20.06.2020 p. ,L[EKJIAPA[“H Ne 177 {1 M. 3anopixoKa

npo BiANOBiAHICTb
Pepakuis: 3

NPOAYKIT BUMOTAM TEXHIYHOTO PEFJIAMEHTY LWOA0 MEAHYHHX BHUPOBIB
Mocranosa KMY Bia 02.10.2012 p.N2753

TOB "OMETA IHBECT TPYI", Ykpaina m. 3anopixxs, By/. BaGopsbka, 6yA.18 €/1PNOY 41740587

MiaTBepAKYE, w0 Me61i MeAnUHi: XipypriuHi Ta CTOMATO/IOTIYHI B acOpTHMENTI 3riaHo 3 loaaTikom Nel

a0 JAeknapauii, koa AKMIM 32,50, | kaac nOTEHUIRHOrO PU3HKY 3aCTOCYBAHHA (Hectepuabni 6e3 Gynkuii
BHMIPIOBAHH 2), (ariano Nynicry 9 logartky 2 TexnivHoro pernaMenTy uoAo MEAHUHHX BHPOGIB, 3aTBEPAKEHOrO NOCTAHOBOIO
KMY Ne753 sia 02.10.2013 p.)

Bupo6uuirea: TOB "OMEI'A IHBECT IPYI", Ykpaina M. 3anopiioks, 6ya. Bubopsbka, 6ya.18

BiagnoBigae sumoram: TexXHiYHOr0 pernaMeHTy WoA0 MEAUIHHX BUpOGiB, 3aTBEP/KEHOr0 NOCTAHOBOIO
KMY 8ia 02.10.2013 p. Ne753. BHyTpiwHii KOHTPO/Ab BHPOGHHUTBA 3AIMCTHIOETBCA BIANOBIAHO A0 [loAaTKa
8 ao Texuiunoro pernameHTy «[1opsAAOK 3AiHCHEHHA BHYTPIWHBLOrO KOHTPOAIO BUPOGHMUTBA MEAHYHHX
BupoGie» (BUKal0Yaouu nn. 5 6).

a Takox ACTY IFOCT 16371:2016, ACTY ISO 13485:2013, IDT «Bupobu MeaHuHi. Cucrema ynpasaiHHs
aKicTio. Bumoru woao peryaiosannay, ACTY 1S0O 9001:2015, IDT «Bupobu meanuHi. Cucrema ynpasaiHHa
akicTio. Bumory woao peryaiosansay, JACTY TOCT 19917:2016, JICTY 7957:2015, ACTY 7956:2015, ACTY
2071-92, ACTY 2070-92, ACTY 2080-92, ACTY 2081-92, ACTY ISO 421 1-4-2001, ACTY 1SO 7172:2008, ACTY
1SO 7174-2:2008, ACTY EN 1129-1:2005, ACTY EN 1129-2:2005, ACTY EN 1334:2004, ACTY EN 1957:2008.

Jexnapauisn cK/1afieHa Ha nigcrasi:
Ceprudikar UA.CY.13485.0187-18 signosignoctri sumoram ACTY 1SO «Bupo6u meanui. Cucrema ynpasJiiHHs
AKICTIO. BUMOTH WOA0 peryaioaHusay (IS0 13485:2013, IDT), LlenTp ouitku «PAKTYM»

Ceprudikar UA.CY.9001.0188-18 signosiatocti sumoram ACTY ISO «Bupo6u meauyni. Cucrema ynpasiHHs
aKicTio. Bumor oo perymosatus» (IS0 900 1:2015, IDT) LienTp ouinku «PAKTYM»

BHCHOBOK Ai€pX. CaHiTapHO-eNiAeMioIoriYHOI eKCnepTH3H Ne602-123-20-1/9753 Bia 12.03.2018 p.

BHCHOBOK A€K. CAHITapHO-eNiAeMioNoriHOT eKCNepTHIH Ne602-123-20-1/16585 Bia 16.04.2018 p.

Ceprudikar UA0.YT.112409-20 sua 24.11.2020 p. pianosianocti Bumoram: ACTY MOCT 16371:2016 TOB BCU

«MIBAEHTECT»

Jlucer TOB «YkpmeacepT» Ne 350 BuA 0
MeAHYHKX BUPODiB BUMOTAM TexHi4YHOro pernaMeHTy»
MpoTokon BUNpoGyBaHb Ne P112405/20 sia 24.11.2020 p., guaanuii BA TOB “BCL "MIBAEHTECT"

2 Me6ai MeauuHi: XipypriuHi Ta CTOMATOJIOTIYHI, B aCOPTHMEHTI, 3riH0 3 loAaTKOM
TY 7524:2014 «Jlikka ansn oCi6 3 OOMEXEHHAMH

9.11.2018 p. «[Ipo BU3HAUEHHS KJACY PHU3HKY Ta OLIHKY BiANOBIAHOCTI

Jlexnapauia nOWHPIOETHLCS H
Ne 1 go Jeknapauii, siKi BUPOGAAIOTLCA cepiﬁuod;;'

KHUTTERIANBHOCTIN

a2
St CB.A
JAupexTop L« |n .b. ApamoB
(nocana) £ :'; (inbigiaan Ta npiasnue)
\ - '-l
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20.06.2020 p. B Pein: w3
s ¥ =S
L A
UnnmicTh AeKnapauii MoHa nepesiputi 3a Ten . + 380 612 962692
Jleknapauia ne nignarae peectpauii sriano 3akony Yipain gig 02.10.2012 Ne 5312-Y1
Jlekaapauia npo BIANOBIAMICTS AlifcHa 3: 20.06.2020 p. Peaakwin Cropimka 1131
Jleknapauis npo BIANOBIAHICTL AIHCHA RO: 19.06.2025 p. AGO 20 BHECEHHR 3MiN B KOHCTPYKUIIO, CKAIA aGo | aoxymenta:2
TEXHOAOTII0 BHPOGHHIITBA | J




JoaaTok Ne 1

Ao Jexnapauii Ne 177/1 Big 20.06.2020 p. npo BiAnNOBigHICTH NpoayKuUii
BUMOraM TeXHi4YHOro perjaMeHnTy 1oa0 A0 MEAUYHHX BHpoﬁiB
mMe6/1i MeAHYHI: XipypriuHi Ta CTOMATO/I0TiYHI I K1ac (HecrepuabHi, 6e3 yHKuUiT BumipoBanna) koa AKMN
32.50.3 BupoGuuursa TOB “OMEIA IHBECT IPYN", Ykpaiua
**  Meb6ni, AKi npU3HaYeHi ANA BIANOYMHKY NALIEHTIB B OYiKYBaHHI NPUHOMY B NiKapHi
BaHkerka B-1 KopupopHa
bankerka B-2 kopnaopHa
baHkeTka b-3 KopuAaopHa
bankeTka B-4 kopuAaopHa
BankeTka BC-1 KOpMAOPHA 3i CNUHKOK
bankeTka BC-2 KOpUAOPHA 3i CNMHKOK
BaxkeTka BC-3 KOPMAOPHA 3i CNMHKOK
BaHkeTka BC-4 KOPUAOPHA 3i CNUHKOIO
BankeTka MBC-1 KOPUAOPHA 3i CNUHKOIO | NOPYYHAMY
10 bankeTka MBC-2 KOPUAOPHA 3i CNMHKOIO | NOPYYHAMMU
11. baxkerka MBC-3 KOPUAOPHA 3i CNUHKOIO | NOPYYHAMM
12. banketka MBC-4 KOPUAOPHA 3i CNAUHKOIO | NOPYYHAMM

=

WoONOYEwN

<+ Mebni, aKi npusHaueHi gnna 36epiraHHa IHCTPYMEHTIB Ta Marepianis 8 yCix TMNax MeauYHuX Kabineris:
13. Wada WM-1 meguuHa
14. Wada WM-1c megmuHa
15. Wada WM-2 meauyHa
16. Wada WM-2¢c meguuHa
17. Wada WMH meauyHa HasicHa
18. Wada WMx-1 meauuHa ana xanartis
19. Wada WMx-2 meauyHa ANA Xanaris
“* Meb6ni npu3aHayeHi 419 Bi3yanbHOro po3noginy NnpocTopy y NpUMilLeHHi:
20. Wupma WIM-1 ogHOCeKUiiHa
21. Wupma LLUM-2 aBoxCeKuiriHa
22. Wupma LWM-3 TpbOXCeKUiiiHa
23. Wupma LUM-4 4OTHPbOXCEKUilHa
& Meb6ni, aKi npU3aHaUueHi ANA PO3MILLYBAHHA NALIEHTIB NPW NPOBEAEHHI NiKYBANbLHOIO OrNAAY Ta BUKOHAHHA Pi3HUX
npoueayp:
24. Kywertka KM npoueaypHa
25. Kywerka KMNa npoueaypHa AUTAYa
26. Kywertka KC ornaposa
27. Kywerka KCa ornagosa gutaya '
28. Kywerka K® ansa ¢iskabuneris ’( | Zofe,
29. Kywertka KM macaxHa P \
30. KyweTtka KM-2 macaxHa
31. Kywerka KM-3 macaxHa
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Ll_(_o_gatox A0 flekaapauii npo BianosiaHicTs AiliCHH# 3: 20.06.2020 p. Pepaxuin Cropinka 1i3 4
Aonarox ao [exnapauii npo sianosignicts Ailicumii go: | 19.06.2025 p. AGD 210 BHECCHHA 3MIH B KOMCTPYKWIX, | AOKyMenTa:3
CKNaa 260 TEXHONOri K0 BHPOGHHUTEA
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32.
33.
34.

