Jonatox 29
Ao llopsiky npoBe/ieHHs ekenepTi3n
peecTpaliiiHiX MaTepianiB Ha
JHKApChKi
3ac00H, WO MONAIOTHLCS HA JePKABHY
peccTpaniio (mepepeecTpalio), a
TAKOXK EKCNEPTH3H MaTepianis npo
BHCCEHHs 3MIH 110 peecTpauiiinmux
Marepiasie nporsrom aii
peecTpalifHOTO MOCRITYeHHA
(myHkr 4 posniny VII)

3BIT

HpO }IOK.]I]HI‘{HI ,HOCJIIIUK@HHH

1 HaSBEl nucapcmcoro 3aco6y (3a HagBHOCTI | (DeﬂlﬁyT 100

- HOMEp PeecTpaniitHoOro nocBiT4eHHs):

1) Tum nikapcekoro 3aco6y, 3a skum
TPOBOJHIIACS a00 IIAHYETLCS peecTpallis

;2) IIPOBEACHI JOCIIKEHHS

2. MapMakoIIoris:

I) nepsuHHa papmMakoauHaMika
2) BTOpWHHA ([JapMal(Oﬂ,HHaMlKa
3) dbapmaxosoris Gesneku

4) hapmakogunaMiuni B3aeMouii

3. ®apmakoKiHETHKA:

1) aHamITHYHI METOAMKH Ta 3BITH WIOI0 1X

‘BaTigarii

TOPOLIOK /15l 0PATBLHOIo po3uuny, 100 mr/1 r

i

Tenepuanmii gikapenkuii 3acié

|

;TaK O Hi M skmo Hi, o6rpyHTyBaTH

13rigHo MyHKTY 1.3. posagiay III Haka3zy ’\/IOSY
‘Ne 426 Bin 26.08.05 p. (3i sminamu):

e IS TCHEPHKIB He HAXAIOTbCS pe3yana"m
BJACHUX TOKCHKOJOTIMHHX Ta (apMaKoJI0rivHuX
BHIIPOOYBAHK ...».

JlaHi He Ha/aKTLCA, OCKINLKU BIACH] BUIPOOYRAHHSI
{HE [POBOJHUIINCA (Qus. n. 2) npoeedeni docuioxcenns
— o0IpyHmyesanis)

JlaH1 He HAaKThCA, OCKINBKY BIIACHI BHTIPOOYBAHHS
|HE IPOBOAWIINCSA (Qu6. n. 2) npoeedeni 0ocioicenns
\— obipynmysanms)

JlaHi He HanAKOTECS, OCKIILKH BIIACH] BUIIPOOYBaHHA

'HE NPOBOAMINCA (Qus. n. 2) npoeedeni docnioncenis
— obIpyumysanis)

JHaHl He HANAKOTBCA, OCKIILKH BIACH| BHIPOGYBAHHS

'HE NIPOBOIHINCH (Que. n. 2) nposederi docnioxnceHns
— o0rpyumyeanis)

|

HaHi He HAJAIOTCA, OCKITBLKH BIACH] BUTIPOOYBAHHS

{HE MPOBOJIIHCA (Ous. n. 2) npogedeni docaioncenHs

\— 00IpYHIMYEaAIs)



3‘2) BCMOKTYBaHHS

Hani He HaxaroThes, OCKiBKH BJIACHI BUIIPOOYBaHHS
HE IPOBORMIRCA (Ous. n. 2) nposedeni docnioncenns
— 06tpyHmysanns)

3) po3smomin

Jlani ve HaJlAlOTBCA, OCKINIEKH BIacHi BHUIPOOyBaHHS
HE IpOBONHUIMCS (Ous. n. 2) nposedeni docnioncenns
— obpynmyeanns)

4) MeTtabomizm

Jlaui He HanaroTECs, OCKiTBKH BracHi BHIIPOOYBaHHS
HC IPOBOMMIMCA (Ous. . 2) nposedeni docrioncenus
— 001pynmyeanns)

5) BUBeneHHS

Jlani He HanAYOTHCS, OCKiMBKY BlacHi BHIIPOOyBaHHS
HE IIPOBOMIHCH (Ous. n. 2) nposedeni docnioncenns
— 0btpynmyeanns)

