GOBBLE sun@
GROUP

EC Declaration of Conformity

Manufacturers Name:
Manufacturers Address:

Authorized Representative
Name:

Authorized Representative
Address:

Basic UDI-DI:

Name of the Device (s):
Product code:
Classification:

Notified Body name:
Notified Body Address:

Notified Body Identification
number:

Conformity assessment route:

Non-Sterile, Reusable, Medical Devices

GOBBLE SURGICAL
Head Marala Road, Gohad Pur, Sialkot, Pakistan
Obelis S.A

Bd. General Wahis, 53
1030 Brussels, Belgium
Please see next page
Please see next page
Please see next page
Rule 5, Class Ir

Not Applicable

Not Applicable

Not Applicable

Gobble Surgical uses the following procedures for the CE-
labeling of their products according the Regulation MDR

2017/745:

This declaration of conformity is issued under the sole responsibility of Gobble Surgical. We hereby
declare that he medical device(s) specified above meet the provision of the Regulation (EU) MDR
2017/745 for medical devices. This declaration is supported by the Quality System approval to 1ISO

13485 issued by SGS.

All supporting documentation is retained at the premises of the manufacturer.

Signature:

Ch. M Saphi
CH. M. SAGHIR
CEO

Doc #: DoC-12, Rev 01

Place and date of issue:

Marala Road, Gohad Pur, Sialkot, Pakistan

24/02/2022
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GOBBLE sun@
GROUP

EC Declaration of Conformity

Non-Sterile, Reusable, Medical Devices

Product Details for Non-Sterile, Reusable, Medical Devices

REFERENCE REFERENCE
Sr. # DESIGNATION UDI-DI Number
LCM FOURNISSEUR

1. 0226610000 | AMPOULE LED OTOSCOPE JOLETI 08964003307004

2. 0110002000 | ANSE BILLEAU JOLETI 41790 08964003307011

3. 0110001000 | ANSE SNELLEN JOLETI 41792 08964003307028
BOITE PTE CHIRURGIE ALU

4. 1501015001 +INSTRUMENT 180X90X30MM JOLETI 08964003307035
BOITE PTE CHIRURGIE INOX +

5. 1501010001 INSTRUMENT 180X80X40MM 08964003307042

6. 0102043000 | CISEAU DAUPHIN DROIT 14CM JOLETI 13112 08964003307059

7. 0102044000 | CISEAU DAUPHIN DROIT 16CM JOLETI 13115 08964003307066

8. 0102125000 JC(I)SLI?rtJ IRIDECTOMIE COURBE 11CM 13532 08964003307073

9. 0102122000 JC(I)SLI;Z;_tJ IRIDECTOMIE DROIT 11CM 13530 08964003307080

10. 0102131000 | CISEAU MAYO DROIT 14CM JOLETI 13180 08964003307097
CISEAU MOUSSE 2 BOUT ROND DROIT

11. 0102003000 14CM JOLETI 13102 08964003307103

12. 0101233000 j:(I)SLI?r:J ONGLE ONGLE FORT 10CM NM7790 08964003307110

13. 0102083000 JC(I)SLI?rtJ POINTU POINTU DROIT 14CM 13122 08964003307127

14. 0102181000 | CISEAU SPENCER 11CM JOLETI 13340 08964003307134

15. 0102020060 | CISEAU UNIVERSEL JESCO BLEU JOLETI HEA B 08964003307141

16. 0102020030 | CISEAU UNIVERSEL JESCO NOIR JOLETI HEAN 08964003307158

17. 0102020180 JC(I)SLI;Z;_tJ UNIVERSEL JESCO ROUGE HEAR 08964003307165

18. 0102020070 | CISEAU UNIVERSEL JESCO VERT JOLETI HEAV 08964003307172

19. 0117098000 | CURETTE BROCQ JOLETI 200313 08964003307189
CURETTE FINE DERMATO FENETRE

20. 0117020000 16CMXIMM JOLETI 200324 08964003307196
CURETTE FINE DERMATO FENETRE

21. 0117021000 16CMX2MM JOLETI 200325 08964003307202
CURETTE FINE DERMATO FENETRE

22. 0117022000 16CMX3MM JOLETI 200326 08964003307219
CURETTE FINE DERMATO FENETRE

23. 0117023000 16CMXAMM JOLETI 200327 08964003307226
CURETTE FINE DERMATO FENETRE

24, 0117024000 16CMXSMM JOLETI 200328 08964003307233

25. 0117025000 CURETTE FINE DERMATO FENETRE 200329 08964003307240

16CMX6MM JOLETI
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GOBBLE sun@
GROUP

