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):

TAD-600

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

Medicinal product with well-established
medicinal use

2) conducted studies

yes mno ifno, justif.

As it is a medicinal product with well-
established medicinal application, preclinical
study are not required and non was performed.

2. Pharmacology:

N/A

1) primary pharmacodynamics IN/A
2) secondary pharmacodynamics  [N/A
3) safety pharmacology N/A
4) pharmacodynamic interactions  [N/A

3. Pharmacokinetics:

1) analytical methods and reports on
their validation

N/A

2) absorption IN/A

3) distribution IN/A

4) metabolism IN/A

5) elimination IN/A

6) pharmacokinetic interactions

e IN/A

(preclinical)

7) other pharmacokinetic studies  [N/A
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4. Toxicology:

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

Studies where the product is
administered to offspring (immature

animals) and/or remote effect is R4
estimated

6) local tolerability NA
7) additional toxicity studies: NA
antigenicity (formation of NA
antibodies)

immunotoxicity NA
study of mechanisms of action NA
drug dependence INA
metabolite toxicity NA
impurity toxicity NA
other NA

5. Conclusions regarding preclinical
study

NA

Applicant
(Registration Certificate holder)

3r1AHO 3 OPUT
' 7/~ Inna AHUILU

( Lo

(signature)

Dr. Neemi Evangelisti
Lot <Toaefela ol

" (surname, name.
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JlonaTok 29

1o [Mopsoxy IIPOBEICHHS
eKCIePTH3H peecTpaniiHux
MarepiajiB Ha JiKapchki 3aco0H, 110
HOJaF0ThCS Ha IepPIKaBHY
peecTpanito  (mepepeecTpamniio), a
TaKO)K €KCIIEpPTH3H MarepiaiiB Ipo
BHECEHHs 3MIH [0 peecTpamiiHux

Marepiaiin IIPOTSTOM ait
peecTpaiiifnoro ITOCBIYEHH
(ysKT 4 pozminy IV)

3BIT

PO NOKJIiHIYHI JoCaiTKeHHs

1. Ha3Ba nixapcekoro 3aco0y (3a TAJI-600

HAasgBHOCTI —  HOMEp  peecTpanidHoOro

ITOCBiTYEHHS):

1) tun jikapcekoro 3acolfy, 3a sikum | Jlikapcekuii 3acib, axuit Mae 106pe BHBYEHE

npoBojuIacs abo MIaHy€eThCs peecTpaltis

MEIHUYHE 3aCTOCYBAaHHA

2) poBeneH1 JOCTi JKEHHS

Tax  w Hi (axuro Hi, To 00rpyHTOBATH)
Tax sk 11e 3asBa Ha JIiIKapchKuii 3aci6 i3 mobpe
BUBYEHHM  MEIMYHHM  3aCTOCYBaHHSM,
JOKJIIHIYHI JOCTIIKEHHS He BUMAarajucyd Ta He
Oy/1u BHKOHaHI,

2. ®apmaxoJioris

Jani BiACyTHI

1) neperrHHA papmakogHHAMIKA

Jaui BijgcyTHi

2) BTopuHHa (hapMaKoaHHAMIKA

Jani BigcyTHi

3) dapmakomoris Ge3nexu

Jani BicyTHI

4) dbapmakoguHAMIYHi B3aeMOIi1

JlaHi BigcyTHI

3. ®apMakOKiHETHKA:

1) aHamiTHYHI METOMWKH Ta 3BITH INOJO IX
Bastianii

Hani BincyTHi

2) BCMOKTYBaHHS

Jlaui BijgcyTHi

3) po3mozmin

JlaHi BicyTHI

4) meTaboizm

JlaHi BincyTHI

S5) BUBEIEHHS

JlaHi BiACYTHI

6) hapMaKkoKiHeTHYHI B3aeMouil (TOKITiHIYHI)

Jlani BijncyTHI

7) ixmmi hapMaKoOKiHETHYHI JOCIIHKEHHS

Hani BifcyTHI

4. TOKCHKOJIOTIS:

1) ToKcHYHICTE Y
BBEICHHA

pasi  OIHOPA30BOrO

Hani BigcyTHI

2) TOKCHYHICTb Y pa3i MOBTOPHUX BBEICHD

JlaHi BifcyTHI

3) reHOTOKCHYHICTB
In vitro

JaHi BigcyTHI

In vivo (BKIIOYAKOYHM MOHATKOBY OINHKY 3
TOKCHKOKIiHETHKH)

Hani BiCYTHI

4) KaHIIEepOTreHHICTE:

Jani BincyTHi

JIOBrOCTPOKOBI JOCTI IDKSHHA

Jani BigcyTHi




Kopotkoctpokosi JOCITJKEHHS abo
JOCIIKEHHSI CepeIHbOT TPUBATOCTI

JlaHi BincyTHI

JonaTkoBi ocimimpKeH s

Hani BijicyTHI

5) penpoyKTHBHA TOKCHYHICTh Ta TOKCHYHMIA
BILUIKB Ha PO3BUTOK NOTOMCTBA:

JlaHi BifcyTHI

Bomie  ma  deprwmsmicts i
eMOpioHaIbHHUI PO3BHTOK

paHHiH

Jani BimcyTHi

eMOpiOTOKCHYHICTE

JaHi BijcyTHI

[IpenaTanbHa i MOCTHATAIBHA TOKCHYHICTE

Jani BincyTHi

HocmiKeH s, IPY SKAX [penapar YBOIUTCS
IIOTOMCTBY ~ (HECTaTeBO3PIIMM  TBapHHAM)
Ta/abo OLiHIOEThCA BifganeHa fis

Jani BincyTHi

6) MiclieBa IEPEHOCHMICTH

[Hani BincyTHi

7) IOAATKOBI JOCITi JUKEHHS TOKCHYHOCTI

Hani BincyTHI

AHTUTEHHICTD (YTBOPEHHS aHTHTIN)

MHani BincyTHi

IMYHOTOKCHYHICTE Jlani BificyTHI
JlocmipKeHHS MeXaHi3MiB aii Jani BijicyTHi
JlikapchKa 3ale)KHICTh Jani BigcyTHi

ToxkcHuHicTE MeTaboITIR

Hani BigcyTHi

TOKCHYHICTE TOMIIIIOK

JlaHi BifcyTHI

iHIIIE

Jani BincyTHi

5. BHCHOBKH 1[0/I0 TOKIIHIYHOTO BUBYEHHS

Jani BigcyTHi

3asBHHK
(BacHHUK peecTpalifHOrO MOCBITYEHH)

(mmimac)

J1-p Hoemi EBanremicti
(Dr. Noemi Evangelisti)

/mionuc/

(mpizBHLIe, iM’s, iM'st 110 OaTBEKOBI)

/imamn: FIOMEIKA @OCKAMA C.n.A.
IHIVCTPIA KIMIKO ®APMACBIOTIKA
(BIOMEDICA FOSCAMA S.p.A.
INDUSTRIA CHIMICO FARMACEUTICA /




on

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 I'V)

REPORT
clinical trial

1. Name of medicinal product (if
available - Registration Certificate
number)

TAD-600

2. Applicant

BIOMEDICA FOSCAMA INDUSTRIA
CHIMICO FARMACEUTICA S.P.A.
FERENTINO (FR) Via Morolense 87
CAP 03013 Rome, Italy

3. Manufacturer

BIOMEDICA FOSCAMA INDUSTRIA
CHIMICO FARMACEUTICA S.P.A.
Via Morolense 87, Ferentino, 03013, Italy

4. Conducted studies:

yes mno ifno, justif,

As it is a medicinal product with well-
established medicinal application, clinical
study are not required and non was
performed

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

Medicinal product with well-established
medicinal use

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

IN/A

6. Clinical trial phase

IN/A

7. Period of clinical trial conduction

N/A

8. Countries where clinical trial has
been conducted

IN/A

9. Number of enrolled population

IN/A

10. Aim and secondary goals of
clinical trial

IN/A

11. Design of clinical trial

N/A_3rIHO 3 OPUTTHAJIOM

/ﬁé%ma AHMLIKO



10. Aim and secondary goals of

clinical trial i
11. Design of clinical trial NA
12, Main criteria for enrollment NA
13. Investigated medicinal product, NA
method of administration, strength |
14. Reference product, dose, NA
method of administration, strength

15. Concurrent therapy NA
16. Criteria for efficiency

assessment A
17. Criteria for safety assessment  [NA
18. Statistical methods NA
19. Demographic indicators of the
investigated population (gender, [NA
age, race, etc.)

