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EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, llb or Ill)

No. G2 063744 0018 Rev. 01

www,zlg.de

Product Service

Manufacturer: Xiamen Compower

Medical Tech. Co., Ltd.
Unit 301, No.16, Xianghong Road
Xiang'an Torch Industrial Zone
361101 Xiamen

PEOPLE'S REPUBLIC OF CHINA

Product Silicone/SEBS/PVC Manual Resuscitators (Including Mask,
c . ” Positive End-Expiratory Pressure Valve, Oxygen Tube,
ategory(les). Reservoir Bag, Mouth opener, Oropharyngeal Airway,

Manometer), Resuscitation Mask, Continuous Positive Airway
Pressure Mask/Non-invasive Ventilation Mask, Simple
Oxygen Mask, Venturi Mask, Non-Rebreathing Mask, Aerosol
Mask w/Nebulizer, Breathing Circuit (Including Mask, Elbow
Connector, Y Piece, Corrugate Tubing, Collapsible Tubing,
Water Trap, Straight Connector, HMEF), Anesthesia Circuit
(Including Mask, Elbow Connector w/Luer Port & Cap, Y
Piece, Corrugate Tubing, Collapsible Tubing, Straight
Connector, Breathing Bag, Bacterial Filter, Gas Sampling
Line), Anesthesia Mask, Breathing Filter for Single Use

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for manufacture and final inspection of the
respective devices / device categories in accordance with MDD Annex V. This quality assurance
system conforms to the requirements of this Directive and is subject to periodical surveillance. For

TS e CEPTM<D‘MKAT * CERTIAFICADO ¢ CERTIFICAT

78

marketing of class IIb and Il devices an additional Annex Il certificate is mandatory. See also notes
o overleaf.
4 »
R2
S Report No.: SH1917614
Valid from: 2019-08-26
Valid until: 2022-09-30

Date, 2019-08-26 / W

Stefan Preil}
Head of Certification/Notified Body

Page 1 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123
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** ‘f(** Benannt durch/Designated b
Yc¢  Zentraistelle der Lander

* fur Gesundheitsschutz

== bei Arzneimitteln und
* Medizinprodukten

*‘ﬁ' *‘ﬁ’* ZLG-BS-244.10.08

EC Certificate

Production Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex V
(Devices in Class lla, 1Ib or IlI)

No. G2 063744 0018 Rev. 01

www.zlg.de

Product Service

Facility(ies): Xiamen Compower Medical Tech. Co., Ltd.
Unit 301, No.16, Xianghong Road, Xiang'an Torch Industrial Zone,
361101 Xiamen, PEOPLE'S REPUBLIC OF CHINA

T= & CEPTUOUKAT & CERTIFICADO & CERTIFICAT

HEsE:

A

Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

ZERTIFIKAT & CERTIFICATE o

A4 10717

TUV SUD Product Service GmbH - Certification Body * Ridlerstrale 65 = 80339 Munich « Germany
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UV S\

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q6 063744 0017 Rev. 01

Product Service

Holder of Certificate: Xiamen Compower

Medical Tech. Co., Ltd.
Unit 301, No.16, Xianghong Road
Xiang'an Torch Industrial Zone
361101 Xiamen

PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Xiamen Compower Medical Tech. Co., Ltd.
Unit 301, No.16, Xianghong Road, Xiang'an Torch Industrial Zone,
361101 Xiamen, PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate:  Production and Distribution of Manual
Resuscitators with Accessories, Resuscitation
Mask, Pneumatic Splint, Continuous Positive
Airway Pressure Mask/Non-invasive Ventilation
Mask, Simple Oxygen Mask, Venturi Mask, Non-
Rebreathing Mask, Aerosol Mask w/Nebulizer,
Breathing Circuit,Anesthesia Circuit, Nose Clip,
Anesthesia Mask, Breathing Filter for Single Use

soncnc= ® CEPTUOUKAT & CERTIFICADO ¢ CERTIFICAT

EN ISO 13485:2016
5 . Medical devices - Quality management systems -
Apphed Standard(s). Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system (excluding subclause 7.3),
which meets the requirements of the listed standard(s). See also notes overleaf.

Report No.: SH1917614
Valid from: 2019-10-01
Valid until: 2022-09-30

Date, 2019-08-26 M

Stefan Preil
Head of Certification/Notified Body

ZERTIFIKAT & CERTIFICATE

A4 /0717

Page 1 of 1 OV
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Medicines & Healthcare products

: MHRA

Pl g, M L i M0l Dy,

Regulatory Agency
Our Ral: CAM4BES WHRA
— 151 Buckinghas Palacs Road
m Lomdon

Livgviac Europs Limited ﬂ'ﬂﬂmﬂz

Camartion United Fingdom
Strest

gmm e v ki

Deson

EX34 DAD

United Kingdom

16 Juna 215

Dear Mr Enc Eanagan,

MEDICAL DEVICES REGULATIONS 2002 REGULATION 13
Registrafion of Perscns Placing Genaral Medical Devices on the Markst

Thank you for Informing the Competent Authortty of your company's detalis and for Supping the medical tevice
Infomation

¥our reglatration has been reconded based on your declaration that you have determined that the
devicaia) Tall within the dennition of “medical devics™, and that you have classied Itthem == falling

within m131ﬂmﬂnmﬂﬂnﬂmmdplpmqa]uﬂmaﬁn]dadtmhmﬁtq

your | shaold meaks clear thak the aeaming aach Indbvidusl
mmmmmwummmﬂm Nalfher does

thig lettar repragent any form of sccreditathon, ceriiteation or approval by the UK Compsiant suthonty.

