Honarok 29
1o [Nopaaky NMpoRe/IeHHS eKCIepTH3H
peecTparlifHiX MartepiajiiB Ha
JiKapchbKi
3ac00u, 0 MOAAKTHCS HA JEPHKABHY
peecTpauiio (nepepeectpaiiiio), a
TaKOX eKCIIEPTH3H MaTepiaiiB mpo
BHECEHHA 3MiH 0 peecTpaiiifHux
MarepiasiB MpoTaroM Iii
peecTpaniifHoro MoCBiqUeHHs
(mysKT 4 pospiny VII)

3BIT

PO AOKJIIHIYHI JoCTiIKeHHs

1. Haspa mikapckkoro 3aco6y (3a HasBHOCTI
- HOMEp PeeCTpalifaoro NoCBi14eHHs):

TioxToBa KHcJI0TA

po3uun aus ingysii, 12 Mmr/ma

1) Tan nikapcekoro 3acofy, 3a AKUM
npoBoarIacs abo MIAHYEThCA peecTparis

I'enepu4nmii Jikapcskuii 3aci6

2) IpoBeaEH] JOCITiKEHHS

TaK O Hi ¥ SKIIO Hi, 06IpyHTYBATH

3rizao mymkrty 1.3. posmimy III Haxazyy MO3Y
Ne 426 Bix 26.08.05 p. (3i sminamn):

.. IS TeHEPHKIB He HAJAlOTHLCH Ppe3yJLTATH
BJIACHUX TOKCHKOJIOTIYHHX Ta (apMaKoJIoriTHux
BHIPOOYBaHb ...».

2. ®apmakororis:

1) nepeunHa hapMakomiHaAMiKa

JlaHi He HaJalOThCA, OCKIJILKH BIIACHI BUIIPOOYBaHHS
He IIPOBOJTWIIUCH (OU8. n. 2) npoeedeni 00CnioHceH s
— 001pyHmyeanHs)

2) BropHHHA (hapMaKoTHHAMIKa

JlaHi He HaTAIOTBCA, OCKIJIBKY BIIACHI BHIIPOOYBaHHS
HE IIPOBOAWIHCA (Ou6. n. 2) npogedeHi 00CHiONCEeHHS
— 0b1pynmyesanns)

3) dapmakooris Gesmexu

Jlani He HaAIOThCS, OCKIJIBKY BIACHI BUIIPOOYBaHHA
HE IIPOBOJHIIKACA (Ous. n. 2) npogedeni 00CRIONCEHHSA
— 001pyHmy8anHs)

4) papmakommHaMidHi B3aeMoii

JlaHi He HaAIOTHCS, OCKITIBKH BIACHI BHIIPOOYBaHHS
HE IIPOBOIMIIUCS (OU8. n. 2) npoeedeni 00ChionceHHs
— 0bIpyHmysanHs)

3. ®apmakoKiHETHKa:

1) aHAMITHYHI METOIMKH Ta 3BIiTH OO 1X
BaJstimarii

Jlani He HaAIOTBCS, OCKIJIBKY BIIACHI BUITPOOYBaHHS
HE IIPOBOAUIINCA (Ous. n. 2) npogedeni 00CHiOHNceHHs
— 0bTpyHmysanns)




2) BCMOKTYBaHHS

JlaHi He HaIAIOTHCA, OCKIIBKY BIacHi BHIIPOOyBaHHS
HE IIPOBOAMIIHCS (0U8. n. 2) npoeedeni 0ocnioxncenns
— 0b1pynmyeanus)

3) po3nomin

JlaHi He HaAKOTHCS, OCKIIBKH BIIAcHi BHIIPOOYRaHHS
HE IIPOBOMIIKCS (0U8. n. 2) npoeedeni docnioxncenns
— obrpynmyeanns)

4) metaboizm

JlaHi He HaAIOTECS, OCKIIBKH BIACH] BHITpOOYBaHHs
HE IIPOBOMMIIKCA (0u6. n. 2) npoeedeni docnioxcenns
— obipynmyeanns)

5) BuBeneHHA

JlaHi He HamAKOTLCS, OCKINBKH BIAcHi BHIIPOOYBaHHs
HE IIPOBOMUIIKCA (Ous. n. 2) npoeedeni 0ocnioxcenns

