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oo HOpSIJIKy IIPOBEACHHA EKCIIEPTH3IH
peecTpalliiiHuX MaTepiamis Ha
JKapchKi

3aco0H, 1110 MO/IAIOTEC Ha IepPiKaBHY
peecTpallifo (nepepeecTpaiir), a
TaKOX EKCIIEPTH3M MarepialiB mpo
BHECEHHs 3MiH J0 peecTpauifHuX
MarepiaiB MPOTATOM [l
PEECTPaIiHHOTO TTOCBiTYeHHS
(myHkT 4 posminy VII)

3BIT

PO AOKJIHIYHI JOCTiIKeHHS

1. HazBa mixapcekoro 3aco0y (3a
HasBHOCTI - HOMEp PeECTpaIlifHoro
TIOCBiTYEHHS )

MOMETA3O0H-310POB's1

Cupeii nazanbHMil 1030BaHHA#, cycneH3is,
50 mxr/mo3y

ITo 60 xo3 a6o mo 140 x03 y durakowi 3i cpeii-
HACOCOM Ta 3aXHCHHM KOBIAYKOM

ITo 1 paaxony y xkopobui 3 kapToHy

1) Tun nixapcekoro 3aco0y, 3a SKAM
npoBouiiacs abo IUIaHYETBCS PEECTPAITis

I'iopupanii dikapebkmii 3acié

2) MpOBEAEHI HOCIiKEHHS

Tak O Hi M sximo =i, 06rpyHTYBaTH

3rigno 3 Haxazom MO3Y Ne 426 Bix 26.08.05 p. (3i
3MiHaMH) THII peecTpaniiiHol popmMu Ha «riGpuIHAI
JikapchKkmii 3aci0» mependavae, mo peecTpaniiine
HOCBE MICTHThL TOCH/JaHHS Ha peecTpaniiiny
iHpopmaniro (B JaHOMY BHIOAIKY MOKJIiHIYHI
HOCTiIKeHHS), 1IN0 MICTHTBCH Y [0CHE HA
pedepenTHMii npenapar, 3a YMOBH JOBeNeHHS ix
€KBIiBAJICHTHOCTI/a/JIbTePHATHBHOCTI.

3a ckigagoM [Jilo4oi Ta JONOMDKHHX pevYOBHH
npenapar  MOMETA30OH-3IOPOB'SI, cnpeii
Ha3aJbHHH 1030BaHHH, cycnensia, S0 mMkr/mosy mo
60 mo3 abo mo 140 mo3 y duiakoni y xopobui
BiamoBinae pedepeHTHEM npenaparam:
HA3OHEKC®, cnpeii Ha3zajJbHHIA, 1030BaHHMH,
56 mkr/mosy, mo 18 r (140 pmo3) cycmemsii y
noJrieTHyieHoBOMy (UIaKOHI 3 /I03YI0YHM HACOCOM-
PO3NAIIOBa4YeM, 3aKPHTHM  KOBIAYKOM; 110




1 ¢naxony y xaprousiii kopo6ui Ta HA3OHEKC®
CHHYC, cupeii HA3aJIbLHHH, T030BAHMIA,
30 mxr/mosy, mo 10 r (60 po3) cycmemsii y
noJlieTH/IEHOBOMY (IaKOHI 3 [J03yI0YHM HACOCOM-
PO3NMIIOBAYEM, 3aKPHTHM  KOBIAYKOM; IO
1 ¢aakony y xapromniii wopo6ui BHUpOGHHITRA
Liepinr-Ilnay JlaGo H.B., Beasrin MCJ
Iarepuemmnia I'm6X (dinis Cinranyp), Ciaramyp.

3rigno bi (1 Jirouux Hacranos EMA
(EMEA/CHMP/QWP/49313/2005 Corr, CPMP/EWP/
OWP/1401/98 Rev. 1/Corr, CPMP/EWP/239/95 Rev. 1) Ta
y BigmoBignocri go Hacramoeun CT-H MO3Y
«Jlikapcbki  3acofm. @apmaneBTHYHA fKiCTH
npenapariB g iHraJanoii  Ta  Ha3aJdbHHX
npenapartis»  0yJ10  NpOBeIEHO  JOC/IKEHHS
BCTAHOBJIEHHS €KBIBaJIEHTHOCTI (B3a€M03aMiHHOCTI)
in vitro, mo CKJIAIA€ThCH 3 JmoKasy
GioapmaneBTHYHOI AIKOCTI MK JOCTIKYyBaHMM Ta
peepeHTHHMH penapaTaMH.

