LIST

of the medicines recommended for the registration by the Center according to the meeting decision N 01-2/22 on January 27, 2022

President E. Amroyan
International non- dosage streneth &
proprietary (generic) names 5 5 . License holder Prescription | Conclusion N &
Trade name . dosage form output form Manufacturer country License holder
or names of active . country status date
substances (packaging)
Limited Liability
Company
Limited Liability C
ull)nlzl et tl,l }lrcompany "Pharmaceutical
m mpan
) i lidocaine (lidocaine solution for 20mg/ml; (10/1x10/) armacedtica’ Lompany ) Company )
Lidocaine-Zdorovye ] . ) . "Zdorovye", 22 Shevchenko Ukraine . . Ukraine PoM 20447 27.01.2022
hydrochloride) injection ampoules in blister i Zdorovye", 22
str., Kharkiv, 61013,
Kharkiv Ree] Shevchenko str.,
n
ATV RESI0 Kharkiv, 61013,
Kharkiv Region
Limited Liability
. - Company
L Liabil
";r}rluted 1abt1' lt}lf é]ompany "Pharmaceutical
. . . . armaceutical Company
Diclofenac- diclofi diclof 10 ; 50g al C
ieoenac e enac.( ioenac gel for external use mg/g; 50g aluminium "Zdorovye", 22 Shevchenko Ukraine . omparty Ukraine OTC 20448 27.01.2022
Zdorovye sodium) tube ) Zdorovye", 22
str., Kharkiv, 61013,
Kharkiv Regi Shevchenko str.,
arkiy Jegion Kharkiv, 61013,
Kharkiv Region
Lekhim-Kharkiv
Lekhim-Kharkiv Pr]JSC, 36, PrJSC, 36,
Citicoline citicoline (citicoline sodium) S(?h%tlm,l for 250mg/ml; (19/2X?/) Severyna POtOt'SkOhO_ St Ukraine Severyna Ukraine PoM 20449 27.01.2022
injection ampoules 4ml in blister| 61115, Kharkiv region, Pototskoho str.,
Kharkiv 61115, Kharkiv
region, Kharkiv




Novartis Pharma GmbH,
Roonstrasse 25 und Obere
Turnstrasse 8 - 10,
Nuernberg, Bayern, 90429-
batch releaser, Siegfried

Novartis Pharma

It b It b 25mg; (28/4x7/) i AG, 35, .
Revolade elrombopag (.e TOMBOPAE | (ablets film-coated mg; ( ) /4x7/) in Barbera S.L., Ronda de Germany ) Switzerland PoM 20450 27.01.2022
olamine) blister . Lichtstrasse, 4056
Santa Maria 158, 08210 Basel
Barbera del Valles, ase
Barcelona, Spain- bulk
manufacturer, packager,
quality control
Novartis Pharma GmbH,
Roonstrasse 25 und Obere
Turnstrasse 8 - 10,
N berg, B , 90429- .
Ee:nh erf ayegl fried Novartis Pharma
eltrombopag (eltrombopag ) 50mg; (28/4x7/) in atch releasen SlegHie AG, 35, .
Revolade . tablets film-coated . Barbera S.L., Ronda de Germany . Switzerland PoM 20451 27.01.2022
olamine) blister . Lichtstrasse, 4056
Santa Maria 158, 08210
Basel
Barbera del Valles,
Barcelona, Spain- bulk
manufacturer, packager,
quality control
Altayvitami
95 . alumi Altayvitaminy JSC, Altay e Z};:H am11.1y
Oxolin-AV oxolin ointment nasal Smeg/g; aluminum region, Biysk, st. Russia T ay region, Russia OTC 20452 27.01.2022
tube 10g Biysk, st.

Zavodskaya, 69

Zavodskaya, 69




LIST

of the medicines recommended for the re-registration by the Center according to the meeting decision N 01-2/22 on January 27, 2022

President

E. Amroyan

Trade name

International non-

or names of active

proprietary (generic) names

dosage form

output form

dosage strength &

Manufacturer

Li hold P ipti
country License holder reense horder TESERPHON | conclusion N & date
(packaging) country status
substances P g
Open joint stock
Open joint stock company .comp:?lny
- ) "Borisovskiy zavod
ol ( ol 40mg; (50/5x10/) i Borisovskly zavod dicinskikh
n n mg; n L m n
Anaprilin Proprane’o pro.pra o0 tablets & ) O medicinskikh preparatov" Belarus eaiamsd Belarus PoM 20453 27.01.2022
hydrochloride) blister ) preparatov" 64, ul.
64, ul. Chapaeva, Borisov Ch Bori
} : apaeva, Borisov
222518, Minsk
Hsk region 222518, Minsk
region
Olainfarm JSC, 5
5 ; (30/3x10/) i Olainf: SC, 5 Rupni . . .
Furagin furazidin tablets Omg; ( 9/ x10/) in amtarn _] upnict Latvia Rupnicu Str., Latvia PoM 20454 27.01.2022
blister Str., Olaine, LV-2114 i
Olaine, LV-2114
Les Laboratoires
tablets film- Les Laboratoires Servi
trimetazidine (trimetazidine abrets i m 35mg; (60/2x30/) in et ?ra OLTes Servier Servier, 50, rue
Preductal MR ] . coated modified- ) Industrie 905, route de France France PoM
dihydrochloride) ) blister Carnot, 92284
release

Saran, 45520 Gidy

Suresnes cedex

20455 27.01.2022




bioactive concentrate from

solution for

0,1ml/ml; (10/2x5/)

S.C.Biotehnos S.A., Str.
Gorunului nr. 3-5,
Otopeni, Jud. Ilfov, 075100
secondary packager,
quality (physicochemical)
control, batch releaser, S.C.

S.C.Biotehnos
S.A., Str.

