I'OCYIAPCTBEHHOE BIO/DKETHOE VUPEX/EHHE 3/IPABOOXPAHEHHA
«KPAEBAS KIIMHUYECKAS FOJIbHULIA Ne 2»
MHUHUCTEPCTBA 3[JPABOOXPAHEHU S KPACHOJJAPCKOI'O KPAS
(TBY3 «KKB Ne 2»)

IIPAKA3
8 . LT 2025 Ne 75

r. KpacHonap

06 yreep:knennu IlpaBuii nposeaeHust KIHHHYECKOTO0
HceJIe0BaHus JIEKAPCTBEHHBIX NPenapaToB A1 MEAHIHHCKOro
npumenenust B 'BY3 «KKb Ne 2

B 1ensX AaxkTyalu3aldd €IWHOTO IOpsA/Ka OpraHu3alMd M IPOBEACHHS
KIMHAYECKAX MCCIENOBAHMI JIE€KAapCTBEHHBIX IIpenapaToB JJIsI MEAULIMHCKOrO
IpUMEHEHHs C ydYacTHeM 4eloBeKa B KauecTBe CyOBeKTa KIMHMYECKOTO
WCCIIEI0BaHNS B TOCYINAPCTBEHHOM OIOJDKETHOM YUYPEXKICHUH 3PaBOOXPaHCHUA
«KpaeBas KiuHudeckas OompHmma Ne 2» MMHHCTEPCTBA 3APaBOOXPAHCHHUA
KpacHozapcKoro Kpas, 1 p ¥ K a 3 bI B @ 10:

1. VYTBepmuTh mpuiaraemble IlpaBuiia NPOBEACHMA — KIHHHYCCKOTO
HCCIleJOBaHMs JIEKapCTBEHHBIX IIperapaTtoB Jiss MEJUI[MHCKOro NPUMEHCHHUS B
I'BY3 «KKb Ne 2».

2. MeHemkepy IO CBS3SIM ¢ OOIIECTBEHHOCTBIO OT/IeNIa OpraHu3allii TIATHRIX
MEIMIMHCKIX YCIyT H I06POBOJIBHOrO MEeIMIMHCKOro crpaxosanus Cailosy ILB.
obecreunTh pasmelneHue IIpaBun MpoBeNCHUS KIMHHYECKOrO HCCIICA0BAHMA
JIeKapCTBEHHBIX TIPENapaToB Ui MEAWIUHCKOIO MPUMEHEHUS B I'BY3 «KKB Ne 2y,
yTBEpIKISHHBIX HACTOSIIMM NIPUKA30M, Ha OQHUIHATEHOM CalTe YIPEKACHH.

3.  3aMecTHTeNAM T[IABHOrO Bpaya M  PYKOBOJAMTENSM  JiedeGHO-
JAATHOCTHHYECKHX TOAPA3eNeHuii OCYIIECTBIATE KOHTPONb 33 COOMIOJCHUEM
TpUIaraeMeIx 1IpaBuil MpOBeJeHNs KIMHMYECKOro MCCIIEOBAHMS JIeKapCTBCHHBIX
IpernapaToB Ul MEIUIMHCKOTO NIPUMEHEHHS B I'bY3 «KKb Ne 2» npu npoBeicHIN
KIMHWYECKIX UCCIIe0BaHUI B MOAYMHEHHBIX TIOAPa3ACICHIAX.

4. pusnats yTpartuBmM cuity mpukas I'BY3 «KKb No 2» or 26.08.2019
Ne 522 «O6 yrtBepknenun IIpaBun mNpoBeeHHs KIHHUYECKOrO HCCICIOBaHMA
JIeKapCTBEHHBIX TIPENapaToB Ui MEAUIIMHCKOrO MPUMEHCHUS B T'BY3 «KKB Ne2».

5. KouTpoIib 32 BBIIOJHEHHEM HACTOSIIEIO IIPX OCTaBJISIO 32 COOOM.

/%A. ["abpusis

I'1aBHBIN Bpay

["anpueHKo Knpunn Bukroposud
+7(861) 2220048



IIpunoxxenue

YTBEPX/IEHLI
npukasom I'bY3 «KKbB Ne 2»
or P40 525 Ne F76

ITPABUJIA
NpOoBeJeHHs KJIHHHYECKOro HCCaeT0BaHuS

JIEKapCTBEHHBIX NPenaparToB AJIs MEAHIHHCKOT0 NPHMEHEHHS B
I'bBY3 «KKB Ne 2»

1. O0mue moJsioxkeHust

1.1. Hacrosmue IlpaBuiia ycTaHaBIUBAIOT €MUHBINA TOPSIOK OPraHU3aLMU U
MPOBENECHMs] KIMHUYECKAX HCCICIOBAaHUM JI€KapCTBEHHBIX IIperaparoB s
MEIUIMHCKOrO NPUMEHEHWs C Yyd4acTHeM dYeloBeKa B KaudecTBe CyObekTa
KIMHHYECKOIO0 HCCIENOBAaHUS B TOCYIapCTBEHHOM OFO/DKETHOM YUpPEKIEHHH
3apaBooxpanenuss «KpaeBad xiauHMYeckas OosbHuna Ne 2» MHHHCTEpPCTBa
3/ipaBooxpaHenus: KpacHomapckoro kpas.

1.2. Hacrosimue IlpaBuna pa3paboradHsl B COOTBETCTBUU C TPeOOBaHUSIMHU
JIEHCTBYIOIIIEr0 3aKOHO1aTeNbeTBa Poccuiickoit Menepaliiy ¥ OCHOBAHBI HA HOpMaXx:

Konctutryuun Poccutickoit @enepariuy;

I"'paxxnanckoro konexca Poccuiickoit @enepannu;

@®enepansHoro 3axkona ot 12.04.2010 Ne 61-®3 «O6 obOpainennn
JIEKapCTBEHHBIX CPEACTB» (C U3MEHEHUSIMU U JIOITOTHEHUSIMH ),

DenepanpHoro 3axkona ot 21.11.2011 Ne 323-®3 «0O6 ocHoBax o0XpaHBI
3M0poBhs rpaxkaad B Poccuiickoit Menepannmy (¢ USMEHEHUSMU U TONOTHEHUSIMHU );

HalnuoHansHOro crannapra Poccuiickoit ®@epepammu ['OCT P 52379-2005
«Hajnexairas KiIMHUYeCKas IpakTuka» (yTBepakaeHHOro npuxazoM DemnepanbHOro
areHTCTBa I10 TEXHUYECKOMY peryJHpOBaHHIO U MeTposioruu ot 27.09.2005
Ne 232-c71); '

