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nio Iopsaky npoBeneHHs excriepruzu
peecTpauiifHux Martepiaiis Ha
JiKapchki

3aco0u, Mo MOJATEC HA JepKaBHY
peecTpalliio (nepepeectpaitiio), a
TaKOX eKCIIEPTH3H MaTepiaiis npo
BHECEHHS 3MiH 10 peecTpalliftHux
Marepiaiie porsrom il
peeCTpaliifHOro MoCBiT4eHHs
(myHKT 4 po3nimy VII)

3BIT

NPo JOKJIIHIYHI JoC/aiIKeHHs

1. Hasga mixapchkoro 3aco6y (3a HasBHOCTI
- HOMEp PeeCTpallifHOro NOCBiqUeHHs):

Iminakpun-310pos's

pO34HH i iH'ekuii, 5 Mr/mJu ta 15 mr/mi

1) Tan JlikapcrKoro 3acoby, 3a sKuM
IpoBOAMIIacs abo MIaHYETHCS peecTparis

I'enepnunnii pikapcskuii 3aci6

2) npoBeieH] JOCTiHKEeHHS

Tak O Hi M sxwmo Hi, 06rpynTyBaTH

3rizno nysxry 1.3. poaminy III Haxazsy MO3Y
Ne 426 Bin 26.08.05 p. (3i sminamn):

«.. JJIf TeHePHKIB He HAJAITHCH pPe3yJbTaTH
BJIACHHX TOKCHKOJIOTIYHHX Ta (apMaKoJoriyHux
BHIIPOOYBaHb ...».

2. ®apMmakoJoris:

1) nepBunHa papmakogHaMiKa

JlaHi He HAMAIOTHCS, OCKINBKH BIACHI BHIIpOOYBaHHSA
He NPOBOMUIHCS (Ous. n. 2) npogedeni docnioicens
— 001pyHmMYy8anus)

2) BTOpHHHA (hapMaKoIMHaMiKa

Jlani He HaNAIOTHCA, OCKLIBKY BIACHI BUIPOGYBAHHS
HE IIPOBOIUIIACS (OU6. n. 2) npoeedeni 00Ccniodicenns
— 0bTpyHmy6anus)

3) dbapmakonoris 6e3nexu

JlaHi He Ha/IAIOTHCS, OCKINBKY BIACH] BHIIPOGYBaHHS
HE IIPOBOJHIIMCA (OUs. n. 2) nposedeni 0ocniodiceHns
— obrpynmyeanns)

4) dbapmakosmHamivHi B3aeMoil

Jlani He HANAKOThCS, OCKIIBKY BIACH] BHIIPOOYBaHHS
HE NPOBOMUIIACA (OU8. n. 2) npoeedeni 0oCcniodcenns
— 001pYHmMY6anns)

3. ®apmakoKiHeTHKA:

1) aHaNiTHYHI METOMKHA Ta 3BITH MO0 iX
BaJTi Al

JlaHi He HaIAKOTECA, OCKIIBKH BIACHI BHIIPOOYBAHHS
HE IIPOBOJMITHCS (Ous. n. 2) npoeedeni 00cnioiceHHs
— obrpynmyeanns)




2) BCMOKTYBaHHSI

Jlani He HaAIOTHCSA, OCKLIBKH BIIACHI BUIPOOYBaHHS
HE TIPOBOIUITUCS (OU8. n. 2) npoeedeni 00CHioNHcenHs
— 0b1pyHmyeanns)

3) po3zmomin

JlaHi He HAAIOThCA, OCKIJIBKH BIIACHI BUIIPOOYBaHHS
HE IPOBOIMIIUCH (OuU8. n. 2) npoeedeHi 00CiONceH s
— 001pyHmy6ans)

4) metabomizm

JlaHi He HA/AIOThCS, OCKITBKY BIIACHI BUIIPOOYBaHHS
He NPOBOJHIIHCS (Ou6. n. 2) npogedeni 00CNioNceHHA
— 06IpyHmy6anns)

5) BuBenEHHS

JlaHi He HaAIOTHCA, OCKIJIBKY BIIACHI BUIIPOOYBaHHS
HE IPOBOAMIIACH (Ous. n. 2) nposedeni 00CHiONCeHHA

— 061pyHmMYBanHs)

6) dbapmakokiHETHYHI B3acMOii
(moxTiHIYHi)

