Annex 29

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
on preclinical studies

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

Glycerine suppositories Glycik for babies

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

Medicinal product with well-established
medicinal use

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

3. Pharmacokinetics:




1) analytical methods and reports on NA

their validation

2) absorption INA

3) distribution NA

4) metabolism INA

5) elimination NA

6) pharmacokinetic interactions NA

(preclinical)

7) other pharmacokinetic studies  [NA

4. Toxicology:

1) single use toxicity NA

2) repeated doses toxicity NA

3) genotoxicity: NA

in vitro

in vivo (including additional NA

assessment on toxicokinetics)

4) cancerogenicity: NA

Long-term studies NA

Short-term studies NA

or medium-term studies

Additional studies NA
13) reproductive and developmental [NA

toxicity:

Effect on fertility and early NA ) ‘

embryonal development KOMiA B I/E HA /

/.

B e o
¥




embryotoxicity INA
Prenatal and postnatal toxicity NA
Studies where the product is INA
administered to offspring (immature
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 INA
drug dependence NA
metabolite toxicity NA
impurity toxicity NA
other NA
5. Conclusions regarding preclinical A
study
=
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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
number)

Glycerine suppositories Glycik for babies

2. Applicant

KUPFFER BIOTHECH, UAB, Republic of Lithuania

3.
Manufacturer

E.1. ZARBIS & Co., LP
Thivon 35, Megara Attiki, 19100, Greece

4. Conducted
studies:

yes

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

Medicinal product with well-established medicinal use




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

NA

6. Clinical trial
phase

NA

7. Period of
clinical trial
conduction

INA

8. Countries
where clinical
trial has been
conducted

INA

9. Number of
enrolled
population

NA

10. Aim and
secondary
goals of
clinical trial

NA

11. Design of
clinical trial

NA

12. Main
criteria for
enrollment

INA

13.
Investigated
medicinal
product,
method of

AiEiAaS A CRLENIAR

strength

NA




14. Reference NA

product, dose,
method of
administration,
strength

15. Concurrent NA

therapy

16. Criteria forNA

efficiency
assessment

17. Criteria for| >

safety
assessment

18. Statistical NA

methods

19. INA

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

20. Results of [NA
efficiency

21. Results of NA

safety

22. NA

Conclusion
(assesment)

Applicant
(Registration

A/

Certificate
holder)
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Jomatok 29

10 ITopsiaKy mpoBeIeHHS €KCIEPTH3H
peecTpauiifHux MaTepiaiiB Ha JTiKapchKi
3aco0H, 110 MOJAIOTHCS Ha JICPIKaBHY
peecTpalliio (mepepeecTpartiio), a TaKoXK
EKCIIepTH3H MaTepialliB IpO BHECCHHS
3MiH JI0 peecTpanifHuX MaTepialiB
IPOTATOM Jiii peecTpariifHoro
TIOCBITAeHHS

(myukT 4 po3ainy IV)

3BIT

PO JOKJIHIYHI J0CTiIKEHAA

1. Hassa mikapcekoro 3acofy (3a
HABHOCTI - HOMEp peecTpariiinoro
MOCBiTYCHHS):

I"ainepunoBi cymo3utopii I'minuK NIt HEMOBJISAT

1) Tum mikapceKoro 3acoby, 3a IKUM
MpoBOAMIIACS a00 IITAHYETHCS PeECTpaNis

Jlikapcbkuit 3aci6, sgkuii Mae JoOpe BHUBYEHE
MeINYHE 3aCTOCYBAaHHS

2) IpoBeeHi OCTiUKEHH

HI

2. ®apMaKoIIOoris:

Jlani BigcyTHI

1) mepBuHHa dapMaKkoJHHAMIKA

Jlani BimCyTHI

2) BTOpuHHa papMaKoAUHAMIKa

aHi BigcyTHI

3) dapmakomoris 6e3nexu

Jlami BigcyTHI

4) hapmakogHMHAMITHI B3aEMOIl

Ilani BigcyTHI

3. ®apMaKOKiHETHKA:

1) aHaTiTHYHI METOAMKY Ta 3BITH MO0 iX
BaJTiarii

Jlani BigcyTHI

2) BCMOKTYBaHHs

Jlani BiACyTHI

3) po3noain

JlaHi BigcyTHI

4) metabomizm

Jlani BimCyTHI

5) BUBEICHHS

Jlani BincyTHI

6) bapmakoKiHeTHYHI B3aEMOSI{
(MOKITiHIYH])

Jlani BincyTHI

7) inmr GapMaKoKiHETHYHI JOCTiIKEHHS

JlaHi BiCYTHI

4. TOKCHUKONOTIS;

1) TOKCHIHICTB Y pa3i 0JHOPa30BOr0
BBEICHHS

Ilani BiCyTHI

2) TOKCHYHICTD Y pa3i MOBTOPHUX BBEIIEHb

JlaHi BIACYTHI

3) reHOTOKCHYHICTB:
in vitro

JlaHi BiiCyTHI

in vivo (BKIIIOYAIOYM JOJATKOBY OITIHKY 3
TOKCHKOKIHETHKH)

Jlani BincyTHi

4) KaHIIEPOTCHHICTh:

JlaHi BifcyTHI

TOBTOCTPOKOBI OCIiJDKEHHS

Jari BiacyTsi “3116] RIPH A
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[KOPOTKOCTPOKOBI JIOCIIi/UKEHHS
a0 JIOCITiKEHHS CepeTHhOT TPHBATIOCTL

JlaHi BiCyTHI

OJATKOBI JOCIIHKCHHS

Jlani BincyTHI

5) penponyKTUBHA TOKCHYHICTH T4

TOKCHYHUH BINIMB HA PO3BHTOK TIOTOMCTBA:

Jlami BigcyTHI

BILIMB Ha QEePTUIBHICTE 1 paHHil
eMOpiOHAIEHUH PO3BUTOK

Jaxi BigcyTHI

eMOPpi1OTOKCHYIHICTh

JlaHi BigcyTHi

peHaTaIbHA i IOCTHATATbHA TOKCUIHICTD

Jlani BigcyTHI

MOCHiIKEHHS, TIPU SIKHX IIpernapat
YBOJMTECS TIOTOMCTBY (HECTaTEBO3PLIAM
TBapUHaM) Ta/ab0 OIHIOETHCA BiJIaneHa
Iist

Jlani BiaCyTHI

6) MicIieBa IEPEHOCHMICTh

Jlaui BigcyTHI

7) DOMATKOBI JOCIIIKEHHs TOKCHIHOCTI:

Jlami BigcyTHL

AHTUTEHHICTE (YTBOPCHHS aHTHUTIN)

Jlani BinCyTHI

iMYHOTOKCHIHICTH

JlaHi BinCyTHi

MOCTiIKEHHS MEeXaHi3MiB il

Jlani BincyTHI

JTiKapchKa 3aJIeKHICTh

TTani BiACcyTHI

TOKCHUYHICTE MeTa0O0IiTIB

Ilani BinCyTHI

TOKCHYHICTH JOMIIIOK

Jlani BimCyTHI

iHIIEe

Jlami BiACYTHI

S. BHCHOBKH W00 JAOKIIHITHOTO
BUBYEHHS

JlaHi BinCyTH1

3agBHUK (BIaCHUK

peecTpaniifioro
ITOCBITICHHS)

(mipmuc)

[epepansaui gupextop Onsra AniMoBa

(LLB)
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Homatok 30

1o Ilopsaky mpoBeieHHS €KCIIEPTH3H
peecTpaliiftHuX MaTepianiB Ha JTiKapchKi
3aco0H, 110 TOAAIOTHCA Ha IEPIKaBHY
peecTpalliio (IepepeeccTpalilo), a TAKOK
EKCIIEPTHU3H MaTepialiB PO BHECCHHS
3MiH JI0 peecTpanifiHux MaTepiaiiB
IPOTATOM il peecTpanifHoro
MTOCBiTYEHHS

(myrKT 4 po3mimy [V)

3BIT
Ipo KJIiHiYHe BAIPOOYBaHHS

1. HazBa mikapchkoro
3aco0y (3a HasIBHOCTI -
HOMEP PeeCTpamiitHoro

IainepuHoBi cyno3utopii Iinuk A8 HEMOBJIAT

TTOCBITYCHHS)
2. 3asgBHUK KYII®EP BFIOTEX, YAB, JIutoschka Pecnydiiika
3. Bupobuux E.L. 3APBIC ena Ko., JIII

Tison 35, Merapa Arriki, 19100, I'penis

4, TIposeneHi
MOCITJOKEHHS:

JlaHi BincyTHI

1) Tim JiKapCEKOTo
3acoly, 3a SIKUM
mpoBouIacs abo
[IaHYETHCS PEECTparis

JlixapchKmii 3aci6, skuit Mae foOpe BUBUEHE MEANYHE 3aCTOCYBaHHS.

5. IloBHa Ha3Ba
KJIIHI9HOTO
BUIIPOOYBaHHH,
KOJOBAHWI HOMEP
KJIiHI9HOTO
BUIIpOOYBaHHA

Jlami BigcyTHI

6. ®aza KIHIYHOTO
BUNPOOYBAHHS

Jlani BimCyTHI

7. Ilepion mpoBeAeHHS
KJIIHI9HOTO
BUNPOOYBaHHSA

Jlani BincyTHI

8. Kpainu, ge
IPOBOJWIIOCS KIIiHIUHE
BHIIPOOYBaHHS

JlaHi BinCyTHI

9. KinbkicTsb
MOCTIiIDKYBAaHUX

Jlani BinCcyTHI

10. Mera Ta BTOpHHHI
il KTiHiYHOro

Jlaui BigCyTHI

BUTIPOOYBaHHS
11. qusaita krinigaoro |[{aHi BinCyTHI 2 A BIFHA
BUIPOOYBaHHS

W/ :




12. OcHOBHI KpHTEDii
BIJTIOUEHHS

Jlani BiACyTHI

13. HocmimxyBanuit
TiKapchKui 3acib,
croci6 3acToCyBaHHS,
cmta Jil

JlaHi BinCyTHI

14. IIpenapar
OpPIBHSHHS, 0032,
crocib 3acTocyBaHHS,
cuia aii

JlaHi BiACyTHI

15. CynyTHs Teparist

Jlaui BimcyTHI

16. Kpurepii orinku
e(heKTHBHOCTI

JlaHi BigcyTHI

17. Kpurepii omiHkA
Oe3nexku

IlaHi BigCyTHI

18. CraructryHi
METOIHN

JlaHi BiCYTHI

19. Nemorpadiuni
[IOKA3HUKH
\IOCITi/KYBaHOL
momyJsii (cTaTh, BiK,
paca, TOIIO)

IlaHi BigCcyTHI

20. Pesyneratu
e EKTUBHOCTIL

Jlami BigCyTHI

21. PesynpTaTn
Oe3nexku

Jlaui BigcyTHI

22. BuicHOBOK
(3aKITIO9CHHS)

JlaHi BinCyTHI

3asgBHHK (BIACHUK
peecTpariinoro
TIOCB1T9€HHS)

(migmuc)
Tenepansauit nupextop Oapra AmiMoBa

(ILLB.)






