Honarok 30

no [Nopsanaky npoBeneHHs eKCIIEPTU3H
peecTpaiifiHiX MaTepiaiiB Ha Jlikapchki
3ac00H, IO [IOJAKOTHCA HA JEPIKABHY
peecTpalliio (mepepeecTpaliiio), a Takox
EKCIIEPTH3H MaTepialliB PO BHECEHHS
3MiH JI0 peecTpauiiiHux Marepianis
IPOTAroM Jii peecTpaliiHoro
MOCBiTYeHHS

(yHKT 4 posainy VII)

3BIT

Npo KJiHiYHe BUNPOOYBaHHSA

1. Ha3Ba nikapcekoro 3acofy (3a
HasBHOCTI - HOMEp peecTpaniiHoro
IIOCBITYECHHS)

I6ynpoden-310poB’ st yasTpakan, Kancyaa M'aki

2. 3agBHHK ToBapucrBo 3 00MeKeHO010 BiANIOBIZaLHICTIO
«®apmManeBTHYHA KoMIaHis «310poB'a»
3. Bupobuuxk TosapuctBo 3 oGmexeHolo  BiamoBiZaJBHICTIO

«®apmManeBTHYHA KOMIIaHis «3X0poB'»

4. IlpoBeneni moCmimKeHHs:

TaKk ¥ Hi O  SKIO Hi, 00IpYHTYBaTH:

1) T TiKapcehKoro 3acoby, 3a AKAM

TIPOBO/IAIIACS ab0 IUTAHYETHCS peecTpanis

I enepuannii nikapcbKkmii 3aci6

5. IloBHa Ha3Ba KJiHiYHOrO
BUIIPOOYBaHHS, KOZOBAHUH HOMED
KJIiHIYHOTO BHIIPOOYBaHHS

Kainiune mocaimkenns 3 ominkm GioexksiBanenTHoCTil
npenaparis I6ynpogen-3xopos’s YAbTpaKai,
Kamcyamn M’saki mo 400 mr  (Bupo6muxk TOB
«®apManesTHYHA KoMIaHisn «330poB's», Yikpaina) Ta
Ansin Yaerpa ®opre, kancyam m’saki mo 400 mr
(eapo6uuk Pfizer Consumer Manufacturing Italy
S.rl., Olaszorszig) y 3mopoBHx 1006poBOALIIB mpH
OIHOPA30BOMY NpHiioMi

Kon nocaimxenns: Z-S02

6. ®a3a KIHIYHOTO BUIPOOYBaHHS

Hocnimxenns GioexBiBajieHTHOCTI

7. Ilepion npoBeeHHs KIIiHIYHOTO 3 09.04.2021 mo 29.04.2021
BUNPOOYBaHHA
8. Kpainwu, e npoBouocs kiiniyHe Ykpaina

BHITpOOyBaHHs




9. KinpkicTs mocimimkyBanmux

janjiaHosana: 24
dpaxTHuna: 24

10. Meta Ta BropuHHi Wi/ KIHITHOTO
BUITPOOYBaHHS

Omninka GioexBiBajieHTHOCTI
Ouinka nepenocumocTi

11. Jlu3aiin KIiHIYHOTO BHMPO6GYBaHHS

IlopiBusiibHe, paHIoMizoBaHe, mepexpecHe, 3 ABOMA
nepiogamu i ABOMA MOC/TiI0BHOCTAME

12. OcHoBHI KpuTEpil BKIIOYEHHS

* 3n0poBi 106poBoILLI Y010BiKH i kinku 18-55 pokis
(BKJIOYHO), 0 He MAJIATH, EBPONEOITHOT pacH.

¢IMT B mHopmaabHHX Mexax (218,5 kr/m® i
<30,0 kr/m?).

* BiacyTicte rocTpux i XpOHIYHHX 3axXBOpIOBaHB
CEPUEBO-CYIHHHOI  CHCTEMH, HEHPOEHI0KPHHHOI|
CHCTeMH, HHPOK, Me9iHKH, IJIYHKOBO-KHIIKOBOIO
TPAKTY, JHXAJLHOI CHCTEMH.

* PesyabTarn disukaabHOro, iHCTpyMeHTabHOro Ta
JjaboparopHoro obcTexeHHS A06poBOJILIIIB
3HAXOAATHLCH B MesKaX HOPMH.

