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AEPIKABHA CJIYJKBA 3 TIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIHA OBJACTI

npos. Csitnuanoil Hanii, 3, m.Knis, 02099, Ter/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOV 37078774

BHCHOBOK

npo AKICTL BBE3eHOro B YKpainy Jixapenkoro 3acody

21.12,2023 Ne §9031/23/10

HEKCETHH

(HaiiMeryRanua fikapesxoro 3acafy arinsHo 3 PEECTPaLiTHEM HOCBifuCHHRM)
KACYIH KHIUKOBOPOSIHHHI TBepai, o 20 mr o 14 kancyn y duaicrepi; o 2 Guricrepn B
Kaprouaii ymaxosui

(thopma mumycky, qo3yBauKy, BUA MAKyBaRHS NiKapCRKOro aagaby)

Homep peecrpauiiinoro noceinuenns UA/16830/01/01 crpox aif peecrpanitinoro rocainuetin 13.07.2024

Cepisa nixaperxora zacoby Ne CKMHO0ZA Kinsricts BBesenoro mikapeskora saco6y 100
BupoGtk HOBEJI UIAY CAHAIL BE TUDKAPET A I, Typeuuuna
{uaiiveHypanHg Brpobumka nikapeskoro sacofy, Kpaina MoXOmEeHIA)
Bresero B YKpainy Crizbae yKpaiHCHKO-eCTOHCLKE MIINpPHEMCTEO ¥ dopmi ToBapuCTRA
3 00MeReHOI0 BiAHOBIZaANLHICTIO "OnriMa-Oapm, JITI", inenr. won:
21642228

(Hafivenysansr Ta ko 38 CIPTIOY wpuaHInoT ocobn abo npiasuue, in', no Gartskosi GianuHOT
ocobH -~ HianpieMnd, i Micle nposIpaHNA T4 peecTpauiiinuil HoMep 06IiK0BO] KApTKI NNATHIKA
rogatkie abo cepin Ta Homep macrtopTa)

IIpoTokoa eizyaneuoro kourpome sin 27.11,2023 Ne 3765/33.
JaGoparopruit avaniz AkocTi Aikapcskoro 3aceby amificuenmii:

AT "Lentpansua naboparopis 3 aHATi3y 4KOCTi MiKapeskux 3acobis i Memumoi mpoxyxuil”
(M.Kuis, Bys. Kynpsascska 10r ». Kuig, sy Kynpsasceka 8B Kuiscbka obnacts, c. Hosi ITerpismi,
BYJL. IBaHa ®panka, 19)

{uafimenyBanns Ta MicLe3RAXOKEHES #1aboparopil, Lo [poBena Ma6opaTOPHsI aHANI3 AKOCT)

Brcriosok imoao sxocri nikapessoro sacody, snazrmit naGoparopieo six 20.12.2023 Ne 2382

Pesynurarn naboparoproro anatiay skocti nikapenkoro 3acofy 3a nepenipesnmu MOKa3HIKAMH BianopigawoTn
BUMOTAM METOIB KOHTPOIEO SKOCTI (aHayiTHYHO-HOPMATHBHOT JOKYMeHTANLT),

Ja pesynbTaTaMN [IePABHOIO KOKTDPOINI0 BCTAHOB/EHO, D NKAPCHKNH 3aci6 BRe3cHo B Yipainy 3
AOTPHMARHAM snvor 3a5CHOAABCTBA MOAO 32083064 SHES FKOCT] MKAPCHIHX 3ac06iR,




JlepxaBHa ciyx6a Vipainn State Service of Ukraine on Medicines
3 JIIKaPCHKUX 3aC061B Ta KOBTPOIIO 32 D G and Drugs Control
HapKOTHKAMH
3 [SAa2
Hlepxasne nignpuemerno "eurpansna 7 State Enterprise "Central

naboparopin 3 anajizy axocri JIIKapChKHX
3a¢00IB i MEAHTHOT NPOAY K™

Laboratory for Quality Control of
Medicines and Medical Products"”

