Jonatox 29

70 TTopsiiky NPOBE/ICHHS! €KCIIePTH3H
peecTpaliitHiux MaTepiaiiB Ha JIKApChKi |
3aco0H, 10 MOJAI0THCS Ha JCPIKaBHY
peecTpalliio (epepeecTpaitiio), a Takox
EKCIIEPTU3U MaTepiajliB PO BHECEHHS
3MiH JI0 peecTpaliifHuX MaTepiamin
MPOTATOM JIil PeeCTpalifHOIo
MOCBITUCHHS

(nyHKT 4 posniny IV)

3BIT

Npo JOKJiHIYHI T0CTiTKEHHSA

1. Haszsa nikapcbkoro 3aco0y (3a HasBHOCTI
- HOMEp PeecTPaIliifHOr0 1OCBITYEHHS):

Jlekckeronpoden
po34uH g 0’ ekuii/indys3iii
50 mr/2 ma

1) T mKapcbKoro 3acoly, 3a SKUM
npoBo iniacs abo IUIaHYEThCs peecTpartis

IT'EHEPUYHUMA JIKAPCBKHWM 3ACIB

2) mpoBeEH]I JOCIIJPKEHHS

Tak X Hi FKINO Hi, 0OTPYHTYBATH

Buacui JOKJIHIYHI TOCITIKEHHS He
IPOBOJIMJIMCH,  BPaxOBYIOYM  3asgBICHHH  THII
JikapcpKoro  3acofy, a caMme: TeHepHYHHi
nikapebkuii 3aci0. Binnmosigno mo {A463ay oee'smuii
nionyuxmy 2 nionyuxkmy 1.3 nynxmy 1 po3soiny 111 6
peoaryii Haxazy Minicmepcmsa 0XOPOHU
300pos'si Ne 1528 gio 27.06.2019}:

«JUIsl TEHEPHKIB HE HAJIAl0ThCs Pe3yNILTaTH BIIACHUX|

TOKCHKOJIOTTYHUX Ta dapmaxoIorigHIX
BunpoOyBanb  ab0  KIIHIYHUX  JIOCHI/DKEHb.
PesynsTaTn IOCTITKEHD eKBIBAJIEHTHOCTI

I'eHEPHKIB/TIOpH/IIB BKIFOYaroThesas y posmin 5.2.1
monyas 5. JlocmimkeHHs OlOSKBIBAJEHTHOCTI He
MPOBOJIMJIACE BiAMOBIMHO a0 BUMOr KepiBHHITBA
no posumHiB opansaux CPMP/EWP/QWP/1401/98
Ren. 1/ Cotr ¥*,

2. ®apMakoIoris:

Biiacui 10KIiHIYHI TOCHIDKECHHS HE TPOBOIUINCEH

1) nepBuHHa (papMaKoMHAMIKA

BracHi JOKIiHIUHI JOCHI/PKEHHS HE TPOBOIHINCH

2) BTOpUHHA (papMako/IMHaMIKa

BracHi TOKITIHIYHI TOCIIDKEHHS He IIPOBOIMIHCE

3) dapmakoJorist Oe3nexn

BiacHi JOKIIHIYHI JOCTI/DKEHHS He ITPOBOIMINACH

4) dbapmakoMHaMIYHI B3aeMOil

BracHi JOKIIHIYHI JOCIIHKSHHS HEe TPOBOIAINCH




3. DapMaKkoKIHETHKA:

1) aHATI THYH] MEeTO/IMKK TA 3BITH 11010 1X
BaJIi Al

BiiacHi JOKIIHIUHI TOCTIKEHHS HE IPOBOIMIKNCH

2) BCMOKTYBaHHS

BracHi JOKTIHIYHI JOC/IIPKEHHS HE TPOBOJIHIINCH

3) po3nozin

BracHi JOKIIHIYHI JOCIIPKEHHS He IPOBOIUINCH

4) MmeTabomism

BiacH1 JIOKIIHIYHI JIOCTIPKEHHS HE TPOBOIHINCH

5) BUBCICHHS

Bracui JOKTIHIYHI JOCHIKEHHS He TPOBO/IHIINCH

6) dpapMakoKkiHETHYHI B3aeMO/Iil
(moxmiHiIvHi)

