
LIST

of the medicines recommended for the registration by the Center according to the meeting decision  N 04-1/24  on April 05, 2024

N Trade name
Common name of the active 

substance 
Pharmaceutical 

form
Strength and packaging, 

presentation
All manufacturing sites involved in the 

medicinal product manufacturing process 
(name, location)

Country
Registration certificate holder 

(name, location) Country
Legal status 
for supply

Conclusion number 
and date

1 CinnaTropin
somatropin (recombinant 
Human growth hormone)

solution for s/c 
injection

10mg/1,5ml; pre-filled pen 
1,5ml

CinnaGen Co., Plat No. 87-88, Corner of 
3rd Sq., Simindasht Non-Governmental 
Industrial Area, Fardis Township, Karaj 

Alborz Province
Iran

CinnaGen Co., Plat No. 87-88, 
Corner of 3rd Sq., Simindasht 
Non-Governmental Industrial 
Area, Fardis Township, Karaj 

Alborz Province

Iran PoM
22048

05.04.2024



LIST

of the medicines recommended for registration under the EAEU procedure by the Center according to the meeting decision  N 04-1/24  on April 05, 

2024

N Trade name
Common name of the active 

substance 
Pharmaceutical 

form
Strength and packaging, 

presentation
All manufacturing sites involved in the 

medicinal product manufacturing process 
(name, location)

Country
Registration certificate holder 

(name, location) Country

Legal 
status 
for 

supply

Conclusion number 
and date

Yaz plus

pink tablet- drospirenone, 
ethinyl estradiol, levomefolate 
(levomefolate calcium); light 
orange tablet- levomefolate 

(levomefolate calcium)

tablets film-
coated kit

pink tab-
let-3mg+0,02mg+0,451mg; 
light orange tablet-0,451mg; 

(28/24 pink tablet+4 light 
orange tablet/), in blister, 

3x(28/24 pink tablet+4 light 
orange tablet/), in blister

Bayer Weimar GmbH & Co. KG, Do-
bereinerstrasse 20, 99427 Weimar Germany

Bayer AG, Kaiser-Wil-
helm-Allee 1, 51373 

Leverkusen 
Germany PoM

22041
(005152)

05.04.2024

2 Telmista H
hydrochlorothiazide, 

telmisartan tablets
12,5mg+40mg; (30/3x10) in 

blister
KRKA d.d., Novo mesto, Smarjeska cesta 

6, 8501 Novo Mesto Slovenia
KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 Novo 
Mesto

Slovenia PoM
22042

(000335)
05.04.2024

3 Telmista H
hydrochlorothiazide, 

telmisartan tablets
12,5mg+80mg; (30/3x10) in 

blister
KRKA d.d., Novo mesto, Smarjeska cesta 

6, 8501 Novo Mesto Slovenia
KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 Novo 
Mesto

Slovenia PoM
22043

(000335)
05.04.2024

4 Telmista H
hydrochlorothiazide, 

telmisartan tablets
25mg+80mg; (30/3x10) in 

blister
KRKA d.d., Novo mesto, Smarjeska cesta 

6, 8501 Novo Mesto Slovenia
KRKA d.d., Novo mesto, 

Smarjeska cesta 6, 8501 Novo 
Mesto

Slovenia PoM
22044

(000335)
05.04.2024

5 Kaporiza rizatriptane (rizatriptane 
benzoate)

orodispersible 
tablets

10mg; (2/1x2/) in blister, 
(6/1x6/) in blister

Emcure Pharmaceuticals Ltd., Plot 
No. P-1 & P-2, I.T.B.T., Park Phase-II, 

M.I.D.C., Hinjwadi, Pune-411057 
India

«Sotex»PharmFirm» CJSC, 
Bld. 11, village Belikovo, 
Sergiev Posad, Moscow 

Region, 141345

Russia PoM
22045

(007433)
05.04.2024

6 Halidor
bencyclane (bencyclane 

fumarate) tablets 100mg; (50) in glass container
Egis Pharmaceuticals PLC, 9900, Kor-

mend, Matyas kiraly st. 65 Hungary
Egis Pharmaceuticals PLC, 
1106 Budapest, Kereszturi 

st. 30-38 
Hungary PoM

22046
(000347)

