SOBURAO.

SURGICAL CORPORATION

59-C INDUSTRIAL ESTATE

P.0.BOX: 929

SIALKOT 51310, PAKISTAN

EU DECLARATION OF CONFORMITY

TEL:92-52-3555151-53
FAX:92-52-3554152
E-MAIL:bsc@brain.net.pk

It is declared under our sole responsibility that the following medical devices of class |
produced and exported by BURAQ SURGICAL CORPORATION, located at 59-C, Small
Industrial Estate, Sialkot 51310 — Pakistan, meet the essential requirements of Medical
Devices Directive 93/42/EEC as amended through Directive 2007/47/EEC.

Sr | Model and/ Iltem Description
No Code P UDI CODES
1 "OR" ANATOMIC SCISSORS
33-000-14/0OR BLUNT/BLUNT 14 CM 08964002607853,
2 33-001-14/0OR "OR" ANATOMIC SCISSORS BL/BL 14
CM CVD 08964002607860,
3 33-010-14/0OR 14CM ANATOMIC SCISSOR S/B STR | 08964002607877,
4 33-011-14/0OR "OR"ANATOMIC SICSSORS SH/BL 14
CM CVD 08964002607884,
5 33-020-14/0OR OR-QUALITY SCISSORS
SHARP/SHARP 14 CM 08964002607891,
6 33-021-14/0OR "OR" ANATOMIC SCISSORS SH/SH 14
CM CVD 08964002607907,
7 33-030-11/0OR 11CM IRIS SCISSORS 08964002607914,
8 33-031-11/OR OR IRIS SCISSORS 11 CM CVD 08964002607921,
9 33-040-14/0OR 14CM METZENBAUM SCISSORS STR | 08964002607938,
10 33-041-14/0OR "OR" METZENBAUM SCISSORS BL/BL
14CM CVD 08964002607945,
11 33-105-12/0R "OR" FORCEPS ADSON 12 CM 08964002607952,
12 33-106-12/0R "OR" FORCEPS ADSON 12 CM WITH
TEETH 08964002607969,
13 33-230-14/0OR 14CM MAYO HEGAR N/H 08964002607990,
14 33-230-16/0OR "OR" MAYO HEGAR NEEDLE HOLDER
16 CM 08964002606009,
15 33-230-18/0OR "OR" MAYO HEGAR NEEDLE HOLDER
18 CM 08964002606016,
16 33-231-14/0OR "OR" MATHIEU NEEDLE HOLDER 14
CM 08964002606023,
17 33-231-17/OR "OR" MATHIE NEEDLE HOLDER 17 CM | 08964002606030,
18 37-000-12 12CM ANATOMIC SCISSORS B/B STR | 08964002606344,
19 37-000-14 14CM ANATOMIC SCISSORS B/B 08964002606351,
20 37-000-16 16CM ANATOMIC SCISSORS B/B STR | 08964002606368,
21 37-001-12 12CM ANATOMIC SCISSORS B/B CVD [ 08964002606382,
22 37-001-14 14CM ANATOMIC SCISSORS B/B CVD | 08964002606399,
23 37-001-16 16CM ANATOMIC SCISSORS BL/BL
CVD 08964002606405,
24 37-010-12 12CM ANATOMIC SCISSORS S/B 08964002606412,
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39 37-032-12 12CM DISSECTING SCISSORS 08964002606597,
40 37-040-14 14CM METZENBAUM SCISSORS 08964002606610,
41 37-040-18 18CM METZENBAUM SCISSORS B/B 08964002606627,
42 37-041-14 14CM METZENBAUM SCISSORS CVD 08964002606634,

43 37-041-18 18CM METZENBAUM SCISSORS B/B
CVD 08964002606641,
44 37-045-14 5 1/2"MAYO SCISSORS STR 08964002606658,
45 37-045-16 MAYO SCISSORS B/B 16CM 08964002606665,
46 37-046-20 20CM SIMS SCISSORS B/B STR 08964002606672,
47 37-047-20 20CM SIMS SCISSORS B/B CVD 08964002606689,
48 37-060-12 12CM NOYES MICRO SCISSORS B/B 08964002606719,

