Hoparok 29

1o [Mopaaxy nporenenna excreprian peecTpauifingy matepianis Ha Nikapcski 3aco0M, WO TOARIOTLC Ha NEARHY PeceTpaLii
(nepepecctpauii), a Takok cxeneprian Matepianis MPO BHECEHHS IMiH 10 peecTpalifiuux mMaTepianis npoTarom it peccTpaliitnoro

NOCEITYSHHEA
(nymer 4 pozainy IV)

3BiT npo Jokainivxi gocaiKeHHER

1. Ha3sa nikapcekoro sacoGy (3a
HasgBHOCTI - HOMEp peecTparilinoro
MOCBiIMeHHs ):

TOTHIEM

1) Tan nikaperkoro 3acoby, 3a skaM
nposoauiaca ado nnaHyerscs
peecTpailis

Jlixaperkuii 3aci6 3 706pe BHBYCHUM MeTHIHUM
3aCTOCY BAHHAM

2) nposeneni noctigmenHs C
OGrpyutysanus:

TaK B wi SAKIIO Hi, 06TpyHTYBaTH

Jlikapcekuit 3aci6, sxuii Mae 106pe BHBYeHE sacTocyBanHs. Bignosigno no sakoHogasctsa
JOKIIHIYHI JOCTI ke H S He 3ACTOCOBYIOTECA JUTA TAKOTO THITY JIKapCHKOro 3acofy, TOMY BOHO
HE nposoaunocs. Moxyis 4 peccrpaniiinoro gocee MictiTs ani BUITOBLIHHMX TOKIiHIYHMY
JOCIJPKEHE 3 omy6J1ikoBanoi Haykosol TiTEpaTypH.

2. ®apmakonoris:

1) nepeunna dhapmarkoauHaMika

2) sropunna gapMaxouHAMIKA

3) apmaxonoris Gesmexn

4) papmaxommHamiuni B3aeMorii

3. DapmakokineTHKa:

1) ananiTHani MeToMKy Ta 3BiTH moI0
ix Bamigamii

2) BCMOKTYBaHHS

3) poznmogin

4) meraboniam

5) BHBeeHHA

6) dhapmakokineTHyni paaemomii
(JoxminiyHi)

7) iHwi (hapmakokineTHuHi KoCTi mreH S

4, Tokeuxonoria:

I} TokenuHicTs v pasi omopasororo
BBEJICHHA

2) TOKCHUHICTE ¥ pasi IOBTOPHHX
BBEJICHD

3) reHOTOKCHYHICTE:
in vitro

in vivo (BKIOMa0UH 10MaTKORY OLLIHKY 3
TOKCHKOKIHETHKH )

4) KaHlepPOTeHHICTh:

JIOBrOCTPOKOBI IOCHJKEHHS

KOPOTKOCTPOKOBI JIOCTIEKeHHA a60
JOCTLDKEHHS CepeHLOl TPHBATOCT]

IOIATKOBL JOCTITKeHHS




3) penpoIyKTHRHA TOKCHYHICTh Ta
TOKCHYHHH BIIJIHB HA PO3BHTOK
NOTOMCTEA:

BIUTHE Ha (DePTHIBHICTE i pannii
eMOpioHANEHHI PO3IBHTOK

eMOpiOTOKCHYHICTE

NpeHATANBHA | TOCTHATAIBHA
TOKCHYHICTE

JOCITAEHHS, IPH AKHX TIPENapar
YBOTHTECH I0TOMCTBY (HeCTATEBO3PITHM
TBapHHAM) Ta/ab0 OUiHIOETECA BiLganena
aig

6) Miciesa NepeHoCHMICTE

7) MOAATKOBI NOCHiDKEHHA TOKCHYHOCTI:

AHTHICHHICT (YTBOPEHHSA AaHTHTIN)

