EP

Distr. @Quﬁ

GENERAL .

daasiall aa)
UNEP/OzL.Pro/ExCom/52/22 "‘ . “
22 June 2007 “we
ARABIC

ORIGINAL: ENGLISH

ol Y el (3 saieall Auhawl daall)
JL i se J5S 55 0 vl
2007 Hsa/4d 52 27-23 el yiisa

5aadial) ?"&‘ Tl Jas el As cdlgans

Lmjjmsga,!hﬂéﬂllu_;ﬂ\bhsﬁj\ﬁggi_}d)s;\aja)mﬁab}.ﬂ\deéuéilﬂ}o\

Aoilial L ) sallay VT 5 o lain¥) ) agase agidns 1538 () (o saiall (ga on 5 coana a3 485 5l 02 Aok s A8 dpalial] oY




UNEP/OzL.Pro/ExCom/52/22

Qliua g g il YY) amial) 3 galuall Adlel culiules

Y53 813 345 alie o 468 sl 0nl &aall (e (ewatis) SladY) sasiall al) gl paaily 1
.‘é‘),éi ‘)YJJ 56 745 L%‘)Jé} pailuwall ugl\SS Jj“) 62007 (A\-‘d alac GQLI‘).! ‘;L Q)_p:uﬂ :\.I.uun_i "_‘é.i‘),oi

:aUJildjiéj\@:\éjuc@ﬁﬁ&s@a\jﬁ&h)ﬁd\wgwQj 2

ﬁdﬁﬁd&@b}@)\.ﬁdﬂ I Jsaal

A s ad B i £ 35l BLED AL
(Sl N3 (Sl N3

el 30 5aal a1 all

351,000 351,000 Aol Al Sl 3 e i Jald
275,600 275,600 FEI TR I Lise sl S
626,600 626,600 | 30 52l 48 5l o i ¢ gans

AN Ao g BRI s ge Al 10l awdl)

Gile g b dae) L1 <l

Aa e ad 30,000 | 3¢l Jldiid g 5 i § 5 e Jac) La sl S
Sl jall uliiay 337 el Slasy)

Aa e ad 100,000 | 35ea) Jlaiind & 5 el g 5 e ac] 2]
Sl jall ey 337 el Slasy)

130,000 | 3 &l e 48 jhy o b sene

756,600 tely Gl (pandll o B sane

46,995 56,745 | ¢ 5ot Jiy s 7.5) WS) sl <t
250.000 a3 AUy ¢ bl el
il G AY Aaidl AL 9 ckég)«\ B)EY

Lég)a\ JY;J 250.000 SR

673,595 813,345 g saxal

A gadd) m‘yﬂl.g_)uaay;\h.«ﬁ\ : ol )
el ol a1 LGl

Sid Y 53351 000 () Al yall) taipa 25 2l
Soad Y 923275 600 ¢ (Al s jall) 1 e et tlua sl S




UNEP/OzL.Pro/ExCom/52/22
Gle g pdiall iua g

iy lneslSy Jlol piagall oAl Gle e aes dal e b iy cd 3
AR5l 028 (e ISV (38 el 3ol bl nded el B il Cle 5 i

il 5 g il pla) daial) (5 gaiall Adlal cilidad

il oall dsall a3l daas (bl e A pad A8 gay ol HhY) Sl 5 paiall Bl s 4
S Fessal A8 o 8 Ll sl e 5 a5 L1 Jsaall 8 e dasad (s e Laasl Sy
Aadgl o e (SEN (38 jal) A ol Leilaidat Lie sl S

A o b B e e Al el acdl)

g ol dae) .1 sl

sl 5l Y e e padiad)l Cile jall ulia 535 3el) BLETLY B jealY Jhead cile g il £ e Jac)
Sigd 5 Ura oS 10y 50 S

-

-

sle s Al s e 5o 34/51 R b anl Dalll 5 aaedll 5 galall Leelaal b 5
gl glas disas Jal e cle g pad) dacy bl Fm@‘a\y\ésdbdswu\&ccﬂ\
Lg_v\ B}@Au)&u\&cu}vﬁi))h}))ﬁd\y& Baaizall cub);ﬂwhwodj‘).d\ dw\i\a‘)gé\

uu)ls.d\ UA}AU\ ‘@J\J;Scjaxm&sdjm;ﬂgbﬂ‘f\aA\ JL.J\L)A)\.AMT‘):!‘)#MU‘&._\;:}
2 Aul Aladdl

u)dJS j‘)jh )‘)Jﬁcl_u‘ Jajlaa ;‘«Lu‘)\ JL’J GMJL)“ 4\.\51.&&\ u\.ﬁ@.ua.d\ uw(.\.u\ (\)
CLU\!}\ L#wdﬁ‘\é}\.\.}}“ o‘).lsl\}

O S o5l 55 o sadiaall e jall (il 8355l BLITLY) 8 jeal Gilaiie de 5 ()
‘(2.\.;.»/ Q\J;}) ng.u.d\ CLH\?‘” pa g cddlaxtiall dda i) )mU’J\} ca.cj.uad\

5o 5548 I ga ‘_Aﬁ: tadieall Cile el ubisay 3075 jall (LTI 3‘}@1 Ctuj “gal Llai (C)

558 3 e o sadiaall e jall bt 335 3l GLatuY) 3 jeal allas e 1 OIS 1Y e ()
Nse o sadinall Cile jall ey 3355l GLERLY) 5 jeaY Jlan KE g S 5l
(03l IS 1Y Lag e S 55l 558

}uyﬁjjjh}))ﬁkﬂj\.gju\d\)\d;\ CLLN\@LAAUAJSLL; (A)



UNEP/OzL.Pro/ExCom/52/22

OS5 5K Glo padad) e Glejall Gl 35554 Bl S5l 2 ()
il i e el Al a8 Ao pdl g delid) 8lal galudls LEGAY) 5 Seal s

Osliay 33y 3all SLATAYT 5 eal gl b il o gpdal Clesydie dlae) alh g CwWE L6
¢ odlel TRal o pa g sie sp LS lla JSI i gy L 3 culilull 5 il 5 L sl ST e sl
.aUJi Laile

S 5330000 ccile jall e 557 jall BLETILY 3 jeal laiiul & 5 el & g e dae) tlua gl S

£ 9l Lag

3058 Jlextind A 3Y & 580 dae) Jal Ge b i e cbna sl S AasSa e Al i gy Jand 7
bl Lua gl € dad caly 385 . cle jall Gubies 325l BLITLY) 8 jeal delia pllad (4 51 S 5,508
st 55 N sa e sadinall cile jall (ulian 835 3all BLITLY) 3 jeal 8S o s S 55l 508 A Y
J e e 3adine e yall (i 335 30 (Sliind 5 jeal ol Al gl (ud o5 Al D) sl 8 e S
356 gl g e dalhe desSall oS5 A1 cEl @l GG Ao sian 05 S 558 5,50
dac) Play Luesl S (B agagall 55 S )58 5508 o se e Badieal Cile jall ubiar 324 jall BLATLY)
ey S ool s Bl S s ¢ Al Gafiel (oS 5ol 5 S AISY gl Al
gl ol dal il Laall cllalull g Lae S Ao Sa o cloanie e all (uliiay 53550 Blisiy)
GBLITLY 3 3eaY JUE) A jind aa sl Sy sat Cadla g cle jall Guliiag 535 el SLATLY) 3 3aY o il
e yall (liiag 335 el BLETWYT 3 jeaY Jia 3 ,iny Gl s Lie ) ¥ saa aaad Cile jall i 335 34
b3 A aedy e el ) dals Lad dllie oSy oS sl 5 s 3 e sadiel
Gile jall abiay 304 jall (BLATLLY) B)GA\ Jlad el Jsids ;&Y\ ol iy C.ALUJ s claniall

CO S 5058 55 3 ge o Badina

34/51 S jad aa Lglad cp 5l daeY Jsad Ao Jpandl dal e Lanli aod dma e .8
Oobias 335 je (LA 3 jeal aical dulae A 3 Baa) 5 i daa sl S A Sl (sl o i gy 0ldl
. Laboratorios Chalver de Colombia S.A. a5 ¢ S 558 5,68 J s o sadins Gile all
CVT &5 il ol Apalil) 45,08 (hadd aal 5 Z U Jad Lgals ¢ 2002 ale s 4S540 o2

el 83aa

sliay B35 3e BLisinl 3 3gal (e 3255 113.000 2006 ale coniil 4,80 of Loay il oy .9
Gl OS Las o Jae DIy G Leie Bl o5t ¢ S o5l 50l dse Lo sadies e all
2007 sle Dlds olial Janall 3 s Clgin S5 53 o (g sind) Z U1 il Leia dally

ool Ayl Al il yall duilly 3an 5 61.000 () a2 Y

.(UNEP/OzL/Pro/ExCom/41/29) 2003 sle. cms 15 53l Leelaia) b ikl ot o Gyl diall il |



