belis

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

CERTIFICATE

" MDD NOTIFICATION

Ref. No.: AP 9919-2020 Date: 01/10/2020
Order No.: AP 6978-2018

THIS IS TO CERTIFY THAT, ACCORDING TO THE COUNCIL DIRECTIVE 93/42/EEC WE, HERE AT OBELIS
S.A. (O.E.A.R.C.) PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE EUROPEAN
AUTHORIZED REPRESENTATIVE (EC REP) OF:

NAME: MEDICAL DEVICES (PVT) LTD.
ADDRESS: WAZIRABAD ROAD, UGOKI, SIALKOT, PAKISTAN

AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE.

The Manufacturer declares that the Class | * devices comply with the Directive including all essential requirements.

The Manufacturer has provided Obelis s.a. (O.E.A.R.C.) with all the appropriate declarations as per the Council Directive
93/42/EEC article 11 requirements, including the EC Declaration of Conformity (according to Annex VII) confirming that

their Class | medical devices, as stipulated here below, are fulfilling the applicable requirements of the Council Directive
93/42/EEC.

The notification of the following medical devices has been completed by Obelis s.a. (O.E.A.R.C.) on the 01/10/2015 in
compliance with the Council Directive 93/42/EEC - article 14 requirements.

CLASS | MEDICAL DEVICES:  PLEASE SEE ANNEX A - LIST OF DEVICES (2 PAGES, 10 DEVICES)

As of the 02/10/2015, and as long as the Manufacturer will continue complying with the hereabove mentioned
requirements**, he therefore:

- Is required to affix the CE marking on these devices;
- May place these devices in the European Union and EEA territory,

e
~Z

Mr. G. Eﬁ{ayam CEO
Obelis sa

~) Obelis European Authorized Representative Center is a member of the European Association of
EAB} ‘ R ‘ Authorized Representatives (E.A.A.R.), ISO 9001 : 2015 and ISO 13485 : 2016 certified in
\4 accordance to the profession of a European Authorized Representative.
n * This is not a CE mark and is only provided
*Also appllcable to Class Is and Im as a template for informational purposes.
** This Certificate will be automatically void if the notification is rejected by the EU Authorities or upon termination of i
the EAR agreement.
Registered Address: Bd. Général Wahis 53 - 1030 Brussels | Registered Office Address: Bd Brand Whitlock 30, B—1200 Brussels - Belgium
T: +32(0)2 7325954 | F: +32(0)2 732 6003 | Email: mail@obelis.net | Website: www.obelis.net
V3 — ID: 00454516 — 22/02/2019




Ref. No.: AP 9919-2020
Order No.: AP 6978-2018

Annex A" — List of devices

Article 9, section 1 of the Directive 93/42/EEC on medical devices

Short

. . . Class Catalogue reference description
No. | Generic Device Term Commercial name Rule g p GMDN

