OAPMAK

Ten. (044) 496-87-87, Ten./daxe (044) 239-19-38, Ten./daxc (044)49689-42, Ten. (044) 485-26-57 (uinopoboeo,

Ceptudikar akocri N2 040000112055

AT

MiHoBiT®, Kpanni HazanbHi no 10 mn y ¢pnakoHi, no 1 pnakoHy B nauui
1M MPEMAPATY MICTUTb OfIil COCHY TMPCBKOI 35 M, Ol M'SITIA 10 MT, OAIi EBKANINTOBOI 5 M, -

Homep-cepii: 51223
KinbKicTb npoayKuii:
[ata supobHuuTaa: 12.2023

AHaniz BUKOHaHWIA No:

21.519 Tuc.ynak.

TOKO®EPONY AUETATY 15 MI, TUMONY 0,3 MI

KpaiHa oTpumysau: YKpaina
N2 Peecrp. nocsiguenHs: UA/6606/02/01
TepMmin il peecTp. nocsigueHHs:  HeobmexeHui

MK N3 go PN NeUA/B606/02/01, 3minu Big 22.06.2022 p.

HaliMeHyBaHHA NoKasHUKiB

Bumoru AH[(cneundikauir)

PesynbraTru BunpoGysaHb

Onic

lpenTudikauis
0NifA COCHU ripcbKol, onis

eBKaninTosa, onia M'ATH, TUMON

a-Tokodepony auerar

[yctuHa

[Moka3HWK 3arioMeHHs

06'em BMICTY YNaKkoBKY

KucnotHe uucno

[MepekwcHe vucno
Mikpo6ionoriyHa uucrora
3aranbHe YNCno aepobHMX
mikpooprarizmis (TAMC)
3aranbHe YNcno APPKIKOBUX Ta

nnicHasux rpubis (TYMC)

Mpo3zopa bezbapBHa abo 3i 3nerka XoBTyBaTUM
BiATIHKOM MacnaHucTa piguHa 3 cneundivyHum

3anaxom

Ha xpomatorpami BUNpoboByBaHOro PO3YUHY,
ofepxaHilt Npu KiNbKiCHOMY BU3HaYeHHi
KOMMOHEHTHOTO cKnagy edipHux onil, vac
YTPUMYBaHHA OCHOBHUKX NiKiB Mae cniBnafatut 3
4acoM YTPUMYBaHHA OCHOBHUX MiKiB Ha
XpomaTorpami posuuHy nopisHAHAA (c) (£ 2%)
Ha xpomatorpami BUnpoboByBaHOro PO34nHY,
ofepKaHil Npwu KinbKicCHOMY BU3HaYeHHI
a-ToKodepony aueTaTy, yac yTPUMyBaHHSA nika
a-Tokodepony auerary Mae criiBnagaTv 3 Yacom

YTPUMYBaHHS Mika a-Tokodpepony aueTaTy Ha

Xpomarorpami po3umnHy nopiBHAHKHA (b) (£ 2%)
Big 0,930 r/em3 no 0,960 r/em3

Bin 1,440 no 1,452

He meHwe 10 mn

He 6inbwe 0,5

He 6inbwe 4,0 %X b

KpuTepitt npunHATHOC

Kputepivi npunHATHOGES

Bignogigae

Bignosigae

Bignosigae
0,941 rlem3
1,452
Bianoeigae
0,1

0,7

0 (menwe 10)

0 (meniue 10)

Staphylococcus aureus BigcyTtHicts 8 1 mn BigcyTHi
Pseudomonas aeruginosa BigcyTtHicTb B 1 MA BigcyTHi
Cepmudpixam nidonucaHo enekmpoHHUM nidnucom ID 040000112055

Crop. 1

32



)

Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 (uinopoboso

KinbkicHe BM3HavYeHHs

a-niHeH Big 3,15 mr go 11,55 mr 8 1 mn npenapaty 7,66 mr/mn

LuHeon He meHuwe 3,7 mr B 1 mn npenapaty 8,4 mr/mn

MeHTOn Big 2,7 mr go 5,5 mr 8 1 mMn npenapary 3,2 mrimn

TMOS Big 0,255 mr po 0,345 mr 8 1 mn npenapaty 0,291 mr/mn

a-Tokodepony auerar Big 13,5 mr po 16,5 mr 8 1 mii npenapaty 14,9 mr/vn
YnakoBkKa Mae Bignosinatu BUMoOram Bianosinae
MapkyBaHH# Mae Bignosigatu BuMmoram Bianosinae
TepmiH npugaTHOCTI: 2 poKu Ho 12.2025

YmoBu 36epiraHna:  36epiraTv B 3axulieHoOMy Bif CBITNa Miclyi npu Temnepatypi He suwe 25 °C.

