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no [lopsaaxy npoBe/ieHHs eKCIIepTH3H
peecTpanifHuX MaTepianiB Ha JTiKapchKi
3aco0u, 1110 TIOJAI0TECS Ha JIePIKaBHY
peecTpario (IlepepeecTpaitito), a TAKoK
€KCIIEPTH3U MaTepialliB PO BHECCHHS
3MiH IO peecTpamiiftHuxX MaTepianis
IPOTATOM I1i peecTpaliiftHoro

IOCBITYEHHS
(myHKT 4 posniny IV)
3BIT Ipo AoKAIHIYHI JOCTiIKEHHSI
1. Haspa nmikapcekoro 3acofy (3a [Mankanop® ®opre, TabaeTkn mumydi mo 600 mr
HasBHOCTI - HOMEp peecTpalliifHoro
[TOCB1TYCHHS):
1) T gikapcepKoro 3acoly, 3a SKUM ['enepnaHmii JikapcenKuii 3acio
POBOUIIACS 200 ITAHYETHCS PEECTpallis
2) 1IpoBeIeHi JIOCIIiKeHHS O Tak VHI KO Hi, 00IpyHTYBaTH

N—aueTHn € TOXITHUM nHCTe'iHy Bin 3acToCOBY€TBCS SIK MyKOTITHYHHMIL 3aci6 [UIs 3HMKEHHS
B’A3KOCTI CIIM30BHX BUJiNeHb. ICHYe HU3KA IOCII/KEHb, JOCTYIHHX y BUIBHOMY AOCTYIN, IO
MATBEP/UKYIOTh  JOKIiHIYHY wactuHy. HaykoBi mami s IIEPOPANILHOTO  3aCTOCYBAHHS
AUETHILHUCTEHY He BUSBISIOTH 0COOTHBOI HEOE3EKH B JIOCITIKEHHAX HA TBAPUHAX HA OCHOBI
3BUYAHHHUX JI0C/I/DKEHb KaHIEPOTeHHOCTI, FTeHOTOKCHYHOCT] Ta JOCIi/DKeHs (epTHIILHOCTI Ha
TBapHUHAX.

3rizHo Hakasy MO3 Bix 26.08.2005 Ne 426 (B penaxuii Hakasy MO3 Bix 23.07.2015 Ne 460) st
[CHEPUYHHUX JIKAPCHKUX 3aco0iB Pe3ylbTaTd BIACHHX MOKTIHIYHMX JOCTIiIKCHB MOXYTb HE
HaJlaBaTHCA. TakuM 4YMHOM, KOTHHX JOJAaTKOBHX NOKIIHIYHMX OCTIIKEHb 3asSBHHKOM 3
JLIKapChKUM 3ac060M, IO PO3ITISIAETRCS, HE IPOBOIHIOCE.

2. GapMaKooris:

1) nepeBuHHa hapMako uHAMIKa He 3acrocoByeTncs
2) BTOpUHHA (hapMaKoJHHaMiKa He 3acrocoByeThes
3) dapmaxoitoris 6esnexu He 3acrocoByernes
4) papmakoarHaMIYHI B3aeMOmii He 3acTocoByeThes

3. GapMaKoKiHETHKA:

1) apamiTHYHI METOMKH Ta 3BiTH MO0 iX |He 3acTOCOBy€ETHCS
BaJIigaril




2) BCMOKTYBaHH:

He 3acTocoByeThCS

3) po3moin

He 3acTocoByeThes

4) metaboizm

He 3acTocoByeThes

5) BUBeACHHS

He 34CTOCOBYETBCA

6) dhapMaKoOKiHETHYHI B3a€MOJIi1
(toxJIiHIYHi)

He 3acrocoByeThes

7) ia11 hapMaKOKiHETHYHI JIOCII/KEHHS

He 3acTocoByeThCs

4. TokcHKoOJIOTIS:

1) TokcHuHICTE ¥ pa3i 0AHOPA30BOIO
BBC/ICHHS

He 3acTocoByeTbes

2) TOKCHYHICTb Y pa3i IOBTOPHUX BBEECHD

He 3acTocoByeThest

3) reHOTOKCHYHICTB:

He 3acTocoByeThCs

in vitro

He 3acrocoByeThes

in vivo (BKJIIOYAFOYH JIOJATKOBY OI[IHKY 3
TOKCUKOKIHETHKH)

