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 IV)

REPORT
on preclinical studies

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

Vinorelbine 10 mg/mL concentrate for solution for
infusion

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

This application is for generic.

2) conducted studies

No

The product meets the detenitin of a generic
medicinal products 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.

1) analytical methods and reports on their
ivalidation

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

NA




2) absorption A
3) distribution Pt
4) metabolism A
5) elimination phes

e . NA
6) pharmacokinetic interactions
(preclinical)

i : NA

7) other pharmacokinetic studies
4. Toxicology: No
1) single use toxicity INA
2) repeated doses toxicity NA
3) genotoxicity: INA
in 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 INA
5) reproductive and developmental toxicity:[NA
Effect on fertility and early embryonal INA
development
embryotoxicity NA
Prenatal and postnatal toxicity INA
Studies where the product is administered [NA
to offspring (immature animals) and/or
remote effect is estimated
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6) local tolerability NA

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

The product we are applying for the grant of
marketing authorization is the generic equivalent to
INAVELBINE 10 mg/mL concentrate for solution
for infusion manufactured by Pierre Fabre Limited,
having the same qualitative and quantitative
composition in terms of active substance(s) as the
comparator proguct.

5. Conclusions regarding preclinical study

Applicant (Registration
Certificate holder)

= (signature)

(surname,.name, father's name)

PATEL DTWTT LANTITLAL

KOnNiA BIPHA



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)

Vinorelbine 10 mg/mL concentrate for solution for
infusion

2. Applicant

Accord Healthcare Polska Sp. z 0.0., Poland

3. Manufacturer

Intas Pharmaceuticals Limited
Plot No. 457, 458 & 191/218P,
Sarkhej-Bavla Highway, Matoda,
Sanand, Ahmedabad,

Gujarat, 382210, India

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 Vinorelbine
10 mg/mL concentrate for solution for infusion is to be
administered as an aqueous 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 generic.

Concentrate for solution for infusion

5. Full name of clinical trial, code number of |NA
clinical trial

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

KOMIsi BIPHA
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conducted
9. Number of enrolled population INA
: i : INA
10. Aim and secondary goals of clinical trial
11. Design of clinical trial NA
12. Main criteria for enrollment A
; o5 NA
13. Investigated medicinal product, method of
administration, strength
NA
14, Reference product, dose, method of
administration, strength
15. Concurrent therapy INA
16. Criteria for efficiency assessment WA
17. Criteria for safety assessment b
18, Statistical methods A
S . ) NA
19. Demographic indicators of the investigated
population (gender, age, race, etc.)
20. Results of efficiency NA
21. Results of safety A
. The product we are applying for the grant of marketing
D72, Concl £ P ppiying g
MR sl authorization is the generic equivalent to NAVELBINE
10 mg/mL concentrate for solution for infusion
manufactured by Pierre Fabre Limited, having the same
qualitative and quantitative composition in terms of
active substance(s) s the comparator product.

Applicant (Registration %
Certificate holder)

(signature)

(surname, name, father’s name)

PATSL DIXTT ANTILAL

KOMIA BIPHA



Jlomatox 29

10 Ilopsanxy npoBe/ieHHS eKCIIePTH3H
peecTpariifHiX MaTepiaiiB Ha JTiKapchKi
3ac00H, 10 MOJAIOTECS Ha AEPIKaBHY
peecTpartito (mepepeecTpaliio), a TaKoXK
€KCIIepTH3H MaTepialliB Ipo BHECEHHS
3MIH JI0 PEECTPALliTHAX MaTepiaiB
IIPOTATOM JIiT peecTpariifHoro
IIOCBiTUEeHHS

(myHKT 4 posniny I'V)

