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)

CARDONAT L-CARNITINE, solution for injection
lg/5ml

2. Applicant

SPERCO INTERNATIONAL LIMITED,
Cyprus

3. Manufacturer

WORLD MEDICINE ILAC SAN. VE TIC.
A.S., Turkey

planned

4. Conducted studies: yes mno if no, justif.
1) type of medicinal product, for which
registration has been conducted or generic

5. Full name of clinical trial, code number

method of administration, strength

of clinical trial P
6. Clinical trial phase INA
7. Period of clinical trial conduction INA
8. Countries where clinical trial has been
_ NA

conducted
9. Number of enrolled population NA
10. Aim and secondary goals of clinical

: INA
trial
11. Design of clinical trial INA
12. Main criteria for enrollment INA
13. Investigated medicinal product, NA




14. Reference product, dose, method of

administration, strength e
15. Concurrent therapy INA
16. Criteria for efficiency assessment INA
17. Criteria for safety assessment NA
18. Statistical methods INA

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

INA

20. Results of efficiency INA
21. Results of safety INA
22. Conclusion (assesment) INA

Applicant
(Registration Certificate holder)

i /-
VL % //(Sl gnature)

Dinfe Py r/§é/)/ %

N
(surname, name, father’s name)




Honmarox 30

o [Mopsnky IIPOBEICHHS
EKCIIePTH3H peecTpariftHux
MaTepiajiiB Ha JKapCchKi 3aco6w, 110
IOIAIOTECH Ha JepXKaBHY
peectpamito  (mepepeecTpariiio), a
TAKOXK eKCIIEPTH3H MarepiayiiB Ipo
BHECEHHS 3MiH [0 peecTpamiiiHux

Marepiaiis IIPOTATOM mii
peecTpaniifHoro IIOCBITYEHHS
(mynkr 4 poszainy IV)
3BIT
npo KjiaiHiYHe BUNPOOyBaHHS
1. Haspa nikapcbkoro 3aco0y (3a Kapgonar L-Kapnitun, po3unmH aas

HasSBHOCTI — HOMep peecTpauifiHoro | im’exmiit 1r/5 ma

TIOCBITICHHSA):

