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Preliminary Confirmation Letter — validity of MDD certificates
Dear Mr. Mattes,
mdec medical device certification GmbH (Kriegerstr. 6, 70181 Stuiigart. Germany) has for the manufacturer:
Tekno-Medical Optik-Chirurgie GmbH
Sattlersiralle 11
T8532 Tuttlingen
Deutschland

issued the following cerificate in accordance with Directive B34Z/EEC:

Certificate | Certificate registration Mo. | Certification Date of issue | Expiry date
21320 01043500072 EEC 83142 Annex V.3 2018-07-04 2023-07-04
25348 D1043500081 EEC 83742 Annex I, without 4 2020-12-04 2023-07-04
25223 D1043500083 EEC 83742 Annex II, without 4 2021-05-20 2023-07-04
These certiicates were valid as of 20 March 2023 and have not been withdrawn afierwards.

In accordance with the requirements of Art. 120 (2), second subparagraph, first sentence of Regulation (EU)
20171745 on Medical Devices (MDR), last amended by Regulation (EU) 2022/807 the above mentioned
certificates shall remain wvalid until the date set out in Art 120 (2a) MDR.

This confirmation requires that the manufacturer complies with the requirements laid out in Art. 120 (3c) and
(3d) MDR and will undergo further sureeillance according to the rules of mde medical device cerification
GmbH.

According o the requirements of Art. 120 (3a) MDR, the prerequisite for placing the concemed devices on
the market is fulfilled until at least 26 May 2024, unless otherwise specified by the authorities or this letter is
replaced by a contrary notification by mdc.

Kind regards,

mdc medical device certification GmbH
ke

i. A Oliver Puhle

(Project Management)
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ASA DENTAL e

15/05/2024

To whom it may concern,

‘With this official statement the company Asa Dental S.p.A. is willing to declare the exact correspondence between equal
instruments from different producers that has at disposal for marketing in its own portfolio:

1, Equivalence Tab,
em Asa Dental Derby Jal SURGICALS TEENO MEDICAL
Dﬁﬂilﬁun REF REF REF MADE IN REF MADE IN
Steril Carbonstee] surgblade 100,/bx 0351-10 DD391-10 | 04446 INDIA | 7210-10T GERMANY
Steril Carbonstee] surg.blade 100,/bx 0351-11 DD391-11 | 04447 INDIA | F210-11T GERMANY
Steril Carbonstee] surg.blade 100,/bx 0351-12 DD391-12 | (448 INDIA | F210-12T GERMANY
Steril Carbonstee] surg.blade 100,/bx 0351-120 DD391-12D | 04449 INDIA | 7210-120T GERMANY
Steril Carbonsteel surg.blade 100 /bx 0351-15 DD391-15 04450 INDIA | F210-15T GERMANY
Steril Carbonstee] surg.blade 100,/bx 0351-15C DD391-15C | 4451 INDIA | F210-15CT GERMANY
Steril Carbonsteel surg.blade 100 /bx 0361-20 - 04454 INDLa | 7210-20T GERMANY
Steril Carbonstee] surgblade 100,/bx 0361-21 - 455 INDIA | 7210-21T GERMANY
Steril Carbonstes] sureblade 100,/bx 01361-22 - 456 INDIA | F210-22T GERMANY
Steril Carbonstes] surgblade 100,/bx 0361-23 - 457 INDIA | F210-23T GERMANY
Steril Carbonstee] surg.blade 100 /bx 0361-24 - 458 INDIA | F210-24T GERMAMNY
Steril Disp Scalpels 10 box 0371-10 DD397-10 0248 INDLA | - GERMANY
Steril Disp.Scalpels 10/box 0371-11 DD397-11 0251 INDIA | - GERMANY
Steril Disp Scalpels 10 ox mE71-12 DD397-12 o254 INDIA | - GERMANY
Steril Disp.Scalpels 10/ box 0371-15 DD397-15 | 0256 INDIA | - GERMANY
With Regards
Bozzano,
Alessandro Malfatti
Asa Dental CE{ED f
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@ JAI SURGICALS LIMITED

