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Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./dpakc (044)49689-42, Ten, (044) 485-26-57 (utnogo6oso)

CepTudikar akocti N 040000108614

Bianb®, kpanni ouHi, 0,5 mr/mn no 10 mn y dnakoHi, no 1 ¢pnakony y nauui
1M1 MPEMAPATY MICTWUTb TETPATIZPO3OMHY MAPOXTOPWAY Y NMEPEPAXYBAHHI HA 100% PEYOBUHY 0,5 MI

Homep cepil: 20623 KpaiHa orpumysau: YkpaiHa
Kinbkicts npogykui: 66.614 Tuc.ynak. N2 PeecTp: NoCBigYEHHs: UA/4228/01/01
[lata Bupo6HuuTEa: 06.2023 TepMmiH Aiil PeecTp. NOCBIgYeHHA:  HeoBmexeHui

AHaniz BUKOHaHWIA no: MK# J13 go P NeUA/4228/01/01,3minv Big 23.04.2020 p.

HaiiMmeHyBaHHA NoKa3HUKIB Bumoru AH[(cneyudikauii) Pesynbrarn Bunpo6ysaHb

Onuc Mpo3opa 6e3b6apsHa pignHa He3 3anaxy Bignosigae
laenTudikauia
TeTparigposoniHy rigpoxnopua Ha xpomaTtorpami BUNPOB6OBYBaHOFO PO3UKHY,
oTpumaniin y posgini «KinbKicHe BU3HayeHHA.
TeTparifpo3oniHy rigpoxnopua», 4ac yTpumyBaHHA
OCHOBHOTO NiKy TeTparigpo3oniny rigpoxnopugy
Mae cnienapaTtii 3 4acom YTPUMYBaHHA OCHOBHOTO
niky TeTparifposoniny rigpoxnopuay Ha
XpomaTorpami po3UUHy NOopiBHAHHA Bigrnosigae
6eH3anKoHilo xnopwug Ha xpomaTorpami BUnpo6oByBaHoro PosuuHy,
oTpumaHiii y po3gini «KinbKicHe BU3HayeHHA.
BeHzankoHito xnopua», Yacu yTpuMyBaHHA OCHOBHUX
nikis. 6eH3ankoHilo xnopugy matoTb cniBnagaty 3

4acamu YTPUMYBaHHA OCHOBHUX NiKiB 6eH3ankoHito

Xfopuay Ha xpomatorpami po3yuHy nopisHAHHA Bignosigae
AvHaTpito egeTaT flkicHa peakuin Bignoeigae
[posopicTte Mae 6yt nposopum Bignosigae
Konboposicts Mae 6yt besbapsHUM Binnosigae
pH Bin 5,8 0 6,5 6,3
O6'eM BMICTY yNakoBKM He meHwe 10 mn Bigrnosigae
MexaHivHi BKIOYeHHSA: BUGUMI MNpakTu4HOo BiNbHI Big val -1
yacTkm * ¥
MexaHiyHi BKNIOYeHHA: HeBUANMI YacTKu
YacTok 3 pozmipom 10 MKM i He 6insiue 6000 y dpnakoHi
6inbLue 16
YacTok 3 posmipom 25 MKM i He Ginbwe 600 y pnakoHi
Ginbwe 3
CrepunbHicTb Mae 6yTu cTrepunbHUM Bignosinae
CynposigHi gomiwku
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Ten, (044) 496-87-87, Ten./daxc (044) 239-19-38, Ten./akc (044)49689-42, Ten. (044) 485-26-57 (ulnopoboso)

TeTpariapo3oniHy momilika A He 6inbwe 1,0 % 0,0 % (<MKB)
ogHiel 6yab-AKOl JOMILLKM He 6inbwe 1,0% 0,1%
cyma HeBifOMUX AOMILLOK He Ginbwe 1,5% 0,1%
cyma BCIX AOMILOK He 6inbLue 2,0% 0,1 %

KinbKkicHe BU3HaueHHA

TeTpariapo3oniHy rigpoxnopug Big 0,475 mr o 0,525 mre 1 mn npenapaty (Ha
MoMeHT BUnycky). Big 0,450 mr fo 0,550 mr B 1
MA npenapary 0,509 mr/mn
HeH3anKoHito xnoping Bin 0,08 mr no 0,12 mr B8 1 Mn npenapaty 0,10 mr/mn
YnakoBka Mae Bignosigatu BMoram Bignosinae
MapkyBaHHs Mae Bignosifat BUMoram Binnosigae
TepmiH npugaTHoCTi: 3 poku Jo 06.2026

