Rejection for registration (2017)

International non-proprietary

Dosage strength & output

Date Trade name (generic) names or names of Dosage form ) Manufacturer Country
. form (packaging)
active substances
Hankook K Pharm Co.,
powder lyophilized | 161U (5.3 mg)/ml; (1) glass AMEO0K TOTHS a'l'rm ,O
: . . . Ltd, 11, Geodudanji 1-gil,
06.03.2017 Somatron somatropin for solution for s/c | vial and (1) glass vial with Korea South
o Dongnae-myeon, Chuncheon/
injection solvent ,
si, Gangwon-do
Wockhardt Ltd, Biotech Park,
ion fi H-14/2, MIDC, Waluj, .
06.03.2017 Wosulin N insulin human suspension for s/ |y 115/1: 10mi glass vial / o India
injection Aurangabad-431136,
Maharashtra state
Wockhardt Ltd, Biotech Park,
lution f , i/m, H-14/2, MIDC, Waluj,
06.03.2017 Wosulin R insulin human solution for /¢, VM. | 0 115/m1; 10m] glass vial / - India
i/v injection Aurangabad-431136,
Maharashtra state
Wockhardt Ltd, Biotech Park,
ion f H-14/2, MIDC, Waluj, .
06.03.2017 Wosulin 30/70 insulin human suspension for s/ |y 1151 10mi glass vial / - India
injection Aurangabad-431136,
Maharashtra state
Wockhardt Ltd, Biotech Park,
06.03.2017 Wosalin R cnsulin human solution for s/c, i/m, 100IU/ml; (1) and (5) H-14/2, MIDC, Waluj, India

i/v injection

cartridges 3ml

Aurangabad-431136,
Maharashtra state




suspension for s/c

100IU/ml; (1) and (5)

Wockhardt Ltd, Biotech Park,
H-14/2, MIDC, Waluyj,

06.03.2017 Wosulin N insulin h Indi
oSt Hstin nman injection cartridges 3ml Aurangabad-431136, nea
Maharashtra state
Wockhardt Ltd, Biotech Park,
ion f 1001 L (1 H-14/2, MIDC, Waluj, )
06.03.2017 Wosulin 30/70 insulin human suspension for s/c 00U/ml; (1) and (5) / ¢, Waluj India
injection cartridges 3ml Aurangabad-431136,
Maharashtra state
Wockhardt Ltd, Biotech Park,
06.03.2017 Wosulin R insulin human solu'tlor.1 f.or s./c, i/m, IOOIU/mlﬁ(l) and (5) pen- H-14/2, MIDC, Waluyj, mdia
i/v injection syringes 3ml Aurangabad-431136,
Maharashtra state
Wockhardt Ltd, Biotech Park,
06.03.2017 Wosalin N cnsulin human suspension for s/c | 100IU/ml; (1) and (5) pen- H-14/2, MIDC, Waluyj, India

injection

syringes 3ml

Aurangabad-431136,
Maharashtra state




suspension for s/c

100IU/ml; (1) and (5) pen-

Wockhardt Ltd, Biotech Park,

H-14/2, MIDC, Waluj,

10 06.03.2017 Wosulin 30/70 insulin h Indi
osulin 30/ HSHin Atman injection syringes 3ml Aurangabad-431136, nea
Maharashtra state
) ) suppositories Rubicon LLC, 62B, M. Gorky
11 17.03.2017 Nat t 100mg; (3/1x3/) and (6/2x3 Bel
atatsin natamycin vaginal mg; (3/1x3/) and (6/2x3/) street, 210002, Vitebsk elarus
Shandong Qilu King-Phar
der fi 1 Ph tical Co. Ltd, 21 ,
12 17.03.2017 Apramycin sulfate apramycin sulfate poweet .or o 50%; 25kg pack érmaceu el O, ) China
solution Qinglong road, Pingyin,
Jinan, 250400
Shandong Qilu King-Phar
Ph tical Co. Ltd, 21 ,
13 17.03.2017 Monensin monensin powder oral 20%; 25kg pack érmaceu el 0, . China
Qinglong road, Pingyin,
Jinan, 250400
Herbion Pakistan Pvt. Ltd.,
100mg/5ml; 120ml gl . . .
14 03.04.2017 Novex Ibuprofen ibuprofen suspension oral mg/Sm m glass Industrial Triangle, Kahuta Pakistan
bottle and measuring cup
Road, Humak, Islamabad
Kabir Life Sciences &
R h Pvt. Ltd, Vill ,
15 03.04.2017 MIN-PG pregabalin capsules 75mg; (10/1x10/) in strip esearci = v - a8e India

