Jlonatok 29

10 Iopanky npoeejeHHs eKClepTH3H
peccTpauiiiHuX MaTepiaaiB Ha JTIKapchKi 3aco0H,
10 MO/IATHCA HA JAEPKABHY PEECTPALLiio
(nepepeecTpalito), a TAKOK EKCIIEPTH3N MaTepiais
PO BHECEHHS 3MIH 10 peecTpauiiiHuX Marepiajis
[POTATOM Ui PEECTPaLIiiHOrO MOCBIIYEHHS

(nyHKT 4 pozaity [V)

3BIT

PO AOKIIHIYHI JOCTi/TKeHHS

1. HasBa nikapcbkoro 3acody (3a HasBHOCTI -
HOMEp peecTpaLiiiHOro MoCBIAYEeHHs):

Anigynadyurin Pomdapm, nioditizat ans
KOHLIEHTPATY 118 pO34HHY a7 1HQy3ii, 100 mr, mo 1
(h1akoHy B KapTOHHII maviii

1) TN MIKapCBKOTO 3aC00Y, 3a AKUM
NPOBOAHIIACS ad0 IUIAaHYETLCA peecTpaLis

["'eneprunuii nKapcbLKuii 3acid, 0IHOKOMIIOHESHTHHI

2) MpOBe/IeH1 10CIIKEHHA

\ Hi

3rigno 3 Bumoramu posainy III TTopsaky nposenenns
SKCIePTH3H peecTpaliiHuX MaTepialiB Ha JIKapChKi
3aco0u, 0  I0JaKThCA Ha  peecrpauiro
(mepepeecTpallito), a TaKOXK EKCNEepPTH3H MaTepiais
PO BHECEHHs 3MIH [0 PeeCcTpaliiiHuX MaTepiaiis
nporsarom Al peectpauiiiHoro  NocBijYeHHs,
sarBepkeHoro Hakazom MO3 Vkpainn Ne460 Bin
23.07.2015 Ta B1AMIOBIHO 10 THITY JIIKAPCLKOT' O 3aC00Y
(reHepuyHUI JliKapchkHil 3aci®) BHAacHI JOKIIHIYHI
JOCI1JIPKEHHS HE NMPOBOJMIINCE, JI0 MATEpiaiB J0ChE

TaK AKIIO Hi, O0IPYHTYBATH

BKITFOUEHO Marepianm 110]10 MiITREP/UKEHHS
(papManeBTHYHOT ~ €KBIBAJIEHTHOCTI  JIIKAPCHLKOTO
3aco0y, 1110 PEECTPYETRCA, pedepenTHOMY

mikapepkoMy 3aco0y, a TaKoXK JOKIAJAHY HAYKOBY
Oi0miorpadiro, O MICTUTH BCI ACHEKTH OLIHKH
Oe3mekH, MOCHIaHHA Ha OrJIA/] BIAMOBIIHOI iTepaTtypH
Ta Komii ony0/11KOBaHOI HAYKOBOI JiTepaTypH.

2. Qapmakosoris:

1) nepBuHHa (hapmakognHaMiKa

JlitepaTypHi 1aHi

2) BTOpHHHA (hapMaKoIHHAMIKA

JlitepatypHi naHi

3) dhapmakosoris 6e3nexkn

JliTepatypHi gaHi

4) papmakoauHaMIYHI B3aeMOTii

JlitepatypHi aaHi

3. ®apMaKOKiHETHKA!

1) aHaNITHYH1 METOAMKH Ta 3BITH [0/10 1X
BaJI a1

2) BCMOKTYBaHHs

JlitepaTtypHi nami

3) po3nojin

JlitepatypHi aaHi

4) meTabdounizm

JlitepaTypHi aaHi

5) BUBCICHHS

JlireparypHi 1aHi




6) papmMakoKiHETHYHI B3a€MOI1
(JLOKJIIHIYHI)

Jlitepatypni gani

7) iHii (papMaKOKIHETHYUHI JOCTITKEHHS

JlitepaTypHi naHi

4. Tokcukomnoris:

|) TOKCHUHICTE Y pa3i 0JHOPA30BOIo
BBEICHHA

JlirepaTypHi naHI

2) TOKCHYHICTh Y pa3i NOBTOPHHUX BBE/IEHb

JliteparypHi AaHi

3) reHOTOKCHYHICTE: INn Vitro

JlitepaTypHi aaHi

in vivo (BKJIKOYAKOYH JOJATKOBY OLIIHKY 3
TOKCHKOKIHETHKH )

JliTepaTypHi AaHi

4) KaHLEPOTEHHICT!

