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;ARNING LETTER

DMZM'W LEFSVEXSVMIW LXH. (9RMX II)
MARCS-CMS 518434 � APRIL 13, 2017

¶

¶ ¶

¶

¶

¶ 10903 Ne[ HampWhire AZenYe 
SilZer Spring, MD 20993¶

 

:ME 9PS¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶ ;EVRMRK LIXXIV 320-17-34
¶
April 13, 2017
¶¶¶¶¶¶¶¶¶¶¶
Mr. Kiran S. DiZi
DirecXor and PreWidenX of OperaXionW
DiZi�W LaboraXorieW LXd. (UniX II)
UniX-2, Chippada Village
AnnaZaram PoWX BheemYnipaXnam Mandal
ViWakhapaXnam DiWXricX
Andhra PradeWh 531162
India
¶
Dear Mr. DiZi:
¶
The U.S. Food and DrYg AdminiWXraXion (FDA) inWpecXed ]oYr drYg manYfacXYring faciliX], DiZi�W LaboraXorieW LXd. (UniX II) aX UniX-2, Chippada
Village, ViWakhapaXnam DiWXricX, from NoZember 29 Xo December 6, 2016.
¶
ThiW [arning leXXer WYmmari^eW Wigni¡canX deZiaXionW from cYrrenX good manYfacXYring pracXice (CGMP) for acXiZe pharmaceYXical
ingredienXW (API).
¶
BecaYWe ]oYr meXhodW, faciliXieW, or conXrolW for manYfacXYring, proceWWing, packing, or holding do noX conform Xo CGMP, ]oYr API are
adYlXeraXed [iXhin Xhe meaning of WecXion 501(a)(2)(B) of Xhe Federal Food, DrYg, and CoWmeXic AcX (FD&C AcX), 21 U.S.C. 351(a)(2)(B).

RIGMTMIRX:

Mr. Kiran DiZi

DiZi'W LaboraXorieW LXd. (UniX II)

Chippada Village, AnnaZararn
BheemYnipaXnarn Mandal
Andhra PradeWh 531163
India

IWWYMRK O£GI:

CenXer for DrYg EZalYaXion and ReWearch

UniXed SXaXeW

�
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¶
AddiXionall], oYr inZeWXigaXorW docYmenXed XhaX ]oYr ¡rm limiXed and/or refYWed an FDA inWpecXion. Under Xhe FD&C AcX, aW amended b] Xhe
Food and DrYg AdminiWXraXion SafeX] and InnoZaXion AcX (FDASIA), WecXion 707, 21 U.S.C. 351(j), ]oYr drYgW are adYlXeraXed in XhaX Xhe] haZe
been manYfacXYred, proceWWed, packed, or held in an eWXabliWhmenX [here Xhe o[ner or operaXor haW limiXed inWpecXion and/or refYWed
inWpecXion.
¶
We reZie[ed ]oYr December 24, 2016, reWponWe in deXail and ackno[ledge receipX of ]oYr WYbWeqYenX correWpondence.
¶
DYring oYr inWpecXion, oYr inZeWXigaXorW obWerZed Wpeci¡c deZiaXionW inclYding, bYX noX limiXed Xo, Xhe follo[ing.
¶
1.¶¶¶¶¶ FEMPYVI XS IRWYVI XLEX XIWX TVSGIHYVIW EVI WGMIRXM¡GEPP] WSYRH ERH ETTVSTVMEXI XS IRWYVI XLEX ]SYV API GSRJSVQ XS IWXEFPMWLIH
WXERHEVHW SJ UYEPMX] ERH/SV TYVMX].
¶
OYr inZeWXigaXorW obWerZed XhaX Xhe WofX[are ]oY YWe Xo condYcX high performance liqYid chromaXograph] (HPLC) anal]WeW of API for
Ynkno[n impYriXieW iW con¡gYred Xo permiX e\XenWiZe YWe of Xhe �inhibiX inXegraXion� fYncXion [iXhoYX WcienXi¡c jYWXi¡caXion.¶ For e\ample, oYr
inZeWXigaXor reZie[ed Xhe inXegraXion parameXerW ]oY YWed for HPLC idenXi¡caXion of impYriXieW in releaWe XeWXing for (F)(4). TheWe parameXerW
demonWXraXed XhaX ]oYr WofX[are [aW WeX Xo inhibiX peak inXegraXion aX foYr differenX Xime periodW XhroYghoYX Xhe anal]WiW. Similarl], in Xhe
impYriXieW releaWe XeWXing ]oY performed for (F)(4), ]oYr HPLC parameXerW [ere WeX Xo inhibiX inXegraXion aX foYr differenX Xime periodW
XhroYghoYX Xhe anal]WiW.
¶
InhibiXing inXegraXion aX ZarioYW poinXW dYring releaWe XeWXing for commercial baXcheW iW noX WcienXi¡call] jYWXi¡ed. IX can maWk idenXi¡caXion
and qYanXiXaXion of impYriXieW in ]oYr API, [hich ma] reWYlX in releaWing API XhaX do noX conform Xo Wpeci¡caXionW.
¶
In ]oYr reWponWe, ]oY WXaXed XhaX ]oY haZe made WeZeral correcXiZe acXionW, inclYding YpdaXing ]oYr procedYre Peak Integration TechniqYes for
Chromatograph] Xo inclYde conXrolW on Xhe YWe of inhibiX inXegraXion eZenXW. Ho[eZer, ]oYr reWponWe iW inadeqYaXe in XhaX iX did noX proZide
Wpeci¡c correcXiZe acXion or WYpporXiZe docYmenXaXion for each drYg�W chromaXographic proceWWing parameXerW, inclYding API noX ciXed on
Form FDA 483. YoY haZe noX Who[n ho[ ]oY [ill enWYre XhaX ]oYr XeWX meXhodW are appropriaXe Xo deXermine [heXher ]oYr API conform Xo
eWXabliWhed WXandardW and Wpeci¡caXionW. ConWeqYenXl], Xhe WYmmar] daXa ]oY proZided doeW noX demonWXraXe XhaX preZioYWl] releaWed loXW
do noX conXain e\ceWWiZe leZelW of Ynkno[n impYriXieW.
¶
In reWponWe Xo XhiW leXXer, proZide YpdaXed anal]WeW of all loXW [iXhin e\pir] XhaX Xake inXo accoYnX an] changeW Xo Wpeci¡c XeWX meXhodW and
chromaXographic parameXerW.
¶
2.¶¶¶¶¶ FEMPYVI XS TVIZIRX YREYXLSVM^IH EGGIWW SV GLERKIW XS HEXE ERH JEMPYVI XS TVSZMHI EHIUYEXI GSRXVSPW XS TVIZIRX QERMTYPEXMSR ERH
SQMWWMSR SJ HEXE.
¶
DYring Xhe inWpecXion, oYr inZeWXigaXorW diWcoZered a lack of baWic laboraXor] conXrolW Xo preZenX changeW Xo and deleXionW from ]oYr ¡rm�W
elecXronicall]-WXored daXa in laboraXorieW [here ]oY condYcX CGMP acXiZiXieW. Speci¡call], aYdiX Xrail fYncXionaliX] for Wome W]WXemW ]oY YWed
Xo condYcX CGMP operaXionW [aW enabled onl] Xhe da] before Xhe inWpecXion, and Xhere [ere no qYaliX] YniX procedYreW in place Xo reZie[ and
eZalYaXe Xhe aYdiX Xrail daXa. For e\ample, ]oY YWed WXandalone HPLC (2-RD HP/SM/32) Xo condYcX anal]WeW for DrYg MaWXer File (DMF)
WYbmiWWionW and inZeWXigaXionW, WYch aW characXeri^aXion of a WXarXing maXerial for ]oYr (F)(4) DMF. YoY alWo YWed YnconXrolled W]WXemW Xo
condYcX oYX-of-Wpeci¡caXion (OOS) inZeWXigaXionW for in-proceWW maXerialW YWed Xo manYfacXYre (F)(4) API.
¶
We ackno[ledge Xhe correcXiZe acXionW deWcribed in ]oYr reWponWe, inclYding enabling aYdiX Xrail fYncXionaliX] for all chromaXographic W]WXemW
in ]oYr laboraXorieW, aW [ell aW procedYral YpdaXeW XhaX reqYire reZie[ and eZalYaXion of Xhe daXa generaXed b] XheWe W]WXemW. Ho[eZer, ]oYr
reWponWe did noX demonWXraXe ho[ Xhe Wpeci¡c conXrolW ]oY haZe implemenXed preZenX deleXion or alXeraXion of daXa, nor haZe ]oY Who[n ho[
]oY [ill enWYre XhaX XheWe conXrolW are docYmenXed, implemenXed, and follo[ed. ¶
¶
3.¶¶¶¶¶ LMQMXMRK EGGIWW XS SV GST]MRK SJ VIGSVHW
¶
YoYr ¡rm limiXed acceWW Xo or cop]ing of recordW XhaX oYr inZeWXigaXorW [ere enXiXled Xo inWpecX. For e\ample, oYr inZeWXigaXorW reqYeWXed
recordW of ]oYr aYdiX Xrail daXa from all chromaXographic W]WXemW YWed Xo XeWX drYgW for Xhe U.S. markeX aX ]oYr faciliX]. The ¡leW ]oY
YlXimaXel] proZided (in Xhe form of E\cel WpreadWheeXW raXher Xhan direcX e\porXW from ]oYr chromaXographic WofX[are) [ere noX Xhe original
recordW or XrYe copieW, and Who[ed WignW of manipYlaXion. The recordW ]oY did proZide conXained highlighXing, YWed inconWiWXenX daXe formaXW,
and lacked XimeWXamp daXa; XheWe feaXYreW are inconWiWXenX [iXh original daXa direcXl] e\porXed from chromaXographic XeWXing WofX[are.
¶
OYr inZeWXigaXorW and Xheir WYperZiWor e\plained aX leaWX X[ice XhaX Xhe daXa ]oY proZided [aW noX repreWenXaXiZe of acXYal aYdiX Xrail daXa from
Xhe chromaXographic W]WXemW, and reqYeWXed XhaX ]oY proZide Xhe original, Ynmodi¡ed recordW. YoYr ¡rm WXaXed, [iXhoYX reaWonable
e\planaXion, XhaX ]oY coYld noX proZide Xhe reqYeWXed aYdiX Xrail recordW. When oYr inZeWXigaXorW e\plained XhaX ]oYr failYre Xo proZide Xhe
reqYeWXed recordW [oYld be docYmenXed aW a refYWal, ]oY ackno[ledged Xhe refYWal.
¶
OYr inZeWXigaXorW docYmenXed oXher inWXanceW in [hich ]oYr ¡rm limiXed Xhe inWpecXion b] proZiding Wome, bYX noX all, of Xhe recordW
reqYeWXed b] Xhe FDA inZeWXigaXor XhaX FDA had aYXhoriX] Xo inWpecX. AX mYlXiple XimeW dYring Xhe inWpecXion, FDA reqYeWXed recordW of CGMP
acXiZiXieW performed in ]oYr R&D laboraXorieW aX Xhe beheWX of ]oYr qYaliX] YniX. Ho[eZer, ]oY limiXed Xhe inWpecXion b] proZiding onl] a WYbWeX

