Tonatox 30

10 [TopsnKy MPOBEICHHS EKCIICPTA3H
peecTpaniiHuX MmarepiajiiB Ha
NiKapchKi

3ac0o0H, 1110 MOJAIOTECs Ha JIEPyKaBHY
peECTpaliio (IepepeecTpartiio), a
TaKOXK

eKCTIepTH3M MaTepialliB PO BHECCHHA
3MiH JI0 pEECTPALIAHUX MmarepiajiB
TIpoTATOM Aii peecTpaliiHoro
[1IOCBi{UEHHS

(myHKT 4 posziny 1V)

3BIT
npo KJiHiuHe BUNpoOyBaHHH

1. Hassa nikapchkoro 3acoby (32 Binoaui, Tadaerku no 200 mr
HAsBHOCTI - HOMEP PEECTPALIHHOTO

[TOCBIT4EHH)

2. 3asBHUK KYII®EP BIOTEX, YADB, JluTtoBcbKa
PecnyGJika

3. BupoOHHK Anamen ®@apma C.A.

ByJ. Mapmajiaka Mozeda Iincyncproro S,
95-200 T1a6’sniue

4. TIpoBeieHi IOCIIDKEHHS: TaK mHi KO Hi, OOIpyHTyBaTH

Tak sk 1e 3a7Ba Ha JikapchKuii 3aci6 i3 1o0pe
BHBYEHHM MEJIUIHUM 3aCTOCYBaHHAM,
KTiHIYHI JOCIIKEHHS He BUMarajaucs Ta He
Oy BUKOHAH.

1) Tun miKapchKoro 3acody, 3a AKUM JlikapchKuit 3aci6, akuif Mae 100pe BUBUCHS

npoBorIacs abo IIaHy€eThCs MeIUUHEe 3aCTOCYBaHHS.
peecTpauis
5. [ToBHA Ha3Ba KIIHIYHOTO He 3acTOCOBYETHCS

BUIPOOYBAHHS, KOJOBaHUI HOMEP
KJTIHIYHOTO BHITPOOYBaHHS

6. Maza KIiHigHOTO BUNpoOyBaHHs [He 3aCTOCOBYETHCA

7. Tepion mposejieHHs KiiHiuHOro [He 3aCTOCOBYETHCA
BUITPOOYBaHHA

8. Kpainu, e mpoBOIHIIOCS He 3acTOCOBYETBCS
KITiHiYHEe BUIIPOOYBaHHS




9. KinekicTh mocimpkyBaHux

He 3acTocoByeThes

10. Merta Ta BTOpHHHI 1iTi
KJIIHIYHOTO BHIIPOOYBaHH

He 3acTocoByeThCs

11. JIu3aiin kiiHi4HOTO
BUITPOOYBaHHS

He 3acTtocoByeTbes

12. OcHoBHI kpuTepii BKIIOYSHHS

He 3acTocoByerbes

13. JlocnimxyBauuii Tikapcpkuit
3aci0, crioci6 3actocyBaHHs, CHa
it

He 3actocoByerbes

14. Ilpenapat nopiBHsAHHS, 1034,
crocib 3acTocyBaHHs, cHia il

He 3acTocoByeTncs

15. Cynyras Tepamnis

He 3acrocoByeThest

16. Kpurepii ouinku epekruBHOCTI

He 3acTocoByeThes

17. Kpurepii ouinku 6e3nexn

He 3acrocoByerscs

18. CtaTucTHYHI METOIH

He 3actocoByeThest

19. Jlemorpadivni mokasHuku
ITOCITiIPKYBaHOT MOMMyYJIALIT (CTaTh,
BIK, paca, TOIIIO)

He 3acTocoByeThest

20. Pezynpratu edpexTrBHOCTI

He 3acTocoByeThes

21. Pesynbratu Gesnexn

He 3acTocoByeThes

22. BUCHOBOK (3aKIIFOUEHHS )

He 3actocoByeThes

3assBHUK
(BIacHUK
peecTpalifHoro

IIOCBITYEHHS)

(miamwuc)

[enepaneuuii aupextop Onbra AriMoBa

(IL1.B.)

