Cornacue Ha 06paGoTKy nepcoHaIbHbIX AaHHbIX; Cornacue Ha 00paboTKy NepcoHANbHBIX TAHHBIX, paspelleHHbIX /15
pacnpocTpanennsi; Jo6poBonbHoe HHPOPMHPOBAHHOE COIJIACHE HA OTKJIOHEHHE OT CTAHAAPTOB MEANOMOLLH H PHMEHEHHE
Tepanuu npenapaTamm «BHe HHCTpyKuum» («off-label»)

(O.U.O.rpak1aH|HA WK 3aKOHHOTO MPeACTaBUTENs Ulst JeTeit 10 15 JIeT unu HelleecnocoOHBIX rpak 1aH)

L POKACHHA, 3apPerucTPUPOBAHHBIN MO

(aupec MeCTa XKHUTE/BCTBA IpaxKJ1aHHHA b0 3aKOHHOTO npenc*raamenﬁ)

nacnopr Ne

BblJl

1) Cornacue nauueHTa Ha 00paboTKY NEpPCcOHANBHEIX JaHHBIX

S1. B cooTBeTcTBUM ¢ TpeboBaHUAMH cTaThi 9 MenepanbHoro 3akoHa ot 27.07.2006 «O nepcoHalbHBIX AaHHBIX» Ne 152-M3, crarbu 13
MenepanbHoro 3akona ot 21.11.2011 Ne323-@3 «O6 ocHoBax 310poBbA rpakaaH B POy, noaTeep:k/alo cBoe coracue Ha o0padoTky (a
TAKIKE MHBIC ONMEPAUMH C MOMMH MEPCOHANBHBIMH JaHHBIMH, BKIIOYas cOOp, CHCTeMaTH3allMio, HAKOTUIEHHE, XpaHeHue, o0HOBIEHNE,
M3MEHeHHe, WCIOoJL30BaHue, nepenauy (YKasaHHeIM B HAcTOALeM MHGOPMHPOBAHHOM COMIACHH OpraHu3auusam), o0esinuuBaHue,
GIOKHPOBAHKE, YHHUTOKEHHE) OOIIECTBY ¢ OrpaHHYEeHHOH OTBeTCTBeHHOCThIO «Jlop Kinhuka», Haxoasulemyca mo aapecy: 355042,
Crasponoskekuii kpait, . CtaBponons, yi. Jloatopues, 1. 59B, ksapran 524, o¢.20, (nanee - Onepatop) MOMX NEPCOHATLHBIX 1aHHbIX.
BKJIIOUAIOLLMX: (haMUIINIO, UMs, OTHECTBO (MOcjieqHee - NP HAJMYMHK); NOJ; JaTy POXKIEHHSA; MECTO POXKIEHHs, MPa)xAaHCTBO, alpec
MeCTa JKHTENLCTBA; ajJpec MeCTa PericTpalvM; JaTa PerHcTpalu; KOHTAKTHbIe Tene(OHbl: aapec dIEKTPOHHOI MOYTbI; PEKBH3HTHI
nacnopra (,IlaHHb]C JAOKYMEHTA, YAOCTOBEPAKILEIro JIMYHOCTh, B TOM YHCIE CBHAETEILCTBO O pO)KI.lEHHI/I)Z, PEKBHU3UTLL T10JTHCA
OMC/JAMC; cTpaxoBoii HOMep WHAMBHIYaTbHOTO JIMLEBOTO cyeTa (MPH HAIWYMUM), NPUHATHIH B COOTBETCTBUH C 3aKOHOIATEILCTBOM
Poccuiickoii Menepauyn 06 MHAWBUAYAILHOM (MEpCOHU(ULMPOBAHHOM) ydeTe B cuUCTeMe 00s3aTelbHOr0 NMEHCHOHHOTO CTPaxoBaHHs
(CHUJIC);mecto pabGoTel, yueObl; JdaHHBIE O COCTOSHWHM 3/I0POBbS; aHAMHE3; [WAarHo3; CBEAEHWA 00 OpraHu3alWu, OoKasaslueii
