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LS EECIL R E ISR
(arforsg fawm)
(FATITR STAR AZTIHIATA)

st
TS Tt 24 sFqae, 2018
sifw st afoma
(vmwrT €[] 02/2018)

IELDE 9 4. 7. F YA & F¥GT qgi & [AAT "A-uRe" F AEi X g T qreaHdt e fi
TATHIAT TA=AT & Qg & T ST+l
. 7/14/2018-SS1GSt.— THI-HHT 9T JAT AT HHAT T AT Gad, 1975 (386 79971 A
ATITH F FT H Fgl TAT ) AT TN 0T 9T TC TAT HeTAT Tl HHAT I (q7eq Tegall 9%
TeAdT 9o T TgAM, e 3T Hheld qAT &t o [rerieor & forw) Fawmastt, 1995 (39 9= dr
fATaTaet | g7 747 5) F e § T@d gu
. A i govfR
1. Srat FfEe TieaRT F 899 a7l 399 o, & Jqag ¢ FEradE Sare (TE) steerare
UREE (A-URE) F ATl 9T TeArdl = A7 &fiv 23 ¥, 2017 it Stee==r qear 14/31/2016-
SISTUST GTT AR TR qTen<relt oo =i farTieer &, S foF o=y sormers g 13 ST, 2017 it #r
7 SATER=AAT "eAT 35/2017 59T & (TETeT) FIRT At 13T o471 Fide st 7 19 Raey,
2017 T STfEg=T S=aT 14/31/2016-SIS(TUST FIRT Aaareas Trearet g v fanrter #1 ==

TorRTTert o Srene 9% fo 5omea o S| {a| o il Qg | I aui ol srarer & ore 12 774, 2018
i srfeg=ET ST 06/2018-H9T [ (TEIeT) FRT A=A Ica1e 9% qTeaidT e ara|

6216 GI/2018 (1)
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ii.

iii.

1v.

ST 3-ufie % Ieared & oy siaw wq¥ a7 2 T aTaT R U st R -2 ey (-3€2T)
AATAT F T § Fad Taaaraet S § q99 oy g for. (oo 78t omr "=t s
"I gl AT ) THIA . T, (S AT AT Heg <97 Fgl AT &) o A o FAIAT dgf F [Fifaa
ST =0T 33w (O a8t it "Srr=efie Seare” srerar "digers” ff gt 9T 8) F Arat & gy
H YEAATdT S F wA & fow FEw 26(1) HET I9eE (qTfed Fqel 9% TeaadT oo il
TEAT, Shele 3T Hehe s qAT &t o (At & forg) Faymastt, 1995 (et Femmaet) F arr

TSa eTT OF & AqATY Mias ITTasrreT (S TgT AT WTTeraT<l WY gl 3T 8) F 07T Uk sfaad 9
FAX TRAT| ATERTRAT § Ha3 29T % o o SMaT agi o MATaa e eia IcE & TH1ad =<0 &
3T, AT 3UTE F - F SATATd! 9% His[aT Treawre} oo Tar & forw s B

STarfer = 26(1) F Tgd ATHRERAT g1 M7 [Atead 7 e 957 & HeAase, TIFRET ° TR0
T qTeALTET $[ea il TATHAT Ta=T %0l KIS ST T91d FaTa we & 0 qom a-uie -
TEE F AT 9T ey 9w = % forw fRrwrfer 3 % forg 4 w2, 2018 i srfewEeT 9w
7/14/2018-S1STUST ZIRT ST14 4[F i

BIEZ]

ST % gy ® ferferfer shrar soere 1€ &

TR 7 Ta=ATret = % F2d g0 4 72, 2018 & Aferg=er §=ar 7/14/2018-FS00T gIRT
SfErg=T ST T ST AT o TrorT | TR i aTE of

TSR § 9T H H19 & AT, Fi9 & ATq STETd T 3c1 o Haiaai i 9ed § J1q STareia
ATATART T AT H ITASH FAAT 6 ATHTE ST 0T LA o0l STTATAAT o0l T S|

TR F e Ieare/S=Tdie SeaTe o Fatasi/Scraent & o o 399 sy Frar T
RaTRa wmEe § o0 3% 2T F2 8 Mg q9-a97 & fiae fofed § smw 7 &= )
ATt 7 o7 T O S wearaferat f It Jra Faraeni/Scarasht i =1 & 919 F0 & gararg
&0 ot st T T Sad 39 sy AT T o T A F AEraei/screst w i FMatta 9w59-
HHT o HTAE TTTEERTET &l IO <A 6l qaTg &

ATTRTHRAT gTT STAY ATAST T o SRIHIT FUa< it Ifa =1 ScaTew/Aatas a97 = qhTT T
ST TS A7) ST U o AT FATAL T T ATaST+F B & JEH F qqrd 60 S 9%
Raag Terhl F1 it Uy F7E T of)

TR o =1 Fferiaa s Icaraahi/Fatasnt fl Ta=aTaret ST 0% T hl qras e a1 il
T AT 3T 3rg TTeardT FammEet F aqar 957 &t ae g 40 & % fax forfeg § s a
o= & =T srEav &

FirTT ITSI fase |fdw &, fo.

7T 4 . o

ARSI FiAFed 3F1E U THRTIE FT.

oA AfefEeg U g Teded sHie Ug UaaTe &. fd.
FUATS g o atfeee

ST i wategfesa . o
EIERINERICI2I e AT

TR AT

ST e devere I gares e v vt &, fo.

404 4 4 4 a4 A o S
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Vi.

Vii.

Viii.

iX.

. ATSAT AR T FRAAT

. TS ETeATe suerer 3et. U uadr. &. for.
3. ST fHEnT weTeeE & o

T. i =t wmiegfera fofies ottt .
. TS ST 2o ie Ue T o, o,

. ATAE (SIS e eHh . o,

T. AT AT JAASHT I i HHA . o

. TSN JATTENT HISHA US HiHehet ShIeArsil =, T,

I F FEErdE Scare/sETdie IoaTe Rt T ScaTesE/ At F TRy w397 A8l AT i
T &t ForelY Searee/fAatas 7 Rratha T a3 9 & Teradt 1 39 7

o, Feferfea ffataes g v arfaem o= s o @ O
F. AN IS faswg qiad . .
faamEet & s aEers e ' F oo ava § dag ammer & fwafem s
ST /TATRTSAT T FeqTaferat Seft T2 of:
F. TATHITEr AT UTEde ferfies
AT R
TR hfHwew 7. o
e s um. o
Jo4 e forfaes

HHE HFATSH HIAECFe To.
a5 1. ft. FHwew g wmiegfes fo.

Fae srfveer wrtegfesa ur. .
FO9 99 e feAa 2. faffes
Faet 72wl v grs
g TS AT T

O Heoft wrHTE e o,
FEH FwfRaT gedrsaw fo.

Foe w4 (3m)

. B TR A o,

T S T AT F IOC | had ATATH A ITIE F AR HAH AR Aaredtst T, for. &
I 2T 3T weITaey 7 39 g7 R

TreadT Faamaett % =39 6(6) F TqaT, e 7 a9 Gaas Tershel & 24 3red, 2018 =

TS HTaSIHe gaaTs § ATgs &7 F 794 6= T5qaq Fed &l S@q¥ Y&+ 54T1| 24 3R, 2018 #i
g% gAaTs § =Y SN 3T T ST I0a1E o U SALardl siaras gl 90 o r 134w om)
Hifs qaare § 5F vl F o o= weqa frw, 39 srerer e oo & 7 /ifes w0 §
<E A A= A fofad s qag % €9 | 3097 F:2

oodod o4 8 4 94 9 4 4

9 & @ o
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X1.

Xii.

Xiii.

X1V.

XV.

XVi.

XVii.

XViil.

XiX.

T.1

ii.

il.

