Annex 29

to Procedure for Expert Evaluation of
Registration Materials for Medicinal
Products Submitted for State

Registration (Re-registration), as well as for
Expert Evaluation of Materials Introducing
Amendments to the Registration Materials
during the Validity Period of Marketing
Authorization

(paragraph 4 of Section IV)

REPORT
on pre-clinical studies

1. Name of the Medicinal Product (Marketing
Authorization No., if any):

CORLISA® (Carfilzomib), powder for solution
for infusion 60 mg/vial

1) type of the medicinal product registered or to
be registered

Generic medicinal product

2) performed studies

[ yes no if no, provide reasons
As per section “Parenteral solutions™ Annex II of]
the Guideline “Medical products. The

investigation of bioequivalence" CT-H MO3VY
42-7.3:2020 Bioequivalence studies are not
required

2. Pharmacology:

1) primary pharmacodynamics

2) secondary pharmacodynamics

3) pharmacology of safety

4) pharmacodynamic interactions

3. Pharmacokinetics:

1) analytical procedures and reports on their
validation

2) absorption

3) distribution

4) metabolism

5) excretion




6) pharmacokinetic interactions (pre-clinical)

7) other pharmacokinetic studies

4. Toxicology:

1) single administration toxicity

2) multiple administrations toxicity

3) genotoxicity:
in vitro

in vivo (including additional estimation on
toxicokinetics)

4) carcinogenicity:

long-term studies

short-term studies
or mid-term studies

additional studies

5) reproductive toxicity and toxic effect on
offspring development:

effect on fertility and early embryo development

embryotoxicity

pre-natal and post-natal toxicity

drug-exposed offspring (immature animals)
studies and/or studies evaluating the delayed
effect

6) local tolerability

7) additional studies of toxicity:

antigenicity (formation of antibodies)

imunotoxicity

mechanism of action studies




substance dependence L

metabolites toxicity -

toxicity of related substances -

other =

5. Conclusions on pre-clinical studies -

Applicant (Marketing Dr. Reddy's Laboratories Ltd
Authorization holder) 8-2-337, Road No. 3, Banjara Hills,
Hyderabad, Telangana - 500 034, India

Signature

¥
Full Name Chhavi Prakash Jindal
Date S0 A)E - 9099




Honatox 29

o Tlopsiiky nMpoBeIeHHS eKCTIePTH3N peecTpaLifiHmx
MaTepiaie Ha JIiKapchKi 3aco0u, 110 NMOJaloThes Ha
JACpIKaBHY peecTpauiio (nepepeecTpallito), a TakoxK
CKCIIEPTU3HM MaTepiasliB MPo BHECCHHS 3MiH 10
peecTpauiifHiX MaTepiaiB NPOTAroM TepMiHy i
peecTpauifHOro MOCBiIYeHHS

(maparpad 4 Pozainy IV)

3BIT

PO JOKJIHIYHI JOCTIAKEHHS

1. Ha3ea nikapcekoro 3acofy
(3a HasIBHOCTI, — HOMEP

peecTpaLiifHOro MoCBiAueHHs):

KOPJIICA® (Kapginzomi6), mopomok as po3dnuy AJjis
indysiii mo 60 mr, no 1 ¢p1akony B KapToHHIi KopobGui

CORLISA® (Carfilzomib), powder for solution for infusion
60 mg/vial

1) Tun nikapceKoro 3acofy, 3a
AKUM IIpoBouIIacs abo
MIaHy€ETBCS peecTpais

TEHEPUYHUMA JIIKAPCBKUI 3ACIB

2) npoBeaAeHI TOCiIKEHHS

O] tak HI KO Hi, OOTPYHTYBATH
3rigno pozxiny «llapentepaneHi po3umHM» goaatky I
HACTAaHOBH «Jlikapebki 3aco0Hu. HocniaxeHHs

tioekpipanentHocti» CT-H MO3Y 42-7.3:2020 gochimKkeHHs
Di0eKBIBaJEHTHOCTI HE € HEOOXIIHHUM.

2. ®apmaxoJoris:

1) nepBuHHa
dapmakovHaMika

2) BTOpHHHA
(hapMakogMHaMIiKa

3) dapmaxonoris Oeznexu

4) dpapmakoauHAMIYHI
B3aeEMOJIIT

3. ®apmakoKiHeTHKa:

1) aHaniTH4YHI METOJUKH Ta
3BITH 00 1X Baigauil

2) BCMOKTYBaHHs

3) poznoain

4) meTtabonizm

5) BUBeACHHS




6) bapMakokiHeTHYH]
B3aeMOJIT (TOKTiHIUHI)

