,629 1,655 2,010 28.0 21.4 9.7 4.2 

Ratio NR:SR 66:34 62:38 74:26 76:24 77:23 88:12 85:15 90:10 91:9 91:9         



Table 5: Top Twenty Destinations of Rubber Gloves, January to December 2018-2022 

  
Value (RM million) Quantity (Million pairs) 

% Change 
(22/21) 

CAGR 
(2018-2022) 

2018 2019 2020 2021 2022 2018 2019 2020 2021 2022 Value Qty Value Qty 

1 USA 5,969 6,024 11,074 19,400 5,796 25,874 26,603 31,166 30,092 19,851 -70.1 -34.0 -0.7 -6.4 

2 Japan 1,111 1,154 1,942 2,949 1,353 4,340 4,626 5,188 4,440 4,790 -54.1 7.9 5.1 2.5 

3 Germany 1,279 1,046 2,281 3,203 1,351 6,311 5,104 6,096 5,537 5,613 -57.8 1.4 1.4 -2.9 

4 China 561 543 1,618 1,543 1,281 2,818 2,893 4,771 3,532 5,383 -17.0 52.4 22.9 17.6 

5 United Kingdom 729 651 1,969 2,282 734 3,356 2,919 4,515 4,057 3,130 -67.8 -22.8 0.2 -1.7 

6 Italy 436 398 766 1,132 622 2,002 1,913 2,213 2,238 2,475 -45.1 10.6 9.3 5.4 

7 Turkey 379 366 743 1,195 593 2,351 2,416 2,716 3,640 3,229 -50.4 -11.3 11.8 8.3 

8 Netherlands 322 381 1,030 1,440 583 1,435 1,709 2,478 2,294 2,103 -59.5 -8.3 16.1 10.0 

9 Brazil 491 477 872 1,276 583 2,825 3,045 3,578 3,604 3,465 -54.3 -3.9 4.4 5.2 

10 Australia 307 274 732 1,006 564 1,214 1,213 1,776 1,620 2,251 -43.8 38.9 16.5 16.7 

11 Hong Kong 497 296 266 290 522 2,850 1,686 991 665 2,127 80.0 220.0 1.2 -7.0 

12 Russia 250 287 535 718 424 1,181 1,373 1,482 1,630 1,795 -41.0 10.2 14.1 11.0 

13 France 401 311 760 797 380 1,474 1,230 1,623 1,246 1,204 -52.3 -3.4 -1.4 -4.9 

14 Spain 379 397 1,179 1,110 369 1,802 1,642 2,803 2,022 1,622 -66.8 -19.7 -0.7 -2.6 

15 India 210 210 487 870 360 1,246 1,264 1,685 2,245 1,894 -58.6 -15.6 14.5 11.0 

16 Canada 323 364 1,033 1,585 360 1,459 1,664 2,747 2,733 1,379 -77.3 -49.5 2.8 -1.4 

17 South Korea 158 160 414 542 351 601 658 836 933 1,080 -35.2 15.7 22.2 15.8 

18 Belgium 278 274 444 497 296 587 602 848 608 514 -40.6 -15.4 1.5 -3.3 

19 Argentina 104 112 202 404 286 558 652 682 1,158 1,369 -29.2 18.3 28.6 25.2 

20 Saudi Arabia 97 100 149 335 226 472 512 566 854 892 -32.5 4.4 23.6 17.2 

 
 

Table 6: Rubber Glove Export by Type of Use, January to December 2018-2022 

  
Value (RM million) Quantity (Million pairs) % Change (22/21) 

CAGR 
(2018-2022) 

2018 2019 2020 2021 2022 2018 2019 2020 2021 2022 Value Qty Value Qty 

Examination 13,600 12,943 28,612 44,434 15,973 72,252 70,124 85,507 83,839 73,117 -64.1 -12.8 4.1 0.3 

Surgical 1,591 1,492 1,726 1,803 2,306 1,703 1,607 1,629 1,655 2,010 28.0 21.4 9.7 4.2 

High Risk 81 0.15 4.34 33 20 132 0.32 6 50 34 -37.9 -29.3 -28.9 -28.2 

Industrial 1,343 1,504 2,698 3,051 1,443 5,407 6,078 6,719 4,584 4,604 -52.7 0.4 1.8 -3.9 

Clean Room 348 356 501 853 619 844 715 827 951 748 -27.4 -21.4 15.5 -3.0 

Household 501 464 524 518 476 551 354 360 369 308 -8.0 -16.6 -1.2 -13.5 

Food Handling 111 125 239 424 121 596 621 651 715 550 -71.4 -23.0 2.3 -2.0 

Others 6 21 34 54 21 7 40 56 48 30 -63.5 -36.1 30.9 42.9 

Total 17,581 16,905 34,338 51,170 20,980 81,492 79,539 95,755 92,211 81,401 -59.0 -11.7 4.5 -0.03 

