[Tpuka3 @enepanpHON CiIy:K0BI IO Ha/30pPY B chepe 3apaBooxpaneHus oT 2 nexadpst 2025 r. Ne 5803
"O06 yrBepkIeHHH (HOPM POBEPOUYHBIX JTUCTOB (CIHCKOB KOHTPOJIBHBIX BOIIPOCOB, OTBETHI HA KOTOPBIC
CBUJCTEIBCTBYIOT O COOTIOACHUN MM HECOOTIOCHIH KOHTPOIUPYEMBIM JTUIIOM 00s3aTeITbHBIX
TpeboBaHuii), UCTIONB3yeMbIX DeepabHOM Cly)00it 0 Haa30py B cepe 3ApaBOOXPaHCHUS U e
TEPPUTOPUATBHBIMU OPraHaMU IIPU OCYIIECTBICHUH (eIepaIbHOTO TOCYJAPCTBEHHOTO KOHTPOJIS
(Ham3opa) B chepe oOpaleHHs IEKaPCTBEHHBIX CPEACTB IS MEIUIUMHCKOTO IPUMEHCHUS

B penakiyu [Ipukaza @enepanbHO ciryk0bI 10 Ham30py B chepe 3npaBooxpaneHus oT 1 urors 2026 1. Ne 483

B cootBercTBuM ¢ yacthio 1 crathu 53 ®enepanbHoro 3akona ot 31 utons 2020 r. Ne 248-03 "O
rOCyJapCTBEHHOM KOHTposie (Haa3ope) M MYyHHIUNAIbHOM KOHTposie B Poccuiickoit ®enepanun’,
nyHktoM 3 TpeGoBaumii K pa3paboTke, COAEP)KAHMIO, OOIIECTBEHHOMY OOCYXICHHIO HPOEKTOB (GopM
MIPOBEPOYHBIX JIUCTOB, YTBEPKJICHHIO, IPUMEHEHHIO, aKTyalIn3auuu (JOpM MPOBEPOUYHBIX JINCTOB, a TAKKE
ciiyyad  00s3aTENbHOTO NPUMEHEHHS IPOBEPOYHBIX JIUCTOB, YTBEP)KICHHBIX I1OCTAHOBJICHUEM
[TpaButensctBa Poccuiickoit deneparmu ot 27 oktsaops 2021 r. Ne 1844, abG3auem mepBbIM IyHKTa 3
[Tonoxxenus o demepanbHOM rocyJapcTBEHHOM KOHTpoJIe (Haa3ope) B cdepe oOpalieHus JIeKapCTBEHHBIX
CPeICTB, YTBEpKIAeHHOro nmoctanoBineHueM [IpaButenscrBa Poccuiickoit denepanuu ot 29 utons 2021 r.
Ne 1049, nonmmynktom 5.1.4 mynkra 5 Ilomoxkenuss o denmepanbHOoil cinyxbe 1o Ham3opy B cdepe
3PaBOOXPAHEHMs, YTBEpXAEHHOro mnocraHoBileHueM llpaButensctBa Poccuiickoit ®enepauuun ot 30
utoHs 2004 r. Ne 323, mpukassiBato:

1. YTBepauTh mpuiiaraeMbie ()OPMBI TPOBEPOYHBIX JIUCTOB (CIHMCKOB KOHTPOJBHBIX BOIPOCOB,
OTBETHl Ha KOTOPBIE CBUCTEILCTBYIOT O COOJIIOJICHUM MM HECOONIOJCHUN KOHTPOJIMPYEMBIM JIUIIOM
00s3aTeNIbHBIX ~ TpeOOBaHMi), HCHONB3yeMbIXx DenepanbHON  Ciy)x00i 1o  Ham3opy B cdepe
30paBOOXPAHEHUS W €€ TEePPUTOPUAIBbHBIMH OpraHaMH IpH  OCYLIECTBICHHM  (eaepaabHOro
TOCY/IapCTBEHHOTO KOHTpOIIS (Han3opa) B chepe oOpaleHus JIeKapCTBEHHBIX CPEACTB ISl MEUIIMHCKOTO
PUMEHEHHUS:

1.1. dopmy mnpoBepodyHOro mmcTa (CHHCKa KOHTPOJBHBIX BOIPOCOB, OTBETHl Ha KOTOpHIC
CBUJICTENIbCTBYIOT O COOJIIOJICHMHM WM HECOONIONEHUH KOHTPOJIUPYEMBIM JIMIIOM 00s3aTeIbHbBIX
TpeboBaHui), ucnonbzyemoro denepanbHON Ciy)00i 1Mo Hag30py B cdepe 3ApaBOOXpAHCHUS U €€
TEPPUTOPUATBHBIMM OpraHaMH MpU OCYLIECTBICHUU (elepaIbHOTO TOCYAapCTBEHHOTO KOHTPOJIA
(Ham3opa) B cdepe oOpalleHHs JIEKAPCTBEHHBIX CPEACTB Ui MEAMLIUHCKOTO NMpPUMEHEHHs (XpaHeHHe
JIEKapCTBEHHBIX cpencTB) (mpuiokeHune Ne 1);

1.2. dopmy mnpoBepovYHOro mmcTa (CHMCKa KOHTPOJBHBIX BOIPOCOB, OTBETHl HAa KOTOpHIC
CBUJICTENICTBYIOT O COOJIIOJICHUHM WM HECOONIONEHHUH KOHTPOJIUPYEMBIM JIMIIOM 00s3aTeIbHbIX
TpeboBaHui), ucnonszyemoro denepanbHON Ciy)00i MO Hag30py B cdepe 3ApaBOOXpAHCHUS U €e
TEPPUTOPUATBHBIMM OpraHaMH MpU OCYLIECTBICHHUU (elepaIbHOTO TOCYAapCTBEHHOIO KOHTPOJIS
(Ham3opa) B cdepe oOpalleHHs JEKapCTBEHHBIX CPEACTB Ul MEIUIIMHCKOTO NMpUMEHeHUs (mepeBo3ka
(TpaHCTIOPTUPOBKA) JISKapCTBEHHBIX cpencTB) (mpuioxkenue Ne 2);

1.3. dopmy mnpoBepodyHOro mmcTa (CHHCKa KOHTPOJBHBIX BOIPOCOB, OTBETHl Ha KOTOpHIC
CBUJICTENICTBYIOT O COOJIIOJICHMHM WM HECOOMIONEHUH KOHTPOJIUPYEMBIM JIMIIOM 00s3aTeIbHbIX
TpeboBaHuii), ucnonszyemoro denepanbHON Ciy)00i MO Hag30py B cdepe 3ApaBOOXPAHCHUS U €e
TEPPUTOPUATBHBIMM OpraHaMH MpU OCYLIECTBICHUU (elepalIbHOTO TOCYAapCTBEHHOIO KOHTPOJIS
(Ham3opa) B cdepe oOpaiieHHs JICKApCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO TNPHMEHEHUs (OTIYCK,
nepenaya, peaansanys, IpoJiaxa JeKapCcTBeHHbIX cpencts) (nmpunoxenue Ne 3);

1.4. ®opmy mnpoBepo4YHOro mmcTa (CHMCKa KOHTPOJIBHBIX BOIPOCOB, OTBETHl HAa KOTOpBIC
CBUJICTENILCTBYIOT O COOJIIOJICHMHM WM HECOOMIONEHUH KOHTPOJUPYEMBIM JIMIIOM 00s3aTeIbHbIX
TpeboBaHui), ucnonszyemoro denepanbHON Ciy)00i MO Haa30py B cdepe 3ApaBOOXpAHCHUS U €e
TEPPUTOPUATBHBIMM OpraHaMH MpU OCYLIECTBICHUU (elepalIbHOT0 TIOCYAapCTBEHHOIO KOHTPOJIS
(Ham3opa) B cdepe oOpalleHHs JICKapCTBEHHBIX CPEJICTB JJISI MEAUIIMHCKOTO PUMEHEHUs (YHUYTOXKCHUE



JIEKapCTBEHHBIX cpencTB) (mpuioxeHue Ne 4);

1.5. dopmy mnpoBepoyHOro mmcra (CHMCKa KOHTPOJBHBIX BONPOCOB, OTBETHI Ha KOTOPHIC
CBHUJICTEJILCTBYIOT O COOJIIOJCHUM WM HECOOMIONECHUH KOHTPOJIUPYEMBIM JIHIIOM 00s3aTeIbHBIX
TpeboBaHui), ucnoyb3yemoro denepanbHOil Ciy:k00H MO Hag30py B cdepe 3IpaBOOXPAHCHUS U €
TEPPUTOPUATBHBIME OpraHaMH MpPU OCYLIECTBICHUU (EeAepaTIbHOIO TOCYAapCTBEHHOTO KOHTPOJIA
(Ham3opa) B cepe oOpaleHns JIEKapCTBEHHBIX CPEICTB JJIsi MEIUIIMHCKOTO MPUMEHEHUS (M3rOTOBICHHE
JICKapCTBEHHBIX cpecTB) (mpritokeHue Ne 5);

1.6. dopmy mnpoBepoyHOro mmcra (CHHCKa KOHTPOJIBHBIX BOIPOCOB, OTBETHI Ha KOTOpHIC
CBHUJICTEJIbCTBYIOT O COOJIIOJCHUM WM HECOOMIONCHUH KOHTPOJIUPYEMBIM JIHUIIOM 00s3aTeIbHBIX
TpeboBaHui), ucnosbzyemoro denepanbHOil Ciy:kO00H MO0 Hag30py B cdepe 3IpaBOOXPAHCHUS U €
TEPPUTOPUATBHBIME OpraHaMH MpPU OCYLIECTBICHUU (EeAepPaIbHOIO TOCYAaPCTBEHHOTO KOHTPOJIA
(Ham3opa) B chepe oOparieHus JIeKapCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO MPUMEHEHUs (YCTaHOBJICHHUE
MPOM3BOIUTEIISIMU JICKAPCTBEHHBIX MpPENapaToB IIEH Ha JIGKAPCTBEHHBIC IpenapaThl, BKIIOYCHHbBIE B
nepeueHb KU3HEHHO HEOOXOIMMBIX M B)KHEHILIMX JIEKapCTBEHHBIX NpernaparoB) (mpuinoxeHue Ne 6);

1.7. dopmy mnpoBepoyHOro mmcra (CHMCKa KOHTPOJIBHBIX BOIPOCOB, OTBETHI Ha KOTOpHIC
CBHUJICTEJILCTBYIOT O COOJIIOJCHUM WM HECOOMIONCHUH KOHTPOJIUPYEMBIM JIMIIOM 00s3aTeIbHbBIX
TpeboBaHui), ucnoybzyemoro denepanbHOil Ciy)kO00H MO Hag30py B cdepe 3IpaBOOXPAHCHUS U €€
TEPPUTOPUATBHBIMA OpraHaMH MpPU OCYIIECTBICHUU (EeAepaIbHOIO TOCYAapCTBEHHOTO KOHTPOJIA
(Ham3opa) B cdepe oOpalieHus JIEKapCTBEHHBIX CPEICTB JUIS MEAUIIMHCKOrO NMpUMeHeHus (coOmoaeHune
JMIEH3NOHHBIX TPEOOBaHM K OCYIIECTBICHHIO (hapMalleBTHUECKOH JiesitenbHocTH) (prinoxkenue Ne 7);

1.8. dopmy mnpoBepoyHOro mmcra (CHHCKa KOHTPOJBHBIX BOIPOCOB, OTBETHl Ha KOTOPHIC
CBHUJIETEJIbCTBYIOT O COOJIIOJCHUH MM HECOOMIONEHUH KOHTPOJIUPYEMBIM JIHUIIOM 00s3aTeIbHbBIX
TpeboBaHuii), ucnonezyemoro denepanbHol Ciy)00i MO Hag30opy B cdepe 3ApaBOOXpAaHEHUS U €€
TEPPUTOPUATBHBIMA OpraHaMH MpPU OCYLIECTBICHUU (eAepaIbHOIO TOCYAapCTBEHHOTO KOHTPOJIA
(Ham3opa) B cdepe oOpamieHHs JEKAPCTBEHHBIX CPEACTB ISl  MEAMIUHCKOTO IMPUMEHEHUS
(IOKIIMHUYECKUE UCCIIeOBAaHMS JIEKaPCTBEHHBIX cpeacTB) (mpuinoxenue Ne 8);

1.9. dopmy mnpoBepoyHOro mmcra (CHHCKa KOHTPOJBHBIX BOIPOCOB, OTBETHl Ha KOTOpHIE
CBHUJIETEJIbCTBYIOT O COOJIIOJCHUH WM HECOOMIONEHUH KOHTPOJIUPYEMBIM JIMIIOM 00s3aTeIbHBIX
TpeboBaHui), ucnonezyemoro denepanbHol Ciy)k00i 1Mo Hag3opy B cdepe 3ApaBOOXpAaHEHUS U €e
TEPPUTOPUATBHBIMM OpraHaMH MpPU OCYLIECTBICHUU (eepaIbHOIO TOCYAapCTBEHHOTO KOHTPOJIS
(Ham3opa) B cepe oOpalIeHUs JIEKapCTBEHHBIX CPEICTB U MEIUIMHCKOTO MPUMEHEHUS (KITMHUYECKUE
UCCIIeJOBAaHMS JIEKAPCTBEHHBIX MpenapaToB) (mpunoxenne Ne 9).

2. IlpusHate yTpatuBmIMMHU cuiy npukaz @DenepanbHoil ciayxkObl 1Mo Hag3opy B cdepe
3apaBooxpaHeHus oT 16 centsops 2022 r. Ne 8700 "OO yrtBepxaeHuu (GOpM MPOBEPOUHBIX JIUCTOB
(CTIMCKOB KOHTPOJBHBIX BOINPOCOB, OTBETHI HA KOTOpPbIE CBUICTEIBCTBYIOT O COOJIOJCHUU WU
HECOOIIOICHUN KOHTPOJIIMPYEMBIM JIMIIOM O00s3aTeNbHBIX TpeOOBaHMI), HCHOJb3yeMbIXx DenepanbHOi
CIIy>k00H 10 HaA30py B cdepe 3ApaBOOXpPaHEHUS U €€ TEPPUTOPUAIBHBIMU OpraHaMH MPH OCYIIECTBICHUU
(eneparbHOTO TOCYAapPCTBEHHOrO0 KOHTpOJs (Ham3opa) B cdepe oOparieHHs JICKapCTBEHHBIX CpeAcTB'
(3apeructpupoBaH MuHuctepcTBoM Ioctuuuu Poccuiickoit ®enepanumu 19  nexabps 2022 r.,
peructpanuonHslii Ne 71630).

3. Hacrosmumii mpukas nperictByer 10 1 centsiops 2031 rona, 3a uckitoueHHEM MYHKTOB 4 - 7
HACTOSIILIEr0 MpUKa3a.

4. ITpunoxenue Ne 1 k HacTosmeMy npukasy aenctByer 10 1 centsops 2028 roza.

5. [lpunoxenue Ne 3 k HacToseMy npukasy aeucTyet 1o 1 mapra 2028 rona.

6. [Tpunoxxenue Ne 5 k HacTosieMy npukasy aeictyet 1o 1 suBaps 2027 roaa.

7. Ilpunoxenue Ne 7 k HacTosieMy npukasy aeictyet 1o 1 centsops 2028 rona.

PykoBoaurens A.B. Camoiinosa

3apeructpupoBano B Munrocte Poccun 10 mapta 2026 r.



Perucrpannonnsiii Ne 85580



IIpunoxenne Ne 1

K npukasy PeaepajbHoil C1yKObI

110 HA/JA30pYy B c(epe 34paBOOXpaHEHHS
ot 02.12.2025 Ne 5803

®opma

QR-xox

IIpoBepo4HbI JIHCT
(CIIHCOK KOHTPOJIbHBIX BONIPOCOB, 0TBETHI HA KOTOPbIE CBHAETEJBCTBYIOT 0 COOJIIOICHUH WM HeCO0II0JeHUH KOHTPOJINPYeMbIM JIMLOM
00s13aTeJbHBIX TPeOOBaHMii), HCMOJIb3yeMblii DenepaabHOil cIy:k00i M0 Haa30pY B cdepe 3IPABOOXPAHEHNS H €€ TEPPUTOPHATBLHBIMH OPraHaAMHU
NPH OCYIIeCTBJIEHUH (peepaTbLHOro rocyAapcTBEHHOr0 KOHTPOJIsi (Hai30pa) B cepe oOpamieHusi JeKapCTBEHHBIX CPEICTB /ISl METHIIMHCKOTO
npuMeHeHus (XpaHeHHe JIEKAPCTBEHHBIX CPE/ICTB)

1. HaumeHnoBanue Bua KOHTPOIs (Haa30pa), BKIIOYEHHOTO B €MHBIN peecTp BUIOB (heaepatbHOro ToCy1apCTBEHHOTO KOHTPOIs (Han3opa):

2. HanmeHoBaHME KOHTPOJIBHOTO (HAI30pHOT0) OpraHa U peKBU3UThI HOPMATUBHOTO MIPABOBOT'0 aKTa 00 YTBEPKICHUU (POPMBI IPOBEPOUHOTO JIUCTA!

3. CrucoK KOHTPOJIBHBIX BOIIPOCOB, OTPAKAIOIIMX COAEP)KaHUE 00s3aTeIbHBIX TPEOOBAHUHM, OTBETH Ha KOTOPBIE CBUACTENLCTBYIOT O COOJIOACHUH
WJIA HECOOIIOZICHUU KOHTPOJIUPYEMBIM JIMLIOM 00s13aTEIbHBIX TPEOOBAHUIA:



n/n

Criucok KOHTPOJIBHBIX BOIIPOCOB,
OTPaXKAIOIIUX COEPIKaHUE
00s13aTeNbHBIX TPeOOBaHUN

PexBU3UTHI
HOPMAaTHBHBIX
MIPaBOBBIX AKTOB, C
yKa3aHUEM UX
CTPYKTYPHBIX
€MHUL, KOTOPBIMU
YCTaHOBJICHBI
00s13aTEIbHEIE
TpeboBaHUs

OtBeTH Ha BOIIPOCKHI, COACPKAIINCCA B Crucke KOHTPOJIBHBIX BOIIPOCOB

Opra"u3anus ONTOBOM
TOPIOBJIM JIEKAPCTBEHHBIMU

cpeacTBaMu IJIsd

MCIUITUHCKOI'O IMNPUMCHCHU A

O

anrexa,
OCYIICCTBIISIONIAsI
PO3HUYHYIO
TOPTOBIIIO (OTITYCK)
JIEKapCTBEHHBIX
npenaparos
HACEJICHUIO

anTeka Kak
CTPYKTYpHOE

MoJpa3/ieJICHUE
MEIUIIUHCKOU
OpraHu3anuu

aIlTeYHbIU ITYHKT, B
TOM YHCJIC KaK
CTPYKTYpHOE
MoJpa3/icJICHUE
MEIUIIUHCKOU
OpraHu3anuu

O

VMH/IMBU1yaJIbHbIN
MpeIPUHUMATEIb

MEOULIMHCKHAE OPTaHU3aluH, B
TOM YHCJIC U UX
000Cc00JIEHHEIE
MOJIpa3IeIICHUs,

PacIoJIOKEHHBIC B CEITBCKUX
HACCJICHHLBIX HyHKTaX, B
KOTOpPBIX OTCYTCTBYIOT
AIITCYHBIC OpFaHI/I?)aI_II/II/I

IIpumeyanu
e

Ja

HET HCTIPUMCHU

MO

Ja

HET HCTIPUMCHU

MO

Ja HET HCTIPUMCHUM

0

denepanbusblii 3akoH ot 12 anperns 2010 1. Ne 61-D3 "O6 obpamiennu nekapcTBeHHbIX cpeacTs” (nanee - Genepanbhblil 3akoH ot 12.04.2010 Ne 61-D3);
[TpaBuna xpaHeHHs JeKapCTBEHHBIX CPEACTB AJIsi MEIUIIMHCKOTO IPUMEHEHHUS, YTBepKICHHbIC TpruKa3oM MuHHcTepcTBa 3apaBooxpanenus Poccuiickoit @eneparnun ot 29 anpens 2025
r. Ne 260H (3apeructpupoBan MunuctepcTBoM roctunuu Poccuiickont deneparuu 2 utons 2025 r., perucrpannonnsiii Ne 82490) (neiictByet 1m0 1 centsaops 2031 r.) (nanee - [IpaBuia
xpaneHus); [IpaBuia HaIexkKaleH anTedHON IPAKTUKH JICKAPCTBEHHBIX NIPENapaToB JJisi MEJUIIMHCKOTO IPUMEHEHUS, YTBEPKICHHBIE IIPHKa30M MUHHUCTEPCTBA 3APAaBOOXPAHCHUS
Poccuiickoit @eneparmu ot 29 anpens 2025 r. Ne 259H (3apeructpupoBan MunucrepcTBoM octunmu Poccuiickoit @eneparuu 30 mast 2025 r., peructpaunonnsiii Ne 82462) (nerictByet
1o 1 centsiops 2031 r.) (manee - [IpaBuia Hagnexaieit anteynoit npaktuku); Pemenne CoBera EBpasuiickoii 3xoHOMU4eckor komuccuu ot 3 HosaOpst 2016 r. Ne 80 "O06 yrBepxkneHnn
[TpaBun HauIeKaIIeH TUCTPUOBIOTOPCKOM MPAKTUKU B paMKax EBpasuiickoro skoHoMu4eckoro corosa” (Bctymuio B cuity st Poccuiickoit ®enepanyu 6 mast 2017 r. SInsercs
obs3aTenbHBIM 11151 Poccuiickoit denepanyu B coorBercTBUM ¢ JloroBopoM o EBpasuiickom skoHOMu4eckoM coto3e oT 29 mas 2014 r., parudunupoBanusiM OeepaabHbIM 3aKOHOM OT 3
okTs10pst 2014 r. Ne 279-®3 "O parudukanuu qoroBopa o EBpaszuiickoM SKOHOMUYECKOM COr03e"”, BCTyNUBILIEM B cuity st Poccuiickoit ®enepanyu ¢ 1 suBaps 2015 r.) (nanee -
[paBuiia HajIeKAIIEH TUCTPUOBIOTOPCKOM MPAKTUKH)

|. Cuctema kadyecrBa

YTBepxkIcHA JIU PyKOBOAUTEIIEM
cyOBeKTa 0OpanieHusl IeKapCTBEHHBIX
CPeICTB cucTeMa KayecTBa?

nyHKTHI 2, 3 [IpaBun
XpaHeHUS;

MYHKTHI 2-5, 6, 7,9
[IpaBun Hagnexaen
alTEeYHOU MPAKTUKMU;

MyHKTHI 5-6, 9, 11-12
[IpaBun Hagexaen
IUCTPUOBIOTOPCKON
MIPAKTUKHU

Buenpena nmu y aucTpudbOTOpa cucreMa
yIpaBIeHUS N3MEHEHUSIMHU, OCHOBAHHAS
Ha MPHUHIUIAX YIPABJICHUS PUCKAMHU
JUISL KayecTBa?

myskTsl 10, 15
[IpaBun Hagexamen
IUCTPUOBIOTOPCKON
MPaKTUKHU




3. VY CTaHOBIIEH 1M pyKOBOACTBOM nyHKT 13 IpaBun
aucTpuObI0TOpa (hopMan30BaHHBIN HaJJIexalen
MPOIECC MePUOAUYECKOTO 0030pa TUCTPUOBIOTOPCKOM
CHCTEMBI KauecTBa? MIPAKTHKHU

4. AHanu3upyer 1 pyKOBOJUTEIb nyHKT 12 IpaBun
CyOBbEeKTa pO3HUYHON TOPTOBJIU CHCTEMY | HaJJIexalen
Ka4yecTBa B COOTBETCTBHHU C anTEeYHON MPAKTUKU
YTBEPKJICHHBIM UM INIAHOM-Tpadukom?

S. JIOKyMEHTaJIbHO 0(OPMIICHBI nyHKT 14 IlpaBun
pe3yJIbTaThl 0030pa CHCTEMBI KauecTBa? | HaJAJexKalei

IUCTPUOBIOTOPCKON
NPAKTUKU

6. Cucrema kadecTBa rapaHTUpyeT, 4To MOAIYHKT "'a" MyHKTa
OTBETCTBEHHOCTb PAOOTHUKOB 3a 3 [IpaBun xpaHeHUst
HapyleHne TpeOoBaHui, nyHKT 16 IIpaBun
YCTaHOBJICHHBIX CTaHIAPTHBIMU HaJUIekKaIei
OIEpAIlMOHHBIMU MPOLEypaMu (fanee - | TUCTPUOBIOTOPCKOM
COII), onpenenena? NPaKTHKH

7. Cucrema kauyecTBa rapaHTUPYET, UTO B MOJMYHKT "0" myHKTa
OTHOIICHUH KaXI0TO HApYIICHUS 3 [IpaBun xpaHeHus;
TpeboBanuit, ycraHoBieHHbIXx COIlamu,

IIPOBOJUTCS BHYTPEHHUU ayJAUT U nyHKT 42 [IpaBun
pa3pabaThIBalOTCS KOPPEKTUPYIOLIHE HaJUIexKaIei
JeUCTBUS? anTEYHOM MPAKTUKU

8. OmnpeneneH pyKoBOIUTENEM CyOBEKTa nyHKT 2 [IpaBun
oOpalleHus JIeKapCTBEHHBIX CPEJICTB XpaHeHHs,
cpok xpanenust COITos?

nyHKT 58 IpaBun
HaJIexKaniei
IUCTPUOBIOTOPCKON
MIPAKTUKH

0. HasznaueHno nu pykoBoautenem cyObekTa | myHKT 4 [IpaBun

oOpalleHus JIeKapCTBEHHBIX CPEJICTB XpaHeHUS,

JIMI1I0, OTBETCTBEHHOE 32 BHEJPEHUE U

obecrieueHne CUCTEMBbI KauecTBa? nyHKT 6 [IpaBun
HaJIexKaniei
alTEeYHOU MPAKTUKMU;
myHKTHI 8, 17 - 21
[IpaBun Hagexamen
IUCTPUOBIOTOPCKON
NPAKTUKU

10. | MmeeTcs a1 TOKYMEHTALIUSI CUCTEMBI nyHKT 2 [IpaBun
KkauecTBa, B ToM yucie COIT? XpaHEHUs,

MYHKTHI 6, 7, 43
[IpaBun Hagexamen
alTEeYHOU MPAKTUKMU;

nyHKTHI 7, 38, 52, 53




[IpaBun Hagexamen

IUCTPUOBIOTOPCKON
NIPAKTUKU

11. | NmeroTcst U y cyObeKTa pO3HUYHON MOAINYHKT 'K IIyHKTa
TOPTOBJIH KYPHAJIbI, PUKCUPYIOLTUE U 7, myukt 8 [IpaBun
MIOATBEP K TAIOLIUE MPOLIECCHI HaJUIekKaIei
o0ecreyeHus: CUCTEMBbl KayecTBa? anTEeYHON MPAKTUKU

12. | OGecnieunBaeT I pyKOBOAUTEb MOAINYHKT 'K IIyHKTa
cyObekTa po3HHUHOM ToproBnu Hanmuue | 9 [TpaBun
MUHHMAaJIBHOT'O aCCOPTUMEHTA HaJUIekKaIei
JIeKapCTBEHHBIX MPEapaTos, anTEeYHON MPAKTUKH,
HEOOXOIUMBIX JUISI OKA3aHUS
MEIUIUHCKONW TOMOIIN? qacTh 6 cTathu 55

denepaabHOro
3akoHa ot 12.04.2010
Ne 61-03

13. | [loHsATHO 1M coiepKaHKNe MUCBMEHHBIX | MMyHKTHI 53, 55
MpOLENYP, HHCTPYKLHI, TOTOBOPOB, [IpaBun Hajexamen
3alMCcel, OTYETOB, POTOKOJIOB TUCTPUOBIOTOPCKOM
WCHBITAaHUH U IPYTUX OyMaXKHBIX WIH MPAKTUKH
AJIEKTPOHHBIX HOCHUTENEH HHPOPMaLInH,

Ha KOTOPBIX PETUCTPUPYIOTCS TaHHbIE
(manee - TOKyMEHTaIUs), OJJHO3HAYHO,
HE JI0IIyCKaeTcs IBYCMbICICHHBIX
TOJIKOBAHHIA?

14. | JIuoMm, OTBETCTBEHHBIM 3a BHeJpeHUE U | MyHKT 4 [IpaBun
obecrieyeHne CUCTEMbl KauecTBa, XpaHEeHHUS,
nepecMaTpUBaeTCs JIU PETYIISIPHO U
MOIEPKUBAETCS B aKTyaJIbHOM nyHKT 60 I[IpaBun
COCTOSIHUM JIOKYMEHTAIHsA? HaJUIekKaIei

IUCTPUOBIOTOPCKON
MPAKTUKU

15. | CoxpansroTcs 1 3anucu, oTHocsmuecs: | myHKT 61 [Ipasun
K BBIIIOJIHEHUIO BCEX JIEUCTBUM, HaJIexKaniei
KaCaroLUXcs MOJy4YCHHOU UIIN IUCTPUOBIOTOPCKON
MIOCTaBJICHHOM MPOAYKINH, a TAKKE MPAKTUKU
3aIlUCH 110 OKa3aHUI0 OPOKEPCKUX YCIYyT
(HampuMmep, 3asBKH, CU€Ta, TOBAPHbIE
HaKJIAJHBIC) WM IPYTHE 3aIUCH B
3JIEKTPOHHOM BUJI€ WM UHOH popme?

16. | NmeroTcst U yTBEpXKICHHbIE, nyHKT 56 I[1paBun
MOJINMCAHHBIC U TaTUPOBAHHbIC HaJUIekKaIei
OTBETCTBEHHBIM JIMLIOM ITPOLEAYPHI? TUCTPUOBIOTOPCKON

MIPAKTUKU

17. | Nmeetcs nu yTBEpkKACHHA, nyHKT 56 IIpaBun
MOJIMMCAHHAs ¥ TaTUPOBAaHHAs HaJIekKaIen
JTOKYMEHTAIHsI CIIeIIHaIbHO TUCTPUOBIOTOPCKON
Ha3HAYEHHBIMU PYKOBOIUTEIEM MPAKTUKH
JmnamMu?

18. | Cobmrogaercs nu 3anpeT Ha nyHKT 56 I[1paBun




oopmieHre JOKyMEHTAIMH OT PYKU? HaJJexalen
IUCTPUOBIOTOPCKON
NPAKTUKU

19. | laTupoBaHbI 1M U TOMHCAHBI nyHKT 57 IIpaBun
UCTIPaBJICHUS, BHECEHHBIC B HaJIekKaIei
JOKYMEHTAINI0? TUCTPUOBIOTOPCKON

MIPAKTUKH

20. | BHeceHbl 11 UCTIPABJICHUS TAKHUM nyHKT 57 IIpaBun
00pa3zoM, 4TOOBI COXpaHsIIACh HaJUIekKaIei
BO3MO>KHOCTB IPOYTECHHUS TUCTPUOBIOTOPCKON
NepBOHAYAJIbHBIX 3aIHCEN? MIPAKTUKH

21. | imeeT nu KaXIbli paOOTHHUK nyHKT 59 I1paBun
ONEPATUBHBIN JOCTYI K JOKYMEHTALUM, | HaJJIeKaEH
HEOO0XOIUMOI 151 BBITIOJIHEHUS CBOMX TUCTPUOBIOTOPCKON
JIOJIDKHOCTHBIX 00sI3aHHOCTE? MPaKTUKH,

nyHKThI 9, 11 [TpaBun
HaJIexKaniei
ANTEeYHOU MPAKTUKU

22. | IlpoBoaMT M PyKOBOJUTEIH CYOBEKTa nyHKT 38 IpaBun
PO3HUYHOM TOPIOBIIM OLEHKY HaJyIe)Kalen
NeSTEeTbHOCTH PAOOTHUKOB C LEIBIO anTEeYHON MPAKTUKU
MIPOBEPKH MOJIHOTHI BBITTOJTHEHUS
TpeboBanuii [IpaBun Haanexamei
anTeYHOM MpaKTUKH (nasee -

BHYTPEHHHHU ayauT)?

23. | CocraBisiercst 11 OTYET BHYTPEHHETO nyHKT 120 [IpaBun
ayJuTa, BKIKOYAIOLIUI B TOM YHUCIIE HaJIexKaniei
BBIPAOOTKY MEPONPUATHIL 11O IUCTPUOBIOTOPCKON
YCTPaHEHUIO BBISBICHHBIX HAPYIICHUH, | MPAKTUKU MYHKTHI 39,
KOPPEKTUPYIOLUX U 42 TpaBun
MPeIyIpPexKAAOIUX MEPOTPUITHIA? HaJUJIekKaIlen

ANTEeYHOU MPAKTUKU

24. | IlpoBoauTCs M Ay TUT MPEIIPUHATHIX nyHKT 39 IpaBun
Mep MO KOPPEKTUPYIOIIUM H HaJIexKaIei
PEIYIPESIKAAIONIIM ICHCTBUSM U (MIM) | aNTEYHOU MPAKTUKU
10 YCTPAHEHUIO HAPYIICHUH,

BBISIBJICHHBIX 10 pe3yJibTaTaM
MIPOBEACHHOI0 BHYTPEHHET0 ayAuTa?

25. | dopMmupyeTcs I OTYET O pe3yIbTaTax nyHKT 39 IpaBun
BBITIOJIHCHHBIX JICUCTBUHU U UX HaJIexKaniei
3G PEKTUBHOCTH MPH MTPOBEACHUU anTEeYHOMN NMPaKTUKU
ayJuTa IpeANpUHITHIX Mep 10
KOPPEKTHPYIOLIUM H
NpeAyPEKAAIONINAM ACHCTBUAM U (HIIH)

10 YCTPAHEHUIO HAPYIICHUH,
BBISIBIICHHBIX I10 pe3yJibTaTaM
MIPOBEJACHHOTO BHYTPEHHETO ayAuTa?

26. | IlpoBoauTcs 1M BHYTPEHHUH ayauT nyHKT 40 I1paBun

HE3aBUCUMO CIIEHUAIbHO Ha3HAYEHHBIMU | HaJUIeXkKalei




PYKOBOAUTENEM CyObEKTa POSHUYHOU
TOProBJIM pabOTHUKAMU U (HITH)
NPUBJICKAEMBIMH IO PEIICHHUIO
PYKOBOAUTENS CYyOBEKTa PO3HUYHOM
TOPrOBIIY Ha JOTOBOPHOM OCHOBE
Jmnamu?

anTEeYHOU MPAKTUKU

27. | Pa3paborana mu COII B nensix nyHKT 41 IlpaBun
OpTaHU3AIUH U TIPOBEICHHS HaJUIekKaIei
BHYTPEHHET0 ayJuTa? anTEeYHON MPAKTUKU

28. | IlpoBoauTcs 1M BHYTPEHHUH ayauT B nyHKT 41 IIpaBun
COOTBETCTBHUH C €XKETOHBIM IIJIAHOM, HaJIeXKaIei
YTBEP)KIaeMbIM PYKOBOJIUTEIIEM anTEeYHON MPAKTUKU
cyObeKTa pO3HUYHOM TOPTOBJIH, HE PEKe
1 pa3a B monrona?

Il. YnpaBienue qeiTeIbHOCTHIO, lepeIaBaeMoii /sl BHITOJIHEHUS APYTroMy JIMILY (AyTCOPCHHT)

29. | Cucrema KadecTBa BKJIIOUYAET B ce0s nyHKT 12 IpaBun
KOHTPOJIb M aHAJIU3 JICATEIILHOCTH, HaJIekKaIei
IepeJaHHON Ha ayTCOPCUHT U TUCTPUOBIOTOPCKON
OTHOCALIEHCS K IPUOOPETEeHUIO, MPAKTUKH
XpaHEHHUI0, TPAHCTIOPTUPOBKE, MOCTABKE
WJIH SKCIOPTY?

30. | 3akiroueH M MHUCbMEHHBIH I0TOBOP nyHkTel 12, 110 - 112
MEXIy AUCTPUOBIOTOpOM-3aKka3unkoM U | [IpaBun Hamexamiei
UCTIOJHUTEJIEM, TI0 KOTOPOMY IUCTPUOBIOTOPCKON
OCYILECTBIISICTCS Mepeaaya MPAKTUKH
JeSITEIbHOCTH Ha ayTCOPCUHT C
yKazaHueM 00s3aHHOCTEH KaxI0i u3
CTOpOH, NOPsAJIKA IEUCTBUM U
OTBETCTBEHHOCTHU CTOPOH?

31. | IleppogumuHOCTh MpoBeneHus MpoBepok | myHKT 111 IpaBun
JEATEIIbHOCTH, NIEPEJAHHON HA HaJIexKaniei
ayTCOPCHHT, OTIpe/eIsIeTCs Ha TUCTPUOBIOTOPCKON
OCHOBAHHMU aHAJIM3a PUCKOB? MIPAKTUKH

32. | UcnomusieT mu 0053aTenbCTBa MO nyHKT 113 [IpaBun
JIOTOBOPY ayTCOPCUHTa HaJIekKaIei
KBaJTM(ULIHMPOBAHHBIN TIEPCOHAI? IUCTPUOBIOTOPCKON

MIPAKTUKH

33. | ImeroTcs Jn IOMEIIEHUs], KOTOPbIE nyHKT 113 [IpaBun
HEOOXOIUMBI U151 UCTIOTTHEHHS HaJIexKaIei
00513aTeNBCTB 110 I0TOBOPY ayTCOPCHHIA | AUCTPUOBIOTOPCKOM
(oaHO M3 yCIIOBHI JOTOBOpa MPAKTUKH
ayTcopcHHra)?

34. | meetcs mu 000pya0BaHUE, KOTOPOE nyHKT 113 [IpaBun
HE00XO0IUMO JUIS UCTIOTTHEHUS HaJIekKaIei
00513aTeNBCTB 110 I0TOBOPY ayTCOPCHHIA | AUCTPUOBIOTOPCKOM
(oaHO M3 yCIIOBHI JOTOBOpPA MPAKTUKU
ayTcOpcHHra)?

35. | ImeroTcs I JOKyMEHTUPOBAHHbIE nyHKT 113 [IpaBun

MPOLEAYPHI, KOTOPBbIE HEOOXOIUMBI IS

HaJIexKaniei




UCIIOJIHEHHUS 00SI3aTEIBCTB MO JI0OTOBOPY
ayTcopcuHra (0JJHO U3 yCIIOBHIA
JOTOBOpA ayTCOPCUHTa)?

IUCTPUOBIOTOPCKON
NPaKTHKH

36. | YBenomisieTcst I JOKYMEHTAIBHO nyHkTel 115, 116
HCIIOJTHUTEID 110 JOroBOpYy ayTcopcuHra | IIpaBui Hajuiexxaen
(0qHO U3 yClIOBUH 10roBOpa IUCTPUOBIOTOPCKON
ayTcopcuHra) 000 Bcex (hakTopax, IIPAKTUKU
CBSI3aHHBIX C JIEKAPCTBEHHBIMU
npenapaTtamMmy UM JesiTeIbHOCTbIO,
nepeaaBaeMoi Ha ayTCOPCUHT, KOTOphIE
MOTYT HIPEACTABIATH OMACHOCTH JUISI €T0
MOMeIIeHUH, 000pyA0BaHuS,
nepcoHana’?
I11. Ilepconan
37. | meetcst mu y cyObeKkTa oOpareHus MYHKTHI 16, 22
JIEKapCTBEHHBIX CPEeICTB HeoOxomuMblil | [IpaBun Haanexamei
nepcoHan? IUCTPUOBIOTOPCKON
NPAKTUKU
38. | YTBepkaeHa Iu pPyKOBOJIUTEIEM nyHKT 23 I[paBun
OpraHu3aIllMOHHAs CTPYKTypa HaJUIekKaIei
JIUCTPUOBIOTOPA B BUJE CXEMBI? TUCTPUOBIOTOPCKON
NPAKTUKU
39. | 3akperJieHbl U B TOHKHOCTHBIX MyHKTHI 16, 24
WHCTPYKIHSX 00S3aHHOCTH U [IpaBun Hagexamen
OTBETCTBEHHOCTb PAOOTHUKOB CYOBEKTa | AUCTPUOBIOTOPCKOM
oOpallleHusl JIEKAPCTBEHHBIX MPAKTUKH;
IpenapaToB, B TOM YHCIIE
OTBETCTBEHHOTO JIUIA? nyHkT 13 IpaBun
HaJyIe)Kallen
ANTEeYHOU MPAKTUKU
40. | IlpoBoasTCS JH MOATOTOBKH MYHKTHI 25 - 27
(MHCTPYKTaXKu) TepcoHasa B [IpaBun Hagexamen
COOTBETCTBUH C TUIAHOM-TpapuKOM? TUCTPUOBIOTOPCKON
MPAKTUKH;
myHkTel 10, 11
[IpaBun Hagexamen
aNTEeYHOU MPAKTUKU
41. | OOyueHue nepcoHaga MPOXOaUT Ha nyHKT 25 [paBun
OCHOBAHMHU MMCbMEHHO O(OPMIICHHBIX HaJUIekKaIei
MPOLIEYP U MPOrpaMMbl 00ydeHUs? TUCTPUOBIOTOPCKOM
MPAKTUKH,
myakTe! 10, 11
[IpaBun Hagexamen
aNTEeYHOU MPAKTUKU
42. | Ilpomen 1u nepcoHai, paboTaromuii ¢ nyHKT 26 [IpaBun
MPOAYKIUHKEN, B OTHOLLIEHUN KOTOPOH HaJUJIekKaIlen
YCTAHOBJICHBI 00JIe€ JKECTKHE YCIOBHSI TUCTPUOBIOTOPCKON




o0pallleHus], CIIEIMAIbHYIO MIOATOTOBKY? | IPAaKTUKU

43. | XpaHsATCs JM 3aMUCH O TPOBEICHUN nyHKT 27 IIpaBun
oOydeHust U 00 3PPEKTUBHOCTH HaJyIeKaIen
o0yueHus? TUCTPUOBIOTOPCKON

MIPAKTUKH

44, | YCcTaHOBIECHBI JIU OTBETCTBEHHBIM nyHKT 28 IpaBun
JIMIIOM MPOLEAYPHI 110 TUTHEHE TPYJa U | HaJJIexalien
JTUYHOU TUTHEHE PAaOOTHUKOB, TUCTPUOBIOTOPCKOM
IPUMEHUMBIE K OCYIIECTBIISIEMOM MPAaKTUKU
JeATeIbHOCTH?

45, Buenpsrorcs nu Ha nepuos nysakter 10, 11, 14
UCTIBITATEIBCKOT'0 CPOKA pAOOTHUKOB B [IpaBui HajuIe)KaLEH
COOTBETCTBUU C JIOKATbHBIMH aKTaMH anTEeYHON MPAKTUKU
CyOBEeKTa pO3HUYHON TOPTOBIU
MEPONPUSATHS [0 AJANTAIUH?

IV. llomemenust 1 (MJIM) 30HBI IJ15 XPaHEHHS JIeKAPCTBEHHBIX CPEICTB

46. | Mmeer nu opranuzanusi ONTOBOM yHKT 5 [IpaBun
TOPTOBJIM JICKAPCTBEHHBIMU CPEJCTBAMU | XpAaHECHUS;

YHCTBIC U CyXUE, IPUTOIHBIC

MOMEUIEHUS JUIsl OCYIIECTBICHUS nyHkTel 29, 31, 35
JIESTENBHOCTH 110 XPAHEHUIO U [IpaBun Hagnexamen
PacIpoCTPaHEHUIO JIEKApCTBEHHBIX IUCTPUOBIOTOPCKON
npenapaToB? IIPAKTUKU

47. | ObecrnieyeHa M 3a1uTa OT nyHKT 36 [IpaBun
MIPOHUKHOBEHHUSI HACEKOMBIX, TPHI3YHOB | HaJuIexalei
WIN APYTUX KUBOTHBIX B TOMEIICHUS IUCTPUOBIOTOPCKON
1L XpaHeHus1? IIPAKTUKU

48. | Pa3zpaboTraHa g1 OTBETCTBEHHOM JIMIIOM | IMyHKT 36 [IpaBuin
nporpamMma npogpuIakTHIeCKOro HaJIexKaIei
KOHTPOJISI BpeUTEICH? IUCTPUOBIOTOPCKON

MPAKTUKU

49. | Onpenensiercst 11 B OpraHu3aIiiuu nyHKT 6 [IpaBuin
OIITOBON TOPTOBIH JIEKAPCTBEHHBIMU XpaHeHHUS;
CpeACTBaMU IIONIA/1b TOMEIIEHUH JUIs
XpaHEHUs JIEKapCTBEHHBIX CPE/CTB, 3a nyHKT 30 I[IpaBun
HCKIIFOYEHUEM HaJyIe)Kalen
aJIMUHUCTPATUBHO-OBITOBBIX, UCXOJIS U3 | AUCTPUOBIOTOPCKOM
o0beMa XpaHUMBIX JIEKAPCTBEHHBIX MPAaKTUKU
cpencTB?

50. | B opranuszamuu ontoBoi TOProBIx nyHKT 6 [IpaBuin
JICKApCTBEHHBIMH CPEACTBAMH IUIOIIAAb | XPaHEHHS
MIOMEUICHUH] /17151 XpaHEHHS
JIEKapCTBEHHBIX CPEJCTB, 32
UCKITIOYCHHEM
aJIMUHUCTPATUBHO-OBITOBBIX,
coctaBiisieT He MeHee 150 kB. M?

51. OTaeneHsl 1M KOMHATHI OTABIXA, nyHKT 37 [IpaBun
rapiepoOHbIE KOMHATBHI, TyIIEBbIC U HaJIeXKaIei
TyaJIeThl JUIsl paOOTHUKOB OT 30H IUCTPUOBIOTOPCKON




XpaHeHHs? IIPAKTHKHU

52. | [lomemenus u (Mu) 30HBI 17151 XpaHeHus | myHKT 7 [IpaBun
JICKapCTBEHHBIX CPECTB XpaHEHMUS;
(GYHKITMOHATTEHO OObEIMHEHBI B €IMHBIN
OJIOK, N30JIMPOBAHHBIN OT UHBIX nyHKT 30 I[paBun
MOMEIIEeHU U (UIK) 30H, HE HaJyIe)KaIIeH
npeHA3HAYCHHBIX JUIS XpaHCHHS TUCTPUOBIOTOPCKON
JICKapCTBEHHBIX CPEJCTB? NPaKTHKH

53. | Pacmonaratorcs 11 BCe MOMELICHUS nyHKT 18 IpaBun
CyObeKTa pO3HUYHON TOPTOBJIH B 3JaHUU | HaJJIeKaIIeh
(cTpoeHnM) U PyHKIMOHATBHO anTEe4YHON MPAKTHKH
00BETMHEHBI, U30JIMPOBAHBI OT APYTHX
OpraHu3aiuii, 1 00ecrneYnBaroT
OTCYTCTBUE HECAaHKIINOHUPOBAHHOTO
J0CTyIa MOCTOPOHHUX JIUI] B
OMEUICHHUSA?

54. | Pa3mereHsl i1 CyObEKTOM PO3ZHUYHOMN nyHKT 19 I1paBun
TOPTOBJIM B JOCTYITHOM JIJIst HaJUIekKaIei
O3HAKOMJICHUSI MECTE CBEJICHHS O BHJIE anTEeYHON MPaKTHKH
cyObeKTa pO3HUYHON TOProBJIX Ha
PYCCKOM $I3bIKE ¥ HALIMOHAJLHOM S3BIKE
cyonekra Poccuiickoit deneparyu (eciu
IPEIYCMOTPEHO 3aKOHOIATEILCTBOM
cyonekra Poccuiickoit denepariun),

MIOJTHOM U (B Clly4ae, eciii UMEeTCs)
COKpaIlleHHOM HaMEHOBAHUH, B TOM
yrciae GUpMEHHOM HAUMEHOBaHHUH, U
OpraHU3alMOHHO-TIPAaBOBON (opme
CyObeKTa pO3HUYHOW TOPTOBIIH, PEKUME
paboThl cyOBeKTa pO3HUYHON TOPrOBIIU?

55. | [lomemenus u (Mu) 30HBI 17151 XpaHeHus | myHKT 7 [IpaBun
JICKapCTBEHHBIX CPEJCTB XpaHEHUsI
MOCJIe/IOBATENbHO B3aUMOCBS3aHbI?

56. | [Nomemenus u (Mu) 30HBI 17151 XpaHeHus | myHKT 7 [TpaBuin
JIEKapCTBEHHBIX CPEJCTB UCKITIOYAIOT XpaHeHUS,
nepeceyeHre TEXHOIOTHIECKUX
MIOTOKOB? nyHKT 33 I[IpaBun

HaJIexKaniei
IUCTPUOBIOTOPCKON
NPaKTHKH

57. | IlpoBeaeHue morpy304HO-pa3rpy30uHbix | myHKT 8 IIpaBun
paboT oCyIIeCTBIAETCS MPU XpaHeHWUS;
00ecTeYeHNH 3aIIUThI OT BO3CHCTBUS
aTMOC(EpHBIX 0CaIKOB? nyHKT 33 I[IpaBun

HaJIexKaniei
TUCTPUOBIOTOPCKON
NPaKTHKH

58. | IlpoBeneHue morpy30uHO-pa3rpy30unbix | myHKT 8 [IpaBun

paboT oCyIIeCTBIACTCS MPU XpaHEHMUS;

obOecrnieueHUU 3alIUThI OT BOSI[GfICTBPISI




HU3KHUX M BBICOKUX TeMIeparyp? nyHKT 33 IpaBun
HaJIexKaniei
TUCTPUOBIOTOPCKON
NPaKTHKH
59. | Umerorcs nu momMerieHust ¥ (WIIK) 30HBI, | MOAMYHKT "a" MyHKTa
npeHa3HauYCHHbIE JUIS IPUEMKU 9 [IpaBun xpaHeHwus;
JIEKapCTBEHHBIX CPEJICTB, C BBIACICHHOM
30HOHU AJIS1 OYMCTKU Taphl? nyHKT 33 IpaBun
HaJIexKaniei
IUCTPUOBIOTOPCKON
NPaKTHKHY;
nyHkThI 20, 36
[IpaBun Hajexamen
AITEeYHOU MPAKTUKU
60. | Mmerorcs nu moMerieHust ¥ (WIK) 30HBI, | MOAMYHKT "0" MyHKTa
NpeHa3HaYCHHbIE JJII OCHOBHOT'O 9 IIpaBun xpaHeHus;
XpaHEHHUs JIEKAPCTBEHHBIX CPENICTB?
nyHKT 20 I[IpaBun
HaJIexKaniei
alTEeYHOU MPAKTUKM;
nyHKT 32 IlpaBun
HaJIexKaniei
IUCTPUOBIOTOPCKON
NPaKTHKH
61. | Mmerorcs n y cyObeKTa pO3HUYHOM MOAINYHKT "'a" MyHKTa
ToproBiu nmomemieHus ¥ (wm) 30ub1 it | 20 [IpaBun
TOPTOBJIH JIEKAPCTBEHHBIMU HaJUIekKaIei
npenaparamu? anTEYHON MPAKTUKU
62. | Pa3mernarorcs iu B moMenieHuy U (Wim) | mOAmyHKTH "'a”, "0"
30HE, MpeHa3HAYCHHBIX /I TOProBiy, | myHkrta 37 [IpaBui
BBINKCKA U3 PEECTpa JULEH3UN Ha HaJIexKaniei
(bapMaleBTHYECKYIO JeSITeIbHOCTD U anTEeYHON MPAKTUKU
BBINKCKA U3 PEECTpa JIMICH3UH Ha
JeSITeNILHOCT 110 000pOTY
HapKOTHYECKUX CPEACTB, ICUXOTPOITHBIX
BEIIIECTB U UX MPEKYPCOPOB,
KYJIbTUBUPOBAHHE HAPKOCOIEPKAIIUX
pacreHuid (pu HaIMYHUK)?
63. | Pazmemaercs nu B momenieHuy U (W) | MOAMYHKT "B" MyHKTa
30HE, IpeJHa3HauYCHHbIX Ui Toproeiy, | 37 [lpaBun
BBINIACKA U3 PEECTPa pa3pelIcHU Ha HaJyIeKallen
OCYLIECTBIICHUE PO3HUYHOU TOPTrOBIU anTeYHOU
JIEKapCTBEHHBIMHU IIpenapaTaMu Jyis NPaKTHKH
MEAULUHCKOTO MPUMEHEHHS
JAMCTAaHIIMOHHBIM CIIOCOOOM (TIpu
HAJIHYUN)?
64. | Pazmemaercs nu B moMenieHuy U (W) | MOAMYHKT ''T" MyHKTa

30HC, MPCAHA3HAYCHHLIX JJId TOPTOBJIH,

37 IlpaBun




uHpOpMaIH 0 HEBO3MOXHOCTH
BO3BpaTa 1 0OMEeHa JIEKapCTBEHHBIX
IpenapaToB HAJUISKAIIEro KayecTBa?

HaJIexKaniei
anTEeYHOU MPAKTUKU

65. | Mmerorcs n y cyObeKTa pO3HUYHOM MOJIMYHKT "0" mMyHKTa
TOPTOBIIU TOMEIICHHS U (WIIN) 30HBI 20 IIpaBun
OTIyCKa JIEKAPCTBEHHBIX MPENapaToB HaJUIekKaIei
(pu HayTMuMH)? anTEe4YHON NPAKTHKH

66. | Mmerorcs n y cyObeKTa pO3HUYHOM MOJMYHKT "B" MyHKTa
TOPTOBIIU TOMEIIEHHS U (WIJIN) 30HBI 20 IIpaBun
M3TOTOBJICHUS JIEKAPCTBEHHBIX HaJIexKaIei
npenaparoB (Ipu HAIHYHN)? anTEeYHON MPAKTUKU

67. | merorcs n y cyObeKTa pO3HUYHOM MOANYHKT 'T'' IMyHKTa
TOPTOBJIM aJ]MUHUCTPAaTHBHO-ObITOBBIC M | 20 [TpaBun
(vm) ISt pa3eTbHOTO XpaHESHUS HaJIeXKaIei
OJICKIbI, TIPUEMa MUIIY TTOMEIICHUS 1 aNTEeYHON MPaKTHUKH
(nstn) 30HBI?

68. | OmpeneneH U pyKOBOJAUTEIEM nyHKT 21 [IpaBun
CyOBeKTa pO3HUYHON TOPTOBIH IOCTYII HaJIexKaniei
pabOTHUKOB B TIOMEIICHUS U (HJTH) anTeYHOU MPaKTUKH
30HBI?

69. | OmpeneneHo v pyKOBOIUTEIIEM nyHKT 22 [IpaBun
CcyObeKTa pO3HUYHON TOPrOBIM HAIMYKE | HaJJIexKaIen
WHBIX TOMEIICHUI U (MJIM) 30H B COCTaBE | aITCUYHOU MPAKTUKU
TUTOIIA M TOMEIICHHI U (MJIN) 30H,

UCTIOJIb3yEMbIX CYObEKTOM PO3ZHUYHOMN
TOPTOBJIH?

70. | Umerorcs nu moMerieHust ¥ (WIIK) 30HBI, | MOAMYHKT "B" MyHKTa
npeHa3HAYCHHbIE I XpaHeHUs 9 INpaBui XxpaHeHUs
JICKapCTBEHHBIX CPEJICTB, TPEOYIOMNX nyHKT 32 IpaBun
CIELUAIbHBIX YCIOBUH, YCTAHOBICHHBIX | HaJUIEXKaIleH
MIPOM3BOIUTEIISIMU JIEKAPCTBEHHBIX IUCTPUOBIOTOPCKON
CPEZCTB U JIEKapCTBEHHBIX CPEJCTB, NPaKTHKH
ykazaHHbIX B riase |V IlpaBun
XpaHeHHs?

71. WmeroTcst 1 momenieHust U (MIk) 30HbI, | MOAMYHKT 'T" MyHKTa
npeHa3HAYCHHbIE I XpaHeHUs 9 INpaBun xpaHeHus,
¢banbcupUIMPOBAHHBIX,

He100pOKaYeCTBEHHBIX, KOHTpadakTHBIX | MyHKT 32 [IpaBun
JICKapCTBEHHBIX CPEJCTB? HaJIekKaIei
TUCTPUOBIOTOPCKON
NPaKTHKH
72. WmeroTcst 11 momenieHust U (MIk) 30HbI, | MOAMYHKT 'T" MyHKTa

NpeHa3HAYCHHBIC [T XpaHCHUS
JICKApCTBCHHBIX MPETIapaToB, B
OTHOIIICHUH KOTOPBIX B CUCTEME
MOHHUTOPHUHTA JIBUXKCHHUS
JICKApCTBCHHBIX MPETAapaToB s
MEIUIUHCKOTO MPUMEHEHHS
OTCYTCTBYIOT CBEICHUS O HAHECCHHH
CpeAcTB uaeHTUGUKAIMH U (1K)

9 IIpaBun xpaHeHwus;

nyHKT 32 IlpaBun
HaJJIexKaniei
IUCTPUOBIOTOPCKON
MPAKTUKH




CBEJICHUS O BBOJE B I'PAXKIAHCKUM
000poT?

73. | Umerorcs nu momerieHust ¥ (MIIK) 30HBI, | MOAMYHKT "'T" MyHKTa
npeHa3HAYCHHbIE I XpaHEeHUs 9 IIpaBun xpaHeHwus;
JICKapCTBEHHBIX MIPETIapaToB, B
OTHOILIEHUH KOTOPBIX OCYILECTBIIEHA nyHKT 32 IpaBun
OJIOKMPOBKA BHECEHHSI B CUCTEMY HaJUIekKaIei
MOHUTOPHUHTA IBUKCHUS TUCTPUOBIOTOPCKON
JICKapCTBEHHBIX MPETAapaToB JIs MPAaKTUKU
MEIUIUHCKOTO MTPUMEHEHUS CBEACHU O
BBOJIC B TpaXJaHCKHI 000poT, 00
000pOTE MK O MpeKpaleHnu odopora?

74. | Umerorcs nu moMenieHust ¥ (WIIK) 30HBI, | MOAMYHKT "'T" MyHKTa
npeaHa3HauYeHHbIe JUId JekapcTBeHHbIX | 9 [IpaBuin xpanenus,
IpernapaToB, MPUMEHEHHE KOTOPbIX
IIPUOCTAHOBJIEHO 10 PELIECHUIO nyHKT 32 IpaBun
YIIOJIHOMOYEHHOTO (heaeparbHOrO HaJUIekKaIei
OpraHa HCIIOJIHUTEIbHON BIACTH? IUCTPUOBIOTOPCKON

IIPAKTUKH

75. | Umerorcs nu momerieHust ¥ (WIIK) 30HBI, | MOAMYHKT "'T" MyHKTa
npeaHa3HaueHHbIe I JekapcTBeHHbIX | 9 [IpaBuin xpaHenus,
IpenapaToB, FPakIaHCKUI 000poT
KOTOPBIX MpeKpaleH? nyHKT 32 IpaBun

HaJIexKaniei
IUCTPUOBIOTOPCKON
NPAKTUKU

76. XpaHATcs JI1 OTAEIBHO, C MOAMYHKT 'T" MyHKTa
OrpaHUYEHUEM JIOCTYIIA, B 9 [IpaBun xpaHeHwus;
COOTBETCTBYIOILIEM 3aKPbITOM
noMelieHn: 1 (MITH) 30He HITH nyHKT 32 IlpaBun
3anuparonieMcs mkady JeKapcTBEHHbIe | HaJuIexalei
npenapathsl, TpakKJaHCKU 000poT IUCTPUOBIOTOPCKON
KOTOPBIX ITPEeKpaleH? IIPAKTUKH

77. WmeroTcst 11 momenieHust U (MIk) 30HbI, | MOINYHKT 'T" MyHKTa
npeaHa3HauYeHHbIe JUId JekapcTBeHHbIX | 9 [IpaBun xpaHenus,
IIPENnapaToB, CPOK FOJHOCTH KOTOPBIX nyHKT 32 IlpaBun
HUCTEK? HaJJIeXKaIen

IUCTPUOBIOTOPCKON
MIPAKTUKH

78. | Umerorcs nu momerieHust ¥ (WIIK) 30HBI, | MOAMYHKT "'T" MyHKTa
npeaHa3HauYeHHbIe JUId JekapcTBeHHbIX | 9 [IpaBun xpanenus,
NpenaparoB, B OTHOIIEHUH KOTOPBIX HE
co0r0IeHbl TpeboBaHus, onpeiesieHHble | MyHKT 32 [IpaBui
Ha OCHOBaHMU 4yacTu 5 crareu 67 HaJIeXKaniei
®enepanbHoro 3akona ot 12.04.2010 TUCTPUOBIOTOPCKON
Ne 61-937? MIPAKTHKHU

79. WmeroTcst i momenieHust U (M) 30HbI, | TOAMYHKT "1 MyHKTa

[IpeAHA3HAYEHHBIC U1 KAPAHTUHHOTO
XpaHEHUs JIEKAPCTBEHHBIX CPEJICTB?

9 IIpaBun xpaHeHwus;

nyHKT 32 IlpaBun




HaJIexKaniei

IUCTPUOBIOTOPCKON
NPaKTHKH

80. | XpaHsTcs aH OTAENBHO, C MOANYHKT "1 MMyHKTa
OrpaHUYEHHUEM JIOCTYIIA B 9 [IpaBun xpaHeHus;
COOTBETCTBYIOILIEM 3aKPbITOM
noMeIieHn: 1 (MITH) 30HEe HITH nyHKT 32 IpaBun
3anuparolieMcs mkady JeKapcTBEHHbIe | HaJuIexalnei
CpeZCTBa, MpeIHa3HAaYeHHBIE IS IUCTPUOBIOTOPCKON
KapaHTUHHOTO XpaHEHUs? NPaKTHKH

81. | Umerorcs nu moMerieHust ¥ (WIIK) 30HBI, | MOAMYHKT """ MyHKTa
npeHa3HauYeHHbIe Ui 0TOopa mpoo 9 [IpaBun xpaHeHUs
(0Opa31oB) JIeKapCTBEHHBIX CPEJICTB?

82. | Umerorcs nu moMerieHust ¥ (MIIK) 30HBI, | MOAMYHKT "K' IMMyHKTa
NpeIHa3HAYCHHbIE [T SKCIEeIULIH 9 IIpaBun xpaHeHUs;
JIEKapCTBEHHBIX CPENCTB (OTrpy3Ku)?

nyHKT 33 I[IpaBun
HaJIexKaniei
TUCTPUOBIOTOPCKON
NPaKTHKH

83. | OpranuzoBanbl i nomerneHus u (wiu) | myHkT 10 [IpaBun

30HBI JJI51 XpAHEHHS JIEKaPCTBEHHBIX XpaHEHMUS;

CPE/CTB C BO3MOXKHOCTBIO UX

UACHTU(DUKAINN? nyHKT 32 IpaBun
HaJIexKaniei
TUCTPUOBIOTOPCKON
NPaKTHKH

84. | OGecnieunBaercs 1 TpeOyeMblit nyHkT 10 IpaBun
YPOBEHb O€30MaCHOCTH U BaJIUAALUU XpaHEHMUS;

CHCTEMBI, 3aMEHSIONIEH pa3ziesieHre
noMelneHuid u (M) 30H a1 XpaHeHust | myHKT 32 [IpaBun
JICKApCTBEHHBIX CPEJCTB, B TOM YHUCIIE HaJUIekKaIei
MOCPEACTBOM AJIEKTPOHHOU 00pabOTKU TUCTPUOBIOTOPCKOI
JTaHHBIX (KOMITbIOTEPH3HPOBAHHOM MPAKTUKH
CHCTEMBI)?

85. | Xpansrcs 11 o0opyoBaHue, MHBEHTaph | MyHKT 22 [IpaBun
U MaTepuaibl JUis yOOpKH (OYUCTKH), @ | XpaHCHUS,

TaKKe MOIOIIHE U Ae3UHDUITUPYIOLTHE

CpeicTBa B IOMEIIECHUsIX U (Win) 30HaX, | myHKT 35 [IpaBui
mkadax, OTACTbHBIX OT TOMEIIEHUHN U HaJIexKaniei

(uM) 30H JUTS XpaHEHHs JIGKAPCTBEHHBIX | TUCTPUOBIOTOPCKOM
CpeAcTB, MKa(OB A XpaHEHHS NPaKTHKH
JICKapCTBEHHBIX CPEJCTB?

86. | MmeroTcs 1 mpoOrpaMMBl, nyHKT 35 IlpaBun
JOKyMEHTUPOBAaHHbIE POLIEAYPHI, HaJUIekKaIei
3aIMCH 10 OYUCTKE ITOMEIICHUN U TUCTPUOBIOTOPCKON
obopynoBanus? MPAKTUKH

87. | Cobmomaercs JIn 3ampeT Ha XpaHeHHE nyHKT 23 [IpaBun
MPOAYKIIUH, HE OTHOCSIIEHCS K XpaHeHUs;

JICKAPCTBCHHBIM CpC/ACTBAM, 3a




UCKITIOYCHHUEM MPOIYKIINH, YKa3aHHOU B
gacTu / cratbu 95 DenepanbHOro
3akoHa ot 12.04.2010 Ne 61-®3, a Takxe
JIEKapCTBEHHBIX MPENapaToB s
JUYHOTO MOJIb30BaHUsI PaOOTHHUKAMHU
CcyOBeKTa 0OpanieHusl IeKapCTBEHHBIX
CpPE/ICTB, B MOMEIICHUIX U (WJIK) 30HAX
JUIS XpaHEHUs JICKapPCTBEHHBIX CPEJICTB?

nyHKT 37 IlpaBun
HaJIexKaniei
TUCTPUOBIOTOPCKON
MPAKTUKU

V. O6opyaoBanue a1

A XpPaHCHUSA JICKAPCTBCHHBIX CPEACTB

88. | Mmeercs nu B Hammuuun COL, nyHKT 38 IpaBun
periaMeHTHpYIoIas KOHTPOJIb 32 HaJIekKaIei
YCIIOBHUSIMU IIPOU3BOACTBEHHOU Cpe/bl IUCTPUOBIOTOPCKON
MIOMEIICHUSA? MPAKTHKU

89. | Xpansrcs 1M TeXHUYECKHE MacropTa nyHKT 26 [IpaBun
(MHCTPYKLIMH, PYKOBOJICTBA) K HaJUIekKaIei
000pYI0BaHUIO, HCIIOIB3YEMOMY anTEeYHON MPAKTUKU
CyObEKTOM PO3HUYHOU TOPTOBIIH, B
TEYEHHUE BCET0 BPEMEHU 3KCILTyaTalluu
00opynoBaHus (B Ciiy4ae €ciii HaJlnuue
TaKUX TEXHUYECKHX MacIOpTOB
(MHCTPYKLU#, PYKOBOJICTB)

IPEIYyCMOTPEHO MPOU3BOAUTEIEM
obopyoBanusi)?

90. | OGopynoBanue, okasbiBatoiee BiussHue | myHKT 40 [IpaBun
Ha XpaHEHHE U Pean3alnio HaJUIekKaIen
JIEKapCTBEHHBIX CPEJICTB, TUCTPUOBIOTOPCKON
MIPOCKTHPYETCS, pa3MeIaeTcs U MPAaKTUKU
00CITy>)KUBAETCA COTIACHO MHCTPYKIUSAM
0 €0 MCIIOJIb30BAaHUIO
(3kcrutyaTanum)?

91. | Mmeet iu cyOBEKT OOpaIieHus MOJAIYHKT "'a" MyHKTa
JIEKapCTBEHHBIX CPEICTB IS 11 IlpaBun xpaHeHus;
obecrieueHus mpoliecca XpaHeHHs
CHCTEMBbl KOHJAUITUOHUPOBAHUSA? MYHKTHI 23-25

[IpaBun Hajexaen
alTEeYHOU MPAKTUKMU;
nyHKT 44 IIpaBun
HaJIexKaniei
IUCTPUOBIOTOPCKON
MIPAKTUKH

92. | meet niu cyOBeKT oOparieHus MOJMYHKT "0" myHKTa
JIEKapCTBEHHBIX CPEICTB IS 11 IlpaBun xpaHeHus;
obecrieueHus mpolecca XpaHeHHs
XOJIOIUIILHBIE KaMepbl U (WJIn) NYHKTHI 23-25
XOJIOIWILHUKN? [IpaBun Hagexamen

ANTEeYHOU MPAKTUKU

93. | meet 1u cyOBeKT oOparieHus MOJMYHKT "'B" MyHKTa

JICKAPCTBCHHBIX CPCACTB IJIA

11 IlpaBun xpaHeHus,




obecrieueHus mporecca XpaHeHHs
OXPaHHYIO U TIOXKAPHYIO CUTHAIU3ALINHU?

nyHKTHI 34, 44
[IpaBun Hagexamen

IUCTPUOBIOTOPCKON
IPAKTUKH,

94. | imeet 1iu cyOBEKT OOpaIieHus MOAINYHKT 'T'' IMyHKTa
JIEKapCTBEHHBIX CPEICTB IS 11 IlpaBun xpaHeHus;
obecrieueHus mpolecca XpaHeHHs
CHCTEMY KOHTPOJIS 1ocTyna? NyHKTHI 34, 44

[IpaBun Hajexaen
IUCTPUOBIOTOPCKON
MPAKTUKU

95. | Mmeet 1iu cyObeKT oOparieHus MOJIYHKT "1 MyHKTa
JIEKaPCTBEHHBIX CPEACTB JUIS 11 IIpaBun xpaHeHus,
obecrieueHus mporecca XpaHeHHs
CpeAcTBa U3MEPEHUIl U PETUCTPALIMA | IYHKTHI 24-25
TeMIEpaTypbl U OTHOCUTEIIBHOMU [IpaBun Hajexamen
BJIQKHOCTH BO3JlyXa MO0 anTEeYHON MPaKTUKH,
aBTOMATH3UPOBAHHBIE CUCTEMBI
KpYTJ0CYyTOYHOTO MOHUTOPHHI A nyHKTHI 38, 44
KJIIMMaT-KOHTPOJIS TEMIIEPATyphl U IIpaBui HajuIe)KaIEen
OTHOCHTEJIbHOM BIaKHOCTHU BO3JyXa JUISl | AUCTPUOBIOTOPCKOM
Pa3NIMYHBIX KIMMATHYECKUX 30H? NPAKTUKU

96. | IIpouumn mu KanuOPOBKY U HNOJIYHKT "1 MyHKTa
NEPUOANUYECKYIO TIOBEPKY B 11, mynkr 18 IlpaBun
COOTBETCTBUU C TPEOOBAHUSIMHU XpaHEeHHUS;
3aKOHOIaTenbCTBa Poccuiickon
®enepanyun 06 odecrieyeHnn eAHCTBa | MyHKT 41 [IpaBun
U3MEPEHUM CPEACTBA U3MEPEHUM IJIsI HaJIexKaniei
pEerucTpaIyy TeMIepaTypsl U IUCTPUOBIOTOPCKON
OTHOCHUTEJIbHOM BIaKHOCTHU BO3]lyXa NPAKTUKH;

1100 aBTOMATU3UPOBAHHBIE CUCTEMBI

KpYTJ0CYyTOYHOTO MOHUTOPHHI A nyHKT 26 [IpaBun
KJIMMAT-KOHTPOJISI TEMIIEpaTyphl U HaJUIekKaIei
OTHOCHTEJIbHOM BIaKHOCTHU BO3JTyXa? anTEeYHON MPAKTUKU

97. | Imeet 1u cyObeKT oOparieHus MOAIYHKT ''e" MyHKTa
JIEKapCTBEHHBIX CPEICTB IS 11 IlpaBun xpaHeHus;
obecrieueHus mporecca XpaHeHHs
CTEIJUTaKH, MKa(bI, TOJOHBI, MyHKTHI 24, 25
MTOATOBAPHUKH ? [IpaBun Hagnexamen

ANTEeYHOU MPAKTUKU

98. | Mmeet iu cyObeKT oOparieHus MOJIYHKT "K' MyHKTa
JIEKapCTBEHHBIX CPEICTB IS 11 IlpaBun xpaHeHus;
obecrieueHus mpolecca XpaHeHHs
MOTPY30YHO-Pa3rpy30UHbIE CpeIicTBa? MyHKTHI 24, 25

[IpaBun Hagexaen
anTEeYHOU MPAKTUKU

99. | OGopynoBaHbI M TOProBoe nmomerienue | myHKT 27 [IpaBun
U (W1n) 30Ha y CyObeKTa pO3HUYHON HaJIekKaIei

TOProOBJIM BUTPUHAMHU, CTCIUIAKAMUA

aNTEeYHOU MPAKTUKU




(rormonamu)?

100. | YTBepx/aeH Jiu IIaH TEXHUYECKOTO nyHKT 40 I1paBun
o0ciTy)kMBaHuUs1 HarboJiee 3HAYNMOTO HaJJIeXKaIei
IS BBITIOJIHEHUSI XPAaHEHUS U IUCTPUOBIOTOPCKON
peanmzanuu 000pyIOBAHUS? MPAKTHKU

101. | Cozman nu pe3epBHBIN (GOHIT NpUTroAHbIX | MyHKT 43 [IpaBun
000pYZIOBaHUS M CPEJICTB U3MEPEHUI HaJyIe)Kallen
JUISL KCTIOJIb30BAaHUS BO BPEMsI PEMOHTA, | AUCTPUOBIOTOPCKOM
00CITy>)KUBaHUS MJTU TTOBEPKH? MIPAKTHKH

102. | OGecrieueHsl 1 HAa BpeMs PEMOHTA, nyHKT 43 I1paBun
TEXHUYECKOT0 00CITY>KUBAHUs, TOBEPKU | HaJJIeKaIIeH
U (nm) KaauOpoBKH 000PYIOBaHUS U IUCTPUOBIOTOPCKON
CpeACTB U3MEpeHuil TpeOyeMble YCIOBHS | IPAKTUKU
XpaHEHHUs JICKAPCTBEHHBIX MpenapaToB?

103. | JoKyMEHTUPYIOTCS U apXUBUPYIOTCS 1 | MyHKT 44 [IpaBun
JOKYMEHTBI, CBSI3aHHBIE C PEMOHTOM, HaJIeXKaIei
TEXHUYECKUM OOCITy>KHUBaHUEM, TUCTPUOBIOTOPCKON
MOBEPKOH 1 (MiM) KaTuOpoBKOH MPAKTUKH
000pYJIOBaHUS M CPEJICTB U3MEPEHUS?

104. | Umeet nu cyOBEeKT oOparieHus MOAINYHKT 3" IyHKTa
JIEKapCTBEHHBIX CPEICTB IS 11 IlpaBun xpaHeHUst
obecrieueHus mpolecca XpaHeHHs
aBTOMATH3UPOBAHHYIO CHCTEMY
XpaHEHHUs, yyeTa JIEKapCTBEHHBIX
cpencTn?

105. | Cobmiomaercs mu 3anpeT Ha pa3MenieHne | myHKT 12 [IpaBun
JIEKapCTBEHHBIX CPEJICTB Ha Moy 0e3 XpaHeHUS;
noJioHa?

nyHKT 80 I1paBun

HaJIexKaniei

TUCTPUOBIOTOPCKON

NPaKTHKH

V1. KonTpoJb 3a TeMInepaTypoii H BJIa:KHOCTHI0 (KapTHPOBaHHe)

106. | PyxoBoautens cyObekTa oOpaiieHus nyHKT 18 I1paBun
JIEKapCTBEHHBIX CPEJICTB OMPEACITHIT XpaHEeHHS
pabOTHUKA, OCYIIECTBIISIOLIETO
KOHTPOJIb 32 COOI0AeHUEM TpeOyeMbIX
YCIIOBUI XpaHEHUS JIEKAPCTBEHHBIX
cpencTB?

107. | Kontpoms 3a cobmoaennem Tpedyembix | myHKT 18 [paBun
YCIIOBUI XpaHEHUS JIEKAPCTBEHHBIX XpaHEHUsI
CPE/CTB OCYILECTBIISCTCS €KEIHEBHO, B
TOM YHCJIE B BBIXO/IHBIE U MPa3HUYHbIE
TTHU?

108. | Kontpoms 3a cobmoaennem tpedyembix | myHKT 18 [IpaBun
YCIIOBUI XpaHEHUS JIEKAPCTBEHHBIX XpaHEHWUS;

CPEICTB OCYILECTBIISIETCS C
pEerucTpanyei B CrequalbHOM Ky pHalle
Ha OyMa)KHOM HOCHTEJIE UJIH B

nyHKT 8 [IpaBun
HaJIexKaniei




AJIEKTPOHHOM BHJIE C ApXHUBAIHECH?

ANTEeYHOU MPAKTUKU

109. | OcyuecTBasieTCs M B OPraHU3aLUsAX nyHKT 18 I1paBun
OIITOBON TOPTOBIH JIEKAPCTBEHHBIMU XpaHeHUS;
CpeACTBaMU M3y4YCHHE pacIpeesICHIs
TEeMIIepaTyphl (Hajee - TeMiepaTypHoe nyHKT 39 I1paBun
KapTUPOBAHHUE) B TIOMEUICHUSX (30HaX), | HaJICKAILEH
UCTIOJIb3YEMBIX /ISl XpAHEHUS TUCTPUOBIOTOPCKON
JICKapCTBEHHBIX IPENapaToB? MPAKTUKU

110. | Pa3memraercs 1 o60pya0BaHUE nyHKT 18 I1paBun
(cpencrBa U3MepeHus) It KOHTPOJIS XpaHEeHUS;
TeMIepaTypbl 1 OTHOCUTEIbHOM
BJIQ)KHOCTH BO3/yXa, UCIOJIb3YEMOE nyHkT 39 IpaBun
OpraHu3aluei ONTOBON TOPrOBIIH HaJyIe)Kalen
JIEKapCTBEHHBIMH CPEJICTBAMH, IO IUCTPUOBIOTOPCKON
pe3yJbTaTaM aHajIu3a U OLEHKU NPAKTUKH
HaOJI0IeHU 32 MapaMeTpaMu
MHUKPOKJIMMAaTa B Pa3HBIX 30HAX
MIOMEIICHHUS, TI0 pe3yJibTaTaM
TEMIEepaTypHOTr0 KAapTUPOBAHUS B
TOYKaxX HauboJiee 3HAYUTEIILHOTO
KoJIeOaHHUs TeMIIepaTyphl?

