OAPMAK

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

Ceprndikar axocri N 040000108044

Punazonin®, cnpen HasanbHuit 0,9 mr/mn, no 10 mn y dnaxoni, no 1 pnakony B nauyi
1MA PO3YUHY MICTUTb OKCMMETA3OIHY MAPOXIOPWUAY B MEPEPAXYBAHHI HA 100 % PEYOBUHY 0,5 MI

Homep cepii: 20523 KpaiHa oTpumyBau: YkpaiHa
KinbkicTb npogykuii: 81.440 Tuc.ynak. Ne PeecTp. NoCBigYeHHs: UA/7191/02/01
Hata supotunyTea: 05.2023 TepmiH fii peecTp. nocBigueHHa:  HeoGMexenwi

AHanis BUKOHaHM# no: MKA 113 no P NeUA/7191/02/01, 3miHn Big 20.06.2022 p.

HaiimeHyBaHHA NOKa3HUKIB Bumoru AH[{cneundixanyii) PesynbTaTn BUnpobyBaHb
Onuc MNpo3opa Ge3bapeHa abo 3nerka »oBTyBaTa pigvHa Bignoeipae
laenTudikayin
OKCMMETA30RiHY rigpoxnopug Ha xpomaTorpami BUNpoGOBYBaHOMO PO3UNHY,

OTpuMaHiin B po3gini "KinbkicHe BU3HaYeHHA",
Jac YTPUMYBaHHA Mika oKcumeTasoniHy
rigpoxniopuay Mae Cnisnagarti 3 Yacom
YTPUMYBaHHA NikKa OKCUMETa30niHY rigpoxnopuay

Ha Xpomarorpami po3uvMHy NOPIBHAHHA 3 TOUHICTIO

12 % Bignoeigae
OKCMMETA30RiHY rigpoxnopug flkicHa peakuina Bignoeigae
6eH3ankoHio xnopua Ha xpomatorpami BUNpo6GOBYBaHOMO PO3UNHY,

OTpUMaHii ¥ po3aini "beHzankoHilo xnopup”, yac

yTpuMyBaHHA nikie C12 i C14 6eH3ankoHiw

Xnopuay NoBUHEH CniBnafaT 3 Yacom YTPUMYBaHHA

nikie C12 i C14 6eH3ankoHilo xnopuay Ha

Xpomarorpami po34yuHy NOPIBHAHHA 3 TOMHICTIO + 2

% Bignoeigae
nponineHrnikonb Ha xpomatorpami BUNpoOOBYBaHOMO PO3UNHY,

OTpuMaHiin y po3aini "Tponinedrnikons”, yac

YTPUMYBaHHA Nika NponineHrnikonic mMae

CniBNaaaTy 3 Yacom YTpUMyBaHHA Nika

nponineHrnikono Ha XpomaTtorpami po3unHy

NOPIBHAHHA 3 TOUHICTIO * 2 % Bignoeigae
noeifoH Ha xpomatorpami BUNpoGOBYBaHOro PO3UMHY (Ha

NiHii cTapTy) Ma€ BUABMATUCA NMAAMa

CBITRO-KOPWYHEBOro KONbOPY Ha PiBHI MNAMK Ha

Xpomarorpami po3uyuHy NOPIBHAHHA (@) Takoro X

KONLOpY Bignoeigae
nonieTuneHrnikonb Ha xpomatorpami BUNpoOOBYBaHOMO PO3UNHY Mae

BWABNATUCA NNAMa CBiTHO—KOpIi'I'«I HEBOIo KONbOPY Ha

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000108044 c
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OAPMAK

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

piBHI NNAMK Ha XpomaTorpami po3uMHY NOPIBHAHHA

(b) Takoro x Konbopy Bignoeigae
dochaTu XapaktepHa peakuia (a) Bignosipae
MNpo3opicTb Mae 6yt nposopum Bignoeipae
KonbopoBicTb Mae 6yt GesbapeHum abo ioro 3aapBneHHA mae
6YTW He iHTeHCUBHIWMKMM 3a eTancH BY7 Bignoeigae
pH Big 5,50 6,5 5,8
CynpoBigHi gomiluxK
Jomilka A He 6inbwe 0,5 % (Ha MomeHT BUNYCKy). He
Binbwe 1,0 % 0,0 % (<MKB)
Oyab-AKa HecneungikoBaHa He 6inbwe 0,2 % (Ha MomMeHT BUNYCKY). He
JoMillKa Binbwe 1,0 % 0,0 %
CyMa JOMILIOK He 6inbwe 1,0 % (Ha MmomeHT BUNYCKY). He
Binbwe 2,0 % 0,0 %
O6'em BMICTY YNakoBKK He meHwe 10 mn Bignoeigae
beH3ankoHilo xnopug Big 0,18 mr go 0,22 wmr e 1 mn npenapaty 0,20 mrimn
MNponineHrnikons Big 9,25 mr go 10,75 mr B 1 Mmn npenapaty 9. 52 mrimn
Mikpo6ionoriuna uncroTa
3aranbHe yucno aepoBHUX Kputepiil npuidHATHOCTI 100 KYO/Mn
mikpoopraHismie (TAMC) * *
3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuilHaTHOCTI 10 KYO/Mn
nnicHABux rpubie (TYMC) * ¥
Pseudomonas aeruginosa * BigcyTHicTe B 1 mn ¥
Staphylococcus aureus * BigcyTHicte B 1 mn *
Kinbkiche BU3HaveHHA
OKCMMETA30RiHY rigpoxnopug Big 0,475 mr go 0,525 mr B 1 mn npenapaty (Ha
MOMeHT BUNYCKY). Big 0,45 mr go 0,55 mr 8 1 mn
npenapary 0,496 mr/mn
Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
Tepmin npnaaTHOCTI: 3 poru Do 05.2026

