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Ceprudikar akocti N2 040000117276

Kopnepisa flyo, Tabnetkn ro 2 mr/0,625 mr, no 10 Tabnetok y 6nicrepi, no 3 6nictepu y
nauui
11a6reTKa MICTUTL 2 M NepUHAONPUAY TepT-ByTunamiHy, Wo eksiganeHTHo 1,669 mr nepuHOonpuay Ta

0,625 mr inganamigy

Homep cepii: 10824 KpaiHa oTpumyBay: YKpaiHa
KinbKicTb NpoayKLii: 5,793 Tuc.ynak, Ne PeecTp. NocsifueHHs: UA/20545/01/01
[lata BUpOBHULITBA: 08.2024 Tepmin aii peecTp. NOCBIAYEHHS! 31.07.2029

AHanis BUKOHaHWIA 10! MK 113 o P Ne UA/20545/01/01 sig 31 .07.2024 p.

HatimeHyBaHHA NOKasHUKIB Bumoru AHJL(cneyndikauii) Pesynbratit ahnpoGyéam;
Onuc Kpyrni geoonyksii TabneTku Big 6inoro Ao Mawxe
6inoro Konbopy Bigrnosinae

lpenTudikanis

MepuHaonpun TepT-OyTunamid Yac yTpumMyBaHHA NiKy NepuHgonpuny Ha

XpomaTorpami BUnpo6oByBaHOro PO3UNHY Mae

cniBnagaTyi 3 HacoM YTPUMYBaHHA Niky

nepyHAONPUITY Ha XPOMaTorpami PO3HUHY

nopisHAHHA (a) Bignosigae
MepuHgonpua TepT-6yTamiH Ha xpomaTorpami BunpobosyBaHoro posumnHy

MOBUHHa BUABAATUCA NJIAIMa, AKa 38 KoediuieHTOM

YTPUMYBaHHS, BENUYNHOI Ta iHTEHCUBHICTIO

3abapeneHHs BiANoBIAaE rnaMi nepuHZonpuny

TepT-6yTUnamiHy Ha Xpomarorpami posunHy

nopieHAHRA (M) Bignosinae
IHganamin Yac yTpuMyBaHHA niky inganaminy Ha

XpomaTorpami Bunpo60oByBaHoOro po3HnHy Ma&

cnisnagatit 3 4acoM YTPUMYBaHHS Tiky iHganamiay

Ha XpomaTorpami posunHy nopisHAHHA (a) Binnosinae
IHpanamig Ha xpomaTorpami Bunpo6osyBaHOro posyuHy

MOBWHHa BUABNATUCA NNAMA, AKa 33 koedilieHTOM

YTPUMYBaHHS, BENUYNUHO Ta JHTEHCUBHICTIO

3abapeieHHA BigNoBiaae nnami inpanamigy Ha

XpOMaTOrpami Po3UnHY MOPIBHAHHA (m) Bignosigae

CepeaHn maca TabneTku Ta ofHOPIAHICTL MacK TabneTku

0,0950 r - 0,1050 r 0,1000 r

3a ogHopPIgHICTIO Macn TabneTkn NOBUHHI

Bi/INOBIKaTV BUMOI'aM AOy*, 2.9.5 Bignosigae
Cepmutpikam nidnucaHo enekmpoHHUM nionucom ID 040000117276 Crop.1 3 4
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CynposigHi gomiwku: nepuHgonpun TepT-6yTUNAMIH, iHganamip

