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Ten. (044) 495-87-87, Ten Jhaxc (044) 239-18-38, Ten./paxc (044)49689-42, Ten, (044) 485-26-57 {yinogaboso)

Ceprudikar axkocri N¢ 040000092075

®apmazoniu®, kpanni vasanbHi 0,1 % no 10 mn Yy $nakoni, no 1 ¢pnakony y nauui
TMIT PO3YMHY MICTUTD KCUSIOMETA3OMHY MPOXIOPUZY Y MEPEPAXYBAHHI HA 100 % PEYOBUHY 1 Mr

Homep cepii: 230421 KpaiHa oTpumysay: YKpaiHa
Kinexicte npogykuii: B7.771 Tuc.ynak. N° Peectp. noceifuenHs; UA/1880/01/02
Hata supo6Huyrsa: 04.2021 Tepmin Aif peectp. noceiguenna:  HeoBMexeHuR

AHania BUKOHaKuiA no: MK# 113 no P NeUA/1880/01/02, 3mitm eig 25.08.2020 D.

HaiimeHyBauHa nokaskukis Bumoru AHfi{cneundikauii) Peaynstatu Bunpobyeans
Onuc MNpo3sopa Ge3tapeHa piguHa Bipnoginae
laenTudikayis
KCunomeTasoniny rigpoxnopug AricHa peaxyia Bignoeigae

KCUNOMETa3041iH

copbit

GeH3ankoHio xiopug

aAvHaTpilo egeraT
xnopuam
Mpo3zopicrb
Koneoposicte
pH

Kcunomerazeniny powmiwka A

B sme /937
L of Y //7

Ha xpomatorpami sunpobosyearoro po3ymHy,

ofiepxaHii 8 posgini "KinbkicHe BU3HAYEHHR",

Hac YTprmyBaHHA Miky KCunomeTasoniny

rigpoxnopuay mac cnisnagatii 3 Yacom

YTRPUMYBaHHA NiKY KCunomeTtasoniny rigpoxnopugy

Ha Xpomatorpami posyuHy NopiBHAHHS 3 TouHicTio

+2 % Bignosigae
Ha xpomatorpami sunpo6osysanoro pOo3uuHy Mae

BUABAATUCA NNAMa Binoro Konbopy Ha cuHbomy

doHi Ha pieHi niaMu Takoro x KONbOpY Ha

XpOMaTorpami pO3UUHY NOPIBHRHHA Bignoeigae
Ha xpomatorpami ernpoGorysaHoro PO3UMHY,

oflepxaniit B posgini "Kinbkicxe BU3HaYEHHA",

Hacn yTpuMyBaHHA nikis komnoHewTie C12 i C14

GeH3ankoHilo xmopuay mawTh cniBnagaT 3 yacamm

YTpYMyBaHHA nikie komnoxenTtis C12 i C14

DeH3anKoHilo Xnopuay Ha Xxpomartorpami pozynHy

MIOPIBHAHHA 3 TouHicTiIo + 2 % Bianoeigae
AxicHa peakuin ‘ Binnosigae
XapakTepHa peakuis (a)
Mae 6yTu npozopum
Mae 6yru 6ezbapsHm
Bin 5,6 no 6,6
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Ha xpomatorpami sunpobosysaroro posun

OCHOBHOT MAAMY, [JOMNYCKAETLCA HaABHICTb
AOA3TKOBOT NnAMK, pO3MIlLIEHO Ha pisHi nNAMKA Ha

Xpomarorpami posumHy nopiBHAHHR (b), axka He
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Tern (044) 486-87-87, Tenfarc (044} 239-19.38, Ten fpaxc (044)49889-42, Ten. (044) 485.26.57 {uloncsosa)

nepeswullye I 33 poamipom ra iHTeHCUBHICTIO

3abapenetna (He Ginbuwe 3%)

Bignosingae
O6'em BMicTY ynakosky He meHwe 10 mn Bianosigae
Mikpo6ionoriuna uncrora
3aransHe uncno aepobHux KpuTepiit npuituaTocri 100 KYO/mn
miKpooprakiamis (TAMC) * v
3aranbHe ylicno APPKIKOBUX Ta Kputepiit npuiitathoct 10 KYO/mn
nnicHABWX rpubis (TYMC) * L4
Staphylococcus aureys * BigcytHictb 8 1 mn $
Pseudomonas aeruginosa * BigcyTHicts 8 1 mn *
KinbkicHe BU3HAYeHHsA
KCunomeTasonidy rigpoxnopug Bin 0,90 mr a0 1,10 mr s 1 MN fipenapary 1,01 mr/mn
Bensankonlio Xnopwig Big 0,080 mr 5o 0,110 mr & 1 mn Npenaparty 0,098 mr/mn
Yrakoska Mae signosigatin eumoram Bianosinae
MapkysaHHa Mae signosigat sumoram Binnosigae
TepmiH npuaathHoct: 3 poku o 04.2024

YmoBu 36epirannn: 36epiraTit & opuridansHij ynakosL|i npu Temnepatypi He suie 25 °C,

Komenrapi:

3anBa npo cepTudikadiv:

Lvm s 3aceiguyio, wo BhliesKasaHa iHdopMaLlis ¢ AOCTOBIpHOW | ToYHOMW, Lo cep@ﬁ@ygzﬁg@no BupobneHo (Bkmouaoum
ynaKkoeky/mapkyeanHs) ta MPOBEAEHWI KOHTPOND i 8KOCT! Ha HUMXYeBKa3aHi gi’j?gﬁqui 'E—Hoéﬁiﬁ,gik@osimocri RO Bimor GMP,
‘ . ) D PN I

BCTAHOBNEHIX MiCLIeBUM perynaTopHum OpraHom, a Takox y BignosigHocTi iz cn lagiKaviamu, gs?uék@;)?}) ATbCA y peecTpaliiiHomy
Rocbe/Toprosoi niyensii, MpoTokonu BupoGHULTES, nakyBaHHA Ta aHanisis Gyn 16peki n(iagf,_lgﬁ’rﬁﬁc){a'g a BignoeigHicts GMP,

MG <

ol Qudlitied Rageon £ jE
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fo3soneno po peanisauii / no sigBantaxenns . \ /£
YnosHoBaxeHa ocoba - HauanbHik sianiny BCraBIl Nanryx H0.M. $ 558 i?/,%;p/ p7 23.04.2021
NG 4 U‘)'\Iyr"
Bupo6Huua ainbhuus: 7 ‘bi;%(::‘hj’:;.;w’

YKPATHA, 04080 m. Knie-80, Byn. Knpuniscoka, 74 Niyensia Ha BupobuMLTEG AE Ne 637430 eig 07.04.2015:
Ceprudikar GMP Ne 072/2019/GMP ein 10.10.2019

Kontponsb saxocri 1a BUAaya nozBony Ha peanizauiio:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscexa, 74; Ceigouteo npo atectauio N° 390 sig 22.01.2019
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CDapm@

OAPMAK

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

Ceprundikar axocri N 040000108231

Qapmazonin®, kpanni Hazanbhi 0,1 % no 10 mn y dnaxoni, no 1 pnakoHy y nauui
1M1 PO3YMHY MICTUTb KCUNOMETA3OMIHY MAPOXNOPWAY ¥ NEPEPAXYBAHHI HA 100 % PEYOBMHY 1 MM

Homep cepii: 290523 KpaiHa oTpumyBay: YkpaiHa
KinbkicTe npogykuii: 67.824 Tnc.ynak. Ne PeecTp. NoCBigYeHHs: UA/880/01/02
Hata eupotHnuTea: 05.2023 TepMiH aii peecTp. noceigueHHn:  HeofMexeHnid

AHanis BUKOHaHu# no: MKA 13 no P N2UA/1880/01/02, 3minn Big 13.04.2021 p.

HaiimeHyBaHHA NOKa3HUKIB

Bumoru AH[{cneundixanyii)

PesynbTaTn BUnpo6yBaHb

Onunc
laenTudikayin
KCUNOMEeTa3oniHy rigpoxnopua

KCUNOMEeTa3oniHy rigpoxnopua

6eH3ankoHio xnopua

MNpo3opicTb
KonbopoBicTb
pH

KcunometazoniHy gomiwka A

O6'em BMICTY YNakoBKK
Mikpo6ionoriuna uncrora

3aranbHe Yucno aepoBHUX

MNpo3opa GelbapeHa piguHa

flkicHa peakuina

Ha xpomatorpami BUNpoOOBYBAaHOMO PO3UNHY,
ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHS.
KcunomeTtasoniHy rigpoxnopua”, Yac yTpUMYyBaHHA
NiKy KCMNOMETA30RIHY rigpoxnopuay Mac
CniBN3Aiati 3 Yacom YTPUMYBaHHA Niky
KCUNMOMETa30MiHY rigpoxnopuay Ha xpomartorpami
PO3UMHY NOPIBHAHHA 3 TOUHiCTIO 2 %

Ha xpomatorpami BUNpo6GOBYBaHOMO PO3UNHY,
ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHA.
bBeH3ankoHilo xnopua®, Yacu yTpUMyBaHHA Nikie
KomnoHeHTiB C12 | C14 GeH3ankoHio xnopugy
MaloTh CMiBNagaTh 3 YacaMu YTPUMYBaHHA Mikis
KomnoHeHTiB C12 | C14 GeH3ankoHio xnopugy Ha
Xpomartorpami po3uyuHy NOPIBHAHHA 3 TOMHICTIO + 2
%

Mae 6yt npo3opum

Mae 6yt GesbapeHum

Big 5,6 po 6,6

Ha xpomatorpami BUNpoGOBYBaHOro PO3UMHY, KpiM
OCHOBHOI NNAMM, JONYCKAETHCA HAABHICTD
AOAATKOBOI NNAMW, PO3MilLieHOT Ha piBHI NNAMK Ha
Xpomarorpami po3vyuHy nNopieHAHHA (b}, AKa He
nepeeuLLye il 32 Po3MipomM Ta iHTEHCUBHICTIO
3abapeneHHA (He Ginbwe 3%)

He meHwwe 10 mn

Kputepiil npuidHATHOCTI 100 KYO/Mn

Bignoeigae

Bignoeigae

Bignoeigae

Bignoeigae
Bignoeigae
Bignoeigae
6,2

Bignoeigae

Bignoeigae

Cepmudbixam nidnucano efeKmpoHHUM niBnucom

iD 040000108231

Crop.1 32



OAPMAK

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

mikpoopraHismie (TAMC) * *

3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuilHaTHOCTI 10 KYO/Mn

nnicHABux rpubie (TYMC) * *
Staphylococcus aureus * BigcyTHicte B 1 Mn %
Pseudomonas aeruginosa * BigcyTHicTe B 1 mn *

