1. Name of medicinal
product (Marketing
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

Pre-Clinical Study Report

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

v)

DECINJET, powder for concentrate for solution for

infusion, 50 mg

o yes

If no, please
substantiate

This is a generic application of DECINJET, powder for concentrate for solution for infusion, 50 mg
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
Decitabine and all the relevant Non-clinical information provided in the section 2.4 (Non-clinical

overview) is literature based.

2. Pharmacology:

1) primary
pharmacodynamics

2) secondary
pharmacodynamics

3) pharmacology of safety

4) pharmacodynamic
interactions

3. Pharmakokinetics:

1} analytical methods and
reports on their validation

2) uptake

3) allocation

4) metabolism

5) excretion

Not applicable
Not applicable

Not applicable

Not applicable

Not applicable

Not applicable
Not applicable

Not applicable

Not applicable

Not applicable
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 Not 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 ~ 1ot 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 Not applicable
7) additional toxicity studies Not applicable

antigenicity (antibody Not applicable
production)

immunotoxicity Not applicable
study of action mechanism Nt applicable
drug dependence Not applicable
metabolites toxicity Not applicable
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impurities toxicity Not applicable

other Not applicable

5. Conclusions on pre- This is a generic application of DECINJET, powder for

clinical study concentrate for solution for infusion, 50 mg. 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 Decitabine and all the relevant Non-clinical
information provided in the section 2.4 (Non-clinical overview) is
literature based. -

Applicant (owner For Eugia Ph eratities Limited,

of the registration ¢ .
certificate) W
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Honatok 29

n0 [lopsiaKy NpoBe/IeHHs eKCMIepTH3M PeeCTpaLiiiHuX MaTepiatis Ha Jikapchki 3aco6H, 1o
MOAAIOTCA Ha JIEPIKABHY peecTpaLlito (nepepeec"rpauuo), a TaKOXK eKCrepTH3u MaTepialis npo
BHECEHHS 3MiH 10 peecTpalifiHuX MaTepialiB NpoTAroM Jii peecTpaliiiHoro nocsigyeHHs (nyHKT +

po3ainy IV)
3BiT Npo MoKIiHIYHI JoCTiKeHH
1. Ha3pa nikapcekoro 3aco0y (3a JHEIUHKET, mopomok mis KOHIEHTpary i
HaABHOCTI - HOMEp peecTpailiifHoro po3uuHy A iH(Y3ii 1o 50 Mr
IIOCBiTUEHHS):
1) Tun sikapceKoro 3acoby, 3a SKUM I'enepuunnii nikapceKuii 3acio
IpoBoAMIIacsA abo IIaHyeThCS peecTpaiis
2) npoBeeHi J0CIIHKEHHS 0 Tak v mi SIKIIO Hi,
00TpyHTYBATH

Ile 3asBa Ha renepuunuii Tikapcrkuii 3aci6 JIEITIMHKET, nopomok 1uis KOHIEHTpaTy 1Is
po3uuHy [uis iHdys3ii mo 50 mMr. A BigmosigHo o crarti 10 Jupextusu 2001/83/EC pestome
JOKIIHIYHUX OCTIDKEHb Ta pe3toMe KIIIHIYHHX BUIIPOOYBaHb MalOTh HalaBaTUC, a1 BOHH €
000B’I3KOBHMH JIUIIE B TOMY pasi, AKIIO B JOKYMEHTAIil Ha/laHO HOBi JJ01aTKOBI
JOCTiKeHHs. 3adBHUK He IIPOBO/IUB XKOJHHX JOKIIHIYHHX JI0CTiKeHb 3 JleruTaGinom, a Bes
Bi/INOBI/IHA JOKITiHiYHA iHbopMais, Hanana B po3aimi 2.4 (Orysan TOKIHIYHAX JaHHX),
3aCHOBYETBCS Ha JIiTeparypi.

