of the medicines recommended for the registration by the Center according to the meeting decision N 12-2/22 on Desember 29, 2022

LIST
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Bixitor 60mg

etoricoxib

tablets film-coated

60mg; (30/3x10/) in
blister

Hemofarm LLC, 249032,
Obninsk, Kaluga Region,
62 Kievskoye shosse-
packager, quality control
(physicochemical), batch
releaser, AET Laboratories
Private Ltd., Survey
No.42, Gaddapotharam
Village, Kazipally
Industrial Area,
Sangareddy District
Telangana State, 502319,
India- bulk manufacturer,
Farmoborona LLC, 46a
Gagarina street, Korolev,
Moscow Region 141074,
Russia- quality control
(microbiological)

Russia

Nizhpharm JSC,
603950, Nizhny
Novgorod,
Salganskaya st., 7

Russia

PoM

21068
29.12.2022




Bixitor 90mg

etoricoxib

tablets film-coated

90mg; (30/3x10/) in
blister

Hemofarm LLC, 249032,
Obninsk, Kaluga Region,
62 Kievskoye shosse-
packager, quality control
(physicochemical), batch
releaser, AET Laboratories
Private Ltd., Survey
No.42, Gaddapotharam
Village, Kazipally
Industrial Area,
Sangareddy District
Telangana State, 502319,
India- bulk manufacturer,
Farmoborona LLC, 46a
Gagarina street, Korolev,
Moscow Region 141074,
Russia- quality control
(microbiological)

Russia

Nizhpharm JSC,
603950, Nizhny
Novgorod,
Salganskaya st., 7

Russia

PoM

21069
29.12.2022

Bixitor 120mg

etoricoxib

tablets film-coated

120mg; (10/1x10/) in

blister

Hemofarm LLC, 249032,
Obninsk, Kaluga Region,
62 Kievskoye shosse-
packager, quality control
(physicochemical), batch
releaser, AET Laboratories
Private Ltd., Survey
No.42, Gaddapotharam
Village, Kazipally
Industrial Area,
Sangareddy District
Telangana State, 502319,
India- bulk manufacturer,
Farmoborona LLC, 46a
Gagarina street, Korolev,
Moscow Region 141074,
Russia- quality control
(microbiological)

Russia

Nizhpharm JSC,
603950, Nizhny
Novgorod,
Salganskaya st., 7

Russia

PoM

21070
29.12.2022




valaciclovir (valaciclovir

Glaxo Wellcome S.A.,

GlaxoSmithKline
S.A., Severo

Valt cablets fil ted 500mg; (10/1x10/) in Avda Extremadura, 3, Soa Ochoa. 2 28760 Soai PoM 21071
atrex hydrochloride) ablets liim-coate blister 09400 Aranda de Duero, pain chod, pain © 29.12.2022
Bureos Tres Cantos
ur
& (Madrid)
Myl
50 300 300 Mylan Laboraories Lab yt::m'
mg+300mg+300meg; L aboratories
dolutegravir (dolutegravir & . 8 . & Limited, Plot No.11, 12 & o
] L. (30) in plastic Limited, Plot No.
sodium), lamivudine, . . ) 13, Indore SEZ, Pharma . . 21072
ACRIPTEGA . Lo ..| tablets film-coated container, (90) in India 564/A/22, Road India PoM
tenofovir (tenofovir disoproxil . ) Zone, Phase-II, Sector-III, . 29.12.2022
plastic container, (180) . . No.92, Jubilee
fumarate) 1 olasti cai Pithampur-454775, Dist. Hills. Hvderabad
in plastic container Dhar, Madhya Pradesh ills, Hyderabad,
Telangana, 500096
owder Ivophilized United Biotech (P) Violeta Medical
W Z
. gemcitabine (gemcitabine P Y _P . .| Limited, Bagbania, Baddi- . Center LLC, 2/33 . . 21073
Biogem 1000 ) for solution for |1000mg; 50ml glass vial i India Republic of Armenia PoM
hydrochloride) cnfusion Nalagarh, Road, Distt. Yerznkyan street, 29.12.2022
Solan (H.P.)-174101 Arabkir, Yerevan
Bionorica SE,
Kerschensteinerstr. 11-15,
92318 Neumarkt-
k , lit trol, Bi ica SE,
verbenae herba, gentian 36mg+12mg+36mg+36 paciager, qiiatity contro 1onor1ca'
Sinupret forte radix, rumicis herba tablets coated |mg+36mg; (20/1x20/) in batch releaser, Rottendorf German Kerschensteinerstr German PoM 21074
inu iX, ici , ; b i
P , ) rodme: | Pharma GmbH, Y .11-15, 92318 Y 29.12.2022
primulae flos, sambuci flos blister
Ostenfelder Strasse 51-61, Neumarkt
59320 Ennigerloh,

Germany-bulk
manufacturer




LIST

of the medicines recommended for registration under the EAEU procedure by the Center according to the meeting decision N 12-2/22 on December 29, 2022

Strength and

All manufacturing sites
involved in the

Registration

Common name of the Pharmaceutical . .. o Legal status | Conclusion number
Trade name ] packaging, medicinal product Country certificate holder Country
active substance form , ) : for supply and date
presentation manufacturing process (name, location)
(name, location)
5 5mg; (30) i Les Laboratoi
bisoprolol (bisoprolol Ef:c I(I:lc;gnt(a'n)ein Les Laboratoires Servier Seesrv'iroge(l) o;:;s 21077 (000164)
1 1 s . 1€er, >
Prestilol 5mg/5mg fuma}rate), Perinfi?pﬁl tablets film-coated ( 9PO (3x30/) in plastic Industrie 905, rou.te de France Carnot, 92284 France PoM 99.12.2022
(perindopril arginine) . Saran, 45520 Gidy
container Suresnes cedex
5 10mg; (30) i Les Lab i
bisoprolol (bisoprolol nllg: mgt(‘ ) in Les Laboratoires Servier Ses ‘a o;a(l)tou'es 21078 (000164)
1 ntainer, . 1€er, >
Prestilol 5mg/10mg fumarate), perindopril tablets film-coated prastie Co' ame i Industrie 905, route de France e rue France PoM
] ; o (90/3x30/) in plastic . Carnot, 92284 29.12.2022
(perindopril arginine) ; Saran, 45520 Gidy
container Suresnes cedex
10mg+5mg; (30) i Les Laboratoi
bisoprolol (bisoprolol lams {i :)it;'ni:n Les Laboratoires Servier Sij’v'aeroga(l) o;zees 21079 (000164)
1 1 > . 1€er, OU,
Prestilol 10mg/5mg fumarate), perindopril tablets film-coated P . . Industrie 905, route de France France PoM
] - o (90/3x30/) in plastic ] Carnot, 92284 29.12.2022
(perindopril arginine) ) Saran, 45520 Gidy
container Suresnes cedex
10 10mg; (30) i Les Lab i
. bisoprolol (bisoprolol mg+. e (_ ) in Les Laboratoires Servier es ‘a oratoires
Prestilol . . plastic container, . Servier, 50, rue 21080 (000164)
fumarate), perindopril tablets film-coated ] ] Industrie 905, route de France France PoM
10mg/10mg ] 5 o (90/3x30/) in plastic . Carnot, 92284 29.12.2022
(perindopril arginine) ) Saran, 45520 Gidy
container Suresnes cedex




9mg/ml; 50ml plastic
pack, 100ml plastic
pack, 200ml plastic

pack, 250ml plastic Ligvor CJSC, 0089, Ligvor CJSC, 0089, 21076 (002792)
Sodium chloride sodium chloride solution for infusion| pack, 500ml plastic Yerevan, str. Kochinyan, [Republic of Armenia| Yerevan, str. Republic of Armenia PoM 99.12.2022
pack, 1000ml plastic 7/9 Kochinyan, 7/9
pack, 3000ml plastic
pack, 5000m1 plastic
pack
0,04mg/ml; 5ml plastic | _ 119ver CISC, 0089, Ligvor CJSC, 0089, , - 21075 (001355)
Yerevan, str. | Republic of Armenia PoM

