3BIT
Npo JOKIiHIYHI JocTiIKe HHS

1. Ha3ga nikapcbkoro 3aco0y (3a Tesanop-Tesa bensunamin

HasABHOCTI - HOMEp peecTpauiifHoro nikapebka opMa Ta 103yBaHHS:
MIOCBITYEHHA ): CTpeii A pOTOBOT MOPOKHUHHM, 1,5 Mr/mi
1) Tun JnikapceKoro 3acody, 3a IKUM I'iOpuaHuit nikapcbkuii 3acib
npoBonIacs abo IaHyeTbes peecTpatlis

2) mpoBeieHi A0C/iIKEHHS TaK o_ Hi X AKWO Hi, OOIpyHTYBaTH

3riqHo BUMOr MiXKHApOJHHX KepiBHHLTBE Ta YKPaiHCBKOrO 3aKOHO/ABCTBA JO JAHOrO THITY
Jikapcekoro 3aco0y (riOpuaHuii) pesysibTaTH BIACHMX JOKIIHIYHMX JOCHi/UKEHb He
BUMAraloThCs Ta NpejcTaBleHi BiNOBIAHUMH J@HUMH OnyOIiKOBaHO! HAYKOBOT JliTEepaTypu
(3aranbHOOCTYNHA iH(OpMalis).

2. @apMmakororis:

1) nepeunHa (hapMmakoauHaMika HE BUMaraeTbes Ajs ribpuaHoro aikapcbKoro
3aco0y BiJAMNOBI/IHO 10 BUMOI MDKHAPOIHHX
KEPIBHHULTB Ta YKpPaiHCbKOTO 3aKOHO/IaBCTBa

2) BTopuHHa dapMakoIHMHaAMiKa He BUMaraeTbes A/s ribpuaHoro aikapcbKoro
3aco0y BiAMOBIHO 10 BUMOT MiXKHAPOAHHX
KEPiBHULTB Ta yKpaiHCHKOrO 3aKOHOJaBCTBa

3) dapmakosoris 6e3nexku HE BUMAraeTbes JUist riOpHIHOTO JIiIKapChbKOTO
3aco0y BiJMOBIHO 10 BUMOT MIDKHAPOIAHHX
KEPIiBHULTB Ta YKPaiHCbKOro 3aKOHOJaBCTBA

4) apmakomrHaMiuHi B3aeMOIiT HE BUMAraeThbes A ribpuaHoro aikapchKoro
3aco0y BiJINMOBIHO 10 BUMOT MDKHAPOIHHX
KEPiBHULTB Ta YKpPaiHCHKOr0 3aKOHOJaBCTRA

3. ®apmakoKiHeTHKa:

1) aHaniTHYHI METOAMKY Ta 3BiTH IIO/IO 1X| HE BUMAraeThCs IJis FiOPUIHOTO JIIKAPCHKOro

Bautinauii 3aco0y BiJMNOBIAHO 1O BUMOT MXKHAPOIHUX
KEpPiBHHUTB Ta YKpaTHCHKOro 3aKOHOIaBCTBa
2) BCMOKTYBaHHs HE BUMaraeTbes s riOpuaHOro aikapchKoro

3aco0y BiINOBITHO 10 BUMOT MiXKHapPOIHUX
KEPIiBHHILITB Ta YKPAiHCHKOT0 3aKOHOIaBCTBA

3) posnoain HE BUMAraeTbes JUIs MiOpHIHOro JIiKapehKOro
3aco0y BiAMOBIAHO 10 BUMOT MiXKHAPOIHUX
KEpiBHHIITB Ta YKpaiHCKOr0 3aKOHOABCTBA

4) metabonizm HE BUMaraeThes 71s riOpuIHOro miKapehbKoro
3aco0y BiJINOBiAHO 10 BUMOT MIXKHAPOIHUX
KEPIBHHLTB Ta YKPaiHCbKOrO 3aKOHOIaBCTBA

5) BUBECHHS HE BUMAaraeTbCs A1 FiOpUAHOro JlikapchKOro
3aco0y BIANOBIAHO [0 BUMOT MXKHAPOHHX
KepiBHULUTB Ta yKPaiHCHKOTO 3aKOHO/IaBCTBRA

6) hapmakokiHeTHYHI B3aEMOZIT HE BUMaraeTbes is riOpHaIHOro TiKapehKoro
(nokmiHiyHi) 3aco0y BIJMOBiIHO 10 BUMOT MiXKHAPOJAHUX
KEPIBHHLITB Ta YKPaiHCHKOTO 3aKOHO/IaBCTBA

