Jonarok 29

no IlopsiKy npoBeeHHS eKCIepTHAH
peecTpauifHuX MaTepianiB Ha JiKapchKi
3aco0H, 110 IOJAI0TLCS HA JIEpKaBHY
peecTpartiio (IepepeecTpariio), a Takox
EKCIIEPTHU3H MaTepialiB PO BHECEHHS
3MiH JI0 peecTpanifiHuxX Marepiasis
IIPOTArOM JIii peecTparifiHoro
OCBI/TYEHHSI

(myHKT 4 posainy IV)

3BIT

NPo JOKJIHIYHI JOCTi/IZKeHHs

1. Ha3pa mikapcekoro 3acoby (3a
HASBHOCTI - HOMEP peecTpaliifnoro
[OCBIUEHHS ):

[Maxnixakces-Mb, kouueuTpar s posunny
utst iny3it 1o 6 mr/mut, o 5 mut abo 16,7 v,
abo 25 i, abo 50 mu y (aaxoni

1) Tun nikapcekoro 3acoby, 3a KM
mpoBoauiacs ado IIaHYEThCS
peecTpariis

I'enepuunuii ;ikapebkuid 3acio.
OHOKOMITOHEeH THU A,

2) mpoBeneHi JOCITiIKeHHs

TaK Hi  sxmo Hi, 06rpyHTYBaTH

Jlikapcekuit 3aci6 Bianosizae BHMOram Io/10
PeHEePHYHOIO JIIKApCLKOTO 3aco0y, K 3a3HAYESHO
y crarti 10.1 (a) (iii) Jupexrusu 2001/83 / €C 3i
3MIHAMH, OCKiJIbKH BIH Ma€ OJIHAKOBMI SKiCHH
Ta KUIBKICHHI CKJIQI aKTHBHOT PEUOBHHY, L0 H
pedepentunif  mikapcekuii  3acib, ogHAKOBY
Gopmy nosyBanHA, WO # y pedepeHTHOrO
AiKapebKoro 3acoly, AOKIIHIGHI JOCHiuKEHHS
HE [IPOBOJIUIIACE.

2. ®apmakonoris:

He 3acTocoByernes

1) nepBuHHa hapmakoauHAMIKA

He 3acrocoByerhest

2) BTopuHHA (apMakoguHaMiKa

He 3acrocoByeThes

3) dhapmakomnoris Gesneku

He 3actocoByerbest

4) bapmakoauHAMIYUHI B3aeMOIi1

He zacrocoByerhes

3. dapmakokiHEeTHKA:




1) aHaniTHYHI METOMKHY Ta 3BITH W00
X Baiganii

He 3acrocosyernes

2) BCMOKTYBaHHS

He 3acrocoByeTnes

3) po3momin

He 3acTtocosyerhes

4) metaboirizm

He 34CTOCOBYETHCS

5) BUBEIEHHS

He 3actocoByeTnes

6) bapmakokiHeTHYH] B3aeMo il
(noxmiHivHi)

He 3acrocoByernes

7) iR (hapMaKOKiHETHUHI JOCITIKEHHS

He 3actrocosyernes

4. ToxkcHKOIOTISA:

1) TOKCHYHICTB Y pasi 0JHOpPa30BOroO
BBEIICHHS

He 3acrocoByernes

2) TOKCHYHICTB y pasi MOBTOPHUX
BBEJIEHD

He 3acTocoByerhes

3) r€HOTOKCHYHICTB:
in vitro

He 3acrocoryernes

in vivo (BKIIIOYAIOYH JJ0JJATKOBY OILHKY 3
TOKCHKOKIHETHKH )

He 3ACTOCOBYETBCAH

4) KaHIIEPOTEHHICTh:

He 3acrocoByeTthes

JTOBIOCTPOKOBI AOCIIKEHHS

He 3acrocoByerbes

KOPOTKOCTPOKOBI JIOCIi JUKEHHS
ab0 NOCIiIKEHHS CepeHbOT TPHBAIOCTI

He 3acrocoryethes

ITO1ATKOB1 TOCIIIKEHHS

He 3acrocosyerses

5) penpoAyKTHBHA TOKCHYHICTh Ta
TOKCHYHHI BIUTHB Ha PO3BHTOK
[IOTOMCTBA:

He 3actocoByeTnes

BILUTUB Ha (DePTHIIBHICTH i paHHil
eMOpiOHATBHUI PO3BUTOK

He 3actocoByeThest

eMOpPIOTOKCHYHICTE

He 3acTocoByernes




[IpeHaTaIbHA 1 IOCTHATAIRHA
TOKCHYHICTE

He 3actocoByeThes

IIOCITLIDKEHHSI, IPH SIKUX [penapar
YBOIHUTECS IOTOMCTBY (HECTATEBO3PIINM
TBapHHAaM) Ta/a00 OIliHIOETHCS BiAnancHa
Tist

He 3acTocoByeTrnes

6) MicIieBa IePEeHOCHMICTE

He 3acTocoByerbest

7) 1OAAaTKOBI JOC/IKEHHS TOKCHYHOCTI:

He 3acrocoByeThes

AHTHI€HHICT (YTBOPEHHS aHTHTIN)

He 3acTocoByeThes

IMyHOTOKCHYHICTE

He 3actocoByeThCs

ITOCITIJDKEHHS MEXaHI3MIB il

He 3acTocoByernes

UTiKapchKa 3aIeXKHICTh

He 3actocoByeThes

TOKCHYHICTh META00IIITIB

He 3acrocoByerhes

TOKCHYHICTE JOMIIIIOK

He 3acTocoByerhes

1HIIIE

He 3acrocopyernes

5. BHCHOBKH 111010 JOKJTIHIYHOTO
BHBUYEHHS

Jlikapcekui  3acid, akwi MM mogaeMo s
OTPUMA@HHS PEECTPaIlifHOrO IOCBijMeHHs €
TeHEPHYHHM  JIHKApChKUM  3acofoM  exBi-
BJICHTHUM JliKapcekoMy 3acofy  Takcon®,
KOHIIGHTPAT /Ul PO3YMHY sl iHGY3iH mo 6
MI/MIT SIKMH Mae  aKTyaubHy — peecTpariiio
KoMnaniero Bristol-Myers Squibb, i Mae Taxnii
caMH¥ AKICHMH Ta KUIbKICHMH CKIaj akTuBHOT
pevoBHHA, 10 H pedepeHTHUN TiKapcbKmii
3aciO.

3asBHHK (BJIACHHK
peecTpariitHoro

TIOCBiTYEHHS)




Annex 29 to the Procedure for Conducting
Expert Evaluation of Registration Materials
Pertinent to Medicinal Products Submitted
for the State Registration (Re-registration)
and for Expert Evaluation of Materials
about Introduction of Changes to
Registration Materials during the Validity
Period of Registration Certificate (item 4 of
section IV)

REPORT

about a preclinical trial

1. The name of mecinal product (if
available - registration certificate number):

Paclitaxel-MB, concentrate for solution for
infusion 6 mg/ml, 5 ml or 16,7 ml or 25 ml or 50
ml in vial

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

Generic drug. Single component

2) conducted studies

yves  NO ifno justify

The product meets the requirements 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 referent
product, the same dosage form with referent
product, no preclinical studies were performed.

1) analytical methods and reports on their
ivalidation

2. Pharmacology: NA
1) primary pharmacodynamics NA
2) secondary pharmacodynamics R
3) safety pharmacology e
s : NA
4) pharmacodynamics interactions
3. Pharmacokinetics:
NA




2) absorption

NA

Studies where the product is administered
to offspring (immature animals) and/or
remote effect is estimated

3) distribution Ay
4) metabolism A
5) elimination 2
6) pharmacokinetic interactions &
(preclinical)
7) other pharmacokinetic studies NA
4. Toxicology:
1) single dose toxicity N
2) repeated dose toxicity =
o NA
3) genotoxicity:
in vitro
e . - NA
in vivo (including additional assessment on
toxicokinetics)
4) cancerogenicity: ol
J A
Long-term studies -
: 3 . NA
Short-term studies or medium-term studies
Additional studies N
; NA
5) reproductive and developmental
toxicity:
- NA
Effect on fertility and early embryonal
development
embryotoxicity B
Prenatal and postnatal toxicity s
NA




NA

6) local tolerability

7) additional toxicity studies: b2
S ’ o NA

antigenicity (formation of antibodies)

: - NA

Immunotoxicity

Study of mechanisms of action 2

Drug dependence s

Metabolite toxicity e

impurity toxicity e

other e

5. Conclusions regarding preclinical study | The product we are applying for the grant of
marketing authorization is the generic equivalent
to Taxol 6 mg/ml concentrate for solution for
infusion, as the currently authorized Bristol-Myers
Squibb, and having the same qualitative and
quantitative composition in terms of active
substance as the reference product.