EC Declaration of Conformity

Non-Sterile, Reusable, Medical Devices

REFERENCE REFERENCE
Sr. # DESIGNATION UDI-DI Number
LCM FOURNISSEUR

CURETTE FINE DERMATO FENETRE

26. 0117026000 16CMX7MM JOLETI 200330 08964003307257
CURETTE FINE DERMATO PLEIN

27. 0117013000 16CMXIMM JOLETI 200317 08964003307264
CURETTE FINE DERMATO PLEIN

28. 0117014000 16CMX2MM JOLETI 200318 08964003307271
CURETTE FINE DERMATO PLEIN

29. 0117015000 16CMX3MM JOLETI 200319 08964003307288
CURETTE FINE DERMATO PLEIN

30. 0117016000 16CMXAMM JOLETI 200320 08964003307295
CURETTE FINE DERMATO PLEIN

31 0117017000 16CMXSMM JOLETI 200321 08964003307301
CURETTE FINE DERMATO PLEIN

32. 0117018000 16CMX6MM JOLETI 200322 08964003307318
CURETTE FINE DERMATO PLEIN

33. 0117019000 16CMX7MM JOLETI 200323 08964003307325
DIAPASON HARTMANN 1024VD

34, 0236007000 13,5CM JOLETI 44512 08964003307332
DIAPASON HARTMANN 2048VD

35. 0236008000 12,5CM JOLETI[DE] 44510 08964003307349

36. 0236006000 ?(;?E_ﬁSON HARTMANN 512VD 16CM 44514 08964003307356

37. 0236002000 ?(;?:_';_-\ISON LERMOYER 256VD 17,5CM 44522 08964003307363

38. 0236001000 ?(;?:_';_-\ISON LERMOYER 128VD 23CM 44520 08964003307370

39. 0117095000 | GRATTOIR DE BROCQ MOUSSE JOLETI 200312 08964003307387

40. 0105052000 | MANCHE COURT LAME N°3 JOLETI 7103 08964003307394

41. 0105053000 | MANCHE COURT LAME N°4 JOLETI 7104 08964003307400

42. 0105051000 | MANCHE LONG LAME N°3 L JOLETI 7102 08964003307417

43. 0104001000 ;\(A)?ER_IIEAU REFLEXE BABINSKI ADU 1340 08964003307424

44. 0222040010 | OTOSCOPE LED BLANC JOLETI + PILE 08964003307431

45. 0222040020 | OTOSCOPE LED GRIS JOLETI + PILE 08964003307448

46. 0222040030 | OTOSCOPE LED NOIR JOLETI + PILE 08964003307455

47. 0101201000 | PINCE ADSON AG 12CM JOLETI 15300 08964003307462

48. 0101200000 | PINCE ADSON SG 12CM JOLETI 15400 08964003307479

49. 0101001000 | PINCE DISSEQUER AG 12.5CM JOLETI 15350 08964003307486

50. 0101003000 | PINCE DISSEQUER AG 14CM JOLETI 15142 08964003307493

51. 0101010000 | PINCE DISSEQUER SG 12,5CM JOLETI 15320 08964003307509

52. 0101011000 | PINCE DISSEQUER SG 14CM JOLETI 15122 08964003307516

53. 0101190000 | PINCE ECHARDE 10,5CM JOLETI 15430 08964003307523

54, 0101100000 PINCE HALSTEAD AG DROIT 13CM 17130 08964003307530

JOLETI
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GOBBLE sun@
GROUP

EC Declaration of Conformity

Non-Sterile, Reusable, Medical Devices

REFERENCE REFERENCE
Sr. # DESIGNATION UDI-DI Number
LCM FOURNISSEUR
55. 0101110000 T(IJTE_EIHALSTEAD 5G DROIT 13CM 17510 08964003307547
PINCE HARTMANN GLISSEMENT
56. 0101165000 14CM JOLETI 40210 08964003307554
57. 0101164000 T(IJTE_EHARTMANN GLISSEMENT 8CM 40211 08964003307561
58. 0101059000 fg:g; KOCHER AG COURBE 11cM 17362 08964003307578
59. 0101051000 f(ljl;l_g'lil KOCHER DROIT AG 14CM 17371 08964003307585
60. 0101053000 T(I)T_E'EI KOCHER DROIT AG 16cM 17373 08964003307592
61. 0101071000 | PINCE KOCHER DROIT SG 14CM JOLETI 17251 08964003307608
62. 0101230000 | PINCE ONGLE 14CM JOLETI 69150 08964003307615
63. 0101231000 | PINCE ONGLE INCARNE 14CM JOLETI 69160 08964003307622
64. 0101232000 | PINCE ONGLE SECATEUR 14CM JOLETI NM7787 08964003307639
65. 0101285000 T(IJTE;ORL TROELTSCH AG 14CM 45316 08964003307646
66. 0101286000 f(I)':I_E;ORL TROELTSCH 5G 14CM 45315 08964003307653
PINCE PANSEMENT LONGUETTE
67. 0101272000 DROIT 24CM JOLETI 19920 08964003307660
68. 0101091000 | PINCE PEAN DROIT 14CM JOLETI 17240 08964003307677
PINCE ROCHESTER PEAN SG DROIT
69. 0101074000 18CM JOLETI 17253 08964003307684
70. 0101130000 | PORTE AIGUILLE MAYO 14CM JOLETI 25130 08964003307691
71. 0107001000 | SONDE CANNELE 14CM JOLETI 23132 08964003307707
72. 0103042000 | SPECULUM VACHER ADU JOLETI 42440 08964003307714
73. 0106001000 JSSIII-E'IT'-IF OLIVAIRE DOUBLE 11,5CM 23100 08964003307721
74. 0106008000 STYLET OLIVAIRE DOUBLE 14CM 08964003307738
JOLETI
75. 0106003000 | STYLET PORTE COTON 14CM JOLETI 08964003307745
76. 0117096000 | TIRE COMEDON DE UNNA JOLETI 200314 08964003307752
77. 0117097000 TIRE COMEDON FORME BAGUE 200316 08964003307769

JOLETI
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