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Yipainu 3 nikapeviux tacobia aio 04.07 2014 yi3

Ceidoymao npo amecmayic naisopantiopii N 216 eudane

Hepacasnon cayaedoo Vipaii 3 ARAPCORUN 3acoBis
sio 07.07.2014 p,
Cepmuchivam sionosionocmi VMOG BUPODHLYINGE ATKAPCERUY
3UCOBIE GUMOLAN HAREHCHOT GUPODHIIOT HPGKNTHET
A2 G01/2022/GMP i) 05.01.2022 p., meparin 0if 0o

05.11.2024 p.

Ceprudixar cepii No 1

Haapa npoayxuii, aikapeska dbopna

Tepminou, kancynn m’axi no 400 mr

Homep cepii 2K10124

Homep peecrpauiiinoro nocsinuenns

No UA/18326/01/02 lic zo 17.09.2025

Poawmip cepii 5551 yn

Cuna gii/ akTusHicTs

[Sytipoden — 400 mr

Hara supoGuuursa 01,24

Poamip Ta TN nakoBawHs

Ilo 12 kancyn y Guicrepi; no 3 Onicrepn y nauui

Hassa kpaiis nipusnascnnsg

Yxpaina
BunpoGosysauns nposesene 3a MK J13 o PIT Ne UAZ] 8326/01/02
Creundirauis 10 MKS 13
Ne HokasHuky akoeri Jonyerumi mexi Meroau xeuTposio Pesyantary
1 | Omme M'sKi HeMaTHHOBT Kancyan oBLIHOT popm, 3i twwom, npozopi, 3an. | Bianosizac
CBITNOTO 50BTO-KOPHUHEBOTD Koawopy, Buict kancysm —
Nposopa, HesGapsra afo saerka kopTYRATA, B'S3KA piaunia.
2 | Inentudikauis A. Ha xpomarorpami poswsny topistsins (a), oaepyaHii y
iBynpoghen prnpobypanni «Cynpopisni zoMimkns, vac YTPUMYBalHa Jam 2.A, Burpumye
OCHOBHOTO mika IBynpodeny mMae sianosizan Hacy yTpusysanun | *JIPY, 2.2.29
OCHOBHOTO nika i6ynpodeny Ha XpoMaTorpaMi pozunny
nopisHsauus (b).
B. Ynerpadioneropuit CIEKTD NOTAHHAHNS BHEPOGOBYBAHOTO 3an. 2.B, Burpramye
po3tKHy, oacpianuit y sunpoSysauni “Kinpkicne BH3HAYCHHS", OV, 2.2.25
B ofnacti nig 200 v Ao 250 UM noBuHeN MaTH MAKCHMYM 34
JOBKHIM XBuai (2224:2) uat,
3 | Posnananns He Binpie 15 xa 3am 3 *ldbY, 291 12
4 1 Onuopinnicts fosoBanux | Mawots BUTPHMYBaTH BUMOrH *[IDY 3an 4, Burpunye
OJIHHHIE *ADY, 2,940
5 | Posuunenus He meniue 830% (Q) 3a 30 xa, 3a1. 5, Bianoniuae
*ADY, 2.93.2.2.25
6 | Cynposiaai nomiumcu Ha moment sunycky MpoTarom Tepainy 3an. 6,
NPHIATHOCTI A0V, 2.2.29
Byde-axa domiuka He Ginswe 0,2 % He Ginbue 0.2 % Binosinae
cyma dostuox He Ginsme 0,5 % He Ginpwe 0.7 % Bixnoninae
7 | MikpoGionoriuna Kpurepii npuiiusthocti: Jan 7,
YHCTOTA 3aranshe uncno aepoGiix Mixpoopratizvis (TAMC) *NDY, 5.1.4, 2.6.12,
—10°KVOs Ir. 2.6.13 <30
3aransHe UHCI0 APIKILKOBEX T4 LTICEHEBIY pubin (TYMC)
- 102KYO s I, <50
Biacyrsicrs Escherichia coli 3 | 1. Biacyrui
8 | Kinbkiche susuaucins Ha moment sunycky Mporsros Tepminy 3amn, g,
igynpodhen (CiaHis02) NPHARTHOCT *AhY, 2235
Bin 380 mr 0 420 arr, v Bin 370 mr 210 420 wr, ¥ 401

nepepaxyeani Ha cepeaio
MAcy BMICTY Kancyan.

ACpepaxyBaHHi Ha cepeiHo
MACY BMICTY Karcy .

9 | Ynakosxa Bianosiano no simor MKS J13

3a MKSIJI3 Bianosinae

10 | Mapkysauns 3riio sarpepmxenonmy Tekery MAPKYBaHIs, Bianosinae
11 | Ysoen sfiepiranns B opurinansisiti ynaxonui npu TEMTICPATYPI He Buule 25 "C.
12 | TepMin npumatHocti 2 pokn ] Jdo 01 26

Amanis sukonani: Xepacuska JLBJ Cenpyx [Jj.? Spoutyx SLB.
Bucrosox: Bianosizae susoram M KA N3 0 PT1 No LA/18326/01/02
Z > ’i il = 3

Havannuuk BKA

Bypmenko KB N

%

3assa npo ceprHtikauio: s 5 38CBIAMYI0, 10 Haseacg THIe inpopmadis ¢ sgocrosiprowo 1a Tounoio. Llio cepito npoayruii Gyso BUPOSALHO
(BKMOYAI0UH naKyBanHs Ta MapKyBaiHa) Ta npcﬁefwub"ﬁempmlb AKOCTI HA sasHAMEHIR MighHuni y nownil sixtosixmocr susor GMP,
BCTAHOBNEHUM MICLCBEM PETYIATOPHUM OPraHOM, & TAKOIK ¥ Binnoeianoeti ao clieundixa: itk aicTaThes y pecerpauiiinosy aocke. [potokomm
BHPODHHLTBA, YNakoBKH | ananizis Gynu neperasnyTi | seranonneno nianosiAnicTr-GM P’-.f‘f._‘epi;i TOTeDOT NPOLYKIIT BIANOBIAAC 34 HOKAIMMKAMH

skocri MKS J13 no PIT Ne UA/18326/01/02 Ta mossonseries Ao peanizaif.:

Ynosnosaxena ocoba  illvapryn 1.B. d«fﬁ(f‘*f}
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