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Honarok 29
10 Iopanky ekcreprusu
MaTepianiB/KOITIB JyIs
peecTpartii JJikapchKUX 3aco0iB,
SIK1 T10/TAFOTHCS HA JIEPIKABHY
peecrtpalliio (nepepeectpartiro),
a TaKOoX MepeBIpKH M0a4i/3MiH
70 peecTpariifHuX MaTepiaiB
1)1 Yac 1epiojly peecrpariii/ceprudikarii
(Pozain IV, nyHkr 4)
3BIT

Npo JOK/JIiHIMHe JocTiTzKeHHs

1. Ha3pa mikapcbKoro
3aco0y (3a HasIBHOCTI -
peecTpauiiinuii Homep):

TJIIITIA 50, Tabaerku mo S0 mr

1) Bux nmikapceKoro 3aco0y, | ['eHepuunHMi
JUIA sikoro 0yJIio
3aIUIAHOBAHO YH
IUTAHYEThCA peecTpallis
2) npoBo MK JocnipkeHHs | o Tak
V Hi

0 AKIIO Hi, 00TpyHTYiiTE, 110 3asBKa MoAaeThCA B Kateropii «I eHepuuni
npenapaTi»

2. ®GapMakoIoris:

1) nepBUHHA
dapmakoaHaMiKa

He mamaetscs, Tomy 1o 3asiBKa 1mojaeThes B Kareropii «l eHepuyHi
npenapaTi

2) BTOpPHHHA
(hapmakoHaMIKa

He magaeThest, ToMy 110 3asiBKa oxacThes B kKaTeropii «l eHepuyHi
npenapaTu»

3) dapmakoioris Oe3nexku

He najaetnes, Tomy 1o 3asBka nojaetbes B kateropii «l'eHepuyHi
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penapaT»

4) hbapmakoauHaMiyuH1
B3acMO/Iii

npenapaTH»

He HajlaeTbest, TOMY 1110 3asBKa NOAAEThes B KaTeropii «I eHepuyHi

3. ®apmakokiHeTHKA:

1) aHaymiTHYHI METOM Ta
3BITH IO IX HEPEBIPKY

penapaTH»

He HajaeTbes, ToMy 110 3asiBKa 10JIa€Thesl B KaTeropii «I eHepuyHi

2) NOrJIMHaHHSA

npenapaTH»

He HanaeTbes, ToMy 1110 3asiBKa MOJIAETHCS B KaTteropil «I eHepuyHi

3) po3nonin

npenapaTu»

He HazmaeTbesl, TOMY 1110 3asBKa NOJAETHCS B KaTeropii « eHepuuHi

4) oOMiH peuoBHH

npenaparu»

He HamaeTses, ToMy 1m0 3asBKa noaacThes B Kateropii « eHepuuni

5)BUBCICHHS

npenaparu»

He namaeTses, ToMy 110 3asBKa No1acThes B KaTeropii « enepuyni

6) hapMaKoOKiHETHYHI
B3aeMOJIIT (JTOKITIHIUHI)

IIpenaparu»

He mamaetscst, Tomy 1110 3asBKa 1o1aeThesl B Kareropii « eHepuyHi

7) iHmIi GpapMaKOKIHETHYHI
JIOCITIIKCHHS

npernapaTu»

He HanmaeTbest, ToMy 1110 3asBKa NOIacThes B kKaTeropii «I eHepuyni

4. Tokcukomnoris:

1) oaHO/1030Ba TOKCHYHICTE

IIpenapaTm»

He Hanaerbes, ToMy 110 3asiBKa 1104a€Thes B Kareropii «I eHepuuHi

2) TOKCHYHICTB Y pa3i
MIOBTOPHOTO IPHHOMY

mpenapaT

He namaeThest, ToMy 110 3asiBKa MOJA€ThCs B Kateropii «l eHepuyHi

3) reHOTOKCHYHICTD:

He nanaetnces, Tomy 1o 3asiBka nojiaetbest B Kareropii «l eHepuyH1

npernapaTi»
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in vitro

in vivo (BKJIIOYAIOUH
JOJIAaTKOBY
TOKCHKOKIHETHYHY OLIIHKY)

4) KaHIEPOTeHHICTD:

npenaparu»

He najnaetbes, Tomy 1o 3asgBKa 11oj1aetbest B kareropii «I'eHepuyHi

TPUBAJ JIOCTiKEHHS

npenaparm»

