Honarox 29

1o TTopsijiky IPOBEJIEHHS eKCIEPTH3H
peccTpaniiiHix MartepianiB Ha TKapchki
3aco0H, 110 IOJAIOThCS Ha JIEPHKABHY
peecTpariio (nepepeecTpaiir), a TAKoK
eKCIIEPTH3H MaTepiajiB Mpo BHECEHH
3MIH JI0 peecTpaiifHuX MaTepiaiiB
IPOTATOM Jii peccTpalifHoro
IIOCBIJYEHHS

(myHKT 4 po3ainy IV) J

3BIT
Npo JOKJIHIYHI 10CTiAKEeHHA

1. Ha3Ba mikapcekoro 3aco0y (3a HaﬂBHOCTiETPIAJI LU BOpAMIGS YOI passtisy g

o : T
- HOMep peecTpaliitHoro mocsiguenns): B €Kil mo 1000 mr

1) THI TiKapeHKOTo 3acoly, 3a SKHM TEHEPUYHUH JIKAPCHKHM 3ACIB
[IpoBOIMIAcs 200 MJIAHYETHCS PeECTpallis
2) IPOBEAEH] TOCTIKEHHS TaK X HI SKIIO HI, OOTPYHTYBATH

BnacHi TOKJIHIYHI JOCTIKEHHS HE

NPOBOJIMINCE,  BPaxOBYIOYM  3asBIE€HHI  THII
JIKapcpKoro  3aco0y, a came: TeHepHYHHMIA
nikapebkuil 3aci6. Bianosigno mo {A63ay oes'smuil
nionynkmy 2 nionynuxmy 1.3 nynkmy 1 pozoiny 111 ¢
peoaryii Haxasy Minicmepcmea 0XOPOHU
300poe'a Ne 1528 gid 27.06.2019}:

«JJI TEHEPHKIB HE HAJalOThCA PE3YJILTATH BIACHHX
TOKCHKOJIOTTYHUX Ta (apmaxoJIOrTYHHX
BUIIPOOyBaHe  a00  KIHIYHHUX  JIOCIIKEHb.
Pesyneraru IOCHIiKCHD 010eKBIBAJICHTHOCTI
TEeHEPHKIB/TIOpHUAIB BKINOYAIOTECA y pos3ain 5.2.1
monayns 5». Bianosinno o Bumor Hacranosu CT-H
MO3Y 42-7.2:2018: «locnimxeHHs
010eKBIBaICHTHOCTI, 5K IIpaBHIIO, HE €
HEOOXITHUMH, SKIIO TOCIIUKYBaHMIH JTiKapChKHit
3aci0 BBOJMTBCS SK BOAHHI BHYTPiIHLOBEHHMIA
PO3YHH, 10 MICTHTB TaKy K aKTHBHY PEYOBHHY, IO
1 3aTBePKCHUIT Ha TaHWi 4Yac JTiKapchKHii 3acio». V)
383Ky 3 BHINE3a3HAYEHHUM, Y BIJIITOBITHUX
pO3MiaX  PeECTPaliifHOro  JOChE  HAJAKTHCH
NOCHIIaHHA Ha pedepeHTHHH IiKapceKuil 3acid, a
TAaKO)K  IIPEACTaBICHO  JaHi  (apManeBTHYHO]]
CKBIBAJIEHTHOCTI 3aABJICHOIO JIiKAPCHKOTO 3aco0y Ta
pedepEHTHOTO JTiKapChKOro 3acofy.

2. @apmakooris: BiiacHi TOKJIiHIYHI JOCITI/KEHHS HE IPOBOAUIHCE




1) nepeunHa (apmakoIHaMiKa

BiacHi TOKTIHIYHI JIOCTIKEHHS HE TIPOBOIMIINCE

2) BToprHHAa (papMakojiiHaMiKa

BracHi JOKIHIYHI JOCII/HKCHHS HE IPOBOIHIINCH

3) papmakoJoria Oe3neku

BrnacHi TOKIiHIYHI JOCTIIKEHHS HE IIPOBOIHIINCH

4) GpapmakoauHaMIvHI B3acMOIiT

BiiacHi JOKIIHIYHI JOCIIDKEHHS He IIPOBOIMIHNCEH

3. dapmakoKiHeTHKA:

1) aHaMITHYHI MCTOIMKH Ta 3BITH 100 IX
Bautiarii

BracHi JOKTIHIYHI JOCIIKEHHS HE IPOBOIHIIHCE

2) BCMOKTYBaHHS

BiacHi JOKTIHIYHI JOCHIPKEHHS HEe TIPOBOMIMCH

3) po3nojin

BracHi JOKTIHIYHI JOCIPKEHHS HE IPOBOIAIHCEH

4) MeTaboI1i3M

BracHi JOKTIHIYHI JIOCHI/PKEHHS He IIPOBOIMIHCEH

5) BuBeieHHS

BiiacHi JOKTIHIYHI JIOCI/PKEHHS He IIPOBOIMIHCE

6) papmakoKiHeTHYHI B3aEMOIIT
(MOKITiHIYHI)

BriacHi JOKJIHIYHI TOCHIPKEHHS HE IIPOBOINIIHCE

7) 1111l hapMaKOKIHETHYHI JOCIiKEHHS

BiiacHi JOKTiHIYHI JOCTIIKCHHS HEe TIPOBOIMIHCH

4. ToxkcHKoOIOriA:

1) TOKCHUYHICTB Y pa3i OAHOPA30BOTO
BBEJIEHHS

BiacHi JIOKJIHIYHI TOCIKEHHS HE TIPOBOIHIHCE

2) TOKCHYHICTE Y pa3i MOBTOPHUX BBEJEHE

BracHi MOKTiHIYHI TOCTIIKEHHS HE TIPOBOMITHCEH

3) TeHOTOKCHYHICT:
in vitro

BiacHi JOKTIHIYHI JOCTIIKECHHS HE IIPOBOIMIINCEH

in vivo (BKIIOYAIOYH JI0JIATKOBY OIIIHKY 3
TOKCUKOKIHETHKH)

BiiacHi JOKTIHIYHI JOCTI/PKSHHS HE IPOBOIMINCE

4) KaHLEPOreHHICTB;

BiiacHi JOKTIHIYHI JOCIIIDKEHHS HE IPOBOINIINCE

TOBIOCTPOKOBI JJOCIIIPKEHHS

BiiacH1 JOK/IIHIYHI JOCTIIKCHHS HE TIPOBOIHIINCH

KOPOTKOCTPOKOBI JIOC/I1/PKEHHS
a00 moCIiKeHHS cepe/lHbOT TPHBAJIOCTI

BiacHi JOKTIHIYHI JOCIIIDKCHHS HE IPOBOIHIINCH

TOIAaTKOBI JOCIIIKCHHSA

BiiacHi TOKIIHIYHI JOCTIIKEHHS HE TIPOBOIHIIACH




5) penpoayKTHBHA TOKCUYHICTD Ta
TOKCHYHHI BIJIUB HA PO3BUTOK ITOTOMCTBA:

BiiacHi JOKIIHIYHI JIOCHIPKEHHS HE TPOBOAMIHCE

BILTHB Ha (pepPTHIIBHICT | paHHIH
eMOpioHaNbHUH PO3BUTOK

BracHi JOKJIIHIYHI TOCTIKEHHS HE MPOBOIUINCH

eMOPIOTOKCHYHICTE

BracHi JOKTIHIYHI JOCTIKEHHS HE TPOBOIHIIUCH

IpeHaTalibHa 1 NoCTHAaTalbHA TOKCHYHICTb

BracHi JOKTIHIYHI JOCIIDKEHHS HE IPOBOJIMINCH

TOCTIJDKCHHS, TIPH AKUX IpenapaT
YBOJIMTBCSI IOTOMCTBY (HECTATEBO3PLIUM
TBApMHaM) Ta/ado OLIHIOETHCS BiJylaIeHa
TSt

BracHi JOKIHIYHI JOCTIKEHHS HE IPOBOMINCE

6) MicIieBa IepeHOCUMICTD

BiacHi JOKITIHIYHI TOCTIDKEHHS HE MMPOBOIHITHCE

7) DOJATKOBI TOCIIIIKEHHS TOKCHYHOCTI:

BriacHi JJOKJIIHIYHI JOCHITKEHHS HE MPOBO/IHIHCE

AQHTUTCHHICTE (YTBOPEHHS aHTHTLI)