Manpura, Nalagarh, Disst.
Solan




Kabir Life Sciences &
Research Pvt. Ltd, Village

16 03.04.2017 MIN-PG pregabalin capsules 150mg; (10/1x10/) in strip Manpura, Nalagarh, Disst. India
Solan
Kabir Life Sciences &
R h Pvt. Ltd, Vill )
17 03.04.2017 Orlisib orlistat capsules 120mg; (10/1x10/) in strip Misr(:;ia, lzlfalagarh, ;D:(s;te India
Solan
atorvastatin (atorvastatin MDC Pharmaceuticals Pvt.
18 03.04.2017 Lipvas-20 . tablets film-coated |20mg; (100/10x10/) in blister| Ltd., Plot N 213, Industrial India
calcium) .
Area, Phase-I, Chandigarh
. atin (at et MDC Pharmaceuticals Pvt.
19 | 03.04.2017 Lipvas-10 atorvastatiit atotvastatil | tablets film-coated |10mg; (100/10x10/) in blister| Ltd., Plot N 213, Industrial India
calcium) .
Area, Phase-I, Chandigarh
112mg/2ml; (10) Japan Bio Products Co. Ltd, 1-
20 03.04.2017 Laennec human placenta hydrolisate and (50) ampoules solution for injection 44-4, Tomigaya, Shibuya-Ku, Japan

2ml

Tokyo




Bisoprolol Fumarate

Tuton Pharmaceuticals, 85,

21 03.04.2017 bisoprolol (bisoprolol fumarate) | tablets film-coated | 5mg; (100/10x10/) in blister GIDC, Industrial estate India
tablets ;
Naroda, Ahmedabad, Gujarat
Bisonrolol Fumarate Tuton Pharmaceuticals, 85,
22 03.04.2017 P bisoprolol (bisoprolol fumarate) | tablets film-coated [10mg; (100/10x10/) in blister GIDC, Industrial estate India
tablets :
Naroda, Ahmedabad, Gujarat
- M/s Bal Pharma Ltd., No 21 &
) . tablets modified- oo . )
23 10.04.2017 Diabend MR 60 gliclazide release 60mg; (100/10x10/) in blister| 22, Bommasandra Industrial India
area, Bangalore-560099
- M/s Bal Pharma Ltd., No 21 &
i . tablets modified- oo ) )
24 10.04.2017 Diabend MR 30 gliclazide release 30mg; (100/10x10/) in blister| 22, Bommasandra Industrial India
area, Bangalore-560099
cetirizine (cetirizine Herbion Pakistan Pvt. Ltd.,
z z
25 10.04.2017 Novex Cetirizine ) ) tablets coated 10mg; (10/1x10/) in blister | Industrial Triangle, Kahuta Pakistan
dihydrochloride)
Road, Humak, Islamabad
cetirizine (cetirizine Herbion Pakistan Pvt. Ltd.,
z z
26 10.04.2017 Novex Cetirizine ) ) syrup 5mg/5ml; 60ml glass bottle [ Industrial Triangle, Kahuta Pakistan
dihydrochloride)
Road, Humak, Islamabad
Shandong Qilu King-Phar
Ph tical Co. Ltd, 21
27 10.04.2017 Salinomycin salinomycin powder 12%; 25kg pack armacetica’ Lo China

