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no Iopsanky npoBeieHHS EKCIIEPTH3H
peccTpaliifHuX MaTepiaiiB Ha JiKapehKi
3aco0H, 110 OJAIOTHCS Ha JIEPIKABHY
peecTpaiiio (TepepeecTpariio), a TaKoX
€KCIIEPTH3H MaTepiajiB Ipo BHECCHHS
3MIH JI0 PeeCTpaliiHuX MaTepiais
IIPOTSATOM Jii peecTpaniifHoro
IIOCBITYEHHS

(ynxT 4 po3miny IV)

3BIT

PO JOKJIIHIYHI JOCTiNKEeHH

1. Hassa nikapcpkoro 3aco0y (3a HassBHOCTI
- HOMEpP peecTpalifHOro MOCBIYEHHS):

ECOM

(ESOM)

MOPOLIOK /ISl PO3YMHY MJIA iH’ekuiii Ta indy3iii
40 mr

1) Tun nikapcekoro 3aco0y, 3a SKHM
[IpOBOAMTIACS a0 TIAHY€EThCS PEECTPALIis

I'EHEPUYHUN JIKAPCHKHWIA 3ACIB

2) IpoBeIEHI JOCIiKEHHS

TaK X HI SKIIO Hi, OOTPYHTYBaTH

Buachi JIOKJTIHIYHI JIOCI JIPKEHHS HE
IMPOBOMWIIACE,  BPAaxOBYIOYM  3asBICHHHA  THII
JiKapchkoro  3aco0y, a came: TeHepHYHHIA
mikapepKuit 3aci6. Binmosinuo no {A463ay oes’smui
nionyuxkmy 2 nionyuxmy 1.3 nyukmy 1 posoiny Il ¢
peoaryii Haxasy Minicmepemea OXOpOHU
300pos’s Ne 1528 6i0 27.06.2019):

«IUIA TEHEPHKIB HE HAJAIOTHCS PE3yJIbTaTH BJIACHHX

TOKCHKOJIOTTYHHX Ta (hapmMaKoIOTIYHHX|
BUIIpoOyBaHE  a00  KIHIYHHX  JOCIHIIKEHb.
Pezynsratu IOCIIiIKEHD E€KBIBAJIEHTHOCTI

TeHepHKIB/TIOpHIIB BKIIOUAIOTECA y posmin 5.2.1
momynst 5. MocmimkeHHsT 0i0eKBIBAJIEHTHOCTI HE
[POBOJMIIKCH BIATIOBIIHO 10 BUMOr KepiBHUIITBA
1o pos3unHiB opamenux CPMP/EWP/QWP/1401/98
Rev. 1/ Corr **.

2. ®apMakomoris:

BracHi JOKTIHIYHI JOCTIIDKEHHS HE TPOBOJUIIHCE

1) nepBuHHa hapMakogHHAMIKA

BracHi JOKTiHIYHI JOCIIKEHHS HE IIPOBOIHIINCE

2) BTOpHHHA (hapMaKoAHHAMIKA

BracHi JOKIIHIYHI JOCTI/KEHHS HE IIPOBOIMINCE

3) dapmaxonoris 6e3mexn

BiacHi JOKJIIHIYHI JOCITI/DKEHHS HE ITPOBO/IMIIHCE

4) dapmakoMHaMiyHi B3aeMoii

BracHi NOKTIHIYHI JOCTIDKEHHS He TPOBOJIHINACH




3. dapmakoKiHeTHKA:

1) aHamiTUYHI METOJIMKH Ta 3BITH IOJIO IX
BaJTi 1ALl

BiacHi DOKITIHIYHI JOCTIPKEHHS HE TIPOBOIUIIHCE

2) BCMOKTYBaHHS

BiiacHi TOKIIHIYHI AOCTIKEHHs HE IPOBOIMIINCE

3) po3moain

BiiacHi ZOKIIHIYHI JOCTIKEHHS HE IIPOBOMIINCE

4) meTabomizm

BiiacHi JOKJIIHIYHI JOCTIPKEHHS HE IIPOBOAMIIICE

5) BHBEICHHA

BiacHi TOKTIHIYHI TOCTIKEHHS HE IPOBOUIHCE

6) papmMakoKiHETHYHI B3aeMOil
(mokmiHivH1)