Ykpaira, 04053, m.Kuis, eyn, Kydpsecbra 10

men./thakc (044) 272 57 98

web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

10G, Kudryavska street, Kyiv, Ukraine, 04053
Tel./Fax +380 (44) 272 57 98
web! www.clab.com.ua, e-mail- centrallab@clab.com.ua

Ceprudirkar aHa 3y Ne 2382 Big 20.12.2023

Hasga 3paska;

Peectpauiitauii nomep:
Bupoonuk:

Homep cepii:

Micue BigGopy 3pazka:
3aMOBHHK:
Cynpoginnnii fokymenT:
AKT Biifopy 3paska:
Cran 3pa3ska:

Hata oTpumanus 3paska:

JaT BukoHaHus poGir;
Bua konTposio:

Micue nposenenns
AISUILHOCTI:

HJI, rinnosixso no sikoi

HEKCETHH, kancynu KHIIKOBOPO3YMHHI TBEpAi, o 20 Mr 1o 14 Kancyn y 6aicrepi;
1o 2 Grictepu B KapTOHHIH Yriakosni .

2438.23

HOBEJI JIAY CAHAI BE TUIDKAPET A 111, Typeuunna

CKMHO00ZA

Crinere ykpaiHcEKo-ecTOHCBKE niAnpHeMCTBO ¥ hopmi TOB "Onrima-®apm JIT"
HepixasHa cnyx6a Yipainu 3 NKaPChKUX 3aCOGIB Ta KOHTPOMO 32 HapKOTHKaMM
JIuct Ne 9488-002.0.1/002.3/2-23 mix 05.12.2023 p.

Ne Bim 06.12.2023

3pa30K B CTaHi NPHAATHOMY JUIA [POBENEHHS BHOPOOYBaHL

08.12.2023

11.12.2023 - 20.12.2023

3a posnopsmkeHHaM JlepxaBHoT Ciyx0u YKpaiHu 3 JliKapchbKux 3aco6is Ta KOHTPOJIIO
3a HapxoTukamu ("IM", TToctanosa 902)

Al «llenTpanbHa 1adopatopis 3 aHalli3y AKOCTi JKApChKUX 3aC06iB i MeaAuuHO]
NpOJYKLIT»

MK no p.n.Ne UA/16830/01/01, aminm Bix 05.02.2019 nakas Ne 297, aminu

NIPCBOAUBCH aHAaMi3:

lNMokasHuku Bumorn HOQ Pesynbraru
Onuc TBepai xenaTuHosi kancynu 3 HEMPO3IOPUM KOPNYCOM CUHLOIG Bignosinae =
KOMbOPY | HENPO30OPOIO KPULLEYKOK CUHBOIO KONbopy, Lo MICTSTb
neneTu sig Ginoro 4o xosTyBaToOro Kon bOpPY
IneHTUdikavis 1. Hac yrpumysanHs niky AYNOKCETUHY Ha XpomaTorpamax Bignosigae

ACCTIAXKYBAHOrO | CTaHAZPTHOrO PO3YMHIB, OTPUMAHWX NpK
KINbKICHOMY BU3HaYeHHi, NOBUHEH cnisnagaTu

2. YO-cnekrpu AocnifKysaHoro i CTaH[apTHOro po3yuHiB, oTpuMaHi B Biagnosinae
TecTi "PoaunHenns" (ctazis I1), nosuxH MaTu MaxkcuMyMm 3a
aHanorivHnX 4oBXUHaX XBUMb

3. Tutany auokecua. MoauTueHAa peakuis (ans nenner) Bignoeinae
Cepegns maca smicTy 117,40 Mr £5 % Bianosigae ..
Kancynu 117,08 mr
OpHopiaHicTe macu BMICTY Maca BmicTy He Binblue 2-x i3 20 Karcyn MoxXxe matu BigxurieHHs Biga  Bianosinae

Kancyn CepeaHbol macu Binbiue, Hix Ha £ 10 % Ta oAHAa 3 HUX He NOBUHHA

MaTtu BIAXWIIEHHS Bif cepeiHbOT Macy Ginblue, Hik Ha + 20 %

KinbkicHe BusHayeHHs HynokceTun (20 mr + 10%): 18,0 - 22,0 mr/kanc.

