LIST

of the medicines recommended for the registration by the Center according to the meeting decision N 02-1/22 on February 11, 2022

President
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or names of active (packaging) country status date
substances P ging
Adamed Pharma
Adamed Pharma S.A., 5, S.A., 6A,
rosuvastatin (rosuvastatin 10mg+10mg; (30/3x10/) Marszalka Jozefa Pienkow, Mariana
Rovastat Duo ] o tablets . ] . . Poland o Poland PoM 20467 11.02.2022
calcium), ezetimibe in blister Pilsudskiego st., 95-200 Adamkiewicza st.,
Pabianice, Lodzkie 05-152 Czosnow,
Mazowieckie
7,5mg/ml, 500m] plastic CEVAVISA, S.L.,
CEVAVISA, S.L., Cami )
CENMETRIN deltamethri Isi bottle, 1ml plastic Pedra Estela. s/ Raml Soai Cami Pedra Estela, Soai PoM 20468 11.02.2022
methrin m n r , 8/n, n n .02.
POUR-ON citamethtt emsio bottle, 2,5ml plastic eT ahstela 843205eus pal s/n, Reus pal ©
bottle arragona, Tarragona, 43205
Rottanh Led MEDA Pharma
600mg; (30) in glass orapham =i, GmbH & Co. KG,
. . o ) ) ) Damastown Industrial
Thioctacid 600 HR alfa-lipoic acid tablets film-coated |container, (100) in glass Ireland Benzstrasse 1, Germany PoM 20469 11.02.2022

container

Park, Mulhuddart, Dublin
15

61352 Bad
Homburg




solution for

1g/5ml; (5/1x5/)

Help S.A. Pedini

Spey Medical Ltd,
Lynton House 7-

Karnilev levocarnitine L ampoules 5ml in plastic . . Greece 12 Tavistock United Kingdom PoM 20470 11.02.2022
injection . Ioanninon, Ioannina, 45500
container square, WC1H
91T, London
SPECIAL PRODUCT"S UAB "MRA",

Fastenal Ket for Tvi It powder for oral | 80mg; 60/2x30/ sachets | LINE S.P.A., Via Fratta Ital Totoriu str. 20-9, Lith ) PoM 90471 11.02.2022

astena ctoprofen lysine sa solution 2g Rotonda Vado Largo,1- ay LT-01121 Vilnius, rhtania © o

03012 Anagni (FR) Republic
JSC "OTCPharm",
‘ 10mg/g; 10ml in Pharmstandard- Testovskaya

. . . ) solution for . Leksredstva JSC, 305022, . street, 10, flr.12, .

Mikoderil Naftifine hydrochloride dropper bottle, 20ml in Russia Russia OTC 20472 11.02.2022

external use

dropper bottle

Kursk, Agregatnaya 2nd
str., 1a/18

appartment II,
room.29, Moscow
123112
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Rich
Gedeon Richter PLC, Pizdegn IC Fert 000015 20475
: . o . , Gyomroi u
Zafrill d t tablet 2mg; 28(2x14) in blister| G t19-21, 1103 H H PoM
afrilla ienoges ablets mg; 28(2x14) in blister yomrc; ud ; ungary 19-21, 1103 ungary o 11.02.2001
udapes

Budapest
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of the medicines recommended for the re-registration by the Center according to the meeting decision N 02-1/22 on February 11, 2022

President
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International non-
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Scientific
Technological
Scientific Technological Pharmaceutical
. . . . . . 125mg/ml+96,3mg/ml; Pharmaceutical Firm Firm "POLYSAN"
Cycloferon | 2ridonacetic acid, Meglumin| solution for i/m | = gy 1o iin | "POLYSAN' Led, lic. A, 2 Russia Ltd, lit. A, 2 Russia PoM 20476 11.02.2022
(N-methyl glucamin) and i/v injection blister building, 72 Salova st., building, 72
Saint- Petersburg, 192102 Salova st., Saint-
Petersburg,
192102
Bionorica SE,
Kerschensteinerstr. 11-15,
92318 Neumarkt-
Sinupret rumicis herba, sambuci flos, tablets coated 18mg+ 18myg; ’ Germany Germany PoM 20477 11.02.2022
verbenae herba (50/2x25/) in blister Pharma GmbH, - 11-15,92318
Ostenfelder Strasse 51-61, Neumarkt
59320 Ennigerloh,

Germany- bulk
manufacturer




Takeda Austria GmbH, St.
Peter strasse 25, A-4020
Linz- bulk manufacturer, Takeda
‘ deproteinised haemoderivate solution for 40mg/ml; (25/5)(.5/) pac1‘<a.ger, quallity control ‘ Pharmaceuticals ‘
Actovegin L. ampoules 2ml, in (phisicochemical), batch Austria LLC, Usacheva str Russia PoM 20478 11.02.2022
of calf blood injection )
blister releaser, AGES Graz IMED, 2, bld. 1, Moscow
Beethovenstrass 6, Graz, 119048
8010, Austria- quality
control (microbiological)
SotexPharmFirm" CJSC,
50mg/ml; (10/2x5/) Bld. 11, village Belikovo,
ampoules 2ml in PVC Sergiev Posad urban
blister, (50/10x5/) district, Moscow Region- SotexPharmFirm"
ampoules 2ml in PVC quality control, batch CJSC, Bld. 11,
ethylmethylhydroxypyridine | solution for i/m blister, (10/2x5/) releaser, . village Belikovo, )
Neyrotex ’ s}lllcc}ifnatey ’ and i/v injection | ampoules 2ml in PVC/ | "Sotex"PharmFirm" CJSC, Russia Sergiev Posad, Russia FoM 20479 11.02.2022
polimer film blister, Bld. 10, village Belikovo, Moscow Region,
(50/10x5/) ampoules Sergiev Posad urban 141345
2ml in PVC/ polimer | district, Moscow Region,
film blister Russia- bulk manufacturer,
packager
SotexPharmFirm" CJSC,
Bld. 11, village Belikovo,
Sergiev Posad urban
50mg/ml; (5/1x5/) district, Moscow Region- SotexPharmFirm"
ampoules 5ml in PVC quality control, batch CJSG, Bld. 11,
Neyrotex ethylmethylh}.fdroxypyridine solujcior.l f.or i./m blister and (5/ 1x‘5/) release‘r, Russia Villag.e Belikovo, Russia PoM 20480 11.02.2022
succinate and i/v injection ampoules 5ml in "Sotex"PharmFirm" CJSC, Sergiev Posad,
PVC/in polimer film | Bld. 10, village Belikovo, Moscow Region,
blister Sergiev Posad urban 141345
district, Moscow Region,
Russia- bulk manufacturer,
packager




