<Dapm@

OAPMAK

TR

«CesopiH KYHXKYTHUIA cnpeli», cnpeil HasankbHMIA, no 10 mn y ¢nakoHi, no 1 dnaxkony y navui

Ten. {044) 496-87-87, Ten Manc (044) 238-19-38, Ton Apaws (044)49689-42, Ton, {044} 485-26-57 (uEaonoGoao)

Ceprudikart akocti N2 040000119102

KpaiHa oTpumyBay: YKpaia

Homep cepii: 51224
KinbeKicTe npogyKuii: 18.980 Tuc.ynax.
Nara enpobruuTea: 12.2024

Ananis BuxoHaHné no: Spec Finpr000315/4, AP Finpr0o00324/2, AP Mb000340/1
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HalimeHyBaHHA MOKAZHNKIE

Bumorn AHH{cneundikaulii)

Pe3ynb1'am BMHPOﬁyBaHb

Onuc
IpesTudixkayin
KYHMXYTHa onis

MeTnAnapabeH

fycruHa

MepekncHe Yucno

O6'em BMICTY YNaKkoBKM
Mikpo6ionoriuka uncrora
3ararbHe uMcno aepoBHUX
mikpoopratizmis {TAMC)
3arantHe 4Mcno ApRKIKOBUX |
nnickAsux rpubis (TYMC)

Mpo3opa KOBTyBaTa MaCAHUCTa piguHa

AkicHa peakuiia

Ha xpomatorpami eunpoboByBaHOrO PO3UMHY,
opepxaHiit 8 pozaini "KinbKicHe Bn3HaYeHHA.
Metunnapabes" yac yTpumyBaHHA Nika

meTtunnapabeHy Mae cnisnagatyi 3 Yyacom

YTRUMYBaHHA Nika meTunnapabeHy Ha xpomarorpami

po3uMHy nopisHAMHA 3 TouHicTIo £ 2 %
Big 0,905 rfem3 go 0,933 rfcm3
He Ginewe 30

He merwe 10 mn

Kpurepin npuiHatHocTi 100 KYO/mn

Kpurepih npuibstdocrt 10 KYO/mn

Bignosinae

Bignoeigae

Bignoeigae
0,919 r/lcm3
3

Bianosinae

0 {meHwe 10)

0 (meriwe 10}

Pseudomonas aeruginosa BiacyTHicTb B 1 mn BipcyTHi
Staphylococcus aureus BincyTHicTb B 1 MmN BigcyTHi
KinbkicHe BUlizHaueHHn
meTnnnapabeH Big 1,80 mr go 2,20 mr 8 1 mn meguuHoro snpoby 2,00 mrimn
Bu3HaueHHA winbHoCTi Mae BuTprMmyBaTK BUMOrY
3aKYNOPKN Bignoeigae
YnaxkoBka Mae signogigaTy Bumoram Bignoeigae
MapKysaHHA Mae BignosigaTin BMOTram Bignoeigae
TepmiH npupaTHocTi: 2 pokyi 6 micauis Do 06.2027
Ymosu 36epiranua: B opurinancHilh ynakosui B 3axviieHomy BIia cBitna micui npy Temnepatypi He suwe 25 °C, 36epirath B

REQOCTYAHOMY ANA AiTeR micui

KomeHTapi:

3anea npo cepTudikauiio:

Cepmubikam nionucaHo enekmpoHHUM nidnucom

1D 0400001191
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Ten_ {044} 496-87-87, Ten Sdare (044) 239-19.38, Tonfdaxe (044)40688-42, Ten. {044) 485-26-57 (uinonoGone)

Limm A 3aceigvyio, Lo BUWeBKazaHa iKbopmalia € goctosiphow i ToyHow. Lo cepiio npopykuii 6yno supobnero (sknouvatouu
ynakoeky/mapkyeanHa) Ta RpoBeAeHMA KOHTROMNE 11 AKOCTI Ha HybKUEBKazaHil ainbHuul B NOBHIR BignosipHocT! Ao BUMOF
TexHiUHOro pernamMeHTy LWogo MeauyHux BMPoBIB, BCTAHOBNEHWNX MICLI@BAM PErYNATOPHMM OPraHoM, a8 Takox Yy BiANOBigHOCT i3
cneuudikauismy. Mpotokon BUPOGHNLTER, NaKyBaHHA Ta aHanizis Bynu nepesipenri Ta BCTaHOBAEHA BIANOBIAHICTL HOPMATWUBHIR
AorymeHTauii,

e

HAosBoneHo fo peasdizauii / fo BigBaHTaMeHHA

YnosHoBaxeHa ocoba - Hauansbnuk sigginy BCraBll Nantyx 1O.M, 17.12.2024

BupoGHiua ginbHuLAa:
YKPAIHA, 04080 m. Kniz-80, syn.Kupuniecbka, 74; NiueHzia Ha BupoBuvnTEe AE N 637430 eig 07.04.2015;

