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Eybna Technologies Ltd.

515146454

23 Pa'amei Aviv St, Givat Hen, 43905, Israel

Company Name

NIT Number

Mailing Address

General Information

1. Self Audit Form

+972 3 3741976

www.eybna.com

info@eybna.com

Terpene-based formulations

2014

20-30

6

1

1292

Ina Stelmah

Ina@eybna.com

Yes

Phone Number

Website

Email

Product Description or Service

Yaer of Establishment

Number of Employees

Number of Employees in Production

Number of Shifts

Square footage of the Facility

QC Contact Name

QC Contact Email

Is Your Organization ISO 9001: 2015 Certified?
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1. Quality Control System

Is there an established, maintained and documented quality system?

Is there a quality Assurance department?

Is quality assurance independent of production?

Is the quality manual kept current and available to employees, auditors, or customers?

Are records kept of all products that are produced?

Do you have an internal audit program?

Are there formal written procedures for all performed product tests?

Are the analytical methods validated?

Are records kept of all control results?

Do you use any contract laboratories?

If yes, for how long do you keep those records?

Do you have procedures covering the release or rejection of material?

Do you analyse each sample?

Are deviations and non-conformances investigated, documented and filed?

Have you qualified/evaluated these contract laboratories?

Is there a maintenance plan/procedure for laboratory equipment?

Are batch records reviewed / approved before the batch is dispatched?

Do you retain samples of each lot?

What types of testing are contracted out? Cannabinoids, Heavy Metals, Residual Solvents, 
Microbiological Toxins, Residual Pesticides

Are quality standards or written control procedures available for:

Starting materials?

In-process control?

Finished products?

1.1

1.2

1.3

1.4

1.5

1.6

1.7

1.8

1.13

1.9

1.14

1.18

1.16

1.20

1.10

1.15

1.19

1.17

1.11

1.12

●

●

●

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A
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Designed      Adapted

Do you have written job descriptions for all personnel?

Were the premises designed or adapted for the present use?

Do you have procedures that document how to perform training?

Do you maintain records of the training?

Does the training program in place have the following elements:

Are there separate areas for:

Formal Introduction to Regulatory Guidance (ISO, etc.)

Handling of starting materials?

New Hire Program

Manufacturing?

Periodic assessment of practical effectiveness

Quarantined finished products or are other control systems in place?

Periodic refresher training programs for established employees

Training on new product manufacturing

Quality techniques for production people?

Training on new methods that are used

2.1

3.1

2.2

2.3

2.4

3.2

2.4.1

3.2.1

2.4.2

3.2.2

2.4.3

3.2.3

2.4.4

2.4.5

2.4.7

2.4.6

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

1. Quality Control System

2. Personnel, Training and Education

3. Facility and Utilities

Would you notify your Customer of any deviations that occur during manufacturing?

Do you introduce changes according to a written procedure?

Do you inform your customers about changes? 

1.21

1.22

1.23

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A
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Designed      AdaptedApproved finished products?

Packaging and dispatch?

Physical contamination?

Satisfactorily lighted, air-conditioned?

Rest and eating?

Microbial contamination?

Clean and cleaned-up?

Does the present design prevent:

Are the working-rooms:

Chemical contamination?

Of proper size for the intended functions?

3.2.4

3.2.5

3.3.2

3.4.2

3.2.6

3.3.3

3.4.3

3.3

3.4

3.3.1

3.4.1

3. Facility and Utilities

4. Packaging, Labelling and Shipping

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Supplied with security and fire protection measurements?

Are there written good housekeeping procedures?

Do you keep records of all shipments to customers, including batch number and quantity?

Is each bag/container labelled with the lot/batch no.?

If you use a contractor, do you have an agreed contract between parties which specifies 
required shipping conditions for materials?

If Yes, are follow-up records of these procedures properly maintained?

Do you use your own transport for shipping to customers or do you use a contractor?

If yes, have they been evaluated?

