Honarok 30

1o Iopanky npoBe/ieHHS €KCIIEPTH3H
peecTpallifHUX MaTepiajiiB Ha JiKapchKi
3ac00H, 1110 N0/IAI0TECS HA JIEPIKABHY
peecrpaniio (mepepeecTparniio), a TAaKoX
€KCIEPTH3H MaTepiasiB Ipo BHECEHHS
3MiH JI0 PEECTPAIiHHUX MaTepialiB
IPOTATOM JIii peecTpamiifHoro
[IOCBITYCHHSA

(nysKT 4 posainy 1V)

3BIT

Npo KJIiHiYHe BUNPOOYyBaHHS

- HOMEP peccTpaniifiHoro mocBiaTuecHHs)

1. Hazga nikapcpkoro 3aco0y (3a HasgsBHOCTI

APTTHEKC
(ARGINEX)

KOHIIEHTPAT JUIsl PO3UMHY A 1H(ys3ii,
420 mr/mn

2. 3asBHUK

Abpun ®opmyneiinmms Isr. JItn./
Abryl Formulations Pvt. Ltd.

3. Bupobuuxk

Abpun Jlaboparopi3 Ipaiiser Jlimiten/

Abryl Laboratories Private Limited

4. IIpoBeneHi HociHKeHHS:

TaKk X Hi KO Hi, 0OTpyHTYBaTH

Brnacni KJIIHIYH] JOCIIJKEHHSA He
OPOBOQMJINCE, BpaxOBYIOUH  3asBJIEHHH  THII
JmiKapchkoro 3acoly, a came: TIeHepHYHHI

nikapepKuit 3aci0. Bignosigao no {A63ay dee'smuii
nionyuxkmy 2 nionyuxkmy 1.3 nynxmy 1 poszoiny III ¢
peoaryii Haxaszy Minicmepcmesa 0XOpPOHU
300pos'a Ne 1528 6¢io 27.06.2019}:

«ONsL  2eHepUKi6  He  Hadamues  pe3yibmamu
GIACHUX MOKCUKONO2IYHUX MA  (PapMaKonoiynux|
8UNpPobysanb abo KATHIYHUX 00CHIOMHCEHD.
Peszynemamu  docnidoicens — bioexsisanrenmuocmi
eenepukie/2ibpudie exuovaiomovces y posoin 5.2.1
MOOYASA S ».

Bionogiono 0o sumoe Hacmanosu CT-H MO3Y
42-7.2:2018: «JlocmipkeHHs Oi0eKBIBANIEHTHOCTI,
SK  IpaBWwIo, HE € HeOOXIZHHMH,  SKIIO
JIOCJIJDKYBAHUN JTIKaPChKMi 3aci0 BBOJHMTBCS SK
BOJHHH BHYTPINIHEOBEHHHI PO3UMH, IO MICTHTH
TaKy X aKTHBHY PEUYOBHHY, IO i 3aTBEPIKCHHI HA)
JaHWH 4Yac JIKapchKwil 3acio». Y 3B’S3Ky 3
BUINIC3a3HAYCHUM, Y BIATIOBIAHMX  poO31inax
peecTpaniifHoro Joche HAJAIOThCA IOCHIIAHHS Ha




pedepeHTHHI JiKapchKuii 3acif.

1) THII TiKapCHKOro 3acoly, 3a IKUM
MPOBOJHIIACS ab0 IIIAHYEThCA peecTpariis

I'EHEPUYHUN JUKAPCBKUI 3ACIE

KOJIOBAHWH HOMED KIIIHIYHOI'O
BUNIPOOYBaHHS

5. llosma maspa kiiHIYHOrO BHIIPOOYBAHHSL,

BiiacHi KIiniyHi 0cTiPKeHAS He IPOBOIHIIHCE.

0. @aza KIHIYHOTO BHIIPOOYRAHHS

BliacHi KIiHIYHI JOCIIPKEHHS HE TIPOBO/HIIHCE.