KomenTapi:

3anBa npo ceprudikauiio:

Unm 5 3aceiguylo, Wo BulieBKasaHa iHbopmaLllia € JocToBipHO i TouHoto. Lo cepito npoaykuii 6yno BupobneHo (BKovatoumn
ynakosKy/MapKyBaHHA) Ta NPOBeAeHUi KOHTPONb i1 AKOCTI Ha HUXKYeBKasaHilt ainbHuui B NoBHIl signosigHocti go sumor GMP,
BCTAHOBNEHUX MICLEBUM PEryiaTOPHUM OPraHoM, a TakoX Y BiinoBigHOCTI i3 crneundikalismu, fKki 3HaxoaaTbCs y peecTpauiniomy
nocbe/Toproeol niteHsii. MpoTokonu BUPOBHWULTEE, NaKyBaHHA Ta aHanisis 6ynn nepesipeHi Ta BCTaHOBNeHa BignosigHicTs GMP.

Ro3BoneHo Ao peanisauii / o BigBaHTaMeHHA

YnosHoBaxeHa ocoba - HauanbHuk Bigainy BCraBll Nantyx 10.M. 03.01.2024

Bupo6Huua ginbHuus:
YKPAIHA, 04080 m. Knie-80, syn.Kupuniscbka, 74; NiyeHsia Ha Bupo6HuuTeo AE Ne 637430 sig 07.04.2015;

GMP/EAEU/BY/0045-2021 sig 25.02.2021; UP/1-530-10/21-03/13 8ig 28.10.2021

KoHTponb AaKocTi Ta BUAava Jo3BONY Ha peanisaluito:
YKPAIHA, 04080 m. Knie-80, Byn. Kupuniscbka, 74; CeigolTeo ripo atectatiito N2 390 sig 22.01.2019

Cepmucpikam nidnucaHo enekmpoHHUM nidnucom ID 040000112055 Crop.2 32
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JATAAN

Ten. (044) 496-87-87, Ten./paxc (044) 239-19-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 (

Ceptundikar akocti N2 040000112063

uinog06080)

MiHosiT®, Kpanni HasanbHi no 10 mn'y ¢nakoHi, no 1 ¢nakoHy B nauui

1M MIPENAPATY MICTUTb OfIf COCHU MPCbK

Homep cepil: 61223
KinbkicTb npopayKuii:
[lata BupobHULTBa! 12.2023

AHani3 BUKOHaHWA No:

21.384 Tuc.ynax.

TOKOMEPONY ALETATY 15 MI, TAMONY 0,3 M

KpaiHa oTprimyBay: YkpaiHa
Ne Peectp. NOCBIAYEHHA: UA/6606/02/01
Tepmin Aii peecTp. NOCBifHeHH: HeobmexeHNi

MKS 13 o PT NeUA/6606/02/01, 3miHu Bif 22.06.2022 p.

Ol 35 Mr, OJIIl M'ATU 10 MT, ONIi EBKANINTOBOI 5 M, a-

HaiimeHyBaHHA NOKa3HUKIB

Bumoru AHJi(crieundixauii)

PesynbTaTit BUnpo6ysaHb

Onuc

InenTudikauin
onisi COCHM ripcbKoi, onis

eBKaninToBa, onis M'ATW, TUMON

a-Tokodepony auetar

ryctuHa

MoKa3HWK 3anoMNeHHA

O6'em BMICTY YMaKOBKU

KucnoTHe 4ncno

MepekncHe Yncno
Mikpo6ionoriyHa 4ucrora
3arasnbHe Uncno aepobHUX
mikpoopratizmis (TAMC) *
3aranbHe YUACNO APIKIXKOBUX Ta
nnicHasux rpudis (TYMC) *

Staphylococcus aureus *

Pseudomonas aeruginosa *

Mposopa 6e36apsHa abo 3i 3nerka XosTysaTum
BiATIHKOM MacnsiHWUcTa piguHa 3 cneundivHum

