AEPIKABHA CJIYIKEA 3 JIIKAPCHKUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHUEBI

npos. Haaii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon CIPITOY 37079055

BHNCHOBOK e
PO SIKICTH BBE3eHOro B YKpainy JIKapchbKOro 3acoby
11.10.2023 Ne 51718/23/26
ATEPA A W

(HaAMEHYBAHHS AikapchKoOro sacoly 3rio 3 pc('c'r*phuiiil-mm nﬁcni,nueumm)
Tabaerkn no 80 mr/10 mr o 14 Tadacrox Y baicrepi, 10 2 Gaicrepu y kaprouiiii Kopooui
(popma Bunycky, nosysaini, s g HAKYBaHISI HiKAPCLKOrQ 3acoby) |

Homep peecrpauiiitoro mocsinuenns UA/19120/01/04 CTPOK AT pecetpaniitnoro noceimuenns 11.01.2027
Cepis niikapcbkoro 3acofy Ne 30723 Kinbxicts BBE3CHOTO Nikapekkoro 3acoby 4304

Bupobuux QapmanerTHunui 380 “Ioardapma” C. A., Tlonsma
(naiisenysanns supoGauka NKAPCLKOro 3aC00y, kpalHa NoXoMKeHHs)

Beeseno B Ykpainy Toeapuerso 3 06meskenoro BinmosinansuicTo "IIOJIb®APMA
YOA", inenr. xon: 42781598

(HaiMeryBanns Ta kot 3a C/PHOY lopuaniHor ocobu ado npissMue, IM'st, TI0 BaTbKOBI (piznymol
0colH - mianpuem. i Miche HPOWHUBAHNA T4 peceTpauifinuil Homep o6nikoBoT KapTKH maTHuia
noaarkis abo cepis ta Homep macriopTa)

IIpoTokon sisyansuoro konrpostio sin 11.10.2023 N 3132/3.

3a  pesysbTaTaMu  JEpKAaBHOO KOHTPOMNO  BCTAHOB/ICHD, WO fikapcbkull 3aci6 Bpeseno & Yxpainy 3

X 3aco0is.

Muxona XOJIOIEHKO

LOHTPOMIO) (nianue) (inivianu Ta npiaﬂﬁlqe}
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PAPMALIEBTHYHUNA 3ABOJ
Byn. Ienonnunscka Ne 19
83-200 Craporapa [ xauscku, 110JIbI1RA
Ten. +48 53/563 16 00
thaxc +48 58/562 23 53

Cepraiixat axkocti Ne 3553

Halimenysanua npoayxuii: ATEPA A, Ta6neticu, no 86/10 mr Nz 28 (1 4x2) y Gaicrepax

HepxaBa-sHpoOrnK: Monpina |

Homep peecrpaniifioro nocsinuenns: Ne [JA/19120/01/04
Cuma'nii/akrusHicTs: 1 TabneTka MicTiTs 80 Mr TeaMicaprady Ta 10 Mr amnoznininy (y surisgi amnoaininy 6ecwiary)

Jlikapcrxa dhopma: Tabnerku no 80/10 mr

Po3Mip Ta Tan nakysanns: o 14 Tabnerox y Gaictepi; no 2 Gnicrepn ¥ XapToHHi¥ kopobui 3 MapKyBaHHIM YKPaiHCLKOIO MOBOIO

Inpexc: TLML-0114-800

- Howmep cepii: 30723

Poamip cepii: 4304 yn.

Hara supobanirea: 07.2023

Jata 3axisuenHs cTpoky npynaTHocTi: 07.2025

HaWMeHyBaHH, MiCIe3RaXokeHns BUpobHuKa: DapManeBTHIHRY 3aBox «llonsdapman C.A., Byn. Henbrnuaecka, 19, 83-200,

Craporapa I"nanscku, IMonsia
Homepu ninensiit: GIF-ITW-N-4001/WTC105/200/11

Ceprudikats Biznorianocti GMP: Ne IWPS.405.88.2019.KK.2 WTC/0105_02 03/210

TIOKa3HHKR AKOCTI

Bamoru MK

Pesyabrayn noRasHUKIB

- doaiwia [ / .
- QOURWNHA HEBIOOMA OOMIMKa am ff @u Hy \O
- CYMA QOMIMOK GMAOOURIHY L
L MeToanka komnanii

..