Leit ooxymenm nepexnadeno na ykpaincoky mogy nepexnadavem Beznapsn Anyw Apymionieroro
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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 |Biloddi, tablets, 200 mg
number)

b, Anplisans KUPFFER BIOTHECH, UAB,
' Republic of Lithuania

Adamed Pharma S.A.

3. Manufacturer ul. Marszalka Jozefa Pilsudskiego 5,
95-200 Pabianice, Poland

yes mno ifno, justif.

As it is a medicinal product with well-
4. Conducted studies: 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

5. Full name of clinical trial, code
it - INA
number of clinical trial

6. Clinical trial phase NA
7. Period of clinical trial conduction [NA

8. Countries where clinical trial has
been conducted

9. Number of enrolled population [NA

10. Aim and secondary goals of
. s . NA
clinical trial

11. Design of clinical trial NA

Medicinal product with well-established
medicinal use

NA

KOMISi BIPHA ,

CaHyeHko 1.1 Vs




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

6. Criteri effici

e
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 Certifica
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(surn#fne, name, father’s name)
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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 [Biloddi, tablets, 200 mg
number):

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

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: NA

1) primary pharmacodynamics NA

2) secondary pharmacodynamics  [NA

3) safety pharmacology INA

4) pharmacodynamic interactions [NA

3. Pharmacokinetics:

1) analytical methods and reports on

Medicinal product with well-established
medicinal use

their validation HA
2) absorption NA
3) distribution INA
4) metabolism INA
5) elimination NA
6) pharmacokinetic interactions

v NA
(preclinical)

7) other pharmacokinetic studies  [NA

KOMIA BIPHA ,
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4. Toxicology:

1) single use toxicity NA
2) repeated doses toxicity NA
Xicity:
2 e
in vivo (including additional NA
assessment on toxicokinetics)
4) cancerogenicity: NA
Long-term studies INA
Short-term studies NA
or medium-term studies
Additional studies NA
5) r.e;.)roductive 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 NA
animals) and/or remote effect is
estimated
6) local tolerability INA
7) additional toxicity studies: NA
antigenicity (formation of NA
antibodies)
immunotoxicity NA
study of mechanisms of action NA
drug dependence NA
metabolite toxicity NA
impurity toxicity NA
other NA
5. Conclusions regarding preclinical
study NA

Applicant
(Registration ertificate hold

Ku PFFER
BIOTHEC

UAB—

Z\l %« (sxgnature)

ame, name, father’s name)

KOMIA BIPHA
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Jomnatox 29

10 ITopsiiKy MpoBeIeHHS eKCIIePTH3H
peecTpalliifHiX MaTepialiB Ha
JTiKapchKi 3ac00H, 110 IOAAKOTLCS Ha
IepIKaBHY peecTparito
(mepepeecTpaliio), a

TaKOXX eKCIIepTH3H MaTepiaiiB IIpo
BHECEHHS 3MiH JI0 peecTpaliiHuX
MarepiajiB MpoTAroM Aii
peecTpariifHoro nocBiI4eHH
(myHKT 4 posniny IV)

3BIT
Npo JOKJIIHIYHI Joc/iIKeHH A

1. Ha3Ba nikapcekoro 3aco0y (3a HasiBHOCTI
- HOMEP PEeECTPaLifHOro MOCBiTUeHHS):

Bisoaai, Taéaerku mo 200 mr

1) Tw Tikapchkoro 3acoly, 3a sIKUM
IPOBOAMIIACS 200 IIAHYEThCS PeECTpallis

Jlikapcekuii 3acid, sfxkufl Mae 100pe
BHBUEHE MeJUYHEe 3aCTOCYBAHHS

2) poBeieH] JOCIIIKeHHs

Tak mHi KO Hi,
oOIpyHTYBaTU

Tak 5K 11e 3asBa Ha JTiKapchKui 3acid
13 1o0pe BUBYEHUM MEJIUYHUM
3aCTOCYBaHHSAM, JOKJIiHIYHI
IOCIIKEHHS He BUMarajiucs Ta He
Oyau BUKOHAHI.