»  Mebni, Aki NPU3HAUEHI ANA NepeBe3eHHA NauieHTiB 8 cepeAeHi NIKAPHAHNX NPUMILLEHb:

Bizok TNB ana nepese3eHHA XBOPUX
Bizok TNBC ANA Nepese3eHHA XBOPUX 3i 3HIMHUMU HOCUAKAMU
Bizok TNBcn ANA NepeBe3eHHA XBOPUX 3i 3HIMHUMM HOCUNKAMK Ta PEryNbOBaHUM NiArONIBHUKOM

35, Bizok TNBp ANA Nepese3eHHA XBOpMX 3 peryNbosaHolo BUCOTOKO

36
37
38
39

40
41

42.
43.
44,
45.
46.
47.
48.
49.

< Meb6ni, AKi NpU3HAYeHi ANA BUKOPUCT

. Bizok TAMN aHaTomi4yHa

. Kpicno-karanka KBK ana TpaHCNOPTYBAHHA NayieHTi8

. Marpay MT ans siska TMNB Ans nepese3eHHA XBOpuX

. OropoamenHa BOT BiuHi ana Bi3ka ANA NEPEBE3EHHA XBOPUX

% Meb6ni, AKi NpU3HAYEHi ANA PO3MILLEHHA 0COBUCTUX peueit nayienTa 6ina nikka:

. Tymba TN npunixkkosa
. Tymba TN npunixkosa 3 ACN

< Meb6ai 4na PO3MILLEHHA Ta NepeBe3eHHA rocn. iHBeHTapo scepeauHi NiIKapHAHWX npuMmileHs:

Bizok TMMN ana nepese3eHHA ixi

Bizox TMNMH Ana nepeseseHHA ki 3 HepPXKaBIYMMM NOAKIMK
Bizok TKCK ana nepese3eHHa Bikcis

Bizok TYM ana npubMpanHHa NpUMilLeHb

Bizok TKCKH ana nepese3eHHA Bikcis 3 HepPKasilouMMKU NONKaAMK
Bizok TBK BHYTPIWHbLOKOPNYCHA YHIBEPCANbHA

Bizok TrB ana 6pyaHOro i YMcToro 6inusnu

Bizok TAB-1 ana nepese3eHHA 6anowis

aHHA Y MEAUUHUX 33KNAAAX ANA KOMPOPTHOTO PO3MILLEHHA cnispobiTHuKis,

KnieHTiB T3 BigBIAYBavIB:

50.
51.
52.
53.
54.
5S.
56.
57.
58.

59.
60.
61.
62.

% Me6ni AKi npu3HaueHi Ana KOMGPOPTHOrO Po3Mily
MeANUYHMX CTaLiOHapiB:

Crineup CB reuHTOBU

Crineyb CBN réuHTOBMMA NEPeCyBHUi

Crineus CBC rBMHTOBM 3i CIMHKOIO

Crineus CBNC r8MHTOBWIA nepecysHuii 3i CIUHKOIKO

Crineup CA-1 AOHOPCHKMI 3 OAHUM NiaNOKITHUKOM

Crineub CA-1a AOHOPCHKWUI 3 OAHUM NiANOKITHUKOM i CTONUKOM
Crineup C4-2 AOHOPCbKUM 3 ABOMA NiANOKITHUKAMK

Crineub CA1-23 [AOHOPCbKMIA 3 4BOMA NiANOKITHUKAMU | CTONUKOM

Crineub CY yHiBepcansHuit

eHHA NaLiEHTIB B8 YMOBaX NiKapeHb, NiKyBaNbHUX 3aknapis T1a

Martpay, MM ana NiXkKa MeAUYHOro
Marpay MM ana NixKa MEAUIHOrO GyHKUiIOHaNLHOro
Martpay MB BaTHUI ANA NiXKK3 MEAUYHOrO
NigronisHuk NY yHiBePCanbHWi 3 TKAHUHK

Jloairox 20 Jdexaapauii npo BianosiaHicTs AIHCHHI 3: 20.06.2020 p.

Pepaxuis | Cropinka2is4

JloaaTok a0 flekaapauii npo sianosiaicts ailickmii 4o: | 19.06.2025 p. AGO A0 BHECEHHA 3MIH B KONCTPYKWiIO, | AOKYMEHTA: 3 ‘

¢KN31 360 TeXHONOr 10 BHPOGHHUTBA |
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% Meb6ni, aKi npuaHayeHi AnA BUMIpIOBaHHA pocTy y nauienry:

63.
64.
65.
66.
67.
68.

Pocromip PN nignorosui

Pocromip PC cTosum — cuaavi
PocTomip PH HaCTiHHMI

Pocromip PA basis gutaymi
Pocromip PAl optima guraunii
Pocromip P8 nignorosuii 3 saramu

<+ Mebni, AKi NpU3HaYeHi A4NA NPOBEACHHA TIHEKONOTYHNX obcre)xenb, npoueayp a Takow ApibHoro xipypriunoro
BYPYYAHHA:

69.
70.
71.
72.

Kpicno Kr-1 rinekonoriyne
Kpicno Kr-1Me rivekonoriyxe
Kpicno Kr-1M rinekonoriyxe
Kpicno Kr-2M riHekonoriuxe

“* Me6ni, aKi npusHaueHi gna PO3MilLeHHA nauienTie nig yac nposegeHHn Ornsgy Ta npoueayp:

73.
74.
75.
76.

Kpicno BP-1 copbujitre
Kpicno KB Bapani

Kpicno KO otopuHonoriuxe
Kpicno KK kocmeronoriune

< Meb6ni, AKi NpU3HaueHi ANA POIMILLEHHA EMHOCTEH 3 PO3UMHAMM Npy NPOBeAEHHI MeAUYHUX Npoueayp:

27
78.
79.
80.
81.
82.

% Maeb6ni, aki npusHaueHi 4NA BCTAHOBNGHHA Ha HUX Ta3iB, GuKCiB Ta 06NaAHAHHA B YMOBaAX OrNRA0BUX, ONepauiiHMuX

Wratve WABe gna Tpusanux snnusis

Wrarus WAByY Ana TpUBaNMUxX BNAMBIB YHIBEPCaNbHUM
Wrarus WABC gna TpUBaNUX BNAKBIB, CKNIAHMMK

Wrarme WABK ANA TPMBANUX BNAUBIB 3 KPINNEHHAM Y NiXKKA
Cronuk CLU 3HiMHKI AnA npunapas Ao wratusa WABe
Kowwuku ana wrarusa WABe

Ta AONOMINKHUX NPUMILLLEHHAX:

83.
84.
85.
86.
87.

%+ Meb6ni, aKi npU3HaYeHi ANA PO3MILLEHHA HA HUX AiTeN:

88.
89.
90.
91.

92.
93.
94.

Niacraska NI nig repmocrar (MM, WCC)
Niacraska NT-2 nig aAsa 1a3a
Nigcraska NB nig 6ukc

Nigcraska MU nig indgysomar
Niacraska NT-1 nig Ta3

Nixko «AJIMCA» ANA HOBOHAPOAIKEHOTrO
Nixko KA-1 avrave ana giveit 40 1 poky
Nixkko KA-2 putaye ana aitei 4o 5 pokis
Cronuk CN/ neneHanbHui

Cronuk CNAA nenexanbHmii 3 4CN
Matpay MH ansa nixKa HOBOHaPOAXKEHOro
Marpay MM gna cronvka neneHanbHoro

| Hoparox a0 /lexnapauii npo 8ianosiaMicTs AIHCHMIT 3; 20.06.2020 p. Peaaxuin ' Cropinka3izd
| Aopatox ao flexnapauii npo sianosianicts Aiiicuni 20: | 19.06.2025 p. AG0 40 BHECEHHA 3MiM B KOHCTPYKUIIO, AoKyMenTa: 3 l

CKN3A 260 TEXHONOTI BHPOGHHUTE
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*  Meb6ni, saKi NnpU3HaAYEHi ANA PO3MILLEHHA Ha HUX MaTepianie Ta IHCTPYMEHTIB, 3 TAKOXK ANA IX NepeBe3eHHA BCepeanHi
NIKAPHAHUX NPUMILLLEHb

- 95. Cronuk CC cromaronora
96. Cronuk CN npunanosmi
97.  Cronuk CU-5 iHCTPYMEHTANbHUM
98. Cronuk C3 CTifiKa eHaocKoniYHa
99.  Cronuk CU-5H iHCTPYMEHTANbHMIA 3 HEPIKABIIOUMMM NONMUEHD
100. Cronuk CM-3H MaHINYNAUMIHWI 3 HEPXKABIYUMMU NONULIEIO
101. Cronuk CA aHecresionora
102. Cronuk CAH aHECTe3i010ra 3 HepXK. NONAUUE
103. Cronuk CM-3-1 MaHinynauifHuM
104. Cronuk CM-3-2 maHinynauinHui
105. Cronuk CH HaaniXKOBUMA
106. Cronux CM-3 maHinynauiiHui
107. Cronuk-tymb6a CT-1
108. Crin N-1 nepes’sa304HMMA
109. Crin CNN nepes'a3yBanbHuii CKN3AAHMA
110. Cronur-Hakonuuysay CT-H
111. Cronuk CAP gna onepauiii Ha pyui
112. Cronuk C3K ans 3360py Kposi

