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Ес certificate
Production Quality Аssurапсе System
Directive 93l42lEEC оп Medical Devices (MDD), Аппех V
(Devices iп Class lla, llb оr lll)

No. G2 094558 0005 Rev. 01

ffiffi

Manufacturer:

Product
Category(ies):

Report No.:

Valid from:
valid until:

Date, 2020_01-07

тhg certification Body of Tuv suD product service GmbH declares that the аfоrеmепtiопеd
manufacturer has implemented а quality аssurапсе system for manufacture and final inspection of the

respective devices / device саtеgогiеs in ассоrdапсе with MDD Аппех v. This quality аssurапсе
sysie' conforms to the rеqчirейепts of this Directive and is subject to periodical surv_еillапсе- Fог
йаrkеtiпg of class l|b and lll devices ап additional Аппех lll certificate is mandatory. see also notes

overleaf.

Jiangyin Fапmеi Medical
Device Со., Ltd.
No.19 Yishan Rd, Liпgапg Street
214400 Jiangyin
PEoPLE,S REPUBLlc оF cHlNA

lnfusion Sets with Needles,lntravenous Needles,
Safety Syringe,
Auto-disable Syringe,
Disposable Blood Transfusion Sets,
Sterile Surgical Gloves,
Feeding Tube, Stomach Tube,
Suction Catheter, Nelaton Tube,
NasaI Охуgеп Саппчlа, Охуgеп Mask,
Disposable Blood Collection Needles,
Syringe for lnsulin, Sterile Syringe for
Single Use (with Needle),
Sterile Hypodermic Needle for Single Use

SH191005ExT01

2020_01-07
2024-05-26

product service

С,Ф,\-
Christoph Dicks
Head of Ceгtification/Notified Body

:

Page 1 of2
TUV SUD ргоduсt Service GmbH is Notified Body with identification по. 0123

тUV SUD Product Service GmbH . Сегtifiсаtiоп Body. RidlеrstrаRе 65 , в0339 Munich , Gеrmапу
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Ес certificate
Production Quality Assurance System
Directive 93/42lЕЕС оп Medical Devices (MDD), Аппех V
(Devices in Class lla, llb оr ll|)

No. G2 094558 0005 Rev. 01

product sвгчiсе

Facility(ies):

Page 2 af 2

TUV S0O Product Sегчiсе GmbH is Notified Body with identification по.0123

ТUV SOD Product Service GmbH . Certification Body . RidlerstraRe 65 . 80339 Munich . Gеrmапу

Jiangyin Fапmеi Medical Device Со., Ltd.
No.19 Yishan Rd, Lingang Street, 214400 Jiangyin,
PEoPLE,S REPUBLlc оF cHlNA
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TUVRheinland

certificate
Quality iianagoment Sузtеm
ЕN lýO 13485:20lб

Reglstration No.:

Organization:

Rероrt No.:
Effectivo date:
Expiry date:
lsзче date:

Scope: Manufacturing and Distribution of Disposable lnfusion Sets, Disposable

Sуriпgеs with Nвedles, Disposable Blood Тrапsfчsiоп Sets, Disposable
Вчrеttе lпfчsiоп Sets, ýcalp Vеiп Sets, Uгiпе Bags, Surgical Fасе Masks

The csrtification Body of ТЁV Rhein|and LGA Pюducts GmbH certifiзs that tho organizatlon haý establiýhed апd applieý а

quality mапаgеmепt ýystom fior medical devicoý.
Ёrооi bas йеп fumbtrec that the rвqчirеmепЬ specified iп йе аЬоvgmопtiопеd standard are fulfilled. The quality

mапаgвmепt syýtern is subjad to yaarly surveillancs.

