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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 IV)

Non-Clinical Trial Reports

/1. Name of the medicinal product

‘avail able)

\(number of registration certificate, if |

Trabectedin EVER Pharma 0.25 mg powder for concentrate for
\solution for infusion
k’I‘rabectedin EVER Pharma 1 mg powder for concentrate for solution
(for infusion

I) type of the medicinal product, by
‘which registration was conducted or
}pianned _

Registration according Article 10(1) Generic application

no If not, substantiate

I |

2) Tria!s conducted yes

According to Article 10 (1) of Directive 2001/83/EC, the applicant is not required to provide the results 0f
pre-clinical tests and clinical trials if the applicant can demonstrate that the medicinal product is a generic
medicinal product of a reference medicinal product. Considering generic application, no pre-clinical
'studies have been performed for the said formulatlon

I

2. Pharmacology

!
pnmary pharmacodynamlcs i { NA ) B “i
2) secondary phannacodynamlcs i1 N/A [
3) safety phannacology = { NA }
i4) pharmaoodynamlc mtcracnons N/A - }
3 Pharmacokinetics: 5
;]) analyt1cal procedures and reports EN/ A
on their vahdatzon 1@




—_

EVER Valinject GmbH

o003

2 EVER

Vot VALINJECT

3) distribution IN/A
4) metabolism 1;N;’A\
5) excretion ]N/ A H
;6) pharmacokinetic interactions (non- | N/A

clinical)

!7) other pharmacokinetic studies ! N/A

4. Toxicology:

1) Single dose toxicity N/A

2)Repeated dosetoxicity  |N/A

3) Genotoxicity: N/A

in vitro

in vivo (including additional N/A

assessment on toxicokinetics) )

4) Carcinogenicity: ~INA !
long-term studies lN/A

short-term studies or mid-term studies|N/A

additional studies N7 |
35) Reproductive and developmental |\N/A

toxicity: B

effects on fertility and early N/A

embryonic development

fembryotoxicity ]QN/A ¢_M‘___i
prenatal and postnatal toxicity ___j;FN/A - ;
‘studies in which medication is IN/A

\administered to the offspring f
(immature animals) and/or long-term |
Jeffects are assessed |

16) local tolerance  INA }
7) additional toxicity studies: IN/A

antigenicity (antibody response) NA

immunotoxicity B IN/A }
study of the mechanisms of action :N/A )

\drug dependence ENIA

loxzc: ty of metabolites - [NfA

\toxicity of impurities _ IN/A |
lother o~ NA
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|According to Article 10 (1) of Directive 2001/83/EC, the applicant is
\not required to provide the results of pre-clinical tests and clinical
. .. (trials if the applicant can demonstrate that the medicinal product is a
5. Conclusions on non-clinical study | : s = o
- generic medicinal product of a reference medicinal product.
Considering generic application, no pre-clinical studies have been
performed for the said formulation.
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Applicant (Marketing
Authorization Holder)

Mag. pharm. Birgit Hérrer, MDRA
Senior Regulatory Affairs Manager
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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

Trabectedm EVER Pharma 0.25 mg powder for
1. Name of the medicinal product (number of ‘concentrate for solution for infusion
registration certificate, if available) ' Trabectedin EVER Pharma 1 mg powder for concentrate ;
for solution for infusion 1
2. Applicant - fé EVER Valinject GmbH 1;
3 . Manufacturer . BSP Pharmaceuticals S.p.A. §
4. Trials conducted: Z yes X no Ifnot, substantiate

According to Article 10 (1) of Directive 2001/83/EC, the applicant is not required to provide the results of
pre-clinical tests and clinical trials if the applicant can demonstrate that the medicinal product is a generic
medicinal product of a reference medicinal product. Considering generic application, no clinical studies
have been performed for the said formulation.

