JlabgSY Kigili 27 wWimai 2003 Zwiil AbwpZ 227Zg mfvi KihieeiYx

v 1 ciiei KjvY gSYvjigi miPe Rbie G, Gd, Gg, milavi Kvgrj Gi mficiZiZ JlahgSY Kigili 227Zg mfi MZ
27 Wimai 2003 Zwiil fejv 3:00 NiUKvg gSYvjigi mfv Kiql AbwZ nq|

mfvg ibsjiLZ m™mMY Dci Z wQtjb t

01] cidmi Wit tgvt giRib# ingvb, gniciiPyjK, v Aia™Bi |

02] Wt tmijbv Ainmvb, hi miPe (Rb™v ™ Trek v ), v I crievi Kj'VY g8Yvjql

03] Wit tgvt ArjZvd trwimb, ciiPvjK (¢ v " 1 ckimb, ¢t gni-ciiPyjK, ¢ mai™ Aia™Bi)|

04] ctdmi Wit Gg G vy, DeiPih, eteUzKL giRe tgiWtKj iekie™"vjq|

05] Aa’icK Wit gieb Lb, tKvlva'f], eteUZKL gyRe tgiWiKj rekie ™ vjql

06] Wt G tRW Gg Rwn™ frvimb, Wib, wPiKrmv Ab¥y™, XiKv rekie™vjg Ges gni-miPe, eisjvi™k fgiiKj
Gtmumigkb |

07] AavcK W. by*“b binvi ingvb, dvigmx ieFiM, XiKv iekie™"vjq, X/Kv]

08] Aa’vcK Wit G 1e fBqy, niDR bs-42, t1W bs-4, G avbng AVG, XiKv|

09]  gIoRe (Tl3) =AW *12W TeThlZ, B @ (= (@t fremes, w7 FAfergersry (vfere terer, b |

10] Wit 1RbvZ Aviv teMg, mnthiMe Aa'veK, dvgiKvjiR refiMd, Xiky fgWiKj KijR]

11] Rbve Gm Gg kidD¥aigib, mficiZ, eisjvi™k Jla ki migiZ, Xikv|

12] Wit tguighy nK, Dct™dy, essjvi k Jla ki migiZ Ges e'e vchv ciiPrjK, tRbitij digumDIUK vim ijt]

13| Rbie Ave”y g@w™ 1, m™m", Kihibewx ciil™, essjii "k Jla ki migiZ Ges
e'e vchv ciiPvjK, Botmby dvgimDiUK vjm, ijt]

14] nikig niidR AVRXRY Bmjvg, ciZibia, evsjvi™k BDbvor I Augzer" K tewW|

15] ctdmi Wt Ave”y Mib, ciiPyjK, Jla ckimb cri™Bi, XiKv|

Torifs TRV TAFS AT TS SNIAN AST FIEET ST T |

mfg ibserlYZ veliq ie —wiZ AvijwPhby Kiv ng t

1]  1eMZ 10 tmibri 2003 Zwiil AbwZ JlabgSY Kigili 226 Zg mfvi KihieeiYx Abygr™b cmi%|

2] Aigibr tiRI+kibi Rb" AvterZ 1KS ciqiRbiq 1d-tmj maUidiKU (GdGmim) bv _WKvi KvitY Jla wbgSY
Kigili 10-09-2003 ZwiiL AbypZ 226Zg mfig enZ JKZ Jla_ iji timic Abjgi~b cht ietePby cmi%|

3] Jla 1bg3Y Kigil KZK .Aigibr titRi-+kb Arte b bi gAYKZ .0g¥0 bigk AvgterK Jlai Aig ibr tiiRi-+kb
bv gAY KiiY maGiK Jla Aictj KZeq KZK Pun™KZ €Ly cmi¥|

4] (K) rFUngb rgbviij UvetjU mgn terfb LibR e"envi cmit]
L ictbUij rfUngtb dijK GimWw ASZ 3 cmils|

5] tgmm GmiKGd eisjit Kk 1jt KZK Aiter’K OivBm Iivj mvjvBbO Gi timic Abjgi b cmib]
6] BDibtmd Gi ¢ E ctTi ciitciiZ Jla ckimb ciiRiii mgwik cmil]

