
 

 

 
 
 
 

   
Ministerio de Salud

Secretaria de Calidad en Salud
A.N.M.A.T.

2026 - AÑO DE LA GRANDEZA ARGENTINA

ANEXO II

DECLARACIÓN DE CONFORMIDAD INICIAL – PM CLASE I- II

Número de revisión: 2990-1#0001  

Número de PM:

2990-1  

Nombre Descriptivo del producto:

Fresas dentales

Código de identificación y nombre técnico UMDNS:

10-521 - Fresas, dentales

Clase de Riesgo:
Clase II 

Marca de (los) producto(s) médico(s):

G & Z

Modelos (en caso de clase II y equipos):

2879-104-014-N, 368-204-016-3.5, 368-204-020-4.6, 368-204-023-5, 368-314-010-3.5, 368-314-
012-3.5, 368-314-014-3.5, 368-314-016-3.5, 368-314-018-4.5, 368-314-020-5, 368-314-021-5,
368-314-023-5, 369-314-025-5,5, 369-315-025-5,5, 369XXL-317-025-5,5, 371-314-023-4,5, 379-
104-050-C, 379-204-023-4.3, 379-314-012-3, 379-314-014-3, 379-314-016-3, 379-314-018-3.4,
379-314-020-4.2, 379-314-021-4.2, 379-314-023-4.5, 379-314-023-5, 379-314-027-5, 379-314-
029-5,5, 379L-314-012-F, 379L-314-012-XF, 379L-314-016-F, 379L-314-016-XF, 379L-314-023-
C, 379L-315-014-3, 379L-315-014-3-C, 379L-315-023-4.3, 379XL-316-012-3,5, 379XL-316-016-
3,5, 379XL-316-016-3,5-F, 379XL-316-016-6, 379XXL-314-023-F, 379XXL-314-023-N, 379XXL-
317-012-3,5, 379XXL-317-016-3,5, 379XXL-317-016-6, 379XXL-317-016-6-C, 381L-314-016-UF,
381L-314-016-XF, 381XL-314-016-F, 381XL-314-016-UF, 381XL-314-016-XF, 390-314-014-3,
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390-314-016-3.5, 390L-314-014-3.5, 392-314-016-6, 392-314-016-8, 392-314-018-8, 392-314-
021-10, 398-104-050-C, 421-104-080, 6051-314-018-6, 6052-314-018-8, 6053-314-018-10, 6054-
314-018-6, 6055-314-018-8, 6055-314-018-8, 6056-314-018-10, 801-204-008, 801-204-009, 801-
204-010, 801-204-012, 801-204-014, 801-204-016, 801-204-018, 801-204-020, 801-204-021,
801-204-023, 801-204-026, 801-204-029, 801-204-033, 801-313-010, 801-313-012, 801-313-014,
801-313-016, 801-313-018, 801-314-008, 801-314-009, 801-314-010, 801-314-012, 801-314-014,
801-314-016, 801-314-018, 801-314-020, 801-314-021, 801-314-023, 801-314-025, 801-314-027,
801-314-029, 801-314-035, 801-314-042, 801L-314-010, 801L-314-012, 801L-314-014, 801L-
314-016, 801L-314-018, 801L-314-023, 801L-314-029, 801L-314-040, 801XL-316-010, 801XL-
316-012, 801XL-316-016, 801XXL-317-010, 801XXL-317-012, 801XXL-317-016, 802-104-010,
802-313-016, 802-314-008-2,5, 802-314-009-2,5, 802-314-010-2,5, 802-314-012-3, 802-314-014-
3, 802-314-016-3, 802-314-018-3,5, 802-314-021-4, 802-314-023-4,5, 802L-314-012, 802L-314-
014, 802L-314-016, 802L-314-018, 805-104-040, 805-204-010-1, 805-204-012-1.4, 805-204-014-
1.4, 805-204-016-1.4, 805-204-018-1.4, 805-204-021-1.7, 805-313-010-1, 805-313-012-1,2, 805-
313-016-1,4, 805-314-008-1, 805-314-009-1, 805-314-010-1, 805-314-012-1.2, 805-314-014-1.4,
