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Ceprndikar axocri N 040000118234

Podiric, posuun ana indyzin, no 200 mn y ¢dnakoni, no 1 pnakoHy B nauui
1M POYMHY ANA IHOY3IA MICTUTE COPEITONY SOMT, HATPIKO ALIETATY TPUMIOPATY 5,171Mr, HATPIIO XNOPUAY
3,623MT, KANIIO XNOPWAY 1,342MF, MATHIIO XNIOPWY TEKCATIAPATY 0,61MF, KABLIIO XAOPWAY AUMOPATY

0,294Mr
Homep cepii: 80724/2UA KpaiHa oTpumyBau: YKpaiHa
KinbkicTb npopykuii: 9.293 Tuc.ynak. Ne PeecTp. NocBigueHnA: UA/f20434/01/01
Hata supotunyTea: 07.2024 TepmiH gii peecTp. noceiguennsa:  12.04.2029

AHanis BAKOHaHu# no: MKA 13 no P NeUA/20434/01/01 Big 12.04.2024 p.

HaiimeHyBaHHA NOKA3HUKIB Bumoru AHJ{cneumndikanii) PesynbTaTv BUnpobyBaHb
Onnc MNpo3opa, 6e3bapeHa piguHa Bignosigae
laeHTHdiKaLin
Cop6iton Ha xpomatorpami BUNpoBoByBaHOrO po3unHY,

ofiepxaHiil B po3gini «KinbkicHe BM3HaYeHHA.
Cop6iton», yaC yTPUMYBaHHA NiKy copGiTony mae
cniBNagaTu 3 Yacom YTPUMYBaHHA Niky copbitony

Ha Xpomarorpami po3unHy NOPIBHAHHA 3 TOUHICTIO

2% Bignoeigae
flkicHa peakuina Bignoeigae
AlLleTatn Ha xpomatorpami BUNpoBoBYBaHOrO PO3UMHY,

ofiepxaHiin B po3gini «KinbkicHe BM3HaYeHHA.

AueTaTtu», Yac YTpUMYBaHHS Nika aLeTary mMae

Bignoeigae
CniBnagary 3 cNeKTPoM NOFMMHaHHA MiKy aleTary,
OTPMMAHOrO 3 XPOMaTOTPaMKU PO3UYNHY NOPIBHAHHA. Bignoeigae
Xnopuan Po3uuH S gae peakuiio {a) Ha xnopuau Bignoeigae
Mae BUTpUMyBaTW BUMOTW, 3a3HauYeHi B po3gini
«KinbkicHe BM3HaYeHHA. Xnopugu» Bignoeigae
HaTpiil, Kanii, Kanbuji, B cnekTpax BuNpo6oByBaHOrO PO3UYMHY MaIOTb
MarHii CNoCcTepiraTnch MakcuMymy IHTEHCMBHOCTI 3a
HaCTYMHWX AOBXWH XBunk: 589,6 - gna Hatpilo ;
766,5 - pna kanio ; 396,8 - ona kanbuiio ;
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279,6 - onA MarHiio. Bignoeigae
Ha xpomaTorpami BUNpoBoByBaHOrO po3unHY,
ofiepxaHiil B po3gini «KinbKicHe BM3HaYeHHA.
Hatpiit, Kaniit, Kanbuii, MarHii», yac
YTPUMYBaHHA nikie Hatpilo, Kanio, KanbLio,
MarHilo Ma€ cniBnagaTtu 3 Yacom YTPUMYBaHHA
nikis Hatpiw, Kanilo, Kansbuiwo, Marxito Ha
Xpomarorpami po3vyuHy NOPIBHAHHA 3 TOMHICTIO + 2
% Bignoeigae
MNpo3opicTb Mae Byt nposopum Bignoeigae
KenbopoBgicTb Mae Oyt GesbapeHum Bignoeigae
pH Big 7,0 go 7,8 (Ha momeHT BMNYCKY). Big 6,5
po 7.8 7.6
OcMonANbLHICTE Big 480 po 570 mOcmonb/kr 541 mOcmonb/kr
MexaHiuHi BKNIOUeHHA: BUAUMI Mae 6yTW NpakTUIHO BiNbHUM Bif YaCTUHOK
YaCTUHKA Bignoeigae
MexaHiuHi BKNIOYEHHA: HEBUAMMI MACTMHKMK
YacTHOK 3 po3mipom 10 MKM i He Ginble 25/mn
Binbwe 7
YacTMHOK 3 po3mipom 25 MKM i He Ginble 3/mn
Binbwe 1
O6'em, O BUTAracTLCA He meHwe 200 mn Bignoeigae
CrepunbHicTb Mae euTpumyBaTU BUNpoByBaHHA Bignoeigae
bakTepianbHi eHAOTOKCMHK lpaHWYHa KoHLUeHTpalin GakTepianbHUX
€HACTOKCWHIB B NpenapaTti crtaHoBuTb 1,0 MO/mn Bignoeigae
KinbKicHe BU3HaYeHHA
Cop6iton Big 47,5 po 52,5 (mrimn) _ 49,3 mrimn
AueTtati Big 2,13 no i 2,32 mrimn
Xnopuaun Big 3,03 o/ 3,23 mr/mn
Hatpiid Big 2,18 g 2,32 mrimn
Kanii Big 0,66 n 0,68 mr/mn
Kanbujii Big 0,076 py 0,080 mr/mn
MarHii Big 0,069 po ¢ X 0,074 mr/mn
Ynakoeka Mae signogigaTi B¥ Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
TepmiH npuAATHOCTI: 2 pokun Do 07.2026

¥mosu 3bepiranna:
KomexTapi:

He notpebye ocotnneux yMoB 36epiraHHs.

3ansa npo cepradikayin:
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Lum A zaceipguyio, WO BULeBKa3aHa iHdopMalia € pocToeipHoo i TouHow. Lo cepilo npoaykuii 6yno snpobneHo (BKAKOUYAIOYUM
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWI i KOHTPONb Ti AKOCTI HA HWKYeBKa3aHiil ainbHUUi B NOBHIi BignoeigHocTi Ao sumor GMP,
BCTAHOBMEHUX MiCLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamn, AKi 3HaXOAATLCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BMpoOHULTBA, NaKyBaHHA Ta aHanizis 6ynu nepegipeHi Ta BcTaHoBNEHa BignosigHicTe GMP.

Ao3soneHo Ao peanizayii / Ao BigBaHTaKeHHA

¥noeHoBaxeHa ocoba - HauanbHuk Bigginy BCtaBI NanTtyx I0.M. 24.10.2024

Bupobnnua finoHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; JliueHsia Ha BupoBHuuTeo AE N2 637430 Bip 07.04.2015;

UP/1-530-10/21-03/13 Big 28.10.2021; GMP/EAEU/KZ/81-01-2024 Big 15.12.2023

KoHTponb AKOCTi T2 BHAAYA 103BOAY Ha peanisayio:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CBigouTeo npo atectauiio N2 320 sig 22.01.2019
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