Will each bag/container on a pallet have the lot/batch no. and/or description clearly visible on it?

3.4.4

3.5

4.3

4.1

4.5

3.5.1

4.4

4.6

4.2

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Contractor
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4. Packaging, Labelling and Shipping

Packaging operation?

Name and quality?

The lot number?

Are written instructions available for:

Are you prepared to meet packaging and labelling requirements from your customers?

Does the labelling procedure emphasize special precautions to 
prevent unintentional mix-up or substitution?

Labels and labelling?

The site of manufacturing?

Product code number?

Do you maintain a lot separation during packaging?

Packaging components?

Does your labelling indicate:

4.7

4.10

4.8

4.9

4.11

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

●

●

●

●

●

●

●

5. Safety, Health and Environment (SHE)

Do you have an operational management system(s) for Safety, Health and Environment (SHE)?

Do you have a dedicated organisation for safety, health and environment?

Have you identified all relevant SHE aspects of your activities and all relevant legal 
requirements you have to comply with?

Do you have a structured SHE program, which is regularly monitored and updated?

Does your site operate its own wastewater treatment installation?

Is your personnel instructed on the handling of any kind of hazardous materials that you use 
and on how to act in case of unwanted events?

Is smoking, eating and drinking permitted in designated areas only?

5.1

5.2

5.3

5.4

5.5

5.6

5.7

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A
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Is pest control carried out by a third-party contractor?

Is the service contracted defined?

Are goods stored in such a way as to allow inspection and minimize the risk of infestation? 

Is pest control carried out by trained personnel?

Do you use screens, magnets, or filters in your process? 

Are there adequate fly killers and moth traps in use?

Are raw materials and finished products stored in clean, dry, and well-ventilated spaces, 
protected from dust, cross-contact, and sources of contamination?

Are windows and doors to production areas adequately screened to prevent ingress of pets?

6.1

6.2

6.6

6.3

6.7

6.4

6.8

6.5

6. Pest Control

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A

Yes    No    N/A
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• Qualification is based on written specifications and approval of vendor sources.
• Reject/accept limits are defined by QA team.
• Approval is based on: Quality history, own QC, certificate and/or testing.
• Purity standard of raw material is 95% purity and above.
• Raw materials are visibly marked as approved.
• Raw materials are extracted by steam distilled and further purified by fractional distillation.
• Impurities are unavoidable and entailed in formulation design, all impurities above 0.2% are 
identified in order to be included as part of the formulation and ensure the highest consistency.
• Inventory log is kept and updated on daily basis.
• The storage area is separated and segregated.
• A stock rotation FIFO is in use.
• Rejected materials are clearly identified and physically segregated.
• General housekeeping is happening on a daily basis manufacturing.
• The manufacturing steps are fully described in a separate document.
• The production area is organized according to the workflow.
• Distinct staging area exists for raw materials.
• Production line area is segregated.
• Maintenance record of production equipment is kept.
• Production records are collected and filed and kept for 7 years.
• Finished goods are packaged under supervised control in a segregated area.
• Label record is kept.
• Finished goods are properly identified, labeled and stored prior to release.
• Rejected final goods are held in segregated area with special marking.
• Samples of finished goods are retained from each production run in the same container system     

in which they are sold in (for 7 years).
• There are routine procedures for establishing and maintaining aseptic conditions.
• There are procedures for working in sterile areas and for cleaning and sterilization of equipment.
• Sterile processes in use are: steam, filtration and chemical.

2. Eybna’s Plant Process Definitions
Raw materials 
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• Each customer complaint states an immediate to response and corrective action by Eybna.
• There is an individual assigned to handle customer inquiries and follow up on complaints.
• Product defects (according to complaint) are verified by Eybna through testing.
• Outside sources are used for production testing.
• Shipping or distribution records on file show: customer name and address, date of shipment,

quantity shipped and Lot# or Serial# of product shipped.
• Distribution records are stored as computer listing and maintained for 7 years.