BiiacH1 JIOKIIHIYHI JOCII/KEHHS HE IPOBOIMIIUCH

IMYHOTOKCHYHICTh

BriacHi IOKIHIYHI JOCIIIKEHHS HE IIPOBOJIMIIUCH

TOCHIKEHHS MEXaHI3MIB mil

BiacH1 JIOK/JIHIYHI JOCII/DKEHHA He IPOBOIMIIUCH

TiKapCchKa 3aIeKHICTh

BiiacH1 JIOK/IIHIYHI J1OCHIDKEHHS HE TPOBOMIIUCH

TOKCHYHICTE META00MITIB

BiacHi HOKIIHIYHI TOCTIDKEHHS HE TPOBOIHITHCE

TOKCHYHICTb JOMIIIOK

BiiacH1 JIOKIIHIYHI TOCTIDKEHHS HE TTPOBOIUITHCE

iHIe

BiiacHi JI0KJIIHIYHI TOCTIKEHHS HE TPOBOIHIIHCE

5. BHCHOBKH 11010 JOKJIIHIYHOTO
BUBYCHHSA

KEHHS HE TIPOBOIHIIUCE, 3
I JIIKAPCHKOTO 3ac00y
10, BHLIIC).
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7).
Tlipeska O.A.

(IL 1. B.)

{IIopsdox donosueno nosum HJooamrxom 29 32iono 3 Haxaszom Minicmepcmea oxoponu

300pos's Ne 1528 ¢id 27.06.2019}




Honarok 30
1o [lopsanky npoBeneHHs eKCrepTH3H
peecTpauiiHuX MaTepiaiB Ha JIKapChKi
3aco0H, 10 [10J1aI0TLCS Ha JICPKaBHY
peecTpalliio (nepepeecTpailiio), a TakKox |
eKCIEPTU3H MaTepialiB IIPO BHECEHHS L
3MiH JI0 peecTpallifHuX MaTepiaiB |
MPOTATOM Jii peecTpaniinoro ‘

MOCBiqUEHH

(myHkT 4 poszniny 1V)

3BIT

Npo KJiHiYHe BUNIPOOYBaHHA

1. Ha3ga siikapcbkoro 3aco0y (3a HassBHOCTI
- HOMEP PEECTPAIIITHOIO TIOCBITUEHHS)

ETPIAJI 1 r, nopomox sl pO34HHY A1
in’exuiii mo 1000 mr

2. 3asiBHHK

Cenc Jla6oparopic IIsT. JITA.

Sance Laboratories Pvt. Ltd.

3. BupoOunk

Cenc JlaGoparopic IIeT. JITA.

Sance Laboratories Pvt, Ltd.

4. IIporeieH1 OCTIJIKEHHS:

Tak X HI  SKIIO Hi, OOIpyHTYBAaTH

BracHi kimiHIYHI JOCTI/DKEHHS HE ITPOBOIHIIKCH,
BPaxXOBYHKOYHM 3asABJICHUIA THII JIIKapchKoro 3acoly, a
came: TeHepHYHHMH JiKapchKul 3aci6. BignosigHo mo
{Ab3ay Oee'smuit nionynkmy 2 nionyukmy 1.3
nyukmy 1 poszoiny Il 6  peoaxyii Haxaszy
Minicmepcmea oxoponu 300pogsa Ne 1528  gio

27.06.2019}:

«0J17 2eHePUKIB He HAOQIOMbCA Pe3yIbmMamu 61ACHUX
MOKCUKON02TUHUX ma gapmaronoziunux
sunpobysans abo KATHIYHUX Qocioicens.
Pezynemamu  docnioocenv  Oioexgisanenmnocmi
eenepuxie/2ibpudie exmovaiomocs y po3oin 5.2.1
MOOYASL I .

Bionogiono oo sumoz Hacmanosu CT-H MO3Y 42-
7.2:2018: «JlocmpkeHHs O10€KBIB&JIEHTHOCTI, SIK
IIpaBUIIO, He € HEOOXIJIHUMH, SIKIIO JOCIiIKYBaHUH
JTiKapchKHi  3aci0  BBOOMTBCS K BOJHHH
BHYTPIIIHLOBEHHUH PO3YMH, L0 MICTUTH TaKy XK
AKTHBHY PEYOBHHY, IO 1 3aTBEp/DKEHUN HA JIAHHMA
yac  JIKapcekWit  3acib». Y 3B’SA3Ky 3
BUIIE3a3HAYCHHM, Y BIMOBIAHUX  po3ainax
peecTpamiftHoro J0ChE HANAIOTHhCS TOCHIAHHS Ha|
pebepenTHmit  mikapckmit  3aci6  ROCEPHIN®,
powder for solution for injection 1 g in vial Nel,
Roche Products Limited, United Kingdom




a TaKoXK MpeAcTaBleHO JaHi  (apMaleBTHYHO]

€KBIBAJIEHTHOCTI 3asBICHOTO JIKapChbKOro 3acody Ta

pedhepeHTHOro JIKapehKOro 3aco0y.

