Honatox 29

1o TTopsiyiky npoBeIeHHs CKCIIEPTH3H
peecTpaniiiHux MaTepiaiB Ha MKapCchKi
3aco0H, 10 IOAAIOTHCA Ha ACPIKABHY
peecTpauino (liepepeecTpaliio), a TAaKoX
€KCIIePTH3H MaTepialliB Ipo BHECCHHSA
3MiH 10 peecTpaniiHux MaTepianiB
OpOTSroM Jil peecTpanifinoro
IIOCBITYEHHA

(myskr 4 po3miny IV)

3BIT

npo AOKJiHIMHI JoCTiIKeHHA

1. Hasga nikapchkoro 3aco0y (3a HassBHOCTI -

HOMEP pPeccTpalliifHoro nocBigueHHsn):

MEPOIIEHEM,

TIOPONIOK N PO34UHY A iH’exuiit abo indysiit, mo 1000 mr,
MOPOIIOK Y CKIFIHOMY (MIaKOHi, 3aKyIIOPEHOMY I'YMOBOIO
IpODOKOO Ta AMIOMIHIEBHM OOTHCKHUM KOBIIAYKOM,
CHOPSKEHEM KpHIIKOIO GuIin-0Q), Mo 3ade3neyye KOHTPOIb
nepiroro Biakpurts; in bulk: mo 100 ¢bnakownis y nawui 3
KapTORY

1) Tun nikaperkoro 3aco0y, 3a KM
npoBoauiacy abo ITaHyETHCH peecTpallis

T'EHEPHYHWHA MIKAPCHhKHH 3ACIB
OINOKOMIIOHEHTHHH

2) npoBeaeH] JOCTiIKEHHS

TaK » ui sAKkmo =i, 06IpyHTYBaTH

HE 3aCTOCOBYETRCS JJIs TEHEPHIHUX JTIKapChKUX 3ac00iB

2. dapMaKoJoTis:

1) mepeuHHAa papmakoaMHaMiKa

He 3aCTOCOBYETBCA

2) BropuHHa dapMaKkoauHaMika

He 3aCTOCOBYETECA

3) ¢papmaxonoris 6esnexn

He 3acTocoByerbed

4) papMakonuHaMiuHi B3a€MOALT

He 3acTocoByeThCA

3. dapMaKOKiHETHKA!

1) aganiTHYHI METOJUKH Ta 3BITH LI0A0 1X
paJigarii

He 3acTtocoByeThCS

2) BCMOKTYBaHHS

He 3aCTOCOBYETDLCS

3) posioin

He 3acToCcOBYETBCS

4) MeTaboiizm

He 3acTOCOBYETRCA

S5) BUBEJICHHA

He 3acTocoByeTHC




6) hapMaxkoKiHeTHYHI B3aeMoAil (TOoKMiHi4HI)

He 3acTocoByeThed

7) iamri apMakoKiHETHIHI AOCIIKEHHS

He 3acTOCOBY€ETHCH

4. TOKCHKONOTIA:

1) TOKCHYHICTB ¥ pa3i 0HOPa30BOro
BBEIEHHA

He 3acTocoBy€eThLCA

2) TOKCKYHICTh ¥ pasi IOBTOPHHX BBE/ICHE

He 3acTocoByETBCA

3) reHOTOKCUYHICTB:
in vitro

He 3acTocOBy€eThCA

in vivo (BKNIOYAIO4M TOAATKOBY OLIHKY 3
TOKCHKOKIHETHKH)

He 3acTocoBy€ThCH

4) KaHIIEpOre¢HHICTh:

He 3aCTOCOBYETHCA

IOBIOCTPOKOBI TOCTiAXKEHHA

He 3aCTOCOBYETECA

KOPOTKOCTPOKOBI TOCIIKEHHA
a0o JOCTiHKeHHs CepeIHBOI TPUBANOCTI

He 3acTOCOBY€ETECH

TOaaTOBI JOCIAKeHHSA

He 3acTocoBy€eThCs

5) permpoAyKTHBHA TOKCHYHICTE Ta TOKCHYHHIHA
BIIJIMB Ha PO3BUTOK IIOTOMCTBA!

