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{opMa BRITYCKY, XOIYRAHS, BI MAKyRAHHS TIKAPCEKOre 3acoby)
Homep pecerpanitinoro mocsinuesis UA/9479/01/02 erpox 1ii pecerpariiiiore nocsiguenns 01.01.2099
Cepisg mixapcesroro 3acoty Ne E6K034 KinpxicTs BRE38HOTO MEKAPCHKOTG 3ac00y 3

Bupobupx Mepoxemi JITH (Henrpansruii 3ason), Kinp

(nalivenyBanHs BEPOGHMKA JMKAPCHKOro 34C00y, XpaiHa TTOXOMHKSHHES)

Bseseno s Yrpainy Crninbue YKPATHCLKO-€CTORCHLKE NipnpueMereo y Gopmi Torapnerea
3 odmexeno0 BinnosinadasuicTo "Ontima-Dapm, JITA", inenr. xon:
21642228

{HEHMEH}?BEHH}I Ta ko 3a CJPIIOY mpﬁﬂﬁqum ocahi abo ngmgnme M, 1O GaTBEOBL d}mzﬁﬂm
‘ocobu - mignpuremns, I MiCHE HpOKIBANE Ta peec'rpaumﬂmf HoMmep OO KOROT KAPTKY TINATHIIKA.
HonaTRiB abo Cepif Ta HOMED nacaopra)

Tiporoken sisyansuore kontpoimo six 05.04.2023 N 1012/10.
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Menoxemi JIT] (3apon A7)
2 Mixaen Epaxkneoc Crpit, A¥H0¢ ATalacioc
TnaycTpianena 3oHa, Axuoc Aranacioc,

MEDOCHEMIE.

Jlimaccon, 4101, Kinp

Mpenapar: MEJOKAPAUIIL, 1a6ietkir no 25 mr

Jlivensis nomep: 032
HBI Ceprudixar Ne: MEDO5/2016/001

CEPTUGIKAT SIKOCTI

Hominanuuuif smict: 1 tabierka MicTHTL! K&pREAUIOTY 25 Mi- |
Ynakoska: o 10 Tabnetok y 6nicrepi, no-3 Guicrepu ¥ KapTOHHIH KopoOui

PoauMip cepii: 6666 yuakosoi:

Hinouuus. sunycky cepil:
Menoxemi JITH (Llenrpansuwnii 3ason)
1-10 Byn. Koucrautuaynonec;

Jlimaccon, 3011, Kinp

Jlinensis gomep: 032

HBII Ceprugikar Ne: MEDO1/2018/002

Cepis No: E6K034

Hata Bupo6upurea; 1072022

llokyneus: «TOB «X®K «Biokou» Yipaina 1Tlpuparauii no: 10/2024
Peecrpauiiine nocainuckns » Yipaini: UA/9479/01/02 . -
Mokaiupkn Bumorn cnenudikanii PesyanrTaru
Ormuc bini, nnocki, xpyrai Tabnerku 3 po3nomiNLYOKo Doposenkowo. Hiamerp: | Bianosiaae
Onusnko 6,0 Mu. TobwmHa: 2,7 MM +.8 %, 3a 308HiUIHIM BUMALIOM
| | HOBUMHHI BLANOBiAaTH €sp. O,
CepesHa Maca 82,2 Mr+3% 82,6 MT
Tabnerox
Onuopianicrs macu | £ 7,5 % -1,6%, +1,6%
Posnananxa He Ginniue 15 x8 4 xB
Crifiicts Tabnerox | 2-9,5 kp (20-95 H), cpenuss 3,5 kp (35 H) - 3,6 kp
A0 pO3AaBJIHBAHHA
Crupauicrs He Ginpue 1,0 % G.1 %
Inentudixanis A. Posmip, noroxenHs Ta iIHTEHCHBHICTD 3a0apBACHHA GCHOBHOT Birnoginac
KapBeadaony UIAMH HA XpoMaTorpamMi BUIpoOYBAHOIC POIYHHY MOBHHAI
BLINOBIAATH PO3MIpyY, MONOKEHHIO Ta (LITCHCHBIIOCT 3abapBncHis
OCHOBHOI TUIAMH Ha XpOMATOrPaMi CTaHAapTHOTO PO3YHHY, ) |
B. Hac yrpumanus ocHoBHoro niky Ha XpoMarorpami BUNpoOyRaHoro Binnonizae
PO3tMHY, OTPHMAHIH PN KiNBKICHOMY BU3HAUEHHI, NOBHHEH
- BLAITOBIAATH 4Macy YTPHMAHHA OCHOBHOIO MKY Ha XpoMaTorpami
o _CTAHAAPTHOFO PO3YUHY. B |
Cepeans Maca 41,1 Mr+3 % 40,8mr

