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):

Glycerine suppositories Glycik for babies
Glycerin micro-enemas Glycik for babies

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

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

1) analytical methods and reports on

product with well-established
medicinal use

their validation N
2) absorption NA
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:

5 NA
In vitro
in vivo (including additional
T 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 INA
Prenatal and postnatal toxicity NA

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

INA

6) local tolerability INA
7) additional toxicity studies: INA
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
study

NA
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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 Lith

nania

3. Manufacturer

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

4. Conducted studies:

yes

1) type of medicinal product,
for which registration has

Medicinal product with well-established medicinal

population

been conducted or planned =
5. Full name of clinical trial, NA
code number of clinical trial

6. Clinical trial phase NA
7 Perloq of clinical trial NA
conduction

8. Countries where clinical NA
trial has been conducted

9. Number of enrolled NA

10. Aim and secondary goals

enrollment

of clinical trial bl
11. Design of clinical trial  [NA
12. Main criteria for NA




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 NA
19. Demographic indicators
of the investigated

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

22. Conclusion (assesment) [NA
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Honarok 30

10 TTopsiiKy IpOBeAeHHS €KCIIEPTH3H
peecTpaniftHuX MaTepialliB Ha JiKapChKi
3aco0W, 110 TTOJAIOTHCS Ha JACPKaBHY
peecTpaltiio (mepepeecTpalriiio), a TaKokK
eKCIIepTH3H MaTepialiiB PO BHECEHHS
3MiH 10 peecTparifHuX MaTepiaiiB
OPOTSTOM il peecTpaniHoro
IIOCBiTYEHHS

(uyskT 4 po3giny IV)

3BIT

npo KJiHiYHe BUNIPOOyBaHHSA

1. HasBa nikapcekoro 3acoOy|[sinepnHoBi MikpoxsrismMu Lininuk pist
(32  HAIBHOCTI -  HOMEPHEMOBJIAT

peeCTpaIliifHOrO ITOCB1TYCHHS)

2. 3asgBHUK KYII®EP BIOTEX, YAD, JintoBcbKa
PecnyGurika
3. Bupobuuxk E.IL. 3APBIC ena Ko., JII

Tison 35, Merapa Arriki, 19100, I'penin

4. TTpoBeneHi JOCITIJKEHHS:

Hani BigcyTHi

1) Tun JiKapceKoro 3aco0y, 3a
KM IIpoBoamIacs abo
[UTAHYETHCS peecTparis

JlikapchKuif 3aci6, sKuit Mae 1oOpe BUBYEHE
MeIUYHe 3aCTOCYBaHHS.

5. IloBHa Ha3Ba KIIiHIYHOTO
BUIIPOOYBaHH, KOLOBaHHH
HOMep KIIIHIYHOTO
BUNIPOOyBaHHS

Jlani BigcyTHi

6. ®a3a KIiHIYHOrO
BUIIPOOYBaHHs

Jlani BiICyTHI

7. Ilepion mpoBeieHH
KJIIHIYHOT'O BHIPOOYBaHHS

Jlani BincyTHI

8. Kpainu, ne nmposoauiiocs
KJTiHIYHE BUTIPOOyBaHHS

Jlani BiICcyTHI

9. KibKiCTh TOCHTIIKYBaHUX

JlaHi BiACyTHI

10. Merta Ta BTOpHHHI il
KITiHiYHOTO BUIPOOYBaHHA

JlaHi BiCcyTHI

11. JIu3aitH KIiHI9HOTO

JlaHi BigCyTHI




BUNPOOYBaHHSA

12. OcHOBHI KpHTepii Jlani BifCyTHI
BKJIFOUEHHS
13. JlocmimxyBaHU! JlaHi BificyTHI

mikapchKuit 3aci6, crocid
3aCTOCYBaHH!, CHJIa Jii

14. TIpenapaT NOpiBHAHHS, JlaHi BigcyTHI
m03a, Crocid 3acTocyBaHHS,

cwia il

15. CymyTHs Tepatis JlaHi BiCyTHI
16. Kpurepii orisku JlaHi BigCcyTHI
e(EeKTHUBHOCTI

17. Kpurepii ominku 6e3nexu  |[laHi BigcyTHi

18. CtaTucThuHl METOIH Jlani BigcyTHI

19. Jemorpadiuni mokazauku |/laHi BIACYyTHI
IMOCITiIKYBaHOI IOILy AL
(cTats, BiK, paca, TOIIO)

20. Pesynprati edexruBHOCTi |[lani BincyTHI

21. Pe3ynbratn 6e3neku Jlami BigCcyTHI

22. BucHoBok (3akmouenss) |/laHi BiicyTHI

3assBHUK

(BMacHUK (miprmuc)
peecTpaliiitHoro ["enepanbHuil qupekTop Onpra AniMoBa
TTOCBiTUEHH) ILLB.)

