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IPUKA3
«23n» 12 2019 r. Ne 86 -n r. ['po3HbI#
[ O6 yrBepaICHHH Mopsiaka |
ITPUKA3BIBAIO:

Y1eepautTh [10psAf0K y4acTHA KOMITAHKH B COOpaHHUAX MEAUIMHCKIX paboTHHKOB
U BUHHBIX MEPOTIPUSATHSAX, HATIPaB/ICHHBIX Ha [TOBBILIIEHNE TPO(ECCHOHATLHOTO
ypOBHS MEIMLMHCKHX paGOTHUKOB, Ha [PENIOCTABIICHAC uHbopMalny, CBSA3AHHON
¢ OCYILECTBICHHEM MOHUTOPHHIA 6e30MacHOCTH JIEKapPCTBEHHBIX MPerapaTos 1
MOHUTOPHHIa 0€3011acHOCTH MeIULIUHCKUX U3eNHUi B I'BY «P2».

’ -;'/:,;"
[napueiil Bpay  [BY '«PDI» ’ Wcaesa ¥Y.C.

C npHKa3oM 03HaKOMJICHEL.




YTBEPXJIALO
o /1» Ucaera V.C.

HOKCHHE K anKa_.?,)/

A NQ_(_/?
HNOPSAAOK

YHaCTHS NPeCTABUTE/IeH KOMIIAHUH B COOPAHHAX MEIHMIHHCKHX Pa00OTHHKOB H
B HHBIX MEPONPHUSATHSX, HANPABJEHHBLIX HA MOBBILICHHE NIPO(pECcCHOHAIBLHOI0
YPOBHSI MeIHIHHCKHUX Pa0OTHUKOB, HA NpeAocTaBJIeHHe HHPOPMALHH,
CBSI3AHHOH € OCYIIECTB/ICHHEM MOHHTOPHHIA 6e30MACHOCTH JIEKAPCTBEHHbIX
NpenapaToB 4 MOHHTOPHHTA 6e30MACHOCTH MEIMUHHCKHUX H3/1e/Hi

1. Hacrosmuit [Topsinox paspaboran Bo ucnossenue cratbu 74 MenepanbHOro 3aKoHa
oT 21.11.2011 Ne 323-03 «O6 ocHoBax oxpatbl 3/10poBbs Mpaxiad B Poccuiickoii
Deneparym».

2. leficrue nacrosuero Ilopsika pacrnipocrpansercs Ha BceX MeAMIIMHCKHX
paboruukos I'BY «PD/I» (nanee — yupexienue), a rakke Ha npeacTaBuTeNeH
OpraHu3alyi, 3aHUMAIOLIKXCA Pa3paboTKOM, MPOU3BOACTBOM U (K/IM) peatu3alueit
JIEKapCTBCHHBIX MPENapaToB, MEAMUMHCKUX U3/IC/INI; IpejicTaBUTEIIel Opradu3aiiyii,
00J1a/1at01IKMX [TPaBaMK Ha MCTIOIB30BaHKE TOPIOBOIO HAMMEHOBAHMS JIEKAPCTBEHHOTO
[pernapaTa; IpeAcTaBUTe e OpraHu3alui OITOBON TOPIOBIIM JIEKAPCTBEHHEIMMU
CPEICTBAMH, alITEYHbIX OPraHU3aLMH; UHBIX (PU3NYECKUX U FOPUAMYECKUX JIHIL,
OCYHICCTBIIAIONIMX CBOIO ACSTENILHOCTEL OT MUMEHHU YKa3aHHBIX OpraHu3aliuil (fnaiee —
PEJICTABUTEb KOMITAaHHH ).

2.1.Kommnanuy, [pejcraBurenn KoMuanuil oCyecTBISIOT B3aUMOAEHCTBHE ¢
MeJAMIUMHCKUME pabdoTHukamu ['BY «PD/I» B nensix:

a) NOBBILICHHS [TPODECCHOHABLHOIO YPOBHS MEAUUMHCKUX paboTHHKOB ['BY «PDJ[»
[IyTeM y4acThsi B COOpaHMsIX MEIMIMHCKUX Pa0OTHUKOB (B TOM 4McIIe Ha

KpPYTIILIX CTOJIAX, BPAYCOHBIX, CECTPUHCKUX, BPAYCOHO-CECTPUHCKMX KOH(EPSHIIMSX,
KIMHAYECKKUX pa30dopax u JIp.);