Qinglong road, Pingyin,
Jinan, 250400




Rusan Pharma Ltd., Khasra
No122MI, Central Hope

04, ) . . : 0 bl ' Indi
28 10.04.2017 Rumorf SR-30 morphine (morphine sulfate) tablets 30mg; (100/10x10/) in blister Town, Selaqui, Dehradun 248 ndia
197, Uttarakhand
Herbion Paki Pvt. Ltd.,
) 120mg/5ml; 120ml glass erb101.1 : 1.stan vt. Led :
29 10.04.2017 Novex Paracetamol paracetamol suspension oral , Industrial Triangle, Kahuta Pakistan
bottle and measuring cup
Road, Humak, Islamabad
. um 1
30 11.05.2017 M cab magr:le':}sllu;n (trr;agneilium' actate cablet 34mg+5mg; (30/3x10) and “Rubicon” L1LC, 62B, M. Bel
e agnetd Hyarate), pyrdoxine abies (50/5x10) in blister Gorky street, 210002, Vitebsk claris
(pyridoxine hydrochloride)
Medopharm Private Limited,
icilli icilli ; (1 100x10/) in | No. 50 K bedu Village, _
31 11.05.2017 Philco-Amoxy 500 amox1c1.1n (amoxicillin capsules 500mg; ( OQO/ 00x10/) in o ayarambedu Village mdia
trihydrate) blister Guduvanchery, Chengalpet
District, IN-603202
Medopharm Private Limited,
) . - e 500mg; (1000/100x10/) in | No. 50 Kayarambedu Village, )
.05.2017 Philco-A 11 11 h 1 I
32 11.05.201 ilco-Ampi 500 |ampicillin (ampicillin trihydrate) capsules blister Guduvanchery, Chengalpet ndia
District, IN-603202
Aryogen Biopharma, No. 140,
d d solvent
33 11.05.2017 AryoSeven eptacog alfa POEZr zzslriio;onin 1.2mg; (1) glass vialand (1) |~ Corner Tajbakhsh Street, Iran
.05. v
i PLACO et glass vial with solvent 24Km Tehran-Karaj
injection
) Makhsous road, Alborz
phlorogl'ucinol (phloroglucinol 80mg-+80mg; (20/2x10/) in I?oppel Farmaceutic.i S.rl,
34 11.05.2017 Spasmovax dihydrate), 1,3,5- tablets Via Volturno 48, Quinto De Italy

trimethoxybenzol

blister

Stampi, 20089 Rozzano (MI)




holarrhena antidysenterica,
myrtus communis, berberis

5mg/ml+20mg/ml+3mg/ml+1
Omg/ml+5mg/ml+2mg/ml;

Herbion Pakistan Pvt. Ltd.,

35 11.05.2017 Entob 30/28, K. i Industrial Paki
fieoban aristata, aegle marmelos, quercus Syrip 90ml, 120ml and 150ml glass / orang1. ncustria akistan
. . . area, Karachi-74900
infectoria, butea frondosa bottle and measuring cup
15mg/5ml; 90ml glass bottl
mg/>m . e glass bottie Herbion Pakistan Pvt. Ltd.,
ambroxol (ambroxol and measuring cup, 120ml ) , )
36 23.05.2017 Novex Ambroxol hydrochloride) syrup Jass bottle and _ Industrial Triangle, Kahuta Pakistan
rochloride ass bottle and measurin
y 5 5 Road, Humak, Islamabad
cup
D 4 Aster d . d 4 Hankook Korus Pharm Co.,
37 23.05.2017 ompendone Astera omperidone (domperidone tablets 10mg; (20/2x10/) in blister |Ltd, 30, Gangjeo-ro, Jecheon- Korea South
Tab. 10mg maleate) )
Si, Chungcheongbuk-do
Biocon Ltd, Plot No. 2-4,
powder for ) Phase-IV, Bommasandra-
1 ; (1) gl 1 1
38 05.06.2017 Hertraz trastuzumab concentrate for SOmg. (1) g ass vial and (1) Jigani Link Road, India
) , .| glass vial with 10ml solvent
solution for infusion Bommasandra Post, Bangalore
560 099
Biocon Ltd, Plot No. 2-4,
powder for ) Phase-IV, Bommasandra-
440mg; (1) gl land (2 N _
39 05.06.2017 Hertraz trastuzumab concentrate for mg. (1) g ass vial and (2) Jigani Link Road, India
) , . | glass vial with 10ml solvent
solution for infusion Bommasandra Post, Bangalore
560 099 for Mylan
Coral Laboratories Ltd., Plot
No. 57/1 (16), Bhenslore, ,
40 14.07.2017 Famcor-40 famotidine tablets film-coated [40mg; (100/10x10/) in blister 0. 57/1 (16), Bhenslore India