BiacHi TOKTIHIYHI TOCTIKEHHS HEe TIPOBOAUINCE

7) 1111 QapMakOKiHETHYHI JOCIIKEHHS

BracHi JOKTIHIYHI JOCTIIKEHHS HE POBO/HIIUCH

4. TOKCHKOJIOTIS:

1) TOKCHYHICTB Y pa3l 0JJHOPA30BOTO
BBE/ICHHS

BracHi JOKTIHIYHI OCTIIKEHHS HE IPOBO/MIUCH

2) TOKCHYHICTB Y pa3i HOBTOPHHX BBEJICHB

BracHi TOKTIHIYHI TOCTIIKCHHS HE IIPOBOHIHCE

3) reHOTOKCHYHICTB:
in vitro

BriacHi JOKIIHIYHI JOCIIKCHHS HE TIPOBO/HIUCH

in vivo (BK/IKOYAKOUH JI0JATKOBY OIIIHKY 3
TOKCHKOKIHETHKH)

BracHi JOKTiHIYHI JOCIIKEHHS HE TPOBOIHIUCH

4) KaHIIEPOTE€HHICTh:

BracHi TOKTIHIYHI TOCTIIKEHHS HE TPOBOIAINCE

TOBIOCTPOKOBI JIOCIJIKCHHS

BiacHi JOKIIHIYHI JOCHIPKEHHS HE IIPOBOIUINCE

KOPOTKOCTPOKOBI JOCIIKEHHS
200 JIOCITI/PKCHHS! CepeIHBO0I TPHBAIOCTI

BiiacHi JIOKITIHIYHI JTOCTI/KECHHS HE IPOBOIHIINCE

10/1aTKOBI JTOCTI/IKEHHS

BiracHi AOKHIYHI JOCIIHKCHHS HE IPOBOIUIINCE

5) penpoiyKTHBHA TOKCHYHICTh Ta
TOKCUYHUI BILJIMB HA PO3BUTOK IIOTOMCTBA:

BJracHi AOKIHIYHI JOCIIKEHHS HEe IPOBOJUIIUCE

BILTUB HAa (pepTUILHICTE 1 paHHii
eMOpilOHaJILHUN PO3BUTOK

BiiacHi JIOKJIIHIYHI JIOCJIJDKCHHSE HE TIPOBOIAIUCE

eMOPIOTOKCHYHICTD

Brnacui JOKIIHIYHI TOCTIKEHHS HE IPOBOJIMIIMCH




[PpCHATa/lbHa 1 HOCTHATaIbHA TOKCHYHICTD

BuracHi MOKTIHIYHI OCHIDKCHHS HE IIPOBO/IMIINCH

OCIIJIKCHHS, IPU SIKUX IIperapar
VBOJUTHCS IIOTOMCTBY (HECTATEBOZPLIMM
TBapHHaM) Ta/abo OLIHIOETHCS BijylalieHa
g

Brnachi TOKAIHIYHI TOCTIDKEHHS HE TIPOBOJIMIIHCE

6) MicLieBa IEPEHOCHUMICTh

BiacHi JOKIIHIYHI JOCTIDKEHHS HE TPOBOIHIHCEH

7) 101aTKOBI JIOCIIJIKEHHS] TOKCHYHOCTI:

BiacHi JIOKIIHIYHI JIOCIPKEHHS He TIPOBOIAITHCE

AQHTUT€HHICTH (YTBOPEHHS aHTHTLN)

