— NI

Ten. (044} 496-87-87, Ten /baxc (044) 239-19-38, Ten.fibarc (044)40689-42, Ten. (044) 485-26-57 {Linogobosa)

Ceptudikar akocri N2 040000110560

Pa¢1®, pozunH ana iH'ekuii, 4 mr/mn no 1 mn B amnyni 3 6pyHaTtHoro (TemHoro) ckna, no
Samnyn y 6nictepi, no 2 6nicrepn y nauyi
1MIT PO3HMHY MICTUTb JIEKCAMETA3OHY HATPIIO QOCOATY ¥ MNEPEPAXYBAHHI HA IEKCAMETA3OHY DOCOAT 4MI

Homep cepii: 100923 Kpaina oTpumMyeau: YKpalHa
KinbkicTe npoaykyii: 218.670 Tuc.amn, N2 PeecTp. noceigueHHa: UA/17536/01/01
JlaTa sUpoBHULTEA: 09.2023 Tepmin gil pecctp. nocsiguenna: 22.07.2024

Axania BUKOHaHHIA o MEKA N3 go PN NeUA/17536/01/01 Big 22.07.2018 p., 3MiHu sig 31.05.2022 p.

HafimeHyBaHHA NoKasHMKIE Bumorn AHA{cneyndikauii) PesynbraTt BMnpo6yBanb

Onuc lMpo3opa bezbapsHa piguHa (Ha MomeHT BUNyCKy).
Mposopa 6e3bapsHa afio XOBTYBATOro KONbOPY
piguHa Bignoeinae
IzeHTndikayin
AeKcameTazoHy HaTtpiw docdat Ha xpomatorpami sunpo6osysatore posumHy,
ofepaHiil 8 posfini "KinbkicHe BMaHaueHHsA.
flekcameTasony ocdat Ta kpeaTUHiH", yac
YTPUMYBaHHH Nika JekcameTa3cHy Hatpio docdaty
Mage CniBnagaT 2 4acoM YTpUMYyBaHHA nika
AeKCameTazoHy Hatpile dpocaTy Ha XxpoMaTorpami
PO3UUHY NOPIBHAHHA 3 TOUHICTIO * 2 % Bignoeifae
AKCaMeTazoHy HaTpito docdar YnbTpadioneToBuii cnekTp Mika AeKcameTasoHy
HaTpilo gocdary Ha xpomaTorpami BUNPOGOBYBaHOTO
PO34UHY, ogepXaHiil B posfini "KinbkicHe
BU3HavyeHHA. JekcameTtaszoHy docdar ta

KpeaTtuHiH", Mae cnienagatv 3 ynbTpadioneToBmm

CMeKTPOM nika AeKcameTa3oHy HaTpi docdaTty Ha

XPOMaTOrpami pO3YMHY AOPIBHAHHA Ta MaTK

AKCMMYM NOTAMHAHHA NPKY AOBXKKHI xBuni (241,5 +

} Hm Binnosigae
a Xpomatorpami BNnNpoboByBaHOrO PO3YNRY,

opepxaHint B pozaini "KinbkicHe BU3HaYeHHA.

HuHaTpito egetaty”, yac yTpumyBaHHA rika

AWHaTPIIO efeTaTy Mae CniBNagaty 3 Yacom

YTPUMYBAHHA NiKa ovHaTpio efetaTy Ha

XpOMaTorpami posunHy NOpiBHAHHA 3 TOUHICTIO £ 2

% Bignoginae
KpeaTUHiH Ha xpoMatorpami ennpoBoByBaHoro poadnHy,

ofiepxaHin B po3gini "KinbkicHe BuzHaueHHA.

Cepmupixam nidnucano enekmpoHHUM nidnLcom iD 040000110560
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O6'em, LG BATAraeTLCA

Ten, (D44} 496-87-87, Ten/pakc (044) 239-19-38, Ten Jparc (04414958942, Ten. (044) 485-26-57 {uinogatioso)

{lekcameTazony docdar Ta KpeaTuHIH", uac
YTPUMYBaHH Nika KpeaTWHiHy Mae cnisnagaTm 3
YACOM YTPUMYBAHHA MiKa KPeaTUHIHY Ha

XPOMaTOrpami po3unHy NopiBHARHA 3 TOYHICTIO + 2

% Bignosinae
Big 7,0 1o 8,5 7.5
Mae 6yT1 nposopum Binnosigae

3abapenenHs npenapaty mac 6yt He

IHTEHCUBHIWYM 32 eTanoH B9 (Ha momeHT

BUMYCKy). 3a6apsnenta npenapaty mae 6yTW He

iIHTEHCWMBHILUMM 332 eTanoH BYS Bignosinae

He meHwe 1 mn Bignosinae

Mexauiuni Bknouenna; neBnaumi vacrkn

Hactok 3 poamipom 10 Mkm |
6inble

Yactok 3 poamipom 25 mkm i
Sinslwe

MexaHiyni BrioYeHHA: BUgUMI
4acTKK

CynpoeigHi gomiikn

AeKCcameTasoH

Aomiwka D

JMOMilLKa 3 BIOHOCHWM Yacom
yTpumMyBaHHsa 6nmsbke 0,6

HecneundikosaHa gomilika

cyma fomilwox {be3
AEKCaMeTasoHy)
CrepunbHictb

bakrepiansHi eHaoTOKCUHM

KinbKicHe BU3HavYeHHA

AekcametasoHy docdar

AnHaTpio egeTtaT

He 6inbwe 6000 8 ammnyni

14,87
He 6inbwe 600 & amnysi

0,13
MpakTu4HO BiNbHKI B YacToK

Bignoeinae
He 6inbwe 0,5 % (Ha momenT Bunycky). He
6inbure 0,5 % 0,0 % (<MKR)
He 6Ginbie 0,2 % (Ha momeHT BUnycky). He ,
6inbiwe 0,5 % 0,0 % {<MB)
He 6inbwe 0,2 % {Ha momeHT BUOYCKy), He
Binbwe 0,5 % 0.0 % (<MB)

He 6Ginbie 0,2 % (Ha momenT Bunycky). He
Binbuwre 0,2 %

He 6inbiwe 1,0 % (Ha momenT BUNycKy). He
binbwe 1,0 %

MNpenapar mae 6yt cTepunbHUmM

[paHW4Ha KoHUeHTpauia bakTepianbHmx
SHMIOTOKCVIHIB B Npenaparti mac 6yTh He Binble 70

MO B 1 mn

Big 3,80 mr no 4,20 mr 8 1 mn npenaparty (95,0 ‘
% - 105,0 %) 4,13 mr/mn
Bin 0,45 mr o 0,55 mre 1 mn npenapary (90,0

% ~ 110,0 %) (Ha momenT Bunycky). Big 0,40 mr

Cepmuigpikam nidnucano enexmportum nidnucom 1D 040000110560
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Ten. (044) 496-67-87, Ten./panc (044) 233-19-36, Ten fpanc (044)49689-42, Ten. (044) 4B5-26-57 (incroboso)

A0 0,55 mr 8 1 mn npenapaty (80,0 % - 110,0 %) 0,49 mr/mn
KpeaTnHiH Bin 7,20 mr no 8,80 mr & 1 mn npenaparty (90,0
% - 110,0 %) (Ha momeHT BUnycky). Big 2,40 mr
no 8,80 mr e 1 mn npenaparty (30,0 % - 110,0 %) 8,19 mr/mn
Ynakoeka Mae Bignosigarti sumoram Bignoeinac
MapkygaHHa Mae BignogigaTw BuMoram Bignoeinae
TepmiH npugaTHocTi: 2 poku Oo 098.2025

Ymoen 36epiraunn:  36epiraTi B opUriHanbHii YNaKoBLi Npu Temnepatypi He suwe 25 °C.

KomenTtapi:

3aasa npo cepTudikauin:

Lum A 3aceifuylo, Wo suweskazaHa iHpopmauia € gocTosipHolo | TouHow. Ll cepilo NpoAyKkuil 6yno BUpobneno (BKMouYalum
YNaKoBKy/MapKkysaHHA) Ta NPOBeAEHII KOHTPORD i AKOCTI Ha HKYeBKa3aHiin AinbHWUI B NOBHIi BianosigHocTi fo sumor GMP,
BCTAHOBNEHWX MICLBUM PEryTATOPHNM OpraHom, a TAKoX y 8lanoBigHOCTI i3 cneungikaliamm, AKi 3HaxopATbCA Y peectpayinHomy
Aocbe/Toprosol nileHsii. Mpotokonn BupoGHULTES, NakyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BcTanoeneHa signosigHicts GMP.