�



9/22/21, 3:40 PM DLYL'V LabRUaWRULeV LWd. (UQLW II) - 518434 - 04/13/2017 _ FDA

KWWSV://ZZZ.fda.JRY/LQVSecWLRQV-cRPSOLaQce-eQfRUcePeQW-aQd-cULPLQaO-LQYeVWLJaWLRQV/ZaUQLQJ-OeWWeUV/dLYLV-OabRUaWRULeV-OWd-XQLW-LL-518434-04132017 3/4

of Xhe reqYeWXed recordW, and oYr inZeWXigaXorW alWo foYnd aX leaWX one of Xhe reqYeWXed recordW Whredded in Xhe XraWh. Finall], oYr
inZeWXigaXorW reqYeWXed chromaXogramW Xo WYbWXanXiaXe ]oYr claim XhaX ]oY had idenXi¡ed and qYanXiXaXed Xhe impYriXieW in (F)(4), bYX ]oY
neZer proZided Xhe recordW XhaX oYr inZeWXigaXorW aWked for Xo WYpporX ]oYr claim.
¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶
When an o[ner, operaXor, or agenX dela]W, denieW, limiXW, or refYWeW an inWpecXion, Xhe drYgW ma] be deemed adYlXeraXed Ynder WecXion 501(j)
of Xhe FD&C AcX. See FDA�W gYidance docYmenX, CircYmstances that ConstitYte Dela]ing, Den]ing, Limiting, or RefYsing a DrYg Inspection, aX
hXXpW://[[[.fda.goZ/do[nloadW/RegYlaXor]InformaXion/GYidanceW/UCM360484.pdf (/media/86328/do[nload).
¶
DEXE IRXIKVMX] RIQIHMEXMSR
¶
YoYr qYaliX] W]WXem doeW noX adeqYaXel] enWYre Xhe accYrac] and inXegriX] of daXa Xo WYpporX Xhe WafeX], effecXiZeneWW, and qYaliX] of Xhe
drYgW ]oY manYfacXYre. We ackno[ledge XhaX ]oY are YWing a conWYlXanX Xo aYdiX ]oYr operaXion and aWWiWX in meeXing FDA reqYiremenXW.
¶
In reWponWe Xo XhiW leXXer, proZide Xhe follo[ing.
¶
A.¶ A comprehenWiZe inZeWXigaXion inXo Xhe e\XenX of Xhe inaccYracieW in daXa recordW and reporXing. YoYr inZeWXigaXion WhoYld inclYde:

A deWaLOed LQYeVWLJaWLRQ SURWRcRO aQd PeWKRdRORJ\; a VXPPaU\ RI aOO OabRUaWRULeV, PaQXIacWXULQJ
RSeUaWLRQV, aQd V\VWePV WR be cRYeUed b\ WKe aVVeVVPeQW; aQd a MXVWLILcaWLRQ IRU aQ\ SaUW RI \RXU
RSeUaWLRQ WKaW \RX SURSRVe WR e[cOXde.

IQWeUYLeZV RI cXUUeQW aQd IRUPeU ePSOR\eeV WR LdeQWLI\ WKe QaWXUe, VcRSe, aQd URRW caXVe RI daWa
LQaccXUacLeV. We UecRPPeQd WKaW WKeVe LQWeUYLeZV be cRQdXcWed b\ a TXaOLILed WKLUd SaUW\.

AQ aVVeVVPeQW RI WKe e[WeQW RI daWa LQWeJULW\ deILcLeQcLeV aW \RXU IacLOLW\. IdeQWLI\ RPLVVLRQV, aOWeUaWLRQV,
deOeWLRQV, UecRUd deVWUXcWLRQ, QRQ-cRQWePSRUaQeRXV UecRUd cRPSOeWLRQ, aQd RWKeU deILcLeQcLeV. DeVcULbe
aOO SaUWV RI \RXU IacLOLW\¶V RSeUaWLRQV LQ ZKLcK \RX dLVcRYeUed daWa LQWeJULW\ OaSVeV.

A cRPSUeKeQVLYe UeWURVSecWLYe eYaOXaWLRQ RI WKe QaWXUe RI WKe WeVWLQJ daWa LQWeJULW\ deILcLeQcLeV. We
UecRPPeQd WKaW a TXaOLILed WKLUd SaUW\ ZLWK VSecLILc e[SeUWLVe LQ WKe aUea ZKeUe SRWeQWLaO bUeacKeV ZeUe
LdeQWLILed VKRXOd eYaOXaWe aOO daWa LQWeJULW\ OaSVeV.

