Annex 29

to Procedure for Conducting Expert
Evaluation of Materials Pertinent to
Medicinal Products, which are Submitted
for State Registration (Re-Registration)
and Expert Evaluation of Materials about
Introduction of Changes to the
Registration Documents during the
Validity Period of Registration Certificate
(clause 4, section [V)

Non-Clinical Trial Reports

1. Name of the medicinal product
(number of registration certificate, if || BORTEZOMIB EVER PHARMA
available):

1) type of the medicinal product, by
which registration was conducted or || Hybrid medicinal product
planned

2) Trials conducted £ yes X no [f not, substantiate

The present product is a hybrid medicine. *Bortezomib 2.5 mg/ml solution for injection® was developed as a
ready-to-use formulation based on the originator product ‘Velcade 3.5 mg powder for solution for injection’
(Janssen-Cilag). The advantage is a reduction of effort to prepare the infusion solution for health care
professionals and a reduction of potential contamination risk.

3. Pharmacokinetics:

12. Pharmacology: || n.a. |
|l) primary pharmacodynamics I n.a. !
2) secondary pharmacodynamics Ln.a. |
|3) safety pharmacology || n.a. |
4) pharmacodynamic interactions H n.a. |

|

1) analytical procedures and reports

on their validation -

2) absorption [ na. l
13) distribution | na. |
|4) metabolism H n.a.

IS) excretion “ n.a.

6) pharmacokinetic interactions (non-

clinical) na

|7) other pharmacokinetic studies || n.a.
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[-‘-‘% Toxicology:

1) Single dose toxicity [ n.a.

2) Repeated dose toxicity Ina B

3) Genotoxicity:

e n.a.

n vitro

in vivo (including additional -

assessment on toxicokinetics) o

I4) Carcinogenicity: I n.a. |
long-term studies || n.a. |
short-term studies or mid-term studies [n.a.

additional studies | n.a.

5) Reproductive and developmental e

toxicity: o

effects on fertility and early -

iembryonic development B

?cmbryotexicity \ n.a

fprenatai and postnatal toxicity | n.a.

studies in which medication is

administered to the offspring o

(immature animals) and/or long-term ||

effects are assessed =

16) local tolerance

| n.a.

7) additional toxicity studies:

antigenicity (antibody response) n.a. e

immunotoxicity i n.a.

fstudy of the mechanisms of action n.a. - i
idrug dependence na i
toxicity of metabolites I n.a. l
toxicity of impurities n.a. l
other n.a. |

5. Conclusions on non-clinical study

As this is a hybrid application no non-clinical studies have been
performed.

/

Applicant (Marketing 3
Authorization Holder)

by
Y (signature)
Mirjam Lutz, PhD
(full name)
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Honarok 29

1o [Mopsaky npoBeeHHs eKCrepTH3H
peecTpauiifHUX MaTepianiB Ha Jikapebki 3acobu,
110 MOJAIOThCS Ha JIEPIKaBHY PeecTpaLiio
(nepepeecTpallito), a TAKOK €KCIIEPTH3N
MaTepialiB MPo BHECEHHS 3MiH /10 peecTpaLlifiHuX
MaTepiajiB MpPOTAroM Ail peecTpaliifHoOro
nocBigueHHs (nyHKT 4 posainy [V)

3BiT Mpo AOKIIHIYHI JocaiIzKeHHsI

1. Hazea nikapcekoro 3aco0y (3a BOPTE30MIb EBEP ®APMA
HAsABHOCTI - HOMEp peecTpaLifHOro
MOCBiAYEHHs):

1) Tvn nikapcekoro 3acofy, 3a AKUM ['i6puanuit nikapepKuii 3acid
npoBoauiacs ado M1aHyeTbCs peecTpaLlis
2) npoBeaeHi AOCTiIKEHHS 0  Tak X wHi AKLIO Hi,