7) iHwi apMaKoKiHETHYHI OCTI/KEHHS | He BUMAraeThesi ISl TIOPUIHOIO JiKapChKoro
3aco0y BIAMOBIZAHO 10 BUMOT MIXKHAPOIHHX
KEPIBHHUIITB Ta YKPaiHChKOrO 3aKOHOJaBCTBa




4, ToKCHKONOTIs:

1) TOKCHYHICTB Y pa3i 0HOPa30BOr0O
BBEJIEHHS

He BUMAraeTbes JJ1s ribpuaIHOro JiKapchbKOro
3aco0y BiANOBIAHO A0 BUMOI MiKHAPOIHUX
KEepPIBHULITB T4 YKPATHCHKOIO 3aKOHO/1aBCTBA

2) TOKCHYHICTB Y pa3i NOBTOPHUX
BBEJICHb

HE BUMAaraeTbes Jid riOpuaHoro JikapcbKoro
3aco0y BiJNOBIHO 0 BUMOI Mi3KHAPOAHUX
KEepiBHUIITB Ta YKPATHCHKOIO 3aKOHO/1aBCTBA

3) reHOTOKCHYHICTb:
in vitro

HE BUMAraeTbes A ribpuaHoro JikapcbKoro
3aco0y BiAMOBIHO 10 BUMOT Mi>KHAPOJHHX
KepiBHUITB Ta YKPaiHCLKOTO 3aKOHOJaBCTBA

in vivo (BKJIIOYAXOYU JOJATKOBY OLIHKY 3
TOKCHKOKIHETHKH)

He BUMAraeTbesi Uisl riOpUIHOro J1iKapchKOro
3aco0y BiJNOBiTHO 10 BUMOT MDXKHAPOJHUX
KEPIBHHLITB Ta YKPaiHCbKOTO 3aKOHOAaBCTBA

4) KaHLIEPOTE€HHICTh:

JOBTOCTPOKOBI JOCIIiIPKEHHS

HE BHUMaraeTbCda nJjd FiﬁpH,D,HOl"O J'liKapCbKOI"O
3aco0y BiAMOBIHO 10 BAMOT MXKHAPOIHHX
KEpiBHUIITB Ta YKPaiHCbKOIO 3aKOHO/IaBCTBa

KOPOTKOCTPOKOBI JOCIiI3KEHHA
abo JociiKeHHs cepeJHbOT TPUBAIOCTI

HE BUMAaraeTbes 1/1s1 riOpHIHOro JIikapcbKoro
3aco0y BiJMOBIHO 10 BAMOT MiXKHAPOIHHX
KEpiBHUIITB Ta YKPaiHCHKOTO 3aKOHOIABCTBA

IOATKOBI JOCIIKEHHS

HE BUMaraetbes JUist riOpUIHOro JIiKapebKoro
3aco0y BiJMNOBIHO 0 BUMOI MiDKHAPOAHUX
KEpiBHULITB Ta YKPAaTHCLKOr0 3aKOHO/IABCTRA

5) penpoayKTHBHA TOKCHYHICTh Ta
TOKCHYHHI BIUIMB Ha PO3BUTOK
MOTOMCTBA:

BIUIMB Ha PepTUIIBHICTB 1 paHHii
eMOpioHaIbHUIt PO3BUTOK

HE BUMAraeThes A7 riOpHaIHOro JiKapehbKoro
3aco0y BiAMOBIAHO 0 BUMOT MiKHAPOAHHX
KEpiBHHUIITB Ta YKPaTHCBKOTO 3aKOHOaBCTBa

eMOPIOTOKCUYHICTD

HE BUMAraeThes A1 ribpuaHoro mikapcbKoro
3aco0y BiAMOBIZHO 10 BUMOTI MiKHAPOAHHX
KEpiBHUUTB Ta YKpaiHCLKOro 3aKOHOJaBCTBa

npeHarajibHa i ocTHaTaIbHA
TOKCHUYHICTE

HE BUMaraeThes Ui riOpuaHOro TiKapchKoro
3aco0y BiJNORIJHO 1O BUMOT MiXKHAPOJHHUX
KEpiBHUUTB Ta YKPaTHCHKOro 3aKOHOJIaBCTBA

JOCIIIPKEHHS, TIPU SIKUX Tpenapat
YBOAMTHCS MOTOMCTBY (HECTATEBO3PLIIAM
TBapHHaM) Ta/abo OLiHIOEThCS BignaieHa
nis

