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Big 27.12.2024
Bux. Ne 673

Hepxcasna  cayacoa  Vpainu 3
JIKapcoKux 3acobie ma Kowmponaio 3a
HapKomukamu

[ogidomrenns npo inyuoenm

TosapuctBo 3 obmexenoro BianosiganeHicTiO «Kpatis MearexHika»
(ineHTHdiKaUifHUK  Kkox  topuaMYHOT ocobu: 38670845, MicLe3HAXOMKEHHS
ropuandHoi ocobu: 04107, m. Kuis, Byn. Barrosyrtisceka, 6yn.17-21, VYkpaina) sk
YnoBHOBaXXeHHUH NpeacTaBHHK BHpoOHHKa Bocton CaiinTidix Heiipomoay.eiimon
Kopnopeiimn  /  Boston  Scientific = Neuromodulation  Corporation
(Micue3HaXO/KeHHS  IOpUANYHOT ocobu: 25155 Paii Kausiton Jlyn, Banencis,
KanigopHis, 91355, CILIA / 25155 Rye Canyon Loop, Valencia CA 91355, USA) Ha
niacrasi nosipenocri Big 08.07.2022, nosigomise HacTynHe.

Hamy, 5K YrnoBHOBaXKeHMM NpPEICTABHUKOM BHUPOOHHKA, OTPHMAaHa
iHopMallisi Bil BUPOOHHKA WIONO [HLHMACHTY, [OB’S3aHONO 3 BUKOPUCTAHHAM
Meau4Horo BupoOy Habip mist cTuMynauil riMbokux CTpyKTYp rOJOBHOrO MoO3ky 16
KoHTakTHUH Vercise Gevia™,

Binnosinno no sumor ct. 8 3akoHy Ykpaiuu «[Ipo 3arambHy GesmeuHicTs
HeXap4oBol Npoaykilii», 3 MeTor iHGOpMyBaHHs CHOXHBa4iB Ta OE3MEYHOro Ta
e(EKTHBHOrO BHKOPUCTAHHS 3a3HAYEHOr0 BHIIE MEAMYHOrO BMpOOY, mpocuMo Bac
pO3MICTHTH Ha caiTi [lepxkaBHoi ciyx6u Ykpaitu 3 1ikapcbkux 3aco6iB Ta KOHTPOIO
32 HAPKOTHKAMH IH(QOPMALIIO LIOAO0 IHUHIEHTY.

Hetanbha indopmauis Hasenena y 3siti Final Vigilance Report 18555796
Vercise Gevia.

Jonaroxk:
l. 3sit Final Vigilance Report 18555796 Vercise Gevia (3 nepexiaiom) — Ha
8 apk.

Mupexrop TOB «Kpartis Mearexuika» Bypuesa LIO.




3BiT BUPOOHHKA NMPO NMOAi0 B YKpaiHi [nepexnad)

1. AnminicTpaTuBHa iHdopmanist

[nenTndikaniiHuii HoMep, IPUCBOEHNH BUpOOHUKOM: 18555796

[nenTndikaniiHuii HoMep, IPUCBOEHNH KOMIETEHTHIM OpPraHOM: HEBiJJOMHIA

Tun 3BiTy

o IlepBuHHMH 3BIT
o IloBropHwmii 3BIT

o KomOiHoBaHMIT NEPBUHHUI Ta MOBTOPHUH 3BIT

| Ocrarounuii 3Bit

Uu CTaHOBHTH IHIMICHT CEPIO3HY 3arpo3y rPOMaJICBKOMY 3I0POB't0?

o Tak

By

Kuacudikaunia noaii

0 JleranpHui BUITaA0K

o0 Henepenbayene cepiio3He MOTipLIEHHS CTaHy 370pOB's

B yei igmi BHIIAJKH, TIPO ITiUIATAI0Th 3BITHOCTI

2. BizomocTi nmpo moaaBus 3BiTy

Craryc nmonaBIs

0 BupoOruk

" ViosrHOBaXeHMI MPEACTaBHUK

3. Indopmanist mnpo BUPOOHUKA

HasBa BupoOHuka: bocton Caiinridik Helipomonyneiion (Boston Scientific Neuromodulation)