Toras-Denk 5

torasemide

tablets

5mg; (30/3x10/) in
blister

Denk Pharma GmbH & Co.
KG, Goellstr. 1, 84529
Tittmoning- bulk
manufacturer, packager,
quality
control(phisicochemical),
batch releaser, Labor L+S
AG, Mangelsfeld 4, 5, 6,
Bad Bocklet-Grossenbrach,
Bayern, 97708, Germany-
quality control
(microbiological)

Germany

Denk Pharma
GmbH & Co. KG,
Prinzregentenstr.

79, 81675
Muenchen

Germany

PoM

20481 11.02.2022

Herbion cowslip
syrup

liquid aqueous cowslip root

extract, liquid aqueous garden

thyme herb extract

Syrup

1030mg/5ml+
2060mg/5ml; 150ml
glass bottle and
measuring spoon

KRKA d.d., Novo mesto,
Smarjeska cesta 6, 8501
Novo Mesto- batch
releaser, KRKA, tovarna
zdravil, d.d., Novo mesto,
Povhova ulica 5, 8501
Novo Mesto, Slovenia-
bulk manufacturer,
packager, KRKA, d.d.,
Novo mesto, Povhova ulica
5, 8501 Novo Mesto,
Slovenia- quality control
(physicochemical), KRKA
d.d., Novo mesto,
Smarjeska cesta 6, 8501
Novo Mesto, Slovenia-
quality control
(microbiological)

Slovenia

KRKA d.d., Novo

mesto, Smarjeska

cesta 6, 8501 Novo
Mesto

Slovenia

OTC

20482 11.02.2022




90mg/ml+9mg/ml+

Johnson &

sodium citrate, sodium 893mg/ml; (4) Delpharm Orleans, 5 Johnson LLC,
Microlax laurylsulfoacetate, sorbitol solution rectal microenema 5ml, (12) avenue de Concyr, 45071 France 121614, Moscow, Russia OTC 20483 11.02.2022
solution ) Orleans, Cedex 2 Krylatskaya str.,
microenema 5ml e
17, building 2
Berlin-Chemie
A.G.,Glienicker Weg 125,
12489 Berlin- packager,
quality
control(microbiological),
batch releaser, Berlin-
Chemie A.G., Tempellllofer Berlin-Chemie
. , - 10mg; (30/3x10/)in | " 883, 12347 Berlin, A.G.Glienicker
Berlipril 10 enalapril (enalapril maleate) tablets Germany- bulk Germany Germany PoM 20484 11.02.2022

blister

manufacturer, 1)Berlin-
Chemie A.G., Tempelhofer
Weg 83, 12347
Berlin,Germany, 2) Berlin-
Chemie A.G.,Glienicker
Weg 125, 12489 Berlin,
Germany- quality
control(phisicochemical)

Weg 125, 12489
Berlin




10

Berlipril 20

enalapril (enalapril maleate)

tablets

20mg; (30/3x10/) in
blister

Berlin-Chemie
A.G.,Glienicker Weg 125,
12489 Berlin- packager,
quality
control(microbiological),
batch releaser, Berlin-
Chemie A.G., Tempelhofer
Weg 83, 12347 Berlin,
Germany- bulk
manufacturer, 1)Berlin-
Chemie A.G., Tempelhofer
Weg 83, 12347
Berlin,Germany, 2) Berlin-
Chemie A.G.,Glienicker
Weg 125, 12489 Berlin,
Germany- quality
control(phisicochemical)

Germany

Berlin-Chemie
A.G.,Glienicker
Weg 125, 12489

Berlin

Germany

PoM

20485 11.02.2022
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variations requiring reformulation of registration certificate approved by the Center according to the meeting decision N 02-1/22 on February 11, 2022
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Genveon Ilac Sanayi ve
Ticaret A.S., Inoenue
o Mabhallesi, Gebze Lek d.d., Verovskova
suppositories . . .
Ketonal ketoprofen rectal 100mg; (12/2x6/) Plastikciler Organize Turkey str. 57,1526 Slovenia PoM 18662/3/1 11.02.2022
Sanayi Boelgesi, Mahallesi Ljubljana
9, Cadde No.2, 41400,
Kocaeli
Pfizer Manufacturing

. Deutschland GmbH, Upjohn US 1 LLG,

75mg; (14/1x14/) in Mooswaldallee 1, 79090 1209 Orange street,
Lyrica pregabalin capsules hard blister, (56/4x14/) in | Frieburg for Upjohn US 1 Germany Wilmington DE USA PoM 19207/2/1 11.02.2022

blister LLC, 1209 Orange street, 19801
Wilmington DE 19801,
USA

tsomgs 04140 | 1209 Ornge e

Lyrica pregabalin capsules hard blister, (56/4x14/) in ’ Germany . ’ USA PoM 19208/2/1 11.02.2022
blister Mooswaldallee 1, 79090 Wilmington DE
Frieburg 19802




