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1o Ilopsaaky npoBeeHHA eKCIepTH3H
peecTpauifHUX MaTepiaiiB Ha
JiKapchKi

3aco0H, 10O ITOJAIOTHECA Ha AEPKABHY
peecTpalilo (epepeectpailito), a
TaKOXX €KCTIEPTHU3H MaTepialiB npo
BHECEHHS 3MiH JI0 peecTpaIiiiumx
MaTepiaiiB npoTsroM aii
peecTpallifiHoro moCEi 4eHHs
(myHKT 4 pozainy VII)

3BIT

PO XOKJIIHIYHI JOCTiIAKeHHS

1. Ha3Ba nikapcekoro 3aco0y (3a HasiBHOCTI
- HOMED PEeECTPALiiHOTO MOCBITYEeHHS):

Ex3o-Tidin
Crpeli HamKipHuUi, po3unn, 10 mr/ma !
ITo 8 M1 a6o mo 15 M y uraxoni

ITo 1 dnaxony y kopo6ui 3 kKapToHy
in bulk no 10 st a6o mo 50 1y Gouni !

1) Tun nixapcekoro 3aco6y, 3a SKUM
IpoBoaMIacd abo MIaHy€eThCS PEECTpAIlis

I'iopunHmii Jikapceskmii 3aci6é

2) mpoBeieH] JOCIiKEHHS

Tak 0O Hi M saxmo =i, 06rpysTyBaTH

3rigno 3 Hakazom MO3Y Ne 426 Big 26.08.05 p. (31
3MiHaMu) THO peeccrpamiiinol dopmu Ha «nﬁpnnnun
Jikapcbkuii 3aci6» nepenGauae, mio peectpaniiine
JKOChE MICTHTH TOCHJAHHS HA  peecTpauiiiny|
indopmaniro (B gaHoMy BHUAAKY JOKJiHivHI
AOCHiiKeHHs), 10 MICTHTBCH Y  JOChe  Hal
pedepenTHHN npenapat, 3a YMOBH [IOBeIeHHH iX
eKBiBaJEHTHOCTI/aIbTEPHATHBHOCTI. I

3a ckaagoM [i04M0T Ta MONOMIKHHX pPEYOBHH
npenapar Exso-tidin, cnpeii mamxipumii, poztum,i’
10 mr/ma no 8 M a6o o 15 ma y durakoni y uopoﬁui;}
in bulk mo 10 a1 a6o mo 50 a y Gounmi Bigmomigae
pedepenTaomy mnpenapaty EK3OIEPHII®, poztum|
Hamgipuni, 1 % mo 10 ma, 20 ma a6o 30 ma ys'
¢aakoni; mo 1 duakony B Kaprommiii Kopodui
BHPOGHHITBA I'no6odapm ®apmanoiitime,
Hpopyknsiions-yux TIange- ascrezeapmadt m6X|
(BupobHuK npoaykmii in bulk, nakysanns), ABc"rpm,|
Cangoz I'moX-TexOne (Bignosigajbuuii 3a Bunycn
cepii), ABeTpis.




Bignosigue n0 Hacramosm CT-H MO3Y 42-
7.2:2018  «Jlikapceki  3aco0m. ,[[oc.ﬂi,mxeﬂﬂa|
GioexBiBanenTHocT», Momarox II, m. Jikapceski
3aco0l Mmicuesoi ail Ta MicHeBOro 3acrocyBaHHA:|
«Biomosa 8io RpO8edeHHA 00CNiINCEHHA |
bioeksieanenmuocmi in  vivo moxuce Oymu|
RPUHHAMHOIO y pa3i po3uuHie, HARPUKIAOD OuHUX |
Kpanens, HA3aAbHUX cHpeie abo HAWKIDHUX
DO3YUHIE, AKWO 0OCTIONCYBAHUT NIKAPCOLKUL 3aCi0 |
Hanexcums 00 0OHAKOB020 MURY po3uuHy (600HUIL
Yu oninnu) ma Micmumeo 0OHAKOGY
KOHuenmpauilo maxoi c Oilouoi peuoeunu, wio i
3ameepodcenuil Ha OGHUU wac nikapcskui 3acio|
(pepepenmmnuii  nikapcexuit  3aci6). Hesnauni
GiOXunenHa € CKAadi OONOMINCHUX peHoeuH
MONCYmb Gymu RpUIHAMHUMU, AKWO GIONO0GIOHI
Papmavesmuuni enacmueocmi docnioxcyeanozo
ma  pegepenmnozo  nikapcekux  3acobie €
ioenmuunumu abo cymmeeo cxoxcumu. Byov-axi
KinbKicHi ma AKicHI 6iOMiHHOCmMI 6 OonomixcHux|
pevosunax maiomov 0606°A3K060 Oymu 3ad06inbHO |
00IpynmoGani 3 mouKu 30py 6enauey Ha
mepaneemuuny exeisanenmuicms. Illnax ma
Ccnoci6 66e0eHHA Maomy Gymu maKoxdc maKumu sic,
AK I OJIA 3ameepoIHCceH020 HA OaHuii yac .uikapcmozoi
3aco0y (pepepenmnozo nikapcokozo 3acoby), AKWO
inwe He 06IpyHmosano». i

