Non-Clinical Trial Reports

1. Name of the medicinal product Cholecalciferol, 50 000 IU, capsules, soft
(number of registration certificate, if
available):

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

2) Trials conducted o yes E no

The medicinal product Cholecalciferol, 50000 IU, capsules, soft 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,
12. Pharmacology: “

1) primary pharmacodynamics |Not applicable ]
2) secondary pharmacodynamics Not applicable I
3) safety pharmacology |Not applicable I

|4) pharmacodynamic interactions “Not 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 I
5) excretion Not applicable
Sl)j l}:i}ca:aalir)nacokinetic interactions (non- Notaphlicabils
7) other pharmacokinetic studies ||Not applicable |
4. Toxicology: |
1) Single dose toxicity ‘] Not applicable |
|2) Repeated dose toxicity Not applicable |
3) Genotoxicity:

Not applicable

in vitro

in vivo (including additional

o e Not applicable
assessment on toxicokinetics) bp

|4) Carcinogenicity: “ |

llong-term studies lﬁot applicable l




[short—term studies or mid-term studies “Not applicable

ladditional studies

Not applicable

toxicity:

5) Reproductive and developmental

effects on fertility and early
embryonic development

Not applicable

embryotoxicity

”Not applicable

prenatal and postnatal toxicity

Not applicable

studies in which medication is
administered to the offspring

effects are assessed

(immature animals) and/or long-term

Not applicable

6) local tolerance Not applicable
17) additional toxicity studies: | Not applicable
lantigenicity (antibody response) INot applicable
Iimmunotoxicity .INot applicable

|study of the mechanisms of action

”Not applicable

|drug dependence

|E\Tot applicable

toxicity of metabolites

Not applicable

toxicity of impurities

Not applicable

Iother

| Not applicable

[5. Conclusions on non-clinical study ||N0t applicable
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3BiT npo aokaiHiYHI JocaipKeHAN

1. Hasea nikapcekoro 3acoby (3a waseHocTi -|OTIAETPHM® /{3 hopme 50 000 ), kancynu m’sxi 50000 MO
HOMEp PeeCTPaLiHOro MOCRiMYEHHS):

1) Tun nikapeekoro s3acofy, 3a  sxum|Jlikapebkuii 3aci6 3 1o6pe BUBYEHHM MEIHUHHM 3aCTOCYBAHHIM
nposoausacs abo niaHyeTbest peecTpaiis

2) TIposeneHi BunpoOyBaHHs Tak Hi X

Jirapevruii 3acio OJJYJETPHM® [3 gopme 50 000, m’sxi xancyau no 50000 MO,, xeanigikyemues s nNPOOYKM 3
Oobpe GuEHEHUM MEOUYHUM 3ACIMOCYBAHHAM | AK JikapcoKuil 3acif, wo micmunis oiouy pevyosuny, 0obpe gioomy 6
Meouyuni.

Bionosiono, Brachux peecmpayiiinozo noceiouenns ne 30606'a3anuii nadasamu pezynsmamu OOKIiHiHuY mecmis ma
KATHIYHUX UNPOBYGans.

Hexniniunuii 021s0 (modyne 2.4) nidzomoenieno na ocHosi onybnixoeanoi naykoeol nimepamypu.

2. ®dapmaxkooris:

1) neperiHHa (apmakoguHamiKa He nanaetecs
2) BropunHa (hapMakoIHHAMiKa He nanaerscs
3) dapmakonoris Gesnexn He Hanaerbes
4) papmakoauHaMiuHi B3aeMOiT He Hamaetbes

3. MDapmakoKiHeTHKA:

1) aHamiTHUHI METOMMKM Ta 3BITH IMOJAO iX He HanaeTses
Batiani

2) BCMOKTYBaHHS He HanaeTbes
3) po3nopin He HamaeTbes
4) metaboniam He napaetbcs
5) BUBEJICHHS He napaetbcs

) . He napaetscs
6) hapMakoKiHETH4Hi B3aeMOIiT (HeKTiHiuHi)

7) iHLi (papMaKOKIHETHYHI HOCIiPKEHHS He HagaeTscs

4, TokcukoJioris:

1) TOKCHYHICTB Y pa3i OIHOPA30BOr0 BBEACHHS He napaersca
2) TOKCHYHICTh Y pa3i NOBTOPHUX BBEJICHB He napaetbcs
3) reHOTOKCHYHICTB: He napaerscs
in vitro

in vivo (BKJIIOYAIOUM JIOJIATKOBY OLIHKY 3 He HapaeTbes

TOKCUKOKIHETHKH)