300mg; (14/1x14/) in

Pfizer Manufacturing

Upjohn US 1 LLC,

Lyri bali leshard | blister, (56/4x14/) i Deutschland GmbH, G 1209 Orange street, USA PoM 19209/1/1 11.02.2022
yrica pregabalin capsules har is er,bl. / xX14)in | swaldallee 1, 79090 ermany Wilmington DE o .02.
Ser Frieburg 19801
Upjohn US 1 LLC,
letriptan (eletript cablets fil Pfizer Italia S.r.1. Localita 128190011 creet
Relpax cletriptan fefetriptan AT 40mg; (2/1x2/) in blister| Marino del Tronto, 63100 Ttaly | range street, USA PoM 20057/1/1 11.02.2022
hydrobromide) coated . Wilmington DE
Ascoli Piceno
19801
Astellas Pharma Europe
B.V., Hogemaat 2, 7942 JG
Meppel- secondary
packager, quality control
hysicochemical), batch
7,5mg; I- syringe A- (physicochemical), batc
releaser, Tolmar Inc., 701 . .
powder 343mg solvent and ) Recordati Industria
ophilized and ol ‘ e B Centre Avenue, Ft. Collins, Chimi
) leuprorelin (leuprorelin yoprizec and 1P unger o syrmge. M co 80526, USA- bulk the 1m‘1ca N
Eligard solvent for plastic pack, II- syringe ) Farmaceutica S.p.A., Italy PoM 20071/1/1 11.02.2022
acetate) manufacturer, primary Netherlands

solution for s/c

injection

B- 10,6mg lyophilized
powder and needle in
plastic pack

packager (syringe A and
syringe B), Nelson
Laboratories LLC, 6280
South Redwood Road, Salt
Lake City, Utah (UT)
84123, USA- quality
control (microbiological)

Via Matteo Civitali,
1-20148 Milano




Eligard

leuprorelin (leuprorelin
acetate)

powder
lyophilized and
solvent for
solution for s/c
injection

22,5mg; I- syringe A-
457mg solvent and
plunger for syringe B in
plastic pack, II- syringe
B- 29,2mg lyophilized
powder and needle in
plastic pack

Astellas Pharma Europe
B.V., Hogemaat 2, 7942 JG
Meppel- secondary
packager, quality control
(physicochemical), batch
releaser, Tolmar Inc., 701
Centre Avenue, Ft. Collins,
CO 80526, USA- bulk
manufacturer, primary
packager (syringe A and
syringe B), Nelson
Laboratories LLC, 6280
South Redwood Road, Salt
Lake City, Utah (UT)
84123, USA- quality
control (microbiological)

the
Netherlands

Recordati Industria
Chimica e
Farmaceutica S.p.A.,
Via Matteo Civitali,
1-20148 Milano

Italy

PoM

20072/1/1 11.02.2022

Eligard

leuprorelin (leuprorelin
acetate)

powder
lyophilized and
solvent for
solution for s/c
injection

45mg; I- syringe A-
434mg solvent and
plunger for syringe B in
plastic pack, II- syringe
B- 59,2mg lyophilized
powder and needle in
plastic pack

Astellas Pharma Europe
B.V., Hogemaat 2, 7942 ]G
Meppel- secondary
packager, quality control
(physicochemical), batch
releaser, Tolmar Inc., 701
Centre Avenue, Ft. Collins,
CO 80526, USA- bulk
manufacturer, primary
packager (syringe A and
syringe B), Nelson
Laboratories LLC, 6280
South Redwood Road, Salt
Lake City, Utah (UT)
84123, USA- quality
control (microbiological)

the
Netherlands

Recordati Industria
Chimica e
Farmaceutica S.p.A.,
Via Matteo Civitali,
1-20148 Milano

Italy

PoM

20073/1/1 11.02.2022
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Abbot
Recioh Fontaine. R Laboratories
_ oxybutynin (oxybutynin 5mg; (30/1x30/) in ecipharm Tontane, Tue GmbH,Germany
Driptane . tablets . des Pres Potets, 21121 France Germany PoM 17385/3 11.02.2022
hydrochloride) blister Fontaine les Diion Freundallee
ontaine les Dijo 9A.30173
Hannover
Sandoz
20mg; (14/2x7/) in Salutas Pharma GmbH, Pharmaceuticals
Esomeprazol |esomeprazole (esomeprazole | tablets gastro- i ) : )
. ) . blister, (28/4x7/) in |Otto-von-Guericke-Alle-1, Germany d.d., Verovskova Slovenia PoM 19961/2 11.02.2022
SANDOZ 20mg magnesium dihydrate) resistant )
blister 39179 Barleben Str. 57, 1000
Ljubljana
Sandoz
. | le ( el cablet . 40mg; (14/2x7/) in Salutas Pharma GmbH, Pharmaceuticals
SA;’;S?Z" esomeprazote Z?‘}’lm;prtaz)" €| e _Sfastm blister, (28/4x7/)in | Otto-von-Guericke-Alle-1,|  Germany d.d., Verovskova Slovenia PoM 19962/2 11.02.2022
Mg | maghesium dtiydrate resistan blister 39179 Barleben Str. 57, 1000