UNEP/OzL.Pro/ExCom/52/22

() & Claagl axe) g sid) Z LY @S jall
2006 2005 2004 2003
72,000 - 300,000 144,000 | Salbutamol
5,000 10,000 - - | Salbutamol/Ipratropium
15,000 36,000 3,000 6,000 | Salbutamol/Beclomethasone
9,000 3,000 69,000 63,000 | Beclomethasone
12,000 78,000 42,000 - | Ipratropium
113,000 127,000 414,000 213,000 gy g sena

by 33 3l LAY 5 el gladl s S 5 sl 5 6lS aladnud 4 de 3l sl Jsaall chn .10

2006 2005 2004 2003 Saal
0.56 0.80 2.80 2.52 T1=05 8 5058 558
1.65 1.00 5.28 3.56 12-05 S sosb 5,58
221 1.8 8.08 6.08 ¢ senal

ailly diedae Cal ST L(HFA) QU 558 5om ) Ll bad digisale) 8 4S,8) Ra .11
EN ) i ) pliaie L Lad 38 oay .3lond) (8 Ula sasa el OIS 5550 550 () 5l
oobiay 335 el GBLITLY 3 3eaY ABlae e 5 ) Yo U Glad ae gl sale) ddes ol O s

Gl B ) sl 5 dainall G S 5 )18 55K o ge o Badieall e jall

558 5s Jse o sadee e e sall e 33500 BT 35eal )50 Laesd S o) 112

a8 L & cQ\JJ\)S\ e Gl by (;Js.l Y Z\A:u}l\} Q\,p.u;l\ 330 Q\S‘)ﬁ: R.LN\}’ (}I\AAJ cu};‘)s

ool s Sl B¢ A Gualuad e sadiedll (LAWY Heal chaal ¢ i Akl palially Aa3Y
Lokl
v

Il asial) 5 gaiall Adlal cilidad

58S Vs e 0¥ Tl 8 e gl 2.1 DY) AalY g oosbal dae) Gl al ey W13
3058 55 dse e sadins e all (e 33550 Bltinl 3 eal pia 8 Alaiuall O S 40
e 2 200672003 cpbe zUY) 8 de ) G ALY CidaaY i) Gl des) e g L s S
&b o=l 138 Gl e DY) Jige e T35 damidl Claa gl sxe £ sane (e i WS Lo (alisd)
Jsa o sadine cle jall e 33530 Glisiul 3eal 535 ) e cudl o i Caldl zlay)

L) 2 Tl 0a) gias gl (e 33 shae el B ) s S 55l IS

A G )l 5 ynm Wge Jlesind 8 ASHE D5 Cld ge Blay) Lad 4Ly cull .14
dal e sl b e @3 )y L Jlaaiul) 138 (e 2a0 A3 0 58 (o & Gl (f Cps 8 Lealiy) Alaal
Gle pall e (B i (ald gy Y] bad o Ol Ylea) (o ST 558 5oam ) dasail

5




UNEP/OzL.Pro/ExCom/52/22

Dbl Sl Gy @l () 5Sau s aa Cildea ) dala el il 1Y) aey S Al WLl =y
-g sl dae) Pla

Cle bl Gy 335 el GBI 3 3eal @la )y o Clily mdli uibig e Lad Y Gt .15
dga s Adetall AaDU) (e Laadh5 . 34/51 el Gy caldl N (50 S sl 5,508 o se o sadieal e
Laasl o€ (U B2y 50ue 0308 55l gl Mse o sadies je e all (ubiay 33550 LT 3 el
GLatiny) s el e o 4w Al 8 Gl Lad olait gloal gaay L Jsalislla (st IS
oy 835 3all (5 AY) LAY B el 508 gl 5l A ge e adindd) Sle all Gubie 335340
& Al Ca B Y latie (o 3l g0 S 5o 5 S N se e sadiaddl e Cile all

HEPRPS

ANse A Y5 cdisnill pmdiin AN IS GAN Sy Sl Lo (ol o oaill Lginal o Bl & .16
o sadina e e jall ey 835 30 LA 3 eal 85 sy leliiat Cmy AN G0 S 55l 55
30 000 Jskai ¥ dlae g gohall dae) (S 4l i ) DY) Cuagd Gl B gn S 5ol 5K

asl Se g pdiall dacy S A e DY) dpa g Je (s gy ) g ‘é‘)—ﬁ\ BYEN

Il daaial) (3 gaiall Ailal dsa g

dae) il o B R 6 A Ball ce 5 8 edel 53 il e s e .17
La.\\‘*\_\;ﬂ\ up)adsjak\ldjiﬂ\&u;mgwcéf\ )‘)1}&30000(:‘)&@*544&}“&&})“&\
34/51 el il ga (381 55 A gall Claslaall f e ol s

obiay 335 3a)) (BLERLY) 3 el glhad saclial JEDU daadl i) (e yualic faml O s ¢ lanay
O ) Laad 3 L3y Haniy W34/51 Jaal con gar ¢ lainll g5 pdial JalSl) 2iiil) ae i o 5 ccile jall
B8 gia o sS8 o)) Aladie JlE) Ladl i Jal e ddla) Y 5

Sl ¥ 53100 000 scle all Gabian 33 g el LTI 5 jeal (5olaiiud & 5 e Jae) & 5 e t2ig])

£ 9l Lag

86l ) milas disat Jal (e g soba ey Gl sy cdigh daSs e Al (utip o 19
Ak sl Lel ) Adas By L2l B s S 5l 5 ) ol ge o Badiedd) Cle all Guliag 535 3all (GlisinY)
86l qaal (y)sY) sl Ge b 120 Bleid e gl Caly S 58 5 Y
dad Dbty Jlasy o DY) 13a o Laled 20a3 0 Ll gaa i L Cile sall (i 535 GLEELY)
6] pia A Leliie dosas (B ool o Wla digh B cauil plhd o R s 4 Cusy A 3Y)
glall 38 & Jleiad) A3 G5 S sosh 5ol Mge o sadiee clejall (i 5355 @Gl
i 38 Uil 138 (3 (0 pS sl 558 I e Dlgind l adlsl (e psede llall 138y L i g Baelua

2000 ale e el o5 5Y) Sdtin) < 3 e e 700 e ST



UNEP/OzL.Pro/ExCom/52/22

4&})M\ J\ch ;\Ua ({’i‘ L;\5\ 34/51 j‘)ﬁ.d\ A e z\.ulk.d\ Q\A)Lud\ O ;);S cg;udﬁﬁ )9.».’3.1 .20
O S 505l 5,58 3 se o Badine Cile jall (uliiag B3y e Gliiinl 3 ja) aual ClS )l a 4 ) )
C\_uj @wm cu\S)uJ\ PXYY QABJ;\} ‘5%) ¢ Clpla LSJJ C\_uj CALAA:\MJ&)AM;NAE ci\@J\ ‘_g

Aliae lgia Baa) g5 ¢Aially A0e dyihag 4SLe D A 02 ) puall G e e o)l o) 221
10 3 ua¥) 4S5l dpia o) AL da alo Led ially 49.3 dawiy 5 AT saa) 55 (A8l 70 donsy Gila
Nealn) clila 5 Ak ol LiSle Aoy AL 5 ) § pe cadluaall a3 Slauls 7 i ol Jsaadl A%

Laliy) 5l Lok o) Aslal) s PERT Iy S pud
dasd yn 8 (Jlsa Cq.u* dasd yn 8 (Jlsa Cq.u* 1981 &) cp )_u,_,/ b g3 | AstraZeneca Pharma
2006 i 2006 ic India Ltd
8 50 asl 5zl Lad 100 1995 i/ si | Cadila Health Care
u‘ ‘.;/ . ““\ Ltd-
Ll c@\.».a.o AN 100 1993 L;L\J\ ug)w/)m); Cipla Ltd ,
gy dullas) 5 % Ll : | Kurmumbh, Mh
1) @/u}\l« 70 1997 JN) u_,)_w_,/)_,)jg Cipla Kundaim, Goa
T 2000 A4 ¢ 58/ by | Cipla Verna, Goa
3 5,08 a5zl bad 49.3 1990 | GlaxoSmithkline
A 3 / ) Pharmaceuticals Ltd.
JS 5 ,a8 CLu)d ol 100 1993 | Midas Care
if - 75 . Pharmaceuticals Pvt.
ok ng Ltd.
ESTIREN PRI 10 1981 | Natco Pharma Ltd.
)
338 aa g = i 70 2001 | Sun Pharmaceutical
Lisias dan g S sile 7 Industries Ltd.

