
Nitrile Examination Gloves



The finished gloves shall exhibit uniform appearance in terms of  size, shape and  color, and possess 
good quality in terms of  finished texture, typical of  the product and the form of  processing. 

100 Gloves per Box

FINISHED PRODUCT ATTRIBUTESFINISHED PRODUCT ATTRIBUTES

Inner Box Dimensions: 
21.5 x 12.2 x 6 cm

Carton Dimensions: 31.5 x 25.4 x 23 cm



SPECIFICATIONSSPECIFICATIONS

QR CODEQR CODE

Product: Product: 
Allergy Information: Allergy Information: 
Touch and Feel: Touch and Feel: 
Waterproof: Waterproof: 
Uses: Uses: 

Color: Color: 
Sterility: Sterility: 
Shelf  Life: Shelf  Life: 
Features: Features: 
MIL:MIL:

Disposable Nitrile Glove, Extra Strong, Powder-free
Allergy friendly and Latex-free
Soft, pliable feel with good fit
Yes
Suitable for a wide variety of industries (e.g., Clinics, Dental, Hospital, 
Homecare, Lab, Food, Housing, IT Industries, Beauty Industries) 
Blue
Non-sterile
5-year shelf life with appropriate storage conditions
Ambidextrous and Finger Textured
6 (.15mm +/- .01mm)

The below QR Code will be printed on each carton. By scanning the QR Code, you will be able 
to verify the product specifications will match the specifications listed above. 



FDA LETTERFDA LETTER

U.S. Food & Drug Administration 
10903 New Hampshire Avenue D o c  I D #  0 4 0 1 7 . 0 1 . 9 6  
Silver Spring, MD 20993  
www.fda.gov 

November 15, 2017 

Zhonghong Pulin Medical Products Co., Ltd. 
℅ Da Shi 
Manager 
Zhonghong Pulin Medical Products Co.,Ltd. 
800 - 10 Four Seasons Place 
Toronto,  M9B 6H7 Ca 

Re:  K171873 
Trade/Device Name: Powder Free Nitrile Patient Examination Glove, Blue Colored, Non Sterile, 

Tested for Use with Chemotherapy Drugs 
Regulation Number:  21 CFR 880.6250 
Regulation Name:  Patient Examination Glove 
Regulatory Class:  Class I 
Product Code:  LZA, LZC 
Dated:  October 13, 2017 
Received:  October 13, 2017 

Dear Da Shi: 

We have reviewed your Section 510(k) premarket notification of intent to 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 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 the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 
premarket approval application (PMA). You may, therefore, market the device, subject to 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 adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. 
We remind you, however, that device labeling must be truthful and not misleading. 

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

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA 
has made a determination that your device complies with other requirements of the Act or any Federal 
statutes and regulations administered by other Federal agencies. You must comply with all the Act's 
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803); good 
manufacturing practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); 
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and if applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR 
1000-1050. 
 
If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please contact the 
Division of Industry and Consumer Education (DICE) at its toll-free number (800) 638-2041 or (301) 796-
7100 or at its Internet address http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. 
Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 
803), please go to http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's 
Office of Surveillance and Biometrics/Division of Postmarket Surveillance. 
 
You may obtain other general information on your responsibilities under the Act from the Division of 
Industry and Consumer Education (DICE) at its toll-free number (800) 638-2041 or (301) 796-7100 or at its 
Internet address http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. 
 

Sincerely, 
 
 
 

for Tina Kiang, Ph.D. 
Acting Director 
Division of Anesthesiology, 
   General Hospital, Respiratory, 
   Infection Control, and Dental Devices 
Office of Device Evaluation 
Center for Devices and Radiological Health 

 
Enclosure  
 
 

Michael J. Ryan -S
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See PRA Statement below.

(if known)

(Describe)

Drug and Concentration                 Minimum Breakthrough Detection Time in Minutes

Carmustine (BCNU) 3.3 mg/ml                        
Cisplatin 1.0 mg/ml                           

Cyclophosphamide (Cytoxan) 20 mg/ml           
Cytarabine 100 mg/ml                         

Dacarbazine (DTIC) 10.0 mg/ml                
Doxorubicin Hydrochloride 2.0 mg/ml          

Etoposide (Toposar) 20.0 mg/ml               
Fluorouracil 50.0 mg/ml                      
Ifosfamide 50.0 mg/ml                        

Methotrexate 25 mg/ml                        
Mitomycin C 0.5 mg/ml                        

Mitoxantrone 2.0 mg/ml                      
Paclitaxel (Taxol) 6.0 mg/ml 

Thiotepa 10.0 mg/ml                   
Vincristine Sulfate 1.0 mg/ml             

14.7 
>240  
>240  
>240  
>240  
>240  
>240  
>240  
>240  
>240  
>240  
>240  
>240   
58.8 
>240 

(Select one or both, as applicable)

PRAStaff@fda.hhs.gov
“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 

information unless it displays a currently valid OMB number.”

