LIST

of the medicines recommended for the registration by the Center according to the meeting decision N 6-2/20

on June 26, 2020

President

E. Amroyan

International non-

dosage strength &

Trade name proprietary (generic.) names dosage form output form Manufacturer country License holder License holder Prescription | Conclusion N &
or nanll)e: of active (packaging) country status date
substances
Alkaloid AD Skopje, Blvd.
Aleksandar Makedonski 12,
1000 Skopje- batch
releaser, CADILA Alkaloid AD
) . . PHARMACEUTICALS Republic of Skopje, Blvd. .
Massido nebivolol (nel?lvolol cablets 5mg; (2?/2)(14/) in LTD. PLOT NO. 1389 North Aleksandar Republic of Nonh R 19289 26.06.2020
hydrochloride) blister TRASAD ROAD, . . Macedonia
. Macedonia Makedonski 12,
DHOLKA- 382225, Dist: 1000 Skopje
AHMEDABAD,GUJARAT
STATE, India- bulk
manufacturer, packager,
quality control
KRKA d.d., Nov
doxylamine (doxylamine 15mg; (10/1x10/) in KRKA d.d., Novo mesto, mesto iliarje(;kz
Sleepzone tablets film-coated | blister, (30/3x10/) in Smarjeska cesta 6, 8501 Slovenia ’ Slovenia R 19290 26.06.2020

hydrogen succinate)

blister

Novo Mesto

cesta 6, 8501 Novo
Mesto




LIST

of the medicines recommended for the registration (new indication) by the Center according to the meeting decision N 6-2/20 on June 26, 2020

President

E. Amroya

International non-
proprietary (generic) names

dosage strength &

License holder

Prescription

Trade name s dosage form output form Manufacturer country License holder Conclusion N & date
or names of active . country status
substances (packaging)
F. Hoffmann-La Roche Ltd.
4303 Kaiseraugs- secondary
packager, batch releaser, F. Hoffmann-La
concentrate for 1000mg/40ml; (1) glass Roche Diagnostics GmbH, Roche Ltd.,
Gazyva obinutuzumab solution for infusion vial 40ml Sandhofer Strasse 116, Switzerland Grenzacherstrasse, Switzerland R 17026/1 26.06.2020
68305 Mannheim, 124, CH-4070,
Germany- bulk Basel

manufacturer, primary
packager, quality control




LIST

of the medicines recommended for the registration (new packaging) by the Center according to the meeting decision N 6-2/20 on June 26, 2020

President

E. Amroya

International non-

proprietary (generic) names

dosage strength &

Trade name . dosage form output form Manufacturer country License holder License holder Prescription Conclusion N & date
or names of active ) country status
substances (packaging)
ZEmg/ ml; 100ml pl:fls'ac Reckitt Benckiser
ot‘tle and measurlng Reckitt Benckiser Healthcare
Nurofen for . suspension oral syringe, 150ml pla?.tlc HealthCare (UK) Limited, International Ltd,
children ibuprofen with orage flavour bot‘tle and measunng Dansom Lane, Hull, East UK Thane Road, UK OTC 15477/1 26.06.2020
syringe, 200ml Pla‘Sth Yorkshire, HU8 7DS Nottingham,
bottle and‘measunng NG90 2DB
syringe
ZEmg/ml; 100m1 PI?SUC Reckitt Benckiser
. ot‘tle and measunng Reckitt Benckiser Healthcare
Nurofen for ) s?spensmn oral | syringe, 150ml pla‘stlc HealthCare (UK) Limited, International Ltd,
children ibuprofen with strawberry bot'tle and measurmg Dansom Lane, Full, Fast UK Thane Road, UK OTC 15476/1 26.06.2020
flavour syringe, 200ml pla.stlc Yorkshire, HU8 7DS Nottingham,
bottle and measuring NG90 2DB

syringe




LIST
of the medicines recommended for the re-registration by the Center according to the meeting decision N 6-2/20 on June 26, 2020

President E. Amroyan

International non-

dosage strength &

iet i Li hold P ipti
Trade name proprietaty (genenc.) names dosage form output form Manufacturer country License holder rcense Rotder TESETIPHON | Conclusion N & date
or names of active (packaging) country status
substances P ging
Arpimed LLC,
o o . Arpimed LLC, Kotayk ) Kotayk Marz,
lod lod 5mg; (30/3x10, Republic of
Amlodipine amio 1p1ne. (amlodipine tablets mg; ( ./ x10/) in Marz, Abovyan, 2nd Micro- epu IC: ° Abovyan, 2nd | Republic of Armenia R 19293 26.06.2020
besilate) blister o . Armenia ] o
District, 19 Building Micro-District, 19
Building
Arpimed LLC,
_ Arpimed LLC, Kotayk _ Kotayk Marz,
20mg/ml; plastic . Republic of . )
Ketoconazole ketoconazole shampoo ) Marz, Abovyan, 2nd Micro i Abovyan, 2nd | Republic of Armenia OTC 19294 26.06.2020
container 100ml L - Armenia . L
District, 19 Building Micro-District, 19
Building
Belmedpreparaty RUE,
220007, Minsk, Fabritsius
powder i St., 30- quality control, Belmedpreparaty
1 o - 200mg; (1) glass vial
Lo gemcitabine (gemcitabine lyophilized for . batch releaser, RUE, 220007,
Gemcitabine ) . 10ml, (40) glass vials Belarus . . Belarus R 19295 26.06.2020
hydrochloride) solution for 10ml Belmedpreparaty RUE, Minsk, Fabritsius
infusion m 220007, Minsk, Fabritsius St., 30

St., 30, N2, Belarus- bulk
manufacturer, packager




Belmedpreparaty RUE,

220007, Minsk, Fabritsius

powder ) St., 30- quality control, Belmedpreparaty
o — . 1000mg; (1) glass vial
Gemcitabine gemcitabine (geIT1c1tab1ne lyophqlzed for 50ml, (20) glass vials batch releaser, Belarus BUE’ 2200_07,’ Belarus R 19296 26.06.2020
hydrochloride) solution for 50ml Belmedpreparaty RUE, Minsk, Fabritsius
infusion 220007, Minsk, Fabritsius St., 30
St., 30, N2, Belarus- bulk
manufacturer, packager
5mg/ml+5,85mg/ml+0,3
sodium acetate (sodium 02mg/ml1+0,36mg/ml+0,
acetate trihydrate), sodium 25mg/ml; 50ml plastic
chloride, potassium chloride, pack, 100ml plastic PharmaTech
lono-Tech calcium chloride (calcium solution for pack, 200ml plastic PharmaTech CJSC, 0064, Republic of CJSC, 0064, Republic of Armenia R 19297 26.06.2020
chloride dihydrate), infusion pack, 250ml plastic Yerevan, Raffi str. 111 Armenia Yerevan, Raffi str.
magnesium chloride pack, 400ml plastic 111
(magnesium chloride pack, 500ml plastic
hexahydrate) pack, 1000ml plastic
pack
LMP Ltd., 1, Vietalvas
street, Riga, LV-1009- bulk
manufacturer, packager,
' N N ‘ 3mg/g+10mg/g; q_uality C?ntrol ‘ ‘LMP Ltd., 1, .
Virogels pini aetheroleum, silbiol gel intranasal (physicochemical), batch Latvia Vietalvas street, Latvia OTC 19298 26.06.2020

aluminium tube 15g

releaser, Grindeks JSC,

Krustpils str. 53, LV-1057,

Riga, Latvia- quality
control (microbiological)

