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Ha Ne 211 Bix 12.11.2019 p. TOB «InTerpeliten Mexnikan I'pym»
Kipnenky ®@.I1.

Anpeca: Byn. Mukonbceko-Crno6igceka, 6K
M. Kuis, Vkpaina, 02002

CToCOBRHO OUiHKH BiAMOBiAHOCTI BAMOram
TexHiYHOro peraamMeHTy W00 MeAMYHAX BHpOOiB
JJISl JIarHOCTHKH In vitro

Ha Bam samur Ne 211 Bix 12.11.2019 p. cTocoBHO HajaHHS pO3'SCHEHHS MO0
HEOOXIZHOCTI IPOBENCHHA OLIHKK BIAMOBIAHOCTI i3 3aTyYeHHSM Oprady 2 OIIHKH
Bi/INOBiIHOCT] MEIMYHUX BUPOOiB IS MIaTHOCTHKY in vitro Bumoram TexHiUYHOTO periaaMeHTy
MO0 MeTUYHUX BHPOOIB A MiarHOCTHKH, in Vitro, 3aTBEpIKCHOrO MOCTAHOBOK KMY Bif
02.10.2013 Ne 754, a came: Pinuuuux xpomarorpadis Waters 3 KOMILIEKTY09nME (mepemnix
HaBeneHo y fofatky Ne 1 1o mpore ycra) BupoGHunTea Waters Corporation, 34 Maple Street,
Milford, MA 01757 United States of America (Botepc Kopmopeifuon, 34 Memr Crpur,
Mindopn, MA 01757, Cnonyueni llratn Amepnkn),

MOBIJIOMJISIEMO:
Ha Mi/ICTaBi aHaNi3y HaJaHUX KOIil JOKYMEHTIB:
- JoBipeHocTi, BhxaHoi kommaHielo Waters Technologies Corporation mHa IpaBo
TIPE/ICTaBIICHHS! IHTepeciB BUPOOHMKa B Ykpaini Ha TOB «InTerpeiitex Meixa Ipym»
Ne EU18-0065 Bin 30.10.2019 p. (Tepmin mii o 31 rpyaus 2024 poky);
- JeKJapauiil BianmosiHoCTi, BugaHuX BupoGHuKoM Waters Corporation Ha nabopaTopHe
MeIuYHe oOnaTHaHHS;

- JleKnapauii mpo BimmosiqHicTs BEPoOIB MeIHUHHX BEMOraM TeXHIgHOrO peryiiaMeHTy
INOA0 MEIMYHHMX BHPOOIB U MiarHOCTHKM in vitro Ne2/19 sim 12.11.2019 POKy,
BUIAHOI YIIOBHOB&XEHUM IIPE/ICTABHHKOM BHpoOHUKA B Ykpairi TOB «IHTerpeiiten
Menixan I'pymy,

BH3HAYCHO, W0 Mexu4Hi BupoOW, a came: Pimumuni xpomatorpapu Waters 3
KOMIUICKTYIOUMMH  (IEpelik HaBefeHO y goaatky Ne 1 mo mporo JHCTa) BigHECEHi 10
MEeJMYHUX BUPOOIB JUI JiarHOCTHKHA in vitro srimso mimmymkry 9 mymkry 2 Texiumoro
PETIAMEHTY (00 MEIWYHHX BHPOGIB ISt MiarHOCTHKH in vitro Ne 754 Bix 02.10.2013 (nasi —
Texniunuii pernaMent) He mMoTpeGylOTH NPOBEAEHHN NMPOLEIYPH OLIHKH BITMOBIIHOCTI
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BHMOTaM 3a3HaueHoro TeXHiYHOTro peraaMenTy i3 3aIydeHHIM IPU3HAYEHOT0 OPraHy 3 OLIHKH
BIAMOBIMHOCT] SK Taki, II0 He BiTHOCATHCSA MO Hepeniky A Ta mepeniky B momarky 2 mo
TexHIuYHOrO pernaMeHty, a TakoXX He € BUpoOaMHM I CAMOKOHTPOJIIO, HE € BUPOOaMH UL
OLIIHKH XapaKTePUCTHK. BHPOOHHK NMOBHHEH MPOBECTH MPOUELYPY OLIHKH BiAMOBiXHOCTI
3riTHO 10JaTKY 3 (32 BHK/IYEHHAM NYHKTIB 6-8) 10 TexniuHoro periaMeHTy, cKIacTH
JieKIapalio Ipo BiANOBIAHICTE Ta 3AIHCHUTH MapKyBaEHA 3HAKOM BiMOBIHOCTI TEXHIYHHUM
periiaMmeHTaM 3riiHo onucy, HaBeaeHoro y [loctanosi KMY Bimx 30.12.2015 Ne 1184.