Ljubljana




diclofenac (diclofenac

tablets gastro-

25mg; (30/3x10/) in

PJSC "Technolog", 8, Stara

PJSC "Technolog",
8, Stara prorizna

Ortophen ) . ) prorizna street, Uman, Ukraine street, Uman, Ukraine PoM 17066/3/1 11.02.2022
sodium) resistant blister ] .
Cherkassy region, 20300 Cherkassy region,
20300
Laboratoires
biclotymol, lysozyme Laboratoires Bouchara- Bouchara-
. tablets 5mg+5mg+5mg . . .
Hexalyse (lysozyme hydrochloride), . ) : . Recordati, Parc Mecatronic France Recordati, Parc France OTC 19457/2 11.02.2022
orodispersible (30/3x10/) in blister . . .
enoxolone 03410 Saint Victor Mecatronic 03410
Saint Victor
Pharmaceutical
i Pharmaceutical Company Company
hl 2 ; (20), (20/1x2
Aminazin- coTpromazine ablets film- |8 20 QUIX2ON| oy e TIC, 61013, - "Zdorovye" LLC, .
(chlorpromazine and (20/2x10/) in Ukraine Ukraine PoM 16945/1 11.02.2022
Zdorovye hydrochloride) coated blist Kharkov, Shevchenko str., 61013, Kharkov,
ydrochioride 1ster 22 Shevchenko str.,
22
20mg/ml; (10) . Pharmaceutical
ampoules 2ml Pharmaceutical Company Company
u >
Li ine- li ine (li i lution f "Z "LLC, 61013, ) "Z "LLC, .
idocaine idocaine ( 1d<?ca1ne S(? l%tlol‘l or (10/2x5/) and dorovye C, 61013 Ukraine dorovye C Ukraine PoM 16366/1 11.02.2022
Zdorovye hydrochloride) injection Kharkov, Shevchenko str., 61013, Kharkov,
(10/1x10/) ampoules

2ml, in blister

22

Shevchenko str.,
22




0,25mg; (50/5x10),

Pharmaceutical Company
"Zdorovye" LLC, 61013,

Pharmaceutical
Company
"Zdorovye" LLC,

8 |Digoxin-Zdorovye digoxin tablets (50/ 1X5:1). atnd (50) in Kharkov, Shevchenko str.. Ukraine 61013, Kharkov, Ukraine PoM 16362/1 11.02.2022
1ster 22 Shevchenko str.,
22
Pharmaceutical
Pharmaceutical Company Company
Diclofenac- diclofenac (diclofenac gel for external | 10mg/g; 30g and 50g | "Zdorovye" LLC, 61013, ) "Zdorovye" LLC, )
9 Uk Uk OTC 16315/1 11.02.2022
Zdorovye sodium) use aluminium tube Kharkov, Shevchenko str., ramne 61013, Kharkov, ramne /
22 Shevchenko str.,
22
Pharmaceutical
Pharmaceutical Company Company
L ine- 1 ; (10/1x1 "Z "1LLGC, 61013, . "Z "LLC, .
10 oratadine loratadine tablets Omg; (10/ X O/,) and dorovye" LLC, 61013 Ukraine dorovye” LLC Ukraine OTC 16430/1 11.02.2022
Zdorovye (20/2x10/) in blister | Kharkov, Shevchenko str., 61013, Kharkov,
22 Shevchenko str.,
22
Pharmaceutical
Pharmaceutical Company Company
Loperamide- loperamide (loperamide 2mg; (10/1x10/) and "Zdorovye" LLC, 61013, . "Zdorovye" LLC, .
11 bl Uk Uk OTC 16752/1 11.02.2022
Zdorovye hydrochloride) tablets (20/2x10/) in blister | Kharkov, Shevchenko str., raine 61013, Kharkov, raine /
22 Shevchenko str.,
22
Pharmaceutical
5mg; (50/5x10/) and | Pharmaceutical Company Company
Glibenclamid- . . (120/6x20/) in blister, | "Zdorovye" LLC, 61013, . "Zdorovye" LLC, .
12 1 1 1 k k PoM 16314/1 11.02.2022
Zdorovye glibenclamide tablets (50) and (50/1x50/) in | Kharkov, Shevchenko str., Ukraine 61013, Kharkov, Ukraine © 6314/ 02.20

plastic container

22

Shevchenko str.,
22




40mg/ml; (10)

Pharmaceutical Company

Pharmaceutical
Company

13 Gentamicin- gentamicin (gentamicin s?h%tlor'l for ampoules 2ml, Zdorovye" LLC, 61013, Ukraine Zdorovye" LLC, Ukraine PoM 16429/1 11.02.2022
Zdorovye sulfate) injection (10/2x5/) ampoules | Kharkov, Shevchenko str., 61013, Kharkov,
2ml, in blister 22 Shevchenko str.,
22
Ph tical
1,82mg/ml; (5) and . armaceutica
(10) ampoules 1ml Pharmaceutical Company Company
Adrenalin- inephri inephri lution f ’ "Zd "LLGC, 61013, ) "Zd "LLGC, )
14 renatn epinephrine (epinephrine | solution for | o\ " )1 10 20 orovye Ukraine orovye Ukraine PoM 16620/1 11.02.2022
Zdorovye hydrotartrate) injection Kharkov, Shevchenko str., 61013, Kharkov,
(10/2x5/) ampoules
) . 22 Shevchenko str.,
1ml in blister
22
Pharmaceutical
10mg; (50/1x50/), | Pharmaceutical Company Company
A ilin- lol lol 10/) in bli "Z "LLGC, 6101 "Z "LL
15 naprilin propranolo (pro'prano o cablets (50/5x Q/) inb .1ster, dorovye" LLC, 61013, Ukraine dorovye" LLC, Ukraine PoM 16516/1 11.02.2022
Zdorovye hydrochloride) (50) in plastic Kharkov, Shevchenko str., 61013, Kharkov,
container 22 Shevchenko str.,
22
Pharmaceutical
Pharmaceutical Company Company
16 Amlodipine- amlodlplne' (amlodipine cablets 10mg; (20/2?410/? and | "Zdorovye" LLC, 61013, Ukraine Zdorovye" LLC, Ukraine PoM 16572/1 11.02.2022
Zdorovye besilate) (30/3x10/) in blister | Kharkov, Shevchenko str., 61013, Kharkov,
22 Shevchenko str.,
22
Pharmaceutical
150mg; 1, 2(1x2), P"harmaceu"c'ical Company " Compafly
17 | Fluconazole- fl 1 leshard | 3(1x3), 3@3x1) and 7, |  ~ocrovve’ LLC, 61013, Ukrai Zdorovye' LLC, Ukrai PoM 16679/2/1 11.02.2022
Zdorovye conazote capsties har %), 2ox2)and 4, Kharkov, Shevchenko str., raine 61013, Kharkov, raine ° o