Customer complaints and recall capabilities

• The quality control inspection group report directly to the top, independent of production, 
marketing or other organization groups within the manufacturing company.

• The quality control procedures are revised on a periodic basis.
• The quality control inspection group has education, training, experience and understanding of 

their function.
• Stamps and tags system is used to verify inspection activity.

Quality Control
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• Meet applicable requirements set out in the Food and Drug Regulations C.R.C., c. 870.
• Meet applicable requirements set out in the Safe Food for Canadians Regulations SOR/2018-108.
• Composed of raw materials that appear in GRAS list.
• Comply with Section 21 CFR of the Federal Food, Drug and Cosmetic Act.
• Comply with European Council Directive 88/388/EEC and EU Regulation 1334/2008.
•Certified OU Kosher.
• Composed of only natural ingredients as defined in Section 21 CFR 101.22.
• Meet the E.U. regulations as outlined in 1881/2006/EC in regards to contaminants prohibited in 

food grade raw material ingredients.
• Meet Proposed Requirements for Mandatory Testing of Pesticide Active Ingredients in Cannabis 

Products, Office of Medical Cannabis 144 (published in Canada Gazette, Part II, on July 11, 
2018).

• Conforms to I-502 regulation, with regard to residual solvents.
• Compliant with Schedule B to the FDA.

3. Eybna’s Compliance and Standards
We hereby declare that all of Eybna Technologies products fit the following criteria:
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* Examination and acceptance of raw materials: Smell and appearance tests are performed. 
Comparison test to reference sample (from previous batch). Verification conformance with the 
supplier certification: purity, pesticides residues, solvents and heavy metals. 
**Verification of correct recipe compared to purchase order. Supplier batch numbers of the raw 
ingredients that will be utilised in the current batch are documented in the production report for 
traceability. 
***Weighing each ingredient before adding to the compounding vessel using calibrated 
scales. Mixing until fully dissolved and homogenized, which is verified by visual examination. 
Temperature - controlled room temperature. Mixing speed - 2000 RPM ; Mixing time - Average. 
30 minutes. Weighing and density measurement of final bulk solution. 
****Appearance, smell tests are performed as well as comparison to the reference sample from 
the previous batch. QC sampling performed by formulation specialists. Internal certificate of 
analysis is issued by formulation specialists. If meet criteria, 3rd party testing is performed per 
client’s request - terpenes concentrations , cannabinoids concentrations, residual solvents, 
pesticides, microbial impurities, heavy metals and bacterial endotoxins. At least 10ml sample is 
taken out of the production batch to be kept as reference.
*****Product labeling and packaging is checked by product manager and export manager to 
make sure products are packaged in a way that their quality, security, and integrity are not 
compromised.

4. Eybna’s Production FlowChart
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Purpose:
The purpose of this procedure is to define the activities needed to be taken in order to recall and 
withdraw affected products and to evaluate the processes that led to the issue.

Responsibility:
• Quality assurance will operate in cooperation with the parties involved - factory, distribution and

will oversee the process in all aspects, including confirming the effectiveness of the process and 
proper documentation.

• The company's management will take care of all the logistical aspects of the process and will
ensure that the event is managed in accordance with regulatory and legal requirements.

Process:
A product will be recalled if it is decided that it does not meet the required quality level or that 
it constitutes a potential risk for the user. The need for proactive recall can result from various 
situations, including:
• A quality defect which may affect the product identity, product appearance or product efficiency
• Verified indication of safety concern for users
• Verified indication of non-compliance with regulatory requirements

The company will take all necessary measures to:
• Carry out an investigation of the quality event and decide whether an initiated recall is required,

in accordance with the company’s procedures.
• Document the decision process
• Determine which batches / products are included in the recall process
• Determine the scope of the recall
• Inform the supply chain of the products
• Monitor the progress of the process
• Ensure effectiveness of the process
• Ensure proper documentation of the process in full
• Provide updates to the parties involved, as needed

5. Recall Plan
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6. Allergens Statement 
We hereby confirm that the following allergens are not present in Eybna's Terpenes Formulations and 
that the manufacturer’s procedure prevents allergen cross contamination in products. 

