‘ Honartox 29
Jio Topsiyiky IpoOBEICHHS eKCIIEPTH3H
I peecTpanifHuX MaTepialliB Ha TiKapehbKi |
| 3ac00H, 110 MOAAIOTHCS Ha JIePIKaBHY
[ peecTpaltiio (epepeecTpaniio), a TAKOK
? CKCIIEPTH3H MaTepialiiB PO BHECCHHs
} 3MIH JI0 peecTpaliiHuX Marepiaiip
| IPOTAIOM Jii peecTpaniiHoro
MMOCBiYCHHSA

(nyHkT 4 pozainy 1V)

3BIT
Npo JOKJIIHIYHI J0C/TiIKEeHHS

1. Ha3pa nikapcpkoro 3aco0y (3a HasBHOCTI THOEK3OH - 1000, mopomok aast poswnsy s

- HOMEp peecTpaliiiHoro noceimyenns): [0 exmiii mo 1000 mr
1) Tun mixapceKoro 3aco0y, 3a AKUM FEHEPUYHHII JIKAPCBKUI 3ACIB
npoBoIuIacs ado MIAHYEThCS peecTparis
2) IpOBeJIeH] JOCIIIKEHHSI TaK X Hi  SIKIIO Hi, OOIpYHTYBaTH
Baacui JOKJIIHIYHI TIOCHIKEHHS He

IPOBOJMIINCE,  BPAaXOBYIOYM  3asiBJIIEHHI  THII
JmiKapchKoro  3aco0y, a caMe: TeHEpPHYHHH
nikapcebpkuii 3acid. Bianosimuo no {A63ay oee'smuii
nionyuxkmy 2 nionynxmy 1.3 nyuxkmy 1 pozoiny III 6
peoaryii Haxaszy Minicmepcmea 0XOPOHU,
300poe’a Ne 1528 ¢id 27.06.2019):

«I7Is1 TEHEPUKIB HE HAJAIOTHCS Pe3YJIbTaTH BIACHHX
TOKCHKOJIOTIYHIX Ta dapmaxonoriyaux
BHIIPOOYBaHL abo KIIHIYHHX IOCHIDKEHE.
Pesynprat  jocnimkeHsb 010eKBIBaJICHTHOCTI
PeHEepHKIB/TIOpUIIB BKIIOYAOTECE y posain 5.2.1
Moayis 5». Binmosigno go Bumor Hacranosu CT-H
MO3Y 42-7.2:2018: «JlocmimKeHHs
OloeKBIBAIEHTHOCTI,  SK  NpaBHIO, HE €
HEOOXITHHMH, SKIIO OCII/KYBAHHWH JIKApChKHIH
3aci0 BBONHUTHCS $K BOJHHUN BHYTPIIIHHOBEHHHH
PO3YHH, HIO MICTUTH TaKy X aKTHBHY PEUOBHHY, IO
1 3aTBEpXKCHUIT Ha JaHMil 9ac TiKapchKHH 3acio». Y
3B’43Ky 3 BHIIE3a3HAYECHHM, Y BiJIIOB1THHX
pO3JiIax — PEECTPalifHOTO  JOCKE  HAJAHOThCS
NOCUIaHHA Ha pedepeHTHHH JiKapchKkwii 3aci0, a
TAaKOXK  IIPeACTaBleHO  JaHl  ¢apMaleBTHYHOI|
eKBIBAJICHTHOCTI 3asBIEHOTO JIIKApChKOro 3acoby Ta
pedepeHTHOrO JiKapChLKOTo 3acoly.

2. ®apmakonoris: BiacHi JOKJIIHIYHI TOCTIDKEHHS HE TIPOBO/IMIHNCEH




1) mepBuHHa (hapMakoaHAMIKA

BracHi JOKTIHIUHI JOCIIIKEHHS HE IIPOBO/IMIINCH

2) BTopuHHA papMakoAMHAMIKa

BiacHi JOKIIHIYHI TOCTIHKEHHS HE IIPOBOIHINCE

3) dhapmaxoJoris 0e3nexu

BiacHi JOKTIHIYHI TOCTIKSHHS HE TPOBOIUIUCE

4) hbapMakoMHAMIYHI B3a€MOJIIT

BiiacHi TOK/IiHIYHI JIOCIIKEHHS. HE TIPOBOJIMIIUCH

3. dapmakoKiHeTHKa!