2. ®apmakoJoris: He 3acTocoBHO
1) nepBuHHa hapmakoHHAMIKA He 3actocoBHO
2) BTOopHHHA apMaKoJHHAMIKA He 3acTocoBHO
3) dbapmaxotoris Oe3nexku He 3actocoBHO
4) papmakoHHAMivHI B3aeMOIIT He 3acTocoBHO

3. dapmMakoKiHeTHKA:

1) aHaiTHYHI METO/IMKH Ta 3BiTH 11010 iX He 3acTocoBHO

BaUTi Al

2) BCMOKTYBaHHS He 3acTtocoBnO
3) po3mogin He 3acTocoBHO
4) metabomizm He 3acTocoBHO
5) BUBEEHHS He 3actocoBHO
6) (apmakokiHeTHYHI B3aeMOIIT He 3acTocoBHO
(moxmiHigHi)

[IEPEKNAR 3POBAEND
3T {AHO 3 OPHT IHANOM

AOCTOBIPHICTD
NEPEKNAAY 3ACBIAY

Kinaypric H.B.

7) iHmi apMakoKiHETHYHI qociikeHHs  He 3acTocoBHO



4. Tokcuxosoris:

1) ToKkcHuHICTE Yy pa3i 0AHOPa30BOrO
BBEJICHHS

2) TOKCHYHICTh Y pa3i IOBTOPHUX
BBeeHb

3) reHOTOKCHYHICTD:
in vitro

in vivo (BKJIFOYAIOUH JOJATKOBY OLIHKY 3
TOKCUKOKIHETHKH )

4) KaHIIepOTreHHICTE:
JIOBFOCTPOKOBI JIOCII JDKEHHSI

KOPOTKOCTPOKOBI TOCITiKEHHS 200
JIOCITi/DKEHHS CEPeIHBOT TPUBAIOCTI

JI0aTKOBI JOCTIKEHHES

5) penpoayKTHBHA TOKCHYHICTE Ta
TOKCHYHHH BILJIUB Ha PO3BHTOK
IIOTOMCTBA!

BIUTUB Ha (epTHIILHICTE i paHHii
eMOpioHAIBHHE PO3BUTOK

eMOpiOTOKCHYHICTP

npeHaTalbHa i MoCTHATAIbHA
TOKCHYHICTh

JOCIIiDKEHHS, IPH SKUX Tpenapar
YBOJMTHCS IOTOMCTBY (HECTAaTEBO3PLIMM
TBapHHAaM) Ta/a00 OIIHIOETRCSA BiIaieHa
Iist

6) MicleBa IEPEHOCUMICTh

7) TOMATKOBI JOCTIIKEeHHS TOKCHYHOCTI:
AHTHUTCHHICTD (YTBOPEHHS aHTHTLI)
IMYHOTOKCHYHICTh

JOCIHIKeHHS MEXaHI3MIB i1

JiKapchKa 3a1exHICTh

TOKCUYHICTE META00MITIB

He 3acTocoBHO

He 3actocoBHO

He 3actocoBrHO

He 3actocoBHO

He 3actocoBHO
He 3actocoBrO

He 3actocoBHO

He 3actocosHO

He 3actocoBuo

He 3actocoBHO

He 3actocoBHO

He 3actocoBHO

He 3acTocosHO

He 3acTocoBHO
He 3actocoBHO
He 3actocoBHo
He 3actocoBHO
He 3acTocoBHO
He 3actocoBHO

He 3acTocoBHO
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TOKCHYHICTH JOMIIIOK
1HIIIE

5. BHCHOBKH 1I00 JOKJIIHIYHOIO
BUBUYCHHS

3asBHHK (BIACHHUK PEECTPALifHOTO
MOCBITYCHHS)

He 3zacTocosHO
He 3acTocosHO

Lle 3as1Ba Ha reHepuYHMIA JTiKapchKuii 3aci®
JEHMHXET, nopomok /i KOHIEHTPaTy 1is
po3unHy st iHdy3ii mo 50 mr. A BianmosizHO 110
crarti 10 Tupextusu 2001/83/EC pesrome
JOKTIHIYHHX JOCIi/KEHb Ta Pe3oMe KIIIHIYHHX
BHIIPOOYBaHb MalOTh HAJABATUCS, AJI€ BOHH €
000B’I3KOBUMH JIMIIE B TOMY pasi, AKIIO B
JIOKYMEHTAIlIl HaIaHO HOBI J014aTKOBI
JOCIIDKEHHS. 3asBHUK He IIPOBOIMB YKOIHHX
JOKJIIHIYHUX JIociipKeHb 3 JlenuTabinoM, a Bes
BiANOBiZHA JOKITiHIYHA iH(OpMaltis, HafaHa B
po3aini 2.4 (Orisa HOKTiHIYHAX TaHHUX),
3aCHOBY€THCS HA JITEpaTypi.