NOMOBKHOK
-Tabnerox S
Onropianicts Macu | He Ginbie onHiel iHAMBILY2/bHOT MACH MOXG BMXOIMTH 3a Mexi 85- 97,5 %- 102,2 %
TTOJIOBHHOK 115 % sin cepeannoi mack notorunox Tabnerox, Hi omma OJHHULA He
Tabnerox MOXKE BUXOJNATH 32 Mewi 75-125 %,
Omuopiauicrs ¥ BIANOBIOHOCT] 10 Bumor €gp.d, 2.9.40 1,9
JAQ30BAHUX QUHHLD
Bona He 6insuie 7,0 % 4,7 %
Po3unHerHs He menme 70 % (Q) 3a 45 xs 83,1 %
Cynyrtui goMituks HoMmitukn A — wne 6iaswe 0,20 %. Jomimxy C — ne Bineine 0,02 %. 0,011 %
KoxHoi HesigoMoT xoMitky - e Ginsme 0,10 %. Cyma nomiwok -~ Be | He rsBheno
Gineuie 0,50 % 0,012 %
- ) 0,043 %
Kinskicue Ha BuOvck: 98.8 %
BH3HAYCHHA Bin 24,25 sMr g0 26,25 Mr xapBennnony B oXHii tabaerwi (97,0 % -
105,0 % Bia HomisansHoT kinskocTi)
Ha TepMin npuaaryocri: .
Bin 23,75 Mr 10 26,25 Mr KapBeIHIONY B OHIH TabneTin
o | (95,0 % - 105,0 % wix Hominaipuol KiJIbKOCT1) o .
Mikpobionoriuna 3aranbla KUTBKICTE KUTTEIAATHHX acpoOHHX Mikpoopradiamie B | 1 He | <10 KYO/T
HMCTOTA Oureiie 10° Gaxrepiit Ta He Ginbme 102 rpulIB. Escherichia coli iosuuni| <10 KYO/r
Oyru BincyrHi B 1 T ‘Bianosigac

‘cnepikanif,

s s 3aceiguyio, wo HaBeACHR BALIC IHMOPMALIS € AOCTORIPHOIO Ta TOYHOIO. Llfo cepito npoayxuii Syno BupobneHo
HO KOHTPONL 11 AKOCTI H& BMINE3AIHAUSHIN AiNbHMN] Yy TIOBHiH
a TakoK BlAnosiHo ao |
“Ba), PEECTPALAHOMY Nocke abo TOpro.iii miuensil KpaitHu-BUpoGHitka abo_gpai,
A00 y socke cnieundikauiin ma npemapar ans AOCTIKYBAHO LY

(BKIIOuAIOYY IAaKYBAHHA/MADKYBAHHS) Ta TpoBeAe
3 Bumoramu GMP,

BIAMOBIAHOCTI.

IpoTokomyH

BCTAHOBICHHMY  MICLIEBMM DETYJSTOPREM . OPFaHOM,

L1

Y HOBHOB; T T K.Hikonay Jara: 30,01 2
) . . . t,_.: \’ if )
' -f{iﬁH'l’ii-Ci}:i.iL;i;-viHMH _'_:'-m E ;
¥ 52 3
21862547 i

Dﬂ}_'ﬂ

e

D oo 14775

48 Ta-aHANI318 OYNO NeperisHyTO T BCTAHOBACHO BLAIOBI A1 L“‘%’ AR el

s

IHM=-IMIIOPTEpA, .

a



