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10.03.2016

Valium

diazepam

solution for

injection

5mg/ml; (10) ampoules 2ml

Cenexi S.A.S Fontenay sous Bois for
F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse 124, 4070 Basel,

Switzerland

France

13875

NO5BAO1

PoM/UC

10.03.2016

Temodal

temozolomide

powder for
solution for
infusion

100mg; glass vial 100ml

Baxter Oncology GmbH,
Kantstrasse 2, 33790
Halle/Westfallen - dosage form
manufacturer, Schering-Plough
Labo N.V, Industriepark 30
B2220,Heist-op-den-Berg -
secondary packager, batch releaser
for Schering-Plough Central East
AG, Weystrasse 20, P.O. Box CH

Germany

12041/2

LO1AX03

PoM

10.03.2016

Implanon

etonogestrel

implant
transdermal

68mg; implant with
applicator

N.V. Organon, Molenstraat 110,

5342 CC Oss for Schering-Plough

Central East AG, Weystrasse 20,
6000 Lucerne 6, Switzerland

the Netherlands

11773/2

GO3ACO08

PoM

10.03.2016

H-B-VAX I

hepatitis B surface antigen
(aluminium-adsorbed,

recombinant)

suspension for

injection

10mcg/ml; glass vial

Merck Sharp & Dohme Corp.,
Sumneytown Pike P.O. Box West
Point, Pennsylvania 19486-0004,
USA - bulk manufacturer, primary
packager, Merck Sharp & Dohme

B.V., Waarderweg 39,2031 BN
Haarlem - labeling, secondary
packager, batch releaser for
Schering-Plough

the Netherlands

12768/1

JO7BCO1

PoM




Merck Sharp & Dohme Corp.,

Sumneytown Pike P.O. Box West

Point, Pennsylvania 19486-0004,
hepatitis B surface antigen suspension for USA - bulk manufacturer, primary
5 10.03.2016 H-B-VAX1I (aluminium-adsorbed) injection 5mcg/0,5ml; (1) glass vial | packager, Merck Sharp & Dohme | the Netherlands 13420/1 JO7BCO1 PoM
(recombinant) B.V., Waarderweg 39,2031 BN
Haarlem - labeling, secondary
packager, batch releaser for
Schering-Plough
Berlin-Chemie A.G.Glienicker Weg
125 D-12489 Berlin - batch releaser
(Berlin-Chemie A.G., Tempelhofer
50mg; (30/3x10/) blisters, | Weg 83 D-12347 Berlin, Germany -
6 10.03.2016 Corvitol 50 metoprolol (metoprolol tablets (50/5x10/) blisters, bulk manufacturer), (Aesica Germany 13649 C07ABO02 PoM
tartrate) (100/10x10/) blisters Pharmaceuticals GmbH,
Mittelstrasse 15, 40789 Monheim,
Germany - packager) for Berlin-
Chemie
50mg; (30/3x10/) blisters,
(50/5x10/) blisters,
7 10.03.2016 Corvitol metoprolol (metoprolol cablets (100/10x10/) b‘listers, Berlin-Chemie AG (Menarini Germany 10718 CO7ABO2 PoM
tartrate) (30/3x10/) blisters, Group)
(50/5x10/) blisters,
(100/10x10/) blisters
50mg; (30/3x10/) blisters,
(50/5x10/) bhs‘ters, Menarini-Von Heyden GmbH for
8 10.03.2016 Corvitol metoprolol (metoprolol tablets (100/10x107) b‘hsters, Berlin-Chemie AG (Menarini Germany 10719 C07AB02 PoM
tartrate) (30/3x10/) blisters, Group), Germany
(50/5x10/) blisters,
(100/10x10/) blisters
clindamycin (clindamycin 10mg/g+50mg/g; . ‘
9 21.04.2016 Duac phosphate), benzoyl gel . Stiefel Laboratories Ireland Ltd Ireland 11240 D10AF51 PoM
peroxide aluminium tube 15g




