2025 - ANO DE LA RECONSTRUCCION DE LA
NACION ARGENTINA

Ministerio de Salud
Secretaria de Calidad en Salud
ANMA.T.

DECLARACION JURADA DE REVALIDA

DISPOSICION ANMAT N° 9688/2019
N° rev: 2367-6#0003

En nombre y representacion de la firma SANABO S.A , el responsable legal y el responsable
técnico declaran bajo juramento cumplir con la Disposicion 9688/19 | Anexo V para el producto
médico inscripto bajo el Numero de PM: 2367-6

Disposicion autorizante N° 6990/20 de fecha 15 septiembre 2020
Disposiciones modificatorias y revalidas N°: DC Rev 0002

Datos Caracteristicos del Producto Médico:

Nombre descriptivo: Sistema de protesis de cadera e instrumental asociado

Cddigo de identificacion y nombre técnico del producto médico, (ECRI-UMDNS):
16-150 Protesis, Articulacion, para Cadera, Totales

Marca(s) de (los) producto(s) meédico(s): PERMEDICA
Clase de Riesgo: IV

Indicacion/es autorizada/s: Reemplazo total de cadera con un componente acetabular para
aplicaciones sin cemento que se utilizara en combinacidén con un revestimiento articular, una
rétula femoral y un vastago femoral y siempre que sea necesario, la fijacién puede hacerse mas
estable utilizando tornillos para hueso esponjoso insertados en los agujeros dedicados

Modelos: 1. 26742 BI-ARTICULAR CUP PM734 - @ 28x42mm
. 26743 BI-ARTICULAR CUP PM734 - @ 28x43mm
. 26744 BI-ARTICULAR CUP PM734 - @ 28x44mm
. 26745 BI-ARTICULAR CUP PM734 - @ 28x45mm
. 26746 BI-ARTICULAR CUP PM734 - @ 28x46mm
. 26747 BI-ARTICULAR CUP PM734 - @ 28x47mm
. 26748 BI-ARTICULAR CUP PM734 - @ 28x48mm
. 26749 BI-ARTICULAR CUP PM734 - @ 28x49mm
. 26750 BI-ARTICULAR CUP PM734 - @ 28x50mm
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10.
. 26752 BI-ARTICULAR CUP PM734 - @ 28x52mm
12.
13.
14.
15.
16.
17.
18.
19.
20.
. 25940 MODULAR BI-ARTICULAR CUP PM734 - @ 40mm
22.
23.
24.
25.
26.
27.
28.
29.
30.
31.
32.
33.
34.
35.
36.
37.
38.
39.
40.
. 25960 MODULAR BI-ARTICULAR CUP PM734 - @ 60mm
42.
43.
44.
45.
46.
47.
48.
49.
50.
51.
52.
53.
54.
55.
56.
57.
58.
59.
60.

11

21

41

26751 BI-ARTICULAR CUP PM734 - @ 28x51mm

26753 BI-ARTICULAR CUP PM734 - @ 28x53mm
26754 BI-ARTICULAR CUP PM734 - @ 28x54mm
26755 BI-ARTICULAR CUP PM734 - @ 28x55mm
26756 BI-ARTICULAR CUP PM734 - @ 28x56mm
26757 BI-ARTICULAR CUP PM734 - @ 28x57mm
26758 BI-ARTICULAR CUP PM734 - @ 28x58mm
26759 BI-ARTICULAR CUP PM734 - @ 28x59mm
26760 BI-ARTICULAR CUP PM734 - @ 28x60mm
25939 MODULAR BI-ARTICULAR CUP PM734 - & 39mm

25941 MODULAR BI-ARTICULAR CUP PM734 - @ 41mm
25942 MODULAR BI-ARTICULAR CUP PM734 - @ 42mm
25943 MODULAR BI-ARTICULAR CUP PM734 - @ 43mm
25944 MODULAR BI-ARTICULAR CUP PM734 - @ 44mm
25945 MODULAR BI-ARTICULAR CUP PM734 - @ 45mm
25946 MODULAR BI-ARTICULAR CUP PM734 - @ 46mm
25947 MODULAR BI-ARTICULAR CUP PM734 - @ 47mm
25948 MODULAR BI-ARTICULAR CUP PM734 - @ 48mm
25949 MODULAR BI-ARTICULAR CUP PM734 - @ 49mm
25950 MODULAR BI-ARTICULAR CUP PM734 - @ 50mm
25951 MODULAR BI-ARTICULAR CUP PM734 - @ 51mm
25952 MODULAR BI-ARTICULAR CUP PM734 - @ 52mm
25953 MODULAR BI-ARTICULAR CUP PM734 - & 53mm
25954 MODULAR BI-ARTICULAR CUP PM734 - @ 54mm
25955 MODULAR BI-ARTICULAR CUP PM734 - & 55mm
25956 MODULAR BI-ARTICULAR CUP PM734 - @ 56mm
25957 MODULAR BI-ARTICULAR CUP PM734 - @ 57mm
25958 MODULAR BI-ARTICULAR CUP PM734 - & 58mm
25959 MODULAR BI-ARTICULAR CUP PM734 - & 59mm