IIOCTAHOBIICHUS [IpaBuTtenscTBa Poccuiickoii Denepanuu OT
13.09.2010 Ne 714  «OO6  yrBepkaeHHMM  THUIOBBIX TpaBHJI  00S3aTENHHOIO
CTPaxOBaHMs JKU3HU U 3[0POBLSl TMAallMeHTa, YYacTBYIOIIEr0 B KIMHUYECKUX
UCCIEN0BAHMAX JIGKAPCTBEHHOIO MperapaTay (C UBMEHEHUSIMH U JIOTIOJTHEHUSIMH );

peuienist CoBera EBpasuiickoil sxoHOMuUYeckod komuccuu ot 03.11.2016
Ne 79«06 yrBepxnenuu [lpasun wHamexamed KIMHUYECKOW IPAKTUKH
EBpPasuiicKOro 3KCHOMUYECKOIO COM3a»;
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pemenust Cosera EBpasuiickoll skoHoMuveckod komuccuu ot 03.11.2016
No 85 «O6 yTBepxaenuu [IpaBuil NpOBeIeHUs UCCIEI0BAHMI OMO3KBUBAICHTHOCTH
JIeKapCTBEHHBIX MPENapaToB B paMKax EBpasuiiCKOro 3KOHOMUYECKOI0 COK03a»;

npukaza MuHHCTepeTBa 31paBooxpaHeHust Poccuiickoit Dezxepanuu  OT
19.01.2018 Ne 205 «O6  yTBepxkaeHMM  AJIMHHUCTPATHBHOTO  perjiaMeHTa
MmuHncTepeTBa 3apaBooxpaHenusd Poccuiickod Denmepanud 10 IPEIOCTABICHHIO
rocyJlapCTBEHHON YCIYI'M IO Bblaue paspellieHust Ha IIPOBEJeHHE KIMHUIECKOro
MCCIeIOBAHMUS IEKAPCTBEHHOTO TIpenapaTa Jjsd MeIUIIUHCKOT0 IIPUMEHEHHU

nprkasza Munsnpasa Pocenu o1 17.01.2025 Ne 131 «O06 yTBepKIeHUH (hopMBI
coOOIeHHs O 3aBepIlieHHH, NPUOCTAHOBICHUM WU IPEKPAeHUH KIMHIMYECKOTO
MCCIIeIOBAHHUS JIEKAPCTBEHHOTO IIperapara JUisi MEAMLMHCKOIo INpHUMEHEHHMS,
mopsiika ONnyOJIMKOBaHMS U pasMelleHusi Ha oQuIManbHOM caiite MuHHCTEPCTBA
3[(PAaBOOXPaHEHHUSI Poccuiickoit denepanuu B WHQOPMALIMOHHO-
TEJICKOMMYHHUKALIMOHHON ceTh «VIHTepHET» TaKOTO COOOIICHHUD);

npukaza Mumsapasa Poccuz or 29.04.2025 Ne 260 «O06 yTBepXkIeHHH
MPaBUJI XpaHEHHsI TEKApPCTBEHHBIX CPEJICTB VISl MEIUIIMHCKOTO IPUMEHEHUS .

1.3. B macrosmmx [IpaBunax NpHUMEHSIOTCS TEePMHMHBI M ONPEICICHHA,
ucrons3yemsle B Oezepansaom sakore or 12.04.2010 Ne 61-@3 «O6 obpariernu
JIEKapCTBEHHBIX CPENCTBY», & TakKe CIEeIyIolue TePMUHBI ¢ COOTBETCTBYIOIIMMH
- OTIpeIeIeHUAMM: '

' Hamnekamas KJIMHHYECKAa# NPaKTHKA — CBOJ OTHYECKHMX W Hay4YHBIX
TpeGoBaHWi K TIaHUPOBAHMIO, MPOBEAEHHIO, pealli3aliy, MOHUTOPUHTY, ayIuTy,
JOKyMEHTUPOBAHHWIO, AaHAU3y M IPEJICTABICHHUI0 pPEe3yIbTaTOB KIMHHIECKUX
Heclle[oBanKi, ODeCeunBarOIAX 3alIUTy IpaB, Oe3011aCHOCTH M OJaronoryydus
cyOBEKTOB HCCIIE[0BaHUA M TONydYeHHEe B paMKaxX KIMHMYECKOTro HMCCIeNOBaHHA
HAEKHBIX U JOCTOBEPHBIX JaHHBIX;

KoHTpareHT — (Qu3uyYecKoe UM IOPUANIECKOE JMIO, ObIafaromiee npaBamMu
Ha pe3ylbTaThl JOKIMHHYECKHX MCCIENOBAaHWH  JEKapCTBEHHOIO  CpPE/CTBa,
KIMHAYECKAX VCCIIeOBAaHMH JTeKapCTBEHHOTO MpernapaTa U (MjiM) Ha TEXHOJIOTHIO
n‘pomBonc:TBa' JNIeKapCTBEHHOTO CpescTBa (4 TakKe YIOTHOMOYEHHOE MM JIHIO),
KeJlatollee 3aKIOUMTh MM 3aKITIOYHBIIEE JOrOBOP KIIMHHHYECKOTO HCCIIeIOBaHuUs C
I'bY3 «KKB No D5 '

queﬁmeﬂne — TOCYapCTBEHHOE GIODKETHOE YUPEeXK/ICHUE 3APAaBOOXPAHCHUS
«KpaeBas xiuHudeckas Gompruia Ne 2» MHMHMCTEPCTBA  3APABOOXPAHCHHA
Kpacnonapckoro xpas;

WccaetoBaTelb — (U3WUEecKOe IWMIO, OTBEYalollee 3a IIPOBEJICHHE
[CCIIe/IOBaHMS B UCCIENOBATEIFCKOM eHTpe. B ciydyae nmpoBeieHus UCClIe/I0BaHus B
MCClIeIOBATEBCKOM — [IEHTpe  TpyINod  JWi  uccriefosareleM  (TIaBHBIM
MCCIIe/lOBATEIIEM ) SIBISIETCS PYKOBOAUTEIND I'PYIIIIbL;

CouccenoBare]b — JIF000M YiIeH MCCIENOBATEIbCKOTO  KOJIEKTHBA,
Ha3HAUEHHBIA WCCileIoBaTeNeM W OCYIIECTBIISFOIMI MO €r0 KOHTPOJIEM 3HATHMBIC
MpOLENyPhI KIMHUYECKOTO HCCIIEI0BAHUS B HCCIIEI0BATEIbCKOM IIEHTPE;
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Vuacrauk (cy0beKT) KAHHHYECKOro HecjeJ0BaHUs — (PU3HYECKOE JIHIIO,
yUYacTBYIOIlee B KIMHUYECKOM HCCAENOBAHUM B COCTABE TPYIIHI, MNOTYYaromen
HCClenyeMbId IIpernapar, 1100 B COCTaBe KOHTPOJILHOM I'PYIIIIEL.