Alflutop ] . i Zentiva S.A., Theodor Romania Gorunului nr. 3-5, Romania PoM 20456 27.01.2022
small sea fish injection ampoules 1ml In blister .
Pallady Blvd No 50, sector Otopeni, Jud.
3, 032266 Bucharest, Ilfov, 075100
Romania- bulk
manufacturer, primary
packager, quality
(microbiological) control
S.C.Biotehnos S.A., Str.
Gorunului nr. 3-5,
Otopeni, Jud. Ilfov, 0751004
secondary packager,
quality (physicochemical) S.C.Biotehnos
. . . 0,1ml/ml; (5/1x5/) control, batch releaser, S.C. S.A., Str.
bioactive concentrate from solution for ] ] . . )
Alflutop ] . ampoules 2ml, in Zentiva S.A., Theodor Romania Gorunului nr. 3-5, Romania PoM 20457 27.01.2022
small sea fish injection ) .
blister Pallady Blvd No 50, sector Otopeni, Jud.
3, 032266 Bucharest, Ilfov, 075100
Romania- bulk
manufacturer, primary
packager, quality
(microbiological) control
Ged Richter PLC Gedeon Richter
, 15mg/g; 60g aluminium eaeon FHenter ’ PLC, Gyomroi ut
Airtal aceclofenac cream cube Gyomroi ut 19-21, 1103 Hungary 19-21. 1103 Hungary OTC 20458 27.01.2022
Budapest ’

Budapest




Open joint stock
Open joint stock company .comp:.my
- ) "Borisovskiy zavod
500 (10) in stri Borisovskiy zavod dicinskikh
mg; n strip, .. . m n
Paracetamol paracetamol tablets & _ ' S, | medicinskikh preparatov” Belarus caicinsk] Belarus OTC 20459 27.01.2022
(20/2x10/) in blister . preparatov" 64, ul.
64, ul. Chapaeva, Borisov Ch Bori
. . apaeva, Borisov
222518, Minsk
sk region 222518, Minsk
region
Lek S.A., 16 Podlipie Str.,
95-010 Strykow- packager,
batch releaser, Sandoz
Grup Saglik Urunleri
Ilaclari Sanayi ve Ticaret
. . Sandoz
A.S., Organize Sanayi Ph dical
armaceuticals
Simvastatin 40mg . ati tablets film- 40mg; (100/10x10/) in Bolgesi, Ihsan Dede Poland dd.V I gl . PoM 20460 27.01.2022
film-coated tablets stmvastatil coated blister Caddesi 900. Sokak 41400 olan G Verovskova ovena © o
. Str. 57, 1000
Gebze Kocaeli, Turkey- Liubli
bulk manufacturer, S.C. Jubyjana
Sandoz S.R.L., str. Livezeni
nr. 7A, 540472, Targu
Mures, Romania- quality
control
Belmedpreparaty RUE,
220006, Minsk,
Mayakovsk St., 1-
100mg; (10/1x10/) i a}lli o to gcl) batch Belmedpreparaty
Tetracycline- tetracycline (tetracycline tablets film- . e x ,ln quatity control, bate RUE, 220007,
. blister, (20/2x10/) in | releaser, Belmedpreparaty Belarus ) .. Belarus PoM 20461 27.01.2022
Belmed hydrochloride) coated ] . Minsk, Fabritsius
blister RUE, 220006, Minsk, 3. 30
Mayakovskogo st. 1/5, No6, ”
Belarus- bulk
manufacturer, packager




bismuth tripotassium

tablets film-

120mg; (28/2x14/) in

KRKA d.d., Novo mesto,
Smarjeska cesta 6, 8501
Novo Mesto- bulk

manufacturer, packager,

KRKA d.d., Novo

. . . uality control, batch . mesto, Smarjeska .
10 Ulcavis dicitrate (bismath oxide) g blister, S6/4x14/) in rel‘iaser,yKRKA 14 Novo Slovenia | " 8501r]N0vo Slovenia PoM 20462 27.01.2022
ister mesto, Povhova ulica 5, Mesto
8501 Novo Mesto, Slovenia-
quality (physicochemical)
control
.. Schering-Plough Labo Schering-Plough
1 Elocom mometasone (mometasone cream Img/g: 15g aluminium | o 1 3 rriepark 30 B- | Slovenia | oAl EastAG, Switzerland PoM 20463 27.01.2022
furoate) tube ) Weystrasse 20, CH
2220, Heist-op-den-Berg
6006 Lucerne
Gedeon Richter PLC,
Gyomroi ut 19-21, 1103
Budapest- batch releaser,
Industrias Farmaceuticas Gedeon Richter
12 Airtal aceclofenac Pozlj;;f::oiral 100mg; (20) sachet 3g NaciAcflzllr?Il,l Iiri ,5(;;r,aéant Hungary PL(139_G2}17f)Ilnllg); ut Hungary PoM 20464 27.01.2022
Andreu de la Barca, Budapest
Barcelona, 08740, Spain-
bulk manufacturer,
packager, quality control
Open joint stock
9mg/ml; (10/1x10/) | Open joint stock company company
ampoules 5ml label "Borisovskiy zavod "Borisovskiy zavod
13 Sodium chloride sodium chloride S(?h]..tiOI“l for banderol, (10/,1)(_10/) medicinskikh preparatov" Belarus medicinskikh Belarus PoM 20465 27.01.2022
injection ampoules 5ml dividella,

(10/1x10/) ampoules
5ml CAMA

64, N1 ul. Chapaeva,
Borisov 222518, Minsk

region

preparatov" 64, ul.
Chapaeva, Borisov

222518, Minsk
region




14

Prednison-Pabi

prednisone

tablets

5mg; (100/5x20/) in
blister and (100) in glass

container

Adamed Pharma S.A.,, 5,
Marszalka Jozefa
Pilsudskiego St., 95-200
Pabianice

Poland

Adamed Pharma
S.A., 6A,
Pienkow, Mariana
Adamkiewicza St.,
05-152 Czosnow

Poland

PoM

20466 27.01.2022




LIST

President
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E. Amroyan

International non-
ietary (generic) names dosage strength & License holder Prescription
roprie
Trade name prop Y8 . dosage form output form Manufacturer country License holder P Conclusion N & date
or names of active (packaging) country status
substances P ging
Pfizer Manufacturing Uviohn US 1 LLC
traline (sertrali tablets fil SOmyg; (28/2x14/) in | Cutechland GmbH, Baden 121(;]900n treet
Zoloft R )me g I Wuerttemberg, Germany | "~ S EU USA PoM 18687/6/1 27.01.2022
ydrochloride coate ister Mooswaldallee 1, 79090 ilmington
. 19801
Frieburg
SotexPharmFirm" CJSC,
Bld. 11, village Belikovo,
Sergiev Posad urban
district, Moscow Region- )
. "Sotex"PharmFirm"
quality control, batch .
. . CJSG, Bld. 11, village
Amelot loxi solution for i/m 10mg/ml; (3) and (5) releaser, Russi Belik Serei Russ PoM 16803/1/1 27.01.2022
m m m , .01.
elotex eloxica ampoules 1.5m] "Sotex"PharmFirm" CJSC, ussia elikovo, Sergiev ussia o

injection

Bld. 10, village Belikovo,
Sergiev Posad urban
district, Moscow Region,

Russia- bulk manufacturer,

packager

Posad, Moscow
Region, 141345




monoammonium

Minophagen
Pharmaceutical Co., Ltd,
Zama Factory: 2-2-3,
Komatsubara, Zama-shi,
Kanagawa- packager,

