@ sxcpa NYBNIYHE AKUIOHEPHE TOBAPUCTBO «HAVKQBO-BMPOEHHLIHP'I LUEHTP
«BOPLLATBCbKUWA XIMIKO-®APMALIEBTUYHWWN 3ABO»

Yipaina, 03134, m.Kuie, Byn.Mupy, 17 Ten. (044) 205-03-10, (044) 205-41-10,
(044) 205-03-83, (044) 205-03-14 (YnosHoBaxeHra ocoGa)

CEPTUDIKAT AKOCTI
NEBOMILETUH

Tabnetku no 500 mr, no 10 Tabnetok y GnicTepi, no 1 GnicTepy B nayui

Homep cepii 1311023 Kpaina YkpaiHa
KinkkicTs B cepii 12449 wr PeecTpauiiHe noceig4yeHHs Ne UA/3621/01/01
DaTta BUpoGHUUTBA 27.10.2023 Tepmix Aif peecTpauiitHOro NOCBiA4eHHA HeobmexeHHH

Bunpo6yBaHHA nposeaeHe 3riaHo MeToais koHTpomnio AkocTi J13 Ne SFP-095-04

Moka3HuKK AKOCTI KpuTepii npuiHATHOCTI (NnpM BUNYCKY) PesynbTaTi
Onwuc Ta6nerku kpyrnoi ¢opmu, 6inoro abo Ginoro i3 xoBTyBaTUM
BIATIHKOM KOMLOPY, 3 NNOCKOK NOBEPXHEID, PUCKOK i hackolo.
[onyckacTbLCA HAABHICTE NeABe NOMITHUX BKpanneHs B
WOBTOro KONbLOPY
laenTudikayin:
- xnopamdeerixkon (nesomiyemuH) A. TWX-meToA: BignoBigHO OO TecTy Bianosipac
B. Y®-cnexTp: Bignosiaxo Ao Tecty Bignosigae
. C. Peakuin (a) Ha xnopuan Bipnosipac
CepefHa Maca Big 570 mr ao 630 mr (600 mr x5 %) 602,3 mr
CynposigHi gomiwku:
- okpemol domiwku He 6inbwe 0,5 % <0,5%
= cymu domiwoK He 6inbwe 2,0 % <2,0%
PoayuHeHHs He menwe 75% (Q) xnopamdenikony 3a 45 xB 93,2 %
OpHopigHicTs AO30BaAHWX OAWHULUL MNpenapaT Mac BUTPUMYMYBaTH BHNpoOyBaHHA. PO3paxyHOK
NPUAManNbHOro YMCNa NPOBOAATL PO3PaXYHKOBO-BaroBUM 2,0
metoaom: AY S L1 (15,0), S L2 (25)
Mikpo6Gionoriuxa uncroTa 3aranbHe YMcno aepobHKX MiKpoopraHismia -
Bignosipae
TAMC - He 6inuwe 10° KYO B1r
3aranbHe YHENO APHKIKOBMX Ta nniceHeBux rpubie -
Bignosinae
TYMC - He Ginbwe 10° KYO B4 r
Biacytuicte Escherichiacoli s 11 ' Bignosipae
KinbkicHe BU3Ha4YeHHA: Big 475 mr po 525 mr, (500 mr £ 5 %), P
- xnopameperivon (C 4 H 42 CI;N205) y nepepaxyHKy Ha cepeaHio Macy oaHici Tabnetku
YnakoBka NoeuxeH BianosinaTh Bumoram HA Binnosinae
MapkyBaHHA MoBuHeH BianoeinatT Bumoram HO Bignosigae
Tepmin npugaTHocTi 3 poku Ao 10.2026

Ymoeu 36epiraHHs: B opuriHansHii ynakoeui npu Temneparypi He svwe 25 °C.
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BucHoBok BKA: Bignominac  Bumoram Metvogie koHTpono AkocTi /13 Ne SFP-095-04
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NYBJIYHE AKIJIOHEPHE TOBAPHCTBO «HAYKOBO-BHPOBHNYH I IEHTP
«BOPHIATIBCHKHMM XIMIKO-®APMAIEB THUHHI 3ABO 1w

M. Kui, Byn. Mupy, 17, 03134, Vkpaiua
Ten. (+38044) 205-03-10, 205-41-10;
(+38044) 205-03-83 (YnorHosaxeHa ocoba)
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CEPTU®IKAT CEPII VIS IIKAPCBKOI'O 3ACOBY

JleBoMineTHH, TabaeTkH mo 500 mr

HaiiMeHyBaHHS nmpoayKuUil

Jlikapcbka dopma

CHia giV/aKkTHBHICTD

Po3mip i THD ynmakoBKH

Kpaina-BHpoGHuk

Hom.ep peecTpaniinoro
nocBiIYeHHs

Homep cepil

Posmip cepil

JaTa papoGHHNTBA

JlaTa 3aKiH4YeHHA Tepminy

npHAaTHOCTI

Hassn, agpeca Ta HOMepH
ainensif Beix ALILAHUL 3
BHPOOGHHITBA Ta KOHTPOJIIO
SIKOCTI

Ceprudikaru GMP
AibHHUB, BKA3aHHX B .10

PezyabTaThH BunpofyBanb

KomenTapi

3asBa npo cepTupikaunio

IpissHite, nignxe i nocana
ocolH, iKa Haaaaa 103Bia
Ha BHOYCK cepil

JIJEBOMILIETHH

Tabnetku no 500 mMr

1 Tabierka MicTHTh xnopaMdeHikony
(y nepepaxysanHi Ha 100% cyxy peyosuny) — 500 mr

rio 10 Tabnerok y 6aicrepi; no 1 6aicrepy B nayui

VYkpaina
Ne UA/3621/01/01

1311023

12 427 nak.
27.10.2023
no 10.2026

M. KuiB, Byn. Mupy, 17, 03134, Ykpaina;
niyensisa AB Ne598003;
CBiJOLUTBO MO arecTauito nabopatopii BKS Ne96

Ne 015/2022/GMP no 10.12.2024

Haseneni B ceprudikari skocTi

[IuM s 3acBiguyio, 10 HaBeJeHa Bulle iH(OpMallid € JOCTOBIpHOIO Ta
Toynow. Il cepito mnpoaykuii ©Oyn0 BHroTOBIEHO (BKIIOYAIOYH
NaKkyBaHHA/MapKyBaHHA) Ta MPOBEJEHO KOHTpONbL i SKoCTI Ha

BHILE3a3HAYeHill ILHHLI y noBHil BianosigHocTi 3 BuMoramu GMP,
BCTaHOBJIEHHMH MICLIEBHM PEryJINTOPHHM OpPraHoM, a TaKOX BiANOBiAHO
a0 crneunikaiiif, mo MicTAThCA Y peectpalliiiHoMy aocke.  IIpoTokonu
aejeHo BianosiHicTe GMP.

BHpOOHHMITBA OYy/0 NEPErNsHYTO Ta B