H.O. @ B-3, Infocity Sector 33-34
Gurgaocn 122001, Gurgaon, India

Works: SP{146)L RICCO, Industrial Area
Bhiwadi 301019, Rajasthan, India

Voice : +91 124 433 B33

E-mail : surgeon@jaisurgicals.com

Web :www jaisurgicals.com

EU Declaration of Conformity

Declaration of Conformity

For Product Name -

FB24-184
Rewv - 02

Date: 26/05/2022

1. Surgical Blades [Sterile & Non-sterile) in Carbon Steel & Stainless Steel.
2. Disposable Scalpels (Sterile & Non-sterile) Surgical blades fitted on Disposable handle with

blade Guard

3. Retractable Safety Disposable Scalpels (Sterile & Mon-sterile) in Stainkess Steel with

Steadfast Disposal Lock.

4. Protective Shield Safety Disposable Scalpels [Sterile & Non-sterile] in Stainless Steel with

Steadfast Disposal Lock.

5. Dermal Curette (Sterile & Non Sterile) in Stainless steel,
6. Sterile Biopsy punches in stainless steel (with and without plunger).

European Communities Council Directive 93/42/EEC as amended by 2007/47/EC concerning
Medical Devices as transposed into European national law by the member states

The undersigned declares that the products described in this document meet the Council Directive
provisions that apply to them and the CE Mark may be affixed.

‘General Product Mame: Surgical blades and scalpels

JAI SURGICALS LIMITED,

m““"“'l IMIT wiacturer: (Name | o o |nfocity, Sector 33-34,

Gurgaon = 122 001, Haryana, India
Variants: As per Appendix Il [This document) = Product Listing/Schedule
Intended Use: Surgical Incision, Cutting, Scraping

MD Directive Classification: | Classlia

TV SO0 Product Service GmbH Ridlerstr,65,80339 Munich ,

ed Body: \Germany (Motified Body No. 0123)

CE Certificate Certificate No. G1 105648 0002 Rev.00, Valid up to 26.05.2024
EU Authorised Advena Limited. Tower Business Centre, 2™ Fir., Tower Street,
Representative: Swatar, BER 4013 Malta.
Medical Device Directive EC Declaration by the Notified Body to Annex || of the Medical
Assessment Route: Device Directive

Mame _Ambuj Srivastay Position _Genera) Manager QARA S MR

Signed Pt Date 26/05/2022
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1) TEKNO 1,

AFRMANY KO NFORMITATEERE LA RUNG

Doec-No.: 2021-26-05

Konformitatserkldrung
Dichiarazione df Conformita

im Sinne der Richtlinie 93,/42 EWG: Anhang Il, ohne Abschnitt 4
al sensi di Medical Device Directive 93/42 /CEE: dllepato [l sonza sezions 4

Wir, die Firma Tekno - Medical
Neoi, Is ditts Sattlarstr. 11
78532 Tuttlingen

erkléren in alleiniger Verantwortung, dass folgende Produktgruppe
dichianamo sotto la nostra sola responssbilits, che i seguenti prodotti del gruppo

Medizinprodukie
Dispositii medici

UMDNS: giegha Anhang Produktliste zur Konformititserkldrung
LM DONS: vd allagato Fsta of prodotti Dichiarazione of Confommita

Klassifizierung nach 93,/42,/EWG nach Anhang DU

siehe Anhang Produktliste zur Konformititserklrung
CJazsificazions af sansf df 93,/42/CEE allagato IN:

vl allegato lists di prodotti Dichiarezione of Conformita

allen Anforderungen der Richtlinie 93/42/ BN G, zuletzt gadndert durch die EL-Richtlinie
2007/ 47EG entsprechen.
Cornspondono a futtele nchieste della diretiiva P3/42/ CEE, wiimamente cambyata conla direttiva 200747/ CE.

ZusBtzliche Angaben/ informazion sddizionali:

Die Entwicklung, Herstellung und der Vertrieb der Produkte wird durch ein QM-System gemat
den Forderungen der IS0 13485, des Medizinproduktegesetzes und der FDA unterstiitzt.

La progettazione, fabbricazione e distibuzione da prodotti & supporiata da wn sisterna gualiid secondo le richieste
dallz IS0 13485, dells lagpe o dispositvi medic’ e dells FOA.