Fx number and intended code***
use

810-201-00 to 810-201-05
810-211-00 to 810-211-05
810-221-00 to 810-221-04
810-231-02 to 810-231-04
810-241-02 to 810-241-04
Laryngoscope 810-261-01, 810-251-03
Standard Sololite 810-271-01 to 810-271-02
810-281-00 to 810-281-01 o
810-291-00 to 810-291-01 | 10 Visualize
810-301-02 to 810-301-04 | and examine
810-500-25 to 810-504-25 | the ypper
810-011-00 to 810-011-05 | &way of a
810-021-00 to 810-021-05 | patient and to
810-031-00 to 810-031-05 | guide
Laryngoscope 810-041-00 t0 810-041-04 | o . o | 15076
810-051-00 to 810-051-04 | P
810-061-02 to 810-061-04 | the
810-081-01, 810-071-03 | endotracheal
Salido=cope O 810-091-01 to 810-091-02 | ;e during
1 Lunalite | .. 810-100-00 to 810-100-01 | ;0 ..
810-110-00 to 810-110-01 | INtubation
810-120-02 to 810-120-04 | procedure.
810-530-25 to 810-533-35
810-560-25 to 810-563-35
810-451-25 to 810-455-25
810-001-00 to 810-001-05
Laryngoscope F.O 810-130-02 to 810-130-04
Maxlite
810-401-00 to 810-401-04
810-411-00 to 810-411-05
810-421-00 to 810-421-01 1Al
_481- _481- xami
Larvngoscope ] 810-481-03 to 810-481-04
S'y Ig U P Lunalite ‘D'® 810-441-01 to 810-441-04 | the upper 46828
(Single Use) 810-461-00 to 810-461-05 | airway of a
810-455-25, 810-457-25 7
810-459-25, 810-475-25 | Patent
810-471-25, 810-473-25
Otoscope Set
. 808-450-01, 808-452-01
Standard Omni
For
Otoscope Set F.O 808-600-25, Examination of
2 | Otoscope Set Visio 1 S | 808-601-35 to 808-603-35 Ear, Nose and 12849
Otoscope Set Throat
808-990-25
Standard Mark-1
Otoscope Set
808-800-25 to 808-832-35
Standard Mark-llI
Ophthalmosco;_)e 808-454-01, 808-456-01
Standard Omni
For
3 | Ophthalmoscope | Ophthalmoscope I 5 | 808-605-25, Examination of | 46786
Standard Visio 808-606-35 to 808-608-35 Eye
A
Ophthalmoscope 808-992-25, 808-808-25 to
Standard Optek 808-840-35
Dermatoscope +
P 808-850:25 _~ For
Standard Sigma o =
4 | Dermatoscope | 12 = A Examination of | 18021
Dermatoscope 7 séd,zfi‘f""' Skin
. - | 74
Standard Omni o/’
gtgn::agrzt Cables 830-301-18 to 830-346-30 Light
5 : : ~L__1- _ A écg’ n
F.O. nght Cables F.O. Light Cables I../ 12 830&'/;;5016“5 S.d. ~ UL A ransmission 35507
Xenon - %f&g%?ﬁéd?@% I
Clar Headlight MD- BId Général Wahis 53
6 . 9 808-700-04,10-808: 700102 | Light Source
Clar Headlight 100 1|12 TUSUBIURETIES 34637
ar Headlig \ . —1-for EN, Surger
Clar Headlight MD- Té| ser2 023065 866+ 7 Ta206 32| 21 PL END By gery




110

Clar Headlight MD-
120

808-704-04 808-704-06
808-716-04-808-716-06

F.O Headlight
808-746-01
MD730
. F.O Headlight
808-750-01
F.O Headlight MD750 46808
F.O Headlight
808-752-01
MD751
Proctology 819-090-21, 819-092-21
Instruments 819-94-01, 819-096-01, 15058
Sigmoidoscope 819-098-01, 819-088-30
819-080-01 ,819-082-01,
Proctology 819-084-01, 819-190-16,
Instruments 819-192-19, 819-194-22, 10156
AesCoDe 819-212-30, 819-220-19, For
Proctology P 819-222-22 E L
8 | Instrument 819-170-21, 819-172-27, xamination
819-180-02, 819-182-04, of Rectum
819-184-06, 819-186-08,
819-112-17, 819-114-21,
Proctoscope 819-116-24, 819-118-17, 35255
819-120-21, 819-122-24,
819-124-17, 819-126-21,
819-128-24, 819-130-17,
819-132-21, 819-134-24
Percussion Hammers 808-970-17, 808-972-20
(Taylor)
Hertuss on I(Dggcflrjiis;;)n s 808-978-01,808-980-21 To Check the
9 jrne Reflexes of 11950
Hammers Percussion Hammers B o600 tient
(Babinsky) Pagsy
Percussion Hammers B o B o oc 05616
(Buck)
Battery Charger 808-053-00, 808-054-00 To Charge
10 | Battery Charger Zoom 808-053-01, 808-053-02 Rechargeabl | 17115
808-531-03 e Battery

*

*k

*** GMDN codes are mandatory information to perform the Notification

Annex A is part of the Agreement.
The here above product list classification is based on the classification claim of the manufacturer and under its sole responsibility (MDD
93/42/EEC, article 2 & Annex IX; MEDDEV 2.4/1 Rev.9, chapter 3.1 & 3.3)

Obelis s.a. - O.E.AR.C.

Registered Address :

Bld Général Wahis 53

1030 Bruxelles

Tél. +3227325954 - Fax+3227326003
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