26971 BI-ARTICULAR CUP MODULAR: Insert @ 28 Size 39/42 - GREEN
26972 BI-ARTICULAR CUP MODULAR: Insert @ 28 Size 43/45 - YELLOW
26973 BI-ARTICULAR CUP MODULAR: Insert & 28 Size 46/52 — BLUE
26974 BI-ARTICULAR CUP MODULAR: Insert & 28 Size 53/60 — RED
35342 JUMP SYSTEM CUP -W/holes HaX-Pore - @ 42mm - GREEN
35345 JUMP SYSTEM CUP -W/holes HaX-Pore - @ 44mm - BLACK
35347 JUMP SYSTEM CUP -W/holes HaX-Pore - @ 46mm - BLACK
35349 JUMP SYSTEM CUP -W/holes HaX-Pore - @ 48mm - YELLOW
35350 JUMP SYSTEM CUP -W/holes HaX-Pore - @ 50mm - YELLOW
35353 JUMP SYSTEM CUP -W/holes HaX-Pore - @ 52mm - GREY
35355 JUMP SYSTEM CUP -W/holes HaX-Pore - @ 54mm - GREY
35356 JUMP SYSTEM CUP -W/holes HaX-Pore - @ 56mm - BLUE
35358 JUMP SYSTEM CUP -W/holes HaX-Pore - @ 58mm - BLUE
35360 JUMP SYSTEM CUP -W/holes HaX-Pore - @ 60mm - BLUE
35362 JUMP SYSTEM CUP -W/holes HaX-Pore - @ 62mm - RED

35364 JUMP SYSTEM CUP -W/holes HaX-Pore - @ 64mm - RED

35366 JUMP SYSTEM CUP -W/holes HaX-Pore - @ 66mm - RED

35368 JUMP SYSTEM CUP -W/holes HaX-Pore - @ 68mm - RED

35370 JUMP SYSTEM CUP -W/holes HaX-Pore - @ 70mm - RED
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61.
62.
63.
64.
65.
66.
67.
68.
69.
70.
71
72.
73.
74.
75.
76.
77.
78.
79.
80.
81.
82.
83.
84.
85.
86.
87.
88.
89.
90.
9.
92.
93.
94.
95.
96.
97.
98.
99

100.
101.
102.
103.
104.
105.
106.
107.
108.
109.

110
111

35103 JUMP SYSTEM: Polar Plug (M10)

35881 JUMP SYSTEM PE CUP -W/holes HaX-Pore - @ 48mm - WHITE
35883 JUMP SYSTEM PE CUP -W/holes HaX-Pore - @ 50mm - WHITE
39344 JUMP SYSTEM TRASER Cup @ 44mm - BLACK

39346 JUMP SYSTEM TRASER Cup @ 46mm - BLACK

39348 JUMP SYSTEM TRASER Cup @ 48mm - YELLOW

39350 JUMP SYSTEM TRASER Cup @ 50mm - YELLOW

39352 JUMP SYSTEM TRASER Cup @ 52mm - GREY

39354 JUMP SYSTEM TRASER Cup @ 54mm - GREY

39356 JUMP SYSTEM TRASER Cup @ 56mm - BLUE

. 39358 JUMP SYSTEM TRASER Cup @ 58mm - BLUE

39360 JUMP SYSTEM TRASER Cup @ 60mm - BLUE

39362 JUMP SYSTEM TRASER Cup & 62mm - RED

39364 JUMP SYSTEM TRASER Cup & 64mm - RED

39366 JUMP SYSTEM TRASER Cup & 66mm - RED

39368 JUMP SYSTEM TRASER Cup & 68mm - RED

39370 JUMP SYSTEM TRASER Cup & 70mm - RED

39448 JUMP SYSTEM TRASER Revision Cup @ 48mm - YELLOW
39450 JUMP SYSTEM TRASER Revision Cup @ 50mm - YELLOW
39452 JUMP SYSTEM TRASER Revision Cup @ 52mm - GREY
39454 JUMP SYSTEM TRASER Revision Cup @ 54mm — GREY
39456 JUMP SYSTEM TRASER Revision Cup @ 56mm - BLUE
39458 JUMP SYSTEM TRASER Revision Cup @ 58mm - BLUE
39460 JUMP SYSTEM TRASER Revision Cup @ 60mm - BLUE
39462 JUMP SYSTEM TRASER Revision Cup @ 62mm - RED