B.¶ A cYrrenX riWk aWWeWWmenX of Xhe poXenXial effecXW of Xhe obWerZed failYreW on Xhe qYaliX] of ]oYr drYgW. YoYr aWWeWWmenX WhoYld inclYde
anal]WeWof Xhe riWkW Xo paXienXW caYWed b] Xhe releaWe of drYgW affecXed b] a lapWe of daXa inXegriX], and riWkW poWed b] ongoing operaXionW.
¶
C. ¶A managemenX WXraXeg] for ]oYr ¡rm XhaX inclYdeW Xhe deXailW of ]oYr global correcXiZe acXion and preZenXiZe acXion plan. YoYr WXraXeg]
WhoYld inclYde:

A deWaLOed cRUUecWLYe acWLRQ SOaQ WKaW deVcULbeV KRZ \RX LQWeQd WR eQVXUe WKe UeOLabLOLW\ aQd cRPSOeWeQeVV
RI aOO RI WKe daWa \RX JeQeUaWe, LQcOXdLQJ aQaO\WLcaO daWa, PaQXIacWXULQJ UecRUdV, aQd aOO daWa VXbPLWWed
WR FDA.

A cRPSUeKeQVLYe deVcULSWLRQ RI WKe URRW caXVeV RI \RXU daWa LQWeJULW\ OaSVeV, LQcOXdLQJ eYLdeQce WKaW WKe
VcRSe aQd deSWK RI WKe cXUUeQW acWLRQ SOaQ LV cRPPeQVXUaWe ZLWK WKe ILQdLQJV RI WKe LQYeVWLJaWLRQ aQd
ULVN aVVeVVPeQW. IQdLcaWe ZKeWKeU LQdLYLdXaOV UeVSRQVLbOe IRU daWa LQWeJULW\ OaSVeV UePaLQ abOe WR
LQIOXeQce CGMP-UeOaWed RU dUXJ aSSOLcaWLRQ daWa aW \RXU ILUP.

IQWeULP PeaVXUeV deVcULbLQJ WKe acWLRQV \RX KaYe WaNeQ RU ZLOO WaNe WR SURWecW SaWLeQWV aQd WR eQVXUe WKe
TXaOLW\ RI \RXU dUXJV, VXcK aV QRWLI\LQJ \RXU cXVWRPeUV, UecaOOLQJ SURdXcW, cRQdXcWLQJ addLWLRQaO WeVWLQJ,
addLQJ ORWV WR \RXU VWabLOLW\ SURJUaPV WR aVVXUe VWabLOLW\, dUXJ aSSOLcaWLRQ acWLRQV, aQd eQKaQced
cRPSOaLQW PRQLWRULQJ.

LRQJ-WeUP PeaVXUeV deVcULbLQJ aQ\ UePedLaWLRQ eIIRUWV aQd eQKaQcePeQWV WR SURcedXUeV, SURceVVeV,
PeWKRdV, cRQWUROV, V\VWePV, PaQaJePeQW RYeUVLJKW, aQd KXPaQ UeVRXUceV (e.J., WUaLQLQJ, VWaIILQJ
LPSURYePeQWV) deVLJQed WR eQVXUe WKe LQWeJULW\ RI \RXU cRPSaQ\¶V daWa.

A VWaWXV UeSRUW IRU aQ\ RI WKe abRYe acWLYLWLeV aOUead\ XQdeUZa\ RU cRPSOeWed. 

FDA conWiderW Xhe e\pecXaXionW oYXlined in ICH Q7 in deXermining [heXher API are manYfacXYred in conformance [iXh CGMP. See FDA�W
gYidance docYmenX, Q7 Good ManYfactYring Practice GYidance for ActiZe PharmaceYtical Ingredients, for gYidance regarding CGMP for Xhe
manYfacXYre of API, aX hXXpW://[[[.fda.goZ/do[nloadW/DrYgW/.../GYidanceW/Ycm073497.pdf (/media/71518/do[nload).
¶
YoY are reqYired Xo WYbmiX an] addiXion, deleXion, or oXher change Xo ]oYr DrYg MaWXer File Xo Xhe FDA Ynder 21 CFR 314.420. YoY are alWo
reqYired Xo noXif] each perWon aYXhori^ed Xo reference Xhe informaXion in Xhe DMF aboYX perXinenX changeW. FailYre Xo annYall] YpdaXe Xhe DMF

�

https://www.fda.gov/media/86328/download
https://www.fda.gov/media/71518/download


9/22/21, 3:40 PM DLYL'V LabRUaWRULeV LWd. (UQLW II) - 518434 - 04/13/2017 _ FDA

KWWSV://ZZZ.fda.JRY/LQVSecWLRQV-cRPSOLaQce-eQfRUcePeQW-aQd-cULPLQaO-LQYeVWLJaWLRQV/ZaUQLQJ-OeWWeUV/dLYLV-OabRUaWRULeV-OWd-XQLW-LL-518434-04132017 4/4

can caYWe dela]W Xo FDA�W reZie[ of pending applicaXionW, and ma] reWYlX in FDA iniXiaXing proceedingW Xo cloWe Xhe DMF.
¶
CSRGPYWMSR
¶
DeZiaXionW ciXed in XhiW leXXer are noX inXended aW an all-inclYWiZe liWX. YoY are reWponWible for inZeWXigaXing XheWe deZiaXionW, for deXermining
Xhe caYWeW, for preZenXing Xheir recYrrence, and for preZenXing oXher deZiaXionW in ]oYr faciliX].
¶
If ]oY are conWidering an acXion XhaX iW likel] Xo lead Xo a diWrYpXion in Xhe WYppl] of drYgW prodYced aX ]oYr faciliX], FDA reqYeWXW XhaX ]oY
conXacX CDER�W DrYg ShorXageW SXaff immediaXel], aX drYgWhorXageW@fda.hhW.goZ, Wo XhaX FDA can [ork [iXh ]oY on Xhe moWX effecXiZe [a] Xo
bring ]oYr operaXionW inXo compliance [iXh Xhe la[. ConXacXing Xhe DrYg ShorXageW SXaff alWo allo[W ]oY Xo meeX an] obligaXionW ]oY ma] haZe
Xo reporX diWconXinYanceW or inXerrYpXionW in ]oYr drYg manYfacXYre Ynder 21 U.S.C. 356C(b) and allo[W FDA Xo conWider, aW Woon aW poWWible,
[haX acXionW, if an], ma] be needed Xo aZoid WhorXageW and proXecX Xhe healXh of paXienXW [ho depend on ]oYr prodYcXW.
¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶¶
FDA placed ]oYr ¡rm on ImporX AlerX 66-40 and 99-32 on March 20, 2017.
¶
UnXil ]oY correcX all deZiaXionW compleXel] and [e con¡rm ]oYr compliance [iXh CGMP, FDA ma] [iXhhold approZal of an] ne[ applicaXionW or
WYpplemenXW liWXing ]oYr ¡rm aW a drYg manYfacXYrer.
¶
FailYre Xo correcX XheWe deZiaXionW ma] alWo reWYlX in FDA conXinYing Xo refYWe admiWWion of arXicleW manYfacXYred aX DiZi�W LaboraXorieW LXd.
(UniX II) aX UniX-2, Chippada Village, ViWakhapaXnam DiWXricX inXo Xhe UniXed SXaXeW Ynder WecXion 801(a)(3) of Xhe FD&C AcX, 21 U.S.C. 381(a)
(3). Under Xhe Wame aYXhoriX], arXicleW ma] be WYbjecX Xo refYWal of admiWWion, in XhaX Xhe meXhodW and conXrolW YWed in Xheir manYfacXYre do
noX appear Xo conform Xo CGMP [iXhin Xhe meaning of WecXion 501(a)(2)(B) of Xhe FD&C AcX, 21 U.S.C. 351(a)(2)(B).
¶
AfXer ]oY receiZe XhiW leXXer, reWpond Xo XhiW o£ce in [riXing [iXhin 15 [orking da]W. Specif] [haX ]oY haZe done Wince oYr inWpecXion Xo
correcX ]oYr deZiaXionW and Xo preZenX Xheir recYrrence. If ]oY cannoX compleXe correcXiZe acXionW [iXhin 15 [orking da]W, WXaXe ]oYr reaWonW
for dela] and ]oYr WchedYle for compleXion.
¶
Send ]oYr elecXronic repl] Xo CDER-OC-OMQ-CommYnicaXionW@fda.hhW.goZ (mailXo:CDER-OC-OMQ-CommYnicaXionW@fda.hhW.goZ) or mail
]oYr repl] Xo:
¶¶¶¶¶¶¶¶¶¶¶