AossoneHe po peanisauii / go BigBaHTaMeHHA

YnoBHoBaxeHa ocoba — MposigHu iHkeHep BCtaBl Anppycnk M.M, 18.10.2023
Bupo6Hunya ginbhnya:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscoka, 74; Jliensist Ha BupobHuuTeo AE Ne 637430 Bin 07.04.2015;
Ceptudikat GMP/EAEU/BY/0045-2021 sig 25.02.2021; Ceptudikat GMP Ne084/2023/GMP eip 09.10.2023;
UP/1-530-10/21-03/13 gig 28.10.2021
KouTpone akacri ra engaua goseony Ha peanizayiw:
YKPAIHA, 04080 m. Kuiz-80, Byn. Kupuniscoka, 74; Ceigoutso npo arectauile Ne 390 sig 22.01.2019
Cepmugbikam nidnucaxo enexmporHuM nidnucom ID 040000110560 Ctop.3 33




OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten /daxc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

Ceprndikar axocri N2 040000111803

Pa¢g1®, pozunH ana in'exyyiin, 4 mr/mn no 1 mn B amnyni 3 6pyHarHoro (TemHoro) ckna, no
Samnyn y 6nicrepi, no 2 6nicrepn y navuui
1MN PO3YUHY MICTUTE JEKCAMETA3OHY HATPIIO DOCHATY ¥ MEPEPAXYBAHHI HA IEKCAMETA3OHY ®OCOAT 4MI

Homep cepii: 131123 KpaiHa oTpumyBau: YKpaiHa
KinbkicTe npogykuii: 219.980 Tuc.amn. Ne PeecTp. NocBigueHHs: UA/17536/01/01
Hata supotunyTea: 11.2023 TepmiH fii peecTp. noceiguenna:  22.07.2024

AHanis BUKOHaHM# no: MKA 13 no P NeUA/M 7536/01/01 Big 22.07.2018 p., 3miHum Big 31.05.2022 p.

HalimeHyBaHHA NOKa3HUKIB Bymoru AHJ{cneundixkanyii) PesynbTaTn BUnpobyBaHb

Onmc MNpo3opa Ge3bapeHa piguHa (Ha MOMEHT BUMYCKY).
MNpo3opa GeibapeHa aBo XKOBTYBATOro KONLOPY
pianHa Bignoeigae

laenTudikayin
JAeKkcamMeTasoHy HaTpito qocdar Ha xpomatorpami BUNpoGOBYBaHOMO PO3UNHY,

ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHs.
JekcameTasoHy pocdat Ta KpeaTMHIH", yac
YTPUMYBaHHA Nika fekcaMeTasoHy HaTtpilo ocpaty
Mac CMiBnagaTh 3 Yacom YTPUMyBaHHA nika
JeKcaMeTascHy HaTpio pocdaTy Ha XpoMaTorpami
PO3UMHY NOPIBHAHHA 3 TOUHICTIO £ 2 % Bignoeigae

JAeKcamMeTasoHy HaTpito qocpar YnbTpagioneToBui CNeKTp Nika AeKcameTasoHy

pPO3uUMHY, ofiepXKaHiil B po3aini "
BU3HaYeHHA. [lekcameTasoHy ¢

KpeaTHHIH", Ma€ cniBnagatv 3

MaKCMMYM NOrAWHAHHA NPy BOBXUMHI XBATHZ445"

2} Hm Bignoeigae
AuHaTpilo egeTart Ha xpomatorpami BUNpoGOBYBaHOMO PO3UNHY,

ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHs.

JuHaTpilo egeTaty”, yac yTpUMYBaHHA Nika

OUHaTpilo efeTaTy Ma€ cniBnaaaTti 3 Yacom

YTPMMYBaHHA nika AUHaTpilo efeTaty Ha

Xpomarorpami po3vyuHy NOPIBHAHHA 3 TOMHICTIO + 2

% Bignoeigae
KpeaTuHiH Ha xpomaTorpami BUNpoOOBYBaHOrO PO3UNHY,

ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHs.

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000111803 Crop.1 33



OAPMAK

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /bakc (0444968542, Ten. (044} 4852657 (uinonoGoso)

JekcameTascHy pocdar Ta KpeaTMHiH", Yac
YTPUMYBaHHA Nika KpeaTUHiHY Ma€e cniBnafgati 3
4acoMm YTPMMYBaHHA Mika KpeaTwHiHY Ha

Xpomarorpami po3uyuHy NOPIBHAHHA 3 TOMHICTIO + 2

% Bignoeigae
pH Big 7,0 po 8,5 75
MNpo3opicTb Mae Byt nposopum Bignoeigae
KenbopogicTb 3abapsneHHA npenapary Mac 6yt He

iHTEHCUBHIWWMM 3a eTanoH B9 (Ha momeHT

BUNYCKY). 3abapBneHHA npenapaty ma€ OyTu He

iHTEHCUBHIWWMM 32 eTanoH BYS Bignoeigae
O6'em, WO BUTAracTLCA He meHwe 1 mn Bignoeigae

MexaHiuHi BKNIOYeHHA: HEBUAMMI MaCcTKN

YacTok 3 poamipom 10 MKM | He Ginbwe 6000 B amnyni

Binbe 38,07
YacToK 3 po3mipom 25 MKM | He Ginbwe 600 B amnyni

Binbwe 1,8
MexaHiuHi BKNIOJeHHA: BUAUMI MNpakTyYHO BiNbHWA Bif YaCTOK

YacTKu Bignoeigae

CynposigHi gomiwxm

JEeKCaMeTazoH He 6inbwe 0,5 % (Ha MmomMeHT BUNycKy). He

Binbwe 0.5 % 0,1%
Jomiwka D He 6inbwe 0,2 % (Ha MomMeHT BUNycKy). He

6inbwe 0,5 % 0,0 % (<MKB)

JAOMILIKA 3 BIiGHOCHMM Yacom He 6inbuye/,2% (Hamdm unycky). He
nd RN

0,
7 ;ﬁm,\_\uau'm; A

yTpUMyBaHHA 6nusbko 0,6 BinbLgii 0,0 % (<MKB)

HecneyngikoBaHa AoMiluKa He 6ifjrilfe 0, { "f'_ cKy). He
Girbt ‘2‘(&/ a.tw;%l / 0,1%
CyMa JomMilok (6e3 He 6in‘%e;1. ,Q%; {Ha T@“ﬂ’r{g ycky). He
JEKCaMETa3oHY) Binbwe 1,8 &, if_”ll&"‘\\)\ 0,1%
CrepunbHicTDL Mpenapat mae 6YTW CrepunbHUMm Bignosigae
bakTepianbHi eHAOTOKCMHK lpaHWvHa KoHUeHTpalin GakTepianbHUX
eHACTOKCWHIB B Npenapati Mace 6yTu He Ginbwe 70
MO B 1 mn Bignoeigae
KinbKicHe BU3HaYeHHA
AekcameTasoHy pocdar Big 3,80 mr go 4,20 wmr e 1 mn npenapary (95,0
% - 105,0 %) 4,05 mrimn
AWHaTpilo egeTtart Big 0,45 mr go 0,55 mr e 1 mn npenapary (90,0
% - 110,0 %) {Ha momeHT BUNycKy). Big 0,40 mr
Cepmudpixam nidnucano efeKmpoHHUM hidnucom D 040000111803

Crop.2 33



OAPMAK

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

ao 0,55 mr B 1 mn npenaparty (80,0 % - 110,0 %) 0,48 mrimn
KpeaTWHiH Big 7,20 mr go 8,80 mr e 1 mn npenapary (90,0

% - 110,0 %) {Ha momeHT BUNycKy). Big 2,40 mr

Ao 8,80 mr B 1 mn npenaparty (30,0 % - 110,0 %) 8,17 mrimn
¥Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTtu Bumoram Bignoeigae
TepmiH npuAaTHOCTI: 2 pokun Do 11.2025
¥mosu sbepiranna. 36epiraTu B opuriHanbHiil ynakoBui npu Temnepartypi He suwe 25 °C.

