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CepTudikar akocri N2 040000107216

Caprin®, posuuH opanbHuit 200 mr/mn, no 200 mn y ¢nakoHi, no 1 dpnakoHy y nauui

1Mn po3uuRy MicTUTbL ApFiHiRY acnapTat (L-apriHiHy acnaprar) - 200mr

Homep cepil: 20423 Kpaina oTpumysau: YkpaiHa
Kinbkictb npogyKuii: 13.158 Tuc.ynak. N2 Peectp. focsigueHHs; UA/16480/02/01
Data supobHuuTea; 04.2023 TepmiH gii peectp. noceiguenns:  13.05.2025

Aanis BUKOHaHuiA no: MKA N3 po PN NeUA/16480/02/01 Big 13.05.2020 p., 3miHu Big 11.08.2021 p.

HaimeHyBaHHs NoKasHuKiB Bumoru AH[A(cneundikauyii) Pesynbrati BUnpobysaHb
Onuc PiauHa Bif *OBTYBaTOro 10 XOBTO-KOPUYHEROFO
Konbopy i3 3anaxom BUHOrpagy Bigpnosigae

InenTudikauin
Aprininy acnaprat B sunpobysaHHi "CynpogigHi gomilkn",
HiHrigpuH nosuTuBHI pedoBrHK" Ha XpomaTorpami

BUNpo6osyBaHOro po3urHy (b) MaloTb BUABAATUCA

|

|

|

|

|

|

|

; [Bi XxapakTepHi naAMK Ha PiBHI OCHOBHUX ANAM Ha
; XpomaTorpami po3unHy nopiBHAHHA (a),

i BiANOBIfAHI M 3a po3mipom Ta Konbopom. Bignogigae
I Ha xpomarorpami BUNpoGoByBaHOTO PO3YUHY,

l oTpuMaHin B po3gini "KinekicHe BuaHavyeHHA",

vac yTpumMyBaHHA OCHOBHOrO NiKy apriHiHy 3a
LOBXWHU XBUAI 195 HM Mae cniBnagaTty 3 4acom
YTPUMYBaHHA OCHOBHOTO NiKy apriHiHy Ha

XpomaTtorpami posunHy NopiBHAHHS 3a JOBXUHM

xeuni 195 um £2 % Bignosigae
MetunnaparigpokcubeHsoar, Ha xpomatorpami BUNpo6osyBaHOro posumnHy,
nponinnaparigpokcubeHsoart oTpumaHilt B posfini "KinbkicHe BusHaueHHa",

Yyac yTpuMyBaHHA OCHOBHUX MiKiB
MmeTunnaparigpokcmbeHzoaty Ta
nponinnaparifgpoxkcubeHsoaTy 3a AOBXKUHW XBUNI
254 HM MatoTh cniBnagaTv 3 Yacammn yTprUMYyBaHHA
ocHOBHMX NiKiB meTunnaparigpokcubeHsoaty Ta

nponinnapariapokcubeHsoary Ha Xpomarorpami

PO34UHY NOPIBHAHHA 33 JOBXWHY XBUni 254 HM * 2% Bignosigae
M'ycTuHa Big 1,08 r/cm3 po 1,14 r/cm3 1,11 r/lcm3
pH Bin 5,0 p0 7,0 6,3
06'em, WO BUTATAETbCA He meHwe 200 mn Bignosinae

Cynpogiani gomiwkn. HiHrigpyi nosnTUBHI peyosinHn

KoxkHa okpeMa gomiluka He 6inbwe 0,2 % Bignosigae
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Cyma JomilLoK He 6inbwe 0,5% - Bignosinae

Mikpo6ionoriyxa yucrora

3arasibHe Yucno aepobHUX Kputepiit nputinatHocti 100 KYO/mn

mikpoopraHiamis (TAMC) 0 (MeHwe 10)

3aranbHe Yucno ApiKIXoBUX i Kputepiit npuiHaTHocTi 10 KYO/mn

nnicHasux rpubis (TYMC) 0 (MeHwe 10)
Escherichia coli BigcyTHictb B 1 Mn BigcyTHi

KinbKicHe BU3HaueHHA

ApritiHy acnaprat Big 190 mr o 210 Mre 1 mn 207 mr/mn

meTunnaparigpokcubersoar Big 0,72 mr go 0,88 mr 8 1 mn 0,80 mr/mn

nponinnaparigpoxcubersoar Big 0,18 mr no 0,22 mre 1 mn 0,20 mr/mn
Ynakoska Mae BignosigaTtv BUMoram Bignosigae
MapkyBaHHs Mae signosigaT BuMoram Bianosinae
TepmiH npuaatHocTi: 2 poku Do 04.2025

Ymosu 36epiranna:  He notpebye cneujanbHux ymos 36epiraHHs. TepMin NpUAATHOCTI Npenapaty NicnA NepLoro posKpuTTA -
14 puis.

KomeHTapi:

3anasa npo cepTudikauiio:

Lum s saceiguyio, Wo BuilleBKasaHa iHPopMaLin € pocToBipHoio | TouHoto. Lo cepito npopykuil 6yno BupobneHo (BKniouatoun
ynakoBKy/MapKyBaHHA) Ta NpoBefeHN KOHTPOb il AKOCTI Ha HIKUEBKa3aHill ginbHuui B nosHil signosigHocti o Bumor GMP,
BCTAHOBNEHUX MICLIEBUM PEFYAATOPHUM OPraHoM, a TakoX Y BiANOBigHOCTI i3 cneundikauiamm, AKi 3HaXOAATLCA Y peecTpalinHomy
[oCbelToprosoi nitlensii. MpoTokonu BUpoBHULITBA, NaKyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BCTaHOBNEHA Bignosigricte GMP.

[llozeoneHo ao peanisauii / no BigBaHTaXKeHHA
YnosHosaxeHa ocoba — MpoeigHuii inxeHep BCraBll ApemeHko B.B.

25.04.2023

PAREA KO
Zelel]
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Bupo6Huua ginbHunus:
YKPAIHA, 04080 M. Kuig-80, Bys. Kupuniscoka, 74; fliuensis Ha Bupo6ruuTeo AE Ne 637430 sig 07.04.2015;

Ceptudikat GMP Ne 035/2022/GMP sin 03.08.2022;

KoHTponb sKocTi Ta Buaaya J03BONY Ha peanisalito:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; CeigoLTeo npo atectauito Ne 390 sig 22.01.2019
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