He nanaetsest, Tomy 1o 3asgBKa 11oj1aeThest B Kareropii «l eHepuyHi

KOPOTKOTEPMIHOBI
JOCTIIKeHHS abo
JIOCJIIJDKEHHS Cepe/THBOT
TPUBAJIOCTI

IIperapaTtu»

He Hanaerses, ToMy 1o 3asiBKa 1nogaerses B kareropii «I eHepuuni

abo cepeTHLOI TPHBAIOCTI
IIOCHTIDKCHD

npernaparu»

He nHagaeThed, ToMy 110 3asBKa MOAAEThes B KaTeropii «I eHepuyHi

IIOIATKOBI TOCHIKEHHS

Hpenaparm»

He nagaetbes, ToMy 1110 3asiBKa 10J1aeThest B Kareropii «l eHepuyHi

5) penpoayKTHBHA
TOKCHYHICTh Ta TOKCHYHHHI
BILJIMB HA PO3BUTOK
IIOTOMCTBA

npernaparm»

He HamaeTwes, ToMy 110 3asBKa IMoJacThCA B KaTeropii «I eHepuyHi

BIUIUB Ha (pepTUIILHICTE Ta
paHHii eMOploHATBHUN
PO3BHTOK

nperaparuy

He Hanaetwes, Tomy 110 3asBKa 1oJaeTbes B kateropii «I eHepuyHi

eMOpIOTOKCHYHICTD He HamaeTbest, ToMy 10 3asBKa M0Ja€THCS B KaTteropii «l eHepuyHi
npenapaTun
npeHaTajlbHa Ta He nanaetsesi, ToMy 110 3asiBKa MOJA€ThesA B Karteropii « eHepHyHi

ITOCTHATAIbHA TOKCHYHICTE

mpenapaTu»

TOCIIIKEHHSI, B SIKUX

He nagaetnest, ToMy 1o 3asBKa oJaeThesl B kKareropii «[ eHepuyni

Inpenapar BBOOATE Ipernaparu»

MOTOMCTBY (HE JI03PLIAM
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TBapuHam) Ta / abo
OIIIHIOIOTh Ha JIOBIOTPUBAIIL
HaCIiIKH

6) JIoKaJIbHA OPTATHBHICTD

He najgaetnest, ToMY 1110 3asBKa MOAacThes B Kateropil « eHepHuHi
npenapaTi»

7) 1I01aTKOBI JIOCTLKCHHS
TOKCHYHOCTI:

He nanmaeTsesi, TOMY 1110 3asiBKa IOaeThes B Kareropil «I eHepuyHi
IpenapaTu

AQHTHUTCHHICTD (YTBOPEHHS
AHTUTL)

He HanaeThes, TOMY 10 3asBKa MOAAEThes B KaTeropii «I eHepHuHi
npenapaTi»

IMYHOTOKCHYHICTD

He HazaeThest, TOMY 110 3asBKa MOAACThCA B Kareropii «I eHepHyHi
IperapaTuy

BUBYEHHS MEXaHI3MIB 11l

He HanaeThes, ToMy 110 3asBKa MoJaeThes B Kateropii «I eHepHuHi
npenaparu»

HapKOTHYHA 3aJIEXKHICTh

He HamaeThest, TOMY 100 3asgBKa mOAaeThes B Kateropii «['eHepuyHi
Ipenaparm»

TOKCHYHICTh MeTadoITy

He HagaeTbes, TOMY 110 3asBKa MOJIaeThes B Kateropil «l eHepuuHi
npenaparm»

TOKCHYHICTH JTOMIIIIOK

He HajacTees, TOMY 10 3asBKa MOJA€ThCs B Kareropii «I eHepHyHi
npenaparmu»

Honarkosa iHpopmartis

He namaeteses, ToMy 1110 3asBKa oJaeThes B KaTeropii «I eHepHuHi
npenaparu»

5. BHCHOBKH JOKJIIHIYHIOTO
IOCHIDKEHHS

He mamaeTsest, TOMY 1110 3asiBKa MOJa€ThCs B KaTeropii «l enepuyni
nperaparmn»

3aspauK (Brnacuuk 1K)

Maxkneoac ®@apmacerotukaic Jlimiten, luis
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Honarox 30

