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Directive 93/42/EEC on Medical Devices (MDD), Annex V
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Product Sepvice

Manufacturer: Ningbo Pinmed Instruments Co., Ltd.
Room {22-1}(22-2)
No.455, East Zhongshan Road
Yinzhou District
315040 Ningbo
PEOPLE'S REPUBLIC OF CHINA

Product Non-active devices for anaesthesia, emergency and

5 p intensive care,
Cateﬁory(ies)' Non-active devices for injection, infusion, transfusion
and dialysis,
Non-active instruments,
Bandages and wound dressmgs
Respiratory devices, devices including hyperbaric
chambers for oxygen therapy, inhalation anaesthesia,
Monitoring devices of vital physioclogical parameters,
For detailed information see next pages

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 fo the requirements of this Directive and is subject to periodical surveillance. For
marketing of class ilb and !l devi ices an addifional Anney i ceriificate is mandatory. See also notes
overleaf.

Report No.: SH181045EXT0
Valid from: 2020-02-28
Valid untii* 2024-05-26
Date, - 2020-02-28 C
'®1L\/ ‘
Christoph Dicks

Head of Certification/Notified Body
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Oxygen Connection Tubings, Nebulizer Set, Reinforced Endotracheal Tubes,
Urethral Catheters, Tracheal Tubes, Nelaton Catheters, Connecting Tubes with
Yankauer Handle, Laryngeal Mask, Suction Catheters, Feeding Tubes, Oxygen
Masks, Venturi Masks, Nebulizer Masks, Non-Rebreath Masks, Tracheostomy
Masks, Nebulizers with Mouth-Pieces, CPR Masks, Anesthesia Mask,
Resuscitation Mask, Nasal Oxygen Cannulas, Stomach Tubes, Manual
Resuscitators, Anesthetic Breathing Circuits, Endotracheal Intubation Kit,
Electronic Sphygmomanometers, Digital Thermometers, Infra-red Ear
Thermometers, Infra-red Forehead Thermometers, Lap Sponge, Intubating
Stylets, Heat & Moisture Exchanger, Endobronchial Tubes, Ambulatory Blood
Pressure Monitor, Breathing System Filters, Infusion Sets, Disposable Blood
Transfusion Set, Three-way Stopcocks, Three-way Stopcock and Extension
Tube, LV. Cannula, Disposable Hypodermic Needle, Scalp Vein Set, Disposable
Syringes, Insulin Syringe, Infusion Set with Burette, Dental Needles, Heparin
Caps, Safety Syringe, Safety Needle for Single Use, Auto-disable Syringe,
Compressor Nebulizer, Surgical Gloves, Disposable Scalpel with Plastic
Handle, Surgical Blade, Blood Lancet, Biood Collection Needle, Safety L.V.
Catheter, Closed Suction Catheter, Continuous Positive Alrway Pressure
Mask, Vacuum Blood Collectlon System, Extractor Mucus, Drainage Tube,
Wound Drainage Reservoeir, Humidifier Bottle, Endotracheal Tube Infroducers,
Endotracheal Tubes with Evacuation Lumen, 02+C0O2 Sampling Cannulas,
Insulin Pen Needles, Disposable Umbilical Cord Scissors, Screw Cap, Combi
Stopper, Enema Set, Penrose Tube
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Prekiad z anglického jazyka
Text v némeckém jazyce

ZL.G-BS-244.10.08

. Product Service
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ES Osvédceni

Systém zabezpec&ovani jakosti vyroby

Smérnice 93/42/EHS o zdravotnickych prostifedcich (smér. o ZP), Pfiloha Vv

(Prostfedky ve tfidé lla, llb nebo lil)

C. G2 095729 0007 Rev. 03

- neaktivni prostfedky pro podavani injekci, pro
transfuzi a dialyzu, '
- neaktivni nastroje,

- obvazy a kryti na rany,

- respiraéni prostiedky, prostfedky véetné
hyperbarickych komor pro oxygenoterapii a
inhalaéni anestezii,

- prostfedky pro monitorovani Zivotné dllezitych
fyziologickych parametrd.