805-314-016-1.4, 805-314-018-1.4, 805-314-021-1.7, 805-314-023-2,1, 806-104-012-3, 806-313-
010-2,2, 806-313-012-3, 806-314-009-2,2, 806-314-010-2,2, 806-314-012-3, 806-314-014-3,5,
806-314-016-3.5, 806-314-018-3,5, 806-314-023-4, 807-314-010-3, 807-314-012-4, 807-314-014-
4, 807-314-016-4, 807-314-018-5, 807-314-021-5, 807-314-023-6, 810-104-050-N, 811-314-031-
4, 811-314-033-4,2, 811-314-037-7, 811-314-048-7, 813-314-010-1.5, 813-314-012-1.5, 813-314-
014-1.5, 813-314-016-2, 813-314-018-2, 815-314-012-0.5, 815-314-016-0.7, 815-314-018-0.7,
815-314-022-0.8, 815-314-023-0,8, 815-314-026-1.0, 815-314-027-1,0, 815-314-031-1, 818-104-
035-N, 818-104-040, 818-104-050-N, 818-314-035-0.5, 818-314-040-0.5, 818-314-050-0.5, 820-
104-040, 822-314-008-2, 822-314-009-2, 822-314-010-2, 822-314-012-3, 825-314-018-0,8, 825-
314-023-0,9, 825-314-025-0,9, 830-313-012-2,7, 830-313-014-2.7-N, 830-314-008-2.8, 830-314-
009-2.8, 830-314-010-2.8, 830-314-012-2.8, 830-314-014-2.8, 830-314-016-2.8, 830-314-018-
2.8, 830L-314-010-4, 830L-314-012-4, 830L-314-014-5, 830L-314-016-5, 830L-314-018-5, 830L-
314-020-5, 830L-314-021-5, 830L-314-025-7, 830L-314-026-7, 830RL-314-010-4, 830RL-314-
012-4, 830RL-314-014-5, 830RL-314-016-5, 830RL-314-018-5, 830RL-314-026-7, 831-205-014-
7.2, 831L-206-014-7.2, 832-205-014-5.2, 832L-206-014-5.2, 833-314-021-3.5, 834-314-016-6,8,
834-314-021-6,8, 835-104-008-4, 835-204-010-4, 835-204-012-4, 835-204-014-4, 835-204-016-4,
835-313-008-3, 835-313-010-3, 835-313-012-4, 835-313-014-4, 835-313-016-4, 835-314-007-3,
835-314-008-3, 835-314-009-3, 835-314-010-4, 835-314-012-4, 835-314-014-4, 835-314-016-4,
835-314-018-4, 835KR-314-008-3, 835KR-314-010-4, 835KR-314-012-4, 835KR-314-014-4,
835KR-314-016-4, 836-204-012-6, 836-204-014-6, 836-314-008-6, 836-314-010-6, 836-314-012-
6, 836-314-014-6, 836-314-016-6, 836-314-018-6, 836-314-027-6, 836KR-314-008-6, 836KR-
314-010-6, 836KR-314-012-6, 836KR-314-014-6, 836KR-314-016-6, 836KR-314-018-6, 836R-
314-010-6, 837-104-018, 837-204-012-8, 837-204-014-8, 837-313-012-8, 837-313-016-8, 837-
314-010-8, 837-314-012-8, 837-314-014-8, 837-314-016-8, 837-314-018-8, 837KR-314-010-8,
837KR-314-012-8, 837KR-314-014-8, 837KR-314-016-8, 837KR-314-018-8, 837L-314-010-10,
837L-314-012-10, 837L-314-014-10, 837L-314-016-10, 837L-314-018-10, 838-314-008-3, 838-
314-009-4, 838-314-010-4, 838-314-012-4, 838-314-014-4, 838-314-016-4, 838-314-018-4, 839-
314-010-0,1, 839-314-012-0,1, 839-314-014-0,1, 839-314-016-0,1, 842-104-014-12, 842-104-
025, 842-314-012-12, 842-314-014-12, 842-314-018-12, 842L-314-014, 845-104-012, 845-204-
010-4, 845-204-012-4, 845-204-014-4, 845-204-016-4, 845-313-010-4, 845-313-012-4, 845-314-
009-3,1, 845-314-010-4, 845-314-012-4, 845-314-014-4, 845-314-016-4, 845KR-314-014-4,
845KR-314-016-4, 845KR-314-018-4, 845KR-314-021-4, 845KR-314-023-4, 845KR-314-025-4,
