Annex 29

to the Procedure for Carrying out of an
Examination of Registration Materials for
Medicinal Products, Submitted for the State
Registration (Re-registration), as well as
Examination of the Materials on Amendment of
Registration Materials during the Period of Validity
of Marketing Authorization (clause 4 of the section
IV)

Pre-Clinical Study Report

1. Name of medicinal Pexarite, Powder for Concentrate for Solution for Infusion
product (Marketing 100mg & 500mg

Authorization number, if

any):

1) type of medicinal product, Generic application
according to which the

registration was performed or

is being planned

2) studies performed o yes v no If no, please
substantiate

This is a generic application of Pexarite, Powder for Concentrate for Solution for Infusion 100mg &
500mg. And according to Article 10 of Directive 2001/83/EC, Non-clinical summaries and clinical
summaries are to be provided, but they are only mandatory if new additional studies have been
provided within the documentation. Applicant has not conducted any Non-Clinical studies with
Plerixafor and all the relevant Non-clinical information provided in the section 2.4 (Non-clinical
overview) is literature based.

2. Pharmacology: Not applicable
1) primary Not applicable
pharmacodynamics
2) secondary Not applicable
pharmacodynamics

3) pharmacology of safety ~ ™ot applicable

4) pharmacodynamic Not applicable
interactions
3. Pharmakokinetics: Not applicable

1) analytical methods and ~ Not applicable
reports on their validation

2) uptake Not applicable
3) allocation Not applicable
4) metabolism Not applicable AT

5) excretion Not applicable
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6) pharmacokinetic Not applicable
interactions

7) other pharmacokinetic Not applicable
studies

4. Toxicology: Not applicable

1) toxicity in case of single ~ Not applicable
administration

2) toxicity in case of repeated Nt applicable

administration

3) genotoxicity: Not applicable
in vitro

in vivo (including additional ~Not applicable
evaluation on toxicokinetics)

4) carcinogenicity Not applicable
long-term studies Not applicable

short-term studies or studies Not applicable
of average length

additional studies Not applicable

5) reproductive and Not applicable
developmental toxicity

effect on fertility and early =~ Not applicable
embryonic development

embryotoxicity Not applicable

prenatal and postnatal Not applicable
toxicity
studies, in which the Not applicable

medicinal product is
administered to offsprings
(juvenile animals) and/or late
effect is evaluated

6) local tolerance
7) additional toxicity studies Not applicable

antigenicity (antibody Not applicable

production)

immunotoxicity Not applicable

study of action mechanism Not applicable

drug dependence Not applicable
Not applicable
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impurities toxicity Not applicable

other Not applicable

This is a generic application of Pexarite, Powder for Concentrate
for Solution for Infusion 100mg & 500mg. And according to
Article 10 of Directive 2001/83/EC, Non-clinical summaries and
clinical summaries are to be provided, but they are only mandatory
if new additional studies have been provided within the
documentation. Applicant has not conducted any Non-Clinical
studies with Plerixafor and all the relevant Non-clinical
information provided in the section 2.4 (Non-clinical overview) is
literature based.

5. Conclusions on pre-
clinical study

Applicant (owner pq, E
of the registration
certificate)
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Honarok 29

1o [opsaaky npoBefeHHs eKCIIEPTH3H
peecTpauiifHIX MaTepiaiiB Ha iKapchKi 3ac00H,
110 MOJAIOTHECA HA AEPHKaBHY peecTpaLito
(mepepeecTpallito), a TAKOXK €KCIEePTH3U MaTepiaiis
PO BHECEHHS 3MiH 10 peecTpauiiHuX MaTepiaiis
npoTAroM Aii peectpauiitHoro noceigueHHs (MyHKT
4 pozainy IV)