3BIT

Npo JOKJIHIYHI ToCTiIKeHHs

1. Ha3Ba nikapcbkoro 3aco0y (3a
HasIBHOCTI - HOMEP peecTpaniiuoro
[IOCBI/TYEHHS):

Binopens0iH AKKOp[, KOHIIEHTPAT IS
po34MHY IS 1HGDY3ii, 10 Mr/m

1) Tvm sikapepKoro 3aco0y, 3a SKUM

poBoiMIacs abo MIaHyeThCs PeecTpaltis

["eHepuvHMI MiKapChKUi 3aci0

2) IpOBEJEH] AOCIiPKEHHS

TaK Hi SIKIIO Hi, OOIPYHTYBaTH

[Ipenapar BIZIMOBi A€ BU3HAYEHHIO
TeHepUYHOr0 JHKApChKOro 3acoly sk
BuzHaueHo y Crarti 10.1(a)  (iii)
Hupextusu 2001/83/EC, ockinbku Mae TOH
caMHH SIKICHMH Ta KUTBKICHMH CKIaa 3a
JIF0YMMHU PEYOBUHAMM, 1110 i pedepeHTHHI
Ipernapar, Ty caMmy JIKapchKy GopMy, 110 i
pedepeHTHUH npenapar), TOMy JOKITiHIUHI
BJIACHI JIOCJIIJKEHHS HE TIPOBOIMIIHCE.

2. @apmakoJoris:

He 3acTocoByeThes

1) mepBuHHa (hapMaKoIHHAMIKA

He 3aCTOCOBYETHCA -

2) BropuHHa (hapMakoHHaMiKa

He 3acrocoryetbes -

3) dapmakooris 0e3nexku

He 3acTocoByerbes

4) hapmaxoxznHamiuni B3aemMoii

He 3acrocoryeThes

3. dapmakoKiHeTHKA:

(ﬁc’,@a&%’/@-— ECesee



1) aHATITHYHI METOIMKH Ta 3BiTH IIOJIO iX
BaJsIimail

He 3aCTOCOBYETHLCA

2) BCMOKTYBaHHs

He 3aCTOCOBYETBCA

3) po3moin

He 3aCTOCOBY€ETbLCA

4) Mmetabomizm

He 3aCTOCOBYETHCA

S) BUBECHHS

He 3acTocoByeThCs

6) bapmakoxiHeTHuHi B3aeMO i1
(toxminiuHi)

He 3acTocoByeThCs

7) iH1mi apMaKkoOKiHETHYHI JOCITIPKEeHHS

He 3acTocoByeThCs

4. TOKCHUKOJIOTIS:

1) TOKCHYHICTB y pa3i 0THOPA30BOTO
BBCIICHHS

He 3aCTOCOBYETLCA

2) TOKCHYHICTB Y pa3i OBTOPHHUX BBEACHB

He 3acTocoByeThest

3) FeHOTOKCHYHICTB!
in vitro

He 3aCTOCOBYETBCA

in vivo (BKJIIOYAlOYH JIOJJATKOBY OLIHKY 3
TOKCHKOKIHETHKH)

He 3aCTOCOBYETLCA

4) KaHLIEPOTEeHHICTh:

He 3acTocosyeTbes

TOBTOCTPOKOBI JIOCIIIJDKEHHS

He 3aCTOCOBYETLCA

KOPOTKOCTPOKOBI IOCTi HKEHHS
abo0 OCIiKEHHS cepeHbOT TPUBAIOCTI

He 3acrocoByeTbest

TIOIATKOBI TOCIIKEHHS

He 3aCTOCOBYETBCA

5) perpoIyKTHBHA TOKCHYHICTE Ta
TOKCHYHHH BIIJITHB Ha PO3BUTOK
[IOTOMCTBA:

He 3aCTOCOBYETHCA

BILUIUB Ha (DePTHIBHICTD 1 paHHii
eMOpiOHaTBHUN PO3BUTOK

He 3aCTOCOBYEThCA

eMOpPIOTOKCHYHICTD

He 34CTOCOBYETLCA




[peHaTajlbHa i I0CTHATAIbHA TOKCHYHIcTE | He 3acTocoByeThes

JOCTIIPKEHHS, TIPH SIKUX TIpernapaT He 3acTocoByeTncs
YBOJHTECH IIOTOMCTBY (HECTATEBO3PLINM
TBapHHaM) Ta/a00 OLIHIOETHCS BiTaneHa
I1ist

