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Crnapcske rocnogaperso "
CEPTHOIKAT AHAJIZY Ne 738/2020
Ne pecerpauiitnoro
JII(DOP C XL, TOCRITMEHHS:
Tabnerkn, BKpuTi MAIBKOBO 06onoHK0w, 10 Mr/160 Mr UA/12365/01/03
B Snicrepax X210, sanaxorani B nauky Ne30 (10x3) Tepmin i
DeecTpatidtoro
nocolauenns:
Ge3CTpOKOBO

Crna Ha o3y TaSueTicy AlIOYHX PeHOBAH: BancapTany - 160 Mr; announiny Geciuaty - 13,88 MT y nepepaxybarH] Ha

aMJI0JHNIH - 10 M.

Ne cepii 270820 Kinekicrs mpoayxuii 8 cepii: 19503 onyn.
JlaTa RHpoOHHITBA: 11.08.2020 TepMin npugaruocti: 08.2022
Jare KonTposmo: 21.09.2020
Konrpons sinnosiauo no: MK J13 sin 04.08.2020 o PIT Ne UA/12365/01/03 Ta 3M. 30 imcTpyxuil
MK /13 8in 21.11,2019 2o PI1 Ne UA712365/01/03 mns nokassuka «Mapkypauuss
[HAHMERYBARHS BAMOTH HOPMATHBHOT PEIYJABTAT |
OOKA3HMKA JOKYMEHTAII .
Omue Tabnetxn wpyrnol QupMH s IROONYKNOID nOBEpXHEID, BKPUTE ntiskonaIo| it w Ty
oBonoHKow Simoro KaAkOpy. 3a JOBHINHIM BACMEAOM MAIOTE Bignosinaty
nuuum@ ADY, crarrs «Tabaeiun,
Tneadikauis 2.]. Ha xpomarorpaMi sunpoSoBysanoro posinay I, OTPHMEHOrO nNpH|
nposeacpri suupolysanes  <Kinbkicwe BHInueHnxn, vac YTPHMYBAHHS
ocuonne?‘o nixy awonuniny Mae 36irarics 3 wacoM YTDHMYBAHHF nixy1
aMnoARTIiAY Ha XpOMaTOrpami PO3YAKY NopiBRANNA 3 TouHicTio + 2%.
22, Haé XpoMarorpaMi BHOpOGOBYRAHOTO. DOZMMHY. 2, OTPHMAHOIO nps
npoBcAcHEi  BampoSynanus «Kinericie BUINATCHHAM, “AC YTPUMYDAsH:
ocnonno}-o niky pwicapTany Mae aBirarucs 3 4acoM YTpHUMyRauHA Tiky
nancaptézuy 112 XPOMETOTpani posdHHy NopiBKgHNS 3 TOWRICTIO £ 2%.
2.3, Hai xpoMarorpami  BNpOSOBYBAHOTO DOBMMHY NOBHHHI BHABIXTHCN Biznosinae
OCHOBHE IuLAMK BancapTany | aMroxunliy Ha PiBKI OCHOBHKX TIIAM, OTPEMBHMX
Ha XpOMATOrpami posuaky mopisuanna (a) (vascapran) i posunny nopismamms
(b) (amaoaunin), sianosiiwi iM 32 posmipom i inrercHERicNO NOrUNAHKS,
Cepeans Maca Bin 342 mr 7o 378 mr 363 mr
(360 Mr + 5%)
Onuopinnicre
AOIOBHHK O HHHIL:: Kpurepii npuitiazaocti MaioTs BiANOBIRaTH BuMoram JOY, 2.9.40, L
BWICAPTAH Blaosigae
aMno; NN Binnosizac
Posunnesms:
aancapran He memnue 75 % (Q) six xinvkocri, 3a3nanesol s posaini «Cruany, sepes 30 xa. Bixnoninae
wuoLRuin ABEOVATEN
Cynpoginsi 6.1. JoMituku aMaonuniny: y
AOMILLEKH HoMitxn D emsoaxniny — He Sinnue 0,5 %,
6.2. Jlomitmku Bancaprauy:
Byze-axol nomimgu sancapraxy — s Gineime 0,2 %;

