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&< Introduction

Subject

The purpose of this document is to provide a user manual for the electronic procedure for Batch Release of

Blood Products onto the market.

In this section, the instructions for the procedure to market blood-derived products, as well as the appli-

cable fees, are detailed:

112 Reconocimiento de certificado de liberacién de lote y autorizacién de puesta en el mercado nacional de lote de 8476 &
’ vacunas o hemoderivados. !

115 Reconocimiento de certificado de liberacion de lote y autorizacion de puesta en el mercado nacional de lote de (T8 €
’ vacunas o hemoderivados (entre 6 y 10 liberaciones ano). '

176 Reconocimiento de certificado de liberacion de lote y autorizacion de puesta en el mercado nacional de lote de 127135 €
) vacunas o hemoderivados (entre 11y 40 liberaciones afio). -

117 Reconocimiento de certificado de liberacion de lote y autorizacion de puesta en el mercade nacional de lote de 5 9EB 4T €
‘ vacunas o hemoderivados (entre 41 y 160 liberaciones ano). ’ '

118 Reconocimiento de certificado de liberacion de lote y autorizacion de puesta en el mercado nacional de lote de 493782 €
‘ vacunas o hemoderivados (> 160 liberaciones afo). r

The payment, except for case 1.14, is made once a year, choosing the most appropriate option based on the

number of annual requests. Requests can be submitted once the corresponding fee has been paid.

For any inquiries related to this procedure, please contact the AEMPS Fees and Refunds Department at the

phone number +34 918225534 or via email at tasasydevoluciones@aemps.es.

Instructions for completing the form for market release of blood products for human use

Instruction 1+
Batches of blood-derived products for human use shall not be placed on the market without authorization,
according to the following procedure.

Instruction 2

This provision does not apply to plasma- derived products used as an excipient or reagent in the produc-
tion of other medicines or health products. Neither does apply to foreign medicines or products under-

going clinical trials.

Instruction 3™

Before proceeding with the market placement of the medicine in question, a market batch release request
shall be sent to the Division of Biological Products, Advanced Therapies, and Biotechnology (DPB) of the
Spanish Agency of Medicines and Medical Devices (AEMPS).


https://www.aemps.gob.es/la-aemps/tasas/relaciontasas/
https://www.aemps.gob.es/la-aemps/tasas/relaciontasas/
mailto:tasasydevoluciones%40aemps.es?subject=

For this purpose, the electronic platform developed by the AEMPS for submitting requests is available and

operational. It can be accessed through the Agency’s website: https://www.aemps.gob.es.

The address to be connected to is the following: https:/hemoyvacunas.aemps.es.

Instruction 4
The application shall be accompanied by the following documentation:

Annexes from the document “EC Administrative Procedure for Official Control Authority Batch Release”.

OMCL, Batch Release - Human Biologicals:

O EU official control authority batch release certificate for medicinal products derived from human blood
or plasma (Annex IIB).

O EU official control authority batch release certificate of approval for plasma pool (Annex IID).

(o)

Marketing information form, model for manufacturers (Annex V).
0 Declaration of compliance with Note 1/98 of the General Directorate of Pharmacy (Circular 1/98 de la Di-

reccién General de Farmacia), or, alternatively, a document stating the country of origin of the plasma.

Instruction 5t

After a period of 5 working days from sending the last valid documentation without a negative pronoun-
cement, and taking into account the special need for these products, the lot is deemed approved for mar-
keting. The electronic system allows the laboratory making the request to have proof that the request has

been made, and the AEMPS to be aware that the communication has been sent.

In the event that there is a computer system crash the applicant will proceed through email (hemoderiva-

dos@aemps.es), or an alternative procedure.

Instruction 6t

In the case that the batch of the blood-derived product in question does not have a European Union Batch
Release Certificate, before proceeding with the market placement of the medicine, a market batch release
request must be sent to the DPB, including a declaration that the batch has not been sent to another Offi-
cial Medicines Control Laboratory (OMCL) for release. Additionally, it will be accompanied by the following

documentation:

O Marketing information form, model for manufacturers (Annex V).