3Ba’kalouM Ha  BHIEBHKJIAJCHE, Maemo\
3a3HAYMTH, IO NAOCT/DKYBAHHH JTiKapchKHii 3aci0)
MAa€ TAKHH caMHii AKicHMIT Ta KiIbKicHMIA ckiajx
Ail090i PpeYOBMHHM, NLISX BBEIEHHH, @O il
pedepenTHHH  gikapchkmii  3acib, Ta  iioro
OioexBiBasIeHTHICTH He MOKe OyTH
MPOAEMOHCTPOBAHA Y JOCIVKEHHAX GiogocTynHOCTI
@rigno 3 Hakazom MO3Y Ne 426 Bix 26.08.05 p. (3
3sMinamu)). -Po3gin «Cuoci6 .3acrocyBanns Ta nozn»{
IHCTpYKmii  AJ  MEIMYHOIO  3aCTOCYBAHHS
AOCHIKYBAHOTO JHKAPCHKOro 3acofy TIOBHICTIO|
BiamoBizae iHCTpyKRITil b1l ¢ MEIHYHOIO|
3aCTOCYBaHHs pedepPEeHTHOrO JIKapchLKoro 3acody.

2. ®apmaxkooris:

1) nepeuHHa papmakoauHamika

HaHi He HaJaIOTHCA, OCKIIBKY BIACHI BUIPOOYBAHHSA

001pyHmyeanns)

2) BropuHHA apMakoauHAMIKA

JaHi He HamAIOTHCA, OCKIIBKH BIACHI BUIPoOyBaHHS

!
|
i
HE MMPOBOAUIIMCS (OU8. N. 2) npoeedeni 00CiONHCeH A - !
i
[
i
He IIPOBOUIIMCA (OU8. N. 2) npoeedeni O0CHiONCEeHHA - !

001pyHmMY6anHs)




3) papmakotoria Gesmexu

JlaHi He HaJAIOTHCS, OCKIIBKY BIIACHI BUIIPOOYBAHHS
HE IPOBOJUIHUCS (Ous. n. 2) npogederi 00CriONCenHs -
06rpyHmMy6anHs)

4) papmMakomUHaAMIUHI B3aEMOZIL

JlaHi He HaIAIOThCS, OCKUIBKH BJIaCHI BUIPOOYBaHHS

HE TIPOBOAMIIUCS (OU6. 1. 2) nposedeni 00CHiONHceHHs - |

00IPYHMYBAHHSA) i
|
|

3. ®apmakokiHeTHKA:

1) aHQIITHYHI METOXUKY Ta 3BiTH MO0 iX
BaJIi TaIlii

JlaHi He HafAXOThCA, OCKIIBKH BIACHI BUNPOOYBaHHS |
HE MIPOBOJHMIIACS (OU6. n. 2) npoeeoeri O0CHiONCeHH S - |
001pyHMY6anHs) ‘

2) BCMOKTYBaHHS

JlaHi He HanaArOThCs, OCKITBKH BIIACHI BUIIPOGYBaHHS
HE IIPOBOJUIIHCSA (OUB. N. 2) NPoGedeHi OOCHIONCEHHA -
06TpyHmMy6anus)

3) po3monin

|
|
JlaHi He HaIArOThCS, OCKIUIBKY BJIACHI BUIIPOOYBAHHS [
HE IIPOBOIUIHCA (0U8. N. 2) npoeedeni 00CNIONCEHHA -

00TpYyHmMYBanHs)