Sx 231967}1

Sharrdong QinkalMedlcal lrЁчвtrу Со., Ltd.
(South Sa*ion of Qчапсhепg Rod lп lndustrlalPa*) MedlcalEquipment
industrial Ра*, Сhепgwч С,очпý, Hoze, 274200 Shапdопg,
P.R. China

1901302и 120

2о21-04-23
2024-04-22
2021-0+23

Jing Zhang
GmbHтUч

1l1
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TUVRheinland

Ес ceгtificate
Рrоdчсtlоп Qual ity Аssчrапсе
Directive 93t42lEEC оп Medical Devices, Аппех V

Rеgiзtrаtiоп No.:

мапчfасtчrеr:

Products:

Report No.:

Effective date:

Expiry datB:

lssче date:

190130294 120

2021-ц-2з

2024_05-26

2021-м-23

DD 2319673-1

Shапdопg Qinkai Medical lndustry Со., Ltd,
(South Sёсtiоп of Quancheng Road iп lndustrial Park) Medical Equipment
industrial Раrk, Chengwu Сочпý, Heze,274200 Shandong,
P.R. Сhiпа

Disposable lnfusion SeБ, Dlsposable Syrlngвs w|th Needles, DlвроsаЫе
Вlйd Тrапsfчвlоп SetB, Disposable Burette lпfusiоп SetB, Scalp Vеiп SetB

Fоr the following medicat dечiсез the scop coverý the aspects of
manufacture сопсsmеd wilh securing and maintaining ýerile conditions:
Urine Bags, SurgicalFace Маsks

The Notified Body hеrеЬу doclares that the rеqчirвmепts of Аппех V of the directive 93/42lЕЕС have

Ьееп met for the listed рЙdчСЬ. The above паmеd mапчfасtчrеr hаз establbhed and applies а qualiý

"".чйпй 
system, йrich is subject to periodic surveillance, defined Ьу Аппех V, section 4 of the

aforomentioned directive. For рhЪiпg оп the mаrkеt of class llb and class lll devices соvеrеd Ьу this

certificate ап ЕС ýpe-examination certificate ассоrdiпg to Дппех lll is required,

TOV Rhеiпlапd LGд Products GmbH Ь а Notified Body ассоrdiпg to Directive 93/42lЕЕС сопсеrпiпg medica|

devices wifi the identificBtion пчmЬеr 0197.

TUV

Ра9в 1 of 1



Jiшrg, itt Fшrmеr lvlcdicrl Dculcc Со . Цd

СЕ Technical Г)осumепt of Sуriпgе fbr lnsulin
DосT rшпl No. FM{F-l{_{tl Rсr,rsюп: АJ lssuc datc- 20l*-l l-.]O

Declaration of conformity
а, Irlшчfасtчrсr

Мвrпrfшtчrсr паrrв, Jiал5,1п Fшчrв Моdrcrl Dcl,lcc ('о. l.td

МдlтrГдgмеr аd&с*s No, 19 Yrihr Rd Lrlцапg Strocr. ] la4(ll Jl8týrrl Рюрh' r Rcpblic оfСhiпа

Tel. (JOt6-r l(ькбtt7ýl) Fач, (X)ll(>ý llbКйti7l() E-mal, rnfoa fmsтпý,соm

Ь. tС-rсрrеэсrшаtче

ЕС.rерrеsспиtlr! пirrЕ, ZОUSТЁСН S L

ЕС-rерrссепlrtlчс ad&cBs. Pso Сшеllш!а. ld l - Рlапи 19- ]8().l(l - ýtodrrd, ýраш

Tcl. *3.169.1d26Дб Flx +_1.19l7)|.ý;lt*l Е,mшl:,;r.,.ll;., r'{lll}li.]l 
"t

с. Product ппmс. ýlrшр fоr Ьчltп
d UMDNS Code оf пrdчсt 1_11,tll

с_ СlаgsrГlслrоп of product MDD 9]/4УЕЕС Сlшs lla tRчlс бt

f Сопfоrrшtr еýýсýýпrепl rочtс MDD qj,.1,1-ЕЕС Дппех V j

g Цt dcclarc

Wc hсrеwrф dcclare that the abore mcntl0lсd рrоdчсв пrý;t thc trarlýtrBrtrшr tnto nalк}rrsl lаrr. thc prorrsions оГ

tlrc follwlng ЕС Ccrrrncrl [}rссttr,сз rrnd Sиndards Дll зuрроrtrпg doctlmgntrrtionr аrс rаашсd tndcr thc

promlýcli оf thc marrufactrrrcr, Очr шпрштr, is crcluslrcl1- rrxp<rкrblc fcr йrз Dglarrtron crf (iслfrrшtt1,

h, Wc tоllоц thc арУЁаЫс &rcctrlcs lnc|rrdc

(jqlсral oppl rcdrle dirocttteg :