2. ®apmakoJoris:

1) nepBuHHa (hapMakoqHHAMIKa

JlaHi HE HAAIOTECSI, OCKI/IBKA BIIACHI BUIIPOGYBAaHHS
HE IIPOBOIHUIIUCS (Ous. n. 2) npogedeni Q0ChiodNceHs -
0b1pyHmyeanns)

2) BropuHHa (hapMakoTHHaAMIKa

JlaHi He HaNAIOTHCS, OCKIIBKH BIACHI BAIPOOYBAHHS
HE IPOBOJAWIINCSA (OU6. H. 2) nposedeni 00CHIONCEHH -
061pyHmyeanns)

3) dbapmaxomoris 6e3nexu

JlaHi He HaNAIOTECS, OCKIIBKH BIACHI BUIIPOGYBAHHS
HE IIPOBOAWINCS (Ous. n. 2) nposedei O0CHiONCEHHS -
06IpYHmMYBaHHs)

4) dapmakomuHamMivyHi B3aeMomil

JlaHi He HaNAIOTHCS, OCKINBKH BIIACHI BUIIPOOYBAHHS
HE IIPOBOUIMCS (Qus. n. 2) npoeedeni 00CnioNceH s

— 06IpYHmMy8aHHsA)

3. ®apMaKoKiHeTHKA:

1) aHAIITHYHI METOIMKH Ta 3BiTH MO0 IX
BaJTi Jarii

JlaH1 He HaAlOTHCS, OCKIIBKH BIIACHI BUIIPOOYBAHHS
HE MPOBOIUIIUCH (OU8. n. 2) nposedeni O0CHIONCEeHHS
— 061pyHmysanHs)




2) BCMOKTYBaHHS

JlaHi He HaATOTECSA, OCKINBKY BJIACH] BUIPOGYBaHHS
He IPOBOJUIIHCS (OU8. n. 2) npogedeni 00CHIONCEHHA -
061pyHmy8eanHs)

3) posnoain

JlaHi He HaMAKOTHCA, OCKIJIBKH BIIACHI BUIPOOYBaHHS
He [IPOBOJUIINCS (Ous. n. 2) nposedeni 0ocnioncenns -
061pyHmyeanns)

4) metabomizm

JlaHi He HaNAIOTECS, OCKLIBKH BIIACHI BUIPOGYBaHHS
HE MPOBOIMIIUCH (Oug. n. 2) nposederi 00CIONCEHHA -
0b1pynmysanHs)

5) BUBE/IEHHS

Jlani He Ha/JArOTHCS, OCKITEKY BJIACHI BUIIPOOYBaHHS
HE IIPOBOIUIIUCS (Ous. n. 2) npogedeni 00CHioONceHHs, -
obrpynmyeanns)

6) bapMakoKiHeTHYHI B3aeMOIii
(moxtiHivHi)

Jani He HaJAIOTHCSA, OCKIILKH BIIaCHi BUIPOGYBaHHS
HE IIPOBOAUIIHCS (OU8. n. 2) nposedeni 00CioHNCeHHs -
001pynmyeanns)

7) igmi hapMakoKiHETHYHI JOCITiKEHHS

JlaHi He Ha/JAIOTHCS, OCKIIBKH BIACH] BUIIPOGYBaHHS
HE IPOBOJIHIIUCS (Ous. n. 2) npoeedeni 00CHiONCeHHS -
obtpynmyearn:is)

4. TokcuKOmOTis:

1) TOKCHYHICTE y pa3i 0qHOPa30BOTO
BBEJICHHA

Jlani He HaTAIOTBCA, OCKUIBKH BIIaCHI BEIIPOGYBaHHS
He [IPOBOAUIHNCS (Ous. n. 2) npoeedeni 00CHiONCeHHs -
obrpynmyeanns)

