FEAEOH PUXTEP

i

CEPTUO®HUKAT CEPUH
Haspanwe npoaykunn: KYPHO3IHH
Crpana upoussoanrens: Benrpii. Crpana-umuoprep: Yipanua

Homep perncrpannonnoro ygocrosepenns: UA/3824/01/01
HeitereuTensno no: 04.08.2020

Cuira peficreun: 1,027 Mr upsxa ruanyposara / r

Jlexaperpennas dopma: resis

Pa3ssep u Tin ynakoBxu: 15 1 resa s vGe, 1 Tv3a B YilaKoBke

Hosep cepru: G04056A Pasatep cepin: 16 600 yn.

HaTa npoussoncraa: 04 2020 HaTa ueTeveHus cpokra raqnocts: 04 2022

Hassanus, agpeca, nomepa nuuensuii v cepruduratos GMP Beex IIPOH3BOACTREHHEIX YUACTKOB B YUACTKOB
KOHTDOJA KaYeCTRA:

Hazganue(s) n anpec(a) Cragun nponssoncrna Homep anuenzny ua Hosep
HPOM3BOZHTEIA(JIeH): HPOH3IBOACTRO cepTadinrara GMP-
OAQ «l"eaeon Puxteps, Moaner nEkn npouaroacTaa, HU-M-RICH OGYEI/9446-6/2019
H-1103, Byaanswr, YIAKORKA, KOHTPOAL KAYECTBA

yn. Mempen, 19-21, Bewrpus. o peinyck cepuu
Kommenrtapun: Ykazantas eille cepia BRMyILEHa Ha PEIHOK.

3aaBnenrue o cepTHpHKaii: HacTosuim YAOCTOBEPAWD, UTO MIPHBLASHHAA BHILIS HHGOPMAINT TTOLIHIHRA H
TOYHAR, DTa CepHA ASKAPCI BEHHOTO CPeCcTHa Gbina HArOTOBAEHA, BRAKINAS YIUARCEKY/ MADKHPOBKY H KOHTPOAL
KaqecTss, Ha YRAIAHHOM(L1X) BLIE NPOHIBOACTBEHHOM{bLIX) Y4acTie(ax) B I07HIM COOTBETCIBRH ¢ TpedoBaHuay
GMP MecTHOrD perymupyomero oprasa o CHRUHEHKALHH, YTBEMEZSHHON B crpate-uMnopTene. [potakons
DPCH3RCACTEA, YIAKDEKH ¥ AHATHIOB GbInH NePecMOTPEHS! W YCOTAHOBICHD] B COOTEETS IR ¢ crangapramu GMP.

Hata sRImycxa cepuu: 19.05.2020.
Hata puinycka cepriduxata: 19.05.2020.
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Ne CEPHHM: G04056A

TECTEL

[EAEOH PUXTE?P
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PE3YJIbTATBHI AHAJIH30B

TPEEOBAHHA

JAHHBIE AHAJIM3A

OIMMCAHHE:

MACCA COAEPAMMOT O
TYBbI:

pH:
BA3KOCTD:
[MOATMHHOCTL:

I"niokyponopas KHCIoTa:

Lunx:
Metogn |

Metopn 2
(AneTepHariisHpI)

Kaiusg copar:
MHKPOBHGIIOTHUYECK AA

YHUCTOTA:
(HeperynapHoe HCMbITaHHE)

KOIMHMYECTBEHHLIE
ONPEAENEHWAL:

BecupeTHblil MM NouTH OecUBETHRIH NpO3padHBll Teas,

MRAKTHYECKH Ge3 zanaxa.

He menee 13,0 rfTyOy
5,0-6,0
He menee 30 000 cn3.

Cl‘ie‘r{'{pbi NOTACILEHHS B BHANMOHN O0NACTH HCMBITYEMOI o

pAcTBODA U PACTBOPA CPABHEHHS JMONAKHL! BBITh
MASHTHYHEI,
Pasuina npeienshoro noTeHuHasa HCHbITYeMOT0
PACTRODA Mepef NPHDARICHHEM H TIoCe NpHTanieHis
pacTBOpA CpaBHEHUA A0Kiia ObITh He Bones £ 0,01 V.
HHTESHCHBHOCTE CNEKTPANLHOH THHAN HHHKA
(213,856 un) B HCIBITYEMOM DACTROPE H DACTBODE
CPaBHEH!N A0KHA ObITh B TAKOM “Ke [TOPLIKe.
CnexTpbl NornouieHls 8 Y odIacTi HCHBITYéMOr0
PACTBOPA ¥ PACTBOPE CPABHEHUA AOMKHEI ObITS
HACHTHYHBL
Ofies HUCA0 a3polHBX MITKPOOPTABHIMOR:
He Gonee 1028 1r

Ofwiee yueno rpudos: He Somee 108 Ir
Staphylococcus aureus:  oTcyteteren 11
Pseudomonas aeruginosa: otcytersie s 1 T.
ImiokypoHOBas KUCHOTA!