BracHi JOKIHIYHI JOCITIKEHHS HE IIPOBOIHIIMCH

7) iHmmi papMaKoKIHETHYHI TOCTIKEHHS

BiiacHl ZOKJIIHIYHI JOCTI/HKEHHS HE IPOBOININCE

4. Toxcukomoris:

1) TOKCHYHICTB y pa3i 0JIHOPA30BOTO
BBEICHHS

BiacHi ZOKIIHIYHI JOCITIKCHHS HE TIPOBOIHIIHCEH

2) TOKCHYHICTh y pa3i MOBTOPHHX BBEIEHD

BiiacHi ZOKIIHIYHI JOCITIKEHHS HE IIPOBOIMIIHCH

3) FréeHOTOKCHYHICTB:
in vitro

BracH1 TOKITIHIYHI TOCTIKEHHS HE TPOBOIHIACH

in vivo (BKJIFOYAKOUH J0IATKOBY OIIIHKY 3
TOKCHKOKIHETHKH )

BriacHi JOKTiHIYHI JOCTIIKEHHS He TIPOBOIMIHCH

4) KaHIIEPOTreHHICTh:

BiacuHi JoKIIHIYHI TOCTIKEHHS HE IIPOBOIMIIHCE

JIOBIOCTPOKOBI JOCITiIIKEHHS

BrnacHi TOKIiHIYHI TOCHIKEHHS HE IPOBOIHINCE

KOPOTKOCTPOKOBI TOCIiIKEHHS
200 TOoCTiIKeHHS CepeIHBOT TPHBAIOCTI

BriacHi TOKIiHIYHI IOCITIHKEHHS HE IPOBOIHIINCE

T0IaTKOB1 JOCIIKEHHS

BracHi NOKJIHIYHI TOCTIHKEHHS HE IPOBOIHIINCE

5) penpoAyKTHBHA TOKCHYHICTE Ta
TOKCHYHHH BIJIHB HA PO3BHTOK ITOTOMCTRA!

BracHi JOKIIHIYHI JOCII/PKEHHS HE TPOBOIAIHCE

BIUIMB Ha (epTHILHICTE i paHHii
eMOPIOHAIBHHI PO3BHTOK

BracHl JOKIIHIYHI JOCTIKEHHS He IPOBOIHIHCH

eMOpIOTOKCHYHICTE

BracHi TOKIIHIYHI JOCITIDKEHHS HE IPOBOJIHIHCE




[peHaTajlbHa 1 HOCTHATAIbHA TOKCHYHICTh

BiiacH1 JOKJIHIYHI AOCIKCHHSA HE IPOBOAMIACH

NOCITIIDKEHHS, TIPH SKHX IIPETIapar
YBOJIUTLCA IOTOMCTBY (HECTATEBO3PLITHM
TBapHHaM) Ta/ab0 OIHIOETHCS BilnaieHa
s

BracHi JOKIIHIYHI IOCII/PKEHHS HE IPOBOIMIINCE

6) MicIieBa IIepeHOCHMICTE

BriacHi JOKTIHIYHI JOCTIIKCHHS HE IPOBOIHIACH

7) 1OoAaTKOBI IOCTIHKEHHS TOKCHYHOCT

BracHi JOKJTIHIYHI JOCTIIKEHHS HE TIPOBOIMIHCEH

AHTUIEHHICTH (YTBOPEHHS aHTHTLIT)

BiacHi JOKTIHIYHI JOCTIIKCHHS HE TIPOBOIMIIACH

IMYHOTOKCHYHICTh

BiiacHi JOKTiHIYHI JOCTIIKEHHS HE TIPOBOIHINCH

TOCHIIKEHHS MEXaHI3MIB JTi1

BiiacH1 NOKIIHIYHI TOCTIDKEHHS HE ITPOBOIHIIHCE

TiKapChKa 3aIeXKHICTh

BiracHi JIOKJIIHIYHI IOCTIDKEHHS HE TPOBOIHIIHCE

TOKCHYHICTh METabOIIITIR

BracHi JOKTIHIYHI IOCIIIPKEHHS HE IIPOBOIUINCE

TOKCHYHICTH JOMIIIOK

BiacH1 NOKTIHIYHI TOCTIKEHHS HE TPOBOAUIIHCE

irimne

BiacHi OKTiHIYHI TOCTIIKEHHS HE TPOBOIHIIUCE

5. BHCHOBKH 11010 TOKIIHIYHOTO BHUBYCHHSA

BacHi JOKJIIHIYHI TOCHIKEHHS HE TIPOBOIMIINCE, 3
OrJIsiLy Ha 3asBICHHH THI JIiKapchKOTro 3aco0y
(15 H 0 BHILIE).