111. | IloBTOpsieTCS 1M TEMIIEpATypHOE nyHKT 18 IpaBun
KapTUPOBAHUE B COOTBETCTBUU C XpaHeHUs;
pe3yJbTaTaMy aHaIN3a U OLEHKU
PHUCKOB, a TaK)K€ IPU U3MEHEHUAX B nyHKT 39 IpaBun
KOHCTPYKIIMU TIOMEIICHUH (30H) HIIH HaJUIexKaIei
o0opyaoBaHUS I KOHTPOJIS TUCTPUOBIOTOPCKOM
TeMIepaTypbl 1 OTHOCUTEIbHOM MPAKTUKH
BIIQXKHOCTH BO3yXa?

112. | Ucnonb3yroTcs M Ui ONIEPaTUBHOTO nyHKT 42 IlpaBun
BBISIBJIICHUS OTKJIOHEHHUH OT TpeOyeMbIX | HaJuiexalei
YCIIOBUM XpaHEHUSI CUCTEMBI IUCTPUOBIOTOPCKON
CUTHAJIN3ALHN? MPAKTHKU

113. | TecTupyroTcs 1 CHCTEMBI nyHKT 42 I1paBun
CUTHAJIM3ALUU JUTIS 00ecrieueHUs UX HaJUIeXKaIei
Ha/JIeKamero GyHKIMOHUPOBAHUSA? IUCTPUOBIOTOPCKON

MIPAKTUKH
VIl. KoMnboTepu3upoBaHHbIe CUCTEMBI (BauIanus)

114. | BanunupoBaHbl WK BepUDUITIPOBAHBI nyHkT 10 I1paBun

KOMIIBIOTEPU3UPOBAHHbBIE CUCTEMBI? XpaHeHUS,
myHKT 45 IIpaBun
HaJIexKaniei
TUCTPUOBIOTOPCKON
NPAKTUKU

115. | meeTcst 1n NTUCBMEHHOE AE€TAIBHOE nyHKT 46 IpaBun
ONMCaHUE KOMIIBIOTEPU3UPOBAHHOU HaJyIe)Kallen
CUCTEMBI B aKTyaJIbHOM COCTOSIHUH? TUCTPUOBIOTOPCKOM

MPAKTUKU




116. | Peructpupyer nu nyHKT 47 IlpaBun
KOMITBIOTEPH3UPOBAHHAS CHCTEMA BCE HaJUIekKaIei
M3MEHEHHSI B CUCTEME C yKa3aHHEM TUCTPUOBIOTOPCKON
MI0JIb30BATENIs], COBEPIIAIOLIETO ITH MPAKTUKH
U3MEHEHHS?

117. | Ha3zHadeHbI 1M PyKOBOAUTEIEM nyHKT 47 IlpaBun
OTBETCTBEHHbIC PAOOTHUKH 32 BBOJ HaJIekKaIei
JTAHHBIX B KOMITBIOTEPU3UPOBAHHYIO IUCTPUOBIOTOPCKON
CHCTEMY WJIM UX U3MEHEHHUe? MIPAKTUKH

118. | [IpemxycMoTpensl n pU3UUECKUE HITH nyHKT 48 I1paBun
AJIEKTPOHHBIE CPEICTBA /TSl 3aIIUTHI HaJUIekKaIei
JAHHBIX OT CIIy4aifHOTO MU IUCTPUOBIOTOPCKON
HEMPaBOMEPHOI'0 BHECEHUS] M3MEHEHUI? | IPaKTUKU

119. | PerymsipHo nm mpoBepsieTcs nyHKT 48 I1paBun
JTOCTYITHOCTh COXPaHEHHBIX TaHHBIX? HaJIexKaIei

IUCTPUOBIOTOPCKON
NPAKTUKU

120. | CoznaroTcs U XpaHATCS JIU pe3epPBHBIC nyHKT 48 I1paBun

KOIIMH COXPAaHEHHbIX JAHHBIX ? HaJIekKaIei
IUCTPUOBIOTOPCKON
NPAKTUKU

121. | [IpexycMOTpeHsbI Jin POLEAYPHI, nyHKT 49 I1paBun
ONPEACIISIIOIINE MOPSIAOK AEUCTBUM B HaJUJIekKaIlen
ciryyae c00eB B pabOTE CUCTEMBI HITH TUCTPUOBIOTOPCKON
BBIX0JIa €€ U3 CTPOS, a TAKIKE MEPHI IO MPAaKTUKU
BOCCTAHOBJICHHIO TAHHBIX?

122. | Umeercs 11 B HAIMYMU AOKyMEHTaIbHO | MyHKT 50 [IpaBun
o OpMIICHHBIN aHATN3 PUCKOB 00beMa HaJUIeXKaIei
MIPOBOJIUMBIX pabOT MO KBATU(PHUKAIMU U | AUCTPUOBIOTOPCKOM
(un) Banmaru 000pyI0BaHuUs? MIPAKTUKHU

123. | Umeercs 11 B HAIM4YMK AOKyMeHTaIbHO | mMyHKT 50 [IpaBun
o OpMIICHHBIN aHATN3 PUCKOB 00beMa HaJJIeXKaIei
MPOBOJIUMBIX pabOT MO KBATU(PHUKAIMU U | AUCTPUOBIOTOPCKOM
(uM) BaTMIAIMK IPOLIECCOB? MIPAKTUKH

124. | KpanuduuupoBaHo u (nin) nyHKT 50 IpaBun
BaJIMIUPOBAHO KIII0UEBOE 000pYyIOBaHUE | HaJUIexKalei
710 HavaJa dKCIUTyaTaluu? TUCTPUOBIOTOPCKOI

MIPAKTUKH

125. | KBanuduuupoBansl u (1im) nyHKT 50 IpaBun
BaJIMJIUPOBAHBI MPOLIECCHI 10 Hayasa HaJUIekKaIei
HKCIUTyaTaIu? TUCTPUOBIOTOPCKON

NPAKTUKU

126. | KpanuduuupoBano u (nim) nyHkT 50 IpaBun
BaJIMIUPOBAHO KIIIOUEBOE 000pYyIOBaHUE | HaJUIekKalei
rocJje Jr00ro 3HaYUTENILHOTO TUCTPUOBIOTOPCKON
U3MeHEHUs (Harpumep, mocjie PeMOHTa | IPAKTUKU
WJIM TEXHUYECKOTO 00CITy)KUBaHHs)?

127. | KanuduuupoBansl u (1im) nyHKT 50 IpaBun
BaJIMIUPOBAHBI MPOLIECCHI TTOCIIE JII000r0 | Ha/uIexKaIei
3HAYUTEIBHOTO U3MEHEHUs (Hampumep, | TMCTPUOBIOTOPCKOM




1I0CJIe PEMOHTA WJIA TEXHUYECKOTO MPAaKTUKU
o0cy)KuBaHUsl)?

128. | meroTcst T OTYETHI IPOBEICHHS nyHKT 50 IpaBun
Bajumanuu u (i) KBatudukanuu, B HaUIexaren
KOTOPBIX 0000IIEHBI TOTyYEHHbIE IUCTPUOBIOTOPCKON
pe3yJbTaThl, a TAKXKE JaHBl OOBSICHEHUS! | IPAKTUKH
BBISIBJICHHBIM OTKJIOHEHUSIM?

129. | Odopmistrores 11 JOKYMEHTAIbHO nyHKT 51 IIpaBun
OTBETCTBEHHBIM JIMIIOM OTKJIOHEHHS OT | HaJyIeXKallen
YCTaHOBJICHHBIX IIPOIIELyp? IUCTPUOBIOTOPCKON

MIPAKTUKH

130. | PazpabaTbIBatoTCs JIn OTBETCTBEHHBIM nyHKT 51 IIpaBun
JMIIOM MEpBI, HalpaBJIeHHbIC HA UX HaJUIeXKaIei
yCTpaHEHHe, a TaKkKe Ha IUCTPUOBIOTOPCKON
NPEJOTBPAILCHUE UX OSBICHUS B MPAKTUKH
OyayiieM (KOPPEKTUPYIOIIUE U
NpeIyNPekKAAI0INE TSHCTBHS)?

VIIl. Cpoxu ronnoctu

131. | PykoBoaurens cyObekTa oOpaiieHus nyHKT 19 I1paBun
JIEKapCTBEHHBIX CPEJICTB OMPEACITHIT XpaHEeHHS
paboTHHKA, YITOTHOMOUYEHHOTO
KOHTPOJIMPOBATH CBOCBPEMEHHYIO
peann3aluio JEKapCTBEHHBIX CPEICTB C
OrpaHUYEHHBIM CPOKOM T'OAHOCTH?

132. | @ukcupyercs 11 pabOTHUKOM, nyHKT 19 I1paBun
YIOJIHOMOYEHHBIM PYKOBOJIUTEIIEM XpaHeHUs;
cyObekTa oOpaleHus IeKapCTBEHHBIX
CPEICTB, XpaHEHUE JICKAPCTBEHHBIX MOAIYHKT ''e" MyHKTa
CPEICTB CO CPOKOM T'OJJHOCTH MeHee 6 8 IIpaBun
Mecs1ieB Ha OyMa)KHOM HOCHUTENC WM B | HaJuIexaluei
HJIEKTPOHHOM BUJIE C apXUBAIUEH? AITEeYHOU MPAKTUKU

133. | YcTaHOBIIEH U PyKOBOAHUTEIEM nyHKT 19 I1paBun
cyObekTa 0OpaleHus IeKapCTBEHHBIX XpaHEeHHS
CpEeACTB MOPSI0K BEACHUS yUyeTa
JIEKapCTBEHHBIX CPEICTB C
OrpaHUYEHHBIM CPOKOM T'OAHOCTH?

134. | OcymecTBusieTcst 11 KOHTPOJIb 32 nyHKT 19 I1paBun
CBOEBPEMEHHOU peain3anuen XpaHEHUs,
JIEKapCTBEHHBIX CPECTB C
OrpaHUYEHHBIM CPOKOM TOJHOCTH C nyHKT 79 IpaBun
MCIOJIb30BAHUEM KOMIBIOTEPHBIX HaJUIekKaIei
TEXHOJIOTUH, CTEJUIAXKHBIX KapT C TUCTPUOBIOTOPCKOM
yKa3aHHEeM HauMEHOBAaHHUS MPAKTUKH
JICKapCTBEHHOT'O CPE/ICTBA, CEPHH, CPOKA
TOAHOCTHU JHO0 XKYPHAJIOB yueTa CPOKOB
TOAHOCTH?

135. | [lepemermarorcs Jid JI€KapCTBEHHBIE nyHKT 20 I[paBun
CpeACTBa C UCTEKIIMM CPOKOM T'OJJHOCTH | XpaHEHUS,

B noMeleHue u (Hn) 30HY,




IIpeJHA3HAYEHHYI0 ISl KADAHTUHHOTO

nyHKT 81 IlpaBun

XpaHEHHUs JIEeKapCTBEHHBIX CPEJICTB, HaJIekKaIei
OTIENBHO OT APYTUX TPYIII TUCTPUOBIOTOPCKON
JICKapCTBEHHBIX CPEJCTB? NPAKTUKU
IX. Ilpuemka

136. | [IpuHHMAaIOTCS U IEKapPCTBEHHBIE nyHKT 24 IpaBun

CpeAcTBa, TpeOyOIIUe CIIeUaTbHBIX XpaHeHHUS,

YCIIOBU XpaHEHHUsI U Mep 0€30MacHOCTH,

pabOTHUKOM, YIOJTHOMOYEHHBIM nyHKT /4 IlpaBun
PYKOBOJUTENEM CYOBEKTa 0OpaleHHs HaJJIexalen
JICKapCTBEHHBIX CPEJICTB, B MEPBYIO IUCTPUOBIOTOPCKON
oyepesib U T0CIe BHIMOJIHEHUS IPOBEPKHU | PAKTUKU
MEPEMEIAIOTCS] B COOTBETCTBYIOIIHE

MOMEIICHUS U (MJIH) 30HBI 1T XpaHCHUS

JICKApCTBEHHBIX CPEJCTB?

137. | [IpuHHUMAaIOTCS U JIEKapPCTBEHHBIE nyHKT 24 IpaBun
CpeAcTBa, TpeOyoIue CreUualbHbBIX XpaHEHHS
YCIIOBU XpaHEHHUsI U Mep 0€30MacHOCTH,

B cooTBeTcTBHU ¢ COII,
yCTaHaBJIMBAIOLICH MOPSAIOK IPUEMKHU
TaKUX JICKAPCTBEHHBIX CPEJCTB?

138. | [IpoBoxuTCs MM MpOBEpKa COOTBETCTBUA | MyHKT 25 [IpaBun
uHpOpMAIMU IO COONIIOICHUIO YCIIOBUM | XpaHEeHUS;
XpaHEeHUs IPU NepeBO3KE MPUHUMAEMBIX
JIEKAPCTBEHHBIX CPEJICTB JIAHHBIM, nyakTel 30, 31, 36
YKa3aHHbIM Ha BTOPUYHOU [IpaBun Hagexamen
(MOTPeOUTENLCKON) YIAaKOBKE anTeYHOU MPAKTUKU
JICKapCTBEHHBIX CPEJCTB?

139. | [IpoBoxuTCs 1M MpOBEPKa COOTBETCTBUA | MyHKT 25 [IpaBun
uHpOpPMAIMK O TPUHUMAEMBIX XpaHEeHUS;
JIEKapCTBEHHBIX CPEJCTBAX,
coJieprKallieiics B nyHKT 73 [IpaBun
TOBapOCOINPOBOIUTEIIBHOMN HaJUJIekKallen
JOKYMEHTAIMH, IO aCCOPTUMEHTY, TUCTPUOBIOTOPCKON
KOJINYECTBY U KaYECTBY JIaHHBIM, MPAKTUKH;
pasMeIleHHBIM B FOCY1apCTBEHHOM
peecTpe JIeKapCTBEHHBIX CPEICTB? nyakTel 30, 31, 36

[IpaBun Hajexaen
anTEeYHOU MPAKTUKU

140. | HaznaueHsl (Ha3HAYCHO) JIM TPUKA30M nyHKT 32 IpaBun
PYKOBOIUTENS CyOBEKTa pO3ZHUYHOU HaJIexKaniei
TOPTOBJIH [T IPOBEICHUS anTEeYHON MPAKTUKU
MPUEMOYHOTO KOHTPOJIs uia (JIUIo),

OTBETCTBEHHBIC (OTBETCTBEHHOE) 3a
MIPUEMOYHBIA KOHTPOJIb, UIIN
IpUEeMOYHAast KOMUCCHSI?

141. | IlpocraBnsercs au WTaMI IPUEMKH, nyHKT 33 IpaBun

MOITBEPKNAIONIUH (haKT COOTBETCTBUS HaJIexKaniei

IMPUHATHIX JICKAPCTBCHHBIX NPCIIAPATOB

ANTEeYHOU MPAKTUKU




AaHHBIM, YKa3aHHbIM B
COIIPOBOAUTCIILHBIX ,Z[OKYMGHTaX?

142. | CraBsar (craBuTt) ju juna (JIUIo), nyHKT 33 [IpaBun
OTBETCTBEHHBIE (OTBETCTBEHHOE) 3a HaIexaren
MIPUEMOYHBIA KOHTPOJIb, MIIN YJICHbI anTEeYHON MPAKTUKU
MIPUEMOYHON KOMUCCHH,

OCYIIECTBIISIOLINE TPUEMKY
JIEKapCTBEHHBIX MPENapaToB, NOMHUChH
Ha COMPOBOJUTEIBHBIX JOKYMEHTAX U
3aBEPSIOT ME€YaThIO0 CyObEeKTa PO3HUYHOM
TOProBJU (U HATUYHH)?

143. | 3aBepstoTcs nu 37eKTPOoHHOM nnppoBoit | myHkT 33 [IpaBun
MOJIHMCHIO COMPOBOUTEIbHBIC HaJIekKaIei
JTOKYMEHTBI MEX/1y MOCTABIIMKOM U anTEeYHON MPAKTUKU
rpy30I0JIyyaTesieM B CiIydae
AJIEKTPOHHOT'O JOKYMEHT0000poTa?

144. | VrBepxaena au COII, nyHKT 34 IpaBun
periIaMeHTHPYIOIIAs TPUEMKY HaJIexKaIei
JIEKapCTBEHHBIX MPENapaToB MpH anTEeYHON MPAKTUKU
HECOOTBETCTBUH MTOCTABICHHBIX
CyOBEKTy PO3HUYHON TOPrOBIU
JICKapCTBEHHBIX MPENapaToB JaHHBIM
COITPOBOJIUTENBHBIX IOKYMEHTOB?

145. | CocraBnsercs 11 JULOM, nyHKT 34 IpaBun
OTBETCTBEHHBIM 32 ITIPUEMOYHBIN HaJIexKanie
KOHTpPOJIb, U1 IPUEMOYHON KOMUCCHEH | allTEUHOM IIPAKTUKKU
CyObeKTa pO3HUYHOM TOPTOBIIM aKT, B
Cllyyae HeCOOTBETCTBUS MOCTABICHHBIX
CyOBEKTy PO3HUYHON TOPrOBIU
JICKapCTBEHHBIX MPENapaToB JaHHBIM
COITPOBOJIUTENBHBIX IOKYMEHTOB?

X. Oco0eHHOCTH XpaHEHHS OTAEJbHBIX I'PYIIN JIeKAPCTBEHHbBIX CPEACTB

146. | Ouumiaercs M TPaHCIIOPTHAS Tapa C nyHKT /7 IlpaBun
JIEKapCTBEHHBIMU CPEJICTBAMHU TIEPE] HaJIekKaIen
pa3MeIleHNeM JIEKapCTBEHHBIX CPEACTB | JUCTPHUOBIOTOPCKON
Ha XpaHeHue? IIPAKTHKHU

147. | Cobmomaercs nu 3anpeT Ha pa3menieHue | myHKT 12 [Ipasun
MIOJI/IOHOB C JIEKAPCTBEHHBIMU XpaHEeHHS
CpeACTBaMU B HECKOJIBKO PSAIOB IO
BbICOTE 0€3 MCIIOJIb30BaHUs CTEITaKEH ?

148. | Pa3meniarorcs 11 JIeKapCTBEHHBIE nyHKT 13 IpaBun
CpeACTBa B COOTBETCTBHHU C XpaHEeHHS

TpeOOBaHMSAMH, yKa3aHHBIMH Ha
BTOPUYHO# (OTPEOUTETHCKOM)
YIaKOBKE JIEKAPCTBEHHOT'O CPECTBA, C
Y4YETOM OJTHOTO M3 CJICITYFOIINX
napameTpoB: PU3UKO-XUMHUUECKHX
CBONCTB, ()apMaKOJIOTUUECKHUX TPYIII,
croco0a BBeJICHHsI JICKAPCTBEHHbIX




MpernapaToB, arperaTHOr0 COCTOSHUS
(hapMaleBTHUECKUX CYOCTaHIUI?

149. | Pa3meniarorcs 1M JI€KapCTBEHHBIE nyHKT 14 IIpaBun
CpeZCTBa C UCIOIb30BAaHUEM XpaHEHHS
KOMITBIOTEPU3UPOBAHHBIX CHCTEM (B TOM
qucie 1o ajapaBUTHOMY MPUHIIMITY, TIO
Kozmam)?

150. | Cobmromaercs U 3ampeT Ha nyHKT 15 IlpaBun
HEJIOIYIICHUE JIUIA, HE UMEIOIIET0 XpaHEeHUS;
npaBa AOCTyNa, ONPEAEICHHOTO
COlIlamu, B noMenieHus 1 (KIJK) 30HBI nyHKT 34 IlpaBun
ISl XpaHEHUS JIGKAPCTBEHHBIX CPEJICTB? | HaJUIekKalei

TUCTPUOBIOTOPCKON
MPAKTUKH,

myHKTHI 18, 21
[IpaBun Hajexamen
ANTEeYHOU MPAKTUKU

151. | XpaHsTcs a4 B TIOMELICHUSX U (MITH) nyHKT 17 IpaBun
30HaX JJIs1 XpaHEHHS JICKapCTBEHHBIX XpaHEHHS
CpPE/CTB JIEKAPCTBEHHBIE CPEJICTBA B
COOTBETCTBUU C YCIOBUSMHU XPAHEHUS,
yKa3aHHBIMU IIPOU3BOUTEIEM Ha
ynakoBKe U (Win) TpeOOBaHUSIMU
rOCYJJApCTBEHHOI (papmakornen?

152. | XpaHsTcs U JIeKapcTBEHHBIE CcpecTBa, | MyHKT 17 IpaBun
U1 KOTOPBIX IPOU3BOIUTENEM Ha XpaHEeHHS
YIaKOBKE JIEKAPCTBEHHOT'O CPEJCTBA
CrellMaIbHbIe YCIOBUS XpPAaHEHUS He
yKa3aHbl, IPU KOMHATHOM TemmepaType
(pexxum ot +15°C no +25°C)?

153. | XpaHsTcs nu JIeKapcTBEHHBIE CpecTBa, | MyHKT 17 IpaBun
U1 KOTOPBIX IPOM3BOIUTENIEM Ha XpaHEHHS
YIaKOBKE JIEKAPCTBEHHOT'O CPEJCTBA
CrellMaIbHbIC YCIOBUS XpAaHEHUS He
yKa3aHbl, IPH OTHOCUTEIHHON
BJIXKHOCTHU He Oosnee 65%7

154. | Pa3Mematorcs 11 J€KapCTBEHHbIE nyHKT 21 [IpaBun
Ipernaparsl, OTIycKaeMble 0€3 perenTa, | XpaHeHHus;

Ha BUTPUHAX B COOTBETCTBHUHU C

YCIIOBUSMU XPaHEHUS, YKa3aHHBIMU nyHKT 27 IIpaBun
MIPOM3BOIUTENIEM Ha yIIaKOBKE, MU HaJIekKaIei
MHCTPYKLHUEH 110 MEJULUHCKOMY anTEeYHOU MPAKTUKU
MPUMEHEHHIO (JIMCTKOM-BKJIAIBIIIEM)?

155. | Pasmemntaercs i nHpoOpmManus o nene Ha | myHKT 28 [IpaBun
JIeKapCTBEHHBIE MPenaparsl, HaJIexKaIei

OTIyCcKaeMble Oe3 perenra Ha
JIEKapCTBEHHBIN IIpenapar, Ha MOJIKE UJIH
Ha BUTPUHHOM 00pas3lie B BUJIE LICHHUKA
C YKa3aHHEM HAaUMEHOBAaHUs,

anTEeYHOU MPAKTUKU




JO3UPOBKH, KOJIMYECTBA /103 B YIAKOBKE,
CTpaHbI MPOU3BOJUTEIS JIEKAPCTBEHHOTO
npenapara?

156.

XpaHsATCs JI1 JEKapCTBEHHBIE
IIpenapaTsl, OTIIyCKAaeMBbI€ 110 pELENTY
Ha JIEKApCTBEHHBIN ITpenapaT U He
MOJIEKALTUE
IIPEIMETHO-KOJIMYECTBEHHOMY yUYeTy Ha
BUTPHUHAX, B CTEKJISIHHBIX U OTKPBITBIX
mkadax ¢ OTMETKOH 1o perenty Ha
JIEKapCTBEHHBIN Ipenapar’, HAHECEHHOU
Ha MOJIKY WU IIKad, IpU YCIOBUH
OTCYTCTBHUSI IOCTYIIa K HUM
MOKyTaTenei?

nyHKT 21 [IpaBun
XpaHEHHS

157.

XpaHsATCS JIK JIEKaPCTBEHHbBIC
npenaparsl, OTIYCKaeMbIC MO PELEHTY
Ha JICKapCTBEHHBIHN Mpernapar u He

MO UIeKAIIUE
MPEIMETHO-KOJIMYCCTBEHHOMY YYETY, B
COOTBETCTBHUHU C YCIOBUSIMHU XPAHCHUS,
yKa3aHHBIMU MIPOU3BOMTEIICM Ha
yIaKOBKe, WK HHCTPYKIIUEH 110
MEIUIUHCKOMY TIPUMCHECHHUIO
(JTMCTKOM-BKJIIBIIIIEM) ?

nyHKT 21 [IpaBun
XpaHEeHHS

158.

XpaHATCS JIN JIEKapCTBEHHBIE CPE/ICTBA,
MO yIeXKAIUe
MPEMETHO-KOJIMYECTBEHHOMY YUETY B
cooTBeTCTBUU € pazaenoM | [lepeuns
JIEKapCTBEHHBIX CPEJCTB IS
MEJULUHCKOTO MPUMEHEHHUS,

MO UIEXKAIUX
IPEIMETHO-KOJINYECTBEHHOMY YUETY,
YTBEPKJIEHHOTO PUKA30M
MuHuCTEpCTBA 3APaBOOXPAHEHUS
Poccuiickoii @enepauuu ot 1 ceHTA0ps
2023 1. Ne 459w (3apeructpupoBaH
MuHucrepcTBoM roctuiuu Poceuiickon
Oenepanyu 2 okTs6ps 2023 1.,
peructpanuonubiii No 75422), ¢
M3MEHEHHSIMU, BHECEHHBIMU MPUKA30M
MuHKCTEpCTBA 3ApaBOOXPAHEHUS
Poccuiickoit @enepanunu ot 28 okTsA0ps
2025 1. Ne 653H (3apeructpupoBan
MuHucrepcTBoM rocTuMu Poccuiickon
®denepanyu 28 Hosi6ps 2025 1.,
peructparrionHbiii Ne 84337)
(me#ictByeT 0 1 centsiops 2030 1.)
(manee - [lepedeHs), B M30IMPOBAHHBIX
MOMEIICHUSX NP COOII0IEHUH
TpeOOBaHUH, YCTaHOBJICHHBIX

nyHKT 26 [IpaBun
XpaHeHUS,

nyHKT 32 IpaBun
HaJIexKaniei
IUCTPUOBIOTOPCKON
MPAaKTUKU




[IpaBunamMu XpaHeHUs] HAPKOTHUECKHX
CpEeACTB, ICUXOTPOIHBIX BEIIECTB U UX
MIPEKYPCOPOB, YTBEPKICHHBIMU
nocraHoBjeHueM [IpaButenscTBa
Poccuiickoii @enepanuu ot 30 anpes
2022 r. Ne 809 "O xpanenuun
HapKOTHUYECKUX CPEACTB, ICUXOTPOITHBIX
BEILIECTB U MX MPEKypcopoB” (neicTByeT
1o 1 centsiOps 2028 r.), a Takxke
CIeLMAIbHBIX TPEOOBaHU K YCIOBUAM
XpaHEeHUs HAPKOTHYECKUX U
MICUXOTPOITHBIX JICKAPCTBEHHBIX
CpPEACTB, PeAHA3HAYCHHBIX JUIS
MEJULUHCKOTO MPUMEHEHHUS,
YTBEPKJICHHBIX IPUKA30M
MuHKCTEpCTBA 3ApaBOOXPAHEHUS
Poccuiickoii @enepanuu ot 26 HOAOPA
2021 r. Ne 1103H (3apeructpupoBaH
MuHuncrepcTBoM rocTuuu Pocecuiickon
®enepanuu 30 HosiOps 2021 1.,
peructparronHbiii Ne 66140)
(meiictByet 10 1 mapra 2028 1.)?

159. | XpaHnsTcs nu JIeKapcTBEHHBIE CpeACTBa, | MyHKT 27 [lpaBun
MO yIeXKaIue XpaHEeHUS;
MPEMETHO-KOJIMYECTBEHHOMY YUETY B
cooTBeTCTBUH ¢ pazaenamu Il - IV nyHKT 32 [IpaBun
[lepeunsi, Ha pa3HBIX MOJIKAX ceilda, HaJJIexKaniei
METAJUIMYECKOT 0 IKada Win B pa3HbIX TUCTPUOBIOTOPCKON
ceiipax, MeTaMyeckux mkadax, MPAKTHKU
JepEeBSHHBIX MIKadax, UIN B OTIEIbHOM
NOMeIleHHH (B 3aBUCHMOCTH OT 00beMa
3amacoB), ONEYaThHIBAEMBIX I
IIOMOUPYEMBIX B KOHIIE paboyero JiHs?

160. | Xpansarcs 1u naxyuue nyHKT 29 [paBun
¢bapmareBTHYeCcKHE CyOCTaHIIUU XpaHeHus
OTAETBHO OT JAPYTUX JEKAPCTBEHHBIX
CPEZCTB B 3aKPBITON T€PMETUYHO Tape,

HEMPOHUIIAEMOM IS 3amaxa?

161. | XpansTcs I Kpacsume nyHKT 30 I[IpaBun
¢bapmareBTHUECKHE CyOCTaHIIUU B XpaHeHus
IUIOTHO YKYTIOPEHHOM Tape, I B
repMETUYHO 3aKPHIBAIOIIEMCS
KOHTEWHepe B OTACIBHOM IIKady, UiH
Ha CTeJUIaxKax?

162. | BeiaeneHsl 1M B OpraHU3alMsax ONTOBOW | MOAMYHKTHI "a", "0"

TOPT'OBJIM JIEKAPCTBEHHBIMU CPEICTBAMU
OT/ICTbHBIC TIOMEIIEHUSI (OTCEKH) C
MPEJEIOM OTHECTOMKOCTH
CTPOUTEIbHBIX KOHCTPYKIUNA HEe MeHee 1
yaca JUisl XpaHEHUsI B3PbIBOOINIACHBIX U

nyHkrta 31 [IpaBun
XpaHeHUs;

nyHKT 32 IpaBun
HaJIexKaniei




JIETKOBOCILIAM EHSIOIIMXCSI BEIIECTB? TUCTPUOBIOTOPCKON
MPAKTUKU

163. | B opranusanusix onToBOi TOPrOBIU IIOAIYHKT "'a" MMyHKTa
JIEKapCTBEHHBIMU CPEICTBAMU 31 IlpaBui XpaHeHuUs
o0ecrevyeHo I XpaHEeHHe OTHEONaCHBIX
Y B3PBIBOOIACHBIX JIEKAPCTBEHHBIX
CPEeZCTB IO MPHUHIUITY OJTHOPOJHOCTH B
COOTBETCTBHUH C UX
(DUBUKO-XMMHYECKUMH,

M0YKapOOIACHBIMH CBOICTBaMU U
XapaKTepOM YMaKOBKU?

164. | IMeroT 1 MOJBI CKJIAACKUX MOMEICHUH | MOAMYHKT 0" MyHKTa
Y pasrpy304YHbIX IIJIOMIAI0K TBEPIOE, 31 IlpaBun XxpaHeHuUs
POBHOE MOKPHITHE?

165. | Cobmromaercs U 3anpeT Ha IPUMEHEHHE | MOJAMYHKT 0" MyHKTa
B CKJIQJICKUX MTOMEUICHUSAX U 31 IlpaBun XpaHeHuUs
Pasrpy304HBIX IUIOIAAKAX JOCOK U
KEJIE3HBIX JIMCTOB JJIs1 BBIPABHUBAHUS
10JIOB?

166. | Xpansrcs nmu emkocTd oobeMoM 10 kr u | moamyHKT "B MyHKTa
OoJiee KpyHHBIE eMKOCTH TOJIBKO B ouH | 31 [IpaBui XxpaHeHus
psi 1o BhICOTE?

167. | CocraBnsieT 11 pacCTOSIHUE OT MOAINYHKT 'T'' IyHKTa
CTEJUIaXeH 0 HarpeBaTeIbHBIX 31 IlpaBun XpaHeHUs
npubopoB He MeHee 1 m?

168. | CocraBiseT M CTENEHD 3aII0IHEHUS MOAMYHKT """ MyHKTa
Tapbl IPU XpaHECHUH 31 IlpaBun XpaHeHUs
JIETKOBOCIIJIAMEHSIOLIMXCS U TOPIOYUX
xuakoctet He 6osee 90%?

169. | CocraBiseT 1 CTENEHD 3all0IHEHUS MOAMYHKT """ MyHKTa
Tapbl IPU XpaHEHUH CIIUPTOB He OoJiee 31 IlpaBun XxpaHeHUs
75%7?

170. | Xpansarcs i ra30Bble OAJUIOHBI B MOAIYHKT ''e" MyHKTa
BEPTUKAJILHOM TOJOXKESHUH ? 31 IlpaBus XpaHeHuUs

171. | Xpassarcs a1 KUCIOPOJHBIE OAYIIKA B | MOAMYHKT '€ IMyHKTa
MOJIBEIIIEHHOM BUJIE PsiioM ¢ Ta3oBeIMU | 31 [IpaBun xpaHeHus
OamoHaMu?

172. | XpaHsATcs 1K JIETKOBOCIIAMEHSIOIIUECS | MOJMYHKT "K' MyHKTa
JIEKapCTBEHHBIE CPEJICTBA B IIOTHO 31 IlpaBun XpaHeHUs
YKYIIOPEHHOH, CTEKIITHHON WU
METaJITUYECKOH Tape?

173. | Xpansarcs iu OyTbuH, OAIIIOHHI, nyHKT 32 IpaBun
KPYITHBIE EMKOCTH C XpaHeHUS;
JIETKOBOCIIJIAMEHSIOLTUMHUCS U
JIETKOIOPIOYMMHU JIEKApPCTBEHHBIMU nyHKT 32 [IpaBun
CpeACTBaMH B YIIAKOBKE, HaJUIekKaIei
MIPEAOXPAHSIONIEH OT YAapOB, UIIU B IUCTPUOBIOTOPCKON
0aJIIOHOOTIPOKUIBIBATEIISAX MIPH MPAKTUKH

HATOJbHOM XPAaHEHHUH B OJIUH P/l IO
BbICOTE?




174.

XpaHAT 11 CyOBEKThI 0OpaleHHs
JIEKapCTBEHHBIX CPEJICTB,
OCYIIECTBIISIONINE U3TOTOBICHHE
JIEKapCTBEHHBIX MPEapaTos,
(dapmaieBTHUECKHE CyOCTaHIINH,
obnanaromue
JIETKOBOCIIJIAMEHSIOLIUMHUCS U
rOpIOYMMH CBOMCTBaMH, B 00beme 10 10
KI' BHE ITIOMELICHUN 151 XpaHEHUS
OrHEONaCHbIX (hapMaIleBTUYECKHX
CyOCTaHIIMIA U B3pHIBOOIIACHBIX
JICKApCTBEHHBIX CPEJICTB B HECTOPAEMBIX
mkagax?

nyHKT 32 [IpaBun
XpaHEHHS

175.

XpaHUTC JIU JIEKapCTBEHHBIN IIpenapar
C MEXIYHapPOIHBIM HEMAaTEHTOBAHHBIM
HauMeHOBaHHeM "DrtaHon’ (mamee -
MHH "DTtaHon") B KOJIUYECTBE CBBIIIC
100 kr B OTIETHHOM TTOMEIIIEHUN
(3nanumn)?

nyHKT 33 IpaBun
XpaHeHUS;

nyHKT 32 IlpaBun
HaJIexKaniei
IUCTPUOBIOTOPCKON
MPAKTUKU

176.

O060pyI0BaHO JIH OTAETHHOE
noMeleHue (31aHue) JUIs XpaHeHHs
JIEKapCTBEHHOr 0 npenapara ¢ MHH
"Oranon" B konuuectse cBbime 100 kr
HECTOPAEMbIMU MO JIOHAMU ?

nyHKT 33 IpaBun
XpaHEHHS

177.

XpaHUTC JIU JIEKapCTBEHHBIN IIpenapar
¢ MHH "Oranon" B konuuecTBe CBbIIIE
100 xr B oiMH psif B yIaKOBKax
(eMKOCTSIX), MOCTYIMUBILUX OT
IIPOU3BOIUTEINS JIEKAPCTBEHHBIX
cpencTn?

nyHKT 33 IpaBun
XpaHEHHS

178.

CoOmroaeTcs M 3anper Ha
NepeIMBaHuE JIEKAPCTBEHHOTO
npenapara ¢ MHH "Ortanon” B npyrue
€MKOCTH?

nyHKT 33 IpaBun
XpaHEHHS

179.

CoO:roaeTcs 1M 3ampeT Ha XpaHEeHUe He
6onee 100 xr B HepachacoBaHHOM BUJIE
KOJINYECTBA OrHEOMACHBIX
(dhapMalneBTHUECKUX CyOCTaHIIUI B
MOMEUICHHUSX [T XPaHCHHUS
OTHEONAaCHBIX (hapMaIeBTHUSCKIX
CyOCTaHIIMIA U B3pHIBOOIIACHBIX
JIEKapCTBEHHBIX CPEJICTB,
PacoI0KEeHHBIX B 3/IaHHSIX IPYTOro
HA3HAYCHUS?

nyHKT 34 IpaBun
XpaHEeHHS

180.

CoOroaeTcs 11 3ampeT Ha COBMECTHOE
XpaHEHHE JIETKOBOCIUIAM EHSIOIUX CS
(apMmareBTHYECKHX CyOCTaHIIHIA ¢
HEOPTraHUYECKUMH KUCIOTaMH,
CXKaTBIMU M CXKIDKEHHBIMH T'a3aMH,

nyHKT 35 IpaBun
XpaHeHUS;

nyHKT 32 IpaBun
HaJIexKaniei




JICTKOTOprOYMMHU BCIICCTBAMU,
mejao4aM, ¢ HCOPraHMYCCKUMU COJISIMU,
AAOIMHUMHA C OPraHU4CCKUMU
BCIICCTBAMU B3PBIBOOIIACHBIC cMecu?

TUCTPUOBIOTOPCKON
NPaKTHKH

181. | Xpansitcs (XpaHUTCS) T nyHKT 36 [IpaBun
B3PBIBOOINACHBIE (hapMalleBTUYECKHE XpaHeHUS,
cyocraniun ((apmaneBTHuecKas
CyOCTaHIIMsI ¢ MEXTyHAPOIHBIM nyHKT 32 [IpaBun
HENaTeHTOBAHHBIM HAUMEHOBAHUEM HaJUIekKaIei
"D¢up IUATUIOBBIA") B TPOMBIIUICHHOH | AHUCTPUOBIOTOPCKOM
YIaKOBKe, B MPOXJIAJHOM, 3aIUIIEHHOM | IPaKTUKU
OT CBETa MeCTe, BAAIM OT OTHS U
HarpeBaTeIbHbBIX IPUOOPOB, C
COOIIIOIEHUEM MEp NIPEJOCTOPOKHOCTH
OT OrHs1?

182. | [IpuHuMaroTcs 11 pabOTHUKOM, nyHkT 37 IlpaBun
YIOJIHOMOYEHHBIM PYKOBOJIUTEIIEM XpaHEeHHS
cyObekTa 0OpaleHus IeKapCTBEHHBIX
CPEeACTB, MEpHI MO MPEJOTBPALICHHIO
IbIIIC00pa30BaHMs IPU XPAaHECHUN
B3pBIBUATHIX (PapMalieBTHUECKUX
cyOcTaHmii (Kaus mepMaHraHar,

HUTPOTJIMILIEPUH, cepedpa HUTpar)?

183. | [1MOTHO 111 3aKPBIBAIOTCS] EMKOCTH CO nyHkT 37 IlpaBun
B3pBIBUATHIMU (PapMalieBTUIECKUMU XpaHEeHHS
cyOcTaHusIMH (IITAHTIIACK, )KECTSIHBIC
OapabaHbl, CKIISTHKH) BO U30eKaHUE
MOTIaJJAHUS TAPOB U MBLIH ATHX
(bapMmareBTHUECKIX CyOCTaHIUi B
BO3IYX?

184. | Xpanutcs nu papmarieBTHYecKast nyHKT 38 IpaBun
CyOCTaHIIMs KaJlusl IepMaHraHara B XpaHeHUsI
METaJUINYECKOM IKady Ha OTAeTbHON
nosike (TJe OH XPaHUTCS B JKECTSHBIX
OapabaHax), B IITaHIJIACAX C
MPUTEPTHIMU TPOOKAMHU OTECIBHO OT
JAPYTUX OPraHUYECKUX BELIECTB?

185. | XpanuTtcs a1 Hepac(hacoBaHHBIN nyHKT 39 IpaBun
pacTBOp HUTPOTIIMLIEPUHA B HEOOIBIINX | XpaHEHHUS;
YKYTIOPEHHBIX CKIISTHKaX WIJIN
METAJUIMYECKHUX COCYyJax B MpoxiagHoM, | myHKT 32 [IpaBun
3alIUIIEHHOM OT CBETa MECTE, C HaJIekKaIei
COOJII0JICHHEM Mep NPEAOCTOPOKHOCTH | AUCTPUOBIOTOPCKOM
OT OrHs? MIPAKTHKHU

186. | Cobmromaercs U 3anpeT Ha XpaHEHHE nyHKT 40 I1paBun
B3PBIBOONACHBIX (PapMaIleBTUYECKUX XpaHeHUS;
CyOCTaHIIMIA ¢ KHCTIOTaMH U MIeJI0YaMu?

nyHKT 32 IpaBun
HaJIexKaniei

TUCTPUOBIOTOPCKON




NPAKTUKU

187.

XpaHuTcs 11 Hepac(hacoBaHHOE
JIEKapCTBEHHOE PAaCTUTENILHOE CHIPhE B
COOTBETCTBUU C TPEOOBAHUSIMHU
rOCYJJapCTBEHHOM (papmakornen?

nyHKT 41 IIpaBun
XpaHeHus

188.

[TonBepraercs 11 HepachacoBaHHOE
JIEKApCTBEHHOE PACTUTEIILHOE ChIPhE
NEPUOINIECKOMY KOHTPOJIIO B
COOTBETCTBUU C TPEOOBAHUSIMHU
rOCYJJApCTBEHHOM (papmakornen?

nyHKT 41 IIpaBun
XpaHeHus

189.

XpaHuTtcs 11 HepachacoBaHHOE
JIEKApCTBEHHOE PaCTUTEIILHOE CBIPhE,
coZieprKallee BEIIecTBa, BKIIOUYCHHBIC B
CIHCOK CHJIbHOJCHWCTBYIOIIUX BELIECTB
IUIs 1eTiel ctaTbu 234 U ApYrux crateit
YronosHoro kogexkca Poccuiickoi
denepanyyl ¥ CIHUCOK SA0BUTHIX
BEIIECTB I LieJiel cTtatbu 234 u
JOPYTUX CTaTe YTOJIOBHOIO KOJEKca
Poccuiickoit deneparuu,
YTBEP>KJICHHbIE IOCTAaHOBJICHHEM
[IpaBuTenscrBa Poccuiickon denepaunu
ot 29 nexabps 2007 r. Ne 964 "O6
YTBEPKJICHUH CIICKOB
CHJIBHOJICHCTBYIOIINX U STIOBUTBIX
BEIIECTB /I LieJield ctatbu 234 u
JPYTUX CTaTe YTOJIOBHOIO KOJEKCa
Poccutickoi denepanuu, a Takxke
KPYITHOTO pa3mepa
CHJIbHOJICHCTBYIOIIMX BELIECTB IS
nener craten 234 YroiioBHOrO Kojgekca
Poccuiickoii @enepanuu’ Ha pa3HbIX
MOJIKaX B ceidax, MeTaITNUeCKUX
mkadax, 1epeBIHHBIX MKadax nin B
pasHbIX ceiiax, METaITNYEeCKUX
mkadax, IepeBsIHHBIX MIKadax,
OIeYaThIBAEMBIX HJIU IJIOMOUPYEMBIX B
KOHIIe pabouero JTHs?

nyHKT 42 TIpaBun
XpaHEeHHS

190.

CoOmronatorcst 1 TpeOOBaHUS
TOCY/IapCTBEHHOM (hapMaKoIeH mpu
XPaHEHUH JIEKAPCTBEHHOI'O
PaCTUTENEHOTO CBHIPhs, COJIEPIKAILETO
CepJICUHBIC TJMKO3UIBI?

nyHKT 43 I1paBun
XpaHEHHS

191.

CoGmronatorcst 11 TpeOOBaHUS
rOCYJapCTBEHHOM (papMaKoreu mpu
XpaHCHUH JICKAPCTBEHHBIX CPEJICTB,
TPEOYIOMIHMX 3alIUTHI OT
MOBPEXKIAIOIIET0 BO3JACHCTBHS CBEeTa?

nyHKT 43 I1paBun
XpaHEeHHS

192.

CoOmronatorcst 11 TpeOOBaHUS
TOCY/IapCTBEHHOM (hapMaKoIleH Mpu

nyHKT 43 I1paBun
XpaHEeHHUSI




XpaHEHUU JICKAPCTBEHHBIX CPE/CTB,
TpeOYIOMIMX 3alTUTHI OT BO3JCHCTBHS
Biaru?

193.

CoGumronatorcst 11 TpeOOBaHUS
roCyIapcTBEHHOHU (hapMakomnen npu
XpaHEHUU JICKAPCTBEHHBIX CPE/CTB,
TpeOYIOMIHMX 3alUTHI OT yIIETyUYUBAHUS U
BBICBIXAHM?

nyHKT 43 I1paBun
XpaHEHHS

194.

CoGmronatorcst 11 TpeOOBaHUS
TOCY/IapCTBEHHOM (hapMaKoIeH Mmpu
XpaHCHUU JICKAPCTBCHHBIX CPCACTB C
BBIPAKCHHBIMU TUT'POCKOITHUYCCKUMHA
CBOWCTBAMU?

nyHKT 43 I1paBun
XpaHEeHHS

195.

CoGmronatorcst 11 TpeOOBaHUS
rOCyJapCTBEHHOH (papmakoreu npu
XpaHeHHH (hapMareBTHIECKUX
CyOCTaHIMI - KPUCTAJUIOTUIPATOB?

nyHKT 43 IlpaBun
XpaHEHHS

196.

CoGmronatorcst 11 TpeOOBaHUS
rOCY/IapCTBEHHOM (hapMaKoIeH Mmpu
XpaHeHHH (hapMareBTHICCKUX
CyOCTaHIUiA, TPEOYIOLINX 3alUThI OT
BO3JICHCTBUS Ta30B?

nyHKT 43 I1paBun
XpaHEeHHS

197.

CoGmronatorcst 11 TpeOOBaHUS
rOCYJapCTBEHHOM (papmakoreu npu
XpaHEHWHU OTHEOMAaCHBIX
(bapMmareBTHYECKHX CyOCTaHITHIA
(papmanieBTHUECKUX CyOCTaHITUH,
o0agaronux
JIETKOBOCILIAMEHSIOIIMMHUCS CBOUCTBAMHU
(hapManeBTHUECKUX CYyOCTaHIIUH,
o0J1aaroIuX JETKOTOPIOYNMHU
cBolicTBaMu)?

nyHKT 43 I1paBun
XpaHEeHHS

198.

OcyiecTBisieTcs 1 XpaHEHHUe
MEIUIUHCKUX MUSBOK B TOMEIICHUH,
3aLIUIIEHHOM OT BO3JCHCTBUS MPSIMBIX
COJIHEYHBIX JTy4en?

nyHKT 44 IIpaBun
XpaHeHus

199.

OcyiecTBisieTcs 11 XpaHEeHHe
MEIUIUHCKUX MUSABOK B TOMEIICHUH,
U1 KOTOPOTO YCTaHOBJIEH MOCTOSIHHBIN
TeMIepaTypHbII pekuM?

nyHKT 44 IIpaBun
XpaHeHus

200.

OcyiecTBisieTcs 11 XpaHEHHE
TEPMOJIAOHIBHBIX JIEKAPCTBEHHBIX
CPEICTB B CIENUAIBLHO 000PYIOBaHHBIX
MOMEIICHUSX (XOJIOAUIBHBIX KaMepax)
WM B TIOMEIICHUSX JJIs1 XpPaHCHUS,
OCHAIIIEHHBIX XOJIOIMJIbHBIMU IIKa(aMu,
XOJIOIMIILHUKAMH, €CJIU CTICIHAIbHBIC
YCJIOBHS XpaHEHUS HE YKa3aHbI
NPOM3BOIMTENIEM Ha YIIAKOBKE
JICKaPCTBEHHOT'O CpeziCcTBa?

nyHKT 45 [IpaBun
XpaHeHus







4. Buj KOHTPOJILHOTO (HaJI30pHOT0) MEPOIPUSTHS:

5. JlaTa 3anonHeHus IPOBEPOUHOrO JIUCTA!

6. OOBEKT rocyIapCTBEHHOTO KOHTPOJIS (Ha30pa), B OTHOLICHUH KOTOPOTO POBOAMTCS KOHTPOJIbHOE (HAI30pHOE) MEPOTIPHATHE:

7. ®ammnmsg, uMs W oTdecTBO (MPH HANMYMM) TPAKIAHWHA WIM WHIUBHIYAIBHOTO MPEIIPUHAMATENS, €r0 HICHTU(PHKALUOHHBI HOMEp
HaJIOTOIUIATEeNbIUKa ¥ (MJM) OCHOBHOW TOCYJapCTBEHHBIH pPErHCTPAlMOHHBIH HOMEpP WHAMBUAYaIbHOTO NPEANPUHUMATENS, aIpec pPerucTpaluu
rpakKJIaHUHA WM WHAUBUAYATBHOTO MPEANPHHUMATENS, HAUMEHOBAaHHE IOPUIMYECKOTO JIHIA, €ro WACHTH(OUKAIIMOHHBII HOMEp HaJOromaTeibiinka u (Him)
OCHOBHOM TI'OCYJAapCTBEHHBI PETUCTPALMOHHBIM HOMED, aIpeC IOPUAMYECKOro JIMLA B IpelesaaX MeCTa HaXOXKICHMs HOPUAMYECKOrO JIMLA, SBIIIOLINXCS
KOHTPOJIMPYEMBIMU JIMLIAMMU:




8. Mecto (MecTa) mpoBeeHUS] KOHTPOJIBHOTO (HaA30pPHOT0) MEPOIPHUSTHUS C 3aII0JTHEHHEM IIPOBEPOYHOTO JIHCTA:

9. PekBU3UTHI PEIICHUSI KOHTPOJIBHOrO (HaI30pHOT0) OpraHa O MPOBEJACHUH KOHTPOJILHOTO (HAI30PHOI0) MEPOMPHUATHS, MOIMHUCAHHOIO YIOJHOMOYCHHBIM JOHKHOCTHBIM JIMIIOM KOHTPOJIBHOTO (HaI30pHOT0) OpraHa:

10. YuerHbIit HOMEP KOHTPOJIIBHOTO (HA/I30pPHOT0) MEPOIIPHSTHSL:

11. JTomkHOCTD, (haMHJIUS U UHUITHAJIBI TOJKHOCTHOTO JIMIA KOHTPOJIBHOTO (HAI30pHOI0) OpraHa, B JIOJDKHOCTHBIC 005S3aHHOCTH KOTOPOrO B COOTBETCTBHUH C MOJIOKEHHEM O BHJIE KOHTPOJIS, TOHKHOCTHBIM PErjiaMeHTOM
WIA JIOJDKHOCTHOM WHCTPYKIMEH BXOIMT OCYIICCTBJICHHUE MOJHOMOYMN MO BHJIY KOHTPOJS, B TOM YHCJIEC MPOBEJICHUE KOHTPOJIbHBIX (HAI30pHBIX) MEPOIPHUSITHN, MPOBOAIICIO KOHTPOJIbHOE (HAI30pPHOE) MEPOIPUATHE U
3aMOJIHSIOLIETO TPOBEPOUHBII JIUCT!

12. Toamucu AOJKHOCTHBIX JIMI] KOHTPOJIBHOTO (HaA30pHOT0) OpraHa, y4acTBYIOIIUX B MPOBEACHUN KOHTPOJIBHOTO (HaJ30PHOT0) MEPOIIPUSTHUSI:

(TOIDKHOCTH, (haMUIIMU ¥ MHHIHAIIBI)
13. Iloamuch pyKOBOAUTENS TPYIIIIBI JOJKHOCTHBIX JIUI] KOHTPOJIBHOIO (HAJA30pHOT0) OpraHa, y4acTBYIOLIHX B IPOBEICHUN KOHTPOJIBHOTO (HaA30PHOT0) MEPOIIPUSTHS:

(TOHKHOCTD, (haMIITUSI ¥ MHUIHATIBI)

Ipunioxenune Ne 2

K npukaszy PeaepajbHoil C1yKObI

110 HaJA30pYy B c(epe 31paBoOXpaHeHHS
ot 02.12.2025 Ne 5803

®opma

QR-xox

IIpoBepoYHbIH JIHCT
(CMHCOK KOHTPOJIbHBIX BONPOCOB, 0TBETHI HA KOTOPBIE CBHIETEILCTBYIOT O COOTIOIEHHH MJIN HECOOII0IEHHH KOHTPOJIMPYEMBIM JIMIIOM 00s13aTeJIbHBIX TPeOOBaHUI), HCNIOJIB3YyeMblii DeepaibHOil CIyK00i 10
HAJ30pYy B cepe 31paBOOXPAHEHNS H €€ TEPPUTOPHATBLHBIMH OPraHAMH NPH 0CYIIECTBJIEHHH (peepaTbHOro rocyIapcTBEHHOr0 KOHTPOJIsi (Haa30pa) B cepe oOpameHusi JeKapCTBEHHBIX CPEICTB ISl METHIIHHCKOTO
npuMenenns (mepeBo3ka (TPaHCIOPTHPOBKA) JIeKAPCTBEHHBIX CPE/ICTB)

1. HaumeHnoBaHue Bua KOHTPOIs (Haa30pa), BKIIOYEHHOTO B €AMHBIN peecTp BUIOB (heaepatbHOro ToCy1apCTBEHHOT0 KOHTPOIs (Han3opa):

2. HanmeHoBaHME KOHTPOJIBHOTO (HA/30pHOT0) OpraHa U peKBU3UThI HOPMATUBHOTO MIPABOBOT'0 aKTa 00 YTBEPKICHUU (POPMBI IPOBEPOYHOTO JIUCTA!

3. Criucok KOHTPOJIBHBIX BOIPOCOB, OTPAXKAIOLINX COZEPKaHUE 00sI3aTeIbHBIX TPEOOBaHUI, OTBETHI HA KOTOPBIE CBUACTEIBCTBYIOT O COOMIOICHUH UM HECOOIIOAEHUHN KOHTPOJIMPYEMBIM JIUIIOM 0053aTeNIbHBIX TPEOOBaHUA:

Ne CnrcoK KOHTPOJIBHBIX BOIPOCOB, PexBU3UTHI HOPMAaTUBHBIX OtBeTHI Ha BOIIPOCHI, coepskainuecs B Crucke [Tpumeuanue
n/n OTPaXKAIOUIUX COJCPIKaHHE NPaBOBBIX aKTOB, C KOHTPOJIHBIX BOIIPOCOB
00s13aTeNbHBIX TPeOOBAaHUI yKa3aHUEM UX OpraHH3anus ONTOBOM TOPTOBIIH JICKAPCTBEHHBIMU
CTPYKTYPHBIX €IUHHII, CpPEIICTBaMU JUISI MEIUIIMHCKOTO TIPUMEHEHHUSI
KOTOPBIMHU YCTaHOBJICHBI na HET HETIPUMEHUMO
o0s13aTeNIbHBIC TPEOOBAHMS

Pemenne Cosera EBpa3uiickoit sxonomuueckon komuccuu oT 3 HostOpst 2016 r. Ne 80 "O6 yrBepxkaenuu [IpaBui Hagmexaeid TMCTPUOBIOTOPCKOMA
NPaKTHKH B paMKax EBpasuiickoro skoHOMU4YecKoro coro3a” (Bcrynwmiio B cuiy st Poccuiickoit @enepanun 6 mast 2017 r. SBnsiercs 00s3aTenbHBIM VISt
Poccuiickoii @enepannu B coorBeTcTBHHU ¢ JloroBopom o EBpaszuiickoM sxoHoMHuuYeckoM corose oT 29 mast 2014 1., patudunupoBanasivM DenepaibHbIM
3akOoHOM OT 3 OKTs10ps 2014 1. Ne 279-03 "O parudukanuu norosopa o EBpaznuiickoM SKOHOMHUUECKOM cOr03€", BCTYNUBIIEM B cuity Aiisi Poccuiickoit
deneparyu ¢ 1 susapst 2015 r.) (nanee - [IpaBunia Hayiexaneil TMCTPUOBIOTOPCKOM MPAKTHKH)




HMeroT 11 IeKkapCTBEHHBIE CPECTBA

nyHKT 84 IlpaBun

COTIJIACOBAHHBIU MOTYYaTEIEM U HaJIexKaniei
OTIIPABUTEIIEM OCTATOYHBIN CPOK TUCTPUOBIOTOPCKON
TOAHOCTH? MIPAKTHKHU
ConpoBokaeTcst 1M OCTaBKa nyHKT 85 IlpaBun
JICKapCTBEHHBIX CPEJCTB JOKYMEHTAaMH, | HaJJIeKalien
PEyCMOTPEHHBIMH IUCTPUOBIOTOPCKON
3aKOHOJATEIbCTBOM I'OCYAAPCTB-WICHOB | MPAKTUKU
(cuer-¢akTypa, TOBapHO-TPAHCIIOPTHAS

HaKJIaJHast, MEXlyHapOoAHasl HaK/IaJHas,

WHBOJC, aBHAHAKJIAHAS U IpyTHe)?

YKa3bIBalOTCS JIM B COMIPOBOAUTENBHBIX | MYHKT 85 IlpaBun
JOKYMEHTaX JIEKapCTBEHHBIX CPEICTB HaJUIekKaIei
CIICIYIOIINE CBEICHUS . /1aTa, IUCTPUOBIOTOPCKON
HalMEHOBAHHE JIEKAPCTBEHHOTO MPAaKTUKU

CpencTBa, HoMep cepuu (mapTumn),

MOCTaBJISIEMOE KOJIMYECTBO,

JeKapcTBeHHas (hopMma, T03MPOBKa,

HaMMEHOBAHME U aJIpec MOCTABILHUKA,

HalMEHOBAHHE U aJIpec

rpy3ononyuarens (axpec Mecta

HaXOXXJCHUS ONTOBOI'O CKJIaJia, €CIIU OH

OTJIMYAETCS OT aJipeca IOPUIUIECKOro

JMILA), @ TAKXKE YCIOBHS

TPAHCIIOPTHUPOBKH U XpaHEHUS?

XpaHATCS I 3aIIMCH O TOCTaBKE TakuM | MyHKT 85 IpaBun
oOpa3zoM, 4yTOOBI ObLTa OOecTeueHa HaJIeXKaIen
MPOCIIKUBAEMOCTD JABHIKEHHS IUCTPUOBIOTOPCKON
JICKapCTBEHHBIX CPEJCTB? MIPAKTUKH
Ocy1iecTBiIsieT 11 AUCTPUOBIOTOD, nyHKT 121 [IpaBun
MOCTABJISIOLINM JICKAPCTBEHHBIE HaJIexKaniei
CpeACTBa, TPAHCIIOPTUPOBKY B TUCTPUOBIOTOPCKON
YCIIOBUAX, 00€CIIEUNBAIOIINX MX MPAaKTUKU

COXPAaHHOCTbH M LIEJIOCTHOCTH?

Ocy1iecTBiIsieT 11 AUCTPUOBIOTOD,
MIOCTABJISAIOLIN I JIEKAPCTBEHHBIE
CPEICTBA, TPAHCIIOPTUPOBKY B
YCIIOBHAX, 00ECTICUMBAIOIINX UX 3aIUTY
OT BO3ACUCTBUS (PAKTOPOB OKpYKAroIei
cpenmbi?

nyHKT 121 [IpaBun
HaJIexKaniei
TUCTPUOBIOTOPCKON
MPAKTUKU

Ocy1iecTBiIsieT 11 AUCTPUOBIOTOD,
MIOCTABJISIIOIIUH JIEKapCTBEHHBIE
CpeACTBa, TPAHCIIOPTUPOBKY B
YCIIOBUSIX, 00€CTIEUHBAIOIIIX
co0JII0IeHne HE0OX0TUMOT0
TEMIIEPaTyPHOTO pexkuMa (yCIOBUi
XpaHeHwusi)?

nyHkT 121 [IpaBun
HaJIexKaniei
TUCTPUOBIOTOPCKON
MPAKTUKH

Ocy1iecTBiIsieT 11 AUCTPUOBIOTOD,
MOCTABJISIIOIIU I JIEKApCTBEHHBIE
CpEeACTBa, TPAHCIIOPTUPOBKY B

nyHkT 121 [IpaBun
HaJIexKaniei
IUCTPHOBIOTOPCKON




YCIIOBHAX, 00€CIICUNBAIOIINX MX 3AIIUTY | MPAKTUKU
oT danbcuduKam?

9. ObecnieueHa 1 BO3MOXKHOCTh nyHKT 122 [IpaBun
MOJATBEPXKIEHHUS TOT0, YTO Ka4eCTBO U HaJIekKaIei
LIEJIOCTHOCTD JIEKAPCTBEHHBIX CPEJICTB IUCTPUOBIOTOPCKON
He OBLTU MOABEPTHYTHl HETATUBHOMY HPaKTHKH
BO3JEHUCTBUIO B ITPOLIECCE
TPAHCIIOPTHUPOBKHU?

10. | [InanupoBaHuE TPAHCIIOPTUPOBKU nyHKT 123 [IpaBun
OCYILECTBIISICTCS JIX HA OCHOBAHUH HaJUIexKaIei
aHaJM3a BO3MOXKHBIX PUCKOB? IUCTPUOBIOTOPCKON

NPaKTHKH

11. | Cobmonarores mu Tpedyemsble yciaoBus | myHKT 124 TlpaBuin
XpaHEHHUs JIEKapCTBEHHBIX CPEJICTB B HaJIeXKaIei
TEUYEHHUE BCEI'0 BPEMEHHU TUCTPUOBIOTOPCKON
TPAHCIIOPTHUPOBKHU B COOTBETCTBUU C MPAaKTUKU
yKa3aHUSIMH [TPOU3BOIUTEIS HITH
uHpopManre Ha ymakoBKe?

12. | CooOmena iiu uHGOpMAaLUs nyHKT 124 [IpaBun
OTIPABUTEIIO U TOJTYYATEINIO B CIIydae HaJUIekKaIei
BO3HUKHOBEHHUS HAPYIICHUS TUCTPUOBIOTOPCKON
TEMIIEpaTypPHOTO PEKUMA HITH TTOPUYH NPaKTHKH
JIEKapCTBEHHBIX CPEJCTB B MpoIiecce
TPAHCIIOPTHUPOBKHU B COOTBETCTBUU C
pa3paboTaHHOM U TOKYMEHTAJIBHO
oopmIIeHHOI TpoLeaypoi,

OIpENENAIOEN TOPSAOK NEUCTBUM IIPU
BO3HUKHOBEHUHU OTKJIOHEHHUH 1
paccieI0BaHuU 1aHHBIX (pakToB?

13. | Cogeprkarcst 1 B UUCTOTE U nyHKTHI 125, 126 [IpaBun
MOJBEPTralOTCs OUUCTKE U yOOpKe 1o HaJIekKaIei
Mepe HeOOXOTUMOCTH B COOTBETCTBUU C | AUCTPUOBIOTOPCKOM
TpeOOBaHUSMHU CAHUTAPHBIX HOPM, HPaKTHKH
YCTAHOBJICHHBIX 3aKOHOATEIbCTBOM
rOCyJapCTB-WICHOB TPAHCIIOPTHOE
CPEICTBO U ero o0opya0BaHue,

UCIOJIb3yEMbI€ JJIsl TPAHCTIOPTUPOBKU
JICKapCTBEHHBIX CPEJCTB?

14. | Pa3paboTaHbl 11 MHCbMEHHBIE nyHKThI 125, 126 [IpaBun
IpoIeTyphl O 0OCITY)KUBAHUIO U HaJUIekKaIei
HKCIUTyaTalli¥ TPAHCIOPTHBIX CPEACTB U | AUCTPUOBIOTOPCKOM
000pyZI0BaHUs, UCIIONB3YEMBbIX IS NPaKTHKH
TUCTPHUOBIOIUH JIEKAPCTBEHHBIX
CpEeACTB, BKJIIOYasi OYHCTKY M MEPbI
Oe3omacHOCTU?

15. | Onpenensiercs 11 HEOOXOAUMOCTh nyHKTHI 127 [IpaBun

KOHTPOJISI TEMIIEPaTyphl, OCHOBAHHAs Ha
aHaJIM3€ PUCKOB, CBSA3AHHBIX C
TPAHCIOPTUPOBKOH JIEKAPCTBEHHBIX
CpEACTB 110 BEIOPAHHOMY MapIIPYyTy?

HaJIexKaniei
TUCTPUOBIOTOPCKON
MPAaKTUKU




16.

[Ipoxoaut J11 epuoANIECKOe
TEXHHYECKOE 00CITy)KUBAHUE, TOBEPKY U
KaJHOPOBKY B COOTBETCTBHH C
3aKOHOJIATEIbCTBOM T'OCYAapCTB-YJICHOB
000pyIOBaHUE, UCIIONIB3YyEeMOE ISt
KOHTPOJISl TEMIIEpaTyphbl B POIecce
TPaHCIIOPTHPOBKH, YCTAHOBJICHHOE Ha
TPaHCIIOPTHOM CPEJICTBE HJIH B
KOHTeHHepe?

nyHKT 127 [IpaBun
HaJIexKaniei
TUCTPUOBIOTOPCKON
MPAKTUKH

17. | Pa3paboTaHbl U IPUHATHI JIU B popme nyHKT 128 [IpaBun
MUCHbMEHHOTO TJOKYMEHTa IPOLEeTyPHl, HaJIekKaIei
o0ecreunBaloe COXPAaHEHUE KauecTBa | AUCTPUOBIOTOPCKOM
JIEKapCTBEHHBIX CPENCTB (ECIu MPAaKTUKU
UCHOJb3YIOTCS HeCTIeUAIN3UPOBAHHbBIE
TPAHCIIOPTHBIE CPE/ICTBA U
obopyioBanue)?

18. | JocTaBnsoTcs v JI€KapCTBEHHBIE nyHKT 129 [IpaBun
CpezcTBa 1O a/Ipecy, yKa3aHHOMY B HaJUIekKaIei
JOKyMEHTaX Ha MOCTaBKY, U MEPEatoTCs | AUCTPUOBIOTOPCKOM
JIM HEMIOCPEJICTBEHHO B MTOMELICHHE MPAKTUKH
NoJTyYarTens?

19. | HazHaveH nu Ui opraHu3anyu nyHKT 129 [IpaBun
HKCTPEHHBIX JOCTABOK B HEpabouue HaJUIekKaIei
4acsl CIIELIMAIN3UPOBAHHBIN [IEPCOHA, TUCTPUOBIOTOPCKON
JEUCTBYIOIIUN Ha OCHOBAaHUU MPAaKTUKHU
JOKYMEHTUPOBAHHBIX IPOIeyp?

20. | OcymectBisercs nu TpancnoptupoBka | myHKT 130 IpaBun
TPETbUMHU JIUI[AMU Ha OCHOBAaHUH HaJIekKaIei
JIOTOBOpA, CofepkKaIero TpeboBaHus, TUCTPUOBIOTOPCKOM
yCTaHOBJICHHBIE B mojpasnene 7 [IpaBun | mpakTuku
HaJJIeXKAIIeH TUCTPUOBIOTOPCKOMA
MIPAKTUKHU?

21. | YBeaOMJICHBI JIU TPAHCIIOPTHBIE nyHKT 130 [IpaBun
KOMIIAaHUU O TPEOOBAaHUAX K YCIOBUAM HaJUIekKaIei
TPAHCIOPTUPOBKH JICKAPCTBEHHBIX IUCTPUOBIOTOPCKON
cpeacts? MIPAKTHKHU

22. | OGecnieuensl 1 Hajuiexamue ycinoBust | myHKT 131 IpaBun
IIPOU3BOJCTBEHHOM CPElbl IOMEIIECHUNA | HaJuIeKallen
(TeMmepaTypHBIN PEKUM, TUCTPUOBIOTOPCKON
OCBEIICHHOCTD, BIXXHOCTh BO3yXa U MPAKTUKU
YHUCTOTA) ¥ OE30IaCHOCTh XPAaHECHUS Ha
TPAH3UTHBIX CKJIAAAX B CIyYasx, KOrmaa
TPAHCIOPTHPOBKA COMPOBOXKIACTCA
OTepaLUsAMU 10 pasrpy3Ke U 00paTHOM
3arpy3Ke WM BKJIIOYaeT B ceos
TPaH3UTHOE XpaHeHue?

23. | TpancnopTupyroTcs a1 JekapcTBeHHble | myHKT 132 IpaBun

CpEICTBa B TPAHCIIOPTHOM Tape, KoTopas
HE OKa3bIBAaeT HEraTUBHOTO BIMSIHUSA HA
MX Ka4ecTBO M 00ECIIeYMBACT HAACKHYIO

HaJIexKaniei
TUCTPUOBIOTOPCKON
NIPAKTUKU




3aIIUTy OT BHEIIHErO BO3/ICHCTBYS, B
TOM YHCJIE IPEIOTBPALIACT
BO3MOKHOCTb KOHTAMHUHAI[ANA?

24,

Hanecena nu mist o0ecreuenus
HaJIeXKAIEro oOpaIieHus ¢
JICKapCTBEHHBIMH CPEJICTBAMU U YPOBHS
0€301acHOCTH Ha TPAHCIIOPTHYIO Tapy
MapKHUPOBKa, cozeprKalas
He00X0UMY0 HH(DOPMAIIHIO O
TpeOOBaHUAX 110 OOpAILICHUIO U
XPaHEHUIO JAHHOW TPAaHCIIOPTHOM Tapbl
C JIEKapCTBEHHBIM CPEJICTBOM, a TAKXKe O
HEOO0XOIUMBIX Mepax
PEOCTOPOKHOCTH?

nyHKT 133 [IpaBun
HaJIexKaniei
TUCTPUOBIOTOPCKON
MPAKTUKU

25.

Ob6ecneunBaet a1 UH(GOPMAIHS HA
TPAHCHOPTHOI Tape BO3MOXXHOCTh
UACHTU(DUKAIMH COJIEPKUMOTO U
MCTOYHHK €r0 MPOUCXOKACHUS?

nyHKT 133 [IpaBun
HaJIexKaniei
IUCTPUOBIOTOPCKON
MPAKTUKU

26.

Obecneun 11 JUCTPUOBIOTOP TPU
TPAHCIOPTHPOBKE TAKUX TPEOYIOIIHX
0co00ro obpareHus JeKapCTBEHHBIX
CPEICTB, KaK JIEKAPCTBEHHBIC CPEJICTBA,
coziepIKale HapKOTUYECKUE CPEACTBA,
MICUXOTPOIIHBIC BEIIECTBA U UX
MPEKYPCOPHI, /bl (STOBUTHIC BEIICCTBA)
U TOJUIeXKAIIHE 0COOBIM BHIaM
KOHTPOJISI B COOTBETCTBHU C
3aKOHOJIATEIbCTBOM T'OCYAapCTB-YJICHOB,
0€30MAacHBIN U 3aIUIICHHBIN OT
HEMPaBOMEPHOT'O JJOCTYIA PEKUM
TPaHCIIOPTHPOBKH B COOTBETCTBHH C
TpeOOBaHUAMU 3aKOHOIATEIILCTBA
EBpa3uiickoro a3KOHOMHUYECKOTO COI03a?

nyHKT 134 [IpaBun
HaJyIe)Kalen
IUCTPUOBIOTOPCKON
NPAaKTUKU

27.

Co3/1aHbI JIM TOTIOJIHUTEIBLHBIC CUCTEMBI
KOHTPOJISl B OTHOIIICHUH ITOCTABOK,
TpeOyIOIIX 0cO00T0 0OpaIeHUSs
JICKApCTBEHHBIX CPEJICTB, KaK
JICKApCTBEHHBIX CPEJCTB, COJACPIKAIITIX
HApPKOTUYECKUE CPEJICTBA,
MICUXOTPOIIHBIC BEIIECTBA U UX
MPEKYPCOPHI, /bl (STOBUTHIC BEIICCTBA)
U TIOJISKAIIMX 0COOBIM BUaM
KOHTPOJISI B COOTBETCTBHH C
3aKOHOJaTeIbCTBOM EBpasuiickoro
HKOHOMMYECKOTO CO03a?

nyHKT 134 [IpaBun
HaJyIe)Kallen
TUCTPUOBIOTOPCKON
MPAKTUKH

28.

Pa3pabotana 11 1 TOKyMEHTaIbHO
odopmiteHa TIporeaypa, ONpeIeISFOIIast
MOPAIOK JCUCTBUN B CIIy4ae XULIECHUS
TpeOyIOIIX 0c000ro 0OpaIeHus
JICKAPCTBEHHBIX CPEJICTB, KaK

nyHKT 134 [IpaBun
HaJIexKaniei
TUCTPUOBIOTOPCKON
MPAaKTUKU




JIEKapPCTBEHHBIX CPEJICTB, COJIEPIKAIITUX
HApPKOTUYECKUE CPEJICTBA,
MICUXOTPOITHBIEC BEIIECTBA M UX
MPEKYPCOPHI, /bl (STIOBUTHIC BEIIECTBA)
M IOIJIEXKAIIUX 0COOBIM BHAAM
KOHTPOJISI B COOTBETCTBHH C
3aKOHOJATENBCTBOM EBpa3suiickoro
SKOHOMMYECKOI'0 COr03a?

29. | Mcnonb3ytoTcst U U1t oOecrieyeHHs nyHKT 136 [IpaBun
TpeOyeMBbIX YCIOBUIM TPAHCIIOPTUPOBKU | HaJJIeKaIIeH
IIPU TPAHCIOPTUPOBKE TEPMOJIAOUIIBHBIX | AUCTPUOBIOTOPCKOM
JICKapCTBEHHBIX CPEJCTB CHEIMATIBLHOE MPAKTUKU
000pyIOBaHUE WIIN CPENICTBA
(u30TEepMUYECKas yaKkoBKa,

KOHTEHHEPBHI), a TAK)KE TPAHCIIOPTHBIC
CpeICTBa, 00EeCTIeYNBAIOIINE
noepKaHue TpedyeMoro
TEMIIEpaTyPHOTO pekumMa’?

30. | IIpoxoasT I eprUoOaHYECKOe nyHKT 136 [IpaBun
TEXHUYECKOe 00CTyKHBaHKE, TIOBEPKY U | HaJJIeKaIIen
KaJHMOPOBKY TPaHCIIOPTHBIE CPECTBA, IUCTPUOBIOTOPCKON
o0ecreunBarolue MoAaepKaHue MPAKTUKH
TpeOyeMoro TeMnepaTypHOro pexxuma, u
000pyIOBaHUE, UCIIONIB3YyEMOE ISt
KOHTPOJIsl TEMIIEPaTyphl B IIpoliecce
TPAHCIIOPTHUPOBKHU TEPMOIAOMIBHBIX
JICKapCTBEHHBIX CPEJCTB?

31. | IlpoBoautcs in aHaU3 TeMiiepatypHoro | myHKT 136 IlpaBun
KapTUPOBAHUS C COONIIOICHUEM YCIIOBHM, | HaJIekKaIeH
OTpaXKAIOIIMX IapaMeTpbl TUCTPUOBIOTOPCKON
HKCIUTyaTaIlH, U C Y4€TOM CE30HHBIX MPAaKTUKU
KosieOaHun?

32. | IlpeacTaBisoTcs JIM MO 3aMIPOCy nyHKT 136 [IpaBun
JaHHBIE, TOATBEP)KJAIOIINE COOMIOACHUE | HaJUIexKaIei
TEMIEepPaTypPHOT0 pEKKUMa MPU XPAHEHUH | JUCTPHUOBIOTOPCKON
U TPAHCTIOPTUPOBKE TEPMOJIAOMITBHBIX MPAKTUKH
JICKapCTBEHHBIX CPEJCTB?

33. | Pa3mermatorcst 1 XJ1a703JIEMEHTHI B nyHKkT 137 [IpaBun
M30TEPMUYECKUX KOHTEUHEPAX TAKUM HaJIexKaniei
00pa3zoM, 4TOOBI OTCYTCTBOBAJ MPSIMOM | AUCTPUOBIOTOPCKOM
KOHTAKT C JIEKapCTBEHHBIMU MPAKTUKU
cpeacTBamu?

34. | OOyueH 1 nepcoHal TpeOOBaHUIM nyHKT 137 [IpaBun
IpoIelyp MO HOArOTOBKE HaJIekKaIei
M30TEPMUYECKUX KOHTEHHEPOB (C TUCTPUOBIOTOPCKON
YUYETOM CE30HHBIX OCOOCHHOCTEIH), a MPAaKTUKU
TaKXke TpeOOBAHUSAM K TIOBTOPHOMY
MCIIOJIb30BAHUIO XJIa/I03JIEMEHTOB?

35. | Pa3paboransl 1 Mepsl, HanpaBieHHble | myHKT 137 IpaBun

Ha pCAOTBPAICHUC TTIOBTOPHOT'O

HaJIexKaniei




UCTIOJIH30BAHUS HEIOCTaTOYHO TUCTPUOBIOTOPCKON
OXJIQXKJICHHBIX XJIAZI0AJIEMEHTOB? NPaKTHKH

36. | OGecnieyeHa 11 HaAJIeKaIas nyHKT 137 [IpaBun
¢bu3nveckas U30ALMS OXJIAKICHHBIX U | HaJUuIeXKalleH
3aMOPOKEHHBIX XJIQJ03JIEMEHTOB? TUCTPUOBIOTOPCKON

NPaKTHKH

37. | Omnucas ¥ MpoLEcC JOCTAaBKU nyHKT 137 [IpaBun
TEPMOJIAOUITBHBIX JICKAPCTBEHHBIX HaJUIeKaIIen
CPEZACTB C YYETOM KOHTPOJISI CE30HHBIX | AUCTPUOBIOTOPCKOM
KoJIeOaHu# TeMmeparyp B NPaKTHKH
JOKYMEHTUPOBAHHOM mpoueaype?