2) TOKCHYHICTb Y pa3i IIOBTOPHHX BBEIEHD

Jlani He Ha/]AOTHCS, OCKITEKY BJIACHI BAIPOOYBaHHS
He MMPOBOIHIINCS (Ous. n. 2) nposedeni 00CnioNHcenHs -
obrpynmyeanns)

3) reHOTOKCHYHICTE:
in vitro

JlaHi He HaNAIOTHCA, OCKLIBKA BIIACHI BHIIPOOYBaHHS
He MPOBOAUIHUCH (0us. n. 2) nposedeni Q0CHiONCeHHS -
061pyHmyeanHs)




in vivo (BKJIOYArOUH JJOIATKOBY OLIHKY 3
TOKCHKOKIHETHKH )

J'7H1 He HAAIOTHCS, OCKUIBKH BJIACHI BUIIPOOYBaHHS
He IpoBoaHIHCA (OUs. n. 2) nposederi O0CHiONCeHHA
— 0OIpyHmysanns)

4) KaHIIEPOTEHHICTh:

JlaHi He HaAIOTHCA, OCKINIBKH BIIACHI BUIIPOOYBaHHS
HE IIPOBOIUIMCA (Ous. n. 2) npogedeni 0OCIONCEHH -
061pyHmMy6anHs)

JIOBTOCTPOKOBI JIOCII IDKEHHS

JlaHi He Ha/IAlOTHCA, OCKUIBKH BJIACHI BHIIPOOYBaHH
HE MPOBOAMIIKCA (Ou6. n. 2) npoeedeHi OOCHIONCEHHS -
00IpyHmy8ans)

KOPOTKOCTPOKOBI JIOCIIi/DKEHHS
ab0 NOCIIiIKeHHS CepeIHBOl TPHBAIOCTI

JlaHi He HaJlalOTHCS, OCKIIBKH BIaCHI BUIIPOOYBaHHS
HE IIPOBOJHIIUCH (0u8. n. 2) nposederi 00CNiONHCeHHS -
06Ipynmysans)

IIONATKOBI1 TOCIIIiKEHHES

JlaHi He HaJArOThCsA, OCKUIBKH BIIACHI BUIPOOYBaHHA
HE IIPOBOIMIIKCH (Ous. n. 2) npogedeni 00CiONCeHHs -
0brpynmyeanns)

5) penpoayKTHBHA TOKCHYHICTh Ta
TOKCHYHHH BIIJIMB HA PO3BUTOK
[IOTOMCTBA!

JlaHi He HaAIOTHCS, OCKLIBKH BIAacHI BUIIPOOYBaHHS
HE IPOBOIUIHCS (Ous. n. 2) npogedeni 00CiONCeHHS -
0bIpyHmysanHs)

BIUTUB Ha GEPTUIBHICTE i paHHi#
eMOpiOHATBHAN PO3BHTOK

JlaHi He Ha/JalOThCA, OCKIIBKY BJIaCHI BHIIPOOYBaHHS
HE IPOBOJMITKCH (OUs. n. 2) nposederi 00CNiONHCeHHA -
obipynmyeanns)

eMOpPiIOTOKCHYHICTE

JlaHi He HaIAIOTHCS, OCKIJIBKE BJIACHI BUIIPOOYBAHHS
HE IpOBOIWIHCA (OuUs. n. 2) nposedeni 00CHiONCEHH -
0brpynmysants)

IIpeHaTalbHa i TOCTHATallbHa TOKCHYHICTh

JlaHi He HaJArOTHCS, OCKLIBKY BIIACHI BUIIPOOYBaHHS
HE MPOBOIUIHCA (OU6. n. 2) npoeederi 00CIONCEHHS
— 0b1pYHmMYB8aHHS)

JOOCHIJIKEHHS, IIPU SIKUX Iperapar
YBOIMTBCS TIOTOMCTBY (HECTATeBO3PiIAM
TBapuHaM) Ta/ab0 OIHIOETHCH BiIIaIeHa
st

Jlani He HaJAIOTHCs, OCKUIBKH BIIaCHI BUIIPOOYBaHHS
HE NPOBOIMIIKCA (Oug. n. 2) npoeedeni 00CHiONCeHHS -
0bIpynmyeanns)

