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no [opsanky npoBeeHHS eKCIIEPTH3H
peecTpaniifHuX MaTepianiB Ha JiKapchbKi
3ac00H, IO OJAIOTHCS HA AEPIKABHY
peecTpaltito (lepepeecTpartiro), a Takox
€KCIIEPTH3H MaTepialiB PO BHECEHHS
3MiH JI0 peccTpaniiinux Marepianis
IIPOTATOM Jil peecTparniiHoro
IIOCBiTYEHHS

(myBKT 4 posiny IV)

3BIT
PO AOKJIIHIYHI JocTiKeH s

1. HasBa mikapcbkoro 3aco0y
(3a  HasBHOCTI HOMEp
peecTpaniiiHoro
MTOCBIYEHHS):

BPEIEP, piodixizat aas po3uuny auas in’ekuiii mo
1,0 mr

1) Tun nikapespkoro 3acoby, 3a
SKHM  IpoBoamiacs  abo
IUTAHY€ETHCS PeecTpantis

3MIHY, 1110 IIOTPEBYIOTE HOBOI PEECTPALII

2) poBe/ieH1 JIOCIi IKEHHS

O Tak Hi KO Hi, 06rpyHTYBaTH
3rinao  posmimy «IlapeHTepamsHi posuMHE» mogatky 1l
HaCTAHOBU «Jlikapchki 3acobu. Jocmimkenas

6ioexsiBasientHocTiy CT-H MO3Y 42-7.2:2018 nocmimkenns
OioeKBIBAEHTHOCTI HE € HEOOXiTHUM

2. @apmMakosoris:

1) nepBuHHA
(hapmakomuHamixa

2) BTOPHHHA
(apmakorHamMiKa

3) dapmakostoris Oesmexu

4) papmakoauHaMiUHi
B3aemMomil

3. ®apmakoKiHeTHKA:

1) aHayliTHYHI METOIUKH Ta

3BiTH MO0 X Batigaii ,@‘ ,‘
2) BCMOKTYBaHH: gt "AP. PERII'C

i

2 IABOPATOP)




3) posmozin

4) meTaboizm

5) BuBeeHHS

6) papmaxokineTHyHi
B3aeMOi1 (HOKITiHIYHI)

7) iami papmakokineTHUmHi
JOCIJOKEHHS

4, TokcHKOIOTISA;

1) ToxcuuHicTs y pasi
OJTHOPa30BOTO BBEJICHHS

2) TOKCHYHICTS Y pasi
IIOBTOPHUX BBEJIEHB

3) reHOTOKCHYHICTE: in Vitro

in vivo (BKJIFOYArOIH
JOJaTKOBY OIIHKY 3
TOKCHKOKIHETHKH )

4) KaHIIEePOTeHHICTh:

JIOBTOCTPOKOBI JIOCIIJKEHHS

KOPOTKOCTPOKOBI
JociipkerHs abo
JOCIII/DKEHHS CepPeTHBOL
TPHBAJIOCTI

,E[O,HaTKOBi JIOCITLJDKEHHS

5) penponykTHBHA
TOKCHYHICTE T2 TOKCHYHHIMA
BIUIAB Ha PO3BHTOK
IIOTOMCTBA:

BIIJIUB Ha (PepTHIIBLHICTS 1
paHHi#i eMOpioHaTLHUH
PO3BHTOK

eMOpIOTOKCHYHICTE

IIpeHaTaibHa i I0CTHATAIbHA
TOKCHYHICTE

"AiP. PEARI'C

JIOCITI/KEHHS, IPH SKUX p “‘m rnaices: % . %
Ipenapar YBOIUTHCS ® i%f RIMITER" i .




IIOTOMCTBY (HECTATeBO3PLIAM
TBapHHaM) Ta/ab0 OIIHIOETHCS
Bijasena aig

6) MicrieBa IEPECHOCHMICTD

7) MOATKOBI IOCIIKEHHS
TOKCHYIHOCTI:

AHTHT'€HHICTE (YTBOPEHHA
AHTHTLI)

IMyHOTOKCHYHICTE

JTOCTIKEHHS MEXaHi3MiB Jiii

JTKapchKa 3aJIeKHICTh

TOKCHYHICTH MEeTaboIiTIB

TOKCHYHICTH JOMIIIOK

1HITIE

5. BHCcHOBKH 11omo
JOKJIIHIYHOTO BUBYEHHS

3asBHUK (BIACHHK
peecTpaniifHoro
TIOCBITYEHHS)

Hp. llIndpa Papxan [1laiix (Dr. Shifa Farhan Shaikh)
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=& "op. EAIIC 443
&> MABOPATORI"

7 o)




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):

Brecer (Bortezomib), lyophillisate for solution for
injection 1 mg

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

Changes requiring new registration

2) performed studies

U yes X no if no, provide reasons

As per section “Parenteral solutions” Annex Il of the

Guideline ‘“Medical products. The investication of
bioequivalence" CT-H MO3V 42-7.2:2018
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 --

metabolites toxicity i

toxicity of related substances -

other b

8. Conclusions on pre-clinical studies -

Applicant (Marketing Authorization holder)

