\ Honarok 29
no Topsaaky mpoBeeHHS eKCIIEPTH3H
‘ peccTpanifHuX Matepialie Ha JTiKapehki
| 3ac00H, 110 IIONAIOTECS HA JIEPKABHY
peecTpaniio (mepepeccTpaiito), a TakoK
r CKCIICPTH3M MaTepialiB PO BHECEHHS]
‘ 3MIH JI0 peecTpauiifHux MaTepianin
IPOTArOM Jil peecTpariiinoro
HOCBITYCHHS

(myHxT 4 posainy IV)

3BIT
PO JOKJIHIYHI JoCTiTKeHHs

1. Ha3pa nikapchKoro 3aco0y (3a HasgsBHOCTI CAHIIEA — 1000, nopomox amsi posumny ps

- HOMep peecTpaniifHoro mocsiquenns): [’ exuiii mo 1000 mr
1) Tun Jtikapcekoro 3acoby, 3a KUM I'EHEPUYHUH JIIKAPCbBKHWI 3ACIB
[IpoBoAMIacs ado IUIAHYETBCS peecTparlis
2) NpoBeJICH] JOCITIIKEHHS TaK X HI AKINO Hi, 0OIPYHTYBaTH
Buachi JIOKJTIHIYHI JOCIIKEHHS He

OPOBOJUINCE,  BpPaXOBYIOUH  3agBICHHH  THI
JTiKapcpKoro  3acoby, a came:  reHepHYHHIA
mikapebKuit 3aci6. Bignmosinno no {A63ay oes'smuii
nionynkmy 2 nionyukmy 1.3 nyuxmy 1 pozoiny Il ¢
peoaryii Haxaszy Minicmepcmesa 0XOpPOHU
300pog'ss Ne 1528 6io 27.06.2019):

«II7Is1 TCHEPUKIB HE HAAIOTHCS PE3YNIBTATH BIACHHX
TOKCHKOJIOTIYHUX Ta (GapmakonoriyHux
BUIIPOOYBaHb a0  KIIHIYHHX  JIOCIIIKEHE.
Pesynpratn TIOCITIIIKEHB O10eKBIBaJIEHTHOCTI
I'€HEPUKIB/TIOPUAIB BKIIOYAKOThCS Y po3ain 5.2.1
Monyns S». Binmosiano jno sumor Hactanosu CT-H
MO3VY 42-7.2:2018: «JlocmimkeH s
Ol0eKBIBaNIEHTHOCTi,  SK  TpPaBWIO, HE €
HEOOXITHUMH, SKIIO TOCHIDKYBAHHM JIKapChKHUii
3aci0 BBOJHUTHCS SIK BOJHHH BHYTPIIIHLOBEHHHI
PO3YHH, O MICTUTH TaKy K aKTHBHY PEYOBHHY, 1110
1 3aTBepIKeHUH Ha NaHWil yac JiKapchKHii 3acion. Y
3B’A3KY 3 BHINE3a3HAYCHHM, VY BIJINORBI IHUX
po3dinax — peecTpamiifHOro  I0ChE€  HAJaKThHCH
nocujands Ha pedepeHTHHH NiKapchbKui 3aci®, a
TaKOXK  MpeJCTarlieHO  JaHi  (apMameBTHYHO]|
CKBIBJICHTHOCTI 3as1BJIEHOTO JIIKApCHKOro 3acoby Ta
pedepeHTHOTO MKapCHKOTo 3aco0y.

2. dapmaKkoIoris: Bracui JOKTHIYHI JOCHIDKEHHS HE IPOBOIUINCE




1) nepunHa dhapmaxoHaMika

BrnacHi JIOKIIHIYHI TOCTIKEHHA HE IPOBOAMINCE

2) BTOpHHHA (papMakoInHaMIKa

BiiacHi JOKIIHIYHI JOCTIKEHHS He TPOBOIHIIHCH

3) dbapmaxonoris Ge3nexu

BiacHi TOKJIIHIYHI JOCHIKEHHSI HEe IPOBOIMINACE

4) hapmako/[MHAMIYHI B3acMOIii

BrnacHl TOKIIHIYHI JIOCHIJKEHHS HE IPOBOIAIHCE

3. PapmMaKkoKiHETHKA:

1) aHamITHYHI METOIUKH TA 3BiTH MO0 TX
BauTiHanii

BracHi TOKIIHIUHI TOCTI/DKEHHS HE IPOBOIMIIACEH

2) BCMOKTYBaHHS

BracHi JOKIIHIYHI IOCHI/DKEHHS HE IPOBOIMIIHCEH

3) po3mnomin

BracHi JIOKJIHIYHI JIOCTIDKEHHS HE TIPOBOIMINCE

4) Metaboni3zm

BracHi TOKJIHIYHI JIOCTI/PKEHHS HE TPOBOIHIINCE

S) BUBEACHHS

BacHi TOKIIHIUHI TOCHIKCHHSA HE ITPOBOIHIINCEH

6) papmakoxiHeTHYHI B3aeMOJIiT
(JToKJTIHIYHI)

