Honarok 29

1o Iopssky IpoBesieH s eKCIIepTH3H peccrpaniiih§ 9

MarepialniB Ha TiKapchKi 3aco6u,
IO [IOJAIOTHCS Ha JIEPIKABHY PEECTpallito

(mepepeectpariio),a Takok excrepTH3N Marepiajis
PO BHECCHHS 3MiH JI0 peecTpaliifHux MaTepiamis

IPOTATOM I peecTpariiiHoro moceiruenns
(myHKT 4 po3niny IV)

3BIT PO TOKIIHIYHI 1OCTi[PKEHHS

1. Hasga mixapcpkoro 3aco6y (3a HastBHOCT] —

HOMEp PEECTpalifiHOr0 MOCBiYeHHS):

Bipocrar®

1) Tun nikapeekoro 3acoby, 3a skuMm nposoaunacs I'emepuunnii mikapcekuit 3aci6

abo MmIanyeTses peecTparis

2) poBezieHi A0CTiIKCHHS

2. ®apmakosoris:

1) nepunHa GapmakoauHaMika
2) BTOpHHHA (hapMakoauHaMiKa
3) dapmakomoris Ge3nexu

4) papmakoauHamivni B3aeMotii
3. ®apMakokiHeTHKa:

1) aHamiTHYHI METOUKH Ta 3BITH 1010 X
BauTiTanii

2) BCMOKTYBaHHs
3) po3noain
4) merabostizm

5) BUBeJIeHHS

6) papmakokineTHUHI B3aemoii (noKTiHIYH])

7) inmi GapMaKOKiHETHYHI JOCITiKEHHA

4. Tokcukomoris:

0 Tak +  Hi SKILO Hi,
oBIpyHTYBaTH
32iono oo n. 1.4
po3soiny Il naxazy
MO3 gio
26.08.2005 Ne 426
(31 sminamu) y
mooyusx 4 ma 5
O/ 2eHepuKie ne
HAOAIONMbCS
pesyiemamu
GAACHUX
MOKCUKON02IYHUX
ma
papmaronoziynux
6unpo6yeans

HE HaJaeThCs
HC HaJ1a€ThCH
HE HaJlaeThbCA

HE€ HaJaeThCs

HC HalaeThCHa

HE HamaeTbCs
HE HagaeThCs
HE HaaeThCs
HC HaJaceTbCs
HE HaJaeThCs

HC HaJlaeTbCs



1) Toxcnuicts y pasi OJTHOPA30BOI'0 BBEIECHHS
2) TOKCHYHICTB y pa3i MOBTOPHUX BBE/ICHb

3) reHOTOKCHYHICTB:
in vitro

in vivo (BKIIOYAIOUH TOIATKOBY OIIHKY
3 TOKCHKOKIHCTHKH )

4) KaHIEPOTEHHICTh:
JIOBTOCTPOKOBI JOCIiIDKCHHS

KOPOTKOCTPOKOBI JOCII/KEHHS a00 TOCITiuKeH s
CEPEAHBOT TPUBATIOCT]

JOJIATKOBI TOCHI DKEHHS

5) pPenpoyKTHBHA TOKCHYHICTb Ta TOKCHYHHI
BILJIMB HA PO3BUTOK TIOTOMCTBA:

BILIUB Ha (DepTHIBHICTS i panuiit eMGpioHansHuMI
PO3BHTOK

eMOPIOTOKCHYHICTE
IpeHAaTaNbHa | IOCTHATAIBHA TOKCHIHICTE

JOCTIJDKEHHS, TIPH SIKHX [IPENapar yBOIHThCA
TIOTOMCTBY (HECTAaTERO3PLINM TBAPUHAM) Ta/abo
OIHIOETBCS BiaaeHa s

6) MicLieBa epeHOCHMICTh
7) MOAATKOBI TOCIIKEHHS TOKCHYHOCTI:
aHTHI€HHICTD (YTBOPEHHS AHTHTIN)
IMYHOTOKCHYHICTh

JIOCJILZKEHHS] MEXAHI3MIB il
TiKapchKa 3aJIeKHICTh

TOKCHYHICTh META0OJIITIB
TOKCHYHICTE JTOMIIIIOK

iHIIEe

5. BUCHOBKH 110710 TOKITIHIYHOrO BHBYE

3asABHUK (BIACHHK

HC HagaeThCs

HE HaJa€TbCA

HE HAJa€eThCH

II€ Haa€cTbCcAa

HE HaJa€TLCA

HE HaIIa€eThCA

HC Haa€TbCs

HE€ HaJacThCy

HE€ HaOa€eTbCs

HC HaJla€TbCs

HE€ HAOaceThCA

HE HaJaeThbCs

HC HaJa€TbCsl

HE HaJlacThCs

HC Ha/1a€TbCs

HE HaJacThCsa

HE HaJaceTbCs

HC HaOa€TbCA

HE HaJacTbCA

PeECTpaIifHOro MOoCBiTUeH s )

(IL.1.B)
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Jlomarox 30
7o Iopsitky nposenenst excrieprusn peecrpaniiinh® 1
MaTepiajiB Ha JIiKapehbki 3acobm,

IO MOMAIOTEECA HA IepikKaBHY PEECTPALLiIo (TepepeecTparriio),

a TAKOXK EKCIEePTH3H MaTePiaiB PO BHECEHHS 3Mil
110 peecTpalifHuX MaTepianis

MPOTATOM Jii peecTpariifHoro nocBiTueHHs

(myHKT 4 posniny IV)

3BIT PO KITiHIYHE BUIIPOOYBAHHS

1. Haspa nikapcekoro 3acoby
(32 HAABHOCTI — HOMep peecTpamiifHOro
MOCBLIYCHHS )

2. 3asBHHK
3. BupoOuux

4. TIpoBesieHi JOCTIIKEeHHS:

1) Tan mikapcekoro 3acofy, 3a SKHM

NpoBojuIacs ado IIAHYETBCS PeecTpariis

5. IToBHa Ha3Ba KJIiHIYHOTO
BUTIPOOYBaHH, KOJIOBAHUI HOMEp
KIIIHIYHOTO BUIIPOOYBaHHs

6. ®aza KIHIYHOTO BHIIPOOYBaHHS

7. Ilepion mpoBeieHHs KITiHIYHOTO
BUIIPOOYBaHHSA

8. Kpainu, jie npoBomunocs kniniune
BUIIPOOYBaHHS

9. KinpkicTs oCipKyBaHuX

10. Meta ta BTOpHHHI LTI KIiHIYHOTO
BUNPOOYBaHHS

11. Iuzaitn xiiniunoro BunpoGysans

Bipoctar®, TaONeTKH, BKPUTI IUTIBKOBOIO
06010HKOFO 110 250 Mr a6o 500 mr

AT «KMIBCBKUH BITAMIHHUI 3ABO/T»
AT «KWUIBCbKUW BITAMIHHWN 3ABO/I»

+ TaKk o Hi SIKITIO Hi,
0o0rpyHTYBaTH
["enepuunmii ikapcekuit 3aci6
Kuniniune BUITPOOYBaHHSI 3 OLIHKH
Ol0EKBIBaJIEHTHOCTI TKapChKUX 3acobiB

Qamuuknosip-KB*, Ttabnerku, BKpHTI IUIIBKOBOIO
obononkoro  mo 500  Mr,  BHpOGHHMITBa
AT «KMIBCBKUIM  BITAMIHHUI  3ABO/I»,
Vkpaina i ®ampip®, tabnetkn, BKPHTI IUTIBKOBOIO
obononkoto 1o 500 Mr, BupoGHunTRa «HoBapric
®apmacerotuka  C.A.», Icmamis B ymoBax
OZHOPA30BOTO MEPOPAIBLHOTO IPUIOMY 370POBHMH
JOOPOBOJIBISMH, KOJ A0OCTiKeHHs - KVZ-FCV

