Honatox 30

no Ilopsaky nmpoBeieHHS eKCIIEPTU3H
peecTpaniifHux MarepianiB Ha JiKapchKi
3aco0u, 10 TOAAIOTHCS Ha ICPIKABHY
peecTpallito (mepepeecTpaio), a TaKOK
eKCIIEPTU3U MaTepialliB Mpo BHECEHHS
3MIH JI0 PeECTpaliiHIX MaTepialiB
MIPOTATOM Jii peecTpariiHoro
IIOCBiqYEHHS

(nyHkT 4 pozainy IV)

3BIT

Npo KJiHiYHe BUIPOOYBaHHS

1. Ha3Ba nixapcbkoro 3aco0y (3a HasBHOCTI
- HOMEep peecTpallifHOTO IIOCBITUEHHS)

Maxknenem 1000
(Macpenem 1000)

2. 3a9BHUK Maxieoac @apmacsrorurasnc Jlivirea/
Macleods Pharmaceuticals Limited
3. BupoGuuk bpyke Jlabopatopic Jlimiten/

Brooks Laboratories Limited

4. IIpoBeeHi KOCTIIPKESHHS:

TaK XHI  SKIIO Hi, OOTPYHTYBaTH

Bnachi KIJTiHIYHI JIOCJTi JIDKEHHST HE
OPOBOIAMINCH,  BPAaxOBYIOUM  3asBICHMM  THI]
mikapcekoro  3aco0y, a caMme: TeHEepHYHHil
nixapcekuii 3aci6. Bigmosigso no {A63ay oes'smuii
nionynkmy 2 nionynkmy 1.3 nynxkmy 1 po3zoiny Il ¢
peoaxryii Haxa3sy Minicmepcmea OXOpPOHU
300pos'a No 1528 gio 27.06.2019}:

«ONsl  2eHepuKié He HAOAIOMbCA  pe3Vabmamil
GLACHUX MOKCUKONO2IYHUX MA  APMAKONO2IUHX,|
gunpobysane  abo  KIIHIYHUX ~ 00CHIONCeHb.
Pesynomamu  Oocnioscenv  bioexeieanenmmnocni
2enepuxie/2iopudie exmoyaiomecs y po3oin 3.2.1
MOOYAA 3.

Bionogiono 0o eumoz Hacmarnosu CT-H MO3Y 42-
7.2:2018: «JlochimxeHHs O0i0CKBIBAJICHTHOCTI, SK
IIpaBMJIO, HE € HEOOX1AHUMH, SKIIO JOCTIKYBaHHH
JiKapcbKHMii  3aci0  BBOAWTBCA  SK  BOJHWIL
BHYTPIIIHHOBEHHUH PO3YHMH, IO MICTUTH TaKy K
aKTHUBHY PEYOBHHY, INO 1 3aTBep/XKEHUN Ha JaHMii
yac  JNKapchbKUi  3acio». Y 3B’A3KYy 3
BUINIE3a3HAYECHUM, ¥ BIIIOBIIHUX  poO31inax|
PEECTPaNiifHOTO JTOCKE HAJAIOTHCSA IOCHJIAHHS HA
pedeperTHMIA Nikapchkui 3acid Meronem, powder
for solution for injection, 1000 mg, Astra Zeneca,




a TaKOX TIIpCACTaBJICHO Z[aHi

pedepeHTHOro JiKapchKoro 3acoby.

1) Tim nikapepkoro 3acofy, 3a KM
mpoBomiacs abo MIaHyEThCS peECTpariis

I'EHEPHYHWI JIIKAPCHKHM 3ACIB

5. IloBHa Ha3Ba KIIHIYHOT'O BHNIPOOYBaHH,
KOJOBaHUi HOMEp KIIIHIYHOTO
BHUIIPOOYBaHHS

BracHi KIIHIYHI JOCTIHKEHHS HE TIPOBOIUIUCE

6. da3a KITIHIYHOTO BHNIPOOYBAaHHS

BiacHi KIIHIYHI JOCTIKEHHS He TIPOBOIUIHCE

7. Ilepiox mpoBeIeHHS KITIHIYHOTO
BUIIPOOYBaHHS
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BriacHi KIiHIYHI JOCTiAXEHHS HE IPOBOAMIINCE

8. Kpainm, ae mpoBoauiiocs KIIiHigHe
BUITPOOYBaHHSA

BiacHi KIIHIYHI JOCTIIKEHHS He IPOBOMINCE

9. KiipKicTh AOCHIKYBaHUX

3aIIaHOBaHA:
(hakTUUHA:

Biracui KJIiHIYHI JJOCTIKSHHS HE MPOBOIMIUCH

10. Mera Ta BTOpHHHI i1 KJIIHIYHOTO
BUIIPOOYBaHHS

BracHi KJIIHIYHI JOCTIHKSHHS HE MPOBOAUIUCE

11. JIu3aiiH KJIiHIYHOTO BUNIPOOYBaHHS

BracHi KITIHIYHI JOCTIKEHHS HE TPOBOIUINCH

12. OcHOBHI KpuTepii BKIIOUYEHHS

BracHi KIiHIYHI JOCTIIKEHHS He IPOBOAMIIICE

13. HocnimxyBaHuit TikapchKui 3acib,
CITOCIO 3aCTOCYBaHHS, CHJa Aii

Bracui KJIiHIYHI JOCTiMHKEHHS HE IPOBOAUIIICE

14. IIpenapar nopiBHIHHS, 1034, CIIOCiO
3aCTOCYBaHHS, cuma Jii

BrnacHi KniHIYHI JOCTIDKEHHS HE IIPOBOIMIIACE

15. CymyTHs Tepamis

BiacHi KIIHIYHI JOCTIHKEHHS HE IPOBOIMIIACH

16. KpuTtepii orinku ehekTHBHOCTI

BracHi KIiHIYHI AOCTII)KEHHS HE MPOBOIMINCH

17. Kputepii oninku 6e3nexu

BracHi KiIiHIYHI JOCTiHKEHHS HE IPOBOANIIICE

18. CraTucTH4HI METOAH

BiacHi KJIiHIYHI TOCT{KEHHS HE MPOBOAMAINCE

19. Hemorpadiuni NoKa3HUKA
IMOCITiIKyBaHOoi momysiuii (cTarh, BiK, paca,
TOIIIO)

BracHi XJTiHIYHI JOCIHIPKEHHS HE TPOBOANINCH

dbapmaleBTH4HO1
€KBIBAJICHTHOCTI 3asBJIEHOTO JIKApChKOTO 3aco0y Ta




. Bracui KJIiHIYH] JOCITIKEHHS HE IPOBOIUIIICH
20. PesynpTaTi €eKTHBHOCTI pOBOA

BracHi xiiHIYHI JOCTIIXEHH HE IPOBOIUINACE
21. PesynbTatu 6e3mnexu e P

22. BUCHOBOK (3aKJIIOUCHHS) Briachi KIIHIYHI JOCTIKEHHS HE TIPOBOANIINCE, 3
OTJISY Ha 3asBICHHUI THI JTiKapchbKoro 3acoly

(oﬁmmTyBa}g{g Hg;[aﬂo BHIILE).

3asBHUK (BJIaCHHK ﬂ, ( F\\ W/
peeCTpaliitHOro MOCBIAYEHHS) \
Qauc)

Eﬁ wanbanexap
\{T1.1. B,

{Ilopsidox Oonogneno Hosum Jlooamxom 30 3ziono 3 Hawrgszom Minicmepcmea oxoponu
300pos's Ne 1528 gio 27.06.2019}




Honartok 29

1o [opsimky mpoBeneHHS €KCIIEPTH3U
peecTpauiiiHux MaTepialiB Ha JIKapchKi
3aco0m, IO MOAAIOTECS Ha IEPXKaBHY
peecTpaniio (IepepeecTpaniio), a TakoxK
EKCIIEPTH3HU MaTepialliB PO BHECEHHS
3MIH JIO peecTpaIiifHuX MaTepiaiB
MIPOTATOM Jii peecTpalliiHoro
IIOCBITUYEHHS

3BIT

PO JOKJIiHIYHI AOCTINKEHHS

1. Ha3Ba nikapcbkoro 3aco0y (3a HasilBHOCTI
- HOMEp peecTpanifHoro MoCBiAYEHHS):

Maxknenem 1000
(Macpenem 1000)

