Hoxatok 29

10 Ilopsiaxy mpoBeieHHs eKCIIEPTH3H
peecTpamiifHuX MaTepialiB Ha JiKapchKi
3aco0m, 10 MOJAIOTHCS Ha NEPXKABHY
peecTpaltizo (IIepepeecTpariiio), a TAaKoX
EKCIIEPTH3H MaTepialliB IPO BHECEHHS
3MiH 0 peecTpaniiiHuX MaTepialis
IPOTSroM Aii peeCTpamiifHOro
IIOCBLT9eHHs

(oysxT 4 po3airy IV)

3BIT
PO JOKJiHIYHI AOCTIXKEHHS

BAKTOJIOKC (BACTOLOX)

1. Hasga nikapchkoro 3aco0y (3a HasiBHOCTI
- HoMep peecTpaniifHoro moCBiAICHHE):

1) THI JTKapCHKOro 3acoby, 3a SKAM TEHEPHYHHI JIKAPCHKHIA 3ACTB
mpoBoarIIacs ab0 IUIAHYETHCA PeecTpamisa

2) mpoBecH]1 TOCIKEHHS TaK XHi KOO Hi, OOIPYHTYBAaTH

BnacHi TOKIHHIgHL TOCT e He
OPOBOAMIIMCH, BPaXOBYIOYH  3asBlCHHMH  THI
mikapcbkoro 3acoby, a caMe: TICHEpHYHHMI
JKapceKmif 3aci6. BimmoBinHo no {463ay Oee'nmuil
nionynkmy 2 nionynxkmy 1.3 nynxkmy 1 posoiny 111 e
peoaxyii Haxasy Miunicmepcmea 0XOpOHU
300pog's Ne 1528 6id 27.06.2019):

«ONIA 2eHepUKie He HAOAIOMbCSL Pe3yToMamu GlACHUX
MOKCUKONOZTUHUX ma g apmaxonozivnux|
eunpobysanso  abo  KUHiYHUX ~ OOCNIOJNCEHb.
Pesynemamu  Oocniddcenv  bioexeieanenmuocmi
2enepuxie/zibpudie exniouaiomvca y po3oin 3.2.1
MOOYAA S ».

Bionogiono oo eumoz Hacmanoeu CT-H MO3Y 42-
7.2:2018: «JocmimkenHss O0iO€KBIBAJICHTHOCTI, K|
IIPABHIIIO, HE € HEOOXiHUMHY, SKINO AOCIHIKYBAHMH]
Jikapcekmii  3aci0  BBOIOWMTBCI  SK  BOJHHI
BHYTpIIIHBOBCHHMAH PpO3YMH, IO MICTHTh TaKy X|
aKTHBHY PEYOBHHY, INO 1 3aTBEpKCHUH Ha JaHHH!
gac  JHKapcekmi  3acion. Y 3B’s3Ky 3
BHINIE3a3HAYCHAM, Y BIIIOBINHUX  pO3JiIax
peecTpamiifHoro J0Che HANAIOTHCS IOCHIAHHA Ha
pedepentrmii mikapcpkmit  3aci6 FORTUM®,
Glaxo SmithKline, United Kingdom, a Takox
MIPEICTABIICHO nami (dhapmMarneBTHIHO]
€KBIBaJICHTHOCTI 3asBJICHOTO JIIKApCHKOTo 3aco0y TﬂJ
pedepeHTHOrOo JIIKapChKOTo 3aco0y.

2. dapMakoIIoris: BiacHi JOKIHIYHI JOCTKEHHS HEe IPOBOIILINACH




1) nepsuHHa hapMaKoIMHAMIKA

Brachi JOKIIHITHI JOCTIIKEHHS HE IIPOBOIIMCE

2) BropuaHa papMakoIuHaMiKa

Biacui moxiiHigHI JOCHIHKECHHS HE IIPOBOUIHCE

3) dapmaxomoris 6e3nexu

BiracHi JOKJIHIYHI JOCTDKSHHS HE IPOBOIAIUCH

4) papMaxoMHAMITHI B3a€EMOMIL

Biacui mOKIiHIgHI TOCHIPKEHHS HE IPOBOMIIHCH

3. dapMaKOKIHETHKA:

1) apaniTHYHI METOJPKH Ta 3BITH OO iX
BaJi marii

BiacHi JOXJIIHIYHI JOCTHDKEHHS HE MMPOBOIIINCH

2) BCMOKTYBaHH:A Bracui JOKIIIHIYHI ZOCTIDKEHHS HE IPOBOIMUINCH
3) po3nozin Biacai qOKITiBIYHI JOCTIDKSHHS HE IPOBOIIIACH
4) MmeTabomi3M Biacai JOKIiHIYHI JOCTIPKSHHS HE IIPOBOIIIUCH

S) BUBEICHHSA

BracHi JOKNIHIYHI JOCITIDKCHHSA He IIPOBOIIINCH

6) hapMaKkOKiHETHIHI B3a€MOII1
(moxTiHIgHI)

LBmatcni JIOKJIHI9HI JOCIIDKCHHS He IPOBOIAIICH

7) iummi papMakoKiHETHIHI HOCILKEHHS

BiiacHi KoXTiHITHI JOCIIHKEHHES HEe IIPOBOIIIINCH

4. TOKCHKOIIOTIS:

1) TOKCHYHICTE ¥ pasi OZHOPA30BOr0
[BBEICHHS

BiiacHi JOKIIHI9HI TOCIPKCHHS HE IPOBOIWINCH

2) TOKCHYHICTh Y pa3i HOBTOPHHX BBEJCHD

BiacHi JOKIIiHITHI JOCIIDKSHHS HE IPOBOIILIACH

3) reHOTOKCHYHICTB:
in vitro

[Brachi ZOKIIHIYHI JOCTIHKEHHSA HE IPOBOIWIACE

in vivo (BKJIFO92I09H JJOJATKOBY OLIHKY 3
TOKCHKOKIHETHKH)

Bnachi JOKIiHI9HI JOCTIIPKEHHS HE IPOBOAINCH

4) KaHIIEpOTeHHICTh:

BiracHi moxyiHIYHI JOCTPKEHHS HE IMPOBOIUIHCH

TOBrOCTPOKOBI TOCIIiIKCHHS

BiacHi JOKJIIHITHI AOCTIHKSHHS HE IPOBOIILIUCH

KOPOTKOCTPOKOBI JOCII/DKCHHS
200 JOCIiKEHHAS CepeaHbOT TPUBATIOCTI

BiacHi JOKIIHIYHI JOCIIIPKEHHS He IIPOBOIMINCH

T0JaTKOBI JOCIIi KEHHSA

BiacHi JOKIIHIYHI JOCTIPKEHHS He IIPOBOAMIINCH




] Brnachi DoKmiHIYHI JOCHIDKEHHS HE TPOBOTUIINCH
5) penpOoXyKTHBHA TOKCHYHICTH Ta u P

TOKCHYIHHHN BILUIMB Ha PO3BHTOK IIOTOMCTBA:

] ] - BriacHl JOKIIHIYHI JOCIDKEHHS He IIPOBOIAINCH
BILTHB Ha (epTHIHHICTD 1 paHHIHA Aocmz p

eMOpiOHATEHUN PO3BHTOK

] ] BiacHi NOKIIHIYHI JOCILIXEHHA HE IPOBOIHAINCH
eMOPiOTOKCHIHICTB A 1A posoan

. ] BiacHi TOKTiHIUHI JOCTIIPKEHH HE IPOBOJIINCH
IpeHaTalbHa 1 TOCTHATABHA TOKCHIHICTh = P

. BinacHi JOKIHIYHI JOCIKEHAS He TPOBOIUIINCH
MOCTiPKEHHS, IPA AKUX Openapar a AocmA P

YVBONUTHCS IIOTOMCTBY {HECTAaTCBO3PLIMM
TBapHHAM) Ta/ab0 OIHIOETHCS BiAHaIeHa
TSt

; i Bracri noxmigigHI AOCTIIDKEHES HE OPOBOIMIACE
6) MicrieBa NEPEeHOCHMICTH P

] . . |BnacHi noxniHigHi HOCIIMXEHHS HE IIPOBOIILINCH
7) JOIATKOBI JOCIIHKEHHSI TOKCHIHOCTI: a 2 p

. . BiacHi JOKIIHIYHI JOCTIIKCHHS HE IPOBOIIHCH
AHTHT€HHICTH (YTBOPSHHS aHTATLI) A . po

; = Bracyi TOKIiHI9HI TOCIIPKEHHS HE IIPOBOJHIHACH
iMyHOTOKCHYIHICTH a A po

. e e BiacHi mokmiHigHi JOCTIKCHES He IPOBOIMIINCH
TOCIILIDKEHHS MEXaHI3MIB JIii A A