39464 JUMP SYSTEM TRASER Revision Cup & 64mm - RED

39466 JUMP SYSTEM TRASER Revision Cup & 66mm - RED

39468 JUMP SYSTEM TRASER Revision Cup @ 68mm — RED
39470 JUMP SYSTEM TRASER Revision Cup @ 70mm - RED

39472 JUMP SYSTEM TRASER Revision Cup @ 72mm - RED

39474 JUMP SYSTEM TRASER Revision Cup @ 74mm - RED

39476 JUMP SYSTEM TRASER Revision Cup & 76mm - RED

39478 JUMP SYSTEM TRASER Revision Cup & 78mm - RED

39480 JUMP SYSTEM TRASER Revision Cup @ 80mm — RED
36303 JUMP SYSTEM UHMWPE INSERT- @ 22mm - 0° - GREEN
36304 JUMP SYSTEM UHMWPE INSERT- @ 22mm - 20° - GREEN
36301 JUMP SYSTEM UHMWPE INSERT- & 28mm - 0° - BLACK
36305 JUMP SYSTEM UHMWPE INSERT- @ 28mm - 0° - YELLOW
36307 JUMP SYSTEM UHMWPE INSERT- @ 28mm - 0° - BLUE
36309 JUMP SYSTEM UHMWPE INSERT- @ 28mm - 0° - RED
36311 JUMP SYSTEM UHMWPE INSERT- @ 28mm - 0° - GREY
36321 JUMP SYSTEM UHMWPE INSERT- & 28mm - 0° - WHITE
36302 JUMP SYSTEM UHMWPE INSERT- @ 28mm - 20° - BLACK
36306 JUMP SYSTEM UHMWPE INSERT- @ 28mm - 20° - YELLOW
36308 JUMP SYSTEM UHMWPE INSERT- @ 28mm - 20° - BLUE
36310 JUMP SYSTEM UHMWPE INSERT- @ 28mm - 20° - RED
36312 JUMP SYSTEM UHMWPE INSERT- & 28mm - 20° - GREY
36323 JUMP SYSTEM UHMWPE INSERT- @ 28mm - 20° - WHITE
36408 JUMP SYSTEM UHMWPE INSERT - @ 28mm - W/ring - YELLOW
. 36409 JUMP SYSTEM UHMWPE INSERT - & 28mm - W/ring - BLUE
. 36410 JUMP SYSTEM UHMWPE INSERT - & 28mm - W/ring - RED
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112.
113.
114.
115.
116.
117.
118.
119.
120.
. 36314 JUMP SYSTEM UHMWPE INSERT - & 32mm - 20° - YELLOW
122.
123.
124.
125.
126.
127.
128.
129.
130.
131.
132.
133.
134.
135.
136.
137.
138.
139.
140.
. 36305XE JUMP SYSTEM VITAL-XE INSERT - @ 28mm - 0° - YELLOW
142.
143.
144.
145.
146.
147.
148.
149.
150.
151.
152.
153.
154.
155.
156.
157.
158.
159.
160.
161.
162.

121

141

36415 JUMP SYSTEM UHMWPE INSERT - @ 28mm - W/ring - BLACK
36416 JUMP SYSTEM UHMWPE INSERT - @ 28mm - W/ring - GREY
36418 JUMP SYSTEM UHMWPE INSERT - @ 28mm - W/ring - WHITE
36363 JUMP SYSTEM UHMWPE INSERT- @ 28mm - 10° - BLACK
36313 JUMP SYSTEM UHMWPE INSERT - @ 32mm - 0° - YELLOW
36315 JUMP SYSTEM UHMWPE INSERT - @ 32mm - 0° - BLUE
36317 JUMP SYSTEM UHMWPE INSERT - @ 32mm - 0° - RED

36319 JUMP SYSTEM UHMWPE INSERT - @ 32mm - 0° - GREY
36340 JUMP SYSTEM UHMWPE INSERT - @ 32mm - 0° - WHITE

36316 JUMP SYSTEM UHMWPE INSERT - @ 32mm - 20° - BLUE
36318 JUMP SYSTEM UHMWPE INSERT - @ 32mm - 20° - RED
36320 JUMP SYSTEM UHMWPE INSERT - @ 32mm - 20° - GREY
36342 JUMP SYSTEM UHMWPE INSERT - @ 32mm - 20° - WHITE
36368 JUMP SYSTEM UHMWPE INSERT - @ 32mm - 10° - YELLOW
36369 JUMP SYSTEM UHMWPE INSERT - @ 32mm - 10° - GREY
36370 JUMP SYSTEM UHMWPE INSERT - @ 32mm - 10° - BLUE
36371 JUMP SYSTEM UHMWPE INSERT - @ 32mm - 10° - RED
36325 JUMP SYSTEM UHMWPE INSERT - @ 36mm - 0° - BLUE
36327 JUMP SYSTEM UHMWPE INSERT - @ 36mm - 0° - RED
36343 JUMP SYSTEM UHMWPE INSERT - @ 36mm - 0° - WHITE
36326 JUMP SYSTEM UHMWPE INSERT - @ 36mm - 20° - BLUE
36328 JUMP SYSTEM UHMWPE INSERT - @ 36mm - 20° - RED
36345 JUMP SYSTEM UHMWPE INSERT - @ 36mm - 20° - WHITE
36329 JUMP SYSTEM UHMWPE INSERT - @ 36mm - 10° - BLUE
36330 JUMP SYSTEM UHMWPE INSERT - @ 36mm - 10° - RED
36301XE JUMP SYSTEM VITAL-XE INSERT - & 28mm - 0° - BLACK
36302XE JUMP SYSTEM VITAL-XE INSERT - @ 28mm - 20° - BLACK
36363XE JUMP SYSTEM VITAL-XE INSERT- @ 28mm - 10° - BLACK