3ansa npo cepradikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € gocTtosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BMpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BcTaHoBNEHa BignosigHicts GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaKeHHA

YnoeHoeaxeHa ocoba — NposigHuiA iHxeHep BCraBll AHapycuk M.M. 18.12.2023

Bupobnnua finoHULA:

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo AE N° 637430 Bip 07.04.2015;
Ceptudikat GMP/EAEU/BY/0045-2021 Big 25.02.2021; Ceptndikat GMP N2084/2023/GMP Bip 09.10.2023;
UP/1-530-10/21-03/13 Big 28.10.2021

KoHTponb AKOCTi T2 BMAAYa 03BOAY Ha peanizayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigouTeo npo atectauiio N2 320 Big 22.01.2019

—

WCHOH :
7 h\"{h R".;\
o 5,

,}/
o e _ ’\ _
TOKYMEHTIB N

\

&
-

)

A

Jruav
—

e

]
" —
~ r';u_

Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000111803 Crop.3 33



OAPMAK (NI

Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./pakc (044)49689-42, Ten. (044) 485-26-57 (uinopo6oeo)

CepTudikar akocri N2 040000113181

Pa¢p1®, posuuH gna in'ekuyiii, 4 mr/mn no 1 mn B amnyni 3 6pyHaTHOro (TeMHOro) ckna, no
Samnyn y 6nicrepi, no 2 6Gnicrepu y nauui
1M PO34MHY MICTUTb JEKCAMETA3OHY HATPIIO ®OCDATY Y MEPEPAXYBAHHI HA IEKCAMETA3OHY GOCOAT 4MI

Homep cepii: 10224 KpaiHa oTpumyBau: YKkpaiHa
KinbkicTb npoayKuii: 221.810 Tuc.amn. Ne PeecTp. nocBigyeHHs: UA/17536/01/01
[ata BUpo6HUUTBa: 02.2024 TepmiH gii peectp. nocsiguenns: 22.07.2024

AHani3s BUKOHaHWI no: MKSA 13 go PN NeUA/17536/01/01 sig 22.07.2019 p., 3minu Big 31.05.2022 p.

HalimeHyBaHHA NoKasHUKIB Bumoru AHJ(cneuyundikauii) PesynbraTn BUnpobysaHb

Onuc Mpo3opa 6e3bapsHa pianHa (Ha MOMEHT BUMYycKy).
Mposopa 6e3b6apBHa abo »OBTyBaTOro KONbopy
piavHa Bignosigae
IaeHTudikayin

fleKcameTasoHy HaTpito docdar Ha xpomatorpami BUNpo6oByBaHOro po3uuHy,

ofiepxaHit B po3aini "KinbKicHe BU3HaueHHs.

[lekcameTaszoHy pocdar Ta KpeaTuHiH", yac

YTPUMYBaHHA Nika leKcameTasoHy HaTpito pocdaty

Ma€ cnienagat 3 4acoM YyTPUMYBaHHA Nika

AeKcameTa3oHy HaTpilo docdaTy Ha xpomaTtorpami

PO34MHY NOPIBHAHHA 3 TouHicTIo £ 2 % Bignosipae
[leKkcameTasoHy HaTpito docdar YnbTpadioneToBuit cnekTp nika AeKcaMeTasoHy

HaTpilo ¢pocdaTty Ha xpomaTorpami BUNPo6oBYBaHOrO

PO3uuHy, ofep>KaHiit B po3aini "KinbkicHe

BU3HaueHHA. [lekcameTasoHy ¢ocoar Ta

KpeaTuHiH", Ma€ cniBnagatv 3 ynbtpadionetosum

CMeKTPOM nika feKcameTasoHy HaTpilo pocdaty Ha

XpomaTorpami po3unHy NopiBHAHHA Ta MaTu

MaKCMMYM MOrAMHaHHA NpU AOBXUHI xBuni (241,5 +

2) Hm Bianosigae
AuvHaTpilo efeTaT Ha xpomatorpami Bunpo6oeysaHoro posuvHy,

ofiep>aHiii B po3gini "KinbKicHe BU3Ha4yeHHs.

NuHatpilo efeTaTy", yac yTpUMyBaHHs Mika

AVHaTpPil0 eaeTaTy Ma€ CniBnagat 3 Yacom

YTPUMYBaHHA Nika AUHATpilo eaeTaTy Ha

XpomaTorpami po3unHy NOPIBHAHHA 3 TOUHICTIO £ 2

% Bignosigae
KpeaTuHiH Ha xpomatorpami BUNpo6oByBaHOro po3uyuHy,

ofiep>aHiii B po3gini "KinbKicHe BUSHauYeHHs.

Cepmucpikam nidnucaHo enekmpoHHUM nidnucom ID 040000113181 Eopd 38
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OAPMAK

pH
Mpo3opicTb

Konboposictb

06'eM, WO BUTAraETLCA

Ten. (044) 496-87-87, Ten./pakc (044) 239-19-38, Ten./pakc (044)49689-42, Ten. (044) 485-26-57 (uinogo6oso)

[lekcameTasoHy docdar Ta KpeaTuHiH", yac
YTPUMyBaHHA Nika KpeaTuHiHy Ma€ cnisnapatm 3
YacoM YTPUMYBaHHA Nika KpeaTuHiHy Ha
XpomaTorpami po3ynHy NOPIBHAHHA 3 TOUHICTIO + 2
%

Bin 7,0 no 8,5

Mae 6yt nposopum

3abapsneHHA npenapaTy mae 6yTu He
iHTEHCMBHIWWM 3a eTanoH B9 (Ha MomeHT
BUNYycKy). 3a6apBneHHA npenapaty Ma€ 6yTu He
iHTeHCMBHIWWM 33 eTanoH BYS

He meHwe 1 mn

MexaHiuHi BKNIOYEHHA: HeBUANMI YacTKun

YacTok 3 po3mipom 10 MKM i
6inbwe

YacTok 3 po3mipom 25 MKM i
6inbwe

MexaHiuHi BKNIoYeHHs: Bugumi
YacTku

CynposigHi gomiwkn

AeKcameTasoH

nomiwka D

AOMiILLKa 3 BIAHOCHUM Yacom
yTpuMyBaHHA 6nu3bko 0,6

HecneyundikoBaHa foOMilKa

Cyma [IOMiLLOK (6e3
[leKcaMeTa3oHy)
CrepunbHictb

BakTepianbHi enfoTOKCMHU

KinbkicHe BU3HaueHHsA

nekcameTasoHy docdar

AviHaTpilo epeTar

He 6inbwe 6000 B amnyni

He 6inbwe 600 B amnyni

MpaKTWyYHO BiNbHWIA Bif YacToK

He 6inbwe 0,5 % (Ha MomMeHT Bunycky). He
6inbwe 0,5 %

He 6inbwe 0,2 % (Ha momeHT Bunycky). He
6inbwe 0,5 %

He 6inbwe 0,2 % (Ha MomeHT Bunycky). He
6inbwe 0,5 %

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

He 6inbwe 1,0 % (Ha MomeHT BUnycky). He
6inbwe 1,0 %

Mpenapat mae 6yTn cTepunbHUM

[paHM4Ha KOHUEeHTpaLiA 6akTepianbHUX
€H[IOTOKCUHIB B npenaparti Mae 6yTu He 6inbwe 70
MO B 1 mn

Big 3,80 mr po 4,20 mr B 1 mn npenaparty (95,0
% -105,0 %)

Bin 0,45 mr po 0,55 mr B 1 mn npenaparty (90,0
% - 110,0 %) (Ha momeHT BUnycky). Big 0,40 mr

Bignosigae
7,6

Bignosigae

Bignosigae

Bignosigae

16

0,13

Bignosigae

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

0.0 %

Bignosigae

Bignosigae

4,12 mr/mn

Cepmudpikam nidnucaHo eneKmpoHHUM nidNUCoM
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OAPMAK i Ak

Ten. (044) 496-87-87, Ten./pakc (044) 239-19-38, Ten./pakc (044)49689-42, Ten. (044) 485-26-57 (yinopo6oso)

no 0,55 mr B 1 mn npenaparty (80,0 % - 110,0 %) 0,53 mr/mn
KpeaTuHiH Bia 7,20 mr go 8,80 mr B 1 mn npenaparty (90,0
% - 110,0 %) (Ha momeHT BUnycky). Bia 2,40 mr
Ao 8,80 mr B 1 mn npenaparty (30,0 % - 110,0 %) 8,23 mr/mn
YnakoBKa Mae Bignosigatu Bumoram Bignosigae
MapkyBaHHsA Mae BiAnosigaTy BUMoram Bignosigae
Tepmin npupaTHocTi: 2 poku o 02.2026

YmoBu 36epiraHHa: 36epiratv B opuriHanbHii ynakosui npu Temnepartypi He Buwe 25 °C.
KomeHTapi:

3asBa npo ceprudikauiio:

Lium A 3aceiguylo, Lo BULEBKa3aHa iHpopMallis € JOCTOBIPHOI i TouHol. Lilo cepito npoaykuii 6yno BupobneHo (BKntovawuu
yNaKoBKy/MapKyBaHH#A) Ta NpoBefeHWU KOHTPONb il AKOCTi Ha HUXKYeBKasaHiit AinbHULI B NOBHI BignosigHocTi Ao Bumor GMP,
BCTaHOB/NEHWX MICLLEBUM PEryAaTOPHUM OpraHoM, a-TaKoX Y BifiNOBIAHOCTI i3 cneundikauiaMu, AKi 3HaXOAATLCA y peecTpaLiiHoMy
BOCbe/ToproBoi niueHsii. MpoTokonu BUpo6bHULTBA, NaKyBaHHA Ta aHanisiB 6ynu nepesipeHi Ta BcTaHoBNeHa BignosigHicto GMP.