JlokanbHbiil 3 THYECKHE KoMHuTeT — He3aBucuMbli oprad ['bY3 «KKb Ne 2y,
KOTODBIM COCTOMT W3 JHI, paboTarolluX B 00JaCTH MEOMIUHBI, B TOM 4YHCIe
HAYYHOM, & TakXKe HMMEIOIUX He OTHOCSIIMEeCS K MEIUIMHE CIICIHaTbHOCTH,
obecrieunBaeT 3amIMTy I[paB, OE30MAaCHOCTH U  OJyaromnoinydms CyOBEKTOB
WCCIe0BaHMs W TPEIOCTaBIsieT OOLIECTBEHHYIO TapaHTHIO TaKOW 3allMThl, B TOM
yypcle IyTeM pacCMOTpeHMs, OXOOpeHus (BbIAA4M 3aKIIOYEHMs) [POTOKONIA
KJIMHUYECKOrO MCCIIEIOBAHUS W TONPABOK K HEMY, a TAK)KE MAaTepHaloB M METOJIOB,
KOTOpbIE IpeAnojaraeTcs HCMNONb30BaTh Ul IOJYyYEHHUS H TOKYMEHTHPOBAHUS
MHGOPMUPOBAHHOI'O COTNIachs CyOBEKTOB HCCIE[OBAHS

1.4. B nacrosimwmx [Ipaguiiax IpUBEIEHBI CIICOYIONAC COKpAICHU

I'bY3 «KKB Ne 2» ~— rocylapcTBeHHOe OOJUKETHOE YUpeKIeHHe
3npasooxpanenust «Kpaepas kimurudeckas Oonmpnuma Ne  2»  MHHHCTEpCTBA
3npaBooxpanenus KpacHozapckoro kpas;

KW — xiIuHWYecK#de WCCIENOBaHMs JIEKapCTBEHHOI'O IIpemapara Ul
METUIIMHCKOTO TPUMEHEHHUS;

JIDK — noKaJbHEIH 9THYECKUI KOMUTET;

[lpaBuia — [paBWiIa  IPOBEAEHHMsS  KIMHUYECKOTO  MCCICIOBAHUS
JIeKapCTBEHHBIX TIPENapaToB s MeMIuHCKoro pumenerus B IBY3 «KKB No 2».

1.5. KU npoBogsTcs B HENAX: S

yCTaHOBIEHUS! OE30MacHOCTH JIEKAapCTBEHHBIX IIpernapaTtoB JUIf 310POBBIX
n06poBONBIEB ¥ (W) [ESDEHOCAMOCTH HX 3I0POBBIMH J0OPOBOIbIAMH, 32
MICKIIIOUEHHEM TAKUX MCCIeIOBAHNI JEeKapCTBEHHBIX IPENaparoB, MPOHU3BEICHHBIX
3a npejenamu Poccuiickoii Qenepanyin;

nosGop ‘ ONTUMANIBHBIX JO3MPOBOK JIEKApCTBEHHOIO Iperapara u Kypca
fedeHus I alMEHTOB C OIIpeiefieHHEIM 3a001eBaHueM, ONTUMAIBHBIX 103 U CXEM
BaKIMHAUH HMMMYHOOHOJIOTHYECKUMH JIEKAPCTBEHHBIMH IIperapaTaMi  310POBBIX
100pPOBOJIBLICE;

yCcTaHOBIeHHe  0€30IacHOCTH  JIEKapCTBEHHOIO  [pemapata MW ero
¢ bexTuBHOCTH TUTST AI[UeHTOB B OIpeieNI€HHBIM 3ab0JIeBaHuEM,
npopuiakTudecko  3Q(EeKTHBHOCTH MMMYyHOOHOJIOTHYECKHX — JIEKAapCTBEHHBIX
TIPEerapaToB IS 37I0POBLIX 100POBOIBLEB; .

W3ydeHHe BO3MOKHOCTH DACIIMPEHMs TIOKA3aHM# Ul  MeJMLMHCKOrO
NpYAMEHEHMS ~ ¥ - BBIABICHUS = paHee =~ HEeW3BEeCTHHIX - IOOOYHBIX  JeWCTBUH
3aperuCTPUPOBAHHBIX JICKAPCTBEHHALX IIPEIapaToB.

1.6. O6pexrom KU gsnsercs JekapcrBeHHas (opma (HapMakoIOorH4ecKu
aKTUBHOI'O BELIECTBA W IIarebo, r3yuyaeMble WM HCIIONIBb3yeMbIe s KOHTPOJIS B
KIIMHAYECKOM KCCIEIOBAHUN, WM 34PerUCTPUPOBaHHbIN JEKapCTBEHHBIA Mperapar
JUIT  MEIUIMHCKOTO NPUMEHEeHHS B CIIydae, ecClIM CIOoco0 €ero INpHUMEHEHHS
OTIMYAeTCsS OT VIBEpPXIEHHOro (B paMKax IpoLexypbl TOCyHapCTBEHHOU
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perucTpaiuu), a TakKe IHpH €ro HCIIOHBB:OBaHHIfI 110 HOBOMY IIOKa3aHWIO WM IS
MOy YEHHUSI JIOTIOJTHATENBHOH HHcpopMauHH T10 YTBep}K,ﬂeHHOMy ToKa3aHuo (Janee -
HCCHG,[[}’GMBII/I JIeKapCTBEHHbIH nmpemnapar). I/Iccneﬂyemme JeKapCTBEHHBIE TIpernaparhl
MPUMEHAIOTCS B COOTBGTCTBHH c YTBep)K,DLGHHI:IM (B pamMKax MpOLeTyPbl MOy eHHs
paspelieH s Ha HpOBeI[eHI/Ie FJIHHHT{E:CKO[‘O HCCIIeIOBaHUsl)  IPOTOKOJIOM
KITMHIYECKOTO MCCIIEI0BAHHSI.

1.7. KW mnposogstcst B I'BY3 «KKb Ne 2» Ha ocHOBaHMM J0roBOpa Ha
MpoBeJeHue  KIMHUYECKOTO —MCCIEJOBAaHMs JICKApPCTBEHHOIO —IIpemapara i
MeIUIIMHCKOTO TIPUMEHEHUS, 3aKIIF0YeHHOro Mex Ity KonTpareHToM u YupexaeHueM
B COOTBETCTBHU- C HACTOSIIIUMH [IpaBuiam.

2. Topsinok opranu3anuu u nposeaennsa KU

2.1. PaGortHuk yupexneHus (moreHImansHel Mccnenosarens) B LENIX
nposenerust KM B I'BY3 «KKB Ne 2» obpaimaercss K IJIaBHOMY Bpady WK
YHOJIHOMOYEHHOMY MM 3aMECTHTEIO IJIABHOTO Bpada O BO3MOMKHOCTHU TPOBE/ICHUS
K1 B TBY3 «KKB Ne 2» ¢ mpenocraBieHMeM HHQOPMALHH, COIVIACHO
npuoxkennto 1 k HacrosiuM [lpasiuiam (ranee — [TpenBapuTebHOE COIIACOBAHKE).

2.2. Tlpu TONy4YEHUH TMOJOKUTEILHOIO IPEIBAPUTEIBHOIO COrNIaCOBaHMA,
paborHuk He mozaHee 10 (mecsTn) paboywx [HEH TOTOBUT MU IPEIOCTABISACT
creqyronuil maker JokymMeHToB B JIDK mist mpuHSATHS PELICHUS O BO3MOKHOCTH
nposejenuss KU B ['BY3 «KKb Ne 2»:

1) sassnenue B JIDK B npousBonbHON (opMe ¢ yKasaHHEM HAaMMEHOBAHMS
IIPOTOKOJIA,;

2) paszpelieHue MHHHCTepCTBa 3apaBooxpaHenus Pocculickoi Penepanny Ha
NpoBeeHre KIMHHYECKOT0 UCCIe0BaHus (KOmus);

3) 3aKIIOYeHHME COBeTa 10 3THKe, co3jaHHoro Munsapasom Poccwu 1o
pe3yJibTaTaM OSTHYECKOH 3KCIepTH3bl JIOKYMEHTOB, CBS3aHHBIX C IPOBEJICHHEM
KJITMHUYECKOr0 HCCIENOBaHMus JEKapCTBEHHOIO IIpemaparta JUis MEIUMIUHCKOIOo
IIpUMEHEeHUs (KOmus);

