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Ten, {044} 495-87-87, Tenbaxc (044) 239-19-38, Ton/daxc (044)40883-42, Ten, (D44} 48526-57 (uinogofono)

Ceprudikar akocti N2 040000092588

TippokopTrzoHy ayerar, cycnensin gna in'exuin 2,5 % no 2 mn B amnyni, no 10 amnyn B

navui

1M1 CYCTIEH3IT MICTUTD MAPOKOPTUZOHY ALETATY B NEPEPAXYBAHHI HA 100 % CYXY PEHOBUHY 25 MI'
Homep cepii 100421 Kpaita orpumysay; Yipaiua
Kinskicte npoayxyii 110.580 Tuc.amn. N¢ Pecctp. NOCBIgUERHAL UA/3288/01/01
Jara supobtuuiTea; 04.2021 TepMmin Aif peectp. noceiguents:  HeoOmexeHw
Aratis BUKOHaHMi not MK J13 o PI NeUA/3288/01/01, 3minu Bin 03,02,.2021 p.
HatimenygaHHs noOKasHuKIs Bumory AHA(crieyudikanii) Pesynorat BunpobysaHb
Onwie [Ipenapart nics 360BTYBaHHA NPOTAroM 2 XB

ssnse cobor cyceneHsin 6inoro abo 6inoro 3
MOBTYBATUM BIATIHKOM KOMLOPY, WO NPY CTORHHI
ocipag, 3i crneuudiyHnm sanaxom Bignosipae
InenTudikayin
ripoOKOPTUIOHY aueTar Y®-criektp sripoBoByBaHOrO posuyiHy, OTpUMaHMi
8 posgini "KinbkicHe BusHaUeHHA,
Mapoxoprtusony auerar”, 8 obnacti in 210 Hm

80 300 HM NOBUMHEH MaTV MEKCUMYM 38 JOBXKUKN

xpuni (240£2) 1m 242 um
faponinexraikons, CcnupT Ha xpomaTtorpami BunpoBoByBaHOro PO3UNHY,
Bensunosnin oTpuMarii B posaini "KinbkicHe susHaveHns,

it

Nponinexrnikon i crinpT Gensunosun®, Hacn
yTprMyBaHHa nikie nponinenraikonio i cnupry
GeH3UNIcE0r0 MaloTb ChiBnagaTy 3 yacamm
yTpuMyBaHHA nikis nponinenraikonio i cnnpry

BEHIUNOBOIO Ha XPOMATOrpami PO3UMHY NOPIBHAHHA

3 TOuHicTIo *2 % Bipnosigae
1oBiAOH AkicHa peakuyin Bignosipae
Pecycrienposanicrb Mpenapar nicnst 360BTYBaHHA Mag YTBOPIOBATY

FOMOT@HHY CYCHEHZII0, BifibHY Bifi KOArynboBaHnx

HACTOK Bigriosigae
Pozmip vacrok i3 100 pueneprosainx YacTok 60 YacToK nosrHHI
matn poamipy He Ginbuwe 40 mrm i He mae Oyru
YacTok posmipom Ginswe 100 Mkm
PH Bin4,0 no 5,0

Cynposigni gomimiku

€l

i
i
i

Oy ab-AKoT oaHOT AOMILLKI He 6inbuie 1,0 %

OYRL-aKOT IMLLOT oMLK He 6inbwe 0,5 %



feac] MU

Ten, (044) 496-87-87, Tendbake (0dd) 238108, Tenfbage (044)4080842, Tor, (044) AB5.26-57 {uinopebose

cyma JOMILoK He Sinbwe 1,5 % 0,4 %
Beusansperia He 6inbwe 0,058 % 0,00 % (<MB)
06" eMm, 1O BUTAragThCA He mexwe 2,0 mn Blpnosinae
CrepunbHicTs Mae ByTn CTepuibHM Bipnosinae
BakreplanbHi eHAOTOKCUHN (paHuuHa KoHueHTpalla bakreplaibHuX

eHgoToKeuuia mae Byt 1,26 MO/mMr

rAROKOPTNIOHY aleTary Bignosipae
KinbgicHe srusHaveHHn
rigpoKOPTNEOHY aljerTar Big 23,7 mr go 26,3 mr 8 1 mn npenapaty 24,4 mr/mn
nponinenraikonb He Ginbwe 0,21 mi 8 1 M npenapaty 0,20 mn/mn
crvpT Gersunosni Bin 0,0135 mn po 0,0165 mn & 1 Mn npenapaty 0,0149 wmn/mn
Ynakoska Mae Bifinosigam sumoram Bignosinae
MaprysaHns Mag signosinaTh sumoram Bianosipag
Tepmin npugarsocti: 3 pom/i ‘ Jlo 04,2024

Ymory s6epiraHis:  3Gepiratit & opuridancHii ynakosui npu Temnepatypi He shue 25 °C , 3aMOPOMYBAHHA HE AONYCKAETHCA,

KomeuTapi:

3anea npo ceprudirkayito:

Lum s sacsiguylo, Wo suujeskasata iHdopmauisa € pocrosiproio i Touot. Lo cepiio npopykuil Gyro supobneHo (BKroHalouu
YNaKoBKy/MapKyBamHHa) Ta nposeneHni KoHTponb 1i AkocTl Ha HupkueskasaHin finbHuyl B p@t}'/ﬂiﬁ’t(gajﬁ;gr}oaigﬁoc'ri jo sumor GMP,
BETAHORIIEHUX MICLIEBUM PEryisTOpHIM OPraHom, & Takox y signosigHocti i3 cneumcbmagi'_’g( ih:(i‘at@i'a’x?;mﬁm;‘gﬂ y peecTpauintomy
pocbefroprosol nluensil, Mpotokonn BUpoGHLTEA, NaKyBaHhA Ta atanisis Synm nepetg:,iE;éz}i/Té'I"Qggat4ogzné‘m@ﬂgnomnmcm GMP.

§

Nlosponero po peanisauil / fo sipsanydKenHn

VrosHoBaxeHa ocoba - HavanbHuk sinalny BCraBll Nanryx O.M, 20.086.,2021

Bupobunua ginbHuus: Ky eiS0 2
YKPATHA, 04080 M. Kuie-80, syn. Kupuniscoka, 74; Jliensis Ha supobHuTeo AE Ne 637430 Bijy 07.04:2015;
Ceptudlkar GMP Ne076/2019/GMP sig 06.11.2019; GMP/EAEU/BY/0045-2021 8ify 25.02.2021

Kowtposib AKocTl Ta Bragava 4O3BONY Ha peanisaniro?
YKPATHA, 04080 m. Kuis-80, eyn. Kupuniscoka, 74; CeifloUt80 Npo arecrayio Ne 390 gin 22,01,2019




OAPMAK

Ten. {044) 496-87-87, Ten./panc (D44) 239-19-38, Ten fdakc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

Ceprundikar axocri N2 040000106757

ligpoxkopTMaoHYy aueTar, cycneHsina ana in’exyia 2,5 % no 2 mn B amnyni, no 10 amnyn B
navui
1M CYCMEH2Ii MICTUTL MAPOKOPTU30HY ALETATY B NEPEPAXYBAHHI HA 100 % CYXY PEMOBWHY 25 MI'

Homep cepii: 120323 Kpaina oTpumyBau: YkpaiHa
KinbkicTe npogykuii- 111.100 Tuc.amn. Ne PeecTp. nocBigueHnA: UA/3288/01/01
Hata supotunyTea: 03.2023 TepMiH aii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHanis BUKOHaHu# no: MKA 13 no P NeUA/3288/01/01, 3minm Big 03.02.2021 p.

HaiimeHyBaHHA NOKAa3HUKIB Bumoru AHJ{cneumndikanii) PesynbTaTv BUnpobyBaHb

Onnc MNpenapat nicnA 360BTYBaHHA NPOTArOM 2 XB
faenae cobow cycnensiw tinoro ato Ginoro 3
XOBTYBaTUM BiTIHKOM KONbOPY, WO NMpWY CTOAHHI
ocigae, 3i cneun$iuyHMM 3anaxom Bignoeigae

laenTngikanin
rigpoKOpTU30HY aueTaT Y®-cnektp BunpoGoByBaHOro po3ynHYy, OTPUMaHUA

B po3gini "KinbKicHe BU3HaueHHA.
lMapokopTUzoHy aueTaT”, B obnacti Big 210 Hm

Ao 300 HM NOBMHEH MaTH MaKCMMYM 3a JOBXMHU

xeuni (240+2) um 242 Hm
nponineHrnikonb, cnupT Ha xpomatorpami BUNpoBoBYBaHOrO PO3UNHY,
GeH3MNoBUIA OTpUMaHiin B po3gini "KinbKicHe BU3HaYeHHA.

MNponinenrnikons i cnupT GeH3MNoBMIA", YacK
YTPUMYBaHHA NiKiB NponineHrnikonio i cnupTy
6eH3MNOBOro MaloTb CNIiBNafaTk 3 Yacamu
YTPUMYBaHHA NiKiB NponineHrnikenio i cnupTy

GeH3MNOBOIo Ha XpOMaTorpami po3uMHY NOPIBHAHHA

3 TOuHicTIC 2 % Bignoeigae
noeigoH flkicHa peakuina Bignoeigae
PecycneHgoBaHICTb MNpenapat nicna 360BTYBaHHA Ma€ YTEOPIOBATK

rOMOreHHY CycneH3ilo, BiNbHy Bif KoarynboBaHWX
JYaCToK Bignoeigae
Po3mip vacTok I3 100 gucneprosaHux YacTok 60 YaCcToK NOBUHHI

MaTh po3mipn He Binbue 40 MKM | He Mae ByTH

4acToK po3mipom Binbe 100 Mkm Bignoeigae
pH Big 4,0 o 5,0 45
CynposigHi gomiluxu
Gynb-AKkol 0gHOT QOMILLIKK He 6inbwe 1,0 % 0,1%
Gynb-aKkol iHWOT gomilWKA He 6inbwe 0,5 % 0,1%
Cepmudbixam nidnucano efeKmpoHHUM nidnucom D 040000106757

Crop.1 32



OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdakc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

CyMa JOMILIOK He 6inbwe 1,5 % 0,2 %
beH3anbgerig He 6inbwe 0,05 % 0,00 % (<MB})
06 em, WO BUTArAETLCA He meHwe 2,0 mn Bignoeigae
CTepunbHiCTDL Mae 6yt cTepunbHUM Bignoeigae
bakTepianbHi eHBOTOKCMHK lpaHWvHa KoHUeHTpalin GakTepianbHUX

EHAOTOKCHHIB Mae 6yTn 1,25 MO/mr

rigpoKOpTU3OHY aLeTaTy Bignoeigae
Kinbkiche BU3HaYeHHA
riAPCKOPTUZOHY aueTat Big 23,7 mr go 26,3 mr B 1 mn npenapaty 25,4 mrimn
nponineHrnikonb He 6inbwe 0,21 mn B 1 mn npenapaty 0,20 mn/mn
CnNUpPT 6eH3UNoBUIA Big 0,0135 mn go 0,0165 mn B 1 Mn NpenapaTty 0,0148 mn/man
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTti Bumoram Bignoeigae
TepMmiH nprAATHOCTI: 3 pokn Do 03.2026

¥moBu 3bepiranna. 36epiraTu B opuriHanbHiil ynakosui npu Temnepatypi He Buwe 25 °C . 3aMOPOXYBaHHA He AONYCKAETbCA.
KomeHTapi:

3anBa npo cepridikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil AinbHUUi B NOBHIi BignosigHocTi go sumor GMP,
BCTAHOBMEHWX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHoCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLifHOMY
Aocke/Toprosol niueHsii. MpoTokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepesipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaXKeHHA

YnoeHoeaxeHa ocoba — [posigHuiA iHxeHep BCTaBll AHApYcuK MM, 27.03.2023

BupobHnua finbHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; JliueHsia Ha BupoBHuuTBo AE N° 637430 Bip 07.04.2015;

Cepmudikat GMP/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 Big 28.10.2021

KoHTponb AKOCTi T2 BNAaYa 03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigoyTeo npo atecTauiio N2 320 Big 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000106757 Crop.2 32
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Ten, (244) 496-87-87, Ten/dars (044) 230-19-38, Tendaxe (044)43EE5-42, Ten, (042) 4B5-26-57 {nonatont}

CyMa SOMILIOK He Ginbwe 1,5 % 0,32%
Bewizanngerig He Ginbwe 0,05 % © 0,00 % (<MB)
O6'em, WO BUTArAETHCA He mexwe 2,0 mn A Bignoeigae
CiepmnbHicTs Mae Gy crepyRbHM Blgnorigae
BakrepiansbHi eHgoTOKCMHK panmuHa KoHueHTpauln GakTeplanktmy

eHAOTOKCMAIE Mae Byt 1,25 MCiwr

rigpoKopTUADHY aueTaTy Bignoeigas
Kinnticne rrznavenns
rigpokopTMsoHy aueTar Bip 23,7 mr ae 26,3 mr B 1 Mn npenapaty 24.5 wmrhun
nponineHraixosb He Binbwe 0,21 ma & 1 mMa npenapary 0,20 ma/mn
CAupT BeHanAGBIA Bia 0,0135 mn po 0,0165 mn & 1 mn npenapaty 0,0148 mnfman
Ynakoska , Mae signoeigati BuMOram Bignoeigas
Mapky=auHa Mae signosipatvi BuMoram Bighorinae
Tepmin npyaaTHOCTi! 3 pokm ﬂ,o 66.2024

Ymoeu 2Gepiransn:  3Bepira & opurinansHil ynakosL npy Temnepartypl He smue 25 °C , 3aMOPOMYEIHHA HR AOMYCKAETHCA.