1) aHaMITHYHI METOIMKH Ta 3BiTH MIOAO iX
BaJTiHamii

BracHi JOKIIiHIYHI JOCHIIMKEHHS HE IPOBOIMIIUCH

2) BCMOKTYBaHHS

BracHi mOKTiHIUHI JOCTIKEHHSI HE TIPOBOIHIIMCE

3) po3no/un

BnacHi JOKTIHIYHI JOCTIDKEHHS HE TIPOBOIUIICH

4) MeTaboJi3m

BitacHi JIOKTiHIYHI TOCTIKEHHS He TPOBOUIHCE

S5) BUBEIeHHS

BriacHi JOKTIHIYHI JOCTKEHHS HE TIPOBOIUIINCE

6) GpapMakoKiHETHYHI B3a€MOIiT
(HOXKJIIHIYHI)

BriacHi JOKIIHIYHI JOCIKEHHS HE IPOBOJHIINCH

7) 1H111 (hapMaKOKIHETHYH1 JIOCIIIKEHHS

BracHi TOKIIHIYHI TOCTIIKEHHS HE IIPOBOAUIHCH

4. TokcHKOIIOT1:

1) TOKCHYHICTE ¥ pa3i 0JTHOPA30BOTO
BBEEHHS

BnacHi TOKIIHIYHI TOCHIKEHHS HE IPOBOIMIIHCE

2) TOKCHYHICTB Y pa3i IOBTOPHUX BBEJIEHD

BracHi TOKIIHIYHI JOCTIKEHHS HE IPOBOIMIINCE

3) reHOTOKCHYHICTB:
in vitro

BracHi JOKIIHIYHI JOCIIIKEHHS HE IPOBO/IMIIHCEH

in vivo (BKIIIOYAKOYH JI0JIATKOBY OIIIHKY 3
TOKCUKOKIHETHKH)

BracHi TOKIIHIYHI JOCTIIHKEHHS HE TPOBOJIMIIHCE

4) KaHIICPOTCHHICTh:

BiiacHi JOKJIIHIYHI JOCTIDKCHHS HE MPOBOIHIHCE

OBIOCTPOKOBI TOCTI IDKCHHS

BriacHi JOKTIHIYHI JIOCTiDKEHHS HE IIPOBOIUINCH

KOPOTKOCTPOKOBI IOCIIKEHHS
a0 JI0CIIIJKEHHS! cepe/IHbOI TPHBAIOCTI

BiacHl JOKIIHIYHI JOCHIKEHHS HE TIPOBOIHIIUCE

110/1ATKOB1 JIOCTIKEHHS

BracHi JIOKJIHIYHI TOCTKEHHS HE TTPOBOIMITHCE




5) penpoayKTUBHA TOKCUYHICTh Ta
TOKCHYHMI BIUTHE HAa PO3BHTOK IIOTOMCTBA:

BracHi ZOKIIHIYHI JOCIIKEHHS HE TIPOBO/THITHCE

BILIMB HAa (pepTUIBHICTE i paHHii
eMOpIOHAIEHUI PO3BHTOK

BracHi TOKTiHIYHI JOCTIIKEHHS HE TPOBOIUIIUCE

eMOPIOTOKCHYHICTE

BriacHi JOKTIHIYHI JTOCIIDKEHHS He IIPOBO/IUIIUCE

[IpcHaTajlbHa 1 MOCTHATAIEHA TOKCHYHICTE

BriacHi JOKIIHIYHI JOCHIPKEHHS He TPOBOIUIHCEH

MOCTIDKCHHS, IPU SKUX TIpenapar
YBOAMTHCS TIOTOMCTBY (HECTATCBO3PLIHM
TBapHHaM) Ta/ab0 OLIHIOCTHCA BiganeHa
s

BriacHi TOKITIHIYHI JOCII/DKEHHS He IPOBOJIHIIACH

6) MicIieBa IEPEHOCHMICTH

BuiacH1 TOKJIIHIYHI JIOCI/PKEHHS He IIPOBOJIMIINCH

7) MOAATKOBI JOCIIHKEHHS TOKCHIHOCTI:

BiiacH1 JJOKTIHIYHI JOCIIKEHHS. HE ITPOBO/IUITHCH

AHTUT€HHICTh (YTBOPEHHS aHTHUTLI)