'4) mpOTOKOJ KIIMHUYECKOTO UCCIIEI0OBAHNU;

5) ©poropa HCCneI0BaATENs;

6) W3BECTHAsI uHGOPMAIHS, —Kacalolascs Oe30[acHOCTH  HPHMEHEHHS
JIEKQpCTBEHHOI'C IIpenapara;

7) wHGOPMAaLMOHHBIH JIUCT HAMEHTa;

8) cememenust 00 ombITe pabOTEl IOTEHUMAIBHBIX —HCCIIE0BaTeNsd U
coucceoBaTeNell o COOTBETCTBYIONMM CIIEHATBHOCTAMH, UX OIBITE PAabOTHI IO
[POBEICHHIO KIMHUIECKUX UCCIIEN0BAHMM;

9) xomusi OOroBOpa 00s3aTeNBHOTO  CTPaxOBaHWs, 3aKIIOYEHHOTO B
COOTBETCTBUM ¢ THUIIOBBIMH IMpaBUiaMu 00s3aTE€IBHOIO CTPAaxOBaHUs, C yKazaHHEM
MpejebHON  YHCIEHHOCTHM  TIAIMEHTOB,  YYAaCTBYIOIIMX B KIMHHYECKOM
WCCIIeJOBaHUH;
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10) urpoOpManys 0 cocTaBe JeKapCTBEHHOrO Mpemnaparta JUIs MeIHIIMHCKOrO
NIpUMeEHEHNs (3a UCKIIIOUeHHEM OUOOTUYECKUX TeKapCTBEHHBIX MPerapaToB);

11)onucanue [elcTBUM, HaNpaBiIEHHBIX Ha IIpUBICYEeHHE CYOBEKTOB K
YyHaCTHIO B MCCIICIOBAaHUY (HAIlpUMep, peKiIaMHble O0bsIBICHNUS );

12) nucbMeHHBIE MaTepuallbl, KOTOpble OyayT NpeNOCTaBIEHbl yYaCTHUKAM
KJIIMHAYECKOTI'0 UCCIIEIOBAHUS;

13)uadopmanmss O BbIIIATaX W KOMIIEHCAIUSAX YYaCTHHKAM KIMHUYECKOIO
MCCIIe/IOBaHUS;

14) mONMOKUTENIbHOE  IIpEeIBApUTENIHHOE  COTJIaCOBaHHE O  BO3MOXKHOCTH
nposenernst KU B I'BY3 «KKb Ne 2».

B ciaydae He mpemocrarieHus gokymeHToB B JIDK B ycraHOBIEHHBIM CpOK,
TIOJIOXKHUTEIFHOE TIPeIBAPUTEIFHOE COTTIACOBAHNE CUUTAETCS HETIOYyYEHHBIM.

2.3. JIDK GyHKIMOHHpPYeT Kak HEe3aBUCHMBIM opraH, oOecrnedYuBarolni
3allUTy IpaB, 0€30IIaCHOCTh ¥ OXpaHy 310poBbs yuacTHUKOB KH.

2.3.1. Cocras JIDK yrBepxkiaercs mpukazoM [BbY3 «KKb Ne 2». JIDK
OCYILECTBISET CBOIO JIEATEIBHOCTE B COOTBETCTBHM C YTBEPKIAeMbIM IPHKA30M
I'BY3 «KKB Ne 2» ITonoxxeHueM, comepKauM TpeOoBaHusl, B TOM YUCIIE K COCTaBy
¥ KBanW(UKAIlMKW 4YJIEHOB, CBeAeHHS 00 yupenurene, IOPSJIOK OpraHU3aluu
MPOBEJICHUS 3aceTaHu, PACCMOTPEHHS JOKYMEHTOB U IIPUHATHUS 110 HUM PEIICHHN.

2.3.2. JIOK paccmarpuBaer OOKyMEHTHI, YKa3aHHBIE B IyHKTE 2.2 HaCTOSIINX
[TpaBuim, B cpok, He no3xHee 10 (mecsaTn) padouux JHEH ¢ MOMEHTA IIOCTYIIEHUS.

2.3.3. Tlo pesymbratam paccMoTpeHus HoKymMeHToB, JIOK mpuaumaer oxHo w3
CJIEIyIOLLIMX PEIIeHUN:

1) BbimaeT 3axkmovYeHHe o0 0Z00OpeHHMHM IPOBEIAEHUS  KIMHHUYECKOrO
MCCIIeTOBAHMS;

2) BbIGeT 3aKIIOYEHHE O HEBO3MOXXHOCTH OJIOOpEHMsS KIMHUYECKOrO
MICCIIEIOBAHNS;

3) peKOMEH/yeT BHECTU U3MEHEHUS B IPECTABICHHbIE JOKYMEHTEI IS [ENeH
[OCIEeAYIOmEeH BBIIAYN 3aKITFOYeHUsT 00 ONOOPEHWM IIPOBEIEHUS KIMHUYECKOTO
VCCIIEI0BAHUS; '

4) OTMeHsleT WM [PUOCTAHABIMBAeT paHee BBIIAHHOE 3aKIIOYEHUE 00
0J100pEeHIH TPOBEEHNUSI KIIMHUYECKOTO UCCIIEI0BaHMS.

2.3.4. JIDK wHesamemmuTellbHO (He TO3MHee OJHOro pabodero nHA) B
NUCBMEHHOM BHIE coolmiaer paboTHUMKY (moTeHIManbHOMY KMccnenosareno),
rJIaBHOMY Bpauy YdUpekIeHus (MiIu YIOJTHOMOYEHHOMY UM 3aMECTUTENIIO IVIABHOTO
Bpaua), a Takke KoHTpareHTy o cBoMX pemeHusX, Kacarommxcs KM u npuunnax
IIPUHATHS PELHEHUH.

2.3.5. axmouenue JIDK 006 omobpeHun MOpOBEACHMS — KIMHHYECKOTO
Uccle0BaHus IBISETCS OCHOBAaHMEN MU 3aKIoueHus qorosopa KH.

2.4, C uelbpro KOOpIWHAIMA paboThl 0 opraHu3anuu u nposegenuro KM B
YupexaeHuu cosmaercs rpymna 1o OpTraHU3alUuOHHO-TeXHUYECKOMY
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COMPOBOXKIEHUIO KIIMHUYeCKoro ucciaenosanus (namee — OKH), cocraB KOTOpoH
yTBEpXKIaeTcss TPHKa30oM [0 ydpexaeHuto. B coctaB rpymibl  BKIIOYAKOTCS!
3aMEeCTUTeNb  IJVIABHOrO  Bpada . (PYKOBOAMTENb  TIPYIIBI), PYKOBOIAWTENH
MojApasfesie s, B  KOTOPOM  IUIAHUPYETCS  KIMHWYECKOe  HUCCICNOBAHHME,
PYKOBOZMTENM (WM yIIOIHOMOYEHHBIE - PaOOTHMKM) OSKOHOMHYECKOH CIIyiKOBL,
OyxranTepud, FOPUOUYECKOTO  OTHENa, OCYIIECTBISIOIINE  OpPraHM3allHOHHO-
Texuuueckoe conpopoxkacHre KH.

