Ip wnoCeHIe

x npurasy NeFE om ﬂf Ly 20850

HOJIOXKEHHAE
00 opranu3anu# padoTsl Ho coGIIONCHNIO OTPARAYeHHH, HATArAeMbIX HA
MeIHUHHCKHX Pab0THUKOB IPH OCYNIECTRICHUA HME HPoGeccHOHATBHOH

JeHTOIRHOCTH

1.001HHe TOJ0MKeHHI

1. 1 Ionoxerue o6 oprammMsauyu paboTH 10 COOMIOASHMIO OIpAHMYEHWH, HallaraeMsix 1
MEMIMHCKIK  pabOTHHKOB TIPH OCYIIECTBICHHM WMH TPO(ECCHOHANBHON esTeNnsHOCTH (manee
«ITomoxeHuey)

, paspaboTaHo B COOTBETCTRBEH C:

- DeneparnbHEIM 3akoHOM 0T 21 Hoabps 2011 r. Ne 323-®3 «O6 0cHOBAX OXpaHE! 3I0POBLS rpa}K)Ia
& Pocentickoit ®epeparmny (nanee enepamprrlit saxon N 323- @3),

- Qefepanbuemn 3aK0HOM oT 12 ampent 2010 roma N 61-03 «06 obpamenns JIeKapCTBEHHE]
CPEHCTRY; |

- mocranopiaeHueM llpaswrenseTBa Pocemiickolt @emepammy or 12.11.20121, N 1152 «O
YTBOPHKICHHH TIONOXEHAA O TOCYNAPCTBEHHOM KOHTPOJIC KadeCTBa M OE30MACHOCTH MEIHLMHCKO
JEATCIHHOCTHN; | -

- Tpynorem xonexcom Poccriickol ®eaepamuu;

- MHBIMK JeHCTBYIOUIMMMN HépmaTm:BHounpaBOBmMH axramu Poccniickolt Qemepanmn (naliee —
«PD»). ,

1.2, Ilonoxerne periameRTHpyer paGoTy B MENHIMHCKOH OpTaHHM3AMH (7aee MO) n
co6moﬂ;eﬁmo OTPalHueHId], HANATacMEIX Ha MENMIHHCKHX DabOTHHKOB IIpY OCYIMECTRIEHMM WM.
PO eCCHOHAIBLHOM MEITENEHOCTH. '

2. Opraumsanus paGoTs! Mo co6/r04¢HIe OrpaHAYeHEH, HANATACMEIX HA METHIHECKHX paboTauKoB
IIPH OCYUIECTBJICHHH BMMH NP0 (heccHona bioil JesrTeLHOCTH

2.1.1TpuKazom pykoBoguTes MO:

2.1.1. Hasuavarores:

- OTRETCTBEHHOE JIMIO 3& opragusarmo paborst B MO 110 cofmone 0 orpasiaeHiH, Hamaraemun
Ha MCANIIMHCKIK paboTHAKOB ﬁpn OCYNIECTBIICHHH HMHE NP0 (PECCHONATLNON NesTeEHOCTH,
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- OTBETCTBEHHEIE JIMIA B moxpasfencHusx MO mo collioneHmo orpaHudeHwH, HANaraeMsx
MEIAIMHCKEX pab0THUKOB NIpPH OCYIECTBICHHH HMH Ipo{deccronanbHoMN HeSTENBHOCTH.

2.1.2. VTrepaIaroTes:

- FIOTOXEHHE O TOPsJIKe B3AMMONSHCTBYS MeTHIMHCKAX PabOTHAKOB MEMITEHCKOM OpraHms3ally
npencTaBHienﬁMﬁ opraHmsaiyit o paspaboTke, IPOU3BONCTBY WHIH PEaNU3alluy MEIUIIHCKIX H3TeT
NIeKAPCTBEHHEIX {IPENIApATOB, OpraHusalif, ofNajaromiuX NpaBaM#d Ha WCIIONE30BAHHE TOPIOR

HaUMECHORBaHHA JIEKAPCTREHHOIC IpeapaTa, OpI‘E.I-IHSﬁIJ;IflfI onTosoi TOPTOBIL JIEKAPCTERCHHBIMH CPeACTSA

aITCIEHX OpraHu3almy;

- COOTBETCTEYIOIIHE NOTIOMEEHHS B J0JBKHOCTHE® MHACTPYKUIHA MEIUIRHCKAX pabOTHHKOE;

- (OopMEl YBEAOMICHHN MEIMIMHCKMX H (apManeBTHYeckwx palOTHHKOE © HANAraeh
OTPaHRYCHHAX IIPH OCYIISCTRICHAR UM [IPOJeCCHOHANBHON NeATeIBHOCTH;

- HHEIE JIOKANBHEIE HOPMATHBHEIE aKThl IO BOIpocaM CoONIONeHHS OrpaHHYCHWH, HalaracMBIX
MEARIMHCKUX pab0THUKOR IIPH OCYIIECTBIEHMH UM NPOhecCHOHAIBHOH AesTe/IBHOCTH,

