—

Tonarok 30
70 Topsiiky npoBeieHHs eKcrepTH3H peecTpariiamx
MarepiajliB Ha Jikapchki 3aco0H,

THO TIO/IArOTECA Ha ACPIKABHY peecTpaiilo (IlepepeecTpailiio),

4 TaKOXK EKCNIEPTH3U MaTepialiB PO BHECEHHS 3MiH
10 peecTpamifHuX MaTepiais

NPOTATOM Jii peecTpaniifnoro mocsiruenus

(myHKT 4 posmimy IV)

3BiT mpo KItiHiYHE BUMpPOOyBaHHs

1. Hasa nikapceroro 3aco6y
(3a HasBHOCTI — HOMep
PeeCTparifHoro mocBi4eHHs)

2. 3a9BHHK
3. BupoOuuxk

4. Ilposeneni nocmimxeHHs:

1) tan nikapcpkoro 3acofy, 3a skum
IPOBO/IMJIACH a00 IIaHYEThCs

peecTparis

5. IloBHa Ha3Ba KJIIHIYHOTO
BHIIPOOYBAHHS, KOLOBAHHMH HOMED
KJIIHI9HOTO BUIIPOOYBAHHS

6. dasa kinivHOro BUMpOGYBaHHS

7. Tlepion mpoBeeHHs KITiHIYHOTO
BUIIpOOYBaHHA

8. KpaiHu, ne npoBommiocs Kiinidme
BUIIPOOYBaHHsI

9. KinekicTs JOCITDKYBaHHX

10. Mera Ta BropunHi 111
KIIHIYHOTO BHIPOGYBaHHS

11. Quzaiin kninidaoro

Ouncanpec,
TaOJIETKH, BKPUTI ITIBKOBOO 060JIOHKOIO 110 40 Mr

AT «KUAIBCBHKHI BITAMIHHUII 3ABO]T»
AT «KHIBCBKMI BITAMIHHUI 3ABO/I»

+ TaK o Hi SIKIIO Hi,
o0rpyHTYBaTH

I"enepuunnii nikapcekuii 3aci6

Kniniune BunpoGyBanns 3 oninkn GioeksiBaleHTHOCTI
TKapchKUX  3acobiB  Omcampec, TableTkH, BKPHUTI
IIBKOBOIO 000M0HKO0, 10 40 M, BHpOOHUIITBA AT
«KUIBChKHIA BITAMIHHMIA 3ABO/l», Ykpaina Ta
Onmerex, Tabnerxku, BKPHTI IITiBKOBOIO 000I0HKORO, TI0
40 wmr, BupobmunTBa «Jlaiui Camkio Opoynr I'm6X»,
Hiveuunna B ymosax ommopasosoro [IEPOPATIEHOIO
NPUHOMY 310POBHMHE J0GPOBOIBISIMH

KVZ-OLST
Hocnimxenns 6ioekBiBaienTHOCT]

08.11.2022-03.12.2022 p.p.
VYkpaina

3ariaHoBana - 36 310pOBHX JA0OPOBOIBIIE!
Gaxruuna - 33 350posi 1oOPOBOIBHI

Ouinka GioeksiBaneHTHOCTI npenapatis Oncanpec, TabeTky,
BKPHTI TUIiBKOBOIO 060M0HKOI0, 110 40 Mmr, BupoOHunTBa AT
«KHIBCBKUM  BITAMIHHHAI 3ABO/Iy, Vkpaina Ta
Onmerek, Tabnerin, BKPUTI TTIBKOBOIO 000JI0HKOIO, 110 40 MT,
BHpOOHMUTBA «[laiui Cankio FOpoyn I'm6X», Himeuuuna
WIAXOM TMOPiBHAHHSA TX 6i0g0cTyHOCTI NPH OJIHOPA30BOMY
NIPUAOMI 310POBHMH 106POBOJIBLSAME HATIE pasoBoi 1031
KOJKHOTO 3 [OPIBHIOBAHUX MPENapariB

