Annex 29

to the Order of expert evaluation conduction
of registration materials on medicinal
products submitted to state

registration (re-registration), as well as
expert evaluation of materials on making
amendments to registration materials

during validity term of

Registration Certificate

(point 4 section [V)

REPORT
on preclinical studies

1. Name of medicinal product (if available
- Registration Certificate number):

Cabazitaxel Accord 20 mg/ml
concentrate for solution for infusion

1) type of medicinal product, for which
registration has been conducted or planned

This application is for hybrid.

2) conducted studies

No

The product meets the detenitin of a hybrid
medicinal product as defined in Article 10.1 (a)
(iii) of Directive 2001/83/EC as amended, since it
has the same qualitative and quantitative
composition of the active substance with reference
product, the same dosage form with reference
product, no preclinical studies were performed.

validation

2. Pharmacology: INA
1) primary pharmacodynamics NA
2) secondary pharmacodynamics INA
3) safety pharmacology INA
4) pharmacodynamic interactions INA
3. Pharmacokinetics:

1) analytical methods and reports on their NA

KOMIA BIPHA

b
Canuenko 1.1




2) absorption INA
3) distribution NA
4) metabolism INA
5) elimination NA
6) pharmacokinetic interactions

s INA
(preclinical)
7) other pharmacokinetic studies INA
4. Toxicology: No
1) single use toxicity INA
2) repeated doses toxicity INA
'3) genotoxicity: NA
1n vitro
in vivo (including additional assessment on [NA
toxicokinetics)
4) cancerogenicity: INA
Long-term studies INA
Short-term studies INA
or medium-term studies
Additional studies NA
5) reproductive and developmental toxicity: [NA
Effect on fertility and early embryonal INA
development
embryotoxicity INA
Prenatal and postnatal toxicity INA
Studies where the product is administered [NA
to offspring (immature animals) and/or
remote effect is estimated

KOMIHA BIPHA

CanueHko L.1.

"



6) local tolerability NA

7) additional toxicity studies: NA
antigenicity (formation of antibodies) NA
immunotoxicity NA
study of mechanisms of action NA
drug dependence NA
metabolite toxicity NA
impurity toxicity NA
other NA

The product we are applying (Cabazitaxel Accord)
for the grant of marketing authorization is the
generic equivalent to

having the same qualitative and quantitative
composition as the comparator product.

5. Conclusions regarding preclinical study

Applicant (Registration 2 nl /7,.;1’2/'

Certificate holder) .
(signature)

Dr Patel Piyush

(surname, name, father’s name)

KOMIA BIPHA
CaHyeHko 1.1.



Annex 30

to the Order of expert evaluation conduction
of registration materials on medicinal
products submitted to state

registration (re-registration), as well as
expert evaluation of materials on making
amendments to registration materials

during validity term of

Registration Certificate

(point 4 section IV)

REPORT
on clinical trial

1. Name of medicinal product (if available -
Registration Certificate number)

Cabazitaxel Accord 20 mg/ml concentrate for solution for
infusion

2. Applicant

Accord Healthcare S.L.U., Spain

3. Manufacturer

Accord Healthcare Polska Sp. z 0.0. Magazyn Importera, Poland
batch release

4. Conducted studies:

yes  no ifno, justify

As the Note for Guidance on the investigation of
bioavailability and bioequivalence
(CPMP/EWP/QWP/1401/98-Rev.01) states, bioequivalence
studies are not required since Cabazitaxel Accord
concentrate for solution for infusion is to be administered
as intravenous solution containing the same active
substance in the same concentration as the reference
medicinal product.

1) type of medicinal product, for which
registration has been conducted or planned

This application is for hybrid.

Concentrate for solution for infusion

5. Full name of clinical trial, code number of

clinical trial

NA

KOnMiA BIPHA

b
CaHyeHko 1.1.



6. Clinical trial phase INA
7. Period of clinical trial conduction s
8. Countries where clinical trial has been NA
conducted

9. Number of enrolled population NA
10. Aim and secondary goals of clinical trial ~ [NA
11. Design of clinical trial INA
12. Main criteria for enrollment INA

13. Investigated medicinal product, method of

administration, strength e
14. Reference product, dose, method of

;2 ’ INA
administration, strength
15. Concurrent therapy INA
16. Criteria for efficiency assessment INA
17. Criteria for safety assessment NA
18. Statistical methods INA

19. Demographic indicators of the investigated

population (gender, age, race, etc.) A
20. Results of efficiency NA
21. Results of safety INA

22. Conclusion (assesment)

The product we are applying (Cabazitaxel Accord) for
the grant of marketing authorization is the generic
equivalent to having the same qualitative and
quantitative composition as the comparator product.

