Homarok 29

710 llopsaaky npoBe/ieHHs eKCIepTH3H
peecTpalifHUX MaTepiaiiB Ha JTiKapehki
3ac0o0u, 110 NOJAIOTECS HA JIEP)KABHY |
peectpariiio (mepepeccTpariio), a TaKOxK |
CKCIEPTH3H MaTEPIaiB PO BHECEHHS |
3MIH JI0 pecCTpaliiiHUX MaTepianip |
IIPOTSITOM Jiii peecTpaniiiHoro |
TOCBiTICHHS |

(1tyHKT 4 poszainy IV) |

—_— 3 =% —

3BIT

PO AOKJIHIYHI T0CaiKeHHs

1. Haspa nikapcekoro 3aco0y (3a HassBHOCTI
- HOMED peECTPaliiHOro MOCEi I4eHHS):

Heponekc
(Neronex)

PO3YHH s 11 ekuii, 100 Mr/mi

1) Tun nikapepkoro 3aco0y, 3a SKUM
npoBoauiacs abo IIaHY€EThCS peecTpallis

I'EHEPUYHNI JIIKAPCBKHM 3ACIB

2) MpOBEICH] AOCTIKEHHS

TaK X Hi sKIIO Hi, OOTPYHTYBATH

Bracui JIOKJTIHIYHI TOCIKEHHS He
IPOBOIMIINCE,  BPaXOBYIOWH  3asBIEHHH  THII
mikapchkoro  3aco0y, a came: TIeHepHYHHIH
nikapepKuii 3aci6. BigmosinHo no {A463ay des'amuil
nionynkmy 2 nionyukmy 1.3 nyuxmy 1 pozoiny 111 ¢
peoaryii Haxasy Minicmepcmea 0XOpOoHU
300poe's Ne 1528 gio 27.06.2019):

«OJIA FeHepHKiB HE HaJarOTBCiA PC3YJIbTAaTH BIIACHHX

TOKCHKOJIOTTYHHX Ta (GapmMakonoriyHux
BUIIPOOYBaHb a0  KIIHIYHUX  JIOCIIKEHb.
PesynpraTtn JIOCITIKEHb €KBIBAJIEHTHOCTI

FeHEPHKIB/TIOpHIIB BKIIOYAIOTECA y posain 5.2.1
Moayisi 5. JlochmimkeHHs OioeKBiBaJIEHTHOCTI He
IPOBOAMINCH BIANOBIAHO 10 BUMOr KepiBHHUIITBA
1o po3unHiB opamsiux CPMP/EWP/QWP/1401/98
Rev. 1/ Corr **,

2. dapmakoIIoris:

BnacH1 JOKIIHIYHI TOCTIIKEHHS HE IPOBOIHINCE

1) nepruHHA apMaKoHHAMIKA

BiiacHi JOKIIHIYHI JIOCTIJPKEHHS HEe TPOBOIMIHCE

2) BTOpHHHA (hapMaKoIHaMiKa

BiacHi JOKJIIHIYHI JOCHIIPKEHHS He IPOBOIHIACH

3) dapmakonorist 6e3nexn

BiacHi JOKIIHIYHI JOCTIHKEHHS He TPOBOJIHIHCEH

4) papmakoIMHAMIYHI B3aEMOIIT

BracHi JOKIIHIYHI JOCTIIKEHHS HE IPOBOIHIINCE




3. ®apmMaKkoKiHeTHKa:

1) ananiTHYHI METOAMKH Ta 3BITH MO0 iX
Balialii

BiacHi 1oKIIiHIYHI 1OCIIDKEHHS e NPOBOIHINCH

2) BCMOKTYBaHHS

BiiacH1 JoKmHIYE] JOCIIKEHHS HE POBOIMIINCE

3) po3noain

Bracui JokIHIYHI OCTIPKEHHS HE IPOBOAUINCE

4) merabonizm

Bracui 1oKIiHIYHI JOCTIUKEeHHS HE IPOBOIUINCE

S5) BUBEICHHS

BiacH1 TOKJIIHIYHI JOCTIKEHHS HE IPOBOIUINCE

6) GapmakoxiHeTHUHI B3aeMOIIT
(oxminiyHi)