4) meTabomizm

JlaHi He HafalOTHCS, OCKIJIBKM BIIACHI BUIIPOOYBaHHA
HE IPOBOAUIHCS (OuUB. n. 2) npogederi 00ChiONCeHH - |
00IpyHmyeanns)

5) BuBeICHHSA

JlaHi He HamAIOTHCA, OCKIIBKY BIIACH] BUNIPOOYBaHHS |
HeE MIPOBOAMIIUCS (OUB. n. 2) npoeedeHi 00CHiONCeH S ~
06IpYHmMY8aHH5)

6) dbapMakoKiHETHYHI B3aeMOii
(ToxITiHIYHI)

JlaHi He HaJAIOThCS, OCKIIBKY BIIACHI BHIPOGYBaHHS
HE IPOBOAUIHCS (OUB. n. 2) Npo8edeHi OOCIIONCEHH -
06TpyHmMy8anHs)

7) iHIOi apMaKOKiHETHYHI AOCII KEHHS

JlaHi He HamAIOTHCA, OCKIIBKY BJIACHI BUNPOOYBaHHS
HE IPOBOAUIMCS (OU8. n. 2) npogedeni O0CRiON’CeHHS - |
obrpynmyearns) '

4. ToKCHUKOJIOTiA:

1) TokcHYHICTD Y pa3i 0MHOPa30BOro
BBEJICHHA

JlaHi He HaJAIOThCA, OCKITBKY BIIACHI BUIIPOOYBaHHs
HE IIPOBOAUIHCH (0U8. n. 2) npoeedeHi O0CNiONCEHHS, -
obIpynmyeanns)




[2) TOKCHYHICTH y pa3i HOBTOPHHX BBEJICHD

f

JlaHi He HAJAIOTHCA, OCKLUIBKY BJIACHI BHIIPOGYBAHHA
HE IpOBOAUIHMCA (0U8. n. 2) nposedeni O0CHiONCeHHA -
00TpYyHMY8aHHs)

3) FTEeHOTOKCHYHICTb:
in vitro

Jlani He HANAIOThCA, OCKLIBKY BJIACHI BHIIPOGYBaHHSA
He MMPOBOAMIIUCS (Ous. n. 2) nposedeni O0CHiONHceH A -
061pyHmyeanns)

in vivo (BKJIFOYAOYM JIOAATKOBY OIHKY 3
TOKCHKOKIHCTHKH)

JlaHi He HAATOTHCS, OCKINBKY BIACH] BUIPOOYBaHHS
HE IIpOBOAUINCA (0U8. n. 2) npoeederi 0OocnioxnceHHA -
06TpYHmMY8anHs)

4) KaHIIEPOTCHHICTh:

JlaHi He HAJAIOTHCSA, OCKUIBKH BJIACHI BAIPOOYBAHHS
He NPOBOIMIUCS (Ous. n. 2) nposederi O0CRiONCEHHA -
00IpyRmyeanns)

|IOBrOCTPOKOBI JOCITiMKEHHS

JlaHi He HaNAIOTHCS, OCKIIBKM BIACHI BUIIPOOYBAHHS
He IpoBOmMIMCA (Ous. n. 2) npogedeni 00CniodNceHHs -
06IpyHmysanns)

KOPOTKOCTPOKOBI JIOCIIiIKEHHS
ab0 JIOCITIIKEHHS CepeHbOI TPUBAIOCTI

JlaHi He HAAIOTHCS, OCKLIBKY BIACHI BUIPOOYBaHHS
HE IIPOBOUIHCSA (0U8. h. 2) npoeedeHi 00CAIONCEHHS -
06tpynmyeanns)

IOJATKOBI JOCHiKeHHS

JlaHi He HaJIAl0ThCS, OCKIJIBKY BIacHi BUIIPOOYBaHHS

06IpYHmMY6anns)

5) penpoIyKTHBHA TOKCUYHICTE Ta
TOKCHYHUH BIUIUB Ha PO3BHUTOK IIOTOMCTBA:

JlaHi He HA/TATOTHCS, OCKINBKY BIACHI BUIPOOYBaHHS
He IpoBoauHcs (0us. n. 2) npogedeni 00CnioNceHHs, -
0brpyHmyearns)