Bix imeni JOmxus ®apma Cnemmanitic Jlimiten, [amis
[migmuc] [kpyria nevarkal

M. Asina

HayxoBwii paniBHUK — BiJI1JT HOPMATHBHO-
IIPABOBOTO PETYJIIOBAHHS

2 R

[TEPEKNAA 3POBNEHO
37 {AHO 3 OPHr IHANOM

ROCTOBIiPHICTD
NEPEKNAAY 3ACBIAYYD
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Clinical Study Report

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)

1. Name of medicinal DECINJET, powder for concentrate for solution for
product (Marketing infusion, 50 mg

Authorization number, if

any):

2. Applicant Eugia Pharma Limited

3. Manufacturer

4. Studies performed: o

Eugia Pharma Specialities Limited

If no, please
substantiate

This is a generic application of DECINJET, powder for concentrate for solution for infusion, 50
mg. 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
Decitabine and all the relevant Clinical information provided in the section 2.5 (Clinical overview)

is literature based.

1) type of medicinal product,
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 clinical 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

Generic application
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13. Studied medicinal product, Not applicable

method of administration,
efficiency

14. Reference product, dose,
method of administration,
efficiency

15. Concomitant treatment
16. Effectiveness evaluation
criteria

17. Safety evaluation criteria

18. Statistical methods

19. Demographic indexes of
the studied population (sex,
age, race, efc.)

20. Effectiveness results
21. Safety results

22. Conclusion

Applicant
(owner of the
registration
certificate)

Not applicable

Not applicable
Not applicable

Not applicable

Not applicable

Not applicable

Not applicable
Not applicable

This is a generic application of DECINJET, powder for
concentrate for solution for infusion, 50 mg. 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 Decitabine and all the relevant Clinical information
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Honatok 30

o llopsiiky npoBeeHHA EKCTIEPTH3H PeECTpaLiifHiX MaTepianiB Ha Jikapchki 3acobu, mo
TOAAIOTECS Ha [IEPIKaBHy PeECTpallilo (MepepeecTpallii), a TakoXk eKCIIePTU3H MaTepiaiB mpo
BHECEHHS 3MiH JI0 peecTpalliiHUX MaTepialliB POTAroM Ail peecTpauiiiHoro noceigueHHs (myHkr 4

poznimy IV)
3BiT npo kiaiHivHi BUNpodyBaHHs
1. Ha3Ba nikapcbkoro 3aco0y (3a JELIMHXET, nopowmok 1S KOHIEHTPATy s
HasBHOCTI - HOMEp peecTparifHoro po3unHy A4 iHpY3iH no 50 mr
MTOCBITYCHH):
2. 3asaBHHUK HOmxus @apma Cnemmaitic Jlimiten, Iuuis
3. BupoOnuxk FOxia ®@apma Cremienitis Jlimiten, i
4. mpoBe/ieH] TOCTIDKEHHS 0 Tak v Hi SKIIO Hi,
oOrpyHTYBaTH

Lle 3asBa Ha renepuunui mixapeskuit 3aci6 JEITUHIKET, mopoImnok s KOHIEHTpATy 1Is
po3umHy 17 iHQy3ii mo 50 mr. A BianoigHo mo crarti 10 Jupexturn 2001/83/EC pesitome
JOKJIIHIYHHX J0CTI/DKeHb Ta pe3toMe KIIHIYHUX BHIIPOOYBaHb MAIOTh HAIABATHCH, aJle BOHH €
00O0B’ I3KOBUMH JIHIIIE B TOMY pasi, SKIINO B JOKyMEHTaIlil HaJaHO HOBI J0JaTKOBI
JOCIiKeHHs. 3assBHHK HE IPOBO/IKB JKOAHHX KIIHIYHHX JOCIIIKEHD 3 JlenutabiHoM, a Bes
BiIMOB1/IHA KJTiHIYHA iH(OpManis, HagaHa B po3aimi 2.5 (Orna KIiHIYHEX JaHHX),
3aCHOBYETBCS Ha JIiTEparypi.

