JAEPKABHA CJIYIKDBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJLIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

mpos. Ceitmiaaoi Hagil, 3, M. Kuie, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKiCTHL BBE2€HOI0 B YKpaiHy JikapchbKoro 3acody

21.12.2023 Ne 66059/23/10

TAZAJIOK™

{HaHMeHYRAHHA MiKapehkoro 3acoby ariTHo 3 peccTpaniinHM NOCBIAICHAAM)
Kpaiii opaibHi, po3auH, oo 100 ma y ¢paakoni, mo 1 guiakony y kapTonaii kopodmi

(topMa BHITyCKY, I0IYBAHHHA, RH]] HAKYBAHHA JKAPCEKOTO 33coly)
Howmep peectpaniiinoro nocgimacras UA/8499/01/01 cipok nii peectpaniitnore noceimaenss 01.01.2099
Cepin mikapcrkoro 3aco6y Ne 2310008 KimnkicTh BBe3eHOTO JiKapehkoro 3acoby 1100

Brpo6HaK Jp. I'ycras Kisitin 'm6X & Ko. KI', HiMeuduna

(HaliMeHyRaHHA BHpOGHAKA KAPCEKOTO 3aco0y, KpaiHa TOXOMEHHA)

Brezeno B Yxpainy ToBaprcTBO 3 06Mexenolo BinnoBinaasnictio "VHIBEPCAJIBHE
ATEHTCTBO "IIPO-DAPMA", inent. xox: 34414427

(HaiiMeHyBaHHA Ta KoX 33 €JTPIIOY opraETHOI ocoSH afo NpisBHINe, iM'A, Mo 6aTEKOEI dizHTHOL
ocobH - miampHemn, 1i Miclie TPOXKHBAHNHA Ta peccTpanifinyi HoMep oONiKORO] KAPTKH IITATHHEA
IOJATKIE aff0 cepia Ta HOMED HacHopTa)

IpoTokoen Bizsyannaoroe xeoaTpomo eix 21.12.2023 N 4050/3.

3a pesynbTaTaMH JICPXKABHOTO KOHTPOTMIO BCTAHOBICHO, IMO JHKApCRKAH 3aci0 BBe3cHO B YKpaiHy 3
JOTPHMAHHAM BHMOT 3aKOHOASECTRAVAY/ G 3a0E3RgICHAN AKOCT] KaPChKHX 3acobiB.
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JHozomun xomnauit
Ceprudikart akocTi

TA3SANOK™
Kpaina BupoGHuka: HiMeydyuHa
PeecTpauiitHe noceigueHHs Ne: UA/8499/01/01
Cuna giifakTueHictb: 10 mMn nikapcbkoro 3acoby MICTUTb: HACTOMKY CyMilli NikapcbKoi pOCAMHHOI
cvpoBMHHK {1:10), kOpiHHA 3 KOpeHeBMLAMU Naba3HMKa WecTUNEeNCcTKOBOro-0,28r, cBiXoro KopiHHA
NeTpyLKU Kyuepasoi-0,225r, cBixoro kopiHHA cenepu-0,17r, TpaBu nigMapeHHUKa CnNpaBXHboOTo-
0,135r, TpaBK NLOHKY 3BU4aitHoro-0,11r, kBiTok Harigok-0,08r
Nikapcoka chopma.: Kpanni opanbHi, Po3YuH
Poamip Ta TMN nakyeaHHs: ¢pnakod 100 Mmn B nayyi 3 KapToHy, No1
Cepin: 2310008
3aranbHa KinbKicTe B cepil: 31325 ynakoBok
Jata surotosnenHs: 11.09.2023
TepmiH npupartHocTi.: 02.2026

HaiimMeHyBaHHA Ta MiclesHaxomkeHHA BupobHMLTBA:

Ap. Nlycmae Knaiin FTmM6X&Ko. KI, imaiinengensad 3, 77736 Yennb am Xapmepcbax., Himeuuura
Cepmudpikat signosigHocTti GMP BMpoGHMUTBA Ta KOHTPOMIO AKOCTI:

eupoBHuK: Op. Fycmae Knain FM6X&Ko. KIm

agpeca: Wimaiinengpensad 3, 77736 Yenns am Xapmepcbax, Himeuuuna

Cepmudpikam sidnosidnocmi GMP Ne DE_BW _01_GMP_2023 0017 BupaHuid OQKpyHUM
ynpaeniHHAM TobiHreHy, KepiBHUM OpraHoM KOHTPOMIO 3a NikapcekimK 3acobamu, HimeuunHa

NiueHsia Ha BUpobHMUTBO: Ne DE BW 01_MIA 2023 0014/DE _BW _01 Dr.Guslav Klein

KoHTpone npoeeneHui y signosigHocTi 3 MKA ao PN Ne UA/8499/01/01

Moka3zHnkH Hopmu 3rinso MKS (AHL) Metop PeaynbTar

nin AKOCTi KOHTpONIo
1. Cnuc Mpozopa piguvHa Big cBiTNO kopwuHesoro go | BignoeigHo go
KOPMUHEBOTO KOMbopy 3i cneuwudiunum sanaxom. | N- 1 AHA : :
; ; BisyarneHo Bignosinae
Mip, yac 3BepiraHHA QOMYCKAETLCA YTBOPEHHSA Y :
opraHonenTU4HoO

ocany.