05.04.2024



7 Sitadiab
sitagliptin (sitagliptin 

hydrocloride monohydrate)
tablets film-

coated 100mg; (28/2x14/) in blister
Gedeon Richter Romania S.A., Guza 

Voda str. 99-105, Targu-Mures, 540306 Romania
Gedeon Richter PLC, Gyom-
roi ut 19-21, 1103 Budapest Hungary PoM

22047
(000597)

05.04.2024

8 Sitadiab
sitagliptin (sitagliptin 

hydrocloride monohydrate)
tablets film-

coated 100mg; (28/2x14/) in blister

Gedeon Richter-RUS JSC, Lesnaya st. 40, 
Shuvoye, Moscow region, Yegoriyevsky 

district, 140342- bulk manufacturer, 
quality control, batch releaser, Gedeon 

Richter-RUS JSC, Lesnaya st. 43/5, 
Shuvoye, Moscow region, Yegoriyevsky 

district, 140342, Russia- packager 

Russia
Gedeon Richter PLC, Gyom-
roi ut 19-21, 1103 Budapest Hungary PoM

22049
(000597)

05.04.2024

9 Sitadiab
sitagliptin (sitagliptin 

hydrocloride monohydrate)
tablets film-

coated 100mg; (28/2x14/) in blister

Gedeon Richter-RUS JSC, Lesnaya st. 40, 
Shuvoye, Moscow region, Yegoriyevsky 
district, 140342- quality control, batch 

releaser, Gedeon Richter Romania S.A., 
Guza Voda str. 99-105, Targu-Mures, 
540306, Romania- bulk manufacturer, 
Gedeon Richter-RUS JSC, Lesnaya st. 

43/5, Shuvoye, Moscow region, Yegori-
yevsky district, 140342, Russia- packager 

Russia
Gedeon Richter PLC, Gyom-
roi ut 19-21, 1103 Budapest Hungary PoM

22050
(000597)

05.04.2024

10 Salbutamol salbutamol (salbutamol sulfate) tablets 2mg; (30/2x15/) in blister
Pharmaceutical Works Polpharma S.A. 

Production Department in Nowa Deba, 2 
Metalowca St, 39-460 Nowa Deba 

Poland
Pharmaceutical Works 

Polpharma S.A., 19 Pelp-
linska Str., 83-200 Starogard 

Gdanski

Poland PoM
22039

(006948/006949)
05.04.2024

11 Salbutamol salbutamol (salbutamol sulfate) tablets 4mg; (25/1x25/) in blister
Pharmaceutical Works Polpharma S.A. 

Production Department in Nowa Deba, 2 
Metalowca St, 39-460 Nowa Deba 

Poland
Pharmaceutical Works 

Polpharma S.A., 19 Pelp-
linska Str., 83-200 Starogard 

Gdanski

Poland PoM
22040

(006948/006949)
05.04.2024



LIST

of the medicines recommended for the re-registration by the Center according to the meeting decision  N 04-1/24  on April 05, 2024

N Trade name
Common name of the active 

substance 
Pharmaceutical 

form
Strength and packaging, presen-

tation
All manufacturing sites involved in the 

medicinal product manufacturing process 
(name, location)

Country
Registration certificate holder 

(name, location) Country

Legal 
status 
for 

supply

Conclusion number 
and date

1 Thiotriazolin tiazotic acid morpholinate solution for 
injection

25mg/ml; (10/1x10/) ampoules 
2ml in blister

Halychpharm JSC, 79024, city of Lviv, st. 
Opryshkovskaya, 6/8

Ukraine Halychpharm JSC, 79024, city 
of Lviv, st. Opryshkovskaya, 6/8

Ukraine PoM 22051
05.04.2024

2 Thiotriazolin tiazotic acid morpholinate solution for 
injection

25mg/ml; (10/1x10/) ampoules 
4ml in blister

Halychpharm JSC, 79024, city of Lviv, st. 
Opryshkovskaya, 6/8

Ukraine Halychpharm JSC, 79024, city 
of Lviv, st. Opryshkovskaya, 6/8

Ukraine PoM 22052
05.04.2024

3 Povidone iodine povidone iodine
solution for 
external use

100mg/ml; 20ml plastic bottle, 
30ml plastic bottle, 60ml plastic 

bottle, 1000ml plastic bottle

Alfa-Pharm CJSC, Khrimyan Hayrik 62, 
Gyumri 

Republic 
of Arme-

nia

Alfa-Pharm CJSC, Shirak 1/68, 
Yerevan Republic of Armenia OTC

22053
05.04.2024

4 Sevo-Anesteran sevoflurane
liquid for inha-

lation 100%; 250ml glass bottle

Rompharm Company SRL, Str. Drumul 
Garii Otopeni No52, Otopeni city, Ilfov 
county, 075100, building Rompharm 

