Cy6wexram obpaiieHus

2606916

MuHHCTEPCTBO 3APaBOOXPAHEHN
Poccniickoii @enepannu

®EJEPAJIBHAA CIIYKBA 110 HAZI3OPY

B C®EPE 3/IPABOOXPAHEHUA MEJIMLIMHCKHAX U31e/ T
(POC3APABHAI30P)
PYKOBOTHTE b PykoBoauTesim
Cnasanckas . 4, ctp. 1, Mockea, 109012
Tenedon: (499) 578 02 20; (499) 578 06 70; (495) 698 45 38 L i
www.roszdravnadzor.gov.ru / OpraHoB Poc:*.ﬂpaBHamopa
72.08 X Ne OAera 93&?.0&9
e m MenUIMHCKHM OpraHU3alysIM
[ O Ge3zonacHOCTH ] OpranaM ynpaBieHHs
MEJMIMHCKIX H3ACTHH 3/JpaBOOXpaHeHHEM CyOBEKTOB

Poccutickoit @enepauuu

®denepanpHas cinyx0ba 1o Haa30py B cdepe 3ApaBOOXpaHEHHMs B paMKax
HCIIOJIHEHHS TOCYAapCTBEHHON (YHKIMM [0 MOHHUTOPMHIY 0€30IacHOCTH
MEJHUIUHCKUX H3[EeTHi, Haxoadiuxcs B oOpalleHUd Ha TeppuTopuu Poccuiickoi
Denepanuy, goBoaut go csedeHus muceMo OOO «Jlxoncon & JIKoHCOHY,
YIIOJITHOMOYEHHOI0  MPEJACTaBUTENsl IPOM3BOAMTENS MEIULHHCKOrO H3Jeus,
O HOBBIX JIaHHBIX MO 0E€30MacHOCTH IIPH TNPUMEHEHUU MEIUIHHCKOr0 H3JeNHs
«Huti Xupyprudeckue CTEpHIbHbIE, CHHTETHYECKHME, pacCachblBalOIIUecs, C
aTpaBMaTHYeCKMMH Hriamu U 0e3 urimy», mpomssBoacTBa «IDTHUKOH D1-Dn-Cu»,
CIIIA, peructpauroHHoe yaoctoBeperne ot 26.04.2022 Ne ®C3 2010/06042, cpox
JeHACTBHSI HE OTPaHUYEH.

B ciydyae HEOOXOJUMOCTH TIONY4YEeHUS JONOJHHUTEIbHOH HH(OPMALMH
obpamatbest B OO0 «/lxoHcoH & JKOHCOH» 10 KOHTAKTHBIM JaHHBIM, yKa3aHHbIM
B IIPUJIOYKEHUH.

[Ipunoxenue: Ha 4 1. B 1 3K3.
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Bcem 3anHTepecoBaHHbLIM Nnuuam
Ha TeppuTopum Poccuitckoin ®egepaumnmn

Mex. Ne 0506-4/24
«05» nioHA 2024 r.
YBaxaemsbie rocnoaal

000 «[xoHcoH & [DkoHcoH» (manee — «Komnawusa»), sBnsoweecs
YNONHOMOYEHHBIM NpeacTaBUTeNneM KOMnaHnn «3TUKOH An-3n-Cu», CLUA, n
"OxkoHcoH &  [DkoHcoH  WHTepHewHn", Benbrusn (nanee -
«Mpoussoaurenu»), Ha Tepputopun Poccuiickor Peaepauum, Boipaxaer Bam
cBO& noyTeHue u cooblyaeT cneayioLlee.

