8 TN

Ten. (044) 498-87-87, Ten./parc {044) 239-19-38, Ten fpanc {044)40669-42, Ten. (044) 485-26-57 {uinoaoboso)

Ceprudikar akocri Ne 040000108940

FemoTpau®, posunn ana in'ekuiin 100 mrivn no 5 mn B amnyni, no 5 amnyn y 6nicrepi, rio
16nicrepy y nauyi
1M1 POZUAHY MICTUTE TPAHEKCAMOBOY KMCNOTH ¥ MEPEPAXYBAHHE HA 100% CYXY PESOBMHY 400/MF

Howmep cepit: 50623 Kpaika orpumysay: YrpaiHa
KirroKicTs npoaykUit: 187.515 Tuc.anm. N Péectp. nocsiguerns: UA/13975/01/02
flaTa BupoBHuyTea; 06.2023 Tepmid gl peectp. nocsiguennn;  24.06.2024

AHani3 BAKOKaHWA Tio: MKA N3 a6 PTT NeUA/13975/01/02, aminm ig 16.03.2021 p.

‘Ha@meHyRaHHA NOKaIHNUIKIB Bumorn AHA(creundikanii) Peszynbraty eunpobyeanp
Ormc Nposopnia, besbaparii abo CBITRO-KOPUUHEBHI

PO3YMH Bignogigae
laenmmdikauis Ha xponiaTorpami posunhy nopiskadns (b)),

onepxania B posgini "CynposigHi gomiung”, dac
YTEUMYBRHHA KA TPaHEKCAMOBOT KUCIIOTY Mae
Crisitagati 3 Yacom yTpUMyBaHHA nika

TPAHEKCAMOBOT KUCTIOTU Ha XPOMATOrPami pO3UNHY

TORIBHAREA (¢} 3 TouHicTio £2 % Bianoeifae
Tipo3opicts . Mae 6yTi nposopym Bignoaigae
Ronboposicrs Mae byTi-6ei6apiim abo 1a6apBneHHs npenapary
Mae Gyt He iHTeHCUBHILIMM 34 eTanoH B7 Bigniosigae’
pH Bin 8,5 5o 8,0 7.5
Q6 M, W0 BUTArdETLE He mesiwe 5 win Bignosinae’
Cynposigsi gomimku
aomitlka A He Ginviue 0,5 % 0,0 % (<MB)
nomiuka B He 6inbwe 0,5 % N 0,0% (<MB)
Fomiluka € He Ginbwe 0.1 % T 0,0 % (<MKB})
pomiika D He Ginbe 0,1 % 0,0 % (<MKB)
HecneyndikOBaHE AOMIlES ‘He Gisbwe 0,1 % 0,0 % (<MKB)
CYyMa fOMILIoK He Ginbwe 1,0 % 0,0 % (<MKB)
MexaHiuui BKIOYeHIA: BIAAKMI TloBuHHI ByTH BigCyTHI
YacTKu Bigrosigae
MexaHiuni BKMOYSHHA! HEBNIUMI YacTkn
Yacrok 3 posmipom 10 MKm i He 6inbwe 6000 8 smnyni
Ginbie 185
YacTok 3 posmiponm 25 wmi | He 6hisiire 600 B amnyni
Binpiije. 7
CrepunbHicTs Mag byTu crepunsHnm Bianosigae
Bakrepianbsi eHgOTORCIHN TpaHuuHa KOHUEHTpaLliH cTarosnTs 0,33 MO Ha 1
Cepmudﬂmm NIGNUCAHD ENeKMPOHHUM RIDNUCOM ' 1D 0400'00”16.8940

Crop.1 32
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Ten. {044) 496u57v8'g’, Ten.fparc (044} 239-19.38, Ten./darc (044)49689-42, Ten, (044) 485-26-57 {uinapoGoso)

MI TpaHEKCaMOBO! KCnoti ‘Bignoerigae
KinbKicHe Bu3aHaueHHA
TPpaHeKCaMOBa KUCnoTa ‘Bift 85,0 mr go 105,0 mr 81 mn nperiapary- 87,0 mrimn
Yhakoska ‘Mae signiorigarty Bumoram: Bigriosifae
Mapryearus Mae BiinoBiGaTY BIMOFaM. _ N Bigriosinge
Tepmin npraaTHocT: . 2 poku Ho.06.2025
YmoBn 36€piraiia:  IGepirar B opurinanbhin yrakosgi noy Temneparypi He suule 25 °C

Komentapi:

-3anga npo :é;ﬁi-u@iiuaqiio: .

