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Health & Human Services

Follow FDA En Espafol

Ip2Y U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Establishment Registration & Device Listing

© FDAHome © Medical Devices © Databases & o
1 result found for Establishment Registration
or FEI Number : 3016750660 New Search
Establishment Current
Name $ Registration Number Registration Yr
E&S BIOTECH CO. LTD TAIWAN 3016750660 2021
* Mask. Scavenging - Transparent Face Mask Contract Manufacturer; Manufacturer
* Accessary. Surgical Apparel - Transparent Face Mask onkact Merecegt: Forelon Exporier:
* Mask. Surgical - Surgical Face Mask Contract Manufacturer : : o
A A= iz om:
Can't find what you're looking for? Try.a new search
— . TC-84A-9223
Page Last Updated: 06/28/2021 Jatony Ay o National Institute for Occupational Safety and Health
Note: if you need heip accessing information in diferent file formats, see Instructions for Downloading Viewers and Players, @ | National Personal Protective Technology Laboratory NlosH N95
Language Assistance Available: Espanol | M | Ting Vet | £101 | Tagalog | Pycons | 3. | Kreydl Ayisyen | Frangals | Polski | Portugubs | Itakano | Deutsch | B8 | -4 | Evaluation and Testing Branch
English

Contact FDA Careers FDA Basics FOIA No FEAR Act Nondiscrimination

Accessibliity

Website Policies / Privacy

TEST REPORT
U.S. Food and Drug Administration Combination Products 4 U.S. Department of Health & Human Services Task Number: TN-23941
10903 New Hampshire Avenue Advisory Committees
Siver Spring, MD 20993 Manufacturer: Makrite Industries, Inc.
Ph. 1-888-INFO-FDA (1-888-463-6332) Scionce & Research Y
Contact FDA Regutatory Information Prepared by: Nichole Suhon [m]
Safety
TS\ B0 & - Emergency Preparedness Date: Jume 16, 2020 -
International Programs - Ni
PSS, Yo paske Tests Conducted by: Nichole Subon
News & Events
Training and Continuing Respirator Tested: 801-N95 whm e
Education Tests C. ted _— -_—
Tests Completed
Inspections/Compliance ests Lom — £\ f—
State & Local Officials Test Descripti STP Number n' \ n
Consumers . .
=D A. Exhalation Resistance Test TEB-APR-STP-0003
- B. Inhalation Resistance Test TEB-APR-STP-0007
Health Professionals C. Sodium Chloride (NaCl) N95 Test TEB-APR-STP-0059
FDA Archive
Overall Results
The respirator system tested met the of all the above p

ETB-100 Rev. 12
Dage1of1
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HEEE / ESFaAESREaRIR

Bl : Ma%/ffr

YOY(%
v T T——

EXWBAEE 1,162,969 878,786 697,138 687,317 772,876 528,940 (6) (24) (21) 1) (12)

2XER 283,273 154,019 133,137 141,389 192,011 128,322 6 (46) (14) 6 36 (11)
EXEH 246,244 226,679 230,005 191,945 203,023 165,814 36 8) 1 (17) 6 12

ExAm 37,029 (72,660) (96,868) (50,556) (11,012) (37,492) (57) (296) (33) 48 78 (240)
EFRIIMIARSZ E 12,722 (2,477) 9,563 12,722 81,850 10,730 (86) (119) 486 33 543 (87)

A ALz 49,751 (75,137) (87,305) (37,834) 70,838 (26,762) (72) (251) (16) 57 287 (138)

PRSI EHR 30,434 (817) 12,088 8,180 (16,653) 861 177 (103) 1580 (32) (304) 105

ERFR (6,226) (7,501) (75,217) (29,654) 54,185 (25,901)  (253) (20) (903) 61 283 (148)

BINREERBATEE 25,543 (66,819) (64,477) (23,081) 48,259 (24,126) (81) (362) 4 64 309 (150)

BEXBRERR(T) 0.50 (1.32) (1.27) (0.46) 0.95 (0.48)

ERZMHEER (%)

EFE 24.40 17.50 19.1 20.60 24.8 24.3

BEXRERHX 21.2 25.8 33 27.9 26.3 313

—E S 3.2 (8.3) (13.9) (7.4) (1.4) (7.1)

PR lE:S (0.5) (0.9) (10.8) (4.3) 7.0 (4.9)
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HEEE/ESFEERER

FE 2020 2022 2023 2024 9M25
2020 2021 2022 2023 2024 9M25
) 14

B . Hrak/ffx

BERSH 1,495,671 1,303,096 1,204,939 1,222,214 1,360,141 1,274,553 2.2 (12.9) (7.5 113 (6.3)
RERKNERE 569,060 417,825 393,437 440,102 479,157 500,450 36.0 (26.6) (5.8) 11.9 89 1.9
FEURFR &R 157,048 162,488 99,351 111,689 132,901 120,762 (30.4) 3.5 (38.9) 124 19.0 0.7
=8 123,035 94,322 119,141 80,378 90,089 75,751 21.2 (23.3) 263 (35.5) 121 (9.4)

FRBEE 355,911 390,689 383,252 388,654 421,835 358,317 (36.3) 9.8 (1.9) 14 8.5 (18.1)

BEEE 495,832 418,923 371,023 397,419 118,665 417,234 7.2 (15.5) (11.1) 71 (70.1) 54
FEATRAR 89,760 74,641 54,344 58,093 63,733 50,594 294 (16.8) (27.2) 6.9 9.7 129
ANEE 490 334 1,193 636 202 750 (31.8) 257.2 (46.7) (68.2) 8.5

FRBARE 121,553 115,108 99,891 98,145 118,665 111,197 (3.7) (5.3) (13.2) (1.7) 209 (4.8)

REz=HBET 999,839 884,173 833,916 824,795 936,506 857,319 (0.1) (11.6) (5.7) (1.1) 135 (11.1)

BERMBIER

PR RUE 18 X8 64.47 69.95 73.57 624 63.92 62.29

FEHEXH 45.95 53.98 68.13 65.78 52.82 54.46

FEAS IR B X8 55.58 66.2 67.72 61.76 62.25 32.60

ROE(%) 273 (7.51) (7.89) (2.90) 571 (2.84)

ROA(%) 173 4.77) (5.14) (1.90) 3.74 (1.97)
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Future Outlook
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ESG & Sustainability Initiatives
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THANK YOU!

S A EF/ M EEE

E-mail : sarah.yeh@fuburg.com
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Environmental protection Creating a Green Future Together, Putting People First, Sustainable Development.
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