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Medicinal Product

PMSID: 6006

MPID : IE-6006100000833-003

Combined Pharmaceutical Dose Form : <blank>

Legal Status of Supply : Medicinal Product not 

subject to prescription (100000072084)

Additional Monitoring Indicator : False

Paediatric Use Indicator: medicinal product not 

authorised for paediatric use (X)

Domain : Human use (100000000012)

Type : Authorised (X)

EURID: 2215

Full Indication Text : Losec Control gastro-

resistant tablets is indicated for the treatment of 

reflux symptoms (e.g. heartburn, acid 

regurgitation) in adults.

Language: English (100000072147)

QPPV : Identifier: 1234

QPPV Role: Qualified Person in the EEA for 

Pharmacovigilance (100000155057)

Pharmacovigilance Enquiry Info :

Email address: system=email, 

value=pharmacovigilance@bayerie.com 

Phone number: system=phone, 

value=+311234567890

Role: Qualified Person in the EEA for 

Pharmacovigilance (100000155057)

Medicinal Product Name

Full Name : Losec Control 20 mg gastro-resistant tablets

Invented Name Part : Losec Control

Scientific Name Part :    

Strength Part : 20 mg

Pharmaceutical Dose Form Part : Gastro-resistant tablets

Formulation Part : <blank>

Intended Use Part :  <blank>

Target Population Part :  <blank>

Container or Pack Part :  <blank>

Device Part :  <blank>

Trademark or Company Name Part :  <blank>

Time/Period Part :  <blank>

Flavour Part :  <blank>

Delimiter Part :  <blank>

Product Classification

Code System : xEVMPD product type

Value : Other (200000003517)

Code System : Legal basis

Value : Well-established use application 

(Article 10a of Directive No 2001/83/EC) 

(100000116053)

Code System : ATC code

Value : A02BC01 (100000093631)

Code System : Medicinal product category

Value : Chemical (X)

Country / Language

Country : Ireland (100000000427)

Language : English (100000072147)

Master File

File Type : PharmacoVigilance 

Master File (X)

File Code : MFL1234

Marketing Authorisation

Regulatory Autorisation Type: Marketing Authorisation (X)

Marketing Authorisation Number : PA1410/066/001

Country : Ireland (100000000427)

Authorisation Status : Valid after renewal (X)

Authorisation Status Date : 2016-02-17

Date of First Authorisation : 2011-12-21

International Birth Date : 1987-04-15

PCID :  IE-6006100000833-003-002

Package Description : Polyamide/Aluminium/PVC 

blister containing 14 tablets

Language: English (100000072147)

Pack size: 14 tablets

Legal Status of Supply: <blank>

Marketing Status: <blank>

Packaged Medicinal Product

Marketing Status

Country : Ireland (100000000427)

Marketing Status : Marketed 

(100000072083)

Marketing Date Start : 2014-05

Marketing Date Stop :  <blank>

Manufacturing/Business Operation

Operation Type : Manufacture of active substance 

(100000160467)

Reference Number :12345 

Effective Date : MM YYYY

Confidentiality Indicator : Confidential (X) 

Manufacturing operation start date: 03 Mar 2011

Manufacturing operation stop date: <blank>

Manufacturer / Establishment 

Reference Number: ABC (LOC-1000XXXXX)

Medicines Regulatory Agency 

Reference Number : ABC (LOC1000YYYYY)

Marketing Authorization Procedure

Procedure Number :  IE/H/0655/001 

Procedure Type : Mutual Recognition 

Procedure (100000155061)

Procedure Date Start : 2009-10-29

Procedure Date End : 2011-03-03

Marketing Authorization Application

Application Number : IE/H/0655/05/II/0015

Application Type : Variation type II 

(100000155693)

Application End Date : 2019-02-17

Marketing Autorisation Holder

Reference Number : Bayer Limited

(LOC-100000833)

Product Cross-Reference

(I)MPID Cross-Reference: <blank>

Referenced Product Type: <blank>

Shelf Life

Shelf Life Type : Shelf life of the medicinal product as 

packaged for sale (100000073403)