Dunetha, Nani Daman 396
210




Coral Laboratories Ltd., Plot
No. 57/1 (16), Bhenslore,

41 14.07.2017 Famcor-20 famotidine tablets film-coated [20mg; (100/10x10/) in blister Dunetha, Nani Daman 396 India
210
Medochemie Ltd (Factory
levofl in (levofl . AZ), 2 Michael Erakleous
evofloxacin (levofloxaci
42 10.07.2017 Floxaton ) tablets film-coated | 500mg; (10/1x10/) in blister | street, Agios Athanassios Cyprus
hemihydrate) . .
Industrial Area, 4101 Agios
Athanassios, Limassol
les fi 1 Adwia, Industrial A2-
43 10.07.2017 Diclorapid diclofenac (diclofenac potassium) gran;)s tic(:Il; ora 50mg; (10) sachets 2g ;Z;; or; Rua Srrf:la(llaznog(:ty Egypt
Bal Pharma Limited, Plot No.
2 1251U; 10/) i 21&22, B ,
44 08.08.2017 Ocium calcium, vitamin D3 tablets film coated >0mg:+125 U (30/3x10/) in & ) ommasandra India
blister Industrial Area, Bangalore-
560 099
Bal Pharma Limited, Plot No.
2501U; 10/) i 21&22, B .
45 | 08.08.2017 Ocium 500 calcium, vitamin D3 tablets film coated | >0 T 8*2201U; (30/3x10/) in &22, Bommasandra India
blister Industrial Area, Bangalore-
560 099
243mg+5mg; (8/1x8/) i
LINKUS herbal cough blisterféz 6721?’ 85) /inXb{i)si:r Herbion Pakistan Pvt. Ltd.,
b X b
46 08.08.2017 lozenges sugar free adhatoda vasica, menthol lozenges . ia . Industrial Triangle, Kahuta Pakistan
(18/2x9/) in blister, (18) in
orange flavor Road, Humak, Islamabad
shut box
243mg+5mg; (8/1x8/) i
LINKUS herbal cough blisterll'l{z 62{; 85) /inXbl/i)si:r Herbion Pakistan Pvt. Ltd.,
b X b . . .
47 08.08.2017 lozenges sugar free adhatoda vasica, menthol lozenges Industrial Triangle, Kahuta Pakistan