2.4.1. ®ynknuu rpynnsl OKA:

pa3paboTka TIPOEKTOB JIOKaJ(bHBIX HOPMATHBHBIX aKTOB IO BONPOCaM
nposenenuss KM B yupexienun;

pacCMOTpEHHEe MaKeTa JOKyMEHTOB, HpeiacTaBieHHbIX KoHTpareHToM s
3AKJTFOYEHHS [OrOBOpa MPOBEIECHUS] KIMHUIECKHX HCCIIEOBaHMN JIEKapCTBEHHBIX
‘TIperaparos;

KoopjuHanus JgesrenpHocTH nonpaspenenudt [BY3 «KKb Ne 2» npu
POBEICHAN KIMHUUECKUX UCCIIeNOBAHMH;

OpraHu3alys B3aMMOJEHCTBUS C YIONHOMOYEHHBIM ()elepalbHbIM OpraHOM
UCIIONHUTENbHOM BacTu U KoHTpareurom;

OpraHm3aus B3auMoecTBHs Yupexxnenus u KoHTparenra,

opranmzanus B3aumonencteus Mcecnenosatens ¢ JIOK;

OCYyILECTBIEHHE TEKYIIIEro KOHTPOJI 3a nposesienneM KU,

pacCMOTpeHHe ¥ yTBepXKAeHHWe pa3Mepa BpimigaT ydactHukam KU B
I'BY3 «KKb No 2»; .

peructpanys 1 aHanu3 Beex npoBoguMsixX B I'bY3 «KKbB Ne 2» K.

2.42.B cnydae mpekpauienuss wid npuocTtaHosinenus KW mo unHmimartuse
KoHTpareHTa, MocielHUM TODKHO OBITh IIPENOCTaBJIEHO ITHCbMEHHOE M3BELICHHE B
rpymy OKH ¢ ykazanueM Npu4vH.

2.43.Tlocne 3aBepmenuss KW  wrenst rpynnel  OKKM  nosydaror
BO3HarpaxJIcHUE (nmpemupoBanue) 3a OpraHu3alnOHHO-TEXHNIECKOE
cOnpoBOX/ieHHe. PasMep  IIpeMHMpOBaHHsS  ONpeJeNsieTcs Ha  OCHOBAHMHU
pexoMeHjarmy  (Cry)keOHOM  3aIlUCKH)  PYKOBOIMTENSE ~ COOTBETCTBYIOLIEIO
CTPYKTYpPHOTO TOAPAa3[elieHus] W BBILIAYMBAETCS B MOPSJIKE, IIPETyCMOTPEHHOM
[Tonoxenuem o0 omare Tpyaa.

2.5. Tlopsimok 3akimroueHws Jorosopa Ha nposenerue KH.

2.5.1.Tlon  HOroBOpPOM  TpPOBEOEHUS  KIMHUYECKMX  HCCIIEJI0BaHMN
JEKApPCTBEHHBIX  MpernapaToB  IMOHMMAETCd  JIATHPOBAHHOEe W TIOATIMCAHHOE
cornallleHhe MeXIy [ByMsI WiId Oojiee CTOpOHAMH, KOTOpOE yCTaHaBJIMBaeT
JIOTOBOPEHHOCTH, KacalollnHecs pacrpeenenus odbema paboT U 00s3aHHOCTEH PU
ITPOBEJIeHAN KIMHUYECKOTO HCCIeI0BAHMUS, a TakKe, (UHAHCOBBIX BONPOCOB (nanee
1o Texcry — Jlorosop). '
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2.5.2. Tlocne onoOpenus JISK 1ipoBefeHUs] KIMHWYECKHMX MCCIENOBaHUMN
J€KapCTBEHHBIX IIPErapaToB, IPOEKT A0I0BOpa IPUHUMAETCs Ha PaCCMOTPEHHUE.

2.5.3. JloroBop AOJKEH CONEPHATh CIEAYIOIIUE YCIIOBHS:

1) mpenmeT norosopa;

2) yCIIOBUS ¥ CPOKY IIPOBEAEHNUS TAHHOTO UCCIEI0BaHUS;

3) ueHa I0roBOpa, BKIIOYAs OIpeneleHue OOLIeH CTOMMOCTH IIPOTrpaMMBI
manHoro wuccnemoanus B IBY3 «KKb Ne 2» ¢ ykasaHueM CyMMBI,
TIpeHa3HAYAaloLIecsl ISl BBIIIIAT MCCIEN0BaTelI0, COUCCIENOBATENIM, a TaKkkKe 32
OpraHM3aloOHHO-TeXHHUeCKoe cornpoBoxaeHue. llena jporoBopa BbIpaXkaercs B
pyOIIsiX;

4) omnpenenenue (GOPMbI IPECTABICHNS PE3YJILTATOB AaHHOIO HCCIeOBAHNA
B YITOJTHOMOYEHHBIH (heZepalbHbli Oprad HCIIOTHUTENbHOM BIACTH.

2.5.4. Tlpoekr moroBopa Ha mposereHHe KM MONIEKHUT NpeaBApUTEIbHON
SKCIIEPTU3E (COrIaCOBAHHUIO):

ucclefioBaTeeM, is COIJIACOBAHUS MpaB M O0S3aHHOCTEH, BO3JIAralolIuXCs
Ha HEro;

wiensl rpyraer OKU:

PYKOBOAMTENEM, KypHPYIOIIMM COOTBETCTBYIOIIEE JieueOHOe MoapasjielieHue,
KoTopoe mnaHupyer ocyuiecTBiaTs KW, s cormacosanust TOpsiaka W CPOKOB
MPOBEIeHUs UCCIieIOBaHNs;

3aMeCTUTEJIEM IJIABHOTO . Bpaua IO SKOHOMMYECKHMM BOIpOCaM WU
YIIOMHOMOYEHHBIM  PabOTHUKOM SKOHOMHYECKOH CIyKOBI IS TPOBEIEHHS
(GHHAHCOBOU 3KCIEPTH3BI, B TOM UHCIie /I ONpeieneHus cToumocty padot no KH;

ITIaBHBIM OyXTaJITepoM WJIM YIOJHOMOYEHHBIM pabOTHHKOM OyXranrepuu
yupeKaeHUs, A8 KOPPeKTHOH (OPMYIHMpOBKH IIpe/IMETa IOroBOpa, Lejel ero
MOCIEAYIONIEr0 yueTa, a TakKe [ HCKIIOYeHHs HeOIaronpHATHBIX HaJIOIOBBIX
MIOCIIEACTBUH;

pabOTHUKOM  IOPUAMYECKOro OTAeNna, [Uls [pHBEIEHHA JIOTOBOpa B
COOTBETCTBUE C JIEMCTBYIOIIMM 3aK0oHOoaaTe1beTBOM Poccuiickoit Denepanuu.

CoracoBanue OCYLIECTBISIETCS IIyTeM BU3HPOBAHUS BCEX OK3EMIUIIPOB
TIPOEKTA JOTOBOpA C YKa3aHHeM J0JKHOCTH, (QaMHIIKK, HHULHAIOB.

