2025 - ANO DE LA RECONSTRUCCION DE LA
NACION ARGENTINA

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

ANEXO Il
DECLARACION DE CONFORMIDAD INICIAL — PM CLASE I-II

Numero de revision: 2763-5#0001
Numero de PM:

2763-5

Nombre Descriptivo del producto:

Jeringas para Insulina

Caddigo de identificacion y nombre técnico UMDNS:

13941 - Jeringas para Insulina

Clase de Riesgo:
Clase Il

Marca de (los) producto(s) médico(s):

Verifine

Modelos (en caso de clase Il y equipos):

1) Jeringa para Insulina

a) U-40:

Type 7:

ISY-7032806-40, ISY-7032808-40, ISY-7032812-40, 1SY-7032906-40, 1SY-7032908-40, ISY-
7032912-40, 1ISY-7033006-40, ISY-7033008-40, ISY-7033012-40, ISY-7033106-40, ISY-
7033108-40, ISY-7033112-40, ISY-7033206-40, 1ISY-7033208-40, ISY-7033212-40, ISY-
7052806-40, 1ISY-7052808-40, ISY-7052812-40, ISY-7052906-40, ISY-7052908-40, ISY-
7052912-40, 1ISY-70S3006-40, 1ISY-7053008-40, 1ISY-7053012-40, 1ISY-7053106-40, ISY-
7053108-40, ISY-7053112-40, ISY-7053206-40, ISY-7053208-40, ISY-7053212-40, ISY-
7102806-40, 1ISY-7102808-40, ISY-7102812-40, ISY-7102906-40, ISY-7102908-40, ISY-
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7102912-40, ISY-7103006-40, ISY-7103008-40, ISY-7103012-40, ISY-7103106-40, ISY-
7103108-40, ISY-7103112-40, ISY-7103206-40, ISY-7103208-40, ISY-7103212-40.
Type 8:

ISY-8032806-40, 1ISY-8032808-40, ISY-8032812-40, ISY-8032906-40, 1SY-8032908-40, ISY-
8032912-40, ISV-8033006-40, 1S¥-8033008-40, ISY-8033012-40, 1ISY-8033106-40, ISY-
8033108-40, ISY-8033112-40, ISY-8033206-40, 1SY-8033208-40, ISY-8033212-40, ISY-
8052806-40, 1ISY-8052808-40, ISY-8052812-40, ISY-8052906-40, ISY-8052908-40, ISY-
8052912-40, 1ISY-8053006-40, ISY-8053008-40, 1ISY-8053012-40, ISY-8053106-40, ISY-
8053108-40, ISY-8053112-40, ISY-8053206-40, ISY-8053208-40, 1ISY-8053212-40, ISY-
8102806-40, 1ISY-8102808-40, ISY-8102812-40, 1ISY-8102906-40, ISV-8102908-40, ISY-
8102912-40, 1ISY-8103006-40, ISY-8103008-40, 1ISY-8103012-40, ISY-8103106-40, ISY-
8103108-40, 1ISY-8103112-40, ISY-8103206-40, 1SY-8103208-40, ISY-8103212-40.

b) U-100:

ISY-7032806-100, JSY-7032808-100, ISY-7032812-100, ISY-7032906-100, ISY-7032908-100,
ISY-7032912-100, ISY-7033006-100, ISY-7033008-100, ISY-7Qi33012-100, ISY-7033106-100,
ISY-7033108-100, 1ISY-7033112-100, ISY-7033206-100, ISY-7033208-100, ISY-7033212-100,
ISY-7052806-100, 1ISY-7052808-100, ISY-7052812-100, ISY-7052906-100, ISY-7052908-100,
ISY-7052912-100, 1ISY-7053006-100, ISY-7053008-100, ISY-7053012-100, ISY-7053106-100,
ISY-7053108-100, 1ISY-7053112-100, ISY-7053206-100, ISY-7053208-100, ISY-7053212-100,
ISY-7102806-100, 1ISY-7102808-100, ISY-7102812-100, ISY-7102906-100, ISY-7102908-100,
ISY-7102912-100, 1ISY-7103006-100, ISY-7103008-100, ISY-7103012-100, ISY-7103106-100,
ISY-7103108-100, ISY-7103112-100, ISY-7103206-100, ISY-7103208-100, ISY-7103212-100.
U-100:

ISY-8032806-100, 1SY-8032808-100, 1ISY-8032812-100, ISY-8032906-100, 1ISY-8032908-100,
ISV-8032912-100, 1SY-8033006-100, 1ISY-8033008-100, ISY-8033012-100, ISY-8033106-100,
ISY-8033108-100, 1ISY-8033112-100, ISY-8033206-100, t5Y-8033208-1100, ISY-8033212-100,
ISY-8052806-100, 1SY-8052808-100, ISY-8052812-100, 1SY-8052906-100, 1ISY-8052908-100,
ISY-8052912-100, 1SY-8053006-100, 1ISY-8053008-100, ISY-8053012-100, ISY-8053106-100,
ISY-8053108-100, 1ISY-8053112-100, 1ISY-8053206-100, ISY-8053208-100, ISY-8053212-100,
ISY-8102806-100, ISY-8102808-100, ISY-8102812-100, 1SY-8102906-100, 1SY-8102908-100,
ISY-8102912-100, 1SY-8103006-100, 1ISY-8103008-100, ISY-8103012-100, ISY-8103106-100,
ISY-8103108-100, 'ISY-8103112-100, ISY-8103206-100, ISY-8103208-100, ISY-8103212-100.
2) Jeringa de Seguridad para Insulina

a) U-100:

MIS-032806-100, MIS-032808-100, MIS-032812-100, MIiS-032906-100, MIS-032908-100, MIS-
032912-100, MIS-033006-100, MIS-033008-100, MIS-033012-100, MIS-033106-100, MIS-
033108-100, MIiS-033112-100, MIS-033206-1!00, MIS-033208-1!00, MIS-033212-100, MIS-
052806-100, MIS-052808-100, MI,S-052812-I'00, MIS-052906-100, MIS-052908-100, MI,S-
052912-100, MI,S-053006-100, MIS-053008-100, MIS-053012-100, MIS-053106-100, MIS-
053108-100, MIS-053112-100, MIS-053206-100, MIS-053208-100, MIS-053212-100, MIS-
102806-100, MIS-102808-100, MIS-102812-100, MIS-102906-100, MIS-102908-100, MIS-
102912-100, MIS-103006-100, MIS-103008-100, MIS-103012-100, MIS-103106-100, MIS-
103108-100, MIS-103112-100, MIS-103206-100, MIS-103208-100, MIS-103212-100,

b) U-40:

MIS-052806-40, MIS-052808-40, MIS-052812-40, MIS-052906-40, MIS-052908-40, MIS-052912-
40, MIS-053006-40, MIS-053008-40, MIS-053012-40, MIS-053106-40, MIS-053108-40, MIS-
053112-40, MIS-053206-40, MIS-053208-40, MIS-053212-40, MIS-102806-40, MIS-102808-40,
MIS-102812-40, MIS-102906-40, MIS-102908-40, MIS-102912-40, MIS-103006-40, MIS-103008-
40, MIS-103012-40, MIS-103106-40, MIS-103108-40, MIS-103112-40, MIS-103206-40, MIS-
103208-40, MIS-103212-40.
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3) Aguja y Jeringa para Insulina Estéril

SNC-031812, SNC-031834, SNC-031858, SNC-031810, SNC-0318125, SNC-031815, SNC-
031820, SNC-031912, SNC-031934, SNC-031958, SNC-031910, SNC-0319125, SNC-031915,
SNC-031920, SNC-032012, SNC-032034, SNC-032058, SNC-032010, SNC-0320125, SNC-
032015, SNC-032020, SNC-032112, SNC-032134, SNC-032158, SNC-032110, SNC-0321125,
SNC-032115, SNC-032120, SNC-032212, SNC-032234, SNC-032258, SNC-032210, SNC-
0322125, SNC-032215, SNC-032220, SNC-032312, SNC-032334, SNC-032358, SNC-032310,
SNC-0323125, SNC-032315, SNC-032412, SNC-032434, SNC-032458, SNC-032410, SNC-
0324125, SNC-032415, SNC-032512, SNC-032534, SNC-032558, SNC-032510, SNC-0325125,
SNC-032515, SNC-032612, SNC-032634, SNC-032658, SNC-032610, SNC-0326125, SNC-
032615, SNC-032712, SNC-032734, SNC-032758, SNC-032710, SNC-0327125, SNC-032715,
SNC-032812, SNC-032834, SNC-032858, SNC-032810, SNC-032912, SNC-032934, SNC-
032958, SNC-032910, SNC-033012, SNC-033034, SNC-033058, SNC-033010, SNC-051812,
SNC-051834, SNC-051858, SNC-051810, SNC-0518125, SNC-051815, SNC-051820, SNC-
051912, SNC-051934, SNC-051958, SNC-051910, SNC-051912S, SNC-051915, SNC-051920,
SNC-052012, SNC-052034, SNC-052058, SNC-052010, SNC-0520125, SNC-052015, SNC-
052020, SNC-052112, SNC-052134, SNC-052158, SNC-052110, SNC-0521125, SNC-052115,
SNC-052120, SNC-052212, SNC-052234, SNC-052258, SNC-052210, SNC-0522125, SNC-
052215, SNC-052220, SNC-052312, SNC-052334, SNC-052358, SNC-052310, SNC-0523125,
SNC-052315, SNC-052412, SNC-052434, SNC-052458, SNC-052410, SNC-0524125, SNC-
052415, SNC-052512, SNC-052534, SNC-052558, SNC-052510, SNC-0525125, SNC-052515,
SNC-052612, SNC-052634, SNC-052658, SNC-052610, SNC-0526125, SNC-052615, SNC-
052712, SNC-052734, SNC-052758, SNC-052710, SNC-0527125, SNC-052715, SNC-052812,
SNC-052834, SNC-052858, SNC-052810, SNC-0529U,SNC-052934, SNC-052958, SNC-
052910,