434,77 - 531,3 MKr/r

S0,0-110,0%
Unnk:

144,0 - 176,0 MK/t

90,6 -110,0%
Kanaus copdar:

0,900 - 1,100 mr/t

90,0 -110,0%

COOTBETCTBYRT

COOTBETCTRYET
5,2
50 572 cma

COOTBETCTBYET

COUTBCTCTRYET

COOTBETCTBYET

<10 KOE/r
< 10 KOE/r
COOTRETCTBYET
COOTBRTCTBYET

480,20 MKI/T
99,4%%

160,0 mxr/e
100,0%

1,006 mr/r
100,6%

3armguenne: KauecTso Npenapara cOOTESTCTEYET TpeloBanusM, Yrazannent s HIL No 5-00269-Q1-00-01

Mecroman csaeniner H=1103 Bodapest, GyGmdi an 19-21., Benpoa = [lo

eTp. 2 U3 2
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JTEPKABHA

17.07.2020

IEPXIIKCITYXBA YKPATHI

CJIYXBA 3 JTIKAPCHhKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KAIBCHKIU OBJIACTI

npocrniekT Basepis Jlo6aHOBCHKOTO, 51, m. Kuis, 03110, Tex/dakc: (044) 2753030

E-mail: dls.ko@dls.gov.ua, Kon €/IPTIOY 37078774

BHCHOBOK

Npo SIKiCTH BBE3EHOI0 B Vkpainy JiKapcbKoro 3acody

Ne 29206/20/10

KYPIO3MH

(naiiMeHyBaHHs JiKapCLKOTO 3ac06y 3TiHO 3 PeecTpaLiiHIM IOCBIYCHHSIM)

reapb, 1,027 mr/r mo 1Sry Ty6i; mo 1 Ty6i B KAPTOHHIH yNaKoBLi

(dpopma BHITYCKY, H03YBAHHS, BHIL NAKyBaHHA niKapehKOro 3acoby)

Homep peecTpauifHoTo NoCBiTYeH UA/3824/01/01 ctpox aii peecTpamiiHOro mOCBITIEHHS 04.08.2020

Cepis nikapcbkoro 3acoy Ne G04056A

BHpOGHnK

BchaeHo B Yxpainy

Kinsxicts BBeseHoro fikapeskoro saco6y 2000

BAT '"Teneon Pixtep", YropmuHa

(uaiiMeHyBaHHsT BUPOOHIKA nixapcbkoro 3acofy, kpaiHa HOXOJKCHHS)

CuiibHe YKPaiHChKO-eCTOHCHKE minpHEMCTBO Y opmi TOBAPUCTEA
3 0OMEIKEHOIO BiINOBIIANBHICTIO "Ounriva-®apm, JITA", inent. xox:
21642228

(naliMeHyBaHHS Ta KOJ 32 €JIPTIOY ropuawaHoi ocobu abo npizBuie, iM's, 1O Garskosi izuaHOT
0co6¥ - mignpuemus, i Micue NpOXHUBAHHA Ta peectpaniifnuit HOMEP 06nik0BOT KapTKH IUIaTHHKA
[ojaTKiB 200 cepis Ta HoMep MacTopTa)

YIpoTOKO1 Bi3yaIbHOTO KOHTPOJIO BiA 19.06.2020 X 1901/11.

3a pesylbTATAMH JIEPXKABHOTO  KOHTPOIIO BCTAHOBJEHO, IO JKApchkuM 3aci0 BBE3CHO B Vkpaigy 3

JOTPUMAHHAM sumor 3aKOHO/IABCTBA 1010 3a0e3eYeHH AKOCT] JIIKapChKUX 3aC00iB.
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TEAEOH PUXTEP

CEPTHOUKAT CEPHA
Hazsanue npogyruun: KYPHO3HH
Crpaua npoussoantensi: Beurpus. Crpana-ummoprep: YrpadHa

Honmep perncTpannonroro yrocropepenns: UA/I824/01/01
HedcrBuTenrso ao: 04.08.2020.