mfig DciiD3 ieliq e ZwiZ AvijvPby Kiigy ibgelYZ imxviSZ mgr MpiZ nq t

1] 1eMZ 10 tmibri 2003 Zwiil AbwZ JlaibgSY Kigili 226 Zg mfvi Kihieei Yx ibidZ Kiv nq|
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2] Aigibr tiRI+kibi Rb" AvterZ 1KS ciqiRbiq 1d-fmj maUidiKU (GdGmim) bv _WKvi KvitY Jla wbgSY
Kigili 10-09-2003 ZwitL AbwZ 226Zg mfiq ewZJKZ .Jla,1j ciquRbig Gd.Gm.im. mn cigt Aite™b Kivg
le” ZwiZ Avi jyPbv ceK ibgijiLZ Jla,1ji citk elYZ mgwik MpZ nq t
bs c ZKviiKi big Jltai big 1 tRIbiiK big 1d-tmj maUidiKU mxiS$Z
1. M/s. Organon Ireland Ltd., Ireland Orgalutran 0.25mg/0.5ml Ireland Abygv™b Kiv
Solution for Injection in European Union nBj |
prefilled Syrunge (German, France, UK)
Ganirelix INN 0.25mg/0.5ml Switzerland
2. M/s. Roche Diagnostic GmbH, Rapilysin 10 U Powder and | Switzerland Abygv™b Kiv
Germany (Made under Licence M/s. | Solvent for Solution for European Union nBj |
F. Hoffmann-La-Roche Ltd., Injection (German, France, UK)
Switzerland) Reteplase INN 10U
(Roche Bd. Ltd.)
3. M/s. Roche Farma S.A., Spain (Made | Viracept 250mg F/C Tablet Spain Abygv™b Kiv
under Licence M/s. F. Hoffmann-La- | Nelfinavir INN 250mg nBj |
Roche Ltd., Switzerland)
(Roche Bd. Ltd.)
4, M/s. Aventis Pharma, Germany Lantus Solution for Germany Abygv™b Kiv
(Aventis BD. Ltd.) Injection 1001U/ml -3ml U.S.A. & Australia nBj |
Cartridge
Insulin Glargin 3.6378mg/ml
Lantus Optiset Solution Germany
1001U/ml U.S.A. & Australia
Insulin Glargin 3.6378mg/ml
4, M/s. Organon (Inreland) Ltd., Ireland | Mercilon Tablet Ireland, Abygv™b Kiv
(Organon Bd. Ltd.) Desogestrel BP 0.150mg UK & Netherlands nBj |
Ethinylestradiol USP 0.02mg
5. M/s. NPB International BV, The Rescue Flow Solution for Netherlands Abjgi™b Kiv
Netherlands infusion 250ml UK nBj |
Dextran 70 ph. Eur 60gm
(SN Medical Care) Sodium Chloride Ph. Eur
75gmiLitre
6 M/s. Pharmachemie B.V. The Relimal CR 10mg Tablet Netherlands Abygv™b Kiv
Netherlands Morphine Sulphate 5H.0 UK, Germany nBj |
(City Overseas Ltd) 10mg
Relimal CR 30mg Tablet Netherlands Abygv™b Kiv
Morphine Sulphate 5H.0 UK nBj |
30mg
Relimal CR 60mg Tablet Netherlands Abygv™b Kiv
Morphine Sulphate 5H.0 UK nBj |
60mg3
Cycloson 200 Powder for Netherlands Abygv™b Kiv
Inhalation 200mcg/Capsule | UK, Germany & Belgium | nBj|
Beclomethasone Dipropionate
(including an overage of 15%)
230mcg/capsule
Cycloson 400 Powder for Netherlands Abygv™b Kiv
Inhalation 400mcg/Capsule | Germany & Belgium nBj |
Beclomethasone Dipropionate
(+15% overage) 460mcg
Cycloson 100 Powder for Netherlands Abygv™b Kiv
Inhalation 100mcg/Capsule | UK, Germany & Belgium | nBj |

Beclomethasone Dipropionate
(+15% overage) 115mcg
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bs

c ZKviiKi big

Jltai big 1 tRIbiiK big

1d-tmj maUidiKU

mxvS$Z

M/s. Pharmachemie B.V. The
Netherlands
(City Overseas Ltd)

Cyclovent Powder for
Inhalation in 40mcg
Capsule

Ipratropium Bromide 46mcg
(eq. to 42mcg of Ipratropium
Bromide monohydrate (an
overage of 10% included)

Netherlands
(Required FSC will be
submitted during
inclusion.)

Abjgi™b Kiv
nBj |

Cycortide 200 Powder for
inhalation in 200mcg
Capsule

Budesonide (+15% overage)
230mcg

Netherlands
UK, Germany, Belgium

Abjgi™b Kiv
nBj |

Cycortide-400 Powder for
inhalation in 400mcg
Capsule

Budesonide (+15% Overage)
460mcg

Netherlands
UK, Germany

Abjgi™b Kiv
nBj |

M/s. Ebeew Pharma Ges mbH, Mfg.