Kemensapi:

2anea npo ceptudikauin;

Umm A sacelguyro, e puweskasana indopmauis € goctoeipHomn | Tousom, Lo ceplio npogykuli Byno eupobneHo (anro'-lalcqw

YNAKOBKY/MAPKYBAHHA) Ta NPoBeaeHUit KOHTPOAR 1T AKOCTI Ha HKUeBRKazaHIh AiNbHULI B NCBHIN

rosigHocTi Ao sumor GMP,

BCTAHOBNEHWX MICLERMM DETYNSTORHAM OPFaHoM, a Takox ¥ rignosigoct i3 cnetwdikauiam aria’xon%?t peenpaqtmnomy

fAoceeltoprosoi niuenail. Mporokonn enpoSunuTea, NakysaHHA Ta aHanizis Gynw nepesipen

HOB |p,1-|icrb GMP
“/ %3

6
Bozponeno go peanizanii / go pigeaMTaeHHA .,.1 S0 §
Yrnosnosamena ocoba ~ Havaneruk eigainy BCTaBn Tanryst K0, : fivons 9.07.2021
% e 5 L HTRY
Brpabuvsa pinbumis; X o

u ?93
\ 55
YKPAIHA, 04080 m. Kuie-80, eyn. Knpunisceka, 74; fliuerzia Ha BupoBunuTao AE Ne 63?430 8 5?@402032‘/

Ceprudikar GMP NeO76/2019/GMP sig 06.11.2019; GMP/EAEU/BY/0045-2021 sin 25.02.2021; UP/I-530-10/18-03/06 eig
16.01.2020

Koutpons AkocTl Ta BUpAaYA ROIBOAY HA peanizalin:
YKPATHA, 04080 m. Knis-80, syn. Knpuniscoka, 74; Ceipoutes npo atectauiio N 300 sig 22,01.2019
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Ten. (044} 498-87-B7, Tenlbaxe (044) 238-10-38, Tea/haxc (244)48699-42, Ten, (044} 485-2€-57 (inoaofioso)

Ceptundikat akocti N2 040000093760

FgpoxkopTnaouy auetar, cycnensia ana in’exuin 2,5 % ne 2 ma e amnyﬁi;\na 10 amnyn B

nauwi

1MA CYCNEH3M MICTYTh NOPOKOPTH3OHY ALIETATY B NMEPEPAXYBAHHI HA 100 % C€YX¥ PEHORWMY 25 MF
Homep cepii: 140621 Kpaina oTpymyBay; Yxpaina
KinbKicTe npogysuin: 116.850 Tuc.amn. Ne Peectp. ROCBIAUEHMA: UA/3288/01/01
Hata syupotHuuTea: 06.2021 Tepmin ail peecTp. NoceipuenHs:  HeoGMeMeHui
Ananis BrkQHaHuA no; MEKRA 113 po PN NeUA/3Z88/31/01, aminm gig 03.02.2021 p.
Halfimedyeauss nokasungie Bumorn AHA{cneundiranii) Pesynbrat EARPoSYBaHD
Onwnc NpenapaT nicna 360BTYEAHHA NPOTAroM 2 XB

aense coboto cycnenszito Ginoro abo Ginoro 3
HOBTYBATUM BIATIHKOM KOABGPRY, WO NpY cTOAHHI
ocigas, 3i cneumd;i-—mmm aMaxom Bianoeigae
lgenTudirania
rigpokopTMsoHyY aueTat YO-cnextp BUNpoBORYBAHOMD POIUMHY, OTRUMAHNR
8 pozgini "KinekicHe Br3HAYEHNA.
MapoxkopTscHy auetat”, B obnacti eig 210 um

no 300 Hv NoBWHEH MaTK MEKCUMYM 33 SOBMUHK

xauni (24022} um 242 um
NPONIfEHTNIKOAR, CAMPT Ha xpomartorpami BnnpoBoRyBaHOrG PO3UUHY,
GeHamMnoeni : oTpuMaHin & pezgini "KinbkicHe BuanadenHa.

' Mponinexraikons | cnmpT GeHannoewil”, yacy
YTpuMYBaHHA Nikie nponineHriikenio | cnupty
BeH3UNeROro MaDTh CMIBNAZATH 3 Yacami
YTPUMYBaHHA Nikie nponinedrnikonio i cnnpty

6eH3UNOBOIO HA XPOMATOrpami PO3MMHY NOPISHAHHA

3 TouricTo £2 % Bignoeigae
noBigoH “ fkicHa peaxuin Bignosigae
Pecycnengosaticrs 'MNpeniapat niens 200BTYSaHHA MaeE YTBOPIOBATI

romoreHHy cycnensio, BifeHY BIR KOANYNLOBAHKWK

HACTOK “ 5

Pozmip uactok Iz 100 pgueneprosanux YacTok 60 YACTOK NOBMHH]

T~

saTi posmipy He Binbwie 40 mem i He mae By ;? C‘i”ri s,
n.u. 'F

. ,,,g,gmg f
Sl ia \.;;- ..

uacTox posMipom Sinbwe 100 mrm
ph Big 4,0 po 5,0

Cynpogigni gomimm

=
{
*

Gyab-aKel 0AHOT DOMILLKIA He Binswe 1,0 %

Gy ap-AKol IHIMOT AoMIlIKK He Ginpwe 0,5 % 01%
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ASTRAPHARMWM

ToBapucrso 3 o6MesKeHOIO BiANOBInaNBHICTIO
“ACTPA®APM”

iaeso-CoaTownnceruii paiion, s Brwnese, sy Kiiecska 6, Ten/axc (44) 239-08-99

CEPTU®DIKAT SIKOCTI Ne50

. Bia "'08" arwroro 2021 poky
Hazsa TPOTIPUM, rabaeticn no S00 mr NedQ | AHJ, sianosiago 20 axoi MK a0 PN
npenapary: {10x4} vy daicTepax fIPOBOANTLCS AHANIS: NelUA/IS916/01/00
Homep cepii: 020121 Kinskicts v cepil: 10 000 yn. NolQOxd
Hara FiapuGHHuTaa: ciuens 2021 p. Homep aiuensii: Cepis AB No 501325
Tepmin npupartocti: | civens 2026 p. Ceprdixar sinnoeianoeri GMP: | Ne001/2019/GMP
Nesn Nokazvuky Bumeru Ppacnminl
pe3ybLTaTH
1 Onue TaGaerin oBansHoT OPMM 3 ABOONYKAOK NOBCPXHEIS Bia Maixe | Biinoainae
6inoro a0 KpemMoBOro KeAbopy. 32 308HIHIM BHFARAOM MAIOTH
BiZNOBinaTH prsMoras AV, cr. "Tabnerku”
2 Lrenmudizauin Cnexrp NOFAMHAHHA BHIPOBOBYBAHORO posumHy, npurotosancro | Bixnosinac

- IHO3MH fpaHedere ANS KINBKICHOTG BH3Havenus, & ofnacti 8ia 200 um ac 300 um
MOBUHEH MATH MAKCHMYM 38 J0BKHHOIO XBui (258+2) HM

Ha xpomarorpami sunpoSyBanoro pozuuby. OAepxadoro B Tecti | Bianosizac
"Cynyrii  aoMiwk", 4ac yTPHUMYBAHHE OCHOBHMX NIKIE Mac
CIIBNALATH HACAM YTPHMYBAHHA OCHOBHHX NiKiB KOMAOHCHTIR
iHo3uy  npanoBexey Ha  NPOMATOrpasi  CralIapTHoIe  PO3UHHY
iHO3HH npaHoBekcy

3 Cepenist Maca Bin 617.5 mr o 682,53 mr 6510 mr

4 OnHopiasicTs Macu I3 20 sunpobGesysannx Tabuerox Jonyckacrses we finwine 2 | Bianosinae
TabAETOK, IO MAKTL BIAXMACHHA BiZ CepeaHbol macH Binbue 5 %
HE TOBHHHO OYTH WOAHOT TabmerTku. UI0 Mae BIAXWICHHS Bin
cepearboi mack Binuine £10 %

3 Poznanants He Binswe 15 xi. Bianosisae
6 Crupauicrs He Binviue | % 0.3 %
7 CrifixicTs a0 po3aasnIOBaHHS He menwe 60 H cepease: 804 H
max: 92,3 H
min: 66,3 H
8 PosunHenHs He menwe 75 % (Q) 3a 30 xa. Bixnosinae
b, CuopianicTs 2030BaHKX Mar sinnosinath sumoram OV, 2.9.40 Biarnosiaae
QAWHHKLE
10 CynpoBigHi AoMiLlikK . .
- rinOKCANTHH He Binbine 0.2 % Bianogiaae
- 4-aminobenzoling KucioTa He Sinsuwe 0.2 % ; Bianoginae
- HeiaeHThixoBaHOT A0MILIKK He Gianwe 0,1 % 7 Biniosizac
- CYyMH OOMILIOK - He Binwe 0,5 % HBianosinae
11 MikpoBionoriuna yucrora 3aranuie yuenc acpobuux sikpoopranismiz (TAMC) we Sinbue | 1. 20 KYO/m
1000 KYO y | rpami; 2, menwe 10 KYO/
3aranbHe YMCn0 APIKIKOBHX Ta MAiCeHerux rpubis 3. Bianosiaae.

(TYMC): ne Binbwe 100 KYO y 1 rpawmi.
Biucyrnicrs Escherichia coli 8 1 rpami.

12 KinskicHe BH3HAuCHHS
- iHO3KH HpanpGekcy Bin 475 mr 0o 323 mr ¥ 495,10 mr
Y TOMY YHCII;
- {HO3HHY Bia 114 mr a0 126 mr | l‘)m
- coili 4-aueraminoBensofinoi Bia 36! Mr a0 399 Mr 3 @Nﬁ‘vnmd"égﬁo
HenoTH 3 NNLauMeTHiaMiio-2- (8
[l ERREI: o

13 TTaxysadis . 3riano sumMor MKS1 [ @féfﬁw”i

14 Mapkysanus 3riano sumor MKF o \Eur‘\ﬁﬁme

BUCHOBKH: T'POINPHM, taGacrkn no 300 mr Ned0Q (10x4) ¥
grMoraM MIKA no PIT MelUA/13916/G1/01.

HauaabHur B

i /

i \-‘iocagi
Sonca nna«aeénmd)faauf 108 t{uM’% Jggrmdqy:o 1o Hc?bec)emzqe u«/mpucu;:;z ¢ 0oCmosipn ra éfpr)jf! ;j/
gupobaeuo ma npoaef)ewa KOHHI]JOJH; it axocmi wa ugesapiuenill Olyayi v noeniit Grr)nomdﬁagn{) i u&‘ \hi ufn‘-
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Chinvne yspaiucoko-icnancoke nidnpuememeo «CITEPKO YKPATHA» : Ywpaia
- 21027 m.Binnuys, 6yn,600-piuua, 25
S p i RCO men/thaxe.(0432) 52 30 49, men.(0432) 52 30 36
E-mail: office@yperco.ua

CEPTU®IKAT CEPH Ne 21/5031 - 2U2

Hussa sikapebkoro 3acoGy,

Jikapenka popma; FEMO®EPOH, posuny opaabuuii

Crna oil/ agrupricTh: 1 mn possnny micTarn: 3000130 aMORITIHOrO UHTPATY 40 MY (CKBIBASCHTIO 8,2 MI' CAEMEnTIO! |
3aJii3a), kncjaoTy Qoaiesoi 0,3 mr, nianoxobanaminy 0,01 mr

PosMip Ta THI nakyBaHHs: 110 200 ma1 y dnaxoni
Howmep cepii: 2020121 Kinnkicrs s cepil, yn: 4366
Hara pupobunieroa: 30.01.21 Fpvaaraui no: 01/2023

Peccrpanifine nocsijuenms: Ne UA/7567/01/01 nakas MO3 Yipainn sin 26.04.2018 Ne 803

Jliensis na supoOHULTBO: Cepin AE Ne193877 sin 30.09.14 p.

Ceprudrirar signosigsocri
GMP ra erpor il ceprudikary  Ceprudivar 095/2019/GMP ao 18.10.2022

Aikapeninii 3acié supoGneno ta
HPOKOITPOABOBUNO: Ypaina, m, Binnnus, sy, 600-piaus, 25; Yipatua, m. Binnuus, sya, 600-pivvw, 25-h

Kowrpous sicoeri sianoninno no: MKSEJI3 1o PI Ne UA /7567/01/01, sats, MO3 Yipavun naas Ne 230 nig 22.03.2013 poxy

Nu lorasnnk Bamoru MKt Pesyswrar
[Mpo3opa piakHa 4EPBOHO-KOPHUHEROTD KOMBOPY. CONO/IOT0 . .
t |Ouuc PO3Opa pid P P by A BiUTORIAAE
CMAKY, 3 XapaKTepHUM 3a1axoM MamHHn
2 |lnenrudikauis
2.1 |lonst 3asisa (1) Bianosiano no MK$ slanosiae
Uianoxobanamin | kiesiora . ; ¢ :
2.2 . X Bianosinne 1o MK BLANOR ac
(Qogicsa :
Mernanapaben i . , . . .
2.3 ! Binnosimo o MKSI BiAnoR e
nponinnapaben
2.4 |Eranon Binnosiano g0 MK sianosinae
2.5 |Copbir Binnosiano ro MKSI BUINOR e
2.6 [lonn narpio Bignoniano spo MK BIANORI tac
3 pH Bix 3.0 a0 7,0 6.6
4 |Of'em smicTy Konreiinepa OG'em sMicty xonrelinepa nosunen 6yt sin 196 Mo 40 204 Ma 200 ma
5  |I'ycruua Bin 1,022 no 1,122 1.070 riear’
6  |MixpoGiosoristna ynerora Tpenapar nosunen signosisat sumoram fAOY, §.1.4

B 1 ma npenapary gonyckaerhea
HABHICTh MHTTEAATHHX acpobHKx He Gitsie 10°KYO MeHue 5 KY O
miKpoopranismis: Gakrepii