Riga, LV-1009




Norgine Limited, New
Road, Tir-Y-Berth,
Hengoed, Mid Glamorgan,
CF82 8SJ- bulk
manufacturer, packager,

het A X ! sachet A- quality control Noreine B.V
Sachiet fA-Iacrogo” \mactogo 100g+7.5g+2.691g+1.01 | (physicochemical), batch ogine BV
3350), sodium sulfate, sodium Antonio
7 Movipre chloride, potassium chloride; powder for oral | 5g; sachet B-4.7g+5.9g; releaser, READING UK Vivaldistraat 150 the Netherlands OTC 19299 26.06.2020
Prep N ’tPB e solution (4/(2) sachetA(111.896 | SCIENTIFIC SERVICES st o
sac Z, ascor 1bc ‘:Cl ’ g) + (2) sachetB(10.6 | LIMITED, READING A
sodium ascorbate 2 SCIENCE CENTRE, msterdam
WHITEKNIGHTS
CAMPUS, PEPPER LANE,
READING, RG6 6LA, UK-
quality control
(microbiological)
REMEDICA LTD, Remedica Ltd.,
AHARNON STREET, Limassol
Ri i - lets film- 2mg; 10/) i LIMASSOL INDUSTRIAL I ial E
3 1sper.1d0ne risperidone tablets film mg; (69/6)( 0/) in SSO US Cyprus ndustrial Estate, Cyprus R 19300 26.06.2020
Remedica 2mg coated blister ESTAT, BUILDING 1- Aharnon street,
MAIN, LIMASSOL, P.O. Box 51706,
CYPRUS, 3056 3508 Limassol
Remedica Ltd,
cablets fil 1 (28/2x14)) i Remedica Ltd, Aharnon Aharnon street,
m- mg; n . . .
9 Aremed anastrozole e 5 ] T street, Limassol Industrial Cyprus Limassol Cyprus R 19301 26.06.2020
coated blister ) i
Estate, 3056 Limassol Industrial Estate,
3056 Limassol
Belmedpreparaty RUE,
220007, Minsk, Fabritsius
., 30- li 1,
St ?;)O tq}lja IIY contro Belmedpreparaty
tablets film- | 2,5mg; (20/2x10/) in ateh refeasen, RUE, 220007,
10 Methotrexate methotrexate ) Belmedpreparaty RUE, Belarus . o Belarus R 19302 26.06.2020
coated blister . . Minsk, Fabritsius
220007, Minsk, Fabritsius St 30

St., 30, (EPW), Belarus-
bulk manufacturer,
packager




Belmedpreparaty RUE,
220007, Minsk, Fabritsius
St., 30- quality control,

batch rel Belmedpreparaty
tablets film- 5mg; (20/2x10/) in atch releaseh RUE, 220007,
11 Methotrexate methotrexate ] Belmedpreparaty RUE, Belarus . o Belarus R 19303 26.06.2020
coated blister . o Minsk, Fabritsius
220007, Minsk, Fabritsius St 30
St., 30, (EPW), Belarus- v
bulk manufacturer,
packager
GlaxoSmithKline
GLAXO OPERATIONS UK Consumer
LTD TRADING (trading as: Healhtcare (UK)
) . . cream for external| 50mg/g; aluminium Glaxo Wellcome Trading Limited,
12 Zovirax aciclovir UK UK OTC 19304 26.06.2020
980 Great West

use

tube 2g

Operations) HARMIRE
ROAD, BARNARD
CASTLE, DL12 8DT

Road, Brentford,
Middlesex, TW8
9GS




LIST

of variations requiring reformulation of registration certificate approved by the Center according to the meeting decision N 6-2/20 on June 26, 2020

President

E. Amroyan

International non-

proprietary (generic) names

dosage strength &

Li hold P ipti
Trade name . dosage form output form Manufacturer country License holder icense holder TESCHIPHOR | Conclusion N & date
or names of active (packaging) country status
substances P &ing
d G h Ltd., M
po.“., er eroP arm os.cow "Geropharm" Ltd, 9
lyophilized for 5 (10/2x5)) gl region, Serpukhov city Zveni dsk .
mg; ass o i enigorodskaya st., .
Retinalamin cattle eye retina polypeptides | solution for i/m . & X g district, Obolensk work Russia venis .y Russia R 15478/1/2 26.06.2020
vials 5ml, in blister . . 191119 Saint
and parabulbar settlement, "Kvartal A
L Petersburg
injection area, bldg. 5
G h Ltd., M
powder eroP arm OS,COW "Geropharm" Ltd, 9
ttle brain cortex lyophilized for |5mg; (10/2x5/) glass vial region, Serpukhov city Zvenigorodskaya st
Cortexin @ ) Y p. ] & i .g district, Obolensk work Russia & .y ? Russia R 15551/1/2 26.06.2020
polypeptides solution for i/m 3ml, in blister . . 191119 Saint
iect: settlement, "Kvartal A Petersh
injection area, bldg, 5 etersburg
G h Ltd., M
powder eroP ar;n h OS,CtOW "Geropharm" Ltd, 9
i . region, Serpukhov city )
ttle b rt lyophilized f 10mg; (10/2x5/) gl Z dsk t.,
Cortexin cattie brain C ortex y0p. Hize ‘or I‘ng ( /- x /)- £as8 district, Obolensk work Russia Venigorods ?ya s Russia R 15550/1/2 26.06.2020
polypeptides solution for i/m vial 5ml, in blister . . 191119 Saint
C settlement, "Kvartal A
injection Petersburg
area, bldg. 5
Krka-RUS LLC 50
lodipine (amlodipi tablets fil 5 80mg; (30/3x10/) Krka-RUS LLC 50 I\/I ak k. t
Vamloset amiodipiie famiodipine ablets im mgrolms; x Moskovskaya str., Istra, Russia oskovskaya str., Russia R 15808/1/1 26.06.2020

besilate), valsartan

coated

in blister

Moscow region 143500

Istra, Moscow region
143500




amlodipine (amlodipine

tablets film-

5mg+160mg; (30/3x10/)