. ] BiacHi TOKIiHIYHI HOCIHKEHHS HE IIPOBOIILIHACH
IIIKApChKa 3aJIEXHICTD 2 a p

) . . Brnacxi JOKTHIYHI JOCIKEHHS HE IPOBOIUINCE
TOKCHIHICTH META0OIITIB a A

BracHi JOKNiHIYHI JOCTIPKCHAS HE IPOBOIMIIUCH

TOKCHIHICTE JOMIIIOK
S [BracHi JOKHHIYHI JOCIi/PKEHHS HE IPOBOIIIACH
5. BECHOBKH IO/I0 JOKJIHIYHOTO Biracwi JOKTHIMHI JOCIIHKEHHS HE TPOBOIHIINCE, 3
BUBYCHH OISy Ha 3asBJICHHI THII JIIKApCHKOro 3aco0y
(06TpyHTYBaHHS Ha/laHe BAIILE).
3asBHUK (BIACHAK == /)
peecTpaniiiHoro [l = 2K
- ' il
TIOCBITYCHHA) { //" :
* ITipceka O.A.
_(IELB)

{TIopsdox donoeneno noeum [Jodamrxom 29 3ziono 3 Haxasom Minicmepcmea oxoponu
300poe's No 1528 6io 27.06.2019}




Honatox 30

1o Iopsky mpoBeNCHHS eKCIEPTU3H
peecTpanifHux MaTepialis Ha JKapChXi
3aco0M, IO MOJAIOTECS Ha AEPXKaBHY
peecTpaiiio (mepepeecTpaniro), a TAKOX
eKCIIEPTH3H MaTepiaiB PO BHECEHHS
3MiH JI0 peecTpanifiHux MaTepialiB
IPOTSTOM Jii peecTpariifHoro
IIOCBIYEHHS

(myskT 4 pozairy IV)

3BIT

npo KjiainiyHe BUNPoOyBaHHS

1. Hasga nikapcekoro 3aco0y (3a HassBHOCTL
- HOMEP PeEcTpaniiftHOro IIOCB1TICHHS)

BAKTOJIOKC (BACTOLOX)

2. 3asBHHK

Cenc JlaGoparopic IIsT. JI1a.

Sance Laboratories Pvt. Ltd.

3. BupobHux

Cemnc Jlaboparopic IIsT. JIta.
Sance Laboratories Pvt. Ltd.

4. IlpoBeaeHi AOCIIHKEHHS:

TaK XHI  SKIO Hi, oOIpyHTYBaTH

Bracui KITiHIuHI MOCTKESHHS He
OPOBOJWIHCH, BpPaxOBYIOYHM  3asBICHMH  THI]
JiKapchkoro 3aco0y, a camMe: I'eHEpHYHHH
JmKapchkuif 3aci6. BinmosigHo 1o {A63ay des'smuil
nionynkmy 2 nionywkmy 1.3 nynxkmy 1 po3odiny 111 e
peoaryii Haxa3zy Minicmepcmea OXOpOHU,
300pos’a Ne 1528 ¢io 27.06.2019}:

«ONIsL  2eHepUKi@ He HAOAIOMbCA  Pe3yibmanmu
BNACHUX MOKCUKONOZIYHUX MA (HapMaKonoiyHux
eunpobyeano ~ abo  KUiHIYHUX ~ OOCRIOJCEHD.
Pesynomamu  Oocniosxcenv  bioexeieanenmuocmi
2eHepuxie/2ibpudie exmodalomeca y po3oin 3.2.1
MOOYIA I ).

Bionosiono 0o eumoz Hacmanosu CT-H MO3YV 42-
7.2:2018: «JlocmimKkeHHsT O0i0€KBIBaJICHTHOCTI, SIK
MIPAaBUIIO, HE € HEOOXITHIMH, SKIIO JOCIIKYBaHHH
nmikapcekmif  3aci®0  BBOOUTBECA ~ AK  BOJHMIA
BHYTPINIHFOBEHHAN PpO3YMH, MO MICTHTH TaKy XK
AKTMBHY PEYOBHHY, INO 1 3aTBEPDKCHMI Ha JaHWA
yac  Jikapchkuii  3aciby. Y 3B’A3Ky 3
BHUINEC3a3HAYCHUM, Y BIATIOBIMHUX  po3ziNax
peeCcTpamifHOro OChE HANAIOTHC IOCHIIAHHSA Haj
pebepenTrmit mikapcekuii  3aci6 FORTUM®,
Glaxo SmithKline, United Kingdom, a Taxox
HpeJICTaBIECHO IaHi ¢bapmarerTHIHO]]




€KBIBAIEHTHOCTI 3asABICHOrO JKapchKOro 3aco0y Ta
pedepeHTHOro JTiKapchKOro 3aco0y.

1) Tin JixapceKoOro 3aco0y, 3a SKHM

npoBoaMIIacs abo MIAHYETHCS peecTpaiis

TCEHEPUYHUIA JIKAPCHKHAN 3ACIB

KOJOBaAUI HOMEp KJIIHIIHOIO
BUIIPOOYBaHHS

5. IloBHa Ha3Ba KIIHIYHOIO BUNIPOOYBAaHHI,

BiacHi KIiHIYHI TOCTIKEHHS He IPOBOMMIIUCE

6. da3a KIHIYHOr0 BHNPOOYBaHHs

BiacHi KiiHigHI JOCHIIKEHHA He MMPOBOJMINCH

7. Ilepion mpoBeAeHHS KIIHIYHOTO
BUIIPOOYBaHHSA

3 no

Bnacni xiiaigHi 1OCTiPDKEHHS HE IPOBOAMIINCE

8. Kpaium, ie mpoBOMIIOCS KIIiHIYHE
BHNIPOOYBaHHSA

BracHi KiiHigHI JOCTIHKEHAS He TPOBOILIHCH

9. KiIBEKICTh JOCTIDKYBaHHX

3aIUIAHOBAHA:
(daxTHIHa:

BrnacHi KIiHI9HI JOCTIJDKSHHS HE IPOBOFIIUCH

10. MeTa Ta BTOpHEHI OUIT KJIIIHIYHOTO
BUIIPOOYBaHHS

BiacHi KIiHI9HI JOCIIPKEHHS HE MPOBOIMIIICH

11. Jiusaita kniHi9HOrO BAIPOOYBaHHS

BiacHi XITHIYHI JOCTIKEHHES HE MPOBOIMINCH

12. OcHoOBHI KpUTepil BKIIOYCHHS

BiacHi KIiHIYHI JOCTIDKCHHAS HE MPOBOIIACH

13. JlociimKyBanuii TikapChKuit 3acio,
c110ci0 3acTOCYBaHHA, CHIIA il

BiacHi KIiHi9HI JOCIKEHHS HE MPOBOIIINCH

14. Tlpenapar nopiBHAHHS, 1033, CIOCIO
3aCTOCYBaHHS, CHIA Jii

BiacHi KIHITHI JOCHIKEHHS HE IIPOBOIMINCH

15. CymyTHs Tepamis

Brnacui KIiHIYHI JOCIIDKEHHS He MPOBOUINCH

16. KpuTepii oniHkE eheKTHBHOCTI

BiacHi KIiHIYAL JOCPKSHHS He IPOBOJIIINCH

17. Kpurepii ominku Oe3mexn

BiiacHi KIiHITHI JOCIPKEHHS HE MIPOBOIINCH

18. CratucTuai MeTOH

BiacHi KiHIYHI JOCIIPKSHHS He MIPOBOJIIIACH

19. JlemorpadivHi NOKa3HUKHA

TOIIO)

OCITiKyBaHol mOMmyJIsILil (cTaTh, BiK, paca,

BracHi KIHIYHI JOCIKCHHS HE IPOBOJMIINCH




. Biacui KIHIYHI JOCTDKEHHS HE IIPOBOIHINCH
20. Pe3ynbraTi €deKTHBHOCTI a P

Bracui KIiHigHI JOCHIIHKEHHS He IIPOBOIAINCH
21. Pe3yneTaTu Oe3nexu £ P

22. BUCHOBOK (3aKJIIOYEHHS) Brachi KmiHIYHI TOCHIDKEHHS HE POBOIHIINCE, 3
OrJIsAy Ha 3asBIICHHIH THI JIKapchKOro 3acody

(0OrpyHTYBaHHS Ha/IaHO yue).

S

3asBHUK (BIIACHHUK
peecTpaniffHoOro IMOCBiTICHH)

2 Iipcrka O.A.
(L1/B)
{Tlopsdox Oonosieno nogum JJooamxom 30 32i0HO s Haxasom Minicmepcmea oxoponu
300poe'a Ne 1528 6id 27.06.2019}