Iposectsr  mMomitopunr 6Gesnexn Ta TIEPEHOCHMOCTI
3aCTOCY BAHHS OJIHOPA30BOT nepopajibioi  103¢
JOCTIJUKYBAHUX JIKAPCHKUX 32C06IB V Ialie€HTIB

lopisusanere, panzomisosare, IepexpecHe 3 JBoMa

-



BUIIPOOYBAHHS

12. OcHoBHI KpuTepil BKIIOUSHHS

13. locmimKkyBanuii mikapchbKuii

3acib, croci6 3acTocysanns, cua il

14. Tpenapat mopiBHAHHS, 1034,
croci6 3actocyBaHHsl, CHITA il

15. CynyTHs Teparis

mepiojiaMu i 1BoMa mociioBrocTsMHE (1o cxemi TR/RT),
KIliHi9HE BHIPOOYBAHHS 3 OLIHKH 0i0€KBiBaJIEHTHOCTI,
npu anﬁOMi 3/I0POBHMH J100POBOJIBISIMU OHOPa30BHX
/103 TOPIBHIOBAHMX JTiKapCBKUX IIpenapaTiB HaTINe, 3
mepiofoM  BizMEHBY 7 g6 Mik  mpuitoMamu
HNOCHDKYBAaHUX  IPENmapariB, 3  «OCHIUICHHAMY
GioaHasiTHYHOTO eTary BUMpPOOyBaHHS.

Kpurepii BKiIouenHs

1. 310poBi 106pOBOIBII YOTOBIKH €BPONEOINHOT pacy y
Bili 18-55 poxiB (BKiH0OUHO).

2. Hapmamns nuceMoOBoi  iHQopMoBaHOT  3rojm
Z00pOBOJBIEM ~ HA  y4acTh B KIiHi4HOMY
BUIIPOOYBAHHI 10 MOYaTKy OyAb-fKHX [IPOLELYP
CKPHHIHTY.

3. 3natmicTs m0OpoBonbLs, Ha AyMKy JlocmimHuka,
CITlyBaTH BCIM BUMOTaM IPOTOKOJY BHIIPOGYBAHHS,
TOOTO 3JaTHICTE 10OpOBONBIA [0  aJeKBATHOI
CIIIBITpAITi.

4. Injiexc MacH Tina 3HAXOAUTHCS B HOPMATEHHX MeXKax
(>18,5 xr/m” i 30,0 kr/v?).

5. Ocobm, sKi He MalOTh IOCTPUX | XPOHIYHHX
3aXBOPIOBaHb CEepIEBO-CYTHHHOT CHCTEMH,
HEMPOCH/IOKPUHHOI ~ CHCTEMH, HHPOK, HEYiHKH,
IITYHKOBO-KHIIKOBOTO TPAKTY, JAUXAIBHOI CHCTEMH.

6. PesynpraTn (i3sHKaIbHOTO, iHCTPYMEHTAIBHOTO Ta
11a60paTOPHOro 0OCTEKEHHS JTOOPOBOIBIIB B MEMkKAX
HOpMH a0 BIIXUICHHS po3uiHeHi J[OCTITHHKOM sK
KITIHIYHO HEe3HAYYII.

7. Pesymbratn ¢mooporpadii a6o perrtremorpadii B
MEKax HOPMH (JIOCTi/KEHHS Ma€e OyTH IPOBEJIEHO He
Oibin Hixk 32 10 MicauiB o aus pangomiszanii).

8. 3roja BUKOPHCTOBYBATH MENHMYHO IIiATBEpIUKEHi
Oap'epHi MeTOIM KOHTpAIEMIii TMPOTAOM YCHOro
epioly BUNPOOYBaHHS.

9. ToGpoBosiens He TaTHTE.

10. 30608's3anus 3 Goky A06POBOIBIL JOTPHUMYBATHCh
3aralbHUX OOMEXKEHb B XapuyyBaHHI NPOTATOM
YCBOI0 BHIIPOOYBaHHS.