LlossoneHo fo peanisayii / Ao BigBaHTaXeHHA

YnosHoBaxeHa ocoba — MpoBigHuit iHxeHep BCTaBl AHppycuk-LykiHa M.M. 20.02.2024

Bupo6Huua ginbHuuA:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; JliueHsia Ha Bupo6HuuTso AE Ne 637430 sig 07.04.2015;

Ceprudikat GMP/EAEU/BY/0045-2021 Bin 25.02.2021; Ceptudikat GMP Ne084/2023/GMP sig 09.10.2023;
UP/1-530-10/21-03/13 Bip 28.10.2021

KoHTponb sKocTi Ta Bugava fo3sony Ha peanisayiio:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; CeigouTso npo atectauito Ne 390 sig 22.01.2019

@Zw/}f,/ufz 0501 4.3 01, 202Y

Cepmudpikam nidnucaHo enekmpoHHUM NidNUCOM ID 040000113181

Crop.3 33




OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten /daxc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

Ceprndikar axocri N2 040000115873

Pa¢g1®, pozunH ana in'exyyiin, 4 mr/mn no 1 mn B amnyni 3 6pyHarHoro (TemHoro) ckna, no
Samnyn y 6nicrepi, no 2 6nicrepn y navuui
1MN PO3YUHY MICTUTE JEKCAMETA3OHY HATPIIO DOCHATY ¥ MEPEPAXYBAHHI HA IEKCAMETA3OHY ®OCOAT 4MI

Homep cepii: 40524 KpaiHa oTpumyBau: YKpaiHa
KinbkicTe npogykuii: 222.150 Tuc.amn. Ne PeecTp. NocBigueHHs: UA/17536/01/01
Hata supotunyTea: 05.2024 TepmiH fii peecTp. noceiguenna:  22.07.2024

AHanis BUKOHaHM# no: MKA 13 no P NeUA/M 7536/01/01 Big 22.07.2018 p., 3minum Big 02.02.2024 p.

HalimeHyBaHHA NOKa3HUKIB Bymoru AHJ{cneundixkanyii) PesynbTaTn BUnpobyBaHb

Onmc MNpo3opa Ge3bapeHa piguHa (Ha MOMEHT BUMYCKY).
MNpo3opa GeibapeHa aBo XKOBTYBATOro KONLOPY
pianHa Bignoeigae
laenTudikayin
JAeKkcamMeTasoHy HaTpito qocdar Ha xpomatorpami BUNpoGOBYBaHOMO PO3UNHY,
ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHs.
JekcameTasoHy pocdat Ta KpeaTMHIH", yac
YTPUMYBaHHA Nika fekcaMeTasoHy HaTtpilo ocpaty
Mac CMiBnagaTh 3 Yacom YTPUMyBaHHA nika
JeKcaMeTascHy HaTpio pocdaTy Ha XpoMaTorpami
PO3UMHY NOPIBHAHHA 3 TOUHICTIO £ 2 % Bignoeigae
JAeKcamMeTasoHy HaTpito qocpar ¥neTpadioneToBUN cnekTp Nika AeKcameTasoHy

HaTpilo ¢ocdaTty Ha xpomaTtorpami BUNpoGoBYBaHOIO

eraTIl"IHIH ¥

CNeKTpoM ni

Xpomarorpami
MakcUMyM norn
2} Hm Bignoeigae
AuHaTpilo egeTart Ha xpomatorpami BUNpoGOBYBaHOMO PO3UNHY,

ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHs.

JuHaTpilo egeTaty”, yac yTpUMYBaHHA Nika

OUHaTpilo efeTaTy Ma€ cniBnaaaTti 3 Yacom

YTPMMYBaHHA nika AUHaTpilo efeTaty Ha

Xpomarorpami po3vyuHy NOPIBHAHHA 3 TOMHICTIO + 2

% Bignoeigae
KpeaTuHiH Ha xpomaTorpami BUNpoOOBYBaHOrO PO3UNHY,

ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHs.

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000115873 Crop.1 33



QJapM@
QOAPMAK

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /bakc (0444968542, Ten. (044} 4852657 (uinonoGoso)

JekcameTascHy pocdar Ta KpeaTMHiH", Yac
YTPUMYBaHHA Nika KpeaTUHiHY Ma€e cniBnafgati 3
4acoMm YTPMMYBaHHA Mika KpeaTwHiHY Ha

Xpomarorpami po3uyuHy NOPIBHAHHA 3 TOMHICTIO + 2

%
pH Big 7,0 po 8,5
MNpo3opicTb Mae Byt nposopum
KenbopogicTb 3abapsneHHA npenapary Mac 6yt He

iHTEHCUBHIWWMM 3a eTanoH B9 (Ha momeHT
BUNYCKY). 3abapBneHHA npenapaty ma€ OyTu He
iHTEHCUBHIWWMM 32 eTanoH BYS

O6'em, WO BUTAracTLCA He meHwe 1 mn

MexaHiuHi BKNIOYeHHA: HEBUAMMI MaCcTKN

YacTok 3 poamipom 10 MKM | He Ginbwe 6000 B amnyni
Binbwe

YacToK 3 po3mipom 25 MKM | He Ginbwe 600 B amnyni
Binbwe

MexaHiuHi BKNIOJeHHA: BUAUMI MNpakTyYHO BiNbHWA Bif YaCTOK
yacTku

CynposigHi gomiwxm

JEeKCaMeTazoH He 6inbwe 0,5 % (Ha MmomMeHT BUNycKy). He
Binbwe 0.5 %
Jomiwka D He 6inbwe 0,2 % (Ha MomMeHT BUNycKy). He
Binbwe 0.5 %
JOMILLKA 3 BiHOCHHM Yacom He 6inbwe 0,2 % (Ha MoMeHT BUNycKy). He
yTpUMyBaHHA 6nusbko 0,6 Binbwe 0.5 %
HecneyngikoBaHa AoMiluKa He Ginbwe 0,2 % (Ha momeHT BUNycKy). He- -
Ginbuse 0,2 % e N

Bignoeigae
7.5

Bignoeigae

Bignoeigae

Bignoeigae

73

Bignoeigae

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

CyMa JomMilok (6e3 He 6inbwe 1,0 % (Ha momeHT elﬁthj 311 - 1&\

JEKCaMETa3oHY) Ginbwe 1,0 % "\ 0,0 % (<MKB)
CrepunbHicTDL MNpenapat mae 6yTU cTepunb Bignosigae
bakTepianbHi eHAOTOKCMHK lpaHWvHa KoHLUeHTpalin GakTe)

€HACTOKCHHIB B Npenaparti Mac 6
MO B 1 mn Bignoeigae
KinbKicHe BU3HaYeHHA
AekcameTasoHy pocdar Big 3,80 mr go 4,20 wmr e 1 mn npenapary (95,0
% - 105,0 %) 4,02 mrimn
AWHaTpilo egeTtart Big 0,45 mr go 0,55 mr e 1 mn npenapary (90,0
% - 110,0 %) {Ha momeHT BUNycKy). Big 0,40 mr
Cepmudpixam nidnucano efeKmpoHHUM hidnucom D 040000115873

Crop. 2
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OAPMAK

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

ao 0,55 mr B 1 mn npenaparty (80,0 % - 110,0 %) 0,52 mrimn
KpeaTWHiH Big 7,20 mr go 8,80 mr e 1 mn npenapary (90,0

% - 110,0 %) {Ha momeHT BUNycKy). Big 2,40 mr

Ao 8,80 mr B 1 mn npenaparty (30,0 % - 110,0 %) 8,10 mrimn
¥Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTtu Bumoram Bignoeigae
TepmiH npuAaTHOCTI: 2 pokun Do 05.2026
¥mosu sbepiranna. 36epiraTu B opuriHanbHiil ynakoBui npu Temnepartypi He suwe 25 °C.

