Non-Clinical Trial Reports

1. Name of the medicinal product OLIDETRIM D3 forte
(number of registration certificate, if
available):

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

2) Trials conducted yes C no

The medicinal product OLIDETRIM D3 forte 10 000 IU capsules soft capsules has been qualified as
well-established product and as a medicinal product containing an active substance which has been in
well-established medicinal use.

Therefore MAH shall not be required to provide results of pre-clinical tests and clinical trials.
Non-clinical overview (module 2.4) has been prepared on the basis of published scientific literature.

|2. Pharmacology: |L ’
|l) primary pharmacodynamics Not applicable ]
|2) secondary pharmacodynamics Not applicable 7
[3) safety pharmacology Not applicable \
{4) pharmacodynamic interactions HNot applicable |

|

[3. Pharmacokinetics:

1) analytical procedures and reports

on their validation Not applicable

{2) absorption Not applicable —I
[3) distribution | Not applicable ]
‘4) metabolism " Not applicable
iS) excretion ||Not applicable

6) pharmacokinetic interactions (non-
clinical)

|7) other pharmacokinetic studies j|Not applicable
4. Toxicology:

Not applicable

1) Single dose toxicity HNot applicable
2) Repeated dose toxicity T|Not applicable
3) Genotoxicity:

Not applicable
in vitro
sessment on tosieokineties) oL epplicabl

B) Carcinogenicity: “
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long-term studies ”Not applicable —I
short-term studies or mid-term studies ||N0t applicable

ladditional studies |[Not applicable

5) Reproductive and developmental

toxicity:

effects on fertility and early

embryonic development Mot applicable

lembryotoxicity Not applicable

prenatal and postnatal toxicity “Not applicable

studies in which medication is
administered to the offspring

(immature animals) and/or long-term iakapplaiiol;

effects are assessed

Lﬁ) local tolerance ”Not applicable ‘

|7) additional toxicity studies: T| Not applicable

lantigenicity (antibody response) HNot applicable

|immunotoxicity ]|Not applicable —I

lstudy of the mechanisms of action | Not applicable

Idrug dependence |Not applicable

’toxicity of metabolites Not applicable |

|t0xicity of impurities Not applicable |

[other |[Not applicable i
|

/5. Conclusions on non-clinical studﬂ[Not applicable

Applicant (Marketing (signature)

Authorization Holder)
Magdalena Klein-Ramotowska

(full name)

P
OUPEKTOP AEMAPTAMEHTY
PEFYAATOPHUX TNHTAHD

YYPYTA 1.M.




3BIT
PO JOKTiHIYHI J0caiTKenns

I. Hasea nikapcbkoro 3acoby (3a Hasseocti -| QIIJETPHM® J[3 ghopme
HOMEp PeECTPaLiHOrO NOCBIAUEHH):

) munm  nikapcekoro 3acoly, 3a  skuM|Jlikapebkuii 3aci6 3 106pe BUBUEHHM MEUUHAM 3aCTOCYBAHHAM
npososuacs abo naaHyeTbes peecTpais

2) npoBeaeHi oCiIKEHHS Tak Hi X

Jlikapebkuii 3aci6 OJIJIETPHM® JI3 gopme, 10000 MO, m’sxi kancynu, KBaliikyeTbest SIK MPOAYKT 3 J100pe
BHUBYEHMM ME/IMUHMM 3aCTOCYBAHHSM I K JIIKAPChKUIA 3aCiD, 110 MiCTHT J1iI0Uy peqoBHHY, 106pe BiIOMY B MEAHLIMHI.
BianosinHo, Biacuuk peecrpauiiiHoro noceinueHHs He 3060B's3aHuii HanaBaTH pPe3yNbTaTH JOKIIHIUHHAX TECTIB Ta
KJIIHIYHUX BUTIPOGYBaHb.

JlokninivHmi orasa (Moayns 2.4) MiATOTOB/IEHO HA OCHOBI OMYGIIiIKOBAHOT HAYKOBOT TiTEpaTypH.

2. @apmakoJioris:

1) nepBuHHa apMakoaHHaMiKa He 3acrocosano
2) BToprHHa (papMakoaHHaMika He 3actocosano
3) dapmaxonoris 6esneku He 3acTocoBano
4) apmakoamMHaMiuni B3acmoit He 3acTocoBano

3. dapmakokiHeTHKA:

1) aHaniTHUHI MeTOAMKM Ta 3BiTH wopo ix|He 3acTocoBaHo

BaJigaL’

2) BCMOKTYBaHHs He 3acTocoraHo
3) poznoain He zactocorano
4) meTabonizm He 3acrocopano
5) BUBEJEHHA He 3acTocoBano

. . . He 3acTocorano
6) hapmMakoKiHeTHUHI B3acMOIii (Hek1iniuHi)