in blister

22

Shevchenko str.,
22




Pharmaceutical Works

Bausch Health

. hydrocortisone . 5mg/g; aluminium | Jelfa S.A., ul. Wincentego LLC, Shabolovka .
18 Hyd Poland R PoM 20023/1 11.02.2022
ydrocortisone (hydrocortisone acetate) omtment eye tube 3g Pola 21, 58-500 Jelenia olan st. 31, building 5, ussia ° /
Gora 115162, Moscow
Pharmaceutical
10mg+25mg; Pharmaceutical Company Company
Enalapril-H-  |enalapril (enalapril maleate), (20/1x20/), (30/1x30/),| "Zdorovye" LLC, 61013, . "Zdorovye" LLC, .
19 bl Uk Uk PoM 16367/1 11.02.2022
Zdorovye hydrochlorothiazide tablets (40/2x20/) and Kharkov, Shevchenko str., raine 61013, Kharkov, raine ° /
(60/2x30/) in blister 22 Shevchenko str.,
22
Pharmaceutical
Pharmaceutical Company Company
Carbamazepine- . 200mg; (20/1x20/) and| "Zdorovye" LLC, 61013, . "Zdorovye" LLC, .
2 1 k k PoM 16742/1 11.02.2022
0 Zdorovye carbamazepine tablets (20/2x10/) in blister | Kharkov, Shevchenko str., Ukraine 61013, Kharkov, Ukraine © 6742/ 02.20
22 Shevchenko str.,
22
Pharmaceutical
5mg; (50/5x10/), Pharmaceutical Company Company
Mercazolyl- . (100/10x10/) in "Zdorovye" LLC, 61013, . "Zdorovye" LLC, .
21 h 1 bl Uk Uk PoM 16434/1 11.02.2022
Zdorovye thiamazole tablets blister, (50), (100) in | Kharkov, Shevchenko str., raine 61013, Kharkov, raine © /
plastic container 22 Shevchenko str.,
22
Pharmaceutical
Pharmaceutical Company Company
Ortophen- diclofenac (diclofenac tablets gastro- | 25mg; (30/1x30/) and | "Zdorovye" LLC, 61013, ) "Zdorovye" LLC, )
22 Uk Uk PoM 16743/1 11.02.2022
Zdorovye sodium) resistant (30/3x10/) in blister | Kharkov, Shevchenko str., raine 61013, Kharkov, raine © /

22

Shevchenko str.,
22




Pharmaceutical Company

Pharmaceutical
Company

Papaverine- papaverine (papaverine 10mg; (10/1x10/) and | "Zdorovye" LLC, 61013, i "Zdorovye" LLC, i
23 bl Uk Uk PoM 16432/1 11.02.2022
Zdorovye hydrochloride) tablets (10/1x10/) in blister | Kharkov, Shevchenko str., raine 61013, Kharkov, raine ° /
22 Shevchenko str.,
22
Limited Liability
10 L; (10 C
mg/mb (10) 4 ited Liability Company ompany
ampoules 1ml, "Bl tical Compan Pharmaceutical
e . armaceutica y
Nicot d- lution fi 10/2x5 1 C
24 feotiic act nicotinic acid S(?L% 10]31 o (1072x ,/) arr‘lpou s "Zdorovye", 22 Shevchenko Ukraine . ompariy Ukraine PoM 18706/1 11.02.2022
Zdorovye injection Iml in blister, i Zdorovye", 22
str., Kharkiv, 61013,
(10/1x10/) ampoules Kharkiv Reei Shevchenko str.,
1ml in blister arkiv Region Kharkiv, 61013,
Kharkiv Region
5mg/ml; (10)
ampoules 2ml, Pharmaceutical
(5/1x5/), (10/2x5/) and .
Pharmaceutical Company Company
) ) ) ) (10/1x10/) ampoules | . . .
95 Novocain- procaine (procaine solution for 2ml, in blister, (10) Zdorovye" LLC, 61013, Ukraine Zdorovye" LLC, Ukraine PoM 16621/1 11.02.2022
Zdorovye hydrochloride) injection ’ ’ Kharkov, Shevchenko str., 61013, Kharkov, o
ampoules 5ml,
22 Shevchenko str.,
(5/1x5/), (10/2x5/) 99
ampoules 5ml, in
blister
Pharmaceutical
Pharmaceutical Company Company
Phenylin- Lo 30mg; (20/1x20/) in "Zdorovye" LLC, 61013, . "Zdorovye" LLC, .
26 henind tablet Uk Uk PoM 16427/1 11.02.2022
Zdorovye phenmndione abiets blister Kharkov, Shevchenko str., raine 61013, Kharkov, raine ° /

