EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

10 February 2022
EMA/PRAC/75101/2022
Pharmacovigilance Risk Assessment Committee (PRAC)

List of nationally authorised medicinal products

Active substance(s): calcitonin salmon, synthetic analogue of eel calcitonin

Procedure No.: PSUSA/00000494/202106

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union

© European Medicines Agency, 2022. Reproduction is authorised provided the source is acknowledged.



Product Name (in authorisation MRP/DCP National Authorisation MAH of product in the Member State where
country) Authorisation number | Number member state product is authorised
CALSYN 100 UI/1 ML, SOL. INJ. EN not available 34009 340 658 2 8 SANOFI-AVENTIS FRANCE FR
AMPOULE

CALSYN 100 UI/1 ML, SOL. INJ. EN not available 34009 343 5046 7 SANOFI-AVENTIS FRANCE FR
AMPOULE

CALSYN 100 UI/1 ML, SOL. INJ. EN not available 34009 343 50528 SANOFI-AVENTIS FRANCE FR
AMPOULE

CALSYN 100 UI/1 ML, SOL. INJ. EN not available 34009 343 50238 SANOFI-AVENTIS FRANCE FR
AMPOULE

Miacalcic 50 I.E./0,5 ml, oplossing not available BE168524 ESSENTIAL PHARMA (M) BE
voor injectie in een voorgevulde spuit LIMITED

Miacalcic 50 I.E./0,5 ml not available BE168524 ESSENTIAL PHARMA (M) BE
Injektionsldsung in einer Fertigspritze LIMITED

Miacalcic 50 UI/0,5 ml, solution not available BE168524 ESSENTIAL PHARMA (M) BE
injectable en seringue préremplie LIMITED

Calcitonina Hubber 100 UI solucidn not available 57064 MEDA PHARMA S.L. ES
inyectable

Miacalcic, injektions- og IE/H/0117/003 6594 ESSENTIAL PHARMA (M) DK
infusionsvaeske, oplgsning LIMITED

MIACALCIC 100 IE/ml injeksjons- og IE/H/0117/003 6184 ESSENTIAL PHARMA (M) NO
infusjonsveeske, opplgsning LIMITED

Calcitonin Essential Pharma 100 IE/H/0117/003 16.880 ESSENTIAL PHARMA (M) AT
I.E./ml - Lésung zur Injektion und LIMITED

Infusion

Miacalcic 100 IE/ml injektions- IE/H/0117/003 9290 ESSENTIAL PHARMA (M) SE
/infusionsvatska, 16sning LIMITED

Miacalcic 100 IU/ml injektio- ja IE/H/0117/003 7325 ESSENTIAL PHARMA (M) FI
infuusioneste, liuos LIMITED

Miacalcic 100 IU/ml injektions- IE/H/0117/003 7325 ESSENTIAL PHARMA (M) FI
/infusionsvatska, 16sning LIMITED

Miacalcic 100 I.E./ml Injektions- und IE/H/0117/003 BE576035 ESSENTIAL PHARMA (M) BE
Infusionslésung LIMITED

Miacalcic 100 UI/ml solution IE/H/0117/003 BE576035 ESSENTIAL PHARMA (M) BE
injectable/pour perfusion. LIMITED

Miacalcic 100 IE/ml oplossing voor IE/H/0117/003 BE576035 ESSENTIAL PHARMA (M) BE
injectie en infusie. LIMITED

Miacalcic 50 NE/ml oldatos injekcid és not available OGYT-T/23145/01 ESSENTIAL PHARMA (M) HU
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Product Name (in authorisation MRP/DCP National Authorisation MAH of product in the Member State where
country) Authorisation number | Number member state product is authorised
infuzio LIMITED

CALSYN 50 UI/0,5 ML, SOL. INJ. EN not available 34009 343 50757 SANOFI-AVENTIS FRANCE FR
AMPOULE

CALSYN 50 UI/0,5 ML, SOL. INJ. EN not available 34009 340 657 67 SANOFI-AVENTIS FRANCE FR
AMPOULE

CALSYN 50 UI/0,5 ML, SOL. INJ. EN not available 34009 343 506 9 6 SANOFI-AVENTIS FRANCE FR
AMPOULE

CALSYN 50 UI/0,5 ML, SOL. INJ. EN not available 34009 34350818 SANOFI-AVENTIS FRANCE FR
AMPOULE

Calcitonin Essential Pharma 50 I.E./ml IE/H/0117/004 1-18623 ESSENTIAL PHARMA (M) AT
— Ldsung zur Injektion und Infusion LIMITED

Miacalcic 50 IE/ml oplossing voor IE/H/0117/004 BE126901 ESSENTIAL PHARMA (M) BE
injectie en infusie. LIMITED

Miacalcic 50 I.E./ml Injektions- und IE/H/0117/004 BE126901 ESSENTIAL PHARMA (M) BE
Infusionslésung LIMITED

Miacalcic 50 UI/ml solution IE/H/0117/004 BE126901 ESSENTIAL PHARMA (M) BE
injectable/pour perfusion. LIMITED

MIACALCIC 50 U.I./1 ml, solution IE/H/0117/004 34009 33020323 ESSENTIAL PHARMA (M) FR
injectable ou pour perfusion LIMITED

MIACALCIC 50 U.I./1 ml, solution IE/H/0117/004 34009 57383251 ESSENTIAL PHARMA (M) FR
injectable ou pour perfusion LIMITED

MIACALCIC 50 U.I./1 ml, solution IE/H/0117/004 34009 57383312 ESSENTIAL PHARMA (M) FR
injectable ou pour perfusion LIMITED

MIACALCIC 50 U.I./1 ml, solution IE/H/0117/004 34009 57383480 ESSENTIAL PHARMA (M) FR
injectable ou pour perfusion LIMITED

Miacalcic 100 I.E./ml, oplossing voor not available BE173031 ESSENTIAL PHARMA (M) BE
injectie in een voorgevulde spuit LIMITED

Miacalcic 100 I.E./ml Injektionslésung not available BE173031 ESSENTIAL PHARMA (M) BE
in einer Fertigspritze LIMITED

Miacalcic 100 UI/ml, solution injectable | not available BE173031 ESSENTIAL PHARMA (M) BE
en seringue préremplie LIMITED

Miacalcic 100 NE/ml oldatos injekcid és | not available OGYT-T/23145/02 ESSENTIAL PHARMA (M) HU
infuzié LIMITED
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