BIUIMB Ha QEPTHIBHICTD i paHHii
eMOpiOHAJIEHUM PO3BUTOK

Jlaui He HAZIAFOTHCS, OCKLIBKYA BIIACHI BUIIPOOYBaHHS
HE NPOBOIMIMCS (OU8. n. 2) nposedeni 00CHiONCeHHS, -
061pyHmMy8anns,)

eMOp1OTOKCHYHICTH

JlaHi He HaAIOTHCA, OCKIIBKY BIACHI BUIPOGYBaHHS
He npoBoaumuce (0us. n. 2) npogedeni 00ChiONCeHHS, -
006TPYHMYBaHHS)

IpcHaTaJIbHa 1 MOCTHATAIbHA TOKCHYHICTE

JlaHi He HaAIOTECS, OCKLUIBKY BIACHI BUIPOOYBaHHS

o61pyHmyesanns)

He MPOBOAUIIHUCS (Ous. n. 2) nposedeni 00CniONCeH s - |

He IpoBomuucs (0us. n. 2) npoeedeni 00cnioxncenus - |




TOCII/DKEHHS, TIPH AKX Ipenapar
YBOIHTBCS IIOTOMCTBY (HECTATEBO3PiIAM
TBapHHaM) Ta/a00 OIiHIOETHCS BiaganieHa
TTist

JlaHi He HaTAIOTHCS, OCKLUIBKH BIACHI BHIIPOOYBAHHS
HE IPOBOAMIHCSA (0U8. n. 2) npogedeni 00ChioxHcen s - |
obrpyHmyeanns) '

6) MiclieBa IepeHOCUMICTh

JlaHi He HanAIOThCA, OCKITBKY BIIACHI BUIPOGYBaHHSA
HE IPOBOAMIHCA (0us. n. 2) npogederi O0CHiONCeHH -
00IpYHMYBaNHs)

|

7) IOaTKOBI TOCIIIKEHHS TOKCHIHOCTI:

JlaHi He HaJAIOThCS, OCKIIBKY BJIACHI BUIPOOYBAHHS
HE IPOBOAMIIHCA (0U8. n. 2) npogederi 00CiONCeHHS -
obrpynmyeanns,)

AHTHTCHHICTH (YTBOPEHHSI aHTHTLII)

]

JlaHi HE HaZAIOTHCS, OCKIJILKY BIAacHi BUIPOOYBaHHS |
HE IIPOBOAMIMCS (0U8. n. 2) npoeederi O0CHiONCeHHS -
0b1pynmyeanns)

IMyHOTOKCHYHICTb

JlaHi HE HaJAIOTHCS, OCKINBKH BIACH] BUIPOOYBaHHS
HE IPOBOIUIHCA (0U8. n. 2) npoedeni 00ChiONCeHH
o0b6rpyHmyeanns)

l
|
-
|

JOCIIHKEHHS MEXAHI3MIB Iii

|
JlaHi He HAJIAIOTHCA, OCKIIBKY BIACHi BUNIPOOYBAHHS |

HE IIPOBOIUWITHCS (0U8. n. 2) npoeederi 00CRIONCEHHA -
061pynmyeanns,)

JTiKapchKa 3aJICKHICTh

JlaH1 HE HAJAIOTHCS, OCKINIBKY BJIaCHI BUIPOOYBaHHS
HE IIPOBOAMIHCA (0U8. n. 2) npoeederi O0CiONCeHHS -
0brpyHmysanns)

TOKCHYHICTE MeTabOITIR

JlaHi He HaAIOTBCS, OCKLIBKH BIIaCHI BUIPOOYBaHHS
HE IPpOBOMIIICS (0U8. n. 2) nposedeni 00CIONCeHHA -
06rpyHmysanns)

TOKCHYHICTH I[OMiI.HOK

JlaHi HE HaNAIOTBCS, OCKLIBKY BJIACHI BUIPOOYBaHHS
HE IIpoBOIHICS (0us. n. 2) nposedeni 00CHiONCEeHHA -
06IPYHMYBAHHS) |

igime

JlaHi He HAJAIOTBCS, OCKINBKY BJIACHI BUIIPOOYBAHHS ,
HE NPOBOAMIIUCS (0U8. n. 2) npoeedeni 0ocniodicenHs - i
061pyHmyeanns,)