3- batch releaser, Rompharm Company 
SRL, Eroilor Str., No1A, Otopeni city, 

Ilfov county, 075100, building Rompharm 
1, Romania- bulk manufacturer, primary 
packager, quality control (microbiologi-
cal), Rompharm Company SRL, Eroilor 
Str., No 1A, Otopeni city, Ilfov county, 

075100, building Rompharm 2, Romania- 
secondary packager, quality control 

(physicochemical) 

Romania
Rompharm Company SRL, 
Eroilor Str., No 1A, Otopeni 
city, Ilfov county, 075100 

Romania PoM
22054

05.04.2024

5 Camphor oil camphor
solution for 
external use 100mg/ml; glass bottle 30ml

ESCO-PHARM LLC, Nor-Norq V block, 
Mikoyan 13, Yerevan 0079

Republic 
of Arme-

nia

ESCO-PHARM LLC, Nor-
Norq V block, Mikoyan 13, 

Yerevan 0079
Republic of Armenia OTC

22055
05.04.2024



6 Zoloft
sertraline (sertraline hydro-

chloride)
tablets film-coat-

ed 50mg; (28/2x14/) in blister
Pfizer Manufacturing Deutschland 

GmbH, Mooswaldallee 1, 79090 Frieburg 
Im Breisgau 

Germa-
ny

VIATRIS SPECIALTY LLC, 
3711 Collins Ferry Road, Mor-

gantown, WV 26505
USA PoM

22056
05.04.2024

7 Phlogenzym bromelain, trypsin, rutin tablets gastro-re-
sistant

450FIP-U+1440FIP-U(24mck-
at)+100mg; (40/2x20/) in blister, 

(100/5x20/) in blister, (200/10x20/) 
in blister, (800) in plastic container

Mucos Emulsions GmbH, Miraustrasse 
17, D-13509 Berlin 

Germa-
ny

Mucos Pharma GmbH & Co. 
KG, Miraustrasse 17, D-13509 

Berlin 
Germany OTC 22057

05.04.2024



LIST

of  variations requiring reformulation of registration certificate  approved by the Center according to the  meeting decision N 04-1/24  on April 05, 2024

N Trade name Common name of the active 
substance 

Pharmaceutical 
form

Strength and packaging, 
presentation

All manufacturing sites involved in 
the medicinal product manufacturing 

process (name, location)
Country Registration certificate holder 

(name, location)
Country

Legal 
status 
for 

supply

Conclusion number 
and date

1 Vessel Due F sulodexide capsules soft 250LSU; (50/2x25/) in blister

Alfasigma S.p.A., Via Enrico Fermi, 
1-65020, Alanno (Pescara)- packager, 

quality control, batch releaser, Catalent 
Italy S.p.A., Via Nettunense Km. 20, 
100 - 04011 Aprilia (LT), Italy- bulk 

manufacturer 

Italy
Alfasigma S.p.A., Via Ragazzi del’ 

99, 5-40133 Bologna (BO) Italy PoM
19351/4/1
05.04.2024

2 Losartan losartan (losartan potassium) tablets film-
coated

50mg; (10/1x10/), (20/2x10/) 
and (30/3x10/) in blister

Belmedpreparaty RUE, 220006, Minsk, 
Mayakovskogo St., 1- quality control, 
batch releaser, Belmedpreparaty RUE, 
220006, Minsk, Mayakovskogo st. 1/5 