3asgBHEK (BIaCHHK
peecTpaniifHoro

IOCBITYCHHS)

{Ilopsioox Oonoenero Hoeum J{odamxom
300pos’a Ne 1528 gio 27.06.2019)
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Jonatox 30 |

no Ilopsaaxy npoBeeHHs eKCIEPTH3H
peecTpalifHuX MarepiaiB Ha TiKapchKi
3aco0M, 1110 NOJAIOTECS HA JePIKaBHY
peecTpartiio (epepeecTparnito), a TaKox
€KCIIEPTH3H MaTepiaiB Ipo BHECEHHS
3MiH JI0 peecTpaliiiiHuX MaTepiaiiB
IIPOTArOM JIii peecTpamiifHoro
IIOCBITUCHHS

(myHkt 4 posainy IV)

3BIT

npo KJiHiYHe BUNIPOOYBaHHS

1. Ha3sga mixapcekoro 3aco0y (3a HassBHOCTI
- HOMEP PEeECTPALIHHOrO IIOCBITICHHS)

ECOM

(ESOM)

MOPOIIOK Uil PO3YHMHY AJfA iH’ekumid Ta
iHQy3iii 40 mr

HoGen Imau Canal e Timxkaper A.Ill,

2. 3aIBHHK
Typeuyuanna
Nobel Ilac Sanayii ve Ticaret A.S., Turkey
3. BEpOGHHK HoGen Inmau Camnai Be Timxkaper A.IlL,

Typeuunna

Nobel Ilac Sanayii ve Ticaret A.S., Turkey

4. IlpoBeneHi TOCIiKEHHSL:

TaKk XHI  SKUIO Hi, OOIpyHTYBaTH

Bnacui KJIIHIYH1 TOCIILKEHHS HE
IIPOBOJIMIIMCh,  BPAaxOBYIOYH  3asABICHHM  THII
JKapceKoro  3aco0y, a came: TeHepHYHH
nikapceKuii 3aci6. Bigmosimmo no {A63ay des'smuii
nionynkmy 2 nionynkmy 1.3 nyuxkmy 1 posoiny 111 ¢
peoaxyii Haxazy Minicmepcmea OXOpOHU
300pos’a Ne 1528 ¢io 27.06.2019):

«ONA  2eHepuKie He HAOAIOMbCA — pe3yibmamu
GIACHUX MOKCUKONOZIYHUX MAd PAPMAKONI02IYHUX
eunpobyeans ~ abo  KIHIYHUX ~ O0CRIOMNCENb.
Pezynomamu  Oocnidscenv  bioekgieanenmuocmi
eenepuxie/2ibpudie exnouaiomocs y poszoin 5.2.1
MO0V S ».

Bionoegiono oo eumoz Hacmanosu CT-H MO3YVY]
42-7.2:2018: «JlocmimkeHus 6ioeKBiBaJI€HTHOCTI,
AK  IpaBWJIO, HE € HeOoOXITHHMH, AKIIO
JOCHIIKYBAaHHH JTIKapChKHUH 3acid BBOJMTLCS SK
BOJHMH BHYTPINIHEOBEHHWII PO34YMH, IO MICTHTH
TaKy X aKTHBHY PEYOBHHY, IO 1 3aTBEP/UKCHHH Ha|
OaHuH wbac JiKapchKHi 3aci». VYV 3B’3Ky 3




BHUINE3a3HAYCHHUM, Y BIIMOBITHUX  PO3IiJaax
PEECTPaLlifHOr0 JOChE HAJIAKOThCS IOCHIAHHS HA
pedepenTHHit sikapcpkuit 3aci6 Nexium, 40 mg
Powder For Solution For Injection / Infusion, Astra
Zeneca, lIsermis.

