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):

OXALIPLATIN

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

Generic drug.

2) conducted studies

yes 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.

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

NA

1) analytical methods and reports on their
validation




NA

2) absorption
3) distribution NA
4) metabolism NA
5) elimination NA
6) pharmacokinetic interactions NA
(preclinical)
7) other pharmacokinetic studies NA
4. Toxicology:
1) single dose toxicity NA
2) repeated dose toxicity NA
3) genotoxicity: NA
in vitro
e . o NA
in vivo (including additional assessment
on toxicokinetics)
4) cancerogenicity: NA
Long-term studies NA
Short-term studies or medium-term NA
studies
Additional studies NA
5) reproductive and developmental NA
toxicity:

s NA
Effect on fertility and early embryonal
development
embryotoxicity NA
Prenatal and postnatal toxicity NA

NA

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




6) local tolerability NA

cs b : NA
7) additional toxicity studies:
LGS ? i NA
antigenicity (formation of antibodies)
; 4 NA
immunotoxicity
. o G NA
Study of mechanisms of action
NA
Drug dependence
; L5 NA
Metabolite toxicity
: i i NA
impurity toxicity
NA

other

5. Conclusions regarding preclinical study| The medicinal product that we are applying for the
registration certificate is a generic medicinal
product equivalent to the medicinal product
Eloxatin, 5 mg/ml, concentrate for solution for
infusion, which has a current registration by
Sanofi-Aventis Deutschland GmbH, Germany,
and has the same qualitative and quantitative
composition of the active substance for the
corresponding dosage as the reference medicinal
product.
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Jonatok 29

1o [Topsaaky npoBeIeHHS eKCIIePTH3H
peecTpaliifiHuX MaTepianiB Ha JiKapceKi
3aco0H, L0 MOJAIOTECS HA IEPKABHY
peecTpaniio (epepeecTpalio), a TaKoX
eKCIIepTH3HU MaTePialiB PO BHECEHHS
3MIH JI0 peecTpalliifHHX MaTepianis
IPOTArOM Al peecTpaniitHoro
TIOCBiTUEHHSA

(rynxr 4 pozniny IV)

3BIT

Opo AOKJiHIYHI JocTiIKeHHs

1. Hasga nikapcekoro 3acoby (3a
HAsABHOCTI - HOMep peecTpauiifHoro
[IOCBIIMEHHS):

OKCAJHITJIATHH

1) Tun nikapckKoro 3acody, 3a SKUM
npoBoauiiaca abo IUIaHyETHCS
peecTpaltis

[enepuunuii nikapcLkuii 3acib.

2) vpoBemeni NOCIIKEHHS

TaK Hi sxuio =i, o0rpynTYBaTH

Jlikapcekuit 3aci®é BinmoBiae BUMOram IOAQ
TEHEPHYHOIO HiKapCHKOro 3acofy, K 3a3HAYEHO
y erarti 10.1 (a) (iii) Jupextusu 2001/83 / €C 3i
3MiHAMH, OCKIIEKH BiH Ma€ OJHAKOBMI SKiCHUIH
Ta KiNBKICHHIT CKJIaJ, aKTHBHUX PEYOBHH, IO i
pedepeHTHHIT niKapchKUE 3acib, OJHAKOBY
dbopMy HO3yBaHHA, IO ¥ Y pedepeHTHOTo
JiKapchKoro 3acolfy, MOKIIHIYHI JOCTiIKEeHHS
He IIPOBOIHIINCE.

2. ®apmakooris:

He 3acTocoByeThCs

1) nepBuHHa dapmakoauHaMika

He 3acTocoByeTnes

2) BTOpHHHA (hapMaKoJHHaMiKa

He 3aCTOCOBYETECA

3) thapmaxkonoris Oezmexn

He 3aCTOCOBYCTECA

4) bapmakonuHaMiuHi B3aeMomil

He 3acrocoByeTses

3. bapmakoKiHeTHKA:




1) aHaniTHYHI METOUKH Ta 3BITH LIOJIO
X Banigamil

He 3acTocoByeThes

2) BCMOKTYBaHHS

He 3acrocoByeTnes

3) posmnosin

He 3aCTOCOBYETECH

4) meTabotizm

He 3aCTOCOBYETECH

5) BUBEICHHA

He 3acTocoByeThCA

6) hapMaKOKiHETHYHI B3aEMOIIT
(mokmiHivHi)

He 3aCTOCOBYETECA

7) i papMakOKiHETHYHI JOCIIJUKEHHS

He 3acTocoByerbes

4. TOKCHKOJIOTIA:

1) TOKCHYHICTE Y pa3i 0JHOPa30BOr0
BBEJICHHS

He 3aCTOCOBYETECA

2) TOKCUYHICTD Y pa3i NOBTOPHHX
BBEECHD

He 3acTocoByerhes

3) FeHOTOKCHYHICTE:
in vitro

He 34aCTOCOBYETBCH

in vivo (BKITIOYAIOYH AOJATKOBY OLIHKY 3
TOKCHKOKIHETHKH)

He 3acTocoByeThesa

4) KaHIIePOI'eHHICTS:

He 3aCTOCOBY€ETECA

ITOBIOCTPOKOBI OCTLIKEHHS

He 3aCTOCOBYETECH

KOPOTKOCTPOKOBI AOCTIIKEHHA
abo HOCITIIKEHHS CepeIHB0] TPHBATOCTI

He 3acTocoByeThes

IO JATKOBL JOCII IMKEHHS

He 3acTocoByeThes

5) penpoxyKTHBHA TOKCHYHICTE T2
TOKCHYHHI1 BIITHB HA PO3BHUTOK
OTOMCTBA!