HE BUMAraeTbes AJ1s riOpuaHoro JikapchKoro
3aco0y BiJINOBIHO 10 BUMOT MiXXHAPOJHUX
KEPIBHULITB Ta YKPaTHCBKOr0 3aKOHOJAaBCTBA

6) MiclieBa NePEHOCUMICTh

HE BUMAraeTbes JUist FiOpUIHOTO JIiIKapChKOro
3aco0y BiANOBIZHO 10 BUMOI MiZKHAPOAHUX
KEpPIBHHLTB Ta YKpaiHCbKOIO 3aKOHOaBCTBa

7) 1oaTKOBI AOCIiPKEHHS TOKCHYHOCTI:

AHTHIEHHICTh (YTBOPEHHS aHTHTiJI)

HE BUMAraeTbes A1 riOpuaHoro JikapcbKoro
3aco0y BiJINOBiTHO /10 BUMOT MiXKHAPOJHUX
KEPIBHULITB Ta YKPAaTHCHKOI0 3aKOHOaBCTRA

IMyHOTOKCHYHICTh

HE BUMaraeTbes 1J1s riOpuIHOro TiKapchKoro
3aco0y BiJNOBIIHO 10 BUMOT MIXKHAPOIHHUX
KEPIiBHHILITB Ta YKPAiHCHKOTO 3aKOHOaBCTBA




JIOCITIDKEHHS MEXaHI3MiB ail

HE BUMaraerhes 114 riOpuaHoro JikapchbKoro
3aco0y BiJINIOBIIHO IO BUMOTI MXKHAPOIHUX
KepPiBHMITE Ta YKPATHCBKOIrO 3aKOHO/IaBCTBa

JIiKapchKa 3aJIeKHICTh

HE BUMAraeThbes JJis ribpuaHOro JIiKapebKoro
3aco0y BiAMOBIHO 10 BUMOI MiXKHAPOAHUX
KepiBHUUTB Ta YKpaiHCLKOro 3aKOHOJABCTBA

TOKCHYHICTE MeTaboJIiTIB

HE BUMAaraeThbes JJis riOpUIHOro JIIKapehbKOro
3aco0y BiJNOBIAHO 10 BUMOT MiXKHAPOJHUX
KEepIBHHULITB Ta YKPaiHCHKOTO 3aKOHOJABCTBA

TOKCHYHICTE JOMIIIOK

He BUMAraeThCs /s riOpuaHOro JIiKapechKoro
3aco0y BiJIMOBiTHO 10 BUMOT MiXKHAPOAHUX
KEPIiBHHMLITB Ta YKPaiHCHKOI'0 3aKOHO/IABCTRA

iHIIEe

HE BUMAraeTbCs A riOpuaHOro JiKapchbKOro
3aco0y BiJMOBIAHO 10 BUMOT MXKHAPOIHHUX
KEpPiBHUIITB Ta YKPaiHCHKOTO 3aKOHOJaBCTBa

5. BUCHOBKH 100 JOKJIIHIYHOTO

BHBYCHHSA

3rifHO BHMOT MDKHAapOIHHX KEpiBHHITB Ta
YKpalHChKOrO 3aKOHOAABCTBA /0 MaHOTO THIY
Jikapchkoro 3acoly (ribpuaHuii) pesyabTaTH
BJIACHHX JNOKTIHIYHMX  JOCI]iKEHb He
BHMAaralmThCs Ta MNpPEeACTaBIEHi BiAMOBIAHMMH
JaHUMK onyONiKoRaHOT HAyKOBOI JiTepaTypH
(3araspHOOCTYHA iH(OpMAaLLis).

3asBHUK (BJIACHHK
peecTpauiiiHoro
MOCBiTYEHHS)

(nimm%
Ckoneus A.C.
(II.1. b.)

Menemkep o perviastopHuM npoektam TOB «Tepa Ykpainay

(mocana)

(niﬁm&c)
Kyxapceka O.C.
(II. . B.)

Kepienuk peryaaropHoro Biaminy TOB «Tesa Ykpaina»
(nocana)

JHara: 24 ciunsa 2022 p.