— obrpynmysanns)

6) dbapmakokineTHyHi B3aeMoil
(moxumiHigHi)

Jlai He HaTAIOTECS, OCKIIBKY BIIACH] BHIIPOGYBaHHS
HE IIPOBOJUITHCH (Ous. n. 2) npogedeni 00cnioncenus
— 001pynmyeanns)

7) inmi dapMakoKiHeTHYHi JOCITi HKeH S

JlaHi He HAAIOTECS, OCKLIBKH BIACHI BHIIpoOyBaHHSA
He [IPOBOIUIIUCH (Ous. n. 2) npoeedeni 0ocnioicenus
— obrpynmysanus)

4. Toxcukonoris:

1) ToxcH4HiCTE y pasi ogHOpazoBoro
BBEJICHHS

JlaHi He HAJAIOTHCS, OCKIJIBKH BIACHI BUIIPOOyBaHHA
HE IIPOBOAKIIUCH (OU6. n. 2) nposedeni 00cnioxiceHHs
— 0brpynmyeanns)

2) TOKCHYHICTH y pa3si IOBTOPHHEX BBEJICHD

JlaHi He HAaNAIOTHCS, OCKLIBKH BIIACH] BHIIpOOyBaHHs
He IIpOBOAUIIHCS (Ous. n. 2) npogedeni 00CniodceHHs

— obrpynmyeanns)

3) r€HOTOKCHYHICTE:
in vitro

Jani He HaAIOTHCSA, OCKIILKH BIIaCHi BUIIPOOYBaHHS
HE MPOBOIMIIKCH (Ous. n. 2) nposedeni 00CnioNceHHA
— oOrpyHmysanHs)

In vivo (BKITIOYAIOYH JIONATKOBY OLIHKY 3
TOKCHKOKiHETHKH)

Hani He HaIAKOTHCS, OCKLILKH BIIACHI BHIIPOOYBaHHS
He IIPOBOAMIIUCA (0U8. n. 2) nposedeni 00cnioxiceH s
— obrpynmyeanns)

4) KaHIIEPOTEHHICTh:

Jlani He HaJArOTBCS, OCKINBKY BIIACHI BUIPOOYBAHHS
He [IPOBOAKIHUCS (Ous. n. 2) nposedeni 00cnioiceHHs
— 0brpynmysanns)

JIOBMOCTPOKOBI JIOCIIIKEHHS

Jaui He Ha/lArOTBCA, OCKIIBKH BIIACHI BHIIPOOYBaHHS
HE IIPOBOAMIINCH (Ous. n. 2) nposeedeni 0ocnioxceH s
— 0b1pyHmysanHs)




KOPOTKOCTPOKOBI JHOCITi/DKEHHS
abo JI0CITiIKEHHS CepeIHEOi TpHBanocCTi

JlaHi He HamarOTHCA, OCKIIBKY BIIACHI BHIIPOOyBaHHs

HE IIPOBOIUIIKCA (0Us. . 2) npoeedeni 0ocnioncenus
— obrpynmysanns)

JOAATKOBI TOCIi IKeHHS

JlaHi He HaIAIOTECA, OCKLIBEKY BIacHi BHIIpoOyBaHHS
HE IPOBOJMIIMCA (Ous. n. 2) nposedeni docnioxcenns
— 061pyHmysanus)

5) penponyKTHBHA TOKCHYHICTH Ta
TOKCHYHHH BIIMB Ha PO3BHTOK IOTOMCTBA!

JlaHi He HaAXOTECS, OCKLIBKH BIACH] BHIIpoOyBaHHS
HE IIPOBOAUIIHCA (Ous. n. 2) nposedeni 0ocnionceHHs
— obipynmysanns)

BIUTHB Ha QepTHIBHICTE i paHHii
eMOpiOHAIBHHUI PO3BUTOK

JlaHi He HaNAOTHCA, OCKIILKY BJIACH] BUIIPOGYBaHHS
HE IIPOBOUITUCA (Ous. n. 2) npogedeni 0ocnioxicenns
— 0brpyHmyeanns)

eMOpiOTOKCHYHICTE

Jlani He HANTAIOTHCS, OCKINBKH BIIACHI BUIIPOGYBaHHS
HE IIPOBOMMIIKCA (0U8. n. 2) npoeedeni 0ocnioxnceH s
— o0brpynmysanns)