7. Ilepion nmpoBecHHs KIIIHIYHOTO
BUIIPOOYBaHHA

BracHi KniHiYHI JOCTPKEHHS He TIPOBOIMIICE.

8. Kpaiuu, 1e npooaunocs KIiHiuHe
BUIIPOOYBaHHS

Brnachi KIiHIYHI ZOCTIDKEHHS He TPOBOIUIIHCE.

9. KifbKicTh J0CTiPKYBaHHX

Brachi KIHIYHI JOCTIIKEHHS HE POBO/IHIIKC.

10. Meta Ta BTOpHHHI IUTi KIIHIYHOTO
BULIPOOYBAHHS

BracHi KIiHIYHI JOCTIKEHHS HEe TPOBO/IHIIKC.

11. [{n3aifn KIiHIYHOro BUNPOOyBaHHs

BiacHi KJIIHIYHI JOCIDKEHHS He TPOBOIUIIHCE.

12. OcHOBHI KpuTepii BKIIOYEHHS

BiacHi KJIHIYHI 10CTIDKEHHS HE TPOBOIHIIMCE.

13. JlocnimxyBanuii Tikapchkui 3acio,
crioci0 3acTOCYBaHHs, CHIa il

BiiacHi KJTiHIYHI JOCTIIKEHHS He IPOBOMIINCE,

14. Ilpenapar nopiBHAHHA, 1034, CITOCIO
3aCTOCYBaHHSI, CHa il

Bnachi KIIHIYHI TOCTIIKEHHS HE IPOBOJIHIIHCE.

15. CynyTHs Tepanist

BracHi KIIHIYHI JOCTIKEHHS He TPOBOJIMIINCE.

16. Kpurepii oninku epekTuBHOCTI

BiiacHi KIHIYHI JIOCIIHKEHHS He TPOBOIAIINCE.

17. Kputepii oninku Ge3nexn

BiiacHi KIiHi4HI JOCHTIDKEHHS! He TPOBOIAIIHCE.

18. CraTHecTHYHI METOIH

BracHi KIiHIYHI JOCHIJKEHHS HE TPOBOJIAIIHCE.

19. Jlemorpadivni HOKa3HUKH

TOIIO)

TOCTKYBaHOT omyamii (cTaTh, BiK, paca,

BiracHi KIIiHIYHI TOCTIKEHHS HE TIPOBOIHIIHCE.

20. Pe3ynpraTi eeKTHBHOCTI

BiracHi KIIiHIYHI JOCHIJPKEHHS HE NPOBO/IUAIIHCE.




BiacHi KniHIYHI 0CTIAMKEeHHS He TPOROIUITHCE.
21. PesynbraTtn Gesnexn PR poBox

BiiacHi kniHiuHI ROCTIKEHHs He HPOBOMIMCE. 3

22. BUCHOBOK (3aKJIHOYeHHS)
OrJIsy Ha OOIPYHTYBaHHS HaJale BUIIE,

3asBHUK (BIACHHUK
peccTpanifHoro NoCBi[4eHH)

(mimmuc)
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Honatox 29
10 Iopsaky npoBeneHHs eKCIepTH3H
peecTpaniiiHux MaTepianiB Ha JiKapchKi
3aco0u, 10 HOJAl0ThCS Ha IEPKaBHY |
peectpalliio (nepepeecTpaliio), a Takox |
eKCIEePTH3H MaTepiasliB Mpo BHECCHHS l

\

!

3MIH JIO peecTpaliifHuX MaTepiatiB
HPOTSTOM il peecTpamiifnoro |

| MOCBITYCHHS
1 (nyHKT 4 po3ainy 1V)
3BIT
PO JOKJIIHIYHI T0CTiZKeHHS
1. HasBa nikapcbkoro 3aco0y (3a HasBHOCTI APTTHEKC
- Homep peecrpaniiinoro nocsiquenns):  [((ARGINEX)
KOHIICHTPAT /UL pO3UHHY s iH]y3ii,
420 mr/mn