6) bapmaxoxineTHymi B3aEMOii
(moxiniuni)

Hani He HanarOTECS, OCKiNBKY BlacHi BHIIpOOyBaHHs
HE IIPOBOTMIIHCA (Ous. n. 2) nposedeni docnioncenns
— 0btpynmyeanns)

7) iHWi hapMakoKiHeTHYHI OCTiPKER S

Jlani He HANAKOTHCA, OCKIMBKY BIaCH] BHUIIpOOYBaHHS
HC IIPOBOAMITHCS (OUs. n. 2) npoeedeni docnioxcenus
— 061pynmyeanns)

4. Toxcuxonoris:

1) ToxcuuHicTs y pasi OZIHOPa30BOT0
BBEICHHS

Jani He HamAIOTHCA, OCKINBKY BIacHi BUNIPOOYBaHHs
HE IIPOBONUITUCS (Ous. n. 2) nposedeni docnioncenns
— obipynmysanns)

2) TOKCHYHICTE y pa3i IIOBTOPHHUX BBE/IEHD

HaHi He HamarOTECs, ocKinbkM BIACH] BHIPOOYBaHHs
HE [IPOBOAKITHCS (Ous. n. 2) npoeedeni docnioxcenns
— obrpynmyeanns)

3) reHOTOKCHYHICTD:
in vitro

Hani we HanaroTses, ockinbku Bracki BHIIPOOYBaHHA
HE IPOBOJIMITHCS (Ous. n. 2) nposedeni docnidncenns
~— obipynmyeanns)

TOKCHKOKIHeTHKH )

in vivo (Brmoyarogu JIONIaTKOBY OIiHKY 3

(Jlani He HAAIOTRCA, OCKITBKY BIacHi BHIIpOOYBaHHS

HE TIPOBOJIMITHCS (0u6. n. 2) npoeedeni docnioxcenns
— 0bpynmyeanns)

4) KaHIIEpPOTeHHICTE:

Jlaui He HamaIOTECA, OCKiNBKY BIAcH] BHIIPOOYBaHHS
HE IPOBOMMIHCA (Qus. n. 2) npoeedeni docrioxncenns
~— 0b1pynmyeanns)

JOBIOCTPOKOBI A0 CIi IKEeHHs

Hani He HamAIOTHCS, OCKiNBKY BIaCHi BUIPOOYBaHHs
HC NPOBOMHIIACS (Ous. n. 2) nposedeni docnioncens
— 0bpynmysanns)




KOPOTKOCTPOKOBI HOCHiIKeHHS
abo IoCTimKeHns cepeapo] TPHUBAIOCTI

Hani He HanaroThCs, OCKiIBKY BJIaCHI BUNIPOGYBaHHs

HE IPOBOTUITACA (Ous. n. 2) nposedeni docnioncenns
— 0b1pynmyeanns)

JOJIATKOBI JI0CITi [UKEHHST

Jlaui He HAKAKOTECS, OCKiTBKH BiacH] BHIIPOOYBaHHA
HEC MPOBOMMITACS (0u6. n. 2) nposedeni docniomcenns
— 001pynmyeanns)

5) PenponyKTHBHA TOKCHYHICTE Ta
TOKCHYHHH BILTHB Ha PO3BHTOK MOTOMCTBA:

Jlani He HanArOTECS, OCKiMTBbKH BiacH] BHUIIPOOYBaHHA
HE IIPOBOMUNHUCS (Ous. n. 2) nposedeni oocniodncennn
— 001pyHmysanns)

BILTHB Ha (DepPTHIIBHICTE i panmii
eMOpIOHANLHMI PO3BHTOK

JlaHi He HalAIOTBCS, OCKiNBKH BIacH] BHIIpOOYBaHHs
HE IPOBOIMITHCA (0u6. n. 2) nposedeni docnioxcenns
— 001pyHmysanns)

eMOPIOTOKCHYHICTE

Jani He HANAIOTHCS, OCKITEKH BIIaCHI BUIPOGYBaHHS
HE OPOBOIMIIHCS (Ous. n. 2) nposedeni docnioxcenus
— o0brpynmyeanns)

TIpeHaTalbHa i IOCTHATAIbHA TOKCHYHICTE

Jani He HanAIOTECA, OCKiNbKM BIacH] BHIIPOOYBaHHS
HE IPOBOMUIIUCS (0u6. h. 2) nposedeni docnioncenns
— 0brpynmyeanus)

