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IIpueamne nionpuemcmeo “Yapni”

M. Xapxie,eyn. Honmaecexuii wnax, 123,+38(057) 751-80-34,752-32-69

Ceprudikar sixocri Ne629

Mpodinaxruaso-ririeniunnit orosoriaaniizacit “JAEBAKCLI” srizno 3 TY ¥ 20.5-
34414427-019:2019 sin 29.01.2019p.

BrcHOBOK CanitapHO-emifeMionorianoi excneprasn Ne 602-123-20-1/1501 sin 29.01.19p.
Tepmix ail BucHoBKy: Ha Tepmin aii TY ¥ 20.5-34414427-019:2019

®opma BHITYCKY: ByIIHI Kpamti

ViaxoBKa : IAKOH 3i CKAA KOPHTHEBOT0 KOJILOPY, 0012 AHAHOMY KPaleJbHHIEK 3
KOBIIAYKOM 3 NOJIMETH/ICHY i OXOPOHHOI0 CTPITKOI0 KOHTPOJII0 NEPmMOro PO3KPHTTH
Mapris : 170221

Jara papoduunrsa: 2021.02

O6’em 10 ml(mun)

Tepmin npuaaTHOCT: 24 Micami BiA JATH BATOTOB/ICHHS.

Kinbkicts B cepii — 9600 mr.

Ananis nposenero 3rigso TY V 20.5-34414427-019:2019

HalimenyBanns Hopma Paxr

NOKA3HMKIB
1. O6’emM, MJ1, HE MEHIIIE 10 10,0
2. Boraenuii nokasnuk, ogpHuni pH 5,0-6,0 5,33
3. Konoinsa ¢tabinpHiCh CrabinpHui ‘Bianosizae
4, TepmocTabinpHICTE CrabinpHEH Bixnosijae
5. Inpexc pedpaxuii _ 1,386-1,388 1,386
6. Kinexicts Mesodinpuux, acpobunx a | 100 <10
(haKynETATHBHO-aHaepOOHHX
mikpoopranismis, KYO/T, He Gmbre
7. [nicaasi Ta Apikmxesi rpHOH, He pomyckaloTses Binnosinae
KYO/r ge 6impme
8. Staphylococcus aureus,B 1 T He nonyckaroTees Bignosinae
9. Pseudomonas aeruginosa, 1 r He pomyckaroThes Binmosizae
10. BaxTepii poawHH Enterobakteriaceae, | He momyckaloTecs Binnosinae
B1em
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TYEMHHOE AKIHOHEPHOE OBHECTBO « HAVUHO-TIPOH3BOICTRENHBI
MEHTP « BOPHIATOBCKHI XHMHKO-DAPMALEBTHYECKIIT 3ABO/I»

Vipauna, 03134, r. Kues, ya1. Mupa, 17
Tea, (+38044) 205-03-10, 205-41-10;

@ BXDP3

(+38044) 205-03-83, (+38044) 205-03- 14 (Ynomomouerioe Jitio)

Lh

CEPTUOUKAT CEPHH LIS TEKAPCTBEHHOI'O CPE/ICTBA

Huustenmopanue mpoayKunmu

Jlexapcrsennas dopma

Cua aeilcTBHSI/AKTHBHOCT

Paisep # Tui YHAKOBRY
Crpana-npon3BojnTes

Hosmep perscrpaunonnoro
CHHIETCLCTRA
Homep cepnn

Pasmep cepun
JlaTa npoH3IBOACTEA

JlaTa okomgauns cpoKa
FOAROCTH

Ha3zpanus, ajgpeca 0 nomepa
JHICH3IHH BCEX YHACTKOB
HPON3BOACTBA H KOHTPO/IA
KavuecTna

Ceprudpukarst GMP
YHMACTKOB, YKA3ANUbIX B 1110
PesyanTarsl aRAIN30B

Kommenrapun

Jaunjenne o cepruduKaunm

davuans, TOANNCH 1

AORHOCTL LA,

BLUABMIENO paspeiucnmne Ha
BHLIIYCK CCpHut

JAHUKITO®EH-T'EJlD, reas

Jnknoden-reas

lean
| r npenapara COACPKHUT HATPHA jnKiaodenaka - 10 mr i
JIGBOMEHTOMA - 5 Mr

Mo 25 r u TyGe; mo 1 tyGe B navke
Vkpanuna
UA/1384/01/01

0170221
4 986 yn.
09.02.2021
no 02.2024

Ykpanua, 03134, r. Kues, yz1. Mupa, 17,
minensus AB Ne598003;
cuaeTenscTao 06 arrecraumy naboparopuit OKK Ne96

