Binin 3a6e3neueHHs AKOCTi / KOHTD

NponyxTr

oJ10 sikocTi - Ceprudikar axocti Ne

IIMACKJIEAUH® 300 (PIASCLEDINE® 300), kancyau 15 kancya y 6aicrepi, no 2

6aicrepa B Kopobui 3 KapToHY

(Tiroui pevosunu: cymimi oxi# aBokano Ta coi — 300 Mr, wio Bianosinae onii aBokano
HeoMWToBaHUX cnoayk 100 mr Ta onii coi HeomumoBanux cnoyk — 200 mr)

Kox Cepin KinbkicTb
8703792 M892 10 368 ynakoBok
Hata JaTa npoBeqeHH Jara 3akinveHHs Tepminy
BHpoOHHUTEA anaJjisy NpUAATHOCTI
08/06/2023 17/07/2023 08/06/2026

Kpaina supobuunk: ®Opannis

Peectpauiiine ceigonrso Ykpainu Ne UA/13173/01/01

BunpoSysaHHs Bumorss s8HpoGHHYOro KOHTPOJIO PesyanTaTt

akocTi (cneundikauil) npu BUNYCKY

3oeniwnif Burnag
(BHYTp.CTaTHA)

Hanienpo3opi 3anas#i xancynu 3
6inolo KpHIIEHKOIO 3 MAPKYBaHHAM
«P» axmo Gine Tino Kancynu 3
mapkysauHaM «300» abo 6inoio
KPHIIEYKOIO 3 MapKyBaHHAM «300»
Axmo Gine Tine kancynu 3
MapKyBaHHAM «P», wo micTaTs
KOpHuHeBy nacTy. BincyTHicTs
NOTROKIB | NPOCOYYBAHHA.

Hanisnpo3opi 3anaaki xancynu 3
611010 KpHILEUKOIO 3 MAPKYBAHHAM
«P» axwmo Gine Tino xancynu 3
MapkysanHsM «300» abo 6inoio
KPHIIEYKOIO 3 MapKyBaHHAM «300»
axuio Gine Tino kancynw 3
MapKYBaHHAM «P», wo MicTaTs
KOpHYHEBY macTy. BiacyTHicts
NOTLOKIB | MPOCOYYBAHHS

loenTndikauin
InenTudixalia Heommwmosanux
oJ1ift aBoxano Ta col Metoaom I'X

TIpUCYTHICTL NEPEHHHUX KOMITOHEHTIB
KOXHOI HeoMumoBaHol oiiT Ha

ITpucyTHICTL NEPBHHHHX
KOMIOHEHTIB KOMHOI

(T'X, €sp. ®apm.! 2.2.28) XpOMATOrpami aHaIi30BaHOTO HeOMMIOBaHOT onil Ha
npenapary. XpoMaTorpami aHani30BaHOTO
npenapary.

[nesTndikaria
GyTHAriZpOXCHTOMYONY METOAOM
BEPX (BEPX, €pp.®apm.’
2229

Yac yTpuMyBaHHA NiKy Ha
Xpomatorpami BunpobysaHoro
po3unHy Bianorinae yacy
YTPUMYB2HHS MiKy Ha XpoMaTorpami

Yac yTpUMYBaHHA NiKy Ha
XxpoMmaTtorpamMi BHnpobyBaHoro
pO3UMHY BiANORiAAE Hacy
YTPUMYBaHHA NiKy Ha XpoMaTorpami

CTAHZAPTHOIO PO3YHHY CTRHAAPTHONO POIUHHY
Cepeana maca BMicTy 307,0 mr £ 7,5% 305,1 mr
(BHYTp.CTATBSA) (284,0 — 330,0 mr)

OnHopinHicTs Macu Bianosinae Binnoeizae
(Esp.Papum.' 2.9.5)

TecT Ha poanan < 15 xBuuy 4 XBHIIMHH

(Esp.®apm.! 2.9.1)

[TepexucHe uucno
{Esp.Qapm.' 2.5.5)

< 15,0 miniexnisanenTiz Ox/kr

1,4 miniexsisaneutie O/Kr

IpanuuHuit BMICT
GyTHIriIpOKCHTONYONY METONOM
BEPX

(BEPX, Emp.®apm.! 2.2.29)

< 0,033 mr/kancyna

0,024 mr/kancyna

KinbkicHe Bn3nadeHHA
metoaom I'X:

- - cyMapHuii smicT -
(PIAS)
HEOMWIIOBaHHX
CroJTyk onifi aBokano

285,0 — 315,0 mr/xancyna




Ta coi

(T'X, €sp.Papm.! 2.2.28)
Mixpo6ionoriana uncrora’
(€sp.Capm.’ 5.1.4,2.6.12 i
2.6.13)
3araneHa KibkicTs aepofHux
mikpooprauismis (TAMC) < 10° KOE/r Bunpo6ysasHs He NPOBOAWIOCH.
JaransHa KinbKicTs APDEIKOBHX /
maicuseux rpubis (TYMC) <102 KOEfr Bunpo6ysanus He NPOBOAMIOCA.
crnemudiuni MikpoopraHisMH:
| Escherichia coli BincyTna s 1 ma Bunpo6ysaHus He TPOBOAKNOCA.

