OAPMAK

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

Ceprndikar axocri N2 040000111684

Hedam, pozuun ana in’exuin, 10 mr/mn, no 2 mn B amnyni, no 5 amnyn y Gnicrepi, no 1
6nicrepy y navui
1M1 PO3UMHY MICTUTEL HENOMAMY MAPOXIOPUAY 10,0MI

Homep cepii: 71123 Kpaina oTpumyBau: YKpaiHa
KinbkicTe npopykuii: 112.710 Tuc.amn. Ne PeecTp. NocBigueHna: UA/18031/01/01
Hata supotunyTea: 11.2023 TepmiH aii peectp. noceiguenna:  09.04.2025

AHanis BUKOHaHM# no: MKA 113 no P N2 UA/18031/01/01 Bin 09.04.2020 p., 3miHn Big 25.11.2022 p.

HaiimeHyBaHHA NOKAa3HUKIB Bumoru AHJ{cneumdikanyii) PesynbTaTv BUnpobyBaHb
Onnc MNpo3opuin Ge3bapBHUA po3UKH Bignoeigae
laeHTHdiKaLin
Hedionamy rigpoxnopvg Ha xpomaTorpami BUNpoBoByBaHOrO poO3UnHY,

ofiepxaHiin B pozgini "KinbkicHe BU3HaYeHHA",

4ac YTPUMYBaHHA Nika Hedonamy rigpoxnopuay Mae

cniBnNagaTu 3 YacoMm YTPUMYBaHHA Nika Hedonamy

rigpoxniopuay Ha XpomaTorpami po3unHy

NOPIBHAHHA 3 TOUHICTIO * 2 % Bignoeigae
Ha xpomaTorpami BUNpoBoByBaHOro po3unHYy,

ofiepxaHiin B pozgini "KinbkicHe BM3HaYeHHA",

CNeKTp Nika Hedronamy rigpoxnopuay mae

cniBNagaTu 3 cNeKkTpom nika Hedonamy

Bignoeigae
MNpo3opicTb Bignosigae
KonbopogicTb
Bignoeigae
pH 55
CynposigHi gomilxm
Gypb-Aka gomillka 0,05 %
CyMa JOMILIOK He 6inbwe 1,0 % 0,1 %
MexaHiuHi BKNIOJeHHA: BUAUMI MNpakTyYHO BiNbHWA Bif YaCTOK
YacTKu Bignoeigae
MexaHiuHi BKNIOYeHHA: HEBUAMMI MaCcTKN
YacTok 3 poamipom Ginbwe abo He Ginbwe 6000 B amnyni
AopiBHICE 10 MKM 69,87
YacTok 3 posmipom Ginbwe abo He Ginbwe 600 B amnyni
AOPIBHICE 25 MKM 48
CrepunbHicTDL MNpenapat ma€ 6yTU CTEpPUNBbHUM Bignosigae
Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 0400001711684 Crop.1 32



OAPMAK

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

O6'em, O BUTAracTLCA He meHwe 2,0 mn Bignoeigae
bakTepianbHi eHBOTOKCMHK He 6inbwe, Hix 29 MO/mn Bignoeigae

KinbKicHe BU3HaYeHHA

Hedonamy rigpoxnopvg Big 9,50 mr go 10,50 mr B 1 Mn npenapaty 9,96 mrimn
Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
Tepmin npuaaTHoCTI: 2 poru Do 11.2025

¥mosu sbepiranna. 36epiratv B opuriHanbHiil ynakosUi npn Temnepartypi He suwe 25 °C
KomexTapi:

3ansa npo cepridikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € gocTtosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAIOUK
YNaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI HA HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosighocTi ao sumor GMP,
BCTAHOBMEHWX MICLIEBUM PeryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BcTaHoBNEHa BignosigHicTs GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaXeHHA

YnoeHoBaxeHa ocoba — posigHuiA iHxeHep BCraBll AHgpycuk MM, 12.12.2023

Bupobnnua finoHULA:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo AE Ne 637430 Bip 07.04.2015;

