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Honarok 29

1o Hopsiiky npoBenenHst excrepTusu
peectpaniiinux Marepianis Ha mikapchbki
3aco0u, 110 NOAAIOTHCS HA JCPIKABHY
peecTpaniio (mepepeecTpaito), a Takox
CKCTIEPTH3H MaTepialiB MPo BHECEHHS
3MiH JIO peecTpallifiHiX MaTepianip
IPOTATrOM il peecTpauiiioro
MOCBIIYEHHS

(nmyHKT 4 po3zainy [V)

3BIT
PO JOKJIIHIYHI JOCTiKeH s

I. Haspa nikapcbkoro 3acofy (3a

HAsIBHOCTI - HOMEP peecTpaiiifnoro Ounjancerpon-Bakcrep, 2 Mr/mi, po3uns juist in’ e
MOCBIJIYCHHS )

1) Tan nikapeskoro 3aco6y, 3a SKUM ['enepuunuii nikapcekuit 3aci6
poBoiiIacs abo MIaHyeTLCs

[peectpartis

- ; — S :
2) npoBe/IeH] JA0CIIKEHHS T rak ! Hi AKIIO HI, OOIPYHTYBATH

Jlikapcekuit 3aci6 BupoGHHIITBA KoMNanii Bakctep mae Ti cami kiiniumni nokasan Hsl, ILI0YY PEUOBHHY, CHITY
Ui, JKapebky GopMy, pexnM J03yBaHHs Ta CHOCIO/UIISX BBEICHHS, 10 i OpHTIHATLHUN JIKapChKHii 3acif.
Bizcorox ycix okpemux somimox y nikapeskomy 3aco6i BUPOOHHMIITBA KoMIaHil bakcrep € ekBiBaTeHTHHM
abo HMKYMM, HDK B OPMTIHAILHOMY JiKapchKoMy 3aco0i Ta/abo BIUIOBLIAC BHMOraMm BINOBIAHOT
Monorpadii Bpurancekoi gapmakornei.

3rizno 3i crarreio 10 (1) Hupextusu 2001/83/EC saspHuK He 3060B’si3anuil HalaBaTH pe3yJbTaTH
JIOKIIHIYHUX JI0CTIDKEHB Ta KIHIYHUX BUPOOYBaHb, SIKIIO BiH MO3Ke NPOJICMOHCTPYBATH, 110 JIKAPChKHIi
3aci0 € reHepUUHHUM JIIKAPCLKUM 3ac060M 10 pedepentroro nikapeekoro zacoby. Bpaxosyioun nojamms
3asBH HA PEECTPALLIIO FEHEPUUHOTO JIIKAPCHKOro 3ac00y, TOKIHIUHI J0CTBKEH S 3a3HaUeHOro JIKapCehKOro
3aco0y He NPOBOMIIHCH.

3 Ddapmakosoris: ”

|
|I) nepunna papmakounamika H He 3acrocosne [
[z) BTOpHHHA hapmakouHamika jl He 3acrocorne 4]
E) (apmaxosioris 6esnexku M He 3acrocoBHe '
[4) (apmakoannamiuni Bzaemonii WI He 3actocosne l
B. MapmakoKiHeTHKA: T
1) aHaMITHYHI METOIMKH Ta 3BITH ’ He 3acTocosne
00 TX Bautiaril
p) BCMOKTYBAHHSI —H He 3acTocoBH¢[EPFUIAL 2P0ERTHO }
3) posmoxin ||_He sactocostlel AT T 0 PUT THAN
B) MeTado113M ’LHe 3acmcoqf§‘:;;i Z: 'r ; ;‘ Z ,;'
’5) BUBEJICHHSI q| He 3acrocosne ;“un.un - ”u ' B
6) papmaxoKiHeTHUHI B3acMOiT ‘ Sr TR 5N KPATT g §w
f(;?omh%iwi) J He 3acrocosue A\ :;_:‘ Aw“mmn;zwn:%_, :

; He sactocosne
10CH1JKEHHS

Kimui (apmakokineTHuHi ‘
)







| 4. Tokcukosnoris:

1) TOKCHUHICTB Y pa3i 0IHOPA30BOrO
BBE/ICHHS

He 3actocosue

2) TOKCHYHICTD Y pa3i MOBTOPHUX
BBE/ICHb

He 3actocosue

3) reHOTOKCHYHICTE:

in vitro

He 3acTocosne

in Vivo (BKJIKOYAIOUH 10/1aTKOBY
OLIHKY 3 TOKCUKOKIHETHKH)

He 3acrocosne

|4) KaHLEPOreHHICTh:

He sacrocosne

|

[,[lOB!‘OCTpOKOBi JIOCTI/KEHH S

He 3acTocosue

KOPOTKOCTPOKOBI J10¢/1i/KeHHs abo
JIOCIIJIKEHHS CEPEHBOT TPHBAJIOCTI

He 3acroconue

10/1aTKOBI JIOCITiDKEHHS

He 3acrocosne

5) penpojlyKTUBHA TOKCHYHICTE Ta
TOKCHYHHI BIUIMB HA PO3BHTOK
MOTOMCTBA:

He 3acroconne

BIUIMB Ha (DEPTHUIBHICTD | paHHiii
eMOpiOHaILHUH PO3BUTOK

He 3acTocone

eMOpIOTOKCHYHICTE

He 3actocoBue

npeHaraabHa i mocTHaTalbHa
TOKCHYHICTD

He sactocoBHe

JIOCIIJUKEHHS, TIPH SKHUX fpenapar
VBOJHTECS MOTOMCTBY
(HeCTaTeBO3PIIMM TBapHHaM) Ta/abo
OLIHIOETHCS Bi/IAIeHA J1ist

He 3acrocosne

l6) MiCLIeBa IEPEHOCHUMICTD

He 3acrocosne

7) NOATKOBI JOCHIJIKEHHS
TOKCHYHOCTI:

He 3acrocosHe

QHTHTEHHICTH (yTBOPEHHS aHTHTIN) ||

He 3actocosue

|

IMYHOTOKCHYHICTD

He 3acTocosue

|

brocnipkenns Mexanismis i

He 3actocosHe

|

|J1i1<apc1;|<a 3ACKHICTD

He 3acrocosne

|

{Tox(cwmicn, MeTabosiTiB

He 3acroconne

[TOchmiCTh JIOMIIIOK

He 3acrocoBue

[iﬂme

He sacrocosue

5. BUCHOBKHM 11010 JIOKJTHIYHOTO
BHBUCHHS

3riano 31 crarreio 10 (1) Jupexktusu 2001/83/EC zasuux ne
30008 s13aHKil HagaBaTH pe3yJibTAaTH JOKJIIHIYHMX JIOCHI/UKEHbL Ta
KJIIHIYHUX BUIPOOYBaHb, SKIIO BiH MOXKE NPOJEMOHCTPYBATH, LIO
JKapehkui - 3aci6 €  reHepHYHMM  JHKAPCHKHMaumddl
pedepenthoro gikapebkoro 3aco0y. Bpaxoy g
CBKOT0 4 3C0

peectpaniio  reHEpYYHOLO, JIiKa 4 14l
JIOCIT iII}ICEHI-IEI l-é%?{aqui\q{rg, ‘uﬂ&lpc'gé;r‘o saclfoyi
) o MIF NN ;'
HOCTOBIPHICTH . % .
(Dapmaxoqumﬁm HeTHKaR\Z Fa YHi

BJIACTHBOCTI Iperapaty OHJAHCELPOH /10
OHJIAHCETPOH € bC 3bkxB BAHOIO




Z

MO3UTHUBHUM  1podineM  Oe3nekd Ta  edeKTHBHOCTI, Hemac
HEOOXIAHOCTI B JIOJIATKOBUX JAOKJITHIYHUX JOCIIDKEHHSAX,

3asiBHUK
(BJIACHHK peecTpauliifHOro nocBigueHHs)

(nmianuc)

J1-p Sharad Sharma

(iM’s Ta npi3BuUIIE)
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A0CT0BIPHICTH

NErcKhhay JACBIAYYD
Kinaypic Hég%?fj/
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Annex 29

to the Procedure of registration materials examination of medicinal products,
submitted for state registration (re-registration),

as well as expert review of material for changes to registration materials
during the validity of the registration certificate

(art. 4, section V)

Preclinical research report

I. Name of medicinal product (if available —  Ondansetron-Baxter 2 mg/ml Solution for Injection
number of registration certificate):

1) the type of medicinal product for which the Generic medicinal product.
registration was made or planned

2) the undertaken study: 0 yes o no ifnotexplain

The Baxter manufactured product formulation
contains the same clinical indications, active
substance, strength, dosage form, posology and
~method/route of administration as that of the
innovator’s product. The percentages of all
individual impurities in Baxter’s drug product is
equal to or lower than the innovator’s product
and/or conform to the applicable monograph in the
British Pharmacopoeia.

According  to Article 10 (1) of Directive
2001/83/EC, the applicant is not required to provide
the results of pre-clinical tests and clinical trials if
applicant can demonstrate that the medicinal
product is a generic medicinal product of a
reference medicinal product. Considering a generic
application, no preclinical studies have been
performed for a said formulation.