Podrobné informace najdete na nasledujicich
strankach

o
<L Vyrobce: Ningbo Pinmed Instruments Co., Ltd.
o Room (22-1)(22-2)
Lk No.455, East Zhongshan Road

L. s Yinzhou District

b= 315040 Ningbo _

| g CINSKA LIDOVA REPUBLIKA

& Vyrobkoval/é Neaktivni prostifedky pro anestezii, urgentni a
. kategorie: intenzivni pééi,
<L

L

Certifikagni organ TUV SUD Product Service GmbH prohlasuje, Ze vyse uvedeny vyrobce mé zavedeny
systém zabezpelovani jakosti pro vyrobu a vystupni kontrolu pfisiugnych prostfedki / kategorii prostredke

v souladu se smérnicf o ZP Pfiloha V. Tento systém zabezpetovani jakosti splfiuje pozadavky této smérnice a je
pravidelné& kontrolovan. Pro uvedeni na trh prostfedk( tfidy IIb a Il je nutné je$té osvédéeni dle Prilohy 1Il. Viz
rovnéz poznamky na druhé strand.
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Zprava ¢.: . SH191045EXTO01
Plati od: 28.2.2020
Plati do: 26.5. 2024
Datum 28.2.2020
necitelné

Christoph Dicks

Vedouci certifikaci / notifikované osoby
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ZLG-BS-244.10.08

Product Service

ES Osvédceni

Systém zabezpecovani jakosti vyroby
Smérnice 93/42/EHS o zdravotnickych prostredcich (smér. o ZP), Ptiloha V
(Prostredky ve tfidé lla, Iib nebo i)

€. G2 095729 0007 Rev. 03 .

Kyslikové spojovaci hadi¢ky, nebulizaéni souprava, vyztuzené endotrachealni kanyly,
mocové katétry, trachealni kanyly, Nelatonovy katétry, spojovaci hadiéky s nistavcem
Yankauer, laryngélni maska, odséavaci katétry, hadi¢ky k podavani umélé vyZivy,
kyslikové masKy, Venturiho masky, nebulizaéni masky, masky typu non-rebreath,
tracheostomické masky, nebulizatory s ndlstky, C.P.R. masky, anesteziologick&d maska,
resuscitatni maska, nosni kyslikové kanyly, Zaludeéni sondy, ruéni resuscitatory,

anesteziologické dychaci okruhy, endotrachealnf intubaéni souprava, elektronické
tonometry, digitalni teploméry, infraervené udni teploméry, infratervené &elni teploméry,
absorpéni houba, intubacni stylety, vyménik tepla a vihkosti, endobronchidlni trubice,

ambulantni monitor krevniho tlaku, filtry dychacich systéma, infuzni sety, jednorazovy set
pro transfuzi krve, trojcestné kohouty, trojcestny kohout a prodiuZzovaci hadigka, intravendzni
kanyla, jednordzové hypodermicka jehla, infuznf set, jednorazové stfikatky, inzulinova
stfika&ka, infuzni set s byretou, dentélni jehly, heparinové zatky, bezpetnostni stiikacka,
jednorazova bezpeénostni jehla, samoznehodnocovaci stifkatka, kompresorovy nebulizator,
chirurgické rukavice, jednorézovy skalpel s plastovou rukojeti na jedno pouZiti, chirurgicka
tepel, lanceta pro odbér krve, jehla pro odbér krve, bezpeénostni intravendzni katétr,
uzavieny odsavaci katétr, maska CPAP, systémy na vakuovy odbér krve, extrakior na
odsavani hlenu, drenazni hadi¢ka, odpadni vak na drenaz rany, zvlh&ovaci lahev,

zavadé&ce endotrachealnich kanyl, endotrachedélnf kanyly s priisvitem na odsavani,

kanyly na odbé&r vzorkd 02+C02, jehly k inzulinovym perdim, jednorazové ndizky na

pupetni $ndru, Sroubovaci uzavér, kombinovana zatka / uzavér, souprava na klystyr,

hadicka typu Penrose
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Tlumodnicka dolozka

Jako tlumo¢nice jazyka Ceského a anglického ustanovena dekretem Krajského soudu v Praze ze dne 15.
listopadu 1991, &.j. Spr. 698/91 stvrzuji, Ze mnou provedeny pieklad souhlasi s textem piipojené listiny.
Tlumo&nicky ukon je zapsén v denfku pod pot. 8. £§ & # dne Zo.Y . 2020.

0 o pr 698/91 I hereby certify that my translation corresponds with the original attached document
The transla‘uon is recorded in the translator’s book of records under No. ¢ 57§ i’ on 20,y . 2020,
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Tlumoénice / Translator




