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Ceptudikar akocri N2 040000120499
Opisen® Kombi, po3uuH ansa iHransauii, no 25 mn y ¢pnakoHi, no 1 ¢pnakoHy B nauui

1MN PO3YKHY MICTUTb: GEHOTEPOAY MAPOBPOMILY - 0,5MI; INPATPOMIO BPOMIZY - 0,261 M, WO
EKBIBANEHTHO INPATPOMIO BPOMIZY BE3BOAHOMY-0,25 Ml

Howmep cepil: 40325 KpaiHa otpumysay: YkpaiHa
KinbKicTb npoayKuii: 6.360 Tuc.dnak. No Peectp. nocsiguerHs: UA/16525/01/01
farta BupobHuuTBa: 03.2025 TepMmiH aii peectp. nocsifueHHa:  HeobmexeHuia

AHaniz BUKOHaHWiA no: MKA N3 go PN Ne UA/16525/01/01, 3miHu Big 04.05.2023 p.

HalimeHyBaHHs nokasHUKiB Bumorn AHJ(cneyudikauii) PesynbraTtn Bunpo6yBasb

Onuc MNpo3opa 6e3bapBHa piavHa Bipnosigae
IneHTudikauin

inpaTponiio 6pomia Ha xpomaTorpami BunpoboByBaHOrO PO3UnHY Mae

BUABNAATUCA OCHOBHA MAsAMa Ha piBHi OCHOBHOT

NAAMK Ha XPOMaTorpamMi po3uyHy NopiBHAHHSA (a),

BiINOBifHa 32 KONbOPOM Ta IHTEHCUBHICTIO

3abapBneHHn Binnosinae
inpatponito 6pomif Ha xpomarorpami BunpoboByBaHOro po3ynHYy,

oTpumaHin y posgini "KinbkicHe BU3HauYeHHSA.

InpaTponiio 6pomia”, yac yTpUMyBaHHSA MKy

inpaTponito 6pomify NoBuHeH cnisnagaTy 3 4acom

YyTpUMyBaHHA MKy inpatponiio 6pomigy Ha

Xpomarorpami posurHy nopisHaHHsa (b) 3 TouHicTio

+2% Bianosigae
deHoTepony rigpobpomig Ha xpomarorpami BunpoboByBaHOro po3ynHy Mae

BUABMATNCA OCHOBHA NNAMa Ha PiBHI OCHOBHOT

MAAMKU Ha XpoMaTorpami po3ynHy NopisHAHHA (b),

BiNOBIfHA 33 KONbOPOM Ta iIHTEHCUBHICTIO

3abapBneHHA Bianosigae
deHoTepony rigpobpomig Ha xpomatorpami BUNpoboByBaHOro Po3unHy,

oTpuMaHiin y po3gini "KinbkicHe BU3HaYeHHS.

MeHoTepony rigpobpomig”, yac yTpumyBaHHA niky

beHoTepon rigpobpomigy NoBUHEH criBnagaTy 3

Yacom yTpUMyBaHH#A niky ¢eHoTepon rigpobpominy

Ha Xxpomarorpami po3uuHy nopisHsaHHaA (b) 3

TouHicTio £ 2 % Bignosigae
6eH3anKoHio xnopua Ha xpomatorpami BUNpo6oByBaHOro PO3YnHY,

oTpUMaHIii y po3sgini "KinbKicHe BU3HauYeHHSs.

BeHsankoHito xnopua”, yac yrpumysaHHsa nikis C12

Cepmudbikam nidnucaHo enekmpoHHUM hidnucom ID 040000120499
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JvHaTpito egetar

Mpo3sopicTb

KonboposicTb
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i C14 GeH3ankoHilo Xnopuay NoBWHeH cniBnafaTu

3 yacom yTpumyBaHHs nikis C12 i C14

GeH3aNKoHIo xfopuay Ha XpoMaTorpami po3umnHy

nopiBHAHHSA 3 TOUHICTIO = 2 %

Ha xpomaTorpami BUNpo6oByBaHOro posyuHy,

oTpumaHiin B po3aini "KinbricHe BU3HaUYEHHS.