2. Pharmacology:

I) primary pharmacodynamics N/A
2) secondary pharmacodynamics N/A
3) safety pharmacology N/A
4) pharmacodynamic interactions N/A

3T 1AHO 3 OPHT IHAROM

H.B.K !HHY%””
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3. Pharmacokinetics:

1) analytical methods and reports concerning
their validation

2) absorption

3) distribution

4) metabolism

5) excretion

6) pharmacokinetic interactions (preclinical)
7) other pharmacokinetic studies

4. Toxicology:

1) single-dose toxicity

2) toxicity in case of repeated injections
3) genotoxicity:

in vitro

in vivo (including additional toxicokinetic
assessment)

4) carcinogenicity:

long-term studies

short-term or medium-term studies

additional research

5) reproductive toxicity and toxic effects on
offspring development:

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

3 1AKO § OPHF 1nAnoN
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impact on fertility and early embryonic
development

embryotoxicity

prenatal and postnatal toxicity

studies in which the medicine is administered
to offspring (non-mature animals) and/or
evaluated for long-term effects

6) local tolerability

7) additional toxicity studies:

antigenicity (antibody formation)

immunotoxicity

study of mechanisms of action

drug dependance

metabolite toxicity

toxicity of impurities

other

5. Conclusions on preclinical study

N/A

N/A
N/A

N/A

N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A
N/A

According to Article 10 (1) of Directive
2001/83/EC, the applicant is not required to provide
the results of pre-clinical tests and clinical trials if
applicant can demonstrate that the medicinal
product is a generic medicinal product of a
reference medicinal product. Considering a generic
application, no preclinical studies have been
performed for a said formulation.

Pharmacodynamics, pharmacokinetics and

toxicological properties of Ondansetron are well

I\nown Smcc. onddnsetron is a wudely USC (oS

riano 3 OPHI THAROM
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no additional non-clinical studies are required.

oy O St S

Applicant (holder of Dr.Sharad Sharma EEEEEreese
registration (signature)
el Dr. Sharad Sharma

(Name)

IT1AH0 3 0PHF 14 o
H.B.KIHayp
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Honxarox 30

20 Hopsiky nposenennst excreprusu
peecTpauiifnux Matepianis Ha Jikapchki 3aco6u,
1O MOJAITHCS Ha JAePKaBHY

peecTpauiio (IepepeecTpaito), a TakokK
CKCIIEPTU3H MaTepialiB PO BHECEHHS

3MIH J10 peecTpauiiiiux marepiaiis

HPOTSIrOM AiT peecTpariifnoro

NOCBIAYEHHS (IYHKT 4 posiny V)

3BIT
Mpo KJiHiYHe BUNpoOyBanus

I. Hasga nikapcekoro 3aco0y (3a HasiBHOCT - & dn L e
i I Onpancerpon-bakerep, 2 Mr/mi, posunn ans in’exuiii
[HOMEp peecTpaiiftHOro rnocBia4eHHs )
bakcrep Xonninr Bi.Bi., Higepnanan
2. 3asgBHUK KKoGanwsTaer 49,
3542 CE Yrpext, Hinepnanau

bakcrep ®apmaceiotikans Iuais [paiisit Jliviten, [nuis

3. BupoGuuk Hauapsanui-Bacana,
| Axmenaba, 382213, Iuuis.
4. IlpoBeneni rociKeHHs: T rak ! Hi AKLLO Hi, 06IpyHTYBATH

Jlikapebkuit 3aci6 BUpoGHULTBA KOMNAHIT bakcrep mae i cami kniniuni nokasanmus, AIOUY PEUOBHHY, CHITY
AT, JiKapehKy GopMy, peskuM 103YBaHHS Ta Clocio/wisx BBC/ICHHS, 1O i OpUIiHANbHUIN JiKapehkuii 3aciG.

3rigHo 3i crarreto 10 (1) Jlupektusn 2001/83/EC sassHuK He 30608’ s3anmil HalaBaTH pe3yJibLTaTH
AOKATHIMHHUX 0CHIJDKEHb Ta KIITHIYHUX BUIPOGYBAHb, KO BiH MOKE MPOAEMOHCTPYBATH, 110 JiKAPCHKHI
3aci0 € reHepUYHUM JIiKapCLKUM 3acoBoM 10 pedepenTHoro nikapeskoro 3acoy. Bpaxosyroun noganus

3a5BH HA PEECTPALLIIO FEHEPHUHOTO JIKAPCHKOTO 3ac00Y, IOKNTHIUHI A0CKEHHS 3a3HAYEHOrO NKapebKoro
3ac00y He NPOBOAMIIHCS.

