











[Ipunoxenne N 1

K npuka3y denepanbHOM CIIyKObI

0 HA/A30pY B chepe 31paBoOXpaHeHUs
ot 02.12.2025 N 5803

QR-xon

[Tpunoxxenne N 1 neiicrByet no 01.09.2028.

[IpOBEPOYHEIM JIUCT
(COMCOK KOHTPOJILHEIX BONPOCOB, OTBETH HAa KOTOPHE
CBUINETEJILCTBYIT O COOJIOIOEHUM UJIM HeCODJIOEHUM KOHTPOJIMPYEMBIM
JINLOM OOfA3aTeJIbHEX TpebOOBaHMM) , MCHOJNb3yeMel demepalibHOM CJIyXOOou
10 Ham30py B chepe 3IPaBOOXPAHEHUS M €€ TepPpPUTOPMAaJlbHEMU
opraHaMM NPY OCYWECTBJIeHUM GemepalIbHOTO I'OCYyIapCTBEHHOTO
KOHTpOJA (Hazmsopa) B cbhbepe obOpalleHus JIeKapCTBEHHEX
CpPencTB IJid MEeIULMHCKOTO IPVMEHEHUS
(XpaHeHVe JIEKAPCTBEHHEIX CPEINCTB)

1. HawummMeHOBaHMe BHUIa KOHTPOJS (HaIzopa), BKJIOUEHHOTO B EIOMHEM PeecTp
BMIOOB benepanbHOTO TOCYyIapCTBEHHOTO KOHTpOJIS (Hazs3opa) :
2. HammMeHnoBaHue KOHTPOJILHOT'O (Ham3o0pHOTO) opraHa VN  PEeKBUBUTEHL

HOPMATVBHOTI'O IIPaBOBOI'O aKTa (e]e} YTBEPXOEeHVN @OprI IIPOBEPOHUHOT'O JIMCTa:

3. CIOMCOK KOHTPOJIBHEIX BOIPOCOB, OTpaxawimMx CcoIepxaHue o0g3aTesibHBIX
TpeOOBaHMI, OTBETH Ha KOTOPHE CBUIETEJILCTBYT O COOJOIEHUM UM HeCOoOJIIeHUU
KOHTPOJUPYEMEM JIMLIOM OBS3aTesIbHEX TpeOOBaHMI:

®dopma




N Cnrcok KOHTPOJIBHBIX BOIIPOCOB, PexBu3nuTel HopMaTtuBHBIX | OTBETHI HA BOIIPOCHI, conepskauirecs B CIUCKe KOHTPOJIbHBIX BonpocoB | ITpu

/I | OTpaKaroOLIMX CO/AEPIKAHUE 0053aTeIBHBIX IPaBOBBIX AKTOB C Meua
TpeGoBanuit yKa3aHHEM X OpraHu3anus |:| anTeKa, OCyIIeCTBIIONIAst MEIULMHCKUE | e
CTPYKTYPHBIX €AMHALL, OIITOBOM PO3HUYHYIO TOPTOBIIIO OpraHHM3aluH, B
KOTOPBIMHU YCTAHOBJICHBI TOPIOBJIN (oTITyCK) JIEKapCTBEHHBIX TOM YHCJIE U X
oGs3aTenbHble TpeGoBaHys | ICKAPCTBEHHBIM IpernapaToB HACEICHHIO 000CcO0ICHHBIE
Y CPE/ICTBaMH HOAPA3AETICHUS,
IS I:l arTeKa KaKk CTPYKTYPHOC | pacriosoxeHHbIE
MEIULIMHCKOIO noApa3ACICHUC MCAMIMHCKON B CEJILCKUAX
MIPUMEHEHUSI OpraHusanmnu HACEJICHHBIX
. IYHKTaX, B
I:l alTeYHbIH MMyHKT, B TOM
KOTOPBIX
YHCIIe KaK CTPYKTypHOE
.| OTCYTCTBYIOT
noJpa3AeeHue MEIUIIMHCKON
Apasa S anTevHbIe
OpraHu3aluH
OpraHu3aLiH
|:| WHIWBUTYaJIbHBII
HpeANPUHUMATEITh
Ja | HeT |HempHUM | Ja | HeT HETIPUMEHHMO 71a | HeT | HeIpUM
CHUMO S€HUMO

®enepanpublii 3akoH oT 12 anpenst 2010 r. N 61-D3 "O6 oOparmienny ekapcTBeHHBIX cpeacTB” (nanee - Oenepanbubiii 3akoH oT 12.04.2010 N 61-D3); [IpaBuna
XPaHEHUs JIEKaPCTBEHHBIX CPEACTB JJIsl MEAMIIMHCKOIO IPUMEHEHMS], YTBEPKICHHBIE ITPHKa3oM MuHKcTepCcTBa 3apaBooxpaneHus Pocculickoit @enepannn ot 29
anpens 2025 r. N 260n (3apeructpupoBad MunucrepctBoM roctuiiun Poccuiickoit ®enepanuu 2 utonst 2025 r., peructpanuonsbiii N 82490) (neiicryer no 1
ceHtsa6psa 2031 r.) (nanee - IlpaBuna xpanenus); IlpaBuiia Hajgiexamieil anTeuHOW NMPAaKTUKU JIEKAPCTBEHHBIX IPENapaToB Uil MEAULMHCKOrO MPUMEHEHHH,
yTBEpXkACHHbIE prUKa3oM MuHucTtepcTBa 31paBooxpanenus Poccuiickoit denepanuu ot 29 anpens 2025 r. N 2591 (3apeructpupoBad MUHUCTEPCTBOM FOCTHIIMU
Poccuiickoit ®eneparuu 30 mast 2025 r., peructpanuonssiii N 82462) (neiictByet a0 1 centsops 2031 r.) (nanee - IlpaBuna Hajexaiiei anTeuHoOl NPaKTHKK);
Pemenne Cosera EBpazuiickoil skoHOMHUecKol komuccuu oT 3 Hos0ps 2016 r. N 80 "OO0 yrBepxknenun [IpaBun Hajuiexaiieid 1ucTpuObIOTOPCKON MPAaKTUKH B
pamkax EBpasuiickoro skoHoMuyeckoro coro3a" (Bcrymuio B cuity ans Poccuiickoit @enepaunu 6 mas 2017 1. SBnserca obs3arenbHbIM 171 Poccuiickoit
®enepanuu B cOoTBETCTBUM ¢ JJoroBopom o EBpazuiickoM skoHOMUYecKOM coro3e oT 29 mas 2014 r., patudunupoBanHbiM DeiepaibHbIM 3aKOHOM OT 3 OKTSAOps
2014 1. N 279-®3 "O patudukanuu gorosopa o EBpasuiickom 3KOHOMHUYECKOM coro3e", BcTynuBIieM B cuty Juist Poccuiickoit @eneparuu ¢ 1 saBapst 2015 r.)
(manee - [IpaBuia HaAJEKAIICH AUCTPUOBIOTOPCKO# MTPAKTUKH )




I. Cucrema xauectBa

YTBepkaeHa JIM PYKOBOJUTEIEM CYyOBEKTa
oOpareHus JICKApPCTBEHHBIX CPEICTB
cucreMa Kayecrsa?

nyHkTel 2, 3 IlpaBun
XpaHEeHHUS;

NyHKT 2 - 5, 6, 7, 9 [IpaBuin
HaJIeKaIen anTeYHoM
MIPaKTHUKH;

oyHkT 5 - 6, 9, 11 - 12

[TpaBun HaJlJIeXKalen
JTUCTPUOBIOTOPCKOM
NPaKTUKA

Buenpena nu y aucTpuObroTOpa CHCTEMA
yIIpaBJIEeHUs] U3MEHEHUSMH, OCHOBaHHas Ha
NPUHIUIAX ~ YOPaBICHHUS  PUCKAMHU  JUIS
KauecTBa?

nyHkTtsl 10, 15 TIlpaBun
HaJIexalen
JTUCTPUOBIOTOPCKON
IIPAKTUKU

YcraHoBieH M PYKOBOJICTBOM
IUCTpUOBIOTOpa (hOPMATM30BaHHBIN Mpoliece
NEepUOINYECKOT0 0030pa CUCTEMBI KauecTBa?

MYHKT 13 [IpaBun
HaJuIexKaniei
JTUCTPUOBIOTOPCKON
MPaKTUKH

AHanu3upyeTr JM pYyKOBOJUTENb CyOBEKTa
PO3HMYHON TOPrOBIM CUCTEMY KadecTBa B
COOTBETCTBUM  C  YTBEP)KIEHHBIM UM
1aHoM-rpapukom?

MYHKT 12 IIpaBun
HaJIexKaniei anTeyHoun
MPAKTUKH

JlokyMeHTaJIbHO  0(OpPMJIEHBI  PE3yJbTaThl
0030pa cucTeMbl KauecTBa?

MTYHKT 14 [IpaBun
HaJjIexxaniei
JTUCTPUOBIOTOPCKOM
IIPAKTUKU




Cucrema  KadecTBa  TapaHTHpPYET,  4YTO
OTBETCTBEHHOCTh PAOOTHHUKOB 3a HapyLICHUE
TpeOOBaHUH, YCTAHOBJICHHBIX CTaHIAPTHBIMH

nyn

noAnyHkT "a" myHkrta 3
[TpaBun xpaneHus

OINEepaIlMOHHBIMKM ~ TIpolieAypamMu  (manee - | LIYHKT 16 Hpasun

COIl), onpenenena? HaIeKaNen
JUCTPUOBIOTOPCKON
NPAaKTUKH

Cucrema KauyecTBa TapaHTHpPyeT, 4YTO B|HOANYHKT "O" myHkTa 3

OTHOLLICHUU KaXJ10T0 Hapyenus | [IpaBun xpanenus;

TpeboBanuii, ycranosieHHbIx COllamu,

MIPOBOAUTCS BHYTpPEHHUI ayauT u | [IYHKT 42 IIpasnn

pas3pabaTbIBarOTCA KOppeKTHpyronpe | HAIIEKAMEH  anTedHoH

neucTBus? IIPaKTHKH

OmnpeneneH  pyKOBOAUTENIEM  CyOBEKTa |IyHKT 2 [TpaBun

oOpalieHusl JIEKAPCTBEHHBIX CPEJCTB CPOK | XpaHEHHUS;

xpanenus: COIlog? IIYHKT 58 [IpaBun
HaJyIeKaIen
JTUCTPUOBIOTOPCKON
MPaKTUKH

HaznaueHo nu pykoBoAuTENEM CYObBEKTa|yHKT 4 IIpaBun

oOpallleHusl JIEKapCTBEHHBIX CPEJICTB JIMIIO, | XPAaHEHHUS;

OTBETCTBEHHOE 32 BHEJIPEHHE U OOecrieueHue

CUCTEMBI KayecTBa? ITyHKT U6 HPaBI/Uj
Ha/JICKAIIEH  anTe4YHOH
NPaKTUKU;

nyHkT 8, 17 - 21 IlpaBun
HaJuIeXKaniei
JTUCTPUOBIOTOPCKON
PaKTUKH




10. |Umeercss M IOKyMEHTAlMs  CUCTEMBI | TyHKT 2 IIpaBun
KadectBa, B ToM unciie COII? XpaHEHHUS;
nyHKTel 6, 7, 43 IlpaBun
HaJuIexanei anTe4YHOU
MPaKTUKU;
nyaktel 7, 38, 52, 53
ITpaBun HaJuIeXKamnen
TUCTPUOBIOTOPCKON
MPaKTUKU
11. |UmeroTcst 1y cyObeKTa PpO3HUYHOM |MOAMYHKT "X" myHKTa 7,
TOPrOBIIM  KYpHAIbI, (DHUKCUPYIONIME | TyHKT 8 [TpaBun
MTOATBEPKIAIOIINE TPOIECChl  00ECIICUCHUS | HaIeKaIeh aIlTeYHOU
CHCTEMBI KauecTBa? MPaKTUKHU
12. |ObecnieunBaeT aM PYKOBOIUTENh CyOBEKTa |MOMMYyHKT k" myHKTa 9
PO3HUYHOM TOPTOBJIH Haiuuue | [IpaBun HaJIJIC)KaIICH
MHUHHMAJIEHOTO ACCOPTHUMEHTA | AITE€YHON PAKTUKH;
JIEKapCTBEHHBIX TPEnapaToB, HEOOXOAMMBIX
JUTSL OKa3aHUs MEIUIIMHCKON ITOMOIN? gactb 6  cratbh 55
®denepanbHOro 3aKOHa OT
12.04.2010 N 61-®3
13. |TlonaTHO /M coAepKaHWE MHUCHMEHHBIX |[MyHKTHI 53, 55 TIpaBun
poLenyp, MHCTPYKLUH, JIOTOBOPOB, | HA/IIEXKAaIlIeH
3amucei, 0TYETOB, MPOTOKOJIOB UCIIBITAHUHN U | TUCTPHUOBIOTOPCKOM
Opyrux  OyMaXXHBIX WM  DJIEKTPOHHBIX | IPAKTHKU
HOocuTeNner wHbOpMaIMu, Ha  KOTOPBIX
PErUCTPUPYIOTCS JIaHHBIC (nanee -
JTIOKyMEHTAITH), OJTHO3HAYHO, HE

AOIYCKACTCA ABYCMBICIICHHBIX TOJIKOBaHUI?




14. |JIuom, OTBETCTBEHHBIM 32 BHEJIPEHHME MU |IIYHKT 4 IIpaBun
obecrieueHue CHUCTEMBI Ka4yeCTBa, | XpaHCHMUS,
IIEpeCMaTpUBAECTCSl  JIM ~ PEryjsipHO U
MOJIJICP)KUBACTCSA B aKTyaJdbHOM cOCTOsTHHH | TYHKT 60 [TpaBun
JTOKyMeHTaIus? HaIexKanen

JTUCTPUOBIOTOPCKON
IPAKTUKU

15. |CoxpasstoTcsl JIM 3alMCH, OTHOCSIIMECH K |IIYHKT 61 [TpaBun
BBINIOJTHEHUIO BCEX JEHCTBUM, KacaroluXxcs |Haexalen
MOJTYYCHHOM WJIM TIOCTABICHHON MPOAYKIUH, | TUCTPHOBIOTOPCKON
a TaKXKe 3alUCH IO OKa3aHHI0 OpPOKEPCKUX | IPAKTUKU
yclyr (Hampumep, 3asiBKHM, CUETa, TOBapHbIE
HakjiagHble) WIM  Jpyrue  3alucud B
AJIEKTPOHHOM BUJIE WM UHOU (hopme?

16. | meroTcst 1 yTBEpXKIECHHBIC, TTOANMCAHHBIC | TyHKT 56 IIpaBun
U JAaTUPOBAHHBIE OTBETCTBEHHBIM JIMIIOM | HAJJIeXkKallen
nporeaypsi? TUCTPUOBIOTOPCKOM

IIPAKTUKU

17. |Nmeercs nu yTBEpKACHHAs, MOAMMCAHHAS U | TYHKT 56 ITpaBun
JaTUpOBaHHas JOKYMEHTAlMsl CIIELHaIbHO | HaJiexalen
Ha3HAYEHHBIMU PYKOBOJUTEJIEM JIULAMU? JTUCTPUOBIOTOPCKON

MPAKTUKU

18. |Cobmomaercs nu 3anper Ha OQOPMIICHUE | TyHKT 56 [TpaBun

JOKYMEHTAIUH OT pyKu? HaJJIeXalen
JTUCTPUOBIOTOPCKOM
IPAKTUKU

19. | AaTtupoBaHbl U U MOJMUCAHBI UCTIPABICHUS, | TYHKT 57 IIpaBun

BHECEHHBIE B JJOKYMEHTAIUIO? HaJJIexaren




JTUCTPUOBIOTOPCKON

MPAKTUKU
20. |BHecensl nu ucnpaBieHUs TakKuM 00pa3oM, | TyHKT 57 [IpaBun
9TOOBI COXPaHsIIaCh BO3MOXKHOCTb | HaJJI€Kallen
MIPOYTEHHUSI IEPBOHAYANIBHBIX 3aMKceit? TUCTPUOBIOTOPCKOM
MPaKTUKU
21. |Wmeer nu Kakablii paOOTHHK ONEpPATHBHBIH | TyHKT 59 IIpaBun
JOCTYIN K AOKYMEHTAIlMH, HEOOXOAUMON IS | HaJJiexalen
BBITIOJTHEHUSI CBOMX JOJKHOCTHBIX | TUCTPHUOBIOTOPCKOM
o0s13aHHOCTEH? MPaKTUKH;
nyaktel 9, 11 IlpaBun
HaJyIeKalen anTeYHOU
MPAKTUKU
22. |IlpoBoaUT 71U PYKOBOAMUTENh CYOBEKTA | TyHKT 38 [TpaBun
PO3HUYHON TOPrOBIM OUEHKY JESITEIbHOCTH | HAJJICKAILIECH arTe4yHou
paOOTHHUKOB C LENbI0 HPOBEPKU IOJHOTHI | TPAKTHKH
BBIIIOJIHEHUS TpeOoBaHMI [IpaBun
Ha/IJIeKallell anTeyHol NpakTUKu (nanee -
BHYTPEHHUH ayauT)?
23. |CocraBiisieTcss JIH@  OTYET  BHYTPEHHETO | TyHKT 120 [TpaBwn
ayIuTa, BKJIIOYAKOMMA B TOM  YHUCIE | HAAJIeXKanlei
BBIPa0OTKY MEPONPUITHH IO YCTPaHEHUIO | JUCTPUOBIOTOPCKOM
BBISIBIICHHBIX HAPYIICHUM, KOPPEKTUPYIOIINX | TPAKTUKHU
U TIPEIYNPEXTAIOLIUX MEPOIIPUATHI?
nyHktel 39, 42 IlpaBun
HaJuIeXKaniei anTeYHon

IMPAKTUKN




24.

IIpoBoauTcst U ayauT NPEANPUHATBIX MEP
10 KOPPEKTUPYIOLUIMM M IPEAYyIpexIat0LIM
AecTBUsIM M (WIM) 1O  YCTPAHEHHIO
HapyLEeHUH, BBIABICHHBIX IO pPE3yJIbTaTaM
IIPOBEJIEHHOT'O BHYTPEHHEr 0 ayauTa?

IYHKT 39
HaJuIeXxanei
MPaKTUKHU

IIpaBun
anTeYHOU

25.

dopmupyeTrcst M OTYET O pe3yibTarax
BBIIIOJIHEHHBIX JeHCTBUN u ux
3pGEKTUBHOCTH TpHU TPOBEIECHUH ayIuTa
HIPEINPUHATBIX MEp 10 KOPPEKTHPYIOLUUM U
MPEeNYNPERKIAOMUM JEHCTBUAM U (UJIM) 1O
YCTPaHEHUIO HapyLIeHWH, BBIABICHHBIX I10
pe3ysibTaTaM IPOBEJECHHOTO BHYTPEHHETO
aynura?

IYHKT 39
HaJuIexane
MPaKTUKU

IIpaBun
anTe4YHOU

26.

IIpoBomuTCcst M BHYTPEHHUI
HE3aBHCUMO CIELMAIBbHO Ha3HAYEHHBIMU
pyKoBOIUTENEM  CyOBbEKTa  PO3HUYHOM
TOPrOBIU paboTHUKaMU u (un)
IIPUBJIEKAEMBIMHU 1o PELIEHHIO
PYKOBOJIUTENS cyObeKTa PO3HUYHOMN
TOPTOBJI Ha IOTOBOPHOM OCHOBE JIMLIaMU?

ayauT

MYHKT 40
HaIeKaIIeH
MPaKTUKU

[IpaBun
arTe4yHou

217.

Pa3zpaborana mu COII B nensx opranuzanuu
Y TIPOBE/ICHUS] BHYTPEHHETO ayauTa’?

MYHKT 41
HaJuIexKaniei
MPAKTUKU

[IpaBun
anTeYHOU

28.

IIpoBoautcss 1AM BHYTPEHHUH ayaIuT B
COOTBETCTBUM C  €KErOJHBIM  ILIAHOM,
YTBEP)KIAEMbIM PYKOBOJIUTENEM CyObEKTa
PO3HHYHOM TOpProBiM, HE pexe 1 paza B
nosiroga?

MYHKT 41
HaJuIexKaniei
MPAKTUKH

[IpaBun
anTeYHOU




II. YnpaBnenue 1esTenbHOCThIO, IEPEABAEMON ISl BHIIIOJHEHUS IPYroMY JIUIY (ayTCOPCHHT)

29.

Cucrema KadyecTBa BKIIOYaeT B  cels
KOHTPOJIb M aHalu3  JesTeNIbHOCTH,
MEPEJaHHON HAa ayTCOPCUHT M OTHOCAILLEHUCS
K IPUOOPETEHHUIO, XpaHEHHUIO,
TPAHCIIOPTUPOBKE, MOCTABKE WIJIM SKCIIOPTY?

MYHKT 12
HaJuIexanei
JTUCTPUOBIOTOPCKON
MPaKTUKH

IIpaBun

30.

3aK/II04eH JIM MHUCbMEHHBIM JOrOBOP MEXAY
TUCTPUOBIOTOPOM-3aKa3UUKOM u
HCIIOJTHUTEIICM, o KOTOPOMY
OCYIIECTBISIETCS Tepeiavya NesITeIbHOCTH Ha
aAyTCOPCHHT C YKa3aHHEM OOs3aHHOCTEH
KQX/I0H W3 CTOPOH, IMOpsIKa ICUCTBUH U
OTBETCTBEHHOCTH CTOPOH?

nyakter 12, 110 - 112
[MpaBun HaJyIeXKaIen
TUCTPUOBIOTOPCKON

IMIPAaKTUKH

31.

[lepyoau4HOCT  NPOBEACHUSI  MPOBEPOK
JeSITeNbHOCTH, MEpEeJaHHON Ha ayTCOPCHHT,
OIpeNeNIAeTCSl Ha  OCHOBAHMU  aHaJIU3a
pHUCKOB?

MTYHKT 111
HaJIexalen
JTUCTPHOBIOTOPCKON
IIPAKTUKU

IIpaBun

32.

HcnonHser a1 00s3aTenbCTBa MO JOTOBOPY
ayTCOPCUHTa KBJIU(PUIIMPOBAHHBIN
nepcoHan?

MYHKT 113
HaJuIexKaniei
JTUCTPUOBIOTOPCKON
MPAaKTHKH

[IpaBun

33.

WNwmerorcss 1M MOMENIEHHs,  KOTOpbIE
HEOOXOANUMBI Il UCTIOJIHEHUS 00s13aTeNIbCTB
10 JIOrOBOPY ayTCOPCHHTa (OAHO U3 YCIOBHH
JI0OTOBOpa ayTCOPCHUHIa)?

MYHKT 113
HaJuIe)Kalen
JTUCTPUOBIOTOPCKOM
IPAKTUKU

IIpaBun

34.

HNmeercs 1 oOopynoBaHHe, KOTOpPOE
HEOOXOJMMO JIJIsl UCTIOTHEHUSI 0053aTeIbCTB

MYHKT 113
HaJuIeXKaniei

[IpaBun




10 JIOTOBOPY ayTCOPCHHTA (OAHO U3 YCIOBHMA
JI0OTOBOpa ayTCOPCHHTa)?

JTUCTPUOBIOTOPCKON
NPaKTHKH

35.

Nwmerotes hiys JIOKYMEHTHPOBaHHbBIC
MPOLEAYPHl, KOTOpbIE HEOOXOMUMBI st
UCTIOJIHEHUSI  00s13aTEJIbCTB 1O JIOTOBOPY
ayTcopcuHra (OIHO W3 YCIIOBHH JIOTOBOpA
ayTcopcuHra)?

MYHKT 113
HaJIeKaIeH
JTUCTPUOBIOTOPCKOM
MPaKTUKU

[IpaBun

36.

VBenomisieTcst b0 JIOKYMEHTaJIbHO
WCIOJHUTENIb MO JIOTOBOPY ayTCOPCHHTIa
(oHO W3 yCTOBHWI JOrOBOpa ayTCOPCHHTA)
000 Bcex (akrTopax, CBSI3aHHBIX C
JIEKapCTBEHHBIMHU npernaparamu WIIH
JIeSITEIbHOCTBIO, repeaBaeMomn Ha
ayTCOPCUHTI, KOTOpPBIE MOTYT MPEACTABISThH
OIIaCHOCTH JUISt €ro IMOMEIICHHI,
o0opynoBaHus, nepconana?

nyHkTel 115 - 116 IlpaBun
HaJJIeXaIen
JTUCTPUOBIOTOPCKON
IPAKTUKU

III. ITepconan

37.

Nmeerca mm vy
JIEKAPCTBEHHBIX
nepcoHan?

cyOBeKTa
CpENCTB

oOparieHus
HEO0OXOINMBII

nyHkTel 16, 22 IlpaBun
HaJuIexKaniei
JTUCTPUOBIOTOPCKON
MPaKTUKH

38.

YT1BepxkaeHa
OpraHMU3alMOHHAs
TUCTPUOBIOTOPA B BUAE CXEMBbI?

M PYKOBOAUTENEM

CTpYKTypa

MTYHKT 23
HaJuIe)Kalen
JTUCTPUOBIOTOPCKOM
IPAKTUKU

IIpaBun

39.

3akpenyeHsl
WHCTPYKITUSX

T B JOJKHOCTHBIX
00513aHHOCTH u

nyHkTel 16, 24 IlpaBun
HaJuIeXKaniei




OTBETCTBEHHOCTh  PA0OTHUKOB  CYOBEKTA | AUCTPUOBIOTOPCKOM
oOpallleHusi JIEKapCTBEHHBIX MPENapaToB, B |MPaKTHUKH;
TOM YHUCJI€ OTBETCTBEHHOTO JIHIa?
MYHKT 13 [IpaBun
HaJyIeKalen arTe4YHOU
MPAKTUKU
40. |IIpoBoasTCS M MOATOTOBKH (MHCTPYKTaXH) |IyHKTBI 25 - 27 IlpaBun
nepcoHasa B COOTBETCTBUU ¢ | Hammexamei
1aHoM-TpadukomM? TUCTPUOBIOTOPCKOM
MIPAKTHKH;
nyaktel 10, 11 IlpaBun
HaJIexaren anTe4yHon
MIPAKTHKH
41. |OOyueHnue  mepcoHANa  TPOXOAUT  HA|IMYHKT 25 [IpaBun
OCHOBAaHMUU  MHUCBMEHHO  O(OPMIIEHHBIX | HAAJEKAIIEH
MIPOLEAYp U IPOrpaMMbl 0OyueHus? JTUCTPHOBIOTOPCKON
MPAKTHKU;
nyaktel 10, 11 IlpaBun
HaJuIexKaniei anTeYHon
MPAKTUKU
42. |Ilpomen nu mepcoHan, pabOTAIOMIMI ¢ |MTyHKT 26 [IpaBun
NpOAYKUHEW, B  OTHOUWIEHHH  KOTOPOM | HAJJIEkKaIEH
YCTaHOBJIEHBI ~ Oollee  JKECTKHUE  YCIIOBUS | JUCTPUOBIOTOPCKOM
oOparieHus1, CeHaIbHYI0 MOATOTOBKY? MIPAKTUKH
43. | XpaHsaTcs M 3am0MCH O  NPOBEACHHH | TyHKT 27 IIpaBun
oOyueHus u 00 3QppeKTUBHOCTH 00yUeHUd? | HaaJexKaei

JTUCTPUOBIOTOPCKON




NPAaKTUKH

44. | YcTaHOBNIEHBl JIM OTBETCTBEHHBIM JIMIIOM | TYHKT 28 IIpaBun
IIpoLEeAypsl 10 TUTHMEHE Tpyla M JINYHOM | HaJJIexaluen
TMTUeHe  paOOTHHUKOB, MPHUMEHUMBIE K| JUCTPHUOBIOTOPCKON
OCYILIECTBIISIEMOU JEATEIBHOCTH? IIPAKTUKU
45. | Buenpsitorcs b0’ Ha nepuon | myHkTel 10, 11, 14 IlpaBun
UCIBITATENbCKOTO CpPOKa paOOTHUKOB B |HajJexallen anTeYHOU
COOTBETCTBUM C  JIOKQIbHBIMH  AKTaMU | IPAKTUKHU
cyOBeKTa PO3HUYHOMN TOPTOBIIHU
MEPOIPUATHS 110 afanTauuu?
IV. ITomermienus 1 (Min) 30HBI U1 XpaHEHUS JIEKAPCTBEHHBIX CPEJICTB
46. |Vmeer nu opraHuzanusi ONTOBOH TOPTOBIIHM | TYHKT 5 [IpaBun
JIEKapCTBEHHBIMU CpPEACTBAMM YHCTBIE U |XPAHEHUS;
Cyxu€, IpPUrOJHBIE  IOMELIEHUS U
OCYIIIECTBIICHUS JEATSIBHOCTH MO XpaHeHuFo | [TYHKTDI 29, 31, 35 Ilpasun
u pacrpoCcTpaHeHHIO JleKapCTBeHHBIX | HAUTEKAIIeH
IpenapaTos? JTUCTPUOBIOTOPCKOM
IIPAKTUKU
47. |ObecnieueHa JM 3allUTa OT MPOHUKHOBEHMS | TYHKT 36 [TpaBun
HAaCEKOMBIX,  TpPBI3YyHOB  WJIM  JPYIHX | HaAJIexalen
KUBOTHBIX B TOMEILEHUS AJIs1 XPAaHEHUS? JTUCTPUOBIOTOPCKON
MPAKTUKU
48. |Pa3zpaboraHa /M OTBETCTBEHHOM JIMILIOM | TyHKT 36 ITpaBun
porpaMMa Mpo(HUIAKTUYECKOT0 KOHTPOJIA | HaJiexalen
BpeauTeneit? JTUCTPUOBIOTOPCKON
MPAKTUKU
49. |OmpenensieTcss M B OpPTaHU3AIlMH ONTOBOM | TyHKT 6 [TpaBun




TOPrOBIM  JIGKAPCTBEHHBIMH  CPEACTBAMU
ion@aabr  MOMENIEHUA Uil  XpaHCHUS
JIEKAPCTBEHHBIX CPEJICTB, 32 HCKIIOUYEHUEM
aMUHUCTPATUBHO-OBITOBBIX, HCXOJS W3
00BEMa XPaHUMBIX JICKAPCTBEHHBIX CPENICTB?

XpaHECHUS;

IYHKT 30
HaJuIexanei
JTUCTPUOBIOTOPCKON
MPaKTUKH

IIpaBun

50.

B  opramuzamumum = ONTOBOM  TOPrOBIU
JIEKAPCTBEHHBIMU ~ CPEJICTBAMHM  ILJIOIIA[(b
MOMEIIEHUN Ji1 XpaHEHUsl JIEKApPCTBEHHBIX
CpPEICTB, 3a HCKIIIOUCHHEM
a/IMMHHUCTPATUBHO-OBITOBBIX, COCTaBISIET HE
meHee 150 kB. M?

nyHKT 6 [IpaBun xpanenus

ol.

OtneneHsl b1 KOMHATBI OT/IbIXa,
rapJepoOHbIle KOMHATBI, TYIIEBbIC H TYaJICThI
111 paOOTHUKOB OT 30H XpaHEHHs?

IYHKT 37
HaJIexalen
JTUCTPHOBIOTOPCKON
IIPAKTUKU

IIpaBun

52.

[Tomemenuss U (UaM) 30HBI TSI XpaHEHUS
JIEKAPCTBEHHBIX  CPEACTB  (PYHKITMOHAIBHO
00beTMHEHBI B SIUHBIN OJIOK,
W30JIMPOBAHHBIA OT WHBIX IOMEIICHUH U
(wM) 30H, HE MPEeJHA3HAYEHHBIX IS
XPaHEHHUS JICKAPCTBEHHBIX CPEICTB?

IIYHKT 7 IIpaBun

XpaHEHUS;

MYHKT 30
HaJuIe)Kalen
JTUCTPUOBIOTOPCKOM
IIPAKTUKU

IIpaBun

53.

Pacronmaratorcss 1M Bce  TOMEIICHUS
CyOBeKTa PO3HMYHON TOPTrOBIM B 3IaHUU
(ctpoeHun) M QPyHKIIMOHATBHO OOBEIMHEHBI,
M30JIMPOBaHbl OT JIPYTHX OpraHu3alui, WU
o0ecreynBaoT OTCYTCTBHE
HECaHKI[HOHHUPOBAHHOTO Joctyna

MYHKT 18
HaJuIexKaniei
MPAKTUKH

[IpaBun
anTeYHOU




IMOCTOPOHHUX JIUI B HOMCH_IGHI/ISI?

54.

Pasmemiensl 1M CcyOBEKTOM  pO3HUYHOU
TOPrOBJIM B JOCTYITHOM JUIsl O3HAKOMJICHHUS
MECTEe CBEICHHUS O BHJIE CYObEKTa PO3HUYHOM
TOProBIIK ~ Ha  PYCCKOM  SI3bIKE  H
HAIMOHAJILHOM s13bIKe cyOBbekTa Poccuiickoit
Oenepanuu (ecu PelyCMOTPEHO
3aKOHO/IATEeNbCTBOM CcyOBbekTa Poccuiickoi
Oenepanuu), MOTHOM U (B clydae, €ciu
UMEETCs]) COKpAlleHHOM HaUMEHOBAaHUU, B
TOM uucie (UPMEHHOM HAUMEHOBAaHUU, H
OpraHU3aIMOHHO-TIPaBOBON (opMe CyObeKTa
PO3HUYHON TOPrOBIM, PEXKUME PaOOTHI
CyObeKTa pO3HUYHON TOPTOBIU?

MyHKT 19
HaJuIexanei
MPaKTUKU

IIpaBun
anTe4YHOU

95.

[Tomemenuss U (UaM) 30HBI JUIsI XpaHEHUS
JICKapCTBEHHBIX CPEJICTB IOCIEI0BATEIBHO
B3alMOCBS3aHbI?

nyHKT 7 [IpaBwi xpaneHus

56.

[Tomemienuss U (UaM) 30HBI JUIsI XpaHEHUS
JIEKapCTBEHHBIX CPEICTB UCKJIIOYAIOT
nepeceyeHne TEXHOIOTHYECKUX TOTOKOB?

MYHKT 7
XPaHEHUS;

IIpaBun

MYHKT 33
HaJuIexKaniei
JTUCTPUOBIOTOPCKON
MPaKTUKH

[IpaBun

S7.

[TpoBenenue MOTPY304HO-Pa3TPY30UHBIX
paboT ocymiecTBIseTCS MpU O00eCIeYeHUH
3alUTBl  OT BO3AECUCTBUA aTMOCQEPHBIX
0CaJKoB?

MTYHKT 8
XpaHEeHHUS;

IIpaBun

IYHKT 33
HaJuIeXKaniei

[IpaBun




JTUCTPUOBIOTOPCKON

HPaKTUKU
58. |IIpoBenenue HOIPy30YHO-PA3rPy30UHBIX | TYHKT 8 ITpaBun
paboT ocCymIecTBIsIETCS MPH 00ECIeYeHUH | XpaHEHHS,
3alIUThl OT BO3AECUCTBUS HU3KUX U BBICOKHX
TemrepaTryp? ITYHKT %3 Ipasun
HaJUIeKalei
JTUCTPUOBIOTOPCKON
HPaKTUKU
59. |Umerorcs nu momemieHuss W (WJIM) 30HBL |HOANYHKT "a" myHkTta 9
npeaHa3HauYeHHbBIE TUIst npuemku | [IpaBun xpaHeHus;
JICKapCTBEHHBIX CPEJACTB, C BBLACICHHON
30HOM ISl OYMCTKU Tapbl? ITYHKT 3u3 pasun
HaJUIexKalei
JTUCTPHOBIOTOPCKON
HPaKTUKU;
nyHktel 20, 36 IlpaBun
HaJuIexKaniei alTeYHoOn
NPaKTUKU
60. |UmetoTcst nu momeuieHuss M (WIM) 30HBL, |MOANYHKT "6" myHkTa 9

MNpE€aAHa3HAUYCHHBIC OJId OCHOBHOI'O XpaHCHUA
JICKApCTBCHHBIX Cpe,ZLCTB?

IIpaBun xpaHeHus;

MYHKT 20 [IpaBun
HaJuIexKaniei anTeYHon
NPaKTUKU;

IIYHKT 32 IIpaBun
HaJuIexKanie
JTUCTPUOBIOTOPCKON

MPaKTHKU




61.

Nwmerorcs 1y cyObeKTa PO3HUYHOM
TOPTOBIM TIOMEUICHUS M (WJIM) 30HBI JUIS
TOPTOBJIM JIEKAPCTBEHHBIMHU TIperapaTamu?

nyn

noanyHkr "a" mynkra 20
ITpaBun HaJuIeXKanen
anTeYHOU NPAKTUKU

62.

Pa3zmematorcs 1 B momMenieHud U (WIIH)
30HE, TMpEAHA3HAYEHHBIX JJs TOPrOBIIH,
BBIIIUCKA M3  peecTpa  JIMLIEH3UW  Ha
(bapmaleBTHUECKYIO JESITeIIbHOCTD u
BBIIIUCKA M3  peecTpa  JIMIEH3UH  Ha
JEeSTeNbHOCTh 0 00O0POTY HApKOTHYECKHX
CPEICTB, TICUXOTPOMHBIX BEIIECTB U HUX
MIPEKypPCOPOB, KYJIbTUBHPOBaHHE
HApPKOCOIEpKALIUX pacTeHui (npu
HaJIu4uu)?

nan

noamyHkT "a", "0" myHKTa
37 IlpaBun Haajgexaleu
alTEeYHOU NPAKTUKU

63.

Pasmernraercs 1 B momeneHuu u (HIM) 30HE,
MpPeTHA3HAYCHHBIX JJII TOPTOBJIM, BBIITUCKA
U3 peecTpa pa3peuicHUld Ha OCYILECTBICHHUE
PO3HUYHON  TOPTrOBIW  JICKAPCTBEHHBIMH
npemnapaTamMmu TUIs MEAUIIMHCKOTO
MPUMECHCHHUS  JTUCTAHIIMOHHBIM  CIIOCOOOM
(mpu HATIMYMH)?

noAnyHKT "B" myHkrta 37
[TpaBun HaJlJIeXKalen
anTeyHO! MPaKTUKU

64.

Pazmerniaercs 11 B moMeIeHuu U (MIM) 30He,
MMpeaHa3HAYCHHBIX JIIA TOPIroBJIH,
uHpopMalKs 0 HEBO3MOXKHOCTH BO3Bpara M
oOMeHa JIEKapCTBEHHBIX IIpenapaToB
Ha/IJIeKallero Kkauecrna?

noAnyHKT '"r" myHkra 37
[TpaBun HaJuIeXKanen
anTEeYHOM MPaKTUKU

65.

Nmerorcs 1My CcyOBbeKTa PO3HUYHOM
TOPTOBIIM TOMEIIEHUS U (UJIN) 30HBI OTITYCKa
JIEKapCTBEHHBIX MpenapaToB (MpU HATUYUH)?

noanyHKT "0" myHkra 20
[TpaBun HaJuIeXKanen
anTEYHOHN NMPAKTUKU




66.

Nwmerorcs 1y cyObeKTa PO3HUYHOM
TOPTOBJIM TIOMEIIEHUs W (WJIH) 30HBI
M3TOTOBJICHHS JICKAPCTBEHHBIX IPENapaToB
(npu HaTTM4KK)?

nyn

noanyHkr "B" myHkra 20
ITpaBun HaJuIeXKanen
anTeYHOU NPAKTUKU

67. |Umerorct nm y cyObekTa pO3HUYHOMU |MOANYHKT 'r" myHkrta 20
TOPrOBIM  aJIMUHHCTPATUBHO-ObITOBBIE U |[IpaBun HaJUIeKaIen
(M) I pa3enbHOTO XPAHEHUs OMAEXK/bL, | AITEYHON MPAaKTUKU
IIpyeMa MULIY TOMEIIEHUS U (WJIK) 30HbI?

68. |Ompenenen M pPyKOBOAHUTEIEM CYOBEKTa |ITyHKT 21 [TpaBun
PO3HMYHOM TOProOBJIM AOCTYH paOOTHHUKOB B|HAaJJexalled  anTeyHOH
MOMEILEHUS U (1) 30HbI? IIPaKTUKHU

69. |OmpeneneHo 1M pyKOBOAUTENEM CyObBEKTa |ITyHKT 22 [TpaBun
PO3HMYHOM  TOPrOBIM  HAJMYME  UHBIX |HAAJEXKalled  anTeyHon
[IOMEILEHUH U (W) 30H B COCTABE IUIOIIAIU | IPAKTUKHU
NOMEIIEHUH M (WIK) 30H, HCIOJIb3YEMbIX
CyOBEKTOM PO3HUYHOUN TOPTrOBIU?

70. |Umerorcst nu momenieHuss W (WJIM) 30HBI, |TOAMYHKT "B" myHKTa 9
npeJHa3HauYeHHbIE IS xpaHenus | [IpaBun xpaneHus
JEKapCTBEHHBIX  CPEICTB,  TPEOYIOIMUX
CIIEIMATbHBIX  YCJIOBHI, YCTaHOBJECHHBIX | IYHKT 32 Hpasun
TIPOM3BOIUTEIISAME JIEKAPCTBEHHBIX cpecTB | HAMIEKAIIEH
U JIEKapCTBEHHBIX CPEACTB, YKAa3aHHBIX B JMCTPHOBIOTOPCKOM
rnase [V IlpaBun xpanenus? IIPAKTHKH

71. |UmeroTcss 1 momerneHuss W (WiU) 30HBL |TOANYHKT T myHkTa 9
npeJHa3HauYeHHbIE IS xpanenus | [IpaBun xpanenus;
(banscuuIMpPOBaHHBIX,

HEe100pOKaYeCTBEHHBIX, KOHTpagakTHbIX | TYHKT 32 pasun
JIEKapCTBEHHBIX CPEACTB? HaJUIeKaIeH




JTUCTPUOBIOTOPCKON
NPaKTHKH

72.

Nmerorcss nu momemieHuss u (WIM) 30HBI,
npeaHa3HauYCHHBIE Uit XpaHEHHS
JIEKapCTBEHHBIX MPENapaTroB, B OTHOLICHUH
KOTOPBIX B CHCTEME MOHUTOPHHTA JABHKCHHS
JIEKapCTBEHHBIX [pernapaToB JUIS
MEIULIUHCKOTO TPUMEHEHHUS OTCYTCTBYIOT
CBE/ICHUS 0 HAHECCHHUH CpEeICTB
UACHTUUKAIMA U (WIN) CBEICHHS O BBOJIC B
rpaxaaHcKuii 060poT?

noAnyHKT '"r" myHkTa 9
IIpaBun xpaHeHus;

IIYHKT 32
HaJuIexane
JTUCTPUOBIOTOPCKON
MPaKTUKH

IIpaBun

73.

WmeroTcss nmu momenieHuss W (MJIM) 30HBI,
npeaHa3HauYCHHBIC JJISL XpaHCHUA
JICKApCTBCHHBIX MPENapaToB, B OTHOIICHUH
KOTOPBIX OCYIIIECTBIICHA OJIOKMPOBKA
BHECCHHS B  CHCTEMY  MOHUTOPHHIA
ABWIKCHUS JICKAPCTBCHHBIX IMPCIIapaToB IJId
MEIUIIMHCKOTO TPUMEHEHHUS CBEACHHH O
BBOJIE B T'pakJlaHCKUK 000poT, 006 obopore
WJIH O TpeKparieHun obopota?

n_n

noAnyHkT '"r" myHkra 9
IIpaBun xpaHeHus;

IIYHKT 32
HaJIexalen
JTUCTPHOBIOTOPCKON
IIPAKTUKU

IIpaBun

74.

HNmeroTcss nu momemieHus W (WIU) 30HBI,
npeAHa3HauYeHHbIE U1 JIEKAPCTBEHHBIX
Mpenaparos, pUMEHEHNE KOTOPBIX
MIPUOCTAHOBJICHO 1o peIIeHuIo
YIIOJTHOMOYEHHOTO  (hefepaabHOro OpraHa
HWCIIOTHUTETbHON BIacTh?

noAnyHKT '"r" myHkTta 9
IIpaBun xpaHeHus;

ITYHKT 32
HaJuIe)Kalen
JTUCTPUOBIOTOPCKOM
IPAKTUKU

[IpaBun

75.

