undk T

Ten. (044) 496-87-87, Ten./daxc (044) 239-1 9-38, Ten./akc (044)49689-42, Ten. (044) 485-26-57 (uinopo6oso)
Ceptudikar akocti Ne 040000123577

Apaxuo®, TabneTku, BKpUTi NiiBKOBOIO 060n0HKOI0, no 5 mr, no 10 TabneTok y Gnicrepi,
no 3 6nicrepu y nauui
1TABNETKA MICTUTb ONAH3ANIHY 5 MI

Homep cepii: 70825 Kpaina oTpumysay: Ykpaita
KinbkicTb npoayKuii: 3.736 Tuc.ynak. N2 Peectp. NOCBIfYEHHA! UA/19053/01/01
[ata BupobHULTBa: 08.2025 Tepwin aii peectp. nocsiguenns:  16.11 2026

AHani3 BUKOHaHWiA 1o MKS 13 go PN NeUA/19053/01/01 ig 16.11.2021 p.

HalimeHyBaHHA NOKasHUKIB Bumorn AHA(cneundikauii) PesynbTaTii BUNpobyBsaHb

Onuc TabneTku Kpyrnoi Gopmu, 3 LBOOMNYKNOO
noBepxHelo, BKPUTI NNiBKOBOK 060N10HKOI0 Ginoro
abo maiixke 6inoro KoNbopy Bignosigae
lpeHTudikanis
onaH3saniH Ha xpomaTorpami BUNpoboByBaHOro posyuHy,
oTpuMaHilt y po3sgini «KinbKicHe BUSHaueHHA?,
yac yTpUMyBaHHA Mika onaxsaniHa mMae cnisnapaty
3 YacoM YTPUMYBaHHA Nika onaHsarniHa Ha
XPOMATOrpami Po3UUHY NOPIBHAHHA (a) 3 TOUHICTIO
+2% Bignosigae
onaHsaniH YnbTpadionerosuit CnexkTp MoranHaHHA
BUNpoGOBYyBaHOro posunty 8 obnacti sig 210 Hm

po 350 HM Mae BignoBinaTy CNeKTPY NOTANHAHHA

pPO3UUHY MOPIBHAHHA Bigrosigae
TUTaHY AioKCKA flkicHa peakuin Binnosigae
CepefiHa mMaca
Big 0,201 r a0 0,223 r 0211 r
0212r+5% Bignosigae
PosunHeHHs He menwe 75 % (Q) vepes 15 xs 97 %
OAHOPIAHICTb JO30BaHUX Mae BuTpuMyBaTy BUMOru
oauHNLb Bignosigae
CynpoBsigHi pomilKu
Aomiwku B He 6inblwe 0,5 % 0,0 % (<MB)
pomiwkn D He 6inbwe 0,5 % 0,1 %
aomiwku 1 He 6inbwe 0,5 % 0,0 % (<MB)
AOMILKM 2 e 6inbwe 0,5 % 0,0 % (<MB)
6y ab-AKOT iHLIOI AOMILLKY He Ginbe 0,2 % 0,0 % (<MKB)
cyma AOMILLIOK e 6inbwe 1,5 % 0,1%
Cepmucikam nidnucaHo enekmpoHHUM nidnucom ID 040000123577 ' 22
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Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./paxc (044)49689-42, Ten. (044) 485-26-57 (ulnopoGoso

Mikpobionoriuna yncrora

3aranbHe Yucno aepobHUX KpuTepiit npuitnatHocri 1000 KYO/r

MiKpoopraHiamis (TAMC) 0 (menwe 10)

3aranbHe YUCNO APIKOMOBUX Ta Kpurepiit npuithatHocti 100 KYO/r

nnicHasux rpusie (TYMC) 0 (veHwe 10)
Escherichia coli BigcytHictb B 11 BigcyTHi

KinbkicHe Bu3HauenHs

onas3saniuy Big 4,75 mr go 5,25 mr B ogHit Tabnetui 5,03 mr/tab
Ynakoska Mae BignosigaTtu sumoram Binnosigae
MapkyBaHHs Mae signosigartu sumoram Bignosigae
Tepmin npugarHocti: 2 poku o 08.2027