He 3acTocoByeThCA

4) KaHIIEPOTEHHICTE:

He 3acrocoByernbes

JIOBIOCTPOKOBI JIOCITI JPKEHHS

He 3acTocoByeThCs

KOPOTKOCTPOKOBI JIOCII JDKEHHS
abo JoCiKEHHs cepe/IHbOT TPHBAIOCTI

He 3acrocoByernes

10JTATKOBI JIOCIILIKEHHS

He 3acrocoByeTrnes

5) penpoIyKTHBHA TOKCHYHICTB Ta
TOKCHYHUI BIUITMB Ha PO3BHTOK
[IOTOMCTBA:

He 3acTocoByeThest

BILIUB Ha (GEPTUIILHICT 1 paHHIH
eMOpiOHATIEHHIN PO3BUTOK

He 3acrocoByerbes

eMOPIOTOKCHYHICTE

He 3acTocoByeThCA

[peHaTa/lbHa 1 MOCTHATAIbHA TOKCHYIHICTh

He 3acTocoByeThes




NIOCIIJKEHHS, TIPH SKAX IIpenapaT
YBOJAUTHLCS [IOTOMCTBY (HECTaTeBO3PLIAM
TBapHUHaM) Ta/ab0 OLHIOEThCS BiyaIeHa
st

He 3aCTOCOBY€ETBCA

6) MicIieBa IEPEHOCHMICTE

He 3acTocoByeThest

7) 10AATKOBI TOCITIIKEHHSI TOKCHYHOCTI!

He 3acTrocoByeThes

AHTUI€HHICTD (YTBOPEHHS aHTHTIII)

He 3acTocoByeThest

IMyHOTOKCHYHICTE

He 3acTocoByeThes

TOCITiKEHHS MEXaHI3MiB il

He 3acTrocoByeThest

MiKapchKa 3aJIeXKHICTE

He 3acTocoByerhest

TOKCHYHICTHL MeTabOoIiTIB

He 3acTocoByeThCs

TOKCHYHICTE JIOMIIIIOK

He 3actocoByeThest

iHIIIE

He 3acTocoByeThes

5. BHCHOBKH 1100 JOKIIIHIYHOIO
BUBYEHHSI

BigmosisHo JIo THIY momaHoi 3asBM (TeHEpHUHUIL
TiKapChKHiA 3aci0) HaJIaHHS IOJTATKOBHX
JIOKJITHIYHHUX JTOCTI/DKEHE He BUMAracThCs.

[cHye HH3Ka JOCHIUKeHb, JOCTYNHHX Y BiIbHOMY
JI0CTYIII, IO MiATBEP/PKYIOTH MOKIiHIYHY YacTHHY.
HaykoBi nami sl HepopalbHOrO 3acTOCYBaHHS
AIETHIIUCTEIHY  HE  BHSBIAIOTH  OCOOJMBOI]
HeOe3MeK: B JOCTIPKEHHIX Ha TBAPHHAX HA OCHOBI

3BUYAHHIX JOCITi/DKEHD KaHIIEPOTeHHOCT1,
IeHOTOKCHYHOCTI Ta JOCITiJDKEHb (DEPTHILHOCTI Haj
TBapHHAaX. /)

3anBHHK (BJACHUK
peecTpaniinoro nmocBiguenns)
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1o ITopsaxy npoBeJieHHs eKCIIEPTH3H
peecTpaniiHuX MarepialiB Ha JIKapchKi
3aco0H, 10 [10/IAI0THCS HA IEPIKaBHY
peecTpaniio (IIlepepeecTpaniio), a Takox
EKCIIEPTU3H MaTepialliB PO BHECEHHS
3MiH JI0 peecTpaliifHux MaTepiais
IIPOTSTOM Jiii peecTpariifHoro

IIOCBIIYEHHS
(myHKT 4 poszniny IV)
3BiT npo kJiniYHe BUNPOGYyBaHHs
: . [Mankaxop® ®opre,
1. Ha3Ba JIKXAPCEKOrO 3aco6y. (3a HasIBHOCTI- TaGrericn mumysi 0 600 Mr
HOMED PeeCTpaIifHOro OCBiYEHHS)
2. 3aBHUK TOB «I'1eadapm JIT», Ykpaina
3. BupoGuuxk Kycym Xearxkep st JIta, Ingis
4. IIpoBeneHi mocmimKkeHHs:; O Tak VHI AKIIO Hi, 00IpyHTYBaTH