Nmerorcs nmu momerieHuss U (WJIM) 30HBI,
nMpeAHa3HauYeHHbIE U1 JIEKAPCTBEHHBIX

noAnyHkT "r" myHkra 9
IIpaBun xpaHeHus;




[pernaparoB, TPAKIAHCKUNA 00OPOT KOTOPBIX | TYHKT 32 IIpaBun
npeKparieH? HaJuIexaniei
JTUCTPUOBIOTOPCKON
MPAKTUKU
76. | XpaHATcS JU OTAEIBHO, C OTPaHUYEHHEM |TOANYHKT 'T" myHkTa 9
JOCTyMa, B COOTBETCTBYIOIIEM 3aKpbIToM | [IpaBui XxpaneHus;
MTOMEIICHU U u () 30HE WIn
sanuparoniemMcsi  Imkady  JexapcTBeHHsle | TYHKT 32 Ipapu
Tpenaparhl, TPAKIAHCKHHA 000pPOT KOTOpHIX |HAVIEKaIeH
IpeKpaeH? JUCTPUOBIOTOPCKOM
MPAKTUKU
77. |UmeroTcs nu momemieHuss W (WiIM) 30HBL, [MOAOYHKT "r" myHKTa 9
MpelHa3HauYeHHbIC I JIeKapCTBEHHBIX | [IpaBwit XxpaHeHus;
MIpernapaToB, CPOK FOJJHOCTU KOTOPBIX UCTEK?
IIYHKT 32 [IpaBun
HaJIexalien
JTUCTPHOBIOTOPCKON
MPAKTUKU
78. |merorcs nu momemieHuss W (WIM) 30HBL, [MOANYHKT "r" myHKTa 9
MpelHa3HaYeHHbIe  JUIA  JIeKapCTBEHHBIX | [IpaBwit XpaHeHus;
MpemnapaToB, B OTHOIIEHUH KOTOPBIX HE
coOroieHBl TpeOoBaHMs, orpeneicHHble Ha |TYHKT 32 IpaBun
OCHOBaHUU 4acTu 5 CTaThu 67 | Ha/UIeKAIeH
®enepanpHoro 3akona ot 12.04.2010 N JUCTPHOBIOTOPCKOM
61-d3? MPAKTUKU
79. |Umerorcs nu momemeHuss u (WiIK) 30HBL, [MOANYHKT """ myHKTa 9
NpeIHa3HAaYeHHBIC  JIA KapaHTHHHOTO | [IpaBwi XpaHeHUs;
XpaHEHUSs JICKAPCTBEHHBIX CPEICTB?
ITYHKT 32 [IpaBun




HaJIeKaniei

JTUCTPUOBIOTOPCKON
IPAKTUKU

80. | XpaHsrcs JM OTAEIBHO, C OTPAaHMYCHHMEM |OAMYHKT "n" myHKTa 9
JOCTyHla B COOTBETCTBYIHOIEM 3akpbIToM | [IpaBuin xpanenus;
[MOMEILIEHU U u () 30HE 1581051
3amuparomiemMcss  mkady — JekapcTBeHHbIe | TYHKT 32 Hpasun
CpeICTBa, npeHa3HAYCHHBIC Juis | HAAUIexKaIen 5
KapaHTUHHOT'O XpaHeHuUs? JUCTPHOBIOTOPCKOM

IPAKTUKU

81. |Mmetorcss nu momemieHus W (WiIM) 30HBL |TOAMYHKT "e" myHKTa 9
npeqHasHaueHHble  ans  otOopa  mpoO | [IpaBun xpaneHus
(0Opa3110B) JIEKapCTBEHHBIX CPEACTB?

82. |metorcss nu momemieHUs W (WiIM) 30HBL | TOAIMYHKT "X" myHKTa 9
npeJHa3HauYeHHbIE IS skcnenuu | [IpaBun xpanenus;
JIEKapCTBEHHBIX CPEACTB (OTTPY3KH)?

MYHKT 33 [IpaBun
HaJuIexKaniei
JTUCTPUOBIOTOPCKON
MPAKTUKU

83. | Opranu3oBaHbl JIM MIOMENICHNUS U (W) 30HBI | ITYHKT 10 IIpaBun
JUIL XPAaHEHUs JIEKapCTBEHHBIX CPEICTB C|XpaHEHUS;
BO3MO>KHOCTBIO MX UICHTU(DUKAIIUU?

ITYHKT 32 IIpaBun
HaJuIe)Kalen
JTUCTPUOBIOTOPCKOM
MPAaKTUKH

84. |OGecnieunBaercss Ju TpeOyeMblii ypOBEHb | ITYHKT 10 IIpaBun

0€30IMacHOCT W BaJWJAlIMH  CHCTEMBI,

XpaHEHUS;




3aMEHSIOIIECH pa3/ielICHUE MOMEUIEHUN U
(unu) 30H A7 XpaHEHHS JIEKapCTBEHHBIX
CpeAcTB, B TOM 4HCJIE [OCPEICTBOM
AIIEKTPOHHON 00paboTku JTAHHBIX
(KOMIBIOTEPU3UPOBAHHON CUCTEMBI)?

IIYHKT 32 IIpaBun
HaJuIeXxanei
JTUCTPUOBIOTOPCKON
HPAaKTUKU

85. | Xpansrcs a1 00OpyAOBaHUE, WHBEHTAph U |IYHKT 22 [TpaBun
MaTepHuaibl JUIsl YOOpKU (OYMCTKH), a TaKKe | XpaHEHHUS;
MOIOIIME M Je3UH(UIUPYIOIIUE CPEACTBA B
MOMEIeHUAX W (WiM) 30HAx, IKadax,|TYHKT 35 IIpaBun
OTJIEBHBIX OT MOMEIICHUH U (WJIH) 30H IS HaJIeKAIICH
XPaHEHMS JICKAPCTBEHHBIX CPEJCTB, IKa(hoB JUCTPHOBIOTOPCKOM
JUIS. XpaHEHUS JIEKapCTBEHHBIX CPEJCTB? IIPAKTHKH

86. | Mmerotcs M [IPOrPaMMBl, | TYHKT 35 [TpaBun
JOKYMEHTUPOBAaHHbBIE IPOLIEAYPbI, 3aMCHU I10 | HaAJIexaIen
OUYHUCTKE NOMELIEHUI U 000pyaoBaHus? JTUCTPHOBIOTOPCKON

HPaKTUKU
87. |CobmoiaeTcs M 3ampeT Ha XpaHEHHUE | IyHKT 23 [IpaBun

MPOJYKIIHH, HE OTHOCSIIeHCS K
JIEKapCTBEHHBIM CpEIICTBaM, 3a
UCKIIIOYEHUEM MpPOJYKIHMH, YKa3aHHOW B
yacTd 7 cTaThu 55 PenepanbHOro 3aKoHa OT
12.04.2010 N 61-D3, a TaKXe
JIEKapCTBEHHBIX IIPENapaTroB JUIsl JIMYHOTO
ITOJIb30BaHUs paboTHUKaMU cyOBeKTa
oOpalleHusi JIeKapCTBEHHBIX CpEACTB, B
MOMEIIEHUAX U (WIM) 30HaX AJsl XpaHEHHUs
JIEKapCTBEHHBIX CPEACTB?

XpaHEHUS;

ITYHKT 37 IIpaBun
HaJUJIeKaIlen
JTUCTPUOBIOTOPCKOM
IIPAKTUKU

V. O6GopynoBaHue i XpaHEHUS JIEKapCTBEHHBIX CPE/ICTB




88. | NmeeTtcs M B HaJIMYuU COIL, | myHKT 38 [TpaBun
perinaMeHTHpYoIas KOHTPOJIb 3a | HaJexaren
YCIOBHSIMA ~ TIPOM3BOJCTBEHHOW  CpeJbl | TUCTPUOBIOTOPCKOM
HoMeuleHus? HPAaKTUKU

89. | XpaHaTrcs M TEXHUYECKHE  IACHOpTa | MyHKT 26 [IpaBun
(MHCTpYKLIMH, PYKOBOJICTBA) K | Ha[uIexKaueun anTeYHOU
000pYZI0BaHUIO, UCHOJIB3YEMOMY CYOBEKTOM | IPAKTUKU
PO3HMYHOM TOPrOBIM, B TEYCHHE BCETO
BPEMEHHU HKCIUTyaTalM o0OpyaoBaHUs (B
cllydae €clid HaJlM4he TaKUX TEXHUYECKUX
[acrnoproB  (MHCTPYKLUUH,  PYKOBOJCTB)

IIPEyCMOTPEHO IIPOU3BOIUTENIEM
obopynoBaHus)?

90. | O6opynoBaHue, OKa3bIBaloOIee BIHUSHUE Ha |IIyHKT 40 [TpaBun
XpaHEHUE U pealu3alUI0 JEKApCTBEHHBIX | HAJIekKallen
CPEACTB, NPOEKTHPYETCS, pa3MeIlaeTcs U |AUCTPUOBIOTOPCKON
OOCITy’)KUBAETCSA COTJIACHO WHCTPYKIHUSAM TIO | IPAKTUKH
€ro UCHOJIb30BaHUIO (IKCILTyaTalun)?

91. | Umeer m CyOBEKT oOparieHus | MoAMyHKT "a" myHkTta 11
JIEKapCTBEHHBIX CPEACTB it obecneueHus | [IpaBun XxpaHeHus;
npoiiecca XpaHEeHHUs CHCTEMBI
KOHJIUIIMOHUPOBAHUS? nyHKThl 23 - 25 IlpaBun

HaJIexKaniei anTeyHoun
MPaKTUKH;

MYHKT 44 IIpaBun
HaJjIexxaniei
JTUCTPUOBIOTOPCKOM

IMPAKTUKN




92.

Nwmeer M CyOBeKT oOparieHus
JICKApCTBEHHBIX CPEICTB Ui OOeCTiCUeHHUsI
nporecca XpaHeHHsI XOJIOAWIbHbIE KaMephl 1
(WH) XOJMOAMIILHUKH ?

noanyHkT "0" mynkra 11
[paBun xpaHeHus;

nyHKTel 23 - 25 IlpaBun

HaJJIeXaIen anTeYHOU
IPaKTUKU

93. | Umeer hivv| CyOBEKT oOparmeHus | moamyHkt "B" myHkTta 11
JICKapCTBEHHBIX CPEACTB s obecneueHus | [IpaBun xpanenus;
Ipolecca XpaHEeHUs] OXPaHHYIO U MOXKAPHYIO
CHIHATI3AIHN? nyaktel 34, 44 IlpaBun

HaJUIexKalei
TUCTPHOBIOTOPCKON
HPaKTUKU;

94. |Hmeer I CyOBEKT oOpatenust | moanyHkT "r" myHkra 11
JIEKapCTBEHHBIX CPEACTB it obecneueHus | [IpaBun xpaHeHus;
mporecca XpaHEHUsT CHUCTEMY KOHTPOJI
nocryma? nyHkTel 34, 44 IlpaBun

HaJUIexaIei
JTUCTPUOBIOTOPCKOM
NPaKTUKU

95. | Umeer m CyOBeKT oOparmieHus | moamyHkT "n" myHkra 11

JIEKapCTBEHHBIX CPEACTB JJs 00ecrnedyeHus
mmpolecca XpaHEHUs CpeacTBa WU3MEpeHUi
JUTS perucTpanuu TEMITEpaTypbl u
OTHOCUTEJIBHOW BJIAXKHOCTH BO3AyXa JHOO
aBTOMAaTU3MPOBAHHBIE CUCTEMBI
KpYIJIOCYTOYHOTO MOHUTOpPHHIA
KJINMAT-KOHTPOJIS TEeMITepaTypbl 51
OTHOCHUTEIIBHOM BIIQXXHOCTH BO3JyXa Ul
Pa3IMYHbIX KIUMaTHYECKUX 30H?

IIpaBun xpaHeHus;

nyHKTel 24 - 25 IlpaBun
HaJuIexKaniei anTeYHon
NPaKTUKH;

nyHkTel 38, 44 IlpaBun
HaJuIeKaniei
JTUCTPUOBIOTOPCKON
PaKTUKH




96.

[Mponum 1 KanmUOPOBKY M TEPUOAHUECKYIO

noAnyHkT "a" mynkra 11,

IIOBEPKY B COOTBETCTBMM C TpPeOOBAaHUSAMM |IIyHKT 18 ITpaBun
3akoHonarenscTBa Poccuniickoit denepanuu | XpaHEHHUS;
00 oOecrieueHUW €IMHCTBA HM3MEpPEHUN
cpencTBa M3MepeHHid ans  peructpanuu | TYHKT ‘il Hpasun
TEMIIEPATypbl U OTHOCUTEIILHOHN BiakHOCTH | HAAICKAIICH
BO3/yXa 1100 ABTOMAaTH3UPOBAHHBIE JMCTPHOBIOTOPCKOM
CHCTEMBI KPYIIIOCYTOYHOI'O MOHHTOpHHTa | IPAKTUKH,
KJIMMaT-KOHTPOJIS TeMIIepaTypsl u
OTHOCI/ITeJH)HEﬁ BJIQ)KHOCTH Bozﬂyz?:l? TLYHIT %6 HpaBHJ}
Ha/JICKAIIEH  anTe4HOU
HPaKTUKU
97. |Hmeer I CyOBEKT oOpatenus | moagnyHkT "e" myHkTta 11
JIEKapCTBEHHBIX CPEACTB it obecneueHus | [IpaBun xpaHeHus;
porecca XpaHeHHs CTeJJIaXku, IIKadbl,
HOJIIOHBI, IOATOBAPHUKU? ITyHKTBI 243 25 HpaBI’Uj
Ha/JIeKalleld  anTe4yHou
NPaKTUKA
98. | Umeer bzt CyOBeKT oOpamienus | mogmyHKT k" myHkTa 11
JIEKapCTBEHHBIX CpeACTB g obecneueHus | [IpaBun XxpaHeHus;
nporecca XpaHEHHS
MIOTPY304HO-PA3TPy30UHBIE CpelcTBa? ITyHKTBI 243 25 HpaBPUvT
Ha/JICKAIIEH  anTe4YHOH
NPaKTUKU
99. |OGopyaOBaHBI U TOPrOBOE TOMEIICHHWE U |ITyHKT 27 [TpaBun
(unm) 30Ha y cyObeKTa pOZHUYHON TOPIOBIIM | HA/JIeKalleld  anTedHoM
BUTPUHAMH, CTEJJIAXKaMHU (TOHI0IaMu)? MIPaKTHKU
100. | VTBepkmeH  7OM  IUIAH  TEXHUYECKOTO | TyHKT 40 [TpaBun
oOCITy>)KuBaHMsI HamOoJiee 3HAYMMOTO IS | HaJulexKalei
BBITIOJTHEHUSI ~ XpaHEHUS W  peallu3alllii | JUCTPUOBIOTOPCKOM




obopynoBaHus?

NPAaKTUKH

101.

Co3man nm pe3epBHBIM (HOHA TPUTOTHBIX
000pyIOBaHUSI M CPEACTB H3MEPEHHUH IS
HUCIIO0JIb30BaHUA BO BpeMA PEMOHTAa,
00CITyKMBaHHSI WX TIOBEPKHU?

MyHKT 43
HaJuIexanei
JTUCTPUOBIOTOPCKON
MPaKTUKH

IIpaBun

102.

OOecrnieueHbl M Ha BpEeMs PEMOHTA,
TEXHUYECKOTO OOCIY>KUBAaHHS, TIOBEPKU W
(unn) xkanuOpoBKU 00OPYIOBAaHUS U CPEICTB
U3MEpeHUil TpeOyeMble YCIOBHUS XPAHCHHS
JICKaApCTBEHHBIX IpenapaToB?

MTYHKT 43
HaJIeKaIen
JTUCTPUOBIOTOPCKOM
MPaKTUKHU

[IpaBun

103.

JIOKyMEHTUDPYIOTCSL W apXUBHPYIOTCS I
JIOKYMEHTBI, CBSI3aHHBIE C  PEMOHTOM,
TEXHUYECKHM OOCITy)KMBaHUEM, MOBEPKOH U
(unmu)  KanmuOpoBKOM — 000OpyAOBaHUS U
CPEICTB U3MEpEHHS?

MYHKT 44
HaIeKaIIeH
JTUCTPUOBIOTOPCKOM
MPaKTUKHU

[IpaBun

104.

Nwmeer m CyOBEKT oOparieHus
JIEKApCTBEHHBIX CPEICTB Ui OOecTieueHHsI
nporecca XpaHEHHs aBTOMAaTH3MPOBAHHYIO
CHCTEMYy XpaHEHHs, ydeTa JIeKapCTBEHHBIX
CpencTs?

noanyHkT "3" myHkra 11
IIpaBun xpaHeHUst

105.

CoOnromaercst M 3ampeT Ha pa3MelleHHe
JIEKapCTBEHHBIX CpEACTB Ha moay 0e3
noxgoHa’?

12 [IpaBun

IIYHKT
XpaHEHUs;

MYHKT 80
HaJjIexxaniei
JTUCTPUOBIOTOPCKOM
IIPAKTUKU

IIpaBun




V1. KonTposs 3a TeMiepaTypoit U BIaXKHOCTbIO (KapTUPOBAHUE)

106. | PykoBoauTenb cyObekTa oOpamieHus | TyHKT 18 [TpaBun
JICKapCTBEHHBIX CpencTB OTIPENIEITHII | XpaHCHHSI
pabOTHHKA, OCYILIECTBISAIONIETO KOHTPOJb 32
coOJroIeHreM TpeOyeMbIX YCIIOBHIA
XpaHEeHHUsI JIEKAPCTBEHHBIX CPEICTB?

107. |Kontponr 3a cobOmofeHneM TpeOyeMbIX | TyHKT 18 [TpaBun
YCJIOBUW XpaHEHUs JICKAPCTBEHHBIX CPEICTB |XpaHCHHUS
OCYIIECTBIISIETCS €XKEIHEBHO, B TOM YHCIIE B
BBIXOJIHBIC ¥ MTPa3IHUYHbIC JHU?

108. | Kontpons 3a cobmtoneHueM TpeOyeMbIX | TyHKT 18 [TpaBun
YCIIOBHIA XpaHEHUs JIEKAPCTBEHHBIX CPEJICTB | XpaHEHHUS,
OCYIIECTBIISIETCS ~ C  pEerucTpalnued B
CIEUMANTBHOM JKypHaje Ha OymaxkHoM | [IYHKT 8 HpaBI’U}
HOCHTEJIC WJIM B OJJICKTPOHHOM BHJIE C HaJUIeXKALICH anTevIHon
apxuBanuei? IIPAKTHKH

109. |OcymecTBusieTcss JW B~ OPraHU3ALUSX | TyHKT 18 [TpaBwn
OITOBOM TOPTOBIIN JIEKapCTBEHHBIMHU | XPAaHEHHUS;
CpeACTBaMH  W3YyY€HHE  paclpeaeieHHs
Temrepatypbl  (mamee -  TemmeparypHoe | TYHKT 39 Hpasun
KAPTHPOBAHHE) B TMOMEIICHHSX (30Hax),| HAAIEKAIeH
UCIOJIb3YEMBIX TUISL XpaHEHUs JMCTPHOBIOTOPCKOM
JIEKapCTBEHHBIX NpenapaToB? IIPaKTHKH

110. | Pasmemmaercss u oOopynoBaHue (CpeAcCTBa |IMyHKT 18 [TpaBun

I/IBMCpCHI/IH) IJIL KOHTPOJIA TEMIICpATypbl U
OTHOCHUTEIIBHOU BJIA)KHOCTHU BO3/1yXa,
HCIIOJIb3YCMOC OpFaHHSaHHCﬁ OIITOBOM
TOProBJIM JICKAPCTBCHHBIMH CpPCACTBAMU, I10

XPAaHCHUA,

IIYHKT 39 IIpaBun
HaJuIeXKaniei




pe3yJbTaTaM aHajau3a ¥ OLEHKU HaOII01eHUs
3a mapaMeTrpamMM MHUKpPOKJIMMAaTa B pa3HbIX
30HaX  IOMELIEHUs, 10  pe3yabTaraM
TEMIIEPATYpPHOTO KapTUPOBAHHUS B TOYKaX

JTUCTPUOBIOTOPCKON
NPaKTHKH

Haunbosee 3HAYUTEIILHOTO KoseOaHus
TemMnepaTypbi?
111. | TloBTOpsieTcs I TEMIEPaTypHOE | TYHKT 18 [TpaBun
KapTUpPOBaHUE B COOTBETCTBUU C | XpaHEHHS;
pe3ynbTaTaMi aHalu3a U OLIEHKH PHCKOB, a
TaKKe TP HU3MEHEHUSX B KOHCTpyKIuH |TYHKT 39 pasun
noMenieHud (30H) wiu oOopynoBanus Jyis | HAAICKALICH
KOHTpPOJISI TEMIEpaTypbl U OTHOCHUTEIbHOU JMCTPHOBIOTOPCKOM
BJIQKHOCTH BO31yxa? HPAaKTHKH
112. |Ucnonb3yroTcst M Ui OTMEPATHUBHOTO | TyHKT 42 [TpaBun
BBISIBIICHUSI OTKJIOHEHMH OT TpeOyeMbIX | HaJuIexKalen
YCIOBUI XpaHEHHsI CUCTEMbI CUTHANTU3aUU? | TUCTPUOBIOTOPCKOM
MIPAKTUKH
113. | TecTupyroTcst M CHCTEMBl CHUTHAJIHM3AINH | TyHKT 42 IIpaBun
Ui oOecrieyeHWs  MX  HAJJIEXKAILero | Hajuexarien
(GYHKIIMOHUPOBAHUS? JTUCTPUOBIOTOPCKOM
MPAKTUKU
VII. KomnberoTepu3npoBaHHbIE CUCTEMBI (BaTHIaIKsA)
114. | BanuaupoBaHbl UM BEpUPHUIIHPOBAHBI IIYHKT 10 ITpaBun

KOMITBIOTEPU3UPOBAHHBIE CUCTEMBI?

XpaHEHUS;

IIYHKT 45 [IpaBun
HaJIexaniei
TUCTPUOBIOTOPCKOM




NPAaKTUKH

115. |meercs M NUCBMEHHOE  JICTAJIHOE | TYHKT 46 [TpaBun
OIHCaHNE KOMITbIOTEPU3UPOBAHHON CUCTEMBI | HaJIeKaIeit
B AKTyaJIbHOM COCTOSIHUM? JTUCTPUOBIOTOPCKON
MPAKTUKU
116. | PeructpupyeT 11 KOMIIBIOTEPU3UPOBAHHAS | TYHKT 47 [IpaBun
CUCTEMa BCE U3MEHEHUS B CHCTEME C |HaaJexalei
yKa3aHHEM IOJIb30BaTeNsl, COBEPIIAIOIIETO | JUCTPUOBIOTOPCKOM
3TH U3MEHEHMUSI? NPaKTUKA
117. | Ha3naueHsl M PYKOBOJMTEIIEM | ITYHKT 47 IIpaBun
OTBETCTBEHHbIE PAOOTHHKHU 32 BBOJ| JIaHHBIX | HAAJEKAIIEH
B KOMIIBIOTEPU3UPOBAHHYIO CHCTEMY WIIH UX | JUCTPHOBIOTOPCKON
n3MeHeHue? MPAKTUKU
118. |IlpeaycmoTpensl v (pU3UYECKHE  WIIM | TyHKT 48 [TpaBun
AJIEKTPOHHBIE CPEACTBA JUIsl 3aLUThI JAHHBIX | HAJJIekKallen
OT CIlyyallHOro WM  HEMPaBOMEPHOTO | AUCTPUOBIOTOPCKON
BHECEHUS U3MEHEHUI? MPaKTUKH
119. | PerynmsipHo 11 TIPOBEPSIETCSI JTOCTYIHOCTD | TyHKT 48 IIpaBun
COXPAHEHHBIX JaHHBIX? HaJUIexarei
JTUCTPUOBIOTOPCKOM
MPAKTUKU
120. | Co3naroTcs U XpaHATCS JIU Pe3epBHbIE KOMHUHU | TYHKT 48 [TpaBun
COXpaHEHHBIX JTAHHBIX? HaJ[JIeXKaen
JTUCTPUOBIOTOPCKON
MPaKTUKH
121. | IIpeaycMoOTpeHsI m IPOLEAYPBHI, | TyHKT 49 ITpaBun




ONPEACIISIIOIINE MOPSAIOK JECUCTBUI B Clydae | HaJylexanlen

cboeB B paboTe CUCTEMBI MU BBIXOJA €€ W3 | AUCTPUOBIOTOPCKOM
CTpOs, a TaKkKe Mephl MO BOCCTAaHOBJICHUIO | IPAKTUKU
AHHBIX?

122. |meeTrcs 11 B HaJIWMYMH JOKYMEHTAJIBHO | TyHKT 50 [TpaBun
oopMiIeHHBI aHAIM3 PHUCKOB 0OOBEMa | HaJulexKalei
MPOBOAMMBIX pabOT MO KBaTU(UKALMU U | JUCTPUOBIOTOPCKOM
(wn) BaMaanuu 000pya0BaHUs? MPaKTUKU

123.|MImeercs 1M B HAIMYUU JOKYMEHTAIBHO | TYHKT 50 [TpaBun
oQOpMIICHHBII ~ aHaANW3 PHUCKOB 00BEMa | Haajexamei
MPOBOJIUMBIX paboT MO KBATM(UKALUU | | JUCTPHOBIOTOPCKON
(unn) BaJIMJAIIUK TIPOLIECCOB? MPAKTUKU

124. | KanuduuupoBano u (WIK) BaIUIUPOBAHO | TYHKT 50 [TpaBun
KII0YeBOe  O0OpyJOBaHWME 0  Hayvaja|HaJJiexarien
SKCILTyaTauu? TUCTPUOBIOTOPCKOM

NPaKTUKA

125. | KpanuduuupoBansl U (WIH) BaJUAUPOBAHBI | TyHKT 50 IIpaBun

MPOIIECCHI IO Hayaa 3KCIuTyaTauu? HaJTIexaren
JTUCTPUOBIOTOPCKOM
MPAKTUKU

126. | KBanuduuupoBaHo ¥ (WIM) BaJUAMPOBAHO | TYHKT 50 ITpaBun
KJIFOYeBOE€ OOOpyJOBaHWE TMOCe JI00O0TO | HajuIexKalen
3HAYUTEIBHOTO  HM3MEHEHus  (Hampumep, | JUCTpUOBIOTOPCKON
mocjae  pPeMOHTa  WJIM  TEXHHUYECKOTO | TPAKTHKH
o0cy>KuBaHus)?

127. | KBanuduuupoBanbl U (UIH) BaJUAUPOBAHBI | TYHKT 50 ITpaBun
MPOIECCHl  TIOCNIe JTIF00O0TO  3HAYMTENBHOTO | HA/JIeKaIIen




W3MEHEHHUs (HampuMep, Tocie PEMOHTA WIIH
TEXHUYECKOTO 00CITy)KUBaHUs )?

JTUCTPUOBIOTOPCKON
NPaKTHKH

128.

HmeroTcs a1 0TYeThl IPOBEICHHS BaJIUIaluH
u  (umm) KBamUUKAIMH, B  KOTOPBIX
0000I1IeHbl  MOJIyYEHHbIE pe3yJbTaThl, a
TaKXKe JaHbl OOBSICHEHHS  BBIABICHHBIM
OTKJIOHEHUSIM?

MYHKT 50
HaJIeKaIeH
JTUCTPUOBIOTOPCKOM
MPaKTUKU

[IpaBun

129.

Odopmasitores hivs
OTBETCTBEHHBIM  JIMIIOM
YCTaHOBJICHHBIX TIPOIIeyp?

JOKYMCHTAJIbHO
OTKJIOHCHHUsA  OT

MYHKT 51
HaJIeKaIeH
JTUCTPUOBIOTOPCKOM
MPaKTUKHU

[IpaBun

130.

PazpabaTpIBatOTCs M OTBETCTBEHHBIM JIULIOM
MEpbI, HalpaBJICHHbIC HA WX YCTPaHEHUE, a
TaK)Ke Ha MPEeIOTBpAIlEHUE MX MOSBICHHUS B
Oyayuiem (KoppeKkTupyroume u
Hpenynpexaaonue 1eicTeus)?

IIYHKT 51
HaJIexalen
JTUCTPHOBIOTOPCKON
IIPAKTUKU

IIpaBun

VIII. Cpok

nro

JHOCTH

131.

PykoBogurens
JIEKApCTBEHHBIX

cyOBbekTa oOpaiteHus
CpEICTB OTpeien
paboTHUKa, YIOJIHOMOYEHHOTO
KOHTPOJHMPOBAThH CBOEBPEMEHHYIO
peann3anuio  JEKapCTBEHHBIX CPEACTB ¢
OrpaHUYEHHBIM CPOKOM T'OAHOCTH?

19 [TpaBun

IIYHKT
XpaHeHus

132.

dukcupyercs I pabOTHHKOM,
YIIOJTHOMOYEHHBIM PYKOBOJHUTENEM CYObEKTa
oOparieHus JIEKapCTBEHHBIX CPEICTB,
XpaHEHUE JIeKapCTBEHHBIX CpPEACTB  CO

19 IIpaBun

IYHKT
XpaHEHUs;

noAnyHkT "e" myHkTa 8




CPOKOM TOJHOCTM MeHee 6 MecsleB Ha
OyMa)XHOM HOCHUTEJEC WIA B DJICKTPOHHOM
BU/JIE C apXHUBaLUEN?

[IpaBun HaJlJIeXKalen
anTeYyHOM MPaKTUKU

133. | YcraHoBieH 1M PYKOBOJUTENEM CYOBEKTa|IyHKT 19 [TpaBun
oOpateHus JIEKapCTBEHHBIX CPEJ/ICTB | XpaHEHHUS
MOPSIOK  BEJCHUS y4yeTa JIEKapCTBEHHBIX
CPEIICTB C OrpPaHUYEHHBIM CPOKOM TOTHOCTH?

134. | OcymecTBnsercs I KOHTPOJIb 3a | IIyHKT 19 [TpaBun
CBOEBPEMEHHOMU peanu3anueil | XpaHeHUs;
JICKapCTBEHHBIX CPEACTB C OTPaHHMYCHHBIM
CPOKOM TOIHOCTH C  HCHOJb30BaHueM | IYHKT 79 Ipasun
KOMIIBIOTEPHBIX TEXHOJOTHH, CTe/LIaKHbIX | HALIEKAIIEH
KapT c yKa3aHueM HanMeHoBaHus | AMCTPHOBIOTOPCKOI
JICKaPCTBEHHOI'O CPEJICTBA, CEepuUH, Cpoka |IPAaKTUKH
TOAHOCTH JIMOO J>KYypHAJIOB y4yeTa CpPOKOB
rogaocTtu?

135. | IlepememniatoTcst U JIEKapCTBEHHBIE CPEACTBA | TYHKT 20 [MpaBun
C CTEKIINM CPOKOM TOJHOCTH B IIOMEIIEHHE | XPAaHCHHUS;

U (MaM) 30HY, MpeAHa3HAYEHHYI0 JUId
KapaHTUHHOTO XPaHEHWs JieKapcTBEHHBIX | ILYHKT 81 pasun
CPENCTB, OTHAENBHO OT JPYrHX  rpyim | HAIeKamen
JIEKapCTBEHHBIX CPEACTB? JCTPHUOBIOTOPCKOM
NPaKTHKH
IX. IIpuemka

136. | [IpuHuMaroTCs M JeKapCTBEHHbIE CPEJCTBA, | TyHKT 24 [TpaBun

TpeOyromrie CHeTHaIbHBIX YCIIOBUH | XpaHEHUS;
XpaHeHUs U Mep 0€30MacHOCTH, paOOTHUKOM,
VIIOJTHOMOYEHHBIM PyKOBOAHTENEM cyOBekTa | TYHKT 74 Hpasun




oOpaiieHusi JIeKapCTBEHHBIX CPEACTB, B
HEPBYIO OYepelb U TMOCIC BbIMOJHCHUS
MIPOBEPKH MePEMEIAIOTCS B
COOTBETCTBYIOIINE TIOMEIICHHUS U (UITH) 30HbBI
I XpaHCHUA JICKapCTBCHHBIX Cpe,[[CTB?

HaJIeKaniei
JTUCTPUOBIOTOPCKOM
MPaKTUKHU

137.

[IpuHuMaroTCs 11 JIeKapCTBEHHBIE CPEACTBA,
TpeOyromue crelranbHbIX YCIIOBUM
XpaHeHussT ©W  Mep  Oe30macHOCTH, B
cootBerctBuu ¢ COII, ycranaBnuBarouieit
MOPSIZIOK TPUEMKH TaKUX JIEKAPCTBEHHBIX
cpeacTn?

24 IIpaBun

IIYHKT
XpaHeHus

138.

[IpoBomuTCst 1M TpPOBEpKa COOTBETCTBHSI
nHQOpMAIUM 1O COOJIFOJICHUIO  YCIIOBUU
XpaHCHUsT TIPU TIEPEBO3KE IMPHUHUMACMbIX
JICKApCTBCHHBIX CpCaACTB JaHHBIM,
yKa3aHHBIM Ha BTOPUYHOM
(moTpeduTenbCKoi) yIIaKOBKE
JIEKapCTBEHHBIX CPEACTB?

25 [IpaBun

IIYHKT
XpaHEHUs;

nyakTel 30, 31, 36 IIpaBun
HaJyIeKaIeiH AnTECYHOM
MIPAKTHKU

139.

[IpoBoguTcst 1M mMpoBEpKa COOTBETCTBUSA
uHpopmarun o] IIPUHUMAEMBIX
JIEKaPCTBEHHBIX CPEACTBAX, COAEPKALIENCS B
TOBapOCONPOBOJUTEIBHON  JIOKYMEHTAIUH,
II0 ACCOPTUMEHTY, KOJUYECTBY U KadyeCTBY
AaHHBIM, pa3MCIHICHHBIM B I'OCYJapCTBEHHOM
peecTpe JIeKapCTBEHHBIX CPEICTB?

25 [IpaBun

IIYHKT
XpaHEHUs;

MYHKT 73
HaJuIe)Kalen
JTUCTPUOBIOTOPCKOM
IIPAKTHKH;

IIpaBun

nyHkTel 30, 31, 36 IIpaBun
HaJuIeXKaniei anTeYHon
MPAKTUKH




140.

Ha3znauensl (Ha3HaueHO) MIPUKa30M
PYKOBOIMTENS cyObeKTa PO3HUYHOM
TOPrOBIU Il TPOBEJICHUS MPUEMOUYHOIO
KOHTpOJsL Juua (JUI0), OTBETCTBEHHbBIE
(OTBETCTBEHHOE) 3a MPUEMOYHBIA KOHTPOJIb,
WM IPUEMOYHAsT KOMHCCHS?

JIn

IIYHKT 32
HaJuIeXxanei
MPaKTUKHU

IIpaBun
anTeYHOU

141.

[IpocraBnsiercs
MOJATBEPXKAAONINA  (AaKT  COOTBETCTBHS
NPUHATBIX ~ JIGKApPCTBEHHBIX  IIPErapaTroB
JAHHBIM, YKa3aHHbIM B COIIPOBOJUTEJIbHBIX
JOKyMeHTax?

JIA mTaMIl IIPUEMKH,

MTYHKT 33
HaJIeKaIen
MPaKTUKU

[IpaBun
arTe4YHOU

142.

CraBar (craBur) Jnu Juna  (JUIO),
OTBETCTBEHHBIE (OTBETCTBEHHOE) 3a
NPUEMOYHBIH  KOHTPOJIb,  WJIM  YICHBI
MPUEMOYHON KOMHCCHHU, OCYIICCTBIISIOIINC
NPUEMKY  JICKQpPCTBEHHBIX  IPEMaparos,
MTOJINMCh HAa CONPOBOJIUTEIBHBIX JOKYMEHTAX
U 3aBepSIOT TedaThlo CyOBEKTa PO3HUYHOU

TOProBiK (TIpY HAIUYUH)?

MYHKT 33
HaIeKaIIeH
MPaKTUKH

[IpaBun
anTe4yHou

143.

3aBepArOTCST JIM  AJIEKTPOHHOM 1H(poBoi
MOAMKUCBHIO COMPOBOJUTEIBHBIC JTOKYMEHTBI
MEXy MOCTAaBIIUKOM U I'PY30I10JIydaTesIeM B
cllyyae 3JIeKTPOHHOT0 JOKYMEHToo0opoTa?

MYHKT 33
HaJiexaen
MPAKTUKH

IIpaBun
arTevyHoun

144.

VYrBepxkaena au COlI, pernamenTupyromas
IIPUEMKY JIEKAapCTBEHHBIX IIPENapaToB IIpU
HECOOTBETCTBHM TIOCTABICHHBIX CYOBEKTY
PO3HUYHOMN TOProOBIU JIEKapCTBEHHBIX
[IPENapaToB  JAHHBIM  CONPOBOJIUTENBHBIX
JIOKYMEHTOB?

MYHKT 34
HaJuIexKaniei
MPAKTUKH

[IpaBun
anTeYHOU




145.

CocraBinsercs M JMIOM, OTBETCTBEHHBIM 32
IIPUEMOYHBIA KOHTPOJIb, WM HNPUEMOYHOU
KOMHUCCHEN CyObEKTa PO3HMYHOW TOProBIIU

axT, B ciyyae HECOOTBETCTBUSA
IIOCTaBJICHHBIX CyOBEKTYy PO3HUYHOHN
TOPrOBIM  JIGKAPCTBCHHBIX  IIPENaparoB

AaHHBIM COIIPOBOJAUTCIIBHBIX IIOKyMeHTOB?

IIYHKT 34
HaJuIeXxanei
MPaKTUKHU

IIpaBun
alTeYHOH

X. OcobeHHOCTH XpaHEHUs OTAEIbHBIX

rpyn

IT JICKAPCTBCHHBIX CPCACTB

146.

Ouumraercss W TpaHCHOpPTHas Tapa C
JIEKapCTBEHHBIMU CpelcTBaMu nepen
pa3MeIlIeHUEeM JICKapCTBEHHBIX CPEACTB Ha
XpaHeHue?

IIYHKT 77
HaJiexalien

IIpaBun

TUCTPHOBIOTOPCKON

IMPaKTHUKH

147.

CobOmromaeTcss M 3ampeT Ha pa3MEIICHUE
MOJIJTOHOB C JICKAPCTBCHHBIMU CPEJICTBAMU B
HECKOJIBKO  pSJIOB IO  BbICOTE  0Oe3
HCIIOJIL30BAaHUS CTEIaKeEN?

MYHKT 12
XpaHEHUs

[IpaBun

148.

PazmMemiarorcs 1n 1eKapcTBEHHBIE CPECTBA B
COOTBETCTBUH C TPeOOBAHUAMH, YKa3aHHBIMU
Ha BTOPUYHON (OTPEOUTEIBCKOM) yaKkoBKe
JIEKapCTBEHHOI'O CPEJCTBA, C YYETOM OJHOTO
u3 CIICAYIOIIUX apaMeTPOB:
(U3NKO-XMUMHYECKIX CBOIICTB,
(hapMaKoJIOTHYeCKUX rpym, croco0a
BBEJICHHUS  JIEKAPCTBEHHBIX  IPENaparos,
arperaTHoro COCTOsHUS (hapMalleBTHUECKUX
cyOcTaHIuit?

MTYHKT 13
XpaHEeHUs

IIpaBun

149.

PaBMCH_IaIOTCSI JIA JICKAPCTBCHHLIC CPCACTBA C
HCIIOJIB30OBAHHUEM  KOMIIBIOTCPU3UPOBAHHBIX

MYHKT 14
XpaHEHus

[IpaBun




cucteM (B TOM uYucCle TO alpaBUTHOMY
HNPUHLUILY, 110 KoJam)?

150.

CobOnroaeTcss U 3ampeT Ha HEAOIMYIICHUE
YA, HE HMEIOUIEro IpaBa  JIOCTYIa,
onpeaenenHoro COllamu, B momenieHus M
(w1M) 30HBI IJI1 XpaHEHUs JIEKApPCTBEHHBIX
cpeacTtn?

15 [IpaBun

IIYHKT
XpaHEHUs;

IIYHKT 34
HaJuIexane
JTUCTPUOBIOTOPCKON
MIPaKTHUKH;

IIpaBun

nysktel 18, 21 IlpaBun
HaJyIeKamen anTeYHOU
HPaKTUKU

151.

XpaHATCSA M B NOMEIICHUSAX M (MIJIM) 30HAX
UL XpaHEHHWs JICKApPCTBEHHBIX CPEICTB
JIEKapCTBEHHBIE CPE/ICTBA B COOTBETCTBUU C
YCIIOBHSIMU XpaHEeHHS, yKa3aHHBIMH
NPOU3BOUTENIEM Ha YIAaKoBKe U (WIN)
TpeOOBaHUAMU TOCYJapCTBEHHOM
bapmakonen?

17 [IpaBun

IIYHKT
XpaHEHUs

152.

XpaHATCs M JEKapCTBEHHBIE CPEICTBA, IS
KOTOpBIX [POU3BOJUTENIEM Ha YIaKOBKE
JIEKapCTBEHHOI'O  CPEJCTBA  CIEIMAJIbHBIC
yCIIOBUSI XpaHEHHUS HE YKa3aHbl, NpH
KOMHATHOM Temmeparype (pexxum ot +15 °C
no +25 °C)?

17 IIpaBun

IIYHKT
XpaHEHUs

153.

XpaHsTCs 1M JIEKApCTBEHHBIE CPEACTBa, IS
KOTOpBIX IPOU3BOJUTENIEM Ha YIAaKOBKE
JIEKapCTBEHHOTO  CPEJCTBA  CIELHMAIbHbIC

17 [TpaBun

ITYHKT
XpaHeHus




YCJIOBUSl XpaHEHUsI HE yKa3aHbl, IMpHU
OTHOCHUTEIBHON BIAXXHOCTU He Oostee 65%"7

154.

Pasmematorcs hivzt JICKapCTBCHHBIC
npernaparsl, OTIyCKaeMble 0e3 perenra, Ha
BUTPUHAX B COOTBETCTBUU C YCIOBUSIMH
XpaHEHUs!, YKa3aHHBIMU MIPOU3BOJIUTEIIEM Ha
VIIaKOBKE, WIN UHCTPYKIIHEH o
MEIUITTHCKOMY MPUMECHECHUIO
(JTMCTKOM-BKJIAbIIIEM ) ?

MYHKT 21
XpaHEeHUS;

MYHKT 27
HaJuIexane
MPaKTUKHU

[IpaBun

IIpaBun
anTeYHOU

155.

Pasmeniaercst nu uHbOpMaIus O IeHE Ha
JICKApCTBCHHBIC TIpCHiapaTbl, OTIIYCKACMBIC
0e3 perenrta Ha JCKapCTBEHHBIN Ipemnapar,
Ha TOJIKE WJIM HA BUTPHHHOM 00pasiie B BUJIC
[IECHHWKa C YyKa3aHHMEeM HauMCEHOBaHWUS,
TO3UPOBKH, KOJHWYECTBA JI03 B YIAKOBKE,
CTpaHbl TPOM3BOIUTENS  JIEKAPCTBEHHOTO
npenapara?

MYHKT 28
HaIeKaIIeH
MPaKTUKH

[IpaBun
arTe4yHou

156.

XpaHsiTcsl M JIEKAapCTBEHHBIE Ipenaparsl,
OTITyCKaeMble o peuenty Ha
JIEKapCTBEHHbIN MpenapaT U He MOoJyIeKallue
IIPEIMETHO-KOJIMYECTBEHHOMY  y4€Ty Ha
BUTPUHAX, B CTEKISHHBIX M OTKPBITHIX
mkagax ¢ OTMETKOW '"mo peLenty Ha
JIEKapCTBEHHBIA TIpenapar’, HaHECEHHOW Ha
MOJIKY WJIM IIKad, MpU yCIOBUU OTCYTCTBHUS
JOCTYIIa K HUM IOKYyIarenen?