BrnacHi AOKIIHIYHI AOCTIKEHHS HE ITPOBOIMIUCH

IMYHOTOKCHUHICTE

BiracHi JIOKJIIHIYHI JIOCHDKEHHS HE TIPOBO/IHIINCH

TTOCITIIDKCHHS MEXaH13MIB il

BracHi JOKTIHIYHI JOCTIKEHHS HE IIPOBOIUINCE

TiKapchKa 3aIeKHICTh

BiacHi JOK/IIHIYHI JOCIIKEHHS He TPOBOIMIIUCE

TOKCHYHICTh METAOOIIITIB

BiiacH1 TOKIIHIYHI 1OCIIDKEHHA He TPOBOIHIIACH

TOKCHYHICTE JTOMIIIIOK

BriacHi JIOKIIHIYHI JIOCHI/PKEHHS HE [IPOBOIHIIKCH

1HIIIE

BriacHi JOKTIHIYHI JOCTIKEHHS He IIPOBOIMIIMCH

5. BHCHOBKH 111010 JOKIIHIYHOTO
BHBUYCHHS

BiiacH1 JOKTiHIYHI JOCHIKEHHS HE TPOBOTAIIHCE, 3
OISy Ha 3asBJICHHH THII JTIKaPCHKOTO 3ac00y
(oOrpyHTYBaHHS HaaHO ;

LR SN

3asBHUK (BIACHHUK
peecTpaniifHoro

j !.i:i o

MOCBITYCHHS)

{Tlopsidok donoeneno nosum Jooamwxom 29-32ione 3 Haxasom Minicmepcmea

300pog'a Ne 1528 ¢id 27.06.2019}

Yepigou

OXOPOHU




Honatox 30

1o TTopsiyiKy IPOBE/ICHHS eKCIEPTH3H
peecTpaliifHHX MaTepianiB Ha TiKapchki
3aco0H, 10 NOAAIOTECA Ha JICPIKaBHY
peecTparito (mepepeecTpaiiro), a Takox
eKCIIePTH3H MaTepialiB Mpo BHECCHHS
3MIH JI0 peecTpaliifHuX MaTepialiB
IPOTSTOM Jil peecTpaniinoro
MOCBITYEHHS

(myHkT 4 po3giny 1V)

3BIT

Npo KJIiHiYHe BHNPOOYyBaHHSA

1. Ha3Ba nikapcbkoro 3aco0y (3a HasiBHOCTI
- HOMEP peecTpaliifHOro NoCBiqYeHHs)

THO®EK3O0H - 1000, nopomok st po34uHY 1JIst
in’ exniit mo 1000 mr

2. 3agBHUAK

Cenc Jla6oparopic IIsT. JIT/a.

Sance Laboratories Pvt. Ltd.

3. BupoOHuk

Cenc JlaGoparopic IIsT. JTA.

Sance Laboratories Pvt. Ltd.

4. IlpoBeneHi TOCTiKCHHS:

TaKk XHI KO Hi, OOTPYHTYBATH

Briacui KmiHIYHI JOCITI/PKEHHS HE IPOBOJIUIACE,
BPaxOBYIOUH 3asBICHHI THII JIIKAPCHKOTo 3acoly, a
came: reHepHYHMH JikapchbKui 3aci6. Bigmosingno 1o
{Ab3ay Oee'amuii nionynxkmy 2 nionyukmy 1.3
nyukmy 1 posoiny I 6 peoaxyii Haxa3z))
Minicmepcmea oxoponu 300pos's Ne 1528 gio

27.06.2019):

«OJIsl 2eHEPUKIB He HAOAIOMbCSL Pe3YibmMamu 6/1ACHUX
MOKCUKOJIO2TYHUX ma Gapmaronoziunux
GUNPOOYBAND abo Kainiunux oocaidoices.
Pesynemamu  docnidoceny  Oioexsieanenmuocmi
eenepuxie/eibpudie exmoyaiomecs y poszoin 5.2.1
MOOYIS I ».

Bionogiono 0o eumoe Hacmarnosu CT-H MO3V 42-
7.2:2018: «JlocnmipkeHHs: Ol0€KBIBAIEHTHOCTI, SK
[IPABHUIIO, HE € HEOOXITHUMH, SKIIO JOCIIIPKYBAHHH
JMKapchKuH — 3aci0  BBOAMTBCH K  BOJHMI
BHYTPIIIHBOBEHHHH PO3YMH, INO MICTHTH TaKy XK
AKTUBHY PEUOBHHY, IO 1 3aTBep/UKEHHIT Ha JaHHH
yac  Jikapcekmit  3acio». YV 3B'sa3ky 3
BHIL[E3a3HAYEHHUM, V BIMOBITHUX  po3jinax
peecTpaliifHOro JIOChe€ HANAIOThCsA IIOCHJIAHHSA Ha
pedepenthuit  nmikapcekmit  3aci6 ROCEPHIN®,
powder for solution for injection 1 g in vial Nel,
Roche Products Limited, United Kingdom




a TaKkoXK IPEJCTaBICHO JaHl (apMareBTHYHO]]
eKBIBAJEHTHOCTI 3asBJIEHOTO JIIKAPCHKOTO 3acoly Ta
pedepeHTHOTO TiKapchKOro 3acoly.

