Rejection for registration (2024)

All manufacturing Legal
Common name of the Strength and packaging, sites involved in the Registration certif- status
Date Trade name active substance Pharmaceutical form presentation medicinal product manu- Country icate holder (name, Country for
facturing process (name, location) supply
location)
Ind-Swift Limited,
Ind-Swift Limited, Plot no Off. NH-21, Village
2401.2024 Atswift 20 atorvastatin tablets film-coated 20mg; (30/3x10/) in blister 11, Industrial Area, Katha- India Jawaharpur, Tehsil India PoM
Batholikalan, Baddi, District- Derabassi, District
Solan, H.P. 173205 SAS Nagar (Mohali),
Punjab-140507
Ind-Swift Limited,
Ind-Swift Limited, Plot no Off. NH-21, Village
2401.2024 Atswift 10 atorvastatin tablets film-coated 10mg; (30/3x10/) in blister 11, Industrial Area, Katha- India Jawaharpur, Tehsil India PoM
Batholikalan, Baddi, District- Derabassi, District
Solan, H.P. 173205 SAS Nagar (Mohali),
Punjab-140507
Ind-Swift Limited,
Ind-Swift Limited, Plot no Off. NH-21, Village
24.01.2024 Swiftzidime ceftazidime powder for injection 1000mg; (1) glass vial 11, Industrial Area, Katha- India Jawaharpur, Tehsil India PoM
Batholikalan, Baddi, District- Derabassi, District
Solan, H.P. 173205 SAS Nagar (Mohali),
Punjab-140507
vitamin A, colecalciferol,
alpha tocopherol acetat,
thiamine hydrochloride,
riboflavin sodium 15000IU+1000IU+20mg+10mg |  Alfasan International B.V., Alfasan International
08.02.2024 Multivitamin phosphate, pyridoxine solution for injection +6,85mg+3mg+50meg+35mg+2 Kuipersweg 9-3449JA the Netherlands B.V., Kuipersweg the Netherlands PoM
hydrochloride, 5mg; 100ml glass vial ‘Woerden 9-3449 JA Woerden
cyancobalamin,
nicotinamide,

dexpanthenol




benzyldimethyl INFAMED K LLC, ul. for INFAMED
(3-(myristoilamine) propyl) 0,Img/ml; 10ml plastic bottle | Kommunalnaya., build.12, g. LLC,, Promzona ter.,
5 08.02.2024 Okomistin ammonium chloride drops eye, ear, nasal with dropper Bagrationovsk, Bagra- Russia bulid. 473, g.Vidnoe, Russia PoM
monohydrate tionovsky dist., Kaliningrad Leninsky dist., Moscow
region, 238420 region, 142704
Moosmann Pharma-
Bendamustine bendamustine powder for concentrate for Thymoorgan Pharmazie ceuticals LLC, Vana- Republic of
6 09.02.2024 Moosmann 2,5mg/ml (bendamustine solution for infusion 100mg; glass vial GmbH, Schiffgraben 23, Germany hovit 8, Proshyan v., Armenia PoM
hydrochloride) 38690 Goslar Ashtarak Ave,, Kotayk
Marz 2413
Moosmann Pharma-
Bendamustine bendamustine powder for concentrate for Thymoorgan Pharmazie ceuticals LLC, Vana- Republic of
7 09.02.2024 Moosmann 2,5mg/ml (bendamustine solution for infusion 25mg; glass vial GmbH, Schiffgraben 23, Germany hovit 8, Proshyan v., Armenia PoM
hydrochloride) 38690 Goslar Ashtarak Ave,, Kotayk
Marz 2413
phospholipids (lipoid 50mg+20mg; (5/1x5/) ampules | Pharmstandard-UfaVITA Pharmstandard-UfaVI-
8 08.03.2024 Phosphogliv C100), glycyrrhizinic solution for i/v injection 10ml in blister, (10/2x5/) OJSC, 450077, Ufa, str. Russia TA OJSC, 450077, Uta, Russia PoM
acid (glycyrrhizinic acid ampules 10ml in blister Khudaiberdina 28 str. Khudaiberdina 28
trisodium)
TOO AVVA Ka-
AVVA RUSJSC, Kirov re- zakhstan, 050008, city Republic of
9 12032024 | Motonium AVVARUS domperidone film-coated tablets 10mg; (30/3x10/) in blister gion, Kirov city, Luganskaya Russia Almaty, Almaly regjon, Kazakhstan PoM
Str.53A Abaya avenue, 109B,
room 501
ALABPHARMACEU-
TICALSLLC, Kochinyan
13/16, Yerevan- packager, ATLABPHARMA-
ambroxol (ambroxol 30mg; (20/2x10/) in blister, quality control, batch CEUTICALSIIC, Republic of
10 31.05.2024 Amber hydrochloride) tablets film-coated (100/10x10/) in blister releaser, RELAX BIOTECH Republic of Armenia Kochinyan 13/16, Armenia OTC
PVT.LTID,8621,GIDC, Yerevan
MAKARPURA, BARO-
DA- 390010, India- bulk
manufacturer
solution for injection/ 10mg/ml; (1) glass vial 45ml, (5) | United Biotech (P) Ltd, Bag- Violeta Medical Center Republic of
11 31.05.2024 Unicarb 450 carboplatin infusion glass vials 45ml bania, Baddi-Nalagarh Road, India LLC, 2/33 Yerznkyan Armenia PoM
Distt. Solan (HP)- 174 101 street, Arabkir, Yerevan