3\54 d\.a:;'w\ e 2005 (;Lc: b'\LAAS\ bl@J LM\ CL\.N\ :d.u.a; o Q\A)Lu LA.J\ quq.éﬁ uLL\:a\ 22
il e a1 EBAN G sl e all ebiay 335 jel)l SLITWLY) B jeal W) A 0 S 5yl 5 IS
s oLl Jsaall & Ol

Q5S 90s18 guslS I ga dgas (2005) (s sicd) LY s S D
gUdy Uariall (5 5 G
Bagiall FLaiud) B j¢al
cle ll (ubiay

2005 | 2004 | 2003
0.5 2.3 3.6 Midas ae (a8 Jilie zU* | AstraZeneca
Pharma India Ltd.
7.5 4.8 3.0 3aa 5 s 1.2 | Cadila Health Care
Ltd.




UNEP/OzL.Pro/ExCom/52/22

674.0 | 688.0| 573.0 3as 5 (y5e 42 | Cipla Ltd
(Kurmumbh)

Cipla (Kundaim,
Goa)

Cipla (Verna, Goa)

27.6 24.6 29.2 3aa 5 o5 0.8 | GlaxoSmithkline
Pharmaceuticals
Ltd.

29.8 21.3 18.8 3as g U sala | Midas Care
Pharmaceuticals
Pvt. Ltd.

1.0 1.1 33 3aa 5 10.000 | Natco Pharma Ltd.

6.9 7.2 8.3 3aa 5 st 0.4 | Sun Pharmaceutical
Industries Ltd.

74731 749.3 ] 639.2 a5 O sale 46~ g sl

Mine ye 7l ) Jsaall b Lgaal 038 dasill Z Y] ailian (o Lath ad of Lad @l od .23
laliy cl's Astra Zeneca Pharma India Ltd. o s2a)5 4853 Gy ¢S 5o 5,508 dse e
L wati sy lael 5 .2006 (e ¢)5i) Midas Care Pharmaceuticals Pvt. Ltd. & o= ol e
T ) A8 e Jasad B3e e g S 558 )0l o i e U () Jaill Lakadll o3¢] T3a ge s
S ) dpeliall IS saelue i dgl AasSa o s ol i dally il
S oS sl 50l e adine i 2 ) Al 58 il Al saele ) Uit Ll sy

JL e IS i 0 o gen Leilal Tl (3a8a5 (e gl (R

3058 558 Ve o dadine 2 Gl all i 32550 L sl s Y oud o) .24
5058 sona o sadins Gile jall alan 35 je Glitiul 3 jea) Al & plant US55 ellis Wla .5 S
aie JS ally Qg i Al Slasgl) 2] jage bl 8y - Midas Care 5 Cipla Ly G\

(SN (] bl
(2005) <as gh (8 $iaq) Ll yainll A8 and
2270000 | Salbutamol Cipla - Kundaim, Goa

8695000 | Budesonide

40000 | Beclomethasone

34000 | Budesonide + Formoterol

18000 | Fluticasone

615632 | Beclomethasone Dipropionate Cipla - Verna, Goa

4600 | Ipratropium Bromide

1226726 | Salbutamol

1921 | Salmetrerol Xinafote

7480 | Salbutamol & Ipratropium Bromide




UNEP/OzL.Pro/ExCom/52/22

8137 | Salmeterol & Fluticasone Propionate

5000 | Salbutamol Midas Care

20000 | Formoterol + Budesonide

10000 | Salmetrerol + Fluticasone

8335 O sile 13~ | & senal

il lY) Sdaial) 3 gaiall Adlal cilidad

Asa (e (5 )sY) i) ) 38 e ol 700 A8 A 3 ALY 13 g pda) dae) b sl gy W25
3058 5,58 sa e sadine e jall (e 335 30 (Lit) 3 gal aia (8 Alexivaddl (30 S 558 41
Tl e (Ol (8 cigd) (o A0l (aii g Ll A (0 S g5l 508 Jlaaiad gl il s . 5 S
ciladliall K1y oaliaiy) 13) 758 @l 2,58 Y daigly 2007 ale (il Laliaid 5 2004 5 2003 on
LY 3 jeal A€ i 8 sl G ()5S 8 il 4 ¢ QRlAW) 13 of ) @l oaadg ae

cle jall Gabiay 335 34l

el liall ) IS 530 (e Ll 100 duladd) dSlal iy S0 il La) ) kYY) clal .26
3058 55 e e sadine e jall (uler 33506 LI 33y SI Axiid) Laf b wdlel
3¢y Oluladl lailall 433 sl e L Midas Care 5 Cipla ¢S il oda (e U 5 .y 50 S
20 3880 A (e g WSy 0 S 5ol 5) S I e o sadiaall e Sile pall Gl 325 el GlATLY)
Lall Gawedl) 5 ol g laia¥) & cwdd A UNEP/OzL Pro/ExCom/51/39 4adi sl (e (<)

CFC (e 4la (3Lasinl 3 3¢l ) xigh 8 (5l dan G 3¥ana 4S50 A6 LS @l ¢ 3040
HFA 5 CFC alasiuly duil cile ally GLaial) s jeal g0 US 38,80 i (W g 22 2000 ale b
LShia s AV ¥ S5l g 5 sald) e ALl e 5 5 Balll ey Aleladl aldl (e ol
Maiay Y oy () Il Q) AS AN Aas o s A il () sS Ciludall Baale y Lala S Hd & VY
cellly S Camans 1) (S 5ol 55K e

| IV a)@A\)] CL\JY\ st de 3 e Glly e Y ol u\ cg;udﬁ}’ o U8 gh g LA.J‘ L;)S al 27
oeedll Gl gl Slaagll 2o Gua e g S 5ol 9IS Jge oo sadies Cle all (ulie) 3353
OV A B ) gy Lol lailan Al S B i) g0 il Glamy of cpm ey L) Do) wp Al
s o oS ele jall Qe 83 5a BLATMY) 8 0eal el G S sl IS el a3
50518 55l dse o Badiaa ile jall (ulday 305 e BLAT B jeal z U & Teal) de 33 ) Y Baclas

gl (& oS

Al 3 35 pesnd 5 B Slen Il gy "L Cipla <y ezl 508 5558 5518 (30 AN 5ald sills Gl 5 5 Jas) axy 2
31 3 el Al Lgieal e i ) bl s AS,A0 L iy ol ) il ot aadl) GaS s s e JA
(2000 /0o




UNEP/OzL.Pro/ExCom/52/22

38 sie I 5508 gy L gl i<s of odlel 24 5 a0 4 5,5 le ey Laad ALY clal .28
336l Oy e bl Guliay 335 5a) BLATLY) 3 3aY dhddl paliall Qe Ll xgl 4 W
s Glae lealil) W om0 0 S 5ol )8 o sadinadl e Gle jall (ubia 335 3 GLasLY)
70.000 o3 U8 Jisai (s sima 2 ) Ky g oodall dae) b ondlin Cuadly L@l 850 s

‘“éf\ JY)J

Ghlie & 48] wiladd de pe LY S8 20l Tyl 4 (it coldl clzsid) Da .29
Jsa o 3ading e pall Guliiay 325 3a (Bliiind 3 jeal cilatiad saaell Galaal) 5 caldl L sacliie 4 jaa
sl Gl Gy linall Zadisal) ANy spanall A Gal a3 Glo s gm S sosl 5K
Ceay ol 5 sl Jy sl (5 ghosa gl daely pas o e o s il dae) dlee A Baclill
Lmal) Cilgall ui UAJSL’M ct))ﬁm&\ dac) Bweaeé\.laﬂ\ am\j:\.uw“\ Aalac c«\‘);}.v‘;».as.a‘*\;ﬁj\ ui

Lol 0 oS JEY) o 5 cAplard) agd

Il daatial) (3 gaiall Akl da g

dal el e 438 sally el & sl Ll e a8 el 30 )5 cladail ¢ s e .30
Sy odel 1 Jsaal 8 cdl sl oo Sid Y50 100 000 fll Qo saill (5 gias & 5 p8all e
34751 el colilhiial 438 ge dadiall e sleal) S 1Y S5 o 8 Ll Zaalll e

aealy e jall Guliay 303 SLatuY) 3 jeal gl saclud Jlanl Lad jid palic il 48d )
Jsd cllia &8 o) aily ladl 30 Cad jaays 234751 jaall Gy oo i) ¢ o pdall JalS) il
L Uadll 13} Aliaiie JUES) Gladd) i dal e 5 3