Ceptudikat GMP/EAEU/BY/0045-2021 Big 25.02.2021; Ceptndikat GMP Ne084/2023/GMP eig 09.10.2023;
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UP/1-530-10/21-03/13 Big 28.10.2021

KoHTponb fIKOCTi T2 BMfjaua jO3BOAY Ha peanis

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscb ito Ne 390 eig 22.01.2019
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Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 0400001711684 Crop.2 32



Ten, {044) 496-87-87, Ten./parc (044) 238-18-38, Ten./paxc (044)49688-42, Ten, (044) 485-26-57 {uinonoboso)

Ceptudikar akocti Ne 040000120751

Hedam, posumH gnsa in’ekuiin, 10 mr/mn, no 2 mn B amnyni, no 5 amnyn y 6nicrepi, no 1
6nicrepy y nauui
1MA PO3YUHY MICTUTb HEMOGAMY TAPOXIOPUAY 10,0MI

Homep cepii 30325 KpaiHa oTpumyBsau: Ykpaita
KinbKicTb npogyKuir: 98.350 Tuc.amn. N¢ PeecTp. nocsigueHHs: UA/18031/01/01
NaTa supobHuuTBa: 03.2025 TepmiH aii peecTp. NocBiaYeHHA:  HeobmeXeHWi

AHani3 BUKOHaHWI No! MKA N3 po PI Ne UA/18031/01/01, 3minw Big 13.09.2024 p.

HalimeHyBaHHA nokKa3HuKis Bumorn AHJ(cneuudikauii) PezynbTaTu BunpobyeaHb

Onuc Mpo3opuin 6e3dbapBHUI PO3UNH Binnosijae
IaenTudikayin
Hedonamy rigpoxnopug Ha xpomarorpami sunpo6oByBaHOro PO3UUHY,

ofiepxaHiin B posgini "KinbkicHe Bu3HaueHHa",
4ac YyTPUMYBaHHA Mika Hedonamy rigpoxnopuiy mae
CMiBMagaTyt 3 YacoM YTPUMYyBaHHA Nika Heponamy
rigpoxnopuay Ha xpomartorpami po3uuHy
MOPIBHAHHSA 3 TouHicTio £ 2 % : Bignosinae
Ha xpomaTtorpami BUNpo6oByBaHOro po3yuHy,
oaepxaHii B po3aini "KinbkicHe BusHaueHHA",
cnekTp nika Hedonamy rigpoxnopuiy Mae

cniBnanaTty 3 CNexkTpom rika Hedornamy

riapoxnopuay Ha XpomaTorpami PO3UMNHY NOPIBHAHHA Bignosigae
fpo3opicTts Po34nH mae 6yt Npo3opum Bignosinac
KonboposicTb 3abapsneHHa po3vrnHy Mac OYTN He IHTeHCBHILLAM
3a etanoH B9 Bianosigac
pH Bin 5,2 no 5,6 54
CynposBigHi pomiwkn
6yfb-sika aomilliKa He 6inbwe 0,20 % 0,03 %
cyma [OMiLLOK He 6inbwe 1,0 % 0,0 %
MexaHiuHi BKNIOYeHHA: BURUMI MpakTuyHO BiNbHWIA Bif 4aCTOK |
YacTKu Bignoeigae

MexaHiYHi BKNIOUYeHHA: HeBUAUMI YacTKu

YacToK 3 po3mipom binble abo He 6inbwe 6000 B amnyni

nopisHioe 10 MKm 37

YacTok 3 posmipom binsuwe abo He 6inbiwe 600 B8 amnyni

[OpiBHIOE 25 MKM ?
CrepunbHicTb Mpenapat mae byTu cTepunbHUM Bianosinac

Cepmucpikam nidnuUcaHo enekmpoHHUM nidnucom ID 040000120751 ('m-p '1 - .9




)

Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./dpakc (044349689-42, Ten, (044) 485-26-57 (uinogoboso

O6'em, 10 BUTATAETHCA He meHwe 2,0 mn Binnosinae
bakrepianbHi eHLOTOKCUHY He 6inbuwe, Hix 29 MO/mn ‘ Bianosigae