36311XE JUMP SYSTEM VITAL-XE INSERT - & 28mm - 0° - GREY
36321XE JUMP SYSTEM VITAL-XE INSERT - & 28mm - 0° - WHITE
36307XE JUMP SYSTEM VITAL-XE INSERT - & 28mm - 0° - BLUE
36309XE JUMP SYSTEM VITAL-XE INSERT - @ 28mm - 0° -RED
36306 XE JUMP SYSTEM VITAL-XE INSERT - & 28mm - 20° - YELLOW
36312XE JUMP SYSTEM VITAL-XE INSERT - @ 28mm - 20° - GREY
36323XE JUMP SYSTEM VITAL-XE INSERT - & 28mm - 20° - WHITE
36308XE JUMP SYSTEM VITAL-XE INSERT - & 28mm - 20° - BLUE
36310XE JUMP SYSTEM VITAL-XE INSERT - @ 28mm - 20° - RED
36313XE JUMP SYSTEM VITAL-XE INSERT - @ 32mm - 0° - YELLOW
36319XE JUMP SYSTEM VITAL-XE INSERT - & 32mm - 0° - GREY
36315XE JUMP SYSTEM VITAL-XE INSERT - & 32mm - 0° - BLUE
36317XE JUMP SYSTEM VITAL-XE INSERT - @ 32mm - 0° - RED
36340XE JUMP SYSTEM VITAL-XE INSERT - & 32mm - 0° - WHITE
36314XE JUMP SYSTEM VITAL-XE INSERT - & 32mm - 20° - YELLOW
36320XE JUMP SYSTEM VITAL-XE INSERT - @ 32mm - 20° - GREY
36316XE JUMP SYSTEM VITAL-XE INSERT - & 32mm - 20° - BLUE
36318XE JUMP SYSTEM VITAL-XE INSERT - @ 32mm - 20° - RED
36342XE JUMP SYSTEM VITAL-XE INSERT - & 32mm - 20° - WHITE
36368XE JUMP SYSTEM VITAL-XE INSERT - & 32mm - 10° - YELLOW
36369XE JUMP SYSTEM VITAL-XE INSERT - @ 32mm - 10° - GREY
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163.
164.
165.
166.
167.
168.
169.
170.
171
172.
173.
174.
175.
176.
177.
178.
179.
180.
181.
182.
183.
184.
185.
186.
187.
188.
189.
190.
191.
192.
193.
194.
195.
196.
197.
198.
199.
200.
201.
202.
203.
204.
205.
206.
207.
208.
209.
210.
211
212.
213.

36370XE JUMP SYSTEM VITAL-XE INSERT - & 32mm - 10° - BLUE
36371XE JUMP SYSTEM VITAL-XE INSERT - & 32mm - 10° - RED
36325XE JUMP SYSTEM VITAL-XE INSERT - & 36mm - 0° - BLUE
36327XE JUMP SYSTEM VITAL-XE INSERT - @ 36mm - 0° - RED
36343XE JUMP SYSTEM VITAL-XE INSERT - & 36mm - 0° - WHITE
36380XE JUMP SYSTEM VITAL-XE INSERT - & 36mm - 0° - GREY
36326 XE JUMP SYSTEM VITAL-XE INSERT - & 36mm - 20° - BLUE
36328XE JUMP SYSTEM VITAL-XE INSERT - @ 36mm - 20° - RED

. 36345XE JUMP SYSTEM VITAL-XE INSERT - @ 36mm - 20° - WHITE

36381XE JUMP SYSTEM VITAL-XE INSERT - & 36mm - 20° - GREY
36382XE JUMP SYSTEM VITAL-XE INSERT - & 36mm - 10° - GREY
36329XE JUMP SYSTEM VITAL-XE INSERT - & 36mm - 10° - BLUE
36330XE JUMP SYSTEM VITAL-XE INSERT - & 36mm - 10° - RED
36720 JUMP FIX. SCREW - Flat head @ 6,5x20mm