Ymosu 36epirauna:  He notpebye ocobnueux ymos 36epirakHs.
KomeHnTapi:

3asasa npo cepTudikauio:

Uum s 3aceiguyio, wo BuweskasaHa iHbpopmaLia € LOCTOBIpHOIO i TouHol. Lito cepito npoaykuir 6yno BupobneHo (Bkmoyaouu
yNaKoBKy/MapKyBaHHs) Ta NPOBeAeHNI KOHTPOND i AKOCTI Ha HUKYEBKA3AHIN AinbHUUi B NosHiN BignosigHocTi ao sumor GMP,
BCTaHOBAGHUX MICUEBUM PEryNATOPHUM OPraHoM, a TakoxX Y BIANOBIAHOCTI i3 cneuudikayismu, sKi 3HaXoasThCs Y peecTpauinHomy
Aocke/Toprosol nitewsii. MpoTokonu BUPoGHULTE], nakKyBaHHs Ta aHanisis 6ynu nepesipeHi Ta BcTanosneHa signosigHicts GMP.
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HossoneHo no peanizayii / no BigBaHTaXeHHA
YnosHoBaxeHa ocoba - HayanbHuK sigginy BCraBN NaHTyx KO.M.

13.10.2025

Bupo6Huua ginbHuua:

YKPAIHA, 04080 m. Kuis-80, Byn. KupuniscbKa, 74; NiueHsia Ha BUpo6HULTEO AE Ne 637430 gig 07.04.2015;

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

KoHTponb sakocti Ta Bugava gossony Ha peaniszayito:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; CBigouTso npo atecTauiio Ne 390 Bin 22.01.2019

Cepmudpikam nidnucaro enexmpoHHUM nidnucom ID 040000123577 Crop.2 32
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Ten. (044) 496-87-87, Ten./daxc (044) 239-19-38, Ten./daxc (044)49689-42, Ten. (044) 485-26-57 (uinonoioso)

Ceptudikar akocri N2 040000123584

Apaxuno®, TabneTkn, BKpUTi NNiBKOBOI0 060n0HKOI0, N0 5 Mr, no 10 TabneTok y Gnicrepi,
no 3 6nicrepm y nauui
1TABNETKA MICTUTb ONTAH3AIHY 5 MI

Homep cepii: 80825 KpaiHa oTpumyBau: YkpaiHa
KinbkicTb npogykuii: 3.769 Tuc.ynak. N2 PeecTp. noceigueHHs: UA/19053/01/01
[ata sBupobHuuTea: 08.2025 TepmiH i peectp. noceiguenns: 16.11.2026

AHanis BUKOHaHuii no: MKA N3 go PM NeUA/19053/01/01 i 16.11.2021 p.