* 3rosa y9acHuKiB BUKOPHCTOBYBATH Hajiiini 6ap'epHi
METO/H KOHTpauenuii NpoTAroM BCHOIO Mepioxy
BUIIpOOyBaHHS.

* 30608's3anns 3 60Ky QOGPOBOABIA JOTPHMYBATHCDH
3arajibHHX 00MeskeHb B Xap4YyBaHHi, BXKMBAHHI HANoiB
Ta  (i3HYHOI  AKTHBHOCTI  NPOTArOM  ychoro
JOCTiIKeHHS.

13. locmimkyBan## TiKapceKuii 3aci6,
crocib 3acTocyBaHHs, CHIA il

Hassa nixapcorozo 3acoby: 16ynpoden-3nopos’s
yJabTpaKan

Cnoci6 3acmocysanus: nepopaabHO 3pAHKY HATIIE

Cuna 0ii: 1 kancyia mictats iGynpodgeny 400 mr

14. [Ipenapar nopiBHSHHS, 1033, croci6
3aCTOCYBaHHS, CHJIa il

Haszea nikapcwkozo 3acoby: Axsin Yaxrpa ®opre
Jlo3a: 1 kancyaa
Choci6 sacmocysanus: nepopaabLHO 3pAHKY HATIIE

Cuna 0ii: 1 kancynaa mictuts iGynpodgeny 400 mr

15. Cynyas Teparnis

He 3acrocoByBanacn

16. Kpurepii oninku eexTuBHOCTI

JemoncTpania  GioekBiBajeHTHOCTI  J0CTiIKYBaHOrO
JikapcbKoro 3acofy i mpenapary nopiBHsiHAS




17. Kpurepii oninku 6esnexn

JlaGopaTopHi nokasHHKH
ITo6iuni aBrma / mobiuni peakmii

18. CrarucTuyHi MeToon

ANOVA

19. lemorpadiusi nokasHuKH
IOCIKyBaHO] momysisimii (cTark, BiK,
paca, ToIo)

3n0poBi g06poBosbLi 000X crareii BikoM Bim 18 mo
S5 pokiB (BKI0YHO)

20. Pesynpratu ebekTHBHOCTI

3HaveHHs ocHoBHMX i JoparkoBux ®K-napamerpin
i0ynpogeny nocnimxkyBaHoro JikapcbKoro 3zacody i
npenapary NopiBHSHHS BiINOBIAalOTL  KpHTepiro
GioexBiBasIeHTHOCTI

21. Pesynbratu Gesneku

OO0uaBa npenapaTu NOPiBHAHHI 10 HEPEHOCHMOCTI

22. BUCHOBOK (3aKJIFOUEHHS)

BioekBiBaJIeHTHICTE  AOCTIKYBaHOTO
3aco0y i mpenapary nopiBHAHHS J0BEIEHO

JIKaApPChKOIo|

3asgBHUK (BIACHHK
PEECTPAIiHHOIO MOCBIIYEHH)

Pomacs O. B.

(IL L B.)




Honarok 29
1o Iopsanky npoBeneHHs eKCIIEpTU3H
peecTpallifHiX MaTepiaiiB Ha JiKapchki
3aco0H, 110 MOAAIOTECA Ha IEPIKABHY
peecTpallifo (IepepeecTpariio), a TAKoK
€KCIIEPTU3U MaTepialiB MPO BHECEHHS
3MiH [0 peecTpauifHUX Marepianis
NpoTAroM Aii peecTparifiHoro
MOCBITYEHHS
(mynKr 4 posminy VII)

3BIT

IO XOKIiHIYHI JOCTiKeHHS

1. HazBa nixapcbkoro 3aco6y (3a
HasBHOCTI - HOMEP peecTpaliiHoro
IOCBITYEHHS ):

I6ynpoden-3nopos’s yasrpakan, kancym m'axi

1) TMn MiKapchKOTo 3acoby, 3a IKEM
IpOBOAKNACS ab0 ITaHYETHCS
peecTpanis

I'enepuunuii dikapcskuii 3acié

2) IpoBe/ieH] DOCIiIKEHHS

TaKk 0 HIZ SKIO Hi, 06IpyHTYBATH:

3rizno Hakaszy MO3Y Ne 426 Bix 26.08.05 p. (3i 3minamn)
THI peecTpauiiiHol ¢opMu Ha «reHepHYHMIA JiKapcbKHi
3aci0» mnepenbadae, mo peecTpamiiiHe J0Che€ MICTHTH
NOCHIAHHA Ha peecTpauiiiHy indopmanilo (B gaHomy
BHNAJIKY JOKJIIHIYHI JOCTIIKeHHs), M0 MiCTHTbCS y J0Ch€
Ha pedepeHTHHI Npemapar, 3a YMOBH JOBeJCHHS iX
€KBIBaJI€eHTHOCTI.