1) Tan nmikapepKoro 3aco0y, 3a SKAM
[POBOIMIIAcS a0 IIaHYEThCS PeECTpallis

T'EHEPUYHWI JIIKAPCHKHM 3ACIB

KOJIOBaHHH HOMED KIIHIYHOI'O
BUIIPOOYBaHHS

5. IloBHa Ha3Ba KJIIHIYHOIO BHIIPOOYBaHHS,

BiiacHi KIJIHIYHI T0CIIHKEHHS HE IIPOBOIUIINCE.

6. ®a3za KINiHIYHOTr0 BUNpoOyBaHHS

BiiacHi KJTiHIYHI TOCTIPKEHHS HE TPOBOHIIHCE.

7. Ilepion npoBeJieHHs KIIIHIYHOTO
BUIIPOOYBaHHS

BiiacHi KJIiHIYHI JOCTIHKEHHS HE TIPOBOIMIIUCE.

8. Kpainu, e nmpoBoauIoCs KIIiHIYHE
BUIIPOOYBaHHS

BriacHi KITiHIYHI JOCTIDKEHHS HE ITPOBOIMIIHCE.

9. KibKICTh JOCTIIKYBaHHX

BiiacHi KIiHIYHI JOCTI/DKEHHSA HE TPOBOIMUIIHCE.

10. MeTa Ta BTOPHHHI OUT KIHIYHOIO
BHIIPOOYBaHHS

BracHi KIiHIYHI JOCTIPKEHHSA HE TPOBOIHIIHCE.

11. JluzaifH KIIHIYHOTO BUIIPOOYBAHHS

BacHi KIIHIYHI JOCII/PKEHHS HE TTPOBOJIHIIUCE.

12. OcHOBHI KpUTepii BKITIOYEHHS

BracHi KIIiHIYHI JOCII/PKEHHS HE ITPOBOJIHIINCE.

13. JlocnimkyBanuii TikapchKui 3acio,
criocib 3acTocyBaHHsI, CHiA il

BracHi KIiHIYHI JOCTIDKEHHA HE ITPOBOIHIIHCE.

14. Tlpenapat nopiBHSHHSA, 1034, CIIOCiO
3aCTOCYBaHHS, CHJIA Jii

BiiacHi KIiHIYHI TOCTIHKEHHS HE TPOBOIHIIHCE.

15. CynyTHs Tepamnis

BracHi KJIiHIYHI JOCTIDKEHHA HE IIPOBOIHIHCH.

16. Kpurepii orinku edeKTHBHOCTI

BriacHi KTHIYHI TOCTIKEHHA HE IIPOBOIUIIHCE.

17. Kpurepii ominku 6e3nexu

BiiacHi KIJIiHIYHI TOCTIDKEHHS HE ITPOBOIHIIKCE.

18. CraTHcTHYHI METOIH

BriacHi KJIiHIYHI JIOCITI/DKEHHS HE ITPOBOHIIKCE.

19. Nemorpadiyni MokazHuKH

TOIIO)

OCITiKYBaHOT IonmyJsii (CTarTh, BiK, paca,

Bracui KiiHigHi JOCIIPKEHHS HE IPOBOHIINCE.




: BracHi kniHiYHI JOCHIIKEHHSA He IPOBOIUIHCE.
20. PesynbTaTi e)eKTHBHOCTL FOGILE POBOR

BracHi KIiHIYHI JOCITIIKEHHS He TTPOBOUIINCE.
21. PesynpraTu Oe3nexku S P

BiacHi KIiHIYHI JOCHI/PKEHHS HE MPOBOJMIIUCE. 3

22. BUCHOBOK (3aKJIIOUCHHST)
OrJIsily Ha OOTpYHTYBaHHs Ha/laHe BUIIE.

3asgBHHK (BIaCHHUK
peecTpariifHoro IOCBIIUYEHHS)
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{Tlopadox oonoeneno noeum Jooamxom 30 3ziono 3 Haxasom Minicmepcmea oxoponu
300poe’s No 1528 ¢io 27.06.2019}




