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Expiry Date:

Effective Date:

Date:

i

Manufacturer:

TUV Rheinland LGA Products GmbH - Tillys

EC Certificate
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60110118 0001

Report No.: 15094479 001

Ningbo Greatcare Trading Co., Ltd.
Unit 93, Building 12, No. 818,
Qiming Road, Yinzhou

315105 Ningbo, Zhejiang

China

Medical Devices

(see attachment for products included)

TUVRheinland

Replaces Apﬁroval, Registration No.: DD 60102779 0001

2021-07-18

2016-07~19

2016-06-13

‘ The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class llb and class Il devices covered by this
certificate an EC type-examination certificate according to Annex lll is required.

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC

concerning medical devices with the identification number 0197.

10/0200 0408 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.




TUV Rheinland | poe

LGA Products GmbH
Tillystrake 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: DD 60110118 0001

Report No.: 15094479 001

Manufacturer: Ningbo Greatcare Trading Co., Ltd.
Unit 93, Building 12, No. 818,
Qiming Road, Yinzhou
315105 Ningbo, Zhejiang
China

Products: )

Tracheal Tubes, Tracheostomy Tubes, Stomach Tubes, Oxygen
Masks, Nasal Oxygen Cannulas, Suction Connecting Tubes with
and without Yankauer, Wound Drainage Systems with and
without Trocar, Sterile Three-Way Stopcocks for Single

Use, Sterile Infusion Sets for Single Use, Sterile Svringes
for Single Use, Scalp Vein Sets for Single Use, Three Way
Stopcocks and Extension Tubes, Digital Thermometers,
Injection Site Adapters, Lap Sponges, Nebulized Masks,
Non-breath Masks, Laryngeal Masks, Intubing Stylets, Blood
Lancets, Surgical Blades, Disposable Scalpels With Plastic
Handle, Silicone/SEBS/PVC Manual Resuscitators, Disposable
Needles, C.P.R. Masks, Sterile Latex Surgical Gloves,
I.V.Catheters, Nelaton Catheters, Aixr Cushion Masks,
Tracheobronchial Tubes, Heat and Moisture Exchangers,
Multi-Vent Masks, Irrigation Sets, Latex Penrose Tubes

Date: 2016-06-13
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LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: DD 60110118 0001

Report No.: 15094479 001

Manufacturer: Ningbo Greatcare Trading Co., Ltd.

Unit 93, Building 12, No. 818,
Qiming Road, Yinzhou

315105 Ningbo, Zhejiang
China

-

Aspects of manufacture concerned with securing and
maintaining sterile conditions:

Suction Catheters, Feeding Tubesg, Urine Bags, Oropharyngeal
Airways, Sterile Vaginal Speculums, Sterile Hemostasis
Adhesive Dressing Devices, Feeding Sets, Disposable
Umbilical Cord Clamps, Disposable Colostomy Bags, Urine
Meters (W/WO Urine Sampling Blunt Canular), Urine Bags (with
and without Gloves Pack), Paediatric Urine Collectors,
Urinary Swabs, Endometrial Suction Curettes, Cervical
Spatulas, Cervical Spoons, Cervical Brushes, Cervix Brush
Plushes, Wooden Tongue Depreésors, Male External Catheters,
Nasopharyngeal Airway, Gauze Swabs, Non-woven Swabs,
Absorbent Cottons, Disposable Dental Instruments Kits,
Spigots

Aspects of manufacture concerned with conformity of products
with metrological requirements:

Aneroid Sphygmomanometers

Date: 2016-06-13
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ES Osvédceni TUV Rheinland

Smeérnice 93/42/EHS Pfiloha V
Zabezpecovani jakosti vyroby
Zdravotnické prostiedky

Registrac¢ni ¢.: DD 60110118 0001

Zprava C.: 15094479 001

Vyrobce: Ningbo Greatcare Trading Co., Ltd.
Unit 93, Building 12, No. 818,

’ Qiming Road, Yinzhou
315105 Ningbo, Zhejiang
Cina

Vyrobky: Zdravotnické prostredky
(v ptiloze jsou uvedeny konkrétni vyrobky)

nahrazuje schvaleni registraéni ¢.:DD 60102779 0001

Plati do: 18.07. 2021

Notifikovana osoba timto prohlasuje, Ze pro uvedené vyrobky byly spinény pozadavky Pfilohy V smeérnice
93/42/EHS. Vyse uvedeny vyrobce zaved| a pouziva systém zabezpedeni jakosti, ktery podléha

’pravidelnému dohledu, jak je stanoveno Pfilohou V, Cast 4 vyse uvedené smérnice. Pro uvedeni na trh
prostiedk tfidy llb a tfidy Ill, jichz se tyka toto osvédéeni, je vyZzadovan certifikat ES prezkouseni typu
podle Prilohy Il :

Datum G&innosti: 19.07. 2016 Notifikovana osoba

Podpis necitelny razitko TUV Rheinland
Dne: 13.06. 2016 X. Ren

TUV Rheinland LGA Products GmbH - Tillystrasse 2 — 90431 Norimberk

TUV Rheinland LGA Products GmbH je notifikovanou osobou podle smérnice 93/42/EHS o
ziravotnickych prostfedcich s identifikacnim Cislem 0197.

séitelné TUV, TUEV a TUV jsou registrované ochranné znamky. Jejich pouziti vyzaduje pfedchozi souhlas.




