Jlonarok 29

no Ilopaaxy npoBeeHHS eKCIEPTH3H
peecTpanifHUX MaTepiaiiB Ha JiKapchKi
3aco0H, 1110 IIOJJAI0THCS Ha JIEPIKABHY
peecTpaniio (mepepeecTpariio), a TaKox
EKCIIEPTH3H MaTepiajiB PO BHECCHHS
3MIH JI0 PeeCTpaliiiHuX MaTepiaiiB
NPOTSTOM JIii peecTpauiifnoro
LIOCBIJUYEHHS

(mysxT 4 po3zainy IV)

3BIT
PO AOKJIIHIYHI JOCTIIKEHHS

1. Ha3zga nikapcpkoro 3aco0y (3a HasiBHOCTI bARTAgiys- By, Bpas, o 13 X y wybi

- HOMEpP peccTpaifHOro MoCBiTYeHH):

1) THM JTiKapeBKOro 3aco6y, 3a SKHM CIEPUTHAN JIKAPCHLKHM 3ACIB
pOBO/IHIIACH a00 IUIAHYEThCS peecTpallis

2) poBe/IeH] JIOCTIIKEHHS TaK X HI KO Hi, OOIPYHTYBAaTH
Brnacni JOKJIIHIYHI JOCHIIKEHHS He

IIPOBOIMIUCEH, BPAXOBYIOUH HACTYITHE:
3asiBlieHUI THN JKapCBKOro 3aco0y: riOpumaHuii
JiKapchbKHii 3acib.
Bignmosimno mo {AG3an geB'sTuil miamyHKTY 2
mianyskry 1.3 nyakry 1 posminy III B
penakiii Hakazy MinictepcTra OXOpPOHH
3nopoB's Ne 1528 Bin 27.06.2019}:
«Peccmpayiiini 0ocwe Ha 2ibpuoni rikapcwbki 3acobu
MICMAMb NOCUNANHA HA Pe3VAbMAmMU  OOKATHIYHUX

odocnidocens ma KAIHIYHUX sUNPOOYEaHD
pehepenmnozo  npenapamy ma 4ACMKOGO HOGI
OaHi».

Binnosinno no Cratri 10 (3) Hupextusu 2001/83
€C 3 JOmOBHEHHAMHM, Ta  BIANOBLAHO  JI0
KepiBHuirBa o010  KJIHIYHUX BHUMOL  JUIS
TiKapchKUX 3aco0iB JUIA MICIIEBOTO 3aCTOCYBAHHS Tal
MicmeBol Ail, 1m0 MiCTSTh BiZioMi Hir04i pedoBHHH
(CPMP/EWP/239/95):  baktays-b  (kucnora
(ysunosa, 6erameTaszoH, kpem 20 Mr/r) € ribpuanii
miKapchKuil  3aci0, komu OGioekBiBaJeHTHICTH He
MoOke OyTH IpOJEMOHCTPOBAHA Y JIOCIIJKEHHSIX
Oiomoctynnocti. OkpiM TOro, CKOpOdYEHI 3asiBH
010 JTKAPCBKHX 3aco0iB, 110 JiIOTh MICIEBO,
MaroThb po3rigaatucs sk ridopuani 3assu. Hamanns
JIOCTYIIHUX ONyONIIKOBAaHHX HAYKOBHX [AHUX II0JI0
KJIHIYHEX 1 JOKTHIYHUX HOCiikeHs (y3uao0Boil
KHACIOTH HaBEJICHI Y BIAIOBIHUX PO3/iJIaX JIOCHE €
OpHHHATHEM Bignosigno jpo CPMP/EWP/239/95.
HoBi noxnmiHiYHI [aHi HE HamalThes Tak sk




5) BuBeieHHA

Biiacui OKTiHIIHI TOCTIIKEHHS He IPOBOMIUCE

6) hapMakoKiHeTHYHI B3acMoIiT
(JroxmiHIvHI)

BiacHi joxiHigHI K0C/TIIUKEHHS HE TIPOBOIHITHCE

7) inmi GapMaKOKIHETHYHI TOCITIKCHHS

BiiacHi 10KiHIUHI JOCIIDKCHHS He MPOBOIUIICE

4. TokcHxomnoris:

1) TokcHyHiCTh ¥ pasi 0,1HOpa3oBoOro
BBE/ICHHA

BiiacHi TOKIIHIYHI JOCTIDKEHHS HE POBOIUIIHCE

2) TOKCHYHICTB Y pa3i MOBTOPHUX BBEICHD

Brachi 1oKniHIYHI D0OCHiIKEHHs He IPOBOIUITHCE

3) TEHOTOKCHYHICTD:
in vitro

BiiacHi NOKTiHIYHI JOCTIIKEHHS He TPOBOIHITHCE

in vivo (BKJIFOYAKOUH JOJATKOBY OILHKY 3
TOKCHKOKIHETHKH)