845R-104-040, 846-314-012-6, 846-314-014-6, 846-314-016-6, 846-314-016-7, 846-314-018-6,
846-314-023-7, 846-314-025-7, 846KR-314-014-6, 846KR-314-016-6, 846KR-314-018-6, 846S-
314-025-7, 847-204-012-8, 847-204-014-8, 847-313-012-8, 847-313-014-8, 847-313-016-8, 847-
313-018-8, 847-314-010-8, 847-314-012-8, 847-314-014-8, 847-314-016-8, 847-314-018-8, 847-
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314-023-8, 847-314-025-8, 847KR-314-014-8, 847KR-314-016-8, 847KR-314-018-8, 847KR-314-
023-8, 848-104-040, 848-204-016-10, 848-204-018-10, 848-313-016-10, 848-314-010-10, 848-
314-012-10, 848-314-014-10, 848-314-016-10, 848-314-018-10, 848-314-023-10, 848-314-031-
10, 848L-314-012-11.5, 848L-314-014-11,5, 848L-314-016-11,5, 848L-314-018-11,5, 849-204-
012-4, 849-204-016-4, 849-314-009-4, 849-314-010-4, 849-314-012-4, 849-314-016-4, 849-314-
018-4, 849-314-025-4, 850-204-012-10, 850-204-016-10, 850-313-016-10, 850-314-010-10, 850-
314-012-10, 850-314-014-10, 850-314-016-10, 850-314-018-10, 850-314-023-10, 850-314-025-
10, 850L-314-012-11,5, 850L-314-014-11,5, 850L-314-016-11,5, 850L-314-018-11,5, 850L-314-
023-11,5, 850N-314-014-10, 851-314-010-8, 851-314-012-8, 851-314-014-8, 851-314-016-8,
852-104-027, 852-204-023-6, 852-314-010-6, 852-314-012-6, 852-314-014-6, 852-314-016-6,
852-314-018-6, 852-314-023-6, 852-314-037-7, 853-314-008-3,5, 855-314-010-6, 855-314-012-6,
855-314-014-6, 855-314-016-6, 855-314-025-7, 856-313-014-8, 856-313-016-8, 856-314-010-8,
856-314-012-8, 856-314-014-8, 856-314-014-9, 856-314-016-7, 856-314-016-8, 856-314-016-9,
856-314-018-8, 856-314-018-9, 856-314-021-8, 856-314-021-9, 856-314-025-8, 856L-314-012-
10, 856L-314-014-10, 856L-314-016-10, 856L-314-018-10, 856L-314-021-10, 856N-314-014-8,
856N-314-016-8, 856N-314-018-8, 856P-314-018-8, 856P-314-021-8, 856XL-314-014-12,
856XL-314-016-12, 856XL-314-018-12, 857-314-012-10, 857-314-014-10, 857-314-016-10, 858-
314-010-8, 858-314-012-8, 858-314-014-8, 858-314-016-8, 858-314-018-8, 859-204-016-10, 859-
204-018-10, 859-313-010-10, 859-313-014-10, 859-313-016-10, 859-313-024-10, 859-314-010-
10, 859-314-012-10, 859-314-014-10, 859-314-016-10, 859-314-018-10, 859-314-021-10, 859-
314-024-10, 859L-314-008-11.5, 859L-314-010-11.5, 859L-314-012-11.5, 859L-314-014-11.5,
859L-314-016-11.5, 859L-314-018-11.5, 859SE-314-014-10, 860-104-050-N, 860-204-012-5,
860-204-014-XF, 860-204-016-5, 860-313-014-5, 860-314-010-5, 860-314-012-5, 860-314-014-5,
860-314-016-5, 861-314-010-6, 861-314-012-6, 861-314-014-6, 862-204-012-8, 862-204-016-8,
862-313-010-8, 862-313-012-8, 862-313-014-8, 862-313-016-8, 862-314-009-8, 862-314-010-8,
862-314-012-8, 862-314-014-8, 862-314-016-8, 862-314-018-8, 863-204-012-10, 863-204-016-