Lleit OKYMEHT ITepeKIIaicHO Ha yKpaiHChKy MOBY mepekiafiadeM bermapsn AHym ApyTIOHIBHO



Jopatox 29

1o TlopsaKy IpoBeeHHS EKCIEPTH3H
peecTpaniiHux MarepianiB Ha JIKapChKi
3aco0H, 1110 MTOJAIOTHCS HA JEPIKaBHY
peecTpalliio (TIepepeecTpairio), a TaKoK
eKCIIEpTH3H MaTrepialliB IIp0 BHECEHHS
3MiH JI0 PEECTPALIHUX MaTepialliB
IIPOTATOM JIii peecTpaliifHoro
MTOCBIAUEHHSA

(myHKT 4 po3niny IV)

3BIT

PO AOKJIHIYHI J0CTiUKeHHA

1. Ha3sa nikapcbkoro 3aco0y (3a
HAsSBHOCTI - HOMEp peecTpaliifHoro
IIOCBITICHHS):

ainepuroBi Mikpokaismu Liainuk g
HEMOBJISAT

1) Tun nikapcpKoro 3acody, 3a SKUM
TIpoBOAMIIAcs abo IIaHy€ThCS

peecTparis

Jlikapcbkuii 3aci0, sKuit Mae fo0Ope BUBYEHE
MeIUYHe 3aCTOCYBaHH

2) mpoBeeH] TOCTHKEHHS

HI

2. ®apMaKxoIoris:

Jlani BijicyTHI

1) mepButHa papMakoAUHaAMIKa

Jlani BifcyTHI

2) BTOpUHHA (hapMaKoJUHaMIKa

JlaHi BifcyTHI

3) dapmakooris 6e3neKku

Jlani BigcyTHI

4) papmakoTHHAMIYHI B3aEMOII1

Jlani BiACYTHI

3. ®apMaKOKiHETHKA!

1) aHaNITHYHI METOJWKH Ta 3BiTH
o0 iX BajimaIii

Jlani BiICyTHI

2) BCMOKTYBaHHS

Jlani BificyTHI

3) po3noain

JlaHi BiACYyTHI

4) meTaboni3zm

Jlani BigcyTHI

5) BUBEIEHHS

Jlani BiCcyTHI

6) bapMakOKiHETIYHI B3a€EMOJIIL
(moxmiHigHi)

Jlani BigcyTHI

7) inmm ¢apMaKoKiHETHYHI
TTOCITI IDKEHHS

Jlani BificyTHi

4. TOKCUKOJIOTIA:

1) TOKCHYHICTH y pa3i 0OAHOPa30BOI0
BBEJICHHS

Jlani BiACYTHI

2) TOKCHYHICTb y pa3i IOBTOPHHUX
BBEJICHb

Jlani BiCyTHI

3) TEeHOTOKCHYHICTB:

Jlaui BiACYTHI




in vitro

in vivo (BKITIOYAIO4H TOAATKOBY
OIIIHKY 3 TOKCHKOKIHETHKH )

Jlani BigcyTHI

Jlaui BiACyTHI

4) KaHI[epOTE€HHICTh:
NOBI'OCTPOKOBI JOCTIKEHHS

Jlani BigcyTHI

KOPOTKOCTPOKOBI TOCTIIKEHH
a00 JOCITiKEeHHS CepeIHBOL
TPUBAJIOCTI

JlaHi BiicyTHI

TOJATKOB1 JOCHTIIKEHHS

JlaHi BicyTHI

5) penpoayKTHBHA TOKCUYHICTh Ta
TOKCHYHHI BIUIUB Ha PO3BUTOK
IIOTOMCTBA!

JlaHi BiJICyTHI

BIUIMB Ha GEePTIIBHICTD 1 paHHIH
eMOpioHaJIbHUN PO3BUTOK

JlaHi Bificy THI

eMOPiOTOKCHYHICTD

JlaHi BimcyTHI

peHaTallbHa i TOCTHAaTalIbHA
TOKCHUYHICTH

JlaHi BigcyTHI

TOCIIIIKEHHS, IPH SIKUX IIpernapar
YBOJUTHCS IIOTOMCTBY
(HecTaTeBO3piNMUM TBapHHaM) Ta/abo
OILIIHIOETHLCS BimaneHa s

Jani BiACYTHI

6) MicIleBa IIepeHOCHMICTh

JlaHi BificyTHI

7) mOMATKOBI JOCHIKCHHS
TOKCUYHOCTI:

JlaHi BimcyTHI

AHTHIEHHICTh (YTBOPEHHS aHTHUTLI)

JlaHi BiicyTHI

IMYHOTOKCHYHICTb

Jlani BicyTHi

TOCITHKEHHST MEXaHi3MiB il

JlaHi BifCyTHI

TiKapChKa 3aJIeXHICTh

Jlami BimcyTHI

TOKCHYHICTH META0O0JIITIB

JlaHi BigCyTHI

'TOKCAYHICTE JOMIIIIOK

Jlani BigCyTHI

1HIIIE

JlaHi BiACYTHI

5. BUCHOBKH I[0JI0 JOKJIIHITHOTO
BUBYEHHS

Jlani BigcyTHI

3asBHUK (BIaCHUK

(mipmuc)

peecTpalliiizoro
IIOCBiTUCHH) I'enepaneauii qupektop Onsra AniMoBa
ILLB.)

L]eii doxymenm nepexnadeno Ha YKpaiHcoKy mogy nepexnadaiem beanapan Anyu Ap;.wuonfm@b

2
(/

/