Applicant (Registration
Certificate holder)

2. . faLZ7

(signature)
Dr Patel Piyush
(surname, name, father’s name)

KOMIA BIPHA
Pl/

CaHyeHko L.1.




Honatox 29

10 [lopsiaxy mpoBeeHHs eKCepTH3H
peecTpalifHUX MaTepialiB Ha TKapChKi
3aco0H, 110 OAAIOTECS Ha JEPIKABHY
peecTparliio (epepeecTpartiio), a Takox
eKCIIePTH3H MaTepialliB PO BHECEHHS
3MIH 10 peecTpauiifHux MaTtepiaiis
IIPOTATOM JIil peecTpamiiHoro
TIOCRI/TYEHHS

(mynkr 4 posainy IV)

3BIT

Npo JOKJIIHIYHI JOCTIIKeHH

Oy

1. Ha3Ba mixapcekoro 3acofy (3a
HasBHOCTI - HOMEP PeecTpaniiuoro
[IOCBI[YEHHS):

Kabazurakcen AKKOpP/I, KOHIEHTPAT JUIsl PO3YUHY
i 1HQy3ii, 20 Mr/M

1) Tun mxkapeekoro 3aco0y, 3a SKUM
[IPOBO/IMIacs ab0 IIaHYETHCS PEECTpAILis

3asBKa Ha TIOpUIHMIH NTiKapChKHii 3aci0

2) mpoBe/IeH] JOCITiPKEHHS

Hi

IIpenapar BiANOBiIa€ BU3HAYSHHIO TEHEPHUHHIX
TMiKapchKuX 3acobiB BixmoBiauo mo0 cratTi 10.1 (a)
(iii) Tupextusu 2001/83/EC i3 3miHamu Ta
JIONTIOBHEHHSIMH, OCKIJIEKH BIH Ma€ TaKuil caMuii
SKICHHH Ta KUIBKICHHH CKJIa]] 10401 PEYOBHHH Ta
Taky camy Jikapcbky Gopmy, 1o i pedepeHTHUH
npernapar, J0KJIiHIYHI JOCIIIPKEHHS He IIPOBOIUIIHCS,

2. ®apMakoJIoris:

He 3aCTOCOBYETECH

1) nepruHHa hapMakoHHAMIKA

He 3acTocoBy€eThCS

2) BTOpHHHA (papMaKkoIMHaMiKa

He 3acTocoByeThes

3) dapmaxkoutoris Ge3nexu

He 3aCTOCOBYETECA

4) dbapmakoaMHaMIvHI B3aeMOi]

He 3aCTOCOBYETBCA

3. ®apMaKoKIHETHKA!

1) aHaMI THYHI METOAMKH Ta 3BITH 010
Tx Bautiari

He 3acTocoByeTbes

2) BCMOKTYBaHHS

lar2rze 77 O
He 3acToCOBY€THCS /|

Nepeknafexo Ha yKpaiHCbKY MOBY
nepeknagayem

Boxpap Y.C.



3) posmoin

He 3actocoByeThcs

4) meTabomizm

He 3aCTOCOBYETLCA

5) BuBeneHHs

He zacrocoByeThes

6) hapMakoKiHETHYHI B3aeMOIi1
(MOKJTiHIYHI)

He 3acTocoByeTbes

7) i apMakoOKiHeTHYHI JOCITiKEHHS

He 3acTocoByeThCs

4. Toxcuxosoris:

Hi

1) TOKCHUHICTE y pa3i 0IHOPa30BOIro
BBEICHHS

He 3aCTOCOBYETBCA

2) TOKCHYHICTB y pa3i MOBTOPHHUX
BBEJ/ICHb

He 3acTtocoByeThCH

3) reHOTOKCHYHICTD:
in vitro

He 3acTtocoByeThes

in vivo (BKJIIOYAIOYH JOATKOBY OIIHKY 3
TOKCHUKOKIHETHKH )

He 3aCTOCOBYETHCH

4) KaHIIEPOT€HHICTB:

He 3aCTOCOBYETLCA

TOBTOCTPOKOBI JIOCITIDKCHHS

He 3acTocoByeThes

KOPOTKOCTPOKOBI JTOCTI JIDKEHHST
ab0 TOCTIIKEHHS CePETHBOT TPHBAJIOCTI

He 3aCTOCOBYETECH

TOIATKOBI HOCIIIIKEHHS

He 3acTocoByeThCH

5) penpoayKTHBHA TOKCHYHICTE Ta
TOKCHYHHH BIUIMB HA PO3BHTOK
OTOMCTBA:

He 34CTOCOBYETBCA

BITAB Ha (DePTUIILHICTD 1 paHHil
eMOpiOHATEHUH PO3BHTOK

He 3aCTOCOBYETLCA

eMOpiOTOKCHYHICTE

He 3aCTOCOBYETLCA

npeHaTalbHa i TOCTHATAIEHA
TOKCHYHICTD

He 3acTtocoByeTbes

MOCITIKEHHS, TIPH AKUX IIpenapaT
VBOJHUTEHCS IOTOMCTBY (HECTATEBO3PLIMM

He 3acToCOBYETECA e pekNaneHO Ha yxpal’HCbe MOBY
nepexnagaven /—,

Bongap Y.C.
(2280 7 7 %



TBaprHaM) Ta/ab0 OLIHIOETHCS BiIaieHa
mist

6) MicIleBa ePEHOCHMICTE

He 3acTocoByeTbes

7) MOMATKOBI HOCTIKEHHS TOKCHYHOCTI:

He 3acTocoByeThCs

AHTHTEHHICTE (YTBOPEHHS AHTHTLI)

He 3acTocoByeTbest

IMYHOTOKCHYHICTD

He 3acTocoBy€eThCS

TOCIIJDKEHHS MEXAHI3MIB il

He 3acTocoByeThCS

IliKapchbKa 3aJIeKHICTh

He 3acTtocoByeThCs

TOKCHYHICTh MeTab0IITIB

He 3aCTOCOBYETECH

TOKCHYHICTE JOMIIIOK

He 3aCTOCOBYETECA

1HIIIE

He 3aCTOCOBYETECA

5. BHCHOBKY I[0/10 JTOKJIIHIYHOTO
BHBYCHHA

[Ipenapat, sxuit mu monaemo (Kabasurakcen
AKKOPH) AJTS TIOA&IBIIOTO OTPHUMAaHHS
PEECTPAIIiHHOTO ITOCBITYEHHS, € €KBiBAJICHTOM
npenapaTy MOpPIBHSIHHA, Ma€ TaKUi caMuit IKicHUi Ta
KITBKICHUH CKIIaJ1 JIF040T PEUYOBHHH, 1110 1
[OPIBHATIBHUI Npenapar.

3asABHUK (BJIACHUK

/ mimmuc/

pPEECTpAIIfHOTO OCRI TYEHHS)

(migmuc)
Hoxtop Ilatens 1lirom

(I.1.B.)

MepeknaneHo Ha yKpaiHChbKy MOBY
nepeknagaqem

BoHaap Y.C. | ,%
oy zeno 27,



Honartok 30

1o [lopsaaky npoBe/ieHHsI eKCIEPTH3H
peecTpaliiHUX MaTepiaiB Ha JiKapChKi
3aco0u, 110 MOAAIOTHCS Ha JIEPIKaBHY
peecTpaniio (IepepeecTpaiio), a Takox
€KCIIEPTU3H MaTepialliB PO BHECEHHS
3MIH JIO peecTpariifHux Marepiaiis
[IPOTSATOM il peecTpariitHoro
HOCBITUEHHS

(myHkT 4 posminy V)

3BIT
PO KJIHIYHEe BUNIPOOYyBaHHS

1. Ha3Ba mixapcbkoro
3aco0y (3a HAsIBHOCTI -
HOMEp peecTpariifHoro

Kabazurakcen AKKop/, KOHIIEHTPAT ISl PO3UHHY I iH(Y3iit,
20 Mr/mn

MTOCBITUCHHS)
2. 3asBHHUK Axxopn Xenckea C.JLY., Icnianis
3. BupoOHuk BI/IMIOBIIAJIBHII 38 BUITYCK Cepii:

Axxopna Xenckea [Toncka Cr. 3 0.0. Cknan Imnoprepa
ByJ1. JlyTomepcka 50, ITa6'suine, 95-200, [loasima