Ouicanpec, TabneTkn, BKPHUTI ITIBKOBOIO 000JI0OHKOIO, 110
40 mr, BupoGuunTBa AT «KMIBCHKUM BITAMIHHMWI
3ABO/l», VYkpaina; mis [IEPOPAIIBHOTO 3aCTOCYBaHHS Y
Ao3ysanHi 40 Mr — Ha 0jiHy TabneTKy

Onmerek, TabreTku, BKPUTI ITIBKOBOIO 000J10HKOIO, 110
40 ™r, BupoGuuursa «J/laiui Cankio Opoyn I'mM6X»,
Himewunna; s mepopansHoro 3aCTOCYBAHHS v
Jo3ysanni 40 Mr — Ha o/iHy TabiaeTky

BIZICYTHS

N,



16. Kpurepii oninku ehexrusrocti

17. Kpurepii orinku 6e3nexu

18. CraTuctuyni Metoau

19. Jlemorpadiyni noxazuuku
IOCIIDKYBaHOT HOMyIAIii (CTaTh,
BIK, paca, TOII0)

20. Pesynbratn edpeKTHBHOCT

21. Pesynwrarn Ge3mnexu

[Ipenapatu BBakaroThCs HioekpiamenTHIMH, K0 90%
noBipui intepany ws K-napamerpis AUC, i Crnax 4714
BiJIHOIIEHB cepeHix reOMETPHYHHX 3HAYEHb
TECTOBAHOI0 Ta Pe)epeHTHOrO MpenapaTiB 3HAXOMATHCS
B mexax 0,8000-1,2500 (80,00%—125,00%).

lokasnukamu  Oesmeku € Oymb-siki  [IP / [151,
3apeecTpoBaHi B mporeci  BunpoGysamHs  (maHi
(i3MKaThHOTrO OIIAAY Ta BHMIPIOBAHHY KHTTEBO-
BaxxMBUX nokasHukiB (AT, UIT i temmeparypu Tina) B
nponeci  BumpoOyBaHms, jaHi EKT, pesynpTaTH
1ab0paToOPHOro aHAIi3y KPOBi).

Cratuctiunuii  amamiz ®OK-maEux 6ys IIPOBEICHHI
BiJINIOBINHO JI0 IPHHIMIIIB, BUKJIAIEHAX B KepiBHunTBax
EMA i FDA i meromuunnx pexomenmanisx JIEL] MO3
Vkpaiuu.

36 3710poBHX TOGPOBONIBIIR YOTOBIYOT CTAT y Bimi Big 18
IO 55 pOKIB (BKJIIOYHO).

90%  nosipunmit  iwtepBan g BiaHOMIEHHS

CePeAHBOICOMETPHYHUX 3HAYEHb DOK-apaverpin
onMecaprany ckian (aus. Tadm. 14.2.71 14.2.10):
¢ Chae  TECTOBAHOrO  mipemapary o
peepentnoro  mas  mexi  104,42% -
120,31%, Lo BLLTOBLIAE Kpurepiio
OioexsiBanentHocTi B 80,00% — 125.00%:
*  AUCy, tecroBanoro npenapary 1o

pedepenTHOro Mas mexi 99,27% — 110.31%.
IO BLANOBLTAC KpuTepiio Gioexkpipasentiocti
B 80.00% — 125.00%,
Cepeani 3madenns pogarkosux ®K -[apaMeTpin
OaMecaprany uas apenaparis Oncanpec Ta Onmerek
TaKOK MaOTh OTHIBKI 3HAYEHHS.

Ha mincrasi cratuctuysoro ananisy napaMeTpiB Cqy i
AUCy MoxHa 3po6uTH BHCHOBOK, IO JUISI TECTOBAHOTO 1
pedepenTHOTO JiKapchKUX 3ac06iB Omncamnpec, Tabnerku,
BKPHUTI ILTIBKOBOIO 000IOHKOIO 10 40 Mr, BHPOOHHIITBA
AT «KUIBCBHKMI BITAMIHHHUI 3ABO]I, Vkpaina i
Oxmerek, TabNeTKy, BKPUTI IIT{BKOBOK 060TOHKOO TI0
40 mr, BupoGuunTRa «/aiui Cankio IOpoyn I'm6X»,
Himewunna GioeksisamenTHicTs € 10BEICHOO

B nanomy nocnimxensi 3apeecTpoBaHO 2 BHMAAKH
[TP/TI5 y 2 nobpoBonsiis.