6) MiclieBa IIEpEeHOCHMICTh

JiaHi He HaJalOTHCS, OCKUTBKH BIacHi BUIIPOOYBaHHS
HE POBOMITHCH (Ous. n. 2) npoeederi 00CNIONCEHHS -

00TPYHMYBAHHA)




7) IOOATKOBI JIOC/IIKEHHS TOKCHYHOCTI:

Jlani He HafAIOTHCSI, OCKIIBKM BJIACH] BUIIPOOYBAHHS
HE IPOBOIUINCS (Ous. n. 2) npogedeni 00CHioNceHHs -
ob1pyHmyeans)

AHTHTCHHICTh (YTBOPEHHS aHTHTIJI)

Jlani He Ha/[ar015CS. OCKLTBKH BIIACHI BUIPOOYBAHHS
He IPOBOAUIIHCH (Ous. n. 2) npoeedeni 00CniOHNCeHHS -
061pyHmyeants)

IMYHOTOKCHYHICTB

Jlani He HaJAIOTHCs, OCKLIBKH BIacHi BUIIPOOYBaHHs
He NPOBOIUITUCS (Ous. n. 2) nposedeni 0ocniodicenHs -
0brpyHmysanHs)

JIOCII/DKEHHI MeXaHi3MiB il

Jlani He HaArOTHCA, OCKLIBKH BIIacHI BUIPOOYBaHHS
He npoBopuics (Ous. n. 2) npogedeni 00CHiONCeHHS -
061pYHMY8anHs)

JiKapchKa 3aJIeXHICTh

Jlani He Ha/AIOTHCA, OCKIJIBKM BIIACHI BHIIPOOYBaHHS
HE IPOBOMIUCS (Ous. n. 2) nposedeni OoChiONcen s -
00TpYyHMYy8aHHS)

TOKCHYHICTH METa0OJIIITIB

JlaHi He HaTAIOTHCS, OCKIJIBKY BIIACHI BHIIPOOYBaHHS
HE IPOBOIWIHCS (Ous. n. 2) nposedeni 00CioNceHHs. -
obIpynmysanus)

TOKCHYHICTH JOMIIIOK

| JlaHi He HaJAlOTHCSI, OCKUIBKH BIIaCHI BUIPOOYBaHHS

HE IPOBOJIUIINCS (OUS. n. 2) nposedeni 00CHiONCeHHS -
0bIpyHmysanns)

iHIIE

JlaHi He HaAIOTHCS, OCKIIBKH BIACHI BUIPOOYyBaHHS
He IIPOBOMMIIKCE (Ous. n. 2) npoeedeni 00CniONCceHHs -
obtpyHmysanns)

5. BHCHOBKH 010 JOKITiHIYHOTO
BHBYEHHS

3rigno 3 Haxazom MO3Y Ne 426 Bix 26.08.05 p.
(31 3mimamu) THO peecTpauniiiHoi ¢opMu Ha
«ri0paaauii Jgikapcbkmit 3aci6» mnepexfauae, mo
peecTpaniiiHe [0ch€ MICTHTH TIOCHJIAHHS HA
peecTpaniiiny indopmanico (B JaHOMy BHIAAKY
AOKTIHIYHI JoCTiKeHHS), 0 MICTHTHCH Y I0ChE HA
pedepeHTHHII npenapart, 3a YMOBH /[OBENeHHSH iX
eKBiBaJIeHTHOCTI/a/IbTEPHATUBHOCTI.

3rinHo g0 pgiunx Hacranob EMA
(EMEA/CHMP/QWP/49313/2005 Corr, CPMP/EWP,
OWP/1401/98 Rev. 1/Corr, CPMP/EWP/239/95 Rev. 1) Ta




y BigmoBigmocti g0 Hacramosm CT-H MO3Y
«/likapcbki  3acofu. @apmaneBTHYHA sKicThL
npenapartiB  Aa8  iHragasoiii  Tta  Ha3adBHHX
npenapariB»  0yJ0  NpOBEIEHO  JOC/IIKEHHSH
BCTAHOBJ/IEHHSI €KBiBaJIEHTHOCTI (B3a€Mo3aMiHHOCTI)
in vitro, MO  CKIAKAETBCH 3 [0KA3ly
GiogapmManeBTHIHOI AKOCTI MK JOCTIKYBAaHHM Ta
pedrepeHTHUMH NpenapaTamMmu.