Minophagen
Pharmaceutical Co.,

o L 35mg+25mg+25mg; . .
Glycyron Tablets | glycyrrhizinate (glycyrrhizic | tablets coated (100/10x10/) in blister quality control, batch Japan Ltd., 3-2-11, Nishi- Japan PoM 20010/1/1 27.01.2022
X
acid), glycine, DL-methionine releaser, Akiyama Jozai Shinjuku, Shinjuku-
Co., Ltd., Head Factory 2-4- ku, Tokyo
21 Hiratsuka, Shinagawa-
ku,Tokyo, Japan- bulk
manufacturer
KRKA d.d., Novo
. KRKA d.d., Novo mesto, .
Lorista D losartan (losartan potassium), tablets film- 100mg+25mg; S sk 2 6. 8501 gl . mesto, Smarjeska gl ) PoM 19348/2 27.01.2022
orista hydrochlorothiazide coated (28/2x14) in blister | o oke CESEAD OVEME 1 cesta 6, 8501 Novo ovema © e
Novo Mesto
Mesto
20010);
tablets chewabl SOOI?Z%ES'me( tO'O v Takeda AS Nizhpharm JSC,
Calcium D3 calcium (calcium carbonate), a e. s chewabie 'm pras 1c. axe ? ’ 603950, Nizhny )
) with orange container, (50) in Drammensveien 852 No- Norway Russia OTC 20034/1/1 27.01.2022
Nycomed colecalciferol . ) Novgorod,
flavour plastic container, (100) 1383 Asker
] . . Salganskaya st., 7
in plastic container
. Nizhph ,
Calci D3 e (calci bonate) tablets chewable (:5)’(())())r.ng+110i1.1cg(400.IU), Takeda AS, 6(1).%391;031\?'1 LSC
aicium calctin {ca c1urT1 carbonate), with lemon %n pas %C Coma%ner’ Drammensveien 852 No- Norway > Ay Russia OTC 20035/1/1 27.01.2022
Nycomed Forte colecalciferol (60) in plastic container, Novgorod,
flavour 1383 Asker

(120) in plastic container

Salganskaya st., 7,




Takeda Ireland Ltd., Bray
Business Park Kilruddery
Co. Wicklow- bulk
manufacturer, packager,
quality control

. . Nizhpharm JSC,
) (physicochemical), batch .
40mg; (28/2x14 . 603950, Nizh .
Edarbi azilsartan medoxomil tablets mg; ( ,/ x14/) in releaser, Almac Sciences Ireland 1=y Russia PoM 18955/1/1 27.01.2022
blister ) Novgorod,
Ireland Ltd, IDA Business Sal I o 7
& Technology Park, veanskaya st
Garrycastle, Athlone, Co.
Westmeath, Ireland-
quality control
(microbiological)
Takeda Ireland Ltd., Bray
Business Park Kilruddery
Co. Wicklow- bulk
manufacturer, packager,
i 1
oh qua I}EY Cf’ntlr)ob - Nizhpharm JSC,
. . - 80mg; (28/2x14/) in | .Y >cocnemicay, bate 603950, Nizhny .
Edarbi azilsartan medoxomil tablets . releaser, Almac Sciences Ireland Russia PoM 18956/1/1 27.01.2022
blister Novgorod,

Ireland Ltd, IDA Business
& Technology Park,
Garrycastle, Athlone, Co.
Westmeath, Ireland-
quality control
(microbiological)

Salganskaya st., 7
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International non-
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iet i Li hold P ipti
Trade name proprietaty (genenc? dosage form output form Manufacturer country License holder rcenise hotder FESEHPHON | ¢ onclusion N & date
names or names of active (packaging) country status
substances P BhE
Sandoz
Sandoz GmbH, Ph ical
. amoxicillin (amoxicillin tablets 250mg; (20/2x10/) and . an ,OZ m . armaceuticals .
Amoxicillin . . . ) . Biochemiestrasse 10, A- Austria d.d., Verovskova Slovenia PoM 17676/3 27.01.2022
trihydrate) dispersible (100/10x10/) in blister
6250 Kundl Str. 57, 1000
Ljubljana
Central Pharma (Contract
Packing) Limited, Caxton
Road, Bedford,
Bedfordshire, MK41 0XZ -
secondary packager, batch
80mg/g; (6) pre-filled | releaser, Fleet Laboratories Merck
r
plastic applicators Limited, 94 LLC Ve lc
Crinone progesterone gel vaginal 1,125g, (15) pre-filled | Rickmansworth Road, UK > valovaya Russia PoM 18229/3/1 27.01.2022
. . . Street 35, 115054
plastic applicators Watford, Hertfordshire,
Moscow

1,125g

‘WD18 7]], UK - bulk
manufacturer, Maropack
AG, Industriestrasse
Briseck 4, 6144 Zell,
Switzerland-primary
packager




metamizole (metamizole

500mg; (10/1x10/) and

Sopharma JSC, str. lliensko

Sopharma JSC, str.