O The following samples will be sent:
= 4 containers of 1.5 ml each of the plasma pool which the medicine is derived, to be sent in accordance
with the corresponding procedures, or alternatively, an OMCL Certificate for the release of the plasma

pool corresponding to the medicine in question.

If within the period of 60 days after shipping there is no communication notifying of the existence of problems

in the documentation or samples sent, the release of the lots onto the market can proceed.


https://www.aemps.gob.es/
https://hemoyvacunas.aemps.es/
https://www.edqm.eu/documents/52006/293199/01_adproc_131219.doc/43cc946d-99a8-8667-5429-c03b7d31f8a5?t=1642415580325
mailto:hemoderivados%40aemps.es?subject=
mailto:hemoderivados%40aemps.es?subject=

B Procedure

This section provides an explanation of the instructions for the market release procedure of blood-derived

products.
Access to the application

To access the application, open a browser and go to https://hemoyvacunas.aemps.es, where the initial

screen will display access to the notification forms for market release and clarifications, for both vaccines

and blood-derived medicines.

agencia espafola de
ﬁi gonmo T mmgdicamenms y IF'UESTAENMERCADODE
. productos sanitarios HEMODERIVADOS / VACUNAS

Bienvenido a la aplicacion de
Puesta en Mercado de Productos Hemoderivados / Vacunas

Instrucciones particulares para completar el formulario de Puesta en Mercado de Medicamentos Hemoderivados

« Para reducir el numero de ficheros a enviar puede incorporar en la "Declaracién de cumplimiento de Circular 1/98" la declaracién de "no enviado a AE NOR
otro EUOMCL”
GESTION
DE LA CALIDAD

« Guando el producto tenga mas de un pool de plasma y deba enviar mas de un certificado, en |a lista de documentos a enviar, tendra que afiadir los

distintos certificados de pooles de plasma eligiendo la opcién "otras documentos” 150 9001

E Notificacion de puesta en mercado de hemoderivados )‘ Notificacion de puesta en mercado de vacunas
IS imprimir justificante - B8 imprimar justificante
@ Aclaraciones a la puesta en mercado de hemoderivados @ Aclaraciones a la puesta en mercado de vacunas

e N\

Agencia Espafiola de Medicamentos y Productos Sanitarios
Parque Empresarial "Las Mercedes", Edif 6, C/ Campezo 1 - 26022 MADRID | Soporte: Gestién de peticionesfincidencias

Figure 1. Initial screen.

Notificacién de puesta en mercado de hemoderivados: Access to submit a new application.

Aclaraciones a la puesta en mercado de hemoderivados: Access to add any additional information to
an already submitted application, or to add more batches to those indicated in a previously submitted re-
quest. The reference application number must be provided to link additional information. Modifications to

the number of requested batches are also allowed.

Imprimir justificante: Access to the supporting document in PDF format with the notification data, as well
as any associated clarifications already submitted. The reference number associated with the notification

is required.

When submitting a new application, the form displaying the different options for adding the fee payment

will appear. This is required for the notification procedure.


https://hemoyvacunas.aemps.es/

agencia espafiola de
gomewo T medicamentos y PUESTA EN MERCADO DE
E %‘i & S .I I l preductos sanitarios HEMODERIVADOS / VACUNAS

Para poder notificar liberaciones de medicamentos hemoderivados y vacunas debe seleccionar un codigo de lasa.

Para cada tasa se validara que.

« Lalasa esté en estado pagado
« Latasa se haya generado en el ano actual
« No se haya superado el n® maximo de notificaciones que permite

Sl ha realizado el pago en la EMA, debera seleccionar la opcidn de "Pago realizado en la EMA™,

-

Seleccionar tasa Pago de tasa

Tasas usadas anteriormente: 1

3170C

Q
Bl

Tasa pagada 2024 NIF

Notificadas  de liberaciones

Figure 2. Access method to the notification form.