10



UNEP/OzL.Pro/ExCom/52/22

Annex |
S Gl
(rmagall G adl Baad g3l
‘ kb agas £ gpdall jasa
ey geali : saia) )
(i) Baaniall
(o 5) ‘
; (Sl Y 53) (emmasal Domil Jal (e il Lggle (381 50 llaa
403,100 1993 5 saifadl gt () Ala
270,000 1998 3/ e ¢ Al Ala al
270,000 | 2000 e/ N1 05 ¢ A s el
351,000 2004 5 saif4d 51 tdadl ) Als yall
1,294,100 g e
351,000 (S el Y 59) (Aseldd) Als jal)) aaaill o glladl) aluall
351,000 (S el Y 59) Aesd Al Als yall A8 gall 4y o gad) aldl)
26,325 (S ad Y 9d) A 3atlse IS
377,325 H((Sodl Y 53) ol aaxiadl (5 saiall Londlly e dll As pall ¢ sl 3y i) RS & gane
Gihe & | V50 12 1 jmasy Ausalall A el ¢ pusnasall 5o 5all Aaii (50 S 558 5l A3 e Alalaall 480
(05 sY) A & ) e bl) &S/ S sl
1994 5 s/l 52 tg kil zeali yd) e Aal gl o )
10,861.6 it < 58 e ibal) (1993) okl el e dlaall (55 50U Badiiusall o sall g
(0s55Y)
2,076.9 (s sy) i i Ha e i) (2005) 5 oM saiiiuad) U salll (e dlie $Dlgiul Eaal
1(0s0sY) At < 8 (e Glidal) A0 Aaalall 3 gall QYY) Jad DG
10,525.8 (1997-1995 Jaas) (52 35l 558 3 5a) sV de sendd) call 3540 ()
213 (1997-1995 Jixa) (b slla) Zolill e pandll Call G 5l ()
411.6 (2000-1998 Jaxs) (05281 23551 ol ) A5l e sanal) ol B8l ()
32.4 (2000-1998 Jana) (Jsisal a5 5 51S) LMY de ganall sl Gl (3)
711.6 (1998-1995 Jias) (Jiisall daas 5) sla (3 pall (—a)
(0¥ il 38 e i) (2005) A6 U dxalad) 3 sall @Dlgind sl
967.2 (U328 o588 558 Y se) (Jds¥le sanall all G, (1)
3.0 (b slla) Al de ganal) all (38 54l ()
0.0 (05280 258wl ) Aall e genall oLy 3340 ()
0.0 (Sl a8 5,51S) LAY de gandll £L 38l (9)
259.5 (el 205 5) ela 3 5l (—2)
847.2 (058 558 558 5508 3 5a) A5V de pondll aim GE5A ()
90,926,718 (S0 Y 5) e il ade 33l sa)) AL
69,356,952 (Sid Y 59) (2007 )]s i) o s yomd) aludl
12,441.1 2 sy) i i Ha e olil) A DU 95 S Bkt " ga
11,116.7 (s sy) At i Ha e glidal) (2007 I/ eole fl) A e g5 S Badie 3 ga
L)) Lall lgle gty Al il s 1) ja e .1
e (38 gal) Adlal) N A
(cSaal N 99)
85,134,468 i i e 5 ae | ()
1,443,028 T
4,349,222 LJL&I\uY\ ‘)55 A_ILQJJM\ e Sl Br-x) c._\...u.\:\ s‘\:}.\s:i 3ac La u_\\.cj)ﬁm .J\.J.c! (()
90,926,718 & sanal




UNEP/OzL.Pro/ExCom/52/22
Annex [

o> el A

8 gma Al gl (y55Y) Ban s leal g eyl panesall ol £ g pdie (e ) As sl P& 2
dasSa cnds Jlstise JsSsign cnser A Al Jlaall JEeY) Gaisd dal (e deal) dails
olia¥) Ciail Al aladiud el My g5sY) didh Ales ) aag A Jle) Jiod
Baitisall o gally V) A jd O jleall Lalige (i JleS) Loay dda el oda Cangd M5 .5 ) sl
Gyl S5 e s et Fse 5 yoas ) ol Y 8y el AaiSd s o)
sl ol sed oSy 2l AL ) AmeadS Climasll Gy paldd) g ladll ae daliine ) 4lie
sl @b del 3l plad 4 Clmaall g ELETROS — 4 3id)l & 5a¥) dmen s (AABRAVA — &1
« "OZZY OZONIO' sl L ,5 fam 5 Liad ot ¢ fe 5 Al Lad 3y 030 a5
Ll e Laf ey il 385 4051 ¢ ks 48,5 olld 3 Ly cAilide il (g (paainse o e Ty
Bah ALt Ll il 25 205501 oiid e et Tl U oo (5 Al Ladle] 3 g canl
b By il s cJlsiise IS5 n oo paoe mall aaly Gl g lae (B 05)sY) B

C55s0) Ak Lhea (e e sben asent) Lala 5 e laliie

Szl ddas

Ui e el Al Josd i il sl el (e Aadil sl ALl P 3
iy 2007 e ALK A 31 Ginty I o er33 ) Tk Tolom i pge o 35300 ot Lgiom
£55 Lond ALl 30 A s s oty il 34500 Jime o ) Ol ol
@ LSJ\A.\S‘) ‘g‘).ud\ ) L;’cu.'é a0l C)\.a.a.u.u\ N e el o L) ;'a-\.\.ul} ¢ il 3ale) 5 2l YY) <yl
Slo plaa¥) Kb ol e ey gnS 5ol 55 Dlgiud e el Glsiue Lgal Il Ghiia
%uﬁﬁ;);&&;);&is\yﬁ)ﬁﬁdb\ )S\JA@CMY\CLJ;“QP&M\ c-‘}gj\ u:\.\s'ﬁt\.bs
('.\QJ:X Ale jall ey 335 3l BLATILY) B)@A.i Jlania) e Aliade iladiul 4u) 53 &) s ;'aﬁy 5yl oda

i3 e sall Gdies 35 3l LI 5 eal aia 3 sS 5s 5 s 3 ge Jlenid Ala

3l 33580 4037 Lsagl s

S8 Jasa9 £l jasa

e s 3aana) S

(Sl Y 59) (el Daomil Jab (e il Lgle (381 50 dllae
317,790 1994 H3/0 e S5V Ala yal
212,000 1998 )3/ e + 3l Al ol
212,000 2000 )3/ ke + Y Ala )
275,600 | 2002 S (5 e i cdad ) Als el
275,600 2005 G/l ¢ Fanalal) Al )
1,292,990 & sl

275,600 S al Y 59) (Aasaladl Als yall) aaaill o sllaall il

275,600 (S el Y 5) Aalod) Als yall A gall 4y o gl adadl

20,670 S el Y 53) DS 3ailie CaSS




UNEP/OzL.Pro/ExCom/52/22

Annex |

296,270 1 Soal Y 53) Ll Sl (5 gaieall Apwlly cdalod) A ) i) ) S 6 gane
Gibe e | Y53 12,1 ey dabial) As el snasall 3 5aill dais 58 5518 550 A3} (e Alalaall e8]l
; (oY) St )8 e akal) S/ S sl
1994 )\l e tg kil zald yd) e A8 o) &y )0
1,973.6 | slasiad < 58 (e olibl) (1992) okl mabipdl 8 aie il (5500 saiiiud) " sal) Dl
(0355Y)
709.3 205y i) 58 e ldl) (2005) (5500 saitiad) M sall 4 i $Dlgind dial
2(0s0sY) At < 8 (e Gldal) A0 Aaalall 3 all (el dad DL

2,208.2 (19971995 Jiad) (058 558 551 3 ) 1 de sanall call @il (i)

187.7 (1997-1995 Jaas) (cilisha) 2 de sanall Call (3 5a)) ()

6.1 (2000-1998 Jaxa) (052081 21,58 ail ) 2 Ao sanall oLy 3840 ()

0.6 (2000-1998 Jias) (Jiisall a8 555K) 3 de sanall 21y Giall (3)

110.1 (1998-1995 Jaae) (il a5 ) el Gyl (=)
(0¥ il <, e i) (2005) 461 dxalad) 3 sall @Dlgind sl

556.9 (0 S 558 505 V) 1 de sanddl alf 33 ()

0.0 (lislla) 2 de ganal) Calf (38 4l ()

0.3 (032080 25wl ) 2 A sanal) ol B3 (2)

0.0 (Sl a)585,505) 3 Ao sanall by 3840 ()

0.0 (el 205 5) ela 3 5l (—2)

152.1 (O S 558 5)58 5,00 Y sa) 1 A sanall an 38500 ()
21,009,985 (Sl Y 59) e s yiall ade il gal) alidl
14,830,664 (Sosd Y 59) (2007 /s je Sin) Cag pemall ilaal
1,861.3 (050sY) i) ¢ )08 e lilal) 453U 5 550U Badiie 3 g
1,042.0 (000 il ) )38 e k) (2007 3/ le g sti) A e 5350 Badtie 3 5e
L)) Lall) lgle ity Al il s 1hisl) ja e 4