salbutamol (salbutamol

aerosol for

100mcg/dose; aluminium

GlaxoSmithKline Pharmaceuticals

10 21.04.2016 Salbutamol aerosol . . container with dispenser Poland 10489 RO3AC02 PoM
sulfate) inhalation S.A.
200 doses
Catalent France Beinheim SA for
11 21.04.2016 Avodart dutasteride capsules soft | 0,5mg; (30/3x10/) blisters Laboratoire GlaxoSmithKline, France 10640 G04CB02 PoM
France
o Egis Pharmaceuticals PLC, 9900,
5mg/ml; aluminium ]
: Kormend, Matyas kiraly st. 65 for
. . container 10ml (400 dose), . .
12 22.04.2016 Bioparox fusafungine aerosol Les Laboratoires Servier, 50, rue Hungary 13197/1 R02AB03 PoM
dosator and (2) adaptors
. Carnot, 92284 Suresnes cedex,
(yellow and white)
France
salmeterol (salmeterol aerosol for 25mcg/dose+250mcg/dose; | Glaxo Wellcome Production for
13 22.04.2016 Seretide Evohaler | xinafoate), fluticasone nhalation aluminium container 120 | GlaxoSmithKline Pharmaceuticals France 10553 RO3AKO06 PoM
(fluticasone propionate) dose with pump dispenser S.A., Poland
d i , blets film- 3 0,02mg; (21/1x21 .
14 27.04.2016 Daylla rOSPITEROne tablets film- |~ 3mg+0,02mg; (21/1x21/) Gedeon Richter OJSC Hungary 11429 GO3AA12 PoM
ethinylestradiol coated blister, (63/3x21/) blisters
Novartis Pharmaceuticals UK Ltd,
L L Wimblehurst Road, Horsham, West
o terbinafine (terbinafine . )
15 12.05.2016 Lamisil . tablets 250mg; (14) blister Sussex, RH12 5AB for Novartis UK 11777/1 D01BAO2 PoM
hydrochloride) .
Pharma AG, Lichtstrasse 35, 4056
Basel, Switzerland
—phenvl- -
) beta. pheny g.amrrlla ) Aversi-Rational Ltd, Chirnakhuli )
16 12.05.2016 Neostim amino-butyric acid tablets 250mg; (20/2x10/) blisters . Georgia 14590/1 NO06B PoM
. str. 14, 0198 Thilisi
hydrochloride
~ |>4-68-tetramethyl-2.4.6.8) _ Aversi-Rational Ltd, Chirnakhuli ,
17 12.05.2016 Adaptol-Aversi |tetraazabicyclo(3.3.0)octan tablets 500mg; (20/2x10/) blisters Georgia 14488 NO5B PoM

edione-3.7

str. 14, 0198 Tbilisi




2.4.6.8-tetramethyl-2.4.6.8-

Aversi-Rational Ltd, Chirnakhuli

18 12.05.2016 Adaptol-Aversi tetraazablc‘yclo(?).3.0)octan tablets 300mg; (20/2x10/) blisters str. 14, 0198 Thilisi Georgia 14487 NO5B PoM
edione-3.7
tine ( " Delorbis Pharmaceuticals Ltd., 17
paroxetine (paroxetine . )
lets film- Ath ,E I 1
19 23.06.2016 Pyrantin hydrochloride tablets film=\ - ) o (30/3x10/) blisters | *>thinon Street, Ergates Industria Cyprus 13492/1 NO6ABO5 PoM
. coated Area, 2643 Ergates, P.O. Box 28629,
hemihydrate) i
2081 Lefkosia
I; gl lasti M Ph , M
iron (IIT) hydroxide with 50mg/5ml; glass or p ast‘lc edana Pharma ISC‘ edana
20 24.08.2016 Ferropol syrup bottle 150ml and measuring| Pharma JSC 98-200 Sieradz, W. Poland 11710 B0O3ABO05 PoM
polymaltose : )
syringe 12,5ml Lokietka 10
Pharmaceutical Works Polpharma
21 24.08.2016 Trichopol metronidazole tablets vaginal | 500mg; (10/1x10/) blister S.A., str. Pelplinskal9, 83-200 Poland 13625 GO1AF01 PoM
Starogard Gdanski
Medana Pharma JSC, 98-200
Sieradz, ul. Polskiej O izacji
. _ 20mg/ml; glass vial 100g u'era z u olskie) rganizacyt
22 24.08.2016 Ibuprofen Medana ibuprofen suspension oral ) Wojskowej 57 for Medana Pharma Poland 13090 MO1AEO1 OTC
and measuring spoon ] .
JSC, 98-200 Sieradz, ul. W. Lokietka
10, Poland
. . Pharmaceutical Works Polpharma
. ) solution for i/v ] )
23 24.08.2016 Trichopol metronidazole o fusi 5mg/ml; plastic pack 100ml S.A., str. Pelplinskal9, 83-200 Poland 14021 P01ABO1 PoM
infusion
Starogard Gdanski
Haupt Pharma Latina S.r.I1., S.S 156,
i ) KM 47, 600 Borgo San Michele,
sertraline (sertraline . ] ]
24 02.09.2016 Zoloft 100mg hydrochloride) tablets coated | 100mg; (28/2x14/) blisters | 04100 Latina for Pfizer Inc., 235 Italy 11628 NO6AB06 PoM
i
Y East 42nd Street, New York 100017,
USA
Akrikhin Pharmaceuticals Co.,
betamethasone 0,5mg/g; aluminium tube | 142450, M ion, Noginsk
mg/g; aluminium region in
25 11.11.2016 Akriderm (betamethasone cream ’ & a. u' um tube T oscow reglon, Og s Russia 12103/1 D07ACO01 OTC
] . 15g, aluminium tube 30g district, Staraya Kupavna, Kirova
dipropionate)