3anaxom

Ha xpomatorpami BUNpo6oBYBaHOro PO3HUHY,
ofepxaHilt mpw KinbkicHoMy BU3HaUeHHI
KOMMOHEHTHOrO cKnagy edipHux onin, 4ac
YTPUMYBaHHA OCHOBHUX nikiB Mae cnisnagartu 3
4aCOM YTPUMYBaHHA OCHOBHWX MIKIB Ha
XpOMaTOrpami po3umnHy MOPIBHAHHA (©) (£ 2%)
Ha xpomatorpami BUNpoboByBaHoro posHunHy,
OfepMaHilt Mpwy KinbKicHOMY BU3HAUYeHHI
a-Tokodepory aueTary, 4yac yrpumysaHHa nika
a-ToKopepony aueraty Mae cnignapati 3 4acom
yTPUMYBaHHs nika a-ToKogepony aleTaTty Ha

XpomaTorpami posuuHy nOpiBHﬂHHfiAb (£ 2%)

Big 1,440 po 1,452
He meHwe 10 mn
He 6inblwe 0,5

He 6inbiue 4,0

KpuTepilt npuiHATHOCTI 10 KYO/mn

BipcytHictb B8 1 MR

BigcyTHicte B 1 MA

Bignosipae

Bignosipae

Bignosigae
0,940 r/cm3
1,452
Bignosigae
0,1

0,7

ID 040000112063

Crop. 1
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T

Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten /dakc (044)49689-42, Ten. (044) 485-26-57 (uinopo6oso)

KinbKicHe BU3HauYeHHA

a-niHex Big 3,15 mr go 11,55 mr 8 1 mn npenapaty 7,43 mr/vn

LuHeon He meHwe 3,7 mr B 1 mn npenaparty 8,2 mrimn

MeHTON Big 2,7 mr go 5,5 mr 8 1 mn npenapaty 3,1 mrimn

TMmon Big 0,255 mr go 0,345 mr 8 1 Mn npenapaty 0,292 mr/mn

a-Tokodepony auerart Big 13,5 mr go 16,5 mr 8 1 mn npenapaty 15,1 mr/mn
YnakoBKa Mae BignosigaTtut BuMmoram Bipnosigae
MapkyBaHHA Mae signosigaty Bumoram Bignosiga€
Tepmin npupaTHoCcTi: 2 poKu o 12.2025

Ymosu 36epiraHna:  36epiratu 8 3axuleHoMy i, cBiTNA MicUi nipu TemriepaTypi He Butlie 25 °C.

KomeHTapi:

*Ha nigcTasi nepioanyHOro KOHTPONIO. MpoTe My NIBTBEPLKYEMO gignosigHicTs gaHol cepil BUMOram HO

3anBa npo ceptudikauiio:

Lium A 3acsiguyo, Wo BULEBKasaHa iHbopMauif € [OCTOBIPHOW i Tounoto. Lo cepito npopyKuil 6yno Bupobinero (BKnitoyatount
yI'IaKOBKy/MapKyBaHHﬂ) Ta NpoBeAeHW KOHTPONb i AKOCTI Ha HUPKYeBKasaHill AinbHUUI B NoBHil BignosigHOCTI 4O BUMOT GMP,
BCTAHOBAEHMX MICLLEBUM PEryNATOPHAM OpFraHOM, a TakoX y gigniosigHocTi i3 cneyndikatiamu, AKI 3HAXOAATLCA Y PeecTpauinHomy

pocbe/Toproeoi niuewsii. MpoTokonn BUPOBGHULTBA, MaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTAHOBNEHA gigrnosigHicto GMP.

o

LlosBoneHo Ao peanizauii / go BiAgBaHTaXeHHA

YnosHoBaxeHa ocoba - HauanbHuk sipainy BCtaBrl Nantyx 10.M. 29.12.2023

Bupo6Huya AinbHuuA:
YKPAIHA, 04080 m. Kuis-80, Byn.Kupuniscbka, 74, NiteHsia Ha BupobHUUTBO AE N 637430 Big 07.04.2015;

GMP/EAEU/BY/0045-2021 sig 25.02.2021; UP/1-530-10/21-03/13 Big 28.10.2021

KoHTponb AKOCTi Ta BUAAYa JO3BONY Ha peanizauito:
YKPATHA, 04080 m. Kuis-80, Byn. Kupunisceka, 74; Caigourso npo atecrauio N 390 sia 22.01.2019

Cepmudpikam nidnucaHo enekmpoHHUM nidnucom /D 040000112063 Crop.2 32



OAPMAK

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

Ceprndikar axkocri N 040000117111

NinoBiT®, kpanni HasanbHi no 10 mn y ¢nakoHi, no 1 ¢pnaxkony B nauui
1M1 NMPENAPATY MICTUTb ONIi COCHW TMPCBKOT 35 M, Ol M'ATI 10 M, O1IT EBKANINTOBOI 5 MT, a-
TOKOMEPOSTY ALIETATY 15 M, TUMONY 0,3 Mr

Homep cepii: 10824 KpaiHa oTpumyBau: YKpaiHa
KinbkicTe npogykuii- 21.168 Tuc.ynak. Ne PeecTp. NoCBigYeHHs: UA/6606/02/01
Hata supoGunyTea: 08.2024 TepMiH aii peecTp. NocBigueHHA:  HeoGMeXeHwi

AHani3s BUKOHaHu# no: MKA 13 no P NeUA/6606/02/01, 3miHn Big 22.06.2022 p.

