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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 preclinical studies

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

OXALAC 5 mg/ml Concentrate for Solution for
[nfusion

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.

3) distribution

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

) . [NA
1) analytical methods and reports on their
validation
2) absorption Al

NA KOMIiA BIPHA
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4) metabolism L
5) elimination e
6) pharmacokinetic interactions el
(preclinical)
7) other pharmacokinetic studies b
4. Toxicology: No
1) single use toxicity INA
2) repeated doses toxicity INA
3) genotoxicity: INA
in vitro
in vivo (including additional assessment on [NA
toxicokinetics)
4) cancerogenicity: INA
Long-term studies NA
Short-term studies INA
or medium-term studies
Additional studies INA
5) reproductive and developmental toxicity:[NA
Effect on fertility and early embryonal NA
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
6) local tolerability INA
KOMIA BIPHA
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7) additional toxicity studies: INA
antigenicity (formation of antibodies) INA
immunotoxicity NA
study of mechanisms of action INA
drug dependence NA
metabolite toxicity INA
impurity toxicity INA
other NA

5. Conclusions regarding preclinical study

The product we are applying for the grant of
marketing authorization is the generic equivalent to
Eloxatine (Marketing Authorization Holder: Sanofi
Aventis, Netherlands) having the same qualitative
and quantitative composition in terms of active
substance(s) and also is of the same pharmaceutical

form as the comparator product.

Applicant (Registration
Certificate holder)

. ft

(signature)
Dr. Patel Piyush M.

(surname, name, father’s name)
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Honarox 29

7o Iopsaky mpoBejeHHS eKCIIepTH3H
peeCTpaliiHuX MaTepialiB Ha JIiKapehKi
3ac00H, 110 TTOAKOTHCS HA IEPIKABHY
peecTpaniio (TiepepeecTpario), a Takox
CKCIIEPTHU3H MaTepialliB PO BHECEHHS
3MiH 10 peeCTpamifiHuX MaTepianin
IPOTArOM JIii peecTpariiHoro
TIOCB1/TYEHHS

(ysKT 4 posiny IV)

3BIT

PO NOKJIIHIYHI JoCTaiKeHHS

1. Hazga sixapcekoro 3aco6y (3a HasBHOCTI - HOMED
PEECTPaIifHOTO IOCBITYEHHS):

OKCAJIAK, KOHIIEHTpaT AJs
po3suHHy 1 ingysii no 5 mr/ma

1) Tan JikapeeKoro 3acoby, 3a sKuM IIPOBOAMIIACS
abo MIIAHYETHCH peecTpaltis

I'enepuunnii nikapcebkuii 3aci6

2) IpoBeeH] HOCITiIKeHHS

TaK Hi SKIIO Hi, 06TpyHTYBaTH,

IIpenapar BianoBinae BH3HAYEHHIO
TeHePHYHOr0 JIIKApChbKOro 3acody K
BH3Ha4eHo y Crarri 10.1(a) (iii)
HMupextunu 2001/83/EC, ockiabkn mae
TOM camMuii AKicHUI Ta KIIbLKicHAI
CKJIaJ 32 1il0YHMH PeY4OBMHAMM, IO i
pedepenTHuii mpenapar, Ty camy
JikapebKy hopmy, mo i pedepenTHuii
npenapar), ToMy X0KJiHIYHI BJacHi
AOCJIIIZKEHHSI He IPOBOIHJIHCE.

2. ®apmakoioris:

1) nepBunHa dhapmakouHaMiKa

2) BTOpHHHA (hapMakoMHAMIKA

3) dbapmakosoris 6eznexu

4) hapmakoauHamiuHi B3aeMoii

3. ®apmakokineTHka:

1) aHANI THYHI METOIMKH Ta 3BiTH om0 iX Baigamii

2) BCMOKTYBaHHS
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3) posmomin

4) meTabomizm

5) BUBEJEHHS

6) dbapmakokineTHuHi B3aeMoii (moxTiHiYHI)

7) iHIi (hapMaKOKiHeTHUHI KOCTI e IS

4. Tokcukooris:

1) ToxewuHicTS y pasi omHOPa30BOro BBENCHHS

2) TOKCHYHICTE Yy pasi MOBTOPHUX BBENCHE

3) r€eHOTOKCHYHICTE:
in vitro

in vivo (BKJIFOYAIOYH 10/IaTKOBY OLIIHKY 3
TOKCHKOKIHETHKH )

4) KaHLIepPOreHHICTh:

JIOBIOCTPOKOBI OCITI IKEHHS

KOPOTKOCTPOKOBI AOCIII[DKEHHS
abo MOCTiKeHHS CepeHbOT TPHBAIOCTI

TOJTaTKOBI JTOCITiJDKEeHH S

5) PENpOIyKTHBHA TOKCHUHICTE Ta TOKCHYHHH BILUIHB
Ha PO3BHTOK [IOTOMCTBA!

BILUIHB Ha ()epTHIBHICTH | panniit eMOpionanpHmi
[PO3BHTOK

eMOPIOTOKCHYHICTE

[IpCHaTaJIbHa 1 OCTHATAIBHA TOKCHYHICTE

JIOCITIJDKEHHSL, TIPH SKMX IPENapaT YBOJUTHCS
[I0TOMCTBY (HECTATeBO3PiNUM TBApUHAM) Ta/a60
OIIHIOETHCS BiJyIaIeHa fist

6) MicIieBa IEPEHOCUMICTD




7) MONATKOBI OCTIIKEHHS TOKCHIHOCTI: -

AHTHIeHHICTH (YTBOPEHHS AaHTHTLN) -

IMyHOTOKCHYHICTB -

IOCTIJOKEHHS MEXaHI3MIB J1ii -

JTiKapChKa 3aIe)KHICTh -

TOKCHYHICTE METabO0JIiTiB -

TOKCHYHICTE JOMIIIOK -

1HIIIE =

[IponykT, sKkud MH HOmaemMo s
OTPUMAHHS peecTpalii, € reHepHYHHM
o Enoxcaruny (BmacHuK 103Bony Ha
nponax: Canodi Asentic, Hinepnaumm),
0 Ma€ OJHAKOBUH SKICHHH Ta
KUIBKICHHM  CKJIal OO aKTHBHHX
PEYOBMH, a TakoX Ma€ OIHAKOBY
(apmanepTHHY (Gopmy. K
pedepeHTHH TPOIYKT.

5. BHCHOBKY 111010 TOKTIHIYHOTO BUBYEHHS

3asgBHMK (BIACHUK H-p Iaten [Myem [inmicano B enexrponromy sursai J{-p TlaTen
peecTpaniiHoro (Dr. Patel Piyush ITyem (Dr. Patel Piyush M.)
[IOCBi/T4CHHS) M.)

H-p Iaren [Tyem
(mpisBHIne, iM’s, 0 6aTHKOB])

Liel dokymeHm nepeknadero Ha YKpaiHcbKy mosy nepeknadavem beznapan AHyw ﬁm%!ﬁ.’o'm



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)

OXALAC 5 mg/ml Concentrate for Solution for Infusion

2. Applicant

Accord Healthcare Polska Sp. z o.0.

3. Manufacturer

Intas Pharmaceuticals Limited
Plot Numbers 457, 458 & 191/218P,
Sarkhej-Bavla Highway, Matoda,
Sanand, Ahmedabad,

Gujarat, IN-382210, India

Intas Pharmaceuticals Limited

Plot No. 5-14, Pharmez,

Near Village Matoda,

Sarkhej-Bavla National Highway No. 8-4,
Sanand Taluka, Ahmedabad, Gujarat In-382213,
Gujarat, India

Astron Research Limited
2nd & 3rd Floor, Sage House, 319 Pinner Road,
Harrow, HA1 4HF, United Kingdom

PHARMAVALID Ltd Microbiological Laboratory
Tatra u. 27/b., Budapest,
H-1136, Hungary

LABANALYSIS S.R.L.
Via Europa, 5 - 27041 Casanova Lonati (Pv),
Italy

Accord Healthcare Limited
Edgefield Avenue, Newcastle Upon Tyne,
INE3 3NB, United Kingdom

DEMO S.A., GREECE

Pharmaceuti(-;al Industrymg J;! ']ﬁ BIPHA

21st Km National Road mia, .
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14568 Krioneri, Athens, Greece.

Accord Healthcare Limited
Ground Floor, Sage House, 319 Pinner Road,
Harrow, HA1 4HF, United Kingdom

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 Oxaliplatin 5
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
egistration has been conducted or planned

This application is for generic.

Concentrate for Solution for Infusion

16. Criteria for efficiency assessment

5. Full name of clinical trial, code number of |NA
clinical trial
6. Clinical trial phase INA
7. Period of clinical trial conduction e
8. Countries where clinical trial has been INA
conducted
9. Number of enrolled population INA
. s . INA
10. Aim and secondary goals of clinical trial
: .. b N
11. Design of clinical trial o
12. Main criteria for enrollment s
: y NA
13. Investigated medicinal product, method of
administration, strength
NA
14, Reference product, dose, method of
administration, strength
15. Concurrent therapy INA
NA

KOnMisi BIPHA
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