Jonarok 29

7o TopsiKy NpoBeeHHS eKcIIepTH3H
peecTpauiiiHix MaTepianiB Ha
nikapceki

3ac00H, IO MONAIOTHECS Ha JEPKABHY
peecTpauiio (mepepeectpalliiio), a
TaKOX eKCIIEPTH3H MaTepiais npo
BHECEHHS 3MiH JI0 peecTpariiifHux
MaTtepianiB npotarom aii
peecTpanifiHoro nNocBig4eHHs
(ynkr 4 posniny VII)

3BIT
NPOo JOKJiHIYHI X0 caiaKeHHs

1. Haspa nikapcekoro 3aco6y (3a HasBHOCTI Anernanmcrein-310pos's
- HOMEp peecTpamifHOro HOCBiqYEHH):

po34HH N4 iH'exkmiid, 100 Mr/mu

1) Tum nikapcpKkoro 3aco6y, 3a AKHM I'enepuannii sikapcobkuii 3aci6
NpOoBoZKIacs abo IIAHYETHCS PeECTpalLis

2) npoBesieHi AOCIiKEHHS Tak O Hi M sxmo ui, o6rpynTyBaTh

3rigno mymkty 1.3. posminy III Hakazyy MO3Y
Ne 426 Bin 26.08.05 p. (3i 3minamn):

«.. QIS TeHEPHKIB He HAJAlOTLCA pPe3y/bTaTH|
BJIACHHX TOKCHKOJOTIYHHX Ta ¢apmMaKoioriqaux
BHIPOOYBAHb ...».

2. ®apmaxororis:

1) nepeuHHa (apmakomHHAMIKA JlaHi He HamAKOTHCS, OCKINLKY BacHi BHIIPOOYBaHHS
He IIPOBOMHIINCA (OU6. n. 2) npoeedeni 0ocnioxcenns
— 0brpynmyeanms)

2) BTOpUHHA (hapMaKoHHAMiKa JlaHi He HaJAlOTECA, OCKIIBKM BIACHI BHIPOGYBaHHS
HE IIPOBOJMITACS (Ou6. n. 2) npoeedeni 0ocniodicenns
— obrpynmyeanns)

3) dapmaxosnoris 6e3mexu JlaHi He Ha/AIOTHCS, OCKIIBKH BIIACHi BHIIpOOYBaHHs
HE IPOBOAMIIACA (OU6. n. 2) nposedeni 0oCcniodcenns
— 0brpyHmyeans)

4) papmaxomuHamiuHi B3aeMoii JlaHi He HaJAIOTHCS, OCKIIBKHA BIIACH] BHITpOOYBaHHs
HE NIPOBOIHUITHCA (Ou6. n. 2) npoeedeni docnioxcens
— 001pyHmMYy6anns)

3. dapmakoKiHeTHKA:

1) aBamiTHYHI METOIMKY Ta 3BiTH MO0 iX JaHi He HaAIOTHCS, OCKIIBKY BIIACHI BUIIPOOYBaHHS
BaUTi TaIii HE TIPOBOJIMIIACS (Ous. n. 2) npogedeni docnioxicenns
— 061pyHmysans)




2) BCMOKTYBaHHs

1

1JlaHi He HATAKOTHCA, OCKIIBKY BIIACHi BUITPOOYBaHHS
He NPOBOIMIUCA (OUB. h. 2) npogedeni 00CrioNceHHs
— 00IDYRMYBAHHS)

3) posmozin

Jlani He HAMAIOTBCS, OCKINBKYA BIaCHI BUIIPOOYBaHHS
HE [TPOBOJMIIKCA (OU6. n. 2) npoeederi 00CiioncenHs
— 0BIpyHmysanns)

4) metabomizm

Jaui He HA/IAIOTHCS, OCKINBKH BIIACH] BHIIPOGYBaHHS
HE IPOBOIMITHCA (Ous. n. 2) nposedeni 00CioxHceH s

— 001pyHmMYSanis)

5) BuBeneHHS

JlaHi He HAZTAIOTBCS, OCKINIBKA BIACH] BUIIPOGYBAaHHS
HE [TPOBOIHUITACS (Ous. n. 2) npoeederi Q0CHiONCceHHs
— 00IpyHmyeanns)

6) dhapmakoKiHeTHYHi B3aeMOIii
(moxmiHiyHi)

JlaHi He HARAIOTBCS, OCKIIBKY BIACHI BUIPOGYBaHHSA
HE NPOBOAMIIACH (Ous. n. 2) npoeedeni 0ocniodceHns
— 00IpYHMY6anns)