0) mpenocrasienns MHGOPMALKH, CBSI3aHHOM ¢ 6€30MaCHOCTBIO JIGKAPCTBEHHBIX
CPE/ICTB M U3/CIIMH MEMIIMHCKOTrO Ha3HAYCHUsI, IPelyCMOTPEHHOI 4. 3 cT. 64
DenepaipHoro 3akona ot 12 anpesst 2010 roga Ne 61-®3 «O6 obpariesnn
JICKapCTBEHHBIX CPEICTB» U 4. 3 ¢T. 96 MenepansHOro 3aKoHa

Poccuiickoit Mepepammu ot 21 Host6ps 2011 r. Ne 323-03 «O6 ocHoBax OXpaHbl
3710poBBbs I'paxaan B Poccuiickoit Pejiepaiinmy.

2.2.]Ins ocyluecTBiIeHus 1ieieil, ykazaHHbIX B 11.2. 1. HACTOSILEro [lopsijika,
Kommanun, Ipeacrapuresn Kommanuit BHOCAT CBOM Npe/UIOKEHUS TIABHOMY Bpady
['BY «PDJI» nyrem:

a) NUCbMEHHOro oOpaienus | IpejicraBuresst KoMiIanuK Ha WM r1aBHoOro Bpaya I'BY
«PD/1», nanpasnennoro B ajgpec 'BY «PDJI» moObiMu cpeicTBAMHE CBSI3H, B TOM



yucJie 110 HIEKTPOHHOM noure endocrin_grozny(@mail.ru i rocpeicTBOM
hakcUMMIIBHOM cBsi3n Ha HoMep 8(8712) 22-32-99 ¢ ykazaHMeM TEMaTHKH,
[UIAHHPYEMOH J1/1s 03HAKOMIICHHS MEIMIIMHCKAMK PAaOOTHUKAMU YUPEIKICHIS,

IPEeVIOKEHUAMHE I10 JaTe, BPEMEHH U MeCTy OpraHu3alliy coOpaHusl MEIUIIMHCKUX
pabOTHHUKOB, C KOHTAaKTHBIMM KOOPJIWHATAMH Kommnauuii, [Ipejcrasutens Komnanuu;
0) npe/IoCTaBIeHUS IPUIJIAILICHHUS JUI y4acTHA U IPOrpaMMbl MEPOIPHUSATHH I10
MOBBILIEHHIO IPOMECCHOHANLHOTO YPOBHS MEMIMHCKIX PA0OTHHKOB (koHpepeHIH,
KPYyTJIOM CTOJIE, CEMHHApE);

B) ycTHOro oOpatenus K riasnomy spada I'bY «PDJ1» B yachl npUemMa My 110
MpejiBapUTeIbHOMY COTIACOBAHMIO BPEMEHH [IpUEMa 110 Tesie)OHY NPUEMHOM
22-32-99, B xoze koroporo Komnanuen, [IpeacrapuresieM KOMIAHAN O3By IHBAIOTCA
TIpe/UIOKEHHS 110 TeMATHKE, IIAHHPYEMOH JUIS O3HAKOM/ICHHUS MEUIMHCKAX
paboruukos I'BY «PD/I», narte, Bpemenn 1 MECTy OpraHn3alii cobpanus
MEJIMIMHCKHUX paOOTHHKOB.

2.3.IIpu moctyryienuu B I'BY «P3/I» mucbMeHHOro 00paICHHS Komnanum,
[Ipe/icTaBuUTEIIst KOMIIAHUH, PUTTIAIICHHS C IPUIIAraeMon IpOrpaMMoi MepOnpHsATHH
(nanee - oOpalieHue), KOTOPOe PErUCTPUPYETCs CEKPETAPEM B MOPAJIKE
JEJIONPOU3BO/ICTBA KaK BXO/IIMH JOKYMEHT, 0OpalieHie Harpas/IseTes Ul
paccMoTpenust riiasHomy Bpauy I'BY «PD/I», koTopsli 110 pe3ylibraTaM
PACCMOTPEHUsE BU3UPYET I1OPYHEHUE KOHKPETHOMY MEIUIIMHCKOMY pabOTHUKY
YUPERICHUS JUIS MCIIOIHEH S ¥ TMCbMEHHOI0 0TBeTa KomIianuu 1 [TpencraBurento
KOMITaHUH.