6) MiclieBa IePEHOCHMICTh He 3acTocoByeThes

7) IOMaTKOBI JOCTi/PKeHHs ToKcHuHocTi: | He 3acTocoByeThes

AHTHUI'€HHICTD (YTBOPEHHS aHTHTLI) He 3acTocoByeThes
IMYHOTOKCHYHICTE He 3acTocoByeThes
JTOCITIJDKEHHS MEXaHI3MIB i1 He 3acTocoByeThes
JTKapchKa 3aIeKHICTh He 3acTocoByeThes
TOKCHYHICTh METa00IiTiB He 3acTocoByeThes
TOKCHYHICTh JOMIIIOK He 3actocoBy€eThCs
iHIIIE He 3acTocoByeThCs -

e, [TpomyKT, Ha SIKUI MU IIOJJAEMO 3asiBKY Ha
BHBYCHES OTPUMaHHSA JO3BOJly Ha TMpOmaXx €
TeHEPHYHUM JKapChKHM 3aco0oMm
NAVELBINE  (HaBensbin 10 mr/mn
KOHLEHTpAT Ui PO3YUHY A 1HQY3iH;
BupoOnenuii Il'ep ®a6p Jlimiten),
OCKITBKM Ma€e TOH caMuil sSKICHHUH Ta
KUIBKICHUHN CKJIaj 3a AiI040I0 PEeHYOBHHOIO,
110 ¥ pedpepeHTHUI Npenapar.

3asBHUK (BJIaCHUK J-p. Ilaren Hixcit Kantnan (PATEL DIXIT KANTILAL)
peecTpaiiiioro
IIOCB1TYEHH) (miamuc)

(I.1.B.)

Lel doxkymenm nepexnadeHo Ha yKpaiHCbKy mogy nepexnadayem beznapaH AHywW ApYmIOHIBHOK
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Jonarok 30

1o TTopsiaky NpoBeeHHs eKCIIePTH3H
peecTpallifHiX MaTepiaiB Ha JIKapChKi
3aco0H, 110 MOAAIOTECS Ha ACP/KaBHY
peecTpallito (epepeecTpariiio), a TakoxK
EKCIIePTHU3H MaTepialliB PO BHECEHHS
3MiH JI0 PeECTpalliifHHX MaTepialiB
IPOTATOM Jii peecTpamiiHoro
TIOCBiTYEHHS

(nmyHkT 4 po3uiny IV)

3BIT
Npo KJiHiYHEe BANPOOYBaHHS

1. Ha3Ba nikapcbkoro 3aco0y (3a HasBHOCTI Binopens0iH AKKOp/I, KOHIEHTPAT IS
- HOMEp PeeCTpalifiHOTO MOCBiI4eHH ) posumHy I 1HDY31H, 10 Mr/m

2. 3asBHHK Axkopn Xeinckea Iloncka Cr. 3.0.0.,
[Tonbia
3. BupoGuux [aTac @apmacsrorikaic Jlimiten

BupoOuuui ginsgaxu Ne 457, 458 Maroja,
nistaku 191/218P, Yavapsapi, moce
Capkemx-basna, Tanyka-Canana, Matoja,
Axmenaban, I'ymxapar 382210, Inais

4. TIpoBeneHi TocTiKeHHS: Tak Hi  SKIIO Hi, OOIpyHTYBATH

Sk 3azHadveHo B KepiBHuUOTBI 3
JIOCITJIKeHHS 01010CTYITHOCTI Ta
010eKBiBaJIEHTHOCTI (CPMP /
EWP/QWP/1401/98-Rev.01),
JOCTHiPKEeHHS  OlO€KBIBAJIEHTHOCTI  HE
NOTpi0HI, OCKUIbKM BiHOpens0iH AKKOPI,
KOHLIEHTpAT Ul PO34YMHY Ui iHQY3ii,
10 Mr/mi1, ci1ii BBOOUTH Y BUIJISA/(i BOJHOI'O
PO3UMHY BHYTPIIIHHOBEHHO Ta PO3YHH
MICTUTB Ty caMy [il04y PEUOBHHY B Till ke
KOHILEeHTpauli, mo 1 pedepeHTHHIH
TiKapchKUi 3aci0.

