QJapM@

OAPMAK

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

Ceprndikar axocri N 040000112142

AianinoH® Typ6o, posuuH ansa indysiia 1,2 % no 50 mn y dnakoni, N2 10 y nauni

1M1 PO3UKWHY MICTUTb METNIIOMIHOBOT COMI ANbOA-MINOEBOT KUCNOTK 23,354 M, WO BIANOBIAAE 12MrM

ANbGA-NINOEBOT KWCNOTK

Homep cepii: 631223 Kpaina oTpumyBau: YKpaiHa
KinbkicTe npogykuii- 38.180 Twuc.dnak. Ne PeecTp. NocBigueHnA: UAJ0794/01/02
Hata supoGunyTea: 12.2023 TepMiH aii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHanis BUKOHaHu# no: MKA 13 no P NeUA/0794/01/02, 3minm Big 22.03.2022 p.

HaiimeHyBaHHA NOKA3HUKIB Bumoru AHJ{cneumndikanii)

PesynbTatv BunpobysaHn

Onnc [po3opa XKOBTC-3€N1eHoro KONLopy piguHa Bignosigae
laeHTHdiKaLin
anbda-ninoesa KNCNoTa Ha xpomaTorpami BUNpoBoByBaHOrO poO3UnHY,
OTpUMaHiin ¥ po3gini "KinbkicHe BU3HaYeHHA",
4ac YTPUMYBaHHA OCHOBHOTC Mika anb{a-ninoesoi
KMCIIOT Ma€ CriBnagaTh 3 Yacom YTpPMMYBaHHA
OCHOBHOTOC NiKa anb¢:a-ninoeBoi KNCNOTH Ha
Xpomarorpami po3vyuHy NOPIBHAHHA 3 TOMHICTIO + 2
% Bignoeigae
MNpo3opicTb Mae Byt nposopum Bignoeigae
KonbopogicTb OnTUYHa ryctuHa npenapary 3a AoBXWHW XBUN|
430 Hm mae 6ytu sig 0,097 go 0,160 0,136
MexaHiuHi BKNIOYeHHA: HEBUAMMI MaCTKN
YacTok 3 poamipom 10 MKM i He Ginbwe 6000 y pnakoHi
Sinble 827
YacToK 3 po3mipom 25 MKM | He Ginbe 600 y $nakoHi
Sinble 13
MexaHiuHi BKNIOYEHHA: BUaUMi MNpakTUJHO BiNbHWA B >
YacTKu i K{\ Bignoeigae
MycrnHa Big 1,0005 ricm3 B F’ 1,0177 rfem3
KiHemaTlyHa B'A3KICTD Big 1,35 mm2*c-1 1,46 mm2*c-1
pH Big 7,7 po 8,5 8,2
OcMonANbLHICTE Big 480 mocm/kr fo 507 mOcmonb/kr
CynposigHi gomilxm
6,8- eniTpuTicoKTaHOBA He &inbwe 0,5 %

KWCNoTa
He 6inbwe 1,3 %
He 6inbwe 1,5 %

HeigeHTU(GIKOBaHI JOMIlLKK

cyma HeigeHTUdiKoBaHMX

0,0 %
0,0 % (<MKB)

Cepmudbixam nidnucano efeKmpoHHUM hidnucom

D 040000112142

Crop. 1
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OAPMAK

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

ROMILIOK 0,0 % (<MKB)
CyMa BCiX JOMILIOK He 6inbwe 2,0 % 0,0 % (<MKB)
O6'em, WO BUTAracTLCA He meHwe 50 mn Bignoeigae
CTepunbHICTDL Mae OyTn cTepunbHUM Bignoeigae
bakTepianbHi eHBOTOKCMHK lpaHWYHa KOHLEHTpaUifa eHAOTOKCUHIE B
npenaparti Ma€ 6yTu He Ginbie 6 MO B 1 mn Bignoeigae

KinbkicHe BU3HaYeHHA

anbda-ninoesa KNCNoTa Big 11,4 mr go 12,6 mr e 1 mn npenapaty 12.1 mrimn

MernomiH Big 11,21 mr go 12,98 mr B 1 mn npenapary 12,41 mr/mn
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTti Bumoram Bignoeigae
TepmiH npaaTHOCTI: 4 pokun Do 12.2027

¥moBu 3bepiranna. 36epiratu B opuriHanbHiil ynakoeUi npu Temneparypi He suwe 25 °C
KomeHTapi:

3anBa npo cepridikayio:

Lum A 2aceipguyio, WO BULeBKa3aHa iHdopMaLlia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YNaKoBKy/MapKyBaHHA) Ta NpOBeAeHWi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil AinbHUU| B NOBHIi BignoeigHocTi ao sumor GMP,
BCTAHOBMEHWX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneungikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeHi Ta BcTaHoBNEeHa BignosigHicTs GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaXKeHHA

¥noeHoeaxeHa ocoba - HauansHuk eigginy BCtaBM 28.12.2023

Bupo6Hnua finbHULA:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; NiyeHsia Ha

Cepmudikat GMP Ne807/2023/GMP eig 30.11.2023; N2084/20 J i .10.20; ,")I-H /1-530-10/21-03/13 eig 28.10.2021

KoHTponb AKOCTi T2 BNAaYa f03BOAY Ha peanisayin:

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000112142 Crop.2 32



QJapM@

OAPMAK

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

Ceprndikar axocri N 040000113437

AianinoH® Typ6o, posuuH ansa indysiia 1,2 % no 50 mn y dnakoni, N2 10 y nauni

1M1 PO3UKWHY MICTUTb METNIIOMIHOBOT COMI ANbOA-MINOEBOT KUCNOTK 23,354 M, WO BIANOBIAAE 12MrM

ANbGA-NINOEBOT KWCNOTK

Homep cepii: 70224 Kpaina oTpumyBau: YKpaiHa
KinbkicTe npogykuii- 38.210 Twuc.dnak. Ne PeecTp. NocBigueHnA: UAJ0794/01/02
Hata supoGunyTea: 02.2024 TepMiH aii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHanis BUKOHaHu# no: MKA 13 no P NeUA/0794/01/02, 3minm Big 22.03.2022 p.

HaiimeHyBaHHA NOKA3HUKIB Bumoru AHJ{cneumndikanii)

PesynbTatv BunpobysaHn

Onnc [po3opa XKOBTC-3€N1eHoro KONLopy piguHa Bignosigae
laeHTHdiKaLin
anbda-ninoesa KNCNoTa Ha xpomaTorpami BUNpoBoByBaHOrO poO3UnHY,

OTpUMaHiin ¥ po3gini "KinbkicHe BU3HaYeHHA",

4ac YTPUMYBaHHA OCHOBHOTC Mika anb{a-ninoesoi

KMCIIOT Ma€ CriBnagaTh 3 Yacom YTpPMMYBaHHA

OCHOBHOTOC NiKa anb¢:a-ninoeBoi KNCNOTH Ha

Xpomarorpami po3vyuHy NOPIBHAHHA 3 TOMHICTIO + 2

% Bignoeigae
MNpo3opicTb Mae Byt nposopum Bignoeigae
KonbopogicTb OnTUYHa ryctuHa npenapary 3a AoBXWHW XBUN|

430 Hm mae 6ytu sig 0,097 go 0,160 0,108

MexaHiuHi BKNIOYeHHA: HEBUAMMI MaCTKN

YacTok 3 poamipom 10 MKM i He Ginble 6000 vy ¢n -

Ginbue AT 173

YacToK 3 po3mipom 25 MKM | He 6inbie 600 y ._na 0 }l‘,i . \\J';’}

AERIMEHTIB %,

Sinble M " 13

MexaHiuHi BKNIOYEHHA: BUaUMi MNpakTyHO ?ggk .

YacTKu 3 Bignoeigae
lyctvHa Big 1,0005 ricm3 Oii\n:! 1,0175 ricm3
KiHemaTlyHa B'A3KICTD Big 1,35 mm2*c-1 go 1,5 1) -*EI-1 1,48 mm2*c-1
pH Big 7,7 po 8,5 84

OcMonANbLHICTE Big 480 mocm/kr no 520 mocm/kr
CynposigHi gomilxm
6,8- eniTpuTicoKTaHOBA He &inbwe 0,5 %
KUCnoTa

He 6inbwe 1,3 %

He 6inbwe 1,5 %

HeigeHTU(GIKOBaHI JOMIlLKK

cyma HeigeHTUdiKoBaHMX

492 mOcmonb/Kr

0,0 % (<MKB)
0,0 % (<MKB)

Cepmudbixam nidnucano efeKmpoHHUM hidnucom

ID 040000113437

Crop. 1

32



OAPMAK

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

ROMILIOK 0,0 % (<MKB)
CyMa BCiX JOMILIOK He 6inbwe 2,0 % 0,0 % (<MKB)
O6'em, WO BUTAracTLCA He meHwe 50 mn Bignoeigae
CTepunbHICTDL Mae OyTn cTepunbHUM Bignoeigae
bakTepianbHi eHBOTOKCMHK lpaHWYHa KOHLEHTpaUifa eHAOTOKCUHIE B
npenaparti Ma€ 6yTu He Ginbie 6 MO B 1 mn Bignoeigae

KinbkicHe BU3HaYeHHA

anbda-ninoesa KNCNoTa Big 11,4 mr go 12,6 mr e 1 mn npenapaty 12,3 mrimn

MernomiH Big 11,21 mr go 12,98 mr B 1 mn npenapary 12,37 mr/mn
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTti Bumoram Bignoeigae
TepmiH npaaTHOCTI: 4 pokun Do 02.2028

¥moBu 3bepiranna. 36epiratu B opuriHanbHiil ynakoeUi npu Temneparypi He suwe 25 °C
KomeHTapi:

3anBa npo cepridikayio:

Lum A 2aceipguyio, WO BULeBKa3aHa iHdopMaLlia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYaOUK
YNaKoBKy/MapKyBaHHA) Ta NpOBeAeHWi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil AinbHUU| B NOBHIi BignoeigHocTi ao sumor GMP,
BCTAHOBMEHWX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneungikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeHi Ta BcTaHoBNEeHa BignosigHicTs GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaXKeHHA

¥noeHoeaxeHa ocoba - HauansHuk eigginy BCtaBM NanTyx O.M. 06.03.2024

Bupo6Hnua finbHULA:

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; JliueHsia Ha BUpoGHK o RE W2 B¢ H gig 07.04.2015;
p =5 /)’i R
Ceptudikat GMP Ne907/2023/GMP Big 30.11.2023; Ne084/2023/GM 91(1?_:(?'},;?,i H\E!Q: 0-10/21-03/13 gig 28.10.2021
OKYME 3
\&