ExBiBajenTHiCTE JOCHKYBaHOTO Ta pedepeHTHOro
JiKapCLKHX 3ac00iB  [0BEJeHO ILIAXOM MPOBEACHHH
BJIACHHX BHIIPOOYBaHb, 3 TEMH:

Kuiniuae nocuixkesnns 3 omimku OGioeksiBajeHTHOCTI!
npenapartis I6ynpoden-310poB’s yabTpakan, kancyan
M’saki mo 400 mr (Bmpo6mmxk TOB «®apmaneBTu4Ha
KoMmOaHia «31popos's», VYkpaina) Tta Agsin  Yaerpa
@opre, xancyan mM’siki mo 400 mr (Bmpobumx Pfizer
Consumer Manufacturing Italy S.rl., Olaszorszag) y
3/0POBHX 100POBOJILIIB IIPH 0JHOPA30BOMY NPHIOMI.

2. ®apmakomoris:

1) mepBuHHa apMakoaMHAMIKA

Jani He HajalOTBCA, OCKIIBKH BIACHI BHNPOGYBaHHS He
OPOBOMHIIACA (Ou6. n. 2) nposeedeni Oocnioxcenns —
obrpynmyeanns).

2) BropuHHa (hapMaKoqUHAMIKa

Jlani He HanalOThCH, OCKIIBKH BJIACHI BHNPOOYBaHHS He
[IPOBOJMIIACA (Ous. n. 2) nposedeni OOCHiONCEHHA —
obTpyHmysanHs).

3) dapmaxonoris Gesnexu

Jani He HamarOTBCSA, OCKUIBKH BiacHi BHIIpOOYBaHHS He
MPOBOJMIIACA (Ous. n. 2) npoeedeHi O0CNiONHCeHHA — |
0btpyHmyeanns).




4) bapmaxommHamiuHi B3aeMozil Jlani He HANAKOTBHCH, OCKUILKH BIACHI BHOpOGYBAaHHS He
MPOBOIMIIACA (Ous. n. 2) npoeedeni OOCHiONHCeHHA —
obrpynmysanns).

3. ®apMaKOKiHeTHKA:

1) anamiTiYHi METOTMKH Ta 3BiTH mono}/ani He HAJAIOTHCH, OCKINBKH BIACHI BUIIPOOYBaHHSA HE

X Bamimamii OPOBOMUIIHCA (Ou6. n. 2) npoeedeHi O00CniONHceHHs —
0b6TpyHmysanHs).

2) BCMOKTYBaHHs Jlani He HamalOTBCA, OCKINIBKA BIAcHi BHIpPOOYBAaHHS He
OPOBOMMIKCA (Ous. n. 2) nposedeni O0CHiONCEeHHA —
00TpYyHMYBaHHs).

3) posnoain Jlani He HaalOTHCA, OCKLIBKH BIAacHi BHIPOOYBaHHS He
NPOBOAMIKCA (Ous. n. 2) npoGedeHi OO0CHiONCeHHA —
0brpyHmyeanns).

4) metaboJtizm Jlani He HanaAlOTHCA, OCKIIBKH BIAcHI BHUIIPOOYRaHHS He
TIPOBOJMIINCS (Ous. n. 2) nposedeni O0CHiONHCEHHA —
obrpynmysanns).

5) BUBeIEHHA Jlani He HajalOTBCA, OCKINIBKH BJacHi BHNpOOYBaHHSA He
MPOBOAMINCA (Qus. n. 2) nposedeHi OOCHiONCEHHA —
06IpyHmysans).

6) dbapmakokiHeTHYHI B3aEMOil Jlani He HamalOTBCA, OCKiNBKA BiacHi BHUIpPoOyBaHHA He

(oxmiHIvH1) OPOBOAMIMCA (Ous. n. 2) nposedeHi OO0CHiONCeHHA —
00Ipynmysanns).

