N

6915

260
MuHRCTEePCTBO 3IPABOOXPAHEHHN f
Poceuniickoii @eepauuu
®EJIEPAJIBHAS CJTYIKBA TTO HAJBOPY Cybrexram obpaiierus
B CPEPE 3/IPABOOXPAHEHHA MEIULHUHCKHX U30CJTHH
(POC3/IPABHA/I30P)
PYKOBO/UTE/Ib PykoBogurensm
CnassHckas . 4, crp. 1, Mocksa, 109012 TEPPUTOPHAIIBHBIX

Tenedon: (499) 578 02 20; (499) 578 06 70; (495) 698 45 38
www.roszdravnadzor.gov.ru

opranoB Poc3ipaBHaazopa
75. O . HoY N OF s~ 938,@

MeaULUMHCKUM OpraHU3alusiam

Ha Ne oT
| O GesomacHOCTH | Opranam ynpaBiieHHs]
MEIMIHHCKIX H3/Ie/Hi 31paBOOXPaHeHUuEM CyOBEKTOB

Poccuiickoit @enepauuu

depepanbHas cayxba 1o Hag3opy B cdepe 3ApaBOOXpaHEHHS B paMKax
WCTIONHEHUSI TOCYJApCTBEHHOW (YHKIMH 1O MOHHMTOPUHTY Oe30macHocTH
MEIUIIMHCKUX W3IeTHil, HaXoAAluxcs B oOpallleHHd Ha TeppUTOpUH PoccHiicKoi
®enepanuu, nosomgut no ceegenus muceMo OOO  «/bxoHcon & JIKOHCORY,
YIOJHOMOYEHHOTO TpeACTaBHTeNs MPOU3BOAMTENS MEIHLHHCKOro  W3/Ienus,
O HOBBIX JAHHBIX 110 0E€30MMaCHOCTH TpPH INPUMEHEHWH MEIUIHUHCKOrO H3JIe/Hs
«Marepuai IIOBHBIN XUPYypPrudecKuit CTEPHJIbHBIN, CUHTETUYECKHUH,
paccaceiBaroruiics «[1JIC Tlnroc Antu6akTepuanpubiii» (PDS Plus Antibacterial), ¢
aTpaBMAaTHYECKUMH  MIVTIaMH»,  NPOM3BOACTBA  «JDKOHCOH &  JIXoHCOH
UnTepHemH», Benprus, peructpauioHHoe ynocroBepenne ot 16.09.2019 Ne ©C3
2010/07135, cpok ielicTBUsI HE OrPaHHYEH.

B ciyuae HeOOXOMMMOCTH TOJNy4YeHHs JOTOJHUTENbHOH HH(OpMALUH
obpamarscst B OO0 «/xoHCOH & JIKOHCOH» 110 KOHTAKTHBIM JaHHBIM, YKa3aHHbIM
B ITPUJIOKEHUH.

[Mpunoxenue: Ha 4 11. B 1 9K3.

//
. @ﬂf(’c A.B. Camoiinosa
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'Johnson&dohnson MpunoxeHune k NnucbMy PocaapasHagzopa /
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Bcem 3anHTepecoBaHHbLIM Nuuam
Ha Tepputopun Poccuinckon Pegepaumm

WUcx. Ne 0506-4/24
«05» wioHs 2024 r.
YBaxaemble rocnopaal

000 «PxoHcoH & [DkoHcoH» (aanee — «Komnauusa»), ssnswoweecs
YNONMHOMOYEHHbLIM NnpeacTaBuTenemMm KoMnaHum «3TUKOH 3An-3n-Cu», CLUA, u
"[DKOHCOH & [DxoHcoH  WHTepHewHn", Benbrus (nanee -
«MpoussoguTenu»), Ha Tepputopun Poccuitckon deaepaumnm, seipaxaet Bam
cBO& nouyTeHune u coobwaeT cnepyloulee.