MariWa Hea]n
ConWYmer SafeX] O£cer
U.S. Food and DrYg AdminiWXraXion
WhiXe Oak BYilding 51, Room 4359
10903 Ne[ HampWhire AZenYe
SilZer Spring, MD 20993
USA

¶
PleaWe idenXif] ]oYr reWponWe [iXh FEI 3004149463.
¶
Sincerel],
/S/¶
ThomaW J. CoWgroZe, J.D.
DirecXor
O£ce of ManYfacXYring QYaliX]
O£ce of Compliance
CenXer for DrYg EZalYaXion and ReWearch
¶

CPSWI OYX LIXXIV
DLYL'V LabRUaWRULeV LWd. (UQLW II) - CORVe OXW LeWWeU 11/7/17 (/XcP584408)

« More Warning LeXXerW (/inWpecXionW-compliance-enforcemenX-and-criminal-inZeWXigaXionW/compliance-acXionW-and-acXiZiXieW/[arning-leXXerW)
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 10903 NeZ Hampshire Avenue 
Silver Spring, MD 20993 

November 7, 2017

Mr. Kiran Divi 
Director and President Operations 
Divi's Laboratories Ltd. (Unit 11) 
Chippada Village, Annavararn 
Bheemunipatnarn Mandal 
Visakhapatnarn District 
Andhra Pradesh, 531163 India

Reference: FEI 3004149463

Dear Mr. Divi:

The Food and Drug Administration (FDA) has completed an evaluation of \our firm's corrective actions in
response to our Warning Letter: 320-17-34 dated April 13, 2017. Based on our evaluation, it appears that \ou
have addressed the deviations contained in this Warning Letter. Future FDA inspections and regulator\
activities Zill further assess the adequac\ and sustainabilit\ of these corrections.

This letter does not pertain to CDER/OPQ, CDER/OND, or CDER/OGD decision-making on an\ pending
applications naming this facilit\ and is Zithout prejudice to future decisions b\ those offices relating to such
applications.

This letter does not relieve \ou or \our firm from the responsibilit\ of taking all necessar\ steps to assure
sustained compliance Zith the Federal Food, Drug, and Cosmetic Act and its implementing regulations or Zith
other relevant legal authorit\. The FDA e[pects \ou and \our firm to maintain compliance and Zill continue to
monitor \our state of compliance. This letter Zill not preclude an\ future regulator\ action should deviations be
observed during a subsequent inspection or through other means.

Sincerel\, 
/S/

�
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Marisa Hea\n 
Compliance Officer 
Division of Drug Qualit\ II

MRUe iQ 2017
(/ICECI/EQfRUcemeQWAcWiRQV/WaUQiQgLeWWeUV/2017/defaXlW.hWm)
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EXTRAORDINARY 

II— — (ii)
PART II—Section 3—Sub-section (ii) 

PUBLISHED BY AUTHORITY 
3500]

No. 3500] NEW DELHI, FRIDAY,  DECEMBER 22,  2017/PAUSA 1,  1939  

पर्यावरण, वन और जलवयर् ुपररवर्ान मंत्रयलर् 

अधिसचूनय 
नई दिलली, 20 दिसम्बर, 2017 

कय.आ. 4001(अ).—केन्द्रीर् सरकयर, पर्यावरण (संरक्षण) अधिधनर्म, 1986 (1986 कय 29) की ियरय 3 की 
उपियरय (3) द्वयरय प्रित्त शधिर्ों कय प्रर्ोग करर् ेहुए और भयरर् सरकयर के र्त्कयलीन पर्यावरण और वन मंत्रयलर् की 
अधिसूचनय संखर्यंक कय. आ. 1533(अ), र्यरीख 14 धसम् बर, 2006 (धजसे इसमें इसके पश्चयर् ्उि रयजपत्र अधिसूचनय कहय 
गर्य ह)ै के अनुसरण में रयज्र्क्षेत्र स्र्रीर् पर्यावरण समयघयर् धनियारण प्रयधिकरण, आंध्र प्रिेश (धजसे इसमें इसके पश्चयर्् 
प्रयधिकरण, आंध्र प्रिेश कहय गर्य ह)ै कय गठन करर्ी ह,ै धजसमें धनम्नधलधखर् र्ीन सिस्र् होंग,े अर्यार् ्:- 

1. श्री सरयसय बयलयसुब्रह्मधणर्म, 
भयरर्ीर् प्रशयसधनक सेवय (सेवयधनवृत्त),  
कमरय सं. 209-212, पहलय र्ल, एल-ब्लॉक,   
आं.प्र. सधचवयलर् भवन, सैफयबयि,   
हिैरयबयि – 500 022, आंध्र प्रिेश ।   

--   अध्र्क्ष 

2. डॉ. श्रीमर्ी पिमय श्री रधव,  
प्रोफेसर,  
रसयर्न इंजीधनर्री धवभयग,  
आंध्र प्रिेश इंजीधनर्री महयधवद्ययलर् (अ),  
धवशयखयपट्टनम – 530 003, आंध्र प्रिेश ।   

--   सिस्र् 

3. धवशेष सधचव,/अपर सधचव,  
पर्यावरण, वन, धव᭄यन और प्रौद्योधगकी धवभयग,  
आंध्र प्रिेश सरकयर । 

--    सिस्र्-सधचव 

�
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2.  प्रयधिकरण, आंध्र प्रिेश कय अध्र्क्ष और सिस्र् रयजपत्र में इस आिेश के प्रकयशन की र्यरीख से र्ीन वषा की अवधि के 
धलए पि ियरण करेंग े। 

3.  प्रयधिकरण, आंध्र प्रिेश ऐसी शधिर्ों कय प्रर्ोग करेगय और ऐसी प्रदिर्यओं कय अनुपयलन करेगय जो उि अधिसूचनय में 
प्रगधणर् हों । 

4. प्रयधिकरण, आंध्र प्रिशे अपन े धवधनश्चर्, पैरय 5 के अिीन गरठर् रयज्र् स्र्रीर् धवशेष᭄ मूलर्यंकन सधमधर्र्ों की 
धसफयररशों के पश्चयर्् करेगय ।   

5.  केन्द्रीर् सरकयर, प्रयधिकरण, आंध्र प्रिेश की सहयर्र्य करन े के धलए आंध्र प्रिशे रयज्र् सरकयर के परयमशा से रयज्र् 
धवशेष᭄ मूलर्यंकन सधमधर् (धजसे इसमें इसके पश्चयर् ्रयज्र् धवशेष᭄ मूलर्यंकन सधमधर्, आंध्र प्रिेश कहय गर्य ह)ै कय 
गठन करर्ी ह,ै धजसमें धनम्नधलधखर् सिस्र् होंग,े अर्यार्् :-- 

1. डॉ वी.एस.आर.के. प्रसयि, 
प्रशयंर्ी नगर, प्लॉट न ं.28,  
द्वयर संखर्य 8-4-53, पेडवयधलटर्र,  
धवशयखयपत्तनम - 530 017, आंध्र प्रिेश  

-  अध्र्क्ष ; 
 

2. प्रो मुव्वय धवजर्यलक्ष्मी, 
डीन, अनुसंियन और धवकयस, 
अध्र्क्ष,  वनस्पधर् धव᭄यन  और सूक्ष्म जीव धव᭄यन, वनस्पधर् धव᭄यन र्र्य सूक्ष्म जीव 
धव᭄यन धवभयग स्नयर्कोत्तर अध्र्र्न बोडा, 
आचयर्ा नयगयजुान धवश्वधवद्ययलर्, 
नयगयजुान नगर, गुंटूर -522 510, आंध्र प्रिेश 