Breviprost

travoprost

drops eye

vial-dropper

Yerevan, str. Kochinyan,
7/9

Republic of Armenia

Kochinyan, 7/9

29.12.2022




LIST

of the medicines recommended for the re-registration by the Center according to the meeting decision N 12-2/22 on December 29, 2022

Strength and

All manufacturing sites
involved in the

. Registration .
Common name of the Pharmaceutical ) .. i Legal status | Conclusion number
Trade name ] packaging, medicinal product Country certificate holder Country
active substance form ) ) ] for supply and date
presentation manufacturing process (name, location)
(name, location)
Merz
Pharmaceuticals
) 100mg/g+50IU/g+ |Merz Pharma GmbH & Co. GmbH,
,h 1£ 1 21081
Contractubex h extr.act CZPae ) eﬁan? ) gel for externa 10mg/g; 20g aluminium| KGaA, Ludwigstrasse 22, Germany Eckenheimer Germany OTC 29 1382022
cparti sodium,), atantot use tube Reinheim, Hessen, 64354 Landstrasse 100, o
60318
Frankfurt/Main
Warsaw
! cazoli Warsaw Pharmaceutical Pharmaceutical
Galazolin Polfa (xy lome tazo 11'11e drops nasal, 1Img/ml; 10ml plastic Works "Polfa" S.A., Poland Works "Polfa" Poland OTC 21082
0,1% Eydomehlazo‘;n)e solution vial-dropper Karolkowa 22/24 str., 01- olan S.A., Karolkowa olan 29.12.2022
yarochionde 207 Warsaw 22/24 str., 01-207
Warsaw
Zim Laboratories
Lidd., G d
50mg; (4) sachets, Zim Laboratories Ltd., B- Floor S:Zgga
> Y
. . o L films (10/10x1/) sachets, 21/22, MIDC Area, . . 21083
Z -ODS 50 Idenafil (sildenafil citrat Ind Gyan, Nel Ind PoM
tmagta sildenafil (sildenafil citrate) | = . ersible (100/10x/10x1//) | Kalmeshwar-441 501, Dist. naia y;n eison naia © 29.12.2022
quare,
h harash
sachets Nagpur, Maharashtra Chhindwara Road.,

Nagpur-440 013




20mg; (4/1x4/) sachets,

Zim Laboratories Ltd., B-

Zim Laboratories
Ltd., Ground

10/1x1 hets, Floor,
Zimfil-ODF 20 tadalafil films (4(()/%;40/1)/;; i elist 21/22, MIDC Area, Indi GOOr S;d(l)day Indi PoM 21084
i adatatl orodispersible x SACRELS, Kalmeshwar-441 501, Dist. ndua yan, fieison nda ° 29.12.2022
(100/10x/10x1//) Nagour. Maharashtra Square,
ur, r
sachets &P Chhindwara Road,
Nagpur-440 013
Merck Sharp & Dohme
B.V. Waard 39, 2031
aarderwes Merck Sharp &
e BN Haarlem- packager,
sitagliptin (sitagliptin ) Dohme Corp.,
quality control, batch .
phosphate monohydrate), tablets film- 50mg+500mg; One Merck Drive, 21085
Janumet ) ) ) - releaser, Patheon Puerto | the Netherlands ) USA PoM
metformin (metformin coated (56/4x14/) in blister ) Whitehouse 29.12.2022
hydrochloride) Rico, Inc., State Road 670, Station. N
yaroconde Km. 2,7 Manati, Puerto 2 lon;)gg;;;
Rico, 00674, USA- bulk Jersey,
manufacturer
Merck Sharp & Dohme
B.V. Waard 39, 2031
aarderwes Merck Sharp &
e BN Haarlem- packager,
sitagliptin (sitagliptin ) Dohme Corp.,
quality control, batch :
Janumet phosphate monohydrate), tablets film- 50mg+850mg; releaser. Patheon Puerto | the Netherlands One Merck Drive, USA PoM 21086
metformin (metformin coated (56/4x14/) in blister ’ Whitehouse 29.12.2022

hydrochloride)

Rico, Inc., State Road 670,
Km. 2,7 Manati, Puerto
Rico, 00674, USA- bulk

manufacturer

Station, New
Jersey, 08889




Merck Sharp & Dohme
B.V. Waarderweg 39, 2031

Merck Sharp &
L BN Haarlem- packager, erex Shatp
sitagliptin (sitagliptin ) Dohme Corp.,
quality control, batch .
phosphate monohydrate), tablets film- 50mg+1000mg; One Merck Drive, 21087
Janumet . ) i ) releaser, Patheon Puerto | the Netherlands ) USA PoM
metformin (metformin coated (56/4x14/) in blister ) Whitehouse 29.12.2022
) Rico, Inc., State Road 670, ]
hydrochloride) . Station, New
Km. 2,7 Manati, Puerto | 08889
Rico, 00674, USA- bulk eIsey:
manufacturer
Novo Nordisk Producti Novo Nordisk A/S,
- insulin human (recombinant | suspension for | 100IU/mL; (1) glass vial | . O o oon + ToGUeHon ovo Nordisk A/ 21088
Mixtard 30 L SAS, 45 avenue d' Orleans, France Novo Alle, DK- Denmark PoM
DNA) injection 10ml 29.12.2022
F-28000, Chartres 2880 Bagsvaerd
nsulin b ( binant on £ 100TU/ml: (1) gl - Novo Nordisk Production Novo Nordisk A/S, 21089
Insulatard tosutin fitman irecombinan sus‘pe.nsu‘)n or ms (1) ghass via SAS, 45 avenue d" Orleans, France Novo Alle, DK- Denmark PoM
DNA) injection 10ml 29.12.2022

F-28000, Chartres

2880 Bagsvaerd




metformin (metformin

tablets film-

1000mg; (60/4x15/) in

Berlin-Chemie AG,
Glienicker Weg 125, 12489
Berlin- packager, batch
releaser, Berlin-Chemie
AG, Tempelhofer Weg 83,
12347 Berlin, Germany-
bulk manufacturer, Berlin-
Chemie AG, Glienicker
Weg 125, 12489 Berlin,

Laboratori
Guidotti S.p.A.,

21090
10 Siofor 1000 ) ) ] Germany Via Livornese, 897 Italy PoM
hydrochloride) coated blister Germany- quality control 29.12.2022
. . . . 56122 La Vettola
(microbiological), 1.Berlin- ]
. .. (Pisa)
Chemie AG, Glienicker
Weg 125, 12489 Berlin,
Germany, 2. Berlin-
Chemie AG, Tempelhofer
Weg 83, 12347 Berlin,
Germany- quality control
(physicochemical)
GE Health AS,
lution for | 350mg iodine/ml; (10) | O icaltheare Ireland P.0. Box 4220 21091
11 Omnipaque iohexol S(?u, 101'1 or me ,10 1'ne ms Limited, IDA Business Ireland - DOX Norway PoM
injection plastic vials 50ml ) . Nydalen, NO- 29.12.2022
Park, Carrigtohill Co. Cork
0401 Oslo
GE Health AS,
lution f 350mg iodine/ml; (10) | O ealthcare Ireland p oeaB Cizezo 21092
12 Omnipaque iohexol sotution fot T foctnerms Limited, IDA Business Ireland o Box Norway PoM
injection plastic vials 100ml Nydalen, NO- 29.12.2022