BiiacHi JOKIiHIYHI ZOCTIDKEHHS HE TIPOBOJHIIHCE

4) KaHLIEPOTeHHICTh:

BiacHi OKJIHIYHI ZOCHIKEHHS HE TIPOBOIMIIHCE

TTOBIOCTPOKOBI JOCITIIKEHHS

Briacui JIOK/IiHIYHI TOCTI/DKEHHS HE TPOBO/THINCEH

KOPOTKOCTPOKOBI JIOCIIIJKEHHS
00 JI0CITIIKEHHS CepeIHBOT TPHBAJIOCTI

BiiacHi IOKIHIYHI ZOCI/DKEHHS HE TPOBOIHINCD

IOIATKORBI JOCII T KEHHS

Bracui JOKIIHIYHI A0CHKEHHS HE TPOBO/IHIINCH

5) PenpOaYKTHBHA TOKCHYHICTH Ta
TOKCHYHHUH BIUIMB Ha PO3BHTOK IIOTOMCTBA:

Brachi TOKIIHIYHI H0C/IKEHHS HE TPOBO/IHIIHCE

BILUTHE Ha (DePTHIILHICTD 1 paHHiH
eMOpIOHAJILHUI PO3BHTOK

BracHi IOKIIHIYHI ZOCTiKEHHs HE IPOBOIHIINACE

eMOPIOTOKCHYHICTE

Biiachi TOKNIHIYHI J0CHIKEHHS HE MPOBOIHIIACE

[IpeHaTalbHa 1 OCTHATAIbHA TOKCHYHICTE

BiiacHi JOKIiHIYHI TOCTiIKEHHS HE IPOBOUINCE

0CTI/DKEHHS, [IPU SIKHX IperapaTt
YBOJIUTBCS IOTOMCTRBY (HECTATCBO3PLIHM
TBapHHaM) Ta/a00 OLIHIOETHCS BilaieHa
st

BiiacHi TOKIIHIYHI JOCTDKEHHS HE TIPOBOMINCE

6) MicIIeBa IEPEHOCHMICTE

Biiacui TOKIHIYHI DOCHITKEHHS HE IPOBOIHIINCE

7) 1I01aTKOBI JOCIIIJKEHHS TOKCUYHOCTI:

BriacHi TOKIiHIYHI TOCITIUKCHHS HE IPOBOIUINCE




. ; BriacHi IOK/IHI4HI T0CIIDKEHHS He IPOBO/THINCE
AHTUTEHHICTD (YTBOPEHHS AaHTHTIN)

. : BracHi 10KNiHI4HI JOCII/UKEHHS He TIPOBOHIACE
IMYHOTOKCHYHICTE

: . Brachi moxmiHiuHi JOCTiIKEHHS He IIPOBOAMIIHCE
NOCTIKEHHS MEXaHIRMIR JTii

. : BrnacHi JOKIIHIYHI JOCTIKEHHS He IIPOBOJIMIIACE
JlKapCchbKa 3aJIeXHICTh

. 5 Biiacui JOKJTiHI4HI TOCTI/PKEHHS He MTPOBOIHITICE
TOKCHYHICTbL METabO0JIITIB

i ; Biacui qokniHIYHI JOCTiDKeHHS He IPOBOIUIIHCE
TOKCHYHICTE JIOMIIIIOK

BrnacHi TOKTiHIYHI TOCTIKEHHS He MIPOBOJIMINCE

IHIIIEe
5. BucHOBKH 110710 HOKIIHIYHOTO BliacHi DOKIiHIYHI JOCTIIKEHHS He TIPOBOIHIINCE, 3
BHBYEHHS OIJISTy Ha 3aABICHUH THII IIKapChKOTo 3aco0y

(oOrpyHTYBaHHS Ha/IAHO BHUILE).

{Ilopadox  donoeneno mnosum Jlooamxom 29 seiono 3 Haxazon Minicmepcmea  oxoponu
300pos’a Ne 1528 6i0 27.06.2019)

Bix iMeHi 2asBHuKa

/’ =
/ (mimmc)
Moxeiimon Isxon Coman
(IL 1. B.)

