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	GENERAL DOCUMENT

	
	DAIRY ANNEX
SAG DOCUMENTARY ASSESSMENT PROCESS FOR DAIRY ESTABLISHMENTS FOR HUMAN CONSUMPTION






The purpose of this document is to collect and organize the background information required for the assessment of establishments interested in being approved to export dairy products to Chile, during specific contingencies. The proper completion of this document must be verified by the official competent authority.

I. INFORMATION ON THE ESTABLISHMENT MANUFACTURING DAIRY PRODUCTS FOR HUMAN CONSUMPTION:
	Legal name
	

	Official number
	

	Address
	

	City/state/province
	

	Country
	

	Person in charge of the Quality Assurance System
	

	Telephone
	

	Email
	

	Legal representative
	

	Telephone
	

	Email
	

	Establishment activity
	

	Requested products
	



	Animal species
	



II. ATTACH THE FOLLOWING DOCUMENTS (all documents must be validated and reviewed by the official competent authority):

1. TECHNICAL DATA SHEET OF THE PRODUCT(S):

a) Product identification.
b) List of ingredients, including additives and percentage composition.
c) Shelf life of the product.
d) Storage and transport conditions.
e) Product label.
f) Any product information that provides clarity regarding its characteristics.

2. FLOW CHART OF THE PRODUCT(S):

a) Systematically and sequentially represent the stages or operations carried out in the manufacture of the product, identifying those control measures used to prevent or eliminate a food safety hazard or reduce it to an acceptable level.

b) ESTABLISHMENT LAYOUT: Include flows of personnel, raw materials, products, and waste.

III. QUALITY ASSURANCE SYSTEM:

1. Indicate each of the COMPONENTS OF THE QUALITY ASSURANCE SYSTEM, which may be requested by SAG during the remote assessment:

a) SSOP (Sanitation Standard Operating Procedures - SSOP: e.g., cleaning and sanitization program for equipment, utensils, and structures).

b) SOP (Standard Operating Procedures - SOP: e.g., traceability program).

c) HACCP (Hazard Analysis and Critical Control Points System): Describe the established Critical Control Points (CCPs), detailing for each of them:

· Hazard to be controlled.
· Control measure.
· Monitoring.
· Verifications
· Corrective actions established in the event of deviations.

d) THERMAL TREATMENT CONTROL MEASURE (PASTEURIZATION OR OTHER):

· Attach the documentation supporting the validation of the control measure corresponding to the thermal treatment applied.
· Describe and technically justify the established frequency for performing the alkaline phosphatase test on pasteurized milk. Attach the results of the last three tests performed.
· Describe and technically justify the established frequency for calibrating the temperature sensors (PT100), flow meters, and pressure sensors associated with the thermal treatment equipment. Attach the certificates of the latest calibrations performed.
· Describe and technically justify the established frequency for verifying the operation of the diversion valve. Attach the records corresponding to the last 3 verifications performed.

2. SUPPLIER CONTROL PROGRAM, specify for raw materials of animal origin:

a) Number of suppliers.
b) Frequency of assessment and aspects considered in such assessment (e.g., dairy farms or milk farms).

If the manufacturing establishment uses, as raw material, a product from another establishment, whether domestic or imported, complete the following table for the establishment(s) of origin:

	Legal name
	Official number
	Raw material
	Country/State/Province of origin

	
	
	
	

	
	
	
	



3. PRODUCT TRACEABILITY PROGRAM, briefly describe the following:

a) Traceability exercises conducted during the current year for each of the products. Attach the latest exercise conducted for each of the requested products).
b) Indicate the complaints received during the last two years, stating quantity, cause, product involved, corrective actions, and closure status.
c) Detail how the identification and control of the origin of raw materials, whether domestic or imported, is ensured.