KoHTponb AKOCTi T2 BNAaYa f03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; CeigouTeo npo a

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000113437 Crop.2 32



OAPMAK

Yen, {044) 496-87-87, Ten fdakc (044) 239-19-38, Ten fpaxe (044)40689-42, Ten. (044) 485-26-57 (uinogoboso

Ceptudikar skocri N2 040000113904

IREA

Dlianinon® Typ6o, po3unn ana iHdysii 1,2 % no 50 mn y dpnakoni, N2 10 y nauui
1MA PO3UUHY MICTUTH METTTIIOMIHOBOT COAI ANbOA-NIMOEBON KUCNOTH 23,354MT, WO BIANOBIAAE 12MI
ASTbOA-NINOEBOT KNCNOTY

80324 KpaiHa otpumysad: YKrpaida
UA/0794/01/02

Homep cepii:
38.230 Tuc.dnak.
03.2024

MKA 113 go PN NeUA/O794/01/02, 3minn sig 22.03.2022 p.

KinbKiCTb NPORYKLUIT: Ne PeecTp. NOCBiAYeHHA.

Hata supobHuursa: TepmiH il PEECTP. NOCBIAHEHHA: HeobmeneHnn

AHaniz BMKOHaHWI No:

HalimeHyBaHHA NOKA3HNKIB Bumoru AHf(cneundikauii) Peszynbraty sunpobysanb

Onuc Mpo30pa KOBTO-3eN€HOr O KONbORY PianHa Bignogigae
InenTudikayin
anbda-flinoesa KCnoTa Ha xpoMaTtorpami BUnNpoboBYBaHOrO PO3UMHY,
oTpumaHiit y posgini "KinskicHe BusHaueHHs",
Yac YTPUMYBaHHA OCHOBHOTO Mika anbda-ninoesoi
KNCAOTY MAE CrisNanaTi 3 YacoM yTpumyBaHHs
OCHOBHOIO rtika anbda-ninoesol KNCAOTU Ha
XPOMaTOrpami po3uuHy NOPiBHAHHS 3 TouHiCTIO £ 2
% Bignosinae
MposopicTs Mae 6yTtn nposopum Bignosigae
Konvoposictb OnTnyHa ryctvHa npenapary 3a JosXuHN Xsuill
430 um mae 6yTu sig 0,097 go 0,160 0,112
MexaHiuHi BKNIOUSHHA! HeBUANMI HacTKN
Yacrok 3 posmipom 10 mMKm i He 6inbwe 6000 y dnakoHi
GinbLue 683
YacToK 3 posmipom 25 MKM i He 6inswe 600 y dnakoHi
Ginblie 13
MexaHiuti BKNIOYEHKHA: BUAUMI MpaKTUuHO BiNbHWM Bif UACTOK
YaCTKu Bignoeigae
lycrima Bin 1,0005 r/em3 go 1,0250 r/cm3 1,0176 r/em3
Kinematuysa 8's3KicT Big 1,35 mm2*c-1 go 1,55 mm2*c-1 1,48 mm2*c-1
pH Bin 7,7 no 8,5 8,4

OcMOsAAHBHICTB

CynposigHi gomiwkn

6,8- enitputiooKTaHoBa

KUcnoTa

HeineHnTudikoBaHi OMillku

cyma HeigeHTudikoBaHux

Big 480 mocm/kr fio 520 mocm/kr

He 6isslie 0,5 %

He 6instue 1,3 %

He 6inbwe 1,5 %

494 mOemonb/Kr

0,0 % (< MKB)
0,0 % (< MKB)

Cepmucbikam nidnucaHo enexmpoRHUM NidNUCom

Crop. 1

32
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X OAPMAK

Ten. {044) 496-87-87, Ten fharc (044) 239-19-38, Ten lhake (044)49689-42, Ten. (044) 485-26-57 (uinopobono)

AOMILLIOK 0,0 % (< MKB)
cyma BCix [OMILIOK He Ginbuie 2,0 % 0,0 % (< MKB)
Ob6'eM, WO BUTATAETLCA He menwe 50 min Binrosifae
CrepunbHicTb Mae 6yTn cTepunbHim Bignosinae
BakTepianbHi eHROTOKCUHIA [paHuvHa KOHUEHTPALIA €HOOTOKCUHIB B
npenaparti mae 6yt He binbwe 6 MO & 1 mn Bigrosinae

KinbkicHe BU3HaUCHHS

anbda-ninoesa KMcoTa Big 11,4 mr go 12,6 mr 8 1 mn npenapary 11,9 mr/mn

METIOMIH Big 11,21 mr go 12,98 mr 8 1 mn npenapatry 12,05 wr/mn
Yriakoska Mae signosigaTtv sumMoram Bignosinae
MapkygaHHa Mae BignosigaTtut BUMOram Bignosigae
Tepmin npugaTHocTi: 4 poku Lo 03.2028

Ymosn 36epiranns:  36epiratu B opuriHanbHii ynakosui npy temneparypi He eutye 25 °C

Komenrapi:

3asea npo cepTudikayito:

Uum A sacsiguylo, wo snuieBkasaHa iHdopmalia € [OCTOBIPHOW | TouHow. Lo cepilo npogykuil 6yno supobneHo (Briwuyanum
ynakosxy/MapKyBaHHA) Ta NPOBEAEHNHA KOHTPOMb il AKOCTI Ha HibkueBKasaHil ginbHuyi 8 nosHin signosigHocti o sumor GMP,
BCTAHOBNEHUX MICLLEBUM PEryNnaTOPHUM OPraHOM, a TakoX y BIANOBIQHOCT] i3 creuudikaliamm, AKi 3HaXOAATLCA Y peecTpauitHomy
pocse/Toproeol nivensil. Npotokonu BupobuuUTsa, nakysaHHaA Ta aHanisis Bynu nepesipeni Ta BcTaHosneHa Bignosigricts GMP,

DossoneHo Ao peanizagii / 40 BigBaHTaKeHHs

YnosHoBaxeHa ocoba - HauanbHuk sigginy BCraBIl Nanryx 1O.M. ) 28.03.2024

Bupo6Huua ginoHuys:

YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscska, 74; MliueHsia Ha Bupobruyreo AE N2 637430 sig 07.04.2015; GMP
Ne097/2023/GMP Big 30.11.2023,N2084/2023/GMP s8ig 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 sin 15.12.2023;
UP/1-530-10/21-03/13 sig 28.10.2021, GMP_UZ - 08:2023 sip 30.11.2023

KonTponb sikocTi Ta Bugava fo3sony Ha peanisayiro:
YKPATHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; Ceinourso npo atectauito N¢ 390 sin 22.01.2019

- - : o~ ; ,
Cepmudbixam nidnucaHo enexmpoHHUM NidNUCOM Crop.2 32



o JINRAOE

Ten, (044) 496-87-87, Ten Jbaxc (044) 239-19-38, Ten Jpaxc (044)49689-42, Ten. (044) 485-26-57 (4in0506080)

Ceprudikar akocri N2 040000114418

JlianinoH® Typ6o, po3unH AnA indysin 1,2 % no 50 mny dnaxoHi, N2 10 y nauui
AMI PO3UVHY MICTUTb MET/IIOMIHOBOI COTII AbOA-IMOEBOT KMCIOTU 23,354MT, 1O BIAMOBIAE 12MI
ATIbOA-NINOEBOT KNCIIOTH

Homep cepii: 120324 KpaiHa oTpumysau: Ykpaina
KinbKicTb npoAyKLii: 19.110 Tuc.pnak. N2 Peectp. nocsigyeHHs: UA/0794/01/02
[Jlata BUpo6HULTBA: 03.2024 Tepmin gii peecTp. noceiguerHa: HeobmexeHN

AHani3 BUKOHaRWU{A Mo MKA 113 go PN NeUA/0794/01/02, 3mitiut Bigy 22.03.2022 p.

HaiimeHyBaHHS NOKASHUKIB Bumoru AHJ(cneyudikayii) Peaynbtary BUnNpobyBsaKb

Onic Mpo3opa *OoBTO-3e1EeHOT0 KONbopY piguHa Bipnosinae
IperTndikauis
anbda-ninoesa KUCAoTa Ha xpomaTorpami BUnpo6oBysaHoro posHuHy,
oTpumanin y posaini "KinbkicHe BU3HAYEHHA",
yac yTpUMyBaHHs OCHOBHOTO nika anba-ninoesot
KVCIIOTM Mae criBragaty 3 4acom yTpumMyBaHHA
OCHOBHOFO Nika anbda-ninoesoi KNCIoTh Ha

Xpomarorpami posumnHy nopiBHAHHA 3 TOYHICTIO * 2

% Bignosigae
MposopicTb Mage 6yt Npo3opum Binnosinae
KonboposicTb OnTWUHa ryCTMHA Npenaparty 3a AOBXNHU xsuni
430 Hm mae 6yTv sig 0,097 po 0,160 0,112

MexaHiuHi BKRIOUeHHAT HEBMAVUMI YacTKM

Yacrok 3 posmipom 10 MKM i He 6insiue 6000y dpnakoHi

Ginblue 283

YacToK 3 po3mipom 25 MKM He 6inbite 600 y dnakoHi

Ginbuie 7

MexanitiHi BKAIOUEHHA: Buanmi MpakruuHo BiNbHWUA Bif YacToK

YacTku Bigriosigae
fyctina Big 1,0005 r/em3 po 1,0250 r/cm3 1,0176 r/em3
KinemaTnuHa B'A3KICTb Big 1,35 mm2*c-1 po 1,55 mm2*c-1 1,47 mm2*c-1
pH Big 7,7 no 8,5 8,3

OcCMORANBHICTD Big 480 mocm/kr o 520 MOCM/KL. 498 mOcmonb/Kr

CynpoBigHi AOMiLIKN

6,8- eniTpUTIOOKTaHOBA He 6inblwe 0,5 %

Kncnota 0,0 % (<MKB)
HeigeHTudiKoBaHi AOMILIKM He Ginbie 1,3 % 0,0 % (<MKB)

cyma HeifleHTGIKoBaHNX He 6Ginbiwe 1,5 %

Cepmucbixam nidnucaHo esiekmpoHHUM nionucom kil /D 040000114418 Crop.1 32
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Ten. (044) 496-87-87, TenJdaxc (044) 239-19-38, TenJdaxe (044)49689-42, Ten. (044) 485-26-57 (uinogo6080)