BracHi JOKITIHIYHI JOCTIIPKEHHS HE MPOBOININCE

7) iHu (apMakOKIHETHYHI JOCIIIKEHHs

BracHl JOKIIHIYHI JOC/I/KEHHS HE IIPOBOINUIIHCH

4. TokcHKOIOTIA:

1) ToKCHYHICTE Y pa3i 0JJHOPA30BOTO
BBEJICHHS

BracHi JOKTiHIYHI JOC/TIIKEHHS HE POBOIHIINCE

2) TOKCHYHICTD Y pa3i HOBTOPHUX BBEICHb

BrnacHi JOKIIHIYHI JOCTIDKEHHS HE IPOBOIAINCE

3) TCHOTOKCHYHICTD:
in vitro

BracHl JOKIIHIYHI IOCHTIKECHHs HE IPOBOIMIHCH

in vivo (BKITIOYAIOYH JI0JaTKOBY OI[IHKY 3
TOKCHKOKIHETHKH )

BracHi JOKTIHIYHI TOCHTI/PKCHHS HE IPOBOIMIHCH

4) KaHIIePOTreHHICTh:

BracHi JOKIIHIYHI JOCTIIKEHHS HE IPOBOINIHCEH

TTOBI'OCTPOKOBI JOCHIKECHHS

BiracHi JOKIIIHIYHI JOCIIPKEHHS HE ITPOBOIHIHCE

KOPOTKOCTPOKOBI AOCIIKCHHS
a00 MoCTiIKeHHs! cepe/IHbLOT TPUBAIOCTI

BiacHi TOKIIHIYHI TOCTIHKEHHS HE TPOBOIMIINCE

TOJATKOBI TOCIILKEHHS

BracHi TOKIIHIYHI TOCITIKEHHSI HE TPOBOIMIIICE

5) penpoayKTHBHA TOKCHYHICTE Ta
TOKCHYHMI{ BIUIMB Ha PO3BUTOK IIOTOMCTBA:

BiacHi JIOKJTiHIYHI TOCTIHKEHHS HE TTPOBOIMIIHCE

BIUTMB Ha (epTHILHICTE i paHHIH
eMOpIOHAIBHUI PO3BHTOK

BiacHi JIOKJIIHIYHI JIOCHIPKEHHSI He ITPOBOAMIINCH

eMOPIOTOKCHYHICTh

BracHi TOKIiHIYHI JOCHTIKEHHS He TPOBOIMIIHCH




IIpeHaTaIbHa 1 IOCTHATAIBHA TOKCHYHICTh

Briacui JoK/IIHI4HI JOCHH/DKEHHS He NPOBOIMIHCH

JOCIIJUKEHHS, TIPH SIKHX Tperapar
YBOAHUTECS MOTOMCTBY (HECTATEBO3PLIHM
TBapuHaM) Ta/abo OLIHIOETELCS BiIaneHa
st

Biiacu TOKIIHIYHI Z0CTIIKEHHS HE IPOBOMIHCE

6) MiclieBa MepeHOCHMICTh

Brachi Jok/iHIYHI JOCHIPKEHHS HE TIPOBOIMINCH

7) IOJIATKOBI JOCHIIKEHHS TOKCHIHOCTI:

Bracui JOKJIHIYHI ZOCTITKCHHS HE POBOIUINCE

AHTHTEHHICTh (YTBOPCHHS aHTHUTI)