JlaHi He HaAIOTECSA, OCKITIBKH BIIACHI BUIPOGYBaHHS
HE IIPOBOJHIIUCA (OUB. n. 2) npoeedeHi OOCNiONCEHHS
— 001pyHmMYBanus)

7) 11101 apMaKkoKiHETHYHI JOCTIIKEHHS

JlaHi He HaIAIOThCS, OCKIIBKH BIIACHI BHIIPOOYBaHHS
He IIPOBOIMIIUCS (OU6. . 2) npoeeoeHi 00CHiONCEHHA
— obIpyHmyeanns)

4. TOKCHKOIOTIS:

1) TOKCHYHICTB y pa3i OHOPa30BOIo
BBEJICHHSI

JlaHi He HaJlAlOTHCS, OCKIIBKH BIIACHI BUIPOOYBaHHS
He NPOBOIUINCS (0uUs. n. 2) nposedeni 00cnioNcenus
— 0bTpyHmMysanHs)

2) TOKCHYHICTB y pas3i IIOBTOPHHX BBE/JICHD

JlaHi He Ha/IAlOTHCS, OCKIIBKHA BIIACHI BUIIPOOYBaHHS
HE MPOBOHITHCH (0U6. 1. 2) nposederi dochiodcens
— obIpynmysanns)

3) reHOTOKCHYHICTE:
in vitro

JlaHi He HANAIOTHCSA, OCKLIBKH BIIACHI BUITPOOYBaHHS
HE IIPOBOMMITHCS (OuUs. 1. 2) nposederi 00CnionceHHA
— 00IpyHmMy8anHs)

in vivo (BKJIIO9IOYH J0JATKOBY OILLHKY 3
TOKCHKOKIHETHKH )

JaHi He HaNAIOTHCS, OCKINBKH BIacHi BUIPOOYBaHHS
He IIPOBOMUIIUCS (Ous. n. 2) npoeedeni 0ocnioxcenns
— obrpynmyeanns)

4) KaHIlepOTeHHICTh:

Jaui He HANAIOTBCA, OCKINBKH BIACHI BHIPOOYBAHHS
HE [IPOBOIMIIACS (Ou8. n. 2) nposedeni 00ChionceHHs
— 001pynmyeanns)

JOBIOCTPOKOBI TOCITiKEHHS

Jaxi He HaJTAIOTHCS, OCKIIBKA BIIaCHi BUIIPOGYBAHHS
HE IPOBOAMIIUCA (0U8. n. 2) nposedeni O0CHiONCeHH
— 0brpyHmyeanus,)




KOPOTKOCTPOKOBI JOCII [KEHHS
ab0 JI0CIILDKEHHS CepeIHbOT TPUBATOCTI

JaHi He HAJJAIOTHCS, OCKIIBKHA BIacHi BUIIPOGyBaHHA
He IIPOBOIMITUCS (Ous. n. 2) nposedeni 00CHiONCeHH
— obrpynmyeanns)

JOJATKOBI JOCIIHKEHHS

JlaHi He HANAIOTHCSA, OCKIIBKH BIIACHI BUIPOGYBaHHS
HE IIPOBOJHIIHCA (OuUs. 1. 2) nposederi 00CnioNceHHs

— o0bIpyHmysanns)

5) permponyKTHBHA TOKCHYHICTh Ta
TOKCHYHHH BIUIMB Ha PO3BHTOK IIOTOMCTRBA:

JlaHi He HaJAIOTHCS, OCKLIBKH BIIACHI BUIIPOOYBaHHS
He MIPOBOHIINCH (Ou6. n. 2) nposederi 00chioNceHHs
— o6Ipynmyeanns)

BILIMB Ha QEPTUIIBHICTE 1 paHHiN
eMOpioHaBHUM PO3BHTOK

JlaHi He HAJAIOTHCS, OCKLIBKH BIIACHi BUIIPOOYBaHHS
HE MPOBOJHIIHCH (0u. h. 2) nposederi 0ocniodceHHs

— 00IpyHmMY6anHs)

eMOpiOTOKCHYHICTE

JlaHi He Ha/IAIOTECA, OCKIIEKH BIIACHI BUIIPOGYBaHHS
HE IIPOBOAMIIUCH (Ous. n. 2) npoeedeni 00cnionceHHs
— 001pyHmMYBanHs)

IIpeHaTalbHa i HOCTHATATILHA TOKCHYHICTE

Jlani He HA/IAIOThCS, OCKINBKY BIIACHI BEIIPOGyBaHHS
HE IIPOBOIMIIHCS (Ous. n. 2) nposedeni 00cnioxceHHs
— 0bIpynmyeanns)