Shelf Life Time Period : 3 years

Special Precautions for Storage : 

Do not store above 25 °C (100000073410)

Store in the original package (100000073421) 

in order to protect from moisture (100000073427)

Package Item (Container) (1)

Package Item (Container) Type : Box 

(100000073498)

Package Item (Container) Quantity : 1

Material : Cardboard (200000003529)

Package item reference(s) : Reference to Package 

item 2

Manufacturing item Reference: <blank>

Data Carrier Identifier

Data Carrier Identifier Code System : GTIN/NTIN

Data Carrier Identifier Value : 12345678905678

Package (Component)

Component Type: <blank>

Component Material: <blank> 

Device

Device type: <blank>

Device Trade Name: <blank>

Device Identifier: <blank>

Manufactured Dose Form : Gastro-resistant tablet 

(100000073667)

Unit of Presentation : Tablet (200000002152)

Manufactured Item Quantity : 7

Manufactured Item Characteristics: <blank>

Manufactured Item (1)

Pharmaceutical Product

Ingredient

Ingredient role : Active 

(100000072072)

Substance

Substance : Omeprazole 

magnesium 

(100000085918)

Strength

Strength (Presentation single 

value or low limit)  

Numerator: 20.6 milligram(s) 

(100000110655)

Denominator: 1 tablet

Strength (Presentation high 

limit): <blank>

Strength (Concentration  

single value or low limit): 

<blank>

Strength (concentration high 

limit): <blank>

Strength (Presentation) Text: 

<blank>

Strength (Concentration) Text: 

<blank>

Pharmaceutical Product Description: <blank>

Administrable Dose Form : Gastro-resistant tablet (100000073667)

Unit of Presentation : Tablet (200000002152)

Device: <blank>

Route of Administration

Route of Administration : Oral use

(100000073619) 

Reference Strength

Reference Substance  : Omeprazole (100000092047) 

Reference Strength (Presentation single value or low limit) :  

Numerator: 20 mIlligram(s) (100000110655)

Denominator: 1 tablet

Reference Strength (Presentation high limit): <blank>

Reference Strength (Concentration  single value or low limit): <blank> 

Reference Strength (Concentration high limit): <blank>

Therapeutic Indication

Indication as « Disease/Symptom/Procedure »: 

Heartburn (100000026489)

Comorbidity: <blank>

Intended Effect : Treatment (X)

Ingredient

Ingredient role : Excipient 

(100000072082)

Substance

Substance : Cellulose 

microcrystalline

(100000078235)

Strength

Strength (Presentation single 

value or low limit) :   

Numerator: 50 milligram(s) 

(100000110655)

Denominator: 1 tablet

Strength (Presentation high 

limit): <blank>

Strength (Concentration  

single value or low limit): 

<blank>

Strength (Concentration high 

limit): <blank>

Strength (Presentation) Text: 

<blank>

Strength (Concentration) Text: 

<blank>

Orphan Designation Status

Regulatory Authorisation Type: <blank> 

Orphan designation Status: <blank>

Orphan designation number: <blank>

Orphan designation status date: <blank>

Orphan designation Validity period: <blank>

Medicines Regulatory Agency

Reference Number: Health Products 

Regulatory Authority (LOC-10000032)

Package Item (Container) (2)

Package Item (Container) Type : Blister 

(100000073496)

Package Item (Container) Quantity: <blank>

Material : 

Polyamid (200000003209)

Aluminium (200000003200)

PVC (200000003222)

Package item reference(s): <blank>

Manufacturing item Reference: Reference to 

Manufacturered item 2

Manufactured Dose Form :Gastro-resistant tablet 

(100000073667)

Unit of Presentation : Tablet (200000002152)

Manufactured Item Quantity : 14

Manufactured Item Characteristics: <blank>

Manufactured Item (2)

Manufacturing/Business Operation

Operation Type : Manufacturer responsible for 

batch certification (100000160407)

Reference Number : DE_BW_01_MIA_2019_0050

Effective Date : 2019-06-21

Confidentiality Indicator : Public (X) 