KontakTHa ocoba BupoOHuka: AuHa Memkuinbka (Anna Medrzycka)

Anpeca: 25155 Pait Kansiton JIyn (Rye Canyon Loop)

[ToroBuii ingekc: 91355 Micro: Banencisi, KanidopHis
Tenedon: +48 22 4186717 Daxc: H/JT
Enexktponna momrra: info@cratia.ua Kpaina: Crionyueni llltatn Amepuku

4. Indopmallisi Mpo yNOBHOBAKEHOTO NMPEICTABHUKA

KoHTakTHa 0c00a YIIOBHOBa)XEHOTO Npe/icTaBHUKa: AHHA ['HaTioK, (axiBelp i3 cepTudikauii Ta ouinku BianopigHocti TOB

«Kparist MenrexHika

Anpeca: By barrosyrischka, 0ym.17-21, 6 moBepx

IlowmrroBuii ingexc: 04107 Micro: Kuis
Tenedon: +38 044 221 71 29 Daxc: +38 044 377 58 28
Enextponna noma: info@cratia.ua Kpaina: Ykpaina

S. Indopmanis npo MeIMUYHUI NPUCTPIN

MDD/AIMDD MDR



mailto:info@uarep.com
mailto:info@uarep.com

Kiac III
B AxrtuBHi immmantatn 0 Kiac Is oae
o Kiac III o Knac Im 0 KnacIib
o Kiac IIb o Kiac Ism 0 Knac Ila
o KiacIla O BUroToBneHo Ha 3aMOBJICHHS 0 Knacl
o Kiacl
Kox GMDN: 37307
Texct GMDN: cuctema eIeKTpUIHOI CTUMYIIALIT MO3KY, aHTUTPEMODP
Kowmepriitna Ha3Ba/Opern/BupobHuK: Vercise Gevia
Homep moneni: DB-1200 Howmep 3a xaranorom: DB-1200
Cepiitaniit HoMep: 748796 Howmep maprii: 748796
Howmep Bepcii mporpamuoro 3abesnedeHHs (3a HasBHOCTI): H/J]
[lata BupoOHUIITBa iprcTporo: 11.01.2023 [ara 3akingenHs tepminy nii: 10.01.2025
Jlara iMmutanranii (Jiume s iMruiadrTatia): sito 2023 poky Jlara excrmanTanii (Jiumie aust iMmmutanraris): 07.06.2024

TpuBaicTh IMIUTAHTAIT (3aAMIOBHIOETRCS, SKIO TOYHI JaTH iMIUIaHTaIlli 00 eKCIUTaHTalii HeBigomi): ~1 pik

Axcecyap(u)/mioB’si3anuii(i) mpuctpiii(oi) (3a HasiBHocTi): H/J]

6.Indopmanist npo nmoairo

Howmep 3BiTY mpo cTaH 00'eKTa KOpHUCTYBaya (SKIIO 3acTocoByeThCs ): H/JI

/lara indopmyBanHs BupoOHuKiB: 14.07.2024

Jlata moxii: 07.05.2024

Ormuc moii: 0yJ10 MOBIIOMIICHO, MO MAIIEHTY 3 ITHOOKOI0 cTUMYJIsAIi€r0 Mo3Ky (I"CM) 3aMiHWIN IMILUIAHTOBAHUN TEHEPATOP
immysbeiB (IT'T) uepes mpoGiiemMu 31 3B’ s13K0M Ticis miaHoBoi nmpoueaypu pernosutrii IT'T. Tlig yac nporexypu peno3uiiii 0yiio
BUKOPHCTAHO OIMOJIsIpHE NPUITIKaHHs Ha Bifctai npudian3no 5 cm (cm) Bix IT'1. Jlikap 3aminus II']. [Tauient nouyBaeTbes po0pe
ITiCJIST OTIepalii.

