OAPMAK

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

Ceprndikar axocri N2 040000115205

Ha¢Ttusun®, xpanni HasanbHi 0,1 % no 10 mn y ¢naxoni, no 1 ¢pnakoHy B nauui
1M MPEMAPATY MICTWUTb HAGA3OMIHY HITPATY 1 MT

Homep cepii: 380524 KpaiHa oTpumyBau: YkpaiHa
KinbkicTe npogykuii- 67.777 Tnc.ynak. Ne PeecTp. NocBigueHna: UA/0704/01/02
Hata enpotHnuTBa: 05.2024 TepMiH gii peecTp. nocsigueHHn:  HeofMexenni

AHanis BUKOHaHu# no: MKA 13 no P NeUA/O704/01/02, 3minm Big 25.11.2022 p.

HaiimeHyBaHHA NOKA3HUKIB Bumoru AHJ{cneumndixanyii) PesynbTaTv BUnpobyBaHb
Onnc MNpo3opa, 6ezbapeHa aGo 3nerka XoBTyBaTa piguHa Bignosigae
laeHTUdiKaLin
laeHTHPiKaLiA ¥YneTpadioneToBUN CnekTp NOrAMHAHHA

BVNpoGoByBaHOMo PO3vMHY, NPUroTOBAHOrO ANA
KiNkKiCHOro BM3HaJeHHA, B obnacti gig 240 Hm
Ao 320 HM NOBWMHEH MaTW NOBHE CMNiBNafaHHA CMyT

NOrAUHAHHA 3 CMYTramW NOrMUHaHHA CNeKTpy

PO3UMHY NOPIBHAHHA Bignoeigae
HiTpaTK XapaktepHa peakuia (b) Bignoeigae
BopHa Kncneta flkicHa peakuina Bignoeigae
MNpo3opicTb Mae Byt nposopum Bignosigae
KonbopoBicTb 3afapsneHHA npenapaty Mac 6yt He
iHTEHCMBHIWMM 33 eTanoH BY7 Bignoeigae
pH Big 4,0 po 5,0 4.4
CynposigHi gomiluxm
Hadazoniny gomilku A He 6inbwe 0,5 % 0,0 % (<MB)
6ynb-aKkol iHWOT gomMiWKA He 6inbwe 0,2 % 0,0 % (<MKB)
CyMa [OMILIOK He 6inbwe 2,0 % 0,0 % (< MKB)
O6'em EMICTY YNakoBKK He meHwe 10 mn .*-\('—}: [}:n P Bignoeigae
Mikpo6ionoriuna uncrora H*h H\"{.\/,;\_\_
3aranbHe Yucno aepoBHUX KpuTepiil npuitHaTHOCTI 10 M KY MEHT i ?f_\\
mikpoopraHismis (TAMC) * " E ale“ 2) *
3aranbHe YUCNO ApiXKAKOBUX | Kputepiil npuitnaTHocTi 10 ‘1"/5 /
nnicHABKx rpubie (TYMC) * ‘/‘:\\/ ' ke
Staphylococcus aureus * BigcyTHicte B 1 mn 1‘\/ *
Pseudomonas aeruginosa * BigcyTHicTe B 1 mn x
KinekicHe BU3HauYeHHA
Hadazoniny HiTpaT Big 0,95 mr go 1,05 mr y 1 mn npenapaty (Ha
MOMeHT BUNYCKY). Big 0,90 mr go 1,10 mry 1 mn
Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000115205

Crop.1 32



OAPMAK

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

npenapary 1,02 mrimn

BopHa Kncneta Big 18,0 mr o 22,0 mr y 1 mn npenapaty 19,9 mrimn

Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae

MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
Tepmin npuaaTHoCTi: 3 poru Do 05.2027

¥mosu sbepiranna. 36epiratu B opuriHanbHiil ynakosui npu Temnepartypi He suwe 25 °C.
KomexTapi:

*Ha nigcraei nepioguuHoro KoHTponio. Mpote My NigTEEpIMKYEMO BigNOBIgHICTL AaHoI cepii Bumoram H
3ansa npo cepridikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLia € gocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOUK
YNaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI HA HWKYeBKa3aHiil ainbHUUI B NOBHIi BignosighocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneungikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BcTaHoBNEHa BignosigHicts GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaKeHHA

YnoeHoeaxeHa ocoba — posigHuiA iHxeHep BCraBll AHppycuk-LLykiHa M.M. 21.05.2024

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

GMP/EAEU/KZ/81-01-2024 Big 15.12.2023; GMP_UZ-08:2023 Big 30.11.2023

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

Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000115205 Crop.2 32



OAPMAK

Ten. (044) 496-87-87, Ten./pakc (044) 239-19-38, Ten./dakc (044)49689-42, Ten. (044)‘435—26-57 (4inogoGoso)

Ceprudikar akocri N2 040000115144

Ha¢pTusnu®, kpanni HasanbHi 0,1 % no 10 mn y ¢pnakoHi, no 1 ¢pnakoHy B nauui
1M MPEMAPATY MICTUTb HAQA3OJIHY HITPATY 1 MI

Homep cepii: 330524 Kpaika oTpumysau: YkpaiHa
Kinekictb npogykuit: 66.847 Tuc.ynak. N2 Peectp. nocsigueHna: UA/0704/01/02
Dara Bupo6HUUTBa: 05.2024 TepMiH Al peecTp. NocBiguenHs:  HeobMeXeRni

AHanis BUKOHaHWiA No: MKA N3 go PN NeUA/0704/01/02, aminu eig 25.11.2022 p.

HalimeHyBaHHA NoKa3HuUKiB Bumoru AHA(cneundikauii) PesynbtaTu BunpobysaHb

Onuc Mpo3opa, 6e3bapsHa abo 3nerka »KoBTyBaTa piguHa Bignosigae
lpeHTudikanin
lnerTndikauis YnbTpadioneToBuit CNeKTp NOFNUHaHHK#
8UNPO6GOBYBAHONO PO3UMHY, MPUrOTOBAHOrO ANIA
KinbKicHOro BU3HaueHHs, B obnacti sig 240 Hm
Ao 320 HM NOBMHEH MATU NOBHe CniBNagaHHA CMyr
-

. A
NMOrNUHaHHA 31 CMyraMu NOrNIMHAHHA CRekTpy

PO34MHY NOPIBHAHHA Bignosigae
HiTPaTH v XapakTepHa peakuis (p) ’ _ 'Binnoai,qae
6opHa KucnoTa flkicHa peakuis Bianosinae
MposopicTb Mae ~6ym NpoO30puUM Bianosigae
KonboposicTtb 3abapBneHHs npenapaty Mae 6yTi He
iHTeHCUBHIWKM 3a eTanoH BY7 ":Bi'qnosi.qae
pH Bia 4,0 80 5,0 ' 44
CynpoBsigHi Aomiwku : 7
Hada3zoniHy gomiwku A He 6inbwe 0,5 % 0,0 % (< MB)
6yAb-AKOI iHWOT AOMILLKK He 6inbwe 0,2 % ' 0,0 % (< MKB)
Cyma AOMILLIOK , He 6inbwe 2,0 % 0,0% (<-MKB)
06'em BMICTY yrakoBKu He meHwe 10 mn Bignosipae
Mikpo6ionoriuHa uucrora
3aranbHe yucno aepobHux Kpwrepiv npuninatHocti 100 KYO/mn

MikpoopraHismie (TAMC) *
3aranbHe YiCNo APIXKAMKOBUX i KpuTtepin npunHaTHocti 10 KYO/mn
nnicHasux rpubis (TYMC) *
Staphylococcus aureus * BincyTtHicte B 1 Mn
Pseudomonas aeruginosa * BiacytHictb B 1 mn
KinbkicHe BU3HaueHHs

HadasoniHy HiTpaT Bia 0,95 mr no 1,05 mry 1 mn nipenapary (Ha

MOMeHT Bunycky). Big 0,90 mr go 1,10 Mry 1 mn

§

Cepmudgbikam nidnucaHo eleKMmpoHHUM nidnucom 1D 040000115144




OAPMAK |

Ten. (044) 496-87-87, Ten Jaxc (044) 239-19-38, Ten./paxe (044)49689-42, Ten. (044) 485-26-57 (uinoao6oso)

npenapary 1,00 mr/mn

6opHa Kucnora Bin 18,0 mr go 22,0 mry 1 mn npenapaty 19,3 mr/mn

YnakoBka Mae Bsignosigatm Bumoram Bianosigae

MapkyBaHHA Mae BignosigaTtn Bumoram _ Bignosigae
Tepmin npugaTHocTi: 3 poku Do 05.2027

YmoBu 36epiranna: 36epiraTi B opuriHanbHii ynakosui npu Temnepartypi He uwe 25 °C.
KomenTapi: ‘

*Ha nigcrasi nepiognyHoro KonTponto. NMpoTe My NIRTBEPAXKYEMO BigNOBIAHICT AaHOT ¢cepil Brimoram HJ,
3asBa npo cepTudikayiio:

Lium s 3acsiguyro, wWo BueskasaHa iHpopmauia € gocrosipHow i TouHow. Lo cepilo npoaykuii 6yno BupobneHo (Britouyaoun
YNaKoBKy/MapKyBaHHA) Ta NPOBEAEHUI KOHTPONDL ii AKOCTI Ha HWXYeBKa3saHil AinbHULI B NOBHIN BignosigHocTi go sumor GMP,
BCTAaHOBNEHUX MICUEBUM PEFYNATOPHUM OpPraHoM, a TakoX y BignosigHocTi i3 cneyundikauiamm, aki 3HaXogATbLCA y peecTpaLitHomy
focbe/Toprosoi niueHsii. Mporokonu BUpo6HULTBA, NaKyBaHHA Ta aHani3iB 6ynu nepesipeHi Ta BcTaHoBNEHa BignosigHicte GMP.

Nlossoneso fo peanisauii / 46 BigBaHTaXKeHHA

YnosHoBaxeHa ocoba - Hauanbuuk sipainy BCraBl Nantyx 10.M. 15.05.2024

Bupo6Huua ginbHnya: )
YKPAIHA, 04080 m. Kunis-80, syn. Kupuniscbka, 74; fliueHsia Ha supobHuuteo AE Ne 637430 sig 07.04.2015;

GMP/EAEU/KZ/81-01-2024 i 15.12.2023; GMP_UZ-08:2023 Big 30.11.2023

KoHTponb siKocTi Ta BUgava no3Bony Ha peanisadilo:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; Ceigoutso npo atecrauiio N¢ 390 sig 22.01.2019 -

Soi. ke o gty €5 080827 ?%// -

3

Cepmudikam nidnucaHo enekmpoHHUM nidnucom ID 040000115144 _ - R



OAPMAK

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

Ceprndikar axkocri N 040000116408

Ha¢Ttusun®, xpanni HasanbHi 0,1 % no 10 mn y ¢naxoni, no 1 ¢pnakoHy B nauui
1M MPEMAPATY MICTWUTb HAGA3OMIHY HITPATY 1 MT

Homep cepii: 5680624 KpaiHa oTpumyBau: YkpaiHa
KinbkicTe npogykuii- 67.224 Tnc.ynax. Ne PeecTp. NocBigueHna: UA/0704/01/02
Hata enpotHnuTBa: 06.2024 TepMiH gii peecTp. nocsigueHHn:  HeofMexenni

AHanis BUKOHaHu# no: MKA 13 no P NeUA/O704/01/02, 3minm Big 25.11.2022 p.

HaiimeHyBaHHA NOKA3HUKIB Bumoru AHJ{cneumndixanyii) PesynbTaTv BUnpobyBaHb
Onnc MNpo3opa, 6ezbapeHa aGo 3nerka XoBTyBaTa piguHa Bignosigae
laeHTUdiKaLin
laeHTHPiKaLiA ¥YneTpadioneToBUN CnekTp NOrAMHAHHA

BVNpoGoByBaHOMo PO3vMHY, NPUroTOBAHOrO ANA
KiNkKiCHOro BM3HaJeHHA, B obnacti gig 240 Hm
Ao 320 HM NOBWMHEH MaTW NOBHE CMNiBNafaHHA CMyT

NOrAUHAHHA 3 CMYTramW NOrMUHaHHA CNeKTpy

PO3UMHY NOPIBHAHHA Bignoeigae
HiTpaTK XapaktepHa peakuia (b) Bignoeigae
BopHa Kncneta flkicHa peakuina Bignoeigae
MNpo3opicTb Mae Byt nposopum Bignosigae
KonbopoBicTb 3afapsneHHA npenapaty Mac 6yt He
iHTEHCMBHIWMM 33 eTanoH BY7 Bignoeigae
pH Big 4,0 po 5,0 4.4
CynposigHi gomiluxm
Hadazoniny gomilku A He 6inbwe 0,5 % 0,0 % (<MKB)
6ynb-aKkol iHWOT gomMiWKA He 6inbwe 0,2 % 0,0 % (<MKB)
CyMa [OMILIOK He 6inbwe 2,0 % 0,0 % (<MKB)
O6'em BMICTY YNakoBKK He meHwe 10 mn Bignoeigae
Mikpo6ionoriuna uncrora
3aranbHe Yucno aepoBHUX KpuTepiil NnpUAHATHOCTI
mikpoopraHismie (TAMC) * *
3aranbHe YUCNO ApiXKAKOBUX | KpuTepiil NnpUAHATHOCTI
nnicHABKx rpubie (TYMC) * ke
Staphylococcus aureus * BigcyTHicte B 1 mn *
Pseudomonas aeruginosa * BigcyTHicTe B 1 mn x
KinekicHe BU3HauYeHHA
Hadazoniny HiTpaT Big 0,95 mr go 1,05 mr y 1 mn npenapaty (Ha
MOMeHT BUNYCKY). Big 0,90 mr go 1,10 mry 1 mn
Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000116408

Crop.1 32



OAPMAK

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

npenapary 0,99 mrimn

BopHa Kncneta Big 18,0 mr o 22,0 mr y 1 mn npenapaty 19,8 mr/imn

Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae

MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
Tepmin npuaaTHoCTi: 3 poru Do 06.2027

¥mosu sbepiranna. 36epiratu B opuriHanbHiil ynakosui npu Temnepartypi He suwe 25 °C.
KomexTapi:

*Ha nigcraei nepioguuHoro KoHTponio. Mpote My NigTEEpIMKYEMO BigNOBIgHICTL AaHoI cepii Bumoram H
3ansa npo cepridikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMaLia € gocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOUK
YNaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI HA HWKYeBKa3aHiil ainbHUUI B NOBHIi BignosighocTi ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneungikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BcTaHoBNEHa BignosigHicts GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaKeHHA

YnoeHoeaxeHa ocoba — posigHuiA iHxeHep BCraBll AHppycuk-LLykiHa M.M. 04.07.2024

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

GMP051/2024/GMP Bin 29.05.2024; GMP/EAEU/KZ/81-01-2024 Big 15.12.2023; GMP_UZ-08:2023 Bin 30.11.2023

KoHTponb AKOCTi T2 BMAAYa 03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigouTeo npo atecrauiio N2 320 Big 22.01.2019
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Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000116408 Crop.2 32



QJapM@

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

Ceprndikar axocri N2 040000118083

Ha¢Ttusun®, xpanni HasanbHi 0,1 % no 10 mn y ¢naxoni, no 1 ¢pnakoHy B nauui

1M1 NPENAPATY MICTUTE HAQA3IORAIHY HITPATY 1 MI

Homep cepii: 801024 KpaiHa oTpumyBau: YkpaiHa
KinbkicTe npogykuii- 67.320 Tnc.ynax. Ne PeecTp. NocBigueHna: UA/0704/01/02
Hata enpotHnuTBa: 10.2024 TepMiH gii peecTp. nocsigueHHn:  HeofMexenni

AHanis BUKOHaHu# no: MKA 13 no P NeUA/O704/01/02, 3minm Big 20.06.2024 p.

HaiimeHyBaHHA NOKA3HUKIB Bumoru AHJ{cneumndixanyii) PesynbTaTv BUnpobyBaHb
Onnc MNpo3opa, 6ezbapeHa aGo 3nerka XoBTyBaTa piguHa Bignosigae
laeHTUdiKaLin

laeHTHPiKaLiA

BopHa KncnoTa
MNpo3opicTb

KonbopoBgicTb

pH
CynposigHi gomilxm
Hadazoniny gomilku A
Gynb-aKol iHWOT gomMilWKKA
CyMa JOMILIOK
O6'em BMICTY YNakoBKK
Mikpo6ionoriuna uncrora
3aranbHe Yucno aepoBHUX
mikpoopraHismie (TAMC) *
3aranbHe YUCNO ApiXKaKOBUX |
nnicHABKx rpubie (TYMC) *
Staphylococcus aureus *
Pseudomonas aeruginosa *
KinekicHe BU3HauYeHHA

Hadazoniny HiTpaT

¥YneTpadioneToBUN CnekTp NOrAMHAHHA
BVNpoGoByBaHOMo PO3vMHY, NPUroTOBAHOrO ANA
KiNkKiCHOro BM3HaJeHHA, B obnacti gig 240 Hm

Ao 320 HM NOBWMHEH MaTW NOBHE CMNiBNafaHHA CMyT

NOrAUHAHHA 3 CMYTramW NOrMUHaHHA CNeKTpy

PO3UMHY NOPIBHAHHA Bignoeigae
flkicHa peakuina Bignoeigae
Mae Byt nposopum Bignoeigae

3abapsneHHA npenapary mMac 6yt He

iHTEHCMBHILWWMM 3a eTanoH BY7 Bignoeigae
Big 4,0 ao 5,0 4.4

He 6Ginbwe 0,5 % 0,0 % (<MB)
He 6inbwe 0,2 % 0,0 % (<MB)
He Ginbwe 2,0 % 0,0 % (<MB)
He meHwe 10 mn Bignoeigae

2 ﬁﬁﬁﬁﬂgj‘”% i 100 KYO/mn
: nad YP’\"\
‘LL)H.\: VMEHTIB \v;

. . v
Wigpii n m

‘B 'W"‘“:/'}L

WicTb B 1 M *;

KYO/mn

Mg
Big 0,95 mr go 1,05 mr y 1 mn npenapaty (Ha
MOMeHT BUNYCKY). Big 0,90 mr go 1,10 mry 1 mn

npenapary 0,99 mrimn

Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000118083

Crop. 1
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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)

BopHa Kncnota Big 18,0 mr o 22,0 mr y 1 mn npenapaty 19,9 mrimn
Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTtu Bumoram Bignoeigae
TepmiH npuAaTHOCTI: 3 pokn Do 10.2027
¥mosu sbepiranna. 36epiraTu B opuriHanbHiil ynakoBui npu Temnepartypi He suwe 25 °C.

KomexTapi:

*Ha nigcraei nepioguuHoro KoHTponio. Mpote My NigTEepIMKYEMO BigNoBigHICTL AaHo! cepil Bumoram H
3ansa npo cepradikayin:

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

AosBoneHo Ao peanizayii / Ao BigBaHTaKeHHA

¥noeHoeaxena ocoba - HauansHuk eigginy BCtaBIl NanTtyx I0.M. 22.10.2024

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

GMP051/2024/GMP Bin 29.05.2024; GMP/EAEU/KZ/81-01-2024 Big 15.12.2023; GMP_UZ-08:2023 Bin 30.11.2023

KoHTponb AKOCTi T2 BMAAYa 03BOAY Ha peanisayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigouTeo npo atectaujio N2 320 Big 22.01.2019
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Cepmudpixam nidnucano efeKmpoHHUM nidnucom D 040000118083 Crop.2 32
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