honey lemon flavor

(18/2x9/) in blister, (18) in
shut box

Road, Humak, Islamabad




LINKUS herbal cough

243mg+5mg; (8/1x8/) in
blister, (16/2x8/) in blister,

Herbion Pakistan Pvt. Ltd.,

48 08.08.2017 lozenges sugar free adhatoda vasica, menthol lozenges o _ Industrial Triangle, Kahuta Pakistan
mint flavor (18/2x9/) in blister, (18) in Road, Humak, Islamabad
cshnt hox
pancreatin (lipase 6000FIPU, Lactose (India) Limited,
49 08.08.2017 Festal amylase 4500FIPU, drage(.e gastro- 192mg+50mgj|-25m.g; Survey No.6, Village Poicha India
protease300FIPU) hemicellulose, resistant (100/10x10/) in strip (Rania),Taluka Savli, Dist
Troikaa Pharmaceuticals Ltd.,
lution fi -1, I ial E , _
50 08.08.2017 Dynapar AQ diclofenac (diclofenac sodium) soirgtelcotril()l;)r 75mg/ml; (5) ampoules 1ml Scezlaqlsl?f;eii;l;:;a— 24:?;; India
Uttarakhand
. _ KRKA d.d., Novo mesto,
Herbion cowslip Primula root and Thyme mixture 3,08mg/5ml+0,62mg/5ml; Smarjeska cesta 6, 8501 Novo
51 08.08.2017 syrup liquid extract aqueous, syrup 150ml gla?s bottle and Mesto-batch releaser, KRKA, Slovenia
levomenthol measuring spoon tovarna zdravil, d.d., Novo
BAL Pharma Limited, 1, 2, 3&
69, Sector 4, IIE-Pant , .
52 05.09.2017 Ketovate cream ketoconazole cream 20mg/g; 30g aluminium tube ector ) antanagar India
Udham Singh Nagar
Rudrapur-263153 Uttranchal
Herbion Pakistan Pvt. Ltd.,
. powder for oral _ )
53 05.09.2017 Fiberlax plantago ovata . 5000mg; (10) sachets 5g | Plot No. 30 Sector 28 Korangi Pakistan
suspension _ _
Industrial Area, Karachi
Medico Remedies Pvt. Ltd. 8
, & 9, Dewan & Sons Udyog
600mg; (100/10x10
54 05.09.2017 Nurodol-600 ibuprofen tablets film-coated e (blist/er x10/) in Nagar, Lokmanya Nagar, India
Palgar, Dist. Thane- 401 404,
Maharashtra
Medico Remedies Pvt. Ltd. 8
, & 9, Dewan & Sons Udyog
200mg; (100/10x10, :
55 05.09.2017 Nurodol-200 ibuprofen tablets film-coated mg; (100/10x10/) in Nagar, Lokmanya Nagar, India

blister

Palgar, Dist. Thane- 401 404,
Maharashtra




400mg; (100/10x10/) in

Medico Remedies Pvt. Ltd. 8
& 9, Dewan & Sons Udyog

56 05.09.2017 Nurodol-400 ibuprofen tablets film-coated blist Nagar, Lokmanya Nagar, India
e Palgar, Dist. Thane- 401 404,
Maharashtra
Medico Remedies Pvt. Ltd. 8
& 9, Dewan & Sons Udyog
57 05.09.2017 Nurodol ibuprofen suspension oral 20mg/ml; 120ml bottle Nagar, Lokmanya Nagar, India
Palgar, Dist. Thane- 401 404,
Maharashtra
Dong Bang Co., Ltd, 182,
58 05.09.2017 Phoenyx Plus poly-gamma-glutamic acid sus.pe.ns1$)n for 20mg/ml; SOml.and 100ml | Sinwonro (365-4 Sm—dong) Korea South
injection glass vial Yeongtong-gu, Suwan-si,
Gyeonggi-do
Dong Bang Co., Ltd, 182,
lution fi 250 l; 4ml, 10ml and | Si 365-4 Sin-d
59 05.09.2017 Dinorin Plus cloprostenol S(? U:thI:l o mg/ml; 4m Qm an inwonro ( i ong) Korea South
injection 20ml glass vial Yeongtong-gu, Suwan-si,
Gyeonggi-do
Dong Bang Co., Ltd, 182,
ion f Si 365-4 Sin-d
60 05.09.2017 Cefatron cefquinome sus.pe.nspn o 25mg/ml; 100ml glass vial inwonro ( i ong ) Korea South
injection Yeongtong-gu, Suwan-si,
Gyeonggi-do
Woogene B&G Co. Ltd.,
powder for 100mg; 20ml, 50ml, 100ml | Jeongmunsongsan-Ro, 230
61 05.09.2017 Paxxell Forte ceftiofur suspension for & ’ ’ 5 5 ’ Korea South

