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Ten. (044) 498-87-87, Ten.fpauc ((44) 2391 9-38, TenSdaKc (044)49689-42, Ten. {044) 485-26-57 (uinonoficeo)

Ceptndikar akocri N° 040000110965

Hiokeuann, posuunm, 10 mr/ma no 10 mn g amnyni, no 10 amnyn y naunyi
1M PO3UMHY MICTUTL JIOKCUAIMHY 10MF Y NEPEPAXYBAHHI HA 100% PEUORMHY

Homep cepit: 251023 Kpaina oTpumysay: YkpaiHa
Kinbkicrs npopykuii: 78.100 Tuc.amn. N2 Peectp. noceigueHHs: UA/B867/01/01
Hata supo6HuyTRa: 10.2023 TepmiH gii peecTp. noceiguents;  HeobBmexenui

AHanis BUKOHaHuWi no: MKA /13 no PN NCUA/G867/01/01, aminu i 25.02.2023 p.

HaiimeHyBanHA nokazuukis Bumorn AHA(cneundixauii) PezynbtaTtn Bunpobysanp
Onnc Mpo3opa 3eneHysato-xoBTa pignHa Binnorigae
laenTudikaunis
AlokcnamH YneTpadionerosnit cnekrp noraHaHHs PO3UnHY,

APUrcTOBaHOrG B posfint "KinkkicHe

BU3HadeHH#", B o6nacti sig 220 um go 400 Hm

NOBWHEH MaTV MAKCUMYMK 33 JOBXIH XBUMDL: Binnosigae
241 +£2 ym 241 um
259 £2 um 259 Hm
361 £2 am 360 um
375 £2 um 374 um

N-okucHa rpyna, CYCifiHA 3 AkicHa peakuia

OKCUMETUNBHOK abo

ALETOKCMMETUIILHOIO Fpynami Bianogigae

Aiokcrami Ha xpomatorpami sunpofiosysanora PO3UMHY,

onepAHaHin mpu eunpoBysanHi "Cynposigi
AOMILIK", Ma€ BUABNATMCH OCHOBHA nrama Ha

PiBHI OCHOBHOT MNAMM Ha XpomaTorpami posyrny

NOPIBHAHHA (a), Wo signoeijac i 3a po3mipom Bignosinae
Mpozopicrs Mae 6yTU Aposopum Bignogigae
Konbopoeict 3a6apsnexHs npenapaty mac ByTH ie
iHTEHCUBHIWMM 33 eTanoH GY 1 Bignoeigae
pH Bin52 7072 6,1
CynposigHi
XIHOKCMAKUHY He 6inbite 0,4 % Binnosinae
KOMHa 3 BBOX ‘ He Ginblue 1 % koxHOT gomiiku
HelpeHTUdIKoBaHUX fonaTKOBMX
ACMILLIOK Bignosigae
O6'em, 1o BUTAraETHCS He meHiue 10 mn Binnosinae
MexaHivni BkoYeHHs: BugUmi MarTb 6yTu npakTuuHo BiOCYyTHI
HacTKu Bipnoeinae
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Ten, {044} 496-87-87, Ten./dakc (044} 239-19-38, Ten/daxc {044)49689-42, Ten. {044) 485-26-57 (sinoacboeo)

MexaHiyHi EKnoMeHHA: HEBUAUMI YacTKn

Hacrok 3 posmipom Sinblue abo He 6inbwe 6000 8 amnyni

fopieHoe 10 mim 349 )

HacTok 3 posmipom Ginble ado He &iniue 600 & amnyni

AOPIiBHIOE 25 MKm 1
CrepunbHicTs Mpenapat mae 6yTu crepunbHUM Bignosinae
baxrepianbHi engoTokcunm lPaHWYHa KOHUEHTPALIA EHAOTOKCUHIB He Mae

nepesunwysatn 0,5 MO enpotokcuny 8 1 mn

npenapary Bianosipnae
KinbkicHe BuzHaveHHs
Aiokeuauu Bin 8,5 Mr 1o 10,5 mr 8 1 Mn npenaparty 10,2 mrimn
Ynakoska Mae Bignosinat Bumoram Bignoeinae
Mapkyeanhsn Mae signogsinati Bumoram Bignosipae
Tepmin npugarroci: 4 pokn Do 10,2027