TUV Rheinland
LGA Products GmbH
Tillystrasse 2, 90431 Norimberk

Priloha k

osvédceni

Registracni €.: DD 60110118 0001

Zprava ¢&.: 15094479 001

Vyrobce: Ningbo Greatcare Trading Co., Ltd.
Unit 93, Building 12, No. 818,
Qiming Road, Yinzhou
315105 Ningbo, Zhejiang
Cina

Vyrobky:

Trachealni kanyly, tracheostomicke trubice, zaludeéni sondy, kyslikove
masky, nosni kyslikové kanyly, odsavaci spojovaci hadi¢ky s nastavcem
Yankauer a bez nastavce, drenazni systéemy na rany s trokarem a bez
trokaru, sterilni trojcestné kohouty na jedno pouziti, sterilni infuzni sety na
jedno pouziti, infuzni sety pro jedno pouziti, trojcestné kohouty a
prodluzovaci hadicky, digitalni teplomeéry, injek&ni adaptéry, absorpcni
houby, nebulizagni masky, masky pro vysokou koncentraci kysliku,
laryngéaini masky, intubacni stylety, lancety pro odbeér krve, chirurgicke
gepele, jednorazove skalpely s plastovou rukojeti, silikonové/SEBS/PVC
ruéni resuscitatory, jednorazové jehly, C.P.R. masky, sterilni latexove
chirurgické rukavice, intravenézni katétry, Nelatonlv katétr, masky se
vzduchovym polstaiem, tracheobronchialni hadi¢ky, vymeéniky vihkosti a
tepla, vicepruchodové masky, proplachovaci sety, latexové hadicky typu
Penrose.

Datum: 13.06. 2016 Notifikovana osoba

TUV Rheinland

Dok. 1/2,Rev. 0

Podpis necitelny razitko TUV Rheinland

X. Ren

Negitelné TOV, TUEV a TUV jsou registrovane ochranné znamky. Jejich pouziti vyzaduje pfedchozi souhlas.




TUV Rheinland

TUV Rheinland Dok. 212, Rev. 4
LGA Products GmbH
Tillystrasse 2, 90431 Norimberk

Priloha k

osvédceni

Registracni €.: DD 60110118 0001
Zprava €.: 15094479 001

Vyrobce: Ningbo Greatcare Trading Co., Ltd.
Unit 93, Building 12, No. 818,
Qiming Road, Yinzhou
315105 Ningbo, Zhejiang
Cina

Vyrobky, u jejichz vyroby se pfihlizi k zajisténi a dodrzovani sterilnich podminek:

Odsavaci katétry, hadi¢ky k podavani umélé vyzivy, mocové sacky,
orofaryngeélni vzduchovody, sterilni vaginalni zrcatka, sterilni hemostaticka
kryti s lepici plochou, sady pro podavani umélé vyzivy, jednorazove svorky
na pupe&ni $naru, sacky ke kolostomii na jedno pouziti, urinometry

(s haditkami na odbér mo&i nebo bez nich), mogové sacky (s balenim
rukavic a bez ngj), pediatrické sbérate modi, modové tampony, kyrety pro
ziskavani endometriaini sliznice, kréni $pachtle, kréni IZice, kréni kartacky,
kréni kartacky Plushes, dfevéné jazykove $pachtle, muzské externi katétry,
nosohltanovy priichod, gazové tampony, netkané tampény, sava vata, sady
stomatologickych nastroji na jedno pouZiti, kolicky.

Vyrobky, u jejichz vyroby se pfihlizi ke shodé vyrobkl s metrologickymi pozadavky:

Aneroidni tonometry

Datum:13.06. 2016

Notifikovana osoba

Podpis necitelny razitko TUV Rheinland
X. Ren

Negitelné TUV, TUEV a TUV jsou registrované ochranné znamky. Jejich pouziti vyzaduje pfedchozi souhlas.




Tlumoénicka dolozka

Jako tlumo&nice jazyka eského 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 pripojené listiny.
Tlumo¢nicky tikon je zapsan v deniku pod pof. ¢. @é < dne 77§ 2016.

Translator’s Clause:

As a certified translator to English appointed by the decision of the Regional Court in Prague on November 15,
1991, file. No. Spr. 698/91, I hereby certify that my translation corresponds with the original attached document.
The translation is recorded in the translator’s book of records under No. on ,2016.

Tlumot¢nice / Translator







