
{,#-DtrPARTMENT OF HEALTH AND HUN,IAN SERVICES

DMF 031 1 l6

PACK PRrNT TNDUSTRTES (l) PvT. LTD.
ATTN: MR. M.V.N. RAO, GENERAL MANAGER
201 SLIN INDUSTRIAL ESTATE, SLIN IV{ILL COMPOUND
LOWER PAREL (WEST) MUMBAr 400 013. rNDrA

Dear Mr. M.V.N. Rao.

The Food and Drug Aciministration
subn-iission:

D}IF \L\IBER .\SSIG\ED :

D.{TE OF SUB}IISSIO\:
D}TF T\-PE:
sf BJECT (TITLE):

HOLDER:
SUBMITTED BY:
AGENT:

tsood and Drug Administration
Silver Spring NID 20993

DMF ACKNOWLEDGEMENT

acknorvleciges receipt of the following Drug Nlaster Fiie (DMF)

0_11116

\OVE\IBER 19. l016
III
PL.\I\ & PRi\TED. \lULTICOLOR LDPE BAGS FOR
PHARNI,A.CEL TICAL PACKACING
PACK PRINT TNDUSTRTES (l) PVT. LTD.
PACK PRIil-T INDUSTRIES (1) PVT. LTD.
PERFECT PHARMACE,UTICAL CONSULTANTS PVT. LTD.

All subsequent correspondence to this DMF should be identified with the information as provided
above.

Your DIVIF u,ill be reviewed onlv in connection u,ith a New f)rug Application. Abbreviated Ner,v Drug
Application. lnvestigationalNew, Drug Application, Biological License Application. New Animal
Drug Application. Abbreviated Nelv Animal Drug Application. Investigational Nerv Animal Drug
Application. or DMF it is intended to support rvhen a I-etter of ALrthorization (LOA) is submitted to the
D\1F and a cop) of the LO.\ is sLrbmifi.'d in the application e.g.. \DA. that ret'erenccs the D\1F

Youareresponsibleforcompliancervith2l CFR314.420. See"TheGuidelineforDrugN{asterFiles''
futtp:r,:u'x u'.fda.goyi'DrugsiDevelopnre ntApprovalProc_csl:Lq]]]lqf,ubr::jUjq11&qqrrir e.r:tq.ffSiDrugMAslS-l:
Ij ilesDi\41'sr ucnr073 16:1. htrn

You are required to submit all changes in information regarding the DMF (21 CFR 314.420(c)). In
particular the FDA must be notified of any changes in the holder name or ownership and/or the agent
and/or the name of the contact person.

The types of information to be submitted may be found at the DMF Web Site. See "submission of
Amendmentso Annual Reports, and Letters of Authorization.

You are expected to:
r Adhere to the statement of commitment you have provided.

Reference lD:4017637



DMF 031116 Page 2

o Provide the follou,ing subrnissions to the DMF:
a. Letters of Authorization (LOAs) granting permission to a third party (authorized party)

to reference the DN{F and for FDA to revierv the DMF. Listing an authorized party in
the Annual Reporl (see beloiv) is not suficient to aulhorize that partv to reference the
DMF. Submission of a copy of the LOA to the authorized parh'rvithout submitting the
original LOA to the DNIF is also not sufJlcient to authorize that part) to reference the
Dlv,lF.

b. Annual Reports to the DNIF conrainine:
i. Date(s) of the amendment(s) reporting changes since the last Annual Report or

the orieinal D\1F frling date. uhichever is most recent or a statement that no
amendments hat e been subnritted since the Iast Annual Report or the ori_einal
DNIF tiling dare. nhich.-r er is most recent.

ii. A conrplete list of allparties authorized to make reference to the DMF.
identifi'ing b1' name. reference number. r,olume. date. and paee number the
information that each person is authorized to incorporate and the date of the
LOA or a statement that there are no Authorized Parties.

iii. A list of allparties u'hose ar-rthorization has been withdrau,n. if applicable.

Submissions containine multiple qpes of infornration e.s. administratir.e clianses. an annual report. or
changes in technical information should specifi the ditterent t\pes of inlormation in the header in t6e
cover letter.

Electronic submissions that are 1OGB or srnaller in size must be submitted through the Electronic
Submission Gaterva-v (ESG). Subrnissions that are or,er 1OGB mav be submitted on phvsical media
(such as compact disc)l to the follou ing address:

Food and Drug Administration
Center fbr Drug Evaluation and Research
Central Document Room
Drug Master File StafT
5901-B Ammendale Road
Beltsvi I le MD 207 05 - t266

Ifyou have any questions, please ema i I d rn&usgl5ligd s r. l'c1a. go r,

Sincerelr.
i 3 t. t rtl,S, r' 11,1 i ti a i L. i! I t ) t t i. i i ! tt,t t ti i' ; I Lr S t,'
Vathsala Selr,am
Dru-e Master File
Division of Life Cycle API/ONDP/OPQ
Center lbr Drug Evaluation and Research
Food and Drug Administration

' See FDA eCTD Web Page for further infonnation.
http://wwrv.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubnr issionRequirements/Electron icS
ubmissions/ucm I 53 5 74.htm.
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CC:
PERFECT P}{ARMACEUTICAL CONSLTLTANTS PVT. T-TD.
ATTENTION: MR. SUMIT GUPTA. DIRECTOR
PRESTICE CLASSIC BLD., D-WING. OFF. G4 & 5
CHINCHWAD srATIoN. puNE-,tl r0r9. N,IAHARASHTRA. rNDrA
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T.his. is a.representation of an electronic record that was signed
electronically and this page is the manifestation of the etec-tronic
signature.

lsl

CLAUDE THEOPHIN
11t22t2016
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