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Jo [Nopsnky npoBedeHHs €KCIIEPTH3H
peecTpaliiuux MaTepiaiiB Ha NiKapcbKi
3ac00H, IO MOJAIOTECA Ha AEPKABHY
peccTpaiio (mepepeecTpailo), a TaKoXK
eKCepTH3N MaTepiaiiB 11po BHECEHHS 3MiH 10
peecTpauiifHiX MaTepiaiiB npoTAroM Iil
peecTpauiiiHoro noceinueHns (MyHKT 4
posminy IV)

3BIT
npo KiIiHidHe BUIpoOyBaHHSA

1.Ha3spa nikapcrkoro zacoly (3a HagsHocTi - | TH3VUH® ITAHTEHOJI JUTSYMUA, crpeit
HOMep PeecTpanifHoOro MoCBiAYEHHA) HazaJIbHHH, po3uuH, no 10 Mi y ¢naxoHi, no 1
¢dnaxkoHy y KapTOHHIH yraxKoBLj.

2. 3a9BHHK MaxHin Ipopaktc Jlimitex, Aurnis

3. BupoGHuk O®AMAP XEJIC KEAP CEPBICHU3 MAJIPH/I,
C.AY., Icnanisa
FAMAR HEALTH CARE SERVICES MADRID,
S.A.U., Spain

(BupobHHITBO, IepBUHHE Ta BTOPHHHE
TMaKyBaHHs, KOHTPOJIb SIKOCTI Ta BUITYCK cepii)
MensOypu  Caitnrudix Jlimiren, CrnomyueHe
KOPOJIIBCTBO

Melbourn Scientific Limited, United Kingdom
(KouTpons sikocTi)

4, TlpoBeaeHi JOCHIKEHHS: TaK V Hi AKWIO Hi, oOrpyHTyBaTH

Jlixapcekuii 3acid TU3UH® [TAHTEHOJI I{HT}IIII/II:‘I, crpeit Ha3aJlbHUI, PO3YHH PEECTPYEThCA
AK riOpuHuit jikapchbKuit 3aci6 Ta MicTuTe y cBoemy ckiafi moOpe BigoMi Aitoui peqoBHHM 3
BU3HAHOIO e)EKTHBHICTIO Ta TPUIHATHUM piBHeM Oe3neKH: KCHIOMETa3oJiHy IiAPOXJIOpHA Ta
JeKCIIaHTEHOJ, AKi BXOAATE 10 CKiaay 06ararsox JliKapchKHX 3aco0iB, Ta HE Ma€ HiKMX HOBHX
BJIACTHBOCTCH.

Kpim Toro, nikapepxuii 3aci6 TH3HH® ITAHTEHOJI JIUTSAYMH, cripeii HasansHuit, po3duH, TaK
came, K i pedepenTHui ikapchknii 3acif, npencrarnsie codo1o HazaIbHUI cTIpeil y hopMi BogHOTO
PO3UHHY,

TOMY MiITBEP/KEHHA iX eKBiBaleHTHOCTI GasyeThes Ha apmaueBTHuHil exBiBanenTHOCTI. ITpH
LIEOMY He BHMAracThesl IIPOBEAeHHs JOAATKOBIX (hapMaKoKHHETHYHMX alo (papMakoAHHaMIYHuX
JOCHiIPKEHE.

3Ba)kai0uH Ha BHINEBHKIAACHE, KHIYHI JOCTIIPKEHHA HE MPOBOIHIIHCE.

1) tun nikapcekoro 3acofy, 3a AKMM I‘IBPMHI/Iﬁ JIKAPCBEKUI 3ACIE

npoBoaunacs abo IIAHYEThCA peecTpanis

5. IloBHa Ha3pa wiiHiuHoro BumpoOGyBaHHs, |Jlikapeskuit  3aci6  TH3MH® ITTAHTEHOII
Kopnosanuit Homep Kiidivynoro Bunpodysanns | JMTAYMM,  cnpeit  nHasaneuuii,  po34uH
peecTpyeThes Ak riOpuiaHuii Nikapchkui 3acib Ta




MICTUTH ¥ CBOEMY ckiani moOpe Bimomi Aitodi
PEYOBMHM 3 BH3HAHOIO e(EKTHBHICTIO Ta
NPUIfHATHUM piBHEM Oe3MeKd: KCHIOMETA30NiHy
TipOXNIOpUA Ta AEKCHAHTEHOJ, sKi BXOJATH [0

cknagy OaraTboX Jikapchkux 3acobiB, Ta He mae

HiSKHX HOBMX BJIACTHBOCTEH.

Kpim rtoro, mikapcekmii 3aci6 THIHMH®
IMAHTEHON OUTSAYMHM, cnpeit Hazaabuii,
PO3YHH, TaKk came, AK i pedepeHTHHI TiKApCHKHI
3aci0, mpencrapndge coOor HazanbHUHM crpei y
(dopMi BOTHOTO PO3UHHY,

TOMY  MIATBEP/OKEHHS  1X  ©KBIBaJIEHTHOCTI
fasyeThca Ha (apMaleBTHUHIM ©KBiBaJIEHTHOCTI.
[lpy uBOMY He BHMATacTbCi IIPOBEJEHHA

JOJATKOBHX (hapMaKOKHMHETHYHHX abo
(hapMaKOIMHAMIYHHX JOCTIPKEHE.
3paxkaiouy  Ha  BHIICBHKJIAICHE, KNiHivHi

JOCTIIKEHHS HE NPOBOJAMUIIKCE.

6. ®aza KINiHI4HOTO BUNPOOYBaHHA

Jlikapeekuit  3aci6  TH3MH® ITAHTEHOJI
JUTAYUH, cnpei Ha3aNbHHH, pPO3YHH
peecTpyeThes K TiOpUAHWA Jlikapcekuit 3acif Ta
MicTuTh y cBOEMy ckiagi moOpe Bizomi Airodi
PEUYOBMHH 3 BH3HAHOK  e(eKTHBHICTIO Ta
OPUHHATHAM piBHEM Oe3MnexH: KCHIOMeTa3oiHy
riapoXJIOpUA Ta AEKCNaHTEHON, AKi BXOAATH IO
ckmany 6araTeox JiKapchKUX 3acobiB, Ta HEe Mae
HiIKHX HOBMX BIIACTHBOCTEH.

KpiMm Toro, aikapcekmii 3aci6 THU3MH®
IMTAHTEHOQJI HHTH‘II/IPI, crpeit  HasanbHHH,
pO3YHH, TaK came, K i pedepenTHumii JiKapchKuit
3acid, mpencraBnge co0ol0 HazanpHMil crpeil y
¢opMi BOZHOTO PO3UHHY,

TOMY  WIATBEPIKEHHs (X  €KBIBAIGHTHOCTI
0a3zyeThcst Ha (apMaleBTHYHIH ekBiBaMEeHTHOCTI.
Ilppg upOMy He BHMMAracTbcs IIPOBEICHHA
IOOJATKOBUX apMaKOKHHETHYHHX abo
(dapMakogHHAMIYHUX JOCIIKEHD.

3Bajkar0ud = HAa  BHIIEBHMKIAnEHe,  KIIHIYHI
OOCJILIKEHHS He TIPOBOIHITHNCE.

7. Ilepiox  mpoBeaeHHs  KJIIHIYHOTO
BUINIPOOYBaHHsA

Jlikapcekuit  3aci6  THU3WH® IIAHTEHOJI
TUTSUKH, cripeit HasaldbHMH,  pPO3YMH
PEECTpYEThes K ribpuaHui nikapchkui 3acid Ta
MIiCTMTE Y cBOEMY ckinani noOpe Bimomi niioui
PEYOBHHH 3 BU3HaHOIO e(eKTUBHICTIO Ta
NPHAHITHAM piBHeM Oe3MeKH: KCHIOMETA30MIHY

rigpoXAOpU Ta AEKCIIAHTEHOJ, fAKI BXOJATH JO |

cxknajgy GaraTboX JliKapchbKHX 3acoDiB, Ta He Mae
HiSIKMX HOBHX BIaCTHBOCTEH.




Kpim Toro, nikapcekmit 3aci6 TH3HUH®
[TAHTEHOJI JUTAYWM, cnpeit uazanbHuii,
pO34HH, Tak came, K i pedepeHTHHIl NniKapchKHH
3acib, mpenctasnge cobow HazanbHHi crpeit y
(hOpMi BOJHOIO PO3YHHY,

TOMy  MiATBEpKeHHS X  eKBIBaJIEHTHOCTI
Oa3zyeTbed Ha (papMaueBTHYHIA €KBIBaNEHTHOCTI.
[lpy nwoMy He BHUMAara€Tecs MPOBEJACHHA
IDONATKOBUX (hapMaKOKHHETUUHHX abo
dapMaKogHHAMIMHUX JOCITIKEHE.

3paxaioun Ha BHILEBHKIAJIEHE, Kiiniugi
JIOCHIZAMEHHS HE NPOBOAKIINCE.

8. Kpalun, gne npopopuiocs KIiHiuHe
BUNpoOyBaHHs

Jlikapcekuii  3aci6 THU3HH® JTIAHTEHOI
TUTSYAH, crpeit Ha3allbHHH, PO3UHH
peectpyerbes sik ribpunHuit nikapehbkuif 3acid Ta
MICTHTB Yy CBOEMY CKJIani mobpe Binomi Airoui
pPEeYOBMHH 3  BHU3HAHOIO  e(eKTHUBHICTIO Ta
NpUHHATHUM piBHEM Oe3MeKH: KCHIIOMeTa3olliHy
TiapoXIopui Ta ASKCIAHTEHOI, SIKi BXOAATh J0
ckiayy GaraTboX JiKapchkMX 3acobiB, Ta He Ma
HiSIKHX HOBHX BIACTHBOCTEH. '
KpiMm Toro, nmixkapcekufi 3aci6 TH3HH®

|TIAHTEHOJI JIUTSIYUN, cnpeit HazaneHwmii,

PO34HH, Tak caMe, AK i pedepeHTHUIt JikapchKuH

|3aci6, npencraBnse coboro HazambHHE crpeit y

¢opMi BOTHOTO PO3UMHY,

TOMY  MIATBEPKEHHS (X  €KBiBaleHTHOCTI
faszyeTbcs Ha (apMaleBTHYHIH €KBIBaJEHTHOCTI.
Ilpu upOMYy HE BHUMArac€Thesl IPOBEACHHA
IOJATKOBHX (bapMakOKHHETHYHHX abo
(hapMaKOJUHAMIYHIX JOCTIIKEHb.

3pakalouM  Ha  BHINEBHKJIAIEHES,  KIIHIUHI
HOCHIDKEHHs HE TIPOBOJUITHCE.

9. KinekicTs J0cniKyBaHHX

Jlikapceknit  3aci6 TH3UMH® ITIAHTEHOJI
JUTAYMIA, copeit  nasanbhuii,  po3umH
peecTpyeThes AK riOpuaHuii nmikapeekuid 3acib Ta
MICTHTBL y cBoemy ckiani goOpe Bigomi niroui
PEYOBMHM 3 BH3HAaHOK  e(eKTHBHICTIO Ta
NPUHHATHAM piBHEM O€3MeKH: KCHIOMETa30lliHy
TiIPOXJIOPHA Ta AEKCTIAHTEHOM, SKi BXOJATH 1O
cxiany OaraThoX Jnikapcbkux 3aco0iB, Ta He Mae
HiIKHX HOBHMX BIIaCTHBOCTEH.

Kpim Toro, nikapepkmii 3aci6 THU3HH®
TIAHTEHOJI JUTSIUHMA, crpeli Ha3aIBHUIA,
pO3uHH, TaK came, K i pedepeHTHuit NiKapceKuit
3acib, npeacraBnsge coboro HazanbHWE cnpei y
topMi BogHOTO POZUKHY,

TOMy  IiATBEPIUKEHHS X  eKBiBajJeHTHOCTI
Gasyerbcss Ha (papMaleBTHUHI €KBiBaJEHTHOCTI.




I[Ipp  1pOMYy He BHMAara€Thcd  FPOBEIEHHHA
JOJATKOBHX (hapMaKOKMHETHIHHX abo
thapMaKoTHHAMIYHHX JOCTiKEHb.

