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Ceprndikar axocri N2 040000114990

Becrinopm®, Tabnetkn no 16 mr, no 10 rabnerok y 6nicrepi, no 6 6nicrepis y nauui
1TABNETKA MICTUTb: BETAMNCTWHY AWMAPOXNCPUAY 16 MI Y MEPEPAXYBAHHI HA 100% CYXY PEYOBUHY

Homep cepii: 60424 KpaiHa oTpumyBay: YkpaiHa
KinbkicTe npogykuii- 23.727 Tnc.ynak. Ne PeecTp. NocBigueHna: UA/B356/01/02
Hata enpotHnuTBa: 04.2024 TepMiH aii peecTp. noceigueHHn:  HeofMexeHni

AHanis BUKOHaHu# no: MKA J13 no P N2 UA/6356/01/02, 3minu Big 25.08.2023 p.

HaiimeHyBaHHA NOKA3HUKIB Bumoru AHJ{cneumndixanyii) PesynbTaTv BUnpobyBaHb

Onnc TaGneTkn Kpyrnoi $opmMn 3 NNOCKOIO MOBEPXHEIO 3
puckowe Ta gackoio, 6inoro abo maibxe dinoro

Konsopy. Ha nosepxHi TabneTok gonycKaeTbcA

MapMmypoBIcTb Bignoeigae
laeHTUdiKaLin
feTaricTMHy avrigpoxnopmg Ha xpomaTorpami BUNpoBoByBaHOrO poO3UnHY,
OTpuMaHiin ¥ po3gini "KinbkicHe BU3HaueHHA",
4ac YTPUMYBaHHA Nika GeTaricTuHy
purigpoxnopugy Mac cnisnagarti 3 Yacom
YTPUMYBaHHA nika GeTtaricTMHY gurigpoxnopuay Ha
Xpomarorpami po3uuHy NopieHAHHA (b} 3 TouHICTIO
2% Bignoeigae
CepepHa maca Big 0,238 r po 0,263 r (0,250 r + 5 %) 0,250r
CynposigHi gomilxm
Jomilka A He 6inbwe 0,1 % 0,0 % (<MKB)
Jomilka B He 6inbwe 0,2 % 0,0 % (<MKB)
Aomiwka C He 6inbwe 2,0 % 0,0 % (<MKB)
6ynb-Aka Hegigoma gomilka He 6inbwe 0,2 % 0,0 % (<MKB)
CYyMa [OMILIOK He 6inbwe 2,0 % 0,0 % (<MKB)
OpHopigHicTh BO30BaHNX Mae BUTpUMYBaTH BUMOTU
OfIUHNLIL ' JOKY MEHTIB \%\ Binnosigae
PO34YMHEHHA He meHwe 80 % (Q) 2a 30 xB " : 97 %
Mikpo6ionoriuna uncrora
3aranbHe yucno aepoBHUX Kputepiil npuidHaTHOCTI 1000
mikpoopraHismie (TAMC) * *
3aranbHe YUCNO ApiKAXKOBUX Ta Kputepiil npuidHaTHOCTI 100 KYO/T
nnicHABKx rpubie (TYMC) * E
Escherichia coli * BigcyTHictb B 1T *

KinbKicHe BU3HaYeHHA
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feTaricTMHy avrigpoxnopmg Big 15,4 mr po 16,6 mMr y nepepaxyBaHHi Ha
cepefHio Macy ofiHiei Tabnetkn (Ha momeHT

BUNycKy). Big 15,2 mr go 16,8 mry

nepepaxyBaHHi Ha cepefHIo Macy ofHiel TabneTku 15,7 mriTab
¥Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTtu Bumoram Bignoeigae
Tepmin npuaaTHoCTI: 3 poru Do 04.2027

¥mosu sbepiranna. 36epiratu B 3axMWeHoOMY Big cBiTAa micli Npyu TeMnepaTypi He Buwe 25 °C.
KomexTapi:

*Ha nigcraei nepioguuHoro KoHTponio. Mpote My NigTEepmKYEMO BigNoBigHICTL AaHol cepii Bumoram HI
3ansa npo cepridikayin:

Lum A 2aceiguyio, WO BUleBKa3aHa iHdopMaLlia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAIOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI HA HWKYeBKa3aHiil ainbHUUI B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlitHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BcTaHoBNEHa BignosigHicts GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaKeHHA

YnoeHoeaxeHa ocoba — posigHuiA iHxeHep BCraBll Kpaeuenko C.M. 10.05.2024

Bupobnnua finoHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo AE N° 637430 Bip 07.04.2015;

Cepmudikat GMP Ne045/2022/GMP Big 25.08.2022; GMP_UZ-08:2023 sig 30.11.2023; UP/1-530-10/21-03/13 Big
28.10.2021; GMP/EAEU/KZ/81-01-24 Bin 15.12.2023

KoHTponb AKOCTi T2 BMAAYa [03BOAY Ha peanizauin:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Ceigo 0 i Ne 390 eig 22.01.2019

\

TOKY MEHTIB )’
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Ceptudikar akocri N2 040000119833

BectiHopm®, Tabnetku no 16 mr, no 10 Tabnetok y Gnicrepi, no 6 6nicrepis y nayyi
TTAB/IETKA MICTUTL: BETATICTUHY JIMMAPOXIOPVAY 16 MI'Y MEPEPAXYBAHHI HA 100% CYXY PEHOBMHY