- सिस्र् ; 

3. डॉ. पुधलपधर् ककंग, 
रसयर्न इंजीधनर्री धवभयग, 
एरू् कॉलेज ऑफ इंजीधनर्ररंग (ए), आंध्र धवश्वधवद्ययलर्, 
धवशयखयपत्तनम - 530 003, आंध्र प्रिेश 

- सिस्र् ; 

4. डॉ. िेवलय रयव गयररकयपधर्, 
प्रोफेसर  और प्प्रंधसपल, 
मकयन सं. 2-99 / 1, कोटेवरी स्टेशन, र्ीसरय िॉस,  
रमयवरयपडु - 521 108, धवजर्वयडय ग्रयमीण कृष्णय )धजलय( , 
आंध्र प्रिेश   

- सिस्र् ; 

5. डॉ. सीपनय बयलय प्रसयि, 
प्रोफेसर, धसधवल इंजीधनर्ररंग धवभयग, 
एरू् कॉलेज ऑफ इंजीधनर्ररंग )ए( , आंध्र धवश्वधवद्ययलर्, 
धवशयखयपत्तनम - 530 003, आंध्र प्रिेश 

- सिस्र् ; 

6. प्रो. सेशयय्र्य कयलस,  
अध्र्क्ष, अध्र्र्न बोडा,  
रसयर्न धव᭄यन धवभयग,  
श्री वेंकटेश्वर धवश्वधवद्ययलर्, 

- सिस्र् ; 

�
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धर्रुपधर् - 517 502, आंध्र प्रिशे  

7.  प्रो. बयगवर्लुय वेंकट संिीप, 
प्रभयरी, प्रौद्योधगकी धवभयग और  
समन्द्वर्क, खयद्य, पोषण और आहयरशयस्त्र धवभयग, 
कॉलेज ऑफ सयइंस एंड टैक् नोलॉजी, आंध्र धवश्वधवद्ययलर्, 
धवशयखयपत्तनम - 530003, आधं्र प्रिेश 

- सिस्र् ; 

8. प्रो. केवीएसजी मुरली कृष्ण,                 
र्ूधनवर्साटी कॉलेज ऑफ इंजीधनर्ररंग, 
जवयहरलयल नेहरु प्रौद्योधगकी धवश्वधवद्ययलर्,  
कयकीनयडय - 533 003, आंध्र प्रिेश 

- सिस्र् ; 

9. प्रो. बी. कोंडयलय रयव,               
प्रोफेसर और अध्र्क्ष, बीओएस (सेवयधनवृत्त) 
4-61-12/1 लॉसन बे कॉलोनी,  
धवशयखयपत्तनम - 530 017, आंध्र प्रिेश 

- सिस्र् ; 

10.   प्रो. पर्रूणी जगन्नयि रयव,                
धसधवल इंजीधनर्ररंग धवभयग, 
एरू् कॉलेज ऑफ इंजीधनर्ररंग )ए( ,  
आंध्र धवश्वधवद्ययलर्, धवशयखयपत्तनम - 530 003, आंध्र प्रिेश 

- सिस्र् ; 

11.  प्रो. कयमेस्वर रयव,           
पर्यावरण धव᭄यन धवभयग, आंध्र धवश्वधवद्ययलर्,  
धवशयखयपत्तनम - 530 003, आंध्र प्रिेश 

- सिस्र् ; 

12.  श्री धवसयप्रयगडे वेि कुमयर,               
फ्लैट नंबर 403, मैक एन्द्क्लेव, 
शयरिय धवद्यय धनकेर्न के सयमन,े 
ओम नगर, लंगर हयउस, गोलकोंडय )पीओ( , 
हिैरयबयि -500008, र्ेलगंयनय 

- सिस्र् ; 

13. डॉ. एम. बुललयर्हय,               
भयरर्ीर् वन सेवय (सेवयधनवृत्त) 
फ्लैट नंबर 203 लक्ष्मी अपयटामेंट, 
स्रीट नं. 7 मधस्जि रोड, धवद्ययनगर, 
हिैरयबयि -500 044, र्ेलंगयनय 

- सिस्र् ; 

14. सिस्र् सधचव,               
आंध्र प्रिेश प्रिषूण धनर्ंत्रण बोडा,  प्रियन अधिकयरी, 
एपीपीसीबी, धवजर्वयडय -520 010, आंध्र प्रिशे 

- सधचव । 

��



4       THE   GAZETTE   OF  INDIA : EXTRAORDINARY              [PART II²SEC. 3(ii)] 

6.  रयज्र् धवशेष᭄ मलूर्यंकन सधमधर्, आंध्र प्रिेश के अध्र्क्ष और सिस्र् रयजपत्र में इस आिेश के प्रकयशन की र्यरीख से 
र्ीन वषा की अवधि के धलए पि ियरण करेंग े।   

7. रयज्र् धवशेष᭄ मूलर्यंकन सधमधर्, आंध्र प्रिशे ऐसी शधिर्ों कय प्रर्ोग करेगी और ऐसी प्रदिर्यओं कय अनुपयलन 
करेगी, जो उि अधिसूचनय में प्रगधणर् दकर्य जयए ।     

8.  रयज्र् धवशेष᭄ मलूर्यंकन सधमधर्, आंध्र प्रिेश सयमूधहक उत्तरियधर्त्व के धसद्यंर् पर कयर्ा करेगी और अध्र्क्ष प्रत्र्ेक 
मयमले में सवासम्मधर् पर पहुचंने कय प्रर्यस करेगय और र्दि सवासम्मधर् पर नहीं पहुचंय जय सकर्य ह ैर्ो बहुमर् कय 
मर् अधभभयवी होगय । 

9.  आंध्र प्रिेश सरकयर, प्रयधिकरण, आंध्र प्रिेश और रयज्र् धवशेष᭄ मूलर्यंकन सधमधर्, आंध्र प्रिेश के सधचवयलर् के रूप 
में कयर्ा करन े के धलए दकसी अधभकरण को अधिसूधचर् करेगी और प्रयधिकरण, आंध्र प्रिशे और रयज्र् धवशेष᭄ 
मूलर्यंकन सधमधर्, आंध्र प्रिेश के कयनूनी कृत्र्ों के संबंि में सभी धवत्तीर् और संभयर र्ंत्र सहयर्र्य, धजसके अंर्गार् 
आवयस, पररवहन और ऐसी अन्द्र् सुधवियएं हैं, उपलब्ि करयएगी ।   

10.  प्रयधिकरण, आंध्र प्रिेश और रयज्र् धवशेष᭄ मूलर्यंकन सधमधर्, आंध्र प्रिेश के अध्र्क्ष और सिस्र्ों को बैठक फीस, 
र्यत्रय भत्तय और मंहगयई भत्तय आंध्र प्रिेश रयज्र् सरकयर के धनर्मों के अनसुयर संिेर् दकर्य जयएगय ।   

 [फय. सं. जे-11013/36/2007-आई.ए.।।(।)] 

᭄यनेश भयरर्ी, संर्ुि सधचव 

 

  

MINISTRY OF ENVIRONMENT, FOREST AND CLIMATE CHANGE  
 NOTIFICATION 

New Delhi, the 20th December, 2017 

S.O. 4001(E).—In exercise of the powers conferred by sub-section (3) of section 3 of the Environment 
(Protection) Act, 1986 (29 of 1986) and in pursuance of the notification of the Government of India in the erstwhile 
Ministry of Environment and Forests, number S.O. 1533(E), dated the 14th September, 2006 (hereinafter referred to as 
the said Notification), the Central Government hereby constitutes the State Level Environment Impact Assessment 
Authority, Andhra Pradesh (hereinafter referred to as the Authority, Andhra Pradesh) comprising of the following 
Members,  namely: - 

1.  Sri Sarasa Balasubramanyam,  
Indian Administrative Service, (Retired), 
 
Room No.209-212, 1st Floor, L-Block,  
A.P. Secretariat Building, Saifabad,  
Hyderabad-500 022, Andhra Pradesh  

-Chairman; 

2.  Dr. Smt. Padma Sree Ravi, 
Professor, 
Department of Chemical Engineering, 
Andhra University College of Engineering (A), 
Visakhapatnam – 530 003, Andhra Pradesh 
 

-Member; 

3.  Special Secretary/Additional Secretary,  
Environment, Forests, Science and Technology Department, 
Government of Andhra Pradesh 
 

-Member Secretary. 