2.2. TIpu OCYIIECTBIGHHH CBOSH NESTG/IBHOCTH, ykasamuble B I 2.1.1. HacTogmero pasz
OrpercTBeHHEIE JIHIE, DPYKOBOACTBYETCS HOPMAME [GHCTBYIOIIEIO 3aKOHOJAATSABCTEA, HACTOMI
TTonosxeHneM, a TaxKe TOKANBHEX axT0oB MO IO BEIUEYKASAHHEM BOMIPOCAM. 7

23. X .KOMHETEHLU’IH OrpercTBEHHOTO JHIla 38 opraHusaumo paboter 83 MO mo cobmoner
OTpaHMIEHMl, HalaraeMEelX Ha MeIHUHHCKHX PaOOTHUKOR IPH QCYIIECTBICHHM WMH HpOdeccHOHAE
IeATEeNBHOCTH, OTHOCHTCA PEIlIeHHe CNEIYIONIHX BOIIPOCOR!

2.3.1. Opranwusamus paboTsl [0 CIeAYIOITHM HAIPaBTeHVIM:

1). Hamuuwe ¥ HKCOONE30BaHHME B MEAALMHCKOH opraHﬁsaum JOKYMEHTOB ¥ MaTepHal
XApaKTepH3YIOIMFX Oprany3anme paboTsl, HanpaBneHHON Ha COBIIONSHNE OTpaHMTCHHAHN, YCTaHOBIEH!
crarheli 74 Depepanproro saxona N 323-03, B ToM yHCcrne:

- JOTOBOPOB O IIOCTABKAX JICKAPCTBEHHEIX NPSMAapaToB, MEHHIMHCKHEX M3JEmuif, HH Tpy xa
obCToATeNbCTRAX, HE CONSPIKAINEX YCIHOBHI O HA3HAYEHWH MIIH PEKOMEHNAINY NamveHTaM JHb
HPEIIIOKCHHH HACEEHHIO ONPENEICHHBIX JCKaPCTBEHHBIX IPEHapaTos, MEIHIIMHCKUX H3ETHH;

- YTREPIKACHHOTO aAMHHHCTPAIMeH OpraHM3alyH IOPAKA YIacTHs IIpelCcTaBuTesell OpraHusan
3AHHUMAIOIHXCA  paspaboTiol, TPOMIBOACTEOM U (WIH) pes3alMell JIeKapCTBEHHEIX Ipelapa
MEIMUMHCKHX K3TeNvH, oprauusargai, o0Hataronix. [MpaBaMy Ha KCIIONE30BAaHHE TOPIrOBOr0 HAMMEHORE
NeKapCTREHHOTO NIPEnapara, OpraHU3aiuii ONTOROHM TOProBjiM JISKAPCTBEHHBIMK CpEOCTBAMMY, ATTCHI
opraausalyk (MX TpercTaBHTeNeH, WHBIX (HIHISCKHX H IOPHAHECCKHX JIHL, OCYIISCTBILTIOMHK O

OOSTONHHOOTE OT MMEHH DTHY OpraHusanui) (manee COOTRETCTREHUO - KOMITZHES, NPECTARUI

2



KOMIIAHHH) B COOPAHMIX MEIHIHHCKIX PabOTHHKOB B MHHIX MCDOUPHATHAX, CBA3AHHEIX ¢ IOBEINEHIEM
NpodecCHOHANEHOO YPOBHA WNH TPEAOCTARICHAEM HHDOPMATINE, TIPEeIYCMOTPEHHON JACTEIO 3 cTaThi
Defepanbaoro 3aK0HaN 61-®3 uwacreto 3 cratEn 96 DenepansHoro sakoma N 323-93;

- JOrOBODOB O TIPOBEASHWH KIMHAYSCKUX HCCIEIORAHU TICKAPCTBEHHEAIX TIPEHAPATOB, KITHHUIECK
HCIIEITaNuH MeIHIHHECKIX H3Nemal (B crydae, CCIH TAKOBBIE IIPOBOATCS);

- NOTOBOPOB 00 OCYIECTEBIICHHN MENHIMHCKEM PaboTHUKOM IearoTHueckol u (W) wayun
TCATCTEHOCTH (B ¢/Iydae, GClIH TAXOBaA MeATENLHOCTE OCYIECTRIIETCS);

2). VropMHpOBAHAE MEMMIIHHCKIX paboTHUKOB, ' IpeACTARKTENel KOMIAHmd u TPakAaH
YCTAHOBICHHEIX SAIIPETaX Ha COBEPIICHAE ONPEISTEHHEX NeHCTBHM F OTROTCTESHHOCTH 34 UX COBEPINEHH