Uum 5 3acsinuyio, 140 BUeBKazaHa inbopMalin € BOCTOBIPHOI0. | Tfouroto, Lo cepito npopykyii 6yno BUpobneHo  (BKNUaOYM
yrakosKy/MapKyBaHHA) T4 NPOBEAEHUI KOHTDOMD i AKOCTI Ha HIPKYEBKaZaHii Ainshisli B NOBHIRA BignoBigHOCTI 4O BUMOT GMP,
BCTRHOBMEHNX MICLIEBUM PETVIATOPHIM OPraHOM, 8 TaKOoK y BiAnosinHocT i3 cneuudikauiasmm, Aki 3HaxondTben Y pescTpasinHomy
AoCke/TOProsol nileHsil. MpoTokony supobHUYTEa, MaKysaHHA Ta.aHanisie Bynu nepesipeni Ta BcTaHoBNeHa Bigrosighicts GMP.

Rozpondne Ao peanisadil/ go BigeanTaKeHHA

YnosHosaxena ocoba ~ MposigHnii inxenep BCTaBN Adnpycuk M.M. 13.07.2023

ﬁiapoﬁﬂmwa minbHMUAT
YKPAIHA, 04080 st. Knie-80, syn. Kupuniscbxa, 74; Riyensia va supoGHuytee AE N2 637430 sig 07.04.2015;
Ceprudikar GMP/EAEU/BY/0045:2021 Big 25.02{2021; UP/1:530-10/21-03/13 gin 28.10.2021

Kontponb axocri ta engaga Ro3pony Ha peanizauiio:
YKPATHA, 04080 m. Knie-80, syn. Kupuniscoka, 74; Ceigouteo npo atecrailiio Ne 390 Big 22.01.2019

Cepmucpikam nidnucaro enexmponnum nidnucom 1D 040000108940 CroEY AT




OAPMAK

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

Ceprndikar axocri N 040000111752

FemoTpan®, posuuH gns iH'exuiin 100 mr/mn no 5 mn B amnyni, no 5 amnyn y 6nicrepi, no
16nicrepy y nauni
1MJT PO3UMHY MICTUTb TPAHEKCAMOBOI KUC/TOTW Y MEPEPAXYBAHHI HA 100% CYXY PEMOBWHY 100MI

Homep cepii: 91123 Kpaina oTpumyBau: YKpaiHa
KinbkicTe npopykuii: 132.970 Tuc.amn. Ne PeecTp. NocBigueHna: UAS13875/01/02
Hata supotunyTea: 11.2023 TepmiH aii peecTp. noceiguenns:  24.06.2024

AHanis BUKOHaHM# no: MKA 13 no P NeUA/M 3975/01/02, 3minm Big 15.08.2023 p.

HaiimeHyBaHHA NOKAa3HUKIB Bumoru AHJ{cneumdikanyii) PesynbTaTv BUnpobyBaHb
Onnc MNpo3opuid, GezdapBHKil aBo CBITNO-KOPUUYHEBWIA

PO3uUMH Bignosigae
lgeHTUdikaLia Ha xpomaTorpami po3unHy nopiBHAHHA (b),

OfiepxaHiin B pozgini "CynpoBigHi AoMiLIKK", yac
YTPUMYBaHHA NiKa TpaHeKCaMOBOI KUCNIOTH Mae
cniBnagary 3 Yacom yTpumyBaHHA Nika