1) type of the medicinal product, by which B Registration accordiﬁg Article 10(1) Géneric -
‘Tegistration was conducted or planned ~|application

5. Full name of the Clinical Trial, clinical trial |

code 1 y i
6. Clinical trial phase = IN/A o ,
7. Period of the clinical trial E N/A |
8. Countries where the chmcal tnal was

N/A

conducted ) |
9. Number of study participants N/A

10. Goal and secondary objectives of the clinical |N/A
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1 1. Design of the clinical trial s, e ]
12. Main inclusion criteria | N/A '
13. The investigational medicinal product, N/A
method of administration, strength
14. Comparator, dose, method of administration, |
' N/A
strength R
[15. Concomitant therapy ]l N/A t
Il fficacy evaluation cntena 1 N/A 1
sI 7. Safety evaluation criteria [ vA |
'18. Statistical methods [ N/A
19. Demographic characteristic of study
. N/A
Epopulatton (gender, age, race, etc.) -
120. Efficacy results ?1 N/A
21. Safety results I N/A

‘ According to Article 10 (1) of Directive 2001/83/EC, the
apphca.nt is not required to provide the results of pre-
(clinical tests and clinical trials if the applicant can

122. Conclusion Ef.1c=:nrlonstmte that the medicinal product is a generic

! 'medicinal product of a reference medicinal product.

| |Considering generic application, no clinical studies have
\been performed for the said formulation.
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Mag phann B1rg1t Harrer, MDRA
Senior Regulatory Affairs Manager
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Ao TTopsaxky npoBeaeHHS eKCHIEPTU3H
peecTpaLiiiHuX MaTepialliB Ha JTiKapChKi
3aCO0M, WO MOJAIOTECA HA JepPIKABHY
peecTpaliio (nepepeecTpatii), a Takox
CKCIIEPTU3M MaTepialliB Mpo BHECEHHS
3MiH JIO peecTpalliifHuX Matepialis
MPOTAroM Jlii peecTpauiiHoro
nocBigueHHs (MyHKT 4 pozainy V)

3BiT npo AokIiHIYHI KoCTiAKeHHS

1. Hasga srikapcekoro 3acofy
(HOMep peecTpaniiHOro
MOCBiTYCHHSI, 33 HASBHOCTI):

TPABEKTE/IMH EBEP ®APMA, nopoiok s
KOHIIEHTPATY Ul po3uuny uist indy3ii, 0,25 mr

TPABEKTE/IMH EBEP ®APMA, nopoinok Juis
KOHIIEHTpATy Ul pO3UuHy s iHdy3iit, 1 Mr

1) Tun nikapcekoro 3aco0y, 3a SKAM
IPOBOJAMIIACH 200 TUIAHYETHCS
peecTpartis

Peectpaniss Bimmomimxo mo crarri 10(1) 3assa Ha
reHepHYHUH JIIKapChKHii 3acio

2) mpoBeIeH] TOCTiIKEHHS

o | Tak SIKIITO Hi, OYIIb
nacka,

oOrpyHTYyiiTe

Bimnosigno mo crarti 10 (1) Hupextusu 2001/83/€C 3asBHMK He 3000B’I3aHUI HATABATH
pe3ynbTaTH MOKIIHIYHMX BHNPOOYBAaHb i KITIHIYHHUX BHIIPOOYBaHb, SKIIO 3asiBHHK MOIKE
FeHEPUYHUM JIIKAPCBKHM  3aco00M 10
pedepeHTHOrO MiKapchkoro 3acoly. 3 oISy Ha 3asABY HA I'€HEPHYHMH JiKapchKuil 3acif,

MPOJCMOHCTPYBATH,

oo JIIKapchKHH 3acid €

JKOITHMX JOKIHIYHHX JOC/TIKEeHb IS 3a3Ha4eHO] TKApChKOoi (POPMH HE IPOBOJUIIOCH.

2. dapmakosoris:

He 3acTocosHO

1) nepsuHHA papMakoIHHAMIKA

He 3acTocosHoO

2) BropuHHa (apmMakoMHaMiKa

He 3acTocoBHO

3) dhapmakoJioris 6Ge3nexu

He 3actocoBHO

4) dhapmaxouHamMiuHi B3aeMOIIT

He 3actocoBHO

3. dapMakoKiHETHKA:

He 3actocosno

1) aHayTiTHYHI METOTUKH Ta 3BITH
11010 1X BaJIijarii

He 3actocosHo

2) BCMOKTYBaHHs

He 3actocoBno

EBEP Baninmkext 'm6X, Asctpia

OGepOypray 3, 4866 Yurepax-Ha-ATtTepsee, ABeTpis
EVER Valinject GmbH, Austria

Oberburgau 3, 4866 Unterach am Attersee, Austria
Ten. +43 7665 20555-0

e-mail: ¢ificereverphanpacom

Toproeuii peectp No FN 441505 y
PeecTpauiiiuuil cy1: perioHansHuii ey 3ansuoypra

baunkiBebKi pekBiznTH:
UniCredit Bank Austria AG
IBAN AT71 1200 0100 1672 6787 BIC BKAUA

