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):

Daptomycin-Vista, lyophilised powder for
solution for injection or infusion 350 mg or
500 mg

1) type of medicinal product, for which

registration has been conducted or planned

it is a generic application

2) conducted studies

yes no if no, justify.

The preparation meets the detenitin of a
generic medicinal products as defined in
Article 10.1 (a) (iii) of Directive 2001/83/EC
as amended, as it has the same qualitative
and quantitative composition of the active
substance as that of the reference preparation,
the same dosage form as the reference
preparation has, so no own preclinical studies
was performed.

2. Pharmacology:

1) primary pharmacodynamics

2) secondary pharmacodynamics

3) safety pharmacology

4) pharmacodynamic interactions

3. Pharmacokinetics:

1) analytical methods and reports on their
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validation

2) absorption

3) distribution

4) metabolism

5) elimination

6) pharmacokinetic interactions
(preclinical)

7) other pharmacokinetic studies

4. Toxicology:

1) single use toxicity

2) repeated doses toxicity

3) genotoxicity:
in vitro

in vivo (including additional assessment on
toxicokinetics)

Not reported

4) cancerogenicity:

Long-term studies

Short-term studies
or medium-term studies

Additional studies

5) reproductive and developmental
toxicity:

Effect on fertility and early embryonal
development

embryotoxicity

Prenatal and postnatal toxicity

Studies where the product is administered




to offspring (immature animals) and/or
remote effect is estimated

6) local tolerability

7) additional toxicity studies:

antigenicity (formation of antibodies)

immunotoxicity

study of mechanisms of action

drug dependence

metabolite toxicity

impurity toxicity

other

5. Conclusions regarding preclinical study |-
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Honmartox 29

10 ITopsaky mpoBeeHHS €KCIEPTU3H
peecTpanifiHiX MaTepiaiiB Ha JTiKapChKi
3aco0w, IO MOAIOTHCS Ha OCPXKaBHY
peecTpanito (IepepeecTpanio), a TaKoX
EKCIIEPTH3U MaTepialliB IIpO BHECEHHS
3MiH JI0 peecTpaifHuX MaTepiaiiB
IIPOTSATOM Jii peecTpariitHoro
IIOCBIMUeHHS

(oyHKT 4 pozainy IV)

3BIT
Npo AOKJIHIYHI JOCTiIKEeHHS

X . HanroMminua-Bicra, siodinizoBanui
1. Ha3Ba mixapcpkoro 3aco0y (3a HagBHOCTI - HOMED

2, =
peecTpalitHOro MoCBiMYeHH): TMOPOIMIOK /LISt POITHHY /LIS IH EKIIH

260 indysiit mo 350 mr Ta 500 mr

. Ienepuunnii JikapcbKui 3aci6
1) Tun nikapcekoro 3acofy, 3a SIKHM IIPOBOMIIAC

a0o MIaHyeThCs peecTparis

2) npoBeAEH] KOCTiKEHHA TaK Hi sKIO Hi, OOTPYHTYBATH.

Ilpenapat BinnoBinae BU3HAYEHHIO
TeHEPHYIHOTO JIKAPCHKOro 3acody ik
pusHaueno y Crarri 10.1(a) (iii)
Jupextusu 2001/83/EC, ockiibkn Mae
TOH caMHii siKicHHI Ta KITBKiCHHI
CKJIAJ 32 AiIYNMH Pe40BHHAMH, M0 H
pedepeHTHMII npenapat, Ty caMmy
Jikapcbky ¢opmy, mo i pedpepeHTHHIT
npenapar), TOMy JOKJiHi9HI BaacHi
AOCHiIKeHHS He TIPOBOAHIINCH.

2. dapMakooris: -

1) nepBunaHa QapmMakogHHaAMiKa

2) BTOpHHHA dapMaKoJUHaMiKa

3) dhapmakornoris 6e3nexu

4) hapMakoHAMIYHI B3a€EMOJIIT -

3. dapMakoKiHEeTHKA:

1) aHamiTUYHI METOIUKH Ta 3BiTH IIOJO 1X BaJIiarlii

2) BCMOKTYBaHHS




3) po3nonin

4) metaboti3m

S) BuUBeACHHSA

6) hapmMakoKiHETHIHI B3aeMoil (OKITIHITHI)

7) iHmi ¢apMaKoKiHETUYHI JOCIiUKEHHS

4, TokcuKoIIOTiA:

1) TokCHYHICTE y pa3i 0qHOPa30BOTO BBEACHHS

2) TOKCHYHICTh Y pa3i IOBTOPHUX BBEICHb

3) reHOTOKCHYHICTh:
in vitro

in vivo (BKJIFOYAIOYH JOAATKOBY OLHKY 3
TOKCHKOKIHETHKH )

4) KaHIIEPOT€HHICTE:

TOBOCTPOKOBI JOCIIi KEHHS

KOPOTKOCTPOKOBI JTOCITi JPKESHHS
ab0 TOCTiMKEHHS CePeIHBOT TPUBAIOCTI

TOJIATKOBI IOCIILIKEHHS

5) penpoiyKTHBHA TOKCHYHICTH T4 TOKCUYIHHH BIUIAB
Ha PO3BUTOK IIOTOMCTBA:

BILTHB Ha QEepTUIBHICTE 1 paHHi# eMOpioHATBHUI
PO3BUTOK

eMOPIOTOKCHYHICTE

OpcHaTaJlbHa 1 mocTHATaNbHA TOKCHUIHICTE

ITOCTTIIKCHHS, IIPU SKUX MPenapaT YBOOUTHCS
OTOMCTBY (HEeCTaTeBO3pPiIKM TBapHHaM) Ta/abo
OIIIHIOETELCA BIAIaIEHA Oid

6) MicIieBa IEpEHOCUMICTh




7) moAaTKOBi JOCIIKEHHS TOKCUYHOCTI: -

AHTUTEHHICTE (YTBOPEHHS aHTHUTLI) -

IMyHOTOKCHYHICTh -

moCIipKeHHa Mexadi3MiB il =

TiKapchbKa 3aJIeXHICT -

TOKCHYHICTE MeTabOIIITIB -

TOKCUYHICTE JOMIIIOK -

1HIIe -

S. BucHOBKH moa0 I[OKJIiHi‘-IHOI‘O BUBYCHHA

3assBHUK (BJIACHUK
peecTpariifHoro
IIOCBITUCHHS) (I.1.B.)

(i gmmc)

Lield doxymenm nepexnadeHo Ha ykpaitcexy mosy nepexnadavem GeznapaH AHyuw ApymioHigHoK0 /
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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)

Daptomycin-Vista, lyophilised powder for
solution for injection or infusion 350 mg or
500 mg

2. Applicant

Mistral Capital Management Limited, England

3. Manufacturer

HIKMA ITALIA S.P.A., Ttaly - Manufacture and
packaging of drug product, responsible for batch
control and batch release.

PICKING FARMA, S.A. Spain - Secondary
packaging site

MEDICHEM, S.A., Spain - responsible for batch
control (except for microbiological tests) and
batch release.

4. Conducted studies:

yes no  ifno, justify

1) type of medicinal product, for which
registration has been conducted or
planned

it is a generic application.

The preparation meets the detenitin of a generic
medicinal products as defined in Article 10.1 (a)
(iii) of Directive 2001/83/EC, as it has the same
qualitative and quantitative composition of the
active substance as that of the reference
preparation, the same dosage form as the
reference preparation has since the product is
intended for intravenous administration, the
bioavailability of daptomycin is complete, and it
is no necessary to perform a bioequivalence study
and it is no necessary to perform clinical trial.

5. Full name of clinical trial, code
number of clinical trial

6. Clinical trial phase




7. Period of clinical trial conduction

8. Countries where clinical trial has been
conducted

9. Number of enrolled population

10. Aim and secondary goals of clinical
trial

11. Design of clinical trial -

12. Main criteria for enrollment -

13. Investigated medicinal product,
method of administration, strength

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

15. Concurrent therapy

16. Criteria for efficiency assessment

17. Criteria for safety assessment

18. Statistical methods

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

20. Results of efficiency -

21. Results of safety -

22. Conclusion (assesment) //" o ,_?\.\‘
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Honatox 30

1o ITopsnxy npoBeneHHs eKCIEPTH3H
peecTparniifHux MaTepiaiiB Ha JIiKapchKi
3aco0u, 10 ONAOTHCS Ha ACPKaBHY
peecTparito (lepepeecTpartito), a Takox
EKCIEPTU3H MaTepialliB IPO BHECECHHS]
3MIH JI0 PEECTPAIlifHUX MaTepiaiB
IIPOTSITOM JIii peecTpauiiftHoro
IIOCBIJYEHHS