20,0 mrfkanc,

Ynakoska 3rigHo BuMor MKS Bianosinae
MapkyBaHHs 3rigHo Bumor MK Bignosigae
BUCHOBKH: Ceprugdikar aHamizy Ne 2382 Bin 2311}.; 23 _TIATBEPIDKYE, IO TNEpeBipeHumii 3pa30K IIperapary

HEKCETHH, kancynu mmxosopo;ﬁﬂhﬂi%eﬁ Q 20 Mr 1o 14 kancyn y GricTepi; mo 2 OmicTepu B
KaPTOHHIHA yrakoBLi, Ne cepii C@Hﬂﬁg&?ﬁﬂﬁgpﬁﬂ TBO HOBE}I [JIAY CAHAI BE TIIDKAPET
A L., Typeuauna Bignopigae BiMoraM MK o i No'WA/16830/01/01, sminu ix 05.02.2019 Hakas

Ne 297, sminu 3a HaveieHUMH BHIlle HOKASHHKAMHTT > o ¢
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Kineus ceptudikara ananisy Ne 2382 sin 20.12.2023

Cron. 1iz 1




NOBELILAC

SANAYIl VE TICARET A S.

[TopHuii 141xn BRPOOHHIITBA, BIIMOBIAAILHHUHA 3a BHITYCK cepii:

HOBEJI JTAY CAHAI BE TIJUKAPET A.HL
Kpapran Cankaknap, up. Ecki Axgakojpxa, Ne299

81100 M. JTiosmke, Typennina

BupobiMITBO IPOMIKHOIO MPOYKTY: (ENET AYAOKCETHHY'!

Yakap Kimis Canai se Tipkaper ALlLL

Opranaits Canai bosrect, I'azt OcMan [laca Max.

tharix Bynsapi, Ne: 9, 59500 Yepkeskoit, Texipaar, Typequnna

Kpaina-supoGuuik: Typemninna
Biziin konTposmo sxocti:

Tel: (216) 633 60 00

Fax: (216) 633 60 01

CEPTH®IKAT AKOCTI

Peecrpaniiine nocsiguenns NeUA/16830/01/01; nic 8 ¥Yxpaiui ao 13.07.2024

HHA3BA IIPENAPATY: HEKCETHH, xancynu KHIKoBopo3uHimi TBepit, o 20 M1, no 14
Karncyn y Gnicrepi, o 2 GiicTepH B KapTOHHIH YIaKOBI.
Jiroui pewonnnn: | Kancyna MICTHTE JYVAOKCETHHY FAPOXNOPHIY CKBIBAMCHTHO JIYIOKCCTHITY

JATA BHITOTOBJIENHA: 07.2023
TEPMIH ITPIJIATHOCTI: 07.2025

BUIIPOOYBAHOIO TA CTAH/IaPTHOIO PO3MHHIB, AKi GyNH OTpHUMali IIpH
KUIBKICHOMY BH3HAUEH:, IOBMHHO CMHIBIAIATH.

20 mr

CEPIS Ne: CKMHO02A

BHI'OTOBJIEHO : 2910 ynakoskH

BHITPOBYBAHHS CITEIMDIKAITH PE3YJLTATH

TBepl XeMaTHHOBI KalCYAH 3 He(po30pHM KOPIYCoM cHHbOIO | Bianosije

OIHC KOMBOPY T4 HCHIPOIOPOI0 KPHIIEHKON) CHHBOIO KOJBOPY, IIO
BMIIYIOTH NefieTH BiJ| (13010 JI0 KOBRTVBATOI'O KOJNILOPY.

