OAPMAK

Ten. (044) 496-87-87, TenJpakc (044) 239-19-38, Ten./dakc (044)49689-42, Ten, (044) 485-26-57 (uinooboso

Ceprudikar akocri N2 040000119656

)

Liarnisna® MR, TabneTtkn 3 mogudikosaHum susinbHeHHAM, no 60 mr, no 10 TabnetoK y
6nicrepi, no 3 6nicrepu y nauyi
1TABNETKA MICTUTb [TIKMNA3UAY 60 MT
Homep cepii: 40125 KpaiHa oTpumysau: YkpaiHa

KinbkicTb npoayKuii: 19.251 Tuc.ynak. Ne PeecTp. nocBigyeHHs: UA/6986/01/02

[ata sBupobruuTsa: 01.2025 TepMmiH Al peecTp. NocBigueHHA:  HeoBMexeHu

AHani3 BUKOHaHui No:

MK N3 go P NeUA/6986/01/02, 3minu Bin 04.02,2022 p.

HalimeHyBaHHA NoKasHUKIB

Bumoru AHfl(cneuudikauii)

PesynbTaTu BUnpo6ysaHb

Onuc

IneHTudikayis

rniknasug

CepepnHa maca
OpHopifaHicTb fo30BaHKX
OAVHULb
CynposifHi gomiwkn

Jomiwku F

AOMILWKW 3 BIZHOCHUM 4acoMm
yTpumysarHa 0,3

6yAb-AKOT IHLIOT AOMILIKK

Cyma JOMIlLIOK

Po34niHeHHA

yepes 2 rog

yepes 4 rog

uepez 12 rog
Mikpo6ionoriiuHa uncroTa
3aranbHe 4ncno aepobHUX

mikpoopraHizmis (TAMC)

Tabnetku Kpyrnol Gopmu 3 NNOCKOK NOBEPXHEIO 3
puckoto i dackoto, binoro abo Ginoro 3i 3nerka
’KOBTYBATUM BIATIHKOM Konbopy. Ha nosepxHi

TabneToK [LONYCKAETHCA MapMypPOBICTb

Makcumym nornnHaHHA BUrNpoboByBaHOrc po3ymnHy,
npurotosaHoro B8 po3aini "KinbkicHe

BU3HaueHHA", MaE cniBnNagat¥t 3 MakCUmymom
NOFNNHaHHA PO3UNHY MNOPIBHAHHA 3 TOUHICTIO £2 %
Big 0,285 r 00 0,315 (0,300 r £ 5 %)

Mae sutpumyBaT BUMOrn

He 6inble 0,2 % (Ha momeHT Bunycky). He
Ginblwe 0,2 %

He 6inbwe 0,2 % (Ha MomeHT Bunycky). He
Ginbwe 0,75 %

He 6inbwe 0,2 % (Ha MomeHT Bunycky). He
Ginbue 0,2 %

He 6inbwe 0,4 % (Ha momeHT BUnycky). He

6inbute 1,0 %
Bin 13 % o 27 %
Big 32 % 5o 52 %

He meHwe 85 %

KpwuTepiit npuiHaTHocti 1000 KYO/r

Bignosigae

Bignosigae

0,302 r

Bianosigae

0,0 % (<MB)

0,0 % (<MB)

0,0 % (<MKB)

0,0 % (<MKB)

25%

41 %
93 %

0 (meHwe 10)

Cepmuchikam nidnucaHo enekmpoHHUM nidnucom

ID 040000119656

Crop.1 32
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Ten. (044) 496-87-87, Ten./paxc (044) 239-19-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57 (uinogoboro

3aranbHe YNCNOo APIKAKOBUX Ta Kputepiii npunHaTtHocti 100 KYO/r
nnicHasux rpubie (TYMC) 0 (meHwe 10)
Escherichia coli BigcyTHictb B 11 BincyTHi

KinbKicHe Bu3HaueHHA

rniknasug Big 57,0 mr no 63,0 mr y nepepaxysaHHi Ha
cepefiHio Macy oaHiel TabneTku 59,7 mritab
Ynakoska Mae Bignosinatu sumoram Binnogigae
MapKyBaHHs Mae BignosigaTtn sumoram Bignosinae
Tepmin npugarHocri: 2 poku Jo 01.2027