Mpoussogutenu BbinycTUNW yeegomneHwe o 6e3onacHOCTM Ha MecTax
(oT3biB) onpeaeneHHbIX NapTui u apTukynoe (cm. Tabnuuy Ne1) HuxeykasaHHOR
npoAaykuuu: «HWTb WOBHaAA XMpypru4Yeckas CTepunbHas CUHTETMYecKan
Monokpun MNMnioc (Monocryl Plus) c atpaematuyeckumu urnamm n 6e3 urn»
peructpauyuoHHoe ypoctosepexnne Ne ®C3 2007/00529 ot 18 wmiona 2019 r.,
«HUTKU Xupypruyeckue crepunbHbie, CUHTETUYECKUE, paccacbiBalOLWMecs,
c atpaBmarnyeckumu urnamu u 6e3 urn: NAC Il (PDS Il)» pernctpauvoHHoe
yaoctoeepeHne Ne ®C3 2010/06042 ot 26 anpens 2022 r. (cm. Tabnuuy Ne1), a
Takke «MaTepuan WOBHLIA XUPYPru4eCKUNA CTEPUNbHBLIW, CUHTETUYECKUNA,
paccacoiBarowumica «MAC Mnwc AxTUbakTepuanoHbin» (PDS Plus
Antibacterial)», peructpaunonHoe ygoctosepenne Ne ®C3 2010/07135 ot 16
ceHTabpa 2019 r. (nanee — «MeanuuMHCKUE M3genus»).

Tabnuua Ne1.

HaumeHoBaHWe npoayKUUK ApTHKyn Jlor

HuTb wWoBHaA Xupypruveckaa cTepunbHan UAMRDK
cuHTeTuyeckas Monocryl Plus (MoHokpun MCP3213H UAMJUR
Mnioc) ¢ atpaBmaTuyeckumMm urnamm U Ges UAMLCP
nrn UAMRDT
Hutn Xupypruiyeckue CTepunbHbIe, W9101H UAMLPS
CMHTeTUYEeCKMe, paccacbiBallWuecs, ¢ UAMHJS
aTpaBmaruyeckumu urnamm u 6e3 urn: NAC W9077H UBMHPH
It (PDS IN) W9125H UAMRRP
Matepuan LWOBHbIW XUpYpruveckuin

CTepPUNbHbIN, CUHTETUMECKWUH,

paccacbiBalOWMUIUCA "nac Mnoc PDP9109H UBMJDU
AHTHMDBaKTepuanbHbLIK" (PDS Plus

Antibacterial)
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Mpoussogutenem  Gbin  BbIABNEH  NPOM3BOACTBEHHbI  aedexT,
BO3HMKAIOLWA B Npouecce ynakoBku NPOAyKUWM Ha OAHOW W3 WCTIONb3YeMbIX
YNaKkoBOYHbIX MALLWH, 3aKnio4aloLWwmiica B 06pasoBaHM OTBEPCTHIA B NEPBUYHON
ynakoBke Manoi Aonu WoBHbIX MaTtepuanos PDS I, PDS Plus Antibacterial u
Monocryl Plus, npousseseHHbIx B nepuog ¢ 27 sHeapa no 27 mapta 2024 roaa.
BepoATHOCTL BO3HMKHOBEHWS 3TOr0 AedekTa KkpaiiHe Mana M cocTasnser
npumepHo 0,011% ot obwero konuyecTsa npousseaeHHo npoaykuuu (99,9%
npoAyKUuW He noaBepxeHo 3ToMy jAedekty). lNpu BO3HMKHOBEHUW TaKoro
Aedekta OTBEpCTME MOXET MPUCYTCTBOBATb TOMLKO Ha NepeoMm GnucTepe B
rpynnoBom kopobe Ha 36 eAuHWUL NPOAYKUMW U HAXOAUTCA BCEraa B O4HOM U TOM
Xe mecTe Ha obpaTHoii cTopoHe 6nuctepa, Gnvke K OTPbIBHBLIM KnanaHam.

MoTteHunansHoe BNUAHUE

Ha TekywwiAi MOMEHT OTCYTCTBYIOT 3aperMcTpUpoBaHHble Cnydaw
HebnaronpuATHLIX COOBITUA Y NAUMEHTOB, CBA3AHHLIX C OT3bIBAEMbIMU
MEAULUWHCKUMU N3aenuamu.