MYHKT 21
XpaHEHUs

IIpaBun

157.

XpaHsiTcsl JIM JIEKapCTBEHHbIE IpernapaThl,
OTITyCKaeMble o peuenty Ha
JIEKApCTBEHHBIN MpEapaT U He MOJyIeKalne

MYHKT 21
XpaHeHus

[IpaBun




IIPEIMETHO-KOJIMYECTBEHHOMY  Y4eTy, B
COOTBETCTBUM C  YCIOBUSMH  XPaHEHMs,
YKa3aHHBIMH IIPOU3BOJUTENIEM Ha YIAKOBKE,
WIA  MHCTPYKUMEH 10  MEIUIMHCKOMY
IIPUMEHEHUIO (JTMCTKOM-BKJIAJbIILIEM)?

158.

XpaHATCST JM  JIEKAPCTBEHHBIE CPEJACTBA,
MOAJIEKAIUE TPEIMETHO-KOJINYECTBEHHOMY
y4eTy B COOTBETCTBUH ¢ paszuenom I [lepeuns
JIEKapCTBEHHBIX CPEICTB JUISl MEAULIMHCKOTO
IIPUMEHEHUS, MOJIJIEKALTUX
IIPEIMETHO-KOJIMYECTBEHHOMY yuery,
YTBEPKACHHOIO IpHKa3oM MuHHCTEpCTBa
3apaBooxpaneHus Poccuiickoit deneparuu
or 1 cenrsbps 2023 r. N 459
(3apeructpupoBaH MunucrepcTBomMm
toctuimn Poccuiickoit @enepanuu 2 oKTOpst
2023 1., peructpamuoHHbli N 75422), ¢
U3MEHEHUSMH,  BHECEHHBIMH  INPUKA30M
MunucrepcTBa 3/1paBOOXPaHEHUs
Poccuiickoit ®eneparuu ot 28 okTsi6ps 2025
I. N 653H (3aperucTpupoBaH
MunucrepctBoM  roctuiuu  Pocculickon
@eneparun 28 HostOpst 2025 T,
peructpauronnbii N 84337) (nmeiicTByeT a0
1 centsiopsa 2030 r.) (manee - Ilepeuenn), B
U30JIMPOBaHHBIX MIOMEIEHUAX pu
coOMIoIcHUH TpeOOBaHUM, YCTAHOBJIEHHBIX
[IpaBmiiaMp ~ XpaHeHHMs  HApKOTHYECKHX
CPEICTB, TICHUXOTPOMHBIX BEIIECTB U HX
IIPEKYPCOpPOB, YTBEPKACHHBIMU
IIOCTaHOBJICHUEM IIpaBuTenscTBa

IIYHKT 26 IIpaBun
XpaHEeHHUS;

MYHKT 32 [IpaBun
HaJyIeKaIen
JTUCTPUOBIOTOPCKON
IPAKTUKU




Poccuiickoit ®enepanun ot 30 anpens 2022
r. N 809 "O xpaHeHUM HAPKOTUYECKUX
CPeACTB, TICUXOTPOIHBIX BEIIECTB U UX
npexkypcopoB" (meiictByer g0 1 ceHTI0ps
2028 r.), a TakKe CHELUAIBHBIX TpeOOBaHUM
K YCJOBHMSIM XpaHEHUS HapKOTHUYECKUX U
NICUXOTPOITHBIX ~ JIEKAPCTBEHHBIX  CPEJICTB,
MpelHa3HAYeHHBIX  JUII  MEAMUIMHCKOIO
MPUMEHEHUS, YTBEPXKACHHBIX  IPUKA30M

MuHnucrepcTBa 3/IpaBOOXpaHEHUS
Poccutickoit ®denepanuu ot 26 HOs0ps 2021
I. N 1103u (3aperucTpupoBaH

MuHucTepcTBOM  tocTUIIMU  Poccuiickoun
@enepauun 30 HosOps 2021 1.,
peructpaunonuslii N 66140) (meifictByer 10
1 mapta 2028 r.)?

159.

XpaHATCS N JIEKapCTBEHHBIE CPEJICTBA,
MOJUIeXKAIUE TPEAMETHO-KOINIECTBEHHOMY
y4eTy B COOTBETCTBUU C pazfenamu Il - IV
Ilepeuns, Ha pa3HbIX TMoONKax ceida,
METAJUINYEeCKOro ImKaga HIM B pasHbIX
ceildax, METAITNYECKUX mkagax,
JepEeBSHHBIX MIKadaxX, HIM B OTIEIBHOM
MOMeIleHu: (B 3aBUCHUMOCTH OT o00bema
3aI1acos), OIeYaThIBAEMBbIX W
IUIOMOUpPYEMBIX B KOHIIE pabouero JHs?

IIYHKT
XpaHEHUs;

ITYHKT

27

32

HaJiexxaen
JTUCTPUOBIOTOPCKOM

IMPAKTUKN

[IpaBun

IIpaBun

160.

Xpanarcss 1u naxyuyue ¢apmaleBTHYECKHe
cyOCTaHINH OTJIEIBHO oT IpYrux
JIEKAPCTBEHHBIX  CPEACTB B 3AKPBITOU
FEPMETUYHO Tape, HENPOHULIAEMOU s

ITYHKT
XpaHeHus

29

[IpaBun




3amaxa’?

161.

XpansaTcs u Kpacsmmue (hapMarieBTHISCKHe
CyOCTaHIIMM B IUIOTHO YKYIOPEHHOM Tape,
NnJIn B I‘epMeTI/I‘IHO BaKprBaIOH_IeMCH
KOHTEHHEepe B OTHEIbHOM INKady, MM Ha
creiutaxax?

30 [TpaBun

IIYHKT
XpaHeHus

162.

Beigenensl 1 B OpraHu3amlusx ONTOBOM
TOPrOBIM  JICKAPCTBEHHBIMH  CpEICTBAMU
OTJIeNIbHbIE IOMEIIEHUS (OTCEKH) C IPEEIIOM
OTHECTOMKOCTH CTPOUTEIbHBIX KOHCTPYKLIHH
He MeHee 1 waca Ui XpaHEHHUs
B3pBIBOOIIACHBIX u
JIETKOBOCIUIAMEHSOINXCSI BEILIECTB?

nyn

a , 116"
IIpaBun

HOJITYHKTBI
IIyHKTa
XpaHEHUs;

31

IIYHKT 32
HaJiexalien
JTUCTPHOBIOTOPCKON
IIPAKTUKU

IIpaBun

163.

B opranmsanmusx — onToOBOM  TOPrOBIH
JIEKapCTBEHHBIMU CPEACTBAMH 00ECIIEUEHO
m XpaHeHue OTHEOITACHBIX u
B3pPbIBOOIIACHBIX JIEKAPCTBEHHBIX CPEJCTB IO
IIPUHLIMITY OJHOPOJHOCTH B COOTBETCTBUU C
ux (U3UKO-XUMHYECKUMHU,
I10’KapOONIaCHBIMU CBOICTBaMH "
XapaKTepOM YIaKOBKH?

nyn

noAnyHKT "a" myHkrta 31
IIpaBun xpaHeHust

164.

VIMeroT 1M moJbl CKIIAJICKUX TIOMEIIEHUH |
Pasrpy30uHbIX IUIOLIAJIOK TBEPJAOE, POBHOE
MOKPBITHE?

noaAnyHkt "0" mynkra 31
ITpaBui XxpaHeHus

165.

CobnroaeTcst U 3ampeT Ha MPUMEHEHUE B
CKJIQJICKUX TIOMEIICHHUSIX U Pa3rpy304HBIX
IUIOIIAAKaX HOCOK M KEJIE3HBIX JINCTOB ISt

noanyHkT "6" mynkra 31
ITpaBui XxpaHeHus




BbIPaBHUBAHMUSI 110JIOB?

166. | Xpausitcss nu emkoctn o0bemoMm 10 kr u|momnyHkT "B" myHkra 31
OoJiee KpyNHbIE EMKOCTH TOJIBKO B oJuH psix | [IpaBun xpanenus
110 BbICOTE?

167. | CoctaBisieT 11 pacCTOSHUE OT CTeUIaXen 70 | moanyHKT "r" myHkra 31
HarpeBarenbHbIX IpubopoB He MeHee 1 M? | [IpaBun xpaneHus

168. | CocraBnsier 7M CTENEHb 3alOJIHEHUS Taphl |MOAMYHKT "n" myHkTta 31
[P XpaHEHUM JerKoBocIulaMmeHsomuxcs u|I[lpaBun xpanenus
TOPIOYHUX KHUAKOCTEH He 6osee 90%?

169. | CocraBiser 11 CTEIICHb 3aIl0THEHUS Taphl noaAnyHKT "a" mynkra 31
IIPU XpaHEHUU CIUPTOB He Oosee 75%? [TpaBui xpaneHus

170. | Xpansitcs om0 Ta3oBele  OawioHBl B |moamyHKT "e" myHkta 31
BEPTUKAJIBHOM IOJI0KEHUU? [TpaBun xpaneHus

171. | XpausiTcss M KHUCIOpPOJHBbIE MOAYHUIKM B|HOANYHKT "e" myHkra 31
MOJIBEILIEHHOM BHUJE pAAOM C ra3oBbeiMH | [IpaBui xpanenus
6amtonamu?

. aHATCS JIM  JIETKOBOCIUIAMEHSIIOIIMECS | TOAMYHKT "K' IyHKTa

172.|1X yHKT "x" myH 31
JIeKapCTBEHHbIE  CpeacTBa B IUIOTHO | [IpaBui XxpaHeHus
YKYIIOPEHHOM, CTEKJITHHON W
MeTauIn4eckoi Tape?

173. | Xpanstcss nu OyTbuld, OajUIOHBI, KPYIHBIE | TYHKT 32 ITpaBun
€MKOCTH C JIETKOBOCILIAMEHSIOIIUMUCS U | XpaHEHHUS;
JIETKOTOPIOYNMHU JIeKapCTBEHHBIMU
CpeACTBaMHU B YIaKOBKe, INpenoxpaHstomiei | TYHKT 32 pasun
OT yJIapoB, WM B 0AJNIOHOONPOKKbIBaTEsAX | HALICKAIICH
IIpY HAIlOJIbBHOM XpaHEHWU B OJUH PAl IO JWMCTPHOBIOTOPCKOM




BBICOTE?

NPAaKTUKH

174.

Xpaunar M CYyOBEKTHBI oOpareHust
JIEKAPCTBEHHBIX CPEJCTB, OCYIIECTBIISIONINE
W3TOTOBJICHHE JICKAPCTBEHHBIX IPENapaTos,
(hapmarieBTHUeCKIe cyOcTaHImy,
o0J1afarole JerKkOBOCIUIAMEHSIOIUMHUCS U
rOpIOYMMH CBOMCTBaMH, B oObeMe a0 10 kxr
BHE MTOMEIIIEHUH JJIsl XpaHEHHUsI OTHEOTACHBIX
(hapMareBTHUECKIX cyOcTaHImit u
B3PBIBOOIIACHBIX JICKAPCTBEHHBIX CPEICTB B
HecropaeMpIx mkagax?

IIYHKT 32
XpaHEeHUsI

IIpaBun

175.

XpaHUTCS JIM JIGKAPCTBEHHBIM Tperapar ¢
MEXTyHAPOTHBIM HEIATEHTOBAHHEBIM
HauMeHoBaHWeM "Otanon" (manee - MHH
"Otanon") B komuyectBe cBbime 100 kr B
OTJICJILHOM TTOMEIICHHH (31aHUH )?

MYHKT 33
XpaHEHUs;

IIYHKT 32
HaJIexalen

[IpaBun

IIpaBun

JTUCTPHOBIOTOPCKON

IMPAKTUKHU

176.

OOopynoBaHO 1M OTJENBHOE TOMEIICHHE
(3manue) I XpaHEHUs JIEKapCTBEHHOTO
npenapata ¢ MHH "Otanon" B konmdectse
cBpiie 100 Kr HecropaeMbIMH MOJIOHAMU?

MYHKT 33
XpaHEHUs

[IpaBun

177.

XpaHUTCA 1M JIEKAPCTBEHHBIM Ipernapar ¢
MHH "3Otanon" B konuuectse cBbie 100 kr
B OIWH psjJ B YIakoBKax (EMKOCTSX),
MOCTYIHUBIINX oT IIPOU3BOIUTEIIS
JIEKAPCTBEHHBIX CPEJICTB?

MYHKT 33
XpaHEeHHs

IIpaBun

178.

CobOmromaeTcss U 3ampeT Ha TEpenBaHUe

ITYHKT 33

[IpaBun




JeKapcTBeHHoro  mnpemapara ¢ MHH

"OTtaHon" B Apyrue eMKocTu?

XpaHeHus

179.

CoOumrotaeTcsl M 3ampeT Ha XpaHCHHE He
6onee 100 kr B HepachaCOBaHHOM BHIE
KOJIMYECTBA OTHEONACHBIX
(hapmareBTHUECKUX cyOcTaHImiA B
MOMEIIECHUAX JUISI XPAHEHUS OTHEOIAaCHBIX
(hapmareBTHYECKUX cyOcTaHImit 51
B3PBIBOOIIACHBIX JICKAPCTBEHHBIX CPEJICTB,
pPacToOJIOKEHHBIX B 3JaHUSAX  JIPYroro
HazHA4YECHHS?

34 [IpaBun

IIYHKT
XpaHEHUs

180.

CobOmromaeTcss JIM 3ampeT Ha COBMECTHOE
XpaHeHue JIETKOBOCIUIAMEHSIOIIIAX CST
(hapMaIeBTHUECKIX cyOcTaHIMii c
HEOPTaHMYECKUMHU KHUCJIOTaMH, CXKATBIMH W
CKIKCHHBIMH  ra3aMH,  JIETKOTOPIOYHUMH
BEIECTBAMH, [IEJI0YaMH, c
HEOPTaHMYECKUMHU COJIIMU, JAIOIIMMH  C
OpPraHUYECKUMU BEIIECTBAMHU
B3pPBIBOOIIACHBIE CMECH?

35 [IpaBun

IIYHKT
XpaHEHUs;

IIYHKT 32
HaJIexalen
JTUCTPHOBIOTOPCKON
IIPAKTUKU

IIpaBun

181.

XpaHATcss (XpaHUTCSI) JIM B3pBIBOOIIACHBIE
(dhapmareBTUUECKHIE cyOcTaHIn
(papmaneBTuyeckas cyOcTaHIus c
MEXTyHAPOHBIM HENaTeHTOBAHHBIM
HauMeHOBaHMeM "D¢up AUSTWIOBHIN") B
MIPOMBIIIJICHHON yITaKOBKE, B TPOXJIAIHOM,
3alIUIIEHHOM OT CBETa MECTE, BAIM OT OTHS
" HarpeBaTeIbHBIX puOOpPOB, c
COOJIIOJICHMEM Mep MPEeIOCTOPOKHOCTH OT

36 [IpaBun

IIYHKT
XpaHEHUs;

ITYHKT 32
HaJuIe)Kalen
JTUCTPUOBIOTOPCKOM
IPAKTUKU

[IpaBun




orag?

182.

[TpunumaroTcst M pabOTHHKOM,
YIIOJTHOMOYECHHBIM PYKOBOJMTEIEM CYOBEKTa
oOpalIeHusl JIEKapCTBEHHBIX CPEICTB, MEPHI
0 TPEJOTBPALICHUIO THLUICOOPa30BaHuUs MPH
XpaHEHWH B3pBIBYATHIX (hapMaleBTHUECKUX
cyOcTaHIui (kamus repMaHraHar,
HUTPOTJIMLEPUH, cepedpa HUTpaT)?

IYHKT 37
XpaHeHUs

IIpaBun

183.

[InoTHO 1M 3aKpBIBAIOTCA E€MKOCTH  CO
B3pPBIBYATHIMU (hapmaleBTHUECKUMU
cyOcraHuusiMu  (IITAHTIAachl,  KECTSHBIE
OapabaHbl, CKJISHKH) BO  H30exkaHHUE
MomajJiaHvss  TapoB W TBUIM  3THX

(dhapmaleBTUUECKUX CYOCTaHIIUN B BO3IyX?

IYHKT 37
XpaHeHUsI

IIpaBun

184.

XpaHuTcs Y (bapmaneBTHUECKAs
cyOCTaHIMsl  Kanusi  [epMaHraHata B
METAJUINYECKOM IIKa]y Ha OT/ENbHOM MOJKe
(roe oH XpaHUTCS B XKECTSIHBIX OapabaHax), B
HITaHIJlacax ¢ OPUTEPTBIMH  MPOOKaMH
OTHENbHO  OT  JAPYTUX  OpPraHUYeCcKHX
BELIECTB?

MYHKT 38
XpaHEHUs

[IpaBun

185.

XpaHuTcss 1M Hepac(hacoBaHHBIH pPacTBOP
HUTPOTIIALIEPUHA B HEOOIBIINX
YKYIOPEHHBIX CKIITHKaX WIM METAJUNINYECKUX
COCyax B MPOXJIATHOM, 3aIUMIIEHHOM OT
cBeTa MecTe, ¢  COONIOJCHHEM  Mep
MIPEAOCTOPOKHOCTH OT OTHS?

MyHKT 39
XpaHEeHHUS;

IIYHKT 32
HaJjIexxaniei

[IpaBun

IIpaBun

JTUCTPUOBIOTOPCKOM

IMPAKTUKN




186.

Cobnromaercst 71U 3ampeT Ha XpaHEHHE
B3PbIBOOMIACHBIX (hapmaleBTHUECKHUX
CyOCTaHIIHI ¢ KUCTIOTaMH U IIeI0YamMu?

IIYHKT 40 IIpaBun
XpaHEeHHUS;

MYHKT 32 [IpaBun
HaJlJIeXKalen

JTUCTPUOBIOTOPCKON
NPAaKTUKH

187. | Xpanutcs M HepachacoBaHHOE | ITYHKT 41 [TpaBun
JICKapCTBEHHOE  PACTUTEJIBHOE  ChIphE B |XpaHEHHs
COOTBETCTBUH c TpeOOBaHUAMU
rocynapcTBeHHoOU (hapmakoneun?

188. | [ToaBepraercs Ryt Hepac]acoBaHHOE | TYHKT 41 [TpaBun
JIEKapCTBEHHOE pacTuTensHoe CBIPbE | XpaHEHUS
NEPUOINYECKOMY KOHTPOJIIO B COOTBETCTBUU
c TpeOOBaHUAMU rOCyJapCTBEHHOM
dhapmakorien?

189. | Xpanutcs M HepacacoBaHHOE | ITyHKT 42 ITpaBun
JIeKapCTBEHHOE pacTuTensHOe CBIPBE, | XpPaHEHUS

COJIEpJKalllee BEIECTBA, BKJIIOYCHHBIE B
CIHUCOK CHJIbHOJEHCTBYIOIIMX BELIECTB JIS
nened craren 234 W Apyrux  craren
YronoBHOrO KOZEKca Poccuiickoi
@enepan M CHHUCOK SJAOBHUTBHIX BEILLECTB
g nened crateu 234 W Ipyrux crareu

YT0JI0BHOT'O KOJIeKca Poccuiickoit
denepanny, YTBEPK/ICHHBIE
MOCTAaHOBJIEHHUEM [IpaBuTenscTBa

Poccutickoit ®eneparuu ot 29 nexadbps 2007
r. N 964 "OO yTBepXJE€HUU CIIUCKOB
CHJIbHOJICHCTBYIOIINX W SITOBUTHIX BEUIECTB




g uened crateu 234 W pyrux craren
VYT0JI0BHOTO KOJIEKca Poccutickoit
Qdenepanun, a TaKKe KpPYOHOTO pa3Mmepa
CUJIBHOJICUCTBYIOIIMX BEIIECTB IS  LIEJIeH
CcTaThu 234 YT010BHOTO KOJIeKca
Poccuiickoit denepanuun” Ha pa3HbIX MOJIKAX
B ceidax, MeTaJulMyecKux  IKadax,
JIEPEeBSHHBIX MKadax WU B pa3HbIX cerdax,
METaINYECKHUX mkadax, JIEPEBSHHBIX
mkagax, OIe4aThIBAEMBIX WA
IIOMOUPYEMBIX B KOHIIE pabodero JHs?

190. | Cobmronarorcst T TpeOOBaHUS | ITYHKT 43 [TpaBun
roCy/1apCTBEHHOU bapmakonen IIPY | XpaHEHUS
XpaHEHUU JIEKaPCTBEHHOTO PACTHUTEIBHOTO
CBIpBS, COZIepIKaIlero Cep/eYHbIe
TJIMKO3U/IbI?

191. | Cobmromarorcst T TpeOOBaHUS | ITYHKT 43 [TpaBun
roCyJJapCTBEHHOMN bapmakonen IIPY | XpaHEHUS
XpaHEHHH JIeKapCTBEHHBIX CpeICTB,
TpeOYIOUMX 3alUThl OT TMOBPEXKAAIOLIETO
BO3JEHCTBHUS cBeTa?

192. | Cobmromarorcst T TpeOOBaHUS | ITYHKT 43 [TpaBun
rocyJJapCTBEHHOMN (bapmakonen IIPY | XpaHEHUS
XpaHEHHH JIEKapCTBEHHBIX CpeACTB,
TpeOYIOIIUX 3aIIUTHI OT BO3/ICHCTBUS BlIaru?

193. | Cobmronarores m TpeOOBaHUS | ITYHKT 43 ITpaBun
rOCyJapCTBEHHOMN bapmakoren NIPH | XpaHCHUS
XpaHEeHHH JIEKapPCTBEHHBIX CpeACTB,

TPeOYIOMMX 3aIIUThl OT YJIETy4YUBAHUS U




BBICBIXAHUA?

194. | Cobmronarorcs T TpeOOBaHUS | ITYHKT 43 [TpaBun
rOCYJJapCTBEHHOMN bapmakoren IIPY | XpaHEHUS
XpaHEHUU  JIEKAPCTBEHHBIX  CPEACTB €
BBIPO)KCHHBIMHU THTPOCKOITNYECKUMHU
cBoMcTBaMU?
195. | Cobmronarorest T TpeOOBaHUS | ITYHKT 43 [TpaBun
rOCYJJapCTBEHHOM bapmakoren IIPH | XpaHCHUS
XpaHeHuu (apmaleBTUUECKUX CyOCTaHIMM -
KPUCTaJIOTUAPATOB?
196. | Cobmronarotcs M TpeOOBaHUS | TYHKT 43 [TpaBun
roCy/1IapCTBCHHON dapmakorien TIPH | XpaHCHUS
XpaHeHUU (apMaleBTUYCCKUX CyOCTaHIUH,
TPEOYIONIVMX 3alTUTHI OT BO3JCHCTBHS ra30B?
197. | Cobmronarorcst m TpeOOBaHUS | ITYHKT 43 [TpaBun
rocy/1apCTBEHHON (dapmakoren MIPH | XpaHEHUs
XpaHEHUU OTHEOMACHBIX (hapMarieBTUYCCKUX
cyOcTaHImii (papmarneBTHUECKIX
cyOcTaHIINH, 00J1a1a101IINX
JIETKOBOCIUTAMEHSIOIIIUMUCS CBOIcTBaMH
(hapmareBTUueCKIX cyOcTaHIIHH,
o0aaroIuX JerKOroprOYMMH CBOWCTBAMU)?
198. | OcymectBnsiercs M XPAHEHUE | TyHKT 44 [IpaBun
MEIWIMHCKUX THSBOK B  TIOMEIICHHH, | XpAHEHUS
3alIUIIEHHOM OT BO3JEHCTBUS  MPSIMBIX
COJIHEYHBIX JIyden?
199. | OcymecTBisercs b7 XpaHEHHE | TyHKT 44 [TpaBun




MEAULIMHCKUX MHSIBOK B IOMELIEHUH, AJIs
KOTOPOTo YCTaHOBJICH IIOCTOSIHHBIN
TEMIIEPATYPHBII pexUM?

XpaHeHus

200.

OcymectBisercs M XpaHeHue
TEPMOJIAOMIIBHBIX JICKAPCTBEHHBIX CPEJCTB B
CHEIHAILHO O0OPYIOBAHHBIX MMOMEIICHHUSX
(XOJOIMIIBHBIX KaMepax) WIH B TIOMEIICHUSIX
AJI XpaHCHHA, OCHAICHHBIX XOJIOAWJIBHBIMUA
mKagamu, XOJIOAMIbHUKAMH, ecIu
CIICHUAJIBHBIC YCIIOBUA XPaHCHHUA HEC YKA3aHbI
MIPOU3BOIUTEIIEM Ha YIIaKOBKE
JIEKaApCTBEHHOT'O CpeCcTBa?

IIYHKT
XpaHeHus

45

IIpaBun




4. Bung KOHTPOJIBHOI'O (HAIO30PHOTO) MEpONpUATHUA:

5. JlaTa 3anoJIHeHMS [POBEPOUYHOTO JIMCTA:
6. OOBexT TOCYIHapCTBEHHOT'O KOHTPOJIZ (Ham3opa), B OTHOIEHUM KOTOPOI'O
IPOBOOMUTCS KOHTPOJIbHOE (HAL30PHOE) MEepOoIpusaTuEe:

7. QaMmiusa, ¥MMS M OTUYECTBO ([IPM HaNIWUMM) TPaxIaHVHA WM MHOVMBUOYAJIEHOTO
NpennpMHMMaTessi, €TI0 MWISHTUOMKALMOHHEI HOMEP HAaJIOTOIJIaTeJIblMKa U (MJIn)
OCHOBHOM’ TOCyIapCTBEeHHEN PEeTUCTPAaLMOHHEIM HOMEeP VHIUBUOYAJIEHOT'O
IpennpuHMaTeNSd, anpec perucTpauum TpaxIaHuHa VZ8)eZi VHIUBUOYAJIEHOT'O
NpennpMUHMMaTEJIS, HaMMEeHOBAaHME pUIMUeCKOI'o JMla, ero UISHTUOMKAUMOHHHIM
HOMEpP HaJioTolJjlaTesblmMka ¥  (MJIM) OCHOBHOM I'OCYIAapPCTBEHHBIM PEeTrMCTPAaLMOHHBIM
HOMEP, aIpec DOPUIMYECKOTO JMlla B Ipeneyiax MeCTa HaXOXIEeHMS DPUIONYECKOI'O
auia, SBJIARIMXCS KOHTPOJIUPYEMEMMU JIMLIAMU :

8. MecTo (MecTa) NpoOBeIeHMsS KOHTPOJIBHOT'O (HaI30pPHOI'O) MEPONPUATHUS C
3aNOJIHEHMEM NPOBEPOYHOTO JIMCTA:

9. PeKBUMBUTH pPeleHUs KOHTPOJIBHOTO (HAaI30PHOT'O) OopraHa O NPOBeIeHUMU
KOHTPOJIBHOT'O (Ha,HSOpHOI‘O) MepOoInpmaATnAg, IIOOINIMCaHHOTI'O YIIOJIHOMOUYE HHBIM
IOOJDKHOCTHBIM JIMIIOM KOHTPOJIBHOTO (HAaO30PHOI'O) opraHa:

10. Y4UeTHHM HOMEP KOHTPOJIBHOTO (HaIX30PHOI'O) MEPONPUSATULI:

11. IJOJIXHOCTE, bamMmmMa M MHMLOMAJEL  OOJDKHOCTHOT'O  JIMLA KOHTPOJIBHOTO
(HaO30pPHOTO) oOpraHa, B IOOJIKHOCTHHE OOA33aHHOCTM KOTOPOIO B COOTBETCTBUU C
IIOJIOXEHMEM O BMIE KOHTPOJL, IOJDKHOCTHEIM peIJIaMeHTOM MM LOOJIKHOCTHOM
MHCTPYKLUMEN BXOIUT OCYULECTBJIEHME I[IOJIHOMOUMM I10 BMIY KOHTPOJIS, B TOM UYMUCIE
IpoBeleHMe KOHTPOJIbHHX (HAO3O0PHBIX) MEPONPUATHUNM, NPOBOIALETO KOHTPOJIBHOE
(HaO30pHOE) MEepOonpuATHMe M 3aloJIHAKWEIO NPOBEPOYHBI JIUCT:

12. Homnucu IOOJIKHOCTHBIX JIALL KOHTPOJIBHOTO  (HAZAB30PHOITO) oOpraHa,
YYaCTBYOUMX B NPOBEIEHMM KOHTPOJIBHOTO (HaI30PHOT'O) MEPOIPUSATUL:

(mosmxHOCTM, GaMUIMM U MHULIMAJIL)

13. [omnuce PYKOBOOUTEI S TPY L IOOJIXKHOCTHEIX SN  KOHTPOJIBHOTO
(HaO30pHOTO) oOpTraHa, Yyd4YacCTBYOIMX B [NPOBEeIEHUM KOHTPOJIBHOTO (HAI30PHOIO)
MEPOIPUSTHUS &

(moyxHOCTE, GaMMIMS U MHULIMAJIE)




[Ipunoxenne N 2

K npuka3y denepanbHOM CI1yKObI

0 HA/A30pY B chepe 31paBoOXpaHeHUs
ot 02.12.2025 N 5803

QR-xon

[IpOBEPOUHBIM JIUCT
(CIIMCOK KOHTPOJIBHEIX BOIIPOCOB, OTBETH Ha KOTOPHE
CBUINETEJILCTBYIT O COOJIOIEHUM WJIM HeCOOJIOEHUM KOHTPOJIMPYEMBIM
JIMLOM 00s3aTesIbHEIX TpeOOoBaHMM) , MUCIOJb3yeMulM demepalibHOM CIIyXOoM
10 HaI30py B cbepe 3OpaBOOXPaHEHUS U e€e TeppUTOpMalbHEMU
opraHaMmu IIPM OCYUWECTRBJIEHUM GenepalibHOT'O T'OCYHAPCTBEHHOTO
KOHTpOJA (Han3opa) B cbepe obpalleHUA JIeKAPCTBEHHBIX
CPenCcTB IJiS MEeIMUMHCKOT'O IIPMMeHEeHUs (IIepeBOo3Ka
(TPaHCHIOPTUPOBKA) JIEKAPCTBEHHEIX CPEICTB)

1. HamMeHOBaHMe BMIOa KOHTPOJA (Hams0pa), BKIIOYEHHOTI'O B E€IMHEI pPeecTp
BUIOOB QelepalIbHOT'O I'OCYyIapCTBEHHOT'O KOHTPOJA (Hazn3opa) :

2. HamMeHOBaHUE KOHTPOJIBHOTO (Hag30pHOTO) opraHa 1 PEeKBUBUTEH
HOPMaTMBHOTO MNPaBOBOTO akTa 060 yTBepXOeHMM QOPMEI NPOBEPOYHOTO JIMCTA:

3. CIOMCOK KOHTPOJIBHEIX BOINPOCOB, OTpaxkawnimMx CcoIepxaHue o0g3aTesibHBIX
TpeOOBaHMI, OTBETH Ha KOTOPHE CBUIETEJILCTBYT O COOJIOIEHUM UM HeCOoOJIIeHUU
KOHTPOJUPYEMEM JIMIIOM OOS3aTesIbHEX TpeOOBaHMI:

®dopma




n/a

CnHcoK KOHTPOJIBHBIX BOIIPOCOB, OTPAXkKAIOIINX
coJiep>kaHue 00s3aTeIbHbIX TPeOOBAHUN

PexBU3UTH HOPMATUBHBIX
IIPABOBBIX aKTOB, C
yYKa3aHUEM UX CTPYKTYPHBIX
€IMHHULL, KOTOPBIMU
YCTaHOBJICHBI 00sI13aTEIbHBIC
TpeOOBaHMS

OTBeTHI Ha BOIIPOCHI, COIEpPIKALLUECS B
Criucke KOHTPOJIBHBIX BOIIPOCOB

[Ipumeua
HUE

OpraHu3anusa OIITOBOM TOPTOBJIN
JICKAPpCTBCHHBIMU CPCACTBAMU IJIA
MCIUIUHCKOI'O IPUMEHECHU A

Ja HET HEIIPUMEHUMO

Pemenne CoBera EBpaswmiickoii sxoHomMuueckoi komuccuu oT 3 HosiOps 2016 r. N 80 "OO6 yrBepxkaenun IlpaBun Haanexaiiei
JTUCTPUOBIOTOPCKOM MPAKTUKUA B paMmkax EBpa3uiickoro sKOHOMHYECKOTo coro3a" (Bctymuio B cuiy st Poccuiickoit denepanuu 6 mas
2017 r. SIBnsiercs obs3aTenbHBIM U1 Poccuiickoit denepaniuu B cOOTBETCTBHH ¢ J[loroBopoM 0 EBpa3uiickoM 3KOHOMHYECKOM CO03¢ OT 29
mas 2014 r., parupunmupoBanasiM DenepanbHbIM 3aKOHOM OT 3 okTs0pst 2014 1. N 279-03 "O parudukanuu nqorosopa o EBpaszuiickom
SKOHOMHMYECKOM coro3e", BcTymuBineM B cuiy ansi Poccuiickoit ®@enepanuu ¢ 1 saBaps 2015 r.) (manee - IlpaBuna Haanexamiei
JUCTPUOBIOTOPCKOM MPAKTUKH)

1.

Nwmeror M JIEKapCTBEHHBIE cpeAcTBa
COIJIACOBAHHBIA MOJydyaTeIeM U OTIpaBUTEIEM
OCTaTOYHBIM CPOK rOJTHOCTU?

MYHKT 84

[IpaBun Hagnexamen
JUCTPUOBIOTOPCKOM
MPAKTUKH

ComnpoBoxaercs M IOCTaBKa JIEKapCTBEHHBIX
CpeACTB  JIOKyMEHTaMH,  IPEIyCMOTPEHHBIMH
3aKOHOJATEIbCTBOM roCyJapCTB-UJICHOB
(cuet-daxrypa, TOBapHO-TPAHCIIOPTHAs
HaKJIa Has, MeXJIyHapoaHas HaKjIaJaHas, WHBOJIC,
aBUAHAKJIQJIHAs U IpyTHe)?

MyHKT 85

[TpaBun Hajexanein
TUCTPUOBIOTOPCKON
MPaKTUKU

VKa3pIBalOTCI M B COINPOBOJUTEIBHBIX
JOKYMEHTaX JIEKAPCTBEHHBIX CPEJICTB CIIEAYIOLIHE
CBENICHUS: J1aTa, HAMMECHOBAHHE JIEKAPCTBEHHOTO
CpeAcTBa, HOMEp cepuu (MapTUH), MOCTaBIIEMOE
KOJIMYECTBO, JIeKapcTBeHHas (opma, JTO3UPOBKA,
HalMEHOBaHUE u azpec MOCTABIIMKA,
HAaMMEHOBAHHE W aJpec Tpy3omnoiydarens (aapec
MeCTa HaxXOXKIECHHs OITOBOrO CKJIaAa, €CId OH

MYHKT 85

[IpaBun Hajexalen
JTUCTPUOBIOTOPCKOI
MPaKTHKU




OTJIMYAETCA OT aJpeca IOPUAMYECKOro JuIa), a
TaK)Xe yCJIOBHS TPAHCHOPTHUPOBKU U XpaHEHHS?

XpaHsTcs JIM 3aUCH O TIOCTaBKe TaKUM 00pa3oM,
9T00Bl OBLIAa OOEcCmedeHa MPOCICKUBAEMOCTh
JIBMDKCHUS JICKAPCTBEHHBIX CPEICTB?

IMYHKT 85

IIpaBun HamIexkamen
IUCTPUOBIOTOPCKON
IIPaKTUKU

OcyecTBisieT M TUCTPUOBIOTOP,
MOCTABJISTFOIIU T JICKaApCTBCHHBIC Cpe/CTBa,
TPAHCIIOPTHPOBKY B YCIIOBHSX, 00ECIICYHBAIOIINX
UX COXPAHHOCTh U [IEJIOCTHOCTB?

nyHkT 121

[IpaBun Hagnexamen
JUCTPUOBIOTOPCKOM
MIPAKTUKH

OcyiectBisieT hii7t JTUCTPUOBIOTOD,
MMOCTAaBJISIOIII JIEKapCTBEHHBIE CpencTBa,
TPAHCIIOPTUPOBKY B YCJIOBUSAX, 00€CMEUMBAIOIINX
UX  3a0MTy  OT  BO3ACHCTBUA  (DaKTOpOB
OKpY’Karolen cpeabl?

nyHKT 121

[IpaBun HamIexkanen
IUCTPUOBIOTOPCKON
MIPaKTUKU

OcymectBiser M JTUCTPUOBIOTOP,
MTOCTABJISTFOIIN JIEKapCTBEHHBIE CpencTBa,
TPAHCHOPTUPOBKY B YCJIOBHUSX, 00€CIEUNBAIOIINX
coOnroiecHue  HEoO0XOJUMOro  TeMIepaTypHOTro
pexxuma (yciaoBUi XpaHeHus)?

nyHKT 121

[TpaBun Hagexanein
TUCTPUOBIOTOPCKON
MPaKTHKU

OcymectBiser M JTUCTPUOBIOTOP,
MTOCTABJISTFOIIN JIEKapCTBEHHBIE CpencTBa,
TPAHCHOPTUPOBKY B YCJIOBHUSX, 00€CIEUNBAIOIINX
UX 3aIIUTY OT Qanbcuduxanuu?

nyHKT 121

[TpaBun Hagexanein
TUCTPUOBIOTOPCKON
MPaKTUKU

ObecrieyeHa M BO3MOXHOCTb TOJITBEPKICHUS
TOrO, 4TO Ka4eCcTBO 51 LEJIOCTHOCTh
JIEKapCTBEHHBIX CPEACTB HE OBLIM TOJIBEPTHYTHI
HETaTUBHOMY  BO3JCHCTBHIO B IIpoLecce
TPAHCIIOPTUPOBKU?

MyHKT 122

IIpaBun HamIexKaEen
JTUCTPUOBIOTOPCKOI
MIPaKTUKN




10.

[InanupoBanue TPAHCIIOPTUPOBKHU
OCYLIECTBISICTCS JM Ha OCHOBAHUU aHaIM3a
BO3MOXXHBIX PUCKOB?

IMyHKT 123

[IpaBun Hagexarei
JUCTPUOBIOTOPCKOM
MPaKTHKU

11.

CoOmronatorcst 11 TpedyeMble YCIOBUS XpaHEHMS
JEKapCTBEHHbIX CpPEIACTB B  TEUYEHHE BCETO
BPEMEHU TPAHCIOPTUPOBKM B COOTBETCTBUM C
yKa3aHUsIMHA TPOM3BOJUTENS WIM HHPOpMaLuei
Ha yrnakoBKe?

NyHKT 124

IIpaBun HamexKamen
IUCTPUOBIOTOPCKON
MIPaKTUKU

12.

CooOmena nm wuHOpMAIUs OTIPABUTEIO U
MOJTy4aTeIIro B ciay4dae BO3HHUKHOBEHHSI
HapylIEHUs TEMIIEPATYPHOIO PEKHUMa WIH MOPUYU
JIEKapCTBEHHBIX CpPEACTB B npouecce
TPaHCHIOPTUPOBKU B COOTBETCTBUH c
pa3paboTaHHOW M JIOKYMEHTaJIbHO O(OPMICHHON
MPOLIEAYPOH, ONpeAeNAouIe NOPsSAOK ACHCTBUN
npu BO3HHUKHOBEHHUH OTKJIOHEHHH u
paccrneoBaHuU JaHHBIX (pakToB?

nyHKT 124

[IpaBun HamIexkanen
IUCTPUOBIOTOPCKON
MIPaKTUKU

13.

Copmepxarcs I B YHCTOTE U IMOJBEPraroTCs
OUYNCTKE W YOOpKe 1O Mepe HEeoOXOIMMOCTH B
COOTBETCTBUM C TpPEOOBAHUAMU CAHUTAPHBIX
HOpM, YCTAaHOBJICHHBIX 3aKOHOAATCIIbCTBOM
rOCy/1apCTB-UJICHOB TPAHCTIOPTHOE CPENICTBO U €ro
obopyoBaHue, HCIIOJIb3yEMbIE TUTS
TPAHCIIOPTUPOBKH JIEKAPCTBEHHBIX CPEICTB?

NyHKTHI 125, 126
[TpaBun Hagexanein
TUCTPUOBIOTOPCKON
MIPaKTUKU

14.

PazpaGoTanbl JId TNHCBMEHHBIE NPOLEAYPHI IO
OOCITY’)KUBAaHWIO W OKCIUTyaTallil TPAHCIIOPTHBIX
CpeAcTB U OOOpYIOBAaHHUS, HCIOJNB3YEMBbIX JUIS
TACTPHOBIOIIH JIEKapCTBEHHBIX CpeACTB,
BKJIIOYast OUMCTKY U Mephl 6e301macHOCTH?

NyHKTHI 125, 126
[TpaBun Hagexarei
TUCTPUOBIOTOPCKON
MPAKTHKH




15.

Omnpenensiercss 1 HEOOXOJMMOCTb  KOHTPOJIS
TEMIIEPATypbl, OCHOBAHHAs Ha AaHAJIU3€ PHUCKOB,
CBSI3aHHBIX C TPAHCIIOPTUPOBKOM JIEKAPCTBEHHBIX
CPEeACTB 110 BEIOPAHHOMY MapIIpyTy?

IIyHKTHI 127

[IpaBun Hagexarei
JUCTPUOBIOTOPCKOM
MPaKTHKU

16.

[Ipoxoaur 7aM NEPUOAMYECKOE TEXHUYECKOE
oOCITy’)KMBaHHE, TOBEPKY H KaJIMOpPOBKY B
COOTBETCTBUU c 3aKOHOJATEIbCTBOM
rocy/1apCTB-4JI€HOB o0opyaoBaHue,
UCIOJb3yeMOe JJIsi KOHTPOJsl TeMIepaTrypbl B
IIpoLecce TPAHCIOPTUPOBKH, YCTAHOBJIEHHOE Ha
TPAHCIOPTHOM CPEJICTBE UJIU B KOHTeHHepe?

nyHKT 127

IIpaBun HamexKamen
IUCTPUOBIOTOPCKON
MIPaKTUKU

17.

Pazpaboranbl  u
MMMCEMEHHOTO JOKYMEHTA IPOLIEAYPHI,
o0ecreunBaroIIne COXpaHEHHE KayecTBa
JICKApCTBEHHBIX CPEACTB (€CIM  MCIIONIb3YIOTCS
HECIEUAIN3UPOBAHHBIC TPAHCIIOPTHBIE CPEIICTBA
u obopynoBaHue)?

OpuHATEL 11 B ¢opMme

yHKT 128

[IpaBun HamIexkanen
IUCTPUOBIOTOPCKON
MIPaKTUKU

18.

JIOCTaBIIAIOTCSL JIM JIEKAPCTBEHHBIE CPENICTBA IO
azipecy, YKa3aHHOMY B JIOKyMEHTax Ha IIOCTaBKY,
U NEPeAAI0TCs U HEMOCPEICTBEHHO B IOMEIIEHUE
noJrydaresns?

nyHKT 129

[IpaBun HajueKalen
JTUCTPUOBIOTOPCKOI
MPaKTHKU

19.

Haznauen nm 118 oOpraHuM3alMM  3KCTPEHHBIX
JI0OCTaBOK B Hepaloune yachl
CIELMATU3UPOBAHHBIN IIEPCOHAN, ACUCTBYIOIIUI
Ha OCHOBaHUM JIOKYMEHTUPOBAHHBIX Mpoueayp?

yHKT 129

[TpaBun Hagexanein
TUCTPUOBIOTOPCKON
MPaKTHKU

20.

