@ BICDB MYBNIYHE AKLJIOHEPHE TOBAPUCTBO «HAYKQBO-BVIPOEHMLWII;I UEHTP
«BOPLUATIBCHKUI XIMIKO-®APMALEBTUYHUWN 3ABO»

Yrpaina, 03134, M.Kuis, Byn.Mupy, 17 Ten. (044) 205-03-10, (044) 205-41-10,
(044) 205-03-83, {044) 205-03-14 (YnosHosakeHa ocoba)

CEPTUDIKAT AKOCTI
NMPOMAEKC

pO34MH ANs iH'ekui, 50 Mr /2 Mn no 2 mn B amnyni; no 5 amnyn y kaceti; 1 kaceta B nayui

Howmep cepii 1430924 Kpaina Ykpaina

KinbkicTe B cepii 8104 wr Peccrpauiite nocsinyenus Ne UA/17892/01/01

[aTa supobHuLTEa 16.09.2024 Tepmin aif peccTpauitHoro noceinYeHHA Ao 23.01.2025

BuripobysaHHA nposefete arinHo Metoais konTponto sakocti 13 Ne SFP-229-03

MokasHukKn sikocTi KpuTepii npuiHAaTHOCT] (NpW BUNYCKY) PesynbTtaTtu
Onwuc Mposopa Gesbapswa plauHa Binnosinae
loenTudikauin A. Meroa PX BignosiiHO [0 TeKCTY Bianosinae

B. CO-meToA BIANOBIAHO A0 TECTY Bionosinae

MposopicTb MpenapaT Mae 6yT¥ Npo3opuMm Binnoslnae
Konboposictb Mpenapar mac 6ytn 6eabapBHnm Binnosigae
pH Bin 7,0 no 8,0 7,58
O6'eM, WO BUTATAETLCH He menwe 2,0 mn Bignosinae
EnantiomepHa yuctoTa
- R-iaomep He Ginbue 1,0 % 0,06 %
CynpoBigHi nomiwku:
- domiwka A He Binbwe 0,2 % < 0,05 %
- Hecrreyubikoaana domMixa He Ginbwe 0,2 % < 0,056 %
- cyma GomMiluok He Ginbwe 0,6 % < 0,05 %
Mexarivui BkntovenHs
~ BUAUMI HacTKN MNosuHRI BYTH NPaKTUUHO BIACYTHI Binnosinae
- HEeBUAKMI HaCTKY:
210 ym He G6inbwe 6000 B 1 KoHTeMHep] 24
225 ym He 6inbiue 600 B 1 xoHTeHHepl 1
CrepunbHicTL Mae suTpumysaTtn BunpOGyEaHHa Ha CTepUNLHICTL Bignosinae
BaxrepianbHi eHIOTOKCHHMU Menwe 68,5 MO/Mn Bignosinae
KinbkicHe BuaHaveHHs (B 1 mn npenapary):
- dexckemonpogeny (C 1 H 14O 1) Big 23,75 Mr no 26,25 mr (25,0 Mr £ 5 %) 25,39 mr
YnakoBka MNosuueH BianosinaTu BuMoram MM Bignosinac
MapkyBaHHua foewnHeH BignosigaT suMoram HI Binnosinae
TepMin npuaarsocTi 2 poku o 09.2026

Ymosu 30epiranHs. B opurinansHiii ynaxkosui npu TeMnepaTypi He suule 25 °C.

BucHosok BKA: Bianosinae

Hauanwbhuk BKA:

[yDniume axuionepHe 1083 T80 " 7/[5 "
ne,uemxo o.n. «HaykoBo-BUpoBHKUMBAERTD 7L
«boptuaripchrui XiNike-OAPMAUEBTHIRIT 33800

Bumoram Meronis konTponio sikocTi F13 Ne SFP-229-03

Yipatha, M, Kuia

BIATUTKOHTPOJIO AKOCTI
/ék‘ Lo N o4 4€
Leg, (L. LOZe \7[




IYBJIYHE AKIBOHEIHE TOBAPHCTBO «HAYKQBO-BHPOB[-IH‘{Hﬂ IEHTP
«BOPHIATIBCHLKHH XIMIKO-GAPMALEBTHYHUH 3ABO b

Yxpaina, 03134, M. Kuis, syn. Mupy, 17

Ten. (+38044) 205-03-10, 205-41-10;
(+38044) 205-03-83 (Ynosuopaxcua ocoba)
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CEPTU®IKAT CEPII IS JIKAPCHKOT'O 3ACOBY

Iponeke, pozumuu aad in'exuiit, S0 mr/2 ma

Haitmenysanust npopyxuii

Jlikapenka dpopma

Cuna givVakTHBUiCTL

Po3mip i Tuit ynakoBrH
Kpaina-papobuux
Homep peectpaniiinoro
NOCBiAYCHHS

Homep cepil

Poamip cepii

JlaTa BHpOGHHITRA

JaTa 3akingens repminy
NPHAATHOCTI

Ha3zgy, agpeca ta nomepu
Jinen3iif Beix aiasuunb 3
BHPOBUHIITBA TA KOMTPOIIO
AKOCTI

Ceprudixaru GMP
AiABIANL, BKazanux B .10
PesyabtatTi BHnpobyBanb

Komenrapi

3aasa npo ceprudiraniio

Hpissue, nigunc i nocaga
0Cco0H, STKa HAHAIA 10381
na BHIyCK cepil

IPOJAEKC

Posuuy ans ig'eknii, 50 mrv/ 2 ma

| M po3uuHy MICTHTL JiekcKeronpoderny Tpomeramoiy 36,9 mr, 110
exiBalenTHO jekckeronpodeny 25 mr (I amnyna 1o 2 M MICTHTB
jgekekeronpodeny  Tpomeramolry 73,8 Mr, IO CKBIBAJICHTHO
JaexckeTonpodery 50 mr)

[To 2 ma 8 amiysni, 110 5 amnys 8 KaceTi, 110 | xaceri B nauri

Ykpaina
UA/17892/01/01

1430924

8 068 nak.
16.09.2024
10 09.2026

Yxpaina, 03134, m. Kuis, Byn. Mupy, 17,
niteHsis AB Ne598003;
CBIIOILIBO Tpo arecraltiro nabopartopil BICT Ne96

No 106/2023/GMP no 04.08.2025

Haseneni s ceprudixari skocTi

Ilum s 3acslauyro, 0o Hapejgeua puule iHQGopMatis € JocToBipnoio 1a
touHoro. Ilio cepilo rnpoaykiil  6yN0o  BHFOTOBICHO  (BKJUOUANOUM
[AKYBAHHA/MAPKYBAHH) Ta [IPOBCAEHO KOHTPONbL 11 sKOCTI  Ha
BUIesasHayeHif ALmLHNAIG Y toBdifd Bijgnosimocti 3 suMoraMu GMP,
BCTAHOBIIEHMMH MICILICBHM PEryIsSTOPHHM OPraHoM, @ TAKOXK BIUIOBIIAHO
Ao cricidikauiil, Mo MiCTAThes y, petcipantiyiomy noche. Hporoxoiu
BupoBuuirrea 6yio uepernmxyrq-'f?»ggjrkiligngg}fb\l}@grxosi}micl'b GMP.
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