5. BUCHOBKH IMOAO HOKIiHIYHOTO BHBYCHHS

3rignmo 3 Hakazom MO3Y Ne 426 six 26.08.05 p.
(31 3mimamH) THD peectpauiiinoi d¢opmu ma
«ribpuanmii  gikapceekuii  3acid» nepenfauae, mo|
peccrpaniiine  gochbe  MICTHTH  DOCHAAHHS  HA,

peecrpaniiiny indopmanmito (B ganomy lsumaJ:uqmI




MOKJIHIYHI J0CHi/KeHHS), 0 MICTHTHCH Y J0CHE ﬂa]
peepenTHHil npemapar, 3a yYMOBHM [JOBeJCHHSE IX
€KBiBAJIEHTHOCTI/2/ILTEPHATHBHOCTI.
Hocnmipkysanmii  Jgikapebkuii  3aci6  Bimosinac
pedepenTaoMy mikapehkomy 3acoly, OCKLILKH Mae,
TakMil camMHil AKICHHIT T2 KiNbKICHMI cKIax Ai09oi
PeYOBHHH, NLIAX BBEJACHHS, Mo i pedepenTHH
JikapchKkHi 3aci6 Ta iioro GioexmiBanenTHiCTL He
Moke OyTH MpOJEMOHCTPOBAHA Y HOCiMKEHHAX
biopocTynHocTi, Binnosinmo meo Hacramosm CT-H
MO3Y 42-7.2:2018 «Jlikapebki 3acobm.
Hocaipxenns GioexBiBanenrnoctri», Homarox II,

3asBHUK (BIACHHK
peecTpariifHoro
IOCBiTYEHH)

m. Jlikapceki 3acofm micueBof aif Ta MicueBoro
32CTOCYBAHHL. / /lL
/
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Honarox 30

1o IlopsaKy OpoBeJEHHA €KCIIEpTH3H
peecTpaLlifiHKX MaTepiatiB Ha TiKapCHKi
3aco0H, 00 MOJAIOTRCA Ha JAepPiKaBHY
PpEECTpaIlilo (IIepepeECTpaLliio), a TAKOK
€KCIIEPTH3H MaTepiayiB Ipo BHECEHHS
3MiH JI0 peecTpalliiiHux Marepiaiin
NPOTATOM il peecTpamiifHoro
HOCBiXIeHHT

(mynxt 4 posminy VII)

3BIT

IO KJiHIiYHe BUIIPOOYBaHHHA

1. HazBa sikapcpkoro 3aco0y (3a HasBHOCTI -
HOMED PEECTPALiliHOrO MOCBITYEHHS)

Ex30-Tidin

Chpeii HamkipHuii, po3aun, 10 Mr/ma

ITo 8 ma1 a6o mo 15 mu y duraxoni
ITo 1 paaxony y xopobui 3 kapToHy
in bulk mo 10 J ado mo 50 1 y 60uni

2. 3asBHUK ToBapucTBO 3 00MEXKEHOI BiANOBiTAaILHICTIO
«®apmManeBTHYHA KOMIIaHis «310poB'm»

|

- 3 . l

3. Bupo6uuk ToBapucrBo 3 o0MelkeHOI  BiANOBINAJLHIiCTIO

«®apmaneBTHYHA KoMNaHinA «3KopoB'a»

4. IIpoBenieHi JOCiIKEHHES:

TaKk 0 Hi Y
AKIIO Hi, O0IpyHTYBATH:

3rigno 3 Hakazom MO3Y Ne 426 six 26.08.05 p. (3i
3MiHAMH) THO peecTpamiiinoi dopmm Ha «ribpuaHmii
Jikapceknii  3aci0» mnepenbagae, wo peccrpaniiine
[Iocb€  MICTHTHL MOCHJIAHHA HA  peecTpaniiiny
inpopmanito (B maHoMy  BHOAAKY  KAiHivHI
AOCTIIAKEHHs), 0 MICTHTBCS Y I0Ch€ Ha pedeperTHHIi
npenapar, 3a YMOBH AOBeACHHS ix
eKBiBAJICHTHOCTI/a/ILTEePHATHBHOCTI.