BiiacH1 DOKIIHIYHI JOCITIDKCHHS HE TTPOBO/IHIINCE

IMYHOTOKCHYHICTE

BriacHi JOKIIHIYHI JOCTIPKEHHS HE IPOBOIMINCE

TOCTiKEHHs MEXaHI3MIB Iii

BiiacH1 JIOKJIIHIYHI JOCTI/PKEHHS HE IPOBOIUIIACE

TKapchKa 3aIeXKHICTh

BiacHl TOKIIHIYHI TOCIKEHHS HE IPOBOIHIIUCE

TOKCHYHICTE MeTa0OoIITIR

BiacHi TOKIIHIYHI TOCIIJKEHHS HE IPOBOIHINCE

TOKCHYHICTE JOMIIIIOK

Biiacui JOKIIHIYHI JOCTIKEHHS HE IPOBOIHIHCE

1H1IIE

BracHi JOKJIHIYHI TOCTIKEHHS He TIPOBOIHIINCE

5. BHCHOBKH 11010 JOKJIIHIYHOTO BHRYEHHS

BracHi JOKTIHIYHI JOCTI/PKEHHS He TIPOBOIMIIMCE, 3
OTJIAY Ha 3asBJICHUH THI JIIKaPCHKOTO 3ac00y
(oOrpyHTYBaHHs HAJaHO BHUILE).

S e 2

-
3asABHUK (BJIIACHHK S
peecTpariftHoro ‘
HOCBITYEHHS) (migme)
Oumnpra [TIPCBKA
s (IL. 1. B.)

{Tlopadox Oonoeneno HOGUM . ﬂWﬂ 29 32i0H0 3 Haxazom Minicmepcmea oxoponu

300pos'a Ne 1528 6id 27.06.2019}F




Honarox 30

1o Iopsaaky npoBeneHns ekcrnepTusu
peecTpaniifHuX MaTepiaiis Ha JliKapehbki
3aC00H, IO MOJAIOTECS HA JACPKABHY
peecTpalliio (epepeecTpaiiio), a TAKOK
€KCIIEPTH3H MaTepiajiB PO BHECEHHS
3MiH JI0 PeecTpaliiHuX MaTepiaain
HPOTATOM i1 peecTpamiiHoro
IIOCB1/TYCHHS

(myHKT 4 po3miny 1V)

3BIT

Npo KJIiHIYHe BUNPOOYyBaHHS

1. Ha3pa nikapchkoro 3aco0y (3a HassBHOCTI
- HOMED peecTpalifHOro MOCBIT4eHHS)

Heponekc
(Neronex)

PO3YHH A4 iH’exuiii, 100 mr/mi

2. 3asBuuk

Abpun @opmyneitinns [Ter. JTm./
Abryl Formulations Pvt. Ltd.

3. BupoOHuuk

Abpui Jlaboparopis Ilpaiiget Jlimiten/

Abryl Laboratories Private Limited

4. IIpoBeneni J0OCTIDKEHHS:

Tak X HI  SKIO Hi, OOTpYyHTYBaTH

Brachi KIIHIYHI JOCITJPKEHHS HE
IPOBOJMJINCE,  BpPaXOBYIOUH  3af4BJIICHHA  THII
Jikapcekoro  3aco0y, a came: TeHEpUYHHI
nmikapebkuit 3aci6. Bigmosinuo mo {463ay dee'smuii
nionynkmy 2 nionyukmy 1.3 nynxmy 1 poszoiny Il &
pedaryii Haxa3zy Minicmepcmea 0XOpOHU
300pog'a Ne 1528 gio 27.06.2019):

«ONIsL  2eHepuKie He Hadalombes  pesyibmami
GIACHUX TNOKCUKONIO2IYHUX MA  (PAPMAKOIO2THHUX
sunpodysans ~ abo  KIHIYHUX — 00CAIOJNCEHD.
Pesyromamu  docnidoiceny  6Gioexgisanenmuocmi
2enepuxie/2iopudie exmouaromues vy pozodin 5.2.1
Mooy 3.

Bionogiono oo eumoz Hacmanosu CT-H MO3Y
42-7.2:2018: «[locmimkeHHs 010€KBIBAIEHTHOCTI,
K IpaBHIO, HE € HeoOXITHHUMH,  SAKIIO
JOCTIJUKYBaHHUM JIKapChKHHA 3aci® BBOOUTHCS SK
BOJIHMI BHYTPIIIHBOBEHHHH PO3YMH, IO MICTHTH
TaKy K aKTHBHY PEUOBHHY, LIO i 3aTBEp/KEHUH Ha
OaHMi 4vac JIKapchbkuit 3acid». VY 3BA3Ky 3
BHUINE3a3HAYCHHUM, Y BIIOBIIHUX  PO3/LIAX]
peccTpalifHOrO JI0ChE HAJIAFOTHCS IOCHJIAHHS Ha




pedepenTHuii mkapebkuii 3acio.

