Honarox 29

1o Tlopaaky npoBe/ileHHs eKCIIEPTH3H
peecTpamifHux MarepialiB Ha JTiKapchki
3ac00H, IO MOJAIOTHCS Ha JIEPKABHY
peceTpaniio (mepepeccTpailito), a TakKoK |
€KCIIEPTH3H MaTepiajiiB PO BHECEHHS |
3MiH IO peecTpaliiHux MaTepialiB |
IIPOTATOM JIii peecTpaIiiHoro
IIOCBI/T4EHHSA

(myHKT 4 pozniny 1V)

3BIT

PO JOKIIHIYHI JOCTiAKeHHS

1. Hazpa nmikapcbkoro 3aco0y (3a HasBHOCTI
- HOMEP peecTpaliifHOro MOCBITYCHHS):

Emonen
(Emoden)

PO3UMH I 1H’ €Ki
50 mMr/mn

1) T mixapebKoro 3aco0y, 3a AKHM
poBoAMIIacs abo MIaHYETHCS PEECTpAITist

TEHEPUYHHH JIKAPCHKHWM 3ACIB

2) npoBejieH] TOCIIIIKEHHS

TaK X Hi fKIIO Hi, 00TpyHTYBaTH

BrnacHui JIOKJTIHIYHI NOCIDKCHHSA He
HPOBOJIMINCE,  BPaxOBYIOUM  3asBJICHUH  THII
JTiKapcpKoro  3aco0y, a caMe: TeHEpPUYHHIA
nikapceKuit 3aci6. BinnosijHo 1o {A63ay oes'smuil
nionynkmy 2 nionynxmy 1.3 nynxkmy 1 posoiny I ¢
peodaryii Haxa3zy Minicmepcmea 0XOpOHU
300pos's Ne 1528 6io 27.06.2019}:

«OJIA FeHepHKiB He HaJarOTBCsA PEe3yIIbTaTH BJIIACHHX

TOKCHKOJIOTTYHUX Ta (hapMaKoIOITYHUX
BunpoOyBanb a0  KIIHIYHMX  JTOCIIIKCHB.
Pesyneratn JTOCTIKEHb eKBIBAJIEHTHOCTI

PeHEePHKIB/TIOPH/IIB BKIIOYAIOThCA y po3min 5.2.1
moaysist 5. JlocnijkeHHs: ©10€KBIBaJC€HTHOCTI He
IIPOBO/IJINCE BiANOBIIHO 10 BuUMoOr KepiBHHIITBA
0 poszunHiB opansHux CPMP/EWP/QWP/1401/98
Rev. 1/ Corr **.

2. ®apMaKoIoris:

BracHi JOKJIIHIYHI JOCTI/PKEHHS He IIPOBOIMIIHCH

1) nepBuHHA papMakogMHAMIKA

BiacHi ZOKIIHIYHI ZOCHIDKEHHS HE TPOBOAHIIUCH

2) BTOopuHHA (hapMaKoIHMHAMIKA

BiacHi TOKIIHIYHI ZOCTIDKSHHS HE TPOBOIHIHCEH

3) dapmaxostoris 6e3neKu

BracHi JOKIIHIYHI JOCTI/DKEHHS He ITPOBOIUIHCE

4) (hapMaKoIMHAMIYHI B3aeMOIT

BiacHi DOKIiHIYHI TOCHTIKEHHS HEe TPOBOIUINCH




3. dapmakokiHETHKa:

1) aHAmITHYH] METOIMKH Ta 3BITH TIIOJIO 1X
Baullgaril

Bracui poxiniuHi ZOCTiKeHHs He IPOBOIUIHCE

2) BCMOKTYBaHHS

BilacHi DOKJIHIYHI JIOCTIKCHHS He TTPOBO/IHIIHCE

3) po3momin

BracHl DOKITIHIYHI TOCTIDKCHHS HE TPOBOIHIIHNCE

4) Metaboiizm

BracHi DOKIiHIYHI JOCTIDKEHHS HE IPOBO/HIIHCEH

5) BUBEICHHS

BiiacHI TOKJIIHIYHI JOCTIKEHHS HE IPOBOIUIINCE

6) hapMakoKiHETHYHI B3aeMOIil
(JIoKJTIHIYHI)