BracHi JOKIIHIYHI JOCHIPKEHHS HE ITPOBOININACH

7) inmi dpapMaKoKIHETHYHI JOCITIJIKEHHS

BacHi TOKIIHIYHI TOCTIIKEHHS HE TPOBOIHIHCEH

4. Toxcukooris:

1) TOKCHYHICTD y pa3i 0IHOPA30BOTO
BBEICHHS

BJracHi JOKIIHIYHI JOCII/PKEHHS HE ITPOBOIMINCEH

2) TOKCHYHICTE Y pa3i HOBTOPHUX BBeJIeHb

BiacHi JTOKIIHIYHI JOCIIPKEHHS He IPOBOIMIIUCH

3) TCHOTOKCHYHICTE:
in vitro

BracHi TOKTIHIYHI TOCTIKEHHS HE IPOBOIMIIHCE

in vivo (BKIHOYAKO4H J0JaTKOBY OITIHKY 3
TOKCHKOKIHETHKH )

BacHi TOKTiHIYHI TOCTITKEHHA HE TTPOBOIHIHCE

4) KaHIIEpPOTCHHICTE:

BriacHi JIOKIIIHIYHI TOCTIIKEHHS HE IPOBOIHIIHCE

MOBrOCTPOKOBI JTOCIIUKSHHS

BracHi JOKTIHIYHI TOCTIDKSHHS HE TTPOBOIHINCE

KOPOTKOCTPOKORBI JIOCIIKSHHS
a00 OCIIIKEHHS CepeIHbOT TPUBAIOCT]

BracHi TOKITiHIYHI TOCTIIKEHHS HE TIPOBOIMIHCH

10JIATKOB1 JOCIIIKEHHS

BiacHi TOKITIHIYHI JOCTIPKEHHS HE TTPOBOIMINCEH




. Bracui qoxmainiysi M0CHiKEHHS HE TTPOBO AN
S5) penpoJiyKTHRHA TOKCHYHICTh Ta A A0 PRBRGLIES)

TOKCUYHUI BILUIMB Ha PO3BHTOK IIOTOMCTBA:

= ; - Bracui moxkIiHigH1 JOCTIKEHHS HE MIPOBOIHINCE
BIJINB Ha ()ePTUTIBLHICTE i paHHiM A - s PoBaL

eMOplOHANBHUM PO3BUTOK

: : Bacui JOKIHIYHI JIOCTIHKEHHS HE IPOBOIMIHCE
eMOPIOTOKCHYHICTD 2 Gan PORCH

" ; BracHi TOKIIHIYHI JOCITIIKEHHS He TIPOROMIIMCE
[peHaTallbHa 1 MOCTHATaIbHA TOKCHYHICTE a A A posaA

[ BracHi DokmiHidHi JOCTIIKEHHS He IPOBOIHIINCE
IIOCTIIKEHHS, 1IPU SIKHX TIperapar 3 A a DHEO

YBOJIUTBCS IIOTOMCTBY (HECTATEeBO3PLINM
TBapHHaM) Ta/ab0 OIIHIOETHCS BimganeHa
st

: . BiiacHi JIOKJIIHIYHI TOCHTIKEHHS HE TTPOBOIMIHCE
0) MiclieBa IEPEHOCUMICTh

; " .. |BnacHi IOKJIIHIYHI JOCTIIHKEHHS HE TIPOBOIMIINCE
7) NOJATKOBI JOCI/IKEHHS TOKCHYHOCTI:

. . BrnacHi TOKIIHIYHI JOCTIKEHHSI HE TPOBO,IAIHCE
AHTUT€HHICTH (YTBOPEHHS aHTHTIII)