Koau npobnem menuunoro npuctporo IMDRF (lonatok A): A1305 Tlpo6Giema 3 6e3ApOTOBUM 3B’ I3KOM

KisbKicTh 3ay4eHHX Mali€eHTiB: | KisbKicTh 3aisIHUX MEJUYHHUX BUPOOIB: 1

[ToTouHe MicIIe3HAXOIKCHHS/YTHITI3a1lis MEIUIHOTO MPUCTPOIO: POIYKT AOCTYITHHUH JJIS TIOBEPHEHHS, alie Ie He OTPUMaHHH

kommaHieto bocron Caitaridik (Boston Scientific).

OrnepaTtop MeIMYHOTO MPUCTPOIO TIiJ] Yac iHIMAEHTY (BHOEpIiTh OJJMH BapiaHT)

0 MeauuHuii paiiBHAK

. TTamient

o Iuame

BrkoprcTanHs: MEANYHOTO BUPOOY (BUOEPITh 31 cliMCKy Hik4e) |

. MEPIIC BUKOPUCTAHHA

[] MOBTOpPHE BUKOPUCTAHHS OJJHOPA30BOTO MEIHMYHOTO BUPOOY

|| TOBTOpHE BUKOPHCTAaHHS MEJIMYHOTO BUPOOY Oararopa3soBOro BUKOPUCTAHHS
O HOBTOPHO 0OCIyrOBYBaHHMI/BIIPEMOHTOBAHUI

O iHmIe (BKaXiTh)

[m] np06neMa, [moMiueHa nepea BUKOPpUCTAaHHAM




7. Inpopmanisi npo mauieHra

Koau xiniHiuyHEX 03HaK, cuMnToMiB i craniB IMDRF ([lomatok E): E2403

Koau BBy Ha 310poB’st IMDRF (onartok F): F1905

Bik marjieHta Ha MOMEHT iHIuaeHTy: H/J|

Crath:

B Kinka 0 YomoBik o Hesigomo

Bara B kimorpamax: H/J|

8. Indopmanis npo MmeanuHUIi 3aKJIa]

HazBa menmanoro 3aknany: Jlikapas "®eodanis"”

KonTtakTHa ocoba B 3aknazi: SIpociaB 3iHKeBIY

\Anpeca: mikapasa «DeodaHiny, Byn. Akagemika 3abomotHOrO, 21

[Tomrosuii innekc: 03143 Micro: Kuis
Tenedon: +380961603866 dakc: [Hpopmanis BiacyTHs
Enextponna nomra: [Hpopmartis BigcyTHs Kpaina: Ykpaina

9. ITonepeaHi KOMeHTapi BUPOOHKMKA (IEPBUHHMII/IOBTOPHUH 3BIT)

[TomepemHiit aHamiz BupoOHuKa: [lonepeaHi pe3ynbTaTi aHali3y a00 BUCHOBKH BiJICYTHI

[TouaTKOBI KOpUTYBaNBHI/3amo01KHI Hii, BpoBaKkeHi Bupoorukom: H/ ]

OuikyBaHa JJaTa HACTYIHOTO 3BiTYy: 25.10.2024

10. Pe3yibTaTH 0CTATOYHOI0 PO3CJIilyBaHHS BUPOOHUKIB (0CTATOYHM 3BiT)

Pe3ynbraTi aHaNi3y MPUCTPOIO BUPOOHUKOM:
KopoTkwuii 3MicT po3citiyBaHHS:

Ha ocHOBI HasiBHOT iHpOpMAIlii HEMOKIHBO BCTAHOBHTH MEPIIONPHYUHY TIpoOieM 3i 3B’s13koM I, ockinbku mpoaykT He OyIto
[OBEPHYTO JUISL aHAi3Y.