NunaTtpito efeTtat", Yac yTprMyBaHHA Mika
AvHaTpilo efeTary Mae crisnaaarty 3 4acom

YTPUMYBaHHA Nika AVHaTpilo efertary Ha

Bignosigae

XpOMATOrpami po3uMHY NOPIBHAHHA 3 TOUHICTIO £ 2

%
Mae 6yTy Nnpo3opum

Mae 6yTn 6e3bapsHUM

CynposigHi AoMilIKW: AomilKuY inpaTponilo 6pomigy

fomitka C

He 6inbwe 0,7 %

CynposigHi gomiwKn: pomiwkn peHotepony rigpo6pominy

nomiika A
nomiwka B
nomiwka C
6yab-aKa HecneyludikosaHa
nomilKa
cyma JOMILIOK, Kpim fomilky A
pH
06'eM BMICTY YNaKoBK®
Mikpo6ionoriyHa uncrora
3aranbHe ynucno aepobHUx
mikpoopraHismia (TAMC)
3aranbHe YACNO APPKIKOBUX Ta

naicHasux rpubis (TYMC)

He 6inbwe 4,0 %
He 6inbwe 0,5 %
He Ginblwe 0,5 %
He 6inblwe 0,5 %

He 6Ginswe 1,0 %

Big 3,0 0o 4,0

He meHwe 25 mn

Kputepint npuithatHocTi 100 KYO/mn

Kputepii npuitHatHocti 10 KYO/mn

Bignosigae
Bignosigae

Binnogigae
0,0 % (<MKB)
3.2%

0,0 % (<MB)
0,0 % (<MB)
0,0 % (<MKB)
0,0 % (<MKB)
3,5
Binnosigae

0 (He BusABNEHO)

0 (He BUsBNEHO)

(IR

Staphylococcus aureus BigcyTHicTb B 1 mn BigcyTHi
Pseudomonas aeruginosa BigcyTHicTb B 1 Mn BigcyTHi
KinbkicHe BU3SHa4YeHHA

inpaTponito 6pomia 6e3sogHNN Big 0,238 mr go 0,263 mr B 1 mn npenapary 0,255 mr/mn

deroTepony rigpobpomia Big 0,475 mr no 0,525 mr 8 1 mn npenapaty 0,517 mr/mn

6eH3anKoHio xnopug Big 0,090 mr go 0,110 mr 8 1 mn npenapary 0,102 mr/mn

avHaTtpito egerar Big 0,45 mr fo 0,55 mr 8 1 ma npenapary 0,51 mr/mn
YnakoBka Mae Bignosigatn Bumoram Bignosigae
MapxyBaHHA Mae signosigatv Bumoram Bignosigae
Tepmix npngarHocri: 2 poku o 03.2027
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YmoBu s6epiranHa:  He roTpi6Hi cnellianbHi ymosu 36epiraHHa. TepMiH NpuaaTHOCTI NicNA Neploro BiAKpUTTA GprakoHy 6
MicsuiBs

KomenTapi:

3asaBa npo ceptudikauiio:
Lum s 3aceiguylo, Wo BUWeBKasaHa iHGopmalis € gocTosipHolo | TouHoto. Lo cepito npoaykuii 6yno BUPOGNEHO (BKINOYaloUN
yNaKoBKy/MapKyBaHHs) Ta MpPOBeAeHNi KOHTPONb 1i AKOCTI Ha HWXUeBKa3aHiiA AinbHNLi B NOBHIA BIANOBIAHOCTI A0 BUMOT GMP,

BCTaHOBNEHMX MICLIEBUM PETYNATOPHIIM OPraHoM, a TaKoX Y BiANOBIAHOCTI i3 crelunikaLiaMi, AKi 3HaXO[ATLCA Y peecTpauiiHomy
J0Cbe/Toproeoi nilensii. MpoTokonu BUPOBHULTEA, MakyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BCTaHOBMEHA BIAMNOBIAHICTL GMP.

HossoneHo Ao peanizauii / 4o BiABaHTa)XKeHHs

YnosHoBaxeHa ocoba — MNposigHuit inxernep BCraBlM flpemenko B.B. 25.03.2025

Bupo6Huua ginbHuys:

YKPATHA, 04080 m. Kunig-80, Byn. Kupuniscbka, 74; fiuensia Ha Bupobruutso AE Ne 637430 sig 07.04.2015;
CepTtudikat GMP Ne 108/2023/GMP sig 20.12.2023; GMP_UZ-08:2023 sig 30.11.2023; 530-10/24-06/02 sig 02.09.2024;
GMP/EAEU/KZ/81-01-24 Bip 15.12.2023

KoHTponb AKocTi Ta BUAava fo3Boay Ha peanisayito:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Csigoutso npo atecrauito Ne 390 sig 22.01.2019
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