7) inmi apMaKoKiHETHYHI JI0CIT HKEHHS

JlaHi He HaNAIOTECSA, OCKIIIBKY BIIACH]I BUIIPOOYBaHHS
He IPOBOIHIIUCS (Ou8. n. 2) nposedeni 00CnioNHceH s
—— 06TpYHmMY6ans)

4. ToKCHKONOris:

1) TOKCHUHICTB Y pasi onHOpa30BOro
BBE/ICHHS

Jani He HANAOTHCA, OCKIIBKY BIACH] BANPOGYBAHHS
HE MPOBOIMITUCH (Ou6. n. 2) nposedeni 00cnioNceHns
— 0b1pyHmysanus)

2) TOKCHYHICTB y pasi MOBTOPHHUX BBEEHE

JlaHi He HaJArOTHCS, OCKIILKH BIACHI BUIIPOOYBaHHS
HE MIPOBOIUIIACS (Ous. n. 2) npogedeni 00cnioxncenus
— obrpynmyeann)

3) reHOTOKCHYHICTE:
in vitro

Hlani He HamAKOTECH, OCKIIBKY BIIACH] BHIIpOOYBaHHS
He IIPOBOJHIIUCA (OU6. n. 2) npoedeni docioxncenns
— obrpynmyeanus)

in Vivo (BKJTIOYAI04H T0JaTKOBY OI[HKY 3
TOKCHKOKIHETHKH)

Jani He HaNAIOTCS, OCKIIBKY BIIACH] BHIPOGYBaHHS
HE NPOBOIMIINCS (Ous. n. 2) nposedeni 0ocniodicenns
— 0brpynmysanns)

4) KaHIIEpOTEHHICTh:

Jlani He HagAIOTHCS, OCKIIBKH BIACH] BUITPOOYBaHHs
HE MTPOBOIMIIUCS (Ous. n. 2) npogedeni 0ocniodicenns
— 0brpynmyeanns)

JIOBIrOCTPOKORBI JOCIIIIXEHHS

MlaHi He HaNAIOTECA, OCKINBKY BIACHI BHIPOGyBaHHS
HE IPOBOAMIIUCA (OU6. h. 2) nposedeni docniodicenns
— 0bIpyHmysanus)

P



{.. o

KOPOTKOCTPOKOBi JIOCITi JUKeHHSE
abo TOCIIKEHHS CepeaHbOol TPHBAIOCT]

JaHi He HaAIOTBCA, OCKLUIBKH BIIACHI BHITPOOYBaHHS
He [IPOBOMITACS (Ous. n. 2) nposedeni docnioxcenus
— 00IpyHmMy6anns)

JIOIATKOB1 JOCIIiKEHHS

JlaHi He HazAKOTECS, OCKINLKH BIACH] BATIPOGYBAHHS
HE MPOBOJIHIIKCH (0U6. n. 2) nposedeni 00cnionceH s
— 061pYyHmYy6anus)

5) penpoayKTHBHA TOKCHYHICTh Ta
TOKCHYHHH BITHB Ha PO3BHTOK IIOTOMCTBA:

JlaHi He HAJArOTHCA, OCKIJIBKH BIIACHI BHIIPOOYBaHHS
HE MPOBOJAMIIACH (Ous. n. 2) npoeedeni 0o0cniodceHns
— o0tpynmyeanns)

BIUTHB Ha (pepTHUIbHICTE 1 panHiit
eMOpiOHaNIbHAH PO3BHTOK

JlaHi He HaAXOTBCS, OCKIIBKA BIACHI BUIIPOGYBAHHS
HE MPOBOIAMIIACS (OU8. n. 2) npoeedeni 00CnioNceH s
— obrpynmyeanns)

€eMOpiOTOKCHYHICTE

JlaHi He HaIaArOTLCA, OCKITBKH BIIACHL BHIIpOOYyBaHH:
He MPOBOIUIINCS (Ou6. n. 2) npoeedeni 0ocnioncenns
— obtpynmyeanus)

IIpeHaraabHa i MOCTHATAIbHA TOKCHYHICTh

JlaHi He Ha/IAIOTHCS, OCKIILKH BIIACH] BUIPOGYBAaHHS
HE MIPOBOJUIIACS (Ous. n. 2) nposedeni 00cniosiceHns
— 00IpyHmyeanns)