Hocnijpkenis GioekpiBameHTHOCTI

09.06.2021-03.07.2021 p.p.
Ykpaina

30 3p0poBHX 10OPOBOJIBLIB

Ouinka GioekBiBanenTHocTi npenaparis MamMIMKIOBIp-
KB, Tabnerku, BKpuTi miiBkoBoto obononkoo no 500
mr, BupoGHuuTBa AT «KHIBCBKMM BITAMIHHUMI
3ABO/l», VYkpaina i CI)ar\1Bip®, TabneTKH, BKpPHTI
M1iBKoBOIO  obonoHkol 1o 500  wmr, BUPOOHHULITBA
«Hogapric ®apmacsiotuka C.A.», Icnanis musxom
nopieHsHHA X GiogocTynHocTi npu OJIHOPa30BOMY
NPHITOMI 310POBMMH 10OPOBONBLSAMM HATIIE PA30BOT
JIO3H KOXKHOTO 3 MOPiBHIOBAHHX [IPENaparis

[lopieusnbne, panzomizosane, nepexpecHe, 3 aBOMa
NepiofiamMu i IBOMa MOCIiAOBHOCTAMM, BUMPOBYBAHHS 3



BHUBYEHHS OioekBiBaneHTHOCTI NOpiBHIOBA
1penaparis  pH 0AHOPa3OBOMY MpHiiOMi 3ﬂop033ﬂ62
N00pOBOMBIAMM  HATLIE PA30BOT JI03H KOKHOrO 3
Mpenapari, 3 «OCTIIUIEHHAMY» aHATITHYHOrO eramny
BUNIPOOYBaHHS.

12. OcHoBHI KpuTepii BKIIOUEHHS Kpurepii Braouenns

I. 3moposi mo6GpoBosbLi  YONOBIKK i KiHKM
E€BPOMNEOIHOT pack y Biui 18-55 pokis (BkiouHo).

2. Hananus nucbMoBOIl iHopmoBanoi 3rogu
J0OPOBOJILUEM HA YYacTh B KJIiHIYHOMY BMNpoGyBaHHi
10 MoyaTKy Oyab-AKHX MPOLETYP CKPHHIHTY.

3. 3parnictb  100poBONBLA, HA  JLYMKY
Hocninnuka, cnifyeati BCiM  BHMOram  mpoToKoOmy
BUNpOOyBanHs, TOOTO 3aaTHicTh A06poBOMBLS /10
a7IEKBATHOI CriBMpalli.

4. lufeke MacH Tina 3HaXOAMTHCA B HOPMATBHHX
Mexax (218,5 kr/m” i <30,0 kr/m?).

5. Ocobu, sKi He MaIOTh roCTPHX i XPOHIUHMUX
3aXBOPIOBaHb CCPLEBO-CY/IMHHOT CHUCTEMH,
HEHPOEHIOKPHHHOT  CHCTEMH, HUPOK, MEeYiHKH,
LITYHKOBO-KMIIKOBOTO TPAKTY, AMXAJLHOT CHCTEMH.

6. Pesynbraty dizukansHoOrO,
iHCTPYMEHTATLHOIO Ta J1aGOpaTOPHOro 0BCTeKeHHs
N0OpOBOJIbUIE B MeXaX HOpMHM aG0  BimxuieHns
posuineni JIOCTiIHUKOM SIK KJITHIYHO He3HAUMMI.

8 Pezynbratu bmooporpadii abo
peHtreHorpadii B Mekax HOPMH (NOCHILKEHHS Mae
OyTn nposeneHo He Ginbl Hixk 3a 10 Micauis g0 ans
paHaoMizarir).

8. 3rona  BMKOpPHCTOBYBATH MEANYHO
niareepukeni 6ap'epi MeTOAM KOHTpalenuii npoTsrom
YCbOTO Mepiofly BUNpoOYBaHHs.

9. JlobpoBosieup He NaluTh.

10. 3o6os'azanus 3 Goky HOGPOBOMBI
JOTPUMAHHS  3arajlbHUX  OOMEeXeHL B [ieTi
IPOTIrOM YChOI'0 BHIIPOOYBaHHSL.

13. HocmijkyBanuit mikapehkuit 3aci6, Qamuuknopip-KB*, TabneTks, BKpHTI m1iBKOBOMO

crocib 3acTocyBaHHS, cHila il obononkoro  mo 500  Mr,  BHpPOGHMUTBa
AT «KMIBCBKMI  BITAMIHHUI  3ABO[I,
Ykpaina

14. Ipenapar nopiBHsIHHES, 1034, CIIOCIO DamBip ", TabNeTKH, BKPHTI IUTIBKOBOIO 0GOIOHKOIO
3aCTOCYBaHHS, cula Jii 1o 500 mr, BupoGuuuTBa «Hoapric

®apmaceiotuka C.A.», Icnanis

15. CynyTus Teparis BiAICYTHS

16. Kputepii owinku edextuBHocTi [Ipenaparu BBaskaroThCs Gi0EKBIBATCHTHUMH, SKIIO
90% nosipui inteppamu ws ®K-mapamerpis AUC,.
t 1 Ciax JUIS BiHOIIEHE CepenHix reOMETPHUHUX
3HA4YEHb TECTOBAHOI'O Ta pe(hepeHTHOro IpenapaTin
3HaxoJsiThes B Mexkax  0,8000-1,2500 (80,00%—
125,00%).



17. Kpurepii ouinku 6e3nexu Ilokasuukamu Gesneku e: Gymp-sxi [IP /
3apeecTpoBaHi B mpomeci BHIpoOyBaHHs (1
(bi3MKaITBEHOrO OrJIALY Ta BHMIpIOBAHHS KHUTTERO-
BOKIUBUX nokasHuKiB (AT, YII i Temmeparypn
Tia) B mpoieci BUNpOGYBAaHHS, jaHi EKT,
Pe3yNIbTaTH JIA0OPATOPHOTO aHaIi3y KpoBi).
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18. Cratucruuni metou Cratnctuunnit ananis OK-ganux 6ys nposexenuii
BIAMOBIIHO 0 NPUHIMIIB, BHKIAJEHHX B
Kepipunureax EMA i FDA i wmerommynux
pexkomenpanisx JIELL MO3 Vkpainu.

19. Jlemorpadiuni noxazauku 3n0poBi J0OPOBOJIBII YOMOBIKH 1 KIHKH
JOCTDKYBaHOT HOITy AT (cTaTh, BiK, €BpONeoinHoi pac y Biuli 18-55 pokis (BkmouHO)
paca, ToIl0)

20. Pesynbraru edekTHBHOCTI Ha nigcrasi cratuctnunoro ananisy napamerpis Cuy i

AUC_ MoskHa 3pOGUTH BUCHOBOK, 110 /ISl TECTOBAHOTO
i pedepentHOro Jtikapehkux 3aco6in Mamumkiosip-KB,
TabNeTKH, BKPUTI IU1IBKOBOIO 06070HKOK no 500 MT,
BupoGuuurea AT «KMIBCBKUM — BITAMIHHHIA
3ABO/I», Vkpaina i ®ameip®, tabuerku, BKPHTI
MiBKOBOK 0GosoHKkol0 no 500 mr, BupoGHHLTBA
«Hopapric DapmachbioTHKa C.An, Icnanis
0i0eKBIBAIEHTHICTD € 1OBEACHOIO

21. PesynpTatu Gesnexu B naHomy nocmimkeHHi He 3apeecTpoBaHO BMMAAKM
TTP/T151
22. BHCHOBOK (3aKJIOYEHHS) AHaJ3 pe3yNbTaTiB JOCIIIPKEHHS, CBIIYHTB PO

010CKBiBANIGHTHICTD 1 NOPIBHAIBHY MEPEHOCHMICTS
TKapCEKUX 3aco0iB Pamumknosip-KB, Tabnerku,
BKPHTI M1iBKOBOIO 060IOHKOIO 110 500 Mr, BHPOOHHLITBA
AT «KMIBCbKMH BITAMIHHHI 3ABO/I», Vkpaina
i ®aMBip®, TabIETKH, BKPUTI MTIBKOBOK 06OIOHKOIO 1O
500 wmr, BupoGuuuTea «Hosapric ®apmachioruka C.A.»,
Icnanis

3asBHHUK
(BJIaCHHK
peecTpaniinoro
NOCBITUCHHS)

(IL 1. B.)



