Honarox 29

no llopanky npoBeneHHs eKCIIEPTH3H
peecTpalifHUX MaTepialliB Ha JIiKapChKi
3ac0o0H, 1110 MOJAIOTECS Ha ACPIKaBHY
peecTpaniio (epepeecTpalio), a Takox
EKCIIEPTU3U MaTepialliB PO BHECEHHS
3MiH JI0 peecTpaliiiHuX MaTepialiB
NPOTAroM il peecTpaniiHoro
TIOCBiAYCHHS

(myHKT 4 posuiny IV)

3BIT

Npo AOKJIHIYHI 0CTiTKeHHA

1. Ha3sa sikapcekoro 3aco0y (3a
HasIBHOCTI - HOMEP PeeCTpalifHoOro
MOCBiTUEHHS):

Boptu6® po3ymH uis iH'eKLii, 2,5 Mr/mi, 1o
1,4 mn (3,5 Mr) y dakoni

1) Tun nikapcbKoro 3acody, 3a SKHUM
poBoaniIacs abo MIaHy€eTLCS peecTpallis

['10puHuit nikapebkuii 3acio
PO3YMH JJ15 1H'€KIIIH

2) NpoBe/eH] HOCIIIKEHHS

TaK Hi fAKIIO Hi, OOTpyHTYBaTH

[Ilpenapar  BIANOBiIae  BHU3HAUEHHIO
ribpugHoro  jikapcbkoro  3acoly  SK
BusHaueno y Crarti 10(3) dupexktusu
2001/83/EC. 3agsnenuit JI3 wmae iHmy
JiKapceKy (opMy y TIOpIBHSHHI 3
pedepentom. Ockinbku JI3 Mae Toit camuii
SKICHHH Ta KUIBKICHHH CKIaj 3a JIIOYUMH
pe4oBUHaMM, o U  pedepeHTHUH
npenapar, TOMY [JOKJIIHIYHI  BJacHI
JOCJiIP)KeHHS He TIPOBOIVIINCE.

2. ®apMakoJioris:

He 3aCTOCOBYETBCA

1) nepBuHHA (apmMaKkoHMHaAMIKa

He 3aCTOCOBYETLCA -

2) BTOpUHHA (hapMakoIuHaMika

He 3acrocoByeThes -

3) papmakoioris Oe3nexu

He 3aCTOCOBYETLCA

4) papmakoMHaMivHi B3aeMoii

He 3acTocoByeThes

3. ®apMaKoKiHeTHKA!
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1) anamiTi4Hi MeTOIMKH Ta 3BiTH 00 iX
BaJTi Tanii

He 3actocoByetnes

2) BCMOKTYBaHHs

He 3acTocoByerncest

3) po3nomain

He 3acTocoByeThes

4) meTabomizm

He 3acTocoByeThes

S) BUBEAEHHS

He 3acTocoByernes

6) dbapmakokiHeTHYHI B3aeMoiT
(roxmiHivHi)

He 3acTocoByeTnes

7) il hapMakOKIHETHYHI JOCIIIKEHHS

He 3acTocoByethes

4. Toxcukomoris:

1) TOKCHUHICTB y pasi 0qHOPa30BOro
BBEICHHA

He 3acTocoByeThCs

2) TOKCHYHICTB Y pa3i MOBTOPHHUX BBE/ICHb

He 3acrocoByeTnes

3) reHOTOKCHYHICTE:
in vitro

He 3acTocoByernces

in vivo (BKJIIOYAIOYH J0JaTKOBY OI[HKY 3
TOKCHKOKIHETHKH )

He 3acTocoByeTnes

4) KaHUEPOTEeHHICTh:

He 3actocoByerbes

JTIOBFOCTPOKOBI IOCITITKEHHS

He 3actocoByeThes

KOPOTKOCTPOKOBI JOCTIIKEHHS
abo J0CiIKEHHS CepeiHbol TPHBAIOCTI

He 3actocoByeThes

J01ATKOBI ,HOCHiI[}KeHHH

He 3actocoByerbes

5) penpoayKTHBHA TOKCUYHICTE Ta
TOKCHYHHH BIUIMB HA PO3BHTOK
MOTOMCTBA!