B 1 mn npenapary nonyckaetbes
HASABHICTL HHTTEHIATHAX BepoBHUX He Ginswe 10 KYO mene 5 KYO
Mikpoopranismis: rpuGin

e JOnyCKaIOThCS B

Escherichia coli
I ma npenapary

BEACYIHI

7  |Kinekicue susnavichns

Cropinka 1i32
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7.1 |3aniza amonifinoro wurpary | Buicr 3anisa amoniAHORO WHTPATY B NEPEPEXYHKY 12 EIEMEHTHE
(exsiBasenTHo 8,2 mr 3a1i30 8 1 Mi1 npenapary mae Gyri Bin 7,8 mMr 1o 8,6 M 8,2 mr/mi
C/IEMEHTHOrO 3aJ1i32)
7.2 |UianokoGanamin Buicr nianoxobanaminy (Ce3HeggCoNyOwP) B 1 Ma 0,007
017 Mr/mn
npenapaty Mae 6yru ne meuwe 0,009 mr ’
7.3 |Kueaora oniena Buicr kucioru dosienol (CoHoN506) 8 1 Ma 0.40 wr
SR MM
npenapary nosuino 6yru ne mene 0,27 mr '
74 [Merninapaben Ta Bumict merranapabeny B 1 Mi npenapary mae 6ytu {26 s/
nponianapaden Bii 0,96 M no 1,44 mr »40 MI/MI
7.5 Bumicr nponinmapabeny 8 | ma upenapatry mac Gyru
: . 0.29 mr/mn
Bia 0,24 10 0,36 M1
“6 {liaoa Bmicr eranony (Col1sOH) » npenapari mac 6ytu .66
Bt 3.25 % 210 3,97 % (06/06). YO
8 [Hlakysaunn Bianosizno no MKSE pianosigae
9 iMapkysauus Bixnosiano a0 MKSI sianoniaae
Komenrapi: 36epirary upn remneparypi ue puie 25°C

Jasna npo ceprudiranio:

fhive a saceiduyvto. wo Hagedena suue inghopmayin e docmosipnoio ma mounoio. Lo cepho npodyxyii 6yno eupobneno (skmovaioun
SIKVEQUHS, MAPKVGANHAT U APOSedeno KOHmponb I akochti- na guiesaznauenii diasniag. ¥ nosnii sionosidnocmi 3 sunoeamit iyensiiinus
VO GCTIANOGAC HUMU MICYCBUM  Pe; YAMOPHUM ODEAHOM, @ MAKONC ¢ionoeldne 0o c'mum/)lmz;m, o sicnsimecs y Pecempayiiinomy

it Hpomorkoan suposHuyInGa, nakyamrm ma ami“[*i?ﬂ»éy/m REPEIANVING WA BEMTHOCREHD mdnoaidmcmb GUMOCAM AIYEHITRNIX V106
et Pecempayiinneo oocec, ' 7\ :

YiosHopaxkeHa ocoba

%

PﬁUJCBLbKd TB. o s

Cropinka 232




o AT

Ten. (044) 496-87-87, Tan.fbakc (044) 239-18-38, Ten/dake (044349689-42, Ten, (044) 485-26-57 (yinogabora)

Ceprudikar akocti Ne 040000090528

I'ponigipin, Tabnerkn no 500 mr, no 10 Tabnerox y Gnicrepi, no 2 6nicrepn y nauni
1TABETKA MICTUTB 500 MF IHO3MHY NPAHOBEKCY
Homep cepil: 20121 KpaiHa orpumysay; YKpaiHa

KinskicTs npogysuii: 7.337 Tnc.ynak. Ne Peectp. nocsiguenns; UA/M15404/01/01

NaTa BupobHULTEa: 01.2021 Tepmin afi peectp. nocsiguenns:  26.08.2021
AHani3 BuKoHanvi no; MEKA ﬂ3 Ao PN NeUAJ15404/01/01 Big 26.08. 20‘!6 p-, 3miHu Big 13.04.2020 p,
HaitmenysaHua nokazuukis Bumorn AHf(cneundikauir) PesynsTaTyt Bunpobysans

TabneTku sig Maibke 6inoro [0 KOBTyBaTO-6inoro

KONbOPY, oBaneHi, ABoONYkAl, Npogosrysarol
dopmu, 3 prckoio 3 ogHiel cropot, 3 nerkim
cneumdivHum 3anaxom ' Bignosigae

lgenTndikauin

nenTudikauis Y@ YnbTpagioneToBuiA CnekTp NOrAMHaHHA

BUNPOBOBYBAHOrG 3pasky NOBUHEH MaTu MaKCHMYM

33 BOBXMHYM XBuni (258+2) Hm 260 Hm
lopeHTndikauin PX Ha xpomarorpami sunpofosysaHoro PO34MHY, Wo

ofepxanw y posgini 7.1 "KinbKicHe BusHaueHHa"

Hack yTpPUMYBaHHA OCHOBHUX NiKIB MaiTb

CMIBMAafaTyi 3 Yacamm YTPUMYBaHHS OCHOBHWX MiKiB

Ha XpomMaTorpami posunHy NopisHAHHA + 2 % Bignosipae
laenTydikauia TILX : Ha xpomatorpami sunpo6osysatoro PO34UHY Mae
BUABAATICA NAAMa Ha pisHi naamm Ha

XpomaTorpami pozumnHy nopisHAHHA, BigNoBigHa it

* 32 PO3MIPOM Ta IHTeHCUBHICTIO 336apeneHHsa Bignosinae
: CepenHa maca Tabnerku
650 mr 5 %
Big 618 mr go 683 mr
i, OpropigHicte gozosanmux Mae BuTpumysaT BUNpoSysaHHs
ik

Bl.qnoai.qae

OANHNLL

: Cynposigui aomiwke

rinoxcaHTyHy He 6inbuwe 0,3 %
4-amiHoBeH30AHOT KMCROTH He Ginswe 0,3 %

Bypb-aKor iHwoT DOMItKYA He Ginbwe 0,1 %

Cyma JoMiluoK ] He 6Ginbwe 0,5 % 0,0 % (meHwe 0.5%)
PosunHenus He Menwe 75 % (Q) 3a 30 xa 96 %

KinekicHe BusHaveuHsn

Crop.1 32




ool L

Ten. {044) 486-87-87, TenJdake (044) 2391038, Ten./bare (144)48688-42, Ton. (ﬂd4_} 485-26-57 {uinopoboso)

{HO31H Npaxobekc

Bin 475,0 mr go 525,0 mr/ra6
{MeTnzonpunon) 493,9 mr/rab
B tomy ducnl: IHo3mH Bin 114,2 mr no 126,3 mr/rab 118,9 mrirab
4-ayetamiHoGenH3oiHa Kucnora Bin 229,0 mr no 253,0 Mr/rabn 237,1 mrirab
N,N—nmmemnamiHo-Q-nponaHon Bin 131,8 mr no 145,7 mr/tabn 137,98 mr/taé

MikpoGionoriuna uncrora
3aransHe Yncno aepobHix

MmikpoopraHizmis (TAMC)

Kputepit npuiinaTrocti 1000 KYO/-

0 (Mexwwe 10)
3aranbHe wucno aphkprosmx i

nnicHasux rpudis (TYMC)
Escherichia coli

Kpurepiit npuithatHocri 100 KYO/r

0 (Menwe 10)
BlocytHicte 8 1 1

BincyTni
- Ynakoska Mae eignosigati sumoram Bignoeigae
 MapkyBaHHs Mae signosigaTty sumoram Binnoeigae
" Tepmin npupgaTHocri: . 2 poku Ao 01.2023

Ymon 36epiranHa:  3gepiraty o opuriHanbHiih ynakoeyl npu Temnepatypl He Bulge 25 °C

Komenrapi;

3ansa npo ceprudinanyio:

Uum 2 3aceinuyio, wo suiieskasana iHdopmauin € gocTosipHol | ToUHOIO. Lio cepiio npeaykuil 6yno anpobnero {BKniovatoun
ynakoBKy/MapKkysaHHA) Ta nposeaeHmit KOHTPOnL I AKOCTI Ha HUKYeBKasaHil alnsHuLi B nosHiv, BlanogiaHocti go enmor GMP,
BCTAHOBNEHAX MICLIEBIM PErYIIRTOPHIM OPraHOM, a TaKoMK y BignoslgHocTi i3 cnewcbimaﬂiam%ﬁf{i 385 Q}ﬂﬁtg'@ﬂ:\y peecTpayifiHomy
AOCbE/TOprosoy niveHsii, MpoTokonu BupoBHULTREa, NakyBaHHA Ta aHanile Bynu

nepeaipeﬂJﬁa:?EfréHaméﬁ‘a' HQF'KDBU].HiCTb GMP,
2
ﬁfw/ yj%"'?f?%(%::" X

flossoneno po peanizauii / go sigeanraxenns %ﬁf}i Qu ](L 1l
YnoBHoBaxeHa ocoba ~ MNposinHuii iHxenep BCTaBM KpasyeHko C.M, *\ [ A, 6’};;22'02'2021
B 7 i LS/
' BupoGhruua pinbrnna; &7

YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Miuensia Ha BUPO6HUUTBO AF N2 537430 8]
Ceprudikar GMP N2075/2019/GMP Bin 10.10.2019; UP/1-530-10/18-03/06 sig 16.01.2020

i Koutponu akocti 1a pupava Ho3eony Ha peanizaiiio:
i YKPATHA, 04080 m. Kuie-80, Byn. Kupunieceka, 74; CeipouTteo npo atecratiio Ne 390 Big 22.01.2019




OAPMAK

Ten. {044) 496-87-87, Ten./panc (D44) 239-19-38, Ten fdakc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

Ceprundikar axocri N2 040000107928

ligpoxkopTMaoHYy aueTar, cycneHsina ana in’exyia 2,5 % no 2 mn B amnyni, no 10 amnyn B
navui
1M CYCMEH2Ii MICTUTL MAPOKOPTU30HY ALETATY B NEPEPAXYBAHHI HA 100 % CYXY PEMOBWHY 25 MI'

Homep cepii: 230523 Kpaina oTpumyBau: YkpaiHa
KinbkicTe npogykuii- 113.470 Tuc.amn. Ne PeecTp. nocBigueHnA: UA/3288/01/01
Hata supotunyTea: 05.2023 TepMiH aii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHanis BUKOHaHu# no: MKA 13 no P NeUA/3288/01/01, 3minm Big 03.02.2021 p.

HaiimeHyBaHHA NOKAa3HUKIB Bumoru AHJ{cneumndikanii) PesynbTaTv BUnpobyBaHb

Onnc MNpenapat nicnA 360BTYBaHHA NPOTArOM 2 XB
faenae cobow cycnensiw tinoro ato Ginoro 3
XOBTYBaTUM BiTIHKOM KONbOPY, WO NMpWY CTOAHHI
ocigae, 3i cneun$iuyHMM 3anaxom Bignoeigae

laenTngikanin
rigpoKOpTU30HY aueTaT Y®-cnektp BunpoGoByBaHOro po3ynHYy, OTPUMaHUA

B po3gini "KinbKicHe BU3HaueHHA.
lMapokopTUzoHy aueTaT”, B obnacti Big 210 Hm

Ao 300 HM NOBMHEH MaTH MaKCMMYM 3a JOBXMHU

xeuni (240+2) um 242 Hm
nponineHrnikonb, cnupT Ha xpomatorpami BUNpoBoBYBaHOrO PO3UNHY,
GeH3MNoBUIA OTpUMaHiin B po3gini "KinbKicHe BU3HaYeHHA.

MNponinenrnikons i cnupT GeH3MNoBMIA", YacK
YTPUMYBaHHA NiKiB NponineHrnikonio i cnupTy
6eH3MNOBOro MaloTb CNIiBNafaTk 3 Yacamu
YTPUMYBaHHA NiKiB NponineHrnikenio i cnupTy

GeH3MNOBOIo Ha XpOMaTorpami po3uMHY NOPIBHAHHA

3 TOuHicTIC 2 % Bignoeigae
noeigoH flkicHa peakuina Bignoeigae
PecycneHgoBaHICTb MNpenapat nicna 360BTYBaHHA Ma€ YTEOPIOBATK

rOMOreHHY CycneH3ilo, BiNbHy Bif KoarynboBaHWX
JYaCToK Bignoeigae
Po3mip vacTok I3 100 gucneprosaHux YacTok 60 YaCcToK NOBUHHI

MaTh po3mipn He Binbue 40 MKM | He Mae ByTH

4acToK po3mipom Binbe 100 Mkm Bignoeigae
pH Big 4,0 o 5,0 45
CynposigHi gomiluxu
Gynb-AKkol 0gHOT QOMILLIKK He 6inbwe 1,0 % 0,1%
Gynb-aKkol iHWOT gomilWKA He 6inbwe 0,5 % 0,1%
Cepmudbixam nidnucano efeKmpoHHUM nidnucom D 040000107828

Crop.1 32



OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdakc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

CyMa JOMILIOK He 6inbwe 1,5 % 0,2 %
beH3anbgerig He 6inbwe 0,05 % 0,00 % (<MB})
06 em, WO BUTArAETLCA He meHwe 2,0 mn Bignoeigae
CTepunbHiCTDL Mae 6yt cTepunbHUM Bignoeigae
bakTepianbHi eHBOTOKCMHK lpaHWvHa KoHUeHTpalin GakTepianbHUX

EHAOTOKCHHIB Mae 6yTn 1,25 MO/mr

rigpoKOpTU3OHY aLeTaTy Bignoeigae
Kinbkiche BU3HaYeHHA
riAPCKOPTUZOHY aueTat Big 23,7 mr go 26,3 mr B 1 mn npenapaty 24,2 mrimn
nponineHrnikonb He 6inbwe 0,21 mn B 1 mn npenapaty 0,20 mn/mn
CnNUpPT 6eH3UNoBUIA Big 0,0135 mn go 0,0165 mn B 1 Mn NpenapaTty 0,0152 mn/man
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTti Bumoram Bignoeigae
TepMmiH nprAATHOCTI: 3 pokn Do 05.2026

¥moBu 3bepiranna. 36epiraTu B opuriHanbHiil ynakosui npu Temnepatypi He Buwe 25 °C . 3aMOPOXYBaHHA He AONYCKAETbCA.
KomeHTapi:

3anBa npo cepridikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil AinbHUUi B NOBHIi BignosigHocTi go sumor GMP,
BCTAHOBMEHWX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHoCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLifHOMY
Aocke/Toprosol niueHsii. MpoTokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepesipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaXKeHHA

YnoeHoeaxeHa ocoba — [posigHuiA iHxeHep BCTaBll AHApYcuK MM, 29.05.2023

BupobHnua finbHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; JliueHsia Ha BupoBHuuTBo AE N° 637430 Bip 07.04.2015;

Cepmudikat GMP/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 Big 28.10.2021

KoHTponb AKOCTi T2 BNAaYa 03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigoyTeo npo atecTauiio N2 320 Big 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000107828 Crop.2 32



OAPMAK

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /daxc (0444968542, Ten. (044} 485-26 57 (uinofoboso)

Ceprndikar axocri N2 040000107946

ligpoxkopTMaoHYy aueTar, cycneHsina ana in’exyia 2,5 % no 2 mn B amnyni, no 10 amnyn B
navui
1M CYCMEH2Ii MICTUTL MAPOKOPTU30HY ALETATY B NEPEPAXYBAHHI HA 100 % CYXY PEMOBWHY 25 MI'

Homep cepii: 240523 Kpaina oTpumyBau: YKpaiHa
KinbkicTe npogykuii- 112.000 Tuc.amn. Ne PeecTp. NocBigueHnA: UA/3288/01/01
Hata supoGunyTea: 05.2023 TepMiH aii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHanis BUKOHaHu# no: MKA 13 no P NeUA/3288/01/01, 3minm Big 03.02.2021 p.