JOCIIUKEHHS, TIPH SKHX npemnapar
YBOIMTECS IOTOMCTBY (HEeCTaTeBO3piiuM
TBAPHHAM) Ta/ab0 ONIHIOETHCH Bimgmatena
It

Jlani He HaAIOTHCS, OCKiNMBKY BIACH] BUIIPOoOyBaHHs
HE IIPOBONMIIACS (0u6. n. 2) nposedeni docnioxcenns -
obrpynmyeanns)

6) MicIeBa mepeHOCHMICTE

Haui He HATAIOTHLCS, OCKITBKH BiIACH] BHITPOOYBaHHS
He IIPOBOJIMIIACA (0us. h. 2) nposedeni docnioxcenis
— 06IpYyHMYSanns)

7) MOmaTKOBI MOCTimKeHHS TOKCHYHOCTI:

Hani He HanaOTECA, OCKiNBKH BIACH] BHIIPOOYBaHHS
HE IIpoBomuiuCs (Ous. n. 2) nposedeni docnioscenns
— 001pynmyeanns)

AHTHT€HHICTH (YTBOPEHHS aHTHTLI)

Hani He HaxaroTECA, OCKiNTBKY BacHi BHIIPOOyBaHHs
HE POBOIHIIUCA (Ous. n. 2) npoeedeni docnioxncenns
— 0bpynmyeanns)

IMYHOTOKCHYHICTE

JaHi He HaNAKOTBCS, OCKIILKY BIIACH] BHIIPOOYBaHHA
HE NIPOBONMIIHCS (0us. n. 2) nposedeni docnioxncenms
— 0b1pyHmyeanns)

AOCIIDKEHHS MEXaHi3MiB mii

HaHi He HaAIOTBCA, OCKiBKY BiIaCH] BUIIPOoOyBaHHS
HE IIPOBOMUIIUCA (Ous. n. 2) nposedeni docnioxcenus
— 0bpynmysanns)




JIKapChKa 3aJIeKHICTE

Hani He Hamal0TECH, OCKiTEKY BJIaCHi BHIIPOGYBaHHS
HE NIPOBOTWIHCA (Qus. n. 2) nposedeni docniomcenns
— obpynmyeanus)

TOKCHYHICTEL MeTaboJIiTiB

Hani He HanaroTECS, OCKiMBKH BracH] BHIIpOOyBaHHS
HE POBONMIMCS (Ous. h. 2) nposedeni docnidncenns
— obpynmysanns)

TOKCHYHICTE JIOMIIIIOK

Hani He HaAIOThCSL, OCKiNbKH BJIaCHI BUIIPo6GyBaHHs
HE NIPOBOAMIHCS (Ous. n. 2) nposedeni docniomcenns
— 00pyumyeanns)

i1HIIE

Hani He HamaroThCs, OCKiBKH BJIaCHi BHIIPOGYBaHHS
HE IIPOBOMITMCS (Ous. n. 2) nposedeni docrioxcenns

— 06Ipynmyeanns)

5. BucHoBxH mozno IOKIIHIYHOTO
BUBYEHHS

JlaHi e HamarOThCA, OCKINIBKH BJIACH] BHIIPOOYBaHHS He
TIPOBOMMIIACA (Ous. n. 2) mposedemi docniomcenns —

obrpynmyeanns) 0 ﬁ
i

]




Jomatok 30

1o [lopsjiky npoBeeHHs eKCLEPTH3H
peecTpauiiiHIX MaTepiasis Ha
MKapChKi 3ac00H, WO NOAAI0TECS HA
JepIKaBHY peccTpanio
(TepepeecTpalliio), a TAKOK
CKCIEPTH3H MaTepiaiB PO BHECEHHS
3MiH JI0 peccTpauiiiHuX Marepiajiis
[POTATOM 11 peecTpaniifioro
nociuenns (myHxr 4 posuiny VII)

3BIT

npo K/iHiYHe BUNPOOYBaAHHS

1. Hasga JikapebKoro 3acofy (3a HasBHOCTI - MenidyT 100

'HOMEp peecTpaliifHoTO IOCBI(YeHHs)

