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nyYBMYHE AKLllOHEPHE TOBAPUCTBO «HAYKOBO- BUPOBHUYAN LIEHTP
«BOPLUAMBCHKUIA XIMIKO- ®APMAUEBTUYHUM 3ABO»

Ykpaina, 03134, m.Kuis, Byn.Mupy, 17 Ten. (D44) 205-03-10, (044) 205-41- -10,
(044) 205-03-83, (044) 205-03-14 (YnosHosakeHa ocoBa)
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CEPTU®IKAT AKOCTI
FEHTACENT

NOPOWOCK AfSA 30BHIWHBOrO 3aCTOCYBaHHA NO 2ry nnacTMKoBOMY (hnakoHi, no 1 hnakoHy B navui

Homep cepii
Kinbkicts B cepii
Nata supobHuuTea

0731025 Kpaina ' YkpaiHa
7682 wr Peccrpauiithe nocaigueHns Ne UA/1279/01/01
09.10.2025 Tepmin gii peecTpayitHoro noCcBIAYEHHA HeoGMexeHUH

Bunpo6yBanHs nposeaeHe 3riaHo MeToais KoHTponto axocTi /13 Ne SFP-045-04

. KpuTtepii npuAHATHOCTI
oKa3HWUKK AKOCTI - - Pe3ynbLTaTh
Mpu BunyCKy l NpoTRrOM TepMiny NPUAATHOCTI
Onuc Amopdiuui nopowoxk binoro a6o Ginoro 3i CBITNO-XOBTUM X .
i Bignosginace
siaTiHKOM KOnNbOPY, 6e3 3anaxy
laenTudbixauis
KpemHin | METOKCaH A. MNossa Ginoro npacTiByacvoro ocaay i 3abapBneHHs
po3unuy y CBITIIO-KOBTUH KONIP NPW 83acmoail npenapary X )
N . Bianosinae
3 PO3YNHOM HATPIIO FiAPOKCNAY PO3BEAGHOFOD § PO3UMHOM
10 rin aMOHiKO Moniﬁnai’y B KMCNOTI cipyaHin
Livnk B. MNonaa Mammoao yepBOHOTro 3abapBnenHa npu Biacmopail
npenapary 3 p-nom HaTpito riapOKCHAY PO3BEABHOIO i p-HOM Bignoginae
0,5 rin auTnsouy 8 96 % cnupti
FeHTamiuvHy Cynsdat i L-rpuntodan C. Ha xpomarorpami BuNpoBOBYBAHOrO P-HY MAKOTL BUABANA-
™es T;SM OCHOBHI NNAMYK HA piBRi TPLOX OCHOBHNX MIIAM Ha
XpOMaTorpami p-HY NOPIBHARHA {a) i sBignosinaTy iM 3a p-poM i .
va 3a6apBneHHAM, 2 TAKOX MAE BURBAATUCA NNAMA Ha PiBHI Biancsiaac
NNAMK Ha XPOMATOrPami p-Hy NOPIBHAHHA (b)i aiAnoBinaﬂA
i 3a po3mipom Ta 3abapanerHam
Cynbaty D. XapakrepHa peaxuin (a) Ha cynbdaTv Bignosipae
pH Bin 6,0 no 8,0 7,02
BrpaTa B Maci npy BUCY Iy BaHHI He Ginbwe 2,0 % 1,84 %
06'cm aacopbuinnuux nop He Menute 0,6 cm® 2,96 cm®
Maca BMIiCTy YNAKOBKK Bin1,94rno2,06r " Bignosinae
Mikpobionoriina unctora 3aranbge uncno aepoBHuUx Mikpoopranismia - 200
TAMC - ne Binbwe 10°KYO 8171
3aranbHe YMCNO APDKAKOBUX Ta NAICEHEBUX rpubisa -
TYMC - He Ginbwe 10’ KYO s 1r <10
Biacyrnictb Staphylococcus aureus B ir Bigcyrsi
Biacyrnicte Pseudomonas aeruginosa 8 1 r BigcyrHi
KinbKiCHe BU3HAMEHHA
Linnky cynecparty rentarigpaTy (ZnS04+7H,0) Bin 0,018 r po 0,022 r 0,020 r
L-rpunrocbany (Cy3H12Nz03) Bin 0,025 ¢ po 0,031 r . 0,028 r &
eHTamiLuey Bin 0,043 r no 0,053 r 0,048 r
YnakoBka Mosuien sinnosigaty sumoram HA pee——— Bianoeinac
MapxyBaHHs Moswunen sianosinatv sumoram HA I//‘,ﬂwi“”a %anomgae
TepMin NPUAATHOCTI 4 poxn N ani K o 10.2029