70 Iopsiaxy npoBeenHs eKcrepTH3H
peecTpauiiiHuX MarepiayiiB Ha JIiKapchKi
3aco0u, 10 MOAIOTLCS Ha JIEPIKABHY
peecTpalliio (l1epepeecTpario), a TakoxX
EKCIEPTU3U MaTepialiB PO BHECCHHS
3MiH JI0 peecTpariiHiux MaTepianis
IIPOTATOM Jii peecTpariiiiHoro
IIOCB1J[YEHHS

(tyHKT 4 posuiny IV)

3BIT
Npo KJIiHIYMHe BHIPOOYBAHHS

1. Ha3Ba nikapcbkoro 3aco0y (3a
HasfgBHOCTI - HOMEp peecTpamiiinoro

[JIIITI A 50, Tabaerku mo 50 mr

[IOCB1JIYEHHS)

2. 3asBHUK Maxkneonc @apmacerotukaic Jlimite;
Artnanra Apkaze, Mapon Yapu Poan, Aumnxepi (Ict), Mymbaii
400059, Inmis

3. BupoOuuk Maxneonc ®apmacsroTukaic JliMites;

Binemx Txena, ITO Jlonximaiipa, Texcin Bamai, Jlictpikt Conan,
Ximagan [Ipanenr, 174101, Tuuis.

4. IIpoBeieH1 J0CIIKEHHA:

Tax

\ Hi

o skuo Hi — o0rpyHTyiiTe
TIpoBoaunocs “IlopirHsibHE
JIoCIIKeHHs BingarmnTuny,
rtabnerok o 50 Mr, BEpOOHMIITRA
Macleods Pharmaceuticals Limited,
India

i GALVUS®50 MG, BupoGHHLITBA:
Novartis Europharm Limited

a npouelyporo OioBeiirep Ha
nigcrasi BCK”

1) Tun nikapepKoro 3acoby, 3a SKHM
[poBoiuIacs ado MIAHYEThCS
peecTpanis

['enepuunmii ikapceKuit 3aci6

5. IloBHA Ha3Ba KIINHIYHOTO
BUIIPOOYBaHHS, KOJIOBAaHHHA HOMED
KJITHIYHOTO BUITPOOYBaHHS

He 3acTocoByeThCs
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6. Da3za kiIiHiYHOrO BHIIPOOYBaHHS

IHe 3acTocoBYETBCS

7. Ilepio mpoBeAeHHS KIIHIUHOTO
BUIIPOOYBAHHS

He 3acTocoByeThCs

8. Kpainu, Jie IpoBOAMIOCS KITIHIUHE
BUIIPOOYBaHHS

He 3aCTOCOBYETLCA

9. KinpKicTh JOCTIIKYBAaHUX

He 3actocoByeThest

10. Mera ta BTOpUHHI Uil
KJIIHIYHOI'O BUIPOOYBAHHS

He 3acToCcOBYETBCH

11. Iu3aiiH KIIHIYHOIO
BUITPOOYBAHHS

He 3actocoByeThes

12. OcHOBHI KpHTEpil BKIFOYESHHS

He 3acTocoByeThCA

13. locmipKyBaHmii JTiKapehKHii
3aci0, crmocid 3acTocyBaHH:A, CHIA il

He 3acTocoByeThes

14. Tlpenapat ropiBHsHHSI, J103a,
croci0 3acTocyBaHHsA, CHIIA Ail

He 3acTocoByeThCs

15. CynyTtHs Tepartist

He 3actocoByeThes

16. Kpurepii oninku e)eKTHBHOCTI

He 3aCTOCOBYETBCA

17. Kputepii ominku 0e3neKH

He 3actocoByeThes

18. CraTtucTu4dl METOIH

He 3acTtocoByeThes

19. lemorpadiuni mokazHHKH
ITOCIIJIKYBAHOT TOMYJIsALI (CTaTh, BIK,
paca, TOIIO)

He 3acTtocoByeThCS

20. Pe3ynbratu eQekTHBHOCTI

He 3dCTOCOBYETLCA

21. Peaynbratn Oe3nekH

He 3acTocoByeThes

22. BUCHOBOK (3aKJIIOUCHHS)

He 3actocoByeThest
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3agBHHK (BJIaCHHK

Maxkieonc @apmacsrotukac Jlimiten, IHiis

peecTpaltiiiHoro I'onosa IIpeacrauuntea «Makneonc @apmaceroTukaic Jlimitea»
TTOCBITYCHHS)
ITan Bimxait banekap
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