(Signature)

Dr. Shifa Farhan Shaikh
7 ENLE




Honarox 30

10 Ilopsnky NIpoBeICHHS eKCIIEPTH3H
peecTpaliifHIX MaTepialiB Ha TiKapChKi
3aco0H, 10 [0/IAF0THCS Ha ICPIKaBHY
peecrpaniro (epepeecTpariio), a Takox
EKCIIEPTH3H MaTepialiB PO BHECEHH
3MiH JI0 peecTpaliifHux Marepiaris
IIPOTSTOM il peecTpariifHoro
MOCBITYEHHS

(mynkT 4 posniny IV)

3BIT
Npo KJiHiYHe BUNPOoOYyBAHHS

1. Ha3ga sikapcbkoro 3aco0y

BPELEP, niodinizar nns pozunny auas in’exuiii no 1,0

(3a HasIBHOCTI - HOMeEp mr
peecTparfiifnoro
[IOCB1TUCHHS)
2. 3asBHHK A-p Penni’c JIaGoparopic JIta
Anpeca: 8-2-337, Poyzn Ne 3, banmkapa Ximns, Xaiinepaban,
Temanrana - 500 034, Ianis
Tenedon: +91-40-49002900
®axc +91-40-49002999
3. Bupobnuk J-p Penni’c JIa6oparopic JIta (BupoOuuuuii Bigmina - 7)

Hineaung Ne P1-P9, ®asa - I11, BCE3, JlroBana, Bizakxanaraam
Huctpuxt, Aunpa Ipanem, [uuais

Tenepon +91-9974051838

E-mail vikramshukla@drreddys.com

4. TIpoBeneHi JOCTiMKEHHS:

Oraxk X mi sk Hi, 06rpyHTYBaTH

3riguo posainy «IlaperTepanshi posunauy» goaarky Il HacTaHOBH
«Jlikapewki 3acobu. ocmimkenns 6ioeksisanentaocri» CT-H MO3Y
42-7.2:2018 pocnipkenns 6i0eKBIBaIEHTHOCTI HE € HEOOXiTHIM

1) Tum mixapeekoro 3aco0y,
3a SIKUM MpoBowIIacs abo
[JIAHYETHCS peecTpanis

3MIHY, 1110 TTOTPEBYIOTH HOBOI PEECTPAIT

5. IToBHa Ha3Ba KIIiHIYHOrO
BUNIPOOYBaHHS, KOIOBaHHUIH
HOMEP KITIHIYHOTO
BUIIPOOYBaHHS

6. ®@a3a KJIiHIYHOrO
BUNPOOyBaHHS

7. Ilepion npoBeneHHs
KJIIHIYHOTO BHIpOoOyBaHHs




8. Kpaiun, ne nmpoBoaumocs
KJTiHIYHEe BUIIPOOYBAHHS

9. KinbKicTh 1OCTIIKYBaHHX

10. Mera Ta BTOpHHHI ITii
KIIIHIYHOTO BHIIPOOYBaHHS

11. Muzaits kaiHIYHOTO
BHIIPOOYBaHHS

12. OcHoBHI KkpuTepii
BKJTIOYCHHS

13. NocmimKyBaHwii
TiKapchKuii 3acib, croci6
3aCTOCYBaHHS, CHJIA il

14. TIpenapat nopiBHAHHS,
11034, crocib 3acTocyBaHHS,
cua Iil

15. Cynytas Teparis -

16. Kpurepii oninku
e(eKTUBHOCTI

17. Kpurepii omisku 6e3meku

18. CratucTHuni MeTOIH

19. Jlemorpadiuni
MOKa3HUKH JIOCTIKYBaHOT
nomynAmii (cTaTh, BiK, paca,
TOIIO)

20. Pesynbraru
e(heKTHBHOCTI

21. Pesynbratu Ge3nexkn

22. BucHOBOK (3aKJIIOUCHHS)

3asBHHK (BTaCHHK Mignuc/
peecTpamiifHoro (migmuc)
T CE RS Hp. MTuda ®apxan [laiix (Dr. Shifa Farhan Shaikh)

(Il. 1. B.)




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 | Brecer (Bortezomib), lyophillisate for solution for
(Marketing Authorization No., if | injection 1 mg

any)

2. Applicant

3. Manufacturer

4. Performed studies: O yes X no if no, provide reasons

As per section “Parenteral solutions” Annex II of the Guideline “Medical products. The
investigation of bioequivalence" CT-H MO3V 42-7.2:2018 Bioequivalence studies are not
required

1) type of the medicinal product | Changes requiring new registration

registered or to be registered
5. Full name of clinical trials, --
code number of clinical trial
6. Phase of clinical trial --
7. Clinical trial was held --
8. Countries where the clinical --
trial was held
9. Number of subjects --
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 --
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 as




22. Conclusions -

Applicant (Marketing Authorization holder)

(Signature)

Dr. Shifa Farhan Shaikh

(Full name)