If it is the first time accessing the application from the PC/browser, no previously used fees will appear.
However, if a notification was previously submitted or a payment process has been completed, the previous-

ly used receipt numbers will appear, as they are stored locally in the browser.
For previously used fees, it is possible to:

@ Delete afee if you do not want it to appear again in this form.
Z Update the information (receipt status and/or number of notifications submitted).

The information displayed about previously used fee receipts is:

O Receipt number. If the status is valid, it is possible to use it by clicking on it.

O Date the payment was made or receipt status.

O Taxpayer ID (NIF) of the liable party.

O If the status is valid, the submitted notifications will be shown; otherwise, the amount and maximum

number of permitted releases will be displayed

If a fee has been paid but it does not appear in the form, please use the “ARadir tasa ya pagada” (Add already
paid fee) option, for which you will need to enter the receipt number, the exact amount and the taxpayer ID
(NIF) of the liable party.

-E i
amy
wr

Seleccionar tasa Pago de tasa Pago realizado en la EMA

N° de justificante: *
Importe: * 000000 00

NIF del sujeto pasiva: * X99999999

Figure 3. Payment of previous fees.



If you need to make the payment, you must use the “Pago de tasa” (Fee payment) option and complete the

following form with the payment details.

Q () &

Seleccionar tasa Pago de tasa Pago realizado en la EMA

Datos para realizar el pago de la tasa

N° de lotes a liberar en el afio actual: * 1 liberacion por afio v
Datos de la presentacion: * Q | infroduzca el nombre, cn o n® de registro y seleccione la presentacion
Datos del pagador
Pais * Tipo identificador * Identificador *
Espafia ~ NIF / CIF / VAT number ~

Razon sacial o0 nombre y apellidos *
Direccion *
Localidad * Cadigo Postal * Provincia

Correo electronico * Teléfono *

Datos del sujeto pasivo

Coincide con €l pagador

Realizar Pago

Figure 4. New fee payment.

Once the necessary form data is completed, click the “Realizar pago” (Make payment) option. This will
transfer you to the Fee Payment application, where you must complete the payment process using one of

the available options.

If the payment is made online using the payment gateway, you will be returned to the form with the “Co-
digo Pago de Tasas” (Fee payment code) field already completed, allowing you to proceed directly with

the notification.

If you choose the option to pay by bank transfer during the payment process, you will be returned to the

fee selection form, and a new receipt will appear with the status “Pendiente de pago” (Pending payment).

317000

Q
=

Tasa pendiente de pago NIF: B
105.1 €, 1 liberacion

Figure 5. Fee payment by bank transfer.

You will not be able to use this payment receipt until the bank confirms that the transfer has been success-

fully completed. This usually takes 1 business day after the transfer has been initiated.



Batch release form for blood-derived products

Notificacion de Puesta en Mercado de Medicamentos Hemoderivados

Datos Persona Contacto

Nombre * Apellidos * Teléfono *

Direccion * Localidad *

Datos de la Notificacion

Presentacion del Medicamento *

Q  Introduzca el nombre, cn o n° de registro y seleccione la presentacion

Num. Registro * Cod. Nacional * Titular Autorizacion Comercializacién *

Pooles de Plasma * (¥

N° Lote * N° Viales * Dosis *

Releasing OMCL * Caducidad *

v dd/mm/aaaa

Documentos *

Hoja Informativa de Comercializacion (Anexo IV)
Certificado de Liberacion de la UE de |la mezcla de plasma correspondiente (Anexo Iid)
Certificado de Liberacion de lote de la UE

Declaracion de Cumplimiento de la Circular 1/98 de la Dir. General de Farmacia
Figure 6. Batch release form for blood-derived products.

Mandatory fields are marked with a red asterisk.