OcytecTBiisieTcst I TPaHCHOPTUPOBKA TPETBUMU
JMIAMHA Ha OCHOBAaHUU JOrOBOPA, COACPIKALIETO
TpeOOBaHUs, YCTAHOBJIEHHbIE B Mojpasjaene 7
[IpaBun HaJUJIe)XKallen TUCTPUOBIOTOPCKOI
MIPaKTUKU?

nyHkT 130

[IpaBun HajuexKalen
JTUCTPUOBIOTOPCKOI
MPaKTHKU




21.

yBeHOMHeHBI JI1  TPAHCIIOPTHBIC KOMIIAHHUU O
TpeOOBAaHUAX K YCIOBUSIM TPaHCIOPTHUPOBKU
JIEKapCTBEHHBIX CPENCTB?

nyHkT 130

[IpaBun Hagexarei
JUCTPUOBIOTOPCKOM
MPaKTHKU

22.

ObecrnieyeHbl M
IIPOU3BOJCTBEHHON cpensl IIOMELIEHU I
(TemmepaTypHbIi PEXUM, OCBEILIEHHOCTb,
BJIQKHOCTh BO3AYyXa W YHCTOTA) U OE30MACHOCTb
XpaHEHHUsT Ha TPAaH3UTHBIX CKJIalax B CIydYasx,
Korja TPaHCIIOPTUPOBKA COIPOBOXKAAETCS
orepalusaMu 10 pa3rpy3ke U oOpaTHOH 3arpyske
WJIM BKJTFOYAET B ceOs TPAaH3UTHOE XpaHeHUE?

HaJIC)KaIIHue YCII0BUA

myHKT 131

IIpaBun HamexKamen
IUCTPUOBIOTOPCKON
MIPaKTUKU

23.

TpancnopTupyloTCsl I JIEKaPCTBEHHbIE CPEACTBA
B TPAHCIIOPTHOW Tape, KOTOpas HE OKa3bIBaeT
HEraTUBHOI'O BJIMAHMA Ha MX KauecTBO U
o0ecreynBaeT HAAEKHYIO 3alUTy OT BHELIHEro
BO3JICHCTBUS, B TOM YHCJIE MPEAOTBPALLACT
BO3MO>XHOCTb KOHTAMHHALIUN?

MyHKT 132

[IpaBun Hagnexamen
JUCTPUOBIOTOPCKOM
MIPAKTUKH

24,

Hanecena nu s oOecrieueHHs] HaJyIekKallero
oOpamieHusi C JIEKapCTBEHHBIMH CpEICTBAMH H
YpOBHs 0€30MacHOCTH Ha TPAHCIOPTHYIO Tapy
MapKHPOBKa, cozeprKamast HEOOXOUMYIO
uHpopMalK0 O TpeOOBaHMUAX MO OOPALICHUIO U
XpPaHEHUI0 JAaHHOW TPAHCHOPTHOM Tapel ¢
JEKapCTBEHHBIM  CpPEICTBOM, a TakXke O
HEO0OXOIMMBIX Mepax MPea0CTOPOKHOCTH?

nyHkT 133

[TpaBun Hagexanein
TUCTPUOBIOTOPCKON
MPaKTHKU

25.

ObecneunBaeT au UHPOPMAIIUS Ha TPAHCIIOPTHOM
Tape BO3MO>XHOCTh UACHTU(DUKAITIH
COJIEP’KUMOTO M UCTOUHHUK €r0 MPOUCXOKACHUS?

myHKT 133

[IpaBun Hajuexalen
JTUCTPUOBIOTOPCKOI
MPaKTHKU




26.

Ob6ecneunn T TUCTPUOBIOTOP npu
TPAHCHOPTUPOBKE TAaKMX TPeOYOUIMX 0coO0ro
oOpamieHusi  JICKapCTBEHHBIX  CPEACTB,  Kak
JIEKapCTBEHHbIE CpEICTBa, coJepxKanue
HapKOTUYECKUE CpEICTBa, IICUXOTPOITHBIE
BEIIECTBA M MX HPEKYypCcophl, sAbl (SOBUTHIE
BEIIECTBA) M MOJJSKANUE OCOOBIM  BHUIAM
KOHTPOJISI B COOTBETCTBUU C 3aKOHOJATEIbCTBOM
roCyJapCTB-WICHOB, 0€30MaCHBIM U 3alUILEHHBII
oT HEIIPaBOMEPHOI0 Joctyna PEXUM
TPAHCHOPTUPOBKH B COOTBETCTBUU c
TpeOOBaHUSAMHU 3aKOHOMAATENbCTBA EBpasmiickoro
HKOHOMHUECKOT0 cor03a?

nyHKT 134

[IpaBun Hagexarei
JUCTPUOBIOTOPCKOM
MPaKTHKU

27.

C03IlaHI)I JIX AOITOJIHUTCIIBHBIC CUCTEMbI KOHTPOJIA
B OTHOILEHMM IIOCTABOK, TPeOyIOLIMX 0co00ro
oOpamieHusi  JICKapCTBEHHBIX  CPEJACTB,  Kak
JIEKapCTBEHHBIX CPEICTB, CoJleprKaluX
HAapKOTUYCCKHEC CpeacTna, TICUXOTPOITHBIC
BEIIECTBA M MX HPEKYpCOphl, sAbl (S10BUTHIE
BEUIeCTBA) M MOJUIEKAUIMX OCOOBIM  BHUJAM
KOHTpOJII B COOTBETCTBUU C 3aKOHOJIATEIbCTBOM
EBpa3uiickoro 3kOoHOMHU4€eCKOro coro3a?

nyHkT 134

[IpaBun Hagnexamen
JUCTPUOBIOTOPCKOM
IIPAKTUKH

28.

Pa3paborana 11 M JOKyMEHTaabHO O¢opMiIeHa
MPOLEAYpPa, ONPEAENAIONIAs MOPSNIOK IEUCTBUN B
cirydae XUIICHUS TPEOYIOIIHNX ocoboro
oOpalleHusi  JICKapCTBEHHBIX  CPEACTB,  Kak
JICKApCTBCHHBIX CpE€aACTB, COZACpKAUX
HapKOTUUYECKUE CpEICTBa, IICUXOTPOITHBIE
BElIeCTBA M HUX MPEKYpCcOpbl, SAbl (SIOBUTHIE
BEIIECTBA) M MOMISKAINIMX OCOOBIM  BHJAM
KOHTpOJISI B COOTBETCTBHM C 3aKOHOJATEIbCTBOM
EBpa3uiickoro 3kOHOMHU4€ECKOIo cor3a’?

nyHkT 134

[IpaBun HajuexKalen
JTUCTPUOBIOTOPCKOI
MPaKTHKU




29.

Hcnonp3yroress nu uist obecriedeHus: TpedyeMbIxX
YCIOBUM TPAHCHOPTUPOBKH MPH TPAHCIIOPTUPOBKE
TEPMOIA0UIBHBIX JIEKapCTBEHHBIX CpEICTB
crieluanbHOe  O0OpYAOBaHME WM  CPEICTBA
(u30TepMHUUECKasl YIAKOBKA, KOHTEMHEpHI), a
TaKXe TPAHCIOPTHBIE CPEJICTBA, 0OECIIEUNBAIOIINE
nojiep)kaHue  TpeOdyemMoro  TeMIepaTypHOTro
pexuma?

NyHKT 136

[IpaBun Hagexarei
JUCTPUOBIOTOPCKOM
MPaKTHKU

30.

IIpoxomar 1m
o0cCTyXKHBaHUE,

HNEPUOIUYECKOEe  TEXHUUYECKOE
MOBEPKY M KaJuOpOBKY
TPAHCHOPTHBIE  CpEICTBa,  oOecreyuBaroline
HoJiep>KaHUue  TpeOyeMoro  TeMIepaTypHOro
pexxuma, U 000pylOBaHME, HCIOJIb3yeMOe s
KOHTPOJIS TEMIEPATYpPHI B mpouecce
TPaHCHOPTUPOBKH TEPMOJIAOMITbHBIX
JIEKapCTBEHHBIX CPEICTB?

nyHkT 136

[IpaBun HamIexkanen
IUCTPUOBIOTOPCKON
MIPaKTUKU

31.

[IpoBomutcss M aHanM3  TEMIIEPaTypHOIO
KapTUpOBaHUS €  COOJIIOJICHMEM  YCIIOBHH,
OTPaXKAIOIIMX IapaMeTpbl 3KCIUIyaTallhh, W C

Y4ETOM CE30HHBIX KOoneOaHuit?

nyHKT 136

[IpaBun HajuexKalen
JTUCTPUOBIOTOPCKOI
MPaKTHKU

32.

[IpencraBnsorcss 7M. 1O 3ampocy  JaHHBIE,
MOJTBEPXKAAIOUINE COOIOACHNUE TEMIIEpaTypPHOro
peKMMa @pPU XPaHEHUHM U TPAHCIOPTUPOBKE
TEPMOJIaOUIIBHBIX JIEKAPCTBEHHBIX CPECTB?

nyHkT 136

[TpaBun Hagexanein
TUCTPUOBIOTOPCKON
MPaKTUKU

33.

Pasmemarorcs I XJIaJI03JIEMEHTBI B
M30TEpPMHUECKUX KOHTEHHepax TakuM o00pa3oM,
YTOOBl ~ OTCYTCTBOBaJ ~ NpPSIMOW  KOHTakT C
JIEKapCTBEHHBIMU CPEJCTBAMU?

nyHkT 137

[IpaBun Hajexalen
JTUCTPUOBIOTOPCKOI
MPaKTHKU

34,

OOyueH 11 nepcoHan TpeOOBaHUSIM MPOLEAYP MO
MOJITOTOBKE H30TEPMHUUYECKUX KOHTEHHEPOB (C

yHKT 137
[TpaBun Hagexaniei




YU4ETOM CE30HHBIX OCOOEHHOCTEH), a TaKkKe
TpeOOBAaHUSAM K IIOBTOPHOMY HCIIOJIb30BAaHUIO
XJIaJJ03JIEMEHTOB?

TUCTPUOBIOTOPCKOM
IIPAKTUKH

35.

PazpaGoranbl 1M Mepbl, HalpaBlICHHbIE Ha
[IPEAOTBPALEHUE IIOBTOPHOIO  HCIOJI30BaHUSA
HEJI0CTaTOYHO OXJIAXIECHHBIX XJIaJ03JIEMEHTOB?

nyHKT 137

[IpaBun Hagexaniei
TUCTPUOBIOTOPCKOM
MPaKTHKU

36.

ObOecrieueHa 1M HajIexaras
W30/AIUAS  OXJIAKIEHHBIX U
XJIA02IEMEHTOB?

buznveckas
3aMOPOKEHHBIX

nyHkt 137

[IpaBun HamIekamen
IUCTPUOBIOTOPCKON
MIPaKTUKU

37.

Omnwmcan 1M MPOIECC TOCTAaBKH TEPMOJIAOMIBHBIX
JIEKapCTBEHHBIX CPEJICTB C YYETOM KOHTPOIS
CE30HHBIX KOJICOaHMI TeMIiepaTyp B
JOKYMEHTUPOBAHHOM Iporeaype?

nyHkT 137

[IpaBun Hagnexamen
JUCTPUOBIOTOPCKOM
MIPAKTUKH




4. Bung KOHTPOJIBHOI'O (HAIO30PHOT'O) MEepPONpUATHUA:

5. JlaTa 3anoJIHeHMS [NPOBEPOUYHOTO JIMCTA:
6. OOBexT TOCYHapCTBEHHOT'O KOHTPOJIZ (Ham3opa), B OTHOIWEHUM KOTOPOI'O
IPOBOOUTCS KOHTPOJIbHOE (HAL30PHOE) MEepOoIpuITUE:

7. ®aMmiusa, ¥MMS M OTUECTBO ([IPM HaNIWUMM) TPaxIaHVHA WM MHOVUBUIOYAJIEHOTO
NpennpMuHMMaTessS, €TI0 UISHTUOMKALUMOHHEM HOMEep HajloTolljlaTeJibliMka U (1iim)
OCHOBHOM’ TOCyIapCTBEeHHEN PEeTUCTPAaLMOHHEIM HOMEeP VHIUBUOYAJIEHOT'O
IpennpuHMaTeNs, anpec perucTpauum TpaxIaHuHa VZ8)eZi VHIUBUOYAJIEHOT'O
NpennpMHMMaTeNlsi, HaVMEeHOBAaHME OPUAOMYECKOTO JIMila, ero MUISHTUOMKALUMOHHBIM
HOMEpP HaJioToIJjlaTesblmMka ¥  (MJIM) OCHOBHOM I'OCYIAapPCTBEHHBIM PeTrMCTPAaLMOHHBIM
HOMEp, alpecC 0PpUIMYeCKOTO JMla B I[Ipenejlax MecTa HaxXOXIeHMs OPUIANYeCKOI'O
auia, SBJIAOIMXCS KOHTPOJIUPYEMEMMU JIMLAMM, SBJIISOUUXCS KOHTPOJIUPYEMEIMU JIMLIAMU :

8. MecTo (MecTa) OpoBeIeHMS KOHTPOJIBHOTO (HaI30pPHOTO) MEPOIPUATUS C
3aloJIHEHMEM I[IPOBEPOYHOTO JIMCTA:

9. PexBMBUTH pPEUIEeHMS KOHTPOJIBHOTO (HAO30PHOIT'O) OpraHa O NPOBEIeHUU
KOHTPOJILHOT'O (HaZm30PHOTO) MEPONPUSATHS, IIOINMCAaHHOTO YIIOJIHOMOYEHHEIM
DOJDKHOCTHBEIM JIMIIOM KOHTPOJIBHOT'O (HaI30pPHOTO) opTraHa:

10. YueTHE HOMEP KOHTPOJILHOTO (HAO30PHOIT'O) MEPOIPUATUS:

11. IOJIXHOCTE, bammnmsa u MHMLMAJIEL OOJIXKHOCTHOT'O JuLa
KOHTPOJIBHOTO (HAA30PHOTO) oOpraHa, B IOOJXHOCTHHE OOA3aHHOCTM KOTOPOTO B
COOTBETCTBMM C TIIOJIOXEHMEM O BUIE KOHTPOJA, IOOJIKHOCTHBIM pPeIJIaMeHTOM WU
OOJDKHOCTHOM MHCTPYKLMEN BXOOUT OCYLIECTBJIEHME I[IOJIHOMOUMM IO BUIOY KOHTPOJIS, B
TOM UYMCJIe T[IPOBEIOEeHME KOHTPOJIBHEIX (HAI3OPHBIX) MEPONPUATHMY, NPOBOLALEIO
KOHTPOJIbHOE (HAO30PHOE) MEPOIPUATHE M BAMlOJHAKIEI'O NIPOBEPOUHBIM JIUCT:

12. HNononucu IOJDKHOCTHEIX JIm1 KOHTPOJILHOTO  (HAA30PHOTO) oOpraHa,
YyYacCTBYOIMX B IIPOBEINEHUM KOHTPOJIBHOTO (HAO30PHOI'O) MEPONIPUATUS :

(moymxHOCTM, GaMUIMM U VHULIMAJIEL)

13. lMonnmcob PYKOBOOUTEJS TP YIIIE IOJIXHOCTHEIX JIML  KOHTPOJIBHOTO
(Ham3O0pPHOTO) OpraHa, YYacTBYOIMX B [IPOBEIEHMM KOHTPOJIBHOT'O (HAL30PHOIO)
MEePONPUSTUS &

(moJxHOCTE, GaMMIMS U MHULIMAJIE)




[Ipunoxenne N 3

K npuka3y denepanbHOM CIIyKObI

10 HA/A30pY B chepe 31paBoOXpaHeHUs
ot 02.12.2025 N 5803

QR-kon

[Tpunoxxenue N 3 neiicrByet 1o 28.09.2026.

[IPOBEPOUHEIM JIUCT
(COMCOK KOHTPOJILHEIX BONPOCOB, OTBETH HAa KOTOPHE
CBUINETEJILCTBYIT O COOJIOOEHUM WJIM HeCOOJIOEHUM KOHTPOJIMPYEMBIM
JIMLOM OOfA3aTeJIbHEX TpeOOBaHMM) , MCHOJNb3yeMel demepalibHOM CJyXOOou

10 Ham30py B chepe 3IPaBOOXPAHEHUS M €€ TepPpPUTOPMAallbHEMU

opraHaMM NPY OCYWECTBJIeHUM GemepalIbHOTO I'OCYyIapCTBEHHOTO
KOHTpOJNa (Hazmsopa) B cbepe obpalleHus JIEKAPCTBEHHEIX CPEICTB
I0JiS MENULMVHCKOT'O MNPMMEeHeHus (OTnyck, lepenada, peanm3aumsd,

npolaxa JIeKapCTBEHHEIX CPelCTB

1. HawummMeHOBaHMe BHUIa KOHTPOJS (HaIzopa), BKJIOUEHHOTO B EIOMHEM PeecTp
BMIOOB benepanbHOTO TOCYyIapCTBEHHOTO KOHTpOJIS (Hazs3opa) :
2. HammMeHnoBaHue KOHTPOJILHOT'O (Ham3o0pHOTO) opraHa VN  PEeKBUBUTEHL

HOPMaTMBHOTO MNPABOBOTO akTa 00 yTBepxOeHMM OGOPMEl IPOBEPOUYHOTO JIMUCTA:

3. CHOmMcok KOHTPOJIBHEIX BOIIPOCOB, OTpaxXawolyx CcoOepXaHue o0a3aTesibHBEIX
TpeBOBaHMY, OTBETH Ha KOTOPHEIE CBUINETEJIECTBYIOT O COOJIOIEHUM WMJIM HeCOOJnIeHUU
KOHTPOJIMPYEMEIM JIMLIOM OOS3aTeJIbHEIX TpeOOBaHMM:

®dopma




N Crnrcok KOHTPOJIBHBIX BOIIPOCOB, PexBu3nuTel HopMaTtuBHBIX | OTBETHI HA BOIIPOCHI, conepskauirecs B CIucKke KOHTPOJIbHBIX Bonpocos | ITpu

/11 | OTPaKalOWIMX COZEPKaHHE 00A3aTENbHBIX NPaBOBBIX AKTOB, C Meya
TpeGoBanuit yKa3aHHEM X oprammsalus | [ ]  amTeKa, OCYIIECTBIIAIONIAs MEAULUHCKUE | e
CTPYKTYPHBIX €IMHALL ONTOBOM PO3HHYHYIO TOPTOBJIIO OpraHu3aluH, B
>
KOTOPBIMHU YCTaHOBJICHBI TOPIOBJIN (OTITyCK) JIEKapCTBEHHBIX TOM YHCJIE U X

obs3aTenbHble TpeGoBaHus | 1CKaPCTBECHHBIM HpEnapaToB HACEICHHIO 000CO0JICHHBIE
U CpPEJCTBaMH noJipa3ieieHusl,
TUIst |:| aNTEKa KaK CTPYKTYPHOC | pacronoskeHHbIC
MEIULIMHCKOI O noApa3ACICHUC MCAMIMHCKOU B CEJILCKUAX
MIPUMEHEHUSI OpraHusanmnu HAaCEJICHHBIX
. MyHKTaX, B
|:| anTeYHBIN MMyHKT, B TOM
KOTOPBIX
YHCIIe KaK CTPYKTYPHOE
.| oTcyrcTBYIOT
nojipa3ejeHue MeIUIIMHCKON
Apas i anTevHbIe
OpraHHU3aluH
OpraHHu3aluu
|:| WHIABUTYaJIbHBII
HpeANPUHUMATEITH
Jla | HET | HempuM | J1a | HeT HETPUMEHHUMO 1a | HET | HeTIPUM
CHUMO SHUMO

@®enepanbhbiil 3akoH oT 12 ampens 2010 r. N 61-®3 "OO6 obpamienun jekapcTBeHHbIX cpelcTB" (nanee - denepanbHblii 3akoH oT 12.04.2010 N 61-D3);
nocra”oBieHue [IpaBurenscta Poccuiickoit denepannu ot 16 mast 2020 r. N 697 "OO6 yrBepxaenuu [IpaBui Bb1aun pa3perieHus Ha OCYIIECTBICHHE PO3HUYHOM
TOPTOBJIN JIEKAPCTBEHHBIMH MpenapaTaMu JUIsi MEIULMHCKOTO MPUMEHEHHUS JUCTAHIIMOHHBIM CITIOCOOOM, OCYIIECTBIIEHUS TAKOH TOPTOBIIU U JOCTaBKU yKa3aHHBIX
JIEKapCTBEHHBIX IPENapaToB rpakJaHaM U BHECEHUH U3MEHEHHMI B HEKoTopble akThl IIpaBurenscTBa Poccuiickoit denepanuu 1o BOIpoCy POZHUYHOW TOPTOBIH
JIEKapCTBEHHBIMU IpenapaTaMy JUisi MEAUIMHCKOTO MPUMEHEHHUs JAUCTAaHIIMOHHBIM criocoboM" (manee - IlpaBmiia IMCTaHIIMOHHON TOPTOBIIM); MOCTAHOBJICHHE
[TpaButensctBa Poccuiickoit ®@enepaunu or 30 urons 1998 r. N 681 "OO yTBepkIeHUM NepeuHs HAPKOTUYECKUX CPEACTB, NMCHUXOTPOITHBIX BEIIECTB M HX
MIPEKYPCOPOB, MOIekKANTUX KOHTPOJto B Poccuiickoit @enepanun” (nanee - [lepeuens), npukaz MunucTepcTBa 3apaBooxpanenus Poccuiickoit deneparuu ot 7
mapta 2025 r. N 100m "OO yrBepxaenuu IIpaBun oTmycka JIeKapCTBEHHBIX MpPENapaToB JUIsl METUIMHCKOIO NPUMEHEHHs anTeYHbIMH OpTaHU3aIlUsIMH,
VMHAUBUAYAIbHBIMU TPEINPUHUMATEISIMI, HUMEIOIIUMU JIMIEH3UI0 Ha OCYILIECTBICHHE (PapMaleBTUYECKOW NeATeIbHOCTH, MEAMIMHCKHUMH OpTraHUu3alusIMH,
UMEIOIMMH JIMIIEH3UI0 Ha OCYLIeCTBICHHE (apMalleBTUYECKON IesITeIbHOCTH, U UX O0OCOOJEHHBIMU MOApa3AEICHUSIMHU, PACIONIOKEHHBIMH B CEIbCKHX
HACEJICHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTE€YHble OpraHuzanuu, lIpaBun oTmycka HApKOTHYECKHX CpPEACTB M IICUXOTPOIHBIX BEIIECTB,
3apEruCTPUPOBAHHBIX B Ka4ECTBE JIEKAPCTBEHHBIX MPENApaToB s MEAULMHCKOTO MPUMEHEHHUS, JIEKApCTBEHHBIX IIPENApaToOB sl MEAUIMHCKOTO NPUMEHEHUS,
CoJlepKalllMX HapKOTUYECKHE CpeACTBa M ICUXOTPONHBbIE BemlecTBa, [lopsnka oTmycka rpaxaaHaM anTeUHbIMH OpraHU3alUsSMH HUMMYHOOMOJIOTHMYECKHUX
JIEKapCTBEHHBIX MpPENnapaToB JUIsi MMMYHONPOQHUIAKTUKK" (3aperucTpupoBaH MuHucCTepcTBOM toctuuuu Poccuiickoit @eneparun 9 anpens 2025 r.,




peructpanuonHslii N 81789) (nefictByer o 1 centsadps 2031 r.) (nanee - [IpaBuna otnycka); npuka3 MuHMCTEpCTBA 3ApaBOOXPAHEHUS U COLUAIBHOTO PA3BUTHS
Poccutickoii @enepanuu ot 12 pespais 2007 r. N 110 "O nopsiake Ha3HaYSHUS U BHITUCHIBAHUS JICKAPCTBEHHBIX MTPENapaToB, U3EINI METUIIMHCKOTO Ha3HAYCHHS
U CHEeNHaIM3HPOBAHHBIX MPOAYKTOB JieueOHOro mnutanusa" (3apeructpupoBaH MunuctepcTBoM octuiun Poccuiickort ®enepaumu 27 ampens 2007 r.,
peructpannoHHbIi N 9364) ¢ n”3MEHEHUSAMH, BHECEHHBIMHU IIPUKa30M MUHHUCTEPCTBOM 3/IPaBOOXPAHEHUS U COIIMAIBHOTO pa3BuTus Poccutickoit @enepanmu ot 27
aBrycra 2007 r. N 560 (3apeructpupoBan MunuctepctBoM roctuiuu Poccuiickoit @enepaunn 14 centsiops 2007 r., peructpanuonnsidi N 10133), npukazom
MuUHHCTEPCTBOM 3APaBOOXPAHCHHS U COUATILHOTO pa3BuTus Poccuiickoit @enepamuu ot 25 ceHTs10ps 2009 . N 794 (3apeructpupoBad MUHHUCTEPCTBOM FOCTULIUH
Poccuiickoit @eneparuu 25 HostOpst 2009 r., peructpanmonssii N 15317), npukazom MHUHHUCTEPCTBOM 3/IpaBOOXPAHEHUS U COLMAIBHOTO pa3BUTUsl Poccuiickoii
®Oenepanun ot 20 ssaBaps 2011 r. N 131 (3apeructpupoBad MunuctepcTBoM roctuimu Poccuiickoit @enepanuu 15 mapra 2011 r., peructparmonnsiii N 20103),
npukazoM MuHucTepcTBOM 3apaBooxpaHeHust Poccuiickoit denepanuu ot 1 arycra 2012 r. N 54n (3apeructpupoBad MuHUCTEpCTBOM tocTUIMH Poccuiickoii
@eneparun 15 aBrycra 2012 r., peructpamuonnsii N 25190), mpukazom MunHCTEpCTBOM 3apaBooxpanenus: Poccuiickoit @enepanuu ot 26 despans 2013 r. N
941 (3apeructpupoBaH MuHnucrepcTBoM toctuiuu Poccuiickoit ®enepanuu 25 uroHs 2013 r., perucrparmmonHeii N 28881), mpukazom MUHHCTEPCTBOM
3npaBooxpanenus Poccuiickoit ®denepanuu ot 24 Hosi0ps 2021 r. N 1094H (3apeructpupoBad MunucrepctsoM roctuiinu Poccuiickoit @enepanuu 30 Hosi0ps 2021
r., peructpanuonubii N 66124) (nanee - Unctpykuus); npukaz MunucteperBa 3apaBooxpanenusi Poccuiickoit @eneparuu ot 24 HosiOps 2021 r. N 10941 "O6
yrBepkaeHnn [lopsiika Ha3HaueHMsI JTIEKapCTBEHHBIX MPENapaToB, (JopM perenTypHbIX 0JIaHKOB Ha JIeKapcTBEHHBIE npenapartsl, [lopsaka opopmieHus yka3zaHHBIX
OJlaHKOB, MX Yy4eTa M XpaHeHUus, (opMm OJIaHKOB PELENTOB, COJEPKAlIMX Ha3HAUYeHHWE HAPKOTHUYECKUX CPEACTB WIM ICHUXOTPOMHBIX BemlecTB, [lopsaka mx
W3TOTOBIICHHS, paclpeleeHus, PeruCTpalny, y4eTa U XpaHeHus, a Takke [IpaBun odopmieHus ONaHKOB pelenToB, B TOM 4YHCIE B (OpME IJIEKTPOHHBIX
TOoKyMeHTOB" (3apeructpupoan MunmncrepcTBoMm roctuiiuu Poccuiickoit @enepanuu 30 Hosa6pst 2021 r., peructpaunonusii N 66124) (neiictByer g0 1 mapra 2028
r.) (mamee - mpuka3 MunszapaBa Poccun N 1094H); nmpuka3z Munucrepcra 3apaBooxpanenust Poccuiickoit @eneparun ot 1 centsiops 2023 r. N 4591 "O6
YTBEPKACHUM TIEPEeYHS JIEKAPCTBEHHBIX CPEICTB ISl MEAUIIMHCKOTO MPUMEHEHHs, MOAJIeKAlIUX MPeIMETHO-KOIUYECTBEHHOMY Yy4eTy" (3aperucTpupoBaH
MunuctepctBoM roctutiuu Poccuiickoit @eneparuu 2 oktsaOpst 2023 r., peructpanuonubiii N 75422) (meiictByer n0 1 centsiops 2030 r.) (manee - Ilepeuens
JeKapCTBEHHbIX cpeacTB); [lonokeHue o eqMHON rocynapcTBeHHOW MH(POPMALMOHHONW cUcTeMe B cepe 31paBOOXPAaHEHMs, YTBEPKAECHHOE MOCTaHOBIEHUEM
[IpaBurensctBa Poccuiickoit deneparuu ot 9 depans 2022 r. N 140 (netictByet 10 28 centsopst 2026 r.) (nanee - [lonoxxenne o ETIC3)

1. |OtmyckaroTes Jin 1O peLenTam, BEIMUCAHHBIM | ITYHKT 3

Ha peuenTypHbIx O61aHkax gopmsel N 148-1/y- | npunoxkenus N 1 [Ipasun
88, IeKkapCTBEHHBIE IIPENapaThl, yKa3aHHBIE B | OTIIyCKa

noanyHkrax 1 u 2 mynkra 9 IIpunoxenus N 1
K npukazy Munsapasa Poccun N 1094u7?

2. |OtnyckaroTces I 1O pelenTaM, BHITMCAHHBIM | TYHKT 4
Ha peuenTypHbIx 61aHkax gopmsel N 148-1/y- | mpunoxkenus N 1 [Ipasun

04(), JIEKapCTBEHHBIE Ipenaparsl, | OTIIycKa
OTIIyCKaeMble O€CIUIATHO WJIM CO CKUIKOH
rpaXKJ1aHaM, UMEIOLIUM IpaBo Ha

o0ecrieueHune JeKapCTBEHHBIMU NpenapaTaMu




3a CYET CPEeACTB OIOKETHBIX aCCHTHOBAHHIA
dbenepasibHOrO  OrO/DKETA ©  OIOJKETOB
cyobexToB Poccuiickoit denepannn?

OTmyckaroTCs JIH JIeKapCTBEHHBIE ITPenaparhl,
yKa3aHHbIE B MOAMYHKTax | u 2 myHkTa 9
[Tpunoxenns N 1 x mnpuxazy Mun3zgpasa
Poccum N 1094H, npenHazHauyeHHbIE s
rpaxKJaH, UMCIOIINX TPaBO Ha obOecreveHue
JIEKapCTBEHHBIMU npernapaTami,
OTIYCKaeMbIMH OECIUIATHO WJIM CO CKHUIKOM,
IpU TPEIbSIBICHUN PEIENTa, BBHITUCAHHOTO
Ha perentypHoMm Onanke ¢Gopmber N 148-1/y-
88, wm  peuenTta, BBIIMCAHHOTO  Ha
peuentypHoM Onanke ¢opmbel N 148-1/y-
04(1)?

IIYHKT 5
npunoxenus N 1 [IpaBun
OTITyCKa

OTnyckaroTcst M 10 peLenTam, BHIITUCAHHBIM
Ha peuentypHeix O6mankax ¢Gopmsl N 107-1/y,
JIEKapCTBEHHbIE IIpENaparhbl, yKa3aHHbIE B
noanyHkrax 1 u 2 mynkra 11 [punoxennst N
1 x npuka3y Munszapasa Poccun N 1094n?

IIYHKT 6
npunoxkenus N 1 Ipasun
OTIIyCKa

OtnyckaroTres I KOMOHWHUPOBaHHbBIE
JIEKapCTBEHHbIE npenapaTsl JUISt
MEIUIMHCKOTO TPUMEHEHMS, COACpKAILNE
KpOME MaJblX KOJHMYECTB HAPKOTUYECKUX
CPEICTB, IICUXOTPONHBIX BEIIECTB M HX
IIPEKYPCOPOB  JIpyrue (papMaKkoIOruuecKue
aKTUBHBIE  BELIECTBA,  yKa3aHHbIE B
MoANyHKTax 1 u 2 myHkra 9, noanmyHkrax 1 n
2 nyskta 11 Ilpunoxenus N 1 k npukasy
Munsnapasa Poccun N 1094H, no penenrtam,
BBIMMMCAHHBIM HA pELENnTypHBIX OJlaHKaX
¢dopm N 107-1/y u N 148-1/y-88, kpome Tex

IIYHKT 7
npunoxkenus N 1 Ipasun
OTIIyCKa




JIEKapCTBEHHbIX  IIpENapaToB,  KOTOpHIE
oTITycKaroTcs 6e3 peuenTa?

OtnyckaloTcst 7 MO peuentam B ¢opme
JIEKTPOHHOTO JJOKYMEHTA C UCII0JIb30BAaHUEM
YCUJICHHOU KBATU(UIIUPOBAHHOMN
NEKTPOHHOM  MOANMCH  MEAMLMHCKOIO
paboTHUKAa  JIEKapCTBEHHbIE  Iperaparsbl,
YKa3aHHbIE B MOANYHKTax 1 u 2 myHkTa 9,
nynkre 10, moanmynkrax 1 m 2 myHkra 11
[Ipunoxenns N 1 x mpuxazy Mun3zgpasa
Poccuu N 1094n, npu npuHATAN pelICHUS 00
UCIOJIb30BAaHUU Ha TEPPUTOPUU CYOBEKTa
Poccuiickoit ®enepannu HapsAy ¢ perentaMu
Ha JIEKapCTBEHHbIE npernaparsl,
oopMIICHHBIMH Ha OYMa)XHOM HOCHTEIE,
pEeLenToB Ha JIEKapCTBEHHbIE Ipenaparsl,
chOpMUPOBAHHBIX B (hOpMe BIEKTPOHHBIX
JOKYMEHTOB B COOTBETCTBHHM C ITYHKTOM 4

cratbi 6  dDenepaJbHOrO  3aKOHa  OT
12.04.2010 N 61-®3?

MYHKT 8
npuioxxkenus N 1 Ipasun
OTITyCKa

OTnyckaroTcs JId IeKapCTBEHHbIE ITpenapaThl,
HE yKa3aHHbIE B IOANYHKTaxX 1 u 2 myHkTa 9,
nynkte 10, moamynkrax 1 m 2 mynkra 11
ITpunoxxenns N 1 x mpukazy Mun3zgpasa
Poccum N 1094H, B COOTBETCTBUH C
UHCTPYKUUSMH 1O HUX  MEIULHUHCKOMY
MIPUMEHEHUIO 03 perenToB?

MYHKT 9
npuioxenus N 1 Ipasuin
OTIIyCKa

OTnyckaroTcs Jin JeKapCTBEHHbIE TperapaThbl
npu peabsIBICHUN JIOKYMEHTA,
MO/ITBEP K IAIOLIETO HMHKypalenbHOoe
COCTOSIHUE 00JIbHOTO, 3aBEPEHHOTO
MOANUCHI0O W TeYaThbl0  MEAMIHUHCKOIO

nyHKT 10
npunoxenus N 1 ITpasun
OTIyCKa




paboTHUKa, MeYaThio MEIUIIMHCKON
OpraHu3aIiH, npu HEBO3MOXKHOCTH
IPE0CTaBICHHS UHKYpaOeIbHBIMU

OOJILHBIMU TIOJTHOMOYHS Ha MPABO TOJTYICHHS
JIEKAPCTBEHHBIX MPENapaToB HHBIM JIUIIAM,
OCYIIECTBJISIONIUM 32 HUM yXo0]1?

Ocraercs M JNOKYMEHT, IMOATBEP KIAIOLINI
MHKypaOenbHOe COCTOSIHUE OOJBHOTO, Yy
cyObeKTa pO3HUYHON TOPTOBIH?

nyHKT 10
npuioxxenus N 1 Ipasun
OTITyCKa

10.

Otnyckaercs JM B cloy4ae OTCYTCTBUS Y
cyOBeKTa PO3HUYHOMN TOPTOBIHU
JICKQpCTBEHHOTO TIpernapara, YKa3aHHOTO B
perenTe, 3a UCKIIOUYEHHEM HEOOXOIUMOCTH
3aKyYIIKH JICKApCTBEHHOTO TIpenapara, JTaHHbIH
JICKapCTBEHHBI Tpenapar B CPOK, He
MIPEBBIMIAOIINN IECATH pa00YHX THEH C AaThI
oOpalieHusi  IpaxJaHWHAa K  CYOBEKTYy
PO3HUYHOM TOProOBIH?

NyHKT 12
npusoxxkenus N 1 Ipasun
OTITyCKa

11.

Otnyckaercs 1M B clIy4a€ OTCYTICTBHS Y
cyOBeKTa PO3HUYHOMN TOPTOBIHU
JIEKapCTBEHHOI'O Ipenapara, yKa3aHHOIO B
perenTte, 3a UCKIOYEHHUEM HEOOXOIWMOCTH
3aKyIKH JIEKapCTBEHHOTO IIpenapara, JaHHbIN
JIEKAPCTBEHHBIA IIpenapar, BBIIMCAHHBIN Ha
perenTte ¢ moMeTKoi "cito" (cpouHO), B CPOK,
HE NpPEeBBIIIAIOIINNA Tpex paboumx AHEH ¢
JaThel oOpareHus?

NyHKT 12
npunoxkenus N 1 Ipasun
OTIIyCKa

12.

Otnyckaercss 1M B ciiyyae HEOOXOIMMOCTH
3aKYIKH JIEKapCTBEHHOT O npemnapara,
YKa3aHHOTO B pernenre, TaHHBIH
JIEKapCTBEHHbIN IpemapaT B CpOK, HE

NyHKT 12
npunoxenus N 1 [Ipasun
OTIIyCKa




IIPEBBILIAIOIIMM TPUALATH pabouux IHEN ¢
JaThl OOpallleHus] T'pakJaHUHA K CYOBEKTY
PO3HUYHOI TOProBiIu?

13.

BozBpamaercas s peuent B cllydae
OTCYTCTBHS Y CyObEKTa pO3HUYHOM TOPrOBIU
JIEKapCTBEHHOI'O IIperapara, OTIyCKaeMoro
32 TMOJIHYIO CTOMMOCTb, C OTMETKOH Ha
oOparHoii cropoHe '"Pement mpuHAT Ha
oOcimyxuBaHue" ¢  yKazaHHEM  JaThbl
MIOCTAHOBKH pelenTa Ha 00CTyKUBaHHE?

IyHKT 13
npunoxenus N 1 [IpaBun
OTITyCKa

14.

Bosppamaercs s peuent B cllydae
OTCYTCTBHUSI Y CyOBEKTa POZHUYHOU TOPTOBIU
JIEKapCTBEHHOI'0 IIperapara, OTIYyCKaeMoro
OecIaTHO WM CO CKHJKOW, C OTMETKOH Ha
oOparHOoii cropoHe '"Pement mpuHAT Ha
oOcimyxuBaHue" ¢  yKazaHHEM  JaThbl
MIOCTAaHOBKM pelenTa Ha 0O0CIyKHWBaHUE U
HOMEpA 3allMCH B )XypHAJIe ydeTa PELENTOB,
HaxOJISIIUXCS HAa 00CTyKUBaHUU?

OyHKT 13
npunoxenus N 1 [IpaBun
OTIIyCKa

15.

OcymecTBisercs  Jd  IPUHSITHE Ha
o0CITy’)KUBaHHE peLienTa B JIEKTPOHHOM BUJIE
IyTeM BHECEHHS B  TOCYJapCTBEHHYIO
MHPOpPMALlMOHHYIO ~ cucteMy B cdepe
31paBoOXpaHeHus cyOwnekra Poccuiickoi
@denepany CBEIEHUN, B COOTBETCTBUU C
noanyHkToM "e" mynkra 3 IlomoxeHus o
EI'MC3, 00 OTCYTCTBHM JIEKapCTBEHHOTO
npernapaTa, yKa3aHHOTO B perente B ¢opme
ANEKTPOHHOTO JOKYMEHTA, C YKa3aHUEM JaThl
IIOCTAHOBKM pellenTa Ha oOciayKuBaHue, a
JUId pelenTa Ha JIEKapCTBEHHBIN Ipernapar,
OTITYCKaeMBbI OECIIaTHO WU CO CKHJKOW -

nyHKTHI 13, 35
npuioxkenus N 1 IIpasun
OTIIyCKa




Takke HOMEpa 3alucu B JKypHaje yuera
PELEeNnTOB, HAXOAAIINXCS Ha 00CTyKUBAaHUU?

16.

ComepkUT 1M KypHaJl y4yeTa pELeNnToB,
HaXOJALIMXCS  Ha  OOCITYXMBaHWM, Ha
JIEKapCTBEHHbIE TIpenaparhbl, OTIyCKaeMbIe
OecrulaTHO WJIM CO CKHJIKOH, KOTOPBIH
BeleTcs B CBOOOAHOU (popmMe B OyMakHOM
WIA  3JEKTPOHHOM  BHJE,  CIEIYIOLIHE
CBEICHHUS:

nata oOpaieHusi K CyOBeKTy pO3HUYHOU
TOPTrOBIM 3a JICKAPCTBEHHBIM MpenapaToM
(JtekapCTBEHHBIMHM MperiapaTamu)?

JaTa U HoMep peuenTta (py HaTuIuu)?

JaTa OKOHYAHMsI ICUCTBUSA perenTa?

JaTa OKOHYaHHUs OOCIy)XHMBaHUS peuenta (c
yueroMm nyHKToB 11 m 12 mpunoxenust N 1
ITpaBun otmycka)?

MeXIyHapOAHOE HENMaTeHTOBAaHHOE
HAaMMCHOBAHUC HUJIM TOPIroBOC HAMMCHOBAHUEC
JIEKapCTBEHHOTO TpemnapaTa (JeKapCTBEHHBIX
MpenaparoB), yKa3aHHOrO (yKa3aHHBIX) B
peuente?

dbamunus, uMs, OT4eCTBO (TpU HAJIUYUHN)
JIUIa, YHNOJHOMOYEHHOTO Ha IOJIY4YEHHE
JIEKapCTBEHHOI'0 Ipernapara (JeKapCTBEHHbIX
npenapaTos)?

TCJ'Ie(bOH JIMIIa, YIIOJTHOMOYCHHOT'O Ha
IMOJIYYCHHE JICKAPCTBCHHOT'O mpemnapara

NyHKT 14
npuioxxkenus N 1 Ipasun
OTITyCKa




(JlekapCTBEHHBIX NpEnaparoB)?

7laTa OIOBEIIECHUS JINIA, YIOJIHOMOYEHHOIO
Ha TIOJIy4eHHE JIEKapCTBEHHOIO Mpenapara
(JIekapCTBEHHBIX IIpenaparos), 0
NOCTYIUICHUH JICKAPCTBEHHOTO Ipemnapara
(JlekapCTBEHHBIX Npenaparos)?

JaTta OTIyCKa JIEKAapCTBEHHOrO Ipernapara
(JtekapCTBEHHBIX ITpenaparos)?

HOJIHUCH Mna, MOJTYYHUBILIETO
JICKApCTBEHHBIM TMpenapar (JeKapCTBEHHbIE
npenaparel) (B cCilydae BEACHHS OJKypHaia
yuyera  peUenToB,  HAXOAANIMXCS  Ha
o0cCiTykKMBaHUHM Ha OyMa)KHOM HOcHTene)?

17.

OtnyckaroTcs JIM JIeKapCTBEHHbIE IIPenapaThl
B KOJMYECTBE, YKAa3aHHOM B pelenTe, 3a
UCKIIIOYEHUEM  CllydaeB,  Korga  Jisd
JIEKapCTBEHHOTO Ipernapara YCTaHOBJIEHO
KOJINYECTBO, KOTOPOE MOXKET OBITH BBIITHCAHO
B OJIHOM pEeLENTe, B COOTBETCTBUH C TyHKTOM
13 Ilpunoxxennsa N 1 x npukazy Munsnpasa
Poccun N 1094n?

NyHKT 17
npusoxxkenus N 1 Ipasun
OTIIyCKa

18.

Otmyckaet i dapMaleBTUUeCKuil paOOTHUK
IIPY NPEABSBICHNUN PELENTA C PEBHIIICHUEM
IpesienbHO JIOTTYCTUMOTO KOJIMYECTBa
JIEKapCTBEHHOI'O npernapara, KOTOpOE
JIONyCKaeTcsi B OJAHOM  peLemnTte, ¢
IIPOCTaBJIEHUEM COOTBETCTBYIOUIEH OTMETKU
B perente 00 OTMYCKE JIEKapCTBEHHOI'O
npenapara?

yHKT 17
npuioxenus N 1 IIpasuin
OTIIyCKa

19.