S fAaTaet, sTaael, 77 9 STt 3T o7 [aag TeAsTl o TR il I Al (&7 3T

T2 T = ¥ G fad =1 &1, I8 AHS AN /AT TAT 2

o3, 2014 — |1, 2015, &%, 2015 — |, 2016, AT, 2016 — AT, 2017, ST T AT JATE,

2017 — 91, 2018 AT 2018-19 #it wget fAuEr * U dog am@mEl F aramar & A

SISt uEus ¥ yTe fohu o 9

TH S 6 3 Rdda TRl g1 o0 0 Sqadl o2 Staf €T & &§97q 970 70 &, 29 Si= 9orH

H fa=me T T Bl

TTEERTRAT GTT I TR H Yo GAAT 37T e o dael | A9 THeAT T2 HHT Th AT

TR 3T 7| TSR § A AT SATa e o [ATRH 0T T2 37 ST § qearaq | )

T YT T2 BdaE TRl 10 & TS GaAT Sl ST 30 a0 TdT o a1 %l TATHAT 6 qae

H AT T G T 9T WY F, STt ofF Srae=sh gaw, =171 & ITal w1 TR Fhar g o ==

ST 2! GAAT [ AT /AT AT § S¥ 39 377 Gaag Tl &l dgl adrdr 737 gl STgi 6 999

T, AT ST I GAAT & ATl TR 00 Toraer & o & o T sreme 9% &F 7€ 937

T TATH ST ART ITAS FHXTH |

STeT Fel T et Raas Teshe T T il FqdTT ST 6 &I 0% gl [&3T g FTaT w1

AEFLTF AT IUAH Agl Fe g AT ST § FIAT qTET TTEAT &, TGT TTHRT T IT TAFRT I

FEEIRIT AT ¢ ST ST AT o AT I 5= oy e &)

ST Aasmeet & Faw 16 % orEm, TieEr g gafdq fGaas Teand & 25 fawaw, 2018

T AT T Yohe T T 2| feoq ot 3 spav, 2018 T &« T STre fohaT 1 9| Jraert

FTT T /AT TS AT T Tohed @@ & g | I feoafort 9% =9 ifqw = oo § =

[ERIRIE I

*** 2R/T ST A T X aag Tershe/ et oed Te/shTT GIT &f 15 3% ISy g1er |/l

TS AT H

ST T Sater # 0 AT 1 SR Siax = 65.29 ¥9U T 9q [HT 2 &l TEHRT gRT

TH ST THOTTH § ST 737 2

T 1T SR A 9y

Ratasl, smarasl, STsierEl iR o fRaag taed & AR

w1 fRaag Ter g fmferte sy T

AFATFATIEA €, HUUH AW, TAIE AT, THEAE EAA0, AT T BHAT Hf 32 H -
ufie 7 quia: e g

AFATFTRA 2T (=T 3cqe) oY si-ufae (fAemrdi soare), @ fo=r |fegsror srear
T g ek foer it ua TEmaiee oreH/A s g, aeqd: ANiE FTse ST A-uiHe
H FETSAFAFITET 3€eX 6 &7 § 9T A0 F ITNE FANFAS 3€ed, ANHS qeaqsIo &
T TS T o A1ed gl IAT o6 (Ha-19e HIeFAT BT S AIeH A 97 8| TaT
T o SHFATFTE Teex Ffteh A H FaAqed dgl g T A-UHe SaH TFas &7 T
AT gl

T ST & fa=R

T SN 7 AT AR o Hael 7 Metered sre o &
TEAAT &l e a ATAT ICATE "ATFA AT TEad-(HT-327)" B

TH ATH H STETENT ITITE e 3T A5l § aiedh g o= H A== 3c1s &7 A aw J0/53asd g
AT A== 312 § TRadd & o7 3-4 Tia9rd T & I God T i AaeqaHhal gl gl
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iii. STET T qoF F4T F I F GaY g, ToT T899 I IATE & (U <@l ST grav g Sreh geant i

TEAAT & Yol & 7 1o el UH o7 3T o {70 ST Sa=HT a1l 3cd1@ § a9 96| g TE &l 37-
Tk A-UHE H IEdT U% < ST Rl AF9TRar g F 5 si-3€e F o erEreT udiers H
TfEds Tl

iv. S-T¥e % T H ZId U AT S-UMHS o AT o HTEAH | o il Ta=T o0l ST L@l g ore aEg

T el e F ITAHS TATT FH &l T gl TAHT ST FT AT 3G 37T T ST F T
T 3cuTe 3T wRER & "@6taT )

v. Hag am 37-¢T 29349900 F dgd €T T AT I, 1975 F AT 29 F avid aviid gl

HHT o AT Hae HhdTcHE g ST ST o &= T¥ el ST a¥g aTeqahiil da! gl

vi. S-TEX | A-UTHE FT IeHTEA FL T IcqTae THAT H TS ATl ITHT § TS ITTrae sl TR aor

A-zTE AT A-UAE | qaa i AT o gl g ia 9ed § -z€ed F A-ufHe F 990
T o TG T Taa1 Gaell TELT1 & dgd Haid JHrsi F Hht 7 gl
T g st
et g TR arer e Iere ar-ufiE 81 S 3o e e geel (37-
TEeX)" (B &RT "ST=Teie e oroqar "ges” 941 "Hag e o F@r @0 g) 7 5w
"FFATFITTEA T (A-Ufe)" (R T8T oIRr Hag Ica1e oreraT "o=amrei= seame” srem@r e
T T AT §) F AT H A TAT =TT i A7 avar fhAr w4Ar g e seare f = i € 3w
TTreraRT 3T Mefated 9 § ga 5= § R o @
"FAHTT TTTHFT H [FTRIENT FqT7 SI-UTHe T97 FFAF1ET TraS 51 T8 TF A 5152 T 5752
el Fuf & ST a7 FFIT SrFTiEaaT & [Egir F fau qeqadt % &7 § @97 arar § 71 #

TF TR T FT FARIFIAIT JIHT ST a1 FARIBIGIT S #1901 FT 0F [F912F FaraeraeE
Qﬁ?ﬁ?ﬁ'ﬁ'ﬁ'?/ HTFTIFITIAT TF 0% (G § [5ad 50 giaera aarFaiFamiaT (AT =777 &7

& TFT T27F) FIT 3TFT 50 TIG9T "THT T/ AT S7127T SSIFaia a7 51"

TH T% & gad H fF a-zeee, A-ufde ¥ 9 3 g, TIesnT 9l ®3d g & aa9e = UF
TEAAT AT & AATT Tgol & VT T qTeALreT e il TATRAT Ta=T 6l = g UF qHAT §
A= ITATE AT SATATENT IR I A=A 3@ it THIT a€q I 0l @l Tal gl T8
FTeqa | AT STITE "W AT HHew" g 9hd & SAAAT oH HIHA § UF THTIT gl Tqhal g Sl
e 3T % IeaTan F forg yrafEE g

ATFA T %hT ITATEA TIHAT %0l ST H SRT TAT STALETAT SATAH, JAT  TEA § i T2 7|
g i FMetafea vt = § aftta 81 7g e fBFar smar g & a-seex § a-ufae % =< it
TTRAT ek gt TThaT 8, AT A FL0T & ST ATFATHETIR o SCATGA o 3 H FL0T o Tgel T =07
2| I T@T SATAT ¢ T -3 &l URE & TET § grEgarss A1 Siar &, 5e o6 g1 foar smar @
ST A-UTHE & G b T o (70 ST ST 5 [STeg, TR 3T SFAFITTEA TTH e 6 [T THeha
[ERIRSIIES
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10.

T€.1
11.

.2
12.

Flow Diagram with Process Control to Manufacture Ofloxacin from O- Ester via O-
Acid

High Temperature,
. . O-Ester
Acetic acid — | )

Time
glacial/HCI ) ’%

 — l Hydrolysis

| Water I—
| Centrifuge washing |
I Water/ Caustic ]—» Purification/

precipitation with
acetic acid

l ]
,T‘— { Centrifuge washing |
1!

Water l—-

[ Drying in FBD ‘

I

| Multimilling |

Appearance, Optical
b rotation, Content, Dry
O-Acid/

Pure Product

. ——l M-METHYL
— [ PIPERZINE
METHANOL L1 | 'CONDlENSATION |

METHANOL »—D’ Centrifuge washing J

| DRYING IMN RCVD |

]

MULTIMILLING /
SIFTING/BLENDING
FPACKAGE OF
PURE OFLOXACIN

TR IeqTE AT "AFATFTIRA 8" 7@t "9, 10 — TTEFART — 3 — fHameer — 7 — s r — 2, 3 -
sl - 709 — urERET (1, 2, 3—30) 1, 4 — IAFETSIA — 6 — FEFA T el & &7 § J10d g
ST g |7 WeeF ATIAH, 1975 F Teq™ 29 qAT I9-9MT 29349900 F T A 1FHd gl AT
[ AR Aol HRATHE § AT ST o &1 I Tohell HT TIg ATeTHIT Al gl

T ST T &8 TF AR

Ratasl, sramasi, STl iR o fRaeg el & e

T IR F Tag § 77 fZaag Tl & A= Aafafed g

et v o7, sttt o fafamior & o geg |l 7 IImed ¥ 1T g dfed g aree |
fasft & form) sy 3w for. & oo sifweirarTiRe S 7 sareTshar v O F o forg s-ufee &

o FeaTiaa srmar 1 A GhaT § 7 39 O dTeairedt Raamaet! & a9 S9N Tal af
AT

N EL I LE A EIT
e T T Frafr aee S
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9.3
13.

14.

15.

16.

i

ii.

iii.

1v.