Kg., Austria

(SN Medical Care)

Calcium Folinate “Ebewe”
3mg/ml

(Concentrate for Solution
infusion)

Calcium folinate 5H.0 Ph.
Eur. 3.81mg eq. to Folinic
Acid 3mg/ml

Austria
Germany

Abjgi™b Kiv
nBj |

Calcium Folinate Ebewe
10mg/ml

Concentrate for Solution
infusion

Calcium folinate 5H20 Ph.
Eur. 12.71mg eg. to 10mg
Folinic Acid

Austria
Germany

Abjgi™b Kiv
nBj |

Methotrexate Ebew
100mg/ml

(Concentrate for Solution
for Infusion)

Methotrexate Ph. Eur
100mg/ml

Austria
Germany

Abjgi™b Kiv
nBj |

Methotrexate Ebewe
10mg/ml

(Concentrate for Solution
for Infusion)

Methotrexate Ph. Eur
10mg/ml

Austria
Germany

Abjgi™b Kiv
nBj |

3l

M/s. Ain Medicare SDN BHD, Malaysia KZK.Aig wiKZ. (i) Renacid K-4 Solution for
Haemodylasis (Sodium Chloride BP 161.43gm, Potassium Chloride BP 5.49gm, Calcium
Chloride 2H,0 BP 9.75gm, Magnesium Chloride 6H,0 BP 3.74gm, Glacial Acetate 3H,0 BP
8.85gm/Litre) (ii) Plasmacare Hz (Concentrated Hamodialysis Solution) (Sodium Chloride
198.40gm, Potassium Chloride BP 5.22gm, Calcium Chloride 2H,0 BP 5.15gm, Magnesium
Chloride 6H,0 BP 3.56gm, Sodium Acetate 3H,0 BP 181.01gm/Litre) Ges (iii) Renacarb K,
(Bicarbonate Haemodialysis concentrate) (Sodium Chloride BP 30.50gm, Sodium
Bicarbonate BP 66.0gm/Litre) D3 Jla_ij Jla wbgSY KigiUi 10-09-2003 ZwiiL AbwZ 226 Zg
mfig Dc wecZ nBtj Avte’b bv gAy ng| ciezZiZ cizowiU gijigqikqr, Ricib I imbacy Gi id-tmj
mulidiKU ¢ vb Krigr Avg vbr TilRi=-kb ¢ vtbi Rb™ clyivg Avie™b Kiievi tailiZ ve” ZwiZ AvijuPby Krigy

Abygv™tbl imxv§Z MpiZ nq|
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51

6]

71

8l

Ag b TilRi=kibi Rb™ ArterZ Ogf0 bigk Aigger K Jltai Aigibr tiiRi+kb Avte™b metgl 3 (1Zb)
9 T 0¢-09-2000 Zuitl AbwZ Jla ibgSY Kigili 218 Zg mfig, 19-12-2000 Zwiil AbpzZ 219
Zg mfiq Ges 11-06-2002 ZwitL AbpZ 223 Zg mfiq bv gAy nlqyi tciiZ Jla Aicyj KZcT eivei
Aicij Avieb nlqig D3 mfba @EEG* SIame st FRe AT Srersiie “S8wmwh gl (FCgie)
AMb'WY 1982 Gi ciicis leaq ciqiRbigZi et 17tk GB Rizig Jla Dreitbi Abjgr'b “itbi cie
Ag b tilRt+kb Avte’b tetePby MnYthiM ba0 GB imxi$Z madtK Jla Avcij KZcql e ZwiZ el
¢ vibi Rb” Jla 1hgSY KigiUiK Abjava Kii| mfiq D3 weliq e ZwiZ AjPhy cgK Jla Aicij KZcTiK
AeinZ Kivi Rb" ibgifc mxySZ MnY Kiv ng t

Aiter’Z ¢ Wi Aig vbr tiiRt+kb Abygr b KiY Wi (KbUij) AWbvY 1982 Gi cricSi| KviY WiM
(KbUrj) AMbYY 1982 Gi aviv 8 (im) tZ Ab'ib™ Jltai mi_ eig (Balm) I AtgUigU Rizig
Jla_iji Aigivby, Drev’b I mieivn ibilx tNvIYv Kiv ng| hir I cieZdZ mstkwaZ Aa'vi ik (17
tmibpoi 1982) bzl mWDj 4 G eig | AlgUigplU RizZxg Jlaij ASZT=3 Kiigy mstkwaZ
QAT 4T 2(F8) (© TraTrd T W (@, TGN TR AT Z30S AT b () T o ~w
D3 miWDtj ASZF= Jla_ij Drci™b, mieiin 1 eiRviRiZ Kiv hiBte Ges jBimiYs A 1l KZK.
ctinRi-=+kb ci® nBtj G_ijv Drcv™b, mieinn 1 eRviRiZ Kiv hiBie ejv nBqiQ Zey GB
MWD ASZF3 Jla_iji Avg ubx Abjgib Kiv ng biB|

(K) 171k ewn’K e'envh e v bikK Jla chiR crigiy Drew™Z ng| ik th mKj Jla chi crigiY
Drew™Z ng H mKj Jltai Avg ibr Abygr b bi Kiievi Rb™ caibgdri Kihvjiqi bt kbr _vKig Ogfo
Rizig Jltai Avg vbr Abygvbihw™ bg erjqr Jla bgSY KigiU gib Kii|