o0rpyHTYBaTH
Jlanuii npenapar € riopugHUM JikapcbKuM 3acobom. «bopTe3omid 2,5 Mr/mi po3uuH ist
iH’ekuiit» OyB po3pobneHuit ik roToBa 10 3actocyBaHHs (OpMa HA OCHOBI OPUTiHAIBHOTO
npenapary «Beuxeiin 3,5 Mr nopowox a1s po3uuHy ans id’exuii» (Succen-Cinar).
[Tepeparoto € 3MeHIIEHHA 3yCHIIb 1 NPUrOTYBaHHA iH(Y31HHOrO po3unHy 4711 MEAUYHUX
MpaliBHHUKIB Ta 3HWKEHHS MOTEHIUIHHOTO PU3HKY 3apayKeHHsI.

2. @apmakonoris: HE 3aCTOCOBHO
1) mepBunHa papmakoguHaMiKa HE 3aCTOCOBHO
2) BropunHa (hapMakoJiHaMiKa HE 3aCTOCOBHO
3) apmaxonoris Ge3nexu HE 3aCTOCOBHO
4) dapmakonuHaMiuHi B3aeMoil HE 3aCTOCOBHO

3. ®apmakokiHeTHKa:

1) aHaniTH4YHI METOAMKY Ta 3BITH LIO0 TX | HE 3aCTOCOBHO

Banigauil

2) BCMOKTYBaHHs HE 3aCTOCOBHO
3) po3noain HE 3aCTOCOBHO
4) meTtabounizm HE 3aCTOCOBHO
5) BUBEICHHS HE 3aCTOCOBHO
6) papMaKoKiHETHUYHI B3aEMOJLiT HE 3aCTOCOBHO

(nokniHivHi)

7) iHmi apMaKOKiHETHUHI JOCTIIKEHHS | HE 3aCTOCOBHO

4. Tokcuxosoris:

1) TOKCHUHICTB Y pa3i 0IHOPa30BOro HE 3aCTOCOBHO
BBECACHHA

2) TOKCHUHICTb Y pa3i MOBTOPHUX HE 3aCTOCOBHO
BBC/ICHb

3) reHOTOKCHYHICTb:
in vitro
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in vivo (BKIIIOYaOYH J0JaTKOBY OIIHKY
TOKCUKOKIHETHKH)
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4) KaHLepOreHHICTB:

HE 3aCTOCOBHO

JIOBFOCTPOKOBI J10C/Ti IKEHHS

HE 3aCTOCOBHO

KOPOTKOCTPOKOBI I0C/iIKeHHs a0
JOC/IIXKEHHS CepeHbOT TPUBAIOCTI

HE 3aCTOCOBHO

JIOJIATKOBI JOCII 1KEeHHS

HE 3aCTOCOBHO

5) penpoayKTHBHA TOKCHYHICTH Ta
TOKCHYHHI BIUIMB HA PO3BUTOK
MOTOMCTBA:

HE 3aCTOCOBHO

BIUTMB Ha (PePTHIIBHICTE i paHHii
eMOpioHaNbHHI PO3BHUTOK

HE 3aCTOCOBHO

eMOpPIOTOKCHYHICTD

HEC 3aCTOCOBHO

npeHaTalbHa 1 [OCTHATAIbHA
TOKCHYHICTh

HE 3aCTOCOBHO

JOCIIIZKEHHSA, TIPH SKHX Mpernapar
YBOJMTBCS MOTOMCTBY (HECTaTeRBO3PiIHM
TBapHHaM) Ta/abo OLIHIOETHCS BifganeHa
aist

HE 3aCTOCOBHO

6) MicLieRa MePeHOCHMICTh

HE 3aCTOCOBHO

7) AOJATKOBI JOCHII3KEHHS TOKCHYHOCTI:

HE 3aCTOCOBHO

AHTUIEHHICTh (YTBOPEHHS aHTHUTIN)

HE 3aCTOCOBHO

IMYHOTOKCHYHICTB

HE 3aCTOCOBHO

JOCIIKEHHS MEXaHI3MIB [il

HE 3aCTOCOBHO

JiKapchKa 3aeKHICTh

HE 3aCTOCOBHO

TOKCHYHICTE META00ITIB

HE 3aCTOCOBHO

TOKCHYHICTE JOMILLIOK

HE 3aCTOCOBHO

iHIIE

HE 3aCTOCOBHO

5. BHCHOBKH 100 TOKIIHIYHOIO
BHUBUEHHS

OckinbKH Lie 3asBa Ha riOpUAHMIA JliKapcbKHii
3aci0, JOKIIHIYHI AOCTiKEHHS He MPOBOIUIIUCS.