)

. yd

3asiBHHEK (BJIACHHK
peecTpaniifHoro NoCeiUeHHs)

(L1 B.)

OMa(:V caHa BacujiBHa
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no Iopaaxky MpoBeJEeHHS eKCIIePTH3H
peecTpaliiiHiIX MaTepialiB Ha JiKapchKi
3aco0H, IO MOJAITECA Ha JEPKABHY
peecTpalliio (epepeecTpalliio), a TAKoK
€KCIIEPTH3H MarepiaiiB Ipo BHECEHHA
3MiH [0 peecTpaliifHuX MaTepiaiB
MPOTATOM il peecTpaliiiHoro
TOCRiMUEHHA

(myHKT 4 po3nimy VII)

3BIT

Npo KJIiHiYHe BHNPOOYyBaHHSA

1. Ha3pa nikapcekoro 3aco0y (3a HasBHOCTI
- HOMEp PeECTPAIiifHOTO MOCBIT4eHHS)

MOMETA30H-310POB'S1

Cupeii HazaIbHHIH 1030BaHHI, CycleH3is,
50 Mxr/mosy

ITo 60 xo3 a6o mo 140 xo3 y duraxoni 3i cpeii-
HACOCOM Ta 3aXHCHHM KOBIIAYKOM

IIo 1 duakony y kopoOu1i 3 KapTOHY

2. 3asBHUK ToapucrBo 3 00MelkeHOI0 BiANOBiZAJLHICTIO
«@®apmaneBTHYHA KoMmaHig «3gopoB'a»
3. Bupobuuxk TopapucrBo 3 o00MelkeHOI0 BIANOBIZAJLHICTIO

«®apmaneBTHYHA KoMIaHig «310poB'm»

4. ITpoBeneHi TOCITiIKEHHS:

Tak 0 Hi M
SIKINO Hi, OOTPYHTYBaTH:

3rimno 3 Hakazom MO3Y Ne 426 Bix 26.08.05 p.
(3i 3mimamu) THO peectpaniiinoi d¢opMH Ha
«ribpuaamii  gikapebknii  3acib» nepexbauae, mo
peccTpaniline 0Cbé MICTHTL NOCHJAHHS  Ha
peecTpaniiiny indopmanilo (B JaHoMy BHOAIKY
KJIHIYHI JOCTiKeHHs), MO0 MICTHTLCA y A0ChE HA
pedepeHTHHI mNpenmapaT, 3a YMOBH /IOBEIEHHS iX
€xBiBaJEHTHOCTI/AJbTePHATHBHOCTI.

3a ckaagoM gil040i Ta JONOMIKHHX pPEYOBHH
npenapar  MOMETA3OH-310POB'Sl, cmpeit
Ha3a/IbHHH [J030BaHHii, cycnmensig, 50 Mkr/mosy mo
60 mo3 a6o mo 140 mo3 y duakoni y kopobui
Bianmoimae pedepenTHIM npenaparam:
HA3OHEKC®, cnpeii Ha3albHHi, 1030BaHHIL,
50 mxr/mosy, mo 18 r (140 pmo3) cycmemsii y
NOJIieTH/IEHOBOMY (MIaKOHiI 3 J03yI0YMM HACOCOM-
PO3NHIIOBaYeM, 3aKPHTHM  KOBHAYKOM;  IIO
1 ¢uraxony y kapronniii kopooui ra HASOHEKC®

CHUHYC, cnpeit Ha3aJILHUH, JI030BaAHUIA,




30 mxr/mosy, mo 10 r (60 mgo3) cycmemsii y
NOJIieTHICHOBOMY ()IaKOHi 3 [03yHYHM HACOCOM-
PO3NHIIOBAY€eM, 3aKPHTHM KoOBHadukoMmM; mo 1
(¢aakoHy y kapToHHiii Kopobui BHpoGHHNTBA
Ilepinr-Ilnay Jla6o H.B., bBeasrin MC]
Inrepuemnn I'm6X (¢pinis Cinramyp), Cinramyp.