Krka-RUS LLC 50

Krka-RUS LLC 50

i Moskovskaya str., ,
Vamloset . ] . Moskovskaya str., Istra, Russia . Russia R 15809/1/1 26.06.2020
besilate), valsartan coated in blister M on 143500 Istra, Moscow region
oscow region 143500
Kika-RUS LLC 50 Krka-RUS LLC 50
amlodipine (amlodipine tablets film- 10mg+160mg; 2 ) Moskovskaya str., )
Vamloset ) 1 Moskovskaya str., Istra, Russia ) Russia R 15810/1/1 26.06.2020
besilate), valsartan coated (30/3x10/) in blister . Istra, Moscow region
Moscow region 143500
143500
Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
. Xylometazoli.ne 0.5mg/ml; 5ml and packager, batch releaser, Republic of Arsan.it Ltd, Masis, . ‘
Galoziloc (xylometazoline drops nasal 10ml plastic vial PharmaTech CJSC, 111 A i Masis-Ranchpar | Republic of Armenia OTC 15181/1/1 26.06.2020
hydrochloride) i plastic via Raffi str., 0064, Yerevan, rmenta highway 07
Republic of Armenia- bulk
manufacturer
Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
xylometazoline packager, batch releaser, . Arsanit Ltd, Masis,
1 I; 5ml 10ml R lic of
Galoziloc (xylometazoline drops nasal mg/ml 5:1 a.n;l Om PharmaTech CJSC, 111 zpub 1c‘ © Masis-Ranchpar | Republic of Armenia OTC 15182/1/1 26.06.2020
hydrochloride) prastic vid Raffi str., 0064, Yerevan, rmema highway 07

Republic of Armenia- bulk

manufacturer




Galoziloc

xylometazoline
(xylometazoline
hydrochloride)

spray nasal

0.5mg/ml; 10ml plastic

vial

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
packager, batch releaser,
PharmaTech CJSC, 111
Raffi str., 0064, Yerevan,
Republic of Armenia- bulk

manufacturer

Republic of
Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

OTC

15183/1/1 26.06.2020

10

Galoziloc

xylometazoline
(xylometazoline

hydrochloride)

spray nasal

Img/ml; 10ml plastic
vial

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
packager, batch releaser,
PharmaTech CJSC, 111
Raffi str., 0064, Yerevan,
Republic of Armenia- bulk

manufacturer

Republic of

Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

OTC

15184/1/1 26.06.2020

11

Naziloc

oxymetazoline

(oxymetazoline

hydrochloride)

spray nasal

0.25mg/ml;, 10ml
plastic bottle

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech
CJSC, 111 Raffi str., 0064,
Yerevan, Republic of
Armenia- bulk
manufacturer, primary

packager

Republic of

Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

OTC

14777/1/1 26.06.2020

12

Naziloc

oxymetazoline
(oxymetazoline

hydrochloride)

spray nasal

0.5mg/ml;, 10ml plastic
bottle

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech
CJSC, 111 Raffi str., 0064,
Yerevan, Republic of
Armenia- bulk
manufacturer, primary

packager

Republic of

Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

OTC

14773/1/1 26.06.2020




13

Naziloc

oxymetazoline

(oxymetazoline
hydrochloride)

drops nasal

0.25mg/ml; 5ml and
10ml plastic bottle-
dropper

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech
CJSC, 111 Raffi str., 0064,
Yerevan, Republic of
Armenia- bulk
manufacturer, primary
packager

Republic of

Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

OTC

14776/1/1 26.06.2020

14

Naziloc

oxymetazoline

(oxymetazoline
hydrochloride)

drops nasal

0.5mg/ml, 5ml and
10ml plastic bottle-
dropper

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech
CJSC, 111 Raffi str., 0064,
Yerevan, Republic of
Armenia- bulk
manufacturer, primary
packager

Republic of
Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

OTC

14775/1/1 26.06.2020

15

Naziloc Baby

oxymetazoline

(oxymetazoline
hydrochloride)

drops nasal

0.1mg/ml; 5ml and
10ml plastic bottle-
dropper

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech
CJSC, 111 Raffi str., 0064,
Yerevan, Republic of
Armenia- bulk
manufacturer, primary
packager

Republic of
Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

OTC

14774/1/1 26.06.2020

16

Naphthyzin-Arsanit

naphazoline

drops nasal

0.5mg/ml; 5ml and
10ml plastic vial-
dropper

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech
CJSC, 111 Raffi str., 0064,
Yerevan, Republic of
Armenia- bulk
manufacturer, primary
packager

Republic of

Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

OTC

16125/1/126.06.2020




17

Naphthyzin-Arsanit

naphazoline

drops nasal

Img/ml; 5ml and 10ml
plastic vial-dropper

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech
CJSC, 111 Raffi str., 0064,
Yerevan, Republic of
Armenia- bulk
manufacturer, primary

packager

Republic of

Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

OTC

16124/1/1 26.06.2020

18

Naphthyzin-Arsanit
S

naphazoline

drops nasal

0.5mg/ml; 10ml glass
vial

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech
CJSC, 111 Raffi str., 0064,
Yerevan, Republic of
Armenia- bulk
manufacturer, primary
packager

Republic of

Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

OTC

15122/1/1 26.06.2020

19

Naphthyzin-Arsanit-
S

naphazoline

drops nasal

1mg/ml; 10ml glass vial

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech
CJSC, 111 Raffi str., 0064,
Yerevan, Republic of
Armenia- bulk
manufacturer, primary
packager

Republic of
Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

OTC

15123/1/1 26.06.2020

20

Naphthyzin-Arsanit

naphazoline

spray nasal

Img/ml; 10ml glass or
plastic vial and
dispenser

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech
CJSC, 111 Raffi str., 0064,
Yerevan, Republic of
Armenia- bulk
manufacturer, primary
packager

Republic of
Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

OTC

15124/1/1 26.06.2020




21

Adiloc

adapalene

gel

Img/ml; 10ml and 30ml
plastic vial

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech
CJSC, 111 Raffi str., 0064,
Yerevan, Republic of
Armenia- bulk
manufacturer, primary

packager

Republic of

Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

14983/1/1 26.06.2020

22

Adiloc

adapalene

gel

3mg/ml; 10ml and 30ml
plastic vial

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech
CJSC, 111 Raffi str., 0064,
Yerevan, Republic of
Armenia- bulk
manufacturer, primary
packager