CymMa Beix aovimok pancaprany - ne Giapwe 2,0 %, 4, i

4*’ Qu 24 g £
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HAMMEHYBAHHA BHMOTH HOPMATHBHOI PE3YJABTAT
TIOKAZHHKA AOKYMEHTALIT
MixpoGioaoriuna oranbke uneno aepabrux Mikpoopranismin (TAMC) - 1 XYO/r; Menue 100
YHCTOTA 3aransie wHcI0 APUKIKORHX i LiniceHeRRX rpuGin (TY MC) - 10° KYO/r; Meuwe 10
Haspniors Escherichia coli B | r - e sonyckaerses, Biacytsi
Kinsxicue
BH3HAYEHHS:
BAJICAPTAH Bin 152 1o 168 mriTa6. 163 Mr/1a6.
amMnopnmtin _ Bin9,0 x0 10,5 Mr/1a6, 9,8 Mrira6,
Ynakoska Tlosunta sinnowigars nAMoray MKS 13 Bin 04.08.2020. ' Binnowizee
Mapkysanns Hommfso BiANOBiNATH BuMOram MICS JT3 ix 21.11.2019. Biagoaines

Bucnorok: Blanosinae sustoran Lﬂ(ﬂ JI3 aix 04.08.2020 no PII N UA/2,
«Mapkysanns» MKA JI3 sin 21.11.2019 no PIT Na UA/12365/01/403,

Kepipumx QK5 LB, Kocenxo
T.LE.

BucHorox: TN
Lum o nixreepracym, wo npureneHa sume indiopmanis € nocropipHow § ToUHORISHE ‘ KNI0%
ynaxeBky/Mapkysanna) i Gys mporeneniii ROHIPOaL W arocri na Bumsenkcasanii ainsunud y noenith sigaosiasocti 3 sumoramu
GMP, a ‘rakom y simnosimuocsi 3i enemdicanismn, axi Micrareen s pecerpauiiinomy nocse. Hporoxonn supofnuursg,
YNAKOBKY Ta anajisis Gyan neperasuyri i seranonnena sianesinnicrs susoram GMP,

Mpenapar xo3soseno ao peaairauii.

Vnosnosmkena ocofia H.M. Miiax «’&7'3» m 200{& p.
TLLE.
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- ABHTAA

Ten. (044) 496-87-87, Ten./axc {044) 239-19-38, Ten /darc (044)48689-42, Ten. (044) 485-26-57 (uinopoboso

Ceprudikar akocri N 040000088862

Dianipua®, tabnerku no 4 mr N2 30
1TABNETKA MICTWUTB: TAIMEMIPUAY MIKPOHI3OBAHOTO 4 MT B MEPEPAXYBAHHI HA 100% PEYOBUHY

Homep cepii: 101120 KpaiHa oTpmumysau: Yxpaina

KinbkicTe NpoayKwuir: 15.747 Tuc.ynax. Ne PeecTp. nocsigyeHHs: UA/16360/01/03

[ata eupobruyrsa: 11.2020 Tepmi aif peectp. noceiguenns:  13.10.2022

AHanis srKkoHauwi no: MKA 113 po PIT NeUA/16360/01/03 8ig 13.10.2017 p.

HalimeHyBaHHA NOKa3HUKIB Bumorun AHA(cneundikauii) PesynbraTy sunpobygaud
Onuc Tabnetkw Big 61ig0-BNaknTHOro A0 BAAKUTHOIO

