ipZY U.S. FOOD & DRUG

ADMINISTRATION

ND 213267 A
ANDA APPROVAL

Teva Pharmaceuticals US , Inc.
U.S. gentfor Natco Pharma Limited
ttention: John Derstine
Sr. Director, R , US Generics

Dear John Derstine:

This letter is in reference to your abbreviated new drug application ( ND ) received for
review on December 11, 2019, submitted pursuant to section 505(j) of the Federal
Food, Drug, and Cosmetic ct (FD&C ct) for Thalidomide Capsules USP, 50 mg,

100 mg, 150 mg and 200 mg.

Reference is also made to our letter dated pril 27, 2023, granting final approval to your
Thalidomide Capsules USP, 150 mg and granting tentative approval to your
Thalidomide Capsule USP, 50 mg, 100 mg, and 200 mg.

We have completed the review of this ND and have concluded that adequate
information has been presented to demonstrate that the drug meets the requirements
for approval under the FD&C ct. ccordingly the ND is approved, effective on the
date of this letter. We have determined your Thalidomide Capsules USP, 50 mg,

100 mg and 200 mg to be bioequivalent and therapeutically equivalent to the reference
listed drug (RLD), Thalomid Capsules, 50 mg, 100 mg and 200 mg, of Bristol-Myers
Squibb Company (Bristol) ND - 020785.

RISK EVALUATION AND MITIGATION STRATEGY REQUIREMENTS

Section 505-1 of the FD&C ct authorizes FD to require the submission of a risk
evaluation and mitigation strategy (REMS), if FD determines that such a strategy is
necessary to ensure that the benefits of the drug outweigh the risks [section 505-1(a) of
the FD&C ct]. In accordance with section 505-1(i) of the FD&C ct, a drug that is the
subject of an ND under section 505(j) of the FD&C ct is subject to certain elements
of the REMS required for the applicable listed drug.

The details of the REMS requirements were outlined in our REMS notification letter
dated February 6, 2020.
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Your fin | propos d REMS, r ¢ iv d on Mach 24, 2023, is pprov d, nd will b
post d onth FDA REMS w bsit : http://www.fd . ov/r ms. Oth r products may b
dd dinth futur if ddition | NDAs or ANDAs r pprov d.

Th Th lidomid REMS consists of EI mentsto Assur S f Us (ETASU) nd n
impl ment tion syst m.

Your REMS mustb fullyop r tion | b for you introduc yourdru intoint rst t
comm rc .

Your REMS, known sth Th lidomid REMS,is pprovd s s prt REMS

pro r mfromth tofth r f r nc list ddru ,usin  diff r nt, comp r bl sp ctof
th ETASU. ursu nttos ction 505-1(i)(3) of th FD&C Act, FDA is r quirin th tthis
REMS ror mc nb us dwithr sp ctto nyoth rdru th tisth subj ctof n
pplic tion und rs ction 505(j) or 505(b) of th FD&C Actth tr f r nc sth s me
list ddru .

Und rs ction 505-1( )(2)(C) of th FD&C Act, FDA ¢ nr quir th submission of
REMS ss ssmentif FDAd t rmin s n ss ssmentisn d dto viut whthr
th REMS should b modifi dto nsur th b n fitsofth dru outwli hth risks orto
minimiz th burd nonth h Ithc r d liv ry syst m of complyin withth REMS.

FDAh sd t rmin dth t ss ssments r h d dforth Th lidomid REMS.

Addition lly,th d t ils forwh tshould b includ din your REMS ss ssments ndth
d t softh REMS ss ssments r list din App ndix 1.

Ifth ss ssmentinstruments nd mehodolo y for your REMS ss ssments r not
includ dinth REMS supportin document, or if you propos ch n stoth submitt d
ss ssment instrum ents or m eéhodolo vy, you should upd t th REMS supportin
document to includ sp cific ss ssmentinstrument nd mehodolo yinformaion t

| st90d ysb for th ss ssmentswillb conduct d. Upd t stoth REMS
supportin documentmayb includ din n wdocumentth tr f r nc s pr vious
REMS supportin docum ent submission(s) for unch n d portions. Alt rn tiv ly,

upd t sm yb mad by modifyin th compl t pr vious REMS supportin docum ent,
with llch n smak d ndhi hli ht d. romin ntlyid ntify th submission cont inin
th ss ssmentinstruments nd mehodolo y with th followin wordin in bold ¢ pit |
| tt rs tth topofth firstp of th submission:

ANDA 213267 REMS CORRESPONDENCE

(ins rtconcis d scription of cont ntinboldc pit Il tt rs, . ., 1
UPDATE TO REMS SUPPORTING DOCUMENT - ASSESSMENT 1
METHODOLOGY)
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Wer mind youth tyoumustinclud n d qu t r tion | tosupport propos d
REMS modific tion forth  ddition, modific tion, orr mov Iof ny o lor | mentof
th REMS, sd scrib dins ction 505-1( )(4) of th FD&C Act.