2. ®apMaKoJoris:

He 3aCTOCOBYETECS

1) mepBuHHa (apMaKoIUHAMIKA

He 3acTocoByeThCd

2) BTOpUHHA (apMaKoJuHaMIKa

He 3acTOCOBYETBCS

3) dbapmakosioris 6e3nexu

He 3acTocoByeThest

4) hapMakoaMHAMI4Hi B3aEMOIIT

He 3acTOCOBY€ETHCS

3. ®apMaKOKiHeTHKa:

1) aHATITHYHI METOAMKH Ta 3BITH MO0 1X
BaJIigarii

He 3acTOCOBY€ETBCS

2) BCMOKTYBaHHs

He 3acToCOBYy€ThCS

3) po3mofin

He 3acTocoByeThbCs

4) meTabosizm

He 3acTocoByeThCs

5) BUBeICHHS

He 3acTocoBy€eThCS

6) hapmMakoKiHEeTHYHI B3aEMOJIi1
(mOKMiHIYHI)

He 3acTtocoByeTbes

7) inmi hapMakoKiHETHYHI AOCIIKEHHS

He 3acTocoBy€eThCH

[&/7/(»@/ DAL / %



4. ToxcuxoJioris;

1) TOKCHYHICTB y pa3i 0AHOPA30BOTO
BBEJICHHS

He 3acTocoByeThCs

2) TOKCHYHICTD Y pa3i IOBTOPHUX BBEICHD

He 3acTtocoByeThes

3) TeHOTOKCUYHICTD:
in vitro

He 3acTocoByeThCs

in vivo (BKJIFOYAKOYH TOAATKOBY OLIHKY 3
TOKCUKOKIHETHKH )

He 3acTocoByeThCs

4) KaHLEPOTeHHICTh:

He 3dCTOCOBYETHCA

TOBFOCTPOKOBI JOCIIIKEHHS

He 3acTtocoByeTbes

KOPOTKOCTPOKOBI AOCITIIIKEHHS
a00 JOCHiIKEHHS CepeaHbOI TPUBAIOCTI

He 3acTocoByeThes

TOJATKOBI JIOCIIIKEHHS

He 3acTOCOBY€ETHCS

5) penpoayKTHBHA TOKCUYHICTE Ta
TOKCUYHUH BIIJIUB HA PO3BUTOK MOTOMCTBA:

He 3acTocoByeThCs

BILIUB Ha (DepTUIIBHICTE 1 paHHIH
eMOpiOHATBHUN PO3BUTOK

He 3acTtocoByeThCH

eMOPIOTOKCHYHICTh

He 3acTtocoByeTbes

MpeHaTalbHa 1 TOCTHATAIbHA TOKCHYHICTh

He 3actocoByeThCs

TOCITiJKEHHS, TIPH SKUX IIperapaT
YBOIUTHCS TOTOMCTBY (HECTATEBO3PLITHM
TBapUHAaM) Ta/a00 OIIHIOETHCS BijllalieHa
st

He 3acTocoByeThCs

6) MiclieBa MepeHOCUMICTh

He 3aCTOCOBYETBHCA

7) IOOAaTKOBI JOCTIMKEHHS TOKCHYHOCTI:

He 3acTocoByeThbes

AHTUTEHHICTH (YTBOPEHHS aHTHUTLI)

He 3acTocoByeThes

IMYHOTOKCHYHICTh

He 3aCTOCOBYETBCA

OCIIKEHHS MEXaHI3MIB il

He 3aCTOCOBYETbLCS

TiKapchKa 3a1eKHICTh

He 3actocoByerhes

TOKCUYHICTH METa0O0IIITIB

He 3aCTOCOBYETHCA

TOKCUYHICTH JOMIIIOK

He 3acTocoByeTheA

1H1IE

He 3acTocoByeThes

5. BucHOBKY 010 JOKIIIHIYHOTO
BUBYEHHS

He 3acTocoByeThest

3asBHUK (BIIACHUK

peecTpauifHoro
TIOCBI/TUEHHS )

(THiarmmc)

I"enepanpuuii nupextop Onbra AniMoBa

Leu dokymenm nepexnadeno na ykpainceky mMogy nepexnadavem beznapan Anyw ApymionisHoio

(IL 1. B.)
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