Cuna peitereua: 1,027 mr UuxHEa HaAypoHaTa/ T

Jlekapersenuan Qgopma: rene.

Paszmep u Tan ynaxosku: 15 rrens 8 tyGe, 1 TyGa B ynaxosie’

Homep cepmi: GOS001A Pazaep cepun: 16 000 ym.

Hara npoussogersa: 05 2020 Jata ucreuennn cpora roguocera: 05 2022

Haspanus, agpeca, HOMepa JHIeH3Hil U ceprHdHraros GVIP Beex NPOHIBOACTBEHHBIX YHACTRKOB H Y4aCTROB
KOHTPOMNE KAYeCTBa.

Hazeanue(n) n aipec(a) CTagHH npPOH3IBOACTBA Homep nuuensHs na Hownep
npoH3BoaHTENd(JIeH): NPOH3BOACTBO cepTihrkara GMP
OAQ «I'eneon Puxtepy, [MoaHBH MK NPOHIEDACTEA, HU-M-RICH OGYEI/9446-6/2019
H-1103, byaanewnr, YNaroBKa, KOHTPOb KabecTsa

ya. Hempen, 19-21, Beurpua. 1 BbINYCK CEPHY
Kommenra pEHH: Ykazauuaa Bolile CepHd BEIOYLLUSHA HA PRIHOK.

Jassaenne o cepTHOURAUNN: HacToaumM yRocTOBEPsI0, UTO NPHBSASHRAAR BLILLIS HRQOPMANKS NOANHUKEHAT H
TOUHA%, DT CEpHs ASKaPCTREHEOTO cpencTpa GblAa H3rOTORNEHA, BICHOHES YIAKOBRKY/MapKUPOBKY W KOHTPONE
KAYeCTBa, Ha yRazapHom{biX) BEINIE TPONH3BOACTEEHHOM{LIX) yHACTRE(aX) B MOAHOM COOTBETCTBIH ¢ TPe0OBIHHAMY
GMP MecTHOTO peryAupytoLiero oprada 4 crieludukalling, y1sepadeRHol B crpaie-uMmoptepe. Tlporaxonsl
[POU3BOCTEA, YIIAKOEKH H QHAHIOB GBINH NEPECMOTPSHS! 1 ¥CTAHOBICHB! B COOTESTCTRIN ¢ cTaHmapTany GMP,

Hata seInycKa cepHu: 26.06.2020. fé//—
Hata srinycka cepTuigurata: 26.06.2020, Kyn-Hépme-Tlerepdn Tiosge
crp. 1 13 2 Ynonuonouentos nitto
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EAEOH PUXTEP

|

Ne CEPHMH: GOS001 A

PE3YJIBTATHI AHAJNHM3ORB
TECTE] TPEEOBAHMA JAHHBIE AHAJTM3A
OINHCAHHKE: BecliBeTHBIA WA NO4TH GecuBeTHRIA npo3padnsifl renk,
IpaKTH4ueckH 083 3anaxa. COOTBSTCTBYET
MACCA COIEPXHMOGCIO
TYB5I: He menee 15,0 rftydy COOTBETCTRYET
pH: 50-6,0 5,2
BA3KOCTD: He meiree 30 000 cria. 48036 cm3
MOJIMHHOCTb: Crekrpsl NOTACIMSHHSE B BHAWMOH 05AACTH HCIBITYEMOTO
[ HOKYPOHORAS KMCIOTA DACTBOPA W PACTBOPA CPADHEHHA AOKHbL OBITE
WISHTHIHEL COOTEETCTBYET
ilusk: Pa3HHua npeieabEoro MoTeHIHAIa HeNLITYeMoro
Merton | pacTeOpa neped npuGasnenteM U nNocne npudasients
pacTBOpa CpABHEHHS NomikHa OBITE HE Bonee + 0,01 V. —
Meton 2 HHTeHCHBHOCTE CTICKTPanbHON JTHHIH UHHKAE
(AnbTepHaTHEHEIR) (213,856 HM) B HCNEITY@MOM PACTBOPE H PACTROPE
C|paBHEeHUd foMkHa OBiTe B TAKOM JKe TOPAAKS. COOTBETCTBYET
Kanug copdat: Crextpel nornoiienna B YD 001acTh HCNBITYEMOTO
PACTBOPA M PACTBOPE CPADHEHHS A0MKHE ORITh
HACHTHUHEL CODTBSTCTRYET
MHUKPOBUOJIOIHUECKAS  O0wee 44c10 a3podHBIX MAKPOOPTaHH3IMOR!
UUCTOTA: e Gonee 102 B Ir
(HeperyIApHOE HCIIBITaHNE) Obwee uncao rprdos: ve Gones 10 B Ir
Staphylecoccus aureus:  orcyTeTeie B [ T HEPETYIADNHOES
Pseudomonas asrugingsa: ovcyTcTeie B 1T HCTIRITaHHE
KOJIMYECTBEHHBIE FhIOKY pOHOBAA KACHOTA:
OTIPEHENTEHMA: 4347 - 531,3 mM&r/T 468,97 Mxr/T
90,0 - 110,0% 97.1%
Lunxk:
144,0 — 176,0 mxr/r 160.6 MO/
90,0- 110,0% 100,4%
Kanus copdat:
0,900 — 1,100 Mr/r 0,982 mr/r
90,0 - 110,0% 98,2%