Manufacturing operation start date: 2011-03-03

Manufacturing operation stop date: <blank>

Manufacturer / Establishment 

Reference Number :  Corden Pharma GmbH, 

Germany Otto Hahn Strasse, 68723, Plankstadt DE 

(LOC-100021495)

Medicines Regulatory Agency 

Ref. Nber : Regierungspraesidium Tuebingen, 

Leitstelle Arzneimittelueberwachung Baden-

Wuerttemberg (LOC-100011003)

Manufacturing/Business Operation

Operation Type : Secondary packaging 

(100000160464)

Reference Number : xx_MIA_2019_xx

Effective Date : 2019-06-xx

Confidentiality Indicator : Confidential (X) 

Manufacturing operation start date: 2011-xx-xx

Manufacturing operation stop date: <blank>

Manufacturer / Establishment 

Reference Number:  BCD (LOC-1000AAAAA)

Medicines Regulatory Agency 

Reference NumBer:  CAB (LOC-1000ZZZZZ)

Manufacturing/Business Operation

Operation Type : Primary Packaging 

(10000060463)

Reference Number : xx_MIA_2019_xx

Effective Date : 2019-06-xx

Confidentiality Indicator : Confidential (X) 

Manufacturing operation start date: 2011-xx-xx

Manufacturing operation stop date: <blank>

Manufacturer / Establishment 

Reference Number: CBD (LOC-1000BBBBB)

Medicines Regulatory Agency 

Reference Number: DCB (LOC-1000QQQQQ)

Ingredient

Ingredient role : Excipient 

(100000072082)

Substance

Substance : Sucrose

(100000135386)

Strength

Strength (Presentation single 

value or low limit) :   

Numerator: 19 milligram(s) 

(100000110655)

Denominator: 1 tablet

Strength (Presentation high 

limit): Numerator: 20 

milligram(s)

Denominator: 1 tablet

Strength (Concentration  

single value or low limit): 

<blank>

Strength (Concentration high 

limit): <blank>

Strength (Presentation) Text: 

<blank>

Strength (Concentration) Text: 

<blank>

Manufacturer / Establishment

Reference Number: 1234 

(System generated)

Attached document

Identifier: 123

Effective date: 2017-07

Type: SmPC (X)

Language: English (100000072147)

Alternative identifier (e.g. EV code): <blank>

PCID :  IE-6006100000833-003-001

Package Description : Polyamide/Aluminium/PVC 

blister containing 7 tablets

Language: English (100000072147)

Pack size: 7 tablets

Legal Status of Supply :  <blank>

Marketing Authorisation: <blank>

Packaged Medicinal Product

Shelf Life

Shelf Life Type : Shelf life of the medicinal product as 

packaged for sale (100000073403)

Shelf Life Time Period : 3 years

Special Precautions for Storage : 

Do not store above 25 °C (100000073410)

Store in the original package (100000073421) 

in order to protect from moisture (100000073427)

Package Item (Container) (1)

Package Item (Container) Type : Box 

(100000073498)

Package Item (Container) Quantity : 1

Material : Cardboard (200000003529)

Package item reference(s) : Reference to Package 

item 2

Manufacturing item Reference: <blank>

Data Carrier Identifier

Data Carrier Identifier Code System : GTIN/NTIN

Data Carrier Identifier Value : 12345678901234

Package (Component)

Component Type: <blank> 

Component Material: <blank>

Device

Device type: <blank>

Device Trade Name: <blank>

Device Identifier: <blank>

Device quantity: <blank>

Package Item (Container) (2)

Package Item (Container) Type : Blister 

(100000073496)

Package Item (Container) Quantity : 1

Material : 

Polyamid (200000003209)

Aluminium (200000003200)

PVC (200000003222)