2. 3asBHHUK Coepro Intepuemna Jimiren, Kinp

3. BupoOHruk YOPJIA MEJAUIIUH 1IJIAY CAH. BE
TIOK. AL, Typuis

4. TIpoBejieH1 JOCITIKEHHS Tax = Hi (axmo Hi, TO 0OTpyHTOBATH)

1) Tun nikapcekoro 3aco0y, 3a sKAM | [eHepuyHMH JiKapchKuii 3aci®

MpoBOIMIIAcs ad0 MIAHYETHCS pPeeECTpallis

5. lloBHa Ha3Ba KIIHIYHOrO BHIIPOOYBaHHS,
KOJIOBHI HOMEp KIIHIYHOTO BHIPOOYBaHHS

Jani BigcyTHi

6. Daza KIiHIYHOTO BUIIPOOYBaHHS

JlaHi BigCcyTHI

7.8 [Tepion [IPOBEICHHS kiiniynoro | Jlaui BigcyTHi
BHIIPOOYBaHHS

8. Kpaium, pme mpoBomuiiocs KiiHiuHe | JlaHi BiACYTHI
BUIIPOOYBaHHS

9. KUIBKICTh TOCIIKYBAaHUX

Jani BigcyTHi

10. Mera Ta BTOpPMHHI Ul KIIHIYHOTO
BUNPOOYBaHHS

JlaHi BiacyTHI

11. JluzaiH KIiHIYHOTO BUIPOOYBaHHS

Jlani BincyTHI

12. OcHOBHI KpUTEPii BKIFOYCHHS

JlaHi BigCyTHI

13. locmimKkyBaHuit miKapchkuii 3acib, cnocid
3aCTOCYBaHHI, CHJIa il

Hani BigcyTHI

14. Tlpemapar mnopiBHSAHHS, [03a, CIOCiO

3aCTOCYBaHHS, CHJIA il

JaHi BicyTHI

15. CynyTHs Tepamis

Jani BiacyTHI

16. Kpurepii orinku eheKTHBHOCTI

Jlani BigcyTHI

17. Kpurepii oninku 6e3mnexu

MHani BincyTHi

18. CraTucTiumi METOIH

Jani BiacyTHI

19. Temorpadiyai MOKa3HUKH JOCIIKYBaHO1
nonyJisii (cTarh, BiK, paca, TOUIO)

Jlani BigcyTHI

20. PesyapTati eeKTHBHOCTI

Jlani BiJiCyTHI

21. Pesyibraru Oe3neku

Jlani BiACYyTHI




| 22. BucroBok (3aK/rOYeHHs) | Iani BiCYTHI 7

3asiBHHK %f///fl//

(BmacHHMK peecTpalifHOro MOCBIMYEHHS) / (ni;mg) ;
HLELELEENE) Forecéd

(npizBuie, iM’s1, imM'st 110 GaTHKOBI)



Annex 29

to the Order of expert

evaluation conductio 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):

CARDONAT L-CARNITINE, solution for injection
lg/5ml

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

It is a generic application

2) conducted studies

yes mno if no, justif.

The product meets the definition of a generic
medicinal products as defined in Article 10.1 (a) (iii)
of Directive 2001/83/EC as amended, since it has
the same qualitative and quantitative composition of
the active substance with reference product , the
same dosage form with reference product, no
preclinical studies were performed.

2. Pharmacology: INA
1) primary pharmacodynamics INA
2) secondary pharmacodynamics INA
3) safety pharmacology INA
4) pharmacodynamic interactions INA
3. Pharmacokinetics:

1) analytical methods and reports on their
validation e
2) absorption INA
3) distribution INA
4) metabolism NA
5) elimination INA
6) pharmacokinetic interactions NA
(preclinical)

7) other pharmacokinetic studies INA

4. Toxicology:




1) single use toxicity INA

2) repeated doses toxicity INA
3) genotoxicity:
in vitro P
in vivo (including additional assessment
o s INA
on toxicokinetics)
4) cancerogenicity: INA
Long-term studies NA
Short-term studies NA
or medium-term studies
Additional studies INA
5) reproductive and developmental
L NA
toxicity:
Effect on fertility and early embryonal
INA
development
embryotoxicity INA
Prenatal and postnatal toxicity INA

Studies where the product is administered
to offspring (immature animals) and/or  [NA
remote effect is estimated

6) local tolerability INA
7) additional toxicity studies: INA
antigenicity (formation of antibodies) INA
immunotoxicity INA
study of mechanisms of action INA
drug dependence INA
metabolite toxicity INA
impurity toxicity NA
other INA

5. Conclusions regarding preclinical study [NA

Ao

Applicant 31gnat
(Registration ertificate holder) /ﬂa s L/ e ) pas,

(surname, name, father’s name)
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i () [Topsaxy IIPOBEICHHA
EKCIIEPTH3U peecTpanifuux
MarTepialiB Ha JiKapceki 3acobu, 1o
II0JJat0THCS Ha JEepIKaBHY
peectpaniro  (mepepeecrtpaiiio), a
TaKO’k EKCIIEPTH3H MaTepiaiB Ipo
BHECEHHS 3MIH J0 peecTpamiiHuX

MarepianiB IIPOTSTOM mit
peECTpaniifHOTO MIOCBITUCHHS
(myHKT 4 po3miny IV)
3BIT
IpPo AOKIiHIYHI T0CTiTKeHHA
1. HazBa nikapcekoro 3aco0y (3a Kapaonar L-Kapnitan, posunmH aasa

HasBHOCTI
IIOCBIAYEHH):

HOMED  pPEeECTpariiiHoro

i’ exuii 1r/5 ma

1) tun nikapcekoro 3aco0y, 3a SAKHM
poBo;Triacs abo MIaHYEThCs peecTpallis

['enepuunmii TiKapchbKuit 3aci6

2) poBeJieHi OOCITiKeHHS

Tax  w Hi (saxmo Hi, To 06rpyHTOBATH)
[Tpemapar BiAOBiTae BU3HAYCHHIO
IEHEPHUYHOTO JIIKAPCHKOTO 3aco0y sk
pusHaueno y Crarti 10.1(a) (iii)
Hupextusu 2001/83/EC, ockinbku Mae TOH
caMH# SIKiCHWH Ta KiTBKICHAHN CKIIaz 3a
JUIOYMMH PeYOBHHAMH, 0 H pedepeHTHU
Impemnapar, Ty camy JikapceKy ¢opmy, 1o #
pebepeHTHH I mpenapar), ToMy JIOKITiHIYHI
BJIACHI JOCIIHKEHHS HE IIPOBO/IIIINCE.