AupexTop C.B. ApamoB
(nocana) (ko Ta npsmuie)
20.06.2020 p.
JloaaTox 20 /lexnapauii npo 8iAN0BIANICTb AifCHMI 3: 20.06.2020 p. Pepaxuir Cropinka4iz4

Jloaatox a0 /leKnapatiii npo BIANOBIARICT AiTCHi A0: | 19.06.2025 p. AGO A0 BHECEHHA IMIN B KOHCTPYKUilO, | AOKyMenTa:3
CKNI 360 TeXHOAOM 0 BHPOGHHUTRA




OPTAH 3 OUIHKW BIAMNOBIAHOCTI
TOB «YKPATHCbKUIA HAYKOBWMIA IHCTUTYT CEPTU®DIKALLIT»
04053, m. Kuis, Kyapascokui yasis, bya. 7, odic 320

CEPTUOIKAT BIAMOBIAHOCTI

CHUCTEMHU YIIPABJIIHHS SKICTIO

Llum ceprudikaToM MiITBEpPUKYETHCH,
10 CHCTEMa YTIPaB/iHHS AKICTIO CTOCOBHO:

BHpobHHUTBA Ta peanizauil meauunux Bupobie aas peabiniTanil,
nokpamenns nepebiry xsopobu, med1iB MeAHYHHX TA JIKAPHAHHX JKOK

mo 3ailicHIoE

TOBAPHCTBO 3 OBMEXEHOIO BUINOBIAAJIBHICTIO
«OMETI'A ITHBECT I'PYIII»

BV, DU
xo0 EJIPIIOYV 41740587

A{ "_M e

BIANOBIZAC BUMOraM CTaHAApTIB

ACTY EN ISO 13485:2018
Meanuni Bupobu. Crucrema ynpapninis skicTio. BUMOTH 10 peryioBaHHs
(EN ISO 13485:2016, IDT; ISO 13485:2016, IDT),
ISO 13485:2016
Medical devices — Quality management systems — Requirements for regulatory

purposes

[Tepesipka BiaNOBIAHOCTI cepTH(IKOBAHOT CHCTEMH YIIPABIIHHA AKICTIO BUMOTAM 3a3HAYEHOIO
CTAHAAPTY AMIHCHIOETHCA LIAXOM NEPIOAWYHHX HAMANOBHX Y AHTIB

Ceprudikar Ne 052-21

Hidtcruit no «20» Tpasus 2024 p.
Buzanus Ne | ia «21» tpasus 2021 p.
Briepuwe sugano 21.05.2021.

P.O. Muxaako

\/b,\/})\/i)/ Cropinka | 31
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OPrAH 3 OLIHKU BIANOBIAHOCTI
TOB «YKPATHCbKUIA HAYKOBUIA IHCTUTYT CEPTUDIKALII»
04053, m. Kuis, Kyapascbkui y38i3, Bya. 7, odic 320

| Uni
CERT

CEPTUOIKAT BIAMOBIAHOCTI

CHUCTEMH YIIPABIIIHHS SIKICTIO

Llum cepTHdikaToM NUITBEPKYE€THCA,
1110 CHCTEMA YIIPABIIHHS SKICTIO CTOCOBHO:

onToBOI TOPriBAi MEAHYHHMH TOBAPAMH; HecnewiaaizoBaHol onTosol
Toprisji; po3apibuol Toprisai MeAHYHHMH i OPTONEAHYHHMH TOBADAMH B
cneniagizoBaHHX MarasHHax,
woau KBE/L 3rinno KBE/1-2010: 46.46, 46.90, 47.74

WO 3/iHCHIOE

TOBAPHUCTBO 3 OBMEXEHOIO BIANNOBIJAJIBHICTIO

«OMET A IHBECT I'PYIII»
a a: 69032, m. i . Bubopswra, 6vo. 18, Yipaina
x00 EAPIIOYV 41740587

BIANOBIIAE BUMOraM CTAHAAPTY

ACTY EN ISO 9001:2018
Cucremu ynpasninns skicTio. Bumorn
(EN ISO 9001:2015, IDT; ISO 9001:2015, IDT)

[lepesipka BianoBiAHOCTI cepTHHIKOBAHOT CHCTEMH YIIPABJIIHHA AKICTIO BAMOraM 3a3HAYEHOr0

CTAHNAPTY 3AIHCHIOETHCA NUIAXOM MEPIOAHYHHX HAINANOBHX ay/mria/s
Ceprudixar Ne 051-21 /

7
Hittcuuit 1o «20» Tpasua 2024 p. AL S P
Buzanns Ne 1 i «21» tpasns 2021 p. / ///

Brepwe suaano 21.05.2021. /
//" Kepisuux oprany 3
OUIHKH BiINOBiAHOCTI
' P.O. Muxaako

Cropinaka | 3 1




OPTAH 3 OLIHKM BIAMNOBIAHOCTI
TOB «YKPAIHCbKMIA HAYKOBUIA IHCTUTYT CEPTU®IKALLIT»
04053, m. Kuis, Kyapascbkui y3sis, Bya, 7, odic 320

CEPTUOIKAT BIAMOBIAHOCTI

CUCTEMHM YIIPABJIIHHS SKICTIO

[liuM ceprrdikaTOM MITBEPKYETHCH,
110 CHCTEMA YIIPARITHHA AKICTIO CTOCOBHO!

BupobHHUTBA MeauuHHX BHpobis aus peabinitauil Ta nokpamenns nepebiry
xBopobu, Meauunux MebiiB Ta NiKAPHAHKX JIKOK,
koa KBE/] srinno KBE/1-2010: 32.50

110 3AIHCHIOE

TOBAPHCTBO 3 OBMEXEHOIO BIANNOBIJAJIBHICTIO
«OMETA IHBECT I'PYIIID:

w00 CJIPTIOY 41740587

BIANOBIAAE BHMOraM CTAHIAPTY

ACTY EN ISO 9001:2018
Cucremu ynpasjinus skicrio. Bumoru
(EN ISO 9001:2015, IDT; ISO 9001:2015, IDT)

[Tepesipka BinnosiaHocTi cepTudiKOBaHOT CHCTEMH YIIPABAIHHS AKICTIO BAMOT&M 3a3HA4EHOr0
CTAHAAPTY ANIHCHIOETHCS LUIAXOM MEPIOIHTHHX HAIANOBHX Ay HTIB

Cepradikar Ne V.053-21

Hiktcunit 1o «20» Tpasus 2024 p.
Bunaunus Ne | Big «21» tpasasa 2021 p.
Bnepme sunano 21.05.2021.

KepiBHHK oprany 3
OLHKH BIANOBUIHOCTI
P.O. Muxaako

Cropinka 1 3 1



ILFP)KABHA CJIYIKBA YKPAIHM 3 IUTAHB

BE3HF‘-IHOCT! XAPHOBUX IMPOJIYKTIB TA 3AXUCTY CITIOKHUBAYIB
' 8ya. b. rplmema, I, m. Knis, OIOOI Ten. 279- 12 70, 2 chac 279-48-83,
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Cdu.pa 3acxocyuamm aa- peamzaun 00'eKTa eRCTICPTHIN, ,rum mu\opuuamm B I'POMAJICLKHX,
MCAHYHIX TA KM monm npm\nmcnm:\ onroe: Ta po:mpnb’ua 'ropnmm s .

Kpaiua-unpodmsi 1on TCOME[A BHBECT 1PV, YKpan*d © 69032, 3anopissa
006.1., M. 3an0pizcoKs, BYIL. Bu60pm<a 6)'11 18: Koz 3a C}lPr‘OY4l74038/

% (Mp(u sm.uwn.zxo;racc-nm wvc«pon Qmm. E- mml. sco-c.m) TP S A
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3anBuitk ckenepin FOB «OMLT‘A IHBF(,'I rPynn», thm.l 69032, 3anopisuka
0621, M. 3anopixoks, sya. Bubopinka, 6ya.18; Konsa €APIIOY 41740587

(GRIpeca, SICHCTHEXOIRCHIIN, TCTCHOHOIBaKe, Ve tiail, Bed-caiT)