Das OM-System wird diberwacht durch die Benannte Stelle 0483

mdc medical device certification GmbH, Kriegerstr. 6, D-70191 Stuttgart, Germany.
Il sistama df qualitd wiene controllzfo dallorganismo notificato (483
mdc medical device carfification GmbH, Knegerstr. & O-701 91 Stutipart Germany.

glitigbis:  04.07.2023

valido fimo a:
Ort: Tuttlingan
L vogor Person Responsible
Datum: 26,05.2021 for Regulatory Compliance
Data:
fbjf m‘ TEKNC-MEDIGAL Optik-Chirurgie GmbH, Sattlerstrasse 11, 78532 Tuttlingen, Germany

aEFMAAK

Do 93/42/EWG, Anhang Il D4



JAl SURGICALS LIMITED

B-3In Secior 33-34, Gurgaon-122 004, na, India
Tl - +0- e

e-mall - surgecng&jalsurgicals. com

www. jalsurglcols.com

Manufacturer's Declaration

in relation to Regulation (EU) 2023/807 amending Regulations (EU) 2017/745 and (EU) 2017/748 as
regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices, in
particular with respect to

#  the validity of cerificates issued under Council Directive B0f385'EEC on Active Implantable Medical

Devices (AIMDD) or Council Directive 83M2EEC on Medical Devices (MDD) (Directive
Certificates) andior’

= the compliance of the devices and us as their manufacturer with the conditions for the continued
placing on the market and putting into service

Manufacturer name Jal SURGICALS LIMITED
B-3, INFOCITY

Manufacturer address and contact details SECTOR 33-34
GURGADN, HARYANA 122001
INDHA

Single Registration Mumber (SRN) (if available) IN-MF-000012813

Authorized Representative name (if applicable) ADWVEMA LIMITED

TOWER BUSINESS CEMTRE
ZNFLR

Authorised Representative address and contact details TCWER STREET

SWATAR BKR 4013

MALTA

Single Registration Number (SRN) (i available) MT-AR-000000234

1 The first condtion is not applicable In case of devieas forwhich the confommity asscesment procedurne puUrsLant to MDD did not
Texquire ihe Involvamant of a nodiled body, for whlch the declaration of conformity was drawn up prior to 26 May 2021 and for which
the conformity asseesment procedune pursuant fo ils Reguiation requires the invoivement of a notfied body.
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ntertek

Total Qualiy. Assured,

Jai Surgicals Ltd,

5P-146 (L),

RIICO Imdustrial Area Distt. Alwar,
Bhiwadi, Rajasthan, 3010159 ,
India

26 May 2024

Notified Body Confirmation Letter
Reference: CMO0513-01-01

To whom it may concemn,

Certificates included:
MDD EC Certificate Annex |l, G15 105648 0003 Rev.00 (NE0123)
MDD EC Certificate Annex |I, G15 105648 0002 Rev.00 (NBD123)

See attached tables for details of devices.

Confirmation of the status of a formal application, written agreement, and appropriate
surveillance in the framework of Regulation EU 2023607 amending Regulations (EU) 2017/745 and
(EU) 2017746 as regards the transitional provisions for certain medical devices and in vitro
diagnostic medical devices

This letter confirms that, Intertek Medical Notified Body AB, a Notified Body (NB) designated against
Regulaticn (EU) 20017/745 (MDR) and identified by the number 2862 on NANDO, has received a
formal application in accordance with Section 4.3, first subparagraph of Annex Vil of MDR and has
signed a written agreement in accordance with Section 4.3, second subparagraph of Annex VIl of
MDR with the following manufacturer:

Jai Surgicals Ltd,

SP-146 (L),

RIICO Industrial Area Distt. Alwar,
Bhiwadi, Rajasthan, 301019 ,
India

SRN Number (if available): IN-MF-000012813

The devices covered by the formal application and the written agreement mentioned abowve are
identified in the Tables below. Table 1 identifies the devices for which an MDR application has been
received, written agreement concluded and for which the NB is also responsible for appropriate

Intertek Medical Motified Body AB
Torshamnsgatan £3, Box 1103, SE-164 22 Kista, Sweden
Telepione +46 8 TS0 00 00, Fax +45 8 750 &0 30,
Email: NB om
ginteriek ot
Regstensd ofice- As address 16