Tg AT HEH AT S o1, FIRT TAT AT TS gl ATTRTRAT w0+l 397 § == 3cms #71 v
AT IS gl

ATT=RTohal At o 7 Q7 ST ol STatd | SaTq FohaT 8 ofiT 7 gf dag <9f § Hag i 6 het
fFaTas STaaT IcITes qIET 9T § ATl F gatad gl A, arfeeReRar 1 afa S= #
=TT ITATE AT AT AT FA(Th A== 37T ol 989 HhIad Icd1ad AR | Frhl 7 o
T Tg HAT Al AT T ag qfeq ArATal it HISET o A0 IHET IcATaT FT Hehl STATAH oo ATy
ST & #iY o5 foamerefie Seame % aranat 9% Freaameas et s @y S & ATl |3
o1 # =i Seame &7 sraTa el AT g

ATEERTRAT AT § TG AT H7 T HIE ICIEH ¢ 3 qlea et Maameet & safamT ¥ "o
IANT" Bl

ATI=rRTehaT o SATFATFATIRA o o7 FThT 8T ST T 81 T ThTE, ATTHRTHRAT R LT T8 &
H FATITE ST H AT gl ATTARERAT o ST=gl o gId o HIL0T J AT | ATl [aehl qgl
Ffew ASTLELT & FO 6l Td | A-THHE ST FF A-3eL % HF HiAd 9 AITq] i Iqqsedr
ITITE o 1T HTHTT ST FHiod gl 47 g

EUCEIRUERUS I |

TR Al Fd g o Taaaredl = % T a7 d-Ue & g A-3ed & AErdl § e 9%
HIS[&T ITearelt e agr i A=t Feforfaa = § afeq = 26(1) F SIame 49 et 39
g fi g

‘(1) ST 13 757 A7 @397 737 8, B FIgF<, [ARF J€9HRT 937 FNT F177 97 3T%1 AT & #1z
fetaa siaa 99 9187 g1 9% SI799 #1 877 9% & Jgd 917 T il g #1 aarwad
gFFAT %1 HIGEI] FIT FHHT THIT [FEGTRT FF % [T ST & 7 TFd 517

99 et 3 1. & g9 S 6 FEE 2(@) F SqE A ST |1 147 A7 SEE sre 1
fEEmTe Iorme a¥ Tt ek d e #i 2 g e R 12 |, 2018 & sfegfEa
ST X TS TE &1 Treaarey et 3 fem 2(@) § =g sen Referfea =1 & afivarfa 2

“R I FT TITd UF THAT 937 IATGF] & & 5 THIT Feq &[99 57 399 g2 797
FTAFATT H FA7T & T UF IcTTaT] & & [S777 FFT T&7 FT HIHIgF ICTIET IFT Teq & FT T
FTET FT UF 2T 91T J707 & 147707 39 [791d # 7 U Fe91a% JRI197 q7ied F&q  [A97a®! a1
HTATTF & AIET 517 & ST9aT T TF IT% SATTF 517 &, dl 0F FrHT & 53 I 9% 7 75
T ITATRHI # T F FITAT ST TFAT 51

qrf=ETRal F9 T A-TEL AAAT N-URAE F Fhr siamaeh ororar 9 § et simamaes | |«faa
(TTET STAAT T ®F H) gl gl TTARET q1E FLd g Toh ATTRTRAT o ST19 hl AT F a4 =T T
[EEIREIEECR I DI EAR e ]

T foaTe a8t g T Arf=ererdl & STaTed &7 I ITITad | AT Jq9Td del gl TI1, ST
TH ST 9T H3H 2(F) o ATHITT | T SN o a2 AT AT HLA o (o7 TTRIRAT 0l Irrar 9%
forars o g & arfera T U sfted Scarash g1 TSRl F 9 5= § 39 98¢ I = 5 &ie
et e e

fRaas Ter# 1<l 7 Ig aF 1397 § 17 sdes 7 #feq qua # 0 &1 gagrs «fia #1 & §i gfa#r?
7 3T & 77 & 13 eea @ud (7997 5 % Tgd 93 FEIT & JATENT FT [FE1T FI7 F [ F17 ST
8 sriferd a8t &1 gifaw] Az #Xd & 1F (%) srrenFaiaT ufaT & fau #FuHt F17 9T Hare
FTFT TTHT AT9TFHAT & F&1 AT &, (F) T THATT FRAT JI9AT F 3T F [T 1T & [T qorar:
FTE JAANT & () =% 7 Tg Foeiq [397 § 13 Fe07a7 4% #37 % qI7 Ig1+ -8 TH=17 3T
FIHFT A1FA] H A% [FAT77] & HIETH T [@71 3 [0 ITI7 F1 79777 #1 forerdd Tg [Ag 797
ST FFAT & 13 T3 FEHIT T e a7 FTRF @741 # [0 97 797 397 971 F7977 17 TF
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17.

.1

18.

.2

19.

il.

iii.

1v.

il.

iil.

1v.

TGT FTHAT § TgT #7178 T X 5 8 19 F97 3717 F T127 & 7T GHATl #1 &fd 817 &
[T 3z & & 7 53 FEIT #1 Freaias &7 § 7977 7 FH1 57 751 51 59% T, JGFRT J177
g 1@ 77 1 Fate a& areaias SFTIRF @71 & 4917 & 727 T (797 2(7) & dga #9491 #1937
FEIT #F &F F 777 577 T 47 781 1797 F1°7 F18T1

TSR e Fd g o6 a9 26(1) § T8 & MU T Irea<rel e & dae § T4 AN G
TEAATLIET AT I fohT ST T o70eAT 1 39 ST § HIS[ET TTeALrel 8o & 7] AN | FaT
FATT T FAATT T AT S99 o, g1 ATTeRTwdl o A7 SA-3€e¥ 6 STATAl FIET d8d AT g -
UfRE F AT F TEASE SATITF SIS | AT a9 | G0 781 81 THH HeAof, Tl 7 78
Ha g T ATreewrRal &7 ST 37 Faw 26(1) % dgq utera F=mdi= Saare & o9 SN & ®7 H
IEhT ITAAT F THSATAT A5l (R IT S1aT gl

TAAAT & ATE

TS % e % day § Raaag et g fh g sy e €

A-TF H AFAFATEA & (SAHATT S THAT | SA-UMHE & ST Jgl oraT Sran/a=a &=ar
STAT g T9T SATHRAT o SN-UMHE % IcaTeA & (o0 ZaTd Ag1 T@dT| ZAThier arforfsas fasht
0 S-UREE &7 ITaTed A8l FAT|l S-3FeT § SAFATFIET T IcaaT FHd 6 (o0 o7 q89= 35
ferera 7 srfere g

HIAFIAT AT H AT 10 Tierd &7 q g, a9, FEA1r % 918 Ieama da¥ & Hweor aasT
17-18 wfaera gea a&iw foham Sirar g1 @it @=t #1 ST+ * 918 Yod g4+ a@rair 30-35 gfaerd a6
AT STTAT g1 THE ATATIh, A-TEeL, A-UTHE | ALEAT & AT T2 A-URHE § Al T AU Srqar
afersRaw 0.5 wfaerd I HifHa gmT =Afeu [red 7g 92 21 9% & a8 fOger vhisor g 9 fF
EEEEI

=T ST fceha el g7 SMIfd FohT U Sf-3¥e a9 A-UTHE & IcaT1ad il HiAdl #7 da< #ad 10-
15 afaerd g, TIT, areatas @A siax 30-35 Tiaerd 7 ofaT 2|

TET T Toh 35 TTAad qod TE 6l a1d Agl THTAAT SATHHATS | AN Aal gl =ik, AT TF
afereo § gav AfAEir aftesgor w AT 3 d § i 7= /el § 9 qear AisonRar § &5
AR AT-a7 T € a1 TRomHT aEaor I 9o T899 q907d7 ¢ Satd At Afaferar afomdt

AR % FAFLAL AT 6 ToT0 GIES AT STTAT FISG IS AT FHI STaT A9
RIS 919 ¢ 3i¥ T8t a% T afs aformdt aftasor s aoft qur Bty et sie aifas

UTEET § QUi 9 & a7 9ga sirereh god a8 giav gl
R ST ERT AU
Je=AT 6 ey § el 3N g Mwferied sy g o g

HEAAAT A2 T AT A-UTHE T AATAH TTeALET [ TN ST 6 18 & gl ST Jal a7
TE & 2 AT E

TeAdT geh TNTT S & FHILOT A9 F IcATaeh! § Uk dTdH F 9 F FeIadl 3cITg S-3€ad &
AT TAT oY 7 9=a H qIed LT ATavE 97

FTITE % Ted # aiaad gl 995 397 F SAATql %l |7 A-UTHE T -3 § =T T gl Jarh Al-
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54.

TH SfaH ST TROMTH & 30T+ eg AT & Rl oaer & fawg orfier |HieT e sffefaay &
SATET |IHT [, ST AT HAT T THATT TTTEHE0T o THET AT ST |

A FTHIL, JI2 A= va Fidse yrfaemr

MINISTRY OF COMMERCE & INDUSTRY
(Department of Commerce)
(DIRECTORATE GENERAL OF TRADE REMEDIES)
NOTIFICATION
New Delhi the, 24th October, 2018
Final Finding
(Case No - [AC] 02/2018))

Subject: Anti- circumvention investigation concerning the alleged circumvention of anti-dumping duty
imposed on the imports of “O-Acid”, originating and exported from China PR.

No. 7/14/2018-DGAD: - Having regard to the Customs Tariff Act 1975, as amended from time to time

(hereinafter also referred to as the Act) and the Customs Tariff (Identification, Assessment and Collection of Anti-
Dumping Duty on Dumped Articles and for Determination of Injury) Rules 1995, as amended from time to time
(hereinafter also referred to as the Rules) thereof;

—

1.

iii.