B ciyuae ono6penus 3as8K1 JadbHEHIIYIO paboTy 110 00ECIICHCHHMIO yHacTHsl
[pencrasurens Komiannu B coOpaHuy MeIMIMHCKIX PabOTHHKOB obecrieunBaer
JIMIO, OIpe/iesIeHHOE ITIaBHBIM BpauoM. Jlomyckaercs y4acTue HECKOJIbKUX
[NpencraButeneit Komnanuit B coGpaHuu MeMIMHCKUX paboTHUKOB. [Ipu 5TOM
3asBKy JIOJDKEH MpemocTaBuTh Kaxapli IIpencraBuresns Kommanuu.

OGpaurenue o pomycke IlpegcTaBuTesisi KOMIIAHUH IS y4acTHS B cobpanuu
MeIMIMHCKHAX PabOTHUKOB paccMaTpHBaeTest B Tedenun 3 (Tpex) paboumx JIHeH.
2.4.Pacemorpenue ycrHoro obpauienus Komnanuu, [pejicraBurelis KOMIannmu
TPOUCXOAMT MOCIE HOCTYIIIICHHUSI TUChbMEHHOI0 0OpaIlieHus B aipec I'BY «P3]/1» u no
npore/lype, yKa3aHHoM B 1. 2.3, HACTOSIIETr O IOPA/IKA.

2.5. Meautmsckue padornuku I'BY «PDJI» ocylmiecTBIsioT B3anMOASHCTBHIE C
Komnanusmu, IpejicrapuressiMu KOMITAHUA TOJIBKO 110 MTOPYYEHHMIO IVIABHOIO Bpaid
B ¢BOOO/IHOE OT [1I0CETUTE/ICH BpeMsi U B 4acChl, PErJIaMCHTUPOBAHHBIC [VIABHBIM
BPa4yOM YUPEKJIEHUs 110 pe3yJibTaTaM paccMoTperus 0OpallieHn i Komnanuii,
[TpeacraBureleil KOMIIAHUH.

2.6.B ciyuae o6pamenus Komnanuii, [Ipeacrapuresell KOMIIAHUH HANPAMYIO K
meunuHcKoMy paborauky ['BY «POJl» 0e3 mopy4eHHs IJIaBHOTO Bpada,



MeJIMIUHCKUE paboTHuk 00s3an! nanpasuts Komnanuto, [Ipeacrasurelieit KoMImaHuu
B IIPUEMHYIO [JIABHOTO Bpada Juisi 03HakoMieHust ¢ nactosiium [lopsikom.

2.7. Komnanusm, [pegacrasurensiv KoMnanui npu HHGOPMUPOBAHUN MEJIMIIMHCKHUX
pabOTHUKOB Pa3peLIeHO IPUBJIEKATh CTOPOHHUX JIEKTOPOB M3 YMCIIa HAY4HO-
[PEro/1aBaTelbCKOro COCTaBa rocy AapCTBEHHBIX MeUIMHCKUX BY 308 n/uiu
BbICOKOKBATH(MHUIMPOBAHHLIX NIPAKTHKYIOIIHUX BPa4YeH, a TAK)KE UCTIOIB30BaTh JUIA
HATJISTHOW MH(OpMalUK MyJIbTUMEIHIHBIE CPEJICTRA.

2.8. B TekcTax JIOKJIa[0B, IPe3eHTaLUAX, [IPEACTABISEMbIX BHUMAHHIO MEJIMITUHCKUM
paboraukam I'BY «PD/1», He JOIDKHO cojiepKaThes MHQOPMALMKU O peKIame 1
AKTUBHOM TIPOBHIKEHUH TOProBbIX HAMMEHOBAHHH JIEKAPCTBEHHBIX TPENaparos,
W3JeIUA MEeIULIMHCKOr0 Ha3HAUYEeHUS OIpe/IeNIeHHON TOProBOM MapKu, He UMEIOLINX
KJIMHHYECKOM JIoKa3are/bHOM 0a3bl, pernmaMeHTHPOBAHHBIX MEK/1yHAPOAHBIMU
npasunamu GCP, GMP, GLP.