HalimeHyBaHHA NOKa3HUKIB Bumoru AHJ{cneundixkanii) PesynbTaTn BUnpobyBaHb

Onnc MNpo3opa Ge3bapeHa abo 3i 3nerka XKoBTyBaTUM

BiAiTIHKOM MacnAHKUCTa piguHa 3 cneludiuHum

3anaxom Bignoeigae
laenTudikayin
Oflif COCHW ripCbKoi, onin Ha xpomatorpami BUNpoGOBYBaHOMO PO3UNHY,
€BKaninToBa, oniA M'ATH, TUMON OfiepaHiil NpW KiNbKICHOMY BM3HaYeHHi
KOMMOHEHTHOro cknagy edipHWX onii, yac
YTPUMYBAHHA OCHOBHWX NiKiB Ma€ cniBnagat 3
JacoM YTPUMYBaHHA OCHOBHUX NiKiB Ha
Xpomarorpami po3uuHy NopiBHAHHA {c) {+ 2%) Bignoeigae
a-Tokogepony auerar Ha xpomatorpami BUNpoOOBYBaHOMO PO3UNHY,
ofjepaHiil Npu KinbKicHOMy BU3
a-ToKodepony aLeTar;
-ToKogepony ave
YTPUMYBaHHA ni
Xpomarorpami pos! Bignosipae
lycTvHa Big 0,930 ricm3 n' {2, 0,937 rfcm3
lMoKa3HUK 3anoMneHHA Big 1,440 po 1,452 1,452
O6'em BMICTY YNakoBKK He meHwe 10 mn Bignoeigae
KucnoTtHe yucno He 6inbwe 0,5 0,2
MNepekucHe yncno He 6inbiwe 4,0 0,8
Mikpo6ionoriuna uncrora
3aranbHe Yucno aepoBHUX Kputepiil npuidHATHOCTI 100 KYO/Mn
mikpoopradismie (TAMC) 0 (MeHwe 10)
3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuitHaTHOCTI 10 KYO/Mn
nnicHasux rpubie (TYMC) 0 (MeHwe 10)
Staphylococcus aureus BigcyTHicTe B 1 mn BigcyTHi
Pseudomonas aeruginosa BigcyTHicte B 1 mn BigcyTHi
Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000117111

Crop.1 32



OAPMAK

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /daxc (0444968542, Ten. (044} 485-26 57 (uinofoboso)

KinbKicHe BU3HaueHHA

a-niHeH Big 3,15 mr go 11,55 mr B 1 mn npenapaty 6,82 mrimn

UWHeon He meHwe 3,7 mr e 1 mMn npenapaty 9.4 mr/mn

MeHTOn Big 2,7 mr go 5,5 mr B 1 Mn npenaparty 3,1 mr/mn

TMMON Big 0,255 mr go 0,345 mr B 1 mn npenapary 0,278 mr/imn

a-Tokodepony auetar Big 13,5 mr go 16,5 mr e 1 mn npenapary 14,4 mrimn
Ynakoeka Mae signoeigaTtn Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
Tepmin npuaaTHoCTi: 2 poru Do 08.2026

¥mosu sbepiranna. 36epirat B 3aXMWeHOMY Big cBiTAa micli Npyu TeMnepaTypi He Buwe 25 °C.
KomexTapi:

3ansa npo cepridikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMalia € gocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOYUK
YMaKoBKy/MapKyBaHHA) Ta NpOBefeHWi KOHTPONDb Ti AKOCTI HA HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosighocTi ao sumor GMP,
BCTAHOBMEHWX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneungikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeni Ta BcTaHoBNEeHa BignosigHicts GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaXeHHA

¥noeHoeaxena ocoba - HauansHuk eigginy BCtaBI NanTtyx I0.M. 29.08.2024

Bupobnnua finoHULA:
YKPAIHA, 04080 m. Knieg-80, Byn.Kupwuniscbka, 74; JliueHsia Ha supoBhuuteo AE N2 637430 Big 07.04.2015; GMP