7) inwi papmakoKiHeTHUHI
JIOCTiKeHHs

4. TokcHKoOmOTIs:

1) TokcHuHIcTE y pasi
OZIHOPA30BOTO BBECHHS

2) TOKCHYHICTB y pasi
MOBTOPHHX BBEJECHb

3) reHOTOKCHYHICTB: in Vitro

in vivo (BKIIOYaro4u
IOIOATKOBY OLIIHKY 3
TOKCUKOKIHETHKH)

4) KaHLIEpPOTeHHICTh:

JIOBFOCTPOKOBI JIOCTiIPKEHHS

KOPOTKOCTPOKORI 1OCIIJIPKEHHS
abo JOCiIKeHHs cepeHbOT
TPHUBAJIOCTI

JNOIATKOBI JOCTIIKEHHS

5) penpoayKTuBHa
TOKCHYHICTE TA TOKCHYHUI
BIUIMB Ha PO3BUTOK MOTOMCTBA:

BILJIMB Ha (PepTUNBHICTS i
paHHii eMOpioHanbHUI
PO3BUTOK

eMOpiOTOKCHYHICTh

HpeHaTaHBHa I IIOCTHAaTAaJIbHa
TOKCHYHICTh

AOCIIDKEHHS, IPU SKHUX
npenapar yBOAUTbCS
MOTOMCTBY (HECTaTeBO3PIIUM
TBapuUHaM) Ta/abo OLiHIOETHCA
BlasieHa ais

6) MiclieBa MepeHOCUMICTh

7) 10AATKOBI AOCITIIKEHHS
TOKCHYHOCTI:




AHTHIeHHICTh (YTBOPEHHs
AHTHUTIN)

IMYHOTOKCHYHICTB

IOCHIPKEHHS MeXaHi3MiB aif

TMiKapchKa 3a/Ie)HICTh

TOKCHYHICTE MeTaboiTiR

TOKCHYHICTD JOMIIIOK

[H1nE

5. BUCHOBKHY 11010
JNOKJIIHIYHOTO BUBYEHHS

3asiBHHK (BJIACHHK

H-p Peani’c JlaGopatopic JIta

peecTpauiiiHoro 8-2-337, Poyn Ne 3, Banmxapa Xinns, Xaiaepadan,
MOCBiIYeHHS) Tenanrana - 500 034, [upis /
Dr. Reddy’s Laboratories Ltd
8-2-337, Road No. 3, Banjara Hills, Hyderabad, Telangana -
500 034, India
ILLB. Uxapi lIpakam Izkuugan [Chhavi Prakash Jindal]
Mignuc [nionuc]
Hdara 30 cepnns 2022 poky




Annex 30

to Procedure for Expert Evaluation of
Registration Materials for Medicinal
Products Submitted for State

Registration (Re-registration), as well as for
Expert Evaluation of Materials Introducing
Amendments into the Registration Materials
during the Validity Period of Marketing
Authorization

(paragraph 4 of Section IV)

Report
on clinical trial

1. Name of the Medicinal Product (Marketing
Authorization No., if any)

CORLISA® (Carfilzomib), powder for solution
for infusion 60 mg/vial

2. Applicant

Dr. Reddy's Laboratories Ltd

8-2-337, Road No. 3, Banjara Hills, Hyderabad,
Telangana - 500 034, India

3, Manufacturer

Dr. Reddy’s Laboratories Ltd (Formulation Unit -
7)
Plot No: P1 to P9, Phaze-Ill, VSEZ, Duvvada,

Visakhapatnam District, Andhra Pradesh, India

4. Performed studies:

L] yes B no if no, provide reasons
As per section “Parenteral solutions™” Annex II of
the Guideline “Medical products. The

investigation of bioequivalence" CT-H MO3YV 42-
7.3:2020 Bioequivalence studies are not required

1) type of the medicinal product registered or to
be registered

Generic medicinal product

5. Full name of clinical trials, code number of
clinical trial

6. Phase of clinical trial

7. Clinical trial was held from to
8. Countries where the clinical trial was held -
9. Number of subjects planned: —

actually enrolled: —

10. Objective and secondary goals of the clinical
trial




11, Clinical trial design -

12. Main entry criteria -

13. Studied drug, posology, strength -

14. Comparator, dosage, posology, strength -

15. Concomitant therapy 5

16. Efficacy Endpoints -

17. Safety Endpoints -

18. Statistical methods -

19. Demographics of the studied population -
(gender, age, race as well)

20. Efficacy Results -

21, Safety Results -

22, Conclusions -

Applicant (Marketing Dr. Reddy’s Laboratories Ltd
Authorization holder) 8-2-337, Road No. 3, Banjara Hills,
Hyderabad, Telangana - 500 034, India
Signature \
U <
Full Name Chhavi Prakash Jindal