49 37-061-12 12CM NOYES MICRO SCISSORS STR
S/B 08964002606726,

50 37-062-12 NOYES MICRO SCISSORS SHARP

SHARP 12CM 08964002606733,
51 37-065-12 12CM NOYES SCISSORS B/B CVD 08964002606740,

52 37-066-12 12CM NOYES MICRO SCISSORS S/B
CVD 08964002606757,

53 37-067-12 12CM NOYES MICRO SCISSORS S/S
CVD 08964002606764,

54 37-068-10 CASTROVIEJO MICRO SCISSORS S/S
10cm CVD 08964002606771,
55 37-050-11 11CM SPENCER STITCH SCISSORS 08964002606696,
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56 37-050-13 13CM STITCH SCISSORS H/F 08964002606702,
57 37-100-10 FORCEPS BLUNT 10CM 08964002606832,
58 37-100-12 FORCEP BLUNT POINT 12CM 08964002606849,
59 37-100-14 THUMB DRESSING FORCEP 14CM (
PARRY) 08964002606856,
60 37-100-16 FORCEPS BLUNT POINT 16CM STR | 53964002606363
61 37-100-18 18CM BLUNT FCP 08964002606870,
62 37-100-20 THUMB DRESSING FORCEP 20CM | 0964002606887,
63 37-100-25 25CM BLUNT FORCEP 08964002606894
64 37-100-30 THUMB DRESSING FORCEP 30CM | 08964002606900
65 37-101-12 BLUNT FCP 12cm CVD 08964002606917
66 37-101-14 BLUNT FCP 14cm CVD 08964002606924
67 37-101-16 ANATOMIC FORCEP BLUNT POINT
16CM CVD 08964002606931,
68 37-105-12 12CM ADSON FORCEP PLAIN 08964002606948
69 37-106-12 12CM ADSON 1X2 TEETH 08964002606955
70 37-110-08 FORCEPS SHARP POINTS 8CM 08964002606962
71 37-110-10 FORCEPS SHARP POINT 10CM 08964002606979
79 37-110-11 FORCEP SHARP POINT 11CM 08964002606986
73 37-110-11/X FORCEPS SHARP POINTS 11CM WITH
GUIDE 08964002606993,
74 37-110-13 FORCEP SHARP POINT 13CM 08964002605002
75 37-110-13/X 13CM SHARP POINT STRW/GUIDE | (8964002605019
76 37-110-14 14CM FORCEP SHARP POINT STR | 08964002605026
77 37-110-16 16CM FORCEP SHARP POINT 08964002605033
78 37-110-18 18CM SHARP POINT FCP STR 08964002605040
79 37-110-20 20CM SHARP POINT FCP STR 08964002605057
80 37-111-11 FORCEP SHARP POINT CVD 11CM | 08964002605064
81 37-111-11/X FORCEPS SHARP POINTS 11CM CVD
WITH GUIDE 08964002605071,
82 37-111-13 13CM SHARP POINT FCP CVD 08964002605088
83 37-111-13/X Dissecting Forceps + Guide Sharp 13 cm
CVD 08964002605095,
84 37-111-14 14CM SHARP POINT FCP CVD 08964002605101
85 37-111-16 16CM FORCEP SHARP POINT CVD | 53964002605118
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86 37-119-05 5CM JONES TOWEL CLAMP 08964002605149,
87 37-119-09 9CM LONES TOWEL CLAMP 08964002605156,
88 37-120-12 12CM TISSUE FCP 1x2 teeth 08964002605163,
89 37-120-14 14CM TISSUE FCP 1X2 TEETH 08964002605170,
920 37-120-16 16CM TISSUE FCP 1x2 08964002605187,
91 37-120-20 FORCEPS 1X2 TEETH 20CM 0896400260520,
92 37-120-25 25CM THUMB TISSUE FCP 1X2 08964002605217,
93 37-122-12 12CM FORCEPS 2X3 TEETH 08964002605224,
94 37-122-14 14CM TISSUE FCP 2x3 TEETH 08964002605231,
95 37-122-16 FORCEPS 2X3 TEETH 16CM 08964002605248,
96 37-135-09 FEICHENFELD 9CM 08964002605309,
97 37-135-11 11CM FIELCHENFELD FORCEPS 08964002605316,
98 37-140-10 10CM ULTRALIGHT FIRCEP (12-657-10) | 03964002605330,
99 37-141-10 10CM ULTRA LIGHT FCP (12-659-10) | 8964002605361,
100 37-155-14 14CM GRIP FCP 08964002605446,
101 37-200-14 KOCHER CLAMP 1:2 TEETH 14 CM | 08964002605460,
102 37-200-16 16CM KOCHER FCP 1X2 STR 08964002605477,
103 37-200-18 18 CM KOCHER CLAMP 08964002605484,
104 37-205-14 14CM ROCHESTER PEAN FCP 08964002605491,
105 37-205-16 16CM PEAN CLAMP FCP 08964002605507,
106 37-205-18 18CM PEAN FORCEP 08964002605514,
107 37-215-12 12CM MOSQUITO FCP STR 08964002605521,
108 37-220-16 GROSS MAIER TAMPON CLAMP 16CM | 8964002605538,
109 37-220-18 18CM GROSS MAIR TAMPON CLAMP | 8964002605545,
110 37-220-20 GROSS MALER TAMPON CLAMP 20 CM | 8964002605552,
111 37-230-14 MAYO HEGAR NEEDLE HOLDER 14CM | 8964002605569,
112 37-230-16 MAYO HEGAR NEEDLE HOLDER 16CM | 8964002605576,
13 37-230-18 MAYO-HEGAR NEEDLE HOLDER 18CM | 0964002605583,
114 37-231-14 14CM MATHIEU NEEDLE HOLDER | 8954002605590,
15 37-231-17 17CM MATHIEU N/H 08964002605606,
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16 37-300-00 DISSECTING NEEDLE SHARP POINT
STR 08964002605613,
17 37-300-00A NEEDLE SHARP POINT ALUMINIUM
HANDLE 08964002605620,
118 37-300-01 NEEDLE SHARP POINT CVD METAL