IMYHOTOKCHHYHICTE

JIOCTIKEHHS MEXaHI3MIB TiT

TiKapchKa 3aleKHicTh

TOKCHYHICTh MeTabo i TiR

TOKCHYHICTE TOMIIIOK

IHIIE

5. BHCHOBKH 100 JOKITIHIYHOMD
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Annex 29

to the Procedure of registration materials examination of medicinal products,
submitted for state registration (re-registration),

as well as expert review of material for changes to registration materials
during the validity of the registration certificate

(art. 4, section 1V)

Preclinical research report

1. Name of medicinal product (if available - TOTYLEM
number of registration certificate):

1) the type of medicinal product for which the A well-established use medicinal product
registration was made or planned

2) the undertaken study: 0 yes » no A well-established
medicinal product.

Due to regulations a
preclinical study is not
applicable for such type
of the medicinal product
and so it has not been
conducted. Module 4 of
the registration dossier
contain data of relevant
preclinical studies from
published scientific

literature,
2. Pharmacology: NA
1) primary pharmacodynamics NA
2) secondary pharmacodynamics NA
3) safety pharmacology NA
4) pharmacodynamic interactions NA

3. Pharmacokinetics:

1) analytical methods and reports concerning  NA "
their validation ;,f}; ST
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2) absorption

3) distribution

4) metabolism

5) excretion

6) pharmacokinetic interactions (preclinical)

7) other pharmacokinetic studies

4, Toxicology:

1) single-dose toxicity

2) toxicity in case of repeated injections
3) genotoxicity:

in vitro

in vivo (including additional toxicokinetic
assessment)

4) carcinogenicity:

long-term studies

short-term or medium-term studies

additional research

5) reproductive toxicity and toxic effects on

offspring development:

impact on fertility and early embryonic
development

embryotoxicity

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA
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prenatal and postnatal toxicity NA

studies in which the medicine is administered NA
to offspring (non-mature animals) and/or
evaluated for long-term effects

6) local tolerability NA
7) additional toxicity studies: NA
antigenicity (antibody formation) NA
immunotoxicity NA
study of mechanisms of action NA
drug dependance NA
metabolite toxicity NA
toxicity of impurities NA
other NA

Zaki NECHAD|

gl Pnarmacion Responsable
| Qualifiod Person

5. Conclusions on preclinical study

Applicant (holder of 1 ) | ABORATO ¢
registration (signature) I nDOTEC’H
certificate) Zaki NECHAD 24 INTERNATIONAL

_—'{Name) 4 22 AV ARISTIDE BRIAND

& 94110 ARCY EIL-FRANCE




Honarok 30

1o Tlopaaky NPoBeIeHHA eXcNepTHIN peecTpamifinnx Marepianis na nikaperki 3acofy, MO NOAMOTECA HA JepKaBHy PLECTPALIIo

(MepepeecTpaLiie), @ TAKDH CKCNEPTHIH MATEPIAIBE NP0 BHECEHHA 3MiH 10 peccTpauiinmx Marepianis npotaros uii peectpanifinoro
MOCEIMEHHA

(myHET 4 po3ainy 1V)

3BiT npo KaiHiyHe BHNPOOYBAHHSA

1. Hazea J]iKﬂ])CI::KOl"EI 3aca5}: (3a HasiBHOCTI - TOTWIEM

HOMep peecTpaliifiHOro NoCBi YeHHN)
JlaGoparopis Innotex [nTepHactiionans

2. BasBuuK 22 apemo Apicrin bpiitan, 94110 Apkef,
Opannis
InnoTepa Llyz3i

3. Bupobnuk Pio Pene HlanTepo, Hlyzi-ciop-Cic, Bamoap-
ciop-Cic, 41150, Opannis

4. ITposeneni DOCHITAKEHHA: O Tmax @ wmi AKIIO Hi, 00TPyHTYBaTH
OO6rpyHTYBaHHA:

Jikapcekuii 3aci0, sxuii Mae 100pe BUBUEHE 3aCTOCY BAHHS,

BianosigHo 10 3aKoHoJaBCTBa KIiHIYHE BHIpoOyBaHHS HE 3aCTOCOBYETHCA /14 TAKOTO THITY
nikapchKkoro 3aco0y, TOMY BOHO He IpoBoaunoca. Moayns 5 peecTpaliliHOro 10¢he MICTHTE
NaHi BIMOBIIHUX KITTHIYHHX JOCHiUKeHb 3 ony0IliKoBaHOT HAYKOBOI TITEPATYPH.