street 29




25mg/g; 30g aluminium

JSC '"AKRIKHIN', 142450, Moscow

26 11.11.2016 Bystrumgel ketoprofen gel tube, 50g aluminium tube, | region, Noginsk district, Staraya Russia 12715/1 MO02AA10 PoM
100g aluminium tube Kupavna, Kirova street 29
h
(ll))eiameihasone Akrikhin Pharmaceuticals Co.,
etamethasone
0,4 1 10 ; 142450, M ion, Noginsk
27 11.11.2016 Akriderm GK | dipropionate), gentamicin cream mg/gf mg/g+10mg/g o oscow Tegion Ogms Russia 11758 D07XC01 OTC
o aluminium tube 15g district, Staraya Kupavna, Kirova
(gentamicin sulfate),
. street 29
clotrimazole
(l;ettamett}}llasone 0,64mg/g+Img/g; 12&;;1(?;1[ Pharmace.uticale Cp.,k
28 11.11.2016 Akriderm Genta | _ 'e amethasone o cream aluminium tube 15g, T OScoW reglon, O‘f”’ms Russia 11756 D07CC01 OTC
dipropionate), gentamicin o district, Staraya Kupavna, Kirova
o aluminium tube 30g
(gentamicin sulfate) street 29
Akrikhin Ph ticals Co.,
betamethasone 0,64mg/g+30mg/g; 142;0 ;\I/l[ armace'u 1caNs _0 K
) n, n )
29 11.11.2016 Akriderm SK (betamethasone ointment aluminium tube 15g, . OSCOW TE610 Ogl ° Russia 11757 D07XC01 OTC
. . T .. district, Staraya Kupavna, Kirova
dipropionate), salicylic acid aluminium tube 30g
street 29
Janssen Cilag S.p.A., Via C. Janssen,
04010 Borgo San Michele, Latina,
blets film- 375mg; (42) plasti S5AE1L;
30 11.11.2016 Tncivo telaprevir rablets m mg; (42) plastic | 14110 for Johnson & Johnson LLC, Ttaly 13185/1 Jo PoM
coated container unp gnignid
121614, Moscow, Krylatskaya str.,
17/2, Russia
Akrikhin Pharmaceuticals Co.,
) 142450, Moscow region, Noginsk )
31 11.11.2016 Mycosoral ketoconazole shampoo 20mg/g; 60g plastic bottle .. ) Russia 14997 DO01ACO08 OTC
district, Staraya Kupavna, Kirova
street 29
Akrikhin Pharmaceuticals Co.,
142450, M ion, Noginsk )
32 11.11.2016 Mercasolil thiamazole tablets 5mg; (50/5x10/) in blister OSCOW Teglomn, TNOgins Russia 14994 HO03BB02 PoM

district, Staraya Kupavna, Kirova
street 29




33

11.11.2016

Prednisolon

prednisolone

tablets

5mg; (100/10x10/) in blister

Akrikhin Pharmaceuticals Co.,
142450, Moscow region, Noginsk
district, Staraya Kupavna, Kirova

