Jonarok 29

1o TTopsaky poBeIeHHS eKCIIEPTU3H
peecTpalifHiX MaTepialiiB Ha
JiKapchKi 3aco0w, 10 MOAAITECA Ha
IeprKaBHY PEECTPALILIO
(mepepeecTpallito), a

TaKOX €KCIIEPTH3U MaTepiaiiB Ipo
BHECEHHS 3MiH JI0 peecTpaLiiiHiuX
MarepiaiiB IPOTATOM il
peecTpaliifHOro MOCBI{YeHHS
(yHKT 4 po3aimy IV)

3BIT
NPO AOKJIiHIYHI JOCTIIKEeHHS

1. Ha3Ba nikapcekoro 3aco0y (3a HassBHOCTI
- HOMep peeCTpalifHOro OCBIAYEeHHS ):

I'ninepuHoOBI
IS JOPOCIHX

cynosuropii I'iinuk

1) Tum JmikapchbKoro 3acoby, 3a SKUM
npoBoauiacs ado MIaHy€eThCS PeeCTpaLlis

Jlikapcekmit 3aci0, skuii Mae nobpe

BHUBYCHEC MC/IHUYHC 3aCTOCYBaAHH

2) nMpoBeeH] AOCiIKEHHS

Tak W HI SKIIO Hi,
oOrpyHTYBaTH

Tax six 11e 3asiBa Ha JIKapChKuii 3acid
i3 oOpe BUBUEHUM MeIUIHUM
3aCTOCYBaHHAM, JOKJIIHIYHI
IOCITiUKEHHST HE BUMAralliucs Ta He
Oy BUKOHAHI.

2. ®apMakoJIoris:

He 3acTrocoByeThbes

1) mepBuHHA hapMakoIuHAMIKA

He 3acTocoByeThCs

2) BTopvHHA (hapMaKkoauHaMiKa

He 3acTocoByeThCs

3) dapmakonoris 6e3nexu

He 3acTocoByeThest

4) dbapmakogmHAMIYHI B3a€MOIIT

He 3acTocoByeThCs

3. @apMaKkoKiHETHKA:

1) aHaIITHYHI METOMUKH Ta 3BITH IIOHO iX
BaJIigaIlii

He 3acTocoByeThes

2) BCMOKTYBaHHsA

He 3acToCcOBy€ETECS

3) po3mozin

He 3acTrocoByeThCs

4) metaboizm

He 3acTocoByeThes

S) BUBeIEHHS

He 3acTocoBy€eThCst

6) dhapMakoKiHETHYHI B3aeMOIii
(MOKJTIHIYHI)

He 3acTocoByeThbes

7) iHu11 papMaKOKIHETHYHI JOCIIHKEHHS

He 3acTocoByeThCs




4. TokCHUKOJIOTIS:

1) TOKCHUHICTB Y pa3i OAHOPa30BOTO He 3acTocoByeThCs
BBEJICHHS

2) TOKCHYHICTB Y pa3i MOBTOPHUX BBeJieHb |[He 3acTOCOBY€ETHCS
3) TeHOTOKCHYHICTE: He 3acTocoBy€eThCS
in vitro

in vivo (BKIIO9ar04M AOAATKOBY OLIHKY 3 [He 3acTocoByeThes
TOKCHUKOKIHETHKH )

4) KaHIIEPOreHHICTh: He 3acTocoByeThes
JTOBIOCTPOKOBI JIOCII1JKEHHS He 3acTOCOBY€TBHCS
KOPOTKOCTPOKOBI JOCTIHKSHHS He 3acTocoByeThCs
ab0 MOCIiHKEeHHs CepeHbOI TPUBAJIOCTI

T0JTATKOBI JOCIiIKEHHS He 3acTOCOBY€ETHCS
5) penpoAyKTHBHA TOKCHYHICTE Ta He 3acTocoByeThCs
TOKCHUYHHUI BIUTUB Ha PO3BUTOK ITOTOMCTBA!

BILIMB Ha (PepTUIILHICTD 1 paHHIH He 3acTocoByeThCs
eMOpPiOHATEHUI PO3BUTOK

eMOPIOTOKCHYHICTD He 3acTocoByeThCs
IIpeHaTallbHa i MOCTHATAIBHA TOKCHYHICTh |[He 3acToCcOByeThCs
NOCTIHKESHHS, IIPU AKUX IIperapar He 3acTocoByeTbes

YBOAUTHCS MTOTOMCTBY (HECTATEBO3PLIHM
TBapWHAaM) Ta/abo OIiHIOETHCS BinmaneHa

st

6) MicLieBa IEPEHOCUMICTh He 3acTocoByeTbCs
7) momaTKoBi JociKeHHs TokcuuHocTi:  [He 3acTocoBy€eThCS
AQHTUT'CHHICTH (YTBOPEHHS aHTHUTLN) He 3acTocoBy€eThCS
IMyHOTOKCHYHICTh He 3acTocoByeThCs
OCIIKEHHS MEXaHI3MIB il He 3acTocoByeThCs
ITIKapChKa 3aJIe)KHICTh He 3acTocoByeThCs
TOKCHYHICTh MeTaboIiTiB He 3acTocoByeThCS
TOKCHYHICTH IOMIIIIOK He 3acTocoBy€eThCA
1HIIIe He 3acTocoByeThCst
5. BucHOBKH 11010 TOKJIIHIYHOTO He 3acTocoBy€eThCS
BHBUYCHHS