He 3acTOCOBYETRCS

BILTHB Ha (hepTHIBHICTE i paHHIH
eMOpioHanbHUN PO3BUTOK

He 3acTOCOBY€ETBCS

eMOpiOTOKCUYHICTE

He 3acTOCOBY€ETRCS

LHpCHaTaJIBHA i mocTHATANBHA TOKCUYHICTE

He 3acTOCOBYETBCA

MOCTiKEHH, OPH AKHX IperapaT yRBOAUTECS
NOTOMCTBY (HECTATEBO3PiIMM TBAPHHAM)
Ta/ab0 OIHIOETRCA BigganeHa ais

He 3acTocoByerbed

6) MiclieBa TIEpEHOCHMICTh

He 3aCTOCOBYETHCA

7) A0/2TKOBI JIOCTi/DKEHHS TOKCHYHOCTI:

He 3acTocoByeThCS

AHTUI'C€HHICTE (YTBOpEHHS aHTHTIN)

He 3aCTOCOBYETBCA

IMyHOTOKCHYHICTh

He 3acTOCOBY€ETBCS

ImocaimKxenHsa Mexauismin nii

He 3acTOCORYETHCH




JiKapchKa 3a1ekKHICTh

He 3acTocoByeThes

TOKCHUYHICTH MeTaboITIB

He 3acTocoByeThes

TOKCHUYHICTH JIOMIIIOK

He 3acTocoByeTheA

iHIIEe

He 3aCTOCOBY€ETHLCAH

5. BUCHOBKHM 100 JOKJIHIYHOTO BUBYEHHS

dapmakoMHaMivHi, (papMakOKiHETHYHI Ta TOKCHKOJOITYHI
BJIACTHBOCTI Tpernapary Jo0pe BizoMi.

BiAmoBiHO 10 THITY TOAAHOT 3asBU (TEeHEPUYHHI IIKApChKUHA
3aci0) HaAaHHs J01aTKOBUX JOKIIHIYHUX JTOCTIKEHb He
noTpedyeThes.

3asABHUKOM HaJaHO OIJIs] JOKJIHIYHUX JaHUX, KUK
[PYHTYETBCS Ha OTJIsA/I POdiIbHUX JTiTEpaTy PHUX JDKEPEI.

3asBHUK (BJIaCHUK peecTpaLiitHoro
MIOCBITYEHHS )

VnoBHOBaKeHMii nipejicTaBHUK Kommanii [kenodapm Jl,

Jupextop TOB “ICTOAPM™

(I. 1. b.)
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Honatox 30

1o Iopsaky mpoBeAcHHS €KCTIEPTH3H
peecTpauifiHEX MaTepianiB Ha JTiKapchbKi
3ac00H, IO IMOJAX0THCS HA HepKaBHY
peecTpaliiio (1lepepeecTpanio), a TAKoX
EKCIIEPTH3H MarepialiB Ipo BHECEHHS
aMiH JI0 peecTpaliiBuX MaTepianiB
IIPOTSroM il peecTpauiiiroro

NOCEiTUeHHA
(myHKT 4 pozaiiy IV)
3BIT
npo KiiHiiHe BHNPOOYBAHHS
. MEPOIIEHEM,

1. Ha3pa nixapcbkoro 3aco0y (3a

HASBHOCTI - HOMEp peecTpaniiiHoro [IOPOIIOK A po3gnHy Ans in’exniit abo indysil, mo 1000 mr,

OCBIUeHHS) IOPOIIOK Y CKISHOMY (MIaKOHi, 3aKYIOPEHOMY TYMOBOIO

IpoOKOIO Ta AMIOMIHIEBUM OOTHCKHUM KOBIIAYKOM,
CITOPAMKCHAM KPHIKOIO (nin-od, mo 3abe3nedye KOHTPOIb
nepmoro sizikpuTrs; in bulk: mo 100 ¢nakoHiB y madj 3 KapTony

2. 3a4BHHK HMxwenodapm JITa, Bemuka Bputanis

Yiny Antibiorike ®apmaceroTikan Ko., Jta., Kurait
3. Bupo6GHUK y P Aes
4. [TpoBefieHi JOCIIKEHHS: rak WHI  gKmo Hi, oOOIPYHTYBaTH

He 3aCTOCOBYETBCS JIUIst TEHEPHIHUX JIKAPCBKUX 3ac00iB y
nikapeskiit popmi mioginizar jus posunHy 1 iHpy31H

1) Tun nixapepKoro 32006y, SAAKUM g R pIYHAI JIKAPCHKHIA 3ACIB
IIpOBO,f_{HJIaCFI a60 IIJIaH}'eTI:CH pCGCTpaHlH

