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Fllnute* of the 32nd lthirty-second) meeting of the Approval Committce ftrr sector

speeific Pharmaceutieals - Special Smuomic Zons developed Iy }ry" Zydus

Iifrastructure pvt. Ltd., heltl on it-0t-ZOL6, at 11{}0 h.ours, yd"."jh*_Chairmanship of
Shri tlpendra V*sishth, ndc, Development Cornmissitrner, Kandla Special E_coromic

Zone, in the Olficc of the Development Commi's*ioner, Kandla-SEZ, Ahmedabad"

L,ist of partieipants is annexed as Annexure'l

A) Qther proposa,ls:-

32-A-01)

Shri Mitesh Solanki, Project ManagSer, and Shri Mahesh Patel, Assistant Manager

(Cgmmercial) under authority nf the applicant cofipany viz. l\4/s. Jai Pharma l.,td., appeared

before rhe iommittee anrl briefly explainecl their fiesh proposal for broad-banding for

inclusion of new items to existing LOA.
Before go,ing into mer:itsbf the cument proposal tlre Approval Cornmittee emphasized

that subseq,g*nl to ih* de.rnerger approvals granted by th9 Hon:ble Fligh Court of Munbai

Order dated,. 24-,04:2}fi in Company Petition Nos. 210 and 2l I of 2015, and various

Comperenr Authorities, ineluding thi* Approral Committee, it was made clear that Mls- Jai

phmma Ltd., shall conduct and operate its granted approvals fi'om Plot Ntrs- 20, and 21 irr the

Phar.fna.$El developeii by M1s. Zydus Infiastruoture Pvt. Ltd, As per the apprnvals already

granterl, M/s. Fanry bare Ltd., shall conduct and operate its approvals {rom Plot No. 23 of the

F6arma-SEZ, uni further advised M/s. Famy Care Ltd., to commence opemtion

independently.' 
apprival Committee thereafter considered the broad-banding request of M/s. Jai

Pharn,ra Lid., whioh r.vas fol inclusion-of.06 (six) new pharmaceutical Prfdugls,.namely l)
Ribavirin Tablets and Capsule; 2) Pirtenidone Capsules; 3) Teriflunomide; 4) Amlodipine

lSesilate/Perindopril Erbumine: 5) Linezolid; and 6) Ottdansetron llydrochloride are falling
under Chapter-30 of I1 C (HS) Classification.

Approval Committee aff:er due diligenee approved the proposal lbr broad-banding,
subject to normal terms and eonditions of the SEZ Rules, and all other mandatory and

statutory regulatory approvals required ttlr the new pharmaceutical products.

32.A-02) Pronosalpf M/s. Bior$,edic+I Lif€sciences Pvt. ttd..,unit in Zvdus-
Pharma-SEZ for broad-bandins of existine LOA for inclusion of
additional items.

Shri Mehul Asnani, Chairman, and Managing flirector of the applicant company
appeared be{bre the Committee and briefl,v explained their fresh proposal for broad-banding
lor inelusion of rew items to existing LOA,

Before going into merit of the proposal the Chairman of the Approval Committee
[rriefed other Committee members about fte background facts of the applicant/case. M/s.
Biomedical Lifesciences Pvt. Ltd., r.r,ere originallylrantert approval victe t-On dated 06-06-
2008. however they had tailed to commence-commeicial proiiction within the stipulaterl and
extended time lirnit, "l'hus. the said LOA dated 06-06-2008 was cancelled/treated as lapsed
vide Development Commissioneros Order dated 22-A3-?012. Thereafter, therc was a long
<lrawn litigation, adjudication proceedings. appeal ctc. in the said case.

ba of exip$ne LQA,for iuclusion of a${itional irem-s.
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rI Conrmittee for sector
Minutes of the 32nd lttrirty-second)- meeting of the- Approv:

specific pharmaceut*il'- * 
-;p*"i.I^ rt"i"*i- 1'oie^ developetl by M/s' Zydus

lnfrastrqeture pvt. Ltd., held on 2l-01-20i6, at tr100 hgurs, uxrlei tlre chai'rrngnship of