I) Tun nikapeekoro 3acoBy, 3a skum 'etepuunnii  nikapeeknii  3aci6  (MpoTHEMOBOTHMI]
NpoBO/IMIIacs abo MJIaHy€eTLCsI peecTpailis 3aci0)
KOZI0BaH Ui HOMEP K/IiHIYHOrO BHNIPOOYBaHHs

6. Dasa kainiunoro BUIPOOYBaHHS | He 3acrocosre

7. Ilepioa npoBeaeH s KIIHIYHOTO
BUINPOOYBAHHSI

He sacrocosue

5. Ilosna naspa kiiniuHoro BunpoGyBans, W He 3actocoshe

HEFZTIFAR JTUDHEAD
arifit: 2 OPUTTHANOM
HKOCTOBIPHICTH
RErcHiAAY 3ACBIAYYD

Hinaypic H.B.
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8. Kpainu, ne npoBoaunocs kiiniune
BHIIPODYBaHHSA

i He 3acrocoshe

9. Kinbkicrs gocninkypanux

3annanosana: He 3actocoBne
Dakruuna: He 3actocosHe

[0. MeTa ta BTOpuHHi Wini KainiuHoro
BHIPOOYBaHHs

( He 3actocosne

EI. Hnsaiin Kainiunoro BunpoGysats

|| He sacrocosne

[12. OcHoBHi KpHUTEpIT BKIIIOUEHHS

||_He 3acrocoste

[3. JlocnikyBanuit nikapebkuii 3aci6, cnoci6
3aCTOCYBAHHS, cuiia it

LHe 3aCTOCOBHE

14. Tlpenapat nopieHsnus, no3a, crnoci6
3acTOCYBaHHS, cHa Aif

T He 3actocoBhe

E. CynyTHs Tepanis

| He sacrocosne

li6. Kpurepii ouinku edekTuBHOCTI

jL He 3acrocosHe

7. Kputrepil ouinku Gesneku

| He 3acrocosne

|18, CratucTnuHi MeToam

He 3actocoBhe

19. Jlemorpadiuni nokasuuku gocniukysanoi
nornyJsisuii (crate, Bik, paca, Tol10)

FH@ 3aCTOCOBHE

20. Pesyabrarn eekTHBHOCTI

TL He 3actocophe

21. PesynbraTu Gesneku

—H He 3acrocoshe

22. BucHoBOK (3aKkmoueHns)

| He sacrocosue

¥_L|QJ4

3asBHUK
(BIACHUK peecTpauiitHoro nocsijuenns)

’ ;/{}/ffﬂww%%#/ Q//?’%Jg%%{ﬂ

Gt

(nianuc)

Lucas Peterson

V%

HEPTHIAR 3POBNERD
3ridiu 2 oPurlaano

HOCTOBIPHICTSH
MErcKhAay 3ACBIAYYY

Hitvayric H.B.

(im'st Ta npizeuie)
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Annex 30

to the Procedure of registration materials examination of medicinal products,

submitted for state registration (re-registration),

as well as expert review of material for changes to registration materials

during the validity of the registration certificate
(art. 4, section 1V)

(linical research report

1. Name of medicinal product (if available — number of

registration certificate):

2. The applicant

3. Manufacturer

4. the undertaken study:

1) the type of medicinal product for which the
registration was made or planned

5. Full name of clinical research, coded number of
clinical research

6. Phase of clinical research

7. Time frame of clinical research

8. Countries where the clinical research was conducted

9. The number of persons under investigation:

Ondansetron-Baxter 2 mg/ml Solution for
Injection.

Baxter Holding B.V.
Kobaltweg 49,
3542 CE Utrecht, Nederland

Baxter Pharmaceuticals India Private Limited
Chacharwadi-Vasana,
Ahmedabad, IN - 382213, India.

0 yes o no if not explain

The Baxter manufactured product formulation
contains the same clinical indications, active
substance, strength, dosage form, posology and
method/route of administration as that of the
innovator’s product.

According to Article 10 (1) of Directive
2001/83/EC, the applicant is not required to
provide the results of clinical tests and clinical
trials if applicant can demonstrate that the
medicinal product is a generic medicinal product
of a reference medicinal product. Considering a

generic application, no clinical studies have been
performed for a said formulation.

Generic Medicinal product (anti-emetic).

N/A

N/A
N/A
N/A

planned: N/A

Ar 1AKO 3 OPHT IHANOM
H.B.KIHAYP




10. Purpose and secondary objectives of the clinical
research

11. Clinical research design

12. Main inclusion criteria

13. Test medicinal product, method of administration,

efficiency

actual: N/A

N/A

N/A

N/A

N/A

14. Reference substance, dose, method of administration, N/A

efficiency

15. Concomitant therapy

16. Efficacy evaluation criteria

17. Safety assessment criteria

18. Statistical methods

19. Demographic indicators of the population study
(gender, age, race, etc.)

20. Efficiency results

21, Safety results

22. Conclusion (evaluation)

Applicant (holder of

N/A
N/A
| N/A
N/A

N/A

N/A
N/A

N/A

. s . Digitally signed by Lucas Peterson
registration certificate) Lucas Petersomn arl seesyic feteno

(signature)

Lucas Peterson

(Name)

3TIRHO 3 OPHI [HANOM
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