Ymoswu 36epiranHs:

BucHosok BKA:

HauanbHuk BKS:  1Onia 3YMKOBA
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B opurianbHin ynakosui npu TemMneparypi He suiue 25 °C.

Bianosipnae
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CEPTU®IKAT CEPII JUISI JIKAPCHKOI'O 3ACOBY

TenracenT, NOPOMIOK /LISt 30BHIIHLOI'0 32CTOCY BAHHS

HaiiMenyBanHs npoykiii

Jlikapeska gopma

Cuna ail/akTuBHiCTDL

Posmip i TN ynaKoBKH
Kpatna-supobHuk

Homep peccrpauifivoro
nocsiauenns

Howmep cepii
Po3mip cepii
Jarta BupoGuunrsa

Jdara 3aKkiHueHHs TepMiny
HPHAATHOCTI

HasBu, ajipeca T2 HOMepH
AineHsii Beix AiABEALL 3
BHPOOGHHLTBA T2 KOHTPOJIIO
AKOCTI

Ceprudikaru GMP
AILHKHUD, BKA3aHuX B 1,10
PesyapTaTn Bunpobysanb

KomenTapi

3assa npo ceprudikanito

Hpizsue, nignuc i nocajga
ocobu, AKA Hajaa 103Bin
Ha punycx cepit

IF'EHTACENT

TTopoLIOoK /151 30BHIIIHLOTO 3aCTOCYBaHH S

1 dnakon 1o 2 r MicTUTh cyGCTaHUIIO, AKA CKIANAETHCA 3] FEHTaMIlMAY
cynnaTy B nepepaxyBaHHi HAa reHTaMiunH i Ge3BOAHY PEYORHHY —
0,048 r (48 mr), L-tpunrtogany - 0,028 r (28 mr), uunky cynsgary
renrariapaty — 0,020 r (20 Mr), METOKCaHy — I0CTATHIO KiNIbKICTh st
ojlepranns Macy BMicTy duiakona 2 r

1o 2 r y nnactukosomy diakoui; no | duakouny B navui
VYkpaina
Ne UA/1279/01/01

0731025

7 620 nak.
09.10.2025
no 10.2029

M. Kuis, Byn. Mupy, 17, 03134, Ykpaina;
ninensis AB Ne598003;

" CRIZIOLTBO npo arecrtaulito nadoparopii BKS N096

Ne 006/2025/GMP 10 15.11.2027

Hageneni B ceptudikati akocTi

~
LiMM 8 3acBiauyro, WO HaBeAeHa BHule iH(OPMaUis € JAOCTORIPHOIO Ta
toynoto. Llio cepito npoaykuii Gyno BUroToBAEHO (BKAIOYAIOMH
naxyBaHis/MapKyBaHHs) Ta TPOBEAEHO KOHTpObL 1i  sKocTi Ha
BulLe3azHaueniit Aiasuuui y nosuili sinnosigrocti 3 Bimoramun GMP,
BCTAHOBNICHUMHI MICUEBUM PETYJISTOPHUM OPraHoM, a TAKOX BiANOBIAHO
a0 cneundikailiil, wo MicTATLCH y peecTpauifinomy aocee. Ilporokonu
BupoGHKUTBA GYJI0 NepernsHyTO Ta BCTAHOBNEHO Bianosiauicts GMP.
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