3BIT Npo JoKIiHIYHI JoCTiKEeHH

1. Hazpa nixapcekoro 3aco0y (HoMep
peecTpaniifHoro MoCBiTUEHHS, 3a
HAsSIBHOCTI):

IIEKCAPUT, mopomok s KOHLEHTpATy s
po3uuny ans iHndysii, no 100 mr a6o 500 Mr

1) Tun nikapceKoro 3aco0y, 3a KM
IpoBorIacs abo MIAHY€ETHCS PEECTPaIis

['enepuyHuMii TiKapchKHii 3aci0

2) IpOBE/IEH] IOCIIIKESHHS

TaK v AKINO Hi,

o0IpyHTYBaTH

Lle 3asBa Ha renepuunui jikapcpkui 3aci6 [IEKCAPUT, nmopomok it KOHLEHTpaTy IS
po3uuHy st iHQy3iit, mo 100 mr aGo 500 mr. Bixnosinxo xo crarri 10 Tupextusu 2001/83/EC
pe3roMe JIOKJIiHIYHHEX JOCTiKEHb Ta pe3toMe KITiHIYHUX BUNIPOOYBaHb MAIOTh HAJABATHCS, alle
BOHH € 000B’I3KOBHMH TIJIBKH B TOMY BHIIaJKY, SIKIIO B JOKYMEHTAIIIl HAJaHO HOBI J0JaTKOBI
JOCIIIKEHHA. 3asBHHUK He IIPOBO/IUB XKOAHUX JOKIIHIYHAX JOCIIIKEHD 3 TIKApCHKHM 3ac000M
IInepuxcadop, a Bcs BiamoBigua AowiiHiuHA iH(opMamis, Hamana B po3aim 2.4 (Orusx
JOKJIIHIYHHX JaHUX), 3aCHOBYEThCA Ha JTITEpaTyPHHUX JaHHX.

2. ®apMaKoIoris:

He 3acTocoBHO

1) nepBuHHa (hapMakoHHaAMiKa

He 3actocosHO

2) BTOpHHHA (hapMakoMHaMIKa

He 3acTocoBHO

3) dapmakororis 6e3nexu

He 3acTocosHO

4) hapMakoaHHAMIYHI B3a€MOZIT

He 3actocoBHO

3. dapMakoKiHeTHKA:

He 3zactocosHO

1) aHaJIiTHYHI METOIUKH Ta 3BiTH IIOJ0 1X
BaUTLJIAIlii

He 3acTocoBHO

2) BCMOKTYBaHHS

He 3acTocosHO

3) po3noaii

He 3actocosuo

4) meTabomiszm

He 3actocoBHO
KAAR 3POBNEHO

5) BUBEICHHS
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6) hapmakokineTHuHi B3aeMoil
(moxiHiyHi)

He 3acrocosHO

7) i hapMaKoKiHETHYHI JOCTIIHKEHHS

He 3acTocoBHO

4. Toxcuxomnoris:

He 3acTocoBuoO

1) TokcHUHICTE Yy pa3i 0AHOPA30BOro
BBE/ICHHS

He 3acTocoBuo

2) TOKCHYHICTE Y pa3i MOBTOPHHUX
BBEIICHb

He 3acTocoBHO

3) FeHOTOKCHYHICTE:
in vitro

He 3actocoBuo

in vivo (BKIIIOYAIOYH JOAATKOBY OLIIHKY 3
TOKCHKOKIHETHKH)

He 3acTocoBHO

4) KaHIIEPOTEHHICTB:

He 3acrocoBHO

JIOBTOCTPOKOBI JIOCITi IDKEHHS

He zacTocoBHO

KOPOTKOCTPOKOBI A0OCIIKeHHs abo
JOCTI/KEHHS CepeIHBOT TPHBAJIOCTI

He 3actocoBHO

JI0JIATKOB1 JOCII I KEHHS

He 3actocoBHO

5) penpoayKTHBHA TOKCHYHICTE Ta
TOKCUYHHUI BIUIMB HA PO3BUTOK
MOTOMCTBA:

He 3acTocoBHO

BILJIMB Ha (PePTUIBHICTD 1 paHHii
eMOpiOHAIIBEHUH PO3BHTOK

He 3acTocoBHO

eMOpIOTOKCHYHICTE

He 3actocoBaO

IpeHaTajJbHa i MOCTHATAIbHA
TOKCHYHICTH

He 3actocosno

JOCIiIKEHHS, TIPH SIKUX JIIKAPChKH# 3acid
YBOIMTBHCS IIOTOMCTBY (HECTATEBO3PLIHM

TBapUHaM) Ta/abo OILIHIOETHCH BigaIeHa

st

He 3actocoBHO

6) MiclieBa epeHOCUMICTh

He 3acTocoBHO

7) NOJIATKOBI JIOCTIHKEHHS TOKCHYHOCTI:

He 3actocoBuo

AHTUTEHHICTh (YTBOPEHHS aHTHTIJT)

IMYHOTOKCHYHICTh
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JOCIIIIPKEHHS MEXaHI3MIB JiiT He 3actocorHo

3aJIeXHICTD BiJ TIKApChKHX 3ac00iB He 3actocoBHO

TOKCHYHICTH MeTa0OiTIB He 3actocoBho

TOKCHYHICTH JJOMIIIIOK He 3actocoBHO

iHIIEe He 3acrocorno

5. BHCHOBKH 010 TOK/IIHIYHOTO Lle 3asiBa Ha reHEpUUHUIA JTiIKapCHKHI 3aci0
IOCIiDKEHHS IMEKCAPHT, nopomIox /uist KOHIEHTPATY LIS

po3uuny s iHdy3ii, mo 100 mr ao 500 mr.
Bimmosinzo mo crarti 10 {upextusu 2001/83/EC
pe3roMe TOKITIHIYHUX JOCITiDKEHb Ta PE3IOME
KJIIHIYHAX BHIIPOOYBaHb MArOTh Ha1aBATHCA, ajle
BOHH € 000B’SI3KOBUMH TiIbKH B TOMY BHIIAJKY,
SIKITO B TOKYMEHTAIlI] HaJaHO HOBI JOJATKOB1
JOCITIKEHHS. 3asdBHHK HE ITPOBOIUB KOTHAX
JOKJIiHIYHAX JJOCIIDKeHB 3 TIKapCHKUM 3ac000M
IInepukcadop, a Bes BiAnoBigHa JOKIiHIYHA
indopmanis, Hagana B posaini 2.4 (Orsn
JOK/TIHIYHHX JIAaHHX ), 3CHOBYETHCS Ha
JiTepaTypHUX JaHHX.

3agBHUK (BTacHHUK peectpaniiinoro | Bix imeni FOmxus ®apma Cremmanitic Jlimiten, nais
MOCBITYCHHS .

CRBRRHIHA) [nionuc] [xpyena nevamka]
M. ABinarm

HayxoBuii npaiiBHUK — Bi/[Ii7T HOpPMATHBHO-
IIPaBOBOTO PETYJIFOBAHHS

(:rn4a12»441 X é}éiébé Ko

NEPEKNAR 3POBNEHO
JTTAHO 3 OPHT IHANOM

RAOCTOBIPHICTD
NEPEKNARY 3ACBIAYYD

Rinaypic H.B
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Annex 30

to the Procedure for Carrying out of an
Examination of Registration Materials for
Medicinal Products, Submitted for the State
Registration (Re-registration), as well as
Examination of the Materials on Amendment of
Registration Materials during the Period of Validity
of Marketing Authorization (clause 4 of the section

v)
Clinical Study Report
1. Name of medicinal Pexarite, Powder for Concentrate for Solution for Infusion
product (Marketing e s g
Authorization number, if
any):
2. Applicant Eugia Pharma Specialities Limited
3. Manufatties Eugia Pharma Specialities Limited
4. Studies performed: o yes v no If no, please

substantiate

This is a generic application of Pexarite, Powder for Concentrate for Solution for Infusion 100mg
& 500mg. And according to Article 10 of Directive 2001/83/EC, Non-Clinical summaries and
Clinical summaries are to be provided, but they are only mandatory if new additional studies have
been provided within the documentation. Applicant has not conducted any Clinical studies with
Plerixafor and all the relevant Clinical information provided in the section 2.5 (Clinical overview)
is literature based.

