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Tylan 200, 200 mg/ml Solution for Injection

Variation Summary Date

Vet - B22

VNRA - Vet - B22 - Change to importer, batch control 

arrangements and quality testing (replacement or addition of a 

site) for a finished product - B22 Changes to the quality part of

the dossier: Change to importer, batch control arrangements 

and quality testing (replacement or addition of a site) for a 

finished product

13/05/25

Vet - B3 s)

VNRA - Vet - B3 s) - s) Deletion of a supplier of packaging 

components or devices - B3 s) Changes to the quality part of 

the dossier: Deletion of a supplier of packaging components or

devices (when mentioned in the dossier)

19/12/24

Vet - B21

VNRA - Vet - B21 - Replacement or addition of a secondary 

packaging site of a finished product - B21 Changes to the 

quality part of the dossier: Replacement or addition of a 

secondary packaging site of a finished product

19/12/24

Vet - B22

VNRA - Vet - B22 - Change to importer, batch control 

arrangements and quality testing (replacement or addition of a 

site) for a finished product - B22 Changes to the quality part of

the dossier: Change to importer, batch control arrangements 

and quality testing (replacement or addition of a site) for a 

finished product

19/12/24

Vet - B39

VNRA - Vet - B39 - Change in any part of the primary 

packaging material not in contact with the finished product 

formulation - B39 Changes to the quality part of the dossier: 

Change in any part of the primary packaging material not in 

contact with the finished product formulation (such as change 

of colour due to different plastic used for flip-off caps, colour 

code rings on ampoules or change of needle shield)

19/12/24

Vet - F.II.f.1 a) 2.

VRA-R - Vet - F.II.f.1 a) 2. - a) Extension of the shelf life of 

the finished product 2. After first opening (supported by real 

time data) - F.II.f.1 a) 2. Quality Changes -Stability - Change 

in the shelf-life or storage conditions of the finished product - 

Extension of the shelf life of the finished product - After first 

opening (supported by real time data) 

19/12/24

Vet - F.II.e.1 a) 2.

VRA-S - Vet - F.II.e.1 a) 2. - a) Qualitative and quantitative 

composition 2. Sterile medicinal products and 

biological/immunological medicinal products. - F.II.e.1 a) 2. 

Quality Changes - Container closure system - Change in 

immediate packaging of the finished product - Qualitative and 

quantitative composition - Sterile medicinal products and 

biological/ immunological medicinal products. 

19/12/24

Vet - F.II.d.1 a)

VRA-S - Vet - F.II.d.1 a) - a) Change outside the approved 

specifications limits range - F.II.d.1 a) Quality Changes - 

Finished Product -Control of finished product - Change in the 

specification parameters and/or limits of the finished product -

19/12/24



Change outside the approved specifications limits range 

Vet - F.II.d.2 b)

VRA-R - Vet - F.II.d.2 b) - b) Other changes to a test 

procedure (including replacement or addition) - F.II.d.2 b) 

Quality Changes - Finished Product -Control of finished 

product - Change in test procedure for the finished product - 

Other changes to a test procedure (including replacement or 

addition)

19/12/24

Vet - F.II.d.1 z)

VRA-R - Vet - F.II.d.1 z) - z) Other changes under this code 

level e.g. variations outlined in section 6 and 7 of 

EMA/CMDv/7381/2021 - F.II.d.1 z) Quality Changes - 

Finished Product -Control of finished product - Change in the 

specification parameters and/or limits of the finished product -

Other changes under this code level, e.g. variations outlined in

section 6 and 7 of EMA/CMDv/7381/2021 

19/12/24

Vet - F.II.b.1 d)

VRA-R - Vet - F.II.b.1 d) - d) Site where any manufacturing 

operation(s) take place, except batch release, batch control, 

and secondary packaging, for sterile veterianry medicinal 

products (including those that are aseptically manufactured) 

excluding biological/ immunological veterinary medicinal 

products - F.II.b.1 d) Quality Changes - Finished Product 

-Manufacture - Replacement or addition of a manufacturing 

site for part or all of the manufacturing process of the finished 

product - Site where any manufacturing operation(s) take 

place, except batch release, batch control, and secondary 

packaging, for sterile veterianry medicinal products (including

those that are aseptically manufactured) excluding biological/ 

immunological veterinary medicinal products

19/12/24

Vet - C4

VNRA - Vet - C4 - Change(s) in the SPC, labelling or package

leaflet intended to implement the outcome of a procedure or 

recommendation from the competent authority or the Agency 

concerning risk management measures in pharmacovigilance 

related to veterinary medicinal products - C4 Changes to the 

safety, efficacy and pharmacovigilance part of the dossier: 

Change(s) in the SPC, labelling or package leaflet intended to 

implement the outcome of a procedure or recommendation 

from the competent authority or the Agency concerning risk 

management measures in pharmacovigilance related to 

veterinary medicinal products

18/09/24

Vet - A1 e)

VNRA - Vet - A1 e) - e) Change in the name or address or 

contact details of a manufacturer or importer of the finished 

product (including batch release or quality control testing sites)

- A1 e) Administrative changes: Change in the name or 

address or contact details of a manufacturer or importer of the 

finished product (including batch release or quality control 

testing sites)

29/03/22

B.II.d.2.a

IA - B.II.d.2.a - a) Minor changes to an approved test 

procedure - B.II.d.2.a - QUALITY CHANGES - FINISHED 

PRODUCT - Control of finished product - Change in test 

procedure for the finished product - Minor changes to an 

approved test procedure

23/03/22