Park, Carrigtohill Co. Cork

0401 Oslo




Open joint stock company

"Borisovskiy zavod

Open joint stock
company
"Borisovskiy zavod

2,5mg; (30/3x10/) i o Republic of dicinskikh . 21093
13 Indapafon indapamide tablets coated mg; ( ) x10/)in medicinskikh preparatov”, CPUPHC O medicins "1 Republic of Belarus PoM
blister ) Belarus preparatov", 64, 29.12.2022
64, ul. Chapaeva, Borisov,
Minsk ree ul. Chapaeva,
n n
RS TEBI0 Borisov, Minsk
region
Help S.A., Pedini
Help S.A., Pedini Ioanninon,
Ioanninon, Ioannina, 45500 Toannina, 45500
14 Lopraxer citalopram (citarlopram drops ?ral 40mg/ml; 15ml glass fo1" Help S.A., 10 Creece for Hell? S.A.,, 10 Creece PoM 21094
hydrochloride) (solution) bottle Valaoritou str., GR 14452 Valaoritou str., 29.12.2022
Metamorfosi, Attiki, GR 14452
Greece Metamorfosi,
Attiki, Greece
o . . 20mg; (50/2x25/) in . . Grindeks JSC,
d d Grindeks JSC, Krustpil ) ) ) 21095
15 Ipigrix ipidacrine (ipi .acrme tablets blister, (100/4x25/) in rindeks J e p,l ° Latvia Krustpils street 53, Latvia PoM
hydrochloride) . street 53, LV-1057, Riga ] 29.12.2022
blister LV-1057, Riga
Pharmacare Int.
i le (mi 1 for external| 20mg/g; alumini Pharmacare PLC, p ?Ot/G 'erm]ar‘l t 21096
16 Fungazole mlconazo‘e miconazole |cream for externa mg/g; aluminium Ramallah, Betunia, Palestine alestinian Join Palestine OTC
nitrate) use tube 15g Venture, 29.12.2022

Industrial Zone

Jerusalem, P.O.
box 51621




PharmaTech

Solution Glucose glucose (glucose ) _
. . . solution for 49,5mg/ml+3,96mg/ml;| PharmaTech CJSC, 0064, Republic of CJSC, 0064, . ) 21097
17 with Potassium monohydrate), potassium . . g g ] ) Republic of Armenia PoM
Hlorid Hlorid infusion plastic pack 222ml Yerevan, Raffi str. 111 Armenia Yerevan, Raffi str. 29.12.2022
chloride chloride
111
Salutas Pharma GmbH,
Otto-von-Guericke-Alle-1,
Sandoz
39179 Barleben- batch )
der f 1 ) Lindoph Pharmaceuticals 21098
18 ACC 600 Hot Drink acetylcysteine powaer ‘or o 600mg; (6) sachets 3g refeaset, Lipdophatm Germany d.d., Verovskova Slovenia PoM
solution GmbH, Neustrasse 82, D- Str. 57 1000 29.12.2022
r. 57,
40721 Hilden, Germany- Liubli
ubljana
bulk manufacturer, A
packager, quality control
Anvilab LLC,
141302 Sergi
paracetamol, ascorbic acid, Posad Feeslgllef
, v
calcium gluconate (calcium 360mg+300mg+100mg+ ) )
) . hydrate) powder for oral 50mg+20mg+3mg: (3) Pharmproject JSC, bld. 14, street, 10, Sergiev 21099
uconate monohydrate), . . mg+20mg+3me; . . . .. )
19 AnviRem 8 Y solution with 8 gromsg lit. A, Sofiyskaya str., Saint Russia Posad municipal Russia OTC 99.12.9022

rimantadine (rimantadine
hydrochloride), rutoside
(rutin), loratadine

lemon flavour

sachets, (6) sachets, (12)
sachets, (24) sachets

Petersburg, 192236

district, urban

settlement Sergiev

Posad, Moscow
region




paracetamol, ascorbic acid,
calcium gluconate (calcium

powder for oral

360mg+300mg+100mg+

Pharmproject JSC, bld. 14,

Anvilab LLC,

141302 Sergiev

Posad, Festival
street, 10, Sergiev

1 t hydrate), luti ith 50 20 3mg; 3) |.. ) i .. i 21100
20 AnviRem f’fucona ? mOI?O s 'e) sorution Wi mg+20mg:3me; (3) lit. A, Sofiyskaya str., Saint Russia Posad municipal Russia OTC
rimantadine (rimantadine |lemon and honey [sachets, (6) sachets, (12) L. 29.12.2022
. ] Petersburg, 192236 district, urban
hydrochloride), rutoside flavour sachets, (24) sachets .
(rutin), loratadi settlement Sergiev
in), loratadin
™ oratadine Posad, Moscow
region
AnvilLab LLC,
o 141302 Sergiev
paracetamol, ascorbic acid, )
Icium gluconate (calci der for oral |360mg+300mg+100 Posad, Festival
caicium ghuconate feaicim | pow (?r o F)ra mgrotmgr Iims s Pharmproject JSC, bld. 14, street, 10, Sergiev
. gluconate monohydrate), solution with 50mg+20mg+3mg; (3) |,. ) . o . 21101
21 AnviRem > . . . lit. A, Sofiyskaya str., Saint Russia Posad municipal Russia OTC
rimantadine (rimantadine blackcurrant |[sachets, (6) sachets, (12) L. 29.12.2022
) ] Petersburg, 192236 district, urban
hydrochloride), rutoside flavour sachets, (24) sachets .
(rutin), loratadi settlement Sergiev
rutin), loratadine
Posad, Moscow
region
Anvilab LLC,
141302 Sergi
paracetamol, ascorbic acid, erglev
. . Posad, Festival
calcium gluconate (calcium 360mg+300mg+100mg+ _ _
powder for oral Pharmproject JSC, bld. 14, street, 10, Sergiev
22 AnviRem gluconate monohydrate), solution with 20mg+20mg+3mg; (3) lit. A, Sofiyskaya str., Saint Russia Posad municipal Russia OTC 21102
rimantadine (rimantadine sachets, (6) sachets, (12)| yskdya St P 29.12.2022

hydrochloride), rutoside
(rutin), loratadine

raspberry flavour

sachets, (24) sachets

Petersburg, 192236

district, urban
settlement Sergiev
Posad, Moscow

region




100mg+877mg; (10) in

Open joint stock company
"Borisovskiy zavod

Open joint stock
company
"Borisovskiy zavod

Ascorbic acid with |ascorbic acid, glucose (glucose . . L Republic of medicinskikh . 21103
23 tablets strip, (20/2x10/) in | medicinskikh preparatov", . Republic of Belarus OTC
glucose monohydrate) ] : i Belarus preparatov” 64, 29.12.2022
blister 24, Stroiteley str., Borisov,
Minsk regi Chapaev str.,
Hsie region Borisov 222518,
Minsk region
insulin 1i lution and Lilly France S.A.S., 2 Bl Lilly
24 | Humalos Mix 75 11.1su 11n 1ls‘pro 50 ut1on ‘an suspension for | 100U/ml (3,5mg/ml); cll yC iancei L.'ll. "67’62(1)63 . Nederland B.V., ‘he Netherland PoM 21104
Hmaiog W Fstn H5pro p_ro amine injection (5) cartridges 3ml " oFone }1 _y’ rance Grootslag 1-5, NL- ¢ erheriands © 29.12.2022
suspension egersheim 3991, RA Houten
GlaxoSmithKli
10mg/g; 20g laminated GlaxoSmithKline HOSTIEATANE
diclofenac (diclofenac el for external tube, 50g laminated Consumer Healthcare Consumer 21105
25 Voltaren Emulgel ) ] & U8 . . Switzerland Healthcare SARL, Switzerland OTC
diethylamine) use tube, 100g laminated SARL, Route de 1" Etraz, . 29.12.2022
cub 1260 N Route de 1" Etraz,
e yon 1260 Nyon
STADA Arzneimittel AG,
Stadastrasse 2-18, D-61118
Bad Vilbel- batch releaser, STADA
xylometazoli'ne 0,5mg/ml; plastic vial Ursapharm Arzrlleimittel Arzneimittel AG, 21106
26 Snup (xylometazoline spray nasal GmbH, Industriestrasse Germany Stadastrasse 2-18, Germany OTC
. 15ml (150 dose) 29.12.2022
hydrochloride) 66129 Saarbrucken, D-61118 Bad
Germany- bulk Vilbel