OJHOKOMIOHCHTHMIT

5. [ToBHa Ha3Ba KIIHITHOTO He npoBoaunocs
BUIIPOOYBaHHS, KOAOBaHUH HOMEp
KJIiHIYHOrO BUIIpOOYBaHHA
6. ®asa KiniYHOro BUNPOOyBaHHA He 3acTOoCOBY€ETBCSH
7. [Nepion ripoBefeHHd KIiHiYHOTO 3 o
BHIPOOYBAHHSA

povy He 3acToCOBYETLCA
8. Kpainu, ne npoBoanrocs KiiHivHe He 3acTocoByeThCS
BUIIPOOYBaHHSA
9. KinpkicTs HOCHIMKYBaHMX 3aIIaHOBaHa:

axTHUHA:

He 3acTOCOBYETECA

10. Mera Ta BTOpHHHI Lini KIiHiggoro  [He 3acToCOByETBCA
BUIIPOOYBaHH:A




11. JIu3aiiH KIiHiYHOrO BHIIPOOYBaHHS

He 3acTOCOBYETHCA

12. OcHOBHI KpHTEpii BKIIIOYEHHS

He 3acTocoBy€TECA

13. JocniypkypaHauii nikapcekuit 3acio,
criocié 3acTocyBanns, cuIa il

MEPOIIEHEM,

NOPOLIOK I PO3YMHY st iK' ekniit abo iHdy3ii, no 1000 mr,
[OPONIOK V CKIAHOMY (IaKOHi, 3aKyIIOPESHOMY TYMOBOIO
MpoOKOIO T4 AIOMIHIEBUM ODTHCKHUM KOBIIAYKOM,
CHOPSKEHMM KPHIIKOKO (nit-od, mo 3abesnedye KOHTPOIb
nepioro BigkprTTs; in bulk: no 100 ¢gnaxonie y mauni 3 kaproHy

Cmocib 3acTocyBaHHS: BHYTPIIIHEOBEHHO

14. Tlpenapar NopiBHAHHS, 034, CIIOCIO
3acTOCYBaHHS, CHIa Ail

Meronem 1000 mg powder for solution for injection / infusion
(Pfizer, Inc. (Pfizer))

Cnoci0 3acTocyBaHHA: BHY TPIMHBOBEHHO

15. CynmyTHs Teparmis

He 3acTocoByeTBCS

16. Kpurepi! ouinku edextuBHOCTi

He 3aCTOCOBYETECA

17. Kputepii ouinkn de3nexu

He 3acTocoBY€ETECA

18. CraTHcTH4HI MEeTOH

He 3acTOCOBYETHCA

19. Hemorpacdivni MoKazHUKH
mocHiKyBaHol OImyJIaiii (cTaTh, BiK,
paca, TOIO)

He 3acTocoByerbes

20. PesysnsTaT epeKTHBHOCTI

He 3acTocoByeThCs

21. PeaynpTatu Oe3nexku

[Tpenapatr MeponeHeM, SKHi TOAAEThCS HA AEPIKABHY
peecrpauito 1o JEL] € renepuyHuM JikapcbKUM 3aco00M.
Jlanuii npenapar Oyno 3apeecTpoBaHo B Yropuusi 14 rpynns
2022 poky, B llIBenii 23 rpyaus 2012poxy, B ®innsuaii 03
moToro 2022 poxy, B Jawuii 19 rpyaus 2022 poky, B Hopserif 31
cigas 2023 poky, B EctoHil 4 ciurs 2023 poky, B Xopsartii 15
rpyzus 2022 poxy, B Jlatsii 29 rpynas 2022 poky, B JIutsi 7
Gepesust 2023 poxy, y Opannii 28 rpyaus 2022 poxy, B lenanii
14 xgitas 2023 poky.

B MaTepiaax peecTpaliifHOro 1oChe MiCTHTLCS HeoDOXinHa
indopmanis moao pedepeHTHOro Jlikapchkoro 3acody Meronem
1000 mg powder for solution for injection / infusion (Pfizer, Inc.
(Pfizer)), BinoMocTi npo npodins de3neka-eGekTHBHICTD Ail0HOT
PETOBHHM NAHTOIPA30Iy IOPiBHAHO 3 AiF0Y0I0 PEYOBHHOO
petbepeHTHOrO JiKapehKoro 3acoly, a TAKoK IATaHHH, OB'I3aHi
3 BiomoCTYNHICTIO, e IIe 3aCTOCOBHE O T€HEPHYHOTO
miKapchKoro 3aco0y Ta inma HeoOxigHa iHGopMais.