JOCIIKEHHS, IIPH SIKUX TIpenapar
YBOIHUTBCA IIOTOMCTBY (HECTATE€BO3PILIHM
TBapHHaM) Ta/ab0 OIIHIOETLCS Bigaiena
Jlist

JlaHi He HaArOTHCA, OCKIIBKH BJIACHL BHIIPOOYBaHHs
HE MPOBOIHUIIACS (Ous. n. 2) nposedeni 00cnioxHcenns
o0b1pyHmyeanus)

6) MiclieBa NEPEHOCHMICTE

JlaHi He HAJAIOTBCA, OCKIIBKH BIACHI BHIIPOGYBaHHS
HE MIPOBOJMIIACS (Ous. n. 2) nposedeni 00cniodiceHns

— obrpynmyeanns)

7) NOAATKOBI JOCJIiKEHHS TOKCHIHOCTI:

JlaHi He Ha/lArOTBCSL, OCKINBKY BIIACH] BHIIPOOYBAHHS
HE IIPOBOIHIIACS (OUB. h. 2) npoeedeni 0ocnioxHceHHs
—- o0brpynmyeanns)

AHTHUTEHHICTh (YTBOPEHHS aHTHTI)

JlaHi He HAaTAIOTHCS, OCKLIBKH BIACHI BHIIpOOyBaHHs
HE MPOBOJUIINCS (Ous. n. 2) nposedeni docioxicenns
— 061pyHmMY8anus)

IMyHOTOKCHYHICTh

JlaHi He Ha/IAIOTHCSA, OCKINBKH BIACH] BUIIPOGYBAHHS
HE TIPOBOIUIIUCS (0us. n. 2) npogedeni 0ocnioxicenns
— obrpynmyeanns)

JOCITIDKEHHS MEXAHI3MIB JTiT

Jani He HanAKOTBCA, OCKUIBKY BIACH] BUIIPOGYBaHHS
HE NPOBOJMIIUCS (Ous. n. 2) npoeedeni Qocnioxncenus
— o0bIpyHmysanus,)

JiKapchKa 3alIexHICTh

JlaHi He Ha/IAIOTHCS, OCKIILKH BIACHi BUIPOGYBaHHS
HE ITPOBOIUIIHCH (0U8. n. 2) nposederi docnioxnceHHs

— 0brpynmyeanms)




TOKCHYHICTH MeTab0JIiTiB

Jlani e Ha/IRKOTECA, OCKLIBKY BIAcCHi BHIIPOOYBaHHS
HE NPOBOMMUIIUCS (Ous. n. 2) nposedeni docnioxcenns
— 001pYyHmMy6anus)

TOKCHYHICTE JOMIIIIOK

JlaHi He HANAIOTHCS, OCKIIBKM BiACH] BHIIPOOYBaHHS
He NPOBOAUIIHCA (Ous. n. 2) nposedeni 0ocnioxncenns
— obrpyHmyeanns,)

iHIIE

Jlani He HafAIOTHCA, OCKIIBKH BIIACH] BHIIpOOYyBaHHA
HE IIPOBOJIMITUCH (Ous. n. 2) nposedeni 0ocnioncenns
— obirpyumysanns,)

5. BUCHOBKH 010 AOKITiHIYHOTO
BHBYEHHS

JlaHi He HAJIAXOTECS, OCKLIBKH BJIACH] BUIIPOOYBaHHS HE
NPOBOMMIIMCS (Ou6. n. 2) npoeedeni Oocnioxcenmns —

0brpynmyeanns)
) il

3asBHHK (BIACHHK
PeeCTpaniifHoro moCBiTYeHHs)




Homatok 30

1o I1opsjKy NpoBeieHHs eKCIIEPTHAH
PeECTpalliifHuX MaTepiaiB Ha
JlKapceKi 3aco6H, 10 MoAarTECS Ha
JEPKaBHY PEECTpAILiio
(mepepeecTpario), a Takosk
eKCTIEPTH3U MaTepialiB Mpo BHECEHHS
3MiH JI0 peecTpalifiHKX MaTepiais
TIPOTATOM Jii peecTpaiiiHoro
MOCBiMYeHHA (MyHKT 4 posniny VII)

3BIT

npo KJiHiYHe BUNPoOyBaHHSs

1. Hasga mixapcekoro 3aco6y (3a HasBHOCTI -
HOMEp peecTpalifHoro OCBiTYEHH:)

AnerninucTein-310poB's

po3uuH a4 in'exmiit, 100 mr/ma

2. 3adaBHUK TosapucrBo 3 o0MexkeHOI0 BiamoBiZaJbLHiCTIO
«®@apmManeBTHIHA KOMOaHis «310poB'a»
3. Bupobuuk TosapucrBo 3 ofMekeHOI BiamoBiZaNLHiCTIO

«®@apmaneBTHYHA KOMOaHis «310poB'»

4. IlpoBeneni mociimKeHHAS:

Tak O Hi M sKkmo i, 06rpynTYBaTH

3rigno mynkty 1.3. posginy III Haxazy MO3Y
Ne 426 Bin 26.08.05 p. (3i sminamn):

.. VI TeHEPHKIB He HAJAITHCH PeE3yJbLTATH
BJIACHHX ... KJIIHIYHHAX JOCTIIKEHD ...».

Y sigmosimnoctri x0 Hacramosm CT-H MO3Y
42-7.4:2022 «Jlikapceki  3acobu. ocaimkenns
OioexBiBa/IeHTHOCTI»:

«Jlocaipkenns GioekBiBaJeHTHOCTI, AIK NpaBuJI0, HEe
€ HeoOXiAHMMH, SIKIIO JOC/I/UKYBaHHH JiKapchKHil
3aci0 BBOIMTbCH MK BOJHHMI BHYTPINIHbLOBEHHMI
PO34HH, IO MiCTHTH TAKY K AKTHBHY PEY0BHHY, IO
i 3aTBepIKeHHHt Ha AaHmii 4ac JiKapcbKmii 3aci6
(pedepenTnuii dikapcbkuii 3acif).

-.B pa3i inmAx napeHTepanLHUX MUISXIB BBeAeHHH,
HANPHKJIAJ BHYTPIMIHLOM'Si30BoMY a00 miamkipHo-
My, Ta SKINO AOCHIIKYBaHMH JTiKapchbKHii 3aci6|
HAJIEKHTEL [0 OJHOI0 THITy PO3YMHY (BOAHMI 4M
0JIilHMI), MicTHTB OHAKOBY KOHIEHTpALiI0 Tiei kK
Ail0901 PeIOBHHH Ta OXHAKOBI JONOMiKHI pedoBHHA
B NOi0Hi# KinbKocTi, mo i 3aTBEpIKEHNIt HA JaHMii
Hac Jikapcbkuii 3aci6 (pedepenTnmii Jikapcbkuii
3acib), gocuimkenns OioekBiBaneHTHOCTI He €
HeoOXiTHuMH. Kpim TOroO, AOCTIKeHHSA
OioexBiBaJIeHTHOCTI He € HeOOXiIHHME 15 BOJHHX
NapaHTepPaIbHAX PO3YMHIB 3  MOPIBHAHHHMH

JIOHOMIKHAMH Pe4OBHHAMH B CXOXKiH KiIbKOCTi,




KOJTH Mo:ke OyTH IPOeMOHCTPOBaHO, M0 T0MOMIKHI
PEY0BHHM He BILTHBAIOTh HA B'A3KICTHY.

1) THn miKapcEKOro 3aco0y, 3a AKHM

IpoBoAMIIacs abo IJIAHYEThCs peecTparis

I'enepuynuii tikapcobKuii 3acié

5. IloBHa Hazpa KITiHIYHOTO BUNPOGYBaHHS,

KOZIOBaHHMH HOMEP KJIHIYHOrO
BUIpoOyBaHHS

Jlani He HamaroThCs, OCKINBKM BJAcHi BHMpPOGYBaHHS
HE TPOBOJMIIMCA (Ous. n. 4) npoeedeni docniodlcenus
— obIpynmyeanns)

6. ®a3a xriHiYHOrO BUNpOGYBaHHS

JaHi He HanArOTHCS, OCKIIBLKH BIIACHI BHUITpOOyBaHHs
He MPOBOJIMIIUCS (Ous. n. 4) npoeedeni OocnioNicenHs —
o06rpynmysanns)

7. Ilepiox npoBeneHHs KIiHIYHOTO
BHUIIPOOYBaHHA

Hani He HaNnAIOTHCA, OCKIIBKYM BIACHi BUIPOGYBaHHS
HE TPOBOMMIMCH (Ous. n. 4) npoeedeni docnioxncenus
— 06IpYHmMY8aHH5)

8. Kpainm, 1e nmpoBoauiocs xiiHigne
BUNPOOyBaHHS

Jlani He HaJAOTHCs, OCKIIBKYM BlAacHi BHIPOGYBaHHS
HE MPOBOJMIIMCA (0u6. n. 4) nposedeni docnioxcenus
— obipynmyeannsi)