I{edic al Dcr rcii Dirýcl,i r с С оUп-С I L Dl REcTl v Е 9]l42iЕЕг

a }iоtifk{ЬOф

N*ficd Воф пrrв TIJV StjD PrýdrEl Scrt-rce СllпЬll

NOt|ГltrJ &rф, t!frезs: Rldlerýlrбi Munrch ll()jj'l. (kmrапr

ldcntlfi catrolr пчmЬсr. 0 l 2-1

Сспlliсш ýо (i]094t5tttX}r Rm, () l

Vrlid rrntll 2t)24-{lJ-]6

СЕ-mаrirпg rrrtlпg Ьа[сh ст datc, !(l|&it}.il

Si8,rrtчrе оf rsrumg *,*, QltklИ,
Nшrс: Wаjш Shш

Titlc. С.mrпd Мпц!r
Lлшоп. Jirлgriп. Сhiпа



- fлl ,lNE MED ItшfiЕ *Е)?**ffiарЕАf,
JIANGYIN FАNмЕ! MEDICAL DEvlcE co.,LTD

TEL:86-510-86688750 FАХ:86-510-86688750

Declaration of conformity
а. Мапчfасfurег

Мапчfасfurеr паmе: Jiangyin Fanmei Medical Device Со., Ltd.

Мапчfасfurеr address: No.19 Yishan Rd, Lingang SПeet, 214400 Jiangyin, People' s Republic of China

Теl:0086-5l0-8б688750 Fax:0086-5l0-86688750 E-mail:info@fmsyTinge.com

Ь. EC-representative

EC-repTesenиtive паmе: ZOUSTECH S.L.

ЕС-rерrеsепtаtiче address: Pso. Castcllana, 14l - Planta 19, 28046 - Madrid, Spain

Те|:+3469Ц26Цб Fax:+349179l5466 E-mail:leeal@zoustech.eu

с. Ргоdчсt паmе: Stеrilе Sуriпgе foT Single Use (with Needle)

d. UMDNS Code of product: l3929

е. Classification of product: MDD 9Зl42lЕЕС Class IIа (Rule 6)

f. Сопfоrmitу asýeýsment route: MDD 93/42ЛЕС Аппех V.3

g. We dесlаrе:

We heгewith declare that the above mentioned products meet the transposition into national law, the provisions of
the following ЕС Council Directives and Standards. All supporting documentationý аrе retained uпdет the

promises of the mапчfасtчrеr. Очг соmрапу is exclusively Tesponsible for this Declaration of Conformity.

h. We follow the applicable directives include:

Gепеrаl applicable directives:

Medical Device Directive: COUNCIL DIRECTIVE 9з/42lЕЕС

i. Notified body

Notified Body паmе: TUV SUD Рrоdчсt Service СmЬН

Notified Body address: Ridleгstr65 Munich 80339, Gеrmапу

Identification пчmЬеr: 0 1 23

Certificate No.: G2 094558 0005 Rev.Ol

Valid until 2024-05-26

CE-marking staгting batch оr date:2Ol 6- l0- 1 8

Sipafure of issuing реrsоп:

Name: Weijun Shao

Title: General Manager

Locatirrn: Jiangyin, China
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Ес certificate
Production Quality Аssчrапсе
Directive 93/42lЕЕс оп JtЛBdica]Devicgs, Аппех V

Registration No.:

Manufacturer:

Products:

Report No.:

Effective date:

Expiry date:

lssue date:

190130294 120

2021-04-23

202445-26

202144-23

DD 2319673-1

ýhапdопg Qinkai Medical lndustry Со.. Ltd.