3). TlpummstHe Mep mo HEJONYIUSHMIO  HAIMYMA ¥ [OSBICHAT B NOMEUIEHEAX MeIHIHHCK:
OPraHu3alyy GNaHKOB, COACPKAINX Ha(OPMALTHIO POIAMHOTO X&PaKTepa, PeNeNnTyPHEX GHaHKOE,
KOTOPBIX 32paHec HATICIATAHO HAHMEHOBAHHE JICKAPCTRSHHOI0 IIPETApare, MeTHITHHCKOTO H3)e/IH, d Tak
00pasioB NEKAPCTREHHEIX [IPENAPATOR | MEeIVLMHCKIK H3ISIVH 1 BpYYeHus TIALHMEHTAM,;

4). Amamms ofpanienuif rpawman, COZEpKAMMX CBEICHHT O JIPCIOCTABICHAM HELOCTOBEDHO
HeMOMHON M HCKAKEHHOM MEQOpMALME 00 HCNONBZYeMEIX  Ipu Ha3HAYCHWH Kypca JedeH:
ICKAPCTRCHHBIX TIDENApATaX, O MEFUIWHOKHX W3EEIHIX, BKIIOYas COKPEITHEC CBEUCHHMH O HAIHYHH
oOpAIIeHNY AHATIOTHYHEX JICKaPCTBCHHBIX NPETIAPATOR, MEVLIAHCKIX H3IeTI;

5) Amamyu3 BESBIEHHEIX B MeJMIHHCKOMN OPraHy3aliy CIyJacE HeCOONIONEHWS OrpandysHiL
YCTaHOBIICHHBIX cTarhed 74 QenepaisHoro zaxoma N 323-03 o paspaboTkod  mpeyioKeHn. 1y
PYKOBOLHTEIIL MEMMUIMHCKOH OpraHV3aluy, HAIPARICHHEX Ha TPEeNOTBPAIICHHE HeCOOMIOmeHY
or’paHquHzﬁ MEIHLHHCKEMHY PalOTHHKAM.

2.3.2. PykoroncTB0 OTBETCTREHHEIME THOAMHE 33 HaHHbII‘"I pasuen paGoTs B OApa3IeIeHusY MO;

2.3.3. Kortpoms 32 cocTosauen paboTH B mogpajzerenusx MO mo COOMFOAGHIIO 01 paHFHCHHM]
HajaraeMerX ha MeIHIHICKHX paCOTHHKOB IPH OCYINCCTRICHAY MK IPOMECCHOHANLHOH TeTeNEHOCT

2.3.4, Oprazmzangmg coBpannii Me IUUHECKIXK PabOTHHKOE H HEEIX MEpOOpEsITHi, OPexyCMOTPEHHED
HEHCTBYFOITEM 3d8KOHONUTEECTEOM, CBA3AHNEIX ¢ BONIPOCAMH COOMIONCHNA OTDANNYCHMM, HANATASMIIK 11
MELMUMHCKAX PAGOTHAKOB [P OCYINCCTENSHHM UMH IPO(ECCRORATERON OeATENBHOCT,

2.3.5. Pemenre BONPOCOB 0 11ei1ec005PasHOCTH OpopeleHus B MO KIMHHYECKHX HCCIeIoBaH
- ICKAPCTBEHHEIX IPElIaPATOR, KINBHEECKAX HCTIRITAHNN MEIUITHECKIX H3Ie/Hi:

2.3.6. Opranmsaius B3auMOAeHCTBHS B COOTBOGTCTRBHH G TpeOOBAHMAMH 3aKOHOJATENECTEBA PO M
CODIOAEHMIO OrpaHMTEHUl, HAMArAGMEIX HA MEIHMITHHCKEX pabOTHHKOB  TIPH OCYINECTBNEHMH WM

TPOQECCAOHANEHOH MeATeNLHOCTH, C OpraHHzaIHIMIL, SaHAMAKOIHMHACA paspaboTKoM, MpPOR3BOICTROM 1



(W) peanmsalied IeKapPCTBCHHBIX NPenapaToB, MEMIHHCKIX W3 0eTiH, OpraHmEaIvsIME, obnznar
[paBaMH HA UCTIONE30BAHME TOPTOBOIC HEWMEHOBAHHA NEKAPCTBEHHOTO Npenapara, OPraHH3:
OTOBOKY  TOproOBIH -neKachBeHHBIMH CPeACTBAMH, AUTEYHEIMH OpTeHH3aWSIME ([aNee COBMe:
KOMTIAHHE) ¥ HX UPE/ICTABUTELIMH (Ialiee — [IPeICTaBHTeNH KOMIIaHHR);

2.3 PaGCMOIpéHHe BOTIPOCOB, CBA3AHHEIX ¢ BOSHHKHOBSHHMEM KOH(DIIKTA HHTEpECC
B3aMMOIEHCTBHN MeTHIIHCKIX MO ¢ KOMOaHTSMA 1 TIPEICTABHTEIIIMH KOMIIAHHH,

2.3.8. Pemerre BOTIPOCOB O HeMecOOBPasHOCTH 1 HeobXouMOCTY TIpoBeflera B MO Tt
/¥t HECTPYKTAXKA 110 TPABEIAM PaBoTE ¢ OTPEHEICHBEIM BH/IOM MEIHIHHCKIX H3SIHIL:

2.3.9. Pemmienne BONpPOCOB 0 Heneco0bpasHocTH Hallpaenens Mepuiuicknx MO sa Mepomny
JUI 38CTYIIHBARKA HHQOPMATTHOHHEOTO HId HEyHHOrO HOKHa/a [0 BOUpocaM NPodMIAKTHKI, THATHC
¥ eyeHus 3a00eBanAH, CrielmdyKe IEYCHNT ONpe/leNeHEEX 3a50/enanmii Y OTHENBHEIX TPYIII IaIy
0COBEHHOCTAM NPHMEHEHNS OTIPEACICHHOIO METHIHECKOTO VISASIHS WIIH JTeKapCTBEHHOTO MIperar

~ EHBIM I CBASAHHLIM ~ TCMATHKAM, & TawKe MU OOCYsAGHHS  MeIUIHHCKUMH ‘paboTtH
BEIMSHEPETUCIICHHEIX BOPOCOB B HeILX oGMENa OLLITOM;

2.3.10. Opranmsanys KIEHHYECKAX Pa3BopoB B TecHOH CBISH ¢ BONPOCAMH 00 HCIIOIB30BAHT
HITH BHBLX TEKZPCTBEHHEIX IPENAPATOB, METUIHHCKIX U3ICIHi;

2.3.11.‘ Opranmsanms BaumomekicTems MO ¢ Kommamwsmu H, OpefCTABHTENAMH KOMIIaH:
BOTIpOCAM NPHMCHEHHA | HCHONL30BAHMS JIEKapCTBEHHAIX [IPEMAPATOB, MEAMIMHCKAX H3neTul B 0oj
YCT4HOBNECHHOM JOKaNEHEIME HOPMATHBHEIME axTaMy MO; 7

2.3.12. Pemeyme wuHBX BONIPOCOR, CBA3EHHBIX ¢ coOmoAsHHEM OrpaHHMeHul, HATAMASME
MCIHITHHOKHK HpHL  OCYIICCTBICHAN WMH IPO(ECcCHOHATEHON — HeATENEHOCTH, YOTAaHOBIE
DesiepaiuEi 3akonoM or 21 Hoabpa 2011 r. Ne 323-03 «OF ocuomax OXPAHE] BHOPOBEA Ipa,
Pocentickolt Memeparmey B Mepepansuem saxomnoM oT 12 anpena 2010 roma N 61-®3 «O6 ofpan
TeKAPCTECHHEIX CPEICTRY. _

2.4, K xomieTeHIHH OTBETCTREHHEIX HHKI] 38 OprafAuzamiio paborer B moppasmenemmsx M
COGIMONEHAIO OIPAHUYCHNY, HANATAEMEIX Ha METUIHHCKIX pabOTHHKOB  OPH OCYIIECTRIEHHA
NPOECCHORANEHOM HEATEIEHOCTH, OTHOCKTCS PELICHHe CIIEYXOMIAX BOIPOCOR:

2.4.1. VndhopMHUpOBAHHE MeTAIMHCKIX COOTBETCTBYIOMNUX nioxpasjenenuit MO of orpanmnye
HajaraeMEIX Ha MEIAIHHCKAX paboTHHKOB [PH OCYNIECTRICHNA MY npocjueccriéHanBHoﬁ HeATeNbHACT,

24.2.  Oprasusanus paSoTst B COOTBSICTBYROIIAX noppazmenennsx MO mo coBmom

DI’PQHHT-ISHHE/‘I, HanaragMbuIx HA MEHWUIMHCGKIK pﬂﬁOTHHKOB IIpY OCYIIECTBRISHWH HMI HPOQ?ECGHOHM

IETTEIEHOCTI;



243, Pemenue BOIPOCOB B IPENEHAX CBOSH KOMIETCHIEH O enecoofpasHOCTH TIPOBE
noppaspeneman MO KIHHHIeCKHX MCCIENOBAHYN JTeKapCTBEHHEIE NPenapaTon, KIHHHISCKHX He:
MEIMITHHOKHX W3 ICIHH;

0 4.4, BaapMOEHCTBYE B COOTBETCTBHM C TPeGOBAHUIME 328KOBOLATE/BCTRE P® mo ¢obn
orperdeHil, RANATAcMsIX Ha MEIMIALCKHX PabOTHMKOB NP ocymecﬁan‘eﬁﬂn T podeccHc
TEATEIBHOCTH, ¢ KOMIAHWAMH K npé;(cTaBn'renaMH KOMITaHHH;

2.4.5. Pemen e BOIPOCOB B TIPEAENax CBOGH KOMIETSHIHK O nenecoofpasHocTH B HE00XC
npopefenna B nogpasaeitenuy MO Tpenanra /AN AHCTPYKTANE 10 TpaBunam paloTst ¢ onpel
BHIOM MEIHIHHCKIX H3IETHHT;