Republic of
Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

14984/1/1 26.06.2020

23

Hexiloc

chlorhexidine (chlorhexidine
digluconate)

solution for
external use

0.5mg/ml; 100ml and
250ml glass or plastic
vial

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech
CJSC, 111 Raffi str., 0064,
Yerevan, Republic of
Armenia- bulk
manufacturer, primary
packager

Republic of
Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

OTC

14872/1/1 26.06.2020

24

Hexiloc

chlorhexidine (chlorhexidine
digluconate)

solution for
external use

2mg/ml; 50ml, 100ml,
250ml plastic or glass
vial

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech
CJSC, 111 Raffi str., 0064,
Yerevan, Republic of
Armenia- bulk
manufacturer, primary
packager

Republic of
Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

OTC

14873/1/1 26.06.2020




10mg/ml; 100ml,

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech

Arsanit Ltd, Masis,

hlorhexidi hlorhexidi lution f 250ml, 1000ml and Republic of ) ) )
25 Hexiloc chior ex1. ine (chlorhexidine solution for m mtan ) CJSC, 111 Raffi str., 0064, Pt 1c' © Masis-Ranchpar | Republic of Armenia OTC 15402/1/1 26.06.2020
digluconate) external use 5000m1l glass or plastic i Armenia :
o1 Yerevan, Republic of highway 07
Vi Armenia- bulk
manufacturer, primary
packager
Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
2 1; 15ml, 25ml . .
hlorhexidine (chlorhexidi mgéngo 1Hi o releaser, PharmaTech Revublic of Arsanit Ltd, Masis,
26 Hexiloc criorhexidine (chioriexidine spray AnaOTMIBIESSOT | 019, 111 Raffistr,, 0064, | P> <% | Masis-Ranchpar | Republic of Armenia OTC 14875/1/1 26.06.2020
digluconate) plastic vial with pump ) Armenia ,
di Yerevan, Republic of highway 07
ispenser Armenia- bulk
manufacturer, primary
packager
Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
2 L 1, 100ml, 1 , Ph Tech ) Arsanit Ltd, Masis,
) chlorhexidine (chlorhexidine solution for mg/ml; 50m 00II:1 refeaset, harmalec Republic of ].’SB.Il.lt td, Masis ) )
27 Hexiloc Menthol . 250ml glass or plastic | CJSC, 111 Raffi str., 0064, . Masis-Ranchpar | Republic of Armenia OTC 14876/1/1 26.06.2020
digluconate) external use i ] Armenia i
vial Yerevan, Republic of highway 07
Armenia- bulk
manufacturer, primary
packager
Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
2 I; 15ml, 25ml
hlorhexidine (chlorhexidi mg(/lngo’ ?ni > 25m releaser, PharmaTech Revublic of Arsanit Ltd, Masis,
28 | Hexiloc Menthol | o o ome chioriexidine spray ancOIMIRSOT | 019C, 111 Raffistr,, 0064, | P 0 ¢ | Masis-Ranchpar | Republic of Armenia OTC 14878/1/1 26.06.2020
digluconate) plastic vial with pump Armenia

dispenser

Yerevan, Republic of
Armenia- bulk
manufacturer, primary
packager

highway 07




29

Hexiloc Denta

chlorhexidine (chlorhexidine
digluconate)

solution for

external use

1.2mg/ml; 50ml, 100ml,
250ml glass or plastic

vial

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech
CJSC, 111 Raffi str., 0064,
Yerevan, Republic of
Armenia- bulk
manufacturer, primary

packager

Republic of

Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

OTC

14874/1/1 26.06.2020

30

Hexiloc Denta

chlorhexidine (chlorhexidine
digluconate)

spray

1.2mg/ml; 15ml, 25ml
and 60ml glass or
plastic vial with pump
dispenser

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech
CJSC, 111 Raffi str., 0064,
Yerevan, Republic of
Armenia- bulk
manufacturer, primary
packager

Republic of
Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

OTC

14880/1/1 26.06.2020

31

Hexiloc Denta
Menthol

chlorhexidine (chlorhexidine
digluconate)

solution for
external use

1.2mg/ml; 50ml, 100ml
and 250ml glass or
plastic vial

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech
CJSC, 111 Raffi str., 0064,
Yerevan, Republic of
Armenia- bulk
manufacturer, primary
packager

Republic of
Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

OTC

14879/1/1 26.06.2020

32

Hexiloc Denta
Menthol

chlorhexidine (chlorhexidine
digluconate)

spray

1.2mg/ml; 15ml, 25ml,
60ml glass or plastic vial
with pump disnenser

Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
releaser, PharmaTech
CJSC, 111 Raffi str., 0064,
Yerevan, Republic of
Armenia- bulk
manufacturer, primary
packager

Republic of

Armenia

Arsanit Ltd, Masis,
Masis-Ranchpar
highway 07

Republic of Armenia

OTC

14877/1/1 26.06.2020




Nizhpharm JSC,

15338/1/1 26.06.2020

liniment f 100mg/g; 25 Nizhpharm JSC, 603950, 603950, Nizh
33 Sinthomycin chloramphenicol Hment 1ot .rn'g/g, 5 Nizhny Novgorod, Russia AR Russia OTC
external use aluminium tube Novgorod,
Salganskaya st., 7
Salganskaya st., 7
Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
50 5 ; 15g and 1 , Ph Tech ) Arsanit Ltd, Masis,
) dexpanthenol, chlorhexidine mg/g* mg/g gan refeasen, Thatmatec Republic of rsan.1 asis ) )
34 Panihex L . cream 30g plastic vial with | CJSC, 111 Raffi str., 0064, ] Masis-Ranchpar | Republic of Armenia OTC 17323/1/1 26.06.2020
(chlorhexidine digluconate) . . Armenia .
pump dispenser Yerevan, Republic of highway 07
Armenia- bulk
manufacturer, primary
packager
Arsanit Ltd, Masis, Masis-
Ranchpar highway 07-
secondary packager, batch
50mg/g; 15g and 30g releaser, PharmaTech Revublic of Arsanit Ltd, Masis,
ubli
35 Paniloc dexpanthenol cream plastic vial with pump | CJSC, 111 Raffi str., 0064, zp ©% | Masis-Ranchpar | Republic of Armenia OTC 17322/1/1 26.06.2020
dispenser Yerevan, Republic of rmema highway 07
Armenia- bulk
manufacturer, primary
packager
MEDA Pharma GmbH &
Co. KG, Benzstrasse 1,
:1:’22 de Ho.nil,bg,rlg ) MEDA Pharma
36 Allereodil azelastine (azelastine d 0,5mg/ml; 6ml plastic aP(;l e easser,A uV1. o G GmbH & Co. KG, G OTC 15873/1/2 26.06.2020
ergodt hydrochloride) TOps eye vial-dropper arma s.p.f., Via CIMANY | Bengstrasse 1, 61352 etmany R
Costarica, 20/22, 00071
Bad Homburg