GMP/EAEU/KZI81-01-2024 Big 15.12.2023; GMPUZ-08:2023 sig 30.11.2023; 530-10/24-06/02 sip 02.09.2024

Kontponb Akocri T2 Brfava goseony Ha peasnisauyiio;
YKPAIHA, 04080 m. Kuis-80, syn.Kupwnisceka, 74; CeigoLTeo npo arectauiio N¢ 380 sig 22.01.2019

Cepmuchikam nidnucaHo eflekmpoxHuM nidnucom ID 040000118102 Crop.2 32




Pegawuin 4

{Homep pedanyii)

Hexnapauisn npo sianoeiasicTs No 4
NPORYKLYT BUMOIAM TEXHIYHOIO PEMAMEHTY OO MEOWYHUX BUPOBIR

Menuurull Bupib
medical device

Ceaopid kyrpryTHIA crnipeit

Mogudbirargs (i) MB

Hassa supobHuKka Ta ropugnyHa
aapeca MICLIBaHaXOOKSHHA

AT «Dapmaky
Byn. Kupuniecoka, 83, m. Kuis, 04080, Yipaina

Hazsa 12 agpeca supobHymol
Pl =t e

AT «Dapmaks
Byn. Kupuniecbxa, 74, m. Kuis, 04080, Yrpaina

Knacudikauin srigso Texxiudoro
PEIrNaMeHTy LIS MBInMHIUX
BupobiB 3aTREPAMEHOND
MNocrarosoio Kabinety Midicrpis
Yypainm Ne753 eig 2 wostHn 2013

ROKY

{ knac

BignosigHicTs cTangapram

ACTY ENISO 13485:2018, CTY ENISO 14971:2015, ACTY EN
180 16223-1-2018, ACTY ISO 10993-1:2015, ACTY IS0 10993-
5:2015, ACTY ISO 10993-10:2004, CTY EN 1041:2015

Tpouenypa ouiHkM BignoeigHooT

Bignosigso ac nywkris 14 Hogatky 8 TexsiuHoro pernamexTy
Hofo Meguunnx BupoBis (3pificHenHs BHYTRIWHLOrG KOHTPOMO
BrpoBHuuTEA MeguuHux supobie), saTteepkeHoro [locTaxoBo0
KMY Ne 753 sig 2 soetan 2013 poky

Cprad ouiHky BignosigHocT

b

CeprudikaT sinnosinHocTi

Ceprudikat nepesipyt NpoexTy
afo nepesip TMNY

Tepmin 4if Aexnapadii go

06.11.2027

AT «QAPMAKR, sanenne, Wo suieskasasnit Meauusni supis sianosigae sumoram Texwsiunore PErnaMeHTy
woao meguuHux eupobis sarsepgxeHore Moctanosow Kabinety MinicTpiz Yepainm sig 2 xo8tHa 2013 p. Ne 753.
TexuidHa gokymenTauis poapobnena | sBepiractsves y supobumxa:

AT «DAPMAK», Yipaiua, 04080, v. Kuis, syn. Kupuniscska, Gygusox 74.

Hexnapaulin npo signosiaHicTs cknagena nig 4inkosuTy BiANoRiRansHIcTs BupoGnika AT «@APMAKS.

Nocana:
B.o. Bukonasuoro gu
Onepauiitnul SUpeKT:

Masnuk NLM.

« Tw_JS4 204,

{riB)

39-19

{para)

B0 «PAPMAK» 7 04080, w. Kuts, syn. Kupuniscsia, 63,
-40 { g-matlh nls@ ek ua / web-caltt wywfanmakua
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Ten, (044) 496-87-87. Ten./dpakc (044) 239-19-38, Ten/pakc (044)49689-42. Ten. (044) 485-26-57 (uinopoboro

Ceprtudikar akocri N¢ 040000119147

RN

«Ce30piH KYHXYTHUIA cnpei», cnpeil HasanbHuil, no 10 Mn y ¢nakoHi, no 1 pnakoHy y nauui
Homep cepii: 10325 KpaiHsa oTpumysau: YkpaiHa

KinbKicTb npopyKuii: 18.720 Tuc.ynak.