~ MEAMUMHCKHE YCJIYru; BWJI OKA3aHHOM MEIMLMHCKOM [OMOIIM; YCIOBHS OKa3aHWS MEIWLIMHCKOH [OMOILHK; CPOKH OKazaHWs
MeMLIMHCKOH rnomoly; 00beM OKa3aHHOH MEIMLIMHCKOH MOMOLIHM; pe3yabTaT o0palieHus 3a MEIMLIMHCKON MOMOLIbIO; Ceprs H HOMEp
BBIZIAHHOTO JTMCTKA HETPYAOCNOCOOHOCTH (NMPU HAIMYKH); CBEIEHHS 00 OKa3aHHbIX MEIMLMHCKWX YCIyrax; MpUMEHEHHbIE NMOPAIKH W
CTaH1lapThbl MEJIMUMHCKOM MOMOIIH, CBCJACHHUA O MCIHIIMHCKOM PaGOTHHKe HIH MEIHUHHCKHX paGOTHMKaX. OKaszaBlIHUX MCIAHUMHCKYH
yeayry: ¢oro/suneonzobpaxenue; ucnonbiosanue (horo/Buaeonsobpaxkenns B Ha opuumansiom caiite OO0 MML «Jlop Knunnka
Nel», B cetn «MHTEpHET» M B COLMAIBHBIX CETAX; y4acTHE B OCMOTPE CTYIEHTOB M OPAMHATOPOB; W APYryl MH(pOpMaLMio — B
MC,[I,HKO-I'IquJHJ]HKTM'-]CCKHX Lensix, B UeNaX YCTAHOBJIEHWUS MEIMUIMHCKOIO AMAarHosa v OKaszaHuAa MEOULHHCKHX YCiyr no J0roBopy,
OCYLIECTBJIEHHE WHBIX, CBA3AHHBIX C 3THM MEPONPHATHIL, a TaKKe B LENAX OpraHu3alMu BHyTpeHHero yuera Oneparopa, Npu yCIoBHH
coxpaHeHnu BpaueGHON TaiiHbl (MNM- MPU YCIOBHH, 4TO 3Ta 00paloTKa OCYIECTBIAETCA JIMLOM, YIOIHOMOUYEHHbIM Omnepatopom H
00s3aHHBIM cOXpaHATh npodeccHoHanbHyo TaiiHy). S npenocrasnsw Oneparopy TMpaBo OCYLIECTBIATL CHEAYIOLWINE CrnocoObl
OﬁpaﬁﬂTKH NEPCOHAIBHBIX MaAHHbIX C UCNOJIb30BAHWUEM GyMa}KHI:lX HOCHUTENEH, B HHd)OpMaIJ.HOHHI:!X CUCTEMAX NMEPCOHANIbHBIX JaHHBIX, C
Mcnonp3oBaHHeM K 0€3 MCNoJb30BaHHA CPE/ICTB aBTOMATH3ALMKM, a TAKKe cMellaHHbIM ‘cnocobom. S npenocraensio Onepatopy npaso
00pabaTbiBaTh NEPCOHANBHBIE AHHbBIE MOCPEACTBOM BHECEHHA WX B WIEKTPOHHYIO 0a3y NaHHBIX, BKJIKOUYAsA CIIMCKH, PECCTPbl U OTUETHbIE
(opMbl, NpelyCcMOTPEHHbIE JOKYMEHTaMHM, PeraaMeHTHPYIOLUIMMK TpeJ0CTaBleHHe OTYETHBIX JIaHHBIX(IOKYMEHTOB) M0 J0roBOpY
OMC/IMC, noropopy OKa3aHHUs IUIATHbIX MEAMLUHCKUX YCIIYT; OCYLIECTBIATL 00OMeH (rpuemM W nepeady) nepcoHalbHbIMM AaHHBIMH
CO CTPaxoBOH MEIMLMHCKON opraHusalveii, opraHu3auueii-3aKa3dyukoM MeIHLMHCKUX YCIyT BO MCMOJHEHHWE CBOMX 00A3aTC/LCTRB 110
N0roBopy ﬂMC, JA0OroBOpy OKaszaHWs IUJIATHBIX MEJAHMUMHCKHUX YCIYr € HCMOJBL30BAHHEM MAlIMHHBIX HOCHTENEH HHCI)OpMElLlMH. no