4. Buj KOHTPOJILHOTO (HaJ[30pHOT0) MEPOIIPUSTHS:

5. Jlata 3amonHeHus NpOBEPOUHOrO JIUCTA!

6. OOBEKT rocyIapCTBEHHOTO KOHTPOJIS (Ha30pa), B OTHOLICHUH KOTOPOTO IPOBOAMTCS KOHTPOJIbHOE (HAI30pHOE) MEPOTIPHATHE:

7. damuus, UMs 1 0TYECTBO (MPH HAIMYMK) TPaXKAaHUHA WM MHIMBHIYAILHOTO TPEIIPUHUMATEINS, €ro HACHTH(QHUKAIMOHHBI HOMEpP HAJIOrOIUIATENbIIMKA U (MJIM) OCHOBHOM rOCyIapCTBEHHBIN PErUCTPAlMOHHBIA HOMED
WHJIMBUIYaJTBHOTO MPEIIPUHAMATEIS, a[JpeC PErUCTPALUK TPAXKTAHHHA WM UHIUBUIYaTBHOIO MPEANPHHAMATEINS, HANMEHOBAHHUE FOPHIMYECKOTO JIMIA, €ro WACHTH()UKAIIMOHHBIH HOMEp HaJOroIiaTelbIiiuKa U (M) OCHOBHOM
rOCYJapCTBEHHBIN PErUCTPALMOHHBIA HOMED, aIpec FOPUIANYECKOrO JIMLA B IIPEJEIax MeCTa HaX0KACHUS FOPUINYECKOTO JIULA, ABJISAIOMNXCS KOHTPOJIUPYEMBIMHU JIMLAMH, SIBJIAIOIIUXCS KOHTPOIMPYEMBIMU JIMLIAMMU!

8. Mecto (MecTa) mpoBeeHUS] KOHTPOIBHOTO (HaA30pHOT0) MEPOIPHUSITHUS C 3aIIOJTHEHHEM IIPOBEPOYHOTO JIHCTA:

9. PexBU3UTHI pPeIICHUs KOHTPOJIBHOTO (HAA30PHOI0) OpraHa o MPOBEACHUU KOHTPOJILHOTO (HaI30pHOT0) MEPOIIPHUSITHS, MTOAMUCAHHOTO YIOJTHOMOUYEHHBIM JJOJDKHOCTHBIM JIMIIOM KOHTPOJIBHOTO (HaI30PHOI0) OpraHa:

10. YueTHbIit HOMEP KOHTPOJIBHOTO (HaJ30pHOT0) MEPOIIPHSTHSL:

11. JToykHOCTD, (haMHJIUSI U UHUITHAJIBI TOJKHOCTHOTO JIMIA KOHTPOJIHOTO (HAA30pHOI0) OpraHa, B JIOJDKHOCTHBIC 005S3aHHOCTH KOTOPOrO B COOTBETCTBHUH C MOJIOKEHHEM O BHJIE KOHTPOJIS, TOHKHOCTHBIM PErjaMeHTOM
WIA JIOJDKHOCTHOM WHCTPYKIMEH BXOIMT OCYIICCTBJICHUE MOJHOMOYMN MO BHIY KOHTPOJS, B TOM YHCIIC MPOBEJICHUE KOHTPOJBHBIX (HAI30pHBIX) MEPOIPHUITHN, MPOBOAIICIO KOHTPOJIbHOE (HAI30pPHOE) MEPOIPUATHE U

3aI0JIHSAIOILEr 0 IIPOBEPOYHBIN JIUCT!

12. Tloanucu AOJKHOCTHBIX JIMI] KOHTPOJIBHOTO (HAA30pHOT0) OpraHa, y4aCTBYIOIIUX B MIPOBEACHUN KOHTPOJIBHOTO (HaJ30PHOT0) MEPOIIPUSTHUSI:

13. Iloamuch pyKOBOAUTENS TPYIIIIBI JOJKHOCTHBIX JIUI] KOHTPOJIBHOIO (HAJA30pHOT0) OpraHa, y4yacTBYIOLIMX B IPOBEICHUN KOHTPOJIBHOTO (HaA30PHOT0) MEPOIIPUSTHS:

(omKHOCTH, (haMHUITUU U WHULIAATBI)

(TOJHKHOCTD, (haMIITUSI U MHUIHATIBI)

QR-xox

Ipunioxenne Ne 3

K npukasy PenepajabHoOil C1yKObI

10 HaA30pYy B cdepe 31paBoOXpaHeHUsI
ot 02.12.2025 Ne 5803

(c u3menenusivu ot 1 urons 2026 r.)

®opma



IIpoBepoYHbBIH JIHCT
(CMHCOK KOHTPOJIbHBIX BOIPOCOB, 0TBETHI HA KOTOPBIE CBH/IETEJILCTBYIOT O COOTIOIEHHH MJIN HECOOII0/IEHHH KOHTPOJIHNPYEMBIM JIMIIOM 00513aTeJIbLHBIX TPeGOBaHUI), HCTIOJIB3YyeMblii DeepasibHOIl CIIyK00i 10
HAJ30py B cepe 31paBOOXPAHEHNS H €€ TEPPUTOPHATBLHBIMH OPraHAMH NPH 0CYIIECTBJIEHHH (peepaTbHOro rocyIapcTBEHHOr0 KOHTPOJIsi (Haa30pa) B cepe oOpameHnsi JeKapCTBEHHBIX CPEICTB ISl METHIIHHCKOTO
npuMeHeHus (OTIYCK, Mepenaya, peajin3anus, MpoAaKa JeKapCTBEHHbIX CPEICTB)

1. HaumeHnoBaHue BuIa KOHTPOIs (Haa30pa), BKIIOYEHHOTO B €AMHBINA peecTp BUIOB (heaepaibHOro TOCy1apCTBEHHOTO KOHTPOs (Han3opa):

2. HanmeHOBaHME KOHTPOJIBHOTO (HA/I30pHOT0) OpraHa U peKBU3UThI HOPMATUBHOTO MIPABOBOT'O aKTa 00 YTBEPKICHUU (POPMBI IPOBEPOUHOTO JIUCTA!

3. CriucoK KOHTPOJIBHBIX BOIPOCOB, OTPAXKAIOLINX COEpKaHUE 00s13aTeIbHBIX TPEOOBaHUI, OTBEThI HA KOTOPBIE CBUIETENBCTBYIOT O COOMIOICHUH MM HECOOIOAEHUH KOHTPOJIMPYEMBIM JIUIIOM 0053aTeNIbHBIX TPEOOBaHUA:



Ne Cnucok KOHTPOJIBHBIX BOIIPOCOB, PexBu3uThI OTtBeThl Ha BONPOCHI, coaepskaiuecs B CuCKe KOHTPOJIbHBIX BOIPOCOB [Ipumeuanu
n/n OTPaXKAIOIIUX COJCPKAHKE HOPMAaTUBHBIX OpTraHM3aIus ONMTOBOU anTeka, MEJIMIIUHCKUE OpTaHU3aIlNH, B e
00s13aTeIbHBIX TPeOOBAHMIA MIPABOBBIX AKTOB, C TOPTOBJIU JIEKAPCTBEHHBIMU |—_-| OCYILECTBIISAIONIAs TOM YHCJIC B UX
yKa3aHHEM UX CpeACTBaMU IS PO3HUYHYIO 000c00JIeHHBIE
CTPYKTYPHBIX MEJIMLUHCKOTO MPUMEHEHUS TOProBJIIO (OTITYCK) nojApasaeneHus,
€MHUL, KOTOPBIMU JIEKapCTBEHHBIX PaCIOJIOKEHHBIE B CEIbCKUX
YCTaHOBJICHBI MpernapaToB HACEJICHHBIX MTyHKTaX, B
00s13aTeNIbHBIC HACCJICHUIO KOTOPBIX OTCYTCTBYIOT
TpeboBaHUs arTeka Kak anTe4YHbIe OpraHu3aluu
|—_-| CTPYKTYpHOE
nojapaszesieHue
MEIUIIUHCKOU
OpraHu3aluu
|___| aIlTeYHbIU ITYHKT, B
TOM YHCIIC KaK
CTPYKTYpHOE
nojapaszesieHue
MEIUIIUHCKOU
OpraHu3aluu
|___| WHIUBUIYaTbHBIATIP
eANPUHUMATEIb

Ja HET HCTIPUMCHU Ja HET HCTIPUMCHU Ja HET HCTIPUMCHUM
MO MO 0

denepanbusblii 3akoH ot 12 anperns 2010 1. Ne 61-D3 "O6 obpamiennu nekapcTBeHHbIX cpeacTs” (nanee - Genepanbhblil 3akoH ot 12.04.2010 Ne 61-D3);

nocraHosienue [IpaBurenscTBa Poccuiickoit @enepanunn ot 16 mas 2020 r. Ne 697 "O6 yrBepxxnenun [IpaBui Beiaun pasperieHns Ha OCYIIEeCTBICHHE POSHUYHON TOPTOBIIH
JICKapCTBEHHBIMHU IperapaTaMu JUIsi MEJUIIMHCKOTO MPUMEHEHHs! TUCTaHIIMOHHBIM CIIOCOOOM, OCYIIECTBICHHS TAKOM TOPTOBIIM M JOCTABKU yYKa3aHHBIX JIEKAPCTBEHHBIX MPENapaToB
IpakJlaHaM U BHECCHUM U3MEHEHUN B HEKOTOpbIe akThl [IpaButensctBa Poccuiickon @enepanuu 1o BOIPOCy pO3HUYHON TOPrOBIIM JIEKAPCTBEHHBIMHU IIpenapaTaMu JJIsi MEAULIMHCKOTO
NPUMEHEHUsI AUCTAaHIMOHHBIM criocobom” (manee - [IpaBuiia TUCTaHIIMOHHOW TOPrOBIIN);

nocranoBieHue [IpaButensctBa Poccuiickoit @eneparuu ot 30 uronst 1998 r. Ne 681 "O6 yTBepkaeHNH TepeyHs HAPKOTHUECKUX CPEICTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB,
noJiekaimux Konrpoto B Poccuiickoit @enepanuu” (nanee - [lepedens), npukaz MunucrepcTBa 3apaBooxpanenus: Poccuiickoii @enepanun ot 7 mapra 2025 r. Ne 1001 "O6
yTBepxaeHuu [IpaBui oTmycka JIeKapcTBEHHBIX MPENapaToB sl MEJUIIMHCKOTO IPUMEHEHHS alTeUHBIMU OpraHU3alMsAMU, UHIUBH Y A IbHBIMU NPEANPUHUMATEIIMH, UMEIOILIUMHU
JIMIIEH3HIO HA OCYIIECTBICHUE (hapMalleBTUUECKON AEATEIbHOCTH, METUIIMHCKUMHU OPraHU3alMsIM1, UMEIOLIMMHU JHIIEH3UIO HA OCYIIECTBICHUE (hapMalleBTUYECKOM 1eITebHOCTH, U UX
000c00IEHHBIMU NOPA3ICIICHUSIMH, PACIIONOKEHHBIMU B CEJIbCKUX HACENICHHBIX MYHKTAX, B KOTOPHIX OTCYTCTBYIOT allTeYHbIE OpraHu3anuu, [IpaBui oTycka HapKOTHYECKHX CPEACTB U
MICUXOTPOITHBIX BEIECTB, 3aPETUCTPHUPOBAHHBIX B KAUECTBE JICKAPCTBEHHBIX MPENAPATOB Il MEAULIMHCKOTO IPUMEHEHHUS, JIEKAPCTBEHHBIX MPENapaToB s MEIUIMHCKOTO IPUMEHEHHH,
coZiep KalIX HApKOTHYECKHE CPECTBA U IICUXOTPOMHbIE BelecTBa, Ilopsiika oTmycka rpaxiaHaM alTeYHbIMU OpPraHU3alusIMUd IMMYHOOHOJIOTMYECKHX JIEKAPCTBEHHBIX MTPETIapaToB JUIs
UMMyHOnpoduiIakTuku' (3aperucrpupoBan MunucrepcTBoM roctuiiuu Poccuiickoit denepanun 9 anpens 2025 r., perucrpanuonnsiii Ne 81789) (neiictByet 1o 1 centsiops 2031 r.)
(manee - [IpaBuna ormycka);

nprka3 MUHUCTEPCTBA 3/JpaBOOXPAaHEHUs U colMaIbHOro passutus Poccuiickoit deneparuu ot 12 dpespaiiss 2007 r. Ne 110 "O nopsike Ha3HAUEHUS U BBINKUCHIBAHUS JIEKAPCTBEHHBIX
npenaparoB, U3ACIH MEJUIIMHCKOTO Ha3HAUCHHS M CIICIMAIM3UPOBAHHBIX IIPOIYKTOB JIe4eOHOT0 MUuTaHus" (3apeructpupoBad MuHucTepcTBOM octiinu Poccuiickoit @eneparm 27
anpenst 2007 r., peructpanonssiii Noe 9364) ¢ u3MEHEHUSIMH, BHECEHHBIMU TIPUKa30M MUHHCTEPCTBOM 3]IpaBOOXPAaHEHHS M COLMAIBHOro pa3Butusi Poccuiickoit ®enepanuu ot 27
asrycra 2007 r. Ne 560 (3apeructpupoBan MunucrepcTBoM roctuimu Poccuiickoit denepanun 14 centsops 2007 r., peructpamponssiii Ne 10133), npukazom MuHHCTEpCTBOM
3paBOOXPaHEHUS M coluanbHoro passurtusi Poccuiickoit ®eneparnm ot 25 centsaops 2009 r. Ne 794 (3aperucrpupoBan MunucrepctBoM roctunnu Poceuiickoit @eneparyn 25 HosIOps
2009 r., peructpannonnslit Ne 15317), nprkazoM MUHHCTEPCTBOM 3paBOOXPAaHEHHS M COLMAIBLHOTO pa3BuTus Poccuiickont deneparym ot 20 ssaBaps 2011 r. Ne 13u (3apeructpupoBan
MunucrepcrBoM toctunn Poccuiickoit denepanuu 15 mapra 2011 r., perucrpanuonnsiii Ne 20103), mpukazom MunucTepcTBOM 31paBooxpanenus Poccuiickoit @eneparmu ot 1
aBrycra 2012 r. Ne 54n (3apeructpupoBan MuHucTepcTBoM toctrnmu Poccuiickoit @eneparu 15 aBrycra 2012 r., perucrpammonnsiii Ne 25190), mprukazom MUHHUCTEPCTBOM
3apaBooxpanenus: Poccuiickoii denepanun ot 26 despans 2013 r. Ne 94n (3apeructpupoBan MunucrepctBoM roctuiun Poccuiickoit @enepannu 25 urons 2013 1., perucTpainoHHbIH
Ne 28881), npukazom MunmcrepcTBoM 31paBooxpanenus Poccuiickoit denepanun ot 24 Hos0pst 2021 1. Ne 10941 (3apeructpupoBan MunncTepcTBOM FocTHIIMH Poccuiickoit
®eneparun 30 Hos10pst 2021 r., peructpaunonHsiii Ne 66124) (nanee - UHcTpyKINS);

npuka3 Munucrepcrsa 3apaBooxpanenus Poccuiickoit @eneparun ot 24 Hoa6ps 2021 r. Ne 10941 "O6 yrBepxaenun [lopsaka Ha3HaUYEHHS JIEKAPCTBEHHBIX NpenaparoB, Gopm
peLenTypHbIX OJIaHKOB Ha JIEKapCTBEHHBIE npenapaThl, Ilopska opopmieHns yka3aHHbIX OJaHKOB, UX y4eTa U XpaHeHHs], (opM OJaHKOB PELENTOB, COIepKAIMX Ha3HAUCHHE




HApKOTHYECKUX CPEJCTB WM IICUXOTPOITHBIX BelecTB, [Topsaka ux n3roToBaeHHs, paclpeesieHus], perucTpalny, y4eTa U XxpaHeHus, a Takxe [IpaBuit opopmiieHus: 6JaHKOB PELIENTOB,
B TOM YHCJIe B (JOpPME 3JEKTPOHHBIX TOKYMEHTOB" (3apeructpupoBan MunucrepctBoM roctunnu Poccuiickoit @enepanyu 30 HosiOpst 2021 1., perucrparuonnsiii Ne 66124) (neiictByer
1o 1 mapra 2028 r.) (manee - npukas Munzapasa Poccun Ne 1094h);

npuka3 Munucrepcrsa 3apaBooxpanenus Poccuiickoit @eneparun ot 1 centsops 2023 r. Ne 4591 "OO0 yTBepIKIeHNH MEepeyuHs JIEKAPCTBEHHBIX CPEJICTB ISl MEUIIMHCKOTO MPUMEHEHUS,
HOJJISKAIIUX MPEAMETHO-KOJIMYECTBEeHHOMY y4ety" (3apeructpupoBad MuHucTepcTBoM toctuimu Poccuiickoit @enepanmu 2 oktsiopst 2023 1., peructpaunonbsiii Ne 75422) (neiictByer
1o 1 centsiopst 2030 r.) (manee - [lepeueHb JIeKapCTBEHHBIX CPEACTB);

[TonoxxeHue 0 eAMHOI rocynapcTBEHHON MHPOPMAIIMOHHON crcTeMe B cepe 3paBoOXpaHeHHs], YTBEpkKAeHHOE ocTaHoBIeHneM [IpaButenscTBa Poccuiickoit @enepaunu ot 9 deBpans
2022 1. Ne 140 (mevictByet g0 1 mapra 2028 r.) (nanee - [Tonoxenue o ETUC3)

1. OTnyckaroTces 11 10 peLenTam, MYHKT 3 MPHIJIOKEHUS
BBIMMCAaHHBIM Ha pelenTypHbIX O6gankax | Ne 1 IIpaBui otmycka
dopmbr Ne 148-1/y-88, nekapcTBeHHbIC
npernaparsl, yKasaHHbIE B MOAMYHKTaxX 1
u 2 nynkra 9 Ipunoxenns Ne 1 k
npukazy Munzzapasa Poccun Ne 109417

2. OTnyckaroTcest 11 10 peLenTam, MYHKT 4 MpUI0KEHUS
BBIMMCAaHHBIM Ha pelenTypHbIX 6gankax | Ne 1 IIpaBui otmycka
dopmbr Ne 148-1/y-04(x),
JIeKapCTBEHHBIE MPenaparsl,
OTIyCKaeMble OECIUIaTHO WU CO
CKHUJIKOHM Tpa’kJjaHaM, MIMEIOLIUM I1PaBO
Ha oOecrieueHue JIeKapCTBEHHBIMU
npenapaTamu 3a C4eT CPe/ICTB
O0JKETHBIX ACCUTHOBAHHM
benepanbHOro OrOKETa U OFOJIKETOB
cyobekroB Poccuiickoit @eneparyn?

3. OTnyckaroTcs 1 JIEKapCTBEHHBIE IIyHKT O IPUJIOKEHUS
npenaparsl, ykazaHHble B noanmyHkrax 1 | Ne 1 IIpaBun otmycka
u 2 nynkra 9 [Mpunoxenns Ne 1 k
npuka3y Munsapasa Poccun Ne 1094,
npeIHa3HauYeHHbIE JUIS TPaXIaH,
MMEIOIINX MTPaBO Ha obecrieueHue
JICKapCTBEHHBIMH IperapaTaMu,
OTIyCKaeMBbIMU OECIIIIATHO MJIH CO
CKHUJIKOH, TIPH MPEIbsIBICHUH PEIIETITA,
BBIMMCAaHHOTO HAa PELIENTYPHOM OJIaHKe
dopmer Ne 148-1/y-88, u peuenra,
BBIMMCAaHHOTO HA PELIENTYPHOM OJIaHKe

dopmbr Ne 148-1/y-04(n)?

4. OTnyckaroTcest 11 10 peLenTam, MYHKT 6 MPHUI0KEHUS
BBIMMCAHHBIM Ha pelenTypHbIX O6mankax | Ne 1 IIpaBui otmycka
dopmet Ne 107-1/y, nekapcTBeHHBIE
npernaparsl, yKasaHHbIE B MOAMYHKTaxX 1
u 2 nmynkra 11 ITpunoxenus Ne 1 x
npukazy Munzzapasa Poccun Ne 109417

S. OTmyckaroTcst 11 KOMOMHUPOBAaHHBIE IIYHKT / IPUJIOKEHUS
JIEKapCTBEHHBIE IIpenapaTsl s Ne 1 [IpaBuin otmycka
MEIUIIMHCKOTO PUMEHEHUS,
coJieprKaliie KpoMe MaJIbIX KOJIMUYECTB
HapKOTUYECKUX CPENCTB, ICUXOTPOIHBIX
BELIECTB U UX IPEKYPCOPOB Ipyrue




(bapMaKoIOru4ecKue aKTUBHbBIE
BEIIIECTBA, YKa3aHHBIC B MOAMYHKTaxX 1 1
2 nynkra 9, noanynkrax 1 u 2 mynkra
11 Ilpunoxxenus Ne 1 x npukasy
Munsznpasa Poccuu Ne 1094H, o
pelenTaM, BbIMMCAHHBIM Ha
peuentypHbix Omankax gopm Ne 107-1/y
u Ne 148-1/y-88, xpome Tex
JIEKapCTBEHHBIX MPENapaToB, KOTOPbIE
oTnyckawTcs 0e3 peuenTa?

OtmyckaroTes J1u 1o perenrtam B opme
3JIEKTPOHHOT'O JIOKyMEHTa C
UCTIOJIH30BAHUEM YCHIICHHOM
KBaJTU(UIIMPOBAHHON AJIEKTPOHHON
MOJITUCH MEAULIUMHCKOTO pabOTHUKA
JIeKapCTBEHHBIE MpeTaparhl, yKa3aHHbIE
B noJanyHkrax 1 u 2 myHkra 9, myHKTe
10, monmyskrax 1 u 2 mynkra 11
ITpunoxenus Ne 1 x mpukazy
Munznpasa Poccuu Ne 1094w, npu
NPUHSATUH pEIIEHHs 00 NCTI0Ib30BAHUU
Ha TeppuTopHu cyobekTa Poccuiickoii
denepanuy Haps Ly € peLenTaMu Ha
JIeKapCTBEHHBIE MPenaparsl,

o OpMIICHHBIMHU Ha OyMaKHOM
HOCHUTEJIE, PELeTITOB Ha JIEKAPCTBEHHBIE
npernaparsl, CQOpMHUPOBAaHHBIX B (hopme
AJIEKTPOHHBIX JOKYMEHTOB B
COOTBETCTBUH C TyHKTOM 4 cTaThH 6
®enepanbHoro 3akona ot 12.04.2010
Ne 61-93?

MYHKT 8 MpUII0KEHUS
Ne 1 INpaBun otmycka

OTnyckaroTcs Ju JIeKapCTBCHHbBIE
npenaparsl, He yKa3aHHbIC B
noanyHkrax 1 u 2 mynkra 9, mynkre 10,
noanyHkrax 1 u 2 mynkra 11
ITpunoxenns Ne 1 x mpukazy
Munzapasa Poccuu Ne 1094H, B
COOTBETCTBUU C MHCTPYKIMSAMU 1O HX
MEIULUHCKOMY PUMEHEHUIO 6e3
penenToB?

MYHKT 9 MpHUI0KEHUS
Nel
IIpaBui oTycka

OTmyckaroTcs 1 JIeKapCTBCHHbBIE
npernapaTsl IpH MPeIbIBICHUH
JOKYMEHTA, TIOATBEPKIAIONIETO
MHKYypaOeIbHOe COCTOSTHIE OOJIBHOTO,
3aBEPEHHOT0 MOJAIMUCHIO U MEYaThIO
MEIUIIMHCKOT0 paOOTHUKA, I1€YaThIO
MEIULMHCKOW OpraHu3aluy, Ipu
HEBO3MOXKHOCTH MPEIOCTABICHUS
MHKYpaOenbHBIMU OOJIbHBIMHU
MIOJTHOMOYHS Ha TIPABO MOIY4EHUS

nyHKT 10
npuitoxeHust Ne 1
IIpaBui oTycka




JICKApPCTBCHHLIX NPLCIIapaTOB MHBIM
JiMiaM, OCymeCTBJIAOIINM 3d HUM YXOII?

OcraeTcst 11 TOKYMEHT,
MOJITBEPKAAIOIINE HHKYpaOelbHOe
COCTOsSIHUE OONBHOTO, Y CyOBbeKTa
PO3HUYHOMN TOPTOBIIH?

nyHKT 10
npuitoxeHust Ne 1
IIpaBui oTycka

10.

Ortmyckaercs Jid B CIydae OTCYTCTBHS Y
cyObeKTa pO3HUUHON TOPTrOBIIU
JIEKapCTBEHHOTO ITpernapara, yKa3aHHOTO
B peIeNTe, 32 HCKIIUCHHEM
HEOO0XOTUMOCTH 3aKyTIKH
JIEKapCTBEHHOTO MpernapaTa, JaHHbIH
JICKapCTBEHHBIH Mpenapar B CPOK, He
NPEBBILIAIOUINNA JecATH pabounx THEH ¢
JaThl OOpaIleHHs TPaKIaHIHA K
CyOBEKTY PO3HUYHON TOPTOBJIH?

myHKT 12
npuitoxeHus Ne 1
IIpaBuit oTycka

11.

Otmyckaercs 11 B CIIy4ae OTCYTCTBHS y
cyObeKTa pO3HUUHOW TOPTrOBIU
JICKapCTBEHHOTO TpenapaTa, yKa3aHHOTO
B peLenTe, 3a UCKIIOYCHUEM
HEOOXOTUMOCTH 3aKyTIKH
JIEKapCTBEHHOT'O TpernapaTa, JaHHbIH
JIEKapCTBEHHBIN IIpenapar, BbIITUCAHHBIN
Ha perenTe ¢ moMeTKoit 'Cito™ (cpouHo),
B CPOK, HE IIPEBBILIAIOIINN TPEX
pabouux qHEH ¢ 1aThl oOpalieHus?

myHKT 12
npuitoxeHus Ne 1
IIpaBui oTycka

12.

OTtnyckaercs M B ciy4yae
HEOO0XOTUMOCTH 3aKyTIKH
JICKapCTBEHHOTO TpenapaTa, yKa3aHHOTO
B peLeITe, JaHHbINA JIEKAPCTBEHHBIN
Ipernapar B CPOK, HE MPEBBIIIAIONTUI
TpUALATH PabOYMX JHEH C AaThI
oOpalleHus TpaXJaHUHA K CYOBEKTY
PO3HUYHOMN TOPTOBIIH?

myHKT 12
npuitoxeHust Ne 1
IIpaBui oTycka

13.

BosBpamaercs 1m peuent B ciaydae
OTCYTCTBHS Y CyOBEKTa pO3HUYHON
TOPTOBJIM JIEKAPCTBEHHOTO IIperapara,
OTIIyCKaeMOr0 3a MOJHYI0 CTOMMOCTb, C
OTMETKOW Ha 00paTHO cTOpOHE
"PeniennT npuHAT Ha 0OCITy>)KUBaHUE" C
yKa3aHHeM JaThl IOCTAHOBKH peIernTa
Ha 00cayXHBaHHUE?

nyHKT 13
npuitoxeHust Ne 1
IIpaBui oTycka

14.

BosBpamiaercs nu penent B ciiydae
OTCYTCTBHS Y CyOBbEKTa pO3HUYHON
TOPIOBJIX JIEKAPCTBEHHOTI'O Tpernapara,
OTIIyCKaeMOro OecIijiaTHO UJIH CO
CKHUJIKOHM, C OTMETKOM Ha 0OpaTHOM
cTOpoHe ""Penient npuHAT Ha
oOcCiTy’)kMBaHUE" ¢ yKa3aHUEM JIaThI
MIOCTAHOBKH pEIerTa Ha 00CITy)KUBaHUE

nyHKT 13
npuitoxeHus Ne 1
IIpaBui oTycka




Y HOMEpa 3alllCu B XXypHaJe y4yera
PELENTOB, HAXOSAIIUXCS Ha
00CITy>)KUBAaHUH?

15.

OcyiecTBisieTcs 1 PUHATHE HA
00CITy>)KUBaHHUE PEIIETITA B AIEKTPOHHOM
BU/JIE IIyTEM BHECEHMUS B
rOCyJIapCTBEHHYIO HH(POPMALIMOHHYIO
cucreMy B cdepe 31paBOOXpaHEeHHUs
cyobekra Poccuiickoit denepanyu
CBEJICHUH, B COOTBETCTBUU C
noanyHkroMm "'e" mynkra 3 [lonoxenus o
EI'IC3, 06 oTCyTCTBUH JIEKApCTBEHHOTO
Ipernapara, yka3aHHOI'O B peLelTe B
(bopme MEKTPOHHOTO JOKYMEHTA, C
yKa3aHUEM JaThl IOCTAHOBKY peLenTa
Ha 00CIy)XUBaHHE, a /Ul peLenTa Ha
JIEKapCTBEHHBIN IIpenapar,
OTIyCKAaeMBbIi OECIIIIaTHO UJIH CO
CKUIKOM - TaKKe HOMEpA 3alllCH B
KypHaJIe yueTa peLenToB, HaXOqAIIHUXCS
Ha 00CITyKUBaHUU?

nyHKTHI 13, 35
npunoxenus Ne 1
IIpaBui oTycka

16.

ConepKuT I )KypHaJ y4eTa peLenToB,
HaXOJALINXCS Ha 00CITy)KMBaHUH, HA
JIEKapCTBEHHBIE MPENapaThl,
OTIyCKaeMble OECIUIaTHO WK CO
CKHUJIKOHM, KOTOPBIN BEAETCS B CBOOOIHOM
¢dbopMe B OyMaKHOM WJTH SJIEKTPOHHOM
BHJIE, CICAYIOLINE CBEICHMUS !

nata oOpaIieHus K CyObeKTy pO3HHUYHON
TOPTOBJIH 32 JIEKAPCTBEHHBIM
npenaparoM (JIeKapCTBEHHBIMH
npenaparamu)?

aarta v Homep peuenta (pu HAJTHMYUH)?

JaTa OKOHYAHUs ACHCTBHS perenTa’?

JaTa OKOHYAHUS 00CITYKUBaHHS peLiernTa
(c yuerom nyHkToB 11 u 12 nmpunoxenus
Ne 1 TIpaBun ornycka)?

MEKIyHapOAHOE HETIATCHTOBAHHOE
HaMMEHOBAHHE HJI TOPTOBOE
HaMMEHOBAHHE JICKAPCTBEHHOT'O
npenapara (JeKapcTBEHHBIX
npenaparoB), yka3aHHOTo (yKa3aHHbBIX) B
perente?

bamuusi, uMsi, 0T4eCTBO (IPU HAJTUYNH)
JIMIIA, YITOJIHOMOYEHHOTO Ha MOJIyuYCHHE
JICKApCTBCHHOTO Mpernapara
(JIekapcTBEHHBIX IPEMapaToB)?

Tene(OH JIUIA, YIOJTHOMOYESHHOTO Ha
NOJTy4eHHE JIGKapCTBEHHOTO TIpernapara
(JIexkapcTBEHHBIX TIPEMapaToB)?

nyHKT 14
npuitoxeHus Ne 1
IIpaBui oTycka




JaTa OIOBEIICHHUS JIUIIA,
YIOJTHOMOYEHHOT'O Ha TIOJTy4eHHE
JICKapCTBEHHOT O ITpernapaTa
(JIexkapCcTBEHHBIX TIPEMAPaTOB), O
HOCTYIUICHHUH JISKAPCTBEHHOT'O
npemnapara (JeKapCTBEHHbBIX
npenaparon)?

Jarta OTITyCKa JIEKapCTBECHHOTO
npemnapara (JeKapCTBEHHbBIX
npenaparon)?

MOJITUCH JIUIIA, TIOTYYUBIICTO
JIEKapCTBEHHBIN IIpenapar
(;exapcTBeHHBIE TpenapaThl) (B ciiydyae
BEJICHHS )KYPHaJIa y4eTa PelenToB,
HAXOJISAIIMXCS Ha 00CTy)KMBaHUU HA
OyMaKkHOM HoOcHUTEIE)?

17.

OTmyckaroTcs JH JeKapCTBEHHbBIE
npernaparsl B KOJINYECTBE, YKa3aHHOM B
perenTe, 3a UCKIIOUYCHHEM CITy4acB,
KOTJ1a JuIsl JIEKapCTBEHHOT O Iperapara
YCTAHOBJICHO KOJIMYECTBO, KOTOPOE
MOJKET OBITh BBIITUCAHO B OJHOM
perenTe, B COOTBETCTBUU C MMyHKTOM 13
ITpunoxenus Ne 1 x mpukazy
Munsapasa Poccun Ne 109417

nyHKT 17
npuitoxeHus Ne 1
IIpaBui oTycka

18.

Otnyckaer 11 papMareBTUIECKUI
paOOTHUK NpU NPEIbIBICHUN PELENTa C
MPCBBIICHUCM NPCACIIBHO AOITYCTUMOI'O
KOJIMYECTBA JIEKAPCTBEHHOTO Mperapara,
KOTOPOE JOITYCKACTCS B OTHOM pPELeIITe,
C MIPOCTABJICHUEM COOTBETCTBYIOIICH
OTMETKH B pelernTe 00 OTIyCcKe
JICKaPCTBEHHOT O IpernapaTa’?

nyHKT 17
npuitoxeHus Ne 1
IIpaBui oTycka

19.

OTtnyckaercs 1M JI€KapCTBEHHBIN
Mpernapar ¢ J103UPOBKOM, OTIIMYHOMN OT
JO3UPOBKH JIEKAPCTBEHHOIO IIperapara,
YKa3aHHOU B peLeNTe, IIPU YCIOBUH, YTO
JIO3UPOBKA TAKOI'0 JIEKAPCTBEHHOI'O
IpenapaTa MEHbILE J03UPOBKH,
yKa3aHHOM B perenrte?

myHKT 17
npuiioxeHust Ne 1
IIpaBui oTycka

20.

OcyiecTBisieTcs U epecyeT
KOJIMYECTBA JIEKaPCTBEHHOT'O IIpernapara
C YYETOM Kypca JICYEHUs], YKa3aHHOTO B
perienTe, MpH HAINYUU y CyObeKTa
PO3HUYHOM TOPIOBJIU JIEKAPCTBEHHOIO
rpenapara ¢ J03UpOBKOU, OTIIMYHOU OT
JIO3UPOBKH JIEKAPCTBEHHOI O IIperapara,
yKa3aHHOM B perenre?

myHKT 17
npuitoxeHust Ne 1
IIpaBui oTycka

21.

OC}’H_IGCTBJDICTCH JIK ICPECUCT
KOJIMYCCTBA JICKAPCTBCHHOTI'O IIpCIiapara

myHKT 17
npuiioxeHus Ne 1




C YYETOM Kypca JICYEHUs, YKa3aHHOTO B
perenTe, B cIydae HaJIM4us y cyObeKTa
PO3HUYHOM TOPIOBJIU JIEKAPCTBEHHOIO
rpernapara ¢ J103UpPOBKOU, OTIUYHON OT
JO3UPOBKH JIEKAPCTBEHHOI O IIperapara,
yKa3aHHOM B perenre?

IIpaBui oTycka

22. | OTmycKaroTcs JIM JIeKapCTBEHHBIE nyHKT 18
npenaparsl B IEpBHYHOMN U (MITH) npuioxenust Ne 1
BTOPUYHOM (OTPEOUTETHCKOM) [TpaBun oTmycka
YIaKOBKax MPH HAIMYUH MAPKUPOBKH,

KOTOpasi OTBeYaeT TPeOOBaHMIM YacTel
1 - 12 crareu 46 @enepanabHOTroO 3aKOHA
ot 12.04.2010 Ne 61-®3?
23. | IlpocraBnser nu (hapManeBTHUESCKHUIMA nyHKT 19

pabOTHHK TIPH OTITYCKE JIEKapCTBEHHBIX
IIPEerapaToB IO PEIenTy,
oopMIeHHOMY Ha pelenTypHOM
OnmaHke Ha OyMa)>KHOM HOCHTEJIE,
OTMETKY Ha pelente 00 OTImycKe
JIEKapCTBEHHOTO TIpernapaTa
"JlexkapcTBEHHBIH Npenapar OTIYLIEH  C
yKa3aHUEM:

HaMMEHOBaHHS CyObEKTa PO3HHYHOMN
TOproBiy ((haMHUINU, UMEHH, OTYECTBA
(TIpH HAJTMYUH) MHIUBHIYAIEHOTO
npeAlpUHUMATEs)?

TOProBOTO HAUMECHOBaHWUS (3a
HCKJTFOUCHHEM JICKAPCTBEHHBIX
MpenaparoB, U3rOTOBJICHHBIX B
anTeYHON OpraHu3alliK), TO3UPOBKHU U
KOJIMYECTBA OTIYII[CHHOTO
JICKQpCTBCHHOT'O Tpenapara?

(daMumu, UMeHH, oTyecTBa (pu
HAJIMYUH) MEIUIIMHCKOTO pabOTHHUKA B
clly4ae eTMHOBPEMEHHOTO OTITyCKa
JIEKapCTBEHHOTO IIperapara 1o perenTy,
BBINMCAHHOMY Ha PELENTYPHOM OJaHKe
dopmbt Ne 107-1/y co cpokom neicTBus
710 OJTHOTO T0/1a, B KOTOPOM YKa3aHBbI
MEPHO/IbI OTITYCKA JIEKAPCTBEHHOTO
npernapara 1 KOJIM4eCTBO, OTITyCKaeMOT0
JIEKapCTBEHHOT O Ipernapata (B Kax bl
nepuou)?

(baMuimu, UMeHH, oTyecTBa (Ipu
HaJIM4UK) (papMaleBTHIECKOTO
pabOTHUKA, OTITYyCTUBIIETO
JIEKapCTBEHHBIH Mpenapar, v ero
IMOITACH?

JaThl OTIYCKa JIEKApCTBEHHOTO
npenapara?

npuitoxeHus Ne 1
IIpaBui oTmycka




24,

Bo3Bpaimaercs Jin penent npu OTITyCKe
JICKaPCTBEHHBIX IPENapaToB MO
peLenty, BEIMMCAHHOMY Ha
peuentypHoM Oxanke popmer Ne 107-1/y
CO CPOKOM JEHCTBUS 0 OJJHOTO r0J1a, B
KOTOPOM YKa3aHbl IEPHO/IbI U
KOJIMYECTBO OTITYyCKa JICKAPCTBEHHOTO
npenapara (B KaXIblil IEprUo.), JHILY,
nprobpeTaronieMy JIeKapCTBEHHBIN
npenapar, ¢ OTMETKO#, coJeprkalei
CBeJIeHUsI, YKa3aHHbIE B MyHKTe 19
npunoxxernst Ne 1 TIpasuin ormycka?

nyHKT 20
npuitoxeHus Ne 1
IIpaBui oTycka

25.

VY4YUTBIBAIOTCS JIM TIPU OYEPETHOM
o0pallleHuy JIuma K cyObeKTy
PO3HUYHON TOPTOBIU OTMETKH O
NPEIbIAYIIEM OTITYCKE JICKApCTBEHHOTO
npernapara 1o TakoMy pelentTy U B
cllydae pUOOpETeHHUs JIULIOM
KOJIMYECTBA JIEKAPCTBEHHOTO Mpernapara,
COOTBETCTBYIOIIETO MAKCUMAIbHOMY
KOJINYECTBY, YKa3aHHOMY MEIUIIUHCKUM
pabOTHUKOM B pelerTe, a TaKXKe Mo
UCTEUCHUHU CPOKa JICHCTBUS peLenTa, Ha
pelenTe NpoCTaBIIACTCs JIM ITaMIT
"JIekapCTBEHHBIN Mpenapar OTHyLIeH" 1
peLenT BO3BpAIIASTCS JIUILY ?

nyHKT 20
npuitoxeHust Ne 1
IIpaBui oTmycka

26.

IIpu oTmycke JIeKapCTBEHHBIX
MIPETapaToB IO PELENTY, BEIMUCAHHOMY
Ha perenTtypHoM OsaHKe GOpMbI

Ne 148-1/y-04(x1), 3amoHeHHBIH
KOPEIIOK TaKOTO PelenTypHOro OJaHka
nepenaercs (papmManeBTUYECKUM
pabOTHUKOM JIUILY, TPUOOpPETAIOIIEMY
(moyyaroieMy) JIeKapCTBEHHBIC
npenapaTsi?

myHkT 20
npuitoxeHus Ne 1
IIpaBui oTycka

27.

Ilepenaercs npu oTIrycke
JIEKapCTBEHHBIX MPENapaToB 110
peLenTy, BBIMCAHHOMY Ha
perientypHoM OsiaHke Gpopmbl

Ne 148-1/y-04(x1), 3amoiHeHHBIH
KOPEIIOK TaKOTO pelernTa
bapMmarieBTHYECKHM paObOTHUKOM JIHILY,
npuoOpeTaronieMy (IOoIydaromemy)
JICKapCTBEHHbIE MpEenaparhbl?

myHKT 21
npuitoxeHus Ne 1
IIpaBui oTycka

28.

Ocratorcs ¥ XpaHsaTcs I y cyObeKTa
PO3HUYHOW TOPTOBJIM PELETHI (C
oTMeTKoH "'JlekapcTBeHHBIN npenapar
oTnyieH") Ha: JIGKapCTBEHHbBIC
npenaparsl, OTIyCKaeMble O€CIUIaTHO
WM CO CKUJKOM, - B TEUEHHE TPEX JIET,

MyHKT 22
npuitoxeHust Ne 1
IIpaBui oTycka




JICKApCTBCHHBIC MPEMaparhl,
otHocsimuecs mo ATX k
AQHTUIICUXOTHYECKUM CpelIcTBaM (KO
NO5A), ankcuonutrkam (koa NO5SB),
CHOTBOPHBIM U CEIaTUBHBIM CPEICTBAM
(xox NO5C), antunenpeccantam (Ko
NO6A) u He mojyIexKaIIue
MPEIMETHO-KOJIMYCCTBEHHOMY YYETY, - B
TEUYEHHUE TPeX MecsleB?

29.

OTMmedaroTes M PelenThl, BBIMUCAHHBIC
C HapyIIeHueM Ipuka3za MuH3apaBa
Poccun Ne 1094H, B TOM uncie B
OTHOIICHUH JIEKapCTBEHHBIX
[pernapaToB, KOTOPHIE B COOTBETCTBHUHU C
WHCTPYKIUSMH 10 UX MEIUIUHCKOMY
MPUMEHECHUIO TPETHA3HAYCHBI [T
MPUMEHEHHSI TOJIBKO B MEAUIIMHCKUX
OpraHM3aIHaX B CTAIITHOHAPHBIX
YCIOBHSX ¥ (WJIN) B YCIIOBHUSX JTHEBHOT'O
CTallMoHapa, mramiom 'Penent
HEICHCTBUTEICH" M BO3BpAILAIOTCS
JUIY, TPEICTABUBIIEMY PEIETT?

[TynxkT 24
npuitoxeHust Ne 1
IIpaBui oTycka

30.

ObecneunBaroTcst B 000CO0IEHHOM
NoJpa3aeIeHUN MEAUIITHCKOM
OpraHHM3alUH yCIOBUSI COXPAaHHOCTH
OCTaBJICHHBIX Ha XpaHEHUE PELIENTOB Ha
JICKapCTBEHHBIE Mpenaparhbl?

ITynkr 25
npuiioxeHust Ne 1
IIpaBui oTycka

31.

[lepenaroTcst 11 €KEMECTUYHO PELETITHI
Ha JIEKapCTBEHHbIE NIpernaparhl,
MoJIeKalme
MPEAMETHO-KOJIMYECTBEHHOMY YUETY,
JIEKapCTBEHHbIE MpEMnapaThl,
OTITyCKaeMbI€ OECILIATHO UJIH CO
CKUJIKOM, U3 000COOIECHHBIX
MOJpa3IeICHU MEIULMHCKUX
OpraHu3aluil B MEUIUHCKHE
OpraHu3aly, CTPYKTYPHBIMU
MOAPAa3ACICHUIMH KOTOPBIX OHU
SIBJISIFOTCS, JIJIs1 TIOCJIEYIOIIETO
XpaHeHHs?

MYHKT 25
npuitoxeHust Ne 1
IIpaBui oTycka

32.

WNudopmupyer i1 papMarieBTHUECKHUHA
paboOTHUK Wi paOOTHUK MEIUIIMHCKON
opranu3zanuu (000COOICHHOTO
MoIpa3esieHus] MEIUIIMHCKOM
OpraHu3all|K) JIUIO, TpuodpeTaroIiee
(mosyyaroriee) JIieKapcTBEHHbBIN
mpermapar, 0 peXuMe U 103aX ero
npueMa, mpaBujiax XpaHeHUs B
JOMAIIHUX YCIIOBHUSX, O
B3aMMOJICHCTBUH C JAPYTHMH

MYHKT 26
npuitoxeHus Ne 1
IIpaBui oTycka




JICKApCTBEHHBIMHU IIpernapaTamMu?

33. | IlpenocraBmusier a1 papmManeBTUUECKUN | IMyHKT 27
pabOTHUK WM PAOOTHUK METUIIMHCKON | mpuitoxkeHust Ne 1
opranu3zanuu (000COOICHHOTO IIpaBun oTmycka
MOJPa3ICIICHHUs] METULIMHCKOM
OpraHHM3aluy) JOCTOBEPHYIO U MOJIHYIO
MHPOPMALIHIO O HATUYHH
JIEKapCTBEHHBIX IPENapaToB, UMEIOIIUX
OJIMHAKOBOE MEXTyHAPOHOE
HEMaTeHTOBAHHOE HAMMEHOBAHUE, O
HAJIMYMHU JICKApPCTBEHHBIX IPENapaTos,
uMeronux 0osiee HU3KYIO IeHY?

34. | Cobmoaercs 1M 3arpeT Ha OTITYCK MYHKT 28
JIeKapCTBEHHBIX IPENapaTos, npunoxenust Ne 1
IpeycMOTpeHHbIX yacTsmu 1 - 4 crareu | [IpaBun otmycka
57 ®enepanbHoro 3akoHa ot 12.04.2010
Ne 61-03?

35. | Cobmofaercs 1M 3arpeT Ha pa3feibHbIi | MyHKT 29
OTIYCK JIEKAPCTBEHHBIX CPEJICTB, npunoxenust Ne 1
BXOJISIIIUX B COCTaB JIEKAPCTBEHHOT'O [TpaBun oTmycka
npernapara, U3roTaBJIMBacMoro
CyOBEKTOM PO3HHMYHOU TOPTOBIIU?

36. | OcymecTBisieTcst 1 i1 00ecTieYeHUs nyHKT 30
Je4yeOHOro0 Mpolecca B MEAULIUHCKON npunoxenust Ne 1
OpraHu3aluy anTe4yHou opranusauueii, | IIpaBun ormycka
ABJIAIOLIENCS CTPYKTYPHBIM nyHkTel 3.1 - 3.7
Mo/Ipa3/ieIEHUEM TaKOW MEIULIMHCKOMN npunoxkennst Ne 13,
OpTraHHU3aIUH, OTITYCK THO0 npunoxkenus Ne 1,
M3rOTOBJICHHUE U OTIYCK JIEKAPCTBEHHBIX | Ne 2 K MPUIIOKEHUIO
npenapaToB Ha ocHoBaHuU TpeboBanus | Ne 13 MHcTpykuuu
MEIMUIMHCKON OpraHu3alui,

BBIMMCAHHOTO YITOJHOMOYEHHBIM
MEJIULIMHCKUM pabOTHUKOM?

37. | Xpansarcsa 11 TpeOOBaHUS METUIIMHCKON | myHKT 31
OpraHu3aIiy, IO KOTOPBIM OTITYIIECHBI npunoxenust Ne 1
JIEKapCTBEHHBIE IIpENaparsl, alTeYHOU IIpaBui oTycka
OpraHu3alueil B COOTBETCTBUH C
noanyHkramu "'a", "6" mynkra 22
npuioxenus Ne 1 TIpasun ormycka?

38. | Jlomyckaercs iu HapylIeHUE MEPBUYHON | IMyHKT 32

YIAaKOBKH JIEKApPCTBEHHOTO Ipenapara
IIPU €T0 OTIYCKE 10 TPEOOBAHMIO
MEIULUHCKON OpraHu3aliy alTeyHOon
Opra”u3aluen, UMEIOLIEH JTULEH3UIO Ha
(bapMaleBTHYECKYIO JAEATEIbHOCTD C
IIPaBOM U3TOTOBJIEHUS JIEKAPCTBEHHBIX
[IpEnaparoB € MPeJOCTaBICHUEM
UHCTPYKIHMH (KOTTUH MHCTPYKIMH) 1O
IIPUMEHEHHUIO OTIIyCKaeMOIo
JICKapCTBEHHOT' O IpenapaTa?

npuitoxeHus Ne 1
IIpaBui oTycka




39.

OcyiecTBisieTcs U OTIYCK
JIEKapPCTBEHHBIX MPENapaToB 10
perientam B opme IIEKTPOHHOTO
JOKYMEHTa CyObheKTaMH PO3HUIHON
TOPTOBJIH, PACTIOIOKCHHBIMU HA
TeppuTopun cyonrekTa Poccuiickoit
®denepanuu, B KOTOpoM ohopmiieH
peuent B popMe IEKTPOHHOTO
JOKYMEHTA, B CITy4ae MPUHSITHS
YIOJTHOMOYEHHBIM OPTaHOM CyOBheKTa
Poccuiickoit @enepany B COOTBETCTBUU
¢ MyHKTOM 4 ctaThu 6 DenepanbHOTO
3akona ot 12.04.2010 Ne 61-®3
penieHus 06 UCMOIb30BAHUU HA
TeppuTopuu cyonrekTa Poccuiickoit
denepannu HapsAy ¢ pelenTaMmu Ha
JIEKapCTBEHHBIE TPEnaparsl,

0o OpMIICHHBIMHU Ha OYMaKHOM
HOCHTEJIE, PEIENTOB Ha JICKAPCTBEHHBIC
npemnapaTsl, ChOPMUPOBAHHBIX B (hopMe
AJIEKTPOHHBIX JOKYMEHTOB?

MyHKT 33
npuitoxeHus Ne 1
IIpaBui oTycka

40.

OTmyckaroTcs JH JIeKapCTBCHHbBIE
npernapatsl 1o peuentam B popme
3JIEKTPOHHOT'O JJOKYMEHTA JIUILY,
YIIOJIHOMOYEHHOMY Ha MOJyYeHHE
JICKapCTBEHHBIX IPENapaToB?

nyHKT 34
npuitoxeHus Ne 1
IIpaBui oTycka

41.

BHocut nu cyOBEeKT pO3ZHUYHOM
TOPT'OBJIM B CJIy4ae OTCYTCTBHS
JIEKapCTBEHHOTO TpernapaTa B
rOCYJIapCTBEHHYIO HH(POPMALIMOHHYIO
cucreMy B cdepe 31paBOOXpaHEeHHUs
cyobekrta Poccuiickoit deneparuu
CBeZleHUs 00 OTCYTCTBUU
JICKapCTBEHHOTO TpenapaTa, yKa3aHHOTo
B periente B (hopMe 3IEKTPOHHOTO
JOKYMEHTA, C yKa3aHUEM JaThl
MIOCTAaHOBKHM peliernTa Ha 00CITy>KUBaHHE,
a JuI pelenTa Ha JIGKapCTBEHHBIN
npernapar, OTIyCKaeMblil 0ECIUIaTHO WU
CO CKUJKOM, - TAK)KE HOMEpa 3aIlUCH B
XKypHaJe ydeTa perenToB, HaXOIAIINXCs
Ha 00CITy)KUBaHUU?

MYHKT 35
npuitoxeHust Ne 1
IIpaBui oTycka

42.

IIpocraBisercs 1u Ha penente npu
OTITyCKE JIEKAPCTBEHHOTO Ipenapara
ciiucka |l [lepeuns nmevats cyObekTa
PO3HUYHOH TOPIOBIIH, B KOTOPOU
YKa3aHO €ro MOJIHOE HAaUMEHOBAaHUE
(TIpu HATMYKH TIeYaTH)?

IIyHKT 4 IpUII0KEHUS
Ne 2 TlpaBun oTmycka

43.

Brimaercs nu nocne otnycka
JIEKapPCTBEHHBIX NpenaparoB cnucka ||

nyHKT 11
npusoxkeHust Ne 2




[lepeuns nuuy, NOTy4YUBLIEMY
JIEKapCTBEHHBIN Ipernapar, CUrHaTypa ¢
JKEJITOU II0JI0COM B BEpXHEH YaCTU U
HA/IMUCBIO YEPHBIM MIPU(TOM Ha HEl
"Curnatypa'’, B KOTOpOH yKa3bIBalOTCS:

HaNMEHOBAHME U aJpec CyOBbeKTa
PO3HUYHOMN TOPTOBIIH?

HOMCD M J1aTa BBIIIHCAHHOI'O peueHTa?

bamuusi, uMst, 0T4eCTBO (IIPU HAJTUYNH)
JIMIIA, JJI KOTOPOTO MpEHA3HAYCH
JICKApCTBCHHBIH Mpernapar, ero Bo3pact?

HOMEpP MEIHMIIMHCKOM KapThl MallUEHTA,
MOJTYYAOIIEr0 MEIUIIMHCKYIO IIOMOIITb B
amMOyJIaTOPHBIX YCIOBHUSAX, Ul KOTOPOTO
npeHa3HaueH JICKapCTBEHHBIN
npenapar?

bamuusi, uMsi, 0T4eCTBO (IPU HAJTUYNH)
MEIUIIMHCKOTO pabOTHUKA,
BBITMKMCABIIETO PELET, €ro KOHTAKTHBIN
tenedoH 1100 TenedoH MEeIUIUHCKON
OpTaHu3aIIH?

CoJiepKaHue pelrernTa Ha JIJATHHCKOM
SI3BIKE WIIM PYCCKOM S3BLIKE B
POIUTEIEHOM TaJIeXkKe, 32 HCKIIIOUCHUEM
perenTtoB B (popme IIMEKTPOHHOTO
AOKYMCHTA, BBIITUCBIBACMOT'O HA
PYCCKOM $I3bIKE?

bamuusi, UMst, 0T4eCTBO (IIPU HAJTUYNH)
Y TIOAMKCH (hapMaIleBTHUECKOTO WIIH
MEIUIIMHCKOTO pabOTHUKA,
OTIYCTHUBIIIETO JICKAPCTBEHHBIM
npenapar?

JaTa OTIyCKa JIEKapCTBEHHOTO
npenapara?

HaNMEHOBAHME U aJpec CyOBbeKTa
PO3HUYHOMN TOPTOBIIH?

HOMCD M J1aTa BBIIIHMCAHHOI'O peueHTa?

bamuusi, UMsi, 0T4eCTBO (IIPU HAJTUYNH)
JIMIIA, JJI1 KOTOPOTO MpEHA3HAYCH
JICKApCTBCHHBIH Mpenapar, ero Bo3pact?

IIpaBui oTycka

44. | CobnronaeTcs a1 MOPSAAOK OTITyCKa ITyHKTHI 1-5
MMMYHOOHOJIOTHUECKUX JICKAPCTBEHHBIX | MpuiIoxkeHust Ne 3
npenapaToB? [IpaBun oTnycka

45. | CoOmroatoTcst U MpaBuiia nyHkT 1.1 crateu 55

OCYIIECTBIICHUS] PO3HUYHON TOPTOBIIN
JICKApCTBCHHBIMHU TTpeTapaTaMu Jyist
MEIUIUHCKOTO MPUMEHEHHS
IACTAHIIHOHHBIM CIIOCOOOM?

denepanbHOro
3axoHa ot 12.04.2010
Ne 61-D3;

NyHKTHI 13 - 27
[IpaBun




IUCTAaHIIMOHHON
TOPTOBJIH

46. | CoOmronaeTcs M MOPSAAOK Ha3HAUYEHUST | MyHKTHI 1 - 25

JIEKapCTBEHHBIX CPEJCTB? npunoxerus Ne 1
nmpukasa MuH3npasa
Poccun Ne 10941

47. | CoOnronaeTcs M MOPSAOK Ha3HAUYEHUST | IMyHKTHI 26 - 30
JIEKapCTBEHHBIX MPENapaToB MpH npunoxenust Ne 1
OKa3aHUHU MEIULUHCKON ITOMOILHU B npukasa MuHn3npasa
cTanuoHapax? Poccun Ne 1094n

48. | CoOmroatoTcst U MpaBuiia Ha3HAUeHUsT | MyHKTHI 31 - 34
JIEKapCTBEHHBIX MPENapaToB MpH npunoxenust Ne 1
OKa3aHWUU IIEPBUYHOU npukasa MuH3npasa
MEJIMKO-CAaHUTAPHOU MMOMOIIH, CKOPOH Poccuu Ne 1094u
MEIULUHCKOW IIOMOIIY U NTAJIJIMaTUBHON
MEIUIIMHCKOW TOMOIIHU ?

49. | Cobmonaercs a1 nmopsAaoK opopmieHus | MyHKTH 1 - 18
perenTypHbIX OJaHKOB Ha OyMa)KHOM npuioxxeHust Ne 3
HocuTene? npukaza MuH3apaBa

Poccuu Ne 10941

50. | ColGmogaercs u mopsAAOK opOpMIIeHHS | IMyHKTHI 19 - 22
peLenTypHbIX 0J1aHKOB B (hopme npunoxeHust Ne 3
3JIEKTPOHHOT'O JOKyMEHTa? npukaza MuH3apaBa

Poccuu Ne 10941

51. | CoGmoatoTcs a1 MpaBuiia y4era MYHKTHI 23 - 26
pelenTypHbIX OJIaHKOB (3a nprioxxenust Ne 3
UCKITIOUEHHEM PELENTYPHBIX OJJAaHKOB npukaza MuH3apaBa
o popme Ne 107/y-HIT "Crernmansubiii | Poccuu Ne 1094u
peuentypHsbii OnaHk")?

52. | CobmoaroTcs M MpaBuiia XpaHEeHUs NYHKTHI 27 - 32
pelenTypHbIX 0J1aHKOB (3a npuioxxenust Ne 3
UCKITIOUCHHEM PELENTYPHBIX OJJAaHKOB npukaza MuH3apaBa
o popme Ne 107/y-HIT "Crermansubiii | Poccuu Ne 1094u
peuentypHsbii OnaHk")?

53. | Cobmoaercs 11 MOPSAAOK PErUCTPalnH, | IyHKTHI 15 - 22
yueTa U XpaHEeHUs CTIeLUATbHBIX npuioxeHust Ne 3
peLenTypHbIX OJIaHKOB 110 opme npukaza MuH3pasa
Ne 107/y-HIT? Poccun Ne 1094u

54. | CoGmonatoTest v npaBuiia opopmiieHust | myHKTH 1 - 10
PELEnTOB, COACPKALTUX Ha3HAUCHHE npuioxeHust Ne 6
HapKOTHYECKUX CPEJCTB UM npukaza MuH3apaBa
MICUXOTPOITHBIX BELIECTB, Ha OymaxHoM | Poccuu Ne 1094n
HocuTene?

55. | CoGmopatoTest v npaBmiia ohopMieHust | MyHKTHI 12 -13

PELenTOB, COACPKALTUX Ha3HAUCHHE
HapKOTHYECKUX CPEJCTB HUIIH
NICUXOTPOITHBIX BEILIECTB, B hopme
3JIEKTPOHHOT'0 TOKYMEHTa?

npusoxeHus Ne 6
nmpukasa MuH3npasa
Poccun Ne 1094n




4. Buj KOHTPOJILHOTO (HaJI30pHOT0) MEPOIPUSTHS:

5. JlaTa 3anonHeHus IPOBEPOUHOrO JIUCTA!

6. OOBEKT rocyIapCTBEHHOTO KOHTPOJIS (Ha30pa), B OTHOLICHUH KOTOPOTO POBOAMTCS KOHTPOJIbHOE (HAI30pHOE) MEPOTIPHATHE:

7. ®ammnmsg, uMs W oTdecTBO (MPH HANMYMM) TPAKIAHWHA WIM WHIUBHIYAIBHOTO MPEIIPUHAMATENS, €r0 HICHTU(PHKALUOHHBI HOMEp
HaJIOTOIUIATEeNbIUKa ¥ (MJM) OCHOBHOW TOCYJapCTBEHHBIH pPErHCTPAlMOHHBIH HOMEpP WHAMBUAYaIbHOTO NPEANPUHUMATENS, aIpec pPerucTpaluu
rpakKJIaHUHA WM WHAUBUAYATBHOTO MPEANPHHUMATENS, HAUMEHOBAaHHE IOPUIMYECKOTO JIHIA, €ro WACHTH(OUKAIIMOHHBII HOMEp HaJOromaTeibiinka u (Him)
OCHOBHOM TI'OCYJAapCTBEHHBI PETUCTPALMOHHBIM HOMED, aIpeC IOPUAMYECKOro JIMLA B IpelesaaX MeCTa HaXOXKICHMs HOPUAMYECKOrO JIMLA, SBIIIOLINXCS
KOHTPOJIMPYEMBIMU JIMLIAMMU:

8. Mecto (MecTa) mpoBeeHUS] KOHTPOJIBHOTO (HaA30pPHOT0) MEPOIIPHUSITHUS C 3aII0JTHEHHEM IIPOBEPOYHOTO JIHCTA:

9. PekBH3UTBHI pelICHHS KOHTPOJBHOTO (HAJ30PHOr0) OpraHa O TIPOBEACHHHM KOHTPOJIBHOTO (HAA30PHOT0) MEpOINPHATHUS, IOANUCAHHOTO
YIIOJIHOMOYEHHBIM JIOJDKHOCTHBIM JIMLIOM KOHTPOJBHOTO (HaJ30PHOT0) OpraHa:

10. YuerHbIii HOMEP KOHTPOJIIBHOTO (Ha/J30pPHOT0) MEPOIIPHSTHSL:

11. JlomkHOCTh, (aMUIIMs M WHHUIUAIBI JTOJDKHOCTHOTO JIMIA KOHTPOJILHOTO (HAJ30pHOr0) OpraHa, B JOJDKHOCTHBIE OOS3aHHOCTH KOTOPOTO B
COOTBETCTBUU C IIOJIOKEHUEM O BUIE KOHTPOJIS, JOJDKHOCTHBIM PETIAMEHTOM WM JOJKHOCTHOW MHCTPYKLIMEW BXOAMUT OCYIIECTBICHUE IOJHOMOYHUU II0
BUJIy KOHTPOJsS, B TOM 4YHCJE IPOBEACHUE KOHTPOJIbHBIX (HAJ30PHBIX) MEPONPHUATUI, MPOBOMISIIEIO KOHTPOJIBbHOE (HAJA30pPHOE) MEpOIpUsATHE U
3aI0JIHSAIOIIEr 0 IIPOBEPOYHBIN JIUCT!

12. Toanucu AOJKHOCTHBIX JIMI] KOHTPOJIBHOTO (HAA30pHOT0) OpraHa, y4acTBYIOIIUX B MIPOBEACHUN KOHTPOJIBHOTO (HaJ30PHOT0) MEPOIPUSTHUSI:

(TOIDKHOCTH, (haMUIIMU ¥ MHHIHAIIBI)
13. Tloamuch PyKOBOAMTENS TPYMIBI JOJDKHOCTHBIX JIMI] KOHTPOJBHOrO (HAA30PHOT0) OpraHa, y4YacTBYIOIIUX B IPOBEACHHH KOHTPOJIBHOTO
(HaJ30pHOT0) MEPOTIPHSITHS:

(TOJHKHOCTD, (PaMIITUSI U MHULHATIBI)

Ipunaoxenne Ne 4



K npukasy PeaepajbHoil C1yKObI
110 HA/JA30pYy B c(epe 3ApaBOOXpPaHEHHS
ot 02.12.2025 Ne 5803

®opma

QR-xox

IIpoBepo4HbIii JIHCT
(CIIHCOK KOHTPOJIbHBIX BONIPOCOB, 0TBETHI HA KOTOPbIE CBHAETEJBCTBYIOT 0 COOJIIOICHUH WJIHM HeCO0II0JeHUH KOHTPOJINPYeMbIM JIMLIOM
00s13aTeJbHBIX TPeOOBaHMii), HCMOJIb3yeMblii DenepabHOIl cIy:k00i M0 Haa30pY B cepe 31PABOOXPAHEHNS H €€ TEPPUTOPHATBLHBIMH OPraHaAMHU
NPH OCYIIeCTBJIEHUH (peepaTbLHOro rocyAapcTBEHHOr0 KOHTPOJIsi (Hai30pa) B cepe oOpameHusi JeKapCTBEHHBIX CPEICTB /ISl METHIIMHCKOTO
npuMeHeHns (YHHUTOKeHUE JIeKAPCTBEHHBIX CPEICTB)

1. HaumeHoBaHue Bua KOHTPOs (Haa30pa), BKIIOYEHHOTO B €MHBIN peecTp BUIOB (heaepatbHOro ToCy1apCTBEHHOTO KOHTPOIs (Hau3opa):

2. HanmeHoOBaHME KOHTPOJIBHOTO (HAI30pHOT0) OpraHa U peKBU3UThI HOPMATUBHOTO MIPABOBOT'0 aKTa 00 YTBEPKICHUU (POPMBI IPOBEPOUHOTO JIUCTA!

3. CrucoK KOHTPOJIBHBIX BOIIPOCOB, OTPAKAIOIIMX COAEP)KaHUE 00s3aTeIbHBIX TPEOOBAHUM, OTBETH HA KOTOPBIE CBUACTENLCTBYIOT O COOJIOACHUH
WJIA HECOOIIOZICHUU KOHTPOIUPYEMBIM JIMLIOM 0053aTEIbHBIX TPEOOBAHUIA:




n/n

Criucok KOHTPOJIBHBIX BOIIPOCOB,
OTPaXKAIOIIUX COEPIKaHUE
00s13aTeNbHBIX TPeOOBaHUN

PexBU3UTHI
HOPMAaTHBHBIX
MPAaBOBBIX AKTOB, C
YKa3aHHEM UX
CTPYKTYPHBIX

CANHUL], KOTOPbIMHU

YCTaHOBJICHBI
00s3aTeNbHbIE
TpeboBaHUs

OtBeTH Ha BOIIPOCKHI, COACPKAIINCCA B Crucke KOHTPOJIBHBIX BOIIPOCOB

Opra"u3anus ONTOBOM
TOPIOBJIM JIEKAPCTBEHHBIMU
CpPEACTBAMHM ISl
MEIUIMHCKOTO MPUMEHEHHUS

O

anrexa,
OCYIICCTBIISIONIAsI
PO3HUYHYIO
TOPTOBIIIO (OTITYCK)
JIEKapCTBEHHBIX
npenaparos
HACEJICHUIO

anTeka Kak
CTPYKTYpHOE

MoJpa3/ieJICHUE
MEIUITHHCKOM
OpraHu3anuu

aIlTeYHbIU ITYHKT, B
TOM YHCJIC KaK
CTPYKTYpHOE
MoJpa3/icJICHUE
MEIUITHHCKOM
OpraHu3anuu

O

VMH/IMBU1yaJIbHbIN
MpeIPUHUMATEIb

MEIUIMHCKUE OpraHU3aluu, B

TOM HHUCJIC U UX
000c00JIEHHBIE
MOJIpa3IeIICHUs,

PaCIIOJIOKEHHBIE B CEIILCKUX
HACEJICHHBIX ITYHKTaX, B
KOTOPBIX OTCYTCTBYIOT
anTe4YHble OpraHu3aluu

IIpumeyanu
e

Ja HET HCTIPUMCHU

MO

Ja

HET HCTIPUMCHU
MO

Ja

HET

HCTIPUMCHUM
0

denepanbusblii 3akoH ot 12 anperns 2010 1. Ne 61-D3 "O6 obpamiennu nekapcTBeHHbIX cpeacTs” (nanee - Genepanbhblil 3akoH ot 12.04.2010 Ne 61-D3);
nocraHosnenue [IpasurensctBa Poccuiickoit @eaepannu ot 15 centsaops 2020 r. Ne 1447 "O6 yrBepxnennu [IpaBui yHUUTOXKEHHS U3BATHIX (PambCc)UIMPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB, HENOOPOKAYECTBEHHBIX JICKAPCTBEHHBIX CPEICTB U KOHTpa(aKTHBIX JIeKapCTBEHHBIX cpeacTB” (neiictByet no 1 sBaps 2027 r.) (nanee - [IpaBuna yauuroxenus); Pemenue

Cogera EBpasuiickoif sxoHOMHI4eckoil komuccuu ot 3 Hoa0ps 2016 r. Ne 80 "O0 yrBepxaenun [IpaBun Hamnexaeil TuCTpUObIOTOPCKOM MPaKTUKK B paMKax EBpasuiickoro

KOHOMHUYECKOTo coro3a” (Bcrymuito B cuiny ais Poccuiickoit @enepannu 6 mas 2017 r. SIBnsercs oosi3arensHbiM ai1st Poccuiickoit @enepannu B cOOTBETCTBUU ¢ JloroBopoM 0
EBpasuiickom 3xoHOMUYeCcKOM cotose oT 29 mast 2014 r., patudunupoBanusiM DenepanbHbIM 3aKOHOM OT 3 OKTsA0pst 2014 r. Ne 279-03 "O parudukanuu norosopa o EBpazuiickom
HKOHOMHUYECKOM co1o3e”, BcTynuBiieM B cuity Juisi Poccuiickoit @eneparmu ¢ 1 suBaps 2015 r.) (nanee - [IpaBuia Hajiexanield TMCTpHObIOTOPCKON PAKTHKH)

1.

XpaHATCS JIU OTACTHHO B CIIEUAIEHOM
MOMEIICHUH WK 30HE, IOCTYII B
KOTOpbIE OIpaHHYCH,
IPOMapKUPOBaHHbBIE JIEKAPCTBEHHBIE
CpeZCTBa, MpeIHa3HAYECHHBIE IS
YHUYTOXKECHUSA?

nyHKT 82 IlpaBun
HaJIexKaniei
TUCTPUOBIOTOPCKON
MPAKTUKH

W3bs1 1 Baagenern
(banbcupUIUPOBAHHBIX JIEKAPCTBEHHBIX
cpeactB U (1K) HeToOpPOKaYeCTBEHHBIX
JIEKapCTBEHHBIX CPEJCTB, U30JUPOBAT U
pasMecTu B CHEIMAIBHO BBIJICICHHOM
MOMEIICHNH (30HE) yKa3aHHbIE
JIeKapCTBEHHbIE cpencTBa B TeueHue 30
THEW CO JHS BBIHECEHUS PeILICHUS
YIIOJIHOMOYEHHOT'0 OpraHa 00 U3bATUHU U
YHUUYTOXKECHHUHU ?

nyHKT 5 [IpaBun
YHUUYTOXKEHHUS

VHUYTOKWUII JIN BIIAJICIIEI]
(banbcupUIUPOBAHHBIX JIEKAPCTBEHHBIX
cpeactB U (1K) HeToOpPOKaYeCTBEHHBIX
JICKaPCTBEHHBIX CPEIICTB U3BSATHIC

yHKT 5 [IpaBun
YHUUYTOXKECHHUS,;

nyHKT 83 IlpaBun




JIEKapCTBEHHBIE CPEJICTBA B TeUeHUE 6
MECALIEB CO JIHS BBIHECEHHUS
YIIOJIHOMOYEHHBIM OPTaHOM PelIeHUs 00
U3BATUU U YHUUTOKECHUU?

HaJIexKaniei
IUCTPUOBIOTOPCKON
MPAKTUKU

YHUYTOXKAIOTCS JIU BIIaJIENIbLIEM
He100pOKayecTBEHHbBIE JIEKAPCTBEHHBIE
CpeACTBa CaMOCTOSITETILHO MPU
COOJIIOZICHUN YCTIOBUS HAJIMUUS
JIMLIEH3UH Ha OCYIIECTBICHUE
JeSITeNbHOCTHU 10 cOopy,
TPaHCIIOPTHPOBAHUIO, 00PAOOTKE,
YTUIU3AIHH, 00€3BPEKUBAHMUIO,
pa3MenieHuto orxono0B | - IV kiaccos
OIMACHOCTH?

nyHkThI 8, 10 [TpaBun
YHUYTOXCHUS,

nyHKT 83 IlpaBun
HaJIexKaniei
TUCTPUOBIOTOPCKON
MPAaKTUKU

Nwmeetcst 1 JOTOBOP HA YHUUYTOXKECHUE
MEX]Ty BIIaJIeNIbLIEM
(banbcupUIUPOBAHHBIX JIEKAPCTBEHHBIX
CPEICTB U OpraHU3aluel, UMEIOIEeH
JIMLIEH3HIO HA OCYIIECTBIICHHE
JesITebHOCTHU 110 cOopy,
TPaHCIIOPTHPOBAHHUIO, 00PaOOTKE,
YTUIN3AIHH, 00€3BPEKUBAHMUIO,
pa3Menienuto orxonoB | - IV kiaccos
OIMACHOCTH?

nyHKkTHI 8, 11 ITpaBun
YHUYTOXKECHUS

CocraBnsieTcsi JId akT 00 YHHYTOKEHUN
(banbcupUIUPOBAHHBIX JIEKAPCTBEHHBIX
cpecTB, U (WIn) HeJOOPOKAUECTBEHHBIX
JICKApCTBEHHBIX CPEJCTB, U (MJIN)
KOHTpa(aKTHBIX JICKAPCTBEHHBIX
CPEIICTB C YKa3aHUEM:

JaThl 1 MECTa YHUUTOKEHHS
JICKapCTBEHHBIX CPEJCTB?

dbamuun, uMeHH, otyectBa (mpu
HAJIMYKHK) JIMIA (JTHIL), TPHHAMABIIETO
(MPUHUMABIINX) YYaCTHE B
YHUYTOXCHUH JIEKAPCTBEHHBIX CPEJICTB,
MecTa pabOThl U JOIDKHOCTH ?

000CHOBaHUS YHUUYTOXKECHUS
JICKapCTBEHHBIX CPEJCTB?

CBE/ICHUI 00 YHHUUTOKEHHBIX
JIEKapCTBEHHBIX CPEICTBAX
(HauMeHOBaHUs, JICKAPCTBEHHOMN
(bopMBI, T03UPOBKH, €TMHULIBI
U3MEPEHHSI, CEPUH) U UX KOJINYECTBA, a
TaKXe O Tape WIM YNAaKOBKe?

HaMMEHOBAHU TPOU3BOAUTEIIS
JICKapCTBEHHBIX CPEJCTB?

CBGI[GHI/IfI O BJIaACIbIEC JICKAPCTBCHHBIX
cpencTB?

criocobe YHUYTOXKCHUSA JICKAPCTBCHHBIX

nyHKT 12 TIpaBun
YHUYTOXKCHUS




cpencTB?

CocraBiieH J1 aKT 00 YHUYTOKCHUH B
JCHb YHHUYTOXKCHHSI
(banbcupUIUPOBAHHBIX JIEKAPCTBEHHBIX
CpecTB, U (WIn) HeJOOPOKAUECTBEHHBIX
JICKapCTBEHHBIX CPENCTB, U (MITH)
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX
cpencTB?

nyHKT 13 IpaBun
YHUYTOXKCHUS

[Tonmucan 11 akT 00 YHHUTOXKEHUN
BCEMHU JIUIIAMH, TPUHUMABIITUMHU
y4JacTre B YHUUTOXKEHUH YKa3aHHBIX
JICKapCTBEHHBIX CPEJCTB?

nyHKT 13 IpaBun
YHUYTOXKCHUS

3aBepeH JH aKT 00 YHUUTOKEHUH
[1€4YaThIO0 OPraHU3aLUH, OCYLIECTBUBILECH
YHUYTOKCHHUE JIEKAPCTBEHHBIX CPEJCTB?

nyHKT 13 IpaBun
YHUYTOXKCHUS

10.

[IpencrasnsieTcs v 3aBEpeHHAsT KONUSA
aKkTa 00 YHUUYTOXKEHUU JIEKAPCTBEHHBIX
CPEICTB B YIIOJHOMOYEHHBIN OpPraH ¢
HCIIOJIb30BAHUEM BJIEKTPOHHBIX CPEJICTB
CBSI3U B TEUCHHE S pabOUMX JHEH:

CO IHS €r0 COCTABJICHUA?

CO JIHS €rO0 MOJIyYEHUs BIIaAeIIbIIeM
YHUYTOKCHHBIX JIEKAPCTBEHHBIX
CPEZCTB, B CIlyyae €Cil YHUYTOXKEHUE
JIEKapCTBEHHBIX CPEACTB MPOBOIMIIOCH B
OTCYTCTBHE BIIAJICTIbIIa YHUYTOXKEHHBIX
JICKapCTBEHHBIX CPEJCTB?

nyHKT 14 TIpaBun
YHUUTOXKEHHUS

11.