manufacturer, packager,
quality control




STADA Arzneimittel AG,
Stadastrasse 2-18, D-61118

Bad Vilbel- batch releaser, STADA
xylometazoline L. Ursapharm Arzneimittel Arzneimittel AG,
. Img/ml; plastic vial . 21107
27 Snup (xylometazoline spray nasal 15ml (150 dose) GmbH, Industriestrasse Germany Stadastrasse 2-18, Germany OTC 99.12.9022
m 12,
hydrochloride) ose 66129 Saarbrucken, D-61118 Bad
Germany- bulk Vilbel
manufacturer, packager,
quality control
Minskint UV. 26/3 Minskintercaps
) menthol solution in menthyl 100mg; (15/1x15/) in mskintercaps L.V, ’ Republic of U.V., 26, ) 21108
28 Validol . capsules ) Inzhenernaya str., 220075, Republic of Belarus OTC
isovalerate blister . Belarus Inzhenernaya str., 29.12.2022
Minsk .
220075, Minsk
Hauot Ph Wlfi Denk Pharma
. . . o atpt aarma TS GmbH & Co. KG,
Diclo-Denk 100 diclofenac (diclofenac suppositories GmbH, Bethelner ) 21109
29 ) 100mg; (10/2x5/) Germany Prinzregentenstr. Germany PoM
Rectal sodium) rectal Landstrasse 18, 79 81675 29.12.2022
Gronau/Leine 31028 ’
Munchen
E Health A
Jution f 300mg iodine/ml; (10) | O Healtheare Ireland v p oea]st Cirzezo > 21110
30 Omnipaque iohexol S(?u' 1(1r‘1 o Ilngt'10 1'n1e r5n0, 0 Limited, IDA Business Ireland N d IOX NO Norway PoM 29.12.2022
rmection prastic via's >tm Park, Carrigtohill Co. Cork yaaen, o

0401 Oslo




GE Healthcare AS,

. o GE Healthcare Ireland
31 Omnipaque iohexol sc?lu.tlor} for 300mg. 1od.1ne/rn1; (10) Limited, IDA Business Ireland P.O. Box 4220 Norway PoM 2111
injection plastic vials 100ml ) . Nydalen, NO- 29.12.2022
Park, Carrigtohill Co. Cork
0401 Oslo
Hemofarm LLC, 249030,
Obninsk, Kaluga Region,
62 Kievskoye highway-
bulk manufacturer, Nizhpharm JSC
I-10mg, II-2,5mg; packager, quality control 603950 Nizhn§;
32 Engix Duo I-enalapril (enalapril tablets and tablets| (45/3x15//(10)-1 tablets | (physicochemical), batch Russia Novgor(’) 4. GSP- Russia PoM 21112
maleate), [I-indapamide film-coated + (5)-1I film-coated |releaser, Farmoborona Test 459, Salganskaya 29.12.2022
tablets/) in blister Center, Ltd., 141074, ’
Korolyov, Moscow Region, st 7
Gagarin St., 46A, Russia-
quality control
(microbiological)

Hemofarm LLC, 249030,

Obninsk, Kaluga Region,

62 Kievskoye highway-

bulk manufacturer, Nizhpharm JSC
I-20mg, I1I-2,5mg; packager, quality control 603950 Nizhn§;
(45/3x15//(10)-1 tablets | (physicochemical), batch . ’ . 21113
Russia Novgorod, GSP- Russia PoM 99.12.2022

33

Enzix Duo Forte

I-enalapril (enalapril
maleate), [I-indapamide

tablets and tablets
film-coated

+ (5)-1II film coated
tablets/) in blister

releaser, Farmoborona Test
Center, Ltd., 141074,
Korolyov, Moscow Region,
Gagarin St., 46A, Russia-
quality control
(microbiological)

st., 7

459, Salganskaya




LIST

of variations requiring reformulation of registration certificate approved by the Center according to the meeting decision N 12-2/22 on December 29, 2022

All manufacturing sites

) Strength and involved in the Registration X
Common name of the Pharmaceutical . .. o Legal status for | Conclusion number
Trade name ) packaging, medicinal product Country certificate holder Country
active substance form ) ) ) supply and date
presentation manufacturing process (name, location)
(name, location)
BIOCAD ]JSC,
Intracity
Municipality th
BIOCAD JSC. 5 unicipality the
Settlement of
. o Promyshlennaya ul,, bld. 2,
interferon alfa-2b, suppositories 500000IU+55mg+ . Strelna, the . 17542/2/1
Genferon ) ) ] Petrovo-Dalnee, Russia Russia PoM
benzocaine, taurine rectal and vaginal 10mg; (10/2x5/) Settlement of 29.12.2022
Krasnogorsk, Moscow Strelna. ul. Svvazi. d
,ul. zi, d.
Region, 143422 vy
38, str. 1, pomeshch.
89, Saint Petersburg,
198515
BIOCAD JSC,
Intracity
Municipality the
BIOCADJSC, 5
p Hl L bld. 2 Settlement of
Gent. interferon alfa-2b, suppositories 1000000TU+55mg+ rom;st enna]);alu CoT Russi Strelna, the Russi PoM 17541/2/1
enferon etrovo-Dalnee, ssia ssia o
benzocaine, taurine vaginal and rectal 10mg; (10/2x5/) v " Settlement of " 29.12.2022

Krasnogorsk, Moscow
Region, 143422

Strelna, ul. Svyazi, d.

38, str. 1, pomeshch.

89, Saint Petersburg,
198515




Laboratorios Liconsa S.A.,
Avda. Miralcampo, No7,
Poligono Industrial
Miralcampo 19200
Azuqueca de Henares
(Guadalajara)- bulk
manufacturer, packager,

Vegapharm LLP,
Unit 18, Norman

Tvardox telmisartan tablets 40mg; (2§/2X14/) m quality control Spain road 53, Gree‘nwmh UK PoM 20088/1/1
blister . . Centre Business 29.12.2022
(physicochemical), batch
releaser, LABORATORIO park, SE10 9QF,
ECHEVARNE, S.A.,C/ London
Provenca, No 312, Bajos,
Barcelona, 08037, Spain-
quality control
(microbiological)
Laboratorios Liconsa S.A.,
Avda. Miralcampo, No7,
Poligono Industrial
Miralcampo 19200
Azuqueca de Henares Vegapharm LLP
(Guadalajara)- bulk X ’
. manufacturer, packager, Unit 18, Norma‘n
Tvardox telmisartan tablets 80me; (23/2)(14/) n quality control Spain road 33, Gree‘nwmh UK PoM 20089/1/1
blister Centre Business 29.12.2022

