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Ao IMopsanky npoBeneHHs ekcrnepTisu
peecTpauilinux Marepianis Ha Jikapcbki
3acO0H, 1110 NOZAIOTHCS HA AEP/KABHY
peectpatiio (nepepeectpaliio), a TakoxK
CKCNEPTH3M MATEpialliB Mpo BHeCEHHS
3MiH 10 peecTpauiiiinux marepianis
MPOTAroM Ail peectpaniiinoro
NOCBiYEHHSA (MyHKT 4 posainy 1V)

3BiT npo gokainiuHi gocaixKeHHs

1. HasBa nikapcekoro 3acofy
(Homep peecTpaltiiinoro
OCBITYEHHS, 32 HASBHOCTI):

[Temerpexcen EBEP ®apma, 25 mr/mi

1) Tun nikapcekoro 3acoby, 3a AKHM
MpoBoAKIacs abo MIaHYEThCs
eecTpallis

[idopuanuii nikapeskuii 3acit

2) IlpoBeneni gocimkeHHs o TaK X Hi KW Hi, Oy1k Jacka,
00rpyHTYyiiTe

Hanuii npoayKT € ridpuaHuM JiKapebKUM 3ac060M. «ITemeTpekcen, 25 Mr/mi1, KOHLIEHTPAT 15t
posumHy 1715 iHdy3ii» GyB po3poGuieHnii sk roToBa 10 po3BeIeHHS Jikapcebka opma Ha OCHOBI
opurinansHoro mpenapary «Aximta» (Eni Jlinmi). [lepesarowo € 3menmeHHs 3yCHJIb 115
MPUrOTYBaHHS iH(QY3IHHOrO PO3UMIY A/Is MEIMYHMX TPALLIBHUKIB Ta 3HIDKEHHS MOTEHLIHHOrO

PH3HKY 3apayKeHHs.

2. PapmakoJoris: He 3actocosHo

1) nepBuHHa apmako uHaMika He 3acTocoBHO

2) BTOpHHHA (hapMaKkoMHaMiKa

He 3actocoBHo

3) (apmakoJoris Ge3neku

He 3actocoBHO

4) dapmakoaMHaMiuHI B3aEMOIIT

He 3actocoBHO

3. @apMaKOKiHETHKA:

He 3acTtocoBHO

1) aHamiTUYHI METOAUKH Ta 3BITH
111010 X Bajiganii

He 3actocoBHO

2) BCMOKTYBaHHS

He 3actocoBHO

3) posnoina

He 3acTocoBHO

4) metaboJ1izm

He 3acTocosHo

5) BuBeeHHs

He 3actocoBHO

6) bapmakokiHeTHUHI B3aeMOIIi
(oK1 HIYHI)

He 3actocoBHO

7) inwi papMaKkoKiHeTHUHI
JOCITIIKEeHHS

He 3actocoBHO
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4. ToKCHKOJIOTiS:

He 3acTtocoBHO

1) ToxeuuHicTs y pasi oaHopasoBoro
BBECHHS

He 3acrocosHo

2) TOKCHYHICTB y pa3i MOBTOPHUX
BBEIEHb

He 3actocoBHO

3) reHOTOKCHYHICTB:
in vitro

He 3actocoBHO

in Vivo (BKIFOYAKOUH J10/1aTKOBY
OLiHKY 3 TOKCHKOKiHETHKH)

He 3actocoBHO

4) KaHLIEPOreHHICT:

He 3actocoBHO

JIOBFOCTPOKOBI JIOC/IZKEHHS

He 3actocoeHO

KOPOTKOCTPOKORBI T0C/IiIxKeHHs a00
JOCII/KEHHS Cepe/IHBOT TPHBAIOCTI

He 3actocoBHo

JOAATKOBI TOCIIIIKEHHS

He 3actocoBHo

5) penpoayKTHBHA TOKCHUHICTb Ta
TOKCHYHUI1 BIUTHB HA PO3BUTOK
MOTOMCTRA:

He 3actocoBHo

BIUIMB Ha (DEPTUIILHICTB i paHHIi
eMOpioHaJIbHHIT PO3BUTOK

He 3actocorHo

eMOpIOTOKCHYHICTD

He 3acrocoBHO

NpeHaTalbHa i MoCTHAaTalbHa
TOKCHYHICTh

He 3actocoBHO

JOCTIIPKEHHS, TIPH SIKUX JiKapChKuii
3aci® yBOAUTBCA MMOTOMCTBY
(HecTaTeBO3piNMM TBapHHaM) Ta/abo
OLLHIOETHCS BiyiaicHa s

He 3acTocoBHO

6) MicleBa MepeHOCHMICTh

He 3acrocosHO

7) A10AATKOBI JIOCTiI3KEHHS
TOKCUYHOCTI:

He 3actocoBHO

AHTHIEHHICTH (YTBOPEHHSs AaHTHTiJ)

He 3actocoBHO

IMYHOTOKCHYHICTh

He 3actocoBHO

JOCTITKEHH MEXaHI3MIB i1

He 3acTocoBHO

3a/1€XKHICTh Bifl JTIKAPChKUX 3aC00iB

He 3actocoBHO

TOKCHUYHICTE MeTab0IiTiR

He 3actocoBHO

TOKCHYHICTE JOMILLIOK

He 3acTocorHO

1HIIe

He 3acTocoBHO

5. BUCHOBKH 11{010 JOKJIIHIYHOTO
JOCHKEHHS

3 ornaay Ha 3asBy Ha riOpuaHuil Jikapchkuil 3aci6,
KOJHUX JOKIIHIYHUX AOCHIPKEHb HE TIPOBOANIIOCH.

3asBHUK (BJIACHMK PEECTpaLiiiHOIO
MOCBITYEHH )

[nionuc]
Mip’am JIytu / Mirjam Lutz , Joktop dinocodii (PhD)
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Jonarok 30

1o Iopsaky npoBefeHHs ekcnepTs3n
peecTpauiiHuX MaTepianiB Ha JiKapchKi
3ac0o0H, L0 NOJAIOTHCA Ha JepiKaBHY
peectpauiio (nepepeectpariio), a TakowK
EKCNePTH3H MaTepianiB Mpo BHeceHHs
3MIH 10 peecTpauiiiHux Matepianis
MPOTAroM Aii peecTpauiiinoro
noceiuenns (myHkT 4 posainy IV)

3BiT Mpo KiiHiuHI BUNPOOYBAHHS

1. Ha3ga nikapcekoro 3acody
(HoMep peecTpaliiinoro [TemeTpexcen EBEP ®apma, 25 mr/ma
MOCBIIYEHHS, 32 HASBHOCTI)
2. 3asBHUK EBEP Baninmkexr 'm6X, ABcrpis
EVER Valinject GmbH, Austria
3. BupoOHuk EBEP ®apma €na I'mM6X, Himeunnna
EVER Pharma Jena GmbH, Germany
4. IlposeneHi nociiaKeHHs O Tak X Hi AKIIO Hi, Oy/1b

nacka, oOrpyHTy#TE
JaHnii npoayxT € ridpuaHuM sikapcskim 3aco6oMm. «Ilemerpexcen, 25 Mr/m, KOHLEHTpAT 151
posumHy juid iHys3ii» OyB po3pobeHuii sk roToBa 10 po3BeieHHs Jlikapehka (opMa Ha OCHOBI
OPHUTIHAJBHOIO Tipenapaty «Adnimray (Eai Jliami). Tlepeparoio € 3meHuienHs 3yCHIb st
MPUIOTYBaHHS IHQY3IHHOTO PO3YMHY JUISl MEAMYHUX NPAIliBHHKIB TA 3HIKEHHS [OTEHLI HOTO
PH3HKY 3apayKeHHS.