4. PREVENTIVE MAINTENANCE PROGRAM FOR CRITICAL EQUIPMENT (IF APPLICABLE):

a) Describe the preventive maintenance program for the thermal treatment equipment, indicating the activities included, the frequency of performance, and the associated records.
b) Attach supporting documentation for the maintenance performed on the thermal treatment equipment during the current year.
	
5. STORAGE OF RAW MATERIALS AND FINISHED PRODUCT:
a) Indicate the temperature limits established for the receipt of raw materials of animal origin and the corrective actions defined for any deviations. (When applicable, according to the type of product).
b) Indicate whether storage of the finished product (refrigerated, frozen, or at room temperature) is carried out in the same establishment or in an external facility. Specify the temperature limits established for its storage. If storage is carried out in a different establishment, indicate the competent sanitary authority responsible for its control.
IV. ESTABLISHMENT COMPLIANCE REQUIREMENTS
The official authority must complete the following checklist, verifying proper compliance with the establishment requirements:
	Legal Basis
	Requirement
	Result 
(C / NC / NA)


	Exempt Resolution No. 4,027/2023
	Establishments of origin

	1
	The establishment where the milk or dairy products have been processed is authorized by the competent sanitary authority of the country of origin.
	☐ C   ☐ NC   ☐ NA
Observations:


	2
	If the dairy raw materials or dairy derivatives used to manufacture the products originate from a third country, they come from establishments approved to export to Chile, in accordance with current regulations, and are included in the list of establishments authorized by Chile.
	☐ C   ☐ NC   ☐ NA
Observations:


	3
	The establishment where the milk or dairy products have been processed has a properly implemented traceability program that guarantees determination of the farm of origin of the raw material.
	☐ C   ☐ NC   ☐ NA
Observations:


	Exempt Resolution No. 4,027/2023
	Farms of origin of the raw material

	4
	The milk or dairy products must be processed from milk from animals from farms that are not subject to sanitary restrictions for foot-and-mouth disease; the same condition must be met within a 10 km radius.
	☐ C   ☐ NC   ☐ NA
Observations:


	Exempt Resolution No. 4,027/2023
	Product and treatment

	5
	The milk used to manufacture the dairy products, when originating from a country or zone recognized by Chile as free from foot-and-mouth disease and/or Peste des Petits Ruminants (the latter disease only if the product is of caprine or ovine origin), was pasteurized
	☐ C   ☐ NC   ☐ NA
Observations:


	6
	The milk used to manufacture the dairy products, when originating from a country or zone not recognized by Chile as free from foot-and-mouth disease and/or Peste des Petits Ruminants (the latter disease only if the product is of caprine or ovine origin), was subjected to one of the following treatments:
- High-temperature short-time pasteurization twice consecutively, or 
- High-temperature short-time pasteurization combined with another physical treatment (for example: maintaining a pH of 6 for at least one hour, or additional heating to at least 72 °C followed by drying, or 
- UHT treatment combined with another of the physical treatments described in this section.



	☐ C   ☐ NC   ☐ NA
Observations:


	7
	Only cheeses that have undergone a minimum maturation process of 60 days, originate from a country free from foot-and-mouth disease with or without vaccination, and have been manufactured with milk obtained from farms free from brucellosis (Brucella spp.) and tuberculosis (Mycobacterium bovis) are exempt from the pasteurization requirement.
	☐ C   ☐ NC   ☐ NA
Observations:


	8
	After treatment, the necessary precautions are taken to avoid contact of the milk and dairy products with infectious agents and to preserve their physical and chemical characteristics.
	☐ C   ☐ NC   ☐ NA
Observations:


	9
	First-use packaging made of material that does not alter or contaminate the products is used for product packaging; the products have been sealed and labeled.
	☐ C   ☐ NC   ☐ NA
Observations:


	10
	The labeling is included on the package received by the consumer, identifying the country of origin, the manufacturing establishment (name and official number of the establishment), the product, and the production lot.