YrnosHoBaxeHa ocoba
(mocana)
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JlomaTok 307

no Ilopsaaky NpoBeIcHHS eKCIEPTH3H
peecTpaniifHuX MaTepianiB Ha JIKapehKi
3aco0u, 1110 N0JAIOTECS Ha JIEPIKABHY
peecTpalliio (lepepeecTpariiio), a Takox
€KCTIEPTH3H MaTeplaiiB PO BHECEHHS |
3MIH I0 peecTpaliiHux MaTepianin
MPOTATOM Jiii peecTpaniifHoro
NOCBIIMEHHS

(myHKT 4 po3miny 1V)

3BIT

Npo KJIIHIYHe BUNPOOYBaHHSA

1. Ha3pa nikapcbkoro 3aco0y (3a HasBHOCTI
- HOMeP peecTpaliifHOro moCBiaIeHHS)

bakradys - b, kpem, mo 15 r y Ty6i

2. 3asiBHUK

Manxkaiinx ®apma JlimiTen/
Mankind Pharma Limited

3. BupoOuuxk

Enk’06 Etikanz Hpaiisit Jimiren/
Encube Ethicals Private Limited

4. [TpoBeneHi MOCIiKEHHS:

TaK X Hi  SKIIO Hi, 00TpyHTYBATH

BracHl KIHIYHI JOCHIDKEHHS HE HAJarOThCSL,
BPAaxXOBYIOUH HACTYIIHE:
3asBneHMH THII JiKapchKOro 3acoly: ribpHaHHil
nikapchKHii 3acib.
Bignmosigno 10 {A63am mes'saTaii migmyHKTy 2
manyskty 1.3 nmyskrty 1 posminy III B
penakuii Hakazy MinicrepcTBa OXOpPOHHU
3popos's Ne 1528 Bin 27.06.2019}:
«Peccmpayitini docve na 2ibpudni nikapcoii 3acobu
MICMAMb NOCUNAHHI HA Pe3VIbmamu OOKIiHIYHUX
docriodcens ma KATHTYHUX sUNPOOYEaH®
pechepenmnozo  npenapamy ma 4acmro6o HOGI
oaniy.
Bignoginso o Crarri 10 (3) Jdupextusu 2001/83
€C 3 [OTOBHEHHSMHM, Ta  BIANOBIAHO 1O
KepirHuirrsa MO0 KIIHIYHUX BUMOI  JUIS
JIKapChKHX 3aco0iB JUIl MICHEBOIO 3aCTOCYBAHHS
Ta MiCIIeBOT [ii, 0 MiCTSTH BifioMi /1ik0ui pe4oBHHH
(CPMP/EWP/239/95)":  Bakragys-b  (xuciora
¢ysumosa, Oetamerason, kpem 20 MI/T) €

riOpuHu i TKapCHKHI 3aci0, KOJIH
010CKBIBaJIEHTHICTD He MOJKe OyTH
IPOJIEMOHCTPOBaHA y JOCITIJIKEHHAX

Giomoctymnocti. OKpiM TOro, CKOpo4eHi 3asBHU
IMOJO JIKapChKUX 3aco0iB, IO J{IOTH MicCIEBO,
MaloTh PoO3rignaThcs Ak riOpunsi 3assu. Hajganss




AOCTYIHHUX OIYONIKOBAHHX HAYKOBHX NaHHX MIOJ0
KIHIYHEX 1 JOKTIHIYHHX JIOCTIKEHb (y3ua0B0Oi
KHCIIOTH HaBeJIeH]1 Y BiJINOBITHUX PO3/iNax JOCKE €
NpUHHATHEM BijanosiaHo go CPMP/EWP/239/95.

Hosi kmiHiuHI [gaHi HE HagalOThes TaK K
pedepenTHuii Jlikapepkuit 3aci® 3aCTOCOBYCTBCS
MequuHii  mpaktHui  Oimeme 10 pokis  Ta

CKBIBAJIEHTHICTE /10 pe)epeHTHOro JKapChKoro
3aco0y IPOJEMOHCTPOBAHO YV JOCIIPKCHHAX in-
vitro.

Pedepenthnit  mikapcokuii  3aci6  FUCIBET®,
cream xomnanii LEO Laboratories Limited,
BenukoOputanis € mikapcbKuM 3acobom 3 no6pe
BHBYCHUM IPO(QIIEM Ta CHPUSTIMBAM Mpodizem
pusuk/Gesnexa IpH 3acTOCYBaHHI NPH 3asBIEHHX
[OKa3aHHSIX.