Background of the Case

Whereas, Designated Authority, on the request of M/s Aarti Drugs Ltd., conducted an anti-dumping investigation
on the imports of Ofloxacin Acid (O-Acid), the Product Under Consideration (PUC), and recommended a
provisional Anti-Dumping Duty (ADD) vide notification no 14/31/2016-DGAD, dated 23rd May 2017 which
was levied by Ministry of Finance vide Customs Notification 35/2017-Customs (ADD) dated 13th July, 2017.
The Designated Authority recommended a definitive ADD vide Notification no. 14/31/2016-DGAD, dated 19th
December, 2017. Based on the recommendations, the Ministry of Finance imposed ADD on PUC vide
Notification no. 06/2018-Customs (ADD) dated 12th March 2018, for a period of three years from the date of
provisional duty.

Whereas in the ongoing Anti-Circumvention investigation, regarding imports of Ofloxacin-Ester (O-Ester),
claimed to be the penultimate stage for production of O-Acid, M/s Aarti drugs Ltd (herein referred as "petitioner"
or “Applicant”) filed an application before the Designated Authority (hereinafter also referred to as the Authority)
in accordance with the Section 9A of the Act read with Rule 26(1) Customs Tariff (Identification, Assessment &
Collection of Anti-Dumping Duty on the Dumped Articles & for Determination of Injury) Rules, 1995 (AD
Rules) for initiation of Anti- Circumvention Investigation concerning imports of O-Ester (hereinafter also referred
to as the “Product under Investigation” or “PUI”), a penultimate stage of “Ofloxacin Acid” (hereinafter also
referred to as the “O-Acid” or “Product under consideration” or “PUC”) originating in or exported from
China PR (herein referred as subject country). The petitioner requested for extension of existing anti-
dumping duties on the imports of the O-Acid to the PUI, the penultimate stage product of the PUC originating in
or exported from the subject country.

Whereas, in view of the duly substantiated application filed by the petitioner under Rules 26 (1), the
Authority initiated the investigation vide Notification no 7/14/2018-DGAD dated 4th May, 2018 to
determine the existence and effect of the alleged circumvention of the ADD levied and to consider
recommendation of extension of ADD on imports of O-Acid also to imports of O-Ester.

Procedure

The procedure described below has been followed with regard to the investigation:

The Authority issued Recommendations vide Notification no. 7/14/2018-DGAD dated 4th May, 2018
initiating anti-circumvention investigation, which was published in the Gazette of India.

The Authority sent copy of the initiation Notification to the Embassy of China in India, known exporters
of PUI from China and known importers of PUI in India, as per information available in the petition.

The Authority wrote to the exporters/ producers of the PUC/PUI and requested them to file their
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responses in the prescribed questionnaire and make their views known in writing within the time limit
prescribed. Copies of the letter and questionnaires sent to the exporters were also sent to Embassy of China
along with a list of known exporters/ producers, with a request to advise the exporters/ producers from China to
respond to the Authority within the prescribed time.

1v. A copy of the non-confidential version of the application filed by the petitioner was sent to the Chinese
producer/ exporters, and Government of China. A copy of the non-confidential version of the application
was also made available to the interested parties, on request, through public file.

V. The Authority forwarded a copy of the public notice initiating the anti- circumvention
investigations to the following known producers/ exporters in China and gave them opportunity to make their
views known in writing within 40 days from the date of the letter in accordance with the AD Rules:

a. Zhejiang Ueasy Business Service Co. Ltd.
b. Mercy Group Co. Ltd.
Zhejiang Chemicals Import and Export Corp

a o

Zhejiang Medicines and Health Products Import and Export Co. Ltd.
Apeloa Kangyu Business Office

Zhejiang Jingxin Pharmaceutical Co., Ltd

Zhejiang East Pharmaceutical Ltd.

5 oo

Yongning pharma

-

Jiangsu Guotai Int'l Group Huatai Imp. & Exp. Co Ltd

China Sinopharm International Corporation

~

Zhejiang Hengdian Apeloa Imp & Exp Co. Ltd

[a—

Jaingxi Chibang Pharmaceutical Co. Ltd

m. Jiangxi Dadi Pharmaceutical Limited Liability Co.
n. Zhejiang Xingyang Import & Export Co. Ltd

0. Yancheng Xinanzhou Pharmaceutical Co, Ltd

Inner Mongolia Yuanhong Fine Chemical Co., Ltd

o

Zhejiang Yuanhong Medical & Chemical Technology Co., Ltd

vi. None of the producers/ exporters of the PUC/ PUI from China responded to the Authority, nor any
producer/ exporter filed response to the questionnaire in the form and manner prescribed.

vii. However, only an authorization letter was filed by the following exporter
a. Zhejiang Ueasy Business Service Co. Ltd.

viil. Questionnaires were sent to the following known importers/ users of subject goods in India
calling for necessary information in accordance with the Rules:

Infinity Laboratories Private Limited

a
b. Bharat Chemicals

c. Danopharm Chemicals Pvt. Ltd.

d. Vital Laboratories Pvt. Ltd.

e. Mys. Cipla Limited

f.  M/s. Macleods Pharmaceuticals Ltd

g.  Mis. J.B.Chemicals & Pharmaceutical Ltd.
h. M/s. Aristo Pharmaceutical Pvt Ltd

M/s. Sun Pharmaceutical Ind. Limited
j-  M/s. Medi Pharma Drug House

k. M/s. FDC Ltd

I.  M/s. Medley Pharmaceuticals Ltd

-
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iX.

Xi.

Xil.

Xiii.

Xiv.

XV.

XVi.

XVil.

XViii.

XiX.

C.
C.1.
5.

il.

C.2.
6.

i.

ii.

m. MY/s. Cadila Healthcare Ltd
n. M/s. Merck (India) Ltd
0. M/s. Alkem Laboratories Ltd

In response to the initiation of the subject investigation, only M/s Infinity Laboratories Pvt. Ltd., importer
of the PUI responded and filed response to the questionnaire.

In accordance with Rule 6(6) of the Anti-dumping Rules, the Authority provided opportunity to the
interested parties to present their views orally in a public hearing held on 24th August, 2018. The oral
hearing on 24th August, 2018 was attended by the domestic industry and the only responding importer of the
PUI. The parties, who presented their views in oral hearing, were requested to file written submissions of
the views expressed orally.

Exporters, importers other domestic producers and other interested parties who have not responded to the
Authority nor supplied information relevant to this investigation, have been treated as non-cooperating.

Details of imports of subject goods for April 2014- March 15, April 2015-March 2016, April 2016-
March 2017, the period of investigation July, 2017 - March 2018 and for the first quarter of 2018-19, were
obtained from DGCIS.

The submissions made by the interested parties during the course of this investigation have been
considered by the Authority, wherever found relevant, in this finding.

Verification to the extent deemed necessary was carried out in respect of the information & data
submitted by the petitioner at the plant premises. Separately, verification also of the manufacturing plant of the
cooperating importer was also conducted by the Authority

Information provided by the interested parties on confidential basis was examined with regard to
sufficiency of the confidentiality claim. On being satisfied, the Authority has accepted the confidentiality
claims wherever warranted and such information has been considered as confidential and not disclosed to other
interested parties. Wherever possible, parties providing information on confidential basis were directed to
provide sufficient non-confidential version of the information filed on confidential basis.

Wherever an interested party has refused access to, or has otherwise not provided necessary information
during the course of the present investigation, or has significantly impeded the investigation, the Authority has
considered such parties as non-cooperative and recorded the findings on the basis of the facts available.

In accordance with Rule 16 of the Rules Supra, the essential facts were disclosed by the Authority on 25™
September, 2018 to the concerned interested parties. Comments were requested by 03™ October, 2018.
Comments received on the Disclosure Statement to the extent considered relevant by the Authority have been
considered in this Final Finding.

*#% represents information furnished by an interested party/any other party on a confidential basis and
so considered by the Authority under the Rules.

The average exchange rate of 1US$ = - 65.29 prevailing during the POI has been adopted by the
Authority in this finding.

Product under Investigation and Like Article

Views of Exporters, Importers, Consumers and Other Interested Parties

Following submissions have been made by the other interested party —

Ofloxacin Ester is completely different product in terms of CAS number, chemical name, chemical composition,
weight and formula from O-Acid.

Ofloxacin Ester (PUI) and O-Acid (PUC) are two different compounds or chemicals which have different
physical and chemical properties/composition, in fact, different category of products as Ofloxacin Ester belongs
to Carboxylate Esters group in organic compounds and O-Acid belong to Carboxylic Acid group in organic
compounds. Both have different molecular formula and molecular weight. Even Ofloxacin Ester is not soluble in
caustic solution whereas O-Acid is freely soluble in it.

Views of Domestic Industry

The domestic industry has made the following submissions with regard to the PUI-
The product forming the object of circumvention is “Ofloxacin Ester (O-Ester)”.

The product under investigation in this case is nothing but just the penultimate stage/ form of the PUC in the
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iii.

iv.

v.
Vi.