7) iHmmi hapMaKkoKiHETHYHI Jlani He HANAIOTHCA, OCKINBKM BJIacHi BHIpPOOYBaHHS He

JOCTIKEHHS OPOBOJMIHCA (Ous. n. 2) nposedeni OOCHIONCEHHA —
obtpynmysanns,).

4. ToKCcHKOIOris:

1) TokcHuHiCTh y pasi ogHopasoBoro  |JlaHi He HAAIOTHCA. OCKLTBKH BIIACHI BHIIpOOyBaHHS He

BBEJICHHA OPOBOMMIKCA (Ous. n. 2) npoeedeni O0CniONCeHHS —
obtpyHmyeanns,).

2) TOKCHYHICTB y pasi IIOBTOPHHUX JlaHi He HanAIOTBCA, OCKINBKA BJIACHi BHIIPOGYBaHHS He

BBE/ICHb NMIPOBOJMIIACA (Ous. n. 2) nposeedeni O0CHiONCeHHS —
061pyHmyeanns).

3) reHOTOKCHYHICTB: Jlani He HagAIOTBCSA, OCKINIBKA BIAacHi BHIPOGYBAaHHS He

in vitro IPOBOJMIHCA (Ous. n. 2) npoeedeHi O0CHiONCeHHs —
06IpyHmMyeanns).

in vivo (BKJIFOYAIOYH JOAATKOBY OLIHKY |[laHi He HANAIOTHCH, OCKINbKHM BIACH] BHIIpOOYBaHHS HE

3 TOKCHKOKIHETHKH ) NPOBOMMIIKCA (Ous. n. 2) nposedeni OO0CHiONHCeHHA —

o01pyHmyeanns).

Pt



4) KaHIIEPOTEeHHICT:

JOBIOCTPOKOBI JIOCII JPKEHHS MaHi He HaZalOTBCA, OCKINBKH BIacHi BHIPOGYBAaHHS He
OPOBOAMNKCA (Ous. n. 2) npoeedeHi O0CHiONCeHHs —
obrpynmyeanns).

KOPOTKOCTPOKOBI JOCIIiJKEHHS JlaHi He HaIAIOTBCA, OCKUIBKH BIACHi BHIPOGYBAaHHS He

abo mocmifuKeHHA cepeHBOT NIPOBOJIUJIMCS  (Ou6. n. 2) npogedeHni OOCHiONCeHHS —

TPHBAJIOCTI 00IpyHmysanns,).

JIOATKOB1 IOCTIiDKEHHS JlaHi He HaZAIOTHCA, OCKIIBKA BIaCHI BHIPOOYBAaHHS HeE
NPOBOIMIHACA (Ous. n. 2) npoeedeni O0CHIONCeHHS —
obrpynmysanHs).

5) penponyKTHBHA TOKCHYHICTB Ta

TOKCHYHMH BIIJIUB HA PO3BHTOK

[OTOMCTBA:

BILIMB Ha QEePTHIBHICTE i paHHii HaHi He HamalOThCHA, OCKINBKH BJACHi BHNIPOOYBaHHS He

€MOpIOHATEHHIA PO3BHTOK IIPOBOAUIIACA (Ou6. n. 2) npoeedeHi O00CniONHCeHHA —
00TpyHmy6anHs).

eMOpiOTOKCHYHICTE Jani He HAJAIOTBCA, OCKIIBKM BIACHi BHIIPOGYBAaHHS He
TIPOBOMMIHCA (Ous. n. 2) npoeedeni OOCHIONCEHHA —
obtpyHmyeans).

[IpeHarajibHa 1 MOCTHATAIbHA Jlani He HAIAIOTHCSA, OCKINBKH BJAcHi BHIPOOYBaHHS He

TOKCHYHICTh IPOBOAMIHCA (Ous. n. 2) nposedeni O0CNiONCeHHS —
obrpynmyeanns).

JOCITDKEHHS, IIPH AKHUX [perapar Hani He HaJIarOTBCA, OCKINBKA BIACHI BHIIPOOYBaHHS He

YBOIOMTHCS IOTOMCTBY IPOBOJMIHCA (Oug. n. 2) npoeedeni O0CnioNceHHs —

(HecTareBO3piTHM TRApUHAM) Ta/ab0  |06IpYHmMY6aHH:,).