2. 3aABHUK
3 BnpoGHHK

4. [IpoBeaeHi TOCTIHKEHHS:

j’nopomfm AJist opanbsHoro po3vuny, 100 mr/l1 r

TorapucTBOo 3  00MeReHOI  BiaNmoOBiTaNBLHICTIO
«®apMaueBTHYHA KOMIAaHisA «310poB's»

‘TorapucTBo 3  o006MelkeHOI0  BiAmoBiTaNBLHICTIO
«®apmaneBTHYHA KOMIaHisi «310poB'si»

Tak 0 Hi M skwmo ui, o6rpynTYBaTH

3rigno mynkry 1.3. posginy I[II Hakazsy MO3Y
Ne 426 B 26.08.05 p. (3i 3Minamn):

.. 151 TEHEPUKIB He HAAAOTLCH PE3YJIALTATH
BJIACHHUX ... KIIIHIYHHX JTOCTIIIKEeHb ...».

Y Bignosianwocri xo Hacrawosu CT-H MO3Y
42-7.4:2022 «Jlikapeski  3acobm.  JlociikeHHst
|0ioeKBiBAIEHTHOCTI»:

«SKuro gocuriKyBaHMil JikapebKuii 3a¢i0 € BOIHUM
PO3YHHOM /I OPaJbHOr0 3acTOCYBAHHS HA 4ac
NpHIOMY Ta MICTHTEL Jil0uy pedoBHHY B Takiii ke,
SIK iy pedepentHoro jikapcbkoro 3acody,
KOHUEHTpauii, AocailxeHHs OGioekBiBajeHTHOCTI
Moxe OyrH Biaxmiene. Ilpore, sikuio aonomizkui
PEMOBHHH MOXKYTh BILVIMBATH HA MPOXOIKeHHS B
UIYHKOBO-KHIIKOBOMY TPAKTi (HANPHKIA], copdiT,
MaHiT  Tomo), Ha adcopOuiro  (HanpurIAa,
NOBEPXHEBO-AKTHBHI PEHOBHMHH a00 JlonoMimkHi
PECYOBHHH, IO MOXKYTH BILIHHYTH Ha TPAHCHOPTHI
Oiiikn),  posummHHicTL  in  vivo  (Hanpukiaj,
CHiBPO3YMHHHUKHM) a6o Ha crabiabiicTs  ai040i
PeYoBHHH in Vivo, 1ocTixKenust GioeKBiBaIenTHOCTI
HEeOOXIIHO NMPOBOAMTH, AKINO TIILKH BiAMiHHocTi B
'KIJILKOCTI UHMX JIONOMIZKHHX PEYOBHH MOKYTh OyTH
aJIeKBATHO OOIPYHTOBAHI ILISIXOM IMOCHJIAHHS HAa
iHII AaHi».



13 Tam nikapcekoro 3aco0y, 3a gxum

TpoBomIIacs abo mwianyeThes peecTpaitig

Tenepuynnii ikapenkuif 3aci6

KONOBaHMH HOMeEp KITiHiYHOrO
BHIIPOOYBaHHS

5. IloBHa Hazea kniniuHoro BHIpOOyBaHHS,

Mlani He HanmarTHCA, OCKinBKH BiacHi BHUNPOOyBaHHS
HE TIPOBOLMIHCA (Ous. n. 4) nposedeni docnidcenus
— 0bipynmyeanns)

6. ®aza kinigHOTO BUIIPOOyBaHHS

Jlani He HagalThCA, OCKIJIBKH BJIacHi BUIIPOOYBaHHS
HE NIPOBOJIMITHCS (Ous. n. 4) nposedeni oocnioncenHs —
obrpyumyeanns)

7. Ilepion mpoBenenss kinidROr0
BUIIPOOYBaHHS

Jlani He HamaroTBCH, OCKIMBKH BiacH] BUIPOOYBaHHS
HC NPOBOMUIHCA (Ous. n. 4) nposedeni docnioxcenns
— obtpynmysanns)

8. Kpaiuu, ne nposomuocs KJIiHiYHe
BHIIpOOyBaHHS

Jlani He HamAKOTHCA, OCKITBKH BiacH] BHIPOOyBaHHS
HE NPOBOIUIHCA (Ous. n. 4) nposederi docnioncenns
— 0bIpyumysanns)