Orisi 3amucy iCTopii mpUCTPOro:

Oruisin BUpoOHUYOT ToKyMeHTarii 1t boro I miarBepauB, 1110 TPUCTPii BiAMOBIIAB CeU(IKaIisIM 10 BiAIpaBICHHS.
YKonHuX BIIXWIIEHb Y BUPOOHUIITBI, SIKi MOTIIH O CIIPHUSITH TOZI1, IO CTANOCS, BUIBJICHO He OYIIO.

TexHIYHUI aHai3 IPUCTPOIO:

I['] He OyIr0 MOBEPHYTO AJIS aHANI3Y, HE3BAKAIOUH Ha JOOPOCOBICHI CIIpOOH MOBEPHYTH MPOAYKT. O0'€KTUBHUX MaHUX, IO
T03BOJISIIOTh BU3HAYMTH MEPUIONPUYMHY KITIHIYHUX CIIOCTEPEKEHD, HEMA.

BrCHOBOK po3ciIilyBaHHS:

Ha migcTasi oOMexxeHoi iHpopMarii Ta y 3B'13Ky 3 BiICYyTHICTIO IOBEpPHEHHS IPUCTPOIO HEMOKIIMBO BCTAHOBUTH OCHOBHY
[IPUYMHY 3apEECTPOBAHNX KIIHIYHUX CIIOCTEPEIKECHb.

Konu tumiB poscminyBans IMDRF ([lomatok B): 1293: Baxko BcranoBuTH 3B's130K Mi>k RC/HHP Ta IT'T

Konmn pesyneratis poscuigyBanas IMDRF (omatok C): 9990: TloBizomiieHe TBEpPKEHHS HE TiATBEPHKEHO

BucHoBok po3crigyBanas IMDRF (logatox D): D15: IlpuynHa HE BCTAaHOBIECHA

Koan kommonenTiB IMDRF (Jlomatox G): GO7001: Tepmin "dacTHHA/KOMIOHEHT/BY30J1" HE 3aCTOCOBYETHCS




Mipu 110 yCYHEHHIO HEJIOTIKiB/KOPUTYBaJIbHI [1ii/3amo0iXHi [ii/KOpUTyBaJIbHI [ii O€3MEeKH: HE 3aCTOCOBYIOTHCS

I'padix BuUKOHaHHS BU3HAYeHHX 3axomiB: H/JL

OcTtarouHi KoMeHTapi Bix BupobHmKa: H//|

11. KomenTapi:




Ukraine Manufacturer's Incident Report

1. Administrative information

Reference Number Assigned by the Manufacturer: 18555796

Reference Number Assigned by the Competent Authority: Unknown

Type of Report

[] Initial Report

] Follow-up Report

[] Combined Initial and Final Report
X Final Report

Does the incident represent a serious public health threat?

[]Yes
X] No

Classification of incident

[] Death
[] Unanticipated Serious Deterioration in State of Health
X All other reportable incidents

2. Information on Submitter of the Report

Status of submitter
] Manufacturer
X Authorized Representative

3. Manufacturer Information

Manufacturer name: Boston Scientific Neuromodulation

Manufacturer contact person: Anna Medrzycka

Address: 25155 Rye Canyon Loop

Postal code: 91355

City: Valencia, CA

Phone: +48 22 4186717

Fax: N/A

E-mail: info@uarep.com

Country: United States

4. Authorized Representative Information

Authorized Representative contact person: Anna Hnatiuk, Certification and Conformity Assessment Specialist, Cratia

Medtekhnika LLC

Address: 17-21 Baggovutovska Str., 6th Floor

Postal code: 04107

City: Kyiv

Phone: +38 044 221 71 29

Fax: +38 044 377 58 28

E-mail: info@uarep.com

Country: Ukraine

5. Medical Device Information

MDD/AIMDD

MDR




X Active Implants [] Class Is [] Class 111
[] Class III [ ] Class Im [] Class IIb
[] Class IIb [] Class Ism [] Class ITa
[] Class IIa [ ] Custom-Made [ ] Class1
[ ] Class I

GMDN Code: 37307

GMDN Text: Brain electrical stimulation system, antitremor

Commercial name/ brand name / make: Vercise Gevia

Model number: DB-1200 Catalogue number: DB-1200

Serial number: 748796 Lot/batch number: 748796

Software version number (if applicable): NA

Device Manufacturing date: 11/01/2023 Expiry date: 10/01/2025

Implant date (For Implants only): Summer 2023 Explant date (For Implants only): 06/07/2024

Duration of implantation (to be populated if the exact implant or explant dates are unknown): ~1 year

Accessory(ies)/ associated device(s) (if applicable): N/A

6. Incident Information

User facility report reference number (if applicable): N/A

Manufacturers awareness date: 14/07/2024

Date the incident occurred: 05/07/2024

Incident description narrative: It was reported that the deep brain stimulation (DBS) patient underwent a replacement of the
Implantable Pulse Generator (IPG) due to communication issues following an elective IPG repositioning procedure. During the
repositioning procedure, bipolar cauterization was used about 5 to cm from the IPG. The physician replaced the IPG. The pa-
tient is doing well postoperatively.

IMDRF Medical Device Problem Codes (Annex A): A1305 Wireless Communication Problem

Number of patients involved: 1 Number of medical devices involved: 1

Medical device current location/disposition: The product is available for return but has not yet been received by Boston

Scientific.

Operator of the medical device at the time of incident (select one)
] Health care professional

X Patient

[ ] Other

Usage of the medical device (select from list below)
X initial use

[] reuse of a single use medical device

] reuse of a reusable medical device

[ ] re-serviced/refurbished

] other (please specify)

] problem noted prior use




7. Patient Information

IMDREF Clinical Signs, Symptoms, and Conditions Codes (Annex E): E2403

IMDRF Health Impact Codes (Annex F): F1905

Age of the patient at the time of incident: N/A

Gender:
X] Female [ ] Male [ ] Unknown

Weight in kilograms: N/A

8. Healthcare Facility Information

Name of the healthcare facility: Feofaniya Hospital

Contact person within the facility: Yaroslav Zinkevych

Address: Feofaniya Hospital, Zabolotnoho str. 21

Postal code: 03143 City: Kyiv
Phone: +380961603866 Fax: No information
E-mail: No information Country: Ukraine

9. Manufacturer’s Preliminary Comments (Initial/Follow-up Report)

Manufacturer’s preliminary analysis: No preliminary analysis results or conclusion available

Initial corrective actions/preventive actions implemented by the manufacturer: N/A

Expected date of next report: 25/10/2024

10. Results of Manufacturers Final Investigation (Final Report)

The Manufacturer’s device analysis results:
Investigation Summary:

Based on the available information, the root cause of the IPG displaying communication issues cannot be established as the
product has not been returned for analysis.

Device History Record Review:

A review of the manufacturing documentation for this IPG confirmed that the device met specification prior to shipping. No
manufacturing deviations were noted that could have contributed to the event reported.

Device Technical Analysis:

The IPG has not been returned for analysis despite good faith efforts to obtain the product return. Objective evidence was not
available to determine the root cause of the clinical observations.

Investigation Conclusion:

Based on limited information and in the absence of the device return, the root cause of the reported clinical observations cannot
be established.

IMDREF Type of Investigation Codes (Annex B): 1293: Difficult To Communicate RC/HHP To IPG

IMDREF Investigation Findings Codes (Annex C): 9990: As Reported Allegation Not Confirmed

IMDREF Investigation Conclusion (Annex D): D15: Cause Not Established

IMDRF Component Codes (Annex G): G07001: Part/Component/Sub-assembly Term not Applicable




Remedial action/corrective action/preventive action / Field Safety Corrective Action: None

Time schedule for the implementation of the identified actions: N/A

Final comments from the manufacturer: N/A

11. Comments:
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