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EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-PPE-1118
Respiratosy protective devices, filtering half masks to protect against particles manufactured by

Guangdong Tengsheng pharmaceutical Technology Co., Ltd.
Room 301, No. 7, Linhai North Road, Shatian Town, Dengguan City, Guangdong Province,
China
are tested and evaluated sccording o

EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking

Baged on the type examination conducted with the evaluation of test reports, technical file
according 10 Personal Protective Equipment Regulation (EL) 2016/425 Annex 5, it is approved
that the procuct meets the requirements of the regulation,

Product Definition

Muodel: TS01
Filzring half mask
Classification: FFP3 WH

Here by the manufucturer 15 allowed o use notified body number (21631 and can fix CE mark, as
shown betow, on the Casegory [11 product models given above, with;

* lssuing en approprinte EL Declaration of Conformity according to Personal Protective
Egquipment Regulation (EU} 2016/425 Annex 9,

= OUngoing successful performance in fulfilment of the requirements set out in Persanal
Pratective Equipment Regulation (EUY 2016/425 and harmonised standards, ensured
by assessments based on Annex 7 [Module C2) or Annex 8 (Module D of the
regulation no later than | yvear from the beginning of serial production

This certificate is imitially issued on 2LATZ020 and will be valid for 5 vears, if there is no
change in the relevant harmonised siandard affecting the essential health and safety
requirements,
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NB 2163

CERTIFICATE OF CONFORMANCE

Certificate No: 2163-PPE-1118/01

Respiratory protective devices, filtering hall masks to protect against particles manufactured by

Guangdong Tengsheng Pharmaceutical Technology Co., Litd

Room 301, Ne.7, Linhai North Road, Shatian Town, Dongguan City, Guangdong
Province,China
Continues to fulfil the requirements of

EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking

Based on the evaluation of test reports and internal quality control audit reports according to EN
149+A 1:2009 and Personal Protective Equipment Regulation (EU) 2016/425 Annex VII (Module
C2). This certificate implies that the manufactured products show below are in conformance with
the approved EU Type Examination model and meets the requirements of the regulation.

Product Definition
EU Type Examination Certilicate
vindel g Serial No Dale Issuing NB No
1501 FFP3 NR | 2163-PPE-1118 | 21.07.2020 2163

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category 111 product models given above, with;
¢ [ssuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9,
¢ Taking all measures necessary so that the manufacturing process and its monitoring
ensure the homogeneity of production and conformity of the manufactured PPE with the
type described in the EU type examination certificate.

This certificate is issued on 14/08/2020 and will be valid for one year, until 13/08/2021 if the
manufacturer makes no major change in the product designs and manufacturing processes
affecting the product performance on the essential health and safety requirement,
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TECHNICAL ASSESSMENT REPORT
REPORT DATE / NO: 21.07.2020 / 2163-KKD-1118

Manuafseturer: Guangdong Tengsheng pharmacewtical Technology Co., Lid,
Address: Room 301, No. 7, Linhai North Road, Shatian Toewn, Dongguan City, Guangdong Province, China

This report i for the, given above, manufacturer prepared according to the test results obtained from Trust Right Testing
and Certification Service (Zhongshan) Lid. accredited by [AS (Intemational Accreditation Service). signatory 1o ILAC
MRA, with number TL-861 for the product identified below, dated 03.07.2020 with Serial Id R20200140 bpsed on EN
149: 2001 + Al: 2009 standard and the technical file dated 20 July, 2020 Version 0] provided by the manufaciurer

The technical file of the manufacturer, and risk evaheation againgt the essentinl health safety reguirements and the test
repart evaluated for their relation with Essential Requirements of Personel Protective Equipment Regulation and found 1o
be appropriate,

This repart is an annex and an integral part of the EU Type Examination Certificate issued to the manufacturer. The test
results and issued certificate belongs only to the tested model. The technical report consists of a total of 6 pages.