HaiimeHyBaHHA NOKA3HUKIB Bumoru AHJ{cneumndikanii) PesynbTaTv BUnpobyBaHb

Onnc MNpenapat nicnA 360BTYBaHHA NPOTArOM 2 XB
naenae cobow cycnensiw Ginoro ato Ginoro 3
XOBTYBaTUM BiTIHKOM KONbOPY, WO NMpWY CTOAHHI
ocigae, 3i cneun$iuyHMM 3anaxom Bignoeigae

laenTndikanin
rigpoKOpTU30HY aueTaT Y®-cnektp BunpoGoByBaHOro po3ynHy, OTPUMaHUiA

B po3gini "KinbKicHe BU3HaueHHA.
lMapokopTUzoHy aueTaT”, B obnacti Big 210 Hm

Ao 300 HM NOBWMHEH MaTH MaKCMMYM 3a JOBXMHM

xeuni (240+2) um 242 Hm
nponineHrnikonb, cnupT Ha xpomatorpami BUNpofoByBaHOro po3unHYy,
GeH3MNoBUIA OTpUMaHiin B po3gini "KinbkicHe BU3HaYeHHA.

MNponineHrnikons i cnupT GeH3MNoOBMIA", YacK
YTPUMYBaHHA NiKiB NponineHrnikonio i cnupTy
6eH3MNOBOro MaloTb CNIBNafaT 3 Yacamu
YTPUMYBaHHA NiKiB NponineHrnikenio i cnupTy

GeH3MNOBOIo Ha XPOMaTorpami po3uMHY NOPIBHAHHA

3 TOuHicTIC 2 % Bignoeigae
noeigoH flkicHa peakuina Bignoeigae
PecycneHgoBaHICTL MNpenapat nicna 360BTYBaHHA Ma€ YTEOPIOBATK

rOMOreHHY CyCneH3ilo, BiNbHy Bif KoarynboBaHWX
JaCToK Bignoeigae
Po3mip vacTok I3 100 gucneprosaHux yacTtok 60 YaCcToK NOBUHHI

MaTh po3mipy He Ginbuie 40 MKM | He mae ByTH

4acToK posmipom Binbwe 100 mkm Bignoeigae
pH Big 4,0 o 5,0 4.6
CynposigHi gomilxm
6ynb-Akol 0gHOT QOMILLIKK He 6inbwe 1,0 % 0,1%
Gynb-akol iHWOoT gomiWK He 6inbwe 0,5 % 0,1%
Cepmudbixam nidnucano efeKmpoHHUM hidnucom D 040000107946

Crop.1 32



OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdaxc (0444968542, Ten. (044} 48526 57 (uinofoboso)

CyMa JOMILIOK He 6inbwe 1,5 % 0,2 %
beH3anbgerig He 6inbwe 0,05 % 0,00 % (<MB})
06 em, WO BUTArAETLCA He meHwe 2,0 mn Bignoeigae
CTepunbHICTDL Mae OyTn cTepunbHUM Bignoeigae
bakTepianbHi eHBOTOKCMHK lpaHWvHa KoHUeHTpalin GakTepianbHUX

EHAOTOKCHHIB Mae 6yTn 1,25 MO/mr

rigpoKOpTU3OHY aLeTaTy Bignoeigae
Kinbkiche BU3HaYeHHA
riAPCKOPTUZOHY aueTat Big 23,7 mr po 26,3 mr B 1 mn npenapaty 25,0 mrimn
nponineHrnikont He Ginbwe 0,21 mn B 1 mn npenapaty 0,20 mn/mn
CNUpPT 6eH3UNoBUIA Big 0,0135 mn go 0,0165 mn B 1 Mn NpenapaTty 0,0151 mn/man
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTti Bumoram Bignoeigae
TepMmiH npAATHOCTI: 3 pokn Do 05.2026

¥moBwu 3bepiranna. 36epiraTu B opuriHanbHiil ynakosui npu Temnepatypi He Buwe 25 °C . 3aMOPOXYBaHHA He AONYCKAETbCA.
KomeHTapi:

3anBa npo cepridikayio:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAIOUK
YNaKoBKy/MapKyBaHHA) Ta NpOBeAeHWIi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUUi B NOBHIi BignosigHocTi go sumor GMP,
BCTAHOBMEHWX MICLIEBUM PeryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aoche/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepesipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaXKeHHA

YnoeHoeaxeHa ocoba — [posigHWiA iHxeHep BCTaBll AHApYcUK MM, 29.05.2023

BupobHnua finbHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; JliueHsia Ha BupoBHuuTBo AE N° 637430 Bip 07.04.2015;

Cepmudikat GMP/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 Big 28.10.2021

KoHTponb AKOCTi T2 BNAaYa f03BOAY Ha peanizauio:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigouTeo npo atecTauiio N2 320 Big 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000107946 Crop.2 32



- AV

Ten. (044) 496-87-87, Tentbaxc (044) 239-18-38, Ten.spaxc (044)49689-42, Ten. (044) 485-26-57 (uinogoSoeo)

Ceprudikar akocri Ne 040000095630

FippokopTnsony auerar, cycneusin AnA in’exyiin 2,5 % no 2 mn B amnyni, no 10 amnyn B

navuyi

1M1 CYCMEH3IT MICTUTb TMZPOKOPTA3OHY ALETATY B MEPEPAXYBAHHI HA 100 % CYXY PEYOBUHY 25 Mr
Howmep cepii: 250921 KpaiHa otpumysau: Yxpaina
KinekicTs npogyxuii: 81.540 Tuc.amn. N2 Peectp. noceipuenns: UA/3288/01/01
Data BupobHuyTEa: 08.2021 Tepwmit Ail peectp. nocsiguenns: HeobMexeHuin
AHani3 snkoHaHuii no: MKA N3 po PN NeUA/3288/01/01, 3mitn 8ia 03.02.2021 p.
HaiimeHyeanHa nokasHvkis Bumorn AHA(cneyndikauyii) Pesynbtatn Bunpo6Gyeans
Onuc Mpenapart nicna 3608TyBaHHA npotarom 2 xa

ABNAE cobolo cycnensiio Ginoro a6o Ginoro 3
PKOBTYBATUM BIATIHKOM KONbOPY, WO NPU CTOAHHI
ocifae, 3i cneyundiyHmum 3anaxom Binnosigae
lnenTudikayin
rinpoxopmsony auerar Y®-cnekrp Bunpo6osysaHoro PO34MHyY, OTpUMaHUi
B po3gini "KinbKicHe BU3HayeHHs.
lapokopTusony auerar”, s o6nacri 8ig 210 um

A0 300 HM noBuHEH maTu MaKCUMYM 33 4OBXUHN

x8uni (240+2) um 242 1m
nponineHraikons, cnupt Ha xpomatorpami BUnNpobosysaHoro PO34nHy,
6eHsunosuit OTPUMaHIN B po3gini "KinbkicHe snsHaueHHs.

Mponinenrnikons i crnpr 6eH3unoBuir®, yacu
yTpUmMyBaHHa nikis nponineHrnikonio i cnupry
6eHsunosoro maioTs cnisnapaT 3 yacamu

YTpUMyBaHHa nixis nponinexrnikonio i cnupty

6eH3unosoro Ha xpomarorpami PO34MUHy NOpIiBHAHHA

3 ToyHicTIo +2 % Bipnoeigae
noBigoH fAkicha peaxuyia Bigﬁoeinae
Pecycnenposanicts Mpenapar nicns 360BTYBaHHS Mae YTBOPIOBATY

FOMOreHHy cycneHzito, BinbHy sig KoarynbosaHmx
YacToK

Posmip vacrok 13 100 gucneprosanmx vacrok 60 4acToK noBsu

HacToK posmipom Ginvuie 100 mkm
PH Bin 4,0 o 5,0
Cynpoeigni gomiwxu
6yab-akol ogHoT nomilKm He 6inbwe 1,0 %

6yAb-AKoT iHWOT gomiwKy He 6inbwe 0,5 %




s NI

Ten, (044) 496-87-87, TenJdaxc (044) 239-19-38, Ten/pake (044)48688-42, Ten. (044) 485-26-57 {unogobono)

Cyma AOMILLOK He 6inbuwe 1,5 % 0,4 %
BeHsanbperin He 6inbwe 0,05 % - 0,00 % (<MB)
06’em, wo suTAracTbCA He meHwe 2,0 mn Bianosipae
CrepunbHictb Mae 6yTn crepunbrnm Bianosigae
bakreplanbHl eHpoTokcuum paHuyHa KiOHueHTpaLllR 6akTepianbHux

€HRoTOKCUHIB Mae ByTn 1,25 MO/mr

riAPOKOPTU3OHY aLeTaty Bianosigae
KinbkicHe BuaHauennsn
riapokopTtuaony auerar Bia 23,7 Mrno 26,3 mrs 1 mn npenapary 24,6 mr/imn
nponinexrnikons He 6inbwe 0,21 mas 1 mn npenapary 0,20 mn/mn
cnupT 6eHannosuin Bia 0,0135 mn 1o 0,0165 Mn e 1 mn npenapary 0,0148 mn/mn
Ynakoeka Mae sipnoelgatu sumoram Bianosinae
MapkysaHHn Mae signosipari sumoram Bianoslgae
Tepmin npuaatHocTi: 3 poku Lo 09.2024

Ymosu s6epiranuna: 36epirati s opuriHansHiit ynakosy| Npu Temnepatypi He suwe 25 °C . 3amopoxyBaHHs He fonycKaeTbeA.

KomenTapl:

3anBa npo ceprudikauin:

LUum s 3acsiguyio, wo suweskasaHa iHpopmaLin € gocTosipHok | TouHOMW. Uio cepito npopykuli 6yno BUpo6neHo (BKntovatoum
ynakosky/mapKysaHHs) Ta npoBefeHN KOHTPONb 1l AKOCTI Ha HUXKYEeBKasaHIi AinbHUUi B NOBHIN BignogigHoCT] Ao sumor GMP,
BCTAHOBN@HMX MICLE@BIUM PerynATOPHUM OPraHoM, a TaKoX y BlanoeigHocTl iz cneumdalxauimm,{g&g;saaxggmbcn y peecrpauiinomy
Aocbe/Toprosoi niuensli. Mpotokonu BUPOGHNUTBA, NakyBaHHA Ta aHanisls 6ynu nepesipenir ';E(uauagn sianosigHicts GMP.

",
foasoneno po peanisayii / go BiABaHTAMEHHA ;" f‘ py d A 4
YnosHoBaxeHa 0coba ~ MposigHuii IHxeHep BCraBN AHgpycnk M.M. / 27 S l " 12.10.2021
£y o AR ;-
BupoGuuua ginbHnus: "l";\'»' - P

YKPATHA, 04080 m. Kuie-80, syn. Kupuniacsa, 74; Niensis Ha supobHMLTEO AE Ne 637430'611.07.04.2015;
Ceprudikar GMP N076/2019/GMP sin 06.11.2019; GMP/EAEU/BY/0045-2021 sip 25.02.20215 UPTI-530-10/18-03/06 BiA
16.01.2020

KoxTponb nakocrl ra Bugava AO3BONY Ha peaniszauilo;
YKPATHA, 04080 m. Kuis-80, syn. Kupuniscoka, 74; CsigoyTao npo arecrauiio N2 390 sig 22.01.2019




f’%

- [

Ten. (044) 496-87-87, TenJdaxe (044) 239-13-38, Ten./paxc (044)49689-42, Ten. (044) 485-26-57 (uinogoboso)

CepTudikar akocri N2 040000096362

FippokopTnsoHy auetar, cycneHsia ana in’ekyiin 2,5 % no 2 mn B amnyni, no 10 amnyn g

navui

TMN CYCNEH3IT MICTUTS TIAPOKOPTU3OHY ALIETATY B NEPEPAXYBAHHI HA 100 % CYXY PEYOBUHY 25 MI
Howmep cepit; 331021 KpaiHa oTpumysay: Ykpaita
KinbkicTs npopykuii: 110.600 Tuc.amn. N2 Peectp. nocsigueHns: UA/3288/01/01
[Oata BupobHulTEa: 10.2021 Tepmix il peecTp. NocsigueHHa:  HeoBMeXeHM
AHani3 BUKOHaHWIA no: MKA J13 po PI NeUA/3288/01/01, 3minm sig 03.02.2021 p.
HalimeHyBaHHA nokasHukis Bumorn AHL(cneundikauii) PezynbTati BunpobyeaHb
Onuc lMpenapar nicna 36o8TyBaHHA NpoTsrom 2 xB

ABNnAe coboto cycnexsin Binoro abo Ginoro 3
KOBTYBATWM BiATIHKOM KOMbOPY, LU0 NPW CTOAHHI
ocigae, 3i cneundiyHum sanaxom Bignosigae
IpenTudikayin
ridpPOKOPTM30HY aleTaT Y®-cnekTp BUNpcHoBY8aHOrO PO3YMHY, OTpUMaHUA
B posgini "KinbkicHe BuaHaueHHs.
lNapokopiuzoHy alerar", 8 o6nacri Big 210 Hm

£0 300 HM NOBKHEH MaTV MaKCUMYM 33 [OBXUHM

xeuni (240+2) Hm 242 um
nponineHrnikons, cnupt Ha xpomatorpami BUNPOGOBYBaHOrO PO3UUHY,
BeH3unnosmn OTPWMAHIA B PO3Aini "KinbkicHe su3HaueHHs.