2.| lnenTudikauis

TepneHcian Ha xpomartorpami sunpoByBaHore posumHy 1 | AHO, n.2 21
BUABNSETbCA cipo-thioneToBa nnsima suwe nnsmu | TWX
EBreHOMy Ha XpoMarorpami poauuHy nopisHavua | APY 2.2.27
{TEpNeHOign KopeHiB cenepn, NeTPYLLKA)

Bigpnosipae

dnaBcHGIan Ha xpomarorpami BunpobyBaHoro poaumdy 2 | AHAO,n2, 2.2
Miapokcnkopuu | BUABNSIIOTLCA: NNAMa opaHxesol dnyopecuenyii, | TILX
Hi KWCROTKH cnabko poaaineHa Big TeMHoi nnsMM, BignosigHa APy 2.2.27

nnAMi  pyTMHY Ha  XpoMaTorpaMmi  posuuHy
nopieHAHHA; OnakuTHa dnyopecuiloloya nnsMa,
Wo BiANOBiAaE NNAMI KMCNOTHM XIoporeHoBol Ha
XpoMarorpami po3uMHY NOPIBHAHHA, BULIE Hel — Bignosipnae
opaHeBa dcnyopecujiioloua nnAMa gewo BULle
NNAMM  FiNepo3vgy Ha XpoMaTorpaMi  po3uuHY
nopiBHﬂHHﬂ Ta Aasi GnakMTHi  dnyopecuiotovi
NAAMK BerHIH TPETWHI  XpoMartorpamu

((bnaBOHom u eH,qynu Ta TpasM
nigmapeH - ’f

Ankanoigu AHO,n2 23

TIWX

sy 2.2.27 Bianosigae
MNonicdeHonbHi AHA,n.2,24

CNONYKK EMOBOIo Akicha pea = RinnoBinae
3aﬁaaneHHﬂ { noni ,*::_’,_{ w’;ﬁ
% »
s i G
Cyxmid
yx He meHwe 1,5% @,
3anuvILIoK

BMICT eTaHONY | o peniwe 33,0% 06/06 i He Ginblue 40,0% 06/06

*
] Al Wy - )
Baxki metanu 5, 49
He Ginbwe 0,001% (10ppM) 248, s nosipae
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Ceprudiikar akocTi

TASANOK™
Kpaina eupoGHuka: HiMeyumHa
PeectpauiitHe noceigueHHs Ne: UA/8499/01/01

Jozomun xomnauii

Cuna giifaktueHictb: 10 mn nikapcbkoro 3acoby MICTUTb: HACTOMKY cyMilli NikapcbKoi pocnMHHOI
cvpoBMHK ({1:10), kopiHHA 3 KOpeHeBMLWAMY Naba3HMKa WecTHNeNCcTKoBOro-0,28r, cBixoro KopiHHA
NeTpyLKM Kyuepasoi-0,225r, cBixoro kopiHHa cenepu-0.17r, TpaBu nigMapeHHUKAa CNpaBXHbLOTO-

0,135r, TpaBK NLOHKY 3BU4aiHoro-0,11r, keitok Harigok-0,08r
Nikapcoka hopma.: Kpanni opanbHi, po3YvH

Poamip Ta TMN nakyeaHHs: ¢pnakon 100 Mmn B naJyyi 3 kapToHy, No1
Cepin: 2310008

3arankcHa KinkeKicTb B cepil: 31325 ynakoBok

Jata surotosneHHs: 11.09.2023

Tepmid npupartHocTi.: 02.2026
No MNokazHnkK ; Meton PeaynmTart
i — Hopmu srigno MKA (AHH) -
wekcTpaktu», N,
c.273
Ob'em BMmicTy
cnakoHy He MeHLle HoMiHaneLHoro AHO n6 Bianosinae
MikpoGionoriu- | 3aranbHe 4YMCNO  XWTTE3OaTHMX  aepobHux | AHO, n7 3aranbHe y4cno
Ha yucToTa MikpoopraHiamiB He Ginbwe 104 KYO/Mn Aoy 5.1.88, KUTTEINATHUX
3aranbHe Uicno ApiKIMKOBUX Ta nricHanx rpubis | 2-8-12, 2.6.31 aepobHux
He GinbLue 102 KYO/Mn MIKRQORTAH IMIB
TonepaHTHI Ao XoBdi rpamHeraTuBHi BakTepii He %M@ocm? B
Binbwe 102 KYO/Mn Ga S
Escherichia coli: sigcyTHi B 1 MmN APDKIKOBUX Ta
Salmonella: pigcyTHi B 25Mn NnicHABWX
rpubie (TYMCY):
<10 KYO/mMn,
TonepaHTHUX Ao
HKoBui
rpaMHeraTUBHMX
BakTepiii:
<10KYQ/mn,
Escherichia coli:
BigcyTHi B 1 Mn
Salmonella
BigcyTHi B 25 Mn
KinbkicHe BwmicT saranbHux noniceHonis B nepepaxyHky Ha | M.8.2
BM3HAYEHHHA niporanon cTaHoBWTE He meHwe 0,15% CnektpodoTome
TpiA, AdY, sug 1, 0,21%
2.2.25

AHI] — Anarimuyno HOpMamuena JOKyYMeRmayis
H®OY — Hayionanesra Qapmarkones Ypainu

PezynbTtaty aHanisy. [laHa cepif Bi.qnoai.qa AC
KomeHTapi: 36epiratu npu Temnepartypi / !
3anaea npo ceptudikauio. "AaHHUM cepy ¢s'

lﬁtﬂ‘l‘bhﬁél-ﬁéi 1 :%

s qp&nozll
MpoTtokonu BUpoBHMLUTBA, NaKyBaHHSA{WAPK
BignosigHocTi BUMoram GMP™

Biamosigansaa ocofa 3a BHOYCK cepii:
Bap6apa ITeTepc/ YHoBEOBAXKEHOI 0coOK/ nidnuc

Harta mpmacasns: 02/11/2023
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