051/2024/GMP Big 29.05.2024; GMP/EAEU/KZ/81-01-2024 Big 15.12.2023; GMPUZ-08:2023 Big 30.11.2023,;
UP/1-530-10/21-03/13 Big 28.10.2021

KoHTponb AKOCTi T2 BMAaYa 03BOAY Ha peanizauin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigouTeo npo atectauiio N2 320 Big 22.01.2019

ay” s NN
TOKY MEHTIB Y

Cepmudbixam nidnucano efeKmpoHHUM hidnucom D 040000117111 Crop.2 32



OAPMAK

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /daxc (0444968542, Ten. (044} 485-26 57 (uinonoboso)

Ceprndikar axkocri N2 040000118170

NinosiT®, kpanni HasanbHi no 10 mn y ¢nakoHi, no 1 ¢naxkony B nauui
1M1 NMPENAPATY MICTUTb ORIl COCHW TMPCBKOT 35 M, Ol M'ATK 10 M, O1IT EBKANINTOBOI 5 M, a-
TOKOMEPOSTY ALIETATY 15 M, TUMONY 0,3 Mr

Homep cepii: 41024 Kpaina oTpumyBau: YkpaiHa
KinbkicTe npopykuii: 21.453 Tuc.ynak. Ne PeecTp. NocBigueHna: UA/6606/02/01
Hata supotunyTea: 10.2024 TepMiH aii peecTp. nocBigueHHA:  HeoGMeXeHwii

AHanis BUKOHaHM# no: MKA 13 no P NeUA/6606/02/01, 3minn Big 22.06.2022 p.

HaiimeHyBaHHA NOKAa3HUKIB Bumoru AHJ{cneumdikanyii) PesynbTaTv BUnpobyBaHb

Onnc MNpo3opa GesbapeHa abo 3i 3nerka XKoBTyBaTUM

BiiTIHKOM MacnAHKCTa piguHa 3 cneyudiuHum

3anaxom Bignoeigae
laeHTUdiKaLin
Oflif COCHW ripCbKoi, onif Ha xpomaTorpami BUNpoBoByBaHOrO poO3UnHY,
€BKaninToBa, oniA M'ATH, TUMON OfiepXaHiil NpW KiNbKICHOMY BM3HAYeHHI
KOMMOHEHTHOro cknagy edipHWX onii, yac
YTPUMYBAHHA OCHOBHUX NiKiB Ma€ cniBnagaT 3
4acoM YTPUMYBaHHA OCHOBHUX NiKiB Ha
Xpomarorpami po3vyuHy nNopiBHAHHA {c) {+ 2%) Bignoeigae
a-Tokodepony auetar Ha xpomatorpami BUNpoBoBYBaHOrO PO3UMHY,
ofjepaHiil Npu KinbKiCHOMY BU3HA
a-ToKodepony aLeTary, uac y'r i '1
a-Tokodepony avetaty Mae i
YTPUMYBaHHA Nika a-Toko¢ 'r
Xpomarorpami po3vuHy I'IOpII:i}] I;IH {b) ( 2%) _ Bignoeigae
lyctvHa Big 0,930 r/cm3 go 0,960 ricms * . WY/ Y/ 0,937 r/cm3
Moka3HMK 3anoMNeHHN Big 1,440 po 1,452 dPaina m o) 1,452
O6'em BMICTY YNakoBKK He meHwe 10 mn Bignoeigae
KucnotHe yucno He 6inbwe 0,5 0,2
MNepekucHe yncno He 6inbwe 4,0 0,1
Mikpo6ionoriuna uncrora
3aranbHe Yucno aepoBHUX Kputepiil npuidHaTHOCTI 100 KYO/Mn
mikpoopraHismie (TAMC) * *
3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuitHaTHOCTI 10 KYO/Mn
nnicHABKx rpubie (TYMC) * *
Staphylococcus aureus * BigcyTHicTe B 1 mn x
Pseudomonas aeruginosa * BigcyTHicte B 1 mn E
Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000118170

Crop.1 32



OAPMAK

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

KinbkicHe BU3HaYeHHA

a-niHeH Big 3,15 mr go 11,55 mr B 1 mn npenapaty 7,56 mrimn

LUWHeon He meHwe 3,7 mr B 1 Mn npenapaty 10,2 mrimn

MeHTOn Big 2,7 mr pgo 5,5 mr B 1 Mn npenaparty 3,2 mr/mn

TMMon Big 0,255 mr go 0,345 mr B 1 mn npenaparty 0,294 mrimn

a-Tokogepony alerar Big 13,5 mr go 16,5 mr e 1 mn npenapaty 15,3 mrimn
Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
Tepmin npnaaTHOCTI: 2 poru Do 10.2026