He 3acTocoByeThes

BIIJIMB Ha QePTHIIBHICTG i panHii
eMOpioHaNBHUI PO3IBHTOK

He 3acTocoByeThes

eMOpIOTOKCHYHICTE

He 3actocoByeTnes
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[IPEHATANIbHA | IOCTHATAILHA TOKCHYHICTD

He 3acTocoByernes

JIOCTII/DKEHHS, TIPH AKX TIperapar
YBOIHUTBCS IOTOMCTBY (HECTATEBO3PLITHM
TBAPHHAM) Ta/a00 OLIHIOETBCS BiIaIeHa
nist

He 3acrocoByeThes

6) mMicIieBa MepeHOCHMICTD

He 3acTocoByeThes

7) MONATKOBI JOCIIIKEHHS TOKCHYHOCTI"

He 3acTocoByeThes

AHTUTCHHICTE (YTBOPEHHS AHTHTIN)

He 3acTocoByetnes

IMyHOTOKCHYHICTB

He 3acTocoByeThes

JIOCITIIDKEHHS MEXaHI3MIB il

He 3acrocoByernes

JTIKapChKa 3aIeXkKHICTh

He 3actocoByernes

TOKCHYHICTEL MeTa00JIiTIB

He 3acTocoByetnes

TOKCHYHICTE JTOMIIIOK

He 3acTocoByernes

iHIIEe

He 3acTocoByernes -

S. BHCHOBKH 1110/10 JIOKJTIHIYHOT'O
BHBUEHHS

Boptu6® posumn s in'exiiii mae Toii
CaMHH AKICHMH Ta KiJBKiCHUE ckian 3a
MIIOYHMU PEUOBUHAMH, 1110 i pedepeHTHUH

[pernapar.

3asBHHK (BIaCHHK
peecTpanifnoro

H-p. IMaten Hikcit (Patel Dixit)

MOCBIIUEHH)

(miamic)
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Homatok 30

7o Iopsanky npoBeeHHs eKCepTH3H
PeECTpalifHUX MaTepiasliB Ha JiKapchKi
3ac00H, WO MO/IAI0TCS Ha JAePKaBHY
peecTpartiro (nepepeectpariio), a Takox
EKCHEePTH3H MaTepialliB PO BHECCHHS
3MIH JI0 peecTpauifHux Matepiais
IIPOTATOM [Iii peecTpaniiHoro
MIOCBiTYeHHS

(myHKT 4 po3ziny IV)

3BIT

Npo KjiHiYHe BUNPOOYBaHHS

1. Hassa nikapcbkoro 3aco6y (3a
HaABHOCTI - HOMEP PeeCcTpaIliiHoro
IIOCBITYEHHS)

Boptu6® posumn 1 in'ekuii, 2,5 Mr/mi, o
1,4 mn (3,5 mr) y pnakoni

2. 3agBHHK

Axkxopa Xenckea C.JLY., Icnanis

3. Bupobuuk

Bixnosinansuuit 3a Bumyck cepil -

Axkopa Xenckea [Toncka Crn. 3 0.0. Cxnan
Imnioprepa, Ionsma.

BHpOGHUUTBO NikapchKoro 3acoby, mepBUHHE
Ta BTOPMHHE TaKyBaHHS -

Intac ®apmacsrorikanc Jlimiten, [amis.
KonTposs sikocTi (ximiuni/disuuni metomn )-
€Bpodinc Ananirikan Xanrepi Kor.,
Yropumna.

Kontpons akocti MikpoGionoriuni MmeTonu
(CTEPHUIIBHICTE Ta He CTEPUITBHICTE) -

@apmasanig Kot., Yropumna.