JLOMILIOK 0,0 % (<MKB)
cyma BCiX AOMILLOK He 6inble 2,0 % 0,0 % (<MKB)
O6'em, WO BUTAraETHCA He meHte 50 mn Bignoeinae
CTepunibHicTb Mae 6yTu cTepunbHUM Bignosigae
BakTepianbHi EHROTOKCMHN lpaHWuHa KOHLEHTpaLiA eHAOTOKCUHIB B
npenapari Mae 6yt He 6inbwe 6 MO B 1 mn Bignosinae

KinbKkicHe BU3Ha“leHHA

anbda-ninoesa KUcnoTa Big 11,4 mr go 12,6 mr e 1 mi1 npenapaty 12,2 mrimn

METTIOMIH Big 11,21 mr fo 12,98 mr 8 1 mn npenapaty 11,97 mr/imn
Yriakoska Mae Bignosigaru sumoram Bignosiga€e
MapKyBaHHsA Mae signosigaTtn BUMOram Bignogigae
Tepmin npuaarHocti: 4 poku Do 03.2028

VmoBu z6epiraHHa;  36epiratit B opuriansHii ynakosLi Npu Temneparypi He sulle 25°C

KomeHTapi:

3anBa npo ceptudikayiio:

Liym 2 3acsiguyio, 1O BulLEBKa3aHa iHpopmaLlis € AOCTOBIpHOW i TouHow. Liio cepilo npogykuii 6yno BypobneHo (Brloualoun
ynaKkoBeKy/MapKyBaHHA) Ta NpoBeAeHUi A KOHTPONb i AKOCTI Ha HUKYeBKa3aHil AbHULE B NOBHIN BiANoBIAHOCTI A0 BUMOT GMP,
BCTAHOBMEHUX MiCLLEBUM PETYNATOPHUM OpraHoM, a TaKOX y gignogigHoCTi i3 cneumdikaLiamu, AKi 3HaXOAATLCA y peecTpauiiHomy
pocbe/Toprosoi iljeHsii. INpoTtokonu BUPOBHULTBA, NaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHOBNEHA gignosigHicte GMP.

Llossoneno go peanizauii [ po BigBaHTa)KeHHA

YnoeHoBaxeHa ocoba - HauansHuik Bipginy BCraBIl NanTtyx 10.M. 15.04.2024

Bupo6Huua ginbHULA!
VKPATHA, 04080 m. Kui-80, Byn. KupuniBcbka, 74: Niuensia Ha supobHuuTeo AE Ne 637430 sig 07.04.2015; GMP

Ne097/2023/GMP sin 30.11.2023,N2084/2023/GMP sin 09.10.2023,GMP/EAEU/KZ/ 81-01-2024 sin 15.12.2023;
UP/1-530-10/21-03/13 8ig 28.10.2021, GMP_UZ - 08:2023 sig 30.11.2023

KoHTporb AKOCTI T2 B1fjaya fozsony Ha peanisayilo:

YKPAIHA, 04080 m. Kui-80, Byn. Kupuniscbka, 74; Ceigoutso npo atecrayio Ne 390 sig 22.01.2019

e
ok

Cepmudpikam nianuc;Ho eneKmpoHHUM nidnucom ID 040000114418 Crop.2 32
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OAPMAK

Ten. (044) 496-87-87, Ten./dakc (044) 239-18-38, Ten./bake (044)49688-42, Ten. (044) 485-26-57 (uinopoBoeo)

Ceptudikar sakocti N2 040000114837

LianinoH® Typ6o, posuuu ans iHdysii 1,2 % no 50 mn y dpnakoi, N 10 y mauui
1M PO3YMHY MICTUTb MEFIIOMIHOBOI COMI ATIbOA-NINOEBOT KUCNOTY 23,354MT, LLO BIAMOBIAAE 12Mr
ANbOA-TIMOEBOT KACIOTH

Homep cepii:
Kinekicts npogayKuii:
HaTa BupobHuuTea:

AHanis BUKOHaHWIA fO:

90324
30.440 Tuc.pnakx.
03.2024

KpaiHa oTpurmyBay:

N2 Peectp. noceifg4eHHs:

Tepmin i peecTp. NOCBIAYEHHH: -

Ykpaina
UA/0794/01/02

HeobMmexeHU

MK$1 113 go PI NeUA/0794/01/02, 3minu Big 22.03.2022 p.

HaiimeHyBaHHs NoOKa3HUKIB

Bumorn AHJ(cneuudikawii)