KinbkicHe BU3HauYeHHA

KCUNOMEeTa3oniHy rigpoxnopua Big 0,90 mr go 1,10 mr e 1 mn npenapaty 1,00 mrimn

6eH3ankoHio xnopua Big 0,090 mr go 0,110 mr B 1 mn npenapaty 0,103 mr/mn
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTtu Bumoram Bignoeigae
Tepmin npnaaTHoCTI: 3 poru Do 05.2026

¥moBu 3bepiranna. 36epiraTu B opuriHanbHiil ynakosui npu Temnepatypi He Buwe 25 °C.
KomeHTapi:

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

3anBa npo cepridikayio:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAIOUK
YNaKoBKy/MapKyBaHHA) Ta NpOBeAeHWIi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUUi B NOBHIi BignosigHocTi go sumor GMP,
BCTAHOBMEHWX MICLIEBUM PeryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aoche/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepesipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaXKeHHA

YnoeHoeaxeHa ocofa — [poBigHWiA iHxeHep BCTaBll AHApYcuK MM, 06.06.2023

BupobHnua finbHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscobka, 74; JliueHsia Ha BupoBHuuTBo AE N° 637430 Bip 07.04.2015;

Cepmudikat GMP Ne 039/2022/GMP eif 25.08.2022; GMP/EAEU/BY/0045-2021 Big 25.02.2021

KoHTponb AKOCTi T2 BNAava 03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CBigoyTeo npo atecTaujio N2 320 Big 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000108231 Crop.2 32
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Homep cepil:
Kinekicrs npoayxuit:
fata supobHuTaa:

AHania BuKkoHaHui no:

Ten, (044} 496-87-87, Ten faxc (044) 238-18-38, Ten barc (044)49685-42 Ten. (044) 485-25-67 (ulnapobosa)

Ceprudikar axocri Ne 040000092797

®apmasonin®, kpanni Hasanoui 0,1 % no 10 mn y dnakoni, no 1 pnakony y navui
1MJ1 PO3YMHY MICTUTb KCUNOMETASOMIHY TPOXOPVAY Y NEPEPAXYBAHHI HA 100 % PEYOBMHY 1 MT

300521 Kpaiva otpumysay: Ykpaiha
68.040 Tuc.ynak. N2 Pecctp. nocsipueHHs: UA/1880/01/02
065.2021 . Tepmin pii peectp. nocaiguenHs:  HeofmexeHui

MES J13 po PT1 NeUA/1880/01/02, aminm sig 13.04.2021 p.:

HaifimeHYBaHHA NOKazHNKIB Bumorn AHG{cneuyudikauli) PaaynbTaty sunpobysanb
Onwc Nposopa 6e36apéﬁa pignHa | Binnosigae
laenTudiania
KCUNOMETA30NIHY rigpeXIopug fikicHa peaxkyin ' Bignosigae

KCWNOMeTa3CniH

Genzankorie xnopug

- ]
Ha xpomatorpami BUNpo6oByBaHOro pO3UUHY,

ofepxaHitt B po3pini "KinbKicke Bu3HaueHHA",

yac 'yTpnmyBaHHn niKy KcunomeTa3onivy
ri,upbxnopm,qy mae CniEnagaThi 3 Yacom
yrpﬁmysanun niky KcmnoMeTazoniHy rippoxnopuay
Ha xypomarorpami hoaqMHy NopiBHAKHA 3 Tc_NHicm
12 % Blgnosinae
Ha #pomaworpami BUNPOGOBYBaHOTO POIUUHY,
ofepxaHin B po3gini "KinbkicHe BU3HaYeHHR",
4acu yTpuMyBaHHAa nikis komnoHentie C12 i C14
6eH3ankoHIic XNOPMUAY MAOTE CRIBRAJATI 3 YACAMK
yTpMMyBaHHs nikis kamnoxenxTis £12 1 C14

BeH3anKoHIK XNopMay Ha XpOMaTorpami PasyMHY

MOPIBHAHHA 3 TouHiCTD £ 2 % Bignosigae
flpozopicTs Mag Byti nposopum ‘ Bignoeinae
Konsoposictb Mae Bytw 6e3bapeHm . Bignogipae
pH Bin 5.6 no 6,6 : ) 6,2
Keunomerasoniny gomilka A Ha xpomatorpaml sBunpo6osysaHoro PO34MHY, KpiM

OGCHOBHO! NAAMM, SONYCKAETBCA HARBHICTD - 7 mﬁ

AORATKOBO! MNIAMMA, POSMILLEHOT HA PiBHI MAAMN ¢ .Or;,:f;--”'_ o

XPOMATOTpami po3unry NopisHsHHA (D), AKa H i'/qfff;"f?’w'

nepesuuyye if 3a poamipowm Ta iuTencusuictio | | | YR | :1‘,1”‘ |

3abapenetha (He Hinbie 3%) \\ \ TS 2 Biangki
06'eM BMICTY YNakoBxu He merwe 10 mn \}Q_‘\\,\:J_,B'ﬁﬂo o

MikpoGionoriuna wncrorta Nl R |
3aranbHe YMCNC aepobHMX Kputepiit npuiiHaTHocTi 100 KYO/mn
mikpoopranismis (TAMC) 0 {He BuABNEHOD)

Crop.1 32
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GAPMAK

Ten. (044) 496-87-87, Ten/banc (04d) 230-18-38, Tensbarc (D44)43889-42, Ten, (044) 4B5-26-57 (uinonobonn)

I

3araneHe YMCnD ApKAMOBUX Ta Kpurepii npwﬁﬂmnbcﬂ 10 KYOfmn
nnicHasmnx rpubis (TYMC) ‘ 0 (He BuABREHO)
Staphylococeus aureus BlacyTHictb 8 1 mn BigcytHi
Pssudomonas aeruginosa BincyTiicTe B 1 Mn N BincyThi
KinekicHe BM3HaueHHA ‘ : i
KCunomeTasoniHy rigpoxnoping Big 0,90 mr go 1,10 mr e 1 mn npenapary 1,Q0 mrimn
Genzanxoniia xnopug Bln 0,090 mr po 0,110 mr 8 1 Mn npenapaTyl‘ 0,101 mr/mn
Ynakoaxa Mae signosinatn sumaram Bignosigae
Mapryaanrn Mae slgnoaigatv sumoram Bignosigae
TepMiH npuaaTHocT: ‘ 3 poun : _ Ho 05.2024

Ymosu sbepiranma:  36eplratv B opuriHansHiil ynakosyi npu Temrepatypl He Bue 25 °C.

KomenTapl:

3asBa npo cepTudikanbo:

Uum a sacsiguylo, 4o BuieBkasana indopmauia € gocrosipHole | Tounow. Uio ceplio npoayxuli 6yno BupobneHo (BKIUaOUM
ynakoBKy/MapKyBaHHA) Ta NPOBEAGHWN KOHTPONL If AKOCTI HA HWKYEBKazaHIl ANbHULI B noBHIKA BignosigHocTi fo suMor GMP,
BCTAHOBNEHWK MICUEBWMM PErYAATOPHIMM OPTAHOM, & TAKOX ¥ BignosigHocTi 13 cneumbi 2 mlgﬂf,z}g : XOAﬂTbCﬂ y peectpayiiHomy
AsceeiToprosol niyexail. NpoTokonu BUpoSHWLTRA, NAaKkYBaHHA Ta aHanizis Gynu r7; i

BAozscneno no peaniaayii | 4o siasantaKennn

YnosroBameHa ocoba - HauaneHuk sigainy BCtaBn 31.05.2021

BupobHuva ginbHnLR:

YKPATHA, 04080 m. Kuis-80, ryn. Kupuniecbka, 74; Niyerain Ha BUpOGHWLTRO AE N0‘63743 : ﬁﬁ}:%201 5

P

Ceptudikat GMP Ne 072/2019/GMP eig 10. 10,2019; GMP/EAEU/BY/0045-2021 i 25 02 2021

KoHtpone axocri Ta srpava goasony Ma peanizayio:

YKPATHA, 04080 m. Kuis-80, yn, Kupuniscnka, 74; Calgoutzo npo artecrauin Ne 390 sig 22.01.2019

Crop.2 32
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Ten. (044) 436-87-87, Ten./bakc (044) 238-19-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 (yinonoboeo)

Ceptudikar akocri N 040000093836

®apmaszonin®, kpanni Hazanbhi 0,1 % no 10 mn y dnaxoHi, no 1 ¢pnakony y nauyi
1MJ1 PO3UMHY MICTUTb KCUNOMETA3ONNIHY MAPOXOPUAY Y MEPEPAXYBAHHI HA 100 % PEHOBUHY 1 M

Homep cepii: 320721 Kpaina otpumysau: YxkpaiHa

KinbkicTs npoaykuii: 67.176 Tuc.ynak. N2 PeecTp. nocsigyeHHa: UA/1880/01/02

Hara supobHuuTea; 07.2021 TepmiH ail peecTp. nocsiguenHa:  HeobBmexeHun

AHanis BuKoHaHWiA no: MKA 113 go PN NeUA/1880/01/02, 3minum Big 13.04.2021 p.