2.4.6. Ilpsacrapnenue npeyuioxennit - OTBEICTBEHHOMY. JIAITY 32 opraﬁmaumo paﬁOTBI B
COBIIONEHMIO OTpaHHyYCHH, HanaraeMbBIX HA MERHIIMHCKHX pabOTHHKOB — IPA OCYLIECTBIIC!
npod)ecCHOHANEHOH  HesTeNBHOCTH, O Leieco0bpasHoCTy  HAIIPABISHMA MEIHIMHCKAX pal
ﬁOleas,D;&J‘IEHHH MO Ha MEPOTPHATHA I 3acTyllIuBaHuT AH(OPMEHHORHOTO HITH HAYYHOTO N0
BOIIPOCAM TPOQEIAKTHKY, AMACHOCTHKM K JICHEHMH aafoncpanyii, crermduke RCUCHIM OTIPE)
saﬁonesaﬁm y OTHETBHEIX TPYII TEIHEHTOB, 0COGESHHOCTAM IPHMEHSHYS OTIPEHACIISHHOTO MeIH
A3NENUs. VUM TEKAPCTBGHHOTO IPONAPATA W WHBIM CBASAEHBIM TCMATHKAM, a TaloKe g obi
MEIVITRCKIME pAGOTHEKAMH BEIIISTICPEUICIIeHHEIX BOIIPOCOB B EJIAX ofMeHa OIIEITOM;

2.4.7. TloAroTORKA MATEPHANOB AUl MPOBEASHIA KIMHHIECKHX pasfopos B TECHOH CBAM C B
06 FCIIONB30BANMY TEX IV HHEIX JISKAPCTREHHEIX FPeapaTos, MeHIMHCKAX u3jlemml;

2.4.8. BaapMomelicTBHe ¢ KOMUAHIIME F TPEACTABHTCIAME KOMIIaHMI IO BOIIPOCAM TPHM
HCIIONB30BAIH  NEKAPCTBEHHEIX TIPEITAPATOB, MEIHIAHCKIK p3flenMidi B TIOpAAKe, YCTaH
TOKANLHEIME HOPMaTHBHEIME axramu MO;

2,49, Kourpons 3a cobioneHueM orparmueHul, HATAraeMBIX Ha MEJULIMHCKAX paboTr:
OCYIECTBIEHME HMH IPOheCccHOHaNBHOH eATEeNEHOCTH;

2.4.,10. Mudopmuposarue pykosoncisa MO o cydasx HecoBONEHKs OrpaHmdeHut, HaTa
MEIHLMHCKMX DPAafOTHUKOBR TPU OCYIIECTBICHUN HMHA npodECCHORANBHON HEATENBHOCTH, ¢
CITywaMy BO3HAKHOBEHUS KOHGIIMICTA HETEPECOB B JAHHOH c@ej)e.

3. OrpaHnvesHys H 3aIPeThI, COTII0NCHNE KOTOPBIX ofecnedARAETCH B MEJIHITHES
OpraHH3anau
3.1. B coorpercTeui ¢ TpeboBammamy cr. 74 (DerepantHOrO 3aK0HA N 323-03 wme

paboTHHKY BE BIpaBe:

- NpHEMMATD OT NPeIeTaBuTenei KOMImEHY JSHeNHWLIE CcpejcTEa, B TOM TWHCIC
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Pa3BICUCHMH, OTZBIXA, IPOe3a K MECTY OTHBIXE, 32 MCKIUOICHHEM BOSHATPAKIECHWH IO JOrOBODAM Iif
DPOBEJICHHM KIHHWHMSCKMX HCCASNOBAHHM JISKapDCTBEHHBIX 1IPENaparToB, KIHEMYECKWX UCIILITAH!
MeIAIHCKIX H3MEMHi, B CBASK C OCYMECTBICHHEM MEAMIMLCKYM PabOTHHKOM MeJarorqueckoit o (it
HayIHO! HeATeNbHOCTH, ‘

~ IPUHHAMETE OT HIPENCTABATENeH KOMIIAHIY IOAApPKHY;

- [IPUHUMATE YUACTHE B Pa3BIICKATEABHEIX Méponpm’mﬂx, MPOBORMMEIX 38 CHET CPEJICTB KoMilaHu
NPERCTABUTENEH KOMIAHRH;

~ 3aKnm4ars o KOMHaHHEI.:T, HPEACTABUTEICM KOMIIAHMH COTTIAUIEHMAd © HA3HAYCHHH HJ

_ PeKOMEHIAUMY TIAIEEHTaM JIEKAPCTBEHMEIX IIPCTIAPATOB, MEIHIWHCKEX M3genwil (32 HMCKIGYeHHme

[OTOBOPOB O IPOBEJEHHH KIMHHICCKHX HCCNCMOBAHHN JIEKAPCTBEHHEIX IPeNapaTtoB, KIHHHIECK
FCIIBITAHH MEIHI[HHCKHX H3EITHH);

