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Ceptudikar akocri N2 040000118638

Nipa®, po3uuH gnsa in'exkuiit, 1000 mr/4 mn no 4 mn B amnyni, no 10 amnyn y nauyi
1AMMY/IA (4M0N) MICTUTb: 1000MI" LIUTOKOAIHY HATPIIO B MEPEPAXYBAHHI HA 100% PEYOBUHY

Homep cepif: 171024 KpaiHa oTpumyBau; Ykpaina
KinbkicTb npoayKuii: 109.980 Tuc.amn. N2 Peectp. nocsigyenHs: UA/13370/01/02
[ata supo6ruuTea: 10.2024 TepmiH [ii peecTp. nocsigueHHn:  HeobmexeHui

AHanis BuKoHanui no: MK#A 113 go PN Ne UA/13370/01/02, aminn sig 16.01.2021 p.

HaitmeHyBaHHA noKasHuKis Bumoru AHA(cneundikauii) Pe3ynbTtaTn BunpobyBaHb

Onuc lpo3opa 6e3bapsHa abo 3nerka »oBTyBaTa pigunHa Bignoeigae
InenTudikauin
UUTUKONIH HaTpito Ha xpomaTtorpami BUNpo6oByBaHOIro PO3UnHy,
oAepaHilt B posfini "KinbkicHe BuaHaueHHs",
Yac yTpuUMyBaHHA OCHOBHOIO MKy LUTUKONIHY
HaTpilo Mae cniBnagaTy 3 Yacom yTPUMYBaHHA

OCHOBHOTO MiKy UUTUKOMIHY HaTpito Ha

XpomaTorpami po3unHy nopiBHAHHA 3 TOYHicTo + 2% Bignosigae
MNpo3opicTb Mae 6yTu nposopum Bignosipae
KonboposicTb 3abapsieHHA PO3UMHY Ma€ BYTU He IHTEHCUBHILIUM
3a eTanoH Y4 Bianosigae
pH Big 6,5 no 7,1 6,9
CynposigHi gomiwKu
5-uyuTuaunosa Kucnorta He 6inbwe 0,3 % 0,0 %

[oMillKa E

oKpeMa HeifeHTudiKoBaHa

He 6inbwe 1,0 %
He 6inbwe 0,2 %

0,0 % (<MKB)

AoMilKa 0,0 % (<MKB)
3aranbHa cyma AOMILOoK He 6inbwe 1,5 % 0,0%

06’ em, Lo BUTATAETbCA He meHwe 4 mn Bignoeigae

MexaHiuHi BKNoHeHHsA: BUanmi MoBuHHI 6yTY BigCYTHI

YacTKu Bignosigae

MexaHiuHi BKNIOUEHHA: HEBUAVIMI YaCTKKN

Yactok 3 posmipom 10 MKM i He 6inbwe 6000/amnyny

6inblue 166

HacToK 3 po3mipoM 25 MKM i He 6inbiwe 600/amnyny

6inblue 5
CrepunbHicTb MpenapaT mae 6yTV CTEPUALHUM Bianosipae
BakTepianbHi eHAOTOKCUHN MpaHUuHa KoHUeHTpalis mae 6yTu He 6inblwe 87,5

MO g 1 mn Bigrnosigae
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KinbKicHe BU3HaueHHA

LMTUKONIH HaTpito Big 237,5 mr/mn go 262,5 mr/mn (95 % - 105 %
Bif HOMIHaNbHOMO BMICTY, 3a3Ha4eHoro Ha
eTuKeTw) 252,5 mr/mn
YnakoBKa Mae signoBigaTu BUMOram Binnosifae
MapkyBaHHA Mae signosigaTtu Bumoram Binnosinae
Tepmin npupaTHOCTI: 2 poKu o 10.2026

Ymonu 36epiranHa:  36epiratu npu Temnepatypi He Buute 30 °C

KomeHTapi:

3asBa npo ceptudikauito:

Lium A 3acBipuylo, w0 BULLEeBKasaHa iHbopmaLisa € AOCTOBIPHOI i TOUHOM. Lo cepito npopykuii 6yno Bupobnero (BKNoUaouu
ynaKOBKylmapKyBaHHﬂ) Ta nposefeHUit KOHTPOnb i AKOCTI Ha HUKUEeBKasaHil AinbHULI B MOBHINA BignoBigHOCTI 40 BUMOT GMP,
BCTaHOBMEHUX MICLIEBUM PEryfIATOPHUM OPraHoM, a Takox y BignosigHoCcTi i3 cneundikauisamm, Aki 3HaX04ATHCA Y peecTtpauinHomy
[0Ccbe/ToproBol nieHsii. MpoTokonu BUpobHMLTBA, NakyBaHHA Ta aHanizis 6ynu nepesipeHi Ta BCTaHOBNEHA signosiaxicts GMP.

Loasonexo Ao peanizauii / fo BifBaHTaXeHHA

YroBHOBaxeHa ocoba — MNpoBigHui iHxeHep BCraBIl Angpycuk-Uykina M.M. 22.11.2024

Bupo6Huua RinbHALA:
YKPAIHA, 04080 m. Kuie-80, Byn. Knpnniscbka, 74 Niyewsia Ha BupobHuuTBOo AE N¢ 637430 Big 07.04.2015;

Ceptudixatr GMP Ne084/2023/GMP sin 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 sin 15.12.2023; 530-10/24-06/02 Bip
02.09.2024, GMP_UZ - 08:2023 sig 30.11.2023

KoHTponb AKOCTi Ta BUAAYa RO3BONY Ha peanizauito:
YVKPAIHA, 04080 m. Kuig-80, Bys. Kupuniscbka, 74; CBigouTBo Npo arecrauito Ne 390 gin 22.01.2019
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