HalimenyBauna nokasHukis Bumorn AHA(cneuudirauii) Pesynbratu Bunpo6ysaHb
Onwuc MNpo3opa He3bapeHa piguHa Bianosigae

lnenTndikayia
~  KCUNOMETa3oNiHy rigpoxnopug, flkicHa peaxuis Bignosigae
KCunomeTtasonid Ha xpomatorpami Bunpo6osysaHoro posumny,
oaepxaHin B po3pini "KinbkicHe Bu3HaueHHs",
4ac yTPUMYBaHHA MKy KCUNOMETa3oNiHy
rigpoxnopuay Mae cnisnagaTtv 3 4yacom
YTPUMYBaHHA MiKy KCUNOMeTa3oniHy rigpoxnopugy
Ha XpoOMaTorpami posunHy NOPiBHAHHA 3 TOUHICTIO
+2 % Bignosinae
BeHsankonito xnopup, Ha xpomarorpami sunpo6osysaHoro posuuHy,
ofepxaHii 8 pospini "KinbkicHe BU3HauUeHHA",
yacK yTpUMYBaHHA Nikie komnoHeHTtis C12 i C14
BeH3anKoHil0 XNopWAY MaloTb CMIBNaAaTh 3 Yacamu

YTPUMYBaHHsA nikis komnoHeHTis C12 i C14

— 6eH3ankoHilo x10puay Ha XpoMaTorpami posynHy

NOPIBHAHHA 3 TOYHICTIO = 2 % Bignosigae
Mpo3sopictb Mae 6yT1 nposopum Bignogipae
KonboposicTs Mae 6yTn 6ez6apBHIIM Bianosinae
pH Bin 5,6 no 6,6 8,2
Keunometasonidy fomiwka A Ha xpomartorpami Bunpo6osysaHoro PO3UnNHY, Kpim

OCHOBHOI NAAMK, JOMYCKAETHCA HAABHICTL

AOAATKOBOI NNAMY, PO3MILLEHOT Ha PIBHI NASMU Ha
XpomaTtorpami po3uuHy nopisHaHHs (b), aka H
nepesuLUyE ii 32 PO3MIPOM Ta IHTEHCUBHICTIO
3a6apenerHs (He Ginbwe 3%)

06'em BMICTY ynakoBku - He meHwe 10 mn

Mikpo6ionoriysa uncrora

3aranbHe uncno aepobHux Kpwtepiin npurHaTtHocti 100 KYO/mn

mikpoopranismie (TAMC) * *




ol RN

Ten. (044) 496-87-87, Ten./baxc (044) 239-18-38, Ten./daxc (044)49889-42, Ten. {044) 485-26-57 (ulnoaoboso)

JaranbHe YnCNo ApDKOKOBUX Ta Kputepin npunnaTtHocti 10 KYO/Mn

nnicHaBux rpubis (TYMC) * *
Staphylococcus aureus * BincytHicTo B 1 M1 *
Pseudomonas aeruginosa * BigcyTHicTb 8 1 mn %

KinbkicHe BU3HaueHHA

KCWMNOMETA30NIHY rigpoxnopung Bia 0,90 mr go 1,10 mr 8 1 mn npenapary 0,96 mr/mn

HeH3ankoHil xnopna Bin 0,090 mr go 0,110 mr 8 1 mn npenapary 0,100 mr/mn
YnakoBka Mae signoeigat BmMoram Bignosipae
MapkysaHHa Mae signosigat snmoram Bianosigae
TepMmin npupaTHoCTi: 3 pokn o 07.2024

Ymoeu 36epirauHa:  36epiratit B opuriHansHii ynakosui npu Temnepatypi He eue 25 °C.

KomenTapi:

*Ha nigcrasi nepioguuHoro KoHTponio. MpoTe My NIATBEPAXKYEMO BiANOBIAHICTb AaHOT cepii Bumoram HJ
3anBa npo ceprudikayiio:

Uum A sacsinuyio, Wo BuujeBKasaHa iHdopmaLia € AocTOBipHOK | TouHolo. Lilo cepilo npoaykyii 6yno BUpoBneHo (BKNOYa0YN
ynaKoBKy/MapKyBaHHA) Ta NPOBEfeHUI KOHTPONDb 1i AKOCTI Ha HWXKUEBKa3aHin AinbHNL amﬁanm gmnosmﬁocn ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryNATOPHUM OPraHoM, a TakoX y BignosigHocTi i3 cneuucbngqa »nm*aHa§g§\1bcn y peectpauifiHomy

AOCbelTOpFOBOl )'IIU,EHBII npOTOKoﬂM BMPO6HMMTBa NakyBaHHA Ta aHanisis 6yﬂ|/1 rlep lp; 1 Ta BCTaHOBnQﬂg\alAﬂosl,ﬂHlCTb GMP.
101 ’{O a)K(?m.

Do3soneHo po peanizauii / fo BigBaHTAXKEHHA

YnosHoBameHa ocoba - HauanbHuk Bigainy BCtaBn Nantyx H0.M. 15.07.2021

anpoﬁumqa n,inbunu.n.

Ceptndikat GMP Ne 072/2019/GMP sin 10.10.2019; GMP/EAEU/BY/0045-2021 Big 25.02.2021

KonTtponb sikoctl Ta 8upada fo3BoNy Ha peanizayito:
YKPATHA, 04080 m. Knie-80, syn. Kupuniscbka, 74; Caigoutso npo atectauito Ne 390 sip 22.01.2019




CDapm@

OAPMAK

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

Ceprundikar axocri N 040000108752

Qapmazonin®, kpanni Hazanbhi 0,1 % no 10 mn y dnaxoni, no 1 pnakoHy y nauui
1M1 PO3YMHY MICTUTb KCUNOMETA3OMIHY MAPOXNOPWAY ¥ NEPEPAXYBAHHI HA 100 % PEYOBMHY 1 MM

Homep cepii: 320723 KpaiHa oTpumyBay: YkpaiHa
KinbkicTe npogykuii: 67.544 Tuc.ynak. Ne PeecTp. NoCBigYeHHs: UA/880/01/02
Hata eupotHnuTea: 07.2023 TepMiH aii peecTp. noceigueHHn:  HeofMexeHnid

AHanis BUKOHaHu# no: MKA 13 no P N2UA/1880/01/02, 3minn Big 13.04.2021 p.

HaiimeHyBaHHA NOKa3HUKIB

Bumoru AH[{cneundixanyii)

PesynbTaTn BUnpo6yBaHb

Onunc
laenTudikayin
KCUNOMEeTa3oniHy rigpoxnopua

KCUNOMEeTa3oniHy rigpoxnopua

6eH3ankoHio xnopua

MNpo3opicTb
KonbopoBicTb
pH

KcunometazoniHy gomiwka A

O6'em BMICTY YNakoBKK
Mikpo6ionoriuna uncrora

3aranbHe Yucno aepoBHUX

MNpo3opa GelbapeHa piguHa

flkicHa peakuina

Ha xpomatorpami BUNpoOOBYBAaHOMO PO3UNHY,
ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHS.
KcunomeTtasoniHy rigpoxnopua”, Yac yTpUMYyBaHHA
NiKy KCMNOMETA30RIHY rigpoxnopuay Mac
CniBN3Aiati 3 Yacom YTPUMYBaHHA Niky
KCUNMOMETa30MiHY rigpoxnopuay Ha xpomartorpami
PO3UMHY NOPIBHAHHA 3 TOUHiCTIO 2 %

Ha xpomatorpami BUNpo6GOBYBaHOMO PO3UNHY,
ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHA.
bBeH3ankoHilo xnopua®, Yacu yTpUMyBaHHA Nikie
KomnoHeHTiB C12 | C14 GeH3ankoHio xnopugy
MaloTh CMiBNagaTh 3 YacaMu YTPUMYBaHHA Mikis
KomnoHeHTiB C12 | C14 GeH3ankoHio xnopugy Ha
Xpomartorpami po3uyuHy NOPIBHAHHA 3 TOMHICTIO + 2
%

Mae 6yt npo3opum

Mae 6yt GesbapeHum

Big 5,6 po 6,6

Ha xpomatorpami BUNpoGOBYBaHOro PO3UMHY, KpiM
OCHOBHOI NNAMM, JONYCKAETHCA HAABHICTD
AOAATKOBOI NNAMW, PO3MilLieHOT Ha piBHI NNAMK Ha
Xpomarorpami po3vyuHy nNopieHAHHA (b}, AKa He
nepeeuLLye il 32 Po3MipomM Ta iHTEHCUBHICTIO
3abapeneHHA (He Ginbwe 3%)

He meHwwe 10 mn

Kputepiil npuidHATHOCTI 100 KYO/Mn

Bignoeigae

Bignoeigae

Bignoeigae

Bignoeigae
Bignoeigae
Bignoeigae
6,2

Bignoeigae

Bignoeigae

Cepmudbixam nidnucano efeKmpoHHUM niBnucom

D 040000108752

Crop.1 32



OAPMAK

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

mikpoopraHismie (TAMC) * *

3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuilHaTHOCTI 10 KYO/Mn

nnicHABux rpubie (TYMC) * *
Staphylococcus aureus * BigcyTHicte B 1 Mn %
Pseudomonas aeruginosa * BigcyTHicTe B 1 mn *

KinbkicHe BU3HauYeHHA

KCUNOMEeTa3oniHy rigpoxnopua Big 0,90 mr go 1,10 mr e 1 mn npenapaty 0,99 mrimn

6eH3ankoHio xnopua Big 0,090 mr go 0,110 mr B 1 mn npenapaty 0,105 mr/mn
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTtu Bumoram Bignoeigae
Tepmin npnaaTHoCTI: 3 poru Do 07.2026

¥moBu 3bepiranna. 36epiraTu B opuriHanbHiil ynakosui npu Temnepatypi He Buwe 25 °C.
KomeHTapi:

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

3anBa npo cepridikayio:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAIOUK
YNaKoBKy/MapKyBaHHA) Ta NpOBeAeHWIi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUUi B NOBHIi BignosigHocTi go sumor GMP,
BCTAHOBMEHWX MICLIEBUM PeryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aoche/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepesipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaXKeHHA

YnoeHoeaxeHa ocofa — [poBigHWiA iHxeHep BCTaBll AHApYcuK MM, 06.07.2023

BupobHnua finbHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscobka, 74; JliueHsia Ha BupoBHuuTBo AE N° 637430 Bip 07.04.2015;

Cepmudikat GMP Ne 039/2022/GMP eif 25.08.2022; GMP/EAEU/BY/0045-2021 Big 25.02.2021

KoHTponb AKOCTi T2 BNAava 03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CBigoyTeo npo atecTaujio N2 320 Big 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000108752 Crop.2 32



CDapm@

OAPMAK

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

Ceprundikar axocri N® 040000108779

Qapmazonin®, kpanni Hasanbhi 0,1 % no 10 mn y dnaxoni, no 1 pnakoHy y nauui
1M1 PO3YMHY MICTUTb KCUNOMETA3OMIHY MAPOXNOPWAY ¥ NEPEPAXYBAHHI HA 100 % PEYOBMHY 1 MI

Homep cepii: 340723 KpaiHa oTpumyBay: YkpaiHa
KinbkicTe npogykuii: 67.668 Tnc.ynak. Ne PeecTp. NoCBigYeHHs: UA/M880/01/02
Hata enpobHnuTea: 07.2023 TepMiH aii peecTp. noceigueHHn:  HeofMexeHnid

AHanis BUKOHaHu# no: MKA 13 no P N2UA/1880/01/02, 3miHn Big 13.04.2021 p.