Konbopy Kpyrnot ¢opmy 3 NNOCKOKO NOBEPXHED 3i

CKOWeHUMIU Kpasmu | puckor. Ha nosepxHi

TabneToK AONYCKAETbCs HAsIBHICTL BKparifieHb Bignosinae

IneHTndikayis

rnimenipug Ha xpomatorpami BunpoboByBaHoro po3ynHy,

OTPUIMaHIN y po3gini "KinbkicHe BU3HaYeHHA",

4ac yTPUMyBaHHR MKy rnimenipngy mac

crisnagaT 3 4acoMm YTPUMYBaHHA NiKy

rnimenipuay Ha XpoMaTorpami pO3UnHY NOpIBHAHHS

3 ToYuHicTv £ 2 % Bignosinae
rnimenipug Ha xpomatorpami BUMpoBOBYBAHOTO PO3UNHY MaE

BUABMATUCA OCHOBHA MNNAMA Ha PiBHI OCHOBHOI

NIAMM Ha XpoMaTorpami po3unHy NOPIBHAHHS Bignoginae
iHanroxkapmix AkicHa peakuis Binnosinae
Cepentsa maca Big 0,143 rn0 0,158 r (0,150 r £ 5 %) 0,152 r
OpHOpIgHICTL 4030BaHMX Mae sutpumyBsaTy BUMOrHA
OANHULb Bianosinae
Po3uuHeHHA He menwe 80 % (Q) 3a 30 xs 96 %
CynposigHi gomiwku
raimenipugy cynsdoHamig, He 6Ginbwe 0,4 % (Ha momeHT Bunycky). He
(pomiwka B) Ginbwe 2,5 % 0.2%
OYb-AKOT HEBIOMOT SOMILIKMA He 6inbwe 0,2 % (Ha momeHT Bunycky). He
6inbwe 0,5 % 0 Y 222%
Cyma LOMIlIOK (He BPaxoBywouu He 6inbwe 0,3 % (Ha momenT Bunycky). He
[oMmilky B) 6inbwe 1,0 % Q Y ¥Hrx*
Cyma JOMILIOK (3 BpaxysaHHAM He binbwe 1,3 % (Ha momeHT Bunycky). He
LOMitKY B) Ginbwe 3,5 % 0.2%

Mikpo6ionoriuna uncrota

Crop.1 32



o VI

Ten. (044) 496-87-87, Ten/daxc (044) 239-19-38, Ten./pakc (044)49689-42, Ten. (044) 485-26-57 {yinopobono)

3aranbHe Yucno aepobHKX Kputepii npunnaTHocti 1000 KYO/r
mikpoopranizmia (TAMC) 0 ***
3aranbHe UnCno APHKAKOBNX Ta Kputepiit npuinatiocri 100 KYO/r
nnicHasux rpubis (TYMC) 0 **
Escherichia coli BipcytHictbB 1 1 BigcytHi
KinbkicHe BU3HaueHHR
rnimenipna Bin 3,80 mr 10 4,20 mr 8 ogHiit Tabnetui (Ha
MOMeHT Bunycky). Big 3,60 mr go 4,40 mr e
OpHin TabneTyi 3,99 mr/rab
Ynakoska Mae signosigat sumoram Binnoeinae
MapkyBaHHn Mae Bignosigatv sBumoram Bignoeipae
Tepmin npugartHocti: 2 pokn Lo 11.2022
YmoBu 36epiralnn: 8 opurinansHiil ynakosyi npn Temnepatypi He auue 25 C.
KomenTapi:
“**Mehie 10
rr e MKB

R *Menwe 0,9%
3anAsa npo ceptudikaiio:

Uum 7 3aceiguyio, wo sulieskasaHa indopmauia € fOCTOBIPHOI | TouHow. Lo cepilo npopykuil 6ynoc supobnero (skniodatoum
ynakoBKy/MapKyBaHHA) Ta NPOBEASHUI KOHTPOND 1i AKOCTI Ha HyKUEBKa3zaHil AinbHUL 8 NOBHIN BiANoBigHOCTI £0 BrMor GMP,
BCTAHOBIEHMX MICUEBUM PErYSIATOPHUM OPraHoM, a TAKOX Y BigNosigHOCTI i3 cneundikauismu, ﬂlg_ir%ijﬁ‘)(%ﬂﬁi&ﬂ y-peecrpayinHomy
Aocbe/Toprosol niteHsii. MpoTokonn BUPoBHULTBA, NakyBaHHA Ta aHanisie Byam nepesipeti Ta B{C"fg,)H'C')BﬂeHa

BoasoneHo pgo peanizanii / po BigBaHTaNKEHHA g | il -
5 o HOE Y
YnosrosaxeHa ocoba — MpoeigHnii inxenep BCTaBMN Kpasyetko C.M. (L. il /30.11.2020

AT
ARV

BupobHuua pinbuuya:

2
i £

YKPAIHA, 04080 m. Knis-80, eyn. OpyHse, 74; liuensis Ha BupoSHuuTeo AE Ne 637430 eig 07.04.2015; Ceb¥:;x¢iKaT
GMP NeQ75/2019/GMP eig 10.10.2019; UP/1-530-10/18-03/06 sig 16.01.2020

Kourponb sakocri Ta Bupaya A0380/1y Ha peanizauio:
YKPATHA, 04080 m. Kunis-80, syn. OpyHae, 74; CelnoLteo npo atectaliio Ne 380 sin 22.01.2019

Crop.2 32

g /"‘ /S
s 8 : R IO Do, j W Ire Vs
/?\. b ORX4 Yy (\«g ~G . CA oo -/ /


http://www.tcpdf.org

