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Ceptudikar akocri N2 040000117921

Muuk MiHi, po34nH i30TOHIYHMIT 3 MOPCBKOIO BOAOIO0, N0 2 Mn y HeGynax nonieTuneHoBux, No
10 HebGyn y nauui

Homep cepii: 20924 KpaiHa oTpumysau: YkpaiHa
KinbKicTb npogykuii: 129.920 Tuc.wTyk
[ata BupobHuuTea: 09.2024

AHani3 BUKOHaHMi no: Spec Finpr000609/4, AP Finpr000515/3, AP Mb000273/1

HaiimeHyBaHHA NOKa3HMKIB Bumoru AHJ(cneuundikauii) PesynbraTu BunpobyBaHb
Onuc Mpo3opa 6ezbapBHa pigvHa Bignogigae

Mpo3opicTb Po3uuH mae 6yt nposopum Bignosigae
Konbopogictb Po3uuH mae 6ytn 6esbapsHum Bignogigae

pH Bin 6,0 no 8,5 7.6

OcmonAnbHICTb Bia 270 mocmonb/kr go 310 mocmonb/Kr 281

KinbKicHe BM3Ha4YeHHA

HaTpilo xnopua Bia 8,1 mr/mn go 9,9 mr/mn 9,3 mr/mn
06'eM BMICTY yNakoBKM He meHwe 2 mn Bianosigae
CTepunbHIiCTb Mae 6yTn crepunbHum Bignosigae
YnakoBka Mae Bignogigatn Bumoram Bianogigae
MapkyBaHHA Mae Bignogigatn BumMmoram Bignogigae
Tepmin npugaTHoCTI: 2 poku Do 09.2026
Ymoem 36epiraHHa: 36epiraTu B opuriHanbHOMY NaKyBaHHi Npu TemnepaTtypi He Bulle 25°C. KoHTeliHep npusHaveHuid ansa

OfIHOPA30BOro 3acTOCyBaHHA. He BUKOPUCTOBYBATK, AKWO KOHTEMHEp BiKPUTMIA abo NOWKOQXKeHWI Yepes
py3uK Wweuakoro bakrepiansHoro 3abpyaHeHHn

KomeHTapi:

3anBa npo ceptudikauiio:

Lium a 3acsiguyio, Wo BuleBKasaHa iHpopmauia € goctosipHoto i TouHow. Lo cepiio npogykuii 6yno BupobneHo (Bkniovaouu
ynakoBKy/MapKyBaHHA) Ta NpoBefeHUI KOHTPONb ii AKOCTI Ha HWXK4YeBKasaHill AinbHULI B MOBHIW BiAnoBigHOCTI A0 BUMOr
TeXHIYHOro pernameHTy LWOoAo MeAUYHUX BUPOGIB, BCTAHOBNEHUX MICLIEBUM PerynaTopHUM OpraHoMm, a TakoX Y BignosigHoOCTI i3
cneundikauismu. MNpoTokonu BUpo6HULTBA, NakyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHOBNEHa BigNoOBIAHICT HOPMaTUBHI
JAOKyMeHTaL|il.

Dlo3soneHo Ao peanisauii / 4o BigBaHTaXeHHA

YnoeHoBaxeHa ocoba - HauanbHuk Bigainy BCtaBIl NanTtyx O.M. © 08.10.2024

Cepmucbikam nidnucaHo enekmpoHHUM hidnucom ID 040000117921 Crop.1 32
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Bupo6Huua ginbHuua:
YKPAIHA, 04080 m. Kuiig-80, Byn. Kupuniscbka, 74; JliueHsis Ha supobHuuteo AE Ne 637430 sig 07.04.2015;

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

KonTponb akocrti Ta BUga4ya go3sony Ha peanisauiio:
YKPAIHA, 04080 m. Kuiig-80, syn. Kupuniscbka, 74; Ceigourso npo artecrauito N2 390 sig 22.01.2019

Cepmucbikam nidnucaHo enekmpoHHUM hidnucom ID 040000117921 Crop.2 32
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Dexnapayis npo signosigwicts Ne 4
APORYKUT BHMOTAN TEXHIMHOPO PEMTIAMEHTY OO MEQRYHIY BUPCEIS

Menwununl supid

medical device Pk Misl, poassi I30TORMEGT 3 MOPCBKOIO BOAID

Mogudhikauin (i) MB Mo 2 v (mi}y Hebynax nonieTunenosnx, no 10 Hebyn vy nasyi 3
KBPTOHY:
Mo 2 an {mi} v seBynax nordetrnenosuy, no 15 Hebyn vy nanul 3
KBOTOHY.

Haasa supoluyka Ta opuamina | AT "Dapuax”

AAPECA MICUSSHAXOINEHHA Byn. Kupunisceka, 83, m. Kuis, 04080, Yepaiua

Hazsa Ta agpeca supobnmot AT "Oapvag”

Fatigicisiiet] By, Kupunieceka, 74, m. Kuis, 04080, Yipaika

Byn. Hopsomoposia 4, m. Kuis, 404080, Yepaiva

Knacudvirauds arigso Texuiysors
QQE‘HGMQHW NS0 MeOMMHBK
2apodis 3aTBSRIKEHOT
Nocranoaocw Kabinety Misicrpis
Yypainun Ne753 sin 2 xosTha
2013 pory

Bignosigsicts cranaapTam

Ha

OCTY EN 180 13485:2018, ACTY EN IS0 148712014 5, BCTY EN 180
15223-1-2018, Meddev 2.7/1 mepoin 4, OCTY ISO 10853-1:2015,
OCTY 150 10893-2:2004, ACTY 18O 10883-5.2018, RCTY IS0
10893-8:2015, BCTY IS0 10893-10:2004, JCTY IBO 10893-12:201 85,
LCTY 180 10893-13:2015, MB 1-2004, ICTY EN 558-2:2018, Aoty
EN1041:2018 OCTY EN 13408-2:2015, ACTY EN IS0 15223-1-2018

Hopatox 3 (32 swHETXOM posginy TISpesipRa NPOSKTY MEAWIHOD
Nipouepypa ouisx signosigrocti | supoBy”)  TexwidHoro PETMAaMEHTY  Wog0 WEeaWNRKX  supobis,
: sarsepowenore NocTanosow KMY Ne 753 gig 2 mostus 2013 RORY

Qpran oulnsw signosigrocy O «YKPMETPTECTCTAHOAPT
imenTrdikauifitui womap: UA TR.O01
Ceprudikar signosigHooT Ne UATR.001.0753.14.00418-22

ikcisia go 28.07 2027

CeprutbikaT nepesipim npoexTy
alo nepesipt Tiany

Tepmin ot nexnapauil no 28.07 2027

AT «DAPMAKs, sassnne, We BRUSRKEIEHR MeaunuHui suRil signosinas ausoran Texsiusors PETNIANEHTY
HIORO MeuRux supoSia 3aTBepIReHOn
TexniuHa LOKYMeRTaLs pospobnenad
AT «OAPMAKY, Yipsina, 04080, M
Dexnapauis npo signorinHicTs own
Nocaga:

B. 0. Bukonasuoro aupextopa

U KaBinery Misicrple Yipaisu sin 2 xoaTHs 2013 p. Ng 753

Bebya, Gynuog 74,
osinassiicTs Supodnura AT “CAPMAK.
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AKLJIOMEPHE TOBAPKCTBO
«QAPMAK

BupoBuuk: AT «DPapmaky, Yioalk

a, 04080, m. Rulg, syn. Kupuniscbka, 74,

Tlocens HEHS
Pospotneto Ewenept BMP Srjwescsxa JLA.
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DOZHEH fovhniunuil 3 MODILXRON 80RO

TOPTOBA HASBA: MTIHHK MIHIL posuus otoniunall 3 MODOERGIC BOAOKO.
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