1) Tun nikapceKoro 3acofy, 3a AKUM Jlikapeskuii 3aci6 3 nodpe BUBUEHHM
NpoBOJIHIacy abo MIaHYETHCH PeecTparlis MeIHYHHM 3aCTOCYBAHHAM

5. IloBHa Hazea KniHiYHOTO BHNIPOOYBAHH,
KOZIOBaHMI HOMEp KJIIHIYHOTO BHIIpoGYBaHHA

6. aza kniniunoro BUNpoOYBaHHS -

7. [lepion npose/ieHHA KIiHIYHOTO
BHIPOOYBaHHA o S
8. Kpainu, ne npoBoaunocs KiiHiune
BHIIPOOYBaAHHSA

JalmaHOBaHAa: =

9. KineKicTh fOCTiKYBAHHX
(axTHuHA: -

10. MeTa Ta propuuHi mini KIiHIYHOTO
BHIIPOOYBAHHS

11, [Iusaiin kniHigHOTO BUNpOOYBaHHA -
12. OcHoBHI kpHTEpil BEMIOYEHHS -
13. Nocnimxyeanuii ikapesKuii 3acif,
croci6 sacTocysaHHs, CHla il

14. Ilpenapat nopisusuus, 1034, cnoci6
3ACTOCYBAHHA, CHNA il

15. CynyTH# Tepanis -
16. Kputepii oninkn edeKTHBHOCTI 5
17. Kputepii omiHki OeznexkH -

18. CrartHeTHYHI METOIH -
19. Ilemorpadivni noKazHHK# JOCIIKY BAHOT
MOy /AL (CTaTh, BiK, paca, TOII0)




20. PesynsTati epeKTHBHOCTI

21, Pesynbratn Oezneku

22. BUCHOBOK (3aK/BOYeHHs:)

3asBHHK (BIACHHK
peecTpaiifiHoro

MOCBiTHeHH)




D)

Annex 30

to the Procedure of registration materials examination of medicinal products.

submitted for state registration (re-registration),

as well as expert review of material for changes to registration materials

during the validity of the registration certificate
(art. 4, section ['V)

Clinical research report

1. Name of medicinal product (if available — number TOTYLEM

of registration certificate):

2. The applicant

3. Manufacturer

4. the undertaken study:

1) the type of medicinal produet for which the
registration was made or planned

5. Full name of clinical research. coded number of
clinical research

6. Phase of clinical research
7. Time frame of clinical research

8. Countries where the clinical research was
conducted

Laboratoire Innotech International
22 avenue Aristide Briand, 94110 Arcueil,
France

Innothera Chouzy
Rue René Chantereau, Chouzy-sur-Cisse,
Valloire-sur-Cisse, 41150, France

no A well-established
medicinal product,

O yes e

Due to regulations a
clinical study is not
applicable for such
type of the medicinal
product and so it has
not been conducted.
Module 5 of the
registration dossier
contain data of relevant
clinical studies from
published scientific
literature,

A well-established use medicinal product

NA

NA

NA
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9. The number of persons under investigation:

10, Purpose and secondary objectives of the clinical
research

11. Clinical research design

12. Main inclusion criteria

13, Test medicinal product, method of
administration, efficiency

14, Reference substance, dose, method of
administration, efficiency

15. Concomitant therapy

16. Efficacy evaluation criteria

17. Safety assessment criteria

18. Statistical methods

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

20. Efficiency results

21. Safety results

22. Conclusion (evaluation)

Applicant (holder of v/

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

NA

registration certificate)
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