Package item reference(s): <blank>

Manufacturing item Reference: Reference to 

Manufacturered item 1

Regulatory Authorisation Type: <blank>

Marketing Authorisation Number (Package Level): <blank>

Country: <blank>

Authorisation status: <blank>

Authorisation status date (Packaged Medicinal Product): <blank>

Marketing Authorisation

Regulatory Authorisation Type: <blank>

Marketing Authorisation Number (Package Level): <blank>

Country: <blank>

Authorisation status: <blank>

Authorisation status date (Packaged Medicinal Product): <blank>

Marketing Authorisation
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* Manufactured Dose Form : Powder for 

solution for injection

* Unit of Presentation : Vial

* Manufactured Item Quantity : 1 unit(s) TBD

* Manufactured Item Characteristics: white 

powder for solution for injection in a type I glass 

vial

Medicinal Product

PMSID : 7007

MPID : IE-7007100001573-001

Combined Pharmaceutical Dose Form : Powder and solvent for solution for 

injection (100000073868)

Legal Status of Supply : Medicinal product on medical prescription for non-

renewable delivery (100000072079)

Additional Monitoring Indicator : False

Paediatric Use Indicator : medicinal product authorised for paediatric use

Domain : Human use (100000000012)

Type : Authorised (X)

Orphan Designation Status : No

EURID : 1584

Full Indication Text : Hiberix is indicated for active immunisation against 

disease caused by Haemophilus influenzae type b in infants from the age of 

two months.

Language: English (100000072147)

QPPV identifier: 421031

QPPV role : Qualified Person in the EEA for Pharmacovigilance 

(100000155057)

Pharmacovigilance Enquiry Info : 

Email address: system=email, value= ukmedinfo@gsk.com

Phone number: system=phone, value=нϰϰ�;ϬͿϮϬϯ�–�ϰϱϬϭϮϱϴϳ

Role: Qualified Person in the EEA for Pharmacovigilance (100000155057)

Medicinal Product Name

* Full Name : Hiberix. Haemophilus Type b (Hib) vaccine Powder 

and Solvent for Solution for Injection.

Invented Name Part : Hiberix

Scientific Name Part : Haemophilus Type b (Hib) vaccine   

Pharmaceutical Dose Form Part : Powder and Solvent for 

Solution for Injection

Strength Part : <blank>

Formulation Part : <blank>

Intended Use Part : <blank>

Target Population Part : <blank>

Container or Pack Part : <blank>

Device Part : <blank>

Trademark or Company Name Part : <blank>

Time/Period Part : <blank>

Flavour Part : <blank>

Delimiter Part : <blank>

Product Classification

Code System : xEVMPD product type

Value : Other (200000003517)

Code System : Legal basis

Value : Full application (article 8(3) of directive No 

2001/83/EC) (100000116046)

Code System : ATC Code

Value : J07AG51 (100000096521)

Code System : Medicinal product category

Value : Vaccine

Country / Language

Country : Ireland

Language : EN (100000072147)

Master File

File Type : PharmacoVigilance 

Master file (X)

File Code : MFL1234

Marketing Authorisation

Marketing Authorisation Number : PA1077/027/001

Country : Ireland (100000000427)

Authorisation Status : Valid after renewal (X)

Authorisation Status Date : 2009-10-23

Date of First Authorisation : 1999-06-11

International Birth Date : 1996-05-30

Regulatory autorisation type: Marketing Authorisation

* PCID :  IE-7007100001573-001-001

* Package Description : Lyophilised Hib vaccine in 1 

type I glass vial. The solvent in 1 syringe without needle.

Language: English (100000072147)

Pack size: 1 vial + 1 syringe

Legal Status of Supply : <blank>

Marketing Authorisation: <blank>

Packaged Medicinal Product

Marketing Status

Country : Ireland (100000000427)

Marketing Status : Not marketed (100000072074)

Marketing Date Start : <blank>

Marketing Date Stop : <blank>

Manufacturing/Business Operation

Operation Type : Manufacturing of active 

substance

Reference Number : 

BE_XX_01_GMP_2019_0056

Effective Date : 2019-01

Confidentiality Indicator :  Confidential (X)

Manufacturing operation start date: 

1999-06-11

Manufacturing operation stop date:<blank>

Manufacturer / Establishment 

Reference Number : Active substance-

Manufacturer (X)

Medicines Regulatory Agency 

Ref. Nber : Health Products Regulatory 

Authority (LOC-100000032)