22

Shevchenko str.,
22




5mg; (50/1x50/),

Pharmaceutical Company

Pharmaceutical
Company

trifluoperazine
Triphthazin- . . tablets film- (50/5x10/) and "Zdorovye" LLC, 61013, . "Zdorovye" LLC, .
27 fl k k PoM 16567/1 11.02.2022
Zdorovye (}End uo;;le;ra‘z(lingz coated (50/2x25/) in blister, | Kharkov, Shevchenko str., Ukraine 61013, Kharkov, Ukraine ° 6567/ 02.20
r ri
yarochionde (50/1x50/) 22 Shevchenko str.,
22
Acino Ukrai
dry extract of passiflora, cablets fil 300mg+3.75mg; Pharma Start LLC, LLC(ljn(]; lramed
a m_ b .
28 Bioson doxylamine (doxylamine e (10/1x10/) in blister, |Boulevard Vatslava Havela, Ukraine onevar Ukraine OTC 19001/1 11.02.2022
: coated ) ) ) Vatslava Havela,
hydrogen succinate) (30/3x10/) in blister 8, 03124, Kiev .
8, 03124, Kiev
"Rubicon" LLC, 62B, M.
Gorky street, 210002,
Vitebsk- bulk "Rubicon" LLC,
. . tablets film- (500mg; (10/1x10/) and| manufacturer, packager, 62B, M. Gorky
29 O d dazol Bel Bel PoM 16422/2 11.02.2022
roime ornidazole coated (20/2x10/) in blister | batch releaser, "Rubicon" carus street, 210002, clarus ° 6422/ 02.20
LLC, 62-2, M. Gorky Vitebsk,
street, 210002, Vitebsk,
Belarus- quality control
Sandoz
. Salutas Pharma GmbH, Pharmaceuticals
. . 25mg; (100/4x25/) in . )
30 | Hydrochlorothiazide hydrochlorothiazide tablets blist Otto-von-Guericke-Alle-1, Germany d.d., Verovskova Slovenia PoM 16500/2 11.02.2022
ister 39179 Barleben Str. 57, 1000
Ljubljana
Sandoz
. Salutas Pharma GmbH, Pharmaceuticals
. . 25mg; (100/4x25/) in . ]
31 Hydrochlorothiazide hydrochlorothiazide tablets blist Otto-von-Guericke-Alle-1, Germany d.d., Verovskova Slovenia PoM 20389/1 11.02.2022
ister 39179 Barleben Str. 57, 1000

Ljubljana




BIOCAD CJSC, 34
bld,, lit. A, Svyazi

o BIOCAD C]JSC, Petrovo- ¢ Strel
) suppositories st.,Strelna,
terf Ifa-2b, 500000T1U+55 10 Dalnee, K k
32 Genferon e er.on ana ) rectal and roomg+iim ) a‘nee rasnogors‘ Y Russia Petrodvortsoviy Russia PoM 17542/1 11.02.2022
benzocaine, taurine . g; (10/2x5/) district, Moscow Region, o .
vaginal district, Saint
143422
Petersburg,
198515
Bristol-Myers Squibb
S.R.L., Loc. Fontana del
Ceraso 03012 Anagni-
kager, li 1, Pfizer H.C.P.
tablets fil 2:5mg; (20/2x10/) in pall)c taier 1qual ltyBC(')Itlt;O C lzert' N 235
33 Eliquis apixaban ATES TN blister, (60/6x10/)in | o o coen BHSO Ttaly Crporation, 299, USA PoM 19314/1 11.02.2022
coated Myers Squibb East 42nd street,
Manufacturing Company, New York 10017
Puerto Rico, State Road #3,
Km 77.5, Humacao, 00791,
USA- bulk manufacturer
Pfizer Manufacturing
Deutschland GmbH,
Betriebsstatte Freiburg,
2 5me: 2028100 s FMzoswaldalll{ee 1, 790919t Pizer HLC.P.
o . tablets film- e X)n | Friebiig- packagen, quatly Corporation, 235,
34 Eliquis apixaban blister, (60/6x10/) in control, batch releaser, Germany USA PoM 19625/1 11.02.2022
coated Pizer Ireland East 42nd street,
reer reran New York 10017

Pharmaceuticals, Little
Conell Newbridge, Co.
Kildare, Ireland- bulk

manufacturer




SR.

Bristol-Myers Squibb

Ceraso 03012 Anagni-
packager, quality control,

L., Loc. Fontana del

Pfizer H.C.P.

19315/1 11.02.2022

5mg; (20/2x10/) 1 . .
o ) tablets film- .mg (20/2x10/) H,l batch releaser, Bristol- Corporation, 235,
35 Eliquis apixaban blister, (60/6x10/) in ) Italy USA PoM
coated blist Myers Squibb East 42nd street,
ister
Manufacturing Company, New York 10017
Puerto Rico, State Road #3,
Km 77.5, Humacao, 00791,
USA- bulk manufacturer
Pfizer Manufacturing
Deutschland GmbH,
Betriebsstatte Freiburg,
Mooswaldallee 1, 79090 Pfizer HLC.P
5mg; (20/2x10/) in  |Frieburg- packager, quality T
L . tablets film- . . Corporation, 235,
36 Eliquis apixaban blister, (60/6x10/) in control, batch releaser, Germany USA PoM 19626/1 11.02.2022
coated . East 42nd street,
blister Pfizer Ireland New York 10017
Pharmaceuticals, Little ew tor
Conell Newbridge, Co.
Kildare, Ireland- bulk
manufacturer
Berlin-Chemie
A.G.,Glienicker Weg 125,
D-12489 Berlin-batch Berlin-Chemie
1 ; 10/) i 1 , pack , Berlin- A.G., Glienick
tablets Omg; (30/3x10/)in " releaser, packager, Berlin Germany G., Glienicker Germany PoM 16557/2 11.02.2022
blister Chemie A.G., Tempelhofer Weg 125, 12489

37

Berlipril 10

enalapril (enalapril maleate)

