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Ceptudikar akocri N2 040000117534

Nincrep®, Tabnerkn no 400 mr, no 10 Tabnetok y 6nicrepi, no 2 6nicrepn y nauui
1TABMETKA MICTUTb ALIMKNOBIPY Y MEPEPAXYHKY HA 100% BE3BOAHY PEYOBWHY 400 MI

Homep cepil: 70924
KinbkicTb npoaykuii:
[Nlata BUpo6HWUTBA: 09.2024

AHani3 BUKOHaHW# no: MKA 113 no PN NeUA/18320/01/02 Big 17.09.2020 p. 3minHu Big 21.06.2023 p.

9.074 Tuc.ynak.

KpaiHa oTpumyBau: YkpaiHa

UA/18320/01/02

N2 PeecTp. nocBig4eHHs:

TepMin pii peectp. noceiguennsa: 17.09.2025

HaimeHyBaHHA NOKa3HUKIB

Bumorn AH[(cneundikauii)

Pesynbrati Bunpo6yBsaHb

Onunc

lgenTndikayin

Auuknosip

Aumknosip

CepeaHa maca

CynpogigHi gomiwkn
Jomiwka B
byab-Aka iHWwa gomilka
Cyma gomilwok
Po3unHeHHA
OAHOPIAHICTb [O30BaHNX

OAVHWLb

Mikpo6ionoriyHa yncroTa

3aranbHe 4ucno aepobHUX

mikpoopraHiamie (TAMC)

3aranbHe YUCNo APIKIAKOBKUX Ta

nnicHaeux rpubis (TYMC)

TabneTtkv Kpyrnoi ¢opmn 3 ABOONYKNOK

noeepxHeto, binoro abo manxke 6inoro konsopy

YnbTpadioneToBnid cnekTp NOrMMHaHHA
eunpobosyBaHOro po3uunHy B obnacri Big 230 HM
Ao 350 HM NOBMHEH MaTW:

MaKCUMyM 33 JOBXKMHM xBuni (255+2) vm

nneve 3a AOBXUHU XBUNI 6N13bKO 274 HM

Ha xpomarorpami Bunpo6oByBaHOro po3yunHy,
ofepxaHiin npu sunpobysaHHi "KinbkicHe
BM3HaYeHHA", Yac yTPUMYBaHHA OCHOBHOrO Mika
auMKnNoBipy Mae cnisnagaTy 3 Yacom yTpUMyBaHHA
OCHOBHOIO NikKa aUWKNOBIPY Ha XxpomaTorpammi

PO34MHY NOPIBHAHHA (a) 3 TouHicTIO £ 2%

Bin 0,475rno 0,525 r
0,500r+5%

He 6inbwe 1,0 %
He 6inbwe 0,2 %
He 6inbwe 2,0 %
He meHwe 80% ( Q ) yepez 15 x8

Mae BuUTpUMYBaTH BUMOTU

Kputepin npuiHatHocti 1000 KYO/r

Kputepin npuinnatHocTi 100 KYO/r

Bianosigae

Binnosipae
256 Hm

Bignosigae

Bignosipae

0,498 r

Bignoeipae
0,2%

0,0 % (<MKB)
0.2%

96 %

Bignosigae

0 (meHwe 10)

0 (meHwe 10)
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Escherichia coli BigcytHicTo B 17 BigcyTHi
KinbKicHe BU3HaYeHHA Bip 380,0 mr go 420,0 mr, B nepepaxyBaHHi Ha

cepeaHio Macy oaHiei Tabnetkw ( gin 95 % po 105

% Bip 3aABNEHOI KiNbKOCTI) 400,5 mr/Tab
YnakoBka Mae signoeigati Bumoram Bignoginae
MapKyBaHHA Mae signosigatv Bumoram Bignoeipae
Tepmin npupaaTHocTi: 2 poKu o 09.2026
Ymosu 36epiranna: MpenapaT He noTpebye cnewianbHux yMOB 36epiraHHa

Komentapi:

3anBa npo ceptudikauiio:

Llum A 3acBiguyto, WO BULEBKa3aHa iHOpMaLA € [OCTOBIPHOK i TOYHOMW. Lilo cepito npoaykuii 6yno supobnero (BKntoYato4m
ynakoBKy/MapKyBaHHA) Ta NPOBEJEHMiA KOHTPONb il AKOCTI Ha HUKUEBKa3aHii AinbHULI B NoBHii sianosigHocTi Ao sumor GMP,
BCTAHOBNEHWX MiCLEeBUM perynaTopHUM OpraHoMm, a Takox y BignosigHocTi i3 cneundikauiamm, AKi 3HAXOAATECA Y peecTpauiinHomy
[0CLE/TOProBoi niuensii. MpoTokonu BUpoBHULTBEA, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHOBEHA BIAMNOBIAHICTL GMP.

[Llozeonexo po peanisauii / 4O BiABaHTaXKeHHA ~

YnoBsHoBaxeHa ocoba - HauanbHwik Bigainy BCraBI NanTtyx 10.M. 19.09.2024

Bupo6Hunya ginbHuuA:

YKPAIHA, 04080 m. Kuie-80, Byn. Kupuniscbka, 74; Niuensia Ha upobHuuteo AE Ne 637430 sip 07.04.2015;
Ceptudikat GMP Ne045/2022/GMP sia 25.08.2022; GMP_UZ-08:2023 Big 30.11.2023; UP/1-530-10/21-03/13 Bia
28.10.2021; GMP/EAEU/KZ/81-01-24 8ig 15.12.2023

KoHTponb AKOCTi Ta BuAaya A03BONY Ha peanisauiio:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Caigoutso npo atecrauio N¢ 390 sig 22.01.2019
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