PesynbTaTit BUNpodyBatb

Onuc

lpenTndikauis

Mposopa *OoBTO-3eNeHOro Konbopy pifuHa

anbda-ninoesa Kiicrora

Mpo3sopicTb

KonbopoBicTb

Binnoeigae

Ha xpomaTtorpami BUnpo60ByBsaHOTo PO3UUHY,

oTpuMaHil y posgini "KinbKicHe BU3HaueHHs",

Yac YTPUMYBaHHA OCHOBHOrO Nika anbda-ninoesol

KUCNOTU Ma€ criiBnagaTii 3 Yacom yTpumyBaHHA

OCHOBHOTO NiKa aNibda-ninoesoi KUCNOTU Ha

XpomaTtorpami posumnHy NOPIBHAHHA 3 TouHicTIO £ 2

%

Mae 6yTn nposzopum

430 um mae 6yTh Big 0,097 no 0,160

MexaHiuHi BKAIOUEHHA: HeBUANMI YacTKN

YacTok 3 posmipom 10-MKM i

Ginble

YacToK 3 po3mipom 25 MKM i

6inbwe

MexaHiuHi BKIIOUeHHA: BUANMI

YacTKM

TyctuHa

KiHemaTinyHa B'A3KICTD

pH

OcMOonASbHICTb
CynpoBiaHi gomiwKkn
6,8- eniTpuTiooKTaHOBA

Kucnorta

HeineHTUdIKOBaHI AOMILLIKN

cyma HeifjeHTUdIKOBaHUX

He 6inblue 6000 y dpnakoHi

He 6insiue 600 y pnakoHi

[MpaKTUUHO BiflbHWIA BIf YacToK

Big 1,0005 r/cm3 go 1,0250 r/cm3
Bia 1,35 mm2*¢c-1 o 1,55 mm2*c-1

Bin 7,7 no 8,5

He 6inbwe 0,5 %

He 6inbwe 1,3 %
He 6inswe 1,5 %

Cepmudgpikam nidnucaHo enekmpoHHUM nidnucom

Bignosigae

Bignosigae

ONTKYHA IYCTUHA NPEenapaTy 3a AOBKUHN XBUNi

0,111

483

Biganosigae
1,0176 r/icm3
1,46 mm2*c-1
8,4

500 mOcmonb/kr

0,0 % (< MKB)
0,0 % (< MKB)

Crop.1 32
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- IR

Ten. (044) 496-87-87, Ten./daxc (044) 239-19-38, Ten./pakc (044)49689-42, Ten. (044) 485-26-57 (uinopo60oso)

HOMILIOK 0,0 % (< MKB)
cyma BCiX JOMILIOK He 6inbive 2,0 % 0,0 % (< MKB)
06'eM, WO BUTAraETbCA He meHwwe 50 mn BignoBsigae
CrepunbHicTb Mag 6yTn cTepunibHUM Bignosipae
BakTepianbHi eHOOTOKCVHU MpaHUYHa KOHLeHTpaLliA eHOOTOKCUKIB B
npenapati Mae 6y He 6inble 6 MO B 1 mn Bignosipae

KinbkicHe BU3HaYeHHA

anb¢a-ninoesa Kncnora Bin 11,4 M‘I' no 12,6 mr 8 1.mn nperiapaty 12,1 mr/mn

MerniomiH Big 11,21 mr a6 12,98 mr 8 1 mn npenapaty 12,05 mr/mn
YrakoBka Mae signosinaTu sBumoram Bignosigae
MapkyBaHHA Mae BignosigaTvi BUMOram Binnoeigae
TepmiH npugaTHocTi: 4 poku Jo 03.2028

YmoBu 36epiraHHa:  36epirati 8 opuriHanbHii ynakosui npu Temnepatypi He Butye 25 °C

KomenTapi:

3anaBa npo cepTudikauito:

Lum A 3acBipuylo, WO BulieBKasaHa iHdopmaLis € LOCTOBIPHOIO T TOYHOI. Lito cepito npogyKuii 6yno BupobneHo (Bkntouaouu
yrakoBKy/MapKyBaHHs) Ta MPOBeAEHWIA KOHTPONL 1i AKOCTI Ha HUKUEeBKa3aHil AinbHULI B NOBHIN BignosigHocTi ao srmor GMP,
BCTAHOBMEHUX MICLI@BUM PerynaTOPHUM OpPraHoM, a TakoX Y BifnosigHocTi i3 cneyudikauiamu, AKi 3HaXOAATLCA Y peecTpauinHomy
LoCbe/Toprosoi niLensii. MpoTokonu BUPOBHULTB2, NakyBaHHA Ta aHanisis 6ynn nepesipeHi Ta BCTaHOBNEHA BignosigHicte GMP.

NossoneHo fo peanizauii / qo sBigBaHTaXeHHs

YnosHoBaxeHa ocoba - HauanbHuk sigginy BCraBll Nautyx 0.M. 23.04.2024

Bupo6Huua ginbHUUA:
YKPAIHA, 04080 m. Kuig-80, Byn. Kupuniecbka, 74; JlileHsia Ha BupobrnuTteo AE Ne 637430 Big 07.04.2015; GMP

Ne097/2023/GMP sig 30.11.2023,N2084/2023/GMP sig 09.10.2023,GMP/EAEU/KZ/ 81-01-2024 Big 15.12.2023;
UP/1-530-10/21-03/13 Big 28.10.2021, GMP_UZ - 08:2023 sig 30.11.2023

KouTponb aKocti Ta BUAaYa f03BoONYy Ha peanisauilo:
YKPAIHA, 04080 M. Kuis-80, Byn. Kupuniscbka, 74; Csifoutso npo arecratiito N 390 gig 22.01.2019

ikam nidnucaHo enexmpoHHUM nidnUcom e
Cepmucpikam nidnucaHo enekmpoHHUM uco. Crop.2 32



OAPMAK

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

Ceprndikar axocri N 040000117115

AianinoH® Typ6o, posuuH ansa indysiia 1,2 % no 50 mn y dnaxoni, N2 10 y nauni
1M PO3YUHY MICTUTB METTIIOMIHOBOT COAI ANbOA-MIMOEBOI KUCITOTA 23,354 M, LUO BIAMOBIJAE 12Mr
ATTb®A-NINOEBOT KUCNOTU

Homep cepii: 220724 Kpaina oTpumyBau: YKpaiHa
KinbkicTe npopykuii: 37.600 Twuc.dnak. Ne PeecTp. NocBigueHna: UAJ0794/01/02
Hata supotunyTea: 07.2024 TepMiH aii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHanis BUKOHaHM# no: MKA 13 no P NeUA/0794/01/02, 3minn Big 22.03.2022 p.