Lle 8 gl Al FINCTN SN
(Saa Ns9) ;
18,646,360 i i cle gk | (1)
1,445,921 fmiie S | ()
917,704 A jliny) e le g pdall e @l e g )X A8 3acbus (e 5 e dae) | (2)
21,009,985 g saxal

o> el A

Jasdl Al Il (55 55Y) Ban s Calial 5 claa o o1 sssgall 3 5al) £ 5 3 (e dusalald) As el (PUA .5
Juiey) Al gas Al daing . Jb Sse JsS5is 0 e AU Al Jolaall JEY) 3dad Jal (e
i 3 Ty 2005 e s SIS il 55 O S 5osl 558 M sa (e Al 50 (sl ol YL
DBY) Gt LiegdsS dasSa cilial g dlayall o2 a5 22007 ale @D (sl JUaaU dlds
Agal Y1 Ay jlenu) Cile 5 piiall maldll Gl Laad cilial 55 6053500 Baitiua) 3 sall A ) acal )
ouial Lo el Ll S) e o lid) ae 2l dyia gl A YD Adad Slagg el A YD Ad e Te e
i) Ol ety o shaliall Calide b laadll g Uadl Juadl agd e J seand) s oy pmll i) (s
Bany S ¢ ARL dalpal 8 osalall Goay 030U saitiuall 3 el DY Juadl A5, sty




UNEP/OzL.Pro/ExCom/52/22
Annex [

sl s ¢ canaall g Al /35 e (Adlad) due gl Adadil 3 Jlae G T ddadls dpkh ) 5 6Y)
celladl 55V o sa JlEaY 5 cdalal

)Y sy G Al OV ¢ Aala el Lne sl s cnsall el e dualad) A pall ()5S .6
Lgian 5 Aol 53 clisa sl S A S (o Ala el 028 DA 512009 4les e 0528 558 5518 Y sal ALISY
ibd (e e 3aS Glead)) gl b i oy il dadl) ddsiul glazas ied A ooyl Akl
Olarivadd) gl 8 Alaiily g ooyl LAY o3 acy M S HURY) 3ens gl A5
Ada gl AV Y Adad Andl 25 iungnn s g2 55 00550 Bakiiusall M sally Jlat) iy a5 il
Ll Lae sl o€ ixin s yall 020 (Play LGl A4S 8 5V glacal b )l Guadll 91 e ddal o
sl oS Lmitie oDlgal) e 58 Slelhd b 500 saitiadl 3l A3Y Cladl )

(g il & g phe 280 o a5 Jaxin Cas 50 S



UNEP/OzL.Pro/ExCom/52/22
Annex 11

S (3 5l

rgal) a5l e g e pant clilee Gldy 43dn Aall) Wie ¢ e 5
Cpadd) g (AU £ Ladial) ) dalial)

a3l

(o) prmsall 5o5anl g 5 e et il e a3 () GlSD) ) gl Aalll casl ;L
eyl ) Als el 385 G AL ) Akl 0535V Baa s Letlia 5 Jleall < jaiall el aa cilaal
558 5518 Y sal eSSl (s A Jalod) ai)oal o Nl e 4l sl il Gald g g
O555Y) i) ) 8 e b 477.8 (A 1999 ale (s)sY) i @l )3 e ok 8.052 e 12— 5 S
e g phe 2id B 00 Load il Laalll cudaady A5G Gawedll (ddd (50 Jae a5 <2006 Hle
(e gl b Al JleS) @l 8 Lay o550 Badtiesall 3 gall dpunsi I D) cilellad b 4 5Y)
Ll coavid LS gl s Ayikagl A1 Alad an sy leddl) gl b Alil) Al seg
¢ dJod dassa Jeal 8 0 Leldl e el s dplal Als el DA W et e Ja ol e sSa bl
oandty el Wl s (aady deal 55 s OnS zlah Asaad Leihadl i oflealdl Gl A

O30S 558 5,58 Y sl

a3l 58

clasa sl Sl el il g g pde paat s pe 38 o3 el & Adanl) Aall sl L2
s yall 285 PR el &) duhgl )Y saa L ) 3 leadl Gl kel el e claal
& el 50 [andas Jlas) dal e Le o) oS a5 208 ald ¢ gi dphanl) Dall) Gl ddlal
e Blisll 5 2005 ale s S0 06l adl ) Uil (8 2500 85 115 (0 S 558 96l ) sa Dlgiud
Aol Al calaaly A decalad) 3 sl 28K Ay Caes S A3l Jglaadl 2006 ale JEaY)
Gy Ly e300 Baitiveal) 3 sall G I DLW Glelhd & A Y Cle g b 288 35 L
iaud gy dgh )l A Y Adad s gay ALadi) Alal gay gssle N gl b aalad) QA g il JLS)
P @i o luagd € daSs 4000 Lall Ciadialy . callY) dall Jeocail Jl 5€) )
£lais Ana el Lihatil 245 (a3 Cpiid) P el o€ Joal 5 oo Leled e el 5 (A sl

LU S 558 558 Y se (] AN Ll siue Glaa s Jual i Ll 5 ¢ aS






EXECUTIVE COMMITTEE OF THE MULTILATERAL FUND
FOR THE IMPLEMENTATION OF THE

MONTREAL PROTOCOL
(52" Meeting, 23 — 27 July 2007, Montreal)

2007/ WORK PROGRAMME AMMENDMENT
OF THE

UNITED NATIONS DEVELOPMENT PROGRAMME

Request for Project Preparation and Non-Investment Projects at the
52" Executive Committee Meeting

Submitted 28 May 2007
Revised 21 June 2007






2007 UNDP WORK PROGRAMME AMMENDMENT

52" Executive Committee Meeting (23 — 27 July 2007, Montreal)

This Work Programme document contains all non-investment and project preparation programmes
that are being requested at the 52" Meeting of the Executive Committee. These requests amount to
US$ 756,600 plus US$ 56,745 of support cost, as elaborated upon below.

1) Institutional Strengthening Renewal Requests.

The following Institutional Strengthening Renewal Requests are

meeting of the Executive Committee:

being submitted at the 52

Nr SUPPORT
COUNTRY TITLE ODP BUDGET COST TOTAL

1 | Brazil Institutional Strengthening Phase V 351,000 26,325 377,325

2 | Colombia Institutional Strengthening: Phase VI 275,600 20,670 296,270

Sub Total Institutional Strengthening Projects 626,600 46,995 673,595

Documents for the IS Renewal Requests have been submitted separately by UNDP.

2) Requests for Technical Assistance Projects.

There will be no submission of Technical Assistance Projects to the 52" Executive Committee
Meeting.

3) Requests for Project Preparation in the Refrigeration Servicing Sector.

There will be no submission of Project Preparation Funds for the Refrigeration Servicing Sector
to the 52" Executive Committee Meeting.

4) Requests for Activities in the MDI Sector.

Nr COUNTRY TITLE BUDGET SUCPgéDTRT TOTAL REMARKS
1 | Colombia PRP for MDI Investment Project 30,000 2,250 32,250 | Details in Annex 1
2 | India PRP for MDI Investment Project 100,000 7,500 107,500 | Details in Annex 2
Subtotal PRP-Proposals (Other Sectors) 130,000 9,750 139,750

Project preparation requests listed above are related to the development of investment projects
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for Metered Doses Inhalers (MDIs). Funds would be used for international consultants, national
consultants, stakeholders workshops and sundries. Based on precedent experience the level of
funds requested for PRP activities for MDI is higher than the level of funds requested for PRP
activities in other sectors due to the level of fees for international experts on this field, which is
higher than in other fields due to its very specialized nature. In the case of India there will be
seven companies involved in different cities, for this reason the level of funds requested is higher
than in the other two countries.

Detailed information required to submit these preparation activities as per Decision 51/34 of the
Executive Committee is available in Annex 1 (Colombia) and Annex 2 (India).



ANNEX 1
COLOMBIA MDI

Justifications for the need to receive assistance by India for phasing
out of CFC in MDI sector as required under decision 51/34 Para (c).

Colombia became aware of the CFC consumption in the MDI sector after the approval
of the National Phase Out Plan in 2003. During the collection of data undertaken for the
preparation of the NPP, the company Chalver consuming CFC in the manufacturing of
MDI was not identified as it had recently started production and it was not very well
known as a MDI producer yet. By the time the company started to establish its
production line of MDI (2001 - 2002), HFA technologies were not available in
developing countries, only few companies in Article 5 countries had developed this
technology. Since the confirmation of the CFC consumption in the MDI sector in
Colombia by Chalver, this consumption has been yearly reported to the Multilateral
Fund Secretariat as part of the Country Programme Implementation Report.

Chalver is the only local company manufacturing CFC MDI in the country.

The adaptation of HFA-based MDI propellant technology in developing countries is a
recent phenomenon and has not yet been fully deployed. It would take about 2-3 years
to fully convert from CFC-based MDI to HFC-based MDI technology (including the time
taken to register and launch the final approved and reformulated product in the market).
The industries are not fully equipped to transit cost-effectively from CFC-based MDls
within the timeframe available, especially against the background of rapidly growing
demand.

In view of above, the Executive Committee may be requested to consider Colombia’s
proposal for project preparation funding in light of the paragraph 1 and 2 of Decision
XVIII/16 of the 18" Meeting of the Parties (MOP) and Decision 51/34 of the Executive
Committee.