injection

and 200ml glass vial

Yanggam-Myeon, Hwaseong-
si, Gyeonggi-Do




62

05.09.2017

Activit

dextrose, calcium gluconate,
sodium chloride, potassium
chloride, magnesium
hypophosphite, sodium acetate,
iron gluconate, lysine, glycine,
methionine, arginine, vitamin B1
(thiamine hydrochloride),
vitamin B2 (riboflavin), vitamin
B6 (pyridoxine hydrochloride),
vitamin B12 (cyanocobalamin),
nicotinamide, D-panthenol,
biotin

solution for
injection

55mg/ml+0.2mg/ml+7.2mg/
ml+0.25mg/ml+0.2mg/ml+1.
25mg/ml+0.2mg/ml+0.2mg/
ml+0.2mg/ml+0.08mg/ml+0.
06mg/ml+0.1mg/ml+0.0525
mg/ml+0.1mg/ml+0.01mg/ml
+1.5mg/ml+0.05mg/ml+0.2m
g/ml; 500ml plastic botlle

Reus-Vinyols, Km. 4.1, 43330

S.P. Veterinaria, S.A., Ctra.

Riudoms (Tarragona)

Spain

63

26.09.2017

Vancomycin

vancomycin (vancomycin
hydrochloride)

powder for solution

for injection/oral
solution

1000mg; (1) glass vial

AbiPharm LLC, Mtskheta
district, village Tsilkani, 3319

Georgia

64

26.09.2017

Beclometa-sone

beclometasone (beclometasone
dipropionate)

pressure-sed
inhalation
(solution)

100mcg/dose; aluminium
container (200 doses) with
pump dispenser

Binnopharm JSC, 3, building
1, Konstruktora Guskova str.,
Zelenograd, Moscow, 124460

Russia

65

26.09.2017

Beclometa-sone

beclometasone (beclometasone
dipropionate)

pressuri-sed
inhalation
(solution)

50mcg/dose; aluminium
container (200 doses) with
pump dispenser

Binnopharm JSC, 3, building
1, Konstruktora Guskova str.,
Zelenograd, Moscow, 124460

Russia




beclometasone (beclometasone

inhalation

250mcg/dose; aluminium

Binnopharm JSC, 3, building

66 26.09.2017 Beclometa-sone . ) pressuri-sed container (200 doses) with | 1, Konstruktora Guskova str., Russia
dipropionate) . .
(solution) pump dispenser Zelenograd, Moscow, 124460
“HFZ “Krasnaya Zvezda"
67 26.09.2017 Carbo Activatus activated charcoal tablets 250mg; (10/1x10/) in blister PJSC, Kharkov, 61010, Ukraine
Gordienkovskaya str.,1
Unique Pharmaceutical
0,6mg+1,2mg; (8/2x4/), Laboratories (a.division of J.
Imetacresol, dichlorobenzyl tablets (12/3x4/) and (16/4x4/) i B. Chemicals &
68 26.09.2017 | Hexoral Tabs Classic | 0 e ocreool GICRIOTobenzy orodispersible with [ X an XV | pharmaceuticals Ltd.), Survey India
alcohol strip, (16/2x8/) and (24/3x8/)
orange flavour ] ) No. 101/2 and 102/1, Daman
in blister . .
Industrial Estate, Kadaiya,
Daman-396 210
Unique Pharmaceutical
0,6mg+1,2mg; (8/2x4)), Laboratories (a.division of J.
amylmetacresol, dichlorobenzyl tablets (12/3x4/) and (16/4x4/) in B. Chemicals &
69 26.09.2017 | Hexoral Tabs Classic Y ’ Y orodispersible with Pharmaceuticals Ltd.), Survey India