Marketing Authorization Procedure

Procedure Number : <blank>

Procedure Type : National Procedure (100000155062)

Procedure Date Start : 1997-05-12

Procedure Date End : 1999-06-11

Regulatory Application Procedure

Application Number : CRN 2061574

Application Type : Renewal (100000155697)

Application Date : 2009-10-23

Marketing Autorisation Holder

Reference Number : GlaxoSmithKline (Ireland) Limited

LOC-100001573

Product Cross-Reference

(I)MPID Cross-Reference : <blank>

Referenced Product Type : <blank>

Package Item (Container) [1]

* Package Item (Container) Type : Box

* Package Item (Container) Quantity : 1

* Material : Cardboard

Package Item Reference : Reference to Package Item [4]

Package Item Reference : Reference to Package Item [5]

Device Reference : Reference to Device [1]

Device [2]

Device type : Integrated device: pre-filled syringe

Device quantity: 1

Device Trade Name :<blank>

Device Identifier : <blank>

Manufactured Item [1]

Pharmaceutical Product

Ingredient

* Ingredient role : Excipient

Substance

* Substance : Sodium Chloride (100000092115)

Strength

Strength (Presentation single value or low limit):  numerator: 

66 micromole(s); denominator: 0.5 millilitre(s)

Strength (Concentration  single value or low limit) :  

numerator: 166 millimole(s); denominator:  1 litre

Strength (Presentation high limit): <blank>

Strength (Concentration high limit):<blank>

* Pharmaceutical Product Description: White powder 

in a type I glass vial. Solvent is clear and colourless 

liquid in a glass ampoule or syringe

* Administrable Dose Form : Solution for injection

* Unit of Presentation : Syringe

* Device:  <blank>

Route of Administration

* Route of Administration : Intramuscular use

Therapeutic Indication

- Indication as « Disease/Symptom/Procedure »: Haemophilus influenzae type b 

immunisation (10069533) ; Active immunisation (10000639)  

- Intended Effect : active immunisation (100000036128)

- Comorbidity : <blank>

Ingredient

* Ingredient role : Excipient

Substance

* Substance : Water for injection   (100000078023)

Strength

Strength (Presentation single value or low limit):

    numerator: 0.5 millilitre(s) ; denominator: 0.5 millilitre(s)

Strength (Concentration single value or low limit) : <blank>

Strength (Presentation high limit): <blank>

Strength (Concentration high limit):  <blank> 

Ingredient

* Ingredient role : Excipient

Substance

* Substance : Lactose  (100000090052)

Strength

Strength (Presentation single value or low limit) :   numerator: 

<= 10 milligram(s); denominator: 0.5 millilitre(s)

Strength (Concentration  single value or low limit) : <blank>

Strength (Presentation high limit): <blank>

Strength (Concentration high limit):<blank>

Ingredient

* Ingredient role : Active

Substance

* Substance : Haemophilus influenzae type b capsular 

polysaccharide (PRP) conjugated to tetanus toxoid (TT) 

(mean TT/PS ratio: 2.5)  (100000089691)

Reference Strength

Reference Substance : Tetanus toxoid

Reference Strength (Presentation single value or low 

limit) : numerator:~25 microgram(s); denominator:0.5 

mililitre(s)

Reference Specified Substance :<blank>

Reference Strength (Presentation high limit): <blank>

Reference Strength (Concentration  single value or 

low limit) : numerator:~50 microgram(s); 

denominator: 1 mililitre

Reference Strength (Concentration high limit)<blank>

* Manufactured Dose Form : Solvent for Solution for Injection

* Unit of Presentation : Syringe

* Manufactured Item Quantity : 0.89  millilitre(s)

* Manufactured Item Characteristics: clear and colourless 

solvent for solution for injection in a syringe

Manufactured Item [2]

Package Item (Container) [5]

Package Item (Container) Type : Pre-filled syringe (100000073544)

Package Item (Container) Quantity : 1

Material : Glass type I (200000003204)

Manufactured Item Reference : Reference to Manufactured Item [2]

Package Item (Container) [4]