10, 863-314-010-10, 863-314-012-10, 863-314-014-10, 863-314-016-10, 863-314-018-10, 864-
314-012-12, 864-314-014-12, 864-314-016-12, 864-314-018-12, 869-314-010-4, 873-314-014-2,
874-314-010-2, 874-314-012-2, 877-314-008-6, 877-314-010-6, 877-314-012-6, 877-314-014-6,
877-314-016-6, 877K-314-012-6, 877K-314-014-6, 877K-314-016-6, 877K-314-018-6, 877K-314-
021-6, 878-314-008-8, 878-314-009-8, 878-314-010-8, 878-314-012-8, 878-314-014-8, 878-314-
016-8, 878-314-018-8, 878K-313-012-8, 878K-313-014-8, 878K-313-016-8, 878K-313-018-8,
878K-313-021-8, 878K-314-010-8, 878K-314-012-8, 878K-314-014-8, 878K-314-016-8, 878K-
314-018-8, 878K-314-021-8, 878K-314-023-8, 879-314-010-10, 879-314-012-10, 879-314-014-
10, 879-314-016-10, 879-314-018-10, 879K-314-012-10, 879K-314-014-10, 879K-314-016-10,
879K-314-018-10, 879K-314-021-10, 879K-314-023-10, 879L-314-012-12, 879L-314-014-12,
879L-314-016-12, 880-314-010-6, 880-314-012-6, 880-314-014-6, 880-314-016-6, 881-314-010-
8, 881-314-012-8, 881-314-014-8, 881-314-016-8, 881-314-018-8, 881-314-020-8, 881P-314-
018-8, 882-314-010-10, 882-314-012-10, 882-314-014-10, 882-314-016-10, 882-314-018-10,
884-314-010-6, 884-314-012-6, 884-314-014-6, 885-314-008-8, 885-314-010-8, 885-314-012-8,
885-314-014-8, 885-314-016-8, 885-314-018-8, 886-314-010-10, 886-314-012-10, 886-314-014-
10, 886-314-016-10, 886-314-018-10, 888-314-012-8, 889-314-009-3,5, 889-314-010-4, 898-314-
016-10,5, 899-314-021-6,5, 899-314-027-7, 899-314-031-7, 905-314-023-2,7, 905-314-027-2,9,
905-314-031-3,1, 909-314-040-1.5, 909-314-045-1.5, 909-314-055-2, C-815-314-027-1,0, F368-
204-020-5, G805-104-012-N, G805-104-018-N, G808-104-023-N, G842R-104-018-N, G858-104-
016-N, G859-104-012-N, G859-104-014-N, G859-104-018-N, TM1-314-010-0,6, TM2-314-010-1,
TM3-314-010-1,5, TM4-314-010-2,0, C132-204-008, C132-314-008, C132F-314-008, C132UF-
314-008, C133-314-010, C133F-314-010, C133UF-314-010, C134-314-014, C134F-314-014,
C134UF-314-014, C135F-314-014, C135UF-314-014, C141-105-027, C141-105-029, C141-105-
031, C141-105-035, C141-105-040, C141-105-050, C141-205-014, C141-205-016, C141-205-
018, C141-205-029, C141-205-031, C141-205-035, C141-205-040, C141-205-050, C141-206-
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010, C141-206-014, C141-206-016, C141-206-025, C141A-104-027, C141A-205-035, C151-316-
015, C151-317-015, C157-316-011, C157-316-016, C162-104-016-9, C162A-104-021, C163A-
104-014-5, C166-104-021, C166-205-021, C166-206-021, C166A-104-021, C166A-205-021,
C166A-206-021, C167-104-023-10, C1S-316-010, C1S-316-012, C1S-316-014, C1S-316-018,
C1SDR-204-014, C1SDR-204-016, C1SDR-204-018, C1SXM-204-027, C1SXM-204-029, C219-
104-023, C219-104-024, C21L-204-010, C2-204-008, C2-204-010, C22GK-204-016, C22GK-314-
016, C22GKL-204-016, C22GKL-315-016, C23-314-012-4,2, C23RSK-104-008, C23RSK-104-