Фutt Sёсtiоп of Qчапсhепg Road iп lndustrial Park) Medical Equipment

industrial Park, Chengwu Сочпý, Heze,2742O0 Shandong,
P.R. Сhiпа

Dispsable l пfчgiоп Sets, Disposable_ ýуrlпgев wlth NeedleB, Dbposable
вйа Ton.fusioh ýеЪ. DisроваЬlе Вчrеttо lnfusion Sets, Scalp Vоiп SotB

Fоr the following medical deviceB the scop сочеБ the aspects of
mапчfасtчrо concomed with sесчriпg and maintaining sterile conditions:

Urine Ваgs, SurgicalFaco Masks

The Notified Body hеrеЬу declares that the requirements of Аппех V of the directive 93/42lЕЕС have

ьееп met for the tisteo prboucts. The above named manufacturer has established and aPPlies а qualiý

;;;;;;;;;уstЬЙ, *ьiсй is subject to periodic surveillance, defined Ьу Аппех V, section 4 of the

aforementioied darective. Fоr рЬЪiпg оп the mагkеt of class llb and class lll devices соvеrеd Ьу this

certificate ап ЕС ýpe-examination certificate according to Дппех lll is required,

TOV Rheiilland LGA Products GmbH is а Notified
devices with the identification пumЬеr 0't97.

Body according to Direclive 93/4ЖЕС сопсеmiпg medical

PagB 1 of 1

TUv
Zhang
GmЬН
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certificate
Quality Managoment System
ЕN lSO 13485:2016

ReglBtration No,:

Organization:

Scope:

Sx 231967}1

Shandong Qinмi Medlcal induBtry Со,: L!d,

Гd*iй-iБаЪ. oi очапсtrепg Roid ln lndustrlal Park) Medlcal Equipment
jnJuitaal Park, Chengwu Couný, HBze,274200 Shапdопg,

P.R, China

Manufacturing апd DЫriЬчtlоп of DlsроваЫе lnfuBlon SеБ. DlBposable

Sуriпgеs with N€edles, DisроsаЬlе Blood Твпsfчsiоп Sets, Disposable

вчrй lпfusiоп Sets, Scalp Vein Sets, Uriпе Ваgs, Suцical Fасе MaskB

Тhs C€rtificstion Body of TOv Rheinlsnd LGA Products GmЬН cedifies that the organlzation haB ostab|ished and applieý а

quality mапаgеmепt system Ьr medical dечiсgз,
рюоf has ь€€п fumighed that the rsqчirеmепь specified in the аЬочеmепtiОПОd sИndard srе fulfilled, The quality

mапаgеmепt system is subjed to уоаrlу surveillancB,

Rероrt No.:
Effectivв dato:
Expiry date:
lssue datв:

1901302и 120

2021-о4-23
2о24-04-22
2021_04_23

Jing Zhang
GmЬНTUV

1l1



Shandong Qinkai Medical lndustry Co.,Ltd.
(Stluth Scctitln tll'Qrrartclrclrg Rtlatl irt llrclrrstrial Park) .Mcclical

Eq u i prrrc rrt Ilrcl u stгi а l Park.('lrctl gw[l ('о rrnt у. I I czc.27,120C)

SlraIrdolrg. Р. R.Ch i па

Мапrrthсturсr's Nattrc:

Manutacttlrcr's Addrcss:

Nattrc tll'Г)сr,iсс
classiticatitrn

Rcgistration No
Rcgistration Datc

ссп valid until
lssuc Datc
Starnp ,,Signatllrc

сопt'оrmitу Дsscsstncnt Рrосс-durс : Ес Dcclaration trг ccrntclrnrity sct оut in Аппсх v
Ctlntirrntity Iltlutc : Scll'Dc-claratitln

\1ъ herervith declare that the above mentioned products meet the prorv visioпs of the соuпсil

Directive 9з/42lЕЕс for medical dcvices.All sшpporting dосчmепtаtiоп is rеtаiпеd uпdеr thc

рrоmisеs of mапчfасturеr

Quality Managcnrent Systcm : EN IS() l34tt5:20l2 + дС:2012

Notiticd Body Nattlc/Addrc.ss : TUV Rhcinland LGA Prclducts GпlЬII

Tillystra[tc 2 9ИЗl NurпЬсrg

Ес DЕ(,LлRл1,1оý ()t C()NF()Rýllr,\,
:Slrandorrg Qinkai Ntctlical lrldrrstry, ('o..Ltcl.