Analgi tablet Bulgari Iliensko sh 16, Bulgari OTC 16841/2 27.01.2022
nagin sodium) b (20/2x10/) in blister shosse 16, 1220 Sofia A 1ensxo’s os'se A /
1220 Sofia
Dexcel-Pharma Ltd., 7
Sopwith Way, Drayton
Fields, Daventry,
Northamptonshire, NN11
8PB- batch releaser, Dexcel
Ltd., 1 Dexcel Street, Or- Dexcel-Pharma Ltd., 7
Akiva 3060000, Israel- bulk Sopwith Way,
Ni dil 10 10mg; (60/6x10/) i facturer, packager, D Fields,
feorancit TUmg nicorandil tablets mg ( ) x10/)in | manufac ‘urer packager UK rayton Helds UK PoM 19638/2 27.01.2022
Tablets blister quality control Daventry,
(physicochemical), The Northamptonshire,
NN11 8PB

Institute for Food
Microbiology and
Consumer Goods Ltd.,9
HaShalom Road, POB 291,
Nesher, Israel- quality
control (microbiological)




Dexcel-Pharma Ltd., 7
Sopwith Way, Drayton
Fields, Daventry,
Northamptonshire, NN11
8PB- batch releaser, Dexcel
Ltd., 1 Dexcel Street, Or-
Akiva 3060000, Israel- bulk

Dexcel-Pharma Ltd., 7

Sopwith Way,
Nicorandil 20mg nicorandil cablets 20mg; (69/6x10/) in manufact.urer, packager, UK Drayton Fields, UK PoM 19639/2 27.01.2022
Tablets blister quality control Daventry,
(physicochemical), The Northamptonshire,
Institute for Food NN118PB
Microbiology and
Consumer Goods Ltd.,9
HaShalom Road, POB 291,
Nesher, Israel- quality
control (microbiological)
holarrhena antidysenterica, 400mg+400mg+ Herbion Pakistan
myrtus communis, berberis 100mg+100mg+  [Herbion Pakistan Pvt. Ltd., Pvt. Ltd., 30/28,
Entoban aristata, aegle marmelos, capsules 100mg+100mg; (20) | 30/28, Korangi Industrial Pakistan Korangi Industrial Pakistan OTC 15241/1 27.01.2022
quercus infectoria, butea and( 60) in plastic area, Karachi-74900 area, Karachi-
frondosa container 74900




pneumococcal polysaccharide

conjugate vaccine (pneumococcal

polysaccharide serotype 1, 2.2mcg/dose+
pneumococcal polysaccharide Z:ch g/ dose+
serotype 3, pneumococcal
polysaccharide serotype 4, 2.2mcg/dose+
pneumococcal polysaccharide 2.2mcg/ dose+
serotype 5, pneumococcal 2.2mcg/dose+
polysaccharide serotype 6A, 4.4mcg/dose+ . ) Pfizer Europe MA
pneumococcal polysaccharide suspension for 2.2mcg/dose+ Pizer Manufacturing EEIG, Boulevard
Prevenar 13 serotype 6B, pneumococcal P . ’ Belgium N.V, Rijksweg 12, Belgium o Belgium PoM 19005/4 27.01.2022
lvsaccharid injection 2.2mcg/dose+ de la Plaine 17
polysaccharide serotype 7F, B-2870 Puurs
pneumococcal polysaccharide 2.2mcg/dose+ 1050 Bruxelles
serotype 9V, pneumococcal 2.2mcg/dose+
polysaccharide serotype 14, 2.2mcg/dose+
pneumococcal polysaccharide 2.2mcg/dose+
serotype 18C, pneumococcal i ) .
polysaccharide serotype 19A, 2.2mcg/dose; (50) vials
pneumococcal polysaccharide 0,5ml
serotype 19F, pneumococcal
polysaccharide serotype 23F)
panax ginseng, 50mg+200mg+500mg Herbion Pakistan
eleutherococcus senticosus , +800mg+500mg; (20) [Herbion Pakistan Pvt. Ltd., Pvt. Ltd., 30/28,
Alfagin medicago sativa, emblica capsules in plastic container, | 30/28, Korangi Industrial Pakistan Korangi Industrial Pakistan OTC 15242/1 27.01.2022
officinalis, trigonella foenum/{ (60) in plastic area, Karachi-74900 area, Karachi-
graecum container 74900
125mg/5ml; 250ml
& . . . Bosnalijek d.d., )
. glass bottle (200ml | Bosnalijek d.d., Jukiceva Bosnia And ) Bosnia And
Bronchobos carbocisteine syrup . . . Jukiceva 53, 71000 . OTC 19988/1 27.01.2022
syrup) and measuring 53, 71000 Sarajevo Herzegovina Sarai Herzegovina
arajevo

spoon




250mg/5ml; 250ml

Bosnalijek d.d.,
lass bottle (200ml | Bosnalijek d.d., Juki Bosnia And Bosnia And
10 | Bronchobos carbocisteine syrup glass bottle (200ml | Bosnalije Jukiceva OSMAANC T Njukiceva 53, 71000] oo A OTC 19989/1 27.01.2022
syrup) and measuring 53, 71000 Sarajevo Herzegovina . Herzegovina
Sarajevo
spoon
MEDA Pharma
14 ; (20/2x1 H . KG,
) ] Omg; (20/2x10/), Madaus GmbH, Luetticher GmbH & Co. KG
11 Legalon 140 silymarin capsules (30/3x10/) and ) Germany Benzstrasse 1, Germany OTC 17155/2 27.01.2022
. Strasse 5,Troisdorf, 53842
(60/6x10/) in blister 61352 Bad
Homburg
Zim Laboratories
Ltd., G d
Zim Laboratories Ltd., B- roun
. . . Floor, Sadoday
19 Rozim-10 rosuvastatin (rosuvastatin tablets film- 10mg; (30/3x10/), in 21/22, MIDC Area, Indi G Nel Indi PoM 14933/1 27.01.2022
ozim calcium) coated blister Kalmeshwar-441 501, Dist. naia y;n, eson naia © o
quare,
N M.S.
agpur ( ) Chhindwara Road,
Nagpur-440 013
Zim Laboratories
. . Ltd., Ground
Zim Laboratories Ltd., B-
tatin ( tati tablets fil 20mg; (30/3x10/), i 21/22, MIDC A Floor, Sadoday
13 Rozim-20 rostuvastatin trostivastatin | tabiets A m TRgs WX, T ’ red India Gyan, Nelson India PoM 14754/1 27.01.2022
calcium) coated blister Kalmeshwar-441 501, Dist.
Nagpur (M.S.) Square,
&P o Chhindwara Road,
Nagpur-440 013
Olainfarm JSC, 5
50mg; (30/3x10/) i Olainf: SC, 5 Rupni
14 Furagin furazidin tablets mg; (30/3x10/) in ainfarm J upnict Latvia Rupnicu Str., Latvia PoM 16492/2 27.01.2022