Pomezia/Rome, Italy -
bulk manufacturer,

packager




LIST

of the variations not requiring reformulation of registration certificate approved by the Center according to the meeting decision N 6-2/20 on June 26, 2020
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International non-

dosage strength &

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
Lek Pharmaceuticals d.d.,
Verovskova Str. 57, 1526
Ljubljana-batch releaser, Lek
35 (10/1x10/) primary and secondary Pharmaceuticals
b m ; . .
Broncho-munal P | lyophilized bacterial lysate | capsules hard %)1_ . * packager, OM Pharma SA, Slovenia d.d., Verovskova Slovenia R 14662/1 26.06.2020
1Ster 22, rue du Bois-du-Lan, Str. 57, 1526
1217 Meyrin 2/Geneva, Ljubljana
Switzerland-bulk
manufacturer
KRKA d.d., Novo
KRKA d.d., N to, .
) bisoprolol (bisoprolol tablets film- | 2,5mg; (30/3x10/) in } OVO TESto ) mesto, Smarjeska )
Niperten . Smarjeska cesta 6, 8501 Slovenia Slovenia R 16716/1 26.06.2020
fumarate) coated blister cesta 6, 8501 Novo
Novo Mesto
Mesto
KRKA d.d., Novo
KRKA d.d., N to, .
. bisoprolol (bisoprolol tablets film- 5mg; (30/3x10/) in . OVO mesto . mesto, Smarjeska .
Niperten Smarjeska cesta 6, 8501 Slovenia Slovenia R 16714/1 26.06.2020
cesta 6, 8501 Novo

fumarate)

coated

blister

Novo Mesto

Mesto




bisoprolol (bisoprolol

tablets film-

10mg; (30/3x10/) in

KRKA d.d., Novo mesto,

KRKA d.d., Novo

Nipert Smarjeska cesta 6, 8501 Sloveni mesto, Smarjeska Sloveni 16715/1 26.06.2020
pertett fumarate) coated blister ranjesia cesta o, oventd cesta 6, 8501 Novo ovenma A
Novo Mesto
Mesto
Help S.A., 10
25 I; (5 Valaoritou str.,
diclofenac (diclofenac solution for mg/ml; ( )_ Help S.A., Pedini aaoritou str
Vurdon . S ampoules 3ml in . ) Greece GR 14452 Greece 18724/1 26.06.2020
sodium) injection . Ioanninon, Ioannina, 45500 .
blister Metamorphosis,
Attica
Hankook Korus
Pharm Co., Ltd,
30, Gangjeo-ro,
Hankook Korus Pharm Co., angJeo .ro
Led. 30. Gangi Jecheon-Si,
) > O% Al ?0 o Chungcheongbuk-
150mg; (2/2x1/), in Jecheon-Si,
Fluconazole- blister, (10/1x10), i Ch h buk-do f do for GL
, ,in n n - .
Asteria fluconazole capsules hard 1.s e * ' HREEHEO g e o.r Korea South Corporation, Korea South 15354/2 26.06.2020
blister, (100/10x10/), | GL Corporation, Woori .
Cap.150mg . . ‘Woori Venture
in blister Venture Tower 201, 70,
Tower 201, 70,
Seonyu-ro, YoungDeungPo
Seonyu-ro,
Ku, Seoul, South Korea
YoungDeungPo-
Ku, Seoul, South
Korea
Moscow
powder 500U: (5) gl - Moscow Endocrine Plant Endocrine Plant
Gonadotropin totronhin chorionic | YOPhilized for p (’5) ?asstv,‘a FSUE, 25, R FSUE, 25, - 73172 96.06.2020
chorionic §ONACOLIopA Chomonic solution for i/m an solvent in Novokhokhlovskaya st., ussia Novokhokhlovska ussia o

injection

ampoule 1ml

Moscow 109052

ya st., Moscow
109052




Moscow
Endocrine Plant

powder 10001U; (5) gl 1 Moscow Endocrine Plant
g | Gonadotropin totronin chorionic | YOPhilized for ] (5’) 1g as: via FSUE, 25, - FSUE, 25, - . L4730/2 96.06.2020
chorionic §ONACOLIOpA ChoTonIC solution for i/m an S(i Vin lm Novokhokhlovskaya st., ussia Novokhokhlovska ussia o
injection ampaou’e t Moscow 109052 ya st., Moscow
109052
375mg; (30/3x10/) in | Bosnalijek d.d., Juki Bosniaand | Cosreljekdd, Bosnia and
9 Bronchobos carbocisteine capsules me ] x m oshatljex €., u reeva osnia ar.1 Jukiceva 53, 71000 oshia ar.l OTC 15946/1 26.06.2020
blister 53, 71000 Sarajevo Herzegovina ] Herzegovina
Sarajevo
Engelhard
7 I 100ml ol Engelhard Arzneimittel Arzneimittel
Prospan cough . mg/m ’ m g ass GmbH& Co. KG, GmbH& Co. KG,
10 hedera helix syrup vial and measuring Germany Germany OTC 15679/2 26.06.2020
syrup u Herzbergstrasse 3, 61138 Herzbergstrasse 3,
P Niederdorfelden 61138
Niederdorfelden
Merck KGaA, Frankfurter
S b b b b
‘ trasse 250, A18, A31, A32 Merck KGaA
cablets film- 5mg; (50/5x10/) in D2, D3, D11, D12, D15, Frankfurter
11 Thyrozol thiamazole blister, (50/2x25/) in | D39, N79, N80, N90, PH5, Germany Germany R 18411/1 26.06.2020
coated ) Strasse 250, 64 293
blister PH16, PH23, PH28, PH31,
Darmstadt