I €pp.@apm. B ocTanHilt penakuit.

? ceundixaiia npu BUMycKy: NepioMMHICTs TeCTyBaHHA - ABi cepil 3a piK;

e iganiw: .
1{uM 3acBiNuYIO, IO HaBEAEHA BuUIe iHpOpMAIis € AOCTOBIPHOIO i TOYHOIO. Lls cepia npoaykuil
6yna BupoGneHa (BKIOYAIONM YIAKOBKY / MapKyBaHHS) i NMPOBEACHO KOHTPONb if sxocti Ha
BKaszauifi gimsuni (ax) s noswik BianosimHocTi 3 BUMoramMu GMP, BcTaHOB/ICHHMA MiCIEBHM
perynaTopuuM opranoM ®paniyssKe HaliOHANBHE AreHTCTBO 3 6e3neKy JiKapChKiX 34co6iB i
Bupo6iB MeaHIHOro mpuskavenns (ANSM), a Taxox y Bianosigsocti 3i cnenudixanismu, wo
MicTaTecs B peectpanifimomy aocke. IIpoToxomu BHpOGHHITBA, YIIAKOBKH Ta aHaNi3iB Gymu
nepernsHyTi i BcTaHOBNEHO Bianosiauicrs GMP.
Cepin cxBajieHa Ta JONymeHa A0 peaxizanil..
EnepHoH, 25 munusg 2023 r,

Ayne Hxum
[miarnuc]
[[ITamn:
JIABOPATYAP EKCITAHCBEHC
Cnnavennit axujonepuufl xanitan 3 081 420 enpo
I TInefic nec Cecon
02048 MMapsok na edenc Cenexc

Homep B TopropoMy peectpl p Hanrep: B 331 930 081
Homep mmnatuuxa [TOB: FR69 331 930 081Ten.: 01
43.34.60.00 Paxc: 01 43.34.61.00]

Bupobrux: '

- JlJaboparyap Excrapceenc, pio ge Kyarpe @inc, 28230 Enepuon, @pautia (rinnosisansuuil 2a
ODOBHEH UHKI BHPOOHHUTBA), nNileH3is ma supoGmunreo Ne M 14/468,GMP eceprubivar
Ne2020/HPF/FR/149.




i

AEPIKABHA CJIYIKBA 3 JHIKAPCBKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KUiBCBKI OBJACTI

npos. Caitnuunoi Haaii, 3, M.Kuie, 02099, ren/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €PTIOY 37078774

BUCHOBOK
Npo AKicTh BBe3eHOro B YkpaiHy Jikapcbkoro 3aco6y
12.10.2023 . Ne 50723/23/1011
HNIACKJIETHH® 300

(saitmenysanun nixapeskoro 3aco6y Iriano 3 peectpanifuvm nocaigueHHAM)
kancyau; no 15 xancya y 6aicrepi; no 2 6aicrepu B xopobui 3 KAPTOHY
(tbopma BumyCKy, noayBasuux, BHI NAXYBAHHA NIKAPCEKOTO 2acoby)

Homep peectpauifinoro nocsiauenns UA/13173/01/01 crpox aiY peecrpauitisoro nocsinuenns 01.01.2099
Cepix nixapcekoro 3acoby Ne V892 Kinskicts BBe3eHOrO MTikapcskoro 3acoby 2484

Bupo6Huk Jlaboparyap Excnaucnenc, OpaHuis

(ualtmenysanns BupoBuuka nixapcskoro 3acoby, kpaiHa TIOXODKEHHR)

Beeacro B Ykpainy Tosapucrso 3 o6mexenoro Bignorinansuicrio "IIJIEQO ®APMA",
ienr. xoa: 36691994
(natiMeHysaus Ta xoa 38 EAPTIOY 1opwasusol acoby abo npissuwe, iM'x, o GeToKOBI Giseranol

ocobu - nianpuemita, T Mmicue nmpoxuBaHHa Ta peectpauituni nomep 06nikoBoT KAPTXH MIATHHKE
nonetxis abo cepin Ta HOMep nacnopra)

M poroxon pisyansnoro korrpomo slx 11.10.2023 z 3253/2.

32 pesynLTaTaMu ACPKABHOLO KOHTPOMIO BCTAHORNGHO, INO nikapcekmit 3aci6 Beeseno B YkpalHy 3
AOTPHMAHHSAM BHMOT 32KOHOAABCTBA WIOAO 3a6e3neUerHs AKOCT AikapehXuX 3acobis.

Ipuna [TAJIAMAP
(Ilnluiany Ta nplaswize)
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