3asBHUK (BIACHUK peecTpaliiHOro
MOCRIJIUYEHHS)

[mignuc]

(miamnuc)
Mip’sm JlyTi, mokrop dinocodii

(ILLB.)

NEPEKAAR 3POBAEHO
ITIAKO 3 OPMT IHANOM

AOCIOBIPHICTD
BEPEKRARY 3ACBIAYYED

Kinsopic H.B,.\\




Annex 30

to Procedure for Conducting Expert
Evaluation of Materials Pertinent to
Medicinal Products, which are Submitted
for State Registration (Re-Registration)
and Expert Evaluation of Materials about
Introduction of Changes to the
Registration Documents during the
Validity Period of Registration Certificate
(clause 4, section V)

Clinical Trial Report

1. Name of the medicinal product (number of

registration certificate, if available) BORTEZOMIB EVER FHARMA

2. Applicant || EVER Valinject GmbH, Austria
|3. Manufacturer || EVER Pharma Jena GmbH, Germany
4. Trials conducted: £ yes X no If not, substantiate

The present product is a hybrid medicine. *Bortezomib 2.5 mg/ml solution for injection’ was developed as a
ready-to-use formulation based on the originator product ‘Velcade 3.5 mg powder for solution for injection’

(Janssen-Cilag). The advantage is a reduction of effort to prepare the infusion solution for health care
professionals and a reduction of potential contamination risk.

1) type gf the medicinal product, by which By mediving] prodect
registration was conducted or planned
5. Full name of the Clinical Trial, clinical trial na
code o
16. Clinical trial phase n.a.
7. Period of the clinical trial n.a.
8. Countries where the clinical trial was

n.a.
conducted
|9. Number of study participants Hn.a.
10. Goal and secondary objectives of the clinical
trial e
11 1. Design of the clinical trial || n.a.
i]2. Main inclusion criteria || n.a.
13. The investigational medicinal product, i

method of administration, strength

14. Comparator, dose, method of administration,
strength
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|15. Concomitant therapy | n.a.

|
|16. Efficacy evaluation criteria | n.a. |
17. Safety evaluation criteria || n.a. ]
|18. Statistical methods || n.a. |
19. Demographic characteristic of study
population (gender, age, race, etc.) e
@. Efficacy results " n.a. |
@ Safety results || n.a. |
98 Fncluion b;i tgi}sr flg :n lgil.arid application no clinical studies have

Applicant (Marketing TS T (signature)
Authorization Holder) Mirjam Lutz, PhD

(full name)

X
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Honatox 30

no [lopsiaky npoBeneHHs eKCIepTU3H
peecTpaliiHUX MaTepiaiiB Ha Jlikapchki 3aco0u,
1110 MOJIAIOTECS HA JEPIKABHY PEECTPALIiIO
(nepepeecTpaLilo), a TAKOXK €KCIEPTH3U
MarepianiB PO BHECEHHsI 3MiH 10 peecTpailifiH1x
MmarepiaiB MPOTIrOM il peecTpaLiiHoro
noceiueHHs (nyHkr 4 pozainy V)