TponineHrnikons i cnvpT GeHsunoeuin®, yacy
YTPUMYBaHHA Nikis MponineHrnikonio i cnmprty
BeH3unosoro mawTh cnisnagat 3 Yacamu
YTPVMMYyBaHHA Mikie nponineHrnikono i cimpty
Gex3unosoro Ha xpomatorpami PO3YKHY NOPIBHAHHA

3 TOUHICTIO +2 %

noeinoH AKicHa peakuin
PecycneHgosaHicTs Mpenapar nicnsa 360eTyBaHHA Mag YTBOPHOBaTH NlenapTamenT\ 2\
: . £ . CKNanacbKol I}
FOMOTeHHY CycneHsito, BinbHy Bif KoarynbosaHux NOrCTUKK
0 | DeHT IR i A j
HacTokK Kop, Qozﬁlmqm s
Po3mip vacrok 13 100 gucneprosanmx YacTok 60 YacToK NOBMHHI et

MaTi poamipu He Binbuwe 40 mKM i He mae ByTu

YacTok posmipom Ginblue 100 Mkm Bionosigae
pH Bin4,0 po 5,0 4,5
CynposigHi gomiwkn
Byab-AKOT 0fiHOT AOMILLKM He Ginbwe 1,0 %

Synb-akal iHwoi gomilku He 6inbwe 0,5 %

o~ 1




- IR

Ten. (044) 498-87-87, Ten./daxc (044) 239-19-38, Ten./daxc (044)49689-42, Ten, (044) 485-26-67 (ulnonobono)

cyma JOMILLOK He Ginble 1,5 % 0,4 %
bensansgerig He 6inblue 0,05 % 0,00 % (<MB)
06'em, Lo BUTAraeThHER He meHuwe 2,0 mn Binnosinae
CrepunsHicts Mae 6yTu crepunbHIm Bignosinae
bakrepiansHi eHgoToKCHMHN (paHuyHa KoHUeHTpallia GakrepiansHux

EHAOTOKCUHIB Mae 6yTu 1,25 MO/mr

rigpoKopTHU3oHy ayerarty Bignoeigae
KinbkicHe BuzHavenHs
riapokopTusoHy auertar Bia 23,7 mr go 26,3 mrs 1 mn npenapary 24,2 mrimn
nponineHrnikonk He 6inbwe 0,21 mn s 1 mn npenapary 0,20 mn/mn
cnupT GeHsunosuiz Bin 0,0135 mn 5o 0,0165 mn s 1 mn npenapary 0,0147 mn/mn
Ynakoska Mae signosinati sBumoram Bianosigae
MapkysaHHs Mae signosinati Bumoram Binnosigae
TepmiH npugaTHocTi: 3 poku No 10.2024

Ymosu 36epiranHa:  3gepirati g opurikankHii ynakosul npu Temneparypi He sulwe 25 °C . 3aMopomyRaHHA He JONYCKaeTbCA,

KoemenTapi:

3anBa npo ceprudikauiio:

Uum a 3aceiguyi, wWo suweskasaHa iHdopmauin € gocrosipHow | TouHow, Lo cepiio npogykuii 6yno BUpobSneHo (skniovaioun
YNakoBKy/MapkyBaHHA) Ta nposegeHmi KOHTPONb i AKOCTI Ha HWXUeBKasaHlil ginbHULI B NosHiin plare®mwmecr ao sumor GMP,
BCTAHOBNEHKX mMicLeBMM PErYNATOPHIM OPraHoM, a TakoX y BiAnosigHocTi ia crieyudixaulsmm, _,-;/ SBEECTpaUiHomMy
AockelToprosol nilewsii, MpoTokonu BUPOGHULTBA, NakysaHHA Ta ananisis 6ynu nepesipeHi T3/ i. icte GMP,

/< BHo A\
Ba, 0
L0coR~ -

3 . - I

T pg gﬂy?

i 76.11.2021
i y 00dps c‘eaa VON’
Bupo6Huya ginbHMuA: ~ @C‘Yb, : 0‘1\&

YKPAIHA, 04080 m. Kuig-80, Byn. Kupuniscoka, 74; Niyensia Ha supobHmuuTao AE Ne 637430 ain 075

Ceptugikar GMP N°076/2019/GMP sig 06.11.201 9; GMP/EAEU/BY/0045-2021 Bin 25.02.2021; UP/1-530-10/21-03/13 Bifl
28,10.2021

flozBoneHo fo peaniaauyii / go BifiBaHTaxeHHA
YnosHosaxeHa ocoba ~ MposlgHuii iHxeHep BCraB AHapycuK MM,

H

Koxtponb akocri Ta Bugaua A03BOAY Ha peanizauito:
YKPAIHA, 04080 m. Kuis-80, ayn. Kupuniscbka, 74; Ceigoutso npo arecraliio Ne 380 Big 2

18
[lenapTaMeHT
CKNanchbKol

NOricTUKN

laeHTMGIKaUIRHWA
kon 00481198

Crop.2 32
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OAPMAK

Ten, (044) 495-87-87, Tenpanc (044) 239-19-38, Ten/pake {044)48688~42, Ten, (044) 485-26-57 (uinonobono)

Ceptudikar axkocti N¢ 040000097114

FiapokopTuzoHy auerar, cycneHsia gna in’ekuin 2,5 % no 2 mn 8 amnyni, no 10 amnyn e

nauni

1M1 CYCREH3IT MICTATL TIAPOKOPTUICHY ALETATY B FIEPEPAXYBAHHI HA 100 % CYXY PEYORUHY 25 MT

Homep cepil: 371121 KpaiHa oTpumyeay: Yxpaina
Kinexicte npoaykuil: 113.000 Tuc.amn. N2 PeecTp. NOCBifueHHA; UAS3288/01/01
[ara supobHuuTea: 11.2021 TepMmiH Bl peecTp. nocaiguenHa:  HeobmemeHnit

Aani3s BUKOHaHWK No:

MKA N3 po PT NeUA/3288/01/01, aminm sig 03.02.2021 p.

NI

HaliMenysaHHA NoKa3HKKIB

Bumorn AHO{cneyudirxayii)

Pesynsraty sunpoSyeaHs

Onuc

IaenTudinayin

rifpOKOPTU3OHY aueTat

NPpoNiNeHrAiKosiL, CNUpT

BHeHaunosuit

noBioH

PecycneHaosaHicTb

Poamip vacrok

pH
CynposigHi pomiwkn
Syas-AKol OOHOT AOMILIKA

6yne-akol iHWOT nomiuiKy

MNpenapaT nicna 360BTYBAHHA NPOTArOM 2 XB
Aenae coboio cycnensiwo binoro abo Hinoro 3
KOBTYBATUM BIATIHKOM KONbODY, WO 1PW CTOAHHI

ocifae, 3i cneundivHM 3anaxom

Y®-cnekTp BUNpOS0oBYBAHOrO PO3UMHY, OTPUMaHWI
B po3aini "KinebkicHe BU3HaYeHHA.

MopokopTM3oHy ayetat”, B obnacti sig 210 Hm

A0 300 HM nNOBKHEH MATH MaKCHMYM 33 AOBAKKHA
xsuni (240£2) Hm

Ha xpomatorpami sunpoSosyBaloro posyuHy,
OTPUMAHIN B po3gini "KinekicHe BU3HaYeHHA.
Mpeninenrnikons | cnUpT BeH3uNoBMA", Yack
YTPVMYBaHHS RiKiB nportineHrnikonio i cnupty
6eHIUNOBOro MaKTL CRIBMANATY 3 Yacamm
YTPUMYBAHHR NIKIE Nponinexrnikono | copTy
6eH3rNoBOro Ha XpoMaTorpami PO34UKY NOPRIBHAHHA
3 TouHicTio 2 %

Akicha peakyin

fIpenapart nicna 360BTYBaHHS Mae YTBOpKIBATY

FOMOTEHHY CYCNEH3I0, BiNbHY BiA KOArynboBaHux o

‘ s
YacToK /

13 100 pucneprosanmx YacTok 60 vacTok NosuYHHI
MaTK poIMipK He Ginbie 40 mrm i He mae Bytw
YacToK Pe3Mipom Ginse 100 mrm

Bin 4,0 po 5,0

He Ginbwe 1,0 %
He 6Ginbwe 0,5 %

S

Bignosipae

242 Hm

Bignosipae

Bignogeipae

s v
-t .

'
15
-

Blanosinae

~ s =

-

Bianosigae .,

P

45. -

0.2%
0,1 %

Crop. 1
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Ten. (044} 498-87-87, Ten./daxc ((44) 238-19-36, Ten./daxc (044)40889-42, Ten. (044) 485-26-57 {uinopabaso)

cyma AoMILoK He Ginbwe 1,5 % 0.5 %
Bensansaeria He Ginbwe 0,05 % 0,00 % (< MB)
06'eM, L0 BUTAMAETLER He merwe 2,0 mn Blaonosigae
CrepuibHiCTb Mae 6yTtu crepunbHm Bignosinae
BakrepianbHl @HAOTOKCHHI IPaHMYHA KOHLEHTRAUIA GaKTepianbHUX

eHfoToKeuHIB Mae 6ytu 1,25 MO/mr

rigpoKopTIcHY ateraTy Binnosigae
KinbkicHe BuanaueHHA
riapOKOPTMIOHY aueTaT Big 23,7 mr go 28,3 mr 8 1 mn npenapary 24,1 wmrimn
nponinexrnikons He 6inswe 0,21 mn & 1 ma npenapaty 0,20 mnimn
cnupT GeHzunoaun Big 00135 mn ao 0,0165 mn 8 1 mn npenapary 0,6150 mnimn
Ynakoaka Mag sigriosigaTi BUMOram y Bianorinae
MapkyBaHHs Mae slpnosisat rRuMoram Binnosipae
Tepmin npnaaTHOCTI! 3 poku . Lo 11.2024

Ymopw 36epiraHHA;  36epiraTu & opwrinanbuiil ynakoBui npu TemMnepaTypi He Brwe 25 °C . 3aMDpOXKYBAHHA HE ACMYCKAETBCA,

Komenrapi:

3aasa npo cepTudixanito:

Linm # 3aceiguylo, Wo BuliesKazaHa Hpopmalls € aocTtosipHowe 1 Tounow. Lo cepito npoaykuil 6yno erpobneHo (BKAKYaOYK
yraKkoBKY/MapKyBaHHA) Ta NpoBedeHnid KoHTponb 1T AKoCTi Ha HwkveBKkaz2aHii AlnbHWUI B NOBHIA alp,nosmuocn A0 BUMar GMP
BCTAHOBNEHMMX MICLEBUM PETYIIATOPHUM DpraHoM, a TAKOXK Y BIANORIAHOCTI i3 cneuundikayiamy #R

JocsefToproaoi nlueHsll. NpoTakon BUPOGHKLTEA, NakyBaHHA Ta aHanisls Synu nepeslpews

Bossonenc ao peanizayii / ac sinpaHT2KeHHn O
YnosHosaxeHa ocoba — NposinHui ixxenep BCraBN Axppycrk M.M. i

BupoGHuua ginbHuua:

Ceprudikat GMP Ne076/2019/GMP Big 06.11.2019; GMP/EAEU/BY/0045-2021 ip 25.02.2021; UP/1-830-10/21-03/13 Bin
28.10.2021

KouTpoAb AKOCTI Ta BUAaYa A03BoNY Ha peanizayin:
YKPATHA, 04080 m. Knis-80, Byn. Knpuniscobka, 74; Ceigouteo npo atectadiic Ne 390 sig 22.01.2019

Crop.2 32




OAPMAK

Ten. (044) 496-87-B7, Ten./darc (044) 239-19-38, Ten./darc (044)496893-42, Ten. (044) 485-28-57 (uinonoboso)

Ceptudikar akocri N2 040000104717

FigpokopTn3oHy auerar, cycneHsia ana in’ekuin 2,5 % no 2 mn B amnyni, no 10 amnyn B
nauui
1M1 CYCMEH3IT MICTUTb MIPOKOPTU3OHY ALIETATY B MEPEPAXYBAHHI HA 100 % CYXY PEYOBUHY 25 Mr

Homep cepit: 421022 KpaiHa oTpumyeauy: YkpaiHa
KinbkicTe npoaykuii: 112.660 Tuc.amn. N@ PeecTp. noceigyeHHs: UA/3288/01/01
[Oata supobHuUTEa: 10.2022 TepMiH fii peecTp. nocsigueHHa: HeobmexeHwni

AHani3 BUKOHaHWIA No; MKSA N3 go PM NeUA/3288/01/01, aminum Big 03.02.2021 p.

HalimeHyBaHHA NOKa3HWKIB Bumorn AHA(cneywndikauii) PesynbTtatn BunpoSyBaHb

Onuc Mpenapat nicnA 360BTyBaHHA NPOTArOM 2 XB
Aaenae cobow cycnenzito Ginoro abo Ginoro 3
MOBTYBaTUM BIITIHKOM KONbOPY, WO NPU CTOAHHI
ocigae, 3i cneundivHMm 3anaxom Bignosigae

lpeHTudikauin
riApoKOpPTU3OHY auertar Y®-cnekTp BUNpoboBYBaHOIrO PO3YNHY, OTPUMAHUIA

B po3aini "KinbkicHe BU3HaYeHHA.
FigpokopT3oHy auetat”, B obnacTi gig 210 Hm

00 300 HM NOBUHEH MaTKU MAaKCUMYM 33 JOBXUHN

xBuni (240+2) Hm 242 Hm
nponinexrnikonb, cNUpT Ha xpomaTtorpami Bunpo6oByBaHOro po3ynHY,
6eHznnosumin oTpUMaHiin B po3gini "KinbkicHe BU3HauyeHHsA.