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

Applicant
(Registration Certificate holder)

(signature)

\ip . Noemi vagi@ti
WJ)Q.QQ/\ ;

L/ (surname

BIOMEDICA FOSCAMA s5a

INDUSTRIA CHIMIZO FARMACEUTICA

3I'IZHO 3 OPUT'THAJIOM

o i
// lna AHUILKO




HomaTox 30

hi (o) [Mopsaoxy IIPOBEICHHSA
EKCIIEPTH3H peecTpariiftHux
MarepiainiB Ha JiKapchbKi 3acobu, 1o
MOAAIOTECS Ha JIep)KaBHY
peecrpariio (nepepeecTpamnioo), a
TaKO EKCIIEPTH3H MaTepialiB Mpo
BHECEHHsI 3MIH [0 peecTpariifHux

Marepiaiis MPOTATOM i
peecTpariiftHoro MIOCBITYEHHS
(myHKT 4 posziny IV)

3BIT

Npo KJIiHiYHe BUNPOOYyBaHHA

1. Ha3Ba sikapcekoro 3acofy (3a TAJI-600

HAsgBHOCTI —  HOMEpP  peeCTpalliifHOro

NOCBITYEHH):

2. 3asiBHHUK BIOMEIIKA ®OCKAMA IHJIYCTPIA
XIMIKO ®APMACBIOTIKA C.ILLA.
®epenTino, Bia Mopoaence 87, CAP 03013
Pum, ITania

3. Bupobuuk BIOMEAIKA ®OCKAMA IHIYCTPIA
XIMIKO ®PAPMACBIOTIKA C.ILA.
Bia Mopoaence 87, ®epenrino, 03013,
Iranin

4. IIpoBeneHi DOCIiHKEHHS Tak  w Hi (axmo =i, To 0OTpyHTOBATH)
Tak sk Lie 3asBa Ha JiKapChKHif 3aci0 i3
nobpe BHBYEHUM MeTUIHUM
3aCTOCYBaHHAM, KJIIHIYHI JTOCITIIKEHHS
HE BUMarajmcs Ta He OyJId BUKOHaHI.

1) Ttun n;ikapcbkoro 3acoly, 3a  sikuM | Jlikapcekuit 3aci0, sikuit mMae 100pe BHBYEHE

[MpOBOOMIACS abo IINIAHYETHCA pe€CTpaLIif:[

MEIHUYHE 3aCTOCYBAHHA

5. IloBHa Ha3Ba KIiHIYHOTO BHIPOOYBaHHS,
KOJOBHH HOMEP KJIIHIYHOTO BUIIPOOYBaHHS

JlaHi BiJIcyTHI

6. ®a3a KIiHIYHOTO BHIpoOyBaHHS

Jani BincyTHi

7 Ilepion  mpoBeneHHs  KiinHiuHOrO | [lami BiacyTHI
BHIIPOOYBaHHs
8. Kpainu, ne npoommnocs KiiHiube | JlaHi BincyTHI
BUIIPOOYBaHHS

9. KibKiCTh IOCTIIKYBAHHX

Jlaui BijcyTHI

10. Mera Ta BTOPHHHI I KIiHIYHOIrO
BHIIPOOYBaHHS

Haui BigcyTHi

11. JTu3aifs KIiHIYHOTO BHIPOOYBAHHS

Jlani BigcyTHI

12. OcHOBHI KpHTepii BKIIOYEHHS

Jlani BigcyTHI

13. locnimkyBanuii Tikapebkuif 3acid, crocid
3aCTOCYBAHHS, CHJIA JIil

Jlaui BiaCyTHI

Aeers 70 g




14. Tlpenmapar nopiBmsHHs, n03a, croci6 | Jlani BincyTHi
3aCTOCYBaHHS, CHIA [l

15. CynyTHs Teparis Hawi BifcyTHi
16. Kpurepii ominku edexTuBHOCTI Jani BijcyTHi
17. Kpurepii orinku 6e3nexn Jani BijicyTHi
18. Cratuctauni Metoau Hani BigcyTHi

19. Jlemorpadiuni mokasuuku gocmimkysanoi | Jani BincyTHi
nomynsuii (crats, BiK, paca, TOIIO)

20. Pe3ynbrar edhexTHBHOCTI Jani BigcyTHI

21. PesyawpTatn Ge3nexu Hani BigcyTHI

22. BUCHOBOK (3aK/IOUEHHS) Jani BigcyTHi

3asgBHHUK

(BMACHHK peecTPaIiitHOTO OCBiUEHH ) (miamuc)

I-p Hoemi EBanrenicti
(Dr. Noemi Evangelisti)
/mionuc/

(mpi3Buie, iM’s1, iM'st 10 GATHKOBI)

/mamn: BIOMEJ[IKA @OCKAMA C.n. A.
IHIVCTPIA XIMIKO ®APMACHIOTIKA
(BIOMEDICA FOSCAMA S.p.A.
INDUSTRIA CHIMICO FARMACEUTICA /