IIpencrassieTcs iy 3aBepeHHast KONMs
aKTa 00 YHHYTO)KCHUU JIEKaPCTBEHHBIX
CPEICTB B TeUeHHUE 5 pabouux JHEU co
OHSA €ro HOJIy‘-IeHI/IH BJIaACIIbIIEM
yHI/I‘ITO)KeHHLIX JICKapCTBeHHBIX CpCI[CTB
B yHOJIHOMO‘-ICHHBIfI opraH C
HCITIOJIB30BAHUECM BHGKTpOHHLIX CpeI[CTB
CBsI3U?

nyHKT 14 IIpaBun
YHUUYTOXKEHHUS




4. Buj KOHTPOJILHOTO (HaJI30pHOT0) MEPOIPUSTHS:

5. JlaTa 3anonHeHus IPOBEPOUHOrO JIUCTA!

6. OOBEKT rocyIapCTBEHHOTO KOHTPOJIS (Ha30pa), B OTHOLICHUH KOTOPOTO POBOAMTCS KOHTPOJIbHOE (HAI30pHOE) MEPOTIPHATHE:

7. ®ammnmsg, uMs W oTdecTBO (MPH HANMYMM) TPAKIAHWHA WIM WHIUBHIYAIBHOTO MPEIIPUHAMATENS, €r0 HICHTU(PHKALUOHHBI HOMEp
HaJIOTOIUIATEeNbIUKa ¥ (MJM) OCHOBHOW TOCYJapCTBEHHBIH pPErHCTPAlMOHHBIH HOMEpP WHAMBUAYaIbHOTO NPEANPUHUMATENS, aIpec pPerucTpaluu
rpakKJIaHUHA WM WHAUBUAYATBHOTO MPEANPHHUMATENS, HAUMEHOBAaHHE IOPUIMYECKOTO JIHIA, €ro WACHTH(OUKAIIMOHHBII HOMEp HaJOromaTeibiinka u (Him)
OCHOBHOM TI'OCYJAapCTBEHHBI PETUCTPALMOHHBIM HOMED, aIpeC IOPUAMYECKOro JIMLA B IpelesaaX MeCTa HaXOXKICHMs HOPUAMYECKOrO JIMLA, SBIIIOLINXCS
KOHTPOJIMPYEMBIMU JIMLIAMMU:

8. Mecto (MecTa) mpoBeeHUS] KOHTPOJIBHOTO (HaA30pPHOT0) MEPOIIPHUSITHUS C 3aII0JTHEHHEM IIPOBEPOYHOTO JIHCTA:

9. PekBH3UTBHI pelICHHS KOHTPOJBHOTO (HAJ30PHOr0) OpraHa O TIPOBEACHHHM KOHTPOJIBHOTO (HAA30PHOT0) MEpOINPHATHUS, IOANUCAHHOTO
YIIOJIHOMOYEHHBIM JIOJDKHOCTHBIM JIMLIOM KOHTPOJBHOTO (HaJ30PHOT0) OpraHa:

10. YuerHbIii HOMEP KOHTPOJIIBHOTO (Ha/J30pPHOT0) MEPOIIPHSTHSL:

11. JlomkHOCTh, (aMUIIMs M WHHUIUAIBI JTOJDKHOCTHOTO JIMIA KOHTPOJILHOTO (HAJ30pHOr0) OpraHa, B JOJDKHOCTHBIE OOS3aHHOCTH KOTOPOTO B
COOTBETCTBUU C IIOJIOKEHUEM O BUIE KOHTPOJIS, JOJDKHOCTHBIM PETIAMEHTOM WM JOJKHOCTHOW MHCTPYKLIMEW BXOAMUT OCYIIECTBICHUE IOJHOMOYHUU II0
BUJIy KOHTPOJsS, B TOM 4YHCJE IPOBEACHUE KOHTPOJIbHBIX (HAJ30PHBIX) MEPONPHUATUI, MPOBOMISIIEIO KOHTPOJIBbHOE (HAJA30pPHOE) MEpOIpUsATHE U
3aI0JIHSAIOIIEr 0 IIPOBEPOYHBIN JIUCT!

12. Toanucu AOJKHOCTHBIX JIMI] KOHTPOJIBHOTO (HAA30pHOT0) OpraHa, y4acTBYIOIIUX B MIPOBEACHUN KOHTPOJIBHOTO (HaJ30PHOT0) MEPOIPUSTHUSI:

(momKHOCTH, (haMUJIUU U UHUIIAAIIBI)

13. Tloamuch PyKOBOAMTENS TPYMIBI JOJDKHOCTHBIX JIMI] KOHTPOJBHOrO (HAZ30pPHOT0) OpraHa, y4YacTBYIOIIUX B IPOBEACHHH KOHTPOJIBHOTO
(HaJ30pHOTO) MEPONPHSTHUS:

(TOJHKHOCTD, (haMIITUSI ¥ MHUIHATIBI)



IIpunoxenne Ne 5
K npukasy PeaepajbHoil C1yKObI

10 HAaJA30pYy B cepe 3ApaBOOXpPaHEHUS
ot 02.12.2025 Ne 5803

®opma

QR-xox

IIpoBepo4HbI JIHCT
(CIIHCOK KOHTPOJIbHBIX BONIPOCOB, 0TBETHI HA KOTOPbIE CBHAETEJBCTBYIOT 0 COOJIIOICHUH WM HeCO0II0JeHUH KOHTPOJINPYeMbIM JIMLOM
00s13aTeJbHBIX TPeOOBaHMii), HCMOJIb3yeMblii DenepaabHOil cIy:k00i M0 Haa30pY B cdepe 3IPABOOXPAHEHNS H €€ TEPPUTOPHATBLHBIMH OPraHaAMHU
NPH OCYIIeCTBJIEHUH (peepaTbLHOro rocyAapcTBEHHOr0 KOHTPOJIsi (Hai30pa) B cepe oOpamieHusi JeKapCTBEHHBIX CPEICTB /ISl METHIIMHCKOTO
npuMeHeHus (M3roTOBJIeHHE JIEKAPCTBEHHBIX CPEICTB)

1. HaumeHnoBaHue Bua KOHTPOIs (Haa30pa), BKIIOYEHHOTO B €MHBIN peecTp BUIOB (heaepatbHOro ToCy1apCTBEHHOTO KOHTPOMIs (Han3opa):

2. HanmeHoBaHME KOHTPOJIBHOTO (HAI30pHOT0) OpraHa U peKBU3UThI HOPMATUBHOTO MIPABOBOT'0 aKTa 00 YTBEPKICHUU (POPMBI IPOBEPOUHOTO JIUCTA!

3. CrucoK KOHTPOJIBHBIX BOIIPOCOB, OTPAKAIOIIUX COAEP)KaHUE 00s3aTeIbHBIX TPEOOBAHUHM, OTBETH Ha KOTOPBIE CBUACTEILCTBYIOT O COOJIOACHUH
WJIA HECOOIIOZCHUU KOHTPOIUPYEMBIM JIMLIOM 00s13aTEIbHBIX TPEOOBAHUIA:

Ne Crnucok KOHTPOJIBHBIX BOIIPOCOB, PexkBU3UTHI OTBeTbI Ha BONPOCHI, cojiepkamirecs B Criucke KOHTpoabHBIX | [Ipumeuanu
n/n OTPaXKAIOIINUX CO/EPIKaHUE HOPMaTHUBHBIX BOIIPOCOB e
00s13aTeNbHBIX TpeOOBaHUN IIPABOBBIX AKTOB, C |___| anrexa, MEIULMHCKUE OpraHu3alun
yKa3aHHeM UX OCYILIECTBIISIOLIAS
CTPYKTYPHBIX PO3HUYHYIO TOPTOBITIO
€/IMHUL], KOTOPBIMU (oTIycK)
YCTaHOBJICHBI JIeKapCTBEHHBIX
o0s13aTeNnbHbIC IIpenaparoB




TpeboBaHUs HAaCEJICHUIO
anTeKa Kak
|—_-| CTPYKTYypHOE
noipa3ieliecHue
MEIULIUHCKOMN
OpraHu3aIun

Ja HET HCTIPUMCHUMO Ja HET HCTIPUMCHU
MO

denepanbublii 3akoH ot 12 anperns 2010 1. Ne 61-D3 "O6 obpamiennu nekapcTBeHHbIX cpeacTs” (nanee - @enepanbhblil 3akoH ot 12.04.2010 Ne 61-D3);
npuka3 Munucrepcrsa 3apaBooxpanenus Poccuiickoit @eneparun ot 22 mast 2023 1. Ne 2491 "OO0 yTBep»K1€HUU NPaBUII U3TOTOBJICHUS U OTITyCKa
JICKapCTBEHHBIX MPENapaToB Il MEAULIUHCKOTO IPUMEHEHHUS alITEYHBIMH OPTaHU3aLUAMH, UMEIOIIMMHU JIMIICH3HIO Ha (apMalleBTHYECKYIO AEATEIbHOCTD"
(3apeructpupoBad MuHHCTEPCTBOM tocTULIMU Poccuiickoit @enepanuu 29 mast 2023 r., peructparmonnsiit Ne 73564) (nerictByet mo 1 centsiops 2029 r.)
(manee - mpukaz MunzapaBa Poccun Ne 249h); npukaz Munucrepctsa 3npaBooxpanenus Poccuiickoit @enepannu ot 12 Hosiopst 2020 r. Ne 12181 "O6
yTrBepxaeHun [lopsaka U3roToBieHus paarnopapMaleBTUYECKUX JIGKAPCTBEHHBIX MTPETapaToB HEITOCPEICTBEHHO B METUIIMHCKUX OpraHu3alusix "
(3apeructpupoBad MuHucTepcTBOM tocTuiinu Poccuiickoit @enepanuu 11 nexadbps 2020 r., perucrpanuonnsiii Ne 61409) (netictByet mo 1 suBapst 2027 r.)
(masiee - mpuka3 Munzapasa Poccuu Ne 1218H)

1. Hcnonp3yroTces v pu U3roTOBICHUA MyHKT 2 TIpHUKa3a
anTe4YHbIMU OPraHU3aLUIMUA Mun3znpasa Poccun
JIEKapCTBEHHBIX NIPENapaToB Ne 2491

(dapmareBTHUeCKre CyOCTaHIINH,
BKIIFOUEHHBIC B TOCYAAPCTBEHHBIH
peecTp JIeKapCTBEHHBIX CPEICTB IS
MEUIIMHCKOTO MPUMEHEHUS, €IUHBIN
peecTp 3aperucTpUPOBAHHBIX
JIEKapCTBEHHBIX CpeaCTB EBpa3uiickoro
SKOHOMMYECKOI'0 COr03a?

2. N3roraBnuBaroTCs M JIEKapCTBEHHBIE MyHKT 3 TIpHUKa3a
[Iperaparsl B YCIOBUAX, OTBEYAOLIUX Munsgpasa Poccun
CaHUTAPHO-3IHUIEMHU OJIOT MUECKUM Ne 2491
TpeboBaHUSIM?

3. YTaKoBBIBAIOTCS JIM U3TOTOBJICHHBIE MYHKT 4 mpukasa

JIEKapCTBEHHBIE IIpenapaThl B Munsgpasa Poccun




3aBHCHUMOCTH OT (OpMBI U criocoda
NIPUMEHEHHS JIEKapCTBEHHOTO IMpernapara
B COOTBETCTBUU C TPEOOBAHUSAMH 00IIIEH
(bapmakonelHoii cTaTby Y IaKOBKa,
MapKHPOBKA U TPAHCTIOPTUPOBAHHE
JICKapCTBEHHBIX CPEACTB"?

Ne 249u

W3roTtaBnuBaroTCs U JIEKapCTBEHHBIE
IIpenapaTsl HauleXkallero kayecTsa B
anTEeYyHOM OpraHu3alyy NOCPEACTBOM
peanzanyy KOMIUIEKCa MEPOIPUSATHUH,
HaIIpaBJIEHHBIX Ha COOJIIO/IEHUE
TpeGoBaHUH NprKa3a MuH3IpaBa
Poccuu Ne 249H (nanee - cucrema
Ka4eCTBa) M BKIIOYAIOIIUX B TOM YHCIIE:

YCTaHOBJICHHE MOCIIEIOBATETLHOCTU U
B3aMMOJICMCTBHS IIPOLIECCOB,
HEOOXOIMMBIX I 00CCIICUCHHMS
CHUCTEMbI KaYeCTBa, B 3aBUCHMOCTH OT
X BIMAHUA Ha 0€30I1aCHOCTD,

3G PEKTUBHOCT U PALlMOHATIBHOCTH MTPH
W3TOTOBJICHUH JIEKAPCTBEHHBIX
npenapaToB?

OTIpe/IeTICHIe KPUTEPHEB  METO/IOB,
OTpaXKAIOIIUX JOCTIKEHUE PE3yIbTaTOB,
KaK MMPU OCYIIECTBICHUU MPOIIECCOB,
HEOOXOIMMBIX I 00CCIICUCHHMS
CUCTEMBI Ka4eCTBa, TaK U MpHU
yIpaBIeHUU UMH C y4eTOM TpeOoBaHUI
3aKOHOdaTeNIbCTBa Poccuiickoi
®denepannu 00 oOpaieHUH
JICKapCTBEHHBIX CPEJCTB?

OonpeaACJICHUC KOJIUUYCCTBCHHBIX U

IIyHKT O IIpHUKa3a

Mun3znpasa Poccun
Ne 249u




Ka4eCTBEHHBIX N1aPaMETPOB, B TOM YHCIIE
MaTepHalbHBIX, (UHAHCOBBIX,
MH(POPMAIMOHHBIX, TPYIOBBIX,
HEOOXOIUMBIX JUIS TOTCP KaHUS
MPOIIECCOB CUCTEMBI KaueCTBa U UX
MOHUTOPHUHIa?

obecrieueHne HaceIeHus
KaueCTBEHHBIMH, OE30MMACHBIMU U
3¢ EeKTUBHBIMH JIEKAPCTBEHHBIMU
npenaparamu?

MPUHSITHE MEP, HEOOXOIUMBIX IS
JOCTHKECHHUS 3aTlJIaHUPOBAHHBIX
PE3YNBTATOB M MOCTOSTHHOTO YITyUIICHUS
KauecTBa U3TOTOBJICHUS JICKAPCTBEHHBIX
MPermapaToB ¥ MOBBIIICHUS
MEPCOHATBHON OTBETCTBEHHOCTH
pabOTHUKOB aNTeUHOW OpraHu3aluu?

YTBepKICHBI JIU PYKOBOJUTEIIEM
anTEeYHOU OPraHMU3aLUU C LIEJIbI0
OpraHU3aluy CUCTEMBI KaueCTBa
U3TOTOBJICHUS JICKAPCTBEHHBIX
[Ipenaparos:

MIPUKA3EI U PACTIOPSKEHHS
PYKOBOAMTEIIS alITEUHON OpraHU3aluu
10 OCHOBHOM IEeITEIILHOCTU?

JOKYMEHTBI, pErilaMeHTUPYIOLIHE
HCIIOJIHEHUE IIPOLEyP, B KOTOPBIX
OIMCaH NOPAIOK BBIITOJHEHUS
IIPOU3BO/ICTBEHHBIX ONepanuii?

JOKYMEHTBI, Co/IeprKalue TpeOoBaHus U
METO/Ibl ONIPEACIICHUSI KAYECTBA
M3TOTOBJIEHHOTO JIEKAPCTBEHHOT'O

MYHKT 6 mpuKasza
Mun3znpasa Poccun
Ne 2491




npenapara?

Pa3pabaTbIBalOTCs U CTaHAAPTHBIE
olepalMOHHbIC TIpoLeaAypsI (nanee -
COII) B COOTBETCTBHH C TPEOOBAHHUSIMHU
(bapMakonelHbIX cTaTei u 00IUX
(bapMakonenHbIX cTaTei?

IIyHKT / IpHUKa3a
Mun3znpasa Poccun
Ne 2491

Pernamentupyer nu COII
[IOCJIEI0BATEIbHOCTD AEUCTBUI
(bapMmarieBTHUECKOT0 pabOTHUKA TPU
OCYILIECTBJICHUH U3TOTOBJICHUS, B TOM
YHCIIe B BUJE BHYTPUANTEYHON
3arOTOBKH, YIIaKOBKe U (pacoBKe
JIEKapCTBEHHBIX IPENapaToB, OUUCTKU U
ne3uH(exuun 00opy10BaHus,
CTEepHIN3aLUH Ja00PAaTOPHOI MOCY b,
yOOpKH 1 Je3uH(EKINH TOMEIICHUH,
IIPOBEACHUU MPOBEPKHU TPU
OoOHapyKEeHHU HEeA0OPOKAYECTBEHHBIX,
KOHTpa(aKTHBIX U
(banbcupUIUPOBAHHBIX JIEKAPCTBEHHBIX
CpPEACTB, IPU BEICHUM 3aIUCEH, OTYETOB
U MX XpaHeHus?

IIyHKT / IpHUKa3a

Mun3zapasa Poccun
Ne 249u

Ha3naudeH 1 pykoBOAUTEIEM alITEYHOU
opraHu3aiuy pabOTHUK anTeyHON
OpraHu3alyy, OTBETCTBEHHBIN 3a
BHEAPEHHUE U 00ECTICUeHUE CUCTEMBI
KauecTBa, KOTOPbIN OCYILECTBIISET
MOHHUTOPHHT 3()(HEKTUBHOCTH CUCTEMBI
kauecTBa U akryanusanuto COIl,
MIOJTBEPKICHUE KayecTBa
M3TOTOBJIEHHBIX JIEKAPCTBEHHBIX
IIPENapaToB, a TAKXKE rapaHTUPYET, U4TO

IIyHKT / IpHUKa3a

Mun3znpasa Poccun
Ne 249u




JIEKapCTBEHHBIC MTPpenaparhl
usroroiieHbl cornacao COI (nanee -
OTBETCTBEHHBIH PaOOTHUK anTeYHON
opraHu3zaiiuu)?

9. IToaTBep:kaeT a1 OTBETCTBEHHBIN IIyHKT / IpHUKa3a
pabOTHUK aNTEYHON OpraHu3aIu Munsapasa Poccun
COOTBETCTBUE KaXKJOT0 U3roTOBICHHOTO | Ne 249H
JIEKapCTBEHHOT O Ipernapara
YCTAHOBJICHHBIM TPEOOBAHUAM /10 MX
oTmycka?

10. | CooTBETCTBYET JIM KQ4eCTBO MYHKT 8 mpukasa
M3TOTOBJIEHHOI'O JIEKApPCTBEHHOI'O Munsgpasa Poccun
npemnapara TpeOOBaHUAM Ne 2491
(apMakonelHoi CTaTby M 00X
(bapmakonelHbIX cTaTeil, 1100 B ciryuae
UX OTCYTCTBHUSA - JOKYMEHTaM B 00JIaCTH
KOHTPOJIS] KauecTBa?

11. | YTBepKaeH 1u pyKOBOAUTEIEM nyHKT 9 mpukasa
anTe4YHOI OpraHu3alnuy IaH-rpaduk Munsgpasa Poccun
IIPOBEJIEHUS IEPBUYHOTO U Ne 2491
MOCJIEYIOIIUX UHCTPYKTAXKEHN
pabOTHUKOB Ha 3HAHUE CTAHIAPTHBIX
OIEPALMOHHBIX MPOLEAYP, TPOBOIUMBIX
He pexe 1 paza B ron?

12. | B uensix UCKIIOUCHHS 3arpsi3HEHUS nyHkT 10 npukasa

M3TOTaBJIMBAEMBIX JIEKAPCTBEHHBIX
IpenapaToB:

COOJIOZIAeTCS JIN 3aIpeT Ha MIPUEM
MUY, YIOTpeOIeHUE KUIAKOCTEH,
KypEHHUE B 30HE U3TOTOBJICHHUS
JICKApCTBEHHBIX IPENapaToB?

cO0JII0JAETCS JIM 3alpeT Ha JOMYCK

Mun3zapasa Poccun
Ne 249u




paboTHHKA aNTeYHOI OpraHu3aluy Ipu
HAJIMYMH Y HEro MH(EKIIMOHHBIX
3a00JIeBaHU U IOBPEXICHUI Ha
OTKPBITBIX YYacTKax Tesa K
OCYIIECTBIICHHIO JICTEILHOCTH I10
M3TOTOBJICHUIO JIEKAPCTBEHHBIX
npenapaToB?

B OTHOILICHUH JIEKAPCTBEHHBIX
[IpenapaTos, MPEACTaBIISIOIIUX
MIOBBIIICHHBIA PUCK
MHUKPOOHOJIOTUYECKON KOHTaAMUHALINH,
IIPUMEHSIOTCS JIU 3aLUTHBIE MEPBI
(ne3uHdeKIys pyK, HOIIEHHE MAaCOK),
IIPEAYCMOTPEHHBIE CTAHIAPTHBIMU
OIEPALIMOHHBIMU IIPOLeTypaMu?

13. | IMeroT i1 anTeyHble OpraHu3alun nyHKT 11 npukasa
NOMeIeHus U (MITK) 30HBI, B KOTOPBIX Munsapasa Poccun
OCYUIECTBIISIETCS U3TOTOBJICHUE Ne 249u
JICKApCTBEHHBIX IPENapaToB?

14. | UzroraBinBaroTcs 1M JIEKAPCTBEHHBIE nyHKT 11 npukasa
npenaparsl B IOMEIIEHUAX U 30HaX, Mun3zapasa Poccun
JTOCTYIHBIX TOJIBKO JUIsI paAOOTHUKOB Ne 2491
anTEeYHOW OpraHu3aluy, IepedYeHb
KOTOPBIX ONpPEAEIAeTCs pyKOBOJAUTEIEM
anTeuyHOUN OpraHu3anun?

15. | MzroraBinBaroTcs 1M JIEKAPCTBEHHBIE nyHKT 11 npukasa
IIpernaparsl pa3HbIX JIEKapCTBEHHBIX Munsgpasa Poccun
¢dbopM B pa3HbIX 30HaX? Ne 2491

16. | [lpuruMaroTcs i1 B ciyyae nyHKT 11 npukasa

HEBO3MOXXHOCTHU Pa3/IeleHUs 30H M0
KOHKPETHBIE JICKAPCTBEHHBIE (POPMBI,
npeaycMmorpernsie COII mepsl,

Mun3znpasa Poccun
Ne 249u




MUHHMHU3UPYIOIINE PUCK 3arps3HCHHS
JICKapCTBEHHOTO Iperapara, B TOM
YHCIIe EPEKPECTHOr0?

17. | IIpoextupyrorcs, pa3MemiaroTcs, nyHKT 12 nmpukaza
HCTIOJB3YIOTCS U 00CTYKUBAIOTCS JIH Munsgpasa Poccun
TEXHOJIOTHYECKOe 000pyA0BaHHE, a Ne 2491
TaKXKe U3MEpPUTEIIbHbBIE TPHUOOPHI B
COOTBETCTBHUH C UX IIEJIEBBIM
Ha3HAYEHUEM U PYKOBOJCTBOM I10
HKCIUTyaTaI[H IPOU3BOAUTEINS?

18. | OGecnieunBaeTcst 1M COBOKYITHOCTh nyHKT 12 npukasa
JOKyMEHTOB, B KOTOPBIX (hukcupytorcst | Munsapasa Poccun
(haKThl, UMEOIINE OTHOIIEHUE K Ne 249u
Ka4eCTBY M3TOTAaBIMBAEMOI0
JICKapCTBEHHOT O Ipernapara, B TOM
yucie COIl, unctpykuum,

MPOCIEKUBAEMOCTD IIpoIiecca
M3TOTOBJICHUS JIEKAPCTBEHHOTO
npenapara?

19. | IIpoBoauTCS T B OTHOLICHUHU KOXA0T0 | MyHKT 13 mpukasa
HapyIeHus: TpeOOBaHUH, Munsgpasa Poccun
YCTAHOBIICHHBIX IPUKa30M MunznpaBa | Ne 249u
Poccun Ne 2491, COII, BHyTpeHHsA
IPOBEpPKa C YCTPAaHEHHEM BBISBJICHHBIX
HapylmeHui?

20. | CobOmronatorcs 11 0COOEHHOCTH MyHKTHI 14-53
M3TOTOBIICHUS JIEKAPCTBEHHBIX npukaza MuH3apaBa
npenaparoB U3 (papManeBTUIECKUX Poccun Ne 249u
cyOcTaHImiA?

21. | CobOmronatorcs 11 0COOEHHOCTH MyHKTHI 54-56

HU3TOTOBJICHUS JICKAPCTBCHHBIX
IpenapaToB U3 I'OTOBLIX JICKAPCTBCHHLIX

npukasa MuHspasa
Poccuu Ne 249u




npenapaToB?

22. Cobmogatorcs i TpeOOBaHUS K MyHKTBI 57-82
KOHTPOJIIO KaueCTBa JICKApCTBEHHBIX npukaza MuH3apaBa
npenapaToB? Poccuu Ne 249u

23. | CobmonatoTcst 1 TpeOOBaHUS K CpoKaM | MyHKTHI 83, 84
TOJJTHOCTH Ha M3rOTaBIMBAaEMbIE npukaza MuH3apaBa
JICKapCTBEHHBIE Npenaparhbl? Poccun Ne 249u

24. | CobmoaroTes JIM MpaBuiia OTIYCKa U MYHKTHI 85-95
MapKHUPOBKH JICKAPCTBEHHBIX npukaza MuH3apaBa
npenapaToB? Poccuu Ne 249u

25. | CoOmoiaetces i1 KOHTPOJIb MPH OTIYCKE | MyHKT 96 mpukasza
JIeKapCTBEHHBIX IPErapaToB? Munsgpasa Poccun

Ne 2491

26. | CobGmogaroTcs 11 0COOEHHOCTH nyHKThI 97-119
M3TOTOBJICHUS TOMEOTIaTHUECKUX npukaza MuH3apaBa
JICKapCTBEHHBIX IIPENapaToB? Poccuu Ne 249u

27. | Cobmoaercs 11 MopsA0K nyHkTel 120-119
M3rOTOBIICHUS paanodapManeBTHIeCKuX | mpruka3a MuH3apasa
JICKApCTBEHHBIX IPENapaToB? Poccun Ne 249u

28. | CoGmonatoTcst 11 TpeOOBaHUS K NYHKTHI 3, 4 mpukaza
MOMEUICHUAM U 000PYA0BaHHIO Munsapasa Poccun
MEJIMIIUHCKON OpraHu3alivy, Ne 1218u
peIHa3HAuYCHHBIM JUIsl U3TOTOBIICHUS
panuodapmaneBTHYeCKUX
JICKapCTBEHHBIX IIPENapaToB?

29. | He nomyckaeTcst T4 OJJHOBPEMEHHOE IIyHKT S IIpHUKa3a

M3TOTOBJICHUE PA3THYHBIX
panuodapmaneBTHYeCKUX
JICKaPCTBEHHBIX TPENapaToB B OAHON
paboueii 30He (ropsiuei kamepe,
JaMUHApPHOM 30HE WU MIKady) ¢ eTbIo
UCKITIOYCHHUSI TEPEKPECTHOTO

Mun3znpasa Poccun
Ne 1218u




3arpsA3HEHUs PaIHOAKTUBHBIMHU
BEIIIECTBAMU WUJIU N1E€PEITy THIBAHHS
MaTepHagoB?

30.

Co0mro1atoTcst 1 MPU U3TOTOBJICHUN
panuodapmaneBTHIeCKUX
JICKapCTBEHHBIX MPENAPaTOB:

MEDPBHI 110 IPEIOTBPAIEHHATIO
MEPEKPECTHOM KOHTAMUHAIIUU?

MCPEI 110 3alIUTC 30HbI U3TOTOBJICHUA OT
PaaAuOaKTUBHOI'O 3anH3HeHI/1H?

MYHKT 6 mpukasza
Mun3zapasa Poccun
Ne 12181

31.

N3rorasnuBarorcs a1
panuodapmarneBTHIECKHe
JIeKapCTBEHHBIE MPeTaparsl,
npeHa3HAYCHHbIE [T
MapeHTEepAIbHOTO BBEJICHHS, B
COOTBETCTBUU C TPEOOBAHUSIMHU
roCyJapCTBEHHOM (papmaxore,
NPEIbABISEMBIMU K CTEPHILHOCTH
TaKUX JICKAPCTBEHHBIX IPENapaToB, C
COOJII0JICHHEM, B COOTBETCTBYIOLINX
ClIy4yasiX, aCeNTUYECKUX YCIOBUI
M3TOTOBJICHUS JIEKAPCTBEHHBIX
IPEnapaToB, a TAKXKE C yUeTOM
0COOEHHOCTEH N3rOTOBIICHUS
JICKapCTBEHHBIX (DOPM B aCENTHUECKUX
YCIIOBUSAX B COOTBETCTBHUHU C MPUKA30M
Munsapasa Poccun Ne 24917

MYHKT 7 MpHUKa3a

Mun3znpasa Poccun
Ne 1218u

32.

KonTponupyercs nu ans
panuodapmaneBTHYeCKUX
JIeKapCTBEHHBIX MPENapaTos,
HAIMOJHAEMBIX B aCENTHYECKUX
YCIIOBUSAX, LIEIOCTHOCTh MEMOPaHHBIX

MYHKT 8 mpukasa
Mun3zapasa Poccun
Ne 12181




(GMWIBTPOB, C yUETOM HEOOXOTUMOCTH
o0ecrieyeHus paJualioOHHON
0€30IaCHOCTH U COXpAaHEHHUS
CTEpHJIBHOCTU (PHIIBTPOB?

33. | YakoBbIBaIOTCS JIM U3TOTOBJICHHbIE nyHKT 9 mpukasa
paaunodapManeBTHIECKIE Mun3znpasa Poccun
JIEKapCTBEHHBIE IIpEnaparsl B Ne 1218n
3aBHCHUMOCTH OT (OPMBI U criocoda
MIPUMEHEHHSI JTeKapCTBEHHOT O
npenapara?

34. | MapKupyroTCs I U3TOTOBIICHHBIC nyHkT 10 mpukasa
paaunodapManeBTHIECKIE Mun3znpasa Poccun
JIEKapCTBEHHBIE IIPEnaparsl B Ne 1218n
COOTBETCTBHUU C TPEOOBAHUSAMU OOIIICH
(bapmakornelHoi cTaTbu
roCyJJapCTBEHHOH (papmakornen
"PagnodapmarnieBTuyecKue
JIeKapCTBEHHBIE MPETaparhl.

O®dC.1.11.0001 15"?

35. | CoGmonatoTcst 11 TpeOOBaHUS K nyHKThI 11-17
JOKYMEHTAI[UH CUCTEMbI 00eCTICUeHUs npukaza MuH3apaBa
KauecTBa, MEIUIIUHCKON OpraHu3ally, Poccun Ne 1218n
OCYIIECTBIISIONICH N3rOTOBICHHE
panuodapmaneBTHYECKUX
JICKapCTBEHHBIX IPENapaToB?

36. | OGecrieunBaeT 11 MEAUIIUHCKAS nyHKT 18 nmpukaza

OpraHu3alys UCIPABHOCTh U TOUHOCTb
CPEICTB U3MEPEHMM, IPEYCMOTPEHHBIX
HOPMAaTUBHOM, TEXHUYECKOU
JOKYMEHTAIMEN POU3BOAUTENS U
COOTBETCTBYIOLIUX TPEOOBAHUAM K UX
NOBepKe U (Win) KanuOpOBKe,

Mun3znpasa Poccun
Ne 1218u




IpeIyCMOTPEHHBIMH cTaThsiMu 13 n 18
denepanbHOTO 3aK0Ha 0T 26 utons 2008
roza Ne 102-®3 "O06 obecneueHnu
€AMHCTBA U3MEPEHUI', UCTIOJIb3YEMBIX
IIPY U3TOTOBIICHUU U KOHTPOJIE Ka4eCTBa
JIEKAPCTBEHHBIX MPEMapaToB, a TAKKe
PETYJISIPHOCTD UX TIOBEPKU | (VJTH)
KaJHOpOBKU?

37.

3adukcrupoBaHbl 1 (HAaKTHI TPOBEACHUS
NpOopUIAKTUIECKOTO TEXHUYECKOTO
o0CITy>)KUBaHUs, KaTMOPOBKU U
MIOJIyYECHHBIE Pe3yJIbTaThl B
MEIULUHCKOW OpraHu3aluy, MyTeM
BHECCHMs MH(POPMALIMHU B JKypHaII?

nyHKT 18 nmpukaza
Mun3znpasa Poccun
Ne 12181

38.

OOecnieynBaeT 11 MEIUIIMHCKAs
opranu3zaius ooyueHue paboTHUKOB,
JOJKHOCTHBIE 0053aHHOCTH KOTOPBIX
NperonaraoT npeObIBaHNe B 30HAX
(TTIOMENIeHUSIX) U3TOTOBJICHUS
panuodapmaneBTH4eCKUX
JICKaPCTBEHHBIX MpenaparoB (BKIIIOYAs
TEXHUYECKUU U 00CITYKUBAIOIIUM
NEPCOHAl, a TaKKe paOOTHHKOB,
NPOBOASILINX YOOPKY), IESTEIbHOCTD
KOTOPBIX MOKET OKa3aTh BIMSHUE HA
Ka4ecTBO paano(apManeBTUIeCKUX
JICKapCTBEHHBIX IIPENapaToB?

nyHKT 19 npukasa

Mun3zapasa Poccun
Ne 1218u

39.

HmeroT 1 pabOTHUKH MEAMIIMHCKOM
OpraHu3aluy, OCYyIIECTBIISIONNE
M3rOTOBIICHUE pasnodapManeBTHIeCKUX
JIEKapCTBEHHBIX IIPENApaTOB, HA CBOUX
pabouux MecTax JJOKYMEHTALUIO 110

nyHKT 19 npukaza
Mun3zapasa Poccun
Ne 1218n




M3TOTOBJICHHUIO U 00ECTIEYCHHUIO
Ka4ecTBa pagrodapManeBTHICCKUX
JICKapCTBEHHBIX IPENapaToB?

40.

N3rorasinuBaercs nu
panuodapManeBTHIECKUI
JIEKapCTBEHHBIN IIpenapar 1o
MUCHbMEHHOM 3asBKe pabOTHHKA
MEIULMHCKOW OpraHu3aluy B
COOTBETCTBUH C HA3HAUCHHUEM JIeUaIlero
Bpaua, BHECEHHBIM B MEIUIIMHCKYIO
JOKYMEHTAITUIO TAI[UeHTAa?

nyHkT 20 npukasa
Mun3zapasa Poccun
Ne 1218n

41.

[ToanuceIBaeTcs 1M JOKYMEHT,
MOATBEPKIAOIIUHI, YTO
panuodapManeBTHIECKUi
JIEKapCTBEHHBIH Mpenapar U3roTOBJICH B
COOTBETCTBUU C YTBEPIKACHHON
JOKYMEHTAIMEH 10 U3TOTOBJICHUIO U
00€ecCTeYeHnI0 KayecTBa, pAOOTHUKOM
MEIUIMHCKON OpraHu3aluy,
OTBETCTBEHHBIM 33 U3TOTOBJICHHE
panuodapmaneBTHIECKOr0
JICKapCTBEHHOT O TpenapaTta, u
YUUTBIBACTCSI MEAULUHCKON
OpraHu3aluel B )KypHae W3rOTOBJICHHS
panuodapmaneBTHYeCKUX
JICKapCTBEHHBIX IIPENapaToB?

NyHKT 21 nmpukaza
Mun3zapasa Poccun
Ne 12181

42.

[ToxBepraroTcs 1 Bce U3rOTOBJICHHBIE
panuodapmarneBTHIECKHe
JIeKapCTBEHHBIE MPenapaTbl KOHTPOIIIO
IIPU OTITyCKE paOOTHUKOM MEIUIIMHCKOM
OpraHu3aIuy, IpU KOTOPOM
IPOBEPSAIOTCS:

MYHKT 22 mpuKasa

Mun3znpasa Poccun
Ne 1218u




yIaKOBKa JIEKAPCTBEHHOT O IIperapara Ha
COOTBETCTBUE TPEOOBAHUAM
JTOKyMEHTAIH, YTBEP)KICHHON
MEIUIMHCKON OpraHu3aluei,
yKa3aHHOH B myHKTe 12 mpukasa
Mumnsznpasa Poccuu Ne 1218n?

PEKBU3UTHI 3a1BKH MEIULIUHCKON
OpraHu3alluy Ha U3TOTOBJICHUE
panuodapmaneBTHIECKOT0
JIEKapCTBEHHOT O Tpernapara, Ha
COOTBETCTBUE CBEJCHUSM, YKa3aHHBIM
Ha YIaKOBKE M3TOTOBJIEHHOTO
panuodapmaneBTHIECKOTO
JICKapCTBEHHOT' O IpenapaTa?

MapKHUpOBKa paanodapManeBTHIecKoro
JIEKapCTBEHHOTO TpernapaTa Ha
COOTBETCTBHUE TPEOOBaHUSIM OOIIEH
(bapmakornenHoii cTaTbu
roCyJJapCTBEHHOH (papmakornen
"PagnodapmarieBTuyecKue
nexapcTBeHHble npenaparsl. ODC.
1.11.0001.15"?

43. | Otmyckaercs 11 IPU BBISBIICHUH MYHKT 22 TpuKasa
HECOOTBETCTBUS TpeOOBaHUAM KOHTpOJIs | Mun3apasa Poccun
IIPU OTIyCKE U3TOTOBJICHHBIN Ne 1218n
panuodapManeBTHIeCKUI
JICKapCTBEHHBIH npenapar?

44. | Hecer nu pyKOBOJMTENb MEAUIIMHCKONW | MyHKT 23 MpHKa3a

OpraHu3aluy U PaOOTHUK MEIUIIMHCKON
OpTaHu3alK, OTBETCTBEHHBIH 3a
M3TOTOBJICHUE
panuodapmManeBTHIECKOrO

Mun3znpasa Poccun
Ne 1218u




JICKapCTBEHHOTO Tpenapara,
OTBETCTBEHHOCTb 33 KaUeCTBO
M3TOTOBJIEHHOT'O
panuodapmaneBTHIECKOro
JICKapCTBEHHOT' 0 IpenapaTa?

45. | CoGmronatorcst 11 TpeOOBaHUA K MYHKT 24 npukaza
XpaHEHHUIO paguodapMaIeBTHIECKUX Munsapasa Poccun
JIEKapCTBEHHBIX IIPENapaToB, Ne 1218n
M3TOTOBJICHHBIX B MEAUITUHCKON
OpTraHu3aIIn?

46. | TpancOpTHPYIOTCS JIn MyHKT 25 mpukasa
panuodapmaleBTHIECKHe Munsapasa Poccun
JIEKapCTBEHHBIE IIPEnaparsl B Ne 1218n

COOTBETCTBUH C TPEOOBAaHUSIMHU B
obsacT obecnieueHus paJAuaiOHHON
Oe3omacHoCTU?

4. Buj KOHTPOJILHOTO (HaJI30pHOT0) MEPOIIPUSITHS:

5. Jlata 3anonHeHus IpOBEPOUHOrO JIUCTA!

6. OOBEKT rocyIapCTBEHHOTO KOHTPOJIS (Ha30pa), B OTHOLICHUH KOTOPOTO POBOAMTCS KOHTPOJIbHOE (HAI30pHOE) MEPOTIPHATHE:

7. ®ammnmsa, uMs W oTdecTBO (MPH HANMYMM) TPAKIAaHWHA WIM WHIUBHIYAIBHOTO MPEIIPHHAMATENS], €r0 HICHTU(PHKALUOHHBI HOMEp
HAJIOTOIUIATEeNbIUKa ¥ (MJIM) OCHOBHOW TOCYJapCTBEHHBIH pPErHCTPAIMOHHBIH HOMEpP WHAMBUAYaIbHOTO NPEANPUHUMATENS, aIpec pPerucTpaluu
rpaKJIaHUHA WM WHAUBUAYAIBHOTO MPEANPHHUMATEIS, HAMMEHOBAaHHE IOPUIMYECKOTO JIMIA, €ro WACHTH(OUKAIIMOHHBIH HOMEp HaJOromaTenbiiuka u (Him)
OCHOBHOM TI'OCYJAapCTBEHHBI PETUCTPALMOHHBIM HOMED, aIpec IOPUAMYECKOro JIMLA B IpelesaaX MeCTa HaXOXKICHHs HOPUAMYECKOrO JIMLA, SBIIIOLINXCS
KOHTPOJIMPYEMBIMU JIMLIAMMU:

8. Mecto (MecTa) mpoBeeHUS] KOHTPOIBHOTO (HaA30pHOT0) MEPOIPHUSTHUS C 3aIIOJTHEHHEM IIPOBEPOYHOTO JIHCTA:
9. PexkBH3UTBHI pelICHHS KOHTPOJBHOTO (HAJ30pHOr0) OpraHa O TIPOBEACHHHM KOHTPOJIBHOTO (HAA30PHOT0) MEpOINPHATHS, IOANUCAHHOTO
YIIOJIHOMOYEHHBIM JIOJDKHOCTHBIM JIMLIOM KOHTPOJIBHOTO (HaJ30PHOT0) OpraHa:




10. YuerHbIii HOMEp KOHTPOJIBHOTO (HaJ30pHOT0) MEPOTIPHSTHSL:

11. JlomkHOCTh, (aMWIIMs ¥ WHHLHUAIBI JOJHDKHOCTHOTO JIMIA KOHTPOJIBHOTO (HAJ30pHOr0) OpraHa, B JOJDKHOCTHBIE OOSI3aHHOCTH KOTOpPOTO B
COOTBETCTBUU C ITOJIOKEHUEM O BUIE KOHTPOJIS, JOJDKHOCTHBIM PETIIAMEHTOM WM JOJKHOCTHOW MHCTPYKLMEW BXOAMUT OCYIIECTBICHUE IOJHOMOYUU II0
BUJy KOHTPOJsS, B TOM 4YHCJE IPOBEJACHUEC KOHTPOJIbHBIX (HAJ30PHBIX) MEPONPHUSATHH, TPOBOMISIIEIO KOHTPOJIBbHOE (HAJA30pPHOE) MEpOIpHSATHE |
3aM0JIHAOIIET 0 IIPOBEPOYHBIN JIUCT:

12. Toamucu AOJKHOCTHBIX JIMI] KOHTPOJIBHOTO (HaA30pHOT0) OpraHa, y4aCTBYIOIIUX B MIPOBEACHUN KOHTPOJIBHOTO (HaJ30pPHOT0) MEPOIIPUSITHUSI:

(momxHOCTH, (haMIJIUU U WHUIIAATIBI)

13. TMoamuch PyKOBOAMTENS TPYMIBI JOJDKHOCTHBIX JIMI[ KOHTPOJBHOrO (HAI30PHOT0) OpraHa, y4YacTBYIOIIUX B IPOBEACHHH KOHTPOJIBHOTO
(HaA30pPHOTO) MEPONIPHSITHUS:

(TOKHOCTD, (haMIITUSL U MHUIHATIBI)

IIpuioxenne Ne 6

K npukazy @PenepajbHoil C1yKObI

110 HA/130pYy B c(epe 34paBOOXpaHEHHUS
ot 02.12.2025 Ne 5803

®opma

QR-xox

IIpoBepo4HbI JIHCT
(CIIHCOK KOHTPOJIbHBIX BONIPOCOB, 0TBETHI HA KOTOPbIE CBHAETEJBCTBYIOT 0 COOJIIOICHUH WJIHM HeCO0II0JeHUH KOHTPOJINPYeMbIM JIMLIOM
00s13aTeJbHBIX TPeOOBaHMii), HCMOJIb3yeMblii DenepaabHOil cIy:k00i M0 Haa30pY B cdepe 3IPABOOXPAHEHNS H €€ TEPPUTOPHATBLHBIMH OPraHaAMHU
NPH OCYIIeCTBJIEHUH (peepaTbHOro rocyAapcTBEHHOr0 KOHTPOJIsi (Hai30pa) B cepe oOpamieHusi JeKapCTBEHHBIX CPEICTB /ISl METHIIMHCKOTO
npuMeHeHns (YyCTaHOBJIEHHE PON3BOAUTEISIMH JeKAPCTBEHHBIX NMPENapaToB eH HA JIEKAPCTBEHHbIE MPeNapaThl, BKIOYEeHHbIE B MlepeYeHb



JKH3HEHHO He00XOANMbIX M Ba:KHEHIIINX JIeKapCTBEHHBIX MPENapaToB)

1. HaumeHoBaHue BuIa KOHTPOIs (Haa30pa), BKIIIOYEHHOTO B €MHBIN peecTp BUIOB (heaepasbHOro TOCy1apCTBEHHOTO KOHTPOMs (Han3opa):

2. HanmeHOBaHME KOHTPOJILHOTO (HAI30pHOT0) OpraHa U peKBU3UThI HOPMATUBHOTO MIPABOBOT'O aKTa 00 YTBEPKICHUU (POPMBI IPOBEPOYHOTO JIUCTA!

3. CrucoK KOHTPOJIBHBIX BOIIPOCOB, OTPAKAIOIIMX COJAEP)KaHUE 00s3aTeIbHBIX TPEOOBAHUHM, OTBETH Ha KOTOPBIE CBUACTENBCTBYIOT O COOJIOICHUH
WJIA HECOOIIOZICHUU KOHTPOJIMPYEMBIM JIMLIOM 00513aTENIbHBIX TPEOOBAHUIA:




[Mpuxa3z dexepanbHON CIyKOBI 110 HaA30py B chepe 3apaBooxpaneHus ot 2 nekadps 2025 r. Ne 5803 "O06 yrBepkaeHHN HOPM MPOBEPOUHBIX JHCTOB (CIIHCKOB KOHTPOJIBHBIX BOIPOCOB, OTBETHI HA KOTOPBIE CBUICTENILCTBYIOT O COOIOICHUH UITH HECOOFOICHHH . . .

Ne
n/n

Crucok KOHTPOJIBHBIX BOIIPOCOB,
OTPaXKAIOIIUX CO/EPIKaHUE
00s13aTeNbHBIX TpeOOBaHUN

PexBU3UTHI
HOPMAaTHBHBIX
MIPABOBBIX AKTOB, C
yKa3aHUEM UX
CTPYKTYPHBIX
€MHUL, KOTOPBIMU
YCTaHOBJICHBI
00s13aTEIbHEIE
TpeboBaHUs

OtBeTHI HA BOIIPOCKHI, COACPKAIINCCA B Crucke KOHTPOJIBHBIX BOIIPOCOB

Opra"u3anus ONTOBOM
TOPIOBJIM JIEKAPCTBEHHBIMU
CpPEACTBAMHM ISl
MEIUIMHCKOTO MPUMEHEHHUS

O

anrexa,
OCYIICCTBIISIONIAsI
PO3HUYHYIO
TOPTOBIIIO (OTITYCK)
JIEKapCTBEHHBIX
npenaparos
HACEJICHUIO

anTeka Kak
CTPYKTYpHOE

MoJpa3/ieJICHUE
MEIUIIUHCKOU
OpraHu3anuu

aIlTeYHbIU ITYHKT, B
TOM YHCJIC KaK
CTPYKTYpHOE
MoJpa3/icJICHUE
MEIUIIUHCKOU
OpraHu3anuu

O

VMH/IMBU1yaJIbHbIN
MpeIPUHUMATEIb

MEIUIMHCKUE OpraHU3aluu, B

TOM YHCJIC U UX

000c00JIEHHBIE

nojApasaeneHus,

PaCIIOJIOKEHHBIE B CEIILCKUX
HACEJICHHBIX ITYHKTaX, B
KOTOPBIX OTCYTCTBYIOT
anTe4YHble OpraHu3aluu

Ja HET HCTIPUMCHU

MO

Ja

HET HCTIPUMCHU
MO

a HET

HCTIPUMCHUM

0

[Ipumeyanu
e

denepanbusblii 3akoH ot 12 anperns 2010 1. Ne 61-D3 "O6 obpamiennu nekapcTBeHHbIX cpeacTs” (nanee - Genepanbhblil 3akoH ot 12.04.2010 Ne 61-D3);
[TpaBuna BeeHHsI TOCYJAPCTBEHHOTO peecTpa MpeaebHbIX OTIYCKHBIX 1IEH IPOU3BOIUTENCH Ha JIEKapCTBEHHBIE MpEenapaThl, BKIIOUCHHbIE B IEPEYEeHb )KU3HEHHO HEOOXO0AUMBIX U

BOXHEWIINX JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO MPUMEHEHHS, YTBEPKACHHbIEe TocTaHoBIeHHEeM [IpaButenscTBa Poccuiickoit @enepanuu ot 8 anpens 2025 roga Ne 462 "O
rOCyJJapCTBEHHOM PEryJIMPOBAaHUH LIEH Ha JIEKAPCTBEHHBIE NIPEapaThl, BKIIOUYEHHBIC B IEPEUCHb KU3HEHHO HEOOXOMMBIX M BaKHEHIITNX JIEKAPCTBEHHBIX MPENapaToB AT

MenuiHcKoro npumenenus” (neictBy# no 1 cenrsopst 2031 r.) (manee - [IpaBuia BeieHHs TOCYIaPCTBEHHOTO peecTpa MPeIeIbHBIX OTIYCKHBIX LICH)

JICKaPCTBEHHBIX MPETapaToB,
BKJIFOUCHHBIX B IEPEYCHb KHU3HEHHO
HEOOXOIMMBIX M BaKHEHIITHX
JIEKapCTBEHHBIX MPENapaToB, KOTOPHIC
MPOU3BOAMTEIH JICKAPCTBEHHBIX
NpernapaTroB OTITYCKAIOT
(peaTM30BBIBAIOT) 10 IICHAM,
NPEBBILIAONINM 3aPETUCTPHUPOBAHHBIC
WU TIePEPETUCTPUPOBAHHBIC
npe/ebHbIC OTIYCKHBIC IEHBI Ha
JIEKapCTBEHHBIC IPENaparhl C y4eTOM
HaJIora Ha JOOaBJICHHYIO CTOUMOCTh?

1. CoOmroiaeTes M 3arpeT Ha peaqu3aiuio | MyHKT 8 ctatbu 61
U OTIYCK JIEKapCTBEHHBIX IPENapaToB, denepanbHOrO
BKJIFOUEHHBIX B [IEPEUEHB )KU3HEHHO 3akoHa ot 12.04.2010
HEOOXOIMMBIX M BaKHEHIITHX Ne 61-03
JIEKapCTBEHHBIX IPENapaToB, Ha
KOTOPBIE POU3BOIUTEISIMU
JIEKapCTBEHHBIX IPENapaToB HE
3aperucTpupoBaHa mpeenbHast
OTITyCKHAs IieHa?

2. CoOmroiaeTes M 3arpeT Ha peanu3aiuio | MyHKT 8 ctatbu 61

®enepanbHOro
3akona ot 12.04.2010
Ne 61-®3
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[Mpuxa3z dexepanbHON CIyKOBI 110 HaA30py B chepe 3apaBooxpaneHus ot 2 nekadps 2025 r. Ne 5803 "O06 yrBepkaeHHN HOPM MPOBEPOUHBIX JHCTOB (CIIHCKOB KOHTPOJIBHBIX BOIPOCOB, OTBETHI HA KOTOPBIE CBUICTENILCTBYIOT O COOIOICHUH UITH HECOOFOICHHH . . .

3. ConepKHT T TOCYJApCTBEHHBIN peecTp | MyHKTHI 2, 4, 6-8, 14
MpEIeNbHBIX OTITYCKHBIX LIEH [TpaBun BeneHus
MIPOM3BOIUTENECH Ha JIEKapCTBEHHBIE rOCyJJapCTBEHHOT O
npenaparsl, BKJIIOUYEHHbIE B TIEpeUeHb peecTpa mpeaenbHbIX
KU3HEHHO HEOOXOMMBIX M BOKHEHITNX | OTITYCKHBIX IIEH
JICKapCTBEHHBIX MPENapaToB, CBEACHUS O | MyHKTHI 1, 2 cTaThu
3apEruCTPUPOBAHHBIX WIH 62 denepalbHOTO
MepepPerucTpUPOBAHHBIX MTPEACIbHBIX 3akoHa ot 12.04.2010
OTITyCKHBIX IIeHax npousBoaureneii Ha | Ne 61-D3
JIeKapCTBEHHBIE MPeTaparsl,

BKJIIOYEHHBIE B IIEpPEUEHb KU3HEHHO
HEOOXOIMMBIX M BaKHEHIITNX
JICKapCTBEHHBIX PENapaToB?

4. Pasmeraercs nmu nadopmarus o nmyHKT 15 IIpaBun
3aperUCTPUPOBAHHBIX WU BEJICHUS
NepeperucTpUPOBAHHBIX MPEACTbHBIX rOCyJJapCTBEHHOT O
OTIYCKHBIX IIEHAX B alITEUHBIX peecTpa mpeaenbHbIX
OpraHu3aIsaX B JIOCTYIHOM Ui BCEX OTITyCKHBIX IIeH
3aWHTEPECOBAaHHBIX JUII (hopMe ¢ yueToM
IPYNIIAPOBKU MO MEXTyHAPOIHBIM
HENaTeHTOBAHHBIM HAMMEHOBAHUSAM
JICKapCTBEHHBIX IPENapaToB?
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[Mpuxa3z dexepanbHOU CIIyKOBI 10 HAA30py B chepe 3apaBooxpaHeHus ot 2 nekadps 2025 r. Ne 5803 "O6 ytBepkaeHH (HOPM IPOBEPOUHBIX JHUCTOB (CIHCKOB KOHTPOJIBHBIX. ..

4. Buj KOHTPOJILHOTO (HaJI30pHOT0) MEPOIPUSTHS:

5. JlaTa 3anonHeHus IPOBEPOUHOrO JIUCTA!

6. OOBEKT rocyIapCTBEHHOTO KOHTPOJIS (Ha30pa), B OTHOLICHUH KOTOPOTO POBOAMTCS KOHTPOJIbHOE (HAI30pHOE) MEPOTIPHATHE:

7. ®ammnmsg, uMs W oTdecTBO (MPH HANMYMM) TPAKIAHWHA WIM WHIUBHIYAIBHOTO MPEIIPUHAMATENS, €r0 HICHTU(PHKALUOHHBI HOMEp
HaJIOTOIUIATEeNbIUKa ¥ (MJM) OCHOBHOW TOCYJapCTBEHHBIH pPErHCTPAlMOHHBIH HOMEpP WHAMBUAYaIbHOTO NPEANPUHUMATENS, aIpec pPerucTpaluu
rpakKJIaHUHA WM WHAUBUAYATBHOTO MPEANPHHUMATENS, HAUMEHOBAaHHE IOPUIMYECKOTO JIHIA, €ro WACHTH(OUKAIIMOHHBII HOMEp HaJOromaTeibiinka u (Him)
OCHOBHOM TI'OCYJAapCTBEHHBI PETUCTPALMOHHBIM HOMED, aIpeC IOPUAMYECKOro JIMLA B IpelesaaX MeCTa HaXOXKICHMs HOPUAMYECKOrO JIMLA, SBIIIOLINXCS
KOHTPOJIMPYEMBIMU JIMLIAMMU:

8. Mecto (MecTa) mpoBeeHUS] KOHTPOJIBHOTO (HaA30pPHOT0) MEPOIIPHUSITHUS C 3aII0JTHEHHEM IIPOBEPOYHOTO JIHCTA:

9. PekBH3UTBHI pelICHHS KOHTPOJBHOTO (HAJ30PHOr0) OpraHa O TIPOBEACHHHM KOHTPOJIBHOTO (HAA30PHOT0) MEpOINPHATHUS, IOANUCAHHOTO
YIIOJIHOMOYEHHBIM JIOJDKHOCTHBIM JIMLIOM KOHTPOJBHOTO (HaJ30PHOT0) OpraHa:

10. YuerHbIii HOMEP KOHTPOJIIBHOTO (Ha/J30pPHOT0) MEPOIIPHSTHSL:

11. JlomkHOCTh, (aMUIIMs M WHHUIUAIBI JTOJDKHOCTHOTO JIMIA KOHTPOJILHOTO (HAJ30pHOr0) OpraHa, B JOJDKHOCTHBIE OOS3aHHOCTH KOTOPOTO B
COOTBETCTBUU C TOJIOKEHHEM O BHJEC KOHTPOJIS, NOJDKHOCTHBIM PErjaMEHTOM HIIM JIOJDKHOCTHOW MHCTPYKIIMEH BXOJUT OCYHIECTBJICHHE MOJHOMOYUH MO
BUJIy KOHTPOJsS, B TOM 4YHCJE IPOBEACHUE KOHTPOJIbHBIX (HAJ30PHBIX) MEPONPHUATUI, MPOBOMISIIEIO KOHTPOJIBbHOE (HAJA30pPHOE) MEpOIpUsATHE U
3aIOJTHSIONIETO IIPOBEPOYHBII JIHCT:

12. Toanucu AOJKHOCTHBIX JIMI] KOHTPOJIBHOTO (HAA30pHOT0) OpraHa, y4acTBYIOIIUX B MIPOBEACHUN KOHTPOJIBHOTO (HaJ30PHOT0) MEPOIPUSTHUSI:

(TOIDKHOCTH, (haMUIIMU ¥ MHHIHAIIBI)
13. Tloamuch PyKOBOAMTENS TPYMIBI JOJDKHOCTHBIX JIMI] KOHTPOJBHOrO (HAA30PHOT0) OpraHa, y4YacTBYIOIIUX B IPOBEACHHH KOHTPOJIBHOTO
(HaJ30pHOT0) MEPOTIPHSITHS:

(TOJHKHOCTD, (PaMIITUSI U MHULHATIBI)

Ipunaoxenne Ne 7
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[Mpuxa3z dexepanbHOU CIIyKOBI 10 HAA30py B chepe 3apaBooxpaHeHus ot 2 nekadps 2025 r. Ne 5803 "O6 ytBepkaeHH (HOPM IPOBEPOUHBIX JHUCTOB (CIHCKOB KOHTPOJIBHBIX. ..

K npukasy PeaepajbHoil C1yKObI
110 HA/JA30pYy B c(epe 3ApaBOOXpPaHEHHS
ot 02.12.2025 Ne 5803

®opma

QR-xox

IIpoBepo4HbIii JIHCT
(CIIHCOK KOHTPOJIbHBIX BONIPOCOB, 0TBETHI HA KOTOPbIE CBHAETEJBCTBYIOT 0 COOJIIOICHUH WJIHM HeCO0II0JeHUH KOHTPOJINPYeMbIM JIMLIOM
00s13aTeJbHBIX TPeOOBaHMii), HCMOJIb3yeMblii DenepabHOIl cIy:k00i M0 Haa30pY B cepe 31PABOOXPAHEHNS H €€ TEPPUTOPHATBLHBIMH OPraHaAMHU
NPH OCYIIeCTBJIEHUH (peepaTbLHOro rocyAapcTBEHHOr0 KOHTPOJIsi (Hai30pa) B cepe oOpameHusi JeKapCTBEHHBIX CPEICTB /ISl METHIIMHCKOTO
npuMeHenus (codJ0ieHne JHIIEH3HOHHBIX TPeGOBAHHUIT K 0CYIIECTBJIEHHIO (papMalleBTHYECKOi 1esATeILHOCTH)

1. HaumeHnoBanue Bua KOHTPoIs (Haa30pa), BKIIOYEHHOTO B €AMHBIN peecTp BUIOB (heaepaibHOro ToCy1apCTBEHHOTO KOHTPOIs (Han3opa):

2. HanmeHoBaHME KOHTPOJIBHOTO (HA/I30pHOT0) OpraHa U peKBU3UThI HOPMATUBHOTO MIPABOBOT'0 aKTa 00 YTBEPkKICHUU (POPMBI IPOBEPOYHOTO JIUCTA!

3. CrucoK KOHTPOJIBHBIX BOIIPOCOB, OTPAKAIOIIMX COAEP)KaHUE 00s3aTeIbHBIX TPEOOBAHUHM, OTBETH Ha KOTOPBIE CBUACTENLCTBYIOT O COOJIOACHUH
WJIA HECOOIIOZICHUU KOHTPOJIUPYEMBIM JIMLIOM 00513aTEIbHBIX TPEOOBAHUIA:
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Ne Cnucok KOHTPOJIBHBIX BOIIPOCOB, PexBu3uThI OTtBeThl Ha BONPOCHI, coaepskaiuecs B CuCKe KOHTPOJIbHBIX BOIPOCOB [Ipumeuanu
n/n OTPaXKAIOIIUX COJCPKAHKE HOPMAaTUBHBIX OpTraHM3aIus ONMTOBOU anTeka, MEJIMIIUHCKUE OpTaHU3aIlNH, B e
00s13aTeIbHBIX TPeOOBAHMIA MIPABOBBIX AKTOB, C TOPTOBJIU JIEKAPCTBEHHBIMU |—_-| OCYILECTBIISAIONIAs TOM YHCJIC B UX
yKa3aHHEM UX CpeACTBaMU IS PO3HUYHYIO 000c00JIeHHBIE
CTPYKTYPHBIX MEJIMLUHCKOTO MPUMEHEHUS TOProBJIIO (OTITYCK) nojApasaeneHus,
€MHUL, KOTOPBIMU JIEKapCTBEHHBIX PaCIOJIOKEHHBIE B CEIbCKUX
YCTaHOBJICHBI MpernapaToB HACEJICHHBIX MTyHKTaX, B
00s13aTeNIbHBIC HACCJICHUIO KOTOPBIX OTCYTCTBYIOT
TpeboBaHUs arTeka Kak anTe4YHbIe OpraHu3aluu
|—_-| CTPYKTYpHOE
nojapaszesieHue
MEIUIIUHCKOU
OpraHu3aluu
|___| aIlTeYHbIU ITYHKT, B
TOM YHCIIC KaK
CTPYKTYpHOE
nojapaszesieHue
MEIUIIUHCKOU
OpraHu3aluu
|___| WHIUBUAYATHHBIN
peaAnpuHIMATENh

Ja HET HCTIPUMCHU Ja HET HCTIPUMCHU Ja HET HCTIPUMCHUM
MO MO 0

denepanbusblii 3akoH ot 12 anperns 2010 1. Ne 61-D3 "O6 obpamiennu nekapcTBeHHbIX cpeacTs” (nanee - Genepanbhblil 3akoH ot 12.04.2010 Ne 61-D3);

denepanbusblii 3akoH 0T 4 Mas 2011 . Ne 99-@3 "O nuiieH3upoBaHUH OTACIBHBIX BUIOB JAesiTeabHOCTH  (nanee - @enepanbHbiii 3akoH ot 04.05.2011 Ne 99-03);

[MonoxxeHue o IMIEH3UPOBAHUU (PapMaleBTHYECKOM ACATEILHOCTH, YTBEP)KACHHOE ocTaHoBieHreM [IpaBurensctBa Poccuiickoii @enepanun ot 31 mapra 2022 r. Ne 547 (neiictByeT 10
1 cents0psa 2028 r.) (nanee - [Tonoxxenue Ne 547); [IpaBuia XpaHeHHUs JICKAPCTBEHHBIX CPEJICTB Il MEAMIIMHCKOTO IPUMEHEHUS], YTBEPKICHHBIC IIPHUKa30M MUHHCTEPCTBA
3apaBooxpanenus Poccuiickoii denepanun ot 29 anpens 2025 r. Ne 260n (3apeructpupoan MunuctepctBom roctunmu Poccuiickoit @eneparmu 2 wronst 2025 r., perucTpaioHHbIH
Ne 82490) (metictByer no 1 centsopst 2031 r.) (nanee - [IpaBuna xpanenust); [IpaBuia HauIexKaen anTeyHON MPAKTHKU JISKAPCTBEHHBIX NIPENapaToB il MEJUIIMHCKOTO TPUMEHEHUS,
yTBEpKACHHbBIE TPHUKa3oM MuHuCTepcTBa 3npaBooxpaneHus Poccuiickoit @enepannu ot 29 anpens 2025 r. Ne 2591 (3apeructpupoBan MuHHCTEpCTBOM I0CTHIMU Poccuiickoit
®deneparun 30 mast 2025 1., peructpannonnsiii Ne 82462) (neiictByert 10 1 centsops 2031 r.) (manee - [IpaBuia Haiexkaniei anteuyHo npaktuku); Pemenne Coera EBpasuiickoit
sKoHOMHUECKOU Komuccuu oT 3 Hoa0ps 2016 r. Ne 80 "OO yrBepkaenuu [IpaBui Haanexaeid TuCTpUOBIOTOPCKOM MPAKTUKU B paMKax EBpa3uiickoro 3KOHOMHYECKOT0 coo3a”
(Bctynuiio B cuity i Poccuiickoii @eneparnun 6 mas 2017 r. SBnsercs o6s3aTensHbM 1711 Poccniickoit @enepanuu B coorBeTcTBUU ¢ JJoroBopom o EBpa3zuiickoM 3KOHOMHYECKOM
corose ot 29 mas 2014 r., patuduuupoBanabiM OenepanbHbiM 3ak0HOM 0T 3 OKTsA0ps 2014 1. Ne 279-03 "O parudukanuu qorosopa o EBpazuiickoM 5KOHOMHUUECKOM coro3e”,
BCTynuBIIeM B cuity i Poccuiickoit @enepanuu ¢ 1 saBaps 2015 r.) (nanee - [IpaBuia Hauiexaiei JucTpuObIOTOPCKO MpakTuky); pacnopsokenue [IpaButenscrBa Poccuiickoi
®enepanun ot 12 oktsa0pst 2019 r. Ne 2406-p (nanee - pacnopsoxerne Ne 2406-p); npukaz MunucrepcTsa 3apaBooxpanenus Poccuiickoit ®deneparyu ot 1 centsiopst 2023 r. Ne 4591 "O6
YTBEPKACHUH NEPEUHs JICKApCTBEHHBIX CPEJICTB U1l MEAMLIUMHCKOTO MIPUMEHEHHSI, TIOAJISKAIIUX IPEIMETHO-KOJIMYECTBEHHOMY yueTy' (3apeructpupoBaH MUHHUCTEPCTBOM IOCTUIIHH
Poccwuiickoit @enepannu 2 oktsiopst 2023 r., perucrpaunonusiit Ne 75422) (nevictyer 1o 1 centsaops 2030 r.) (nanee - [lepedyeHs ekapCTBEHHBIX CPEJICTB); IpUKa3 MUHHCTEPCTBA
3apaBooxpaneHust Poccuiickoit @enepanuuu ot 17 utons 2013 r. Ne 3781 "O0 yTBepkIeHUN PaBUIJI PETUCTPAIIMU ONIepaliii, CBSI3aHHBIX C 0OpallleHueM JIEKapCTBEHHBIX CPEACTB s
MEJUIUHCKOTO MPUMEHEHHS], BKJIIOUEHHBIX B IIEPEYCHb JIEKAPCTBEHHBIX CPEICTB JJISI MEIUIIMHCKOTO IPUMEHEHUS, MO ISKAIUX TPEIMETHO-KOJINYECTBEHHOMY YU€TY, B CIIELHAIbHBIX
KypHaJlaX yueTa orepalyii, CBsI3aHHbIX C 0OpalleHHeM JEKapCTBEHHBIX CPEACTB I MEIUIIMHCKOTO IPUMEHEHUS, ¥ IPAaBUJI BEJICHUS U XPAHEHUS CIICIMATIBHBIX KYPHAJIOB yueTa
oTiepalyii, CBSI3aHHBIX C 0OpAIIEHUEeM JIEKapCTBEHHBIX CPEJICTB JJIsl MEAUIIMHCKOTO IpUMEeHeHHs" (3apeructpupoBad MunncTepcTBOM foctuinn Poccuiickoit @enepanuu 15 aBrycra
2013 r., peructpanuonsslii Ne 29404) ¢ n3MeHeHUsIMH, BHECEHHBIMU TTPHKa30M MuHHCTEpCTBa 3apaBooxpanenus Poccuiickoit @eneparmu ot 31 okrsiopst 2017 r. Ne 882n
(3apeructpupoBan MunucrepctBoM roctuiu Poccuiickoit denepanun 9 suBapst 2018 r., perucrparmonnsiii Ne 49561), npukazom MunncTepcTBa 3apaBooxpanenus Poccuiickoit
®enepanuu ot 5 anpens 2018 r. Ne 149w (3apeructpupoBan MunucrepctBoM rocturn Poccuiickoii @enepanun 3 mast 2018 r., perucrpammonnsiii Ne 50961) (nanee - npukas
Munznpasa Poccun Ne 378H); npuka3 MunuctepcrBa 31paBooxpanenus Poccuiickoit @enepannu ot 7 mapra 2025 r. Ne 1001 "O0 yTBepkaenuu [IpaBui oTmycka JieKapCTBEHHBIX
IpernapaToB s MEAULIUHCKOTO IPUMEHEHUs allTEYHBIMHI OpTraHU3aLUsAMH, HHANBUYIbHBIMH MIPEPUHUMATEISIMU, UMEIOLIMMH JIMLIEH3UIO Ha OCYIIECTBIEHUE (papMalieBTHUeCcKOi
NeSITeIbHOCTH, MEAULIMHCKUMH OPTaHU3AIUSIMH, UMEIOIIUMHU JIMIIEH3HIO Ha OCYIIeCTBICHHE (hapMalleBTUYECKOM IESTEIbHOCTH, U X 000COOIEHHBIMU MOPa3IeICHUSIMH,
pAacIIOIOKEHHBIMU B CEIbCKUX HACEIEHHBIX IMYHKTAX, B KOTOPBIX OTCYTCTBYIOT anTeuHble opranu3amnuu, [IpaBui oTmycka HApKOTHYECKUX CPEJICTB M IMICUXOTPOITHBIX BEIIECTB,
3aperuCTPUPOBAHHBIX B KAYECTBE JIEKAPCTBEHHBIX MPENapaToB sl MEJUIIMHCKOTO MPUMEHEHHs], JJIEKAPCTBEHHBIX MPEenapaToB il MEIUIIMHCKOIO MPUMEHEHUs], COJIepKaIlnuX




HapKOTHUYECKUE CPEJICTBA U NICUXOTPOITHBIE BemecTBa, [lopsaka oTmycka rpaxaaHaM anTedHbIMUA OPTaHU3aMsAMA UMMYHOOHOJIOT MUECKUX JIEKAPCTBEHHBIX MPENapaToB s
UMMyHONpoduiIakTuku' (3aperucTpupoBan MunucrepcTBoM roctuiiun Poccuiickoit denepanun 9 anpens 2025 r., perucrpanuonssiii Ne 81789) (neiictByer no 1 centsiops 2031 r.)
(manee - mpuka3 Munsnpasa Poccun Ne 100n); npukaz MunucrepctBa 3apaBooxpanenus Poccuiickort denepanuu ot 22 mast 2023 r. Ne 2491 "O0 yTBepKICHUHU MPABUIT U3TOTOBJICHUS U
OTITyCKa JICKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO MPUMEHEHHS allTeYHBIMU OPraHU3aIMAME, UMCIOLIMMU JIMLICH3UIO Ha (apMaleBTUYECKYIO ACATSILHOCTD" (3aperucTpupoBaH
MunucrepctBoM roctuimu Poccuiickort denepamu 29 mas 2023 1., perucrpanuonnsiii Ne 73564) (neiictByet 10 1 centsiopst 2029 r.) (nanee - npuka3z Munzapasa Poccuu Ne 249w);
npuka3 MunucrepcTsa 3apaBooxpanenus Poccuiickoit @eneparuu ot 10 despans 2016 r. Ne 83n "O06 yrBepkaennu KpamudukannoHHbIX TpeOOBaHUNA K MEAUIIUHCKUM U
(bapmaneBTHYECKUM paOOTHUKAM CO CPEIHUM MEAMIIMHCKUM U (hapMaleBTHYeCKUM oOpa3oBaHueM' (3apeructprpoBad MunuctepctBoM roctuiu Poccuiickoit denepannu 9 mapra
2016 r., peructparrionsbiii Ne 41337) (nanee - npuka3 Munzapasa Poccuu Ne 83H)

1. HmeroTcs au Mpon3BOICTBEHHBIN OOBEKT | HOAMYHKT "a" MyHKTa
Wi 00bEKTHI (MTOMEIICHHMS, 3/JaHHUS, 6 [Monoxenust Ne 547
COOpY’KEHUsI) U 000pyIOBaHHE TI0 MECTY
OCYIECTBIIECHU (papMareBTUUECKOM
JEATeNbHOCTH, IPUHAUIeKAIUE Ha
npaBe COOCTBEHHOCTHU MJIM HA HHOM
3aKOHHOM OCHOBAHHH,
IpeayCcMaTpUBAIOIIEM IPABO BJIAJCHUS
U TIPaBO IOJIb30BaHMs, 00
NPUHAAISKAIINE Ha TIpaBe
COOCTBEHHOCTH MJIM HA UHOM 3aKOHHOM
OCHOBaHHMU MHOMY JIMIICH3UATY,
UMEIOIIEMY JIMIICH3HIO Ha
OCyIIECTBIIEHHE (PapMaleBTUUECKOM
JEATEIbHOCTH MO OCYIECTBICHUIO
paboT, OKa3bIBAEMBIX YCIIYT,
COCTABJISAIOLINX ACATEIbHOCTD MO
OIITOBOM TOPIOBJIE JICKAPCTBEHHBIMU
CpeACTBaMH JUIsl MEUIIMHCKOTO
npuMeHeHwus, u qorosop (ot 12
MecsIeB) o nepenade pador (ycuyr) Ha
ayTCOPCHHT (B 4aCTH XpaHEHHS
JIEKapCTBEHHBIX CPEJCTB JUIs
MEIUIIMHCKOTO PUMECHEHHS),
COOTBETCTBYIOIIUX TPEOOBAaHUSAM CcTaTeH
54 u 55 ®enepanbHOTo 3aKOHA OT
12.04.2010 Ne 61-@3, ITpaBunam
Ha/JIeKaled AMCTpUObIOTOPCKOM
npakTukd, [IpaBunam xpaHeHwus,
[IpaBunam Hamexkalen anTeyHon
MIPAKTUKH, @ UMEHHO:

1.1. | umeroTcs M IPOU3BOICTBEHHBIN OOBEKT | MYHKT 3 CTaThu 8

WM 00BEKTHI (MOMEIICHHS, 3/1aHH, denepanbHOTO
COOpYKeHHsI) U 000pyIoBaHue Mo MecTy | 3akoHa ot 04.05.2011
ocyIiecTBIeHUs (hapMaIeBTUYECKOM Ne 99-03;
JeSITeLHOCTH, IPUHAJICKAIIIE Ha

npaBe COOCTBEHHOCTHU MJIM HA UHOM cTatbu 54, 55
3aKOHHOM OCHOBAHHH, denepanbHOro
MpelyCMaTPUBAIOIIEM MIPaBo BIajeHus | 3akoHa oT 12.04.2010
Y IIPABO I10JIb30BaHNU, Ne 61-03;

COOTBETCTBYIOIIME TPEOOBAHUSAM CTATEH
54 u 55 denepanbHOro 3aKOHA OT MIOANYHKT "'a" MyHKTa




12.04.2010 Ne 61-@3, ITpaBunam
HaJJIeXKaIel JTUCTPUOBIOTOPCKOMA
npakTuky, [IpaBunam xpaHeHus,
[IpaBunam Hamexkale anTevYHoOn
MIPAKTUKU?

6 INonoxenus Ne 547;

MyHKTHI 5-23 [IpaBun
XpaHeHUS,

nyHKThI 29, 30-44,
50-51 ITpaBun
HaJIexKaniei
IUCTPUOBIOTOPCKON
MIPaKTUKH,;

MyHKTBI 17-27
[IpaBun Hajexamen
ANTEeYHOU MPAKTUKU

1.2. | umeroTcs 1M IPOU3BOICTBEHHBIN OOBEKT | MYHKT 3 CTaThu 8
WIH 00beKTHI (IIOMEIICHHS, 31aHus, denepallbHOTO
COOpY’KeHHsI) U 000pyaoBaHue Mo MecTy | 3akoHa ot 04.05.2011
ocyIiecTBIeHUs (apMaleBTUYECKOM Ne 99-03;
JeSITeTLHOCTH, IPUHAJICKAIIIE Ha
mpaBe COOCTBEHHOCTH WU HA HHOM crateu 54, 55
3aKOHHOM OCHOBaHUU HHOMY denepallbHOTO
JIMLIEH3UaTy, UMEIOIIEMY JIMIEH3HUIO Ha 3axoHa ot 12.04.2010
ocyIiecTBIeHue apMaleBTUIECKOM Ne 61-D3;
JESITEILHOCTH 10 OCYIIIECTBICHHIO
paboT, OKa3bIBAEMBIX YCIIYT, MOJMYHKT "a" MmyHKTa
COCTAaBIISIIONIUX AESITEILHOCTD 110 6 INonoxenus Ne 547;
OIITOBOI TOPTOBIIE JIEKAPCTBEHHBIMHU
CpeICTBaMH JJI1 MEIULIMHCKOTO nyHkThl 29, 30-39,
npuMeHeHwus, u gorosop (ot 12 40- 44, 50-51,
MmecsiiieB) o nepenaue padot (ycayr) va | 110,113 Ipasun
ayTCOPCHUHT (B 4aCTH XpaHEHHUSI HaJIJIC)KaIeH
JIEKapCTBEHHBIX CPEACTB IS TUCTPUOBIOTOPCKOI
MEIUIUHCKOTO MTPUMEHEHHS), MPaKTUKY,
COOTBETCTBYIOIIIKE TPEOOBAHUSIM CTATEH
54 u 55 ®enepanbHOro 3aKOHA OT NYyHKTHI 2-45 [IpaBun
12.04.2010 Ne 61-®3, I[TpaBunam XpaHeHus
HaJIeXKaIel JUCTPUOBIOTOPCKOM
npakTuky, [IpaBunam xpaHeHus,

[IpaBunam Hamexkalen anTeqyHon
MIPAKTHKHU?

2. Co0mro1aroTCs JIN TULIEH3UATOM, MOAMYHKT """ MyHKTa
OCYIIECTBIISIOUIMM ONTOBYIO TOproBmo | 6 ITomoxxenus Ne 547
JIEKapPCTBEHHBIMU CPEJICTBAMH IS
MEUIIMHCKOTO MPUMEHEHUS, -

TpeboBanus cTateit 53, 54 u yactu 7
ctatbu 67 DenepanbHOro 3aKOHA OT
12.04.2010 Ne 61-dD3, a ©UMEHHO:
2.1. | npaBuna Haanexamei MyHKT 3 CTaThH 8

TUCTPUOBIOTOPCKON MPAKTUKU
JICKapCTBEHHBIX MPENAPATOB JUIS

®enepanbHOro
3akoHa ot 04.05.2011




MCIUIIUHCKOI'O NPUMCHCHHS B paMKax
EBpa3uiickoro 3KOHOMUYECKOTO COI03a?

Ne 99-03;

MOAMYHKT """ MyHKTa
6 INonoxenus Ne 547;

noanyHkTel 1.1-1.5;
MOAMYHKTHI 3.2.1,
3.3.1, 3.3.2;
noanyHkTeI 4.1, 4.2;
MOAMYHKTHI 5.1-5.9;
MOAMYHKTHI 6.1-6.5;
NOAMyHKTHI 7.1-7.3;
noamyHkTeI 8.1, 8,2;
noanyHkTel 9.1-9.4
[IpaBun Hajexamen

IUCTPUOBIOTOPCKON
MPAKTUKU
2.2. | mpaBuia XpaHEHHs? MYHKT 3 cTaThu 8
denepaabHOro
3akoHa ot 04.05.2011
Ne 99-03;
MOAMYHKT """ MyHKTa
6 ITonoxenus Ne 547;
MYyHKTHI 1-4, TyHKTbI
5-45 IlpaBun
XpaHEeHHSI
2.3. | mpaBuJIa PETUCTPAIMH OTIepaIH, MYHKT 3 cTaThu 8
CBSI3aHHBIX C OOpaIlleHuEeM denepanbHOro
JIEKAPCTBEHHBIX CPEJICTB JIJIst 3akona ot 04.05.2011
MEJIMIUHCKOTO PUMEHEHUS, Ne 99-03;
BKJIIOYEHHBIX B IIEPEUCHb
JIEKAPCTBEHHBIX CPEJICTB JIJIst MOAMYHKT "1 MyHKTa
MEJIMIUHCKOTO MPUMEHEHUS, 6 IMonoxenus Ne 547;
MOJUIEKAIUX
PEIMETHO-KOJINYECTBEHHOMY YY€Ty, B | IIYHKTHI 1-5
CIeLMANbHBIX JKypHaJIax y4yera npunoxenus Ne 1 k
orepanui, CBA3aHHbIX ¢ 00OpaleHEeM npukasy MuH3zipaBa
JIEKAPCTBEHHBIX CPEJICTB JIJIst Poccun Ne 378x;
MEJIULUHCKOTO MPUMEHEHUS?
pazzenst |-V
Ilepeuns
JIeKapCTBEHHBIX
CpeACTB
2.4. | mpaBuia BeJICHUS U XPaHEHUS MYHKT 3 cTaThu 8
CIeLMAIbHBIX )KYPHAJIOB y4yeTa denepanbHOTO

orepalui, CBA3aHHbIX ¢ 00OpaleHEeM
JIEKapCTBEHHBIX CPEICTB IS
MEIULUHCKOTO MPUMEHEHUS?