PH33, PH50, PH51, PH52,
PHB80, 64293 Darmstadt




Merck KGaA, Frankfurter

Strasse 250, A18, A31, A32,
) Merck KGaA
cablets fil 10mg; (50/5x10/) in D2, D3, D11, D12, D15, Frankfurt
- ran r
12 Thyrozol thiamazole e St dm blister, (50/2x25/) in | D39, N79, N80, N0, PHS, | Germany | ? 750 62 joz|  Germany R 18412/1 26.06.2020
coate blister PH16, PH23, PH28, PH31, ras;e -
PH33, PH50, PH51, PH52, armsta
PHS80, 64293 Darmstadt
Reckitt Benckiser
) . Healthcare
Reckitt Benckiser .
i International
. Healthcare International o
dichlorobenzyl alcoholl lozenges with 1.2mg+0,6me; Limited, Nottingham site Limited,
13 Strepsils Y ’ honey and (24/2x12/), (36/3x12/), ’ & ] ’ UK Nottingham site, UK OTC 15060/2 26.06.2020
amylmetacresol . Thane Road, Nottingham,
lemon flavour in blister . . Thane Road,
Nottinghamshire, NG90 .
DB Nottingham,
Nottinghamshire,
NG90 2DB
Reckitt Benckiser
Health
Reckitt Benckiser calt (.:are
] International
. ) . Healthcare International o
Strepsils with dichlorobenzyl alcohol, 1,2mg+0,6mg+8mg; o . . Limited,
Limited, Nottingham site, . .
14 Menthol and amylmetacresol, lozenges (24/2x12/) and . UK Nottingham site, UK OTC 15039/2 26.06.2020
Fucalypt 1 thol (36/3x12/) in blister | rene Road, Nottingham, Thane Road
n n s
ucalyptus evomentho X in blister Nottinghamshire, NG90 a .e oa
DB Nottingham,
Nottinghamshire,
NG90 2DB
Arpimed LLC,
pyrethrins Arpimed LLC, Kotayk ) Kotayk Marz, )
1,65 1+16,5 . Republic of Republic of
15 Antilice (permethrin+tetramethrin), shampoo mg/m * mg/m Marz, Abovyan, 2nd Micro ep IC_ © Abovyan, 2nd epu IC, © OTC 18682/1 26.06.2020
) ) 1; plastic bottle 100ml . 1 Armenia ) . Armenia
piperonyl butoxide District, 19 Building Micro-District, 19
Building




Grindeks JSC,

16 Bisacodyl bi vl tablets enteric- | 5mg; (40/4x10/) in Grindeks JSC, Krustpils Latvi Krustpils street 53 Latvi OTC 15077/1 26.06.2020
Grindeks 15acoty coated blister street 53, LV-1057, Riga atvia r;l\s/pllosss%r;e' ’ atvia T
- , Riga
Grindeks JSC,
17 Loperamide loperamide (loperamide 1 2mg; (10/1x10/) in Grindeks JSC, Krustpils Latvi X rtm‘le tS] ¢ 53 Latvi OTC 16407/1 26.06.2020
Grindeks hydrochloride) capsuies blister street 53, LV-1057, Riga atvia r;l\s/pllosss;(; ’ atvia R
- , Riga
Grindeks JSC,
50mg; (30/3x10/) i Grindeks JSC, K il . . .
18 Betamaks sulpiride tablets me ](3 5 /t x10/) in . r1nt ;381{\[ 10;1718?;1 s Latvia Krustpils street 53, Latvia R 17476/1 26.06.2020
ister street 53, , Riga LV-1057, Riga
Grindeks JSC,
- 100mg; (30/3x10/)in | Grindeks JSC, Krustpils , rindeks J -
19 Betamaks sulpiride tablets blister street 53, LV-1057, Riga Latvia Krustpils street 53, Latvia R 17475/1 26.06.2020
’ ’ LV-1057, Riga
Grindeks JSC,
200mg; (30/3x10/) i Grindeks JSC, Krustpil
20 Betamaks sulpiride tablets e b(l' t/ x10/) in ) rmt ;351{\/ ] 0:718 Ilzl ® Latvia Krustpils street 53, Latvia R 17474/1 26.06.2020
ister street 53, LV- , Riga
& LV-1057, Riga
"Sotex"PharmFirm
. " CJSC, Bld. 11,
SotexPharmFirm" CJSC, . .
. village Belikovo,
crate f Bld. 10, 11, 12, village ! settl .
concentrate for rural settlemen
ithi ithi I; (10/2 Belikovo, 1 settl ) . .
21 PROGEPTIN ornithine (ornithine solution for >00mg/ml; (10/2x5/) | Belikovo, rural settlement Russia Bereznjakovskoe, Russia R 16543/1 26.06.2020

aspartate)

infusion

ampoules 10ml

Bereznjakovskoe, Sergiev-
Posad municipal district,
Moscow Region, 141345

Sergiev-Posad
municipal district,
Moscow Region,
141345




valsartan,

tablets film-

80mg+12,5mg;

Novartis Farma S.p.A., Via

Novartis Pharma

22 Co-Diovan hvdrochlorothiazid ted (14/1x14/) in blister, Provinciale Schito 131, Italy AG, Lichtstrasse Switzerland R 18660/2 26.06.2020
rochlorothiazide coate
Y z (28/2x14/) in blister | 80058 Torre Annunziata 35, 4056 Basel
N is F S.p.A., Vi Novartis Ph
) valsartan, tablets film- 160mg+12,5mg; ovart'ls 'arma 'p 1 ova _IS arma )
23 Co-Diovan . g Provinciale Schito 131, Italy AG, Lichtstrasse Switzerland R 18661/2 26.06.2020
hydrochlorothiazide coated (14/1x14/) in blister .
80058 Torre Annunziata 35, 4056 Basel
3mg/g+10mg/g: 15g | LMP Ltd., 1, Vietal LMP Ltd, 1,
+ ; )y b . . .
24 Virogels pini aetheroleum, silbiol gel intranasal me/g o mg/g; 158 . retatvas Latvia Vietalvas street, Latvia OTC 14860/1 26.06.2020
aluminium tube street, Riga, LV-1009 )
Riga, LV-1009
Besins Manufacturing Besins Healthcare
10mg/g; 80g )
25 Progestogel rogesterone gel for external aluminium tube and Belgium SA, Groot- Belgium Benelux, Avenue Belgium R 17293/1 26.06.2020
gestog prog use Bijgaardenstraat ,128-1620, & Louise 287, 1050 & o
dosator
Drogenbos Brussels
powder . ) . i
. . o . 10mg; glass vial and | Actavis Italy S.p.A., Viale Pfizer Inc., 235,
Farmorubicin epirubicin (epirubicin lyophilized for )
26 e ) ) ) solvent in ampoule Pasteur, 10, 20014 Italy East 42nd street, USA R 18469/2 26.06.2020
Rapid Dissolution hydrochloride) solution for ) )
. . 5ml Nerviano, Milan New York 10017
infusion
powder . .
. s . . Actavis Italy S.p.A., Viale Pfizer Inc., 235,
Farmorubicin epirubicin (epirubicin lyophilized for _
27 . . . . . 50mg; glass vial Pasteur, 10, 20014 Italy East 42nd street, USA R 18470/2 26.06.2020
Rapid Dissolution hydrochloride) solution for . .
. . Nerviano, Milan New York 10017
infusion
Bio-Chem Ltd.,
- - _ | Bio-Chem Ltd., 0046, , o .
BC Dentahex |chlorhexidine (chlorhexidine . 20mg/ml; (1) glass vial Republic of 0046, Erevan, Republic of
28 . solution Erevan, Manandyan str. 33, . i OTC 13438/1 26.06.2020
Solution gluconate) 100ml Armenia Manandyan str. Armenia