3BiT

Nnpo KJIiHiuHe BHNIPOOYBaHHS

1. Hazea nikapcekoro 3aco0y (3a
HasgBHOCTI - HOMEp peecTpaiiiHoro
TIOCBiTUeHHS)

Tesasiop-TeBa bensugamin
nikapcbka opMma Ta 103yBaHHA:
CIpeii J1s1 pOTOBOI NOPOKHUHH, 1,5 Mr/mi

2. 3asBHUK

3assHuk B Ykpaini: TOB «Tesa Ykpaina», YkpaiHa

3. Bupobuuk

BUPOOHUYMBO HEPO3Ghacosanoi NpoOykyii, nepeunHa ma
6MOPUHNHA YNAKOGKA, 003611 HA 8UNYCK cepil, KOHMPOb
cepii (kpim noxasnuxie « Mixpobionoziuna axicme» ma
«Bmicm emanonyn):

Jlabopatopiym Caniraric, C.JL., Icnanis

(Laboratorium Sanitatis, S.L., Spain)

KOHmpoaw cepii (nuwe noxasnux « Mikpobionoziuna
AKicmvy):

Jlabopatopio EueBapue, C.A., Icnanis

(Laboratorio Echevarne, S.A., Spain)

KOHmMpOb cepii (nuuie nokasnuk « Bmicm emanony»):
Mixkpo-bioc, C.JI., Icnanis

(Micro-Bios, S.L., Spain)

4. IlpoBeneHi 1oci IKEHHS:

TaKk X Hi  SKIWO Hi, 0OrpyHTYBaTH
3rijH0O  BUMOT  MDKHapOJHMX  KEpiBHHULUTB  Ta
YKpPaiHCBKOrO  3aKOHOAABCTBAa /10  JAHOTO  THIY

JiKapcbkoro 3acofy (ribpuaHuii) pe3yabTaTH BIaCHHX
NOCHIPKEHb  HE BMMArarmThcsi Ta  TMpeACTaBlIeHi
BiANOBIIHUMHM  JaHMMM  onyOJiKOBaHOI JiTepaTypu
(3aranbHOOCTYNHA iH(OpMAaLLis).

B tomy uucni ana jpaHoro 3acofy He € HeoOXiaHHUM
nocniixeHHs Oi0eKBIBalIEHTHOCTI  3rifiHO  po3jiny
«Jlikapceki 3aco0u  MmicueBoi nii Ta MicleBOro
3actocyBaHHsa» jgoaatky II HactanoBu «Jlikapceki
sacobm. JlocnimkeHHs Gi0eKBIBaIEHTHOCTI.

1) Tun nikapcekoro 3acofy, 3a
SKMM nposoauiacs abo
IJIAHYEThCA PEECTpallis

["iGpuanuii nikapcbKuii 3acio

5. IloBHa Ha3Ba KJIiHIYHOTO
BUIIPOOYBaHHA, KOJOBaHUH HOMEP
KJIIHIYHOTO BUIIPOOYBaHHs

HE BUMAraeThesl BiNOBIAHO 10 BUMOT MiZKHAPOIHUX
KEpiBHUIITB Ta yKpaTHCHKOrO 3aKOHOIaBCTBA

6. ®asza KIiHIYHOrO BUIIPOOYBaHHs

HE BHMaraeThbCs BilMOBIAHO 10 BUMOI MiZKHAPOAHHUX
KEpPiBHULITB Ta YKPaTHCHKOrO 3aKOHOIABCTBA

7. Ilepion npoBeieHHs KJIiHIYHOTO
BUIPOOYBaHHS

HE BUMAaraeThcs BiAMOBiHO O BUMOT MiXKHAPOAHUX
KEepiBHUITB Ta YKPaiHCHKOr0 3aKOHO/IABCTBA

8. Kpainu, ae npoBoauinocs
KJIiHiYHe BUIPOOYBaHHS

HE BUMAraeThes BiIMOBIAHO 10 BUMOT MiXKHAPOJAHHX
KEepiBHULTB Ta YKPaiHChKOTO 3aKOHO/IaBCTBA

9. KinbkicTb 10cHiKyBaHIX

HE BUMAara€eThbCs BiMOBIAHO 10 BUMOI MiXKHAPOIHUX
KEpIiBHHMLITE Ta YKPaiHCLKOI0 3aKOHOJaBCTBA

10. MeTa Ta BTOpHHHI 11iJTi
KJIiHiYHOTO BUTPOOYBaHHs

HE BUMAaraeTbCs BiJNOBIHO O BUMOT MiDKHApOIHHX
KEPIiBHULITB Ta YKPaiHCHKOI0 3aKOHOJaBCTBA

11. JIuzaku KniHiyHOTO
BUINPOOYBaHHS!

HE BMMAraeTbCs BiIMOBiTHO 0 BMUMOT MiKHApPOIHMX
KEPiBHHMLITB Ta YKPaiHCHKOrO 3aKOHOIABCTRA




12. OcHOBHI KpuTepii BKIIOUEHHS

HE BMMAraeTbCs BIAMOBIAHO JO BHUMOI' MiXKHAPOIHHX
KepiBHULTB Ta YKPaiHCHKOro 3aKOHOaBCTBA