Mani npo xonrpakT na nocrauanis 06'ckra 8 Ykpainy - BITUH3HAL I BUPOOIIK

O8'crT exeneprusi BIANCHLME BCTANOBACHNM MEUAHIIM KpuTepism Gesnekn/nokazimmam: 3a
pesyavyatamn  igentndikanii, posrasay i awanisy JoKysmenrawii. ouiukm pusuxy uan 30POB'A
HACE/CHNS, @ TaKOXK pPesyablIaramMi nepesipkk (KOHTPOMO) HAAANOrO AABHUKOM 3paska oO'ckia
CKCHEPTH3M B Me:KaxX cdepn axpeanraiii, a caMe: ilveHcnBHicTs mna\) HEe nepesuysana | oain: pinii
Mirpauii 8 armocdiepue noriTps 3 npoayxuii ne Ginvwe 121K mr/v*: popsansaeri iy —0,003; enoany -
0,003: erundensony - 0,02; anGynuidrranary - 0,1; eymnanerary - 0,1; Oyrumanerary - 0,13 cymap
HHTOMA CHRKTHBNA AKTHBHICTY NpHPOANIX pamonv.\'n;lm ue Ginbine 570 Br/kr, Geva 3a0pyjweHns ne
nosinui nepeRmuLy BaTH 2-3 vacruim a Xw/cM® BIANOBIANO A0 BHMOF HCaHIGH 8.2.1-181-2012
«[Toximepri 1a nofimepBMicHi MaTepiai, BUPOGH | KOHCTPYKUT, IO 3aCTOCOBYIOTHCH y OyisHuurei ra
BrpoGimitTei mebais. [iricninii suvoruy (3arsepaxeni nakazom  MO3 Ypaimn sig 29.12.2012 .
Nei 1795, szapeccrposainm 1 Min'oeri  Yipainn  09.01.2613 p. sa Mo §7/226] 19), “Obiine
METOAMYCCKIIC yKA3aHHs K TOKCHKOAOYO- HIH!C'!H“(.'.,‘\U.I OLEHKE NOMIMEPHBIX MATCPIAIOR 1t
PIACHHI KA uX ocnose juia mentis” M. 1987, MB "Tekeuronoro-ririesivui 1a gokuinian
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JIOCI JUKEHHS nonfmcpniax Marepiahin i nubdﬁin Ha X OCHOBI MeauuIoro npmualleuus“,_
_K.2009: HPBY-97 «Hopmut paniauiiinoi 6e3nekn Yxpaituy»

palcnoprysanus, yruaizauii,
IMMUCHHS € 3) AOTPUMANIA BUMOr, AKI BCTAHOBACHI JaHHM BHCHOBKOM 3a pesynbTaTamu

BUNPOSYBaHHA HANaHOro 3paska; 6) 3aGe3neucHHA YMOB TPAHCNOPTYBaHis Ta TepMminiB 36epiranus
NPOAYKUIT BiANOBIAHO 10 pekomenaauiil BUPOBHHKA, BKasawux y cynposignii NOKYMEHTaUii; B)

nponcaenns subipkosux sunpoGysaiis 06'€KTa CKCNCPTH3N HA BIANOAINHICTL BUMOram aanoro BHCHOBKY
14 04O CaHiTAPHOFO 3aKONOAABETBA

32 pesyabTaTAMI ACPKABLOI CaNITAPHO-CIACMIONONIMIOT  eremepTHAN:
ACOPTHMEHTI 3riAHO 3 AOAATKOM

Mcebai meauuni B

(112383 08’ €KTa CKCNEPTHIH)

30 HRUIAHHM 329BHIKOM 3pa3KoOM BiANOBIAAIOTL BHMOIaM Ai04oro C?\lliTﬂpllOl’O 3aKononascrna

YKRpaikit i 3a YMOBH A0TPHMAUNS BIMOT WH0I'0 BECHOBKY MOKYTL GyTir BHROPHCT2K B 3astBJCniii
cepi 3acrocyBaunst,

ludopmauisi MO0 eTHKETKM, iNCTPYKUil, NPABHA TOMO CTHKETKA YKPAINCHKOIO MOBOIO NMOBHHHA
MICTHTHCH Ha KOXHiHl OAMHMUI npoaykuil; mapkypanns 3aificlioBaTich ¥ BIANOBIAHOCTI 3 AIOYMM
3akononasctsom Ykpainu. Jlanuii BUCHOBOK 1 MOXKe GyTH BHKOPHCTAIINT AU18 PEKAaMH CIIOXHBYUX
_dKocreli ob’ekraekeneptwam
Bucnosox aiftennii  na repmin aii JICTY I'OCT 16371:2016 (I'OCT 16371-2014, IDT) «Me6ai.
Jaraniti Texuivii ymoBu» _ I
Bianosifanasuicrs 3a J0TPHMANUS BHMOT {LOTO BICUORKY HECC 32BN
_oxkazmien Gesnexy, ski MiAISraOTsL KOBTPOAIO Ba KOPAOMI: BiTHHZUANG NpoAyKiia "
Hoxasunkn  Gesnexu, K NAAAAIOTL  KONTPOIO npH  MuTEGMY oQopmicHui:  BiTUN3HAHA
npoaykuis. i T M e e ) T
HoTounmnii pepaannunii canitapuo-enigesmiosorinmmit narssa JUHCMOTTHEN 3riANO 3 BIMOrAMI
HLOTO BHCHOBKY 12 OG'CKTaX /ICPKABIONO CAHITAPIO-CNIACMIOAONIMIIONO HAMIALY 32 BCTAHOBACHHMM
MCMUIMMK  KpHTEPisMit  (e3nekd,  yMOBaMH  BHKODICTailNA/3icTocyBanms,  36epiranns,
TPANCIIOPTYBAHIA, YTHAI3AIT | 3nHienns y o6casi Ta 3 NEPIOANYKICTIO, BHIHAYCHHMH NpPOrpaMaM
ICTICKTYBANIIS Y BiANOBIAHOCTI 3 YHIHUM CANITADHMM 3aKOHOAABCTBOM YKpaii.
Kowmicin 3 nuTann JlepHaBHOl M. Kuis, syn. 3abosotioro, 15 T.526-55-32
CaHiTapHO-CNIACMIONOriIHOT CKCNEepTH3MN dhaxe 526-50-06
Licwrpy  npesenrtuphoi MCAMLIHIIN
Jepxasioro  Ynpaeaiung  cnpasami

BREOLQUL0JI CKCTICPTH3H Ne 1795 8in20.02.2018 p
’.V'Dﬂl;,,) (Ne nporokony, Aara foro satacpaxeing)
“Iﬂlln»' . >

OBA™Y,

Canpunsuenko O.I°.

(npnnuutc. iM%, no Garsxoni)




~ JloaaToK 10 BHCHOBKY Aep/KABHOT cAlliTAPHO-CNiAEMi0ONOriYHOT eKCNepTH3N
sin" AL U5 2018 poky Ne 602-123-20-1/ J 753

Me6ai, npu3Haveni A5 BIANOHHIKY NAWIENTIB B ONiKyBanNi npuitomy aikaps

Bankerka b-1 kopunopHa

Bankerka b-2 kopuaopHa

Bankerka B-3 kopuaopha

Bankerka MBC-3 xopuaopsa 3 cnunkoio

MeGui, npusnaveni ana 36epiranns incTpymenTapiio i maTepianis B ycix Tunax meanunux kabineris

Wada LUM-1 meauuna

Wada WIM-1¢ meanuna

Wada LIM-2 meauuna

Wada LLIM-2¢ meanuna

Ulada LLIMH meanyna Hasicha

LWada ILIMx-1 Meauuna ans xanatis

Wada LWIMx-2 meauunia ans xanaris

Lada LIMx-1 meanunaans xanaris

MeGai, npusnaveni ans Bisyansuoro po3icnus npocTopy B npuMitieHni

[upsma LLIM-1 onHocekuiina

Wupma LLIM-2 neocekuiitna

Wupsma LLIM-3 TpHcekuiiina

Me6ai, npusnaveni ans posmituenns nawienTie npu NpoBeaenii JiKyBAALHOro OrAsAY | BHKOHAIIN Pi3HiIX
npoueayp

Kywerka npoueaypna KI1

Kywerka KC ornsnosa

Kywetka KO ana dizkabineris

Kywerka KM macaxua

Kywerka KM-2 macaxua

Kywerka KM-3 macaxna

Me0Oai, npu3naveni 4R nepeseIcHNN NAENTIB YCepeanni AiKAPHSHKUX NpUMilLCHL

Bizok TI1B ana nepesesenna XBOpHX

Bizok TTIBC ans nepeBe3eHHs XBOPHX 3 HOCHAKAMH LU0 3HIMAIOTLCA

Bizok TIBcn ana nepese3enng XBOPUX 3 1HHOCHAKAMH 1110 3HIMAIOTLCA | PEry/IbOBAHMM NiAFONOBHHKOM

Bizox TI1Bp ans nepese3cHus XBOPUX 3 PEry/IbOBAHOIO BHCOTOIO

Me6ni, npu3HaueHi A po3MieHHa ocodHeTHX peycii nauieHTa Ging nixkka.