He 3aCTOCOBYETBCA

BIUINB Ha QEPTHIIBHICTD | paHHIi
eMOpioHaNbHUI PO3BHTOK

He 3acrocosyernes

eMOpPIOTOKCHYHICTE

He 3aCTOCOBYCETRCA




MpeHaTa bHa | MOCTHATATbHA
TOKCHYHICTD

He 3aCTOCOBYETLCAH

ITOCTIIDKEHHS, TIPH AKHX Mpernapar
YBOJHMTHCS MOTOMCTBY (HECTATEBO3PI/IUM
TBapHHAM) Ta/ab0 OLIHIOETHCS BijlaneHa
st

He 3actocoByeTnes

6) MicIieBa NEPEHOCHMICTD

He 3actocoByeTnes

7) 101aTKOBI JIOCIII/KEHHSI TOKCHYHOCTI:

He 3acTocoByeThCs

AHTHIEHHICTH (YTBOPEHHS aHTHTL)

He 3acTocoByeThes

IMYHOTOKCHYHICTB

He 3acTocoByeThbes

ToCTIIKEHHS MEXaHI3MIB il

He 3acrocoByerhes

ITikapchbKa 3aJIeKHICTh

He 3aCTOCOBYETLCA

TOKCHYHICTH METaDOITIB

He 3acTocoByeThes

TOKCUYHICTE JOMIIIOK

He 3aCTOCOBYETLCA

iHIIEe

He 3acrocoByerbes

5. BHCHOBKY 111010 JOKJIIHIYHOTO
BUBYECHHS

Jlikapcekuit 3acib, sgkuii MM THOJAEMO 1A
OTPUMAHHS peecTpalifHOro MOCBITYEHHS €
TEHEPUYHUM  JIIKQpChKUM  3aco00M  eKBi-
BAJICHTHUM JliKapcbkomy 3acoby Enoxcatum,
KOHIIEHTpAT I8 PO3YMHY 1A iHQY3ii, 5 Mr/mi,
0 Mae aKTyalbHY pEeecTpalil0 KOMIIaHi€lo
Sanofi-Aventis Deutschland GmbH, Himeuunna,
i Mae Takuit caMuii IKICHUM Ta KITBKICHHH CKJaj
aKTHBHOI ~ PEYOBHMHH  JUIS  BIAMOBIAHOIO
JO3YBaHHA, IO H pedepeHTHHH JiKapChKUi
3aciO.

3asBHUK (BJACHUK
peecTpamiifnoro

MOCBIAYCHHS )




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 cliniecal trial

1. Name of medicinal product

(if available - Registration OXALIPLATIN
Certificate number)
2. Applicant M.BIOTECH LIMITED

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

3. Manufacturer

Qilu Pharmaceutical {Hainan) Co., Ltd.
No. 273-A, Nanhai Avenue, National High-Tech Zone, Haikou, Hainan
570314, China

4. Conducted studies:

yes NO

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 OXALIPLATIN,
concentrate for solution for infusion 5 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

if no justify

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

Generic drug. Single component

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

6. Clinical trial phase NA
7. Period of clinical trial NA
conduction

8. Countries where clinical NA

trial has been conducted




9. Number of enrolled NA
population

10. Aim and secondary goals | NA
of clinical trial

11. Design of clinical trial NA
12. Main criteria for enrollment] NA
13. Investigated medicinal NA
product, method of

administration, strength

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

strength

15. Concurrent therapy NA
16. Criteria for efficiency NA
assessment

17. Criteria for safety NA
assessment

18. Statistical methods NA
19. Demographic indicators of | NA
the investigated population

(gender, age, race, etc.)

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

22. Conclusion (assesment)

The medicinal product that we are applying for the registration certificate
is a generic medicinal product equivalent to the medicinal product
Eloxatin, 5 mg/ml, concentrate for solution for infusion, which has a
current registration by Sanofi-Aventis Deutschland GmbH, Germany,
and has the same qualitative and quantitative composition of the active
substance for the corresponding dosage as the reference medicinal
product.