36725 JUMP FIX. SCREW - Flat head @ 6,5x25mm

36730 JUMP FIX. SCREW - Flat head @ 6,5x30mm

36735 JUMP FIX. SCREW - Flat head @ 6,5x35mm

36740 JUMP FIX. SCREW - Flat head @ 6,5x40mm

36745 JUMP FIX. SCREW - Flat head @ 6,5x45mm

36750 JUMP FIX. SCREW - Flat head @ 6,5x50mm

36760 JUMP FIX. SCREW - Flat head & 6,5x60mm

33442 JUMP SYSTEM Cemented Cup - @ 28 x 42mm

33444 JUMP SYSTEM Cemented Cup - @ 28 x 44mm

33446 JUMP SYSTEM Cemented Cup - @ 28 x 46mm

33448 JUMP SYSTEM Cemented Cup - @ 28 x 48mm

33450 JUMP SYSTEM Cemented Cup - @ 28 x 50mm

33452 JUMP SYSTEM Cemented Cup - @ 28 x 52mm

33454 JUMP SYSTEM Cemented Cup - @ 28 x 54mm

33456 JUMP SYSTEM Cemented Cup - @ 28 x 56mm

33458 JUMP SYSTEM Cemented Cup - @ 28 x 58mm

33460 JUMP SYSTEM Cemented Cup - @ 28 x 60mm

33462 JUMP SYSTEM Cemented Cup - @ 28 x 62mm

33464 JUMP SYSTEM Cemented Cup - @ 28 x 64mm

33742 JUMP SYSTEM Cemented Cup - @ 28x42mm - 20° HOODED
33744 JUMP SYSTEM Cemented Cup - @ 28x44mm - 20° HOODED
33746 JUMP SYSTEM Cemented Cup - @ 28x46mm - 20° HOODED
33748 JUMP SYSTEM Cemented Cup - @ 28x48mm - 20° HOODED
33750 JUMP SYSTEM Cemented Cup - @ 28x50mm - 20° HOODED
33752 JUMP SYSTEM Cemented Cup - @ 28x52mm - 20° HOODED
33754 JUMP SYSTEM Cemented Cup - @ 28x54mm - 20° HOODED
33756 JUMP SYSTEM Cemented Cup - @ 28x56mm - 20° HOODED
33758 JUMP SYSTEM Cemented Cup - @ 28x58mm - 20° HOODED
33760 JUMP SYSTEM Cemented Cup - @ 28x60mm - 20° HOODED
33762 JUMP SYSTEM Cemented Cup - @ 28x62mm - 20° HOODED
33764 JUMP SYSTEM Cemented Cup - @ 28x64mm - 20° HOODED
32844 JUMP SYSTEM Cemented Cup - @ 28 x 44mm - RETENTIVE w/Ring
32846 JUMP SYSTEM Cemented Cup - @ 28 x 46mm - RETENTIVE w/Ring
32848 JUMP SYSTEM Cemented Cup - @ 28 x 48mm - RETENTIVE w/Ring

. 32850 JUMP SYSTEM Cemented Cup - @ 28 x 50mm - RETENTIVE w/Ring

32852 JUMP SYSTEM Cemented Cup - @ 28 x 52mm - RETENTIVE w/Ring
32854 JUMP SYSTEM Cemented Cup - @ 28 x 54mm - RETENTIVE w/Ring
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214.
215.
216.
217.
218.
219.
220.
. 33046 JUMP SYSTEM Cemented Cup - @ 32 x 46mm
222.
223.
224.
225.
226.
227.
228.
229.
230.
231.
232.
233.
234.
235.
236.
237.
238.
239.
240.
. 33862 JUMP SYSTEM Cemented Cup - @ 32x62mm - 20° HOODED
242.
243.
244.
245.
246.
247.
248.
249.
250.
251.
252.
253.
254.
255.
256.
257.
258.
259.
260.
261.
262.
263.
264.

221

241

32856 JUMP SYSTEM Cemented Cup - @ 28 x 56mm - RETENTIVE w/Ring
32858 JUMP SYSTEM Cemented Cup - @ 28 x 58mm - RETENTIVE w/Ring
32860 JUMP SYSTEM Cemented Cup - @ 28 x 60mm - RETENTIVE w/Ring
32862 JUMP SYSTEM Cemented Cup - @ 28 x 62mm - RETENTIVE w/Ring
32864 JUMP SYSTEM Cemented Cup - @ 28 x 64mm - RETENTIVE w/Ring