BracHi JOKTIHIYHI JOCII/PKEHHS HE IPOBOIHIIUCH

IMYHOTOKCHYHICTh

BracHi JOKTIHIYHI JOCTIIIKEHHS HE TIPOBOJIHIINCE

MOCHIUKEHHS MEXaHI3MIB il

BracHi JOKTIHIYHI JOCHTIHKEHHS HE TPOBOIHIIHCH

TiKapchKa 3aJIe/KHICTD

BracHi AOKTIHIYHI JOCTITIKEHHS HE TIPOBOJIHIINCE

TOKCHYHICTE META00ITITIB

BracHi JOKTIHIYHI JOCTITKEHHS HE IPOBOJIMIIHCE

TOKCHYHICTE JOMIIIIOK

BiacHi 1OKIiHIYHI JIOCHPKEHHS HE IIPOBOIMINCH

eI

BrnacHi JOKITiHIUHI JOCTIKEHHS HE POBOIMIHCE

5. BUCHOBKH 11010 TOKJIIHIYHOTO BUBUYEHHS

Bracui qoKIiHIYHI JOCTIKEHHS HE TPOBOIUIIHCH, 3
OTJISLY Ha 3asBJIHIH THILIIKapChKOTro 3ac00y

3asBHUK (BIACHUK
peeCTpaIifHOro
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Honatox 30

1o llopsaaky MpoBe/IeHHs eKCIepPTU3U
peecTpaiiiHuX MaTepiaiiB Ha JTiKapchbKi
3ac0o0u, 110 110/IAK0ThCs Ha JICPIKABHY
peecTpaniio (IepepeccTpatiioo), a TakoxK
CKCIICPTH3U MaTepiaiiB PO BHECEHHS
3MiH JIO peeCcTpaliiiHIX MaTepialiB
NPOTSIoM JIii peecTpaniifHoro
NOCBITYCHHS

3BIT

Npo KJiHiYHe BUNIPOOYyBaHHsA

(myHkT 4 pozainy IV) |

1. HasBa nmikapchKoro 3aco0y (3a HasBHOCTI ﬂecheTo"p_m!]eH . N

- HOMEp PEECTPAILHOTO MOCBITYeHHS) PO3YMH J7Is 10 eKIii/indys3iii
50 Mr/2 ma

. 3agBHHK A6pun @opmyneimas [I8T. JITn./
Abryl Formulations Pvt. Ltd.

3. Bupo6uuk A6pun Jlabopatopis [Tpaiiger JlimiTen/

Abryl Laboratories Private Limited

4. TIpoBe/ieH] TOCTIIKEHHS:

TaKk X Hi  SKIIO Hi, O0IPyHTYBaTH

Bnacui KJIHIYH] JOCITiKEHHS He
IIPOBOIHIINCE,  BPaxOBYIOYH  3aABICHHH  THI
mikapcekoro  3aco0y, a came: TeHEpHYHHM

mikapebkuit 3aci6. BinnmoinHo o {A63ay oee’amuil
nionyuxkmy 2 nionyuxkmy 1.3 nyuxmy 1 poszoiny Il ¢
peoaryii Haxasy Minicmepemea OXOPOHU
300poe'ss Ne 1528 ¢id 27.06.2019}:

«ONA  2eHepuKie He  HAoalombCs — pe3yivmamu
BIACHUX TOKCUKONOZTYHUX A  (PAPMAKOJIOIYHUX
8UNPO6YEaAHD abo  KIHIYHUX ~ 00CHI0JICEHD.
Pesynomamu  docniodcens — bioexgisaneHmuocmi
2enepuxis/2ibpudie exmovaiomecs 'y posoin 3.2.1
MO0V Sy,

Bionogiono 0o sumoe Hacmanosu CT-H MO3Y
42-7.2:2018: «Jlocnimxenns 0i10eKBiBaNCHTHOCTI,
K  INpaBwio, He €  HEOOXIJHHMH,  SKIIO
JOCTIKYBaHHH JHKapChKui 3acid BBOAMUTBCH K
BOJHMI BHYTPIIIHEOBEHHHH PO3YMH, IO MICTHTh
TAaKy K aKTHBHY PEYOBHHY, IO 1 3aTBEpKEHHH Ha
naHUM wac mikapchkuit  3acid». Y 3B'A3Ky 3
BUIIE3a3HAYCHUM, Y BIJUIOBIJIHHX  pO3iiax
PEECTPaifHOTO J0CHE HAJal0ThCsd MOCHIIAHHS Ha
pedepenTHuil Jlikapchkuil 3acid Simpal® inject,




solution for Injections/Infusions 50 mg/2ml.