Hanuune paHHoro aecdexta MOXET NPUBECTU K HAPYLUEHMIO CTEPUNBHOCTH
UNK K yxyaweHnio uanyeckux CBOMNCTE MeAULIMHCKOro U3Aenus, YTo B CBOIO
ovyepeab  MoxeT  notpeGosaTb  AONONHUTENBHOTO  XMPYPrUYECKOro
BMEWaTenscTBa WU yBENWYEHUA  MPOAOIKMTENBHOCTU  onepauuu.
BepoATHOCTb CUCTEMHOIN MHDEKLMM OYeHb Mana u3-3a HebonbLLIOro KonuyecTea
GakTepuii, KOTOpble MOTYT MPUCYTCTBOBATL B MEAULMHCKOM M3ZEnuu, a Taioke
BCNeACTBUE NpUMEHEeHUs npodunakTUYecKknx aHTUOMOTUMKOB 40 wnu nocne
onepauuu. Takum 06pasoM, BEpPOATHOCT NPUMMHEHUS Bpeaa 340POBbIO
nauveHTa KpaiHe mana.

BblweoBosHaueHHblit puck ANs 300pOBbSA NALMEHTa BOIMOXEH TOMLKO Npw
NPUMEHEHUN MeAWULUMHCKUX W3AeNUA C HapylleHWeM LEenoCTHOCTW NepBuHHON
ynakosku. Bpauu, npoBoauBlUME neYyeHWe NaUUeHTOB C WUCNONb30BaHUEM
NPOAYKTOB paccmaTpuBaeMbiX Cepuid, JOMKHbI OCYLLecTBNATL HabniogeHue 3a
3TUMKN NauuveHTamu B nocrneonepauWoHHOM nepuoge B obbiuHOM pexume, Ges
HeoBxoAMMOCTH B NpoBeeHUN Kakux-NuBo AONOMHUTENbHLIX MEPONPUATMIA.

MpoussoauTens BLIBUN W YCTPAHUN NPOW3BOACTBEHHBLIN HEAOCTATOK,
NOCNY>XUBLUMA NPUYUHOA AAHHOTO OT3bIBA NPOAYKLMN.

UHdopmaumsa o gaHHOM oT3biBe Takke Gbina Hanpasnexa B deaepanbHyio
cnyx6y no Hapsopy B cchepe 3gpaBooxpaHeHus (PocaapaBHaa3op).

Hawum sanncy nokasbiBaloT, Y4TO Bbl MOFMM 3aKasaTh UMW NONYYUTL U3AENNS,
KOTOpble OT3blBAKTCA C pbiHka. MOXANYWUCTA, NMEPEOQAWTE 3TY
WHO®OPMALIMIO BCEM, KTO MOXET MUCMNONb30BATb OT3bIBAEMbBIE
MEOWUUHCKUE U3OENUA.

HE OTIPY>KAWUTE U3LENUA, BATPOHYTHIE HACTOSLLMM OT3bIBOM,
APYTUM KNMEHTAM. CMOTPUTE CMUCOK APTUKYNOB B TAB/ULIE Ne1.

WneHnTudmkaums oTasiBaemMoit npoaykuun: Homepa apTuKynoB U NoToBs
npusegeHsl B Tabnuue Ne1. Moxanyicra, ucnonsayitte Mpunoxenve Ne1 ans
HaxoxaeHA/MaeHTUUKaUUN apTUKYNOB MEAULMHCKUX W34enuil, NoTOoB U
CPOKOB rOAHOCTU Ha ynaKkoBKe ¢ NpoAyKumeil.
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OEWCTBUSA, KOTOPLIE HEOBXOAUMO MPEAMNPUHATD KINUEHTAM:

1) HesamegnutenbHo nposepbTe CBOM CKNajckue 3anachl Ha Hanuuue
OT3bIBAEMbIX MEAWLMHCKUX W3AeNnuiA, Npu UX BbIABNEHUU HeobXoaumo
NnepeBecT! JaHHble MeAULMHCKWe U3Aenusa B KapaHTUH 4NA HeAoNyLLeHWs

AanbHenLWnX OTrpy3oK.

