Applications received in the week 19 Dec 2022 - 25 Dec 2022

Poliomyelitis virus

(inactivated)

AA Licence . . Source Country Source .
Number Product Name Active Ingredient/s Authorisation Number Country Applicant
Di hine Hydrochloride Pdr f Di hi
AA1343/03401UK | - omorphine rydrochioride Fdrior lamorphine PL 29831/0062 United Kingdom | Target Healthcare Limited
Soln for Injection 5mg hydrochloride
At tine HCl Aurobind At ti
AA1518/00101 omoxetine fit1 AUrobindo omoxetine RVG 121290 Netherlands Aurobindo Pharma B.V.
Capsules Hard 25mg hydrochloride
At tine HCl Aurobind At ti
AA1518/00102 omoxetine ft1 AUrobindo omoxetine RVG 121293 Netherlands Aurobindo Pharma B.V.
Capsules Hard 40mg hydrochloride
AA1404/00103 | Taromentin Oral Suspension 400mg | ~moXicilin; Clavulanic 17027 Poland Tarchominskie Zaktady
P & acid Farmaceutyczne POLFA S.A.
AA1043/00102UK Primidone SERB Tablets 250mg Primidone PL 26080/0003 United Kingdom Serb
AA729/30801 Isozid Tablets 100mg Isoniazid 6192548.01.00 Germany Cherubino Ltd
AA1247/00102 Hydrocortisone Cream 1% Hydrocortisone PA0206/030/001 Ireland Premiere Healthcare
G te Pdr+Solv f In f Central P t&
AA565/94901 ran.ocy‘e.z r _O,V or son for Lenograstim 34009349 756-77 France entra ro'curerr'men
inf/inj 13 Million IU/mL Supplies Unit
AAS65/17105UK Phenergan Solution for Injection Promethazi'ne PL 53886/0056 United Kingdom Central Pro‘curerr'ment&
25mg/ml hydrochloride Supplies Unit
Ci inG les for Oral Central P t&
AA565/09903UK 'proxin ranutes for ra Ciprofloxacin PL 00010/0211 United Kingdom entral Frocuremen
Suspension 250mg/5ml Supplies Unit
AA084/06402 Calcium Lactate Tablets 300mg Calcium Lactate 19879 Cyprus Remedica Ltd.
AA1454/02301 Ambroxol Tussilene Syrup 6mg/ml | Ambroxol hydrochloride 5394507 Portugal Prohealth
Diphtheria toxoid;
Tetanus toxoid;
AA770/09602 Repevax Solution for Inj/Inf 0.5ml Pertussis antigens; 3400936873971 France JV Healthcare Limited




Uni-Pharma Kleon Tsetis

AA1096/00309 Apotel Extra Tablets 500+65 mg Paracetamol; Caffeine 44050/29-9-2008 Greece Pharmaceutical Laboratories
S.A
Uni-Pharma Kleon Tsetis
Spasmo-Apotel Coated Tablets Paracetamol; Hyoscine . .
AA1096/01102 P P yosd 19416/02-03-2022 Greece Pharmaceutical Laboratories

500+10 mg

butylbromide

S.A