No6, Republic of Belarus- bulk manufac-
turer, packager 

Republic of 
Belarus

Belmedpreparaty RUE, 220007, 
Minsk, Fabritsius St., 30

Republic of 
Belarus

PoM 18742/1/1
05.04.2024



3 Meloxicam meloxicam tablets 7,5mg; (20/2x10/) in blister
Open joint stock company «Borisovskiy 

zavod medicinskikh preparatov», 24, 
Stroiteley str., Borisov, Minsk region 

Republic of 
Belarus

Open joint stock company 
«Borisovskiy zavod medicinskikh 

preparatov» 64, Chapaev str., 
Borisov, Minsk region

Republic of 
Belarus

PoM 19330/1/1
05.04.2024

4 Meloxicam meloxicam tablets 15mg; (20/2x10/) in blister
Open joint stock company «Borisovskiy 

zavod medicinskikh preparatov», 24, 
Stroiteley str., Borisov, Minsk region 

Republic of 
Belarus

Open joint stock company 
«Borisovskiy zavod medicinskikh 

preparatov» 64, Chapaev str., 
Borisov, Minsk region

Republic of 
Belarus

PoM 19331/1/1
05.04.2024

5 Sulfacyl-sodium
sulfacetamide (sulfacetamide 

sodium) drops eye
300mg/ml; vial 5ml and 

dropper

Belmedpreparaty RUE, 220006, Minsk, 
Mayakovskogo st., 1- quality control, 
batch releaser, Belmedpreparaty RUE, 
220006, Minsk, Mayakovskogo st., 1/1, 
N5, Republic of Belarus -bulk manufac-

turer, packager 

Republic of 
Belarus

Belmedpreparaty RUE, 220007, 
Minsk, Fabritsius St., 30 

Republic of 
Belarus OTC

18697/1/1
05.04.2024

6 No-spa drotaverine (drotaverine 
hydrochloride)

tablets 40mg; (24/1x24/) in blister, 
(100) in plastic container

Opella Healthcare Hungary Ltd., 2112 
Veresegyhaz, Levai u. 5- bulk manufac-
turer, packager, quality control (physi-
cochemical), batch releaser, CHINOIN 

Private Co. Ltd.- Ujpest site, To utca 1-5., 
Budapest, 1045, Hungary- quality control 

(microbiological) 

Hungary
Opella Healthcare Commercial 

Ltd., 1138 Budapest, st.Vachi 133, 
b.E, floor 3

Hungary OTC 20762/1/1
05.04.2024



7 No-spa forte
drotaverine (drotaverine 

hydrochloride) tablets 80mg; (24/1x24/) in blister

Opella Healthcare Hungary Ltd., 2112 
Veresegyhaz, Levai u. 5- bulk manufac-
turer, packager, quality control (physi-
cochemical), batch releaser, CHINOIN 

Private Co. Ltd.- Ujpest site, To utca 1-5., 
Budapest, 1045, Hungary- quality control 

(microbiological) 

Hungary
Opella Healthcare Commercial 

Ltd., 1138 Budapest, st.Vachi 133, 
b.E, floor 3 

Hungary OTC
19171/1/1
05.04.2024

8 Paracetamol paracetamol tablets 500mg; (10) in strip, 
(20/2x10/) in blister

Open joint stock company «Borisovskiy 
zavod medicinskikh preparatov», 24, 
Stroiteley str., Borisov, Minsk region 

Republic of 
Belarus

Open joint stock company 
«Borisovskiy zavod medicinskikh 

preparatov» 64, ul. Chapaeva, 
Borisov 222518, Minsk region

Republic of 
Belarus

OTC 20459/1/1
05.04.2024

9 Lyrica pregabalin capsules hard
75mg; (14/1x14/) in blister, 

(56/4x14/) in blister
Pfizer Manufacturing Deutschland 

GmbH, Mooswaldallee 1, 79090 Frie-
burg Im Breisgau 

Germany
VIATRIS SPECIALTY LLC, 3711 
Collins Ferry Road, Morgantown, 

WV 26505
USA PoM

19207/4/1
05.04.2024

10 Lyrica pregabalin capsules hard 150mg; (14/1x14/) in blister, 
(56/4x14/) in blister

Pfizer Manufacturing Deutschland 
GmbH, Mooswaldallee 1, 79090 Frie-

burg Im Breisgau 
Germany

VIATRIS SPECIALTY LLC, 3711 
Collins Ferry Road, Morgantown, 

WV 26505 
USA PoM 19208/4/1

05.04.2024

11 Lyrica pregabalin capsules hard 300mg; (14/1x14/) in blister, 
(56/4x14/) in blister

Pfizer Manufacturing Deutschland 
GmbH, Mooswaldallee 1, 79090 Frie-

burg Im Breisgau 
Germany

VIATRIS SPECIALTY LLC, 3711 
Collins Ferry Road, Morgantown, 

WV 26505 
USA PoM 19209/3/1

05.04.2024



12 Artrozan-
Pharmstandard

meloxicam tablets 15mg; (20/1x20/) in blister Pharmstandard-Leksredstva JSC, Kursk, 
Agregatnaya 2nd str., 1a/18