blister

Str., Olaine, LV-2114

Olaine, LV-2114




Zambon Switzerland Ltd.,

Zambon S.P.A.,

les f 12 ; (2 ia Lillo Del
15 Fluimucil acetylcysteine grantres ‘or oral | 200mg; (20) and (60) Via Industria 13, CH-6814, Switzerland Via Lillo De Italy OTC 16216/3 27.01.2022
solution sachet 1g . Duca, 10, Bresso,
Cadempino
20091
N is Ph
Smeg: (30/3x10/) i Novartis Pharma Stein AG, OVTCI}S 35 arma
16 Afinitor everolimus tablets me i x 1n Schaffhauserstrasse, 4332 Switzerland ) T Switzerland PoM 19599/1/3 27.01.2022
blister . Lichtstrasse, 4056
Stein
Basel
Novartis Ph Stein AG Novartis Pharma
. , 10mg; (30/3x10/)in | o\ oo HATMA STEm A%, , AG, 35, ,
17 Afinitor everolimus tablets . Schaffhauserstrasse, 4332 Switzerland . Switzerland PoM 19600/1/3 27.01.2022
blister . Lichtstrasse, 4056
Stein
Basel
Ged Richter PLC Gedeon Richter
18 Airtal lof 15mg/g;: 60g G oot t1C19 ezrl 1103 H PLC, Gyomroi ut H 0TC 16514/2 27.01.2022
irta aceclofenac cream luminium tube yomroi u , ungary 19-21, 1103 ungary .01.
Budapest
Budapest
Industrias Farmaceuticas
Almirall S.A., Ctra.
Nacional IT, Km. 593, Sant
Andreu de la Barca, Gedeon Richter
der f 1 B lona, 08740, Spain- PLC, G iut
19 Airtal aceclofenac powaer o.r ora 100mg; (20) sachet 3g arce’ona pain Hungary yomrott Hungary PoM 16515/3 27.01.2022
suspension bulk manufacturer, 19-21, 1103
packager, Gedeon Richter Budapest

PLC, Gyomroi ut 19-21,
1103 Budapest, Hungary-
batch releaser




Stadastrasse 2-18, D-61118

STADA Arzneimittel AG,

STADA
. Bad Vilbel-batch releaser, o
xylometazoline L Arzneimittel AG,
. 0,5mg/ml; 15ml Ursapharm Arzneimittel
20 Snup (xylometazoline spray nasal . ; Germany Stadastrasse 2-18, Germany OTC 17508/2 27.01.2022
. plastic vial (150 dose) | GmbH, Industriestrasse
hydrochloride) D-61118 Bad
66129 Saarbrucken, )
Vilbel
Germany-bulk
manufacturer, packager
STADA Arzneimittel AG,
2-18, D-6111
Stadast'rasse 8, D-61118 STADA
. Bad Vilbel-batch releaser, o
xylometazoline 1mg/ml; 15ml plastic | Ursapharm Arzneimittel Arzneimittel AG,
21 Snup (xylometazoline spray nasal L P P : Germany Stadastrasse 2-18, Germany OTC 17507/2 27.01.2022
i vial (150 dose) GmbH, Industriestrasse
hydrochloride) D-61118 Bad
66129 Saarbrucken, .
Vilbel
Germany-bulk
manufacturer, packager
Scientific
Technological
Scientific Technological ecino oglc‘:a
125mg/ml+ . . Pharmaceutical
idonacetic acid, N-methyl| solution for i/ 96,3mg/ml; (5) Pharmaceutical Firm Firm "POLISAN"
22 Cycloferon | o naceticacid, Trmethys) sorution fot vin Smg/mb O) b ISANT Led, 192102, Russia i , Russia PoM 16641/2 27.01.2022
glucamin (meglumin) and i/v injection | ampoules 2ml, in ) Ltd, 192102, Saint
) Saint Petersburg, Salova st.
blister L . Petersburg, Salova
72, building 2, lit. A >
st. 72, building 2,
lit. A
i i Rubi LLC,
maf;iiﬁi;m(aﬁ::)mm 34mg+5mg; (30/3x10)| Rubicon LLC, 62B, M. ) 2‘; ﬁ’ nGork
23 Magnetab ) ) Y ) . tablets and (50/5x10) in Gorky street, 210002, Belarus T Y Belarus OTC 17699/1 27.01.2022
pyridoxine (pyridoxine i ) street, 210002,
blister Vitebsk .
Vitebsk

hydrochloride)




concentrate for

F. Hoffmann-La Roche

F. Hoffmann-La

. . . 25mg/ml; glass vial . . Roche Ltd.,, .
24 Avastin bevacizumab solution for Ltd., Wurmisweg CH-4303 Switzerland Switzerland PoM 20006/1 27.01.2022
] ] 4ml ] Grenzacherstrasse,
infusion Kaiseraugst 124, CH-4070, Basel
F. Hoffmann-La Roche
Ltd., Wurmisweg CH-4303
Kaiseraugst- secondary
F. Hoffmann-La
concentrate for packager, batch releaser, Roche Ltd
25 I; glass vial | Roche Di tics GmbH, , ) :
25 Avastin bevacizumab solution for mg/ml; glass via oche aghostics L Switzerland Grenzacherstrasse, Switzerland PoM 20009/1 27.01.2022
) ) 4ml Sandhofer strasse 116,
infusion 124, CH-4070,
68305 Mannheim,
Basel,
Germany- bulk
manufacturer, primary
packager, quality control
F. Hoffmann-La Roche
Ltd., Wurmisweg CH-4303
Kaiseraugst- secondary
packager, batch releaser, F. Hoffmann-La
concentrate for 25mg/ml; glass vial | Roche Diagnostics GmbH Roche Ltd
; v , . oche . .
26 Avastin bevacizumab solution for 5 5 Switzerland Switzerland PoM 20007/1 27.01.2022
1 fus 16ml Sandhofer strasse 116, Grenzacherstrasse,
rnusion 68305 Mannheim, 124, CH-4070, Basel
Germany- bulk
manufacturer, primary
packager, quality control
concentrate for . F. Hoffmann-La Roche F. Hoffmann-La
. . . 25mg/ml; glass vial . . Roche Ltd.,, .
27 Avastin bevacizumab solution for Ltd., Wurmisweg CH-4303 Switzerland Switzerland PoM 20008/1 27.01.2022
16ml Grenzacherstrasse,