3akona ot 04.05.2011
Ne 99-03;




MOJMYHKT "1 MyHKTa
6 INonoxenus Ne 547;

nyHKTHI 1-11
npunoxeHus Ne 2 k
npukasy Munsapasa

Poccun Ne 378n
2.5. | TpeboBaHNE O BHECEHUHU UH(OPMAIMH O | 4acTh / CTaThu 67
JIeKapCTBEHHBIX Ipernaparax s denepanbHOro
MEIMIIMHCKOTO MTPUMEHEHHMs B ciucTeMy | 3akoHa oT 12.04.2010
MOHHMTOPHHIA IBUKEHUS Ne 61-D3;
JICKapCTBEHHBIX MPETAPaTOB JIIs
MEJAULUHCKOTO MPUMEHEHUS? MYHKT 3 cTaThu 8
denepaabHOroO
3akoHa ot 04.05.2011
Ne 99-03;
MOAMYHKT "1 MyHKTa
6 ITonoxxenus Ne 547
3. Co0uro1at0TCst U JIMIIEH3UATOM, MOJMYHKT "e" MmyHKTa
OCYLIECTBIISAIOIIMUM PO3ZHUYHYIO 6 [Tonmoxxenus Ne 547
TOPTOBJIIO JIEKAPCTBEHHBIMU
npenapatamu Ui MEAULIUHCKOTO
NPUMEHEHHS . allTeUHBIMU
OpTaHu3aLUSAMH, UHAUBUAYAIbHBIMU
IPEANPUHUMATEISIMH, UMEIOLTUMHU
JIMLIEH3HIO HA OCYIIECTBIICHHE
(bapMarieBTHUECKON AeATEIbHOCTH:
3.1. | mpaBuia HaaJeKaIeh anTeqIHon MyHKT 3 CTaThH 8
MPAaKTUKU JIEKAPCTBEHHBIX MPENapaToB denepanbHOro
JUTSE METUITUHCKOTO TIPUMEHEHUS ? 3axoHa ot 04.05.2011
Ne 99-03;
MOAIYHKT ''e" MyHKTa
6 INonoxenus Ne 547;
myHKTHI 2-41 [IpaBun
HaJIexKaniei
AITEeYHOU MPAKTUKU
3.2. | mpaBuia XpaHeHHs? MYHKT 3 cTaThu 8

denepanbHOro
3axoHa ot 04.05.2011
Ne 99-03;

MOAIYHKT ''e" MyHKTa
6 IMonoxenus Ne 547;

MYHKTHI 2-4; TyHKTHI
7, 9-45 IlpaBun
XpaHEeHHS




3.3. | mpaBuia OTIyCKa JIEKAPCTBEHHBIX MYHKT 3 cTaThu 8
NpenapaToB I MEAULIUHCKOTO denepanbHOrO
IIPUMEHEHMSI alITEYHBIMU 3akoHa ot 04.05.2011
OpraHu3alysAMH, UHIUBUYaJbHBIMU Ne 99-03;
PEANPUHUMATEISIMH, UMEIOLITUMH
JIMLEH3UIO HA OCYILECTBIICHUE MOAIYHKT ''e" MyHKTa
(hapManeBTUYECKON IEeATEIHHOCTH ? 6 [Tomoxenwust Ne 547;

myHKTHI 1-35
npunoxxkenust Ne 1,
MyHKTHI 1-5
npunoxenus Ne 3 k
npukasy Munsapasa
Poccuu Ne 1008

3.4. | mpaBuia OTIyCKa HAPKOTUYECKUX MYHKT 3 cTaThu 8
CPEACTB U TICUXOTPOIHBIX BEIIECTB, denepanbHOro
3apEruCTPUPOBAHHBIX B KAUE€CTBE 3akona ot 04.05.2011
JIEKapCTBEHHBIX IPEnapaToB? Ne 99-03;

MOAIYHKT ''e" MyHKTa
6 INonoxenus Ne 547;
nyHKTHI 1-11
npunoxenus Ne 2 k
npukasy Munsapasa
Poccun Ne 100xH;
nyHKT 1 pa3gena |
Ilepeuns
JIeKapCTBEHHBIX
CpeACTB

3.5. | mpaBuia pErUCTpaIH OTIepaIH, MYHKT 3 cTaThu 8
CBSI3aHHBIX C O0OpaIlleHuEM denepanbHOro
JIEKAPCTBEHHBIX CPEJICTB JIJIst 3akona ot 04.05.2011
MEJIMIIUHCKOTO PUMEHEHUS, Ne 99-03;
BKJIIOYEHHBIX B II€PEUCHb
JIEKapCTBEHHBIX CPEACTB JUIS MOJIIYHKT "'e" MmyHKTa
MEJIMIUHCKOTO NPUMEHEHUS, 6 INonoxenus Ne 547;
MO UIEXKAIUX
IPeIMETHO-KOINYEeCTBEHHOMY yueTy, B | Ilepeuenn
CIEeLUAIbHBIX JKypHaJIax y4yera JIeKapCTBEHHBIX
orepanui, CBA3aHHbIX C 00OpaleHueM CpPEACTB,;
JIEKapCTBEHHBIX CPEICTB JUIA
MEJIULUHCKOTO MPUMEHEHUS? npunoxenne Ne 1;

npunoxerus Ne 2 u 3
K mpuiioxkenuto Ne 1 x
npukasy Mun3zipaBa
Poccuu Ne 3781

3.6. | mpaBuia BeleHUS U XPaHEHUS MYHKT 3 cTaThu 8
CIeLMAIbHBIX )KYPHAJIOB y4eTa denepatbHOrO




orepanui, CBA3aHHbIX ¢ 00paleHuEeM
JIEKapCTBEHHBIX CPEICTB IS
MEJIULUHCKOTO MTPUMEHEHUS?

3akona ot 04.05.2011
Ne 99-03;

MOJAIYHKT ''e" MyHKTa
6 INonoxenus Ne 547;

Ilepeuenn
JICKApCTBCHHBIX
CPEACTB;

npunoxenne Ne 2 u 3
K MpUKa3y
Mun3znpasa Poccun
Ne 378n

3.7. | TpeboBaHUE O HATMYMU MUHUMAJIBHOTO | MYHKT 3 CTAaThU 8
aCCOPTUMEHTA JIEKAPCTBEHHBIX denepanbHOro
MpemnapaToB, HEOOXOTUMBIX ISt 3akona ot 04.05.2011
OKa3aHUsg MeIUIIMHCKOMN ITOMOIIH? Ne 99-03;

qacTh 6 cTathu 55
denepanabHOro
3akoHa oT 12.04.2010
Ne 61-D3;
npunoxenue Ne 4
pacropsKeHHS

Ne 2406-p;

MOJIYHKT "'e" MmyHKTa
6 Ionmoxxenus Ne 547

3.8. | TpeboBanue 0 BHECEHUU HH(OPMAIIMK O | IYHKT 3 CTAaThU 8
JIeKapCTBEHHBIX Mpernapartax is denepanbHOro
MEIMIIMHCKOTO MTPUMEHEHHMs B cucteMy | 3akoHa oT 04.05.2011
MOHUTOPHHTA JBUKEHUS Ne 99-03;
JICKapCTBEHHBIX MPETAPaTOB JIIs
MEJIULUHCKOTO MPUMEHEHUS? 4acTh / cTaThu 67

denepanabHOrO
3akoHa ot 12.04.2010
Ne 61-9D3;

MOJIYHKT "e" MmyHKTa
6 [onmoxxenust Ne 547

3.9. | mpaBuia OTMyCKa JIEKApPCTBEHHBIX MYHKT 3 cTaThu 8
MPEnapaToB MEIUIIMHCKUMU denepanbHOTO

OpraHu3aIUsIMu, 000COOICHHBIMU
MO/Ipa3ICICHUSIMU METUITTHCKUX
OpraHMU3aIil B COOTBETCTBUU C
TpeOOBaHMEM O BHECEHUU HH(POPMAIIH
0 JIEKapCTBEHHBIX IpemapaTax Jyis
MEAMIIMHCKOTO MPUMEHEHHSI B CUCTEMY

3akona ot 04.05.2011
Ne 99-03;

yacTb 7 cTartbu 67
®enepanbHOro
3akona ot 12.04.2010




MOHHUTOpPHUHTA IBUKCHHUA
JICKApPCTBCHHLIX MPLCIIApaTOB IJIA
MCAUIIUMHCKOI'O HpI/IMeHeHI/Iﬁ?

Ne 61-03;

MOAIYHKT ''e" MyHKTa

6 Ionmoxxenust Ne 547
4, Co0mro1aroTCs JIM TULIEH3UATOM, MOAMYHKT 3" MyHKTa
OCYILECTBJISIOIIUM U3TOTOBJIIEHUE U 6 INonoxenus Ne 547
OTIYCK JICKApCTBEHHBIX MPENapaToB JUis
MEIMIMHCKOTO MPUMEHEHHSI:

4.1. | mpaBWJIa U3TOTOBJICHUS JIGKAPCTBEHHBIX | MMyHKT 3 CTaThH 8
IpenapaToB I MEAULIUHCKOTO denepanbHOrO
pPUMEHEHUS? 3akoHa ot 04.05.2011

Ne 99-03;

MOAINYHKT ''3" MyHKTa
6 IMonoxenus Ne 547;
nyHkThl 1-84, 97-119
nmpukasa MuH3npasa
Poccun No 249u

4.2. | mpaBuJa OTIYCKa JIEKAPCTBEHHBIX MYHKT 3 cTaThu 8
NpenapaToB JUIs MEAULIUHCKOTO denepanbHOrO
pPUMEHEHUS? 3akoHa ot 04.05.2011

Ne 99-03;

MOAINYHKT ''3" IyHKTa
6 INonoxenus Ne 547;
NyHKTHI 85-96
npukasa MuH3npasa
Poccun Ne 249u

4.3. | mOpsAOK U3TOTOBIICHUS MYHKT 3 cTaThu 8
panuodapmaneBTH4eCKux denepanbHOrO
JIEKapCTBEHHBIX NIPENapaToB 3akoHa ot 04.05.2011

Ne 99-03;
MOAINYHKT 3" yHKTa
6 INonoxenus Ne 547;
nyHKThl 120-138
npukasa MuH3npasa
Poccun No 249u

S. CoOmoiaeTes a1 JTULEH3MaTOM IYHKT 3 cTaThu 8

TpeOOBaHUE O 3ampeTe MPOJaKU denepanbHOro

(banbcupUIUPOBAHHBIX JIEKAPCTBEHHBIX
CpeAcTB, HeTOOPOKAYECTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB,
KOHTpa(aKTHBIX JIEKaPCTBEHHBIX
cpencts?

3akona ot 04.05.2011
Ne 99-03;

cT. 57 ®enepanbHOrO
3akoHa ot 12.04.2010
Ne 61-D3;




MOAIYHKT "M IIyHKTa

6 Ionmoxxenus Ne 547
6. CoOmoraeTcs a1 JTULEH3UATOM, NOJMYHKT "K' IMyHKTa
OCYILECTBJISAIOIIUM XPaHEHUE 6 IMonoxenus Ne 547
JIEKapCTBEHHBIX CPEJCTB IS
MEIUIIMHCKOTO MTPUMEHEHHSI:
6.1. | mpaBuia XpaHEHHS JEKaPCTBEHHBIX MYHKT 3 cTaThu 8
CPEeACTB AJIsi METUIIMHCKOTO denepanbHOrO
pPUMEHEHUS? 3akoHa ot 04.05.2011
Ne 99-03;
MOJIYHKT "K' IyHKTa
6 INonoxenus Ne 547;
MyHKTHI 2-45 [IpaBun
XpaHEeHHUSI
7. Nwmeercs v y nuiieH3uaTa Juilo, MOAMYHKT "1 MyHKTa

OTBETCTBEHHOE 33 BHEIPEHUE U 6 [Tonoxenust Ne 547

obecrieyeHne CUCTEMbl KauecTBa

XpaHEHHUS U TIEPEBO3KH JICKApCTBEHHBIX

NpEenapaToB U aKTyaIU3aLUIO

CTaHAAPTHBIX OTEPALMOHHBIX IPOLETYP

IUIsL OCYILIECTBIICHUS (papMarieBTHUeCKOi

JEeATeNbHOCTU B cepe oOparieHus

JIEKapCTBEHHBIX CPEJCTB IS

MEJULUHCKOTO MIPUMEHEHHS B

COOTBETCTBUH C:

7.1. | mpaBUIaMH XpaHEHHS? MYHKT 3 cTaThu 8

denepaabHOro
3akoHa ot 04.05.2011
Ne 99-03;
MOAINYHKT "1 IMMyHKTa
6 ITonoxenus Ne 547;
nyHKT 4 [IpaBun
XpaHEeHHSI

7.2. | mpaBUIaMU HaJJIeKaIei MyHKT 3 CTaThH 8
IUCTPUOBIOTOPCKON MPAKTUKU B pamKkax | DenepaabHOro

EBpa3suiickoro 5KOHOMHUYECKOI0 CO03a
nuua?

3akona ot 04.05.2011
Ne 99-03;

MOAINYHKT "1 IMMyHKTa
6 INonoxenus Ne 547;

nyHKTHI 8, 12, 17-21,
110-116 IIpaBun
HaJJIexKaniei
IUCTPUOBIOTOPCKON
MIPAKTHKU




Nwmeercs i y MHIUBUTYaTbHOTO
MPEIPUHUMATENS JI1 OCYIIECTBICHUS
(bapMarieBTHUECKON JAEATEIIbHOCTH B
cdepe obOpateHus JTeKapCTBEHHBIX
CpPEeACTB JJIsi METUIIMHCKOTO
NPUMEHEHHMs BBICIIIEE WM CpEeTHEe
(bapmarieBTHYECKOE 00pazoBaHue, a
TakkKe cepTU(UKAT CIICIUANTNCTA WK
MPOMJAEHHAS aKKpEAUTALUS

MYHKT 3 cTaThu 8
denepaabHOroO
3axona ot 04.05.2011
Ne 99-03;

MNOJIYHKT "'M" IyHKTa
6 INonoxenus Ne 547;

IIPUIIOKEHUE K

crienuanucra? npukasy Mun3zipasa
Poccun Ne 83u
9. Hwmerotcs nu y nunieH3nata paboTHUKY, | HOAMYHKT "H' MyHKTa
3aKJIH0YUBIINE C HUM TPYIOBBIC 6 [Tonmoxxenus Ne 547
JIOTOBOPBI, ACATEIBHOCTh KOTOPBIX
HETOCPEACTBEHHO CBS3aHA C ONTOBOU
TOPTOBJIEH JeKapCTBEHHBIMH
CpeACTBaMH JUIsl MEUIIMHCKOTO
NPUMEHEHUs], X XpaHeHUEeM U (W)
PO3HUYHOM TOPIOBIIEH JI€KAPCTBEHHBIMU
npenapatamu Ui MEAULIUHCKOTO
MPUMEHEHHS], X OTITyCKOM, XpaHEHHEM
Y M3TOTOBJICHUEM, UMEIOLIHX
9.1. | nns ocymecTBieHUs papMalleBTUYECKON | MyHKT 3 cTaThu 8
JESTeNbHOCTU B cepe oOpaliieHus denepallbHOTO
JIEKAPCTBEHHBIX CPEJICTB JIJIst 3akona ot 04.05.2011
MEIUIMHCKOTO MpUMEHeHUs (3a Ne 99-03;
UCKITIOYeHHEM 000COOICHHBIX
[10/Ipa3JIeJIEHU MEAULIMHCKUX MOJIMYHKT "H" MMyHKTa
OpraHu3aluii) BBICIIICE WK CPEIHEE 6 INonoxenus Ne 547;
(bapmareBTHYECKOE 00pazoBaHKe, a
TaKXke cepTU(UKAT CIIeHUATNCTA WIH MPUIIOKEHHE K
IIPOMICHHYIO AKKPEIUTALUIO npukasy Munsapasa
crienuaiucTa? Poccun Ne 831
9.2. | nns ocymecTBieHUs GpapMalieBTUYECKO | MyHKT 3 cTaThu 8
JEeATeNbHOCTHU B cepe oOpalieHus denepalbHOTO
JIEKAPCTBEHHBIX CPEJICTB JIJIst 3akona ot 04.05.2011
MEIUIIMTHCKOTO PUMEHEHUS B Ne 99-03;
000CO0JIEHHBIX MOAPa3ACTICHUAX
MEIUIMHCKUX OpraHu3auii MOAMNYHKT "'H" MyHKTa
JOTIOJIHUTEhHOE TTpO(heccHoHanbHOe 6 [Tomoxenwust Neo 547;
o0pa3zoBaHME B YACTU PO3HUYHOU
TOPTOBJIH JIEKAPCTBEHHBIMH MPUIIOKEHHE K
npenaparamu Ui MEAULIUHCKOTO npukasy Mun3zipasa
IIPUMEHEHMS [IPU HAJIMYMU [IpaBa Ha Poccun Ne 83n
OCYILIECTBJIEHUE MEIUIIMHCKON
JeATeIbHOCTH?
10. | Mmeercs 1 MOBBIIEHNE KBATU(UKAIIUN | TYHKT 3 CTaThH 8

CIELUAINCTOB ¢ (hapMaIleBTUYECKUM
06pa30BaHI/I€M C ICPUOJUIHOCTBIO HC
pexe 1 pasza B 5 ner?

®enepanbHOro
3axoHa ot 04.05.2011
Ne 99-03;




MOAINYHKT ''T" MyHKTa
6 ITonmoxxenus Ne 547




4. Buj KOHTPOJILHOTO (HaJI30pHOT0) MEPOIPUSTHS:

5. JlaTa 3anonHeHus IPOBEPOUHOrO JIUCTA!

6. OOBEKT rocyIapCTBEHHOTO KOHTPOJIS (Ha30pa), B OTHOLICHUH KOTOPOTO POBOAMTCS KOHTPOJIbHOE (HAI30pHOE) MEPOTIPHATHE:

7. ®ammnmsg, uMs W oTdecTBO (MPH HANMYMM) TPAKIAHWHA WIM WHIUBHIYAIBHOTO MPEIIPUHAMATENS, €r0 HICHTU(PHKALUOHHBI HOMEp
HaJIOTOIUIATEeNbIUKa ¥ (MJM) OCHOBHOW TOCYJapCTBEHHBIH pPErHCTPAlMOHHBIH HOMEpP WHAMBUAYaIbHOTO NPEANPUHUMATENS, aIpec pPerucTpaluu
rpakKJIaHUHA WM WHAUBUAYATBHOTO MPEANPHHUMATENS, HAUMEHOBAaHHE IOPUIMYECKOTO JIHIA, €ro WACHTH(OUKAIIMOHHBII HOMEp HaJOromaTeibiinka u (Him)
OCHOBHOM TI'OCYJAapCTBEHHBI PETUCTPALMOHHBIM HOMED, aIpeC IOPUAMYECKOro JIMLA B IpelesaaX MeCTa HaXOXKICHMs HOPUAMYECKOrO JIMLA, SBIIIOLINXCS
KOHTPOJIMPYEMBIMU JIMLIAMMU:

8. Mecto (MecTa) mpoBeeHUS] KOHTPOJIBHOTO (HaA30pPHOT0) MEPOIIPHUSITHUS C 3aII0JTHEHHEM IIPOBEPOYHOTO JIHCTA:

9. PekBH3UTBHI pelICHHS KOHTPOJBHOTO (HAJ30PHOr0) OpraHa O TIPOBEACHHHM KOHTPOJIBHOTO (HAA30PHOT0) MEpOINPHATHUS, IOANUCAHHOTO
YIIOJIHOMOYEHHBIM JIOJDKHOCTHBIM JIMLIOM KOHTPOJBHOTO (HaJ30PHOT0) OpraHa:

10. YuerHbIii HOMEP KOHTPOJIIBHOTO (Ha/J30pPHOT0) MEPOIIPHSTHSL:

11. JlomkHOCTh, (aMUIIMs M WHHUIUAIBI JTOJDKHOCTHOTO JIMIA KOHTPOJILHOTO (HAJ30pHOr0) OpraHa, B JOJDKHOCTHBIE OOS3aHHOCTH KOTOPOTO B
COOTBETCTBUU C IIOJIOKEHUEM O BUIE KOHTPOJIS, JOJDKHOCTHBIM PETIAMEHTOM WM JOJKHOCTHOW MHCTPYKLIMEW BXOAMUT OCYIIECTBICHUE IOJHOMOYHUU II0
BUJIy KOHTPOJsS, B TOM 4YHCJE IPOBEACHUE KOHTPOJIbHBIX (HAJ30PHBIX) MEPONPHUATUI, MPOBOMISIIEIO KOHTPOJIBbHOE (HAJA30pPHOE) MEpOIpUsATHE U
3aI0JIHSAIOIIEr 0 IIPOBEPOYHBIN JIUCT!

12. Toanucu AOJKHOCTHBIX JIMI] KOHTPOJIBHOTO (HAA30pHOT0) OpraHa, y4acTBYIOIIUX B MIPOBEACHUN KOHTPOJIBHOTO (HaJ30PHOT0) MEPOIPUSTHUSI:

(momKHOCTH, (haMUJIUU U UHUIIAAIIBI)

13. Tloamuch PyKOBOAMTENS TPYMIBI JOJDKHOCTHBIX JIMI] KOHTPOJBHOrO (HAZ30pPHOT0) OpraHa, y4YacTBYIOIIUX B IPOBEACHHH KOHTPOJIBHOTO
(HaJ30pHOTO) MEPONPHSTHUS:

(TOJHKHOCTD, (haMIITUSI ¥ MHUIHATIBI)



IIpoBepo4HbI JIHCT
(CIIHCOK KOHTPOJIbHBIX BONIPOCOB, 0TBETHI HA KOTOPbIE CBHAETEJBCTBYIOT 0 COOJIIOICHUH WM HeCO0II0JeHUH KOHTPOJINPYeMbIM JIMLOM
00s13aTeJbHBIX TPeOOBaHMii), HCMOJIb3yeMblii DenepaabHOil cIy:k00i M0 Haa30pY B cdepe 3IPABOOXPAHEHNS H €€ TEPPUTOPHATBLHBIMH OPraHaAMHU
NPH OCYIIeCTBJIEHUH (peepaTbLHOro rocyAapcTBEHHOr0 KOHTPOJIsi (Hai30pa) B cepe oOpamieHusi JeKapCTBEHHBIX CPEICTB /ISl METHIIMHCKOTO
npuMeHeHns (TOKIMHUYECKUE HCCIET0OBAHUS JIEKAPCTBEHHBIX CPEICTB)

Ipuioxenne Ne 8

K npukasy PeaepajbHoil C1yKObI
110 HA/JA30pYy B c(epe 34paBOOXpaHEHHS

ot 02.12.2025 Ne 5803

®opma

QR-xox

1. HaumeHnoBaHue Bua KOHTPOIs (Haa30pa), BKIIOYEHHOTO B €AMHBIN peecTp BUIOB (heaepatbHOro ToCy1apCTBEHHOTO KOHTPOMs (Han3opa):

2. HanmeHoBaHME KOHTPOJIBHOTO (HA/J30pHOT0) OpraHa U peKBU3UThI HOPMATUBHOTO MIPABOBOT'O aKTa 00 YTBEPKICHUU (POPMBI IPOBEPOYHOTO JIUCTA!

3. CrucoK KOHTPOJIBHBIX BOIIPOCOB, OTPAKAIOIIMX COAEP)KaHUE 00s3aTeIbHBIX TPEOOBAHUM, OTBETH HA KOTOPBIE CBUACTENLCTBYIOT O COOJIOICHUH
WA HECOOIIOZICHUU KOHTPOIMPYEMBIM JIMLIOM 0053aTEIbHBIX TPEOOBAHUIA:

Ne o/

Crnucok KOHTPOJIBHBIX BOIIPOCOB,
OTpaXKaIOIIUX COAEPKaHHE
00s13aTeNbHBIX TpeOOBaHUI

PekBHU3UTHI HOPMATHUBHBIX
IIPABOBBIX aKTOB, C
yKa3aHHEeM UX
CTPYKTYPHBIX CIHUHHUII,
KOTOPBIMH YCTaHOBJICHBI
00s13aTENIbHEIE

OTBeThI Ha BONPOCHI, COAEpXKAIINECS B
Crnircke KOHTPOJIbHBIX BOIIPOCOB

IIpumeuanue

a

HECT

HCTIPUMCHHUMO




| | TpeboBaHUs | | | |

Pemenue Cosera EBpasuiickoii OxkoHomuueckoit Komuccnn ot 3 Hos6ps 2016 rona Ne 81 "O0 yrBepkaenuu IlpaBun Haanexaiei 1abopaTopHOn
npaktuku EBpasuiickoro DxoHomuueckoro Corosa B cepe oOparieHus JeKapCcTBeHHbIX cpeacTB” (BeTymuito B cuity uist Poccuiickoit @enepanyu 6 mast
2017 r. SIBnsercs obs3aTenbHbIM Tt Poccuiickoit @eneparun B cootBeTcTBUHU ¢ JloroBopom o EBpasuiickom sxoHOMUYEeCKOM coro3e oT 29 mas 2014 r.,
parudunupoBaHHbIM DeepanbHbIM 3aKOHOM OT 3 OKTA0ps 2014 r. Ne 279-D3 "O patuduxanuu gorosopa o EBpasuiickoM s3xoHOMHYECKOM cot03€e",
BCTYNHBIIUM B cuity Jutst Poccuiickoit @enepannu ¢ 1 suBaps 2015 r.) (nanee - [IpaBuia Hapexaieit naboparopnoii npaktuku EADC); denepanbHblii
3akoH ot 12 anpesns 2016 rona Ne 61-®3 "O6 oOpamieHun JeKapcTBEHHBIX cpenctB’ (nanee - Denepanbublii 3akoH ot 12.04.2010 Ne 61-D3)

1. TpeOoBaHus K CUCTEME 0OECIICUCHUS KaueCTBa, IEPCOHATY UCTBITATEIbHOM Ta00paTOPHUHU, IIOMEIIECHHUSIM IS TPOBEICHUS UCCIICIOBAHUM,
000pyI0BaHUIO, MaTepraIaM U pEaKTHBaM, TECT-CUCTEMaM, UCTIBITYEMbIM BellleCTBaM (JIEKAPCTBEHHBIM CPECTBaM) U 00pa3iiaM cpaBHEHHs (KOHTPOJIbHBIM
o0pasiiam), cTaHJIapTHBIM ONEPalMOHHBIM mporieaypam (nanee - COIT)

11 HMeercs 11 B UCTIBITATEIIBHOU nyHKT 8 [IpaBun
naboparopuu, POBOASIIEH HaJIexKaniei
DOKIMHIYEeCKHE (HEKITMHUYECKHE) na0opaTOpPHON MPaKTUKU
UCCIIEIOBaHMsI, CUCTEMa 00ecIieueHus EADC

Kau4eCTBa, MOATBEPKAAIOIAs, 4YTO
HCCIIEA0BAHNS IIPOBOJSATCS B
coorBercTBUU C [IpaBunamu
Ha/JIeKalen 1abopaTopHON MPAKTUKH

EADC?

1.2 OGmamaer nu cuctemMa obecrieueHHs Ka4eCTBa yTBEPKACHHBIMH CTaHIapTHBIMH OlepallMOHHBIMU Tiporierypamu (nanee - COIT), B koTopbIx
10JIpOOHO U MOCTIEIOBATEIHHO ONMCHIBACTCS MOPSIOK OCYIIECTBICHHSI BCeX Ja00paTOPHBIX U MPOU3BOACTBEHHBIX ONEpallHii, BKIIOYAs:
MOCTYIUICHHE, UACHTU(DUKAIIHIO, MOAMyHKT "'a" myHkTa 9
MapKHPOBKY, 00paboTKy, 0TOOp 1mpoo, IIpaBui Hagexaen
UCTIOJIb30BAHUE, XPAaHEHHUE U na0opaTOpPHOI MPaKTUKU
YHUYTOXKEHHE (yTHIN3AIUIO) EADC

UCCIIeyeMbIX BemlecTB (JIeKapCTBEHHBIX
CpPE/ICTB) ¥ 00pa3IOB CpaBHEHUS?

00CITy>)KUBaHUE U TIOBEPKY NOJMYHKT "'0" myHkTa 9

M3MEPUTEIBHBIX IPUOOPOB U IIpaBun HauIe)KaIEen

obopyaoBaHus? nabopaTOpPHOI MPaKTUKU
EADC

IIPUTOTOBJICHUE PEAKTUBOB, noAnyHKT "B" myHkTa 9




MUTATENLHBIX CpeJl, KOPMOB?

[IpaBun Hagexamen
n1a00paTOpPHOI MPaKTUKU
EADC

BeJIEHUE 3allUCEN, OTYETOB U UX
XpaHeHue?

MNOJIMYHKT "T" myHKTa 9
[IpaBun Hagexamen
1a0opaTOpPHOI MPaKTHUKU
EADC

o0CITyKMBaHUE TIOMEIIEHUH, B KOTOPBIX
MPOBOJUTCS UCCIIEIOBAHUE?

MOAMyHKT "1 myHKTa 9
[IpaBun Hagexamen
nabopaTOpHOI MPaKTHUKU
EADC

MIpHEM, TPAHCTIOPTUPOBKY, pa3MeIlIeHNUE,
OTHCaHUe, UICHTU(DUKALIUIO
WCCJICTyEMbIX BEIIECTB U TECT-CUCTEM?

MNOJMYHKT "'e" myHkTa 9
[IpaBun Hagnexamen
nabopaTOpPHOI MPaKTUKU
EADC

OCyIleCTBIICHHUE I1aHa (TPOTOKOIA,
POTPaMMBbI) IO 00ECIICUCHUIO KauecTBa
JTOKITMHUYECKOTO (HEKIIMHUYECKOTO)
WCCIICTOBAHUS ?

MOJMYHKT 'K myHKTa 9
[IpaBun Hagexamen
na0opaTOpPHOI MPaKTHUKU
EADC

1.3 HazHnaueHs! 11 pyKoBOIUTEIIEM a63an 1 mynkra 10
UCTIBITAaTEIbHOM Tab0opaTOpHH JIHILIA, IIpaBun HauIe)Kaen
OTBETCTBEHHBIE 32 CHCTEMY nabopaTOpPHOI MPaKTUKU
o0ecrieyeHus: KayecTBa 1 EADC
obecrieunBaronue e€¢ cooIoeHne
APYTUMH COTPYTHUKAMU
UCTIBITATEIbHOH JJAbOpaTOpHu?

1.4 He 3aneiictByroTcs nu nuia, a63an 2 mynkTa 10

OTBCTCTBCHHBLIC 3a CI/ICTeMy
obecrieueHus Ka4ecTna 1
obOecrieunBaroImue eé coOI0IeHIE
JOPYTUMHU COTPYIHUKAMU
UCTIBITAaTEIbHON JTAO0paTOpHH,

[IpaBun Hagexamen
n1abopaTOpPHOI MPaKTUKU
EADC




OJTHOBPEMEHHO B TIPOBEJICHUN
WCCJICIOBAHMSI M IPOBEPKE KaueCTBA
3TOr0 UCCIEIOBAHUA?

15

BXO,Z[I/IT JI1 B 00SI3aHHOCTH INepCcoHajia, OTBETCTBCHHOT'O 3a o0OecrieueHre KauecTBa:

pa3pabdotka COII u ux BHeIpEeHUE B
UCTBITATEIHbHOMN JTA00paTOPHH, a TAKIKE
cUCTeMaTHYecKasi MpOBEpKa MX
COOTIOICHUST?

MOANYHKT "'a" myHkTta 11
[IpaBun Hagexamen
nabopaTOpHOI MPaKTHUKU
EADC

MPOBEACHUE MHCIIEKIINH C LEIbIO
MOATBEPKJICHUS] COOTBETCTBUS
uccinenoBanus [IpaBunam Haexamen
nabopatopHoii npaktuku EADC,
JOCTYITHOCTH ISl IEpCOHAA MJlaHa
uccaenoBanus u COII, a Taxke
MOJATBEpKIeHUE (haKTa UX UCIOTHEHUS
MIPY MPOBEICHUU UCCIICIOBAHMSI?

NOANYyHKT 0" myHkrta 11
[IpaBun Hagexamen
nabopaTOpHOI MPaKTHUKU
EADC

HpOBepKa 3aKJIFOYUTCIBbHBIX OTYETOB IJIsA
HO,[[TBep)KI[eHI/ISI TOI'0, 4YTO METOABI,
MPOLEYPhI, HAOMIOCHHS U PE3YIIbTATHI
HN3JI0KCHBI TOYUHO U B HOHHOfI Mepe
0Tpa>1<a10T HCpBI/I‘-IHBIe JAHHBIC
HCCIIENOBAHUN?

NOANYHKT ''B" myHkTa 11
[IpaBun Hagexamen
nabopaTOpHOI MPaKTHUKU
EADC

cooOIIIeHUE B MUCbMEHHOM BH/IE (OTUET)
0 pe3yibpTaTax UHCIEKLIUNA PYKOBOACTBY
UCTIBITAaTEIbHOM JTab0opaTOpHH,
PYKOBOIUTEIIO UCCIEI0BAHUS,
BE/IyIEMY HCCIICIOBATEIIO U, IPU
HEOO0XOIUMOCTH, IPYTUM PYKOBOISIIUM
paboTHUKaM?

MOANYHKT 'T' myHkTa 11
[IpaBun Hagnexamen
1a0opaTOpPHOI MPaKTUKU
EADC

IOoAroTOBKA U MMOAIINCAHUC 3aKIIOUYCHUA,
npujaracMoro K 3aKkjIrO4YuTCIbHOMY
OTYCTY, B KOTOPOM YKa3bIBAIOTCS THUIIBL

noAnyHkKT "1 myHkra 11
[IpaBun Hagexamen
1a00paTOPHOI MPAKTUKU




MHCTICKIIHH, 1aThl UX IPOBEICHUS,
BKJII04ast nHpopMaIuio 06 sTamnax
MIPOBEPSIEMOT0 UCCIICIOBAHMS, U AATHI
nepeaayy pe3yabTaToB
MHCIIEKTUPOBAHUS PYKOBOJCTBY
UCTIBITAaTEIbHOMN Tab0opaTOpHH,
PYKOBOJIUTEIIO UCCIIEIOBAHUS U
BeAylieMy uccienoparento? Conepxut
T 3aKJII0YEHHE WH(POPMAIIUIO O TOM,
YTO MEPBUYHBIC JAHHBIC HCCIIEIOBAHUS
OTpaXKEHBI B 3aKITIOUYUTEIILHOM OTYETE
JIOCTOBEPHO?

EADC

1.6 ObecnieueHo Jin pyKOBOJCTBOM nyHKT 12 IpaBun
UCTIBITATEIHLHOHN JTAO0PaTOPHH HaJyIe)Kalen
COOTBETCTBHUE BHITIOJIHIEMBIX pabOT 1a0opaTOpPHOI MPaKTUKU
[TpaBunam Hagnexanieii taboparopuoir | EADC
npaktuku EADC?

1.7 ObecnieueHo JI PyKOBOJCTBOM HCIIBITATEIIbHON Ja00paTOpUH:

HATMYUE COTPYTHUKOB JJIsI
CBOEBPEMEHHOI'0 U HAJJIECKAILETO
MIPOBECHUS UCCIIEIOBAHUS B
KOJIMYECTBE, 00ECTICUNBAOIIEM
BO3MOKHOCTD ITOJIHOT'O BBITIOJTHEHUS
MPOLEAYPbI HCCIIEIOBAHUI U
obecrieyeHus ee KayecTna B
UCIIBITATEIHHON JTA00paTOPUH B
COOTBETCTBUU ¢ TpeboBaHusMU [IpaBun
Ha/JIeKalen 1abopaTopHOi MPAKTUKH
EADC u pykoBo/CTBa 110 KAUE€CTBY
JaHHOM JabopaTopun?

MOJMYHKT "a" myHkTa 13
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTHUKU
EADC

HaJIMYHUE COOTBETCTBYIOLIETO
000pyIoBaHUs IJisi CBOEBPEMEHHOTO U

MOJMYHKT "a" myHkTa 13
[IpaBun HajuIeKaAIEN




HA/JICKAIIETO MPOBEICHUS
HCCIICIOBAHUS B KOJUYCCTBE,
00ecreYnBaroeM BO3MOKHOCTh
MIOJIHOTO BBIMOTHEHHSI TPOLIETYPBI
HCCIICIOBAHUI 1 00CCIICUCHHS ¢¢
Ka4yeCTBA B UCIBITATCILHOM
nabopaTtopuu B COOTBETCTBUU C
TpeboBanusiMu [IpaBun Haanmexamen
nabopatopnoii npaktuku EASC u
PYKOBOJICTBA 110 Ka4eCTBY JaHHOU
nabopaTtopuu?

1a00opaTOpPHOI MPaKTUKU
EADC

HAJIMYUe CPEJCTB U MATEPUAIIOB ISt
CBOEBPEMEHHOI'0 U HAJJIECKAILETO
MIPOBECHUS UCCIIEIOBAHUS B
KOJIMYECTBE, 00ECTICUNBAOIIEM
BO3MOKHOCTb ITOJIHOT'O BBITTOJTHEHUS
MPOLEAYPbI HCCIIEIOBAHUI U
obecrieyeHus ee KayecTna B
UCTIBITATEIHHOU JTA00paTOPUH B
COOTBETCTBUU ¢ TpeboBaHusMu [IpaBun
Ha/JIeKalel 1abopaTopHO MPAKTUKH
EADC u pykoBo/CTBa 110 KAUE€CTBY
JaHHOM JabopaTopun?

MOJMYHKT "a" myHkTa 13
[IpaBun Hagexamen
nabopaTOpPHOI NMPaKTHUKU
EADC

BEJICHUE yYeTa 3aluce o
KBaJTM(HUKALUY CHIEIIUATUCTOB U
TEXHUYECKOI0 TIepcoHala
UCTIBITATEIbHOH JJAOOpaTOpHH?

NOANYyHKT 0" myHkTta 13
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTHUKU
EADC

BEJICHUE y4eTa 3anucei 00 00y4eHuun
CMELUAINCTOB U TEXHUYECKOT'O
MEpCOHAJIA UCTIBITATENBHOM
nabopaTtopun?

NOANYHKT 0" myHkTta 13
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTUKU
EADC

BEJICHUE YUeTa 3amucel 00 OmbITe U

noAnyHKT "0" myHkra 13




KOMITETEHIIMH CHEIMATNCTOB U
TEXHUYECKOI0 IIepcoHala
UCTIBITATEeIbHOH JJAOOpaTOPHH?

[IpaBun Hagexamen
n1a0opaTOpPHOI MPaKTUKU
EADC

rapaHTHs NOHUMaHUA 00s3aHHOCTEH
BCEMH COTPYIHHUKAMH UCIBITATEIHHON
nabopaTtopun?

NoANyHKT "'B" myHkTa 13
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTUKU
EADC

COOTBETCTBYIOIIEE 0OyUeHHUE U
[IOArOTOBKA COTPYAHUKOB
UCTIBITATEIbHOM JTAOOpaTOpHU MU
HE00X0IMMOCTH?

NoANyHKT "B" myHkTa 13
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTUKU
EADC

yrBepkaeHue COII 1 BHOCHMBIX B HUX
MU3MEHEHU?

NOANYHKT "T" myHKTa 13
[IpaBun Hagexamen
n1abopaTOpPHOI MPaKTHUKU
EADC

seitostaeHne COIl 1 BHOCUMBIX B HUX
U3MEHEHU?

NOANYHKT "T" myHKTa 13
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTUKU
EADC

HAJIMYUE CUCTEMBI 00eCIIeUEHUS
KadecTBa?

noamyHKT "' myHkra 13
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTHUKU
EADC

Ha3zHaA4YCHUC JIUL], OTBECTCTBCHHBLIX 3a
cucreMy o0ecrieueHust KauecTBa?

noamyHKT "'’ myHkra 13
[IpaBun Hagexamen
nabopaTOpHOI MPaKTUKU
EADC

Ha3HAYCHHUE PYKOBOIUTEIS
WCCJICIOBAHMSI M3 YMCIIA COTPYAHUKOB
UCTIBITaTEIhHON Tab0opaTopuH,
UMEIOIIUX KBaTU(HUKAIIHIO,
COOTBETCTBYIOIIYIO IEJISIM

MOJMYHKT "e" myHkTa 13
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTUKU
EADC




WCCJICJIOBAHMSI, TIEPE/] HAYaIOM KaXKJIOTO
HUCCIIEIOBAHUA?

3aMeHa PYKOBOJAUTEIIS UCCIIEIOBAHUS T10
YCTaHOBJICHHOM IIPOLIEYPE,
JTOKyMEHTaJIbHOE 0(OPMIICHHE 3aMEHBI ?

MOJMYHKT "e" myHkTa 13
[IpaBun Hagnexamen
nabopaTOpHOI MPaKTUKU
EADC

B CJIy4ae MPOBEICHUS MHOTOLIEHTPOBOT'O
UCCIICIOBaHKSI Ha3HAYCHUE TIPU
HEO0OXOJMMOCTH BEIYIIETO
HCCIIEN0BATENS, HMEIOIIETO
COOTBETCTBYIOIIIEEe 00pa3oBaHue,
KBTM(DUKAIMIO M OTIBIT?

NOJINYHKT k" myHkTta 13
[IpaBun Hagnexamen
1a00paTOPHOI MPaKTUKU
EADC

3aMCHa BCAYUICTO UCCIICAOBATCIIA B
cJIydac nmpoBCACHNA MHOT'OLICHTPOBOI'O
HCCIICA0BaHUA COIJIaCHO yCTaHOBJ’ICHHOﬁ
npoIeIype, TOKyMEHTAIbHOE
odopmIiieHrEe 3aMEHBI?

NOANYHKT k" myHkra 13
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTUKU
EADC

YTBCPIKIACHUC PYKOBOIHUTCIICM
HUCCIICOOBAHUA IIJIaHAa I/ICCJIGI[OBaHI/ISI?

NOANYHKT "'3" myHkTa 13
[IpaBun Hagexamen
nabopaTOpHOI MPaKTUKU
EADC

KOHTPOJIb MPEAOCTABICHUS
PYKOBOJUTENIEM UCCIICIOBAHHUS
YTBEPKJACHHOTO TIUTAHA UCCIICIOBAHMUS
MepcoHaTy oTaeNa o0ecrnedeHus
KauecTBa?

HNOJINYHKT """ myHkTa 13
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTHUKU
EADC

BezieHne oOHoBisiemoro nepeunst COIT
(c coxpaHEeHHEM MPeIbIIYIINX
penaxumii)?

noanyHKT K" myHkTa 13
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTUKU
EADC

Ha3HA4YCHHE COTPYIHUKA,
OTBETCTBEHHOTO 3a BEJICHHUE apXHBa?

MOJIMYHKT "1 myHkTa 13
[IpaBun Hajgexamen




n1abopaTOpPHOI MPaKTHUKU
EADC

BEJICHHUE OCHOBHOTO rpaduka?

NOANYHKT "'M" myHKTa 13
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTUKU
EADC

B CJIy4ae MPOBEICHUS MHOTOLIEHTPOBOT'O
HCCJIEIOBAHMS B3aUMOIEHCTBUE
PYKOBOJIUTEIS] KCCIICIOBAHMUS, BEIYILIETO
HCCJIEN0BATENs, JTUI[, OTBETCTBEHHBIX 3a
cucremy oOecriedyeHus: KauecTBa, 1
MEPCOHANA, yY4aCTBYIOIIETO B
MIPOBEJICHUU UCCIICIOBAHUS?

NOJANYHKT "H" myHKTa 13
[IpaBun Hagexamen
na0opaTOpPHOI MPaKTUKU
EADC

oTpeAeNeHUE MPOIIeAYPHI T KOHTPOJIS
HCIIOIb30BAHUA
KOMIBIOTEPU3UPOBAHHBIX CUCTEM T10
Ha3HAYEHHIO?

MOJMYHKT "0" myHkTta 13
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTHUKU
EADC

BaJIgarmsa KOMHBIOTepI/I?)I/IpOBaHHI:IX
cucrem?

MOJMYHKT "0" myHkTta 13
[IpaBun Hagnexamen
1a00paTOPHOI MPaKTUKU
EADC

(YHKIMOHMPOBAHUE U 00CITYKHBaHUE
KOMITBIOTEPH3UPOBAHHBIX CHCTEM?

MOJMYHKT "0" myHkTta 13
[IpaBun Hagnexamen
1a00paTOpPHOI MPaKTHUKU
EADC

1.8

ObecrieyeHo I pyKOBOJUTENIEM UCCIICIOBAHMS:

COIJIacOBaHUE IIJIaHA MCCIEIOBAHUS U
BHOCHMBIX B HETO M3MEHEHNUH,
3aBepeHue X MOJIMHUCKHIO C YKa3aHUEM
JaThI?

MOAINYHKT "'a" myHKTa 15
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTHUKU
EADC

OpraHu3aIus IpOBeICHUS
JOKIIMHUYECKOr0 (HEKIHHUYECKOTO)

NOJANYHKT "0" myHkTta 15
[IpaBun Hajgyexamen




UCCJICZIOBaHHMSI, PACIIpe/ICIICHHE
0053aHHOCTEH MEXly YUaCTHUKAMU
UCCIICIOBaHMSI ?

nabopaTOpPHOI MPaKTUKU
EADC

KOHTPOJIb CBOEBPEMEHHOT'O
MPEOCTABIICHUS TIEPCOHATY OT/IEia
obecIieueHrs Ka4ecTBa KOIMUHY IUIaHa
HCCIIEIOBAHMUS U U3MEHEHUN COIIACHO
TpeOOBaHUSAM K MTPOBEICHUIO
HCCIIENOBAHUA?

MOANYHKT ''B" mMyHKTa 15
[IpaBun Hagexamen
1a00opaTOpPHOI MPaKTUKU
EADC

IIPEIOCTABIICHUE TIEPCOHAITY IJIaHa
HCCIJIEJOBAHMS U U3MEHEHMH, a TaKXKe

colIr?

MOJANYHKT 'T'' MyHKTa 15
[IpaBun Hagnexamen
nabopaTOpPHOI MPaKTUKU
EADC

odopmIleHrE TUTaHa UCCIICIOBAHMS,
3aKJIFOYUTEIBHOTO OTYETA U BHOCUMBIX B
HUX U3MEHEHU?

NOAMYHKT "1 myHkTa 15
[IpaBun Hagexamen
nabopaTOpHOI MPaKTUKU
EADC

cOOJII0/IeHNE TPOLIeyp, YKa3aHHBIX B
IUIaHE MCCIIeIOBaHUs, OLCHKA 1
JOKyMEHTUPOBAHUE BIUSHHS JTFOOBIX
OTKJIOHEHHWH OT IIaHa MCCIIEIOBAHUS Ha
Ka4eCTBO U JJOCTOBEPHOCTH PE3YJIbTATOB
UCCIIEIOBaHMs], TPU HEOOXOIUMOCTH
MIPUHSATHE COOTBETCTBYIOIINX
KOPPEKTHPYIOLIUX MEPONPUSITHIA?

MOANYHKT ''e" myHKTa 15
[IpaBun Hagexamen
1a00paTOPHOI MPaKTUKU
EADC

NPaBUIILHOE IOKYMEHTAJIbHOE
oopmieHne U perucTpanus
OTBETCTBEHHBIM TIEPCOHATIOM BCEX
NOJTYYEHHBIX TIEPBHYHBIX JIAHHBIX ?

MOAINYHKT 'K myHKTa 15
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTUKU
EADC

KOHTPOJIb IMTPOBCACHUS BaJIUAalIlUN
KOMIIBIOTCPU3HUPOBAHHBIX CUCTCM,
HCIIOJIb3YCMBIX B I/ICCJIG,Z[OBEIHI/II/I?

MOANYHKT 3" myHkKTa 15
[IpaBun Hagexamen
1a00paTOPHOI MPAKTUKU




EADC

MOAMMUCAHUE 3aAKITIOUUTEIILHOTO OTYEeTa
(c yka3aHueM NpU3HaHUSA
OTBETCTBEHHOCTH 32 IOCTOBEPHOCTh
JAHHBIX U COOTBETCTBUS UCCIIEIOBAHMS
[TpaBuam HajyIeXkKale 1a00paTOpHOIA
npaktuku EADC u natel noanucanus)?

MOANYHKT "'U" MyHKTa 15
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTUKU
EADC

KOHTPOJIb apXUBUPOBAHUS TJIaHA
HCCIIEOBAHMS, 3aKIIOYUTEIHLHOIO
OT4YeTa, MEPBUYHBIX TAHHBIX U BCCH
JOKYMEHTAIUH [TOCJIE OKOHUAHHS
(IpeKpalleHs1) KCCIICIOBAHUS ?

MOANYHKT "K' myHKTa 15
[IpaBun Hagexamen
nabopaTOpHOI MPaKTHUKU
EADC

1.9 OObecnieunBaeT a1 BEIYyUIHIA nyHKT 16 IIpaBun
UCCIIeI0BaTEeNb POBEICHHUE HaJIekKaIei
MOPYYCHHOI eMy yacTu (3tarna) 1abopaTOpHOI MPAKTHKU
HUCCIEeO0BAaHUSI B COOTBETCTBUH C EADC
[TpaBmnamu Hajexamei 1adbopaTopHOA
npaktuku EADC?

1.10 | 3naer u cobaroAaeT I MEPCOHA, nyHKT 17 IlpaBun
Y4acTBYIOIIUHI B UCCIICIOBAHNH, HaJyIe)Kalen
[TpaBuna Hagnexarien 1abopaTopHOn nabopaTOpPHOI MPaKTHUKU
npaktuku EADC? EADC

1.11 | Mmeer u nepcoHall, y4yacTBYIOIIUN B nyHKT 18 I1paBun
MCCIIEIOBAaHHUH, JOCTYI K IJIaHy HaJIexKaIei
uccnenoBanus u COIl, oTHOCAIIKMMCS K | 1a00paTOPHOM MPAKTUKH
ero GpyHKIMsIM B pamkax uccienoanusa? | EADC

1.12 | ObGecrieueHo a1 TOKYMEHTaJIbHOE nyHKT 18 I1paBun
odopmIiieHHe TFOOBIX OTKIOHEHUH OT HaJUIeXKaIei

TUIaHa UCCIICIOBAHMS U TIepeada
HAIpPSIMYIO PYKOBOAMTEITIO
uccneaoBanus u (i) mpu
HEO0XOIMMOCTH BEAYILIEMY

nabopaTOpPHOI MPaKTUKU
EADC




HUCCIIEIOBATEIIO?

1.13 | Hecér nu nepcoHa, y4acTBYIOIIUH B nyHKT 19 I1paBun
UCCIIeIOBaHUH, OTBETCTBEHHOCTb 32 HaJIekKaIei
CBOEBPEMEHHYIO U TOYHYIO nabopaTOpPHOI MPaKTUKU
perucTpanuio NepBUYHBIX 1aHHbIX U X | EADC
coorBercTBue [IpaBunam Hagnexanien
nabopatopnoii npaktuku EADC, a
TaKXe 32 KaYeCTBO 3TUX JAHHBIX ?

1.14 | [Ipumensiet nu nepcoHal, yuactByromuii | myHkt 20 [IpaBun
B HCCIICZIOBAaHUH, 03/10POBUTEIHHBIE HaJUIekKaIei
pOopHUIAKTUIECKUE MEPBI B LENISAX nabopaTOpHOI MPaKTHUKU
MHUHHMMU3ALKUHA PUCKA IS 310POBbs U EADC
o0ecrieyeHus: JOCTOBEPHOCTH
Pe3yIbTATOB MCCIIEJOBAHUS ?

1.15 | CooOmiaeT nu nepcoHa nyHKT 20 I[IpaBun
COOTBETCTBYIOLIEMY JIUIy O CAHUTAPHBIX | HAJUIEXKAIICH
WIA MEULIMHCKUX YCIIOBUSAX C IIENBIO UX | J1a00paTOpHOM MPAKTUKH
YCTPAHECHUS U HEAOIYLICHUS BIUSHUSA EADC
Ha MCClIeJOBaHue?

1.16 [Tomernenusi, mpeaHa3HayYEHHBIE TS myHKT 21 [IpaBun
MPOBEICHUS JOKITMHUYECKUX HaJUIekKaIei
(HEKJIMHUYECKHX) UCCIICIOBaHUH, nabopaTOpPHOI MPaKTUKU
IIPOCKTUPYIOTCS, PACIIOIATalOTCs U EADC
HKCIUTyaTUPYIOTCS B LIEJSIX 0OeCTIeYeHUs
Ka4yecTBa MPOBOJUMBIX UCCIICTOBAHMM?

1.17 | OGecrieunBaeT Jim CTPYKTypa nyHKT 22 IpaBun
UCTIBITATEIILHOHN JTAO0paTOPHH HaJyIe)Kalen
aJIeKBaTHYIO CTETICHb Pa3/IeIeHUs n1a00paTOPHOI MPaKTUKU
pa3HbIX BUJOB JEATEIBHOCTH ISl EADC, yactp 3 cTathm 11
Ha/IIeKAIIEro MPOBEICHHS denepanbHOro 3aKOHA OT
HCCIIEOBAHHUS? 12.04.2010 Ne 61-D3

1.18 | Umeer au ucneitaTenpHas gaboparopus | nyHKT 23 IlpaBun




JIOCTaTOYHOE KOJIMYECTBO MOMEIICHUIN 1
30H JJISI U30JISIIIUM TECT-CUCTEM, B
KOTOPBIX 33/IeHCTBOBAHBI BELIECTBA WU
MUKPOOPTaHU3Mbl C U3BECTHOM WIIH
IMOTEHI[MATBbHON OMOIOTHYECKON
OIAaCHOCTBHIO?

HaJIexKaniei
n1abopaTOpPHOI MPaKTUKU
EADC, vactp 3 cTathu 11
denepanbHOro 3aKOHa OT
12.04.2010 Ne 61-@3

1.19 | OGopynoBaHbI JIM CHEIHATIbHBIE nyHKT 24 IpaBun
MOMEIICHUS U 30HBI JUI AUArHOCTHUKH, HaJUIekKaIei
MCCIIEIOBaHMsI U KOHTPOJIS 3a00IeBaHy, | 1a00paTOpHOM MPAKTUKH
9YTOOBI HE JOMYCTUTH MOBPEXKICHHS EADC, vacts 3 crathu 11
TECT-CHCTEM? denepanbHOro 3aKOHA OT

12.04.2010 Ne 61-03

1.20 | OGopynoBaHbI 11 OTIEIBHBIC nyHKT 25 [paBun
MIOMEIICHUS WX 30HBI ISl XpaHCHHS HaJIexKaIei
CBIPbsl U 00OPY/JIOBAHUS, UCIIOIB3yEeMbIEC | JIAOOPATOPHOU MPAKTUKU
B UCCIICIOBAaHHUH, U 00eCTICUCHUH EADC, yactp 3 cTathu 11
COOTBETCTBYIOLIECH 3aLUTHI OT @enepanbHOro 3aK0Ha OT
3apakeHMsl, 3arpsA3HEHUs WIN 12.04.2010 Ne 61-03
MOBPEXKJICHUS?

1.21 | OGopyaoBaHbI 11 OTIENIbHBIE nyHKT 26 [IpaBun
MIOMEIICHHUS U 30HBI JUIS IOJTYYCHUS U HaJIeXKaIei
XpaHEHHUS UCCIIEAYEMbIX BEIIECTB nabopaTOpPHOI MPaKTUKU
(JIeKapCTBEHHBIX CPEIICTB) U 00PA3IIOB EADC, vactp 3 cTathu 11
cpaBHEHUS (KOHTPOJBHBIX 00pa3IOB) denepallbHOTO 3aKOHA OT
IS ipeioTBpaieHus 3arpsisHennst win | 12.04.2010 Ne 61-D3
CMEIIMBAHUS?

1.22 OTtaeneHbl 1M MOMEIICHUS UK 30HBI 17151 | yHKT 27 [TpaBwn
XPaHEHHUS UCTIBITYEMBIX BEIIECTB OT HaJIekKaIei

00eCneynBaOIINX COXPAHEHNE COCTaBA,
KOHICHTpaluu, YUCTOTHI, CTaOMILHOCTH
u 6e30macHOe XpaHEHHE OMACHBIX
BCIICCTB KOMHAT WJIM 30H, B KOTOPBIX

nabopaTOpHOI MPaKTUKU

EADC, vactp 3 cTathu 11
denepanbHOro 3aKOHa OT
12.04.2010 Ne 61-03




pa3MenIarTCs TECT-CUCTEMBI ?

1.23 | O6ecrieueno nu Oe30mMacHOE XpaHEHHE nyHKT 28 IpaBun
TUIAHOB MCCIJICOBAHUS, IEPBUYHBIX HaJIekKaIei
JAHHBIX, 3aKJIIOYUTEIHHBIX OTYETOB, nabopaTOpPHOI MPaKTUKU
npo0 UCTIBITYEeMBIX BelecTB U o0pazuoB | EADC
B IIOMEIICHUSX JUIsl apXUBUPOBAHHUSA?

1.24 | B nomemnieHnu apxuBa nojaepxuBatorcst | myHKT 28 [IpaBun
JIM YCIIOBHSI peKUMa XpaHEHMUs, HaJUIeXKaIei
o0ecreunBaoNIUe 3aIUTY €ro 1a0opaTOpPHOI MPaKTHUKU
COAEPKUMOTO OT IIPEKIEBPEMEHHOMN EADC
nopuu?

1.25 | O6paboTKa U yraneHue 0TX0/10B nyHKT 29 IpaBun
BBITIOJTHSIOTCS JIU TAKUM 00pa3oM, HaJIeXKaIei
4TOOBI HE OJBEPTHYTh ONIACHOCTH nabopaTOpHOI MPaKTHUKU
MIPOBEICHUE UCCIIEIOBAHUI U HE EADC
MCKA3UTh UX PE3yJIbTaThl?

1.26 | OGecrieueHsl 1 COOTBETCTBYIOIINE nyHKT 29 [1paBun
yCIoBHUA 11 cO0Opa, XpaHEHHs U BbIBO3a | HaJUIekKaluei
OTXO/IOB, @ TAKXK€E IS BBITIOJIHEHHS nabopaTOpPHOI MPaKTUKU
MPOLEIYp UX I€3aKTUBALIMU U EADC
MOCTEIYIONIEH TPAaHCTIOPTHPOBKHU ?

1.27 | Pa3memnieno nu obopynoBanue, Bkiatouas | myHKT 30 [IpaBun
KOMITBIOTEPU3UPOBAHHBIC CUCTEMBI, HaJIexKaIei
UCTIOJIb3yeMbIe 115l cOOpa M XpaHEHHS nabopaTOpPHOI MPaKTUKU
JTAHHBIX U JUI KOHTPOJIS (PaKTOpoB EADC
OKpY’KaloIIel cpeibl, KOTOPbIe UMEIOT
OTHOIICHHE K UCCIIEIOBAHUIO C yUETOM
0COOEHHOCTEN, LieJIEN U HA3HAUECHUS,

COOTBETCTBYIOIUX BUAM MIPOBOIUMBIX
UCCIIeIOBaHUN?
1.28 | [loxBepraercs 1M MEPUOAUIECKOMY a63an 2 mynkra 30

TCXHUYICCKOMY OGCHy)KI/IBaHI/IIO,

[IpaBun Hajgexxamen




KaJTMOPOBKE M OYHCTKE B COOTBETCTBUH C
NPUHATHIMU B BHJI€ TUCbBMEHHOTO
JNOKyMeHTa 1 yTBepxkaeHHbIMU COIT
o0opyioBaHuE, UCTIOIb3yEMOE B
UCCIICIOBAaHUU?

nabopaTOpPHOI MPaKTUKU
EADC

1.29 | He oka3bIBatoT i 000pyZ0OBaHUE U nyHKT 31 IpaBun
MaTepHalibl, UCTIOIb3yeMbIE B HaJUIekKaIei
UCCIIeIOBAaHUH, OTPULIATEIIEHOTO n1a0opaTOpPHOI MPaKTUKU
BJIMSIHHS HA TECT-CUCTEMBI? EADC

1.30 | MapkupoBaHbI 1 XUMHYECKHE nyHKT 32 IpaBun
BEIIIECTBA, PEAKTUBHI  PACTBOPHI C HaJUIexKaIei
yKazaHueMm coctasa (rmpu nabopaTOpPHOI MPaKTUKU
HEOOXOAMMOCTH - KOHIICHTPAINH), EADC
CpOKa rOJTHOCTH M 0COOEHHOCTEH
XpaHeHHs?

1.31 | Umeercsa nu unpopmanus o6 ucrounuke | myHkT 32 [IpaBun
MOJyYeHHS XMMUYECKHUX BEILECTB, HaJIeXKaIei
PEaKTHBOB U PAaCTBOPOB, J1aTE UX nabopaTOpHOI MPaKTUKU
IPUTOTOBJICHUS U CTAOMJIBHOCTHU? EADC

1.32 | CootBeTcTBYET 11 0OOPYAOBAHHE, nyHKT 33 I[IpaBun
UCTIOJIb3yeMoe Uil (PU3UKO-XMMHUYECKUX | HaJuIexalei
HCCIEN0BAaHUM, BUAM IIPOBOIUMBIX na0opaTOpPHOI MPaKTUKU
UCCIIeIOBaHU? EADC

1.33 | ObGecrnieueHa 1 HaAEKHOCTD nyHKT 34 IpaBun
¢bu3nveckux (XMMUYCCKUX) HaJIeXKaIen
TECT-CHCTEM? n1a0opaTOpPHOI MPaKTUKU

EADC

1.34 | OGecrnieuensl 1 Haanexanye yciaous | myHKT 35 IpaBun

IUISL pa3MElIeHUs, XpaHeHus1, 00paboTKK | HajuIexKalei

U CoJiepKaHusl OMOJIOTHYECKHIX
TECT-CUCTEM C LIEJILI0 00eCIIEUEH U
He0o0X0AMMOro KauyecTBa UCCIIEI0BAHUS?

nabopaTOpPHOI MPaKTHUKU
EADC




1.35 | OGecrieueHo a1 U30JIMPOBAHUE BHOBD nyHKT 36 [IpaBun
MOJTyYCHHBIX )KUBOTHBIX U HaJUIekKaIei
pPacTUTENBHBIX TECT-CUCTEM B 1a00paTOpPHOI MPaKTUKU
COOTBETCTBUU C YCTAaHOBJIEHHBIMU EADC
nporenypamu?

1.36 | [Ipormuu JIn TeCT-CUCTEMbI KapaHTHH, nyHKT 36 [IpaBun
IpoIeIypy JOIycKa K UCIOIB30BAHUIO U | HaJUIeXkKalei
COOTBETCTBYIOT JIM BUJY H LIEJISAM 1a0opaTOpPHOI MPaKTUKU
UCCIIeIOBaHMsI K MOMEHTY €ro HavyaJia? EADC

1.37 | bbu 11 U30JIMPOBAHBI U MTPOJIECYESHBI nyHKT 36 [IpaBun
TECT-CUCTEMBI, TOPAKEHHBIE OOJIE3HBIO | HAJJIeKAIIeH
WA TIOBPEXICHHBIE B X0O/IE nabopaTOpPHOI MPaKTUKU
UCCIICIOBaHMS ? EADC

1.38 | Perucrpupyrorcs 11 JOKyMEHTaJIbHO Bee | MyHKT 36 [IpaBun
JaHHBIE TIO TUATHOCTHKE U JICYCHHUIO HaJIekKaIei
3a00JIeBaHUI OT Hayasla U B XOJ€ 1a00paTOpPHOI MPaKTUKU
UCCIICIOBaHMSI ? EADC

1.39 | Benéres nu perucTparysi UICTOYHUKA nyHkT 37 IlpaBun
IIOJIyYE€HUs, JaThbl U YCIOBUM IIPUEMKHU HaJyIe)Kallen
TeCT-CHCTEM? nabopaTOpPHOI MPaKTUKU

EADC

1.40 | beum 1 agantTupoBaHbl Ononoruueckue | myHKT 38 [IpaBun
TECT-CUCTEMBI K YCIOBHIM HaJIexKaIei
HCCJICIOBAHNM B TCUCHUE 1a00paTOPHON MPaKTUKU
COOTBETCTBYIOLIETO IIEPUOIa BPEMEHHU EADC
nepes epBbIM BBEACHUEM
(MPUMEHEHUEM) UCCIIETyEMOTO
BEIIIeCTBA MJIM 00pa3lia CpaBHEHUS
(KOHTpOJILHOTO 00pasiia)?

1.41 | OGecrieueHsl J1 UCHIOIB3yEMBbIC nyHKT 39 IpaBun
TECT-CUCTEMBI COOTBETCTBYIOLLIEH HaJIexKaniei

MapKHUpPOBKOM ISl X HAJJIEXKALLECH

1a00paTOPHOI MPAKTUKU




UJCHTH()UKAITIN? EADC
1.42 | [loxBepratoTcst I MEPHOAUIECKOM nyHKT 40 I1paBun
CaHUTapHOU 00pabOTKE UCTIONIB3YyEMbIC HaJJIeXKaIei
IIOMELIEHUS WU KOHTEHHEPBI C 1a00paTOpPHOI MPaKTUKU
TECT-CHCTEMaMH? EADC
1.43 | He comepxut m m000ii MaTepua, nyHKT 40 I1paBun
KOHTaKTUPYIOIIUH C TECT-CUCTEMOH, HaJIexKaniei
3arps3HSIONIME areHTHI BhIIIE nabopaTOpPHOI MPaKTHUKU
pa3peleHHoro ypoBsHs, fomyckaromero | EADC
MIPOBEJICHUE HCCIIETOBAHUS?
1.44 MeHnsieTcs i IOACTHIT TSl )KUBOTHBIX B | myHKT 40 [IpaBun
COOTBETCTBUH C MPUHATHIMU HOpMaMHU? | HaJuIeXKalleH
nabopaTOpHOI MPaKTUKU
EADC
1.45 | IokyMEeHTHUPYIOTCS JI1 JaHHBIE 00 nyHKT 40 I1paBun
UCTIOJIB30BAHUU CPEICTB OOPHOBI C HaJJIexalen
BpeIUTENAMU? 1a00paTOPHOI MPaKTHUKU
EADC
1.46 | ObGecrieueHo a1 HATUYUE U nyHKT 41 TIpaBun
MoiJIep)KaHue HHPOPMAITUU O CBOMCTBAX | HAJIekKAIICH
HCCIIElyeMOr0 BEIeCTBa nabopaTOpPHOI MPaKTUKU
(mexapcTBeHHOTO cpencTBa) u oopasnoB | EADC
cpaBHEHUS (KOHTPOJBHBIX 00Pas3IoB),
JaTe MOIy4YeHus!, CPOKE TOJJHOCTH,
MOJIyYCHHOM U UCTIOJIH30BAHHOM
KOJINYECTBE B MCCIIETOBAHUSIX ?
1.47 | OnpeneneHsl v IpoLEAYpPHI IO nyHKT 42 I1paBun
00paIlIeHUIO C TECTUPYEMBIM BEIIECTBOM | HaJyIeKalleH

Y BELIECTBOM CpaBHEHHS (KOHTPOJIBHBIM
BEILIECTBOM), HX XPaHCHUIO U
UCIIOJIb30BAHUIO C IETIbI0 00eCTIeYeHUS
CTaOWIBHOCTH M TOMOT€HHOCTH,

nabopaTOpPHOI MPaKTUKU
EADC




UCKITIOUEHHSI KOHTAMHHALIUHU U
nepenyThIBaHus?

1.48 | YkazaHbl 711 Ha KOHTEIHEepe JUIs nyHKT 43 I1paBun
XpaHEHHsI UCCIIETyeMOro BelecTBa HaJyIeKaIIen
uAeHTUGUIHpYomas HHopmarus, 1a0opaTOpPHOI MPaKTUKU
CPOK TOJTHOCTH U OCOOCHHOCTH EADC
XpaHeHHs?

1.49 | UnentudunupoBaHbl U nyHKT 44 TIpaBun
COOTBETCTBYIOIIUM 00pa3oM Kaxkaoe HaJUIeKaIIen
uccieayeMoe BenecTBo (JIeKapCTBEHHOE | JIAOOpaTOpHOMN MPaKTHKH
CpeACTBO) U 00pa3el CpaBHEHHUSI EADC
(KOHTpOJBHBIN 00pa3err) (Hanpumep,

UMEIOT KOJI, UACHTH()HUKAIIMOHHBIH
HOMED 10 peecTpy XUMHUUECKOU
pedepaTtuBHOM CiTy)kObI AMEPUKAHCKOTO
xumudeckoro oobiectBa (CAS-HOMeD) ¢
yKa3aHueM Ha3BaHUs, PU3MYECKUX,
XUMHUYECKHUX, OMOTIOTUUECKHX,
(apMaKoJIOTHIECKUX CBOMCTB)?

1.50 | U3BecTHBI 1M HOMEP CEPUHU, YUCTOTA, yHKT 45 IIpaBun
COCTaB, KOHIICHTPAIHS U IPyTHUE HaJUIeKaIIen
XapaKTEPUCTUKU MCCIICAYEMOTO 71a00paTOPHOI MPAKTUKU
BellecTBa (JiekapcTBeHHOTO cpenctBa) u | EADC
00pa3ioB cpaBHEHHS (KOHTPOJIBHBIX
00pasIoB) B KAXKJIOM HCCIICIOBAaHHH ?

1.51 | Pa3pabotana iu coBMecTHas mporenypa | myHKT 46 I1paBun
crioHcopoM (pa3paboTYMKOM) U HaJTIeXKaIen

UCTIBITAaTEIbHOM TabopaTopHeii mo
NPOBEPKE MOUIMHHOCTH MCCIIEAYEMOTO
BelecTBa (JICKapCTBEHHOT'O CPE/ICTBA) B
TEeX CIy4asx, KOTJa UcCIeyeMoe
BEILIECTBO (JIGKapCTBEHHOE CPEJICTB)

nabopaTOpHOI MPaKTHUKU
EADC




NPEI0CTABICHO CIIOHCOPOM
(pa3paboTyrKom)?

1.52 | U3BecTHO 71 0 CTAOUIBHOCTH nyHKT 47 IlpaBun
HCHBITYEMOIO BEIIECTBA HaJIexKaIei
(JIexkapCTBEHHOTO CPECTBA) U 00pa3IoB | 1a00OpaTOPHOI MPAKTUKU
cpaBHEHUs (KOHTpOJIbHBIX 00pasuoB) B | EADC
YCIIOBUSAX XPAHEHUS U IPOBEACHUS
UCCIIeIOBaHUN?

1.53 | OmpeneneHsl 1M TOMOT€HHOCTb, a03an 2 mynkra 47
KOHIIEHTPALUS U CTAaOUILHOCTD [IpaBun Hagexamen
HCCIIETyeMOT O BEILIECTBA B TOM nabopaTOpPHOI MPaKTUKU
MaTepuaie eciau ucciaeayemoe Bemectso | EADC
(JIexkapcTBEHHOE CPEJICTBO) MPUMEHSIETCS
CO BCIIOMOTaTeJIbHBIMU MaTepUaIaMu?

1.54 | OGecrieueHo a1 apXUBHOE XpaHEHUE nyHKT 48 I1paBun
00pa3LoB KaKI01 CEpUU UCCIEIYEMOro | HaJuIexKallen
BEIECTBA (JIEKAPCTBEHHOT'O CPEJICTBA) nabopaTOpPHOI MPaKTUKU
JUIS aHAJIMTHYECKUX LEJIEU B KAXKIOM EADC
uccienoBaHuu (KpoMe KpaTKOCPOUHbBIX)?

1.55 | Umeert nu ucnitaTensHas sabopatopus | myHKT 49 IpaBun
nucbMeHHo odopmierabie COI, HaJIexKaniei
YTBEPKJICHHBIE PYKOBOJICTBOM nabopaTOpPHOI MPaKTUKU
UCTIBITATEIbHOM JTAOOPAaTOPHH U EADC
npeIHa3HauYeHHbIE U 00eCIeUeHHS
Ka4yecTBa U JIOCTOBEPHOCTH JIaHHBIX,

MIOJTyYEHHBIX UCTIBITATEIbHOM
nabopaTopueit B X0/1€ IPOBECHHS
UCCIIeIOBaHUN?

1.56 | OgoOpeHo U PyKOBOACTBOM nyHKT 49 [IpaBun

UCTIBITaTEIBHOM JTab0paTOpry BHECEHHUE | HAJIekKAIICH

n3menenuit 8 COIT?

nabopaTOpPHOI MPaKTHUKU
EADC




1.57

HMeeTcs 14 B KaXKJI0M OTHEIHLHOM
nojpa3iesicHuu U (M) Ha KaX 101
IUIOIIA/IKE MCIBITATENILHOM JTab0paToOpuu
kornuu nerctyromux COII,
OTHOCSIIUXCS K UX AEATEILHOCTH?

nyHKT 50 IpaBun
HaJIexKaniei
1a00paTOpPHOI MPaKTUKU
EADC

1.58 | Odopmisirores 1M JOKYMEHTAIbHO nyHKT 51 IIpaBun
otkionenusa ot COII, nmeromux HaJIexKaniei
OTHOIIICHHE K UCCIICIOBAHMIO, 1abopaTOPHOI MPAKTHKU
YTBEPKAAOTCS JIU PYyKOBOAUTEIEM EADC
WCCJICJIOBAHMSI M BETyIIIUM
HCCIIeIOBaTEIEM?
1.59 Paspa6oransl 1u COIl, B 9acTHOCTH, ISl CIICAYIOMIUX BUJIOB ACSITEIbHOCTH:

UCCIIeyeMbIe BEIIeCTBa
(JIexkapCTBEHHBIE CPEACTBA) U 0OPa3LIbI
cpaBHEHUS (KOHTPOJIbHBIE 00pa3Ibl):
NOJy4YeHUE, HICHTUDUKALUS,
MapKHpOBKa, 06paboTka, oT60p Mpod u
XpaHeHue?

MOJMYHKT "a" myHKTa 52
[IpaBun Hagexamen
nabopaTOpHOI MPaKTHUKU
EADC

000pyZI0BaHUE, MAaTEpUAJIbI U PEAKTUBBI:

000pyIOBaHUE: UCTIOTB30BaHUE,
o0CITy>)KUBaHUE, OUUCTKA U KaTHOpOBKa?

MOJMYHKT "0" myHKTa 52
[IpaBun Hagexamen
n1a0opaTOpPHOI MPaKTHUKU
EADC

KOMIBIOTEPU3UPOBAHHBIE CUCTEMBI '
Banuaanus, GyHKIHMOHUPOBAHHE,
oOciry)kxuBaHue, 6€30MacHOCTb,
KOHTPOJIb 32 U3MEHEHHUSIMH U Pe3epBHAs
cucreMa?

MOJMYHKT "0" myHKTa 52
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTHUKU
EADC

MaTepHualbl, PeaKTUBBI U PACTBOPHI:
MPUTOTOBIICHHE U MAPKUPOBKA?

MOJMYHKT "0" myHKTa 52
[IpaBun Hagexamen
1a00paTOPHOI MPaKTUKU
EADC




perucrparus, MoAroToBKa OTYETOB,
COXpaHEHHUE. KOANPOBAHUE
WCCIICJIOBAHUM, COOp JTaHHBIX,
IIOArOTOBKA OTYETOB, CHCTEMBI
WHJACKCAIK, 00padoTKa JaHHBIX,
BKJIFOYAs UCIIOJIF30BaHHE
KOMIBIOTEPU3UPOBAHHBIX CUCTEM?

MOJNYHKT "B" MyHKTa 52
[IpaBun Hagexamen
1a00paTOpPHOI MPaKTUKU
EADC

TecT-cucTeMa (B HEOOXOAMMBIX CITydasix):

IIOATOTOBKA IIOMEIIEHUN U YCIIOBUU
XpaHEeHHUs TECT-CHUCTEM?

MNOJANYHKT "T" MyHKTa 52
[IpaBun Hagexamen
n1abopaTOpPHOI MPaKTHUKU
EADC

MPOLEAYPHI OJIYUYECHUs, IEPENAUH,
HAJIEKAIIETO pa3sMEILEHUs, XPaHECHUS,
OIIMCaHUA, I/I,Z[CHTI/I(l)I/IKa]_[I/II/I n
00pabOTKHU TECT-CUCTEM?

MNOJNYHKT "T" MyHKTa 52
[IpaBun Hagexamen
na0opaTOpPHOI MPaKTUKU
EADC

MOJITOTOBKA TECT-CUCTEM, HAOTIOACHUS U
aHaIM3bl TIEpe]] HAYaJIoM, B TCUCHHUE U
IO 3aBEPIICHUM HCCIICTOBAHUS?

MNOJINYHKT "T" myHKTa 52
[IpaBun Hagexamen
n1a0opaTOpPHOI MPaKTHUKU
EADC

pa3MEIIEHUE TECT-CUCTEM Ha
UCIBITYEMBIX TUIOIIAIKAX ?

MNOJINYHKT "T" MyHKTa 52
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTUKU
EADC

MPOIEYpPhI 0OECTIeYeHHS KaueCTBa!
paboTa nepcoHana ciy>k0bl 00ecTIedeHHS
kadectBa (nanee - COK) no
TUTAHUPOBAHUIO, COCTABJICHUIO rpaduka,
MIPOBEJICHUIO, JOKYMEHTAIBHOMY

0o OpMIIEHUIO U MTOATOTOBKE OTUYETOB 00
WHCIEKIUAX ?