HalimeHyBaHHA NOKa3HUKIB

Bumoru AH[{cneundixanyii)

PesynbTaTn BUNpo6yBaHb

Onunc
laenTudikayin
KCUNoMeTa3oniHy rigpoxnopua

KCUNoMeTa3oniHy rigpoxnopua

fGeH3ankoHio xnopua

MNpo3opicTb
KonbopogicTb
pH

KcunometazoniHy gomiwka A

O6'em BMICTY YNakoBKK
Mikpo6ionoriuna uncrora

3aranbHe Yucno aepoBHUX

MNpo3opa GelbapeHa piguHa

flkicHa peakuina

Ha xpomatorpami BUNpo6GOBYBaHOMO PO3UNHY,
ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHS.
KcunomeTtasoniHy rigpoxnopua”, Yac yTpuMyBaHHA
NiKy KCMNOMETA30RIHY rigpoxnopuay Mac
CniBN3Aati 3 Yacom YTPUMYBaHHA Niky
KCUNOMETa30MiHY rigpoxnopuay Ha xpomaTtorpami
PO3UMHY NOPIBHAHHA 3 TOUHiCTIO +2 %

Ha xpomatorpami BUNpoGOBYBaHOMO PO3UNHY,
ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHS.
BeH3ankoHilo xnopua®, Yacu yTpUMyBaHHA Nikie
KomnoHeHTiB C12 i C14 GeH3ankoHio xnopugy
MaloTh CMiBNagaTh 3 YacaMu YTPUMYBaHHA Mikis
KomnoHeHTiB C12 | C14 GeH3ankoHio xnopugy Ha
Xpomartorpami po3vyuHy NOPIBHAHHA 3 TOMHICTIO + 2
%

Mae 6yt nposopum

Mae 6yt GesbapeHum

Big 5,6 po 6,6

Ha xpomatorpami BUNpoGOBYBaHOrO PO3UMHY, KpiM
OCHOBHOI NNAMM, JONYCKAETHCA HAABHICTD
AOAATKOBOI NNAMK, PO3MilLieHOT Ha piBHI NNAMK Ha
Xpomarorpami po3uyuHy nopieHAHHA (b}, AKa He
nepeeuLLye il 32 Po3Mipom Ta iHTEHCUBHICTIO
3abapeneHHA (He Ginble 3%)

He meHwwe 10 mn

Kputepiil npuidHATHOCTI 100 KYO/Mn

Bignoeigae

Bignoeigae

Bignoeigae

Bignoeigae
Bignoeigae
Bignoeigae
6,2

Bignoeigae

Bignoeigae

Cepmudbixam nidnucano efeKmpoHHUM niBnucom

D 040000108779

Crop.1 32



OAPMAK

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

mikpoopraHismie (TAMC) * %

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 BU3HaYeHHA

KCUNoMeTa3oniHy rigpoxnopua Big 0,90 mr go 1,10 mr e 1 mn npenapaty 0,99 mrimn

6eH3ankoHio xnopua Big 0,090 mr go 0,110 mr B 1 mn npenapaty 0,102 mr/mn
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTti Bumoram Bignoeigae
Tepmin npnaaTHOCTI: 3 poru Do 07.2026

¥moBu 3bepiranna. 36epiraTu B opuriHanbHiil ynakosui npu Temnepatypi He Buwe 25 °C.
KomeHTapi:

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

3anBa npo cepridikayio:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil AinbHUUi B NOBHIi BignosigHocTi go sumor GMP,
BCTAHOBMEHWX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHoCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLifHOMY
Aocke/Toprosol niueHsii. MpoTokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepesipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaXKeHHA

YnoeHoeaxeHa ocofa — [poBigHWiA iHxeHep BCTaBll AHApYcuK MM, 10.07.2023

Bupo6Hnua finbHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; JliueHsia Ha BupoBHuuTBo AE N° 637430 Bip 07.04.2015;

Cepmudikat GMP Ne 039/2022/GMP eif 25.08.2022; GMP/EAEU/BY/0045-2021 Big 25.02.2021

KoHTponb AKOCTi T2 BNAaYa 03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CBigouTeo npo atecTauiio N2 320 Big 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000108779 Crop.2 32



&
mapm®

DAPMAK

L

Tos, (4] SIE-ATHE, Tonshant (3663 E3D0TE, Tensday MBI, Ter. [046) 4D5 2057 Lnatndons]

Ceprudikar axocri N¢ 040000100982

Gapmazonin®, kpanni uasaneni 0,1 % no 10 mn y dnaxoui, no 1 dnaxkofiy y nauui
AR POBMUAHY MICTATS KCMIOMETAZONIHY TIRPOXIORUAY ¥ NEPEPAXYBAMHI HA 100 5 PENORISA ¢ MIF

Homep caph 3s0B22 Fpaig orprsysad YRpAiHa
Kismricys rpoayaus B7,512 Tueynas. W PRecp, nOCERYEHE UA/1ERONINZ
Lava supobsuigrea (45,2022 Topmin il peecTp, FOSEIAeRINT  HECRMESL A

Ananis gredoHaHUR 00] MKS 113 go PR NMUAMTBB0/01/02, sminm sig 13.04,2021 p.

Hafmenyanns noxkasvigin

Buwsorw AHA(cneundirayii)

FeaynprdT aunpolbypaie

Onwc
inenrudikayin
KCMNOMETAZONIHY FPpORAODAI

KEMNOMETA30NIMY TAPOXNOPAA

Henzanronio Knepmi

flposopicrs
KonuopopicTs
Ik

Kewnometasoiinyg gomiurg A

Qg praicTy yoaroBRrM
MikpoGionoriuxa yncrora

JaranuHe Yacns aepnlnmx

Nposopa Sesbapsia pines

Axichin peakiin

Ha xpomarorpani sunpoboBysaHalo POIURHY,
o pekani & poaain "Rinukicne puanauenmn,
Keunoperasonidy ripoxnopin”, Bac yIpumysani
7Ry ROUNOMETISONINY ClapOXNOPALY M€
CHTBNAANTIE 3 MBCOM YTPIMYBARAA NikY

KEWAOMETA ORI TAPOKIOPUAY Mil XDOMATON DM
POIUMAY NOPIBHAKKHA 3 TouHicny 22 %

Ha xpomatarpaml snnpofosysantre pOswitHy,
anepwailit o posaind "RinskiCHe praNINeRKA,
Bonsankorho xnopun”, vack yrpuvysanns nlkis
komnoHenyis C12 1 014 Sensankonio xnopiay
MEOTY CHEBNBIATE 3 Yacamy yrpumy e nikln
somnonentie C12 1 014 Geszankonio xnopiany na
KPOMATOrPAMI POIAMHY NODIBHAHHA 3 TOUHICTIO & 2
%

Maze Byt npozopum

Mae Gy Gesbapanym

Bin 6.6 no 6.6

Ma xposarorpanmi ennpotosyBanore posusly, ki
OCHDBHOT NNARK, AONYCREETHA HARBHILTE
DORATRONOT AR, POIMILOROT HA Piail nnama Ha
xpomaTorpami poauwHy nopisianug (b, Axa e
Fepesulye I 33 posMinos T8 IHTEHCHBHICTI)
sabapunenws (e Ginbwe 39%)

Bignokigac

Bignouinae

Binnogsinac

Bianngsag
Brnnopiaae

Bignosiiae

6,2

He penwe 10 mn

Kpwtepia npuitirroctt 100 KYOhan




et
(‘bapm@

' DAPMAK

e, 5] AUDRAY, Do St (H00) BRAGAR, Trs gune {DLEISARDAT, Ton, (483 A8530-57 Sutrantorns)

sixpoopranizsie (TAMCY* *
Jaranehe useno APIKEMOLAK 1A Kpwrepin npwivantioest 10 KYOimn
nrfumax rpubin (TYMC)* '
Staphylococcus auraus * Bincyndcre g 1 an :
Pssudomonas agruginosa * Bipcyrkicrs & 1 sn *

Kinbxlone sussavenun

I

HCUNOMETAILITINY TIpURaop), Bin 0,90 sr po 1,10 e 8 1 v npenapary 1,02 teinen
BENIANKOHIG XROPIA Bin 0,080 sr po 0,110 mr 8 1 mn npenapaty 0,100) sriven
YHannma Mae rigreonlaam nasioram Blanofigas
HABpRYDAHHA Mag pinnopigam mesoran Blancpinee
Teprain DPUAATHOCTE 3 pgkm Mo 08“502‘3
Yraonw sGaplearoan  dopirate b opirisans i yansia opn TONPRPATYI v e 26 0,
Komaenraph:

“Ha nincrasi nepiognunoro xontponio. Nipore mu niatsepmryemo sinosinpicrs pandi cepii sumoran Hil

3anna ripo copridinaiiio:

Litw B 3ac0ifuyio, 1o oROLBKAIAHA IMGOPMALIA € A0CTORIPHOW | TOuHOW, Lo Cepiv nPOAYRUT Byo supofnens (nKmosaK o3
ono ausor GRIP,
ELIpaLieiGny
noceclroprosol niuensii. Npororonn supobingrea, naxysaes 18 auyanize Gynu nepen ’;p Hi 7& chn@&rep laxm,unc»rn;gwcu, GRP.

YAAKOBRYMAPKYBAINA] 18 NPOBEAGHAR KOHTPONL 1 AKOLT] A HVKUEDKAIANIA AlbHMY & ?wanlﬂ pigposinof
BCTAHDERENIN MICLEBUM DECYNATORHYI OPranas, & TaKoK y signosignoct iz caeundivagiam 3namgmm

o

fosnoneno fgo peanizayli / go nippanramennn

23 o
Y
% H

ype

Ynosrosaxena ocola - Havansuuk siaginy BCragn Hanryx IO.M. 13.06.2022
Bupoabniaus plrbsayn: : ‘
YEPATHA, 04080 m, Kuin-80, oy, Kupsnlucura, 74; Nigenaln va supobruyres AL NG 63\7 3ﬁ al& QF, Qii 4035:
Ceprudikar GMP N0 072/2018/GMP ain 10.10.2018; GMPIEAEUBY/O045.2021 sin 25.02, 20.41
Konrpune Aol a psasa goarony wa peanizain:
YRPAIHA, 04080 1. Kuli-80, nyn, Kupuniscuka, 74; Colgouroo npo arecrayio N9 390 sig 22,01,2019
Crop, 72




CDapm@

OAPMAK

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

Ceptundikar axocri N2 040000109803

Qapmazonin®, kpanni Hazanbhi 0,1 % no 10 mn y dnaxoni, no 1 pnakoHy y nauui
1M1 PO3YMHY MICTUTb KCUNOMETA3OMIHY MAPOXNOPWAY ¥ NEPEPAXYBAHHI HA 100 % PEYOBMHY 1 MM

Homep cepii: 470923 KpaiHa oTpumyBay: YkpaiHa
KinbkicTe npogykuii: 67.670 Tnc.ynak. Ne PeecTp. NoCBigYeHHs: UA/880/01/02
Hata eupotHnuTea: 09.2023 TepMiH aii peecTp. noceigueHHn:  HeofMexeHnid

AHanis BUKOHaHu# no: MKA 13 no P N2UA/1880/01/02, 3minn Big 13.04.2021 p.