Yiour registration 5 based upan your deciaration on the RG2 fom and means that

Fior Manufacturens of Class | medical davicas, Assembiers, and Stelisens

“fou Showld Now be oparating under the Medical Devices Direciive and the above Reguiations for the products:
you askad us to register, by fully compiying with the essential raquiremenis, CE maniing those products or
laineding them a5 such.

Fior Manufacturers of Customi-mads devices and Cusiom Mads Active iImplantabils

“fiou showid be ready o clalm compliance with e Directive and Reguiations and shoulkd be manutacuring
cusiom-made devices In accomdance wilh thelr requirements.

I you siop placing devices on the markst or IF you ars not complying with the Regquiations you should
Infiomn ua =0 that we can amend cur reconds. You should be awans It ke an offence to place on the
mearkst CE marked devices that do not comply with the reguiations.

The Information you provided has been recomded against the reference rumber shown 3 e top of this lethes,
mmaem;umqmnanmmmmm

Piaass Inform us of the following chargable changss:

« he company infoMmation e.g. Name and JRiess

+ additional genaric groups of evices (ot indhvidual products within an exsting generic group)

Pieasa als0 52 the Devices Online Registration Database (DORS) to il us of the following changes e.g.

rammmmmuammm: ummmmm 3 you

are required 0 provide thess non-Charpeatie changes In witing we wil not provide an upded leter of
regisiration. As the updated Imformiation does not affect your reguiahony chikgations or the Information published
i cur Pusilc Access Registration Datahass (PARD). your - et
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Thank you for rgisienng the Soliowing genaric groups of devices:

Ciags | Devicas:
Arway DevicasMONTONng SJUIDMT ANd ACCos50es

Cusmim Made Devices:
None

Producrs Coversd By Amicks 12
None

Confidentility

Piesasa note that In accondance wih Direcive 2D07:47/EC 35 of 215t March 2010 Infomation on the regisration
af bie for dEviceE o the mankat wil no b2 treaied 3 confidenisal nd the
mpemm%m mﬂmn%-im parties with IMfammation 1 T Pl o et O amaaLren: 2
authorisag rEpREantaves and thelr oevicas Mat have boen egisiared. However the Names of Indviduzis, thelr
numbers and email addresses will remaln confidential unless you have chosan o rade using
personal details. This change only o medical devices and does Not A%ect In Wi Diagnostic devices
registration, which remain umder Articla 10 of the In Vi Dlagnossc Directive SE79EC,

I your coemipany name of that of 3 manufacturer that you repres=nt s bassd on an Individual's perscnal
ez [ will b peubsliahed wniees you Infionm the MHR.A that youw sould ke the company name to remaln
confidental.

mnmrmwm«mwa manuifacturs that you represant I= the personal homs
address of an Indhvidual it will be publizhed unlsss you Inform the MHR.A that you would ks the
companty address to remaln confidential

SNoult you have any Queries reganding your registration piease o not hestate In contacting us.
Yours sincensty

Bartar Clarke

Reguiiory Affalrs Agmiristraior

Teb 02030507318

Fac 02031189609

Emall: barbar. clamagmhra gel.gov.uk
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LerrVac Eueors Lo

Certificate of Registration

This certificates that:
LifeVac Corp.
&3 Fome Street
Farmingdale, NY 11735

j‘n n.-.ali".‘tq'w:: Atk the ":":'S:I .-'-!:u'-'u.\i and 1'.-L“In.lf:.'. E.‘:miminluhdm ru.l.n-u.:mft Lo seclion H05 -||F the

'Hni.-tn-.' Elhﬂ.q': ':I-:l.&tln “hml:'tﬂ \l?-'_.‘u'u:i.tﬂ wnd !'Bi.-uh:u\:inm ;lﬁwTu:u-!Mu and !'L\PCIM‘ it .'_4
il v ?‘P..f. ||.-':1HH. '_I.IA.H. w:finlw.‘.l.-lm Au\':-m-;l F_n'l.rl. Crﬁri.-:;! an ..'u'umﬂ.!.l, l.{l?l.-\.'ti.-\.‘ on tHn' dade
Hd.w.'.ur “q. !'Lﬂulun L::IEF.

U5, FDA Regisztration No.:
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LrEVaC ELmoPE LTD

IDW' U.5. Food and Drug Administration
r A Protecting and Promoting Your Health

CFR - Code of Federal Regulations Title 21

TITLE 21-FOOD AND DREUGS
CHAPTEE I--FOOD AND DEUG ADMINISTEATION
DEPARTMENT OF HEALTH AND HUMAN SERVICES
SUBCHAFTER H-MEDICAL DEVICES

PART BB0 —— GENERAL HOSPITAL BHMD PERSOMARL USE DEVICES
Subpart G-—-Gesneral Hospital and Personal Use Miscellansous Devices

Zeo. BE0.6740 Vacuom-powered body fluid suetiom apparatus.

{a) Fdentification. A wvacoum-powered body fluid suction apparatus 1s
a device used to aspirate, remowve, or sample body fluids. The device
is powered by an external scorce of wacuum. This generic typs of
device includes wacuom regulators, wacuum collection bottles,
suction catheters and tips, connecting flexible aspirating tubes,
rigid suction tips, specimen traps, noninvasive tubing, and swction
regulators (with gaugel.

(b} Classification. Class II (special controls). The dewvice 1s
exempt from the premarket notification procedures in subpart E of

part 807 of this chapter subject to E3D.%. [45 FR 69632, oOct. 21,
1980, as amended at 63 FR 5322%, Hov. 3, 199E]
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