Package Item (Container) Type : Vial (100000073563)

Package Item (Container) Quantity : 1

Material : Glass type I (200000003204)

Manufactured Item Reference : Reference to Manufactured Item [1]

Reference Strength

Reference Substance : Haemophilus influenza type b 

polysaccharide (polyribosylribitol phosphate) (PRP)

Reference Strength (Presentation single value or low 

limit) :  numerator:10 microgram(s); denominator: 0.5 

mililitre(s)

Reference Specified Substance : <blank>

Reference Strength (Presentation high limit): <blank>

Reference Strength (Concentration  single value or 

low limit) : numerator:20 microgram(s); denominator: 

1 mililitre

Reference Strength (Concentration high limit)<blank>

* PCID :  IE-7007100001573-001-002

* Package Description : Lyophilised Hib vaccine in 1 type I glass 

vial. The solvent in 1 syringe with 1 needle.

Language: English (100000072147)

Pack size: 1 vial + 1 syringe

Legal Status of Supply : <blank>

Marketing Authorisation: <blank>

Packaged Medicinal Product

* PCID :   IE-7007100001573-001-003

* Package Description : Lyophilised Hib vaccine in 1 type I glass 

vial. The solvent in 1 glass ampoule.

Language: English (100000072147)

Pack size: 1 vial + 1 syringe

Legal Status of Supply : <blank>

Marketing Authorisation: <blank>

Packaged Medicinal Product

Shelf Life

Shelf Life Type : Shelf life of the medicinal product as 

packaged for sale (100000073403)

Shelf Life Time Period : 3 year

Special Precautions for Storage : 

   - Store in a refrigerator (2°C –�8°C)  (100000073414)

   - Store in the original package (100000073421)

   - in order to protect from light (100000073426)

   - Do not freeze (100000073420)

Package Item (Container)  [2]

Package Item (Container) Type : Box

Package Item (Container) Quantity : 1

Material : Cardboard

Package Item Reference : Reference to Package Item [6]

Package Item Reference : Reference to Package Item [9]

Device Reference : Reference to Device [2]

Data Carrier Identifier

Data Carrier Identifier Code System : GTINData Carrier 

Identifier Value : 5099211003479

Package Item (Container)  [3]

Package Item (Container) Type : Box

Package Item (Container) Quantity : 1

Material : Cardboard

Package Item Reference : Reference to Package Item [7]

Package Item Reference : Reference to Package Item [8]

Package Item (Container) [8]

Package Item (Container) Type : Ampoule (100000073490)

Package Item (Container) Quantity : 1

Material : Glass (200000003203)

Manufactured Item Reference : Reference to Manufactured Item [6]

Shelf Life

Shelf Life Type : Shelf life after dilution or 

reconstitution according to directions (100000073405)

Shelf Life Time Period : 1 hour

Special Precautions for Storage : <blank>

Shelf Life

Shelf Life Type : Shelf life of the medicinal product as 

packaged for sale (100000073403)

Shelf Life Time Period : 3 year

Special Precautions for Storage : 

   - Store in a refrigerator (2°C –�8°C)  (100000073414)

   - Store in the original package (100000073421)

   - in order to protect from light (100000073426)

   - Do not freeze (100000073420)

Data Carrier Identifier

* Data Carrier Identifier Code System : <blank>

* Data Carrier Identifier Value : <blank>

Shelf Life

Shelf Life Type : Shelf life after dilution or 

reconstitution according to directions (100000073405)

Shelf Life Time Period : 1 hour

Special Precautions for Storage : <blank>

Shelf Life

Shelf Life Type : Shelf life of the medicinal product as 

packaged for sale (100000073403)

Shelf Life Time Period : 3 year

Special Precautions for Storage : 

   - Store in a refrigerator (2°C –�8°C)  (100000073414)

   - Store in the original package (100000073421)

   - in order to protect from light (100000073426)

   - Do not freeze (100000073420)

Data Carrier Identifier

* Data Carrier Identifier Code System : <blank>

* Data Carrier Identifier Value : <blank>

Shelf Life

Shelf Life Type : Shelf life after dilution or 

reconstitution according to directions (100000073405)