A PR AR bR HERG

3TIAH. 3 OPHI JHANGM &
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3) po3nonin

He 3actocosno

4) meTabomizm

He 3actocoruo

5) BUBEJIeHHS

He 3acTocoBHO

6) bapMakokiHeTHYHI B3aeMOIi1
(OKJTiHIYHi)

He 3actocoBHO

7) iH11i (hapMakoKiHETHYHI
JIOCHIJIKEHHS

He 3actocorHO

4. ToxcHukoJoris:

He 3acTtocoBHO

1) TokcHuHICTE y pa3i 0MHOPA30BOro
BBEJICHHS

He 3actocoBHO

2) TOKCHYHICTH y pa3i MOBTOPHHX
BBEJICHb

He 3actocosuo

3) reHOTOKCHYHICTE:
in vitro

He 3actocoBHO

in vivo (BKIIOUAIOYH JOJaTKOBY
OLIHKY 3 TOKCHKOKIHETHKH)

He 3actocoBHO

4) KaHIIEPOreHHICTh:

He 3actocosHO

JIOBFOCTPOKOBI JOCTiIXKEHHS

He 3acTocoBHo

KOPOTKOCTPOKOBI TOCIIKEHHS a00
JIOCTIJPKEHHSI CEPEeIHBOI TPHBAIOCTI

He 3acTocoBHO

JIOJATKOB] JOCHIIDKEHHS

He 3acrocosno

5) penpolyKTHBHA TOKCHYIHICTH Ta
TOKCHYHHH BILTHB HA PO3BHTOK
[MOTOMCTBA:

He 3acTocoBHO

BILTHB Ha (epPTHIIBHICTD 1 paHHii
eMOpioHaJILHUI PO3BHTOK

He 3acTocoBHO

eMOPIOTOKCHYHICTD

He 3zactocosno

[peHaTallbHA 1 MOCTHATAIbHA
TOKCHYHICTE

He zacrocorHO

JOCTIUKEHHS, IPH SKUX JIIKAPCHKHI
3aci0 YBOJHMTHCS MOTOMCTBY
(HecTaTeBO3pIJIUM TBapHHAM) Ta/abo
OIIHIOETHCA BiIaneHa ais

He 3acTocosHO

6) MiclLieBa IepeHOCHMICTh

He 3actocosnO

7) 10JaTKOBI JOCTIIMKEHHS

He 3acTocoBHO

TOKCHYHOCTI:
aHTHUTeHHICTH (yTBOpeHHs anTUTLI) | He 3acrocoBno
IMYHOTOKCHYHICTE He 3acTtocoBHO

JIOCHIJDKEHHSI MEXAHI3MIB il

He 3actocoBHO

3aJIe’KHICTh BiJl JIIKAPCHKHX 3aC00iB

He 3acrocosHo

TOKCHYHICTE MeTa0OoMITIB

He 3zactocoBrO

TOKCHYHICTE JTOMIIIIOK

He 3actocosno

1HIIIE

He 3acTocoBHO

EBEP Baninmprekt 'M6X. ABctpis

OdepOypray 3, 4866 Yutepax-na-Atrepsee, ABctTpis
EVER Valinject GmbH, Austria

Oberburgau 3. 4866 Unterach am Attersee, Austria
Ten, +43 7665 20555-0

e-mail: olficeweverpharma

Toprosuii pecetp Ne FN 441505 y
Peecrpauiiinuii cya: perionanshnii cva 3ansubypra

bankisebki pexBiznTh:
UniCredit Bank Austria AG

FOBPE D 6787 BIC BRS:

E BRI 13
37 1 AR TOPRECRACH 52 P
AoCTOBIPHICTD :
NEPEHAARY 3ACBIAYYR

Kinayeic H.B.
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Binnogigro o crarri 10 (1) Oupexturu 2001/83/€C
3agBHHK He 3000B’d3aHMI HagaBaTH pe3yJibTaTH
JOKTIHIYHUX BHIPOOYBaHb 1 KIHIYHHX BHIIPOOYBaHb,
5. BHCHOBKH 1100 JOKJIIHIYHOTO AKINO  3as{BHMK MOXE TIPOJIEMOHCTPYBATH, IO
JIOCTT JKEHHSI JiKapchbKHil 3aci0 € reHepHYHHM TIKapCHKHM 3aC000M
J0 pedepeHTHOro JiKapehKoro 2acoly. 3 ormsay Ha
3aiBy Ha TEHEPUYHHM IIIKapChKHM 3acild, KOIHHX
JOKJTIHIYHUX JOCHIKeHb JUTS 3a3HAYEHOI JIKapChKOi
(hopMH He TIPOBOTHITOCS.

