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Ceprudikar Ne 3
HanmeHyBaHKa npoaykuii: TQMNEKC, Homep ceptllf 030324
nikapceka hopma: rabneTkuy, BKPWTI NITiBKOBOKO 060M0OHKO, 110 10 Mr Po3wmip cepii; 3404 yn.
Howmep PEECTpauiiHoro nocsigyeHHs: UA/196810/01/01 TepPMIH Aif no 16.08.2027 faTa supoBHuyrea: 03.2024 p.
Cuna giifakrusnicrs: 1 TaBneTka MicTHTL 12,77 ecumranonpamy OKcanary, wo exsisanenTHo 10 mr | [aTa 3aKiHYEHHSA
ecuuTanonpamy TepMiny npugatHocti: 03.2028
Poamip Ta Tun ynakosku: Mo 10 TabneTok & Gnicrepi. Mo 6 GriicTepis pazom 3 IHCTpYKUico a4ns meguynoro JACTOCY BaHHA NOMIWYIOTL B Nayky 3
KapToHy, . o
— %
CINEUUDIKALIA 0O MKAN3 Pflf*i’”ﬁ”;;:b
Ne HaliMeRyBaHHs Honycrumi Hopmu MeToau koHTponwo | SNPOLY
L fIOKa3HMKa 4
1 | Onuc HAsoonykni TaBnerku Kpyrnoi (popmn, 6inoro ado maiixe Ginoro N1 MKANS ra goy Asoonyxni
KONbOPY, BKPUTI NNiBKOBOIO 060NOHKOIW. 3aranbHi craTTi Ha maénemuu, Kpyenoi
nikapcoki hopmu. popmu, maiixe
Tabnerku 6inozo konsopy,
8KpPUMI M111i8KOBOI
3a 30BHILWHIM BUrNaaomM TabneTku NOBWHHI BignoBsigaTy BuMoram 060n0HKO0.
Jalo)Y 3a 306HILLUHIM
su2nadoM
mabnemuu
eidnoeidaromi
suMozam oV
2 | lnevTudbikayin Ha xpomaTorpami BUNPOGYyBaHOro poaunHy, OTPpUMaHiA npu n. 2 MKAN3 ta
KINbKICHOMY BU3HaYEHHI eCuUuTanonpamy, yac yrpumasHs nika Aoy 2.2.29
ecuuTanonpamy mae BignogigaTy 4acy yTpuMaHHsa nika (MeTop BEPX) Bidnosidae
ecunranonpamy Ha xpomarorpami PO34UHY NOPIBHAHHS (&)
(Ecyuranonpam) .
3 CepenHsa maca TabneTku Ta Big 0,1216 r 40 0,1344 r n. 3 MK#AN3 ra 0,1291 2
CAHOpIAHICTL Macu OdY, 2.9.5
Tabnerku 38 OAHOPIAHICTIO Mack TaBReTKY NOBUHKI BIAROBIgaTH BUMOram
Aoy +3,9% -3,5%
4 | Cynposiani noMiwkm AOMiLUKa A - He Binbwe 0,30% n. 4 MKAN3 ta Mexuwe 0,30%
AOMiWiKa B — He BinbLue 0,50 % AdY 2.2.29 (meTon Menwe 0,50% -
Aomilwka C ~ He 6inbLe 0,50% BEPX) MeHwe 0,50%
AOMilKa E ~ He BinbLue 0,20% MeHwe 0,20%
KOXHa HeigeHTudikoBaHa goMilka - He Binbwe 0,20% MeHwe 0,20%
CyMa yCiX AOMILLOK — He Binslue 2,0% Metwe 2,0%
5 | Po34yuneHHs BianosiaHicTs 3a Tpboma PiBHSIMU (S4, Sy, Si) n. 5§ MKAN3 ta oV Bidnogidae 3a
OUIHIOBaKHA 3 ypaxyBaHHsam Q = 85% 3a 15 xB. 293, 2229 pigHem S,
- : (MeTop BEPX) Qeep =99 %
76,1% - 106,8%
& | OanopiaHicTs no30BanUx | = Ans nepwwux 10 OAWHULbL! NPUUManbLHE YUCHAO He nepesuLye n. 6 MKANS ra Bidnogidac
OAMHULLE 15,0 %. HOY 2.9.40
Il — ans 30 oguanup: NpUMansHe YUCNo He nepesutuye 15,0 % (MeTon npsmoro
Ta Pe3ynLTaT XoaAHOT 4030BaHOT OCAUHUUI He meHLWe 0,75 M i He BUSHaYEHHS)
- o4 Oinbwe 1,25 M.
7 | MikpoBionioriuna 4ncrora
- 3deallbHe Yucno aepobHux
Mikpoopzatiamie (TAMC); He Binbwe 10° KYO/r n. 7 MKAN3 Ta oy 30 KYO/e
- 3azallbHe Yucno Opixoxoeux 2.6.12,26.13
ma nniceresux epubie (TYMC) He Ginble 102 KYO/r Mexwe 10 KYO/e
- Escherichia coli He agonyckaeTbea HassHicTb B 1 r Bidcymmi
9 | KinekicHe BUsHaueHHs: Big 9,50 mriTabn. a0 10,50 mr/Tabn. n. 8 MKAN3 ta oY 10,38 m2/maén.
2.2.29 -
(MeToa BEPX)

KomeHrapi: ymosu 36epiranns — npv Temneparypi He Bue 25 °C B OpurinankHiil ynaxkosyl. 36epiratu y HEeAOCTYNHOMY Ans aiTen micu.
BupoSuuya gineHuus: 37500, Ykpaiua, Monraschka obn, m. JlyBuu, Byn. bapsikkora, 6ya. 16 AT «[TYBHUGAPM» [liueHsig na au’poﬁn’murap AB Ne
298075 Big 21.01.2014 p. Ceprudbikat GMP Ne 083/2021/GMP Bi 28.12.2021 p,

KoHTponk sikocri: 37500, YKpaiHa, Monrascbka 06n, M. Jly6Hu, syn. Bapsinkosa, Bya, 16 AT «JTYBHU®APM» Csigourso npe avecrauito Ne 312 gig
28.09.2016.

Ceprudikauia cepii: 01013, Ykpaina, m. Kuis, MonociiBcekuit pawnoH, Byn. Ey,qiﬂ,qycrpi]', Gya. 5, TOB HB® «MIKPOXIM». NiuenHsia Ha supoBHuuTso
nikapcurux 3acobis cepis AB Ne 598070 Big 13.12.2013. ~

3asza npo ceprudikauio: Lum 5 3acsiguyio, 1o HaeefieHa Buwe iHdopmaLlia ¢ AOCTOBIPHOIO Ta TouHolo. Liio cepiic=Rpeaymil Gyno BUpoOneHo

(BKNKOYAKYY NaKyBaHHs T3 MapkyBaHHA) Ta nposeaeHo KOHIPONL 11 AKOCTI Ha BULe BKasaHii AiNbHUY ¥ nosHZae '5-' nramm GMP,
SCTaHOBNEHUMY MiCUEBMM PEryNATOPHUM opraHom, a rak IMYOCTI 3i cneyudikauiamu, Wo MicTaTheaf e P La50My 2>, [TpoTokonu
BupobHuLTEa, NakysaHHsa Ta aHaniaig Oynu nepernanyf BBiaHIcTE GMP, ¢

Bucuonok:  Bidnosidae sumoram MKAN3 ao P/
3riaHo Jlucra MO3Y 24-04/5511/2-9/4

Hossoneno no peanizauii ’

YNosHoBaxeHa 0coba 3 SKoCTi

« 16 » 04 2024 p.
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