2.5.5. Jlns  corjacoBaHHSl TIPENOCTaBIsieTCSl IPOEKT JOroBopa B JBYX
SK3eMIUIIpax (C yKasaHHeM ajpeca dTeKTPOHHOM MOYTHI, KOHTPAKTHBIX Tele(OHOB
npencrasutess KoHTpareHTa), KONMS. IIONIOXKHUTEIBHOIO  I[IPEIBAPUTENHLHOTO
cornacusi, 3akmouenuwe JIDK, pazpemienne MuHHCTEpCTBA 3/(PaBOOXPAHEHMUS
Poccutickott emepanuiu Ha IPOBEJCHUE KIMHUYECKOTO HCCIIEIOBAHUS, MPOTOKOI
UCCIIeZIOBAHMS, 3aBEpPeHHbIE HaJIekallluM 00pa3soM KOIUH  yUpeJHUTeNbHBIX
nokymernros. Konrparenra (Ycras, Ilonmoxenue), mnoxymednt KonTparenTa,
TIOATBEPIK KATOIITNAHN TTOJHOMOYHS 3aK/IK09aTh J0roBopsl KU.
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2.5.6. Paccmotrpenrie mpoekta JloroBopa OCyIIecTBIAeTcs pabOTHHKaMHU,
ykaszaHHbIMA B pasgene 2.4.4. Ilpasui, He Gonee 2 (1ByX) paboumx nmein. OOIIMH
CPOK COTIJIacoBaHHs He J10JKeH mpeBblmaTh 10 (necstu) pabouunx JHEH.

2.5.7.Ilpy Hamuuuu 1O pe3ylNbTaTaM pacCMOTpeHHs Ipoekra JloroBopa
pasHoriacui, oHu o(opMILIIOTCS B (opMe IPOTOKOJIA W HAIPABISIOTCS JIPYrow
cropouene no3gHee 10 (gecaru) pabounx JHEH C MOMEHTA IIOCTYILICHMS IPOEKTA
Jlorosopa. ' '

2.5.8. B ciygae cormacusi KoHTparenTa ¢ IpeNIOXKEHHBIMA HW3MEHEHHUSMU B
mpoekT Jlorosopa, cornacoBanue IpoexTa Jlorosopa MoKeT ObITh 0QOPMIICHO B BHIE
MOAIMCAHHUS NPENIoKeHHOro KOHTpareHToM COrllacoBaHKs MPOTOKOJIA Pa3HOTIACHH
WM ITyTeM BHECEHMS U3MEHEeHUM B TeKCT npoekra Jlorosopa.

2.5.9. O6mmii cpok cormacoBanus mnpoekra Jlorosopa KW He nomxeH
npessimaTh 90 (1eBSHOCTO) JHEH.

2.5.10. B ciyuae ecnu 10 WMCTE€YEHHMHM yKa3aHHOro B MyHKTe 2.5.9 cpoka
CTOPOHBI HE MPHUILTY K cornacuio, rpymnna OKK npuHuMaeT pelieHne o Ipu3HaHuu
JloroBopa He3aKIIOYeHHBIM, 0 YeM uH(opmupyeT KonTpareHra.

2.5.11. CornacoBauublii npoekTt JloroBopa mpenocTaBIseTCss Ha IOAIHUCE.
[IpaBoM MOAMHCH IOTOBOPOB 0011a/Ja€T, B COOTBETCTBHH C VYcTaBom, — r1aBHBIA Bpad
Vupexaenust. [Ipaso moanucu JloroBopa MOXKeT ObITh IPEOCTABICHO Ha OCHOBAHUM
JIOBEPEHHOCTH 3aMECTUTEIIO IVIaBHOTO Bpaya.

2.5.12. llognucannsiit  Jiorosop mepenaercss Mccienosaremo B TeYeHHE
onHOro pabodero qHs VLA IpenocTasiaenus ero KonrpareHry.

2.5.13. Iloanucanusie  3K3eMIuisipel  JloroBopa IMoOJuIeXar perucrpanuu
ropumaeckum oteroM I'bY3 «KKbB Ne 2.

2.5.14. TlognucanHblii ¢ JABYX CTOpPOH 3kK3eMIusip JloroBopa XpaHHTCS B
ropuamrgeckom otzene I'BY3 «KKB Ne 2», xonus mpejoctasisercs Kecinenosateno.

2.5.15. IOpuanueckuii oTAen He IIO3/HEe OJHOro paboyero MHsI C JIaThl
3akmodeHus  JloroBopa TMpenoCTaBIsSeT COOTBETCTBYIOIIYIO HMH(pOpMAlUIO B
Oyxrajurepurio. : . _

2.5.16. Jlns dopmupoBanus TPyMIbl ucciepopaTteneidl mo nposeaenuo KU
noTeHIManbHb MccnenoBarenb He II03HEE OJHOro padodyero OHA C JaThl
3aKmovueHns Jlorosopa IpemocTaBisfer Ha umsi pykosoautens rpynmsl OKH
cTykeOHYI0 3amucKy ¢ TPeIOKeHUIMH KaHANAATyp COUCCIIENI0BATENeH, a TakxKe ¢
onpe/ie/leHHeM MaTepHAIbHO OTBETCTBEHHOIO JHIA (IIPUIOKEHHE 2 K HACTOSIIHM
[IpaBunam).

2.5.17. ViccnenoBarenb, COUCCHEI0BAaTENM, MAaTEPUAIIBHO OTBETCTBEHHOE JTULIO
YTBEPIKIAIOTCS PUKA30M I10 YUPEKAEHHIO.

2.5.18. UccnenoBaresib, COWCCIEAOBATENN IODKHBI OBITH O3HAKOMIIEHBI C
pe3yibTaTaMi JTOKIMHUYECKOrO HCCIIEIOBAHMSA MCCIeyeMOoro JIeKapCTBEHHOIO
npenapara, akTyalbHOW Bepcued OpOIIIOpPbI, IPOTOKOJIOM, HHBIMH JOKYMCHTAMU U
JAHHBIME, UMEIOIUMHU OTHOIIEHUE K MPOBEICHUIO KIIMHUYECKOIO MCCIeA0BaHU, H
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MPEeOCTABIAIOT IMCBMEHHOE COINace MOCPEACTBOM ITOANMCAHUS TIPOTOKOJIA, ECIu
[OJITHCaHKE UHOTO JOKYMEHTa He IIPeyCMOTpeHo ycnoBusamu Jlorosopa, Ha:

nposesienne KW B COOTBETCTBHM C TIPOTOKOJIOM U TPeOOBaHMAMHU
3aKoHOnarenseTBa Poccuiickoit Penepanmu B cepe oOpalleHUs JTeKapCTBEHHBIX
CPELCTB;

COOMIO/IeHre  TPOLEIYpPHl  PErucTpaldd W [PEAOoCTaBIeHMs  JaHHbIX
KJIMHAYIECKOTO UCCIIEI0BAHMS,

IpoBeIcHIEe MOHUTOPHHIA U ay/INTa;

COOMIIO/IEHre PeXAMa KOHQHUICHIMAITBHOCTH ceenenuit mo KM B oOreme U B
TeYeHue CpPoKa, peTyCMOTPEHHBIX JJoroBOpOM;

HajIesKaliee XpaHenne JIOKyMeHTOB, CBI3aHHEIX ¢ mposenenreM K.