HaiimeHyBaHHA NOKAa3HUKIB Bumoru AHJ{cneumdikanyii) PesynbTaTv BUnpobyBaHb
Onnc [po3opa XKOBTC-3€MeHoro KonLopy piguHa Bignoeigae
laeHTHdiKaLin
anbda-ninoesa KWCNoTa Ha xpomaTorpami BUNpoBoByBaHOrO poO3UnHY,

OTpUMaHiin ¥ po3gini "KinbkicHe BU3HaYeHHA",

4ac YTPUMYBaHHA OCHOBHOTC Mika anb$a-ninoesoi
KMOUIOTU Mac€ cniBnagaTi 3 Yacom YTPUMYBaHHA
OCHOBHOTC MNiKa anb¢:a-ninoeBoi KNCNOTH Ha

Xpomarorpami po3uuHy NOPIBHAHHA 3 TOMHICTIO + 2

% Bignoeigae
MNpo3opicTb Mae Byt nposopum Bignosigae
KonbopoBicTb OnNTUYHa rycTuHa npenapary 3a AoBXWHW XBUN|

430 Hm mae 6ytu sig 0,097 po 0,160 0,100

MexaHiuHi BKNIOYeHHA: HEeBUAMMI MaCcTKN

YacTok 3 poamipom 10 MKM | He Ginbwe 6000 y pnakoHi

Binbwe 423

YacToK 3 po3mipom 25 MKM | He Ginble 600 y $nakoHi -

Ginblue A ,'+ Ak / 7

MexaHiuHi BKNIOJeHHA: BUAUMI lNpakTUyYHO BiNbHWA Big qacmwﬁ 83 /

YacTKu Bignoeigae
lyctvHa Big 1,0005 r/cm3 po 1,0250 ricm3 1,0175 ricm3
KiHemaTHyHa B'A3KICTb Big 1,35 mm2*c-1 go 1,55 mm2*c-1 1,43 mm2*c-1
pH Big 7,7 po 8,5 8,3
OcMonANbLHICTE Big 480 mocm/kr no 520 mocm/kr 513 mOcmonb/kr

CynposigHi gomilxm

6,8- eniTpuTicoKTaHOBA He &inbwe 0,5 %

KWCNoTa 0,0 % (<MB)

HeigeHTU}IKOBaHI BOMIlLKK He 6inbwe 1,3 % 0,0 % (<MB)
cyma HeigeHTUdiKoBaHNX He Ginbwe 1,5 %
Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000117115

Crop.1 32



OAPMAK

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

ROMILIOK 0,0 % (<MB)
CyMa BCiX JOMILIOK He 6inbwe 2,0 % 0,0 % (<MB)
O6'em, WO BUTAracTLCA He meHwe 50 mn Bignoeigae
CTepunbHICTDL Mae OyTh cTepunbHUM Bignoeigae
bakTepianbHi eHBOTOKCMHK lpaHWYHa KOHLEHTpaUifn eHAOTOKCUHIE B
npenaparti Ma€ 6yTu He Binbie 6 MO B 1 Mn Bignoeigae

KinbkicHe BU3HaYeHHA

anbda-ninoesa KMCNoTa Big 11,4 mr go 12,6 mr e 1 mn npenapaty 12,4 mrimn

MernomiH Big 11,21 mr go 12,98 mr B 1 mn npenapary 12,05 mr/mn
Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTt Bumoram Bignoeigae
TepMmiH nprAATHOCTI: 4 pokun Do 07.2028

¥moBu 3bepiranna. 36epiratu B opuriHanbHiil ynakoeuUi npu Temnepartypi He suwe 25 °C
KomeHTapi:

3anBa npo cepridikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLia € gocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOUK
YNaKoBKy/MapKyBaHHA) Ta MpOBeAeHWii KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosigHocTi go sumor GMP,
BCTAHOBMEHUX MICLIEBUM PErynATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneungikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaXKeHHA

¥YnoeHoeaxeHa ocoba - HauansHuk eigginy BCtaBM 20.08.2024

BupobHnua finbHULA:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; Niyensi

\}\\ \H 138

oﬁH mi;so I: lNi? ?

430 eig 07.04.2015; GMP
NeQ97/2023/GMP eig 30.11.2023,N2084/2023/GMP eig 0

§1-01-2024 Big 15.12.2023,;
UP/1-530-10/21-03/13 Big 28.10.2021, GMP_UZ - 08:202

i 1 1%
KoHTponb AKOCTI T2 BMAAYa [03BONY Ha peanizayilo: JiHa M. ','\

YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigoyTeo npo atecTaujio N2 320 Big 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000117115 Crop.2 32
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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)

Ceprndikar axocri N2 040000116949

AianinoH® Typ6o, posuuH ansa indysiia 1,2 % no 50 mn y dnaxoni, N2 10 y nauni

1M1 PO3UKHY MICTATD METTIIOMIHOBOT COMI ANbOA-MINOEBOT KUCNOTW 23,354 M, WO BIANOBIAAE 12MM

Homep cepii:

KinbKicte npogykuji:

Hata eupobHMUTBa:

AHaniz BUKOHaHMIA no:

ANbGA-NINOEBOT KWCNOTK

180724 Kpaina oTpumyBau: YKpaiHa
37.300 Tuc.dnak. N2 PeecTp. NocBigueHHA: UA/0794/01/02
07.2024 TepMiH aii peecTp. noceigueHHs:  HeoGMeXeHwiA

MKA 13 no P NeUA/0794/01/02, 3minn Big 22.03.2022 p.