3ALUMIEHHOMY KaHaly CBA3M M (HIIM) JOKYMEHTBbI Ha OyMasHBIX HOCHTENAX, ¢ coOitoaeHHeM Mep, obecrneunBarolUX HX 3aLIHTY OT
HECAHKLMOHMPOBAHHOTO 0CTYNa, 0e3 CreuHanbHOro YBe/IOMJIEeHUs MeHs 00 HTOM, MpH YCJIOBHH, YTO WX npuem u obpabotka OymyT
OCYIIECTBATLCA JIMIIOM, 00A3aHHBIM COXPaHATHL NMpodeccHoHaNbHYIO (cTy:keOHyI0) Taliny. S npegocrapisio npaso OnepaTtopy npaso Ha
o0MeH (npuem M nepeaady) BCeMH MOMMH TEPCOHATLHBIMU JTaHHBIMH CO CTPAaXOBBIMH OPraHH3ALMAMH, TEPPHTOPHANILHBIM (OHIOM
OMC, MunucrepctBom 3apaBooxpanenust Poccuiickoit  ®enepaumn, @esepanbHbiM — cermMeHToM EnHON  rocyaapeTBeHHOI
undopmaunoHHoii cucteMbl B cepe 3apaBooxpaHeHus, ¢ MuHHcTepeTBOM 3apaBooxpanetus Craspononbekoro kpas, ¢ ['bY3 CK
«MHALl», a Takke ¢ MHBIMM TIOABEJOMCTBEHHbIMM MuHHCTepcTBY 3apaBooxpaHenus CTaBpOMONLCKOTO Kpas MeJHUMHCKUMH
opraHvsatuaMy, ¢ HCMOIB30BAHHEM MAIUWHHBIX HOCHTENIEH WIM 10 3allUINCHHBIM  KaHaJlaMm CBA3H, C cobuoneHnem MEp,
00eCneunBaloUIMX X 3alMTY OT HeCAaHKIIHOHMPOBAHHOIO JOCTYMA, MPH YCIOBHH, 4TO MX npueM M oOpadorka OyldyT OCYLLECTBIATHCS
JuLoM, 00A3aHHBIM COXpaHATh npodeccHoHalbHY0 Taiiny. B npouecce oxazanus OnepatopoM MHE MEAMUMHCKHX YCIyr
NpeaoCTaB/iAl0 YNOJHOMOYCHHBIM MCIAWLMHCKHUM paﬁOTHHKaM nepeaaBaTte MOH HEpCOHﬁJ’!beIE JaHHbIE, B TOM YHCJIE COCTABJISILOLINEG
BpaueOHyI0 TaliHy, 1pyruM J0MKHOCTHBIM nuuaM Omneparopa B MHTepecax oOcCiel0oBaHMs, JiedeHHs M BHYTpeHHero ydera Onepatopa.
Jawo cornacue Ha TO, YTO CPOK XPAHEHWUS MOMX MEPCOHAJILHBIX [AAaHHBIX COOTBETCTBYET CPOKY XPAHEHHS MEPBHYHBIX MEIHLIMHCKHX
JOKYMCHTOB H COCTaBJIACT ABA/ALATH MATH JIET LI CTauuoHapa ¥ MAThb JIET 11 NOJHKITHHHKH. Hepez[aqa NepcoHalbHbIX JAHHBLIX WHbLIM
Jauam ]f_l.J'!H HHOE HX pas’rmaleHUe MOXKET OCYLECTBIATLCA TOJIBKO € MOEro MUCbMEHHOIO COTJlacus. Hacroswee cornacue HEﬁCTByeT
OeccpouHo, W MOXKeT OBbITh OTO3BAHO MHOK MyTeM HanpasieHus B anpec OnepaTopa COOTBETCTBYIOLIETO MUCLMEHHOTO JIOKYMEHTa (1o
MOYTE 3aKA3HBIM [TMCHMOM C YBEJ0MJIEHUEM O BPYYEHHHM) THOO NMyTeM BpYHEHUs JIHUHO 110]1 pacnkcKy npeacrasurento Oneparopa.



