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3BIT nIpo HOKIIHIYHI JOCTIAKEHHS

1. Hassa nikapcekoro sacody JOKCHUAOJI, po3unn aas in’exuiii; mo

(3a HaABHOCTi — HOMEp peecTpaniiinoro 1,5 Mt B aMITyJIi; 10 3 aMmysin y

yeslgReR; KOHTYPHIH 9apyHKOBIiH yIakoBIii; mo 1
KOHTYPHIH 4YapyHKOBI# yIIaKoBIIi B
KapTOHHIN KOpoOii

1) Tn mikapekkoro 3acoby, 3a AKHM I'enepuynuii JikapcesKuii 3acié

IPOBOIMNACS 200 TUIAHYETHCA PEECTPallis  (0HOKOMIIOHEHTHHIA)

2) IpoBeneH] JOCTiDKEeHHS o TaK m HI SKINO Hi,
00IpyHTYBaTH

Binnogixso 1o Tamy noganoi 3asBH (reHepuvHMil JikapebKuil 3aci6) naganns
AOJATKOBHX JOKJIHIMHHX JOCTI)KEHb He NOTPIGHO.

2. dapMakoJoris: He 3acTocoByeTtnhes
1) nepprHHa (apmakoIMHAMIKA He 3acTocoByerhes
2) BTOpHHHA (hapMaKOIHHAMIKA He 3acrocoryeTbes
3) dapmaxomoris He3meku He 3acrocoByernest
4) dbapmaxoauHaMigHI B3aeMOIil He 3acTocoByerhest
3. DapmMaKOKIHETHKA: He 3actocoByeTnes

1) aHaniTHYHI METOAMKHM Ta 3BITH Moo ix  He 3aCTOCOBYETHCSH

BaJTianii

2) BCMOKTYBaHHS He 3acTocoByeThes
3) po3noin He 3actocoByeThest
4) metabonizm He 3acTocoByeThes

5) BHBe/ICHHS He 3acrocoByeThes



6) dpapmakoxiHeTHYHI B3aeMOIi]
(moxminigmi)

7) iHu dapMakoKiHeTHYHI J{OCHI IHKEHHS

4. Toxkcukonoris:

1) TOKCHUHICTE ¥ pasi 0JJHOPA30BOI0
BBEJICHHS

2) TOKCHUHICTS Y pasi MOBTOPHUX BBEACHD

3) reHOTOKCHYHICTE:
in vitro

in vivo (BKJIFOUAIOYH JOATKOBY OLIHKY
3 TOKCHKOKIHETHKH )

4) xaHNepOreHHICTh:

JOBIOCTPOKOBI TOCTIIDKEHHS

KOPOTKOCTPOKOBI JOCIiDKeHHs a00
JOCIIKEHHS CepeIHBOT TPHBANIOCTI

JOOATKOBI JOCHIKEHHS

5) penpoyKTHUBHA TOKCHUYHICTE Ta

TOKCUYHHH BIUTHB HA PO3BHTOK IIOTOMCTRA.

BIUIMB Ha GEPTHIBHICTE 1 paHHIiHA
eMOpPIOHATBHAN PO3BHTOK

eMOpIOTOKCHYHICTE

IIpeHarTanbHa 1 mocTHATaIbHA TOKCHYHICTE

JOCHiKeHHS, IPH SKUX [TpenapaT
YBOJIATHCA IIOTOMCTBY (HECTATEBO3PIIHM
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TBapHHaM) Ta/ab0 OLHIOETHCS BiyianeHa

JUst
6) MiclieBa IEPEHOCHMICTE He 3acTocoByeThea
7) IOAATKOBI JIOCIIIKEHHS TOKCHYHOCTI: He 3acrocoByeTnes
AHTHTE€HHICTH (YTBOPEHHS aHTHT1)I) He 3actocoByeThes
IMYHOTOKCHYHICTE He 3acTocoByeThes
IOCITI IKEHHA MEXaHI3MIB il He 3actocoByeTthes
NiKapchKa 3a1ekKHICTh He 3acrocoryeThes
TOKCHYHICTH MeTab0ITIB He 3acTocoByernest
TOKCHYHICTH JIOMILIIOK He 3acrocoByerhes
1HIIIE He 3actocoByeTtnes
5. BHCHOBKH MO0 JOKTIHIYHOTO ®apmakoguHamiuni, (apmaxoxkiHeTHYHi Ta
BUBYCHHS TOKCHAKOJIOTIYHI BJIACTHBOCTI MeIOKCHKAMY

nobpe BiToMi.
Bigmosinmo g0 THODy momamoi  3asBH
(remepuyHmii  JiKapchKmi  3aci0) HagaHHMA
JOJATKOBHX JOKIIHIYHHX [JOCTiKeHb He
norpedyerbes.