MpoussoauTenn BbiNycTUNM yBegoMneHue o Ge3onacHOCTM Ha MecTax
(oT3bIB) ONpeaeneHHbIX NapTuii 1 apTukynos (cM. Tabnuuy Ne1) HuxeykasaHHOI
npoaykuun: «HuTL WOBHaA XUPYpPruveckas CTepUNbHasA CUHTeTUYeCKan
Mouxokpun Mnioc (Monocryl Plus) c arpaBmaruyeckumn urnamm m 6e3 urn»
pernctpaumoHHoe yaoctoeepeHne Ne ®C3 2007/00529 ot 18 wioHa 2019 r.,
«HUTU XMpypruyeckue cTepunbHbIe, CUHTETUYECKNE, paccachiBalowWwmecs,
C aTpaBmaruyeckumu urnamu u 6e3 urn: NMAC Il (PDS Il)» peructpaunoHHoe
yaocTtoBepeHue Ne @C3 2010/06042 ot 26 anpens 2022 r. (cm. Tabnuuy Ne1), a
Tawke «MaTepuan WOBHbLIA XMPYPru4eCKUii CTEePUNbHBLIN, CUHTETUYECKUNA,
paccaceiBarowmnca «MAC [Mnioc AuTubGakTepuanvHbiiny (PDS Plus
Antibacterial)», peructpauuontoe ygocrosepexune Ne ®C3 2010/07135 ot 16
cenTaAbps 2019 r. (nanee — «MeauumHckue uagenua»).

Tabnuua Ne1.

HaumeHoBaHue npoayKuuK ApTukyn Nor

HuTb WoBHasA Xupypruyeckaa cTepunbHas UAMRDK
cuHTeTyeckas Monocryl Plus (MoHokpun MCP3213H UAMJUR
Mnioc) ¢ atpaBMmaTUyeckuMM urnamm U Ges UAMLCP
urn UAMRDT
Hutn Xvpypruyeckue CTepUnbHbIe, W9101H UAMLPS
CUHTETMYEeCKMe, paccacbiBalolWMecs, ¢ UAMHJS
aTpaBmaTtnyeckumu urnamu u 6e3 wrn: NAC WO077H UBMHPH
11 (PDS 1) W9125H UAMRRP
Marepuan LUOBHbIA XUpPYpPru4eckum

CTepPUNbHbIN, CUHTETUYECKUH,

paccacbiBaloOWMncA "nac Mnioc PDP9109H UBMJDU
AHTUBaKTepuanbLHLIK" (PDS Plus

Antibacterial)




Johnson&dJohnson

MpoussoguTenem Obin  BbiABNEH NPOW3BOACTBEHHbIN  AedekT,
BO3HMKAIOWWA B NpoLiecce ynakoBkW NPOAYKUMW HA OAHOW U3 MCNONb3yeMmbiX
YNaKoOBOYHbIX MALLWH, 3aKN4arwWwuinca B 06pazoBaHnm OTBEPCTUIA B NEPBUYHOM
ynakoBke manoi gonu woeHbix matepuanos PDS I, PDS Plus Antibacterial n
Monocryl Plus, nponssefeHHbix B nepuog ¢ 27 aveapa no 27 mapra 2024 ropa.
BepoAaTHOCTL BO3HUKHOBEHMS 3Toro Aedpekra kpalWHe mana W cocrasnser
npumepHo 0,011% ot obwero konu4yecTea npouseeaeHHon npoaykumn (99,9%
npoaykuun He noasepxeHo aTomy aedekty). lNpu BO3HUKHOBEHWM TaKoro
Aecekta oTBEpCTUE MOXET NPUCYTCTBOBATHL TONbKO Ha nepsom OGnucrepe B
rpynnosom kopobe Ha 36 eauHKUL NPOAYKLWUM U HAXOAUTCA BCerga B O4HOM U TOM
e mecTe Ha o6paTHoi ctopoHe GnucTepa, 6nuxe K OTPLIBHLIM KnanaHam.

MoTteHunansLHoe BNUAHUE

Ha TexkywwmidA MOMEHT OTCYTCTBYIOT 3aperMcTpupoBaHHble criyyau
HebnaronpuaTHbIX COObLITUIA Yy NAUWEHTOB, CBA3AHHLIX C OT3blBAEMbIMM
MeANLMHCKUMW U3AENUAMM.