OTHYCKaCTCﬂ JIn HCKapCTBeHHLIﬁ nmpemnapar ¢

IYHKT 17




NO3UPOBKOM, OTJIMYHOM OT  JO3UPOBKHU
JIEKapCTBEHHOI'O IIperapara, yKa3aHHOW B
peuenre, nOpA YCIOBUM, 4YTO JO3UPOBKA
TaKOro JIEKApCTBEHHOI'O Ipernapara MEHbIIe
JIO3UPOBKHU, YKAa3aHHOMU B penente?

npuioxxenus N 1 Ipasuin
OTITyCKa

20.

OcymiecTBigeTcss I TEepecueT KOJIMYECTBA
JIEKapCTBEHHOI'O Ipernapara ¢ y4yeToM Kypca
JIeUCHHsI, YKa3aHHOTO B peIenTte, IpH
HAIMYUU y CyOBEKTa PO3HUYHOM TOProBIIU
JICKApCTBEHHOTO TIperapara C JO3HPOBKOH,
OTJIUYHON OT JO3UPOBKH JIEKAPCTBEHHOTO
npernapara, yka3aHHOH B perente?

IYHKT 17
npunoxenus N 1 [IpaBun
OTIIyCKa

21.

OcymiecTBisieTcss JIM IepecdyeT KOJIHMYecTBa
JIEKapCTBEHHOTO TIperapara C y4eToM Kypca
Je4eHHs, YKa3aHHOTO B pEIeNTe, B CIydae
HaJM4YUs Yy CyOBEKTa PO3HUYHON TOPTOBIIU
JIEKapCTBEHHOT'0 TIperapara ¢ J03UPOBKOW,
OTJIMYHOW OT JIO3MPOBKH JIEKAPCTBEHHOTO
nperapara, yka3aHHOH B perenre?

IyHKT 17
npunoxenus N 1 [IpaBun
OTIIyCKa

22.

OTmycKaroTCst M JIeKapCTBEHHBIE TIPEapaThl
B TEepBHYHOM ©  (WIM)  BTOPUYHOU
(moTpeOuTeNnbCcKol) yrmakoBKax MpH HATUYUU
MapKUPOBKH, KOoTopast OTBEYaeT
TpeboBanussM dacter 1 - 12 cratem 46
®enepanpHoro 3akona ot 12.04.2010 N 61-
@3?

MNYHKT 18
npuioxkenus N 1 IIpasun
OTIIyCKa

23.

[Ipocrasnsier m bapmaineBTHUYECKUI
paOOTHUK TpPH OTIYCKE JIEKAPCTBEHHBIX
MPEerapaToB 1Mo perenty, ohopMICHHOMY Ha
perentypHoM  OnaHkKe Ha ~ OyMaKHOM
HOCHUTEINIe, OTMETKY Ha perente o0 OTITycKe

IyHKT 19
npunoxenus N 1 ITpasun
OTIyCKa




JIEKapCTBEHHOIO npenapara "JlekapcTBEHHBIH
Mpernapar OTnyuieH" ¢ ykazaHueM:

HAaUMEHOBAHHUS cyObeKTa PO3HUYHOM
ToproBiu (pamMuiuu, UMEHHU, OTYECTBA (IIPH
HAJIMYUN) WHIMBUAYAIBHOTO
IpearpuHuMaress)?

TOPrOBOr0 HAMMEHOBaHUS (32 MCKIIOUYEHUEM
JICKApCTBEHHBIX TPENapaToB, H3TOTOBICHHBIX
B AaNTEYHOM OpraHusaluu), JI03UPOBKH U
KOJIMYECTBA OTIYIIEHHOTO JIEKAPCTBEHHOTO
npenapara?

bamunuy, UMEHHU, OT4ecTBa (IIPH HAJMYUH)
MEIULIUHCKOr0o  pabOoTHHMKAa B cllyyae
€IMHOBPEMEHHOTO OTITYCKa JIEKapCTBEHHOTO
npernapara IO peLenTy, BbIIMCAHHOMY Ha
penentypaoM Omanke ¢Gopmel N 107-1/y co
CPOKOM JIEHCTBHS /IO OJJTHOTO r0J1a, B KOTOPOM
yKa3aHbl MEPHOABI OTITYCKa JIEKAPCTBEHHOTO
mpenapata M KOJMYECTBO, OTIIYCKaeMOTo
JIEKapCTBEHHOTO Tpenapara (B KaxJbli
nepuon)?

dbamMunnK, UMEHHU, OTYecTBa (TIPU HATUYUH)
(hapmareBTUIeCKOoro paboTHHKA,
OTIIYCTHBILIETO JIEKAPCTBEHHBIN Mpemnapar, u
€ro MOAMHUCH?

JaThl OTITYCKa JIEKapCTBEHHOIO IipenapaTa?

24.

BosBpamaercss nm  penent TmpH  OTITyCKe
JICKapCTBEHHBIX IMPENapaTroB IO pPELeENnTy,
BHIMIMCAaHHOMY Ha peHenTypHoM OJaHKe
¢dopmbl N 107-1/y co cpokom neiicTBus 10

nyHKT 20
npunoxenus N 1 ITpasun
OTIyCKa




OJIHOT'O I0/1a, B KOTOPOM YKa3aHbl IEPUOABI U
KOJINYECTBO OTIyCKa  JIEKAPCTBEHHOI'O
npernapata (B KaXAbld IEepUON), JIULLY,
npuodpeTaroemMy JIeKapCTBEHHBIH
mpenapar, ¢  OTMETKOH,  CoJeprKalen
CBEIICHMS, YyKa3aHHble B  TyHKTe 19
npuioxkeHus N 1 IlpasBui ormycka?

25.

VYuyurbBatOTCA M NPU  OYEPEIHOM
oOpalleHun Juna K CyObeKTy PpO3HHUYHON
TOPrOBJIM OTMETKH O MPEAbIAYIIEM OTIYCKE
JIEKapCTBEHHOI'O  IIpernapara 10 TaKoOMY
pelenty u B cilydae NpUOOpPETEHUS JUIOM
KOJIMYEeCTBAa JICKApCTBEHHOI'O  Iperapara,
COOTBETCTBYIOILIETO MaKCHMaJIbHOMY
KOJINYECTBY, YKa3aHHOMY  MEIUIMHCKUM
pabOTHHKOM B pelente, a TakKke II0
UCTEUCHUH CpOKa JIeHCTBHSA peLenTa, Ha
pelienTe  MPOCTaBIseTCS  JIM  LITaMIl
"JlekapcTBEHHBIN IpenapaT OTHYLIEH' U
pelenT BO3BpAIIAETCs JTUITY?

nyHKT 20
npunoxenus N 1 [IpaBun
OTIIyCKa

26.

[Ipu oTmycke JIeKapCTBEHHBIX MTPENApaToB 110
pelenTy, BBIMUCAHHOMY Ha pelenTypHOM
Oy1aHKe dbopmbl N 148-1/y-04(x),
3aIMOTHEHHBIH KOPEIIOK TaKoro
perenTypHOTro OnmaHka nepeaaercs
dbapmainieBTUUECKUM ~ PAOOTHUKOM  JIHILY,
npuoOpeTaroneMy (momy4aromiemy)
JIEKapCTBEHHBIE TpenapaThl?

nyHKT 20
npuioxenus N 1 Ipasuin
OTIIyCKa

217.

Ilepenaercs mpu OTHyCKe JIEKapCTBEHHBIX
MPEerapaToB IO PEIeNTy, BHIMUCAHHOMY Ha
peuentypHoM Omnanke ¢opmbel N 148-1/y-
04(;1), 3amoOMHEHHBIM  KOPEMIOK  TaKOTO

NyHKT 21
npunoxenud N 1 [Tpasun
OTIIyCKa




peuenTta QapManeBTUYeCKUM pPabOTHUKOM
nuiy, npuoOpeTaronieMy  (TOJy4aroniemMy)
JIEKapCTBEHHbIE penaparThl?

28.

Ocratorcsi W XpaHiTcs JH Yy CyOBeKTa
PO3HUYHOI TOPrOBJIM PELENTHI (C OTMETKOM
"JlekapcTBEHHBIN Ipenapar OTIylleH") Ha:
JIEKapCTBEHHbIE TIpenaparhbl, OTIyCKaeMbIe
0ecIuUIaTHO WJIM CO CKUKOH, - B TEUYCHHE TPeX
TeT; JIEKapCTBEHHbIE mpemnapaTsl,
otHOocsmuecs Mo ATX K aHTUTICUXOTHYECKUM
cpenctBam (ko NOSA), aHKCHOJIUTHKAM (KO
NO5B), CHOTBOpPHBIM H  CEIATHUBHBIM
cpenctBam (kox NOSC), anTHaenpeccaHTam
(kox NO6A) u He mojyIekalue NpeIMeTHO-
KOJMYECTBEHHOMY Y4YeTy, - B T€YCHHE TpeX
MecseB?

MYHKT 22
npunoxenus N 1 [IpaBun
OTITyCKa

29.

OTmeuaroTcss U pPELENThbl, BBITUCAHHBIE C
HapylleHueM npukasa Munsgpasa Poccun N
10940, B TOM 4YHcI€ B OTHOIIEHUU
JIEKapCTBEHHBIX IIPENapaToB, KOTOpPHIE B
COOTBETCTBUM C HHCTPYKUHUSMHU IO HX
MEIULIUHCKOMY IIPUMEHEHUIO
IpeAHAa3HAYEHbIl JUIsl IPUMEHEHUs TOJIBKO B
MEIULIMHCKUX OpraHM3aLUIX B
CTAllMOHAPHBIX YCIOBUSX U (WIN) B YCIOBUAX
JHEBHOIO cTaluoHapa, wmTamnoM '"Penenr
HEJCHUCTBUTENEH" M BO3BPAIAOTCA JIMILY,
IIpeICTaBUBLIEMY PELIENT?

[Tynkt 24
npuioxkenus N 1 IIpasun
OTIIyCKa

30.

O0ecneunBaroTCs B 000Cc00IEHHOM
MOIPa3ICICHUH MEIUIIMHCKON OpraHu3aIiu
YCJIOBUSL COXPAHHOCTH OCTaBJICHHBIX Ha
XpaHCHHWE PpEIENTOB Ha JICKApCTBCHHBIC

ITynkT 25
npunoxenus N 1 [Ipasun
OTIIyCKa




npenaparsi?

31.

[lepenatorcss mM €XKEMECSYHO peIEnThl Ha
JICKaPCTBCHHBIC Ipenapathl, IOJICIKAIINEC
MIPEIMETHO-KOJIMYECTBEHHOMY y4ery,
JICKapCTBCHHBIC Ipenaparhbl, OTIYCKaeMbIC
OecriaTHO WM co CKHUIKOH, u3
000CO0JIEHHBIX oApa3AeICHUI
MEIWIIMHCKUX OPTaHMU3AINiA B MEIUIIMHCKHE
OpraHM3all}H, CTPYKTYPHBIMH
MOJIPA3ICIICHUSIMA KOTOPBIX OHH SIBIISFOTCS,
JUTSL TIOCJIEYOLIETO XpaHeHHMsI?

IYHKT 25
npunoxkenus N 1 [IpaBun
OTITyCKa

32.

Nudopmupyer nm  dapmaneBTHUECKHIA
pabOTHUK WM PaOOTHUK  METUITUHCKOM
OpraHu3aIHNH (060cobeHHOTO
MOIpa3/ICIICHUsT MEANIIMHCKOW OpTaHU3AIHH )
ouno,  npuobperaromiee  (momydaromiee)
JIEKapCTBCHHBIN Tpernapar, 0 PeKUMe | JJ03aX
€ro TmpueMa, TMpaBuUjaX XpaHEHUS B
JIOMAalTHUX YCJIOBHSX, O B3aUMOJICHCTBUU C
JIPYTUMH JI€KapCTBEHHBIMH MpenapaTtaMu’?

IYHKT 26
npusoxxkenus N 1 Ipasun
OTITyCKa

33.

[IpenocraBnser M ¢dapManeBTHUECKUI
pabOTHUK WM PpabOTHUK METUIMHCKOM
OpraHu3aIH (060cob6s1eHHOTO
MOJIPa3/IeIeHUs] METUIIMHCKON OpraHU3aIim)
JOCTOBEPHYIO M IOJIHYI0O HH(pOpMAlHI0 O
HUIMYAA ~ JICKQPCTBEHHBIX  IPENaparos,
UMEIOIMX  OJMHAKOBOE  MEXIYHApOJIHOE
HETMaTeHTOBaHHOE HANMEHOBAaHUE, O HATMYHH
JICKapCTBEHHBIX  IPENaparoB, HMEIOIMINUX
0oJiee HU3KYIO IeHY?

IIYHKT 27
npunoxkenus N 1 Ipasun
OTIIyCKa

34.

CobOmotaeTcst i 3ampeT Ha  OTIIYCK

IIYHKT 28




JIEKApCTBEHHBIX Mpenaparos,
MpeyCMOTPEHHBIX YacTsamMu 1 - 4 ctateu 57
®enepanpHoro 3akona ot 12.04.2010 N 61-
O3?

npuioxxenus N 1 Ipasuin
OTITyCKa

35.

CobmotaeTcst 1M 3ampeT Ha pa3eNbHbIN
OTITYCK JIEKAaPCTBEHHBIX CPE/ICTB, BXO/ISIINX B
COCTaB JIEKapCTBEHHOT'O npemnapara,
W3rOTABIIMBAEMOTO CYOBEKTOM PO3HUYHOM
TOPIOBJIN?

MyHKT 29
npuioxxenus N 1 Ipasun
OTITyCKa

36.

OcymiecTisieTcss Jid il 0OeCIeYCHHUs
nedeOHOro  mpomecca B MEAWIIMHCKOM
OpraHu3ali  anTeYHOH  OpraHu3aIUCH,
SBJISIFOLIENCS CTPYKTYPHBIM IIOJIpa3IeIeHUEM
TAKOW MEIUIMHCKOW OpraHM3alliu, OTIYCK
71100 U3rOTOBJICHUE U OTITYCK JICKAPCTBEHHBIX
NpernapaToB Ha OCHOBAaHWU TPeOOBaHHS
MeI[HIIHHCKOfI opraHu3aln, BBIIMUCAHHOTO
YIOJIHOMOYEHHBIM MEIUITUHCKUM
paboTHUKOM?

nyHKT 30
npusoxxkenus N 1 Ipasun
OTITyCKa

nyHKTHI 3.1 - 3.7
npuioxenus N 13,
npunoxenus N 1, N 2 k
npuioxeHuto N 13
HNHucTpykuun

37.

Xpansarcss M TpeOOBaHUS MEIUIIMHCKON
OpraHM3alyy, IO KOTOPBIM  OTIIYIIEHbI
JIEKapCTBEHHbIE  IpemapaThl,  anTeYyHOU
OpraHm3anuen B COOTBETCTBUU c
noanyHkramu  "a", "0" myHkra 22
npuioxkeHus N 1 IIpasui otmycka?

MyHKT 31
npuioxkenus N 1 IIpasun
OTIIyCKa

38.

Jlonyckaercs 1M HapylleHUE NEPBUYHOU
YIIaKOBKHM JIEKaPCTBEHHOTO Mpenapara Mpu
€ro OTIyCKE MO TPeOOBAHHUIO MEIUIIMHCKON
OpraHu3aun anTeYHOM  OpraHu3aluel,
UMEIOIIEH JTUIIeH3HI0 Ha (apMalleBTUYECKYIO
JEATeIbHOCTh C  TPAaBOM  U3TOTOBJICHUS

IYHKT 32
npunoxenus N 1 [Ipasun
OTIIyCKa




JIEKapCTBEHHBIX IIpenapaToB c
MPEIOCTaBIIEHUEM  UHCTPYKIUU  (KOMHUH
MHCTPYKLMN) 110 IPUMEHEHHIO OTIIYCKAEMOT'0
JIEKapCTBEHHOT' 0 Ipernapara’?

39.

Ocy1ecTBisieTcs I OTIIYCK JIEKAPCTBEHHBIX
mpernapatoB Mo  peuentam B ¢opme
ANEKTPOHHOTO  JOKYMEHTa  CyObeKTaMu
PO3HUYHOM TOPIOBJIM, PACHOJIOKEHHBIMU HA
TEPPUTOPUU cyObeKTa Poccuiickoit
®denepannu, B KOTOpoM 0(OpMIIEH peLenT B
dbopMe IIEKTPOHHOTO JTOKYMEHTa, B CIy4yae
MPUHATAS ~ YIOJHOMOYEHHBIM  OpPraHoOM
cyobekta  Poccuiickoit ~ ®enepauuu B
COOTBETCTBUM C IYyHKTOM 4 cTatbu 6
®enepanpHoro 3akona ot 12.04.2010 N 61-
®3 pemeHus 00 HUCMNOJIB30BAHMM  Ha
TEPPUTOPUU cyObeKTa Poccuiickoit
Qenepauuu  HapsiAy C€  peuentaMu  Ha
JIeKapCTBEHHBIE MpenapaThl, 0pOpMICHHBIMH
Ha OyMaXHOM HOCHUTENe, pELeNnToB Ha
JIEKApCTBEHHbIE npenaparsl,
c(OpPMUPOBAHHBIX B (OpME BIEKTPOHHBIX
JIOKYMEHTOB?

MyHKT 33
npuioxxenus N 1 Ipasun
OTITyCKa

40.

OTnyckaroTcs JIM JIeKapCTBEHHBIE IIPenapaThl
no pementaM B (opMe DIEKTPOHHOTO
JOKYMEHTa JIMIly, YIOJHOMOYEHHOMY Ha
MOJTy4YeHHE JIEKAPCTBEHHBIX TpenapaToB?

NyHKT 34
npunoxenus N 1 IIpasun
OTIIyCKa

41.

Brocut nu cyObeKkT po3HWYHON TOPTOBJIM B
ciy4ae OTCYTCTBHS JIEKApCTBEHHOT'O
npenapara B rOCyJapCTBEHHYIO
MHPOpPMALIMOHHYIO  cucTeMy B cdepe
31paBoOXpaHeHus cyOwbekTta Poccuiickoit

IYHKT 35
npuioxkenus N 1 Ipasuin
OTIyCKa




@enepauuu  cBeleHuss 00  OTCYTCTBUU
JIEKapCTBEHHOI'0 IIpenapaTta, YKa3aHHOI'O B
peuente B (hopMe JIEKTPOHHOTIO JTOKYMEHTA,
C YKa3zaHUEM JaThl IIOCTAHOBKM peLenTa Ha
oOcimykuBaHMe, a JUIsI  pelenra  Ha
JIEKapCTBEHHbIM mpemnapar, OTIyCKaeMbIi
OeCIIaTHO WJIM CO CKUIKOH, - TaKkKe HoMepa
3allUCM B OJKypHaJle YydeTa peLEITOB,
HaXOAALIMXCS Ha 00CITy)KUBaHUH?

42.

[IpocraBisieTcst in Ha pelente npu OTIYCKe
JEKapCTBEHHOro mpemnapara cnucka I
[lepeuns meyarb CcyOBeKTa PO3HUYHOM
TOPrOBJIM, B KOTOPOM YKa3aHO €ro IIOJHOE
HauMeHOBaHME (IIPU HAIUYUU 11eyaTH)?

MYHKT 4
npunoxenus N 2 [IpaBun
OTIIyCKa

43.

Briaercs nu nmocine oTiycka J€KapCTBEHHbBIX
npenaparoB  cnucka Il Ilepeunsa muny,
MOJYyYUBIIEMY JIEKAPCTBEHHBIM Ipemnapar,
CUTHATypa C JKEJITOW IOJIOCOM B BEPXHEU
YaCTH ¥ HAJIMKUCHIO YEPHBIM MPU(PTOM Ha HEH
"Curnatypa', B KOTOPOH yKa3bIBalOTCH:

HaMEHOBaHME U aJipec CyObeKTa PO3HUYHOM
TOproBin?

HOMEp M J1aTa BBIMMCAHHOTO perenTa?

¢dbamunusi, uMs, OT4eCTBO (TIpU HAJIUYUHN)
auna, g KOTOpOro  IpeJHa3HadyeH
JIEKapCTBEHHBIN ITpenapar, ero Bo3pacr?

HOMEP MEIHWIMHCKOM KapThl IalMEHTA,
MOJIy4YarolEero MEAMIUHCKYI0 IIOMOIIb B
aMOYJIaTOpHBIX YCJIOBUSAX, I KOTOPOTO
IIpeIHa3HAYEH JIEKAPCTBEHHBIN IIpenapar?

nyHKT 11
npunoxenus N 2 IIpaBun
OTIIyCKa




dbamunmsi, uMs, OT4eCTBO (TIpU HATUYUHN)
MEAUIMHCKOTO pabOTHUKA, BBIMHCABILIETO
pelenT, €ro KOHTAKTHhIM TenedoH 1udo
TeneOoH MEAUIIMHCKON OpraHu3auu?

COJIep’)KaHUE pelenTa Ha JIATUHCKOM SI3bIKE
WJTU PYCCKOM SI3BIKE B POJUTEIILHOM MaIekKe,
3a HCKIIOUYEHHEM peuentoB B  ¢dopme
3JIEKTPOHHOTO JOKYMEHTA, BBIITHUCHIBAEMOTO
Ha PYCCKOM SI3BIKE?

dbaMuius, uMs, OTYECTBO (IIPU HAJTWYUH) U
TIO/IIIHCh (bapMareBTH4ecKoro WIH
MEIUIIMHCKOTO PAa0OTHHUKA, OTIIYCTHUBILETO
JIEKapCTBEHHbIN Npenapar?

JaTa OTITyCKa JISKapCTBEHHOT'O IpernapaTa’?

HAaUMEHOBAHME U aJIpec CyObEeKTa pO3ZHUYHOU
TOprosian?

HOMCEp U [1aTa BBIIIMUCAHHOT'O peueHTa?

bamunus, uMsA, OT4YeCTBO (NIPU HAIMUYUM)
auna, Ui KOTOpPOro  IpeJHa3HaudeH
JIEKapCTBEHHBIN Mpemnapar, €ro Bo3pact?

44, |CobOmromaeTcst M TOPSIIOK  OTITYCKa | MyHKTHI 1 - 5
UMMYHOOHOJIOTHYECKUX neKapcTBeHHbIX | puinokenus N 3 [IpaBun
rpenaparos? OTIyCKa

45. | CobmromaroTcst JIM TIpaBuia OCYIIECTBIEeHUs | MyHKT 1.1 ctatbm 55

pO3HI/I‘-IHOI71 TOProBJIN JICKApCTBCHHBIMU
npemnapataMu JJIsL MCEIHUIIMHCKOI'O
MNPUMCHCHUS JUCTAHIITUOHHBIM crrocooom?

®denepallbHOTO 3aKOHA OT
12.04.2010 N 61-D3;
nyHKTHI 13 - 27 [IpaBun
JTUCTAaHIIMOHHOM TOPTOBIIN




46. |CoOmromaercss 1M MOPSIIOK  HAa3HAYEHHUS | TyHKTHI 1 - 25

JIEKapCTBEHHBIX CPEJICTB? npunoxenusa N 1 npukaza
Munsgpasa Poccun N
1094u

47. |CoOmromaercst M TOPAIOK  Ha3HA4YeHMs | MyHKTHI 26 - 30
JIEKApCTBEHHBIX TMpErapaToB IMpHU OKa3zaHuu | puioxkenus N 1 npukaza
MEIMIIMHCKON TOMOIIM B CTallMOHApax? Munsapasa Poccun N

1094u

48. | CoOmromaroTcst 1M TpaBWJIa Ha3HAYCHUS | TyHKTHI 31 - 34
JIEKapCTBEHHBIX MPENapaToB MpU OKa3aHWH | puiiokeHus N 1 nmpukasa
IIEPBUYHOM MEAMKO-CaHUTapHOM Iomolny, | Munsnpasa Poccun N
CKOpOH MEIULIMHCKOMN IOMOILA u| 1094
MaJUTMATUBHON MEAUIIMHCKON ToMotu?

49. |ColOmromaercss 1 TMOPSIIOK  OQopMIiIeHHS | TyHKTHI 1 - 18
pelenTypHbIX  OJIaHKOB Ha  OyMaxHOM | priiokeHus N 3 mpukasa
HocuTtene? Munzapasa Poccun N

1094u

50. |CobmoaeTcs 1M HOPSIOK  OOPMIIEHUS | TYHKTHI 19 - 22
peLenTypHbIX OJ1aHKOB B ¢dopme | mpunoxkenus N 3 npukasza
3JEKTPOHHOTO IOKyMEHTa? Munsapasa Poccuu N

1094u

51. | Cobmronatorcs )Y npaBuiia ydeTa | TyHKTHI 23 - 26
pelenTypHbIX OJaHKOB (32 UCKIIOYeHHeM | npuioxenus N 3 nmpukasa
peuentypubix OymankoB mo dopme N 107/y-| Munzapasa Poccun N
HIT "CnenunanesHusiii penientypaslii 61ank")? | 1094u

52. |CobmoatoTcst M OpaBWiIa  XPaHEHUs | MyHKTHI 27 - 32

pEelenTypHbIX OJIaHKOB (32 HCKIIIOYECHUEM
peuenTtypHbix OnaHkoB 1mo ¢opme N 107/y-
HII "CnenuanbHblil penentypHbiii 61aHk")?

npunoxenus N 3 npukasa
Munsgpasa Poccun N
1094n




53. |Cobmogaercss 1M TMOPSAIOK PETHCTPAlu, | TyHKTHI 15 - 22
yueTa U XpaHCHUs CHeNUANBHBIX | TpritoskeHust N 3 mpukasza
penentypubix OmankoB mo ¢opme N 107/y-| Munzapasa Poccuu N
HIT? 1094n

54. |CobOmromaroTcst U TpaBuia ogopmieHus | myHKTHI 1 - 10
peLenToB, CoZiep KaIIIX Ha3zHaueHue | mpuioxenus N 6 npukasa
HApKOTHYECKUX CPEICTB WIIM NICHUXOTPOHBIX | MunH3apaBa Poccun N
BEIECTB, HA OYMaXHOM HOCHTENE? 1094u

55. |CobOmogaroTcst 7m0 mpaBwia oGopMIIeHUS | TyHKTHI 12 - 13

PELENTOB, COJICPIKAIIHNX Ha3HaYEHHE
HApPKOTHYECKUX CPEACTB MJIU IICHXOTPOITHBIX
BEILIECTB, B dbopme 3JIEKTPOHHOIO
JOKyMeHTa?

npuioxenus N 6 npukaza
Munsgpasa Poccun N
1094u




4. Bun KOHTPOJIBHOI'O (HAO30PHOI'O) MEepOoIpMUATUA:

5. IaTa 3aloJIHeHMUs MNIPOBEPOYHOTO JIMCTA:
6. OOBEKT TOCYyIapCTBEHHOTO KOHTpPOJIA (Hams3opa), B OTHOWEHUM KOTOPOITO
IPOBOIUTCSA KOHTPOJILHOE (HAO30pHOE) MEepPONPUSTHUE :

7. daMmimsa, MMS M OTYECTBO (IPM HANIMUMM) TPaxIaHMHA WM MHOUBUIYAJILHOTO
IpennpMUHMUMaTENIsA, €TI0 MWIOSHTUOMKALMOHHEIN HOMEP HaJloToNJjlaTesblyka ¥ (Mian)
OCHOBHOM ToCyInapCTBEeHHBIN perucTpalMoOHHEM HOMED MHIOUBULOYAJIBHOTO
npennpuHuMaTes, ampec perucTpauum TpaxIaHMHa nnm MHIOVBULYAJIBHOTO
NpennpuHMUMaTessa, HaMMeHOBaHMEe DpUMIMYECKOTO JMla, eTro UIeHTUOMKALMOHHBINM
HOMEp HaJloTonJjaTeJbliMKa ¥ (MJIM) OCHOBHOM TI'OCYHAaPCTBEHHBM pPeTrMCTPalMOHHBIM
HOMEP, aIpec OPUIMYECKOTO JiMlla B [OpenejiaxXx MecTa HaXxXOXIeHMS PUONYEeCKOIT'O
Jiriia, ABJIARIMXCAHA KOHTPOJIMPYEMBIMM JIMIIAMM @

8. MecTo (MecTa) MNpPOBEINEHMsS KOHTPOJILHOTO (HAO30PHOT'O) MEPONPUATUS C
3aNOJIHEHYEM IIPOBEPOYHOT'O JIMCTA :

9. PeKBMBUTH pelleHMs KOHTPOJIBHOTO (HaO30pHOTO) OpraHa O NPpOoBeIeHUU
KOHTPOJIBHOT'O (Ha,HBOpHOI‘O) MeponpmAaTrTmn4g, IIOOIIMCAaHHOTI'O VYIIOJITHOMOYE HHBIM
OOJDKHOCTHBIM JIMIIOM KOHTPOJIBHOTO (HaO30PHOT'O) opraHa:

10. Y4YeTHHM HOMEP KOHTPOJILHOTO (HAX30PHOITO) MEPOIPUATUS:

11. IOJIXHOCTE, bamMmnms u MHMLIVAJIE OOJDKHOCTHOT'O JuLa
KOHTPOJIBHOTO (HaO30pPHOTO) OpraHa, B JOOJDKHOCTHEE OO0OSA3aHHOCTM KOTOPOIO B
COOTBETCTBMM C IIOJIOXEHMEM O BUIE KOHTPOJA, OOJIKHOCTHBIM PEeIJIaMEHTOM WUIIM
OOJDKHOCTHOM MHCTPYKLMEMN BXOIMT OCYIEeCTBJIEHME IIOJIHOMOYUMM MO BUIOY KOHTPOJS, B
TOM UMCJIe I[pPOBEeNeHMEe KOHTPOJIBHHIX (HAO30PHBEIX) MEPONPUATHMI, HNPOBOIALIETO
KOHTPOJIbBHOE (Hang30pHOE) MEePOIPMATUE M BANOJIHAKIEIO NPOBEPOUYHHM JIMCT:

12. Monnmucu IOJIKHOCTHBIX JImL, KOHTPOJILHOTO  (HAI30PHOTO) oOpraHa,
YyYaCTBYOIIMX B MNPOBEIEHUM KOHTPOJLHOTO (HAO30PHOTO) MEPONPUSATHUA:

(mosmxHOCTM, GaMMUIMM U MHULIMAJILL)

13. [lonnmucek PYKOBOOUTEI S TPy IOJIDKHOCTHEIX JIML, KOHTPOJIBHOTO
(HaOo30pHOTO) oOpTaHa, YYacTBYOIMX B [IPOBEHEHUM KOHTPOJIBHOT'O (HAI30PHOIO)
MEPOIPUATHUA :

(mosmxHOCTE, GaMMUIMS U MHULIMAJILL)




[Ipunoxenue N 4

K npuka3y denepanbHOM CIIyKObI

10 HA/A30pY B chepe 31paBoOXpaHeHUs
ot 02.12.2025 N 5803

QR-kon

[IpOBEPOYHEIM JIUCT
(CIIMCOK KOHTPOJIBHEIX BOIIPOCOB, OTBETH Ha KOTOPHE
CBUIETEJILCTBYIT O COOJIOOEHUM WUJIM HeCODJIOeHUM KOHTPOJIMPYEMEIM
JIMLOM OOSg3aTeJIbHEX TPpebOoBaHMM) , MCIOJNb3yeMel demepalibHOM CJIyXOon

10 Ham30py B chepe 3IPaBOOXPAHEHUS M €€ TepPPUTOPMAaJlbHEMU
opraHaMmM IIPM OCYUWECTRBJIEHUM (GenepalibHOT'O T'OCYHAPCTBEHHOTO

KOHTpOJA (Han3opa) B cbepe obpalleHMA JIeKAPCTBEHHBIX

CpelCTB IJid MEIOMUIMHCKOI'O IIPVMMEHEHNMA (yHMH’I‘O)KeHI/[e

JIEKAPCTBEHHEIX CPENCTB)

1. HamMeHOBaHMe BUIa KOHTPOJA (Hams0pa), BKIIOYEHHOT'O B E€IMHEI peecTp
BUIOB benepasibHOTO TOCYHOAapCTBEHHOTO KOHTpoOJIS (Hazmszopa) :
2. HamMeHOBaHUE KOHTPOJIBHOTO (Hag30pHOTO) opraHa M PEKBU3UTH

HOPMaTMBHOTO MNPABOBOTO akTa 00 yTBepxOeHMM OGOPMEl IPOBEPOUYHOTO JIMCTA:

3. CHOMCOK KOHTPOJIBHEIX BOIPOCOB, OTpaxawoiMx CcoIepxaHue o0sa3aTesibHBEIX
TpeOOBaHMI, OTBETH Ha KOTOPHE CBUIETEJILCTBYT O COOJIOIEHUM UM HeCOOJIIeHUM
KOHTPOJUPYEMEM JIMLIOM OOS3aTesIbHEX TpeOOBaHMI:

®dopma




N Crnrcok KOHTPOJIBHBIX BOIIPOCOB, PexBu3nuTel HopMaTtuBHBIX | OTBETHI HA BOIIPOCHI, conepskauirecs B CIucKke KOHTPOJIbHBIX Bonpocos | ITpu

0/I1 | OTpPaKAIOUIMX COAEPIKAHHE 00s3aTEIBHBIX NPaBOBBIX aKTOB, C Meya
TpeGoBanuit yKa3aHHEM X oprammsalus | [ ]  amTeKa, OCYIIECTBIIAIONIAs MEAULUHCKUE | e
CTPYKTYPHBIX €1HHHLL OITOBOI PO3HHYHYIO TOPTOBIIIO OpraHu3aluH, B
>
KOTOPBIMHU YCTaHOBJICHBI TOPIOBJIN (OTITyCK) JIEKapCTBEHHBIX TOM YHCJIE U X
obs3aTenbHble TpeGoBaHus | 1CKaPCTBECHHBIM IpenapaToB HACCICHUIO 000c00IeHHBIE
U CpPEJCTBaMH HOAPa3IeTICHUS,
TUIst |:| aNTEKa KaK CTPYKTYPHOC | pacronoskeHHbIC
MEIULIMHCKOI O noApa3ACICHUC MCAMIMHCKOU B CEJILCKUAX
MIPUMEHEHUSI OpraHusanmnu HAaCEJICHHBIX
N MYHKTax, B
|:| anTeYHBIN MMyHKT, B TOM
KOTOPBIX
YHCIIe KaK CTPYKTYPHOE
.| OTCYTCTBYIOT
HO/Pa3IeICHUE MEUIIHCKON
Apasa S anTeYHbIC
OpraHHU3aluH
OpraHHu3aluu
|:| WHIABUTYaJIbHBII
HpeIIPHHUMATEb
7a | HeT | HempuM | Ja | HeT HETTPUMEHUMO 1a | HeT | HepuM
CHUMO SHUMO

@®enepanbhbiil 3akoH oT 12 ampens 2010 r. N 61-®3 "OO6 obpamienun jekapcTBeHHbIX cpelcTB" (nanee - denepanbHblii 3akoH oT 12.04.2010 N 61-D3);
nocraHoBieHue IlpaButensctBa Poccuiickoit ®enepanumu ot 15 centsiOps 2020 r. N 1447 "OO6 yrBepxiaeHun IIpaBuil yHUYTOXEHUS H3BITHIX
danbcuPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB U KOHTpa(aKTHBIX JIEKaPCTBEHHBIX cpelacTB" (neicTByeT 1o 1
suBaps 2027 r.) (nanee - [IpaBuna ynuurosxenus); Pemenue Cosera EBpa3zuiickoii s3xoHoMudeckoit komuccuu ot 3 Host6ps 2016 1. N 80 "O6 yrBep:xaenun [1paBun
HaJyIeKaIeld TUCTPUOBIOTOPCKOM MPaKTUKH B paMKax EBpasuiickoro 3KoHOMHYECKOro coro3a" (Bctymuio B cuiy misi Poccuiickoit @enepammu 6 mas 2017 r.
SBnsercs oOs3arenbHbIM 11 Poccuiickoit ®enepanuu B cooTtBercTBUM ¢ JloroBopom o EBpasuiickoM 3koHOMHYecKoM coro3e oT 29 mas 2014 r.,
patuduupoBanHbiM DenepanbHbIM 3aKOHOM OT 3 okTs10pst 2014 1. N 279-03 "O patudukauuu gorosopa o EBpasuiickom 3KOHOMHUYECKOM co03€", BCTYIUBIIEM
B cuity auist Poccuiickoit @eneparun ¢ 1 suBaps 2015 r.) (manee - [IpaBuiia Hauiexaneil TuCTpUObIOTOPCKOM MPAKTHKH )

1. |Xpanarcs nu OTHETRHO B cHenuaJbHOM | TyHKT 82 [IpaBun
MOMEIICHUU WIM 30HE, JOCTYNl B KOTOPBIE | HAJIEKALLEH




OrpaHuyeH, MPOMapKUPOBaHHBIE
JIEKapCTBEHHbIE CPE/ICTBA, NMPEAHA3HAUYCHHBIE
JUTSl YHUYTOXKEHUS?

TUCTPUOBIOTOPCKON
NPaKTHKH

W3bsin nm Brnazgenen QambCuPpUIMPOBAHHBIX
JIEKapCTBEHHBIX CpElCTB u (vn)
HEe100pOKaYeCTBEHHBIX JIEKapCTBEHHBIX
CPEICTB, H30JIMPOBAl M  pa3MeCTUl B
CIELIMAJIbHO BBIJIEIIECHHOM ITOMEIIEHUN (30HE)
yKa3aHHbIE JICKQpCTBEHHBIE CPEACTBA B
teyeHue 30 1Hel co THS BBIHECEHUS PEIICHUS
YIIOJTHOMOYEHHOTO OpraHa o0 U3BATHU U
YHUUYTOXKEHUU?

nyHKT 5 [IpaBun
YHUUYTOKEHUS

YHHAUYTOXUI M BIiazenen | myHKT 5 [IpaBun
¢banbcupUIMPOBAHHBIX JICKapCTBEHHBIX | YHUUTOKEHUS;
cpeactB M (WiaM) HenoOpokauecTBEHHBIX | MyHKT 83 IpaBui
JIeKapCTBEHHbIX CpeAcTB U3BATHIC | HAJUIXKALIEH
JIEKapCTBEHHbIE CpPEJICTBA B TeueHHE O | TUCTPUOBIOTOPCKOM
MECSILIEB co JHS BBIHECEHHS | IPAKTUKU
YIOJHOMOYEHHBIM OpPraHOM pelieHust 00

U3BATUU U YHUUTOKCHUH?

YHHAYTOXKAKOTCSA M BJIAJIETIBLEM | TYHKTHI 8, 10
HEI00pOKaYECTBEHHBIE nexapcTBeHHbIE | [IpaBun yHUUTOXEHUS;

CpEICTBa CaMOCTOSITENIbHO TIPH COONIOICHUN
YCJ'IOBI/Iﬂ HaJIN4YUs JINIICH3UHN Ha
OCYILIECTBIICHHE JEATeTbHOCTH MO cOopy,
TPaHCIIOPTHUPOBAHMUIO, o0OpaboTke,
YTUITU3ALINH, 00e3BpeKNBAHUIO,
pasmemienntro  orxogoB [ - IV kmaccoB

omnacHocTtu?

nyHkT 83 [IpaBun
HaJuIeKaniei
JTUCTPUOBIOTOPCKON
MPaKTHKH




Nmeercs i1 10roBOp Ha YHUUYTOKEHHUE MEXKIY
BJIQJIENIBIIEM banbcuPUIIPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB M OpraHU3aLMEN,
MMEIOIIEH JIMLIEH3UI0 Ha OCYLIECTBIEHUE

NEeSATEIbHOCTH o coopy,
TPAHCIIOPTUPOBAHUIO, 00paboTke,
YTHIM3ALUH, 00e3BpeKUBAHUIO,
pasmenienutro  orxogoB I - IV knaccoB
OIIaCHOCTH?

nyHKTHI 8, 11 IIpaBun
YHUYTOXKECHUS

CocraBnigercs 1M akT 00 YHUUYTOKEHUU
(babCcupUIMPOBAHHBIX JICKapCTBEHHBIX
cpenctB, u (WIM) HEIOOPOKAUECTBEHHBIX
JIEKapCTBEHHBIX CPEJCTB, u (wm)
KOHTpa(aKTHBIX JICKAPCTBEHHBIX CPEICTB C
yKa3aHHEM:

JaThl U MECTa YHHUYTOXKEHUS JI€KApPCTBEHHBIX
cpencts?

¢bamMuiIuM, UMEHH, OoTYecTBa (TIpU HAJIUYHH)
muna (JIdir), TPUHUMABIIETO (MIPUHUMABIIHX )
y4acTHE€ B YHHYTOXXCHUHU JIEKaPCTBEHHBIX
CpeACTB, MecTa paboThl M JOHDKHOCTU?

000OCHOBaHHUSI YHUUYTOXKEHUS JIEKAPCTBEHHBIX
cpencts?

CBeI[eHI/II\/’I 00 YHUYTOKCHHBIX JICKAPCTBCHHBIX
cpeacTBax (HAaMMEHOBAHMS, JIEKAPCTBEHHOM
(GhOpMBI, JTO3UPOBKH, €IWHUIIBI H3MEPEHUS,
CepUM) U UX KOJIMYECTBA, a TAKXKE O Tape WIN
yrnakoBke?

nyHKT 12 [IpaBun
YHUYTOXKEHUS




HanMCHOBAaHUA IMPOU3BOANTCIIA
JICKapCTBCHHLIX Cpe,Z[CTB?

CBEJCHMI O BiaJeblE JIEKAPCTBEHHBIX
cpencTs?

crocobe  YHUYTOXKCHHSI  JICKAPCTBEHHBIX
cpeacTtn?

CocraBiieH U akT 00 YHUYTOXXCHHH B JICHb
YHUUTOXKEHUS (banbcupUIMPOBAHHBIX
JIEKapCTBEHHBIX CPEJCTB, u (wm)
HEeT00pPOKaYeCTBEHHBIX JIeKapCTBEHHBIX
CPEICTB, u (nm) KOHTpa(daKTHBIX
JIEKapCTBEHHBIX CPEACTB?

nyHkT 13 [IpaBun
YHUUTOKEHUS

HOI[HHC&H JIN aKT 06 YHI/ILITO)KCHI/II/I BCEMHU
JUIaMH,  [PUHUMABIIMMU  y4acTHE B
YHI/I‘-ITO)KCHI/II/I yKa33,HHBIX JIeKapCTBeHHLIX
cpencTs?

nyHKT 13 [IpaBun
YHUYTOXKEHUS

3aBepeH JM akT 00 YHUYTOXKEHHH TEeYaThIO
OpTraHW3alNu, OCYILIECTBUBIIIEHN
YHUUTOXEHHUE JI€KapCTBEHHBIX CPEACTB?

nyHkT 13 [IpaBun
YHUUTOKEHUS

10.

[Ipencrapnsiercs Jn 3aBepeHHass KOMMS aKTa
00 YHUYTOXEHUH JIEKAPCTBEHHBIX CPEJICTB B
YIIOJIHOMOYEHHBIH OpraH C UCIOJIb30BaHUEM
AJIEKTPOHHBIX CPEACTB CBSI3W B TEUEHHE S5
pabouux JHEH:

CO IHS €r0 COCTaBJICHUA?

co JHA €ro MOJIYUCHUA BJIaJCIbIEM

nyHkT 14 [IpaBun
YHUUTOKEHUS




YHUYTOKCHHLBIX JICKAPCTBCHHBIX CPCACTB, B
cllydae ecClii YHHUYTOXKEHHUE JIEKapCTBEHHBIX
CPEICTB  NPOBOAMUIOCH B  OTCYTCTBHUE
BJIQJIETIbI]a YHUUYTOXKEHHBIX JICKAPCTBEHHBIX
cpencTs?

11.

