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Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdaxc (0444968542, Ten. (044} 48526 57 (uinofoboso)

Ceprundikar axocri N2 040000111186

Aenoc, cycneHsia gna in'ekuin no 1 mn B amnyni, no 5 amnyn y 6nicrepi, no 1 6nicrepy
ynauui
1M MICTUTb BETAMETA3OHY JWMPOTIOHATY MIKPOHI3OBAHOTO 6,43Mr B MEPEPAXYBAHHI HA 100% CYXY PEYOBUHY
{LLLO EKBIBAJIEHTHO 5MI" BETAMETA3OHY), BETAMETA3OHY HATPIIO ®OCOATY 2,63Mr Y MEPEPAXYBAHHI HA 100%
BE3BOAHY PEYOBWHY (LLO EKBIBANIEHTHO 2MT BETAMETAZOHY)

Homep cepii: 271023 KpaiHa oTpumyBau: YkpaiHa
KinbkicTe npogykuii: 67.045 Tuc.amn. Ne PeecTp. NoCBigYeHHs: UAM3142/01/01
Hata supotunyTea: 10.2023 TepMiH aii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHanis BUKOHaHu# no: MKA 13 no P NeUA/M 3142/01/01, 3minm Big 18.07.2022 p.

HalimeHyBaHHA NOKa3HUKIB Bymoru AHJ{cneundixkanyii) PesynbTaTn BUnpobyBaHb

Onnc MNpo3opa GelbapeHa abo XKOBTYBaTa, TPOXU B A3KA
piavHa, Wo MicTUTL YacTUHKK Bincro ato maitxke
6inoro Konbopy, AKi AErKo CycneHgyoTh Bignoeigae
laenTudikayin

fGeTameTasoHy gunponiocHaT Ha xpomatorpami BUNpo6GOBYBaHOMO PO3UNHY,
ofiepxaHiinl ¥ po3aini "KinbkicHe BU3HaueHHA",
4ac YTPUMYBaHHA Nika 6eTameTasoHy gUnponioHaTy
Ma€e CniBnagaT 3 YacoMm YTpUMYBaHHA nika
BeTaMeTasoHy AUNpOonNicHaTy Ha XpomaTorpami

(a) 3 TOYHICTIO £2%. Bignoeigae

fGeTameTasoHy HaTpilo ocdar X0 AT OByBaHoro PO3UKHY,

ﬁ@qiﬁM@ 6;&35} eTa3oHy HaTpilo

e ¢aTy Mag cmsnagﬁ /cg

+ 2%. Bigpnoeigae
MeTunnapateH Ha xpomatorpami BUNpoOOBYBaHOMO PO3UNHY,

ofiepxaHiin B pozgini "KinbkicHe BU3HaYeHHA",

Jac YTpUMyBaHHA nika meTunnapabeHy mae

CniBNaaaTy 3 Yacom YTpUMyBaHHA Nika

MeTunnapateHy Ha xpomaTorpami po3unHy

NOopiBHAHHA (C} 3 TouHicTIO £ 2%. Bignoeigae
nponinnapatex Ha xpomatorpami BUNpo6GOBYBaHOMO PO3UNHY,

ofiepxaHiin B pozgini "KinbkicHe BM3HaYeHHA",

yac YTPUMYBaHHA Nika nponinnapabeny mae

CMiBNagaTv 3 YacoM yTpUMYBaHHA Nika
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nponinnapabeHy Ha xpomaTorpami po3unHy

nopiBHAHHA (d) 2 TouHicTio £ 2% Bignoeigae
CnNUpPT 6eH3UNoBUA Ha xpomaTorpami BUNpoOOBYBaHOMO PO3UNHY,