1) Tin sikaperkoro 3acody, 3a iIKUM
MPOBO/IHIACA aD0 MIAHYCThCA PEECTpallis

TEHEPUYHHNH JIIKAPCBKHI 3ACIB

5. IloBHa Ha3Ba KITIHIYHOrO BUNPOOYRBAHHS,
KOZOBaHUH HOMEP KIIHIYHOIO
BUIIPOOYRAHHS

Bracui KIHIYHI JOCTI/PKEHHS He TTPOBOMIIICE.

0. ®a3za KIIHIYHOTO BUIIPOOYBAHHSI

BriacH1 KI1HIYHI JOCITIKEHHS HE TPOBOAMUIIUC.

7. Ilepiox mpoBe/ieHHs KIIHIYHOTO
BUIIPOOYBaHHS

BracHi kjiiHiuHI ZOCTIDKEHHS HE IPOBOIHIUCE.

8. Kpaiuu, e npoBouiocs Kiiniuge
BUIIPOOYBaHHS

Biiacui KIiHIUHI JOCIIPKEHHS HE TIPOBOIHIINCE.

9. KiIbKICTE TOCTIKYBaHUX

BracHi KIiHIYHI JOCITIPKEHHS He IPOBOAUIIKCE.

10. Meta Ta BTopHHHI [iJl KIiHIYHOTO
BUIIPOOYBaHHSA

BracHi KIIHIYHI T0CTIDKEHHS HE IPOBOIMIIHCE.

11. JIuzaiid KJIIHIYHOTrO0 BUIPOOYBAHHS

BracHi KTiHIYHI JOCTIKEHHS He IIPOBOMIIHCE.

12. OcHORBHI KpHTEpil BKIIOYEHHS

BracH1 KIiHIYHI TOCTIIKEHHSI He IIPOBOIUIINCE.

13. JlocnipkyBaHu# JTiKapChKHi 3acio,
croci6 3acTocyBaHHS, CHIIa il

BracHi KIHIYHI IOCHTIHKEHHS HE TIPOBOAMIIHCE.

14. Ilpenapar nopiBHsAHHS, /1034, CIIOCIO
3aCTOCYBaHHA, CHIIa il

BracHi KIiHIYHI JIOCITIDKEHHS HE IIPOBOIHIIHCE.

15. CynyTHs Tepartis

BracHi KJIiHIYHI JIOCII/PKEHHS He IIPOBOIHIINCE.

16. Kputepii omiHk# eeKTHBHOCTI

BiiacHi KIiHIYHI TOCTIDKEHHS HE TPOBOIUIIHCE.

17. Kpurepii ouinku 6e3mexku

BiiacHi KIIiHIYHI TOCTIDKEHHS HE MTPOBOIUIHCE.

18. CraTtucTHyHi MeTOIH

BracHi KITiHIYHI JOCTIDKEHHS HE TPOBOMIIHCE.

19. Jlemorpadivni moKazHHKH
ITOCTIIDKYBaHOI Moy Al (cTaTh, BiK, paca,
TOIIIO)

BriacHi KJIiHIYHI ZOC/IDKEHHSA HE TPOBOIAINC.

20. Pe3ynbTaT eheKTHBHOCTI

BiiacHi KIIHIYHI JOCTI/DKEHHS He IPOBOIUIIHCE.




BracHi KTHIYHI OCHKeHHS He IPOBOJTHINCE.
21. PesynbraTn 6esnekn ARG PERR

Bracui KIiHi4HI JOCTI/UKEHHS HE IIPOBOJMIACH. 3

22. BUCHOBOK (3aKJIFOYeHHsT)
OISy Ha OOIPYHTYBAHHS HajlaHe BHIIE.

3asiBHHUK (BIACHHK

(mimmc)
Onera ITIPCHKA

(IL L B.)

peecTpaliifHoro 1MocBiquYeHHs)

{ITopsdok Oonoeneno nosum Jooamxom 30 32iono 3 Haxazom Miniemepemea oxoponu
300pos’s No 1528 gio 27.06.2019}