infusion

Kaiseraugst

124, CH-4070, Basel




Roche Diagnostics GmbH,
Sandhofer Strasse 116, D-
68305 Mannheim- bulk

. F. Hoffmann-La
manufacturer, primary
concentrate for 25mg/ml; (1) glass vial| packager, quality control Roche Ltd,
28 Avastin bevacizumab solution for g packagen, quatty ’ Germany Grenzacherstrasse, Switzerland PoM 19096/1 27.01.2022
) ] 4ml batch releaser, F.
infusion 124, CH-4070,
Hoffmann-La Roche Ltd., Basel
Wurmisweg CH-4303
Kaiseraugst, Switzerland-
secondary packager
Roche Diagnostics GmbH,
Sandhofer Strasse 116, D-
68305 Mannheim- bulk
manufacturer, primary F. Hoffmann-La
concentrate for .
) ) ) 25mg/ml; (1) glass | packager, quality control, Roche Ltd., )
29 Avastin bevacizumab solution for . Germany Switzerland PoM 19095/1 27.01.2022
O fusi vial 16ml batch releaser, F. Grenzacherstrasse,
rusion Hoffmann-La Roche Ltd., 124, CH-4070, Basel
Wurmisweg CH-4303
Kaiseraugst, Switzerland-
secondary packager
Siegfried Barbera S.L.,
lodipine (amlodipi tablets fil SmgH60mg: | e Santa Marin 158 Novartis Pharma
30 Exforge ambo ,llpltn‘; ar? Onlpme 2 est dm (14/1x14/) in blister, 0‘;;1; Be sn 2 . f‘sa g Spain AG, Lichtstrasse |  Switzerland PoM 19885/3 27.01.2022
esilate), valsartan coate . arbera del Valles,
v (28/2x14/) in blister 35, 4056 Basel
Barcelona
Siegfried Barbera S.L.,
lodipine (amlodipi cablets fil 10mg+160mg; R 1(e1g zlleS ir ;}.’a‘ 158 Novartis Pharma
31 Exforge ambo ?lf’ltn'; anll °tlpme 2 est dm (14/1x14/) in blister, 0231?) Be ;‘n ad f3811 ’ Spain AG, Lichtstrasse |  Switzerland PoM 19886/3 27.01.2022
estiate), vaisartan coate (28/2x14/) in blister arbera det vates, 35, 4056 Basel

Barcelona




Hemofarm A.D., 26300,
Vrsac, Beogradski put bb- STADA
xylometazoline 0,5mg/ml; plastic | batch releaser, Hemomont Arzneimittel AG,
32 Snup (xylometazoline spray nasal  |bottle 15ml (150 dose)| d.o.0., 81000, Podgorica, Serbia Stadastrasse 2-18, Germany OTC 18377/2 27.01.2022
hydrochloride) with metering pump Ilije Plamenca bb, D-61118 Bad
Montenegro-bulk Vilbel
manufacturer, packager for
Hemofarm A.D., 26300,
Vrsac, Beogradski put bb- STADA
xylometazoline Img/ml; plastic bottle | batch releaser, Hemomont Arzneimittel AG,
33 Snup (xylometazoline spray nasal 15ml (150 dose) with | d.o.o., 81000, Podgorica, Serbia Stadastrasse 2-18, Germany OTC 18378/2 27.01.2022
hydrochloride) metering pump Ilije Plamenca bb, D-61118 Bad
Montenegro-bulk Vilbel
manufacturer, packager
STADA Arzneimittel AG,
Stadastrasse 2-18, D-61118
Bad Vilbel- batch releaser, STADA
xylometazoline . Famar Health Care Services Arzneimittel AG,
. 0,5mg/ml; plastic ] ]
34 Snup (xylometazoline spray nasal bottle 15ml (150 dose) Madrid, S.A.U., Avenida de Germany Stadastrasse 2-18, Germany OTC 19103/2 27.01.2022
hydrochloride) Leganes, 62, Alcorcon, D-61118 Bad
28923 Madrid, Spain- bulk Vilbel
manufacturer, packager,
quality control




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

Bad Vilbel- batch releaser, STADA
xylometazoline . Famar Health Care Services Arzneimittel AG,
. 1mg/ml; plastic bottle . .
35 Snup (xylometazoline spray nasal 15ml (150 dose) Madrid, S.A.U., Avenida de Germany Stadastrasse 2-18, Germany OTC 19104/2 27.01.2022
hydrochloride) Leganes, 62, Alcorcon, D-61118 Bad
28923 Madrid, Spain- bulk Vilbel
manufacturer, packager,
quality control
Moosmann
Amorolfine 50mg/ml; 3ml glass Pharmaceuticals
Moosmann amorolfine (amorolfine medicated nail |vial, (lg(/)) spatulaf, (30) Poul W. Beyvers Gmbl, LLC, Vanahovit 8, Republic of
36 . . ) o Schaffhausener Strasse 26- Germany i OTC 17943/3 27.01.2022
Medicated Nail hydrochloride) laquer nail files, (30) alcohol . Proshyan v., Armenia
34 12099 Berlin
Laquer 5% swabs Ashtarak Ave.,
Kotayk Marz 2413
Reckitt Benckiser
suspension oral | 20mg/ml; 150ml and Reckitt Benckiser Healthcare
37 Nurofen for ibuprofen with orage 200m1 plastic bottle HealthCare (UK) Limited, UK International Led, UK OTC 19937/1 27.01.2022
children . . Dansom Lane, Hull, East Thane Road,
flavour |and measuring syringe| y .0 HUS 7DS Nottingham,
NG90 2DB
Reckitt Benckiser
L Healthcare India Private Reckitt Benckiser
suspension oral 10(11?3?115%?11 a’ln 4 Limited, Khasra No. Healthcare
38 Nurofen for ibuprofen with orange 200ml plastic 701/534, Village Sandholi, India International Ltd, UK OTC 17842/1 27.01.2022
children Aavour container and Baddi-Nalagarh Road, Thane Road,
. . District Solan, Baddi, Nottingham,
TCAstring SYTINES | Himachal Pradesh, IN-173 NG90 2DB