4) KaHLIepOreHHICTh:

JOBFOCTPOKOBI IOCITIIPKEHH s He nanaetbes

KOPOTKOCTPOKOBI JOCHiKEHHS abo He Hapaeteca
JOCIIKEHHs CepPeIHbOT TPUBAIOCTI

JI0[ATKOBI JOCTImKeHHs He Hanaerses

5) penpojyKTHBHAa TOKCHYHICTb TAa TOKCHYHHM
BIIMB HA PO3BHUTOK MOTOMCTBA:

BIUIMB  Ha  (EpTUIBHICTb i paHHiii He nanaetses
eMOpiOHAIBHHI PO3BUTOK

emOpioTOKCHUHICTS He Hamaerbes




NPeHaTaNkHA 1 NOCTHATAIEHA TOKCHUHICTE

He Hanaerbes

HOCIDKEHHS, TIPH SKUX [perapar yBOJWTHCS
[MOTOMCTBY (HECTATeBO3PiNKM TBapHHAM) Ta/abo
OLIiHIOETLCA Bilynanena mis

He HagaeTbes

6) MicuieBa MepeHOCHMICTh

He namaerscs

7) noJaTKOBI JOC/IIKEHHS TOKCHYHOCTI:

He Hanmaetbes

AHTHIeHHICTh (YTBOPEHHS AHTUTIN)

He nanmaerbcsa

IMYHOTOKCHYHICTB

He nanaernesn

IOCTiIKEeHHS MEXaHi3MiB aif

He napaetncsa

JliKapcbKa 3aJexHICTh

He Hapaetbes

TOKCHYHICTE METa0OMiTIR

He nanaetncs

TOKCHYHICTh JTOMIIIOK

He Hapaerbes

iHIIIE

He nanmactncs

5. BHCHOBKH 1110710 HEKJIIHIYHOIO JOCIIIKEHHS

He nanmaerbcsa

3aspHuk (BiacHuk peecTpaliiiHOro mocsigueHHs)

ANPEKTOPK A AENAPTAMEHTY:
PEFYRATOPHYY

YWYPYTA | .M.

(nionuc)

(mianuc)

Manroxzata BpyT)

(nosHe im's1)

it
4




Clinical Trial Report

1. Name of the medicinal product (number of
registration certificate, if available)

Cholecalciferol, 50 000 IU, capsules, soft

|2. Applicant

| Pharmaceutical Works POLPHARMA S.A., Poland

3. Manufacturer

Manufacturer (batch release site):
Pharmaceutical Works POLPHARMA S.A.
Medana Branch in Sieradz

10 W. Lokietka St, 98-200 Sieradz

Poland

Site of manufacture (manufacture, packaging, quality
control testing):

Pharmaceutical Works POLPHARMA S.A.

Medana Branch in Sieradz

57 Polskiej Organizacji Wojskowej St,

98-200 Sieradz

Poland

4, Trials conducted:

medicinal use.

C yes no If not, substantiate

The medicinal product Cholecalciferol, 50 000 IU, capsules, soft has been qualified as well-established
product and as a medicinal product containing an active substance which has been in well-established

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 qf the medicinal product, by which Not applicaiile
registration was conducted or planned
5. Full name of the Clinical Trial, clinical trial :
Not applicable
code
6. Clinical trial phase “Not applicable I
7. Period of the clinical trial HNot applicable 1

8. Countries where the clinical trial was
conducted

Not applicable

9. Number of study participants

||Not applicable

IQ. Goal and secondary objectives of the clinical Wotaplicble

trial

11. Design of the clinical trial leot applicable ]
12. Main inclusion criteria Not applicable —|
13. The investigational medicinal product, "

method of administration, strength atappimbic




14. Comparator, dose, method of administration, ;

Not applicable
strength
15. Concomitant therapy |Not applicable —|
16. Efficacy evaluation criteria |Not applicable j
17. Safety evaluation criteria ‘ Not applicable I
18. Statistical methods Not applicable ]
19, Den‘mgraphlc characteristic of study Not applicable
population (gender, age, race, etc.)
20. Efficacy results Not applicable
21. Safety results Not applicable
22. Conclusion Not applicable

Biowaiver justification (if applicable):

Malgorzata Brud

N(‘\,{ AV afec 'P) v 6,{
RA Business Partner

(signature)

Applicant (Marketing Malgorzata Brud
Authorization Holder)
Regulatory Affairs Business Partner

(full name)




