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HdepxaBHiil cayx0i Ykpainu
3 JJiKapcbKHX 32c00iB
Ta KOHTPOJIIO 32 HAPKOTHKAMM

Kommnanis TOB «b. Bpayn Menikan YkpaiHa», sika € YIIOBHOBaXCHUM IPEICTABHUKOM B
Vkpaini kommanii «b.bpayn Menwssynren Al'», Himeuunna/B. Braun Melsungen AG, Germany
(BUpOOHHMK), BUCIIOBIOE BaM CBOIO ToBary Ta 3BEpTaEThCs 3 1H(GOPMAIIIEI0 MO0 MEIUYHOTO
Bupodby LAPAROSCOPE 10MM 30DEG 330MM aprukyn: PE909A, cepis: 678579, Homep naprii:
4514069345. Indopmaris mpo HaCTyIHE:

16.04.2024 p. xommaHis oTpuMaia ckapry Ha Jlamapockon — HarpiBaHHs MEIUYHOTO BHPOOY.
31 ciB menuuHOTO epcoHany: «llepen onepartieto ikap momitus, mo Jlanapockon PE909A myxe
CHJIBHO HarpiBaeThcsi, HaBiTh Ha 30% MOTY)KHOCTI, MiCs YOTO JIiKap 3HJAB KaMmepy 3 Tpoakapa i
MOKJIaB 11 Ha MEIIONIKY Ha sKiid uepe3 5 CeKyHJ YTBOPHUBCS TporajeHuid oTBip. Jlamapockon OyB
3aMiHEHHH, omeparis npounuia 6e3 mpobiem. € mpunyunieHHs, o npoOinema B Jlamapockori
PE909A. Tlamienty He 3aBmano mkoau. Omepariis Oyna mpoBeneHa 3a miaHoMm. [lig gac omeparrii
OyB HOCTYIHHMIA 3aracHUi iHCTpyMeHT. JKoqHOi 3aTpuMKH orepattii He 0yI10».

Bupobnuka Oymo mpoindopmoBaHo cBoedacHo - 16.04.2024 pori Ta Bimpasy Oyiio
pO3MOYaTO PO3IIISL CKapru. BHUpOOHMKOM HaJaHO NEpBMHHMM 3BIT, HOrO KOMiI0 HATaeEMO Yy
BKJIAJIII.

B pasi oTpuMaHHs JONOBHEHb YM J0AaTKOBOI iH(OpMaIlii Bil BUpoOHHKA HaMu Oyie HaJAaHO
OHOBJICHHS JI0 TIepIoro 3BiTy. [lamieHT mouyBae cebe 100pe Ta MpOoJOBXKYE JTIKYBaHHS.

3 noBaroio,

KepiBHUK CTPYKTYpHOTO MiIPO3/LTY 13 CTaHIapTH3AIlIi,

ceprudikarii Ta peectparii UYepuera O.B.

daxiBelb 3 papMaKOHATIISLY Muxaitmox M.C.
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Country of Origin: Ukraine
Date of occurrence: unknown
Date of usage: unknown
Complaint received date: 2024-04-16
Medical Device Name: LAPAROSCOPE 10MM 30DEG 330MM
Basic UDI-DI: unknown
Item Code: PE909A
Serial Number: 678579
Batch / LOT Number: 4514069345
Production Date: 2023-03-29

Expiry date:

Device availability:

Unknown [V No sample [ | Yes, sample received at AAG on:

Involved components:

Yes[] Vv No [_] Unknown

Patient Injury

] Yes [V No ] Unknown

Patient Hazard / Harm

[] Death [] Life-Threatening Situation [_] Permanent Impairment [_]
Revision Surgery

[] Additional Medical Intervention necessary [_] Fragment remained in
situ

] Temporary Impairment [] Significant Surgery Delay [ ]V No Patient
Hazard [ ] N/A

Description of incident:

Before the operation, the doctor saw that the PE909A laparoscope was
heating up very strongly, Even at 30% power after which the doctor
removed the camera from the trocar and placed it on the large sheet in
which in 5 seconds a hole was burned.

The laparoscope has been replaced and it worked without problem. It
could be assumed that the problem lies in the PE909A laparoscope

No patient harm was caused.

The surgery could be performed as planned. A spare instrument was
available during the surgery. There was no surgery delay.

Investigation result:

Investigation is ongoing

Root cause

Will be reported in the next report
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Conclusion of investigation | Will be reported in the next report

Corrective measures: Will be reported in the next report
(CAPA, PSC, FSCA..)

IMDRF code: Will be provided in the next report
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