LIEHTH®OIKAILIA Hac VIpHMYBaHHS MIKY AyJIOKCCTHITY Ha XpoMaTorpaMax Bianosinac

Y®O-cnexTpi BHIIpOOYBAHOIO Ta CTAHAAPTHOTO POIUHHIB, OTPHMEHHX
y Tecti «Posunnennsy ( crajus 1I), MOBHEAI MatH MakCHMYM NPH
AHANOTTTHUX JIOBXHHAX XBHIIL.

Bimonijae

THraua anoKceni.

19,0 Mr — 21,0 Mr Ha Kancynny

11lix 9ac repminy npmarsocri:

20 mr £ 10%
18.0 mr — 22.0 M Ha Kancyay

[osutuBia peakiis (ang nener). Bijmnosigae
CEPEJHS MACA BMICTY 117,40 mr + 5% F1741 mr
KAIICYJIX.

Maca smicty e Guisme 2-X 13 20 Karcyl MOMKC MaTH BiI/DXHICHHSA Bij
OAHOPIAHICTL MACH BMICTY cepemnol Macu GUbIne, HEK Ha 4 10% Ta *o/iHa 3 HEX He [TORMHHA 0 kaneyn
KAHNCYJIH. MaTH BUIXHICHHA Bill cepe;iimkoi Macu Guisiue, HiK Ha 4 20%. 0 Kareyn
BOJIA Fe 6umine 3,0% 1,2%
PO3UYHHEHIIA Cranis 1. He Gumeme 10% 3a 120 xo. 1,3%
HynokceTnn Cratis 11, He menpme 75% (Q) 3a 90 x8 102.5%
KLILKICHE BI3HAYMESA: 1lix gac Bruycexy:
Hynoxcernn 20 mr+ 5% 19.6 M1/ xancyny

OAHOPUTHICTD O30BAHIX

FlpenapaT sutpumye sumorn Eur. Ph., 2.9.40. AV<15,0% (L1)

Bianoninae

(TYMC) - ne 6insie 10* KOE/r:;
He nomyervume Escherichia coli 8 1r npenapary.

OJHIHHIB AV=1734
CYIIYTHI JOMBSIT 1-nadron: ne 6umme 0,2% 0,00%
DNT Oxkcanar - ue 6ube 0,2% 0,00%
DLX-M303- ne 6insine 0,2% 0.00%
Inausixyansui HesigoMi foMiniku - HC Giapine 0,2% 0.00%
Cyma somimok - ve Ginbme 0,4% 0,00%
B npenapari Aormyckaerbes:
3aranpHa KiIEKicThH acpolunx Mikpoopranizmiz (TAMC) - ne | <10 KOE/r
Subime 10* KOE/r;
3arajibHa KUIBKICTh JAPLKIDKOBHX Ta municHssux rpubis | <10 KOE/r

Bincyrni

Homep ninensii pupoGuunnod jimuumi: NeTR/UY/2019/18-7.
«Linm o1 3acByyIo, HI0 HaBe/Iela BHIIC iHQOPMAIL € AOCTOBIPHOIO Ta TouHo. Llio cepito npoaykii 6yi10 supoGieHo (BKAOUAIOUH NAKYBANTH/ MAPKYBAHIIT)

T4 [IPOBEJICHO KOHTPOJIB T 4KOCTI Ha BHINle3a3HaueHI ANBHULE Y NOBHIH BignoBimocti 3 BuMoramu GMP, BCTAHOBJICHHMN MICLICBMM PErY/ITOPHHM OPranoM,
a TAKOXK BLUIOBIEO 0 cnenudikailiH, 1o MICTATHCA Y peectpailifHOMY A0CKhE.

[Tpotokonu sBHpoGHMITSA, HAKYBAHHA Ta alali3is 0YI10 NEPEerifHyTO Ta BCTAHOBNEHO BiggosimmictTs GMDy.
Hauannaux siainy 3 kourpomo skocri / KOjuken Kosnyxa / nignuce /’W
07.07.2023p.
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