HaiimeHyBaHHA NOKAa3HUKIB

Bumoru AHJ{cneumdikanyii)

PesynbTatv BunpoGysaHn

Onwnc

laeHTHdiKaLin

anbda-ninoesa KWCNoTa

MNpo3opicTb

KonbopoBicTb

MexaHiuHi BKNIOYeHHA: HEeBUAMMI MaCcTKN

YacTok 3 poamipom 10 MKM |

Binbe

YacToK 3 po3mipom 25 MKM |

Binbwe

MexaHiuHi BKNIOJeHHA: BUAUMI

YaCcTKH

lyctvHa

KiHemaTHyHa B'A3KICTb

pH

OcMORNANBHICTE

CynposigHi gomilxm

6,8- eniTpuTicoKTaHOBA

KHCNoTa

HeigeHTU}IKOBaHI BOMIlLKK

cyma HeigeHTUdiKoBaHNX

Mpo3opa »oBTO-3eNeHoro KoNbopy pignHa

Ha xpomaTorpami BUNpoBoByBaHOrO poO3UnHY,
OTpUMaHiin ¥ po3gini "KinbkicHe BU3HaYeHHA",

4ac YTPUMYBaHHA OCHOBHOTC Mika anb$a-ninoesoi
KMOUIOTU Mac€ cniBnagaTi 3 Yacom YTPUMYBaHHA
OCHOBHOTC MNiKa anb¢:a-ninoeBoi KNCNOTH Ha
Xpomarorpami po3uuHy NOPIBHAHHA 3 TOMHICTIO + 2
%

Mae Byt nposopum

OnTuyYHa rycTuHa npenapary 3a oBKNHKN XBUN
430 Hm mae 6ytu sig 0,097 po 0,160

He &inbwe

r'u.nnqlT

Big 1,0005 r/cm3 fio 116250 JrICMS
Big 1,35 mm2*c-1 go 1,55 mm2*c-1
Big 7,7 po 8,5

Big 480 mocm/kr no 520 mocm/kr

He &inbwe 0,5 %

He 6inbwe 1,3 %
He &inbwe 1,5 %

Bignoeigae

Bignoeigae

Bignoeigae

0,128

183

13

Bignoeigae
1,0174 ricm3
1,49 mm2*c-1
8,2

498 mOcmonb/Kr

0,0 % (<MKB)
0,0 % (<MB)

Cepmudpixam nidnucano efeKmpoHHUM nidnucom

D 040000116849

Crop. 1
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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)

ROMILIOK 0,0 % (<MB)
CyMa BCiX JOMILIOK He 6inbwe 2,0 % 0,0 % (<MKB)
O6'em, WO BUTAracTLCA He meHwe 50 mn Bignoeigae
CTepunbHICTDL Mae OyTh cTepunbHUM Bignoeigae
bakTepianbHi eHBOTOKCMHK lpaHWYHa KOHLEHTpaUifn eHAOTOKCUHIE B
npenaparti Ma€ 6yTu He Binbie 6 MO B 1 Mn Bignoeigae

KinbkicHe BU3HaYeHHA

anbda-ninoesa KMCNoTa Big 11,4 mr go 12,6 mr e 1 mn npenapaty 12,3 mrimn

MernomiH Big 11,21 mr go 12,98 mr B 1 mn npenapary 12,57 mr/mn
Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyeaHHA Mae signoeigaTt Bumoram Bignoeigae
TepMmiH nprAATHOCTI: 4 pokun Do 07.2028

¥moBu 3bepiranna. 36epiratu B opuriHanbHiil ynakoeuUi npu Temnepartypi He suwe 25 °C
KomeHTapi:

3anBa npo cepridikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLia € gocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOUK
YNaKoBKy/MapKyBaHHA) Ta MpOBeAeHWii KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUU| B NOBHIi BignosigHocTi go sumor GMP,
BCTAHOBMEHUX MICLIEBUM PErynATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneungikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeHi Ta BcTaHoBNeHa BignosigHicTs GMP.

AosBoneHo Ao peanizauyii / Ao BigBaHTaXKeHHA

¥YnoeHoeaxeHa ocoba - HauansHuk eigginy BCtaBM NanTtyx FO.M. 15.08.2024

% *.",‘. 37,
V e %)
i~ eV y WV E 'H i | ‘l
BupoGHnua finbHULA: R AN
i > " ‘E |
YKPAIHA, 04080 m. Knie-80, eyn. Kupunie: Kah 74; E@L& M“Ptbﬁﬂ uteo AE Ne 637430 gig 07.04.2015; GMP
o
) t ,_

NeQ97/2023/GMP eig 30.11.2023,N2084/202 3
UP/1-530-10/21-03/13 Big 28.10.2021, GMP_

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

Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000116949 Crop.2 32
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