3adBHUK (BIACHUK PEECTpAIlTHOTO y EV =y
[IOCBI/TYEHHST) i VALINJED?
EVEn Wlingect ey

W e A

[nionuc] [nevamra]
marictp apmanest Birgit Harrer, MDRA

KepiBHUK perynIsiTOpHOTO BiUIiIy

EBEP Baninmxerr MmoX. Asctpis Baukisenki pekpiznTn: B
O6epbypray 3. 4866 Yurepax-na-Attepsee, ApcTpia UniCredit Bank Austria AG (I NPATH T
EVER Valinject GmbH. Austria IBAN AT71 1200 0100 1672 6787 BJ

Oberburgau 3. 4866 Unterach am Attersee, Austria IBAN AT62 1206 0100 1672 6852 BRB

Ten. +43 7665 205550 NEPEHAAR 3POBAEHO

¢-mail: oificeeeverphanna.com 3 |‘ I nH y 3 0""! | HAn\."

Toprosnii pecctp Ne FN 441505 vy no C I OB l PH ' C T b

Peectpauiiinmii ey perionansuuii cya 3ansubypra N E PE“"A‘ y 3A CB ' l
Kinaveic H.B.
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no [opsaaky npoBeaeHHs eKCIepTU3H
peecTpaLifiHuX MaTepiaiiB Ha JTiKapChKi
3acO0H, IO MOJAIOTHCA HA ACPIKABHY
peecTpalliio (MepepeecTpaliio), a TAaKoXK
€KCIEPTU3U MaTepiajliB [po BHECEHHS
3MIH JI0 peecTpauiiHux MaTepialis
npoTAroM Aii peecTpaLiifHoro
nocsigueHHs (nyHkT 4 po3miny IV)

3BiT npo KAiHIYHI BHNPOOYBaHHA

1. Haspa nikapcpkoro 3aco0y
(HOMep peecTpaliiftHOTO
[IOCB1/{4EHHSI, 32 HASBHOCTI):

TPABEKTEJUH EBEP ®APMA, mnopomok s
KOHIIEHTPATY JIJIsl pO34UHY I iHGY3iH, 0,25 mMr

TPABEKTE/IJMH EBEP ®APMA, nopomok s

KOHIIEHTPATY UL pO3YuHYy Juist iHQY3ii, 1 Mr

2. 3asaBHHK EBEP Baninmkext I'm6X
EVER Valinject GmbH
3. BupoOnuxk BCII @apmacerortikans C.n.A.
BSP Pharmaceuticals S.p.A.
4. npoBeJieHi AOCTiHKEHHS o TaK X Hi SKIIO Hi, OYIb

n1acka, oOrpyHTyiiTe

Bimnosinuo mo crarri 10 (1) dupextusu 2001/83/€C 3asBuuK He 3000B’s3aHUil HAmIaBATH
pe3yJibTaTH JOKIHIYHHX BHNpPOOYBaHb 1 KIIHIYHMX BHIIPOOYBAaHb, SKIIO 3aIBHHK MOJKE
MPOJIEMOHCTPYBATH, 1IN0 JHKAPCHKHI 3aci0 € TeHepHUHHM JIKAPCHKMM  3ac000M 10
pedepeHTHOro TiKapchkoro 3acody. 3 Oy Ha 3asdBy HA TEHEPUUHHH JiKapchKHil 3acio,

JKOJIHUX KITIHIYHEX JOCTIDKeHb JUIS 3a3Ha4eHO] TiKapehKol (JOpMH HE IPOBOIHIOCH.