33042 JUMP SYSTEM Cemented Cup - @ 32 x 42mm
33044 JUMP SYSTEM Cemented Cup - @ 32 x 44mm

33048 JUMP SYSTEM Cemented Cup - @ 32 x 48mm
33050 JUMP SYSTEM Cemented Cup - @ 32 x 50mm
33052 JUMP SYSTEM Cemented Cup - @ 32 x 52mm
33054 JUMP SYSTEM Cemented Cup - @ 32 x 54mm
33056 JUMP SYSTEM Cemented Cup - @ 32 x 56mm
33058 JUMP SYSTEM Cemented Cup - @ 32 x 58mm
33060 JUMP SYSTEM Cemented Cup - @ 32 x 60mm
33062 JUMP SYSTEM Cemented Cup - @ 32 x 62mm
33064 JUMP SYSTEM Cemented Cup - @ 32 x 64mm
33842 JUMP SYSTEM Cemented Cup - @ 32x42mm - 20° HOODED
33844 JUMP SYSTEM Cemented Cup - @ 32x44mm - 20° HOODED
33846 JUMP SYSTEM Cemented Cup - @ 32x46mm - 20° HOODED
33848 JUMP SYSTEM Cemented Cup - @ 32x48mm - 20° HOODED
33850 JUMP SYSTEM Cemented Cup - @ 32x50mm - 20° HOODED
33852 JUMP SYSTEM Cemented Cup - @ 32x52mm - 20° HOODED
33854 JUMP SYSTEM Cemented Cup - @ 32x54mm - 20° HOODED
33856 JUMP SYSTEM Cemented Cup - @ 32x56mm - 20° HOODED
33858 JUMP SYSTEM Cemented Cup - @ 32x58mm - 20° HOODED
33860 JUMP SYSTEM Cemented Cup - @ 32x60mm - 20° HOODED

33864 JUMP SYSTEM Cemented Cup - @ 32x64mm - 20° HOODED
34948 JUMP SYSTEM Cemented Cup - @ 36 x 48mm

34950 JUMP SYSTEM Cemented Cup - @ 36 x 50mm

34952 JUMP SYSTEM Cemented Cup - @ 36 x 52mm

34954 JUMP SYSTEM Cemented Cup - @ 36 x 54mm

34956 JUMP SYSTEM Cemented Cup - @ 36 x 56mm

34958 JUMP SYSTEM Cemented Cup - @ 36 x 58mm

34960 JUMP SYSTEM Cemented Cup - @ 36 x 60mm

34962 JUMP SYSTEM Cemented Cup - @ 36 x 62mm

34964 JUMP SYSTEM Cemented Cup - @ 36 x 64mm

32048 JUMP SYSTEM Cemented Cup - & 36x48mm - 20° HOODED
32050 JUMP SYSTEM Cemented Cup - @ 36x50mm - 20° HOODED
32052 JUMP SYSTEM Cemented Cup - & 36x52mm - 20° HOODED
32054 JUMP SYSTEM Cemented Cup - & 36x54mm - 20° HOODED
32056 JUMP SYSTEM Cemented Cup - @ 36x56mm - 20° HOODED
32058 JUMP SYSTEM Cemented Cup - @ 36x58mm - 20° HOODED
32060 JUMP SYSTEM Cemented Cup - @ 36x60mm - 20° HOODED
32062 JUMP SYSTEM Cemented Cup - @ 36x62mm - 20° HOODED
32064 JUMP SYSTEM Cemented Cup - @ 36x64mm - 20° HOODED
32066 JUMP SYSTEM Cemented Cup - @ 36x66mm - 20° HOODED
32068 JUMP SYSTEM Cemented Cup - @ 36x68mm - 20° HOODED
32070 JUMP SYSTEM Cemented Cup - @ 36x70mm - 20° HOODED
11701 EXACTA PLUS Femoral Stem - size 1
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265.
266.
267.
268.
269.
270.
271.
272.
273.
274.
275.
276.
277.
278.
279.
280.
281.
282.
283.
284.
285.
286.
287.
288.
289.
290.
291.
292.
293.
294.
295.
296.
297.
298.
299.
300.
301.
302.
303.
304.
305.
306.
307.
308.
309.
310.
311.
312.
313.
314.
315.

11702 EXACTA PLUS Femoral Stem - size 2

11703 EXACTA PLUS Femoral Stem - size 3

11704 EXACTA PLUS Femoral Stem - size 4

11705 EXACTA PLUS Femoral Stem - size 5

11706 EXACTA PLUS Femoral Stem - size 6

11707 EXACTA PLUS Femoral Stem - size 7

11708 EXACTA PLUS Femoral Stem - size 8

11729 EXACTA PLUS Femoral Stem - size 9

11730 EXACTA PLUS Femoral Stem - size 10

11731 EXACTA PLUS Femoral Stem - size 11

11732 EXACTA PLUS Femoral Stem - size 12

11711 EXACTA PLUS LATERAL Femoral Stem - size 1
11712 EXACTA PLUS LATERAL Femoral Stem - size 2
11713 EXACTA PLUS LATERAL Femoral Stem - size 3
11714 EXACTA PLUS LATERAL Femoral Stem - size 4
11715 EXACTA PLUS LATERAL Femoral Stem - size 5
11716 EXACTA PLUS LATERAL Femoral Stem - size 6
11717 EXACTA PLUS LATERAL Femoral Stem - size 7
11718 EXACTA PLUS LATERAL Femoral Stem - size 8
11739 EXACTA PLUS LATERAL Femoral Stem - size 9
11740 EXACTA PLUS LATERAL Femoral Stem - size 10
11741 EXACTA PLUS LATERAL Femoral Stem - size 11
11742 EXACTA PLUS LATERAL Femoral Stem - size 12
12011 EXACTA S PLUS Femoral Stem - size 1