1) Tin niKapchKOTo 3aco0y, 3a AKHM
IpOBOIMIIAcs a00 IUTAHYETHCS peecTpartis

T'EHEPHYHUI JIIKAPChKHM 3ACIB

2) IpoBeneH] JOCTiKeHHS

TaK X Hi AKIIO Hi, OOTPYHTYBATH

BnacHi JIOKIIHIUHI JTOCITIIKEHHS HE
IIPOBOJIMJIMCL,  BPAXOBYIOYM  3asBJICHUI  THII
Jikapcekoro  3acoly, a caMme: TeHEpHYHMIA
nikapceekuii 3aci. Bignorigno o {463ay oee'smuil
nionyuxmy 2 nionyuxkmy 1.3 nynkmy 1 pozoiny Il ¢
peoaryii Haxa3zy Minicmepemsa 0XOpOHU
300poe’ss Ne 1528 id 27.06.2019):

«aJs l"eHepHKiB HC HaJarOTBCA PC3YJIbTaTH BJIACHHX

TOKCHKOJIOTTYHUX Ta (hapmMaKoIOoTIYHUX
BHIIPOOYBaHb abo KJIIHIYHUX OCITIKEHD.
Pesyneraru JOCITiDKEHb €KBiBaJICHTHOCTI1

reHepuKiB/IiOpU/IB BKIIOYAIOTECS Yy po3aut 5.2.1
Moyt 5. JlocniypkeHHs Ol0€KBIBAIEHTHOCTI He
MPOBOJMINCE BIMOBIAHO 10 BuUMOr KepiBHHMITRA
no po3unniB opansHuX CPMP/EWP/QWP/1401/98
Rev. 1/ Corr **,

2. @apMakoJoris:

BiacHi JOKTIHIYHI JOCTIIHKEHHS HE IPOBOJIUIHCE

1) nepBHHHA QapMakoJHHAMIKa

BracHi JOKTIHIYHI TOCI/DKEHHS He IPOBOHIIMCE

2) BropuHHA (papMakoMHaMika

BracHi JOKIiHIUHI JOCII/UKEHHS HE IIPOBOJIHIIACE

3) dapmaxomnoris 6e3nexu

BracHi JOKITIHIYHI JOCHDKEHHS He IPOBOJHINCH




4) bapmaxoguHamiuHi B3acMoIii

BracHi JOKIIHIYHI TOCII/KEHHS He NPOBOAHINACH

3. dapMakoKiHETHKA:

1) aHaniTHYHI METOIMKH Ta 3BiTH 1010 iX
BaTi Tanii

BracHi TOKIHIYHI TOCTIIKEHHS HE POROIUINCE

2) BCMOKTYBaHHSI

BracHi ZOKIIHIYHI JOCITIKCHHS HE IPOBOIHIHCEH

3) poznoain

BriacH1 JOKTIHIYHI JOC/IIKEHHS HE MPOBOIHIIACE

4) meTabomizm

BiiacH1 JOKIIHIYHI JOCTI/PKEHHS HE IPOBOAMIINCE

S) BHBeICHHS

BriacHi NOKTIHIYHI JOCTIIDKCHHS. HE IPOBOIMIIHCEH

0) papmakokiHeTHYHI B3aeMOil
(moxITiHIYHI)

BacH1 JOKIIHIYHI JOCTIIKCHHS HE IPOBOIMIIHCH

7) inmmi gapMaKoKIHETHYH] JOCIIIIKCHHS

BilacHi ZOKIIHIYHI JOCTI/DKEHHS HE TTPOBOIHIIHCEH

4. Toxcukomnoris;

1) TOKCHYHICTD y pa3i OAHOPA30BOTO
BBEJICHHS

BiiacH1 TOKIIHIYHI TOCIIKCHHS HE TIPOBOAUIIHCE

2) TOKCHYHICTE y pa3i HOBTOPHUX BBEJICHb

BracHi JOKJTIHIYHI JOCTIIKEHHS HE TPOBOIMIIHCH

3) réeHOTOKCHYHICTE:
in vitro

BriacHi TOKIIHIYHI JOCIIKCHHS HE TIPOBOINIACE

in vivo (BKJIIOYAIOYH JIOJATKOBY OILIHKY 3
TOKCUKOKIHETHKH)

