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CepridikaT skocti Ne

Hazga nikapesKoro 3acoby
JIikapcbKa popMa, 103YBAHH

PeecTpaniiine nocBigyeHns

JlineHsisn

Micie TpoBAIKEHH#A ANILHOCTI

Ceprudikar GMP
Homep cepii

Po3mip cepit

JlaTa BUpOOHULTEA

AHai3 DpoBeaeHo 3rifiHo 3
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= Chem

2046 Bin 15.02.2022 poky

TIHKT'OBA
Kancyau no 120 mr

UA/15691/01/03 3i
IMIHAMH

TEPMIH. AT 6e3CTPOKOBO

BupoSHRUTBO JiKapchKHX 32c00iB cepist AE 295499 gix 20.02.15
p-, 65080, Oxecsbka obnacrth, M. Opeca, JIoctaopdcbka qopora,
0yn.86

65025, M. Oaeca, 21-if kM CTapokHiBesKOT 1oporn, 40-A

051/2019/GMP aie jio 07.06.2022 p.
20460222
2010 nakos No20
09.02.22  p.
MK xo p/a Ne UA/15691/01/03

HaﬁMBH}’BHI:IHH Buntorsn MKSI PesyabTaTH
NOKA3IHHKIB BHITPOOOBYBAHb
1 2 3
Onuc Henpo3opi TBepAi )KeJAaTHHOBI KaIICyJH, KOpOycC - Henposopi TBepai
6i/10T0 KOJILOPY, KPUIIKA — 3eJIeHOT'0 KOJILOpy. BMicT ’KeJJATUHOBI KancyJiy,
KaIlCyJl — NOPOLIOK XKOBTO-KOPUYHEBOTO KOABOPY. KOPIyC - 6IJI0T0 KOJILOPY,
KPHLIKA — 3eJIeHOT0
KOJIbOPY. BMICT Karcyna -
MOPOINCK
YKOBTO-KOPUUHEBOTO
) _ | o N ____|xoJsbopy
[nenTHdiKamia A. BUKOPHCTOBYIOTh XpOMaTOI'PAMY, OieprKaHi npu Bianosigac

BunpobyBaHHi «KinokicHe BH3HaveHHA — PaBoHOI N »:
Ha XpOMaTOrpaMi BUNPOGOBYBAHOTO PO3YHHY IIOBHUHHI
BUABNATUCA NIKU: KBEpLETHHY 3 YaCOM YTPUMYBaHH1],
KU BIATNIOBiAa€ Yacy yTpUMYBaHHA IiKa KBepLeTUHY
Ha XpoMaTorpami po34YrHYy NOpPIBHAHHA; NIKHU 3

Bi/[THOCHO mika KBeplUeTHHY, bim3bko 1,4 Ta 1,5
(BianoBiAHO KeMnpepos Ta i30paMHETHH).

BIJHOCHUMH YacaMH YTPHMYBAaHHA, AKI po3paxoBaHi &




[menTUdiKallif B. BAKOpHCTOBYIOTh XpOMaTOrpaMH, 0/iep»KaHi npu Binnoginac
BUIIPOOYBaHHI «KinbKICHE BU3HAYeHHA — TeprieHoBI
JIAKTOHH»: BUKOPUCTOBYIOTE XpOMATOIPAMY, IO
cynipoBokye @C3/PC3 TIHKIO CYyX0ro eKCTpaKTy AAas
ireHTH@IiKalil NiKiB, Ta XpOMATOIrpaMy PO34YHHY
nopiBusHHsA (D) aas izenTrdikamii mikis, 1110
BiAnOBiZaOTL 6i106aiay Ta rinkroaigam A, B ra C.

CepeaHs Maca BMICTY Bin 416,25 mr n1o 483,75 mr 449,64 mr
KamncyJsau X o

OAHOPIAHICTE MacHu He 6inblie ABOX IHAMBIZIVaAbHUX MAC BiAXUISKTLCA Bijg | 2,1 %
BMICTY KarcyJu cepeHbLOI Macu Ha BeJIMYHUHY, AKa nepeBuulye + 10 %.