ExBiBaneHTHICTS Jikapchkoro 3acody BAKTADY?3
10 pedepeHTHOTO TKapCehKOro 3aco0y
IIPOZIEMOHCTPOBAHA Y HACTYIHOMY 3BiTi in-vitro
JOCITIKEHHST:

1. «/lochijkenna in-vitro Kpissmkipaoi
abcopOuii Ta posmomity  KHCJIOTH
¢ysuaoBoi Ta  GeramerazoHy 3
Jdikapeskoro  3aco6y FUCIBET Ta
FeHEePHYHOTO0 JIKapchKOro 3acody»

1110 HAJIAEThCS Y MOAYJIL 5 peecTpanifiHoro J0Cke.

1) Tun nikapcbKoro 3aco0y, 3a sIKUM
NpoBOAMIIACs a0 IIAHYETHCS peecTpallis

TTBPUIHUMI JIIKAPCBKHI 3ACIB

5. IloBna Ha3Ba KJIiHIYHOTO BHIIPOOYBAHHS,
KOJOBAHMH HOMEP KIIiHIYHOIO
BUITPOOYBaHHS

| lopiBHAIBHI KIIHIYHI DOCITI/PKEHHS He HAAIOThCS.

6. da3za KIiHIYHOTO BHIIPOOYBaHHS

[ TopIBHANIBHI KITIHIYHI NOC/TiPKEHHS He HAal0ThCS.

7. Ilepion npoBeieHHs KIIHIYHOTO
BUMIPOOYBaHH

[TopiBHANEHI KIIHIYHI TOCTIIKEHHA HE HATAFOTHCS.

8. Kpainn, ne npoBoauiocs KiiHiuHe
BUIIPOOYBAHHS

[TopiBHSUTBHI KITiHIYH] TOCIIIDKEHHS HEe HA/IAFOTHCAL.

9. KinbkicTh 0CiKyBaHUX

[ lopiBHAIBHI KITIHIYHI JOCTIHKCHHS He HATAIOTHCA.

10. Mera Ta BTOPHHHI 1iJTi KIIIHIYHOIO
BUIIPOOYBaHH:A

I lopiBHSAIBHI KITiHIUHI JOCTIZPKEHHS He HATAIOTHCSL.

11. JIu3aiin KiiHiYHOTO BUNIPOOYBaHHS

[ TopIBHANBHI KIIIHIYHI JOCHIKEHHS He HA/Ial0ThCs.




. L lopiBHANBHI KIIHIUHI TOCTIIDKEHHS He HANAI0ThCS.
12. OcHoBHI KpHTEpiT BKIIOYCHHS

' e = [TopiBHATBHI KIHIYHI JOCIIKEHHS He HAMAIOTHCSL.
13. locnmimxyBanuii nikapeekuii 3aci6,

croci0 3acTOCyBaHHS, CiJia il

. . [[opIBHANBHI KIIHIUHI JI0CIIIPKEHHS HEe HAAIOTHCA.
14. TIpenapat nopisasuns, no3a, croci6

3aCTOCYBaHHS, CHJIA il

: | [opiBHSIIBHI KITiHIYHI JOCITIIKEHHS He HAIAIOThCS.
15. Cynyrus Teparnis

e : [lopiBHATBEHI KITHIYHI JOCTI)KEHHS HEe HAIAIOTHCA.
16. Kpurepii oninku edexrurocti p

—__ [lopiBHSIBHI KITIHIUHI JOCTIIDKEHHS HEe HATAIOTHCA.
17. Kputepii oninku 6e3mexn p i 2

. [1opiBHANEHI KITIHIYHI TOCHIKCHHS He HAJAIOThCS.
18. CTaTHcTHYHI METOH

- [lopiBHSNBHI KIIHIUHI JOCTIIKEHHS He HAIal0ThCs.
19. Jlemorpadiuni noxkasHuku P .

JIOCITIJDKYBaHOT onyJisuii (cTath, Bik, paca,
TOIIIO)

] [TopiBHAIBHI KITIHIYHI JOCHiDKEHHS He HATAI0ThCA.
20. Peaynbrarn edexTuBHOCTI P s

[TopiBHSUILHI KIIHIUHI JOCIKEHHS HE HAIAIOTHCS.
21. Pesynbraru 6e3nexn p

[lopiBHANBHI KJIHIYHI JOCII/KEHHS HE HAIalThCs

22. BHCHOBOK (3aK/IIOYEHHS) .
3 OTJISILY Ha OOI'PYHTYBAaHHS HABEICHI BHILE,

Bin iMeHi 3asBHHKA

; (migmuc)

Haxeiimon [Izxon Coman
(IL.1.B.)

