Annex 29 |

to the Order of expert :
evaluation conductio of Tegistration
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 - »

A

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

Texinor, lyophilized powder for SOlllthIl for inj ect1ons

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

20 mg/ml in vial 1 g

Itisa genenc apphcatmn

if no, Justlf '

2) conducted studies yes m no .
The product meets the definition of a generic
medicinal products as déefined 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 substanice with. reference product , the
same dosage form with reference product, no
preclinical studies were perforrned

2. Pharmacology: NA

1) primary pharmacodynamics NA

2) secondary pharmacodynamics NA - . .

3) safety pharmacology INA e R

4) pharmacodynamic interactions NA .

3. Pharmacokinetics:

1) analytical methods and reports on their

validation NA

2) absorption NA : B o
3) distribution NA c

4) metabolism INA

5) elimination INA

6) pharmacokinetic interactions

(preclinical) NA i
7) other pharmacokinetic studies INA

4, Toxicology:




1) single use toxicity INA
2) repeated doses toxicity INA
eno :
2 sitmtoxmlty NA
in vivo (including additional assessment
on toxicokinetics) i
4) cancerogenicity: INA
Long-term studies INA
Short-term studies NA
or medium-term studies
Additional studies INA
5) reproductive and developmental
toxicity: il
Effect on fertility and early embryonal
development i
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 INA
other INA
5. Conclusions regarding preclinical study [NA

Applicant
(Registration ertificate holder)

7
4

~  (signature)
//7 LA ,2;’7 q SR A

(surname, name, father’s name)
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Jonarok 29 )
J0 l'Iopﬂmcy
-eKcnepman,,
MaTeplamB Ha JIlKapCLKl 3aco0H, o

IPOBEACHHS
+_ peecTpaniiiaux

IIOJAKTHCS Ha IOCPKABHY
peecrpartiio; (uepé;ieecrpanilo), a
TaKOX eKCIepTH3K MaTepiais mpo
BHECCHHS 3MiH IO peecTpauiiftHuX

MatepialiB " IPOTATOM nii
peecTpatiifHoro IOCBiTYEeHHA
(tyHKT 4 posmimy IV)

IIpo AOKIHIYHI ZocaiTKeHHs

ot W

1. Hasga nixapcpkoro zacoy (3a
HagBHOCTI — HOMEp peecTpamifHoro
OCBiTYEHHA):

Texcinop, miobinizar i po3auny 1
i’ exuilt mo 20 Mr y ¢raxoni

1) Tun ikapcexoro 3acoly, 3a SKHM
IpoBoIHIacs abo IIaHyeThCA peecTpalis

I'enepuunuit JIlKapCBKPIH 3acib

2) npoBeeHi XoCHi HKeHHS

Tax- = H1 (mcmo Hi} TO 06rpyH'ronaTH)

[Ipenapat BinNOBiIAE BUSHAYCHHIO
TeHEPUHHOr0 JTIKAPCHKOTO 3aC0BY 5K
BusHadeno y Crarti 10.1(a) (iii)
Hupextusu 2001/83/EC, ockinbka Mae Toi
caMmit AKicHuH Ta KiTbKicHEHE cKaz 3a
AIOYMMY PeOBHHAMH, IO i’ pedepenTHuit
Ipenapar, Ty caMy JiKapcbKy ¢opMy, mo i
pe(i)epeHTHpIﬁ npemnapar), ToMy ROKIiniTHi
BIIACH] AOCIIDKEHHS He LPOBOJHTHCS.

2. GapMakonoris

Mani BigeyTHi v .

1) nepsryHa hapMaxoauHaMika

Hani BigeyrHi % Y&

2) BropHEHA dapMaKoJHHaMiKa

Jani BiacyTHI

3) dapmaxosioria He3nexn

Hami BigcyTHi .,

4) dapmako HHAMIUHI B3aeMOIiT

Jani BigcyTHI '

3. dapMaKOKIiHETHKA!

1) amamiTuumi MeTOAWKA Ta 3BITH MO0 iX
BaJsIiganil

Haui pimcytni - © - ..

i

—

B
.