|peHTudikoBaHa pomiwka Bn

IpeHTUdiKoBaHa Jomitlika Fn

lpeHTudikoBaHa gomiika En

IgeHTUdikoBaHa fomiwka Hn

IneHTudikosaHa Aomiwka Cn

|geHTUdIKoBaHa Aomiluka Dn

lgeHTvdikosaHa gomiwka B1

KoxHa HeigeHTndikoBaHa

JoMilllKa

Cyma HeifeHTUIKoBaHHUX

[LOMILIOK

Cyma ycix AOMILLOK

He BPaxoBy1OTb LOMILLKY
PoO34YnHEHHA

nepuHAoNpWA TepT-6yTuiamiH

iHaanamig

He 6inble 0,3 % (Ha MOMEHT BUNYCKY). He
6inowe 1,5 %

He Ginbwe 0,2 % (Ha MOMEHT BUNYCKY). He
Ginsblwe 1,5 %

He Binble 0,4 % (Ha MOMEHT BUMNYCKY). He
6inbwe 0,4 %

ve Ginble 0,2 % (Ha MOMEHT BUNYCKY). He
6inbwe 0,25 %

ve Ginbwe 0,1 % (Ha MOMeHT BUMYCKY). He
Ginbwe 0,6 %

ve Ginbwe 0,1 % (Ha MOMeHT BUMYCKY). He
6inbwe 0,6 %

He 6inbie 0,3 % (Ha MOMEHT BUNYCKY). He
6inbwe 1,0 %

He Ginbwe 0,1 % (Ha MOMEHT BUMNYCKY). HE
6inbwe 0,5 %

He HopmyeTbca (Ha MomeHT Bunycky). He Ginble
2,0 %

He 6inbuie 1,5 % (Ha MOMEHT BUNYCKY). He
6inbwe 4,0 %

meHuwe 0,05 % (Ha momeHT Bunycky). merwe 0,1 %

Bi,qndBmHICTb 3a TPbOMa PIBHAMM OLIHIOBAHHA 3
ypaxysaHtam Q = 75 %:81 (6 BUMPOBOYBaHUX
ognHuLb): He MmeHie 80 % ana KOMHOI oanHMLI.S2
(6 BUNPOBYBAHNX ORMHILIb): CEPEMIHE 3HAUEHHA i3
12 oauHmnub (S1+S2) popisHioe abo binbile 75 %, i
HeMae ¥OoOHOT OfMHNLI 31 CTyneHem po3dNHEHHA
menwe 60 %.S3 (12 srunpobyBaHyx 0guHNLb),
cepefiHe 3HaueHHA i3 24 oguHULpb (S1+S2+83)
popisHioe abo Ginbwe 75 %, i ne Ginbwe 2
OAVHULb MIOTb CTYMNiHb PO3YMHEHHA MEHIE 60 %, i
HEMa€ KOAHOT 0AUHUL 31 CTyNeHeM PO3HUHEHHA
menuwe 50 %

BignosigHicTb 3a TpboMma pisHAMU ouiHlBaHHA 3
ypaxysaHHam Q =75 %:S1 (6 BUNPOOYBaHUX
onnHULB): He meHuse 80 % Ans KOXHOU oavHIKLI.S2

(6 BUNPOBYBAHUX ONHILD): CEPEAHE 3HAUEHHA i3

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

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

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

0,1 %

Bignosinae

95 %

Cepmucpikam nidnucaHo enekmpoHHUM nidnucom

ID 040000117276
Crop. 2
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12 opuHuLb (S1+S2) fopisHioe abo Ginblue 75 %, i
HeMa€ KOoAHOT oauuL 3i CTyneHem po3YUHEHHA
meHwe 60 %.S3 (12 sunpobysaHux OAUHKLb),
cepenHe 3HaueHHA i3 24 oguHULpb (S1+82+83)
[OpiBHI0E a6o binble 75 %, i He 6inswe 2
OAVHUL MaIOTb CTYMiHb PO3UMHEHHS MeHLle 60 %, i
HEeMae >KoAHO! ofnkuL 3i CTyneHem po3UUHeHHA
merwe 50 % 93 %
OpHopiaHicTb BMicTY Bitouol pevoBUHN B oAVHULI [O30BaHOIO NiKapcbKoro 3acoby
nepuHaonpun TepT-GyTunamii 1 - s nepwux 10 oanHMLb: BMICT Y KOXHI
[,030BaHili OAMHNLI 3HaXOAUTLCA B MeXax Bid 85 %
no 115 % Bif cepeaHboro smicty. Il "~ -ansa 30
OAVHULB: AKILO BMICT He 6inbll AK B ofHin
OAMHUL BrxoAUTb 3a Mexi Bip 85 % ao 115 % iB
MOOHIM OfIMHKLI He BUXOJUTL 33 mexi Bifg 75 % no
125 % Bin cepefaHboro BMICTY Bianosigae
iHOanamig | - ans nepuwux 10 opuHKLb: BMICT Y KOXHil
[,030BaHill ORVHWLI 3HAXOAUTLCA B MEXax gig 85 %
po 115 % sig cepeaHbOro smicty.li - ans 30
OfVHWLb: AKLLO BMICT He Ginbw AK B OQHIN
OAMHULI BUXOAWTB 3a Mexi Big 85 % no115%is