MarepiajiaMil peecTpaliiiHOro NOChE JOBEAEHO, IO ¥
3a9BIIEHOTO JikapchKoro 3aco0y MeporeHeM, TOPONIOK Jld
POIUMHY 1A 1K’ exniit abo indysiii, mo 1000 mr:

- TAKHM caMMif gKicHHit 1 KiNbKicHHI CKIaA 3 TOUKH 30Dy

AKTUBHHX PEYOBHH, 10 i ¥ pedepeHTHOrO JiKapchKoro 3acoby;




- Taka * (papmaneBTHuHa Gopma, 1110 iy pedepeHTHOrO
TiKapehKOTo 3aco0y:

- MOKA3aHHS JUIs 3aCTOCYBAHHA Ta MOGIUHI peakii i/leHTHHi 10
pedpepeHTHOrO Tpenapary, a OTKe € 0e31eYHUMH JUIS TIO/ICBKOT0
BUKOPHUCTaHHS.

Biamosiaao g0 21 CFR 320.22(b)(1), 3anponoHoBaHuii
nikapchKuii npenapat, Meponenem 0yB po3podienuii, 1106 6yTu
expiBasienTHUM (Q1/Q2) pedeperTHOMY npoayKTy. OOHBa
npenapaTi MiCTSTh OJHI i Ti K aKTHBHI 1 JIOTIOMDKHI PEYOBUHU B
O/HiH 1 Tiif e KOHIleHTpallii i Tikapebkiii dopmi.

TakuM 4MHOM, 3aIPONOHOBAHMIT JIIKapCHKUIA nipenapar
Bi/{MIOBi1a€ BUMO3i PO BiZIMOBY BiJl J0Ka3iB OiogocTynHOCTI abo
GioekBiBasieHTHOCTI in vivo BijmosiaHo qo 21 CFR 320.22(b)(1):
(i) Jlikapewkuii 3aci6 mpu3HaueHuit 1 i1 exiii abo
iHY3iH;

(i)  Jlikapcekmii 3aci® MIiCTHTH Ti K AKTHBHI i JIOMOMIKHI
peYOBMHH B Till JKe KOHUEHTpalii, mo i jikapchkuii 3acib
Meronem 1000 mg powder for solution for injection / infusion
(Pfizer, Inc. (Pfizer))

o T — Bignosigno g0 GUIDELINE ON THE INVESTIGATION OF
- BIOEQUIVALENCE  CPMP/EWP/QWP/1401/98 (EMEA,
2010), ais JikapchbKUX IIpenapariB, 1O BBOSTHCS Y BUIVIsIL
BOJIHOTO BHYTPIIIHBOBEHHOIO PO3UMHY, TepaneBTHYHHH edekT
JAKAX HE IPYHTYETBCS HAa CHCTEMHOMY  BCMOKTYBaHHI,
mijTBep/KeHHsT 010€KBIBaJICHTHOCTI, BUKOPHCTOBYIOUH KiHIIEBI
(dapmMakoKiHETHYHI TOYKH, HE 3aCTOCOBYEThCS.

Jlocmikenns 3 0i0eKBIBaJIEHTHOCTI Ta KJIIHIYHI JOCHiKEHHS
Juis nipenapaTy MeponeneM, HOPOMIOK /Ui PO3YHHY LIS
in’exuiii abo indys3iii, mo 1000 mr He NpoBOUIM, alle JIOBE/IEHA
fforo (QapmaneBTHYHA eKBIBAJICHTHICTH 10 pedepeHTHOro
npemnapary. OTKe MOKHA BBaKaTh, IO OOMJBA Ipenaparu
MeponeHemM, NMOPOIIOK /LISt PO3YMHY I8 iH’ekuiii abo
indy3iii, mo 1000 mr ta pedepentauii npenapar Meronem 1000
mg powder for solution for injection / infusion (Pfizer, Inc.
(Pfizer)), € B3aeMo3aMiHHUMU, Oe3 OY/Ib-IKHX 0OMEKEHb.
O6uaBa JI0CHI/PKYBaHi MpernapaTiH XapakTepH3yIOThCs TapHOH
MEPEHOCHMICTIO 1 BUCOKOK SIKICTIO.

3asBHUK (BJIACHHUK peecTpaliifHoro
MOCBITYCHHS)
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Koctenko O.0.
VioBHOBaKeHHI npeicTaBHUK KoMnadii [hxenodapm JItz,
Hupexrop TOB “ICTOAPM™