IIpy uboMy KOAHA iHAUBIAyaJbHAa Maca HE Mae

BiIXUNATHCA BiJf cepe AHbOI-MacH OL/bll Hixk Ha + 20%.
Po3naganHsa 3a.30 XB BCI.IIICTb BHIIPOBOBYBaHWUX KarCyJ/l MOBHHHI 05xB 20 cC
pO3HacTUCS

KinbkicHe BU3HadYeHHA |BwmicT puiaBoHOIAIB Mae 6yTy Bij 23,8 mr go 35,6 mr,y  |30,5 Mr
TepepaxydKy Ha ¢aaBoHOBI riikosuau (Mr 756,7), y
epepaxyHKy Ha cepeiHK Macy BMICTY KancyJiu

BmicT binobaniay Big 2,81 Mr go 4,22 mr, y 3,24 Mr
[IepepaxyHKy Ha CepeHI0 Macy BMICTY KalCyau.

BMmicT riukroaifis Big 3,02 mr go 4,49 mr, y 3,60 Mr
fepepaxyHKy Ha CePeJHID Macy BMICTY KallCy/IH,

MikpobiosoridHa 3JarasibHe 4YUCa0 aepobHUX MiKkpoopraHisMmis (TAMC):
qucToTa * He 6inbme 10* KYO/r.

3arajJbHe 4HCJIO APIKIKOBUX Ta ILJ1ICEHEBUX r‘p.uﬁiB
(TYMC): me 6inbue 10 KYO/r.

TosiepaHTHI 40 K0BYi rpaMHeraTHBHI 6aKTepii: He
Giabmre 102 KYO/r.

BizcyTHicTb Escherichia coli B 1 r gieTuyanol ao6aBku.

Bigcyraicte Salmonella B 25 r gieTuuyroi gobaBku.

{¥YnakoBKa [lo 10 kanicya y 6s1ictepi. Ho 2 6aicTepd B mavtii. Bianosigae
MapkyBaHHA 3riIHO 3 TEKCTOM MAapKyBaHHSA A0 p/I1.31 3MiHaMH Bigmosigae
TepMmiH npHaAaTHOCTI 3 POKH Jo 03.2025 p.

*- KOHTpOAb AAHOIO TECTY NMPOBOIATE ISt KOXKHOI M ATOT cepli rOTOBOrO npenapary y 3B’ 543Ky 3 BIANOBIAHICTIO BUpoOHULTBA [ J]3
euMoram HBIT (GMP).

BuchoBoK: THKI'OBA, kancyau o 120 mr Ne20 (10%2) y 6aicTepax y naywi cepii 20460222
BIIIOBIAAE BUMOram MK# no p/n Ne UA/15691/01/03

3anBa npo ceprudikamio: LM 3 3aCBIANYIO, [LO HABCICHA BHLIE IHPOPMALIA € JOCTOBIPHOIO T4 TOYHOKO.

o cepito mpoaykuii 6yno BiupobneHo (BKIOYAlOUl TIAaKYBAaHHS | MapKyBaHHS) T4 IPOBEICHO KOHTPO.Ib I AKOCTI HA
BUIIle3a3HaYeHIH AiNbHULI. Y MOBHIA. BigmoBigHocTi 3 BuMoraMu GMP, BCTAHOBNEHHMH pPeryIsTOPHHM OpPraHoM
VYkpalHu, a TakoK BIAMOBIJHO A0 cneudpixaulil, 10 MICTATHCH ¥ peecTpayliinomy aocke. Ilporoxonu BupoOHMUTEAE,
TIaKyBaHHs Ta aHadi3iB Oya0 nepersisiHyTo Ta BCTaHOB.ICHO BIANOBIAHICTE GMP.
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