2. The Chairman and Members of the Authority, Andhra Pradesh shall hold office for a term of three years from 
the date of publication of this order in the Official Gazette.  

 

��
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3. The Authority, Andhra Pradesh shall exercise such powers and follow such procedures as enumerated in the 

said Notification. 
 
4. The Authority, Andhra Pradesh shall take its decision after the recommendations of the State Level Expert 

Appraisal Committee (SEAC) constituted under paragraph 5. 
 
5. To assist the Authority, Andhra Pradesh, the Central Government in consultation with the State Government 

of Andhra Pradesh, hereby constitutes the State Expert Appraisal Committee (SEAC)  (hereinafter referred to 
as SEAC, Andhra Pradesh) comprising of the following Members, namely:-  

 
1.  Dr. V.S.R.K Prasad, 

Prasanthi Nagar, Plot No.28,  
Door No.8-4-53, Pedawaltair,  
Visakhapatnam - 530 017, Andhra Pradesh 

-Chairman; 

2.  
 

Prof. Muvva Vijayalakshmi, 
Dean, Research and Development, 
Chairperson, Post Graduate Board of Studies in Botany  and Microbiology, 
Department of Botany and Microbiology, 
Acharya Nagarjuna University,  
Nagarjuna Nagar, Guntur-522 510, Andhra Pradesh 
 

-Member; 

3.  Dr. Pulipati King, 
Department of Chemical Engineering, 
A.U. College of Engineering (A), Andhra University, Visakhapatnam–  
530 003, Andhra Pradesh 
 

-Member; 

4.  
 

Dr. Devala Rao Garikapati, 
Prof. and Principal, 
H.No.2-99/1, Kottevari Station, 3rd Cross, Ramavarappadu - 521 108, 
Vijayawada Rural Krishna (Dist), Andhra Pradesh  
 

-Member; 

5.  Dr. Seepana Bala Prasad,  
Professor, Department of Civil Engineering,  
A.U. College of Engineering (A), Andhra University, Visakhapatnam–  
530 003, Andhra Pradesh 
 

-Member; 

6.  Prof. Seshaiah Kalluru, 
Chairman Board of Studies, 
Department of Chemistry, 
Sri Venkateswara University, 
Tirupati - 517 502, Andhra Pradesh 
 

-Member; 

7.  Prof. Baghavathula Venkata Sandeep, 
Head Department of Technology & Co-ordinator, Department of Food, 
Nutrition and Dietetics, 
College of Science and Technology, Andhra University,  
Visakhapatnam- 530003, Andhra Pradesh  
 

-Member; 

8.  Prof. KVSG Murali Krishna,   
University College of Engineering, 
Jawaharlal Nehru Technological University, 
Kakinada – 533 003, Andhra Pradesh 
 

-Member; 

9.  Prof. B. Kondala Rao, 
Professor and Chairman, BOS (Retired), 
4-61-12/1Lawson¶s Bay Colony,  
Visakhapatnam - 530 017, Andhra Pradesh  
 

-Member; 

10.  Prof. Patruni Jagannadha Rao 
Department of Civil Engineering,  
A.U. College of Engineering (A), Andhra University, Visakhapatnam – 530 
003, Andhra Pradesh 

-Member; 

��
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11.  Prof. Kameswara Rao, 

Department of Environmental Science,  Andhra University,  
Visakhapatnam – 530 003, Andhra Pradesh 
 

-Member; 

12.  Shri Vissapragada Veda Kumar,  
Flat No. 403, MAC Enclave,  
Opposite Sarada Vidya Niketan,  
OM Nagar, Langar House, Golkonda (PO),  
Hyderabad-500008, Telangana  
 

-Member; 

13.  Dr. M. Bullaiah,  
Indian Forest Service (Retired) 
Flat No.203 Laxmi Apartment,  
Street No.7 Maszid Road, Vidyanagar,  
Hyderabad -500 044, Telangana 
 

-Member; 

14.  Member Secretary, 
Andhra Pradesh Pollution Control Board, Head Officer, APPCB, 
Vijayawada-520 010, Andhra Pradesh 

-Secretary. 
 

 
6. The Chairman and Members of SEAC, Andhra Pradesh shall hold office for a term of three years from the 

date of publication of this order in the Official Gazette.  
 

7. The SEAC, Andhra Pradesh shall exercise such powers and follow such procedures as enumerated in the said 
Notification.    

 
8. The SEAC, Andhra Pradesh shall function on the principle of collective responsibility and its Chairman shall 

endeavor to reach a consensus in each case, and if consensus cannot be reached, the view of the majority shall 
prevail. 

 
9. The Government of Andhra Pradesh shall notify an agency to act as Secretariat for the Authority, Andhra 

Pradesh and SEAC, Andhra Pradesh, and the Secretariat shall provide all financial and logistic support 
including accommodation, transportation and such other facilities in respect of all the statutory functions of 
the Authority, Andhra Pradesh and SEAC, Andhra Pradesh.   

 
10. The sitting fee, travelling allowances and dearness allowances to the Chairman and Members of the Authority, 

Andhra Pradesh and SEAC, Andhra Pradesh shall be paid as per the rules of the State Government of Andhra 
Pradesh. 

 

[F. No. J-11013/36/2007-IA-II (I)] 

GYANESH BHARTI, Jt. Secy. 
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असाधारण  
EXTRAORDINARY 

भाग IIಧख᭛ ड 3ಧउप-ख᭛ ड (ii)  
PART II—Section 3—Sub-section (ii) 

ᮧाजधकार स ेᮧकाजित 
PUBLISHED BY AUTHORITY 

 

पर्ाᭅवरण, वन और िलवार् ुपᳯरवतᭅन मंᮢ ालर् 
आदेि 

नई ᳰद᭨ली, 1 मई , 2020 
का.आ.  1423  (अ).-- कᱶ ᮤीर् सरकार, पर्ाᭅवरण (संरᭃण) अजधजनर्म, 1986 (1986 का 29) (जिसे इसमᱶ 

इसके प᭫ चात ֭उ᭍ त अजधजनर्म कहा गर्ा ह)ै कᳱ धारा 3 कᳱ उपधारा (1) और उपधारा (3) ᳇ारा ᮧद᭜ त िज᭍ तर्ᲂ का 
ᮧर्ोग करते ᱟए, रािपᮢ मᱶ इस आदेि के ᮧकािन कᳱ तारीख से तीन वर्ᭅ कᳱ अवजध के जलए जन᭥ नजलजखत ᭪ र्ज᭍ तर्ᲂ 
से जमलकर बन ेआंᮥ ᮧदेि तटीर् िोन ᮧबंध ᮧाजधकरण (जिसे इसमᱶ इसके प᭫ चात ֭ᮧाजधकरण कहा गर्ा ह)ै का गठन 
करती ह,ै अर्ाᭅत:֭— 

ᮓ.स.ं सद᭭र् ᮧाज᭭र्जत 

1. सरकार के जविेर् मु᭎र् सजचव (र्ा) सरकार के ᮧमुख सजचव, 
पर्ाᭅवरण, वन, जव᭄ान और तकनीकᳱ जवभाग, आंᮥ ᮧदेि सरकार  

अ᭟र्ᭃ, पदेन ;  

2. सरकार के ᮧधान सजचव र्ा जविेर् आर्Ღु (आपदा ᮧबंधन), 
राि᭭व जवभाग (आपदा ᮧबंधन), आंᮥ ᮧदेि सरकार 

सद᭭र्, पदेन ;  

3. सरकार के ᮧधान सजचव र्ा म᭜᭭र् पालन आर्Ღु, म᭜᭭र् पालन 
जवभाग, आंᮥ ᮧदेि सरकार 

सद᭭र्, पदेन ;  

