v Honarox 29
a0 Mopaaky npoeeJeHHA eKCIIEPTH3H
peccTpaliiiHuX MaTepianis Ha NKApPChKI
3aC0o0H, WO NOJAIOTHCH HA JIePKaBHY
peecTpauim (nepepeccTpatiiie), a TaKoK
EKCNEPTH3H MaTepiaiis Ipo BHECCHHA
3MiH 10 peecTpauiiinnx MaTtepianis

[POTATOM il peecTpaLiiiHoro nocs
{nyuxr 4 posginy V)

3BIT

PO JOKJIIHIUHI Joc/IiIAReHH

1. Hassu sikaponroro 3acody (3a
HASEHOC T - HOMEP PeecTpaLifHoro
MOCBLNCITIY):

€BpOMILIHMH, FPAHYIH 1S OPaJIbHOTO PO3YHHY 110 3 T,
no 8 r npenapary (3 r Aiouoi peyoBHHH) ¥ calue

P JikapebRero 3a¢00y, 3a AKHM
npososHiacs o NIaHYETbCA PEECTpaLla

I'eHepuuHHii NiKapchKuii 3acid

I} nposeiesi I0CILIHCHAR

TaK v Hi AKIO Hi, OGTPYHTYBATH

Bignosiano 1o suMor pozairy I “Topaaky
NPOBCACHHA CKCICPTH3H PEECTPALliHHHX MaTepiaiis
Ha JliKapcbki 3aco0H, 1110 MOAAITLCA Ha ACP/KaBHY
peecTpallito (epepeecTpaniin), a TakokK CKCICPTH3IN
MarepianiB npo BHSCCHHA 3MIH NMPOTATOM il
peecTpatiiiHoro nocsiueHHA" (Hakas MO3Y Nod60
Bia 23.07.2015p. 31 3MiHaMH) A78 TCHEPHYHKX
nikapchkux 3acobiB BnacHi JoKNiHIYHI KoCHiTKeHHS
HE NPOBOAATHLCA.

. drapraRosoris: -

BiiacHi JOKIIHIYHI J0CILIKEHHS He NPOBOAHINCE

1) nepsiiing apMaroTHaMixa

2) mropuiina GapyakoguHaMika

31 papaakcoIoris 6esnexu

A} hapMaRe i EM Y B3aEMOJLT




3. DapMaKOKIHETHIA

BracHi 10K1iHIUHI JOCTIKEHHS HE TIPOBOHIHCH

.

) ananiTHaii METOMHKH Ta 3BITH 1010 1X
Basiaauil

2) BCMOKTYBAHHS

3) posnouin

4) metaboiizn

5} BUBCICHH

0) PapMaKOKIHETHYHI B3aeMOJIT
(AoRniHIvHI)

7) iniui hapMakoKiHETHUHI A0CTIKCHHS

e R

4, ToRCHREOIGA;
NPOBOJIHTICH

BracHi poxkniniuHi 1oCcniKeHHS He

I} TOKCHYHICTD ¥ pasi 04HOpa30BOTO
BBC/ICHHS

2} TOKCIMIHCTD ¥ pasi NOBTOPHUX BBECHB

3) PEHOTORCHYHICTD:
in vitro

I VIVo (BKOHAKOMH J{0IaTKOBY OLLHKY 3
TOKCHKOKIHCTHKIT)

4} KaHUEPOTeHHICTh:!

AOBIOCTPOKORBI IOCH RS HHS

KOPOTROCTPOKOBI 10CHLLKSHHS
alo JOCGKCHHS cepe/IHbOl TPHBANOCTI

JOMRTEOBT 10CH I KeHHA

5) penpaysTH8HA TOKCHYHICTD Ta
TOKCHYHHIT BIUIHE Hd POIBUTOK
MOTOMCTBA: '

BIUIHB H3 (JEPTILIBHICTD | PAHHIN
CMOPIOHANLHHI PO3BHTOK




e e

CMOPIOTORCHUHICTD

NPEeHaTAIbLHA | TOCTHETATIBHA TOKCHYHICTh

AOCIITLKCHHS, NPl AKMX Openapar
YBOAUTECH TOTOMCTEY (HECTATEBO3PINHM
TBapuHamM) Ta/afo ouiHIneTbC BijIaneHa
Al

0) MICHEBA HEPEHOCHMICTD

TV AoaaTROs] 20CHGKEHHS TOKCHYHOCTI:

AHTHICHHICTh { YTBOPCHHS AHTHTILII)

IMYHOTOKC!HHBICTD

JOCTVKCHHES MexadizMin mil

HKAPChKa JATCKAICTD

TOKCHUHIC TS MeTadonitis

TOKCHUHICTL JOMITNOK

| S

IHIe

S, BHCHOBRH W10 JOKMIHIYHOTO
BHBUCHHI

/BitacHi JOKNIHIUHI J0CAIKCHHS HE NPOBOIWIICS.
HokinisivHI JaHi npe/cTaBledi y BUITIAAL OTVISB
niteparypHHX nmybnikauiii npo 1oxniHiuHi
ROCIH/PKCHHA pedepeHTHOTO Nperapary.

