Homatok 29

1o TTops Ky IpOBeIeHHS eKCIIEPTH3H
peecTpanifHux MaTepianis Ha JKapchKi
3aco0u, 1110 TONAIOTHCS Ha JEPKABHY
peecTpaiiio (IepepeecTpallit), a TaKoK
EKCIIEPTH3H MaTepiajiB PO BHECEHHS
3MIH JI0 peecTpanifiHuX Marepianis
IPOTATOM Jii peecTparifHoro
IIOCBI/{YEHHS

(myHKT 4 posniny IV)

3BIT

Npo JOKJIIHIYHI Joc/TiIKeH

1. Ha3pa sikapcekoro 3aco0y (3a
HassBHOCTI - HOMEp peecTpaniiHoro
[1OCB1IYEHHS )

TIOMEKC, xpem, 10 Mr/t

1) Tvn mikapcbkoro 3aco0y, 3a SIKUM
npoBoauiacs abo mIaHyeThes
peecTpariis

[ 10puaHMit TiKapchKuii 3aci6

2) MpoBeaeHi AOCIiIKeHHS

HI

2. @apMakoJIoris:

JlaHi BigcyTHI

1) mepBuHHA apMakogUHAMIKA

Jlani BimcyTHI

2) BTopHHHA (hapMakouHaMiKa

JlaHi BincyTHi

3) dapmakosioris 6e3nexu

Jlani BimcyTHI

4) dbapmMakogMHaMiYHI B3aeMOIil

[lani BigcyTHI

3. @apMaKoOKiHeTHKa:

1) aHamiTHYHI METOIUKH Ta 3BITH
100 TX Bamigarii

Jlani BimcyTHI

2) BCMOKTYBaHHS

JlaH1 BigCcyTHI

3) po3nozin

JlaH1 BigcyTHI

4) MeTaboJizm

Jlami BimcyTHI

S5) BUBeJIeHHS

JlaH1 BinCcyTHI

6) dbapmakokineTH4Hi B3aeMoTil
(moxsiHiYHi)

JaHi BigCcyTHI

7) a1 GapMakoKiHETHYHI
TOCIIIKEHHS

JlaHi BigcyTHi

4. TokcukoJoris:

1) TokcuuHiCcTB y pasi oqHOpPazoBOro
BBEICHHS

JlaHi BiCcyTHI

2) TOKCHYHICTB ¥ pasi MOBTOPHHUX
BBE/ICHb

Jlani BigcyTHI

3) reHOTOKCHYHICTB:

Jlani BincyTHI




in vitro

in vivo (BKIIFOYAIOYH JOIaTKOBY
OLIIHKY 3 TOKCHKOKIHETHKH)

Jaui BigcyTHI

4) KaHUIEPOTreHHICTh:

Jlani BijicyTHI

JOBIOCTPOKOBI JTOCITIKEHHS

Jlani BincyTHI

KOPOTKOCTPOKOBI JOCITiIYKEHHS
ab0 IOCITiDKEHHS CepeHbOT
TPUBAJIOCTI

Jlani BimcyTHI

OJATKOBI JTOCHIKEHHS

Jlani BimcyTHI

5) penponyKTHBHA TOKCHYHICTh Ta
TOKCHYHHY BIUIMB HA PO3BUTOK
IOTOMCTBA:

Jlani BimcyTHI

BIUIAB Ha QEPTHIBHICTD i paHHiN
eMOpiOHAIBHUI PO3BUTOK

JlaH1 BigCcyTHI

eMOpPIOTOKCHYHICTE

JlaH1 BigCyTHI

[IpeHaTajbHa 1 IOCTHATAIbHA
TOKCHYHICTH

JlaHi BigCyTHI

JOCIIIKEHHS], TIPH SIKUX TIpernapar
YBOJIHTBCS IOTOMCTBY

OILIIHIOETRCS BifjaneHa mis

(HecTaTeBO3pinKUM TBaprHaM) Ta/abo

Jlani BigcyTHI

6) MicIieBa ITePEHOCHMICTh

Jlani BincyTHI

7) MOIAaTKOBI JOCHIIKEHHS
TOKCHUYHOCTI:

Jlani BigcyTHI

AHTUICHHICTh (YTBOPEHHS aHTUTLN)

Jlani BimcyTHI

IMyHOTOKCHYHICTh

Jlani BimcyTHI

TOCTIDKEHHS MEXaHI3MiB il

JlaHi BiicyTHI

TiKapchKa 3aJIeKHICTh

Jlani BincyTHI

TOKCHYHICTh MeTaboTITIB

Jlani BiacyTHI

TOKCHYHICTH JIOMIIIOK

JlaHi BimcyTHI

1HIIIE

JlaHi BimcyTHI

5. BUCHOBKHM 11010 HOKJIIHIYHOTO
BHBYCHHS

Jlani BimcyTHi

3asBHUK (BIACHHUK

peecTpariiHoro (migmuc)
IIOCBITUEHHS ) Hupextop AnrimanTtac Kyreric
(IL1B)

Lleit 0oxymenm nepexnadeno na yxpaincexy mosy nepexnadavem Beanapan Anyw Apymionisnoro



Jomatok 30

Jio ITopsiiky npoBe/IeHHs EKCIIEPTH3H
peecTpaniifHiX MaTepiatiB Ha JIKapChKi
3ac00H, 1110 NOAAIOTECS Ha AEPIKaBHY
peecTpaltiio (IepepeecTpartiioo), a Takox
eKCIIepTH3U MaTepialliB Mpo BHECEHHS
3MiH JI0 pEECTpAIliifHIX MaTepianiB
IPOTATOM Iii peecTpariftHoro
[IOCBiqUEHHS

(nysKT 4 po3niny IV)

3BIT

PO KJiHiYHe BUIPoOyBaHHA

1. HasBa nikapcekoro 3aco0y
(3@ HasgBHOCTI -  HOMep
peecTpanifHOro MOCBiIYEHHS )

TIOMEKC, xpem, 10 mr/r

2. 3a9BHUK

3AT “®@apmiiira”, JIurosceka PecryGiika

3. BupoOuuk

ByJI. MeticTpy, 9, M. Binbrroc, LT-02189,
JIutoBchka PecyGiika

4. IIpoBeeH1 10CTiMKEHHS:

Jani BijicyTHI

1) Tun nikapckkoro 3acody, 3a
SKMM IIpoBOJMIIacs abo
[JIAHYETHCS peecTparis

[16puaHMii TiKapChKuif 3aci0.

5. IloBHa Ha3Ba KJIiHIYHOTO
BUIIPOOYBaHHS, KOOBaHMIA
HOMEp KJIIHIYHOTO
BUIIPOOYBaHHS

Jlani BigcyTHI

6. ®aza KIIHIYHOTO
BUIIPOOYBAHHS

Jani BigcyTHI

7. Ilepion mpoBeneHHs
KJIIHIYHOTO BUNIPOOYBaHHS

JaHi1 BinCcyTHI

8. Kpainu, ne mpoBomuiocs
KJIIHIYHE BUIIPOOYBaHHS

Jani BincyTHI

9. KinbKiCTh TOCTIUKYBaHUX

JlaHi BifcyTHI

10. MeTa Ta BTOpHUHHI i
KITIHIYHOTO BHIIPOOYBAHHS

Jlani BigcyTHi

11. [Iu3aifH KITiHIYHOTO
BUITPOOYBaHHS

Jlani BiICyTHI




12. OcHOBHI KpHTepii JlaHi BiacyTHi
BKJTIOYESHHS

13. JlocmimxyBanuit JlaHi BijcyTHI
niKapchKui 3acibd, crocid
3aCTOCYBaHHs, CHIa Aii

14. Ilpenapat nopiBHAHHS, Jlani BicyTHi
no3a, Crocid 3acTocyBaHHS,

cuia ail

15. CymyTHs Tepamnis JlaHi BinCyTHI
16. Kputepii ominku Jani BifcyTHI
edeKTUBHOCTI

17. Kputepii ouinku 6e3nexu |JlaHi BiaCyTHI

18. CtaTrcTHYHI METOIN JlaHi BimcyTHI

19. lemorpadiuni mokazHuku |[laHi BiICcyTHI
ITOCITI DKYBAHO1 TTOITY TSI
(cTaTs, BiK, paca, TOIIIO)