He 6inbme 0,3 %
He 6insiae 0,2 %
He 6insmie 0,5%

Omiic! Jaomaposi Tabnerku, npoxosrypari,
BisyanpHo ABOOIIYKJIL, BIA 6inoro go Makixe 6inoro
KONBOPY 2 OJIHOT CTOPOHH Ta poeBi 3 sinmoBinac
THIHOY CTOPOHH, AOMYCKAIOTHCA HE3HAYHI
_______ BKPANNICHHS Ha POXkeBili cTOPOHI.

Posmipn Tabnerok:
a). dosxcuna matremox 15,0 MMt 0,3 MM 15,1 MM
6). Llupuna mabnemox 7,3 MM 6,3 MM 7,3 MM
Meroauka komnail
Cepenung maca ratierox! 560 Mr<5 %
Meronuka koMnanii 5729 mr ~
CTHpanictn! He Ginnure 1,0 % 0,10%
OnvopiHiCTE AO30BAHNX OMHHIL JDis neprunx 10 oguHMIE:
a) Odnopidricnme emicmy meanicapmany AV ne 6insine 15,0 % (L1), 1,3 %
6) Qonopionicme esicmy amroduriny Ko AV Ginemie 15,0 %, toai ana 30 3.9%
Meronuka koMnanii oxuuulb: AV He 6ineme 15,0 % (L1) i

HEMAE KOAHOTO IHANBIAYATILHOrG BMICTY

NO30BAHOT 0 AMHMIN MeHIle Hix O,75M i

fuibine Hix 1.25M,
| InenTHdikanin Tesmicaprany (BEPX 3 YO Uac yTpUMyBaHHS BiANOBIa€ yacy BiANOBiNae

HETERKTODPOM Hiﬂﬂl{ﬂ-]ﬂa TPH ‘{HHM) YTPUMYBaHH® CTAHJAPTY. . ) |
MeToauka koMmaHii Y criexTp BiANOBINAE CNEKTPY CTAHIAPTY. BIATIOB1HAE
InenThdikanin amnoauniny (BEPX 3 V@ Hac yrpumypanng Bignosizae gacy BIATIOBIHAE
ACTEKTOPOM RIOAHO-MATPHUYHUM) YTPHMYBaHHS CTAHAAPTY. . .
MeTonuka KoMiranii Y® cnexTp BijINOBiAaE cNeKTpy CTAHOAPTY. BIANIOBIAAE
BMicT Boin B TaGeTicax! He binewe 5,0 %
Metoanka xomnanif 2,9 %
KinbricHe BH3HAYEHHS TesMicapTaHy' 25,0 %-105,0 %
MeToarKa KoMnaHii 11,9 %
KisnxicHe BHIHAMEHHN aMIIOAHTTIHY! 95,0 %-105,0 % -
MeTomnka KoMnauii o= 100,6 %
CynyTHi aZomimxn amnoauniny (BEREN

merure 0,1 %
metie 0,1 %
Menie 0.1 %

/7 Or

V227% /J //;f}

-
ar
s

1/2




GAPMALIEBTUYHHH 3ABO/]