2.9 B ciydae HeoOXOJMMOCTH [Ipe/locTaBIeHus HHPOPMAIIMK, CBA3AHHOM ¢
OCYILLECTBIEHHEM MOHUTOPUHIA DE3011aCHOCTH JIEKAPCTBEHHBIX [TPENapaToB U
MOHHUTOPUHIe 6E30IIaCHOCTH MEAMLMHCKUX U3/IeJINH, HH/IMBUIYalIbHbIH [IPHEM
[IpescraBuTens KOMIIAHUK HA TEPPUTOPUHN YUPEIKIEHHS OCYIIECTRISCT
UCKITIOYHMTEILHO 3aMeCTUTENh TJIABHOTO Bpada [0 MeAUIMHCKON YacTH ¢
00s13aTe/IbHBIM YBEOMJIEHUEM IJIaBHOIO Bpava.

2.10 3amecTHTENb IVIABHOIO Bpaya M0 MeIUIIMHCKOM YacTH [1pU HEOOXOAUMOCTH
MOJKET OpraHH30BaTh COOpaHUe MEIUIIMHCKUX Pa0OTHUKOB C y4acTHEM
[IpejicTaBuTENs KOMITAHWH JUIs TPEOCTABIEHMS HH(MOPMALUHU, CBA3aHHOM ¢
OCYIIECTBIIEHHEM MOHUTOPHHTA D€30MaCHOCTH JIEKAPCTBEHHBIX 1PENapaToB v
MOHHUTOPHHIA 0€3011aCHOCTH MEJAUIMHCKUX U3/I1CJIMH.

3. Orpanuuenus nis llpejicraBureneit Komnanui.

[lpejcraBurensiM KOMIIAaHUH 3anpeluaeTcs:

3.1.B3aumojieiicTBOBaTH ¢ MeaUIMHCKUME paboTHukamu ['BY «P3 /1y 6e3
COIJIaCOBAHHUs C IJIaBHBIM BPayoM.

3.2.B3aumojieiicTBOBATH ¢ NallMEHTaMU (IIOCCTUTEIISIMU) ¥ HEMEAUIIMHCKUMHU
pabotnukamu ['BY «PD[1».

3.3. BpyuaTs rimaBHOMY Bpady ¥ MeaIulMHCKUM paboTHukam ['BY «PD/I» kakue-nubdo
MOJIapKH, BKIItOUas T00bIe KaHIesIpCKIe U Noaurpahuyeckue U3aelins, a Tak xe
JICHEe)KHBIE CPE/ICTBA, B TOM 4YHUCJIe Ha OIUIATY pa3BlICUEHUH, OT/BIXA, ITPOe3/ia K MECTY
OT/IbIXA.

3.4. Ilpurnamarh TJIaBHOTO Bpada ¥ MeJMiMHcKuX padotHukos ['bY «PD/1» Ha
pasBiieKaTe/IbHbIe MEPOIIPUSITHS, [IPOBOAMMbIE 3a cyeT cpeacTs Komnanui,
[IpecraBurenie KOMIIAHWH.

3.5.Ilepenasars MepuuuHckuM padorHukam ['BY «PD]l» 00pasisl leKapcTBEHHBIX
IIperaparos, MeIMIIHHCKIX U3IIUHN /U1 BPYUCHHS NallMeHTaM.



3.6. Ilepenasars memuuunckum padotaukam [BY «PDJ» OylaHKH, coieprKalme
HHGOOPMALIMIO PEKTAMHOI0 XapaKTepa, a TakiKe pelelTypHble GIaHKH, Ha KOTOPBIX
3apaHee Hale4yaTaHo HAMMEHOBAHUE JIEKAPCTBEHHOIO [IperapaTa, Me IMI[HHCKOro
M3JIeJINS OIIPEJICIEHHOM TOProBOi MapKH.

3.7. Pasmernars Mo0yio pekiamuyio HHGOPMAIIHio BHYTPH ¥ CHAPYXKHU MOMEILIEHHUS
['BY «P3]1».

4. Orpany4eHus Uisi MEIMIIMHCKUX PaGOTHUKOB.

Memnuunekum paboruukam I'BY «PD/l» 3anpemaercs:

4.1.0Ocymecrsnats npuem Komnanuii, [Ipencrasureneil koMnanuii 6e3 coriacoBanms
C IJIaBHBIM BPavoM.