1) Tum nikapceKoro 3aco0y, 3a SKHM TEHEPUUYHHNN JIKAPCHKHI 3ACIE
NpoBOAKUIacA ad0 IIAHYEThCs PEECTpallisn

5. TlosHa Ha3Ba KJIiHiYHOTO BUIIPOOYBaHHS, |[BiracHi KIIHIYHI JIOCII/DKEHHS HE TIPOBOHIIUCH
KOJIOBaHMM HOMEP KIIIHIYHOTO

BUIIPOOYBaHHSA
6. ®aza KIIHIYHOTO BUIPOOYBaHHS BracHi KJIHIYHI JOCHIJPKEHHS He IPOBO/IHIIHCE
7. Ilepion mpoBeeHHs KIIHIYHOTO 3 110
BUIPOOYBaHHS PR ;

BiacH1 xiiHI1YHL JOCIJKECHHS HE ITPOBOJHUJIHCH
8. Kpaiun, ae mpoBoauiIocs KiiHigHe BracHi KJIiHIYHI JIOCHIJPKEHHS HE IPOBOIMINACE
BUIIPOOYBaHHS
9. KinpKicTh qOCTiIHKYBaHIX 3aIlJIAHOBAHA:

(hakTHUHA:

BracHi KIHIYHI TOCITIIKEHHS HE IPOBOTHIIHCH
10. Mera Ta BTOpHHHI i KITIHIYHOTO BrnacHi KIIHIYHI JTOCIIIKEHHS He MPOBO/IHIIHCH
BUIIPOOYBAHHS

G - BriacHi KIIHIYHI TOCTIIKEHHS HE TPOBO/IHIIACEH
11. JIu3aiid KIIHIYHOTO BUIIPOOYBAHHS

: BiiacHi KIHIYHI IOCIIKEHHS He TTPOBOIHIIHACE
12. OcHoBHI KpHTEpii BKIKOYSHHS

. o " ; BiacHi KINHIYHI JOCITIIKEHHS HE POBOIHIINCE
13. JlocmiuxkyBanuii JikapcbKuii 3acio,

criocib 3acTocyBaHHS, CHIIA il

. ; BracHi KINHIYHI JOCIHKEHHS HE IPOBOIUIINACE
14, IIpenapat 11OpIBHSIHHSA, /1034, CIIOCIO x i ]

3aCTOCYBAHHA, CHIIA il

. Brnacui kiniHi4HI JOCHIKEHHES He TIPOBOIHINCH
15. CynyTHs Teparris i poBRed

— : Bracui kiniHidHi JOCHIDKEHHES He TIPOBOIHINCH
16. Kpurepii oninku egekTHBHOCTI A & R

. BrnacHi KIiHIYHI JOCHIHKEHHS HE IIPOBOIUAIIACH
17. Kpurepii oninku 6e3mexu AR BORaR

. BracHl KiIiHIYHI TOCHIKEHHES HE IPOBOIUIINCH
18. CraTHCTHYH] METOIA A A BOER

o BracHi KIIHIYHI JOCTIIIDKEHHS HE IPOROJIMIIUCE
19. Jlemorpadivni moxkasHUKH M L

1OCIIIKYBaHOT OmyJawii (cTaTk, BiK, paca,
TOIIO)




; BiiacHi KJIIHIYHI JOCTIKEHHS HE TPOBOIMIHCE
20. Pezynbratn e eKTUBHOCTI

BracHi KIIiHIYHI TOCHIDKEHHS HE TPOBOIUINCE
21. PesynnTatu Oe3nexu i p

22. BUCHOBOK (3aKJTIOUCHHS) Bracui KTiHIYHI ,IIOCHi,IL}KeHHH He NPOBOJIUIIHCE, 3
OTJIs/ly Ha 3aABAECHAH 'mp Jm(apc oro 3aco0y
(06I‘p}/HTyB&éﬂy&é{
/2
ey

3agBHUK (BIIACHHK
peecTpaniifHOro MOCBIIUCHHS)

{Iopadok donoeneno nosum [ooamrkom 30 3eiono 3 Haxazom Minicmepemea oxoponu
300poe'a Ne 1528 6i0 27.06.2019}