1) type of medicinal product, Generic application

according to which the
registration was performed or
is being planned

5. Title of the clinical study (in
full), coded No. of the clinical Not applicable
study

6. Clinical study phase Not applicable

7. Period of performance of the Not applicable
clinical trial

8. Countries, where the clinica] NOt applicable
study was performed

9. Number of studied subjects Not applicable

10. Goals and secondary goals Not applicable
of the clinical study

11. Clinical study design Not applicable

12. Main criteria for inclusion Not applicable

37 1AHO 3 OPHT [HANOM
H.B.KINAYPIC



13. Studied medicinal product, Not applicable
method of administration,
efficiency

14, Reference product, dose, ~ Not applicable
method of administration,
efficiency

15. Concomitant treatment Not applicable

16. Effectiveness evaluation Not applicable
criteria
17. Safety evaluation criteria VOt applicable

18. Statistical methods Not applicable

19. Demographic indexes of ~ Not applicable

the studied population (sex,

age, race, etc.)

20. Effectiveness results Not applicable
Not applicable

21. Safety results

This is a generic application of Pexarite, Powder for Concentrate
for Solution for Infusion 100mg & 500mg. And according to
Article 10 of Directive 2001/83/EC, Non-Clinical summaries and
Clinical summaries are to be provided, but they are only
mandatory if new additional studies have been provided within
the documentation. Applicant has not conducted any Clinical
studies with Plerixafor and all the relevant Clinical information
provided in the section 2.5 (Clinical overview) is literature based.

22. Conclusion

Applicant For Eugia Pharma Specialities Limited , India
(owner of the
registration ~N L
certificate) il “\D«g‘i'
\
M. Avinash

Scientist- Regulatory affairs Department
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Honarok 30

no [opsaaxy nporeeHHs eKCIiepTH3H
peecTpaliiiHuX MaTepianiB Ha JiKapceKi 3ac06H,
L0 MOJAKOTECS Ha JEPXKABHY PEECTPALLiio
(mepepeecTpallito), a TAKOXK €KCIIEPTH3H MaTepiaiB
PO BHECEHHS 3MiH JI0 peecTpaliifHiX MaTepiais
MPOTATOM Jii peecTpaniifHoro noceigueHHs (MyHKT

3BIT Npo KAiHIYHI BHNIPOOYBAHHSA

4 pozainy 1V)

1. Ha3Ba nikapcekoro 3aco0y (Homep
peecTpaliftHoOro MOCBiAYeHH, 3a
HasIBHOCTI):

[IEKCAPHUT, mopomox [uisi KOHIEHTPATy s
po34uny ams iHby3iH, mo 100 mr a6o 500 mr

2. 3agBHHK

O mxus @apma Crnemmanitic Jlimiten, Inmis

3. BupoOHnuk

0 xia @apma Crermmienitia Jlimiten, Inais

4. mpoBeeH1 AOCTiHKSHHS

o |Tak v

Hi

SIKITO Hi,
OOIpYHTYBATH

Lle 3agBa Ha reHepuunuii jikapcekuit 3aci6 IIEKCAPUT, nmopomok [jis KOHIEHTpaTy s
po34uHy Juis iHdy3ii, mo 100 mMr aGo 500 mr. Bignosixuo o crarti 10 upextusn 2001/83/EC
pe3roMe JOKIIHIYHUX JOCIIIKEHb Ta pe3loMe KIIHIYHHX BHITPOOYBaHb MAIOTh HA/IaBaTHCS, alle
BOHH € 000B’I3KOBHMH TUTHKH B TOMY BHIIAJIKY, SIKIIO B JOKYMEHTAIIi HaJaHO HOBi JOAaTKOBI
JOCIDKeHHs. 3asdBHHMK He NIPOBOAUB JKOJHUX KIHHIYHHX TOCIIKEHB 3 TIKapChKUM 3ac060M
IInepuxcadop, a Bed BIANOBIIHA KTiHIYHA iHGopMaris, Hagana B po3aimi 2.5 (O KIiHIYHAX

JaHWX), 3aCHOBYETECS Ha JIiTEPaTYPHHUX JIAHHX.