HANDLE 08964002605637,
119 37-301-00 LANCET NEEDLE ROUND METAL
HANDLE 14CM 08964002605651,
121 37-405-40A SCALPLE 40MM SHARP POINT 08964002605729,
122 37-405-50 SCALPLE FIX BLADE 50MM 08964002605736,
37-500-00 DISSECTING KIT 37-010-14, 37-030-11,
123 37-100-14, 37-110-11, 37-400-04, BLADE
23(5x) 37-300-00(2x) 08964002605767,
37-500-00A DISSECTING KIT SMALL 37-010-14, 37-
124 030-11, 37-100-14, 37-110-11, 37-400-04,
125 37-500-00V DISSECTING SET VINCENT
126 37-500-01 DISSECTING SET "TYPE A-B" 08964002605781,
37-500-02 DISSECTING KIT 37-010-14, 37-030-11,
127 37-100-14, 37-110-11, 37-400-04, BLADE
23(5x) 37-300-00(2x), 37-120-14, 37-130-
11, 37-330-00, 37-340-00 08964002605798,
37-500-04 DISSECTING SET WITH ZIP LARGE 37-
128 010-14, 37-030-11, 37-100-14, 37-110-11,
37-300-00, 37-301-00, 37-405-40, 37-405-
50, 37-450-00 08964002605804,
37-500-10A DISECTING SET 37-010-14, 37-030-11,
129 37-100-14, 37-110-11, 37-400-04, BLADE
23(5x) 37-300-00(2x), 37-330-00 08964002605828,
130 37-500-12A DISSECTING SET PLECK STUDENT
(SMALL) 08964002605835,
37-500-14 DISSECTING SET 37-010-14, 37-030-11,
131 37-100-14, 37-110-11, 37-400-04, BLADE
23(5x) 37-300-00, 37-130-11(2x), 37-330-
00, 37-301-00 08964002605842,
132 37-500-20 DISSECTING SET WITH 1 FLAP AND
PUSH BUTTON 08964002605859,
37-500-30 DISSECTING KIT 37-010-14, 37-032-12,
133 37-400-03, 37-405-40, 37-100-10, 37-101-
12, 37-300-00(2x) 37-301-00, 37-330-00,
37-130-11 08964002605866,
134 37-500-40 DISSECTING SET TYPE MT 880 08964002605873,
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37-500-51 DISSECTING SET 37-010-14, 37-030-11,
135 37-100-14, 37-110-11, 37-300-00, 37-301-
00, 37-330-00, 37-405-40 08964002605880
37-500-58 DISSECTING SET WITH ZIP 37-010-14,
37-030-11, 37-100-14, 37-110-11, 37-120-
136 14, 37-130-11, 37-400-04, BLADE 23(5x),
37-300-00, 37-301-00, 37-330-00, 37-340-
00, 37-405-40 08964002605897,
137 37-520-00 DEJERINE HAMMER WITH NEEDLE 08964002605903
138 37-521-00 BABINSKY HAMMER WITH NEEDLE 08964002605910
139 37-522-00 BUCK HAMMER WITH NEEDLE BRUSH | 33964002605927
144 37-561-00 GRAVES SPACULUM S/C SMALL 08964002605989,
145 37-561-01 GRAVES SPACULUM S/C MEDIUM 08964002605996,
37-561-02 GRAVES VAGINAL SPECULUM
146 CENTRAL SCREW LARGE 0896400260405,
151 37-695-01 10CM MICRO KNIFE WITH FIXBLADE | 1964002604777
154 37-695-50. COMEDON MICRO KNIFE
DISMANTELLING 08964002604821,
155 37-695-60 replacement small knife 08964002604838
156 37-695-70 COMEDONE MICRO KNIFE LANCET
NEEDLE 08964002604845,
157 37-695-90 HANDLE FOR ONE USE NEEDLE LUER
13CM 08964002604852,
158 37-720-18 18CM TISSUE SCISSORS 08964002604975,
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161 37-720-30 30CM TISSUE SCISSORS 08964002603008,
1y | 37750-18A | ALL USE SCISSORS T8CM WITH BLACK
PLASTIC RINGS 08964002603091,
163 | 37-750-18B ALL USE SCISSORS 18 CMWITH 0896402603107,
s | 37750-18C 18CM ALL USE SCISSORS YELLOW
PLASTIC HANDLE 08964002603114,
165 | 37-750-18D ALL USE SCISSORS 18 CMWITH 08964002603121,
166 | 37-750-18E ALL USE SCISSORS 18 CMWITH 08964002603138,
o 37-830-16 SEPTUM FORCEPS WITH 2 HOLLOW
TUBES 16CM 08964002603220,
168 37-840-15 15CM DUVAL CLAMP CLOSED 0896402603237,
169 37-840-18 18CM DUVAL CLAMP CLOSED 0896400260324,
170 37-840-20 DUVAL CLAMP 20 CM CLOSED 08964002603251,
171 37-841-15 DUVAL CLAMP OPEN 15 CM 0896402603268,
172 37-841-18 18CM DUVAL CLAMP OPEN 08964002603275,
173 37-841-20 DUVAL CLAMP 20 CM OPEN 0896400260328,
172 37-845-18 18cm FOERSTER CLAMP OPENING
10x13 mm 08964002603305,
175 37-846-18 18CM FOERSTER CLAMP OPEN 0896400260312,
176 37-847-16 COLLINS CLAMP 16 CM 0896400260339,
77 37-848-16 FORESTER CLAMP 5x8mm CLOSED
16CM 08964002603336,
178 37-851-24 MAGILL CLAMP GEBOGEN 24 CM | (occiooocazns,
179 37-860-12 12CM FORCEPS TO TAKE BALLS 08964002603350,
180 37-920-15 RECEIVING TUBE SMALL ANGLED (M) | (5064002603480,
181 37-920-20 RECEIVING TUBE ANGLED (1) 08964002603497,
182 | 38-030-11/TC T1CM IRIS SCISSORS TC 08964002603770,
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The medical devices mentioned above meet requirements of the Medical Devices Directive by