ofiepxaHiin B pozgini "KinbkicHe BM3HaYeHHA",

Jac YTpUMyBaHHA Nika cnnpTy 6eH3MN0BOro Mae

CniBNaAaTy 3 Yacom YTpUMYBaHHA Nika CnnpTy

GeH3MNOBOro Ha XpOMaTorpami po3uMHY NOPIBHAHHA

(e) 3 TouHicTio £ 2% Bigpnoeigae
pH Bign 6,7 po 7,7 7.4
O6'em, O BUTAracTLCA He meHwe 1 mn Bignoeigae
MNpoxigHicTe Yepes ronky TBepai YacTku cycneHsil MaTe NPOXCAUT Yepes

ronky 3 25 kanifpom (BHYTpIlLHIM fiameTpom

ronku 0,5 mm} Bignoeigae
CTepunbHiCTDL Mae 6yt cTepunbHUM Bignoeigae
bakTepianbHi eHBOTOKCMHK lpaHWvHa KoHUeHTpalin GakTepianbHUX

€HACTOKCWHIB B Npenaparti cTaHoBuTb 175 MO Ha 1

MA Npenapary Bignoeigae
Kinbkiche BU3HaveHHA

fGeTameTasoHy gunponioHat Big 6,11 mr/mn go 6,75 mrimn (Ha momeHT

BUNycky). Big 5,79 mr/mn go 7,07 mr/mn 6,20 mrimn
fGeTameTasoHy HaTpilo ocdar Big 2,50 mrimn go 2,76 mrimn (Ha momeHT

BUNycky). Big 2,37 mr/mn go 2,89 mr/mn 2,65 mrimn
MeTunnapateH Big 1,17 mrimn go 1,43 mrimn (Ha momeHT

Bunycky). Big 1,04 mr/mn go 1,43 mr/mn 1,24 mrimn
nponinnapatex Bia 0,18 mr/mn po O, 22 mr/mn (Ha momeHT

et 22 mr/mn 0,19 mrimn
siMn 1o/980 Mrm@ N\

CNUpPT 6eH3UNoBUIA Big 8,1 8,78 mrimn
MOKYMEHTIB \ v_\
Ynakoeka Mace Bi T BUMOTaM _ \2 Bignoeigae
MapkyeaHHA Mae e }5 Bignoeigae
TepMmiH npAATHOCTI: 5 ‘/' sS4 Do 10.2025

¥moBu 3bepiranna. 36epiratu B opuriHanbHiil ynako ‘Pn m\e}wpqpqw e 25 °C. He 3amopomyBaT
KomeHTapi:

3anBa npo cepridikayio:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAIOUK
YNaKoBKy/MapKyBaHHA) Ta NpOBeAeHWIi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUUi B NOBHIi BignosigHocTi go sumor GMP,
BCTAHOBMEHWX MICLIEBUM PeryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aoche/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepesipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.
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¢apm®

OAPMAK “ ‘ ‘

Ten. {044) 496-87-87, Ten./arc (D44) 239-19-38, Ten Adakc (04414968542, Ten. (044} 485-26-57 (uinogaboso)

Ao3soneHo Ao peanizayii / Ao BigBaHTAXeHHA

YnosHoBaxeHa ocoba — MposigHuiA iHxeHep BCraBll

AHapycuk M.M.

21.11.2023

Bupo6HKua finbHULA:

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; JliueHsia Ha BupoBHuuTBo AE N2 637430 Bip 07.04.2015;

Cepmudikat GMP/EAEU/BY/0045-2021 Big 25.02.2021; Ceptndikat GMP N2084/2023/GMP eig 09.10.2023;

UP/1-530-10/21-03/13 Big 28.10.2021

KoHTponb AKOCTi T2 BMAAYA [103BOAY Ha peaniaayin:

YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CBigouTeo npo atectaujio N2 380 Big 22.01.2019

AN \r_.,j}’\\
% ,—1[5{ ) iéf'\

TOKYMEHTIB\Y

+~ ‘rl
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CepTtudikar akocri N2 040000110799

Aenoc, cycneusisa ana in'ekuiil no 1 mn B amnyni, no 5 amnyn‘ y 6nicrepi, no 1 6nicrepy

ynaydui

1M1 MICTUTb BETAMETA3OHY AWMPOMIOHATY MIKPOHISOBAHOTO 6,43MI" B MEPEPAXYBAHH! HA 100% CYXY PEHOBUHY

(LLIO EKBIBANTEHTHO 5MI" BETAMETA3OHY), BETAMETA3OHY HATPIIO ®OCOATY 2,63MI" Y MEPEPAXYBAHHI HA 100%

Homep cepil: 231023
Kinbkictb npogykuii: 81.420 Tuc.amn.
fara Bupo6HUUTBa; 10.2023

BE3BOAHY PEHOBUHY (LLO EKBIBANIEHTHO 2MI" BETAMETA3OHY)

Kpaita oTpumyBsau; Ykpaiva

N2 PeecTp. nocBigyeHHA: UA/13142/01/01

TepmiH il peecTp. noceigueHHa:  HeobmexeHu

AHanis BUKOHaHWi1 No: MKA 113 go PT NeUA/13142/01/01, 3miHu sig 18.07.2022 p.

HalimeHyBaHHA NoKasHuKiB

Bumoru AHA(cneundikauii)

PesynbTtati BUNpo6yBaHb

Onuc

lpeHTudikauis

6eTameTasory AUNpPonioHaT

6etameTasoHy HaTpilo pocdar

nponinnapa6ex

lMposopa 6esbapeHa abo XKOBTYBaTa, TPOXM B A3Ka
piauvHa, o MICTUTL YacTUHKK Ginoro abo malixe

6inoro Konbopy, AKi Nerko cycrneHayloTs

Ha xpomatorpami BUNPo6oByBaHOrO PO3UMHY,
ofepKaHiit y pospini "KinbkicHe BuaHaveHHaA",
yac yTpumyBaHHa nika 6etametasoHy gunponioHary
Mag€ CniBnagaTu 3 Yacom YTPUMYBaHHA Mika
6eTameTasoHy AuUNPOrioHaTy Ha XpomaTorpami
PO34NHY NOPIBHAHHA (3) 3 TOUHIcTIO £2%.

Ha xpomaTtorpami BUNpo6oByBaHOro posuunHy,
ofepxaHilt B posgini "KinbKicHe BusHaueHHs",
yac yTpumyBaHHA nika 6eTameTasoHy HaTpilo
docdaty Mae cnisnanati 3 4acom yTPUMYBaHH#
nika 6eTameTasoHy HaTpio docdaTy Ha
Xpomatorpami posynHy nopiBHAHHA (b) 3 ToYHicTIO
1 2%.

Ha xpomatorpami BUNPo6oBYBaHOro PO3UMHY,
oflepxaHivi B po3gini "KinbkicHe BU3HayeHHa",
yac yTpumMyBaHHA Nika MeTunnapabeHy mMae
cniBnagaT 3 Yacom YTPUMYBaHHSA nika
meTunnapabeHy Ha xpomaTorpami pPosunHy
nopiBHAKHA (C) 3 TouHicTIO + 2%.

Ha xpomaTorpami BUNpo6oByBaHOro posunny,
ofepxaHin B posgini "KinbKicHe BusHauyeHHA",
yac yTpumyBaHHA Nika nponinnapabeHy Mae

cniBnajaT¥ 3 YacoM YTPHUMYBaHHA nika

Bignosigae

Bignoeigae

Binnosigae

Bignosinae

Cepmugikam nidnucaHo esnekmpoHHUM nidnucom

ID 040000110799
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nponinnapabeHy Ha XpomaTorpami po3qnHY

nopisHaHHs (d) 3 TouHictio £ 2% Bignosigae
cnupT GeH3unoBui Ha xpomaTorpami BUnpo6oByBaHOro Po3uuHy,