HaiimeHyBaHHA NOKa3HUKIB

Bumoru AH[{cneundixanyii)

PesynbTaTn BUnpo6yBaHb

Onunc
laenTudikayin
KCUNOMEeTa3oniHy rigpoxnopua

KCUNOMEeTa3oniHy rigpoxnopua

6eH3ankoHio xnopua

MNpo3opicTb
KonbopoBicTb
pH

KcunometazoniHy gomiwka A

O6'em BMICTY YNakoBKK
Mikpo6ionoriuna uncrora

3aranbHe Yucno aepoBHUX

MNpo3opa GelbapeHa piguHa

flkicHa peakuina

Ha xpomatorpami BUNpoOOBYBAaHOMO PO3UNHY,
ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHS.
KcunomeTtasoniHy rigpoxnopua”, Yac yTpUMYyBaHHA
NiKy KCMNOMETA30RIHY rigpoxnopuay Mac
CniBN3Aiati 3 Yacom YTPUMYBaHHA Niky
KCUNMOMETa30MiHY rigpoxnopuay Ha xpomartorpami
PO3UMHY NOPIBHAHHA 3 TOUHiCTIO 2 %

Ha xpomatorpami BUNpo6GOBYBaHOMO PO3UNHY,
ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHA.
bBeH3ankoHilo xnopua®, Yacu yTpUMyBaHHA Nikie
KoMnoHeHTiB C12 i C14 6exzan

o

MalTb cniBnanaTu Y-S
/s
3
o

[z

KomMnoHeHTis C1

Big 5,6 po 6,6

Ha xpomatorpami BUNpoGOBYBaHOro PO3UMHY, KpiM
OCHOBHOI NNAMM, JONYCKAETHCA HAABHICTD
AOAATKOBOI NNAMW, PO3MilLieHOT Ha piBHI NNAMK Ha
Xpomarorpami po3vyuHy nNopieHAHHA (b}, AKa He
nepeeuLLye il 32 Po3MipomM Ta iHTEHCUBHICTIO
3abapeneHHA (He Ginbwe 3%)

He meHwwe 10 mn

Kputepiil npuidHATHOCTI 100 KYO/Mn

Bignoeigae

Bignoeigae

Bignoeigae

Bignoeigae
Bignoeigae
Bignoeigae
6,2

Bignoeigae

Bignoeigae

Cepmudbixam nidnucano efeKmpoHHUM niBnucom

D 040000109803

Crop.1 32



OAPMAK

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

mikpoopraHismie (TAMC) * *

3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuilHaTHOCTI 10 KYO/Mn

nnicHABux rpubie (TYMC) * *
Staphylococcus aureus * BigcyTHicte B 1 Mn %
Pseudomonas aeruginosa * BigcyTHicTe B 1 mn *

KinbkicHe BU3HauYeHHA

KCUNOMEeTa3oniHy rigpoxnopua Big 0,90 mr go 1,10 mr e 1 mn npenapaty 1,01 mrimn

6eH3ankoHio xnopua Big 0,090 mr go 0,110 mr B 1 mn npenapaty 0,028 mr/mn
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTtu Bumoram Bignoeigae
Tepmin npnaaTHoCTI: 3 poru Do 09.2026

¥moBu 3bepiranna. 36epiraTu B opuriHanbHiil ynakosui npu Temnepatypi He Buwe 25 °C.
KomeHTapi:

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

3anBa npo cepridikayio:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAIOUK
YNaKoBKy/MapKyBaHHA) Ta NpOBeAeHWIi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUUi B NOBHIi BignosigHocTi go sumor GMP,
BCTAHOBMEHWX MICLIEBUM PeryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aoche/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepesipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaXKeHHA

¥YnoeHoeaxeHa ocoba - HauansHuk eigginy BCtaBM NanTyx FO.M. 15.08.2023

BupobHnua finbHULA:

e e &\
0 ; ; ; 2 s KA KT 1%@‘
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniecbka, 74; JliyeHsia Ha BMpoBHUL A&{Nﬂ?\%‘?iéb Bif O
CepTtudikar GMP Ne 039/2022/GMP eig 25.08.2022; GMP/EAEU/BY/00

KoHTponb AKOCTi T2 BNAava 03BOAY Ha peanisayin:

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000109803 Crop.2 32
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OAPMAK

Ten, (044) 296-87-87, Ten fdaxe (044)238-19-26, Tenfaxc (044}40669-42, Ten, (044) 46526-57 {ubnopoborn)

Ceptudikar akocri N¢ 040000110052

1

®apmazoniu®, kpanni Hasanbhi 0,1 % no 10 mn y pnakowi, no 1 ¢naxony_yﬁ nayui

1M PO3UKRY MICTITD KCUNOMETASONIHY MAPOXIOPUAY ¥ MEPEPAXYBAHHI HJA 100 % PEHOBMH? 1Mr

Homep cepii 520923 Kpaiha orpumysau: YKpaiua i
KinbkicTs npoayxuii: 67.415 Tuc.ynak. N2 Peectp. nocaiguenHn: UA/1880/01/02
Hara supobruyrea; 09.2023 TepmiH gil peecTp. noceiquenHn:  HEoBMexKeHMil

AHanis BukoHaHuA no;

MKA N3 po PI NeUA/1880/01/02, aminu sig 13.04.2021 p.

“En

Ha@menysania nokaznukia

Bumoru AH/(¢cneyudikayi) Peay/isTaTh BunpoGynakb

Cnnc
lnenTudikauia
Kcunomerasoniny rigpoxnopug
KcunomerasoniHy rigpoxnopug

BeHzanxoHio xnopua

Mpo3zopictb
Konsboposiets

O6'em emlcTy yrakosku
Mikpo6Gionoriuua unerora

3aranbHe Yucno aepobHux

MNpo3sopa GeabapeHa piguHa Bianosinae

AkicHa peakuin Bianoginae

Ha xpomatorpaml sunpobosysaHoro posuuHy,
oaepxaHin B posainl "KinsKicHe snuaHayenHa,
KcnnomerasoniHy rigpoxnopua”, yac yrpumysaHHs
niky Kevnomerasoniny rigpoxnopuny mae
cniBnapaaTi 3 Yacom yTpumyBaHHA niky
KCUNOMeTasoniHy rigpoxnopuay Ha xpomarorpami :
PO3YMHY NOpIBHAHHA 3 TOYHICTIO 22 % Bip,né@inae
Ha xpomatorpami eunpoBoaysaHoro posuuhy, it
opepxaHlit 8 posgini "KinbxlcHe BuaHauyeHHA.
BeHsankonlio xnopup", yacu yTpumysaHHa nikis
KomnoHeHtis C12 i C14 6eHzankono Xnopuay
MaoTh CIBNZAATA 3 Yacamu YTpUMYBaHHA Nikis
KkomnoHentie C12 i C14 Genzankoniio xnopuay Ha
Xpomatorpami posuuHy nopieHAHHA 3 TouHicTIo £ 2 |
% Bi,qnté_;f_lqae
Mae 6yt nposopum Binnc;i;l,qae
Mae byTn GesbapsHum
Bin 5,6 no 6,6 8,2

Ha xpomatorpami BUNpoGoBYBaHOro PosUKHY, KpiM

Bigno_g;mae

OCHOBHOT MNAMK, AONYCKEETLCA HAABHICTL
AOAATKOBOI NNAMK, POMILLEHOT Ha PIBHI fAAMY Ha
Xpomartorpami po3urHy noplsHAHHA (b). fiKa He :
nepesuLye ii 3a pO3MIPoOM Ta iHTEHCVBHICTIO

3abapaneHhn (He 6inbe 3%) Binno_:s___:inae
He menwe 10 mn _Bu:;ncfja'mae

Kputeplii npuiHartHocti 100 KYO/mn

Cepmuchikam nidnucarHo enexkmpoHHUM Nidnucom

ID Q40000110052 Crop.1 32




dap M@

DAPMAK

Ten, (044) 496-87-87, Ten/paxc (044) 239-18-38, Ten Spaxe (0444 068942, Ten. (044) 485-26-57 (ulnogobosa)

mikpoopraniamie (TAMC) *
3aransHe uMeno AphrmKoBUX Ta Kpurepit npuitHaTtHocti 10 KYO/mn
nnicHasux rpubie (TYMC) *
Staphylococcus aureus * BigcyTHicte 8 1 mn
Pseudomonas aeruginosa * BiacyTHicTb B 1 Mn

KinbkicHe BM3HaueHHs

[

1,0‘]-_'Mr,"m

KCHNOMEBTa30MIHY rifpoxiopua Big 0,90 mr go 1,10 mr 8 1 mn npenapary

6GeHzankoHio xnopua Big 0,090 mr ncIO,‘l 10 mr 8 1 Mn npenapaty 0,103 mr/mn **
YnakoBska Mae signosiparu Bumoram Bint'lqalnae
MapKyBaHHA Mae Bignosigatii BuMoram Bi,qﬁésmae
Tepmin npupatHocT: 3 poky Do 09.2026
Ymosu s6epiraHun;  36epiratyt B opuritankHii ynakosui npy TeMneparypi He suwe 25 °C, ;
Komenrapi:
*Ha nigcrasi nepiognyHoro KoHTponio, MpoTe Mu NiaTBEPAXYEMO pignoeigHicTs gadoi cepl] suMoram HI

3ansa npo ceprudixayito:

Lum A sacsiguylo, Wo BuleskasaHa Indopmallis € pocTosipHolo | TouHow. Lo cepiio. n
YMaKoBKy/MapKyBaHHA) Ta NpoBeaeHuit KoHTPonb ii AKOCT] Ha HpKUeBKa3aHin AlnbHULI
BCTAHOBNEHUX MICLEBUM PErYNATOPHUM OPraHoM, a TakoxX Yy Blanosi

3 i

boayKuii 6yno amp_bﬁneno (Brniouatoun
noeHiit signoalaHocti ao sumor GMP,

aHoctl i3 cneuwdikaliamu, Ak IHAXORATECA Y peecTpaLliiHomy

i

pocse/toprosol nlusHsii, Nporoxonu BupoGHULTEA, NaKkyBaHHs Ta aHanisis Gynn nepesipeHi Ta BcraHoBneHa gignosignicts GMP.

[oasoneHo ao peanizaull/ fo BigsaHTaXKeHHA

YrnosHosaxeHa ocoba ~ HauansHuk signiny BCraBr Nautyx 10.M.