2) BCMOKTYBaHHS

Haxi BigcyTi N

3) poznoain

4) MeTaboni3m

Jani Bigeyrai = .
Jaui BigcyThi »

5) BHBEIEHHSA

Jaui BigcyTHi

6) hapMakoxineTHIH] B3aeMofil (TOKniHigHi)

Hani BigcyTHI

7) inmi hapMakoKiHETHIHI JOCTiIKSHHS

Jami BigeyTHi ¢ |

4. TokcHKONOrIA:

1) Tokcuumicts y  pasi

BBCOCHHA

OOHOPa30BOTO

Hami BigcyTsi

2) TOKCHYHICTE Y pa3i IOBTOPHUX BBEJCHb

Jani BigcyTni

.-




3) reHOTOKCHYHICTh
In vitro

Hani BincyTni

In vivo (BKMOYaKO4YM MOJATKOBY OINHKY 3
TOKCHKOKIHETHKH )

Hani BiacyTHi

4) KaHIePOTeHHICTh:

Jlani BigcyTHI

JIOBI'OCTPOKOBI JIOCIII IKEHHSI

Jani BigcyTHi

KopoTkoctpokosi JIOCJIIJDKEHHS abo | lani BiacyTHI
JIOCIIJUKEHHS CepeaHBOI TPHBAIOCTI
JlonaTkoBi JOCHiKEHHS Jlani BifcyTHI

5) penpoayKTHBHA TOKCHYHICTH Ta TOKCHYHHM
BIUIMB Ha PO3BHTOK IIOTOMCTBA!

Hani BigcyTHi

Bnmus  wa  deprunmmicTs i
eMOpioHaTBHHN PO3BHTOK

paHHiH

Hani BigcyTHi

eMOpIOTOKCHYHICTE

Jani BiACYTHI

IIpenaranbHa i NOCTHATAILHA TOKCHYHICTh

Jani BincyTHi

JlocnipKkeHHS, IPH AKUX Iperapar YBOHThCS
IIOTOMCTBY  (HECTAaTEBO3PLIMM  TBapUHAM)
Ta/abo OLIHIOEThCS BijlasieHa s

Hani BiacyTHi

6) MicrieBa IepeHOCHMICTh

Jlani BigcyTHi

7) AOAATKOBI JIOCIiJDKEHHS TOKCHYHOCTI

Jlani BiacyTHI

AHTHIeHHICTD (YTBOPEHHS aHTHTILN)

Jlani BiacyTHi

IMYHOTOKCHYHICTB Jlani BijcyTHi
JlocniDKeHHs MeXaHi3MiB il Jani BigcyTHi
JlikapchbKa 3ajIe)KHICTh Jani BigcyTHI

ToxcuunicTe MeTaboJIiTIB

JaHi BiacyTHi

ToKCHYHICTE JOMILIOK

JlaHi BiaCyTHI

1H1IEe

Jlani BigcyTHI

5. BHCHOBKH 1110/10 JOKJIIHIYHOI'O BHBYEHHS

Jlani BiICyTHI

3asgBHHUK
(BIacHUK peecTpaniiHOro MOCBiA4YeHHS )

o
{Zgﬁz%/i

(miamnuc)

O

%’" 5 LELLLEHE

Hpcee,

(npi3Buie, iM’s, iM's 110 GaTHKOBI)




=

evaluation conductlon 'of reglstratlon
materials on’ medlclnal products

submitted to' state reglstratlon (re-
registration), as well as expert

evaluation of:materials on

maklng h ainendménts to. reglstratlon

materials durmg Vahdlty,term

of Reglstratlon Certlﬁcate

(pomt 4 sectlon IV)

4 i 53

on clinical trial

"

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

injections’ 20 rng/ml i v1a1

v

2. Applicant

UAB «Fai"-ﬂﬁygaﬁ

( &
T Towe
*

. . WORLD MEDICINE ILACE‘
Turkey .
3. Manufacturer urkey ‘ ;
4, Conducted studies: 5 0 yes ..
1) type of medicinal product, for which
registration has been conducted. or generic
planned . )
5. Full name of clinical trial, code number .
NA sk -

of clinical trial : ol PR -
6. Clinical trial phase o NA , ‘
7. Period of clinical trial conduction NA s ’
8. Countries where clinical trial has been b SRR g

: INA . 7,
conducted 1
9. Number of enrolled population - INA . M
10. Aim and secondary goals of clinical |, . I s e i

. INA . i :

tI'lal ‘ K %,
11. Design of clinical trial NA , A o
12. Main criteria for enrollment NA B
13. Investigated medicinal product, NA E
method of administration, strength’ S :




14. Reference product, dose, method of NA
administration, strength

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, [NA
etc.)