M. II. YnoBHoBaxeHna ocoba
(nocaua)

{Ilopsoox donoeneno nosum Jooamxom 30 3ziono 3 Haxazom Minicmepcmea oxoponu
300pos's Ne 1528 gio 27.06.2019)
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Honatox 30 |

Jio Topsiiky poBeACHHS CKCIIEPTH3H |
peccTpauiifHuX MaTepialiB Ha JIKApChKi |
3ac00Hu, M0 NMOJAOTHCS Ha JEePIKABHY |
peccTpaliiio (epepeecTpariiio), a TaKoxK
eKCIIEPTH3H MaTepialiB MpO BHECEHHSA
3MIH JIO PeECTpaliiHUX MaTepialiip
IPOTATOM [l peecTpariifHoro |
[IOCBIJUCHHS |

(mysxT 4 po3ainy IV)

3BIT

Npo KJiHIYHe BUNPOOYBAHHS

1. HasBa nikapcbkoro 3aco0y (3a HassBHOCTI
- HOMEP peecTpaliifiHoro mocBiqyeHns)

baxrtadys - B, kpem, mo 15 r y Ty6i

2. 3agBHUK

Manxkaiing ®@apma Jlimiren/
Mankind Pharma Limited

3. Bupobuuk

Enk’106 Erikans Hpaiisit Jlimiren/
Encube Ethicals Private Limited

4. IlpoBeneni gociipkeHHS:

TaK X HI  SKOIO HI, OOIpyHTYBaTH

BracHi KaiHiYHI JOCIHIKEHHS HE HAIArOThCA,
BpaxOBYIOUYH HACTYITHE:
3asBneHHit THI JiKapcbkoro 3acol0y: TiOpHaHuit
JKapchKUi 3acib.
Bimosinno g0 {A63an jaem'stuii migmyHkTy 2
migmyskty 1.3 nyskry 1 posminy III B
penaxuii Hakazy MinicTepcTBa OXOPOHH
3nopoB's Ne 1528 Bing 27.06.2019}:
«Peccmpayitini 0ocwve na 2iopuoni nikapcoki 3acobu
MICMAMb NOCUIANHHS HA Pe3VTbIamiu OOK/LIHIYHUX
docaiddnceny ma KATHIYHUX suUnpobysans
peepenmnozo  npenapamy mda HacmKko6o HOGI
Oauiy.
Bigmoeiguo mo Crarri 10 (3) Jdupextusu 2001/83
€C 3 [OmOBHEHHSIMH, Ta BIATNOBIAHO [0
KepiBHuiTBa IOZ0 KJIHIYHHUX BHMOI  JUIs
TKApCEKUX 3acO0IB JUIs MICIEBOrO 3aCTOCYBAHHs
Ta MICLIEBOI Aif, 10 MIiCTATh BiIOMI Iif04i pe4OBHHH
(CPMP/EWP/239/95)’:  Bakradys-b  (kucnora
(y3mmoBa, Oeramerason, xkpem 20 wMr/r) €

ribpuaHuit JIKapChKUH 3acib, KOJIH
0i0eKBiBaICHTHICTB He MOXKe OyTn
OPOJIEMOHCTPOBAHA y JOCITI IPKEHHSX

GiomoctynHocTi. OKpiM TOrO, CKOpOYEHi 3asBH
MIOJI0 JIKAPChKUX 3aco0iB, IO JiIOTH MICIEBO,
MAalOTh PO3TIIANATHCA AK TiOpwHi 3aseu. Hananuas




JOCTYITHUX OIyOJIIKOBAaHUX HAYKOBHX JAaHHMX IIOJO
KIIHIYHAX 1 JOKIIHIYHEX J0CHikeHb (y3HI0Bol
KHCIIOTH HaBEJEHI Y BIIIOBIJIHUX PO3/iax J0ChE €
OpUHHATHUM Bigmosiguo no CPMP/EWP/239/95.
Hosi kumiHIUHI Jlani He HAmAlOTHCS TaK — sK
pedepenThnit mikapcekmii 3acid 3acTOCOBYETBCS Y
MenuuHid  npaxtaii - Ginmemie 10 pokiB  Ta
eKBIBAJIEHTHICT 10 pe)epPeHTHOro MiKapchKOro
3ac00y NPOJIEMOHCTPOBAHO Y OCIIKEHHSX in-
vitro.

Pedepentunii  mixkapcekuii  3aci6 FUCIBET®,
cream xomnanii LEQ Laboratories Limited,
BemikoOputanis € mikapcekum 3acoGom 3 mo6pe
BHBYEHHM MpoQilieM Ta CHPUSTIMBAM mpodizem
pU3HMK/Oe3lIeKa TIPH 3aCTOCYBAHHI IPH 3adBIICHHUX
[IOKa3aHHsX.