2) Corzacne Ha 06paboTKY NEPCOHANBLHBIX TAHHBIX, paspeleHHbIX 1151 PACIPOCTPAHEHHUS NAIHEHTOM

A, B cootseTcTBUM ¢ TpeGosanusmu crateii 3, 10.1 ®enepansHoro 3akona or 27.07.2006 Ne 152-M3 «O MEPCOHANIBHBIX JTAHHBIX»
HACTOALIMM N1al0 CBOE COrNacHe Ha 00paboTKY NMepCOHaNbHbIX TaHHBIX, PA3peIleHHbIX LIS pacnpoctpanenus OO0 «Jlop Kinnnnkay,
pacrnoioxenHomy no anpecy: 355042, CraBpononsckuii kpaif, r. Crasponosns, yn. Jlosatopues, 1. 59B, kBapran 524, o.20, (nanee -
Onepatop) m moarsepxnaio, 4to, nasas Takoe cornacue, s nelicTBYlo cBeeii Bosieil M B cBOeM MHTepece. Kateropun u nepeuens
MEPCOHANBHBIX 1aHHBIX, Ha 00paboTKy KOTOPBIX s nalo cornacwe: ®. M. O. naumenta Ha PYCCKOM f3blKe, KOHTAKTHAas WHGOpMals
(Homep Tenedpona, anpec MEKTPOHHOMN MOYTHI WIH MOUTOBBI] alpec NalMeHTa); rojl, MeCsLl, AaTa POkKIEHHS, MECTO POXIEHHS, ajpec,
CEMEHHOE  MONOKEHHE, COLMANLHOE MONOKEHHE, HMYLLECTBEHHOE nojiokeHue, o0pasoBaHue, npodeccus, A0XObI; pacosas,
HAlHOHAILHAA  TIPUHA/IEKHOCTH, TMONUTHYECKHE B3IVIAIBI, PENMIHOZHBIE N ¢unocodekne ybexaenus, coctosHus 3710pOBbA,
WHTHMHOH KW3HH, cBeneHus o cymumoctu; JIHK, paayxknas obonouka [1a3, nakTHIOCKONMYeCKas HH(pOPMaums, LBeTHOE UM(PPOBOE
(otorpaduueckoe u3obpakenue numa, rosoc, orousobpaxcenne pHcyHka BeH namoHH, NOJy4eHHOr0 B aManasoHe, GJIM3KOM K
HHdpakpacHomy, poro/Buneonszobpakenne. Cornacue neiicteyer Heccpouno. Cenenus 06 HHPOPMAIIMOHHBIX pecypcax OpraHH3aLiu, ¢
MOMOLUBIO  KOTOPBIX OyAeT OCYIIECTBAATLCA MpeAoCTaBieHHE A0CTYna HEOrpaHHYMEHHOMY KPYIY JIMLL M WHble JelcTBUS ¢
fICPCOHANBHBIMW TaHHBIMK  MALHeHTa - caiT www.lor26.ru, akkayHt B Mucrarpamm @lor klinika26, a Takxke JIPYrHe aKKayHThbl B
counanbHeix cerax OO0 MMLI «Jlop Knunuka Nely. Cornacue NPEl0CTABIAETCA HA OCYIECTBIEHHEe MOOBIX AeHCTBHIT B OTHOLIEHHH
MOHX TIEPCOHANLHBIX 1aHHBIX, BK/IHOUas: cOOp, CHCTeMaTH3aUMIO, HAKOIIEHHE, XpaHeHHe, yTouHeHHe (0OHOBJIEHHE, W3IMEeHeHMHe),
HCTIOJIb30BaHKE, pacnpocTpaHeHne (B TOM YKcie nepeaaya), obe3in4nBanue, GIOKHPOBAHUE, YHHYTOKEHHE. ObpaboTka nepcoHanbHbIX
AaHHBIX OCyliecTBAeTCs ONeparopoM ¢ MPHMEHEHHEM CNIEYIOLUIMX OCHOBHBIX CHOCOBOB (HO, He OrpaHMYMBAETCA UMH): XpaHeHue,
3aITHCh HA NIEKTPOHHbBIC HOCHTENH M X XpaHEeHHe, BKITIOYEHHE B CITHCKH (peectprr) 1 oTueTHbie hopmel. [Tepeaua Moux NepCoOHAbHbBIX
AQHHBIX HHBIM JTULIAM I HHOE HX pasIylalleHHe MOXKET OCYIIECTBIATLCA C MCIOIb30BAHUEM MallMHHBIX HOCHTENEH WKW 110 KaHaiam
CBA3M ¢ cobmonenueM Mep, obecreunBaroLmnxX 1x 3alUTY OT HECAHKIIMOHMPOBAHHOTO I0CTYMA, TOJILKO C MOETO MHCHMEHHOTO COMIACHS.
31 ocraensio 3a coGoii npaBo 0To3BaTH CBOE COracHe MOCPECTBOM COCTaB/IEHHS COOTBETCTBYIOILETO NHCHMEHHOTO I0KYMEHTA, KOTOPbI i
MOKeT ObIThb HanpasieH MHOM B anpec Onepartopa no noyTe 3aka3HbiM MHCEMOM C YBEJIOMJIEHHEM O BPYYEHHH JIHGO BPYUYEH JIHUHO non
pacnucky npeacrasuremo Oneparopa.