[ara supobHuyrea: 03.2025

AHani3 BUKOHaHWI No:;

Spec Finpr000315/4, AP Finpr000324/2, AP Mb000340/1

HalimeHyBaHHA NoKasHUKIB

Bumoru AH[(cneuundikanir)

PesynbTratu BUNpobysanb

Onunc Mpo3opa XoBTyBaTa MacNAHUCTa piguHa Bignosinae
IneHTudikayia
KYHXXYTHa onis AkicHa peakuia Bianosigac
meTunnapaben Ha xpomatorpami BUnpoboByBaHOro po3ymnHy,
ofepxaHii 8 po3aini "KinbkicHe BU3HAYEHHA.
Metunnapaben" yac yTpumyBsaHHAa rnika
meTunnapabeHy Mae cnisnagaTy 3 4acom
yTPUMYBaHHA Mika MeTuanapabeHy Ha xpomaTorpami
PO3YUHY NOPIBHAHHSA 3 TouHiCTIO £ 2 % ‘ Bignosigae
TyctuHa Big 0,905 r/cm3 go 0,933 ricm3 0,919 r/ecm3
MNepeKkncHe Ynucno He 6inble 30 3
O6'em BMICTY YNaKoBsKU He meHwe 10 mn Bignosinae

MikpobionoriyHa uucrora
3aranbHe 4Mcno aepobHuX
mikpoopratizmis (TAMC)
3aranbHe YnCNo APIKIKOBUX i

nnicHasux rpubis (TYMC)

Kputepin nputtiatHocti 100 KYO/mn

KpuTtepin npuiHatHocti 10 KYO/mn

0 (meHwe 10)

0 (meHwe 10)

Pseudomonas aeruginosa BigcyTHicTb B 1 Mn BigcyTHi
Staphylococcus aureus BigcyTHicTe B 1 M BigcyTHi
KinbKicHe BU3HayeHHsA
metunnapaben Bin 1,80 mr go 2,20 mr 8 1 Mn mMeauyHoro supoby . 2,02 mrimn
BusHaueHHs LWinbHOCTI Mae BuTpuMyBaTV BUMOTU
3aKyMNopKu Bianosigae
YnakoBka Mae BignosigaTtv Bumoram Bignosinae
MapkyBaHHs Mae BignosigaTtn Bumoram Bignoeinae
TepmiH NnpupaTHoCTi: 2 poku B micsuis Jo 09.2027

YmoBu 36epiraHHn:

HeJOCTYNHOMY AnA AiTen micui

KomeHrapi:

B opuriHanbHill ynakoBui B 3aXuileHomy Bif CBiTNa micui Nnpu Temnepatypi He sue 25 °C. 36epiratn B

3anBa npo ceprudikauilo:

Cepmucpikam nidnucaHo enekmpoHHUM NnidNUcom

ID 040000119147

Crop. 1
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Ten. (044) 496-87-87, Ten./dakc (044) 239-19-38, Ten./daxc (044)49689-42, Ten. (044) 485-26-57 (uinogoboro)

LM s 3acsiguylo, L0 BULLEBKasaHa iHbopMalia € JOCTOBIpHOW i TouHot. Lito cepilo npopykuii byno supobneHo (BKNIOUatoYK
YraKkoBKY/MapKyBaHHs) Ta MNpoBeAeHnit KOHTponb i AKOCTI Ha HuKueBKasaHit AinbHWUi B MOBHIK BIANOBIAHOCTI [O BUMOT
TEXHIYHOrO pernameHTy WOLO MeAnyHUX BUPOGIB, BCTAHOBNEHMX MICLEBUM PETyNATOPHUM OPraHoM, a TakoX y BiAMNOBIAHOCTI i3
cneyndikauismu. MpoToKonu BUPOBHWULTBA, NaKyBaHHA Ta aHanisie 6ynu nepesipeHi Ta BCTaHOBNEHA BIANOBIAHICTL HOPMATUEBHIN

[OKYMeHTaLji.

[ossoneHo Ao peanizauyii / 4o BigBaHTaXeHHA

YnosHoBaxeHa ocoba - MNposigHun ivxenep BCTaBll binum AM. 19.03.2025

Bupo6Huya ginbHuuA:
YKPAIHA, 04080 m. Kuis-80, Byn.Knpuniscoka, 74; Niuensia Ha Bupobruyrso AE Ne 637430 sig 07.04.2015;

GMP/EAEU/KZ/81-01-2024 sig 15.12.2023; GMPUZ-08:2023 sig 30.11.2023; 530-10/24-06/02 sig 02.09.2024

KoHTponb sKocTi Ta BuAaua A03BONY Ha pealisayito:
YKPAIHA, 04080 m. Kunis-80, Byn.Kupuniscoka, 74; Ceigoyrso npo atecrauito Ne 390 sig 22.01.2019

Cepmudhikam nidnucaHo esekmpoHHUM hidNUCOM ID 040000119147 Crop. 2 32
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Pegawuin 4

{Homep pedanyii)

Hexnapauisn npo sianoeiasicTs No 4
NPORYKLYT BUMOIAM TEXHIYHOIO PEMAMEHTY OO MEOWYHUX BUPOBIR

Menuurull Bupib
medical device

Ceaopid kyrpryTHIA crnipeit

Mogudbirargs (i) MB

Hassa supobHuKka Ta ropugnyHa
aapeca MICLIBaHaXOOKSHHA

AT «Dapmaky
Byn. Kupuniecoka, 83, m. Kuis, 04080, Yipaina

Hazsa 12 agpeca supobHymol
Pl =t e

AT «Dapmaks
Byn. Kupuniecbxa, 74, m. Kuis, 04080, Yrpaina

Knacudikauin srigso Texxiudoro
PEIrNaMeHTy LIS MBInMHIUX
BupobiB 3aTREPAMEHOND
MNocrarosoio Kabinety Midicrpis
Yypainm Ne753 eig 2 wostHn 2013

ROKY

{ knac

BignosigHicTs cTangapram

ACTY ENISO 13485:2018, CTY ENISO 14971:2015, ACTY EN
180 16223-1-2018, ACTY ISO 10993-1:2015, ACTY IS0 10993-
5:2015, ACTY ISO 10993-10:2004, CTY EN 1041:2015

Tpouenypa ouiHkM BignoeigHooT

Bignosigso ac nywkris 14 Hogatky 8 TexsiuHoro pernamexTy
Hofo Meguunnx BupoBis (3pificHenHs BHYTRIWHLOrG KOHTPOMO
BrpoBHuuTEA MeguuHux supobie), saTteepkeHoro [locTaxoBo0
KMY Ne 753 sig 2 soetan 2013 poky

Cprad ouiHky BignosigHocT

b

CeprudikaT sinnosinHocTi

Ceprudikat nepesipyt NpoexTy
afo nepesip TMNY

Tepmin 4if Aexnapadii go

06.11.2027

AT «QAPMAKR, sanenne, Wo suieskasasnit Meauusni supis sianosigae sumoram Texwsiunore PErnaMeHTy
woao meguuHux eupobis sarsepgxeHore Moctanosow Kabinety MinicTpiz Yepainm sig 2 xo8tHa 2013 p. Ne 753.
TexuidHa gokymenTauis poapobnena | sBepiractsves y supobumxa:

AT «DAPMAK», Yipaiua, 04080, v. Kuis, syn. Kupuniscska, Gygusox 74.

Hexnapaulin npo signosiaHicTs cknagena nig 4inkosuTy BiANoRiRansHIcTs BupoGnika AT «@APMAKS.

Nocana:
B.o. Bukonasuoro gu
Onepauiitnul SUpeKT:

Masnuk NLM.

« Tw_JS4 204,

{riB)

39-19

{para)

B0 «PAPMAK» 7 04080, w. Kuts, syn. Kupuniscsia, 63,
-40 { g-matlh nls@ ek ua / web-caltt wywfanmakua
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Mepauunvia Bupi6 CesopiH KyHXyTHUA cnpei, cnpei HasanbHui, no 10 mn (Ml) y dnaxoni, no

OAPMAK

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

Ceprndikar axocri N 040000122647

1¢nakony y nauni

Homep cepii: 30925 KpaiHa oTpumyBay: YKpaiHa
KinbkicTe npogykuii- 18.734 Tnc.ynak.
Data eupobHnuTBa: 08.2025

AHaniz BUKOHaHWHA no:

Spec Finpr000315/4, AP Finpr000324/2, AP Mb000340/1

HalimeHyBaHHA NOKa3HUKIB

Bumoru AHJ{cneundikanyii)