C.3.

7.

8.

9.

original investigation and requires minimal value addition to the tune of 3-4%.for conversion into the PUC.

As regards the claims of value addition, the value addition is to be seen for the product whose duties are being
circumvented and not any other product that could be formed from the circumventing product. The value
addition required to be seen is on the conversion of O-Ester into O-Acid and not on the conversion of O-Ester
into Ofloxacin API.

The duty is being circumvented through the imports of O-Acid albeit in the form of O-Ester thereby
undermining the remedial effects of the anti-dumping duty imposed. The PUI of the present investigation and
the PUC of the original investigation belong to the same family.

The subject goods are classified under Chapter 29 of the Customs Tariff Act, 1975 under the Sub-heading
29349900. The customs classification is indicative only and in no way binding on the scope of investigation.

The production process of producing O-Acid from O-Ester involves the process of hydrolysis in acidic water
and the cost of converting O-Ester to O-Acid, i.e., the value addition from the stage of O-Ester to O-Acid in
India is much below the limits prescribed under the relevant circumvention provisions.

Examination of the Authority

The product under consideration attracting anti-dumping duty is O-Acid. The product under investigation is
“Ofloxacin Ester (O-Ester)” (also referred to as the “Product under investigation” or “PUI” or “subject goods”),
which is claimed to be the penultimate stage in the production of “Ofloxacin Acid (O-Acid)” (also referred to as
the subject product or the “Product under Consideration” or “PUC”). The product under consideration was
examined and recorded by the Authority in the original investigation as follows:

‘The product under consideration in the present petition is O-acid or Ofloxacin acid. It is an off-white to white
crystalline powder and is used as an intermediate for the manufacture of Ofloxacin, which is a synthetic
chemotherapeutic antibiotic of the fluoroquinolone drug class considered to be a second-generation
fluoroquinolone. Ofloxacin is a racemic mixture, which consists of 50% levofloxacin (the biologically active
component) and 50% of its “mirror image” or enantiomer dextrofloxacin.

Regarding, the contention that O-Ester is a different product from that of O-Acid, the Authority notes that the present
investigation is a circumvention investigation, i.e., examination of the alleged circumvention of the antidumping
duty already imposed. In such cases, the circumvented product or PUI need not be a like article to the product under
consideration. It could actually just be ‘parts or components’ of the PUC or in this case a chemical that is primary to
production of the PUC.

The production process for Ofloxacin was examined at the premises of both — the DI as well as the responding
importer. The process is described in the flow chart given below. It is noted that the process from the stage of O-
Ester to O-Acid is an incremental process, the stage that is penultimate to production of Ofloxacin. It is seen that O-
Ester is hydrolysed in acidic water, which is then cooled and filtered to form dried cakes of O-Acid, which are then
further processed to obtain Ofloxacin.
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10.

D.
D.1.
11.

i.

D.2.
12.

ii.

Flow Diagram with Process Control to Manufacture Ofloxacin from O- Ester via O-
Acid
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The PUI is described as “Ofloxacin Ester” or by its chemical name “9,10-Difluoro-3-Methyl-7-Oxo0-2,3-Dihydro-
7H-Pyrido (1,2,3-De) 1,4-Benzoxazine-6-Carboxylic Ester” and it is classified under Chapter 29 and subheading
29349900 of the Customs Tariff Act, 1975. The Customs classification is indicative only and in no way binding upon
the scope of the investigation.

SCOPE OF DOMESTIC INDUSTRY AND STANDING

Views of Exporters, Importers, Consumers and Other Interested Parties

Views of other interested parties with regard to domestic industry are as follows:

Aarti Drugs Ltd. is producing the subject goods for manufacturing Ofloxacin and not for sale in the domestic market.
Aarti Drugs Ltd. has built installed capacity for O-Acid dedicated to cater the need of their own Ofloxacin plant and
thus cannot constitute domestic industry in terms of AD Rules.

Views of domestic industry

Following submissions have been made by the domestic industry —

The petition has been filed by M/s Aarti Drugs Ltd. The petitioner company is the sole producer of the PUC in the
country.

The Petitioner Company has neither imported in the period of investigation nor is related to any exporter/
producers of subject goods in subject countries or importers in India. However, the petitioner did import the PUC
in the injury investigation since the landed price of the PUC was much below the cost of production and so it was
not feasible to produce the same because of presence of dumped imports. Since the imposition of the provisional
duty and then the definitive anti-dumping duty on the imports of PUC, the petitioner has not imported the PUC into
the country.
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iii.

iv.

D.3.
13.

14.

15.

16.

17.

E.1
18.

ii.

The petitioner is the sole producer of the subject goods in India and constitutes “domestic industry” within the
meaning of the Anti-Dumping Rules.

Petitioner has set up capacity far in excess of Ofloxacin. Thus, clearly the intention of the petitioner is also in
the merchant market. The petitioner did not sell goods in domestic market, not out of unwillingness but because
of compulsion. Availability of low priced imports of O-Acid earlier and now O-Ester has made it difficult for
the producer to sell goods.

Examination of the Authority

The Authority notes that the petition for anti-circumvention investigation and extension of existing ADD on imports
of O-Acid to the imports of O-Ester is filed by M/s Aarti Drugs Ltd as per Rule 26(1) which reads as under;

“(1) Except as provided herein below, the designated authority may initiate an investigation to determine the
existence and effect of any alleged circumvention of the anti-dumping duty levied under section 9A of the Act, upon
receipt of a written application by or on behalf of the domestic industry.”

M/s Aarti Drugs Ltd. were considered as the Domestic Industry as per Rule 2(b) in the original investigation on the
basis of which ADD on PUC has been recommended and then imposed on notified on 12 March,2018. Rule 2(b) of
the Anti-Dumping Rules defines domestic industry as under: -

“domestic industry” means the domestic producers as a whole engaged in the manufacture of the like
article and any activity connected therewith or those whose collective output of the said article constitutes a
major proportion of the total domestic production of that article except when such producers are related to the
exporters or importers of the alleged dumped article or are themselves importers thereof in such case the term
‘domestic industry’ may be construed as referring to the rest of the producers.”

The petitioner is not related (either directly or indirectly) to any exporter of O-Ester or O-Acid in China or an
importer in India. The Authority notes that the petitioner has not imported the PUC from China during period of
investigation.

It is not in dispute that production of petitioner constitutes a major proportion in the Indian production. The importer
has however disputed eligibility of the petitioner to claim status of domestic industry within the meaning of Rule
2(b) on the grounds that the petitioner is a captive producer. The Authority had considered this aspect in the original
investigation and concluded as follows:

The interested parties have contended that the applicant has set up facilities only for captive consumption and
the Authority has held in the past that captive consumption is not required to be considered for determination of
standing of a domestic producer under Rule 5. The Authority notes that (a) the capacities created by the
company for Ofloxacin Acid are much higher than its own requirement, (b) such capacities are quite
comparable to the demand for the product in the Indian market, (c) the applicant has stated that after
commencing production, they offered the product for sale through email communications and public
advertisements in Chemical Weekly, thereby, it can be inferred that the DI had set up plant for captive as well
as merchant sales. The present investigation is a case where the Authority is investigating whether dumping of
the product is materially retarding establishment of domestic industry in the Country in addition to causing
injury to the present capacities. In view thereof, the Authority holds that the fact of absence of actual merchant
sales up to POI should not deprive the company from being treated as domestic industry under Rule 2(b).

The Authority notes that Rule 26 (1) requires an Anti-Circumvention petition to be filed by the Domestic Industry of
the ADD already levied. In this investigation, the Domestic Industry of the existing ADD comprised of M/s Aarti
Drugs Ltd. as stated above. The petitioner has still not been able to sell good in the merchant market in view of
imports of O-Acid being almost replaced by imports of O-Ester. In view of this the Authority is of the opinion that
the standing of petitioner and its eligibility as domestic industry of PUC as required under Rule 26(1) is not
compromised.

Evidence of Circumvention

Submissions by Exporters, Importers and Other Interested Parties

Submissions made by the interested parties with regard to evidence of circumvention is as follows:

In the process of manufacturing of Ofloxacin from O-Ester, production of O-Acid is not captured/ reported and
Infinity Labs does not account for the production of O-Acid. Infinity does not produce O-Acid for commercial
sales. Value addition to produce Ofloxacin from O-Ester is more than 35%.

There is around 10% difference in molecular weight, however, around 17-18% value addition is done due to
yield difference after manufacturing. After adding all the expenses, the value addition goes up by around 30-
35%. Moreover, O-Ester is an impurity in O-Acid and it should be absent in O-Acid or limited to maximum
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iii.

iv.

E.2.
19.

E3.
20.

21.

i.

0.5% thereby confirming that it is backward integration and not circumvention.

The difference of prices of producing O-Ester supplied by Chinese suppliers versus O-Acid is only 10-15%,
however, actual manufacturing difference is more than 30-35%.