Ymosu 36epiranua: 36epirat B opuriHanbHii ynakosui npu Temnepatypi He suue 25 °C.
KomexTapi:

*Ha nigcrasi nepioanuHoro KoHTponio. MpoTe My NigTBepAXKYEMO BignosigHicTs faHoi cepii Bumoram HJl

3anBa npo cepTudikatiio:

Lum A 3aceiguylo, Wo BUleBKasaHa iHbopMallis € JocToBipHow | TouHoto. Lo cepito npogykuil 6yno supobneHo (BKntovaoum
YNaKoBKY/MapKyBaHHA) Ta NposefeHWnit KoHTponb Ti AKOCTI Ha HKYeBKa3aHin AinbHuLi B nosHilt BignosigHocti Ao sumor GMP,
BCTAHOBAIEHWX MICLIEBUM PErySIATOPHUM OPraHoM, a TakoX Y BiANOBIAHOCTI i3 cnelmdikauiamu, AKi 3HaxogaTbCA Y peecTpaLliiHomy
Aocbe/Toprosoi filieHsii. MpoTokonu BUpo6HULITBA, NaKyBaHHs Ta aHanisiB 6ynn nepeBipeHi Ta BcTaHOBNEHa BignosigHicTb GMP.

DozeoneHro fo peanizauil / 4o BigBaHTaXKeHHA

YnoBHoBaxeHa ocoba — MposigHult iHxeHep BCTaBMl Argpycuk M.M. 10.07.2023

Bupo6Huua pinbHULA:
YKPATHA, 04080 m. Kuis-80, syn.Kupuniscbka, 74; NiueHsia Ha supo6HuuTeo AE Ne 637430 sig 07.04.2015;

Ceptudikar GMP Ne 039/2022/GMP sig 25.08.2022; GMP/EAEU/BY/0045-2021 sin 25.02.2021

KoHTponb AKocTi Ta BUgava fo3BoNy Ha peanisauito:
YKPATHA, 04080 m. Kuis-80, syn.Kupuniscbka, 74; Ceigourso npo atecraujiio Ne 390 eig 22.01.2019

Cepmudbikam nidnucaHo eslekmpoHHUM nidnucom ID 040000108614 Crop.2 32
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Ten, (044} 496-87-87, Ten.fbake (044) 239-19-38, Ten Share (044)40669-42, Ten. (044) 485-26-57 (ulnoncGono)

Ceptudikar skocti N¢ 040000117916

Bianb®, kpanni ouni, 0,5 mrimn no 10 mn y ¢naxowi, no 1 pnakony y nauni
TMN MPENAPATY MICTWTD TETPATIAPO30MIHY MAPOXAOPUAY ¥ MEPEPAXYBAHHI HA 100% PEYOBWMY 0,5 Mr

Homep cepii: 20924 Kpalia oTpumyRau: Ykpaida
Kinbkicvb npoayxuir: 67.262 Tuc.ynak. N? PeecTp. noceiffuerHA: UA/4228/01/01
HAata enpobHuyTea; 08.2024 Tepmin gif peecTp. nocsigueHHa:  HeobMeXeHWi

AHania BuxoHanuh no: MKA 13 po PT NeUA/4228/01/01 3minm sig 23.04.2020 p.

HahmeHyBaHHA NOKasHUKIB

Bumory AHR{cneundgixayii) PazynbTat BNNpoGyRaHb

Onuc
IpenTdikauin

TeTpariaposoniny rigpoxnopua

GeH2AAKOHII0 Xnopup

AvHaTPI eaevar
Mposopicts
Konboposicrs
pH
O6'em BMicTy ynakosxy
MexaHiuHi BKNtoYeHHA: BUAMMI

yacrkm *

Mposopa 6ezbapeHa piguHa 6ea zanaxy

Ha xpomaTorpami sunpoBosyBaHCro PO3UNHY,
oTpymaHii ¥ pe3gini «KinkkicHe BU3HaYeHHs,
TetparigposoniHy rigpoxnopua», Yac yTpumyBaHHa
OCHOBHOTO MiKY TeTparigpo3oniHy rigpoxnopuay
Ma€ cniBnagary 3 Yacom YTOUMYBAHHA OCHOBHOFO
niky TeTparigposoniny rigpoxnopugy Ha
XpOomaTerpami pO3vNHY NOPIBHAHHA