BracHi ZOKIIHIYHI JOCTI/KEHHS HE IPOBOIMIINCE

7) 1HIi (hapMaKOKIHETHYHI HOCTiIKEHHS

BacHi JOKIIiHIYHI JOCTIJKEHHS He TIPOBOAMIIICE

4. ToxcHKoIOris:

1) TOKCHYHICTE ¥ pa3i 0JJHOPA30BOro
BBCIICHHS

BracHi TOKJIIHIYHI JOCITIDKEHHS HE IPOBOINIINCE

2) TOKCHYHICTE Y pa3i HOBTOPHUX BBEJIEHB

BracHi MOKTIHIYHI JOCTIIPKCHHS He IPOBOIHIIACH

3) TEHOTOKCHYHICTB:
in vitro

BracHi QOKITIHIYHI JOCHIDKEHHS He POBOIHINCH

N Vivo (BKJIIOYAKOYH JIOJJATKOBY OLIHKY 3
TOKCHKOKIHETHKH )

BracHi DOKTIHIYHI JOCTIIKCHHS HE IPOBOANINCH

4) KaHIEPOT€HHICTh:

BiacHi TOKITIHIYHI TOCTIKEHHA HE TPOBOIHIIHACE

TTOBrOCTPOKOBI IOCTIKSHHS

BracHi JOKIIHIYHI JOC/I/DKEHHS HE ITPOBOJIHIHCE

KOPOTKOCTPOKOBI JIOCIIIKCHHA
a00 JOCIIIKEHHS cepeHBOI TPHBAIOCTI

BiacHi JOKIIHIYHI JOCIIIKEHHS HE IPOBOHIIHCE

TOJIATKOB1 JOCITKEHsA

BiacHi TOKIIHIYHI TOCTIDKEHHS HE IIPOBOIMIMCH

5) penpoiyKTHBHA TOKCHYHICTD Ta
TOKCHYHMH BIUIMB HA PO3BUTOK NOTOMCTBA:

BrracHi IOKIIHIYHI JIOCTI/PKEHHS HE TPOBOIHIHCE

BILTHB Ha (PepTIIILHICTE 1 paHHIN
eMOpioHaNBEHUH PO3BHTOK

BracHi TOKTiHIYHI TOCIiHKEHHS HE IPOBOAUIUCH

eMOPIOTOKCHYHICTB

Biacui JOKIIHIYHI JIOCTIIKSHHS HE IIPOBOIUINCE




. . BriacH1 TOKIIHIYHI TOCHTIKEHHS HE TIPOBO/IHIIHCE
[IpCHaTaJIbHA 1 IOCTHAaTallbHa TOKCHYHICTb

! BracHi JOKJIIHIYHI JOCHIHKEHHS HE IPOBOINIHCE
TOCTTJDKeHHS, TIPH AKHX penapaT

VBOJIUTHCSA MMOTOMCTBY (HECTaTEBO3PLIAM
TBapHUHaM) Ta/abo OIIHIOETHCS BiIaIcHa
TSt

! ' ButacHi IOKJIIHIYHI JOCTIKEHHS HE TIPOBOJIMIIMCH
6) MicrieBa IepeHOCHMICTD

. ) . BiacHi TOKTIHIYHI TOCTIKEHHS HE TPOBOIMINCE
7) MOJATKOBI JOCIIPKEHHS. TOKCHYHOCTI

y . BracHi TOKTIHIYHI TOCTIIKEHHS HE POBOIHINACE
AHTHI€HHICTH (YTBOPEHHS aHTHTLI)