No017/2019/GMP 0 18.01.2022

Mpurenens! B cepruduraTe Kavccisa

HacrosinuM nONTBEPAAAD, HTO  Bhltneykalamias  ugopmaius
Apaserca AocroBepHONl H TouHofl. Dra cepms npoaykuup  Onu
npouIBCIeHa (Brmouas WBKGBKy:'M:sznanK)') H 1IPOREACH KOHTPOIL
€C KaMCeCTBA HA BRILICYKA3IAHHOM YHACTKC B HOJHOM COOTBCTCTBHH U
tpeGosannamu  GMP,  ycTaHOBICHHBIMK  MCCTHBIM - PETYIATOPHBIM
OpraHoM, @ TAKXKC B COOTBETCTBHH CO CNEUH(PUKALUAMH, KOTOPhIC
COIEPRATCH B PErHCTPANMOHHOM jocke. [Iporoxoan npomssoacTsa
OLUIH NPOCMOTPEHK! i YeTanosaeno coornerersic GMP
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yGnivte axylonepre Moeapucmaeo «HayKoe0-aupaGHuUd yenmp
«BOPUJATIBCHKHA XIMIKO-®APMALEBTHYHMA 3ABO»

A, 1]

NyGauyroe

@

sHay

.sommacxnﬂ xmmx G.APH!HEBT"'\"ECKR“ 3aBofn»

Biddin Kowmponwo Axocmi Omden Konmponna Kavecmea
Celgourso npo arectauno Ne NT-410/14 sla 03.12.14 CenaeTensCTeo of atTecTawm Ne MNT-410/14 or 02.12.14
siaane [N “YKpMETPTECTCTaHapT" mea BbaHO0 [T] "YKpMETPTeCTSTaHAAHT"

Celgouteo npo arectauio Ne 96 aig 20.01.12

Couaerenscrao ob aTTectaumn Ne 66 o1 20.01.12

sngane [epasHoo CiysHoi0 Yepainm 3 nikapcexnx Jacobia Bbigan0 MoCYABPCTBEHHOR CRYWGOR Y xp. No Nexap cpoacTeaM
Yepaing , 03134, w0 Knis, syn.Mapy, 17 Yw-ulmul 7 Kuon, yn. Mupa, 17
Ten 205-41-38, 402-76-33, cpawc 401-40-38 Ten 205-41-38 402-76-36, gamc 401-40-26
CEPTUOIKAT HAKOCTI
(CepTudukar xa4ecTea)
OUKNO®DEH-rens,
(OUKNODEH-rens)
renb no 25 r y Ty6i ra nauui

(rens no 25 r B TyGe 1 navke)

Ne cepil (cepun) 0170221 KineKicTe 8 cepil (xonauectso & cepun) 5009 wr
[Qara Bupo6xuuTea (aara npoussoacrea) 09.02.2021

Banpooynnuu nposenexe arinno MeTogis koHTponio skocTi 113 Ne SFP-054-04

(McnbiTaHusa npoBeaeHs! cornacHo Me

MokaaHWKn AKOCTI

eT008 KOHTPONs kauectsa f1IC Ne SFP-054-04)

Kpurepii npnﬁnmocrl (KpUTEPMM NPUEMNEMOCTH)

(nokasatenu kavecrsa)

NP1 BUNYCKY (NpW BoiNyCKe)

PeayniTaTh (pesynsTatel)

Onnc (onucarue)

lene 6inoro konbopy, OAHOPIAHOT KOHCHCTEHUIT, 3i cneundivnnm 3anaxom
(rens GENoro UBeTa, OAHOPOAHON KOHCUCTEHUMY, CO CNBUMINHECKVM 3aNaxX0omM)

Blgnosigac (cooTeeTCTEYET)

laenTudixauln (MaeHTHUKAUURA)
Harpiio auknodeHak (HaTpua AuknodeHak)

Y®-cnexrp sianosiaHo ao Tecty (Y@-cnexTp COOTBETCTBEHHO K TECTY)

Binnosipac (cooTeeTcTayer)

Harpiwo anknodenax (HaTpua gruknodeHak)

Metog PX sianosigHo ao Tecry (meroq X COOTBETCTEEHHO K TECTY)

Bignosinae (cooTeeTcTByET)

Nesomenron (nesomexTon)

fikicHa peakuin 3 po3uMHOM BaHininy y kucnoTi cipyanin
(KaYeCTBEHHAN PeaKkUMA C PACTBOPOM BAHUMHE B KUCNOTE CAPHON)

Bianosinac (coorsercrayer)

Nesomenton, eTadon, nponinenrnikons,
rniuepHH (NEBOMEHTON, 3TAHON, NPONK-
NEHMMUKONE, FNWUBPKH)

Metoa "X signosiano Ao Tecry (mercq MX COOTBETCTBEHHO K TECTY)