Jexnapanis npo BiamoBinHicTs TexHiuHOMY periameHTy Moxke OyTu odopmieHa SK
BHPOOHHKOM, TaK 1 yTOBHOBAXKEHHM TIPEJICTABHUKOM BUPOOHHKA B YKpaiHi.

Taxox, BUpoOHHK ab0 yNOBHOBaXEHHH INpeCTaBHHK BHPOOHHKA B YKpaiHi MOBHHEH
Hajzaty a0 JleprkaBHoi ciy0u YKpaiHH 3 JiKapchKHX 3ac00iB Ta KOHTPOJIIO 38 HAPKOTHKAMHU
BiJNOBIHO 10 MyHKTY 23 TexHi4HOro pernamMeHTy, HOBiJOMIIEHHS PO BHECEHHS iH(opMaIlii
no «Peectpy oci, BiANOBiNANBHUX 3a BBEJIECHHS MEIWYHHX BHPOOIB, aKTHBHHX MEIHYHHX
BHpOOIB, fAKi IMIIAHTYIOTE, TA MEAMYHUX BHPOOIB I JiarHOCTHKH in vitro B 06ir, Gopmu
IOBiJJOMJIEHB, IEPETiKy BiIOMOCTei, sKi 30epiratoThesi B HHOMY, Ta PEKUMY JOCTYITY 10 HUX»
3a opmoro 3riHo «Ilopsaky Benenns PeecTpy ocib, BifmoBinansHuX 3a BReIEHHS MeTHUHAX
BUPOOiB, aKTHBHMX MEIHYHHX BHPOOiB, AKi IMIUIAHTYIOTh, Ta MEOMYHHX BHPOOIB s
JiarHOCTHKH in vitro B 06ir, hOpMH NOBiXOMIIEHD, IEpeNiKy BimoMocTel, ki 36epiraroThes B
HBOMY, Ta PEXHMMY JHOCTYIly JO HHX», 3aTBEP/UKEHOro HakazaM MiHicTepcTBa OXOpPOHH
3nopoB’s 10.02.2017 3a Ne122, 3apeectpoBanoro B MinictepeTsi rocturiii Ykpainu 07.03.2017
3a Ne 317/20185, mo nabpaB unnHOCTi 3 18.04.2017 p..

Honarox Ne 1 Ha 3 apk.

KepiBuuk 3 sikocti TOB «YIIMCII»,
ayJMTOp 3 OUIHKH BiamoBixHoCTI

MeIHMYHHX BHPOOiB BHMOraM TeXHiYHOrQ
perjiaMeHTy Imoa0 MeAUYHHX BHPOOIB i
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Honatox 1
1o macta Ne247-75:2019
B 20.11.2019 poky

Pixnuni xpomarorpagu Waters 3 koMmiexkryoanvu BHPOOHHITBA:
Waters Corporation, 34 Maple Street, Milford, MA 01757, United States of America/Borepc
Kopnopeiimon, 34 Meiinu Ctput, Mindopa, MA 01757, Cnoayueni llltatn Amepukn