. ) BiacHi JOKIIHIYHI OCII/DKEHHS He ITPOBOAHIIUCH
IMYHOTOKCPI"IHICTB

; e L i BiiacHi JIOKJIIHIYHI JIOCJI1JIKEHHSI He IPOBOUIIUCH
MOCHIJKEHHS] MEXaH13MIB i1

) ) BiiacHi JOKIHIYHI JOCIKEHHS HE TPOBOIHIHCE
JTlKapCBKa 3AJICKHICTE

; G BiacHi JOKIIHIYHI JOCII/PKEHHS He IPOBOIHIHCE
TOKCHYHICTH MeTa6OJIlTIB

i . BiiacHi TOKIiHIYHI JIOCTIPKEHHS HE TPOBOIHIIHCE
TOKCHYHICTH JIOMIITIOK

; BracHi TOKJIIHIYHI JIOCHIJIPKEHHS HE IIPOBOAMIIACE
IHIIIE

5. BUCHOBKHM 11010 JIOKJIIHIYHOr0 BHBYEHHSA [BacHi JOKITIHIUHI JOCTIIKEHHA HE IIPOBOIMIIMCS, 3

OLIIAMY Ha 3asiBJICHUH THII TiKapesKo re co6y
BE
(oOTpyHTYBaHHS HAaZaHO B e&/ﬂ_%t& ,,e\\\‘

3asBHHUK (BIACHUK / % T r“:* AV
peecTpariitHoro e g\ AOKYMEHTIR ),, gl
TIOCBITICHHS) Nit” /" (ninmic) F il
Onpra ITIPCBKA :
(IL.1.B.)

{Tlopsidox Odonosneno Hoeum Jlooamxom 29 3ziono 3 Haxazom Minicmepcmea oxoponu
300poe's Ne 1528 6io 27.06.2019}




Homatok 30

1o Iopsaaxy npoBeieHHS eKCIepTH3H
peecTpalliiHUX MaTepiaaiB Ha JIKapChKi
3aco0u, 110 MOAAI0TECs Ha JepPIKaBHY
peecTpartiio (mepepeecTpaliio), a TaKoXx
€KCIIepTU3U MaTepialliB IPO BHECEHHS
3MIH JI0 PeECTpalliiHUX MaTepiasiB
IPOTSTOM Jii peecTpaliifHoro
HOCBITYCHHS

(myHKT 4 po3ainy IV)

3BIT

PO KJiHIYHe BUIIPOOYBaHHS

1. Ha3zga nikapcekoro 3aco0y (3a HassBHOCTI
- HOMEep peecTpaIiifHoro MOCRiT4eHHS)

Emonen
(Emoden)

PO3YUMH IS 1H' €Kit

50 Mr/mn

9. 3asBHHK AOpun @opmyneitinus [IsT. JlTa./
Abryl Formulations Pvt. Ltd.

3. BUPOGHHK A6pun JIaboparopi3 [paiiser Jlimiten/

Abryl Laboratories Private Limited

4. [IpoBeneHi DOCTiHKEHH:

Tak X HI KOO0 Hi, OOIPyHTYBaTH

BracHi KJIHIYHI JIOCTTIKEHHS] HE
[IPOBOM/IMCE,  BpPAxOBYIOUH  3asBICHHH  THII
mikapcekoro  3aco0y, a caMme: TE€HEepHYHHUH
nmikapcekuii 3aci0. Bigmorigno go {A63ay oes'amui
nionyuxmy 2 nionyuxmy 1.3 nynxmy 1 posoiny I ¢
peodaryii Haxasy Minicmepemasa OXOPOHY,
300poe'sa Ne 1528 ¢io 27.06.2019):

«ONsL  2eHepUKi6 He  HAOAIOMbC — Pe3yibmamul
GNACHUX MOKCUKONOTYHUX Ma  PAPMAKONOLTUHUX
6uUnpobyeans abo  KIHIYHUX ~ Q0CHIOJCEHb.
Pesynemamu  docniodxcenv  OioexkeisaneHmHocni
cenepukie/2ibpudie exmoyaiomscs y po3oin 5.2.1
MO0y S».

Bionosiono 0o eumoz Hacmanosu CT-H MO3Y
42-7.2:2018: «Jlocimkenus 6i0eKBiBaJIEHTHOCTI,
gK [paBWio, He € HEOOXIIHMMM,  SKIIO
JIOCIIUKYBaH|i JIIKapchKuilt 3acid BBOAUTHCSA AK
BOJHHUH BHYTPIIIHBOBEHHHH PO3YMH, IO MICTHTH
TaKy X aKTHBHY PEYOBMHY, L0 1 3aTBEPIKEHMH Ha
Januil  uyac mKapchKuit  3acio». Y 3B’A3KYy 3
BHIIC3a3HAYCHHM, Y BIUTOBIAHHX — pO3/iiax




pGECTpaHiﬁHOFO A0ChE HaJarOThCsA ITOCHIIAHHA Ha

pedepeHTHHH JTiKapCchKuii 3acib.