Hanuuue pnaHHoro aedhekra MOXeT NPUBECTU K HapYLUEHUIO CTEPUNbHOCTH
WU K yXyAWeHUio (Pru3nyecknx CBOWCTE MEQULUHCKOro U3Aenus, 4To B CBOK
ovyepeab  MOXeT  notpeboeatb  AONONHUTENbLHOrO  XMPYPrU4ecKoro
BMELWAaTenbCcTBa MMM yYBENWYEeHWRs  NPOAOIIKMTENBHOCTM  onepauuvu.
BepoATHOCTb CUCTEMHOWM MHPEKUMK OYeHb Mana u3-3a HebonbLuoro konuyecTea
GakTepuii, KOTOpPbIE MOTYT NPUCYTCTBOBAaTL B MEAWLMHCKOM W3AENUM, a Talkke
BCNeACTBME NPUMEHEHUA npodunakTUYeckux aHTUbMoTUKOB [0 MNKM nocne
onepauuu. Takum o6pa3oMm, BEpOATHOCTE MPUYUHEHWA Bpeaa 340POBbIO
nauveHTa kpailHe mana.

Bbilweobo3Ha4YeHHbIA pUCK ANA 3A0POBLA NaUMEHTa BO3MOXEH TOMbKO Npu
NPUMEHEHUN MEeAVWLMHCKUX M3Aenuii ¢ HapylueHUueM LEenoCTHOCTU NepBUYHON
ynakosku. Bpauu, npoeoaMBluMe nevyeHWe MauueHTOB C MCnonb3oBaHUeM
NpoAYKTOB paccMaTpuBaeMbiX cepiil, JOMMKHbI OCYLLEeCTBNATL HabnoaeHue 3a
3TUMKM NauWeHTamy B nocneonepaumoHHoMm nepuoge B 06bi4HOM pexume, 6e3
HeobxoAuMOCTU B NpoBeAeHUN Kakux-nubo AONONHUTENBHBLIX MEPONPUATUIA.

MNpoussoauTenb BLISBUN W YCTPAHWN NPOU3BOACTBEHHbIA HEAOCTaToK,
NOCNYXWUBLUUA NPUYUHOW AAHHOrO OT3biBA NPOAYKUMUN.

WHdopmauus o AaHHOM 0T3biBE Takke Obina Hanpasnexa B PeaepanbHyto
cnyx0y no Hapsopy B cepe 3apaBooxpaHenus (PocsapasHaasop).

Haww 3anucu nokasbiBaloT, YTO Bbl MOI/IW 3aKas3aTh UMK NONYYUTL N3aenus,
KOTOpble OT3biBalOTCA C pbiHka. MOXANYWCTA, NEPEOQAWTE 3TY
WH®OPMALIMKO BCEM, KTO MOXET UCNONb30BATb OT3bIBAEMbIE
MEOUUUMHCKUE U3OENUA.

HE OTIPY>XXAWUTE U3OENWUA, 3ATPOHYTbIE HACTOALLMM OT3bIBOM,
APYITUM KINNUMEHTAM. CMOTPUTE CNMUCOK APTUKYNOB B TABJTULIE Ne1.

UpaenTudukaumna otabiBaemoi npoaykuuu: Homepa apTukynos u noros
npusepeHsl B Tabnuue Ne1. Moxanyiicta, ucnonsayitte Mpunoxenne Ne1 ans
HaxoxaeHua/maeHTMUKaUMM apTUKyNoB MeaWUMHCKUX W3Oenuia, noToe W
CPOKOB roAHOCTU Ha YNakoBKe C NpoAyKUWen.



Johnson&dohnson

ANEACTBUSA, KOTOPBIE HEOBXOAWUMO NPEAMNPUHATDL KNUEHTAM:

1) HesameagnutenbHo npoBepbTeé CBOM CKNAaACKMe 3anacbkl Ha Hanuyune
OT3blBAEMBIX MEAULMHCKMX W3Oenuid, npu ux BbisBNEHWM Heobxoaumo
nepeBecTV AaHHble MeAULUHCKUE U3AeNNA B KapaHTUH ANA HeAoNYLEeHUA
AanbHEenLwmnX oOTrpy3okK.