Bi Archivo Excel de ejemplo para la carga de pooles

Seleccionar

Seleccionar

Seleccionar

Seleccionar

Seleccionar

O “Datos de persona de contacto” (Contact person information):

The applicant company must fill in the contact details of the contact person responsible for the market
placement request for blood-derived products. This information, once a notification is completed, is

automatically saved in the browser's local storage, so in future visits to the form, the most recently data

from that PC and browser will be available.

O “Datos de la notificacion” (Notification details):

- “Medicamento” (Medicine): Enter the name of the medicine, the registration number or the national

code. If any of this information is found, a list of presentations matching the entered data will be displa-

yed, and the corresponding row should be selected.

Email *

Unidad *

Cédigo Postal *

Elegir

Elegir

Elegir

Elegir

Elegir



Presentacion del Medicamento *
Q  asp

Num. 712729 - ASPIRINA C 400 mg/240 mg COMPRIMIDOS EFERVESCENTES , 10 comprimidos
651877 - ASPIRINA C 400 mg/240 mg COMPRIMIDOS EFERVESCENTES , 20 comprimidos
709527 - ASPIRINA COMPLEX GRANULADO EFERVESCENTE, 10 sobres
709691 - ASPIRINA COMPLEX GRANULADO EFERVESCENTE, 20 sobres
700053 - ASPIRINA PLUS 500 mg/ 50 mg COMPRIMIDOS , 10 comprimidos
832949 - ASPIRINA PLUS 500 mg/ 50 mg COMPRIMIDOS , 20 comprimidos

Pooles

700051 - ASPIRINA 500 mg COMPRIMIDOS , 10 comprimidos
N°Lo 712786 - ASPIRINA 500 mg COMPRIMIDOS , 20 comprimidos
660369 - ASPIRINA 500 mg COMPRIMIDOS EFERVESCENTES , 10 comprimidos
661498 - ASPIRINA 500 mg COMPRIMIDOS EFERVESCENTES , 2 comprimidos
660370 - ASPIRINA 500 mg COMPRIMIDOS EFERVESCENTES , 20 comprimidos
654571 - ASPIRINA 500 mg GRANULADO , 10 sobres

Relea

Figure 7a. Medicines search form

When a medicine is selected from the list, the remaining medicine data (registration number, national

code, holder, and active substances) will be automatically filled in.

Presentacion del Medicamento *
Q 709691 - ASPIRINA COMPLEX GRANULADO EFERVESCENTE, 20 sobres

Num. Registro * Cod. Nacional * Titular Autorizacién Comercializacion *
62280 709691 Bayer Hispania, S.L.

Sustancias Activas *

DCl o DOE

ACETILSALICILICO ACIDO
CLORFENAMINA MALEATO
FENILEFRINA BITARTRATO

Figure 7b. Medicines search form.

Dosis
500mg
2mg
15.58mg

To enter information related to plasma pools, it is possible to do so manually or by using an Excel file con-

taining the encoded information.

Pooles de Plasma * (% |

Figure 8. Information related to plasma pools.

Other fields related to the product must also be filled in:

O Batch number
O Number of vials.
O Doses.

O Units.

O Expiry date.

O Releasing OMCL.

All necessary documents must be uploaded.

B Archivo Excel de ejemplo para la carga de pooles

As stated in Instruction 5th, after a period of 5 working days from the submission of the latest valid docu-

mentation without any negative response, and considering the special need for these products, the batch

will be deemed approved for commmercialization..



In the event of issues with the documentation, whether due to errors or incompleteness, the applicant
company will receive an email with a “solicitud de aclaraciones” (request for clarifications) document,
which will outline the reasons for the request and/or the documents that need to be corrected. The docu-
ment is automatically generated from the application, and the company receives an automatic email with

the following form, indicating the information that needs to be corrected.