Shelf Life Time Period : 1 hour

Special Precautions for Storage : <blank>

* Manufactured Dose Form : Solvent for Solution for Injection

* Unit of Presentation : Ampoule

* Manufactured Item Quantity : 0.89 millilitre(s)

Manufactured Item Characteristics: clear and colourless 

solvent for solution for injection in a glass ampoule

Manufactured Item [6]

Attached document

Identifier: <blank>

Effective date: 2020-01

Type: SmPC (X)

Language: English (100000072147)

EV code: ATT2209470

Marketing Status

Country : Ireland (100000000427)

Marketing Status : Marketed (100000072083)

Marketing Date Start : 1999-11-07

Marketing Date Stop : <blank>

Marketing Status

Country : Ireland (100000000427)

Marketing Status : Not marketed (100000072074)

Marketing Date Start : <blank>

Marketing Date Stop : <blank>

Package (Component)

Component Type : Vial (<TBD>)

Component Material : Glass type I (200000003204)

Manufacturer / Establishment

Reference Number : 

Ing-1-Manufacturer (<TBD>) 

Manufacturing/Business Operation

Operation Type : Manufacturer responsible 

for batch certification

Reference Number : 

BE_XX_01_GMP_2019_0078

Effective Date : 2019-01

Confidentiality Indicator :  Public (X)

Manufacturing operation start date: 

1999-06-11

Manufacturing operation stop date:<blank>

Manufacturer / Establishment 

Reference Number : Batch certification-

Manufacturer (X)

Medicines Regulatory Agency 

Ref. Nber : Federal Agency For Medicines And 

Health Products (ORG-100003913)

Manufacturing/Business Operation

Operation Type : Primary packaging 

(100000160463)

Reference Number : 

BE_XX_01_GMP_2019_0012

Effective Date : 2019-01

Confidentiality Indicator : Confidential (X)

Manufacturing operation start date: 

1999-06-11

Manufacturing operation stop date:<blank>

Manufacturer / Establishment 

Reference Number : Primary Pack-

Manufacturer (X)

Medicines Regulatory Agency 

Ref. Nber : Federal Agency For Medicines And 

Health Products (ORG-100003913)

Manufacturing/Business Operation

Operation Type : Secondary packaging 

(100000160464)

Reference Number : 

BE_XX_01_GMP_2019_0034

Effective Date : 2019-01

Confidentiality Indicator :  Confidential (X)

Manufacturing operation start date: 

1999-06-11

Manufacturing operation stop date:<blank>

Manufacturer / Establishment 

Reference Number : Secondary Pack-

Manufacturer (X)

Medicines Regulatory Agency 

Ref. Nber : Federal Agency For Medicines And 

Health Products (ORG-100003913)

Medicines Regulatory Agency 

Ref. Nber : Federal Agency For Medicines And 

Health Products (ORG-100003913)

Package Item (Container) [6]

Package Item (Container) Type : Pre-filled syringe (100000073544)

Package Item (Container) Quantity : 1

Material : Glass type I (200000003204)

Manufactured Item Reference : Reference to Manufactured Item [3]

Component Type : Pre-filled syringe (X)

Component Material : 

Package (Component)

Package Item (Container) [9]

Package Item (Container) Type : Vial (100000073563)

Package Item (Container) Quantity : 1

Material : Glass type I (200000003204)

Manufactured Item Reference : Reference to Manufactured Item [4]

Package Item (Container) [7]

Package Item (Container) Type : Vial (100000073563)

Package Item (Container) Quantity : 1

Material : Glass type I (200000003204)

Manufactured Item Reference : Reference to Manufactured Item [5]

Component Type : Ampoule  (<TBD>)

Component Material : Glass (200000003203)

Package (Component)

Package (Component)

Component Type : Vial (X)

Component Material : Glass type I (200000003204)

* Manufactured Dose Form : Powder for 

solution for injection

* Unit of Presentation : Vial

* Manufactured Item Quantity : 1 unit(s) TBD

* Manufactured Item Characteristics: white 

powder for solution for injection in a type I glass 

vial

Manufactured Item [5]

