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Certificate of Compliance

No. OP200405|.SNP0O162
Technical Construction File no. TMSD20033123705

Certificate's Shandong Nursecare Pharmaceutical
Holder: Technology Co., Ltd.

277 East Bayi Road, Heze Development Zone,
Shandong Province, China
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Certification ECM
Mark:

Approved

— Cert

Product: Protective Mask
o Model(s): KN95 adult type, KN95 child type
Verification to: Standard:

EN 149:2001+A1:2009

=
80

related to CE Directive(s):

R 2016/425 (Personal Protective Equipment)
Remark: This document has been issued on a voluntary basis and upon request of the manufacturer. It is
our opinion that the technical documentation received from the manufacturer is satisfactory for the

requirements of the ECM Certification Mark. The conformity mark above can be affixed on the products
accordingly to the ECM regulation about its release and ifs use.

Additional information and clarification about the Marking:
The manufacturer is responsible for the CE Marking process, and if necessary, must
refer o a Nolified Body. This document has been issued on the basis of the regulation
on ECM Voluntary Mark for the certification of products. RGO1_ECM rev.3 available
at: www.entecerma.it

Issuance date: 06 April 2020
Expiry date: 0 4 April 2025

Reviewer Approver
Technical expert ECM Service Director
Amand Luca Bedonni

Ente Certificazione Macchine Srl
Via Ca' Bella, 243 — Loc. Castello di Serravalle — 40053 Valsamoggia (BO) - ITALY
R +39 051 6705141 [ +39 051 4705156 [ info@entecerma.it & www.entecerma.it
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Fiscal Year 2020

FDA REGISTRATION CERTIFICATE

Certificate Holder:
SHANDONG NURSECARE PHARMACEUTICAL TECHNOLOGY

CO., LTD.
277 East Bayi Road, Heze Development Zone

Heze, Shandong, 274000, CHINA

has completed the FDA Establishment Registration (as manufac turer , foreign
exporter, contract manu facturer ) and Device Listing with the US Food & Drug
Administration.

Registration Number: N
Owner/Operator Number: 10068496
Device Listing:
Devicel | Product Codes Device Name
ACCESSORY, SURGICAL APPAREL
( Disposable mask )

D3B8576 LYL

Registration Expiration Date:  2020-12-31

J&F TECHNOLOGY SERVICES LLC has wverified and declares that the above stated
facility is registered with the US Food & Drug Administration, Center for Drug
Evaluation and Research, Office of Drug Registration and Listing pursuit to the Code
of Federal Regulation 21 CFR 207, on the data state above, and makes no other
representations and warranties, nor does this certifiate makes other
representations and warranties to other person or entity other than the mame
certificate holder, for whose sole benefit it is issued. |&F TECHNOLOGY SERVICES LLC
assumes no liability to any person or entity in connection with the foregoing. [&F
TECHNOLOGY SERVICES LLC s a private registration agent and is not affiliated with
the US Food and Drug Administration

J&F TECHNOLOGY SERVICES LLC.
2424 Morris Ave 818 Union
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Oprasx 1o cepmcpnkaum 000 "LIETPHM". 'AJIpec 153000 POCCHH HBaHOBCKaﬂ 001aCTh, TOPOX HBaHOBo yIHLa
Bornara XMeTEHHALKOTO, oM 36B. Tenet:lJOH +7 4932773165 Aﬂpec nekTpoHHOI nouTh info@cetrim.ru

PO AYK]_H/IH : - Macku s mma KN95 HE MeJMIHHCKOTO HA3HAYEHNA.

H3roTOBNEHSI B COOTBCTCTBHPI co CTaHI[apTDM EC EN 149-2001+A1: :2009. Capmﬂun xop OK

BEIITYCK. : = _ _ —-1392.29

COOTBETCTBYET TPEBOBAHPIHM HOPMATHBHBIX AOKV MEHTOB

FOCT 12.4294-2015 (EN 1492001+A1:2009) - | Rop THBIA
- 6307909800

I/ISI'OTOBI/ITEAI: Shandong Nasijia Medma] Technology Co., Ltd Anpec: KUTA, No. 277, Bayi East Road, Heze
Development Zone. :

CEPTVI®UVIKAT BBIAAH Oﬁmec:rso c orpamrrqeuﬂon oTBeTcTEeHHOCTRIO "C-FiMmopre”. OT'PH: 1117746594613,

WHH: 7743824882, KIIIT: 77140100] Anpec: 123007, POCCI/IH ropos Mocksa, y/miua 4-1 MarucTpalibHas, 10M 11,
CTpoeHHe 2, moMelmenye V, KoMHaTa 83, Tened)om’(baxc +7 (495) 510-50-01, azipec SMeKTPOHHOM MOYTHI: info@s-imports.ru.

HA OCHOBAHHH - Ilporokon ncm:rrai{m{ No 00 I/L 30/’04/’20 ot 30.04. 2020 rona, BbiIanHbli McnsIrarebHOH
naboparopuei ObmecTea ¢ orpamﬂeHHDu ome”rcme}mocrmo "TAHTAJI" (arrectar axxpenman}m POCC
RU.31578.040JTHO.JT13) -

AOHOAHI/ITEABHAH I/IH(DOPMAI_H/IH = = VnaKOBKa 10 WTyK B [TACTUKOBOM ITAKETE, B KAPTOHHOM
OK TOJHOCTH 5 JIET, YCIOBHA xpaﬂeﬂnﬂ XpaHIfITB B cyx0M MecTe, NIpH TeMrIepaType ot 0 mo 30 C. :
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