Jlta GKB LibR ¢ vt_i terfb mé& dg e’envi nBqy _tK| dgijktb gf aiZk crigiY WK iuLqr TagiT mé dg
ciiezb JyBimiYs A il @viv Abygw™ Z nBiZ citi IKbi tm ¢~ Zvebvi veltq mfvg ve” ZwiZ AvtjiPbi Kiv ng|
tKib tKib m>m" ArfgZ €3 Ktib th, TagiT m& dg crieZibi KvitY ¢ wi KinKuiZy Ges Ui-imil crieZibi
maveby K, th KvitY tKib dgikib g aZk mé dg ciieZzb wWimm-Gi mfiq Av jwPhvi giatg Abygi b
hyBh$#| GB ieliq mxiSZ nq th, tKib dgijkib gF aiZz ciigrY WK iwLgy mé dg ciieZb KiiiZ nBij 1
JlabgSY KigiU nBiZ Abygv™b jBIiZ nBie|

Jla 1bgSY KigiUi 1eMZ 226 Zg mfiq Abygw Z Prenatal Multivitamin A-Z UvetjU 1 Kicmyji
dogkib dijK GmW ASZF$# bi _Kig D3 T boo TETEEN Ffere «fite s~ee=3 Kili imxi$Z
MpxZ nq|

tgmm GmIKGd evsjit Kk 1jt Gi Avter’Z OivBm Livj myvjvBbO-Gi tiimic Abygr b maiiK ve~ ZwiZ AvtjwPhy
Kiv ng] AdjwPhv Kiij m™mMY ArfgZ e"3 Kiib th, Rice-based Saline enYiR'K fite e/RVIRVZ Kiiij
Dnii Shelf-life mgiq Bacterial growth Gi gva'tg Microbial contamination-Gi e'vcK maveby ie™"gib|
D= iefePbig c Wi timic Abjgi™b thid™ bg| mfug Aviivl mxiSZ thlqr ng th, Rice-based th mKj
m'vjBibi tiimic BiZvcte Abjgi b/ASZ T3 ¢ vb Kiv nBgiiQ D3 tiimic/ASZ T3 ewZj eljqv MY nBie]

BDibimd evsjvtk tUOvi 1es Gi gia'tg “voigfite PunKZ.mKj Jla msMn KiitZ bv ciiig D3 ieliq
ibt kb Pungy criPyjK, Jla ckimb cii*Ri eiveti cT fciY Kii] D3 ¢V Jla wbg3Y Kigili mfig
Dc weZ nBij, mfug Dor Z Jla ki migiZi m™m™MYmn Ab'vb™ m™m'MY ve” ZwiZ At jvPby Kviqy BDibimidi
mgm'v mgvavtb ibigr= megwik mgr cYgb Kiib t

(K) ic-BbmicKkibi gatg Avil Jla ¢ ZZKiix cizobiK 1IRGgic =WUW Jla DrerK inmie
ZujKvF3 Kiievi Rb™ criPvjK, Jla ckimb BDibimdiK civgk 1" teb]

L BDibtmd Zwwt™ i ZwjKiF3 Jla ¢ ZZKiix cizoibi bigmn th mKj Jla tUOvi ves Gi gia'tg
msMn KiiZ cifi biB HmKj Jliai ZwjKe Jla ckimb/Jla 1k migiZ eiveti tciY Kiiij Jla
ckimb/Jla vk migiZ H mKj Jla hinviZ “vbxgfiie msMn Kiv hig tm e'veiti ciquRbig €' v MnY
Kiite]
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(M) BDibimidi Pun™KZ.Jla Drcvibi Rb™ tliRi=-kb c™vib Jla ckmb ZirqlibKfite e'e v MnY
Kiite]

(N) BDibimd “voxgfite Jla msMn Kvij tUOvi veWs Gi cie Jliai ZwjKv Ges Zind i ZwjKif3
tKumtvbri ZugKy Jla ckimb/Jla ki migiZiK c™wb Kiitj tUOitii gia'tg hinitZ mKj Jla msMn
Kiv mee ng tm evoiti Jla ckimb/Jla ki migiZ cigquRbig €' v MnY Kiite|

mfig Avi tKib AdgP 1elq by Kig mFiciz gini™q mKjiK ab'er™ Avch Kiigy mfvi mguR tNilYy Kiib]

(ctdmi Wt Ave’y Mib) (G, Gd, Gg, milqui Kvgij)
cIPiK miPe
Jla ckimb cii”Ri 1 oevi KjwY g8Yijg
| |
m m’-miPe mficiZ
JlaibgSY Kigil] JlaibgSY Kigil]
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