ExsiBanenTHicTs nikapcekoro 3acoby BAKTADY3
JI0 pedepenTHOTO TKapchKOro 3aco0y
[IPOJIEMOHCTPOBAHA Yy HACTYNHOMY 3BiTI in-vitro
JIOCTI/IKEHB:

«Jlocmimkenuss in-vitro BHBIILHEHHSI KHCJIO0TH
dysumosoi Ta Gerameraz’ony 3 JiKapchKOro
3aco0y FUCIBET Ta reHepu4noro Jjiikapchbkoro
3acoly», 10  HajalOThC Yy  Moaym S
peecTpalifHOTO I0CKE.

1) Tun nikapceKoro 3acody, 3a SKUM
[POBOIMIACA a00 TIAHYETHCS peecTpartis

CIEPUJAHUNA JIIKAPCHLKUI 3ACIB

5. IloBHa Ha3Ra KIIHIYHOTO BHIIPOOYBAHHS,
KOJIOBaHHH HOMep KIIIHIYHOTO
BUIIPOOYBaHHS

[ lopiBHATBHI KIIHIYHI JOCTIKEHHS He HAJarThCS.

6. ®aza KIIHIYHOTO BHIPOOYBaHHS

[ [opiBHANEBHI KIIHIYHI OCITiIKEHHS He HATaI0ThCA.

7. Ilepiox npoBeieHHs KIIHIYHOTO
BUNIPOOYBaHHS

[ TopiBHSTBbHI KIIHIYHI JOCITIDKEHHS He HAMAIOTECS.

8. Kpainu, ne npoBoaunocs KiliHiyHe
BUIIPOOYBAHHS

[ TopiBHSITBHI KITIHIUHI JOCITIKEHHS He HATal0ThLCA.

9. KifbKicTh A0C/IIKYBaHHX

[TopiBHSIBHI KIHIYHI JOC/DKEHHS He HAIalOThCA.

10. MeTa Ta BTOpHHHI Wi/ KIiHIYHOTO
BUIIPOOYBaHHS

[TopiBHANBHI KIIHIYHI JOCIIPKEHHS HE HAMAIOTHCS,

11. Jla3aiin KniHIYHOTO BUIIPOOYBaHHS

| lop1BHsIBHI KIIHIYHI JOCHIKEHHSA HE HAMAI0ThCA.




. [TopiBHsUIBHI KITIHIYHI JOCTITKEHHS He HANAIOTHCS.
12. OcHoBHI KpuTEpil BKIIOYEHHS

- . I [lopiBHANBHI KITIHIUHI JOCIIIKEHHS He HAXAIOThCS.
13. JlocnixyBanuii ikapeskuii 3aci6,

croci® 3acTocyBaHHsl, Cuna i

. ; [lopirHsUTEHI KIIHIUHI JOCTIIKEHHS HEe HANAIOTHCA.
14. IlpenapaT nopiBHIHHSA, /1034, CIIOCIO

3aCTOCYBaHHS, CHjIA il

. [lopiBHATBHI KJIHIYHI JOCTIJUKEHHS HE HANAIOTHCAL.
15. CynyTtHs Teparmis p =

T ) [TopiBHAIBbHI KIIHIYHI JOCHIDKEHHS He HATalOThCS.
16. Kputepii ominku edektipHOCT P .

e [TopiBHANBHI KIiHIYHI JOCHiTKEeHHS HE HANAIOTHCSL.
17. Kpurepii ouinku 6esnexu p BpeA -

g [ TOpiBHANBHI KIIHIYHI IOCITIKCHHS He Ha/[aloThe.
18. Crartrcriuni MmeTonm

. [TopiBHATBLHI KJHIYHI JOCIIIKEHHS He HANAI0THCA.
19. Jlemorpadiuni nokasHuKH P

J10CTI/DKYBaHOT oMyl (cTaTh, Bk, paca,
TOIIO)

. [ lopiBHANBHI KTiHIYHI ZOCTIIKCHHS HE HATAIOTHCS.
20. Pe3yabratn edeKTHBHOCTI P

[ lopiBHAIBHI KIiHIYHI JOCIDKEHHS HE HAMaKThCA.
21. Peaynbraru 6e3nexu p

[ lopiBHANBH] KIHIYHI TOCTIIKEHHS He HANAIOTHCS
3 OIJISIAY HAa OOIPYHTYBAHHS HABE/EH] BHIIE.