3ansa npo cepradikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € gocTtosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BMpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BcTaHoBNEHa BignosigHicts GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaKeHHA

YnoeHoeaxeHa ocoba — NposigHuiA iHxeHep BCraBll AHppycuk-LLykiHa M.M. 07.06.2024
Bupobnnua finoHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo AE N° 637430 Bip 07.04.2015;
Ceptudikat GMP N2084/2023/GMP Big 09.10. U/KZf 81-01-2024 Big 15.12.2023; UP/1-530-10/21-03/13 Big

KoHTponb SIKOCTi T2 BUAa4a fO3BONY HA

YKPAIHA, 04080 m. Knie-80, syn. Kupuni ayio Ne 390 eig 22.01.2019

Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000115873 Crop.3 33



OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten /daxc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

Ceprndikar axocri N2 040000113843

Pa¢g1®, pozunH ana in'exyyiin, 4 mr/mn no 1 mn B amnyni 3 6pyHarHoro (TemHoro) ckna, no
Samnyn y 6nicrepi, no 2 6nicrepn y navuui
1MN PO3YUHY MICTUTE JEKCAMETA3OHY HATPIIO DOCHATY ¥ MEPEPAXYBAHHI HA IEKCAMETA3OHY ®OCOAT 4MI

Homep cepii: 20224 KpaiHa oTpumyBau: YKpaiHa
KinbkicTe npogykuii: 219.470 Tuc.amn. Ne PeecTp. NocBigueHHs: UA/17536/01/01
Hata supotunyTea: 022024 TepmiH fii peecTp. noceiguenna:  22.07.2024

AHanis BUKOHaHM# no: MKA 13 no P NeUA/M 7536/01/01 Big 22.07.2018 p., 3miHum Big 31.05.2022 p.

HalimeHyBaHHA NOKa3HUKIB Bymoru AHJ{cneundixkanyii) PesynbTaTn BUnpobyBaHb

Onmc MNpo3opa Ge3bapeHa piguHa (Ha MOMEHT BUMYCKY).
MNpo3opa GeibapeHa aBo XKOBTYBATOro KONLOPY
pianHa Bignoeigae
laenTudikayin
JAeKkcamMeTasoHy HaTpito qocdar Ha xpomatorpami BUNpoGOBYBaHOMO PO3UNHY,
ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHs.
JekcameTasoHy pocdat Ta KpeaTMHIH", yac
YTPUMYBaHHA Nika fekcaMeTasoHy HaTtpilo ocpaty
Mac CMiBnagaTh 3 Yacom YTPUMyBaHHA nika
JeKcaMeTascHy HaTpio pocdaTy Ha XpoMaTorpami
PO3UMHY NOPIBHAHHA 3 TOUHICTIO £ 2 % Bignoeigae
JAeKcamMeTasoHy HaTpito qocpar ¥neTpadioneToBUN cnekTp Nika AeKcameTasoHy
HaTpilo ¢ocdaTty Ha xpomaTtorpami BUNpoGoByBaHOIO
pPO3uMHY, ofiepXaHiil B po3aini "KinbkicHe

BU3HaYeHHA. [lekcameTasoHy ¢oc¢aT Ta

CNEeKTpOoM Nika AeKcamerd w Haipm CIJOEW

XpomaTorpami posuuHy MepisRkHis T }vliav'\
L
(

MaKCHMYM NOrMUHaHHA

>
2} Hm \ g «C‘/ o)/ Bignoeigae

AuHaTpito egerat Ha xpomaTtorpami BUNpogL

JuHaTpito efetaty”, yac yTpMMyBaHHA Nika

OUHaTpilo efeTaTy Ma€ cniBnaaaTti 3 Yacom

YTPMMYBaHHA nika AUHaTpilo efeTaty Ha

Xpomarorpami po3vyuHy NOPIBHAHHA 3 TOMHICTIO + 2

% Bignoeigae
KpeaTuHiH Ha xpomaTorpami BUNpoOOBYBaHOrO PO3UNHY,

ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHs.

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000113843 Crop.1 33



OAPMAK

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /bakc (0444968542, Ten. (044} 4852657 (uinonoGoso)

JekcameTascHy pocdar Ta KpeaTMHiH", Yac
YTPUMYBaHHA Nika KpeaTUHiHY Ma€e cniBnafgati 3
4acoMm YTPMMYBaHHA Mika KpeaTwHiHY Ha

Xpomarorpami po3uyuHy NOPIBHAHHA 3 TOMHICTIO + 2

% Bignoeigae
pH Big 7,0 po 8,5 75
MNpo3opicTb Mae Byt nposopum Bignoeigae
KenbopogicTb 3abapsneHHA npenapary Mac 6yt He

iHTEHCUBHIWWMM 3a eTanoH B9 (Ha momeHT

BUNYCKY). 3abapBneHHA npenapaty ma€ OyTu He

iHTEHCUBHIWWMM 32 eTanoH BYS Bignoeigae
O6'em, WO BUTAracTLCA He meHwe 1 mn Bignoeigae

MexaHiuHi BKNIOYeHHA: HEBUAMMI MaCcTKN

YacTok 3 poamipom 10 MKM | He Ginbwe 6000 B amnyni

Binbe 274
YacToK 3 po3mipom 25 MKM | He Ginbwe 600 B amnyni

Binbwe 0,6
MexaHiuHi BKNIOJeHHA: BUAUMI MNpakTyYHO BiNbHWA Bif YaCTOK

YacTKu Bignoeigae

CynposigHi gomiwxm

JEeKCaMeTazoH He 6inbwe 0,5 % (Ha MmomMeHT BUNycKy). He

Binbwe 0,5 % 0,0 % (<MKB)
Jomiwka D He 6inbwe 0,2 % (Ha MomMeHT BUNycKy). He

6inbwe 0,5 % 0,0 % (<MKB)
JOMILLKA 3 BiHOCHHM Yacom He 6inbwe 0,2 % (Ha MoMeHT BUNycKy). He
yTpUMyBaHHA 6nusbko 0,6 Ginbwe 0,5 % 0,0 % (<MKB)
HecneyngikoBaHa AoMiluKa He 6inbwe 0,2 % (Ha MmomMeHT BUNycKy). He

0,0 % (<MKB)

CyMa JomMilok (6e3

JEKCaMETa3oHY) 0,0 % (<MKB)
CrepunbHicTDL Bignoeigae
bakTepianbHi eHAOTOKCMHK

Bignoeigae
KinbKicHe BU3HaYeHHA
AekcameTasoHy pocdar Big 3,80 mr go 4,20 wmr e 1 mn npenapary (95,0
% - 105,0 %) 3,98 mrimn
AWHaTpilo egeTtart Big 0,45 mr go 0,55 mr e 1 mn npenapary (90,0
% - 110,0 %) {Ha momeHT BUNycKy). Big 0,40 mr
Cepmudpixam nidnucano efeKmpoHHUM hidnucom D 040000113843

Crop.2 33



OAPMAK

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

ao 0,55 mr B 1 mn npenaparty (80,0 % - 110,0 %) 0,50 mrimn
KpeaTWHiH Big 7,20 mr go 8,80 mr e 1 mn npenapary (90,0

% - 110,0 %) {Ha momeHT BUNycKy). Big 2,40 mr

Ao 8,80 mr B 1 mn npenaparty (30,0 % - 110,0 %) 8,06 mr/imn
¥Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTtu Bumoram Bignoeigae
TepmiH npuAaTHOCTI: 2 pokun Do 02.2026
¥mosu sbepiranna. 36epiraTu B opuriHanbHiil ynakoBui npu Temnepartypi He suwe 25 °C.

3ansa npo cepradikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € gocTtosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BMpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BcTaHoBNEHa BignosigHicts GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaKeHHA

YnoeHoeaxeHa ocoba — NposigHuiA iHxeHep BCraBll AHppycuk-LLykiHa M.M. 19.03.2024

Bupobnnua finoHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo 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 gin 30.11.2023

—

(CHO
arecraliio

» L.
u\h\ VEHTIB

KoHTponb AKOCTi T2 BMAAYa 03BOAY Ha peanizayin:

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Ceigoy 20 Big 22.01.2019

b
’)
da_

Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000113843 Crop.3 33



OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten /daxc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

Ceprndikar axocri N2 040000116145

Pa¢g1®, pozunH ana in'exyyiin, 4 mr/mn no 1 mn B amnyni 3 6pyHarHoro (TemHoro) ckna, no
Samnyn y 6nicrepi, no 2 6nicrepn y navuui
1MN PO3YUHY MICTUTE JEKCAMETA3OHY HATPIIO DOCHATY ¥ MEPEPAXYBAHHI HA IEKCAMETA3OHY ®OCOAT 4MI

Homep cepii: 70524 KpaiHa oTpumyBau: YKpaiHa
KinbkicTe npogykuii: 220.660 Tuc.amn. Ne PeecTp. NocBigueHHs: UA/17536/01/01
Hata supotunyTea: 05.2024 TepmiH fii peecTp. noceiguenna:  22.07.2024

AHanis BUKOHaHM# no: MKA 13 no P NeUA/M 7536/01/01 Big 22.07.2018 p., 3minum Big 02.02.2024 p.

