@ 06.8-205-07/1, en. pen. Ne 12

Yupaina, 65080, Onecra ¢

. i Oneca,
ren. +380 {48) 777-29-50. E-mail; info@in
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Ceprudikar sxoeri Ne 2230 Bix 16.07.2024 poky

Hasea nikapeskoro 3acody
Jlixapceka opma, no3yranus

PeccTpauiiine nocsinuenns

Jinensisa

Micue npoBaKeHHs NisyiLHOCTI
Ceptudixar GMP

Homep cepii

Poamip cepii

JaTta pupobHHUTBA

Cknan Ha 1 cawe

Ananis npoBeaeHo 3rigHo 3

PETICOJIIC
NIOPOLIOK U1 OPaJkHOTO po3uMHy no 18,91

UA/14661/01/01 i
3MiHaMu Ne 1, 2

TepMiH 1ii Be3cTpokoBo

Bupo6nuureo nikapebkux 3acobis cepis AE Ne295499 pin
20.02.15 p., 65080, Onecrka obmacts, M. Oneca, Jlioctnopdcbka
nopora, 6yn.86

65025, M. Oneca, 21-it kv Crapokuiscskoi noporu, 40-A
024/2023/GMP nie no 23.12.2025 p.

22300724

3180 nakos Nel0

08.07.24 p.

HaTPIlO XNOpHAy 3,5 r, kanixo xnopuay 2,5 r, Hatpiio uMrpary 2,9
r, rmoko3u 6essoanoi 10,0 r

MK 31 3minamu no p/m UA/14661/01/01

HaiimenyBanns PesynbraTtu
e Bumorn MKS51 ¥
NOKA3HHKIB BHNIPOGOBYBaHL
1 2 3
Onuc Kpuctaniqnui nopowok 6inoro koasopy Kpucraniynuit mopomok

6is10r0 KOMBOpY
A. Lnst xaniio eMicis BANpo60BYBaHOr 0 pO3YHRY, Bignosigae
0epxaHoro npu sunpobyeanHi «KinbKicHe BH3HaYeHHs
KaJli10 Ta HaTpilo», Ma€ 6yTH 3a JOBXHUHHM XBUJII Bif 766 HM
n0 767 HM

B. lns HaTpiio emicia BUIPOGOBYBAHOTO PO3YHHY, Bianosigae
OZeP3KaHOro npH BUnpobyeanHi «KinbKicHe BU3HaueHHs
KaJliro Ta HaTpilo», Mae 6yTH 3a JOBKHMHH XBUJII Big 589 HM

[penTudikanis

10 590 HM

C. Peakuis Ha rmiokosy ITosuTHBHA

D. Peakuiis (a) Ha yuTpaTH [TozxTHEBHA

E. Peakuis (a) Ha x10pHu MosuTuBHA
CepeaHs maca Bin 17,5r no 20,3r 18,8r
OxHopiaHicTb MacH +7,5% 1,3 %

KinekicHe Bu3Hayennsa | BmicT Na (HaTpiro) B ogHOMY calre Mae 6yt Big 1954 Mr |2 140 Mr
A0 2160 Mr, y nepepaxyHKy Ha cepefiHIO Macy OZHOIO caie
Bmict K (kaniio) B ofHOMy caiwe mae 6yTH Big 1245 Mmr o | 1251 Mr
1376 Mr, y nepepaxyHky Ha cepejiHI0 Macy 0LHOI0 calie
Bumicr CsH1,06 (N110K03H) B 04HOMY caule Ma€ GyTH Big 9985 Mr
9500 mr go 10500 mr, y nepepaxyHKy Ha CepefiHI0 Macy
OJJHOTO calue

AN

by au. 4>/-///_
70 10.AY 2

¥




Mikpo6ionoriuHa 3aranbHe 4Mc/0 aepobHux MikpoopraHizMis (TAMC): He 50 KYO/r
qHcTOTa ** Ginble 10° KYO/r.

3arasbHe YHCA0 JPiKIKOBHX Ta MiceHeBUX rPpHBIB Menwe 5 KYO/r

(TYMC): ne 6inbine 10% KYO/T.

BigcyrHicts Escherichia coli B 1 r mpenaparty. Bianoeigae
[lakyBanHA [To 18,9 ry cawe; no 10 cawe y nayqii Bianosijae
MapkyBaHH#A 3rigno 3 MKS i sMinamu Bignosigae
TepMiH MpHAATHOCTI 3 poxu Jlo 08.2027 p.

* . KoHTpoib JaHOTO TECTY IPOBOISTH U1 KOAHOI 1" AT0T cepii TOTOBOrO Npenapary y 3B’ 43Ky 3 BIAMOBIAHICTIO BupobHuuTea [J13
spumoram HBIT (GMP).

Bucnorox: PETICOJI IC, nopowok mis opansHoro pozduxy no 18.9 ry came Nel0 y mauui cepii 22300724

pianopingac Bumoram MK si sminamu 1o p/n UA/14661/01/01

3anea npo ceprudikanir: Llum s 3aciguyio, mwo HapeneHa Buule iHOPMALlid € JOCTOBIPHO Ta TOYHOI.
Llfo cepito Mpoaykuii 6y1o BupoGneHo (BKIKOYAIOYH MaKyBaHHA | MapKyBaHHSA) Ta MPOBENEHO KOHTPOI if
SKOCTI Ha BMINe3azHadenill HOiMBHMOI y noBHili BimnosimHocti 3 BuUMoramu GMP, BcraHoBneHUMU
PeryisTOPHHM OpraHoM YKpaiHH, a TAKOX BianoeinHo no cnetmbikauii, mo MiCTATECS Y peecTpamiiiHoMy

nocke. IIpoTokonu BHPOOHHITBA, MaKyBaHHs Ta aHaniis 0yI0 neperisHyToO Ta BCTAHOBIEHO BIIMOBIHICTE
GMP.
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