MOAMYHKT "1 myHKTa 52
[IpaBun Hagexamen
n1abopaTOpPHOI MPaKTUKU
EADC

2. TpeboBaHusI K IPOBEACHUIO UCCIIET0BaHMs, 0POPMIICHHIO PE3YIbTATOB UCCIIEJOBAHUS, XPAaHECHHIO JOKYMEHTOB M MaTepHAJIOB




2.1

Hanucan 51 mepen HauauoM KaxkJ0ro
MCCIIeIOBaHMSI IJIaH, YTBEPKACHHBIN
PYKOBOJIUTENIEM HCCICIOBAHUS U
npoBepeHHbIN npencraButenem COK
HCCIIEI0BATEIbCKON 1abopaTopuu?

nyHKT 53 IpaBun
HaJIexkaniei
na0opaTOpPHOI MPaKTUKU
EADC

2.2 YTBepxkAeH JIM IJIaH UCCIIeI0BAHUS a63ar 2 myHkTa 53
MOJIMMCHI0 PYKOBOIUTENS UccienoBanus | [IpaBun Hamnexamei
C yKa3aHUEM JaThl? n1a0opaTOPHOI MPaKTUKU

EADC

2.3 OO6ocHOBaHbI J11, 0JJOOPEHBI JIN nyHKT 54 IlpaBun
JATUPOBAHHOU MOJIUCHIO PYKOBOIUTEIS | HAUIS)KALLEH
MCCIIeIOBaHUS MOMPABKU K MJIaHY 1abopaTOpHOH MPAKTHKU
MCCIIEIOBaHMSI U IPUOOIIIEHBI JIH K EADC
TUTAHY UCCIICIOBAHUS?

2.4 Onwucanpl 11, 00BICHEHBI JH, 0100peHbl | MyHKT 55 [Tpasmn
JIM, CBOEBPEMEHHO JaTUPOBAHBI JIH HaJIeXKaIen
PYKOBOJHUTENIEM UCCIICIOBAHUS HITH 1abopaTOPHOI MPAKTHKU
BelyIIUM uccienoBarenaem otkinonenuss | EADC, yactu 4 cratbu 11
OT IJIaHA UCCICIOBAHUS U XpaHATcs U ¢ | DeaepaabHOro 3aK0HA OT
MIEPBUYHBIMU JTaHHBIME HccienoBanus? | 12.04.2010 Ne 61-®3

2.5 CoJep>KUT T TIJIaH MCCIIEIOBAHUS

nH(OPMAIIUIO O HA3BAHWUU MCCIICJIOBAHHUS
C KpaTKUM OIHUCAaHUEM €ro Tu3aiiHa?

MOAINYHKT "'a" myHKTa 57
[IpaBun Hagnexamen
1a00paTOpPHOI MPaKTHUKU
EADC

MHGOPMAIIHIO O TEIIAX U 3a/1a9ax
UCCIIEIOBAHUA?

MOAINYHKT "'a" myHKTa 57
[IpaBun Hagexamen
1a00paTOpPHON MPaKTUKU
EADC

UACHTU(DHUKAITNIO UCCIIEAYEMOTO
BEIIECTBA (JICKApCTBEHHOT'O CPE/ICTRA)
Yyepe3 KOJI MIIM Ha3BaHHUE

MOAINYHKT "'a" myHKTa 57
[IpaBun Hagexamen
1a00paTOPHOI MPaKTUKU




(3amMecTUTENHbHON 1
panukano-QpyHKINOHATBHON
HOMEHKJIaType MeXyHapOJHOr0O COr3a
TEOPETUYECKOU U NPUKIIATHON XUMUU
(IUPAC);

UACHTU(DUKAITMOHHBIA HOMED IO
peectpy XuMu4yeckoi pedepaTuBHON
CITy>KObI AMEPUKAHCKOT'0 XUMUYECKOTO
o6mectBa (CAS-HOMED),
OMOJIOrMYeCKHEe CBOMCTBA M TaK jajee)?

EADC

uH(pOpMaIKIo 00 UCCIIeTyeMOM
BeIecTBe (JIEKAapCTBEHHOM CPEJICTBE)
(ero omucanue, mpupoaa
TPOUCXOXKICHUS M XapaKTEPUCTUKH)?

MOAIYHKT "'a" myHKTa 57
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTUKU
EADC

Ha3BaHME M a/IPeC CIIOHCOpa
(pa3pabotumka)?

MOJMYHKT "0" myHKkTa 57
[IpaBun Hagexamen
na0opaTOpPHOI MPaKTUKU
EADC

HAa3BaHUS U aJipeca 3aJ€HCTBOBAHHbBIX
UCTBITATEBHBIX TAOOpATOpUid U
HCIIBITATEIbHbIX IUIOMIAT0K?

MOJMYHKT "0" myHkTa 57
[IpaBun Hagexamen
na0opaTOpPHOI MPaKTUKU
EADC

bamuuio, uMs, 0T4eCTBO (TIpU
HAJIMYUK) ¥ aJ[peC PyKOBOAUTEIIS
UCCIIEIOBAHUA?

MOJNYHKT "0" myHkTa 57
[IpaBun Hagexamen
1a0opaTOpPHOI MPaKTUKU
EADC

bamuuio, uMs, 0T4eCTBO (TIpU
HAJIMYKMK) U aJJPEC BEAYIIETO
uccrneaoBaress, GaMuiInu
UCcleIoBaTeNeil, MPUHUMABIITUX
y4acTHE B MCCIICJIOBAHHUN?

MOJMYHKT "0" myHkTa 57
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTUKU
EADC

AaTy YTBCPKACHUS T1JIaHa UCCIICAOBAHUA

NOANYHKT ''B" myHKTa 57




C TIOJIUCHIO PYKOBOIUTEIS
HUCCIIEIOBAHUA?

[IpaBun Hagexamen
n1a00paTOpPHOI MPaKTUKU
EADC

AaTy YTBCPKACHUA IJIaHA UCCIICIOBaHUA
C MOJMHUCHIO PYKOBOJCTBA
UCTIBITATEIbHOM JTAOOPAaTOPHH U
crnioHcopa (paspabotunka)?

MOAINYHKT ''B" MyHKTa 57
[IpaBun Hagnexamen
nabopaTOpPHOI MPaKTUKU
EADC

MMpCAIioJIaracMbIC JaTbl HA4YaJla U
3aBCPUICHUSA SKCTICPUMCHTAJIbHBIX
pabot?

MOANYHKT ''B" MyHKTa 57
[IpaBun Hagexamen
na0opaTOpPHOI MPaKTUKU
EADC

METOJIbI HCCIICIOBAHUH, C YKa3aHHEM UX
OIMCaHUsl, HANMEHOBAHUN TECT-CUCTEM,
HCIIOJIb3YEMBIX B UCCIICOBAHUH, C
000CHOBaHHEM HX BBIOOPA, CIIOCOOOB U
IIyTEN BBEJICHUS UCCIIEyEMOr 0
BEIIIeCTBA (JICKApCTBEHHOT'O CPEJICTRA),
METOJIOB CTAaTUCTUYECKOU 00paboTKH,
HHBIX CBEJICHUH 10 IPOBEICHUIO
UCCIIeIOBaHUN?

MOANYHKT 'T'' MyHKTa 57
[IpaBun Hagexamen
1a0opaTOpPHOI MPaKTHUKU
EADC

000CHOBaHUE BBIOOpA TECT-CUCTEMBI?

MOAMYHKT "1 myHKTa 57
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTHUKU
EADC

OIMCAHHE TECT-CUCTEMBI (HarmpuMep,
BHUJI, IITAMM, CyOIITaMM, UCTOYHHK
MOJIy4YCHUS, KOJIUYCCTBO, BU
JKHBOTHBIX, UX MacCcCa T¢€ia, 1101,
BO3pacr)?

MOAMYHKT "1 myHKTa 57
[IpaBun Hagexamen
na0opaTOpPHOI MPaKTUKU
EADC

Croco0 MPUMEHEHUS U TPUYUHA TAKOTO
BbIOOpa?

MOANYHKT """ MyHKTa 57
[IpaBun Hagexamen
1a00paTOPHOI MPAKTUKU




EADC

yYPOBHH 7103 U (MJTH) KOHIICHTPAIUH,
YaCcTOTa U MPOJODKUTEIEHOCTh
pUMEHEHUS?

MOAMYHKT "1 myHKTa 57
[IpaBun Hagexamen
na0opaTOpPHOI MPaKTUKU
EADC

UH(OpPMAIIHIO O CTPYKTYype (An3aiiHe)
UCCJICIOBaHMSI, BKIIFOYAsl OTIMCAHNE
XPOHOJIOTHH, BCEX METOJIOB, MaTEPUAJIOB
U YCIIOBHH, BUJ]a U YaCTOTBI
NPOBEJICHHBIX aHAJIN30B, U3MEPCHU,
HaOJII0ICHUH U UCCIIeIOBAHMI?

MOAMYHKT "1 myHKTa 57
[IpaBun Hagexamen
n1a00paTOpPHOI MPaKTUKU
EADC

UH(OPMAIIHIO O JOKYMEHTAIHH 10
HCCIIEAOBAHUIO B BUIE CIIUCKA
JOKYMEHTOB HCCIIEZIOBaHUS, KOTOPBIC
JIOJKHBI OBITh 3aMTOJTHEHBI U COXPAHCHBI ?

MOAIYHKT ''e" myHKTa 57
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTUKU
EADC

2.6 [TpucBoeH 1 KaxaoMy uccienoBanuio | myHKT 58 [paBun
YHUKaJIbHBIA HOMEP? HaJyIe)Kalen
nabopaTOpPHOI MPaKTUKU
EADC
2.7 JIOKYMEHTaJIbHO OTPa)KEHBbI JIU B nyHKT 58 I1paBun
MaTepHuaiax UCCIeI0BaHMs BCe HaJIekKaIei
UCIIOJIb3yEMbIE B HCCIIEIOBAaHUN nabopaTOpPHOI MPaKTHUKU
o0pasupl, obopynoBanue u Matepuaisl ¢ | EADC
IEJIBI0 UX MPOCIIEKHBAEMOCTH ?
2.8 [TpoBouTCS M KcclieOBaHUE coriacHo | MyHKT 58 I[paBun
TUIaHy UCCIIEIOBAHUS? HaJUIekKaIei
n1abopaTOpPHOI MPaKTHUKU
EADC
2.9 ObecnieunBaeT 11 MapKHUpPOBKa 00pa3LioB | MyHKT 58 [IpaBui
UCCIIEyeMbIX BEIIeCTB (JIEKAPCTBEHHBIX | HAJIC)KAILCH

CpE/CTB) ¥ 00pa3IOB CPABHEHUS
(KOHTpOJIbHBIC 00PAa3IIbI) UX

nabopaTOpPHOI MPaKTUKU
EADC




UICHTH(UKAIIIO?

2.10 Bce nannble, noiydaemsbie B X0/1€ nyHKT 59 [IpaBun
MCCIICIOBaHMSI, PETUCTPUPYIOTCS JIM IPU | HaJUIekKalei
UX MOJyYSHUH He3aMEeTUTENIbHO, TOUYHO | J1a00paTOpHOM MPaKTUKH
U aKKypaTHO JINLIOM, KoTopoe noixyuwio | EADC
3TU JJAaHHBIE, C IPOCTABICHUEM
JIaTUPOBAHHON MOJMHUCH MCTIOIHUTENS ?

2.11 | Bce 11 BHOCHMBIE H3MEHEHHSI B a63ar 2 mynkTa 59
NepBUYHBIC TAHHBIE CIIENIaHbl TaK, yToOb! | [IpaBui Hapexamei
OCTaBaJIaCh BH/IHA MIEPBOHAYATIbHAS 1abopaTOpPHOI MPaKTUKU
3aIUCh, IIPU OTOM YKa3bIBAIOTCS EADC
IPUYUHBI UCTIPABIICHHS C JaTUPOBAHHOM
MOJNKCHIO TOTO JIMIIA, KOTOPOE BHECIIO
ucrpanjieHue?

2.12 | meetcs 1 uHGOpMAIHS O JIUIIE, nyHKT 60 ITpaBun
OTBETCTBEHHOM 3a BBOJ] JAHHBIX B HaJIexKaIei
KOMITBIOTEP B MOMEHT UX IOJTYYCHHUS, nabopaTOpPHOI MPaKTUKU
€CJIM IEPBUYHBIEC JaHHbIC EADC
PETUCTPUPYIOTCS C TIOMOIIBIO
KOMIIbIOTEpa?

2.13 | SBnsercs nu auzaiiH nyHKT 60 IIpaBun
KOMIIbIOTEPU3UPOBAHHON CUCTEMBI HaJyIe)Kallen
TaKUM, YTOOBI IPEAOCTABIISATH 1a00paTOpPHOI MPaKTUKU
BO3MOKHOCTB ITPOBEACHUS TIOJIHOTO EADC
ayJMTa 3JIEKTPOHHBIX JaHHBIX U
MIOKa3bIBATh BCE UCIPABICHUS
NEPBUYHBIX JAHHBIX C COXpPaHEHUEM
NepBOHAYAIBHBIX OPUTHHAIBHBIX
aHHBIX?

2.14 | lmeeTcst T1 BOBMOXKHOCTD CBSI3aTh nyHKT 60 ITpaBun
BHECCHHBIE UCIPABJICHUS C JTUIIOM, UX HaJIeXKaIei

CIENaBLIUM, HAIIPUMED, C ITIOMOUIBI0

1a00paTOPHOI MPaKTHUKU




JaTUPOBAHHOM 3aIMCHU UCIIOIb30BAHUS
KOMITBIOTEPU3UPOBAHHOM CUCTEMBI TN
JATUPOBAHHOW DJIEKTPOHHOW TOJITUCHU?

EADC

2.15 | Yka3zaHa 1M IpUYMHA BHECCHUS nyHKT 60 ITpaBun
W3MEHEHU B IEPBUYHBIE AIEKTPOHHBIE HaJuIexKaniei
JaHHBIE? 1a00paTOpPHOI MPaKTUKU

EADC

2.16 | OGecnieyena iu MOJArOTOBKA nyHKT 61 ITpaBun
3aKJII0YUTEILHOIO 0TUYETA W/UIIN HaJIexKaniei
MIPOMEXKYTOUHBIX OTYETOB I KaXJA0TO | J1a0OpaTOPHOM MPaKTUKH
UCCIICIOBaHUS ? EADC, yactu 4 cratbu 11

denepanbHOro 3aK0Ha OT
12.04.2010 Ne 61-03

2.17 | Iloanucanbl 1 COOCTBEHHOPYYHO H nyHKT 62 I1paBun
JIaTUPOBAHBI OTYETHI BETYIITHX HaJIekKaIei
HCCIIEI0BATEIIEH U CIIELUAIIUCTOB, nabopaTOpPHOI MPaKTHUKU
3aJIEICTBOBAHHBIX B UCCIIEIOBAHUN? EADC

2.18 | 3axirounTeNbHBIA OTUET MOAMNKMCAH U U | ab3al 2 myHKTa 62
JaTUPOBAH PYKOBOAUTEIEM IIpaBun HajuIe)KaIEen
HCCIIEIOBAaHMSI CO CBUETEIHCTBOM O nabopaTOpHOI MPaKTHUKU
IIPUHATHH OTBETCTBEHHOCTH 32 EADC
JOCTOBEPHOCTH JIAHHBIX ?

2.19 | Yka3zaHa nu B 3aKITIOYUTENTLHOM OT4eTe | ab3am 2 myHKTa 62
CTENEHb COOTBETCTBUS PUHLIUIIAM [IpaBun Hagexamen
Ha/IJIeKalel 1adopaTopHON MPAKTUKU? | J1a00PaTOPHOM MPAKTUKH

EADC

2.20 | 3akTIOYUTENbHBINA OTYET CKPEIJICH JIN a03an 2 myHkTa 62

NeYaThio OpraHu3aIum? IIpaBun HajuIe)KaEen
nabopaTOpHOI MPaKTHUKU
EADC

2.21 | Ilpencrasnensl u B (opMe MONpaBok K | myHKT 63 [IpaBun

OTYETy U3MEHEHUS U JONOJTHEHHUS, HaJUIekKaIei




BHOCHMEBIE B 3aKIIOUYUTEILHBIN OTYET?

nabopaTOpHOI MPaKTUKU
EADC

2.22 | Yka3aHa i TOYHAsI IPUYHHA nyHKT 63 I1paBun
WCHPABJICHUN WU TOTIOJIHEHU? HaJyIe)Kalen
nabopaTOpPHOI MPaKTUKU
EADC
2.23 | Bce nomnpaBku MOANUCAHBI JIU U nyHKT 63 [1paBun
JIaTUPOBAaHBI PYKOBOIUTEIEM HaIexKaIei
UCCIICIOBaHUS ? nabopaTOpPHOI MPaKTUKU
EADC
2.24 | Brimoyaer J1M 3aKJIIOYUTENIbHbIN OTYeT:!

HA3BaHHE UCCIICIOBAHMSI C KPATKUM
OIMMCAaHUEM Au3aiiHa?

MOJMYHKT "a" myHKTa 65
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTUKU
EADC

UACHTU(DHUKAITNIO UCCIEAYEMOTO
BEIIeCTBA (JICKApCTBEHHOT'O CPE/ICTRA)
4yepe3 Ko Wik Ha3BaHue (110
3aMECTUTEIIbHON U
panukano-QpyHKINOHATBHON
HOMEHKJIaType MeXyHapOJHOr0O COr3a
TEOPETUYECKOU U NPUKIIATHON XUMUU
(IUPAC);

UICHTHU(PUKAITMOHHBI HOMEP 10
peectpy XuMu4yeckoi pedepaTuBHON
CITy>KObI AMEPUKAHCKOT'0 XUMUYECKOTO
o6mectBa (CAS-HOMED),
OMOJIOTHYECKUE CBOWCTRA)?

MOJMYHKT "a" myHKTa 65
[IpaBun Hagexamen
nabopaTOpHOI MPaKTHUKU
EADC

UACHTU(UKAIMIO 00pa3iia CpaBHCHUS
(KOHTPOJIBHOTO 00pasiia) mo
HaMMCHOBAHUIO?

MOJMYHKT "a" myHKTa 65
[IpaBun Hagnexamen
nabopaTOpPHOI MPaKTUKU
EADC




XapaKTEPUCTUKY CBOUCTB HCCIICTyEMOTO
BEIIIeCTBA (JICKApCTBEHHOT'O CPEJICTRA),
BKJTIOYAasl YMUCTOTY, CTAOMIBLHOCTD U
TOMOT€HHOCTh?

MOJMYHKT "a" myHKTa 65
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTHUKU
EADC

Ha3BaHME U a/IpeC CIIOHCOpa
(pa3pabotumka)?

MOJMYHKT "0" myHKTa 65
[IpaBun Hagexamen
1a00paTOPHOI MPaKTUKU
EADC

HAa3BaHUS U aJipeca 3aJ€HCTBOBAHHBIX
UCTBITATEBHBIX TAOOpATOpUil 1
HCIIBITATEIbHBIX IUIOMIAT0K?

MOJMYHKT 0" myHKTa 65
[IpaBun Hagexamen
n1a0opaTOpPHOI MPaKTUKU
EADC

bamuuio, uMs, 0T4eCTBO (TIpU
HAJIMYUH) ¥ aJpeC PyKOBOAUTEIIS
UCCIIEIOBAHUA?

MOJNYHKT "0" myHKTa 65
[IpaBun Hagexamen
na0opaTOpPHOI MPaKTHUKU
EADC

bamuuio, uMs, 0T4eCTBO (TIpU
HAJIMYKMK) U aJIPEC BEAYIIETO
UCCIIeIOBATES?

MOJMYHKT 0" myHKTa 65
[IpaBun Hagexamen
1a00paTOPHOI MPaKTHUKU
EADC

dbamuum, uMeHa, otyecta (Mpu
HAJIMYKMHU) CTICI[UATUCTOB,
NPEJCTaBUBIINX CBOU OTYETHI JIsI
COCTaBJICHHUS] OKOHYATEIbHOT'0 OTYeTa?

MOJMYHKT "0" myHKTa 65
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTHUKU
EADC

JaThl, yKa3aHHBIC KaK JIaThl HAYalla U
3aBepIICHHS SKCIIEPUMEHTOB B paMKaX
BCEr0 UCCICIOBAHUSA U €0 ITANOB?

MOJMYHKT "B" MyHKTa 65
[IpaBun Hagexamen
n1a00paTOpPHOI MPaKTHUKU
EADC

OeJau U 3agadu I/ICCJIG,Z[OBaHI/Iﬂ?

MOJNYHKT "T" myHKTa 65
[IpaBun Hagnexamen
na0opaTOpPHOI MPaKTUKU
EADC




OIHCaHUE UCCIIEyEMOTO BEIIECTBA
(JIekapCTBEHHOTO CPE/ICTBA), BKIIIOYAs
CBEICHHUS O €T0 (PU3NIECCKUX,
XUMUYECKUX, OMOJIOTHYECKUX U
(hapMaleBTHUECKUX CBOMCTBAX, COCTaBE
TOTOBOMH JIEKapCTBEHHON (POpPMBI?

MOJMYHKT "1 MyHKTa 65
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTHUKU

EADC

XapaKTepPUCTUKY U 00OCHOBAaHUE TECT-
CUCTEMBI, OTOOpaHHOU IS
JOKITMHUYECKUX UCCIIEIOBAHNIL?

MOJMYHKT "1 MyHKTa 65
[IpaBun Hagnexamen
nabopaTOpPHOI MPaKTUKU

EADC

BHUJI, BO3PACT, KOJIMYECTBO )KUBOTHBIX B
KaXJI0# IpyIIie, Mo, MOKa3aTeib MacChl
TeNa, UCTOUYHUK M TUI KopMa (B citydae
UCTIOJIb30BAHUST OMOJIOTUYECKOM
TECT-CUCTEMbI (KMBOTHBIX)?

MOAMYHKT "1 myHKTa 65
[IpaBun Hagexamen
1a0opaTOpPHOI MPaKTHUKU
EADC

PEXUM JT03UPOBAHUS, KPATHOCTD U Iy Th
BBEJCHUS UCCIIENYEMOT0 BELIECTBA
(JIeKkapcTBEHHOTO Cpe/ICcTBa)?

MOJMYHKT "1 MyHKTa 65
[IpaBun Hagexamen
1a0opaTOpPHOI MPaKTUKU

EADC

CXeMy MPOBEJAEHUS JOKIMHUYECKOTO
(HeKJTMHMYECKOT'0) UCCIICIOBAHUS
HCCIIEyEMOrO BEIlleCTBa
(JIeKapCTBEHHOTO CPeICTBA)?

MOJMYHKT "1 mMyHKTa 65
[IpaBun Hagexamen
1a00paTOpPHOI MPaKTUKU

EADC

OIMCAHUE METO/IOB CTATUCTUICCKON
00paboOTKH pe3yNbTaTOB?

MOAMYHKT "1 myHKTa 65
[IpaBun Hagexamen
1a0opaTOpPHOI MPaKTHUKU
EADC

CCBUIKM Ha pyKoBojcTBa Opranuzanuu
SKOHOMHMYECKOTO0 COTPYAHUYECTBA U
paSBI/ITI/IH, HHBIC ,Z[OKyMeHTbI 110
MIPOBEJICHUIO UCCIIEIOBAHUM,
NIPU3HABAEMBIE B TOCYJApCTBAX-UJIeHaX ?

MOJMYHKT "e" myHKTa 65
[IpaBun Hagexamen
nabopaTOpPHOI MPaKTHUKU

EADC




KpaTKuii 0030p pe3yabTaToB?

MOJIYHKT "K' MyHKTa 65
[IpaBun Hagexamen
1a0opaTOpPHOI MPaKTHUKU
EADC

BCIO MH(OPMAIINIO U TaHHBIE,
MPeyCMOTPEHHBIE TUIAHOM
UCCIICTOBAHUS ?

MOJIYHKT "K' MyHKTa 65
[IpaBun Hagexamen
1a00paTOpPHOI MPaKTUKU
EADC

pacueTsl, KOJMYECTBEHHOE ONPEIEIICHNE
CTaTUCTUYCCKOM 3HAYMMOCTH,
oboburatonue Tabmuibl (rpagukn) c
COOTBETCTBYIOLIEH CTATUCTUYECKOU
00paboOTKOM 1 KOMMEHTapUsIMHU K HUM?

MOJIYHKT "K' MyHKTa 65
[IpaBun Hagexamen
nabopaTOpHOI MPaKTUKU
EADC

OLICHKY U 00CYKJEHHE Pe3yIbTaTOB
BBIBOJIbI?

MOJIYHKT "K' IMyHKTa 65
[IpaBun Hagexamen
nabopaTOpHOI MPaKTUKU
EADC

3aximouenue npeacrasurenss COK ¢
IIPUJIOKEHUEM CIIMCKA IIPOBEJECHHBIX
MHCIIEKLU 110 UCCIIEIOBAHHUIO C
yKa3aHHUEM UX JaT, OTYETOB O
IIPOBEJICHHBIX IIPOBEPKAX C
YBEIOMIIEHHUEM PYKOBOJICTBA
HCCIIEI0BATEIbCKON 1a00paTopuu 1
PYKOBOJIUTEIIS] HCCIIEIOBAHMUS?

MOJNYHKT "'3" myHKTa 65
[IpaBun Hagexamen
1a00paTOPHOI MPaKTUKU
EADC

HHPOPMAIIHIO O MECTaX XPaHCHUS
IUIaHa, MPOO MCCIIEYEMOr0 BEIIeCTBa
(JIeKapCTBEHHOTO CPEZCTBA) U 00Pa3IoB
cpaBHEHUS (KOHTPOJBHBIX 00pas3IioB),
MIEPBUYHBIX JAHHBIX 3aKITFOUUTEIBLHOTO
oryera?

MOJNYHKT "U" myHKTa 65
[IpaBun Hagexamen
nabopaTOpHOI MPaKTUKU
EADC

2.25

XpaHATCs JIM B ApXUBaX!




IIJIaH UCCIICOOBAHUS, HepBI/I‘-IHBIe
JaHHBIE, TIPOOBI HCCIETYEMOTO

BEIIIECTBA (JICKApPCTBEHHOT'O CPEJICTBA) U

00pa3ioB cpaBHEHHs (KOHTPOJIBHBIX

00pasiloB) U 3aKJIFOUYUTENIBHBIN OTYET O

Ka)XJIOM HUCCJIENOBAHUM?

nyHKT 66 ITpaBun
HaJIexKaniei
nabopaTOpHOI MPaKTUKU
EADC

JIOKYMEHTBI O IPOBEJICHHBIX
WHCTIIEKIUAX U ayAUTax?

nyHKT 66 [TpaBun
HaJIexKaniei
nabopaTOpPHOI MPaKTUKU
EADC

JTOKyMEHTHI 0 KBaTH(UKaLusX,
00y4YeHHUH, OIBITE U JOKHOCTHBIC
MHCTPYKIMU NIepcoHana?

nyHKT 66 ITpaBun
HaJIexKaniei
nabopaTOpPHOI MPaKTUKU
EADC

JOKYMEHTBI M OTYETHI 00
WCIOJIb30BAHNU U KaTHOPOBKE
obopymoBaHus?

nyHKT 66 I1paBun
HaJuIexKaniei
nabopaTOpPHOI MPaKTUKU
EADC

JOKYMEHTBI O BallJaluu
KOMITBIOTEPU3UPOBAHHBIX CHCTEM?

nyHKT 66 [TpaBun
HaJuIexKaniei
nabopaTOpHOI MPaKTHUKU
EADC

JOKYMEHTBI 000 BCEX MPEAbIIYIINX
colIr?

nyHKT 66 ITpaBun
HaJIexKaniei
nabopaTOpHOI MPaKTUKU
EADC

AOKYMCHTBI O KOHTPOJIC COCTOSAHUS
OKpYKaIOIen CpeJIbl?

nyHKT 66 [TpaBun
HaJIexKaniei
nabopaTOpPHOI MPaKTHUKU
EADC

2.26

OdopMieHo 11 TOKyMEHTAIBHO
OKOHYATEIILHOE PEIICHHE O BPEMEHHU

nyHKT 66 ITpaBun
HaJuIexKaniei




XpaHEeHHUs JTI0ObIX MaTepHajIoB n1abopaTOpPHOI MPaKTHUKU
HCCIIEOBAHHUS? EADC
2.27 | JocTym K apXUBY UMEET TOJIBKO nyHKT 68 I1paBun
[EepCOHAaJ, YIIOJIHOMOYECHHBIN HaJuIexKaniei
PYKOBOJICTBOM? 1a0opaTOpPHOI MPaKTUKU
EADC
2.28 | Peructpupyercs u nepemMenieHue nyHKT 68 IpaBun
JAHHBIX U3 apXHUBa B apXHB? HaJIexKaIei
nabopaTOpPHOI MPaKTUKU
EADC

4. Buj KOHTPOJILHOTO (HaJ[30pHOT0) MEPOIPUSITHS:

5. Jlata 3anonHeHus IpOBEPOYHOrO JIUCTA!

6. OOBEKT rocyIapCTBEHHOTO KOHTPOJIS (Ha30pa), B OTHOLICHUH KOTOPOTO POBOAMTCS KOHTPOJIbHOE (HAI30pHOE) MEPOTIPHATHE:

7. ®ammnmsa, umMs W oTdecTBO (MPH HANMYMM) TPAXKIAaHWHA WIM WHIUBHIYAIBHOTO MPEIIPUHAMATENS, €r0 HICHTU(PHKALUOHHBI HOMEp
HaJIOTOIUIaTeNbIUKa ¥ (MJM) OCHOBHOW TOCYJapCTBEHHBIH pPErHCTPAlMOHHBIH HOMEpP WHAMBUAYaIbHOTO NPEANPUHUMATENS, aIpec pPerucTpaliu
rpaKJIaHUHA WM WHAUBUAYAIBHOTO MPEANPHHUMATEIS, HAMMEHOBAaHHE IOPUIMYECKOTO JIHMIA, €ro WACHTH(OUKAIIMOHHBIH HOMEp HaJOromaTenbiiuka u (Him)
OCHOBHOM TI'OCYJAapCTBEHHBI PETUCTPALMOHHBIM HOMED, aIpec IOPUAMYECKOro JIMLA B IpeleaaX MeCTa HaXOXKICHHs HOPUAMYECKOrO JIMLA, SBIIIOLINXCS
KOHTPOJIUPYEMBIMU JIMLIAMMU:

8. Mecto (MecTa) mpoBeeHUS] KOHTPOJIBHOTO (HaA30pHOT0) MEPOIPUSTHUS C 3aII0JTHEHHEM IIPOBEPOYHOTO JIHCTA:

9. PexkBH3UTBHI pelICHHS KOHTPOJBHOTO (HAJ30pHOr0) OpraHa O TIPOBEACHHHM KOHTPOJIBHOTO (HAA30PHOT0) MEpOINPHATHS, IOANUCAHHOTO
YIIOJIHOMOYEHHBIM JIOJDKHOCTHBIM JIMLIOM KOHTPOJIBHOTO (HaJ30PHOT0) OpraHa:

10. YuerHbIit HOMEP KOHTPOJILHOTO (HaJ30pPHOT0) MEPOIIPHUSTHSL:

11. JlomkHOCTh, (aMWIIMs M WHHUIUAIBI JTOJDKHOCTHOTO JIMIA KOHTPOJILHOTO (HAJ30pHOr0) OpraHa, B JOJDKHOCTHBIE OOS3aHHOCTH KOTOPOTO B
COOTBETCTBUU C IIOJIOKEHUEM O BUIE KOHTPOJIS, JOJDKHOCTHBIM PETIAMEHTOM WM JOJKHOCTHOM MHCTPYKLMEW BXOAMT OCYIIECTBICHUE IOJHOMOYUU II0
BUJIy KOHTPOJsS, B TOM 4YHCJE INPOBEACHUE KOHTPOJIbHBIX (HAJ30PHBIX) MEPOIPHUSTUI, MPOBOMISIIEIO KOHTPOJIBbHOE (HAJA30pPHOE) MEpOIpUSATHE |




3aM0JIHSAIOIIET 0 IIPOBEPOYHBIN JIUCT:

12. Tloanucu AOJKHOCTHBIX JIMI] KOHTPOJIBHOTO (HaA30pHOT0) OpraHa, y4aCTBYIOIIUX B MIPOBEACHHH KOHTPOJIBHOTO (HaJ30pPHOT0) MEPOIPUSITHSI:

(momKHOCTH, (haMHITUN U UHUIIAAIIBI)

13. TMoamuch PYKOBOAMTENS TPYMIBI JODKHOCTHBIX JIMI[ KOHTPOJBHOrO (HAI30PHOT0) OpraHa, Y4YacTBYIOIIUX B IPOBEACHHH KOHTPOJIBHOTO
(HaA30pHOTO) MEPOIPHSITHUSI:

(TOKHOCTD, (haMIITUS ¥ MHUIHAJIBI)

Ipuioxenne Ne 9

K npukazy @PeaepajbHoil C1yKObI

110 HA/A30pYy B c(epe 3ApaBOOXpaHEHHUS
ot 02.12.2025 Ne 5803

®opma

QR-xox

IIpoBepoYHbIi JIHCT
(CIIHCOK KOHTPOJIbHBIX BONIPOCOB, 0TBETHI HA KOTOPbIE CBHACTEJBCTBYIOT 0 COOJIIOICHUH WJIM HeCO0/II0IeHUH KOHTPOJINPYeMbIM JIMLOM
00s13aTeJbHBIX TPeOOBaHMIi), HCMOJIb3yeMblii DenepabHOil cIy:k00i M0 HaI30pY B cdepe 3IPABOOXPAHEHNS H €€ TEPPUTOPHATBLHBIMH OPraHaAMHU
MPH OCYIIeCTBJIEHUH (peepaTbHOro rocyAapcTBEHHOro0 KOHTPOJIsi (Hai30pa) B cepe oOpamenusi JeKapCTBEHHBIX CPEICTB /ISl METHIIMHCKOTO
npuMeHeHns (KJIMHHYECKHE HCCJIETOBAHUS JJeKAPCTBEHHBIX NMPENapaToB)

1. HaumeHnoBanue Bua KOHTPoIs (Haa30pa), BKIIOYEHHOTO B €AMHBIN peecTp BUIOB (heaepatbHOro TOCy1apCTBEHHOTO KOHTPOIs (Han3opa):

2. HanmeHoBaHME KOHTPOJIBHOTO (HA/I30pHOT0) OpraHa U peKBU3UThI HOPMATUBHOTO MIPABOBOT'O aKTa 00 YTBEPKICHUU (POPMBI IPOBEPOYHOTO JIUCTA!




3. CrucoK KOHTPOJIBHBIX BOIIPOCOB, OTPAKAIOIIUX COJAEP)KaHUE 00s3aTeIbHBIX TPEOOBAHUHM, OTBETH Ha KOTOPBIE CBUAETENBCTBYIOT O COOJIOACHUH
WJIA HECOOIIOZICHUU KOHTPOIMPYEMBIM JIMLIOM 00513aTEIbHBIX TPEOOBAHUIA:

Ne n/nt Crnrcok KOHTPOJIBHBIX BOIIPOCOB, PexBU3UTEI HOpMATUBHBIX OTBeThI Ha BONPOCHI, COAEpXKAIINECS B [Ipumeuanue
OTpaXKarOIUX COAEpKaAHUE IIPAaBOBBIX AKTOB, C Crnircke KOHTPOJIbHBIX BOIIPOCOB
00s13aTeNbHBIX TpeOOBaHUI yKa3aHUEM UX hit:} HET HENIPUMEHUMO

CTPYKTYPHBIX CIHUHHUII,
KOTOPBIMHU YCTaHOBJICHBI
00s13aTEIbHEIE
TpeboBaHUS

Pemenune Cosera EBpasuiickoit OxoHomuueckoit Komuccun ot 3 Hos0pst 2016 r. Ne 79 "OO0 ytBepkaenuu [IpaBun Haanexameid KITMHUYECKOH MPaKTUKH
EBpasuiickoro skoHoMH4eckoro coro3a” (Bctynuio B cuity st Poceuniickoit @eneparuu 6 mast 2017 1. SIBnsiercst o0s3aTenbHbIM 17151 Poccuiickoit
®eneparun B cooTBeTcTBUU € JloroBopom o EBpasuiickom sxoHoMudeckoM corose ot 29 mas 2014 r., parudunupoBanubiv DeiepaabHbBIM 3aKOHOM OT 3
okta0ps 2014 1. Ne 279-®3 "O patudukanmu gorosopa o EBpazuiickoM 5JKOHOMHUECKOM COr03€", BCTyNUBIINM B cuity it Poccuiickoit @enepanuu c 1
ssuBapst 2015 r. (nanee - [IpaBuna Hagnexaniei kauandeckoi npaktuku EADC); denepanbhbiii 3akoH ot 12 ampens 2010 r. Ne 61-d3 "O6 obOpamieHnn
JIeKapCTBEHHBIX cpencTB” (nanee - Genepanbhblii 3akon ot 12.04.2010 Ne 61-D3); Pemenne CoBera EBpa3uiickoii 5JKOHOMUYECKONH KOMUCCHU OT 3 HOSOps
2016 1. Ne 77 "OG6 yrBepkaenun [IpaBui Hauiexaieil mpor3BOACTBEHHOM MPAaKTUKU EBpa3nuiickoro SKOHOMHUYeCKOro coro3a” (BCTYNMIIO B CHITY ISt
Poccuiickoii @enepauuu 7 centsops 2023 r. SAsnsercs oba3arenbubM i Poccuniickoit @eneparun B cootBeTcTBUU ¢ JloroBopom o EBpasuiickom
HSKOHOMHUECKOM coro3e oT 29 mas 2014 r., patuduurpoBanusiM OenepanbHbiM 3akoHOM OT 3 OKT0ps 2014 1. Ne 279-03 "O patudukaimu 10ropopa o
EBpa3zuiickoM 5SKOHOMHUYECKOM COro3e", BCTyNHUBIIMM B cuity Juisi Poccuiickoit @eneparuu ¢ 1 stuBaps 2015 r. (nanee - [IpaBuna Hauiexarei
npousBozcTBeHHON npakTik EADC); npuka3 denepanbHoii ciyxO0bl 10 Haa30py B cdepe 3apaBooxpanenus ot 17 utonst 2024 r. Ne 3518 "0O6
YTBEPKACHUH NOPsiIKa papMaKOHaA30pa JIEKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO IPUMEHeHus (3aperucTpupoBad MHUHUCTEPCTBOM FOCTUIHU
Poccwuiickoit @enepaumu 5 centsiops 2024 r., perucrpanmonsslii Ne 7939) (neiictByer 10 1 mapra 2031 r.) (nanee - [lopsimok papmakonanzopa)

1. OOwue noJIoKEeHUs

1.1 [IpoBoasTCs 1 KIMHUYECKUE yactb 1.1 crateu 38
WCCJICJIOBAHMS JIEKAPCTBEHHBIX denepallbHOTO 3aKOHA OT
IIPENnapaToB JIsl MEAULIUHCKOT O 12.04.2010 Ne 61-03

IIPUMEHEHHUS B COOTBETCTBUH C
[IpaBunamu HajuIe)KaLENd KIMHUYECKOU
npaktuku EADC?

1.2 [IpoBonsTCs 1 KIMHUYECKUE yacTb 4 crareu 38, yacTh
MCCJICI0BAHMS JICKAPCTBEHHOTO 1 cratpu 39




rpenapara Juisi MEJULUHCKOI O
IIPUMEHEHHS HA OCHOBAHUHU Pa3pelICHUs
Ha [IPOBEACHUE KIMHUYECKOT O
HCCJIEIOBAHMS JIEKAPCTBEHHOTO
rpenapara, BblJaHHOTO
YIIOJIHOMOYEHHBIM (heiepaibHbIM

denepanbHOro 3aKOHa OT
12.04.2010 Ne 61-@3

OpraHOM HCHOJHUTEILHOM BIACTH?

1.3 ObecriedeHo 1 PYKOBOUTENIEM MEIUIIMHCKOW OpraHu3aIiy, KOTOpasi IPOBOANT KIIMHUYECKOE UCCIIEOBAHNE JICKAPCTBEHHOTO TIpernapara Jyis
MEJIMIIUHCKOTO MPUMEHEHUS:
Ha3HAUCHNE MCCIICOBATEIS, yacTh 1 crateu 40
OTBETCTBEHHOTI'O 3a MPOBEIEHUE TAKOTO ®denepanbHOTO 3aKOHA OT
uccnenoBanus u umeromniero geuaedbnyo | 12.04.2010 Ne 61-®3
CHEIUAIbHOCTh, COOTBETCTBYIOILYIO
MIPOBOJIUMOMY KIIMHUYECKOMY
HCCJICTOBAHHIO, CO CTaKeM PabOTHI 1O
MporpaMMam KIMHUYECKUX
MCCJIEeI0BAHMH JIEKapCTBEHHBIX
IIpernapaToB HE MEHEe YeM TpH roja’?
Ha3HAYEHNE COMCCIIeqoBaTeNeil u3 yucia | yacth 1 crateu 40
Bpaueil MEAULUHCKON OPraHU3aluu 110 ®denepanbHOro 3aKOHa OT
MPEAJIOKEHUIO OTBETCTBEHHOTO 12.04.2010 Ne 61-D3
HCCIIEIOBATEIIS?

14 Coo0mraer 1 pyKOBOIUTEIb gactb 3.1 crateu 40

MEIUIIMHCKOW OpraHu3aluy B CPOK, HE
MIPEBBIIAIOLINNA TPeX pabounx AHEH CO
JTHS HayaJa MpOBEIECHUS KIMHUYECKOIO
UCCJIEOBAHMSI JIEKAPCTBEHHOTO
Ipenapara Jyisi MEIULUHCKOI O
npUMeHeHHs, 00 3TOM B
YIIOJIHOMOYEHHBIN (herepanbHblil Opran
HUCIIOJHUTECIILHOM BJIACTH, BBIIABIINN
paspenieHue Ha IPOBEICHHUE TAKOr 0

denepanbHOro 3aKOHa OT
12.04.2010 Ne 61-@3




HUCCIICAOBaHUA, I10 YCTaHOBHGHHOfI UM
bopme?

1.5

IIpunsTo 11 penieHue o
IIPUOCTAHOBJIEHUU KJIMHUYECKOTO
UCCJIEOBAHMSI JIEKAPCTBEHHOTO
Ipenapara Jyisi MEIULUHCKOI O
IIPUMEHEHUS] PYKOBOAUTEIEM
MEIUIIUHCKOW OpraHu3aiuu u (Hiu)
OpraHu3alue, Moay4uBIICH
pa3peleHne yIoJTHOMOUYEHHOTO
(benepanbHOro OpraHa UCIOJIHUTEIbHON
BJIACTH HA OPraHU3alUI0 IPOBEACHHUS
KIIMHUYECKOI'0 UCCIIEI0BAHUS
JIEKapCTBEHHOI'0 IIpenapara Juis
MEIULIMHCKOTO IPUMEHEHUS B CITy4ae
BO3HMKHOBEHHS OMIACHOCTH ISl )KU3HH,
3JI0pOBbs MALMEHTA, YYACTBYIOIIETO B
KIIMHUYECKOM HCCIIEJOBAaHUH
JIEKapCTBEHHOI'0 IIpenapara Juis
MEIUIIMHCKOTO MPUMEHEHHUS?

yacTth 6 crateu 40

®denepanbHOro 3aKOHa OT
12.04.2010 Ne 61-@3

1.6

ObecnieueHo 11 IpOBEICHUE
KIIMHUYECKOI'0 UCCIIEI0BAHUS
JIEKapCTBEHHOI'0 IIpenapara Juis
MEUIIMHCKOTO IPUMEHEHUS B
COOTBETCTBUU C JOTOBOPOM O
IIPOBEIEHUH KIMHUYECKOT O
UCCJIEOBAHMSI JIEKAPCTBEHHOTO
Ipenapara Jyisi MEIULUHCKOI O
IIPUMEHEHHUS], 3aKII0UaEMbIM MEKTY
OpraHu3anuei, Moay4uBIICH
pa3pelleHre Ha OpraHnu3altio
IIPOBEJICHUS] TAKOTO UCCIIEI0BAHUS, U

yacTh 1 crateu 41

denepanbHOro 3aKOHa OT
12.04.2010 Ne 61-@3




MEIULIMHCKON OpraHu3aluei,
OCYILECTBJISIOLIEN TPOBEICHUE TAKOTO
HCCIIEIOBAHHUS?

1.7 Coziep>KUT JH JIOTOBOP O NMPOBEJCHUHU KIMHUYECKOTO MCCIIEIOBAHMUS JIGKAPCTBEHHOTO Ipenapara JUisi MEAMLIMHCKOTO MPUMEHEHHSI:
YCIIOBHS U CPOKH MPOBEICHUS JaHHOTO | MyHKT 1 yactu 2 cTathu
UCCIICIOBaHUS ? 41 ®enepabHOTO 3aKOHA

ot 12.04.2010 Ne 61-03
orpeesieHne ooIe cTouMocTr MYHKT 2 4aCcTH 2 CTaTbu
MIPOTPAMMBI JAHHOTO UCCIIEIOBAHUS C 41 denepabHOrO 3aKOHA
YKa3aHHUEM CYMMBI, ot 12.04.2010 Ne 61-®3
npeHa3HAYaroIIEHCs JUTsl BHITUIAT
HCCIIEIOBATEISIM, COMCCIIEIOBATEISIM?
omnpeaeneHue GopMbI MIPeACTABICHUS MyHKT 3 4YaCTH 2 CTaTbu
pe3yJIbTaTOB JAHHOI'O MCCIIE0BaHUs B 41 denepabHOrO 3aKOHA
YIIOJIHOMOYEHHBIN (enepanbublii opran | ot 12.04.2010 Ne 61-D3
MCIIOJHUTEIBHOM BIACTU?

1.8 ObecrieyeHo 11 OpraHu3alueH, gactu 1, 14 crateu 44
MOJTYYMBIIEH Pa3pELICHUE Ha denepanbHOro 3aKOHa OT
OpraHU3aIUI0 TPOBEACHUS 12.04.2010 Ne 61-@3
KJIMHUYECKOT'0 UCCIIeIOBaHUS
JIEKapCTBEHHOT O Ipenapara Jyis
MEIULUHCKOTO MPUMEHEHHUS,

CTpaxoBaHME PUCKA IPUUMHEHUS Bpeaa
’KHU3HH, 3I0POBBIO MAIMEHTA B
pe3yJbTare NpoBeIeHUs KIMHUYECKOTO
UCCIIEIOBaHMS JISKAPCTBEHHOTO
npenapara Juist MeAULUHCKOTO
NPUMEHEHHS 0 Hayasla UCCIIeI0BaHUs
3a CBOM CYeT, IIyTEeM 3aKJIIOUCHHUS
JIOTOBOpa 00s13aTeIbHOT'0 CTPaXOBAHHMS ?
1.9 OObecnieueHo JI1 COOTBETCTBHE CPOKOB qacTh 7 cTatbu 44

A0TrO0BOpPa 00513aTEILHOTO CTpaxOBaHUA

denepanabHOro 3aK0Ha OT




KU3HU U 3J0POBbS MTALIUEHTA,
YUYacCTBYIOIIETO B KIIMHUUECKUX
UCCIJIEOBAHMSX JIEKAPCTBEHHOIO
Ipernapara, Cpokam NpOBEACHUS
KIIMHUYECKOI'0 UCCIIEI0BAHUS
JICKapCTBEHHOT' O MpenapaTa?

12.04.2010 Ne 61-@3

1.10 | Coznansl Ju ¢aiisiel UCCIETOBAHMS B nyHKT 8.1 [IpaBun
Hayase UCCIIEOBAaHM KaK B MECTe HaJIexKaIei
HaXOXKJICHUS UCCIICA0BATENs KJIMHUYECKON MPaKTHUKU
(MEIUIIMHCKOM OpraHu3alyu), Tak U B EADC
o(uce crioncopa?

1.11 | CootBercTBYET JIM NOPATOK nyHKT 12 IMopsinka

MIpEICTaBICHUS HHPOPMAITUH 110
0C30ITaCHOCTH B XOJ€ KIMHHYECKUX
uccinenoanui [IpaBunam Haanexaen
kiuHnYecko npaktuku EADC?

¢bapmakoHaazopa

2. TpeboBaHMs K SKCIIEPTHOMY COBETY OpraHM3aluu

(HEe3aBHCUMOMY ITHYECKOMY KOMHUTETY)

(manee - DCO (HBOK)

2.1

O6ecnieueno syiu DCO (HOK) paccMoTpeH#e CaeyonMX JOKYMEHTOB:

MPOTOKOJIA UcCieoBaHus (IIOMPABKH K

nyHKT 3.1.2 [IpaBun

POTOKOITY)? HaIexaren
KJIIMHWYECKOU NPAaKTUKU
EADC

MUCHMEHHOU (HhOPMBI nyHKT 3.1.2 [IpaBun

WH()OPMHUPOBAHHOTO COTJIACHS U €€ HaJyIeKaIen

MOCHEAYIOLIEN PEIaKIUH, PEIIAaracéMon | KIMHUYECKOW PAKTUKU

Hcciaea0BaTeneM AJIs UCIIOJIL30BaHUs B EADC

HUCCIIEAOBAHUU?

ONMCAHUM JEHUCTBUM, HAIIPABJICHHBIX HA
MIPHUBJICYCHUE CYOBEKTOB K YUaCTHIO B
ucclieoBaHuK (HapuMep, peKJIaMHbIe
00bsIBIICHUS)?

nyHKT 3.1.2 [IpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

NMUCbMCHHBIX MATCPUAJIOB, KOTOPBIC

nyHKT 3.1.2 IlpaBun




OyIyT IpeIoCTaBIeHbI CyObEeKTaM
HUCCIIEIOBAHUA?

HaJIexKaniei
KJIIMHAYECKOU NPAKTUKU

EADC

OpOIIIOPBI UCCTIETOBATEINS ?

nyHKT 3.1.2 [IpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

M3BECTHOU MH(OPMALINH, KacaroIencs
Oe3onacHocTn?

nyHKT 3.1.2 [IpaBun
HaJuIexKaniei
KJIIMHWYECKOU IPAaKTUKU

EADC

MH(OPMAIIHH O BBIIJIATAX U
KOMITCHCAIUIX CyObeKTaM
UCCIICIOBaHUS ?

nyHKT 3.1.2 [IpaBun
HaJuIexKaniei
KJIIMHAYECKOU NPAKTUKU

EADC

TEKYyLIEN PEAAKIIUU PEIOME
uccienoBatens u (Min) Ipyrux
MaTEepHAJIOB, MOITBEPIKAAIOIINX €TO
KB pUKaImio?

nyHKT 3.1.2 [IpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAKTUKU

EADC

APYTUX JOKYMEHTOB, KOTOPBIE MOT'YT
norpeboBatbess DCO (HOK) mst
BBITIOJIHCHUS €TI0 06$I3aHHOCTCI>'I?

nyHKT 3.1.2 [IpaBun
HaJuIexKaniei
KJIIMHWYECKOU NPAKTUKU

EADC

2.2 Paccmorpen mu DCO (HOK) Bonpoc o nyHKT 3.1.2 [IpaBun
MPOBEJICHUY TIPEIaraeMoro HaJUIeKaIIeH
KJIMHUYECKOTO MCCIICIOBaHUS B KJIMHUYECKON TPaKTHKH
COOTBETCTBYIOIINE CPOKH? EADC

2.3 Beiman mu CO (HOK) 3akinroueHue B nyHKT 3.1.2 [IpaBun

MIICbMEHHOM BUJIE, YETKO
UACHTUPHULIHPYS UCCIIETOBAHHUE,
PacCMOTPEHHBIEC JOKYMEHTBI U JaThI C
COOTBETCTBYOLIUM IIPUHATHIM

HaJIexKaniei
KJIIMHWYECKOU NPAKTUKU

EADC




penieHuemM?

2.4 Ouennn mu DCO (HOK) coorBeTcTBHE nyHKT 3.1.3 IpaBun
KBaJM(UKALUU TIPEJIaraeMoro HaJIekKaIei
HCCJIEN0BATEN] HA OCHOBAHNUHY TEKYILEH | KIMHUYECKOU IPAKTUKU
pelaKkuuu pe3toMe UCCIEN0BATENS U EADC
(unm) Ipyroii COOTBETCTBYIOIICH
JOKyMEHTauu, 3anpoieHsoit 9CO
(H2K)?

25 Paccmarpuaer iu 9CO (HOK) nyHKT 3.1.4 [TpaBun
JOKYMEHTAIHMIO 110 KaKIOMY TEKyIeMy | HaJuiexalnei
HCCJIEIOBAHMIO C YACTOTOM, 3aBUCAIIECH | KIMHUYECKOU IPAKTUKU
OT CTEIIEHU PUCKA, KOTOPOMY EADC
MOJBEPratoTcs CyObEKThI HCCIIEIOBAHUS,

HO He pexe 1 paza B roa?

2.6 Paccmorpen mu 9CO (HOK) pasmep u nyHKT 3.1.8 IpaBun
TIOPSI/IOK BBIMJIAT CyOBEKTY HaJIexKaIei
UCCIIEIOBaHMsI, YTOOBI YOS TUTHCS B KJIMHUYECKON TPAaKTHUKU
OTCYTCTBUHM HEOOOCHOBaHHOM EADC
3aWHTEPECOBAHHOCTH UJIH MIPUHYKICHUS
CYOBEKTOB HCCIICIOBAHUS ?

2.7 Yoemucs mu DCO (HOK) B TOM, 4TO nyHKT 3.1.9 IlpaBun
MHpOpMAIKs, Kacaromasicsi BHIILIAT HaJUIekKaIei
CyOBbeKTaM MCCIIEeOBAHUS, BKIIOYAs KJIMHUYECKOH TPaKTHUKU
Croco0bl, pa3Mep, HAUUCIICHUE U EADC
MOPSIOK BBIIJIAT, OTPAXKEHA B
MUCBMEHHOU (hopme
MH(POPMHUPOBAHHOT'O COTJIACUS U B
JHOOBIX APYTUX MPEIOCTABIAEMBIX
cyObeKTaM HMcCIeIOBaHUsl MaTepraiax”?

2.8 BxonauT 11 10cTaTOYHOE YUCIIO JIULI, nyHKT 3.2.1 [IpaBun

00J1aaloMX B COBOKYITHOCTH
He00X0 MO KBaTH(UKAIHEH 1

HaJIexKaniei
KJIIMHUYECKOU NPAKTUKU




OIIBITOM IJId PaCCMOTPCHUSA U
MMPOBCACHUA 3KCH€pTHOﬁ OLICHKH
HAaYYHbIX, MCAUIIUHCKUX U OTUYCCKUX
ACIICKTOB IJIaHUPYCMOT'O UCCICAOBAHUA

B coctaB DCO (HOK)?

EADC

Bener mu DCO (HOK) nepeuenn
BXOJISIIIIAX B HETO YICHOB C yKa3aHHEM
WX KBaTH(PUKAITIU?

nyHKT 3.2.1 [IpaBun
HaJIexKaniei
KJIIMHWYECKOU NPAKTUKU

EADC

2.9 Ocymectisier iu 9CO (HOK) myHKTHI 2.13, 3.2.2
JEeATEIIbHOCTh B COOTBETCTBUH C IIpaBun HauIe)KaIEen
JOKyMEHTaIbHO 0(h)OPMIICHHBIMU KJIMHUYECKON TPaKTHUKU
pabouumu npoueaypamu? EADC

2.10 | Hoxymentupyert su O9CO (HOK) cBoro nyHKT 3.2.2 [IpaBun
paboty? HaJJIeXKaIei

KJIIMHWYECKOU NPAaKTUKU
EADC

2.11 | Begmer 1u 3CO (HOK) nporokoiisi nyHKT 3.2.2 [IpaBun

3aceqaHuin? HaJJIeXKaIei
KJIIMHWYECKOU IPAaKTUKU
EADC

2.12 | CootBercTBYeT 1 AeaTenbHocTh ICO nyHKT 3.2.2 [IpaBun
(HOK) IpaBunam Hajyiexamiei HaJUJIekKaIlen
kiInHnyeckor npaktuku EASC n KJIIMHWYECKOU NPAaKTUKU
IPUMEHUMBIM TPeOOBaHUAM EADC
3aKOHOJATENbCTBA TOCYJApCTB-YJICHOB
EBpa3uiickoro 3KOHOMHUYECKOT0 co103a?

2.13 | Ilpunsn mu pemenne DCO (HOK) na nyHKT 3.2.3 [IpaBun
OOBSBIICHHBIX 3aCEAAHUAX MIPU HAIMYUK | HAJUIEXKAIICeH
KBOpYyMa, OIpPEIeIEHHOr0 paboYnMHU KJIMHUYECKON MPaKTHUKU
nporenypamu? EADC

2.14 | YyacTBOBaIU JIU B TOJIOCOBAHUU nyHKTH 3.2.1, 3.2.4




(BBICKA3bIBAJIN JIK CBOC MHECHHUE) U (HJIH)
JIaBaJIi PEKOMEHIAIUU TOJIBKO
HE3aBHCUMBIC OT UCCIICIOBATEIS YICHBI
3CO (HBK), npunumagiime
HETOCPEICTBEHHOE Y4acThe B
pPacCMOTPEHHUH JOKYMEHTAIHH 110
HCCIICIOBAaHHIO U 00CYKACHUU?

[IpaBun Hagnexamen
KJIIMHAYECKOU NPAKTUKU

EADC

2.15 | OGecnieyeHo U HEOIMYIIEHHE K nyHKT 3.2.5 [paBun
YYaCTHIO MCCIICIOBATENS B PSHUSAX WM | HAJJIC)KAILEH
B TOJIOCOBaHUH (BBIPAOOTKE MHEHHS) KJIMHUYECKON TPaKTHUKU
3CO (H3K)? EADC
2.16 | Pa3paboransbl, ToKyMeHTaIbHO oopmiieHbl u cooutoaenbl i DCO (HOK) cranmaptHbie pabodre npoleIyphl, periiaMeHTUPYIOIIHE:

coctaB ((paMuius 1 KBaupUKaLus
yieHoB DCO (HOK) u yupenusmmii ero
opran?

nyHKT 3.3.1 [IpaBun
HaJIexKaniei
KJIIMHWYECKOU IPAKTUKU

EADC

MOPSIOK Ha3HAYCHUS 3aceIaHmi?

nyHKT 3.3.2 [IpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

onogemieHus wienos DCO (HIK) o
MIPEJICTOSIIUX 3aCETAHUAX ?

nyHKT 3.3.2 [IpaBun
HaJIexKaniei
KJIIMHWYECKOU IPAKTUKU

EADC

OpTaHU3aINIo 3aCeTaHNN?

nyHKT 3.3.2 [IpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

MOPSIOK TIEPBUYHOTO U TIOCIEAYIOLIETO
paccMOTpEHHsI TOKyMEHTAIIUU TI0
HUCCIIEIOBAHULIO?

nyHKT 3.3.3 [IpaBun
HaJIexKaniei
KJIIMHWYECKOU NPAaKTUKU

EADC




MEPUOJNYHOCTD MMOCIIETYIOIIETO
paccMOTPEHHsI TOKyMEHTAIIUU TI0
HUCCIIEIOBAHULIO?

nyHKT 3.3.4 IlpaBun
HaJIexKaniei
KJIIMHUYECKOU IPAaKTUKU

EADC

MOPSIIOK YCKOPEHHOTO PACCMOTPCHHUS
JTOKYMEHTAIHH, B COOTBETCTBHH C
PUMEHUMBIMH TPEOOBAHHSMH IS
o100peHus (BbIAaYH 3aKITIOUCHHS) TIPU
HE3HAYMTEIbHOM M3MEHEHHH B TEKYIIMX
UCCIIEIOBAHMSX, YK€ MMOTYIUBIITHX
onobpenue (3akmouenue) DCO (HIOK)?

nyHKT 3.3.5 I[paBun
HaJIexKaniei
KJIIMHWYECKOU IPAKTUKU

EADC

HEJIOMYCTHUMOCTbD BKIIFOUCHHUSI CYOBEKTOB
B HCCJIe[IOBaHUE 70 TOro, kak 9CO
(HSK) BbIAAaCT MUCbMEHHOE O00pCHHE
(3aKITrOUeHKEe) Ha IPOBEJICHUE
WCCJICTIOBAHUS ?

nyHKT 3.3.6 [IpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

HEJIOMYCTUMOCTb OTKJIOHCHUSI OT
MPOTOKOJIAa I €T0 U3MEHEHHH 0e3
NPEABAPUTEIILHOTO MIMCHMEHHOTO
0J100peHUs (3aKIIF0UYCHNS)
COOTBETCTBYIOIIMX HompaBok 2CO
(HOK), 3a uckioueHreM TeX CIydyacs,
KOTJ[a N3MEHEHUsSI HallpaBJICHbI HA
yCTpaHEHUE HENOCPEACTBEHHON YTIPO3bI
CyOBEKTaM HCCIICAOBaHUS WU, KOTIa
U3MEHEHUS KacaroTCsl TOJIBKO
aJIMUHHUCTPATUBHBIX U
MaTepUaIbHO-TEXHUYECKUX aCIICKTOB
uccienoBanus (HarpuMep, CMeHa
MOHUTOpA, U3MEHEHUE HOMepa
tenedoHa)?

nyHkT 3.3.7 [IpaBun
HaJuIe)Kallen
KJIIMHWYECKOU IPAaKTUKU

EADC

00s13aHHOCTH UCCIIEA0BATEIIS

nyHkT 3.3.8 IlpaBun




He3aMeIJIUTeIbHO coobiats DCO
(HOK) 00 oTKIIOHEHUSIX OT IPOTOKOJIA
WJIA U3MEHEHHSIX MPOTOKOJIA,
MIPOU3BEICHHBIX JIJISl YCTPaHCHUS
HETOCPEJCTBEHHOU yrpo3bl CyOheKTaM
HCCIICIOBAHUS?

HaJIexKaniei
KJIIMHAYECKOU NPAKTUKU

EADC

00SI3aHHOCTh HCCIICIOBATEIIS
He3aMeIJIUTeIbHO coobiiats DCO
(HBK) 00 usmeneHusx,
YBEJIUYHUBAIOIIUX PUCK IS CYObEKTOB
uccienoBanust U (MJIM) CyIIECTBEHHO
BJIMSIIOIIUX HA TIPOBEICHHE
HCCIICIOBAHUSA?

nyHKT 3.3.8 IIpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAKTUKU

EADC

00513aHHOCTD MCCIEI0BATENS
He3aMeIJIUTeIbHO coobiiats DCO
(HOK) 0060 Bcex cepbe3HbIX
HENPEABUICHHBIX HEKEIATEITbHBIX
peaxiusix?

nyHKT 3.3.8 IlpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

00S13aHHOCTh HCCIICIOBATEIIS
He3aMeIJIUTeIbHO coobiiats DCO
(HSK) o HOBBIX TaHHBIX, KOTOPHIC
MOTYT CBHJICTEICTBOBATH O
BO3pPACTaHUH PUCKA JIJIsl CYOBEKTOB
WCCJICIOBAHMSI HJTM HEOIAronpusTHO
MOBJIMATH HA XOJ UCCJICAOBAHUS?

nyHKT 3.3.8 IlpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAKTUKU

EADC

obs3anHOCTE DCO (HOK)
HE3aMeITUTEIbHO B MUCbMEHHOM BHJIE
COO00IIaTh UCCIIEA0BATEIIO
(MEIUITMHCKOM OpraHu3aliu) O CBOUX
peieHusIX (3aKTIOUCHHSX ), KaCAIOIIMXCS
UCCIICIOBAHMSI, U TIPUYMHAX UX
BBIHCCCHHSI ?

nyHKT 3.3.9 IlpaBun
HaJuIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC




obs3anHOCTE DCO (HOK)
HE3aMeUINTENILHO B IUCEMEHHOM BUIE
CO00IIATh UCCICAOBATEIIIO
(MEIUIIMHCKON OpraHu3aIiu) O
NPUYMHAX TPUHSATHS PEIICHUI?

nyHKT 3.3.9 IlpaBun
HaJIexKaniei
KJIIMHWYECKOU IPAaKTUKU

EADC

obs3anHOCTE DCO (HOK)

HE3aMe TUTEIbHO B THCbMCHHOM BHUJIE
COO0O0IIaTh UCCIIEA0BATEIIO
(MEIMITMHCKOM OpraHU3aIru) O MOPSIKE
00>KaJIOBaHUs PELICHUI?

nyHKT 3.3.9 IlpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

2.17

Xpanut it DCO (HOK) otHOCSITYIOCS K
UCCJICJIOBAaHHIO JOKYMEHTAIMIO (B
YaCTHOCTH, IMChbMEHHBIE MTPOIIECTYPHI,
NIEPEYHH CBOMX WICHOB C YKa3aHUEM
poja IesTeIbHOCTH M MecTa paboTHl,
NpeI0CTaBJICHHBIC HA PACCMOTPEHHE
JTOKYMEHTBI, IPOTOKOJIBI 3aCeIaHUN 1
KOPPECIIOH/ICHIINIO) B TCYCHUE HE MEHEE
3 JIeT mocJie 3aBepUICHUSI UCCIISIOBAHMS
U MPEJOCTABISIET €€ 0 TPEOOBAHHIO
YIOJTHOMOYECHHBIX OPraHOB?

nyHKT 3.4 [IpaBun
HaJyIe)Kallen
KJIIMHUYECKOU IPAKTUKU

EADC

3. TpeOoBaHMs K HCCIIETOBATEINIO

3.1 Nwmeet nu uccrenosaresnb nyHKThI 2.8, 4.1.1 [IpaBun
COOTBETCTBYIOIINE KBATU(UKAIIHIO, HaJUIeKaIIeH
o0pazoBaHue, NpoPecCHOHATBHYIO KJIMHUYECKON TPaKTHKH
MOATOTOBKY U OMBIT, No3Bossitoue emy | EADC
NPUHATH Ha ce0s OTBETCTBEHHOCTD 32
Ha/JIeKalee IpoBeieHNe KIMHIYECKOTO
UCCIICIOBaHMS ?

3.2 CoOTBETCTBYET U MOATBEPIKICHA JTH nyHKT 4.1.1 I1paBun

KBaJM(HUKAIHS UCCIICAOBATENS
IPUMEHUMBIM TPEOOBAHUSM,

HaJIexKaniei
KJIIMHUYECKOU NPAKTUKU




aKTyaJIbHBIM pe3toMe U (WIK) APYTHMHU
JOKYMEHTaMu?

EADC

3.3 O3HaKOMJICH JIM UCCIIEZI0BATENb C nyHKT 4.1.2 [IpaBun
NpaBUJIaMH HAJUJIEKAIIEro MPUMEHEHHUST | HaJuIexalei
HCCIIelyeMOoT 0 Tpenapara, KIIMHUYECKOH TPAaKTHUKU
U3JI0’)KEHHBIMU B IIPOTOKOJIE, TEKYILEN EADC
penakiuuu OpoIIopsl UCCIIEA0BATE,

WUHCTPYKIMH TI0 IPUMEHEHUIO (001ei
XapaKTepUCTUKOH JIEKaPCTBEHHOT'O
npernapara) u Ipyrux UCTOYHHKAX
UHPOPMAIINH, PETOCTABICHHBIX
CIIOHCOPOM?

3.4 CoOmonaet mu uccnenosarens [Ipasuna | myHkr 4.1.3 IlpaBun
HaJJIeKalEd KIMHUYECKON NPAKTUKU HaJIexKaniei
EADC u npumeHumsbie TpeOOBaHUS? KIIMHUYECKON MPAKTUKU

EADC; vacts 1.1 craten
38 denepanbHOTO 3aKOHA
ot 12.04.2010 Ne 61-®3

3.5 CopnelicTBy€ET JIM UCCIIEI0BATEID nyHKT 4.1.4 ITpaBun
(MeaMIHCKast OpraHu3aIusl) HaJIekKaIei
MIPOBEACHUIO CTIOHCOPOM MOHUTOPUHTA | KJIMHUYECKOH MPAKTHKU
u (uaK) ayamra, a TaKkKe EADC
YIIOJIHOMOYEHHBIMU OpraHaMH
WHCTICKIIHA?

3.6 Bener nu uccrnenoBatens nepeueHb nyHKThI 2.8,4.1.5 [IpaBun
o0J1aaronux Heo0X0AMMON HaJJIexalen
KBaJTU(HUKAIMEN UL, KOTOPBIE TIO €T0 KJIIMHAYECKOU NPAaKTUKU
MIOPYYECHHUIO OCYLIECTBIISIOT EADC
OIpEICIICHHYIO ACATEIbHOCTD B PAMKax
WCCIICIOBaHMS ?

3.7 Pacrnionaraer nu uccnenoBarens nyHKT 4.2.3 IpaBun

JOCTaTOYHBIM KOJIMYCCTBOM

HaJIexKaniei




KBaJTU(HUIIMPOBAHHBIX COTPYIHUKOB B
NepUOJT UCCIIEIOBAHUS JIsl TOTO, YTOOBI
MIPOBECTH 3TO MCCIEeI0BAHNE
Ha/IISKAIKUM U 0€30MacHbIM 00pa3om?

KJIIMHUYECKOU IPAKTUKU

EADC

3.8 Pacrnionaraer nu uccnenoBarens nyHKT 4.2.3 IpaBun
JOCTATOYHBIM KOJTMYECTBOM HaJIeXKaIen
MaTepHAIIbHBIX PeCypcoB (MOMEIICHUS, | KIMHUYCCKON MPAKTHKU
obopynoBanue) B iepuos ucciaenopanus | EADC
JUISL TOTO, YTOOBI POBECTH ITO
MCCJICJIOBAHHE HAJUICKAIINM U
6e3onacHbIM 00pa3zom?

3.9 ObecnieyeHo 11 ¥ TOATBEPIKICHO 03HAKOMIIEHHE UCCIIEIOBATENsI, COMCCIeI0BaTENe U BCEMU 3aHATHIMU B KIIMHUUECKOM HCCIICIOBAaHUH
COTPYTHUKAMHU:
¢ OpoIopoii uccueaoBaTess, MpoeKToM | MyHKT 4.2.4 TIpaBun
MIPOTOKOJIa KIIMHUYECKOTO UCCIIeIOBaHUs | HaJUIexKalei
U APYTUMHU MaTepuaIaM# TaKoro KITMHUYECKON TIPAKTHKU
UCCIICTOBAHUS ? EADC, gacts 3 cTatbu 40

denepanbHOro 3aKOHa OT
12.04.2010 Ne 61-@3
CO CBOUMH (YHKIHUSAMU U nyHKT 4.2.4 [TpaBun
00s3aHHOCTIMU? HaJJIeXKaIei
KJIIMHWYECKOU NPAaKTUKU
EADC
3.10 | OcymiecTBaseT JIK UCCIIEOBATEH gacth 2 ctatbu 40
BBIOOp MAIMEHTOB, KOTOPHIE IO denepanbHOro 3aKOHA OT
MEIUIIMHCKUM ToKa3aHusiM MoryT ObiTh | 12.04.2010 Ne 61-®3
MIPUBJICYEHBI K YIACTUIO B KITMHUIECKOM
UCCIICIOBAaHUHU JICKAPCTBEHHOT O
mpermapara Jisi MeIUIUHCKOTO
pPUMEHEHUS?
3.11 | OGecmeueHO U MPOBEACHUE gacTh 6 cTarbu 43

KIIMHHUYCCKOI'O UCCIICA0OBaHUA

denepanabHOro 3aK0Ha OT




JIEKapCTBEHHOI'0 IIpenapara Juist 12.04.2010 Ne 61-03
MEAUIIMHCKOTO MPUMEHEHHS 0e3
y4yacTusi B Ka4yeCTBE MAIlMEHTOB
CyOBEKTOB, OTHOCSIIUXCS K YSI3BUMBIM
KaTeropusM Ipak/JaH, IepeUnCICHHBIM B
yactu 6 crateu 43 PenepaabHOro
3akoHa oT 12.04.2010 Ne 61-037?

3.12 | OGecnieyeHo U Mccae0BaTeIeM nyHKT 4.3.2 [IpaBun
(MEIUIIMHCKOM OpraHu3alueii) Bo BpeMs | HaIeKaIleH
Y TI0 3aBEPIICHUH y4acTus CyObeKTa B KITMHUYECKON TIPAKTHKU
UCCIICIOBAaHUH OKa3aHUe CyOBEeKTY EADC
WCCJICTOBAHMS HEOOXOAUMOM
MEIUIIMHCKON MOMOIIH B CITydae
BO3HHUKHOBEHUS JTFOOBIX CBSI3aHHBIX C
WCCJICTIOBAaHUEM HEXKENaTeIbHBIX
SIBJICHUH, BKITIOYAs] KIIMHUYECKU
3HAYUMbIC U3MEHEHHS Ta00PaTOPHBIX
MOKa3aTeNe?

3.13 | MudopmupoBaH i CyObeKT nyHKT 4.3.2 [IpaBun
UCCJICTOBAHMSI HCCIIEA0BATEIEM HaJIeXKaIen
(MEIUIIMHCKOM OopraHu3almei) o KIIMHUYECKOW MPAKTUKHU
CTaBILIMX U3BECTHBIMU MCCIIEA0BATEIIO EADC
WHTEPKYPPEHTHBIX 3a00JIeBaHUSAX,

TPeOYIONINX MEIUITMHCKOUN MOMOIITH ?
3.14 | TlonyueHo ju uccieaoBaTeseM (MEAMIIMHCKOW OpraHu3alieil) mepe/ TeM Kak HayaTh UCCIICIOBaHHE MUCHBMEHHOE U IATUPOBAHHOE 0100peHUE

(3axnmrouenne) 9CO (HOK):

MIPOTOKOJIA UCCIIEIOBAHNUSA? nyHKT 4.4.1 [1paBun
HaJIexKaniei
KJIIMHAYECKOU IPAaKTUKU
EADC

MUCHMEHHOU (hOPMBI nyHkthl 4.4.1, 4.8.1

MHGOPMHUPOBAHHOT'O COTJIACHS U €€ [IpaBui HajyIe)KaLEH




MOCTIEAYIONIUX PETAKITHIA?

KJIIMHAYECKOU IPAKTUKU

EADC

Mep, HalpaBJICHHBIX HA PUBJICYCHHE
CyOBEKTOB K YYaCTHIO B HCCIIEIOBAHUU
(HanpuMep, PeKIIaMHBIX OOBSIBIICHHN)?

nyHKT 4.4.1 [1paBun
HaJIexKaniei
KJIIMHWYECKOU NPAKTUKU

EADC

MUCHbMEHHBIX MaTEPUAJIOB, KOTOPBIC
MPEIoIaracTcs Ipea0CTaBUTh
CyOBEKTaM HCCIIeIOBaHUS ?

nyHkTe 4.4.1, 4.8.1
[IpaBun Hagexamen
KJIIMHWYECKOU NPAaKTUKU

EADC

3.15 | IIpenocraBieHsl U KccienopareneM (MEIUIIMHCKOM opraHu3anueii) BMecte ¢ Apyrumu gokymenramu 9CO (HOK):
MOCTIETHSAS peAaKIUs OpOLIIOPHI nyHKT 4.4.2 [lpaBun
HCCIIEN0BaTeNA? HaJJIeXKaIei

KJIIMHAYECKOU NPAKTUKU
EADC
HOBas pelaKius OpOIIIOpHI nyHKT 4.4.2 IlpaBun
HCCIIeIOBATENs, €CH OpoIIopa HaJUIekKaIei
uccrnenoBaress Obliia IOTOJIHEHA B X0€ | KIIMHUYECKOH MPAaKTHKU
UCCIICIOBaHMS ? EADC
BCE IIOUIEKALLUE PACCMOTPEHUIO nyHKT 4.4.3 IlpaBun
JOKYMEHTBI? HaJUIeXKaIei
KJIIMHAYECKOU NPAKTUKU
EADC

3.16 | OGecnieyeHo U Mccae0BaTeIeM nyHKTHI 2.6, 4.5.1 [IpaBun
(MEIUIIMHCKOM OpraHu3aluei) HaJIexKaniei
MIPOBEACHUE UCCIIEIOBAHNUS B KJIMHUYECKON TPaKTHUKU
COOTBETCTBUU C IIPOTOKOJIOM, EADC
COTJIACOBAHHBIM CO CIIOHCOPOM H IIpU
HEOO0XOIUMOCTH C YIIOJTHOMOYEHHBIMU
OpraHamMH U pa3perieHHbIM
(omo6pennbM) DCO (HOK)?

3.17 | OGecneyeno nu noanucanue nporokona | nyHkT 4.5.1 [IpaBun




WJIH OTJEJIHOTO JIOTOBOpa
uccienoBareaeM (MeIUIUHCKON
OpraHu3alueil) ¥ ClIoHCOPOM B
MOJITBEPKICHUE JIOTOBOPSHHOCTHU ?

