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1o Iopsanky mpoBesienns ekciiepTusu ‘
\ peecTpanifHuX MaTepialis Ha JiiKapchki

, 3aco0H, 10 MOTAIOTHECS HA JACPIKABHY ‘

I peecTpaltiio (llepepeecTpariiio), a TAKoxK |

CKCIICPTU3M MaTepialliB PO BHECCHHA f

3MIH JIO peccTpalliiiiux MaTepiaiis
IIPOTSAIOM Jiii peecTpariiinoro
[IOCBIYCHHS

(mynkr 4 poszuiny 1V) J

3BIT
PO XOKJIIHIYHI ToCHizKRenHs
1. Hasa nikapcpkoro 3aco0y (3a massuocti -  |[EMOJIAVT®, tabaerin mo 250 mr
HOMEP PEECTPaIifHOro MOCBI[YCHHS):
1) Tn jiKapebKoro 3acofy, 3a SKUM I'enepuanuii JikapcenKuii 3ac¢i6
1poBOJIMIIacH abo MJIAHYETHCS peeCTpallis
2) IpOBeJIeH] JOCIKEHHS] TaK Hi SKIIO Hi, OOIPYHTYBaTH
Januii ikapcebKuii 3aci6 BiIHOCHTBLCS 10 TeHepHYIHHX
JiKapebKux  3aco0iB, TOMY  JIOKJiHiKa He
HPOBO/IHIACK.
2. ®apmakosoris: He 32CTOCOBYETHCS
1) nepBunHa (GapmakouHamika HEC 32CTOCOBYEThCH
2) BrOprHHA (hapMaKoMHaMiKa HE 3aCTOCOBYETHCS
3) apmaxosioris 6e3neku He 32CTOCOBYETHCH
4) dapmakoHaMivyni B3aeMOIil HE 32CTOCOBYEThCH
3. dapMaKoOKiHeTHKA!
1) anamiTHYHI METO/IMKH Ta 3BITH I10J10 1X He 3aCTOCOBYEThCS
Bauliranii
2) BCMOKTYBaHH HE 32CTOCOBYCThCS
3) po31oin HE 32CTOCOBYETBHCH
4) meTabolti3zm HE 32CTOCOBYETHCH
5) BuBe/ICHIIA HE 3aCTOCOBYCTDLCS




6) Qapmaxokinernuni B3aemozii (noxminiumi)

HC 32CTOCOBYETbCSI

7) 1ui papMakoKiHeTHYHI OCIIBKeHHST

HE 3ACTOCOBYCTLCH

4. ToxcukoJioris:

1) ToKeHUHICTB ¥ pasi 0HOPA30BOTO BBE ICHHS

HE 32CTOCOBYETHCHA

2) TOKCHYHICTB Y pasi IIOBTOPHUX BBC/ICHE

HE 32CTOCOBYETHLCH

3) FeHOTOKCHYHICTD:
in vitro

HE€ 3aCTOCOBYEThLCH

in Vivo (BKJIFOYAIOUH JI0/IATKOBY OIIIHKY 3
TOKCHKOKIHCTHKH)

HE€ 32aCTOCOBYEThLCH

4) KaHIIepOIreHHICTE:

JIOBIOCTPOKOBI JIOCIJKCHHS

HE 32CTOCOBYETHCH

KOPOTKOCTPOKOBI JIOCIIJKEHHS
abo JIOCIKEHHS cepe/IHBOT TPHBAIOCTI

HEC 3aCTOCOBYETHCH

ITOJATKOBI JOCIIJKCHIS

HE 3ACTOCOBYETHLCH

5) penpolyKTHBHA TOKCHYHICTD T4 TOKCHYHHUI
BIUIMB HA PO3BUTOK IIOTOMCTBA:

BILIMB Ha (GepTHIIbHICTD 1 paHHil
eMOpioHalIbHIH PO3BUTOK

HEC 3aCTOCOBYETHCH

eMOPIOTOKCHYHICTE

HC 32CTOCOBYETHCH

[pcHaTalIbHa 1 OCTHATAIBHA TOKCUYHICTD

HE 3aCTOCOBYEThCH

JIOCJIJIKEHHS, TIPH SKUX TIPEIApaT YBOMTHCS
[IOTOMCTBY (HECTATCBO3PIIMM TBAPHHAM)
Ta/ab0 OLINIOCTHCS BLIAICHA JTis

HE 3ACTOCOBYETHCH

6) MiCIIeBa MICPEHOCHMICTh

HE 3aCTOCOBYECTHCH

7) NOIATKOBI JIOCIIJPKEHHS TOKCHYHOCTI:

AQHTUTCHHICTH (YTBOPCHHS AHTUTLII)