Weg 83, D-12347
Berlin,Germany-bulk
manufacturer

Berlin




38

Berlipril 10

enalapril (enalapril maleate)

tablets

10mg; (30/3x10/) in
blister

Berlin-Chemie A.G.,
Glienicker Weg 125, 12489
Berlin- quality control
(microbiological), batch
releaser, Berlin-Chemie
A.G., Tempelhofer Weg
83, D-12347 Berlin,
Germany- bulk
manufacturer, Klocke
Verpackungs-Service
GmbH,Max-Becker str. 6,
76356 Weingarten,
Germany-packager,
1.Berlin-Chemie A.G.,
Tempelhofer Weg 83, D-
12347 Berlin, Germany,
2.Berlin-Chemie A.G.,
Glienicker Weg 125, 12489
Berlin, Germany- quality

control (physicochemical)

Germany

Berlin-Chemie
A.G., Glienicker
Weg 125, 12489

Berlin

Germany

PoM

20003/1 11.02.2022

39

Berlipril 20

enalapril (enalapril maleate)

tablets

20mg; (30/3x10/) in
blister

Berlin-Chemie
A.G.,Glienicker Weg 125,
D-12489 Berlin-batch
releaser, packager, Berlin-
Chemie A.G., Tempelhofer
Weg 83, D-12347
Berlin,Germany-bulk
manufacturer

Germany

Berlin-Chemie

A.G., Glienicker
Weg 125, 12489
Berlin

Germany

PoM

16556/2 11.02.2022
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Berlipril 20

enalapril (enalapril maleate)

tablets

20mg; (30/3x10/) in
blister

Berlin-Chemie A.G.,
Glienicker Weg 125, 12489
Berlin- quality control
(microbiological), batch
releaser, Berlin-Chemie
A.G., Tempelhofer Weg
83, D-12347 Berlin,
Germany- bulk
manufacturer, Klocke
Verpackungs-Service
GmbH,Max-Becker str. 6,
76356 Weingarten,
Germany-packager,
1.Berlin-Chemie A.G.,
Tempelhofer Weg 83, D-
12347 Berlin, Germany,
2.Berlin-Chemie A.G.,
Glienicker Weg 125, 12489
Berlin, Germany- quality

control (physicochemical)

Germany

Berlin-Chemie
A.G., Glienicker
Weg 125, 12489

Berlin

Germany

PoM

20004/1 11.02.2022

41

Lysobact DUO

lysozyme (lysozyme
hydrochloride),
cetylpyridinum
(cetylpyridinum chloride)

lozenges
compressed

20mg+1,5mg;
(20/2x10/) In blister

Bosnalijek d.d., Jukiceva
53, 71000 Sarajevo

Bosnia And

Herzegovina

Bosnalijek d.d.,
Jukiceva 53, 71000

Sarajevo

Bosnia And

Herzegovina

OTC

17492/1 11.02.2022




Alkaloid AD Skopje, Blvd.
Aleksandar Makedonski 12,
1000 Skopje- batch
releaser, CADILA

Alkaloid AD
PHARMACEUTICALS Skoore. Blvd
. . . . opje, blva. .
bivolol (nebivolol 5mg; (28/2x14 LTD. PLOT NO. 1389 | Republic of North Republic of North
42 Massido nebivolol (ne .1VO © tablets mg; ( _/ x14/) in cpubtco .0 Aleksandar epubico .0 PoM 19289/1 11.02.2022
hydrochloride) blister TRASAD ROAD, Macedonia Makedonski 12 Macedonia
1 >
DHOLKA- 382225, Dist: .
1000 Skopje
AHMEDABAD,GUJARAT
STATE, India- bulk
manufacturer, packager,
quality control
powder for
i (cefiri Lution £ 1000mg: (5) gl Sandoz GmbH, Sandoz GmbH,
43 Lendacin ce naxonz. ce)naxone S(_)l,l 1(;).n (;r a1 Erll(g)’) 1 & a.ssl Biochemiestrasse 10, A- Austria Biochemiestrasse Austria PoM 18986/3/2 11.02.2022
sodium 1f1]ec %on vials, glass vials 6250 Kundl 10, A-6250 Kundl
infusion
propyphenazone, caffeine,
camylofin (camylofin .
200 80 25 B lijek d.d., .
. hydrochloride), tablets film- mgrovmg® mg+ Bosnalijek d.d., Jukiceva Bosnia And ?sna e Bosnia And
44 Avamigran . . 20mg+0,75mg; (10) in . . Jukiceva 53, 71000 . PoM 17201/2 11.02.2022
mecloxamine (mecloxamine coated . . 53, 71000 Sarajevo Herzegovina . Herzegovina
. . plastic container Sarajevo
citrate), ergotamine
(ergotamine tartrate)
Grindeks JSC, Krustpils
street 53, LV-1057, Riga-
Oxvtoc lution £ STU/ml; (10/2x5)) batch releaser, HBM Grindeks JSC,
45 X,y ocin oxytocin S(? u 101‘1 or ms x Pharma s.r.o., Sklabinska Latvia Krustpils street 53, Latvia PoM 16817/1 11.02.2022
Grindeks injection ampoules 1ml