11

33,1/1




fenticonazole (fenticonazole

Catalent Italy S.p.A., Via

Recordati Ireland
Ltd., Raheens

29 Lomexin . capsules vaginal | 200mg; (6) blister Nettunense km. 20,100, Italy . ] Ireland 14690/2 26.06.2020
nitrate) e East, Ringaskiddy,
Aprilia, 04011
Co Cork
Recordati Ireland
Catalent Italy S.p.A., Via
fenti le (fenti 1 ; (1) blister, (2 Ltd., Rah
30 Lomexin enticonazole (fenticonazole | o 1< aginal | 000m8: (D Blister )]0 ense km. 20,100, Ttaly td, Raheens Ireland 14691/2 26.06.2020
nitrate) blister e East, Ringaskiddy,
Aprilia, 04011
Co Cork
Catalent Italv S.p.A.. Vi Recordati Ireland
) fenticonazole (fenticonazole ) 1000mg; (1) blister, atalent Haly >-p.A. Via Ltd., Raheens
31 Lomexin . capsules vaginal . Nettunense km. 20,100, Italy . ] Ireland 14692/2 26.06.2020
nitrate) (2) blister Aorilia. 04011 East, Ringaskiddy,
Pria, Co Cork
N is Ph
daclipti of . cablets fil 50mg+850mg; p zvzlzt,ls ém;{ Novartis Pharma
32 GalvusMET ( Vlt fag 11_) 11}11, r(r11e Eimlz ) able St dm (30/3x10/) and 0 ﬂ.ro . Stlons 421 79’664 Germany AG, Lichtstrasse Switzerland 18039/1 26.06.2020
metiotmin hydrochioride coate (60/6x10/) in blister |~ oCT UHASSE A%, 35, 4056 Basel
Wehr
Novartis Ph
Idaclipti of . cablets fil 50mg+1000mg; p zvlt,ls érrrll)aH Novartis Pharma
n, m min m- ns GmbH, . .
33 GalvusMET (Vlt fag P lh de fj ! 20 a ei . (30/3x10) and | ﬂ,ro uStlo ° 4 70664 | Germany AG, Lichtstrasse |  Switzerland 18038/1 26.06.2020
fetioriin fydroehionde coate (60/6x10/) in blister | B0 L oe 35, 4056 Basel
Wehr
Novartis Pharma
Produktions GmbH,
Oeflinger Strasse 44, 79664
Wehr-packager, batch Novartis Pharma
tablets film- 180mg; (30/3x10/) i . ) .
34 Jadenu deferasirox ablets iim mg; (30/3x10/) in releaser, Novartis Pharma Germany AG, Lichtstrasse Switzerland 18370/1 26.06.2020

coated

blister

Stein AG,
Schaffhauserstrasse, 4332
Stein, Switzerland-bulk
manufacturer

35, 4056 Basel




tablets film-

Novartis Pharma
Produktions GmbH,

Oeflinger Strasse 44, 79664

Wehr-packager, batch

Novartis Pharma

35 Jadenu deferasirox coated 360mg;b(1igt/§:10/) m releaser, Novartis Pharma Germany AG, Lichtstrasse Switzerland 18371/1 26.06.2020
Stein AG, 35, 4056 Basel
Schaffhauserstrasse, 4332
Stein, Switzerland-bulk
manufacturer
Ferring GmbH, Wittland
11, 24109 Kiel - bulk
powder for 3,75mg; (1) pre-filled | manufacturer, primary
. . . . suspension for |syringe, (1) solvent in | packager, batch releaser, Ferring GmbH,
) triptorelin (triptorelin . . . . .
36 | Decapeptil Depot acetate) i/m and s/c  |pre-filled syringe 1ml,| Ferring-Leciva, a.s.(areal Germany Wittland 11, Germany 17948/2 26.06.2020
prolonged- connector and (2) spol. ECP, a.s.) , Ke Skale 24109 Kiel
release injection needle 455, Vestec u Prahy,
25242, Czech Republic-
secondary packager
Novartis Pharma Novartis Pharma
37 Lamisil terb?;iiiﬁii?;z; fine tablets 250mg;b(11i:t/e1:14/) n Oe flljil:;lil::::eijbg’ 664 Germany AG, Lichtstrasse Switzerland 17442/1 26.06.2020
35, 4056 Basel
Wehr
Warsaw
Warsaw Pharmaceutical Pharmaceutical
38 Dexamethason dexamethasone drops e?fe Img/ml; 5'm1 plastic Works "Polfa" S.A., Poland Works "Polfa" Poland 17865/1 26.06.2020
0,1% (suspension) vial Karolkowa 22/24 str., 01- S.A., Karolkowa

207 Warsaw

22/24 str., 01-207
Warsaw




Denk Pharma

Smag: (30/3x10/) in Denk Pharma GmbH & Co. GmbH & Co. KG,
; X
39 Toras-Denk 5 torasemide tablets & blist KG, Goellstr. 1, 84529 Germany Prinzregentenstr. Germany 16228/1 26.06.2020
ister
Tittmoning 79, 81675
Muenchen
Belmedpreparaty
Belmed ty RUE,
tablets film- | 2,5mg; (20/2x10/) cmedpreparaty BLE RUE, 220007,
40 Methotrexate methotrexate . 220007, Minsk, Fabritsius Belarus . . Belarus 14186/2 26.06.2020
coated blisters Minsk, Fabritsius
St., 30
St., 30
Belmed v RUE Belmedpreparaty
elmedpreparaty ,
lets film- ; (20/2x1 RUE, 220007,
41 Methotrexate methotrexate tablets film >mg (, 0/2x10/) 220007, Minsk, Fabritsius Belarus .U OO,O . Belarus 14187/2 26.06.2020
coated blisters Minsk, Fabritsius
St., 30
St., 30
Alkaloid AD Skopje, Blvd.
Aleksandar Makedonski 12,
1000 Skopje-batch releaser, Alkaloid AD
. . 100mg; (10/1x10/) in | Lupin Limited, 198-202, Skopje, Blvd.
d d tablets film-
42 Rexocef cefpodoxime (c:%ao oxime avle St dm blister, (20/2x10/) in | New Industrial Estate Area Macedonia Aleksandar Macedonia 18165/1 26.06.2020
proxet. coate blister No.2 Mandideep-462046 Makedonski 12,
district-Raisen M.P, India- 1000 Skopje