2
, 4/
Applicant (marketing W
authorization holder) /r/
a
IMFM:EE \/ Kdorios

(Name)




Honarox 30

1o [Topaaky nmpoBeieHHs eKCIIEPTH3H
peecTpanifHuX MaTepiatiB Ha JKapChKi
3aco0u, 110 MOAIOTHCA Ha JIEPXKABHY
peecTpaiio (IepepeecTparito), a Takox
€KCIEPTU3H MaTepialiB Npo BHECEHHS
3MiH JI0 peecTpalliifHuX MaTepiasis
IPOTATOM Jii peecTpaliinoro
IOCBIIYEHHS

(mysKT 4 pozainy IV)

3BIT

npo KJiHiYHe BUNPOOYBaHHS

1. Ha3pa mixapcskoro 3aco0y (3a
HasBHOCTI - HOMEp peecTpamiifiHoro
MOCBITYCHHS)

Haxmikakcen-MB, KoHIEHTpaT JIst PO3URHY 11
iHQy3iit 1o 6 Mr/miL, mo 5 M abo 16,7 mur, abo 25
M1, ado 50 M1 y drrakoni

2. 3asBHUK M.BIOTEK JIIMITEZ
I'nencroyn Xays, 77-79 Xait Crpir, Eram TB20 9I'U,
Cyppeii, Benuka bputanis

3. Bupobuuk bationiz ®apma Kopropeiin

39 Bemnann Beitn Poaj, Cr. Karapinec, Onrapio.
Kanana, L2S 3Y2, Kanana

4. IlpoBesieni gociipKeHHs:

tak Hi  sKkwmo Hi, 00rpyHTYBaTH

Bigmosiimo g0 mnosoXkeHb — KepiBHMITBA 3
JocHiKeHHs 6i010cTynHOCTI Ta 6i0eKBiBAJIEHTHOCTI
(CPMP/EWP/ QWP/1401/98-Rev.01), nocnixenss 3
OiOeKBIBATEHTHOCTI He BUMAralOThCHA, OCKLILKH
nikapeeknit 3aci6 aknikaxcen-MB, konuentpar juis
PO3UHHY JUIsl 1H(Y31i 10 6 MI/MIT BBOXHTHLCS Y BATTIAAL
BOJIHOTO BHYTPILIHBOBEHHOTO PO3YMHY, HI0 MICTHTD
IIeHTHUHY aKTHBHY PEUOBHHY B Till ke KOHIEHTpallii,
10 i pedpepeHTHHIT NiKapChKMii 3aci6.

1) THI miKapepKOro 3aco0y, 3a AKHM
[POBOMIIACS a00 IIIAHYETHCS
peecTparis

"eneprunmii sikapeekuit 3aci6. OQHOKOMIIOHEHTHUI.

5. IloBHa Ha3Ba KJIIHIYHOTO
BUIIPOOYBAHHS, KOJOBAaHHH HOMED
KJIiHIYHOTO BHIIPOOYBaHHS

He 3acrocoryernes

6. @a3a KIIHIYHOTO BHIIPOOYBaHHA

He 3aCTOCOBYETHCA

7. Ilepios npoBeICHHS KIIIHIYHOIO
BUIIPOOYBaHHS

He 3actocoByeTnes




8. Kpaiun, e npoBoauiocs KiiHiune
BUIIPOOYBaHHS

He 3acTocoByeThes

9. KinbkicTs mociiKkysaHmux

He 3actocoByernes:

10. Mera Ta BropuHHI wiji
KJIIHIYHOTO BUIIPOOYBaHH:A

He 3acrocoByerses

11. Mu3aitn kaigiggoro
BHIIPOOYBaHHS

He 3actocoryerbes

12. OcHOBHI KpuTepil BKIIIOYEHHs

He 3acroconyerhes

13. JlocnimkyBauwuit liKapChKuit
3aci0, crocib 3acTocyBaHHs, cuna il

He 3acrocoByethes

14. TIpenapat mopiBHSHHS, 71034,
crocid 3acTocyBaHHs, CHIA il

He 3acTocoBycrbes

15. CynyTHs Teparris

He 3acrocoByernes

16. Kpurepil oninku epekTHBHOCTI

He 3actocoByeThes

17. Kpurepii orinku 6e3nexu

He 3actocoByernest

18. CratucTryni MeToqn

He 3actocoByeThes

19. lemorpadivHi moKa3zHHKH
TOCITIIKYBaHOI ITOMYJIAIi (CTaTh,
BIK, paca, TOII0)

He 3actocoByeThes

20. Pesynpratu edpexTHBHOCTI

He 3acrocoByeThes

21. PesaynbraTi Oe3neku

He 3acrocoByeTbes

22. BUCHOBOK (3aK/IFOUEHHS)

Jlikapcpkuii 3aci6, skuit MH HOZaEMO JUIS OTPUMAHHS
PEECTPALiHHOrO  TIOCBIMUCHHS €  reHepUUYHHM
JIKapChKUM  3ac000M  eKBIBAJIGHTHHM JTiKApCHKOMY
3aco0y Takcon®, KOHUEHTpAT Juisi PO3YHHY JUlsi
iH}y3ii no 6 Mr/MI, MOPOUIOK Ul PO3YMHY JUIs
indy3iil, sKuil Mae akTyanbHy peecTparmio KOMITaHIe
Bristol-Myers Squibb, i Mae Taxuii camuii sxicuuii Ta
KIIbKICHME  cKia[l aKTUBHOT DPEYOBMHH., N0 1
pedepeHTHUH iKapchKkui 3acif.

» [/}

3asBHUK (BIAaCHHUK
peecTpaniifHoro MOCBi TYEHHS)
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Annex 30 to the Procedure for Conducting
Expert Evaluation of Registration Materials
Pertinent to Medicinal Products Submitted
for the State Registration (Re-registration)
and for Expert Evaluation of Materials about
Introduction of Changes to Registration
Materials during the Validity Period of
Registration Certificate (item 4 of section IV)

REPORT

about a clinical trial

1. The name of mecinal product (if
available - registration certificate
number):

Paclitaxel-MB. concentrate for solution for infusion
6 mg/ml, 5 ml or 16,7 ml or 25 ml or 50 ml in vial

2. Applicant

M.BIOTECH LIMITED

Gladstone House, 77-79 High Street, Egham
TW20 9HY, Surrey, United Kingdom

3. Manufacturer

Biolyse Pharma Corporation

59 Welland Vale Road, St. Catharines, Ontario,
Canada, L.2S 3Y2. Canada

4. Conducted studies:

yves 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 Paclitaxel-MB,
concentrate for solution for infusion 6 mg/ml is to
be administered as an aqueous intravenous solution
containing the same active substances in the same
concentration as the reference medicinal product.

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

Generic drug. Single component

been

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

6. Clinical trial phase NA
7. Period of clinical trial conduction NA
8. Countries where clinical trial has NA




9. Number of subjects NA
10. Purpose and secondary objectives of| NA
the clinical trial

11. Clinical trial design NA
12. Basic inclusion criteria NA
13. Investigated medicinal product, NA
method of administration, strength

14. Reference product, dose, method of | NA
administration, strength

15. Concomitant therapy NA
16. Criteria for evaluating effectiveness | NA
17. Criteria for safety assessment NA
18. Statistical methods NA
19. Demographic indicators of the NA
investigated population (gender, age,

race, ect.)

20. Results of efficiency NA
21. Results of safety NA

22. Conclusion (assessment)

The product we are applying for the grant of
marketing authorization is the generic equivalent to
Taxol 6 mg/ml concentrate for solution for infusion,
as the currently authorized by Bristol-Myers Squibb.,
and having the same qualitative and quantitative
composition in terms of active substance as the
reference product.

]

Applicant (marketing
authorization holder)
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