3rizno g0  pmitoumx  Hacramos  EMA
(EMEA/CHMP/QWP/49313/2005 Corr, CPMP/EWP
OWPF/1401/98 Rev. 1/Corr, CPMP/EWP/239/95 Rev. 1) Ta
y BignoBigHocri no Hacramosm CT-H MO3Y
«/likapebki  3aco0m. @apManeBTHYHA SAKICTH
mpenaparie sl iHraasniii  Ta  Ha3’aJbLHHX|
npenapatiBy  OyJ10  npoBexeHO  JoCTiTKeHHS
BCTAaHOBJ/ICHHS €KBIBaJIEHTHOCTI (B3aeM0O3aMiHHOCTI)
in vitro, mo CKJIAJAEThCH 3 H0Kazy
GiopapmManeBTHYHOI IKOCTI MK JOCTKYBaHMM Ta
pedepeRTHIMHE NpenapaTamH.

1) Tun nikapceKoro 3acoby, 3a AKHM
npoBoamiacs abo IIaHyeThCS PEECTpallis

I'iopuanamii gikapebkmii 3aci6é

5. IloBHa Ha3Ba KIIiHIYHOIO BUIIPOOYBaHHS,
KOZIOBAaHMH HOMEp KIIIHIYHOTO
BUIPOOyBaHHS

Jlani He HamaAIOTHCS, OCKINBKH BIAcHi BHIIPOGYBaHHS
HE MPOBOJMIIKCS (Oue. n. 4) npoeedeni OocnioncenHs -
06TpyHmy6anHs)

6. ®aza KIiHIYHOTO BUIIPOGYBaHHS

Jlani He HaJalOTHCHA, OCKUIBKHM BRACHI BHIIPOOYBaHHS
HE TIPOBOJMIIHCS (Ou6. n. 4) npoeedeni 0ocniodcenHs -
o061pyHmyeanns)

7. Ilepiox mpoBeeHHs KIiHIIHOTO
BUIIPOOYBaHHS

Jlani He HamalOThCS, OCKLIBKH BIACHI BHIPOOYBAaHHS
HE IIPOBOMMIMCA (Ous. n. 4) npoeedeni 0ocnioxHceHHs -
obrpynmyeanHs)

8. Kpainu, ne nporogunocs kiiniune
BHIIpoOyBaHHS

Jani He HaNAIOTLECA, OCKUIBKH BIACHI BHIPOOYBaHHSN
HE NIPOBOIMIHACA (Ous. n. 4) nposedeni 0ocniodicenHs -
obrpyHmysanns)

9. KinbkicTs mocmimKyBaHux

Jani He HamarOTBCS, OCKiNBKM BiacHi BHIpOGyBaHHS
He NPOBOJMIIUCS (Ous. n. 4) npoeedeni O0cnioNcenHs -
obrpynmyeans)

10. Meta Ta BTOpHHHI I1i/1i KJTiHIYHOTO
BHIIPOOYBaHHS

JlaHi He HAaJarOTHCH, OCKIJIBKH BIACHI BHIIPOOYBaHHS
HE IPOBOJUIINCA (Ou6. n. 4) nposedeni docniosicenns -
obIpyHmyeans)




11. Juzaiin KNiHIYHOTO BUNIPOOYBaHHS

Jlani He HAIAIOTHCS, OCKIIBKH BJIACHI BHIPOOYBaHHS
HE NIPOBOAUIHACA (0U6. h. 4) npoeedeni 0OCHIOHNCEHHA -
o06TpyHmMyeanHs)

12. OcHoBHI KpHTepil BKIIOICHHS

Jlani He HAJAIOTHCA, OCKLIBKH BJIACHi BHIIPOOYBaHHS
HE IPOBOAUIHCA (Ous. n. 4) npoeedeni 00CNIONHCEHHS -
obIpyHmyeanus)

13. JocmimKyBaHuii TiKapchKHi 3aci6,
crocib 3acTocyBaHHS, CHIIA il

JlaHi He HamAIOTHCA, OCKIIBKH BIAaCHI BHIPOOYBaHHS
HE IIPOBOJWIIHCH (OuU8. n. 4) nposedeHi 00CAIONCEHHS -
0b1pyHmysanns)