2.5.19. Uccnenopatens He IIO3hHEE TpexX pabodyux JHEH ¢ JaTel Havajla
MCCIIeI0BAHMS TIPEOCTABIISAET COOTBETCTBYIOILYIO MHPOPMALIMIO [0 yCTaHOBICHHOH
dbopMe B YNONHOMOYEHHbIH (eepanbHblil OpraH WCIOIHHTENBHON BIACTH,
BBIZIABIINH paspelenue Ha nposenenne K.

2.6. Wcnonuenue, n3MeHeHue, npekpaiienue (npuocranosnenue) Jlorosopa.

2.6.1. Uccrnenosaresb, COWCCIENOBATENM JOJKHBI 3HAaTh M COOJIOATH
TIpaBuna Hauekxalied KIMHAYECKOW TNpPaKTHKW EBPasuicKOro SKOHOMHYECKOTO
coro3a, yTBepKieHHble pelnenneM Cosera EBpasuiickoil 9KOHOMHYECKOH KOMHACCHH
or 03.11.2016 Ne 79 u TpeGoBanus 3akoHOHaTeNbCcTBA Poccuiickont denepanyu 00
oBpallleHUH  JIeKapCTBEHHBIX  cpecT. Hapymenue Ilpasun Ha TexKalen
KIMHAYECKOM paKkTuky EBpasuiickoro 5KOHOMHYECKOro coi03a, (anbcuduKarms
pe3yIbTATOB KIMHMYECKOr0 HCCIEIOBAHHSA BIEKYT 328 COOOH OTBETCTBEHHOCTH B
COOTRETCTBUU C 3aKoHomaTeascTBoM Poccuiickolt enepanuu.

2.6.2. UccienoBarenb, couccnenosaren  nposogar KM B monHOM
COOTBETCTBUKM ¢ mpoTokoiom KW, ycmoBusmu JloroBopa ¢ OQOpMICHHEM
IpeyCMOTPEHHON JIOKYMEHTAIUH.

2.6.3. Uccnenosarens obs3an coOMIOaTh NMPOTOKON, HE [OJDKEH BHOCUTH B
Hero W3MeHeHWs Oe3 pelleHds MUHHCTEPCTBA U OJOOpEHHs HE3aBUCHMOIO
3THUECKOrO KOMHTETa, 3a MCKIIOUEHHMEM CliydaeB, Koraa TpeOyercs yCTpaHWUTbh
HEMOCPE/ICTBEHHYIO YIPO3y KH3HM M (WIH) 340POBBIO yHACTHUKA KIMHIIECKOIO
UCCJIeTOBAHUSL. '

Jlo6oe  OTKIOHEHHEe OT  YTBEpPXKIEHHOTO  IIPOTOKONA  OhOpMIIIETCs
OKyMEHTANBHO M B KpaTd4allllie CPOKM HANpaBISeTCs JUIA PacCMOTPEHMS W
COTTIACOBAaHUS B HE3aBUCUMBIM 3THUCCKHYA KOMHUTET U OPIraHU3aTOPy KIMHHUYECKOIO
uccnenosadus (KoHTpareHTy) [ COrIacoBaHUA.

2.6.4. YupexeHue NOIDKHO obecmednTh VccnenoBarens pecypcamMu, BKIIO4as
naBoparopuu, o6OpYIOBaHEe U IIEPCOHAN, HEOOXOMMMBIMH ML MPOBEICHUS
KJIIMHAYECKOT0 UCCIIeIOBaHuUs.
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2.6.5. Ecau no ycnosusM JloroBopa mpeayCcMOTpeHa Ul Liejiell MPOBeAeHUs
KM mepemaua  Yupexienuro/VIcciefioBaTelllo  MaTepUalbHBIX — [EHHOCTEH,
Oyxranrepus 0QOpMIISeT IOBEPEHHOCTh Ha MaTepHaibHO OTBETCTBEHHOE JIUIIO.

2.6.6. TlonydeHre - BO3BpaT MaTepHATbHBIX IIEHHOCTEH OQOpMIIsLeTcs
COOTBETCTBYIOIIAME TIEPBUYHBIMKA [TOKyMEHTaMH (aKT, TOBapHas HakiagHast) H
MaTepHaibHO OTBETCTBEHHBIM JIMLOM [IEPEeJaeTCs B TeUEHHE OJHOTO pabotdero JH B
FOPUIYECKUH OT/IeN JUIs MPOBEPKHM Ha COOTBETCTBHE ycioBHaM Jlorosopa u (4in)
TpeGOBaHUAM, yCTAHOBIICHHBIM IyHKTOM 2.6.7 Hactosuyx Ilpasuin. FOpumuieckum
OTJIETIOM TPH OTCYTCTBUH 3aMedaHuil 1o opopMIIeHUIO, JOKYMEHThI BO3BPAIIAOTCS
MATepUAIbHO OTBETCTBEHHOMY JIHIly JUIi YTBEPXKJICHHS TJIaBHBIM BpatioM U
[TOCTIE/YFOIIETO ydeTa B OyXraluTepud.

2.6.7. IOKyMEHTSI, COIPOBOKIAONIHE HCIoTHeH)e Jlorosopa, 0(QOpMIISIOTCS
Ha PYCCKOM si3bIKe 110 YCTAHOBICHHOM 3aKOHO/aTeNbeTBOM Poccniickoi Deepanun
dopme. B mepeaTodHbIX HOKyMEHTaX MPOIKMCHIBACTCS HAUMEHOBAHUE, KOJIMICCTBO
KasK10i IIepeiaBaeMoii Belly 13 4ucila MaTepHalbHbIX [eHHOCTeH. TlomyyareneM BO
BCeX JIOKYMEHTAX YKA3bIBAeTCS yUPesKIeHUe WM MaTepUalIbHO OTBETCTBEHHOE JHIIO,
JIeiCTBYIOIIee Ha OCHOBAaHUM JOBEPEHHOCTH.

2.6.8. O0patenue UCCIIEIy EMBIX JICKapCTBEHHBIX npenaparos
OCYILECTBIAETCS B COOTBETCTBUM C TpPaBUIAMM HaJjeXkalled IPOU3BOJACTBCHHOM
MPAaKTHKW W TPaBHIAMH XpaHEeHMs JIEKApPCTBEHHBIX CPEICTB JUIS MEIMUIHHCKOrO
TIPUMEHEHUS.

2.6.9. Konutpons 3a ucnonHeHieM Jlorosopa oCyIeCTBIACTCS 3aMECTUTENIEM
[MABHOTO Bpaya (PyKOBOAMTENEM), KypUPYIONIMM JedeOHOe mMojpasiencHue, B
xoTopom nipoBouTcs K.

2.6.10. [lpu Hapymenuun KoOHTpareHTOM CBOMX O0s3aHHOCTEH MO
JloroBopy, IOPMIMYECKHAM OT/EJIOM BEIeTCs HpPEeTeH3MOHHO-MCKoBas paboTa B
coorBeTcTBIH ¢ [T0NI0KEHIEM O JOTOBOPHOM U MPETEH3NOHHO-HCKOBOM paboTe.