= 1y

MponineHrnikons i cnupT 6eH3zunosnin", Yacw

YTPUMyBaHHA NiKiB NponineHrnikonio i cnupry

6eH31NoBOro MalTb CnisnagaTy 3 yacamu

YTPUMYBaHHA NIKIB NPONINEHrNIKONIo | CAupTy

6eH31NOoBOro Ha XpoOMaTorpami po34ymMHy NOPIBHAHHA

3 TOYHICTIO £2 % Bignoeigae
fAkicHa peakuin Bipnoerigae
Mpenapat nicna 3608TyBaHHA Mae yTBOPIOBaTK

romMoreHHy CycneHsiio, BinbHY Bifi KoarynboBaHnx

YyacTok . Bignosigae
& 3 I, N

I3 100 gucneprosaHux yactok 60 YacTOK NOBUHHI
mMaTu po3mipu He Ginbwe 40 mMkm i He mae 6yTn /

YyacToKk po3mipom Ginbwe 100 MKm

pH Big 4,0 po 5,0
CynpoBigHi gomiwikn
6ynb-AKOI OAHOI AOMILLKN He 6inbwe 1,0 % =¥ o
Byab-AKOT IHLWOT AOMILLKK He 6inbwe 0,5 % '*--—-"0,1 %
Cepmucpikam nidnucaHo enekmpoHHUM nidnucom ID 040000104717

Crop.1 32



OAPMAK

Ten. (044) 496-87-B7, Ten./darc (044) 239-19-38, Ten./parc (044)49689-42, Ten. (044) 485-28-57 (uinonoboso)

CyMa AOMILLOK He 6inblwe 1,5 % 0,3 %
BeHsanbgeria He 6inbwe 0,05 % 0,00 % (< MB)
06" em, WO BMTAraeTbCA He meHwe 2,0 mn Bignoeigae
CrepunbHicTb Mae Byt cTepunbHUM Bignogigae
bakrepianbHi eHOOTOKCUHU lpaHWuHa KOHUeHTPpaUia BakTepianbHuX

eHOOTOKCUHIB Mae 6ytu 1,25 MO/mr

rigpOKOPTM30OHY auertaty Bignosipae
KinbkicHe BU3HaueHHA
rigpoKopTU3OHY auerar Big 23,7 mr go 26,3 mr 8 1 mn npenapary 25,4 mr/mn
nponineHrnikonb He 6inbwe 0,21 mn B 1 mn npenapaty 0,21 mn/mn
cnupT 6eH3MNoBuMIA Big 0,0135 mn go 0,0165 mn 8 1 mn npenapary 0,0155 mn/mn
Ynakoeka Mae Bignogigatn Bumoram Bignosigae
MapkyBaHHA Mae signogigatn Bumoram Bignoeigae
TepmiH npugaTHoCTI: 3 pokn Jo 10.2025

Ymosn 36epiranna:;  30epiraty B opuriHanoHiin ynakosui npu TemnepaTtypi He suwe 25 °C . 3aMopOoXKyBaHHA He [ONYCKAETbCA.

KomeHnTapi:

3anaea npo ceptudikauiio:

Uum s 3acsiguylo, WO BUUieBKasaHa iHpopmauia € AoCTOBipHOW i ToyHow. Lo cepilo npoaykuii 6yno BupobneHo (BKnioyaloun
YNakoBKy/MapKyBaHHA) Ta NPoBefeHnii KOHTPONb il AKOCTI Ha HWMKYEBKa3aHil AinbHWUi B NOBHIK signosiaHocTi go sumor GMP,
BCTAHOBMEHWUX MICLLEBUM PErynATOPHUM OpraHOM, a TakoX Y BiANOBIAHOCTI i3 cneumdikauiamm, AKI 3HAXO[ATHCA Y peecTpauinHoOMy
AOCbE/TOProsoi niueHsii. NpoTokonn BMpoBHWLTEa, NaKyBaHHA Ta aHanisis 6ynn nepesipeHi Ta BcTaHoBneHa signosigHicte GMP.

JozsoneHo no peanizayii / Ao BiABaHTaXeHHA

YnoBHoBaxeHa ocoba — MNposigHuii iHxkeHep BCTaBMN AHapycnk M.M. 24.11.2022
Bupo6Huya ginbHuua:
YKPATHA, 04080 puniscbka, 74; NiueHsia Ha BupobHuuTBo AE Ne 637430 Big 07.04.2015;
Ceptudikar GIP MDA & sig 03.08.2022; GMP/EAEU/BY/0045-2021 sig 25.02.2021; UP/1-530-10/21-03/13 Big

Ha peanisaygito: )
- pMHiBCbKa, 74; Ceinourso npo arectauiio Ne 390 Big 22.01_._2{;}19[“_’, P

Cepmucpikam nidnucaHo enekmpoHHUM nidnucom ID 040000104717 Crop.2 a3
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OAPMAK AL

Ten. (044) 496-87-87, Ten./axc (044) 239-19-38, Ten/paxe (044)49689-42, Ten. (044) 485-26-57 {uinogoboso)

Ceprudixar akocti Ne 040000088487

FippokopTusoHy auetar, cycnemsia gns in’exkuiin 2,5 % no 2 mn B amnyni N2 10
1M1 CYCNEH3IT MICTUTD NAPOKOPTU3OHY ALIETATY B MEPEPAXYBAHHI HA 100 % CYXY PEHOBUHY 25 Mr

Homep cepii: 431020 Kpaita orpumysau; YKpaiHa

Kinbkicte npogykuii; 110.550 Tuc.amn. Ne Peectp. nocsigueHna; UA/3288/01/01

[ara snpobHuyea: 10.2020 Tepmin Aif peecTp. noceigueHHn; HeoBMeXerui

AHani3 BUKOHaHWi no: MKA N3 po PN NeUA/3288/01/01, 3minm sig 12.05.2017 p. .
HalimeHysaHHs nokasHukis Bumorn AHf(cneundikauii) Pesynubratut Bunpobysann
Onue Mpenapat nicna 36oBTyBakHa ripoTarom 2 X8

fBAAE coboio cycneHsito Ginoro abo 6inoro 3
KOBTYBaTUM BIgTIHKOM KONbORY, WO NPY CTOAHHI
ocigag, 3i cneyudiunmm 3anaxom Binpnoeigae
lgenTndikayin
riAPOKOPTU3OHY aueTar YO-cnekTp BUNpo6oByBaHOro PO3UHY, OTPUMAHMIA
8 poagini "KinbkicHe BuanauenHs,
lippokopTusony ayerat”, B o6nacrti Big 210 Hm

A0 300 HM FOBUHEH MaTW MaKCUMYM 32 [OBKUHY

xBuni (240£2) um 242 um
nponinexrnikons, cnupt Ha xpomatorpami sunpo6osysaqoro poauuty,
6eH3unnosui OTpUMaHi 8 po3gini "KinbkicHe BUIHaUeHHS.

MponineHrnikons i cnupT 6eHsunosuir”, uacy
YTPUMYBaHHA nikis nponineHrnikonio i civpty
6eH31N0BOro MaloTb CRiBNagaTV 3 Yacamm
YTPUMYBaHHA nikis nponinexrnikoni i civpry

6eH3UNOBOrO Ha XPOMATOrPami PO3UNHY NOPIBHAHHSA

3 TouHicTIo +2 % Bignosinae
NosigoH flicHa peakuis Bipnogigae
Pecycnenpgosanicts Mpenapat nicna 3608TyBaHHA Mae YTBOPIOBaTH

FOMOTeHHY cycneHsit, BifibHY Bif KoarynbosaHUx

YacToOK Bignosigac
Po3mip vacrox 13 100 ancneprosannx vactok 80 YacTOK NOBMHHI

Matu posmipu He Ginbite 40 MM | He mae 6yTu

4acToK po3mipom Ginbe 100 mxm
pH Bin 4,0 no 5,0
Cynposigni gomiwkn

Bignoeinae
4.5

6yab-AKoi ogHOT foMiLLKN He 6inbwe 1,0 %

" . . IeHT i
6ynb-akoi iHwo! gomitwku He 6inbwe 0,5 % Ai:,u 0061
cyma gomilok He 6inbie 1,5 %

| :4(1’”/’/’&76? gy) Jor/ Zo to ﬁ;\:* Crop-1 22




- NIV

Ten. (044) 496-87-87, Ten./dake (044) 230-19-38, Ten/daxc (044)40688-42, Ten, (044) 485-26-57 (uinopobono)

BeHsanbgerig He Ginbwe 0,05 % 0 %™
06’ em, WO BATAraeTbCA He meHue 2,0 mn Binnosipae
CrepunbHicts Mae ByTu crepunbHuMm Binnosigae
bakreplanbHi eHpOTOKCUHK lpaHWuHa KoHUeHTpauia GakTepianbHux

eHpoToKcuHia mae 6ytir 1,25 MO/mr

rigpokopTuaoHy aleraty Binnoeipae
KinbkicHe Bn3HaueHHn
rinpoKOpPTM3OHY aueTar Bin 23,7 mr go 26,3 mr 8 1 mn npenaparty 25,5 mr/mn
nponineHraikons He 6inbwe 0,21 mn 8 1 mn npenapary 0,19 mn/mn
cnupT 6eH3unosni Big 0,0135 mn go 0,0165 mn 8 1 mn npenapaty 0,015 mn/mn
Ynakoska Mae signosigaTti sumoram Bipnosinae
MapkysaHHs Mae signosigat sumoram Bignosinae
TepmiH npupaTHOCTI: 3 pokn o 10.2023

YmoBu 36epirauna:  36epiratn 8 opurinansHil ynakosui npy Temnepatypi He enue 25 °C . 3aMOPOXYBaHHA He ONYCKAETLCA,
Komenrapi:

***<MB
3ansa npo ceprudikauio:

Lnm 5 3aceiguylo, o BuljeBKasaHa iHpopmalia € aoctosipHoto | TouHow. Lito cepilo npopykuii 6yno Bupobneno (BKAKOYAKOUN
yNakoBKy/MapKyBaHHA) Ta NPOBEAEHNI KOHTPOAb il AKOCT Ha HUKUeBKaszaHih AinbHULI B noBHil signosigHocti fo sumor GMP,
BCTAHOB/IEHWX MICLIGBM PETYNATOPHIM OPraHoM, a TakoxX y eianosigHoctl 13 cneundikauiamn, Aki 3HaXOAATLCA Y peecTpauinsomy
Aocbe/Toprosol niueHsii. MpoTokonu BUPOBHMLTBA, NaKyBaHHA Ta aHani3is 6ynv nepesipeHi Ta BCTaHOBNEHA signosigHicte GMP,

DozsoneHo ao peanisauii / no BigBaHTAXKEHHA

YnosHosaxeHa ocoba - MNposiaHwi irmxenep BCTaB Oxotxlkosa T.M. 12.11.2020

BupoGHUYa AINBHNLAS U Cualitied Person |4

YKPAIHA, 04080 m. Kuis-80, Byn. OpyHae, 74; Nliyensia Ha Bupobrnuteo AE N® 637430 Bift Vﬁ};ﬁfg’ 3&‘55(%‘? v{( bikar
coasties
GMP Ne076/2019/GMP sia 06.11.2019; UP/I-530-10/18-03/06 sig 16.01.2020 NG »

..

KonTponb akocTi Ta BUAaYa R03B0NYy Ha peanizauiio:
YKPATHA, 04080 m. Kuie-80, syn. ®pyHse, 74; Csigourso npo arecrauiio N@ 390 sig 22.01.2019
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- I

Ten. {044) 496-87-87, Ten./baxc (044) 239-19.38, Ten Jpaxc {044)49689-42, Ten, (044) 485-26-57 (4inogoGoso)

Ceprudikar akocri N° 040000089458

lapokopTtusony ayerar, cycnensin gna iWekuinn 2,5 % no 2 mn B amnyni Ne 10
M1 CYCMEHSIT MICTITS MAPOKOPTI3OHY ALETATY B MEPEPAXYBAHHI HA 100 % CYXY PEYOBYHY 25 Mr

Homep cepii: 471120 Kpaina otpumyeau: Ykpaina

Kinbkics npoaykyii: 108.980 Tuc.amn, N2 Peectp. nocsiguenns: UA/3288/01/01

Bata BupobHuyTea: 11.2020 TepwmiH ail peecTp. nocsiguenns:  HeobMexermit

AHani3 BUKOHaHWiA No: MKA N3 po P NeUA/3288/01/01, 3mikm gin 12.05.2017 p.

HaiimeHyBanHa nokazHukie Bumorn AH[l{cneuudikauii) Pesynbratn sunpobysans
Onwuc fpenapart nicna 36osTyBakna npotvarom 2 xs

ABnse coboro cycnexsin Sinoro abo 6inoro 3
KOBTYBaTUM BIATIHKOM KOMbOPY, Wo npy CTOAHHI
ocinag, 3i cneundivHmum 3anaxom Bipnosigae
lpenTndikauia
rifApOKOPTU30OHY ayeTaT YO-cnekTp Bunpo6osysaroro PO3umHy, OTprMaHu
B po3gini "KinbKicHe Bu3HaveHHA.
lapokopTusony ayertat”, 8 obaacti 8ig 210 Hm

00 300 UM nosuHeH maTn MaKCUMyM 38 JOBXWHN

xeuni (240£2) wm 242 um
NPONINEeRINiIKoNb, COMPT Ha xpomatorpami sunpobosysaxoro po3uuHy,
GeHsunosun OTpUMaHin & pozaini "KinbKicHe B3HauyeHHs.

