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Health & Human Services

(plY U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics

Establishment Registration & Device Listing

© FDAHome © Medical Devices © Databases

1 result found for Establishment Registration
or FEI Number : 3016750660

Emw " (] Registration Number
E&S BIOTECH CO. LTD TAIWAN 3016750660

* Mask. Scavenging - Transparent Face Mask
* Accessory. Surgical Apparel - Transparent Face Mask
* Mask. Surgical - Surgical Face Mask

Can't find what you're looking for? Try a new search

Page Last Updated: 06/28/2021

Follow FDA | _En Espafiol
SEARCH

Animal & Veterinary | Cosmetics | Tobacco Products

& o

New Search
Current
Registration Yr
2021

Contract Manufacturer; Manufacturer

Contract Manufacturer, Foreign Exporter;
Manufacturer

Contract Manufacturer

Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.
Language Assistance Available: Espadiol | %<3 | Tiéng Viét | 813201 | Tagalog | Pycoxmit | 4 | Kreydl Ayisyen | Francais | Polski | Portugubs | itakano | Deutsch | B4R | -4 |

English

Accessibliity | ContactFDA | Careers | FDABasics | FOIA
U.S. Food and Drug Administration Combination Products

10903 New Hampshire Avenue Advisory Committees

Siiver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-888-463-6332) Sclence & Research

Contact FDA Regulatory Information
. : Safety
USA.oo BON & = Emergency Preparedness

International Programs
For Government For Press News & Events
Training and Continuing
Education
Inspections/Compliance
State & Local Officials
Consumers.
Industry
Health Professionals
FDA Archive

No FEAR Act Nondiscrimination Website Policies / Privacy

4u<. Department of Health & Human Services

Bl 8B 95%HY

Wﬁmﬁg w'm'. N B S o
Evaluation and Testing Branch
TEST REPORT
Task Number: TN-23941
Manufacturer: Makrite Industries, Inc.
Prepared by: Nichole Suhon
Date: June 16, 2020
Tests Conducted by: Nichole Suhon
Respirator Tested: 801-N95
Tests Completed
Test ipti STP Number
A. Exhalation Resistance Test TEB-APR-STP-0003
B. Inhalation Resistance Test TEB-APR-STP-0007
C. Sodium Chloride (NaCl) N95 Test TEB-APR-STP-0059

Overall Results

‘The respirator system tested met the requirements of all the above procedures.

ETB-100Rev. 12
Page lof |

TC-84A-9223
NIOSH N95

P
==k

FDA 510K nlu\;.E'.
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B : e/

e e L L
ERWAFEH 1,576,539 1,573,115 1,361,545 1,162,969 878,786 537,654 0 (13) (15) (24) (17)
SXEF 334,788 300,518 222,618 283,273 154,019 100,390 25 (10) (26) (27) (46) (15)
E2XEH 193,054 228,643 242,184 246,244 226,679 177,529 6 18 6 2 (8) 9
—E 2iE 141,734 71,875 (19,566) 37,029 (72,660) (77,139) 64 (49) (127) (289) (296) 72
EXEINMIARZ T 55,591 4,295 42,018 12,722 (2,477) 7,437 (38) (92) 878 (70) (119) (215)
HAT A= 197,325 76,170 22,452 49,751 (75,137) (69,702) 13 (61) (71) (122) (251) (35)
FrifSiER 74,926 41,861 14,552 30,434 (817) (12,973) (290) (44) (65) 109 (103) (1549)
FEEHIERS 3,600 (1,421) (4,865) (6,226) (7,501) (9,275) (12) (139) 242 28 20 97
FHRERBSATRE 118,799 35,730 12,765 25,543 (66,819) (47,454) (10) (70) (64) 100 (362) 0
BEABREIR(OT) 242 0.71 0.25 0.5 (1.32) (0.94)

BEEZMHBLER (%)

EFR 21.2 19.1 16.4 244 17.5 18.7

BXEERX 12.2 14.5 17.8 21.2 25.8 33.0

B EE 9.0 4.6 (14) 3.2 (8.3) (14.3)

BRI 7.5 23 0.9 2.2 (7.6) (8.8)
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FEEREBR

By : Ma%/fx
HEAH 1,531,790 1,381,372 1,463,389 1,495,671 1,303,096 1,288,446 9.9 (9.8) 22 (12.9) (2.9
RERNERE 687,908 490,072 418,458 569,060 417,825 447,345 26.3 (28.8) (14.6) 36.0 (26.6) (0.3)
REWIRFRIF &R 294,521 270,558 225,739 157,048 162,488 104,537 31 (8.1) (16.6) (304 35 (10.0)
"X 103,680 103,257 101,533 123,035 94,322 111,858 420 (0.4) (1.7) 212 (23.3) 39
FEREBEE 320,213 349,222 558,540 355,911 390,689 404,542 42 91 599 (36.3) 9.8 38
=1 £-5y 480,417 358,917 462,334 495,832 418,923 432,278 180 (25.3) 288 72 (15.5) 1.0
R4 DRR 225,066 86,881 69,347 89,760 74,641 56,650 282 (61.4) (20.2) 294 (16.8) (25.7)
i ANES 101 209 - 490 334 2,025 (89.7) 106.9 (100.0) - (318 133
ERBEM 88,141 117,975 126,177 121,553 115,108 112,380 116 338 7.0 (3.7) (5.3) (5.8)
st 1,051,373 1,022,455 1,001,055 999,839 884,173 856,168 6.5 (2.8) (2.1) 01) (116) (4.8)
BEMBLER
REBIRRRE X B 68.1 66.16 69.58 64.47 69.95 66.18
FEREXH 2561 29.27 32.37 4595 53.98 75.63
R4S DR K 88 K B 7278 60.06 4249 55.58 66.2 4238
ROE(%) 1245 37 136 273 (7.51) (1.86)
ROA(%) 812 245 09 173 (4.77) (1.23)
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THANK YOU

www.fuburg.com

HEA  EEGH
E-mail : sarah.yeh@fuburg.com
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