3Bajkalouy  Ha  BHUIEBHKIA[eHe,  KWiHIYHI
JOCTiKeHHs He TPOBOIHIIHCE.

10. Metra Ta BTOpPHMHHI Wil KIIHIYHOTO
BUNpoOyBaHH:

Jlixapcexwit  3aci6 THU3WUH® TTAHTEHOJI
IUTAYMI, cnpeit  masaieHuii,  po3umn
peecTpyeThes ik riGpupHuil sikapebkuil 3acib Ta
MICTHTE y CBOeMy cKiani noOpe Bizomi nRiroui
pPEYOBHHHM 3 BHU3HAHOKO  edeKTUBHICTIO Ta
NpUHHATHAM piBHEM OE3MeKH: KCHIIOMETA3OJiHy
FAPOXJIOPHI, Ta JNEKCIIAHTeHOJN, SIKI BXOIATH N0
cKnany OaraTteoX JiKapchbKUX 3aco0iB, Ta He Mae
HifIKMX HOBHX BJlaCTHBOCTEI.

KpiMm Toro, mikapcekuii 3aci6 THIHMH®
TIAHTEHOJI IUTIYMI, copeit HasansHuii,
PO3YHH, TaK caMme, AK i pedepeHTHHI NiKapChKuid
3aci0, npenacrasmsie coboK HasanmeHuMil cripeit y
¢$opMi BOTHOTO pO3UHMHY,

TOMY  MiATBEp/UKEHHs  1X  eKBiBaJeHTHOCTI
GazyeTbca Ha papMaleBTHUHIH €KBIBaNCHTHOCTI.
[lpy 1pOMY HE BUMAracTbcsi [POBEIEHHS
JIOAATKOBHX (hapMaKOKHHETHYHUX a0o
(apMaKoIUHAMIYHUX JIOCTiIKEHE.

3Baxkayu Ha BUIIEBHUKIAIEHE, KIIiHiYHI
JOCiIIXKEHHS He IPOBOJHIIHCE.

11. Juzaiin KniHiYHOTO BUNpoOyBaHHA

Jlikapcexuit  3aci6 THU3WUH® ITAHTEHOII
TAT I, crnipeii HA3aMLHMIL, pO34UHH
peecTpyeTbes AK TiOpHAHMEH JTiKapchKUE 3acid Ta
MICTHTE y CBOEMY ckiaxi nobOpe Bimomi nmiroui
PEYOBHHH 3 BHU3HAHOK  eQeKTHBHICTIO T4
NpuHHATHUM piBHeM Oe3NeKH: KCHIOMETa30NliHy
TiIPOXOPHI Ta AEKCNIAHTEHOJ, fKi BXOIATH JO
cKlagy OaraTthOX JKapchbKHX 3acodiB, Ta HE Mae
HisSIKMX HOBHMX BiaCTHBOCTEI.

KpiMm Toro, amikapcekuii 3aci6 TH3IUMH®
MAHTEHOJI JUTAYUH, cnpeii Hasanohui,
PO34MH, Tak caMme, fK i pedepeHTHHH Jrikapehkui
3acib, npencramnie cofow HasanpHMEl chpeit y
dopMmi BoLHOTO PO3UHIY,

TOMYy  MIATBEPIXEHHA 1X  EKBIBAJIEHTHOCTI
0asyerses Ha QapMalleBTHUHiHl eKBiBaJIEHTHOCTI.
IMlpn 1ppoMy HE BUMAaracThess  [POBCACHHSA
JOIATKOBHX (hapMaKOKHHETUYHHX abo
(apMaKoAMHAMIYHHX JTOCTIKEHE.

3pakaloyM  Ha  BHINEBHKNQJEHe,  KIiHiuHi
JIOCTIIKEHHA HE [POBOJUIIHCE.




12, OcHoBHi KpUTepil BKIFOUSHHS

Jlikapcekuit  3aci6  THU3MH® ITAHTEHOJI
IMTAYUY,  cnpeft  HasaibHMH,  PO3YMH
peecTpyeThes K TiOpUIHMEA AiKapchbKui 3acid Ta
MICTMTL Y cBOeMy ckJiani mobpe Bimomi niroui
PEYOBMHH 3 BH3HaHOK  e(QEeKTHBHICTIO Ta
NpUHHATHAM piBHEM Oe3leKku: KCHIOMETA30IiHY
rigpOXJOpHI Ta AEKCHIAHTEHO, fAKI BXOMATE JIO
criany 0OaraThoxX JiKapchKHX 3aco0iB, Ta He Mae
HIAKHX HOBHMX BJAaCTHROCTEH.

Kpim Toro, umikapcekmii 3aci6 TH3MH®
[IAHTEHOJT JUTAYWUH, cnpeit HasanbHuii,
PO34YHH, TaK caMe, K i pedepenTHUi JiKapchKHi
3acib, npexcrasisic cobol0 Ha3anbHHI cripell y
thopmi BogHOTO pO34HHY,

TOMY  MIATBEPIKeHHS  1X  eKBiBaleHTHOCTI
fasyerned Ha QapMalleBTHUHIN eKBiBaJEHTHOCTI.
[lpy 1uBOMY He BHMAaracTeCs MPOBEACHHS
DOJATKOBUX (bapMaKOKHHETHYHHX abo
dapMakoJUHAMIYHHAX JOCTIKEHb.

3BakalodM  HA  BHINEBMKI4jeHe,  KIiHIYHI
JOCNIIKEHHS HE NPOBOIMIIHCE.

13. JHochmimxyBaHHil JiKapcbkuit
croci6 3acTocyBaHHs, cuna Aii

3aciob,

Jlikapceknit  3aci6 TH3MH® [TAHTEHOI
IUTSUUIA, cnpeit HazalbHUH,  PO3YMH
peecTpyeThes AK TibpuaHmit sikapebkuii 3acid Ta
MiCTHTP y cBoemy ckiani no0pe BigoMi Airoui
PEYOBMHM 3 BH3HAHOK  edexrHBHiCTIO Ta|
NPUHAHATHUM piBHeM Oeslexu: KCHJIOMETa3OJliHy
TiIPOXJIOPHUA T2 AEKCNAHTEHON, fKi BXOMATH MO
ciany 0araThox IiKapchKHX 3acoliB, Ta He Mae
HifIKHX HOBHMX BJIACTHBOCTEIH.

Kpim Toro, mikapcekuit 3aci6 TH3MH®
[TAHTEHOM ﬂHTﬂqHﬁ, copeil HasajiBHMH,
po3uMH, Tak came, K i pedepeHTHHH Jikapehkui
3acib, mpenacraBnie colow HazanesHHH cnpeit y
(opMi BOIHOIO PO3UKHY,

TOMY  MIATEEPIPKEHHs  1X  E€KBIBaleHTHOCTI
fasyerpes Ha (apMaleBTHYHINA eKBIBaJEHTHOCTI.
IIpy 1pOMY HE BUMAra€recs IPOBEACHHA

IONATKOBHUX (hapMaKOKHHETHYHHX abo
¢apmMakogUHAMIYHUX JOCTIIKEHb.
3Baxalrodd  HA  BHUICBHKNajeHe,  KJiHi4Hi

JOCIIKEHHS. He [IPOBOJAUIIHCE.

14, Tlpenapar nopiBHAHHA, N03a, croci6

3aCTOCYBaHHA, CHJIA Jil

Jlikapcekuit  3aci6  THU3VH® ITAHTEHOJI
JUTSTIHH, crpeid HasalbHUE,  PO3YHH
peecTpyeThea AK TiOpuaHUil Nikapchkui 3acid Ta
MicTuTh y cBoeMmy ckiiagi nobpe Bimomi Afrodi
DEUYOBHHH 3 BH3HaHOK  e(eKTHBHICTIO Ta
NpUiHATHEM piBHeM Oe3meky: KCHIOMETA30TiHY
FiAPOXNOpHA Ta IEKCIAHTEHON, fAKI BXOJATH JO




cxnany Garathox JNiKapchKkux 3acodiB, Ta He Mae
HisSIKHX HOBHMX BIACTHUBOCTEH.

Kpim Toro, unikapcekmit 3aci6 TH3HH®
[MAHTEHOJI JIUTSTUMIA, crped  Ha3ajILHUIA,
PO3UMH, TaKk came, sk i pedepeHTHUI MKapCHKHH
3aci0, mpenpctaBnge co0o0 HasambHMI cripeid y
¢ opMi BOJHOI'O PO3UHHY,

TOMY  TATBepUKEHHS  iX  eKBIBAJIEHTHOCTI
Oasyerbecs Ha (apmMauLeBTHYHIH €KBiBaNEHTHOCTI.
Ilpy UpOMYy HE BHMAracTbCs  IPOBEJACHHS

JOJATKOBHUX thapMaKkOKHHETHYHHX abo
dapMaKOIUHAMIYHHX JOCHIiIKEHb.
3paxkaroul  HAa  BHINEBUKIAJEHeE, KniHiuHi

,HOCJ'[i,H,}KeHHH HE IIPOBOJIHIIHCE.

15. CynyrHas Tepanis

Jlikapcekuit  3aci6 THU3MH® ITAHTEHOJI
JUTSUNM,  copeli  masaneuuii,  po3umH
peecTpyeThes K TiOpHAHHK JliKapchKuit 3aci6 Ta
MICTHTB Yy CBOEMY cKiani moGpe Bimomi airoui
PEUOBHHM 3  BH3HAHOIO C(EKTHBHICTIO Ta
NPARHATHHM piBHeM O€3IeKU: KCHIOMETa3oniHy
ripoXJaopuz T2 JEeKCIaHTeHOJN, fKi BXOAATh 10
cKiany 6araTeoX nmiKapchKux 3acobiB, Ta He Mae
HisIKMX HOBMX BJJACTHBOCTEH.

Kpim Toro, mikapeekuit 2aci6 TH3HUH®
[MAHTEHOJI OUTSAYMHM, cnpeit HazasHuii,
PO3uHH, Tak came, K 1 pedepeHTHHI TiKapchbKHi
3aci6, mpencraense coboro HazanbHHHI cnpei y
(opMi BOZHOIO pO3UHHY,

TOMY  [MIATBEPIKCHHS  IX  €KBiBaJEHTHOCTI
fasyeTecss Ha (apMaleBTHUHIH exkBiBaNeHTHOCTI.
Ipn psomy He BHMAaracrbesl  IPOBEAEHHA
IOAATKOBHX hapMaKOKMHETHYHHX afo
dapMakoJMHAMIMHIX AOCTiKEHE,

3paxaou Ha BHINERHKI&ICHE, KJIHIYHI
JOCHiTKEeHHs HE IIPOBOMIIHCE.

16. Kputepii ouink# edexTHBHOCT

Jlixapcekmii  3aci6 THU3MH® TTAHTEHOJI
JTUTAUMH, cnpeii HazalbHHH, PO3YHH
peecTpyeThest K ribpuaHuil nikapcekui 3acid Ta
MICTHTB y cBoeMy ciiaxi jnoOpe BioMi Airodi
PeYOBMHM 3 BH3HAHOIO €(EKTHBHICTIO Ta
TIPUItHATHUM piBHEM O€3MEKH: KCHIOMETa30iliHy
rinpoxnopuy Ta AEKCTaHTEHON, SIKi BXOIATH 0
cknany Garatbox Jfikapcbkux 3acoDiB, Ta He Mae
HifIKHX HOBHX BJIaCTHUBOCTEIH.

Kpim Toro, nikapcekmit 3aci6 TH3MH®
IMAHTEHOJI I[HTH‘—IPII"L crpeil  Ha3aibHUH,
PO3uMH, TaKk came, sK i pedepeHTHHH JTiKapChKMIt
2aci6, mpencrasnie cobowo HazanLHUil cnpeit y
($opMi BOLHOTO PO3UHHY,




TOMY  TIXTBepDKEHHS  [X  €KBiBaJ€HTHOCTI
GasyeTbed Ha (apMaleBTHYHIH eKBiBaNEHTHOCTI.
Ilpp 1pOMY He BHMaraeThcad  MPOBEACHHA
JOTATKOBHX (rapMaKOKHMHETHYHHUX abo
dapMakoIUHAMIYHUX OCTIKEHB,

3Baxkalouy  HA  BHINEBHKAaAeHe,  KIiHIUHI
IOCHIIMEHHS HE NPOBOJMIHCE.

