RESOLUTION RDC N°- 25, FROM MAY 21st 2009
OFFICIAL GAZETTE 22/05/09

Establishing the type of implementation of the requisites for the Best Manufacturing Practices Certificate for the registry of Health Products of the National Sanitary Surveillance Agency (ANVISA).

The collegiate Executive Board of the National Sanitary Surveillance Agency, e using the power conferred upon it by Subparagraph IV of article 11 of the Regulation approved by the Law Decree nº 3.029 from April 16,  1999, and

taking into account the provisions of subparagraph II and on paragraphs 1 and 2 of article 54 of the Internal Rules approved under the terms of Attachment I of the Ordinance n° 354 of ANVISA from August 11, 2006, republished on the Official Gazette on August 21st 2006, in meeting held on May 19, 2009, and

taking into consideration the provisions of Resolution RDC/ANVISA N° - 59 from June 27, 2000, on the adoption of the Best Manufacturing Practices by the health products manufacturing companies; and

taking into consideration the provisions of Resolution RDC ANVISA N°- 167 from July 2, 2004 and 


the ordinance SVS N°- 686 from August 27, 1998, on the adoption of the Best Manufacturing Practices by the manufacturing companies of “in vitro” diagnosis products; and

considering the provisions of the law Decree  N°-3.961 from October 10, 2001, which supplements the Decree N°- 79.094 from January 5, 1977, which regulates the Law 6.360 from September 23, 1976, establishing the requirements of the Best Manufacturing Practices and Control Certificate – CBPFC; and

considering the need to become adequate with the operational technical capacity of the Sanitary Surveillance System for meeting the whole demands and at the same time, making the quality system feasible in the sphere of the companies; adopts the following Resolution of Collegiate Board of Directors and I, Director-President, order its publication:

Article 1 The type of implementation of the requirement of the Best Manufacturing Practices Requirements for the registry of Health Products from the National Sanitary Surveillance Agency– ANVISA.
Article 2 The Best Manufacturing Practices Certificate should be presented along with the petition for the registry of Health Products.

Article 3 Are subject to the requirements comprised in article 2:
I - The equipments and materials classified on the two greater risk classes, III and IV;

II – The products for in vitro diagnosis classified on the classes of greater risk II, III and IIIa. 

Sole Paragraph. The equipments and materials classified on the classes of lower risk which are comprised in the list of exceptions (See IN7 at the end of this document) of the registration regime, for the effects of this RDC, are equivalent to the indications of subparagraph I.

Article 4  For the registered products, in relation to those which the Best Manufacturing Practices certificate was not presented, it should be presented to along with the petition for revalidation of the registry or whenever change/inclusion of the manufacturing place occurs.
Article 5  This Resolution is effective 365 (three hundred sixty five) days after its publication. 

NATIONAL HEALTH INSPECTION AGENCY

RULING STRUCTURES N°-7 FROM JUNE 17th 2009

OFFICIAL GAZETTE 18/06/2009
Establishes the relation of medical equipments and health use materials which are not classified in a registered status, remaining obliged to register at ANVISA. 

The Director-President of the National Health Inspection Agency, using the powers conferred to him by the Designation Decree, from January 4, 2008, form the President of the Republic, and subparagraph X of the article 13 from the Rules of ANVISA, approved by the Decree n° 3.029 from April 16, 1999, taking into consideration the provisions of subparagraph VIII of article 16 and on the subparagraph , § 2 of article 55 of ANVISA’s Internal Rules, approved under the terms of Attachment  I of the Ordinance n° - 354 from August 11, 2006, republished on the Official Gazette from August 21st 2006, and taking into consideration the need of constant improvement on the actions of sanitary control in the area of health products, aiming at protecting the health of the population; considering the provisions of Resolution – RDC ANVISA n°-24 from May 21, 2009; considering that the issue was submitted to the appreciation of the Collegiate Board of Directors which approved it in a meeting held on June 16, 2009, resolves:
Article 1  To establish the relation between the medical equipments and materials of medical use which are an exception on the registration regime at the National Sanitary Surveillance Agency– ANVISA, remaining obliged the requirement of registry, as per the Attachment of this Ruling Instructions.

Sole paragraph. The relation of exception indicated on the attachment shall be updated whenever it is justified by technical and scientific information on the risks to health which are related to the technologies or to its use.

Article 2  This Ruling Instruction is effective on the date of its publication.

DIRCEU RAPOSO DE MELLO

ATTACHMENT
LIST OF MEDICAL EQUIPMENTS AND MATERIALS OF USE IN HEALTH WHICH REMAIN REQUIRED TO REGISTER AT ANVISA
1 – List of medical equipment and materials of use in health, classified on the classes of risk I and II, which are not subject to the registration regime, thus remaining the registry requirement. Electric equipments under the regime of Health Inspection including its parts and accessories: 

1.1.1. – Destined to aesthetics and beautification and which have the application of power or potentially dangerous forms substances as a way of functioning, considering the nature and the place of application of the power or substance;

1.1.2. -  Destined to medical, physiotherapist and dental uses, which are linked to the electric network or have an internal powering source, and that establish a direct contact with the patient; and

1.1.3 -  Indicated as follows:

1.1.3.1 Device for disinfection of medical productions; 

1.1.3.2 – Device for the sterilization of beautifying or aesthetic products;

1.1.3.3 – Device for the sterilization of medical products;
1.1.3.4 - Freezers and refrigerators for blood pouches, human biological tissues, organs destined to transplantation and fluids to be administered by the human body;

1.1.3.5 – Centrifuge for blood pouches;

1.1.3.6 -  Processor of blood components;

1.1.3.7 – Heater for blood pouches;

1.1.3.8 – Surgery microscope;

1.1.3.9 – Software which performs the processing of medical images;

1.1.3.10  - Automatic equipment for in-vitro diagnosis as: biochemical analyzer, glucose measurer etc.;

1.1.3.11 - Active applicator of medicines as insulin applicator, hormones applicator etc.;

1.1.3.12  - Reprocessor and hemodyalizer; and

1.1.3.13 - Pneumatic surgery motor.

1.2 - Materials for use in health:

1.2.1 -
Products subject to compulsory certification;

1.2.2 – Products containing liquids, gels, pastes or creams; and 

1.2.3 – Indicated as follows:

1.2.3.1 – Components and threads for orthodontia;
1.2.3.2 – Gear for blood and hemoderivatives;

1.2.3.3 – Gear for infusion pump;

1.2.3.4 – Filters for hepatic dialysis;
1.2.3.5 – Filters for hemodialysis;

1.2.3.6 – Filters for removal of blood derivatives; 

1.2.3.7 – Stitching threads;

1.2.3.8 – Instruments destined to the invasive or surgical use for cutting, piercing, sawing, milling, refining, scratching, stapling, removing, tweezing or performing any other similar procedure, with or without connection with any active medical product;
1.2.3.9 
– Contact Lenses;

1.2.3.10 - Masks for special use (N95 Type);

1.2.3.11  - Implanting materials for the teeth (Ex: resins, amalgams, grouts 
and cores);

1.2.3.12  - Implants measurer;

1.2.3.13  - Aphaeresis systems in plastic pouches;
1.2.3.14  - Clinical thermometer;

1.2.3.15  - Vestments for radiological protection;

1.2.3.16  - Extra-corporal circuits; and 

1.2.3.17  - Components for dental implants. 