We Isor mind youth ts ction 505-1(f)(8) of th FD&C Act prohibits hold rs of n
pprov dcov r d pplic tionfromusin ny | mentto ssur s f us to block or
d |y pprov lof n pplic tionund rs ction 505(b)(2) or (j). A viol tion of this
provision in 505-1(f) of th  FD&C Act could r sultin nforc ment ction.

romin ntly id ntify ny submission cont inin  REMS ss ssment or propos d
modific tions of th  REMS with th followin wordin inboldc pit Il tt rs tth top of
th firstp of th submission s ppropri t :

ANDA 213267 REMS ASSESSMENT
or

NEW SUPPLEMENT FOR ANDA 213267/S-000
CHANGES BEING EFFECTED IN 30 DAYS 1
PROPOSED MINOR REMS MODIFICATION

or

NEW SUPPLEMENT FOR ANDA 213267/S-000
PRIOR APPROVAL SUPPLEMENT
PROPOSED MAJOR REMS MODIFICATION

or
1
NEW SUPPLEMENT FOR ANDA 213267/S-000
PRIOR APPROVAL SUPPLEMENT
PROPOSED REMS MODIFICATIONS DUE TO SAFETY LABELING
CHANGES SUBMITTED IN SUPPLEMENT XXX

Should you choos to submit REMS r vision, promin ntly id ntify th submission
cont inin th REMS r visions with th followin wordin inbold c pit Il tt rs tth
top of th firstp of th submission:

REMS REVISION FOR ANDA 213267

Tof cilit t r vi wof your submission,w r qu stth tyou submit your propos d
modifi d REMS ndoth rREMS-r | t d ma ri Is in Microsoft Word forma. If c rt in 1
documents, such s nrollmentforms, r onlyin DF forma,th ymayb submitt d
s such, but Word forma is pr f rr d.

U.S. Food & Drug Administration
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SUBMISSION OF REMS DOCUMENT IN SPL FORMAT

As soon s possibl ,butnol t rth n14d ysfromth d t ofthis! tt r, submitth
REMS document in Structur d roductL b lin (S L)formausin th FDA utomda d
dru r istr tion nd listin syst m ( LIST). Do not submitth S L toyour pplic tion.
Cont ntofth REMS document mustb id ntic Itoth pprov d REMS docum nt.
Th S Lwillb publicly v il bl .

Inform aion on submittin REMS in S Lformamayb foundinth uid nc for
industry Providing Regulatory Submissions in Electronic Format — Content of the Risk
Evaluation and Mitigation Strategies Document Using Structured Product Labeling.

For ddition Iinformaion on submittin REMSin S Lforma,pl s maill
REMSWebsit @fd .hhs. ov.

COMPENDIAL STANDARDS

Adru with n mer co niz dinth offici IUnit dStt s h rmacop i oroffici |

N tion | Formul ry (US -NF) n r lly must comply withth comp ndi Ist nd rd for
str n th, qu lity, nd purity, unl ssth diff r nc instr n th, qu lity, or purity is pl inly
st t donitsl b I (s FD&C Act § 501(b), 21 USC 351(b)). FDA typic llyc nnotsh r
pplic tion-sp cific inform aion cont in din submitt dr ul tory filin s with third

p rti s, whichinclud sUS -NF. Toh Ip nsur th t dru continu sto comply with
comp ndi Ist nd rds, pplic tion hold rs may work dir ctly with US -NF tor vis
offici | US mono r phs. Mor informaiononth US -NF is available on USP’s

w bsit t https://www.uspnf.com/.

REQUIREMENTS AND RECOMMENDATIONS POST APPROVAL

Und r pplic bl st tut s,r ul tions, nd uid nc s, your ANDAmayb subj ctto

c rt inr quir ments ndr comm nd tions post pprov |, includin r quir ments

r rdin ch n sto pprov d ANDAs, postmak tin r portin , promotion I'm t ri lIs,
nd nnu If cilityf s, mon oth rs. a

U.S. Food & Drug Administr tion
Silver Spring, MD 20993
www.fd .gov a
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For inform dion on post- pprov Ir quir ments ndr comm nd tions for ANDAs nd
list of r sourc s for ANDA hold rs,w r f ryou to

https://www.fd . ov/dru s/ bbr vi t d-n w-dru - pplic tion- nd /r quir ments- nd- a
r_sourc s- pprov d- nd s.

Sinc r ly yours,
{See appended electronic signature page}

ForK ndr S.St wrt,R. h.,, h rm.D.
CA T,Unit dStts ublicH IthS rvic
Dir ctor

Offic of R ul tory Op r tions

Offic of Gen ric Dru s

C ntrforDru Ev lu tion ndR s rch

Enclosur : REMS Ass ssment | n a

6 Page(s) has been Withheld in Full as b4 (CCI/TS) immediately
a following this page
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