- HONYy4yaTh OT KOMI&HHH, HPEACTABHICIT KOMIIAHMA o0pasIsl JIeKapCTBEHHBIX MpENapaTo
MEeNHUMHCKHX U316kl And BpyUeHUs NallMeHTaM (38 MCKIFOUCHHEM CIy44acB, CBA3AHHEIX C TIPOBE/ISHHE
KNMHUYSCKHX HCCNeAOBaHME JICKAPCTBEHHBIX HpEHapaTos, KIMHHYECKHX HCTHITAHUY  MEIUIHACKE
F3JIeNni);

- BPYYaTh _' TMal@CHTaM TakHe o0pasHel 33 HCKIIOYEHHEM CIIyuacB, CBAZAHHKWX C IPOBEIEHHC
KIHHHYECKAX HCC/IEOBAHMY [IeKapCTBEHHBIX IIPEeIapaToB, KIMHWYECKMX HCHBITAHME MEMHITMHCKE
H3IenHi;

- IPeROCTERILITE IPH HA3HAUSHHHN Kyp'cé JeYCHMA NAllHeHTY HEIOCTOBEDHYIO, HEIONHYID HF
FCKAKESHHYI0 HHGOPMAIIEO 06 MCHOTB3YEMEIX JSKAPCTBCHHEIX [PENAPATax, 0 MEAULHHCKIX H3NCINIX,
TOM HHCJIe CKPEIBATE CBEICHWA O HAIRYHH B 00OpAalteHHH aHanoquHLb( JEKApCTBSHHEIX IIPENapaTo
MeTUITHHCKIX H3eTul; _ » _ ;

~ OCYIWIECTRIATE NPHUEM IPENCTABHMTENCH KOMUAHHH, 32 HCKNIOYEHHEM CIYYASE, CBZaHHEX
LPOBEJEHHEM KIMBMYECKMX HCCICIOBAHKY JIGKADCTBEHHBIX IIPENapaioB, KIMHWYECKHX HCIBITAHY
METHIMHCKIX H3ACMH, Y9acTH B IOPAKE, YCTAHOBICHHOM aIMUHACTPAIMEH MeMITHHCKOM Opranusam
B cobpaHusx 'Me,uHHKHCKHX pabOTHHKOB W WHEIX MEpPONPUATHAX, CBASAHHAIX C TOBLIIICHHEM ¥
npodeccHOHANEHOT0 YPOBHS HITH NIPEFCCTARIEHEEM HHDOPMAIHY, [PEeNyCMOTPEHHOH JacTeIo 3 cTaThH {

PenepansHoro 3axoEa oT 12 ampems 2010 roga N 61-©3 "06 ofpamesun neKapeTREHHEX cpefcTn”

" 1acTero 3 craTen 96 PepepanbHOrO 3aK0HA o121 HOﬂGp;L 2011 r. No 323-@3 «OG6 ocHOBaxX 0XpatELl 3ICPORI

rpaxnan B Poccriickon Depepariuims;
= BEIIUCEIBATE JISKB_]_JDTEBHHBIE TIpEenapaTel, MeIUIMHCKHS HINeNHd Ha SJIEIHK&X, CORCPIKaII:

HADOPMALIHIO PEKIIAMHOTO XapaKTepad, a TAKKS fa PeIeTYPHbIX Grankax, Ha KOTOPHX 33DAHEE HALEYATar

e



HaUMEHOBaHHE IEKaPCTBEHHOT0 IPENapaTa, MEIHIIHMHCKOIO W3 IeIHs,

3.2, B MennuaHCKOH Opradmusalyy 3ampelaeTcs:

- HAllW4He Y MEUUMHCKAX PabOTHHKOB CYBEHHPHOHM UPOIYKIWKM OT KOMIAHMHM, UPENCTar
KOMHIaHHH;

- HAJHYHE B MenHﬁHHcKofii OpraHH3ailiy CYBCHAPHOH NMPOIYKUWH OT KOMIAHHH, IPEeCcTaBn:
KOMIaHuH (32 HCKTIOICEHEM BDSHarpa}ﬁ,ueHHﬁ {10 OTOBOPAM IIPH NIPOBENCHUN KIFHMISCKAX HCCIEH0
ASKAPCTBEHHEIX IPENApaToB, KIMHUICCKHX MCUBTAHHH MEIMIRHCKHX M3LCNHA, BOSHAIDENK)
CBS3EHHBIC C OCYHICCTBNCHUCM MCAMIMHCKAM DaGOTHHKOM Iefarorwdeckol u  (unu) Ha
JIEATENLHOCTH); -

- Hanpg#e B JOTOBOPEX C KOMIAHHeH (IIPE/ICTABHTENEM KOMHAHHH) O IOCTABKAX JIEKAPCTH!
[[PETAPATOB YCIOBWME O HA3HAUCHWM MM PEKOMEHIAlHM NAIMCHTaM ONpe/AeNiSHEX JIEKapCTB:
_NIPENapaToB (32 HCKIIOYEHHEM NOIOBOPOB O NPOBENCHMM KIMHHIECKHX WCCHGHOBAHMI JIEKapCTs:
TIPETIapaion);