(physicochemical), batch
releaser, LABORATORIO
ECHEVARNE, S.A,,C/
Provenca, No 312, Bajos,
Barcelona, 08037, Spain-
quality control
(microbiological)

park, SE10 9QF,
London




3mg; (10/1x10/) in

Hemofarm LLC, 249032,

Nizhpharm JSC,

tablets film- 603105, Nizh ) 18525/2/1
Melarena melatonin ablets im blister, (30/3x10/) in | Obninsk, Kaluga Region, Russia 2y Russia OTC 12/
coated . . . Novgorod, 29.12.2022
blister 62 Kievskoye highway
Salganskaya st., 7
Ph dard-
6,67mg/g+6,67mg/g+ armstandar
Pharmstandard- Leksredstva JSC,
chlorobutanol (chlorobutanol 6,67mg/g+6,67mg/g;
aerosol for local L . Leksredstva JSC, Kursk ) 305022, Kursk . 18944/1/1
Kameton hydrate), camphora, L- aluminium container . Russia . Russia OTC
. use o region, Kursk, Agregatnaya region, Kursk, 29.12.2022
menthol, eucalyptus oil 30g; aluminium
) 2nd str., 1a/18 Agregatnaya 2nd
container 45g
str., 1a/18
Valenta Pharm JSC, Valenta Pharm JSC,
. . . 100mg; (10/1x10) in 141108, Moscow Region, . 141108, Moscow . 19737/3/1
T dat t b bl R R P
rimeda rimebutine raplets blister Shchelkovo, Fabrichnaya Hssia Region, Shchelkovo, Hssia oM 29.12.2022
St., 2. Fabrichnaya St., 2.
Valenta Pharm JSC, Valenta Pharm JSC,
Trimedat crimebuti cablet 200mg; (30/3x10) in 141108, Moscow Region, Russi 141108, Moscow Russi PoM 19738/3/1
rim rim in
eca ebutine ablets blister Shchelkovo, Fabrichnaya ussia Region, Shchelkovo, ussia © 29.12.2022
St., 2. Fabrichnaya St., 2.
Valenta Pharm JSC, Valenta Pharm JSC,
. . tablets film- 400mcg; (30/3x10/) in | 141108, Moscow Region, ) 141108, Moscow ) 20077/3/1
9 ths Fol d fol d R R PoM
MOTEAs rotcad oncad coated blister Shchelkovo, Fabrichnaya ussia Region, Shchelkovo, ussta © 29.12.2022

St., 2.

Fabrichnaya St., 2.




GlaxoSmithKline

GlaxoSmithKline

1 li 1 1; 10ml plasti C
10 Otrivi (X \ 1omettazo in 1 n?gl/m'th e g | Consumer Healthcare Switzerland | Healtheare SARL Switzerland OTC 183397272
rivin Eydomehfzc? Cin)e spray nasa vial with metering SARL, Route de I' Etraz, witzerlan Reat Zar? ” , witzerlan 99.12.2022
ydrochloride pump 1260 Nyon oute de raz,
1260 Nyon
GlaxoSmithKli
Jometazoli GlaxoSmithKline azo i
xylometazoline onsumer
.. Y ) 0,5mg/ml; plastic bottle{ Consumer Healthcare ) ) 18307/2/2
11 Otrivin (xylometazoline drops nasal . Switzerland | Healthcare SARL, Switzerland OTC
. dropper 10ml SARL, Route de 1" Etraz, . 29.12.2022
hydrochloride) 1960 N Route de 1" Etraz,
yor 1260 Nyon
Merck Sharp & Dohme
human papillomavirus type 6 B.V. Waarderweg 39, 2031
‘Ll prot(‘ein, human 20meg/dose+ BN Haarlem- ‘secondary Merck Sharp &
papillomavirus type 11 L1 packager, quality control,
) ) ) 40mcg/dose+ Dohme IDEA
) protein, human suspension for i/m batch releaser, Merck the ) 20189/3/2
12 Gardasil ) ) . 40mcg/dose+ GmbH, Switzerland PoM
papillomavirus type 16 L1 injection Sharp & Dohme Corp., 770 | Netherlands ) 29.12.2022
. 20mcg/dose; 0,5ml/dose . Tribschenstrasse 60,
protein, human . Sumneytown Pike,West
glass vial 6005 Luzern

papillomavirus type 18 L1
protein

Point, 19486, USA- bulk
manufacturer, primary
packager




Merck Sharp & Dohme

human papillomavirus type 6 20mcg/dose+ B.V. Waarderweg 39, 2031
pap yp g
L1 protein, human 40mcg/dose+ BN Haarlem- secondary Merck Sharp &
papillomavirus type 11 L1 40mcg/dose+ packager, quality control, Dohme IDrg A
13 Gardasil protein, human suspension for i/m|20mcg/dose; 0,5ml/dose| batch releaser, Merck the GmbH Switzerland PoM 20190/3/2
i , Witz
apillomavirus type 16 L1 injection re-filled syringe and |Sharp & Dohme Corp., 770| Netherlands . 29.12.2022
pap yp ) p yring rp rp Tribschenst 60
ribschenstrasse 60,
protein, human (1) needle, 0,5ml/dose | Sumneytown Pike,West 6005 L.
uzern
papillomavirus type 18 L1 pre-filled syringe and | Point, 19486, USA- bulk
protein (2) needles manufacturer, primary
packager
Merck Sharp &
N.V.O , Doh IDEA
. sugammadex (sugammadex | solution fori/v | 100mg/ml; (10) glass rganon the onme ) 20224/2/1
14 Bridion . L . Kloosterstraat 6, 5349 AB GmbH, Switzerland PoM
sodium) injection vials 2ml Netherlands ) 29.12.2022
Oss Tribschenstrasse 60,
6005 Luzern
Belinda Laboratories
Famar A.V.E. Alimos Plant LLP,Unit 18,
15 Dorsob dorzolamide (dorzolamide d 20mg/ml; plastic vial 6;11:11" ’ D ’ " 1.most a6r; G Norman Road 53, UK PoM 20285/1/1
orso hydrochloride) rops eye 5ml » 15101 LARILION S5 B3, reece Greenwich Centre © 29.12.2022

Alimos Attiki, 17456

Business Park, SE10
9QF, London




LIST

of the variations not requiring reformulation of registration certificate approved by the Center according to the meeting decision N 12-2/22 on December 29, 2022

Strength and

All manufacturing sites
involved in the

Registration

Common name of the |Pharmaceutical . .. o Legal status | Conclusion number
Trade name ] packaging, medicinal product Country certificate holder Country
active substance form ) ) ) for supply and date
presentation manufacturing process (name, location)
(name, location)
Egis
5mg; (14/2x7/) in Feis Ph ticals PLC Pharmaceuticals
Rosuli rosuvastatin (rosuvastatin tablets film- blister, (28/4x7/) in &I lf;;ngczu 1cats ’ I PLC, 1106 - PoM 19768/2
OSUHP zinc) coated blister, (56/8x7/) in rdapest, ungary Budapest, ungary © 29.12.2022
) Bokenyfoldi st. 118-120 .
blister Kereszturi st. 30-
38
Egis Pharmaceuticals PLC,
1165 Budapest, .
. Egis
. Bokenyfoldi st. 118-120- .
5mg; (14/2x7/) in ackager. batch releaser Pharmaceuticals
. rosuvastatin (rosuvastatin tablets film- blister, (28/4x7/) in P, gen . ’ PLC, 1106 19769/2
Rosulip ) ) ) Egis Pharmaceuticals PLC, Hungary Hungary PoM
zinc) coated blister, (56/8x7/) in Budapest, 29.12.2022
] 9900, Kormend, Matyas )
blister . Kereszturi st. 30-
Kiraly u. 65, Hungary- 38
bulk manufacturer, quality
control
Egis Pharmaceuticals PLC,
1165 Budapest, .
Bokenyfoldi st. 118-120- Egis
10mg; (14/2x7/) in i Y bat h | Pharmaceuticals
Rosuls rosuvastatin (rosuvastatin tablets film- blister, (28/4x7/) in EPZTIC PE;;ger, ate t're lea;ir(,: 0 PLC, 1106 q PoM 19770/2
1 >
OSUHP zinc) coated blister, (56/8x7/) in | oo larmaceuticas ungary Budapest, ungary © 29.12.2022