Applicant (Registration
Certificate holder)

T:Q cJ\C; Vi \ﬁcf\(ta\ﬁ( nse

(surname, name, father'§hame)
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Homarok 30

J0 [Topsaky DpoBeneHHs eKCIICPTH3H
peecTpauiifHUX MaTepianiB Ha JIiKapChKi
3aco0H, L0 MOJAIOTECS Ha JePIKABHY
peecTpaniio (epepeecTpallito), a TaKox
eKCIIepTU3H MaTepialiB PO BHECECHHS
3MIH JI0 peecTpauifiiuX MaTepialip
IIPOTATOM Jii peecTpauitHoro
MOCBIAUEHHEA

(myHKT 4 pozniny IV)

3BIT
Npo KJiHiYHe BUNPOOYBAHHSA

1. Hazspa nixapcskoro 3aco0y (3a

HasABHOCTI - HOMep peecTpaniffHoro OKCAJIIUIATAH

MOCBITUCHHS)

2. 3agBHHK M.BIOTEK JIIMITEL
I'nencroyn Xays, 77-79 Xait Crpit, Eram TB20 9I'H, Cyppei,
Benuxa Bpurauis

3. BupoGuk Kiny ®apmacsrotikan (Xaitaans) Ko., JITa.

Ne 273-A, Hanbxait Apento, Helimmin Xait-Tek 3oyn, Xaiikoy,
Xaitaaup 570 314, Kurait

4. IIpoBeneni nocmimKeHH:

Tak Hi  skuo Hi, o6rpyHTYBaTH

BizroriiHO X0 MONOXKEHb KepIBHHIITBA 3 JOCIIKCHHA
biomoctynHocTi Ta GioekBiBanenTHocTi (CPMP/EWP/
QWP/1401/98-Rev.01), nocmimxenns 3 OioexpianeHTHOCTI He
BHMAaralThcd, OCKinbKH Jikapehkuil 3aci6 OKCAJIIIJIATHH,
KOHIEHTPAT Ul PO3YHHY 1A iH(y3ii, 5 MIr/Mi BBOIUTECS ¥
BUIJIAI BOMHOTO BHYTPIIIHEOBEHHOTO PO3UHHY, IO MICTHTE
IMeHTHYHY aKTURHY PEUOBHHY B Till 3e KOHIEHTpaIIii, 1o i
pedepeHTHRAI TiKapceKHif 3acio.

1) Tvn nixapeskoro 3acody, 2a IKUM
npoBogunacs ado ITaHyeThCA
peecTpartis

3asBa Ha IeHEPHYHII NiKapchKuif 3acit. OaHOKOMIIOHEHTHHIL.

5. IlopHa Ha3Ba KJIiHI9HOrO
BHIIPOOYBaHHS, KOJIOBaHHH HOMEp
KIIHIYHOTO BHIPOOYBaHHS

He 3acrocosyernes

6. asa KIiHIYHOTO BUIIPODOYBAHHS

He 3aCTOCOBY€ETECA

7. Iepion npoBeneHHs KIIHIYHOTO
BHIPOOYBaHHA

He 3acTtocoByeThcs




8. Kpaiuu, e nmpoBoamiIocs KiiHiuHe
BUITPOOYBaHHA

He 3actocoByeThes

9. KinpKicTh TOCTIIKYBAaHUX

He 3acTocoByeThes

10. Mera ta BTOpHHHI 1L
KJIHIYHOTO BUIIPOOYBaHHs

He 3acTocoByeTbes

11. JIu3aiin KJIIHIYHOTO
BHIIPOOYBaHHS

He 3aCTOCOBYETBCA

12. OcHOBHI KpHTEPil BKIIIOYESHHS

He 3acTocoByeThes

13. Jlocnipky BaHuii JlikapcbKui
3aci0, crocid 3acTocyBaHHs, cuaa il

He 3acTocoByeThbes

14. IIpenapar nopiBHAHHS, 1034,
crocid 3actocyBaHHs, cusa Jil

He 3aCTOCOBYETBCH

15. CynyTus Teparnis

He 3acTocoByeThes

16. Kputepii olliHKH eeKTHBHOCTI

He 3acTocoByeThes

17. Kpurepii oinku 6e3neku

He 3aCTOCOBYETLCA

18. CtarucTHYHI METO/IH

He 3actocoByeThbes

19. Jlemorpadiuni nokasHuKH
JI0CITDKY BaHOT ITONY sl (CTarh, BiK,
paca, TOLIO)

He 3aCTOCOBYETBCA

20. Pe3ynbTaTth eexkTHBHOCTI

He 3aCTOCOBYETBECA

21. Pesynbrat 6e3neku

He 3acTocoByeThes

22. BUCHOBOK (3aKJIHOYEHHS )

Jlikapcbkuit  3acib,

peecTpaliiHOro MOCBIIYEHHS €

SKHH MH TI0/Ia€MO Ul OTPUMAaHHSA
PeHepHYHHM  JIIKAPCHKUM

3ac000M EKBIBAJICHTHHM JliKapchkoMmy 3aco0y Enokcaruw,

KOHIOEHTpaT I

po3uuny g iHdysii, 5 mr/ma, mo mae

aKTyaJbHy peecTpaiilo kommaniero Sanofi-Aventis Deutschland
GmbH, Himeuunna, i Mac Takuii caMuil AKICHUI Ta KITbKICHHH
CKJIaJl aKTUBHOT PEYOBMHU JUIsl BiIMOBIHOIO JA03YBaHHs, 10 H
pedepenTHHi JikapchbKuii 3aci0.

3asBHUK (BIACHHUK
peecTpaniiHoro NOCRiAYEeHHsS!)