alcohol

lemon flavour

strip, (16/2x8/) and (24/3x8/)
in blister

No. 101/2 and 102/1, Daman
Industrial Estate, Kadaiya,
Daman-396 210




amylmetacresol, dichlorobenzyl

tablets
orodispersible with

0,6mg+1,2mg; (8/2x4/),
(12/3x4/) and (16/4x4/) in

Unique Pharmaceutical
Laboratories (a division of J.
B. Chemicals &

70 26.09.2017 | Hexoral Tabs Classic . Pharmaceuticals Ltd.), Survey India
alcohol honey-lemon strip, (16/2.x8/)‘ and (24/3x8/) No. 101/2 and 102/1, Daman
flavour in blister . i
Industrial Estate, Kadaiya,
Daman-396 210
Unique Pharmaceutical
L . o T
tablets 0,6mg+1,2mg; (8/2x4/), abora;;mglels Sl‘dnl/ls;c:n of]
. Chemicals
Imet 1, dichlorob 1 di ible with | (12/3x4 d (16/4x4/) i
71 26.09.2017 Hexoral Tabs Classic amytmetactesol, dichiorobenzyl | orodispersibie wi (_ /3x4/) and (16/4x4/) in Pharmaceuticals Ltd.), Survey India
alcohol black currant strip, (16/2x8/) and (24/3x8/)
] . No. 101/2 and 102/1, Daman
flavour in blister . i
Industrial Estate, Kadaiya,
Daman-396 210
Hankook Korus Pharm Co.,
Al le-Asteri 4 ; (2 10/1x10/) i i
72 05.10.2017 bendazole-Asteria albendazole tablets film-coated 00mg; (2) ar%d (10/1x10/) in Ltd, 30, Gangjeo-ro, Jecheon- South Korea
Tab. 400mg blister )
Si, Chungcheongbuk-do
Brawn Laboratories
capsules gastro- ) ) Ltd.,13,New Industrial )
.11.201 1 1 2 ; (100/10x1 I
73 07 017 Omeprazole omeprazole resistant Omg; (100/10x10/) in strip Township, Industrial Area ndia
Faridabad, Haryana
Vancomycin vancomycin (vancomycin owder for solution Lyka Labs Ltd., Plot No.
74 07.11.2017 Y ) Y . Y P e 1000mg; (1) glass vial 4801/B&4802 A, GIDC, India
hydrochloride hydrochloride) for i/v injection

Ankleshwar, Gujarat 393 002




Lyka Labs Ltd., Plot No.

V. i i i der for soluti
75 | 07.11.2017 . ZHCOEYC_IE Vancognﬁanl(l‘l’arfflo;nycm PCI’CW _‘jr f’r_sot‘_l O 500mg; (1) glass vial 4801/B&4802 A, GIDC, India
ydrochloride ydrochloride or i/v injection Ankleshwar, Gujarat 393 002
: o : _ Medopharm, No 34-
fl fl 500mg; (120/12x10
76 | 30112017 | Philco-Giprosop | Ciprofloxacin (ciprofloxacin | () o) oated mg; (120/12x10)in 1 b 1 4 trial Area, Malur-563 India
hydrochloride) blister
130, Karnataka
B Laboratories Ltd.,13,
vitamin B1, vitamin B2, _ 5mg/ml+2mg/ml+20mg/ml+4 rawn ~abora or1es'
o . } .. solution for New Industrial .
77 30.11.2017 Vitabion nicotinamide, vitamin B12, .. mcg/ml+2mg/ml+3mg/ml; . . India
) . injection Township,Faridabad-121001
vitamin B6, dexpanthenol (10) ampoules 2ml
Haryana
powder lyophilized Lyka Labs Ltd., Plot No.
78 30.11.2017 Omyl IV Injection omeprazole for solution for i/v 40mg; glass vial 10ml 4801/B&4802 A, GIDC, India
injection Ankleshwar, Gujarat 393 002
Unique Pharmaceutical
Laboratories (a division of J.
diclofenac (diclofenac B. Chemicals &
79 30.11.2017 Dicloran Plus diethylamine), linseed oil, gel 11ig(1)mg;g+§gmgl/g:50ini/g+ Pharmaceuticals Ltd.), Plot India
mg/g; i
levomenthol, methyl salicylate &8 SUG PAstc e No. 304-308, G.I.D.C.
Industrial Area, Panoli: 394
116, Gujarat State
) _ ) _ S.C. Rompharm Company
th th der f 1 | 40 1; glass bottle 15ml
80 | 30.11.2017 Azimac azithromycin (azithromycin | - powder for ora mg/ml; glass bottle 15ml | ¢ ¢ 116 075100 Otopen, Romania