2) Ecnu kakoe-nn6o oT3biBaeMoe MeauunHckoe uagenue 6eino oTnpasnexo
B ApYyroe yuYpexaeHue, NoXanyicra, CBSXUTECh C AaHHbIM yYpEXAEHUEM

AnsA yBeaomneHua ux ob otabise.

3) lMocne O3HaKOMNEHUs C AaHHBIM NUCBMOM, NOXanyicra, 3anonHuTe
®opmy ob6paTtHoit cBasu (Mpunoxenue Ne2). 3anonHeHHylo copmy B
TeyeHue 3-x paboumx OHEeW C MOMEHTa NoNnyyYyeHus nepeaanTe NUYHO
npeacrtasuTenam KomnaHuu, WnNU HanpaBbTe KOMWIO Ha cCneaylouui
3NeKTPOHHbIA apgpec: oboitsov@its.jnj.com wnu akcnpecc-nouToit no
aapecy. 121614, Mocksa, yn. Kpeinarckas, A4.17, kopn.3 OO0 «[DKOHCOH
& [DbxoHcoH» (Onbre BoiuoBoit). 3anonHeHHas ®opma oGpaTHoW cBA3N
pomkHa Obitb oTnpaeneHa Ha umsa OO0 «[PKOHCOH & [DKOHCOH».
Moxanyiicta, npuwnure ®opMy obpaTHoi CBA3M, AaXe ecnu y Bac HeT
apTUKYNoB MeaULUWHCKUX U3Aenuid, 0 KOTOPbIX UAET peyb B HacToAleM

yBeaAOMIeHuun.

4) Wapenusa, nognexaliue oT3biBY, AOMKHbI ObiTh BO3BpaLLEHbl He no3aHee
15 aBrycta 2024r. CTouMoCTb U3aenuii, BoaBpalleHHbix nocne 15 aBrycra

2024 r. komneHcupoBaHa He Byger.

5) PaamectuTe gaHHOe yBeAOMINEHWE B Balleil OpraHM3auuu Ha BUAHOM
MecTe [0 TeX Nop, NoKa BCe BbiABNEHHble U3aenua He ByayT BO3BpaLLEeHbl

KomnaHuu.

Mpocum  pacnpocTpaHuTe 3Ty  MHGOpPMauwio cpeaW  nepcoHana,

ucnonb3ylouwlero ykasaHHole meguunHCKne usaenus.

MnaeHbIn npuoputet Komnanuu u Mpoussoautens — KNUEHTbI U NauWueHTbl.
Komnawua wu [lpoussogurtens crpematca obecneuuts GesonacHoe

achcpeKkTMBHOE UCNONb30BaHUE CBOUX MEAULIMHCKUX U3aenui.

B cny4yae BO3HUKHOBEHWA BONPOCOB CBAXUTECH C YKa3aHHbIMW KOHTaKTaMmun B

n.3.

C yaxeHuem,

PykosoguTtens no « [PKOFCOH puwwmHa A.1O.
KayecTtsy, 000 &
«[KOHCOH & [DKOHCOHY» [LKOHCOH>

Wen. A.N. AG6akymoBa Ten. +7(985)411-57-33
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Mpunoxenne Ne1 k wHdopmayuonHomy nuceMy OOO «[DKOHCOH &

[bxoHcoH» Ucx. Ne 0506-4/24 ot «05» uioHa 2024 r.

1. UaeHTudukauma MeauuMHCKUX n3aenvi:

MoxanyiicTa, 03HaKOMbTECH C NPEeACTaBNEHHLIMN HXKE TUMOBLIMM
U306paKEeHUAMY ANs ONpeaeneHns MecToNoNOXKEHUA KOA0BbLIX 0603HaYeHUI 1
HOMEpOoB Cepuii NPOAYKTOB, Ha KOTOPbIe PacnpoCTPaHAETCA YBeAOMIIEHHE, C
NOMOLLbIO UASHTUUKALMOHHON MAPKUPOBKU HA YNaKOBKE.

Mpumep 3ITUKETOK MEAULIMHCKOro U3aenua:

Koa npoayxTa
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