3a ckaagoM Jil090i TA [IONOMDKHHX pevOBHH
npenapar Exso-tidin, cnpeii mamkipmmii, poalmn,!
10 mr/ma no 8 ma ado no 15 mut y draxoni y kopobui; ini
bulk mo 10 & a6o mo 50 a y Goumi Bigmominac
pedepentiomy mnpenapary EK3OJAEPHJI®, posunn|
namkipauii, 1 % mo 10 mu1, 20 ma a6o 30 ma y paaxoni;|
no 1 duaakony B xaprouHiii xopobui BHPOGHHITBA
InoGodapm  ®apmanoiitime  IIpogyxusiions-yus|
lange- ascresenbmadT M6X (BHpOGHHK npoxykmil ini

bulk, makysanus), ABcrpis; Canpgos I'wm6X-TexOme|
(BigmosiganLumi 32 BHOYCK cepii), ABcTpin. ’




anonumo bi (1) HacTaHonn CT H MO3Y 42-
7.2:2018 «Jlikapcbki  3acobm.  Tocaimkenns
GioexmiBasmenTHocT, [Jomarok II, m. Jlikapceki
3aco0m MmicmeBoi ail Ta micmeBoro 3acrocyBaHHs:|
«Biomoea 8i0 npoeedoeHHA docnioxncennn |
bioekeieanenmnocmi in  vivo  Moxce Gymu
RPUUHAMHOW y pa3i pO34UHIe, HANRPUKIAO OYHUX
Kpanens, HA3QAbHUX cnpei¢ abo HAWKIDHUX
po34uHie, AKWO O00CNIONCY8anuil niKapcoKuil 3aci
Hanexcums 00 0OHAKOBOZ0 MUNY PO3YUHY (800HUIE
Yu onitinuil) ma micmums 0OHAKOGY KOHUeHmMpauilo
maroi Jc 0iloyoi pewosunu, wio i 3ameepoxNceHuli Ha
danun 4ac nikapcekuii  3aci6  (pepepenmuuii
Jiikapcokuii 3aci6). Hesnauni eioxunenna ¢ cknaoi
O0ONOMINCHUX PevosuH MOdHCYymb oymu |
RPUUHAMHUMU, AKULO 6iOnoeioHi papmaueemuuni|
enacmueocmi 00CNiONHCYBAHOZ0 ma pe¢epenmuozo|
JIKAPCLKUX 3acobie € ideHmuuHumMu abo cymmeeo|
cxoxncumu.  Byov-aki  kinokichi ma  AKicHi
GIOMIHHOCIMI 6 OONOMINCHUX pPEYOBUHAX MAalomob
0006’A3Kk060 Oymu 3a006iNbHO 06IPYHMOGANHI 3
MouKu  30py  6nauEy HA  MEPANEGMUYUHY
exeisanenmuicme. Illnax ma cnoci6 eeedennn
Mawomes Oymu maKodc MAKUMU MHc, AK | 0aA
3ameeporceno020 Ha OaHUU 4ac NiKApcoKoz20 3acoby|
(pepepenmmnozo nixkapcokozo 3acoby), AKkwio inwe He
00IpyHMOBAHON.

3Baxai0u Ha BHIIEBHKJIAAeHE, MACMO 3a3HAYMTH,
MO JOCTIIKYyBaHMH JTiKapchbKkHE 3aci0 Mae Takuit
camMuii fKiCHHA Ta KIIBKICHHH CcKJaag Jirogol
PE€YOBMHH, MIJISIX BBENCHHS, IO M ped)epeﬂTmm
JikapcbkHii 3acif, Ta iioro GioexkBiBajeHTHIiCTDL He
MOke OyTH @IpOIEMOHCTPOBAHA Y IIOCJIIIDKCHHSIX|
GiomoctymHocri Grimpo 3 Haxazom MO3Y Ne 426 Bin
260805 p. (@i smimavm)). Posmin  «Cmocif
3aCTOCYBaHHS Ta J03W» IHCTPYKIIl s MeIHIHOIo
3aCTOCYBAHHA NOCHIKYBAHOIO JIKApPCHKOro 3acofy!
MOBHICTIO BiANoOBiZae iHCTpywkumii s MeIHYHOrO
3acTocyBaHHs pedepeHTHOrO JiKapchKoro 3acoy.