Product Description: Particle Filtering Half Mask
Classification: FFI MR
Model: TS01
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 CERTIFICATION
ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 2016/425
CORRESPONDING RISKS FOR THE PRODUCT

L1, Design principles

1.1, Esgunomis

PRE must B o deesignadd and meanufacoaned that in the foresesable conditions of wse for which it is intended the sser can porfirm the sk related nctivity
mormully whilst enjeying sppeopriste protection of the Rlghest prossiile kevel.

1.1.L Levels and chisses of prodection

L1 Mighest leved of pratection possibis

That optimmm kevel of prodectio to be (il into scoount in dhe design o that heyond which the commiraes by e wearing of e PPE would prevent s
effective wse during e period of exposire fo the rik e normal perfammance of the sciiviny,

1.1.2.2. Classes of progection appropriate to different leveds of risk
Whiere differing loreseesble conditions of ise g such thal several levels of the same risk com be distinguished, approprisie olpsses o protedtion must
be teken into scoount in the desien of the PPE

1.2, lanocuoasness of PPE
1.1, Absenee &F risks anad nther inherest mibsnes faclore
PPE must be s designed and manufsetured ax o prechode risks nnd ather nuisance Baelors nnder fore seanhle conditions of use

1.L1.1. Saitable consituent maberisls
The maierials of which e PPE is made. inchoding any of their pecsible decomposition products. mrest not ndverszly affect g bestih or sality of user,

1311 Satisfaciory serisce condition of all PPE paris in comtact with the wser
Any pan of the PPE that is in contact or is lisble to come into coninet with the user when the PPE i wom must be free of mugh surfbees, sharp edses,
sham points and the lke whivh could camse expessive imitation or injuries

1.2.13. Maximem permessible user impedisment
Amy inpediment csised by PPE to movemesds io be made, postures 1 be adopred snd sensory perseplion must be minimtred; nor must PPE casse
movements which endanger the user or ather poreone

1.3 Comfbort and cffecoveness

151 Adspestion of FPE 60 uver morpholigy

PPE must be desipned and mpasfacmred in sudh a way s bo lalitoie & comect positioning on the user and i remain m place for the foresesable
péiead ol ust, boaging m mind ambient fociors, e potons 1o be cumed ol and the pestunes 1o be adopied. For this purpose. 1 muss be possible io adops
the FEE 1n ﬂrhmnfﬂwﬂrh’uﬂ appropdiate means. ssch s sdequate ad|ustment and onscheren svnems of e pmvlmn‘t’mm
range al soes.

1AL, Lighiness aml desizn stremgth

PPE musi be = light o5 possible wigthou prepadictsg desngm strength and effisancy,

Apart fros (he spoeific addstional requirements which By must satisfy in order in provide ndsguate prossclion againg the risks in quastion (522 1), PFPE
miust be capabiz of wigmimsding the effects of mmbeonl phenonmna séerenl snder the reseeble cosditions of use

LA. Information sopplied by the mennlactorer
Thaz povtes that nesst he dew aip by the Tormer and supplasd when PPE is placad tn e marke! misd contaim all selevant mirmalsse on

a) I oddigion o the name ani sddressad the mmsTiciurer andior ki sshonized iepresemtive casblhed i the Comimsin
h] Spompe, use, Seaning, mainlonenos, m aml disinfection. cleming, mainensmce o dissafectant pegdection recamménded By
mamrafactorers must bave no adverse elfect on PPE o isers when appled in pcoondance widh the rélevan! imstructions,
6} Performance s reconded during technical weats to chedk the levels or classes ol protection providad by the PPE & guestion,
d) Suitable PPE acceseories md the chamoieristics of nppmprinte spare parts;
g} The clmsses of protection sppeoprime o different fevels of risk and the cormesponiding Rimits ol use;
f} Tz oherdzscemce deadlinear period of absolestence of PFEoe teitnin ol its componenls,
a3 The type of packsging suitmble for Fmspont;
h)  The sipndficance of sy markingatsee 2,12)
i} Where sppoprioie the referenoes of the Directives epplied imacoordance wich ArticleS(6) (b
iF  The name, address and identification numberof e noiifled hady invalved in the design sz of the PPE
These motes, whch e be procaes and cormprehessible. musl be provided o 1east in the oificial Inasgads) of the member stale of Scetnntion
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CERTIFICATION