1) T nikapcbKoro 3aco0y, 3a AKUM
poBoMIacs abo IIaHyEThCs peecTparis

IT'EHEPUYHUMN JIKAPCHKHUI 3ACIB

5. IloBHa Ha3Ba KJIIHIYHOIO BUNPOOYBaHHS,
KOIOBaHHI HOMEp KIIHIYHOTO
BHIIPOOYBaHHS

BracHi KTiHIYHI JOCTIHKEHHS HE TPOBOIHITHCE.

6. @asza KIHIYHOrO BUIIPOOYBaHHS

BiiacHi KIHIYHI JIOCTIJPKEHHS HE TPOBO/HIIKCE.

7. Iepion npoBeIeHHs KITHIYHOTO
BUIIPOOYBaHHS

BnacHi KIHIMHI JOCTIIHKEHHS HE IPOBOIHIIHCE.,

8. Kpaiuu, Jie npoBoIuIocs KIiHIuHEe
BHIIPOOYBaHHS

BiiacHi KJIiHIYHI JOCIIHKEHHS HE TPOBO/IHIHCE.

0. KinbKicTh JOCTiIKyBaHUX

BracHi KIiHIYHI AOCTIKEHHA HE TPOBOIHINCE.

10. Mera Ta BTOpHHHI i1 KJIIHIYHOTO
BUIIPOOYBAHHS

BracHi KITHIYHI JOCTIHKEHHS HE TPOBOIMAIHNCE.

11. JIu3aiid KIHIYHOTO BUIIPOOYBaHHS

BracHi KTiHIYHI JOCTIDKEHHS HE IIPOBOJUINCE.

12. OcHOBHI KpuTepii BKIIOYEHHS

BracHi KTiHIYHI JOCTIIKEHHS HE IIPOBOJIMIHNCE.

13. JocmimKkyBaH#ii JiKapchKui 3aci0,
crocib 3acTocyBaHHs, cHila Jiii

BiacHi KJIHIYHI JOCHIKEHHS HE IIPOBOJIUINCE.

14. [Ipenapar mopiBHsSHHS, J103a, CIIOCIO
3acTOCYBaHHs, CHJIa il

Biacui KIiHIYHI JOCIIKEHHS HE IIPOBOIUINCH.

15. CymyTHs Teparis

BracHi kniHIYHI JOCTIKEHHS HE IIPOBOIHIIHCE.

16. KpuTepii o1iHKH e()eKTHBHOCTI

BracHi KJIiHIYHI JOCTII3KEHHS He TPOBOIAIHCE.

17. Kpurepii omiHku Oe3mneKkH

BracHui KIiHIYHI JOCII/DKEHHS HE IIPOBOIHIIUCE.

18. CraTucTUYHI METOIH

BiacHi KJiHIYHI JOCTIKEHHS HE IPOBOUIIHCE.

19. Iemorpadiusi HOKa3HUKH
OCJIKYBAHOT TOIYJIALl (CTaTh, BIK, paca,
TOIIIO)

BiracHi KIHIYHI JOCTIIKEHHS HE IIPOBOIHIIKCE.

20. Pesynprati e)eKTHBHOCTL

BacHi KiiHiYHI JOCTIIKEHHS HE TPOBOAUIIKCE.




BracHi KITiHIYHI JOCHIKEHHS He MPOBOIHINCE.
21. Pesynbratu 6e3mexu R LR

BracHi KIiHi4HI JOCTI/PKEHHA HE MPOBOIMINCH. 3

22. BUCHOBOK (3aKJIIOYEHHS)
OrnAy Ha OOIPYHTYBAHHS HajlaHe BHIIE.

3asBHUK (BIACHHUK
peecTpalifHOro MOCBITYCHHS)

(I. 1. B.)

{Ilopsioox Oonoeneno noeum Jooamxom 30 seiono 3 Haxazom Minicmepcmsa oxoponu
300poe's Ne 1528 ¢io 27.06.2019}