4. सरकार के ᮧधान सजचव र्ा उ᳒ोग आर्ुᲦ, उ᳒ोग और वाजण᭔र् 
जवभाग, आंᮥ ᮧदेि सरकार 

सद᭭र्, पदेन ;  
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5. ᮧमुख/जनदेिक, आंᮥ ᮧदिे ᭭पसे ऐज᭡लकेिन सᱶटर (एपीएसएसी), 
आंᮥ ᮧदेि सरकार 

सद᭭र्, पदेन ; 

6. ᮰ी का᭨लरूी हनुमंर्ा राव, वै᭄ाजनक 'िी' और समूह जनदिेक, समुᮤ 
जव᭄ान (सेवाजनवृᱫ) आंᮥ ᮧदिे ᭭पेस ऐज᭡लकेिन सᱶटर 

सद᭭र्, (जविेर्᭄) ; 

7. ᮧो. उमे िा᭥मम, ᮧोफेसर, ᮧाणी जव᭄ान जवभाग, आंᮥ ᮧदेि 
जव᳡जव᳒ालर् 

सद᭭र्, (जविेर्᭄) ; 

8. डा. पी.वी.एन राव, वै᭄ाजनक 'एच' और उप जनदिेक, ᳯरमोट 
सᱶᳲसंग ऐज᭡लकेिन ऐᳯरर्ा (आरएसएए), नेिनल ᳯरमोट सᱶᳲसंग 
सᱶटर (एनआरएससी) (भारतीर् अंतᳯरᭃ अनुसंधान संगठन), 
अंतᳯरᭃ जवभाग, भारत सरकार  

सद᭭र्, (जविेर्᭄) ; 

9. डा. िैक बािा, सीनीर्र जᮧ᭠सीपल वै᭄ाजनक और ᮧमुख, वै᭄ाजनक 
तर्ा औ᳒ोजगक अनुसंधान पᳯरर्द (सीएसआईआर) – रा᳦ीर् 
पर्ाᭅवरण इंिीजनर्ᳳरंग अनुसंधान सं᭭र्ान (एनईईआरआई)  

सद᭭र्, (जविेर्᭄) ; 

10. डा. टी. ᭣र्ारागी रे᲻ी, ᮧोफेसर, पर्ाᭅवरण जव᭄ान जवभाग, आंᮥ 
ᮧदेि जव᳡जव᳒ालर् 

सद᭭र्, (जविेर्᭄) ; 

11. डा. दीपक अंबन जम᮰ा, संकार् सद᭭र्, भारतीर् पेᮝोजलर्म और 
ऊिाᭅ सं᭭र्ान (आईआईपीई)  

सद᭭र्, (जविेर्᭄) ; 

12. डा. एस. वᱶकटा मोहन, सीनीर्र ᳲᮧंसीपल वै᭄ाजनक, ऊिाᭅ और 
पर्ाᭅवरण इंिीजनर्ᳳरंग जवभाग, वै᭄ाजनक तर्ा औ᳒ोजगक 
अनुसंधान पᳯरर्द (सीएसआईआर) – रा᳦ीर् रसार्न ᮧ֬᳒ोजगकᳱ 
सं᭭र्ान (आईआईसीटी)  

सद᭭र्, (जविेर्᭄) ; 

13.  धाᳯरᮢी रजᭃता सजमजत, काकᳱनाडा सद᭭र्, गैर-सरकारी संगठन ; 
14. सद᭭र् सजचव, आंᮥ ᮧदेि ᮧदरू्ण जनर्ंᮢण बोडᭅ सद᭭र् सजचव, पदेन ֿ 

2. ᮧाजधकरण का म᭎ुर्ालर् गुटंूर, आंᮥ ᮧदिे मᱶ होगा ֿ 

3. ᮧाजधकरण कᳱ बैठक के जलए गणपूᳶतᭅ, इसके सद᭭र्ᲂ कᳱ कुल सं᭎र्ा का एक-जतहाई होगी ֿ  

4. पदेन सद᭭र् से जभ᳖ सद᭭र् को, कᱶ ᮤीर् सरकार ᳇ारा जनर्त मानदडंᲂ के अनुसार भᱫᲂ का भुगतान ᳰकर्ा 
िाएगा ֿ  

5. ᮧाजधकरण, आंᮥ ᮧदेि रा᭔र् मᱶ तटीर् पर्ाᭅवरण कᳱ Ფाजलटी को संरजᭃत करन ेऔर सुधारने तर्ा तटीर् 
जवजनमर् िोन ᭃेᮢᲂ मᱶ पर्ाᭅवरणीर् ᮧदरू्ण के जनवारण, उपिमन और जनर्ंᮢण के उ᳎े᭫र्ᲂ के जलए जन᳜जलजखत उपार् 
करेगा, अर्ाᭅत֭:-  

(i) ᮧाजधकरण, पᳯरर्ोिना ᮧ᭭ताव के अनुमोदन के जलए आवेदन ᮧाज᳙ के प᳟ात,֭ र्ᳰद वह अनुमोᳰदत तटीर् 
िोन ᮧबंध र्ोिना के अनुसरण मᱶ ह ᱹऔर भारत सरकार के पर्ाᭅवरण और वन मंᮢालर् ᳇ारा िारी कᳱ गई तटीर् 
जवजनमर् िोन अजधसूचना सं᭎र्ांक का.आ. 19(अ), तारीख 6 िनवरी, 2011 (जिसे इसमᱶ इसके प᳟ात ֭ उᲦ 
अजधसूचना कहा गर्ा ह)ै कᳱ अपेᭃाᲐ के भीतर ह ै तो उसका परीᭃण करेगा और संब᳍ ᮧाजधकरण को ऐसी 
पᳯरर्ोिना के अनुमोदन के जलए, िैसा ᳰक उᲦ अजधसूचना मᱶ जवजन᳸दᭅ᳥  ह,ै ऐसे आवेदन कᳱ ᮧाज᳙ कᳱ तारीख से साठ 
ᳰदन के भीतर जसफाᳯरिᱶ करेगा;  

(ii) ᮧाजधकरण, उᲦ अजधसूचना मᱶ जवजन᳸दᭅ᳥  ᳰकए गए के अनुसार तटीर् जवजनमर् िोन मᱶ सभी 
जवकासा᭜मक ᳰᮓर्ाकलापᲂ को जवजनर्जमत करेगा; 

(iii) ᮧाजधकरण, उᲦ अजधसूचना के उपबंधᲂ का ᮧवतᭅन और मानीटरी के जलए उᱫरदार्ी होगा; 

��
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 (iv) ᮧाजधकरण, तटीर् जवजनमर् िोन ᭃेᮢᲂ और तटीर् िोन ᮧबंध र्ोिना के वगᱮकरण मᱶ पᳯरवतᭅन र्ा 
उपांतरणᲂ के जलए रा᭔र् सरकार से ᮧा᳙ ᮧ᭭तावᲂ कᳱ परीᭃा करेगा और रा᳦ीर् तटीर् िोन ᮧबंध ᮧाजधकरण को उस 
पर जवजन᳸दᭅ᳥  जसफाᳯरिᱶ दगेा;  

(v) ᮧाजधकरण, उᲦ अजधजनर्म र्ा उसके अधीन बनाए गए जनर्मᲂ के उपबंधᲂ के अजभकजर्त अजतᮓमण के 
मामलᲂ मᱶ िांच करेगा और उᲦ अजधजनर्म तर्ा उसके अधीन बनाए गए जनर्मᲂ के उपबंधᲂ के अजतᮓमण र्ा 
उ᭨लघंन को अंतवᭅजलत करन ेवाले मामलᲂ का पनुᳶवᭅलोकन करेगा;  