Even the clause of 35% value addition is not applicable here in chemical reactions. As reactions depend upon
one compound to other manufacture compound and in some cases when two compounds join together in
condensation reaction, the resultant compound is large showing huge value addition whereas if the reaction is
acidic hydrolysis or hydrogenation or reduction or oxidation than the molecular weight of the resultant
compound is almost same and there is not much value addition even though the resultant compounds are totally
different with different category and different chemical and physical properties.

Submissions by Domestic Industry

Following submissions have been made by the domestic industry with regard to circumvention which are as follows-

Exports of the intermediate product, O-Ester started and increased after the imposition of provisional anti-
dumping duties on O-Acid and the same has intensified.

ii. Because of the imposition of ADD, the producers from China have found it advantageous to export O-Ester, a

penultimate intermediary product and dump the same into India.

iii. There is a change in the pattern of trade. The volume of imports from subject country has shifted from O-Acid

from O-Ester. Whereas imports of O-Ester have increased significantly, the imports of O-Acid have declined and
are now non-existent.

iv. The significant increase in imports of O-Ester post imposition of provisional duties supports the contention that

O-Ester is being exported from China to circumvent the ADD earlier imposed on DFS.

v. There is change in chemical and physical nature of product, there is no circumvention at all rather it is

backward integration in the process of manufacturing Ofloxacin.

Examination of the Authority

The Authority has examined the aforesaid submissions and alleged circumvention phenomena under relevant Act/
Rules i.e. section 9 A (1) of the Customs Tariff Act, 1975 and Rule 25 of the AD Rules which state as follows—

“Section 9A(1A) of the Customs Tariff Act Where the Central Government, on such inquiry as it may consider
necessary, is of the opinion that circumvention of anti-dumping duty imposed under sub-section (1) has taken
place, either by altering the description or name or composition of the article subject to such anti- dumping duty or
by import of such article in an unassembled or disassembled form or by changing the country of its origin or
export or in any other manner, whereby the anti-dumping duty so imposed is rendered ineffective, it may extend the
anti-dumping duty to such article or an article originating in or exported from such country, as the case may be.”

Rule 25 of AD Rules relates to Circumvention of anti-dumping duty. This states as under —

(1) Where an article subject to anti-dumping duty is imported into India from any country including the country of
origin or country of export notified for the purposes of levy of anti-dumping duty, in an unassembled, unfinished or
incomplete form and is assembled, finished or completed in India or in such country, such assembly, finishing or
completion shall be considered to circumvent the anti-dumping duty in force if,

(a) the operation started or increased after, or just prior to, the anti-dumping investigations and the parts
and components are imported from the country of origin or country of export notified for purposes of levy
of anti-dumping duty; and

(b) the value consequent to assembly, finishing or completion operation is less than thirty-five percent of
the cost of assembled, finished or complete article.

Explanation 1. — ‘Value’ means the cost of assembled, complete or finished article less value of imported
parts or components

Explanation II. - For the purposes of calculating the ‘value’, expenses on account of payments relating to
intellectual property rights, royalty, technical know- how fees and consultancy charges, shall not be taken
into account.

2)....
(3)....

Explanation. - For the purposes of this sub-rule, it shall be established that there has been a change in
trade practice, pattern of trade or channels of sales if the following conditions are satisfied, namely: -
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(a) absence of a justification, economic or otherwise, other than imposition of anti-dumping duty;
(b) evidence that the remedial effects of the anti-dumping duties are undermined in terms of the price and
or the quality of like products.

22.  The Authority notes that Rule 25(1)(a) requires to establish the onset or increase in phenomena of circumvention and

23.

further the Rule 25(1)(b) requires to establish that ‘value addition’ associated with the said phenomena is in
accordance with the stipulated threshold in this sub Rule.

Regarding the claim that the domestic importer is not circumventing the anti-dumping duty, but instead is involved
in the process of backward integration of the production of Ofloxacin, the Authority is of the opinion that backward
integration by setting up additional manufacturing plants/ equipment has to be seen in the context of how far back is
the integration process going and what is the actual value added in the process. This is adequately captured in the
extant rules that require a value addition of at least 35% being achieved. In this case too examination of the value
addition achieved is a critical factor.

F.SHIFT IN TRADE PATTERN

24.  The Authority notes that provisional ADD was earlier imposed on imports of the PUC from the subject country vide
notification no. 35/2017-Customs (ADD) dated 13th July, 2017. Definitive duties were imposed vide Notification no.
06/2018-Customs (ADD) dated 12th March 2018. The duties so imposed are in force. The Authority has to examine
the onset and enhancement of phenomena of circumvention of existing ADD just after the imposition of the
provisional ADD i.e. from July 2017. The Authority also has examined whether there is change in pattern of trade
and whether this change has stemmed from a practice, process or work for which there was insufficient due cause or
economic justification other than the imposition of duty. The table below depicts the trade pattern.

Imports
0-Acid O-Ester
Volume Value Volume Value
MT Rs Lacs MT Rs Lacs

a) Annual

2015-16 602 14,084 - -

2016-17 456 8,642 - -

2017-18 134 2,169 305 4,212
b) Monthly
1 15-Apr 47 1,214 - -
2 15-May 63 1,559 - -
3 15-Jun 91 2,184 - -
4 15-Jul 95 2,240 - -
5 15-Aug 56 1,308 - -
6 15-Sep 86 2,014 - -
7 15-Oct 24 583 - -
8 15-Nov 12 271 - -
9 15-Dec 7 212 - -
10 16-Jan 21 453 - -
11 16-Feb 60 1,240 - -
12 16-Mar 40 806 - -
13 16-Apr 20 500 - -
14 16-May 67 1,355 - -
15 16-Jun 47 999 - -
16 16-Jul 75 1,467 - -
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Imports
0-Acid O-Ester
Volume Value Volume Value
MT Rs Lacs MT Rs Lacs
17 16-Aug 16 303 - -
18 16-Sep 11 205 - -
19 16-Oct 41 760 - -
20 16-Nov 32 568 - -
21 16-Dec 28 497 - -
22 17-Jan 64 1,073 - -
23 17-Feb 40 643 - -
24 17-Mar 17 272 - -
25 17-Apr 24 372 - -
26 17-May 42 645 - -
27 17-Jun 55 921 - -
28 17-Jul - - 24 325
29 17-Aug 12 206 64 843
30 17-Sep - - 56 738
31 17-Oct - - 16 214
32 17-Nov - - 25 326
33 17-Dec - - - -
34 18-Jan - - 40 563
35 18-Feb 1 25 32 475
36 18-Mar - - 48 730
37 18-Apr 16 232
38 18-May 40 604
39 18-Jun 16 246
25. It is noted that the volume of imports of O-Acid from China declined post imposition of the provisional ADD since
July 2017 whereas imports of O-Ester from China started since then. It is thus seen that whereas imports of O-Acid
declined and have become non-existent, the imports of O-Ester increased since the imposition of provisional ADD.
Shift in imports from O-Acid to O-Ester since the imposition of the provisional duty establish the shift in the pattern
of trade.
F.1 VALUE ADDITION BELOW 35% OF THE COST OF ASSEMBLY, FINISHING OF COMPLETE
ARTICLE
26.  The Rule 25(1)(b) of AD Rules requires that “value consequent to assembly, finishing or completion operation is less
than thirty-five percent of the cost of assembled, finished or complete article”. Authority notes that none of the
producers/exporters from China has responded. Further, the importer who has responded has converted the subject
goods into the ultimate downstream product. The Authority therefore, in accordance with provisions of para 6(8), has
considered the cost of production data of M/s Aarti Drugs Ltd. for the purpose of evaluating value addition from O-
Ester to O-Acid during the POI.
27. The value addition from O-Ester (PUI) to O-Acid (PUC) evaluated as per Rule 25 (1) (b) is depicted in Table below:
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28.

29.

30.

31.

G1
32.

G.2.

33.

Particulars Conversion Factor Rs/MT Rs/MT
Raw material cost
O-Ester kK
Conversion Cost Up to O-Ester stage oAk
Ester to O-Acid
Total Cost up to o
O-Ester
O-Ester for O-Acid 1.11 wkE
Raw Material and
Conversion cost for
O-Acid otk
Cost of O-Acid kol
Particulars UOM Price
Value Addition Rs/MT o
Cost of O-Acid Rs/MT oAk
Value Addition % oAk
Value Addition Range % 0-10

The landed value of PUC derived from the imported PUI, i.e. after adjusting the landed value of PUI with value
addition is lower than the landed value of PUC including existing ADD when imported directly in finished-form
from China.

As regards the contention that there is significant value addition from the stage of O-Ester to Ofloxacin, the
downstream product, it is noted that the investigation concerns production of O Ester to O-Acid.

The Authority has examined the coincidence between the ‘change in pattern of trade’ and imposition of the ADD on
the PUC by conducting a cost benefit analysis and other economic benefits/ cost savings from the production and
exports of O-Ester instead of O-Acid. It is noted that there was no market or requirement for O-Ester prior to
imposition of antidumping duty on O-Acid. Imposition of Antidumping duty on O-Acid led to commencement of O-
Ester imports.