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

*Ha nigcraei nepioguuHoro KoHTpono. [poTe MU NigTEEpPIMKYEMO BiANOBIAHICTL AaHOI cepii Bumoram H

3anBa npo cepridikayin:

Lum A 2aceipguyio, WO BULeBKa3aHa iHdopMalia € gocToeipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOYUK
YNaKoBKy/MapKyBaHHA) Ta NpOBeAeHWi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil AinbHUU| B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHWX MICLIEBUM PErynATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000108044 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. 25.05.2023

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

Cepmucbixam nidnucano efeKmpoRHUM hidnucom iD 040000108044 Crop.3 33
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Ten. (044) 496-87-87, Ten./daxc (044) 239-19-38, Ten./pakc (044)49689-42, Ten. (044) 485-26-57 (uinopoboso

CepTtudikar akocri Ne 040000108869

Punasonin®, cnpeit Hasanbuuia 0,5 mr/mn, no 10 mn y ¢pnakoni, no 1 pnakoHy B nauui
1MJ1 PO3YUHY MICTUTb OKCUMETA3OIHY TPOXIOPWY B MEPEPAXYBAHHI HA 100 % PEYOBWHY 0,5 MI

Homep cepii: 30723 KpaiHa oTpumyBau: YKpaiHa

] o
KinbkicTb npoFyKuiT: 81.040 Tuc.ynak. Ne PeecTp. noceifueHHs: UA/7191/02/01
[lata Bupo6HuLTBa: 07.2023 TepMiH fiii peecTp. NocBifueHHs:  HeobMexeHnN

AHani3 BUKOHaHUiA No: MKS 113 go PN NeUA/7191/02/01, 3miHu Big 20.06.2022 p.

HalimeHyBaHHA NoOKa3HWKIB Bumoru AH[(cneuudikauii) PesynbraTn BUNpobyBaHb
Onuc Mpo3opa 6e36apBHa abo 3nerka »oBTyBaTa piavHa Bignosigae
lnenTudikauia
OKCMMeTasoniHy rigpoxnopua Ha xpomaTtorpami Bunpo6oByBaHOro po3uunHy,

. oTpUMaHin B po3gini "KinbkicHe BU3HaueHHA",
yac yTpPUMYBaHHA Mika OKCMMETa3osliHy
rigpoxnopuay Ma€ crisnagaTti 3 4acom
YTPMMYBaHHA Nika oKcMmeTa3osliHy rigpoxnopuay

Ha XpomaTorpami po3unHy NOPIBHAHHA 3 TOUHICTIO

+2 % Bignosinae
OKCUMeTa3oNiHy rigpoxnopua flkicHa peaKkuin Bipnosigae
6eH3anKo+iiro xnopwup Ha xpomatorpami BUNpobOByBaHOro PO3UMHY,

oTpvMaHin y posaini "BeHsankoHito xnopug", vac
yTpumyBaHHs nikie C12 i C14 6eH3ankoHito
Xnopuay NOBMHEH CniBnagaTtyi 3 YacoM YTPUMYBaHHA
nikie C12 i C14 6eH3ankoHito xnopuay Ha
XPOMaTorpami po3umHy NMoPIBHAHHA 3 TOYHICTIO * 2
% Bignosinae

nponineHrnikonb Ha xpomaTtorpami BUNpoboByBaHOro PO3UuHY,
oTpuMaHiit y po3gini "Mponinexrnikone", vac
YTPYMYBaHHA Mika NPOomnineHrnikono Mae
cniBnagaTtyt 3 Yacom YTpUMyBaHHSA: Nika
nponineHrnikonio Ha XxpomMaTorpami Po3ynHy
NOPIBHAHHA 3 TOYHICTIO £ 2 %

MoBifoH Ha xpomatorpami BunpoboByBaHOro po3unHy (Ha

NiHIT cTapTy) Ma€e BUABNATUCA NNama

CBIT/IO-KOPUYHEBOTO KONbORY Ha PiBHI NIAMKN Ha

! XpOMaTorpami po3umHy NopiBHAHHA (a) Takoro X
KoNnbopy Binnosigae
ronieTuneHrnikosb Ha xpomatorpami Bunpof6osysaHOro po3ymHy mMae