7) iHWi (hapMaKoKiHETHYUHI TOCJIiDKEHHS He 3acTocoBaHo

4. Tokcukonoris:

1) TokeuunicTs y pasi ogHopaszosoro peeaenns |He 3acTocoBaHo

2) TOKCHYHICTb Y pa3i MOBTOPHHX BBE/IEHb He 3acrocosano
3) reHOTOKCHUHICTB: He 3acTocopano
in vitro

in vivo (ekmouarouum JonaTkoBy ouinky 3|He 3acTocoBano
TOKCHKOKIHETHKH)

4) KaHUEPOTEHHICTh:

JIOBTOCTPOKOBI JIOCTi [UKEHHS He 3actocosato

KOPOTKOCTPOKOBI JOCIIKEHHS a6o|He 3actocoBano
JOCJIDKEHHA CepeaHbOT TPHUBAJIOCTI

JI0JIATKOBI JIOC/I1PKEHHS He 3actocoBano

5) PeNpolyKTHBHA TOKCHYHICTb Ta TokcHummii|[1€ 38CTOCOBAHO

BIUIMB Ha PO3BUTOK MOTOMCTBA:!

BIJIUB Ha bepTHIBHICTD i panniii|He 3acrocosano :
eMOpioHa/IbHHI PO3BHTOK ‘(MPEHTOP 1EN
eMOpIOTOKCHUHICTh He 3aCToc$Wn ;
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MpeHaTalibHa | NOCTHATAIbHA TOKCHUHICTh

He 3acrocosano

NOCTiIXKEHHS, TIPH SKUX [pernapar yBOJUTHCS
MOTOMCTBY (HECTATEeRO3PLITUM TBapUHaM) Ta/abo

OLIIHIOETHCH BifaneHa ais

He 3acTocoBano

6) MicLeBa MEPEHOCHMICTh

He 3actocoeano

7) ROAATKOBI NOCIIIPKEHHS TOKCHYHOCTI:

He 3acrocorano

AHTHIEHHICTh (YTBOPEHHS AHTHTIN)

He 3acTocorano

IMYHOTOKCHYHICTb

He 3acTocosano

JIOCJIDKEHHSA MEXaHi3MiB mil

He 3acTocosano

JiKapChKa 3a/eKHICTh

He 3acTocorano

TOKCHYHICTE METabOITIB

He 3actocorano

TOKCHYHICTE 1IOMILIOK

He zacTtocorano

iHe

He 3acTrocorano

5. BucHoBKH 110710 JOKJTiHIYHOrO BUBYEHHS

He 3acTtocoBano

3assBHMK (BIACHHK
peecTpaliiHoOro 1ocBia4eHHs)

(nionuc)

(nmigmuc)

Marpanena Knein-Pamoroscka (Magdalena Klein-Ramotowska)

(I 1. B.)

7
AWPERTOP RENAPTAMENTY
PEFYAATOPHHX NHTAHD
YYPYTA i.M.

ek T e f
Hepntump &

orCOc. 2eorz




Clinical Trial Report

1. Name of the medicinal product (number of OLIDETRIM D3 forte
registration certificate, if available)
2. Applicant Pharmaceutical Works “POLPHARMA” S.A.

Manufacturer (batch release site):

Zaktady Farmaceutyczne POLPHARMA S.A.
Oddziat Medana w Sieradzu

ul. Polskiej Organizacji Wojskowej 57
98-200 Sieradz, Poland

3. Manufacturer
Site of manufacture (manufacture, packaging,
quality control testing):

Zaktady Farmaceutyczne POLPHARMA S.A.
Oddzial Medana w Sieradzu

ul. Polskiej Organizacji Wojskowej 57
98-200 Sieradz, Poland

4, Trials conducted: yes B s If not, substantiate

The medicinal product OLIDETRIM D3 forte 10000 IU soft capsules has been qualified as well-established
product and as a medicinal product containing an active substance which has been in well-established
medicinal use.

Therefore MAH shall not be required to provide results of pre-clinical tests and clinical trials.
Clinical overview (module 2.5) has been prepared on the basis of published scientific literature.

1) type of the medicinal product, by which

registration was conducted or planned Not applicable

5. Full name of the Clinical Trial, clinical trial

il Not applicable
[6. Clinical trial phase Not applicable
J?. Period of the clinical trial Not applicable

8. Countries where the clinical trial was

conducted Not applicable

|9. Number of study participants ”ﬁot applicable

10. Goal and secondary objectives of the clinical

trial Not applicable

’il. Design of the clinical trial Not applicable
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UZ. Main inclusion criteria ”Not applicable

13. The investigational medicinal product, .

method of administration, strength Hebephsanls

14. Comparator, dose, method of administration, Notapplicable

strength
|15. Concomitant therapy HNot applicable l
16. Efficacy evaluation criteria \B\Iot applicable —|
17. Safety evaluation criteria HNot applicable

18. Statistical methods W\Not applicable

19. Derpographlc characteristic of study Not applicable

population (gender, age, race, etc.)