L ADDITIONAL REQUIREMENTS COMMON TO SEVERAL CLASSES OR TYFES OF FFE

L1 FPE imcorparnting silfisiment syshems

Ir'_PFE ingorpontles adjustment sysiems. the latter mwesi be desimed ond manofacnwed 5o thol after sdjustment, Sy do met hecome undine
ummgentionally m the foreseeable comdiioas of use,

13, PPE lor the Faee. o es and respirainey syatem

sy restriction of the user's B, eyes, feld of viskm or respirsony system by the FPE shall be minisised

The sireons for those types of PPE must have o degree of opticsl seutrality that is compatible with the degree of procition and the durstics af e
aciivities of the wsr.

IF mecessary, sueh PPE must be iresied or provided with mens 1o prevent misting-up.

Miodels of PFE intendid for users requining stght cerection must he compatible with the wearing of speciaclas or contset fensed,

1.4, PPE subjeet to ageing
I it i Rosoovm thot the design performasce of new PPE may bo significmély affected by ascing. the month and ear af mamifachire and'on. il possdle.
the month and yess of ohsolcsoenos mast be ndelihly and eambegueasly maked om each derm of PPE placsd on e market and on iss pecknzing,

W itse mamudocturer s unable % glve @ skrising wilh regard io the nseful 116 of the PPE. his istractions must provide all ghe infimation necessary
in enpbds the purchiser or usor to establish & reasonoble obsolescenos month and year, (aking i aceount the gmliry level of the model and te
effective conditions of sorge. e, dlessng. sirvicing and mundennnce,

Where nppreciilie s rapsd deteriomtion in FPE perfoemance 4 Tikely o be cosed by ageing resulting from. the periodic wse of 0 cleming prosess
recommended by S manuisciues, e lolter st i possible, affix 0 marking o cach item of FPE placed on the ksl indicating e masimem
Fmber of cheaning cperations that may be crmiod o belfor: the oqaipmont needs 1o be inspected or discandal. Whens such & marking is nat affined, the
enanufhcorer mrost give (hal infurmation inhss instructions,

26 FI'E for ose in potendlally explosive atmospheres

FPE imiesded for use in potessinlly explosive atmosghercs mosl be dosigned and manufactured in such o wey shat It cannal be tee sommes ol n electric,
electrmatalie of impact-mdided are or spark likely o canse nn explogive miiune 1o sgeite.

LE. PPE for infervention in very dasserous situniions

The instructions soppdied by the manufncturer with PPE fod stervertion in very dinpemus situtions muost include. in particuler, dom inwended for
competenl trained porsons who are gualified 1o interpret them nnd ensure teeir ppplicaom by the s

The mstructions muss atso deseribe the procadure v be adopiod in onder o verify that FPE is ooerexily adjuseed and fsctional when wam by the sser,
Where PP moorporabes an alamm wisich i setivated in e absemee ol the hevel of protection normally provadad, the alsrm must be designed ond placed
0 that ig gan be peregived by the user in e Saresesable conditions of ose.

L9, FPE imcorparating components which un.hllj"nﬁl-ruunvﬂm- the wsar
Where PI'E seorparates componants which &m be atached, adjusted or removed by the msee for replocemest purposes. such compesents musi be
deszpned and munuiaciured > that they com e epoly smsched, adjusted mesd removed wilho iools

LIL FPE Bearing ane or mors idemiifiention or recognition marks direetly or indirectly relating to heaith and safety

The identification or recogition marks disectly of indirestly relaing 1o beatth and safesy aflied w0 theee Tvpes or elassed of mum preferably mie the
Torm of Rarmonized picegrams or ideograms md maesdl em mn perfiectly legitde thevughout the foreseeablepsefal life of the PPE. In addition, these
enarks st be comples. preciss and comprehensiblic 0 48 Do provesl any misinerprelgion; o panicular, whens soch marks seorporae words or
sentenoes, the latter must appesr in the offichal languageis) of the Member Seate where the equipment bs 0 be ssed.