bulk manufacturer,
packager




Alkaloid AD Skopje, Blvd.
Aleksandar Makedonski 12,

1000 Skopje-batch releaser, Alkaloid AD
. . 200mg; (10/1x10/) in | Lupin Limited, 198-202, Skopje, Blvd.
43 Rexocef cefpodoxime (ce'fpodox1me tablets film- blister, (20/2x10/) in | New Industrial Estate Area Macedonia Aleksandar Macedonia R 18166/1 26.06.2020
proxetil) coated blister No.2 Mandideep-462046 Makedonski 12,
district-Raisen M.P, India- 1000 Skopje
bulk manufacturer,
packager
Alkaloid AD Skopje, Blvd.
Aleksandar Makedonski 12,
40mg/5ml; 64.8g |1000 Skopje-batch releaser, Alkaloid AD
cefpodoxime (cefpodoxime | powder for oral powd.er i'n 109m1 Lupin Limi'.ced, 198-202, ' Skopje, Blvd. .
44 Rexocef ] . plastic vial with, New Industrial Estate Area Macedonia Aleksandar Macedonia R 18167/1 26.06.2020
proxetil) suspension measuring cup and | No.2 Mandideep-462046 Makedonski 12,
dosing syringe district-Raisen M.P, India- 1000 Skopje
bulk manufacturer,
packager
. .| Fresenius Kabi Norge AS, Pizer H'C'P'
45 Zyvox linezolid solution for | 2mg/ml; (10) plastic | g\ hdsveien 80 Norway | Corperation. 235, USA R 17651/2 26.06.2020
infusion packs 300ml HALDEN, NO-1788 East 42nd street
New York 10017
GlaxoSmithKline
Consumer
Glaxo Operations UK Healhtcare (UK)
46 Zovirax aciclovir cream for >0meg/e: 28 Limited, Harmire Road, UK Trading Limited, UK OTC 14764/2 26.06.2020
external use aluminium tube Barnard Castle, Co Durham 980 Great West

DL12 8DT

Road, Brentford,
Middlesex, TW8
9GS




Haupt Pharma Munster

Denk Pharma
GmbH & Co. KG,

Letrozole Denk tablets film- | 2,5mg; (30/3x10/) in GmbH, i
47 letrozole : Germany Prinzregentenstr. Germany 15773/1 26.06.2020
25 coated blister Schleebruggenkamp 15, 79 81675
48159 Munster ’
Munchen
Alkaloid AD
Alkaloid AD Skopje, Blvd. . Skopje, Blvd. _
i moxifloxacin (moxifloxacin | tablets film- | 400mg; (5/1x5/) and ol °PJ ,V Republic of North opJe, B Republic of North
48 Moxiral . . . Aleksandar Makedonski 12, . Aleksandar . 17408/3 26.06.2020
hydrochloride) coated (7/1x7/) in blister . Macedonia . Macedonia
1000 Skopje Makedonski 12,
1000 Skopje
Santen Oy, Niittyhaankatu
20, 33720 Tampere-batch Santen O
15mcg/ml; (30/3x10/) | releaser, NextPharma Oy, N"?tn ;n lz,’t
n
49 Taflotan tafluprost drops eye single-dose containers | Niittyhaankatu 20, 33720 Finland nzoy 3?7203 " Finland 18952/1 26.06.2020
0,3ml Tampere, Finland- bulk ’
Tampere
manufacturer, packager,
quality control
F. Hoffmann-La Roche
Ltd., Wurmisweg CH-4303
Kaiseraugust- packager, F. Hoffmann La
batch rel ) Roche Ltd.,
levodopa, benserazide 200mg+50mg; (100) in atch reeaser oche Lt )
50 Madopar . ) tablets DELPHARM MILANO Italy Grenzacherstrasse Switzerland 18613/1 26.06.2020
(benserazide hydrochloride) glass bottle
S.R.L.,VIA CARNEVALE, 124 Basel, CH-
1-20090 (MI), Italy-bulk 4070

manufacturer, quality

control




not less than

Pfizer Consumer

Pfizer Innovations

LLC,
bifidobacterium 1 , I tro- | 1x10°7CFU+1x1077 |Manuf: ing Italy S.R.L,, .
51 Bifiform HHAODACTETIIM TONGUM, | CAPSHIeEs gastro | 7x FXAT | Manutacturing Haly Ttaly Presnenskaya Russia OTC 17374/3 26.06.2020
enterococcus faecium resistant CFU; (30) and (40) in Via Nettunense, 90, nab., building 10
1 . . A -1. 4 11 ) b
aluminium tube prilia, 040 Moscow, 123112
disodium adenosine d 10 50 500
T mg+50mg+500mcg+
triphosphate trihydrate, I P}T,‘; ¢ df 20g (3)g lcg Bionh 1SC, 380060, 3 GPC]JSC, 6,
ophilized for mg; (3) ampoules iopharm , , . . .
52 CocarBevit cocarboxylase, yop . z & P . P L Georgia Sanapiro str., Georgia R 14186/1 26.06.2020
] solution for |2ml and (3) solvent in Gotua str., Thilisi -
cyanocobalamin, . 0108, Tbilisi
L . injection ampoules 2ml
nicotinamide
Denk Pharma
leium (calci bonate) cablet 1000mg+22mcg(880I |Losan Pharma GmbH, Otto; GmbH & Co. KG,
53 CalciD-Denk calciin {ca CluITl carbonate), ablets U); (20) in plastic Hahn-Strasse 13,15, 79395 Germany Prinzregentenstr. Germany R 16831/3 26.06.2020
colecalciferol effervescent ]
container Neuenburg 79, 81675
Muenchen
CJSC
CJSC C h C h
. 500mg; (30/3x10/) in ] anf)np arma anonl? arma
Levetiracetam . tablets film- ) . production, 105, . production, 105, .
54 levetiracetam blister, (60/6x10/) in Russia Russia R 18288/1 26.06.2020
Canon coated blist Zarechnaya str. 141100 Zarechnaya str.
r
e Moskow region, Schelkovo 141100 Moskow
region, Schelkovo
KRKA, d.d., Novo mesto,
Smarjaska cesta 6, 8501
‘ Novo mesto—pack.ager, KRKA. d.d., Novo
. . 75mg; (14/2x7/) in batch releaser, Unichem .
clopidogrel (clopidogrel tablets film- ] . ) o . mesto, Smarjaska .
55 Zyllt blister, (28/4x7/) in |Laboratories Limited, Plots Slovenia Slovenia R 18367/1 26.06.2020

hydrogen sulphate)

coated

blister

15-18, Pilerne Industrial
Estate, Pilerne, Bardez
GoA, India-bulk
manufacturer

cesta 6, 8501 Novo

mesto