No Karanoxuuit HalimMeHyBaHHS yKpaiHCEKOIO HaliMeHyBaHHS aHTTIHCEKOK MOBOIO
HOMEp/apTHKYI MOBOO
1 Komitekt cucreMu RenataDX RenataDX Screening System
2 Kommekt cucremu ACQUITY ACQUITY UPLC I-Class IVD
System
3 Kommext cucremu ACQUITY ACQUITY UPLC I-Class / Xevo
UPLC I-Class/Xevo TQD TQD IVD System
4 Kommnext cucremu ACQUITY ACQUITY UPLC I-Class / Xevo
UPLC I-Class/Xevo TQ-S TQ-S IVD System
5 Kommnekr cucremu ACQUITY ACQUITY UPLC I-Class/Xevo TQ-
UPLC I-Class/Xevo TQ-S micro S micro IVD System
6 Kommnext cucremu ACQUITY ACQUITY UPLC I-Class / Xevo
UPLC I-Class/Xevo TQ-XS TQ-XS IVD System
KommiekTyroui cucrem
1 1760039451VD Mac-nerektop Xevo TQ-XS Waters Xevo TQ-XS IVD
2 186008453 Mac-nerekrop Xevo TQ-XS Waters Xevo TQ-XS
3 176003945 Mac-nerekrop Xevo TQ-XS Waters Xevo TQ-XS
4 | 1760020831VD Mac-netektop Xevo TQ-S Waters Xevo TQ-S, IVD
5 176002083 Mac-nerextop Xevo TQ-S Waters Xevo TQ-S
6 | 1860054531VD Mac-nerektop Xevo TQ-S Waters Xevo TQ-S, IVD
7 | 1760024811VD Mac-ngerekrop TQD Xevo TQD, IVD
8 176002481 Mac-gerextop TQD Xevo TQD
9 186005833 Mac-nerexrop TQD Xevo TQD
10| 1760034681VD Mac-nerextop Xevo TQ-S micro Xevo TQ-S micro, IVD
11 176003468 Mac-nerexrop Xevo TQ-S micro Xevo TQ-S micro
12 186007833 Mac-nerextop Xevo TQ-S micro Xevo TQ-S Micro
13| 1760056831VD Mac-nerexrop Xevo TQD Xevo TQD for RenataDX, IVD
14 | 186003875I1VD Mac-perexrop Xevo TQD Assy., Waters TQ Detector, IVD
15| 1860058331VD Mac-nerexrop Xevo TQD Xevo TQD IVD
16 | 186007833I1VD Mac-aerexrop Xevo TQ-S micro Xevo TQ-S Micro IVD
17 | 1768150111VD | PigunHuii xpomarorpag ACQUITY ACQUITY UPLC I-Class System
UPLC I-Class IVD
18 176015109 Pinunuuit xpomarorpag ACQUITY ACQ. I-Class PLUS Sys. (CH-A)
UPLC I-Class w/SM-FTN-I
19 176015110 Pinuunmii xpomarorpadg ACQUITY ACQ. I-Class PLUS Sys. (CH-A)
UPLC I-Class w/SM-FL-I




20 176015111 Pizmunnuit xpomarorpap ACQUITY ACQ. I-Class PLUS Sys. (CM-A)
UPLC I-Class w/SM-FTN-I
21 176015112 Pigurnnit xpomatorpadp ACQUITY ACQ. I-Class PLUS Sys. (CM-A)
UPLC I-Class w/SM-FL-I
22 176015144 Pigmnnuit xpomatorpadg ACQUITY ACQ UPLC I-Class PLUS CM-A
UPLC I-Class meHemKep KOJTOHOK Add-On
23 176015131 Piguunawuit xpomarorpagp ACQUITY | ACQ. UPLC I-Class PLUS FTN-I
UPLC I-Class BSM/QSM 2D
24 176015130 Pimunnunit xpomatorpap ACQUITY | ACQ. UPLC I-Class PLUS FTN-I
UPLC I-Class BSM/BSM 2D
28 176015071 Pigunnuii xpomarorpadp ACQUITY ACQUITY UPLC I-Class CM-A
UPLC I-Class MeHemKep KOJIOHOK Add-On
26 176015070 Pigunnuit xpomarorpadp ACQUITY ACQUITY UPLC I-Class Core
UPLC I-Class System w/SM-FL
27 176015069 Pimuunuit xpomarorpadp ACQUITY | ACQUITY UPLC I-Class Core Sys
UPLC I-Class w/ SM-FTN
28 176015066 Pimuunuii xpomatorpag ACQUITY ACQUITY UPLC I-Class FL 2x
UPLC I-Class BSM
29 176015075 Pimunnuii xpomarorpadp ACQUITY ACQUITY UPLC I-Class CM-A
UPLC I-Class System w/SM-FL
30 176015076 Pimuunuit xpomarorpap ACQUITY | ACQUITY I-Class FTN, BSM,BSM
UPLC I-Class 2D 2DTech Core
31 176015077 Pigunnuit xpomarorpag ACQUITY | ACQUITY I-Class FTN, QSM,BSM
UPLC I-Class 2D 2DTech Core
3 176015090 Pimuunanit xpomarorpap ACQUITY ACQUITY UPLC I-Class PDA
UPLC I-Class PDA nerextop Detector
33 176015091 Pimunnnit xpomatorpag ACQUITY | ACQUITY UPLC I-Class e PDA
UPLC I-Class PDA perexrop Detector
34 176015092 Pinunnuit xpomarorpadp ACQUITY ACQUITY UPLC I-Class TUV
UPLC I-Class TUV merexTop Detector
35 176015095 PimuaHm# xpomatorpah ACQUITY ACQUITY UPLC RI Detector
UPLC I-Class RI gerextop
36 176015029 Pinunnuii xpomarorpadp ACQUITY ACQUITY UPLC Fluorescence
UPLC I-Class duyopecueHTHH I Detector
JIETEKTOP
37 176015027 Pinuuunit xpomarorpadp ACQUITY ACQUITY UPLC ELSD
UPLC I-Class ELSD nmerextop w/Nebulizer
38 176015026 Piaunnmit xpomarorpap ACQUITY ACQUITY UPLC PDA Detector
UPLC I-Class PDA nperextop
39 176015028 Pimuuumit xpomarorpap ACQUITY ACQUITY UPLC TUV Detector
UPLC I-Class TUV nerexrop
40 176015030 Pigunnmii xpomarorpad ACQUITY ACQUITY UPLC PDA eLambda
UPLC I-Class PDA nerexrop Detector