Notice: 
This Allergens Checklist does not relieve the purchaser from undertaking their own tests in order to assure 
the above-mentioned allergens are not present in the product.

Peanuts and peanut products 

Milk and milk products 

Sulphites 

Soy

Eggs and egg products

Tree Nuts 

Wheat and wheat products 

Fish and fish products

Sesame Seeds 

Shellfish 

Mustard 

Allergens Present In The Products Present in other products 
manufactured on the same line 

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Lior Chatow, R&D Coordinator
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7. Genetically Modified Organisms (GMO) Statement 

Notice: 
This GMO Questionnaire does not relieve the purchaser from undertaking their own tests in order to assure 
the suitability of this product for its application and to comply with all relevant legal requirements for any 
goods into which this product may be in. 

Are Eybna's Terpenes Formulations or any of its ingredients derived from any genetically modified materials?

Do the final products, or any of its ingredients contain any genetically modified materials?

Were Eybna's Terpenes Formulations products irradiated or contain any irradiated ingredients? 

Do our products require labeling under EU Regulation 1829/2003 and 1820/2003?

Do the products consist of GMOs, contain GMOs, or is it produced from GMOs as defined in the EU 
Regulation 1829/2003 and 1830/2003?

Genetically Modified Organisms (GMO)

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Yes    No    

Lior Chatow, R&D Coordinator
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8. Certificate of Origin
Supplier Name:  Eybna Technologies Ltd.			    			                    

We hereby declare that Eybna's Terpenes Formulations were produced by Eybna Technologies Ltd. in 
Israel. 

Lior Chatow, R&D Coordinator
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9. Food Grade Certificate (US & EU)
This is to verify that all the ingredients of our products purchased from Eybna Technologies Ltd. are food 
grade quality.

The materials are allowed for use as flavor ingredients intended for human consumption, or as indirect 
additives according to Section 21 CFR of the Federal Food, Drug and Cosmetic Act.

They do also comply with the European Council Directive 88/388/EEC and EU Regulation 1334/2008. 

Lior Chatow, R&D Coordinator
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10. Natural Certificate (US)
We are pleased to certify to you that at the time of shipment, Eybna's Terpenes Formulations are on such 
date not adulterated or misbranded within the meaning of the Federal Food, Drug and Cosmetic Act. 

The product is not an article which may not, under the provisions of Section 404 or 405 of said act be 
introduced into interstate commerce. 

Eybna's Terpenes Formulations are not adulterated or misbranded within the meaning of the food or 
drug laws of any state or municipality which are applicable to such shipment or delivery. The product 
is composed of only natural ingredients as defined in Section 21 CFR 101.22 and to the best of our 
knowledge and belief contains no artificial flavor ingredients. 

The guarantees given herein are continuing and shall be in full force and effect until revoked in writing. 
Please contact us at your convenience in case of requiring additional information. 

Notice:
This Natural Certificate does not relieve the purchaser from undertaking their own tests in order to 
assure the suitability of this product for its application and to comply with all relevant legal requirements 
for any goods into which this product may be in.

Lior Chatow, R&D Coordinator
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11. Shelf Life Statement (Example)
Product Name: Pineapple Haze 						      Product Code: 8-02-1000

We hereby declare that the product has a shelf life of 24 months from date of production. 

Eybna Technologies recommends that the goods will be stored in their original bottles at a temperature 
between 4°C to 20°C. It is recommended to prevent repetitive reopening of the bottles. 

In the case of reopening, it is recommended to reseal bottles with nitrogen gas.