(nyskT 4 pozginy IV)

3BIT

po KJiHIYHe BHNIPOOYBaHHA

1. Hasgra nikapcbkoro 3aco0y (3a HassBHOCTI
- HOMEp PEECTPaLifHOTO MOCBIIUCHHS)

Jantominun-Bicra, siogitizoBanuii mopomox
J19 po34MHy A in'ekniit ado ingy3iit mo 350 mr
Ta 500 Mr

2. 3agBHUK

Micrpan Keniran Menemkment Jlimiten, Aarmis

3. BupobHuk

[lopHMii AKI BHPOOGHMITBA, Y TOMY YHCII
BinoBinanbHMi 32 BUIYCK cepii:

XIKMA ITAJIS C.ILA., ITanin

Bropunne nakyBaHHS:

[IIKTHI' ®APMA, C.A., Icnanis

KonTpoJn sikocTi cepii (kpim mikpo0iosorivanx
MOKA3HHKIB) Ta BiANOBIAaMLHAN 32 BUITYCK
cepii:

MEIIYEM, C.A., Icnanin

4. IIpoBeneHi OCITIIKEHHS:

Tak Hi  SKIO Hi, 00IpyHTYBaTH

1) Tun sikapceKoro 3ac00y, 3a IKAM
mpoBoamIacs abo IIaHYETHC PEECTPAILiA

I'enepuuHmii Jikapcbkuii 3aci6

[Ipenapar BignoBigac BU3HAYEHHIO T€HEPHYHOI0
JMiKapcbKOro 3acoly ik BU3Ha4YeHo y CraTTi
10.1(a) (iii) JupexTusu 2001/83/EC, ockinbku
Mae€ Tol caMuil IKiCHHUH Ta KUIBKICHMH CKJaz 3a
TiX0YMMH PeYOBHHAMH, IO i pedepeHTHHHA
npenapar, Ty camy JikapcbKy dopmy, mo i
pedepeHTHHI NpenapaT Ta NPU3HAYEHHI 119
BHYTPIIIHE0BEHHOT 0 BBEICHHS, TOMY
0iogocTynHicThL JaNTOMIHHY MOBHA 1 caMe TOMY
NOCJTiIsKeHHS 3 0i0eKBIBAIEHTHOCTI IPOBOAUTH
He NOoTPi0HO Ta KJIHIMHI BUIPOOYBaHHSA
NPOBOJUTH He NOTPiGHO.

5. IloBHa Ha3Ba KIIiHiYHOTO BUNPOOyBaHHS,
KOZIOBaHW HOMEp KIiHIYHOTO
BUIIPOOYBaHHS




6. daza KIiHIYHOrO BUNPOOyBaHHS

7. Tlepion mpoBeAeHHs KIiHIYHOTO
BUIIpOOYBaHHS

8. Kpaiuu, e mpoBoauiIocs KiliHiuHe
BUIIPOOYBaHHA

9. KinbkicTh DOCTIKYBaHAX

10. Mera Ta BTOpHUHHI LTI KITIHIYHOTO
BUTIPOOYBAHHS

11. JIuzaify KIiHIYHOTO BUIIPOOYBaHHS

12. OcHOBHI KpuTeEpii BKIIOUEHHS

13. HocmimkyBanwuii Tikapchkuii 3acib,
crmocib 3acToCyBaHHS, CHIIA Jii

14. ITpenapat nopiBHAHHA, D034, CIIOCI0
3aCTOCYBaHHS, CHJIa Jil

15. CymytHs Teparmist

16. Kpurepii ominku edpeKTHBHOCTI

17. Kputepii ominku 6e3nexu

18. CraTtucTryuni METOIH

19. lemorpadidHi MOKa3HUKA
OCITiIKYBaHOT TOIYNALil (CTaTh, BIK,
paca, TOIO)

20. Pe3yneTaT eheKTUBHOCTI

21. Pesyneraru 6e3nexu

22. BUcHOBOK (3aKIIFOYEHHS)

3asgBHUK (BIaCHHK
PEECTPAIliTHOTO TIOCBITYEHHS)

(i mmec)

(IL. L. B.)

Lieli dokymeHnm nepeknadeHo Ha YKPaiHCbKY mosy nepexknadavem beznapaH AHyw ApymioHI8HOKO
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