JOCIi/KEHHS, TIPH SKUX Mpenapar
YBOJHMTBCS IIOTOMCTBY (HECTATEBO3PiIMM
TBapuHaM) Ta/ab0 OLIHIOETRCA BijyianeHa
s

JlaHi He HaJAIOThCS, OCKIIBKY BIACH] BUIPOOGYBAHHS
HE IPOBOAMIIACA (OU6. n. 2) nposedeni 00CHiONCeHH
— 0brpynmyeanus)

6) MicIieBa IIEPEHOCHMICTH

Jlani He HaNAIOTHCS, OCKITBKHA BIACHI BUIPOOYBaHHS
HE MPOBOJHIIKCH (0U8. n. 2) nposedeni 00CHiONCeHHS -
obrpynmysanns)

7) BOOATKOBI JOCIIHKEHHS TOKCHYHOCTI:

Jani He HaJAIOTHCA, OCKINIBKH BIIaCHI BANIPOGYBAHHS
He npoBoauIucs (Ous. n. 2) npoeedeni docnioncenns
— 0brpyHmyeanns)

AHTHT'€HHICTb (YTBOPEHHS QHTHTLI)

JlaHi He HANAIOTBCS, OCKIIBKH BIACHI BHIPOGYBAHHS

HE TIPOBOJHIIKCH (0u8. n. 2) nposedeni 0ocniodceHns
— obrpynmyeanns)

IMyHOTOKCHYHICTh

JaHi He HaJlAIOTHCS, OCKINIBKA BIACHi BUIIPOGYBaHHS
HE IPOBOAMIHNCA (0U6. h. 2) nposedeni 00CHiONCeH A
— obrpynmysanns)

JOCIIKEHHS MEXAHI3MIB il

Jlani He HAJAIOTBCSI, OCKINBKHA BIACHi BUIIPOGYBaHHS
HE MMPOBOIHIINCA (Ous. n. 2) nposedeni docnioxiceHHs
— 0bTpyHmMy8aHHs)

TiKapchKa 3aJIEXHICTh

Jlaui He HaAIOThCS, OCKIIBKA BIacHi BUIIPOGYBAHHS
HE IPOBOIUIACSA (OU8. n. 2) nposedeni 0oCnioHceHHA
— obrpynmysanus)




TOKCHYHICTh MeTabO0IiTiB

JlaHi He HaArOTHCS, OCKIIBKM BIACHI BUIIPOOYBaHHS
HE IIPOBOAMIIUCS (0U8. n. 2) npoeedeni docniodicenns
— obrpynmyeanns)

TOKCHYHICTh JOMIIIOK

HaHi He HajarOTECA, OCKiNbKH BIAcHi BUIPoGyBaHHS
HE MIPOBOAHIIHCA (Ous. n. 2) npoeedeni docnioxncerns
— 00IpYHmMYBanHs)

iHIIE

Jani He HaAIOTHCSA, OCKIIBKH BIIACH] BHIIpOOyBaHH:
He npoBoauIucs (Ous. n. 2) npoeedeni docnioxcenns
— obrpynmyeanns)

5. BHCHOBKH 1110710 TOKJIiHIYHOTO
BHBUYECHHS

JlaHi He HAaJAIOTHCS, OCKLTEKH BJIACHI BHIIPOOYBaHHSA
He ITPOBOIUIIUCS (Ous. n. 2) nposedeni docnioncenns

— 0bIpyHmyeanns) 0 m
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Homarok 30

1o Ilopsanky npoBeieHHsA eKCIIEPTH3H
peecTpalifHUX MaTepianis Ha
JIiKapChKi 3ac00H, IO MOJAIOTECA Ha
JepaKaBHY peecTpailiio
(nepepeecTpallito), a TAKOXK
eKCIIepTU3H MaTepialiB PO BHECSHHA
3MiH [0 peecTpallifHUX MaTepiaiB
TIPOTATOM Jii peecTpariifHoro
noceig4eHHs (MyHKT 4 posminy VII)

3BIT

PO KJIiHIYHe BUNIPOOYBaHHS

1. Ha3pa sikapcekoro 3acoby (3a
HasBHOCTI - HOMEp peecTpaniiHoro
IIOCBITYEHHS )

Inigaxpan-310poB's

pO34MH aJis iH'ekmiii, 5 Mr/ma Ta 15 Mmr/ma

2. 3asBHHUK ToBapucTBo 3 o0MeKeH0 10 BinoBizaaLHiCTIO
«PapmaneBTHYHA KoMIaHifA «310poB's»
3. BupoOuuxk ToBapucTBO 3 00MEKEHO0I0 BiAmoBiZaJIbLHICTIO