Homep cepii: 10125 Kpaika oTpumysay: Yrpaida
Kinekicte npogyxuir: 23.612 Tuc.ynak. N Peectp. noceiguenuHs: UA/6356/01/02
fata BupobHuyTBa: 01.2025 TepmiH gli peecTp. noceinuerHn:  HecBMmexKeHMit

Awari3 BUKOHaHWE no: MKA 13 go PN Ne UA/6356/01/02, smiru sig 25.08.2023 p.

s

TR

HalimenyeaHHs nokasHukis

Bumorn AH[(cneumndikauir)

PeaynbTati BunpobyBane

Onuc

lnenTudikayin

berarterumy gurinpoxnopug

CepeaHs maca
Cynpogighi gomimxky
nomituka A
Aowmiwka B
fAomiwka C
Bynb-Aika Hesidoma gomilika
CymMa gomilok
OpHopigHicTh gozoBaHmx
OAVMHWLDL
Po3unHenHs
Mikpo6ionoriuHa yncrora
3aranbHe YrIo aepobHux
mikpoopraHismis (TAMC)
3aranbHe QMO0 APKANKOBUX Ta
nnicHAgmx rputia (TYMG)
Escherichia coli

KinbKicHe BuzHauenns

TabneTku kpyrnoi dopmun 3 NNockow noBepxHelo 3
PUCKoo Ta dackolo, Binoro abo maitke Ginoro
Konbopy. Ha nosepxHi TabneTok gonyckaersca

MapMypoBICTh

Ha xpomarorpami sunpo6osysasoro PO3UMHY,
OTpumaHii y posgini "Kinbkictie BuzHaueHHs",

Hac YTpUMyBaHHA Nika Getaricrnny
Avrigpoxnopuay mae cnismagaTt 3 yacom
YTpUMYBAHHA Mika BeTaricTuHy Avrigpoxnopugy Ha
Xpomatorpanmi posuuHy nopisHAHHA (b) 3 TounicTio
2%

Bin 0,238 r no 0,263 r (0,250 r + 5 %)

He 6inewe 0,1 %
He 6inbwe 0,2 %
He Ginbwe 2,0 %
He Ginbwe 0,2 %
He 6Ginbute 2,0 %

Mae BuTpumysaTu sumorn

He meHwe 80 % {(Q) 3a 30 xs
Kputepli npuithathocri 1000 @O/r
Kpurepii npuitnatHocti 100 KYO/r

BigcymHicte 8 11

Bianoeigae

Binnosinae
0,249 r

0,0 % (<MKB)
0,0 % (<MKB})
0,0 % (<MKB)
0,0 % (<MKB)
0,0 % (<MKB)

Binpnoeigae

93 %

0 (Menwe 10)

0 (Merwe 10)
BincyTHi

Cepmucbikam nidnucaHo enexmporHuM nidnucom

iD 040000119833 Crop, 1
5 xcup %
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GeTarictury gurigpoxnopug Bin 15,4 mr go 16,6 mr y nepepaxyranHi Ha
cepefHIo macy ogHiei TabneTkn (Ha momenT

sunycky). Big 15,2 mr go 16,8 mry

MepepaxysaHHi Ha cepefHio Macy ofdicl TabreTku 16,2 mr/Tab
Ynakoska Mae Bignosigati Bumoram Bignoegigae
MapkysaHta Mae signosigarti sumoram Bignosipae
Tepmil npupaTHOCTI: 3 pokn ) Ao 01.2028
Ymosu z6epiratHa:  36epiratu e JaxnweHomy sif CeiTna Micui npu Temnepatypi He Buwe 25 °C.

KomeHTapi:

3asea npo ceprudixaliio:

Uvm a saceiguyio, wo svyeskasana iHdopMaLia € focTosipHow i TouHo., Lo cepito npopyxuii 6yno eupobneno (BKMOUaICYK
YNaKoBKY/MapKyBaHHs) Ta NPOBEeHu KOHTPONb il AKACTI Ha HuKYeBKasaHih RinbHULI B NoBHIR signosigHocti go sumor GMP,
BCTaHOBN@HUX MICLEBMM PEryTATOPHMM OPraHOM, a TAKoX Y BiANOBIAHOCTI i3 cReyudiKauiami, AKki 3HaxoasTHCA ¥ peecTpauinHomy
RocbelToprosoi niuensit, NMpotokonu BUPOGHULITBA, NaKyaaHHA Ta aHanisis Gynu nepeeipeHi Ta BcTaHogReHa BinnosipHicTe GMP.

Bozsonexo go peanizayii/ H0 BifjBaHTaMeHHA

¥noeHosaxeHa ocoba - HauansHuk Binainy BCraBr Nanryx HO.M., 19.02.2025

Bupeo6ruua ginbhuua;

YKPAIHA, 04080 m. Kuie-80, syn. Kupuniscexa, 74: Miyensia va BUpoBHMUTRO AE N2 637430 Big 07.04.2015;

Cepndikat GMP Ne126/2024/GMP sig 29.11.2024; GMP_UZ-08:2023 sig 30.11.2023; 530-10/24-06/02 8in 02.09.2024;
GMP/EAEU/KZ/81-01-24 ig 15.12.2023

KoHTpone sikocrl Ta eupaya A03BONY Ha peanizanii:
YKPATHA, 04080 m. Kuia-80, yn. Kupuniaceka, 74; Ceigoyreo npo arecrayiio Ne 390 sig 22.01.2019
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