The Authority has considered the value addition involved in the process of producing O-Acid from O-Ester. The
value addition involved in producing O-Acid from O-Ester is determined to be much below the limits prescribed
under the law. Production of O-Ester is only a step before the production of O-Acid in the manufacturing process for
Ofloxacin. O-Ester is hydrolysed in acidic water to yield O-Acid. Because of the imposition of ADD on O-Acid, the
producers in China have found it advantageous to stop at O-Ester, the unfinished/penultimate stage of O-Acid, and
export the same into India. The investigation has thus shown that there exists no economic justification other than the
incentive to avoid the ADD on O-Acid for export of O-Ester to India.

DUMPING OF PUI AND UNDERMINING THE REMEDIAL EFFECT OF THE ANTI-DUMPING DUTY

Submissions by Exporters, Importers and Other Interested Parties

Following submissions have been made by other interested parties with regard to injury are as follows-

i.  Infinity does not maintain books of accounts for O-Acid production or sale thus, domestic industry not being
affected in any way. Production of Ofloxacin from O-Ester is costly and in terms of manpower, electricity,
power, fuel, etc.

ii. Since petitioner is not competing for sale of O-Acid in open market, thus, imports of O-Ester (main raw
material used in production of O-Acid) cannot cause injury to petitioner.

iii. Aarti Drugs not fulfilling domestic demand of O-Acid as they have not made any sales. Thus, injury caused
due to other factors.

Submissions by Domestic Industry

Following submissions have been made by the domestic industry with regard to injury are as follows-
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i.  O-Ester is being imported into India instead of O-Acid and being converted into O-Acid/ Ofloxacin for further
use. This has rendered the duty on O-Acid as ineffective. The Imports have shifted from O-Acid to O-Ester
since the imposition of the provisional duties.

ii. There is a significant change in the pattern of trade with reference to prices and quantity of the product and the
same is undermining the remedial effects of ADD earlier imposed on imports of O-Acid.

iii. The imports of O-ester have directly resulted into absence of merchant market for the domestic industry
despite the imposition of anti-dumping duties. This has rendered the existing duties redundant as the
imposition of ADD was supposed to enable fair play in the market but the same has not happened.

iv. The landed value of the PUC derived from the prices of the PUI is much below the landed prices of the
imported PUC even with the ADD. In fact, the landed value of the PUC derived from the PUI is much below
the levels of PUC being imported prior to the imposition of the duty. This has rendered the duty ineffective.

v. The derived PUC is undercutting the notional selling prices of the PUC by a significant margin.

G.3. Examination of the Authority

34.

35.
36.

37.

38.

39.

40.

41.

42.

The Authority notes that Rule 26(4) requires establishing that the article circumventing the existing ADD is dumped
in India as a primary condition. Further Rule 26(5) states that evidence/ procedural requirements of Rule 6 shall
apply mutatis mutandis to the investigation carried out under this Rule.

The Authority notes that none of the producers/exporters have filed Questionnaire Response.

Rule 6 (8) provides that “In a case where an interested party refuses access to, or otherwise does not provide
necessary information within a reasonable period, or significantly impedes the investigation, the designated
authority may record its findings on the basis of the facts available to it and make such recommendations to the
Central Government as it deems fit under such circumstances”.

The Authority notes that while the Petitioner has submitted that China PR be treated as a Non-Market Economy,
since in the instant case none of the producers/ exporters has responded, and Rule 6(8) needs to be resorted to the
examination of issues raised on market situation by the petitioner is not required.

The Authority resorting to Rule 6(8) has constructed the normal value for the PUI i.e. O-Ester, by considering the
normal value for O-Ester earlier established at the time of original investigations, and duly adjusted for the value
addition from O-Ester to O-Acid. The normal value has also been adjusted for the differences in the raw materials
cost during the two periods.

For the purpose of evaluating ex-factory export price of PUI in POI, DGCIS data has been adopted. The weighted
average ‘CIF’ price of PUI during POI has been considered as 1383 Rs/Kg. Adjustments on account of Marine
Insurance, Commission, Port Expenses, Bank Charges and Inland Freight Expenses have been considered to an
extent of 6.92 Rs/Kg, of CIF, 1% of FOB, 0.5 % of FOB, 0.5% of FOB and 0.5% of FOB respectively on the basis of
data provided by the Petitioner and Authority’s past consistent practice on norms related to such adjustments. The
Table below depicts the dumping margin.

Computation of Dumping Margin

Particulars Rs/MT
Constructed Normal Value O-Ester wokE
Net Export Price wAE
Dumping Margin o
Dumping Margin % o
Dumping Margin (Range %) 20-30%

The dumping margin is proposed to be considered as *** $/MT, which is significant and above de minimus limits
under the AD Rules.

Thus, the shift in trade pattern, value addition being lower than prescribed threshold and continuation of dumping are
collectively established to be present in this case.

UNDERMINING REMEDIAL EFFECT OF ADD EXISTING ON PUC BY CIRCUMVENTION

Explanation to Rule 25 provides as follows:
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H.1
H.1.1
43.

44,

H.1.2
45.

H.2
46.

47.

Explanation. - For the purposes of this sub-rule, it shall be established that there has been a
change in trade practice, pattern of trade or channels of sales if the following conditions are
satisfied, namely: -

(a) absence of a justification, economic or otherwise, other than imposition of anti-dumping duty;

(b) evidence that the remedial effects of the anti-dumping duties are undermined in_terms of the
price and or the quality of like products.

Volume Effect
Complete Shift from O-Acid (PUC) to O-Ester (PUI)

The Authority has considered the transaction-wise import data procured from DGCI&S for the assessment of volume
and value of imports of both PUC & PUI from the subject country. Whereas the imports of O-Ester have increased
significantly post the imposition of the provisional duty since July 2017, imports of O-Acid have declined and are
non-existent. Thus, the imports of O-Acid (PUC) has been almost replaced by O-Ester (PUI).

Imports
Year/ Period 0-Acid O-Ester
Volume Value Volume Value
MT Rs Lacs MT Rs Lacs
2015-16 602 14,084 - -
2016-17 456 8,642 - -
2017-18 134 2,169 305 4212
2018-19 (Apr — Jun) - - 72 1,083

The Authority finds that the import of O-Acid from China PR has declined post imposition of provisional ADD.
However, imports of PUI, O-Ester started and have increased post imposition of provisional ADD on O-Acid.

Inability to Garner Market Share

It was noted in the original investigation that the domestic industry despite being a sole producer claimed to be
making all efforts required, but was unable to make merchant sales.

Price Effect

The impact of imports of O-Ester on the prices of the domestic industry has been examined with reference to price
undercutting. For the purpose of this analysis, a comparison of the landed price of imports for PUI from subject
country during the period of investigation, after appropriate adjustment in order to derive price of O-Acid was made
with the selling price for O-Acid of the domestic industry in the domestic market. While undertaking this analysis, in
the absence of the merchant market for the domestic industry, the Authority has considered the net selling price of
the domestic industry on a notional basis after considering all due adjustments to ensure a fair and an undistorted
comparison. The expenses incurred in India in converting O-Ester to O-Acid have been added on the basis of value
addition determined by the Authority. Thus, the landed price of imports of O-Ester was adjusted upward by the
amount of value addition and thereafter compared with the selling price of the domestic industry. The comparison
has shown that the adjusted landed price of imports of O-Ester is significantly below the notional selling price of O-
Acid by the domestic industry. Thus, the imports of O-Ester are resulting in price undercutting and are thus having an
adverse price effect. This has eroded the efficacy of the ADD imposed on the PUC. Also the computed price of O-
Acid from O-Ester during the injury period showed to be much below the landed price of the imports of O-Acid.

The table below illustrates the extent of circumvention:

Particulars UOM POI
Landed Price of O-Ester Rs/MT 1,490
Value Addition % HAH
Value Addition Rs/MT HkE
Landed Value of O-Acid (Derived) Rs/MT HkE
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Landed Price of O-Acid (Actual) Rs/MT Hkok
Landed Value of O-Acid with ADD Rs/MT o
Particulars UOM Value
Landed value of O-Acid Rs /kg 1,544
Net Sales Realization of O-Acid Rs /kg oAk
Price undercutting Rs /kg o
Price undercutting % o
Price undercutting Range % 10-20

L.
L1
48.

POST DISCLOSURE COMMENTS
Views of the Domestic Industry

Post disclosure submissions made by the domestic industry are as follows:

i.

il.

iii.

iv.

vi.

Vii.

viii.

Ofloxacin Ester or “9,10-Difluoro-3-Methyl-7-Oxo0-2,3-Dihydro-7H-Pyrido (1,2,3-De)1,4-Benzoxazine-6-
Carboxylic Ester” is classified under Chapter 29 and subheading 29349900 of the Customs Tariff Act, 1975.
The Customs classification is indicative only and in no way binding upon the scope of the investigation.

0O-Acid is first produced in the form of O-Ester (product under investigation), which is only the penultimate
stage in the production of O-Acid. Instead of undertaking full production process for O-Acid, the Chinese
producers are stopping at Ester and exporting to India. The Indian consumers, who requires O-Acid for
production of Ofloxacin, starts from Ester stage, as Ester has all the essential properties of Acid and processes
the same into Ofloxacin. Hence, the subject goods, O-Acid, continue to be exported to India, albeit in
penultimate form and in different name.