OLIIHIOETHCS BiJIajieHa Jis

6) MicIieBa IepeHOCHMICTE Jani He HanalOThCA, OCKINBKA BIACHI BHIOpPOOYBaHHS He
TOPOBOJMIIHCA (Ous. n. 2) npoeedeHi OOCNiONCeHHs —
061pyHmysanHs).

7) IONATKOBI JOCHTiIKEHHS

TOKCHYHOCTI:

AHTHICHHICTh (YTBOPEHHS aHTHTLI) Jlani He HamarOTHCS, OCKINBKH BIacHi BHIpPOOYBaHHS He
IPOBOIMIHUCH (Ous. n. 2) npoeedeHi OO0CHiONCeHHA —
00IpYHmMYBanHs).

IMYHOTOKCHYHICTB Jani He HamaroThCHA, OCKIIBKH BIAcHi BHIPOGYBaHHS He
NPOBONMINCA (Ous. n. 2) npoeedeni OocnioxnceHns —
obtpynmyeanns).

TOCIHIKEHHS MEXaHi3MiB il Jlani He HATAIOTBCHA, OCKINBKA BIACHI BHIIPOGYBaHHS He
MPOBOMMIIACH (Ous. n. 2) nposedeHi OOCHIONCEHHA —

061pyHmMYBAHHS).




|TKapchKa 3a/IeXHICTh

Jlani He HaJAIOTBCA, OCKUIBKH BIACHI BHUIIPOOGYBAHHS He
IPOBOIMIMCA (Qus. n. 2) nposedeHi OOCNIONCEHHA —
06IpYHMYBAHHS).

TOKCHYHICTE MeTabomiTiB

JaHi He HaxalOThCA, OCKINBKHM BIACHI BHNPOOYBaHHA He
JIPOBOAMIHCA (Ous. n. 2) nposedeHi O0CLIONCEHHA —
061pyHmMYyBaHHS).

TOKCHUYHICTB JOMIITIOK

/lani He Hadalombcs, OCKinbKU 61ACHI 6UnpobyeanHs He
nposoounuca (0us. n. 2) nposedeni OOCHIONCeHHS —
001pyHmMYBaHHS).

1HIIIE

JlaHi He HamalOThCA, OCKINIBKHM BIACHI BHNPOOyBaHHS He
NPOBOAMIHCS (Ous. n. 2) npogedeni O0CRIOdNCEHHA —
obrpynmyeanns).

5. BHCHOBKH 00 JOKIIIHIYHOTO
BHBYCHHS

3rigao Hakazy MO3Y Ne 426 Big 26.08.05 p. (3i 3minamu)
THI peecTpaliifHoi GopMH Ha «TeHEpHYHMM JiKapChKuMii
3acib» nepexbagae, MO peecTpaliiiHe JOChE MICTHTB
NOCHJIaHHS Ha peecTpaliiiHy iHdopMmanito (B maHOMY
BHIIAJKy JOKTIHIIHI JOCII/KEHHs), IO MICTHTBCA y JOCKE Ha
pedepenTHHI npemapar, 3a YMOBH  JOBEJEHHHA  iX
€KBiBaJICHTHOCTI.

BioekBiBaleHTHICTE  TeHEpHYHOrO Ta  pedepeHTHOro
JKapChKUX 3ac00iB JOBEAECHO IUIIXOM MPOBEIEHHS BIACHHUX
BHIIPOOYBaHb, 3 TEMH:

«Kniniuee mocHifkeHHS 3 OLIHKA GiOEKBiBalEHTHOCTI
npenaparis I6ynpoden-310poR’a yIsTpakar, Kancyiad M’ sKi
mo 400 mr (Bmpobmuk TOB «®apmaneBTHYHAa KOMIaHis
«3mopoB's», Ykpaina) Ta Amein Vierpa @opre, Kamcyam
M’ski o 400 Mr (BupobHuK Pfizer Consumer Manufacturing
Italy S.rl., Olaszorszdg) y 3m0poBHX HOGPOBOJIBLIB IpH
O/THOPa30BOMY IIPHHOMI».

=
3asiBHUK (BIIACHHK
PpeecTpaniifHOro MOCBiaYEHHs) e
(migmuc
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