street 29

Russia

14995

HO02AB06

PoM

34

11.11.2016

Dexamethasone

dexamethasone

tablets

0,5mg; (50/5x10/) in blister

Akrikhin Pharmaceuticals Co.,
142450, Moscow region, Noginsk
district, Staraya Kupavna, Kirova

street 29

Russia

15422

HO02AB02

PoM

35

11.11.2016

Clindacin

clindamycin (clindamycin

phosphate)

cream vaginal

20mg/ml; 20g aluminium
tube and (3) applicator

Akrikhin Pharmaceuticals Co.,
142450, Moscow region, Noginsk
district, Staraya Kupavna, Kirova

street 29

Russia

15231

GO01AA10

PoM

36

11.11.2016

Cardura XL

doxazosin (doxazosin

mesilate)

tablets
modified-
release

4mg; (28/2x14/,) in blister

R-Pharm Germany GmbH,
Heinrich-Mack-Str. 35, 89257,
Illertissen, Bayern for Pfizer
Limited, Ramsgate Road, Sandwich,

Kent CT13 9NJ, UK

Germany

15330

C02CA04

PoM

37

21.11.2016

Noxafil

posaconazole

suspension oral

40mg/ml; glass container
123ml and measuring spoon

Patheon Inc., 111 Consumer Drive,
Whitby, Ontario-primary packager,
Schering Plough, 2, rue Louis
Pasteur 14200 Herouville Saint
Clair, France-secondary packager
for Schering-Plough Central East
AG, Weystrasse 20, P.O. Box CH-
6000 Lucerne 6, Switzerland

Canada

1171472

J02ACO04

PoM




200mg; (336(84x/4x1/))

Schering-Plough Labo N.V,
Industriepark 30 B2220, Heist-op-
den-Berg - packager, batch releaser
(dosage form manufacturer - MSD

International GmbH (Singapore

38 21.11.2016 Victrelis boceprevir capsules ] . Belgium 11948/3 JOSAE12 PoM
blisters Branch), 70 Tuas West Drive,
638413 Singapore) for Schering-
Plough Central East AG, Weystrasse
20, P.O. Box CH-6000 Lucerne 6,
Switzerland
Adwia Pharmaceuticals,10th of
100mg; (4/1x4/), (12/3x4/), ) _
39 23.11.2016 F ildenafil (sildenafil citrate)|  tablet (40/10x4/), (100/25x4y), | amadan City, Industrial Area A-2 Egypt GO4BE03 PoM
o ree sticenalil (srdenattl citrate abets (400/)1(00 ’ 4).i tX ’ for Adwia, 1st Industrial Area, El &YP ©
) 10 SEHP Obour City, Cairo, Egypt
Schering-Plough Labo N.V.,
Industriepark 30 B-2220, Heist-op-
den-Berg-secondary packager, batch
120 0,5ml; d d .
powder and mcg/0,5m PO'W AN releaser (MSD International GmbH
0.7ml solvent in two .
) solvent for (Singapore Branch), 60 Tuas West )
40 24.11.2016 PegIntron peginterferon alfa-2b . chamber pre-filled . , . Belgium 14828 LO3AB10 PoM
solution for Drive, Singapore, 638413, Singapore-
L. pen(CLEARCLICK), needle .
injection bulk manufacturer, primary
and (2) alcohol swabs .
packager) for Schering-Plough
Central East AG, Weystrasse 20,
6000 Lucerne 6, Switzerland
Schering-Plough Labo N.V.,
Industriepark 30 B-2220, Heist-op-
den-Berg-secondary packager, batch
,5ml; .
powder and 80mcg/0.5m poxhzvder and releaser (MSD International GmbH
0.7ml solvent in two .
) solvent for (Singapore Branch), 60 Tuas West )
41 24.11.2016 PegIntron peginterferon alfa-2b chamber pre-filled Belgium 14826 LO3AB10 PoM

solution for

injection

pen(CLEARCLICK), needle
and (2) alcohol swabs

Drive, Singapore, 638413, Singapore-

bulk manufacturer, primary
packager) for Schering-Plough
Central East AG, Weystrasse 20,
6000 Lucerne 6, Switzerland




powder and
solvent for

50mcg/0,5ml; powder and
0.7ml solvent in two

Schering-Plough Labo N.V.,
Industriepark 30 B-2220, Heist-op-
den-Berg-secondary packager, batch
releaser (MSD International GmbH
(Singapore Branch), 60 Tuas West

