Manufacturer:

Products:

Expiry Date:

Effective Date:

Date:

Directive 93/42/EEC Annex ll, excluding Section 4

TUV Rheinland LGA Products GmbH - Tillystra

EC Certificate TUVRheinland

Full Quality Assurance System
Medical Devices

Registration No.: HD 60123225 0001

Report No.: 15096158 001

Suzhou Youbetter Medical Apparatus
Co., Ltd.

Chuangye Road, Jinfeng Town
Zhangjiagang

215625 Jiangsu

China

- Metal Bone Plates

- Metal Bone Screws

- Cannulated Bone Screws

- Metal Interlocking Intramedullary Nails
- Spinal Fixations

- Anterior Cervical Plates

2022-06-22

The Notified Body hereby declares that the requirements of Annex I, excluding section 4 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 II,
section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by

this certificate an EC design-examination certificate according to Annex Il, section 4 is required.

2017-09-15

2017-09-15

2 - 90431 Niirnberg

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

concerning medical devices with the identification number 0197.

10/020d 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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= -DO(‘UMANTATIE MEDICALA / Meauusnckas LIOKYMeHTauus
RMULAR / Popua Nr. 303-2/e
PROBAT DE MS AL RM / Vimgepxcoena M3 PM 31.10.11 Nr. 828

MINISTERUL SANATATII AL REPUBLICII MOLDOVA _'
PECNYBAKA MONOOBA ——
MWHUCTEPCTBO 3[IPABOOXPAHEHUA

SERVICIUL DE SUPRAVEGHERE DE STAT

\
Y

;JCentrul de incerciri de laborator acreditat

A SANATATII PUBLICE NN in Sistemul National de Acreditare in Domeniul
CNY)XBA rOCYOAPCTBEHHOTO HAI3OPA Evaluirii Conformititii Produselor
3A OBLIECTBEHHbIM 30POBLEM HcenerrarensHeiii nabopatopssiif ntenp
CENTRUL NATIONAL DE SANATATE PUBLICA 8KKPEANTOBAHHBIH HaunOHATLHEIM AKKDEIHTALIMOHHEIM
HAUWUOHATBHbLIA UEHTP Lenrpom PM MOLDAC Certificat nr. Li-044 din
OBILUECTBEHHOIO 310POBLA 02.06.2014 valabil pina la 16.02.2018
2028, Kuwumay, yn. TAcaku 67 a Acreditat in Sistemul Ministerului Sanatagii RM
Ten. +373 22 574501, dakc +373 22 729725 AKKpe/THTOBAHHBIH B cucTeMe MuHICTepCTBA
IDNO 1007601001123 3npasooxpanenus PM Certificat nr. 2293 din
e-mail: cnsp@cnsp.md; anticamera@cnsp.md 24.10.2014, valabil pana la 24.10.2019

AVIZ SANITAR 8
PENTRU PRODUSELE ALIMENTARE SI NEALIMENTARE Nr. T D4R
Canumaproe saxmiouenue o1 nuessIx Y HenUUeBLIX NPOOYKMOG

dinfom “Z 3 .. aprilie So—8

Prin prezentul aviz sanitar se confirma c& producerea, importul, utilizarea si desfacerea produselor
HacToswWwmM caHUTapHLIM 3aKnioYeHneM NOATEEPKOAETCS, YTO NPOUSBOACTEO, BBO3, NCMONB3OBaHWE N peanusaLns fpoayKLmK,
Ortopedic implant

sunt conforme Regulamentului (lor) sanitar (e) / cooteeTcTayioT CaHNTapHOMY (bIM) pernameHTy (am) (se va indica denumirea
completd a Regulamentului (lor) sanitar ykasaTe NonHoe HauMeHoBaHNe CaHNTapHOTo (bix) pernaMenTa (oB)

u él r (68/ I
IM nr.29 I'T/1683 din 14.05.01, Directiva 93/42/EEC

Organizatia-producitoare/importatoare, tara de origine / OpraHu3aLms NPon3s./uMnopTep, cTpana NPOUCXoXKAEeHUs

China, SUZHOU YOUBETTER MEDICAL APPARATUS CO..LTD

Destinatarul avizului sanitar / gonfja'renb CaHNTapHOro, 3aKkmnoyeHus

S, FARMINA” , Moldova, Chisinau, s{r. Ciocana, 871

Ca temei pentru recunoagterea conformitétii produselor Regulamentului (lor) sanitar (e) mentionat (e) au servit /

OcHosaruem 05151 PU3HARUS APOOYKUUY YKA3aHHOM (M) CaHUIMEPHOMY (bIM) e2NameHmom (am) /rociyKuso . ] : !
Demers, contract f‘/n d1n§6.(§3.20?5{ factun, certlﬁ}éate 5&: calitate, aviz sanitar N O3 dim 18042017

(a enumera documentele de insotire, buletinele de analizé/nepeuncnuTe ConpoBoaMTErbHLIE AOK., NPOTOKOMb! nceneq.)
Caracteristica sanitar4 a produselor/canumapras Xxapakmepucmuka npodykyuu:

Parametrii (factorii) /, nokasamenu (¢paxmops) Normativul sanitar / caHumaphsiii Hopmamus

Produsele parafarmaceutice (ortopedic implant) sunt conforme Directive: 93/42/LEC

N s J ‘l‘] H W. e o
Domeniu de utilizare / O6riacmb npumereHus: uz medicinal

Conditiile necesare de utilizare, depozitare, transportare, mésurile de securitate / Heo6xodumsie ycnosus ucronk3o6axus,
XPaHeHUs, mpaHGNo, UpoeKu, Me bl O 30NaCcCHOCINU. ..
1mpopr?1ﬁ2 ﬁfgisoarea pe'O pla%a mn Condllg

AVIZUL SANITA ér{;’e_'ﬁfa-]ébil pind la / CanumapHoe 3axniovetive delicmeumestbHo do:

ADJUNCTUL: MEDICULUI SEF SANITAR DE STAT AL REPUBLICII MOLDOVA
ngMWTUABHOF O I'OCVIAPCTBLHHOIO CAHHTAPHOIO BPAYUA PECITVETHKY MOJITOBA
'l.' ] 2
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TUVRheinland

Certificate

L The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Suzhou Youbetter Medical Apparatus
Co., Ltd.
Chuangye Road, Jinfeng Town
Zhangjiagang
215625 Jiangsu
China

has estahlished and applies a qu

colglusSliTL alliv

quality management system for medical devices
for the following scope:

Design and Development, Manufacture and Distribution of
Metal Bone Plates, IVietal Bone Screws,Cannulated Bone Screws,
Metal Interlocking Intramedullary Nails, Spinal Fixations,
Anterior Cervical Plates, Orthopedic Instrument Kits

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2017-09-15
Certificate Registration No.: SX 60123226 0001
An audit was performed. Report No.: 15096158 001

This Certificate is valid until: 2020-06-22

Certification Body

({ DAKKS
W Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2017-09-15

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel: +49 221 806-1371 Fax: +49 221 806-3935 e-mail.cert-validity@de.tuv.com http:.//www.tuv.com/safety

10/020d 04.08 ®  TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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