6 o |

(mimmuc)

22, BUCHOBOK (3aK/TIOYCHHS)

Bin iMeni zasigHuKA

Hexeiimon [Isxon Coman
(IL.I. B

M. I1. YnoBHOBaxkeHa ocoba
(mmocana)

{Ilopsioox donoeneno nosum Jlooamxom 30 seiono 3 Haxazom Minicmepcmea oxoponu
300poe’a Ne 1528 ¢io 27.06.2019)




Honarox 30

1o Iopsaky mpoBe/ieHHs eKCIIEPTH3H |

peecTpalifHiX MarepialliB Ha TiKapchKi

3aco0u, 110 MOJAIOTHCS Ha JIEPKABHY

peecTpauiio (epepeecTpaiiiio), a Takox |
€KCIIEPTH3M MaTeplaliB PO BHECEHHS
3MiH JI0 peecTpaliiHux mMarepiaais
IPOTATOM JIii peecTpaniifnoro
II0CBITYCHHS

(myHKT 4 posainy IV) |

3BIT

Npo KJiHiYHe BUNPOOYBAHHS

1. Hazpa mixapcskoro 3aco0y (3a HassBHOCTI
- HOMEp peecTpaliifHOro MocBiayeHHs)

bakTadys - B, kpem, o 15 r y Ty6i

2. 3asBHAK

Mankaiina ®@apma Jlimiren/
Mankind Pharma Limited

3. BupoOuuk

Enk’06 Etikans Ipaiisit Jlimiren/
Encube Ethicals Private Limited

4. IlpoBeneni ocmimxeHHs:

TaKk X HI KO Hi, OOIpyHTYBaTH

Bracui KiniHIYHI JOCHIUKEHHA He HAJAIOTHCS,
BPaxOBYIOYH HACTYIHE:
3agBieHuil THN IiKapchKoro 3acoOy: TiGpumHUI
JKapchKuii 3acio.
Bignopinso mo {AG3an nep'stmit migmyskTy 2
mianyskty 1.3 mymkry 1 posminy I B
penakiii Hakasy MiHicTepcTBa OXOPOHH
310poB's Ne 1528 Bin 27.06.2019}:
«Peccmpayiiini 0ocwe na 2ibpudni nikapewri 3acobu
MICMAMb NOCUNAHNS HA Pe3yIbmamu OOKIIIYHUX|
oocaidorcertb ma KATHIYHUX 6UnpoHY6ans
pehepenmuozo  npenapamy ma 4acmKoo HOBI
Oaniy.
Bignosizno go Crarri 10 (3) dupextusu 2001/83
€C 3 [JONOBHEHHSMH, Ta BIANOBIOHO JIO
Kepiuunrsa MOA0 KIIHIYHHX BHMOT IS
IKApCBKHX 3acO0iB IS MIiCHEBOrO 3aCTOCYBaHHS
Ta MiCIIeBO] JIii, 10 MiCTATH BiIOMI Jif04i peYOBHHH
(CPMP/EWP/239/95)":  bakradys-b  (kxuciora
(ysunosa, OeramerasoH, kpem 20 Mr/r) e

riopuHmit TKapCHKHii 3aci0, KOJIH
010€KBiBaICHTHICTh He MOXKe OyTH
IPOJIEMOHCTPOBAHA y JOCIiIKEHHSX

OlopoctymHocTi. OkpiM TOro, CcKOpodeHi 3asBH
MOJ0 JIHKAPChKUX 3aco0iB, IO MiIOTH MICLERBO,
MarOTh po3TiIsnaTucs sx riopumni 3assu. Hananas




JIOCTYNHHUX 01yOJIIKOBAaHUX HAYKOBHX JAHHX OO
KIIHIYHEX 1 JOKIIHIYHEX IOCHiKeHb (Y3HIOBOI
KHCJIOTH HaBEJEH1 Yy BiJMOBITHUX PO3/1Iax JOCHE €
NPUHHATHEM BimosiiHo g0 CPMP/EWP/239/95.
Hosi kiimiuni jaHi He HajaloTbCs Tak K
peepentnuii sikapebKuil 3aci0 3aCTOCOBYETbCH Y
MeIuuHiif  npakthni  Gineme 10 pokiB  Ta
eKBIBAJIEHTHICTb 710 ped)epeHTHOro NKapChKOro
3aco0y NPOAEMOHCTPOBAHO Y JIOCHIDKEHHSIX in-
vitro.