205




Reckitt Benckiser

. 20mg/ml; 100ml, Reckitt Benckiser Healthcare
Nurofen for suspension oral 150ml and 200ml | HealthCare (UK) Limited International Ltd
39 ) ibuprofen with strawberry i ’ UK ’ UK OTC 19936/1 27.01.2022
children Aavour plastic bottle and Dansom Lane, Hull, East Thane Road,
v
measuring syringe Yorkshire, HU8 7DS Nottingham,
NG90 2DB
40mg; (14/1x14/) in KRKA d.d. N . KRKA d.d., Novo
.d., Novo mesto,
t 1 t 1 tablet tro- | blister, (28/2x14/) i to, Smarjesk .
40 Nolpaza pan oPrazo ¢ (p;'m oprazoie able {sgas ro %S er, (28/2x14/) Tn Smarjeska cesta 6, 8501 Slovenia mesto, smarjeska Slovenia PoM 20217/1 27.01.2022
sodium sesquihydrate) resistant blister, (56/4x14/) in cesta 6, 8501 Novo
. Novo Mesto
blister Mesto
CJSC
CJSC C h C h
' 500mg; (30/3x10/) in ] an'onp arma anonP arma
Levetiracetam . tablets film- ) . production, 105, . production, 105, .
41 levetiracetam blister, (60/6x10/) in Russia Russia PoM 18288/2 27.01.2022
Canon coated blist Zarechnaya str. 141100 Zarechnaya str.
1stet Moskow region, Schelkovo 141100 Moskow
region, Schelkovo
Glaxo Wellcome S.A.,
Avda Extremadura, 3,
09400 Aranda de Duero,
B -batch rel , Novartis Ph
. . tablets film- | 400mg; (30) in plastic urgos-batch re ease%' . ova ,IS arma .
42 Votrient pazopanib coated container packager, Glaxo Operations Spain AG, Lichtstrasse Switzerland PoM 16566/5/1 27.01.2022

UK Ltd, Priory Street,
Ware, Hertfordshire, SG12
0DJ, UK- bulk
manufacturer

35, 4056 Basel




tablets film-

400mg; (30) in plastic

Glaxo Wellcome S.A.,
Avda Extremadura, 3,
09400 Aranda de Duero,
Burgos- packager, batch
releaser, Glaxo Operations

Novartis Pharma

43 Votrient pazopanib ] . Spain AG, Lichtstrasse Switzerland PoM 20270/1 27.01.2022
coated container UK Ltd, Priory Street,
. 35, 4056 Basel
Ware, Hertfordshire, SG12
0DJ, UK- bulk
manufacturer, quality
control
B lijek d.d.,
) ) 100mg; (30/3x10/) in | Bosnalijek d.d., Jukiceva Bosnia And ?sna e Bosnia And
44 Enterofuryl nifuroxazide capsules . . . Jukiceva 53, 71000 . PoM 16943/3 27.01.2022
blister 53, 71000 Sarajevo Herzegovina ] Herzegovina
Sarajevo
Bosnalijek d.d.,
200mg; (16/2x8/) i B lijek d.d., Juki Bosnia And . Bosnia And
45 Enterofuryl nifuroxazide capsules ms (, /2x8/) in oshaije ]u. reeva oshia n Jukiceva 53, 71000 oshia n PoM 16944/3 27.01.2022
blister 53, 71000 Sarajevo Herzegovina ] Herzegovina
Sarajevo
Lek
Lek Pharmaceuticals d.d., Pharmaceuticals
i III) hydroxide with 100mg; (30/3x10/) i . .
46 Ferrum LEK iron (1) hydroxide wi tablets chewable mg (, /3x10/) in Verovskova Str. 57, 1526 Slovenia d.d., Verovskova Slovenia PoM 16770/1 27.01.2022
polymaltose complex blister 1
Ljubljana Str. 57, 1526
Ljubljana
PJSC "Technolog",
PJSC "Technolog", 8, St 8, St i
) . . ) tablets 0,5mg; (40) in plastic J . cCAnolog ara . ara promzna .
47 |Nitroglycerin-AM nitroglycerin ) ) prorizna street, Uman, Ukraine street, Uman, Ukraine PoM 17410/2/1 27.01.2022
sublingual container

Cherkassy region, 20300

Cherkassy region,
20300




Moscow Endocrine Plant Nizhpharm JSC,
lution for i 50 1; (10/2x5 FSUE, 25, . 603950, Nizh .
48 Tranexam tranexamic acid solution for i/v | 50mg/ml; (10/2x5/) Russia S Russia PoM 17788/1 27.01.2022
infusion ampoules 5ml Novokhokhlovskaya st., Novgorod,
Moscow 109052 Salganskaya st., 7
Arpimed LLC,
powder for Arpimed LLC, Kotayk Krptlmli M
im , . 1z, .
Ceftriaxone ceftriaxone (ceftriaxone solution for ) pime © ay. Republic of oy’ Yarz Republic of
49 _ . 500mg; (10) glass vial | Marz, Abovyan, 2nd Micro ) Abovyan, 2nd _ PoM 16295/1 27.01.2022
500mg sodium) injection/ L L Armenia . L Armenia
. . District, 19 Building Micro-District, 19
infusion 1
Building
der f Arpimed LLC,
Cefiri feri (cefiri pc;wt‘er for Arpimed LLC, Kotayk Revublic of Kotayk Marz, Republic of
n n n n
50 etHaxone cettriaxone (ceTtraxone SOTHOR T 11000mg; (10) glass vial| Marz, Abovyan, 2nd Micro] — — Poo o © Abovyan, 2nd CpUbHe o PoM 16294/1 27.01.2022
1000mg sodium) injection/ L . Armenia . o Armenia
. . District, 19 Building Micro-District, 19
infusion .
Building
Akriti
Pharmaceuticals
Akriti Pharmaceuticals Pvt. Ltd., 117,
Pvt. Ltd., Plot No. D-10, D- Block No. 2,
ith i ith i tablets film- 500mg; (3/1x3/) i 11, M.I.D.C. Indl. Estate, . E 1d Plaza, .
51 Mythro 500 azt rorny.cm (azithromycin ablets tm e ( /1x3/) in : n . state India m'era az.a India PoM 16135/1 27.01.2022
dihydrate) coated blister Nira Road, Jejuri, Tal. Hiranandani
Purandar (Saswad), Dist. Meadows,
Pune-412 303, Maharashtra Barrister Nath Pai
Road, Thane