1) Tun nikapcskoro 3acody, 3a
SIKUM TpoBoAMJIacs abo [iOpuanmii nikapchkuit 3acio
MUIAHYETBCS peECTpaltis

5. IloBHa Ha3Ba KIiHIYHOTO
BUITPOOYBAHHS, KOJI0BAHHI
HOMED KJIHIYHOTO
BUIPOOYBaHHS

He 3actocoBHO

6. @aza KIHIYHOTO

He 3acTocosHO
BUIIpoOYBaHHS

7. Ilepioa npoBeeHHs

" s He 3actocorHo
KJIIHIYHOTO BUMPOOYBaHHS

8. Kpainu, ae npoBoauiocs He 3actocoBHo
KJIiHI4YHE BUIIPOOYBaHHS
9. KinbKicTh J0CTIIKYBaHHX He 3actocoBHo

10. Mera Ta BTOpHHHI Liji

o He 3actocoBHO
KJAIHIYHOIO BUIIPOOYBaHHSs

11. Jduzaiin kniHiyHOTO
He 3actocoBHo

BUINPOOYBaHHS

12. OcHoBHI kpuTepii G S

BKJIFOYEHHSI

13. JlocniaKyBamii jiiKapcbKMit _

3acif, cnoci6 3acTocyBaHHs, He 3actocbBiio A 3P 0B AEHD
cua i A0 3 OPMT [HANON
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14. Ipenapar nopisHsAHHs,

11034, crnocid 3acTocyBaHHs, He 3actocoBHo
cuna Jii

15. CynyTHsi Tepanis He 3actocosno
16. Kpurepii ouinku He 3acrocoBHo
edekTHBHOCTI

17. Kpurepii ouinku 6e3nexku He 3actocosHo
18. Cratuctuyuni Metoau He 3actocosHo
19. Jlemorpadiuni nokazsHuku He 3acTocosHo

JOCIIIKY BAHOT MOy Il
(cTaTs, BiK, paca, TOLIO)

20. Pesynbrati epekTHBHOCTI He 3actocoBHO

21. Pesynbratu 6e3nexu He zactocosHno

3 ornay Ha 3aABy Ha riOpuAHHIA NikapebKuii 3aci0, Ko IHMX

22. BucHoBok e .
JOKIIHIYHUX J0CHIIKEHb HE [IPOBOIUIOCH.

3asBHUK (BIAaCHUK peecTpaiiiiHoro
MOCBIMUEHHS ) [nionuc]
Mip’sam JlyTu / Mirjam Lutz , Tokrop ¢inocodii (PhD)

NEPERAAR 3POBAENHO
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Annex 29

to Procedure for Conducting Expert
Evaluation of Materials Pertinent to
Medicinal Products, which are Submitted
for State Registration (Re-Registration)
and Expert Evaluation of Materials about
Introduction of Changes to the
Registration Documents during the
Validity Period of Registration Certificate
(clause 4, section 1V)

Non-Clinical Trial Reports

1. Name of the medicinal product

(number of registration certificate, if | Pemetrexed EVER Pharma 25 mg/ml
available):

1) type of the medicinal product, by
which registration was conducted or || Hybrid medicinal product
planned

2) Trials conducted T yes X no [f not, substantiate

The present product is a hybrid medicine. "Pemetrexed 25 mg/ml concentrate for solution for infusion’ was
developed as a ready-to-dilute formulation based on the originator product ‘Alimta’ (Eli Lilly). The
advantage is a reduction of effort to prepare the infusion solution for health care professionals and a
reduction of potential contamination risk.

l2. Pharmacology: ”M ]
Il) primary pharmacodynamics || n.a. —l
|2) secondary pharmacodynamics [ n.a. |
E) safety pharmacology ” n.a. ]
|4) pharmacodynamic interactions ” n.a. |

|

|3. Pharmacokinetics:

1) analytical procedures and reports

on their validation Sk

IZ) absorption ” n.a. I
3) distribution " n.a. |
’4) metabolism I n.a. |
5) excretion J n.a. l
6) pharmacokinetic interactions (non- Bl

clinical)

7) other pharmacokinetic studies ” n.a. J
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}4. Toxicology: j
|L) Single dose toxicity || n.a.