 
 

  



Table 7: Examination Glove Exports by Powdered and Powder-free Types,  
January to December 2018-2022 

  
Value (RM million) Quantity (Million pairs) 

% Change 
(22/21) 

CAGR 
(2018-2022) 

2018 2019 2020 2021 2022 2018 2019 2020 2021 2022 Value Qty Value Qty 

Powdered 2,050 1,715 3,422 5,131 2,193 13,674 12,448 14,073 14,998 12,967 -57.3 -13.5 1.7 -1.3 

Powder-Free 11,550 11,228 25,190 39,303 13,780 58,578 57,676 71,434 68,841 60,150 -64.9 -12.6 4.5 0.7 

Exam Gloves 13,600 12,943 28,612 44,434 15,973 72,252 70,124 85,507 83,839 73,117 -64.1 -12.8 4.1 0.3 

Ratio P/PF 15:85 13:87 12:88 12:88 14:86 19:81 18:82 16:84 18:82 18:82         

 
 

Table 8: Surgical Glove Exports by Powdered and Powder-free Types,  
January to December 2018-2022 

  

Value (RM million) Quantity (Million pairs) 
% Change 

(22/21) 
CAGR 

(2018-2022) 

2018 2019 2020 2021 2022 2018 2019 2020 2021 2022 Value Qty Value Qty 

Powdered 328 238 268 326 329 734 622 485 522 453 1.0 -13.2 0.03 -11.4 

Powder-Free 1,263 1,254 1,458 1,477 1,978 969 985 1,144 1,133 1,557 33.9 37.4 11.9 12.6 

Surgical Gloves 1,591 1,492 1,726 1,803 2,307 1,703 1,607 1,629 1,655 2,010 28.0 21.4 9.7 4.2 

Ratio P/PF 21:79 16:84 16:84 18:82 14:86 43:57 39:61 30:70 32:68 23:77         

 
 
 

Table 9: Top Twenty Destinations of NR Gloves, January to December 2018-2022 

  
Value (RM million) Quantity (Million pairs) 

% Change 
(22/21) 

CAGR 
(2018-2022) 

2018 2019 2020 2021 2022 2018 2019 2020 2021 2022 Value Qty Value Qty 

1 USA 831 807 1,536 2,186 1,210 2,377 2,356 3,266 3,301 2,698 -44.6 -18.3 9.9 3.2 

2 China 325 340 775 947 1,065 1,737 1,944 2,743 2,514 4,592 12.4 82.6 34.5 27.5 

3 Brazil 418 382 669 959 508 2,429 2,515 2,858 2,960 3,007 -47.0 1.6 5.0 5.5 

4 Hong Kong 433 238 183 163 481 2,547 1,410 697 463 1,950 194.5 320.9 2.7 -6.5 

5 Turkey 268 270 580 830 415 1,697 1,820 2,173 2,813 2,126 -50.0 -24.4 11.5 5.8 

6 Italy 268 245 425 486 352 1,216 1,169 1,197 978 1,223 -27.6 25.0 7.0 0.1 

7 Japan 321 316 447 418 345 783 758 862 624 693 -17.5 11.0 1.8 -3.0 

8 Germany 314 236 764 635 332 1,566 1,094 1,339 1,250 957 -47.7 -23.5 1.4 -11.6 

9 India 164 169 390 564 265 972 998 1,321 1,728 1,420 -53.0 -17.8 12.8 9.9 

10 Russia 135 156 230 281 237 558 648 533 627 804 -15.5 28.1 15.2 9.6 

11 France 249 188 479 383 236 790 678 911 583 646 -38.5 10.8 -1.3 -4.9 

12 Australia 115 97 283 201 231 359 328 484 362 820 15.1 126.3 19.1 22.9 

13 South Korea 118 107 228 299 220 436 420 503 558 585 -26.5 4.8 16.9 7.7 

14 Argentina 84 88 139 296 210 461 534 509 936 995 -29.0 6.3 25.6 21.2 

15 Spain 187 166 569 434 198 879 872 1,294 798 795 -54.4 -0.3 1.3 -2.5 

16 Saudi Arabia 70 78 115 288 186 338 411 448 754 745 -35.5 -1.2 27.5 21.9 

17 United Kingdom 185 178 773 644 164 600 625 1,528 1,064 273 -74.6 -74.3 -2.9 -17.8 

18 Belgium 158 139 160 145 138 208 176 237 172 134 -5.2 -21.8 -3.4 -10.4 

19 Egypt 96 69 107 219 136 640 454 467 606 559 -37.9 -7.7 9.2 -3.3 

20 Netherlands 60 92 242 270 125 201 309 474 463 378 -53.7 -18.3 20.3 17.1 

 
 