[peHaTallbHA 1 I0CTHATANEHA TOKCHYHICTE

JlaHi He HaAFOTHCA, OCKIIBKM BIIacHi BHIIPOGYBaHHS
He MIPOBOIMIIUCA (Ous. n. 2) nposedeni 0ocniodNcenHs
— obipynmysanns)

JOCIIDKEHHSA, IPY SKHX IIpenapar
YBOZHUTECS IOTOMCTBY (HECTaTEBO3PLIUM
TBapHHaM) Ta/ab0 OLiHIOETHCS BijaneHa
Iist

HaHi He Ha/larOTHCS, OCKINBKY BIIACHI BUMPOOYRAHHS
HE MPOBOJHIIHCH (OU8. n. 2) nposedeni 00CnioNceHHSA -
0b1pynmyeanns)

6) MicIieBa IIEPEHOCHMICTD

Jlani He Ha/AIOTHCS, OCKINBEKY BIIACHI BHIPOOYBaHH
HE MPOBOJIHIIUCS (OUB. n. 2) nposedeni 00CnioNHceHHA

— 0btpyHmysanns)

7) DOaTKOBI TOCIiHKEHHS TOKCUYHOCTI:

JaHi He Ha/TArOTHCS, OCKINBKY BIIACHI BUNPOOYBaHHS
HE IIPOBOMHIINCA (Ous. n. 2) npoeedeni 00cnioicenHs

— 061pyHmMY8aHHS)

AHTHI€HHICTH (YTBOPEHHS aHTHTIN)

Jlani He HAAIOTHCS, OCKINBKH BIIACHI BHIIPOOYBaHHA
HE IIPOBOAMIINCA (OU6. n. 2) npoeedeni 00CnioxnceHHs
— o0b1pynmyeanns)

IMyHOTOKCHYHICTB

JlaHi He HamAIOTHCS, OCKLNBKY BIIACHI BUIIPOOYBAHHS
HE IIPOBOMMIIHUCH (Ous. n. 2) nposedeni 00CnioNceHHs
— 061pyHmMYy8anHs)

JIOCIIIDKEHHS MEXaHi3MiB il

Jlaui He HAMAIOTBCS, OCKINBKH BIACHI BEIIPOGYBAHHS
HE NIPOBOAUIUCS (Ous. n. 2) nposedeni 00cnioNceHHs
— o0brpynmysanns)




JKapchKa 3aJIeKHICTE /lani He HaJJAKOTRCS, OCKINEKH BIACH] BUIpoOyBaHHs
HE IIPOBOUIIHCS (Ou6. n. 2) npoeedeni docnioxcenus
— obpynmysanns)

TOKCHYHICTh MeTaboJIiTiB JlaHi He HaIAIOTBCA, OCKIIBKM BIIACH] BHIIpOOyBaHHs
HE IIPOBOUITHCS (Ous. n. 2) nposedeni docnioxcenns
— 001pyHmyeanns)
TOKCHYHICTh JIOMIIIOK Jani He HanAIOTHCA, OCKINIBKH BIACH] BHIIPOOYBaHHA
HE IIPOBOITHIIUCS (Ou6. n. 2) npoeedeni docnioxncenus
— 0brpynmyeanns)

iHIIEe JlaHi He HaJArOTHCS, OCKIIBKY BIIACH] BHIIpOOYBaHHs
HE IIPOBOIMIIHCA (0u6. n. 2) npoeedeni docniocenns
— 0bIpynmyeanns)

5. BUCHOBKH II0Z0 IOKJIiHI9HOTO JlaHi He HAZAIOTHCS, OCKLIBKH BIACHI BHIIPOGYBAHHS He
BHUBUECHHS NPOBOIUIINCA (Ous. n. 2) npogedeHi O0CHiONCEHHS —

obrpynmyeanns)

3asBHHK (BIACHHK - .
PeeCTpalifHOTo HOCBITIEHHs)