009, C23RSK-104-010, C246-204-012, C246-314-009, C246-314-010, C246-314-012, C246L-
314-012, C246LUF-314-012, C247-314-007, C247-314-009, C247-314-010, C247-314-012,
C247F-314-007, C247F-314-009, C247UF-314-007, C247UF-314-009, C247UF-314-010, C248-
314-009, C248-314-012, C254A-104-012-6, C254A-205-012-6, C254A-206-012-6, C254A-316-
012-6, C254A-317-012-6, C262-104-016, C262-206-016, C262-316-016, C262-317-016, C267-
317-016, C269-104-016, C269-206-016, C269GK-316-016, C269GK-317-016, C269GKS-314-
016, C275-314-010, C275-314-012, C280-314-009, C281K-314-012, C282-204-010, C282-204-
012, C282-314-009, C282-314-010, C282-314-012, C282K-204-014, C282K-204-016, C282K-
314-014, C282K-314-016, C283-204-012, C283-314-010, C283-314-012, C283-314-014, C283K-
204-016, C283K-204-021, C283K-314-016, C283K-314-021, C284-204-014, C284-314-014,
C284K-314-018, C297-314-012, C297-314-014, C300-314-014, C300-314-021, C31-314-016,
C31-314-018, C31-314-021, C32L-314-010, C32L-314-012-4.2, C32LG-314-010, C32LG-314-
012, C34L-314-012-3,5, C34LE-314-010, C36RS-314-012, C379F-314-023, C38-314-010, C38-
314-012, C389-316-016, C38L-314-012, C47-314-010, C47-314-014, C47-314-018, C47L-314-
010, C47L-314-012, C47L-314-014, C47L-314-016, C48L-314-012, C48LF-314-012, C48LUF-
314-012, C49-314-010, C49-314-012, C49-314-014, C50-204-010, C50-314-010, C50-314-018,
C50A-314-010, C50AF-314-010, C50AUF-314-010, C560-317-008, C758-204-012, C758L-206-
012, C7L-204-010, CTI141-104-035, CTI141-205-023, CTI141A-104-014, CTI141A-104-018,
CTI141A-104-023, CTI141A-104-035, CTI141A-205-023, CTI162-104-016, CTI162A-206-016,
CTI162A-316-016, CTI162A-317-016, Erweiterer-1,0, Erweiterer-1,4, GSD1-315-016, H118L,
H118L-21, H118S, H118S-21, H218, H218-21, T21XR-204-012, T21XR-314-010, T21XR-314-
012, C1-104-004, C1-104-005, C1-104-006, C1-104-008, C1-104-010, C1-104-012, C1-104-014,
C1-104-016, C1-104-018, C1-104-021, C1-104-023, C1-104-027, C1-204-005, C1-204-006, C1-
204-008, C1-204-009, C1-204-010, C1-204-012, C1-204-014, C1-204-016, C1-204-018, C1-204-
021, C1-204-023, C1-204-027, C1-205-006, C1-205-008, C1-205-009, C1-205-010, C1-205-012,
C1-205-014, C1-205-016, C1-205-018, C1-205-021, C1-205-023, C1-205-027, C1-205-029, C1-
314-005, C1-314-006, C1-314-007, C1-314-008, C1-314-010, C1-314-012, C1-314-014, C1-314-
016, C1-314-018, C1-314-021, C1-314-023, C1-314-027, C1-315-010, C1-315-012, C1-315-014,
C1-315-016, C1-315-018, C1-315-021, C1-315-023, C1-316-008, C1-316-010, C1-316-014, C1-
316-016, C1-316-018, C1-316-023, C135-314-014-9, C1S-104-010, C1S-204-008, C1S-204-010,
C1S-204-012, C1S-204-014, C1S-204-016, C1S-204-018, C1S-204-021, C1S-204-023, C1S-204-
025, C1S-204-027, C1S-205-010, C1S-205-012, C1S-205-014, C1S-205-016, C1S-205-018,
C1S-205-021, C1S-205-023, C1S-205-027, C1S-314-008, C1S-314-010, C1S-314-012, C1S-314-