1) Tum nmixapchkoro 3aco0y, 3a SKuM
IIPOBOMIIAC ab0 IIAHYETHCS PeECTpallis

I'iopuaamii dikapcskmii 3aci6

5. IloBHa Ha3Ba KIIHIYHOTO BUIIPOOYBAHHS,
KOZIOBaHWH HOMeEP KJIiHIYHOTO BUIIPOOYBaHHS

Jlani He HaJalOThCsA, OCKUIBKH BIIACHi KJIlquHll
BHITPOOYBaHH:A [ Jo3yBaHHA 100 Mr He mpoBoMIHCH|
(ous. n. 4 Ilposedeni docniosxcenns - 06IpyHMY6anHS)

6. ®a3a KIHIYHOTO BUIIPOOYBAHHS

Jlani He HA#alOTBCSA, OCKUIBKM BIIACHI KJIHIYHi|
BUNpoOyBanHs Wi Ao3yBaHHs 100 Mr He mpoBommHCs|
(oue. n. 4 IIposedeni 0ocniddicenns - o6TPyHMy6anHs,)




7. Ilepion poBeqeHHS KITiHIYHOTO
BHIPOOYBaHHI

JaHi He HajalTbCA, OCKIIBKH BJIACHI KniHit{Hi!

BUOPOOyBaHHs [ o3yBaHHsA 100 Mr He IpoBOIHIHCS]
(Ous. n. 4 IIposedeni Oocnidoicenns - 06TPYRMyBaHH)

8. Kpainu, sie mpoBoauiocs KiiiHiuHe
BHNPOOyBaHHS

Hani He HamarOTbCI, OCKUTBKM BJIAcHi KJIiHquii
BUNPOOyBaHHA i Ko3yBaHHsa 100 MT He TIPOBOJIHIIHCS,|
(Ous. n. 4 Ilposedeni docniodcenns - obIpymysanns)

9. KinpkicTh JocipKyBanux

Jlani He HaNAIOTBCSA, OCKUILKM BIAcHI KITiHIYHI
BHLIPOOYBaHHA /i o3yBaHHSA 100 MI He IPOBOIMIIHCS
(Ous. n. 4 Iposedeni docniodicenns - obIpyHmysanns)

10. Mera Ta BropusHi i1 KJIiHI9HOTO
BUIIPOOYBaHHS

JaHi He HajgalOTbCA, OCKINIBKH BIACHI KIIHIYHI
BUNPOOyBaHHA 11 fo3yBaHHsA 100 Mr He IpoBOMIHCS
(0us. n. 4 IIposedeni docnioscenns - 06TPYRMY6anHs)

11. JTu3aiin kninidHOTO BUNPOGYBaHHS

Jlani He HajarOThCI, OCKUIBKM BIACHI KJIiHIYHI)
BUIIpOOyBaHH: M1 Jo3yBanHs 100 Mr He mpoBoauIHCH|
(Oue. n. 4 IIposedeni docnioncenns - o6Ipynmysanns) |

12. OcHOBHI KpUTEpil BKIIOYEHHS

Jlani He HaJalOThCHA, OCKINBKA BIACHI  KJIHIYHI|
BUIPOOyBaHHA 111 Ao3yBarus 100 MI He IPOBOIMITHCS|
(oue. n. 4 IIpogedeni 00cniocncenHs - 0BTpYHMY6aHHS)

13. NocaimxyBanuii rikapcekmii 3acio,
CII0Ci0 3aCTOCYBAaHHS, CHIIA il

Jani He HajmarOThCA, OCKUIBKM BIAacHI KIiHiuHi
BUNpoOyBaHHA 18 go3yBaHHA 100 wMr He
OpoBOAMIHCA (Ous. n. 4 Ilpoeedeni Odocniddicenus -
06TpyHmMy8anns)

14. IIpenapar mopiBHsIHHS, 1033, CIIOCIO
3aCTOCyBaHHA, CHJIA il

Jlani He HaAJalOTBCS, OCKIMBKM BJIAcHi KJTiHi‘IHii-
BUIIPOOYBaHHA 1 Ho3yBauHsa 100 Mr He nposommucx
(Ous. n. 4 IIposedeni docniOscenns - o6TpyHmMyeanHs)