Manufactured Dose Form : Powder for solution 

for injection

Unit of Presentation : Vial

Manufactured Item Quantity : 1 unit(s) TBD

Manufactured Item Characteristics: white 

powder for solution for injection in a type I glass 

vial

Manufactured Item [4]

Manufactured Dose Form : Solvent for Solution for Injection

Unit of Presentation : Syringe

Manufactured Item Quantity : 0.89  millilitre(s)

Manufactured Item Characteristics: clear and colourless 

solvent for solution for injection in a syringe

Manufactured Item [3]

Strength

Strength (Presentation single value or low limit) :   

<blank> Strength (Concentration  single value or low 

limit):

<blank>

Strength (Presentation high limit): <blank>

Strength (Concentration high limit):<blank>

Strength

Strength (Presentation single value or low limit) :   

<blank> 

Strength (Concentration  single value or low limit):

<blank>

Strength (Presentation high limit): <blank>

Strength (Concentration high limit):<blank>

Device [1]

- Device type : Integrated device: pre-filled syringe

- Device quantity: 1

- Device Trade Name : <blank>

- Device Identifier :<blank>

Component Type : Pre-filled syringe (X)

Component Material : 

Package (Component)

Package (Component)

Component Type : Vial (X)

Component Material : Glass type I (200000003204)

Orphan designation

Regulatory Autorisation Type: <blank>

Orphan designation status: <blank>

Orphan Designation Number: <blank>

Orphan Designation Status Date:<blank>

Orphan Designation Validity Period : <blank>

Marketing Authorisation

Regulatory autorisation type:<blank>

Marketing Authorisation Number (Package level) : <blank>

Country :  <blank>

Authorisation Status :  <blank>

Authorisation status date (Packaged Medicinal Product): 

<blank>

Marketing Authorisation

Regulatory autorisation type:<blank>

Marketing Authorisation Number (Package level) : <blank>

Country :  <blank>

Authorisation Status :  <blank>

Authorisation status date (Packaged Medicinal Product): 

<blank>

Marketing Authorisation

Regulatory autorisation type:<blank>

Marketing Authorisation Number (Package level) : <blank>

Country :  <blank>

Authorisation Status :  <blank>

Authorisation status date (Packaged Medicinal Product): 

<blank>

Manufacturing/Business Operation

Operation Type : Manufacturer of solvent / 

diluent

Reference Number : 

BE_XX_01_GMP_2019_0078

Effective Date : 2019-01

Confidentiality Indicator :  Public (X)

Manufacturing operation start date: 

1999-06-11

Manufacturing operation stop date:<blank>

Manufacturer / Establishment 

Reference Number : Solvent / Diluent 

Manufacturer (X)

Medicines Regulatory Agency 

Ref. Nber : Federal Agency For Medicines And 

Health Products (ORG-100003913)

Reference Strength

Reference Substance : Lactose  

Strength (Presentation single value or low limit) : 

numerator: <= 10 microgram(s); denominator: 0.5 

mililitre(s)

Reference Specified Substance :<blank>

Reference Strength (Presentation high limit): <blank>

Reference Strength (Concentration  single value or 

low limit) : <blank>

Reference Strength (Concentration high limit)<blank>

Reference Strength

Reference Substance : Sodium Chloride

Strength (Presentation single value or low limit) : 

numerator: <= 10 microgram(s); denominator: 0.5 

mililitre(s)

Reference Specified Substance :<blank>

Reference Strength (Presentation high limit): <blank>

Reference Strength (Concentration  single value or 

low limit) : <blank>

Reference Strength (Concentration high limit)<blank>

Reference Strength

Reference Substance : Water for injection 

Strength (Presentation single value or low limit) :  

numerator: 0.5 millilitre(s) ; denominator: 0.5 

millilitre(s)

Reference Specified Substance :<blank>

Reference Strength (Presentation high limit): <blank>

Reference Strength (Concentration  single value or 

low limit) : <blank>

Reference Strength (Concentration high limit)<blank>
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