3) JoGpoBoashoe HHpopmMHpoBaHHOe cornacue FPAXIAHHHA HA OTKJIOHEHHE OT CTAHAAPTOB MEANOMOIH H NpHMeHeHHe
TCpANHK MpenapaTtaMu «BHe HHCTPYKIKI» («off-label»)

Jlevawmii Bpay Brnpase HazHauath MPUMCHATL JICKapCTBa, MEAMIHHCKWE M3NEIHS W CHELMaIH3HpPOBAHHbIE NPOAYKTbI NeueOHOTo
TUTAHKA, KOTOPBIC HE BXOAAT B CTAHAAPT MEATIOMOLIH MM He NPELYCMOTPEHBI KIIMHUYECKOH peKoMeHIaumnei, eciin ecTh MeIHLHHCKHE
MOKa3aHHs C LE/bI0 NOBbIEHHA 3PPEKTHBHOCTH JedeHus, HHIHBHAYalbHAA HENMEPEHOCUMOCTb MM OCTAbHBIE METOAMKH JIeueHus
ucuepnaubl (cT. 37 3akona ot 21.11.2011 No 323-@3); Bpau BNpase NPeOCTABIATH MIATHBIE MEIHLMHCKHE YCAYTH B MOJHOM 00beMe
CTanjapTa MeanoMouu Jubo no npocsbe NauMeHTa B BUIE OTHENbHBIX KOHCYNIbTALMii WK MEIMIIMHCKHX BMeLIaTenbeTs, B ToM uncie
npesbiarsk 00beM cranaapra (4. 4 cr. 84 3akona No 323-@3); 51 cornaceH(-Ha) Ha NpUMeHeHHe TEPANHH NPenapaTom «BHE UHCTPY KNI
(off-label) ¢ uenwvio nopeieHus dpdexTnBHOCTH Neyenns. S noaydnn ot nevauiero Bpaia noapobHyo uHpopmalmio o npenapare, a
TAKHE O TOM, 4TO: NOKa3aHUA K MPUMEHEHHIO WJIH CIOCOOBI BBEACHHS He COOTBETCTBYIOT WIH HE yKasaHbl B WHCTPYKUMM K
NPHUMEHEHHUIO, HO UMEIoTCS NaHHble 06 ero SpdekruBHOCTH B Hay4HOMH neuaru;
PaHEE HasHauCHHas Tepanus He Oblna B J0CTATOUHON Mepe 3 deKTHBHOIL; 0 cnocobax BeneHus npenapara, ero 103MpOBKe W
JIeKapCTBEHHOI (opme; npuMeHeHue mpenapata Moxete MPHBECTH K TIOABNEHHIO alI€PrHYecKUX peakuuii 1 noSouHsIX hQeKTos:;