15. CymytHs Teparis

y
Jlani He HagalOThCSA, OCKUIBKM BIACHI KIiHIYHI|
BUIIpOGyBaHHs st o3yBanHsa 100 Mr He mpoBomMIHCs)

(ous. n. 4 Ilpogedeni docnioxcenns - 06TPyHMy6annus) El

16. Kpurepii oninku edexTrBHOCTI

Jlani He HamalOTBCA, OCKUIBKA BIACHI KIiHIUHi
BUITPOOyBaHHA st no3yBadus 100 Mr He mpoBOAMIMCS
(Ous. n. 4 Ilposedeni docnioscenns - ob6IpyHmyeans)

17. Kputepil oninku Ge3nexn

Jlani He HajalOTBCA, OCKUIBKM BJACHi  KIiHiumHi|
BUIIPOOYBaHHA JIsi Ko3yBaHHs 100 Mr He IpoBOMHIHCS)
(Oue. n. 4 IIposedeni docnioocenns - obrpynmyeanns) |

18. CrarucTiuni MeTou

Jlani He HamalOTBCA, OCKINBKM BlAcHI KIIiHIUHi
BUNPOOYBaHHA 11 fo3yBaHHs 100 MI He IPOBOMHITHCS
(Ous. n. 4 IIposedeni 00cniONceHHs: - 0BTPYHMYEaHHS)




19. Memorpadiuni mokazHHKH

TOIIIO)

JOCIIHKYBaHOI IOl (CTarh, BiK, paca,

Jlani He HaJarOTBCH, OCKIIBKM BIAacHi KIiHIYHI
BHANPOOyBaHHS /Ui No3yBaHHs 100 MTr He IPOBOIHIIHACS
(oue. n. 4 IIposedeni 0ocniodcents - 0OTPYHMYBaANHA)

20. Pesynsrarty eeKTUBHOCTI

Jlani He HajmarOThed, OCKUIBKA BJACHI KITiHivH]
BunpoOyBaHHs i 1o3yBaHHS 100 Mr HE IPOBOIUITACS
(ous. n. 4 IIpogedeni docniodcenns - 06TPYHMYBaHHs)

21. Pesynbraru Ge3nexu

Jlani He HagaroThCA, OCKLUIBKH BJIaCHi KITIHIYHI
BHIIPOOYBaHHS UIst f03yBasHs 100 MI' He IPOBOIHIHCS
(ous. n. 4 [Iposedeni 0ocniddicenns - 06TPYHMYBanHs) ‘

22. BuCHOBOK (3aKIIOYCHHS)

Jrizno 3 Hakazom MO3Y Ne 426 Bix 26.08.05 p!
(3i 3minamMm) THHD peecTpamiiinoi ¢opmH Ha
«ri0puannit  JkapchkHii  3aci6» mepeabagac, mo
peecTpaifiiine Joch€ MICTHTh TOCHIAHHS  HA
peecTpamiiiHy indopmanito (B JaHOMY mmamcy[
KJIIHIYHI JOCTiKeHHsI), MO0 MICTHTBCA Y J0ChE Ha
pedepeHTHHH NpeNapaT, 3a YMOBH [OBEICHHS lX
€KBIBAJIEHTHOCTY/aIL TEPHATHBHOCTI.

HocnimxyBanuii  JrikapchkHii  3acid  Bignmosizac
pedepeHTHOMY JliKapchbKoMy 3aco0y, OCKIILKH MAa€
TakHii caMuii siKicHMH Ta KUTLKiCHHH ckiax Jixo4oi]
PevOBMHM, LUIAX BBEICHHHA, MO0 H pedepenTHMii
JiKapcehbKHil 3acid Ta ioro OioexBiBasieHTHICTL He
Mo:ke OyTH TIDOIEMOHCTPOBAHA Y [AOCIHIIKEHHSX
Oiomocrynnocti, Bigmosimmo g0 Hacranosm CT-H
MO3Y 42-7.2:2018 «Jlikapebki 3aco6m. docaimkenns
bioexsiBanienTHocri», MHomarox II, m. .]Iil{ap(:l;l{ii,

)

. s _ses . |
3aco0u MicueBoi il Ta Myjmm?p 3acToCyBaHHH. f
|

3asBHHUK (BITaCHHK
peecTpaniifHOro MOCBi TISHH)

PoMach Oxodua Bacuiaipaa

(LLB.)