12012 EXACTA S PLUS Femoral Stem - size 2

12013 EXACTA S PLUS Femoral Stem - size 3

12014 EXACTA S PLUS Femoral Stem - size 4

12015 EXACTA S PLUS Femoral Stem - size 5

12016 EXACTA S PLUS Femoral Stem - size 6

12017 EXACTA S PLUS Femoral Stem - size 7

12018 EXACTA S PLUS Femoral Stem - size 8

12019 EXACTA S PLUS Femoral Stem - size 9

12020 EXACTA S PLUS Femoral Stem - size 10

12021 EXACTA S PLUS Femoral Stem - size 11

12022 EXACTA S PLUS Femoral Stem - size 12

12031 EXACTA S PLUS Lateral Femoral Stem - size 1
12032 EXACTA S PLUS Lateral Femoral Stem - size 2
12033 EXACTA S PLUS Lateral Femoral Stem - size 3
12034 EXACTA S PLUS Lateral Femoral Stem - size 4
12035 EXACTA S PLUS Lateral Femoral Stem - size 5
12036 EXACTA S PLUS Lateral Femoral Stem - size 6
12037 EXACTA S PLUS Lateral Femoral Stem - size 7
12038 EXACTA S PLUS Lateral Femoral Stem - size 8
12039 EXACTA S PLUS Lateral Femoral Stem - size 9
12040 EXACTA S PLUS Lateral Femoral Stem - size 10
12041 EXACTA S PLUS Lateral Femoral Stem - size 11
12042 EXACTA S PLUS Lateral Femoral Stem - size 12
20587 BALL HEAD, BIOLOX DELTA - 12/14 - @ 28mm - SHORT neck
20588 BALL HEAD, BIOLOX DELTA - 12/14 - @ 28mm - MEDIUM neck
20589 BALL HEAD, BIOLOX DELTA - 12/14 - @ 28mm - LONG neck
20537 BALL HEAD, BIOLOX DELTA - 12/14 - @ 32mm - SHORT neck
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316. 20538 BALL HEAD, BIOLOX DELTA - 12/14 - @ 32mm - MEDIUM neck
317. 20539 BALL HEAD, BIOLOX DELTA - 12/14 - @ 32mm - LONG neck
318. 20540 BALL HEAD, BIOLOX DELTA - 12/14 - @ 32mm - X-LONG neck
319. 20567 BALL HEAD, BIOLOX DELTA - 12/14 - @ 36mm - SHORT neck
320. 20568 BALL HEAD, BIOLOX DELTA - 12/14 - @ 36mm - MEDIUM neck
321. 20569 BALL HEAD, BIOLOX DELTA - 12/14 - @ 36mm - LONG neck
322. 20570 BALL HEAD, BIOLOX DELTA - 12/14 - @ 36mm - X-LONG neck
323. 20321 BALL HEAD, CR-CO - 12/14 - @ 22mm - SHORT neck