¥moBu 3bepiranna. 36epiratu B 3aXMWeHOMY Big cBiTAa micli Npu TeMnepaTypi He Buue 25 °C.
KomeHTapi:

*Ha nigcraei nepioguuHoro KoHTponio. [poTe MU NigTEEpIMKYEMO BiANOBIAHICTL AaHOI cepil Bumoram H

3anBa npo cepridikayio:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLia € gocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOUK
YNaKoBKy/MapKyBaHHA) Ta MpOBeAeHWii KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosigHocTi go sumor GMP,
BCTAHOBMEHUX MICLIEBUM PErynATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneungikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaXKeHHA

¥YnoeHoeaxeHa ocoba - HauansHuk eigginy BCtaBM NanTyx O.M. 28.10.2024

BupobHnua finbHULA:
YKPAIHA, 04080 m. Knie-80, Byn.Kupwuniscbka, 74; JliueHsia Ha BupobHuuTBo AE N2 637430 Big 07.04.2015; GMP

051/2024/GMP Big 29.05.2024; GMP/EAEU/KZ/81-01-2024 Big 15.12.2023; G

UP/1-530-10/21-03/13 Big 28.10.2021

KoHTponb AKOCTi T2 BNAava f03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; CeigouTBo nNpo aTecTa

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000118170 Crop.2 32



OAPMAK

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

Ceprndikar axocri N® 040000118429

NinosiT®, kpanni HasanbHi no 10 mn y ¢nakoHi, no 1 ¢nakony B nauui
1M1 NMPENAPATY MICTUTb ORIl COCHW TMPCBKOT 35 M, Ol M'ATI 10 M, O1IT EBKANINTOBOI 5 MT, a-
TOKOMEPOSTY ALIETATY 15 MI, TUMONY 0,3 Mr

Homep cepii: 51124 KpaiHa oTpumyBau: YKpaiHa
KinbkicTe npogykuii: 21.519 Tuc.ynak. Ne PeecTp. NocBigueHHs: UA/6606/02/01
Hata supotunyTea: 11.2024 TepMiH aii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHani3s BUKOHaHu# no: MKA 13 no P NCUA/6606/02/01, 3miHn Big 22.06.2022 p.

HalimeHyBaHHA NOKa3HUKIB Bymoru AHJ{cneundixkanyii) PesynbTaTn BUnpobyBaHb

Onnc MNpo3opa Ge3bapeHa abo 3i 3nerka XKoBTyBaTUM

BifiTIHKOM MacnAHKUCTa pignHa 3 cneludiuHum

3anaxom Bignoeigae
laenTudikayin
Ofifl COCHW ripCbKoi, onin Ha xpomatorpami BUNpoGOBYBaHOMO PO3UNHY,
€BKaninToBa, oniA M'ATH, TUMON OfiepaHiil NpK KiNbKiCHOMY BM3HaYeHHi
KOMMOHEHTHOro cknagy edipHuX onii, yac
YTPUMYBAHHA OCHOBHWX NiKiB Ma€ cniBnagaT 3
JacoM YTPUMYBaHHA OCHOBHUX NiKiB Ha
Xpomarorpami po3uyuHy NopiBHAHHA {c) {+ 2%) Bignoeigae
a-Tokogepony auetar Ha xpomaTorpami BUNpo6GOBYBaHOMO PO3UNHY,
OfiepaHiil NpK KiNbKICHOMY BM3HaYeHHi
a-ToKodepony aLerTaTty, Yac YTPUMYBaHHA nika
a-ToKodepony aLeTaTy Mac cnienagaTi 3 Yacom
YTPUMYBaHHA Nika a-Tokopepony aueTaTy Ha
Xpomarorpami po3uyuHy nopieHAHHA (b} (+ 2%) Bignoeigae
lyctvHa Big 0,930 r/cm3 po 0,960 r/icm3 0,840 ricm3
Moka3HWK 3anomieHHA Bin A @‘nﬁﬁf&% 1,452
O6'em BMICTY YNakoBKK ?gjg\ﬁ(\)}ﬁdj?n B 4»{).; Bignoeigae
KucnoTtHe yucno inbwe 0,5 = 0,2
MNepekucHe yncno 2,6
Mikpo6ionoriuna uncroTa A
3aranbHe Yucno aepoBHUX \\\H; 100 KYO/mn
mikpoopradismie (TAMC) ad 0 {meHwe 10)
3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuitHaTHOCTI 10 KYO/Mn
nnicHasux rpubie (TYMC) 0 {meHwe 10)
Staphylococcus aureus BigcyTHicTe B 1 mn BigcyTHi
Pseudomonas aeruginosa BigcyTHicte B 1 mn BigcyTHi
Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000118429