XKOAHI ofUHULI HE BUXOAWTD 33 mexi Bif 75 % no

125 % Big cepefHbOro BMICTY Bignogigae
Mikpo6ionoriuHa yncrora
3aranbHe YKCIIo aepobHUX Kputepili npuiHaTHOCTi 1000 KYOIr
mikpoopraHizmis (TAMC) ' 0 (merwe 10)
3araibHe YMCRO APIXKEAXKOBUX Ta KpuTepit npm?lHﬂTHocfi 100 KYOIr
nnicHssux rpubis (TYMC) 0 (meHwe 10)
Escherichia coli BigcythicTb B8 171 BigcyTHi
KinbKkicHe BU3HAu“eHHSA
nepuHgonpuiy TepT-GyTinamiHy 1,90 mriTabn. - 2,10 mr/Tabn. 1,93 mriTab
iHpanamigy 0,594 mr/Taéa. - 0,656 mr/Tabn. 0,631 mr/rab
YnakoBkKa Mae Bigrnosifatu sumoram Bignosigae
MapKysaHHs Mae BignoBigaTu BuMmoram Bignosinae
Tepmin npugaTHoCcTi: 2 poku Jo 08.2026

Ymosu 36epiraHHa:  36epirati npu Temnepatypi He ule 30 °Cs opuriHanbHii ynakosuyl. 36epirat y HeOCTyNHOMY AnA
aitelt micli.

KomeHTapi:

Josein MO3 Ykpainn Ne24-04/36772/2-24 Big 24.09.2024p

3asBa npo cepTudikauito:

Cepmudpikam nidnUCGHO eeKMpPOHHUM nionucom ID 040000117276 Crop.3 34



o,
gg}éig:}wg&%i \ llln l'l | || || l”l l| l\ Ili I Ill
‘Wg OAPMAK

Ten. (044) 496-87-87, Ten./paxc (044) 239-19-38, Ten./daxe (044)49689-42, Ten, (044) 485-26-57 (uinopo6oso)

LUnm s 3acsigdylo, WO BULIEBKa3aHa indopmauis € gocToBipHOIO i TouHo. Llio cepito npoayKuii 6yno supobneHo (BKNIOUAOUW
yrakoBKy/MapKyBaHHsa) Ta npoBefeHuit KOHTponb il AKOCTI Ha HYKUeBKa3aHill AiNbHWLI B NOBHI BiANOBIAHOCTI O BUMOT GMP,
BCTaHOBJIEHUX MICLLEBUM PErynATOPHUM OpraHoM, a TakoX y BignoBigHOCTI i3 creundikaliamu, AK 3HaXOAATLCA Y peecTpalinHomy
pocwe/toprosoi niyersit. MpoTokonn BUPOBHNLTBA, NaKyBaHHA Ta aHanisie 6ynu niepesipeHi Ta BCTaHOBNEHA BignosigHicte GMP.
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JozeoneHo Ao peanizauii | po BigBaHTAXKeEHHA .
27.09.2024

YrioBHoBaxeHa ocoba — MposigHui iHxerep BCTaBN flpemerko B.B.
Bupo6Huua ginbHula:
YKPAIHA, 04080 m. Kuiiz-80, yn. Kupuniscoka, 74; JlileHsia Ha BupoGHMUTBO AE Ne 637430 BiA 07.04.2015
KoHTponb AKOCTi Ta BUfaYa RO3BONY Ha peanizauilo:
YKPAIHA, 04080 m. Kuis-80, syn. Knpuniscoka, 74; Ceinourso npo aTecraujto Ne 390 eig 22.01.2019
Cepmudikam nidnucaHo enekmpoHHUM nionucom ID 040000117276 Crop. 4 34



