Farmf& OAPMAK WH“““W“ “m“ ‘“

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 040000124227

AtopBakop®, Tabnertkn, BKpuTi nniekosoio o6onoHkoio, no 10 mr N2 60 (10x6) y 6nicrepax
1TAB/IETKA MICTUTb ATOPBACTATUHY KAJTbL{IIO TPUMAPATY 10,82 MF, B MEPEPAXYBAHHI HA 100% PEYOBUHY (LLO
EKBIBANIEHTHO ATOPBACTATUHY) 10 mr

Homep cepii: 61025 KpaiHa oTpumyBau: YkpaiHa
KinbkicTb npogykuii: 3.656 Tuc.ynak. N2 PeecTp. noceigueHHs: UA/15677/01/01
[aTa BupobHuLUTBa: 10.2025 TepmiH i peecTp. noceigueHHa: HeobMexeH Wit

AHani3 BUKOHaHMI1 No: MKA N3 no PN NeUA/15677/01/01, 3minm Big 31.07.2024 p.

HaiimeHyBaHHA NOKa3HMKIB Bumoru AHJi(cneuundikauii) PesynbraTu BunpobyBaHb

Onuc TabneTtku Kpyrnoi ¢popmu 3 ABOONYKNOKO

NOBEepXHeK, BKPUTI NNiBKOBO obonoHKow 6inoro

abo maike 6inoro Konbopy Bignosigae
IgeHTudikayin
aTopBacTaTtuH YnbTpadionetoBMin CNeKTP NOrMUHAHHA
BUNPOo6OBYBAHOIO PO3UYUHY, OflepkaHoro B po3gini
"KinbkicHe Bu3HaveHHn", B obnacTi Big 220 HM
Ao 360 HM NOBUHEH MaTK MAaKCUMYM 32 JOBXKWUHM
xBuni (241+2) Hm 241 Hm
aTopBacTaTtuH Ha xpomarorpami BUNpo6oBYBaHOrO PO3UNHY,
OTpUMaHiIi B po3aini "CynpoBsiaHi gomiluku", yac
yTpUMyBaHHA Nika aTopBacTaTUHY Ma€ crisnagaTtu
3 4acoM YTPUMYBaHHA Nika aTopBaCcTaTUHY Ha
Xpomarorpami po3unHy nopisHaHHA (b) 3 TouHicTio
+2% Bianosinae
CepegHsa maca Bin 0,097 r no 0,108 r (0,1025r £ 5 %) 0,102r
OpHopigHicTb 4030BaHNX Mae ButpumyBaTU BUMOTK
OAWHULb Bianogigae
Po3unHeHHs He meHwe 80 % (Q) 3a 30 xB 99 %
CynposigHi gomiwkun
aTopBacTaTUH amig He 6inbwe 0,3 % 0,0 % (<MKB)
AoOMillKa A He 6inbuwe 0,3 % 0.1 %
Aiactepeoizomep He 6inbwe 0,3 % 0,0 % (<MKB)
0-MEeTWUN aTopBacTaTUH He 6inbwe 0,3 % 0,0 % (<MKB)
aTOPBACTATUH NAKTOH He 6inbwe 0,3 % 0,0 % (<MKB)
aTopBacTaTUH METUNOBUIA edip He 6inbwe 0,3 % 0,0 % (<MKB)
6yab-fAKa iHWa oMilLKa He 6inbwe 0,2 % 0,0 % (<MKB)
CyMa BCiX JOMILIOK He 6inbwe 1,5 % 0,1 %
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Mikpobionoriuna uucrora

3aranbHe 4nCno aepobHuUX Kputepiit npuitHaTtHocti 1000 KYO/r

mikpoopraHismis (TAMC) 0 (meHwe 20)

3aranbHe YACNO APDKIKOBUX Ta Kputepiit npuitHatHocti 100 KYO/r

nnicHasux rpubie (TYMC) 0 (meHwe 20)
Escherichia coli BiacytHictb B 11 BiacyTHi

KinbKicHe BM3Ha4YeHHA

aTopBacTaTUH Bia 9,5 mr ao 10,5 Mr B nepepaxyBaHHi Ha
cepepHio Macy Tabnerku 10,0 mr/rab
YnakoBka Mae Bignogigatn BuMoram Bignogigae
MapkyBaHHA Mae Bignogigatn BumMmoram Bianogigae
Tepmin npuaaTHOCTi: 2 poKu o 10.2027

Ymoewn 36epiraHHa:  36epiratv B opuriHanbHii ynakosdi npu TemnepaTtypi He Buue 25 °C
KomeHTapi:

3anBa npo cepmmdikauiio:

Lum a 3acsiguyio, Wo BulleBkasaHa iHpopmauia € goctosipHoto i TouHow. Lo cepiilo npoaykuii 6yno BupobneHo (Bkniovaoun
ynakoBKy/MapKyBaHHA) Ta NpoBeAeHWUI KOHTPONb ii AKOCTI Ha HUXYeBKasaHil AinbHULI B NOBHI BignosigHocTi go Bumor GMP,
BCTAHOBNEHUX MiCLIeBUM PerynaTopHUM OpraHoMm, a TakoX Y BignoBiaHOCTI i3 cneumndikaviamm, Ak 3HaxoAATbCA y peecTpauliiiHomy
Aocbe/Toprosoi niueHsii. Mpotokonu BUpoBHULITBA, NaKyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BcTaHoBNeHa BianosigHicte GMP.

[lo3soneHo Ao peanisauii / Ao BigBaHTaXeHHA

YnoBHoBaxeHa ocoba - HauanbHuk Bigainy BCraBIl NanTtyx O.M. 21.10.2025

Bupo6Huua ginbHuua:
YKPAIHA, 04080 m. Kuiig-80, Byn. Kupuniscbka, 74; JliuenHsis Ha supobHuuyteo 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 akocti Ta Bugaua go3sony Ha peanisauyiio:
YKPAIHA, 04080 m. Kuiig-80, Byn. Kupuniscbka, 74; Ceigourso npo artecrauito N2 390 sig 22.01.2019

Cepmucbikam nidnucaHo enekmpoHHUM hidnucom ID 040000124227 Crop.2 32

See the y of this POF for maore information.



http://www.tcpdf.org