3apeectpoBani 2 Bumagku 1P (romoBHuit  6ip,
3aMaMOpOYCHHS) K1acH(iKoBaHi Ak nepenGaveni, HecepHo3Hi,
JIETKOTO CTYNEHIO TAMKOCTI, 3B'430K 3 IPUHOMOM JTiKapchKoro
3aco0y KknacudikoBaHuil sk MMOBipHMIA.  Bapeectpopani
Brnanky I1P He noTpeGyBaium 3acTOCYBAHHS MeIUKAMEHTO3HOT
Tepanii. Pospiwenns Beix Bumagkis [P — onyxaHus Oes



22. BECHOROK (3aKIIIOUEHHS)

*- 10 peecTparii 3asBieHo T

3!

55
AN

3asBHHK (mimmuc)
(B1acHHK Konsma B.
peectpauiiinoro (IL 1. B.)
IOCBiIYEHHS)

Haclizkie. 3apeectpoBani Bunajku [P crioctepiramch mics
NpuHOMY TECTOBaHOTO i pedepentroro npemaparis (1 — micns
TeCTOBaHOTO, 1 — micna pedepeHTHOro).

- 3 ycix 3apeectpoBaHux Bunaakis [TP/TIS micms

npuiiomy IIpernaparis JOCIIDKEHHS
3anamopodeHHs cknaino 50% Ta ronosHHH Oiib
50%

st OLIIHKH OioexBiBaseHTHOCTI

BUKOPHCTOBYBABCH  METOJl. 3acHOBaHMH Ha 90%
J0BipuoMy  IHTEpBami U BiAHOLTEHHS cepenHix
PCOMETPUYHMX 3HAYCHL [apaMerpiB aHamiTiB Cpg |
AUCq. s TecToBanoro i pepepenTHOro [peraparis.

Ipenapary BBaamncs GioeKBiBaICHTHIMA, SIKIIO
90% moBipui iHTepBamu ans  BigHOMmEHHS cepenHix
FEOMETPHYHHUX 3HAYEHb AHAIIZ0BANHX OK-napaverpis
(AUCqy 1 Cpay) TecroBasoro jio pedepenTHOrO
npenapary  3HaxojmimHcs B Mexax  0,8000—1,2500
(80,00% — 125,00%).

IpyHTYIOUNCE Ha pesyisraTax ananizy AUCo 1 Cpax
OJIMECapTaHy MOHA 3pOOHTH BHCHOBOK, IO Iperapar
Ouicanpec, TabneTku, BKPHTI ITIBKOBOIO 000JIOHKOIO, TIO
40 mr, Bupobruurea AT «KUIBCHKUM BITAMIHHUIA
3ABO/l», Vkpaina GioexkBiBajeHTHHIT Iperapary
Oumerek, TableTKH, BKPHTI ILUTIBKOBOIO 000JIOHKOIO, TI0

A0, mr, BupoGHuuTBa «/laiui Camkio IOpoynm I'm6X»,
S x

a




Jonatox %6

1o ITopsizky npoBeNeH s eKCIePTH3H peecTpariifHux

3BIT PO NOKIIHIYHI JOCTIIKEHHS

1. Haspa nixapcekoro 3aco6y (3a HassBHOCTI —

HOMEp peecTpalifHoro MocBiqueHHs):

MaTepialliB Ha JiKapchKi 3acobu,

IO NOJIAKOTLCS Ha JIEPIKABHY PEECTPAIIiFo
(ImepepeecTpaliro),a TaKoK eKCIEPTH3H MaTepianis
PO BHECCHHs 3MiH JI0 PeECTpaLiiiHUX MaTepialiB
IPOTATOM JIii peecTpaniiHoro mocBiueHHs

(mysKT 4 po3niny IV)

Oncampec

1) tun nikapcekoro 3acofy, 3a KM TPOBOAHIIACS I'enepuunwmii mikapchbKuii 3aci6

a00 MJIaHVETBCS peecTpalis

2) mpoBeeHi 10CIiIKEeHHs

2. MapmMakoJoris:

1) nepunHa hapmakouHaMika

2) BTOpHHHA (hapMaKoMHaMiKa

3) dbapmakonoris Ge3nexu

4) papmakonuHaMiyni B3aeMomit
3. ®apMaKoOKiHeTHKa:

1) aHanmiTHYHI METOMVMKY Ta 3BiTH 1010 iX
BasTiaaIii

2) BCMOKTYBaHHS

3) po3momin

4) meraboiizm

S5) BUBEICHHS

6) hapmakokiHeTHyHi B3aeMOii (oK TiHiUHi)
7) i apMakoKiHeTHYHI qocipKeH s

4. TOKCHKOJIOTIA:

TakK

+

Hi

SKIIO Hi,
00IpyHTYBaTH
32i0H0 00 n. 1.4
posoiny Il naxazy
MO3 gi0
26.08.2005 Ne 426
(31 sminamu) y
Mooynsx 4 ma 5
O/151 2eHepuKis ne
HAo0aomuvcs
pesyremamu
BACHUX
MOKCUKONO2TYHUX
ma
dapmaronoziunux
6Unpody6ans

HC HaJa€ThCsI
HC Ha/la€TbCA
HE HaOa€eThCsI

HE€ HamoaceTbCAa

HC HAaITa€eThCH

HE HAIaeThes
HE HAJIa€ThCA
HE HAa/IacThCs
HE HaJaeThes
HE HAJIa€ThCS

HE HagacTbCAa



1) TOoKCHUHICTB ¥ pasi 0MHOPA30BOTO BBEIEHHS
2) TOKCHYHICTb Y pa3i IOBTOPHHX BBEICHE

3) reHOTOKCHYHICTE:
in vitro

in vivo (BKIFOYAIOYH J0IATKOBY OIIHKY
3 TOKCHKOKIHETHKH)

4) KaHIIePOTeHHICTE:
JIOBFOCTPOKOBI IOCTi IKEHHS

KOPOTKOCTPOKOBI JOCIIiDKEHHS 260 HOCITimKeHHs
CEpPeIHBOI TPUBAIOCTI

JOAATKOB] JOCIIKCHHS

5) penpoayKTHBHA TOKCHYHICTh Ta TOKCHYHHIH
BILIMB Ha PO3BUTOK TIOTOMCTBA:

BIUTUB Ha (ePTHIBHICTD | paHHilt eMOpioHaTbHII
PO3BHTOK

€MOPIOTOKCHYHICTE
NpeHaTaabHa 1 [I0CTHATAILHA TOKCHYHICTh

JOCTIIKEHHS, IIPH SIKAX [perapaT yBOIUTHCH
IIOTOMCTBY (HECTATEBO3PIIIMM TBapHHAM) Ta/abo
OL[IHIOETECS BiJTAJIEHA [Iist

6) MiclieBa IepeHOCHMICTh

7) DOATKOBI TOCTI)KEHHS TOKCHYHOCTI
AHTUTCHHICTh (YTBOPCHHS aHTHTIN)
IMYHOTOKCHYHICTE

JIOCTIKEHHS MEXaHI3MiB il

JiKapchKa 3aJ1€XkKHICTh

TOKCHUYHICTh MeTaboIiTiB

TOKCHYHICTH JIOMIIIIOK

1HIIIE

Y o ¥, "p b

e g
5. BUCHOBKH 11010 TOK/IiHIYHOTO BHBYEH
3asBHUK (BJIaCHHUK 3 E {
peeCTpaniifHOro mocBiueHHs) (s

HE HaJacTbCAa

HC HalaeTbCAa

HE HaJaeThCA

HE HAIae€ThCs

HC HaaaeThCs

HE HaJaeTbCAa

HE HAJa€ThCA

HE HaacThCA
HE HaJIaeThbCAa

HEC HaJla€ThCs

HE€ HAaOaeThCs

HE HadacTbCA
HC HallaeThCs
HE Hala€ThCs
HC HaJaeThbCs
HEC HaJa€eThCsa
HC HaIaeTbCsa
HC HaIaeThCsAa

HE HaJa€ThCA
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