Ymosu 36epiranna:  36epiratv npu Temnepatypi He Buwe 25 °C,

Komenrapi:

3anea npo ceprudikauito:

Lum s 3acsiguyto, Wo sulleBKasaHa iHpopMalia € gocTtosipHow | TouHot. Lo cepito npogykuii 6yno supobneHo (sKntovatouu
YNaKoBKY/MapKyBaHHs) Ta NpoBeAeHni KOHTPONb ii AKOCTI Ha HUKYeBKasaHil AiNbHWULi B NOBHIW BignoeigHocTi o Bumor GMP,
BCTaHOBAEHUX MICLEBUM PEryNATOPHUM OpraHoM, a TakoX Y BIgMoBIgHOCTI i3 cneuundikaliammn, AKi 3HaXOAATLCA Y peecTpaLinHomy
Rocbe/Toprosoi niuewsii. MpoTokonu BUpPobHULTBA, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta sctaHoBReHa Bignosigricte GMP.

Ho3sBoneHo go peanizauii / go BigBaHTaXKeHHs

YnoBHoBaxeHa ocoba — lNposigHuii iHxeHep BCraBl flpemeHko B.B. 29.01.2025

Bupo6Huua ginbHUUA:

YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; NliueHsis Ha supobHuutso AE Ne 637430 sig 07.04.2015;
Ceptudikat GMP Ne126/2024/GMP sig 29.11.2024; GMP_UZ-08:2023 Big 30.11.2023; GMP/EAEU/KZ/81-01-24 8in
15.12.2023; 530-10/24-06/02 sig 02.09.2024

KoHTponb aKocTi Ta BUAaua fo3BONY Ha peanizauyito:
YKPATHA, 04080 m. Kuis-80, Byn. Kupuniscoka, 74; Ceinoutso npo atecrauito Ne 390 sin 22.01.2019

Cepmudpikam nidnucaro enekmpoHHUM nidnucom ID 040000119656 Crop.2 32
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Ceptudikar axkocri N2 040000121184

Ten. (044) 496-87-87, Tenfdake (044} 239-18-38. Tentbaxe {044)49589.42, Ten. (044) 485.26.57 {uinopo6oao)

Aiarnizug® MR, Tabnetkn 3 mogudikosannm BruBinbHeHHAM, no 60 mr, no 10 Tabnetok y

6nicrepi, no 3 6nicrepn y nauui
1TABNETKA MICTUTb TAIKITA3UEY 60 MI

Homep cepii: 60325 KpaiHa oTpumyBau: Yxpaina
KinbKicTb npogyxuii: 17.444 Tuc.ynak, N2 PeecTp. nocaigueHHs; UA/6986/01/02
[ata avpofHuurea; 03.2025 TepmiH B peecrp. nocBigueHHa;  HeobMemeHWH

AHani3 BUKOHaHWA Mo;

MKA N3 ao PIT NRUA/EG86/01/02, aminm sig 04.02,2022 p,

af

IR

HafimeHyBaHHR ROKazHUKIB

Bumorn AHI(cneyndikanit)

Pesynbrath Bunpobysaus

Onumc

lneHTndikania

raiknasug

CepegHa maca
OgHopIgHICTL A030BaHWK
OfMHNLb
CynposigHi gomiwkn

Homiwkn F

AOMILIKKW 3 BIAHOCHWM Yacom
yrpumyBadna 0,3

Bynb-AKCT IHUIOT A0MILIKIA

cyma fomiwox

PosuvHeHHA

uepes 2 rog

yepes 4 rog

yepez 12 rog
Mikpobionoriuua uncroTta
3aranbHe 4nCNo aepobHKUX

Mikpoopradismis {TAMC)

Tafnetkw Kpyrnol GopMi 3 NNOCKOK NOBEPXHED 3
puckoto 1 dackolo, 6inoro abo Ginoro 3i 3nerka
MOBTYBATUM BifTIHKOM Konbopy. Ha noeepxHi

TabreToK fOryCcKaeTbca MapMypoBIcTb

MaKcnmym nornKHaHHA BUNpo6oBYBaHOMG PO3UMHY,
npurotoBaHoro B poagini "KinokicHe

BM3Ha4eHHA", MAE CNIBNAAATH 3 MAKCUMYMOM
NOIMUHAHHA PO3UYNHY NOPIBHAKHHA 2 TOMHICTIO +2 %
Bin 0,285 r g0 0,315 1 (0,300 r £ 5 %)