Crop.1 32



OAPMAK

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /daxc (0444968542, Ten. (044} 485-26 57 (uinonoboso)

KinpKicHe BU3HaueHHA

a-niHeH Big 3,15 mr go 11,55 mr B 1 mn npenapaty 7,54 mrimn

LUWHeon He meHwe 3,7 mr B 1 Mn npenapaty 10,3 mrimn

MeHTOn Big 2,7 mr pgo 5,5 mr B 1 Mn npenaparty 3,2 mr/mn

T™MMONn Big 0,255 mr go 0,345 mr B 1 mn npenaparty 0,295 mrimn

a-Tokogepony auerar Big 13,5 mr go 16,5 mr e 1 mn npenapary 14,3 mrimn
Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
Tepmin npuaaTHoCTI: 2 poru Do 11.2026

¥mosu sbepiranna. 36epiratu B 3axMWeHOMY Big cBiTAa micli Npyu TeMnepaTypi He Buwe 25 °C.
KomexTapi:

3ansa npo cepradikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € gocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOYUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUUI B NOBHIi BignosighocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeni Ta BcTaHoBNEeHa BignosigHics GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaKeHHA

¥noeHoeaxena ocoba - HauansHuk eigginy BCtaBI NanTtyx I0.M. 13.11.2024

Bupobnnua finoHULA:
YKPAIHA, 04080 m. Knie-80, Byn.Kupwuniscbka, 74; JliueHsia Ha supobhuuteo AE N2 637430 Big 07.04.2015; GMP

051/2024/GMP Big 29.05.2024; GMP/EAEU/KZ/81-01-2024 gig 15.12.2023; GMPUZ-08:2023 Big 30.11.2023,;

et = \T:»:\
TOKY MEHTIB f,
’ \'=

530-10/24-06/02 Bip 02.09.2024

KoHTponb SIKOCTi T2 BMava JO3BONY Ha peanizay

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, Ne 390 eig 22.01.2019

Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000118429 Crop.2 32



o) AW

Ten. (044) 496-87-87, Ten./daxc (044) 239-18-38, Ten./daxc (044)49689-42, Ten. (044) 485-26-57 (vinoroboso

Ceptudikar skocri N2 040000118439

NiHoBiT®, Kpanni HasanbHi no 10 mn y dnakoi, no 1 ¢nakony B nauui
1MITTIPEMAPATY MICTUTb Ofif COCHM MIPCHKOT 35 Mr, OfIii MITW 10 M, ONIi EBKATITTOBOI 5 M, a-
TOKO®EPOJIY AUETATY 15 MT, TUMOJTY 0,3 Mr

Homep cepii: 61124 KpaiHa oTpumysau: Ykpaita
KinbKictb npogykui: 21.528 Tuc.ynax. Ne Peecrp. nocsigueHHs: UA/6606/02/01
DNata BupobHuuTBa: 11.2024 Tepmin aii peectp. nocsiguerHa:  HeoBMexeHu

AHani3 BUKOHaHWiA no: MKA N3 po P NeUA/6606/02/01, 3minu sig 22.06.2022 p.

HatimeHyBaHHA nokasHukis Bumoru AH[(cneyndikauyir) PesynbraTtu Bunpobysans

Onuc Mposopa 6esbapeHa abo 3i 3nerka XKOBTYBaTUM

BIATIHKOM MacnsHucTa piguHa 3 cneuundiyHmum

3anaxom Bignoeigae
laenTudikayin
0nliA COCHU ripcbKoi, onis Ha xpomarorpami BUNPOBOBYBAHOrO PO3UUHY,
eBKaninTosa, onis M'aTu, TUmon OAepXaHiit Mpu KinbKicCHOMY BU3HaYeHHi

KOMMOHEHTHOro cknagy edipHuX onin, vac

YTPUMyBaHHA OCHOBHUX Mikig Ma€e cnisnagatu 3

HaCoM yTpUMYBaHHA OCHOBHUX MiKiB Ha

XpomaTorpami posyuHy nopisHaAHHA (c) (£ 2%) Bignosigae
a-Tokodepony auerar Ha xpomatorpami Bunpo6osyeaHoro po3uunHy,