CORMUNICACION DE DOCURENTACION INCOMPLETA O ERRONES

La solicited mdicada en la tahla siguiende debe sabeanar ¢l emor indicado en la ||||:-II'..|.I

| " REFERENCLA DE LA SOLICITLT:
| TECELL ENTRADA
MNOOJERF DEL METECAMENTO:
LOTE:

| PRI CIFIOS ACTIVI:

TITULAR:

DOCTWVENTACION A COMPIETAR o SUESANAREREOE |

Hoa Inloemativa e
Comercializcion [ Anexn
1%

Certilicado e | RRFHARR
e o LE e Lo micsola de
plaszm correpondicnse

CAneo [

Cprtilicedo de Libemosm
e |ode de la L

Ihec limocnis de
Cumplizmiesso de la
Circudar 17494 di la Ihr,
Lieneral o Farmacia

Dhveumiesin acrediairo del
pagn di L man estaecda

Figure 9. Request for clarifications form.

As a result, and until the corresponding issue is corrected through the clarifications process, the product
shall not be placed on the market. Once the issue is corrected and the requested documentation is submi-
tted, the established time (5 working days) must be waited, as long as there is no new information regar-

ding issues to be corrected.

Clarifications form

To submit requested information in clarifications or to request an increase in the previously requested
number of batches, access the initial page and select “Aclaraciones a la puesta en mercado de hemode-
rivados”. A form will appear where you will need to enter the notification reference number for which the

clarifications are being submitted.



Aclaraciones a la Puesta en Mercado de Hemoderivados
Datos de la Notificacion

Tipo de aclaracion * Codigo de Notificacién * w

vl a

Ampliacién del n° de unidades
Otros

Figure 10. Access to submit clarifications.

After entering the reference number, the associated data will load, and it will be possible to add clarifica-

tions and additional documents.

o If it is documentation to be corrected due to an error in the initial request, select “Otros” (Other) option,
and the document will appear in the tab that opens.

O If an increase in the number of previously requested batches is required, select the “Ampliacién n° de
unidades” option. A new Marketing Information Form (annex V) is required, specifying the additional
number of batches that are to be placed on the market as an expansion of the batch.

O In the case that the number of units is less than previously requested, please enter the number of units
to be subtracted from the initial request using the negative symbol (-), attaching a new Marketing Infor-

mation Form (annex IV) with the correct number of units.

From this point onward, the procedure is the same: after a period of 5 business days from the submission of
the latest valid documentation without any negative response, and considering the special need for these

products, the batch will be deemed approved for commercialization.
Authorization without the 5-day waiting period

Taking into account the potential situations of special need for these products, there is the possibility, upon
request by the company providing the reasons, to request the waiver of the 5-day waiting period. This situa-
tion must be communicated by attaching a document justifying the need and notifying it via email to the

Batch Release mailbox hemoderivados@aemps.es. After reviewing the request, if it is correct and deemed

appropriate, the Division of Biological Products, Advanced Therapies, and Biotechnology (DPB) will send
the company (positive response) a mail containing the document authorizing the market placement of the

batch of the medicine in question, without needing to wait the 5 days established in the procedure.

SOLICITUD DE PUESTA EN MERCADO SIN ESPERAR 5 DIAS

Examinada la documentacion aportada segin SOLICITUD N° les
notificamos que, ante las razones de urgencia expusstas por su compafiia, y
teniendo en cuenta la conformidad de la documentacion aportada en la solicitud, se
les autoriza a poner en mercado:

NOMBRE DEL MEDICAMENTO:

LOTE:

PRINCIPIO ACTIVO:

SOLICITUD N° REF / FECHA ENTRADA.:
TITULAR:

UNIDADES:

FECHA:



mailto:hemoderivados@aemps.es

Pussta en Mercado de Hemodenvados y Vacunas

Agencia Espafiola de Medicamentos y Productos Sanitanos
Divisibn de Productos Biolbgicos, Terapias Avanzadas y
Biotecnologia

Parque Empresanial Las Mercedes, Edif 8, o/Campszo, 1
28022 Madnd

THEO0 34 91 822 58 16

Fax 00 34 91 522 58 92

e-mail: hemodenvados@aemps.es

Figure 11. Authorization form for the request of batch release without the 5-day wait.
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