Mae BUTpUMYBaTH BUMOTK

He 6Ginbwe 0,2 % {Ha momeHT Bunycky). He
Ginbwe 0,2 %

He Ginbwe 0,2 % (Ha momenT Bunycky). He
Ginewe 0,75 %

He 6inbwe 0,2 % (Ha momeHT Bunycky). He
Ginbwe 0,2 %

He 6inbwe 0,4 % (Ha momenT Bunycky). He

Ginbwe 1,0 %
Bin 13 % g0 27 %
Bin 32 % g0 52 %

He meHwe 85 %

Kputepii npuiHaTtHocTi 1000 KYO/T

Bigrosigae

Bignosigae
0,300 r

Bignoeigae

0,0 % (<MKB)

0,0 % (<MKB)

0,1 %

0.1%

25 %

44 %
96 %

0 {MeHwe 10)

Cepmudhikam nidnucaHo enexmpoRHUM Nidnucom

D 040000121184

[ox ot ALg
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Farmak
i DAPMAK
Ten. (044) 496-87-87, Tenhanc {044) 239-18-38, Tentdarc {044149669-42, Ten. (044) 485-26-57 (ulnoaoGoso}
3aranbHe YMCNo gpiKaPKOBIX Ta Kpwrepif npuiidarHacti 100 KYO/r
nnicHasmx rpyidie (TYMC) 0 (MeHwe 10)
Escherichia coli BipcytHicTb B 1 1 BigcyHi

KinekicHe Bl2HAaMeHHA

rniknazng Big 57,0 mr go 63,0 mr y nepepaxygaHmi Ha
cepefHIO Macy of{Hiel TabneTkn 57,5 mrfrab
YnaxkoBKa Mae signosigaTty sumoram Bignosigae
MapkygaHHA Mae BignoBigaTti BUMOram Binnosigae
Tepmin npugaThocTi: 2 poKu Jo 03,2027

Ymoen 36epiranna;  36epiraTi npu Temneparypi e snwe 25 °C,

KomenTapi:

3anBa npo ceptudikalyito:

Lum 5 zaceiguylo, wWo euleskasana indopmauia € focTosipHow i Tounotw. Lo cepito npogyxuil 6yno snpobnero (Brioyaoun
yNaKkoBKy/MapKyBaHHA} Ta NPOBEREHMIT KOHTROAD 1i AKOCTI Ha HIDKYEBKa3anilt AinbHULI B NOBKIN signosiaHocTi Ao sumor GMP,
BCTAHOB/IEHWX MICLIEBUM PErYARTOPHIUM OPraHoM, a TakoX Y BIANosigHoCT] i3 cneymdikaiamm, Akl sHax0gaTbCs ¥ peecTpauinHomy
pocbe/Toproeoi niuensii. MpoTokonk BUPOSHULTBA, NaKyBaHHA Ta aHanizie 6ynu nepesipeHi Ta BCTaHoBAEHa BiGNOBIgHICTE GMP,

Jozsoneno go peanizauii / 4o BigBaHTameHHA
YnoeHoBaxeHa ocoba — [posigHui iHxeHep BCraBM fipemerko B.B.

23.04.2025

: QR dulient won
idenlification codp
00481198

BupobHuya pginbHALA:
YKPAIHA, 04080 m. Kuie-80, syn. Kupuniecbka, 74; NMiuensis na supoGruuteo AE Ne 637430 sig 07.04.2015;

CepTudikar GMP N2126/2024/GMP sin 29.11.2024; GMP_UZ-08:2023 sin 30.11.2023; GMP/EAEU/KZ/81-01-24 sip
15.12.2023; 530-10/24-06/02 sig 02.09.2024

Kontponb skocti Ta BUBaYa go3sony Ha peanizauito:
YKPAIHA, 04080 m. Kuie-80, syn. Kupunisceka, 74; Ceigoutso npo atectauiio N2 390 sig 22.01.2019

Cepmudixam nidnucano enekmpaosHUM nidnucom 1D 040000121184 Crop.2 32
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