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1o [lopsaxy TPOBE/ICHHS EKCIIEPTH3H peecTpaiiiiHux MaTeplamB Ha JIKapchKi 3acobu,
© 7 110 NOAAKOTLCS HA IEPIKABHY PEECTPALIiiO (repepeecTpaLito),

a TaKOX EKCIIEPTU3U MATepIaliB PO BHECEHHS 3MIH 10 PEECTPALiHUX MaTepiaiB
MPOTATOM Iii peecTpaLifHOTrO MOCBIYEHHS

_ (. 4, po3nut iV)

3811 HPO AOKNIHIMHI QOCHKEHHN

1. HalimeHyBanHs Jikapcbkoro 3aco0y (3a HassHocti | Iankanop®, rpany.m 1js opaabHOTO
— HOMEP PeECTpaLliifHOro NOCBIIIEHHS): po3unny no 200 mr

1) Tin AiKApCLKOro 3aco0y, 3a AKUM [POBOAMIACH
a0o IIaHY€TBCA PeECTpaLiisa

I'enepuunuii gikapceskuii 3acioé

9

2) mpoBeAEH! TOCTIIKEHHS o |TaK (sK1I10 Hi,

o0rpyHTYiiTE)

N-aueTun € noXiAHUM HMUCTEIHY. 3aCTOCOBYETHCA AK MYKONITHUHUI 3aCi0 A/ 3HIDKEHHS B’ A3KOCTI
CIM30BHX BHJUIEHb. OCKIIBKY iCHY€ HHM3KAa JOCIIIDKEHb, JOCTYIHHX V BUIBHOMY MOCTYIN, IO
MATBEPIDKYIOTh  JOKTIHIYHY dYacTWHy. HaykoBi pgaHi Ui NEPOPAIBHOIO  3aCTOCYBAHHS
«ANEeTUNIMCTETHY» HE BUSBIIAOTL 0c00MMBOI HEOE3MEKH B TOCHTIKEHHSIX HA TBAPMHAX HA OCHOBI
3BMYAHHMX JOCITIDKEHL KAHIIEPOTEHHOCTI, FEHOTOKCHYHOCTI Ta IOCHimKeHs deprunsHocTti Ha
TBapHUHaXx.

3rizno nakazy MO3 six 26.08.2005 Ne 426 (B penaxuii makazy MO3 sig 23.07.2015 Ne 460) nns
TEHEPUYHMX JIIKAPCHKUX 3acO0iB PE3y/NbTaTU BIACHMX MOKIIHIMHHUX JOCTI/DKEHH MOXYTh HE
HajaBaTHCA. TakuM 4YMHOM, JKOAHHX JONATKOBHX JOKTIHIYHHX [JOCHIDKCHb 3aMBHHKOM 3
TKAPCHKUM 32C000M, ITI0 POITTFNIACTHCS, HE TINOBOTATOCH

2. @apMaKoIoris:

1) nepBuHHa (hapmMakoxHAMIKA

He 3acTocoByeThes

2) BTOpUHHA (hapMaKoTHHAMIKA

He 3aCTOCOBYETHCA

3) dapwmaxornoris Gesrnexn

He 3actocoryeTnes

4) papmakoarHaMIvHI B3aeMOIii

He 3acTocoByeThes

3. ®apMaKOKIHETHKA!

1) aHamiTMYHI METOMM Ta 3BITH MPO iX BaJIIALII0

He 3acrocoByeTbea

2) nornvHAHHA

He 3acTocoByeThea

3) po3nomnin

He 3acTtocoByeThes

4) meTabomizm

He 3acTocoByeTthes

5) BUBEICHHS

He 3actocoByeTscs

6) Q)apMaKOKmeTHqu Baaemonn (JIOKJ'IIHI‘-IH])

7) 1HImI (papMaKOKIHETHYHI JOCIIIKCHHA

He sactocoByeTrnes

He 3actrocoByeThes
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4. Tokcukonoris:

1) TOKCHYHICTH OJHOKPATHOI 103U

He 3actocoByeTses

2) TOKCHYHICTH OaraToKpaTHUX 103

He 3acTocoByeTnes

3) reHOTOKCHYHICT!
in vitro

He 3acTocoByeThesa

in vivo (BKITIOYAKYU JOAATKOBY OLIHKY
TOKCUKOKIHETHKH )