Information as required by the Executive Committee (ExCom) under

its Decision 51/34 (Para C)

Name of nationally owned CFC-MDI manufacturing facilities, the date when the CFC

production lines were established and the production capacity of each production line

BASIC INFORMATION

Name LABORATORIOS CHALVER DE COLOMBIA S.A
I.D. 890.203.194-1
Address Av. 68 No. 37B —31 Sur

production line

Date of establishment of the

There is one production line established in the year
2002

line

Production Capacity for each

The operational capacity of the production line is
between 2000 and 3000 units/hour.

Type of CFC-MDI products manufactured, active ingredients used, annual production

output (units/year)

Rharmaceutica Active Ingredients | Propellant used A Frdueen
| Form 9 P 2006 (units/year)
Aerosol Beclomethasone Diclorodifluoromethane
) . . 9,000
Nabumex Dipropionate Triclorofluoromethane
Aerosol Ipratropium Diclorodifluoromethane
. . . 12,000
Aspromio Bromide Triclorofluoromethane
Aerosol Salbutamol Diclorodifluoromethane
) . 72,000
Airmax Triclorofluoromethane
Aerosol Salbutamol+ Diclorodifluoromethane 15.000
Oxitone Beclomethasone Triclorofluoromethane '
Salbutamol+ Diclorodifluoromethane
Aerosol . .
. Ipratropioum Triclorofluoromethane 5,000
Salpromio )
Bromide
Aerosol Budesonide Diclorodifluoromethane
) 0
Inflabon Triclorofluoromethane
Aerosol Fluticasone Diclorodifluoromethane
. 0
Frudexan Triclorofluoromethane
Aerosol Formoterol Diclorodifluoromethane
(Undetermined | Fumarate + | Triclorofluoromethane 0
) Budesonide
TOTAL 113,000




Growth patterns of CFC- MDI production over the past three years

Pharmaceutical Annual Production (units / year
Form 2003 2004 2005 2006 2007 (%)
Aerosol 63,000 | 69,000 | 3,000 9,000 .
Nabumex
Aerosol
Aspromio
Aerosol
Airmax
Aerosol
Oxitone
Aerosol
Salpromio
Aerosol
Inflabon
Aerosol
Frudexan
Aerosol
(Undetermined)
TOTAL | 213,000 | 414,000 | 127,000 113,000 61,000

- 42,000 78,000 12,000 12,000

144,000 | 300,000 - 72,000 40,000

6,000 3,000 36,000 15,000 6,000

- - 10,000 5,000 3,000

Production levels have decreased due to import of CFC MDI from India at very low cost levels.
Laboratorios Chalver is the only national producer of MDls.

The MDI produced in 2004 has the following distribution:

Amounts Percentage Market
265.000 Units 59.15 % Nacional Market
183.000 Units 40,85% Export to other

Article 5 Parties.
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Consumption in the sector has accordingly been reported as part of the CP implementation
Report submitted to the Multilateral Fund Secretariat as follows:

V.

Substanc 2003 2004 2005 2006
e

CFC 11 2.52 2.80 0.80 0.56

CFC 12 3.56 5.28 1.00 1.65

Total 6.08 8.08 1.80 221

Whether any of the CFC-MDI manufacturing plants were contemplating alternatives to CFC
MDIs and what those alternatives were

Laboratorios CHALVER is considering undertaking the retrofit of the production line in order to be
able to produce HFA MDI. As part of this process the company has expressed particular concern on
the development of the HFA formulations. The company has not been able to undertake the
conversion to HFA MDI for several reasons, the first one that it does not have the corresponding
formulations, the second that the new product would have still a higher price in the market and the
company has already reduced its production due to competition with CFC MDI product imported a
very low price.
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V. Each production facility plans for phasing out CFC consumption

Production Line Plan to eliminate consumption of CFC Time Cost
Linea 1 Retrofitting of certain line components in | 2-3 To be determined
Pamasol mixin order to be able to produce alternative years depending on

. 9 HFA MDI drugs equivalent to the CFC alternative
vessel filler, crimper. .
MDI drugs currently produced. formulations

The necessary changes for the conversion to HFA will consist mostly on modifications to the production
line, mainly the change in the dose pumps and the filling head.. It has not been determined if a new
vessel is required, and this will depend on the formulation selected during the preparation of the project.
In addition to the incremental capital costs mentioned the company will incur in costs for the development
of the new formulations and developing of the HFA products based on the formulations. The company will
require assistance from a technology provider to develop the new products, but will not have to outsource
the whole process as it has adequate laboratories to undertake part of the development activities,
reducing costs.

VI. The number of non-CFC MDIs and dry-powder inhalers sold or distributed within the Party,
by active ingredient, brand/manufacturer, and source

The company is not producing HFA MDI medication and has not reported any production of Dry Powder
Inhalers. Multinational companies affiliated to IPAC have reported imports of the alternatives below,
however the volume of imports is not known yet:

HFA MDI Beclomethasone DP.
DPI Budesonide

DPI Budesonide & Formoterol
DPI Fluticasone P.

HFA MDI Fluticasone P.

HFA MDI Fluticasone/Salmeterol
DPI Fluticasone/Salmeterol
DPI Formoterol

DPI Salbutamol

HFA Salbutamol

DPI Salmeterol

DPI Terbutaline

The information available on imports is presented inthtable below:
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Ingrediente

Inhaladores de dosis

activo Fabricante Propulsor medida importados/afio
2003 2004 2005
Salbutamol Glaxo Wellcome Triclorofluorometano, Diclorofluorometano
Micronizado Mexico S.A. De C.V. 173,799
Salbutamol Cipla Limited Monofluorotriclorometano, Diflurodiclorometano 204.430
Salbutamol Mckesson Difluorodiclorometano, Monofluorotriclorometano 288,646
Salbutamol Merck Difluorodiclorometano, Monofluorotriclorometano 300,497
Salbutamol Medyspray Difluorodiclorometano, Monofluorotriclorometano
Laboratories Private 90,953
Limited
Salmeterol Glaxosmithklaine Difluorodiclorometano, Monofluorotriclorometano 40077
Bromuro De Mckesson Difluorodiclorometano, Monofluorotriclorometano 92171
Ipratropio '
Budesonida Laboratorios Biogen Difluorodiclorometano, Monofluorotriclorometano
De Colombia S.A. 44.166
(Importador)
Budesonida Boehringer Ingelheim Difluorodiclorometano, Monofluorotriclorometano 148,787
Micronizada International ’
Propionato De Glaxosmithklaine Difluorodiclorometano, Monofluorotriclorometano
Fluticasona 60 423
(Micronizado)
Bromuro De Mckesson Difluorodiclorometano, Monofluorotriclorometano 56.841
Ipratropio '
Bromuro De Cipla Limited Difluorodiclorometano, Monofluorotriclorometano 41336
Ipratropio '
Beclometasona Laboratorios Aldo Difluorodiclorometano, Monofluorotriclorometano 12 634
Dipropionato Union S.A. !
Beclometasona Cipla Limited Monoflurotricloro Metano, Diflurodicloro Metano 40,510
Dipropionato '
Bromuro De Boehringer Ingelheim Tricloromonofluorometano,
Ipratropio Do Brasil Quimica E Tricloromonofluorometano/Diclorodifluorometano/1, 317.655
Farmaceutica Ltda 2-Diclorotetrafluoroetano
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ANNEX 2
INDIA MDI

Justifications for the need to receive assistance by India for phasing
out of CFC in MDI sector as required under decision 51/34 Para (c).

India became aware of high CFC consumption in its pharmaceutical MDI sector in 2006
while collecting information for preparation of the country program progress report for
2005. The CFC consumption in 2005 was reported to the Fund Secretariat. Further, in
response to the Secretariat’'s questionnaire circulated during the network meeting held
in Colombo during 4-8 December, 2007, the detailed information was sent to the
Secretariat. Based on the information, the MLF Secretariat had prepared the document
no. 51/39 for the consideration of the 51°' Executive Committee meeting.

Constraints on accurately establishing consumption

Due to the rapidly rising demand for MDI products due to the growing incidence of
asthma and related diseases with significant public health and social implications, the
consumption of CFC-based MDIs has grown quite significantly. At the time of approval
of India's NCCOPP, the estimated consumption was not significant and therefore it was
considered by the Government not to seek additional funding. However, presently, with
more accurate estimates of consumption, which is significantly high (over 700 tonnes
annually) and consequent implications/challenges for the health services in the country,
and due to the technological and financial constraints for cost-effective conversion to
HFC-based MDI technology, the Government now seeks the assistance of MLF in
addressing this consumption.

Technology constraints

The first HFC-based propellants for MDIs were developed only in 1995 and the
technology was established and made commercially viable by 2000. The adaptation of
HFC-based MDI propellant technology in developing countries is a recent phenomenon
and has not yet been fully deployed. It would take about 2-3 years to fully convert from
CFC-based MDI to HFC-based MDI technology (including the time taken to launch the
final approved and reformulated product in the market). The industries are not fully
equipped to transit cost-effectively from CFC-based MDIs within the timeframe
available, especially against the background of rapidly growing demand.