4. IlpoBesieHi ToCIi KSHHS:

Tak HI  AKIIO Hi, 0GIPyHTYBaTH

Sk 3a3HaYeHO B KepiBHUITBI 3 gocmimxeH s
OlomoctynmHoCcTi Ta  GioekBiBaneHTHOCTI
(CPMP /  EWP/QWP/1401/98-Rev.01),
JIOCJIKEHHS 010€KBIBaJIEHTHOCTI HE
noTpiOHi, ockinbku BopTHO® po3umH s
in'ekui#t, 2,5 mr/mn, 1,4 ma (3,5 MT) CJIiJ
BBOJUTH BHYTPILIHBOBEHHO nics
po3BeJieHHs abo MAIIKIPHO Ta pO3YUH
MICTHTB Ty caMy AifO4y pPeYOBHHY B Tiif ke
KOHLUEHTpauii, mo |  pedepeHTHMIT
JKapCchbKHii 3acib.




1) Tan mikapeskoro 3aco0y, 3a AKuM
TIpoBoaMIIacs abo MmaHyeThes
peecTparis

PO3YHH 1S iH'eKiiif

['106puaHmit NIKapceKuii 3aci6

5. IloBHa Ha3Ba kiiniuHOrO
BUIIPOOYBaHHS, KOIOBAHMUI HOMeEp
KIIHIYHOTO BUNPOGYBaHHS

He 3actocopyeTses

6. ®aza kniniyHOrO BUIIPOOYBaHHS

He 3actocoByeTses

7. Ilepion nposenenns kiniunoro
BUIIPOOYBaHHS

He 3acTocoByerses

8. Kpainu, e mposoaumocs KJTiHIYHe
BUIIPOOYBaHHA

He 3actocoByeTses

9. KinbkicTs JOCIT Ky BAaHHX

He 3acTocoByeTnes

10. Mera ta Bropunmi nini knimivnoro
BUIIPOOYBaHHS

He 3actocoByeTncst

1. Tuzaiin krinignoro BHIIPOOYBaHHA

He 3actocoByetnes

12. OcHoBHi kpurepii BkmouenHs

He 3actocosyeTnes

13. locimxysanuii nikapeskuit 3aci6,
croci6 3acTocyBaHHs, cua i

He 3actocoByerhes

14. Ilpenapar nopisusxms, J103a, crroci6
3aCTOCYBaHHs, CHJIA il

He 3actocoByeTncs

15. Cynytns Teparmis

He 3actocoByeThes

16. Kpurepii ouinku epexrusnocti

He 3acrocosyerses

17. Kpurepii onitku 6esnexn

He 3acrocoByerbes

18. Craructryni MeTonu

He 3acTocoByeTnes

19. Temorpadivsi nokasuuku
JIOCITIZKY BAHOT MOy 1simii (cTath, BIK,
paca, ToIo)

He 3acTocoByeThes

20. Pesymbraru edextusrocTi

He 3acrocosyeTses

21. Pesyneratu 6e3nexu

He 3acrocoByeTncst




22. BrcnoBox (3axmouens) boptn6® posuun mnst iH'exwitt Mae Toit canmyis

AKICHUH Ta KiTbKiCHUI cKian 3a mirounmy
PEI0BUHAMH, 110 i pedepeHTHHIH npernapar.

3asBHUK (BIACHHK

H-p. Maren [likcirt (Patel Dixit)
peecTpaniiinoro noceimuenss)

(miamuc)
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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 prec

linical studies

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

(

Bortib Solution for Injection, 2.5 mg/mL, 1.4 mL

3.5mg)

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

Solution for Injection

This is a hybrid application

2) conducted studies

yes

The product meets the definition of a hybrid
medicinal product as defined in article 10(3) of
directive of Directive 2001/83/EC, The applicant’s
product differs from the reference product in terms of
the pharmaceutical form. As this is an abridged
license application claiming essential similarity to a
currently marketed product, no non-clinical studies
have been undertaken to support the application.