20. Pesynsratu edexruBHocTi |[lani BifcyTHI

21. PesynsTatu Oe3nexu Jlani BincyTHI

22. BucHoBok (3akimrovenns) |[ani BigcyTHi

3asiBHUK

(BmacHUK (migmmc)
peecTpaliifHoro Jupexrop Anrimantac Kyncric
TIOCBIIYEHHS) (IL 1 B.)

Lleit nokymeHT nepexnaneHo Ha yKpaiHChKy MORY nepeknajgavyeM Bernapsan AHym ApyTIOHIBHORO

(



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):

THIOMEX, cream, 10 mg/g

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

The medicinal product a hybrid application

2) conducted studies NO
2. Pharmacology: INA
1) primary pharmacodynamics INA
2) secondary pharmacodynamics  [NA
3) safety pharmacology INA
4) pharmacodynamic interactions [NA

3. Pharmacokinetics:

1) analytical methods and reports on

their validation et
2) absorption INA
3) distribution INA
4) metabolism NA
5) elimination INA
6) pharmacokinetic interactions
(preclinical) i
7) other pharmacokinetic studies  [NA
4. Toxicology:

1) single use toxicity NA
2) repeated doses toxicity NA




3) genotoxicity:

s ¥ INA
n vitro
in vivo (including additional
T NA
assessment on toxicokinetics)
4) cancerogenicity: NA
Long-term studies NA
Short-term studies
; ; INA
or medium-term studies
Additional studies INA
5) reproductive and developmental
o % INA
toxicity:
Effect on fertility and early
NA
embryonal development
embryotoxicity INA
Prenatal and postnatal toxicity INA

Studies where the product is
administered to offspring (immature
animals) and/or remote effect is

estimated
6) local tolerability INA
7) additional toxicity studies: INA
antigenicity (formation of

T NA
antibodies)
immunotoxicity INA
study of mechanisms of action INA
drug dependence INA
metabolite toxicity INA
impurity toxicity INA
other NA
5. Conclusions regarding preclinical

INA
study
Applicant &\TW\
: : o
(Registration ,
Certificate holder) (signature) armwga
(surname, name, father’s na



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 IV)

REPORT
on clinical trial

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

THIOMEX, cream, 10 mg/g

UAB “Farmlyga”, Republic of Lithuania
2. Applicant Meistru str. 9, Vilnius, LT-02189,
Republic of Lithuania

Laboratorios Basi — Industria
Farmaceutica, S.A.

Parque Industrial Manuel Lourenco
Ferreira, lotes 8, 15 Ta 16 3450-232
Mortagua, Portugal

3. Manufacturer

4. Conducted studies: yes

1) type of medicinal product,
for which registration has  [The medicinal product a hybrid application
been conducted or planned

5. Full name of clinical trial,

code number of clinical trial NA.

6. Clinical trial phase INA
i Perioc-i of clinical trial NA
conduction

8. Countries where clinical

trial has been conducted i
0. Numper of enrolled NA
population

10. Aim and secondary goals NA

of clinical trial




11. Design of clinical trial [NA

12. Main criteria for

INA
enrollment
13. Investigated medicinal
product, method of NA

administration, strength

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

15. Concurrent therapy INA

16. Criteria for efficiency

NA

assessment
17. Criteria for safety NA
assessment
18. Statistical methods INA
19. Demographic indicators
of the investigated

; NA
population (gender, age,
race, etc.)
20. Results of efficiency INA
21. Results of safety NA

22. Conclusion (assesment) [NA

Applicant
l(lRisflstratlon Certificate (signature)
older) (surname, name, father’s na