[IpeacrasnsieTcst Jin 3aBEepeHHasi KOMUS aKTa
00 YHHUYTOKEHUU JIEKAPCTBEHHBIX CPEICTB B
TeueHue S5 paboumx JHEH co JAHA ero
MOJIyUYEHHUsl  BIAAENbLEM  YHHUYTOXXEHHBIX
JIEKaPCTBEHHBIX CPEJICTB B YIIOJTHOMOYEHHBIN
OpraH C HCIOJIb30BAaHUEM 3JIEKTPOHHBIX
CPEIICTB CBSI3U?

nyHKT 14 [IpaBun
YHUYTOXKECHUS




4. Bun KOHTPOJIBHOI'O (HAO30PHOI'O) MEepOoIpMUATUA:

5. IaTa 3aloJIHeHMUs MNIPOBEPOYHOTO JIMCTA:
6. OOBEKT TOCYyIapCTBEHHOTO KOHTpPOJIA (Hams3opa), B OTHOWEHUM KOTOPOITO
IPOBOIUTCSA KOHTPOJILHOE (HAO30pHOE) MEepPONPUSTHUE :

7. daMmimsa, MMS M OTYECTBO (IPM HANIMUMM) TPaxIaHMHA WM MHOUBUIYAJILHOTO
IpennpMUHMUMaTENIsA, €TI0 MWIOSHTUOMKALMOHHEIN HOMEP HaJloToNJjlaTesblyka ¥ (Mian)
OCHOBHOM TOCyHOapCTBEHHHMN pPeTrucTPalOHHBIN HOMeP VMHIUBULOYAJIEHOT'O
IpennpuHMMaTEeNd, ampec permucTpaumum TpaxnaHuHa VZnpeZi MHIVBULOYAJIEHOT'O
IpennpMUHMMaTeJIss, HaMMeHOBaHMEe DPUIMUeCKOI'o JMla, ero KIeHTUOUMKALMOHHHMN
HOMEp HaJloTonJjaTeJbliMKa ¥ (MJIM) OCHOBHOM TI'OCYHAaPCTBEHHBM pPeTrMCTPalMOHHBIM
HOMEP, aIpec OPUIMYECKOTO JiMla B [Ipenejlax MecTa HAaXOXIEeHMS DPUONYEeCKOIT'O
Jiriia, ABJIARIMXCAHA KOHTPOJIMPYEMBIMM JIMIIAMM @

8. MecTo (MecTa) MNpPOBEINEHMsS KOHTPOJILHOTO (HAO30PHOT'O) MEPONPUATUS C
SaIlOJIHEHMEM [IPOBEPOYHOTO JIMCTA:

9. PeKBMBUTH pelleHMs KOHTPOJIBHOTO (HaO30pHOTO) OpraHa O NPpOoBeIeHUU
KOHTPOJIBHOT'O (Ha,HBOpHOI‘O) MeponpmAaTrTmn4g, IIOOIIMCAaHHOTI'O VYIIOJITHOMOYE HHBIM
OOJDKHOCTHBIM JIMIIOM KOHTPOJIBHOTO (HaO30PHOT'O) opraHa:

10. Y4YeTHHM HOMEP KOHTPOJILHOTO (HAX30PHOITO) MEPOIPUATUS:

11. IOJIXHOCTE, bamMmnms u MHMLIVAJIE OOJDKHOCTHOT'O Jaua
KOHTPOJIBHOTO (HaO30pPHOTO) OpraHa, B JOOJDKHOCTHEE OO0OSA3aHHOCTM KOTOPOIO B
COOTBETCTBMM C IIOJIOXEHMEM O BUIE KOHTPOJA, OOJIKHOCTHBIM PEeIJIaMEHTOM WUIIM
OOJDKHOCTHOM MHCTPYKLMEMN BXOIMT OCYIeCTBJIEHME IIOJIHOMOYUMM MO BMUIY KOHTPOJS, B
TOM UMCJIe I[pPOBEeNeHMEe KOHTPOJIBHHIX (HAO30PHBEIX) MEPONpUATHMI, HNPOBOIALIETO
KOHTPOJIbBHOE (Hang30pHOE) MEePOIPMATUE M BANOJIHAKIEIO NPOBEPOUYHHM JIMCT:

12. [Moonucu IOOJIKHOCTHEIX JINLL KOHTPOJIbLHOTO (HaAaI30pPHOTO) opraHa,
y4acTBYyWOUIMX B NPOBEIEHMUM KOHTPOJIBHOTO (HAO30PHOTO) MEPONPUATHUA:

(mosmxHOCTM, GaMMUIMM U MHULIMAJILL)

13. [lonnmucek PYKOBOOUTEI S TP YTIIE IOJIXKHOC THBIX JIML, KOHTPOJILHOTO
(HaOo30pHOTO) oOpTaHa, YYacTBYOIMX B [IPOBEHEHUM KOHTPOJIBHOT'O (HAI30PHOIO)
MEPOIPUATHUA :

(mosmxHOCTE, GaMMUIMS U MHULIMAJILL)




IIpunoxenne N 5

K npuka3y denepanbHOM CIIyKObI

10 HA/A30pY B chepe 31paBoOXpaHeHUs
ot 02.12.2025 N 5803

QR-kon

ITpunoxxenne N 5 neiicrByet no 01.01.2027.

[IPOBEPOUHEIM JIUCT
(COMCOK KOHTPOJILHEIX BONPOCOB, OTBETH HAa KOTOPHE
CBUINETEJILCTBYIT O COOJIOOEHUM WJIM HeCOOJIOEHUM KOHTPOJIMPYEMBIM
JIMLOM OOfA3aTeJIbHEX TpeOOBaHMM) , MCHOJNb3yeMel demepalibHOM CJyXOOou
10 Ham30py B chepe 3IPaBOOXPAHEHUS M €€ TEepPPUTOPUAJILHEIMU OPTaHaMMU
IpM OCyWeCTBJIeHUM GelepaslbHOTO TOCYHAaPCTBEHHOTO KOHTPOJIA
(Hamzopa) B cbepe obpameHUs JIEKAPCTBEHHHX CPEeIOCTB
OJIS MENULMHCKOT'O IPUMEHEHUs (MBTOTOBJIEHUE
JIEKAPCTBEHHEIX CPEenCTB)

1. HawummMeHOBaHMe BHUIa KOHTPOJS (HaIzopa), BKJIOUEHHOTO B EIOMHEM PeecTp
BMOOB (enepalibHOT'O I'OCYIapCTBEHHOT'O KOHTPOJS (Hanms3opa) :

2. HammMeHnoBaHue KOHTPOJILHOT'O (Ham3o0pHOTO) opraHa VN  PEeKBUBUTEHL
HOPMaTMBHOT'O MPAaBOBOI'O akTa 00 yTBepXIeHMM GOPMBl MNPOBEPOYHOT'O JIMCTA:

3. CHOmMcok KOHTPOJIBHEIX BOIPOCOB, OTpaXaolMx COoIOepXaHMe o0a3aTesbHEIX
TpeOOBaHMM, OTBETHl Ha KOTOPEIE CBUNETEJIECTBYT O COOJIOIEHMM WM HeCOOJIIeHUU
KOHTPOJIMPYEMEIM JIMLIOM OOS33aTEeJIbHEIX TPeOOBaHMIL:

®dopma




N | Criucok KOHTPOJIBHBIX BOIIPOCOB, | PEKBU3UTHI HOPMAaTUBHBIX OTBeThl Ha BONpPOCHI, coAepxaiuuecs B Criucke [Ipume
n/n OTPaKaIOIINUX CO/EPIKAHHE IIPABOBBIX AKTOB, C KOHTPOJIbHBIX BOIIPOCOB YaHue
00s13aTeNbHBIX TpeOOBaHUI yKa3aHHUEM UX
CTPYKTYPHBIX €IMHALL I:I arrexa, MEIULMHCKUE
KOTOPBIMH YCTaHOBJICHBI OCYIECTRIIAOMAA OpraHu3alnu
00s13aTebHbIC PO3HHYHYIO TOPrOBIIIO
TpeGoBaHUs (oTITyCK) JIEKapCTBEHHBIX
IpenapaToB HACEJICHUIO
I:I arnTexa,
OCYIIECTBIISAIOIIAS
PO3HUYHYIO TOPTOBIIIO
(OTIyCK) JI€KapCTBEHHBIX
IpenapaToB HACEJICHUIO
Ja | HeT HENPUMEHUMO Jla | HeT | HeIPUMEHUMO

®enepanbHblil 3akoH oT 12 anpens 2010 1. N 61-03 "OO6 obpaiieHn# JeKapcTBEHHbBIX cpeacTB" (nanee - GenepanpHblii 3akoH ot 12.04.2010
N 61-®3); npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 22 mas 2023 r. N 2491 "OO yTBepKISHUU TPaABUI
M3TOTOBJIEHUS U OTITYCKA JIEKAPCTBEHHBIX MPENapaToB Al MEAUIIMHCKOTO IPUMEHEHHS allTeYHBIMU OpraHU3alusIMU, UMEIOIIUMU JTULEH3HIO
Ha (apManeBTUYECKYIO JeATEIbHOCTH" (3apeructpupoBaH MunucrepctBoMm toctuniuu Poccuiickoit ®Pepepanuu 29 wmas 2023 1.,
peructpanronHslii N 73564) (neiictByer 10 1 centsops 2029 r.) (nanee - npukaz Munsapasa Poccun N 249H); npuka3z MuHucTepcTBa
3npaBooxpaHeHus Poccuiickoit ®enepanuun ot 12 Hoa0ps 2020 r. N 1218x "OO yrBepxknenuun Ilopsaka u3roToBiIeHUS
panuodapmManeBTHYECKUX JICKApCTBEHHBIX IpEnapaToB HEMOCPEACTBEHHO B MEAMIMHCKUX oOpraHu3anusax" (3aperucTpupoBaH
MunuctepctBoM tocturinu Poccuiickoit @enepamnu 11 gexadps 2020 r., peructpanuonasii N 61409) (neiictByet m0 1 ssuBaps 2027 r.)
(manee - mpuka3z Munszapasa Poccuu N 1218H)

1. |Ucnone3yrotcs M IIPH | ITYHKT 2 IIpHUKa3a
HW3TOTOBIICHUA anteyHbiMd | MunsapaBa Poccunm N
OpraHM3alMsIMH  JIEKaPCTBEHHBIX | 249H

npernapaToB (QapMaleBTUYECKUe
CyOCTaHIIMM, BKJIIOYEHHbIE B
roCyJapCTBEHHBIN peectp




JICKApCTBCHHBIX CpCACTB JIIsL
MEIMLIMHCKOTO IIPUMEHEHUS,
€AVHBIN peectp
3apEruCTPUPOBAHHBIX

JICKApCTBCHHBIX CpCACTB

EBpa3uiickoro 3KOHOMHYECKOIO
coro3a?

NsroraBnuBarorcs
JIEKapCTBEHHbIE
YCIIOBUSX,
CaHUTapHO-
AMUACMHOIOTHYECKUM
TpeOoBaHUSIM?

I
npemnapaTtsl B
OTBEYAIOIINX

MYHKT
Mun3gpaBa
249y

3 IIpUKa3a

Poccun N

VIakoBBIBAIOTCS T
W3TOTOBIICHHBIE JIEKAPCTBEHHBIC
npenaparbl B 3aBUCHMOCTH  OT
dbopmbl U criocoba TPUMEHEHUS
JIEKapCTBEHHOTO  Ipemapara B
COOTBETCTBUM C TpPeOOBaHUSIMU
obmieit (apmakoneitHONW CTaTbu
"VnakoBka,  MapKUpoBKa U
TPaHCHOPTUPOBAHUE
JIEKapCTBEHHBIX CpeACTB"?

IIYHKT
Munsgpasa
249u

4 NpuKasa

Poccun N

W3roraBnuBaroTcs
JIEKapCTBEHHBIE
HaJJIeKaIero
anTeyHoMu
MOCPEICTBOM
KOMIIIEKca

I
npenaparsl
KauecTBa B
OpraHu3aluu
peanusanuu
MEPOIPHUATHH,

MYHKT
Mun3npasa
249u

5 puKasa

Poccun N




HaNpaBJICHHBIX Ha COOJIOACHUE
TpeboBaHUH TprKa3za MuH3IpaBa
Poccuu N 249H (nanee - cucrema
KauecTBa) U BKIIIOYAIOLIUX B TOM
qucle:

YCTaHOBJICHHE
MOCJIeI0BATEIHHOCTH u
B3aUMOJCUCTBUSA IIPOLECCOB,
HEeOOXOIUMBIX IUId 00eCIIieYeHUSs
CUCTEMBI Ka4yecTBa, B
3aBUCHUMOCTH OT WX BIHUSHHUS Ha
6e30macHOCTbh, () (HEKTUBHOCTH U
paIoHaIbHOCTh npu
W3TOTOBIICHUHM  JIGKAPCTBEHHBIX
npenaparoB?

onpeeIcHue KPUTEPHUEB u
METOJ0B, OTpaXKAFOIIINX
JOCTUKEHHE PEe3yNbTaToB, Kak
MPU OCYIIECTBICHUU TPOIIECCOB,
HEOOXOAMMBIX 11 00ecIeUYCHUS
CUCTEMBI KauecTBa, TaK W IIPH
yIpaBICHUH HMH C YYETOM
TpeOOBaHUN  3aKOHOJATEJIHCTBA
Poccuiickoit  ®denepauuu 00
oOpareHuu JIEKapCTBEHHBIX
cpencT?

OIMPEACIICHUC KOJNUYCCTBCHHBIX U
KaueCTBCHHBIX IIapaMETpoOB, B
TOM qUCJIC MaTCpUaAJIbHBIX,




(UHAHCOBBIX, NH(POPMALMOHHBIX,
TPYIOBBIX, HEOOXOIUMBIX IS
NOJIACP KaHUS IIPOLIECCOB
CHCTEeMBl ~ KauecTBa U HX
MOHMUTOpPHHra?

obecrieueHue HaceJICHUS
KauyeCTBEHHBIMH, O€30IIaCHBIMHU U
3¢ EKTUBHBIMU

JICKapCTBCHHBIMHA npenapaTaMH?

IpUHATHC MCD, HeO6XO,I[I/IMLIX
JJIA JOCTHIXCHUA
3aIlJTaHUPOBAHHBIX PE3YJIbTATOB U

IIOCTOSIHHOTO YIyUIIEHUS]
KauecTBa U3TOTOBJICHUS
JIEKapCTBEHHBIX IIPENapaToB U
MTOBBIIIECHUS NIEPCOHAIILHON

OTBETCTBEHHOCTHU PabOTHHUKOB
anTeyHON opraHu3anuu?

YTBepKIAEHBI U PYKOBOAUTEIEM
anTEeYHON OpPraHMU3aALUU C LETbI0
OpraHM3ali CUCTEMBI KadecTBa
U3TOTOBJICHUSI  JIEKAPCTBEHHBIX
IIPENapaToB:

IIpUKa3bl U PaCHOPSKEHUs
PYKOBOJIUTEIIS anTeYyHOU
OpraHu3alMd 0  OCHOBHOWU
NEeITeIbHOCTU?

JOKYMEHTBI, PETIIaMEHTUPYIOIIHE

IIYHKT
Munsapasa
249u

6

IIpUKasa

Poccun

N




HCIIOJIHCHHUE poienyp, B
KOTOPBIX OITHCaH MOPSIJIOK
BBITIOJIHEHUS] TTPOU3BOJICTBEHHBIX
onepanuii?

JOKYMEHTBI, CoJIepIKaIue
TpeOOBaHUS u METObI
oIpeieIICHUS KayecTBa

M3TOTOBJIEHHOIO JIEKAPCTBEHHOTO
npemnapara?

PazpabatsiBarorcs hi7
CTaHJapTHBIE OTIepaLIMOHHBIC
npouenypsl (manee - COII) B
COOTBETCTBUHM C TpeOOBAHUSIMHU
(hapMaKoOIIeHHBIX CTaTeH U OOIIMX
(apMakomelHbIX cTaTei?

IIYHKT
Munsgpasa
249u

7 npuKasa

Poccun

N

Pernamentupyer I COIl
MOCIEN0BATEIBHOCTh  JIEUCTBUN
(hapmareBTHUECKOr0 pabOTHUKA
pu OCYILIECTBICHUH
U3rOTOBJIEHUS, B TOM 4HCIE B
BUJIE BHYTPHANTEYHOM
3aroTOBKH, YINAaKOBKE M (pacoBKeE
JIeKapCTBEHHBIX npenapaTos,
OUYHUCTKHU u Je3UH(pEeKIu
o0OpyJOBaHUs,  CTepUIM3ALUU
nabopaTopHO# oCyibl, YOOPKHU U
Ne3uH(pEeKINN MIOMEIEHUH,
MIPOBEJIEHUU  TPOBEPKU  TpPHU
oOHapyXeHUU

MTYHKT
Munsapasa
249y

7 puKasa

Poccun

N




HeJ00pOKAaYECTBEHHBIX,
KOHTpa(aKTHBIX u
¢banbcupuUIIPOBaHHBIX
JIEKapCTBEHHBIX  CPEACTB, IpHU
BEJICHUM 3aIlMCEil, OTUETOB U HMX
XpaHeHHs1?

Haznauen 15u pykoBoautenem
anTeYHOM OpraHu3aIi PaOOTHUK
anTevyHol OpraHU3aIlNH,
OTBETCTBEHHBIN 3a BHEJPCHUE H
o0ecrieueHrne CUCTEMbI KayecTBa,
KOTOPBIN OCYILIECTBIIAET
MOHUTOPHHT s dexTuBHOCTH
CUCTEMBI KauecTBa u
AKTyaJIM3aLHI0 COlIl,
MTOATBEPIKICHUE KayecTBa
W3TOTOBJICHHBIX JIEKAPCTBEHHBIX
MperapaToB, a TaKKe
rapaHTUPYET, YTO JIeKApPCTBEHHbIE
mpemapaTsl U3TOTOBJICHBI
cormacio  COIl  (mamee -
OTBETCTBEHHBIN paboOTHUK
anTeuyHO opraHu3anumn)?

IIYHKT
Munsapasa
249u

7

IIpuKasa

Poccun

N

IToaTrBepxaaer I
OTBETCTBEHHBIN paboOTHUK
anTeYHOU OpraHu3aluu
COOTBETCTBHE KaXXJ10r0
M3TOTOBJICHHOTO JIEKAPCTBEHHOTO
npenapara YCTaHOBJICHHBIM
TpeOOBAaHUAM JI0 UX OTITyCKa?

IIYHKT
Munsapasa
249u

7

IIpUKasa

Poccun

N




10.

CooTBeTCTBYeT JM  KadyeCcTBO
W3TOTOBJICHHOTO JIEKapPCTBEHHOTO
npenapara TpeOOBaHUSIM
(hapMaKkoOIIeHON CTaTbH M OOITUX
(dapMaKkoneWHbIX cTaTei, 0o B
cllyyae  UX  OTCYTCTBUS -
JOKYMEHTaM B 00J1aCTH KOHTPOJIS
KauecTBa?

MyHKT
Munzapasa
249

8 MpuKasa

Poccuu

N

11.

YTBepKIEH JI1 PYKOBOAMUTEIEM
anTeyHOM OpraHu3alMy IUJIaH-
rpaduK MpOBEACHUS MEPBUYHOIO
U TOCIENYIOIMX HHCTPYKTAKEH
pabOTHHUKOB Ha 3HAaHHE
CTaHJIapTHBIX OIlepaIMOHHBIX
IIPOLENYp, IPOBOAUMBIX HE PEXKE
1 paza B roa?

IIYHKT
Munsgpasa
249u

9 NpuKasa

Poccun

N

12.

B EJISTX UCKITIOYECHUS
3arpsi3HEHUST  M3rOTaBIMBAEMBIX
JIEKaPCTBEHHBIX MPEMAPATOB:

co0roAaeTcs Jiu 3apeT Ha IPUeM

MU, yrnoTpedieHue
KUIKOCTEH, KypeHUEe B 30HE
U3TOTOBJICHUSI  JIEKapCTBEHHBIX
npenaparoB?

coOmofaercs JM  3ampeT Ha
JOMycK  paOOTHHKAa  anTEeYyHOMH
opramu3aiyvii IIpU HAJIWAYHUU Y
HETro UHQEKIIMOHHBIX

3a00JIeBaHUN U MOBPEKICHUI Ha

MYHKT
Mun3npasa
249u

10

Poccun

npuKasa

N




OTKPBITBIX ~y4acTKax Tejla K
OCYLIECTBICHUIO  JCATEIbHOCTH
1o U3TOTOBJICHUIO

JIEKapCTBEHHBIX MpenapaToB?

B OTHOLICHHH JICKAPCTBCHHBIX

MpEeraparoB,  MPEICTABIISIONINX
MOBBIIICHHBIN pHCK
MUKPOOHOIOTUYECKON

KOHTAMUHAIIMU, IPUMCHSIOTCS JTN
3alIUTHBIE Mepbl (Ie3uH(peKIus
PYK, HOIIICHHE MacoK),
MIPEyCMOTPCHHBIE
CTaHJAPTHBIMU OTEPAITMOHHBIMU
nporeaypamu?

13.

Nwmeror B105 anTe4yHbIe
OpraHU3aIy MOMEIICHUS U (I )
30HBI, B KOTOPBIX
OCYIIIECTBISICTCS  M3TOTOBJICHHE
JIEKapCTBCHHBIX MPENapaToB?

MTYHKT 11
Mun3gpaBa
249u

npuKasa

Poccun

N

14.

NsroraBnuBarotcs
JIEKapCTBEHHBIE
MTOMETIICHUSX u 30HaX,
JOCTYITHBIX TOJIBKO TUTST
pabOTHHUKOB anTevyHOU
OpraHM3alliy, epeYeHb KOTOPBIX
OTIPENIETISIETC  PYKOBOAUTEIIEM
anTeyHON opraHu3anuu?

I
npenapaTtsl B

MTYHKT 11
Munsapasa
249u

npuKasa

Poccun

N

15.

NsrorasnuBarorcs
JIEKapCTBEHHbBIE

M
npenaparsl

MYHKT 11
Mun3npasa

IIpUKasa

Poccun

N




pa3HBIX JIGKAPCTBEHHBIX (OpM B
pa3HbIX 30HaX?

249u

16.

[lpuHuMaroTcst 1m B ciiydae
HEBO3MOKHOCTH DPa3JIeIEHUs] 30H
10JT KOHKPETHBIE JIEKAPCTBEHHBIC
dopmel, npexycmorperasie COIT
MEpbl, MHHUMHU3UPYIOIIHE PHUCK
3arps3HEeHUs JIEKapCTBEHHOTO
mperapara, B~ TOM  YHUCIE
[IEPEKPECTHOr0?

MYHKT

Munsapasa

249u

11 MpuKasa
Poccun N

17.

[IpoekTupyrorcsa, pa3zMmemarorcs,
HCIOJIb3YIOTCS U O0CITYKHBAIOTCS
B0 TEXHOJIOTMYECKOE
o0opynoBaHue, a TaKxXe
U3MEpUTENbHbIE  NpuOOpel B
COOTBETCTBUM C HX IE€JIEBBIM
Ha3HA4YCHHUEM U PYKOBOJACTBOM 1O
JKCIUTyaTalluy IPOU3BOAUTENSA?

IIYHKT

Mun3apaBa

2491

12 MpuKasa
Poccun N

18.

OGecnieunBaercs M
COBOKYITHOCTH  JIOKYMEHTOB, B
KOTOPBIX (UKCUPYIOTCS (aKTHI,
MMEIOIINE OTHOIIEHUE K KAaUeCTBY
M3rOTaBIMBAEMOTO
JIEKapCTBEHHOTO TIpernapara, B
tom umcie COII, mHCTpyKuIHH,
MPOCIIeKUBAEMOCTh  TIpoIiecca
W3TOTOBJICHUSI  JIEKAPCTBEHHOTO
npenapara?

HOYHKT

Munsgpasa

249u

12 IpuKasa
Poccun N

19.

HpOBO}II/ITCSI JJU B OTHOIICHUU

ITYHKT

13 puKasa




Ka’KI0ro HapyIIECHUS
TpeOoBaHUM, YCTaHOBJICHHBIX
npukazom Munszapasa Poccun N
249, COlIl, BHYTPEHHSIS
IIpOBEpKa C yCTpaHEHUEM
BBISIBJICHHBIX HAPYILICHUH?

MunsgpaBa Poccun N

249u

20. |CobGmogarorcst M O0COOCHHOCTH | MyHKTBI 14 - 53 mpukasa
MU3TOTOBJIICHUS  JIEKapCTBEHHBIX | MunsgpaBa Poccun N
MpernaparoB u3 | 249u
(apManeBTHYECKUX CyOCTaHIUIT?

21. |CoOmromaroTcsi i OCOOEHHOCTH |TyHKTHI 54 - 56 mpukasza
U3rOTOBJIEHUS  JIEKapCTBEHHBIX [ Mun3apaBa Poccun N
IpenaparoB u3 roToBbIX | 249H
JIEKapCTBEHHBIX IIPENaparos?

22. |CoOGmromarorcst U TpeOoBaHUS K|MyHKTHI 57 - 82 mpukasa
KOHTPOJIIO kadectBa | Munsgpaa Poccun N
JIEKapCTBEHHBIX MPENapaToB? 249u

23. |Cobmoparorcs 1M TpeOoBaHUS K |MyHKTHl 83, 84 mpukasza
CpoKam TOJTHOCTH Ha|Munsnpasa Poccum N
M3TOTaBIMBAEMBbIE 249u
JIEKapCTBEHHbIE MpenaparThl?

24. |CoOmromaroTcsi  JIM  TIpaBWIA | TyHKTHl 85 - 95 mpmkasza
OTIIyCKa 51 MapkupoBkH | MunsnpaBa Poccun N
JIEKapCTBEHHBIX MpEnapaToB? 2491

25. |CoOmromaercst T KOHTPOJIb TIPH | TYHKT 96 MpuKasa
OTIIyCKE JIeKkapcTBeHHbIX | MunsnpaBa Poccun N
npenapaTos? 249u




26.

Cobnromarorcss 11 0COOEHHOCTH
W3TOTOBJICHHUSI TOMEONAaTUYECKUX
JIEKapCTBEHHBIX IPENapaToB?

nyHKTBl 97 - 119 npukasza
MunszapaBa Poccum N
249u

27.

Cobnronaercst
W3TOTOBIICHHSI
paarodapMareBTHIECKUX

JICKapCTBEHHBIX IpenapaToB?

JM  TOPSAJOK

nyHKTHl 120 - 119 npuxasza
MunszapaBa Poccum N
249u

28.

CobOnrogarorest 1 TpeOOBaHHS K
MOMENICHUSIM U 000PYI0BaHUIO
M€ IUI[MHCKOMN OpraHH3aIiH,
MpeTHa3HAYCHHBIM JUISt
M3TOTOBJIEHHS
paguodapMareBTUIECKUX
JICKapCTBCHHBIX MPENapaToB?

IYHKTBI 3,
Munsgpasa
1218n

4 npwukasza
Poccun N

29.

He JIOTTYCKaeTCst m
OTHOBPEMEHHOE  HM3TOTOBJICHUE
pa3IMYHBIX
paauodapmareBTUYECKUX
JIEKapCTBEHHbIX MpEnapaToB B
OJIHO paboueil 30He (ropsueit
KaMmepe, JJaMHUHApHOM 30HE WU
mkady) ¢ ILeIbl0 HCKIIOYECHUS
MEPEKPECTHOTO 3arps3HEeHUs
paarOaKTUBHBIMHA BCIIIECTBaAMH
WIn nepenyThIBaHUs
MaTepuaioB?

IIYHKT 5
Munsgpasa
1218u

npuKasa
Poccun N

30.

CoOiroarorcst
W3TOTOBJICHUH
paguodapmareBTHYECKIX

I pu

ITYHKT 6
Munsapasa
1218n

MpuKasa
Pocciu N




JICKApCTBCHHBIX MPCIIAPATOB:

MEphl 10  MPEAOTBPALICHUIO
MEePEKPECTHON KOHTaMUHALINU?

MCECPhbI 8(0) 3aluTe 30HBI
MU3TOTOBJICHUA oT
PaaruO0aKTHBHOI'O 3anH3HeHI/I$I?

31. |MsroraBiamuBaroTcs JIY | TyHKT 7 MpuKasa

paauodapmaleBTUIECKHUE MunznpaBa Poccun N
JICKapCTBEHHBIC npenaparsl, | 12181
IIpeHa3HaYCHHbIE JUISL
MapeHTEPAIbHOTO BBEJICHMS, B
COOTBETCTBUH C TpeOOBAHUSIMU
roCyJIapCTBEHHON (papMakorien,
MPEAbSIBISIEMbIMU K
CTEPHJIBHOCTHU TaKUX
JIEKapCTBEHHBIX IIpenapaToB, C
COOJTIOICHHEM, B
COOTBETCTBYIOIIUX clydasx,
aCeNTUYECKUX yCIOBUI
U3TOTOBJIEHUSI  JIEKAPCTBEHHBIX
IIPEMNapaToB, a TAKXKE C Y4ETOM
0COOEHHOCTEM U3TOTOBJICHUS
JIEKapCTBEHHBIX bopm B
acenTUYECKUX  YCIIOBUSAX B
COOTBETCTBUM  C  IPHUKA30M
Munsapasa Poccun N 24917

32. |Kontpommpyercs M JUISL | TYHKT 8 pHKasa
paanodapmMareBTHIECKUX MunznpaBa Poccun N
JIEKapCTBEHHBIX Ipenaparos, | 12181




HAIIOJIHACMBIX B aACCIITUYCCKUX

YCIIOBUSIX, IIEJIOCTHOCTh
MeMOpaHHbIX  (UIBTPOB, €
y4eToM HEOOXOANMOCTH
obecrieyeHus panuanoHHON
0€30macHOCTH M COXpaHCHHS

CTEPHIILHOCTH (PUIBTPOB?

33. | YmakoBbIBaloTCA JIY | TyHKT 9 MpuKasa
HU3TOTOBJICHHBIC MunzgpaBa Poccunm N
paauodapmaleBTUYECKHIE 1218n
JIEKApCTBEHHBIC  IpernapaTbl B
3aBUCUMOCTH  OT (GOpMBI U
crocoba IPUMEHEHUS
JIEKapCTBEHHOTO Mperapara’?

34. |Mapkupyotcs JIY | ITyHKT 10 MpuKasa
HU3TOTOBJICHHBIC MunzgpaBa Poccunm N
paauodapmareBTUIECKHIE 1218n
JIEKAapCTBEHHbIE  TpernapaThl B
COOTBETCTBUM C TpPeOOBaHUSIMU
oOmieit QpapmakoneiHOW CTaTbu
rocy/lapCTBEHHOH  (apMakorneu
"PagnodapmarieBTHUECKHUE
JIEKapCTBEHHBIC npenaparesl.

OdC.1.11.0001.15"?
35. |Cobmromarorcst nmu TpeboBaHUS K |TmyHKTHI 11 - 17 mpukasza

)IOKyMeHTaHI/II/I CUCTCMBbI
obecrnieueHUs KauecTBa,
Me}II/IHI/IHCKOI\/'I OpFaHHS alyu,

OCYU.[CCTBJ'ISIIOH.ICI‘/JI HU3TOTOBJICHUC

Mun3npasa
1218u

Poccun

N




paarodapMareBTHIECKUX
JIEKapCTBEHHBIX MPENapaToB?

36.

ObecrieunBaeT M MEAUIIMHCKAs
OpraHu3alusi HCIPAaBHOCTh W
TOYHOCTh CPEACTB H3MEPEHHUI,
MpeAyCMOTPEHHBIX

HOPMAaTHUBHOM, TEXHUYECKOU
JOKyMEHTAIMe! MPOU3BOAUTEIS
u COOTBETCTBYIOIIUX
TpeOOBaHUSM K HX TIOBEpKE U
(wm) KaJIMOpOBKE,
MPEAYCMOTPEHHBIMH CTAaThsIMU 13
u 18 denepanbHOro 3aKoHa oT 26
utonst 2008 roma N 102-®d3 "O6
obecrnieueHnun €IMHCTBA
U3MepeHuil", UCIoJIb3yeMbIX MPU
U3TOTOBIICHUM M KOHTpPOJE
KauecTBa JIEKapCTBEHHBIX
Mpenaparos, a TaKxKe
peryasipHOCTh WX TIOBEPKH U
(vnn) KanuOpoBKU?

MYHKT

18

Munsapasa

1218u

MpuKasa
Poccun N

37.

3aduxcupoBanbl M (aKThl
MIPOBEICHUS MPOYUIAKTUIECKOTO
TEXHUYECKOTO  OOCITy>KUBaHMS,
KaTMOpOBKM H  TIOJyYeHHBIE
pe3yabTaThl B MEAWLMHCKON
OpraHU3allK, TyTeM BHECECHUS
uHpOpMaIKU B )KypHa?

HOYHKT

18

Munsapasa

1218u

MpuKasa
Poccun N

38.

OOecmeunBaer M MCIUIUHCKAaA

HOYHKT

19

IIprKasa




OpraHu3anus
pabOTHHUKOB, JIOJDKHOCTHBIC
00513aHHOCTH KOTOPBIX
NPEIIoIaraloT NpeObIBaHHEe B
30HaX (moMeleHusIx)
W3TOTOBIICHHUSI
paarodapMareBTHIECKUX
JICKapCTBEHHBIX npenapaToB
(BKITROUAsS TEXHUYCCKHUI u
OOCITYKMBAIOIIMI TEpPCOHAN, a
TaKKe paOOTHHUKOB, TPOBOISIINX
yOOpPKY), JEATEeIbHOCTh KOTOPBIX
MOXKET OKa3aTh BIUSHHE Ha
Ka4eCTBO
pannodapmaneBTHIeCKUX
JICKaPCTBEHHBIX MPerapaToB?

o0yueHue

Munsapasa
1218u

Poccun N

39.

Nwmeror I paboTHUKHU
MEUITMHCKON OpTraHH3aIIH,
OCYIIIECTBISIONINE HU3TOTOBIICHHE
paauodapmMareBTUYECKUX
JIEKapCTBEHHBIX IPEnapaToB, Ha
CBOHX pabounx MecTax
JOKYMEHTAIHIO o
W3TOTOBJICHUIO M O00OECIIEYEHUIO
KauecTBa
paanodapmMaleBTHUYECKUX
JIEKapCTBCHHBIX MPENapaToB?

MYHKT 19
Munsapasa
1218n

npuKasa
Poccun N

40.

WsroraBnuBaercs
paguodapmareBTHIECKUMA
JIEKapCTBeHHBIH  Mpemapar

JIn

o

MyHKT 20
Mun3npasa
1218n

MpuKasa
Poccun N




MMMCbMEHHOW 3asiBKe pPabOTHHKA
MEIUIIMHCKOW OpraHu3aluud B
COOTBETCTBUM C HA3HAYCHHEM
Jiedaniero Bpaya, BHECEHHBIM B
MEIUIIMHCKYIO  JIOKYMEHTAIIHIO
nanuenTa’?

41.

[lognuceiBaeTcss JI1 JOKYMEHT,
MOJATBEPK AN, qTO0
paanodapmaneBTUUECKUN
JIEKApCTBEHHBIN rpernapar
W3TOTOBJIEH B COOTBETCTBHM C
YTBEPKICHHOW JOKyMEHTalUeN
o M3TOTOBJICHUIO u
00€eCcIeYCHUIO KauecTBa,
paboTHUKOM MEIULUHCKON
OpraHM3aliy, OTBETCTBEHHBIM 3a
M3TOTOBJIEHUE
paauodapmareBTUYECKOro
JIEKapCTBEHHOI'0 IIpernapara, |
YUUTBHIBAETCS MEAUIIMHCKON
OpraHM3anuei B JKypHaje
W3TOTOBJICHUS
paanodapmMareBTHUYECKUX
JIEKapCTBEHHBIX MpEnapaToB?

MTYHKT 21
Munsapasa
1218u

IIpuKasa

Poccun

N

42.

[Tonseprarorcs B10 BCE
W3TOTOBJIEHHBIE
paauodapMareBTUYECKHE
JIEKapCTBEHHbIE npenaparbl
KOHTPOJIIO npu OTIyCKE
paboTHUKOM MEJUILIUHCKOU

MYHKT 22
Munsapasa
1218u

npuKasa

Poccun

N




OpraHM3aluu, TIpu  KOTOPOM
MIPOBEPSIOTCA:

YIIaKOBKa JIEKAPCTBEHHOTO
Ipernapata Ha  COOTBETCTBUE
TpeOOBaHUAM JIOKYMEHTaLNH,
YTBEPKICHHOU MEJULIUHCKOU
OpraHu3aiuey, yKa3aHHOW B
nyHkre 12 mpuxaza MuH3apasa
Poccuu N 1218n?

PEKBHU3UTHI 3a9BKU MEIULIUHCKON
OpraHu3aly Ha WU3TOTOBJICHHE
paanodapmMaleBTHIEeCKOro

JIEKapCTBEHHOI'0 Ipenapara, Ha

COOTBCTCTBUC CBCACHUAM,
YKa3aHHbBIM Ha YIIaKOBKEC
HU3TrOTOBJICHHOI'O

paauodapmareBTUYECKOro
JIEKapCTBEHHOT O Tpernapara’?

MapKHpOBKa
paauodapmareBTUYECKOro
JIEKapCTBEHHOI'0 Ipernapara Ha
COOTBETCTBHUE TpeOOoBaHUSM
obmieit (apmakoneitHONW CTaTbu
rocy/lapCTBEHHOH  (apMakorneu
"PagnodapmarieBTHUECKHUE
JIEKapCTBEHHbIE npenapaThl.
O®C.1.11.0001.15"?

43.

OTtnyckaercs Jau IpU BBISIBICHUU
HECOOTBETCTBUS  TpeOOBaHUIM

MYHKT 22
Mun3npasa

IIpUKasa

Poccun

N




KOHTPOJIA npu
M3TOTOBJICHHBIN
paanodapManeBTHIECKUN
JICKapCTBEHHBIN mpenapat?

OTIyCKE

1218u

44,

Hecer b7 PYKOBOJIUTEIH
MGEHHHHCKOﬁ opranu3anvu H
paboOTHUK METUITTHCKON
opraHusanuu, OTBETCTBEHHBIN 3a
W3TOTOBJICHHE
paauodapmMaleBTUYECKOro
JICKaApCTBEHHOTO npernapara,
OTBETCTBEHHOCTh 3a KauyeCTBO
M3TOTOBIICHHOTO
paauodapmMaleBTUYECKOro
JICKApCTBEHHOTO Ipernapara’?

MYHKT 23
Munsapasa
1218u

npuKasa
Poccun N

45.

CobOnrogarorcst 1 TpeOOBaHHS K
XpaHEHUIO
paanodapmMaleBTHUYECKUX
JIEKapCTBCHHBIX Mperaparos.,
HM3TOTOBJIEHHBIX B MEIUIIMHCKOMN
OopraHu3aiuu?

MYHKT 24
Munsapasa
1218n

npuKasa
Poccun N

46.

Tpancnoptupyrorcs m
panuodapmalneBTHYECKHe

JIEKapCTBEHHbIE Tpenaparbl B
COOTBETCTBUM C TPEOOBAHUSIMHU B
obusactu o0ecrnievyeHus

panuanoHHol 6e3onacHocTU?