3BiT npo kainivyHi BUNpoOyBaHHs

1. Hazga nikapcekoro 3aco0y (3a
HasiBHOCTI - HOMEp peecTpalifiHoro
MOCBiqYeHHS):

BOPTE3OMIb EBEP ®APMA

2. 3asBHUK

EBEP Baninmxexkt ['M0X, ABcTpist

3. Bupobuuxk

4. npoBeaeH1 AOCTIKEHHS

Jlanuii npenapar € riopuaHuM JikapcbKuMm 3acobom. «bopre3omit 2,5 Mr/mi po3unH ans
iH’exuiit» OyB po3pobieHuit ik roToBa /10 3acTOCyBaHHs (hopMa HA OCHOBI OPHTIHABHOIO
npenapary «Benkeiin 3,5 Mr nopowox a1 po3unHy a4 iH’exiiii» (Auccen-Cinar).
IlepeBaroro € 3MeHIIEHHS 3YCH/Ib A1l IPUIOTYBaHHA 1H(Y31HHOrO pO3UMHY A7 MEAMYHHX
MPaLiBHUAKIB Ta 3HUKEHHS! NOTEHLIHHOTO PU3UKY 3apaKEHHSI.

EBEP @apma €na ['M6X, Himeuunna

0 Tak X  H AKIIO Hi,
o0rpyHTyBaTH

1) Tun nikapcbkoro 3aco0y, 3a AKMM
npoBojunacs abo MIaHyeThCs peecTpailis

['iGpuanuii nikapcbkuii 3aci6

5. IloBHa Ha3Ba KIIHIYHOIO
BUIMPOOYBaHHS, KOJAOBaHHH HOMEP
KJTiHIYHOTO BUMPOOYBAHHS

HE 3aCTOCOBHO

6. @aza KIiHIYHOTO BUMPOOYBaHHS

HC 3aCTOCOBHO

7. Ilepioa npoBeieHHs KNiHIYHOTO
BUNPOOYBaHHI

HE 3aCTOCOBHO

8. Kpainu, ne npoBoauiocs KiiHiuHe
BUNPOOyBaHHA

HE 3aCTOCOBHO

9. KinbKicTb AocaiaKyBaHMX

HC 3aCTOCOBHO

10. Meta Ta BTOpHHHI Lii KIiHIYHOTO
BUIPoOyBaHHS

HE 3aCTOCOBHO

1 1. [u3aiin kiiHi4HOrO BUNpoOyBaHHS

HE 3aCTOCOBHO

12. OcHOBHI KpuTepil BKIIIOUEHHS

HE 3aCTOCOBHO

13. NocainkyBaHuii nikapebkuii 3acio,
crioci6 3acTocyBaHHs, cuja dil

HE 3aCTOCOBHO

14. [lpenapat nopiBHAHHS, 1034, CIIOCIO
3aCTOCYBAHHS, CHJIA il

HE 3aCTOCOBHO

15. CynyTHs Tepanis

HE 3aCTOCOBHO

16. Kputepii ouiHKH epeKTHBHOCTI

17. Kputepii oinku 6e3nexu

18. CraThCcTUUYHI METOIH

~ AoCToBIPRICTE
NEPENAARY 3ACBIAWY
Kinsswic H.B. \



19. Jlemorpadiuni nokasHuKK HE 3aCTOCOBHO
JOCIIIPKYBAHOT MONyAsUii (cTarh, BiK,
paca, TolIO)

20. PesynpraTtu eeKTHBHOCTI HE 3aCTOCOBHO
21. PeaynbraTtu 6e3nexu He 3aCTOCOBHO
22. BMCHOBOK (3aK/IIO4eHHSs) Ockinbku 11e 3as8a Ha riOpUAHKI JTIKAPCHKHI

3aci0, KIIHIYHI JOCTIPKEHHS HE TIPOBOIMIIHCS.

3asBHUK (BIACHUK PeECTpaLiliHOrO [ migmuc]

[OCBiI4EHHS) (miamuc)
Mip’am JIyTu, nokrop dinocodii

(ILLB.)

IEPERAAA 3POBAEHO
ITLAHC 3 OPMT IHAROM

ﬁOL]UBH’HHH;
NEPENAARY 3ACBIAYYD

Kinapoic H.B.\'\
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