016, C1S-314-018, C1S-314-021, C1S-314-023, C1S-316-016, C1SXM-204-010, C1SXM-204-
012, C1SXM-204-014, C1SXM-204-016, C1SXM-204-018, C1SXM-204-021, C1SXM-204-023,
C1SXM-205-010, C1SXM-205-012, C1SXM-205-014, C1SXM-205-016, C1SXM-205-018,
C1SXM-205-021, C1SXM-205-023, C2-104-008, C2-104-010, C2-104-012, C2-104-014, C2-104-
016, C2-104-018, C2-104-021, C2-104-023, C21-104-008, C21-104-009, C21-104-010, C21-104-
012, C21-104-016, C21-104-018, C21-104-021, C21-104-023, C21-204-008, C21-204-010, C21-
204-012, C21-314-008, C21-314-009, C21-314-010, C21-314-012, C21-314-014, C21-314-016,
C21-314-018, C21-314-021, C21L-104-009, C21L-104-010, C21L-104-014, C21L-314-008, C21L-
314-009, C21L-314-010, C21L-314-012, C21R-204-008, C21R-204-010, C21R-204-014, C21R-
314-008, C21R-314-010, C21R-314-012, C21R-314-018, C2-204-012, C2-204-014, C2-204-016,
C2-204-021, C2-314-006, C2-314-008, C2-314-010, C2-314-012, C2-314-014, C2-314-016, C2-
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314-018, C2-314-023, C23-204-008, C23-204-010, C23-204-012, C23-204-014, C23-314-008,
C23-314-009, C23-314-010, C23-314-016, C23L-104-009, C23L-104-010, C23L-104-012, C23L-
314-009, C23L-314-010, C23L-314-012, C23R-204-012, C23R-204-014, C23R-204-016, C23R-
314-010, C23R-314-012, C23RL-314-010, C23RL-314-012, C23RSE-104-010, C269-316-016,
C269-317-016, C31-104-008, C31-104-010, C31-104-012, C31-104-014, C31-104-016, C31-104-
021, C31-104-023, C31-204-010, C31-204-012, C31-204-014, C31-204-016, C31-204-018, C31-
314-008, C31-314-009, C31-314-010, C31-314-012, C31-314-014, C31L-104-009, C31L-104-
010, C31L-104-012, C31L-314-009, C31L-314-010, C31L-314-012, C31R-104-010, C31R-104-
016, C31R-204-012, C31R-314-008, C31R-314-009, C31R-314-010, C31R-314-012, C31R-314-
014, C31R-314-016, C31R-314-018, C33-104-010, C33-104-012, C33-104-016, C33-104-023,
C33-314-009, C33-314-010, C33-314-012, C33-314-014, C33-314-016, C33L-104-009, C33L-
104-010, C33L-314-009, C33L-314-010, C33L-314-012, C41-314-018, C7-204-010, C7-204-014,
C7-204-016, C7-204-018, C7-314-008, C7-314-009, C7-314-010, C7-314-012-1.8, C7L-204-012,
C7L-204-014, C7L-314-008, C7L-314-010, C7L-314-012, C7L-314-014, C23SR-104-009, C141-
104-025, C141-104-027, C141-104-029, C141-104-031, C141-104-035, C141-104-040, C141-
104-050, C141-205-027, C141-206-018, C141-206-021, C141-206-023, C141-206-027, C141-
206-029, C141-206-031, C141-206-035, C141-206-040, C141-206-050, C141-316-009, C141-
316-010, C141-316-012, C141-316-014, C141-316-016, C141-316-018, C141-316-021, C141-
316-023, C141A-104-010, C141A-104-014, C141A-104-016, C141A-104-018, C141A-104-021,
C141A-104-023, C141A-104-031, C141A-104-035, C141A-104-040, C141A-104-050, C141A-
205-023, C141A-206-023, C151-104-015, C161-104-016, C161-205-016, C161-206-016, C161-