9. Kinbkicts mocmimpkysanmx

Hani He HajaroThCs, OCKiTBKH BiacHi BHITPOOYBaHHs
HE IPOBOMMIHCA (Ous. n. 4) npoeedeni docrioxncenns
— obpynmyeanns)

10. Mera Ta Bropunsi mini kniniumoro
BHIIPOOYBaHHS

HaHi He HajarOTHCH, OCKINBLKM Biacki BHIIpOOYBaHHs
HE IIPOBOMUIMCS (Ous. n. 4) nposedeni docnioxncenns
— obrpynmyeanns)

11. Mu3aitn kninivsoro BHITPOOYBaHHs

Jani He HamarOTBCHA, OCKITLKH BIIaCHI BHIPOGyBaHHS
HE NIPOBOMIHCS (Ous. n. 4) npoeedeni docnioncenns
— 061pyHmyeanns)

12. OcHoBHI kpuTepii BKOYeHHS

Jlani He HanaoTBCA, OCKiMEKM Biacki BHIIpOOYBaHHS
HE NPOBOIMIMHCS (Oue. n. 4) nposedeni docnioxncenns
— ob1pynmyeanns)

13. Hocnimkysanuii JTKapCHKHH 3aci6,
CI10ci6 3acTocyBanHs, cua aii

HaHi He HaJAIOTBCA, OCKiNBKM BiaCH] BHIIpOOyBaHHS
HE NPOBONMIACS (Oue. n. 4) npoeedeni docnidxcenus
—- 0bIpyHmyeanns)

3aCTOCYBaHHSA, CHJIA il

14. Tpenapar nopiBHsHHS, JI03a, croci6

Jani He HagArOTHCS, OCKITBKH BIIACHI BHIPOGyBaHHS
HC NPOBOMMIMCSH (Ous. n. 4) nposedeni docniocerns
— 00IpyHmyeanms)

15. Cynyrns Tepanis

Jlani He HaalOThCs, OCKIJIBKH BJIACHI BHIPOOYBaHHA
HE NPOBOMMIMCS (Ous. n. 4) nposedeni docnioxcenns
— 06tpyHmMYysanns)




14. Kpurepii omiuku eexTuBHOCTI Jlani Be HajaOThCH, OCKiMBKH BJIacHi BHNPOGYBaHHs
HE NpOBOIUIMCS (Ous. n. 4) nposedeni oocnioxcenns
— obtpynmyeanus,)

17. Kpurepii oninku 6esnexn JlaHi He HanarOTBCA, OCKiNBKM BIAcH] BHIpOOyBaHHs
HE IpoBONuUIHUCS (Ous. n. 4) npoeedeni oocnioxcennn
— 001pyHmyeanns)

18. Cratucraani meromu Jlani He HamAIOTHCH, OCKITBKH BiacH] BUIPOOYBaHHS
HC IIPOBOIUIHCA (Qus. n. 4) nposedeni docnioxcerns
— 0btpyHmysanns)

19. lemorpadiuni mokazuuxu Jlani He HamaOTHCA, OCKINBKH Biack] BHIIPpOOYBaHHs
JOCITJUKYBaHOT NOMmyisuii (crars, BiK, paca, |me TIPOBONMIHCS (Ous. n. 4) npoeedeni docnidmcenns
TOLIIO) — obipynmyearnns)

20. Pesyneraru edextuBHOCT Mani He HazalOTHCA, OCKIMBKH BiacHi BHIIPOOYBaHHs
HE TPOBOMUIIHCH (Ous. n. 4) nposedeni docnioxcenns
— o0ipynmyeanns)

21. Pesynsrarn Gesmexu Haui He HamalOTHCH, OCKINBKE BiacHi BHIIPOOYBaHHS
HE IPOBOMUIMCA (Ous. n. 4) npoesedeni docrioxcenns
— 00Ipynmyeanns)

22. BuCHOBOK (3aKuTrOUEeHHS) Jlani He Ha/AIOTRCS, OCKiMbKK BIack] BHIIPOOYBaHHSA He
IIPOBOITUIHCS (Ou6. n. 4) mpoeedeni docnioxncenms —

obipynmyean

(mimuc)

LOKYMEHTIB
Ne3 1437750