KinbKicHe BU3HauyeHHs

Hedonamy rigpoxnopug Big 9,50 mr go 10,50 mr 8 1 mn npenapaty 10,05 mr/mn
YrakoBka Mae BignoBigaTn BUMOram Binnosigae
MapkyBaHHa Mae signosinaTtu Bumoram Binnosinae
Tepmin npugarHocri: 2 poku o 03.2027

YmoBu 36epiranna:  36epiraTu 8 opuriHanbHin ynakosui npu temnepatypi He suule 25 °C

KomeHTapi:

3anBa npo ceprudikauito:

LUum s 3acsiguylo, wo suuweskasaHa iHbopMauis € BocTosipHo i TouHow. Lo cepilo npoaykuii 6yno BupobneHo (BKMUa0UN
ynakoBKy/MapKyBaHHS) Ta NPOBEAEHUIN KOHTPOSb 1i AKOCTI Ha HUMUEBKasaHili AinbHWUI 8 NOBHIW BifnosigHocTi po sumor GMP,
BCTAHOBNEHVIX MICLLEBUM PErynsaTOPHUM OPraHoMm, a Takox Y BigNoBigHocTi i3 cneyudikalisamu, AKi 3HaXOAATLCA Y PEECTPALiHOMY
[OCbE/TOProBoi niueHsii. MpoTokonu BUpobHULTBa, NaKyBaHHs Ta aHanisis 6ynu nepesipeHi Ta BCTaHoBNeHa BignosigHicTs GMP.

DozBoneHo no peaniszauil / fo BifiBaHTaXeHHA

YnosHoBa)eHa ocoba — [NposigHun iHxeHep BCraBM Angpycuk-LUykiHa M.M. 24.03.2025

Bupo6Huua ginbHnus:

YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscobka, 74; flieHsia Ha supobHuuteo AE N 637430 sin 07.04.2015;
Ceprtudikat GMP N°084/2023/GMP gig 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 sig 15.12.2023; 530-10/24-06/02 sig
02.09.2024, GMP_UZ - 08:2023 Big 30.11.2023

KouTtponb sakocTi Ta BUAaua fo3BONY Ha peanisalilo:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscoka, 74; Ceinouteo npo arecrallito N¢ 390 sin 22.01.2019

Cepmudpikam nidnucaHo enekmpoHHUM nidnucom ID 040000120751

b ap segr Eig 27.08 2028 %’
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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 (uinonoBoso)

Ceprudikar akocti N2 040000120759

Hedam, posunn ana in’ekuiii, 10 mr/mn, no 2 mn B amnyni, no 5 amnyn y 6nicrepi, no 1
6nicrepy y navui
1M PO3YMHY MICTUTb HEMO®AMY FIPOXIOPUAY 10,0MI

Homep cepii: 40325 KpaiHa orpumyBay: YipaiHa
KinbKicTb npogyKuii: 112.065 Tuc.amn. N2 PeecTp. MOCBIQUEHHRA: UA/18031/01/01
[JaTa Bupo6HuLTBa: 03.2025 TepMiH fii peecTp. NocBigueHHA:  HeobmexeHui

AHani3 BUKOHaHWI No: MKS 113 go P Ne UA/18031/01/01, 3minu Big 13.09.2024 p.

HalimeHyBaHHA NOKazHUKIB Bumoru AHA(cneuudikauii) PesynbraTy BUnpo6yeaHb

Onuc Mpo3sopuit 6e36apeHU PO3UNH Bignoeigae
InenTudikayis
Hedonamy rigpoxnopua Ha xpomatorpami BUNpoboByBaHOro posuuHy,

ofiepxaHil B po3aini "KinbkicHe BU3HaueHHA",
yac yTpumMyBaHHA Nika Hedonamy rigpoxnopuay mae
cniBnanaT 3 Yacom YTPUMYBaHHA MNika Hedonamy
rigpoxnopuay Ha xpomartorpami posynHy
nopiBHAHHA 3 TouHicTo £ 2 % Bignosinae
Ha xpomaTtorpami Bunpo6oByBaHOro posuniHy,
oflepxaHii B po3aini "KinbKicHe BU3HaueHHs",
cnekTp nika Hedonamy rippoxnopugy mae