Date A0- AVR- 20922




Honarok 30

1o IMopsajky npoReieHHs eKCIIEPTH3M peecTpaLiiinux
MaTepialiiB Ha JIiKapchKi 3ac00M, 110 NOJATHCS Ha
JACPXKAaBHY peECTpalilo (NepepeecTpariio), a TaKoxK
EKCIIEPTH3M MaTepiasiB PO BHECEHHS 3MiH 110
peecTpauifHUX MaTepiaiB MpOTAroM TepMiHy aii
peecTpaliifHoro MoCBig4eHHs

(maparpad 4 Pozaginy IV)

3BiT
Ipo KJiHiYHe BUNPOOYBaHHS

1. Ha3zga
NIKapchKOro 3acoly
(3a HassBHOCTI —
HOMep
peecTpaniitnoro
MOCBIYEeHHS)

KOPJIICA® (Kap¢inzomio), nopowok st pozuuny 1uis indys3iii mo
60 mr, o 1 ¢1akony B KapTOHHII KopoOLi

CORLISA® (Carfilzomib), powder for solution for infusion 60 mg/vial

2. 3as9BHHK

H-p Penui’c JlaGoparopic JItn

8-2-337, Poyn Ne 3, Banmkapa Xinns, Xaiinepaban, Tenanrana - 500 034,
[umis

/

Dr. Reddy's Laboratories Ltd

8-2-337, Road No. 3, Banjara Hills, Hyderabad, Telangana - 500 034,
India

3. Bupobuuk

H-p Penai’c JlaGoparopic JItn (BupoGuuuuii Bigin - 7)

Hinsuuus Ne P1-P9, ®aza - 111, BCE3, Trorana, BizakxanatHam
Huctpuxt, Auapa [pageun, [Hais

/

Dr. Reddy’s Laboratories Ltd (Formulation Unit - 7)

Plot No: P1 to P9, Phaze-IIl, VSEZ, Duvvada, Visakhapatnam District,
Andhra Pradesh, India

4. TlporeneHi
JOCIIKEHHS:

[[]rax [X ui

3riano po3ainy «llapenrepanbhi posunnu» noaatky Il Hactanosu
«Jlixapebki 3acobu. Hocnimkenns 6ioekpiBanentnoctiy CT-H MO3Y
42-7.3:2020 pocnimxeHHs Oi0EKBIBAJIEHTHOCTI HE € HEOOXIAHUM.

AKIIO Hi, BKA3aTH MPUUHHY

1) Tun nikapceKoro
3aco0y, 3a AKUM
npoBojiacs abo
TUTaHYETBCS
peecTpaLis

'EHEPUYHUMN JIIKAPCHKHUH 3ACIB

5. [lopHa HazBa
KJTIHIYHOIO
BUIIPOOYBaHHS,
KOJOBaHHH HOMeEp




KJiHIYHOTO
BUNPOOYBaHHS

6. @aza KiIiHiYHOrO
BUNpOoOYBaHHA

7. llepion
NPOBEIEHHS
KITHIYHOTO
BHUIIPOOYBaHHS

8. Kpaiuu, ne
MIPOBOIMIIOCH
KIiHIYHE
BUIPOOYBaHHS

9. KineKicTs
JIOCJTI Ky BaHHX

3arUlaHOBaHa: --
(hakTHUHA: --

10. MeTa Ta
BTOPUHHI 1
KJIIHIYHOTO
BUNpPOOYBaHHSA

11. JInzaiin
KJHIYHOTO
BHIPOOYBaHHSA

12. OcHoBHI
KpUTepil BKITOUEHHS

13. JTocnimxyBaHui
niKapchKHii 3acio,
croci6
3aCTOCYBaHHs, CHIa
it

14. ITpenapar
NOPiBHAHHA, /1034,
croci6
3aCTOCYBaHH, CUJIA
aii

15. CynyTHs Teparnis

16. Kpurepii oLiHKH
eeKTHBHOCTI

17. Kpurepii omiHku
Oeznexu




\,"I

18. CratucTHuni ==
METOIH

19. lemorpadiuni --
MOKa3HUKH
JOCTIIKYBAHOT
MOy sl (CTaTh,
BiK, paca, TOLIO)

20. Pe3ynbraTu -
e(peKTHBHOCTI

21. PesynbtaTi -
Oesneku

22. BUCHOBOK --
(3aKIFOYEeHHS)

3asiBHUK (BJIACHHK H-p Penni’c JlaGopatopic Jitn

peectpauiiinoro noceinuenns) | 8-2-337, Poyn Ne 3, Banmkapa Xiuns, Xaiinepaban,
Tenanrana - 500 034, Tumis /

Dr. Reddy’s Laboratories Ltd

8-2-337, Road No. 3, Banjara Hills, Hyderabad, Telangana -
500 034, India

ILLB. Uxagi [Ipakam /Ixkungan [Chhavi Prakash Jindal]

ignuc [nionuc]

Hara 30 cepnns 2022 poky