By, Ilensnnmnecka Ne 19 |
83200 Craporapn I'nanecku, [TOJIBIIA
Ten. +H48 53/563 16 00 |

tharc +48 58/562 23 53

Cepruixar swocti Ne 3553

Halimenypanns npoaykuii: ATEPA A, TabneTkn, no 80/10 mr Ne 28 (14x2) y GaicTepax
Aepxapa-pupobunk: Monbia
HoMep peectpauiiinoro nocsiguesua: Ne UA/19120/01/04
- Cua pitfaxrushicTs: 1 TabeTka MicTHTb 80 Mr TenMicaprany Ta 10 Mr aMIoNininy (y BHIISUL aMIOAINiHY becunaty)
Jixapceka hopma: rabnerky mo 80/10 mr o
Po3mMip Ta tun naxysanns: no 14 tabneTok y GaticTepi; 110 2 GnicTepu y kapToRHii xopofui 3 MapKyBaHHAM YKPATHCHKOK MOBOIO
Ingexc: TLML-0114-800 -
HoMmep cepil: 30723
Poamip cepit: 4304 yn.
Hara supobruurea; 07.2023
Jara sakiruenna cTpoxy npuaataocTi: 07.2025
HaliMenyranny, Micnessaxomxen s BHpoGHIKa: PapmanesTynui 3ason «Ilomsdapmay C.A., Byn. llensnaunneka, 19, 83-200,
Craporapa I' naubekn, Tlonbnra
Homepu minensiii; GIF-IW-N-4001/WTC105/200/11
Ceprrtikath Bignosinnocti GMP: Ne IWPS.405.88.2019.KK .2 WTC/0105 02 03/210

CynytHi nomiuixu reamicaprany (BEPX)!

~ OOUHUYHG HesIdOMa domiiuka menmicapmany He 6inpuie 0,2 % Merwe 0,1 %

- CYMa Jomintox meamicapmany He 6inbme 0,5 % menuie 0,1 %
Meronuka xoMnauil n
Po3unnenss Tenmicaprany (uepes 30 xg.)! Q=80 % 100,1 %

? (MiH.99,0% Make.101,0%)
Po3usineHus amnoauniny (yepes 15 xg.)! 0=80% 96,4 %

{MiH.91,9% Maxc.99,1%)

BmicT etanony (I'X)
MeTtoauxa koMnanif
Mikpobdionoriuna ynctora'?

He oursnre 2,0 %

<J1P (ﬂfo,os %)

- TAMC (s 1 2)
-TYMC (s I 2)
~ Lscherichia coli (g 1 2)

He 6inbire 103 KVO
He 6inbme 102 KYQ
BincyThi

I Tecr NpoROAATE ApK BUNpobyRatmi crabinsuocti y BinuosianocTi NPOTOROY CTAbiNEROCTI.

HE MPOBEJNESHO
HE IPOBEAEHO
HE MIPOBEAEHO

2 Tect pyTunmni ana cepamx 10 komepiifnmx cepift. Jlani Tect nepyTiHMUH | NPOBOAHTECY RA KOXHIH 10-1 cepii, ane e pigwe mixk 1 cepin wa pix

Brazauuil B nnomy cepradikari TOBAP 1O AKOCTI BiANoBinae BEMoram MKSI S$/4-0392.01 pun. 04

Lium 5 3aceiguyio, o nasenesa Bume indopmauin € H0croBipHOW Ta TouHow. [0 cepiio Npoaykuii 6yno BupobreHo
11 AKOCTI HAa BHIUE3A3HAYEH N MINBHMUIG y TOBHIN BimnoBixHOCT] 3

(BKIIFOMAKOYM NaKyBaHHA/MapKyBaHHA) Ta NPOBEACHO KOHTPOD
BuMoramn GMP, BCTaHOBNEHHUMY MicUEBUM PETYJATOPHUM Op
peecTpauifinomMy nocwe. Hpotokonu BUPOOHHUIITBA, NAKyBaARHS

[Tpi3srine Ta nocana ocobH, YIOBHOBAKEHOT Ha BHAYY JO3BOJTY HA BHITYCK cepil:

FGHOM, & TakOX BIANIOBIZHO A0 CrieUWpiKaii, WO MicTITECH y
Ta aHaI31B OyJ10 NEPernaHyTO Ta BCTAHORIEHO Bianosifmicrs GMP.

Hignuc:
¥rnoesHoBaxeHa ocoba

(Qualified Person)
Karolina Reszke

Jata ni,uﬁ canHd: 04.09.2023

2712