solution for injection/ 10mg/ml; (1) glass vial 15ml, | United Biotech (P) Ltd, Bag- Violeta Medical Center Republic of
12 31.05.2024 Unicarb 150 carboplatin infusion (10) glass vials 15ml bania, Baddi-Nalagarh Road, India LLC, 2/33 Yerznkyan Armenia PoM
Distt. Solan (HP)- 174101 street, Arabkir, Yerevan
Laboratoires Bouch-
200000IU/ml; (1/1x1/) ampoules | Abiogen Pharma Sp.A., Via ara-Recordati, Im-
13 31.05.2024 Vitamine D3 BON. colecalciferol solution for i/m injection 1ml Meucci, 36 - Ospedaletto Ttaly meuble le Wilson, 70 France PoM
-Pisa avenue du General de
Gaulle, 92800 Puteaux
sodium dihydrogen Medical Horizon LLC, Medical Horizon LLC,
14 01.08.2024 Procto-Enema phosphate dihydrate, solution rectal 181mg/ml+80mg/ml; plastic Ararat province, Masis city, Republic of Armenia Ararat province, Masis Republic of OTC
disodium phosphate bottle 150ml Hrant Vardanyan 22 city, Hrant Vardanyan Armenia
dodecahydrate 2
BioChem LLC, Manandyan
street, 33 1/1, Yerevan- bulk Household Chem-
96%; plastic container 100ml, manufacturer, packager, istry Plant LLC,
Detox medical alchohol concentrate for solution for | plastic container 250ml, plastic quality control (physico- Arshakunyants Ave., Republic of
15 23.08.2024 96% ethyl alcohol external use container 400ml, plastic chemical), batch releaser, Republic of Armenia 125/3 Building (Shen- Armenia OTC
container 500ml, plastic PharmaTech CJSC, 0064, gavitadm. district),
container 1000ml Yerevan, Raffi str. 111, Yerevan, 0007
Republic of Armenia- quality
control (microbiological)
15mg/5ml; 90ml glass bottle Herbion Pakistan Pvt. Herbion Pakistan Pvt.
16 25.09.2024 Novex Ambroxol ambroxol (ambroxol syrup and measuring cup, 120ml glass | Ltd., Plot No. 30, Sector 28, Pakistan Ltd., Plot No. 30, Sector Pakistan OTC
hydrochloride) bottle and measuring cup Korangi Industrial Area, 28, Korangi Industrial
Karachi Area, Karachi
Herbion Pakistan Pvt. Herbion Pakistan Pvt.
17 09.10.2024 Cranfit sugar free cranberry powder extract powder for oral solution 250 mg; (10) sachets 5,6 g Ltd., Plot No. 30, Sector 28, Pakistan Ltd., Plot No. 30, Sector Pakistan OTC
Korangi Industrial Area, 28, Korangi Industrial
Karachi Area, Karachi
dexketoprofen GM Pharmaceuticals | GM Pharmaceu-
18 11.102024 Zumm-25 (dexketoprofen granules for oral solution 25mg; (10) sachets GM Pharmaceuticals Ltd, GM Pharmaceuticals Ltd, Ltd, Rustavi Highway | ticalsLtd, Rustavi | OTC
trometamol) Rustavi Highway 52, Tbilisi | Rustavi Highway 52, Thilisi 52, Thilisi Highway 52,