SNC-053012, SNC-053034, SNC-053058, SNC-053010, SNC-101812, SNC-101834, SNC-
101858, SNC-101810, SNC-1018125, SNC-101815, SNC-101820, SNC-101912, SNC-101934,
SNC-101958, SNC-101910, SNC-1019125, SNC-101915, SNC-101920, SNC-102012, SNC-
102034, SNC-102058, SNC-102010, SNC-1020125, SNC-102015, SNC-102020, SNC-102112,
SNC-102134, SNC-102158, SNC-102110, SNC-102112S, SNC-102115, SNC-102120, SNC-
102212, SNC-102234, SNC-102258, SNC-102210, SNC-1022125, SNC-102215, SNC-102220,
SNC-102312, SNC-102334, SNC-102358, SNC-102310, SNC-1023125, SNC-102315, SNC-
102412, SNC-102434, SNC-102458, SNC-102410, SNC-1024125, SNC-102415, SNC-102512,
SNC-102534, SNC-102558, SNC-102510, SNC-1025125, SNC-102515, SNC-102612, SNC-
102634, SNC-102658, SNC-102610, SNC-1026125, SNC-102615, SNC-102712, SNC-102734,
SNC-102758, SNC-102710, SNC-1027125, SNC-102715, SNC-102812, SNC-102834, SNC-
102858, SNC-102810, SNC-102912, SNC-102934, SNC-102958, SNC-102910, SNC-103012,
SNC-103034, SNC-103058, SNC-103010, SNC-301812, SNC-301834, SNC-301858, SNC-
301810, SNC-3018125, SNC-301815, SNC-301820, SNC-30]'912, SNC-301934, SNC-301958,
SNC-301910, SNC-3019125, SNC-301915, SNC-301920, SNC-302012, SNC-302034, SNC-
302058, SNC-302010, SNC-3020125, SNC-302015, SNC-302020, SNC-302112, SNC-302134,
SNC-302158, SNC-302110, SNC-3021125, SNC-302115, SNC-302120, SNC-302212, SNC-
302234, SNC-302258, SNC-302210, SNC-3022125, SNC-302215, SNC-302220, SNC-302312,
SNC-302334, SNC-302358, SNC-302310, SNC-3023125, SNC-302315, SNC-302412, SNC-
302434, SNC-302458, SNC-302410, SNC-3024125, SNC-302415, SNC-302512, SNC-302534,
SNC-302558, SNC-302510, SNC-3025125, SNC-302515, SNC-302612, SNC-302634, SNC-
302658, SNC-302610, SNC-3026125, SNC-302615, SNC-302712, SNC-302734, SNC-302758,
SNC-302710, SNC-3027125, SNC-302715, SNC-302812, SNC-302834, SNC-302858, SNC-
302810, SNC-302912, SNC-302934, SNC-302958, SNC-302910, SNC-303012, SNC-303034,
SNC-303058, SNC-303010. SNC-501812, SNC-501834, SNC-501858, SNC-501810, SNC-
5018125, SNC-501815, SNC-501820, SNC-501912, SNC-501934, SNC-501958, SNC-501910,
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SNC-5019125, SNC-501915, SNC-501920, SNC-502012, SNC-502034, SNC-502058, SNC-
502010, SNC-5020125, SNC-502015, SNC-502020, SNC-502112, SNC-502134, SNC-502158,
SNC-502110, SNC-5021125, SNC-502115, SNC-502120, SNC-502212, SNC-502234, SNC-
502258, SNC-502210, SNC-5022125, SNC-502215, SNC-502220, SNC-502312, SNC-502334,
SNC-502358, SNC-502310, SNC-5023125, SNC-502315, SNC-502412, SNC-502434, SNC-
502458, SNC-502410, SNC-5024125, SNC-502415, SNC-502512, SNC-502534, SNC-502558,
SNC-502510, SNC-5025125, SNC-502515, SNC-502612, SNC-502634, SNC-502658, SNC-
502610, SNC-5026125, SNC-502615, SNC-502712, SNC-502734, SNC-502758, SNC-502710,
SNC-502712S, SNC-502715, SNC-502812, SNC-502834, SNC-S028S8, SNC-502810, SNC-
502912, SNC-502934, SNC-502958, SNC-502910, SNC-503012, SNC-503034, SNC-S03058,
SNC-503010.