1) THI niKapcbKoro 3acody, 3a SKuM
NpPOBOIMIIACS a0 IIIAHYEThCS PEECTpallis

IT'EHEPUUHUWI JIKAPCHLKHUIN 3ACIB

5. IloBHa Ha3Ba KJIiHIYHOTO BHNIPOOYBaHHS,

KOJIOBAaHUH HOMEP KITIHIYHOTO
BUIIPOOYBaHHS

BiracHi KIIHIYHI JOCTIHKEHHS HE MTPOBOIMIIHACE.

6. Maza KIHIYHOTO BUIIPOOYBAHHS

BiiacHi KJIHIYHI JJOCII/PKEHHS HE IPOBOIMIIHCE.

7. Ilepion npoBeieHHS KIIHIYHOTO
BUIIPOOYBaHHS

BacHi kniHiuHi TOCTIIKEHHS HE IPOBO,THIIHCE.

8. Kpainu, fe npoBowiocs KiliHIdHE
BUITPOOYBAHHS

BiiacH1 KIIHIYHI JOCTIHKEHHS HE TIPOBO/IHIINCE.

9. KinbKICTB AOCTIIKYBAaHHX

BrnacHi KIiHIYHI JOCHTIKEHHSI HE TTPOBOMIIHCE.

10. MeTa Ta BTOpHHHI 11iJIi KJIIHIYHOTO
BUIIPOOYBaHHS

Bracui KIiHIYHI AOCTITKEHHS HE IPOBO/IHIIHCE.

11. Iuzaiin KIiHIYHOTO BUIPOOYBAHHSI

Bracui KIiHIYHI AOCTITKEHHS HE TPOBO/IHIIHCE.

12. OcHOBHI KpHUTepii BKIIOYEHHS

BracHi KIiHIYHI JOCTITKEHHS HE TPOBOIHIINCE.

13. JlocmiukyBaHuii JiKapehKuii 3acio,
crioci0 3acToCyBaHHS, CHJIA JIiT

BracHi KJIIHIYHI JOCTIIKEHHS HE TPOBO/THITHCE.

14. TIpenapar 1opiBHAHHS, /1034, CIIOCIO
3aCTOCYBAHHS, ciuIa Jiil

BiiacHi KIiHIYHI JOCIIIKEHHS HE TPOBOIHIIHCE.

15. CynyTtHs Tepamnis

BracHi KITiHIYHI JOCTIKEHHS HE MPOBOIHITACE.

16. Kpurepii ominku eeKTHBHOCTI

BracHi KTIHIYHI JOCTIKEHHS HE IIPOBO/IHITHCE.

17. Kpurepii oninku Oe3neku

BracHi KJTIHIYHI JOCTIPKEHHS He IIPOBOIMIIACE.

18. CrarucTHyni MeTOIH

BiracHi KJIIHIYHI J0CTI/DKEHHS HE TPOBOINUITHCE.

19. Jlemorpadiuni moKa3HUKH

JI0CITIIKYBAHOT TOMY AT (CTaTh, BiK, paca,

TOLLIO)

BracHi KITiHIYHI OCTIHKEHHS HE TPOBOIHIIUCE.

20. Pesynbratu eexTHBHOCTI

BrmacHi KIHIYHI JOCTDKEHHS He TTPOBOUIIUCE.




BracHi KNIHIYHI JOCHI/KEHHSA HE IIPOBOJIHIIUCE.
21. Peaynbraru Oesneku A p

Boracui KIIHIYHI JIOCT/DKCHHS HE HPOBOIMINCH. 3

22. BUCHOBOK (3aK/IH04eHHs)
OIJIs1/1y Ha OOIPYHTYBaHHs HaJlaHe BHUILE.

3agBHHK (BJIACHUK
peecTpaliifHoro noCBiAUCHHS)

{llopsaoox odonosneno nosum ooamxom 30 32iono 3 Harazom Minicmepemea oxoponu
300poe's Ne 1528 6id 27.06.2019}