IF PPE (or a PPE component) & toa sl jo allow ol lor part of the reoessary marking fo be affiond, the relevant mformation st be ptiboned on the
packing mnd in the maeafactuner's modes.

3. ADDITIONAL REGUIREMENTS SFECIFIC TO PARTICULAR RISKS

3001, Bespiratory profectisn

FIFE ememdad For the profedlion of the respandory syslem must make i possible o supply B user with breathoble s when exposad 0 3 polned
otmoepiere andior an @masphere heving s Esleguate oxygen concenmmion,

The bresthable aer sapplied 1o s wsor by PPE must be ebtained by appropriale means, for example after Glirstion of the pollstal mr tecugh PRE or by
supply [om an eviemal mnpoliomsd soomee.

The censtituss msterials smd other compoenens al oas types of PPE must be chosen o desianed ol imsorporated =0 38 10 cHsars APRrOprme user
respiration and respiratory hygene o the peniod of wear concermed wesder the foresesable conditions of use.

The |esk-righiness of the facepicos and the pressurs drep on mepiration and. in the et af the Bhermg devices, purilieation sapeeity mut Keesp
canbirninant pesstration from 8 polluted stmosphens low encagh aod to be prejodicial i the lealth or hygiene of the nser.

The FEE must bear demils: of the spesdfic chargsepenstict af the equipmen] whick in congancison with the intiructions. enable a trimndd and qualified wies
1 employ the PPE comectly,

Im the cose of filierng equipment. the mealseiareds maiructsons sl also indieie the time Bmit B the morsge ol new Dlies kept in ihetr origaal

packaging
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Technical Assegsment of EN 4% 2001 + Al: 2009 Standard and other Standards it refers 1, Clauses Comresponding Lo the

(EL 2015425 Directive
Conforming to EN 1452001 4 A 12009 Standard Reguirements

Clansification: Parmicls Fillersp Hall bask
The mask sohject 1o evaleation based on the s remilt ad Techmical file provided B die mmnctorr is chshfied 25

Filleriay EMicimcy and maximen Toind loward Leakags: Classified as 5FF3

etk i chmifled for single shll . ML

Packing: Pareicl: filternng hall musls ae juckagel v peten fem fom osEmnio Sdbe we and weh andoand bexes 6 peven
meckanical dmape. The packaging deups and tbe pmduct i consifersd i widistind e Srowsabls conditons of wse based =n Sig vimal
't-q'-ﬂmmmlmpmluhln_-rw
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auismcy for (be wearer., The mueufschrer dockees (s e mujenas ussd m masilscuring of tie mask doss Bt have s adene affas in @8
hendth med sty 6l waem.

Hsed o fac izl remlis, fhe mimks dd oo ollars: sher subpoct io smioed weanng and e modifonmg. Mo naosence siutlen i
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Cleaning andl Dbfeetion: Panicle ilkerap Sl musk 3 ssf designed 1o be & re-peshle e cloming oo dsindettion provedis rmidad y iy
i leciure. .

Fracrical Perfarma:

Thie: et repont indicates hat the buman sobjects ded nit Bace oy GifEculty & performing i excerdisss while they were weared by the senple
-:vlr?. in walking tex or work smalsion e The wewsrs &l not ropon may fafure by mesns of head hames: s srdoeps coméon,
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Fazish of Parts: Porticls Gerieg hall masks, which are Bely b0 aoma ineo contast with the aser, do ol Riree sharp cibpis asd do ol costsin
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Toal laward Leakmpr:

The Total rward Lelnge 29l & cordected by 10 individusl i sn szl chamher with 3 waiking band. md @reples s albm aring (b
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I i, repeaticd! fhae
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| Aty Clogmimg= This neat is i applied ie Paricle Filiering Hal hbmk which iv ot ressabibs.
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