17. Kputepii ouinku Hesnexn

Jlixapceknit  3zaci6 THU3WMH® [TAHTEHOIJI
I[HTHHI/IFI, crpei HazaJIbHHiA, PO34MH
peecTpyeThes K TiOpUAHMil Nikapebkuii 3aci6 Ta
MICTUTL Y CBOEMY cknaai aobpe eipomi Airoui
PEUOBHHH 3 BH3HAHOK  e(hEeKTHBHICTIO Ta
NPUAHATHHUM piBHeM Oe3NeKH: KCUJIOMETa3oMiHy
rigpoXnopui Ta NEKCMaHTCHOMN, sKi BXOAATH 1O
cKnany Oarareox JiKapchKHUX 3acobiB, Ta He Mae
HISKHX HOBHX BIIACTHBOCTEH.

Kpim Toro, unikapcokmit 3aci®6 TH3IHH®
[TAHTEHOJI JUTSYMI, cnpeii waszansHui,
PO3YHH, Tak came, 5K i pedepeHTHHI NiKapchKui
3acib, mpenacraBnie coboro HazanbHUEH cnpeil y
¢dbopMi BOJHOTO PO3UHHY,

TOMY  MIATBEPIKCHHA 1X  eKBiBaJIEHTHOCTI
fasyeThea Ha GhapMaleBTHUHIA €KBIBaJEHTHOCTI.
Ilpp ubOMY He BHUMaraeTecs [POBEICHHSA
JOAATKOBUX dapMaKOKHHETHYHHX abo
dapmMakoHHAMIYHHAX JOCTIKEHb.

3Bawardu HAa BUIIEBHKIIAIEHE, KTiHiuH]
JOCIIIKEHHS HE NPOBOJWIHCD.

[8. CtatucTHuHI MeTOAY

Jlikapcekuit  3aci6 THU3HMH® IIAHTEHOJI
JIUTAYMAN,  copeit  pasanenmii,  po3uuH
peecTpyeThes AK riOpumuuil mikapcekuit 3aci® Ta
MICTHTE y CBOEMY cKJaai aobOpe BigoMi Jiroui
PEYOBHHHM 3 BH3HAHOIO ©(EeKTHBHICTIO Ta
NPHHAHATHUM piBHeM Oe3lieKU: KCHJIOMETA30MiHY
TiIPOXJIOPHA Ta AEKCNAHTEHO I, fKi BXOAATE JO
craxy GaraTthboX JiKapchKHX 3aco0iB, TA He mae
HifIKMX HOBHMX BIIACTHBOCTEIHA.

KpiMm Toro, mixkapcekuit 3aci6 TH3HH®
[IAHTEHOJI JUTHYMIM, cnpeit nasanbHuii,
PO3YHH, TaK came, AK i pedepeHTHMI JikapchKuii
3acib, npexncraBnge co0ow HasanbHUR crped y
(hopMi BOZHOro po34yHHY,

TOMY  IIATBEp/DKEHHA  iX  eKBiBaJIEHTHOCTI
Gasyerbcs Ha (apMaleBTHYHINH eKBiBaJEHTHOCTI.
Ilpy 1uBOMY He BUMaraeTsci MPOBEICHHS
JONATKOBMX (hapMaKOKHHETHYHUX abo
(papMakogMHAMIYHHX IOCTIIKEHb..

3pajkaioun Ha BHIIEBHKAJICHES, KIiHIH]
JIOCTiAMKEHHS HE [IPOBOTUIIHCE.




19. HemorpadiuHi MOKa3HHUKH
ZocnimxyBaHoi nonynsiii (cTaTs, BiK, paca,
TOHIO)

Jlikapcekmii  3aci6 THM3UMH® IIAHTEHOIJI
JUTSYUM,  cnpeit  HasanmeHmif,  pO34MH
PEECTPYEThCA AK TIOpHAHMIT Nikapehkuit 3acid Ta
MIiCTHTL y cBoeMmy ckiafi nobpe Bimomi milodi
PEYOBMHH 3 BH3HAHOIO  C(EKTHBHICTIO Ta
NPUAHATHHM piBHEM OE3MeKH: KCHIOMETA30JiHY
TiAPOXJIOPHA Ta AEKCIAHTEHON, AKi BXOOATH [0
cknany OaraThOX NikapceKux 3acobiB, Ta He Mag
HiSIKMX HOBHMX BIaCTHBOCTEI.

Kpim Toro, nikapcekuii 3zaci6 TH3HH®
[MAHTEHOJI JUTAYUIA, cnpeit Hasaneumii,
PO3YMH, TaK caMe, AK i pethepeHTHHH Jikapchbruii

3aci®, npexacrasnse cobow HazaneHHE cnped y

(hopMi BOZHOTO pO3HHHY,

TOMY  TIATBEpMKEHHA  1X  eKBiBaleHTHOCTI
Oazyerbca Ha (hapMalLEBTHYHIN €KBiBaNEHTHOCTI.
[Ipy 0LOMY HE BHMAaracTbcss  MPOBENCHHS
HONATKOBHAX dhapMaKOKMHETHUHHUX abo
thapMakoIHHAMIYHHX JOCIiAKEHE.

3Baxkaroun Ha  BHIUEBHKIAJCHE, KJIiHIYHi
AOCILKeHHA He TIPOBOAMITHUCE.

20. PesynbraTi eeKTHBHOCTI

Jixapcekuii  3aci6 THU3MH® IIAHTEHOIJI
JUTSUUNA, cripeii  HasajbHMii,  PO3UMH
PEECTPYEThCA K TiOpHAHMH NiKapchKuil 3acid Ta
MICTHTB ¥ cBoeMy ckiaai nobpe Bimomi Aitoui
PEYOBHHM 3  BHM3HAHOIO  e(EeKTHBHICTIO Ta
NpUAHATHEM piBHEM O€3MeKH: KCHIOMETA30JiHY
TiIpOXJOpHI Ta AEKCIAHTEHON, AKi BXOTATH IO
ckiany GaraTsox NiKapchbKHX 3aco0iB, Ta He Mae
HISIKMX HOBMX BJIACTHBOCTEH.

Kpim Toro, omixapcexkuit 3aci6 TH3HH®
[TAHTEHOJI JUTSIUWM, cnpeii RasansHuii,
pO34MH, TaK came, sk 1 pedepenTHUI JiKapchKUit
3acib, npencraBnse cobor HazansHME crnpei y
thopMi BOJTHOTO pO3UHITY,

TOMY  DNIATBEPJKEHHS  1X  ©KBIBaJEHTHOCTI
GazyeThecs Ha (papManeBTHUHIH €KBiRaJEGHTHOCTI.
Ilpy 1upOMY He BHMAaracTbcsd  IMPOBEICHHS
JOJATKOBHX (hapMaKOKMHETHUHHX abo
thapMakoAMHAMIMHUX JOCTIIKEHb.

3Baxaoun Ha BUIEBHKIIANEHE, KJiHi4Hi
JOCHIIOKEeH s He [IPOBOUIINUCE.

21. Pe3ynbratil Gesnexu

Jlikapcekuit  3aci6  THU3MH® I[TAHTEHOJI
JIUTAYUH, cnpeit HazalbHUA, pO3YMH
peecTpyerbest K riOpuaHuii Jikapeskuii 3acib ta
MICTHTh y CBOeEMY cknagi gobpe Bigomi airoui
PEUOBHMHM 3 BW3HaHOW  e(eKTHUBHicTIO Ta
NpUHHATHUM piBHEM Oe3NeKH: KCHIJIOMETA30JiHY
TiAPOXNIOPHA Ta AEKCNAHTEHOH, SKi BXOIATH N0

"



2.

cknaay OaraThboX JliKapchKMX 3aco0iB, Ta He mae
HISKHX HOBHMX BJIACTHBOCTEH.

Kpim  Toro, nikapcbkuit  3aci6 THU3MH®
[MAHTEHOJI JIUTSAYMA, cnpeii Hasanbuii,
pO34HH, TaK came, K i pedepeHTHHI JIiKapChKUH
3acib, npeacrasisie co0Ol0 Ha3albHWI cnped y
dbopMi BOJHOTO po34HHY,

TOMY  MiATBEpXKEHHs  iX  €KBIBaJEHTHOCTI
Gasyerhesi Ha (papMalleBTHYHIH EKBiBaJ€HTHOCTI.
[lpy  ubOMY He BMMAaraeThbcs MPOBEJEHHA

JI0JIATKOBUX (hapMaKOKMHETHYHUX abo
dbapmakoAHHAMIYHHUX JOCITI/IKEHb.
3BaXkaroum Ha BULLECBUKIIA/IEHE, KJIIHIYHI

pilelenll iIKEHHA He IMPOBOAHIIHCD.

22. BMCHOBOK (3aKJIFOYEHHs) Jlikapebkmid  3aci6  TU3UH®  [TAHTEHOJI
JIMTSAYUN,  cnpeii  HasaabHMii,  PO3uMH
peecTpyeThes K riOpuaHMil nikapchkui 3aci® Ta
MICTUTL y CBOEMY cKaaai aobpe Bigomi aitoui
pEYOBHHM 3  BHM3HaHOIO e(deKTHBHICTIO Ta
NPUAHATHUM piBHeM Oe3nexu: KCHIOMEeTa3oJliHy
FiAPOXJIOPHI Ta JEKCTIAHTEHOJ, fIKi BXOAATH J10
ckiaaay Garathbox JIiKapchKHX 3aco0iB, Ta He Mmae
HISIKHX HOBHX BJIACTHBOCTEH.

Kpim Toro, umikapcekuit  3aci6 THU3HMH®
[TAHTEHOJI JMTAYMM, cnpeii HasanbHHii,
pO34YMH, TaK came, AK i pedepeHTHHI NiKapChKui
3aci0, npeacrasisie co0ol0 HaszanbHUH crnpel y
(hopMi BOJHOTO po34HHY,

TOMY MiATBEPXKEHHA  IX  €KBiBaJIEHTHOCTI
Gasyerbesi Ha (papMaUEBTHYHIH €KBiBaJIEHTHOCTI.
[lpy ubOMY He BMMara€TbCs NPOBEICHHA
NOJIATKOBHX dbapMaKOKMHETHUHHX abo
bapmakoMHAMIYHUX 10CTTIKEHb.

Ha BHILIEBUKJIAICHE, KJIHIYHI
HE NPOBOJIHIIHCE.

[lpencraBHuUK 3asiBHUKA
(BIacHUKA peecTparLliifHOTO MOCBIIYEHHS)
MaxkHin IMpoaaxre Jlimiten, Aurmnis
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Hogarok 29

1o ITopsaaky NpoBeAeHHA EKCIIEPTH3H
peecTpallifHHAX MaTepialiB Ha JTikapcbKi
3aco0H, 10 NMOAAIOTECS HA JepiKaBHY
peecTpalilo (epepeecTpallilo), a TAKOXK
eKCTepTH3H MaTePiasiB PO BHECEHHA 3MiH /10
peecTpauiiHuX Marepianis npotsroM aii
peecTpaLiifHoro nocBigueHHs (MyHKT 4
posuiny IV)

3BIT
npo noxIinivHi JocaiKeRHA

1. Haspa nikapcekoro 3acofy | TU3HH® [TAHTEHOJ JUT YW, cnpeit Hasanbumii,
(3a HaaBHOCTI-— HOMeEp po3zunH, o 10 Mn y ¢naxoni, no 1 dnakony y xaproHHiH
peecTpalliifHoTo MocRiMUEHHA): | yrmakosi.

1) Tum nikapeskoro sacoby, | MIBPUIHHIA JIKAPCHKHUHA 3ACIB
3a AKHM IIPpOBOIHIIACA abo
IUIAHYETBCS peecTpanisn

2) ripoBeleHI JOCTiIKSHHA Tak V Hi AKWIO Hi, 0GIrpyHTYBATH

Jlixapeekuii 2aci6 TH3MH® [TAHTEHOJ JUTSUYNH, cripeit HazansHuii, po34diH peecTpyeThes
AK TiOpuaAuil mikapebkrit 3acid Ta MicTHTE y ceoeMy ckmanai noOpe Bimomi giroui pevoBHHH 3
BH3HAHOI e()eKTUBHICTIO Ta NPUHHATHHM piBHeM Oe3leKH: KCHIOMETA30IliHy TiIpoxjopui Ta
JAEKCIIAHTEHO, AKI BXOJATh N0 CkJagy GaraThox JiKapehKHX 3aco0iB, Ta He Ma€ HifKMX HOBHX
BJIACTHUBOCTE}.

