KOMMWTET I10O 3IPABOOXPAHEHHIO JIEHUHIPAJICKOU OBJIACTH

TOCYAAPCTBEHHOE BIOJUKETHOE YUPEXKJIEHUE 3/[PABOOXPAHEHMS
JIEHUHIPAJICKOM OBJIACTH
«BCEBOJIOKCKASI KJIMHUYECKASI MEKPANOHHAS BOJILHULA»
(I'BY3 JIO «BCEBOJIOMKCKASI KMB»)

NPUKAS3
1619 W04 N YA

06 yreep:xkaenuu IMopsiaka yyacTust npeacrasuresiei
OpraHM3alMi, 3aHMAIOLIHXCs paspaboTKOH, NPOH3BOACTBOM H
(unm) peaju3anuei JeKapCTBEHHBIX NPCHAPATOB,
MEAHIHHCKHX H3eJHH B cOOpanusix MEMIMHCKHX H
dpapmaneBTHUECKUX PAOOTHHKOB H HHBIX MEPONPHSITHSIX,
CBSI3AHHBIX ¢ MOBLIIEHHEM HX NPO(ecCHOHANILHOTO0 YpOBHSE
WJIM npejocTaBiaenueM ungopmMannu, CBI3aHHOM ¢
OCYHIECTBICHHECM MOHHTOPHHTA 0E30NACHOCTH JICKAPCTBEHHbIX
npernapaToB H MOHHTOPHHTA 6E30MACHOCTH MeHITHHCKHX
U3AeTHH

PykoBojcTBysick TpeOOBaHUSIMH, YCTAHOBJICHHBIMU CT. 74 DenepajibHOro
sakoHa or 21.11.2011 N 323-®3 "OO0 ocHOBaX OXpaHbl 3JIOPOBBSI I'PaX/aH B
Poccuiickoit Menepanuu”, mp K a3 bl B a 1o0:

1. Yreepauth llopsimox  ydacTusi HpencraBuresiedl  opraHudsauui,
3aHUMAIOIUXCS  pa3pabOTKOH,  NPOM3BOJCTBOM W (WIH)  peaju3zaluen
JIEKAPCTBEHHBIX [PErapaToB, MEJMUIMHCKUX U3JACIHA B COOPAHUAX MEAMLIMHCKHX
u  (dapMmaleBTHUYECKHX pabOTHHKOB M HHBIX Meponpmn*m{x,‘ CBSI3QHHBIX ¢
MOBBIIIGHHEM  HMX  NPOQECCHOHAIBHOIO  YPOBHSI  HJIM  IIPEJIOCTABIEHUEM
HHQOpPMAILIMY, CBSI3AHHOM ¢ OCYLIECTBICHHEM MOHHTOpUHIA Be3011acHOCTH
JEKAPCTBEHHBIX [pernaparoB M MOHHUTOPHHIa Oe30MaCHOCTH MENMIIHHCKHX
usnenui (nanee - [opsnox) (ITpunoxenue).

2. Orneny xajpos (E.I'. JIpsuenko):

2.1. O3HaKOMHTB €  HACTOSAIIMM  T[IPUKA30M  MEJHLMHCKUX  H

GapmauesTuieckux padoraukos 1o 09.10.2015;



2.2. obecreyuBarh B JATbHEHIIIEM 03HAKOMIJIEHHE C HACTOSLIMM [PHUKA30M
BHOBb NIPMHMMAEMbIX MEJHIIMHCKUX U (DapMaleBTHYECKHX PADOTHHKOB.

3. 3aMeCTUTEeNI0  TJIABHOIO  Bpaya — N[O MEMMUMHCKOW — 4acTH
N.C.IlapcanuHoi,  3aMeCTHTENIO  IJaBHOIO  Bpaya 1o aMOyJiaTopHo-
nonukiauandeckoi padore T.I.I'puinaHoBOH, 3aMECTUTENIO TNIABHOIO Bpaya 1o
perctBy 1 pojoscriomoxenuto M.ILTionbkoBol  obecnieynTsh KOHTPOJIL 34
cobmoaenneM llopsiika BO BBEPEHHBIX CTPYKTYPHBIX [TOAPA3ACHECHHSIX.