1) THI miKapchKOro 3acody, 3a SKUM ['enepuyHui JtikaperKuii 3acio

[IPOBOOHIIACH abo IIAHYETHCA pGGCTpaL[iH KOHHCHTpaT VTS p03qHHy IS in)y3iﬁ

Toracans 1 7 G
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5. IloBHa Ha3Ba KIIHIYHOTO BUIPOOYBAHHS,
KOJOBaHHH HOMEp KJIIHIYHOrO
BUIIPOOYBaHHS

He 3acTocoByeThes

6. ®a3a KIiHIYHOrO BHIPOOYBaHH

He 3acToCOBYEThCS

7. Ilepion mpoBeieHHS KIiHIYHOTO
BUNIPOOYBaHHS

He 3acTocoryeThes

8. Kpainu, e mpoBoamiocs KiiHiYHE
BUIIPOOYBaHH:A

He 3actocoryeThes

9. KubkicTh 10CIIIKYBAaHHX

He 3aCTOCOBYETBCA

10. MeTa Ta BTOpuHHI 111 KJIiHIYHOTO
BUNIPOOYBAHHS

He 3acTocoByeThCS

11. Jluzaitn KIiHIYHOTrO BUIIPOOYBaHHS

He 3aCTOCOBYETHCAHA

12. OcHoBHI KpuTEpii BKIKOYESHHS

He 3aCTOCOBYETLCA

13. NocnimxyBaHui ikapcbKuit 3acio,
criocib 3acToCyBaHH, CHIA il

He 3acTocoByeThes

14. Ilpenapat nopiBHAHHSA, 1034, CIIOCIO
3aCTOCYBaHHA, CHJIa Oil

He 3actocoByeThes

15. CynyTHs Teparris

He 3aCTOCOBYETRCAH

16. Kputepii oninku epekTUBHOCTI

He 3aCTOCOBYETHCA

17. Kpurepii ominku 6e3nexu

He 3acTocoByeThCS

18. CratucTHuni METOH

He 3aCTOCOBYETLCA

19. Jlemorpadiusi noKa3HUKH
JI0CII1KYBaHOT OMyIIALil (cTaTh, BiK,
paca, TOIIO)

He 3actocoByetbes

20. Pe3ynpraTn eheKTHBHOCTI

He 3aCTOCOBYETLCH

21. Pesyneratu Gesnexu

He 3acTocoByeThCS

22. BUCHOBOK (3aKITIOYCHHS)

[IponyKT, Ha KM MM IOJAEMO 3asiBKY Ha

OTpPUMaHHA  JO3BOJIYy Ha [pOJak €
reHePUIHHUM JKapChbKUM 3acobom
NAVELBINE  (HagennOin 10 Mr/Ma
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KOHIIEHTpAT YIS PO3YHHY IS 1HGY3iH;
BUpoOaeHuii [T ep @abp JliMiten), OCKIBEKH
Ma€e TOH caMH{ SKICHHH Ta KUIbKICHHH
CKJIaJa 3a [IIOY0K pEeYOBHHOIO, IO U
pedepeHTHUH npenapar.

7

3asBHUK (BIACHHK J-p. [aren Hixcit Kantnan (PATEL DIXIT
peecTpanifHoOro NOCBiUeHHS ) KANTILAL)

(mignuc)

(T 1. B.)

Leli dokymeHm nepeKknadeHo Ha YKPaiHCbKY Mosy nepexknada4yem beanapaH AHyW ApYmioHI8HOH
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