YMoBu 36epiranna:  36epiratu 5 saxulieHomy Big CBiTna micui npw Temnepatypi sig 18 °C Ao 25°C . ¥ eunagky BunagaHHa
KpucTanis Aiokcnguny 8 amnynax Y npoueci 36epirannna (Npu Temnepatypi Auskue 15 °C} ix po3unHaIoTb,
HarpiBalouy ammynn B KUNNAYIA BoaaHii Gaxi NPW CTPYLIYBAHHI A0 NOBHOMO PO3YNHEHHA KpPUCTanis

(Mpo3oputi pozwun). Axwo npu oxonomkenHi 4o (37+1) °C kpuctanu re EANAAYTHL 3HOBY, Npenapat
MRUAATHWIA OIS BUKOPMCTAHHA
KomeHTapi:

3asBa npo ceprudikayiio:

LM 5 3aceiguyio, wo suweskasana IHdopmauis € gocToripHoIo | TouHolo, Lo cepilo npogykyii 6yno BUpobneHo (BKMOYauM
ynaKoskylmapKyBaHHﬂ) Ta NPOBEAIEHWIA KOHTPONL 1T AKOCTI Ha HWKYeBKasaHil AiNbHULI B NOBHIA BignoBiAHoCT fo sumor GMP,
BCTAHOBNEHNX MICLIEBUM DETYNATOPHUM OPraHoM, a Takox ¥ BIANOBIAHOCTI i3 cneyudikalismu, axi 3HaxopATbea y peectpauiiiHomy
RoCke/Toproso niyensi. Mpotokon BUPOSHULTBA, NakyBaHHA Ta aHamisie Bynu nepesipeHi Ta RCTaHOBNEHa BinnosifHicTe GMP.

Rozeonero go peanizauii / go gigBanTaeHHA

YnoBHoBaxeHa ocoba — lpoeigHuii iHxeHep BCTaBM AHApycUK M.M. 10.11.2023

BupobHuua ginbHuys:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupunisceka, 74; Niuensia na Bupo6ruuTeo AE Ne 637430 gig 07.04.2015;

Ceprudikat GMP/EAEU/BY/0045-2021 sig 25.02.2021; Cepudikat GMP Ne084/2023/GMP sin 09.10.2023;
UP/1-530-10/21-03/13 Big 28.10.2021

KoHTponb akocri Ta engava AO3BONY Ha peanizayio:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupunieceka, 74; Caigoyrso npo atecrayiio Ne 390 Big 22.0

Cepmutpikam nidnucaHo enexmporHuM nidnucom 1D 0400001




OAPMAK

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /daxc (0444968542, Ten. (044} 485-26 57 (uinonoboso)

Ceprndikar axkocri N2 040000116076

Riokcupun, posunH, 10 mr/mn no 10 mn B amnyni, no 10 amnyn y nauui
1M PO3YKUHY MICTUTD AIOKCUAWHY 10MT Y NMEPEPAXYBAHHI HA 100% PEMOBWHY

Homep cepii: 190524 KpaiHa oTpumyBay: YkpaiHa
KinbKicte npogykuji- 79.400 Twuc.amn. N2 PeecTp. nocBigyeHna: UA/6867/01/01
Hata enpotHnuTBa: 05.2024 TepMiH aii peecTp. noceigueHHn:  HeofMexeHni

AHanis BUKOHaHu# no: MKA 13 no P NeUA/6867/01/01, 3minm Big 25.02.2023 p.

HaiimeHyBaHHA NOKA3HUKIB Bumoru AHJ{cneumndixanyii) PesynbTaTv BUnpobyBaHb

Onmc lNpo3opa 3eneHyBaTO-KOBTa pignHa Bignoeigae
laeHTUdiKaLin
AioKcMAnH ¥YnbTpadioneToBUi CNeKTp NOrMWHAHHA PO3UMHY,
NPUroToBaHoro B po3gini "KinekicHe

BW3HauyeHHA", B obnacTi Big 220 Hm go 400 UM

NOBMHEH MaTH MaKCHMyMMW 33 AOBXUWH XBUNb: Bignoeigae
241 2 um 241 Hm
258 2 um 259 Hm
361 2 um 360 Hm
375 %2 Hm 374 Hm