: . BracHi JOKIIHIYHI JOCTIIKEHHS HE IPOBO/IUIIHCE
IMyHOTOKCHYHICTE

. - BrnacHi JOKIIIHIUHI AOCHIIKEHHS HE TPOBOIMIIUCEH
TOCIIIJDKEHHST MEXaHI3MIB JIi1

. ; BiiacH1 TOKJIIHIYHI TOCHTIKSHHS HE TTPOBOTHIHCE
JTiKapchKa 3aJICXKHICTh

. .. BracHi TOKTIHIYHI TOCTIKSHHS HE MTPOBOIHIHCE
TOKCHYHICTH META0OIIITIB

5 ’ BracHi JOKIIHIYHI TOCTIKEHHSI HE ITPOBOIINCE
TOKCHYHICTH JOMIIIIOK

BracHi MOKIIHIYHI TOCHIKEHHS HE TTPOBOIHIHCH

iHIIIC
5. BucHoBk#y 111010 JOKIIHI9HOTO Biacui ):[omiHiqmj'i €HHSs He IIPOBOJIUIIUCE, 3
BUBYCHHS OISy Ha 3asBije apCchKOTo 3aco0y

(obr

ke

3asBHUK (BJIACHUK s i
peecTpatiifHoro ‘s n'\"“"g‘q/
MOCBIUCHHS) // \/ (rfinW.g‘;,y
ITipceka O
(I 1. B.)

{Ilopsook Oonoeneno Hosum Jlooamxom 29 3ziono 3 Haxaszom Minicmepcmea oxopounu
300poe's Ne 1528 @id 27.06.2019}




Honatok 30 ‘

10 [lopsaaxy npoBeIeHHS] eKCTIEPTH3H |

peecTpaniinux MaTepiallis Ha TIKapchKi |
3aco0u, 110 OAAI0THCS Ha JICPIKABHY |
peecTpaniio (mepepeccrpaliiio), a TAKOXK
EKCIIEPTH3H MaTepialiB Npo BHECCHHS
3MIH JI0 peecTpaliifHuX MaTepiaiiB
IIPOTArOM Jii peecTpaniifHoro
MIOCB1/TYEHHSI

(nyHKT 4 posniny IV)

3BIT

npo KJiHiYHe BUNIPOOYBAHHSHA

- HOMEp peecTpanifHOro MOCBiIYeHHs)

1. HasBa nikapeskoro 3aco6y (3a massrocti [CAHIE - 1000, mopomox st posduny st

i’ exniii mo 1000 mr

2. 3aaBHUK

Cenc Jlaboparopic IIBT. JITA.

Sance Laboratories Pvt. Ltd.

3. BupoOuuxk

Cenc Jla6opaTtopic IIsT. JIT)1.

Sance Laboratories Pvt. Ltd.

4. IIporeneHi TOCTiDKEHHS

TaKk X HI  SKIIO Hi, OOTPYHTYBaTH

BracHi KTiHIYHI TOCTIKEHHS HE MTPOBOIHIIHCH,
BPaxOBYIOUH 3asBJIEHHH THII JIKAPCHKOIo 3acoly, a
caMme: TeHepHYHHH Jlikapehkuii 3aci0. BinnorigHo mo
[Ab3ay Oeg'smuit nionywkmy 2 nionynxkmy 1.3
nyukmy 1 pozoiry Il ¢  peoaryii Hakazy
Minicmepemea  oxoponu  300poe'a Ne 1528  io

27.06.2019):

«OJIf1 2eHePUKIE He HADAIOMbCA Pe3YIbMamul GILACHUX
MOKCUKOOSTUHUX ma hapmaronoziunux
8UNPO0OYEaHL abo KITHTYHUX docniodicend.
Pesynemamu  Oocnioacens — bioexeieanenmmocmi
2enepurie/2ibpudie exmoyaomecs y pos3odin 5.2.1
MO0y .

Bionogiono oo eumoe Hacmanosu CT-H MO3V 42-
7.2:2018: «JlocmijpkenHss O10€KBIBAJIGHTHOCTI, SIK
MIpaBUIIO, HE € HEOOXITHHUMH, AKIIO TOCIIDKYBaHHH
TiKapChKUit 3acid  BBOIMTBCS  SIK  BOIHHH
BHYTPIIIHLOBCHHHH pPO3YHH, IMO MICTHTH TaKy K
aKTHUBHY PEYOBHHY, IO 1 3aTBepIKCHHI Ha JaHHii
yac  JKapcekkud  3acido». Y 3B'E3KYy 3
BUIIE3a3HAYEHUM, Y BIIMOBITHUX ~ PO3/iIIax
peecTpaniifHOro J0Che HaIalOTHCsl TOCHIaHHSA HA
pedepenTHuii mikapebkuil 3acid FORTUM®,

powder for solution for injection 1 g, Glaxo
SmithKline,  United Kingdom, a  Takox




NpeICTaBICHO naui dapmaneBTHYHOI]
€KBIBAJIEHTHOCTI 3asIBJIEHOI0 JIKapChKOro 3acoly Ta
pedepeHTHOro IiKapchKoro 3acofy.