TpaHeKCaMOBOI KUCNOTU Ha XPOMaTorpami po3unHy

NopiBHAHHA (C} 3 TouHicTIo £2 % Bignoeigae
MNpo3opicTb Mae Byt nposopum Bignosigae
KonbopoBgicTb Mae Oyt GesbapeHum abo 3abapBReHHA npenapaty
mMac GYTU He IHTeHCUBHILWIMM 33 eTanoH BY Bignoeigae
pH Big 6,5 po 8,0 7.4
06 em, WO BUTArAETLCA He meHwe 5 mn Bignoeigae
CynposigHi gomilxm
Jomilka A He 6inbwe 0,5 % 0,0 % (<MB)
Jomilka B He 6inbwe 0,5 % 0,1 %
Jomiwka C He 6inbwe 0,1 % — = 0,0 % (<MKB)
Jomilka D He 6Ginbiwe 0,1 % AR N\ 0,0 % (<MKB)
HecneyndikoBaHa fomiLlKa He Ginbwe 0,1 % , ;LUH;’.I\"E?_} ITIB {"»;\ 0,1%
CYyMa [OMILIOK He 6inbwe 1,0 % 1 M " ‘5%‘.[ 0,1 %
MexaHiuHi BKNIOUeHHA: BUAUMI MoBuMHHI BYTW BigCYTHI A _,f;' _}
uachu- - | .- \/‘ :%; ’ “ / Bignosigae
MexaHiuHi BINIIOMEHHA: HEBUAMMI YacTKW W
YacTok 3 poamipom 10 MKM i He Ginbwe 6000 B amnyni
Binbwe 71
YacToK 3 po3mipom 25 MKM | He Ginbwe 600 B amnyni
Binbwe 2
CrepunbHicTD Mae ByTh cTepunbHUM Bignoeigae
bakTepianbHi eHBOTOKCMHK lpaHWvHa KoHUeHTpauia craHoButk 0,33 MO Ha 1
Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000111752
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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)

M TPaHeKCaMOBOI KUCNIOTK Bignoeigae
KinekicHe BU3HauYeHHA
TpaHeKCaMoBa KNCnoTa Big 95,0 mr go 105,0 mr B 1 Mn npenapaty 100,2 mr/mn
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
TepmiH npuaaTHOCTI: 2 pokun Ho 11.2025

¥mosu 3bepiranna. 36epiratu B opuriHanbHill ynakosUi npn Temnepartypi He suwe 25 °C
KomexTapi:

3ansa npo cepradikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € gocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOYUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUUI B NOBHIi BignosighocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeni Ta BcTaHoBNEeHa BignosigHics GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaKeHHA

¥noeHoeaxena ocoba - HauansHuk eigginy BCtaBI NanTtyx I0.M. 15.12.2023

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

Cepmudikat GMP/EAEU/BY/0045-2021 Big 25.02.2021; Ceptndikat GMP Ne084/2023/GMP eig 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 atectaujio N2 320 Big 22.01.2019

Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000111752 Crop.2 32



OAPMAK

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

Ceprndikar axocri N2 040000114812

FemoTpan®, posuuH gnsa iH'exwiin 100 mr/mn no 5 mn B amnyni, no 3 amnyn y 6nicrepi, no
16nicrepy y nauni
1MJ1 PO3UYMHY MICTUTb TPAHEKCAMOBOI KUC/TOTW Y MEPEPAXYBAHHI HA 100% CYXY PEMOBWHY 100MI

Homep cepii: 40324 KpaiHa oTpumyBau: YKpaiHa
KinbkicTe npogykuii: 126.350 Tuc.amn. Ne PeecTp. NocBigueHHs: UAS13875/01/02
Hata supotunyTea: 03.2024 TepMiH aii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHani3s BUKOHaHu# no: MKA 13 no P NeUA/M 3975/01/02, 3minm Big 15.08.2023 p.

HalimeHyBaHHA NOKa3HUKIB Bymoru AHJ{cneundixkanyii) PesynbTaTn BUnpobyBaHb
Onnc MNpo3opuid, GezdapBHKil aBo CBITNO-KOPUYHEBWA

PO3uUMH Bignoeigae
lgeHTUdikaLia Ha xpomaTorpami po3unHy nopiBHAHHA (b),

OfiepxaHiil B pozgini "CynpoBigHi AoMiLIKK", yac
YTPUMYBaHHA NiKa TpaHeKCaMOBOI KUCNIOTH Mae
cniBnagary 3 Yacom yTpumyBaHHA Nika