ofiepaHii B po3pini "KinbkicHe Bu3HaueHHs",

yac yTpumMyBaHHA nika cnupTy 6eH3uN0BOro Mae

cnisnanaTi 3 YacoM YTPUMYBaHHA Mika cUpTy

HEH3UN0BOro Ha XpomaTtorpami po3UnHY NOPIBHAHHA

(e) 3 TouHicTio £ 2% Bignosigae
pH Bin 6,7 o 7,7 7.3
0O6'eMm, WO BUTATAETbCA He meHwe 1 mn Bignosipae
MpoxigHicTb Yepes ronky Teepgi YacTKK cycneHsii MatoTb NPoXoanTn Yepes

ronky 3 25 kanibpom (BHyTpIlLHIM AiaMeTpOM

ronku 0,5 mm) Bignosinae
CTepunbHiCTb Mae 6yTu cTepunbHUM Bignosigae
BaxTepianbHi eHAOTOKCUHY MpaHuyHa KoHLieHTpauin 6akTepianbHUX

eH[OTOKCWHIB B Npenapati ctaHosUTb 175 MO Ha 1

M1 npenapary Bignosigae
KinbKicHe BU3HaYeHHA

6eTameTa3oHy gunponioHar Bin 6,11 mr/mn go 6,75 mr/mn (Ha MoMeHT

sunycky). Big 5,79 mr/mn go 7,07 mr/mn 6,51 mr/mn
HeTameTasoHy Hatpito pocdaTt Big 2,50 mr/mn go 2,76 mr/mn (Ha momMeHT

sunycky). Big 2,37 mr/mn go 2,89 mr/mn 2,56 mr/mn
MeTunnapabeH Bin 1,17 mr/mn go 1,43 mr/mn (Ha MmomeHT

sunycky). Big 1,04 mr/mn go 1,43 mr/mn 1,25 mr/mn
nponinnapabeH Bin 0,18 mr/mn go 0,22 mr/mn (Ha MomeHT

sunycky). Big 0,17 mr/mn go 0,22 mr/mn 0,19 mr/mn
cnupT 6eHsunoBuniA Big 8,10 mr/mn go 9,90 mr/mn 8,71 mr/mn

YnakoBka Mae Bignosigat Bumoram 0. T2\ Binnosinae

MapkyBaHHA Mae Bignosigatu Bumoralyy Binnosigae

TepmiH npupaTHOCTI: 2 poku - Do 10.2025

YmoBu 36epiraHda: 36epiraTi B opuriHanbHilt ynakosui npu Temnepaty roikyBsaTi

KomeHTapi:

3anBa npo cepTudikayiio: N

03

LM A 3acBiguylo, Wo BUlieBKasaHa iHGopMalis € AOCTOBIPHOIO i TouHoto. Lo cepito npogyKuii 6yno supobneHo (skniovarouu
ynakoBKy/MapKyBaHHs) Ta NpoBefeHuit KOHTPonb il AKOCTI Ha HWKYeBKasaHIll AinbHUL B NOBHIM BignosigHocTi Ao Bumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryNATOPHNUM OPraHOM, a TakoX Y BIiAANOBIAHOCTI i3 cneyundikaLliamn, AKi 3HaXOAATLCA Y peecTpauitHoMy
Aocbe/ToproBol iLeHsii. MpoTokonu BUpobHULITBa, NaKyBaHHA Ta aHanisis bynu nepesipeHi Ta BCTaHOBNEHA signosigHicte GMP.
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HosBoneHo Ao peanisauyii / go BigBaHTa)XKeHHA

YnosHoBaeHa ocoba — MposigHul iHxeHep BCraBIll Augpycuk M.M. 30.10.2023

Bupo6Huua ginbHuys:

YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; JlineHsia Ha eupobHuyteo AE Ne 637430 sig 07.04.2015;
CepTtudikat GMP/EAEU/BY/0045-2021 sig 25.02.2021; Ceptudikat GMP Ne084/2023/GMP eig 09.10.2023;
UP/1-530-10/21-03/13 Big 28.10.2021

KoHTponb AKocTi Ta BUAaua fosBoAay Ha peanisauyiio:
YKPATHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; CeigouTso npo atecrauiio Ne 390 sig 22.01.2019
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