Tymba TIT npunikkosa

TymGa Tla npunixkosa 3 JICI1

McGai, npusnaveni Ans BHKOPHC FANNSE B MCANYINIX 3AKAAAAX 405 KoMOPTHOro po3vintenns cuispobiTinkin,
KaienTis i BiaBinysayis

Crineus CB reunToBuii

Crineus CBn reunToBMit nepecy i

Crineus CBc reuHTOBHI 31 CNHHKOIO

Crineus CBnc rauHToBMit nepecyBimii 3i Cnuikoio

Crineus CI1- | AOHOPCHKMI 3 OAHHM MiANOKITHHKOM

Crineus C/I- 2 NOHOPCHKMIT 3 ABOMA NIANOKITHHKAMM

Crineus CY yHisepcansuuii

MeGai, npusnaveni 4 KoMPOPTHOro POIMILLENIS NAUICHTIB B YMOBAX JiKAPEHL, AIKYBANBINX JAKIAIB |
MeArMNIX cTauionapis

Jlixko Kb nikapusue

Jlikko KOM- 2 dyskuionansne meanuHe apocekuiiine

Jlixko KOM- 3 dynkuionanuue tpucexuiiie

Jlixko KIB ans ncuxonepsosoxsopux
Jlimko KA- 2 akywepcske aAns poaonomoni
Jlixxo K/- 1 aurave ans aitedi no 1 poky
Jlixkwo KJ1- 2 autavie ans niTedi 10 5 po
[Tinronosuux [TY yiBepcanbHuii 3 vxs
Tpaneuia TH HaunixkoBa 3 niUIOroBo

Pocromip PIT nianorosuit
Pocromip PH nactinumii



Pocromip Pl nignorosuii 3 saramu

Pocromip PC crosun-cuasui

Pocromip PJI autaunii

Me6ai, npusnaveni aas npopeacHns rieKoAOriuNuX 06cTeRENL, NPOUCAYP, A TAKOK Apibunx xipypriunux
BTPYUANDL

Kpicao KI'- | rinekonoriune

Kpicao KI'-1M rinekonorivue

Kpicno KIM-IME rinekonoriuue

Kpicao KI'-2M rinekonoriune

Me6ai, npusuaseni ans posmimenns nauieuris nia uac nponeacuns oranaie i npoucayp

Kpicno BP- | copbuiiine

Kpicao KO oronapunronoriutie

Kpicao KB Bapani

Kpicno KK kocmeronoriuiie

Me6ai, npusnateni s po3Miueiis EMHOCTEHi 3 PO3UMHAMI NPH NPOBCACHINT MCANMIINX npouecayp
[rarus LUJ1Be ans Tpusanux rausaus

lrarus LL/1Bc ans TpuBanux sausaHs CKNagaHuit

Wratus LABY ang Tpusanux eausaHs yHisepcanbHuii

Wirarus LLABK A8 TpHBanux BAMBaHL 3 KPINAEHHAM A0 NikKa

Mebai, npusznavucni Ans yeTaHOBKK HA HuX Ta3is, Gikcin i YCTATKYBAHHA B YMOBAX OFNH10BHX, onepauiiinux i
AOMOMIZKHIX NpHMitLCHInX

[Mincranka I nia Tepmoctar(I1, LUCC)

IMincraska [15 nia Gike

Miacrasxa [1T- | nig ra3

I'lincraska I1T- 2 nia asa Tazu

Ilincraska M1 nia ingysomar

McBai, npusnateni ng poIMilleHHA Ha HUX QiTeH.

Jlikeuko "AJIICA" noeonaponskenoro

Crosnuk CIUI neseHanbuuit

Mebai, npusnaveni aan posmiutenns na unx mMatepianis i incTpymentapio, a TaKox ann ix nepeseicnnsn
yeepeanni Aikapusinnux npsysincin

Croank CC cromaronora

Croamk CH- S incrpymenrransumii

Croank CH-5H iHcTpyMeHTansiuit 3 HepKasiloYMMH MOAHUAMHK

Cromtk CA anecrezionora

Croamnk CM- 3 maninyasuiiinmii

Cronux CM-3H maninynsuifinmii 3 nepxasirounMi noauLAMH

Croaux CIT npunanosuii

Croauk C3 croitka cHaockonivna

Crin I1- | nepes'asysansHuii

Cronuk CH nagnixkosmii

Croaux-tymba CT-1

Cronux CJIP ans onepauiii Ha pyui

Me6ai st posmitenst i nepesesenun rocNoAaPCLKOro iHBEHTAPH yeepeuini AIKAPHANUX NpUMitUCHb
Bizox TBI1 1ns nepepezenns ki

Bizox TKCK mna nepesesenna Gikeis

Bizox TYIT ans npudupauns npumiuiens

Bizox TBK snyrpiwmsokopnychuit ynisepcansuumit

Bizox TI'B ans Gpyanoi i uncroi Ginusnu

Bisox T/1B- | s nepesesenns Ganonis

AEPXaBHOT CAHITAPHO- M. Kuis, nyn. 3a6onotroro, 15 1.526-55-32
13 Llentpy  npesentHBH: thake 526-50-06
NpaBNiHHA  CNpaBamMH

Ne 1795 i
(N2 npotokony, Karn AOro 3aTaCpAKCHNR)

I ABPUABYECHKO Q,I .

(npinnue, is' 8, 1o 6ataxosi)
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AEPJKABHA CJIY)KBA YKPATHHU 3 MUTAHD

BE3IIEYHOCTI XAPYHOBUX IPOJAYKTIB TA 3AXHUCTY CIIOJKUBAYIB
By B. I'pinvenxa, 1, m. Kuis, 01001, Texn. 279-12-70, 279-75-58, daxc 279-48-83,
¢-mail: info@consumer.gov.ua
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O6'exT exeneprusu: Marpauu s ACOPTUMEHTI, 3ri/Ho 3 JIONATK

oM 710 Brcroky
BHTOTOBJICHHH y BIATIOBIAHOCTI i3 — I.ICTY I'OCT 19917:2016
! TEXHIYHI YMOBH» R

C

i

!

«Mebui 1S CHAINIA Ta JieKanHs, Szlr‘zulbﬁt;J

+ Konsa IKINIT, VKT3EN, aprakys: 3103 »a 00 pef
' Cdepa 3acTocysanns ta peaizanii 06'exra excrieprusu: Yactunn Me6in (w5 BHKOpHCTAHHS B ‘

L —

. IHBECT. Tpymm», 69032, 3anopisbka o061, . 3anopi

L. Byn. Bubopsbka, 6ys.l8; kox 3a- E€/IPTIOY: . 41740587; anpeca BUPOOHHUTBA: Ykpaina, 69(
| 3anopisbka 061, M. 3anopiioks, By BuGop3ska, 6yn.18 -

s (anpeca, MICUCIIAXODKEITHA, Tenehon, Gaxe, E-mail, BeO-CaitT) 3

3assuuk excneprusu: TOB «Omera insect rpynmy, 69032, 3anopisbka o6., M. 3anopisioks, By, ﬁ

Bubop3rka, 6yn.18; kox 3a €JIPIIOY: 41740587

(@peca, MICUCIAXODKCINIA, Teachon, daxe, E-mail, BeO-caftr)
Jlani Npo KOHTPAKT Ha MoCTaYaHHs ob'exta B YKpainy: BiTYH3HAHNIT BHPOOHHK

FPOMAJICBKHX, MEMYHHUX Ta HUTIOBHX NPAMIICHHAX),; .peallizallis yepes saknaau onTosoj ta PO32piGHOT E‘
TOpriBii PNy L N ‘
Kpaina-supobuuk:  Ykpaina; TOB «Omera inpeor. :

|

=

Y
5

|

|

)|

O6'exT exenepTusn Bianosizac Beranostenm MCAMHHM KpHTepinM Ge3anekn/mokasmukanm:
. PiBens 3anaxy - ne 6inbe 2 6anis, Pisens Mirpauii XiMiYHHX pevosun B aTMocQepHe noBiTps He Ginpuel . )
' T'JK, e dopmansaerizny - 0,003 mr/ve, erunauerary - 0,1 Mr/m* Biznosiano o JCaulTiH 8.2.1-181-2012
¢ "INonimepri Ta noniMepsMicui Matepianu, BHPOOH i KOHCTPYKUIT, 110 3aCTOCOBYIOTBCA Y OYiBHHIITBI Ta o

BUpOOHKUTBI MeOiB. [irieniuni piumorn", Inetpykuii Ne6035 A-91, »wHHCTPYKIHS no CaHUTApHO-
F&s FHTHEHHYECKON OLCHKE MATePHANIOB, NPE/IHA3HAYCHHBIX IS TIPHMCHCHHS B CTPOHTEINIBCTBE H NPOH3BOJCTRE
E" meGenn”. )

8 Heolxiauimu ymoBamu Bukopucranns/sactocysamns, 30cpiranus, TpancnopryBaums,
¢ yruaizauii, snnmens e:

 Ilpu BHKOPHCTAaHHI NPOAYKILT HEoOXiHo

R RN R

iHCT

DYKUIH BHPOOHIIKA,

ANGA




3a pesynsTaTaMu IepXKaBHOI CaHITapHO-€1iIEMiONIOTiYHOT eKCIepTH3H: Marpauu B acopTUMeHTi,
3riZHO 3 KOaTKOM 10 BHCHOBKY, BHroToBieHi y Bianosianocti i3 JICTY F'OCT 19917:2016 «Me6uni
AUIsl CHIIHHA Ta NexkaHns. 3aranbui TexHiudi ymosu» (IOCT 19917-2014, IDT) 3a namauum
3asBHHKOM KOMILIEKTOM JOKYMEHTIB Ta 3pa3kaMH, BiANOBIZAIOTE BUMOTaM Ail0YOro CaHiTapHOro
3aKOHOZIaBCTBA YKpaiHy i 32 yMOBH JOTPHMAHHSA BHMOT 1{bOr0 BUCHOBKY MOXYTh OyTH BHKOpHCTaHi B
3asBJeHiH chepi 3aCTOCYBAHHS.