meaning of the following standards

Description

Standards

Quality Management Systems — Requirements

SO 9001:2015

Medical devices-Application of risk management to medical Devices

EN 1SO 14971:2012

Council directive —concerning medical devices

Medical Device Directive 93/42/EEC as
updated 2007/47/EC.

Medical devices-Quality management systems-Requirements for
regulatory purposes.

EN 1SO 13485: 2016

Processing of health care products — Information to be provided by the
medical device manufacturer for the processing of medical devices

ISO 17664:2017

Medical Devices —Symbols to be used with medical device labels, labeling
and information to be supplied part-1 —general requirements

SO 15223-1:2016

Biological evaluation of medical devices — Part 1: Evaluation and testing
within a risk management process

SO 10993-1:2018

Standard Specification for Stainless Steel Billet, Bar, and Wire for

ASTM F899-12

Surgical Instruments — Metallic Materials — Part 1: Stainless Steel

SO 7153-1:2016

We hereby appoint

CMC MEDICAL DEVICES & DRUGS, S.L.

C/ Horacio Lengo n18

C. P 29006

Malaga-Spain

Tel: +34 951 214 054

Email: info@cmcmedicaldevices.com

to act as European Authorized Representative as explicitly defined in article 14 Of Directive

93/42EEC.

(D — <y 7
Signed this day Saturday 10" August 10, 2024
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