He 3aCTOCOBYETBCA

4) KaHIIEPOTEHHICTD:

JOBrOCTPOKOBI AOC/IAIKEHHS

He 3acTocoByetbes

KOPOTKOCTPOKOBI a00 CEpeTHhOCTPOKOBI
NOCTIIKEHHS

He 3aCTOCOBYETBCH

JIOJAATKOBI1 JIOCH1DKEHHA

He 3aCTOCOBYETHCH

5) penponyKTHBHA TOKCHYHICTH TA TOKCHYHHI BILTHB
Ha PO3BUTOK ITOTOMCTBA:

He 3acTocoByeThes

BIUIMB HA (DEPTUJIBHICTb T4 PAHHIM €MOPIOHANbHUI
PO3BUTOK

He 3acTocoByeThes

eMOPIOTOKCHYHICTh

He 3actocoByeTbCs

NpeHaTajilbHa Ta NMOCTHATaAJIbHA TOKCUYHICTh

He 3aCTOCOBYETHCA

AOCIPKEHHS, B AKHX NPENapar BBOAATh OTOMCTBY
(cTaTeBo HE3PLIUM TBAPUHAM) Ta/a00 OLIHIOIOTHCS
IOBrOCTPOKOBI €(hEKTH

He 3acTocoByeTbes

6) MiclieBa IEPEeHOCHMICTh

7) MOAATKOBI 1OC/IKCHHS TOKCH4HOCTI:

He 3acTocoByeThes

He 3actocoBye€Tbes

AHTUT'€HHICTH (YTBOPEHHS aHTHUTLI)

He 3aCTOCOBYETBCH

IMYHOTOKCHYHICTB

He 3acTocoByeThCs

BHBYEHHS MEXaHI3MIB Tii

He 3aCTOCOBYCTLCA

NiKapChKa 3aleHHICTD

He 3actocosyernen

TOKCHYHICTh META00IITIB

He 3acTtocoByeThes

TOKCMYHICTD AOMILLOK

He sactocosyeibes

1HIIe

He 3acTocoByeThCst

5. BUCHOBOK 100 AOKJIIHIYHOTO HOCIIHKEHHS

BignosigHo [0 TUIly TIOZAHOI 3asBU
(reHepuuHMi NiKapchkuii 3aci®) HajaHHS
AOAATKOBUMX AOK/IIHIMHAA AOC/IIAKCHD HE
BHMAraeThCsl.

[cHye HHM3Ka AOCHIDKEHb, AOCTYNMHHUX Y
BUTBHOMY JOCTYMI, LI0 MiATBEPIKYHOTh
HOoKIiHIiYHy dwacTuHy. HaykoBi mami mng
IICPOPAILHOro 3aCTOCYBAIILA
ALETUILUCTEIHY HE BUSBIAKTH 0CO0/IMBOI




HeOe3MeKd B AOCHIKEHHAX HA TBAPUHAX
HAa  OCHOBI  3BHYAllHUX  JOCHIJKEHB
KAHLEPOTEHHOCTI, ~TEeHOTOKCHYHOCTI  Ta
IOCTIIKEHE (DEPTHIIBHOCTI Ha TBAPHHAX.

3agBHAK (BTACHUK
peecTpauifHoro
[0CBIJ4EHHS )

eHTARIALYAHYS
xopn 20075891

o/ \ @1
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1o Iopsiiky npoBeeHHS eKCIIePTH3N
peecTpariifHiux MaTepiaiB Ha JTiKapchKi
3aco0u, 1[0 HOJAIOTHCS Ha JepiKaBHY
peecTpaliiio (epepeecTpariio), a TakoK
EKCIIEPTH3M MaTepialliB PO BHECEHHs
3MiH JI0 peECTpaIiifHuX MaTepianin
IPOTSTOM il peecTpaniiHoro
IIOCBITYEHHS

(myHKT 4 posaimy IV)

3BiT npo kJjiHiuHe BUNPOOyBAHHS

[Mankaaop®, rpaHyM 1J1s1 0PaJIBLHOIO

1. Hasga nixapcekoro 3aco0y (3a HasBHOCTI-
posuammy mo 200 mr

HOMED PEECTPAIIITHOTO MOCBITUEHHS)