Mponinewraikons i cnupt BeHsunosuin", yacu
YTPUMYBAHHS nikis nponinexrnikonio i cavpTy
6eH31N0BOrO MaTD CnignagaT 3 vyacamu
YTPUMYBaHHA nikis nponinexraikonio | cnnpry

BeH3unosoro Ha XpOMaTOrpami PO3UNHY NOPIBHAHHS

3 TOUHICTIO £2 % Binnosinae
noBigoH AxicHa peakuia Bianosinae
Pecycnengosanicts Mpenapar nicns 300BTYBaKHA Mag YTBODIOBaTU

TOMOTeHHY CycneHsilo, BiNbHY Big KoarynboBaHux

YacTok Bignosinae

Pozmip yacrok 13 100 aucneprosanux yactok 60 yactok NOBYVHHI

MaTty po3mipy He 6inbie 40 MKM i He mae bytn

4acToK po3mipom Ginbwe 100 mim Bignosinae
pH Bin 4,0 50 5,0 46
CynposigHi gomiwky
6ynb-AKoY 0gHOT gomitiku He binbwe 1,0 % 0,2%
Bynb-aKol iHWoOT gomiuky He 6inbwe 0,5 % 0,2 %
Cyma [OMmilLoK He 6inbwe 1,5 % 0,5 %

Crop.1 32



el NEmn

Ten. (044) 496-87-87, Ten./dpaxc (044) 239-19-38, Ten /dakc {044)49689-42, Ten. (044) 485-26-57 {uinogobonso

Benzanpaerig He Ginbiwe 0,05 % 0 % ***
06’ eM, o BUTAraeTLCA He meHwte 2,0 mn Binnosigae
CrepunsHicts Mae ByTu crepunbhym Bignosinae
BakTepiansHi eHfoTOKCUHN IpaHnyHa KoHueHTpala BakreplanbHux

eHgoToxcuHiB mae 6yt 1,25 MO/mr

rAPOKOPTU3OHY alleTaTy Binnosipae
KinbkicHe BusHauennn

rinpoKopTU3CHY atjertar Bin 23,7 mr go 26,3 mre 1 mn npenapary 24 mr/mn

nponinexraikons He 6inbwe 0,21 mn 8 1 mn npenapary 0,2 ma/mn

CIMPT BeH3nNoBuk Bin 0,0135 mn po 0,0165 ma B 1 mn npenapary 0,0153 ma/mn
Ynakoska Mae Bipnosinati sumoram Bianosinae
MapxyeaHHs Mae signosigatn sumoram Bignosigae
TepmiM NpuaaTHOCTI: 3 poku Ao 11,2023

Ymosu 36epiranns: 36epiratk B opurinansHii ynakosyi npu Temnepatypi He sulle 25 °C . 3aMOPOXYBaHHA He AONYCKaETbCA.

Komenrapi:

***<MB
3ansa npo ceprudikauito:

UM r 3acBiguyio, wo BuuleskasaHa iHdopmaliisn € ROCTOBIpHOIO | TOYHOIO. Lilo cepiio npoaykuii 6yno BrpobneHo {(BKAOYAONN
YNiakoBKy/MapKyBaHHs) Ta NPOBEAEHWIA KOHTPOAb ii AKOCTI Ha HUKYEBKa3aHil AinbHny B nosHin BignosigHocti go Bumor GMP,
BCTAHOBNIEHMX MICLIEBUM PEryNATOPHUM OPraHoM, a Takox y BianosigHocTl i3 cneuudikaliamu, AKi 3HAXOAATLCA Y PECTPaLiiHOMY
Rocbe/Toprosoi niteHsii. MpoTokonu upo6HuLTaa, nakysaHHa Ta aHanisie 6ynu nepesipeni Ta scTaHoBREHa BigNOBigHicTs GMP.

e TR
AT N
. . y’(\ ey
BosponeHo ao peanisauii / no BigBaHTaeHHS 7 «7}\ Pl
YnosHoBaxeHa ocoba - flposigHuih ixeHep BCTaBIl OxoThikosa T.M, /'(‘( ' : \?,1 2.2020
[0 S Bl
BupoGHuua ginbHMLA: s (':)»’f"'ﬁ"f@ fﬁgerqoﬁ 2% u

¥ s - ’ . A A0 R st
YKPAIHA, 04080 m. Kuis-80, syn. OpyHse, 74; liueHsin Ha BupobHnyTeo AE Ne 837430 Bia0%; &2&2{}%&&@@@)
W 481 o
GMP N2076/2019/GMP si 06.11.2019; UP/I-530-10/18-03/06 sin 16.01.2020 N

Kontponb sikocTi Ta Bupaua gossony Ha peanizauiio:
YKPAIHA, 04080 m. Kuis-80, Byn. ®pyHse, 74; CeigoLTso npo atectauio Ne 380 8ig 22.01.2019

Crop.2 32



DAPMAK IR TR

Ten, (044) 496-87-87, Ten.axc (044) 239-19-38, Ten/danc (0444968942, Ten, (044) 485-26-57 (uinonobosa)

Ceptudikar akocti N¢ 040000089660

FiapokopTusoHy auerar, cycneHsia ana in’exuin 2,5 % no 2 mn B amnyni Ne 10
1MN CYCNEH3IT MICTUTb MAPOKOPTU3OHY ALIETATY B MEPEPAXYBAHHI HA 100 % CYXY PEHOBUHY 25 MI

Homep cepii: 481120 KpaiHa otpumysau: Ykpaina

KinbkicTs npogyKuii: 109.450 Tuc.amn. N2 PeecTp. nocsigyeHHs: UA/3288/01/01

[ara supobHuuTea: 11.2020 TepmiH aii peecTp. nocsigueHHs: HeobmexeHui

Ananis sukoHanwii no: MKA N3 go PN NeUA/3288/01/01, 3minm sig 12.05.2017 p.

HalimeHyBaHHA NOKasHWUKIB Bumorn AHJ(cneundirkauii) PesynbTtatu Bunpobysans
Onuc Mpenapat nicna 360BTyBaHHA NpPOTArom 2 X8

asnaAe cobolo cycnensiio binoro abo Ginoro 3
JKOBTYBaTWM BifiTIHKOM KONbOpy, WO NpW CTOAHHI
ocigae, 3i cneumdiyHm 3anaxom Bignosipae
lpenTudikauin
rigpOKOPTW30OHY auetar Y®-cnexTp BUNpo6oByBaHOro PO34nHY, OTPUMaHUIA
8 po3gini "KinbkicHe BU3Ha4yeHHA.
lppokopTusoHy auetar”, 8 obnacri sig 210 Hm

no 300 HM NOBWHEH MaTU MaKCUMYM 33 AOBXUHK

xuni (24042) um 242 1m
nponinexrnikonb, CNUpT Ha xpomatorpami Bunpo6oBYBaHOro PO3UnHY,
6eH3unoswin oTpUMaHIn B po3aini "KinbkicHe B1U3HAYeHHA.

Mponinexraikonk i cnupT 6eH3unoBKin", Yacn
YyTPUMYyBaHHA Nikig nponinexrnikonio i cnupty
6eH3WNOBOro MatoTe CniBnaaaTy 3 Yacamu
YTPUMYBaHHA NiKiB NponineHrnikonio i cnupty

HEH3MNOBOro Ha XpoMaTorpami po3ymHy NOPIBHAHHA

3 TouHicTio £2 % Bignoeigae
noeigoH flkicHa peakuis Bignoeigae
PecycneHpaoBaHiCTb Mpenapart nicna 360BTYBaHHA MaE YTBOPIOBATA

rOMOTeHHY CyCneHsiio, BinbHYy Bif KOarynboBaHUX

YacToK Bipnosipae
Poamip YacTok Iz 100 pucneprosarnx Yactok 60 YacTok NOBUHHI
maT po3mipu He Ginbiie 40 mkm i He mae ByTu “’ T :
4acToK po3mipom Ginbwe 100 Mxm 5 il Bigriosigae
pH Bin 4.0 no 5,0 1S [ RenapTagght \ 2\
CynpogigHi gomiwkn " . ' o
6yab-axol oAHO! SOMILLKK He Binbwe 1,0 % \ . 0,2 %I;'f
6yab-AKOI iHLWIOT AOMIWKN He 6inbwe 0,5 % N 0.2.% . '
cyma AOMIloK He 6inswe 1,5 % 04 %
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DAPMAK
Ten. (044) 496-87-87, Ten ipaxe (044) 230-18-38, Tenbanc (044)40580-42, Ten, (044) 485-26-57 (yinogoboso)
Bensanbgerin He 6inblwe 0,05 % 0 9% e
O6’em, WO BUTAFAETHCA He meHwe 2,0 mn Bignoeigae
CrepunbHicTb Mae 6yt crepunbHim Binnoslnae
bakrepianeHi eHAOTOKCMHM lpaHWuHa KoHUeHTpauia 6akTepianbHux

eHAOTOKCMHIB mae Bytu 1,25 MO/mr

riApoKOpPTU3OHY ayeTaty Bignoeipae

KinbkicHe BusHaueHHs

rinpoKopTM3OHY auerTart Bia 23,7 mr po 26,3 mr 8 1 mn npenapary 24,2 mrimn

nponinexrnikons He 6inbwe 0,21 mn 8 1 mn npenapary 0,2 mn/mn

cnupt 6eHsunosnil Bin 0,0135 mn po 0,0165 mn 8 1 Mn npenapary 0,0153 mn/mn
YnakoBka Mae BignosigaTtu sumoram Bignosipnae
MapkysaHHa Mae signosigaTu Bumoram Bignoeipae
TepmiH npuaaTHocTi: 3 pokn Lo 11.2023
Ymosu 36epiranna: 36epirati 8 opuriHansHii ynakoeLl npu Temnepatypi He eue 25 °C . 3amMOpOXKYBaHHA HE AONYCKAETbCA.
KomenTapi:
**<MKB

3anaBsa npo ceprudikauiwo:

Lum 7 3acsiguyio, Wo euweskasaHa indopmallia € pocTosipHoIo | TouHolw. Liio cepiio npoaykuii 6yno Bupobnero (Bknouaoym
ynakoBKy/MapKyBaHHA) Ta NpoBefeHuii KOHTPONb i AKOCTI Ha HUXKUEBKa3aHii AinbHULi B nosHin signosiaHocTi no sumor GMP,
BCTAHOBNEHWX MICLEBUM peryNATOPHIAM OpraHom, a Takox y slanosigroctl ia cneumd:i isih Kl 3HaXOfATLCA Y peecTpauinHomy
Aocbe/Toprosoi niuersii. MpoTtokonu BupobHULTEa, NakyBaHHA Ta aHanisis 6ynm ne erifa 8 oBeneHa signosigHicte GMP.,

e

%,

Hozsonexo go peanizanii / oo BigBaHTaXKeHHA
YnosHosaxeHa ocoba - MpoeigHuii iHxeHep BCraBln OxoTnikoea T. ;

28.12.2020

Bupo6Huua ginbHnusa: 3

YKPAIHA, 04080 m. Kuie-80, Byn. ®pyHse, 74; NliueHsia Ha supobHnuTeo AE N S@ -al;LQ‘{&g‘ :2015; Ceptndikar
JI Oﬂ‘J

GMP Ne076/2019/GMP 8in 06.11.2019

KouTponb sAikocTi Ta Bpaya gozeony Ha peanizauyio:
YKPAIHA, 04080 m. Kuis-80, yn. OpyHse, 74; Ceigoureo npo atectauiio Ne 390 sig 22.01.2019

Cop.2 32
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Ten. (044) 498-87-87, Ten./daxc (044) 239-19-38, Ten./pakc (044)49689-42, Ten. (044) 485-26-57 (uinopoboso)

Ceptudikar akocri N¢ 040000091659

FippokopTnsoHy auerar, cycnensia gnn in’exkuin 2,5 % no2mne amnyni, no 10 amnyn e

nauui

1M CYCNEH3IT MICTUTb MAPOKOPTU3OHY ALIETATY B MEPEPAXYBAHHI HA 100 % CYXY PEYOBUHY 25 M

Homep cepit: 50121
112.000 Tuc.amn.

Kinbkicts npoaykuyii:

[ara supobHuyTea: 01.2021

AHani3 BUKOHaHWi no:

Kpaika oTpumyeau:

Tepmin Al peecTp. nocsigueHHs;

MKS 13 go PN NeUA/3288/01/01, 3mitn sig 03.02.2021 p.

Ne Peectp. nocsiguenHs:

UA/3288/01/01

HeobBMmexeH i

HalimeHyBaHHa nokasHukis

Bumoru AHA(cneumndikawii)

Pesynsratu sunpo6ysans

Onuc

lpenTndikayin

rigpoKOpPTU3OHY auetar

nponineHraikons, cnupT

6eHsunosun

NoBIgoH

PecycnenposaHictb

Po3mip 4acrok

pH
Cynpogigxi gomiwkv
6ynb-AKoT 0aHOT AOMILLKK

6yab-AKOT iHLWOT oMiLLKK

MNpenapart nicna 360BTyBaHHA NPoOTArom 2 X8
ABNAE coboio cycnesiio binoro abo 6inoro 3
XKOBTYBATIAM BifTIHKOM KONbOPY, U0 NPY CTOSHHI

ocifae, 3i cneuyndiunmm 3anaxom

YO-cnekrp Bunpo6osysaHoro PO34uHY, OTPUMaHIIA
B pozgini "KinbkicHe BusHayeHHs.
liapokopTusoHy auetar”, B obnacri gig 210 um

Ao 300 HM noBuHEH maTu MaKCHMYM 33 QOBXWHY

xuni (240£2) vm

Ha xpomatorpami sunpo6osysaroro PO3UMHY,
oTpuMaHiin B po3pini "KinbkicHe snsHaveHHs,
Mponinexrnikonb i cupT 6eH3UNOBWIA", Yacy
YTpUmyBaHHsA nikis nponinexrnikonio i cnupry
6eH3nnosoro maloTb cnisnapgaTi 3 Yacamm
YTPUMYBaHHA Nikis nponinexrnikonio | cnnpry

6eH3unosoro Ha xpomatorpami PO34MHY NopiBHAHHA

3 TOYHicTIO £2 %

flkicHa peakuis

Mpenapart nicna 3608TyBaKHA Mae yTBOpIoBaTH

FOMOreHHy cycneHsito, BinbHY Bif KOarynbosaHux

4acToK

I3 100 ancneproeanmx yactok 60 vactox BOBAHAL
MaTi posmipu He Ginblue 40 mkm i H Maejym

4acTok posmipom Ginbuue 100 mkm

Bin 4,0 5o 5,0

He 6inble 1,0 %

He 6inbwe 0,5 %

Bignosinae

242 um

Bignoginae

Bignosigae

Bignoeigae

. Bipnosigae
46

0,1%
0,0 % (<MKB)

Crop.1 32




- IR

Ten, (044) 496-87-87, Ten./paxc (044) 239-19-38, Ten./dpakc (044)49689-42, Ten. (044) 485-28-57 (ubnogoboso)

Cyma AoMiLIoK He 6inbwe 1,5 % 01%
Bensanbgerig He 6inbuwe 0,05 % 0,00 % (<MB)
06'€eM, 10 BUTAraeTbCH He meHie 2,0 mn Bipnosinae
CrepunbHictb Mae 6ytu crepunbHum Blgnogrinae
bakrepianbhi eHgoTokcHm I'paHnyHa KoHueHTpaLin GakTepianbHux