HalimeHyBaHHA NOKa3HUKIB Bymoru AHJ{cneundixkanyii) PesynbTaTn BUnpobyBaHb

Onmc MNpo3opa Ge3bapeHa piguHa (Ha MOMEHT BUMYCKY).
MNpo3opa GeibapeHa aBo XKOBTYBATOro KONLOPY
pianHa Bignoeigae
laenTudikayin
JAeKkcamMeTasoHy HaTpito qocdar Ha xpomatorpami BUNpoGOBYBaHOMO PO3UNHY,
ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHs.
JekcameTasoHy pocdat Ta KpeaTMHIH", yac
YTPUMYBaHHA Nika fekcaMeTasoHy HaTtpilo ocpaty
Mac CMiBnagaTh 3 Yacom YTPUMyBaHHA nika
JeKcaMeTascHy HaTpio pocdaTy Ha XpoMaTorpami
PO3UMHY NOPIBHAHHA 3 TOUHICTIO £ 2 % Bignoeigae
JAeKcamMeTasoHy HaTpito qocpar ¥neTpadioneToBUN cnekTp Nika AeKcameTasoHy
HaTpilo ¢ocdaTty Ha xpomaTtorpami BUNpoGoByBaHOIO

PO3uUMHY, ofiepXaHii

BU3HaveHHA. Jlekcapiela
KpeaTuHIH", Ma€ ¢is; {PBMM

mﬁ‘*"@

H)f NOpPIBHAHHA Tadg'la

1 fipW_JOBKUHI 'J241 5+
PLopm 2 vyﬂu‘h

e i
}”H 1 M.

CNEKTPOM nika gg

Xpomatorpami pé

MaKCUMYM NMOrANHG:
2} Hm Bignoeigae
AuHaTpilo egeTart Ha xpomaTtorpami BunpoﬁosyBaHoro PO3UKHY,

ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHs.

JuHaTpilo egeTaty”, yac yTpUMYBaHHA Nika

OUHaTpilo efeTaTy Ma€ cniBnaaaTti 3 Yacom

YTPMMYBaHHA nika AUHaTpilo efeTaty Ha

Xpomarorpami po3vyuHy NOPIBHAHHA 3 TOMHICTIO + 2

% Bignoeigae
KpeaTuHiH Ha xpomaTorpami BUNpoOOBYBaHOrO PO3UNHY,

ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHs.

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000116145 Crop.1 33



OAPMAK

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /bakc (0444968542, Ten. (044} 4852657 (uinonoGoso)

JekcameTascHy pocdar Ta KpeaTMHiH", Yac
YTPUMYBaHHA Nika KpeaTUHiHY Ma€e cniBnafgati 3
4acoMm YTPMMYBaHHA Mika KpeaTwHiHY Ha

Xpomarorpami po3uyuHy NOPIBHAHHA 3 TOMHICTIO + 2

% Bignoeigae
pH Big 7,0 po 8,5 75
MNpo3opicTb Mae Byt nposopum Bignoeigae
KenbopogicTb 3abapsneHHA npenapary Mac 6yt He

iHTEHCUBHIWWMM 3a eTanoH B9 (Ha momeHT

BUNYCKY). 3abapBneHHA npenapaty ma€ OyTu He

iHTEHCUBHIWWMM 32 eTanoH BYS Bignoeigae
O6'em, WO BUTAracTLCA He meHwe 1 mn Bignoeigae

MexaHiuHi BKNIOYeHHA: HEBUAMMI MaCcTKN

YacTok 3 poamipom 10 MKM | He Ginbwe 6000 B amnyni

Binbwe 42

YacToK 3 po3mipom 25 MKM | He Ginbwe 600 B amnyni

Binbwe 1
MexaHiuHi BKNIOJeHHA: BUAUMI MNpakTyYHO BiNbHWA Bif YaCTOK

YacTKu Bignoeigae

CynposigHi gomiwxm

JEeKCaMeTazoH He 6inbwe 0,5 % (Ha MmomMeHT BUNycKy). He

Binbwe 0,5 % 0,0 % (<MKB)
Jomiwka D He 6inbwe 0,2 % (Ha MomMeHT BUNycKy). He

6inbwe 0,5 % 0,0 % (<MKB)
JOMILLKA 3 BiHOCHHM Yacom He 6inbwe 0,2 % (Ha MoMeHT BUNycKy). He
yTpUMyBaHHA 6nusbko 0,6 Ginbwe 0,5 % 0,0 % (<MKB)

HecneyngikoBaHa AoMiluKa He 6inbwe 0,2 % (Ha

/ :LL)H.\'\H‘.H'HA‘;\

Binbwe 0,2 % 0,0 % (<MKB)
cyMa fomilok (6e3 He 6Ginbwe 1,0 % (i oﬂeglg i ke ‘i"é
JEKCaMETa3oHY) Ginbwe 1,0 % = ;} :j .' 0,0 % (<MKB)
CrepunbHicTDL MNpenapat mae 6yTu /l}pHHM K L Bignosigae
bakTepianbHi eHAOTOKCMHK lpaHUyuHa KOHLEHTpaLi 7K ¢
€HACTOKCHHIB B Npenaparti M e Binbwe 70
MO B 1 mn Bignoeigae
KinbKicHe BU3HaYeHHA
AekcameTasoHy pocdar Big 3,80 mr go 4,20 wmr e 1 mn npenapary (95,0
% - 105,0 %) 3,97 mrimn
AWHaTpilo egeTtart Big 0,45 mr go 0,55 mr e 1 mn npenapary (90,0
% - 110,0 %) {Ha momeHT BUNycKy). Big 0,40 mr
Cepmudpixam nidnucano efeKmpoHHUM hidnucom D 040000116145

Crop.2 33
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Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /daxc (0444968542, Ten. (044} 485-26 57 (uinonoboso)

ao 0,55 mr B 1 mn npenaparty (80,0 % - 110,0 %) 0,52 mrimn
KpeaTWHiH Big 7,20 mr go 8,80 mr e 1 mn npenapary (90,0

% - 110,0 %) {Ha momeHT BUNycKy). Big 2,40 mr

Ao 8,80 mr B 1 mn npenaparty (30,0 % - 110,0 %) 8,11 mrimn
¥Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTtu Bumoram Bignoeigae
TepmiH npuAaTHOCTI: 2 pokun Do 05.2026
¥mosu sbepiranna. 36epiraTu B opuriHanbHiil ynakoBui npu Temnepartypi He suwe 25 °C.

3ansa npo cepradikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € gocTtosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BMpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BcTaHoBNEHa BignosigHicts GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaKeHHA

YnoeHoeaxeHa ocoba — NposigHuiA iHxeHep BCraBll AHppycuk-LLykiHa M.M. 20.06.2024

Bupobnnua finoHULA:

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo AE N° 637430 Bip 07.04.2015;

Ceptudikat GMP N2084/2023/GMP Big 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 Big 15.12.2023; UP/1-530-10/21-03/13 Bin
28.10.2021, GMP_UZ - 08:2023 gig 30.11.2023

KoHTponb AKOCTi T2 BMAAYa 03BOAY Ha peanizayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigouTeo npo atectauiio N2 320 Big 22.01.2019

-H\'\'\'E?:\'\
s A\

TOKYMEHTIB \%\
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OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten /daxc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

Ceprndikar axocri N2 040000119021

Pa¢g1®, pozunH ana in'exyyiin, 4 mr/mn no 1 mn B amnyni 3 6pyHarHoro (TemHoro) ckna, no
Samnyn y 6nicrepi, no 2 6nicrepn y navuui
1MN PO3YUHY MICTUTE JEKCAMETA3OHY HATPIIO DOCHATY ¥ MEPEPAXYBAHHI HA IEKCAMETA3OHY ®OCOAT 4MI

Homep cepii: 111124 KpaiHa oTpumyBau: YKpaiHa
KinbkicTe npogykuii: 186.300 Tuc.amn. Ne PeecTp. NocBigueHHs: UA/17536/01/01
Hata supotunyTea: 11.2024 TepMiH fii peecTp. nocBigueHHA:  HeoGMeXeHWi

AHanis BUKOHaHM# no: MKA 13 no P NeUA/M 7536/01/01, 3minm Big 02.02.2024 p.