316-016, C162-205-016, C162-206-016, C162-316-016, C162-317-016, C162A-104-016, C162A-
205-016, C162A-206-016, C162A-316-016, C162A-317-016, C163A-104-016-6, C167-205-023,
C167-206-023, C267-104-016-9, CTI141-104-018, CTI141-104-023, GSD1-104-021, GSD1-104-
023, GSD1-204-018, GSD1-204-021, GSD1-314-021, STT249.314.016, C32LE-314-012, C34-
314-010, C34-314-012, C34L-314-010, C34LG-314-010, C34LG-314-012, C141-104-010, C141-
104-014, C141-104-016, C141-104-018, C141-104-021, C141-104-023, C141-204-010, C141-
204-018, C141-205-010, C141-205-023, C254-316-010, C254-317-010, C134S-314-014, C135S-
314-014, C141AC-104-023, C141AC-104-027, C141AC-104-031, C141AC-104-035, C141AC-
104-040, C141AC-104-050, C141AC-205-023, C141AC-206-023, C163A-205-014-5, C245-314-
008, C245PC-314-008, C246-204-009, C246-204-010, C246UF-314-009, C247F-314-010,
C254D-317-014, C254D-317-016, C30-314-006, C30-314-008, C30-314-009, C30-314-010, C30-
314-012, C30-314-014, C31PC-314-010, C31RPC-314-010, C31RPC-314-012, C336-314-016,
C33LGK-314-009, C35L-315-012, C375-314-012, C375-314-014, C375-314-016, C375R-314-
012, C375R-314-014, C375R-314-016, C375R-314-018, C375R-314-023, C377-314-010, C377-
314-012, C378-314-014, C378-314-016, C379-204-012, C379-204-014, C379-204-018, C379-
204-023, C379-314-012, C379-314-014, C379-314-018, C379-314-023, C379G-314-023,
C379GK-314-014, C379S-314-023, C379UF-204-018, C379UF-204-023, C379UF-314-014,
C379UF-314-018, C379UF-314-023, C390-204-014, C390-204-016, C390-204-018, C390-314-
014, C390-314-016, C390-314-018, C390S-314-018, C390UF-204-016, C390UF-314-016, C41-
204-010, C41-204-012, C41-204-014, C41-204-016, C41-204-018, C41-204-023, C41-204-027,
C41-204-031, C41-314-010, C41-314-012, C41-314-014, C41-314-016, C41-314-023, C41-314-
027, C41-314-031, C41UF-204-018, C41UF-314-018, C46-314-012, C46-314-014, C46-314-018,
C46-314-023, C48L-314-010, C48LS-314-012, C7-314-006, C747-205-010, C747L-206-010,
C7PC-314-008, C847KRG-314-016, C856G-314-016, GSD1-204-023, H1SNL-206-006, H1SNL-
206-008, H1SNL-206-010, C1-316-012, C1S-314-014, C1SXS-204-010, C1SXS-204-012,
C1SXS-204-014, C1SXS-204-016, C1SXS-204-018, C1SXS-204-021, C1SXS-204-023, C1SXS-
205-010, C1SXS-205-014, C1SXS-205-018, C1SXS-205-023, C207-314-012, C21R-204-012,
C23-204-016, C23R-314-016, C245-314-010, C245-314-012, C31L-204-012, C33-204-012, C33-
204-014, C33-314-018, C33XL-316-012, C36-314-010, C36-314-012, C36L-315-010, C36L-315-
012, C389-316-014, CUF48L-314-012, C141A-205-027, C141A-206-027, GSD1-204-016,
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379XXL-317-010-2, 818-314-033-0.5, 833-314-031-3.5, 909-314-037-1, 809-314-008, GSD1-314-
016, GSD1-314-018, 830-313-012-2,8, 846-204-016-6, 846-204-025-7, 850-204-014,
C850.314.016, C22GKL-205-016-8, C254A-316-012, C254A-317-012