3asBHHKOM HaIAHO OTJIs/1 IOK/IIHIYHAX JAHHUX,
KNI IPYHTYETbCA Ha Orasai mpodiabHEX

3ajdBHHEK (BIACHHK PEECTpPAIiiHOrO
NOCBITUEHHS )




1/2

3BiT npo KiiniYHe BUNPOOYBAHHA

1. Hasga nikapcpkoro 3aco0y _ JJOKCHUAOJI, posuun anast in’ekniin; no 1,5
(3a HasBHOCTI — HOMeEp peecTpauiiHoro MI B ammyli, 0O 3 aMmyId y KOHTYpHil
MBI YapyHKOBiii ymakoBLi; Mo | KOHTypHIi
JapyHKOBIHM yIakoBIli B KAPTOHHIH KOpooOIii
2. 3asBHHK TOB «YOPJ A MEAUITAH», Ykpaina
WORLD MEDICINE, LLC Ukraine
3. BupoGruk YOPJIJI MEJULIMH IJIAY CAH. BE TIUK. A.IIL.,
Typequnna
WORLD MEDICINE ILAC SAN. VE TIC. A.S.,
Turkey
4. IIpoBeneHi mocmijpKeHHS: o TAaK MW Hl KO Hi, OOIpyHTYBaTH

Jikapeskmii 3aci6 JIOKCHAOJI, posunn aus iw’exumiit, 15 mr/1,5 ma, pospoGacHo sk
reHepHIHHH JiKapchKuii 3a¢id 10 pedepenTHoro Jikapebkoro sacody MOBAJIIC, po3unH mis
in'exnii, 15 mr/1,5 mia; mo 1,5 mur y amnyai; no 5 ammya B kapronniit kopo6ui (BupoGHuK:
bepiarep Iuresnxaiim Ecnmana, CA (BMpoOHANTBO Ta NHepBMHHE NAKYBAHHS, BTOPHHHE
NaKYBaHHN, KOHTPOJIb IKOCTi Ta BUMYCK cepii), Icnamisn).

3rinno 3 Bumoramu Hacramosan CT-H MO3Y 42-7.3:2020 «Jlikapebki 3aco6u. Jocaimkenns
OioexBiBanentHocT» (Jomarox II «Bumorm poctimkenus 6ioeKBiBAJeHTHOCTI pizHAX
JKapeskux Gpopm», posnin «IlapenTepanbni posaunm») aocaixenHs GioeKBiBateHTHOCTI, 1K
NpPaBHJIO0, He € HeOOXiIHHM, SIKINO JOCHIGKYBAHHI JiKApchKHil 3aci0 BBOAHTLCH MK BOXHHM
BHYTPIlIHEOBEHHHIH PO3YHH , M0 MICTHTH TaKy X AKTHBHY PeJOBHHY, II0 i 3aTBEp/UKCHAH HA
AaHHH Yac JikapchKHii 3a¢i6 (pedepenTHnii dikapeskuii 3acio).

1) Tam nikapceKoro 3acofy, 3a SKHM I'evepuunnii nikapenKkuii 3acio
npoBojunacs abo MIaHyeTbCs peecTpamis  (0XHOKOMNOHEHTHHIA)

5. IoBua Ha3sa KiiHiuHOro BUIpoOyBamHs, He 3acTocoByeThCS
KOJIOBaHUH HOMEP KIIIHIYIHOTO

BHIIPOOYBaHHS
6. ®aza KniHigHOrO BANMPOOYBAHHS He 3acrocoByeTncs
7. Ilepiox npoBeneHHs KIHIYHOTO He 3acTocoByetnes
BHIIPOOYBAHHS
8. Kpainwm, e mpoBogunocs KiuiHigne He 3acrocosyernes
BUNPOOYBaHHS
9. KillbKicTh TOCTIKYBaHHX He 3acTocoByeTnes
10. Mera Ta BropuHHi il KIHIYHOTO He 3acrocoByeThes
BHUIIPOOYBaHHSA

11. Jlu3aiid KIIHIYHOTO BUIPOOYBaHHS He 3acrocoByeTnes
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12. OcHOBHI KpHTEPIT BKIIOYEHHS He 3acTocoByeThest

13. JlocmmpKyBaHuit TikapchKuii 3aci6, He 3acTocoByeThes
criocid 3acTocyBanHS, CHIA il

14. Ilpenapat mopiBHsHHS, /1034, CIOCIO He 3acTocoByeThea
3aCTOCYBAHHS, CHJIA il

15. CynyTHsa Teparist He 3acTocoByeTbes

16. Kputepii oninku edekTHBHOCTI He 3acTocoByeThcs

17. Kpurepii oninku Oe3nexu He 3actocoByetses

18. Crartucruysni MeTomu He 3acrocoByeTbes

19. Hemorpadiuni nokazHUKH He 3acrocoByernest

JIOCTIDKYBaHOT MOMyJIsimii (cTars, Bik, paca,

TOILIO)

20. Pesynbratn epeKTHBHOCTI He 3acrocoryerbes

21. PezysibTatn 6e3mexn He 3acTocoByeTncs

22. BUCHOBOK (3aKIFOUEHHSN) Bignoeigno no THmy mnoaanoi 3asBu (remepuHuHui

JiKapchbKHil 3acif) HajaHHS D0JATKOBHX KJIIHIYMHHX
AOCTIIKeHb He NOTPedyeThCH.

3asBHHKOM HaXAHO OTJINA/] KJIHIYHHX JAHUX, SIKHI
IPDYHTYEThCS Ha OrJIsAi npodinsHUX JiTepaTypaux
JuKepesI moao KIiHivHoi papMakoorii,
epexTHBHOCTI Ta Ge3MeKH MeJOKCHKAMY Y
JiKApCLKIFDOPMILD

3asBHUK (BIACHUK peecTpaliifHoro
IIOCBiTYECHHS)

(nigmac)

C.A. Pemizos

(. 1. B.)