HalimeHyBaHHA NOKa3HUKIB Bymoru AHJ{cneundixkanyii) PesynbTaTn BUnpobyBaHb

Onmc MNpo3opa Ge3bapeHa piguHa (Ha MOMEHT BUMYCKY).
MNpo3opa GeibapeHa aBo XKOBTYBATOro KONLOPY
pianHa Bignoeigae
laenTudikayin
JAeKkcamMeTasoHy HaTpito qocdar Ha xpomatorpami BUNpoGOBYBaHOMO PO3UNHY,
ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHs.
JekcameTasoHy pocdat Ta KpeaTMHIH", yac
YTPUMYBaHHA Nika fekcaMeTasoHy HaTtpilo ocpaty
Mac CMiBnagaTh 3 Yacom YTPUMyBaHHA nika
JeKcaMeTascHy HaTpio pocdaTy Ha XpoMaTorpami
PO3UMHY NOPIBHAHHA 3 TOUHICTIO £ 2 % Bignoeigae
JAeKcamMeTasoHy HaTpito qocpar ¥neTpadioneToBUN cnekTp Nika AeKcameTasoHy
HaTpilo ¢ocdaTty Ha xpomaTtorpami BUNpoGoByBaHOIO
pPO3uMHY, ofiepXaHiil B po3aini "KinbkicHe

BU3HauYeHHA. [lekcameTasoHy qocdat Ta

qu

MaKCMMYM NOTAWHAHHA NpY ACB:
2} Hm

—

B
TIDIH

Bignoeigae

.. O

AuHaTpilo egeTart Ha xpomatorpami BunpofoByBar

JuHaTpilo egeTaty”, yac yTpUMYBaHHA Nika

OUHaTpilo efeTaTy Ma€ cniBnaaaTti 3 Yacom

YTPMMYBaHHA nika AUHaTpilo efeTaty Ha

Xpomarorpami po3vyuHy NOPIBHAHHA 3 TOMHICTIO + 2

% Bignoeigae
KpeaTuHiH Ha xpomaTorpami BUNpoOOBYBaHOrO PO3UNHY,

ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHs.

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000119021 Crop.1 33
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Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /bakc (0444968542, Ten. (044} 4852657 (uinonoGoso)

JekcameTascHy pocdar Ta KpeaTMHiH", Yac
YTPUMYBaHHA Nika KpeaTUHiHY Ma€e cniBnafgati 3
4acoMm YTPMMYBaHHA Mika KpeaTwHiHY Ha

Xpomarorpami po3uyuHy NOPIBHAHHA 3 TOMHICTIO + 2

% Bignoeigae
pH Big 7,0 po 8,5 75
MNpo3opicTb Mae Byt nposopum Bignoeigae
KenbopogicTb 3abapsneHHA npenapary Mac 6yt He
iHTEHCUBHIWWMM 3a eTanoH B9 (Ha momeHT
BUNYCKY). 3abapBneHHA npenapaty ma€ OyTu He
iHTEHCUBHIWWMM 32 eTanoH BYS Bignoeigae
O6'em, WO BUTAracTLCA He meHwe 1 mn Bignoeigae
MexaHiuHi BKNIOYeHHA: HEBUAMMI MaCcTKN
YacTok 3 poamipom 10 MKM | He Ginbwe 6000 B amnyni
Binbwe 46
YacToK 3 po3mipom 25 MKM | He Ginbwe 600 B amnyni
Binbwe 2
MexaHiuHi BKNIOJeHHA: BUAUMI MNpakTyYHO BiNbHWA Bif YaCTOK
YacTKu Bignoeigae

CynposigHi gomiwxm

JEeKCaMeTazoH He 6inbwe 0,5 % (Ha MmomMeHT BUNycKy). He
Binbwe 0,5 % 0,0 % (<MKB)
Jomiwka D He 6inbwe 0,2 % (Ha MomMeHT BUNycKy). He

JOMILLKA 3 BiHOCHHM Yacom
yTpUMyBaHHA 6nusbko 0,6

HecneyngikoBaHa AoMiluKa

CyMa JomMilok (6e3

LEeKCaMETasoHy)

Binbwe 0.5 %
He 6inbwe 0,2 % (Ha MoMeHT BUNycKy). He
Binbwe 0.5 %

He 6inbwe 0,2 % (Ha Mmomepyzs

Binbwe 0,2 %

He 6inbwe 1,0 % (Ha

Binbwe 1,0 %

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

CrepunbHicTDL MNpenapat mae ByTU CTE Bignosigae
bakTepianbHi eHAOTOKCMHK lpaHWYHa KOHLeHTpaLin Ba
€HACTOKCHHIB B Npenapari
MO B 1 mn Bignoeigae
KinbKicHe BU3HaYeHHA
AekcameTasoHy pocdar Big 3,80 mr go 4,20 wmr e 1 mn npenapary (95,0
% - 105,0 %) 4,00 mrimn

JuHarpilo egerar

Big 0,45 mr go 0,55 mr e 1 mn npenapary (90,0
% - 110,0 %) {Ha momeHT BUNycKy). Big 0,40 mr

Cepmudpixam nidnucano efeKmpoHHUM hidnucom

ID 040000113021
Crop. 2

33



OAPMAK

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

ao 0,55 mr B 1 mn npenaparty (80,0 % - 110,0 %) 0,49 mrimn
KpeaTWHiH Big 7,20 mr go 8,80 mr e 1 mn npenapary (90,0

% - 110,0 %) {Ha momeHT BUNycKy). Big 2,40 mr

Ao 8,80 mr B 1 mn npenaparty (30,0 % - 110,0 %) 8,08 mrimn
¥Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTtu Bumoram Bignoeigae
TepmiH npuAaTHOCTI: 2 pokun Do 11.2026
¥mosu sbepiranna. 36epiraTu B opuriHanbHiil ynakoBui npu Temnepartypi He suwe 25 °C.

3ansa npo cepradikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € gocTtosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BMpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BcTaHoBNEHa BignosigHicts GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaKeHHA

YnoeHoeaxeHa ocoba — NposigHuiA iHxeHep BCraBll AHppycuk-LLykiHa M.M. 03.12.2024

Bupobnnua finoHULA:

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo AE N° 637430 Bip 07.04.2015;
Ceptudikat GMP N2084/2023/GMP Big 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 Big 15.12.2023; 530-10/24-06/02 Big
02.09.2024, GMP_UZ - 08:2023 eig 30.11.2023

KoHTponb AKOCTi T2 BNAAYa 03BOAY Ha peanizayin:
YKPAIHA, 04080 m. Knie-80, Byn. Kupuniscoka : }Q Npo aTectauiio N2 390 eig 22.01.2019

. JOKY MEHTIB )c_

Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000119021 Crop.3 33
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Ten, (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./dakc (044)49689-42, Ten. (044) 485-26-57. (uinono6ogo)

Cepruoikar akocri Ne 040000115891

Pa¢T® postwm Anﬂ iH'eKuiii, 4 mr/mn no 1 mn B amnyni 3 6GpyHaTHOro (TeMHOro) ckna, no
5amnym y 6nicrepi, no2 6nicrepn y nauui
1Mn Po3LlMHy MICTUTb [EKCAMETASOHY HATPIIO ®OCOATY. Y MEPEPAXYBAHHI HA [JEKCAMETA3OHY. OOCOAT 4MF

Homep cepii: y 50524 v . Kpaina otpumysau: YkpaiHa
v KinbkicTn npo_nyKui‘ﬁ | '221;690 Tuc.amn. ‘ Ne Pee(."ﬁ‘rp. MocBifYeHHs: UA/17536/01/01
PIELCH BMpOGHVILlTBa 05,2024 T © Tepiin g peectp. nocsimeHHﬂ" 22,07.2024

Avanis BUKOHAHMUI1 O; - MK /13 no PI'I NeUA/17 )36/01/01 Bif 22.07. 2019 p 3MiHN Bin.02.02.2024 p.

HalimenyBaHHA ndxasiﬂmxis : Bumoru AHA(cneundikawjii) . } s PesynbTaTtn Bunpo6yeanb

 On|/|c ‘ | Mposopa 6e3b6apsHa pignHa (Ha MOMeHT BUMYCKY)..
‘ , : MNpo3opa 6e36apBHa abo >KOBTYBaTOro Konbopy
_ ’pIAMHa - i Bi;moai,qae'
lp|eH'rv1¢iKaqisi :
JleKcameTasoHy HaTpito.pocdar Ha xpomatorpami BUNPO6OBYBaHOro po3uuHy,
qnepman—aiﬁ_g’p_os,qini "KinbkicHe BU3HAYeHHS. .
[lekcameTasoHy d>ocd)én' Ta-KpeaTuHiH", yac
erMMyBZiHHﬂ nika AeKcaMeTasoHy HaTpiio docdary
Mae cnisnagatu 3 Hacom yTpl{i‘MyBaHHﬂ nika -
' neKcamesTaé.oHy HaTpito docdaty Ha xpomaTorpami
of PO3UMHY NOPIBHAHHA 3 TOYHicTIO + 2 % Bignosigae
JieKcéMéTaébﬁy'Haniro. ¢oc¢zﬁ : yanpad:llOHeTOBI/ll/I cneKTp nika neKcameTasoﬁy
‘ - HaTpilo 4|>ocd)aTy Ha Xxpomatorpami anpo6osyBaHoro
pPo3uuHy, ofepxaHin B po3gini "KinbkicHe .
BmsHau,eriﬁ;i. HexcametasoHy pocdar Ta '
g KpéaTMHiH"_, Ma€-cniBnajgatu 3 y,anpaéfonf_aTOBI/iM
CMEKTPOM MiKa JleKcaMeTa3oHy l+afpi|o docdaty Ha
XpOMaTorpami-po3UMHY NOPIBHSIHHA Ta MaTu
MaKcuMym nornM_HaHHﬂ:np'm OOBXUHI xBuUnNi (241,5 %
" 2) HM Binnosinae
[MHaTpilo efeTat Ha xpomanorpawu anpo6osyBaHoro posqvu-iy,
Op,ep)KaHII/l B pos,qlm "KIJ’leICHe BmsHaquHﬂ
ﬂmHanltOI efleTary", yac yTpVIMyBaHHFI rika
OVHaTpil . efeTaTy Mae cniBnagaTv 3 4acom
YTPUMyBaHHA Mika AMHATPIi0 epeTaty Ha ‘
xpoMa'Ton'paMi pO34UHY nop_iéHﬁHHﬂ 3 TOYHiIcCTIO £ 2
% Binnosipae
: KpeaTUHIH . - o ) Ha xpomatorpami BI/II'IpO6OByBaHOFO pPO34nHYy,

'onepx(aHm B po3aini "KinbKicHe BUSHaUeHHS.