13. ocnimkyBaHuii TiKapChKHiA
3aci6, cnoci6 3acTocyBaHHs, cuiia
mit

HE BUMAaraeThbes BiJMOBiAHO 10 BMUMOI MiKHApOJHHX
KEpiBHMIITB Ta YKPaiHCHKOro 3aKOHOABCTBa

14. Ilpenapat nopiBHsAHHA, /1034,
Crocib 3acTOCYBaHH:, cuaa aii

HEe BHUMAaraeThcsl BiIMOBIIHO 10 BHMOT MiXHApOJHHUX
KEpiBHHUUTB Ta YKPaiHCHKOr0 3aKOHOJABCTBA

15. CymyTHs Tepanis

HC BUMarac€TbCs BilIHOBi)IHO J0 BUMOT Mi}KHapOJJ,HHX
KGpiBHPII_lTB Ta pra.i.HCbI{DI"O 3aKOHOJaBCTBa

16. Kpurepii ouiHku edheKTUBHOCTI

HE BMMAraerbcsi BiMOBIHO /10 BUMOI MiXKHApOJHUX
KEpiBHUIITB Ta YKpaiHCHKOr0 3aKOHOJaBCTBA

17. Kpurepii ouinku Ge3nexu

HE BUMAaraeThbed BiMOBIMHO 10 BUMOT MidKHAPOJHUX
KEPiBHULITB Ta YKPaiHCHKOr0 3aKOHOJaBCTBA

18. CraTtucTHYHI METOIH

HE BUMAra€eTbCsl BiMOBITHO IO BUMOT MiXKHAPOJIHHUX
KEPIBHULTB Ta YKPaiHChKOr0 3aKOHOJaBCTBA

19. JlemorpadivHi moka3sHUKH
JOCIiKYBaHOT MOMYNALIT (CTaTh,
BiK, paca TOII0)

HE BUMAaraeThCs BiJINOBiJHO 10 BUMOT Mi)KHﬁpO,HHHX
KCpiBHHLlTB Ta pra'].'HCbKOFO 3aKOHOJaBCTBa

20. Pe3ynbrati €(peKTUBHOCTI

He BMMAara€rbCcsl BiJIMOBITHO 0 BMMOI MDKHAPOIHHMX
KEPIBHUUTB Ta YKPaiHCLKOI0 3aKOHO/1aBCTBA

21. Pesynetath Oe3neku

HE BMMAraeTbCs BiMOBIHO 10 BUMOT MiXKHAPOIAHHX
KEpiBHUUTB Ta YKPaiHCHKOr0 3aKOHOIaBCTBA

22. BUCHOBOK (3aKJIlOUEHHSA)

3riqHo  BHMOr  MiIKHapOJHMX  KEpiBHMUTB  Ta
YKpPaiHCBKOr0  3aKOHO/JABCTBA [0  [J@HOTO  THUIY
nikapcekoro 3acofy (ribpuaHMii) pe3ynbTaTH BIaCHHX
JOCHIPKEHb HE BHMAralThcs Ta  MpPeACTaBlIeHi
BIAMOBIAHMMH JaHUMM OMyOJiKOBaHOI JiTepaTypH
(3aranbpHOMOCTYNHA iH(OpMALLis).

B tomy umcni s naHoro 3aco0y He € HeoOXimgHUM
JOCHiKeHHs  Oi0eKBiBalEHTHOCTI  3rifIHO  poO3.iiy
«Jlikapcbki 3acobu MmicueBoi 4ii Ta MicueBoro
3acTtocyBaHHsi» noaatky II HactanoBu «Jlikapchki
3acobu. JlocnimkeHHsa GioeKBiBaJIeHTHOCTI».

3asaBHHK (BIACHUK
peecTpalliiiHoro
MOCBiTUEHHS)

(mnnﬁf
Ckonenp A.C.
(.1.5:)

: =SB Meneukep no peryasropaum npoekram TOB «Tepa Yipaina»

(mocana),

)

(mianuc) i
Kyxapcbka O.C.
(T. L. B.)

KepieHuk peryasroproro Bianiny TOB «Tesa Vkpainay

(nocana)

Jara: 24 ciuns 2022 p.