Table 10: Top Twenty Destinations of SR Gloves, January to December 2018-2022 

  
Value (RM million) Quantity (Million pairs) 

% Change 
(22/21) 

CAGR 
(2018-2022) 

2018 2019 2020 2021 2022 2018 2019 2020 2021 2022 Value Qty Value Qty 

1 USA 5,138 5,217 9,538 17,214 4,586 23,497 24,247 27,900 26,791 17,153 -73.4 -36.0 -2.8 -7.6 

2 Germany 965 810 1,517 2,568 1,019 4,745 4,010 4,757 4,287 4,656 -60.3 8.6 1.4 -0.5 

3 Japan 790 838 1,495 2,531 1,008 3,557 3,868 4,326 3,816 4,097 -60.2 7.4 6.3 3.6 

4 United Kingdom 544 473 1,196 1,638 570 2,756 2,294 2,987 2,993 2,857 -65.2 -4.5 1.2 0.9 

5 Netherlands 262 289 788 1,170 458 1,234 1,400 2,004 1,831 1,725 -60.8 -5.8 15.0 8.7 

6 Australia 192 177 449 805 333 855 885 1,292 1,258 1,431 -58.6 13.7 14.8 13.7 

7 Canada 277 302 792 1,151 287 1,315 1,421 2,234 1,960 1,261 -75.1 -35.6 0.9 -1.0 

8 Italy 168 153 341 646 270 786 744 1,016 1,260 1,252 -58.2 -0.6 12.6 12.3 

9 China 236 203 843 596 216 1,081 949 2,028 1,018 791 -63.8 -22.3 -2.2 -7.5 

10 Russia 116 132 305 438 187 623 725 948 1,002 992 -57.3 -1.1 12.7 12.3 

11 Turkey 111 96 163 365 178 654 596 543 827 1,103 -51.2 33.4 12.4 14.0 

12 Sweden 126 133 273 427 172 576 603 740 629 704 -59.7 11.9 8.2 5.1 

13 Spain 192 231 610 676 171 923 770 1,509 1,224 827 -74.8 -32.4 -2.9 -2.7 

14 Belgium 120 135 284 352 158 379 426 611 436 380 -55.2 -12.9 7.1 0.01 

15 France 153 123 281 413 144 684 551 712 664 558 -65.1 -15.9 -1.4 -4.9 

16 Poland 160 170 418 569 136 895 982 1,324 940 702 -76.1 -25.3 -4.0 -5.9 

17 South Korea 40 53 186 243 131 165 238 333 375 495 -46.0 32.1 34.9 31.6 

18 Denmark 134 119 246 327 96 665 619 678 482 413 -70.8 -14.2 -8.0 -11.2 

19 India 46 41 97 306 95 274 266 364 517 474 -68.9 -8.4 20.0 14.7 

20 Vietnam 69 60 67 105 81 274 226 170 146 170 -22.6 16.3 4.0 -11.3 

 
 
 
 

 



To  
Medical Equipment & Hospital Planning Dept. 
Bureau of Indian Standards, New Delhi 
 
Company: O&M Halyard Health India Pvt. Ltd 
 

Proposal:  Amendment of the current standard IS 15354 15354 (Part 1):2018 
standard for Medical Examination gloves  
 
 

Background:   
Examination gloves are an integral part of Personal Protection (PPE) for healthcare 
professionals and important part of an infection-control strategy.   
Examination gloves are so versatile that they're widely used in medical and healthcare 
fields, and more. They are composed of different materials like latex, nitrile, poly vinyl 
chloride etc. with unique properties and advantages. There is increasing need for 
thinner but strong gloves based on the tactile sensitivity required during the examination 
procedure. 
The current IS 15354 (Part 1):2018 provides standard for Single use Medical 
examination gloves. However, the specification for thickness is high and hence the 
users will only get the thicker range of gloves. Hence, we propose amendment of the IS 
15354 in reference with other international standards like ASTM in terms of separate 
specifications for latex and nitrile, lower thickness and other associated parameters. 
 
 

Any specific problem being faced this standard: 
1) Limited options for users: The current specification minimum thickness of 

0.08mm and this limits the options for users.  
2) Impact on effectiveness: The end user will have impact on the tactile sensitivity 

as they will only get thicker gloves even if the procedure may require lower 
thickness. 