2.6.11. JTro6ble M3MeHeHus ¥ JonoiHeHus K JloroBopy oGopMIsioTCs B
MHChbMEHHOM  BHe B (opMe  JONONHHUTENBHBIX  cornamieHuid.  [Ipoext
JOTIOJTHUTEIBHOTO COIJIAIIEHHs. COT/IaCOBBIBAETCS B TIOPSIKE, IPEeLyCMOTPEHHOM
yHKTOM 2.5.4 HacTosmux ITpasut.

2.6.12, Buecenne wusmencumii B mporokon KW ocymectBisercs B
Hopsi/IKe,  TIPEAYCMOTPEHHOM — 3aKOHOmaTenbcTBOM — Poccumiickoit — Dejeparuu.
CoobiieHre O BHECEHHMHM W3MEHEHHM roToBUTCS McciegosareneM ¢ ydeToOM
TpeGoBanmit actu 4.1 crartbn 40 ®enepansHoro 3akona ot 12.04.2010 Ne 61-®3
«O06 ofparieHnn JeKapCTBEHHBIX CPLSJICTBY.

2.6.13. B ciy4asix BO3HMKHOBEHHUS! OIACHOCTH Ul JKM3HHU, 310POBBA
nauuenrta, yuacteyromero B KW, Wccnenosarens 00s13ad  He3aMeUIMTeIbHO
uH(pOpMHEPOBATH 00 OSTOM IJIABHOrO Bpada, pykosomurens rpymmsl OKH,
KonTtparenra.
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2.6.14. IlpuocranoBka wunu mpekpanienune KW - ocymecTsisrorcs B
MopsAKe M Cllydasx, [pedyCMOTPEHHBIX —3aKOHOJaTelbcTBoM  Poccuiickoi
Denepalu. |

2.6.15. Ilpu 3aBepiuieHrd BbIIONHEHMs JloroBopa wuim €ro 4acTu
WccreoBarens MPEJOCTABIAET Ha HMs [WIaBHOTO Bpada CIyKeOHYIO 3allHCKy O
BBITTONHEHHOM oOOBeMe paGoT M [Ba SK3EeMIUIApa aKTa IPHEMKH-CIauu pador,
nmoanucanubiX KoHTpareHToM.

2.6.16. [TonnucaHHble aKTEI IEPEJAIOTCS B OyXTalITepHIO I TOATOTOBKH
cqyera. Cuer W ONWH OJK3eMIusip akrta Hampasissiores KoHTtpareHTy ¢
COIPOBOMTEIbHBIM MHCEMOM.

2.6.17. Tlpy MOCTYIUIEHUH HA JIMLEBOHM cUeT YUPeXkKIeHHUs ICHEKHBIX CPEICTB
nmo Jlorosopy B cBs3u ¢ 3aBepulenmeM KW wmiam ero stana, Oyxranrepus
[peIOCTaBIsAeT 3TU CBEJEHWsI B TeueHHe Tpex paboumx jHe# Mcciemosatemo u
pyxosojmTento rpynmsl OKM, xotopble (QOPMHPYIOT CMETYy PacXOoB, a TaKKe
pachpeeNaroT Bo3HarpakeHue (IPeMUPOBAHKEe) 38 yJaCTHE ¥ CONPOBOXICHHE K.

2.6.18. Bo3HarpaxueHue (mpeMupoBaHHE) uccleaoBaTens U
coricclieioBaTeliell OCyIecTB/IAeTCs Ha OCHOBaHMM Npemnoxenus MccienosaTens.
Boznarpaxienue (mpeMupOBaHUE) 3a OpraHu3allMOHHO-TEXHHYECKOe
COIPOBOXIEHHE OCYIIECTBICTCS B COOTBETCTBMHM C yCiloBUAMM Jlorosopa Ha
OCHOBaHUM TIpeuIoKenus pykoBoautens OKM.

2.6.19. Berruiata  BO3HArpaxaeHus (IPEMUPOBAHUS) OCYLIECTBIACTCA HA
OCHOBaHWH TIPUKa3a [0 YUPEKIAECHHUIO.

2.6.20. Boznarpaxaenue (IIpeMHPOBaHKE) BIMITAYMBACTCA IIPU HAIMIHU BCEX
YUYETHBIX X OTYETHBIX JIOKYMEHTOB, CONPOBOKIAFOIIMX peanusauio Jlorosopa.

3. OTrBeTCTBEHHOCTH

3.1. MWMccrmenopaTellb, COHCCliefoBaTeId  HeCyT  OTBETCTBEHHOCTH B
COOTBETCTBHM C 3aKoHOAaTeNnsecTBOM Poccuiickoid @enmepanwu 3a HapyIICHHES
[IpaBuyi HaIekalledl KIMHMYECKOH TPaKTHKHU EBpaszuiickoro 5KOHOMHYECKOI0
cor03a, a Takke (hanbCu(UKALIUIO PE3yIbTATOB KIMHIYECKOr0 HCCICI0BaHMUA.

3.2. PaboTHWKH, IOIYCTHBIIME HapylleHWe HacTosmmux [lpaBmi, HecyT
INUCITATLUIMHAPHYIO OTBETCTBEHHOCTb.

4. 3aKJ/H0UHTEeIbHDIE MNOJTOKEHHS
B ciydae W3JaHus HOPMATHBHO-TIPaBOBBIX aKTOB, IPEIyCMaTPHBAIOLINX

nposenenvie KM Ha MHBIX YCJIOBHAX, B HACTOSIIMC [TpaBuna BHOCATCA
COOTBETCTBYIOLIHE U3MECHEHUS.
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5. Ilpunaoxenus

[Tpunoxxernne 1. @opma ofpaileHHE O BO3MOXXHOCTH  ITPOBEJICHUS
KJIMHUYECKOTO0 HMCCJISHOBAHMS JICKAPCTBEHHOrO TIperapara sl MeTUITHHCKOTO
MPUMEHCHUS.

[Tpunoxenue 2. ®opma cayxeOHOM 3aMUCKH.

FOpHUCKOHCY BT FOPUAUYECKOTO OTaeNa : ﬁ'/ K.B. I'asipuenxo
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IIpunoxenue 2 k IlpaBunam

dopma

HanmeHoBaHue PyxoBonuteno rpynmnel OKH,
OTJICTICHUS 3aMEeCTHUTEIIO TJIABHOI'O Bpaya

CJIIYXKEBHAS 3ATTMCKA

oT

O rpyrie coucciaenoBarenei Ha nposenenue KI

ITo JOroBOpY Ha MPOBEACHHUE KIIMHHYCCKOTO HMCCICIOBaHHS No
oT 4 noa PYKOBOACTBOM rjiaBHOI'oO HccienoBaTesd

, mpoury chopMupoBaTh IpyIILy

COHMCCcIIeoBaTe/el U3 CIeayoIuX JIULL:

(mospxkHOCTS, pamunus 1.0.);

(momxrOCTS, hamuius 1.0.);

(mpusnedyenHsri o morosopy ['TIX).

M&TepHEUIBHO OTBETCTBEHHBIM JIHIIOM B XOJ€ IIPOBEIEHUA KIUHHUYECKOI'O
HCcCcIeaoBaHHsA HAa3HAYUTH

(momxuoCTh, Gavuaus M.0.)

JIOMKHOCTD TOJITUCE HHUIAATB], haMuTns