41 176015040 Pinunnnit xpomarorpagp ACQUITY ACQUITY UPLC SO H/I-Class
UPLC I-Class oprauaiizep 3paskiB
42 1 176001086IVD IIporpamue 3abe3neyeHHs TargetLynx v4.1, IVD
TargetLynx
43 176001086 [Iporpamue 3abe3neueHns TargetLynx v4.1
TargetLynx
44 667002672 ITporpamue 3abe3neyeHHs Kit, TargetLynx
TargetLynx
45 | 667002672IVD IIporpamue 3abe3neuenns Kit, TargetLynx v4.1, IVD
TargetLynx
46 176002526 ITporpamue 3abe3neyeHHs MassLynx Workstation with TL
MassLynx
47 176002523 ITporpamue 3abe3neuenns MassLynx Workstation
MassLynx
48 176002525 ITporpamue 3abe3neuenns MassLynx Performance Workstation
MassLynx
49 176002527 [Tporpamue 3abe3neuenns MassLynx Performance Workstation
MassLynx with TL
50| 1760025271VD ITporpamue 3abe3neyenns MassLynx Performance Wrkstn.
MassLynx w/TL, IVD
51 667002627 ITporpamue 3abe3nevenns Kit, MassLynx v4.1
MassLynx
52 667005757 IIporpamue 3aGe3neuenns lonLynx Kit, lonLynx V4.2
53 176001074 ITIporpamue 3a6e3neuenns NeoLynx NeoLynx V4.1
54| 176005682IVD | Tlporpamue 3abesnevenns NeoLynx NeoLynx v4.2, IVD
55| 1760025261VD ITporpamue 3abe3neueHHs MassLynx Workstation with TL,
MassLynx IVD
56 | 176004218IVD ITporpamue 3aGe3neuenns lonLynx IonLynx, IVD
571 1760006361VD Asrocammiep 2777C 2777C Sample Mgr. Single Injector,
IVD
58 | 176002936IVD Omuist ACQUITY UPLC Online ACQUITY UPLC Online SPE
SPE Upgrade - IVD
59| 1760042141VD Menemxep 3paskis Waters 3777C Waters 3777C Sample Manager,
IVD
60 | 176015000IVD | Pigunumit xpomatorpadp ACQUITY | ACQUITY UPLC Core System, IVD
UPLE
61 | 1760150011VD TepmocTar xonorok ACQUITY ACQUITY Col. Mgr. Sys.-Right
Inlet, IVD
62 | 1760150691VD | Pigumnumii xpomarorpadh ACQUITY ACQUITY UPLC I-Class IVD
UPLC I-Class System
63 | 1860018251VD binapuwuit Hacoc 1525 1525p Binary HPLC Pump
w/Degasser, IVD
64 | 186002776IVD Astocammuiep 2777C 2777c Sample Manager, IVD
65| 186015000IVD | ACQUITY UPLC I-Class 6inapuuit | ACQUITY UPLC I-Class BSM, IVD
Hacoc
66 | 186015001I1VD binapauit Hacoc ACQUITY UPLC ACQUITY UPLC Binary Solvent
Megr., IVD
67 | 1860150061VD Astocamiuiep ACQUITY UPLC