HC 32CTOCOBYETHCH

IMYHOTOKCHYHICTE

HC 3ACTOCOBYCTLCH




ITOCITIJKEHHS MEXaHI13MIB il HE 32CTOCOBYEThCH

ITIIKapchKa 3aJICKHICTh HE 32CTOCOBYCThCSH
TOKCHYHICTH MeTa00JIITIB He 32CTOCOBYEThCS
TOKCHYHICTE JIOMIIIIOK HE 32CTOCOBYETHCH
immme HE 32CTOCOBYEThCH

5. BUCHOBKH 111010 TOK/TIHIYHOIO BUBYEHHS  [HE 32€¢TOCOBYETHCS
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I Jlomaroxk 30
J10 Topsiaky 11poBejieHHs! eKCIIePTH3H

’ peecTpaniiinux MaTepiaaiB Ha JiKapehKi
3aco0wu, 1110 110/IAIOTECS Ha JICPIKABHY
peecTpaltiio (IlepepeecTpaltiio), a TaKoxK
EKCIICPTH3M MaTepialliB 1IpO BHECCHHSA
3MIH JI0 peecTpaniiHuX MaTepialin
IPOTArOM JIii peecTpariitHoro
HOCBLTUCHHS

; (myHkT 4 po3miny IV)

3BIT

PO KJIiHIYHe BUNIPOOYBAHH

HOMCP peecTpanifHoro HOCBiIYCHHS)

1. Ha3ga sikapcbkoro 3aco6y (3a HasiBHOCTI -

EMOJIAUT®, Taéaerin no 250 mr

2. 3asBHUK

TOB «ACTPAD®APM», Ykpaina

3. Bupobuuk

TOB «cACTPAD®APM», Ykpaina

4. 1poseseni jrocimipKens:

TaKk ~ HI KOO Hi, 0OIpyHTYBaTH

bioseiiep na nizcrasi BCK

1) Tun nikapebkoro 3acofy, 3a sKuUM
MPOBO/IMIIACH aDO ITAHYETLCS PEECTpaIlist

I'enepuunuii JikapcsKuii 3aciod

>

5. IloBna Ha3Ba KJIIHIYHOTO BHIIPOOYBAHHS
KOZOBaHUI HOMEP KIIHIYHOIO
BU1IpoOyBaHHS

«3BIT ITPO ITPOBEJIEHHSI JOCJIIJIKEHD JIJIS
HJITBEP/ZKEHHSI BIOEKBIBAJIEHTHOCTI
JIIKAPCBKHX 3ACOBIB ®EHIBYT-ACTPA®APM,
Tabaerkn mo 250 mr, Bupodunurea TOB
«(ACTPAD®APM», Ykpaina ra «<HOODEH®, raduerkn
o 250 mr, Bupodnunrea AT «Onaitngapm», Jlarsis
3A IPOLIEAYPOIO BIOBEMUBEP HA IIIJICTABI
BCK»

6. @a3a KIHIYHOIO BUIIPOOYBAHHSI

He 3actocoByeTnes

7. 1lepio poBeieHHs KIIHITHOTO
BUIIPOOYBaHHS

He 3acTocoByernes

8. Kpaiuwu, jie npoBojimiiocs Kiinivme
BUIIPOOYBaHHS

He 3actocoByernes

9. KiIbKiCTh JI0CIIDKY BAHHX

3allUIaHOBAHA: He 3aCTOCOBYCThLCS
(hakTHUHA: HE 3ACTOCOBYETHCH

10. Mera Ta BTOpHHHI I1JI KJIIHIYHOTO

He 3acrocoByernes




BUIIPOOYBAIHS

11. Jluzaiin KJIHIYHOTO BHIIPOOYBAHHS

He 3acrocoryerbes

12. OcHoBHi KpuTEpii BKIIOYCHHS

He 3acrocoByerbes

13. JlocnijpkyBaHui JlikapchKuii 3acio,
criocid 3acTocyBaHHs, cUIIa il

He 3acTocoByeTnhes

14. Ilpenapar nopiBHsIHHS, J1032, C110CI0
3acTOCYBaHHS, cuia Jiil

He 3acTocoByeTnes

15. Cynyrus teparnis

He 3acTocoByeThes

16. Kpurepii oninky eekTHBHOCTI

He 34CTOCOBYE€THLCH

17. Kpurepii orinku Oe3rexu

He 3acrocoByernes

18. CrarucTruyHl METO/H

He 3acTocoByernest

19. Jlemorpadiymi OKa3HUKH
J1OCIIKYBaAHOT IOITYJIsT (cTarh, BiK, paca,
TOIIIO)

He 34CTOCOBYCTHCH

20. PesyibpraTt epeKTHRHOCTI

He 34CTOCOBYE€TBCH

21. PesynbraT 6e31eku

He 3acTocoByeThes

22. BUCHOBOK (3aKJIIOYCHHS)

He 3aCTOCOBYE€THCH

3asBHHK (BJIACHUK

peccTpariifnoro mocBiueHs) (niznuc)
T'enepajibHuil JHpek
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