JliTepatypHi 1aHi

TOBrOCTPOKOBI JOCHIIKEHH

JliTepatypHi AaHi

KOPOTKOCTPOKOBI JTOCITIIKEHHS
00 JOCIIKEHH CepeIHbL0T TPUBAJIOCTI

JlitepatypHi 1aHi

101aTKOB1 JOCTIIKCHHSI

JliTepaTypHi AaHi

5) penpoayKTHBHA TOKCHYHICTE Ta
TOKCHYHHII BIUTHB Ha PO3BHTOK MOTOMCTBA:

JlitepaTypHi naHi

BIUIHB Ha (pepTHIBHICTB 1 paHHIi
eMOpiloOHAIBHUI PO3BHTOK

JlitepatypHi qaHt

e€MOPIOTOKCHYHICTh

JlitepatypHi aaHi

npcHaTaibHa 1 [MOCTHATAIbHA TOKCHYHICTh

JlitepaTypHi gaHi

TOCITIJKEHHS, TP IKUX TNpenapar
YBO/IUTHCS MOTOMCTBY (HECTATEBO3PUIUM
TBapUHAaM) Ta/ad0 OLIHIETLCS BijLIalIeHa Jisl

Jliteparypui 1ami

6) micueBa NepeHOCHMICTh

UliTepatyphi gani

7) MOMATKOBI JOCHIAKEeHHS TOKCHYHOCTI:

JlitepatypHi JaHi

AHTUTEHHICTh (YTBOPEHHS AHTHTLI)

JlitepatypHi 1aHi

IMYHOTOKCHYHICTE

JliTepatypHi nadi

mociaKeHHA MeXaHI3MIB 11l

JlitepatypHi naHi

TiKapchbKa 3a1eKHICTh

JlirepaTypHi daH1

TOKCUYHICTE META0OJITIB

JliTepatypHi 1aHi

TOKCHYHICTH AOMIIIOK

JliTepaTypHi JaHi

IHIIE

5. BUCHOBKH 11010 JOKIIHIYHOIO BUBYEHHS

<1

3asBHUK (BIACHHK .-3'-//
peecrpatiiinoro (Rigmc)
MOCBITUCHHS ) Hoerane O.B.. meneizxep 3 peectpauii TOB «Perdapm»

(IL. I. b.)



Honarok 30

10 TMopsaaxy npoBe/ieHHs eKCIepTH3H
peecTpauiiiHuX MaTepiagiB Ha JIKaPChKi
3ac00H, 1110 MOJAKTHLCS HA AEPKABHY
peecTpatliio (nepepeecTpaniio), a TAKOK
eKCIIepTH3H MaTeplasiB Ipo BHECEHHs

3MiH 10 peecTpaLiiiHuX Marepiaiis
NPOTAroM /i1 peecTpaliifHOro NOCBIUEHHS
(myHkT 4 po3ainy IV)

3BIT

Npo KJiHiYHe BUNPOOYBAHHSA

1. Hasga nikapcbkoro 3aco0y (3a
HAsSIBHOCTI - HOMEp peecTparliiHOro
[10CBIJYCHH)

Aninymadyuria Pomdapm, miodinizar a1 KOHUEHTpaTy
1 po3unny s iHdy3ii, 100 mr, o 1 ¢grakony B
KapTOHHIH rmaywi