A-1
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TEST REPORT IMAGESTEST REPORT IMAGES

Glove Length

Fitting Test

Water Leakage Check

Elongation Check



TEST REPORTTEST REPORT

Inspection Section

General Information

Buyer Name Remcoda LLC P.O. Number REM121721NIT

Vendor Zhonghong Pulin Medical Products 
Co.,Ltd. Item Number N/A

Inspection Date 2022-01-22 Product Name

NITRILE EXAM DISPOSABLE 
GLOVES, BLUE, 4.0G,NITRILE 
EXAM DISPOSABLE GLOVES, 
BLACK, 4.0G

Inspection Location Luannan Country, Tangshan City, 
Hebei Province, PRC Total Shipment Quantity 9900000

Inspection Type Final Random Inspection (FRI) Combined Sampling Yes

Inspection Reference Contract 

Inspection Results

OVERALL CONCLUSION Pending 1,2,3

A.Visual And Workmanship Conform N/A

B.Quantity Conformity Conform N/A

C.Packing / Marking / Labeling Conform 3

D.Product Conformity Pending 1

E.Data Measurement / Field Test Conform 2

Remark

1. No approval or reference sample was available on site.

2. No SPEC. for product size, weight and thickness on data measurement from client, and inspector record the actual finding.

3. There is no PO number on CTN.

INSPECTION REPORT Report No: 220118103271032R1
Report Date: 24-Jan-2022

©www.testcoo.com 
The results reflects our findings at time and place of inspection. This report does not relieve seller/manufacturers from their contractual liabilities or prejudice buyers' 
right for compensation for any apparent and/or hidden defects not detected during our random inspection or occuring thereafter. This report does not evidence shipment, 
Final approval is required by client before releasing shipment. Page 1 of 32
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100 pcs per color box Unit view-M

Front mark-L Side mark-L

Zoom in Top mark of color box-L

INSPECTION REPORT Report No: 220118103271032R1
Report Date: 24-Jan-2022

©www.testcoo.com 
The results reflects our findings at time and place of inspection. This report does not relieve seller/manufacturers from their contractual liabilities or prejudice buyers' 
right for compensation for any apparent and/or hidden defects not detected during our random inspection or occuring thereafter. This report does not evidence shipment, 
Final approval is required by client before releasing shipment. Page 16 of 32



100 pcs per color box Unit view-XL

E.  Data Measurement / Field Test

Test Item Test Requirement Test Data Test 
Quantity Test Result

1
Transportation drop 
test (not applicable 
for fragile item)

No critical & Major issue found on package & 
product after 10 times drop test. Please refer to 
ISTA 1A drop standard

No failure 1 per style Conform

2 Product Size / Weight 
Measurement

According to product spec or approved sample. 
Apply +/- 3% if no detail tolerance issued or 
requirement from client

As below table and 
pictures 3 per style Actual 

Finding

3 Barcode scan check The barcode must be scannable and with the 
correct number. No failure 3 per style Conform

4

Special function 
check (for the 
function which only 
can be checked after 
fully assembling.)

All captioned function is well conducted as 
intended. such as installation/adjusting, 
switch/knob action check, actual using function 
etc. all of function should be complie with claims.

No failure 2 per style Conform

5 Elongation check
Stretch all fingers to 250%(for vinyl) (500% for 
rubber)of the original length. The grove is 
broken,crackle or hole found

No failure 2 per style Conform

6 Water leakage check Fill fully in the glove with water and waiting for 2 
minutes. Any leakage is found No failure 5 per size Conform

7 Weight / qty check The weight / qty is within the tolerance(±15% 
(qty should be not less than qty required)) No failure 2 per style Conform

INSPECTION REPORT Report No: 220118103271032R1
Report Date: 24-Jan-2022

©www.testcoo.com 
The results reflects our findings at time and place of inspection. This report does not relieve seller/manufacturers from their contractual liabilities or prejudice buyers' 
right for compensation for any apparent and/or hidden defects not detected during our random inspection or occuring thereafter. This report does not evidence shipment, 
Final approval is required by client before releasing shipment. Page 19 of 32
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