Kpim Toro, nikapebkuit 3aci6 TUSMH® ITAHTEHOI JIUT UMM, cnpeit razansHuii, po3qmH, Tax
came, fiK i pedepeHTHRNI TiKapesKuii 3acid, npeacTasnse codowo HazansHUH cnpeil y Gopmi Bognoro
pO3uUMHY, TOMY IiATBEpP/UKEHHA iX ekBiBaneHTHoctTi Oa3yerbed Ha  (apMaleBTHYHIH
eKBiBaneHTHocTi. IIpH IEOMY HE BIMAracThkcs IIPOBENEHHA NONATKOBHX (fapMaKOKHHETHIHUX 200
{hapMakoAMHAMIMHHX AOCITiHKEHb.

3BaxKalOUM HA BHILEBHKIAAEHE, JOKIIHIYHI JOCTIIKSHHA HE NPOBOIHITHCE.

2. dapmakonoris: VHI

Jlikapeeknii 3aci6 TU3SHH® ITAHTEHOJI JIUTSUMI, cnopeit
HA3a/IbHUA, PO34YMH PeeCcTpYEThCH AK TiOpHaHub NikapchkHit
3acib Ta MICTUTH Y CBOEMY ciUladi moOpe BigoMi airodi peqoBHHYU
3 BU3HAHOK e(eKTHBHICTIO TA NPUWHATHUM piBHEM OC3IEKH:
KCHIOMETA0JIHY MiapoXIopU I Ta IeKCTIAHTEHO, AKi BXOIAT 10
ckaany Daratbox Jikapcskux 3aco0iB, Ta HE Ma€ HISKHX HORHMX
BIACTHBOCTERH.

KpiMm Toro, mikapcekuii 3acid TH3IMH® ITAHTEHON
IIPITHLII/IFI, cripeif  HasanbHME, pO3YMH, TaK came, 4K |
pedepenTHHUI NikapcbKui 3acid, npencrasnse cobolo Ha3zanbHUI
copeii v (opMmi BOAHOrO poO34MHY, TOMY MiATBePIKCHHI iX
eKBiBaNeHTHOCTI basyersed Ha thapmanueBTHUHIH
expipasieHTHOCTI. Ilpy UBOMY HE BHUMAracreCs IIpOBESHEHHA




nogaTkoBuX (apMakOKMHeTMYHHX abo ¢apMaKkoAHHaMiUHHX
JOCTIIKEHD,
3pakalouM Ha BMINEBHKIAZAEHE, MOKIIHiuHI JOCTimKeHHS He
TIPOBOAUMAHCE.

1) nepBuHHa (hapMaKkoaHHaMixa

vai

Jixapcokuii 3aci6 TH3UH® [TAHTEHOI JIUTSUMH, crpeii
Ha3anbHHI, PO3YMH PEECTpYeThest AK TIOPUIHHH nikapchKui
3acif Ta MiCTHTE Yy cBOEMY CKafi o0pe BinoMi Ait04i peHOBHHH
3 BU3HAHOW e(eKTHBHICTIO Ta NMPHHHATHUM piBHeM Oesmexu:
KCHJIOMETA30/1iHY rigpoXIOpHA Ta AEKCIIAHTEHON, AKi BXOAATD 10
cknafgy GaraTthox JiKapchKHX 3aco6iB, Ta He Mae HifKMX HOBHX
BIACTHUBOCTEH.

Kpim Toro, uikapeekuit 3aci6 TH3MH® ITAHTEHOJI
)LII/ITH'-II/IP'I, cpeil HasaJbLHHN, pPO3UMH, Tak caMe, AK |
pedepeHTHHIT nikapepkuit 3aci0, npeacrabafae cobo0 Ha3aIbHUHA
cripeii y (opMmi BORHOrO po3uMHY, TOMY NiATBEPINEHHs iX
EKBiBAIEHTHOCTI fasyeTbeca Ha drapmaleBTHYHI
expiBanenTHocTi. IlpH UBOMY He BHMAraerbcs NpPOBEAEHHA
JIOJATKOBHX (DapMakOKMHETHYHMX abo dapMakoJMHaMiuHHX
JOCIiKEHB.

3BaaroMHM Ha EBHIUNEBMIJIANCHE, OOKIIHIUHI JOCHTiMKEeHHA He
IPOBOIHIINCE.

2) BTOpHHHA (hapMakoAHHAMIKA

VHI
Jikapeskuit 2aci6 TH3MH® TTAHTEHOJI JTUTSYUH, cnpeit
Ha3aibHHH, PO3UUH PEECTPYEThCA AK TiOpHIHME Mikapcbkuii

.3acib Ta MicTHTS y cBOEMY ckiazi nobpe Bigomi Aioui peyoBHHH

3 BM3HAHOM C(EKTHBHICTIO Ta NPHIHSTHUM piBHeM Oe3neKH:
KCHJIOMETA30JTiHY riAPOXITOPU] Ta AEKCTIaHTEHON, AKI BXOUATD 10
cKkrmany 6araThoxX NikapchKHX 3acoiB, Ta He Ma€ HisKHX HOBHX
BJIACTHBOCTEMH.

Kpim Toro, mikapcekuii 3aci6 TH3WMH® ITAHTEHOJI
,[[PITH‘-II/Iﬁ, cripell HazanbHMi, po3uMH, TaK caMe, AK |
pedepenTHuii nikapebKkuii 3acid, npencrasise cobolo HasanLHUH
crpeii y ¢dopMmi BOAHOrO PoO3YHHY, TOMY MiNTBEPKEHHs IX
exBiBaneHTHOCTI OasyeTbeA Ha tapmaueBTHYHIH
expiBasieHTHOcTi. [IpM LBOMY HE BHMAracthCs [POBEASHHN
JOAAaTKOBUX (dapMakokMHEeTHYHUX abo hapMaxKoJHHAMIYHKHX
JocnigKeHs.

3paxaloud Ha BHINEBUKITALEHE, NOKMIHIMHI AOCIIMMEHHI He
MPOBOIHJIHCE.

3) dbapMakonoria Ge3nexu

VHI

Jlikapcskuii 3aci6 TUSMH® ITAHTEHOJI AUTSUUIM, cnpeit
HazanbHHU, po3uMH peEcTpyeThes AK ribpuaHui JliKapehbKuid
3aci6 Ta MiCTHTB y cBOEMY cKiIani 4oOpe BinoMi Aitovi peuoBHHH
3 BH3HAHOK e(EKTHBHICTIO Ta MPHHHATHUM piBHEM Oe3eKH:
KCHJIOMETA30/1iHy TMApOXI0pH T2 AEKCMAHTEHO, AKi BXOIATh A0




cinajy 6araTthoX JNiKapchbKHX 3aco0iB, TAa He Mac HifKHX HOBHX
BAACTHBOCTEH.

Kpim Toro, nikapcexuit 3aci® TH3HH® ITAHTEHOJI
I[I/ITH‘IHﬁ, cropeil  HA3ANbHWIL, PO3UMH, TAaK caMe, gK |
pedepeRTHHIT Nikapeskuii 3aci6, npexctaBnse cobo1o HazanpHui
cupeii y $opMi BoAHOro po3uMHY, TOMY TiATBEpIKeHHA iX
€KBIiBaJICHTHOCTI OazyeThea Ha thapmaneBTHYHIH
expiBaleHTHOCTI. IlpM LbOMY He BHMAra€Tbcs NPOBEAEHHS
JNOJATKOBHX (hapMakokuHeTH4HHX abo thapMaKoAHHAMIYHHX
JIOCJIi IKEHb.

3pacalouM Ha BHIUEBHKIAZEHe, JOKIIHIUHI AOCHIIKEHHA He
MPOBOINAHUCE.

4) papmakomuHaMidHi
B3aEMOTiT

VHi

Jlikapcskuit 2aci6 TH3UH® [MAHTEHOJ JUTSUWA, cnpeii
HA3AILHHIA, PO3YUMH PEECTPYEThCA #AK riOGpUoHHi FikapcbKuit
3acif Ta MicTUTB ¥ cBOEMY cKnali Ao0pe BiHOMi JTiroui pevdoBHHM
3 BU3HAHOW e}eKTHBHICTIO Ta NpHUHHATHHUM piBHeM Oesnexu:
KCHIIOMETa30MiHy Tiipoxiopu] Ta JCKCIAHTEHOJ, SIKi BXOAAT A0
ckiany 6arathox miKapcbKHMX 3aco0iB, Ta HE Mae HIAKHX HOBHX
BIIACTHBOCTEH.

Kpim Toro, oikapcekuii 3aci6 TH3IHMH® ITIAHTEHOJI
)II/ITSIIII/IH, cripeil HaszajbHMi, pO3YMH, TaK came, #K i
pedepentuuii aikapcekuii 3acif, npencraense cobow HazanbHHH
crpeit y ¢opmi BOAHOro po3yuHy, TOMY [iOTBEPAMEHHA X
€KBiBaNeHTHOCTI Gazyersen Ha (bapManeBTHUHIH
exkpipanentHocTi. [IpM IbOMY He BHMAaraeTbCsil IPOBEIECHHA
JA0AaTKOBHX (apMakokuHeTHuHMX afo ¢rapMaKkoAWHAMIYHAX
JOCHipKeHb,

3pakaloud HA BHIIEBHUKIAOEHE, NOKMIHIYHI JOCHIIMEeHHS He
MPOBOAUIHCE.

1) apaniTHYHi METOOHKH Ta
3BiTH woaoe X sanigauii

VHi

Jikapcexuit 3aci6 TUIMH® [TAHTEHOIJI JUT YU, cnpeit
HasaNkHWil, PO3UMH pEECTpYEThCA #K riOpUOHMI JiKapchKHM
3aci6 Ta micTuTh ¥ CBOEMY CKami noOpe BinoMi nitotui peuoBHHH
3 BHM3HAHOWO e(eKTMBHICTIO Ta NPHIHATHHM piBHeM Oe3meku:
KCHIIOMETA30JIIHY TiIPOXIOPHA T JeKCIAHTEeHO, AKi BXOAATE 10
cxany Oaratbox Jikapcbkux 3aco0iB, Ta He Mae HifIKMX HOBHX
BJIACTHBOCTEi.

KpiMm Toro, mikapcekuii 3aci6 TH3HH® ITAHTEHOIJ
I[HTHHHIZ, cripeil HasaJbHHUiH, PO3YHMH, TaK came, AK |
pedepenTHHil mikapehkuii 3aci6, npeacraenge coboto HazalbHUH
cripeii 'y ¢opMi BoOHOro po3yHHy, TOMY MNiATBEpPKEHHA iX
ekBiBaNeHTHOCTI fasyerscs Ha {bapMaLeBTHYHiH
expipayenTHocTi. [lpM 1LOMY HE BHMMAraeTbCs [POBEISHHSA




IOINATKOBHX () apMAKOKMHETHYHHMX abo (hapMakofHHAMIMHHX
JNocnimKenh.
3pakapud Ha BMILEBHUKIAZEHe, JOKJIHIYHI mocniiKeHHA He
N POBOIHIIUCE.

2) BCMOKTYBaHHs

Vi

Hikapcekuii 3aci6 TH3MH® ITAHTEHOJI JUTSYMH, cnpeit
HaszanbHUH, PO3UMH DPEECTPYEThCH AK Tibpuanui JikapchKuH
3aci® Ta MICTHTB Y cBOEMY cKazai noOpe BigoMmi Hifodi peuoBUHH
3 BHU3HAHON e(EeKTHBHICTIO Ta MPHHHATHMUM piBHeM Geznekw:
KCHJIOMETA30MIIHY MAPOXIOpHA Ta ICKCIaHTEHO, K] BXOAATH J0
cknagy OaraTeOX JlikapchKux 3aco0iB, Ta He Mae HIAKHX HOBHX
BNACTHROCTEH.