blister

9900, Kormend, Matyas
Kiraly u. 65, Hungary-
bulk manufacturer, quality
control

Kereszturi st. 30-
38




Egis Pharmaceuticals PLC,
1165 Budapest,

Egis
Bokenyfoldi st. 118-120-
20mg; (14/2x7/) in © ISHY © blts h rel Pharmaceuticals
Rosuli rosuvastatin (rosuvastatin tablets film- blister, (28/4x7/) in Epa'lc Pagger, ate t‘re lealiiz . PLC, 1106 q PoM 19771/2
OsUHP zinc) coated blister, (56/8x7/) in &is Fharmacetitica’s ’ ungary Budapest, ungary © 29.12.2022
) 9900, Kormend, Matyas )
blister . Kereszturi st. 30-
Kiraly u. 65, Hungary- 38
bulk manufacturer, quality
control
Egis Pharmaceuticals PLC,
1165 Budapest, .
Bokenyfoldi st. 118-120- Egis
40mg; (14/2x7/) in I Y bat h ) Pharmaceuticals
T, r I,
Rosuli rosuvastatin (rosuvastatin tablets film- blister, (28/4x7/) in EPE,IC sze ate t' elea;ic 0 PLC, 1106 1 PoM 19772/2
osp zinc) coated blister, (56/8x7/), in gis Fharmacettiea’s ’ Ay Budapest, Aty © 29.12.2022
. 9900, Kormend, Matyas .
blister . Kereszturi st. 30-
Kiraly u. 65, Hungary- 38
bulk manufacturer, quality
control
Egis Pharmaceuticals PLC,
1165 Budapest, .
) Egis
Bokenyfoldi st. 118-120- .
K batch rel Pharmaceuticals
Rosulin Pl rosuvastatin (rosuvastatin . 5mg+10mg; (30/3x10/) Epa'lcpe;ger, are t‘re lea;iré 0 PLC, 1106 q PoM 19700/3
OSUHp FRUS zinc), ezetimibe capsties in blister 618 Fhatmaceutica’s ’ uneaty Budapest, unsaty © 29.12.2022

9900, Kormend, Matyas
kiraly st. 65, Hungary-
bulk manufacturer, quality

control

Kereszturi st. 30-
38




Egis Pharmaceuticals PLC,
1165 Budapest,
Bokenyfoldi st. 118-120 -

Eoi
batch releaser, packager, 81 )
balk fact (tablet Pharmaceuticals
man rer
Rosulin PL rosuvastatin (rosuvastatin 1 5mg+10mg; 2 2 Fatc " e) Ea' e 0 PLC, 1106 I PoM 18085/5
osulip Plus capsules manufacturer), Egis unga unga o
p zinc), ezetimibe P (30/3x10/), in blister . & sary Budapest, sary 29.12.2022
Pharmaceuticals PLC, .
Kereszturi st. 30-
9900, Kormend, Matyas 38
Kiraly u. 65, Hungary-
bulk manufacturer
(capsulation)
Egis Pharmaceuticals PLC,
1165 Budapest, .
. Egis
Bokenyfoldi st. 118-120- .
K batch rel Pharmaceuticals
Rosuli Pl rosuvastatin (rosuvastatin 1 10mg+10mg; EPE'ICPE?I‘;GI’, ate t‘re 1ea1iirc,: 0 PLC, 1106 1 PoM 19673/3
osuip FHus zinc), ezetimibe capsties (30/3x10/) in blister | oo & ormaceuticals £, ungary Budapest, ungary © 29.12.2022
9900, Kormend, Matyas .
. Kereszturi st. 30-
kiraly st. 65, Hungary- 38
bulk manufacturer, quality
control
Egis Pharmaceuticals PLC,
1165 Budapest, .
. Egis
Bokenyfoldi st. 118-120- .
K batch rel Pharmaceuticals
Rosulio Pl rosuvastatin (rosuvastatin 1 20mg+10mg; EP?CPi;ger’ ate t'relealiiz 0 PLC, 1106 1 PoM 19674/3
osuip Fus zinc), ezetimibe capsties (30/3x10/) in blister | o5 & ormaceuticas £, ungary Budapest, ungary © 29.12.2022

9900, Kormend, Matyas
kiraly st. 65, Hungary-
bulk manufacturer, quality
control

Kereszturi st. 30-
38




Egis Pharmaceuticals PLC,
1165 Budapest,

Eoi
Bokenyfoldi st. 118-120- gs
Pharmaceuticals
r tatin (rosuvastatin 40mg+10mg; packager, batch releaser, PLC, 1106 19675/3
10 Rosulip Plus osuve.15 o capsules & ) g_’ Egis Pharmaceuticals PLC, Hungary ’ Hungary PoM
zinc), ezetimibe (30/3x10/) in blister Budapest, 29.12.2022
9900, Kormend, Matyas .
. Kereszturi st. 30-
kiraly st. 65, Hungary-
) 38
bulk manufacturer, quality
control
Egis
Feis Ph ticals PLC Pharmaceuticals
1 i . levomepromazine tablets film- 25mg; (50) in glass 519500 :Iigmaceu dlc;lst ’ 0 PLC, 1106 I PoM 20183/2
iserein (levomepromazine maleate) coated container ’ f)rmen > atyas Ay Budapest, Hngary © 29.12.2022
Kiraly u. 65 .
Kereszturi ut 30-
38
Warsaw
lometazoline ‘Warsaw Pharmaceutical Pharmaceutical
X zZ
Galazolin Polfa Y . drops nasal, Img/ml; 10ml plastic Works "Polfa" S.A., Works "Polfa" 17274/1
12 (xylometazoline . . Poland Poland OTC
0,1% . solution vial-dropper Karolkowa 22/24 str., 01- S.A., Karolkowa 29.12.2022
hydrochloride)
207 Warsaw 22/24 str., 01-207
‘Warsaw
diclofenac (diclof tablets film= 1 o o (20/2x10/)in | Hemofarm A.D., 26300 Hemofarm A.D., 18311/1
13 Diclofenac 1c0 enac. relotenac coated prolonged me i X m emoratm £ 2 ’ Serbia 26300, Vrsac, Serbia PoM
sodium) blister Vrsac, Beogradskii put bb . 29.12.2022
release Beogradskii put bb
Deloh Difor. 6 Novartis Pharma
14 Sandostati octreotide (octreotide solution for 0,05mg/ml; (5) B i P a;rr; 11]]; 5 . AG, 35, Switzerland PoM 20837/1
andostatin acetate) injection ampoules 1ml ov-evarc ae . Aurope, rance Lichtstrasse, 4056 witzeran © 29.12.2022

Quetigny, 21800

Basel




Delpharm Dijon, 6,

Novartis Pharma

. octreotide (octreotide solution for 0,1mg/ml; (5) AG, 35, . 20838/1
15 Sandostatin o Boulevard de 1,Europe, France . Switzerland PoM
acetate) injection ampoules 1ml ) Lichtstrasse, 4056 29.12.2022
Quetigny, 21800
Basel
Pharmaceutical Works Bausch Health
. flumetasone (flumetasone ointment for 0,2mg/g+30mg/g; Jelfa S.A., ul. Wincentego LLC, Shabolovka . 20514/1
1 L Pol R PoM
6 orinden C pivalate), clioquinol external use aluminium tube 15g Pola 21, 58-500 Jelenia oland st. 31, building 5, ussia ° 29.12.2022
Gora 115162, Moscow
Open joint stock
10mg/ml; (10) o int stock company
ampoules 2ml, (10) pe"r]13] 01.n ° IZC comgany "Borisovskiy zavod
- , solution for i/v | ampoules 2ml label OnSOVBEIy ZaveE medicinskikh 20103/1
17 Furosemide furosemide . medicinskikh preparatov Belarus . Belarus PoM
and i/m injection banderol, (10) ) preparatov" 64, 29.12.2022
64, Chapaev str., Borisov
ampoules 2ml 927518, Minsk region Chapaev str.,
dividella ’ 8 Borisov 222518,
Minsk region
Open joint stock
50 1; (10 ..
mg/ml; (10) Open joint stock company ‘compz‘my
ampoules 3ml label R ; "Borisovskiy zavod
) ) concentrate for Borisovskiy zavod o
. amiodarone (amiodarone . banderol, (10) L . medicinskikh 19735/1
18 Amiodarone } solution for medicinskikh preparatov”, Belarus . Belarus PoM
hydrochloride) ampoules 3ml preparatov”, 64, 29.12.2022