ACQUITY UPLC Autosampler
Mod., IVD




68 | 186015007IVD Menemxep kononok ACQUITY ACQUITY UPLC Column Mgr - Rt.
UPLC Inlet, IVD
69 | 186015010I1VD Harpisau kononox ACQUITY ACQUITY UPLC Column Heater
UPLC HT, IVD
70 | 186015020IVD Oprawnaitzep 3paskis ACQUITY ACQUITY UPLC Sample
UPLC Organizer, IVD
71| 186015042IVD | ACQUITY UPLC I-Class Tepmoctar | ACQUITY UPLC I-Class CH-A,
KOJIOHOK IVD
72| 186015043IVD | ACQUITY UPLC CM-A TepmocTaT ACQUITY UPLC CM-A, IVD
KOJIOHOK
73| 1860150461VD ACQUITY UPLC I-Class ACQUITY UPLC I-Class SM-FTN,
aBTOCAMILTIED IVD
74 | 7250006621VD Menemxep 3paskiB Waters 3777C | Waters 3777C Sample Manager IVD
75 | 176001672IVD Habip MassTrak Immunosuppress | MassTrak Immunosuppress Kit, XE
IVD-EU
76 | 176003845IVD Ha6ip MassTrak Bir.J] crapToBuit MassTrak Vit D First Time Order
77 | 1760038461VD Habip MassTrak Bit.[{ MassTrak Vit D Cal Set SEI
KamiopyBalbHHH
78 | 176003854IVD Ha6ip MassTrak Bit.Jl mna MassTrak VIT D QC Set IVD SEI
KOHTPOJIIO SIKOCTI
79 | 176005671IVD Habip MassTrak WCX OSM MassTrak WCX OSM Carts
w/Manual
80 | 176005672IVD Hab6ip MassTrak C18 Online SPE MassTrak™C18 Online SPE Carts
' w/Manual
81| 1760056731VD Habip MassTrak C8 OSM:! MassTrak C8 OSM Carts w/Manual
82 | 186002350IVD Kononka anamituuna ACQUITY ACQUITY UPLC BEH C18 1.7um
UPLC BEH C18 1.7um 2.1x50mm 2.1x50mm IVD
IVD
83 | 186002352IVD Konounka anamituuna ACQUITY ACQUITY UPLC BEH C18 1.7um
UPLC BEH C18 1.7um 2.1x100mm 2.1x100mm IVD
IVD
84 | 176000863IVD Konouka anamrtuuna ACQUITY ACQUITY BEH C18 1.7um 2.1x50
BEH C18 1.7um 2.1x50 3-pk IVD 3-pk IVD
85| 176000864IVD Kononka anamrtiuuda ACQUITY | ACQUITY BEH C18 1.7um 2.1x100
BEH C18 1.7um 2.1x100 3-pk IVD 3-pk IVD
86 | 176000907IVD Kononka ananitnura ACQUITY ACQUITY BEH Phenyl 1.7um
BEH Phenyl 1.7um 2.1X50 3-pk 2.1X50 3-pk IVD
IVD
87 | 176001048IVD Kononxa ananitnyna ACQUITY | ACQUITY BEH C18 1.7um 2.1x150
BEH C18 1.7um 2.1x150 3-pk IVD 3-pk IVD
88 | 1760011311VD Kononka ananitnuga ACQUITY | ACQUITY HSS T3 1.8um 2.1x50 3-
HSS T3 1.8um 2.1x50 3-pk IVD pk IVD
89 | 186002353IVD Kononxa anamitnana ACQUITY ACQUITY UPLC BEH C18 1.7um
UPLC BEH C18 1.7um 2.1x150mm 2.1x150mm IVD
IVD
90 | 186002695IVD Kononka ananituana MassTrak MassTrak TDM C18 2.1x10mm

TDM C18 2.1x10mm Column, IVD

Column, IVD




91| 1860028841VD Kononka ananituyna ACQUITY ACQUITY UPLC BEH Phenyl
UPLC BEH Phenyl 1.7um 2.1X50 1.7um 2.1X50 IVD
IVD
92 | 186003538IVD Kononka ananituuna ACQUITY ACQUITY UPLC HSS T3 1.8um
UPLC HSS T3 1.8um 2.1x50mm 2.1x50mm IVD
IVD
93| 186005672IVD Excrpakuiiamii KapTpumK MassTrak™C18 Online SPE
MassTrak™C18 Online SPE Cartridge
Cartridge
94 | 1860080971VD HaGip s koHTpOmmo sxocTi MTVitD Quality Control Set
MTVitD Quality Control Set
95| 1860080961VD Kani6pysanbuuit Habip MTVitD MTVitD Calibrator Set
Calibrator Set
96 | 1860084411VD Habip 14 minrotoBky 3paskis MTVitD Sample Prep Kit
MTVitD Sample Prep Kit
97 | 1860086471VD Kononxka ananitmuna MTVITD MTVITD MassTrak Vitamin D

MassTrak Vitamin D Column Column
Kepipauk 3 sikocti TOB «YIIMCII»,
AyJIUTOP 3 OUIHKH BiAMOBIIHOCTI .
L A it : ¥/ <VEPAIHChKHR
MeJIHYHHX BHPOOIB BUMOIraM TeXHIYHOI' & UEHTP MEmmgnon\3)\
perjiaMeHTy moA0 MeJHYHUX BUPOOIB ir| i ﬁgpmpmmr TA/ > Hemuenko L.B.