9. KinbKicTh HOCIIHKYBaHHX

JaHi He HamarOTHCA, OCKIIEKM BJIACHI BUIIPOOYBaHHI
HE TIPOBOJMIIKCA (Ous. n. 4) npoeedeni docnioxceHHs
— obrpynmysanns,)

10. Mera Ta BropuHHi 1iji K1iHiYHOTO
BHIIPOOYBaHHS

JlaHi He HaNAIOTHCSA, OCKITBKH BIIACHI BHIIPOOYBaHHS
HE TPOBOAMINCA (Ous. n. 4) npoeedeni docnioxicenus
— obrpynmyeanns)

11. JTuzaiie KNiHiYHOTO BUIIPOOYBaHH

JlaHi He HAJAIOTHCA, OCKUIGKH BJIACHi BHIIPOOYBaHHS
HE TPOBOIMIIMCS (Ous. n. 4) npoeedeni docniodcenus
— 0bTpyHmMy8anus)

12. OcHOBHi KpHTeEpil BKIFOYEHHS

Jani He HamarOTHCA, OCKINBKH BIAcHi BHIIPOOYBaHHS
HE MPOBOIMINCA (Ous. n. 4) npoeedeni docnioxicenns
— o001pyHmyeanus)

13. locnimxyBanuii mikapchkuii 3aci6,
crocib 3acTocyBaHHS, CHIa il

JaHi He HaJAIOTHCS, OCKIIBKH BIACHI BUIPOGYBaHHS
HE MPOBOAMIIHCS (Ous. n. 4) npoeedeni Oocniodncenns
— obrpynmyeanus)

14. IIpenapar nopiBHsAHHSA, 1033, croci6

3aCTOCYBaHHS, CHJIA il

HaHi He HajarOTHCHA, OCKIILKH BJIACHI BHIIPOOYBaHHS
HE TIPOBOJMIIMCS (Ous. h. 4) nposedeni oocniozicenns
— obrpynmyeanns)

15. CynyTtHs Tepanis

Jani He HaalOTLCHA, OCKLIBKH BJIACHI BHIIPOOYBaHHS|
HE MPOBOIMIIMCS (Ou8. h. 4) npoeedeni docnioxcenns
— 0bipyHmysanns)




16. Kpurepii oninku edextusuocti

JlaHi He HamaOTHCS, OCKITBKM BIIACH] BUIIPOOYBaHHA
HE TIIPOBOJUIHCS (Ous. n. 4) npoeedeni docnioxncenns
— o0brpynmyeanns)

17. Kpurepii ouinku 6e3mnexu

JlaHi He HaoAIOTHCS, OCKINBKH BIIACHI BHIIPOOyBaHHs
HE TPOBOMMIHCS (0ue. n. 4) npoeedeni docnioxcenns
— 00TpYHmMyBanHs)

18. Craructiuni MeTomu

JlaHi He HamAIOTHCHA, OCKIIBKH BIACHi BHIIpOOYBaHHs
HE TPOBOMHMIIHCS (0us. n. 4) npoeedeni docniocenns
— 0bIpyHmyeanns)

19. lemorpadiyni noxazuuxu
AOCIIiUKYBaHOI OMyISIil (CTarh, BiK, paca,
TOLIO)

Jani He HajarOTHCA, OCKITBKM BIACHi BUIIPOOYBaHHs
HE IIPOBOMHIIHCA (Ous. n. 4) nposeedeni 0ocnioncenHs
— 0061pyHmMY8anus)

20. Pesynbraru edextuBHOCTI

Jlani He HalAIOTBCHA, OCKINBKH BJIACHI BHIIPOOYBaHHsA
HE IIPOBOJIMIIHCA (Oug. n. 4) npoeedeni docnioxcenus
— 0brpyHmyeanns)

21. Pesynsraru 6e3nexu

Jlani He HazAOTHCH, OCKiNBLKM BracHi BHIPOGYBaHHS
HE IIPOBOIHIIHCA (Oue. n. 4) npoeedeni docnioncenns
— 061pyHmyeanns)

22. BHCHOBOK (3aKJTIOYEHHS)

Jlani He HANAIOTHCS, OCKITBKY BIIACH] BUIIPOOYBaHHS HE
NPOBOMMIIHCS (Ou6. n. 4) nposedeni docnioxcennus —

05leH"D’6aHHW A

3adBHUK (BIIACHHK
PEeECTpaniHOTO MOCBiTYEHH)