Russia
Pharmstandard-Leksredstva JSC, 

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

Russia PoM 21857/1/1
05.04.2024

13
Panthenol 

Pharmstandard dexpanthenol
foam for 

external use
50mg/g; aluminium con-

tainer 58g
Pharmstandard-Leksredstva OJSC, 

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

Russia
Pharmstandard-Leksredstva 
OJSC, Kursk region, Kursk, 
Agregatnaya 2nd str., 1a/18

Russia OTC
19070/2/2
05.04.2024

14 Triderm
betamethasone (betametha-
sone dipropionate), clotrima-
zole, gentamicin (gentamicin 

sulfate)

ointment 0,5mg/g+10mg/g+1mg/g; 
aluminium tube 15g

Organon Heist B.V., Industriepark 30, 
Heist-op-den-Berg, 2220 

Belgium Organon Central East GmbH, 
Weystrasse 20, 6006 Luzern

Switzerland PoM 21143/2/1
05.04.2024



LIST

of the variations not requiring reformulation of registration certificate  approved by the Center according to the meeting decision  N 04-1/24  on April 05, 2024

N Trade name
Common name of the 

active substance Pharmaceutical form
Strength and packaging, 

presentation

All manufacturing 
sites involved in the 
medicinal product 

manufacturing process 
(name, location)

Country
Registration 

certificate holder 
(name, location)

Country Legal status for supply
Conclusion number 

and date

1 Vessel Due F sulodexide solution for i/v and i/m 
injection

300LSU/ml; (10/2x5/) 
ampoules 2ml in blister

Alfasigma S.p.A., Via 
Enrico Fermi, 1-65020, 

Alanno (Pescara) 
Italy

Alfasigma S.p.A., 
Via Ragazzi 

del’ 99, 5-40133 
Bologna (BO)

Italy PoM 19352/2
05.04.2024

2 Traumeel

achillea millefolium D3, 
aconitum napellus D3, 
atropa bella-donna D4, 

hepar sulfuris D8, matricaria 
recutita D3, mercurius 

solubilis Hahnemanni D8, 
symphytum officinale D8, 

bellis perennis D2, calendula 
officinalis D2, echinacea 

D2, echinacea purpurea D2, 
hamamelis virginiana D2, 

hypericum perforatum D2, 
arnica montana D2

tablets

15mg+30mg+75mg+30mg
+24mg+30mg+24mg+6mg
+15mg+6mg+6mg+15mg+
3mg+15mg; (50) in plastic 