«®PapmManeBTHYHA KOMIIaHis «310poB's»

4. ITpoBeJieH] TOCIIiKEHHS:

Tak O Hi M sKuwo Hi, 06rpyHTYBaTH

3rigno mynxry 1.3. posginy III Hakazy MO3Y Ne 426 Bin
26.08.05 p. (3i 3Mminammu):

«.. NIl TEHEPHKIB He HAJAIOTHCH Pe3yJILTATH BJIACHHX ...
KIIHIYHHX J0CTiIKeHb ...».

Y BignmoBigmocri g0 Hacramoem CT-H MO3Y
42-7.4:2022 «Jlikapebki 3aco0H. HocaimxeHHsT
OioexkBiBaJIEHTHOCTI»:

«/locainkenns GioeKBiBaJeHTHOCTI, SK NpaBHI0, He €
HeoOXilHUMH, SKINO JOCTKYBAHMH JIKapCLKHH 3aci6
BBO/MTBCH SIK BOJHHH BHYTPIIHHOBEHHHH PO3YHH, IO
MICTHTB TaKy » aKTHBHY Pe40BHHY, IO i 3aTBepIKenHi
Ha fJaHmii  49ac JKapchKmil  3aci6  (pedepenTHmii
JikapchkHii 3a¢i6).

..B pasi iHmMMX DapeHTepaJbHHX IIAXIB BBeIeHHS,
HANPHKJIAJ BHYTPIlIHLOM'S30BOMYy a0o miqmkipHo-my, Ta
SKINO JOC/HIKYBaHHH JIiKapchbKHMil 3aci0 HaJeXHTh 10
OJHOT0 THIIy PO34HHY (BOOHMM YM oJiiiHMII), MiCTHTH
OTHAKOBY KOHIEHTpalil0 Tiel * [il090i pedoBMHH Ta
OJHAKOBI 10NOMIXKHI pe4oBHHH B MOAiOHIN KilbKocTi, mo i
3aTBEpP/KEHHH Ha fJanMi vac JHiKapcsKuii  3aci6
(pedepenTHnit  mikapcbkmit  3acif),  nocaizKeHHH
OioexBiBanenTHOCTI He € HeoOximmmmu. Kpim Toro,
aocHixKeHHs OioeKBiBa/leHTHOCTI He € HeOOXiAHMMHM HIH
BOAHHX NapaHTEPAJbHHX PO3YMHIB 3 NOPIBHAHHMUMH
JIONOMIKHMMH PeYOBHHAMH B CXOXKil KiTbKocti, Koam
Mo2ke OyTH MpPOJEMOHCTPOBAHO, IO JOMOMIKHI PeYOBHHH
He BILIMBAIOTH HA B'SA3KICTDHY.




1) Tvm nikapcbKkoro 3aco0y, 3a KM
mpoBo/HIacs abo IIaHyEThCS
peecTpairis

I'enepnunmii Aikapchkuii 3aci6

5. IToBHa Ha3Ba KIiHIYHOTO

IIPOBOAMIIACH  (Ous.
obrpynmyeanns)

n. 4) nposedeni

Jladi He HamaroThCH, OCKIIGKH BIAcHi BHIpoOyBaHHS He

BUIIPOOYBAHHS, KOJJOBAHUH HOMEp  [IPOBOMMIMCS (Ous. n. 4) npoeedeni Oocnidocenns —

KJIiHIYHOTO BHIIPOOYBaHHs o6TpyHmMY6anHs)

6. ®aza kiHiyHOrO BUNpoOyBanHs |JlaHi He HAJAIOTBCH, OCKIABKH BIACHI BHUIIPOOyBaHHSA He
NPOBOJAMIMCA (Ous. n. 4) nposedeni oOocniodcenHs —
obrpynmyeanns)

7. Ilepion mpoBesieHHs KiiHiynoro |JlaHi He HAafAIOTBCA, OCKiNBKHM BIIACHI BUNPOOYBaHHA HE

BHIIPOOYyBaHHs IPOBOMMIINCA (Ous. n. 4) npoeedeni oOocniodcenns —
obrpynmysanns)