€HAOTOKCUHIB Mae ByTu 1,25 MO/mr

rigpokopTUsOHy auerary Bignosipae
Kinbkiche Buanauennn
riapokopTUsoHy aueTar Big 23,7 mr go 26,3 mr 8 1 mn npenapary 24,3 mrimn
nponineHrnikons He Ginbwe 0,21 mn s 1 mn npenapary 0,20 mn/mn
cnUpT 6eH3unoBun Bin 0,0135 mn 1o 0,0165 mn 8 1 Mn npenapary 0,0153 mn/mn
Ynakoska Mae signosinat sumoram Bignosinae
Mapkysarns Mae signosigatn sumoram Bianosigae
TepmiH npupatHocTi: " 3 poku o 01.2024

YmoBu 36epiranns: 36epiratv B opuriHanbHin ynakosui npu Temnepatypi He suuye 25 °C 3aMOpoXyBaHHA He AONyCKaeTbes,
Komenrapi:

3anBa npo ceptudikauiio:

Unm 5 3aceiguyio, wo suweskasaHa IHpopmaia € goctosipHow | TouHoto, Lo cepito nponyxuh Byno supobnexo (skniovarouu
YNaKoBKy/mMapkysakHs) Ta NpoBegeHui: KOHTPOSb il AKOCTI Ha HbKueBKazaHii AinbHULI B nos i BignosigHocT fo Bumor GMP,
BCTAHOBNIGHWX MICLI@BUM PerynATOPHUM OpraHoM, a Takox y BignosigHocri i3 cneumdnkaulﬂm e,fﬁaxo!qmbcn y peeapauimnomy

I
AOCbE/TOProsoi nlyeHaii, Mpotokonu BupobruyTea, NakyBaHHA Ta aHanisis 6ynn nepeaip;‘gmzza— TaHgB nqu anosu_'mlcrb GMP.
/ )’)ﬁm% eua\o, \%

fo3soneno go peanisauyii / A0 BigBaKTaXKeHHA mm) «j)“}
YnosHoBsaxeHa ocoba - HauanbHuk sigainy BCraBn Nantyx O.M. A i’/ 06.04.2021
Bupo6uuva ginbhmya: AN o /‘(’
YKPATHA, 04080 m. Kuie-80, Byn. Kupuniscbka, 74; Niuewnsis Ha BUpobHULTBO AE Ne 5\3&5}:\ : ( é’
Ceptudikar GMP N2076/2019/GMP sig 06.11.2019 e

Konrponb axocri ra Bupada possony Ha peanizayiio:
YKPAIHA, 04080 m. Kuie-80, syn. Kupuniscoka, 74; CeigouTso npo atectauio Ne 390 sig 22.01.2019

Crop.2 32
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Ten. (044) 496-87-87, Ten./paxc (044) 238-19-38, TenJdac (044)48689-42, Ten. (044) 485-26-57 (uinopoboso)

Ceptudikar axkocri Ne 040000091701

rigpoxopTuzony auerar, cycnesia gns in'exuiin 2,5 % no 2 mn B amnyni, no 10 amnyn 8

navyi

1MA CYCMEH3Il MICTUTb MAPOKOPT3OHY ALIETATY B NEPEPAXYBAHHI HA 100 % CYXY PEYOBUHY 25 M
Homep cepit: 80221 KpaiHa oTpumyBay: Ykpaixa
KinbkicTe npogykuii: 112,000 Tuc.amn. N2 PeecTp. NOCBIAYEHHA: UA/3288/01/01
[ara supobHulTea: 02.2021 TepMmiH aif peecTp. nocsiguenHa:  HeobmexeHui
AHaniz BUKOHaHWi no: MKA 13 go PIM NeUA/3288/01/01, aminm sig 03.02,2021 p.
HaiimeHyBaHHA NOXa3HMKIB Bumoru AH[(cneundixauii) Pesynbtat BunpobysaHb
Onuc lMpenapart nicna 3608TyBaHHA npoTarom 2 x8

senne cofoto cycnensito Ginoro a6o Ginoro 3
MOBTYBATUM BIgTIHKOM KORbOPY, WO NPy CTOAHHI
ocinae, 31 cneynoluHMM 3anaxom Binnosigae
IpenTudixauin
rigpOKOPTM3OHY auerar Y®-criekTp 8UNpo6oBYBaHOIo PO3UUHY, OTPUMAHUIA
B po3aini "KinbKicHe BY3HaveHHs.
[apoxopTusoHy ayerar”, 8 obnacti 8ig 210 Hm

Ao 300 HM nOBMHEH MaTV MaKCUMYM 33 JOBXUHY

xeuni (240£2) Hm 242 um
nponinexrnikonb, CrvMpT Ha xpomatorpami sunpo6oeysaHoro posuuHy,
6eHznnoBun OTprMaHilt 8 po3gini "KinbkicHe BrsHaueHHs.

Mponinexrnikons i cnmpt 6exsunosui”, yacu
yTpuMyBaHHsa fikis nponinexrnikonio i cinpty
GeH3NNOBOrO MaIoTh cniBnapatv 3 yacamu
yTpUMyBaHH#" TIiKis nponinexraikono i cnupry

6eH3UNOBOro Ha XpoMaTorpami po3uviHy NopiBHAHHA

3 TouHicTio #2 % Bignosigae
nosigoH fikicHa peakuia Bignosipae
PecycnerposaHicTe MNpenapar nicns 360BTyBaHHA MaE YTBOPIOBATM

roMoreHHy cycnensilo, BinbHy Bifj KoarynboBaHuX

4acToK

Posmip 4acrok I3 100 aucneprosarux yacroxk 60 yacrok no|

maTy po3mipu He Ginbwe 40 mkm | He mae Aenapraner

CEICLEQ
OO Wi

yacToK posmipom Ginbiue 100 mkm
pH Bin 4,0 5o 5,0

CynposigHi pomiwxm

\\ [PATRIRRELS STTSETRINIY]
A 2
i sl (1040

6yab-AKO! 0QHO! LOMILLKM He 6inbwe 1,0 %

6yAb-aKol iHWOT BOMItLIKK He 6inbwe 0,5 %




o
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_ DAPMAK

IO

Ten. (044) 496-87-87, Ten./paxe (044) 239-18-38, Tensdaxc (044)49669-42, Ten, (044) 485-26-57 (uinogoboso}

cyma gomitox He 6inbwe 1,5 % 0,5%
Bensanbgerig He 6inblwe 0,05 % 0,00 % (<MB)
06°em, ujo suTAraeTbea He meHwe 2,0 mn Blanosigae
CrepunbHicTb Mae 6yt crepunbHm Bianosipae
bakreplanbHi eHROTOKCUHK lpaHuuHa KoHueHTpayla 6akTeplanbHmx

EHAOTOKCUHIB Mae OyTh 1,25 MO/mr
riApOKOPTNIOHY aleTaTy Bignosigae
Kinekicue BusHauennn

rigpokopTnioHy auerar Bin 23,7 mr go 26,3 mr 8 1 Mn npenapary 25,1 mrimn

nponinexrnikons He 6inbwe 0,21 mn 8 1 mn npenapary 0,20 mn/mn

crnvpT 6eH3nnoBui Bin 0,0135 mn po 0,0165 mn 8 1 mn npenapary 0,0151 mna/mn
Ynakoska Mae Bignosigati sumoram Bignosipae
MapxkysaHHn Mae slignosipatv sumoram Bignosipae
Tepmis npuparHocri: 3 pokn 0o 02,2024

Ymonu 36epirauin:  36epirat B opuriHansHii ynakosyl npu Temnepartypi He suwe 25 °C . 3aMOPOXKYBAHHA He [ONYCKAETHCA.

Komenrapi:

3anga npo ceprudlixauio:

Uum a 3acsiguyio, wo euweskasaHa Indopmauia e poctosipHoto | TouHot. Lo cepilo npogykuii 6yno Bupobnero (BKnioualoun
ynakosKy/MapKyBaHHS) Ta MPOBeAeHWiA KOHTPOND i AKOCTI Ha Huyeskasanii finbHuul B nossli BignoslgrocT! go sumar GMP,

BCTAHOBNEHUX MICLEBIAM DErYNATOPHIM OPraHoMm, a TaKoX y BignoeigHocti i3 cneund
Aocke/roproaoi niuensii. Mpotokony BUPOBHNLITBA, NakysaHHA Ta aHaniis 6ynu nepe

o

Ikauigmi,.a
eﬁ%@&aﬁé%%qena signosiguicte GMP.
\ W% R

| 3HaxopATbCA Y peecTpaulitHomy

AN

Dozsoneno po peanizauii / go BigsanTaKeHHA
YnosHoBaxeHa ocoba - HauanbHuk sigainy BCraB

Bupo6uuva pinbuuus:

%

06.04.2021

Ceptudikatr GMP Ne078/2019/GMP sig 06.11.2019 G

Koutpons aKocri Ta Buaaya gossony Ha peanizauiio:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Cainourso npo atectauiio N2 390 sig 22.01.2019
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OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdakc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

CyMa JOMILIOK He 6inbwe 1,5 % 0,3 %
beH3anbgerig He 6inbwe 0,05 % 0,00 % (<MB})
06 em, WO BUTArAETLCA He meHwe 2,0 mn Bignoeigae
CTepunbHiCTDL Mae 6yt cTepunbHUM Bignoeigae
bakTepianbHi eHBOTOKCMHK lpaHWvHa KoHUeHTpalin GakTepianbHUX

EHAOTOKCHHIB Mae 6yTn 1,25 MO/mr

rigpoKOpTU3OHY aLeTaTy Bignoeigae
Kinbkiche BU3HaYeHHA
riAPCKOPTUZOHY aueTat Big 23,7 mr go 26,3 mr B 1 mn npenapaty 25,3 mrimn
nponineHrnikonb He 6inbwe 0,21 mn B 1 mn npenapaty 0,20 mn/mn
CnNUpPT 6eH3UNoBUIA Big 0,0135 mn go 0,0165 mn B 1 Mn NpenapaTty 0,0147 mn/iman
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTti Bumoram Bignoeigae
TepMmiH nprAATHOCTI: 3 pokn Do 02.2026

¥moBu 3bepiranna. 36epiraTu B opuriHanbHiil ynakosui npu Temnepatypi He Buwe 25 °C . 3aMOPOXYBaHHA He AONYCKAETbCA.
KomeHTapi:

3anBa npo cepridikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil AinbHUUi B NOBHIi BignosigHocTi go sumor GMP,
BCTAHOBMEHWX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHoCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLifHOMY
Aocke/Toprosol niueHsii. MpoTokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepesipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaXKeHHA

YnoeHoeaxeHa ocoba — [posigHuiA iHxeHep BCTaBll AHApYcuK MM, 21.03.2023

BupobHnua finbHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; JliueHsia Ha BupoBHuuTBo AE N° 637430 Bip 07.04.2015;

Cepmudikat GMP/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 Big 28.10.2021

KoHTponb AKOCTi T2 BNAaYa 03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigoyTeo npo atecTauiio N2 320 Big 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000106665 Crop.2 32



OAPMAK

Ten. {044) 496-87-87, Ten./panc (D44) 239-19-38, Ten fdakc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

Ceprundikar axocri N2 040000106665

ligpoxkopTMaoHYy aueTar, cycneHsina ana in’exyia 2,5 % no 2 mn B amnyni, no 10 amnyn B
navui
1M CYCMEH2Ii MICTUTL MAPOKOPTU30HY ALETATY B NEPEPAXYBAHHI HA 100 % CYXY PEMOBWHY 25 MI'

Homep cepii: 90223 Kpaina oTpumyBau: YkpaiHa
KinbkicTe npogykuii- 112.000 Tuc.amn. Ne PeecTp. nocBigueHnA: UA/3288/01/01
Hata supotunyTea: 022023 TepMiH aii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHanis BUKOHaHu# no: MKA 13 no P NeUA/3288/01/01, 3minm Big 03.02.2021 p.

HaiimeHyBaHHA NOKAa3HUKIB Bumoru AHJ{cneumndikanii) PesynbTaTv BUnpobyBaHb

Onnc MNpenapat nicnA 360BTYBaHHA NPOTArOM 2 XB
faenae cobow cycnensiw tinoro ato Ginoro 3
XOBTYBaTUM BiTIHKOM KONbOPY, WO NMpWY CTOAHHI
ocigae, 3i cneun$iuyHMM 3anaxom Bignoeigae

laenTngikanin
rigpoKOpTU30HY aueTaT Y®-cnektp BunpoGoByBaHOro po3ynHYy, OTPUMaHUA

B po3gini "KinbKicHe BU3HaueHHA.
lMapokopTUzoHy aueTaT”, B obnacti Big 210 Hm

Ao 300 HM NOBMHEH MaTH MaKCMMYM 3a JOBXMHU

xeuni (240+2) um 242 Hm
nponineHrnikonb, cnupT Ha xpomatorpami BUNpoBoBYBaHOrO PO3UNHY,
GeH3MNoBUIA OTpUMaHiin B po3gini "KinbKicHe BU3HaYeHHA.

MNponinenrnikons i cnupT GeH3MNoBMIA", YacK
YTPUMYBaHHA NiKiB NponineHrnikonio i cnupTy
6eH3MNOBOro MaloTb CNIiBNafaTk 3 Yacamu
YTPUMYBaHHA NiKiB NponineHrnikenio i cnupTy

GeH3MNOBOIo Ha XpOMaTorpami po3uMHY NOPIBHAHHA

3 TOuHicTIC 2 % Bignoeigae
noeigoH flkicHa peakuina Bignoeigae
PecycneHgoBaHICTb MNpenapat nicna 360BTYBaHHA Ma€ YTEOPIOBATK

rOMOreHHY CycneH3ilo, BiNbHy Bif KoarynboBaHWX
JYaCToK Bignoeigae
Po3mip vacTok I3 100 gucneprosaHux YacTok 60 YaCcToK NOBUHHI

MaTh po3mipn He Binbue 40 MKM | He Mae ByTH

4acToK po3mipom Binbe 100 Mkm Bignoeigae
pH Big 4,0 o 5,0 45
CynposigHi gomiluxu
Gynb-AKkol 0gHOT QOMILLIKK He 6inbwe 1,0 % 0,1%
Gynb-aKkol iHWOT gomilWKA He 6inbwe 0,5 % 0,1%
Cepmudbixam nidnucano efeKmpoHHUM nidnucom D 040000106665
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