324. 20322 BALL HEAD, CR-CO - 12/14 - @ 22mm - MEDIUM neck

325. 20323 BALL HEAD, CR-CO - 12/14 - @ 22mm - LONG neck

326. 20381 BALL HEAD, CR-CO - 12/14 - @ 28mm - SHORT neck

327. 20382 BALL HEAD, CR-CO - 12/14 - @ 28mm - MEDIUM neck

328. 20383 BALL HEAD, CR-CO - 12/14 - @ 28mm - LONG neck

329. 20384 BALL HEAD, CR-CO - 12/14 - @ 28mm - XL neck

330. 20331 BALL HEAD, CR-CO - 12/14 - @ 32mm - SHORT neck

331. 20332 BALL HEAD, CR-CO - 12/14 - @ 32mm - MEDIUM neck

332. 20333 BALL HEAD, CR-CO - 12/14 - @ 32mm - LONG neck

333. 20334 BALL HEAD, CR-CO - 12/14 - @ 32mm - XL neck

334. 20391 BALL HEAD, CR-CO - 12/14 - @ 36mm - SHORT neck

335. 20392 BALL HEAD, CR-CO - 12/14 - @ 36mm - MEDIUM neck

336. 20393 BALL HEAD, CR-CO - 12/14 - @ 36mm - LONG neck

337. 20394 BALL HEAD, CR-CO - 12/14 - @ 36mm - XL neck

338. 20221 BALL HEAD, PM734 - 12/14 - @ 22mm - SHORT neck

339. 20222 BALL HEAD, PM734 - 12/14 - @ 22mm - MEDIUM neck

340. 20223 BALL HEAD, PM734 - 12/14 - @ 22mm - LONG neck

341. 20281 BALL HEAD, PM734 - 12/14 - @ 28mm - SHORT neck

342. 20282 BALL HEAD, PM734 - 12/14 - @ 28mm - MEDIUM neck

343. 20283 BALL HEAD, PM734 - 12/14 - @ 28mm - LONG neck

344. 20231 BALL HEAD, PM734 - 12/14 - @ 32mm - SHORT neck

345. 20232 BALL HEAD, PM734 - 12/14 - @ 32mm - MEDIUM neck

346. 20233 BALL HEAD, PM734 - 12/14 - @ 32mm - LONG neck

347. 20291 BALL HEAD, PM734 - 12/14 - @ 36mm - SHORT neck

348. 20292 BALL HEAD, PM734 - 12/14 - @ 36mm - MEDIUM neck

349. 20293 BALL HEAD, PM734 - 12/14 - @ 36mm - LONG neck

350. 20284 BALL HEAD, PM734 - 12/14 - @ 28mm - XL neck

351. 20234 BALL HEAD, PM734 - 12/14 - @ 32mm - XL neck

352. 20292 BALL HEAD, PM734 - 12/14 - @ 36mm - XL neck

Periodo de vida util: Protesis: 5 afos
Instrumental: No Aplica

Condicion de uso: Uso exclusivo a profesionales e instituciones sanitarias
Fuente de obtencidn de la materia prima de origen bioldgico: No Aplica

Forma de presentacién: Protesis: Por unidad
Instrumental: En caja contenedora.

Método de esterilizacién: -Radiacién u Oxido de Etileno (Codigos 1 a 45y 95 a 137 y 184 a 263)
Reemplazo acetabular (Bl ARTUCULAR CUP, MODULAR BI-ARTICULAR CUP, BI-ARTICULAR
CUP MODULAR: Insert)

Reemplazo acetabular (JUMP SYSTEM UHMWPE INSERT)

Reemplazo acetabular (JUMP SYSTEM Cemented Cup)
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-Radiacion (Codigos 46 a 94y 176 a 183 y 264 a 352)

Reemplazo acetabular (JUMP SYSTEM CUP -W/holes HaX-Pore, JUMP SYSTEM: Polar Plug,
JUMP SYSTEM PE CUP -W/holes HaX-Pore, JUMP SYSTEM TRASER Cup, JUMP SYSTEM
TRASER Revision Cup)

Reemplazo acetabular (JUMP FIX. SCREW - Flat head)

Reemplazo femoral (EXACTA PLUS Femoral Stem, EXACTA PLUS LATERAL Femoral Stem,
EXACTA S PLUS Femoral Stem, EXACTA S PLUS LATERAL Femoral Stem, BALL HEAD,
BIOLOX DELTA - 12/14, BALL HEAD, CR-CO - 12/14, BALL HEAD, PM734 - 12/14. -Oxido de
Etileno (Cddigos 138 a 175)

Reemplazo acetabular (JUMP SYSTEM VITAL-XE INSERT)

Nombre del fabricante: Permedica S.p.A.

Lugar de elaboracioén: Via Como 38, 23807 Merate (LC) Italia.

El responsable legal y su responsable técnico son responsables de la veracidad de la
documentacion e informacion presentada y declaran bajo juramento que el producto médico no ha
sufrido modificaciones segun Articulo 11° Disposicion 9688/19, que cumple y satisface los
Requisitos Esenciales de Seguridad y Eficacia (R.E.S.E.) previstos por la Disposicion ANMAT N°
11467/24.

La empresa mantiene en su establecimiento y a disposicién de la autoridad sanitaria la
documentacion requerida por disposicion ANMAT N° 64/25 y 9688/19

Firmado digitalmente por:

FERNANDEZ Mariana Inés Firmado digitalmente por:
Fecha y hora: 21.08.2025 09:55:02 SCHIANO Paula Alejandra
Responsable Legal Responsable Técnico
Firmay Sello Firma y Sello

La presente DECLARACION JURADA ha sido emitida de acuerdo con las previsiones de la
Disposicion ANMAT N° 9688/19, quedando inscripta la revalida en el Registro Nacional de
Productores y Productos de Tecnologia Médica (R.P.P.T.M.) a favor de SANABO S.A bajo el
numero PM 2367-6 siendo su nues(a/)vigencia hasta el 15 septiembre 2030

/A

anMaAt

TERRIZZANO Maria Lorena
CUIL 23242965604

Instituto Nacional de Productos Médicos ANMAT
Firma y Sello
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El presente certificado sera valido unicamente cuando se presente junto con las Disposiciones
previas del PM enunciadas anteriormente y sea verificado con su cédigo QR a través de la pagina

de ANMAT.

Fecha de emision: 12 agosto 2025

La validez del presente documento debera verificarse mediante el cddigo QR.

N° Identificatorio Tramite: 69602
Tramitada por Expediente N°: 1-0047-3110-005053-25-9
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