Jomnarok 30

1o IlopsifiKy NpoBeNeHHs EKCIIePTH3H
peecTpauiifiHuX MaTepianiB Ha
JKapcEKi 3ac06H, Mo MoAaIOTLCS Ha
AepiKaBHY peccTpaliito
(mepepeecTpartio), a Taxox
€KCIIEPTH3H MaTepialiiB Ipo BHECEHHS
3MiH 110 peecTpauiiHux MaTepiamis
NIPOTATOM J1ii peecTpaiiiiiHoro
TnocBineHHs (MyHKT 4 posaimy VII)

3BIT

npo KJIiHiYHe BUNPoOyBaHHS

1. Ha3sBa mixapcbkoro 3aco6y (3a HasBHOCT -
HOMEp peecTpamniiHoro mocsiT4eHHs)

TioxToBa KHci0TA

PO34HH 11a iHQy3iii, 12 Mr/ma

2. 3asBHHUK

ToBapucTBO 3 oGMexeHOI0 BiTNOBizaABHICTIO
«D®APMEKC I'PYII»

3. BupoGuuk ToBapucrBo 3 o6MekeHol0 BigmoBimaabHicTIO
«@®APMEKC I'PYII»

4. ITpoBeneni mociimHKeHHs:

TaK O Hi @ SKIIO Hi, 06rpyHTYBaTH

3rinao mynxty 1.3. posmimy III Hakazy MO3Y
Ne 426 Binx 26.08.05 p. (3i sminamu):

.. IS TeHEPHKIB He HANAIOTHCH pe3yJIbTaTH
BJIACHHX ... KJIHIYHHX JOCTIKEHD ...»,

Y Bigmosimnocri no Hacramosu CT-H MO3Y
42-7.4:2022 «Jlikapcski  3acobm.  Jocmimxenns
OioexBiBaJIeHTHOCT:

«[locmimxenns GioekBiBajeHTHOCTI, K MPaBHIIO, HE
€ HeoOXiTHHMH, IKINO XOCJTIHKYBAHMIH JikapcbKmii
3aci0 BBOOHTHCH (K BOXHHIA BHyTpimeoseHmlm
PO34HH, 0 MICTHTE TAKY K AKTHBHY PEYOBHHY, IO
i 3aTBepIKeHnii Ha NaHmii 9ac Jikapchbkuii 3aci6
(pedepenTHHIi JikapchKHi 3aci6)».

1) Tvn ixapcskoro 3acoby, 3a SKEM
IpoBojHIacs abo IUIaHYETHCS peeCTpaLis

I'enepmunmii Jikapchkuii 3aci6

5. IloBHa Ha3Ba KIiHIYHOTO BUNPOOYBaHHS,
KOIOBaHHH HOMep KITiHI9HOIO

BHIIPOOYBaHHS

HaHi He HamarOTHCA, OCKINBLKH BIIAacHi BHIpPOGYBaHHS
HE IPOBOMMIIHCA (Ou6. n. 4) npogedeni OocnioncenwHs
— 061pYyHmMYBAHHS)

6. @asa KIiHIYHOr0 BUOpOGYBaHHSA

JlaHi He HAJAIOTBCH, OCKIJIBKH BIACHI BHUIIpOOYBaHHS
HE IIPOBOJHIIHCA (OUs. n. 4) npoeedeni OocnioncenHs —
obrpynmyeanns)




7. Ilepiox npoBeseH s KIiHigHOTO
BHIIPOOYyBaHHS

JlaHi He HAOAIOTBLCH, OCKLIBKH BIIACHI BHIIPOOYyBaHHS
HE NPOBOIUITHCA (Ou6. n. 4) nposedeni docniodcenus
— 0b1pyHmyeanns)

8. Kpainn, 1e npoBoaumocs KiiHidHe
BHUIIpOOYBaHHs

Jlani He HANAOTECS, OCKITLKA BIacHi BHIPOGYBaHHS
HE NIPOBOJMIIHCA (OQu6. n. 4) nposedeni docnioxcenHs
— 00tpynmysanns)

9. KinekicTs gocmimxyBanux

Jlani He HaJAOTBCH, OCKINBKH BiacHi BHIIpOOYBaHHS
HE NPOBOMUIMCS (Ous. n. 4) npoeedeni docnioncenns
— o0b1pynmyeanns)