The high consumption of CFC in MDI sector and looking at possibilities of its increase in
future years would result in potential non-compliance for India in 2007 and future years.

In view of above, the Executive Committee may be requested to consider India’s
proposal for project preparation funding in light of the paragraph 1 and 2 of Decision
XVIII/16 of the 18" Meeting of the Parties (MOP) and Decision 51/34 of the Executive
Committee.
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Information as required by the Executive Committee (ExCom) under
its Decision 51/34 (Para C)

Name of nationally owned CFC-MDI manufacturing facilities, the date when the CFC
production lines were established and the production capacity of each production line

Percentage

Name of the MDI . Date of . .
S. No. Manufacturers of Natlon_al Establishment Production capacity
Ownership
1 AstraZeneca Pharma India 10% Nov-81 Production at own location
Ltd. until 2005. Since 2006
products made on loan
basis at Midas Care
2 Cadila Health Care Ltd. 100% 15-May-95 1 production line with 8
million units/year
3 Cipla Ltd., Kurmumbh, Mh 100% Nov-93 3 production lines each with
20 million units/year;
Cipla Ltd., Kundaim, Goa 100% 17-Oct-97
1 production line with 10
Cipla Ltd., Verna, Goa 100% 11-Jan-00 million units/year
Total: 70 million units/year
4 GlaxoSmithkline 49.3% 1990 1 production line with 3
Pharmaceuticals Ltd. million units/year
5 Midas Care Pharmaceuticals 100% 1993-94 2 production lines each with
Pvt. Ltd. 7.5 million units/year
Total 15 million units/year
6 Natco Pharma Ltd. 70% 1981 1 production line with 3
million units/year
7 Sun Pharmaceutical 100% 2001-2005 1 production line with 2

Industries Ltd.

million units/year

14




Type of CFC-MDI products manufactured, active ingredients used, annual production output

(units/year)

Pharmaceuticals Pvt. Ltd.

2.Budesonide
3.Cicllesonide

4. Fluticasone

5.Formoterol

6.Formoterol + Budesonide
7.lpratropium Bromide

S.No. Name of the MDI By Active Ingredients Annual Production output
Manufacturers (unit/year)
1 AstraZeneca Pharma India | 1.Budesonide Products manufactured on
Ltd. 2.Terbutaline Sulphate loan basis
CFC Consumption:
2003: 3.4 MT
2004: 2.3 MT
2005: 0.5 MT
2 Cadila Health Care Ltd. 1.Budesonide BP 1.2 million units/year
2.Budesonide BP + Formoterol Fumarate CFC Consumption:
3.Formoterol Fumarate 2003: 3.2 MT
4.lpratropium Bromide BP 2004: 4.9 MT
5.Salbutamol Sulphate IP + Ipratropium Bromide 2005: 8.1 MT
6.Salmeterol Xinafoate + Fluticasone Propionate
3 Cipla Ltd., Kurmumbh, Mh | 1.Beclomethasone Dipropionate
2.Beclomethasone Dipropionate + Salbutamol
3.Budesonide
4 Fluticasone Propionate
5.1pratropium Bromide
6.Salbutamol
7.Salmeterol Xinafoate
Cipla Ltd., Kundaim, Goa 1.Beclomethasone
2.Beclomethasone + Salbutamol
3.Budesonide
4.Budesonide + Formoterol
5.Fluticasone + Salmetrol
6.Formotgro| . 42 million units/year
7.lpratropium Bromide o
8. Salbutamol CFC Consumption:
9.Salmeterol 2003: 573 MT
- - - 2004: 688 MT
Cipla Ltd., Verna, Goa 1.Beclomethasone Dipropionate 2005: 674 MT
2.Beclomethasone Dipropionate + Salbutamol
3.Budesonide
4 Fluticasone Propionate
5.Formoterol Fumarate
6.lpratropium Bromide
7.Levosalbutamol
8.Salbutamol
9.Salbutamol + Ipratropium Bromide
10. Salmeterol Xinafoate
11. Salmeterol + Fluticasone Propionate
12. Sodium Cromoglicate
13. Tiotropium Bromide
14. Tiotropium Bromide + Formoterol Fumarate
4 GlaxoSmithkline 1.Beclomethasone 0.8 million units/year
Pharmaceuticals Ltd. 2.Salbutamol CFC Consumption:
2003: 29 MT
2004: 25 MT
2005: 28 MT
5 Midas Care 1.Beclomethasone 2 million units/year

CFC Consumption:
2003: 18.8 MT
2004: 21.3 MT
2005: 29.8 MT
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8.Ipratropium + Salbutamol
9.Salbutamol

10.Salbutamol + Beclomethasone
11.Salmeterol + Fluticasone
12.Sodium Cromoglicate
13.Terbutaline

14.Tiotropium Bromide
15.Tiotropium Bromide + Formoterol

Natco Pharma Ltd.

1.Beclomethasone
2.Salbutamol

10,000 units/year
CFC Consumption:
2003: 3.32 MT
2004: 1.08 MT
2005: 0.98 MT

Sun Pharmaceutical
Industries Ltd.

1.Budesonide

2.Budesonide + Formoterol Fumarate

3.Fluticasone Propionate

4 Fluticasone Propionate + Salmeterol Hydroxy Napthoate
5.Salbutamol

6.Salmeterol Hydroxy Napthoate

7.Tiotropium Bromide Monohydrate

8.Tiotropium Bromide Monohydrate + Formoterol Fumarate

0.4 million units/year
CFC Consumption:
2003-2004: 8.3 MT
2004-2005: 7.2 MT
2005-2006: 6.9 MT
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Growth patterns of CFC-MDI production over the past three years (2003-2005), based on
consumption of CFC in MDI manufacturing, are indicated in the table below. It is noted that as
CFC consumption differs in different formulations and among different industries, the “units
of CFC-MDI produced” without being properly verified by the Ozone Cell, do not truly reflect

the demand on CFC and thus the CFC phase-out efforts required.

Name of Companies Quantit;ll\ﬂtgl(lljljgju(xi'l('))nused for
2003 2004 2005
AstraZeneca Pharma India Ltd. 3.6 23 0.5
Cadila Health Care Ltd. 3.0 4.8 7.5
Cipla Ltd 573.0 688.0 674.0
GlaxoSmithkline Pharmaceuticals Ltd. 29.2 24.6 27.6
Midas Care Pharmaceuticals Pvt. Ltd. 18.8 21.3 29.8
Natco Pharma Ltd. 3.3 11 1.0
Sun Pharmaceutical Industries Ltd. 8.3 7.2 6.9

Growth patterns in graphical representation for each plant.
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MT of CFC used

Cipla Ltd
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V. Whether any of the CFC-MDI manufacturing plants were contemplating alternatives to CFC
MDIs and what those alternatives were
S.No. Name of the MDI Manufacturers Alternatives to CFC MDIs by active ingredient
using HFA

1 AstraZeneca Pharma India Ltd. NIL

2 Cadila Health Care Ltd. NIL

3 Cipla Ltd., Kurmumbh, Mh NIL

Cipla Ltd., Kundaim, Goa 1.Beclomethasone
2.Budesonide
3.Budesonide + Formoterol
4.Fluticasone
5.Salbutamol
Cipla Ltd., Verna, Goa 1.Beclomethasone Dipropionate

2.lpratropium Bromide
3.Salbutamol
4.Salbutamol + Ipratropium Bromide
5.Salmeterol Xinafoate
6.Salmeterol + Fluticasone Propionate

4 GlaxoSmithkline Pharmaceuticals Ltd. NIL

5 Midas Care Pharmaceuticals Pvt. Ltd. 1. Formoterol + Budesonide
2. Fluticasone
3.Cicllesonide
4.Salbutamol
5.Salmeterol + Fluticasone

6 Natco Pharma Ltd. 1.Beclomethasone
2.Salbutamol Sulphate

7 Sun Pharmaceutical Industries Ltd. 1.Cicllesonide
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V. Each production facility plans for phasing out CFC consumption

Plan for
S.No. Name of the MDI Manufacturers phazgg out Time Cost
consumption
1 AstraZeneca Pharma India Ltd. No - -
2 Cadila Health Care Ltd. Yes* 2-3 yrs Rs. 30 crores
3 Cipla Ltd., Kurmumbh, Mh Yes*
Cipla Ltd., Kundaim, Goa Yes* 10 yrs Rs. 90 crores
Cipla Ltd., Verna, Goa Yes*
4 GlaxoSmithkline Pharmaceuticals Ltd. No - -
5 Midas Care Pharmaceuticals Pvt. Ltd. Yes* 3yrs Rs. 5 cr (capital
expenditure)
6 Natco Pharma Ltd. Yes* 3yrs USD 3.37
million for
equipment
7 Sun Pharmaceutical Industries Ltd. Yes* 1Y% yrs Rs. 250 lacs
capital cost

* All plans are attached in Appendix-1.
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VI.