OAepKaHil NpW KiNbKICHOMY BU3HaYeHHi

a-Tokodeporny ayerary, yac YTPUMYBaHHA nika

a-ToKodepony aleTaty Mae cniBnagaTii 3 Yacom

YTPUMYBaHHA nika a-Tokodeposty aleTaTy Ha

Xpomarorpami posunHy nopisHaHHs (b) (+ 2%) Bignosinae
M'ycTuHa Bin 0,930 r/cm3 po 0,960 r/cm3 0,943 r/cm3
[TokasHuK 3anomneHHs Bia 1,440 pno 1,452 1,452
06'em BMicTY ynakosku He meHwe 10 mn Bignosigae
KucnotHe yucno He 6inbwe 0,5 0,2
[epekucHe uncno He 6inbuie 4,0 2,8
Mikpo6ionoriuna yucrora
3aranbHe YnCNo aepobHUX KpuTepin npuiHatHocri 100 KYO/mn
Mikpoopratizmis (TAMC) * *
3aranbHe YUCNO APIKIKOBUX Ta Kputepiit npuiHatiocti 10 KYO/mn
nnicHagux rpubis (TYMC) * *
Staphylococcus aureus * BiacyTHictb 8 1 mnt *
Pseudomonas aeruginosa * BigcyrHicTe B 1 mn *
Cepmugpikam nidnucaHo enexkmporHuM nidnucom ID 040000118439 Crop. 1 32




) IR

Ten. (044) 496-87-87, Ten./daxc (044) 239-19-38, Ten./daxc (044)49689-42, Ten. (044) 485-26-57 (uinono608o,

KinbkicHe BU3HA4Ye€HHA

a-niHex Bin 3,15 mr go 11,56 mr 8 1 mn npenapaty 7,59 mr/mn

umHeon He meHute 3,7 mr 8 1 mn npenaparty 10,4 mr/mn

MeHTON Big 2,7 mr po 5,5 mr 8 1 mn npenaparty 3,2 mrimn

TMMOnN Big 0,255 mr o 0,345 mr 8 1 ma npenapaty 0,295 mr/mn

a-Tokodepony auerar Big 13,5 mr go 16,5 mre 1 mn npenapary 14,4 mrimn
YnakoBKa Mae BignoeigaTu BUMOram Binnoeifae
MapKyBaHH#A Mae Bignosigatt BAMOTram Bignoeinae
Tepmin npugaTHoCcTi: 2 poku Do 11.2026

Ymosu 36epiranna: 36epiratii 8 3axulieHoMy Big cBiTNA MiCYi Npn Temnepatypi He Bue 25 °C.
KomeHTapi:

*Ha nigcTasi NepionHOro KOHTPOMO. Mpote My NiATBEPAXKYEMO BiLNOBIAHICTb AaHOT cepii sumoram HI

3ansa npo ceprudixauito:

Lium A 3aceipyylo, WO BULLeBKasaHa inpopmauis € AOCTOBIPHO | TOYHOIO. Uio cepito npoaykuil 6yno BupobneHo (BKkNtovawym
ynaxoexy/mapKyBaHHﬂ) Ta NpoBefeHnit KoHTponb i AKoCTi Ha HKUeBKa3aHilh AinbHUUi B nogHil signosigHocti go sumor GMP,
BCTAHOBAEHUX MICLIEBUM PEryNATOPHAM OpraHom, a TakoX Y BignosigHocT i3 cneyudikaliamu, aki 3HaXOAATLCA Y peectpaliniHomy
pocbe/Toprosoi niuewsii. Mpotokony BUPOBHNLTBA, NaKyBaHHA Ta aHanisis 6ynu nepesipexi Ta BCcTaHoBNEHA gignosigHicte GMP.

DozBoneHo po peanizauii / go sinsaHTaXeHHA

YnosHoBaxeHa ocoba - HauarnbHuk sigainy BCraBM NauTyx 0.M. 13.11.2024

Bupo6Huua AinbHUUAL
YKPAIHA, 04080 m. Kuis-80, Byn.Kupuniscbka, 74 Niuensis Ha supobHUUTBO AE N¢ 637430 sig 07.04.2015; GMP

051/2024/GMP sig 29.05.2024; GMP/EAEU/KZ/81-01-2024 sip 15.12.2023; GMPUZ-08:2023 eig 30.11.2023;
530-10/24-06/02 ip 02.09.2024

KonTponb AKOCTI Ta BUAaua A03BONY HA peanizauito:
VKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; CeigouTso Npo atectauito Ne 390 sig 22.01 2019

Cepmudpikam nidnUCAHO enekmpoHHUM nionucom ID 040000118439 Crop.2 32
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