MYHKT 25
Mun3npasa
1218u

MpuKasa
Poccun N




4. Bun KOHTPOJIBHOI'O (HAO30PHOI'O) MEepOoIpMUATUA:

5. IaTa 3aloJIHeHMUs MNIPOBEPOYHOTO JIMCTA:
6. OOBEKT TOCYyIapCTBEHHOTO KOHTpPOJIA (Hams3opa), B OTHOWEHUM KOTOPOITO
IPOBOIUTCSA KOHTPOJILHOE (HAO30pHOE) MEepPONPUSTHUE :

7. daMmimsa, MMS M OTYECTBO (IPM HANIMUMM) TPaxIaHMHA WM MHOUBUIYAJILHOTO
IpennpMUHMUMaTENIsA, €TI0 MWIOSHTUOMKALMOHHEIN HOMEP HaJloToNJjlaTesblyka ¥ (Mian)
OCHOBHOM TOCyHOapCTBEHHHMN pPeTrucTPalOHHBIN HOMeP VMHIUBULOYAJIEHOT'O
IpennpuHMMaTEeNd, ampec perucTpauumn TpaxnaHMHa VZnpeZi MHIVBULOYAJIEHOT'O
IpennpMUHMMaTeJIs, HaMMeHOBaHMEe WDpPpUIMUeCKOI'o JMlla, ero UIeHTUOUKALMOHHHMI
HOMEp HaJloTonJjaTeJbliMKa ¥ (MJIM) OCHOBHOM TI'OCYHAaPCTBEHHBM pPeTrMCTPalMOHHBIM
HOMEP, aIpec DOPUIMYECKOTO JiMlla B [Ipenejiax MeCTa HAXOXIEeHMS DPUONYECKOIT'O
Jiriia, ABJIARIMXCAHA KOHTPOJIMPYEMBIMM JIMIIAMM @

8. MecTo (MecTa) MNpPOBEINEHMsS KOHTPOJILHOTO (HAO30PHOT'O) MEPONPUATUS C
SaIloJIHEHMEM [IPOBEPOYHOTO JIMCTA:

9. PeKBMBUTH pelleHMs KOHTPOJIBHOTO (HaO30pHOTO) OpraHa O NPpOoBeIeHUU
KOHTPOJIBHOT'O (Ha,HBOpHOI‘O) MeponpmAaTrTmn4g, IIOOIIMCAaHHOTI'O VYIIOJITHOMOYE HHBIM
OOJDKHOCTHBIM JIMIIOM KOHTPOJIBHOTO (HaO30PHOT'O) opraHa:

10. Y4YeTHHM HOMEP KOHTPOJILHOTO (HAX30PHOITO) MEPOIPUATUS:

11. JOJIXHOCTHE, bamMmmsa M MHMLMAJBEL  OOJDKHOCTHOTO  JIMLa KOHTPOJIBHOTO
(Ham30pPHOTO) OpraHa, B OOJKHOCTHBE OOSA3aHHOCTM KOTOPOI'O B COOTBETCTBUM C
IIOJIOXEHMEM O BMIE KOHTPOJHA, IOOJDKHOCTHEIM peIJIaMeHTOM MJIM IOJIXKHOCTHOM
MHCTPYKLUMEN BXOIUT OCYUECTBJIEHME I[IOJIHOMOUMM IO BMIY KOHTPOJIL, B TOM UYUCIE
IpOBeIEeHMe KOHTPOJIbHEIX (HAIO30PHEIX) MEPOIPUATHUIN, [IPOBOOAMETO KOHTPOJIBHOE
(Ham3O0pHOE) MEepOoNpUATHE U 3BalOJIHAKIETO NPOBEPOYHHIM JIMUCT:

12. [Moonucu IOOJIKHOCTHEIX JINLL KOHTPOJILHOTO (HAaO30pPHOTO) oOpraHa,
y4acTBYyWOUIMX B NPOBEIEHMUM KOHTPOJIBHOTO (HAO30PHOTO) MEPONPUATHUA:

(mosmxHOCTM, GaMMUIMM U MHULIMAJILL)

13. [lonnmucek PYKOBOOUTEI S TP YTIIE IOJDKHOCTHEIX JIML, KOHTPOJIBHOTO
(HaOo30pHOTO) oOpTaHa, YYacTBYOIMX B [IPOBEHEHUM KOHTPOJIBHOT'O (HAI30PHOIO)
MEPOIPUATHUA :

(mosmxHOCTE, GaMMUIMS U MHULIMAJILL)




[Ipunoxenne N 6

K npuka3y denepanbHOM CIIyKObI

10 HA/A30pY B chepe 31paBoOXpaHeHUs
ot 02.12.2025 N 5803

QR-kon

[IpOBEPOYHEIM JIUCT
(CIIMCOK KOHTPOJIBHEIX BOIIPOCOB, OTBETH Ha KOTOPHE
CBUIETEJILCTBYIT O COOJIOOEHUM WUJIM HeCODJIOeHUM KOHTPOJIMPYEMEIM
JIMLOM OOSg3aTeJIbHEX TPpebOoBaHMM) , MCIOJNb3yeMel demepalibHOM CJIyXOon

IO HaI30py B cbepe 30paBOOXPaHEHUS U e€e TeppUTOpMalbHEMU

opraHaMmM IIPM OCYUWECTRBJIEHUM (GenepalibHOT'O T'OCYHAPCTBEHHOTO
KOHTpPOJIA (Han3opa) B cbepe obOpalleHUA JIEKAPCTBEHHBIX CPEenCTB

OJid MEeEIVMIMHCKOI'O IIPVMMEHEHNMA (yC’I‘aHOBJ'IeHMe IIPpOM3BOONTEIIAMN

JIeKapCTBEHHEIX [IPEelapaToB lleH Ha JIeKapCTBEHHHE IIpenapatsl,

BKJIOUEHHEIE B [I€pPEeUeHb XMBHEHHO HeODXOAVMEIX
Y BaXHeMUMX JIEKAPCTBEHHEIX IIPenapaToB)

1. HamMeHOBaHMe BMIa KOHTPOJA (Hams0pa), BKIIOYEHHOI'O B E€IMHBEI pPeecTp
BMUIOB (elepalsiIbHOTO I'OCYHAapCTBEHHOI'O KOHTPOJA (Hazmsopa):

2. HamMmeHOBaHMUE KOHTPOJIBHOT'O (HaI30pHOTO) opraHa I PEKBUSUTEH
HOPMATMBHOTO INPaBOBOI'O akTa OO0 yTBepxIeHuM (QOPMEI NPOBEPOYHOI'O JIMCTA:

3. CHOmMcok KOHTPOJIBHEIX BOIPOCOB, OTpaXaolMx COIOepXaHMe o0A3aTesIbHEIX
TpeOOBaHMM, OTBETH Ha KOTOPEIE CBUIETEJIECTBYIT O COOJOIEHMM MM HEeCOOJIIEeHUU
KOHTPOJIMPYEMEIM JIMLIOM OOA3aTeJIbHEIX TPeOOBaHMIL:

®dopma




N Crnrcok KOHTPOJIBHBIX BOIIPOCOB, PexBu3nuTel HopMaTtuBHBIX | OTBETHI HA BOIIPOCHI, conepskauirecs B CIucKke KOHTPOJIbHBIX Bonpocos | ITpu

I/I1 | OTpPaKAIOUIMX COCPKAHUE 00s3aTEIbHBIX NPaBOBBIX aKTOB, C Meya
TpeGoBanuit yKa3aHHEM X oprammsalus | [ ]  amTeKa, OCYIIECTBIIAIONIAs MEAULUHCKUE | e
CTPYKTYPHBIX €1HHHLL OITOBOI PO3HHYHYIO TOPTOBIIIO OpraHu3aluH, B
>
KOTOPBIMHU YCTaHOBJICHBI TOPIOBJIN (OTITyCK) JIEKapCTBEHHBIX TOM YHCJIE U X
obs3aTenbHble TpeGoBaHus | 1CKaPCTBECHHBIM IpenapaToB HACCICHUIO 000c00IeHHBIE
Y CPE/ICTBaMH HOAPa3IeTICHUS,
IS [ ]  anTeka kak CTPYKTYPHOE | pacrionoseHHbIE
MEIULIMHCKOI O noApasACICHUC MCAMIMHCKOU B CEJILCKUAX
MIPUMEHEHUSI OpraHusanmnu HAaCEJICHHBIX
N IYHKTaX, B
|:| anTeYHBIN MMyHKT, B TOM
KOTOPBIX
YHCIIe KaK CTPYKTypHOE
.| OTCYTCTBYIOT
HO/Pa3IeICHUE MEUIIHCKON
Apasa S anTeYHbIC
OpraHu3anuH
OpraHU3aLH
|:| WHIABUTYaJIbHBII
HpeIIPHHUMATEb
Ja | HeT |HepHUM | Ja | HeT HETIPUMEHHMO 71a | HeT | HeIpUM
CHUMO SHUMO

®enepanpubiit 3ak0H oT 12 anpens 2010 r. N 61-®3 "O06 obpaiiennn JiekapcTBeHHBIX cpeAcTB” (nanee - @eaepanbublit 3akoH ot 12.04.2010 N 61-D3); IIpaBuia
BEJICHUS TOCYJApCTBEHHOI'O peecTpa IpPEENbHBIX OTIYCKHBIX LIEH IPOM3BOJAUTENEH Ha JIEKapCTBEHHBIE INpENaparbl, BKIIOYEHHBIE B IIEPEUYEHb KM3HEHHO
HEOOXOJUMBIX U BaKHEHMIIMX JIEKAPCTBEHHBIX IpPENapaToB JJIi MEIULMHCKOIO IpPHUMEHEHUs, YTBepXKAeHHblEe nocTaHoBieHueM [IpaButenbcrtBa Poccuiickoit
@®enepanuu ot 8 ampensa 2025 roga N 462 "O rocynapCTBEHHOM pEryJMpOBaHUU IIEH HA JIEKAPCTBEHHBIE MPENaparhbl, BKIOYECHHBIE B NEPEUEHb JKU3HEHHO
HEOOXOJUMBIX M BaKHEUIINX JIEKapPCTBEHHBIX MPENapaToB JUIsl MEIUIMHCKOTO npuMeHeHus" (neictBy<...> no 1 centsopsa 2031 r.) (manee - IlpaBuna BeaeHus

TOCYHdapCTBECHHOI'O peeCTpa NPCACIbHBIX OTITYCKHBIX I_ICH)

1. |CoOGmromaercs iu 3ampeT Ha peaju3aluio U |MyHKT 8 cTathu 61
OTITyCK JIeKapCTBEHHBIX npenaparos, | DenepanbHOro 3aKOHa OT
BKIIOYCHHBIX B  mepedeHb  ku3HeHHO |12.04.2010 N 61-03
HEOOXOMMBIX U BaKHEHIITNX JIEKapCTBEHHBIX




MpenaparoB, Ha KOTOPbIE MPOU3BOIUTEISIMU
JIEKapCTBEHHBIX MpenaparoB HE
3apEerucTPUpPOBAHA TIpe/eNibHAsT OTHYCKHAas
neHa?

CobmoiaeTcst I 3ampeT Ha peanu3alfio
JIEKaPCTBEHHBIX IPENAPATOB, BKIKOYEHHBIX B
NepeyeHb  JKU3HEHHO  HEOOXOAMMBIX U
BOXHEUIIMX JICKAPCTBEHHBIX IPENApaToOB,

KOTOpbIE TMPOU3BOJUTENN JIEKAPCTBEHHBIX
IIpenapaToB OTIYCKAIOT (PEain30BbIBAIOT) 110
LeHaM, IIPEBBIILIAIOIINM
3apEruCTPUPOBAHHEBIE 158)0%1
nepeperucTpupoBaHHbIE npezenbHble
OTITYCKHBIC ICHBbI Ha JICKApCTBCHHBIC
opemapartel ¢ y4yeToM  Hajora — Ha

N00aBIICHHYIO CTOUMOCTH?

NYyHKT 8 ctaTthu 61
®denepanbHOro 3aK0Ha OT
12.04.2010 N 61-®3

ConepXuT 1M TOCYHApCTBEHHBIM peecTp

MMpEACIIbHBIX OTITYCKHBIX OCH
HpOI/I3BOI[I/ITCJ'IeI71 Ha JICKApCTBCHHEBIC
npemnaparsl, BKJIFOUYCHHBIC B MEpCUCHb

KHU3HCHHO HGO6XOI[I/IMI)IX A BaXHEHIINX
JICKApCTBCHHBIX TIIp€raparoB, CBEACHUA O

3apEruCTPUPOBAHHBIX 1581071
[IepePEruCcTPUPOBAHHBIX MIPEACIIBHBIX
OTIYCKHBIX IIEHaX MPOU3BOJAUTENEN Ha

JICKApCTBCHHBIC IIPCIiapaThbl, BKIKOYCHHBIC B
MEPCUYCHDb KHU3HCHHO HGO6XOJII/IMI)IX u
BaXXHEUIITHUX JICKAPCTBCHHBIX HpCHapaTOB?

nyHKTHI 2, 4, 6 - 8, 14
IIpaBun BeneHus
TOCYIapCTBEHHOI'O peecTpa
MPEAETbHBIX OTITYCKHBIX
IeH

NyHKTHI 1, 2 craThu 62
®denepallbHOTO 3aKOHA OT
12.04.2010 N 61-®3

Pazmemaercs JIn I/IH(I)OpMaLII/IH 0

nyHKT 15 [IpaBun Benenus




3aperuCTPUPOBAHHBIX Win
HepeperucTpUPOBAHHBIX IpeaeIbHBIX
OTIYCKHBIX I[CHAX B alITCYHBIX OpPraHU3aIHsIX
B JOCTYIHOW JUIi BCEX 3aMHTEPECOBAHHBIX
o GopMe € y4eToM TpPYNIUPOBKH IO
MEKTYHAPOAHBIM HETIaTeHTOBAaHHBIM
HaMMEHOBaHUSAM JIEKapCTBEHHBIX
npenaparoB?

TOCYAapCTBCHHOI'O pECCTpa
MMpEACIbHBIX OTITYCKHBIX
OCH




4. Bun KOHTPOJIBHOI'O (HAO30PHOI'O) MEepOoIpMUATUA:

5. IaTa 3aloJIHeHMUs MNIPOBEPOYHOTO JIMCTA:
6. OOBEKT TOCYyIapCTBEHHOTO KOHTpPOJIA (Hams3opa), B OTHOWEHUM KOTOPOITO
IPOBOIUTCSA KOHTPOJILHOE (HAO30pHOE) MEepPONPUSTHUE :

7. daMmimsa, MMS M OTYECTBO (IPM HANIMUMM) TPaxIaHMHA WM MHOUBUIYAJILHOTO
IpennpMUHMUMaTENIsA, €TI0 MWIOSHTUOMKALMOHHEIN HOMEP HaJloToNJjlaTesblyka ¥ (Mian)
OCHOBHOM TOCyHOapCTBEHHHMN pPeTrucTPalOHHBIM HOMeP VMHIUBULOYAJIEHOT'O
IpennpuHMMaTEeNd, ampec perucTpauumn TpaxnaHMHa VZnpeZi MHIVBULOYAJIEHOT'O
IpennpMUHMMaTeJIss, HaMMeHOBaHMEe DPUIMUeCKOI'o JMla, ero KIeHTUOUMKALMOHHHMN
HOMEp HaJloTonJjaTeJsbiiMKa ¥ (MJIM) OCHOBHOM TI'OCYHAaPCTBEHHBIM pPeTrMCTPalMOHHBIM
HOMEP, aIpec DOPUIMYECKOTO JiMlla B [Ipenejiax MeCTa HAXOXIEeHMS DPUONYECKOIT'O
Jiriia, ABJIARIMXCAHA KOHTPOJIMPYEMBIMM JIMIIAMM @

8. MecTo (MecTa) MNpPOBEIEHMsS KOHTPOJILHOTO (HAO30PHOI'O) MEPONPUATUS C
SaIloJIHEHMEM [IPOBEPOYHOTO JIMCTA:

9. PeKBMBUTH pelleHMs KOHTPOJIBHOTO (HaO30pHOTO) OpraHa O NPpOoBeIeHUU
KOHTPOJIBHOT'O (HaHBOpHOPO) MeponpmAaTrTmn4g, IIOOINIMCaHHOTI'O YIIOJIHOMOYEHHBIM
OOJDKHOCTHBIM JIMIIOM KOHTPOJIBHOTO (HaO30PHOT'O) opraHa:

10. Y4YeTHHM HOMEP KOHTPOJILHOTO (HAX30PHOITO) MEPOIPUATUS:

11. JOJIXHOCTHE, bamMmmsa M MHMLMAJBEL  OOJDKHOCTHOTO JIMLAa KOHTPOJIBHOT'O
(Ham30pPHOTO) OpraHa, B OOJKHOCTHBE OOSA3aHHOCTM KOTOPOI'O B COOTBETCTBUM C
IIOJIOXEHMEM O BMIE KOHTPOJHA, IOOJDKHOCTHEIM peIJIlaMeHTOM MJIM IOOJIXKHOCTHOM
MHCTPYKLUMEN BXOIUT OCYUECTBJIEHME I[IOJIHOMOUMM IO BMIY KOHTPOJIL, B TOM UYUCIE
IpOBeIEeHMe KOHTPOJIbHEIX (HAO30PHEIX) MEPOIPUATHUM, [IPOBOOANETO KOHTPOJIBHOE
(Ham3O0pHOE) MEepOoNpUATHE U 3BalOJIHAKIETO NPOBEPOYHHIM JIMUCT:

12. [Moonucu IOOJIKHOCTHEIX JINLL KOHTPOJIbLHOTO (HaAaI30pPHOTO) opraHa,
y4acTBYyWOUIMX B NPOBEIEHMUM KOHTPOJIBHOTO (HAO30PHOTO) MEPONPUATHUA:

(mosmxHOCTM, GaMMUIMM U MHULIMAJILL)

13. [lonnmucek PYKOBOOUTEI S TP YTIIE IOJIXKHOC THBIX JIML, KOHTPOJILHOTO
(HaOo30pHOTO) oOpTaHa, YYacTBYOIMX B [IPOBEHEHUM KOHTPOJIBHOT'O (HAI30PHOIO)
MEPOIPUATHUA :

(mosmxHOCTE, GaMMUIMS U MHULIMAJILL)




[Tpunoxenue N 7

K npukazy denaepanbHOi CITy:KObI

10 HaJ30pYy B cdepe 3ApaBOOXpaHEHUS
ot 02.12.2025 N 5803

QR-xox

[Ipunoxenue N 7 peiictByer 1o 01.01.2028.

[IpOBEPOUHEIM JIUCT
(CIIMCOK KOHTPOJIBHEIX BOIIPOCOB, OTBETH Ha KOTOPHE
CBUIETEJILCTBYIT O COOJIOOSHUM MM HEeCODJIIAEHUM KOHTPOJIMPYEMEIM
JIMLOM 00s3aTesIbHEIX TpeOOoBaHMM) , MUCIOJb3yeMulM demepalibHOVM CIIyXOoM
10 Han30py B cbepe 3OpaBOOXPAaHEHUS UM ee TEPPUTOPMAJIBHEIMU OpIT'aHaMu
IpY OCYUWeCTRBRJEeHUM GenepalibHOT'O T'OCYHAPCTBEHHOT'O KOHTPOJIS
(Hamzsopa) B chepe obOpalleHMs JIeKAPCTBEHHEIX CPEICTB
I0JiS MeIOULMHCKOTO IPUMEHeHUs (cobjoIeHue
JIMLIEH3MOHHEIX TpeBOBaHUM K OCYIECTBJIEHUIO
bapMalLleBTMUECKON IOeSaTeJIbHOCTH)

1. HamMeHOBaHMe BMIa KOHTPOJA (Hams0pa), BKIOYEHHOTO B E€IMHBEI pPeecTp
BUIOB QelepalslIbHOTO I'OCYHapCTBEHHOI'O KOHTPOJA (Hazmsopa):

2. HamMmeHOBaHMUE KOHTPOJIBHOT'O (HaI30pHOTO) opraHa VI PEKBUSUTEH
HOPMATMBHOTO NPaBOBOI'O akKTa OO0 yTBepXIeHUM (QOPMEI NPOBEPOYHOI'O JIMCTA:

3. CHOmMcok KOHTPOJIBHEIX BOIPOCOB, OTpaXaolMx CcOoIOepXaHMe o0a3aTesIbHEIX
TpeBOOBaHMM, OTBETH Ha KOTOPHEIE CBUIETEJIECTBYIOT O COOJIOIEHMM MM HEeCOOJIIeHUU
KOHTPOJIMPYEMEIM JIMLIOM OOS3aTeJIbHEIX TPpeOOBaHMI:

dopma




N Crnrcok KOHTPOJIBHBIX BOIIPOCOB, PexBu3nuTel HopMaTtuBHBIX | OTBETHI HA BOIIPOCHI, conepskauirecs B CIucKke KOHTPOJIbHBIX Bonpocos | ITpu

I/I1 | OTpPaKAIOUIMX COCPKAHUE 00s3aTEIbHBIX NPaBOBBIX aKTOB, C Meya
TpeGoBanuit yKa3aHHEM X oprammsalus | [ ]  amTeKa, OCYIIECTBIIAIONIAs MEAULUHCKUE | e
CTPYKTYpHBIX €IMHHALL, OITOBOI PO3HHYHYIO TOPTOBIIIO OpraHu3aluH, B
KOTOPBIMHU YCTaHOBJICHBI TOPIOBJIN (OTITyCK) JIEKapCTBEHHBIX TOM YHCJIE U X
obs3aTenbHble TpeGoBaHus | 1CKaPCTBECHHBIM IpenapaToB HACCICHUIO 000c00IeHHBIE
Y CPE/ICTBaMH HOAPa3IeTICHUS,
IS [ ]  anTeka kak CTPYKTYPHOE | pacrionoseHHbIE
MEIULIMHCKOI O noApa3ACICHUC MCAMIMHCKOU B CEJILCKUAX
MIPUMEHEHUSI OpraHusanmnu HAaCEJICHHBIX
N IYHKTaX, B
|:| anTeYHBIN MMyHKT, B TOM
KOTOPBIX
YHCIIe KaK CTPYKTypHOE
.| OTCYTCTBYIOT
HO/Pa3IeICHUE MEUIIHCKON
Apasa S anTeYHbIC
OpraHu3anuH
OpraHU3aLH
|:| WHIABUTYaJIbHBII
HpeIIPHHUMATEb
Ja | HeT |HepHUM | Ja | HeT HETIPUMEHHMO 71a | HeT | HeIpUM
CHUMO SHUMO

@®enepanbhbiil 3akoH oT 12 ampens 2010 r. N 61-®3 "OO6 obpamienun jekapcTBeHHbIX cpelcTB" (nanee - denepanbHblii 3akoH oT 12.04.2010 N 61-D3);
®enepanbHblil 3akoH 0T 4 Mas 2011 r. N 99-03 "O nuieH3upoBaHUM OTIENBbHBIX BUAOB AedTenbHocTH" (nanee - @enepanbubiii 3akoH ot 04.05.2011 N 99-03);
[Tonoxxenue o nuIeH3UPOBaHUH (HhapMaleBTUUECKON JESITEIIbHOCTH, YTBEpKIeHHOe noctanoBiaeHueM [IpaBurensctBa Poccuiickont deneparum ot 31 mapta 2022
r. N 547 (nmewictByetr n0 1 centsiOps 2028 r.) (nanee - Ilomoxkenue N 547); IlpaBuiia XpaHeHUs! JIEKAPCTBEHHBIX CPEACTB A MEIUIIMHCKOIO NMPUMEHEHUs,
yTBEpXkACHHbIE pUKa3oM MuHucTtepcTBa 31paBooxpanenus Poccuiickoit denepanuu ot 29 anpens 2025 r. N 260H (3apeructpupoBad MUHHCTEpCTBOM IOCTULIUT
Poccuiickoit ®enepanyu 2 utons 2025 r., peructpanuonssiii N 82490) (neiictByet 10 1 centsiOps 2031 r.) (nanee - [IpaBuna xpanenus); IlpaBuna Hagnexamen
anTeYyHOM MPaKTUKU JIEKAPCTBEHHBIX IMpPErnapaToB JUIsi MEIUIMHCKOTO MPUMEHEHUs, YTBEp)KICHHbIE NMpHUKa3oM MuHucCTepcTBa 3/paBooxpaHeHus: Poccuiickoii
®enepanyu ot 29 anpens 2025 r. N 2591 (3apeructpuposan MunuctepctsoM roctuinn Poccniickoit ®enepannn 30 mag 2025 r., peructpanronsselii N 82462)
(metictByet 10 1 centsaops 2031 r.) (manee - [IpaBuna Haanexanie antednoi nmpakTtukh); Pemenne CoBera EBpazuiickoit S3KOHOMHYECKOW KOMUCCUU OT 3 HOSIOpS
2016 r. N 80 "O6 yrBepxaenuu [IpaBun Hajuexamieil AMCTpUOBIOTOPCKON MPAKTHUKU B paMKax EBpa3uiickoro 3KOHOMHUYeCKOro coro3a" (BCTYMHJIO B CHITY JJIS
Poccuiickoit ®eneparuu 6 mas 2017 r. SBmsiercs obsi3arensubM s Poccuiickoit deneparuu B cooTBeTcTBUM ¢ J[oroBopoMm 0 EBpasmiickoM sKOHOMHYECKOM




cotose ot 29 mast 2014 r., patuduuupoanusiM OenepanabHbIM 3aKOHOM 0T 3 okTs10pst 2014 r. N 279-03 "O paruduxaunu qorosopa o EBpasuiickoM 5KOHOMHUECKOM
coroze", BcTynuBIeM B cuiny s Poccuiickoit ®eneparuu ¢ 1 suBaps 2015 r.) (nanee - [IpaBuna Haamexamnieil TUCTPUOBIOTOPCKON MPAKTHUKH); PACTIOPSIKCHUE
[IpaBurenscrBa Poccuiickoit @enepanuu ot 12 oxTsi0ps 2019 1. N 2406-p (nanee - pacnopsikenne N 2406-p); npukaz MuHuCTepCTBa 3[paBOOXpaHeHus Poccuiickoit
Oenepanun ot 1 centsaops 2023 . N 4591 "OO6 yTBEpKICHUH TEPEUHS JICKAPCTBEHHBIX CPEJICTB I MEIUIIMHCKOTO MPUMEHEHUS, MOJUISKAIIUX MTPEAMETHO-
KOJIMYECTBEHHOMY yueTy" (3apeructpupoad MunucrtepcrBoM roctuiiuu Poccuiickoit @enepaunu 2 oktsi0ps 2023 r., peructpaunonssiii N 75422) (nelictByet 10
1 centsi6ps 2030 1.) (manee - [lepedens JIekapCTBEHHBIX CPEACTB); MpHKa3 MUHUCTEPCTBaA 3paBooxpaneHus Poccutickoit @eaepanuu ot 17 urons 2013 r. N 3781
"O0 yTBEepkK/I€HUH IPABUII PETUCTPALIUH OTIEPALIUH, CBSI3aHHBIX C 0OpaIeHueM JIEKaPCTBEHHBIX CPEICTB I MEUIIMHCKOTO IPUMEHEHNS, BKIIIOYSHHBIX B TIepeUYeHb
JICKapCTBEHHBIX CPEACTB AJI1 MEIULUHCKOTO IPUMEHEHHUS, MOMJIEKAUX MPEIMETHO-KOJIMYECTBEHHOMY Yy4YeTy, B CIECLMAIBHBIX JXypHaJIax ydeTa OIepanui,
CBSI3aHHBIX C OOPALIEHUEM JIEKAPCTBEHHBIX CPEJCTB JJIi MEAMIIMHCKOTO MPUMEHEHUS, U IPABUJ BEACHUS U XpaHEHMs CIIELUANIbHBIX )KYPHAJIOB yueTa Oneparuii,
CBSI3aHHBIX C OOPAILLEHUEM JIEKAPCTBEHHBIX CPEACTB JUIsl MEAULIMHCKOTO MpUMeHeHUs " (3apeructpupoBad MunuctepcTBoM roctuiiun Poccuiickoit @enepanuu 15
asrycra 2013 r., peructpaunonssiit N 29404) ¢ u3MeHeHus MU, BHECEHHBIMU pHUKa3oM MuHucTepceTBa 31paBooxpanenust Poccuiickoit @enepanyu ot 31 okTa0ps
2017 r. N 882H (3apeructpupoBan MunucrepctBoM tocturinn Poccutickoit @enepannu 9 ssuBaps 2018 r., peructpanuonnsiii N 49561), npukasom Munucrepcrsa
3apaBooxpanenust Poccuiickoit deneparuu ot 5 anpens 2018 r. N 1491 (3apeructpupoBan MunuctepctBoM roctuniriv Poccuiickoit denepanuu 3 mas 2018 r.,
peructpanuonHslii N 50961) (nanee - npuka3z Munzapasa Poccuu N 378H); npuka3 MunucrteperBa 31paBooxpanenus Poccuiickoit denepauuu ot 7 mapra 2025 r.
N 1001 "O6 yrBepxnaenun [IpaBui oTmycka J€eKapcTBEHHBIX IPENaparoB Uil MEAULUHCKOrO MPUMEHEHHUs aNTeYHbIMH OpraHU3alUsMHU, WHIMBUIYaTbHBIMU
peANPUHIMATENISIMA, IMEIOIIMMH JIMIIEH3UIO Ha OCYIIECTBICHUE (apMaIleBTUYECKON JAEATEIIbHOCTH, MEUIIMHCKAMH OpPTraHU3alysIMU, IMEIOLIMH JIULCH3HIO Ha
ocylecTBlIeHHE (hapMalleBTHUECKON AEATeNbHOCTH, U UX 000COOJIEHHBIMU MOAPAa3/IeNCHUSIMHU, PACIOI0KEHHBIMUA B CEJIbCKUX HACEIEHHBIX MYHKTAX, B KOTOPBIX
OTCYTCTBYIOT alTE€4Hble Opranu3auui, [IpaBui oTrnycka HApKOTUYECKUX CPEJICTB U MCUXOTPOMHBIX BELIECTB, 3aPErUCTPUPOBAHHBIX B KAUECTBE JIEKAPCTBEHHBIX
IIpenapaToB JUIsli MEIULHUHCKOIO INPUMEHEHHMs, JEKAPCTBEHHBIX IPENapaTtoB Uil MEIULIUHCKOIO IPUMEHEHHUs, COJIEp)KalluX HApKOTHMYECKHE CPEICTBA U
IICUXOTPONHbIE BemlecTBa, llopsiaka oTmycka TpaxkJaHaM anTeUYHbIMM OpraHu3alusIMU HMMMYHOOMOJIOTMYECKMX JIEKAPCTBEHHBIX IpEnaparoB Jis
UMMYHOITpO(pMIaKTUKH" (3apeructpupoBad MunucTepcTBoM toctuiiu Poccuiickoit @enepanuu 9 ampens 2025 r., peructpaunonssiii N 81789) (neiictByer no 1
ceHTs10ps 2031 r.) (nanee - npuka3 Munznpasa Poccun N 100n); npuka3z Munucrepctsa 3npaBooxpanenust Poccuiickoit @eneparnuu ot 22 mas 2023 r. N 2491 "O0
YTBEPKACHUM IIPABUJI U3TOTOBIIEHUS U OTITyCKa JIEKaPCTBEHHBIX IPENApaToB I MEAUIIMHCKOrO IPUMEHEHNS allTEYHbIMUA OPTaHN3alUsAMH, UMEIOIIUMH JINLEH3HIO
Ha (apManeBTHYCCKYIO NEeSITENbHOCTD" (3aperucTpupoBaHn MunucTepcTBOM toctuitnu Poccuiickoin @eneparuu 29 mast 2023 1., peructpaimonnsiii N 73564)
(meiictByer 110 1 cenTs6ps 2029 r.) (nanee - npukasz Munzapasa Poccun N 2491); npuka3z MunuctepcTBa 31paBooxpanenus Poccuiickoit denepaunu ot 10 dpeBpans
2016 r. N 83u "OO yrBepxkaeHun KpanupukannoHHBIX TpeOOBaHMM K MEAMIMHCKUM U (papMalleBTUUECKUM pabOTHUKAM CO CPEJHUM MEIUIMHCKUM H
(dapmarneBTuyeckuM oOpa3oBanueM" (3aperucTpupoBad MunuctepcTBoM roctuiiuu Poccuiickoit denepannu 9 mapra 2016 r., perucrpaunonssiit N 41337) (nanee
- npuka3z Munzapasa Poccuu N 83H)

1. |MmeroTcs 1 mMpOU3BOICTBEHHBIM OOBEKT WIIH | TOAMYHKT "a" myHKTa 6
00BEKTHI (MMOMeleH s, 30auus, coopyxenus) | [Tomoxenus N 547
u 000pyJOBaHHE MO MECTY OCYIIECTBIICHUS




(bapmaneBTUYECKOM JIeSITEILHOCTH,
NPUHAIISKANINE HA TpaBe COOCTBEHHOCTH
NI Ha HUHOM 3aKOHHOM OCHOBaHHH,
NpeIyCMaTpUBAIOIIEM IPAaBO BJIAJCHUS H
NPaBO TOJB30BAHUA, JTUOO MPHHAICKAIINE
Ha TMpaBe COOCTBEHHOCTH WJIM Ha WHOM
3aKOHHOM OCHOBAaHWHW HWHOMY JIMIICH3UATY,
UMEIOIIEMY JIUICH3UIO Ha OCYILIECTBIICHHE
dapMareBTHYECKOW  JEATENBHOCTH IO
OCYIIECTBICHHUIO PadOT, OKa3bIBAEMBIX YCIIYT,
COCTABIISIOUIMX JESATEIBHOCTh IO ONTOBOM
TOProBJIC JICKAPCTBCHHBIMU CPCACTBAMU IJIA
MEJIUIIUHCKOTO TPUMEHEHUs, U JOTOBOp (OT
12 mecsueB) o mepenade paboT (yciyr) Ha

ayTCOPCUHT (B 4acTu XpaHEHUS
JIEKAPCTBEHHBIX CPEACTB JIJIsi MEAMIIMHCKOTO
MIPUMEHEHHS ), COOTBETCTBYIOIINX

TpeboBaHusM cratei 54 u 55 denepanbHOTO
3akoHa ot 12.04.2010 N 61-@3, IlpaBmiam
HaJuIexalend TuCTpUOBIOTOPCKON MPAKTUKH,
IIpaBunam XpaHEeHHs, IIpaBunam
HaJyIe)Kallel allTeYHON MPAaKTUKH, & UMEHHO:

1.1.

UMEIOTCS JIU TPOU3BOJICTBEHHBIN 00BEKT UIIH
O0O0BEKTHI (ITOMEILEHUS, 3JaHHs], COOPYKEHUS )
1 000pyIOBaHUE MO MECTY OCYILIECTBICHMS
¢bapmarieBTHYECKOM JESATENBHOCTH,
IPUHAJIEKAIME Ha INpaBe COOCTBEHHOCTH
WIM Ha HWHOM 3aKOHHOM OCHOBAHMWH,
MpelycCMaTpUBAIOLEM I[paBO BIAJEHUS U
IIpaBO  TOJb30BAaHUS, COOTBETCTBYIOINE

IIYHKT 3 CTaTby 8
®denepanbHOro 3aK0Ha OT
04.05.2011 N 99-@3;
cratbu 54, 55
®denepanbHOro 3aK0Ha OT
12.04.2010 N 61-®3;

MOAMYHKT "a" myHKTa 6
ITonoxenus N 547;




TpeGoBanusM cratei 54 u 55 denepanbHOrO
3akoHa oT 12.04.2010 N 61-®3, IIpaBunam
Ha/IJIeKaIeld JUCTPHUOBIOTOPCKONM MPAKTHKH,
[IpaBunam XpaHEHHH, [IpaBunam
HaJuIeXkallel anTeuyHol NpakTUKu?

NyHKTHI 5 - 23 [IpaBun
XpaHEeHHUS;

nyHKTHI 29, 30 - 44, 50 -
51 [paBun Haanexamiei
JTUCTPUOBIOTOPCKOM
MPaKTUKU;

nyHKTHI 17 - 27 [IpaBun
HaJlIeKallel anTeyHou
IPAKTUKU

1.2.

UMEIOTCS JIU TTPOU3BOJICTBEHHBIN 00BEKT HIIH
OO0BEKTHI (ITOMEIIEHUS, 3JaHHS, COOPY>KEHUS)
1 000pyIOBaHUE MO MECTY OCYIIECTBICHHS
(bapMmareBTUYECKOM JESATEIIbHOCTH,
IIpUHAUIEKAIIME Ha IpaBe COOCTBEHHOCTU
WIM Ha UHOM 3aKOHHOM OCHOBAaHUU HHOMY
JUIEH3UaTy, HMEIOLIEMYy JIMIIEH3UI Ha
OCYILIECTBIIEHUE dapmareBTHYECKON
NESTeIbHOCTH TI0 OCYILIECTBICHUIO padoT,
OKa3bIBAEMBIX YCIIYT, COCTaBJISIOLINX
JEATeIbHOCTh [0  ONTOBOM  TOPrOBIIE
JIEKapCTBEHHBIMU CpeICcTBaMu JUISL
MEAUIMHCKOTO MPUMEHEHMsSI, U J0roBop (OT
12 mecsueB) o nepegaue pabor (yciayr) Ha
ayTCOPCHHT (B 4acTu XpaHEHHUsI
JIEKapCTBEHHBIX CPEJCTB JUISI MEAUIIMHCKOTO
MIPUMEHEHHUS ), COOTBETCTBYIOIIINE
TpeGoBaHusM cratei 54 u 55 denepanbHOro
3akoHa oT 12.04.2010 N 61-®3, [IpaBunam
Ha/IIexaeil JUCTpUObIOTOPCKONM MPaKTHKH,

IYHKT 3 cTaThy 8
denepanbHOTO 3aKOHA OT
04.05.2011 N 99-@3;
cratbu 54, 55
®denepanbHOro 3aK0Ha OT
12.04.2010 N 61-®3;

NOAMYHKT "a" myHKTa 6
ITonoxenust N 547;

nyHKTHI 29, 30 - 39, 40 -
44,50 - 51, 110, 113
[TpaBun Hagyexamen
JTUCTPUOBIOTOPCKON
MIPAKTHKH;

NYHKTHI 2 - 45 TIpaBun
XpaHEHUs




[IpaBunam XpaHEeHHUs,
HaJIJIe)Kalen anTeyHON NpaKkTUKU?

IIpaBunam

2. CoOironarorcst hj8% | JIMIIEH3UATOM, | MIOAMYHKT "1" myHKTa 6
OCYUIIECTBJISIOMIUM  ONTOBYH0  Toprosinto | [Tonoxenust N 547
JIEKApCTBECHHBIMH cpencTBamMu JUIST
MEJUIIMHCKOTO MPUMEHEHHUs], - TpeOOBaHUs
crate 53, 54 wu yactm 7 crateu 67
®enepanpHoro 3akona ot 12.04.2010 N 61-
®3, a UMEHHO:

2.1. |mpaBwia Haanexamed aucTpuObIOTOPCKOMN |TyHKT 3 CTaThu §
MPAKTUKU JIEKAPCTBEHHBIX MpernapaToB s | DeaepaabHOTO 3aKOHA OT
MEIUIIMHCKOTO npuMmeHeHuss B pamkax |04.05.2011 N 99-d3;
EBpa3uiickoro 3kOHOMHU4€ECKOro cor3a’?

NOANYHKT "1 myHKTa 6
[Tonoxxenus N 547;
noanyHkTsl 1.1 - 1.5;
noAnyHkTs! 3.2.1, 3.3.1,
3.3.2;
NOANYHKTHI 4.1, 4.2;
noamyHkTsI 5.1 - 5.9;
MOJMYHKTHI 6.1 - 6.5;
MOAMyHKTHI 7.1 - 7.3;
NOANYHKTHI 8.1, 8.2;
noanmyHkTe! 9.1 - 9.4
IIpaBun HamIexaen
JTUCTPUOBIOTOPCKOM
MPAKTUKU

2.2. |mpaBuwia XpaHEHUs? IIYHKT 3 CTaTby 8

®denepanbHOro 3aK0Ha OT




04.05.2011 N 99-®3;

n.n

noAnyHKT "1" myHkTa 6
ITonoxenus N 547;

MYHKTHI 1 - 4, TyHKTHI 5 -
45 IlpaBui xpaHeHus

2.3.

IIpaBWJIa perucTpanuu ornepanuii, CBI3aHHbIX
¢ oOpallleHuEeM JIEKapCTBEHHBIX CPEACTB IS
MEAUIMHCKOTO NMPUMEHEHMSI, BKJIIOUEHHBIX B
NepeueHb JIEKApCTBEHHBIX  CPEACTB IS
MEIUIMHCKOTO TPUMEHEHUs, MOAJIEKALIX
MPEeIMETHO-KOJIMYECTBEHHOMY  Y4eTy, B
CHEIMAJIBHBIX >KypHajaxX ydyeTa OIEepalui,
CBSI3aHHBIX C OOpaIlleHHeM JIeKapCTBEHHBIX
CPEICTB 711 MEIULIMHCKOTIO IPUMEHEHUs?

IYHKT 3 cTaThy 8
denepanbHOTO 3aKOHA OT
04.05.2011 N 99-@3;

n._mn

noAnyHkT "1" nmyHkTa 6
ITomoxenus N 547;

OYHKTHI | - 5 npuioxeHus
N 1 x npuka3zy Mun3ipaBa
Poccuu N 378H;

pasnensl I - IV Ilepeuyns
JIEKAPCTBEHHBIX CPEJICTB

2.4.

MpaBUJjia BEJICHUS U XPAaHEHMs CHELUaTIbHBIX
JKYpPHAQJIOB Yy4yeTa OIEpalui, CBSI3aHHBIX C
oOpallleHueM JIeKapCTBEHHBIX CPEACTB IS
MEUIIMHCKOTO TPUMEHEHUS?

IIYHKT 3 CTaTby 8
®denepanbHOro 3aK0Ha OT
04.05.2011 N 99-@3;

NOAMYHKT "1" myHKTa 6
ITonoxenust N 547;

nyHKTHI 1 - 11
npuiokeHus N 2 k
npukasy Mun3apasa
Poccun N 378n




2.5.

TpeOboOBaHWE O BHECEHMH WH(GOPMALUU O
JICKapCTBEHHBIX npernaparax TUIst
MEIWIIMHCKOTO TPUMEHEHUS B  CHUCTEMY
MOHUTOPHHTA JIBIDKCHHS JICKAPCTBEHHBIX
MpernapaToB TUTS MEAUIIMHCKOTO
MPUMEHEHUS?

4yacTh 7 ctatbu 67
®denepalibHOTO 3aKOHA OT
12.04.2010 N 61-®3;
MYHKT 3 CTaThu 8
®denepanbHOro 3aK0Ha OT
04.05.2011 N 99-®@3;

NOANyHKT "1 myHKTa 6
ITonmoxxenust N 547

CoOmomarorcst b0 JIAIEH3UATOM,
OCYIIECTBISIIONIMM ~ PO3HUYHYIO TOPTOBIIIO
JIeKapCTBeHHI)IMI/I HpenapaTaMI/I JJIA
MEIMIIMHCKOTrO IMPUMEHEHHS: aNTeYHBIMU
OpI‘aHI/IBaIII/IFIMI/I, I/IHI[I/IBI/II[ya.HBHBIMI/I
MPePUHUMATEIISIMH, HMEIOIIMMHI
JIULICH3HUIO Ha OCYIIIECTBIICHUE
(bapMareBTHYCCKOM IeATEIBHOCTH:

HNOJAMYHKT "e" myHKTa 6
[Tonoxxenns N 547

3.1.

IpaBHJIa Haz[nexcameﬁ anTeyHou IMPAaKTUKN
JICKApCTBCHHBIX nperaparoB JUIA
MCIHUIIMHCKOT'O HpI/IMeHeHI/I}I?

IIYHKT 3 CTaTby 8
®denepanbHOro 3aK0Ha OT
04.05.2011 N 99-@3;

NOAMYHKT "e" ImyHKTa 6
ITonoxenust N 547;

NyHKTHI 2 - 41 TIpaBun
HaJIeKaniei anTeyHou
MPAKTUKH

3.2.

IIpaBUjIa XpaHEHUA?

IYHKT 3 CTaTbu 8
®denepallbHOTO 3aKOHA OT
04.05.2011 N 99-@3;




HNOJANYHKT "e" myHKTa 6
ITonoxenus N 547;

MYHKTBI 2 - 4; TyHKTHI 7, 9
- 45 IlpaBui xpaHeHus

3.3.

npaBuia OTIYyCKa JIEKapCTBEHHBIX
MpenapaToB I MEAUITUHCKOTO TIPUMEHEHUS
anTeYHBIMHA OpraHu3aIusIMU,
WHIUBUAYAIBHBIMU  MPEANPUHUMATEISMU,
MMEIOIIMMH JIMIEH3UI0 Ha OCYIIECTBICHUE
(hapMareBTHUECKOM JIeATeILHOCTH?

IYHKT 3 cTaThy 8
denepanbHOTO 3aKOHA OT
04.05.2011 N 99-@3;

HNOJAMYHKT "e" myHKTa 6
ITonoxenus N 547;
nyHKTHI | - 35
npunoxenus N 1,

IIYHKTHI 1 - 5 IpunokeHus
N 3 k npuka3zy Mun3zapasa
Poccun N 100

3.4.

IIpaBWjia OTIYCKa HapKOTHYECKUX CPENCTB U
IICUXOTPOIHBIX BELIECTB,
3aperucTpUpPOBAHHBIX B KauecTBe
JIEKapCTBEHHBIX IPENapaToB?

IYHKT 3 cTaThy 8
denepanbHOTO 3aKOHA OT
04.05.2011 N 99-@3;

NOJAMYHKT "e" myHKTa 6
IMonoxenust N 547;

nyHKTHI 1 - 11
npuioxkeHus N 2 K
npukasy MuH3ipaBa
Poccun N 100m;

nyHKT 1 pasznena |
Ilepeuns eKapCTBEHHBIX
CpeACTB




3.5.

IIpaBWJIa perucTpanuu ornepanuil, CBI3aHHbIX
¢ oOpallleHueM JIEKapCTBEHHBIX CPEACTB IS
MEAULIMHCKOTO NPUMEHEHMSI, BKIFOUEHHBIX B
NepeyeHb JIEKApCTBEHHBIX  CPEACTB IS
MEIUIMHCKOTO TPUMEHEHUs, MOAJIEKALUX
MPEeIMETHO-KOJIMYECTBEHHOMY  Y4eTy, B
CHELMAJIBHBIX >KypHajaxX ydyeTa OIEepalui,
CBSI3aHHBIX C OOpaIleHHEeM JIeKapCTBEHHBIX
CPEICTB JJIsl MEIULIMHCKOTO IPUMEHEHUs?

OYHKT 3 cTathu 8
denepabHOTO 3aKOHA OT
04.05.2011 N 99-®3;

HNOJANYHKT "e" myHKTa 6
ITonoxenus N 547;

[lepeueHs eKapCTBEHHBIX
CPEJICTB;

npuiioxxenue N 1;
npunoxenus N 2 u 3 K
npunoxenuro N 1
npuka3zy MuH3apasa
Poccun N 3781

3.6.

ImpaBujia BCACHUA U XpPaHCHUA CIICHUAIBbHBIX
)KYpHAJIOB ydYeTa OIepaliii, CBS3aHHBIX C
oOpaleHueM JICKapCTBEHHBIX CPEACTB IS
MEIUIUHCKOTO TPUMEHECHHUS?

IYHKT 3 cTaThy 8
denepanbHOTO 3aKOHA OT
04.05.2011 N 99-@3;

NOJAMYHKT "e" myHKTa 6
ITonoxenus N 547;

[TepeveHb JIeKapCTBEHHBIX
CPE/ICTB;

npuitoxenue N 2 u 3 x
npukasy Mun3apasa
Poccun N 3781

3.7.