3asBHUK (BIACHHK

peecTpariiiHoro .
. 1 AITHAC
IIOCB1TYEHHS) . (mamac) .
I"enepansamit mupexkrop Onera AniMoBa
(I1.1.B.) —

Lleti doxymenm nepernadeno na ykpaincoeky mosy nepexnadaiem Beznapsn Anyw Apymionidpo

y



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 adults

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

Medicinal product with well-established
medicinal use

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: INA
1) primary pharmacodynamics INA
2) secondary pharmacodynamics  [NA
3) safety pharmacology NA
4) pharmacodynamic interactions [NA
3. Pharmacokinetics:

1) analytical methods and reports on
their validation Bl
2) absorption NA
3) distribution NA
4) metabolism NA
5) elimination NA
6) pharmacokinetic interactions
(preclinical) i
7) other pharmacokinetic studies  [NA




4. Toxicology:

1) single use toxicity INA
2) repeated doses toxicity NA
;’x) g-enotoxwlty: NA
in vitro
in vivo (including additional
e NA
assessment on toxicokinetics)
4) cancerogenicity: NA
[ ong-term studies NA
Short-term studies
; . NA
or medium-term studies
Additional studies NA
5) reproductive and developmental
g 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
ant}genl.cny (formation of NA
antibodies)
immunotoxicity NA
study of mechanisms of action NA
drug dependence NA
metabolite toxicity NA
impurity toxicity NA
other INA
5. Conclusions regarding preclinical
NA
study

Applicant
(Registration ertificate holder)

9%




Jonatok 30

o [TopsiiKy MpoBeieHHS EKCIIEPTH3H
peecTpalliiHiX MaTepialiB Ha
JTiKapChKi

3ac00H, 1110 IIOJAIOTECA Ha JCPIKaBHY
peecTpariio (epepeecTpalliio), a
TaKOXK

EKCIIEPTH3K MaTepialliB IPO BHECCHHS
3MiH JI0 peECTPALlifHIX MaTepialis
MPOTSATOM Jiii peecTpaliiHoro
TIOCBITYCHHA

(mynkr 4 pozainy 1V)

3BIT

npo KJiHiYHe BUNPOOYBaHHA

1. HasBa mikapcekoro 3aco0y (3a
HAsBHOCTI - HOMEp pPeecTpaliifHoro
TIOCBITUCHHS)

I'ninepunoBi cynosuropii I'iminuk 1uist
0pOCIHX

2. 3asBHUK KYII®EP BIOTEX, YAB, JIuToBchKa
Pecny06Jiika
3. BupoOHuk E.L. BAPBIC ena Ko., JIII

TiBon 35, Merapa Atriki, 19100, I'penis

4. TIpoBeneHi JOCIiKEHHS:

TaK W Hi KO Hi, OOIPyHTYyBaTH

Tak sk 11e 3a51Ba Ha JiKapchKuii 3aci6 i3 1odpe
BHUBYEHUM MEIMIHUAM 3aCTOCYBAHHIM,
KITiHI9HI TOCIIiPKEeHHS HE BUMAarajlucs Ta He
OyJii BUKOHAHI.

poBOJIMIIACS ab0 IIaHY€ThCs
peecTpalis

1) Tun nikapceKoro 3acoby, 3a skumlikapcbkuii 3acib, Sxuil Mae 100pe BUBYCHE

MEIHYHE 3aCTOCYBaHH.

5. IloBHa Ha3Ba KJIIHIYHOTO
BUITPOOYBaHHS, KOIOBaHUH HOMED
KITIHIYHOTO BUIIPOOYBaHHS

He 3acTocoBy€ThCS

6. ®a3a KIiHIYHOTO BUIPOOYBaHHS

He 3acToCOBY€THCS

7. Ilepiox mpoBeJIeHHS KJIIHIYHOI'O
BUIPOOYBaHHS

He 3acTtocoByeThCsA

8. Kpainu, ne npoBoauiocs
KTiHI9HE BUNIPOOYBaHHA

He 3acTocoBy€eTBCA

9. KinpKicTh HOCTIKYBaHUX

€ 3aCTOCOBYETLCA




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 V)

REPORT
on clinical trial

1. Name of medicinal product (if

available - Registration Certificate |Glycerine suppositories Glycik adults
number)

KUPFFER BIOTHECH, UAB,

2. Applieant Republic of Lithuania

E.l. ZARBIS & Co., LP

3. Manufacturer Thivon 35, Megara Attiki, 19100, Greece

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

Medicinal product with well-established
medicinal use

5. Full name of clinical trial, code

number of clinical trial A

6. Clinical trial phase INA

7. Period of clinical trial conduction NA

8. Countries where clinical trial has
been conducted

9. Number of enrolled population [NA

NA

10. Aim and secondary goals of

clinical trial INA

11. Design of clinical trial NA

12. Main criteria for enrollment NA




Applicant
(Registration Certificate holder)

13. Investigated medicinal product, NA
method of administration, strength
14. Reference product, dose, NA
method of administration, strength
15. Concurrent therapy INA
16. Criteria for efficiency NA
assessment
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
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