KpiM Toro, Jikapcekuit zaci6 TH3MH® IIAHTEHOJI
JOUTSTUWN, cnpeii nasanbHuil, po3uMH, Tak came, fK |
pedepenTHuit nikapcexui 3acib, npexcrasiie cobor HazaNbHUI
cnipeii 'y (opMi BOJHOTO PO3UMHY, TOMY NiJTBEPIHKECHHA IX
exBiBAJICHTHOCTI bazyerpca Ha dapmaleBTHUHIA
expiBanentHocti. TIpH UBOMY He BHUMAraerbes IPOBEICHHS
JOJATKOBHX (apMakoKuMHeTHUHHUX abo drapMakoaRHAMIYHHX
JIOCTi[KeHb.

3BaxkarouM Ha BHIIEBHKIafeHe, OOKIIHIMHI AOCHIKEHHA He
NIPOBOJMIIUCE.

3) poznioain

VHi

Jlikapcokuii 3aci6 TU3UH® MMAHTEHOJ JTUTSYHH, cnpeit
Ha3aJILHHIL, PO3YHH PEECTPYEThCA SK TiOpHAHMIT AiKapchbKHi
3acif Ta MiCTHTE y cBOEMY ckiazi obpe BiloMi Airoui peuoBHHH
3 BU3HAHOWO e(eKTUBHICTIO Ta NPHHHATHEM piBHeM Oesmexu:
KCHJIOMETA30/1iHY TiIPOXSIOPHA TA AEKCIIAHTEHO, AKi BXOAATH A0
cxnaay GarathoX JNikapchKuX 3acobiB, Ta He Ma€ HifKMX HOBHX
BJIACTHBOCTEH.

Kpim toro, mnikapeexuit 3aci6 THU3HMH® ITTAHTEHOJI
,Z[PITH'-II/H?I, cpell  HasanbHHMiL, pO34YMH, TaK caMe, AK |
pedepenTHull nikapebkuit 3acid, npeacrasnse cobowo HazaNbHAUIH
cripeit y ¢opMmi BOgHOro po3uuHy, TOMY MiATBEPIKEHHS IX
eKBiRAIEHTHOCTI Gasyerbcsa Ha (hapMaueBTHYHIH
expipanentocTi. Ilpy OBOMY He BHMAraerTbcsi MPOBEICHHS
J0JATKOBHX (hapMAKOKHHETHYHHX abo (apMakoAHHAMIMHHUX
JOCTiZXKeHb.

3Bakaloud Ha BUINEBMKAAAEHE, NOKIIHIUHI AOCITiIUKEHHS He
TIPOBOHIIUCE.

4) meTabonism

VHi

Jlikapeeknii 3aci6 TU3HMH® [TAHTEHOJI JUTSTUHH, cnpeit
Ha3anbHMi, PO3YMH PEECTPYEThCA sAK TiOpuaHWH nikapchbKuit
3aci6 Ta MicTUTL ¥ cBOEMY cKnaai gobpe BigoMi Ailodi pe4ORHHH
3 BU3HAHOIO €(EKTHBHICTIO T4 NPUHHATHHM piBHeM Oe3nexH:
KCH/IOMETA30MiHY MApOXJI0pU I Ta AEKCHAHTEHO, AK BXOAATD 10




cxnany GararboX NikapcbKHX 3ac00iB, Ta HE Ma€ HIMKHX HOBUX
BJIACTMBOCTEH.

Kpim Toro, nikapcekuit 3acié THU3MH® TTAHTEHOJI
,HI/ITH‘IPH‘/JI, chpeil HasanbHWE, poO3YMH, TaK caMe, SK |
pedepentHuii nikapcekuii 3acif, npeacrarnse cobolo HazanbHUH
crpeii y dopMi BOAHOrO po3UMHY, TOMY MiATBEPIKEHHS iX
eKBiBaJIeHTHOCT] OazyeThCs Ha (rapmaneBTHYUHIH
ekBiBaieHTHOCTI. [IpM 1BOMY HE BHMAraeThes MOPOBEIeHHA
JIOJAaTKOBHX (apMakoKHHeTH4UHUX abo dapmMakoAHHAMIYHHX
JLOCJ1i DKEHb.

3pazkaloyd HA BHUIEBHKIAJEHE, AOKIIHIUHI HOCHIIKEHHA HE
[POBOAMITHCE.

5) BUBEOEHHA

VHi

Jlikapcekuii 3aci6 TUSUH® ITAHTEHOJI JUTSUMI, cnpeit
Ha3albHHIA, PO3UMH peecTpYEThCd AKX ribpupaHuii nikapebkuii
3aci6 Ta MiCTUTS Y cBOEeMy ciJlanti noSpe BiaoMi Lirodi peuoBHHH
3 BU3HAHOK edeKTHBHICTIO Ta NPUHHATHHUM piBHeM Oe3mnexH:
KCHJIOMETA30IiHY TiIPOXIIOPHU Ta AeKCIAaHTeHOJ, AKi BXOAATh 10
ckaamy GaraTbox MiKapchbKUX 3ac00iB, Ta He Mae HIKMX HOBHX
BJIACTHBOCTEH.

Kpim Toro, nixapcexuii 3aci6 TH3MH® IIAHTEHOIJL
OUTAYMIM, cnpeii uasanbuuii, posdMH, Tak caMe, fK i
pethepeHTHUH Nikapebkuii 3acid, npencrabnac cobow HaszanbHUH
crpeil y topmi BOJHOrO pO3UHHY, TOMY MiATBEPMKEHHS IX
€KBiBalleHTHOCTI 6azyeTnca Ha tapmanesTHuHI
expiBanentHocti. Ilpu UBOMY He BHMAraerbci IpPOBENEHHSA
JONATKOBHX (apMaKOKMHETHYHMX a00 ¢apMakoiMHaMiuHHX
JOC/TiIKEHD.

3BaKalOuHM HA BHIUEBUKNIAAEHE, MOKITIHIYHI AOCHIIDKEeHHA He
NPOBOJUIIHCE.

6) thapmakoxiHeTHUH]
B3aeMonil (HorJiHiuHi)

VHI

Jlikapcexuit 3aci6 THU3UH® MAHTEHOJ JTUTAUWM, cnpei
HazalbHUI, PO3UHH PEECTPYETHSA AK TiOpuaHui nikapchbKHii
3aci® Ta MicTHTE Y CBOEMY cKazi Aobpe BiZomi Lito4i peqoBHHH
3 BM3HAHOIO e(QECKTHRHICTIO Ta NPHIHATHHM piBHeM Oe3nexu:
KCHJIOMETA30/iHY MAPOXI0pH Ta JeKCIIAHTEHOM, SKi BXOAATE 10
cknany GaraTboX JiKapchkux 3aco0iB, Ta He Ma€ HiAKHX HOBHMX
BNIACTHBOCTEI!.

KpiM roro, nmixapcekuit 3aci6 TH3MH® ITAHTEHOIJ
JOUTAUMM, crpeit HasanpHuif, po3uMH, Tax came, fK i
pedepeHTHUI NikapcbKHit 3acib, npeacrasnse cobo0 HazanbHUA
cripeii y ¢opMmi BOZHOrO pO34MHY, TOMY MIATBEPMMKEHHA iX
eKBiBAIIEHTHOCTI Ga3yeThca Ha thapMaLieBTHYHi
expipanentrocTi. [lpy LUBOMY He BHMAaraethcs IPOBEICHHA
JOAATKOBHX ()apMaKOKMHETHYHHX abo (apMakoIuHaMivHHX
JOCIIiAXKEHB,




3BaXkarQuM H4 BHIUEBUKJIAZEHEe, NOKIIHIUHI MOCHIJMKEHHA He
MIPOBOJUITHCE.

7) iHmi apMakoKiHeTHHI
HOCTImKEeHHA

VHi

Jlixapeekuit 3aci6 TUSUH® MAHTEHOJ JUTSMUH, cnpeit
HazalbHUH, PO3UMH PEECTPYEThCA fAK riOpuaHuH NiKapchbKuit
3aciG Ta MiCTHTP ¥ cBOEMY cKiaai fobpe Bigomi Aitoyi pe4OBHHK
3 BH3HAHOKO e(QEeKTUBHICTIO Ta MPHHHATHUM piBHeM Oesmexw:
KCUJIOMETA3OMIHY MiAPOXIOPUA Ta AEKCNAHTEHOI, AKi BXOIATH 110
ckimany BaraTeox JlikapchbKHX 3aco0iB, Ta He Mae HiAKMX HOBHX
BIAcTHBOCTEH.

Kpim Toro, nikapcekuii 3aci6 TH3HMH® ITAHTEHOJ
HHTHQHﬁ, cnpeit HasanpHMid, pO34MH, TaK came, AK |
pedepenTHuit mikapcokuit 3aci6, npeacrasnse cobol0 Ha3aMBHRH
cpeit y ¢dopmi BoAHOro po3uMHy, TOMY IiATBEpMKEHHS iX
eKBiBaNleHTHOCTI Dasyerbes Ha thapManeBTHYHIH
ekBiBaneHTHocTi. IlpM ObOMYy He BHMAaraeTbcsi NPOBEIEHHS
JOAaTKOBUX (apMakOKMHeTHYHHX abo ¢apMakoHHaMiuHHX
JOCHIJKEHB,

3BaKAIOYH HA BHINGBUKIANEHE, ACKIIHIYHI AOCHimXKeHHSA HE
[IPOBOJMIINCE.

1) TOKCHUHICTh ¥ pasi
OAHOPA3CBOrO BBEJCHHA

VHi

Jlikapcekuit 3aci6 TU3HH® ITAHTEHOJI JUTSTUMH, cnpeit
HazaNBHHI, PO3YHH PEECTPYETheA SK TiOpMAHMH JiKapchKHii
3acif Ta MiCTHTB y cBOEMY cKiazi fobpe Binomi Aitovi peuoBHHH
3 BM3HAHOIO e(eKTUBHICTIO Ta MPHIHATHHM piBHeM Oe3nekH:
KCHIOMETa30IIiHY TiIpoXI0pul Ta ACKCIIaHTEHOJ, SKi BXOAATE A0
cxuany Gararhox JiKapchbKHX 3aco0iB, Ta HE Mac HiAKHX HOBMX
BJIACTHBOCTEMH.

Kpim Toro, nikapcbkuit 3aci6 TH3WMH® ITAHTEHOJI
JIPITH‘IPIFI, cripedl  Ha3ajbHMI, PO34MH, Tak caMme, AK |
pedepenTHH NiKapckkuii 3aci6, npeacTasnsc cob010 HA3AMLHUIA
cripeif y QopMi BoOHOro po3dMHY, TOMY NiATBEPKEHHA iX
€KBIBAIEHTHOCT} basyeThcd Ha (papmauesTHYHIH
exBipajieHTHOCTi. IlpM LBOMY HE BHMAracTbed NPOBEASHHA
JOJATKOBMX (apMaKOKMHETHUHHX a0 tapMaKoUHAMiuHHX
JOCIiAXKEHE.

JpaKalou Ha BHULISBUKNAIEHE, HOKIIRIYHI AOCTIMMEeHHS He
MTPOBOLHIIHCE,

2) TOKCHYHICTE ¥ pasi
NOBTOPHHUX BBEASHB

VHI

Jlikapewkuit 3aci6 TH3MH® TTAHTEHOJI JUTSIYHH, cnpeid
HazanbHHH, PO3UMH peecTpyeThea AK riOpuAHMi JikapcbKuit
3acib Ta micTHTB Y cBOEMY ckiaai go6pe BimoMi Aitodi pe4OBHHH
3 BH3HAHOIO e(eKTHBHICTIO Ta NMPUHHATHHUM piBHeM Oe3MeKH:
KCHAOMETA30/iHY MAPOXIOPH TA ASKCIIAHTEHOJI, AKi BXOAATD 10




cxnagy BaraTeox JiKapchKHX 3acobiB, Ta HE Mat HIAKMX HOBHX
BJIACTHBOCTEH. _

Kpim Ttoro, mikapcbkuii 3aci6 TH3HMH® ITAHTEHOI
IUTSAYUIM, cnpeli HasaneHuii, po3uumH, Tak came, K i

pedepenTHuii nikapebkuii 3acil, npencTasiae coboro HazalbHHiL

cripeif y ¢opmi BOAHOrO PO3YHHY, TOMY MiATBEPIKEHHA iX
eKkBiBaNeHTHOCTI bazyeThCA Ha (hapmarierTHUHI#
expipaneHTHOCTi. Ilpy ULOMY HE BHMAra€Thcd IPOBEASHHA
J0paTkoBuX  (papmakokuHeTHUHHX abo (apMaKoaMHAMiuHHX
JOCHiIKEHE.

3RmxalouM Ha BHUIUEBHKIIALEHE, AOKIIHIUHI AOCHIMKeHHSA He
{IPOBOIUITUCE.

3) reHOTOKCHYHICTB:
in vitro

VHI

Tikapcskuii 3aci6 TH3UH® IMAHTEHOJ OUTSUYMH, cnpeii
HazanbHKH, PO3UMH DPEECTPYEThCS AK TiOpHAHHMH Jlixapchkui
3aci6 Ta MicTHUTE ¥ cBOEMY cknani nobpe sinomi giroui pevosHHY
3 BU3HAHOI e(EeKTHBHIiCTIO Ta NPUHHATHHUM pieHeM Oeanexw:
KCHJIOMETAa30J1iHy MApoXIopUa Ta AEKCIaHTEHOL, SIKi BXOAATH A0
cilany 6araTeox NikapchKuX 3aco0iB, Ta HE M€ HIAKMX HOBHX
BIIACTHBOCTEH.

KpiM Toro, nixapcekumii 3aci6 TH3HH® ITAHTEHOJI
I[HTH‘II/II?JI, crnpeil HazanmbHMEH, pO34MH, Tak came, fAK i
pedepenTHuit TikapcsKuii 3aci, NpencTapnie cob0K HazANLHHHA
cipeit y ¢dopmi BoAHOrO DO3YMHY, TOMY TNiITBEPMKEHHA IX
eKBiBaJICHTHOCTI Basyerbes Ha dapMaleBTHIHIH
exBiBanenTHocTi. IlpM 1uBOMY HE BHMMAraeTeCcs MNpPOBEAEHHA
I0JATKOBUX (apMaKOKMHETHYHHX alo (hapMaKoJMHaMiuHHX
JOCi IHKEHb.

3BaKAIOYN HA BUILEBHKNAaZene, AOKIIHIUHI OOCHiImeHHS He
NPOBOAUIIHCE.

in vivo (BIKIIOYaOYH J0NATKOBY
OLIHKY 3 TOKCHKOKIiHETHKH)

VHi

Jlikapeskwit 3aci6 TU3MH® TTAHTEHOJ AUTSYHH, cnpeii
Ha3aTbHUH, PO3YMH PEECTPYETHCH SK CiOpHAHMI JikapcbKHH
3acif Ta MicTHTL y cBOeMY cknani nobpe Bigomi aitodi peyoBUHM
3 BH3HAHOI e(DEKTHBHICTIO TA MPUHHATHHM piBHEM Oe3MexH:
KCHMJIOMETA30/1iHY riIpOXJIOpHA Ta NEKCTIAHTEHOI, AKI BXOAATh 10
cknamy 6aratbox JikapchkuX 3acodiB, Ta He Mac HiAKMX HOBHX
BNaCTHBOCTEIA.

Kpim rToro, mixapcexuii 3zaci6 THU3IMH® IIAHTEHOII
JTUTSUMH, cnpeit HazansHuif, posuuH, Tax came, dK i
pedepenTHuil nikapeokuii 3aci6, npeacrasnae cobor0 HazambHAMIH
crpeii y QopMi BOZHOTO PO3UHHY, TOMY IMiZTBEPMIKEHHA iX
eKBiBaJIEHTHOCTI bazyeTbea Ha thapmanesTHUHIl
exBiBaneBTHOCTi. IIpM LBLOMY HE BHMAracTbesl IPOBECICHHS
JOJATKOBHX (DApMaKOKHHeTHHHHMX abo (apMakoAnHaMivHHX
OOCTiKEHD.




3paxkaloud Ha BHIEBHKIAZEHE, NOKIIHIYHI JOCHIIKEHHS He
[POBOMITHCE.

4) KaHLUEPOTeHHICTB!

VHI

Tlixapcokuil 3aci6 TU3WUH® ITAHTEHOJ JUTSYHH, crpeit
Ha3anbHMit, PO3UHH peecTPyeThes AK ribpuaumit Nikapchruit
3acif Ta MicTHTE ¥ cBOEMY CKiafli ZoOpe BigoMi Airoui peMoBHHH
3 BM3HAHOIO €(CKTHBHICTIO Ta NPUHHATHUM DiBHeM Oezmexu:
KCHJIOMETA30MiHY TiApOXJIOpHI Ta AEKCIAHTEHOJL, AKI BXOIATH IO
ckiany Garateox JiKapcsKuX 3aco0iB, Ta HE Mae HifKMX HOBMX
BJACTHBOCTEH.

Kpim Toro, mnikapcekuit 3aci6 TH3HMH® IIAHTEHOIJI
IOUTSIUMH, copeii Hasanbuii, po3uMH, TaK caMme, AK |
petepeHTHHIA TiKapebKUIt 3a¢i0, NpeacTaBnse co60K0 Ha3ANbHHH
crpeit y ¢dopMi BOAHOrO pO3uMHY, TOMY MiATBEPMIKEHHA iX
eKBiBaNeHTHOCTI OazyeThes Ha dapMalleRTHUHIH
ekBiBaneHTHocTi. TlpH LBLOMY He BHMAaracTbees IPOBEJEHHA
IOMATKOBHX (apMaKOKHHeTHUHHX abo (apmakoaWHaMidHHX
OCJIi/KEeHb.

3pakaloul Ha BUUISBUKIALEHE, OOKMIHIYHI J0CHifKeHHA He
[P OBORUIIUCE.

JOBrOCTPOKOBI AOCTiIMEHHA

VHi

Tlikapcokuii 3aci6 TU3WH® [TAHTEHOJ JUTSIYM, cnpeii
Ha3albHUM, PO3UHH peecTPYEThCH AK TiOpuiaHMi JTiKapCEKUH
3aci6 Ta MicTHTE ¥ cBOEMY cKiani Zobpe BiooMi Jir04i pevyoBHHH
3 BU3HAHOK e(EKTHBHICTIO Ta NpUHHATHHM piBHeM Oe3leKu:
KCHIOMETa30J1iHY MApOoXJI0pH/ Ta ReKCIIaHTEHOIT, AKi BXOAITh A0
cknagy Gararbox NikapchkuX 3aco0iB, Ta HE Ma€ HIAKHX HOBHMX
BJIACTHBOCTEH.

Kpim Toro, mixapebkuii 3aci6 THU3IHH® ITAHTEHOJI
,I[PITSI‘IHFI, cripeii HasalbHMil, pPO3UMH, Tak caMe, K i
pedepenrHiii NikapebKuii 3acid, npeacTaenge cobo0 HasaIbHUI
cripeil vy ¢opmi BOZHOrO pO3HMHY, TOMY [IATBEPMMNEHHA IX
€KBIBaNCHTHOCTI GasyeTsca Ha thapMaueBTHYHIH
exsipanienTHocTi. IIpW uboMy He BHMAaracrhesd [POBEHEHHS
JIOAATKOBUX (apMakokuHeTHHHUX abo dapMaKoIHHAMIMHHMX
JOCJTJKEHb.

3pajaouy HA BHLUIEBHKIALEHE, MOKNIHIUHI DOCHIIKEHHS He
TIPOBOIKIIHCE.

KOpPOTKOCTPOKOBI JI0CTiAXEHHS
abo nocnigxeHHA cepeaHbO]
TPHMBATOCTI

VHI

Jikapcskuit 3aci6 TU3MH® ITAHTEHOJI JUTSYUHA, copeii
HA347LHHIA, pO34YMH PCECTPYETHCH AK TiOpHAHMI JiIKAPCHKUH
3acif Ta MiCTHTE Y CBOEMY ckiazi noOpe BigoMi Ailo4i pe4oBHHH
3 BM3HAHOIO €(DEKTHBHICTIO Ta NPHIHHATHUM DiBHEM 0e3leKkH:
KCHAOMETA30/IHY TiAPOXIOpH], Ta AEKCNAHTEHOJ, AKi BXOAATH J10
ckiany Garatbox JiKapchbKHX 3ac00iB, Ta HE Mae HIAKMX HOBHX
BIIACTHBOCTEH,




Kpim Toro, nikapcekuit zaci6 TH3HMH® JIAHTEHOIJI
,IIHTHLIHP'I, cnpeil HasaibHMI, pO3UMH, Tak came, AK |
pedepenTHuit nixapceKuii 3aci6, mpegcTapnge cobo0 HasaILHHIA
crpeif y ¢opmi BogHOro po3uMHy, TOMy MiATBEpIKEHHA iX
eKBiBaIEHTHOCTI ba3yeTnca Ha dapmauesTUUHIH
expiBareHTHocTi. [IpH LBOMY HE BHMATA€ThCA [POBCACHH
JOJaTKOBHMX (apMakOKMHeTHUHHX abo dapMaKOAHHAMIYHHX
JOCHiIFKEHD.

3Ba3kaloud HAa BHINEBWKIAISHE, MOKIIHIUHI AochimxeHHA He
NPOBOAHIIHCE.

NOJATKOBI AOCHimKeHH

VHI

Jixapcokuit 3acio6 TH3UH® [MTAHTEHOJI IOUTSYMM, cnpeit
HasanbHHi, PO3UMH PEECTPYEThCA AK TiGpHAHWH NiKapchKUit
3acif Ta MicTHTB ¥ cBOEMY cKIai 706pe BizoMi Ail0Yi peUOBHHH
3 BH3HAHOIO e)eKTHBHICTIO Ta MPUIHATHHM piBHEM Ge3meKu:
KCHJIOMETa30AiHy MiPOXIOpUL Ta IEKCNaHTeHOT, AKi BXOOATH JI0
cxiany 6ararbox NikapchKHX 3aco0iB, Ta He Mae HIAKMX HOBHX
BJIACTUBOCTEIH.

Kpim Toro, nixapcekuii 3aci6 TH3MH® I1IAHTEHOJI
I[I/ITM, crped HasaneHHi, pO3uYMH, Tak came, fK i
pedepeHTHuMIT nikapcbKuii 3acif, npencTarnse coboio HA3aNbHHUIMA
cnpeit y ¢opMi BOAHOTO po3dHHY, TOMY MiATBEPMXEHHA IX
¢KBIBANeHTHOCTI Basyerncd Ha (hapmaueBTHUHIH
ekBiBasienTHOCTL. TIpM ULBOMY HE BHMMATacThbCs MPOBENSHHI
LOJATKOBHX (hapMakokuHeTH4HHX abo dapMaKoJHHaMIuHKX
IOCHiAXKEHD.

3BmKAIOUM Ha BUIICBHKNIALEHE, NOKMHIYHI A0CIiIKEHHA He
NPOBOJMITHCE.

5) penpodyKTHBHA TOKCHYHICTE
Ta TOKCHYHHH BILIYB
HA PO3BHTOK MOTOMCTBA!

VHI

Jixapeokuii 3aci6 TH3MH® [TAHTEHOJ JUTSYMH, copeit
HasaNBHUH, PO3YMH DPEECTPYEThCA AK TiOpMAHHMH nixapchkHit
3acid Ta MicTUTB Y cBOCMY CKIaai qobpe Bigomi Aitoui peoBHHK
3 BH3HAHOI e(pEKTUBHICTIO Ta MPUAHATHUM piBHEM OE€3MeEKH:
KCHMIIOMETaz0/1iHY TAPOXIOPHA Ta AEKCIIAHTEHON, AKi BXOAATD 110
cknany 6araThoX JiKapchKuxX 3acobiB, Ta He Mac HiSKHX HOBHX
BJIACTHBOCTEIA.

Kpim Toro, .ikapcexuii 3aci6 THU3MH® [TAHTEHOI
IUTSIYUN, copeii nasanbHuii, po3uMH, Tak came, AK i
pedepenTHuil nikapeekuii 3aci6, npencrasnae cobowo HasanbHuil
cnpeit y GopMi BOAHOrO po3uMHY, TOMY MiATBEpIMNEHHS IX
¢KBiBaIEHTHOCTI OazyeTnCA Ha dapMaueBTHUHIH
exsiBanenTHocTi. IIpM LBOMY HE BHUMAra€TbCA IPOBEICHHA
HONATKOBHX (hapMAKOKUHETHUHMX abo (apMaKoAMHAMIYHHUX
IOCIIIKEHb.