1) Tum pikapcekoro 3aco0y, 3a SKUM
NpoBOAHIIACS a0 IIAHYETHCS PEeECTPALlis

I'enepuunmii TikapcrKuii 3acio

5. [loBHa Ha3Ba KJIIHIYHOIO
BHIIPOOYBaHHS, KOJOBAHHH HOMEP
KJIIHIYHOTO BHIIPOOYBaHHS

He 3actocosno

6. Ma3za KJIHIYHOrO BUNPOOYBaHHS

He 3actocosHo

7. Ilepion npoBeneHHS KIiHIYHOTO
BHIIPOOYBaHHSA

He 3actocoBHO

8. Kpainu, e npoBoaMIOoCs KIiHiuHE
BUINPOOYBaHHS

He 3acTocosHO

9. KinpKicTh A0OCIKYBAaHHX

He 3actocosHO

10. MeTa Ta BTOpHHHI LT KIIIHIYHOTO

He 3acTocoBHO

BUIIPOOYRAHHS NEPEHNAA 3POBNEHO
3r1AHO 3 OPHI IHANOM

11. JluzaitH KIiHIYHOTO BUIPOOYBAHHS Aol [ HeBdarpcoBHO
MEPEKNAAY 3ACBIAYYY

12. OcHoRBHI KpHTepil BKIIOUEHHS “ l]ﬁlﬁfﬁf]&Oﬁ)Bﬁo
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13. TocmiKkyBannii Jikapchkuit 3acio,
c1oci6 3acTocyBaHHs, CHIa il

He 3actocoBHO

14. IIpenapar nopisHAHHS, 1034, crioci6
3aCTOCYBaHHS, CHJIA il

He 3actocorHO

15. CynyTHs tepamis

He 3acTocoBHO

16. Kpurepii oninku epexTuBHOCTI

He 3acTocoBHO

17. Kpurepii oninku 6e3nexn

He 3actocoBno

18. CratucTuysi MeToau

He 3actocosHO

19. lemorpadiuni noxkasHUKH
JIOCIIIKYBaHOT MOy Isii (CTaTh, BiK,
paca, ToIo)

He 3actocosno

20. Pesynbratu eeKTHBHOCTI

He 3actocoBHO

21. Pe3ynbraTu Oe3mneku

He 3actocorrO

22. BUCHOBOK (3aKITIOUCHHS)

Lle 3asBa Ha reHepHYHHI JTiIKapChKHH 3aci6
[TEKCAPHUT, mopoIoK [yist KOHI[EHTPATy JUIS
pO3uMHy 1S iHQY3iit, o 100 mMr a6o 500 mr.
Binnosinno no crarti 10 upextusu 2001/83/EC
pesroMe JOKTIHIYHUX JIOCIIDKEHD Ta Pe3IoMe
KJIIHIYHHX BUTIPOOYBaHb MArOTh HAIABATUCH, AJTe
BOHH € 000B’SI3KOBHMH TUIBKH B TOMY BHIIA/IKY,
AKINO B JOKYMEHTAIIl HaJaHO HOBI JI0JJaTKOBI
JIOCITIIKEHHS. 3asBHUK HE IIPOBOIHUB JKOJHHX
KIHIYHHX JOCIiIKEHb 3 IIKapCLKUM 3ac000M
ITnepuxcadop, a Best Bimosiana kiiniyna
iHGopManis, HajaHa B poszaiii 2.5 (Orwsig
KJIIHIYHAX JIaHHX ), 3aCHOBYETHCS HA
TiTepaTypHUX HaHUX.

3asBHUK (BIIACHHK pPeeCTpaIliiHoro
[IOCB1/IYEHHS )

Bin imeni I0mxus ®apma Crnemmanitic Jlimiten, [nmis
[nionuc]

M. AgiHamm

[xkpyana nevamxkal

HayxoBuii npariiBHEK — BiJU1il HOpMATHBHO-
NPaBOBOTO PETYJIFOBAHHS

C?mLL*(ﬁL <Qé%7?g;ﬂigCL/J;J%iﬁéﬁnan 3POBNEHO
0 )3 OPHT | HANOM

CTOBIPHICTh

EKNAAY 3ACBIAYYD

Hinayeic H.B
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