Shri Up*ndru VuulJih, oic, Uurutup**o"t'ii**lt*i"ner' Kandla Special Economie

il;ffi;;'om* #'ii,i ffiil;;;#co-mmissioner, Knndla sre ^t:::.'::, . I

,r, *r-Ol;frlr-l-** 
btoard of Approvals tbr SEZ' clecicle the fbrllowing in its 61't meeting held

Quote "(ivl Appeat of Mil lliomedical Lifescienrcs Pvt' Ltd'' d unit in

p^,,*,;!;!;;;or"iri'i^'.'i':"J,--r'i,ryj' il!:,Infrustrttcture 
Pt';t' Ltd' at

^Ahmedahad'Guiaratagainstarderql DC' llAb.LL 
. -.. _.

!"he Bo*rd heurrJ rhe appellant' After examint:y 
'*:'rnalter' 

the Bo'4 set sside

rhe oyder dated IA/t3* "lonuory,"iit{ oj AC XAS\V antl restored the I'oP af

,n" ep1',ilai una oU'*u"a fime Jbr -a 
period r{ one yedt to eomffienee

commercial procluctisn. fA, irirh * oou yun, siall commance frorn the ,uy

rhe devep:per hattdt *nrn prrrrrrri* iJ'ilrn iota pfu.t 
.to 

the Appellant. The &a

alsn drreited the Dc KASET i-**,"ri that tke ptot is returned b the appellant

immediatelY'" Unquote

In terms af the above direction of the BoA in its 6 I 
tt meeting held on 93'0'lt3w' the

Developer {Zl.pL),hJ;;pfi *itl, t1," *"ia ai,""iion regar6ing ha*ding back possessisn of

prot to the Appetlandr;; 
'ih; 

;eveloper lzldii'"itrt *rtilgtter date<l 24-06-2015 intonned

handing over rtre po*r*ion or put N". 04 ir tEz to Mls. Biomedical Lifesciences Fvt' Ltd'

w.e .f" 2t06'291.5. ft"Jil;iltftt" *iO--ppli;t;; informed bv-]he DC' KASEZ' that their

LOA datod 06_06-20d:,';,;;";;l..fio;ih;-i"-time-sha, be varicr for one vear fiom 24-06-

;il; ;ii;;;-zoio io 
"o*mence 

commercial production in sEZ..,

Apptnval c;;ii;;; rhereaftgl .o*iorr"o ,rr." ur:ltbanding rcquest of M/s.

Biomeclieal l.,ifeseienc;-p',0t. t tO., whish w;s fbr inclusion of 09 (nine) new pharmaceutioal

produers, namely r: pe""rin" nns; zlHydrophobic; 3) Decaline Plus Tmtvial;4) HA I a) Bio

I-Iyaltrr, b) tlio Hyah,rr plus, c) Bio ly-dly tvlv, 0 rio {yt.l EV' e) g1o Sv{TIV' f} Bio'

t{yatur SV l; 5) Hpt\,1di;"-}1it" rrs* et o*tun" PrS; 7i octane Plus 7 ml; 8) Silicon oil -
1000/i000 pFS; e) H;-q,iili.n* on iaoo. appr.gyai.-fgmmittee noted that. each of the

producrs is free fo, ilp;{;rrd. 
"xport 

under thi'lTCr HS), classification' However' the

applicant was aSked t" i[t"itf, all types of other.manclatary and statutory regulatory approvals

foi such products befure comm€ncement of production' 
rtical

Th, Approral Comrnittee has obserued that this being sectoilipeoific pharrnacer

SEZ, only pharmaceutical products oar he manufbcturcd whereas the applicant has applied for