HaJIexKaniei
KJIIMHAYECKOU NPAKTUKU

EADC

3.18 | OObsICHEHBI JH1 U JOKYMEHTAIBHO nyHKT 4.5.3 IpaBun
o(hopMIIeHBI HCcIeI0BaTENIEM HITH HaJIexKaIei
Ha3HAYEHHBIM UM JIUIIOM JIFOObIE KJIMHUYECKOH TPaKTHUKU
OTKJIOHEHHS OT YTBEP>KIEHHOTO EADC
IPOTOKOJIA?
3.19 | HampaBneHsl 11 B KpaT4aiIie CPOKU MCCIEI0BATENEM WIM HA3HAYEHHBIM MM JIMLIOM OTHMCaHHe OTKIOHEHUH MM U3MEHEHHH ¢ YKa3aHHeM HX
NPUYHMH U TIPU HEOOXOJMMOCTH Ipe/uIaraéMble MOMPAaBKH K MPOTOKOY:
3CO (HOK) mist paccMOTpeHus 1 nyHKT 4.5.4 TpaBun
o00peHus (BbIAaYH 3aKTIOUCHHMS)? HaJIeXKaIen
KJIIMHWYECKOU NPAKTUKU
EADC
CIIOHCOPY JJIsl COTTIACOBAHUS ¢ HUM? nyHKT 4.5.4 ITpaBun
HaJuIexKaniei
KJIIMHAYECKOU NPAKTUKU
EADC
YIIOJIJHOMOYEHHBIM OpPraHaM IIpu nyHKT 4.5.4 ITpaBun
HEOOXOIMMOCTH? HaJJIeXKaIei
KJIIMHWYECKOU IPAaKTUKU
EADC
3.20 | Benercs i uccenoBareneM (MEAMIMHCKON OPraHU3aLUei), alTEYHBIM PAOOTHUKOM WJIM MHBIM YIOJIHOMOYEHHBIM MCCIICI0BATEIEM JIUIIOM

y4er:

MIOCTaBOK IPETaparoB B
UCCIIeIOBATEIbCKUI LIEHTP?

nyHKT 4.6.3 IlpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

(haKTHUECKOTO KOJIMYECTBA IPEnapaToB
B LIEHTpe?

nyHKT 4.6.3 IpaBun
HaJuIexKaniei
KJIIMHWYECKOU NPAKTUKU




EADC

HCIOJIB30BAHUS MPETIApaTOB KaXKIbIM
CYyOBEKTOM HCCIICTOBAHUS ?

nyHKT 4.6.3 IIpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

BO3Bpara mnpemnapaTa CoHCOpy J100
MHOTO pacHopsKEHUs
HEHCIIOJIb30BaHHBIMU MpenapaTamu?

nyHKT 4.6.3 [IpaBun
HaJIexKaniei
KJIIMHUYECKOU IPAaKTUKU

EADC

3.21 | BriroyaroT JIu 3alMCH 110 YUYeTy B ceOst nyHKT 4.6.3 IlpaBun
JIaThl, KOJJMYECTBO, HOMEPA MapTHI HaJIexKaniei
(cepwmit), cpoku ronHOCTH (TS KJIMHUYECKOH TPaKTUKU
NPUMEHUMO) U YHUKAIIbHBIE KOJIbI EADC
HCCIIEyeMbIX MTPETapaToB U CyObEKTOB
UCCIICIOBaHMSI ?

3.22 | Bener nu uccnenoBaTelns 3amucH, nyHKT 4.6.3 IlpaBun
MOJTBEPKAAIOUIHNE, YTO CyOBEKTHI HaJUIekKaIei
MCCIICIOBaHMS MOJTyYally UCCIelyeMble | KIMHUYECKOH MPaKTHKU
Ipenaparsl B Jo3ax, nIpeaycMoTpeHHelx | EADC
MIPOTOKOJIOM, B KOJIMYECTBAX,

COTJIACYIONINXCS C OOIIUM KOJTUYECTBOM
UCCIIEyeMbIX MPETapaToB, MOJyYCHHBIM
OT crioHcopa?

3.23 | OGecrnieyeHo U Mccae0BaTeIeM nyHKT 4.6.5 IpaBun
UCTIOJIb30BAHNE HCCIIETYEMBIX HaJUIekKaIei
MPEnapaToB TOJBKO B COOTBETCTBUU C KJIMHUYECKON TPaKTHUKU
YTBEP>KJACHHBIM NPOTOKOJIOM? EADC

3.24 | OObsICHEHBI JIM UCCIIEI0BATEIEM UIIH nyHKT 4.6.6 IIpaBun
YIIOJIHOMOYEHHBIM HCCIIeI0BATEIEM HaJIekKaIei

(MEIUIIMHCKOM OpraHu3aIyei) JTUIOM
KOKIOMY CYOBEKTY UCCIICIOBAHMS
MpaBuJIa TPUMEHEHUS UCCIIEyEMBIX

KJIIMHAYECKOU NPAaKTUKU

EADC




MpernapaToB 1 00eCIeYeH T KOHTPOIb
Ux coOnroaeHun?

3.25 | Cobumoaer 11 uccieaoBaTeb nyHKT 4.7 IIpaBuin
IPEIYCMOTPEHHYIO B HCCIIEIOBAHUH HaJIekKaIei
METOAMKY PaHAOMHU3AINH, €CIIM TAKOBasl | KIMHUYECKOH MPAKTHUKU
umeercs? EADC

3.26 | OGecrnieyeHo U MccaeI0BaTEIeM nyHKT 4.7 IIpaBui
PacKphITHE KOJIAa TOJIBKO B COOTBETCTBUH | HaJJIeKaIIeH
C MIPOTOKOJIOM? KJIMHUYECKON TIPaKTHKH

EADC

3.27 | OGecrieyeHo U HE3aMEeTUTENILHOE nyHKT 4.7 IIpaBuin
JOKyMEHTaJIbHOE 0(OopMIICHUE U HaJIekKaIei
OOBSICHEHO JIM UCCIIEZ0BATEIIEM KJIMHUYECKON TPaKTHKH
CIIOHCOpY JIF000€ MPEXACBPEMEHHOE EADC
PacKpBITHE KOJIAa UCCIIETYEMBIX
[penaparoB, €CJIM UCCIIEIOBaHHE
MIPOBOJIUTCS CIICTIBIM METOI0M?

3.28 | O6ecnieueno u ofooperre DCO (HOK) | mynkr 4.8.2 [IpaBun
JOOBIX JOMOTHEHUH (MCITPaBICHNN) HaIexaren
MUCEMEHHOU (hOpMBI KIIMHUYECKOW MPAKTUKHU
nHpOpMHUPOBaHHOTO coriacus u apyrux | EADC
MHCbMEHHBIX MaTepUaJIOB,

MPEOCTABIIAEMBIX CYOBEKTaM, 10 UX
MCIOJIb30BAHUS B HCCIICIOBAHUN?

3.29 | OGecrieyeHo M CBOEBPEMEHHOE nyHKT 4.8.2 I1paBun
O3HAKOMJICHUE CYyOBEKTa UM €r0 HaJIexKaIei
3aKOHHOT'O IIPEJICTaBUTENS C HOBON KIIMHUYECKOW MPAKTUKHU
uHpopmarueit, criocooHoi nosnusats Ha | EADC
KeJlaHue CyObeKTa IPOI0JKATh y4acTHe
B HCCJICIOBAHUU?

3.30 | Odopmien nu pakt nepespadn HOBOM nyHKT 4.8.2 I1paBun
nH(pOpManH, CIOCOOHON MOBIUATEH HA HaJUIeXKaIei




KeJlaHue CyObeKTa IIPOI0JKATh y4acTHe
B HCCJICIOBAaHHUH, JOKYMEHTAIBHO?

KJIIMHUYECKOU IPAKTUKU

EADC

3.31 | IIpounpopmupoBaHsl Jid B moHOM Mepe | myHKT 4.8.5 [IpaBun
UCCIieIoBaTeIeM WM Ha3HAYeHHBIM UM | HaJuIexalei
JIMLIOM CYOBEKT MIIM €r0 3aKOHHBIN KJIIMHAYECKOU NPAaKTUKU
MPEJICTAaBUTENh 000 BCEX 3HAUMMBIX EADC
acreKTax MCCIICOBAaHMs, B TOM YHUCIIE
O3HAKOMJICHBI JIM B TUCBbMEHHOU (hopme
¢ uH(popMaImeit 06 ucciaeT0BaHNU U
onobpennem DCO (HOK)?

3.32 | IIpenocraBieno nu nepen noiaydenneM | myHKT 4.8.7 [IpaBun
MH(GOPMHUPOBAHHOTO COTIIACHS HaJIexKaIei
UCCIeIoBaTeIeM UM Ha3HAYEHHBIM UM | KJIMHUYECKOH MPaKTHKU
JIMIIOM CYOBEKTY WM €ro 3aKOHHOMY EADC
MPEJCTaBUTEIIO JOCTATOUHOE
KOJINYECTBO BPEMEHH U BO3MO>KHOCTb
JUIS TIOJTy4eHUs 0oJiee moApoOHOH
uHpopMamu 00 UCCIeTOBAHUU U
MPUHATHUS pEIIeHUs 00 y4acTHH B HEM
WK OTKa3e OT TAaKOTO YYacTHsI?

3.33 | [lomyueHsl 11 CyOBEKTOM HUITH €T0 nyHKT 4.8.7 IlpaBun
3aKOHHBIM IIpE/ICTaBUTEIEM HaJUIekKaIei
MCUEPIIBIBAIOIINE OTBETHI Ha BCE KJIMHUYECKOH TPaKTHUKU
BOIIPOCHI 00 UCCIIETIOBAaHUH? EADC; gacts 1 crathu 43

denepanbHOro 3aKOHa OT
12.04.2010 Ne 61-03

3.34 | Iloanucana a1 U COOCTBEHHOPYYHO nyHKT 4.8.8 I1paBun

JaTUpoBaHa MUCbMEHHAs hopma HaJIekKaIei

MH(GOPMHUPOBAHHOT'O COTJIACHUS 10
Hayasa y4acTusi B UCCIICIOBAHUH
CYyOBEKTOM HJIH €T0 3aKOHHBIM
NPE/ICTABHUTEINIEM, 3 TAKXKE JIHIIOM,

KJIIMHAYECKOU IPAaKTUKU
EADC; yacts 3 cratbu 43
®denepanbHOro 3aKOHa OT
12.04.2010 Ne 61-03




MPOBOAUBIIUM PA3bACHUTCIBHYIO

Oeceny?

3.35 | IIpucyrcTBOBai 1M nyHKT 4.8.9 IlpaBun
HE3aMHTEPECOBAHHBIN CBUAECTEND B HaJIexKaniei
TEUYEHHUE BCEH Pa3bsICHUTEIHHON Oecenbl, | KMMHUYECKON MPAKTUKU
eclii CyOBEKT WM ero 3aKOHHBIH EADC
NPEJCTABUTENb HE CIIOCOOHBI YUTATH?

3.36 | [Toamucan nu CBUAETENb TUCHMEHHYIO nyHKT 4.8.9 I1paBun

dbopMy HHPOPMUPOBAHHOTO COTJIACHS M | HaJJIeXKaIIen
COOCTBEHHOPYYHO MOCTaBMIJI IaTy MOCTE | KIMHUYECKOH MPaKTUKH
TOTO Kak CyOBeKTy Wi ero 3akonHomy | EADC

NPEACTABUTEIIO IPOUUTAIN U
Pa3bACHUIN MUCBMEHHYIO (popMy
MH(GOPMHUPOBAHHOT'O COTJIACUS U IPyTUe
NPEJOCTABIIIEMbIE CYOBEKTY
NUCbMEHHBIE MaTepHalIbl U CYOBEKT MU
€ro 3aKOHHBIN MPEJCTaBUTEINb A
YCTHOE COTJIacHe Ha yyacTue CyObeKTa B
UCCIIEIOBAaHUHU U, €CIIH CIIOCOOEH,
MOJNKCA C yKa3aHUEM JAThI
MUCHMEHHYI0 popMy
MH(GOPMHUPOBAHHOT'O COTJIACHUS?

3.37 | Pa3bpsicHeHa Jin B XO/I€ Pa3bsCHUTEIBLHOM Oece/ibl, a TaKkKe B MMChbMEHHOU (popMe nHPOPMUPOBAHHOTO coriacusi (MHPOPMAIIMOHHOM JINCTKE)
NaIMEeHTa U JPYTruX NTUChbMEHHBIX MaTepuaax, MpeJoCTaBIsieMbIX cyObeKTaM, HHpOpMalHs:

YTO UCCIIEJOBAaHUE HOCUT nyHKT 4.8.10 [IpaBun
HKCIIEPUMEHTANIBHBIN XapakTep? HaJyIe)Kalen
KJIIMHAYECKOU NPAaKTUKU
EADC; nynkrsl 1, 4 yactu
2 cratbu 43

®denepanbHOro 3aKOHa OT
12.04.2010 Ne 61-®3

0 I1eJIM MCCIIeIOBAHUSA? nyHKT 4.8.10 [IpaBun




HaJIeKaIen
KJIIMHAYECKOU NPAKTUKU
EADC; nyskr 4 gactu 2
ctatbu 43 DenepanbHOTO
3akoHa ot 12.04.2010

No 61-D3

0 BapHaHTAax JICYCHHUs B Tpoliecce
MCCIICIOBAHMSI U BEPOSITHOCTH
CIIly4ailHOTO pacnpezesieHus: B OJHY U3
TpYIIII JICYCHUS?

nyHKT 4.8.10 [IpaBun
HaJIexKaniei
KJIIMHWYECKOU NPAKTUKU
EADC; nynkr 3 yactu 2
ctatbu 43 DenepanbHOTO
3akona ot 12.04.2010

Ne 61-@3

0 IIPOLEAYPE UCCIIEIOBAHNUS, BKIIOYas
BCE MHBA3UBHBIEC POLIEAYPHI?

nyHKT 4.8.10 [IpaBun
HaJUJIekKaIlen
KJIIMHWYECKOU NPAaKTUKU
EADC; nynkr 3 yactu 2
ctatbu 43 DenepanbHOTO
3akona ot 12.04.2010

Ne 61-®3

00 00s13aHHOCTSIX CyObekTa?

nyHKT 4.8.10 [IpaBun
HaJIexKaniei
KJIIMHWYECKOU NPAaKTUKU
EADC; nynkrsl 3, 5 yactu
2 ctatbu 43

®enepanbHOIro 3aKOHa OT
12.04.2010 Ne 61-@3

00 acreKkTax UCCIeI0BaHus, KOTOPbIE
HOCSIT KCTIEPUMEHTAIBHBINA XapakTep?

nyHKT 4.8.10 [IpaBun
HaJuIexKaniei
KJIIMHWYECKOU NPAaKTUKU
EADC; nynkrsl 1,4 yactu
2 cratbu 43




denepanbHOro 3aKOHa OT
12.04.2010 Ne 61-@3

00 0KHJIaeMBIX PHCKaX MU
HEeyZ00CTBax JUIst CyObEKTa, a TAKKe B
COOTBETCTBYIOIIMX CIy4asxX st
IMOpPHOHA, IJI0/1a HITH TPYTHOTO
pebenka?

nyHKT 4.8.10 [IpaBun
HaJIexKaniei
KJIIMHWYECKOU NPAaKTUKU
EADC; myHkr 2 yactu 2
ctatbu 43 OenepanbHOTO
3akoHa ot 12.04.2010

Ne 61-D3

00 oxwuIaeMoi Beirojie u (Uiu) mojb3e?

nyHKT 4.8.10 [IpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU
EADC; nyHkTsl 2, 3 yacTu
2 cratbu 43
denepanbHOro 3aKOHa OT

12.04.2010 Ne 61-®3

00 MHBIX, TOMHUMO TPETYCMOTPEHHBIX B
UCCIICIOBAaHKH, TIPOIICIypax HIIn
METOax JICYCHHUS, KOTOPbIC MOT'YT OBITh
JTOCTYITHBI CYOBEKTY, HX 3HAYUMBIX
MOTEHIUAIILHBIX BBITOJIC U (MJIK) MOJIb3eE,
a TaKkxke pucke?

nyHKT 4.8.10 [IpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU
EADC; nynkr 3 yactu 2
ctatbu 43 DenepanbHOTO
3akona ot 12.04.2010

Ne 61-®3

0 KOMIIeHcAIuK U (MJIH) JICUCHHUH,
JOCTYITHBIX CYOBEKTY B ClTyuae
NPUYUHCHHUS BPE/ia €ro 3JJ0POBBIO B
pe3yJIbTaTe yyacTusi B UCCICTIOBAHUN?

nyHKT 4.8.10 [IpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU
EADC; nyskr 6 yactu 2
ctatbu 43 DenepanbHOTO
3akona ot 12.04.2010

Ne 61-®3

0 TUTAHUPYEMBIX BBIIJIATaX CYyOBEKTY 3a
€r0 y4acTHe B UCCIICJIOBAHUH, €CIIU

nyHKT 4.8.10 [IpaBun
HaJIexKaniei




TaKOBBIE TIPEIYCMOTPEHBI?

KJIIMHAYECKOU NPAaKTUKU
EADC; nynkr 3 yactu 2
ctatbu 43 DenepanbHOTO
3akoHa ot 12.04.2010

Ne 61-®3

0 TUTAHUPYEMBIX pacxojax CyObeKTa,
€CJIM TAKOBBIE OXKUJAIOTCS, CBSI3aHHBIE C
€ro y4acTHeM B UCCIICIOBAaHUU?

nyHKT 4.8.10 [IpaBun
HaJUJIekKaIlen
KJIIMHWYECKOU IPAKTUKU
EADC; nynkr 3 yactu 2
ctatbu 43 DenepanbHOTO
3akona ot 12.04.2010

Ne 61-®3

O TOM, YTO yyacTHue CyObeKTa B
UCCIICIOBAaHUH SIBIISICTCSA
TO0OpPOBOJIBHBIM, U OH MOXET OTKa3aTbCs
OT y4YacTusl WIN BBIATH U3 UCCIEIOBAHUS
B J1I000#1 MOMEHT 6€3 KaKuX-T100

nyHKT 4.8.10 [IpaBun
HaJIexKaniei
KJIIMHWYECKOU NPAKTUKU
EADC; gacts 1, yacts 4
ctatbu 43 DenepanbHOTO

CaHKIUH AJisi ceOs UM moTepu BeIroAbl? | 3akoHa oT 12.04.2010
Ne 61-®3

410 MOHUTOPHI, ayautopsl, ICO (HOK) | mynkr 4.8.10 IIpaBun

U YIIOJTHOMOYCHHbBIE OpraHbl OyIyT HaJyIeKaIIei

UMETh MPSIMOM TOCTYT K OPUTMHATBHBIM
MEIUIUHCKUM 3aIUCIM CYyObEKTa JUIS
MIPOBEPKH MPOLEAYp U (WIIK) TaHHBIX
KJIMHUYECKOTO UCCIICIOBAHHUSI, HE
HapyIas Ipu 3TOM
KOH(HUICHIINATLHOCTH TaHHBIX
CyObeKkTa, ¥ CyOBEKT UJIH €r0 3aKOHHBIH
NPEJCTaBUTEIb, TIOAMKUCHIBAS
MUCHMEHHYIO popMy
UH(POPMHUPOBAHHOTO COTJIACHS, TACT
pa3pelieHre Ha TaKOW JOCTYII?

KJIIMHAYECKOU NPAaKTUKU
EADC; nyskr 7 gyactu 2
ctatbu 43 OenepanbHOTO
3akoHa ot 12.04.2010

Ne 61-@3




YTO 3aMUCH, UACHTUOUITUPYIOLTHE
cyObekTa, OyyT KOH(pUIESHITNATbHBI?

nyHkTel 2.11, 4.8.10
[IpaBun Hagexamen
KJIIMHWYECKOU IPAKTUKU
EADC; nyHkr 7 gactu 2
ctatbu 43 DenepanbHOTO
3akoHa ot 12.04.2010

Ne 61-D3

9TO CyOBEKT WM €ro 3aKOHHBIH
MPEJICTaBUTENH OyIeT CBOEBPEMEHHO
03HAKOMJICH C HOBOU MH(pOpMaIuei,
CIIOCOOHOM ITOBJIMATH HA )KEJIaHUE
CyOBeKTa MPOIOJKATh YYaCTHE B
HCCIICIOBAHUN?

nyHKT 4.8.10 [IpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAKTUKU

EADC

0 JHUIaX, K KOTOPBIM MOKHO OOPaTUThCS
JUTSL TIOJTY9CHUS TOTIOTHUTEIHHOU
nHpopmanuu 00 UCCICIOBAHUH U
mpaBax CyOBEKTOB MCCIIEOBAHNUS, a
TakKe B CiIydae MPUYUHEHUs Bpeaa
3I0POBBIO CyOBEKTa B PE3yIbTATE €TO
y4acTHs B UCCIICJIOBAHHH ?

nyHKT 4.8.10 [IpaBun
HaJIexKaniei
KJIIMHWYECKOU IPAaKTUKU

EADC

0 BO3MOJKHBIX 00CTOSITEIbCTBAX U (HJTH)
NPUYMHAX, IT0 KOTOPBIM Y4acTHE
CyOBEKTa B UCCIIEOBAHUU MOKET OBITh
peKpameHo?

nyHKT 4.8.10 [IpaBun
HaJIexKaniei
KJIIMHWYECKOU NPAaKTUKU

EADC

O TIPEATOoIaraeMon UTUTETHHOCTH
y4acTHsi CyObEeKTa B HCCIIETIOBAHUN ?

nyHKT 4.8.10 [IpaBun
HaJuIexKaniei
KJIIMHWYECKOU NPAKTUKU
EADC; yacts 4 cratbu 43
denepanbHOro 3aKOHa OT
12.04.2010 Ne 61-03

0 IPUOJIN3UTEIBHOM KOJINYECTBE
CyOBEKTOB, KOTOPBIX MPEnoaraeTcs

nyHKT 4.8.10 [IpaBun
HaJIexKaniei




BKJIIOUUTH B UCCIIEIOBaHHE? KIIMHUYECKOH TPaKTHUKU
EADC

3.38 | IlosyueHsl 11 epesi BKIIFOYCHHUEM B HCCIIEIOBAHUE CYOBEKTOM MJIM €ro 3aKOHHBIM IPEACTABUTENIEM MOJIMMCAHHBIN C YKa3aHUEM JIaThl:
HK3EMIUIAP MUCbMEHHON (hOPMBI nyHKT 4.8.11 [IpaBun
MH(POPMHUPOBAHHOTO COTJIACUS M IpyTUe | HaJuIexalnei
IPEJOCTaBIIsIEMble CyObEeKTaM KJIMHUYECKON TPAKTHUKU
UChbMEHHBIE MaTepHAIIbI? EADC
9K3EMIUISIPBI BCEX MOCIEIYIOMUX nyHKT 4.8.11 [IpaBun
penakuuiit opmbl HHYOPMUPOBAHHOTO | HAJJIEKAIIECH
COIJIacHs U KOIIMU BCEX MONPABOK K KJIMHUYECKON TPaKTHUKU
JIPYTUM IIMCBMEHHBIM MaTepuaiam, EADC
NPEJOCTABIAEMBIM CyOBEKTaM?

3.39 | I[lomydeHs! 11 B TUCbMEHHOU (hopme nyHKT 4.8.8 I1paBun
COTJIACHUS POJIUTEIIEH, YCBIHOBUTENEH HaJIexKaniei
JIeTel, YYaCTBYIOLIMX B KAUECTBE KIIMHUYECKOW MPAKTUKHU
MALMEHTOB IIPHU NPOBEACHUU EADC; gacts 5 crathu 43
KIIMHUYECKOI'0 UCCIIEI0BAHUS ®DenepalIbHOTO 3aKOHA OT
JIEKapCTBEHHOI'0 IIpenapara Juis 12.04.2010 Ne 61-03
MEIMLUHCKOTO MPUMEHEHUS?

3.40 | Ilpu npoBeneHUN KIMHUYECKOTO nyHKT 4.8.8 I1paBun
HCCJIEJOBAHMSI JIEKAPCTBEHHOTO HaJJIexalen
Ipenapara Juisi MEIULUHCKOI O KJIMHUYECKON TPAaKTHUKU
IIPUMEHEHHS], IPEIHA3HAYECHHOTO IS EADC; vacts 7 crateu 43
JIeYCHUsI ICUXUIECKUX 3a00JIeBaHU, ¢ @enepanbHOro 3aK0Ha OT
ydacTHeM B KadecTBe manueHToB nuii ¢ | 12.04.2010 Ne 61-®3
NICUXUYECKUMU 3a00JIeBaHUSAMH,
NIPU3HAHHBIX HEJEeCIOCOOHBIMHY,
II0JIy4€HBI JIU COIVIACHS B TUCbMEHHOU
(bopme 3aKOHHBIX MPEJICTAaBUTEIEH
yKa3aHHBIX JIII?

3.41 | [IpoundopmupoBan nmu cyOBEKT 00 myHKTHI 2.9, 4.8.12
HMCCJICIOBAHNUHM B COOTBETCTBHUHU C €TI0 [IpaBun Hajgexxamen




CIOCOOHOCTBIO TIOHSATH 3TY
UHPOPMALIUIO U, eCH CyOBEKT B
COCTOSIHUH, TTOJIUCA JIU OH C
yKa3aHHeM JaThl MMCbMEHHYIO (hopMy
MH(GOPMHUPOBAHHOTO COTJIACHS, €CITH B
KJIMHUYECKOM HCCIIEIOBAaHUU yYaCTBYIOT
CyOBEKTBI, KOTOPBIE MOTYT OBITh
BKJIIOUYEHBI B UCCIIEZIOBAaHUE TOJIBKO HA
OCHOBAHUU COTJIACHSI UX 3aKOHHBIX
npejcTaBuTeieit (Hampumep,
HECOBEPILLICHHOJIETHHUE, MAIIUEHTHI C
BBIPOKEHHBIM CJIA00yMHEM)?

KJIIMHUYECKOU IPAKTUKU

EADC

3.42 | 3anpo1eHo 1M coryiacue Mpu nyHKTHI 2.9, 4.8.15
HEOTJIOXHBIX COCTOSIHUAX, KOI1a 10 [IpaBun Hagexamen
BKJIIOUYEHUS B HCCIIEIOBAHNE KJIMHUYECKON TPaKTHUKU
HEBO3MO)KHO IOJIY4YUTh coryacue camoro | EADC
CyOBEKTa, Y €ro 3aKOHHOTO
MPEACTABUTENS, €CIIA TAKOBOM
PUCYTCTBYET?

3.43 | IlpeanpuHATHI JH 111 BKIIOYCHUS nyHKT 4.8.15 [IpaBun

CyOBEKTa B HCCIIEIOBAaHNE
MPEYCMOTPCHHBIC TPOTOKOJIOM U (HITH)
JIPYTUMH TOKYMEHTaMHU U Pa3pelICHHbIC
(omo6pennnie) DCO (HOK) mepsr,
HaMpaBJICHHBIC HA 3al[UTY MPaB,
0€301acHOCTH U OJIaromnoxydus
CyOBEKTa, a TakKe 00eCreurBarOIINe
COOTBETCTBUE MPHUMEHUMBIM
TpeOOBaHUSM, €CIT TIPEIBAPUTEIHLHOE
COrjlache caMoro cyObeKkTa HEBO3ZMOXKHO
U OTCYTCTBYET €ro 3aKOHHBIN
NPEJICTABUTEIIb, BKJIFOUAs YBEIOMJICHUE

HaJIexKaniei
KJIIMHWYECKOU NPAaKTUKU

EADC




CyObeKTa MM ero MpeCTaBUTENS 00
MCCIICIOBAaHUU B KpaTyaiilue CpoKH,
MOJIyYEHHE COTJIACHUs Ha IIPOIOJKECHUE
yuyactus’?

3.44

[TponHpOpMHUPOBAT TN HCCIIEI0BATEND
PYKOBOJIUTENSI MEIUITUTHCKON
OpTaHU3aLUH U OPTaHU3AIHIO,
MOJIYYUBIIYIO pa3perieHue
YIOJIHOMOYEHHOTO (heaeparbHOro
OpraHa MCIIOJIHUTEIbHON BJIACTH HA
OPTaHU3aIUIO POBEICHHS
KJIMHMYECKOT'0 UCCIIeIOBaHUS
JICKapCTBEHHOT' O MpenapaTta, o cirydae
BO3HUKHOBEHHS OMACHOCTH JUISI JKU3HH,
3JI0POBbS MAIMEHTA, YYaCTBYIOLIETO B
KJIMHMYECKOM HCCIIeI0BaHUU
JIEKapCTBEHHOT O Mpenapara Jis
MEJIMLMHCKOTO MPUMEHEHUS?

yacTth 6 crateu 40

®denepanbHOro 3aKOHa OT
12.04.2010 Ne 61-@3

3.45

OOecnieyuBaeT JM UCCIIE0BATEND
NPaBUILHOCTb, TIOJIHOTY, Pa300PYMBOCTD
Y CBOEBPEMEHHOCTh MPEI0CTABICHHUS
CIIOHCOPY JaHHBIX, COACPIKAIIMXCS B
WHJIUBUIY ATBHBIX PETUCTPALOHHBIX
KapTax U BO BceX TpeOyeMbIX oTdeTax?

nyakTsl 2.10, 4.9.1
[IpaBun Hagexamen
KJIIMHWYECKOU NPAKTUKU

EADC

3.46

B ciyuae pacxoxieHus JaHHbIX,
COJIEpIKAIMXCS B NHAUBUAYAIbHON
PEruCTPallMOHHON KapTe, U IEPBUYHON
JOKYMEHTAIUU, U3 KOTOPOU OHU
MIEPEHECEHBI, OOBSICHEHBI T
MMEIOIINECS] PACXOXKICHUA?

nyHKT 4.9.2 [1paBun
HaJIexKaniei
KJIIMHAYECKOU NPAKTUKU

EADC

3.47

[Toanucansl 14, JATUPOBAHBI JIK U
00bsicHEeHBI JiH (TP HEOOXOJMMOCTH)

nyHKT 4.9.3 I1paBun
HaJIexKaniei




BCE U3MCHEHHUs WU UCIIPABJICHUS B
WHJUBUYaIbHON PErUCTPALUOHHON
Kaprte?

KJIIMHAYECKOU NPAaKTUKU

EADC

3.48 | He ckpbIBalOT JIM IEPBOHAYATILHYIO nyHKT 4.9.3 I1paBun
3anuch (TO eCTh COXpPaHEH JIH HaJIexKaIei
"TOKyMEHTAIbHBIN CJe) U3MEHCHUS KIIMHUYECKOW MPAKTUKHU
WJIY UCIIPABJICHUS B UHIUBUyaJIbHOU EADC
pETUCTPAIIMOHHOM KapTe?

3.49 | XpaHuT 11 UCCIIeI0BaTENb 3aUCH 00 nyHKT 4.9.3 I1paBun
M3MEHEHHSIX U UCIPABICHUSX B HaJUIekKaIei
VMHJUBUYaIbHON PErUCTPALUOHHON KJIIMHAYECKOU NPAaKTUKU
KapTe? EADC

3.50 | ObGecnieueHo 11 UCCIENOBATEIEM nyHkTel 4.9.4, 8.2, 8.3, 8.4
(MeIUIIMHCKOM opraHu3almeii) Beaenue | [IpaBuin Haaexkarien
JTOKYMEHTAIUH 10 UCCIIEI0BAHUIO KJIMHUYECKON TPAaKTHUKU
coriacHo noapasnaeny 8 paznena Il EADC
IIpaBun HajyIe)KALEH KIIMHUYECKON
npaktuku EADC u npuMeHUMbIM
TpeOOBaHUSM Ha BCEX ATAMax
HCCIICIOBaHMS ?

3.51 | IIpuHMMaeT JIu Mephl UCCIIET0BATENb nyHkTel 2.10, 4.9.4
(MeIUIIMHCKAs OpPraHU3aIlns) 1O [IpaBun Hagexamen
IIPEAOTBPALIEHUIO CIIy4aliHOTO WIIU KJIIMHUYECKOU NPAKTUKU
MIPEXKACBPEMEHHOIO YHUUTOKCHUS EADC
JIOKYMEHTOB TIO UCCJICIOBAaHUIO?

3.52 | OGecnieyeHo M XpaHEHUE OCHOBHBIX nyHKT 4.9.5 I1paBun

JOKYMEHTOB HCCJIEIOBaHUs HE MeHee 2
JIET MOCyIe YTBEPKICHHS TOCIeTHEeH
3asBKH Ha PETHCTPALIMIO WM HE MEHee 2
JeT nocie o(pUIHMATIBLHOTO MPEKPaIeHUs
KIIMHUYECKOU pa3paboTKu
HCCIIElyeMOro npenapara?

HaJIexKaniei
KJIIMHWYECKOU NPAKTUKU

EADC




3.53

OtpaxkeHbl 11 (PUHAHCOBBIC ACTICKTHI
UCCJICIOBAHHS B JIOTOBOPE MEXKILY
CIIOHCOPOM H HCCIIEI0BaTEIEM
(MEIMIIMHCKO opraHu3anmeii)?

nyHKT 4.9.6 IIpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

3.54 | IIpenocTaBieHbl U UCCIIEIOBATEIIEM nyHKT 4.10.1 [IpaBun
DCO (HBK) kpaTkue mucbMeHHbIE HaJIexaren
OTYETHI O XOJIC UCCIIEJOBAHUS €KETOAHO | KIMHUYECKON MPaKTUKH
WK baie, eciu 3toro Tpedyer 9CO EADC
(H2K)?

3.55 | OGecnieyeHo U HEMEIEHHOE, B nyHKT 4.11.1 [IpaBun
TeuyeHue 24 4acoB C JaThl BBISBICHUS HaJIekKaIei
(;tu60 moydenust uHGopMaIK 0 KIIMHUYECKON IIPAKTUKU
BBISIBJICHUH), cooOmeHue crioncopy 060 | EADC; nynkr 2.1.1
BCEX CEPBE3HBIX HEXKEIATEIbHBIX ITpunoxenns Ne 11
SIBIICHUSIX, 32 UCKIIIOUEHHUEM TEX [IpaBun Hagexamen
CephEe3HBIX HEXKeNaTeIbHBIX SBJICHUH, KJIMHUYECKON TPAKTHUKU
KOTOPBIE B IIPOTOKOJIE UK B IPYTOM EADC
JOKYMEHTE OIpe/IeNIeHbI, KaKk HEe
TpeOyIoIIre CPOYHOTO
pPENOPTUPOBAHUS?

3.56 | IIpencraBneHo iu B Kparyaifmue cpoku | myHKT 4.11.1 TlpaBun
oApoOHOE MUCHMEHHOE COO0IIIEHHE, HaJUIexKaIei
MO3BOJISIOIIEE CIIOHCOPY ClIENaTh KJIMHUYECKON TPAaKTHUKU
OLIEHKY HEOOXOAMMOCTH MEPECMOTpPa EADC,; nynkr 2.1.1
COOTHOILICHUS 10JIb3a-PUCK [Tpunoxenns Ne 11
KJIMHUYECKOTO HUCCIEeI0BaHUs, IIOCIIC [IpaBun Hagexamen
MEPBUYHOTO CPOYHOTO COOOIICHUS? KJIIMHUYECKOW MPAKTUKU

EADC
3.57 | Unentudunupyer a1 nepBUYHBIN U nyHKT 4.11.1 I1paBun

MOCJEIYIONINE OTUYEThl CyOBhEKTOB
HCCIICA0BAaHU: 110 MPHUCBOCHHBIM UM
YHHUKAJIBbHBIM KOJAaM, a HC 10 UMCHaM

HaJIexKaniei
KJIIMHWYECKOU NPAaKTUKU

EADC




CyOBEKTOB, IEPCOHATLHBIM
UIeHTH()UKAIIMOHHBIM HOMepaM U (WJn)
aznpecam?

3.58 | CooOuieHo mu crioHCOpy 000 Bcex nyHKT 4.11.2 [IpaBun
HEXKCJIATEIbHBIX SIBIICHUSAX M (MJIH) HaIexaren
OTKJIOHEHUSIX JTa00OPAaTOPHBIX KJIMHUYECKON TPaKTHUKU
nokasaresiei oT HopMbl, onpeneneHubix | EASC; mynkr 2.1.1
IIPOTOKOJIOM B Ka4€CTBE KPUTHYECKUX [Tpunoxenns Ne 11
JUIS OLIEHKN 0€30IIaCHOCTH B [IpaBun Hagexamen
COOTBETCTBUH C TPEOOBAHUSIMH K KJIMHUYECKON TPAaKTHUKU
IIPEJICTaBICHUIO COOOLIEHU O EADC
HE)KEJIaTeNNbHbIX SBJICHUSAX B CPOKH,

OIpe/IeJIEHHbIE CTIOHCOPOM B
POTOKOJIE?

3.59 | IIpenocraBnena nu uccinenonarenem no | myHkT 4.11.3 Tlpasun
3aIpocy CHOHCOPA, YIIOJIHOMOYEHHOTO HaJUIekKaIei
oprana u DCO (HOK) nonosnHuTenbHas | KIMHAYECKOHN MPAKTHKH
uHdopMarus (Hanpumep, IPOTOKOJ EADC
BCKPBITHS ¥ TIOCMEPTHBIH IHUKPH3)?

3.60 | OGecrieueHo 11 HE3aMETUTENEHOE nyHKT 4.12 I1paBun
MH(POPMHUPOBAHKE HCCIIEI0BATEIEM HaJUIekKaIei
(MEIUIIMHCKOM OpraHu3aluei) KIIMHUYECKOW MPAKTUKHU
CyOBEKTOB HCCIICIOBAHUS, €CIIH TTO EADC
KaKoi-1100 MpUYuHe NCCIe0BaHUEe
MPEXAEBPEMEHHO MPEKPAIIECHO WU
MIPUOCTAHOBJICHO?

3.61 | OGecnieyeHo u MccaeI0BaTEIeM nyHKT 4.12 IpaBun

(MEIUIIMHCKOM OpraHu3almei)
HE3aMEUTUTEIbHOE MPETIOCTABICHUE
CyOBEKTaM HCCIIEAOBAHUS
COOTBETCTBYIOIIETO JICUCHUS U
HaO0IIONEHUS, €CIIH 10 KaKOU-1100

HaJuIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC




NIPUYMHE UCCIICIOBAaHHE
MPEXAEBPEMEHHO MPEKPAIIECHO WU
MIPUOCTAHOBJICHO?

3.62 | CooOuieHo U Mccae10BaTeneM nyHKT 4.12.1 [IpaBun
MEIUIIMHCKOMY YUPEXJICHHIO O HaJIekKaIei
MIPEXAEBPEMEHHOM MPEKpaIICHUU KJIMHUYECKON TPaKTHUKU
uccneoBaHus 0e3 IpeaBapUTEeILHOTO EADC
COTJIacHsi CIIOHCOpa?

3.63 | CooOuieHo i MccaenoBaTeneM nyHKT 4.12.1 [IpaBun
MEIUIIUHCKOMY YUPEXKJICHHIO O HaJIekKaIei
NIPUOCTAHOBKE MCCIIEeI0BaHus O3 KIIMHUYECKOH TPaKTHUKU
npeaBapuTeNbHOro cornacus cnoncopa? | EADC

3.64 | [IpoundopmupoBan u nyHKT 4.12.1 TIpaBun
HE3aMeUTUTEIbHO HCCIeI0BATEIEM HaJIekKaIei
(MEIMIIMHCKAM YYPEKACHHEM) CIIOHCOP | KIIMHUYECKOW MPAKTHKH
0 NPEKIECBPEMEHHOM IIPEKPAILICHUN EADC
UCCIICIOBaHMS ?

3.65 | [Ipoundopmuposan nu nyHKT 4.12.1 TIpaBun
HE3aMeUTMTEIbHO HCCIIeI0BaTEIeM HaJIexKaIei
(MemumHCKUM yupexaeHrem) 2CO KIIMHUYECKOW MPAKTUKU
(H3K) o nmpexaeBpeMeHHOM EADC
MIPEKPAIEHUH HCCIICOBAHUS?

3.66 | IIpenoctaBieHo Jin CIIOHCOPY nyHKT 4.12.1 [IpaBun
uccienoBatenaeM (MeIHIUHCKIM HaJIekKaIei
YUPEKICHUEM) MTOIPOOHOE OOBACHCHNE | KIMHUYCCKON MPAKTHKU
IIPUYMHBI IPUOCTAHOBKU uccienosanus | EADC
B MUCbMEHHOU popme?

3.67 | IIpenocrasieno mu DCO (HOK) nyHKT 4.12.1 TIpaBun

uccienoBatenaeM (MEeIUIUHCKIM
YUpEXKICHUEM) TIOAPOOHOE 00BICHEHNE
NPUYHUHBI TIPUOCTAHOBKH UCCIICIOBAHHS
B MUCbMEHHOU popme?

HaJuIexKaniei
KJIIMHAYECKOU IPAaKTUKU

EADC




3.68

[IpenocraBiieHO J CLIOHCOPY
uccienoBatenaeM (MEeIUIUHCKIM
YUpEXKICHUEM) TIOAPOOHOE 0OBICHEHUE
NPUYHHBI IPEKPAICHHs UCCICIOBAHUS B
MUCbMEHHOU popme?

nyHKT 4.12.1 TIpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

3.69 | IIpenocrasieno mu DCO (HOK) nyHKT 4.12.1 TIpaBun
uccienoBatTenaeM (MeIUIUHCKIM HaJIekKaIei
YUpEXKICHUEM) IOAPOOHOE OOBSICHEHNE | KIMHUYECKOW MPAKTHKH
IIPUYMHBI NIpEKpalieHus uccaeaosanusa B | EADC
MUChMEHHOU popme?

3.70 | CooO1ieHo 11 He3aMe TN TENEHO nyHKT 4.12.2 [IpaBun
uccleioBaTeIeM MEIUIUHCKOMY HaJIekKaIei
YUPEXKIECHUIO O IPEKpaleHIH KJIMHUYECKOH TPaKTUKU
MCCIIEIOBaHMSI CIOHCOPOM? EADC

3.71 | CooO1ieHo 11 He3aMe TN TENEHO nyHKT 4.12.2 [IpaBun
uccleioBaTeIeM MEIUIUHCKOMY HaJIekKaIei
YUPEKACHUIO O TPUOCTAHOBICHUH KJIMHUYECKON TPaKTHUKU
UCCIIEIOBaHMSI CIOHCOPOM? EADC

3.72 | MudopmMupoBaH Jin HE3aMeJIUTEEHO nyHKT 4.12.2 [IpaBun
DCO (HOK) uccaenoBaTeneM HaJIeXKaIen
(MEIMIIMTHCKUAM YYPEKJICHHEM) O KJIMHUYECKOH TPAaKTHUKU
IIPEKPALICHUU UCCIIEN0BAHUS EADC
CTIIOHCOPOM?

3.73 | MudopmupoBaH Jin HE3aMeJTUTENHHO nyHKT 4.12.2 [IpaBun
DCO (HOK) uccaenoBaTeneM HaJJIeXKaIen
(MEIMIIMHCKUAM YYPEKJICHHEM) O KIIMHUYECKON TPaKTHUKU
IIPUOCTAHOBKE UCCIIEAOBAHUS EADC
CIIOHCOPOM?

3.74 | TIlpenocrasneno qu DCO (HOK) nyHKT 4.12.2 TIpaBun

uccienoBatenaeM (MEeIUIUHCKIM
YUPEXKJICHUEM) TOAPOOHOE MUCEMEHHOE
00bsICHEHHE TPUYUHBI PEKPALICHHS

HaJuIexKaniei
KJIIMHAYECKOU IPAaKTUKU

EADC




MCCIICIOBaHMSI CIOHCOPOM?

3.75 | IIpenocrasieno qu DCO (HOK) nyHKT 4.12.2 TIpaBun
uccrienoBarenaeM (MEIUIIUHCKAM HaJIJIekKaIeH
YUPEKICHUEM) MTOIPOOHOE MMCHbMEHHOE | KJIMHUYECKOM MPAKTHKU
00bsSICHEHHE TPUYUHBI IPHOCTAHOBKU EADC
MCCIIEIOBaHMSI CIOHCOPOM?

3.76 | CooO1ieHo i Hccae10BaTeeM nyHKT 4.12.3 [IpaBun
MEUIUHCKOMY YUPSKICHHUIO O TOM, YTO | HaJUIeXKalei
DCO (HDK) okoHYaTeapHO OT3bIBACT KJIMHUYECKON TPAKTHKU
oJ100peHue (3aKII0UYCHUE) Ha EADC
MIPOBEJICHUE UCCIIETOBAHUS?

3.77 | CooO1ieHo i Hccae0BaTeeM nyHKT 4.12.3 [IpaBun
MEUIUHCKOMY YUPSKICHUIO O TOM, YTO | HaJIeXalei
3CO (HOK) BpeMeHHO OT3bIBaET KJIMHUYECKON TIPAKTHKU
o100peHue (3aKII0UYCHUE) Ha EADC
MIPOBEJICHUE HCCIIETOBAHUS?

3.78 | UudopmupoBaH Jin He3aMeATUTEIIBHO nyHKT 4.12.3 TIpaBun
uccienoBareaeM (MEIUIIUHCKAM HaJIJIekKAaIeH
yupexaeHueM) croncop o ToM, yto ICO | KIMHUYECKON TPAKTHKU
(HOK) oxoHuaTeapbHO OT3bIBACT EADC
oJ100peHue (3aKII0UYCHUE) Ha
MIPOBEJICHUE HCCIIETOBAHUS?

3.79 | UudopmupoBaH Jin HE3aMeATUTEIIBHO nyHKT 4.12.3 TIpaBun
uccienoBareaeM (MEIUIIUHCKAM HaJJIekKAaIeH
yupexaeHueM) croncop o ToM, yto ICO | KIMHUYECKON TPAKTHKU
(HOK) BpemenHo ot3siBaeT onodperne | EADC
(3aKJIFOUCHKE) Ha MPOBEACHUE
MCCIICIOBAHMSI ?

3.80 | IIpenocraBieHo U Mccae0BaTEIEM nyHKT 4.12.3 [IpaBun

(MEIMIMHCKAM YYPEKIACHHUEM) B
MUCBMEHHOU (popme crioHCOopy
1opoOHOE 00BSICHEHNE TPUYHHBI

HaJuIexKaniei
KJIIMHAYECKOU IPAaKTUKU

EADC




IIpUOCTaHOBKMU ucciaenaosanus DCO
(H2K)?

3.81 | IIpenocraBieHo U HcCIeI0BATEIEM nyHKT 4.12.3 [IpaBun
(MEIMIIMHCKAM YYPEKIACHHEM) B HaJIekKaIei
MUCHMEHHOM (hopMe CrioHCOpy KJIIMHAYECKOU IPAaKTUKU
nopoOHOe 0OBSICHEHNE TPUUHHBI EADC
npekpatienus uccaenaosanus 9CO
(H2K)?

3.82 | IIpenocTaBieH M UCCIIEIOBATEIIEM nyHKT 4.13 IpaBun
(MemuiHCKOM opranu3armeii) 9CO HaJUJIekKaIIen
(HOK) kpaTkuii oTueT 00 uTorax KIIMHUYECKOW MPAKTUKHU
WCCIICIOBaHMSI ? EADC

3.83 | I[IpenocraBieHbl U UCCIIEIOBATEIIEM nyHKT 4.13 IpaBun

(MEIUIIMHCKOM OpraHu3almei)
YIOJIHOMOYCHHBIM OpT'aHaM BCE
TpeOyeMbIe OTUETHI?

HaJIexKaniei
KJIIMHUYECKOU NPAKTUKU

EADC

4. TpeOoBaHMsI K CHOHCOPY Y KOHTPAKTHOM MCCIIeI0BaTeIbCKOM opranuzammu (nanee - KMO)

4.1 OObecnieueHo JI CIOHCOPOM BHeipeHue | myHKTHI 2.13, 5.1.1
U moJiiepkaHue cucreM obecnieuenus u | [IpaBun Hapnexamei
KOHTPOJISI KA4eCTBa CO CTaHAaPTHBIMH KJIMHUYECKON TPaKTHKU
orepalMoHHbIMU Tipotieaypamu (nanee - | EADC
COII), npuHATHIME B hOopMe
MUCHBMEHHOr0 TOKYMEHTa?

4.2 IIpenocTraBuil 11 CrIOHCOP nyHKT 4.9.3 I1paBun
UCCIIeIOBATEISIM | (WITH) UX HaATIeXKaIen
YIOJIHOMOYEHHBIM TPEACTaBUTEISAM KJIMHUYECKON MPaKTUKU
MHCTPYKIIMIO O MOPAIKE 0(OpMIICHUS EADC
HCHPABJIECHUN B UHIMBUIYAIBHOU
pETUCTPAIIMOHHON KapTe?

4.3 WmeeT 1 CIOHCOP NMUCbMEHHBIE nyHKT 4.9.3 I1paBun

MPOLEAYPBI, IPEYCMATPUBAIOLIKE, YTO
W3MEHEHUS W UCIIPABJICHUS B

HaJIexKaniei
KJIIMHWYECKOU NPAKTUKU




WHJVUBUIYaIbHON PErUCTPALUOHHON
KapTe, BHOCUMBIE €T0
YIOJIHOMOYEHHBIMHU TIPEACTaBUTEISIMH,
JOKYMEHTAIBHO 0(OPMIISIOTCS,
SBIISIIOTCS] HEOOXOMMBIMH U
0JTI0OPSIIOTCS ICCIIEIOBATEIIEM ?

EADC

4.4 CocTaBiieHbI JIU JOTOBOPHI MEKIY myHKT 5.1.4 ITpaBun
CIIOHCOPOM M HCCJIEI0BATEIEM HaJJIexalen
(MeIMIMHCKOM opraHu3almeit) uim KJIIMHWYECKOU NPAKTUKU
m0060i1 Ipyroit yyacTByomei B EADC
HCCIIEI0BAHUU CTOPOHOM B IMCbMEHHOMN
bopme?

4.5 Ocymectsnset 11 KO mepsl o nyHKT 5.2.1 I[paBun
00€CTIeYeHUIO U KOHTPOJIIO KayecTBa? HaJJIexalen

KJIIMHWYECKOU IPAaKTUKU
EADC

4.6 OdopmiieHa 11 TOKyMEHTaIbLHO nyHKT 5.2.2 IpaBun
nepenaya KO mo0bIx CBS3aHHBIX C HaJIexKaniei
ucclieloBaHueM 00s3aHHOCTEH U KJIIMHAYECKOU NPAaKTUKU
GyHKIUN? EADC

4.7 Hasznauen nu cnioHcopom obnagaroumii | myHKkThI 2.8, 5.3 [IpaBun
COOTBETCTBYIOLIEH MEAUIMHCKON HaJIexKaniei
KBaJM(HUKaIMel IepcoHal U BCeraa KJIIMHAYECKOU NPAKTUKU
JOCTYITHBIN JUIsl PELICHUS CBS3aHHBIX C EADC
HCCIJIEOBAaHUEM BOIIPOCOB
MEIUIIMHCKOTO Xapakrepa?

4.8 [TpuBneYeHB! 1M CHOHCOPOM KBATH(UITMPOBAHHbIE JIMIIA:

JUTSE 00IIETO PYKOBOACTBA
HCCIIETOBAHUEM?

nyHkTel 2.8, 5.4.1,5.5.1
[IpaBun Hagexamen
KJIIMHAYECKOU NPAaKTUKU

EADC

Uit pabOTHI C JTAHHBIMU?

nyHkTel 2.8, 5.4.1,5.5.1




[IpaBun Hagexamen
KJIIMHAYECKOU NPAKTUKU

EADC

JUTs BepU(UKAIIUKA JTaHHBIX ?

nyHkTel 2.8, 5.4.1,5.5.1
[IpaBun Hagexamen
KJIIMHWYECKOU NPAKTUKU

EADC

JUTSL TIPOBEJICHUS] CTATUCTUYECKOTO
a”aiuza?

nyHkTel 2.8, 5.4.1,5.5.1
[IpaBun Hagexamen
KJIIMHWYECKOU NPAKTUKU

EADC

JUISL TIOATOTOBKH OTYETOB 00
HUCCIIEOBAHNM?

nyHkTel 2.8, 5.4.1,5.5.1
[IpaBun Hagexamen
KJIIMHWYECKOU NPAKTUKU

EADC

Ha BCCX dTalax I/ICCJIGILOBaHI/ISI?

nyHKT 2.8, 5.4.1 IIpaBun
HaJIexKaniei
KJIIMHWYECKOU NPAaKTUKU

EADC

4.9 OobecnieueHo JIi CIIOHCOPOM H nyHKT 5.5.3 [IpaBun
3aJJOKYMEHTHPOBAHO COOTBETCTBUE HaJUIekKaIei
CHCTEM 3JIEKTPOHHOM 00paboTKH KIIMHUYECKON NIPAKTUKHU
JAHHBIX YCTAHOBJIEHHBIM CIIOHCOPOM EADC
TpeOOBaHUAM K MOJHOTE, TOYHOCTH U
HA/ICKHOCTH JJAHHBIX, BAJIUIAIIUN?

4.10 Nwmeet nu cioncop COII no myHKTHI 2.13, 5.5.3
HUCTIOJIBb30BAHUIO JJIEKTPOHHBIX CUCTEM [IpaBun Hagexamen
111 pabOTHI C TaHHBIMH UCCIICAOBAHUS M | KIIMHUYECKON IPAKTHKU
(uH) JIEKTPOHHBIX cucTeM yaanenHoro | EADC
J0CTyNa K JAHHBIM?

411 | OGecnieueHa 1M CIOHCOPOM paboTa nyHKT 5.5.3 [IpaBun
CHCTEM TaKHM 00pa3oM, 4TOOBI HMEJICS HaJJIeXKaIei




" TOKYMEHTaJIbHBIN Clleq" TpU
HCII0JIb30BAHNUH JIEKTPOHHBIX CUCTEM
JTAHHBIX?

KJIIMHAYECKOU NPAaKTUKU

EADC

4.12 | FImeeT 11 CLIOHCOP CUCTEMY 3aIllUTHI, nyHKT 5.5.3 [paBun
MPEOTBPALIAIOIIYIO HaJIexKaIei
HECAaHKIMOHUPOBAHHBIN JOCTYII K KJIIMHUYECKOU IPAKTUKU
JAHHBIM TIPU UCTIOJIb30BaHUU EADC
AJIEKTPOHHBIX CUCTEM I paOOTHI C
JAHHBIMU UCCIIeA0BaHMS U (KIIN)

AJIEKTPOHHBIX CUCTEM yJIAJIEHHOTO
JIOCTYTIA K JAHHBIM?

4.13 | OmpeneneH 11 CHOHCOPOM TIepeueHb nyHKT 5.5.3 [IpaBun
JIMII, Ha/ICJICHHBIX IPAaBOM BHOCHUTb HaJUIekKaIei
M3MEHEHHs B JJAHHBIC TIPU KJIMHUYECKON TPaKTHUKU
MCIOJIb30BAHUH JEKTPOHHBIX cucteM? | EADC

4.14 | O0ecrieyeHO JIM CIIOHCOPOM PE3EpPBHOE nyHKT 5.5.3 I[paBun
KOIIMPOBAHMUE JAHHBIX MPH HaJUIeXKaIei
UCTIOJIb30BAHUY JICKTPOHHBIX CUCTEM? | KIMHUYECKOH MPAKTHUKU

EADC

4.15 | CoxpaHeHa JM CIIOHCOPOM MacKupoBKa | myHKT 5.5.3 [IpaBun
B MCCJICIOBAHUX, IPOBOAUMBIX CIIEMBIM | HaJUIexKalei
MeToIoM (COXPaHSATh MACKHPOBKY MPH KJIMHUYECKON TPaKTHUKU
BBOJIC 1 00pabOTKE JaHHBIX), IPU EADC
UCIIOJIb30BAHUH DJICKTPOHHBIX CHCTEM?

4,16 | CymecTByeT 1 BO3MOXXHOCTb IyHKT 95.5.4 [TpaBun
CpaBHEHUS MCXOJHBIX JAHHBIX C HaJIekKaIei
00pabOTaHHBIMU, €CIIU B TIPOIIECCE KJIIMHUYECKOW MPAKTUKU
00pabOTKM TaHHBIE EADC
TpaHchopMHUPYIOTCS?

4.17 | Mlcionb30BaH JIu CIOHCOPOM nyHkThl 2.11, 5.5.5

YHUKATbHBIA UICHTU(DUKAIIMOHHBINA KOJT
cyOBekTa (B COOTBETCTBHHU C TYHKTOM

[IpaBun Hagexamen
KJIIMHWYECKOU IPAKTUKU




1.11 IIpaBun Hagyexaen KIMHUYECKON
npaktikn EADC) no3Bosstomuit
UACHTU(UIMPOBATH BCE TaHHBIE 10
KaXJI0MY CYOBEKTy?

EADC

418 | OGecniedeHo U CIOHCOPOM WU MyHKTHI 5.5.6, 5.5.7, 8.2,
JIPYTUMU BIIJIENIblIaM XpaHEHHUE BCEX 8.3, 8.4 [IpaBun
OTHOCSIIIMXCS K CIIOHCOPY OCHOBHBIX HaJIekKaIei
JOKYMEHTOB I10 UCCJIEJOBAHUIO Ha BCEX | KJIMHUYECKOH MPAKTHUKU
aTanax uccienaoBanus (B coorBerctuu ¢ | EADC
nonpaszzaenom 8 pasaena Il [Tpaswn
HaJJIeKalel KIMHUYECKON NPaKTUKU
EADC u npumMeHUMBIMU TPEeOOBAaHUSIMHU
3aKOHOJATENbCTBA TOCYJapCTB-YJICHOB
EBpazuiickoro 5KOHOMHYECKOT0 CO03a)?

4,19 | OOecnieyeHO JIM CIIOHCOPOM XpaHEHUE nyHKT 5.5.8 IpaBun
BCEX OTHOCSIIUXCS K CIIOHCOPY HaJIeXKaIei
OCHOBHBIX JJOKYMEHTOB I10 KJIMHUYECKON TPAKTHUKU
HCCIICIOBAHUIO B TEUEHHUE M0 KpalHeu EADC
Mepe 2 JeT ¢ MOMEHTa O(UITAILHOTO
IpeKpaleHus pa3paboTKU WK B
COOTBETCTBUU C IPUMEHUMBIMH
TpeOOBaHUSAMH, €CITU CIIOHCOP
IpeKpalaeT KIMHUYECKYIO0 pa3padoTKy
HCCIIElyeMOro npenapara?

4.20 | CooO11eHo i CIIOHCOPOM O nyHKT 5.5.9 I1paBun
NpeKpalleHnH KIMHUYECKOW pa3paboTKu | HaJuIexKalei
HCCIIElyeMOTr 0 TpenapaTa BceM KJIMHUYECKON TPaKTHUKU
Y4acCTBYIOIIUM B UCCIEAOBAHUU EADC
ucciae0BaTesIM (METUIIMHCKUM
OpraHHU3alusIM) U YIIOJIHOMOYCHHBIM
oprasam?

4.21 JloBeaeHa mm 1o cBeneHUS nyHKT 5.5.10 [TpaBun




YIIOJTHOMOYECHHBIX OPraHOB B
COOTBETCTBUH C IPUMEHUMBIMU
TpeOOBaHUAMU Iepeiaua IpaB
COOCTBEHHOCTH Ha JaHHbIE?

HaJIexKaniei
KJIIMHAYECKOU NPAKTUKU

EADC

4.22 | ObecrieyeHO M XpaHEHUE OTHOCAIIMXCS | MyHKT 5.5.11 IpaBun
K CIIOHCOPY OCHOBHBIX JJOKYMEHTOB HE HaJIekKaIei
MeHee 2 JIET Mocye YTBePKICHHUS KJIMHUYECKON TPaKTUKU
IIOCJICIHEN 3asiBKU HA PETUCTPALUIO EADC
npernapara B rocy1apcTBe-uiIeHe
EBpa3uiickoro 3KOHOMUYECKOTO CO03a U
710 TeX MOp, OKa HU OJIHA U3 3as8BOK HE
Oy/IeT HaXOJUThCSl HA PACCMOTPEHHUH U
He OyJleT MIaHUPOBATHCS HOBBIX 3asIBOK,
WIN HE MEHee 2 JIET 1ocIIe
o(umanbHOro MpeKpamnieHus
KJIMHUYECKOU (ha3bl pa3pabOTKu
HCCIIelyeMOro npenapara?
4.23 | ObecredeHo Jii ClIOHCOPOM MH(OpMHpPOBaHKE B MUCbMEHHOU opMe HcclienoBartelieil (MEeIUIMHCKIX YUPEKICHHIH):
0 HE0OXOIMMOCTH XPAHEHUS CBSI3aHHBIX | MyHKT 5.5.12 [paBun
C HCCIICIOBAaHUEM 3aIlucel HaJIexKaniei
KJIIMHWYECKOU NPAaKTUKU
EADC
00 OTCYTCTBHHM AajbHEHIIeH nyHKT 5.5.12 [IpaBun
HEOOXOIMMOCTH XPAHEHUS CBSI3aHHBIX C | HaJUIexalei
UCCIIEIOBAaHUEM 3aITUCeH? KJIIMHAYECKOU NPAKTUKU
EADC
4,24 | IMeer U KaXKIbIid UCCIIENOBATEND nyHKT 5.6.1 [TpaBun

KBaIM(DUKAIIMIO, OIIBIT U pecypchl (B
COOTBETCTBUU € IyHKTamMu 4.1 u 4.2

IIpaBun HajyIe)KaLEH KIIMHUYECKON

npaktuku EADC), noctatounbie 1ist
IIPOBEJICHUS] UCCIICIOBAHMUS], JUIS

HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC




KOTOPOT'O OH BBIOpaH?

4.25 | IlpenocTaBieHsl I CIIOHCOPOM nyHKT 5.6.2 [IpaBun
UCCIIeIOBaTENI0 (MEIUIIMHCKOM HaJUJIeXKallen
OpraHM3alyK) MPOTOKOJI ¥ OpoLIopa KJIMHUYECKON TPAaKTHUKU

uccienoBarens B Tekylen pegakuun u- | EADC
JaHO JIA UCCIIEA0BATEN0 (MEIUIIMHCKON
OpraHHM3alyK) JOCTATOYHOE BPEMsI ISt
O3HAKOMJIEHUS C IPOTOKOJIOM U
NPeOCTaBIEHHON HHPOPMaLUeH 10
MOANKCAHUs JOT0OBOpa €
uccienoBarenaeM (MeIUIUHCKON
OpraHu3aluei) Ha IPOBEICHUE

WCCIICTOBAHUS ?
4.26 | Ilony4eHo Ji CIIOHCOPOM cOTJIacue uccienoBares (MeIUIMHCKON OpraHu3allim) Ha:
IIPOBEJICHUS UCCIIEIOBAHMUSI B nyHKT 5.6.3 [TpaBun
coorBercTBuU ¢ [IpaBunamu HaJJIexKaniei
HaJJIeKalel KIMHUYECKON NPaKTUKU KIIMHUYECKOW MPAKTUKHU

EADC u npumenumbimMu TpeboBanusimu | EADC
(B cootBeTcTBHHM ¢ yHKTOM 4.1.3
IIpaBun HajyIe)KaIEH KIIMHUYECKON
npaktuku EADC), a Taxke ¢
IIPOTOKOJIOM, COTJIACOBAHHBIM CO
CTIIOHCOPOM U YTBEPKICHHBIM
(omo6pennbM) DCO (HOK) (B
COOTBETCTBUU ¢ MyHKTOM 4.5.1 [IpaBun
HaJJIeKalel KIMHUYECKON NPaKTUKU

EADC)?

COOJIO/ICHHE TIPOLIEYPBI PETUCTPALIUN nyHKT 5.6.3 [TpaBun

(mpencTaBieHUs) TaHHBIX ? HaJIeXKaIen
KJIIMHWYECKOU IPAKTUKU
EADC

IIPOBEJICHUE MOHUTOPUHIA, ayIUTa U nyHKT 5.6.3 IlpaBun




WHCTICKIUH (B COOTBETCTBUHU C IYHKTOM
4.1.4 TlpaBun Haanexaleu
kianHnYeckor npaktuku EADC)?

HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

XpaHEHHE OCHOBHBIX JJOKYMEHTOB,
CBSI3aHHBIX C UCCIICIOBAaHUEM, JI0
UH(GOPMHUPOBAHUS CIIOHCOPOM O
NpeKpalieHun XpaHeHus (B
cooTBeTCcTBUU ¢ myHKTamu 4.9.4 n 5.5.12
IIpaBun HajyIe)KaLEH KIIMHUYECKON
npaktuku EADC)?

nyHKT 5.6.3 [IpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

4.27 | YcTaHOBJICHBI JIU M pacpeesicHbl JIX yHKT 5.7 [IpaBun
CIIOHCOPOM 10 Hayasia UCCIeI0BaHUS HaJIekKaIei
BCE CBSI3aHHBIC C UCCIICIOBAaHUEM KJIMHUYECKOH TPaKTUKU
00513aHHOCTH M QYHKIIMU? EADC

4.28 | IlpexycmarpuBaroT JIM MIpaBuUia U nyHKTHI 2.13, 5.8.2
MPOLEAYPBI CIIOHCOpA 0 Bo3MeleHnto | [IpaBuin Hamiexaiein
pacxo/I0B Ha JIEYeHUE CYOBEKTOB B KJIMHUYECKON TPaKTHUKU
cllydae IpUYMHEHUs Bpena ux 310posbo | EADC
B pe3yJbTaTe UX y4acTus B
UCCIICIOBAaHUH B COOTBETCTBUH C
IPUMEHUMBIMHU TPeOOBAHUSIMU ?

4.29 | OdpopmieHsl U JOKYyMEHTAIBHO nyHKT 5.9 [IpaBun
(MHAHCOBBIE aCTIEKThI UCCIEIOBAHMS B | HaJUIeXKaIeH
BUJIC IOTOBOPA MEKY CIIOHCOPOM H KJIMHUYECKON TPaKTUKU
uccrienoBareaeM (MeIUIUHCKON EADC
opraHu3zaiueii)?

430 | Obecneuena ju 1mojia4a CIIOHCOPOM J10 nyHKT 5.10 IpaBun
Hayaja KIMHUYECKOTO UCCIIEIOBAaHMA B | HaJUIexalei
COOTBETCTBYIOIIME OPTaHbl BCEX KJIMHUYECKOH TPaKTHUKU
TpeOyeMBbIX TaTUPOBAHHBIX U EADC
UACHTUHUIHMPYIONIUX TPOTOKOJI 3aBOK?

4.31 | INoxy4eHsl JIM CIOHCOPOM OT UcciienoBarens (MeIUIIMHCKOW OpraHu3alin):




CBEJICHHS O HAMMCHOBAHUU U aJIpece
DCO (HOK) uccaenoBaTens
(MEIUIIMHCKOM OpraHu3aimun)?

nyHKT 5.11.1 IIpaBun
HaJIexKaniei
KJIIMHUYECKOU IPAaKTUKU

EADC

noareepxaenue or DCO (HOK), uto on
OpPraHMU30BaH U AECUCTBYET COITIACHO
[IpaBunam Hamexkalen KIMHUYECKON
npaktuku EADC 1 3akoHOATENbCTBY
COOTBETCTBYIOILEr0 I'OCY1apCTBa-wIEHA
EBpa3uiickoro 3KOHOMHUYECKOT0 co103a?

nyHKT 5.11.1 IIpaBun
HaJIexKaniei
KJIIMHWYECKOU NPAaKTUKU

EADC

JTOKyMEHTAJIBHO 0(OPMIIEHHOE
onobpenue (3akmouenue) DCO (HOK) u
KOIIUU JIOKYMEHTOB, KOTOPBIE MOTJIN
ObITh 3aTpedoBanbl DCO (HOK)?

myHKT 5.11.1 IIpaBun
HaJIexKaniei
KJIIMHWYECKOU NPAaKTUKU

EADC

KOITMH U3MEHEHHBIX JOKYMCHTOB C
yKa3aHUEM JaThl TOJyYCHHOTO
onobpenus (3axmouenus) ICO (HOK),
eca DCO (HOK) obycnoBnuBaer
BBIZIaUy CBOET0 0JI00peHMS
(3aKII0YCHHMSI) BHECEHHEM U3MEHEHUH B
KaKue-1100 TOKYMEHTBI UCCIICIOBAHMS ?

nyHKT 5.11.2 [IpaBun
HaJIexKaniei
KJIIMHUYECKOU IPAaKTUKU

EADC

JOKYMEHTAITUS C YKa3aHUEM JaThl
MOBTOPHBIX pa3penieHuii (0100peHuit)
DCO (HOBK), a takxke perieHus o0
OT3bIBE MJIH MPHUOCTAHOBKE paHee
BBIJIAHHOT'O 0JI00peHws (3aKIII0YCHNUs)?

nyHKT 5.11.3 [IpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

4.32

OOHOBIIEHA JTU CTIOHCOPOM OpoIopa
UCCIIEIOBATES 110 Mepe MOTyUeHHS
HOBOH CyIIECTBEHHON MH(OpMaIH, HO
HE peke 0JTHOTO pasa B ro (B
COOTBETCTBHUH C MOJpA3ENIOM / pa3ziena
Il TIpaBun HauIe)Kalel KIIMHUYECKOU

nyHKT 5.12.2 [IpaBun
HaJIexKaniei
KJIIMHWYECKOU NPAaKTUKU

EADC




npaktuku EADC)?

4.33 | OnpeneneHsl JU CIIOHCOPOM:

TeMIlepaTypa XpaHEHUs1 UCCIIETYEMBIX nyHKT 5.13.2 [IpaBun

npemnapaToB? HaJyIeKaIen
KJIIMHAYECKOU NPAaKTUKU
EADC

YCIIOBUSI XpPaHEHUS UCCIEAYEMBIX nyHKT 5.13.2 [IpaBun

npemnapaToB? HaJIeXKaIei
KJIIMHAYECKOU NPAaKTUKU
EADC

CPOK XpaHEHUs UCCIIEyEMBIX nyHKT 5.13.2 [IpaBun

mpemnapaToB? HaJJIeXKaIei
KJIIMHAYECKOU NPAaKTUKU
EADC

PacTBOPUTENIN U IPOLEAYPBI IS nyHKT 5.13.2 [IpaBun

pa3BeCHUS U BOCCTaHOBJICHHS HaJIexKaIei

HCCIIETyeMBIX MTPernapaToB? KJIMHUYECKON TPaKTHKU
EADC

yCTpOMCTBA JUIsl BBEICHUS IIpenapara, nyHKT 5.13.2 [IpaBun

€CITM TAKOBBIE MTPEYCMOTPEHBI? HaJIekKaIei
KJIIMHAYECKOU IPAKTUKU
EADC

4.34 | Ilomy4eHsl U 10 UCTIOJIB30BaHUS HOBOM | myHKT 5.13.5 IlpaBun

JIEKapCTBEHHOMN (OPMBI B KITMHUYECKUX
HCCIICIOBAaHMSIX PE3YJIbTaThI
JONOJTHUTEIBHBIX UCCIICTOBAHUIMA
JAHHOW JIEKapCTBEHHOH (OPMBI
npemnapara, HeoOX0AUMBIE Il OLIEHKU
TOT0, CHOCOOHBI JIU JaHHBIE U3MEHEHUS
CYLIECTBEHHO MOBIUATH Ha
(apMaKOKHMHETUYECKUH TPOPHITH
npernapara, eciu JeKapcTBeHHas popma

HaJIexKaniei
KJIIMHUYECKOU IPAKTUKU

EADC




HCCIIElyeMOT 0 TipenapaTa Uin
npernapara CpaBHEHHsI Ha KIMHUYECKOM
sTare U3y4eHust Oblja CyIIECTBEHHO
u3MeHeHa?
4.35 | IlomyudeHa Jiu cioHCOpOM Bcsi TpeOyemast | myHKT 5.14.2 [paBun
JDOKyMeHTaIus (HarmpuMmep, ofo0peHne | HaueKalle
(3axmouenue) DCO (HOK) u KITMHUYECKON TIPAKTHKU
YIIOJTHOMOYECHHBIX OPraHOB) 110 EADC
MOCTaBKU UCCIIEyeMOT0 Mpernapara
UCCIIeIOBATENIO (MEUIIMHCKOM
OpraHu3aiuu)?
4.36 | BkirouaroT i MUCbMEHHBIC TIPOLIEAYPBI CIIOHCOpA MHCTPYKLUH ISl HcciienoBares (MEIUIIMHCKON OpraHu3alum) 1o:
[IpaBUJIaM XPAHEHUsI UCCIIEyEMOTO nyHKT 5.14.3 [IpaBun
npenapara 1 oOpalieHus ¢ HUM, a TakKe | HaJulexalnei
10 BEJICHUIO COOTBETCTBYIOLIEH KJIIMHUYECKOU NPAKTUKU
JOKYMEHTAIH? EADC
0e30macHOMY MOJYYEHHUIO uccieayemMoro | myHKT 5.14.3 [paBun
npemapara’? HaJUIeXKaIei
KJIIMHAYECKOU NPAaKTUKU
EADC

00paIIIeHHUIO C HCCIIelyeMbIM nyHKT 5.14.3 [IpaBun

npemapaTom? HaJJIeXKaIei
KJIIMHAYECKOU NPAaKTUKU
EADC

XPaHEHHUIO UCCIIeAyEeMOro npemnapata? nyHKT 5.14.3 [IpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU
EADC

BbI/Ia4€ UCCIIEyeMOro npenapata? nyHKT 5.14.3 [IpaBun
HaJIexKaniei
KJIIMHUYECKOU IPAaKTUKU
EADC




HU3BATHUIO HEUCIIOJIB30BaAHHOI'O
UCCIIeyEeMOT 0 MpernapaTa y CyObeKTOB U
BO3BpAT €ro CIIOHCOpY?

nyHKT 5.14.3 [IpaBun
HaJIexKaniei
KJIIMHUYECKOU IPAaKTUKU

EADC

4.37 | OGecnieyeHa i1 CIOHCOPOM nyHKT 5.14.4 [IpaBun
CBOCBPEMEHHAs ITIOCTABKa UCCIIEYEMbIX | HaJuIexalen
npernapaToB UCCIIEA0BATEIISAM ? KJIMHUYECKON TPaKTHKH

EADC

4.38 | 3a70KyMEHTUPOBAHBI JIM CIOHCOPOM nyHKT 5.14.4 TlpaBun
NOCTaBKa, NOJy4eHHE, BbI1a4a, BO3BPAT | HaJIC)KAILCH
U yHHYTOXeHHE (71100 nHOe KJIMHUYECKON TPaKTHKH
pacnopsKeHHE) UCCIIeTyEeMbIX EADC
npenaparoB (B COOTBETCTBHH C
noapasaenom 8 pazaena |l Ipasun
HaJJIeXKalEd KIMHUYECKON NPaKTUKU
EADC)?

4.39 | IlpexycMoTpeHa Jiu CIIOHCOPOM B nyHKT 5.15.1 [IpaBun
MPOTOKOJIC WJIK HHOM COTJIALICHUH HaJUIeKaIIen
00sI13aHHOCTh MCCIIEIOBATEIIS KJIMHUYECKON TPaKTHKH
(MEIUIIMHCKON OpraHU3alin) EADC
o0ecreynTh MpSIMOH TOCTYTI K
MEPBUYHBIM JIaHHBIM (TOKYMEHTAITHH)

IS LIeJIell MOHUTOPHHTA, ayInTa,
skcneptussl DCO (HOK), a taxke
WHCIICKIIUH CO CTOPOHBI
YIOJHOMOYECHHBIX OPraHOB?
4.40 | OOecrieyeHO JIM KaxkIbIM CyOBEKTOM nyHKT 5.15.2 [IpaBun

[IOANKMCAHUE TUCEMEHHOIO COTJIACHS Ha
IPSMOM JOCTYII K €r0 OPUTHHAIBHBIM
MEIUIIMHCKUM 3aITUCSIM JIJIS TPOBEICHHUS
MOHHUTOPHUHTA, ayIUTA U SKCIIEPTH3BI
DCO (HDK), a Takke HHCIIEKIHIA

HaJuIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC




YHOOJHOMOYCHHBIMU opraHaMH?

4.41

ObecnieueHo JI CIOHCOPOM
HE3aMeTUTEIbHOE YBEJOMIICHHE BCEX
YYacTBYIOILIMX B UCCIICIOBAHUH
uccienoBaresei (MEIUIIUHCKIX
OpraHM3alHil), a TAKKE
YIIOJTHOMOYEHHBIX OPraHOB O
MOJTYYEHHBIX JaHHBIX, KOTOPBIC MOTYT
HEeOJIaronpusITHO OTPA3UTHCS HA
6e30macHOCTH CyObEKTOB, MOBIHUATH Ha
MPOBEJICHUE HCCIEA0BaHUS OO0
U3MEHUTh 0/100peHue (3aKIII0UYCHHE)
3CO (H3K) nHa npopoikeHue
WCCIICIOBaHMSI ?

nyHKT 5.16.2 [IpaBun
HaJIexKaniei
KJIIMHUYECKOU NPAaKTUKU

EADC

4.42

OpranuzoBaHa Jid CHOHCOPOM CHCTEMa
MUCHbMEHHBIX CTAHIAPTHBIX MPOLIETYP B
1ensix obecrnedeHus TpedyeMoro ypoBHs
CTaH/IapPTOB Ka4eCTBa MPHU BHITIOJTHEHUH
(byHKUMH JOKyMEHTUpPOBaHHUsI, cOopa
JIAHHBIX, BAJIMIAIIMHU, OL[CHKH,
apXUBUPOBAHMS, PEIOPTHPOBAHUS U
MPEACTABICHUS IMOCIEAYIOIEH
nH(}OpPMAIIUY TIO BBISBIISIEMBIM
HEXKEJIaTeIbHBIM PEeaKIHUIM MPU
MIPOBEJICHU U KIMHUYECKUX
HCCIICIOBAHUI?

nyHKT 1.1 Tlpunoxenus
Ne 11 ITpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAKTUKU

EADC

4.43

Co0011eHO JT B BO3MOXXHO KOPOTKHIA
CPOK CIIOHCOPOM BCEM YYaCTBYIOIIUM B
HCCIICIOBAHUU HCCIIEI0OBATEIISIM
(MemuiHCKUM opranusaiusim), 2CO
(H9K) (mpu HEOOXOIMMOCTH), a TAKKe
YIOJTHOMOYEHHBIM OpraHaM 000 Bcex

myHKT 5.17.1 IIpaBun
HaJIexKaniei
KJIIMHUYECKOU NPAaKTUKU

EADC,;

nyHkT 11 ITopsiaka




HE)KEeJaTeNbHbIX PEeaKIUsIX, KOTOpbIe
OJTHOBPEMEHHO SIBJISIIOTCS CEPbE3HBIMU U
HEeNpeaBUICHHBIMU?

bapmakoHaazopa

4.44 | CoOTBETCTBYIOT JI CPOUHBIE COOOIIEHUs | MyHKT 5.17.2 [IpaBun
MPUMEHUMBIM TPEOOBAHUSIM U HaJIekKaIei
M0JIOKEHUAM npuiiokeHus Ne 11 KJIIMHWYECKOU NPAaKTUKU
[IpaBui HajuIekaIed KIMHUYECKON EADC
npaktuku EADC?