[lankanop® @opre, TabieTkn munydi no 600 Mr € BOAHHM pPO3YMHOM JUIS OPATBHOIO
34CTOCY BAHHS Ha Yac MPUHOMY Ta MICTHTB TaKy caMy Jil0uy pedoBHHY B Tili camili KOHIeHTpai,
€ TaKOI0 CaMOI0 JIIKapChKO (OPMOIO Ta Mae TaKy camy TEpameBTHUHY 0, 5K pedepenTHHI
jlikapchkuil 3aci6. 3rigHO BUMOT MO0 JOCTIMKEHHs Gi0eKBiBANCHTHOCT JiKapChKUX 3aco0iB
(CT-H MO3 42-7.4:2022): «SIkmo nocmimKyBanuii Jikapcskuit 3aci6 € BogHmM PO3UMHOM JIJIst
OPaJIbHOTO 3aCTOCYBAHHS HA 4Yac NPHHOMY Ta MICTUTH JIiIOYy PEUOBMHY B TaKiil ke, SIK i y
pedepenTHOro miKapchKOro 3acoby, KOHIEHTPALLT, JOC/IKEHHS 6i0eKBiBAICHTHOCT MOYKE OyTH
BIIXUJIEHE.

1) T miKapepKoOro 3acoly, 3a SKUM I'enepuunuii aikapcskmii 3acié
[IPOBOAMIIACS 200 IIIAHYETHCS PEECTpallis

5. IloBna naspa kminiyHOro BUMpoOyBanus, |He 3aCTOCOBYETHCS
KOJIOBaHH I HOMED KIIIHIYHOTO BHIPOOYBAHHS

6. ®aza KIiHIYHOTO BHIIPOOYBaHHSI He 3acTocoByeThes
7. llepion npoBeaeH s KIIHIYHOTO He 3acTocoByeThes
BUIIPOOYBaHHS

8. Kpainu, fe mpoBoauiocs Kiiniube He 3acTocoByeThes
BHITPOOYBaHHS

9. KibKicTh HOCIIKYBaHHX He 3actocoByeThbea
10. Meta Ta BTOpHMHHI IijIi KJIiHIYHOTO He 3acTocoByeThCs

BUIIPOOYBaHHS




11. Jluzaiin KIiHI9YHOTO BUIPOOYBAHHS

He 3acrocoByeThCs

12. OcHoBHi KpHUTepii BIIOYEHHS

He 3acTocoByeThes

13. ocnimkyBaHuii mikapcrKuii 3aci6, croociod
3aCTOCYBaHHS, CHIIA Jiil

He 3acrocoByerhes

14. Ilpenapat mopiBHsHHS, 1034, CIIOCIO
3aCTOCYBaHHA, CHIa Iii

He 3acTocoByeThCs

15. CymyTHs Teparis

He 3acTocoByeThes

16. Kpurepii oinku edektuBHOCTI

He 3acrocoByeTbes

17. Kpurepii oninku 6e3mexu

He 3actocoByeTbes

18. CTaTHCTHYHI METOIH

He 3acTocoByeTbest

19. Jlemorpadiuni OKa3HHUKH JOCII Ky BaHOT
oIy Al (cTaTh, Bik, paca, TOIIo)

He 3acTocoBy€eThCs

20. PesynpTat e()eKTMBHOCTI

He 3acTocoByeThes

21. PesynpTat Oesnexu

He 3acrocoByeThes

22. BUCHOBOK (3aK/TFOUEHHS)

[lankanop® @opre, TabneTkn wumyi o 600 mr
€  BOJHHM  pPO3YHHOM JUIS  OPAJIBbHOIO
3aCTOCYBaHHA Ha 4Yac NPUHAOMY Ta MICTHUTD
Iil0Yy pedoBHHY B Takiif ke, #K i y
pedepeHTHOTO TKapCBKOro 3aco0y,
KOHIICHTpallli, TaKHM YHHOM 3TiZHO BHMOT
CT-H MO3 42-7.4:2022 nagaHHS JOATKOBHX

KTIHIYHHAX TOCIIDKEHb HE BEMAracThCs.

3afBHHK (BJIACHHK

peecTpaniiHoro NoCBi/14eHHsN)