;ffiffidi;g of foiio;iiig piodurrr w'hich appears neither bulk drug nor pharmaaeutical

products:-

$r, No,
0t)
02)
03)

Nanlg of Product
Hydrophobic
Silicon Oil - 1000/5000 PFS

Heavy Silicon Oil 1400

Chapler No. ot'I'I-C (HS)
g0

39
39
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Minrrte* of fhe 32rd lthirty-seconrl) nreetins nf rho ,t^^.--
3n,oc.nc 

pil;;;'qrn t r G,"i_,Lliriiil;,*:%xq#:r t:,.inl;" ffi:Infrnstructure pv...r,td., rruu on ii--ol-zot9,-i-iirrolrr.*,"u1o".. 
rhe cirairminship ofShri Upendra vasishth, _;;;"Die]I;;"nt. commissili*i,**o,u Speciat rlconomicTnnu, in the offi ce ur tr,* n**r*;;;I;"* m issioner, Kan rria_sEz, A h meaa bacr.

' The Approvar committee has informed 
.,:.rh: 

appricanr. rh:L!qr" produ*s orher rhan
pharmaceuticals can be produced in r""io, specific phJ;;;;;cal sEZ. shri Mehut-Arnunihas produced conv N",ln.rr", *;1.;. 

^iqos i6,'irr*'ol],0_2005.or the Ministry orHealth and Famirv w"mr*. cn ***"n1r ygrl rriir"s"ii"r'Iir*." ocurar Lenses,o is ro be

r"i,"*ilHr;,:t';1,*,"t;,'ffi i;*njl*Ili|{,:,:"i#,*"D,,d;a-"o,*",i",
uso and the same * u*? essential ro, iduurr*"t of eyes. -r are related to ophthalmic

The commiugias,ur"*-j-*"r'r1, Noiiri:*ion n+o. s.0. 1468 (E), dared 06_10-2005 issued by the nri-irt 
1, "r:-H"_;ftffi ,r*r;- rffiffi,,;:":*rnent of rndia suiins that"lntra ocular Lenses" i* to"ti. 

""*ii...i'* a*d. il;, il"Xp*ra committee coniudedthat the 9 (nine) irenrs as. ,u** ,r"sir-t; u*ru+rrjir*'","1[r!* procructs cernnecred rnoriginal approved items viz. "1) Fd'ai; Intra ocurar r"nri*a iiiroouul* Lenses Kirs,o andas stated bv the appricantrhe 
'#-l;;;;;";iv usea.*. ophtharmic applicationsThus, Apnrovar comrnit,.* *n.r'iue oirise#;_ffi; the proposar fbr broad_banding. subject io ,ror'rrii"ffiil;alion* or rm sel nut*, and ar.ottr", mrnjatoryand slaturory r"gurarory 

"pprnuuir,'*9,i,..ifo, the new pt,ur*u""riicar producrs.

Ft-_, 
( Upendra Vasishth ndc )unatrman of Approval Committee,

,* D:u.lopTent Com m issioner,
Randla Special Economic Zone.

The follorving membcrs were present:* ANI{EXURE.I

Shri Upendrffi
*slgprnggliomm i ssloner, KA SEZ.

N@
DOC, MOC&I.

shri AnandTffiffi
@,Ahmedabad.
l|1l* Haa0l.'usuGiilffi
o! rncome I axdhmedabad_lV.

Nomineeoffi
Income Tax, Ahmeclabad_fV. 

-'
Shri UmeshKffiffi-
S+Sryr$e{ otsentrii: Ei;i;;;Ahmedabad.

Nominee orrrre Gffilnisij6n** #
Centrat Exciss,"a nm"aaUaO_ii. 

-'
lT y, u. r6sd;DGF1l
9./0,&-?S{r,4hmedabad.
Shri Xaitastr natruguna;CEq
Zlidus Infrastructure pvt. Ltd..

Represeniativf of
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