container

Biologische Heilmittel 
Heel GmbH, Dr.-

Reckeweg-Strasse 2-4, 
76532 Baden-Baden

Germany

Biologische 
Heilmittel Heel 

GmbH, Dr.-
Reckeweg-Strasse 
2-4, 76532 Baden-

Baden

Germany OTC
17946/2

05.04.2024

3 Streptomycin streptomycin (streptomycin 
sulfate)

powder for solution for 
injection

500mg; (40) glass vials
Kievmedpreparat PJSC, 

01032, Kiev, Saksa-
ganskogo street, 139

Ukraine
Kievmedpreparat 
PJSC, 01032, Kiev, 

Saksaganskogo 
street, 139

Ukraine PoM 20139/2
05.04.2024

4 Streptomycin streptomycin (streptomycin 
sulfate)

powder for solution for 
injection

1000mg; (40) glass vials
Kievmedpreparat PJSC, 

01032, Kiev, Saksa-
ganskogo street, 139

Ukraine
Kievmedpreparat 
PJSC, 01032, Kiev, 

Saksaganskogo 
street, 139

Ukraine PoM 20140/2
05.04.2024



5 Camphor oil camphor solution for external use
100mg/ml; glass bottle 

30ml
Esco-Pharm LLC, 

Nor-Norq, Mikoyan 13, 
Yerevan

Republic of 
Armenia

Esco-Pharm LLC, 
Nor-Norq, Mikoy-

an 13, Yerevan
Republic of Armenia OTC

18807/1
05.04.2024

6
Risperidone-

Remedica 2mg risperidone tablets film-coated 2mg (60/6x10/) in blister

REMEDICA LTD, 
AHARNON STREET, 

LIMASSOL IN-
DUSTRIAL ESTAT, 
BUILDING 1-MAIN, 
LIMASSOL, CYPRUS, 

3056 

Cyprus

Remedica Ltd., 
Limassol Industrial 
Estate, Aharnon 
street, P.O. Box 

51706, 3508 
Limassol

Cyprus PoM
19300/1

05.04.2024

7 Rovastat rosuvastatin (rosuvastatin 
calcium)

tablets film-coated 10mg; (28/4x7/) in blister

Adamed Pharma S.A., 
5, Marszalka Jozefa 

Pilsudskiego St., 95-200 
Pabianice- quality 

control, batch releaser, 
Adamed Pharma S.A., 
33, Szkolna St., 95-054 
Ksawerow, Poland- 
bulk manufacturer, 

packager 

Poland

Adamed Pharma 
S.A., 6A, Pien-
kow, Mariana 

Adamkiewicza St., 
05-152 Czosnow

Poland PoM 21307/1
05.04.2024

8 Rovastat rosuvastatin (rosuvastatin 
calcium)

tablets film-coated 20mg; (28/4x7/) in blister

Adamed Pharma S.A., 
5, Marszalka Jozefa 

Pilsudskiego St., 95-200 
Pabianice- quality 

control, batch releaser, 
Adamed Pharma S.A., 
33, Szkolna St., 95-054 
Ksawerow, Poland- 
bulk manufacturer, 

packager 

Poland

Adamed Pharma 
S.A., 6A, Pien-
kow, Mariana 

Adamkiewicza St., 
05-152 Czosnow 

Poland PoM 21308/1
05.04.2024

9 Fervex
paracetamol, ascorbic acid, 
pheniramine (pheniramine 

maleate)

powder for oral solution 
with raspberry flavour 

and sugar
500mg+200mg+25mg; (8) 

sachets 12,75g

UPSA SAS, 979, Ave-
nue des Pyrenees, 47520 

Le Passage 
France

UPSA SAS, 
3, rue Joseph 

Monier-92500 
Rueil-Malmaison 

France OTC 21327/2
05.04.2024



10 Paracetamol paracetamol tablets 500mg; (20/2x10/) in blister

Open joint stock com-
pany «Borisovskiy zavod 
medicinskikh prepara-
tov» 64A, Chapaeva str., 
Borisov 222518, Minsk 

region 

Republic of Belarus

Open joint 
stock company 

«Borisovskiy zavod 
medicinskikh 

preparatov» 64, 
Chapaeva str., 

Borisov 222518, 
Minsk region 

Republic of Belarus OTC 21868/1
05.04.2024

11 Betaderm
betamethasone (beta-

methasone dipropionate), 
gentamicin (gentamicin 

sulfate)

ointment for external 
use

0,5mg/g+1mg/g; alumini-
um tube 15g

Pharmaceutical Works 
Jelfa S.A., ul. Wincen-
tego Pola 21, 58-500 

Jelenia Gora 

Poland
Bausch Health 

LLC, Shabolovka 
st. 31, building 5, 
115162, Moscow

Russia PoM 20025/3
05.04.2024

12 Lacto-G

lyophilized viable lactic 
acid bacterias (lactobacillus 

acidophilus, bifidobacterium 
longum, bifidobacterium 
bifidum, bifidobacterium 

infantis)