BracHl JOKIIHIYHI JOCTKEHHS HE TIPOBOIUINCE

4) KaHLIEpOTreHHICTh:

BiacHi JOKIIHIYHI JOCHIIKEeHHs] HE IPOBOJIMIIUCH

,I[OBFOCTpOKOBi I{OCJIi,IDKCHHH

BriacHi JOKIIHIYHI JOCIIIKEHHS HE IIPOBO/INCE

KOPOTKOCTPOKOBI JTOCIIKEHHS
ab0 OCIiKeHHS cepeHbOT TPHBAIOCTI

BrnacHi JOKNIHIYHI JOCT/IKEHHS HE IPOBOJIMIUCH

TOIATKOBI TOCHIKEHHS

BracHi JOKIIHIYHI JOCTIIKEHHS HE IIPOBOIUINCE

5) penpoayKTHBHA TOKCUYHICTE Ta
TOKCUYHMI BIIJIAB HA PO3BUTOK IIOTOMCTBA:

BiiacHi JOKJIIHIYHI TOCTITKEHHS HE ITPOBOIHIIHCH

BIUTMB Ha ()epTHJIBHICTD 1 paHHIH
eMOpiOHAILHUH PO3BHTOK

BiiacHi JIOKTiHIYHI TOCHIPKeHHS He TIPOBOIUIHNCH




3 : BiiacH1 JOKIiHIYHI JOCHDKEHHS U
eMOPIOTOKCHYHICTE = ks = TIPS

: . BiiacHi TOKTiHIYHI JOCTIKEHHS He IIPOBOIHIIUCE
[IpeHaTallbHA 1 IOCTHATAIbLHA TOKCHYHICTH A AREEA R

N Bliacui JIOKIHIYHI JOCHIKEHHS HE TIPOBOIHINCE
AOCIIKCHIA, IIPH AKHX Mpenapar

YBOAUTHCS IIOTOMCTBY (HECTATEBO3PLINAM
TBapHHaM) Ta/abo OIIHIOEThCA BianeHa
i

x ; BracHi TOKIiHIYHI TOCTIKEHHS HE NPOBOIMINCE
6) MicLieBa IEPEHOCHMICTh

: \ .. [BmacHi 1okniHiYHI JOCTIIKEHHS HE NPOBOIUIIACE
7) mOAATKOBI HOCIIIDKEHHS TOKCHYHOCTI:

: : BracHi JOKIIHIYHI TOCTITIKEHHS HE IPOBOIMIIACH
AHTHUTCHHICTH (YTBOPEHHS aHTHTiN)

: Eely) BiacHi DOKIIHIYHI JIOCHIDKEHHS HE TIPOBOIUIIHCH
IMYHOTOKCHYHICTB

. LR BrnacHi JOKTHIYHI OCIIHKEHHS HE TPOBOIUIIUCH
JOCJI2KEHHS MEeXaHI13M1B 11

: . BracHi JOKTIHIYHI JOCTIPKEHHS HE ITPOBOIUINCEH
TiKapchKa 3aJIeXKHICTh

; o BracHi TOKIIHIYHI TOCTI/DKEHHS HE ITPOBOIHINCH
TOKCUYHICTh MeTa00IIITIB

: ; BriacHl MOKTIHIYHI JOCTIDKCHHS HE TIPOBOIHIIHCH
TOKCHYHICTH JOMIIIOK

. BracH] JOKITIHIYHI JOCTI/PKEHHS HE TPOBOIHIINCH
1HIIIE

5. BHCHOBKH IOJO JOKITIHIYHOrO BUBYCHH: |BIIacHi IOKIIIHIYHI JOCTIHKEHHS HE IPOBOIMIIACE, 3
OTJIsly Ha 3asiBI€HHH THII JIKapCHKOTO 3ac00y

(0OrpyHTYBaHHS HAJAHO BHILE).
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