3BaXkalOUH Ha BMILEBMKIAJeHe, ONOKTIHIYHI NOCHIKEHHS He
[IPOBOAMJIKCE.




BIUIHMB Ha QepTHUNBHICT i
parHiit emOpioHansHHil
PO3BUTOK

VHi

Hikapesxuit 3aci6 TH3MH® [TAHTEHOIJI JUTSYUHA, crpeii
HA3ABHUIA, PO3YMH peEcTpyeThcA AK ridpuonuil mikapcbkuil
3aci Ta MiCTHTH Y CBOEMY cruTafii Aodpe BimoMmi Hitoui peHOBHHH
3 BU3HAHOW e(EeKTHUBHICTIO TA NPHAHATHHM piBHeM Oc3MCKH:
KCUJIOMETA3OJIIHY TiIpoxiopu Ta JeKelaHTe o, SKi BXOOATE A0
cKany OaraThoX JiKapchKHX 3aco0iB, Ta HE Mae HiAKMX HOBHX
BITACTHROCTE.

Kpim Toro, nikapcekuit 3aci6 TH3MH® TTAHTEHOJI
,[[I/ITHFIHFI, cnped HazanbHMI, po34YMH, TaK came, fK |
pedepentuuii Aikapcekuif 3acid, npencraBnse coboro HazanepHUH
cnpeii y ¢dopMi BOOHOro pO34MHY, TOMY ITiATBEPIKEHHA iX
eKBiBaJIcCHTHOCTI fasyeThes Ha dapmaleBTHYHI i
exkpiBaneHTHoCTL. [IpM 1BOMY He BHMAaraereCd MpPOBEISHH:
JOJATKOBHX (apMakoKHHeTHYHUX a0o QapMakoIHMHaMiYHHX
JLOCHi JKEHb,

3BaKAIOYH Ha BUINEBMKIAZEHe, JOKAIHIUHI mocnimmeHHA He
MPOBOANIHCE.

eMOpiOTOKCHYHICTE

VHi

Jlikapenkuii 2aci6 TU3MH® [TAHTEHOM JIUTAYM, cnpeit
Ha3abHMA, PO3YMH peccTpyeThesd AK TiOpuAHMI nixapchbkuii
3acif Ta MiCTHTB Y CBOEMY cKNazi noOpe BixoMi mitoui pe4oBHHH
3 BHU3HAHOI e(eKTHBHICTIO TA NPUHHATHUM piBHEM Oesmexu:
KCHIIOMETA301iHY MiApoXI0pH I Ta NEKCTIAHTEHOI, 9Ki BXOAATE A0
criany 6ararsox JliKapchKHX 3ac0obiB, Ta He Ma€ HiAKMX HOBHX
BAACTHBOCTEH.

KpiM Toro, nikapcekuii 3aci6 THU3HMH® [TAHTEHOJ
,E[I/ITH‘-II/II‘/’I, crpeil HasalabHMi, PO3UMH, Tak came, AK |
pedepenTHuit Tikapeskuit 3acid, npeacraBnse codolo Ha3aIBHHH
cnpeit y ¢(opMi BOZHOTO pPO3UHHY, TOMY MiATBEPIUKEHHA iX
eKBiBaNeHTHOCTI HazyeTbes Ha thapMaueBTHUHIA
ekBianenTHocTi. IlpH UBOMY He BHUMAracTbci NPOBEJEHHA
JoJAaTKOBMX (apMaKOKHHeTUMHHX abo dapmakoguHaMivHUX
JOCTIKEHD.

3pakaroud HA BHIUGBHKIIAJEHE, NOKTIHIYHI JOCHIMKEeHHA He
[POBOHIIHCE.

NpeHaTanbHa i MOCTHaTAIbLHA
TOKCHYHICTE

VHI

Jlixapcekuit 3aci6 TU3HH® MAHTEHOJI JIMTAYHM, cnpeit
Ha3abHUH, PO3UMH DPEECTPYEThCA AK TiOPUAHHH niKapcerui
3acif Ta MicTHTS Y cBOEMY ckiaai Aobpe BigoMi Air04i peOBHHH
3 BH3HAHOI edeKTHBHICTIO Ta MPUHHATHUM piBHeM Oe3NeKu:
KCHJIOMETa301iHY MiAPOXIOPHI Ta REKCIIAHTEHOI, fIKi BXOIATH 20
cknany GaraThox JTikapcbkdx 3acobiB, Ta HE Ma€ HiKHX HOBHX
BNTACTHBOCTEH.

Kpim Toro, Jikapcekuii 3aci6 THU3IHMH® IIAHTEHOI
OUTSTMWUMN, cnpeit HasaneHuii, pO3YMH, Tak came, sK 1




pedepenTHMii Jikapcbkuii 3aci0, NpeacTasnge cobo10 HA3ANBHUIA
cnpeil y ¢opmMi BOZHOTO pO3UNRY,

TOMY WIATBEPIKEHHH 1X eKBiBaNeHTHOCTI 6a3yerscs Ha
thapmaueBTH4HIH exBiBaneHTHOCTI. IIpH HBOMY He BUMaracrnes
IPOBEIEHHS IOJATKOBHX (hapMaKOKHHETUIHHUX abo
(hapMaKoIHHAMITHHX NOCITIKEHB,

3paxcaoyM Ha BHUEBHKUIAZeHe, ITOKJIHIUHI AOCHiIKEHHS He
MPOBOIHIIUCS.

AOCTiIKEHHA, TIPH AKHX
rnpenapar yBOAUTLCH
MOTOMCTBY {HECTATEBO3PINHM
TBapHHaM) Ta/abo OLiHIOETECA
BijaneHa uis

VHi

Hlikapesruii 3aci6 TU3MH® [TAHTEHOJ JUTSAUYUMNA, cnpeii
Ha3alnbHHif, PO3YMH peecTpyeTbcd AKX riOpuaHuil mikapcbkui
3acib Ta MiCTHTE Y CBOEMY CKJIaZi fobOpe BimoMi Aitoui petoBHHH
3 BM3HAHOIO €(eKTHUBHICTIO Ta NPHAHATHHM piBHeM Oe3MICKH:
KCHJIOMETA30MIHY TiAPOXITIOPK Ta AeKCNAHTEHOM, AKi BXOAATh 00
cknany GaraThox JikapchKHX 3aco0iB, Ta HE MAae HisKHX HOBMX
BJIACTHBOCTEH.

KpiMm Toro, mixapcekuii 3aci6 TH3HH® IIAHTEHOJI
IOUTSAYAM, cupeil HasanbHMi, pO3UMH, Tak came, fK |
pedepenTHHI Tikapcukuit 3acid, npencrasnge cof010 HazaIBHHIH
cnpeif y ¢opMi BOOHOrO pO3UMHY, TOMY MiJTBEPIKEHHA IX
EKBiBANEHTHOCTI bazyernea Ha (dapMaleBTHUHIH
ekBiBaieHTHOcTi. IIpM OBOMY He BHMMAraeTrbcsi MPOBEIEHHA
OOAaTKOBHX (hapMakokHHEeTHYHHX abo dapmakoauHaMivHHX
OOCTiKEHb.

3Baskaroyd Ha BHIUEBHKIANEHEe, INOKIIHIYHI ROCHiIKEHHA He
NpOBOAMIINCE.

6) micuesa MepeHOCHMICTD

VHI

Jixapebxuit 3aci6 TU3MH® TMTAHTEHOJ JUTSUYMM, cnpeit
Ha3aabHHi, pPO3YHH peecTpyeThed Ak CiOpMAOHKHH nikapceKHi
3acif Ta MicTHTB ¥ cBOEMY ckuazi nobpe BigoMi miloui pedoBuHH
3 BHU3HAHOIO e(eKTHBHICTIO Ta NPUKHHATHUM piBHeM Oesnex:
KCHJIOMETA30/TiHY IApOoXIOpH/ Ta ASKCIIAHTEHOI, AKi BXOMATH 110
cknany GaraThox nixapcbkux 3acofiR, Ta He Mae HifSKMX HOBHX
BIACTHBOCTEH.

Kpim Toro, jikapcexkmit 3aci6 TH3IUH® ITIAHTEHOIJI
JUTSUMM, cnpeit Hasaneuuit, po3uud, Tax came, sk i
pedepenTHii nikapcbkuii 3acib, npeacrasnse cobo0 HazanpHM
cripeii y GopMmi BOIHOTO PO3UMHY, TOMY IIIITBEpPIMKEHHA iX
eKpipaneHTHOCTI fasyeThcs Ha dhapMaleBTHUHI
eksisanenTHocTi. TIpH 1hOMY HE BHMAraeTeca I[IPOBESEHHA
JOJATKOBMX ¢apMaKoKMHETHYHHX abo thapMakoAHHAMIYHNX
JOCIiKEHD.

3BaXxaoYd Ha BHLIEBHKIAZEHe, JOKIIH{UHI HNOCHIIMECHHA HE
[IPOEOOMJIHCE.

7) DOJATKORBI JOCHTiMKEHH
TOKCHYHOCTI:

VHi




Jlikapeekmit 3aci6 TU3MH® TTAHTEHOJ JUTSUMH, cnpeit
HasanbHUl, pO3UMH peecTpyeThes AK TiOpnanuil nikapebkuii
3acif Ta MiCTHTE Y CBOEMY cKfafi qoOpe BimoMi Airoui peuoBHHE
3 BH3HAHOI0 e(hEKTHBHICTIO Ta NPUHHATHHUM piBHeM Oe3mexH:
KCHIIOMETA3OMIHY TiIpOXIOpH] Ta IEKCTIAHTEHO, AKi BXOJATE 10
criagy OaraTsox NikapchKUX 3acobiB, Ta HE Ma€ HIIKHX HOBHX
BAACTHBOCTEH,

Kpim rToro, mikapcekumit 3aci6 THM3HH® ITAHTEHOII
,III/IT}ILII/IP'I, cnpeil  HazanbHuil, po3uuH, TaK caMe, AK i
pecepenTHHit NikapcekHH 3acib, MpeacTaBise cobo0 Ha3ambHUMA
cupeit y dopMmi BOAHOro pO3UMHY, TOMY NiATBEPIGKEHHS iX
€KBiBaJIEHTHOCTI OazyeTnea Ha thapMaueBTHYHIH
exksipanteHTHocTi. [lpym upoMy He BHMAaraeTbesl IIPOBEIESHHA
JomaTkoBHX ¢dapMaxoKHHeTHUHUX abo (papMakoJMHAMIMHUX
JOCITIIKEHD.

3BaxalouM Ha BHILEBHIUTAZEHE, AOKIIHiuHI OOCHimKeHHs He
NPOBOIHIIHCE.

AHTHTEHHICTE (YTBOPEHHA
aHTHUTIN)

VHI

Tikapcskuii 3aci6 TH3MH® [TAHTEHOJI JUTSUUH, cnpeit
HazanbHHB, PO3YHH PEECTPYEThCH AK riOpuaHMi Nikapcbkuii
3acif Ta MicTHTB Y CBOEMY cknazi nobpe Bizomi Ailoyi peOBHHH
3 BHM3HAHOK e(PEeKTHBHICTIO Ta NPHHHATHUM piBHeM Oe3neku:
KCHJIOMETa30/1iHY MAPOXIOpHA Ta JSKCNaHTeHOM, IKi BXOOATh A0
cknagy Garareox JiikapchKHX 3aco6iB, Ta HE MaE€ HiAKMX HOBHX
BNACTHBOCTEN.

KpiM Toro, nikapcekmit zaci6 TH3HMH® [IAHTEHOJ
ITUTSYUIM, cnpeit HasanbHmi, pO3YMH, Tak came, K |
pedepentHuii NikapeskHii 3acif, npeacrasnse coGo10 Ha3aThHIH
cnpeit y ¢opmi BOZHOrO pO3YMHY, TOMY NiATBEPMAKEHHA iX
eKBiBANEHTHOCTI GazyeTbeq Ha tapManesTHUHIH
exBiBajtenTHocTi. [IpM 1BOMY HE BHMAracTbCs IIPOBEIACHHS
AONATKOBUX (apMakoKMHeTHvHHX abo (hapMaxoAMHAMIMHHX
[OCTIi IKEHB.