HaiimeHyBaHHA NOKa3HMKIB Bumoru AHJi(cneuundikauii) PesynbraTu BunpobyBaHb

Onuc TabneTtku Kpyrnoi ¢popmu, 3 ABOONYKNOK

NOBEepXHeK, BKPUTI NNiBKOBO obonoHKow 6inoro

abo maike 6inoro Konbopy Bignosigae
IgeHTudikayin
onaH3aniH Ha xpomarorpami BUNpo6oBYBaHOrO PO3UMHY,
OTpUMaHIN y po3aini «KinbkKicHe BU3HaYeHHA»,
yac yTpUMyBaHHA Nika onaHsanida Mae cnisnagati
3 YacoM YTpUMyBaHHA Nika onaHsaniHa Ha
XpoMatorpami po3unHy nNopiBHAHHA (@) 3 TOUHICTIO
+2% Bianosinae
onaH3aniH YnbTpadionetoBuin CNeKTp NOrMMHAHHA
BUNpo6oByBaHOro po3uunHy B obnacTi Big 210 HM
go 350 HM Mae BiANOBIAATU CNEKTPY NOMMUHAHHSA
pO34MHY MOPIBHAHHA Bignosigae
TUTaHy aiokcung fkicHa peakuis Bignogigae
CepegHa maca
Bin 0,201 r no 0,223 r 0212r
0,212r+5 % Bignosigae
Po3umHeHHn He meHwe 75 % (Q) vepes 15 x8 102 %
OpHopigHiCTb AO30BaHNX Mae ButpumyBaTU BUMOTK
OAWUHULbL Bianogigae
CynposigHi gomiwkun
AoMmillKu B He 6inbwe 0,5 % 0,0 % (<MB)
Aomiwku D He 6inbwe 0,5 % 0,1 %
AOMiLLKK 1 He 6inbwe 0,5 % 0,0 % (<MB)
[OMILLKKM 2 He 6inbwe 0,5 % 0,0 % (<MB)
6YAb-AKOT IHLWOT JOMILLKM He 6inbwe 0,2 % 0,0 % (<MKB)
CyMa JOMILLIOK He 6inbue 1,5 % 0.1 %
Cepmutpikam nidnucaHo enekmpoHHUM nidnucom ID 040000123584
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Ten. (044) 496-87-87, Ten./daxc (044) 239-19-38, Ten./paxc (044)49689-42, Ten. (044) 485-26-57 (uinopo6ioso)

Mikpobionoriuna uucrora

3aranbHe 4nCno aepobHuUX Kputepiit npuitHaTtHocti 1000 KYO/r

mikpoopraHismis (TAMC) 0 (meHwe 10)

3aranbHe YACNO APDKIKOBUX Ta Kputepiit npuitHatHocti 100 KYO/r

nnicHasux rpubie (TYMC) 0 (meHwe 10)
Escherichia coli BiacytHictb B 11 BiacyTHi

KinbKicHe BM3Ha4YeHHA

onaH3anivy Big 4,75 mr go 5,25 mr B ofHin Tabnetui 5,00 mrfrab
YnakoBka Mae Bignogigatn BumMmoram Bianogigae
MapkyBaHHA Mae Bignogigatn BuMoram Bignogigae
Tepmin npugaTHoCTi: 2 poku Do 08.2027

Ymoem 36epiraHHa:  He notpebye ocobnusux ymoB 36epiraHHs.
KomeHTapi:

3anBa npo ceptudikauiio:

Lum a 3acsiguylo, Wo BulleBKasaHa iHpopmauia € goctosipHoto i TouHow. Lo cepiio npoaykuii 6yno BupobneHo (Bkniovaouu
ynakoBKy/MapKyBaHHA) Ta NpoBeAeHWUI KOHTPONb i AKOCTI Ha HUXYeBKasaHili AinbHULI B NOBHIN BignosigHocTi go sumor GMP,
BCTAHOBNEHUX MiCLIeBUM PerynaTopHUM OpraHom, a TakoxX Y BiANoBIiAHOCTI i3 cneumdikauiamm, Ak 3HaxoAATbCA y peecTpauliiiHomy
Aocbe/Toproeoi niueHsii. Mpotokonu BUpoBHULITBA, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BcTaHoBneHa BianosigHicte GMP.

[lo3soneHo Ao peanisauii / oo BigBaHTaXeHHA

YnoBHoBaxeHa ocoba - HauanbHuk Bigainy BCraBIl NanTtyx O.M. 13.10.2025

Bupo6Huua ginbHuua:
YKPAIHA, 04080 m. Kuiig-80, Byn. Kupuniscbka, 74; JliueHsis Ha supobHuuteo AE Ne 637430 sig 07.04.2015;

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

KonTponb akocrti Ta BUga4ya go3sony Ha peanisauiio:
YKPAIHA, 04080 m. Knig-80, syn. Kupuniscbka, 74; Ceigourso npo artecrauito Ne 390 sig 22.01.2019

Cepmucpikam nidnucaHo eneKmpoHHUM nidnucom ID 040000123584 Crop.2 32
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