Bianosigac (coorsercrayer)

lMapodinsxa ochosa MpenapaTt NOBHICTH IMIWYCTLCA 3 BOOOK Blanoslase ( Sm—
{rmapodmneHan ocHoBa) (npenapaT NONHOCTHI0 CMELLMBABTCA C BOADH)
pH Bia(or)6,0R0 7,5 7.08

Poawmip vacTok (pasmep Hactuu)

Y 10 nonsAx 30py MIKPOCKONa OCHOBHA Maca YacTok mac SyTu poamipom
He Ginbwe 60MKM (B 10 NONAX 3PEHUA MUKPOCKONE OCHOBHAA MAca YacTul
AonwHa Goire paamepom He Gonee S0mkm)

Bianosigac (coorseTcTeyeT)

Cynposiani nomiwkw

(conyTcTeyOWMe NpUMecH)
- okpema domiwxa {omdens+an NPUMecs)
- cyma Jomi (cy P )

He 6inbwe (+e Gonee) 0,5 %

<05 %

He Ginbwe (+e Gonee) 1,0 %

<10 %

Maca smicTy ynakoexu
(Macca CORePMMUMIrO YNAaKoBKW)

Maca emicTy oanicl Ty6u mac GyTn (Macca CORepXHMOre
onaHoi TyGw! aonxHa Beits) Bin (o1) 24,0 rao 260 r

Bianoeinac (cooTeeTCTayET)

MikpoGionoriuna uucrora
(MvKkpOBHOnOrMYecKan YuCToTa)

3aransHe Yncno aepobHux mikpoopraniamie (oBuee uucno aspobHbix
MUKPOOpraru3amos) - TAMC - He Ginsuwe (e Gonea) 10* KYO (KOE) B 1 r

<50

3araneHe YWCNo ApikAXOoBAX Ta nniceneanx rpubie (obwee Yacno apox-
@Bbix U NnecHessx rpubos) - TYMC - He 6inswe (+e Gonee) 10' KYO (KOE)a 1r

<10

BiacyrhicTe (cTcyTcTeue) Pseudomonas aeruginosa B 1r

Biacyrni (orcyTcimyoT)

BigcyTricTe (oTcyTeTene) Staphylococcus aureus 8 11

BlacyvHi (otcyTereyior)

KinekicHe Buanavenna
(konuyecTBeHHOe onpeaeneHne)
Harpio auknodenax (HaTpua guknoderac)

NeBoMeHTON (nesomeHTon)

Evanon 96% (araron 96%)

Mponinexrnikons (NPONUNEHINMKOME)

Fniyepwn (rinuepus)

Bla (or) 28,5 mr o 31,5 mr (30,0 mr £ 5 %) 8 1 r npenapary 30,1 mr

Bia (oT) 4,75 mr go 5,25 mr (5.0 mr £ 5 %) B 1 r npenapaty 5,10 mr
Bin (oT) 72,0 mMr go 88,0 mr (80,0 mr £ 10 %) & 1 r npenapary 78,1 mr
Bia (o) 68,0 mr ao 83,0 wmr (75,0 mr £ 10 %) 8 1 r npenapary 77,9 mr
Bia (o1) 72,0 mr go 88,0 mr (80,0 mr £ 10 %) @ 1 r npenapary 84,3 mr

Ynakoeka (ynaxoska)

NoewuHen sianoslgarn Bumoram HO (aonxer cooTeeTCTBOBATE TpaboEaHUAM HJ:l}

Bianoseigae (coorsetcrayer)

MapkyBanHR (Mapinposka)

n ia

inarn am H[] (aonxew cooTeercTeceaTts rpebeeannan HA)

‘Bianoslgac (cootserciayer)

Tepmin npuaaTHOCTI (CpoK rOgHOCTK)

3 poxwu (roga)

o 02.2024

BucHosok BKA:  Bignosigpae sumoram Metopis KOHTPOMIO sxocﬂ N3 Ne SFP-054-04
(3akniouenne OKK: Coorsercrayer Tp aauum Mm,nos KQH‘I;POHR kauecrea JIC Ne SFP-054-04)
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AR 20042 19-90.00

DOTVOKEHO
Hepsnpogenonecyxda
Buesopox Jepxasiol caniTapHo-
enipemionoriviol exenepris
Ne {_}(,:?f{' ﬁ.;{.-f‘,.a X}:”i c::e"'m y V;}Cv
MECLD w  DF. 2019 3 p.

YRHA 71.100.70

3ACIE NPODINAKTHHYHO-TITICHIYHIN
OTOJOTHHUNI

TY ¥V 20.5-34414427-019:2019
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PO3RPORIEHO
Tiposinanil enepaniey siodny
DPErVIETOPRUX

RUTHOCHH, MEHSIKMEHTY mmx:’ri Ta
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