14. TIpenapar nopiBHSHHS, 1034, CIIOCIO
3aCTOCYBaHHS, CHJIa il

JlaHi He Ha/JAKOTHCHA, OCKIIBKH BJIACHI BHIIPOOYBAHHS
HE IPOBOJIMIHCA (Ou6. n. 4) nposedeni OocnioxcenHs -
00TpyHmMysanHs)

15. CynytHs Teparis

JlaHi He Ha/AIOTHCS, OCKIIBKHM BJIACHI BHIIPOOYBAHHS
HE NIPOBOJMIINCS (Ous. n. 4) npogederi OocnioNceHHs -
obrpynmysanns)

16. Kputepii ominku ehexTHBHOCTI

Jlani He HaalOTBCS, OCKIJIBKH BJI4CHI BHIPOOYBaHHS
HE IIPOBOIUIIHCH (Oug. n. 4) npoeedeni 0ocniodicenHa -
0bTpyHmMy6eanns)

17. Kpurepii orinku Ge3mnexu

Jlani He HaalOTBCS, OCKiJIBKH BJIACHI BHIIPOOYBaHHS
HE IIPOBOMUIIUACH (Oug. n. 4) npoeedeni Oocnioxncenns
— 0brpynmysanns)

18. Cratuctuuni MeToau

Jlani He HAJAIOTBCS, OCKIMBKH BIacHi BHIPOOYBAaHHS
H2 IIPOBOJMIIUCS (0uUs. n. 4) nposedeni 00cnioNHceHHs -
061pyHmysanHs)

19. lemorpadivni nokasHEKH
IOCIIKYBaHOI OMyIIsALii (CTaTh, BiK,
paca, Tomo)/laHi He HaTAIOTECA, OCKIIBKA
BIIaCHi BUNIPOOYBaHHS HE POBOIUIHCS
(Ous. n. 4) nposedeni docnidicenns -
obrpynmyeanns)

Jlani He HamAIOTHCS, OCKIIBKM BJIacHi BHIIPOOYBaHHS
HE TPOBOMIINCA (Ou8. n. 4) nposedeni 00CnioN’ceH s -
obrpynmyeanns)

20. Pesymbraru edextuBHOCTI

JaHi He HaJIarOThCH, OCKINBKH BIacHi BHIPOOYBaHHS
HE TPOBONHIIHCA (Ous. h. 4) npogedeni docnidxicenus
— obIpynmysarns)

21. Pesynbraru Gesnexu

Jlani He HANAIOTBCS, OCKIMBKH BiacHi BHIpoGyBaHHS
HE IPOBOIWIINCS (Ous. n. 4) npoeedeni 0ocniodceHHs -
OPTDYHMYBAHNS: )




22. BUCHORBOK (3aKITIOUEHHS)

3rigno 3 Hakxazom MO3Y Ne 426 Big 26.08.05 p.
(3i 3mimamuM) THO peecTpanmiiimoi ¢opMuH Ha
«ribpuaanil  Jgikapebkuil  3aci0» mepexdauae, mo
peecTpaniiiHe [0cb€ MICTHTH DOCHJIAHHA  HA
peecrpaniiiny indopmanito (B JaHoMy BHIAXKY
KTHIYHI JoC/Hi/KeHHN), MO0 MICTHTHCH Y [J0CHE Ha
pedepeHTHHII Tpenapar, 3a YMOBH /0BeJeHHA ix
€XBIBAJIEHTHOCTY/ A IbTePHATHBHOCTI.

3rignao 10 JiYHX Hacrauos EMA
(EMEA/CHMP/QWP/49313/2005 Corr, CPMP/EWP,
OWP/1401/98 Rev. 1/Corr, CPMP/EWP/239/95 Rev. 1) Ta
y BignoBignocti g0 HacramoBn CT-H MO3Y
«Jlikapceki 3acobu. PapManeBTHYHA AKICTH
npenaparis Qs iHraJdsanii  Ta  Ha3aJbHHX
npenaparis»  0yjJ0  NpoBeIeHO  JOCTiIMKEHHH
BCTAHOBJICHHS €KBIBAJIEHTHOCTI (B3aeMo3aMiHHOCTI)
in vitro, mIo CKJIaJacThCH 3 I0KA3y
OioapManeBTHYHOI AKOCTI MK JOCTIKYBAaHHM Ta
pedepeHTHHMH NpenapaTamu.
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Y3ATI'AJIbBHEHHU BUACHOBOK