2. 3asBHHK

EnEnCi Pomdapm Komnani Jxopaxus, ['pysis

3. BupoOHuk

K.T. Pomdpapm Komnani C.P.JL., PymyHis

4. TIpoBeneHi JOCTIKEHHS:

tak  \ wi AKII0 H1, OOTpYHTYBATH

3riano 3 Bumoramu posainy Il Tlopaaky nposenenns
EKCIEPTH3H peccTpalliHHuX MaTepialliB Ha TIKapChKi
3ac00H, 110 110/1aK0ThCs HA PeecTpaLilo (lIepepeecTpallio),
a TAKOK €KCMEePTH3H MaTepialliB Mpo BHECEHHS 3MiH J10
peecTpaliitHuX MaTepiaiiB NPOTAroM Jii peecTpauiiinoro
noceigueHHs, 3ateeppkeHoro Hakazom MO3 Ykpaiuu
Ned60 Big 23.07.2015 Ta BIAMOBIAHO /10 THUITY JIIKAPCHKOIO
3aco0y (reHepHYHHIT TIKapCBEKHH 3aci0) BIACH] KIIHI4HI
BUITPOOYBAHHA HE MIPOBOJNINCH, A0 MaTepianiB 10Che
BKJIIOUEHO MaTepiaau 1010 NIATBEPIKEHHA
(hapmaneBTHYHOT €KBIBAICHTHOCTI JTIKAPCHKOT0 3aco0y, 110
peecTpyeThes, peepeHTHOMY JiKapchbKoMy 3acoly, a
TAKOK J0KJIaAHY HayKOBY 0i0iiorpadiro, 110 MICTUTh BCI
ACMEKTH OLIHKH 0e3neKH Ta e()eKTUBHOCTI, IOCHIIAHHA Ha
OrJIA BIAMOBIAHOL JITEpaTypH, 3 ypaxyBaHHAM nepea- Ta
ITiCJIsl peecTpaLiitHuX 10C/IIKeHb Ta Korii ory61iKoBaHo1
HAYKOBOT JIITEPATypH.

1) Tun nikapceKoro 3acody, 3a AKHM
MpOoBOANIACS a00 MIAHYETHCA
peecTparyis

["enepuvHMii NiKapcbKUiil 3acid, 0JHOKOMIIOHEHTHHI

S. [ToBHa Ha3Ba KIIHIYHOTO
BUIIPOOYBaHHA, KOJOBAHUI HOMEp
KJIIHIYHOTO BUTPOOYBAHHA

JliTeparypui gauni

6. da3a KNIHIYHOTO BUNIPOOYBaHHSA

7. Tlepioa npoBeaeHHA KNIHIMHOTO
BUIIPOOYBaHHS




8. Kpainu, e npoBoamiocs KiiHIYHE
BUTPOOYBaHHS

9. KinbKicTh 10CH11KYBAHNX

3arIaHOBAHA!
(hakTHYHA:

10. Meta Ta BTOPHHHI LTI KJHIYHOTO
BUITPOOYBaHHSA

11. JIu3aiin KIiHIYHOTO BUIIPOOYBaHHS

12. OcHOBHI KpUTEpii BKIIOUEHHS

13. Jocnimkypanuil jlikapcbkuii 3acio,
crocid 3acrocyBaHHs, cuia il

14. Ipenapat nopiBHAHHSA, 1034,
crocid 3acTocyBaHHs, CHIA Oil

15. CynyTHs Tepanis

2 16. Kpurepii ouiHku
e(peKTHRHOCTI

17. Kpurepii oliHKH 0e3leKH

18. CraTUcTHYH]I METOIH

19. emorpadiuni NOKa3HUKH
OCIIDKYBAHOT MOMyJIsAUii (CTaTh, BiK,
paca, TOLLO)

20. Pe3ynpTati e()eKTHBHOCTI

21. Pesynbraru 0e3leku

22. BHCHOBOK (3aKJIFOUEHHS )

3asBHHK (BJIACHHK
peecTpaliitHOro MOCBiTUYCHHA)
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(niﬁm[c)

Jorranes O.5.. menemxep 3 peecrpaigi TOB «Perdgapm»

(II. 1. B.)