- HAJIMYHME B JIOTOBOPAEX O TIOCTABKE MEIHIMHCKMX M3IeIul ¢ KOMIAHMEH (TIpeicTaBuTes e KOML
YCHOBHHA © Ha3HaYCHWN MIM PCKOMEHASHMM TallUeHTaM OUpPeIeNSHHEIX MEIHIIMHCKHX H3ZCIE
HCKITFOUCHHEM JIOIOBOPOR O MPOBEICHHH KIHHIUSCKIX FOTTLITAHA MEHIHHCKIX HM3AeMIit);

- HalgHgHe B MEJMIMHCKOH OpranwsalpM 00pasLOB NEKaPCTBSHHEIX IIPETIAPATOBR IS ERY
NalieHTaM (3a HCKIOYEHHeM CIIY4acB, CBA3GHHEIX C MHPOBEJIGHHEM KIHHFYCCKHX WCCIEIO
TEKapPCTBEHHEIX TIPeNapaToB);

- HAJIMUKe B MEIFIMHCKOM OpraHM3anyy o0pasiioB MEEHLMHCKYX H3eNH Uit BpyJYeHHI Haiy
(32 HCKMOUEHHEM CITYIaes, CBA3aHHEIX ¢ MPORSACHUEM KIHHHICCKHX UCTIETARHH MEHITHECKIX H3jiel

- HAIIHUHE B MeHIMECKOM opranmsanuy 6IaHKOB, CoIeparix HHHOPMAITHIO PEKITAMHOT0 Xap:
0 JEKAPCTBEHHOM PETIAPATE;

- HATTHYAE B MEIANHMHCKON OpraHyusatiy OIarnkos, COASPRATINX HEQOPMAIHIO PERIAMHOTO Xap:
O MEAHLIHCKOM H3/IeITHH,

~ TIp8OCTARIIeHHE HeAOCTOREPHOH, HeTIONHOM Nl HCKAXeHHoH unopManyy o ACIoNLEyeML
Ha3HAYEHWH Kypca JICUSHMs JICKAPCTBEHHBX TpeTaparax, BKIOYad COKPEITHE CBEASHMI O Haimu
ofpalieHud aHaNOrWuHEIX JISKAPCTBEHHAIX TperaparoR mub0 O HaNWYHKE B MEOMUIMHCKOH oprame
TEKAPCTBEHHEIX TIPETapaToB, WMEIOIIAX ONWHAKOB0E MEXIYHAPOIHOE HEeMATEHTOBAHHOC HAWMEHO
BKITFOGAs COKPEITHE MH(POPMAIHA O HATKIHL TeKapCeTBeEHEIX IIPEapaTos HMEINHX Gojlee HEIKYIO 1l

3.3. Komrpons 3a cocrosrueM pabots 8 MO 0o cobIOsesmio yKasaHuRx. B IyHKrax 3.1,

DI‘_D&HPT‘IEHHﬁ ¥ 3ANPCTOB, HaaracMblx #Ha MCHMITHECKIX pﬁGUTHI/IKOB OpE OCYIUCUTBICHYY



pothecCHOHANEHOM JeATeI5H0CTH, OCYILECTBIIET OTBETCTBEHHOS JIMTO 33 OPTaHU3aIiiIo TarHoH pat
MO. '
4. Hedicrens aqmuracTpanud MO npu BLISBASHUH Clydas HecoOIONeHNA OTpauuten
HAJIaTAEMBIX HA METHIMHCKHX paGOTHHKOR IPH 0CYIIecTBICHHA HME NpPOodeccHoHIbE
’ HeATETBHOCTH

4,1, TIp¥ BHIABICHHH CIIydas HecoONIONeHHs OrpaHuueHnl, HalaraeMbiX Ha MEIHIY
palOTHHKOR HpH OCYIECTBICHUY MMHA NPOQEeCCHOaNbHOM IesTeIEHOCTH, OTBeTCIBEHHEIE JIHIO 38
Hanpasnerue pafoTel 38 MO IOBOJUT KO CBEASHHA PYKOBOJMTEILT MO Hﬂ@opméumo O BEISBI
HApYWICHHH,

42. TlpukasoM pykosojurens MO mo Qakry HepymeHWs co3jabred KOMHCCHS H IIPOB
ciiyaReOHOe pacclIeIoBatue,

4.3, TTo pesynbraraM CIyKeOHOr0 paccieJoBaHus COCTaBIAETCS COOTBETCTRBYFOIMH axT.

4.4, TIpn BHABICHAN BUHOBHALX JIHIT pyKoBojpirens MO mpuHuMacT peHenye O IPHEISUCHY
OTEETCTBEHHEOCTH B COOTBETCTBHM ¢ AeHCTRYIOMMM 38KOHO IaTeNECTBOM.