TepMiH NpHAATHOCTI: rapaHTYETHCH BHPOOHHKOM

Indopmaris momo eTuKeTkH, IHCTPYKUIT, IPaBHII TOWO: eTHKETKA Ta IHCTPYKIis 3 BAKOPHCTAHHA

BUMAraloThCs. BUCHOBOK He MOde GyTH BHKOPHCTaHUH /UIS PeKIAMH CIIOXKHBYMX AKOCTEH 06’exty
EKCNePTH3H

Bucnosok aitichuii: Ha TepMmin aii JCTY I'OCT 19917:2016 «Me6ui JUISL CH/UIHHS T4 JIE)KAHHA.
3aranbHi TEXHIYHI YMOBHY

BianosizansHicTh 32 AOTPUMAHHS BHMOT 1OTO BHCHOBKY HECE 3aABHHK.

[Tokasuuxy Gesneku, sxi miasraioTs KOHTPOJIIO Ha KOPAOHi: HE MifsArae

[Toka3snuku 6e3nexu, AKi nipsaraoTs KOHTPOJIIO NPH MHTHOMY O(hOpMJIEHHI: HE niarae

[lorounuit AepxaBRAul caHiTapHO-EMiAEMIONOriYHMIt HAMIAN 3MIHCHIOETbCS 3riZIHO 3 BHMOTAaMH LOTO
BHCHOBKY: BUKOHAHHS YMOB BHKODHCTaHHS

Kowmicis 3 nepxasuoi 01033, m. KuiB, Byn. Cakcaraucbkoro, 75
CaHiTapHO-eNieMioNoriyHoi TelN.: npHiiManbus: (044) 284-34-27,
eKCIePTU3H e-mail: yik@nanu.kiev.ua

HepxaBHoi ycTaHOBH «IHCTHTYT CEKpeTap eKCnepTHOI KoMicii
MEIMLMHH Npali iMeHi (044) 289-63-94, e-mail: test-lab@ukr.net

I0.1. Kynniesa Hauionansroi akanemii
Menuunnx Hayk Ykpainu»
(naRMcHyBanHs, MicuesHaxowkenna, Tencdon, daxe, E-mail, seG-caitr)

[Iporokon excnieprusu  Ne 11776 Bin 06 xpithz 2018 p.
(Ne nporoxony, aara HOro 3aTeepKEHHA)

3actynuuk '00BH excrepTHOT KoMicii,

aupexTop JlepaBHOI yCTaHOBH

"InctutyT Menmumau npaui imeni 0.1, Kynniesa
Hauionansoi akanemii Mmeauunux nayk Yxpainu"
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Honarox no Bucuosky
AeprkaBHOI caHiTapHO-enizemionoriynol excneprusn

sig" /6 al 2018 p. Ne 602-123-20-1/ /65FS

Marpau MM® s nixkka MEAMYHOTO QYHKIOHATBHOTO
Marpan MM s niskka MeIHYHOrO

Marpauux MH st ntikedka HOBOHapoODKeHOro
Marpauuk MIT a1 cronuka nesesansHoro

AY ,InctuTyT MemumEK npaui imeni 101 Kynniesa HAMH Vkpainn” 01033, m. Kuis, Bys1. Cakcarancskoro, 75,
Ten: npuiiMansHs: (044) 284-34-27,

e-mail: yik{@nanu.kiev.ua
ceKpertap ekcriepTHoi koMicii: (044) 289-63-94,
e-mail: test-lab@ukr.net

ITpotokon excneptusu Ne 11776  Bix 06 xsitus 2018 POKY

3actynuuk I'onosu excneprHoi KoMicii & Vi, b8
Rt 5 aoni
o aaneidl ©
Warjosen

ap SR f
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TOB"“YKPMEZCEPT" T: 438044 39063 27

TEA S
Ukr Cert Anpeca: 02068, YkpaiHa, M. Kuis, ukrmedcert@ukrmedcert.org.ua

SN Byn. Muxaitna [lparomanoga, 1-A, 0. 2 www.ukrmedcert.org.ua
WWW.YMPp.org.ua
Bin 09.11.2018 p. Ne 350 Jupexropy TOB «Owmera Iusect I'pym»
n. Anamoy C.B.

ByJ1. Bu6op3bka 18, M. 3anopixoxs, 69032, Ykpaina
IIpo eusnavenHa Knacy pusuky
ma oyiHKy eionogiorocmi
Meouurux eupobie eumozam
Texniunozo peznamenmy

Illanosumii Ceprio BopucoBuyy!

Opran 3 ouinku BignosigHocti TOB «YKPMEJCEPT» posriaHys Baury 3asBky
Ne 79 Bim 06.11.2018 p. crocoBHO BM3HAYeHHs Kiacy Npomykuii «Mebai meau4uni
Xipypriudi Ta cTOMaToJOriuHi» Ta PO3NOBCIO/KEHHA HA Hel MoJoXeHb TexHiuHoro
pernaMeHTy IOoAO0 MemuyHux Bupob6iB (Hamani — TP), 3aTBEp/UKEHOro MOCTaHOBOIO
@ Ka6inery Minicrpie Vipainu Ne 753 Bix 02.10.2013 p. (sBupobunk — TOB «Owmera
IuBect I'pym», ampeca: Byn. Byn. Bubopsbka 18, M. 3anopixoks, 69032, YkpaiHa. Kon

i €IPTIOY 41740587).

Io cyTi 3BepHEHHS, HA MiACTaBi PO3IJIALY MaTepialis, JOAAHKUX 10 3ra/laHOro BHINE
JIUCTA, B MEXAX CBOEI KOMIETEHILT, NOBIAOMJIAEMO MPO HACTYIHE.

Marepianm, mo Gyn po3risHyTi:

1. Konisi 3araabHoro ommcy npomykuii «Me6ni Memwdwi Xipypriusi Ta
cromaTtosorigni» Bupobunurea TOB «Omera InBect I'pyn», 3anopibiokd.
| 2 Konist nepeniky npomykuii «Me6i MeuaHi Xipyprigni Ta CTOMaTOIOTi4HI»

supo6uuurea TOB «Omera IuBect I'pym», 3anopiioks, TOJIaHOT Ha OUIHKY BiIMOBiHOCTI.

3. Komist mexnapauis TOB «Owmera Impecr I'pym» Bim 29.03.2018 p. mpo

- BimoBiMHicTs MemuuHMX BupoGiB «Mebni MeauuHi Xipypriusi Ta CTOMATOJNOTIYHI»

@ pumoraM  TeXHi9HOro perjaMeHTy INON0 MEIMYHMX BHpPOOiB, 3aTBEPKEHOro
TMocranoroio Kabinery Minictpis Yxpainu Bix 02.10.2013 p. Ne 753.

4, Komisi gopatky jo aexinapauii sin 29.03.2018 p. 3 nepeikoM MEAUYHHX
BHpOGIB, IO Mi/VIATAI0TH OUIHII BianosigHocTi (87 HaliMeHyBaHB).

5: Konisi ceprudixary Ne UA.CY.9001.0188-18 Bix 18.05.2018 p. Ilpo
Bi/IMOBIHICTD CHCTEMH YNpaBIiHHA AKICTIO, BIPOBADKEHOI supobuukoM TOB «Omera
Iasect ['pym», anpeca: By BysL. BuGopsbka 18, M. Zanopixoxs, 69032, Ykpaina, BHMOraM
crangapry JACTY ISO 9001:2015, unasoro OpraHoM 3 ceprudikauii BimmopigHOCTI
«DAKTYM», M. Bimropon-/{nictpoBcskuii, Onecpka o6n. Tamyss ceprudikauii:
GUPOBHUYMBO MEONIE MEOUUHUX Y acopmumenmi, ko0 JKITI 32.50.3 ma mampayie y
acopmumenmi, koo JKIIIT 31.01. Ceprudixar aiticauit no 17.05.2021 p.

6. Komiss cepradikary Ne UA.CY.9001.0187-18 gix 18.05.2018 p. Ilpo
BiZMOBIAHICTS CHCTEMHM YNpPaBJIiHHA AKICTIO, BrpoBamkeHoi BupobEukoM TOB «Omera
Impect ['pym», anpeca: ByJ1. Byl Bubopsska 18, M. 3anopixoks, 69032, Ykpaida, BAMOraM
craupapry JCTY ISO 13485:2015, Bananoro Oprasom 3 ceprudixauii BianoigHoCTI
«DAKTYM», ™. Binropoa-/lnicrpoBcskmii, Opeckka o6n. Tamy3p ceprudikauii:




6upobHUYmMeo mebnie meouunux y acopmumenmi, xod JKIIIT 32.50.3 ma mampayi
' : .50. ayie
acopmumenmi, ko0 JJKIIIT 31.01. Ceprudixar aiticumi 1o 17.05.2021 p. S

7.  Konisi BHCHOBKY camniTapHo-emigemiosoriunoi excmeprusun Ne 602-123-
20-1/9753 Bix 12.03.2018 p. npo BignoBiaHicTs MemMUHUX BUPOGIB l:mpo6m«urma TOB
<<On:1era Iusect I'pyn», 3anopixoks «Me6ni MemuuHi y aCOPTHMEHTI» BEMOraM YHHHOTO
CaHITaPHOTO 3aKOHOJABCTBA Ykpainu, BugaHoro JlepxaBHoI0 ciyx6010 YKpaiHu 3 THTaHb
6e3neIHOCTI XapIOBHX MPOXYKTIB Ta 3aXUCTY CIIOXKHBAYiB.