Pedepentnuii  nikapcekmit  3aci6 FUCIBET®,
cream kommanii LEO Laboratories Limited,
BenukoGpuranis e mikapcekum 3acoboM 3 j06pe
BUBUCHHM [pO(QiTeM Ta CHPHATIHBAM Ipodinem
pu3HK/Oe3leKa TpH 3aCTOCYBAHHI IIPH 3asBICHHX
[IOKA3aHHSX,

ExgiBanentnicth Jikapcpkoro 3acody BAKTA®VY3
J10 pedeperTHOrO JKapChKOTO 3aco0y
NPOAEMOHCTPOBAaHA y HACTYMHOMY 3BiTi in-vitro
TOCTIIKEHHS

«Ouinka anTHOaKkTepiaabHOT edeKTHBHOCTI in-
vitro KucjaoTH Jikapeskoro 3acody FUCIBET Tta
FeHePHYHOT0 JIiIKAPCHLKOTO0 32C00y»

110 HAJAOTECS Y MOJYJI 5 peecTpamifHoro Jocke.

1) Tun nikapceKoro 3acoby, 3a sIKUM

[IPOBO/IMIIACS 200 MIIAHYETLCS PeecTpartis

I'IEPUAHAN JJIKAPCHLKUN 3ACIB

KOJIOBAaHMI HOMEp KJIIHIYHOTO
BUIIPOOYBaHHS

5. IloeHa na3pa KJIiHiYHOrO BHIIPOOYBAHHS,

[ lop1BHAUTBHI KIIIHIYHI JOCTIKEHHS He HAJAI0ThCS.

6. ®aza KIIHIYHOTO BHIIPOOYBaHHS

[ TopiBHATEHI KIIHIYHI TOCTIIKEHHS He HATAIOTHCS.

7. Ilepiox npoBeieHHs KIHIYHOTO
BUIIPOOYBaHHS

[TopiBHSIBHI KJIIHIYHI JOCTIKEHHS HEe HaIal0ThCA.

8. Kpainu, ne npoBoauiocs KiiHigHe
BUIIPOOYBAHHS

[ [opiBHSIBHI KITIHIYHI JOCIIIDKEHHS He HaTAI0ThCs.

9. KibKiCTh HOCITI/HKYBaHHX

[ TopiBHSUIBHI KITIHIYHI JJOCTIPKCHHS He HATAl0ThCA.

10. Meta Ta BTOpHHHI LIl KIiHIYHOTO
BUIIPOOYBaHHSI

[ lopiBHSUIBHI KIIHIYHI JOCTIIKCHHS He HAIaI0ThCS.

11. Juzaiin KIiHIYHOTO BUIPOOYBAaHHSA

[lopiBHSAJIBHI KJIHIUHI JOCTiKEHHS He HAIal0ThCs.

12. OcHoBHI KpHTepil BKIIOUCHHS

[TopiBHANBHI KIIHIYHI JOCHKEHHS He HAAIOTHCA.




13. ocnikyBsannii nikapchKuit 3acif,
criocib 3acTocyBaHHsd, cuia aii

[10piBHSUIbHI KITIHIYH] JOCTITKEHHS He HANAIOTHCS.

14. Ilpenapar nopisusiHHES, 1033, croci6
3aCTOCYBAHHS, CHIIA il

[ lopiBHSIBHI KIIHIYHI JOCIIIIKEHHS He HATal0ThCA.

15. Cynytus Teparis

[ TopiBHAIBHI KITIHIYHI OCITiKEHHS He HAJAIOTHCS,

16. Kpurepii oninku edexruBHOCTI

[lopiBHANIBHI KIIHIYHI JOCIKEHHS He HAal0ThCAL.

17. Kpurepii oninku Ge3nexkn

[ lopiBHSAIbHI KITIHIYHI JOCIIIIKEHHA HE HATAIOThCA.

18. CtaTuCcTHYHI METOU

[ lopiBHsNBHI KTiHIYHI JOCTIIKEHHS e HA/TAFOTHCSL.

19. lemorpadiyni moxkasHuku
JI0CTTIKYBAHOT OISl (cTaTh, Bik, paca,
TOIIO)

| [opiBHANIBHI KJIHIYHI OCITiIKEHHS He HAJIAF0THCS,

20. PesynabraT eeKTHBHOCTI

[TopiBHSAJIBHI KJIIHIYHI JOCIIUKEHHS He HAAI0THCA.

21. Pesynsratu Oe3nexn

[ TopiBHANBHI KIIHIYHI JOCITI/KEHHs HE HAAIOThCS.

22. BHCHOBOK (3aK/IFOUEHHS)

[TOpIBHSAIBHI KIIHIYHI JOCTIIKEHHS HEe HATalOThCH

3 OTJIAy Ha OOTPYHTYBAHHS HaBe/IeH] BHIIIE.

Bij iMeHi 3agBHHKA ; \ 7.3

N wizmac)

Maxeiimon Taxon Coman
(L. L B)

M. I1. YnornoBaskeHna ocoba
(mocana)

{Iopsadox Oonoeneno noeum Jlooamxom 30 3ziono 3 Haxazom Minicmepcmsa oxoponu

300pos's Ne 1528 ¢io 27.06.2019)