26.09.2023

BupoBHuua pgineruua:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscoka, 74; Jliuensin Ha supoGHuyTeo AE Ne 637

4
Ceprudixat GMP Ne 039/2022/GMP sia 25.08.2022; GMP/EAEU/BY/0045-2021 sia -25.;2.2021

Kontponb AkocTi Ta Bujava agoseony Ha peanizauio:
YKPATHA, 04080 m, Kuiz-80, syn, Kupuniscska, 74; Ceigourso npo arecraljit Ne 390 sia 2

0 ip 07.04.2015;

2.01.2019

Cepmuddikam [idNUCAHO enekmMpPoHHUM nidnucom

1D

040000110062 -

Crop.2. 372




CDapm@

OAPMAK

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

Ceptundikar axocri N2 040000110319

Qapmazonin®, kpanni Hazanbhi 0,1 % no 10 mn y dnaxoni, no 1 pnakoHy y nauui

1M PO3YKMHY MICTUTL KCUNOMETAZORIHY MAPOXACPWUAY ¥ NEPEPAXYBAHHI HA 100 % PEMOBWHY 1 MI

Homep cepii: 551023 KpaiHa oTpumyBay: YkpaiHa
KinbkicTe npogykuii: 67.692 Tnc.ynak. Ne PeecTp. NoCBigYeHHs: UA/880/01/02
Hata eupotHnuTea: 10.2023 TepMiH aii peecTp. noceigueHHn:  HeofMexeHnid

AHanis BUKOHaHu# no: MKA 13 no P N2UA/1880/01/02, 3minn Big 13.04.2021 p.

HaiimeHyBaHHA NOKa3HUKIB

Bumoru AH[{cneundixanyii)

PesynbTaTn BUnpo6yBaHb

Onunc
laenTudikayin
KCUNOMEeTa3oniHy rigpoxnopua

KCUNOMEeTa3oniHy rigpoxnopua

6eH3ankoHio xnopua

MNpo3opicTb
KonbopoBicTb
pH

KcunometazoniHy gomiwka A

O6'em BMICTY YNakoBKK
Mikpo6ionoriuna uncrora

3aranbHe Yucno aepoBHUX

MNpo3opa GelbapeHa piguHa

flkicHa peakuina

Ha xpomatorpami BUNpoOOBYBAaHOMO PO3UNHY,
ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHS.
KcunomeTtasoniHy rigpoxnopua”, Yac yTpUMYyBaHHA
NiKy KCMNOMETA30RIHY rigpoxnopuay Mac
CniBN3Aiati 3 Yacom YTPUMYBaHHA Niky
KCUNMOMETa30MiHY rigpoxnopuay Ha xpomartorpami
PO3UMHY NOPIBHAHHA 3 TOUHiCTIO 2 %

Ha xpomatorpami BUNpo6GOBYBaHOMO PO3UNHY,
ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHA.
bBeH3ankoHilo xnopua®, Yacu yTpUMyBaHHA Nikie
KomnoHeHTiB C12 | C14 GeH3ankoHio xnopugy

MaloTh CMiBNagaTh 3 YacaMu YTPUMYBaHHA Mikis

%
Mae 6yt npo3opum

JTHaue

~.

.. Oip

Mae 6yt GesbapeHum
Big 5,6 po 6,6

Ha xpomatorpami BUNpoGOBYBaHOT
OCHOBHOI NNAMM, JONYCKAETHCA HAABHICTD
AOAATKOBOI NNAMW, PO3MilLieHOT Ha piBHI NNAMK Ha
Xpomarorpami po3vyuHy nNopieHAHHA (b}, AKa He
nepeeuLLye il 32 Po3MipomM Ta iHTEHCUBHICTIO
3abapeneHHA (He Ginbwe 3%)

He meHwwe 10 mn

Kputepiil npuidHATHOCTI 100 KYO/Mn

Bignoeigae

Bignoeigae

Bignoeigae

Bignoeigae
Bignoeigae
Bignoeigae
6,2

Bignoeigae

Bignoeigae

Cepmudbixam nidnucano efeKmpoHHUM niBnucom

D 040000110319

Crop.1 32



OAPMAK

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

mikpoopraHismie (TAMC) * *

3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuilHaTHOCTI 10 KYO/Mn

nnicHABux rpubie (TYMC) * *
Staphylococcus aureus * BigcyTHicte B 1 Mn %
Pseudomonas aeruginosa * BigcyTHicTe B 1 mn *

KinbkicHe BU3HauYeHHA

KCUNOMEeTa3oniHy rigpoxnopua Big 0,90 mr go 1,10 mr e 1 mn npenapaty 0,98 mrimn

6eH3ankoHio xnopua Big 0,090 mr go 0,110 mr B 1 mn npenapaty 0,104 mr/mn
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTtu Bumoram Bignoeigae
Tepmin npnaaTHoCTI: 3 poru Do 10.2026

¥moBu 3bepiranna. 36epiraTu B opuriHanbHiil ynakosui npu Temnepatypi He Buwe 25 °C.
KomeHTapi:

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

3anBa npo cepridikayio:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAIOUK
YNaKoBKy/MapKyBaHHA) Ta NpOBeAeHWIi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUUi B NOBHIi BignosigHocTi go sumor GMP,
BCTAHOBMEHWX MICLIEBUM PeryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aoche/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepesipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaXKeHHA

¥YnoeHoeaxeHa ocoba - HauansHuk eigginy BCtaBM 09.10.2023

BupobHnua finbHULA:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; NiyeHsia Ha

Cepmudikat GMP Ne 039/2022/GMP eig 25.08.2022; GMP/EA

KoHTponb AKOCTi T2 BNAava 03BOAY Ha peanisayin:

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000110319 Crop.2 32
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Ten. (044) 496-87-87, Ten.fpaxc (044) 239-18-38, Ten./darc (044)49689-42, Ten. (044) 485.26-57 (uincpoboso)

Ceprudixar akocri Ne 040000104304

®apmaszonin®, kpanni HazanbHi 0.1 % no 10 mn y ¢nakoi, no 1 ¢$nakoHy y nauyi
TMIT PO3YMHY MICTITb KCUNOMETA3ONMHY NAPOXNOPUOY ¥ NEPEPAXYBAHHI HA 100 % PEYOBUWHY 1 MF

Homep cepir: 611022 ) KpaiHa oTpumysay; Y¥paiHa
KinbkicTe npogykuyir; 67.484 Tuc.ynak. N2 Peectp. noceiguennn: UA/1880/01/02
Aara eupobruuTea: 10.2022 Tepmin gil peectp. noceiguennn:  HeoBMexeHM

AHani3 sukoHaHui no: MKA N3 go PN NeUA/1 880/01/02, sminu 8ig 13.04.2021 p.

Haiimenyeanua nokaznukis Bumori AHA(cneundikavyii) Pesynbratu BunpoGyeaub

Onnc lTposopa Gez6apsHa piavHa Bignorigae
laenTudikayia

KCnnometasoniny rigpoxnopug HAkicHa peakuyjs Binnosigae
KeunomeTasoniny rigpoxnopug Ha xpomatarpami BUApOOGORYBAHOIO PO3UNHY,

ofepxaHin B posgini "KinbkicHe BU3HaYeHHA.

KcvmomerasoniHy rigpoxnopug”, vac VIDUMYBaHHA

MKy KcunomeTasoniny rinpoxnopuay mae

cniBnagaT 3 vacom YTPUMYBaHH# niky

KCUNMOMETa30MiHy fApoxnopuay Ha Xpomarorpami

PO3UMHY NOPIBHAHHA 3 TOUHICTIO £2 % Bigrorigae
BeHzankoHi xnopup, Ha xpomatorpami BANpoBoBsyBaHoro pPO3YMRy,

OAEPKaHIn 8 po3gini "KinbkicHe BUIHAYCHHS,

Bensankoriio xnopug", uacu YTPUMYBaHHSA nikis

KomnorenTis C12 | C14 6enzankoHino xnopugy

MarTe CNiBNagaT 3 yacamu YTRPVUMYBAHHA Mikig

KomnoHeHTis C12 1 C14 6enzankoHio Xnopuay Ha

XPOMaTorpamMi posqrMHy NopiBHAHHRA 3 TOYHICTIC £ 2

% Binnosigae
Mae 6yTi nposopum Bianosinae
Mae 6y Besbapsnmm Bignosigae
Bin 5,6 no 6,6 6,2

Ha xpomatorpami BUNPOOOBYBaHOrO PO3UMHY, Kpim
QCHOBHOI nnamum, AONYCKAETLCA HAABHICTE

AOAATKOBOT NAAMIA, po3MilLeHoT Ha piBHi Naamun Ha

XPOMATOrpami pozunHy nopisHarNA (b), aka ne

nepeBulye i 33 po3Mmipom Ta iHTeHCUBHICTIO

3abapenenna (He Ginbwe 3%) Bignoeinae
O6'em BMiCTY ynaxkoBkm He menwe 10 mn Binnosigae
Mikpo6ionoriyna uucrora
3aranbHe Yncno aepobHux Kpurepti npuitnatrocti 100 KYO/mn
Cepmugpixam nidnucano en;:*xmpOHHum nidntcom o 1D 040000104304 Crop. 1 392
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_— M

Ten. {044} 495-87-87, Ten hbarc (044) 230-19-38, Ten /gakc (044)49689-42, Ten. (044} 485-26-57 (uinogoBona)

MiKpooprarismie (TAMC) * =

3aransHe YUCno ApiIKOBIAX Ta Kpurepii npuinarhocri 10 KYO/mn

nnicHaBux rpusis (TYMC) * ' %
Staphylococcus aureus * BincyrHicts 8 1 mn *
Pseudomonas aeruginosa * BigcytHicts B 1 mn *

KinbkicHe BuzHavenHa

KCunomeTasoniny rigpoxnopup Bin 0,90 mr o 1,10 mr 8 1 mn npenapary 0,98 mr/mn
BeHsankoHio xnopug Bin 0,090 mr go 0,110 mr & 1 mn npenapary 0,103 mrimn
Ynakoeka Mae eianosigati sumoram Bignosigae
MapkyBaHHs Mae signosinati sumoram Bignosigae
Tepmin npuaaTHocri: 3 poku Ho 10.2025
Y¥moew 36epiranus: 3bepiraty & opuriHanbHin YNakoBUT Npu Temneparypi He Buwe 25 °C.
KomeHrapi:

*Ha nigcrasi nepiofuuHoOre KouTponio, MpoTe mu MATBEPIKYEMO BiANOBIAHICTL AaHoi cepif simoram HJ
3anABa npo cepTudikauiro:

HAozeoneno o peanizauli / no eigeantaxkenns

YnosHoBsaxeHa ocoba - HauanbHuk einpiny BCraBM Nantyx H0.M. 24.10.2022

BupoGHiua AinbHuyA:
YKPATHA, 04080 m. Knie-80, syn. Kupuniscoka, 74; Miuensia va BUPOGHUUTBO AE Ne 637430 8in 07.04.2015:
Ceptudikat GMP Ne 039/2022/GMP sip 25.08.2022; GMP/EAEU/BY/0045-2021 Big 25.02.2021

KenTponb akocri Ta BMAada fo3Bony Ha peanizalfie:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74 CeinouTeo npo atecrayiio Ne 390 Big 22.014

Cepmudhikam nidnucaro EeKMPOHHUM nidnucom 1D 040000104304 Crop.2 32




®APMAK

Ten. (044) 496-87-B7, Ten./darc (044) 239-19-38, Ten./darc (044)496893-42, Ten. (044) 485-28-57 (uinonoboso)

Ceptudikar akocri N° 040000104807

®apmazoniH®, kpanni HazanbHi 0,1 % no 10 mn y ¢pnakoHi, no 1 pnakony y nauuyi
1M1 PO3YMHY MICTUTb KCUITOMETA3OMIHY TAPOXIOPMAY ¥ NEPEPAXYBAHHI HA 100 % PEYOBMHY 1 Mr

Homep cepii: 681122 KpaiHa oTpumyBau: YkpaiHa
KinbKicTe npoaykuii: 67.916 Tuc.ynak. N® PeecTp. noceigueHHA: UA/1880/01/02
[Jata BupobHuUTBa: 11.2022 TepMmiH gii peecTp. noceigueHHa: HeobmexeHni

AHaniz BUKOHaHWi no: MKA N3 go PN NeUA/1880/01/02, amiHn Big 13.04.2021 p.

HaiimeHyBaHHA NOKa3HMKIB Bumorn AHA(cneundikauii) Pesynbratn sBunpobysaHb

Onuc Mpo3opa 6e3bapeHa pignHa Bignosigae
lgenTudikayin

KcunomeTtasoniHy rigpoxnopua fAkicHa peakuin Bignosigae
KCunomeTtasoniHy rigpoxnopug Ha xpomartorpami Bunpo6oByBaHOro pO3uuHY,

ofepxaHin B po3aini "KinbkicHe BU3Ha4YeHHs.

KcunomeTazoniHy rigpoxnopua”, yac yTpumMmyBaHHA

NiKy KCMNOMEeTa3oniHy rigpoxnopuay mae

cniBnagaTi 3 4Yacom YTPUMYBaHHA Niky

KCUNomMeTas3omiHy rigpoxnopuay Ha XxpomaTtorpami

PO34NHY NOPIBHAHHA 3 TOUHicTIO 2 Y% Bignosinae
6eH3ankoHio xnopug Ha xpomaTtorpami BunpoboByBaHOro posuuHy,

ogep*aHin B po3aini "KinbkicHe BU3HaYeHHA.

BeHzankoHilo xnopug", yacu yTpuMyBaHHA nikise

komnonenTie C12 i C14 6eHsankoHio xnopugy

MaloTb CMiBnagaTy 3 Yacammn yTpUMyBaHHA Nikis

komnoHeHTie C12 i C14 GeH3ankoHio xnopuay Ha

Xpomarorpami po34ynHy NOPIiBHAHHA 3 TOYHICTIO + 2

Yo Bignosigae
MNpozopictb Mae 6yt nposopum Bignoeigae
KonbopogicTb Mae 6yt 6e3bapBHUM Binpnoeinae
pH pi Bin 5,6 no 6,6 6,3

KennometasoliHy qomilik gl Ha xpomaTtorpami Bunpo6oByBaHOMO PO34MHY, Kpim

OCHOBHOI NNAMW, AONYCKAETLCA HAABHICTb

[OAATKOBOT MAAMW, PO3MILLIEHOT Ha PIBHI MAAMKU Ha /
XpomaTorpami po3umnHy nopiBHAHHA (b), AKa He
nepeBuLLYE il 32 PO3MIPOM Ta IHTEHCUBHICTIO
3abapsneHHa (He 6inble 3%)
O6'em BMICTY ynakoBku He meHwe 10 mn

Mikpobionoriuva uncrora

3aranbHe Yncno aepobHMx Kputepin npuirHatHocti 100 KYO/mn

Cepmugpikam nidnucaHo enekmpoHHUM nidnucom ID 040000104807 Crop: 1 a3



OAPMAK

Ten. (044) 496-87-B7, Ten./darc (044) 239-15-38, Ten./danc (044)49689-42, Ten. (044) 485-26-57 (uinonoboso)

mikpoopraismis (TAMC) *

3aranbHe 4NCNO APIXKAXKOBUX Ta KpuTtepin npuinHaTtHocTi 10 KYO/mn

nnicHasux rpubis (TYMC) * *
Staphylococcus aureus * BincyTHictb B 1 mn *
Pseudomonas aeruginosa * BigcyTHicTe B 1 mn kd

KinbkicHe BU3Ha4YeHHA

KCMNOMEeTazoniHy rigpoxnopua Big 0,90 mr go 1,10 mr 8 1 mn npenaparty 0,99 mr/mn

BeHsankoHio xnopua Big 0,090 mr go 0,110 mr 8 1 mn npenapaty 0,106 mr/mn
YnakoBka Mae eignoeigatn Bumoram Bignoeigae
MapkyBaHH#A Mae signosigatn BUMoram Bignosigae
TepmiH npugaTHOCTI: 3 poku Do 11.2025

Ymosn 36epiranHa;  36epiraty B opuriHanbHiin ynakosui npu Temnepatypi He suwe 25 °C.
KomeHTapi:

*Ha nigcraei nepioguyHoro KoHTponi. MNpoTte Mmu Nigreep4XyemMo BignoeigHicTe gaHoi cepil eumoram HI
3anBa npo ceptudikauito:

Lum a 3aceigyylo, wo suweskasaHa iHpopmauia € goctosipHowo i TouHolo. Lo cepilo npopykuii 6yno BupobneHo (Bkaouvaoun
YNaKOBKY/MapKyBaHHA) Ta NPOBEAEHMWIN KOHTPOMb i AKOCTI Ha HWKUYEBKa3aHiin AinbHWLI B NOBHIi BignoeigHocTi o Bumor GMP,
BCTAaHOBNEHUX MICLIEBUM PErynaTOPHUM OpraHom, a TakoxK y BigNosigHOCTI i3 cneundikauiamn, AKi 3HaXOAATLCA ¥ peecTpauinHomy
[Oocbe/ToproBoi niueHsii. MpoTtokonu BMpobHMLUTBA, NakyBaHHA Ta aHanizis 6ynu nepesipeHi Ta BcTaHoBneHa BianoeigHicte GMP.

JossoneHo go peanizauyii / 4o BigBaHTa)eHHA

YnoeHoBaxeHa ocoba - HauansHuk sigginy BCraBIl NanTyx 10.M. 22.11.2022

BupobHunua ginbHuuA:
YKPAIHA, 04080 m. Knie-80, Byn. Kupuniscbka, 74; JliueHsia Ha supobruureo AE Ne 637430 sig 07.04.2015;

Ceptudikat GMP N2 039/2022/GMP sip 25.08.2022; GMP/EAEU/BY/0045-2021 sip 25.02.2021

Cepmucpikam nidnucaHo efekmpoHHUM nidnucom ID 040000104807 Crop.2 33
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OAPMAK

L.

A

Ten. (044) 456-B7-87, TenJdane (044 229-19.385,

, Ten.fhaxe (044}40683-42, Ten. {044) 486-26-57 (ulopotiaac)

CepTudikar axocri Ne 040000090822

Dapmazonin®, kpanai nazanbei 0,1 % no 16 mn y ¢naxoni, no 1 ei;naxouy ¥ nauni

’ i Howmep cepii:

14T PO3HMHY MICTUTD KCUNOMET, AZONIHY NAPOXNOPUAY ¥ NEPEPAXYRAHHI HA 106 % PEYOBUHY 1 tT

70221 Kpriva otpumyeay; Yxpaina
e Kinskicte npogykyfi: 67.3982 Tuc.ynax. N2 Peecvp. noceiguetua: UA/1880/01/02
Aava sypabrviTea: 02.2021 Tepmin gif peecTp. nocsiguenta:  HeoSMemenuil

Ananiz BUKOMaHMIA No:

MES 113 no P NeUA/ 880/01/02, aminn sig 25.08.2020 p.

Halhmenyeanus nokazmmria

Bumorn AHA{crenndisan) Pesyrtramn emnpeBysans

Onnc
laemrndirania
KCnnomeTazonivy rigpoxinopng

KCUAOMETAZonIN

T

copbiT

Genzankouiio xnopua

ki
i -

SWHATHIG epeTaT
XROpUAY
Npozopicie
£t Konropoeicts
52 pH

Kevnometasaniny pomiks A

Mposopa Gezbapena pigmHa Bianoeigae

flkicHa peakuia Bianoeigae
Ha xpomarerpami BUNpOGORYEaHOMO po3uuHy,
ogepMadif B po3gini "Kinbkicne BUYSHAYEHHA",

Hac YTpUMYBAHHA NIKY KCUNOMETA30niHY
rigpoxnopupy Mae cisnagam 3 vacom
YTONMYBEHHA DKy KCuROMETAZONMY TiApoXRopugy
HA XpoMaTorpami pO3UMHY NopiBHaKKA 3 TouricTs
+2 %

Ha xpomatorpami BnnpobosyeaHorD PO3UMHY Mae

Bianosigae

BUABNATUCA AARMa Ginoro Konkopy Ha cuisomy
$oui Ha piesi hrAMK Takoro KORBORY Ha

XpOMaTorpami PO3UMHY ROPIRHAHHS

Binnoeigae

Ha xpomarorpami BURPOGORYRAHOMG PO3UMHY,
ofepxauilt B posgini "Kinkkicue BM3HaueHHA",
HACK TpuMyBaHHA Nikie KomnoneHTie C12 i C14
Benzankomio XACRVAY MAIOTh CRiEnagaT 3 Yacamu
YyipuMysarHa nikie komnonenTis C12 1 C14
BeHzankouio ANCPUBY Ha XPOMATOTDAMI POZIAHY
RORIBHAMHA 2 ToOuHICTIO £ 2 %

AxicHa pearuia

XapaktepHa peaxuia (a)