:(Stlutlr Scctitln ot' QuancltcIlg Rtlitcl iп Incltlstrial Рпrk) .Mcclical

ErluiplncItt Indrrstrial Park.('hcrrgrvu ('clurrty.I Iczc.27-1]00

Shlurclrlltg. Р, R.('h i lta

: Г)ispttssablc Bloocl Tralrstitsitln Scts

: C'lass lla

:DD 2]l967З-l
:]02l -Ш-] j
:2024-05-]6

:20]l-Ш-]3
:

slratldott l Irrdrrstry Co.,Ltd.
(South Scctitltt ol' Quanclrcrrg ) .Mcclical Etlrriplrtcnt

Irrdtrst ri al Park.Clrcngrv SltaIrcltlng.P. R.C'h i lra



Shandong Qinkai Medical lndustry Со,, Ltd,

Version No.i N0 сЕ тЕснNlсдL соNSтRUстIоц! IILE Effective Date: 2020.06.01

Docume],lts Name: Declaration of Сопfогmitу
DocumentNo: QЮсЕ-001-12

EG-KONFORMITIITSERKLARUNG, ЕС DECLARATION ОF СОNFОRМIТY

ПЁСrДКДТIОN СЕ DE СОNFОRМIТЁ , DIСНIАRЛZIОNЕ СЕ DI CONFORMITA

Wir еrklёrеп in alleiniger VеrапМоrtчпg, dass / We declare uпdеr очr sole responsibiliý that /

Nous dёсlаrопs sous notr" рiБрr" rеsýопsаьilitё que / Dichiariamo sotto la sola rеsропsаьilitё che

Name чпd Adresse des Herstellers: /

Name and address of the mапчfасtчrеr: /

Nom et adresse du fаЬriсапt: /

Nome е indirizzo del fаььriсапtе:

das Medizinprodukt: /

the medical devica: /

le dispositif mёdiсаl: /

il dispositivo medico:

der K|asse: /

of class: /

de la classe: /

di classe:

gзl4zЕЕс l

93l42]cEE

KonformiЁtsbewertungsverfahren : /

Conformity assessment procedure: /

рrосёdчrе d'ёчаlчаtiоп de la сопfоrmitё: /

procedura di valutazione della conformiti:

Registrier-Nr.: /

Registration No.: /
N'd'enregistrement: /
NumBro di rеgistrаziопе:

Вепаппtе Stelle: /

Notified Body:/
Organisme поtifiё: /

Оrgапismо notificato:

Heze ЮД-6-22
ort. Dаtчm / Plsco, dsto /

Liou. date 
' 

Luоgо| dala

Shandong Qinkai Medical lndustry 99.,.Ltd,
iýБ"tЬ ýЁсtlоп of QuanchengRoad in lndustrial Park)
Medical Equipment lndustial Раrk, Chengwu Gочпý,
Heze, П4Дh,Ьhапdопg Province, P.R.China

den еiпsсhlёgigеп Bestimmungen dеr Medizinprodukte-Richtlinie 934zEwG чпd dеrеп umsetzungen iп nationale

Gesetze епtsрriсht. Die Еrk|Эrчпg gilt in verbindung mit dem zum Produkt gehcirigen ,,Endpnifprotokoll", /

meets the provisions of the dirесiiчЪ 9з4zЕЕС anj it. tr"nspositions iп паtiопаl laws which apply to it, The

declaration is valid iп connection with the "fiпаl inspection rероrt" of the device, /

геmрlit toutes les exigences de la directive sur les dispositifs mёdiсачх gy4zcEE et de ses transpositions еп droit

паtiопаl qui le сопсеrпеп. la dёсlаrаtiоп est valable bi elle est аssосiёе аu (rарроrt de l'inspection finale> du

produit. /

soddisfa tutte le disposizioni della direttiva 934zcEE е della loro trasposizione пеl diritto nazionale che lo

Б;й;й. ачеstа'diсhiайziопе ё valida in congiunzione con il "rарроrtо di ispezione finale" del prodotto,

Disposable lnfusion Sets

Glass lla

пасh Апhапg lx der Richtlanie gy4zEWG / according to аппех lx of directive

se|onl'annexelxde|adirectivogy4zcEE/secondol.a|legatolxdelladirettiva

Directivg 9U4ZEEC Аппех V

CeЁificate No,: SX
lssче date:2021,04-23
Expiry

TUv Rheinland LGA
TillystraRe 2
90€1 Niirnberg
Deutsch]and
сЕ 0197

Gм: tЕgЁJl,
Name чпd Fчпktiоп / Name and function /

Nom et fonction / Nоmо € funziono

Page 1 of 1
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