BUABNATUCA NNiAMa CBITIO-KOPUYHEBOIO KOJIbOPY Ha

Cepmucikam nidnucaHo enekKmpoHHUM nidnUcom ID 040000108869 Crop.1 33



¢MpMEE)

OAPMAK

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

PiBHI MNAMK Ha XpoMaTorpami PO3UnHY NOPIBHAHHA

(b) Takoro x Konbopy Bignogeinae
docdatn XapaktepHa peakuis (a) Bignoginae
Mpo3sopicTb Mae 6yTn nposopum Binnosinae
KonboposicTb Mae 6yt 6e36apBHUM abo oro 3abapsrieHHA Mae
ByTW He iHTeHCUBHIWMWM 3a eTanoH BY7 Binnoginae
pH Bin 5,5 po 6,5 5,9
CynpoBigHi gomilku
Jomiwka A He 6inbwe 0,5 % (Ha momeHT BUnycky). He
' Ginbwe 1,0 % 0,0 %
Oynb-sika HecreyndikosaHa He 6inbwe 0,2 % (Ha MomeHT Bunycky). He
JIoMillKa 6inbwe 1,0 % 0,1 %
Ccyma LOMILIOK He 6inbwe 1,0 % (Ha momeHT Bunycky). H
6inbwe 2,0 % 0,1 %
06'em BMICTY ynakoBKu He meHwe 10 mn Bignosigae
BeHsankoHilo xnopua Big 0,18 mr go 0,22 mr B 1 mn npenapary 0,19 mr/mn
l'IponineHrnh%onb Bin 9,25 mr no 10,75 mr B 1 mn npenapaty 9,86 mr/mn
Mikpo6ionoriuHa uncrora
3aranbHe 4ncno aepobHKX Kputepii npuiinatHocti 100 KYO/mn
MikpoopraHismis (TAMC) * *
3aranbHe YNCNO APIXKOPKOBUX Ta Kputepin npuitHatHocTi 10 KYO/Mn
nnicHaBux rpubis (TYMC) * *
Pseudomonas aeruginosa * BigcyTtHicTe B 1 mMn *
Staphylococcus aureus * BigcyTtHicTb B 1 mMn *
KinbkicHe Bu3HaueHHA
OKCMMEeTa3o/liHy rigpoxnopug Big 0,475 mr go 0,525 mr 8 1 mn npenaparty (Ha
MOMEHT BuNycky). Big 0,45 mr go 0,55 mre 1 mn
npenapaty 0,501 mr/mn
YnakoBka Mae Bignosigat BuMoram
MapKyBaHHA Mae Bignosigati Bumoram

TepMmiH npupaTHocTi:

3 pokun

YmoBn 36epiraHHa:  3Gepirati B 3axviLeHOMY Bij CBiTNa Micui npn Temnepartypi He suuje 25 °C.

]

KomeH'rapl !

3anBa npo ceptudikauito:

\%}g\ * \/} paiy b
Lium s 3aceiguyio, WO BULIEeBKasaHa iHGopMauia € JocToBipHOW i TouHol. Lo cepito npopykuii 6yno B‘WBEGmHo”meoqaloqm
YMaKoBKy/MapKyBaHHsA) Ta MPOBEAEHUIN KOHTPOJb 1i AKOCTI Ha HPKYeBKasaHii AinbHUUi B MOBHIN BignosigHocTi o Bumor GMP,
BCTAHOBJIEHVX MICLIEBVM PEryNATOPHMM OPraHoM, a TakoX Y BignoBigHocTi i3 cneuyundikaviamm, sk 3HaXopaATbCA y peecTpauiiHomy
nocbe/Toproeoi niuersii. MpoTokonu BMPo6HMLTBA, NaKyBaHHA Ta aHasisiB 6ynu nepesipeHi Ta BCTaHoBNEeHa BignosiaHicte GMP.

Cepmucpikam nionucaHo esekmpoHHUM nidnucom ID 040000108869
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Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./bakc (044)49689-42, Ten. (044) 485-26-57 (inogo6oBo)

Nlo3BosnieHo Ao peanisauii / 4o BiABaHTaXKeHHA

YnosHoBa<eHa ocoba — lMposigHui iHxeHep BCtaBIl AHppycnk M.M. 13.07.2023

Bupo6Huua ginbHULA:
YKPAIHA, 04080 m. Knis-80, Byn.Kupuniscbka, 74; NliueHsia Ha Bupo6HuuTeo AE Ne 637430 sig 07.04.2015;

Ceptudikat GMP Ne 039/2022/GMP Bin 25.08.2022; GMP/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 Bin
28.10.2021
KoHTponb aKocTi Ta BUpava f03Bony Ha peanisauiio:

YKPAIHA, 04080 m. Kuig-80, Byn.Kupuniscbka, 74; Ceigourso npo arecrauiio Ne 390 sig 22.01.2019
|
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