Composición cuali-cuanti porcentual exacta (si corresponde):

no corresponde

Indicación/es autorizada/s:

Reducir, modificar y pulir piezas dentales y restauraciones.

Período de vida útil (si corresponde):

10 años

Método de Esterilización (si corresponde):

no corresponde

Forma de presentación:

Envase unitario, envase con 5 unidades, envase con 10 unidades

Condición de uso:

Uso exclusivo a profesionales e instituciones sanitarias

Nombre del fabricante:

G & Z Instrumente GmbH

Lugar/es de elaboración:
Montfortstrasse 1, 6890 Lustenau, Austria

 

En nombre y representación de la firma RUEDA CRISTIAN LUIS , el responsable legal y el
responsable técnico declaran bajo juramento que los productos médicos enumerados en el
presente Anexo, satisfacen los Requisitos Esenciales de Seguridad y Desempeño de Productos
Médicos por la Disposición ANMAT N° 11467/24, que cumplen y se encuentra a disposición de la
Autoridad Sanitaria la documentación técnica que contenga los requerimientos solicitados en el
Apéndice IV y V del Anexo del Reglamento Técnico aprobado por Disposición ANMAT N° 64/25 y
Disposición ANMAT Nº 9688/19.
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CUMPLIMIENTO DE REQUISITOS ESENCIALES DE SEGURIDAD Y DESEMPEÑO.
DISPOSICIÓN ANMAT N° 11467/24 Y GESTIÓN DE RIESGO

ENSAYO/VALIDACION/GESTION DE RIESGO
LABORATORIO/
N° DE
PROTOCOLO

FECHA
DE
EMISIÓ
N

1. 2. 3. 4. 5. 6. APLICA - ISO 13485 / 7.1. 7.2. APLICA - ISO
13485 / 7.3. 7.4. NO APLICA / 8.1. APLICA - ISO 13485 / 8.2.
8.3. 8.4. 8.5. 8.6. 8.7. NO APLICA / 9.1. 9.2. 9.3. APLICA-
ISO 13485 / 10. 11. 12. NO APLICA

NA NA

El  responsable  legal  y  su  responsable  técnico  son  responsables  de  la  veracidad  de  la
documentación  e  información  presentada  y  declaran  bajo  juramento  mantener  en  su
establecimiento y a disposición de la autoridad sanitaria la documentación allí declarada y la que
establece la Disposición 9688/19, bajo apercibimiento de lo que establece la Ley N° 16.463, el
Decreto N° 341/92 y las que correspondan del Código Penal en caso de falsedad.
En caso de inexactitud o falsedad de la información o documentación, la Administración Nacional
podrá suspender, cancelar, prohibir la comercialización y solicitar retiro del mercado de lo ya
autorizado e iniciar los sumarios que pudieran corresponder.

LUGAR Y FECHA: Argentina, 01 abril 2026

 
 
 
 

Responsable Legal
Firma y Sello

 
 
 
 

Responsable Técnico
Firma y Sello

   
Ministerio de Salud

Secretaria de Calidad en Salud
A.N.M.A.T.

La presente DECLARACIÓN DE CONFORMIDAD ha sido emitida de acuerdo con las previsiones
de la Disposición ANMAT Nº 9688/19, quedando inscripta en el Registro Nacional de Productores
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y Productos de Tecnología Médica (R.P.P.T.M.) a favor de RUEDA CRISTIAN LUIS  bajo el
número PM 2990-1
Se autoriza la comercialización del/los producto/s identificados en la presente declaración de
conformidad en la Ciudad de Buenos Aires a los días 01 abril 2026 la cual tendrá una vigencia de
cinco (5) años a contar de la fecha.

 

 

 

 
 
 
 

Dirección de Evaluación de Registro
Firma y Sello

 
 
 
 

Instituto Nacional de Productos Médicos
Firma y Sello

  

Código "N°rev legajo#version" vigente a partir de 07/02/22, reemplaza la anterior codificación.
La validez del presente documento deberá verificarse mediante el código QR.

Tramitada por Expediente N°: 1-0047-3110-000485-26-1

Página 8 de 8PM Número: 2990-1 Página 8 de 8

El presente documento electrónico ha sido firmado digitalmente en los términos de la Ley N° 25.506, el Decreto N° 2628/2002 y el Decreto N° 283/2003.-

Página 8 de 8

El presente documento electrónico ha sido firmado digitalmente en los términos de la Ley N° 25.506, el Decreto N° 2628/2002 y el Decreto N° 283/2003.-

Página 8 de 8

El presente documento electrónico ha sido firmado digitalmente en los términos de la Ley N° 25.506, el Decreto N° 2628/2002 y el Decreto N° 283/2003.-


		2026-04-02T16:06:08-0300
	LEHMANN Monica Alejandra


		2026-04-04T20:14:09-0300
	RUEDA Cristian Luis


		2026-04-13T14:37:45-0300
	Buenos Aires
	Firma de Documentos
 en el marco de trámites ante la ANMAT.


		2026-04-14T16:23:55-0300
	Buenos Aires
	Firma de Documentos
 en el marco de trámites ante la ANMAT.


		2026-04-16T11:56:21-0300
	Buenos Aires
	Firma de Documentos
 en el marco de trámites ante la ANMAT.