4.45 | IlpencraBieHsl 11 CIIOHCOPOM Ha nyHKT 5.17.3 [IpaBun
paccMOTpeHHe yIOJIHOMOYEHHBIM HaJIekKaIei
oprasam OOHOBJIEHUS! HH(OPMAIIUH 110 KIIMHUYECKON MIPAKTUKU
Oe3omacHocTy U nepuoanyeckue oryetel | EADC.

1o 6e30MaCHOCTH UCCIIEAYEMOT0
npernapara B COOTBETCTBHH C
MPUMEHUMBIMH TPEOOBAHUAMU U
npuiokeHneM Ne 11 [Ipasun
HaJJIeXKalEd KIMHUYECKON NPaKTUKU
EADC?
4.46 | HampaBneHa i1 CIIOHCOPOM, nyHKT 18 IMopsiika

nepkateneM (BI1aebIieM)
PETUCTPALIIOHHOTO YJOCTOBEPEHHS
JIEKapCTBEHHOT O MpenapaTa win
YIIOJIHOMOYEHHBIM UM HHBIM
IOPUINYECKUM JINLOM HH(pOpMAaIHs O
CEPbE3HOM HENPEABUICHHON
HEXKEJIAaTEeIbHON peaklnu Ha
HCCJIEAyEMBbIN JICKapCTBEHHBIN IIpenapar
U MHas uHpopManus 1o 6e30MacHOCTH B
paMKax MHTEPBEHIIMOHHOTO
KJIMHUYECKOT'0 UCCIIeI0OBaHUS
JIEKapCTBEHHOT O Ipernapara B
denepanbHy0 cIy)0y M0 Haa30py B

¢bapmakoHaazopa




cdepe 3IpaBoOXpaHEHUS B
COOTBETCTBUU C TPEOOBAHUSMU MTYHKTOB
1 u 2.2 npunoxenust Ne 11 x I[TpaBunam
HaJJIeKalEH KIMHUYECKON NPAKTUKU

EADC?

4.47 | IlpeacraBieHa Jiu CIOHCOPOM HH(oOpMaIus 060 BCeX cepbe3HBIX HEMPEIBUACHHBIX HEXKeIaTeIbHbIX PeaKLUsAX Ha HCCIelyeMblii ITpenapar,
BBISIBJICHHBIX B X0/I€ KIMHMYECKUX MCCIET0BaHUN, 0JJOOPEHHBIX K MPOBEACHUIO B TOCyAapcTBe-wieHe EBpa3uiickoro 3KOHOMUYECKOT O COI03a,
Ha TEPPUTOPUU KOTOPOT0 MPOBOJUTCS KIMHUYECKOE MCCIIEIOBAHUE!
HEe3aMeUINTEIbHO, HO HE no3aHee [ nyHKT 1.2.1 [punoxenus
KaJICHIAPHBIX JHEW C 1aThl [TOJTYyYECHUS No 11 TIpaBun
nH(OPMAIIMU O BBISIBICHUH CEPbE3HOM HaJyIe)Kallen
HEIpPEABUICHHON HEXKENAaTeIbHON KJIIMHAYECKOU IPAKTUKU
peaxkuuy, B ciiydae eciid oHa npuseniak | EADC
CMEPTH WM NIPEACTABIIIA YTPO3y IS
KHU3HHU?
He no3Hee 15 KaneHJapHbIX JHEH C nyHKT 1.2.1 [punoxxenus
JaThl MOJTy4eHUs] HHQOPMAIIH O Ne 11 ITpaBun
BBISIBJICHUM CEPbE3HOU HETIPEIBUICHHON | HaJUIeKallen
HEXeJaTeJIbHOU peakliiy, KoTopas He KJIIMHWYECKOU IPAKTUKU
IIpUBEJIa K CMEPTH WM He npencTaBisuia | EADC
yrpo3y JUIsl )KU3HH?
4.48 | IlpeanpuHATHI U CIIOHCOPOM Mepbl 110 | myHKT 1.2.2 [Ipunoxenus

NPEICTABICHUIO TOJTHOW HH(POPMALIUH B
(dbopme TOTTOTHUTENEHOTO CPOYHOTO
COOOIIEHNUS O BBISIBICHHON Cephe3HON
HENPEIBUIAECHHON HEXKENATEIbHON
peakuuu He no3aHee 8 KaJeHIapHbIX
JHEW ¢ JaThl NIPEICTABJICHUS
NEPBUYHOTO COOOIICHUS TPU
OTCYTCTBHUH IMOJIHOM HHPOPMALIUHU HA
JaTy IPEICTaBJIECHUs CPOYHOTO
COOOIIEHUS O CIIy4ae CMEPTH WU

Ne 11 ITpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAKTUKU

EADC




Pa3BUTHH KHU3HEYTPOKAIOIIETO
COCTOSIHUS?

4.49 | O0ecrieyeHO I CIIOHCOPOM nyHKT 1.2.3 [punoxenus
IIPEA0CTaBICHUE HOBOW 3HAYUMOM Ne 11 ITpaBun
nH(OpMAIIMHY TI0 BBISABICHHON Cepbe3HON | Ha/uIexKalei
HEIPEABUICHHON HEXKENAaTeIbHON KJIIMHUYECKOU IPAKTUKU
peakuu B (hopMe MoCiIeayIOIEro EADC
cooOr1eHus B TeueHue 15 kaneHaapHbIX
JHEH C aThl ee NOJy4YeHHUs?

4,50 | OOecrieyeHo 1M Ha3HAUEHUE U nyHKT 1.9.3 [punoxenus
¢ynkunonuposanue "Komurera no Ne 11 ITpaBun
HE3aBUCHUMOU OLICHKE PE3yJIbTaTOB HaJyIe)Kalen
KIIMHUYECKOT0 UCCIIEI0BaHus ' IIpU KJIIMHUYECKOU IPAaKTUKU
MPOBEICHU U KIIMHUYECKHUX EADC
UCCJIEOBAHMM C y4acTUEM MOIYJISILNH,

JUIsL KOTOPOM XapaKTepeH BbICOKUM
YPOBEHb OCIIOKHEHUN M CMEPTHOCTHU?
451 | IlpeacraBnsgercs Jiu HHPOpPMALIUS O nyHKT 1.6.2 [punoxenus

CepbE3HBIX HETIPEIBHUICHHBIX
HEXKEJIaTebHBIX PEaKIUsIX
HCCIIeI0BATENIIM B 0000IIICHHOM BHJIE B
(dbopMe niepeyrcieHus: ¢ KPaTKuM
OIMCaHHEM HEKEJTAaTeNIbHBIX PEaKIuii 3a
MEPHOJ, POIOJDKUTEIILHOCTh KOTOPOTO
JOJDKHA OMPENeNAThCs poduaem
0€30MMacHOCTH UCCIIEyeMOro mpemnapaTa
1 KOJIMYECTBOM BBISIBIISIEMBIX CEPhE3HBIX
HEOKHIaHHBIX HEKeTaTeIbHbIX
peaxiuii?

Ne 11 IpaBun
HaJyIe)Kalen
KJIIMHWYECKOU IPAKTUKU

EADC

ConpoBokIaeTcst JIn EpeueHb
CEPbE3HBIX HEMPEIBUICHHBIX
HE¥KEJIATEJIbHBIX PEAKIINH,

nyHKT 1.6.2 [punoxxenus
Ne 11 ITpaBun
HaJIexKaniei




MPEOCTABIIIEMBIN UCCIICAOBATEIISM,
KpPaTKUM 3aKJIFOYCHUEM 10 TeKYIIeH
OlIeHKe Mpoduiisi 6€30MacHOCTH 3a
OTYETHBIN IEPUOA?

KJIIMHUYECKOU IPAKTUKU

EADC

452 [Ipenocrapnsgercs Jid noiaHas nyHkTel 1.2.4, 1.8, 1.3.2
uHpOpMaIH O CEPbE3HbIX ITpunoxenns Ne 11
HEIPEIBUJIEHHBIX HEXKEIaTeIbHBIX IIpaBui Hagexaen
peakuMsIX Ha UCCIIEyEMBbIH IIpenapar 1 | KIMHUYECKOU IIPAKTUKU
npenapar cpaBHeHHs, Mianedo? EADC

4.53 | ObecnieyeHo Ji1 BKIIIOYEHUE B nyHKT 1.3.1 [punoxenus
MIEPBUYHOE CPOYHOE COOOIIEHUE O No 11 TIpaBun
BBISIBJICHHOW CEPbE3HOU HaJJIexKaniei
HEIPEABUICHHON HEXKENATEeIbHON KJIIMHWYECKOU IPAKTUKU
peakuuu nHpopmanuu, nepeurcieHion | EASC
B nmyHkre 1.3.1. ITpunoxenns Ne 11
IIpaBun HajuIe)KaIEH KIIMHUYECKON
npaktuku EADC?

454 | IlpeacraBusieT Jiu CIIOHCOD, AEpKATEIb nyHKT 1.9.4 Ipunoxxenus

PETUCTPALIIOHHOTO YJOCTOBEPEHHS
JIEKapCTBEHHOT O MpenapaTa win
YIOJIHOMOYEHHOE UM IOpUANYECKOe
JIMIIO €KEro/IHO B
ABTOMaTU3UPOBAHHYIO
MH(POPMAIIMOHHYIO CHCTEMY
denepanbHOM cyxObI 110 HAA30PY B
cdepe 31paBoOXpaHEHUS
NEPUOIMYECKUI OTYET 10 6€30acCHOCTH
pa3pabaTbiBaeMoro (KccieayeMoro)
JIEKapCTBEHHOT O Ipenapata (nanee -
POORB) B cooTBeTcTBUM C TPEOOBAHHSIMU
nyHKTOB 3.1-3.3 IIpunoxenus Ne 12
[IpaBui HajyIe)KaLEH KIMHUYECKON

Ne 11, mynkrsr 3.1-3.3,
3.4.2 Tlpunosxxenus Ne 12
[IpaBun Hagexamen
KJIIMHWUYECKOU NPAKTUKU
EADC; nynkrs! 14, 19
[Topsinka
bapmakoHaazopa




npaktuku EADC?

4.55

HanpagiieH 11 1opuMuecKkuM JULOM, Ha
UMs1 KOTOPOTO BBIJJAHO pa3pelleHUE Ha
IIPOBEJIEHUE KIMHUYECKOTO
uccnenoBanus, B OenepanabHylo CiIyK0y
0 HA/30pY B cepe 3paBOOXpaHEHUS B
CpoK, He npeBbimaromuii 30 pabouunx
JHEHN cO JHA MOJIy4EHHUS AIEKTPOHHOIO
yBenomieHus PenepaabHOi CITy>KObI 110
Ha/130py B cdepe 3ApaBOOXpaHEHUS,
ykazanHoro B myHkre 31 [Topsiaka
dapmakonanzopa, POOB ¢ yuerom
3aMeYaHui SKCIIEPTHOM OpraHu3anuu?

nyHKT 32 Ilopsiika
¢bapmakoHaazopa

4.56

[TpoBeneH 11 IOPUINYECKUM JIULOM, Ha
UMS KOTOPOTO BBIIaHO Pa3pelIeHue Ha
MIPOBEACHUE KIIMHUYECKOTO
WCCIIEIOBaHMsl, aHAJIN3 JOCTOBEPHOCTHU
MOJTyYeHHON MH(OPMAITUH O HOBBIX
JTaHHBIX 10 Oe3omacHocTy (aHamu3
JIOCTOBEPHOCTH MH(OpMAIIHH) U
HarpasieH i1 B DenepaibHyIo CIyK0y
0 HAA30pY B cepe 3ApaBOOXpAHEHUS
pe3yJbTaT MPOBEIEHHOI0 aHaN3a B
teyerne 10 pabounx el co qHS
MOJTyYCHHSI YBEIOMIICHUS
Poc3npaBHaa30pa, yka3aHHOTO B IIYHKTE
38 Ilopsaka dpapmakoHaazopa?

nyHKT 40 IMopsiaka
bapmakoHaazopa

4.57

[IpencraBiieH 11 IOPUIUYECKUM JIULIOM,
Ha UMsI KOTOPOTI'O BBIIAHO Pa3pelIeHue
Ha [IPOBEACHUE KIMHUYECKOTO
uccnenoBanus, B OenepanabHylo CIIyK0y
110 HAJA30PY B cdepe 3ApaBOOXpaHEHUS

nyHKT 40 IMopsinka
¢bapmakoHaazopa




NpeBapUTEIbHBINA OTBET O
HEOO0XOIMMOCTH MJIH OTCYTCTBHHU
HEOOXOIMMOCTH MPUHATHS CPOUHBIX MEP
0 JanbHEHIIeMy 00paIieHuto
JICKapCTBEHHOTO TpernapaTa B TeUCHHE
10 paGouux aHEl CO AHA MOIYUCHHUS
yBenomieHus PenepaabHOi CITy>KObI 110
Ha/130pY B cdepe 3ApaBOOXpaHEHUS MIPH
HEOO0XOIMMOCTH MPOBEICHUS
IOPUINYECKUM JIUIIOM, Ha UMSI KOTOPOTO
BBIJIAHO pa3pelIeHre Ha IPOBEICHUE
KJIMHUYECKOTO UCCIIeIoBaHusl, boiee
JIeTaIbHOM MPOBEPKHU KauecTBa,

3¢ (EeKTUBHOCTH U 0€30IaCHOCTHU
JICKapCTBEHHOT'0 MpenapaTa?

4.58

IIpUHATHI U FOPUAUYECKUM JIULIOM, Ha
HMsI KOTOPOT'O BBIIAHO pa3pelieHue Ha
IIPOBEICHUE KIMHUYECKOTO
UCCJIEOBAHMS, MEPBI [UIsl ONIPEACIICHUS
pHCKa, CBA3aHHOTO ¢ 0OpaleHueM
COOTBETCTBYIOLIETO JIEKAPCTBEHHOT' O
Ipenapara, a TakXKe KOMIUIEKC
MEpOIPUATUH, HAIIPABJICHHBIX HA
[IPENOTBPALICHUE WU YMEHBIICHHUE
BEPOSATHOCTH BO3ZHUKHOBEHUS
HEXEJaTeNIbHBIX PEAKIUH, CBA3aHHBIX C
BO3JICUCTBUEM JIEKAPCTBEHHOI' O
npenapara, 1100 Ha yMEHBIICHUE
CTCIICHU TSHKECTU UJIH BIMSHUSA
HEXEJIaTeNIbHBIX PEaKIUi Ha [IalMEHTa B
Clly4yae uX pa3BUTUS, B IEPUOJ
IIPOBECHUS aHAIN3a JOCTOBEPHOCTH

nyHKT 41 Iopsiaka
¢bapmakoHaazopa




uHpOpMaIMHY, YKa3aHHOro B myHKTe 40
[Mopsiaka hapmakoHazopa?

4,59 | Ha3HauyeHsl I CIIOHCOPOM MOHHUTOPBI nyHKT 5.18.2 [IpaBun

HCCIIEIOBAHHUS? HaJJIeXKaIei
KJIIMHWYECKOU NPAaKTUKU
EADC

4.60 | ImMeroT 11 MOHUTOPHI nyHKT 5.18.2 [IpaBun
COOTBETCTBYIOIIYIO MMOATOTOBKY, HaJIekKaIei
MOJTBEPKACHHYIO JOKYMEHTAIbHO, KJIMHUYECKOH TPaKTHUKU
HEO0XOUMYIO ISl TPOBEACHUS EADC
Ha/IIeKAIIEer0o MOHUTOPUHTA
WCCIICIOBaHMSI ?

4.61 | O0CnagaroT TM MOHUTOPHI HAYYHBIMU U nyHKT 5.18.2 [IpaBun
(MM) KIMHUYECKUMU 3HAHHUSIMU, HaJUIekKaIei
HEOOXOIMMBIMU JIJIS1 IPOBEICHUS KIIMHUYECKON TPaKTHUKU
HAJIJIEkKAIEr0 MOHUTOPUHI A EADC
UCCIICIOBaHMS ?

4.62 | IloaTBep>kA€HO JIM MOHUTOPAMHU:

JETAIBHOE 3HaHUE CBOMCTB
HCCIIETyeMBIX MTPernapaToB?

nyHKT 5.18.2 [IpaBun
HaJuIexKaniei
KJIIMHAYECKOU NPAKTUKU

EADC

ACTAJIbHOC 3HAHHUC HpOTOKOJIa?

nyHKT 5.18.2 [IpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

JeTalbHOE 3HAHWE MUCbMEHHON (hOPMBI
MH(POPMHUPOBAHHOT'O COTJIACUS M BCEX
APYTUX MPEeIoCTaBIsIeMble CyObeKTaM
MCCIIEIOBAHMSI TMChMEHHbIE
MaTepuabl?

nyHKT 5.18.2 [IpaBun
HaJuIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

neranbHoe 3HaHue COII criocopa?

nyHKT 5.18.2 [IpaBun




HaJIexKaniei
KJIIMHAYECKOU NPAKTUKU

EADC

JeranpHoe 3HaHue [IpaBui Hagnexaen
kianHn4eckon npaktuku EASC n
PUMEHUMBIX TPeOOBaHUI?

nyHKT 5.18.2 [IpaBun
HaJIexKaniei
KJIIMHWYECKOU IPAKTUKU

EADC

4.63 | OOecnieueH ¥ CIOHCOPOM Hajuexanuii | myHKT 5.18.3 [paBun
MOHUTOPHUHT UCCIICIOBAHUIA? HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU
EADC
4.64 | OOecrieyeHbl I MOHUTOPOM:

HaJIJIe)kKallee B COOTBETCTBHH C
TpeOOBaHUSAMU CIIOHCOPA IPOBEACHUE U
JIOKyMEHTalIbHOE 0(OpMIICHHUE
HCCIICIOBaHMS ?

nyHKT 5.18.4 [IpaBun
HaJIexKaniei
KJIIMHAYECKOU IPAaKTUKU

EADC

HOILTBCp)K,Z[CHI/IC TOIr'O, 4TO
HCCIIEN0BATENb 001a1aeT TOHKHON

KB (pUKAIFE U BOSMOXXHOCTSIMU JJIsI
HpOBC,Z[CHI/I}I HCCJICOOBAHUS U OCTACTCSA
TaKOBBIM Ha MPOTSHKEHUU BCETO MEPHOJIa
HCCIIENOBAHUA?

MOJIMYHKT "0" MyHKTa
5.18.4 I1paBun
HaJIexKaniei
KJIIMHAYECKOU IPAaKTUKU

EADC

MOATBEPIKACHHE TOT'O, YTO MOMEIICHHS,
OTBEJICHHBIC JJIs1 TIPOBEICHHSI
uccienoBanus (BKIOYast 1adopaTopun U
000pyZI0BaHKE), a TAKKE MePCOHAI
COOTBETCTBYIOT TPEOOBAaHUSAM K
MIPOBEJICHUIO PabOT OE30MacHO U
JIOJDKHBIM 00pa30M Ha MPOTSHKEHUH
BCEr0 MepHoJia UCCIeTOBaAHUS ?

MOJMYHKT "0" MyHKTa
5.18.4 I1paBun
HaJIexKaniei
KJIIMHWYECKOU IPAKTUKU

EADC

IIpOBEpKa XpaHEHHS U y4eTa
HCCIIEIYEMBIX MTPenapaToB?

MOAINYHKT ''B" IIyHKTa
5.18.4 IlpaBun




HaJIexKaniei
KJIIMHAYECKOU NPAKTUKU

EADC

MIpOBepKa COOTIOACHUS UCCIIeI0BaTEIeM
YTBEPKACHHOTO IPOTOKOJIA M BCEX
YTBEPKACHHBIX MTOMPABOK K HEMY, €CITN
TaKOBBIE UMEIOTCA?

MOANYHKT 'T'' IMyHKTa
5.18.4 I1paBun
HaJIexKaniei
KJIIMHAYECKOU NPAKTUKU

EADC

MpoBEpKa TOT0, YTO MUCbMEHHOE
MH(POPMHUPOBAHHOE COTIIACUE KaXK0TO
cyObekTa ObLIO MOTyYeHO /10 Havyalla ero
y4yacTusi B UCCIICIOBAaHUN?

MOAMYHKT """ MyHKTa
5.18.4 I1paBun
HaJIexKaniei
KJIIMHWYECKOU NPAKTUKU

EADC

HAJIMYUE Y UCCIIEIOBATENS TEKYyIIeH
pemakuu OpOITIOPHI UCCIIEeI0BATEIIS,
JOPYTUX JOKYMEHTOB U MaTEpHUasoB,
HEOOXOUMBIX JJIsi TPOBEICHHUS
WCCJICIOBAHMSI HAJUICKAIITUM 00pa3oM U
B COOTBETCTBUU C TIPUMEHUMBIMH
TpeboBaHUSIMU?

MOAIYHKT ''e" MyHKTa
5.18.4 I1paBun
HaJIexKaniei
KJIIMHAYECKOU NPAKTUKU

EADC

JOCTaTOuYHOE UH(POPMHUPOBAHUE 00
MCCIIIOBAaHUH UCCIIEIOBATENS U €T
COTPYAHUKOB, 3aHATHIX B
UCCIIeIOBaHUN?

MOAIMYHKT 'K IyHKTa
5.18.4 I1paBun
HaJIexKaniei
KJIIMHWYECKOU NPAKTUKU

EADC

MIPOBEPKA BHITIOTHEHHSI HCCIIEI0OBATEIEM
U €r0 COTPYIHUKAMU, 3aHATHIMU B
HCCIIEAOBAHNHY, CBSI3aHHBIX C
HCCIIEAOBAHUEM O0s3aHHOCTEN B
COOTBETCTBHUU C MPOTOKOJIOM ¥ BCEMHU
JPYTUMH MACbMEHHBIMH COTJIAIICHUSIMU
MEXIy CIOHCOPOM M HCCIIeIOBaTeNIeM

MOAIYHKT 3" IMyHKTa
5.18.4 I1paBun
HaJIexKaniei
KJIIMHWYECKOU IPAaKTUKU

EADC




(MeIUIIMHCKOM opranu3anmeii) 6e3
nepeiad BBIIOJTHEHHS CBOUX (DYHKITHI
HEYIOJHOMOYEHHBIM JIUIIaM?

poBepKa COOTIOICHHSI UCCIIEI0BATEIIEM
KPUTEPHUEB O0TOOpA MPH BKIFOUCHUH
CyOBEKTOB HCCIICIOBAHUS?

MOAINYHKT "'U" MMyHKTa
5.18.4 I1paBun
HaJIexKaniei
KJIIMHWYECKOU NPAaKTUKU

EADC

cooOI1IeHne 0 CKOPOCTH Habopa
CyOBEKTOB B HCCIIEIOBaHUE?

MOAIYHKT "K' IIyHKTa
5.18.4 I1paBun
HaJIexKaniei
KJIIMHAYECKOU IPAKTUKU

EADC

MMpOBCpKa NPaBUIIbHOCTH, ITOJIHOTHI U
CBOCBPCMCHHOCTH PCTrUCTpall JaHHBIX
B IICPBUYHLIX U JPYTUX OTHOCAIIUXCS K
HCCJIICAOBAHUIO JOKYMCHTAX, a4 TAKKC
MopsiiKa BEACHHUA TAKUX ILOKyMeHTOB?

MOAIYHKT "1 IIyHKTa
5.18.4 I1paBun
HaJIexKaniei
KJIIMHAYECKOU IPAaKTUKU

EADC

IIPOBEPKa CBOEBPEMEHHOCTH, TIOJHOTHI,
MPaBUIBLHOCTH MPEIOCTaBICHUS
uccleioBaTeeM BeeX TpeOyeMbIX
OTYETOB, YBEIOMJICHHH, 3alIPOCOB U
10JJOOHBIX TOKYMEHTOB?

MOANYHKT ''M" IIyHKTa
5.18.4 TlpaBun Han
JIeKaneil KIMHUYECKOU
npaktuku EADC

MPOBEPKA MPABIIBHOCTH U TTOJTHOTHI
JAHHBIX B MHIUBUIYaTbHBIX
PETUCTPAIIMOHHBIX KapTax, MEPBUYHBIX
JOKYMEHTaX U JPYTUX OTHOCSIIUXCS K
WCCJICTOBAHUIO 3aITUCIX ITyTEM
COIIOCTABJICHUS UX MEXKIY CO00ii?

MOAINYHKT "H" MyHKTa
5.18.4 I1paBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

COOOIIIEHNE UCCIIEIOBATEIIO O JIFOOBIX
,Z[OHYH_ICHHBIX B I/IHI[I/IBI/I,Z[yaJII:HBIX
PETUCTPAIIMOHHBIX KapTax OMIMOKax,

MOAINYHKT "'0" IMyHKTa
5.18.4 I1paBun
HaJIexKaniei




MPOMYCKax U HEPa30OPUMBBIX 3aMHCAX ?

KJIINHUYECKOW NPAaKTUKU

KOHTPOJIb 3@ TEM, YTO COOTBETCTBYIOIIUEC
UCTIPaBJICHHUS, T00ABJICHUS WIIN
UCKJTFOUCHHUSI OBLIH CICTIaHbI C
yKa3aHHEM JaThl, 00bsICHEHBI (TIpU
HEOOXOIMMOCTH) U TIOIUCAHBI CAMUM
UCCIIeIoBATENEM JIHO0
YIOJTHOMOYCHHBIM Ha MOINUCAHKE 32
HET0 M3MCHCHUI B MHIMBUyaTbHBIX
PETUCTPAIIMOHHBIX KapTaX YICHOM
MCCIIEIOBATEIbCKOTO KOJJICKTHBA?

EADC

MOAINYHKT "'0" IMyHKTa
5.18.4 I1paBun
HaJIexKaniei
KJIIMHWYECKOU NPAaKTUKU

EADC

MpOBepKa COOTIOJCHUS CPOKOB
COOOILIEHHS O HEXeIaTEIbHBIX
SIBIICHUSX, onpeieieHHbIX [IpaBu
HaJJIeKalEd KIMHUYECKON NPaKTUKU
EADC, nporokosom, 5CO (HOK),
CIIOHCOPOM U MIPUMEHUMBIMU
TpeOGOBaHUSIMU?

MOANYHKT 'T" MMyHKTa
5.18.4 I1paBun
HaJIexKaniei
KJIIMHWYECKOU NPAKTUKU

EADC

MIPOBEPKA BEJICHUS UCCIIEA0BaTEIEM
OCHOBHBIX JIJOKYMEHTOB (B COOTBETCTBUH
c noapasaeinom 8 paznena |l [TpaBun
HaJJIeKaIEH KIMHUYECKON NPaKTUKU

EADC)?

MOAINYHKT "'p" MyHKTa
5.18.4 I1paBun
HaJIexKaniei
KJIIMHAYECKOU IPAaKTUKU

EADC

coO0OIIIeHNE HCCIIEeI0BATENIO 00
OTKJIOHEHMsIX OT npoTtokona, COII,
IIpaBun HajyIe)KaIEH KIIMHUYECKON
npaktuku EADC u npuMeHUMBbIX
TpeOOBaHUH, a Tak)Ke MPEITPUHUMACT
HEOOXOMMBIC JCHUCTBUSI IS
MPEIOTBPAIEHUS TTOBTOPEHUS
MOTI0OHBIX OTKJIOHCHUMN?

MOAIYHKT ''c¢" MyHKTa
5.18.4 I1paBun
HaJIexKaniei
KJIIMHWYECKOU NPAKTUKU

EADC




coomonenue nucbMeHHbIX COIT
CIIOHCOPA, a TAK)KE MPOLIEIYPHI,
CIEUHUAIBHO OIPE/ICIICHHON CIIOHCOPOM
JJI MOHHTOpI/IHF a KOHerTHOFO
HCCIIENOBAHUA?

nyHKT 5.18.5 [IpaBun
HaJIexKaniei
KJIIMHWYECKOU NPAaKTUKU

EADC

IIPEIOCTABIEHUE CIIOHCOPY
MMCbMEHHOTO OTYETa MOCIe KAk I0TO
BHU3UTAa B UCCIIEAOBATEIbCKUHN LIEHTP WU
CBSI3aHHOT'O C MCCIIEIOBAHNEM KOHTAaKTa?

nyHKT 5.18.6 [IpaBun
HaJIexKaniei
KJIIMHWYECKOU IPAKTUKU

EADC

4.65

Copep KUt 1 0OTYET MOHUTOPA:

JaTy, HANMEHOBaHUE TICHTpa, UM
MOHUTOPA, UM UCCIICIOBATEIS WITH
WHOTO JIUI[A, C KOTOPBIM COCTOSIICS
KOHTAKT?

nyHKT 5.18.6 [IpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

KpaTKoe OMUcaHne 00bEKTOB IPOBEPKU?

nyHKT 5.18.6 [IpaBun
HaJuIexKaniei
KJIIMHWYECKOU NPAKTUKU

EADC

COOOIIIEHHE MOHUTOPA O CYIIECTBEHHBIX
naHHbIX (pakTax), 00 OTKIOHCHHUSIX U
HEIOCTaTKax"?

nyHKT 5.18.6 [IpaBun
HaJIexKaniei
KJIIMHWYECKOU NPAKTUKU

EADC

BBIBOJIBI?

nyHKT 5.18.6 [IpaBun
HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

ONMCaHUE ACUCTBUH, IIPEAIPUHSATHIX,
IUTAHUPYEMBIX U (W) PEKOMEHTyeMbIX
17151 oOecreueHus COONIIOACHUS
TpeboBanuii mporokona, [IpaBun
HaJJIeKalEl KIMHUYECKON NPaKTUKU
EAD 1 ynoiHOMOYEeHHBIX OPraHOB?

nyHKT 5.18.6 [IpaBun
HaJIexKaniei
KJIIMHWYECKOU NPAKTUKU

EADC




4.66

Ha3znaueHsl 11 CHOHCOPOM JIMIIA,
HE3aBUCUMBIC OT KIIMHUYECKUX
UCCIICIOBAHMM, /U1l TIPOBEICHUS
ayauTa?

nyHKT 5.19.2 [IpaBun
HaJIexKaniei
KJIIMHWYECKOU NPAaKTUKU

EADC

4.67 | IlogTBeprkaeHa 1M JOKYMEHTAIBHO nyHKT 5.19.2 [IpaBun

KBaJM(pUKALNA ayTUTOpa? HaJJIexalen
KJIIMHAYECKOU NPAaKTUKU
EADC

4.68 | YOenuics 11 CIOHCOP B TOM, 4TO ayauT | MyHKT 5.19.3 IpaBun
KJIIMHUYECKHUX UCCIIENOBAHUN HaJyIe)Kallen
(IporpamMm) MPOBOJUTCS] B COOTBETCTBUU | KIIMHUYECKOW MPAKTHKH
C IIMCBMEHHBIMH IIPOLIEAyPAMHU EADC
CIIOHCOpA, OMPEACTSIONUMU O0BEKT
ayJMTa, METO/Ibl IPOBEACHUS ayIHTa,

YacTOTy NMPOBEJCHUS Ay TUTOB, a TAKXKe
bopmy u copeprkaHue OTYETOB 00
ayaure?

4.69 | Yutensl 1u npu pa3zpabotke cioHcopoM | myHKT 5.19.3 IpaBun
IUTaHA ayJUTa U MPOLEAYp ayauTa HaJIexKaIei
UCCIIEIOBaHMSI 3HAYUMOCTh JTAHHOT O KJIMHUYECKON TPaKTHUKU
HCCIIEA0BAHMS IS IT0Ja41 3as1BOK B EADC
YIIOJIHOMOYEHHBIE OPTaHbl, KOTUYECTBO
CyOBEKTOB, YYaCTBYIOLIUX B
UCCIICIOBAaHHUH, THUII U CIIOKHOCTh
UCCIIeIOBaHMsI, CTETIEHb PUCKA JUIS
CyOBEKTOB MCCIIEJOBAHUS, a TAKXKE
7100bIe BBISIBJICHHBIE TPOOIEMbI?

4.70 | OdopmieHs! JIn 3aMeUaHUS U BBIBOBI nyHKT 5.19.3 [IpaBun
ayJuTa JOKyMEHTAIbHO? HaJIekKaIei

KJIIMHWYECKOU NPAaKTUKU
EADC
4.71 | TlpenocTaBi€HO JIU CIOHCOPOM nyHkT 5.19.3 [IpaBun




CBUICTCIILCTBO O MPOBCACHHOM ayAUTC
(ecu TpeOyeTcsi COOTBETCTBYIOIIUM
3aKOHOJIATEILCTBOM rOCyJapCcTBa-ujieHa
EBpa3uiickoro 3KOHOMHUYECKOT0 c0103a)?

HaJIexKaniei
KJIIMHAYECKOU NPAKTUKU

EADC

4.72 | IlpoBeneHsl 11 Oe30TiIaraTenbHbIe nyHKT 5.20.1 [IpaBun
JEUCTBUS CIIOHCOPA, HAIPABJIEHHBIE HA HaJIexKaniei
obecrieueHue coO0eHNs TPeOOBAHUM, | KIMHUYECKOH MPaKTUKH
npu HecobmoaeHuu nporokona, COI, EADC
IIpaBun HajyIe)KaIEH KIIMHUYECKON
npaktuku EADC u (win)

COOTBETCTBYIOIIUX NPUMEHHUMBIX
TpeOoBaHUIl HccleaoBaTEIeM
(MEIUIIMHCKON OpraHu3alyei) win
COTPYJIHUKOM CIIOHCOpa?

4.73 | IlpekpalieHo Jiu CIOHCOPOM y4acTHe nyHKT 5.20.2 [IpaBun
uccieaopareis (MEIUIIMHCKOM HaJIexKaniei
OpraHHU3allK) B HCCIICIOBAHUY MIPU KJIMHUYECKOH TPaKTHUKU
BBISIBJICHUM B XOJI¢ MOHUTOPUHIA UIIU EADC
ay/IuTa Cephe3HbIX U (WIIN)

MIOBTOPSIOLIUXCS CITy4YaeB
HECOOIOACHUS IPUMEHUMBIX
TpeOOBaHUI CO CTOPOHBI HCCIIEOBATENS
(MEIUIIMHCKOM opraHu3anmmn)?

4.74 | YBenoMIieHsl u 0€30TiIaraTesibHO nyHKT 5.20.2 [IpaBun
CIIOHCOPOM YITOJTHOMOUYEHHBIE OpraHbl, | HaJuIeXKallen
€CITU Y4acTHe MCCIIeI0BATENS KJIMHUYECKON TPaKTHUKU
(MEIUIIMHCKON OpraHU3aliin) EADC
MPEKPaILEHO B PE3yJIbTAaTEe CEPhE3HBIX U
(MJIH) TIOBTOPSIOIINXCS CITy4acB
HECOOIOACHUS IPUMEHUMBIX
TpeOOBaHUN?

4.75 | CoobuieHo 11 He3aMeUTUTEIbHO nyHKT 5.21 ITpaBun




CIIOHCOPOM HCCIIEZJOBATEISIM
(MEIMIIMHCKUM OpraHU3aIisIM) 1
YIOJIHOMOYEHHBIM OpraHam o
IIPEKPALLEHUH I IPUOCTAHOBKE
HCCJIEIOBAHMS C YKa3aHUEM IIPUUUH,
€CJIN UCCIIEOBAHKE IOCPOUHO
MPEKpaIeHO WIH NPUOCTAHOBICHO?

HaJIexKaniei
KJIIMHAYECKOU NPAaKTUKU

EADC

4.76 | MadopmMHupoBaH 11 HE3aMEJTUTEILHO nyHKT 5.21 I[paBun
CIIOHCOPOM HJIM HCCIIeI0BAaTEIeM HaJIexKaIei
(MemuiHCKOM opranu3armeii) 9CO KIIMHUYECKOW MPAKTUKHU
(H2K) (B cooTBeTCTBHH C EADC
NPUMEHUMBIMH TPEOOBAHUSMH), B TOM
YHCIIe U O IPUYMHAX MPEKPAIICHUS WU
MIPUOCTAHOBKH MCCIIEIOBAHUS O
NPUYUHAX MPEKPALICHUS WIN
MIPUOCTAHOBKH MCCIIEIOBAHUS ?

4.77 | O0ecrieyeHo 1 CIIOHCOPOM nyHKT 5.22 IpaBun
COCTaBJIEHHE OTYETa O KIMHUYECKOM HaJUIexKaIei
UCCIIEIOBAaHUH, HE3aBUCHMO OT TOTO, KJIMHUYECKON MPaKTHUKU
OBLIO JIM UCCIIETIOBAHKE 3aBEPILICHO 110 EADC;

MPOTOKOJTY MJIH MPEKPAIIEHO TOCPOYHO?
gactb 11 crateu 40
®enepanbHOro 3aKOHa OT
12.04.2010 Ne 61-03
4.78 | O0ecrieyeHoO I CIIOHCOPOM nyHKT 5.22 IpaBun

MPEAOCTABICHUE B YITOJITHOMOYEHHBIH
OpraH OT4eTa O KIMHUYECKOM
HCCICAOBAHUH, HE3aBUCHMO OT TOTO,
OBLIO JIM UCCIIETIOBAHKE 3aBEPILICHO 10
MIPOTOKOJY WU MPEKPALIEHO TIOCPOYHO
B CPOK, HE MPEBBIIIAIOIINNA TBEHAALATH
MECSILIEB CO JIHS €r0 3aBEPLICHMUS,

HaJIexKaniei
KJIIMHUYECKOU NPAaKTUKU

EADC,;

gacth 11 crateu 40
®denepanbHOro 3aKOHa OT
12.04.2010 Ne 61-@3




IIPUOCTAHOBJICHUS WIH IIPEKPAILEHNUs, B
MOPSIIKE, YCTAHOBJIEHHOM
YIOJIHOMOYEHHBIM (heZiepaibHbIM
OpPTraHOM HCIOJHHUTENbHOM BIaCTU?

4.79

ObecrieyeHo 1 OpraHu3aIueH,
OCYIIECTBIISIONIEH OPraHU3aIHIO
MIPOBEICHUS] KITMHUYECKOTO
WCCJICIOBAHMSI JIEKAPCTBEHHOTO
mpermapara Juisi MeIULUHCKOTO
MIPUMEHEHHS], B CPOK, HE TIPEBHIIIAIONIUN
ISATU pabouuX JTHEH cO AHS 3aBEpIICHUS,
MPUOCTAHOBJICHUS WK MTPEKPAIICHUS
TaKOT'0 UCCJICIOBAHMUSI, HAIIPABJICHUE
COOOIIEHUS B YIIOJTHOMOYEHHBIH
(benepanbHbBIN OpraH UCIOTHUTEIBHON
BJIACTH T10 YCTAHOBJICHHOUW UM (popme?

yacTth 7 cratbu 40

®denepanbHOro 3aKOHa OT
12.04.2010 Ne 61-@3

4.80

ObecriedeHo T MPOBEICHNE BCEMU
UCCIIE0BATEISIMH MHOTOLICHTPOBOTO
UCCJICIOBAaHHS B CTPOTOM COOTBETCTBUU
C MIPOTOKOJIOM, COTJIACOBAHHBIM CO
CIIOHCOPOM U MPU HEOOXOAUMOCTH C
YIOJIHOMOYCHHBIMUA OPTaHaAMH U
yTBepxaeHHbIM (0100peHHbBIM) DCO
(H2K)?

nyHKTHI 2.6, 5.23.1
[IpaBun Hagexamen
KJIIMHAYECKOU NPAaKTUKU

EADC

481

ObecnieueHo J11 JOKYMEHTaIbHOE
3aKperuieHue 00sS3aHHOCTEH
UccIe0BaTeIe-KOOP IMHATOPOB U
APYTHX MCCIIEOBATEINCH, a TaKKe
MCOUIIMHCKHUX OpFaHH3aHHﬁ 10 Ha4dalia
MHOTOIICHTPOBOTO UCCIICIOBAHUSI?

nyHKT 5.23.3 [IpaBun
HaJIexKaniei
KJIIMHUYECKOU NPAaKTUKU

EADC

4.82

ObecnieueHo 11 MPEJOCTaBICHUE
CIIOHCOPOM BCEM HCCIICAOBATEISIM

nyHKT 5.23.4 [IpaBun
HaJIexKaniei




MHCTPYKIMNA 1O COOIIIOJICHUIO
MIPOTOKOJIA, €ANHBIX CTAHAAPTOB OLICHKU
KIIMHUYECKHUX U JTa0OpaTOPHBIX TaHHBIX,
a TaK)Ke 110 3aII0JTHCHUIO
WHIUBUYAJIbHON PETUCTPALMOHHON
KapThl TP MHOTOIIEHTPOBBIX
HCCIIEN0BAHUAX ?

KJIIMHAYECKOU NPAKTUKU

EADC

5. TpeboBaHMsI K JIEKApPCTBECHHBIM Ipenaparam JJisi KITMHUUECKUX UCCIICIOBAHHH

5.1 OObecnieueHo 1M COOTBETCTBYIOIIEE nyHKT 2.12 IpaBun
o0y4eHue, CBsI3aHHOE CO CTIeU(UKON HaJyIeKallen
IIPOAYKIIMH, BCETO NIEPCOHAIA, KJIMHUYECKON TPaKTHUKU
JEATENBHOCTh KOTOPOT'O CBSI3aHa C EADC,; nyskr 3
JIEKapCTBEHHBIMM IIperapaTaMu JJIs [Tpunoxenus Ne 13
HCCIIEIOBAHNIL? [IpaBun Hagexamen

IIPOU3BOJCTBEHHON
npaktuku EADC

5.2 WHpopMHUpOBaHBI JTU CIIOHCOPOM O nyHKT 5.13.2 [IpaBun
TpeOOBaHUAX I UCCIIEAYEMBIX HaJJIexalen
IpenapaToB BCE BOBJICUCHHBIE CTOPOHBI? | KIMHUYECKOH MPAKTHKU

EADC
5.3 Omnpenenus 11 CIIOHCOP WIIH JIULO, nyHKT 2.12 IpaBun

JEUCTBYIOLIEE OT €r0 UMEHH,
npuemiiemyto (000CHOBaHHYIO U
COTJIACOBAHHYIO C JUTHUTEILHOCTBHIO
KJIMHUYECKOTO MCCIICAOBaHMUs) ATy, 10
KOTOPOM JOIYyCKAETCs UCIIOJIb30BaTh
npenapar CpaBHEHUS,
nepeynakoBaHHOTO B IPYTYIO YIIaKOBKY,
He 00eCIeunBaIONIYI0 YKBUBAJICHTHBIN
YPOBEHb 3aLIUTHI WM €CIIU TaKas
yIaKOBKa HECOBMECTHMA C ITperapaToM,
YUYHMTBIBas IPUPOJTY Ipernapara,

HaJIexKaniei
KJIIMHUYECKOU NPAaKTUKU
EADC; mynkr 20
[Tpunoxenus Ne 13
[IpaBun Hagexamen
MIPOU3BOACTBEHHOMU
npaktuku EADC




XapaKTepUCTUKU KOHTEHHEPA U YCIOBUS,
B KOTOPBIX OYyZE€T XPaHUTHCS 3TOT
npenapar?

54 Pa3paboransl 1 cCHCTEMBI, nyHKTHI 2.12, 2.13, 5.13.1,
o0ecreunBaroNIUe TOCTHKEHUE U 5.13.4 I1paBun
COXpPaHEHUE KOAUPOBKHU, HO IIPU HaJJIexalen
HEO0XOIMMOCTH TTO3BOJISIOIIIE KIIMHUYECKON MIPAKTUKU
UACHTU(DUIMPOBATH 3aKOAUPOBAHHYIO EADC,; nynkr 21
("crenyro™) MPOAYKIIMIO, B TOM YHUCIIE [Mpunoxennst Ne 13
HOMEpa CEpUM UCCIIEAYEMOr0 IIpaBun HajuIe)KaIEen
JIEKapCTBEHHOTI'O IIpenapara J10 IIPOU3BOICTBEHHON
OIEpALMU 110 KOJUPOBAHUIO U npaktuku EADC
IIPEyCMOTPEHA JIU BO3MOYKHOCTb
ObICTpOl MaeHTU(DUKAIIH
HCCJIEyEMOTO JIEKAPCTBEHHOT' O
Ipenapara B 3KCTPEHHBIX Cllydasix, HO B
TO K€ BPEMs HE IOy CKAIOIIUN
BO3MOXXHOCTH HE3AMETHO PACKPBITH KO,

JUI UCCIIEI0OBaHM, B KOTOPBIX
MCTIONIb3YETCS CIICTION METO?

9.5 OnucaHsbl 11 B UHCTPYKIUSX BCE nyHKTHI 2.12, 2.13
MPOLEAYPHI IO CO3MAHUIO, 3ALIUTE, [IpaBun Hagexamen
pacnpezaeneHuto, o0paboTke u KJIIMHUYECKOW MPAKTUKU
XpaHeHHIo JTr000ro koaa panaomuszanuu, | EADC; myHkr 22
HCIIOJIb30BAHHOIO JJIsl YIIAKOBAHHBIX [Mpunoxenus Ne 13
JIEKapCTBEHHBIX IIPENApaToOB IJIs IIpaBun HauIe)KaIEen
KJIIMHUYECKUX UCCIIEA0BAHUH, a TaKkKe IIPOU3BOJCTBEHHON
METOBI PACKPBITH KoJa? npaktuku EADC

5.6 ObecnieueHo JI1 TPOU3BOIUTEIIEM nyHKT 2.12 I1paBun
BEJICHUE COOTBETCTBYIOLINX 3aIIUCEN O HaJuIexKaniei

CO3JIaHUH, 3aIIUTE, PacTIpeACTICHIH,
00paboTKe ¥ XpaHEHHUHU JTH000ro KoJa

KJIIMHWYECKOU NPAaKTUKU
EADC; nynkr 22




paHIOMU3AINY, UCTIOIH30BAHHOTO IS
yIIaKOBaHHBIX JIEKAPCTBEHHBIX
MIPerapaToB IS KIIMHUYECKUX
WCCIICIOBAHMH, a TAKXKE O PACKPHITHH
xozga?

[Tpunoxenus Ne 13
[IpaBun Hagexamen
MIPOU3BOACTBEHHOMU
npaktuku EADC

5.7 ["apanTupyeT a1 ynakoBKa COXpaHHOCTh | MyHKTHI 2.12, 5.13.3
JIEKapCTBEHHOI O IIperapara I IIpaBun HajuIe)Kaen
KJIIMHUYECKUX UCCIIEA0BaHUM B KJIIMHWYECKOU NPAKTUKU
HaJIJIekKAIEM COCTOSHUU ITPU EADC; mynkr 25
TPAHCIIOPTUPOBAHUU U XPAHCHUU B [Tpunoxenusax Ne 13
MIPOMEXKYTOUYHBIX MyHKTaX HazHaueHusi? | [IpaBuin Hajexamei

MIPOU3BOJACTBEHHOU
npaktuku EADC

5.8 ObecnieueHa 1 BO3MOXKHOCTD T10 nyHKT 2.12 IpaBun
BTOPHYHO# (OTPEOUTENBCKOIN) HaJUIekKaIei
YIaKOBKE Cpa3y 3aMETUTh €€ BCKPBITHE | KIMHUYECKOH MPAKTHKU
WK 11000€ NHOE BMENIATEIHCTBO BO EADC; mynkr 25
BpeMsl TPAaHCIIOPTHUPOBAHUSA? [Tpunoxenus Ne 13

[IpaBun Hagnexamen
MIPOU3BOACTBEHHOMU
npaktuku EADC

5.9 OObecnieyeHo 1M HaHECEHHE Ha 3TUKETKY JIEKapCTBEHHOTO Mperapara il KIIMHUYECKUX UCCIEI0BaHul chenyomeil nudopmarun, eciu He

000CHOBAHO €€ OTCYTCTBHE!

HanMeHOBaHue (MMs), apec U HOMep
TenedoHa CoHCOpa, KOHTPAKTHOM
HCCIICIOBATEIbCKOW OPraHU3alluu HITH
uccienoBareis (OCHOBHOE KOHTAKTHOE
JIUIIO 1711 “H(QOPMAIMK OTHOCHTEIIBHO
JICKApCTBCHHOTO Mpernapara,
KJIIMHAYECKOTO MCCIIEOBAHUS U JIS
OKCTPEHHOT'O PAaCKOAMPOBAHMs)?

myHKTHI 2.12, 5.13.1
[IpaBun Hagexamen
KJIIMHUYECKOU IPAKTUKU
EADC; nynkr 26
[Tpunoxenus Ne 13
[IpaBun Hagexamen
MIPOU3BOACTBEHHOMU
npaktuku EADC

JieKapcTBeHHas (opma, crocod

nyHkThl 2.12, 5.13.1




BBEJICHHSI, KOJIMYECTBO JJO3UPOBAHHBIX
CIMHUII, U B CITyYae MPOBEACHUS
OTKPBITOTO UCCIICTOBAHHUSI -
HanMeHoBaHue (MUdp) JIEKapCTBEHHOTO
npernapara u ero J03upoBKa
(aKTHUBHOCTB)?

[IpaBun Hagexamen
KJIIMHWYECKOU NPAKTUKU
EADC; nynkr 26
[Tpunoxenus Ne 13
[IpaBun Hagexamen
MIPOU3BOACTBEHHOMU
npaktuku EADC

HOMeEp cepyu U (MJIH) KO st
UICHTH()UKAIIMU COACPIKUMOTO U
OTepaluy 10 YIaKoBKe?

myHKTHI 2.12, 5.13.1
[IpaBun Hagexamen
KJIIMHUYECKOU IPAKTUKU
EADC; nynkr 26
[Tpunoxenus Ne 13
[IpaBun Hagexamen
MIPOU3BOACTBEHHOMU
npaktuku EADC

HOMep (KOJI) MCCIIeI0BaHus,
MO3BOJISTOIIHNI HICHTU(DHIIUPOBATH
UCCIIEOBAHNE, METUIIUHCKOE
YUPEKICHUE, UCCIACIOBATEIS U
CIIOHCOpA, €CITH 3TO HE YKa3aHO B
Apyrom Mecte?

myHKTHI 2.12, 5.13.1
[IpaBun Hagnexamen
KJIIMHAYECKOU NPAaKTUKU
EADC; nynkr 26
[Tpunoxenus Ne 13
[IpaBun Hagexamen
MIPOU3BOACTBEHHOMU
npaktuku EADC

UIeHTH(OUKAIIMOHHBIH HOMED (JeueOHbII
HOMEp) CyOBbEKTa KIMHHYECKOTO
MCCIIEIOBaHMS U IPU HEOOXOTUMOCTH
HOMeEp BH3HTa?

myHKTHI 2.12, 5.13.1
[IpaBun Hagexamen
KJIIMHWYECKOU NPAKTUKU
EADC; nynkr 26
[Tpunoxenus Ne 13
[IpaBun Hagexamen
MPOU3BOACTBEHHOMU
npaktuku EADC

(dhaMUIHs ¥ MHUITUAIIBI HCCIICIOBATEIS ?

nyHkThl 2.12, 5.13.1




[IpaBun Hagexamen
KJIIMHAYECKOU NPAKTUKU
EADC; nynkr 26
[Mpunoxenus Ne 13
[IpaBun Hagexamen
MPOU3BOACTBEHHOMN
npaktuku EADC

MHCTPYKIHS 10 TPUMEHEHHIO?

myHKTHI 2.12, 5.13.1
[IpaBun Hagexamen
KJIIMHAYECKOU NPAKTUKU
EADC; nynkr 26
[Tpunoxenus Ne 13
[IpaBun Hagexamen
MIPOU3BOACTBEHHOMU
npaktuku EADC

Haanuck. "TONBKO MM KIIMHUYECKUX
HUCCIIEIOBAHNUN" UM aHAJIOTHYHAS
¢bopmynupoBka?

myHKTHI 2.12, 5.13.1
[IpaBun Hagexamen
KJIIMHAYECKOU NPAaKTUKU
EADC; nynkr 26
[Tpunoxenus Ne 13
[IpaBun Hagexamen
MIPOU3BOACTBEHHOMU
npaktuku EADC

yCIIOBUS XpaHEHHUs?

myHKTHI 2.12, 5.13.1
[IpaBun Hagexamen
KJIIMHWYECKOU NPAaKTUKU
EADC; nynkr 26
[Tpunoxenus Ne 13
[IpaBun Hagexamen
MIPOU3BOACTBEHHOU
npaktuku EADC

CPOK HCITIOJIb30BaHHA C YKA3aHUCM

nyHkThl 2.12, 5.13.1




MecsIa U rojia TaKuM 00pa3oM, 4ToObI
n30exaTh 000 HEeONpeAeICHHOCTH
(MOxeT ObITh yKa3aHa JaTa, 10 KOTOpOu
HE00X0IMMO HCIOIb30BATh
JIEKapCTBEHHBIH Mpenapar, Cpok
TOAHOCTH WJIM AaTa OBTOPHOTO
KOHTpOJIs1)?

[IpaBun Hagexamen
KJIIMHAYECKOU IPAaKTUKU
EADC; nynkr 26
[Tpunoxenus Ne 13
[IpaBun Hagexamen
MIPOU3BOACTBEHHOMU
npaktuku EADC

HaJInuCh: " XpaHUTh B HEJOCTYITHOM LISt
JeTeit MecTe'', 3a HCKIIOUCHUEM
CJIy4aeB, KOT/1a JIeKapCTBEHHBIH
mpernapar npeAHa3Ha4YeH JUIs
WCIOJIb30BAHUS TOJBKO B YCIOBUSIX
cTanuoHapa?

myHKTHI 2.12, 5.13.1
[IpaBun Hagexamen
KJIIMHWYECKOU NPAaKTUKU
EADC; nynkr 26
[Tpunoxenus Ne 13
[IpaBun Hagexamen

MIPOU3BOACTBEHHOU
npaktuku EADC
5.10 | OGecnieyeHo M HAHECEHHE HA YHaKOBKY | myHKTHI 2.12, 5.13.1
JTAHHBIX HAa OQUIIHAITBHOM SI3bIKE [IpaBun Hagnexamen
(s13bIKaX) CTpaHbl, re Oyner KJIMHUYECKOH TPaKTUKU
pUMEHSThCS JekapcTBeHHbIH npenapatr | EADC; mynkr 28
JUTS KIIMHUYECKUX UCCIIEI0BAHUNA? [Mpunoxennst Ne 13
[IpaBun Hagexamen
MIPOU3BOACTBEHHOMU
npaktuku EADC
5.11 | OGecniedyeHo U pa3MelIeHNe TaHHBIX nyHKkThI 2.12, 5.13.1
KaK Ha epBUYHOU (BHYTpeHHel), Tak u | [IpaBui Hamiexamen
Ha BTOPUYHOH (OTPEOUTEITBCKOM) KIIMHUYECKOH TPaKTHUKU
YIAaKOBKE, €CJIN HE MPEAYCMOTPEHO EADC,; nynkr 28
uHoe? [Tpunoxenus Ne 13
[IpaBun Hagexamen
MIPOU3BOACTBEHHOMU
npaktuku EADC
5.12 | Vkazana nu cneayromasi HHGOpMaLUs Ha 3TUKETKE IIEPBUYHOTO KOHTeHHepa (MK JII000ro YKYNOPEHHOTO JTO3UPYIOIIETO YCTPOMCTBA,




COZIepIKaIero MepBUYHBIA KOHTEHHEP) €CIIU JISKApCTBEHHBIH Mpenapar MOAr0TOBIICH /IS CyObeKTa NCCIeIOBaHHI WU JIUIIA, KOTOPOE BBOAUT
JICKApCTBCHHBIH Mpenapar, B IEPBUYHOM KOHTCHHEPE BMECTE CO BTOPUUHOM (MOTPEOUTEIbCKOMN) YIAKOBKOH, KOTOPBIC CIICAYET OCTABIISATh
BMECTE, U Ha BTOPUYHOMH (IIOTPeOUTENBCKOI) YIIAKOBKE CO/IEpIKATCs TaHHbIC, IPUBEIcHHbIC B TyHKTe 26 [Ipunoxenus Ne 13 [1paBun
HaJyIeKalel npou3BocTBeHHOU mpakTuku EADC:

HarMeHOBaHKe (M) CIIOHCOPa, nyHKThI 2.12, 5.13.1
KOHTPAKTHOMU HCCIIEA0BATEIBCKOU IIpaBun HajuIe)KaIEn
OpraHu3aluy UK UCCIIE0BATENs? KIIMHUYECKON NIPAKTUKHU

EADC; mynkr 29
[Tpunoxenus Ne 13
[IpaBun Hagexamen

IIPOU3BOJCTBEHHON

npaktuku EADC
JeKapcTBeHHAst popma, crocod nyHKTHI 2.12, 5.13.1
BBeJIcHHs (MOXKHO HE yKa3bIBaTh JIJIs [IpaBun Hagexamen
TBEPJIBIX JIEKAPCTBEHHBIX (popM ist KJIMHUYECKOH TPAaKTHUKU
NPUMEHEHHS BHYTPb), KOJIMYECTBO EADC; nynkr 29
JO3MPOBAHHBIX €IMHUIL U B CIIy4ae [Tpunoxenus Ne 13

MPOBEIECHUS OTKPBITOIO UCCIEIOBAHUS [IpaBun Hagexamen
HanMeHoBaHue (M dp) JIeKapCTBEHHOIO | MPOU3BOJICTBEHHOMN

rpenapara 4 ero 1031MpoBKa npaktuku EASC
(aKTMBHOCTB)?

HOMeEp cepyH U (M) KO JJIst myHKTHI 2.12, 5.13.1
UICHTU(DUKAIIIHN COICPKUMOTO U [IpaBun Hagexamen
oTiepaIfy 1Mo yrmakoBKe? KJIIMHUYECKOW MPAKTUKU

EADC; mynkr 29
[Tpunoxenus Ne 13
[IpaBun Hagexamen

MIPOU3BOACTBEHHOMU

npaktuku EADC
HOMep (KOJI) MCCieI0BaHus, myHKTHI 2.12, 5.13.1
MO3BOJISIONINN UICHTU(PHUIMPOBATH IIpaBun HajuIe)KaIEen

HCCICAOBAHNUEC, MCOUITMHCKOC KIIMHUYECKOM IMPAKTHUKN




YUpEXKICHUE, UCCIIEN0BATENS U EADC,; nynkr 29

CIIOHCOpA, €CJIU 3TO HE YKa3aHO B [Mpunoxenus Ne 13
IpyroM mMecTe? [IpaBun Hagexamen
MIPOU3BOACTBEHHOMN
npaktuku EADC
uIeHTH(UKAIIMOHHBIH HOMep (1eyeOHbli | myHKTh 2.12, 5.13.1
HOMeEp) CyOBEKTa KIMHHYECKOTO [IpaBun Hagexamen
HCCIJIEIOBAHMS U TIPH HEOOXOAUMOCTH KIIMHUYECKON NIPAKTUKU
HOMeEp BH3HTA? EADC,; nynkr 29

[Tpunoxenus Ne 13
[IpaBun Hagnexamen
MIPOU3BOACTBEHHOMU
npaktuku EADC

5.13 | IIpemycMoTpeHa 1 BTOPUYHAS YIIaKOBKA C STUKETKOW, CoJepKalleil JaHHble, yka3aHHble B yHKTe 26 [Ipunoxxenus Ne 13 [Ipasun
Ha/JIeKaIleld npou3BoACTBeHHOM npakTuk EADC, ecnu nepBUYHON YIIAaKOBKOM sIBIISIETCS OIUCTEP UM OHA UMEET MaJIbIi pa3Mep U yKa3aHbl
JIM TIPY 3TOM Ha NIEPBUYHOM (BHYTpEHHEH) yIIaKOBKe:

HanMeHOBaHue (MMs1) CIIOHCOPa, nyHKThI 2.12, 5.13.1
KOHTPAKTHOU HCCIIEA0BATEIBCKOU IIpaBun HauIe)KaIEen
OpraHu3aIuy UM UCCIIE0BATENS? KIIMHUYECKON MPAKTUKU

EADC; nynkr 30
[Tpunoxenus Ne 13
[IpaBun Hagnexamen
MIPOU3BOACTBEHHOMU
npaktuku EADC

crioco0 BBesieHHs (MOXKHO HE yKa3biBaTh | MyHKTHI 2.12, 5.13.1
ISl TBEPJIBIX JIeKapCcTBEHHBIX (opm s | [IpaBun Hamnexamen
NPUMEHEHHsI BHYTpB), B Clly4ae KJIMHUYECKON TPaKTUKH
MIPOBEACHUSI OTKPBITOIO UCCIIETOBAHUS EADC; mynkr 30
HanMeHoBaHue (mmdp) nekapcrBernoro | [Ipumoxenus Ne 13
rpernapara 4 €ro J031UpoBKa IIpaBun HajuIe)KaIEn
(akTUBHOCTB)? MIPOU3BOICTBEHHOM
npaktuku EADC




HOMeEp cepyH U (M) KO JJIst
UACHTU(DUKAIIMH COJIEPIKUMOTO U
OTepaluy 10 YIaKoBKe?

myHKThI 2.12, 5.13.1
[IpaBun Hagexamen
KJIIMHUYECKOU NPAKTUKU
EADC,; nynkr 30
[Tpunoxenus Ne 13
[IpaBun Hagexamen
MIPOU3BOACTBEHHOMU
npaktuku EADC

HOMep (KOJI) MCCIIeI0BaHus,
MO3BOJISIOIIHMI HICHTU(DHIIUPOBATH
UCCIIEJOBAHKE, METUIIUTHCKOE
YUPEKICHUE, UCCIACTIOBATEIS U
CIIOHCOpA, ECITH 3TO HE YKa3aHO B
Apyrom Mecte?

myHKTHI 2.12, 5.13.1
[IpaBun Hagexamen
KJIIMHWYECKOU IPAKTUKU
EADC; nynkr 30
[Tpunoxenus Ne 13
[IpaBun Hagexamen
MIPOU3BOACTBEHHOU
npaktuku EADC

UIeHTH()UKAIIMOHHBIH HOMED (JIeueOHbII
HOMEp) cyOBbEeKTa KIMHHYECKOTO
MCCIIEIOBAaHMSI U TP HEOOXOTUMOCTH
HOMEp BH3HTA?

myHKTHI 2.12, 5.13.1
[IpaBun Hagnexamen
KJIIMHWYECKOU NPAaKTUKU
EADC; nynkr 30
[Tpunoxenns Ne 13
[IpaBun Hagexamen
MIPOU3BOACTBEHHOMU
npaktuku EADC

5.14

ObecrieyeHo T HAHECEHUE HA YIIAKOBKY
JIOTIOJIHUTEIIbHOM 3TUKETKH, HA KOTOPOM
yKa3aHa HOBas J1aTa, 10 KOTOPOu
JIOITyCKAETCs UCIIOIb30BaTh
JIEKapCTBEHHBIN IIpenapar, a TakxKe
IMOBTOPHO yKa3aH HOMEP CEpUH B
ciydae, eclid Heo0X0IMMO U3MEHHTH
JIaTy, 10 KOTOPOU MOXKET

myHKTHI 2.12, 5.13.1
[IpaBun Hagexamen
KJIIMHAYECKOU NPAKTUKU
EADC; nynkr 33
[Mpunoxenus Ne 13
[IpaBun Hagexamen
MPOU3BOACTBEHHOMN
npaktuku EADC




UCTIOJIb30BATHCS HCCIIEYEeMBbIN
JIeKapCTBEHHBIH npenapar?

5.15 | OGecnieueHo 11 HaHECEHUE myHKTHI 2.12, 5.13.1
JIOIIOJIHUTEIBLHON YTUKETKU B [IpaBun Hagexamen
cootBercTBUM C [IpaBunamu KJIIMHAYECKOU NPAaKTUKU
HaJJIeXallel MPOu3BOJCTBEHHON EADC,; nynkr 33
npaktuku EADC, Bkitouas [Tpunoxenus Ne 13
JIOKyMeHTanbHOe odopmiieHue nanHoro | [IpaBui Hajgexamei
¢axTa, KaKk B JOKYMEHTaX KIMHUYECKOTO | IPOU3BOJCTBECHHOM
MCCIIeIOBaHMsI, TaK U B JIoche Ha cepuio? | mpaktuku EADC

5.16 ITo3BomsgeT U HOIOJIHUATEILHAS myHKTHI 2.12, 5.13.1
ATUKETKA UACHTUPUIIPOBATh UCXOMHBIN | [TpaBui Hapexamei
HOMEp CepHH, KOTOPBIA HEOOXOIUM ISl | KIIMHUYECKOW MPAKTUKH
KOHTPOJISI KauecTBa? EADC; nynkr 33

[Tpunoxenus Ne 13
[IpaBun Hagexamen
IIPOU3BOJCTBEHHON
npaktuku EADC

5.17 | OGecnieyeHo U XpaHeHHEe 00pa3IoB nyHKT 2.12 IpaBun
UCCJIETyEMBIX JIEKAPCTBEHHBIX HaJJIexalen
IPEenapaToB B LEJIX: 00ecIIeYeHus KIIMHUYECKON NIPAKTUKU
HaM4us oOpasia /Ui aHATUTHYECKIX EADC,; nynkr 36
UCTIBITAaHUN U U1 obecnieuenns Hanuuust | [Tpunoxenus Ne 13
o0pasia TOTOBOTO JIEKAPCTBEHHOTO [IpaBun Hagexamen
npemnapara? IIPOU3BOICTBEHHON

npaktuku EADC

5.18 | OGecniedyeHbl 1M CIIOHCOPOM MEpHI 110 nyHKThI 2.12,5.14.5

CcTaOMILHOCTH HCCIICAYCMBIX
npenapaTtoB U COXPAHCHUC KOHTPOJIbHBIX
U apXMBHBIX 00PA3ILI0B HCCIETyEMOTO
JICKapCTBEHHOT O Ipernapara, B TOM
YHCIIe 3aKOAMPOBAHHOTO

[IpaBun Hagexamen
KJIIMHAYECKOU IPAaKTUKU
EADC,; nynkr 36
[Tpunoxenus Ne 13
[IpaBun HajuIeKaAIEN




JICKApCTBCHHOTO TIpernapara, B TCUCHUE
HE MEHEe JIBYX JICT TOCJIC 3aBEPIICHUS
WM TIPEKPAICHUS MOCIIEIHETO
KIIMHUYECKOI'0 UCCIEN0BAHMNS, B
KOTOPOM KCIIOJIb30BaJIaCh IaHHAS CEPUs
(B 3aBHCHMOCTH OT TOT'0, KaKOi M3
MIEPUOJIOB JIOJIbIIIE)?

IIPOU3BOJCTBEHHON
npaktuku EADC

5.19 | OmpeneneHo M B COTJIALIEHUN MEXIY nyHKT 2.12 IpaBun
CIIOHCOPOM H ITPOU3BOUTENIEM HaJIekKaIei
(TIPOU3BOUTEIISIMU) MECTO XPaHEHHS KJIMHUYECKON TPaKTHUKU
KOHTPOJIbHBIX U apXHBHBIX 00pa31ioB? EADC,; nynkr 37

[Tpunoxenus Ne 13
[IpaBun Hagnexamen
IIPOU3BOJCTBEHHON
npaktuku EADC

5.20 | OGecnieyeHo U XpaHEHUE TOCTATOYHOTO | MyHKTHI 2.12, 5.14.5
KOJIMYECTBA UCIIOIB3YEMOIO B [IpaBun Hagexamen
UCCIICIOBAaHUM HCCIIEAYEMOTro IpenapaTa | KIMHUYECKOH MPaKTHKU
U1 IpoBeieHus He MeHee AByX nonHbix | EADC; mynkr 37
AHAJIMTUYECKUX HCCIIEJOBaHUI cepuu [Tpunoxenus Ne 13
NPOIYKLUU B COOTBETCTBUU C [IpaBun Hagexamen
TpeOOBaHUSAMU J0CHE HA JICKAPCTBEHHBIN | MPOU3BOACTBEHHON
rpenapar, oJaHHoro B npaktuku EASC
YIIOJIHOMOYEHHBIN (heepanbHblii Opran
WCTIOJIHUTEJIBHON BIACTH IS TOJTy4EHHS
paspelIeHrs: Ha IPOBEICHNE
KJIMHUYECKOT'O UCCIIEIOBaHMs, yUeTa
aHAJIM30B U XapaKTePUCTUK 00pa3IioB
npernapara u3 napTuu?

5.21 | OGecnieyeHo U OCYLIECTBICHHUE nyHKT 2.12 I1paBun

BO3BpaTa UCCIEAYEMBIX JIEKapCTBEHHBIX
IIPENapaToB B COOTBETCTBUHU C

HaJuIexKaniei
KJIIMHUYECKOU NPAKTUKU




TpeOOBaHUSMU CIIOHCOPA,
YCTaHOBJICHHBIMU B COOTBETCTBYIOIIUX
nporexypax?

EADC; nynkr 51
[Mpunoxenus Ne 13
[IpaBun Hagexamen

IIPOU3BOJCTBEHHON
npaktuku EADC
5.22 | OGecnie4eHo U XpaHEHHUE nyHKT 2.12 I1paBun
BO3BpAILEHHBIX UCCIIETYEMbIX HaJIekKaIei
JIEKapCTBEHHBIX MIPETapaToB B KJIMHUYECKON TPaKTHUKU
CIEIUAIbHO IIPEIHa3HAaYCHHOU EADC; nynkr 52
KOHTPOJIHPYEMOii 30HE? [Mpunoxennst Ne 13
[IpaBun Hagexamen
IIPOU3BOJCTBEHHON
npaktuku EADC
5.23 | MImeeT 11 CIOHCOP CUCTEMY BO3BpaTa nyHKThI 2.12, 2.13, 5.14.4
HCCIENYEMOrO Ipenapara u [IpaBun Hagexamen
JOKyMEHTUPOBAHUS 110100HOTO U3BATUS | KIMHUYECKON MPAKTHUKU
(BKJTIOUAs YETKYIO UICHTU(DUKAIIUIO EADC; nynkr 52
BO3BpAIIICHHBIX IPENapaToB)? [Tpunoxenus Ne 13
[IpaBun Hagexamen
IIPOU3BOJCTBEHHON
npaktuku EADC
5.24 | IlomyueHo 1M MUCBbMEHHOE pa3perienue | myHKT 2.12 [IpaBun
CIIOHCOPA Mepe]] YHHUTOKECHUEM HaJUIeXKaIei
HCCIIeTyEeMBbIX JIEKapCTBEHHBIX KJIMHUYECKOH TPaKTHUKU
npemnapaToB? EADC; mynkr 53
[Tpunoxenus Ne 13
[IpaBun Hagexamen
IIPOU3BOJCTBEHHON
npaktuku EADC
5.25 | MImeeT 11 CIOHCOP CUCTEMY nyHKThI 2.12, 2.13, 5.14.4

YHUYTOKEHHS HEUCIIOJIb30BaHHBIX
HCCIIEAYEMBIX NIPENapaToB U

[IpaBun Hagexamen
KJIIMHUYECKOU NPAKTUKU




JOKyMEHTHPOBAHUS MOA0OHOTO
YHUYTOXXEHHS C BO3SMOXKHOCTBIO
IIOATOTOBUTH OTYET 000 BCEX

EADC; nynkr 54
[Tpunoxenus Ne 13
[IpaBun Hagexamen

orepanusx? IIPOU3BOJICTBEHHON
npaktuku EADC

5.26 | CnoHCcOp WM JHIIO, IeHCTBYIOIIEE OT nyHKT 2.12 IpaBun
€ro UMeHH, (PUKCUPYET JIM, COCTaBIAET | HaJuIeXKalleH
0ayaHC ¥ IPOBEPSIET KOJIUYECTBO KIIMHUYECKON IIPAKTUKU
HCCIIETYEMOT0 JIEKAPCTBEHHOTO EADC; nynkr 54
rpenapara, KoTopoe mocTaBJIeHoO, [Mpunoxennst Ne 13
HCIIOJIB30BAHO U BO3BPAIIEHO IS [IpaBun Hagexamen
KaXJ0M MEIULIMHCKOW OpraHu3aluu, MIPOU3BOACTBEHHOMU
IIPOBOJSILIEH KIMHUYECKOE npaktuku EADC
UCCIJIE0BAHNE, U KaXA0r0 eproaa
UCCIICIOBaHMS ?

5.27 | YHUYTOXEHUE HEUCIOIb30BAHHBIX nyHKT 2.12 IpaBun
UCCIIEyEMBIX JIEKAPCTBEHHBIX HaJJIexalen
MpEnapaToB I JaHHOW MEAULUUHCKON KIIMHUYECKOW MPAKTUKHU
OpraHu3aluy OCYLIECTBIISIETCS TOJIBKO EADC; nynkr 54
II0CJIE TOrO, KaK IIPOBEACHO [Tpunoxenus Ne 13
paccienoBanue, npeaoCcTaBIEHO [IpaBun Hagexamen
yIIOBJIETBOPUTEIHLHOE OOBSICHEHHUE IIPOU3BOJICTBEHHON
JH0OBIM HECOOTBETCTBUSIM, a TAKXKe npaktuku EADC
COCTaBJICH MaTepHUaIbHbIN OaaHc?

5.28 | IlpencraBiieH JId CIIOHCOPY aKT € nyHKT 2.12 IpaBun

yKa3aHHEM JaThl UM UHOW JOKYMEHT 00
YHUYTOKCHUU TPEMapaToB, ¢ yKa3aHHEM
HOMepa cepuil U (WJIK) KOJIbI TAIlUEHTOB
(;mu6o obecrieueHa BO3MOKHOCTh UX
OTCJICKHBAHMS), & TAKKE KOJIMIESCTBO
YHUYTOKCHHBIX JIEKAPCTBEHHBIX
npenapaToB?

HaJIexKaniei
KJIIMHUYECKOU NPAaKTUKU
EADC; myHkT 55
[Tpunoxenus Ne 13
[IpaBun Hagexamen
MIPOU3BOACTBEHHOMU
npaktuku EADC




5.29 | OGecnieyeHsl U CIIOHCOPOM nyHKThI 2.12, 5.13.1
XapaKTEpUCTUKH UCCIIENYEMBIX IIpaBun HauIe)KaEen
NpenapaToB, COOTBETCTBYIOIINE CTAANN | KIMHUYECKON MPAKTUKU
uX pa3paboTky, a Taxke nmpousBoactso | EADC

JAHHBIX PENapaToB B COOTBETCTBUH C
PUMEHUMBIMHU TPEOOBaHUSIMU
Hannexameit npon3BoACTBEHHOM
npaktuku EADC?

4. Buj KOHTPOJILHOTO (HaJ[30pHOT0) MEPOIPUSITHS:

5. Jlata 3anonHeHus MPOBEPOUHOrO JIUCTA!

6. OOBEKT rocy1apCTBEHHOTO KOHTPOJIS (Ha30pa), B OTHOLICHUH KOTOPOTO POBOAMTCS KOHTPOJIbHOE (HAI30pHOE) MEPOTIPHATHE:

7. ®ammnmsg, umMs W oTdecTBO (MPH HANMYMM) TPaKIAaHWHA WIM WHIUBHIYAITBHOTO MPEIIPUHAMATENS, €r0 HICHTU(PHKALUOHHBI HOMEp
HaJIOTOIUIAaTEeNbIMKa ¥ (MJIM) OCHOBHOW TOCYJapCTBEHHBIH pPErHCTPAIMOHHBIH HOMEpP WHAMBUAYaJIbHOTO NPEANPUHHMATENS, aIpec pPEerucTpaluu
rpaKJIaHUHA WM WHAUBUAYATBHOTO MPEANPHHUMATENS, HAMMEHOBAaHHE IOPUIMYECKOTO JIMIA, €ro WACHTH(OUKAIIMOHHBII HOMEp HaJOromaTenbiiuka u (Him)
OCHOBHOUW T'OCYJapCTBEHHBIN PETHCTPAIlIOHHBIA HOMEp, aJpec FOPUIMYECKOTrO JIMIA B MpeaesiaX MECTa HaXOXKICHHs IOPUANYECKOrO JIUIA, SBIISIOMINXCS
KOHTPOJIUPYEMBIMH JIUIIAMHU

8. Mecto (MecTa) mpoBeIeHUS] KOHTPOJIBHOTO (HaA30pHOT0) MEPOIPHUSTHUS C 3aII0JTHEHHEM IIPOBEPOYHOTO JIHCTA:

9. PekBH3UTBHI pelICHHS KOHTPOJBHOTO (HAJA30pHOr0) OpraHa O TIPOBEACHHM KOHTPOJIBHOrO (HAA30PHOTO) MEpOINPHATHUS, ITOANUCAHHOTO
YIIOJIHOMOYEHHBIM JIOJDKHOCTHBIM JIMLIOM KOHTPOJBHOTO (HaJ30PHOT0) OpraHa:

10. YueTHbIit HOMEP KOHTPOJIBHOTO (HaJ30pPHOT0) MEPOIIPHSTHSL:

11. JlomkHOCTH, (aMWIIMs ¥ WHHIUAIBI JTOJDKHOCTHOTO JIMIA KOHTPOJILHOTO (HAJ30pHOr0) OpraHa, B JOJDKHOCTHBIE OOS3aHHOCTH KOTOPOTO B
COOTBETCTBUU C IIOJIOKEHUEM O BUIE KOHTPOJIS, JOJDKHOCTHBIM PETIAMEHTOM WM JOJKHOCTHOM MHCTPYKLMEW BXOAMUT OCYIIECTBIEHUE IOJTHOMOYUU II0
BUJy KOHTPOJsS, B TOM 4YHCJIE IPOBEACHUE KOHTPOJIbHBIX (HAJ30PHBIX) MEPONPHUSTUI, MPOBOMISIIEIO KOHTPOJIBbHOE (HAJA30pPHOE) MEpOIpUsATHE U




3aM0JIHSAIOIIET 0 IIPOBEPOYHBIN JIUCT:

12. Tloanucu AOJKHOCTHBIX JIMI] KOHTPOJIBHOTO (HaA30pHOT0) OpraHa, y4aCTBYIOIIUX B MIPOBEACHHH KOHTPOJIBHOTO (HaJ30pPHOT0) MEPOIPHUSITHUSI:

(momKHOCTH, (haMHITUN U UHUIIAAIIBI)

13. TMoamuch PYKOBOAMTENS TPYIIBI JOJDKHOCTHBIX JIMI[ KOHTPOJBHOTO (HAA30PHOT0) OpraHa, y4YacTBYIOIIUX B IPOBEACHHH KOHTPOJIBHOTO
(HaA30pHOTO) MEPONIPHSITHUSI:

(TOKHOCTD, (haMIITUS ¥ MHUIHAJIBI)