1) THIT TIKapCHKOTO 3ac00y, 38 IKHM

[IPOBOAMIIACS a0 IUIAHYETHCS PeECTpaLis

I'EHEPUYHUI JIKAPCBKHUM 3ACIB

KOJIOBAHHH HOMEP KIJIIHIYHOTO
BUNTPOOYBaHHS

5. IloBHa Ha3Ba KIIHIYHOTO BUIIPOOYBaHHS,

BiiacHi KJIIHIYHI JOCTIIKEHHS HE TIPOBOTHIHCH

6. @aza KIHIYHOTO BUIIPOOYBAHHS

BracHi KJIIHIYHI JOCTIIHKSHHS HE TPOBOIIIHCH

7. Ilepio mpoBeIeHHS. KITIHIYHOTO
BUITPOOYBaHHA

3 110

BracHi KIiHIYHI JOCTIIKEHHS HE TIPOBOIHIIHCE

8. Kpainu, Jie mpoBo/iuIocs KIIHIYHE
BUITPOOYBaHHS

BrracHi KIiHIYHI JOCTIHKEHHS HE TPOBOJHIUCH

9. KinbKicTh JIOCIIKYBaHUX

3aIlIaHOBaHA:
daxTuyna:

BrracHi KITiHIYHI TOCTiKEHHS HE POBOHIIUCH

10. Meta Ta BTOpUHHI 11T KJITHIYHOTO
BUIIPOOYBaHHs

BriacHi KITiHIYHI JOCTIDKCHHS HE IPOBOIUINCH

11. JIu3aiH KIHIYHOTO BHITPOOYBaHHS

BiiacHi KITiHIYHI JOCTI/DKCHHSA HE TPOBOAMINCEH

12. OcHOBHI KpuTepii BKIIOYCHHS

BriacHi KITiHIYHI JOCTIKEHHS HE TPOBOIHIIACH

13. JocmimKyBaHui JiKapchKui 3acio,
crocib 3acTocyBaHHs, cHiIa Jii

BitacHi KJIHIYHI JOCTIKCHHS HE TPOBOIMUIHCE

14. I1penapaT mOpiBHAHHSA, 1034, CIOCciO
3acTOCYBaHHA, CHIa Jii

Bracui K1iHIYHI JOCITIHKSHHS HE TIPOBOIHITHCE

15. CymyTHs Tepartis

BracHi KIiHIYHI JOCTIKEHHS He TPOBOIHMIINCE

16. Kpurepii ominku eeKTHBHOCTI

BracHi KJIiHIUHI JOC/TIPKEHHS HE IPOBOIMIHCE

17. Kpurepii ouinku 6e3nexku

BiacHi KJIiHIYHI JOCIIPKEHHS HE TIPOBOIUINCH

18. CratucTHuHl METOOH

BracHi KJIiHIYHI JOCTIPKCHHS He IPOBOAUINCH

19. Jlemorpadiyuti MOKa3HUKH

TOIIIO)

NOCTiIKYBaHOT MOMmyJsii (cTarth, Bik, paca,

BiacHi KIiHIYHI JOCTIHKESHHS HE TIPOBOIAIHCE




: BracH] KiHIYHI JOCHIKEHHA HE TTPOBOIAIIHCE
20. PesynpraTi e)eKTHBHOCTI AR PR

BiacHi KmiHIYHI JOCIIIKEHHS HE TPOBOIHIINCE
21. Pesynbratn Oe3nexu HOGILE panel

22. BUCHOROK (3aKIIOUEHHS) BracHi KJIIHIYHI JIOCTIJUKEHHS! He TPOBOHIINCE, 3

3aABHHK (BIACHHK
peecTpaliifHoro NoCBiTYeHHS)

{Ilopsioox donoeneno nosum Jooamrxom 30 32iono 3 Haxasom Minicmepcmsa oxopomu
300pos's Ne 1528 gid 27.06.2019}