TesBHUE (B

DLCCTUNLi

HOCBEIUCHT
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Honarox 30

2o Topsiiky NpoBeeHHS eKCIepTHIN
peecTpatiinix MaTepianis Ha MKapChbKi
3aCO0M, L0 MOJAIOTLCH HA JepKaBHY
peecTpalio (nepepeccTpauiio), a TAKOK
EKCNECPTHIH MaTepianie PO BHECCHHS
3MIH JI0 peecTpaliHHEX Marepianis
NPOTATOM Ail peecTpauiiiHoro noceiayenHs
- {myHKT 4 posainy V)

3BIT

npo KJaiHiuHe BHNpoOYBaHHA

I. Ha3sa nikaperroro 3acody (3a HaaBHOCTI
- HOMEP PEECTPALLIITHOTO [TOCBIAUCHHS)

CBpOMILIEH, IPaHYIIH J/1s OPANTbHOTO PO3MIHY 110 3 T,
1o 8 r npenapary (3 r 1ilouoi peyoBHHEH) ¥ caule

2. 3a9BHHEK

TOB “Konapk Inrenmen”

3. Bupobduux

MAT “Ximbapmsasox “UepBoHa 3ipka™

- TIpoBeaeiti JoCiaKeHHS:

I

Tak ¢ Hii  axwmo Hi, o6rpyHTYBATH

e renepudnuii nikapebkui 3acib. /BnacHi  KIiHivHI
AOCTIKCHHA HC TPOBOAMIMCH, Y MaTepiamax d0Che
MICTHTBCA J0Ka3 (apMaleBTHUHOI ¢KBIBAaNCHTHOCTI.
Bianosiano mo Hacranosu CT-H MO3Y 42-7.2-2022
“Jlikapcwki 3acobu. HocnimkeHHs OGioexBiBaneHTHoCT(™
(Homarox I, posnin  “Posumun  jmns  opaibHOIO
3aCTOCYBAaHHA") AOCHIKEHHA Oil0eKBIBANICHTHOCTI
po3pobeHOro reHEPHYHOTO Ta pedepPEHTHOTO Npenaparis
[POBOAMTH HE TMOTPIGHO, [OCTATHRO  JMOBEACHHS X
(papmanesTHUHOI €KBIBANEHTHOCTI,

{) Tin 1iKapebKOro 3acody. 3a AKHM
npoBojiRaact ato IIIaHYETbCS peecTparis

['eHepHuHKH NiKapcbKHii 3aci6

5. [losHa Hassa wWiinivHOrO BHNPOGYBaHHS,
KOA0BaHHIT HOMEpP KIiHIYHOTO
BHITPOOYBAHIA

/BnacHi KNiHiuHi Z0CNIKEHHS HE TPOBOIHINCE.

»

o

. Daza KIHIUHOTo BHIIPOOYBAHHS

7. [lepioy npoBeicHHS KiiHiuHOTO
BHITPOOYBAHHS

. Kpailu. ¢ npoBoauiocs KiiHiune
BHIPOOYBAHHS




9. KiIbKiCTb 10CIIKYBAHHX

3alllIaHOBAHA,
(paxTHyHa:

10. MeTa Ta BTOpHHHI 1ini KainiuHoro
BUIIpOOYBaHIS

1. Qisaiin kaigivdgoro sunpo8yBaHHs

12, OCHOBHI KPHTEPIT BKIIOUCHHSA

13, Jocaiukysannii nikapebkuii 3acio,
crocid sacTocyBanns, cuia ail

4. Tipenapat nopiBHAHHA, 1034, Cnocio
JACTOCYBAHHSA, CHia il

15 CynyTHa Tepanis

16. Kputepii o1liHKH eeKTHBHOCTI

7. Kpureplil ouinkn de3nexku

I8, CTarHeTHUH MeTOIN

19. Hemorpadiuni noKasHHKH
JOCTIUKYBAHOT nonynauil (Crarb, BiK, paca,
TOLO)

20. PesynbraTi e)eKTHBHOCTI

21. Pesynprary Gesnexn

22, BHCHOBOK {3aKJIHOYEHHS)

/Bnachi KniHi4Hi Z0CniUKEHHA HE MPOBOANIHC.
KitiHiuHi Marepian npeicrasieni y BUIIAL ornsis
nitepaTypHHX nybaikauii npo xniHiuHi qocnipKeHHS
pepepeHTHOIO NIpenapary.

JaABHNK (BIACHHK
PeCCTPAIHHONG NOCBI)