10. Meta Ta BrOpuHHI 1ini KiiHiYHOTO
BHIIPOOYBaHHS

Jlani He HamAXOTHCHA, OCKLIBKH BIACHi BUIIPOOyBaHHA
HE NPOBOIMIMCA (Ou6. n. 4) npoeedeni docniocenns
— obipyHnmysanns)

11. Tuzaiin xainigHOrO BEOpoOyBaHHS

JlaHi He HanAIOTHCS, OCKITBKH BIacHi BHIPOGYBaHHS
HE IPOBOJMIIHCA (Ou6. n. 4) npoeedeni OocnioiceHHA
— 061pyHmyeanns)

12. OcHOBHI kpHTepii BKIIOYEHHS

HaHi He HanArOTHCA, OCKINLKH BIacHi BHIpPOGYBaHHS
HE TPOBOJMIIMCA (Ous. n. 4) npoeedeni OocnioNceHHs

— obrpynmyeanns)

13. JlocnimxyBanuit liKapcsKHit 3aci6,
cnoci6 3acTocyBaHHs, cua il

Haui He HanAIOTHCH, OCKINBLKH BIACHi BHIPOOYBaHHS
HE IIPOBOJHIIKCA (Ous. n. 4) nposedeni docniodcenHs
— 0bIpynmyeanns)

14. Ilpenapar nopiBHsAHHA, 1034, CIOCIO
3aCTOCYBaHHS, CHJIA il

JlaHi He HaJArOTHCS, OCKINBKM BIAcHi BMIpPOGYBaHHS
HE IPOBOIMINCA (Ous. n. 4) npogedeni OocniodiceHHs
— 0b1pyHmysans)

15. CynyTHs Teparis

HaHi He HajarOTHCA, OCKLIGKH BIacHi BHIpoGyBaHHS
HE IPOBOIMIIMCA (Oue. n. 4) npogedewni OocniodiceHHs
— obrpynmysanHsi)

16. Kpurepii oninku edexkruBHOCTI

Jlani He HamaroTHCH, OCKINBKM BIacHi BHIIPOOYBaHHS
HE MPOBOIMINCH (Ous. n. 4) npoeedeHi OOCHiONCEHHS

— obipynmysanns)

17. Kpurepii oninku 6e3nekn

Jlani He HaJAXOTHCS, OCKLIBKH BIIACHI BHIPOOYBAaHHS
HE IPOBOJMIMCA (Ous. n. 4) npogedeni 00CHiONCEHHA

— 0brpynmysanns)

18. CrarucTHuni MeToau

Jlani He HaJAIOTHCA, OCKUIBKH BIAcHI BHIPOOYBaHHS
HE NPOBOAMIUCH (Oue. n. 4) nposedeni 00CHiONCeHHA
— obIpynmysarns)




19. lemorpadiuni moxazHuxw
AOCIIKYBaHOT MOy (crars, BiK, paca,
TOIIIO)

Jlani He HajAlOTBCH, OCKIIBKY BIACHi BHNPOGYBAHHS
HE IPOBOAUIHCS (0u6. n. 4) npoeedeni docnidxicenns
— 0bIpyRmyeanns)

20. Pesynsraru edexTHBHOCTI

Jlani He HamAIOTECH, OCKINBKH BIAcHi BHIIPOOyBaHHs
HE NPOBOINWIMCA (Ou6. n. 4) npoeedeni docnidxncenns
— 001pynmyeanns)

21. Pesyneraru Gesmnexn

JlaHi He HaJAIOTBCHA, OCKINBKHE BIIACHI BHIIPOOYBaHHs
HE NIPOBOAUIHCS (Ous. n. 4) npoeedeni docniocenns
— obrpynmyeanus)

22. BHCHOBOK (3aK/IOYEHHS)

Jlai He HaAIOTECS, OCKIIBKH BIIACHI BHIPOGYBaHHS He
IIPOBOJIMIIHCS (0ug. n. 4) nposedeni iocenHs —

obrpynmysanns)

3asBHUK (BIIACHHK
peeCcTpanifHOro-IOCBi JYeHHS)