infusion

dividella, (10)
ampoules 3ml CAMA

64, No10/1, ul. Chapaeva,
Borisov, Minsk region

ul. Chapaeva,
Borisov, Minsk
region




Zim Laboratories Ltd., B-

Zim Laboratories
Ltd., Ground
Floor, Sadoday

19 | 7 ODS 50 | sildenafil (sildenafil citrate) films 50mg; (4), (10/1x10), 21/22, MIDC Area, Indi G Nel Indi PoM 15886/2
magra- n n n n, n n
rmagta sidenalll islidenall citrate orodispersible |(100/10x10x1) sachets | Kalmeshwar-441 501, Dist. - y; €0 1@ © 29.12.2022
quare,
N M.S.
agpur ( ) Chhindwara Road,
Nagpur-440 013
Krewel Meuselbach
GmbH, Krewel str. 2,
53783 Eitorf- batch Krewel
40mg/ml; 50ml glass releaser, Krewel Meuselbach 17719/2/1
2 Hedeli ivy 1 1 T
0 edelix 1vy leaves extract drops ora bottle Meuselbach GmbH, Xavier- Germany GmbH, Krewel Germany OTC 29.12.2022
Vorbruggen str. 6, 98694 str. 2, 53783 Eitorf
IImenau, Germany - bulk
manufacturer, packager
. Bayer Consumer
0,5mg/ml; glass bottle | Schering-Plough Labo
. . . . . Care AG, Peter ) 19138/2
21 Aerius desloratadine syrup 60ml and measuring | N.V., Industriepark 30, Belgium ) Switzerland PoM
. Merian-Strasse 84, 29.12.2022
spoon Heist-op-den-Berg, 2220
4052 Basel
Berlin-Chemie AG,
Glienicker Weg 125, D- .
. Laboratori
12489 Berlin-batch Guidotti S A
uidotti S.p.A.,
. metformin (metformin tablets film- | 1000mg; (60/4x15/) in | releaser, packager, Berlin- L. P 17467/4
22 Siofor 1000 ) ) ] Germany Via Livornese, 897 Italy PoM
hydrochloride) coated blister Chemie AG, Tempelhofer 29.12.2022
56122 La Vettola
Weg 83, D-12347 )
(Pisa)

Berlin,Germany-bulk
manufacturer




Menarini-Von Heyden

Laboratori

i iS.p.A,
23 Siofor 1000 metformin (metformin tablets film- | 1000mg; (60/4x15/) in GrmbH. Leinziger St . G G\;l_ldLo_tUSP tal PoM 19676/2
rotor hydrochloride) coated blister DL LEIPZIGET Strasse ermaty 1a Livornese, ay ° 29.12.2022
13, 01097 Dresden 897,56122 La
Vettola (Pisa)
Berlin-Chemie AG,
Glienicker Weg 125, D-
12489 Berlin-batch
releaser, Dragenopharm
Apotheker Puschl GmbH,
Gollstrasse 1, 84529 .
. . Laboratori
Tittmoning, Germany-bulk Guidotti S.o.A
i iS.p.A,,
. metformin (metformin tablets film- | 1000mg; (60/4x15/) in| manufacturer, packager, ) v ] P 19677/2
24 Siofor 1000 . . . Germany Via Livornese, 897 Italy PoM
hydrochloride) coated blister quality control 29.12.2022
: . 56122 La Vettola
(physicochemical), Labor (Pisa)
LS SE & Co. KG, s
Mangelsfeld 4, 5, 6, Bad
Bocklet-Grossenbrach,
Bayern, 97708, Germany-
quality control
(microbiological)
Help S.A., 10
ital (cital d 1| 40mg/ml; 15ml gl Help S.A., Pedini Valaoritou str., 17049/3
25 Lopraxer cita’opram (Cialoptam rops ora mg/ml; 15ml glass JeP >R Tedi Greece GR 14452 Greece PoM
hydrochloride) (solution) bottle Ioanninon, loannina, 45500 ) 29.12.2022
Metamorphosis,

Attica




Denk Pharma GmbH & Co.
KG, Goellstr. 1,
Tittmoning, 84529, Bayern-
bulk manufacturer,

packager, quality control Giirll{kglz}éa:I;G
26 Losar-Denk 50 |losartan (losartan potassium) tablets film- S0mg; (28/2x14/)in | (physicochemical), batch Germany Prinzregentenstr.’ Germany PoM 20845/1
coated blister releaser, Labor LS SE & Co. 79 81675 29.12.2022
KG, Mangelsfeld 4, 5, 6, Mu’enchen
Bad Bocklet-Grossenbrach,
Bayern, 97708, Germany-
quality control
(microbiological)
20mg; (50/2x25/) in . . Grindeks JSC,
27 Ipigrix ipidacrine (ipidacrine tablets blistef, ((10(/)/4)(2;)/) in Grindeks JSC, Krustpils Latvia Krustpils strlet 53, Latvia PoM 170917371
hydrochloride) ) street 53, LV-1057, Riga i 29.12.2022
blister LV-1057, Riga
Denk Pharma GmbH & Co.
KG, Goellstr. 1, 84529
Tittmoning- batch releaser,
Combino Pharm (Malta)
Ltd., HF60, Hal Far
Industrial Estate BBG3000,
Malta- bulk manufacturer, Denk Pharma
. . o 50mg; (28/4x7/) in packager., quality'control GITIbH & Co. KG, 19528/1
28 | Vilda Denk 50mg vildagliptin tablets blister (physicochemical), Germany Prinzregentenstr. Germany PoM 99.12.9022
BIODNA LABORATORY 79, 81675
SERVICES LIMITED, Munchen

1.S2.1.1 and 1.S2.1.2, Malta
Life Sciences Park, San
Gwann Industrial Estate,
San Gwann, SGN3000,
Malta- quality control
(microbiological)




vitamin A, vitamin D3,

KRKA d.d., Novo mesto,
Smarjeska cesta 6, 8501
Novo Mesto- batch
releaser, quality control
(microbiological), KRKA

0.35 0.08 d.d., Novo mesto, Ulica
. +0. +
) ] ] ] me me Rada Pusenjaka 10,
vitamin C, vitamin B1, 10mg+0.25mg+ . . KRKA d.d., Novo
itamin B2, vitamin B6 03mg+0 3mg+0.2mg | LUTomer 9240, Slovenia- to, Smarjesk 20630/1
29 Pikovit Yl aIr‘un ’ Vl, aml‘n ’ pastilles OMETOMETLEmE bulk manufacturer, Slovenia fmesto, smarjeska Slovenia OTC
vitamin B12, vitamin PP, 3mg+0.04mg+ cesta 6, 8501 Novo 29.12.2022
P packager, 1. KRKA d.d.,
folic acid, vitamin B5, 1.2mg+43mg; . Mesto
i hosohat (30/2x15/) in blist Novo mesto, Povhova ulica
calcium phosphate in blister
Phosp * 5, 8501 Novo Mesto,
Slovenia 2.KRKA d.d.,
Novo mesto, Smarjeska
cesta 6, 8501 Novo Mesto,
Slovenia- quality control
(physicochemical)
Pharmacare Int.
Ph PLC Co./German
miconazole (miconazole cream for 20mg/g; 15g armacare .’ ) Palestinian Joint i 17188/1
30 Fungazole . o Ramallah, Betunia, Palestine Palestine OTC
nitrate) external use aluminium tube . Venture, 29.12.2022
Industrial Zone
Jerusalem, P.O.
box 51621
AnviLab LLC,
141302 Sergi
paracetamol, ascorbic acid, erglev
calcium gluconate (calcium 360mg+300mg+ Posad, Festival
iu u iu
& powder for oral & & Pharmproject JSC, bld. 14, street, 10, Sergiev
. gluconate monohydrate), . ) 100mg+50mg+20mg+ | _ ] . o . 17088/1
31 AnviRem . ) } ) solution with lit. A, Sofiyskaya str., Saint Russia Posad municipal Russia OTC
rimantadine (rimantadine b q 3mg; (3), (6), (12) and Petersh 192236 district. urb 29.12.2022
hydrochloride), rutoside raspberty tavour (24) sachets ctersbure, \SHHCt, trban