(West) 400 610




Belmedpreparaty RUE,
220007, Minsk, Fabritsius

. St., 30- quality control, Belmedpreparaty
lyophilisate for
methotrexate (methotrexate . . batch releaser, RUE, 220007,
52 Methotrexate . solution for 50mg; glass vial Belarus . L Belarus PoM 15790/1 27.01.2022
sodium) i Belmedpreparaty RUE, Minsk, Fabritsius
rmection 220007, Minsk, Fabritsius St., 30
St., 30, N2, Belarus- bulk
manufacturer, packager
- Cf 10 . alumini Tallinn Pharmaceutical Grindeks JSC,
53 Sulfargin silver sulfadiazine outment for mg/g; aluminium Plant JSC, Tondi 33, 11316 Estonia Krustpils street 53, Latvia PoM 17179/4/2 27.01.2022
external use tube 50g . ]
Tallinn LV-1057, Riga
Berlin-Chemie
A.G.,Glienicker Weg 125,
not less than 12489 Berlin- bateh
erlin- batc
10000U+not less than ) M iV Berlin-Chemie
54 Mezym forte pancreatin (lipase, amylase, | tablets gastro- | 7500U+not less than I_;'e Zaseré ;I;rim, 'on G A.G.,Glienicker G OTC 20080/1 27.01.2022
10000 protease) resistant 375U; (10/1x10/) in CYEEn LIMDH, LeIpEIger ermany Weg 125, 12489 crmany R
. . Strasse 7-13, 01097 .
blister, (20/2x10/) in Berlin
blister Dresden, Germany- bulk
manufacturer, packager,
quality control
Berlin-Chemie
¢ less th A.G.,Glienicker Weg 125,
notfess than D-12489 Berlin-batch Berlin-Chemie
o 10000U+not less than . o
55 Mezym forte pancreatin (lipase, amylase, | tablets gastro- 7500U+n0t less than- releaser, packager, Berlin- German A.G., Glienicker German OTC 16665/3 27.01.2022
10000 protease) resistant Chemie A.G., Tempelhofer y Weg 125, 12489 y o
375U; (10/1x10/) and .
(20/2x10/) in blister Weg 83, D-12347 Berlin
Berlin,Germany-bulk
manufacturer
Eli Lilly and
lution f 0,75mg/0.5ml; (4 -| Eli Lill dC , C ,
56 Trulicity dulaglutide sotution Tor mg/0.5ml; (4) pre-| - Eli Lilly and Company USA OrpaTY USA PoM 17836/2 27.01.2022

injection

filled glass pen 0.5ml

Indianapolis, IN 46285

Indianapolis, IN
46285




57

Trulicity

solution for

1,5mg/0.5ml; (4) pre-

Eli Lilly and

dulaglutide SuHor ’ Eli Lilly and Company, USA Company, USA PoM 17837/2 27.01.2022
injection filled glass pen 0.5ml | Indianapolis, IN 46285 Indianapolis, IN
46285
Gedeon Richter Polska Sp.
z 0.0., ul. Ks. J.
Poniatowskiego 5,
220mg/5ml; glass Groglzz;ska;i[:}zlo:evlls:skelr, 05- Gedeon Richter
58 Stopdiar nifuroxazide suspension oral bottle 90r.nl and dual Gedeon Richter Romania Poland PLC, Gyomroi ut Hungary PoM 20230/1 27.01.2022
measuring spoon 19-21, 1103
S.A., 99-105 Guza Voda
(2,5m1/5ml) str., 540306, Targu-Mures, Budapest
Romania- bulk
manufacturer, packager,
quality control
Ferring GmbH, Wittland
11, 24109 Kiel - batch
releaser, bulk
manufacturer (powder),
primary packager, Ferring-
powder 75IU; (5) glass vial and | Leciva, a.s.(areal spol. ECP,
lyophilized for (5) solvent in ampoule| a.s.) , Ke Skale 455, Vestec Ferring GmbH,
59 Menopur menotropin solution for i/m 1ml, (10) glass vial and| u Prahy, 25242, Czech Germany Wittland 11, Germany PoM 17957/2 27.01.2022
L. (10) solvent in Republic- secondary 24109 Kiel
or s/c injection

ampoule 1ml

(solvent), primary packager

packager, Haupt Pharma
Waulfing GmbH Bethelner
Landstr. 18, 31028

Gronau/Leine, Germany-

bulk manufacturer




Lek Pharmaceuticals d.d.,
Verovskova Str. 57, 1526

lyophilized viable lactic acid Ljubljana- quality control, Lek
. ‘bacte‘rias (L'af:tobacillu.s 1.2x107CFU: (16/2x8/) batch relea?er, Lek ‘ Pharmaceuticals .
60 Linex acidophilus, Bifidobacterium | capsules hard 1 blister Pharmaceuticals d.d., Slovenia d.d., Verovskova Slovenia OTC 19167/2 27.01.2022
infantis, Enterococcus Kolodvorska cesta 27, Str. 57, 1526
faecium) Menges, 1234, Slovenia- Ljubljana
bulk manufacturer,
packager
Nizhpharm JSC, 603950 Nizhpharm JSC,
) samprost (dry extract of calf | suppositories 100mg; (10/2x5/) in b P AT )55 ’ ) 603950, Nizhny )
61 Vitaprost Forte : Nizhny Novgorod, Russia Russia OTC 17128/2 27.01.2022
prostate) rectal blister Novgorod,
Salganskaya st., 7
Salganskaya st., 7
Novartis Farma S.p.A., Via Novartis Pharma
2 Uperio sacubitril, Valstartan tablets film- 24,3mg+2'5,7n'1g; Provinciale Schito 1?)1, Ttaly 'Services AG, Switzerland PoM 19728/1 27.01.2022
24mg/26mg (valsartan sodium) coated (28/2x14/) in blister | 80058 Torre Annunziata, Lichtstrasse 35,
(NA) 4056 Basel
Novartis Farma S.p.A., Via Novartis Pharma
63 Uperio sacubitril, valsartan tablets film- 48.6mg+51,4mg; Provinciale Schito 131, Ital Services AG, Switzerland PoM 19729/1 27.01.2022
49mg/51mg (valsartan sodium) coated (28/2x14/) in blister | 80058 Torre Annunziata, &y Lichtstrasse 35, witzerian © .
(NA) 4056 Basel
Novartis Farma S.p.A., Via Novartis Pharma
64 Uperio sacubitril, valsartan tablets film- 97.2mg+102.8mg; Provinciale Schito 131, tal Services AG, Switzerland PoM 19730/1 27.01.2022
97mg/103mg (valsartan sodium) coated (28/2x14/) in blister | 80058 Torre Annunziata, i Lichtstrasse 35, witzeran © T
(NA) 4056 Basel