30, 03680 Martin, Slovakia-
bulk manufacturer,
packager

LV-1057, Riga




Menarini

20mg; (10/1x10/), |A.Menarini Manufacturing International
. o (20/2x10/), (30/3x10/) Logistics and Services Operations
46 N bilast blet Ital L b PoM 17065/3 11.02.2022
par rastin rablets and (50/5x10/)in | S.r.L,Via Campo Di Pile, By Luxembourg uxembourg © /
blister 67100 L* Aquila S.A.,1, avenue de
la Gare, 1611
sulin b ( binant on £ 1001U/ml: (1) gl Novo Nordisk Production Novo Nordisk A/S,
47 Mixtard 30 e um];l;\llAr)ecom - Sus‘pe:ns?n . . Tl’O lg ass SAS, 45 avenue d' Orleans, France Novo Alle, DK- Denmark PoM 17159/6 11.02.2022
rjection vial o F-28000, Chartres 2880 Bagsvaerd
Novo Nordisk A/S, Novo
Alle, DK-2880 Bagsvaerd -
insulin h binant ion for | 100IU/ml; glass vial batc? e Novo Nordisk A/5,
48 Mixtard 30 insulin human (recombinan sus‘pe:ns1?n o L grass via manuiacturer, prlma'ry Denmark Novo Alle, DK- Denmark PoM 18618/3 11.02.2022
DNA) injection 10ml packager, Novo Nordisk
2880 Bagsvaerd
A/S, Hallas Alle, DK-4400
Kalundborg, Denmark-
secondary packager
ion for | 100IU/ml; (5) glass | Novo Nordisk A/S, N Novo Nordisk A/S,
49 |Mixtard 30 Penfill insulin human suspension fot 5 2) BASS | SOV TTOTEISK S, TOVO Denmark Novo Alle, DK- Denmark PoM 18295/3 11.02.2022
injection cartridges 3ml Alle, DK-2880 Bagsvaerd
2880 Bagsvaerd
PJSC "Technolog",
- - 10mg; (50/5x10/) in PJSC "Technolog", 8, Stara ‘ 8, Stara prorizna .
50 Nifedipin nifedipine tablets coated prorizna street, Uman, Ukraine street, Uman, Ukraine PoM 17228/2 11.02.2022

blister

Cherkassy region, 20300

Cherkassy region,
20300




lysozyme (lysozyme

20mg/ml+1,5mg/ml+0

Lvsobact hydrochloride), ,5mg/ml; 30ml glass B liiek d.d., Juki Bosnia And Bosnalijek d.d., Bosnia And
51 ysobac cetylpyridinium chloride, spray bottle with spraying | oo De < €. JUKICEVE OSMAANC M rukiceva 53, 71000]  __oore A OTC 17938/2 11.02.2022
Complete Spray . . . . 53, 71000 Sarajevo Herzegovina . Herzegovina
lidocaine (lidocaine pump and spray Sarajevo
hydrochloride) applicator
Arpimed LLC,
. . . Arpimed LLC, Kotayk . Kotayk Marz, .
52 Dinga gllmepu.'lde, metform%n tablets 2mg+5001r‘1g; Marz, Abovyan, 2nd l\jlficro- Repubhc‘ of Abov};fan, 2nd RePUth. of PoM 18110/1 11.02.2022
(metformin hydrochloride) (30/3x10/) blisters L L Armenia i .. Armenia
District, 19 Building Micro-District, 19
Building
Salutas Pharma GmbH,
Otto-von-Guericke-Alle-1,
600mg; (10/5x2/) in 39179 Barleben-batch Sandoz
cablets aluminium laminated releaser, Hermes Pharmaceuticals
53 ACC Extra acetylcysteine effervescent sachets, (20/10x2/) in |Arzneimittel GmbH, Hans- Germany d.d., Verovskova Slovenia OTC 18240/3 11.02.2022
aluminium laminated Urmiler Ring 52, Str. 57, 1000
sachets Wolfratshausen, Germany- Ljubljana
bulk manufacturer,
packager
Salutas Pharma GmbH,
Otto-von-Guericke-Alle-1,
39179 Barleben-batch Sandoz
‘ cablets 200mg; (20) in plastic releaser, Hermes Pharma Pharmaceuticals ‘
54 ACC 200 acetylcysteine : Ges.m.b.H, Germany d.d., Verovskova Slovenia OTC 18716/5/1 11.02.2022
effervescent container

Schwimmschulweg 1a,
Wolfsberg, 9400, Austria-
bulk manufacturer,
packager, quality control

Str. 57, 1526
Ljubljana




Salutas Pharma GmbH,
Otto-von-Guericke-Alle-1,
39179 Barleben-batch

Sandoz
1 ,H Ph
. tablets 600mg; (10) in plastic releaser, Hermes ] arrr.la Pharmaceuticals .
55 ACC Long acetylcysteine : GmbH, Hans-Urmiler-Ring Germany Slovenia OTC 18925/4/1 11.02.2022
effervescent container d.d. Verevskova
52, 82515 Wolfratshausen, o
57, Ljubljana
Germany -bulk
manufacturer, packager,
quality control
B lijek d.d., .
L 375mg; (30/3x10/) in | Bosnalijek d.d., Jukiceva Bosnia And ?sna e Bosnia And
56 Bronchobos carbocisteine capsules . . . Jukiceva 53, 71000 . OTC 19990/1 11.02.2022
blister 53, 71000 Sarajevo Herzegovina ] Herzegovina
Sarajevo
Adamed Ph
Adamed Pharma S.A., 5, alsnz 6 Aarma
tablets film- | 400mg; (10/1x10/) i M 1k f; o
57 Ibupar Forte ibuprofen ablets tm mg; ( . /1x10/) in . ars.za a Jozefa Poland Pienkow, Mariana Poland OTC 16305/3/1 11.02.2022
coated blister Pilsudskiego St., 95-200 o
Pabiani Adamkiewicza St.,
ablanice 05-152 Czosnow
dequalinium (dequalinium Img/ml+ Ferrer
chloride), tyrothricin, 4mg/ml+0.6mg/ml+ | Ferrer Internacional, S.A., Int cional
nternational,
lone, hyd rti 0.6 1+1 L; Buscalla, 1-9 08173 ) i )
58 Anginovag | CHOXOIONE RYATOCOTHISONE pray mg/ml+Img/ml; | joan Buscalla Spain S.A., Gran Via Spain OTC 19327/2/1 11.02.2022
(hydrocortisone acetate), oromucosal 20ml (200 doses) Sant Cugat del Valles, Carlos I1I. 94
lidocaine (lidocaine plastic container and Barcelona o

hydrochloride)

pump dispenser

08028, Barcelona,