1) Tun mikapcekoro 3aco0y, 3a IKUM ['eHepHyHuUIi TiKapChKHit 3aci0
npoBoaMiIacs abo IJIaHy€EThCA PEECTPAILis

5. IloBHa Ha3Ba KJIiHIYHOT'O He 3acTtocoBHO
BHIIPOOYBaHHSI, KOJOBaHHI HOMEP
KJIHIYHOTO BUIIPOOYBaHHS

6. @aza KIHIYHOro BUNPOOYBaHHS He 3actocoBHO

7. Ilepion mpoBeaeHHA KIIHIYHOTO He 3actocoBHO

BUNPOOYBaHHS

8. Kpainu, e mpoBouiocs KiiHi4YHe He 3acTocoBHO

BUIIPOOYBaHHs

9. KinpKicTh TOCHTIHKYBAaHHX He 3actocoBHO

10. MeTa Ta BTOPHHHI I KJIIHIYHOTO He 3acTocoBHO

BUIIPOOYBaHHSA

11. Jlu3aiiH KIiHIYHOTO BHIIPOOYBaHHS He 3acTtocoBHO

12. OcHOBHI KpUTepii BKJIHOYEHHS He 3acTocoBHO

13. TocnipkyBaHuii TikapchKuit 3acio, He 3acTtocoBHO NEPEKNAA 3POBAEHO
croci0 3acTocyBaHHs, CHia il 37 {AHO 3 OPUT IHANOM

BOCTOBIPHICTD
- MEPEKNAAY 3ACBIAYYD

Kinayric H.B. \



14. Ilpenapat mopiBHSAHHS, 1034, CIIOCIO
3aCTOCYBaHHS, CHJIA [il

15. CynyTtHs Tepamis

16. KpuTtepii ominku eheKTHBHOCTI
17. Kputepii ouinku 6e3mexu

18. CratucTruni MeToaH

19. Jlemorpadiuni MOKa3HHKH
JOCIIiKYBaHOT MOy Al (CTaTh, BiK,
paca, ToIIo)

20. Pesynbratu eheKTHBHOCTI

21. PesynbraTn Oe3nexku

22. BUCHOBOK (3aKITFOUCHHSH)

He zacTocoBHO

He 3actocoBHO
He 3acTocorHO

He 3acTocoBHO

He 3acTocosno

He 3acTocoBHO
He 3actocoBHO

Ile 3asBa Ha reHepUYHUH JIIKAPCHKUI 3aci0
JEIWMHXET, nopoIok 11 KOHIEHTpaTy JJist
po3uuny Juist iHdy3ii no 50 Mr. A BiANOBIIHO 10
crarrti 10 Jupextusu 2001/83/EC pestome
JOKJTIHIYHHX JOCIIKEHB Ta PE3IOMe KITIHIYHHX
BUIIPOOYBaHb MArOTh HAJIABATUCH, ajle BOHH €
000B’ I3KOBMMH JIMILE B TOMY pa3si, SIKIIO B
JOKYMEHTAIlll HaJaHO HOBI J0JATKOB1
JOCTIKEHHsA. 3asgBHAK HE TPOBOIMB JKOIHUX
KJIIHIYHEX JOCTiDKeHb 3 JlenutabiHoM, a Bed
BiAMOBIIHA KITiHIYHA iHOpMAIis, HaTaHA B
pozzi 2.5 (Orysix KIHIYHEX JaHHX),
3aCHOBY€EThCS Ha JIiTEpaTypi.

3asBHUK (BacHUK peectpaniiinoro  Bix imeni FOmxus ®apma Crnemmanitic Jlimiten, Inais

IIOCBI/{4EHHS)

[mmiarmuc) [kpyrna negarkal

M. ABinain

HaykoBuii mpariiBHUK — BiJIiJT HOPMATHBHO-
IIPaBOBOTO PEeryJIIOBaHHS

NEPEKNAA 3IPOBAEHO
37 {AHO 3 OPHI [HANOM

AocToBIPHICTD
NEPEKNARY 3ACBIAYYD

Kinayeic H.B '\