Hassa aikapebkoro 3acoly MowmetazoH-3n0pos's

Jlikapceeka dopma, gosa CIIPeH HasaabHUI 1030BaHHH, cycnensis, 50 Mkr/go3y
Bup, posmip ta kommuexruicrs 1o 60 103 a6o no 140 no3 y (naxoHi 3i cnpeii-nacocom Ta
YNaKOBKH 3aXHCHUM KOBIA4KOM, 110 1 dniakoHy y kopo6ui 3 KapTOHY

ToapucTeo 3 06MexkeHOO BI/INOBIOANBHICTIO "MapmanesTiuna
KoMmnaHis "3nopos's", Ykpaina (sci craaii BUPOOHMLITBA, BUITYCK
cepif); ToBapucTBO 3 06MekeHOIO BIANOBIAANBHICTIO

Haiimen HAl B K ; ..
ANMCHYBAHHS BUPOOHUKa, "®apmarieBTHYHA KOMIIAHis "3nopoB's", Vkpaina (KOHTpONBL

R AKOCTI, BUITYCK cepiT); Toeapucreo 3 06MesxkeHOIO
BifiNoBinansHicTio "MAPMEKC 'PVIT", Vkpaina (kourposs
AKOCTI)

HaiivenyBanus 3asBunka, ToBapucTBo 3 06MexeH00 BifIOBIAaIbHICTIO "dapmaneBTryHa

Kpaina komnasis "310pos's", Vkpaina

3a pesynbTaTamMu eKcrepTH3M Marepiaiis peecTpaUiiHoro 10che y MOPAAKY, BU3HAYECHOMY TOJI0KEHHAMH
Hopsaxy nposegens CKCMEPTU3H peecTpauifinux Martepianie Ha JKapehbKi 3aco0H, 110 MOAAIOTECS Ha
ACpAKABHY peecTpauiio (mepepeectpaiiio), a Takoi CKCNEPTH3M MaTepiallie 1pO BHECEHHA 3MIH J10
peecTpauiiinux marepianis nporsrom  aii PEECTPaLlIHHOro  MOCBINYEHHA, 3aTBEPUKEHOrO0 HAKAZOM
Minicteperea oxoponu 310poB’st Ykpaitu Bia 26 cepnus 2005 poky Ne 426 (y penakuii nakasy MO3 sin
23.07.2015 Ne 460), BCTAHOBJIEHO, IO JIiIKAPCLKHIT 3aci6:

€ eeKTHBHHM, Oe3lmeYHHM Ta SAIKICHHM, 3BITH Npo AoKiHIYHI Kocimkenns Ta npo KJiHivHi
BHIIPOOYBAHHS BiANOBIZAIOTL MaTepiajlaM peecTpauiliHoro goche Ha MiACTABI MO3HTHBHHX
BHCHOBKIB eKCePTHHX KoMiciii mogo edexTuBHOCTI, Gesnexn, sskocTi Ta 3 YpaxyBaHusM pimienus
3acinannst HaykoBo-ekeneprroi paau Bix 09.09.2021 nporokoa Nel6 PeKOMEHAYEThCH [0
ACPKABHOT peecTpauii B Ykpaiui TepMinoM Ha 5 pokis.
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TeHePHYHHX JIKAPCLKHX 3ac00iB Watupkina T. B.

(mizruc)

Mupextop lenapramenry

7 =il
CKCIEPTH3H peecTpaniiinux /gé.,.-; HO.B. I'yna
MarepiaJis (migmuc)

Jlikapebknii 3aci6 BrIo9enmii no Ilepeniky jikapebknx 3ac00iB, MO NMPONOHYIOTHES /10
AICPIKABHOT peecTpanii; 3BiTH npo Kokminivmi JAOCAIKEHHS TA PO KIiHivHi BUNPOOYBAHHA
MOKYTH OyTH ony0J/IiKoBani na odiniiinomy caiiti M3 7

Hupexrop HMenapramenty
KOOPAMHALIT eKCePTHHX MaTepiaip
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LJI. Ouexnosuyg

M.M. BaGenko

Hupekrop
14.09.4/

(mara)

(mimmuc)