Lior Chatow, R&D Coordinator
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12. Sanitary Conditions Statement 
 Supplier Name:  Eybna Technologies Ltd.                                                                                                                                   
 
 We hereby declare that all products produced by Eybna Technologies Ltd. are manufactured, prepared, 
preserved, packaged, and stored under sanitary conditions to prevent microbial contamination. 

Lior Chatow, R&D Coordinator
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13. GRAS Declaration (Example)
Supplier Name: Eybna Technologies Ltd.
Product Name: NDCFormulation 
Product Code: 7-08-1000

This is to declare that the above item, purchased from EybnaTechnologies is composed of only GRAS 
ingredients that were approved by the FDA for usein flavors under 21 CF. 

Lior Chatow, R&D Coordinator
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14. Product Composition Statement (Example)
Product Composition Statement-Terpenes
Supplier Name: Eybna Technologies Ltd.
Product Name: Wedding Cake–Pure 

Terpenes Product Code:6-23-1000We hereby declare that the above-mentioned product contains only 
botanical-derived terpenes.

Lior Chatow, R&D Coordinator
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15. Non-Cannabis Goods Statement (Example)
We hereby certify that the following products are 100% natural and derived from non-cannabis plants, 
therefore don't contain any cannabis-derived substances. 

[2-02-1000] Grand Daddy Purple –Pure Terpenes
[2-05-1000] Candy Jack –Pure Terpenes
[2-06-1000] Sour Diesel –Pure Terpenes 
[2-07-1000] Girl Scout Cookies –Pure Terpenes
[2-14-1000] Gorilla Glue #4 –Pure Terpenes
[2-16-1000] Gelato –Pure Terpenes
[2-17-1000] Mango Tango –Pure Terpenes
[2-18-1000] Blue Dream –Pure Terpenes
[2-19-1000] Adom#9 –Pure Terpenes
[2-21-1000] Tahoe OG –Pure Terpenes

Lior Chatow, R&D Coordinator
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16. BSE/TSE Statement (Example)
Product Name: OG Kush – Pure Terpenes                                                                  Product Code: 6-03-1000

The following product is composed of natural, botanically derived compounds and does not contain 
any animal products or any materials of animal origin. The product is free from BSE (Bovine Spongiform 
Encephalopathy) and TSE (Transmissible Spongiform Encephalopathy).

Lior Chatow, R&D Coordinator
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17. Irradiation Statement (Example)
 Product Name: OG Kush – Pure Terpenes  				    Product Code: 6-03-1000

We hereby declare that our product “Invigorate” and the materials used in its production have not been 
subject to irradiation of any kind during their manufacture. 

Lior Chatow, R&D Coordinator
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18. Technical Data Sheet (Example)
Product Name: OG Kush – Pure Terpenes 		                       Product Code: 6-03-1000

Natural status: This product is natural according to the EU Regulation 1334/2008 and Section 21 CFR 
101.22. 

GMO status: This product contains no genetically modified materials, according to the EU Regulations 
1829/2003, 1830/2003 and 1820/2003. 

Additives: This product contains no additives.

Food allergens: This product is free from recognized food allergens as defined by EU Regulation 
1169/2011 and FALCPA

Kosher status: This product is certified kosher and suitable for kosher use. 

Halal status: This product is suitable for halal use, but not certified as such. 

Food grade status: This product is assembled only of materials allowed for use as flavor ingredients 
intended for human consumption, or as indirect additives according to Section 21 CFR of the Federal 
Food, Drug and Cosmetic Act. They do also comply with the European Council Directive 88/388/EEC 
and EU Regulation 1334/2008. 

Organic Compliance: This product only contains permitted ingredients that are on the National List of 
non-organic ingredients permitted in certified organic agriculture and processing.

Storage: Keep container tightly closed in a dry and well-ventilated place. Containers which are opened 
must be carefully resealed and kept upright to prevent leakage. 

Density:  0.841 g/cm3
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19. Safety Data Sheet (Example)
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22. Certificate of Analysis
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20. Label Example
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21. ISO 9001:2005 Certificate
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 22. Kosher Certificate