3) Cost burden: The higher thickness of gloves increases the cost of the gloves. 
The users and ultimately patient will continue to bear higher cost of gloves. 

 
 
 

 Who will benefit from this standard: 
1) Healthcare professionals involved in various examination gloves 
2) Consumers 
3) GeM Portal buyers 
4) Hospital procurement team in procuring gloves meeting the IS standards 
5) Glove Manufacturers and Importers  

 
 
 
  



 

Amendments proposed for Current IS 15354 Standard: 
 

1) Separate specifications for Latex Rubber and Nitrile gloves 
2) Reduction in thickness from 0.08mm to 0.05 mm for Nitrile gloves 
3) Change in Force at break parameter to Tensile strength  

 
We propose the following changes as in below tables: 
 
1) Rubber Exam Gloves: IS 15354  Type 1 
 

Sr. 

No. Test Specifications 

IS 15354 (Part 1):2018  

 Type 1 Gloves (Rubber  

Exam)   Standards 

ASTM D 3578-19  Rubber 

Examination Gloves Standards  

1 
Minimum Thickness 

Finger and Palm 
Finger and Palm 

Smooth: 

0.08 mm  

Fingered: 

0.11 mm  

Finger and Palm 0.08 mm    

2 

Physical Properties- 

Before Ageing 

Force at Break 

(N) 
7 N 

Tensile Strength  

(Mpa) 

18/14 

MPa 

Min 

 

Elongation at 

Break (%) 
650% Elongation at Break (%) 650%  

3 

Physical Properties- After 

Accelerated Ageing 

Force at Break 

(N) 
6 N 

Tensile Strength  

(Mpa) 

14 MPa 

Min 
 

Elongation at 

Break (%) 
500% Elongation at Break (%) 500%  

4 Water Tightness Test  AQL 2.5 AQL 2.5  

 

 
 
2) Nitrile Exam Gloves): IS 15354 (Part 1):2018  Nitrile Exam GLoves Standards 
 

Sr. 

No. Test Specifications 

IS 15354 (Part 1):2018  

 Type 2 Gloves (Nitrile 

Exam)   Standards 

ASTM D6319-19   

Nitrile Exam Gloves Standards  

1 
Minimum Thickness 

Finger and Palm 
Finger and Palm 

Smooth: 

0.08 mm  

Fingered: 

0.11 mm  

Finger and Palm 0.05 mm    

2 

Physical Properties- 

Before Ageing 

Force at Break 

(N) 
7 N 

Tensile Strength  

(Mpa) 

14 MPa 

Min 
 

Elongation at 

Break (%) 
500% Elongation at Break (%) 500%  

3 

Physical Properties- After 

Accelerated Ageing 

Force at Break 

(N) 
7 N 

Tensile Strength  

(Mpa) 

14 MPa 

Min 
 

Elongation at 400% Elongation at Break (%) 400%  



Break (%) 

4 Water Tightness Test  AQL 2.5 AQL 2.5  

 

 
 
 

Scientific Evidence: 
International Standard for Rubber Examination Gloves  
 

ASTM D 3578-19  : Standard Practice for Rubber—Measurement of 
Dimensions 

This specification covers certain requirements for natural rubber gloves used in 
conducting medical examinations and diagnostic and therapeutic procedures. It also 
covers natural rubber gloves used in handling contaminated medical material 
 

International Standard for Nitrile  Examination Gloves:  
 

ASTM D6319 – 19: Standard Specification for Nitrile Examination Gloves for 
Medical Application 

 
This specification covers certain requirements for nitrile rubber gloves used in 
conducting medical examinations and diagnostic and therapeutic procedures. 
 

 
 


















	ITEM 1 PURPOSE
	1.1 During the last meeting held on 9 Aug 2023, the Committee deliberated on the comments received on IS 15354 (Part1):2018/ ISO 11193-1:2008 and decided that MTai, Mun India and Kanam latex may provide technical justification and scientific evidence regarding the proposed changes within a period of 7 days. We are yet to receive any response in the matter from Mtai and Mun India.
	The committee may kindly note.
	1.2 However, certain comments in this matter have been received from Ansell India Pvt. Ltd. and O & M Halyard Health Pvt. Ltd (copy attached)
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	1.3 In this matter, Indian Rubber Gloves Manufacturers Association has send their representation stating that the current provisions of the standards are well in line with the Indian conditions and as such do not require any amendments (copy attached).
	The committee may kindly note and deliberate.
	1.4 Co-option request received from “Indian Rubber Glover Manufacturers Association”, dated
	email 31 Aug 2023 (copy attached) .
	The Committee may kindly note and deliberate.