8. Komisi 10aTKy N0 BHCHOBKY CaHiTapHO-eniaeMiooriaHoi excrne

! PTH3H
.N:g 602-123-20-1/9753 Bin 12.03.2018 p. 3 nepenikom BUpOGIB, Ha AKi POIOBCIOKYETHCA
Jiist 3a3Ha4€HOr0 BUCHOBKY (87 HaliMeHyBaHb).

3a pe3yJIbTaTOM pPO3rJISAY AOKYMEHTIB BCTAHOBJICHO:

. 1. «Me6ni menuuni xipypriumi Ta CTOMATOJOriYHD» 3rifHO 3 BMMOTaMH
Texgumoro_ PErJIaMEHTy INOAO MEIHIHAX BUpOGiB, 3aTBEPIKEHOTO MOCTAHOBOIO
Ka6inery Minictpis Yxpaiau Ne 753 ix 02.10.2013 p., € MequuHHMH BHPOOGaMH.

2. Memwani  Bupo6n «Me6ni MemudHi XipypridHi Ta CTOMATOJNOTIHHD
Hanexath 10 I knacy (Hecrepuwishi, 6e3 GpyHKUil BUMipIOBaHHS) — NPABHIIO 9 (nomatok 2
o TP).

V BiJMOBIHOCTI 3 HaBeJEHNM BHMIIe, MpOAYKUis «Mebai mMeauyHi xipypriuHi Ta
cTOMATOJIOTiYHD> migasrae ouinni BignosiaHocTi BuMoram TexXHIYHOro perjiamMeHTy
mono mMeauunnx Brapobis ([Tocranosa KMY Bin 02.10.2013 p. Ne 753).

Ouinka BigmoBimHocTi MemwaHux BHpoGiB I Kiacy (aecrepwipHi, 6e3 GyHKuil
BUMipIOBaHHSA) 3MIHCHIOETHCA BHPOOHMKOM a00 YNOBHOBOXECHMM NPEICTABHHKOM B
VkpaiHi IDUIIXOM CaMOJCKIapyBaHHA 6e3 3anyuenns OpraHy 3 OLIHKM BiINOBIXHOCTI
srimgo 3 pomarkoM 8 «Ilopsanmox 3iCHEHHS BHYTDIIIHBOTO KOHTPONIO BHPOOHMLTBA
MeQu9HMX BHpPOOIB» HO BKa3aHOIo Texnianoro pernamenty (TP). BupoGmuk abo
YNOBHOBaXEHHH NMpPEACTaBHUK B VipaiHi CKJIaIac TEXHIIHY JOKYMEHTALil0 Ha BUpiO Ta
MapKye TpPONYKUi0  3HAKOM BiMOBIMHOCTI  TexHigHOMy  pernamenty  6e3
inentudikauiiaoro HoMepa MpU3HAYEHOro OpraHy 3 ouinka BignosigHocti. IIpy upoMy
Bupobuuk abo ioro YNOBHOBaXKEHHH NPEJCTABHHK [OBHHCH HAJaTH Z0
Tlepxcikeimyx6u iHbOpMALiio pizmosimHo o mynkry 31 TP Ta Hakasy Ne 122 MO3
Vipainu Big 10.02.2017 poxy.

JlonaTkoBOo 3a3Ha4aEMO, IO JHCTH TOB «YKPMEJICEPT» He MICTATE HOPM
npaBa, a MAOTh JIMIe iH(opMaLiHHHi XapaKTep.

3 noBarouo,

NS

Kepisuuxk OOB y /’
«YKPMEJACEPT» /.

: Mﬁpamona

/

Buk.: Bakynenxo C.C.
Ten.: (073) 555-02-30
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JloBiaka
1000 68edenuit 6 06iz 6idnosiono 0o 3akonodasemea y cqhepi mexuiunozo pezynosanns ma oyinku
gidnogionocmi, y nepedbauenomy 3akono0ascmeoM nopsoKy
npooykyit Mebni meouuni ( xipypziuni ma cmosamonozivni) supodnuymea TOB «OMEIA IHBECT
reymin

Llicio nosiakoo ToBapucTBo 3 OOMEKEHOIO ginnosinanbuicTio «OMEIA IHBECT rPYI» (€EAPMNOY
41740587, VYipaina, M. 3anopiioka Byn. Buboprebka 18), BUpOOHUK MEAWYHHX mebnis Ta 00NAAHAHHA
nosigomase, wo npoaykuito Mebai meauuni (nepenik obnaaHaHH sriaHo aopatkyNel) gHeceni no Peectpy
0ci6 BiANOBIAANLHMX 33 BBEACHHA MEAMMHHX BUPOGIB, AKTHBHHX MEAMUHMX BupoBiB, AKI IMNNANTYIOTH, T2
MeAHYHHUX BUPOBIB A1 AIArHOCTHKH in Vitro B obir nia Ne 8273.

Hanamna indopmauilon € y BIAKPHTOMY AOCTYmi: https://www.dIs.gov.ua/peccrp-ociﬁ-sinnoainanmmx-sa-
gsenen/, 8 (aiini BinoMOCTi WOAO BUKAIOUEHOT inpopmauii i3 Peectpy ocid BIANOBIAANLHMN 32 BBEACHIS
MEAHUHMX BHPOGIB, aKTHBHHX MEAMYHHMX BUPODIB, AKi IMONAHTYIOTb, T2 MEAMYHHUX gupobiB ANA AIArHOCTURH in
vitro B 06ir, sianogiano A0 nyHkTy 31 TeXHi4HOro PernameHTy LWOAO MEAMUHMX BHPOOIB, 3aTBEPMKEHOTO
noctanosoto Kabinery Minictpis Ykpainu 8ia 02.10.2013 Ne 753, nyukty 23 TexHiuHOro pernameHTy Woao
MeaMuHUX BUPOGIB ANS AIArHOCTHKH in vitro, 3aTBEpPAXKEHOro NOCTAHOBOIO KaGinery MinicTpis YKpainu Bi
02.10.2013 Ne 754, nynkry 35 TexHi4HOrO PernamMeHTy WOAO aKTUBHHX MEAMYHUX BUPOOIB, AKI IMNAAHTYIOTb.
3aTBEPAYKEHOrO MNOCTAHOBOIO Kabinery Minictpie Ykpaitu Bia 02.10.2013Ne 755

JlaHHa npoAyKuUis npoiiwna sunpoGysanus (Mpotokon Bunpodysas Ne P P112405/20 sia 24.11.2020 p.,
supanuii TOB "BHﬂPOBYBAJ]bHO-CEPTI/lcblKALuFlHl/lﬁ LIEHTP "MIBAEHTECT". 49054, m. Jluinpo.
np-t C. Hiroaua, 50, xoa €JIPTIOY 13429259). _—

SkicTs npoayKuii 3acsiauero Ceprpikatom Binnc{giu_ﬁﬁc'ﬁ» JAOY T.112412-20 8in 24 auctonasa 2020.

Apamos C.b.
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< Maeb6ni, AKi npU3HaYeHi ANA BIANOYNHKY NAUIEHTIB B ouiKyBaHHi npuioMy 8 NiKapHi
1. bankertka b-1 KopuaoOpHa

baHkeTka B-2 KopugopHa

baHkeTtka b-3 KopuaoOpHa

baHkeTtka B-4 KopuaopHa

. BankeTtka BC-1 KOpMAOPHA 3i CNHHKOK

. BaHkeTtka BC-2 KOpUAOPHA 3i CNUHKOIO

. Banketka BC-3 KOpuAOPHA 3i CNUHKOK

BaHkeTka BC-4 KOpUAOPHa 3i CNUHKOKO

. BaHKeTka MBC-1 KOPUAOPHA 3i CNUHKOIO | NOPYYHAMM
10.6aHKeTKa MBC-2 KOPUAOPHA 3i CNUHKOHK | NOPYHHAMM
11.6aHKeTka MBC-3 KOPUAOPHA 3i CNUHKOKO | NOPYHHAMM
12.6aHKeTka MBC-4 KOPUAOPHA 3i CNUHKOIK | NOPYYHAMK

< Me6ni, aKki npuaHaueHi ana 36epiraHHA iHCTPyMeHTis Ta mare

13.Wada WM-1 meanyHa

14.Wada WM-1c meauuHa

15.Wada WM-2 meguuHa

16.Wada WM-2¢c meanyHa

17.Wada LWMH meau4Ha HasicHa

18.Wada WWMx-1 meauyHa AN Xanaris

19.Wada WMx-2 meauuHa ana Xanarvis

Me6ni npu3HayeHi gNA Bi3yanbHOro po3noginy npocropy Yy NPUMILLEHHI:

20.Wupma WM-1 OAHOCEKUiIMHA

21.Wupma WM-2 ABOXCEKUjiHa

22.Wupma WM-3 TPLOXCEKUINHA

23.Wupma WM-4 YOTHPLOXCEKUiINHA

% Mebni, AKi npuU3Ha4eHi AnA PO3MilLyBaHHA nauieHTiB NpU NpoBeAeHHi

pi3HKX npoueayp:
24 Kywerka KIN npoueagypHa
25.Kywetka KMNa npoueAypHa AuTAYa
26.Kywertka KC ornaposa
27.Kywertka KCa ornaposa guTA4a
28.Kywerka K® ana diskabureris >
29.KyweTka KM macaxHa oS
30.Kywerka KM-2 macaxHa
31.Kywetka KM-3 macaxHa