dihydrate)

suspension

and measuring syringe

Str. Eroilor, Nr. 1A




81

08.12.2017

Ciprofloxacin

ciprofloxacin (ciprofloxacin
hydrochloride)

tablets film-coated

500mg; (100/10x10/) in
blister

Brawn Laboratories Ltd.,13,
New Industrial
Township,Faridabad-121001
Haryana

India

82

08.12.2017

Lofen Gel

diclofenac (diclofenac sodium)

gel

10mg/g; 30g aluminium tube

Bal Pharma Limited, 1, 2,3 &
69, Sector 4, IIE, Sidcul
Pantnagar, Udham Singh
Nagar Rudrapur, Uttarakhand

India

83

08.12.2017

Dormikind

cypripedium pubescens D4,
magnesium carbonicum D10,
zincum valerianicum D12

tablets

15mg+20mg+15mg; (150) in
glass container

Deutsche Homoopathie-
Union DHU-Arzneimittel
GmbH & Co. KG, Ottostrasse
24, 76227 Karlsruhe

Germany

84

08.12.2017

Humodar R 100R

insulin human

solution for
injection

100IU/ml; (1) glass vial 10ml

PrJSC "On the production of
insulin "INDAR", 02099,
Kyiv, 5 Zroshuvalna st

Ukraine

85

08.12.2017

Humodar B 100R

insulin human

suspension for

injection

100IU/ml; (5) cartridges 3ml

PrJSC "On the production of
insulin "INDAR", 02099,
Kyiv, 5 Zroshuvalna st

Ukraine

86

08.12.2017

Humodar C25 100R

insulin human

suspension for
injection

100IU/ml; (1) glass vial 10ml

PrJSC "On the production of
insulin "INDAR", 02099,

Kyiv, 5 Zroshuvalna st

Ukraine




suspension for

PrJSC "On the production of

87 08.12.2017 Humodar B 100R insulin human imiection 100IU/ml; (1) glass vial 10ml| insulin "INDAR", 02099, Ukraine
] Kyiv, 5 Zroshuvalna st
. PrJSC "On the production of
) ) suspension for ) ) o . )
88 08.12.2017 Humodar C25 100R insulin human o 100IU/ml; (5) cartriges 3ml insulin "INDAR", 02099, Ukraine
fection Kyiv, 5 Zroshuvalna st
) PrJSC "On the production of
. . solution for . . . .
89 08.12.2017 Humodar R 100R insulin human et 100IU/ml; (5) cartriges 3ml insulin "INDAR", 02099, Ukraine
injection
JeCHo Kyiv, 5 Zroshuvalna st
Open joint stock company
"Borisovskiy zavod
trimetazidine (trimetazidi tablet dified
90 08.12.2017 Trimetazidine rimetazidine (trimetazidine ab €8 mOoditie 35mg; (60/6x10/) in blister | medicinskikh preparatov" 64, Belarus

dihydrochloride)

release coated

Chapaev str., Borisov 222518,
Minsk region