4. [IpoBeneHi DOCTiIKCHHS:

TaKk Hi KO Hi, 00rpyHyBaTH

Sk 3a3Haueno B KepiBHUNTBI 3 JOcniKeHHS 010/10CTYIIHOCTI Ta
OioexsiBasenTHOCTI (CPMP/EWP/QWP/1401/98-Rev.01),
JOCTiKEeHHs 0i0€KBIBAJICHTHOCTI He MOTPiOHI, OCKIIBKH
Kabazurakcen AKKopa, KOHIEHTpAT AJIs pO3UHHY 1M iHy3ii,
20 Mr/mi1, SKHE CJI1J1 BBOJUTH Y BUTIISIL BOJHOIO PO3YUHY
BHYTPIIIHBOBEHHO, MICTHTB Ty camy J(I04y PeYOBUHY B Till ixKe
KOHIIeHTpalii, 1o i pedepeHTHHH TiKapchkuii 3acid.

1) Tan nikapcpkoro 3acoly,
3a SIKUM IIpoBoAMIacs abo
[IAHYEThCS PeECTpaltis

3asBKa Ha TIOpUIHUI JTiKapChKU 3acio.

KOHIICHTPAT TS PO3YHHY s iHDy31H

5. IloBHa Ha3Ba KIIHIYHOTO
BUNIPOOYBaHHSI, KOJOBaHUI
HOMED KIJIIHIYHOT'O
BUNIPOOYBaHHS

He 3actocoByeThCs

6. daza KIIHIYHOTO
BUIIPOOYBaHHS

He 3aCTOCOBYETLCH

7. Ilepiox npoBeieHHS
KJIIHIYHOTO BHIIPOOYBAHHS

He 3aCTOCOBYETLCA

8. Kpaiuu, ne npoBoauocs
KJIHIYHEe BUIIPOOYBAHHS

He 3acrocoByeThes

9. KinpKicTh
MOCIIPKYBAHUX

He 3actocoByeTbes

[lepeknagneHo Ha VKpATHChKY MOBY

nepeknasfayem W

bonpap Y.C.
(Goop 700722 4. /




10. Mera Ta BTOpHHHI 1imi
KIIHIYHOTO BHIPOOYBaHHs

He 3actocoByeThest

11. Tuzaifa KIiHIYHOTO
BHIIPOOYBaHHS

He 3acTocoByeThCs

12. OcHoBHI kpuTEpii
BKJTFOYCHHS

He 3actocoByeTbes

13. HocnimkyBanuii
miKapchKuid 3acio, crocit
3aCTOCYBAHHSI, CHIIA il

He 34CTOCOBYETLCA

14. Ipenapar nmopiBHAHHS,
mo3a, croci6 3acTocyBaHHs,
cuna il

He 3aCTOCOBYETLCA

15. CymyTHs Teparris

He 3aCTOCOBYETECA

16. KpuTtepii omiHKH
ehekTHBHOCTI

He 34CTOCOBYETLCA

17. Kpurepii ouinku
Desnexu

He 3acTocoByeThCA

18. CraTucTHuHi METOIH

He 3acTocoByeTbea

19. lemorpadiuni
[OKa3HHUKH JIOCII/DKYBaHOT
MOMYJIAIii (cTaTh, BiK, paca,
TOIIIO)

He 3aCTOCOBYETBCA

20. Pesyneratu
eeKTURHOCTI

He 3aCTOCOBYCTLCA

21. Pesynpratu Oe3nexkun

He 3acTocoByeThes

22. BHCHOBOK (3aKJIFOUEHHS)

10 AJIBIIIOTO

[Ipernapar.

OTpUMAaHHS

[Ipenapar, sxuit mu nogaemo (Kabasurakcen Axkopn) juis
peecTpamiiHoro
CKBIBAJICHTOM TIpenapary MOpPIBHAHHSI, Ma€ TaKHH caMHH SKICHHH
Ta KUIBKICHMH CKJIaj Jit040i PEYOBHHM, IO 1 MOPIBHAIBHUH

MOCBIIUEHHS, €

3asgBHHK (BIACHUK

/ migrmc/

peecTpalliifHOro MOCBi{4eHHS)

(niamuc)

Joxtop Ilatens [lirormn

(Tl. 1. B.)

MNepeknaneHo Ha ykpaiHCbKy MOBY
nepeknagayem

boHaap Y.C.

Copaoneo i