1) Tun aikapebkoro 3acody, 3a
AKUM IIPOBOHIIACS 200
IJIAHYETBCS peecTpartist

Peecrpanis BiamoBigHO mo cTarTTi

reHepHYHMI JTIKapChKUH 3acid

10(1) 3asBa

Ha

5. IloBHa Ha3Ba KIIiHIYHOTO
BUITPOOYBaHHS, KOJIOBAHHIA
HOMeEp KIIIHIYHOTO
BUIIPOOYBAHHS

He 3acTocorHO

6. daza KIIHIYHOTO

BHIIPOOYBaHHS

He 3actocorno

7. Ilepion mpoBeIeHHS
KJTiIHIYHOTO BHIIPOOYBaHHs

He 3actocosHO

EBEP Baninmxext I'mMOX. Apctpis

ObepOypray 3. 4866 Yutepax-ta-Atrep3ee, Ascrpis

EVER Valinject GmbH, Austria
Oberburgau 3. 4866 Unterach am Attersee, Austria
Ten. +43 7665 20555-0

e-mail: officeweverpharma.com

Toproeuii peectp Ne FN 441505 y
PeecTpauiinui ¢y perionanshuii eya 3ansudypra

BankiBebKi pekBizHTH:
UniCredit Bank Austria AG

e
NEPEKAAAY 3ACBI|/
Kinayeic H B. (
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8. Kpaiuu, 1e mpoBoaunocs He 3acTocoBHO

KJIiHIYHE BUIIPOOYBAHHS

9. KiTbKIiCTh JIOCTI JDKYBaHHX He 3acTocoBHO

10. Merta ta BTOpHHHI il He 3acrocoBHO

KJIIHIYHOTO BUIIPOOYBAHHS

11. Jluzaita KniHiuHOrO He 3actocoBmo

BHIIPOOYBaHHA

12. OcHoBHi kpuTepii He 3actocoBHO

BKITFOUEHHA

13. locmimxyBanuit mikapeekuii | He 3actocoBHO
3acif, crocid 3acTocyBaHHs,

cuia il

14. Tlpenapar nopiBHsAHHS, He 3actocoBHo
7103a, cnocid 3actocyBaHHs,

cuia mil

15. CynyTtHs Teparis He 3acrocoBHo

16. KpuTepii ominku He 3acTtocoBHO

e(peKTHBHOCTI

17. Kpurepii oninku Oe3nexn He 3acTocoBHO

18. CraTucTiudi MeTOIH He 3acTocorno

19. lemorpadiuni mokazHUKH He 3actocorHO
JOCTIIMKYBAHOT MOMYJISIITiT

(cTaTh, BIK, paca, TOLIO)

20. PesynpraTi e)eKTHBHOCTI He 3acTocoBHO

21. PezynpTaTu Ge3nexu He 3acTocoBHO

Bixnoeiguo mo crarti 10 (1) Jupextusu 2001/83/€C
3asABHUK He 3000B’A3aHHI HATABATH PE3YIILTATH
JOKJTIHIYHUX BUIPOOYBaHb | KTIHIYHAX BUIPOOYBaHb,
AKIIO 3a9BHUK MOKE IPOJIEMOHCTPYBATH, [0 JIKAPCHKHUH
3aci0 € TeHepPHYHUM JTIKapCHKAM 3aC000M /10
pedepeHTHOro IiKapchKoro 3aco0y. 3 orsay Ha 3asBy Ha
TeHEPUYHMI JiKapChKuit 3aci0, )KOMHUX KIiHIYHHX
JOCIIJUKEHD JUI 3a3Ha4eHo1 IKapehKol GOpPMH HE

22. BacHoBok

IPOBOIHIIOCS.
3asBHUK (BIIACHHK pPeecTpaliifHoro ﬂ -
IOCBITYECHHS ) % vau NIEC?

Wdesjact Qv
[nionuc] [nevamxal

marictp dapmanest Birgit Harrer, MDRA

KepiBHHUK pery1siTOpHOTO BiUIiIy

EBEP Baninmkext I'moX., Apcrpis

ObepOypray 3. 4866 Ynrepax-Ha-Arrepsee, ABcTpia
EVER Valinject GmbH, Austria

Oberburgau 3, 4866 Unterach am Attersee, Austria
Ten. +43 7665 20555-0
e-mail: oificeweverpharma

Toprosuii peectp No FN 441505 y
Peectpauiiinuii ey perioHanbHuii cya 3ansubypra

liaHKiBm?Ri PeKBIzHTH: ‘
B AREREA Ko a5 Doskeb0ic nff's
STANEW2 3200 P9 TRAIPIC §
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AOCTOBIPHICTL
NEPEHAARY 3ACBIAYYD

Hinavelc H.B.