2. 3asBHUK TOB «'neadapm JITI», Ykpaina
3. BupoGuuk Kycym Xearxkep st Jlta, Inaia
4. IlpoBeneHi TOCTIMHKEHHS: O Tak VHI Ko Hi, OOrpyHTYBaTH

[ankanop®™, rpanynu 11s opagbHOro posunny 1o 200 MI € BOJHHM PO3YMHOM Ha 4ac IpHHOMY
Ta MICTHTE TAKy camy JiI04y pEYOBHHY B Tiif caMiii KOHIIEHTpaIlil, € TAKOK CaMOI0 JIIKAPCHKOIO
(opMoIO Ta Mae Taky caMy TepaleBTHYHY [0, 1K pedepeHTHuil npenapat. 3riiHO BUMOT L1010
jocimpkenas OloexBiBaleHTHOCTI Jikapebkux 3acobiB (CT-H MO3 42-7.3:2020): « ko
JIOCITJDKYBaHHI JliKapchKuii 3aci® € BOJHHM PO3YMHOM JUIs OPAIBHOTO 3aCTOCYBAaHHs Ha 4ac
NpUIOMY Ta MICTUTB JIIFOYY PEYOBHMHY B TakiH ke, sk 1 y pe)epeHTHOro JIiKapchKoro 3acoy,
KOHLIEHTpALlil, JTOCiPKeHHsI 610eKBIBAJIEHTHOCTI MOKe OYTH BIJIXHIIEHEY.

1) Tin nikapeeKoro 3acody, 3a SKMM
MPOBOAMIIACS ab0 MIAHYETHCS peecTpais

["eHepuuHMii JikapcebKuii 3a¢id

5. IloBHa Ha3Ba KIIHIYHOTO BUIIPOOYBaHHH,
KOJIOBaHHIT HOMEp KJIIHIYHOTO BHIIPOOYBAHHS

He 34CTOCOBYETLCA

6. Daza KIHIYHOTO BUIIPOOYBaHHS He 3actocoByeTbest

7. Ilepioa npoBeJIeHHS KIIIHIYHOTO
BUIIPOOYBaHHS

He 3acTOCOBYETHCS

8. Kpaiuu, /1e npoBoIUIIOCS KIIHIYHE
BUIIPOOYBaHHSI

He 3aCTOCOBYETBLCA

9. KiibKICTBh JIOCII Ky BAaHUX He 3acTocoByeThCs

10. MeTa Ta BTOPMHHI 11JIi KIIHIYHOTO
BUIIPOOYBaHHS

He 3acTocoByeThCA




11. JIn3afig KIiHIYHOTO BUMPOOYBAHHSA

He 3acTocoByeThes

12. OcHOBHI KpUTepii BKIIOUSHHS

He 3acTocoByeThes

13. JlocnipkyBaHuii TiKapchKui 3acib, crnocid
3aCTOCYBaHHs, CHIIA Jii

He 3aCTOCOBYETECA

14. Tlpenapar nopiBHAHHS, 1034, CIIOCIO
3aCTOCYBaHHSA, CHJIA Jii

He 3aCTOCOBYETLCA

15. CynyTtHs Teparis

He 3actocoByeThCst

16. Kpurepii oninku eekTHBHOCTI

He 3daCTOCOBYETBCA

17. Kpurepii omiHku 6e3mexu

He 3acTocoByeTbes

18. Cratuctuuni MeToau

He 3acTocoByeThes

19. JlemorpadiuHi MOKa3HHKH JOCIiIKYBaHOT
momyJswil (cTath, BiK, paca, TOIO)

He 3actocoByeThCs

20. Pesynbratu eeKTHBHOCTI

He 3acTocoByeThCs

21. Pesynpratu Oe3nexku

He 3acTocoByeThCs

22. BUCHOBOK (3aKJIFOYEHHS )

BijnosijiHo gm0 THIY
(reHepuuHHMi  TiKapCcbKuit
TT0JJATKOBHX
BHMAaraceThCs.

omaHol
3aci0)

3adBH
HaaHHA

KJ‘IiHi‘-IHI—‘IX,\‘ OOCIHIIKEHE  HE

3asIBHUK (BJIaCHUK

peecTpauiiiHOro MoCBiI4eHHs!)