N-oKuCHa rpyna, CycigHa 3 flkicHa peakuina

OKCMMeTUNBHO abo

ALIETOKCUMETUABHOIO rPYNaMm Bignoeigae

AioKcManH Ha xpomatorpami BUNpoBoByBaHOro po3unHY,

ofiepxaHiin npy eunpobyeaHni "CynpoeigHi

BOMILLKK", MaE BUABMATUCA OCHOBHA NNAMa Ha

NopiBHAHHA (a), WO BigNOBi Bignoeigae
MNpo3opicTb Mae Byt nposopum 8 Bignoeigae
KeonbopoBicTb 3afapsneHHa npenapary éi VHIE jj M
iHTEHCMBHILWIWMM 33 eTanoH \(;::(:1_ " f; ; Bignoeigae
pH Big5,2p07,2 \\i’ 18 \ ot 6,1
Cynposigni fomiwxm dina . A
XiHOKCMAWHY He 6inbwe 0.4 % Bignoeigae
KOXHa 3 ABOX He Ginbwe 1 % KOXHOI QOMILLIKIA
HeigeHTPIKoBaHWX A0AaTKOBMX
ROMILIOK Bignoeigae
O6'em, WO BUTAracTLCA He meHwe 10 mn Bignoeigae
MexaHiuHi BKNIOUeHHA: BUAUMI MaloTb 6YTW NpakTUMHO BiACYTHI
YacTKu Bignoeigae
Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000116076 Crop.1 32



OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fbaxc (0444968942, Ten. (044} 4852657 (uinofoboso)

MexaHiuHi BKNIOMeHHA: HEBUAMMI MaCcTKN

YacTok 3 poamipom Ginbwe ao He Ginbwe 6000 B amnyni

AopiBHICE 10 MKM 145

YacTok 3 poamipom Ginbwe ao He Ginbwe 600 B amnyni

AOPIBHICE 25 MKM 5
CTepunbHICTDL lNpenapat mae 6YTU CTEpPUNbHUM Bignoeipae
bakTepianbHi eHAOTOKCMHK lpaHWYHa KOHUEHTpaUifA eHAOTOKCUHIB He Ma€

nepeevwyysat 0,5 MO eHgoTOKCUHY B 1 MmN

npenapary Bignoeigae
Kinbkiche BU3HaveHHA
DioKCUAMH Big 9,5 mr go 10,5 mr B 1 Mn npenapaty 9,9 mrimn
¥Ynakoeka Mae signoeigaTti BUMOram Bignosigae
MapkyeaHHA Mae signoeigaTti BUMOram Bignoeigae
TepMmiH npraaTHOCTI: 4 pokun Do 05.2028

¥moBu 3bepiranna. 36epiratu B 3axuLieHOMY Big cBiTAa micli npu Temnepatypi Big 18 °C go 25°C . ¥ BuNagKy BUNagaHHA
KpUCTanie gioKCMAMHY B amnynax y npoueci 36epiraHHsa {npu Temnepatypi Hkye 135 °C) IX po34YUHIOTE,
Harpisamwyu amnynu B KMNAAYIA BoOAHIA BaHi NpW CTPYWYBaHHI JO NOBHOTC PO3YMHEHHA KpUCTanis
{npo3zopuit pozunH). AKWO Npy oxonogxeHHi go (3711) °C KpWucTann He BUNaayTh 3HOBY, Npenapar
NPUOATHUA ONA BUKOPUCTAHHA

KomeHTapi:

3anBa npo cepridikayio:

Lum A 2aceiguyio, WO BU|eBKa3aHa iHdopMaLlia € gocTosipHoo i TouHow. Lo cepilto npoaykuii 6yno supobneHo (BKAOUYaOUK
YMaKOBKy/MapKYBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI HA HWKYeBKa3aHiik ainbHUUI B NOBHIi BignosigHocTi ao Bumor GMP,
BCTAHOBMNEHWX MICLIEBUM PErynATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneungikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
AochelToprosol niueHsii. MpoTtokonn BUpoBHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaKeHHA

YnoeHoeaxeHa ocoba — [poBigHWiA iHxeHep BCTaBll AHapycuk-LLykiHa 18.06.2024

Bupofnnua finbHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; JliueHsia Ha BupoBHuuTBo AE N° 637430 Bip 07.04.2015;

Cepmudikat GMP N2084/2023/GMP eig 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 Big 15.12.2023; UP/-530-10/21-03/13 Big
28.10.2021, GMP_UZ - 08:2023 Bin 30.11.2023

KoHTponb AKOCTi T2 BNAava f03BOAY Ha peanisayio:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigouTeo npo atecTaujio N2 320 eig 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM nidnucom D 040000116076 Crop.2 32
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