The number of non-CFC MDIs and dry-powder inhalers sold or distributed within the Party,

by active ingredient, brand/manufacturer, and source

No. of non-CFC MDls
sold in India (By

Dry-powder inhalers sold

S.No. | Name of the MDI Manufacturers active ingredient) (Year 2006)
(Year 2006)
1 AstraZeneca Pharma India Ltd. NA NA
2 Cadila Health Care Ltd. NA Yes
3 Cipla Ltd., Kurmumbh, Mh NA 1.Beclomethasone
Cipla Ltd., Kundaim, Goa 1.Beclomethasone 2.Budesonide
2.Budesonide 3.Cicllesonide
3.Budesonide + 4.Cicllesonide + Formoterol
Formoterol 5.Fluticasone Propionate
5.Fluticasone 6.Formoterol Fumarate +
6.Salbutamol Budesonide
Cipla Ltd., Verna, Goa 1.Beclomethasone 7.lpratropium Bromide
Dipropionate 8.Levosalbutamol
2.Ipratropium Bromide | 9.Levosalbutamol + Ipratropium
3.Salbutamol Bromide
4.Salbutamol + 10.Salbutamol
Ipratropium Bromide 11.Salbutamol + Beclomethasone
5.Salmeterol Xinafoate | 12.Salmeterol Xinafoate
6. Salmeterol + 13. Salmeterol + Fluticasone
Fluticasone Propionate | 14. Tiotropium Bromide
15. Tiotropium + Formoterol
Fumarate
4 GlaxoSmithkline  Pharmaceuticals NIL NA
Ltd.
5 Midas Care Pharmaceuticals Pvt. 163494 units/year NA
Ltd.
1.Cicllesonide
2.Fluticasone
3.Formoterol +
Budesonide
4.Salbutamol
5. Salmeterol +
Fluticasone
6 Natco Pharma Ltd. NIL NA
7 Sun Pharmaceutical Industries Ltd. NIL NA

Non-CFC MDIs are produced by 2 companies: Cipla and Midas Care. There is no Non-CFC MDI import

into India.

Cipla produces “Beclomethasone, Budesonide, Budesonide + Formoterol, Fluticasone, Salbutamol,
Ipratropium Bromide, Salmeterol Xinafoate” formulations and a total of 36,000 units/year.
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Active ingredient wise numbers are presented in the table below

Cipla - Kundaim, Goa

Active Ingredient (Manufactured) Units (2005)
Salbutamol 2270000
Budesonide 8695000
Beclomethasone 40000
Budesonide + Formoterol 34000
Fluticasone 18000

Cipla - Verna, Goa

Active Ingredient (Manufactured) Units (2005)
Beclomethasone Dipropionate 615632
Ipratropium Bromide 4600
Salbutamol 1226726
Salmetrerol Xinafote 1921
Salbutamol & Ipratropium Bromide 7480
Salmeterol & Fluticasone Propionate 8137
TOTAL ~ 13 million units

Midas Care produces “Cicllesonide, Fluticasone, Formoterol + Budesonide, Salbutamol, Salmeterol +
Fluticasone formulations and a total of 1,63,494 units/year.

Active ingredient wise numbers are presented in the table below

Active Ingredient (Manufactured) Units (2005)
Salbutamol 5000
Formoterol + Budesonide 20000
Salmetrerol + Fluticasone 10000
Fluticasone

Cicllesonide

TOTAL ~ 35000

Starting 2005, part of its production at Astra Zeneca is produced on loan basis at Midas Care. From last
year i.e. 2006, Astra Zeneca switched its entire production on loan basis at Midas Care.
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Appendix-1

Plan for phasing out CFC consumption

1. AstraZeneca Pharma India Ltd.
¢ No
2. Cadila Health Care Ltd.

o Estimated time required for implementing transition projects: Two to three years.

e Estimated cost of implementing transition projects: 30 crores (This includes all costs like
Formulation Development/Analytical Development / Stability and equipment’s).

e Projected activities required for smooth transition in India: Technology souring / Patent search /
suitable equipment’'s / source of materials / Development studies / pilot scale studies /
commercial production.

3. Cipla Ltd., Kurmumbh, Mh / Cipla Ltd., Kundaim, Goa / Cipla Ltd., Verna, Goa

e Estimated time required for implementing transition projects: 10 years.

e Estimated cost of implementing transition projects: In order to change over from CFC to HFA, we
require the following funds.

Funds Requirement for the Transition to HFA
Item Funds Requirement (Rs. Crores)
1. | HFA MDI filling machine and accessories - 3 Nos. 60
2. | High pressure manufacturing vessels - 6 Nos. 15
3. | Restructuring of manufacturing area* 10
4. | Patient & Doctors education# 5
TOTAL COST (Rs. Crores) 90

*

Alcohol is used as co solvent, which require flame proof manufacturing area and also use of alcohol
invites a higher excise duty whereby it will increase the cost of the product.
# This includes cost to be incurred on account of promotional camps, literature printing & distribution,
free supply of samples, traveling expenses etc.

e Projected activities required for smooth transition in India: The following issues need to be
resolved in order to ensure smooth transition.

The development of CFC Free MDIs involves a lot of R & D development with all parts related to
the metered dose inhaler.

- Development of New Formulations
The HFA gases have poor solubilities, hence formulator had to try new excipients such as
alcohol, glycols etc. This took considerable time and effort as the stability of the formulation
was carried out for almost 2 years per formulation. Moreover, the formulation needed to be
efficacious and safe as the previous CFC formulations. The cost of HFA propellants is higher
than the existing CFC propellants.
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Development of Packaging Components (CAN, Valve and Actuator)

The use of new excipients, new propellants led to formulation issues to moisture ingress,
stability, pressure, drug adhesion. This led to a whole new development of the metering
valve, new elastomers, various special types of CANS (coated, anodized), changes in the
design of the actuator. All of the components are imported which incur a high cost. As there
are no Indian mfgrs. for the CAN and the Valve the MDI manufacturer will need subsidies
from the Government of India on imported material required for CFC Free MDIs. At present
the import duty is at 7.5%.

Development of Manufacturing Machinery (High pressure)
It involves the reorganizing of the manufacturing area, import of very expensive machinery,
changes in the design of the machinery and the manufacturing vessels.

Development of New Filling Systems
Filling machinery and methods are required to be redesigned because of changes in
pressure. The time frame for getting this new filling machinery is almost 2 years.

Development of New Testing Methods
New testing methods are needed to be developed and sensitive and highly sophisticated
analytical instruments are required to be procured.

Clinical Trial Programmes
For the formulations developed Clinical Trial Programmes are required to determine the
safety & efficacy of the HFA formulations.

Education programmes for Doctors & Patients
Resistance from medical fraternity for the change to HFA as CFC based MDIs are well
established and time tested. Doctor needs to be educated on the new excipients used in
HFA formulations. Resistance from patient can be anticipated as taste of the HFA
formulation is different. Hence doctor and patient education will need to be done on a
massive scale.

HFA inhalers not economically viable (cost almost double that of CFC based inhalers).

Thus an overall redevelopment programme needs to be put in place for transition to CFC
Free MDIs. This is an ongoing process.

GlaxoSmithkline Pharmaceuticals Ltd

Midas Care Pharmaceuticals Pvt. Ltd.

Estimated time required for implementing transition projects: This may take around 3 years
provided other supports are easily available.

Estimated cost of implementing transition projects: This may be difficult, at this stage, for us to
comment as many critical machineries and balancing equipments are not available locally and
have to be imported. Still roughly the CAPEX cost of implementing transition project may be
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around Rs. 5 cr and that this figure may change. Formulation development and other related
costs will be extra depending on the molecules and formulations.

Projected activities required for smooth transition in India: There are many activities required to
achieve transition from CFC based MDIs to HFA based MDIs.

Natco Pharma Ltd.
Estimated time required for implementing transition projects: 3 years.
Estimated cost of implementation transition projects: USD 3.37 millions for equipment.

Projected activities required for smooth transition in India: Facility Upgradation.

Sun Pharmaceutical Industries Ltd.
Estimated time required for implementing transition projects: 18 months.

Estimated cost of implementation transition projects

- Capital Cost
We have contacted the equipment manufacturers and taken some estimates of capital
expenditure. The capital cost involved in switching from CFC to HFA will be approximate Rs.
250 lacs based on our current understanding. This may change in future, when we
implement the project.

- Packaging material cost/Stability Studies/Analytical method development cost
For the above mentioned product, we have estimated that annual cost would be approximate
Rs. 90 lacs. This again is approximate and may change in future, once the project is
implemented.

Projected activities required for smooth transition in India: Facility upgradation.
- Evaluation of existing IPR

- Primary packaging material selection (valve, can & actuators)

- Analytical method development

- Preformulation studies

- Stability studies

- Scale up

- New equipments/Machineries for R&D and plant
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