1) THI JTiKapChKOTo 3aco0y, 3a SKUM
poBoIMIIacs abo IUIaHyETHCS PeECTpaIlis

I'EHEPUYHNI JIKAPCHBKHN 3ACIB

2) IpoBEACHI MOCIIKEHHS

TaK X Hi KIIO Hi, OOFpyHTYBaTH

Bnachi JIOKJTiHIYH1 JOCIIKEHHS HE
OPOBOMUIIACH,  BPaxOBYIOUH  3asBICHUH  THII
Jgikapcekoro  3acoby, a came: TIEeHepH4YHHII
Jikapcekuit 3aci6. BiamosigHo no {A63ay oee'smuil
nionynkmy 2 nionyuxkmy 1.3 nynxkmy 1 posoiny Il ¢
peoaryii Haxazy Minicmepcmesa 0OXOpOHU
300pog'a Ne 1528 ¢io 27.06.2019}:

«ONIA 2eHePUKI8 He HAOAIOMbCA Pe3ylbmamu 6l1ACHUX|
MOKCUKOLO2IYHUX ma papmaxonoziunux
8unpobysams abo KNIHIYHUX ~ OOCHIOJICeHb.
Pesynemamu  docnidocenv  bioexgieanenmmocmi
2eHepukie/2iopudie exoyaiomvca y po3oin 5.2.1
MOOYIA I 0.

Bionogiono oo eumoe Hacmanoseu CT-H MO3Y 42-
7.2:2018: «Jlocmimkensas O0i0eKBIBAJEHTHOCTI, SK|
MPaBWIIO, HE € HEOOXITHUMHU, AKIO AOCHIIMYBaHMUIT
JmiKapchkuit  3aci0  BBOAUTBCA K BOJHHI
BHYTPIIIHFOBEHHMH PO3YMH, IO MICTHTH TaKy XK
AKTUBHY PEYOBHHY, IO 1 3aTBEp/DKCHUM Ha JaHmi
yac  Jikapcekmid  3acib». Y 3B'A3Ky 3
BUIIE3a3HAYCHUM, ¥ BIITIOBIAHUX  pO3JiIax
peECTpariifHoro AOChe HANAXOTHCS IOCHIAHHA Hal
pebepeHTHHUH nikapchkuit 3aci6 Meronem, powder
for solution for injection, 1000 mg, Astra Zeneca,
a TaKoX IPeICTaBICHO JHaHi ¢apManeBTHYHOI]
eKBIBAICHTHOCTI 3asABJIEHOrO JIIKAPCHKOTO 3aco0y Ta
pedepeHTHOrO JTiKapchKoro 3acody.




2. dapMakooris:

BracHi JOKTIHIYHI OCHIIKEHHS HE MPOBOIMIIHUCH

1) mepBuHHA papMakoIAHAMIKA

BracHi JOKITiHIYHI JOCTIKEHHS He MPOBOJUINCE

2) BTOpHHHA (hapMakoIuHaAMiKa

BiacHi TOKTiHIYHI JOCTIIKESHHS HE TPOBOJIUIACH

3) dapmakosnoris 6e3mexn

Biachi DOKIIHIYHI OCHIIKEHHS HE POBOIMIIUCH

4) papmaxoIHAMIYHI B3aEMOTIT

BracHi MOKITiHIYHI JOCTIIKSHHS HE TPOBOTUIHACH

3. dapMaKkoKiHETHKA:

1) aHaTITHYHI METOJMKH Ta 3BITH IOJI0 1X
BaTimaii

Bracui JOKNIHIYHI TOCTIIXEHHS HE IPOBOIMINACH

2) BCMOKTYBaHHS

BiacHi JOKITIHIYHI JOCTIIIKEHHS HE ITPOBOIMIIACH

3) po3moain

BiacHi JOKTiHIYHI JOCTIKEHHS HE MTPOBOIIIHCH

4) meTabonizm

BiacHi JOKTIHIYHI JOCTIIKEHHS HE IPOBOIMIIACH

5) BUBEJIEHHS

BiacHi JOKJTIHIYHI JOCTIIKEHHS HE IIPOBOIMIIACE

6) hpapMakokiHETUYHI B3aeMOAIT
(MOKITIHIYH1)

BiacHi JOKITIHIYHI JOCTIKEHHS HE ITPOBOIMIIACH

7) iHII1 PapMaKOKIHETHYHI JOCIIIKEHHS

BnacHi TOKJIiHIUHI JOCTIKEHHS HE TPOBOIMINCH

4. TOKCHKOIOTIS:

1) TOKCHYHICTH y pa3i 0THOPa30BOTO
BBEJICHHSA

BracHi JOKJTIHIYHI JOCTIIKEHHSI HE MPOBOIMIIUCE

2) TOKCHYHICTH Y pa3i MOBTOPHUX BBE/ICHD

BiacHi JOKIIHIYHI JOCHIKEHHS HEe MPOBOIMINCE

3) F€eHOTOKCHYHICTH:
in vitro

BracHi OKIIiIHIYHI TOCHTIJKEHHS He TPOBOIUIUCE

in vivo (BKJIIOYAIOYH JOJATKOBY OIIHKY 3
TOKCHKOKIHETHKH)

BiacHi JOKJTIHIYHI JOCTIKEHHS HE IPOBOIIIINUCE

4) KaHIIEepOT€HHICTb;

BrnacHi TOKJTiHIUHI JOCIIKEHHS HE IPOBOAUIIMICH

ITOBrOCTPOKOBI JOCTIIKEHHS

BracHi JOKTIHIYHI JOCTIIKEHHS HE MPOBOIMINCE

KOPOTKOCTPOKOBI XOCTIKEHHS
ab0 JOCIIKCHHS CepeIHbOI TPUBAIOCTI

Bracai TOKJIiHIYHI JOCHIKEHHS HE IPOBOIUIUCH




; ; BracHi ZOKIIIHIYHI TOCTiIXEHHS HE IPOBOIWICH
TOTaTKOBI TOCTIKEHHS

. Brachi OKNiHIYHI ZOCHIHKEHHS HE TPOBOHIIUCE
5) penpoIyKTHBHA TOKCHYHICTH Ta

TOKCUYHHU BILUIMB Ha PO3BUTOK IIOTOMCTBaA:

) ) e BliacHi JOKTIHIYHI JOCITIKEHHS He IPOBO/IMINCE
BIJIUB Ha (EPTHIBHICTH 1 paHHii

eMOpiOHANBHUN PO3BUTOK

} ) BiracHi JOKIIHIYHI JOCTIIKEHHS He IIPOBOAMIIUCE
eMOPpIOTOKCHYHICTh

. . BriacHi HOKIHIYHI TOCTIKEHHS HE TIPOBOIHIIHCH
MpeHaTalbHa 1 TOCTHATAIFHA TOKCHYHICTh

. BracHi mOKTiHIYHI TOCTIHKEHHS HE IPOBOMIINCH
TOCITIJDKEHHS, TIPH SIKUX TIperapar

YBOIOUTHCS [TOTOMCTBY (HECTATEBO3PLIIHM
TBaprHaM) Ta/abo OI[IHIOETHCS BiigalieHa
nist

. ) BracHi JOKIIHIYHI TOCIIKEHHS HE TTPOBOIMIIHCH
6) MicIieBa IEPEHOCHMICTE

) . .. [BmacHi ZOKIIIHIYHI AOCHIIPKEHHS HE IIPOBOIMINCE
7) IOIaTKOBI JOCTIIKEHHS TOKCHYHOCTI:

) . BracHi ZOKITiHIYHI TOCTi/KEHHS HE IPOBOIMIINCE
aHTUTCHHICTH (YTBOPEHHS aHTUTLIT)

| ) BracHi HOKIIiHIYHI TOCTI/KEHHS HE TPOBOIAIINCE
IMyHOTOKCHYHICTE

: s = o, BrnacHi TOKJIiHIYHI TOCTi/DKEHHSI HE TIPOBOIUIKCH
JIOCIIJDKEHHS MEXaHI3MIB il

) ) BracHi ZOKIiHIYHI TOCTI/KEHHS HE TPOBOIMINCE
JTikapchbKa 3aJIeXXHICTh

. .. BracHi TOKIiHIYHI JOCIiHKEHHS HE IPOBOIMIHCH
TOKCHYHICTH META0OITIB

) ) BnacHi HOKIIiHIYHI TOCITIIKSHHS HE IIPOBOAKIIACE
TOKCHYHICTE JIOMIIIIOK

BrnacHi moxitiHiYHI HOCHiKEHHS HE TPOBOIMIINCE

iHIIE
5. BUCHOBKH 1110710 JOKIIHIYHOTO Brnacui JOKTIHIYHI ZOCIIDKEHHS HE TPOBOIIINCE, 3
BUBUYECHHS OISy Ha 3asBJICHMI THIT JIKAPCEKOro 3aco0y

(oGrpyHTyBaHHS HA@HO BHIIE).
/& okl

3asBHUK (BIIACHUK
peecTpauifHoro
TIOCBITYCHHS)

{Ilopsook Oonosneno Hosum [ooamxom 29 3ziono 3 Haxasom Minicmepcmea oxoponu
300poe’a Ne 1528 ¢io 27.06.2019}