20. Results of efficiency INA
21. Results of safety NA
22. Conclusion (assesment) INA 7

Applicant
(Registration Certificate holder)

~ /.,//1 -
([%{ ” (signature)
T O 2N Y S/,

<7
(surname, name, father’s name)




)E[o,uaTOK 30

mo . Ilopsaky -  IpOBCHCHHA
cxcncpmsn . PEECTpaIiiHAX
. MarepianiB Ha JiKapchKi 3acodH, mo
IIOAIOThCA Ha JIepXKaBHY
peecTpauito (mepepeecTpaniio), a
N -Talcoxé-"exccﬁépmapif-fma"repiania 1po
) BHECEHHSA 3MiH )10 peecTpaniifaux

MaTEPIaJ'IlB ) HpOTHl"OM ,I[il
peechamHHoro HOCBI)I‘ICHHSI

_ (mynkr 4 pozxiny IV)
3BIT : .

npo Kiainiune BunpoGysaing °

1. Hazea sikapcekoro 3acofy (3a. Texcinop, - niocbi-nisar' VI . PO3UMHY i
HasBHOCTI —  HOMEp peecTpauiiisoro | in’exuiit mo 20 Mr y dmakoHi .

MIOCBiMYEHH )

2. 3adBHHK 3AT'<¥G>ap1'\Jnirai>" o B

3. BHpoGHHAK VOPJII] MEIVIAH DIAY CAH. BE TUDK.

A.lll., Typmis

4. ITpoBeneH] mocmiHKeHHS

Tak L H1 (mcm;o Hl TO 06rpyHTOBaTH)

31

u., 3

1) tun nikapcekoro 3acoby, 3a SKHM
IpOBOJHIIAcH a00 IIaHYEThCA peecTpanis

I"enepmmxm Jmcapcmmn 33.016

' w
\

5. Tlopna Ha3Ba IiiHiyHOrO BHNpOOYBamHs, | Jawi RigcyTHI ‘
KOJJOBHH HOMep KIIHIYHOro BHIPOOYBAHHS ) 3
6. Dasa KIiHIYHOro BANIPOOYBAHHA HaHi BigcyTHI

7. TYlepion  mpoenmemns  knimiumoro | Hamimimeyrsi w5, &
BHOpPOOYBaHHS T )
8. Kpaimn, pe mnpoBomumocs kimiHIuHe | JaHi BimcyTHI | .
BHITPOOYBaHHA ‘ ’ '

9. KiyibKICTh HOCTI Ky BAaHHX

JlaHi BimcyTHI

10, Mera Ta BropuHHi uim xmiHiYHOTO
BHIIPOOYBaHHA

Hani BigcyTHi

11. [Iuzaiin KiIiHiYHOr0 BUIPOOYBaHES

Jaui BincyTui

12. OCHOBHI KpHTEPil BKIFOYEHHA

JaHi BigcyTHI

13. HocnimkyBadui nikapcbKuii 3acio, cmocid
3aCTOCYBAHHA, CHNIA il

Jaui BigcyThi

14. Ilpemapat HOplBHiIHHSI A03a, crocid

3aCTOCYBAHHA, CHIIA Jlll

Hawi BigcyTHi

15. CynytHsa Tepanis

Hawi sigcyrhi -

16. Kpurepil ouinky eheKTUBHOCTI

Jani BigcyTHi

17. Kputepii onigky Oe3nexn

Hagi BigcyTHi

18. CratucTHyni MeToIH

Jaui sifcyTai

19. Hemorpadidni moka3sHUKy NOCIiIKyBanol
nomyJai (cTarh, Bik, paca, TOIIO)

Jaui Bigcytni |

e - b I L

20. PesynnTaté edeKTHBHOCTI

Haui BigcyTHi




21. Pesynpraru 6e3nexu

Jani BigcyTHi

22. BHCHOBOK (3aKJIIOYEHH)

Jlani BiicyTHI ,

3asgBHUK
(BIacHUK peecTparliifHoro MOCBiT4eHH)

7 (ni,uﬁnc) g
/%Z.'/Z'z’f{/ﬁé" b 7 g

(mpi3Buie, iM’s, iM'S 110 GaTHKOBI)




