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JEPKITIKCIIY KB A
JAEPKABHA CAYKBA 3 TIKAPCBKMX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

Byﬂ'..'BépesmKchbKaj,_29, Kuis, 02098, ren./daxc: (044) 550-23-5 5, Teut. (044) 550-20-55.
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua,.Ko,u CAPIIOY 37079055

._. BUCHOBOK
IPo AKICTH BBE3CHOTO B YKpainy JiKapchKoro 3ac00y

29.12.2020 Ne 73577120726

XEJITEKC® AHTUKOJI{ HEO IMBUP BE3 ITYKPY

(HaliMeRyBanHs MKapCeLKOTO 3ac06y 3rinmo 3 peecTpaniihuM rocsiqveH M)
TOPOMOK AJIs OPAJILHOI'G PO3YHHY 110 2,5 I mopomky B came, o 10 came y KapTonniit nauni
(popma sunycky, no3yBaHus, BUI NaKyBAHHA NIKApCBKOro 3aco0y)

Howmep peectpauiitnoro nocsimuenns UA/17631/01/01 CTPOX Aii peecTpauitinoro nocsiaenns 21.08.2024

Cepist nikapcskoro 3aco6y Ne 0 18F20 KinbkicTs BBE3€HOrO Nikapchkoro 3acoby 25084
BrpolHuk AnneKc-l"ibapMa. CA, lsefinapin | o
(HaliMeHyBaHHs BHPOOHHKA NIKAPCHKOTO 3ac00y, kpaiHa MoXomKeHHa)
Breserio B Vipainy Tosapucrso 3 o6mexenoro signosinansnicrio "MOBI XEJIC", inenr.
xox: 36258483

(naliMenyBanus Ta xox 3a €JPTIOY iopHAr4HOL 0co6y abo npissume, iM's, 10 GATLKOB] Mi3HYHOT
0cobu - nixnpuems, i Miclle NPoKUBAHNS Ta peectpauilinuil nomep 061ikoBOT KAPTKY MUATHHKA
oAIaTkie a0 cepid ra Homep macnopra)

Iporokon Bisyansiore koutposmo sin 29.12.2020 Ne 4256/1.

32 pesyNbTaTaMH NEPAABHOIO KOHTPOMO BCTAHOBNGHO, Wi mikapcekufl  saci6 BBeseno B Vipamy 3
AOTPHMAHHSIM BHMOT 32KOHOIABCTBA OO 33663 NEUEHHA AKOCT] TKAPCHKIX 32C0GB,

~

Hesaltbhik Mcona XONOJEHKO

(mianumc) (ininiam ra npisane)

(mocanosa ocoba
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CEPTU®GIKAT SIKQCTI

Bupo6ieHo Ta mocTasieno: «Amexc Gapma CA», Hlseiinapis nos TOB «Mosi Xerncy, Yipaiia

3piT Ne: 8517PF Hata ssity: 16.12.2020

3pazok: XEJIEKC®*AHTHUKOJA HEO IMEWUP BE3 LLYKPY, nopomox ans opaanuoro po3unny
no 2,5 rscanre; no 10 camre y KapTrouHii naymi

(ITapaueramon 500 M, ICBOLETUPH3NHY JHriapoxaopun 1,25 mr)

Peectpaniiine nocsiguenns: UA/17631/01/01 Hocsyraerss aificue no: 21.08.2024
BupoGuux: ATNEKC PAPMA CA Jlit.BuroT.: Ne 505902

Ajipeca BHpOGHIIOT JIUTSHKY : Bia Kanronane, 6805 Meisoniko- Bipa, iseiimapis

CepTudikar BIAMOBIIHOCTI BUMOraM Hanexuof BEPOBHNYOT ipakTky Ne 20 - 0084

Hara: 06.02.2020

Caicemenix. [UBeHLapesxe areHTeTRO TCPANEeBTHIHUX MPenapaTis

_ Cepia Ne 018F20 - Mara Bur. 09/2020 TepMin npum08/2024 _Poam cepii 25084 yrax. B
HAVIMEHYBAHHSA BUMOTI'M MK#] PE3YJILTATH
[TIOKA3HUKIB AHANI3IB
OIMTHC Ilopowox Big Ginoro o ceitno-sxoproro KONBOPY. [Topoiuok Big Ginoro
N0 CBITJIO-)KOBTOI O
1 - KOSIBOPY. )
[AGHTHUDIKALILS
[Napaueramon ~ Yac yrpumysaHHs nixa.napaue"ramony Ha XpoMaTorpami Binmosigae

BUIIPOOOBYBANOTO PO3YMHY, IPHIOTORAHOTO IS KUTBKICHOTO

BH3HAUCHHA, Mac 30IraTHCA 3 UaCOM YTPHMYBAHHA ITiKa
NapaneTamony Ha XpOMaTorpami CTaHAapTHOTO PO3YHHY
‘Hac yrpUMyBauH4 nika JICBOLICTUPH3UHY IMTIAPOXIIOPULY Ha | Binmosizae
| XPoMaTorpami BUNpoGOBYBAHOIO PO3UHHY, NPUrOTOBAHOIo
JVIst KIJIBKICHOIO BU3BHAYEHHS, Mae 36iraTHes 3 JACOM
YTPHUMYBAHHS [11Ka JIEBOLCTHPHIHUHY JMTIIPOXTIOpUAY Ha
XpOMAaTOrpaMi CTaHJAPTHOTO PO3UMHY

HesoueTupusuny
AHTIAPOXAOD UL

- Bapsuk Taprpasun CreKTp TOrIHHAHHS BUIIPOGOBYBAHOTG POIUHHY HOBHHEH

BUIMOBIZIATH CHEKTPY CTAHAAPTHOTO posuuHy B oGnacTi Biy | Bijinoninae

330 aM 1o 600 1M 1 MaTH MaKCUMYMU NOIIHBAHHS TTPH
OAHAKOBHUX JOBKHUHAX XBUJIE

CEPE/HS MACA BMICTY | ~ Hemenme25r T T2s0r

CAILE |

OJHOPITHICTE MACH Maca BMicTy He Binsie 1BOX canle MOJKe MaTH BIAXHMNCHHS | - 4,50 % 7o + 2,70 Y%
BMICTY CAlIE

BIl Cepe/iHBOT MacH Giibine Hix + 5 %, Ta maca BMICTY
KOIHOrO-Calye He NNOBUHHA MaTH BIAXWUITCHHS Bif CePeAHBOT

==Macl Outs1e Hivk +10 %

CYTIPOBLIHT NOMILIKYU
4-aMIHoGEHO

| . BHe nerexTyerpes
'4"'*““}’?3”?’”“‘““, FT € JICTeKTYEThCS
Oxpemi neigentudikosani A 0
NOMITIKH g vienwe 0,25 %

1 MIKPOBIOJIOTTUHA

HUCTOTA

3araibHe HMCIIO KUTTE3 aTHEX Menine 100 KYO vyl ¢

.X@X'CLH" Lf"-“((f?f// écgﬁ ﬂ//l}_Q,ZZ QC?M /
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acpobuux

Mikpooprauismis(TAMC)

3arajbHe YHCHO ADIKUKOBHX e - . .

Ta TUIiCHHBHX-I‘pHgiB(TyMC) He Olmeree 100y 1 v Menmwe 100 KYO y 1 v
E-coli He nomyckaetses y It L
| o B Bineyraiy lr
KUUIBKICHE BU3HAYEHHS

[Mapaueramon Ha suryck: 8ig 475,0 Mr 1o 525,0 mr/came 518,4 mr/camre

Ha Tepmin npunathocri: Bix 450,0 mr no 550,0 mr/canie (103,7%)

JleBouetupusnmy Ha purycx: Bix 1,125 Mr o 1,375 mr/canre 1,285 Mr/came
AUTIAPOXAOPHL

Ha tepmin npunarrocti: Bix 1,125 Mr o 1,375 mMr/caute (102,8 %)

OHHOPIHHICTB A030BAHMX Hpuitmanene uucno (AV)IJIH.H riépmﬁx 10 caie mae Gyru

OMMEMUS MeHIIe abo mopisHioBaty L1, y %. Skmo AV 6inbime Ll,y
Lapaueramon 70, BUNPOOYBAHHIO MiXY1at0Th HacTymHi 20 caue | 4,8
o obunemoTs AV, Kinnese npuiiManoue qucio (AV),
Jlesouetupusuny L | <A
po3paxosane nig 30 caie, Mae 6ytH MeHte abo 5,4

ONTIAPOXJIOPUA o os . .
nopisHioBaty L1,y %, i ;xonen IHAHUBIOYaIbHUH BMICT ¥

Catte He € MeHIMM 3a (1 — L2 x 0.01)M. i He e 6ifpluum 3a.
(1+ L2x0.0)M. L1 nopisnioe 15,0, a L2 nopisuroe 25.0.
30epiraTu B HenocTyNHOMY ISt TiTet MicI, B OPHATIHANBHIH
SLEPITAHHA YNaKoBIUi, IIPK TeMaepaTypi ue sume 25°C, Bianosigae

TEPMIH IMPUJIATHOCTI 4 pox Binnosinae

BHCHOBOK: 3rigHo: ymi HIDKUETITANMCAHOTO, BHIICBKA3aHM 3pa30K BiIIOBinae CTaHHapTaM SKOCTI.
LimM st 3acpimuyro, mo HapemeHa Buine IH(OpMalli € HOCTOBIPHOI T4 TOYHOIWO. Lo cepito mpoxyxuii 6ymo BupoGreno
(BI{JI}O‘IEI'I{)‘IH_HaK)’BaHHﬂ/MElpKyBaHHH)_ Ta IPOBE/ICHO KOHTPONL i AKOCTI Ha BUIE3a3HAYSHIH TinsHu ¥ TIOBHIN BiIIIOBiAHOCTI 3
Bumoramu GMP, BeTanoBNeHUMYU MicLieBuM DETYNATOPHUM OPraHoM, a TAKOX BIANOBIAHO 10 CTieEQIKaLid, Mo MicTATLCS y
peecTpaniiinomy nocke ago™ Toprosii JeHsii kpalHU-BHpoBHIKa aGoN KpalHU-IMIIOpTepa, IXIIO NpoayKLifo iMIopToanoY, a6o
Y Hoche cnenudikanii Ha npenapat i ROCIIIUKYBAHOTO JIIKApChKOTo 3aco0y. [Iporoxonu BupobHuLTEa, HaKyBaHHA Ta aHaIi3iR
OyJ10 NEPEMIAHYTO Ta BCTAHOBNICHO BinmoBinHicTs. GMP

Hp. P Bini (Menemrep K51)
Ap. O. Hetgdo (Meremxep 35) )
Ap.@. Crpormono (Texnivnui aupextop)

Hara: 16.12.2020
16:12.2020
16.12.2020

—ui

‘ *’;:E‘ﬂj}e."xa
g -

Bipuicrs repexnany HIATBEP K YEMO
TOB «Mopi Xency