Cepmud)/Kam nidnucako enekmpoHHuUM nidnucom i ' ID 040000’1 15891
Crop.1 33
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Ten, (044) 406:87- 87 Ten /¢axc (()44) 239 19 38 Ten. I¢aKc (044)49689-42 Ten. (044) 485 26-57. (umonoﬁoao)

, }J,eKcameTaSOHy d)occbaTv Ta eraTMHiH" .HMac
' YTpI/IMyJBaHHH r||Ka eraTVIHIHy Mae cmBna,u,aTm 3
. HaCOM wrpmmyEsaHHﬂ nika erarMHmy Ha

xpomamrpaw \p03HVIHy NOPIBHAHHA 3 TOUHICTIO 2

: % » ] : Bignosinae
B S T BTG 8B . 75
np030‘piCTb’ ' : Mae 6y19|/| nposopum ’ ‘ Bignosigae

Konboposicts -« 7 3abaperneHHs nipenapary mMae 6yTu He
, ul s ‘ : HTEHCUBHILIUM 3a_'eranjoH B9 (Ha MomeHT:
~BUMNYCKY). 3a6aaneHHsi’npénatpaTy mMae 6ytu He
‘ , iHTeHCMBHIWMM 33 eTanoH BY5 Bignosigae
b@‘em, mo'BwTﬂradbtﬂ S He MeHll.lev_1 MJI . i : Bignosigae

.MexaHiuHi BKNnIoYeHHA: HeBUANMI YacTKU

.HacTok 3 posmipom 10 MKM i - He ‘6i‘nb.lue 6000 B amriyni

- 6inbue: d - » 5 o . r . : . : ey 43

' YacTok 3.posmipom 25 MKM i ~ He 6‘;i.31mué'6_0'0 B amnyni-: |
6inblie ' ' : : ‘ 1
MexaHiuHi BKIloUYeHHS: BUgUMI MpakTnuxo éianMﬁ Bif} YacToK

“-laCT_KI/( e s _ : N E ' . ) Bignoeigae

Cynposin‘ui AOMilUKU

v qu"KC\aM‘evTéBOl-l.. : ' He 6inbwe 0,5 % (Ha MoMeHT Burnycky). He
¥ | Ginbwe 0,5% ' . 0,0 % (<MKB)
Aomilka D / He 6im>lu1e-0‘,_2 Y% (Ha MOMEHT BI/IHYCKy). He
: Ginbwe 0,5 % ‘ 0,0 % (<MKB)
JiOMiLUKa 3 BingcHMM Yacom ‘, He 6|nbLue 0 2 % (Ha MOMeHT anyCKy) e .
YTPUMYBaHHSA 6nm3bK6 0,6 L Ginblue 0, 5 % : . : | 0,0 % (<MKB)
HecneuvicbiKOBaHa AoMmiwKka . He 6inblue 0,2% (Ha MOMEHT BUMycky). H ,

Ot ; ’ inbiue 0,2 % o g » 0,0 % (<MKB)
c:yM>a';£vl,bMiLud;<' (6es3 i S He Ginbue 1, 0 % (Ha MomeHT BwnyCKy) | |
[leKkcameTasoHy) 6inblwe 1,0 % 0,0 % (<MKB)

CTepunbHicTb T Mpenapat Mae 6yt crepmanMM BigroBigae
BakTepianbHi EHAOTOKCMHM ] paHI/I‘-IHcl KoHLeHTpaLyis 6aKTep|aanmx

EHJJ0TOKCUHIB B npenapaﬂ Mae 6mi He 6inbuie 70

MO & 1 ma , : ' Bignosigae
KinbkicHe BusHaueHHa , '
pLeKéameTa30Hy docoar " Big 3,80 mMr 504,20 Mr B 1‘Mﬂ npenapary (95,0
: , % -105,0.%). R 3,99 mrimn
LVHaTpilo efeTar | , . Bin 0,45 mr o 0,55 mr 5 1'mn npe’r'lapaTy‘(QO',O 4

% -110,0 %) (Ha momeHT Bunycky). Big 0,40 mr

Cepnmmbtgam‘mbrjrucaﬂo €J1eKMPOHHUM nlanucvomr- _ _ : » . 1D-040000115891 Crop.2 33




R W

Ten (044) 496- 87-87, Ten./daxc (044) 239-16- 38, Ten Idakc (044)49689-42 Ten (044) 485-26-57 (ulno,qoﬁoso)

e e e - ho 0,55 mr 8 1 mn npe]napafy (80,0 % ~110,0 %) 2 0,52 mr/mn
. K’peaTVIHiH‘ wdr g %0 Bin 7,20 mr 10 8,80 mr & 1 M npenapary (90,0 : '
: %-110,0 %) (Ha MOMeHT Bwnycxy) Bin 2,40 mr el
‘ ‘_p,o 8, 80 Mr B! 1 Mn npenapaTy (30 0] % =110,0 %) " 8,08 mr/mn. .
YHaK'é)BK,é : Al i o, o e 'v Mae Blp,nosmam BUMOram ' i o 4 bBip,noBi‘qaey
MapkyBaHHa . - - i e Mae signosigat BuMoram S _-Binniosigae
_Te]pnnfu npuAaTHoCTI: ok | ! : R 2b pbm | ' , | [o 05.2026

“YnioB1 36ep|ral~||-m - 36epiraTu B opuriHanbHil ynakosLi npu TemnepaTypi He sulile 25 °C.

KomeHTapl

3aaBa npo ceprudikadiio: ; 7
. Unm s 3acsiguyio;. UJ,O BULEBKa3aHa iHpopmallis € ,qoc*roslpcho i TouHolo. Lito" cepiio npoAyKu,u 6yno BUpo6neHo (BKnovatouy
YNaKoBKy/MapKyBaHHsI) Ta' NPOBeAeHUA KOHTPOSb 1i SIKOCTI Ha'* HUKUEBKa3aHil AinbHUUi B NoBHil BignosigHocTi no Bumor GMP;

BCTAHOBJIEHWX MICLIEBUM PErynaTOpHUM OPFaHOM, a TaKOX Y BifMOBIAHOCTI i3 cneyndikaLismm, AKi 3HaXOAATbCA y peectpauifiHomy
ACiCbE/TOpI'OBOI nlu,eH3|| MpoTtokonu Bmpo6HmuTBa naKyBaHHn Ta aHanisis 6ynu nepesipeHi Ta BcTaHoOBMeHa BignosigHicTe GMP.

HozBoneHo po peamsauu | no BigBaHTaXKeHHs

YrnoBHoBaxeHa 0coba — MpoBigHu iHxeHep BCTaBI _AnnbyCMK-LLlyKiHa M.M. 11.06.2024

BupoGqua BinbHunus: -~

YKPATHA, 04080 m. KMIB-80 BYN.- Kupuniscbka, 74; Jliuensia Ha Bupo6Huuteo AE N 637430 8ig 07.04. 2015
Cepmd:maT GMP N°084/2023/GMP Blp, 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 Bl}.l 15.12.2023; UP/I- 530 10/21-03/13 Big,
28.10.2021; GMP UZ-08:2023 Big-30.11.2023

: Komponb AKoCTi Ta vaaqa Aossony Ha peamsaulﬁo : :
S5 yKPAlHA 04080 M. Kuis-80, Byn KMpMﬂIBCbKa 74; CBmC)uTBo npo arecrtauito N2 390 sig 22.01 2019

%

' Ceprnﬁudiikam niénucdHo €J1eKmpOHHUM hidnucom : : v ID 0400

A 00357 7&} owof 20¢Y [
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