HNonatok 29

1o Iopsiaky npoBe/ieHHs eKCIIEPTH3H
peecTpaniifHEX MarepiaiiB Ha JTiKapchKi
3aco0H, 10 MOAAIOTECS HA ACPIKABHY
peecTpaiiiio (IepepeecTpariio), a TaKoxK
EKCIIEPTH3H MaTepialliB PO BHECCHHS

3MiH JI0 peecTpaniiiHux Marepialis
MPOTATOM Jii peecTpariiifHoro mocBi 4eHHs
(nyuxrt 4 pozainy IV)

3BIT

Npo AOKJiHIYHI JociIKeHHs

1. Ha3spa nikapcekoro 3aco0y (3a HasBHOCTI -
HOMEp PEECTPALiHHOrO MOCBIAYECHHS):

Cnupt menuuHuii 96 %, pozuun 96 %, no 100 ma y
(ps1akoHaX CKJASIHUX a00 moJjiMepHux, mo 100 ma y
0aHKaX CK/JASTHUX 200 mojiMepHux, mo 1 ay
¢paakonax abo kanicrpax nosimMepHux, no S g, 10 a
y KaHicTpax moJiiMmepHux, 3assauk: TOB
«YkpaiHcbKa (papManeBTHYHA KOMIIAHIA,
Ykpaina, Bupoouuk: IIpAT «biosik», Ykpaina

1) T JTiKapceKOro 3acoly, 3a SKUM
npoBoaMiIacs abo IIAaHyEThCS peecTpais

niKapchbKui 3aci0, o0 BHPOOIAETHCA 3TiHO 13
3aTBEPIXKSHHAM IIPOIIICOM

2) mpoBeaeH]I AOCIiKEHHS

rak YV Hi #KIO Hi, OBGIPYHTYBATH

3rigHo 3 BuMoramu [TopsiiKy poOBEIEHHS €KCIIEPTHU3H
peecTpallifHiX MarepialiB Ha JiKapchKi 3aco0H, 11O
I0IAI0THCS Ha peecTpalliio (mepepeecTpariio), a Takox
EKCIIEPTH3HM MarepialiB PO BHECEHHS 3MiH [0
peecTpaniitnux marepiaiB MPOTATOM aif
peecTpaniifHoro IIOCBiJ{YEHHS,  3aTBEPKEHOTO
Haxazom MO3 VYkpaiau Ne 460 Bix 23.07.2015 Ta
BiIMOBIHO [0 THILY JiKapchKOro 3acoly (JIiKapchbKHi
3aci0, 1m0 BHPOOJSETBCS B3TiAHO 13 3aTBEPKEHHM
MPONMCOM) BIIACHI JOKIIHIYHI JOCHIIDKEHHS He
[IPOBOMIINCE, JIITEPATYPHI JaHi HE HA/Ial0ThCA.

2. GapMakoJIoris:

1) nepBrHHA (apMaKoJHHAMIKA

He HaparoTecs

2) BroprHHA papMaKoIHHaMiKa

He namaroThscs

3) hapmaxosioris 6e3mnexku

He nanarotecs

4) hapMakoIHHAMiYHi B3aeMOJIii

He napatotnes

3. dapMaKoKiHETHKA:

1) aHaiTHYHI METOAMKH Ta 3BITH OO iX
BaJTi Tanii

He wanaroTbcs

2) BCMOKTYBaHHs

He "anatoThes

3) po3moxin

He namaroTbcs




4) merabomnizM

He nanarorscs

5) BUBEIEHHS

He nanaroteses

6) hapMaKoKiHETHYHI B3aeMOIi1 (HOKTiHIYH])

He HanmawoThes

7) iHmmi apMakoKiHETHYHI HOCHIPKEHHS

He naparorscs

4. Toxcukonoris;

1) TOKCHYHICTB Y pa3i OHOPa30BOTO

He nanaroTecs

2) TOKCHYHICTE ¥ pa3i MIOBTOPHHX BBEJIEHD

He »anarotecs

3) reHOTOKCHYHICTE: in Vitro

He namarotnes

in vivo (BKITIOYalOYH JOJATKOBY OIUHKY 3
TOKCHKOKIHETHKH )

He namarotecs

4) KaHIIEPOTCHHICTh:

TOBrOCTPOKOBI TOCIIIKCHHS

He mamaroTses

KOPOTKOCTPOKOBI JOCIiPKEHHS

He namarorecs

UTOATKOBI JOCITI/KEHHS

He mamarorscs

5) penpolyKTHBHA TOKCHYHICTh T4 TOKCHYHHH
BIUIUB Ha PO3BUTOK IIOTOMCTBA:

BIUIUB Ha (DEPTUIIBHICTD 1 paHHiH
eMOp1OHAIBHHI PO3BUTOK

He namaroTnes

eMOpIOTOKCHYIHICTE

He napgarorecs

[IpCHATaJIbHA i moCTHATATRHA TOKCHYHICTE

He manarorses

ITOCIT[KEHHS, IIPU AKHX IIPerapaTr yBOIAUTHCS
[IOTOMCTBY (HECTaTEBO3PLIUM TBAPUHAM)
Ta/ab0 OLIHIOETHCS BiUIAIEHA JIis

He HagaroTeca

6) MiCIieBa NMePeHOCHMICTh

He Hagarothes

7) NOIATKOBI JOCIIPKEHHSI TOKCHYHOCTI:

QHTHUTEHHICTH (YTBOPEHHS aHTHUTLI)