Thilisi




Ind-Swift Limited,
Ind-Swift Limited, Plot Off. NH-21, Village
19 24102024 Fluswift 150 fluconazole capsules 150mg; (1/1x1/) in blister no 11, Industrial Area, India Jawaharpur, Tehsil India PoM
Katha-Batholikalan, Baddi, Derabassi, District
District-Solan, H.P. 173205 SAS Nagar (Mohali),
Punjab-140507
Herbion Pakistan Pvt. Herbion Pakistan Pvt.
20 22.11.2024 LacNovex lactulose syrup 3,35g/5ml; 150ml glass vial Ltd., Plot No. 30, Sector 28, Pakistan Ltd., Plot No. 30, Sector Pakistan OTC
Korangi Industrial Area, 28, Korangi Industrial
Karachi Area, Karachi
Macleods Pharmaceuticals Macleods Pharmaceu-
Ethambutol ethambutol (ethambutol Ltd,, Phase-II, Plot No 25-27, ticals Ltd., 304, Atlanta
21 25122024 Hydrochloride hydrochloride) tablets film-coated 100mg; (100/10x10/) in blister Sr. No 366, Premier Ind. India Arcade, Marol Church India PoM
Estate, Kachigam, Dam- Road,Andheri (East),
an-396210 Mumbai-400 059
thick extract of
cuminumcyminum,
thick extract of
vitisvinifera, thick extract
of foeniculumvulgare,
thick extract of
menthapiperita,thick Herbion Pakistan Pvt. Herbion Pakistan Pvt.
extract of berberisaristata, 20mg+20mg+20mg+20mg+12 | Ltd., Plot No. 30, Sector 28, Ltd., Plot No. 30, Sector
25.12.2024 Entocid thick extract of syrup mg+12mg+24mg+9mg+3mg+2 Korangi Industrial Area, Pakistan 28, Korangi Industrial Pakistan OTC
mesuaferrea, thick extract mg; 120ml glass bottle Karachi Area, Karachi
of glycyrrhizaglabra,
thick extract of
cinnamomumtamala,
thick extract of
amomumsubulatum,
thick extract of
coriandrumsativum




PharmaTech CJSC, 0064,
Yerevan, Raffistr. 111- batch

releaser, Kwality Pharma-
ceuticals Ltd, 1-A, Industrial PharmaTech CJSC,
3 25.12.2024 Droxa doxorubicin (doxorubicin powder lyophilized for 10mg; glass vial Area, Raja Ka Bagh, Tehsil Republic of Armenia 0064, Yerevan, Raffi Republic of PoM
hydrochloride) solution for infusion Nurpur, Distt. Kangra (HP.), str. 111 Armenia
India- bulk manufacturer,
packager, quality control
(physicochemical and micro-
biological)
PharmaTech CJSC, 0064,
Yerevan, Raffi str. 111- batch
releaser, Kwality Pharma-
ceuticals Ltd, 1-A, Industrial PharmaTech CJSC,
%4 25.12.2024 ZEVIYA cisplatin concentrate forsolution for 50mg/50ml; glass vial Area, Raja Ka Bagh, Tehsil Republic of Armenia 0064, Yerevan, Raffi Republic of PoM
infusion Nurpur, Distt. Kangra (HP.), str. 111 Armenia
India- bulk manufacturer,
packager, quality control
(physicochemical and micro-
biological)
100mg; (10/1x10/)in blister, | JSC Rafarma Lipetsk region,
(20/2x10/) in blister, (30/3x10/) | Terbunsky municipal district, JSC Rafarma 399540,
25 26.12.2024 Rokona fluvoxamine (fluvoxamine tablets film-coated in blister, (40/4x10/) in blister, rural settlement Terbunsky Russia Lipetsk region, Terbun- Russia PoM
maleate) (15/1x15/) in blister, (30/2x15/) | village council, village Ter- sky district,s. Terbuny,
in blister, (45/3x15/) in blister, buny, st. Dorozhnaya, 6A st. Dorozhnaya, 6A
(60/4x15/) in blister
50mg; (10/1x10/) in blister, JSC Rafarma Lipetsk region,
(20/2x10/) in blister, (30/3x10/) | Terbunsky municipal district, JSC Rafarma 399540,
2 26.12.2024 Rokona fluvoxamine (fluvoxamine tablets film-coated in blister, (40/4x10/) in blister, rural settlement Terbunsky Russia Lipetsk region, Terbun- Russia PoM
maleate) (15/1x15/) in blister, (30/2x15/) | village council, village Ter- sky district,s. Terbuny,
in blister, (45/3x15/) in blister, buny, st. Dorozhnaya, 6A st. Dorozhnaya, 6A

(60/4x15/) in blister