1o if no, justify

2. Pharmacology: NA

1) primary pharmacodynamics NA

2) secondary pharmacodynamics NA

3) safety pharmacology NA

4) pharmacodynamic interactions INA

3. Pharmacokinetics:

1) analytical methods and reports on their NA

validation

2) absorption INA

3) distribution NA g R
3MTAHQ 3 OPUTIHAJIOM
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4) metabolism NA
S) elimination NA
6) pharmacokinetic interactions NA
(preclinical)

7) other pharmacokinetic studies NA
4. Toxicology:

1) single use toxicity NA
2) repeated doses toxicity NA
3) genotoxicity: NA
in vitro

in vivo (including additional assessment on|NA
toxicokinetics)

4) cancerogenicity: NA
Long-term studies NA
Short-term studies NA
or medium-term studies

Additional studies NA
5) reproductive and developmental NA
toxicity:

Effect on fertility and early embryonal NA
development

embryotoxicity NA
Prenatal and postnatal toxicity

Studies where the product is administered [NA
to offspring (immature animals) and/or

remote effect is estimated

6) local tolerability NA

3r1J1HO 3 OPH [THAJIOWN

%/Imma MMOJIOKAEHK




7) additional toxicity studies: NA

antigenicity (formation of antibodies) NA

immunotoxicity NA

study of mechanisms of action NA

drug dependence NA

B:labolfte toxicity NA

impurity toxicity NA

other NA

5. Conclusions regarding preclinical study [Bortib Solution for Injection having the same
qualitative and quantitative composition in terms of]
active substance(s) as the comparator product. J

fc\pﬁ_l;_gam (lRiilS-[ramn | (signature)
crtificate holder) Dr. Patel Dixit

(surname, name, father’s name)

SI'TAHO 3 OPHTTHAIOM,

ﬁpwa NOJIOKAEHKO



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 I'V)

REPORT
on clinical trial

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

Bortib, solution for Injection, 2.5 mg/ml, 1.4 ml (3.5 mg)

2. Applicant

Accord Healthcare S.L.U., Spain

3. Manufacturer

Accord Healthcare Polska Sp. z o.0. Magazyn Importera, Poland — batch
release.

Intas Pharmaceuticals Limited, India — production in bulk product,
primary and secondary packing.

Pharmavalid Kft., Hungary — testing site (sterility and non-sterility).
Eurofins Analytical Services Hungary Kft., Hungary — testing site

(Chemical/Physical

4. Conducted studies:

yes no ifno, justify

As Note for Guidance on investigation of bioavailability and
bioequivalence (CPMP/EWP/QWP/ 1401/98-Rev.01) states,
bioequivalence studies are not required since Bortib Solution for Injection,
2,5 mg/ml, 1.4. ml (3.5 mg) is to be administered as intravenous use and
subcutaneous use 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 is hybrid application
Solution for Injection

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

NA

SI'TAHO 3 OPUTTHAJIOM

ﬁpﬁﬁa [0JIOKAEHKO
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6. Clinical trial phase NA
7. Period of clinical trial ~INA
conduction
8. Countries where clinical trial [NA
has been conducted
9. Number of enrolled NA
population
10. Aim and secondary goals of[NA
clinical trial
11. Design of clinical trial INA
12. Main criteria for enrollment|[NA
13. Investigated medicinal NA
product, method of
administration, strength
14, Reference product, dose, i
method of administration,
strength
15. Concurrent therapy pa
oy . N
16. Criteria for efficiency %
assessment
17. Criteria for safety INA
assessment
18. Statistical methods INA
2 2 s A
19. Demographic indicators of - i
the investigated population
(gender, age, race, etc.)
20. Results of efficiency P
21. Results of safety e >
55 Flstiolied i _ Bortezomib Solution tor Injection having the same qualitative
s e and quantitative cot i m lt!lﬂ'l\ u[ stlVe SUbStallLt(b) as
the comparator ploﬁf FTHAJIOM

l;J tHa TOJIOXAEHK(
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Applicant
(Registration

=8

Certificate holder)

(s'gﬁgture)
Dr. Patel Dixit

(surname, name, father’s name)

SI'TAHO 3 OPUTIHAJIOM

-~
ﬁ Ipuna OJIOXKAEHKO

Rt < any