He mamaroTbes

IMYHOTOKCHYHICTD

He nanmarotncsa

TOCITDKEHHS MeXaHi3MiB il

He manarotscs

miKapchbKa 3aJIeKHICTh

He HanaroThcd

TOKCHYHICTH METa0OIITIR

He mamarorses

TOKCHYHICTE JOMIIIIOK

He nagarotses

e

He nanaroThcd




S. BucHosku mo/10 JOKIIHIYHOrO BUBYEHHS |—

3asaBHHK (BJIACHHK
peecTpaniifHoro

o . =Y
MOCBITYCHHS) \/ Win
IIoBHOBaYKHHA \JGJICTaBHHK

TOB «VkpaiHchKa (hapMalleBTHYHA KOMIIAHIIY

I".B.Ceuasinaceka
(I.1.B)




Honatox 30

1o Iopsaxy IIpoBeIeHHS EKCIIEPTH3H
peecTpaniifHAX MaTepianiB Ha JiKapCchKi
3aco0w, o MOJAIOTHCS Ha IEPIKABHY
peecTpartiio (epepeecTpaiio), a TAaKoxK
EKCIePTU3H MaTepialiB Ipo BHECEHHS

3MIH 10 peecTpaliiHuX MaTepiasin
IPOTATOM JIil peecTpaliifHoro MocBiA4eHHs
(nyuxrt 4 po3ziny IV)

3BIT

npo KJiHiuyHe BUNpoOyBaHHA

1. HasBa nikapcekoro 3aco0y (3a
HasBHOCTI - HOMEp peecTpaniiiHoro
MOCBITYEHHS)

Coupt mexuunuii 96 %, pozuun 96 %, mo 100 ma y
¢1aKkoHaX CKAAHHX 400 mosimMepuux, no 100 ma y
faHKax CKJISIHHX a00 mojiMepHHX, no 1 1y ¢paaxonax
a00 KaHicTpax mojiMepHuXx, no S Jj, 10 1 y kanicTpax
noJiiMepHHX

2. 3asiBHUK

TOB «Yxpaincbka apmaieBTHYHa KOMIIaHiA», YKpaiHa

3. BupobOuuku

[IpAT «bionix», Ykpaina

4. TIpoBeieH1 JOCiKEHHS:

\ =i

3riguo 3 Bumoramu [Topsiiky poBeeHHS €KCIEPTU3H
peecTpalliifHiX MaTepialiB Ha JiKapceKi 3ac00H, 10
0/IAI0ThCS HA PeEcTpaltiio (mepepeecTparilo), a TaKoX
EKCIIEPTU3H MaTEpialiB PO BHECEHHS 3MiH JI0
peecTpaliifHiX MaTepiaiiB IPOTAroM Jii peecTpaniifHoro
ocBiuenns, 3arsepmkenoro Hakazom MO3 Ykpainu
No460 Bix 23.07.2015 Ta BiAMOBIAHO J0 THITY JIKApCHLKOTO
3aco0y (JikapchKui 3aci, 0 BHPOGIAETHCS 3riTHO i3
3aTBEPDKEHUM IIPOINMCOM) BIACHI KIIiHIUHI BUIIPOOYBaHHS
He IPOBOIMIIKCE, JiTepaTypHi JaHi He HAJAIOThCS.

TaK SKIIO Hi, OOIPYHTYBATH

1) Tam ikapchbKoro 3acofy, 3a IKUM
poBoamIacs abo MIaHyeTbesa
peecTparis

niKapchKHii 3a¢i0, 1110 BUPOOISIETHCA 3Ti/HO i3
3aTBEPIPKEHHUM [IPOIIHCOM

5. [loBHa Ha3Ba KIIIHIYHOTO
BUIIPOOYBaHHS, KOJIOBAHHH HOMED
KJTiHIYHOTO BUIIPOOYBaHHs

He nHamaroTscs

6. ®aza KIiHIYHOTO BUIIPOOYBaHHS

7. [lepion mpoBeeHHS KIiHIYHOTO
BUNPOOYBaHHS

8. Kpaiuu, e mpoBOAMIIOCS KITiHIYHE
BUIPOOYBAHHS




9. KinBKiCTE T0CTI Ky BaHAX

3alllaHOBaHa: —
baxTu4Ha: -

10. MeTa Ta BTOPHHHI I{iJIi KITIHIYHOTO
BHIIPOOYBaHHSA

11. JIuzaita kniHiYHOTO BHIIPOOYBaHHs

12. OcHoBHi KpHTepil BKIIOYEHHA

13. JTocnipkyBanuii JlikapchKui 3acio,
croci6 3acTocyBaHHS, CHa il

14. Tlpenapar nopiBHAHHA, 1034,
croci0 3acTocyBaHHs, cHia Jil

15. CynyTHs Tepamis

16. Kpurepii oninku e(peKTHBHOCTI

17. Kpurepii ouinku 6e3nexku

18. CrarucTHuHi METOIH

19. JlemorpadiyHi MOKa3HHUKH
oIt KyBaHol noIy sl (cTaTh, BiK,
paca, TOLIO)

20. Pe3ynpraTi epeKTHBHOCTI

21. Pesynbratu 6e3nexu

22. BUCHOBOK (3aKJIFOYECHHS)

™

3agBHUK (BIACHUK
peecTpaniifHoro MoCBiI4eHHS)

Mo
Y

O
IToBHOBAXHHH OPEACTABHUK

i

TOB «VYkpaincbka hapMaleBTHYHa KOMITaHisy

I'.B.Ceuaszinceka
(I 1.B)