HMCIOTCA I0CTATOYHBIE HAy4HbIC AaHHbIE (B TOM YMCle B 3apyGexHbIX Hay"HBIX MCTOYHMKAX) MOMNAraTh, 4TO MPH MPUMEHEHHH
YKa3aHHOTO JICKAPCTBEHHOTO MPENapara y MeHs MOMKET GbITh AOCTHTHYT ne4deOHbIi (naniuatuBHBIi) ¢ dekT. [Tonyuus nosnyio
HHOPMALIHIO O BO3MOKHBIX MOCIEACTBUAX H OCIOKHEHHAX B CBA3H C NPUMEHEHHEM JICKAPCTBEHHOIO Mpernapara, s MoATBEPIKAAID UTO
MHC TMOHATCH CMBIC/T BCEX TEPMHUHOB, Ha MEHs HE OKa3bIBAIOCH IABNEHHUE, H fi 0CO3HAHHO NPHHHMAIO PELIEHHE O ero NMPUMEHEHUH MHe.
Sl umen(a) BO3MOKHOCTD 3a1aBath MHOGbIE BOTIPOCHI W Ha BCE BOMPOCHI MOJy4H/I(a) HCUEPNBIBAIOIIHE OTBEThI. MHe pasbACHEHO Moe
MPaB0 OTKA3aTLCs OT NPOBEACHHMA MHE TEPAIHH NPENapaToM «BHE HHCTPYKLIHKY

# o3nakomiien(a) u cornacen(a) ¢ HHpOpMaLHei, NpeacTABICHHOI B:

- Mudopmuposannom 106poBoastom cornacuu ua BHBI MEAHUHHCKHX BMELIATEIbCTB, BKJIKYEHHBIX B [lepeuens
ONpeeIeHHbIX BHI0B MEAHUHHCKHX BMEUIATE/ILCTB, HA KOTOpLI€ rpaiaane 1al0T HHGopMHpoBaHHOE 106pPOBOILHOE corlache
NpH BLIGOPE Bpaua W MEAMLMHCKOI Opranu3aumm s MOJyHEHHS IEPBHYIHOMN MEAHKO-CAHHTAPHONH NOMOILIH;

- Cortacun naumenra na o6paGorky NePCOHANBHBIX JAHHBIX;

- Cornacum na 06paGoTKy nepcoHanbHbIx AAHHBIX, PA3PELUEHHBIX ISl PACTIPOCTPAHEHHS NALHEHTOM;

- loGpoBosibHBIM HHPOPMUPOBAHHBIM COrIacHem IPAAIAHMHA HA OTKIIOHEHHE OT CTAHAAPTOR MEATIOMOLLN W IPHMEHEHHE
TEPAIHN NpenapaTamMu «BHe HHCTPYKuuH» («off-label»).

(P.H.0O. rpaskaanuHa Win 3aKOHHOTO NPEeICTaBHTENA rpaskIaHuHa) (noanuce)

(P.H:0. meauumuckoro paboTHuKa) (noanuce)




