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Ceptudikar akocti N2 040000121741

Pamisec, Tabnetku no 5 mr, no 10 Tabnerok y 6nicrepi, no 3 6nicrepmn y nauuyi
1TABJIETKA MICTWUTb: PAMINIPURY 5 MF

Homep cepii: 20525 Kpaita oTpumyBay: YkpaiHa
Kinbkicte npoaykuii: 11.925 Tuc.ynak. Ne PeecTp. nocsigueHHs: UA/10982/01/03
Nata Brpo6HUYTBa: 05.2025 TepmiH fii peecTp. nocsigueHHn:  HeobMexeHun

AHanis BUKOHaHUi Nno: MKA f13 go PN NeUA/10982/01/03, aminu i 15.01.2024 p.

HavimeHyBaHHA NOKasHUKIB Bumoru AHJ(cneuundikauii) Pesynbratu BunpobyBaHb

Onwuc TabneTku nnockounniHApUYHoOI popmu,
CBITNIO-POXKeBOro Kosibopy 3 Gackok Ta pUcko, 3i
cnabkum cneundiyHnm 3anaxom abo 6e3 3anaxy. Ha
NOBEPXHi TabNeTOK AONYCKAKTHCA HEe3HAUHI
BKpansieHHs i MapmypoBicTb. Bignosigae

laeHTudikauin
paminpwn Ha xpomatorpami BUnpo6oByBaHOro po3umHy,
oTpumaHi y posgini "KinbKicHe BU3HaYyeHHSR,
MeTtop 1" a6o "KinbkicHe Bu3HayeHHA. MeTog 2"
Yyac yTpUMyBaHHA OCHOBHOIO Mika paminpuny mae
CniBRagaTh 3 Yacom YTPYMYBaHHSA OCHOBHOFO Nika

paminpuy Ha XpomaTorpami po3unHy NOPIBHAHHA

(b) 3 TouHicTio 2 % Bignoeigae
3ahi3a OKCUA XOoBTUIA, 3ani3a flkicHa peakuin
okcupa vepsoHuin (E172) Bignosinae
CepesiHa maca Bin 0,123 r po 0,137 r 0,130 r
CynpoBigHi gomiluku
Hdomiwka A He 6inbwe 0,5 % 0,0 % (<MKB)
Jomilwka B He 6inbwe 0,5 % 0,0 % (<MKB)
gomilka C He 6inbwe 0,5 % 0,0 % (<MKB)
cyma pomiwok D 1a E He 6inbwe 5,0 % 0,1%
6yb-AKOT HLLOT OMILLKK He 6Ginbiwe 0,5 % 0,0 % (<MKB)
Ccyma JOMILLOK He 6inbwe 5,0 % 0,1 %
OpHopigHicTb fo30BaHMX Mae BuTpumysaTtun BrMorn
ONHULb Bianosigae
Po3unHeHHR He meHwe 80 % (Q) 3a 30 x8 95 %
Mikpo6ionoriuHa uncrora
3aranbHe Yncno aepobHUX Kputepin npuitHaTHocti 1000 KYO/r
mikpoopraHismis (TAMC) * *
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3aranbHe YACNo APPRKIMXKOBKX Ta Kpuepiit npuitHsTHocti 100 KYO/r
nnicHasux rpubis (TYMC) * *
Escherichia coli * BiacyTHicTb B 11 *

KinbKicHe BU3HAueHHA

paminpwun Big 4,5 mr fo 5,3 mr, B nepepaxyBaHHi Ha
cepeqHIo Macy ofjHiei TabneTku 5,1 mr/tab
Ynakoska Mae BignosigaTt BuMoram Bignosigae
MapkyBaHHA Mae signosigatn Bumoram Binnosinae
Tepmin npugaTHocTi: 2 poKu [lo 05.2027

Ymosn 36epiranna;  36epiratv B opuriHanbHiit ynakosui npu Temnepartypi He Bue 25 °C.
KomenTapi:

*Ha nigcrasi nepiognyHoro KoHTponto. MNpote M1 NiATBEPIKYEMO BiANOBIAHICTb AaHOT cepil Bumoram HJ

3anBa npo ceptudikauiio:

Lium s 3acsiguyto, WO BULEBKa3aHa iHbopmaLlin € pocrosipHoto | Tourol. Lo cepilo npoaykuii 6yno BupobreHo (BKtOUaoUu
yRaKoBKy/MapKyBaHHs) Ta NpoBefieHni KOHTPONb 1i AKOCTI Ha HWKUEeBKa3aHill AinbHULI B NOBHINR BignosigHocTi go sumor GMP,
BCTAHOBMIEHNX MICLIEBUM PErynATOPHUM OpraHoM, a TakoX y BifnosiaHOCTI i3 cneundikauiamu, AKi 3HAXOAATLCA Y peecTpaLinHomy
Aocbe/Toprosoi Ailensii. MpoTokony BUPO6HNUTBA, NaKyBaHHA Ta aHanizis 6ynu nepesipeHi Ta BcraHoBneHa signosigricte GMP.
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DNo3sBoneHo fo peanisauii / fo BigBaHTaXKEHHA

YnoeHoBaxeHa ocoba - HauanbHuk sigainy BCraBl NanTtyx 10.M. 27.05.2025

Bupo6Huya RinbHALA:
YKPAIHA, 04080 m. Kuis-80, syn. Knpuniscbka, 74; MiueHsis Ha BnpobHuyTeo AE N 637430 sig 07.04.2015;

Ceptudikat GMP Ne126/2024/GMP sin 29.11.2024; GMP_UZz-08:2023 sig 30.11.2023; 530-10/24-06/02 sig 02.09.2024;
GMP/EAEU/KZ/81-01-24 sig 15.12.2023

KoHTponb AKOCTI Ta BuAaua 03BOAY Ha peanisayito:
YKPAIHA, 04080 m. Kuis-80, yn. Kupuniscbka, 74; Caigoutso npo arectauyito Ne 390 sip 22.01.2019
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