TpaHeKCaMOBOI KUCNOTU Ha XPOMaTorpami po3unHy

NopiBHAHHA (C} 3 TouHicTiIo £2 % Bignoeigae
MNpo3opicTb Mae 6yt nposopum Bignosipae
KonbopogicTb Mae Oyt GesbapeHum abo 3abapBReHHA npenapaty

mMac GYTU He IHTeHCUBHILWIKMM 32 eTanoH BY Bignoeigae
pH Big 6,5 po 8,0 7.5
06 em, WO BUTArAETLCA He meHwe 5 mn Bignoeigae

CynpoBigHi gomiluxu

JomiluKka A 0,0 % (<MKB)
Jomilka B 0,0 % (<MKB)
Jomiwka C 0,0 % (<MKB)
Jomiwka D 0,0 % (<MKB)

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

HecneyngikoBaHa AomiluKa

CyMa [OMILIOK

MexaHiuHi BKNIOUeHHA: BUAUMI MoBuHHI BYTW BIgCYTHI
YacTKu Bignoeigae

MexaHiuHi BKNIOMeHHA: HeBUAMMI MacTKN

YacTok 3 poamipom 10 MKM | He Ginbwe 6000 B amnyni

Sinble 66

YacToK 3 po3mipom 25 MKM | He Ginbwe 600 B amnyni

Sinble 2
CTepunbHICTDL Mae OyTh cTepunbHUM Bignoeigae
bakTepianbHi eHBOTOKCMHK lpaHWvHa KoHUeHTpauia ctaHoButk 0,33 MO Ha 1
Cepmudbixam nidnucano efeKmpoHHUM niBnucom D 040000114812
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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)

M TPaHeKCaMOBOI KUCNIOTK Bignoeigae
KinekicHe BU3HauYeHHA
TpaHeKCaMoBa KNCnoTa Big 95,0 mr go 105,0 mr B 1 Mn npenapaty 99,1 mrimn
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
TepmiH npuaaTHOCTI: 2 pokun Do 03.2026

¥mosu 3bepiranna. 36epiratu B opuriHanbHill ynakosUi npn Temnepartypi He suwe 25 °C
KomexTapi:

3ansa npo cepradikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLlia € gocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOYUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWi KOHTPONDb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUUI B NOBHIi BignosighocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeni Ta BcTaHoBNEeHa BignosigHics GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaKeHHA

YnoeHoeaxeHa ocoba — posigHuiA iHxeHep BCraBll AHppycuk-LLykiHa M.M. 25.04.2024

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

KoHTponb AKOCTi T2 BMAAYa 03BOAY Ha peanizayin:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscobka, 74; CeigouTeo npo am

Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000114812 Crop.2 32
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Ten. {044) 496-87-87, TenSbaxc (044) 233-19-38, TenJdaxc (044)49689-42, Ten, (044) 485-26-57 {ulhogoGoso)

CepTudikar akocri N2 040000118242

FemoTpaH®, pozunn ans in'ekuiti 100 mr/mn o 5 mn B amnyni, no § amnyn y 6nicrepi, no
16nicTepy y nmauyi
M POUMHY MICTUTb TPAHEKCAMOBOT KMCAOTY Y MEPEPAXYBAHHI HA 100% CYXY PEHOBUHY 100MF

Honmep cepii: 71024 Kpaina oTpumysay: YKpaiva
KineKicte npopysufi: 154.635 Tuc.amn. N¢ PeecTp. noceigyeHua: UA/M3975/01/02
Hata enpouunyraa: 10,2024 Tepmin Al peecTp. nocsigueHHs:  HeobMexeHu

AHaniz BuKoKaHW no! MKA J13 no PN NeUA/13975/01/02, smikv sig 15.08.2023 p.

HalimenyBaHHA nokazrukis Bumoru AHA{cneyudikanii) PesynbTaru BunpoGysanb
Oniuc Mposopnii, GezbapsmHuil abo CBITNIO-KOPWUUHEBUIA

PO3UMH Bipnosigae
lneHTudbikauin Ha xpomatorpami posuury nopisnanHa (b),

ofepxaHiit B posaini "CynposigHi gomiwku", yac
YTPUMYBaHHS Mika TPaHeKcamMoBOT KUCNOTK mae
CHBNAaAATX 3 YacoM YTPUMYBaHHA Mika