4.2 Tlpunnmats ot Komnanuii, [pencrasureneit KoMmnanuit NIOJIaPKH, JICHEKHBIE
CPE/ICTBA, B TOM YUCIIE HA OILIATY pa3BiieueHMH, OTIbIXa, TIPOE3/ia K MECTY OTIbIXA, a
TaKiKe IIpHHUMATh Y4acTHe B Pa3BIIeKaTe IbHBIX MEPOIIPUSITHSX, [IPOBOMMBIX 3@ CUET
cpeucts Komnanuit, [1pencrasuresneif koMmmnanmii.

4.3.3axmouars ¢ Komnanuei, [IpecraBuTensiMu KOMIIAHMI COrTIAlIEHUs O
Ha3HAYCHHUH WJIM PCKOMEH/IALINY [TallMeHTaM JIEKapCTBEHHBIX [IPENaparTos,
ME/IMIIMHCKHUX H3/ICJIHH.

4.4.1lonyuars ot Komnanuii, [pejcrasuresneii Komnanuii 00pasLbl JIeKapCTBEHHBIX
[IPEIAPATOB, MEAMIIMHCKHX U3/I/IUI ONPC/ICJICHHBIH TOPIrOBBIX MAPOK JUIsl BDYUCHHS
[alueHTaM.

4.5.IlpegocTaBnsTh U HAa3HAYEHHH Kypca JIeYeHusl NAIMEHTY HEeAOCTOBEPHYIO,
HEIIOTHYIO0 MJTH MCKKEHHYIO0 HHPOPMAIHIO 00 HCIIONb3YEMbIX TeKapCTBEHHBIX
Hperiaparax, 0 MeIMIMHCKUX U3/JIeTHSX, B TOM YUCJIE CKPBIBATL CBEACHUS O HATHYUU B
0OpallleHHH aHATOTHYHBIX JIEKAPCTBEHHBIX IpenapaToB, MeAUIIMHCKUX H3/EITHA.

4.6. BbINUCHIBATH JIeKAapCTBEHHbIE PETaPaThl, MeANIMHCKHE M3/IeIHs HA OnaHkax,
COJIEpKAIIMX HHPOPMALMIO PEKIIAMHOTO XapaKTepa, a TakikKe Ha PEeLenTYPHBIX
OnaHKax, Ha KOTOPBIX 3apaHee HAIeUaTaHO HAMMEHOBAHKE JICKapCTBEHHOTO
fiperapata, MCIMIMHCKOTO U3JIC/IHsI OlIPE/Ie/IeHHBIX TOPrOBLII MapoK.

5. OTBEeTCTBEHHOCTD.

5.1.3a napyuienue nacrosuero Ilopsijika MeamMIUHHCKHC paboruuxu I'BY «PD/I», a
Taxke Komnanuu u lpecraBurenu kommanuii, Hecyt OTBETCTBEHHOCTH,
[PCAYCMOTPEHHYIO JICHCTBYIOUIMM 3aKOHOAATEILCTBOM PoccHiicKoi Oerepanuu.
5.2.B oTHOMIEHNN MeMUMHCKUX paGoTHIKOB ['BY «PD I»», 3a Hapyenue
Hacrosmiero ITosoxenus MoryT npuMensTLECs Mepbl JUCUMINIMHAPHOT'O B3BICKAHUS B
COOTBETCTBHHU ¢ TpynoBeIM KojekcoMm Poccuiickoii Denepanuu.

6. 3aK/II0YUTENIbHBIE [T0JI0KEHHS

6.1. Mennmnckue padornuku I'BY «PD]1», B 06s3aTe1bHOM NOPS/IKE 3HAKOMSITCS C
[onoxennem npu npueme na pabory.

6.2.Komnanuu, Ipencrasurenu kommnanuit Moryr:



a) 03HAKOMHUTHCS ¢ HacTosium Tlopsiakom B npuemHo# rimasuoro Bpaya I'bY «PD /1y ;

0) nosyuuts Konuio Hacrosiuiero Ilopsika o ycraomy obpalienuio, KoTopoe
perucrpupyeTcs cekperapeM, Beijaercs Komnanuu, [IpencraBurento KoMnaHuu Kak
UCXOJsIasi KOPPECIIOHICHIIS, ¢ PETUCTpalleil B COOTBETCTBYIOLIEM XKypHaJe 3a
noanucero IpeacraBureny kKOMIaHUM O MOJTYYEHUH KOIIHH.