3BaKalOYM Hd BHILEBHMKJIAACHE, MOKIIHIMHI JOcAimxKeHHs He
[POBOJUIHCE.

iMyHOTOKCHYHICTE

VHI

Jlikapeekuii 3aci6 TH3UH® ITAHTEHOJ JUTSUMH, cnpeit
HazalbHUi, PO3YMH PeECTPYEThCA K TidpuAHMI Nixapebkuit
3acif Ta MicTaTE y cBoeMy cknazi nobpe BioMi Aioui peuoBHHH
3 BH3HAHOK edeKTUBHICTIO Ta NMPHHHATHHM piBHeM Oe3ncku:
KCHJIOMETA30/1iHY MAPOXNOPHI, Ta JeKCIaHTeHOJ, SIKi BXOAATE 10
cknagy 6araThox NiKapchbKMX 3acobiB, Ta HE MA€ HISIKMX HOBHX
BIaCTHROCTEH.

Kpim Toro, nixapcexmuii 2aci6 TH3HMH® IIAHTEHOJI
JUTSUWMN, crnpeit wHazanbuuii, poO3YMH, Tak came, AK i
pedepenTurii Jikapcrknii 3acid, npeacraense cobor0 Ha3aMbHHUIA




cnpeit y ¢opMi BOAHOro po3uMHY, TOMY NiJTBEPIKEHHA iX
eKBIBaJICHTHOCTI Oazyethca Ha tdhapmaueBTHYHI i
eKBiBasieHTHOCTL. [IpM LBOMY He BHMAra€Tbes IPOBEICHHA
JIONATKOBUX (hapMaKOKMHETHYHHX abo dapMakoauMHaMivHHUX
JIOCTiPKEHE,

3pajkatoud HA BHINEBMKNAIEHE, NOKIIHIUHI JOCIIDKEHHH He

NPpoBOJHIIHCH.

JOCJiKEHHS MeXaHI3MIB Jii

VHi

Jlikapeskuit 3aci6 TU3HMH® MAHTEHOJN JUTSYHH, cnpeii
HA3aJIbHHI, PO3UHH PEECcTPYEThCA AK riOpuARMI JiKapchbKHH
3acib Ta MiCTHTH ¥ cBOEMY cKnani nodOpe Bimomi Hitodi pedoBHHN
3 pH3HaHOIO edeKTHBHICTIO TAa NPHIAHATHHM piBHeM Oe3mexu:
KCHJIOMETA30AIHY IApoXIOpHA Ta NeKCMaHTEHO, AKi BXOAATE 10
cknany OaraTboX AikapcbKMX 3ac00iB, Ta HE MaE HifIKMX HOBHX
BJIACTHBOCTEI.

Kpim Toro, mnikapcekuii 3acid TH3HH® ITAHTEHOJI
I[[/ITH‘II/IPT, cripeii  Ha’adbHHUIL, pO3uUMH, Tak came, fAK |
pebepeHTHUI Nikapebkuil 3aci0, npeacTapnie cobo10 HA3AIBHUIA
cupeit y thopMmi BOZHOrO pO3UMHY, TOMY MiATBEPIKEHHR iX
eKBiBaJIEHTHOCTI DasyeTncs Ha tapmManeBTHUHIH
exBiBasienTHOCTi. IlpM LOBOMY HE BHMMAracrbCsi IpOBEICHHA
JOJATKOBUX (hapMaKOKMHETHUYHHMX abo dapMakoguHaMiuYHHX
JOCTiKEHD.

3Bakaloud HAa BMILEBHKIAAEHe, JAOKIIHIYHI NOCTIMKEeHHS He
MIPOBO/JIHJIHCE.

JiKapchKa 3aeKHICTh

VHI

Jlikapcokuit 3aci6 TU3MH® ITAHTEHOJ OUTSAYUH, crpeit
Ha3ambHUH, PO3YMH PEECTPYEThCA SK TiOpHAHHH JikapchKHid
3aci6 Ta MicTuTh y cBOEMy CiJIaal nobpe BimoMi Aitoui pesOBHHH
3 BHM3HAHOK e(EKTHBHICTIO Ta MpPHIHATHUM piBHeM Oe3leKH:
KCHZIOMETA30MiHy IApOoXJIOpH] Ta JeKCIaHTEHO, AKi BXOAATE 10
ckinany 6araTeox NiKapchKMX 3aco0iB, Ta HE Ma€ HITKHX HOBHX
BNIACTHBOCTEIA.

Kpim rtoro, nikapecekuit 3aci6 TH3MH® IIAHTEHOI
JIUTSTUAN, cnpeii HasaneHuii, po34YMH, TaK caMme, 5K i
pedepeHTHHE Nikapebkuii 3aci, npeacTasnse cobolo HasalbHHHA
copeit y (opMi BOJHOTO PO3UHHY, TOMY MIATBEPIKEHHA IX
CKBiBATIEHTHOCTI GazyeThca Ha thapMaleBTHIHI i
exkpiBaneHTHOCTL. IIpH I1IROMY He BHMAraeTbcsi [POBEIEHHA
JONATKOBKX (papMakoKMHeTHYHHX abo apMakodHHaMIYHKX
JOCIIiIEHb.

3BaalouM Ha BHIUIEBMKJIAZieHe, NOKMIHIUHI JOCHIIKeHHA He
TIPOBOIUIIHCE.

TOKCHUYHICTL MeTaboniTis

VHi
Jikapepxuit 3aci6 TH3MH® TTAHTEHOJI JAT YU, cnpeit
HA3aNbHHUIL, PO3YMH DPEECTPYETbCA AK TiOpUAHHM JikapchKHid




3acif Ta MicTUTE Yy CBOEMY cKialli JoOpe BimoMi Airoui peHOBHHH
3 BM3HAHOK e(EeKTHBHICTIO Ta NpUHHATHUM piBHeM Oe3nexu:
KCHIIOMETAa30J1iHY TiIPOXNOpH/L TA AEKCIIAHTEHO, SKi BXOOATS 10
ckiany 6araTbox JikapchKHX 3aco0iB, Ta He Ma€ HisIKHX HOBHX
BIIACTUBOCTEH.

KpiM Toro, mikapcekuit 3aci® THU3IMH® IIAHTEHOII
IOUTSYUMI, copeit sasanbuuii, po3udH, Tak caMme, fK i
pedepeHTHHI Nikapehkwif 3acid, npeacTaeinse coboio HazanbHU
copeif y dopMmi BogHOre po3uMHY, TOMY MiATBEPIKEHHS iX
eKBIBAIEHTHOCTI bazyeTbCs Ha dapMaleBTHYHINA
exBipaJicHTHOCTI. IIpu UBOMY He BHMAaraeTbcsi NpPOBENEHHA
JoJaTKoBHX (hapMakoKHHeTHHHUX abo dapMakoAHHaMivHEX
JOCHiIKEHb.

3pamayr HA BHIUEBHKNAASHE, HOKIIHIYHI HOCHimieHHs He
MPOBOJIHAHCE.

TOKCHYHICTE AOMIIIOK

Vi

Jlikapebkuit 3aci6 TUSUH® ITAHTEHOJ IUTIUW, cnpeit
Ha3albBHHIT, POZUMH DEECTPYEThCA AK CiOpHAHMI mikapchbKMH
3acif Ta MiCTHTL Y CBOEMY CKIIaZi RoOpe Binomi aitodi peqoBHHH
3 BM3HAHOK e(EKTHBHICTIO Ta NMpPHHHATHUM piBHeM Oe3mexu:
KCMJIOMETA30JTiHY riipoXIIopHA Ta ASKCIIAHTEHON, AKI BXOIATE A0
cJiafy Garathox JiKapchKHMX 3aco0iB, Ta He MaE HISKHX HOBHX
BJIACTHROCTEH.

Kpim Toro, nikapcekmii 3acid TH3HH® I[TAHTEHOII
JUTSYHH, cnpeit uasanemmii, posuus, Tak caMe, AK i
pedepeHTHHH NTiKapcbkuii 3acid, NpeacTasise cobolo HasanbHUit
capeif y dopMi BOgHOro po3YHHY, TOMY WIiATBEPIKEHHA iX
eKBiBaICHTHOCTI dazyerscq Ha thapmauesTHUHI
ekpiBameHTHOCTi. IIpH LBLOMY He BHMAracTbCsl IPOBEACHHA
A0OATKOBUX (DapMakOKHHEeTHUHHX abGo ¢apMakoZUHaMiMHHUX
[OCHiAKEHb.

3paykaroyM Ha BHIUEBHMKIAZEHEe, NOKJIHIYHI JOCHIKEHHA He
IIPOBOIMIKCS.

iHme

VHi

Jlikapcekmii 3aci6 TU3HMH® [TAHTEHOIJI JUATSUMH, cnpeti
Ha3albHUHA, PO3UUH PEECTPYETBCA SIK TIOpMAHMIT AikapchbKuii
3acib Ta MiCTHTE Yy CBOEMY cKNazi noOpe Bigomi 1irodi peoBUHH
3 BM3HAHOK e(eKTHBHICTIO Ta NPHUHHATHUM piBHEM Oesmneku:
KCHJIOMETA30IHY ripoXIIopH Ta IEKCOAHTEHOJI, SKi BXOAATh A0
ckiany Garatbox JiKapchbKHX 3aco0iB, Ta He Ma€ HiAKHX HOBHMX
BJIaCTHBOCTEH.

Kpim rToro, nixapcexuii zaci6 TH3HMH® IIAHTEHOJI
I[HTHT-II/H‘;I, cnpeil HasanbHMH, pO3UHMH, TaK came, fK |
pedepenTHRit Nikapcrkuii 3acib, npeacrasnae coboro HazanbHUR
cnpeif y hopMi BOMHOrO po34HHY,




TOMY MiATBEepKeHHA IX eKBiBaJeHTHOCTI ©OasyeTbes Ha
(hapmatierTHYHIN exkBiBaneHTHOCTI. [Ipu 11IbOMY He BUMAaraeTbes
MPOBE/IEHHS JLOATKOBUX (hapMaKOKHMHETHUHUX abo
(hapmakoAMHAMIYHHUX JOCTITKEHbD.

3pakaoun Ha BUILEBMKIACHE, JOKIIIHIYHI [OCHIKEHHS He
NPOBOUITUC.

5. BUCHOBKH 111010
JIOKJIIHIYHOrO BUBYEHHS

VHI

Jlikapewkuii 3aci6 TU3UH® I[MTAHTEHOJI JIUTAYW, cripeii
Ha3aJIbHUH, PO3YMH PEECTPYEThCA HAK TiOpHMAHMH JliKapchbKMii
3aci0 Ta MICTUTB ¥ CBOEMY cKJlaji 100pe BiAoMi Aitoui pe4OBHHH
3 BH3HAHOK e()eKTUBHICTIO Ta NMPHIHATHUM piBHeM Oe3Mneku:
KCHJIOMETa30J1iHY TiApOXJIOPH/ Ta AeKCIAaHTEHO, SKI BXOAATD 110
ckilaay GaraThOX JKapchbKHX 3aco0iB, Ta HE Ma€ HiKMX HOBHMX
BJIACTHBOCTEH.

Kpim Toro, uikapebkuii  3aci6 TH3MH® T[TAHTEHOJI
JIHTH‘IHF], cripeil  Ha3aldbHMWIl, pO34YMH, Tak came, fAK |
pedepenTHuii likapebkuii 3aci0, npeacTaigse coboro HazanbHMIA
cripeit y (opMi BOAHOTO PO3YMHY, TOMY MIATBEPKEHHS iX
€KBIBA/ICHTHOCTI Oazyerbes Ha (hapmateBTHUHI i
ekBiBaneHTHOCTI. [IpM 1BOMY He BHMMAaraeTbcs MpPOBEIEHHS
JOJIATKOBHX  (hapMakOKMHETMUHMX ad0 (papmakoJMHAMiYHMX
JOCTiKeHb.

3Bakaroud Ha BHIUEBMK/IAZAEHe, [JOKJIHIYHI JOC/I/UKeHHS He
MPOBOIHITHUCS.

[IpeacTaBHUK 3asBHHKA

(BIacHMKA peecTpauiiiHOro nocBiueHHs)
MakHin Ipoaaxre Jlimiten, AHrnis
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