Ha xpomatorpami BunpoGoByBaHOTO POzUMHY,
oTpumaHiA y po3gini «KinbKicHe BUsHaueHHs,
beHzankoHlio xnopua», yack YTpuUMyBaHHA OCHOBHNX
nikie GeHsankoHilo xnopuy MaKTe criBnagaTy 3
yacamin YyTpumMyBaHHA OCHOBHUX MiKis BeH3ankoHio
XNopuay Ha Xpomartorpami po3UnHy NopiBHAHHA
HricHa peakuina

Mae ByTi rpozopim

Mae 6yTu GeabapeHm

Bin 5,8 po 6,5

He meHwe 10 mn

MpakTuuHo BiNbHI Bif YacTok

MexariuHi BKAIOUSHHA: HeBWAMMI MaCTKY

Hacrok 3 posmipom 10 mkm |
Ginblue
YacTok 3 poamipom 25 MKM i
Binblue

CrepunbHicTb

CynpoeigHi gomitikmn

He Ginblue 6000 v dnakoHi

He Ginbwe 600 y dpnakoni

Mae 6yTn crepunbHUM

Bignoeginae

Bianosinae

Bignosigae
Bignoeigae
Bignosinae
Bignosigae
6,4

Bianoceigae

141

7

Bianceinae

Ceprnudhikam nidnucaHo enexmpoHHUM nidnucom
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Ten. (044) 496-87-87, Ten.fbake {044) 238-19-38, Tensanc {044)49680-42, Ton. (044} 485-26.57 (uinooGoac)

TeTparigpozoniny aomilka A He 6inbwe 1,0 % 0.0 % (<MB)
opHiel Oyap-axot gomiwky He 6inbwe 1,0% 0,1 %
Cyma HeRifoMM1X JOMILLOK He dinbwe 1,5% 0.1 %
Cyma BCix QOMIlOK He &inbwe 2,0% 0,1%

KinekicHe BU3HaueHHA

TeTparigposonivy rigpoxnopug Bin 0,475 mr no 0,525 mr B 1 mn npenapary {Ha
MOMEHT BUNYcKy). Big 0,450 mr go 0,550 mr s 1
ML NpenapaTty 0,512 mrimn
BeHzankoHilo xnopug Bia 0,08 mr go 0,12 mr & 1 M npenapary 0,11 mr/mn
YnaxoBeka Mae sigrosigat BuMoram Binnosinae
Mapxygarita Mae Bignosigat BUMoram Biprosinae
Tepmin npugarHocti: 3 pokm Ho 09.2027

Ymoen 36epiraHna:  36epirati B opuriHanbHif ynakosui npu TeMnepatypi e suwe 25 °C.
KomeHTapi:

*Ha nigcrasi nepioguutoro kontponio. MNpove mu NiATBEpAXYEMO BlANOBIAHICTb AaHoT cepii sBumoram M
3anesa npo cepTudirauiio;

Uum s 3acsipuyto, Lo BueskasaHa iHpopMalis € gocTosipHoio | Toukow. Lo cepho nNpogyxuii Gyno BupobneHo {BKNwouYatoum
ynaKoBky/MapKyBaHHA) Ya NPOBeAeHUI KOHTPONb Ti AKOCTE HA HIKYEBKa3aHI} AinbHWUI B noeuiil BignosigHocri ao srimor GMP,
BCTAHOBAGHWX MICLIEBUM PETYNATOPHUM OPraHoM, a TaKoX Y BiANOBIgHOCTI i3 creuwdikadiamu, axi 3HaXopATLCA ¥ peecTpauinBomy
Aocsefroprogoy niuensii. Mpotoxonwm BMPOBGHNLTEA, NaKYBAHHA Ta aHanisie Bynu nepesipeni Ta BcTanosneHa BignosigHicte GMP.

HoszeoneHo o peanizanii/ 5o sigsaHTaxeHuA

YnoeHosaxena ocoba - Havanbnuk signiny BCTaBl Nadtyx OM. 10.10.2024

BupoBHuua HinbHuua;
YKPAIHA, 04080 m. Kuis-80, syn.Knpuniscoka, 74; Jliyensia Ha Bupo6rnurso AE Ne 637430 aig 07.,04.2015; GMP

051/2024/GMP Bin 29,05.2024; GMP/EAEU/KZ/81-01-2024 gin 15.12.2023; GMPUZ-08:2023 sig 30.11.2023

KoHTponb Akocri ta Bjaua goseony Ha peanizayii:

YKPATHA, 04080 m. Kuis-80, Byn.Kupuniscbka, 74; CeinouTeo npo atectaulio N2 390 sin 22.01.2019

Cepruthikam nidnucano enekmpoHHUM nidnucom D 040000117916 Crop.2 32
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