Jakaioyenre: KadyecTso npenapata cooTRETCTBYeT TpeGoRanusy, yrasannsm 8 HIL No 5-00269-Q1-00-01

cTp. 2 13 2

OAQ «lenzon Puxtep:
yanior it 19=21. Benipou + Mosionoe oracicsne: H=1475 Budapest L PR 27, Benipin
36 ] 260 G130, 3G | 260 4891 ¢ BaekTiuenint neuid: postaieichier hy

Mecionmng o H-1103 Bag
Toawdwe +36 1431 400 g E
Puiitcipmonaniit oy By asmcmreaord Cronesnord Tpotend 1a Ne Ca. DF-10-040944 « Prrepser: ww wrichierhu
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I[EP}KJIIKCJIY}KBA VYKPAIHU
}IEP)KABHA CIIYKBA 3 JIKAPCHKHIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KUIBCHKIMI OEJIACTI

npocrext Banepist JloGaroBebkoro, 51, M. Kuig, 031 10, Ten/axe: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK |
Npo SIKicTh BBe3eHOro B YKpaiHy JiikapchKoro 3acody

05.08.2020 | Ne 37109/20/10

KYPIO3UH

(HaliMeHyBaHHS TiKapCHKOro 3aco0y 3TifHO 3 peecTpauiiiHuM l'IOCBlIL‘leHHSIM)
rean, 1,027 mr/r wo 15 r y Ty6i; o 1 Ty6i B kKapToHHil ynaxosui

((bopma BUITyCKY, AO3YBaHHS, BHJI ITAKyBaHHS NiKapCbKOro 3acoby)

Hmjwep peectpauiitroro noceimaenns UA/3824/01/01 crpox aii peectpauiiiHoro nocsindeHns 04.08.2020

Cepis ixapeskoro sacoby Ne GOS001A KinbkicTs BBe3eHOro Hikapeskoro 3aco6y 3000
Bupo6Huk BAT "T'exeon Pixrep", Yropmuza
i (HalimMeHyBaHHs BUPOOHMKA JTiKapChLKOro 3ac06y, KpaiHa NOXOMKEeHHA)
Baesero B Vxpaity CuiiibHe YKpaiHChbK0-eCTOHChKE HiNPHEMCTBO Yy GOpMi TOBAPHCTBA
3 00OMEKEHOI0 BiIIOBIXAIBLHICTIO "OnTlMa-(I)apM, JITHA", inent. xon:
21642228

(naiivenypanns Ta kox 3a €IPTIOY ropuauunoi ocobu aGo nplsBmue im's, mo GarekoBi thismaHOT
0CO6Y - Minpuemi, i Micue NPOKMBAHHS Ta PEECTpallifHuii HoMep 00JIiKOBOT KAPTKHM IUIATHIK
oaTKiB a60 cepis Ta HOMEp MacropTa)

H[)EOTOKOJI BisyansHoro korTpomo sin 28.07.2020 Ne 2363/2.

3a| pesyibrataMyl JEpXKaBHOIO KOHTPOMO BCTAHOBJCHO, (IO nikapcekuit 3aci6 BBeseHo B YKpaimy 3

IIOTpHMaHHHM BHMOT 3aKOHOJABCTBa LION0 3a0e3neueHHs ﬂKOCTl JiKapchKuX 3aco0iB.
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