Mae 6y npozopym

Mae 6yTy: 6e36apetvm

Bin 5,6 no 6,6 : 6,2
Ha xpomatorpami BUNpoGoRyEaHOrO pozuuuy, Kpim

QCHOBHOT NAAMI, BONYCKAETLCS HagaHicTs

AOBATKOBCT NAAMY, posMilleHoT ya RisHI NAAMY Ha

XPOMATOTPaMi POZYAHY NOPIBHAHKA (), axa He
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DAPMAK
Ten, §044) 436-67-67, TenJdarc (044) 239-18.38, Ten/Gaxe {044}49689-42, Ten, (044) 4B5-26-57 (ubnenetionn)
: iﬁ F ' nepesnuye if 3a posmipom Ta inTencusHicTio .
{ [. H 3afapenerna (e Ginbue 3%) *+ Blanoeigae
06'em emicTy ynaxoexu He menwe 10 mn Bignosigze
MirpaGicroriuna uncrara
1 JaransHe YMcRo aepoBHu Kpuepii npuinatocti 100 KYO/wn
5”3 i i mikpoopranizmie (TAMC) * ¥
;g! Bararbue HNCNG ARHRAMOBIX Ta Kpurepiit npuiiuatoch 10 KYO/mn
i naickRemx rpnbis (TYMC) * *
Staphylococeous aureus * Bigeyrnlcte B 1 mn *
Pseudomonas aeruginosa * Bipeymicie g 1 mn *
i i Kmbm:ue BUEHANSHHA .
i !g {xeunemeTasonity rigpoxnopug, 8in 0,90 mr go 1,10 mr e 1 mA npenaparty 0,98 mrivn
; Bensanxkonio xnopug Big 0,090 mr a0 0,110 mr e 1 mn npenapaty 8,102 mrfmn
Ynakosua Mae sinnoeinaty sumMoram ' Bigniosipae
MapkyearHa Mae signosigam eumoram Bipnosigae
!.' i TepMiK ApuaaTHoCT: 3 ponn Ao 62,2024
: ﬁ‘f-’é’ﬂﬂﬂ aGepiranma: 36epiratn 8 opurinancHiin ynakeeul npy TeMneparypi He ermue 25 °C,
4 Komeuvapi;

*Ha nigerapi nepiognuxoro KoHTPoA. MpoTe Mk NIRTBERMRYEMO BigNORIgHICTL gaHoT cepii Bivoram HA
3azea npo ceprudikarjio:

Lum A zaceinuyio, wo evweskazana indgopmauia ¢ AocTaeipHoto | Toudoio. Lo cepito rpoaysulf Gyno eupoBineHo (BKRIOYAIOUN

- YNaKOEKY/MapKyBaHHA) Ta NPOBEAEHII KOHTPOAS i AKOCT Ha HIPKIeRKAZAHIT Alnstmui B noedil eignoeigHoct go eumor GMP,
%’5 BEraoRnetux Micueeym peryRaTopHmm opratom, a Takoxk y elanosiguocti iz crieumdikatismn, axi 3HAXOAATECA ¥ pescipauiiinomy

Lot gocn:el‘roproecf nivensli. Mpotokonu RBPoBHMUTEE, NaKYBaHHA Ta aHanisie 6yan nepesipeu Ta,et’?"e}{oiéﬁéh.

Bozronene po peanizauii / o eigrautaxeHns
¥Ynosrosaxena ocoba - Mposigumii iuxexep BCTaBM FlauTyx 0.M.

g .,;

i
A
1‘311 .03.2021

i / /
h’ PAIHA, 04080 m. Kuis-80, eyn. Knpuniscoka, 74; Niverszia Ha enpobuuuteo AE e 63?3 E)'Brp,ﬁ? 041.2015:5‘«" ¥

Ceprugikar GMP N 072/2019/GMP gig 10.10.2019

i gi Bnpoﬁﬂma ainpaINE;
:4
‘B
}

Kourpons Aakecri Ta enaaua Re380ny Ha peanlzauing:

YKPAIHA, 04680 m. Kuis-80, syn. Kupuniecska, 74; Ceigourao npo avectaulo Ne 390 gig 22,01,.2019
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Ten. (044) 496-87-87, Ten./paxc (044) 239-19-38, Ten./daxc (044)49689-42, Ten. (044) 485-26-57 (yinonoboso)

Ceptudikart akocti N2 040000105585

®apmasoniH®, Kpanni HasanbHi 0,1 % no 10 mn y dnakoHi, no 1 ¢pnakoHy y nauyi
1M PO3YUHY MICTUTb KCUNIOMETA3ZOSIHY MIAPOXIOPMAY Y NMEPEPAXYBAHHI HA 100 % PEHOBUHY 1 M

Homep cepil: 801222 KpaiHa oTpumyBau: YKpaiHa
Kinbkictb npopykuii: 67.656 Tuc.ynak. Ne PeecTp. nocBigueHHn: UA/1880/01/02
. ata Bupo6HuLTBa: 12.2022 TepMmiH Jii peecTp. NoceigueHKa: HeobmexXeHui

AHani3 BUKOHaHW#A rio: MKA N3 go PM NeUA/1880/01/02, 3minu Big 13.04.2021 p.

HaimenyBaHHA noKasHukKie Bumoru AHJ(cneuundikauyir) PesynbTatn sunpobysaHt

Onuc MNpo3opa 6e3b6apsHa piavHa Binnoeigae
lnenTudikadis

KCcunomeTasoniny rigpoxnopug AkicHa peakuis Bignosigae
KcunomeTasoniHy rigpoxnopug Ha xpomaTorpami BUNpo6oByBaHOro po3umHy,;

ofepxaHil B po3gini "KinbKicHe BU3HaYeHHs.

KcunomeTtasoniny rigpoxnopug”, yac yTpuMyBaHHs

niky KcunomerasoniHy rigpaxnopugy mae

CniBnNagaty 3 4acom yTpyUMyBaHHA Miky

KCUIIOMETa30MiHY FiAPOXIopULY Ha Xpomatorpami

PO3UUHY NOPIBHAHHA 3 TOUHICTIO £2 % Bignosigae
6eH3anKoHI Xiopug Ha xpomatorpami Bunpo6osyBaHOro posunHy,

opepxaHili B po3gini "KinbkicHe BUSHaYeHHs.

beHzankowilo xnopua", Yacv yTpuMyBaHHa nikis

KomnoHenTis C12 i C14 6eHsankoHilo xnopuay

MaioTb CriBNagaTy 3 Yacamu yTpUMyBaHHS NiKiB

KomnoHenTis C12 | C14 6eH3ankoHio xnopuay Ha

Xpomarorpami po3unHy NOpiBHAHHA 3 TOUHICTIO % 2

% Bignosinae
Mae 6yTn nposopum Bianosigae
Mae 6yTn Ge3bapBHUM Bignosigae
Big 5,6 no 6,6 6,2

Ha xpomatorpami BUNPO6OBYBAHOrO PO3UUHY, KpPiM

OCHOBHOI NAAMW, [ONYCKAETLCA HAABHICTb

JIO[ATKOBO! NsAMK, PO3MILLIEHOT Ha PIBHI NASMIA Ha
Xpomatorpami po3unHy nopisHaHHaA (b), Aka He

nepesunwyye ii 3a Po3MipoM Ta iIHTEHCUBHICTIO

3abapsneHHs (He 6inble 3%) Bignosigae
Ob'eM BMICTY YNaKoBKM He menwe 10 mn Binnosigae
Mikpo6ionoriyHa uncrora
3aranbHe Y1Cno aepobHUX Kpurepin npuitHatHocti 100 KYO/mn
Cepmudbikam nidnucaHo enekmpoHHUM hidnucom ID 040000105585 Crop.1 32
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Ten. (044) 496-87-87, Ten./paxc (044) 239-19-38, Ten./pakc (044)49689-42, Ten. (044) 485-26-57 (uinoao6oso)

mikpoopraHiamis (TAMC) *

3aranbHe 4ucno ApPIKAKOBUX. Ta Kputepin npuikatHocTi 10 KYO/mn

nnicHasux rpudis (TYMC) * *
Staphylococcus aureus * BigcyTHicTe B 1 Mn *
Pseudomonas aeruginosa * BigcyTHicts B 1 mn *

KinbKicHe BU3HaueHHA

KCunomeTasoniny rigpoxnopua Bin 0,90 mr go 1,10 mr B 1 Mn1 npenapary 0,98 mr/mn

6eH3ankoHiio xnopug Bin 0,090 mr no 0,110 mr 8 1 mMn npenapaty 0,108 mr/mn
YnakoBka Mae BignosigaTun sBumoram Bignosigae
MapkyBaHHSA Mae Bignosigatu BumMoram Bignosigae
Tepmin npuaarHocri: 3 poku Jo 12.2025

Ymosu 36epiraHHa:  36epiraTu B opuriHanbHil ynakosui npu Temnepatypi He Bule 25 °C.

KomenrTapi:

*Ha niacraBi nepioguutoro KoHTponio. MpoTe Mu nigTBepAXKyeMo BifNOBIAHICTL faHol cepii Bumoram HJ

3asBa npo ceprudikayiro:

Uum a 3aceiguylo, ujo BuuieBKasaHa iHpOpMaLia € JOCTORIPHOK | TOUKHOK. Liio cepito npoaykuii 6yno BupobneHo (Bkmouaoum
yNaKoBKy/MapKyBaHHs) Ta NPOBEeAeHUi KOHTPOMD ii AKOCTI Ha HKYeBKasaHiil AiNbHULI B NOBHIN BignosigHocTi no sumor GMP,
BCTaHOB/EHWX MICLIEBUM PEryNATOPHUM OPraHoM, a TakoX Y BiANOBIAHOCTI i3 cneundikaLiamm, aKi 3HaxoaaTbCA Y peectpauiiHomy
Bocbe/Toproaol niteHsii. MpoTokonu BUpo6HULTBa, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BcTaHoBNeHa BignosigHicte GMP.

Ro3seoneHo fo peanisalii / ao BigBaHTaKeHHs

YnoBHoBaxeHa ocoba - HauanebHuk sigainy BCtaBll NanTyx KO:M. 27.12.2022

Bupo6Huua ginbHuysa:

YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; fliyensis Ha BupoSHuuteo AE Ne 637430 8ig 07.04.2015;
Ceptudikat GMP Ne 039/2022/GMP 8ig 25.08.2022: GMP/EAEU/BY/0045-2021 Big 25.02.2021

KoHTponb skocri Ta Bufa4a fAozBony Ka peanizauiio:
YKPATHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; CeigouTso npo atecrauio N 390 sig 22.01.

///5;75‘ ///4. NECFLG 77 0A L0 %y -

Cepmucpikam nidnucaHo esnekmpoHHUM nionucom ID 040000105585 Crop.2 32
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