Composicion cuali-cuanti porcentual exacta (si corresponde):

N/A

Indicaciéon/es autorizada/s:

Destinadas a la inyeccion subcutanea de insulina.

Periodo de vida util (si corresponde):

3 anos

Método de Esterilizacion (si corresponde):

Oxido de Etileno

Forma de presentacion:

Caja x 100

Condicién de uso:

Uso bajo prescripcién de profesional de la salud

Nombre del fabricante:

Promisemed Hangzhou Meditech CO., Ltd.

Lugar/es de elaboracién:
No.1388 Cangxing Street, Canggian Community, Yuhang
District, Hangzhou City, 311121 Zhejang,Republica Popular de China.

En nombre y representacién de la firma Drogueria Farmaquio S.R.L. , 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 Desempefio de Productos
Médicos por la Disposicion ANMAT N° 11467/24, que cumplen y se encuentra a disposicidon de la
Autoridad Sanitaria la documentacion técnica que contenga los requerimientos solicitados en el
Apéndice IV y V del Anexo del Reglamento Técnico aprobado por Disposicion ANMAT N° 64/25 y
Disposicion ANMAT N° 9688/19.
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CUMPLIMIENTO DE REQUISITOS ESENCIALES DE SEGURIDAD Y DESEMPENO.
DISPOSICION ANMAT N° 11467/24 Y GESTION DE RIESGO

LABORATORIO EIEECHA
ENSAYO/VALIDACION/GESTION DE RIESGO IN° DE EMISIO
PROTOCOLO N

EN ISO 10993-10: 2023

EN ISO 10093-12:2021

EN ISO 10993-18:2020

EN ISO 10993-18:2020/A1:20
EN ISO 10093-23:2021

EN ISO 11135:2014

EN ISO 11135:2014/ A1:2019
EN ISO 11607-1:2020

EN ISO 11607-1:2020/A1:2023
EN ISO 11607-2:2020

EN ISO 11607-2:2020/A1:2023 NC NC
EN ISO 11737-1:2018

EN ISO 11737-1:2018/A1:2021
EN ISO 11737-2:2020

EN ISO 13485:2016

EN ISO 13485:2016 /AC:2018

EN ISO 13485:2016 /A11:2021
EN ISO 14971:2019

EN ISO 14971:2019 /A11:2021
EN ISO 15223-1:2021

EN ISO 152231:2021/Amd.1:2025

El responsable legal y su responsable técnico son responsables de la veracidad de la
documentacion e informacién presentada y declaran bajo juramento mantener en su
establecimiento y a disposicion de la autoridad sanitaria la documentacion alli declarada y la que
establece la Disposicién 9688/19, bajo apercibimiento de lo que establece la Ley N° 16.463, el
Decreto N° 341/92 y las que correspondan del Codigo Penal en caso de falsedad.

En caso de inexactitud o falsedad de la informacion o documentacion, la Administracién Nacional
podra suspender, cancelar, prohibir la comercializacién y solicitar retiro del mercado de lo ya
autorizado e iniciar los sumarios que pudieran corresponder.
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LUGAR Y FECHA: Argentina, 03 diciembre 2025

Responsable Legal Responsable Técnico
Firma y Sello Firma y Sello

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

La presente DECLARACION DE CONFORMIDAD ha sido emitida de acuerdo con las previsiones
de la Disposicion ANMAT N° 9688/19, quedando inscripta en el Registro Nacional de Productores
y Productos de Tecnologia Médica (R.P.P.T.M.) a favor de Drogueria Farmaquio S.R.L. bajo el
numero PM 2763-5

Se autoriza la comercializacion del/los producto/s identificados en la presente declaracion de
conformidad en la Ciudad de Buenos Aires a los dias 03 diciembre 2025 la cual tendra una
vigencia de cinco (5) afios a contar de la fecha.

/%

aonMaAlt

TERRIZZANO Maria Lorena
CUIL 23242965604

/%

anmMat
BODNAR Andrea Veronica
. ., IL 27254978472 . . . s
Direccion dce:léva?uacslorgl dBe I%eglstro Instituto Nacional de Productos Médicos
Firma y Sello Firma y Sello
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/%

anMaAt

ORTIZ Andrea Melina
CUIL 27367241522

Cddigo "N°rev legajo#version” vigente a partir de 07/02/22, reemplaza la anterior codificacion.
La validez del presente documento debera verificarse mediante el cédigo QR.

Tramitada por Expediente N°: 1-0047-3110-006760-25-7

/%

anMaAt

ABRIOLA Leticia Adriana
CUIL 27323186494

/% /a

anMaAt anmat
CHAVES Marcos Daniel MERCADO Alfonso Javier
CUIL 20200271522 CUIL 20244398562
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