W wNOULE WN

pianis B ycix TMNax MeAUUHNX Kabixeris:

NiKYBaNbHOrO OFNAAY T3 BUKOHAHHA
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Me6ni, aki npu3Ha4eHi ANA NepeBe3eHHA nauyieHTis 8 cepeaeHi NiKapHAHKX NPUMILLeHb:

32.Bizok TMNB ana nepese3eHHA XBOpUx
33.Bizok TMNBC ANA Nepese3eHHA XBOPHX 3i SHIMHUMMU HOCHAKAMK

34.Bizok TNBCN ANA NepeBe3eHHA XBOPHX 3i SHIMHUMU HOCHAKAIMU Ta perynboBaHMMm NiAroNiBHUKOM
35.Bizok TNEp anA nepese3eHHA XBOPUX 3 Pery/IboBaHOI0 BUCOTOKO

36.Bizok TAMN aHaTOMiYHa

37.Kpicno-katanka KBK ana TpaHCNOPTYBaHHA NauieHTis

38.Marpau MT gna siska TMNB gna nepeseseHHA XBOPUX

39,0ropopeHHa BOT 6iuHi Ana Bi3Ka ANA Nepese3eHHA XBOPUX

Meb6ni, AKi npu3HaYeHi ANA PO3MILLEHHA 0cobuCTUX peyer nauieHTa 6ina niXkKa:

40.Tymba TN npunixxkosa
41.Tymba TNa npunixkkosa 3 ACN

Me6ni AN PO3MILLEHHA Ta NePeBe3eHHA rocn. iIHBEHTapIo BCepeAnHi NIKapHAHNX NPUMILLEHD:

42.BizoK TMNMN gna nepese3eHHA xi
43.Bi3ok TMNIMH ana nepese3eHHa i 3 HePXKaBiloYMMK NONKAMK
44.Bizok TKCK gna nepeseseHHa Bikcis

45.Bizok TYMN ana npubypaHHA NPUMILLEHD
46.Bi3ok TKCKH ana nepese3eHHa BIKCIB 3 HepXKasilouMmm NoAKamMu

47.Bi30K TBK BHYTPiLUHbOKOPNYCHA YHiBEPCANbHA

48.Bi3ok TI'B ana 6pyAHOrO i YMCTOro 6inn3HK

49.Bizok TAB-1 ana nepese3eHHa 6anoHis

Meb6ni, AKi nNpu3HayeHi ANA BMKOPUCTAHHA Y MEAUYHWX 3aknapgax Ana KOMGOPTHOro PO3MILLEHHA

cnispobiTHuKiB, KNiEHTIB Ta BiABIAYyBaYiB:

50.Crineyb CB reuHTOBUM

51.Crineupb CBn reMHTOBUIA NEPECYBHMUI

52.Crineub CBc reMHTOBMI 3i CNUHKOIO

53.Crineub CBNC reMHTOBUM NepecysHuii 3i CNUHKOIO

54.Crineub CA1-1 AOHOPCLKUM 3 OAHMM MiANOKITHUKOM

55.Crineub CA1-1a AOHOPCHKUIM 3 OAHUM NISNOKITHUKOM | CTONMKOM
56.Crineub CA1-2 AOHOPCLKMIA 3 48OMA NIANOKITHUKAMMU

57.Crineyb C/1-2a AOHOPCLKUI 3 ABOMA MIANOKITHUKAMM | CTONUKOM
58.Crineub CY yHisepcanoHum

Meb6ni AKi NpuU3HayeHi ANA KOMPOPTHOrO PO3MILLEHHA NAUIEHTIB B YMOBAX NiKapeHb, nixxsanigc'ﬂxa napis Ta
. A e OIT B
MeANYHMX CTauioHapis: SR ?\v’

59.Martpay MM ans nixkka Megu4Horo

60.Matpau MM ana nixkka megUYHOro GyHKUIOHANbHOTO
61.Marpau MB BaTHUI ANA NiXKKA MEAUYHOTO
62.Migronisnuk MY yHiBepcanbHui 3 TKAHUHK




TOB «Omega Invest Group»
BHpPOGHHUTBO MeAHYHHX Me6AiB
YKpaina, M. 3anopixoks By, Bu6opreoka 18

n/p 26008594323 MNAT «Paiipdaiizen BaHk ABanb»
M®O0 380805 €APIIOY 41740587
http://omega.co.ua/

E-mail: adam4444@ukr.net;

T.-067 379-73-11

Me6ni, AKi NpU3HaYeHi ANA BUMIPIOBAHHA POCTY Y NALiEHTY:

63.Pocromip PN nignorosuii
64.PocTomip PC cToaum — cnaavi
65.Poctomip PH HacTiHHMiA
66.Pocromip PA basis gutauni
67.Pocromip P optima gurauuii
68.PocTomip PM8 nignorosmit 3 saramu

Me6ni, AKi npyM3HaYeHi ANA NPoBeAEHHA FIHEKONOriYHMX O6CTeXKeHb, NpoLeayp a TAKOXK Api6HOro xipypriysoro

BTPYYaHHA:

69.Kpicno Kr-1 rinekonoriyne
70.Kpicno Kr-1Me rinekonorivyne
71.Kpicno Kr-1M riHekonoriune
72.Kpicno Kr-2M riHexkonoriyse

Meb6ni, AKi npu3HaueHi 4N PO3MILLLEHHA NALIEHTIB NiA Yac NPOBEAEGHHA OrAAAY Ta npoueayp:

73.Kpicno BP-1 copbuivive
74.Kpicno KB BapaHi
75.Kpicno KO otopuHonoriyse
76.Kpicno KK kocmeronoriyHe

Meb6ni, AKi NpU3HaYeHi ANA POMILLEHHA EMHOCTEH 3 PO34YMHAMU NpH npoBeAeHHI MeauYHUX npoyeayp:

77.Wratus LWABe ana TpUBanux 8nausis

78.Wrartue WABY Ana TPUBANMX BNAKBIS YHIBEPCaNbHUN

79.Wrartus WABC gaa TPUBANUX BNAMBIS, CKNAAHUNA

80.WraTus LWWABK ANA TPUBANWX BNAMBIB 3 KPINNEHHAM Y NiXKKA

81.Cronuk CLU 3HiIMHKI ana Npunaaas Ao wrartusa W/Be

82.Kowwku ans wrarusa W/ABe

Mebni, AKi nNpu3HayeHi ANA BCTAHOBNEHHA HA HUX tasiB, 6uKcis Ta obnagHaHHA B YMOBax OrnAAR0BMX,

onepauiiiHUX Ta AONOMIMHUX NPUMILLEHHAX:

83.Niacraska NI nig repmocrar (rn, Wcc)
84.Niagcraska NT-2 nig pga Ta3a
85.Nigcraska NB nig 6ukc

86.Nigcraska MU nig inpysomar
87.Niacraska NT-1 nig 1a3

Meb6ni, aki npu3HaueHi ANA PO3MILLEHHA HA HUX AiTel:

88.NNixko «AJIMCA» aNA HOBOHAPOAKEHOrO
89.NMixko KA-1 autade ans girei 40 1 poky
90.NMixko KAO-2 guTaye ana giten go S pokis
91.Cvonuk CMNJ1 neneHanbHui
92.Cronuk CMNg neneHanbhuid 3 ACN
93.Marpauy MH ana nikka HOBOHaPOAKEHOTO
94.Marpay M pns CTOAUKE NENEHANbHOTO
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& Meb6ni, AKi npuaHayeHi ana PO3MilLeHHA Ha HUX marepianis T2 iHCTpyMeHTiB, a TaKOX AnA ix nepese3eHHA

scepeAnHi NIKAPHAHKUX NpUMILLEHb

95.Cronuk CC cromaronora
96.Cronuk CN npUNaAoBun
97.Cronuk CU-5 iHCTpyMEHTaN bHUMN
98.Cronuk CI criiika EeHAOCKONIYHA

99.Cronuk CU-5H iuapymeuranbuuﬁ 3 HePKABIUUMH NONULEID
uerw

100. Cronmk CM-3H MaHINYNAUUAHRI 3 HepKasitouummu Non
101. Cronuk CA anecresionora

102. Cronuk CAH aHecTesionora 3 HepX. NoAMUEIo
103. Croauxk CM-3-1 MaHINYAAUIHHKA

104. Cronuk CM-3-2 MaHinynauiiHui

105. Cronuk CH HaANIKKOBUN

106. Cronuk CM-3 MaHinyNAUIAHWIA

107. Cronuk-tymba CT-1

108. Crin N-1 nepes’a304HHA

109. CrinCNN nepes'a3ysanbHuit CKNafaHui

110. Cronuk-nakonuuyeay CT -H

111. Cronuk CAOP gna onepauiit Ha pyui

112. Cronuk C3K pna 3abopy Kposi

[npexcrop TOB «OMETA THBECT rPYNi»

N
SN