2) Ecnu kakoe-nu6o oT3biBaeMoe MeauuuHckoe nagenue Geino otnpasnexo
B ApYyroe yypexaeHue, noxanyicra, CBSHKUTECh C AAaHHbIM yuYpexaeHuem
Ansa yseaoMmneHua ux ob oTsbise.

3) Mocne 03HAKOMMEHUA C AaHHBIM NUCbMOM, NOXanywcra, 3anonHuTe
®opmy obpaTHoit cBsazu (Mpunoxenne Ne2). 3anonHeHHylo copmy B
TeyeHue 3-x pabouux gHeN ¢ MOMEHTa nonyyeHuss nepepanTe NUYHoO
npeacTaBuTenamM KomnaHuu, Unv HanpasbTe KOMUIO Ha CReaylowui
anNeKTpoHHbIi4 agpec: oboitsov@its.jnj.com wunu 3kcnpecc-NOYTON no
agpecy: 121614, Mockea, yn. Kpeinatckas, 4.17, kopn.3 OO0 «[KOHCOH
& [xoHcoH» (Onbre Boiuyoso#). 3anonHeHHas ®opma o6paTHOW CBA3MN
aomkHa 6biTe otnpaeneHa Ha uma OO0 «[bkoHCOH & [DKOHCOH».
Moxanyicra, npuwnure ®opmy obpaTHO CBA3N, AaXe eCcnun y Bac HeT
apTUKYNOB MeAWLMUHCKUX W3Aenuii, 0 KOTOpbIX WAET pedb B HacToALWeM
yBEAOMMEHUMU.

4) Wagenus, nognexalue oT3biBy, AOMKHbI ObiTb BO3BpaLLEHbl He No3gHee
15 aBrycra 2024r. CToumoCTb M3aenuii, BosspalleHHbix nocne 15 aerycra
2024 r. kKoMneHcupoBaHa He Byper.

5) Paamectute faHHoe yBeAOMMeHWe B Baluei OpraHu3auvun Ha BUOHOM
MecTe 40 TeX Nnop, NoKa BCce BbiABNEHHbIe usaenua He 6yayT Bo3BpalleHbl
KomnaHuu.

Mpocum  pacnpocTpaHuTe 3Ty uMHGOpMauuio cpeau  nepcoHana,
UCNONb3YIOLWEro ykazaHHble MeauLNHCKUe U3aenus.

MnaeHbliA npuopuTeT Komnanuu u MNpoussoguTena — KNUeHTbl U NauyneHTbl.
KomnaHua wu [lpoussogutens cTtpematca obecneunts GesonacHoe W
achheKTUBHOE UCNONb30BaAHWE CBOMX MEAULMHCKUX U3AEeNni.

B cnyyae BO3HWKHOBEHUS BONPOCOB CBSXXUTECH C YKa3aHHbLIMU KOHTaKTamu B
n.3.

C yBaxeHuem,

PykosoguTtens no
Ka4yecTBy, 000
«[IxoHCOH & [KOHCOH»

WUcn. A.N. AGGakymosa Ten. +7(985)411-57-33


mailto:oboitsov@its.jnj.com

:Johnson&dohnson

Mpunoxenue Ne1 k wHdopmauuoHHomy nuceMy OOOQ «[DKOHCOH &

MxoHcon» Uex. Ne 0506-4/24 ot «05» mioHa 2024 r.

1. UaeHTbUKaUmMa MeguUUHCKUX U3aenni:

I'Iomanyﬁma, O3HaKoOMbTeCb C NpeAcTaBNeHHbIMU HKEe TUNOBbIMU
Maoﬁpaxeuuﬂuu ANnA onpejeneHns MecToNONOXeHWA KOAoBbIX 0603HaYeHUn n

HOMEpOB CepuiA NPOAYKTOB, Ha KOTOPbIE PACcNPOCTPaHAETCA
NOMOLbIO NAESHTUUKALMOHHON MAPKUPOBKM Ha YNaKoBKe.

yBeaomneHuwe, ¢

anMﬂp ITUKETOK MegMLMHCKOro uagenuna:
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