(vi) ᮧाजधकरण, उᲦ अजधसूचना के अजतᮓमण र्ा उ᭨लंघन के मामलᲂ मᱶ ᭭वᮧरेणा से र्ा ᳰकसी ᳞ज᳥ र्ा 
जनकार् र्ा संगठन ᳇ारा ᳰकए गए पᳯरवाद के आधार पर िांच र्ा पुनᳶवᭅलोकन करेगा; (vii) ᮧाजधकरण, उᲦ 
अजधजनर्म कᳱ धारा 19 के अधीन पᳯरवाद फाइल करने के जलए ᮧाजधकृत ह;ै (viii) ᮧाजधकरण, उसके समᭃ त᭝र्ᲂ 
को स᭜र्ाजपत करने के जलए उᲦ अजधजनर्म कᳱ धारा 10 के अधीन र्र्ाअपेजᭃत कारᭅवाई करेगा ֿ  

6. ᮧाजधकरण, अपने कृ᭜र्ᲂ मᱶ पारदᳶिᭅता बनाए रखने के उ᳎े᭫र् के जलए एक समᳶपᭅत वेबसाइट तैर्ार करेगा 
और इसके कृ᭜र्, जिसके अंतगᭅत बैठकᲂ मᱶ कार्ᭅसूची, बैठकᲂ का कार्ᭅवृᱫ, ᮧ᭜र्ेक बैठक मᱶ ᳰकए गए जवजन᳟र्, उᲦ 
अजधसूचना के अजतᮓमण तर्ा उ᭨लंघन के मामलᲂ मᱶ जसफाᳯरिᱶ और ऐसे अजतᮓमण तर्ा उ᭨लंघन पर कᳱ गई 
कारᭅवाईर्ां और ᭠र्ार्ालर् मामले जिसके अंतगᭅत ᭠र्ार्ालर्ᲂ के आदेि ह ᱹऔर रा᭔र् सरकार कᳱ अनुमोᳰदत तटीर् 
िोन ᮧबंध र्ोिना से संबंजधत सूचना डालगेा ֿ  

7. ᮧाजधकरण छह माह मᱶ कम से कम एक बार अपन े ᳰᮓर्ाकलापᲂ कᳱ ᳯरपोटᭅ रा᳦ीर् तटीर् िोन ᮧबंध 
ᮧाजधकरण को भेिेगा ֿ 

[फा.सं. िे-17011/27/99-आईए-III]  
अरजव᭠द कुमार न֬ᳯटर्ाल, संर्ुᲦ सजचव,  

 
MINISTRY OF ENVIRONMENT, FOREST AND CLIMATE CHANGE 

ORDER 

New Delhi, the 1st May, 2020 

S.O. 1423(E).—In exercise of the powers conferred by sub-sections (1) and (3) of section 3 
of the Environment (Protection) Act, 1986 (29 of 1986) (hereinafter referred to as the said Act), the 
Central Government hereby constitutes the Andhra Pradesh Coastal Zone Management Authority 
(hereinafter referred to as the Authority) consisting of the following persons, for a period of three 
years, with effect from the date of publication of this order in the Official Gazette, namely:— 

Sl.No. Members Status 
(1) (2) (3) 
1. Special Chief Secretary to Government (or) Principal 

Secretary to Government, Environment, Forest, Science 
and Technology Department, Government of Andhra 
Pradesh 

Chairman, exofficio; 

2. Principal Secretary to Government (or) Special 
Commissioner (Disaster Management), Revenue (Disaster 
Management) Department, Government of Andhra 
Pradesh 

Member, exofficio; 

3. Principal Secretary to Government  (or) Commissioner of 
Fisheries, Fisheries Department, Government of Andhra 
Pradesh 

Member, exofficio; 

4. Principal Secretary to Government  (or) Commissioner of 
Industries, Industries and Commerce Department, 
Government of Andhra Pradesh 

Member, exofficio; 

��
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5. Head/Director, Andhra Pradesh Space Applications Centre 
(APSAC), Government of Andhra Pradesh 

Member, exofficio; 

6. SKUL. KaOOXUL HaQXPaQWKa RaR, ScLeQWLVW µG¶ aQd GURXS 
Director, Oceanography (Retired) Andhra Pradesh Space 
Application Centre 

Member, (Expert); 

7. Prof. Ummey Shammem,  Professor, Department of 
Zoology, Andhra Pradesh University 

Member, (Expert); 

8. DU. P.V.N. RaR, ScLeQWLVW µH¶ and Deputy Director Remote 
Sensing Application Area (RSAA), National Remote 
Sensing Centre (NRSC) (Indian Space Research 
Organisation), Department of Space, Government of India 

Member, (Expert); 

9. Dr. Shaik Basha, Senior Principal Scientist and Head,   
Council of Scientific and Industrial Research (CSIR) -
National Environmental Engineering Research Institute 
(NEERI) 

Member, (Expert); 

10. Dr. T. Byragi Reddy, Professor, Department of 
Environmental Sciences, Andhra Pradesh University 

Member, (Expert); 

11. Dr. Deepak Amban Mishra, Faculty Member, Indian 
Institute of Petroleum and Energy (IIPE) 

Member, (Expert); 

12. Dr. S. Venkata Mohan,  Senior Principal Scientist, 
Department of Energy and Environmental Engineering, 
Council of Scientific and Industrial Research (CSIR) -
Indian Institute of Chemical Technology (IICT) 

Member, (Expert); 

13. Dharitri Rakshitha Samithi, Kakinada Member, Non-
Governmental 
Organisation; 

14. Member Secretary, Andhra Pradesh Pollution Control 
Board 

Member Secretary,  
exofficio. 

 
2. The Authority shall have its headquarters at Guntur, Andhra Pradesh. 

3. The quorum for the meeting of the Authority shall be one-third of the total number of its 
Members. 

4. A Member, other than an exofficio Member, shall be paid allowances as per the norms 
decided by the Central Government. 

5. The Authority shall, for the purposes of protecting and improving the quality of the 
costal environment and preventing, abating and controlling environmental pollution in 
the Coastal Regulation Zone areas in the State of Andhra Pradesh, take the following 
measures, namely: - 

(i) the Authority shall, after receiving the application for approval of project  
proposal, examine the same if it is in accordance with the approved Coastal Zone 
management Plan and within the requirements of the Coastal Regulation Zone 
notification issued by the Government of India in the erstwhile Ministry of 
Environment and Forests and published  vide number S.O.19(E), dated the 6th 
January, 2011 (hereinafter referred to as the said notification), and make 
recommendations for approval of such project to the concerned authority, as 
specified in the said notification, within a period of sixty days from the date of 
receipt of such application; 
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(ii) the Authority shall regulate all developmental activities in the Coastal 
Regulation Zone areas as specified in the said notification; 

(iii) the Authority shall be responsible for enforcing and monitoring the provisions of 
the said notification; 

(iv) the Authority shall examine the proposals received from the State Government 
for changes or modifications in the classification of Coastal Regulation Zone 
areas and in the Coastal Zone Management Plan and make specific 
recommendations thereon, to the National Coastal Zone Management Authority; 

(v) the Authority shall inquire into cases of alleged violation of the provisions of the 
said Act or the rules made thereunder; and review the cases involving violations 
or contraventions of the provisions of the said Act and the rules made 
thereunder; 

(vi) the Authority shall inquire or review cases of violations or contraventions of the 
said notification suo-moto, or on the basis of a complaint made by any individual 
or body or organisation; 

(vii) the Authority is authorised to file complaints under section 19 of the said Act; 

(viii) the Authority shall take such action as may be required under section 10 of the 
said Act, to verify the facts of the cases before it.  

6. The Authority shall, for the purpose of maintaining transparency in its functioning, 
create a dedicated website and post the information relating to its functions, including 
the agenda in its meetings, minutes of the meetings, decisions taken in each meeting, 
recommendations for matters on violations and contraventions of the said notification 
and actions taken on such violations and contraventions, court matters including the 
orders of the courts and the approved Coastal Zone Management Plan of the State 
Government. 

7. The Authority shall furnish reports of its activities at least once in six months to the 
National Coastal Zone Management Authority. 

[F. No. J-17011/27/99-IA-III] 

ARVIND KUMAR NAUTIYAL, Jt. Secy. 
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