1) THI niKapcbKoro 3acoly, 3a AKUM
npoBoIacd abo TIAHYETRCSA PecCTparis

T'EHEPUUYHUI JIKAPCHKHWH 3ACIB

5. TToBHa Ha3Ba KJIIHIYHOIO BUIIPOOYBaHHS,
KOJOBaHHH HOMEp KIIIHIYHOTO
BUIIPOOYBAHHS

BiacHi KiiHiyHi JOCTHKEHHSA HE TTPOBOIMIHCH

6. ®a3a KIIHIYHOTO BHITPOOYBAHHS

BracHi KIiHIYHI JOCTIDKEHHS HE TPOBOJIHIIHCE

7. Ilepion mpoBeeHHS KITIHIYHOTO
BUTTPOOYBaHHS

3 Imo

BiacHi KaiHIYHI JOCTIKEHHS HE TPOBOIHIHCH

8. Kpaiuu, e IpoBOIHIOCS KITiHITHE
BUITPOOYBaHHS

BracHi KIiHIYHI JOCHIDKEHHs HE TIPOBO/IMINCE

9. KipKicTh JOCTITKYBaHUX

3aIlJlaHOBaHa:
¢axTHyna:

Brachi KIiHIYHI JOCTIDKEHHS HE TPOBOIHINCE

10. MeTa Ta BTOpHHHI 1111 KJIHIYHOT'O
BUMPOOYBAHHS

BrracHi KIHIYHI JOCIIKSHHS HEe IPOBOJIINCE

11. Jlu3aitH KJIiHIYHOTO BUIIPOOYBAHHS

BracHi KIiHIYHI JOCTIKEHHS HE TPOBOIHIHCH

12. OcHOBHI KpHTePii BKIFOUEHHS

BrnacHi KIiHIYHI JOCHIIKEHHS HE IPOBOIMIHCE

13. JlocnimpkyBanuit likapchKuii 3acio,
crocib 3acTocyBaHHsI, CHJIa JIii

BracHi kniHIYHI TOCTIKEHHS HE TPOBOTHIIHNCE

14. Ilpenapat nopiBHSHHS, 11034, CIIOCiO
3aCTOCYBAHHS, cHIa Jiil

BracHi KniHi4HI OCTITKEHHs HE TPOBOINIHCE

15. CynyTHs Tepamnis

BiiacH1 KJIHIYHI JIOCI/KEHHS! He IPOBOAM/INCH

16. Kputepii o1iHKH eQeKTHBHOCTI

BiiacHi KTiHIYHI TOCHIIKEHHS HE TPOBOIHINCE

17. Kputepii orinku Oe3nexu

BiiacH1 KITIHIYHI TOCHIKEHHS HE MTPOBOIHINCE

18. CratHcTyHl METOA

BrnacHi KJIiHIYHI JOCTIPKEHHS He IPOBOJIMITHCH

19. lemorpadiynai moxazHUKHA
JIOCIIIKYBaHOT monynsanii (crare, Bik, paca,
TOIIO)

Brachi kIiHiYHi JOCTIHKEHHS HEe IPOBOJIMITHCE




. BJracHi KJIHIYHI JOCIIKEHHS HE IPOBOIMINCE
20. PesynbraT e)eKTHBHOCTI

BracHi KIHIYHI TOCIIKEHHS HEe TPOBOMIINCH
21. Pesyneratn Oe3mexkn

22. BUCHOBOK (3aKII0UCHHS) BracHi KIiHIYHI JOCTIUKESHHS HE IIPOBOJHINCE, 3
OTJISAIy Ha 3asBIICHHI THIT JIiKapc 0 3aco0y
(oOrpyHTYBaHHS HaJjaHO BHIIIE).

Y i

3asBHHK (BIACHHUK
peecTpauiiHOro MoCBiTUCHHS)

{Ilopsdox oonosneno Hosum Jodamrxom 30 32i0H0 3 Ha;caéc;i;itff_.l\;a‘,‘-m:fémepcnma 0XOPOHU
300pog’ss Ne 1528 gio 27.06.2019}