2. GapMmakoJIoris

Jani BincyTHI

1) nepBuHHA (hapMaKOTHHAMIKA

Jani BigcyTHI

2) BTOpHHHA (hapMaKoIHHaMiKa

Jani BigcyTHI

3) dapmakooris 6e3nexu

Jani BincyTHi

4) (hapMakogHHAMIYHI B3aeMOIil

Jani BigcyTHI

3. ®apmaKoKiHETHKA!

1) aHamiTAYHi METOAMKH Ta 3BITH INOJO IX
Baigail

Jani BincyTHI

2) BCMOKTYBaHHSA

JlaHi BincyTHI

3) po3mozin

Jlani BifzcyTHI

4) meTaboutizm

JlaHi BiICyTHI

5) BUBEJIEHHS

Jlani BifcyTHI

6) hapMakoKiHETHYHI B3a€MOJIi (TOKTiHiTHi)

Jlaui BijicyTHI

7) inmm (hapMaKoKiHETHYHI JTOCTiDKEHHS

Jlani BigicyTHI

4. TOKCUKOJIOTiS:

1) TOKCHYHICTE
BBEJICHHS

y pa3l OIHOPA30BOIO

Jani BigcyTHI

2) TOKCHYHICTB Y pa3i IOBTOPHHX BBEJEHD

Jlaui BicyTHI




3) reHOTOKCHYHICTh
In vitro

Jani BigcyTHi

In vivo (BKIIOYAIOMH IOJATKOBY OLIHKY 3
TOKCHKOKIHETHKH)

Hani BiacyTHI

4) KaHIIEPOTE€HHICTE:

JlaHi BiACYTHI

JIOBFOCTPOKOBI JTOCI IDKEHHS

Jani BigcyTHi

Koportkocrpokosi IOCTIDKEHHS abo

JIOCIIJKEHHSI CEPEIHBO1 TPUBATIOCTI

Hani BijcyTHi

JlonaTkoBi TOCiKEHHS

Jani BigcyTHi

5) penpoayKTHBHA TOKCHYHICTE T4 TOKCHYHH I
BIUIMB Ha PO3BHUTOK IIOTOMCTBA:

Hani BigcyTHI

Brmums  Ha  deprumpHicTh i
eMOpiOHATBHHM PO3BHTOK

paHHii

JaHi BifcyTH1

eMOpiOTOKCHYHICTB

JlaHi BifcyTHI

[IpenaranbHa i HOCTHATATEHA TOKCHYHICTh

Hani BigcyTHI

JlocmikeH s, IPH AKX Iperapar YBOIUThCA
IOTOMCTBY  (HECTaTeBO3PLIMM  TBapHHAM)
Ta/ab0 OIIHIOETHCS BiManeHa mis

Hani BigcyTHI

6) MicreBa IePEeHOCHMICTh

Jani BigcyTHi

7) MODATKOBI OCITIKEHHS TOKCHYHOCTI

Jaui BijncyTHi

AHTHTEHHICTD (YTBOPEHHS aHTHTLI)

Jaui BigcyTHi

IMYHOTOKCHYHICTh Jlani BigcyTHI
JlocnipKeHHs MeXaHi3MiB il Jlani BicyTHI
JlikapchKa 3aJIeKHICTh JlaHi BiicyTHI

ToxcuunicTs MeTaboITIB

Jlani BijgcyTHI

ToxcruuicTs OMIIIOK

Jlani BiiCyTHI

1HIIE

Jlani BijicyTHI

5. BUCHOBKH 100 JOKJIIHIYHOIO BHBYEHHS

Jani BincyTHi

3asBHUK
(BJIACHHK PEECTPALiHHOIO IOCBIIUEHHS)

,M’//

/////{//ff

m).‘r,nnc

(leBBI/IH.Ie, iM’s1, iM'st 10 GaThKOBI)
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