The process involved from the stage of O-Ester is only hydrolysis and is only an incremental process. O-Ester
is first hydrolysed in acidic water (such that it obtains acidic properties) to obtain O-Acid. In case if the PUI is
to be directly used in production of Ofloxacin, it can be used only after isolation of solid O-Acid but without
drying. However, if the same is to be sold in the merchant market for further production into Ofloxacin, it is
cooled, filtered and dried, so that cakes of O-Acid are formed and the same are made available in the merchant
market.

The value addition involved in processing O-Ester to O-Acid is only about 3.49% which is minimal and much
below the limits as prescribed under law. It has no other use except for further processing/ conversion into O-
Acid and hence has no market other than being used for producing O Acid. The landed value of PUC derived
from the imported PUI, i.e. after adjusting the landed value of PUI for the value addition is lower than the
landed value of PUC including existing ADD when imported directly in finished-form from China.

There has been a change in the pattern of trade since the imposition of the provisional duty. The imports of O-
Acid have been replaced by the imports O-Ester. The exports of unfinished form of O-Acid in the form of O-
Ester started immediately after imposition of provisional antidumping duties in July of 2017. Prior to the
imposition of the provisional duties, imports of O-Ester were non-existent. After imposition of duties, imports
of O-Ester increased and that of O-Acid has almost stopped. Imports of O-Ester in India were non-existent
prior to imposition of the provisional duty on the imports of O-Acid.

The circumvented product i.e. O-Acid in the form of O-Ester is entering the Indian market at dumped prices
and thereby rendering the existing duties ineffective.

First, because of dumping of O-Acid in the country and then now dumping of O-Ester in the country, the
domestic industry has not been able to sell O-Acid in the market and is facing significant plant
underutilisation. Despite making several public offers to sell O-Acid in the market, the petitioner has not been
able to do so, as a result of continued dumping of O-Acid, albeit in different forms.

A comparison of the derived cost of O-Acid from the landed value of O-Ester after considering due
adjustments for conversion into O-Ester made with the notional selling price of O-Acid produced by the
domestic industry, reveals that the adjusted landed price of imports of O-Ester is significantly below the
notional selling price of O-Acid by the domestic industry. The imports of O-Ester are resulting in price
undercutting and are having an adverse price effect. The same is leading to erosion of the efficacy of the ADD
imposed on the PUC. Even, the computed price of O-Acid from O-Ester during the injury period showed to be
much below the landed price of the imports of O-Acid.
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1.2

49.

L3

50.

iX.

The landed value of O-Acid as considered by the Designated Authority in the anti-dumping investigation was
around Rs 2,358 per kg. However, the landed value of O-Ester in the present POI declined to Rs 1,490 per kg.
Even after considering value addition, the landed value in terms of O-Acid comes to Rs 1542/kg which shows
that the import price of O-Ester is much lower than that of O-Acid.

Views of the other Interested Parties

Post disclosure submissions made by other interested parties are as follows:

i.

ii.

iii.

iv.

Vi.

The petitioner is only producing the subject goods for manufacturing Ofloxacin and not for sale in the
domestic market. The petitioner has not made any sales in the domestic market and is only present as a captive
consumer of the goods and not as a domestic seller. The petitioner cannot be treated as domestic industry
because it is only a captive consumer and not a domestic seller and so does not meet the criteria of being called
as domestic industry.

The petitioner has made unrealistic offers to sell O-Acid. An exorbitant rate of Rs 2500/- with the condition of
advance payment and delivery after four weeks is unreasonable. At such a price, Ofloxacin, the finished
product, will become uncompetitive in the market and the same should be compared with the price quoted by
Aarti for Ofloxacin and with the import price of Ofloxacin with basic customs duty and anti-dumping duty.
With such a high price, the cost of manufacturing Ofloxacin should also be considered as it requires value
addition of Rs 300/-

Infinity has done backward integration and does not account for any production of O-Acid as it consumes the
same captively. It produces ofloxacin directly from O-Ester and not from O-Acid. The value addition from the
conversion of O-Ester to Ofloxacin is more than 35%.

The normal value of O-Ester was never established before at the time of the original investigations as the
original investigation was in context of O-Acid and not O-Ester.

No data depicting the undermining of remedial effects was provided by the domestic industry till date. The
domestic industry be asked to provide at least indexed numbers in non-confidential version to substantiate how
imports of product under investigation are causing injury. In the absence of the same, undermining of remedial
effects cannot be examined.

In the absence of any imports of O-Acid in the period of investigation, how can the landed price of O-Acid be
determined. When no merchant sales have been made then how can the selling price of the domestic industry
be determined. In the absence of any price data undermining of remedial effects cannot be examined.

Examination of the Authority

The issues raised in the post disclosure submissions received from the interested parties have largely been raised
earlier during the investigation and also addressed appropriately. However, for the sake of clarity the submissions
by the interested parties are being examined as below:

i.

ii.

iii.

iv.

As regards the claims on the petitioner not producing goods for the merchant market and using them only for
captive consumption, the Authority notes that the issues relating to the standing of the domestic industry has
been discussed at various stages of not just this investigation but also during the investigation resulting in
imposition of the ADD on import of O-Acid from China. There is little to add other than to note that the DI as
determined in the earlier investigation is the same as that in this case. The Authority would like to point out
that in an anti-circumvention investigation the primary focus of the Authority is whether an ADD already
imposed is being circumvented or not.

As regards the issue of computation of normal value it is clarified that the Authority has resorted to Rule 6(8)
and has constructed the normal value for the PUI i.e. O-Ester, by considering the normal value determined for
O-Acid earlier established at the time of original investigations, and duly adjusted for the value addition from
O-Ester to O-Acid. The normal value has also been adjusted for the differences in the raw materials cost
during the two periods.

As regards the argument that the interested party does not produce O-Acid and directly uses O-Ester to
produce Ofloxacin, it is noted that, verification at the premises of the domestic industry as well as the
responding importer and the evidence placed on record, shows that the process of converting O-Ester into
Ofloxacin cannot be undertaken without the conversion of O-Ester first into O-Acid.

It is also noted that this being a circumvention investigation the aspect of value addition is to be seen from the
circumventing product to the circumvented product. In view of the same it is considered that the value addition
is required to be seen from the conversion of O-Ester into O-Acid and not of O-Ester into Ofloxacin. Such
value addition is much below the threshold limits as prescribed under the law.
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J.
51.

52.

53.

54.

v. As regards the argument that because of lack of merchant sales, selling price cannot be determined, the
Authority recalls that even at the time of original investigations, the undercutting was calculated by comparing
the landed value of O-Acid with the sale price, which is taken as the transfer price of O-Acid to Ofloxacin
plant. The Authority considered this transfer price as the optimum price. Thus the Authority has considered the
net selling price of the domestic industry on a notional basis after considering all due adjustments to ensure a
fair and an undistorted comparison.

CONCLUSION

Having examined the contentions of the Domestic Industry and various interested parties and on the basis of the
analysis as above, the Authority concludes that

i.  The anti-dumping duty imposed on imports of O- Acid, originating and exported from China PR vide Customs
Notification No. 6/2018-Customs (ADD) dated 12th March, 2018 was circumvented through exports of O-
Ester from China PR in accordance with Rule 25 (3) of the AD Rules. The imports of O-Ester in India
constitute circumvention of ADD earlier imposed on imports of O-Acid.

ii. O- Ester has been exported at dumped prices during the POI.

iii. O- Ester exports from China has undermined the existing AD measure on imports of O-Acid originating in or
exported from China PR vide Customs Notification No. 6/2018-Customs (ADD) dated 12th March, 2018.

RECOMMENDATION

The Authority, keeping in view the aforesaid, recommends extension of the existing Anti-Dumping Duty on “O-
Acid”, originating and exported from China PR and imposed vide Customs Notification No. 6/2018-Customs
(ADD) dated 12th March, 2018 to import originating and exported from China PR of “Ofloxacin Ester” or 9, 10—
Difluoro -3- Methyl-7-Oxo0-2, 3-Dihydro—-7H-Pyrido (1,2,3-De) 1, 4-Benzoxazine—6-Carboxylic Ester”,
classified under HS subheading 29349900. The duty amount is to be arrived at on the same basis as notified in the
said Customs Notification. The AD Duty will be applicable from the date of its notification by the Ministry of
Finance and the validity of AD Duty would be co-terminus with the duty on O-Acid as levied through Custom
Notification No. 6/2018-Customs (ADD) dated 12th March, 2018.

Landed value of imports for the purpose of this Notification shall be the assessable value as determined by the
Customs under the Customs Act, 1962 (52 of 1962) and includes all duties of customs except duties under
sections 3, 3A, 8B, 9 and 9A of the said Act.

An appeal against the order of the Central Government arising out of this final finding shall lie before the
Customs, Excise and Service Tax Appellate Tribunal in accordance with the Customs Tariff Act.

SUNIL KUMAR, Addl. Secy. & Designated Authority.
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