cniBnagaTyt 3 CnekTpoMm nika Hedonamy

rigpoxnopuay Ha XpomMatorpami Po3unHYy NMOPIBHAHHA Bignosigae
MNpo3sopicTb Po3umnH Mae byt nposopum Bignosigae
Konboposictb 3abapBeHHA PO3UNHY Ma€ BYTU He IHTeHCUBHILIUM
3a eTanoH B9 Bignosigae
pH Bin 5,2 0o 5,6 5,4
CynposiaHi foMilWKu
6ynb-AKa gomilika He 6inbiue 0,20 % 0,02 %
cyma JOMILIOK He 6inbwe 1,0 % 0,0 %
MexaHiuHi BKAOUEHHA: BUANMI MpaKTUUHO BINbHWIA Bif 4aCTOK
YacTKu Bignosigae

MexaHiuHi BKAIOMeHHA: HeBUANMI YacTKu

YacTok 3 posmipom 6Ginblie abo He 6inbwe 6000 B amnyni

nopisHioe 10 MKM 4 129

YacTok 3 po3mipom 6Ginbiue abo He 6inblwe 600 B amnyni

nopisHioE 25 MKM 5
CrepusibHicTb Mpenapat Mae HyTh CTEPUNBHUM Bipgnogigae
Cepmugpikam nidnucaro enekmpoHHUM nidNUCOM ID 040000120759 Crop.1 32




P
Farmak
el OAPMAK
Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./paxc (044)49689-42, Ten. (044) 485-26-57 (uinonoGoso)
0O6'em, WO BUTATAETLCA He meHwe 2,0 mn Bigrosinae
BakTepianbHi eHAOTOKCUHW He 6inble, Hix 29 MO/mn Bignosinae

KinbKicHe BU3HaueHHsA

Hedonamy rigpoxnopug Big 9,50 mr no 10,50 mr B 1 mn npenapaty 10,04 mr/mn
YnakoBKa Mae Bignosigaty BuMoram Bionosinae
MapkyBaHHs Mae Bignosigarv sumoram . Bignoginae
Tepmin npupaatHocri: 2 poKu Lo 03.2027

YmoBu 36epiranna;  36epiratii B opuriHanbHi ynakosui npu temnepatypi He suwe 25 °C
KomeHTapi:

3aaBa npo ceptudikauito:

Lum s 3acBiguyio, U0 BUlleBKasaHa iHbopmaLis € focToBipHOto | TouHot. Lo cepito npoaykuii 6yno BUPOGsEeHO (BKAOUaOUM
yNaKkoBKy/MapKyBaHHs) Ta NPOBEAEHUIA KOHTPONb ii AKOCTI Ha HUKUYeBKasaHii AinbHWULI B NOBHIN BiANoBigHOCTI Ao BUMOT GMP,
BCTAHOBAEHUX MICLEBUM PErYAATOPHUM OPraHOM, a TaKOX Y BifNosigHOCTI i3 crieundikaLiamu, AKi 3HaXOAATLCA Y peecTpalinHomy
AoChe/Toprosoi nileHsii. MpoTokonu Bupo6HULITBA, NaKyBaHHA Ta aHanisis 6ynu nepesipeni Ta BCTaHOB/EHA BignosigHictb GMP.

Ho3BoneHo po peanizauii / Ao BigBaHTaXeHHA

YrnoBHOBa)eHa ocoba — MposigHuit iHxeHep BCTaBll AHppycuk-Llykina M.M. 25.03.2025

Bupo6Huua finbHUUA:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; NiueHsia Ha BupobHuyteo AE N2 637430 Big 07.04.2015;

Ceptudikat GMP Ne084/2023/GMP gig 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 Bin 156.12.2023; 530-10/24-06/02 sig
02.09.2024, GMP_UZ - 08:2023 sig 30.11.2023

KoHTponb sKocTi Ta BUfaua AO3BOAY Ha peanizauilo:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Csigoutso npo atectauiio Ne 390 sig 22.01.2019

Cepmudikam nidnucaHo enekmMpoHHUM hidnucom ID 040000120759
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