IZ) Repeated dose toxicity jl n.a. I
3) Genotoxicity:
- n.a.
In vitro
in vivo (including additional
A e n.a.
assessment on toxicokinetics)
l4) Carcinogenicity: n.a.
|Iong—term studies | n.a.

Ehort—term studies or mid-term studies ” n.a.

L

ladditional studies [ n.a.
5) Reproductive and developmental
oo n.a.
toxicity:
effects on fertility and early
: n.a.
embryonic development
|embry0t0xicity ” n.a.
|prenatal and postnatal toxicity |Ln.a.
studies in which medication is
administered to the offspring
: g n.a.
(immature animals) and/or long-term
effects are assessed
'@ local tolerance || n.a. 7
|7) additional toxicity studies: “ n.a. |
lgntigenicity (antibody response) ” n.a. |
|immunotoxicity ” n.a.

lstudy of the mechanisms of action ” n.a.

|drug dependence , n.a. |
@xicity of metabolites | n.a.
|t0xicity of impurities ” n.a.
|0ther || n.a. |

As this is a hybrid application no non-clinical studies have been

5. Conclusions on non-clinical stud
Y performed.

Apiuacant (Marketing —_—

izati signat
Authorization Holder) (signature)

__Mirjam Lutz, PhD

(full name)
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Annex 30

to Procedure for Conducting Expert
Evaluation of Materials Pertinent to
Medicinal Products, which are Submitted
for State Registration (Re-Registration)
and Expert Evaluation of Materials about
Introduction of Changes to the
Registration Documents during the
Validity Period of Registration Certificate
(clause 4, section V)

Clinical Trial Report

1. Name of the medicinal product (number of

. . . . 7
registration certificate, if available) Femsireaed BYER. Pharma 25'mg/ml

|2. Applicant ” EVER Valinject GmbH, Austria
lLManufacturer || EVER Pharma Jena GmbH, Germany
4. Trials conducted: T yes X no [f not, substantiate

The present product is a hybrid medicine. 'Pemetrexed 25 mg/ml concentrate for solution for infusion’ was
developed as a ready-to-dilute formulation based on the originator product ‘Alimta’ (Eli Lilly). The
advantage is a reduction of effort to prepare the infusion solution for health care professionals and a
reduction of potential contamination risk.

1) type of the medicinal product, by which

registration was conducted or planned Eahnic medteial o

5. Full name of the Clinical Trial, clinical trial

o n.a.
|6. Clinical trial phase iLn.a. |
|7. Period of the clinical trial ”n.a. |
8. Countries where the clinical trial was
n.a.

conducted
[9. Number of study participants n.a.
10. Goal and secondary objectives of the clinical i
trial i
11. Design of the clinical trial ” n.a. l
|12. Main inclusion criteria " n.a. j
13. The investigational medicinal product,

S n.a.
method of administration, strength
14. Comparator, dose, method of administration, s
strength o
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ILS. Concomitant therapy

” n.a.

UG. Efficacy evaluation criteria

[na.

|l7. Safety evaluation criteria

—” n.a.

l@. Statistical methods

j] n.a.

L

19. Demographic characteristic of study

population (gender, age, race, etc.) ——
|20. Efficacy results n.a ]
121. Safety results ” n.a. |

22. Conclusion

As this is a hybrid application no non-clinical studies
have been performed.

Applicant (Marketing =2
Authorization Holder)

Mirjam Lutz, PhD

(signature)

(full name)
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