(rutin), loratadine

settlement Sergiev

Posad, Moscow

region




paracetamol, ascorbic acid,

AnviLab LLC,
141302 Sergiev
Posad, Festival

Ici I t Ici der fi 1 360 300
ca lcmm giucona ;(cda ct1u)m POVIV :r ot ,(11: 100 m;gg r;1(§5+ Pharmproject JSC, bld. 14, street, 10, Sergiev 17089/1
32 AnviRem g,u“ma (_3 mor?o yara 'e ’ sofition wi MgrotmgreUmet lit. A, Sofiyskaya str., Saint Russia Posad municipal Russia OTC
rimantadine (rimantadine blackcurrant | 3mg; (3), (6), (12) and . 29.12.2022
. . Petersburg, 192236 district, urban
hydrochloride), rutoside flavour (24) sachets .
(rutin), loratadi settlement Sergiev
in), loratadin
™ oratadine Posad, Moscow
region
Anvilab LLC,
141302 Sergi
paracetamol, ascorbic acid, erglev
] . Posad, Festival
calcium gluconate (calcium 360mg+300mg+ ) )
powder for oral Pharmproject JSC, bld. 14, street, 10, Sergiev
. gluconate monohydrate), . ) 100mg+50mg+20mg+ | . ] . o . 17086/1
33 AnviRem ) . . . solution with lit. A, Sofiyskaya str., Saint Russia Posad municipal Russia OTC
rimantadine (rimantadine 3mg; (3), (6), (12) and L 29.12.2022
. . lemon flavour Petersburg, 192236 district, urban
hydrochloride), rutoside (24) sachets .
. . settlement Sergiev
(rutin), loratadine
Posad, Moscow
region
Anvilab LLC,
141302 Sergi
paracetamol, ascorbic acid, erglev
] ) Posad, Festival
calcium gluconate (calcium | powder for oral 360mg+300mg-+ ) )
. . Pharmproject JSC, bld. 14, street, 10, Sergiev
. gluconate monohydrate), solution with | 100mg+50mg+20mg+ | . ] . o . 17087/1
34 AnviRem ) . . . lit. A, Sofiyskaya str., Saint Russia Posad municipal Russia OTC
rimantadine (rimantadine lemon and 3mg; (3), (6), (12) and Lo 29.12.2022
. ) Petersburg, 192236 district, urban
hydrochloride), rutoside honey flavour (24) sachets ]
. . settlement Sergiev
(rutin), loratadine
Posad, Moscow
region
Egis
. . . Pharmaceuticals
5mg; (14/2x7/) in | Egis Pharmaceuticals PLC, PLC. 1106 18395/6
35 Hartil ramipril tablets blister, (28/4x7/) in 1165 Budapest, Hungary Bu d;lpest, Hungary PoM 99.12.2022

blister

Bokenyfoldi st. 118-120

Kereszturi st. 30-
38




Egis

Ph tical
10mg; (14/2x7/) in | Egis Pharmaceuticals PLC, ngéacf?o:a s 18396/6
36 Hartil ramipril tablets blister, (28/4x7/) in 1165 Budapest, Hungary Bu d; ost Hungary PoM 99.12.2022
blister Bokenyfoldi st. 118-120 pest .
Kereszturi st. 30-
38
Denk Ph
Haupt Pharma Wulfing en artha
. . . .. GmbH & Co. KG,
37 Diclo-Denk 100 diclofenac (diclofenac suppositories 100mg;: (10/2x5/) GmbH, Bethelner G Pri censt G PoM 17461/2
mg; erman rinzregentenstr. erman o
Rectal sodium) rectal & x Landstrasse 18, Y 729 §1675 Y 29.12.2022
Gronau/Leine 31028 ’
Munchen
Arpimed LLC,
100mg; (4/1x4/) i Arpimed LLC, K k . K k Marz, .
, o , 00mg; (4/1x4/) in rpime otay Republic of otay’ Marz Republic of 20017/1
38 Vegarpi sildenafil (sildenafil citrate) | tablets coated | blister, (10/1x10/) in | Marz, Abovyan, 2nd Micro . Abovyan, 2nd . PoM
. L . Armenia . L. Armenia 29.12.2022
blister District, 19 Building Micro-District, 19
Building
Open joint stock
Open joint stock company . .comp:'my
"Borisovski d Borisovskiy zavod
, , 2,5mg; (30/3x10/) in DORSOVEKLy Zavo medicinskikh 17320/3
39 Indapafon indapamide tablets coated : medicinskikh preparatov" Belarus . Belarus PoM
blister ) preparatov" 64, ul. 29.12.2022
64, ul. Chapaeva, Borisov ;
999518, Minsk reei Chapaeva, Borisov
> sk regton 222518, Minsk
region
Acino Ukrai
dry extract of passiflora, 300mg+10.2mg, Pharma Start LLC, LLC(ljn(])B lralnz 19037/3
, r .
40 Sedistress ethyl ester of alpha- tablets (30/3x10/) in blister, |Boulevard Vatslava Havela, Ukraine oweva Ukraine OTC
. . . . . . Vatslava Havela, 29.12.2022
bromisovaleric acid (60/6x10/)in blister 8, 03124, Kiev

8, 03124, Kiev




I-10mg, II-2,5mg;

Hemofarm LLC, 249032,

Nizhpharm JSC,

I-enalapril lapril 1 film- | (4 15//10 1 tabl , Nizh 16028/2/1
Al Enzix Duo enalapri ‘(ena aprl' tablets and film- | (45/3x 5.// 0 I tablets Obninsk, Kaluga Region, Russia 603950, Nizhny Russia PoM 6028/2/
maleate), II -indapamide coated tablets + 5 II film-coated . Novgorod, 29.12.2022
] ] 62 Kievskoye shosse
tablets/) in blister Salganskaya st., 7
I-20mg, II-2,5mg; o . LLC. 249032 Nizhpharm JSC,
_ I-enalapril (enalapril tablets and film- | (45/3x15/10-I tablets ern.0 arm ’ 7 ) 603950, Nizhny ) 16030/2/1
42 Enzix Duo Forte . . ) Obninsk, Kaluga Region, Russia Russia PoM
maleate), II-indapamide coated tablets +5 II-film coated . Novgorod, 29.12.2022
e 62 Kievskoye shosse
tablets/) in blister Salganskaya st., 7
Rich
Bromocriptin- |bromcriptine (b ipti 2,5mg; (30) gl Gedeon Richter PLG, P(}deegn e 18812/2
43 I'OII‘I.OCI’lp o rOmEHpHne ) FOMOCHPHRE tablets e £rass Gyomroi ut 19-21, 1103 Hungary » YOITOLH Hungary PoM
Richter mesilate) bottle 19-21, 1103 29.12.2022
Budapest
Budapest
Grindeks JSC,
44 Loperamide loperamide (loperamide 1 2mg; (10/1x10/) in Grindeks JSC, Krustpils Latvi K rtln le tSI (53 Latvi OTC 20576/1
capsules atvia rustpils street 53, atvia
Grindeks hydrochloride) P blister street 53, LV-1057, Riga v P - v 29.12.2022
LV-1057, Riga
49.5mg/ml+
Solution Gl I (el 3,96mg/ml; PharmaTech
5 © ,‘ih“;nt Heose ghuccfsi *‘); uc‘ise , solution for | 50m1,100ml, 200ml, | PharmaTech CJSC, 0064, |  Republic of CJSC, 0064, Republic of por 17278/2
wi © ?ssmm monolycrate ’ potassiim infusion 222ml, 250m]l, 400ml Yerevan, Raffi str. 111 Armenia Yerevan, Raffi str. Armenia ° 29.12.2022
chloride chloride .
and 500ml plastic 111

pack




