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Ceprudikar akocri N¢ 040000114288

Kopcap® AM, TabneTku, BKpuUTi nniskoBolo 060n0HKoK, 5 Mr/80 mr, no 1 0 Tabnetoxky
Gnicrepi, no 3 6nicrepn y nauui
TrabnieTka mictuTe amnognniny becunaty {y nepepaxyeanHi Ha 100% 6esBoguy peuosihy) — 6,94 MF; O

EKBIBANEHTHO aMnoguniny ~ 5 mr: BancapraHy (y nepepaxysaHHi Ha 100% 6e3BogHy peyoBUHY) — 80 mr

Homep cepii- 10324 Kpaita orpumysau: YKpaiHa
KinbKicTb mpogykuir: 4,467 Tuc.ynak; N2 Peecrp. nocaiguenHs: UA/16392/01/01
flata BupobHuLTBa; 03.2024 TepMiH aii peecTp. nocaiguerHn:  HeoBMeXeHM I

AHanis BUKoHaHUHA o ~ MKA'A13 fo PITNeUA/16392/01/01, sminm sig 30.10.2023 p.

HameHyBaHHA nokazHukie Bumory AHA{cneyndikacii) PesynuTaru sunpoéysanb

Onuc. TabneTkn Kpyrnoi bopmu 3 ABOOCMYKN00

NOBEPXHE, BKPUTI NNIBKOBOIO 0b0oNOHKO,

KOBTO-KOPUUHEBOrO KONbOPY Bignosigae
lnenTudikais
aMnoaunNiH Ha xpomarorpami unpo6osysarnore pozuuny (b),
OTpuMaHiv B po3gini "Kinokicke BU3HaueHHs",
Hac yTpumMyBaHHA Nika amnofiuniHy mae cnisnanatu
3 Hacom yTpuMyBaHHA Nika aMNoAunivy Ha
Xpomatorpami posunHy nopisHAHKA (b) 3 TouHicTio
+2% Bignosigae
BafcapTaH Ha XpomaTtorpami Brhn pOOOBYBAHOMO POUNHY (b)
OTPUMaHI B po3aini "Kinbkicue BU3HaUeHHR",
HaC YTPYiMYBaHHA Nika BancapTaHy mae crisraaaTi
3 HaCcoM YTPNMYBAHHSA Nika BancapraHy Ha
XpOMarorpami posunHy nopisHAHHA - (b) 3 ToYRIcTIo
+2 % Y Bianosigae
Cepenin maca Bin 0,167 r no 0,183 r (0.1 74 0175+
Cynpoeigsi gomiuku .
aMnoAuniHy gomiwka D He 6inbwie 0,5 % 0,0 % (<MKB)
BancapTaHy Jomiwka B He @inbwe 0,2 % 0,0 % (<MKB)
Syab-akoi gomitwku He 6inbwe 0,2 % 0,0% (<MKB)
‘CyMa AoMiloK He 6inbue 2,0 % 0,0 % (<MKB)
Po3uynHeHH:A
amMnIoAnNIH He meHwe 75 % (Q) 33 30 xa- 93 %
BancapTaH He meHwe 75 % (Q) 3330 xa 114 %
OpHOPIARICTE HO30BAHIK Ma¢ BUTpUMyBaT! BUMOIHM
ORVHNLb Bignosigae
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Cepmudbikam nidnucaro enexkmporuum nidnucom




R |

Ten. {(044) 496-87-87, Ten fdaxc (044) 239-1 9-38, Ten fpaxc (044)49689-42, Ten. (044) 485-26-57 {uinopobosa)

Mixpo6ionoriyna yncrora

3aranbHe YKcNo aepoBHUX Kputepiit npuitiatrocti 1000 KYO/r

MiKpoopraHismis (TAMC) 0 (menure 100)

3aranbHe Yo APKIKOBUX Ta Kputepin npuinatHocti 100 KYO/T

nnicHasux rpubis (TYMC) 0 (meHwe 50)
Escherichia coli Bigeythicis 8 1 ¢ BiacyTHi

KinbkicHe BU3HaMeHNS

aMnoanniH Bin 4,75 mr no 5,25 mr e oanin Tabretii 5,01 mr/tab
‘BancapraH Bin 76,0 mr'go 84,0 mr B oguiin Tabnery 78,6 mriTab
Yriakoeka Maé gigrosigaty BuMoram Bignoeinae
‘Mapkysarus __ -Mae BignoBigaTi sumoram - Bignosipnae
Tepmin npunar-uﬁ;c.ri:” T | 2 poKun T “ .,I.I-,OI .03.2026
YmoBu s6epiraHua: 36epiraty B OpUFIHANEHIN YNaKoBLi.Apy TemMnepaTypi He Bulle 25 °C
KameHTapi:

‘3ansa npo CEpTHd)il{al.{.il-D:

Lium A 3acsiguyio, wo euweskasaxa iHbopMauUis € JOCTORIPHOW | TOYHOIW. Lo cepilo npoaykuii 6yno BUpobnieHo (Bknovawuy
YNaKOBKY/MapkyBaHHA) Ta NpoBeaeHuii KOHTPONb. Il AKOCTi Ha HUXXYEeBKa3aHij ANbHUUI B NOBHIN BignosiagHoCT] Ao sumor GMP,
BCTAHOBAEHNX MicLIeBIM PErYNATOPHUM OpPraHoMm, a Takox y BignoeigHocTi i3 cneungikauiamm, aki 3HaXOAATLCH Y PeeCTpauitHomy
AOCLE/TOProBol nillensii. Mpotokonu BUPOOHWLTBA, NakyBaHAA Ta aHanizie Oynu neperiperi Ta BCTaHoBNeHa BignosigRicte GMP.,

AozsoneHo no peanizawii / A0 BinBAHTAXeHH:

YnosHoBaXeHa ocoba — MNposigHmii iHXeHep BCtaBIl KpaBueHko C.M. 15.04.2024.

'BupoGHnua ginbauga:
YKPAIHA, 04080 m. Kuis-80, syn. Knpuniscoka, 74; RiueHsia Ha BupobruyTERe AE Ne 637430 Bin 07.04.2015;
Ceptundikat GMP Ne045/2022/GMP Bif 25:08.2022; GMP_UZ-08:2023 Bin 30.11.2023; UP/1-530-10/21-03/1 3 Big
28:10.2021; GMP/EAEU/KZ/81-01-24 Big 15.12:2023

Koutpons akocri a Bujava [O3BONY Ha peanizayii:
YKPAIHA, 04080 m. Knia-80, syn. Rupunieceka, 74; CBigoutseo npo-atectauin No 390 Bif 22.01.2019