42 24.11.2016 Peglnt interfi Ifa-2b hamb -filled Belgi 14825 LO3AB10 PoM
egintron peginterterot atia solution for chambet pre-iitie Drive, Singapore, 638413, Singapore- el °
L. pen(CLEARCLICK), needle .
injection bulk manufacturer, primary
and (2) alcohol swabs .
packager) for Schering-Plough
Central East AG, Weystrasse 20,
6000 Lucerne 6, Switzerland
Schering-Plough Labo N.V.,
Industriepark 30 B-2220, Heist-op-
den-Berg-secondary packager, batch
100 0,5ml; d d .
powder and mcg/0,5m po.w A releaser (MSD International GmbH
Ivent f 0.7ml solvent in two (Sin Branch), 60 Tuas West
solvent for ingapore Branch), uas Wes
43 24.11.2016 Peglntron peginterferon alfa-2b i chamber pre-filled ) & p ) Belgium 14827 LO3AB10 PoM
solution for Drive, Singapore, 638413, Singapore-
. pen(CLEARCLICK), needle .
injection bulk manufacturer, primary
and (2) alcohol swabs .
packager) for Schering-Plough
Central East AG, Weystrasse 20,
6000 Lucerne 6, Switzerland
Schering-Plough Labo N.V.,
Industriepark 30 B-2220, Heist-op-
den-Berg- d kager, batch
150mcg/0,5ml; powder and erirBerg-secondaty pac. aget, bate
powder and . releaser (MSD International GmbH
Ivent f 0.7ml solvent in two (Si B h), 60 Tuas West
44 24.11.2016 Peglntron peginterferon alfa-2b Solvent 1ot chamber pre-filled rngapore Branch), Has wes Belgium 14829 LO3AB10 PoM

solution for
injection

pen(CLEARCLICK), needle
and (2) alcohol swabs

Drive, Singapore, 638413, Singapore-

bulk manufacturer, primary
packager) for Schering-Plough
Central East AG, Weystrasse 20,
6000 Lucerne 6, Switzerland




tablets film-

500mg; (120/12x10/) in

F. Hoffmann-La Roche Ltd.,
Grenzacherstrasse, 124, CH-4070,
Basel -batch releaser, F. Hoffmann-
La Roche Ltd., Wurmisweg, CH-
4303, Kaiseraugst, Switzerland-
packager, Productos Roche S.A. de

45 26.12.2016 Xeloda capecitabine ] o Switzerland 14996 LO1BCO06 PoM
coated blister C.V., Via Isidro Fabela Nte. 1536-B,
CP 50030 Col. Parque Industrial
Toluca, Edo de Mexico, Mexico-
bulk manufacturer for F. Hoffmann-
La Roche Ltd., Grenzacherstrasse,
124, CH-4070, Basel Switzerland
Pfizer Pharmaceuticals LLC, 1.9 km
powder for ] .
. . Road 689, Vega Baja, Puerto Rico
azithromycin prolonged- o .
46 26.12.2016 Zetamax Retard . o 2000mg; (1) plastic vial 00693 for Pfizer H.C.P. USA 13664 JO1FA10 PoM
(azithromycin dihydrate) | release oral :
. Corporation, 235, East 42nd Street
suspension
New York 10017, USA
Takeda GmbH, Production Site
cablets fil 0,5mg; (10/1x10/) blister, Oranienburg, Lehnitz str. 70-98,
47 26.12.2016 Daxas roflumilast e St 1dm (30/3x10/) blisters, 16515 Oranienburg for Takeda Germany 11828/1 R0O3DX07 PoM
coate (90/9x10/) blisters | GmbH, Byk-Gulden str. 2,D-78467,
Konstanz, Germany
Pfizer Ilaclary Sti, Muallim Naci
powder for 1000mg+1000mg; (1) glass | Cad. No55 Ortakoy 34347, Istanbul
48 26.12.2016 Sulperazone cefoperazone, sulbactam | solution for & &8 ' Y ’ Turkey 12144 JO1CR PoM

injection

vial 2000mg

for Pfizer Italia S.r.l., Via Isonzo,71-
04100 Latina, Italy