TPaHEKCAMOBOT KWCNOTY Ha XpomaTorpawmi po3unHy

NOpiBHAHHA (C) 3 ToYHicTIo +2 % Bianoeigae
MNposopicre Mae 6yTv nposopum Binnoeigae
Konboposicte Mae 6yTn BesBapeHium abo 3aGapBneHHA npenapary
Ma€ ByTW He IHTEHCHBHILINM 33 eTanon B7 Bignoeigae
pH Bin 6,5 ne 8,0 74
06 em, Ljo BUTAracTbCH He meHwwe 5 mn Bignoeigae
CynposigHi gomiwkn
fomiwka A He Ginble 0,5 % 0.0 % (<MKB)
Aomiwka B He 6inbwe 0,5 % 0,0 % (<MKB)
AoMilika C He 6inblwe 0,1 % 3,0 % (<MKB)
Jomiuika D He Ginbwe 0,1 % 0,0 % (<MKB)
Hecneyudikosana gomiwxa He Ginblue 0,1 % 0,0 % (<MKB)
CyMa Aomilok He Ginswe 1,0 % 0,0 % (<MKB)
MexaHiuni BrriouerHa: Bngmmi NosuHHi 6yTH BigcyTHI
YacTKK Bignoeigae

MexaHiuni Bknioyenna; HeBUAUMI YacTKy

HacTok 3 pozmipom 10 mim i He Sinblwe 6000 & amnyni
6inblie 105
Hacrok 3 poamipom 25 mrm | He Ginblwe 600 g amnyni
Binble 2
CrepunbHictt Mae Byt crepunbHum Bigrogigae
bakrepianbHi enpoToxcuHm TpaHM4Ha KOHUEeHTPaLif CTaHOBUTS 0,33MQO Ha 1
Cepmudpikam nidnucano enexmponHum nidnucom D 040000118242 Crop.1 32
Rocopte 4 1972
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Ten. (044) 496-87-87, TenJdaxc {044) 238-19.38, Ten.fdare (044)49689-42, Ten, (D44) 485-26.57 {unoaoGoea)

M TpaHeKcamoBol KUCNoTK Binnosigae
KinbkicHe BusHaueHHa
TPpaHeKCcaMosa KMCNoTa Bin 95,0 mr go 105,0 mre 1 mn npemnapary 102,1 mr/mn
¥Ynakogka Mace Bignoeigati stmoram Binnosigae
MapkysauHa Mae BipnoBigaTi sBumoram Bignoginae
Tepmin mpugarHocri: 2 porn Do 10.2026

YMoeu sbepirania:  36epiraTy & OpUriHanbHii ynakosyj npu TeMnepaTtypi He sue 25 °C
HomeHTapi:

3anBa npo ceptuikauio:

Lum s sacsipuyio, wo suweskasana iHhopMayia e AocTosipHoIo i TouHOW. Lo cepio npogykuii 6yno BupoBneno (Brmovaioun
ynakoBKy/mapKyBaHHa) Ta nposenexuii KOHTPOMb T AKOCTI Ha HIMKYEBKa3aHiA AiNbHULI B NOBHIL BignosigHocti fo eumor GMP,
BCTaHOBNEHX MiCLEB MM PEryIATOPHUM opraHom, a Taxkox y signosigHocTi ia cneyundikauiamu, sxi sHaxogaTbCH Y peecrpauiiHomy
Bocbe/Toprosol niyeHsi. MpoTokoan BupobHMLTBa, NaKysaWHA Ta aHanisis Oynu nepesipeni Ta BcrarosneHa BlanogigHicte GMP,

Jdozsoneto go peanizauii / 5o eigsanTaxenHs

Y¥nosHosameHa ocoba — [MposigHniz iHxerep BCTaBM Anapyeui-LUykiHa M.M. 29.10.2024

Bupo6unva pinbauya:

YKPAIHA, 04080 m, Kiis-80, syn. Kupuniaceka, 74; Miueusia va BUpoBHUUTEO AE Ne 537430 Blg 07.04.2015;

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

KonTpone sakocri Ta Bupaua AO3EONY Ha peanizayiro:
YKPATHA, 04080 m. Kuis-80, Byn. Kupnniecoka, 74; Caigoureo npo atecrauilo Ne 380 gig 22.01.2019

Cepmudpikam nidnucaro enekmporHuM nidnucom D 040000118242 Crop.2 32
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