4, KoHTpONb 3a HCIHOJHEHUEM HACTOALIErO TMPHKa3a BO3JIOKWUTL HA

HayanbHUKa opuardeckoro otiena A.P.Caaxsana.

['maBHBIN Bpay

I'BY3 JIO «Bceeponoxckas KMby K.B. lllunaues




[Tpunoxenue K npukazy
I'bY3 JIO «Bceeponoxckas KMby»
ot FBLEAY S Ne 74

Mopsigok yyacTHsi npeicraBuTe/iell Opranu3annii, 3aHHMaI0IHXCst
pa3paGoTKoii, NPOH3BOACTBOM H (HMJIN) PEANU3AUMECH JIEKAPCTBEHHbIX
npenaparon, MeAHHUHCKAX U3/ieJIMil B cCOOpanusiX MEIMIHHCKHX PA0OTHHKOB
i MHBLIX MEPOIPUSITHSIX, CBA3AHHBLIX ¢ NOBLIIIEHHEM HX NPO(ECcCHONAILHOIO0
yPOBHSI HJIH NpejocTaB/enneM HHPOPMAIHH, CBA3AHNOIH ¢ 0CYIIECTBICHHEM
MOHHUTOPHHTA 0E301ACHOCTH JIEKAPCTBCHHBIX NPENAPATOB H MOHUTOPHUHTA
0€30NaCHOCTH ME/IMIINHCKUX H3/1e/THH

1. Hacrosiuii Tlopsinox paspaboran BO ucrojiHeHue cT. cr. 74 u 96
Mdenepansuoro 3akoHa Poccuiickoit denpepauuun or 21.11.2011 Ne 323-03 «O06
OCHOBAX OXpaHbl 310pOBbs Tpaxjan B Poccuiickoi MDejepaumnn», a takxe cr. 64
depepanproro 3akora Poccuiickoit ®Menepauun or 12.04.2010 No 61-d3 «O6
ofpallleHUU JISKaPCTBEHHBIX CPELCTBY.

2. Jeicreue Hacrosiero [lopsiaka pacnpoctpaHsercss Ha  Beex
MEIULIMHCKUX W (hapmalesruueckux padotHukos ['bY3 JIO «Bceesosoxckas
KMb» (nanee - YUPEKIACHHE), a TaKxKe Ha
IpejicTaBUTeNIell opraHu3aliuii, 3aHUMAaIOIUXCs pazpabOTKOH, NPOU3BOACTBOM H
(wiv) peanu3alMed JIEKapCTBEHHBIX IIPENAaparoB, MEIMLMHCKUX — U3JICJIHH;
npejicTaBuTeNiell  opraHuzaluii, o0JajaloNMX IIpaBaMKU  Ha  MCIHOJIB30BAHHE
TOProBOTO  HAMMEHOBAHHUS  JIEKAPCTBEHHOIO  IIpernapara;  [peicTaBUTeseH
OpraHu3alyii  OINTOBOHW  TOProBJIM JIEKAPCTBEHHLIMHU  CPEACTBAMH, — allTeHHbIX
OpraHu3ailii; UHBIX QU3HUECKHX M IOPHIMYECKUX JIML, OCYIIECTBISIIOIHX CBOIO
JESITENIbBHOCTh OT HMMEHHM YKa3aHHBIX OpraHu3alui (fajgee — NpeicTaBuTeh
KOMITAHUH ).

3. Yuacrtue nipepcraBaresisi (1pejcTaBUTesIe) KOMIIaHUH B cOOpaHusix
MEAMIMHCKUX M (DapMaleBTHUECKMX PaOOTHUKOB YUPEHKACHUS M B HHbBIX
MEPOIPHUSITUSIX, HANPABICGHHLIX Ha I10BLIIEHUE [PO(ECCHOHAIBHOIO YPOBHSI
MEJHIMHCKUX W (DapMaleBTHYECKMX PabOTHHUKOB, JOMYCKACTCs TOJIBKO I10CIE
MOJIyYeHHUsI TTUCHMEHHOTO pa3pelleHMs TNIABHOIO Bpada yupexjeHus (Jiuua,
HCIIOJTHSIIOILIETO O0SI3aHHOCTH [NIABHOIO Bpaya).

3.1. Cornacosanue BpEeMEHHM MW JIaThl Y4aCTUSl  1IPEACTABUTECIS
(nMpeacraBATENeH) KOMIIAHUH B COOpaHUsSIX MEIMUMHCKHAX U (apManeBTHUCCKUX
paOOTHHUKOB Y B MHBIX MEpPONPUITHSIX, CBSI3aHHLIX C IIOBBILIEHHEM HX
NMpodeCCUOHANBHOIO YPOBHSI MEJIMIIMHCKUX U (apMaleBTHUYCCKUX pPabOTHUKOR,
OCYIIECTRIISIETCS 110 TIpeABapUTesIbHOMY OOpalEHHIO KOMITAHUHU (TpeCTaBhuTeIs!
KOMITAHHHM ) HA UMSI TJIAaBHOTO Bpaya (Jn1ia, UCHONHIONIEro 00s3aHHOCTH TTIABHONO
Bpaya) B [IMCHLMEHHOM BHUJIE.

3.2. B obOpaiieHuu JOJDKHBI OBITH YKa3aHbl CISAYIOIHE CBEICHUSI:

- HANMEHOBaHUE KOMITaHUH;



- aapec, KOHTAKTHBIE JAHHbIE;

- JAHHBIE JIMIA, YIOJHOMOYEHHOrO JICMCTBOBATH OT HMEHM W B
MHTEepecax KOMITaHHHU;

- cepa 1esaTebHOCTH KOMITAHHH;

- IpeAMEeT UHTepeca,

- mpodeccrHoHaNbHasl ayJAMTopUs MEJHMLIMHCKUX 4
(papMaleBTHUECKHX PAOOTHUKOB YUPEKACHUSL.

3.3. OOpauiende o0 JOIyCKe [IpejacraBurTe/ss — (lpejacraBuresicit)
KOMITAHWUH JUIst y4dacTusi B cOOpaHUM MEAHLHHCKUX U  (apMaueBTU4eCKux
pabOTHHUKOB M B HHBIX MEPONPHUATHAX, CBA3AHHBIX C I[IOBBILIEHHEM HX
NPOoQEeCCHOHATBEHOTO YPOBHSl, pacCMaTpUBaeTcst B Tedenue 3 (Tpéx) pabouunx JHel.
[To pesyibraTaM pacCMOTPEHUS! MUCHLMEHHOIO OOpalleHMs Ha3zHa4Yaercs JIUILo,
OTBETCTBEHHOE 33 OPraHU3alMIO B3aUMOJICHCTBHS.

3.4. MemuuuHckue | (apMalueBTHUeCKue pabOTHHUKU - YUPEHKICHUS
OCYLIECTBISIIOT B3aUMOJACHCTBHE C IIPEJACTABUTENSIMH  KOMITAHUH  TOJIBKO 110
MOPYUYEHHUIO TJIABHOI'O Bpaua B CBOOOJHOE OT OCHOBHOH pPabOThl Bpems WM B
4ackl, PErJaMEHTHPOBAHHBIE PYKOBOIMTENIEM IO PE3yJIbTaraM pPaccMOTPEHUS
obpatieHuii npejacraBuresieil KOMIaHuH.

3.5. IlpencraBuTesisiM KOMIIAHMHN TIPH HHPOPMHUPOBAHUH MEIULHHCKHX U
papMaleBTHIECKUX PpabOTHHUKOB pa3pellieHo MPUBAEKAThE CTOPOHHHUX JIEKTOPOB U3
Yyyclia Hay4dHO-IIPEroJaBaTe/IbCKOro CocTaBa TI'OCYJapCTBEHHBIX MEIULIMHCKUX
BY30B w/uin BLICOKOKBATU(HULUPOBAHHLIX MPAKTUKYIOLIUX BpauCH, a TakKe
MCII0JIB30BATE JUISL HATJISLAHONW HHpOPMALMU MYJIBTUMEUUHBIC CPEJICTRA.

3.6. B Texcrax AOKIANOB, MPE3CHTALUSX, MPEACTABISEMbBIX BHHMAHHIO
MEJIUIMHCKAM W (hapMaleBTHHECKUM palOTHUKAM, HE JIOJDKHO COJIEPKATHCS
WHPOPMALMY O PEeK/laMe M aKTHBHOM IPOJABHXKEHUHU TOProBbIX HAUMEHOBAHMIA
JIEKAPCTBEHHBIX MPENapaToB, U3IEIUN MEIULIMHCKOIO HA3HAUCHUS ONPEICICHHOMN
TOProBOM  MapkH, HE HMEIOUMX  KIMHUYECKOM  JlokazarelibHOH  0asbl,
perylaMEHTUPOBAHHBIX MEXYHAPOJHLIMH [IPABHIIAMH.

4. MemuuuHckue W QapMmauestuieckue pabOTHHUKH, PYKOBOIUTENHN
MEJIMLIMHCKHX OpraHU3alUi He BIIpaBe:

4.1. NPUHUMATL  OT  (IIpejcraBUTesiel)  KOMMAHHH  [0JApKH,
JEHEXHBIE CPEJCTBA (32 HCKIIOYEHHEM BO3HAIPAKACHHH [0 JOrOBOpAM [1pH
NPOBEJCHUH  KIIMHMYECKMX — HMCCIICNOBAHMH  JIGKAPCTBEHHBIX  [peraparos,
KJIIMHUYECKUX UCIBITAHUH MEAULMHCKUX U3JCITUN, BOZHATPKICHUH, CBA3ZAHHbBIX ¢
OCYILECTBIEHUEM MENUIMHCKUM PabOTHUKOM I€JIaroruiyeckod u (i) HaydyHoi
AESATENILHOCTH), B TOM YHCIIE Ha OIUIATy pasBlEUCHHUH, OTJbIXA, TPOE3Ia K MECTY
OTABIXA, & TAKXKE Yy4aCTBOBATL B Pa3BJIEKATENILHBIX MEPOINPHATUSIX, MPOBOJUMBIX
3a CYET CPEJICTB KOMITAHUH, NPEJICTABUTENICH KOMITAHHIA;

4.2. 3aKMIoYaTh ¢ KOMIIaHWEH, NpeACTABUTENEM  KOMITAHUH
COTJIaleHust 0
Ha3HAYeHUW WIIM  PEKOMEHJIAlMM  IAlMEHTaM JIEKapCTBEHHbBIX  TPENapaTos,
MEJIMLIMHCKUX U3JIe/Idi (32 MCKIIIOYEHUEM JIOTOBOPOB O TIPOBEACHUH KITMHUUECKHUX
UCCIICIOBAHUM  JIGKAPCTBEHHBLIX  MPENapatoB,  KIMHUYECKUX  HUCIBITAHUH



MEJMUILMHCKUX H3IEIHI);

4.3. nojydaTh OT KOMITAHWH, NPEJCTABUTEINsl KOMIIAHHKM 00pasiibi
JNIeKapCTBEHHBIX TIPErapaToB, MEJMLIMHCKUX H3ICIUA JUlsl BPYHYEHHs IalleHTam
(32 MCKIIOYEHMEM — CIIydaeB, CB3aHHBIX C  [POBEICHHEM  KJIMHHYECKHX
MCCHeOBAaHUH  JIEKAPCTBEHHBIX — [PEIaparoB,  KJIMHUYECKUX  HUCIbITaHHH
MEeMLIMHCKHX U3ACTHH);

4.4. IPEIOCTABISTE [P HA3HAYEHUM Kypca JICUCHHS TALHCHTY
HEeJOCTOBEpHYIO W (WiIM)  HEeMojHylo  HHdopmanuio 00 HCIOIb3yeMbIX
JIeKapCTBEHHBIX MperapaTax, 0 MEJUIMHCKUX H3ACIHSIX, B TOM YHCIEC CKPbIBATH
CBEJICHUS O HAIMYUU B OOpaAlIeHHH aHAIOTHMYHBIX JIEKADCTBEHHbBIX TIpEraparos,
MEIULIMHCKUX U3IEITHH;

4.5. OCYHIECTBJISATh  IIPUEM  TIPEACTaBATENIeH  KOMIAaHWH,  3a
MCKJTIOYEHHEM CJIydaeB, CBSI3aHHBIX C MPOBEJAEHUEM KIIMHUYECKUX HUCCIIE/I0BAHNH
JIEKAPCTBEHHBIX [IPENapaToB, KIMHUYECKMX MCIBITAHWH MEIMLMHCKUX H3/eni,
y4acTUsi B YCTAHOBJIECHHOM mopsyike B COOpaHUsIX  MEJMUMHCKUX W
(apManeBTHYeCKHX PabOTHUKOB W HHbLIX MEPOINpPHUSTHSX, HANPaBICHHBIX Ha
MOBBILIEHHE MX IPO(ECCHOHAIBHOrO  YPOBHsI WM  Ha  IPEJIOCTABICHHUE
HH(GOPMALIMH, CBA3aHHOW C  OCYLIECTBICGHHEM MOHWTOPHUHIA  0e30MacHOCTH
NIeKapCTBEHHBIX  [IpernapartoB M MOHMTOPUHTA 0€30MaCHOCTH  MEJAMILHHCKHX
3TN,

4.6. BLINKCBIBATE  JIGKAPCTBEHHBIE — IIpenaparbl,  MEJHIHUHCKHE
w3Ieus Ha OJ1aHKkax, coaepKamux HHPOpMaLMIO PEKJIAMHOr0 Xapakrepa, a TakKe
Ha peLenTypHbIX OlaHKax, Ha KOTOPBIX 3apaHee HaledaraHo HAMMEHOBAHWC
JIEKAPCTBEHHOTO Iperiapara, MeJIMIIHHCKOTO U3AeI 1S

5. TlpencraBuTenu KOMIIAHMH MOIYT O3HAKOMMTBCS € HACTOSILIMM
[TopsnkoM, a TaiKe NONY4YHUTh KOINWIO Hactosiero lopsika no ycrHomy wiv
IMCEMEHHOMY 00paIleHuIO.

5.1. B ciiyyae BOZHUKHOBEHUSI CUTYALIMH, TIPU KOTOPOH Y MEAMIUHCKOIO
Wi apMaleBTHYecKoro pabOTHHKA YUPEXKIACHUS TIPH  OCYIICCTBICHUH WM
npodecCUOHANILHON  IedTeIbHOCTH  BO3HUKAET JIMYHAsh 3aWHTEPECOBAHHOCTHL B
MOYYEHHH JIMYHO JTHOO Yepes MNpeiCTaBUTENs KOMITAHHHY MATCPHAILHON BBITO/bI
WM MHOTO NPEUMYIIIECTBA, KOTOPOE BIMAET MM MOXKET TIOBJIMSTL HA HA/UIeKAlIee
FCIIOTHEHUE UMH NPOPECCHOHANBHBIX 00S3aHHOCTEH BCJIEACTBHE TPOTUBOPEUHSI
MEXy JMYHOM 3aHHTEPECOBAHHOCTBIO MEIMIIMHCKOrO pabOTHUKA ¥ HHTEpecaMu
NaluMedTa, MEJMUUHCKUHA  win - dapMaueBTHYeCKUH paborHuK  00s3aH
NPOUH(POPMUPOBATL 00 ITOM IIIABHOIO Bpaya yYpeKACHHSL.

5.2. 3a mapywenue Hacrosiuiero llopsiika  MeaMUMHCKHE W
papmareBTHUecKHe PaGOTHUKH YUPEKIAEHUS, a TAKIKE TPEJCTABUTE]IH KOMITAHHA,
HECYT OTBETCTBEHHOCTD, MPELyCMOTPEHHYIO JIEHCTBYIOLIMM 3aKOHOMATE/LCTBOM
Poccuiickoii depeparuu.

5.3. B oOTHOIIEHHWH MEIUUMHCKUX PAOOTHHUKOB YUPEKICHHs 34
napywenue  Hacrosmero Ilopsiaxka — MOryT — ObITH  TIPUMEHEHBI  MEpBI
JUCLUHMIUIHHAPHOTO  B3BICKAHMsL B COOTBETCTBUH € TpynoBeiM — KOJEKCOM
Poccuiickoit denepanuu.