	☐ C   ☐ NC   ☐ NA
Observations:


	Exempt Resolution No. 4,027/2023
	Transport and certification

	11
	The transport of milk and dairy products from the establishment of origin to their destination in Chile shall be carried out in vehicles or compartments that ensure maintenance of their sanitary and hygienic condition.
	☐ C   ☐ NC   ☐ NA
Observations:


	Decree No. 977/1996
	Establishment

	12
	Article 22.- The establishment is located in an area away from sources of unhealthiness, objectionable odors, smoke, dust, and other contaminants and is not exposed to flooding.
	☐ C   ☐ NC   ☐ NA
Observations:


	13
	Article 23.- Access roads and circulation areas have a hard, paved, or treated surface that controls the presence of environmental dust.
	☐ C   ☐ NC   ☐ NA
Observations:


	14
	Article 24.- Buildings and facilities are designed to ensure hygienic conditions and smooth process flow.
	☐ C   ☐ NC   ☐ NA
Observations:


	15
	Article 24.- The establishment ensures smooth process flow from receipt of raw materials to finished product and ensures appropriate temperature conditions for the process and the product.
	☐ C   ☐ NC   ☐ NA
Observations:


	16
	Article 24.- Raw materials, food in process, finished products, and packaging are protected against contamination and alteration.
	☐ C   ☐ NC   ☐ NA
Observations:


	17
	Article 24 letter a).- The establishment has an area for receipt, selection, cleaning, and preparation of raw materials.
	☐ C   ☐ NC   ☐ NA
Observations:


	18
	Article 24 letter b).- The establishment has an area intended for production.
	☐ C   ☐ NC   ☐ NA
Observations:


	19
	Article 24 letter c).- The establishment has areas for storage of raw materials, packaging, labels, food in process, and finished products.
	☐ C   ☐ NC   ☐ NA
Observations:


	20
	[bookmark: _GoBack]Article 25 letter a).- Floors are impermeable, non-absorbent, washable, non-slip, non-toxic, crack-free, and easy to clean.
	☐ C   ☐ NC   ☐ NA
Observations:


	21
	Article 25 letter a).- Floors have sufficient slope for liquid drainage when applicable.
	☐ C   ☐ NC   ☐ NA
Observations:


	22
	Article 25 letter b).- Walls are impermeable, non-absorbent, washable, non-toxic, and light-colored.
	☐ C   ☐ NC   ☐ NA
Observations:


	23
	Article 25 letter b).- Walls are smooth, crack-free, and easy to clean and disinfect.
	☐ C   ☐ NC   ☐ NA
Observations:


	24
	Article 25 letter c).- Ceilings prevent the accumulation of dirt and minimize condensation and the formation of mold and cracks, and are easy to clean.
	☐ C   ☐ NC   ☐ NA
Observations:


	25
	Article 25 letter d).- Windows and openings prevent the accumulation of dirt.
	☐ C   ☐ NC   ☐ NA
Observations:


	26
	Article 25 letter d).- Opening windows have protection against vectors.
	☐ C   ☐ NC   ☐ NA
Observations:


	27
	Article 25 letter d).- Window sills have a slope to prevent their use as shelves.
	☐ C   ☐ NC   ☐ NA
Observations:


	28
	Article 25 letter e).- Doors have smooth and non-absorbent surfaces.
	☐ C   ☐ NC   ☐ NA
Observations:


	29
	Article 25 letter e).- Doors have automatic closing when applicable.
	☐ C   ☐ NC   ☐ NA
Observations:


	30
	Article 25 letter f).- Stairs, platforms, ramps, and auxiliary structures do not constitute a source of contamination.
	☐ C   ☐ NC   ☐ NA
Observations:


	31
	Article 25 letter f).- Ramps have inspection grilles and are removable for cleaning.
	☐ C   ☐ NC   ☐ NA
Observations:


	32
	Article 25 letter g).- Elevated structures prevent contamination due to condensation or dripping.
	☐ C   ☐ NC   ☐ NA
Observations:


	33

	Article 25 letter h).- Coatings in contact with food do not transfer toxic substances or contaminants.
	☐ C   ☐ NC   ☐ NA
Observations:


	34
	Article 26.- The food preparation area is separated from living quarters, sanitary services, changing rooms, and waste areas.
	☐ C   ☐ NC   ☐ NA
Observations:


	35
	Article 27.- The establishment has an abundant supply of potable water.
	☐ C   ☐ NC   ☐ NA
Observations:


	36
	Article 27.- Potable water storage and distribution facilities are protected against contamination.
	☐ C   ☐ NC   ☐ NA
Observations:


	37
	Article 28.- Ice in contact with food is manufactured, handled, and stored in a manner protected against contamination.
	☐ C   ☐ NC   ☐ NA
Observations:


	38
	Article 29.- Steam used in direct contact with food does not contain contaminating substances.
	☐ C   ☐ NC   ☐ NA
Observations:


	39
	Article 30.- Potable and non-potable water networks are completely separated and identified.
	☐ C   ☐ NC   ☐ NA
Observations:


	40
	Article 31.- The establishment has an effective wastewater disposal system.
	☐ C   ☐ NC   ☐ NA
Observations:


	41
	Article 31.- The disposal system is maintained in good working order.
	☐ C   ☐ NC   ☐ NA
Observations:


	42
	Article 32.- The establishment has changing rooms and sanitary services that are adequately located and sufficient in number.
	☐ C   ☐ NC   ☐ NA
Observations:


	43
	Article 32.- Sanitary services are illuminated, ventilated, and have no direct communication with food handling areas.
	☐ C   ☐ NC   ☐ NA
Observations:


	44
	Article 32.- Handwashing sinks have cold and hot water, soap, and hygienic drying means.
	☐ C   ☐ NC   ☐ NA
Observations:


	45
	Article 32.- There are notices indicating the obligation to wash hands.
	☐ C   ☐ NC   ☐ NA
Observations:


	46
	Article 32.- Windows and openings have protective screens against vectors.
	☐ C   ☐ NC   ☐ NA
Observations:


	47
	Article 33.- Processing areas have handwashing sinks with soap and hygienic drying means.
	☐ C   ☐ NC   ☐ NA
Observations:


	48
	Article 34.- The establishment has adequate lighting for food handling and control.
	☐ C   ☐ NC   ☐ NA
Observations:


	49
	Article 34.- Lighting meets the minimum levels established in the regulations. (540 lux at all inspection points, 220 lux in work rooms, 110 lux in other areas.)
	☐ C   ☐ NC   ☐ NA
Observations:


	50
	Article 34.- Lamps above food are protected against breakage and are easy to clean.
	☐ C   ☐ NC   ☐ NA
Observations:


	51
	Article 35.- The establishment has adequate ventilation to prevent excessive heat, condensation, and dust accumulation.
	☐ C   ☐ NC   ☐ NA
Observations:


	52
	Article 35.- Air circulation does not move from dirty areas to clean areas.
	☐ C   ☐ NC   ☐ NA
Observations:


	53
	Article 35.- Ventilation openings have removable and corrosion-resistant protections.
	☐ C   ☐ NC   ☐ NA
Observations:


	54
	Article 36.- There are separate facilities for storage of waste and non-edible materials.
	☐ C   ☐ NC   ☐ NA
Observations:


	55
	Article 37.- The establishment has adequate refrigeration equipment for food requiring cold storage.
	☐ C   ☐ NC   ☐ NA
Observations:


	56
	Article 37.- Refrigeration equipment has a thermometer or temperature recording device.
	☐ C   ☐ NC   ☐ NA
Observations:



V.  OBSERVATIONS

VI. RESULT OF THE ASSESSMENT BY THE COMPETENT AUTHORITY
Assessment result: ___________________ (Compliant/Non-compliant)

Competent authority




____________________________
Full name, signature, and stamp
Official Veterinarian
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