20. Efficacy results "Not applicable ‘
21. Safety results | Not applicable |
22. Conclusion ||Not applicable —|

(signature)

Applicant (Marketing
Authorization Holder)

Magdalena Klein-Ramotowska

(full name)
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3BIT
PO KJIiHIYHEe BHIPOOYBAHHS

1. Ha3ea nikapcbkoro 3acody
(3a HasiBHOCTI - HOMEP
peecTpaLiHHOroO NOCRiTHEHHS)

OJIJIETPHM® J]3 ghopme

®apmanerTuuHui 3apoz “TIOJIbB@APMA™ C.A.

2. 3asBHUK
BupobHuk (1inbHHULS, BIANOBIgaTbHA 3@ BUIYCK cepil):
@apmauesTnunni 3ason “TIOJIbAPMA™ C.A.
Biguin Mepana B Cepanzi
ByJ1. [Tonecekoi Opranizauii Bificekosoi, 57
98-200 Cepangz, lMonbina

3. BupoGHux

JinsHuug, BiNOBijanbHa 32 BAPOOHHLITBO (BUTOTOBJIEHHS, IAKYBAHHS, BUNPOOYBaHHS
B PAMKAaX KOHTPOJIKO SIKOCTI)

®apmanepTnunuii 3asoa “IIOJIbAAPMA” C.A.
Binnin Menana B Cepangzi

ByJ1. [Tonbebkoi Opranizauii BiiicskoBoi, 57
98-200 Cepangs, [osbiua

4. IlpoBeneni nocnigKeHHs

TaK __ Hi X  Skwo Hi, 00rpyHTyBaTH.

Jlikapewkubt 3aci6 OJIIJETPHM® JI3 gopme, 10000 MO, m’axi xancyau, ksanidikyeTbes sk NPoayKT 3 noGpe
BUBYEHUM MEIMYHHM 3aCTOCYBAHHAM i SIK JIIKapchkuit 3aci0, 1O MICTHTS 1i04y PEHOBHHY, 100pe BiZlOMY B MEIHLIMHI.
BinnoginHo, BracHuk peectpaliiiHoro nocsigdeHHs He 3000B'3aHMI HaJaBaTH pe3yJIbTaTH JOKTiHIYHUX TECTIB Ta

KAIHIYHHUX BUIIPOOYBaHb.

Kniniunuit ornan (Mosynib 2.5) NiAroToB/I€HO Ha OCHOBI OMy0IiKOBAaHOT HAYKOBOT JIiTEpaTypH.

1) Tun nikapcekoro 3aco0y, 3a
SIKUM MpoBoauiIacs abo
TUIAHYETLCS peccTpallis

He 3actocosano

5. IloBHa Ha3Ba KI{HIYHOTO
BUNPOOYBaHHSI, KOIOBaHHIA
HOMEP KJiHIYHOro
BUNPOOYBaHHS

He 3actocosano

6. ®asa kniniyHoro
BUNIPOOYBaHHs

He 3acTocoBaHo

7. Ilepion npoBenenHs
KJIIHIYHOTO BUMPOOYBaHHS

He 3acrocoBano

8. Kpainu, n1e npooaunocs
KJIiHiYHE BUNpoOyBaHHsA

He 3actocoBaHo

9. KinbkicTs 10OC/TIKYBAHHUX

He 3actocoaHo

10. MeTa Ta BTOPHHHI LiJi
KJIIHIYHOro BUNPOOyBaHHS

He 3acrocosaHo

11. JuzaiiH kaiHiuHOro
BUIIPOOYBaHHS

He 3acTocoBaHo 74
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12. OcHoBHI KpuTepil He 3acTtocoBano
BKJTKOUEHHS

13. Hocnimxyranuii He sacTocoBaHo
nikapceKuii 3aci6, cnocid
3aCTOCYBaHHS, CHIIA JIil

14. Ilpenapat nopiBHSHHS, He zacTocoBano
J103a, crocid 3acTocyBaHHH,

cuna mit

15. CynyTHs Tepanis He 3actocoBano
16. Kputepii ouinku He 3acTtocoBaHo
e(heKTHBHOCTI

17. Kpurepii ouinku Gesnekn |He 3acTtocoBano

18. CraTHCcTHYHI METOAH He 3acTocoBano

19. Jlemorpadiuni noxaznuxu|He 3acTocorano
JOCHIDKYBaHOT TOTY ST
(crats, BiK, paca, TOLLO)

20. Peaynbratn eextBHOCTI |He 3acTocoBaHo

21. Pesynbratn Oe3neku He 3acrocoBano

22. BucHoBok (3axmouenns) |He 3actocosano

(nionuc)

3asBHUK (BIACHUK (mignuce)
peecTpaLifHOro NOCBIUEHHS) Marpanena Knein-Pamortoseka (Magdalena Klein-Ramotowska)
(I. L. B.)
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