PesynbTaTn BUnpo6yBaHb

Onmc lNpo3opa XOBTYBaTa MacNAHKUCTA piguHa Bignoeigae
laenTudikayin
KYHXKYTHa OniA flkicHa peakuina Bignoeigae
MeTunnapateH Ha xpomaTorpami BUNpoOOBYBaHOrO PO3UNHY,
ofiepxaHiil B po3gini "KinbkicHe BU3HaYeHHs.
MeTunnapateHd” yac yTpUMyBaHHA nika
meTunnapabeHy Mae cniBnagaTi 3 Yacom
YTPUMYBaHHA Nika meTunnapabeHy Ha xpomaTtorpami
PO3UMHY NOPIBHAHHA 3 TOUHICTIO £ 2 % Bignoeigae
lyctvHa Big 0,905 r/cm3 go 0,933 ricm3 0,919 ricm3
MNepekucHe yncno He Ginbwe 30 3
O6'em BMICTY YNakoBKK He meHwe 10 mn Bignoeigae

Mikpo6ionoriuna uncrora
3aranbHe yucno aepoBHUX
mikpoopraHismie (TAMC)
3aranbHe YUCNO ApiKAKOBUX |

nnicHAsux rpubie (TYMC)
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KpuTepiil npuiiHATHOCTI 1

0 {meHwe 10)

0 {meHwe 10)

Pseudomonas aeruginosa BigcyTHicTe B 1 mn BigcyTHi
Staphylococcus aureus BigcyTtHicte B 1 mMn BigcyTHi
KinekicHe BU3HaueHHA diha w0
MeTunnapateH Big 1,80 mr go 2,20 mr B 1 mn meguuHOro BUpody 2,00 mrimn
Bu3HaueHHA WinbHOCTI Mae BUTpUMYBaTH BUMOTH
3aKYNopKH Bignoeigae
Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
Tepamin npmaaTHoCTi: 2 poku 6 micayie Jo 03.2028

¥moBu 3bepiranna;

HeaoCTYNHOMY AN AiTeil micyi

B opwriHanbHiit yNakoBUi B 3aX1WeHOMY Big cBiTAa micli npu TeMnepaTypi He Bulle 25 °C. 3bepiratn B

Cepmudbixam nidnucano efeKmpoHHUM niBnucom

D 040000122647

Crop. 1
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OAPMAK

3ansa npo cepradikayin:

Ten. {044) 496-87-87, Ten./barc (D44) 239-19-38, Ten dakc (0444968542, Ten. (044} 485-26-57 (uinopoboso)

Lum A zaceiguyio, WO BULeBKa3aHa iHdopMalia € pocTosipHoo i TouHow. Lo cepilo npoaykuii 6yno snpobneHo (BKAKOUYAIOUM
YMakoBKy/MapKyBaHHA) Ta MPOBeOeHWA KOHTPONb il AKOCTI Ha HWKYEBKa3aHil AinbHUUI B MOBHI BignosigHOCTI oo BUMOr
TEXHIYHOrO PernaMeHTy WOoAC MeAWYHWX BUpoOiB, BCTAHOBASHUX MICLIEBUM PerynaTopHUM OpPraHOM, a TAaKoX Y BignoeigHocTi i3
cneumdikauiamu. MpoTokonn BUpoBHULTBA, NAKYBaHHA Ta aHanisie 6ynu nepesipeHi Ta BCTAHOBNEHA BifiNOBIAHICTb HOPMATHBHIA

LOKYMEHTaLI.

Ao3soneHo Ao peanizauii / Ao BigBaHTaKeHHA
YnosHoBaxeHa ocoba - MNpoeigHui inxeHep BCTaBIl binum A.M.

18.09.2025

Bupobnnua finoHULA:

YKPAIHA, 04080 m. Knie-80, Byn.KupwmnisceKa, 74; JliueHsia Ha supobHuuTBo AE N2 637430 Big 07.04.2015;

GMP/EAEU/KZ/81-01-2024 Big 15.12.2023; GMPUZ-08:2023 Big 30.11.2023; 530-10/24-06/02 sig 02.09.2024

KoHTponb AKOCTi T2 BMAAYA [103BOAY HA peanisayio:

YKPAIHA, 04080 m. Knie-80, eyn.Kupmnisctka, 74; Ceigoutso npo atectauio Ne 390 sig 22.01.2019
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Cepmudpixam nidnucano efeKmpoHHUM nidnucom

ID 040000122647

Crop.2 32


http://www.tcpdf.org