capsules 10x10^9 CFU/g; (10/1x10/) 
in blister

GM Pharmaceuticals 
Ltd, Rustavi Highway 

52, Tbilisi
Georgia

GM Pharmaceu-
ticals Ltd, Rustavi 

Highway 52, 
Tbilisi

Georgia OTC 18161/3/1
05.04.2024

13
Zinc ointment 

10% zinc oxide
ointment for external 

use
100mg/g; 25g aluminium 

tube
Esco-Pharm LLC, 

Nor-Norq, Mikoyan 13, 
Yerevan

Republic of 
Armenia

Esco-Pharm LLC, 
Nor-Norq, Mikoy-

an 13, Yerevan
Republic of Armenia OTC

18178/1
05.04.2024

14 Nidol Gel nimesulide gel 20mg/g; aluminium tube 
30g

Polipharm Co., Ltd., 
109 Bangna-Trad Road, 

Bang Phli District, 
Samut Prakan 10540 

Thailand
PharmaTech 

CJSC, 0064, Yere-
van, Raffi str. 111 

Republic of Armenia PoM 18392/1
05.04.2024

15 Rizoptan rizatriptane (rizatriptane 
benzoate)

tablets
10mg; (3/1x3/) in blister, 

(6/2x3/) in blister, (9/3x3/) 
in blister

Pharma Start LLC, Bou-
levard Vatslava Havela, 

8, 03124, Kiev 
Ukraine

Acino Ukraine 
LLC, Boulevard 

Vatslava Havela, 8, 
03124, Kiev 

Ukraine PoM 21856/1
05.04.2024

16 Prospan cough 
syrup

hedera helix syrup 7mg/ml; 100ml glass vial 
and measuring cup

Engelhard Arzneimittel 
GmbH& Co. KG, Her-
zbergstrasse 3, 61138 

Niederdorfelden

Germany

Engelhard 
Arzneimittel 

GmbH& Co. KG, 
Herzbergstrasse 3, 
61138 Niederdor-

felden

Germany OTC 19611/2
05.04.2024



17
Propofol 10mg/

ml propofol
emulsion for i/v injec-

tion/infusion
10mg/ml; (5) ampoules 

20ml

PharmaTech CJSC, 
0064, Yerevan, Raffi 

str. 111- batch releaser, 
Kwality Pharmaceu-
ticals Ltd , Kwality 

Pharmaceuticals Lim-
ited, Village Nag Kalan, 
Majitha Road, Majitha, 
Amritsar, India- bulk 

manufacturer, packager, 
quality control 

Republic of 
Armenia

PharmaTech 
CJSC, 0064, Yere-
van, Raffi str. 111 

Republic of Armenia PoM
20911/1

05.04.2024

18
Atracurium 

Besylate 
Injection

atracurium (atracurium 
besylate) solution for injection 10mg/ml; (5) ampoules 5ml

Swiss Parenterals 
Ltd., 808, 809, 810, 

Kerala Industrial Estate, 
G.I.D.C, Near Bavla, 

Dist. Ahmedabad-382 
220, Gujarat

India

Swiss Parenterals 
Ltd., 808, 809, 810, 
Kerala Industrial 
Estate, G.I.D.C, 
Near Bavla, Dist. 
Ahmedabad-382 

220, Gujarat

India PoM
17011/2/1
05.04.2024

19 Povidone 
iodine

povidone iodine solution for external use
100mg/ml; 20ml, 30ml, 

60ml, 500ml and N1000ml 
plastic bottle, 50ml and 

100ml glass or plastic bottle

Alfa-Pharm CJSC, 
Khrimyan Hayrik 62, 

Gyumri 
Republic of 
Armenia

Alfa-Pharm 
CJSC, Shirak 1/68, 

Yerevan 
Republic of Armenia OTC 17312/3/2

05.04.2024



LIST

of the variations under the EAEU procedure not requiring reformulation of registration certificate  approved by the Center according to the meeting 

decision N 04-1/24  on April 05, 2024

N Trade name
Common name of the active 

substance 
Pharmaceutical 

form
Strength and packaging, 

presentation
All manufacturing sites involved in the 

medicinal product manufacturing process 
(name, location)

Country
Registration certificate holder 

(name, location) Country
Legal 

status for 
supply

Conclusion num-
ber and date

1 Detraproct
lidocaine (lidocaine hydrochlo-
ride monohydrate), fluocino-

lone acetonide
cream rectal

21,2mg/g+0,1mg/g; 15g alumin-
ium tube and applicator

Simvis Pharmaceuticals S.A., 14568, Asklipi-
ou 4-6, Kryoneri, Attiki Greece

Servier JSC, 125196, Lesnaya str., 
7, floor 7/8/9, Moscow Russia PoM

000915 
05.04.2024