8. Kpainu, ne mpoBomuiocs Jlani He HaNAIOTBCSA, OCKINBKM BIaCHI BHIIPOOYBAHHS He

KJIiHiYHe BUNIPOOyBaHHS IPOBOJMIHCA (Ou6. n. 4) npoeedeni OocnioncenHs —
obrpyHmyeanns)

9. KinbkicTh AOCITIKYBaHHX Jlani He HaNarOTBCHA, OCKINBKH BiACHI BHIpPOGYBaHHA He
OPOBOJMIMCA (Ous. n. 4) npoeedeni oocniodxcenns —
obrpynmysanns)

10. Mera Ta BropHuHHI wiai Jlani He HamaroTbCA, OCKIIbKM BIacHi BHIIPOOYBAaHHA He

KIIiHIYHOTO BHNIPOOYBaHHs TIPOBOZIMIIKCH (Ous. n. 4) npoeedeni oOocnioxcenns —
00rpyHmyeanus,)

kiinigHoro|/lani He HANAIOTHCS, OCKUIBKM BIAacHi BHIPOOYBAaHHS He

BUNPoOyBaHHA NPOBOMMIIHCA (Ous. K. 4) npoeedeni oOocniddcenns —
0brpynmyeanns)

12. OcHoBHi kputepii BKoueHHs  |[laHi HEe HANAIOTHCS, OCKLIGKA BJIACHI BUIIPOOYBaHHS He
NIPOBOMMIKCA (Ou6. n. 4) nposedeHi Oo0CHiONCeHHA —
0brpynmyeanns)

13. locnimxyBanuii rikapchKuit Jlani He HajgaroOTBCA, OCKINBKM BIAcHi BUNpPOOYBAHHS HeE

3acib, criocib 3acTocyBaHHs, cuna Aiijuposomumiacs  (Ous. n. 4) npoeeoeHi O00CniodNceHHA —
obtpynmysanus)

14. IIpenapar nopiBHsIHHS, 1034, Jlani He HamarOTBCSA, OCKINBKM BIIACHI BHIIPOOYBaHHSA He

crocib 3acrocyBaHHs, cuia il TIPOBOMWIINCS (Ous. n. 4) npoeedeni OOCniONCeHHA —
o6TpyHmyeanHs)

15. CynyTHs Teparmis Jlani He HAJAIOTBCS, OCKUIBKM BIAacHi BHIpPOOYBaHHS He

00CRIONCeHHS

D



16. Kpurepii oninku epexrusrocTi |JlaHi He HANAIOTHCH, OCKUIGKH BIACHI BUIIPOOYBaHHS He
NPOBONMIHACA (Ous. n. 4) npoeedeni O0CHiONCEHHA —
obrpynmyeanns)

17. Kpurepii oninku 6e3mnexu Jlani He HanaOTHCA, OCKINBKM BIacHi BHNpOGYBaHHS He
NPOBOJMIACA (Ous. n. 4) npoedeni Oocnioxcenns —
0bTpyHmysanus)

18. CrarucTayni MeTomu JlaHi He HamAIOTBLCA, OCKINIBKH BIACHI BHIIpOOYBaHHS He
NPOBOUIIHCA (Qus. n. 4) npoeedeni OocnioxceHns —
0btpynmyeanns)

19. Jlemorpadiuni mokazHuku Jlani He HamarOThCA, OCKINBKM BIacHi BUIIPOOYBAaHHS He

AOCIi/UKYBaHOT momyAwii (cTars, — |mpoBommmucs (Ous. n. 4) npogedeHi Q0CHIONCeHHA —

BiK, paca, TomIo) o0brpynmyeans)

20. Pe3ynbratu eh)eKTHBHOCTI Jlani He HamaroTHCHA, OCKINBKM BacHi BHIIPOOYBAaHHSA He
OPOBOUIIACA (Ous. n. 4) npoeedeni OocnioxceHns —
o0rpyHmyeanns)

21. Pesynbratu Ge3nexu JlaHi He HanalOTHCA, OCKINBKH BIACHI BHIPOGYBAaHHS He
NPOBOAHIIKCA (Ous. n. 4) npoeedeHi O00ChiONCeHHA —
obtpyHmyeanns)

22. BEHCHOBOK (3aK/IIOUYEHHS) JlaHi He HaTAIOTBCSA, OCKINBKM BiIAacHi BHIPOOYBaHHA He
OPOBOIMIMCS (Oug. n. 4) nposedeni Oocniodcenns —

obrpynmyeanns)

3asBHNK (BIaCHUK - A
PeecTpallifHoro ok TueH!s)
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