5. Samnmqﬁ'rem;ﬂme HOJ0MKeHMT

5.1. Hacrosinee TlonoxeH e BCTYTAST B CHILY © MOMéH’Ta VTBeIKICHHA ¥ ,ueﬁéTByer Beccpoyr

5.2. Bee menmumrckae MO HeCyT OTBETCTBEHHOCTE 32 BEIIONHEHHE HACTOSTIETO Tomnox
COOTBETCTBHA ¢ NEHCTBYIOMHM 3aKOHOATENECTEOM,

53, ViaMeHeHWS B HACTOsIiee IIONOMEHWe MOTyT OBITB BHECSHBI MPHKA30M PYKOBC
MEUIEECKON OprasH3aIAd TyTeM yTBepRerns [10110KeHNA B HOBOH peTaKiuy. A

5.4. B ciIyuae BOSHUKHOBEHHS KOHQIAKTAE MEXKIY HOPMaMH JIOKABHOIO aKTa MO, peryaupy

YKazaHHBIC B II0JI0XCHHH BOIIPOCE, H HOPDMaMH "acrosmmere [lonoxeHus TPAMEHAIOTCA - HOPMI

APHHATCOrO II03AHEE.



Hpunooiceiue .

k npurazy NedLom_ 28, L4050, .
HOJIOXEHHE

0 HOPSIJKE B3auMOAeHCTBHSA MeIMOAHCKAX Pab0THHKOB MeAHITHHCKOM
OPTaHKE3A0HHA ¢ IPeACTABATEMME OPTaHA3ANEHN 16 pa3padoTke,
IPOH3BOJICTRY K/HIN PEAH3ANAY MeTHUHACKAX H3Keiull, JeKapCTBeHRELX
NpenapaTos, OPTaHY3ALH, 00/IaAF0IHX TPAaBaAMHA HA KCHCIL30BAHES
TOPIOBOT0 HAHMEHOBAHESA JeKaPCTBEHHOTO NPeHapara, Oprauuianui

ONTOBOHA TOPrOBIM JeKADCTBEHHBIMHE CPEACTBAME, ANTCYHEIX OpranEsanui

1.00mue nonomxenus
1.1. Hacrosmree Tlonoxense paspaboralo B COOTBETCTRHH C;

- QenmepambEsM 3akoHoM 0T 2] HosOps 2011 1. Ne 323-03 «O6 ocHOBEX OXpars
3ICPOBEA ThaxiaE B Poccuiickoli Cbenepénm»;

- PenepameaEM 3aK0HoM 0T 12 anpess 2010 r. N 61-03 «06 oSpamerss 1eKapCTRERABX
CPEACTR,

- HOCTAHOBIEHHEN IpanmremscTea Pocermiexor enepame or 12.11.2012 1. N 1152 «06
VEBSPHKIEHWE NOJNOXKEHHS O TOCYZADPCTBEHHOM KOHTPONIE KadecIBa M OE30MACHOCTH
MENANHHECKOH IeITCIPHOCTH Y,

- TpynoremM xonexcoMm Pocertickol Pexeparis;

- HHBIME JeHCTEYIOIUMHE HOPMATHREO-TIPABOBEIMA axTaMu Poccuiickol Oenepartum.,

1.2, Hactosmee JlozosxeHze dﬂpeﬂ;eﬂﬂe’r QopMsl H YCTAHABIHMBACT I[IPABHIA
B3aMMOJEHCTEHA MCIMIMECKEX DPabOTHUKOB MEIHITMHCKON Opradv3anys (a1ee COBMECTHO K B
OTAENBHOCTH - Mejmmuackae padotEmxn MO) ¢  opraEwsamuaME, 3aHHMAKIIEMECH
paspaboTrOoH, IPOH3BOLCTEOM H (MIIH) Peald3anHci TeKapCTRCHHRE IPenapaTon, MEIHIHHCKEX
w3flenwi, OpramM3an#saMu, o0NamaionIRMH [OpaBaMHE Ha  HCIONB30BAHHEC  TOPIOBOTO
HAUMEHORH IS ﬂekapcheHHoro Ipenapara, — OpraHM3aNHsMH  OUTOBOM  TOPrOBIE
JIEKAPCTBSHHEBIME CPEACTBAMY, AITCYHRIME OPTaHM3alHIMHE (JlaJlee COBMECTHO - KOMIIAHUH) &
HX IPEICTaRATEIIME (IAlee — IPEICTABATEIH KOMIIAHML).

1.3. Hacrosmiee IlonmosxkeHHe oO0S38TEIREC IS COODONeREsS BCeME MemHITHICKHMY
paborarrame MO. _

2, @opMEI B3I3EMOeRCTBHS ¢ MPCICTABHT/SIME KOMIANKE

2.1. GopMaMp B3auMONEHCTRAS ¢ IPEICTABHTEISIMA KOMIAEF SBIITIOTCS CIeIyIomHe:






