CDapm@

OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdakc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

Ceptundikar axkocri N2 040000111579

Esxazonin® AKBA , cnpeid HasanbHui, 1 mr/r no 10 r y ¢nakoni, no 1 ¢pnaxkony B nauui

1T CNPEKD MICTUTL KCUNOMETA3CRIHY MNAPOXNOPHUAY ¥ MEPEPAXYBAHHI HA 100% PEUCBUHY 1 MI

Homep cepii: 901223 KpaiHa oTpumyBay: YkpaiHa
KinbkicTe npogykuii: 81.814 Tnc.ynak. Ne PeecTp. NoCBigYeHHs: UA/3664/02/01
Hata enpobHnuTea: 12.2023 TepMiH aii peecTp. noceigueHHn:  HeofMexeHnid

AHanis BUKOHaHu# no: MKA 13 no P NeUA/3664/02/01, 3minm Big 03.11.2021 p.

HalimeHyBaHHA NOKa3HUKIB

Bumoru AH[{cneundixanyii)

PesynbTaTn BUNpo6yBaHb

Onwnc

laenTndikayin

KCUNOMEeTa3oniHy rigpoxnopua

KCUNoMeTa3oniHy rigpoxnopua

6eH3ankoHio xnopua

pH

MNpo3opicTb

KonbopogicTb

B'askicte
CynpoBigHi gomiluxu

JomillKka A

MNpenapat Npy BUXOAI 3 PnakoHy Kpisb
Hacoc-A03aTop 3 PO3NUAIOBAYEM Ha3anbHOro
NpPU3HaYeHHA PO3NUAICETBCA Y BATNAL]
aepOo30NbHOTO CTPYMEHS, WO MaE cnelmdiuHnin
3anax Ta AenAEe cobo gucneproeaHi y NoeiTpi

YaCTKW pignHK

Ha xpomatorpamax BUNpo60oBYBaHOro po3YUHY,
ofiepXaHux y po3gini "KinbkicHe BU3HaYeHHA.
KcunomeTtasoniHy rigpoxnopua”, Yac yTpUMYyBaHHA
NiKy KCMNOMETA30RIHY rigpoxnopuay Mac
cniBnagarty 3 4acom YTpUMyBaHHA Niky
KCUNMOMETa30MiHY rigpoxnopuay Ha xpomartorpami
PO3UMHY NOPIBHAHHA 3 TOUHICTIO £ 2 %

flkicHa peakuina

Ha xpomaTtorpamax BUNpoBoBYBaHOrO PO3YUHY,

H b~

cnienagauz
o
C14 Gensasg -. orpaMi

po 6,6

Po3uuH mae 6yTH Npo3opum

CTyniHb 3a6apBneHHA PO3YNHY He MaE
nepeeuLLyBaTK CTYNiHb 3a6apBReHHA eTancHy Y5

Big 1,92 mm2c-1 go 2,43 mm2c-1

He 6inbwe 0,5 % (Ha MmomeHT BUNYCKY). He

Bignoeigae

Bignoeigae

Bignoeigae

Bignoeigae

6,3

Bignoeigae

Bignoeigae

2,13 mm2*c-1

Cepmudbixam nidnucano efeKmpoHHUM niBnucom

D 040000111579

Crop.1 33



OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdakc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

Binbwe 1,0 % 0,0 % (<MKB)
HecneyngikoBaHa AoMilUKa He 6inbwe 0,5 % (Ha MmomeHT BUNYycKy). He

Binbwe 0,5 % 0,0 % (<MKB)
CyMa JOMILIOK He 6inbwe 1,0 % (Ha MmomeHT BUNYCKy). He

Binbwe 1,5 % 0,0 % (<MKB)

BunpobyBaHHA YyNaKoBKM

nepesipka ¢pnakoHa Ha He ponyckaeTbca noABa MOKpWX NIAM Ha
repMeTHYHICTD ¢$inbTpyBanbHOMY Nanepi Bignoeipae
nepesipka Hacoca-po3aTopa MNofABa aepo3onkLHOro CTPYMEHA Npenaparty NoBWHHA

BifgbyBaTUCA NicnA He Binblue HiX 7 neplumnx
HaTMCKYBaHb Ha po3nunioBay. flonyckaeTbeA 2a
BifCYTHOCTI CTPYMEHA Npenapaty HaTUCHYTW Ha
po3nunioBau We ofvH pas. Hapgani noaea

aepo30NbHONO CTPYMEHA NOBUHHA Biﬂﬁ)fBaTIﬂCﬂ

NiCAA Nepllore HaTWCKYBaHHA Ha po3nunioBay Bignoeigae
Maca BMICTY YNaKOBKM He meHwe 10 1 Bignoeigae
Mikpo6ionoriuna uncrora
3aranbHe yucno aepoBHUX Kputepiil npuidHATHOCTI 100 KYO/Mn
mikpoopraHismie (TAMC) * E
3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuilHaTHOCTI 10 KYO/Mn
nnicHaBux rpubie (TYMC) * *
Staphylococcus aureus * BigcyTHicTe B 1 mn E
Pseudomonas aeruginosa * BigcyTHicTe B 1 mn ¥
Kinbkiche BU3HaveHHA
KCUNoMeTa3oniHy rigpoxnopua Big 0,90 mr go 1,10 mr e 1 r npenapaty 0,99 mrir
fGeH3ankoHio xnopua Big 0,135 mr go 0,165 mr B 1 r npenapaty 0,149 mrir
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTti Bumoram Bignoeigae
Tepmin npnaaTHoCTI: }_ Ho 12.2025
¥moBu 3bepiranna. 36epiratu B 3axuLleHOMY Big cBiTAa M n ""_{ .“ paTH ume 25°C.
KomeHTapi:

*Ha nigcraei nepioguuHoro KoHTponio. [poTe Mu j- epﬂgemogmwmﬁmg AaHol cepil eumoram HI

3asBa npo cep‘mcinxaqno

BCTAHOBIEHNX MICL{EBUM PErYAATOPHUM OpraHoMm, a Takg: -. BiANOBIHH 3 cneundikaliamm, AKi 3HAXCAATHCA ¥ peecrpaulm-lomy
aifi
Aoche/Toprosol niueHsii. MpoTokonn BUpoBHWULTEA, NaKyBarHa 15 Aiianisis 6ynu nepesipeHi Ta BCTaHOBNeHa BignoeigHicts GMP.

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000111579 Crop.2 33



OAPMAK

Ten. {044) 496-87-87, Ten./arc (D44) 239-19-38, Ten Abakc (044141968542, Ten. (044} 485-26-57 (uinogatoso)

Ao3soneHo Ao peanizayii / Ao BigBaHTAXKEHHA

¥noeHoBaxeHa ocoba - HauanbHuk Bigginy BCtaBIl Nantyx I0.M. 07.12.2023

Bupo6HKua finbHULA:
YKPAIHA, 04080 m. Knieg-80, Byn.KupwmnisceKa, 74; JliueHsia Ha supobHuLTBO AE N2 637430 Big 07.04.2015;

Cepmudikat GMP Ne 039/2022/GMP eig 25.08.2022; GMP/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 Big
28.10.2021

KoHTponb AKOCTi T2 BMAAYA [103BOAY Ha peaniaauin:
YKPAIHA, 04080 m. Knie-80, eyn.Kupmniscoka, 74; Ceigoutso npo atectauio Ne 390 sig 22.01.2019

- nas >
TOKYMEHTIB

#

Cepmucpixam nidnucano efekmpoHHUM nidnucom D 040000111579 Crop.3 33



CDapm@

OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdaxc (0444968542, Ten. (044} 48526 57 (uinofoboso)

Ceptundikar axocri N2 040000110977

Esxasonin® AKBA , cnpeit HasanbHui, 1 mr/r no 10 r y ¢nakoni, no 1 ¢naxkony B nauui

T CNPEKD MICTUTL KCUNOMETA3CRIHY TNAPOXNOPHUAY ¥ MEPEPAXYBAHHI HA 100% PEUCBUHY 1 MI

Homep cepii: 791123 KpaiHa oTpumyBay: YkpaiHa
KinbkicTe npogykuii: 80.710 Tnc.ynak. Ne PeecTp. NoCBigYeHHs: UA/3664/02/01
Hata eupotHnuTea: 11.2023 TepMiH aii peecTp. noceigueHHn:  HeofMexeHnid

AHanis BUKOHaHu# no: MKA 13 no P NeUA/3664/02/01, 3minn Big 03.11.2021 p.

HaiimeHyBaHHA NOKa3HUKIB

Bumoru AH[{cneundixanyii)

PesynbTaTn BUnpo6yBaHb

Onwnc

laenTudikayin

KCUNOMEeTa3oNiHy rigpoxnopua

KCUNoMeTa3oniHy rigpoxnopua

6eH3ankoHio xnopua

pH

MNpo3opicTb

KonbopoBicTb

B'askicte
CynpoBigHi gomiluxu

JomilKka A

MNpenapat Npy BUXOAI 3 PnakoHy Kpisb
Hacoc-A03aTop 3 PO3NUAIOBAYEM Ha3anbHOro
NpPU3HaYeHHA PO3NUAICETLCA Y BATNAL]
aepOo30NbHOTO CTPYMEHS, WO MaE cnelmdiuHnin
3anax Ta AenAe cobo gucneproeaHi y NoeiTpi

YaCcTKW pignHK

Ha xpomatorpamax BUNpo60oBYBaHOrC poO3YUHY,
ofiepXaHuX y po3gini "KinbKicHe BU3HaYeHHA.
KcunomeTtasoniHy rigpoxnopua”, Yac yTpUMYyBaHHA
NiKy KCMNOMETA30RIHY rigpoxnopuay Mac
cniBnagarty 3 4acom YTpUMyBaHHA Niky

KCMNoMeTa3oniHy rigpoxnopuay Ha XpoMaTorpami_

. . CHOm
PO3UMHY NOPIBHAHHA 3 TOYHiCTIO + 2 9 “\'% —B

g
JOKY MEHT 1B

p03'~l Ii'IHy,L.!a M

.‘l

'i'a a_I'IIKIB A
318 \ b

)”ﬂ J. M.

flkicHa peakuina

Ha xpomatorpamax eunpofoByBa
ofiepxaHux y po3gini "KinbkicHe
BeH3ankoHilo xnopug", Yacu yTpu

C12 i C14 6enzankoHilo xnopuay ma

cniBNagaTy 3 Yacamu YTPUMYBaHHA nikis C
C14 GeHzankoHilo xnopuay Ha XxpomaTtorpami
PO3UMHY NOPIBHAHHA 3 TOUHiCTIO * 2%

Big 5,6 po 6,6 (Ha momeHT BUNYCKY). Big 5,0

po 6,6

Po3uuH mae 6yTH Npo3opum

CTyniHb 3a6apBneHHA PO3YNHY He MaE
nepeeuLLyBaTK CTYMiHb 3a6apBReHHA eTancHy Y5

Big 1,92 mm2c-1 go 2,43 mm2c-1

He 6inbwe 0,5 % (Ha MmomeHT BUNYCKY). He

Bignoeigae

Bignoeigae

Bignoeigae

Bignoeigae

6,3

Bignoeigae

Bignoeigae

2,09 mm2*c-1

Cepmudbixam nidnucano efeKmpoHHUM niBnucom

D 040000110877

Crop.1 33



OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdaxc (0444968542, Ten. (044} 48526 57 (uinofoboso)

Binbwe 1,0 % 0,0 % (<MKB)
HecneyngikoBaHa AoMiluKa He 6inbwe 0,5 % (Ha MmomeHT BUNycKy). He

Binbwe 0,5 % 0,0 % (<MKB)
CyMa JOMILIOK He 6inbwe 1,0 % (Ha MmomeHT BUNYCKY). He

Binbwe 1,5 % 0,0 % (<MKB)

BunpobyBaHHA YyNaKoBKM

nepesipka ¢pnakoHa Ha He ponyckaeTbca noABa MOKpWX NIAM Ha
repMeTHYHICTD ¢$inbTpyBanbHOMY Nanepi Bignoeipae
nepesipka Hacoca-po3aTopa MNofABa aepo3onkLHOro CTPYMEHA Npenaparty NoBWHHA

BifgbyBaTUCA NicnA He Binblue HiX 7 neplumx
HaTMCKYBaHb Ha po3nunioBay. flonyckaeTbeA 2a
BifCYTHOCTI CTPYMEHA Npenapaty HaTUCHYTW Ha
po3nunioBau We ofvH pas. Hapgani noAaea

aepo30NbHOMO CTPYMEHA NOBUHHA Biﬂﬁ)fBaTIﬂCﬂ

NiCAA Nepllore HaTNCKYBaHHA Ha po3nunioBay Bignoeigae
Maca BMICTY YNaKOBKM He meHwe 10 Bignoeigae
Mikpo6ionoriuna uncrora
3aranbHe yucno aepoBHUX Kputepiil npuidHaTHOCTI 100 KYO/Mn
mikpoopraHismie (TAMC) * E
3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuitHaTHOCTI 10 KYO/Mn
nnicHABux rpubie (TYMC) * *
Staphylococcus aureus * BigcyTHicTe B 1 mn ¥
Pseudomonas aeruginosa * BigcyTHicTe B 1 mn ¥
Kinbkiche BU3HaveHHA
KCUNOMEeTa3oniHy rigpoxnopua Big 0,90 mr go 1,10 mr e 1 r npenapaty 1,01 mrir
6eH3ankoHio xnopua Big 0,135 mr go 0,165 mr B 1 r npenapaty 0,149 mrir
Ynakoeka Mae Bignogigatu B1 ; FE*;: Bignoeigae
MapkyeaHHA Mae signoeigari gégﬁi;n};m \ Bignoeigae
Tepmin npngaTHocTi: 2 po JAOKYMEHITE No Jlo 11.2025

\
¥moBu 3bepiranna. 36epiraTu B 3aXULieHOMY Big cBITAa Mi ‘ﬂﬁﬁtlmﬁm‘f °C.
KomeHTapi: )3

) ool i

*Ha nigcraei nepioguuHoro KoHTponw. [poTe mMu nigree

3anBa npo cepridikayio: JJ& Q_ 18 \“/:\\y
Lium A 2aceiguyio, WO BULeBKa3aHa iH$opMaLia € AoCTOBIpH
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHWX MICLIEBUM PerynATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamn, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aoche/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepesipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000110877 Crop.2 33



OAPMAK

Ten. {044) 496-87-87, Ten./arc (D44) 239-19-38, Ten Adakc (04414968542, Ten. (044} 485-26-57 (uinogaboso)

Ao3soneHo Ao peanizayii / Ao BigBaHTAXeHHA

¥noeHoBaxeHa ocoba - HauanbHuk Bigginy BCtaBIl Nantyx I0.M. 13.11.2023

Bupo6HKua finbHULA:
YKPAIHA, 04080 m. Knie-80, Byn.KupwmniscoKa, 74; JliueHsia Ha supobHuLTBO AE N2 637430 Big 07.04.2015;

Cepmudikat GMP Ne 039/2022/GMP eif 25.08.2022; GMP/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 Big
28.10.2021

KoHTponb AKOCTi T2 BMAAYA [103BOAY Ha peaniaayin:
YKPAIHA, 04080 m. Knie-80, eyn.Kupmnisceka, 74; Ceigoutso npo atectayio Ne 390 sig 22.01.2019

nad
TOKYM EHT

Cepmucbixam nidnucano efeKmpoRHUM hidnucom D 040000110877 Crop.3 33


http://www.tcpdf.org