3BiT npo kaiHiYHE BUNpoOyBanus

OJIIIETPHM® JI3 ghopme 50 000

1. Hasea nikapcekoro 3zacoby (3a (OLIDETRIM D3 forte 50 000)
HasBHOCTI - HOMep peecTpallifiHoro

MOCBiAYEHHS)

dapmauestuunuii 3apon “I[IOJIEAAPMA” C.A.
2. 3a9BHUK

Bupo6uuk (ninbuui, BianosigansHa 3a Bunyck cepii):

®apmaneprrynuii 3asoa “ITOJIbAPMA” C.A.
Binnin Menana B Cepajgi_
Byn. Bnagucnasa /loketka, 10, Cepaa3, 98-200, Monblua

3. Brpobuuk Hinonuys, eionogioanvHa 3a Gupobuuymeo (suzomoesnenns, NAKYEAHHA,

BUNPOBYEAHNS 8 PAMKAX KOHMPOIIO AKOCT)

@apmauesruunuii 3asoa “TIOJIbAPMA” C.A.
Binnin Menana B Cepansi

ByJ1. [Tonkebkoi Opranizauii Bificekosoi, 57
98-200 Cepans, [Tonbia

4. Ilposeneni BunpoOyBaHHA Tak Hi X  Skmo Hi, o6rpyHTYBaTH.

Jlikapeekuit 3aci6 OJTIIETPHM® J[3 gopme 50 000, m'axi, kancynu no 50000 MO, KBaMi(iKyeThCs K MPOAYKT 3
n00pe BUBUEHUM MEJMYHUM 3aCTOCYBAHHAM i sk Jikapebkuil 3aci6, mo mictuts mitouy pevoBHHy, 100pe Bigomy B
MeJHLIMHI.

Bianogiaxo, Biackuk peectpauiiiioro nocsiguenHs He 3060B's3aHuil HaTaBaTH pe3y/bTaTH AOKTIiHIYHHX TeCTiB Ta
KJIIHIYHHUX BUNPOOYBaHb.

Kainiunmii ornsa (Moaysnis 2.5) miarotosieHo Ha 0CHOBI ony6ikoBaHOT HAYKOBOT jTiTepaTypH.

1) Tan nikapcbkoro 3acoly, 3a AKUM

. |He zactocoBano
npogoaunacs abo NIaHyeTbCs peecTparis

5. [Moena Ha3Ba kiiHiyHoro|He 3acrocosano
BHUIIPOOYBaHHS, KOJIOBaHUH HOMeEp
KJIIHIYHOTO BUNIPOGYBaHHS

6. ®aza K1iHiyHOrO BUNpoOyBaHHs He 3acrocoBano

7. [Tlepion npoBeneHHs kaiHigHoro|He 3acTocoBaHo
BHUTPOOYBaHHS

8. Kpainu, ne npooamnocs kiiniune|He 3acrocosano
BUIIPOOYBaHHS

9. KinbkicTs JocmimukyBaHux He 3acTocoBano

10. Meta Ta BTOpMHHI Wi kiiHiuHoro|He 3acrocoBano
BUIIPOOYBaHHS

11. Jln3aitn kniniunoro BunpoGysanns  [He 3actocosano




12. OcHOBHI KpUTepii BKIKOYEHHS

He 3acTocoBano

13. JlocnimkyBaHuii mikapebkuii 3aci,
crnocib 3acTocyBaHHs, cuiIa Aii

He 3acrocosano

14. Tlpenapat nopiBHsAHHSA, 1038, cnocio
34CTOCYBAaHHA, cuna Jit

He 3acTtocoBaHo

15. CynyTHs Teparis

He 3acTocoBano

16. KpuTepii otiHkM e(peKTUBHOCTI

He 3acTocoBano

17. Kpurepif ouinku 6e3nexn

He 3acTocorano

18. CTaTHCTHYHI METOAU

He 3acTocoBano

19. Hemorpadiuni MOKA3HUKH
JocnijukyBanol nonynsuii (crath, BiK,
paca, ToLO)

He 3acTocosano

20. PezyneraTi e(peKTHBHOCTI

He 3acTocoBano

21. PezynpraTu 6e3nexu

He 3actocoBano

22. BUcHOBOK (3aK/ii04eHHs)

He 3acrocosaHo

3asaBHUK (BnacHuk peectpaiiiiHOro noceigueHHs)

R EA

(nionuc) y;f ic
(mianmc) TR
Manroskara bpyTt

(roBHe iM's1)

PETYAATOPHUX NHTAHb
YYPYTA | .M,