TpeOOBaHWE O HAJIMYUM MHHHUMAJIBHOTO
aCCOPTHMEHTa JIEKapCTBEHHBIX MPEnapaToB,
HEOOXOAUMBIX JUIsI OKa3aHUS MEIUIIMHCKOM

IYHKT 3 CTaTbH 8§
®denepanbHOro 3aK0Ha OT
04.05.2011 N 99-@3;




oomoru?

yacTh 6 cTaTbu 55

denepanbHOTO 3aKOHA OT
12.04.2010 N 61-®3;

npuioxenue N 4
pacnopstxenust N 2406-p;

NoANyHKT "e" myHkTa 6

[Tonoxxenus N 547
3.8. |TpeboBanre O BHeceHHMH HWH(POpPMAIMU O |IYHKT 3 CTaThu §
JICKapCTBEHHBIX npenaparax st | DenepanbHOTO 3aKOHA OT
MeAuIMHCKOro mnpuMeHeHuss B cuctemy |04.05.2011 N 99-@3;
MOHUTOPHHTA JIBIDKCHHS JICKAPCTBEHHBIX
permapaToB VTS MeuUEHCKOro | YaCTh 7 CTaThu 67
pUMeHeHHs? denepanbHOTO 3aKOHA OT
12.04.2010 N 61-D3;
HNOJAMYHKT "e" myHKTa 6
[Tonoxenusa N 547
3.9. | mpaBuna OTITyCKa JIEKapCTBEHHBIX | YHKT 3 CTaThH §
MpernapaToB MEAUIIMHCKUMH OpraHu3anusIMy, | DenepaabHOro 3aKoHa OT
000CO0JIEHHBIMHA nonpazaenenusmu | 04.05.2011 N 99-@3;
MEIUIMHCKUX OpPTraHU3aluid B COOTBETCTBUU
¢ TpebOBaHWEM O BHECeHHH MH(popMary o |9acTh 7 CTaTbH 67
JIEKapCTBEHHBIX npernaparax st | PenepanbHOro 3aK0Ha OT
MEIUIUHCKOTO TNPUMEHEHHUS B CHCTEMY 12.04.2010 N 61-@3;
MOHUTOPHHTA JIBIDKEHHS JIEKApPCTBEHHBIX .
MOAMYHKT "e" myHKTa 6
IpernapaToB ISt MEIULUHCKOTO
o [Tonoxenus N 547
MIPUMEHEHHS
4. | CobmromaroTcs M JULEH3UATOM, | TOAMYHKT "3" myHKTa 6




OCYHICCTBIIAOIINM HM3IOTOBJICHHUC U OTIIYCK
JICKapCTBCHHLIX ImperaparoB JIIA
MCIUIUHCKOI'O NPUMCHCHUS:

[Momoxenust N 547

4.1.

IIpaBWJIa  U3TOTOBJIEHHUS  JIEKAPCTBEHHBIX
IIpernapaToB IS MEIULUHCKOTO
IIPUMEHEHUS?

IYHKT 3 cTaThy 8
denepanbHOTO 3aKOHA OT
04.05.2011 N 99-@3;

HNOAMYHKT "3" myHKTa 6

ITonoxenus N 547;

nyHKkTHI 1 - 84, 97 - 119
npukasa Munsapasa
Poccun N 2491

4.2.

MpaBuUIIa OTITyCKa JIEKapCTBEHHBIX
rpenaparoB TUTSt METUIIUHCKOTO
MPUMEHEHUSI?

MYHKT 3 cTaTbu 8
®denepanbHOro 3aK0Ha OT
04.05.2011 N 99-@3;

MOAMYHKT "3" MyHKTa 6
ITonoxenust N 547;

MYHKTHI 85 - 96 mpukasa
Munsapasa Poccun N
249y

4.3.

MIOPSI0K U3TOTOBJICHUS
paanodapMalleBTUUECKUX  JIEKAPCTBEHHBIX
IIpenapaToB

IIYHKT 3 CTaTby 8
®denepanbHOro 3aK0Ha OT
04.05.2011 N 99-@3;

MNOAMYHKT "3" myHKTa 6
ITomoxxenus N 547;

nyHkThl 120 - 138 npukasa




Munsgpasa Poccun N
2491

5. | Colmromaercs i IMIEH3UAaTOM TpeOOBaHHE O | TYHKT 3 CTaThH §
3ampere TpoAaxu  (pambCcUPUIUPOBaHHBIX | DenepaabHOro 3aK0Ha OT
JIEKapCTBEHHBIX cpencts, | 04.05.2011 N 99-03;
HEe100pOKaYeCTBEHHBIX JIEKaPCTBEHHBIX
CpeICTB, KOHTpa(aKTHBIX JIeKapCTBEHHBIX | CT- 57 DenepanbHOro
CpPeaCTB? 3akoHa ot 12.04.2010 N

61-D3;
MOAMYHKT "u" myHKTa 6
[Tonoxxenus N 547

6. |CoOmonaercs M JUIEH3UATOM, | IOAIYHKT "K" IyHKTa 6
OCYUIECTBJISIOIINUM XpaHeHue JiekapcTBeHHBIX | [Tonoxenus N 547
CPEICTB JJIs1 MEAULIMHCKOI'O IPUMEHEHHUS:

6.1. |mpaBwia XpaHEHUS JIGKAPCTBEHHBIX CPEJNCTB |IYHKT 3 CTAaThH &

JUTSI MEAULIMHCKOTO TPUMEHEHUs? ®denepallbHOTO 3aKOHA OT
04.05.2011 N 99-@3;
HNOAMYHKT "K" MyHKTa 6
ITonoxenus N 547;
NYHKTHI 2 - 45 TIpaBun
XpaHeHus

7. Nmeercs n1m y  JAuUeH3Wara  JIMIO, | TOAMYHKT "1" MyHKTa 6
OTBETCTBEHHOE 3a BHeJpeHue u odecneuenue | [lomoxenus N 547

CUCTEMBI KAauecTBAa XPAHEHHUS M IEPEBO3KHU
JIEKapCTBEHHBIX IIPETapaToB U aKTyaU3alHIo
CTaHJAPTHBIX OINEPALMOHHBIX MPOLENyp IS
OCYIIECTBIICHUS (hapmarieBTHUECKON




HEATeNIbHOCTH B cdepe  obOpaiieHus
JIEKapCTBEHHBIX CPEJCTB Ui MEAULIMHCKOTO
IIPUMEHEHHUS B COOTBETCTBUMU C:

7.1.

IIpaBWJIaMU XpaHEHUS?

IYHKT 3 cTaThy 8
denepanbHOTO 3aKOHA OT
04.05.2011 N 99-@3;

n.n

noAnyHKT "1" myHkTa 6
ITonoxenus N 547;

nyHKT 4 [IpaBun xpaneHus

7.2.

IIpaBUJIAMH HaJJIeXKallel TUCTPpUObIOTOPCKOM
IIpakTUKK B pamkax  EBpasuiickoro
SKOHOMMUYECKOT'O CO03a Jnua?

MYHKT 3 cTaTbu 8
®denepanbHOro 3aK0Ha OT
04.05.2011 N 99-@3;

n_n

nOIyHKT "1" myHKTa 6
ITonoxenust N 547;

nyHKTH 8, 12, 17 - 21, 110
- 116 IlpaBun
HaIeKaIe
TUCTPUOBIOTOPCKOM
MIPAKTUKH

Nwmeetcs m y WHAUBUIYaIbHOTO
NPEeANPUHUMATENST U1 OCYIIECTBIICHUS
(dapmaleBTUUECKO AesTenbHOCTH B cdepe
oOparieHusi JICKapCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO TPUMEHEHUS BBHICIIEE WIIN
cpennee ¢dapmareBTHUeckoe oOpa3oBaHHe, a
Takke cepTUUKAT  CHEelHaIuCTa  WIH

IIYHKT 3 CTaTby 8
®denepanbHOro 3aK0Ha OT
04.05.2011 N 99-@3;

HNOAMYHKT "M" myHKTa 6
ITomoxxenus N 547;

MIPUIIOKEHUE K TIPUKA3Y




IIPOMJICHHAS] aKKPEIUTALUS ClielranucTa?

Mumnznpasa Poccun N 831

9. |Hmetorcs 1My JuIeH3Wara pabOTHUKH, | TOAMYHKT "H" mMyHKTa 6
3aKJIIOYMBIINAE C HUM TPYIOBbIE OroBOpPSI, | [Tomoxenus N 547
NESTEIbHOCTh KOTOPBIX HEMOCPEICTBEHHO
CBsI3aHa C ONITOBOM TOProBJIei
JIEKapCTBEHHBIMU cpencTBamMu ISt
MEIUIIMHCKOTO IPUMEHEHU S, UX XPAHCHUEM 1
() PO3HUYHOMI TOPIOBJIEH
JIEKApCTBECHHBIMH npenaparamu TS
MEIUIIMHCKOTO MPUMEHEHHS, UX OTITYCKOM,

XPaHEHUEM M U3TOTOBJICHUEM, UMEIOIIHX

9.1. |nana  ocymecTBiaeHUs  (hapmalieBTHUECKOM | TyHKT 3 cTaThu 8
JESITEILHOCTH B chepe obparenus | DeepanbHOTrO 3aKOHA OT
JIEKApCTBEHHBIX cpeACTB s meaumnuHckoro | 04.05.2011 N 99-03;
IIPUMEHEHUS (3a HCKJIFOYEHUEM

o [[.]]

000CO0JIEHHBIX nojpaszaeienui | HOAIYHKT "H™ IIyHKTa 6
MEIWIIMHCKUX OpraHu3alnii) BBICIICE WIIN Honoxenust N 547;
cpenHee (apmareBTHUECKOe 0OpazoBaHue, a

MIPUJIOKEHUE K MPUKa3y
Takke  cepTUUKAT  CIEUHATUCTAa WA

N 9 Mun3znapasa Poccuu N 83H

MPOUJICHHYIO aKKPETUTAINIO CIIeIIHaTuCTa?

9.2. |nna  ocymecTBiaeHus  (hapmarieBTHUECKOH | TyHKT 3 cTaThu §
nesTeIbHOCTH B cdhepe  oOparieHus | DegepaqibHOTO 3aKOHA OT

JIEKapCTBEHHBIX CPEJCTB ISl MEAUIIMHCKOTO
MIPUMEHEHUS B 000C00JIEHHBIX
MOIPa3ICICHUAX MEIUIIMHCKUX OpTaHu3alui
JOTIOJTHUTETBHOE npodeccHoHaTbHOE
oOpa3oBaHHe B YacTU PO3HUYHON TOPTOBIHU
JIEKapCTBCHHBIMHU nperapaTamMmu TUTST
MEAUIIMHCKOTO TPUMEHEHHUs TpU HaJTUYUU

04.05.2011 N 99-@3;

NOANYHKT "H" myHKTa 6
ITonoxenust N 547;

NPUJIOKEHUE K TIPUKA3y
Mumnznpasa Poccun N 831




paBa Ha OCYUIECTBICHUE MEIUIIMHCKON
NEeATEIbHOCTU?

10.

Hwmeercss M TOBBIIEHUE KBAIU(UKAITUH
CTIELIUAINCTOB c (hapmareBTHYECKUM
00pa3oBaHUEM C TIEPUOJJMYHOCTBIO HE pexe |
paza B 5 ner?

MYHKT 3 CTaThu 8
®denepanbHOro 3aK0Ha OT
04.05.2011 N 99-@3;

NOANYHKT 1" myHKTa 6
[Tonoxenus N 547




4. Bun KOHTPOJIBHOI'O (HAO30PHOI'O) MEpPOIpMUATUA:

5. JlaTa 3aloJIHEeHMS NPOBEPOUHOTO JIMCTA:
6. OOBEeKT TOCYyHapCTBEHHOT'O KOHTPOJSA (Hazm3opa), B OTHOWEHUM KOTOPOIT'O
NPOBOOUTCS KOHTPOJILHOE (HAL30PHOE) MEepOoNpuATHUE :

7. daMmimMsa, MMS M OTYECTBO (IPM HANIMUMM) TPaxIaHMHA WM MHIOUBUIYAJILHOTO
IpennpuHMMaTesis, ero MISeHTUOMKAUMOHHEY HOMep HajloToIjlaTesbliMka W (Min)
OCHOBHOM TOCyHOapCTBEHHHMN PETUCTPALMOHHHMN HOMeP MHIVBULOYAJIEHOT'O
IpennpmuHuMaTeNs, ampec perucTpauumu TpaxIaHVHA Wi VHOVBULOYAJILHOTO
IpEennpMUHMUMAaTENIsA, HaVMEeHOBAaHME DPUAOMYECKOTO JIMla, eTo UISHTUOMKALMOHHBI
HOMEp HaJloToJjaTeJsbliMKa ¥ (MJIM) OCHOBHOM TI'OCYHAaPCTBEHHBM pPeTrMCTPalMOHHBIM
HOMEp, aIpec opUIMYeCcKOoT'o JMla B OpelejlaXx MeCTa HaxXOXIeHMS DPUAMNYEeCKOI'O
aulia, SBJARIMXCS KOHTPOJIUPYEMEMMU JIMLIAMU :

8. MecTo (MecTa) TIMNpPOBEeImeHMsS KOHTPOJILHOTO (HAI30PHOT'O) MEPONPUATHUS C
3aNOJIHEHVEM IIPOBEPOYHOT'O JIMCTA :

9. PeKBMBMTH pelleHMS KOHTPOJIBHOTO (HAaI30PHOTO) OpraHa O MNPOBEeINeHUM
KOHTPOJIbHOT'O (HaZmBOPHOTO) MepOonpuITHUS, MNOIONMCAaHHOTO YIIOJIHOMOUYEHHEIM
IOOJIDKHOCTHBIM JIMILIOM KOHTPOJIBHOT'O (HAaI30PHOTI'O) OpraHa:

10. YueTHBIM HOMEP KOHTPOJIBHOTO (HAI30PHOTO) MEepOoNpMATU:

11. JHosxHOCTB, OGamMuamMsa M MHMLUMAJE OOJDKHOCTHOTO JiMIa KOHTPOJIBHOTO
(Hag30pHOTO) OpraHa, B IOOJXHOCTHHE OOA33aHHOCTM KOTOPOTO B COOTBETCTBUM C
IIOJIOXEHMEM O BHUIOEe KOHTPOJIA, HOOJDKHOCTHEIM PEIJIaMEHTOM MM IOOJDKHOCTHOM
MHCTPYKLMEN BXOIUT OCYWECTBJIEHME I[IOJIHOMOUMM IO BMIY KOHTPOJIS, B TOM UYMCJIE
IpOBeIEeHMe KOHTPOJIbHEIX (HaO30pPHEIX) MEepPONPpMATHUM, [NPOBOOAILEIO KOHTPOJIbBHOE
(HaOg30pHOE) MEPONPUATHE M BaNOJIHAKIEIO NPOBEPOYHEIM JIMCT:

12. Noonucu IOOJIKHOC THEIX JINLL KOHTPOJILHOTO  (HaI30pPHOTO) oOpTraHa,
y4acTBYOUIMX B MNPOBEIEHMUM KOHTPOJIBHOTO (HAO30PHOIT'O) MEPONPUSITHUA:

(mommxHOCTHM, GaMUIUM ¥V MHULMAJIE)

13. lNoonmucek PYKOBOOUTEJSA TPy IOJDKHOCTHBIX JIMl, KOHTPOJIBHOTO
(Hag30pHOTO) OpraHa, YydYacTBYOIMX B [OIPOBEINEHUM KOHTPOJIBHOTO (HAaI30PHOTO)
MEepPONPUATHUA :

(mosmxHOCTL, GaMUIMA ¥ MHULMAJIE)




[Ipunoxenue N 8

K npuka3y denepanbHOM CIIyKObI

10 HA/A30pY B chepe 31paBoOXpaHeHUs
ot 02.12.2025 N 5803

®dopma

QR-xon

[IpPOBEPOYHEI JIUCT
(CIIMCOK KOHTPOJIBHHX BOIPOCOB, OTBETH Ha KOTOPHE
CBUOETEJILCTBYIT O COOJIOIEHUM MM HEeCOOJIISHUM KOHTPOJIUPYEMBIM
JINLOM 0083aTeNIbHEX TpeOOBaHMM) , MUCIOJb3yeMbl denepalilbHOM CJIIyXOou
10 Han30py B chepe B3IpaBOOXPAaHEHMS UM €€ TepPPUTOPMAJILHEIMM OPTaHAaAMM
IPpY OCYWECTRBJIEHUM PelepasibHOT'O T'OCYHAPCTBEHHOT'O KOHTPOJIS
(Hamsopa) B chepe obpalleHMs JIEKAPCTBEHHEIX CPEICTB
oJig MEeOUILMHCKOTO IPMMEHEHUs (IOKJIMHUYUECKMUE
MCCJIeNOBaHUsA JIEKAPCTBEHHHX CPEICTB)

1. HawmmMeHOBaHMe BMIA KOHTPOJA (Han3opa), BKJIKUEHHOTO B € OVHEIMN
peecTp BMIOOB benmepanpHOTO TOCYHOAapCTBEHHOTO KOHTPOJIA (Hamzopa) :

2. HammMeHOBaHMe KOHTPOJIbHOT'O (HaZmBOPHOTO) opraHa M PEeKBUSUTEH
HOPMaTMBHOT'O I[IPaBOBOTO akTa o0 yTBepxIeHuM GOpMBI MNPOBEPOYHOT'O JIMCTA:

3. Cnomcox KOHTPOJIbHBIX BOIIPOCOB, OoTpaXxammmx comepxaHune 06sa3aTesibHEIX
Tpe@OBaHVIﬁ, OTBETEl Ha KOTOPHBIE CBUIOECTEJIBECTBYKT O CODONIIOOEHUN WMIIM HeCOOJIIIEHUNU
KOHTPOJIMPYEMBIM JIVIIOM 06sa3aTesIbHEIX Tpe@OBaHVIﬁ:

N Cnucok KOHTPOJIbHBIX PexBu3uTHI OTBeThI Ha [Tpum
n/n BOIIPOCOB, OTPAKAIOLINX HOPMAaTUBHBIX BOIIPOCHI, eyaH!
coJiep;kaHue 0053aTeIbHbIX MIPaBOBBIX AKTOB, C coJieprKaliuecs B e
TpeGoBaHUI yKa3aHHeM UX Criucke
CTPYKTYPHBIX €TUHHII, KOHTPOJIbHBIX
KOTOPBIMU BOIIPOCOB
YCTaHOBJICHBI
o0s13aTeNbHbIE Aa | HET | HEIPUM
TpeOOBaHUS CHHMO

B odurnmansHoM TekcTe TOKYMEHTa JIOMYIIEHA oleyaTka: uMeercs B BUny deaepanbHbIi
3akoH N 61-®3 ot 12.04.2010, a He ot 12.04.2016.

Pemenne Cosera EBpasuiickoit Oxonomuueckoit Komuccun ot 3 Hosi6ps 2016 roga N 81 "O6
yrBepkaeHun  IlpaBui — Hajuiexameid — snaboparopHoil  mpakTHkH  EBpaswuiickoro
OxoHomuueckoro Coro3a B cdepe oOpaleHus JEKapCTBEHHBIX CPeaCTB" (BCTYIMUIIO B CHITY
st Poccuiickoit @eneparuu 6 mas 2017 r. Amsercs obs3atensHbIM 1uist Poccuiickoit
®denepannu B cOOTBETCTBUH ¢ JloroBopom 0 EBpazniickoM 3KOHOMHUYECKOM COr03€ OT 29 mas
2014 r., patupunupoBanubiM DenepanbHbIM 3aKOHOM OT 3 okTs10ps 2014 1. N 279-®3 "O
patudukanuu qoropopa o EBpasuiickom 5KOHOMHUYECKOM COr03€", BCTYNUBILUM B CHITY JUIS




Poccutickoit ®eneparuu ¢ 1 saBaps 2015 1.) (nanee - [IpaBuna Haiexameir 1abopaTopHOH
npaktuku EADC); ®@enepanbublii 3akoH ot 12 anpens 2016 roga N 61-d3 "O6 obpamenun
JIEKapCTBEHHBIX cpencTB" (nanee - denepanbHbiii 3akoH oT 12.04.2010 N 61-D3)

1. TpeGoBaHus K cucteme o0ecredeHns KauecTBa, NepCOHaTy UCIIBITaTeIbHON J1abopaTopui,
MOMEIICHUSM JJIs1 TIPOBEJICHUS MCCIEI0BAaHUM, 000PYI0BaHHIO, MaTepralaM U peakTHUBaM,
TECT-CUCTEMaM, HCIBITYEMbIM BeIIEeCTBAM (JIEKapCTBEHHbIM CpEACTBaM) M oOpa3nam
cpaBHEeHHs (KOHTPOJIBHBIM 00pa3iiaM), CTAaHJAPTHBIM ONEpAIlMOHHBIM IpoIeaypam (jiajiee -
COIl)

1.1

Nmeercs mu B UCbITaTEILHOM
nabopaTopuu, IPOBOIAILEH
JOKJIIMHUYECKUE
(HEeKJIMHUYECKHUE)
HCCJIEIOBAHUSI, CUCTEMA
o0ecIcUcHNS KaueCTBa,
MOJITBEP>KIAIOIIAs], UTO
WCCJICIOBAHMSI IIPOBOJISATCS B
cootBercTBUU C [IpaBunamu
HaJJIexarlel J1adbopaTopHoi
npaktuku EADC?

nyHKT 8 [IpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EASC

1.2

O6nazlaeT JA CHCTeMa oOecIleueHus KadecTBa YTBCPKACHHBIMH CTaHAAPTHBIMU

OTIEPAlIMOHHBIMU  TIpoIleAypamMu  (naiee -

Co1),

B KOTOpPbIX MOAPOOHO U

MMOCJICAOBATCIIBHO OIIMCBIBACTC IOPAAOK OCYIICCTBIICHUA BCEX na6opaT0prlx u
IMPONU3BOACTBCHHBIX onepaunﬁ, BKJIIO4as:

HOCTYIUICHUE,
UICHTU(DHUKAITHIO,
MapKHPOBKY, 00paboTKy,
0TOOp NMpo0, NCIOIB30BAHUE,
XpaHCHHE U YHHUYTOXKECHUE
(YTHIIH3AIHIO) UCCIeTyeMBIX
BEIIECTB (J€KapCTBEHHBIX
CpEeICTB) U 00pa3IoB
CpaBHEHHUSA?

noANyHKT "a" myHkTa 9
[MpaBun HaIEKAIIEH
nabopaTopHOi
npaktuku EASC

00cCITy’)KUBaHHUE U TIOBEPKY
M3MEPUTENIbHBIX TPHUOOPOB U

NoANyHKT "0" myHkTa 9
[TpaBun Hagexanein

o0opynoBanus? nabopaTopHOH
npaktuku EADC
IIPUTOTOBJICHUE PEAKTUBOB, MOANYHKT "B" MyHKTa 9

IMMUTATCIIbHBIX CPCU, KOpMOB?

IIpaBun HamIexKamen
nabopaTtopHoOi
npaktuku EASC

BEJICHHE 3alKCEN, OTUETOB U
WX XpaHeHue?

n.n

noanyHKT "r" myHKTa 9
[TpaBun Hagexaniein
nabopaTopHOH
npaktuku EADC

o0cmy>)kuBaHWE TTIOMEIICHUH, B

MOAMYHKT "1 myHKTa 9




KOTOPBIX MPOBOIUTCS
ucciaenoBauue?

[IpaBun Hagyexarei
1abopaTopHOit
npaktuku EADC

MIPUEM, TPAHCTIOPTHUPOBKY,
pa3MeleHne, onrucaHue,
UJIECHTU(DUKAITUIO
UCCJICTyeMbIX BEUIECTB U TECT-
cucreM?

noAnyHKT "e" myHkra 9
IIpaBun HamIexKamen
nabopaTopHOU
npaktuku EADC

OCYIIECTBIICHHE TUIaHA
(mpoTokona, mporpaMMsl) 1o

NOANMYyHKT "K" myHKTa 9
IIpaBun HamIexkamen

00ecrevyeHnIo KauecTBa nabopaTtopHoit
JOKJIIMHUYECKOI'O npaktuku EADC
(HEKJTMHUYECKOTO)

UCCIJIEOBaHMS?

1.3 |Haszuauensl 1 pykoBoautesem |abd3ar 1 mynkra 10
ucneITaTeibHOU Jabopatopuu | [IpaBun Haamexaie
JUIa, OTBETCTBEHHBIE 32 nabopatopHoit
cucTemMy o0ecreyeHus npaktuku EADC
KayecTBa U 00ecreunBaroe
ee colIto/IeHne APyruMu
COTPYTHUKAMU
UCIIBITaTeIbHON JJabopaTopun?

1.4 |He 3axgelictBytorcs v una, | ab3an 2 myHkra 10
OTBETCTBEHHBIE 32 CUCTEMY [IpaBun Haexkaen
oOecrieueHns KauecTBa U nabopaTtopHOi
o0ecreunBaroIIe ee npaktuku EADC
coOr0IeHre IPYTUMHU
COTpYIHUKAMU
UCIBITATENbHOM JIabopaTopHH,

OJIHOBPEMEHHO B TIPOBEACHHUU
MCCJICIOBAHMS U TIPOBEPKE
Ka4yecTBa dTOTO
UCCIIEIOBaHUS?
1.5 |BxoauTt iu B 0053aHHOCTH NEPCOHAja, OTBETCTBEHHOIO 32 00ecleYeHne KauyecTna:

paszpabotka COII u ux
BHEJIpEHUE B UCTIBITATEILHOM
nmabopaTopuu, a Takxke
CUCTeMaTHUYeCKasi MPOBEpKa UX
cooOmronenusa?

nan

MONIMyHKT "a" IMMyHKTa
11 ITpaBun
HaJUIeXKaIlen
nabopaTopHOH
npaktuku EADC

MIPOBEICHUE HHCTIEKIIUU C
LEJIbIO MOATBEPKICHUS
COOTBETCTBUS UCCIICTOBAHMS
[IpaBunam Hajexanen
1a00paTOPHON MTPAKTUKH
EADC, noctynHocTH 11
MepcoHasa miaHa

MOAMYHKT "0" myHKTa
11 [IpaBun
HaJUIekKaIlen
nabopaTopHOM
npaktuku EADC




nccnenosannsa U COII, a Takxke
MOJTBEPKICHUE (paKTa uX
WCITOJTHCHHS TIPU MTPOBEACHUHT
HCCIICAOBAaHUA?

MIPOBEPKa 3aKIIIOUYNUTEIBHBIX
OTYETOB JUISl IOATBEPIKACHHUS
TOTO0, YTO METOII, TPOLIEAYPHI,
HAOJIIOJICHUS ¥ PE3YJIbTAThI
H3JI0KEHBI TOYHO U B IIOJITHOH
Mepe OTpaXkaroT MePBUYHBIC
IaHHBIE UCCIIEJOBAHUNI?

MOANYHKT "B" IyHKTa
11 IlpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

CO00IlIeHNE B TUCbMEHHOM
BHJIE (OTUET) O pe3ybTaTax
WHCIIEKIIUN PYKOBOJCTBY
UCIBITATENBHON JIabopaTopuH,
PYKOBOJIUTEITO UCCIIETOBAHMS,
BeyLIEMY UCCIIEIOBATEINIO U,
Py HEOOXOTUMOCTH, APYTHUM
PYKOBOZSIIUM pabOTHUKAM?

n.n

MOAMYHKT "I MyHKTa
11 IlpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

MOJIrOTOBKA U MONUCAHKE
3aKIJIFOYCHHS, TIPUIIATraeMOTr0 K
3aKIIIOYUTEIIBHOMY OTYETY, B
KOTOPOM YKa3bIBAIOTCS THITHI
WHCIICKIINH, TAThl UX
NPOBE/ICHUS, BKIIIOYAs
uHpopmaruio 00 3Tamax
IPOBEPSEMOT0 UCCIIETOBAHMS,
U JIaThl IEpeIauu pe3yabTaToB
WHCTICKTUPOBAHUS
PYKOBO/JICTBY UCTIBITATEIbHOMN
nabopaTopuu, pyKOBOJIUTEITIO
UCCIIEIOBAHMS U BEAYILIEMY
uccienoparento? Coaepx uT Ju
3aKJIF0YeHHE UHPOPMALIUIO O
TOM, YTO TICPBUYHBIC TaHHBIC
MCCJICTOBAHMSI OTPAXKEHBI B
3aKIIFOYUTEITHHOM OTYETE

MOAMYHKT "1 MyHKTa
11 ITpaBun
HaIeXxaen
nabopaTopHOi
npaktuku EADC

JIOCTOBEPHO?

1.6 | OGecneueno a1 pykoBoacTBOM |MyHKT 12 IIpaBun
UCIIBITAaTeIbHON JJTabopaTopuu | HaJJIeKaIiei
COOTBETCTBUE BBIMIOJIHAEMBIX | J1a00paTOPHOMA
pabot [IpaBunam Hajexamei | mpaktuku EADC
1ab0paTOPHOI MPAKTUKH
EADC?

1.7 |ObecmneyeHo 1 pyKOBOACTBOM HCIBITATENBHOMN JIaA0OpaTOPHUH:

HAJIMYUE COTPYAHUKOB JIJIs
CBOEBPEMEHHOTO 1

nyn

MOJITYHKT "a" IyHKTa
13 IIpaBun




HaJJIeXKAaIlero NpoBeIeHMs
WCCJICIOBAHMSI B KOJTUYECTBE,
o0ecreunBaroIIEM
BO3MOXKHOCTbH TTOJTHOTO
BBITIOJTHEHUS IPOLIETYPHI
UCCJICIOBAaHMIA U 00ecTieueHUs
€€ KauecTBa B UCIBITATEIHLHON
1abopaTOpUU B COOTBETCTBUU
¢ TpeboBanusmu [IpaBun
HaJJIexarlel J1adbopaTopHoOu
npaktuku EASC u
PYKOBOJICTBA I10 KAYE€CTBY
JaHHOM J1abopaTtopuu?

HaIeXxamnen
1abopaTopHOit
npaktuku EADC

HAJIMYHE COOTBETCTBYIOIIETO
000pyI0BaHUs JIs
CBOEBPEMEHHOTO U
HAJICXKAIIETO TIPOBEICHUS
UCCIICIOBaHHMSI B KOJIMYECTBE,
o0ecreunBaroIemM
BO3MOYKHOCTb ITOJIHOTO
BBITIOJTHEHHUS TTPOTICTYPHI
UCCIICIOBAHMI U 00CCIICUCHUS
€€ KaueCTBA B UCIBITATEIbHOM
1abopaToOpUu B COOTBETCTBUH
¢ TpeboBanusmu [IpaBui
HaJIJIeKAIIeH J1abopaTopHOU
npaktuku EASC n
PYKOBOJICTBA IO KAYECTBY
JaHHOM J1abopaTtopuu?

nyn

MOANMYHKT "a" MmyHKTa
13 [IpaBun
HaIeXxaIen
nabopaTtopHOi
npaktuku EADC

HAJIMYUE CPEJICTB U
MaTepuaoB JIs
CBOCBPEMEHHOTO H
Ha/JIeXKAIEro IPOBEICHUS
WCCJICJIOBAHMSI B KOJTUYECTBE,
obecrneynBaroneM
BO3MOYKHOCTb TTOJTHOTO
BBITIOJTHEHUS TIPOIIETYPHI
MCCJIEIOBAHMM U 00ecTiedeHus
€€ KauecTBa B UCIBITATEIHLHON
1abopaTOpUM B COOTBETCTBUU
¢ TpeboBanusmu [IpaBun
HaJyIeKaIen 1adbopaTtopHoOit
npaktuku EASC n
PYKOBOJICTBA 10 KAYE€CTBY
JaHHOM mabopaTopun?

nan

MOMNMyHKT "a" IMMyHKTa
13 [paBun
HaJUIeXKaIlen
nabopaTopHOH
npaktuku EADC

BEJICHHE y4eTa 3aIucei o
KBaJ'II/I(i)I/IKaHI/II/I CIICIIUAJINCTOB
¥ TEXHUYECKOTO MepCcCoHana
UCIIBITaTeIbHOU JTJabopaTopun?

NOJIMYHKT "0" myHKTa
13 IIpaBun
HaJyIeKalen
nabopaTtopHoOi




npaktuku EADC

BEJICHUE y4eTa 3amnuceid 0o
00y4eHUU CIEIUATUCTOB U
TEXHUYECKOTO IepcoHalia
UCIIBITATEIBHON JIabopaTopuu?

MOANYHKT "0" myHKTa
13 [IpaBun
HaIeXxanen
n1abopaTopHOii
npaktuku EADC

BEJICHUE y4eTa 3amnuceid 0o
OTIBITE ¥ KOMITETEHITUH
CHEIHUAITMCTOB U TEXHHUYECKOTO
MEpCOHAJa UCIIBITATEIbHOM
nabopartopuun?

MOANYHKT "0" myHKTa
13 [IpaBun
HaIeXxanen
n1abopaTopHOit
npaktuku EADC

rapaHTHsi HOHUMaHUs
00s13aHHOCTEN BCceMH
COTPYAHUKAMHU
UCIIBITaTeIbHON JJabopaTopun?

MOANYHKT "B" IyHKTa
13 IlpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

COOTBETCTBYIOILIEE O0yUYEHUE U
HOATOTOBKA COTPYJHUKOB
UCIBITAaTENbHOM JIabopaTOpuu
py HEOOXOIMMOCTH?

MOANYHKT "B" IMyHKTa
13 IIpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

yrBepxaenue COII u
BHOCHUMBIX B HUX U3MEHEHUIT?

n.n

MOAITYHKT "I TyHKTa
13 IIpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

peinostaenre COIT u
BHOCHUMBIX B HUX U3MEHEHUIT?

n.n

MOJMMYHKT "I TyHKTa
13 IIpaBun
HaJUIeXKaIlen
nabopaTopHOH
npaktuku EADC

HaJIM4YUEC CUCTCMBbI
o0ecnieueHus Kkauecrna?

MOANYHKT "1 myHKTa
13 IIpaBun
HaJUIeXKaIlen
nabopaTopHOH
npaktuku EADC

Ha3HaA4YC€HUC JIUII,
OTBETCTBEHHBIX 33 CUCTEMY
o0ecrieueHns Kkauecrtna?

MOANYHKT "1 myHKTa
13 ITpaBun
HaJUIekKaIlen
nabopaTopHOI
npaktuku EADC

Ha3Ha4YeHHE PYKOBOAMUTENS
UCCIJIEJOBaHMS U3 Yncia
COTPYJIHUKOB UCIBITATEIbHON
71abopaTopuu, UMEIOLINX

nn

MOMIYHKT "e" IMMyHKTa
13 ITpaBun
HaJUIeXKaIlen
nabopaTopHOM




KBaTH(UKAITHIO,
COOTBeTCTByIOH_IyIO HCJIsIM
HCCJICIOBAHMSI, TIEpe]T HauaJIoM
KaXKJIOr0 UCCIIeIOBaHM?

npaktuku EADC

3aMeHa PYKOBOIUTEIS
UCCJICIOBAHMUSI 110
YCTaHOBJICHHOM IIpoLeaype,
JIOKyMEeHTaIbHOe opopmileHHE
3aMEHBI?

nn

MOAMYHKT "e" MmyHKTa
13 IlpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

B Clly4yae MPOBEACHUS
MHOT'OLIEHTPOBOT'O
UCCIIEIOBAaHMSI HA3HAYCHUE TTPU
HE00XO0IMMOCTH BEIYLIETO
UCCJIEIOBATENS], UMEIOILErO
COOTBETCTBYIOLIEE
o0Opa3oBaHue, KBaTH(PUKAIHIO
Y ONBIT?

MOAMYHKT "X" MyHKTa
13 IlpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

3aMeHa BEIyIIETro
WCCJICIOBATENIS B CITyJae
MPOBE/ICHUS] MHOTOIICHTPOBOTO
WCCJICIOBAHMSI COTIIACHO
YCTaHOBJICHHOH Mpoleaype,
JIOKyMEHTaIbHOE ohopMIIeHHE
3aMEHbI?

MOAMYHKT "x" MyHKTa
13 [IpaBun
HaIeXxalen
nabopaTopHOi
npaktuku EADC

YTBEPXKJICHHE PYKOBOJAUTEIIEM
KUCCIIEIOBAHUA [IJIaHA
UCCIIENOBAHUS?

nyn

MOMMYHKT "3" IMyHKTa
13 IIpaBun
HaJUIeXKaIlen
nabopaTopHOMH
npaktuku EADC

KOHTPOJIb MPEA0CTABIICHUS
PYKOBOJMUTENEM UCCIEA0BAHUS
YTBEPKJICHHOTO T1JIaHa
UCCJIEI0BAHMS IEPCOHATY
OTJIeIa 00eCIICUCHMUS
KadecTBa?

MOAMYHKT "U" MyHKTa
13 IIpaBun
HaJUIeXKaIlen
nabopaTopHOH
npaktuku EADC

BeJICHIE OOHOBIISIEMOTO
nepeunst COII (¢ coxpanenuem
NpeIbIAYIINX PeNaKinii)?

n..n

MOAINYHKT "K" IIyHKTa
13 [IpaBun
HaJyIeKalen
nabopaTtopHoOi
npaktuku EASC

Ha3Ha4YeHHUE COTPYIHHUKA,
OTBETCTBEHHOTO 3a BEJICHUE
apxuBa?

MOANYHKT "1" MyHKTa
13 IIpaBun
HaJyIeKalen
nabopaTtopHoOit
npaktuku EASC




BEJIEHWE OCHOBHOTO Tpaduka?

MOJMYHKT "M" MyHKTa
13 ITpaBun
HaIexanen
1abopaTopHOit
npaktuku EADC

B CJIy4dae MPOBEICHHS
MHOTOLIEHTPOBOTO
HCCIIEN0BaHUS
B3aNMOJICHCTBHEC
PYKOBOJIUTEIISI UCCIICOBAHMUS,
BEJIYILIETO HCCIIeI0OBATENS,
JIAL, OTBETCTBEHHBIX 3a
cucreMy o0ecreyeHust
KauecTBa, U MepCOHAIa,
Y4aCTBYIOIIETO B IPOBEICHUM
HUCCIIen0BaHUS?

MOJNYHKT "H" MyHKTa
13 [IpaBun
HaIeXxanen
1abopaTopHOit
npaktuku EADC

OIIpeIeIICHUE POLICAYPHI IS
KOHTpOJI?I HUCITIOJIB30BAHUS
KOMITBIOTEPH3UPOBAHHBIX
CHCTEM I10 Ha3HAYEHUIO?

MOAMYHKT "0" MyHKTa
13 [IpaBun
HaIeXxaIen
nabopaTopHOi
npaktuku EADC

BaJIMIALHSA
KOMITbIOTEPU3UPOBAHHBIX
cucrem?

MOAMYHKT "0" MyHKTa
13 [IpaBun
HaIeXxaIen
nabopaTopHOi
npaktuku EADC

(GYHKIIMOHUPOBAHUE U
o0cyKUBaHUE
KOMITBIOTEPU3UPOBAHHBIX
cucrem?

MOAMYHKT "0" myHKTa
13 IIpaBun
HaJUIeXKaIlen
nabopaTopHOH
npaktuku EADC

1.8

O0ecnieyeHo U PyKOBOJUTEIEM UCCIICIOBAHUS:

COTIJIACOBaHMUE IJIaHA
HCCIIEIOBAHUS U BHOCUMBIX B
HET0 U3MEHEHHI, 3aBEPEHUE
UX MOAMNUCHIO C YKa3aHUEM
naTel?

nan

MOMIMYyHKT "a" IMMyHKTa
15 IIpaBun
HaJUIeXKaIlen
nabopaTopHOH
npaktuku EADC

OpraHu3aIys MPOBEICHHUS
JOKJIMHUYECKOTO
(HEKJINHUYECKOTO)
UCCIIEIOBaHMsI, paclpe/iesieHue
00s13aHHOCTEN MEXTY
Y4aCTHUKAMHU UCCIIEI0OBaHUs?

MOAMYHKT "0" MyHKTa
15 ITpaBun
HaJUIeXkKaIen
nabopaTopHOH
npaktuku EADC

KOHTPOJIb CBOCBPEMEHHOTO
NpeI0CTaBICHHS IEPCOHATY

MOANYHKT "B" IyHKTa
15 IlpaBun




oraea 00ecIieyeHnsI KayecTna
KOIIMH IIaHA MCCIEIOBAHUS U
W3MEHEHHUH COrJIacHO
TpeOOBaHUAM K IIPOBEJCHUIO
HUCCIIeN0BaHUs?

HaIexxanen
nabopaTopHOI
npaktuku EADC

MIpe0CTaBIICHNE TTIEPCOHATY
TJIaHa UCCIICIOBAHUS U
n3MeHenwnii, a Taxxe COII?

n.n

MOAMYHKT "I MyHKTa
15 [paBun
HaIeXxanen
1abopaTopHOit
npaktuku EADC

odopmIIeHHE TIIIaHa
UCCIICIOBaHMS,
3aKITIOYUTEIIBHOTO OTYETA U
BHOCHMBIX B HUX U3MEHEHUI1?

MOJMYHKT "1" myHKTa
15 [paBun
HaIeXxanen
n1abopaTopHOii
npaktuku EADC

coOroieHue MpoLeayp,
yKa3aHHBIX B IUIAHE
UCCIIEJOBAaHMS, OLICHKA U
JOKYMCHTHPOBAHUC BIIMAHUA
JTr00OBIX OTKJIOHEHHH OT ITaHa
UCCIICIOBAaHHS HA KQ4eCTBO U
JIOCTOBEPHOCTH PE3YJIbTaTOB
HCCIIENOBaHuA, IIPU
HEOOXOAMMOCTH MIPUHSITHE
COOTBETCTBYIOLIUX

KOPPEKTUPYIOLINX
MEpPOIPUITHI?

nn

MOAITYHKT "e" MmyHKTa
15 [IpaBun
HaJyIeKalen
nabopaTtopHOi
npaktuku EADC

IPaBUIbHOE JOKYMEHTAIbHOE
o(opMIIEHHE U perucTpanus
OTBETCTBEHHBIM MIEPCOHATIOM
BCEX MOJYYCHHBIX TIEPBUIHBIX
MAHHBIX?

MOAIYHKT "X" MyHKTa
15 [paBun
HaJyIeKalen
nabopaTtopHoOi
npaktuku EASC

KOHTPOJIb MPOBEACHUS
BaJiIngalinn
KOMITbIOTEPU3UPOBAHHBIX
CHUCTEM, I/ICHOJ'IB?;YGMBIX B
HCCIICTOBaHUH ?

nyn

MOAIYHKT "3" IMyHKTa
15 [paBun
HaJyIeKalen
nabopaTtopHoOi
npaktuku EASC

MOJMUCAaHUE 3aKITIOYUTETHLHOTO
oTyeTa (C yKazaHUEM
MpPU3HAHUS OTBETCTBEHHOCTH
32 JOCTOBEPHOCTH JIAHHBIX U
COOTBETCTBUS UCCIIEIOBAHUS
[TpaBunam Hajyexxanien
1ab0paTOPHOI MPAKTUKH
EADC u natel noanucanus)?

MOAITYHKT "H" MMyHKTa
15 IlpaBun
HaJyIeKalen
nabopaTtopHoOi
npaktuku EASC

KOHTPOJIb apXUBUPOBAHUA

MOAMYHKT "K" MyHKTa




TUTaHA MCCIIeIOBAHUS,
3aKTFOYUTEIHFHOTO OTUYETA,
NIEPBUYHBIX JaHHBIX U BCCH
JOKYMEHTAIUH 110CIIe
OKOHYaHUS (TIPEKPAIICHHUS )

15 IlpaBun
HaJlJIe)KaIlen
nabopaTopHOU
npaktuku EADC

UCCIIEOBaHMS?

1.9 |OOGecneunBaet u BeAyIIUit nyHKT 16 IIpaBun
HCCIIeIOBATENb POBEACHHE HaJuIexKalen
MOPYYEHHOUW eMy YacTh nabopatopHoOi
(9Tama) ucciaenoBaHUs B npaktuku EADC
cootBeTcTBUU ¢ [IpaBunamu
HaJyIeKalel 1abopaTtopHOit
npaktuku EADC?

1.10 | 3Haet u cobonaeT u nyHKT 17 TIpaBun
NepCcoHall, yYaCTBYIOIIUN B HaJuIeXKalen
uccienosanu, [Ipasuiia nabopaTopHOi
HaJyIeKalel 1adbopaTtopHOit npaktuku EADC
npaktuku EADC?

1.11 | Umeet nu mepcoHan, nyHKT 18 [IpaBun
Yy4acCTBYIOIIH B HaJuIeXKalen
UCCIJIEJOBaHUM, JOCTYII K nabopaTopHOi
many uccnegoanus u COIL, | npaktuku EADC
OTHOCSIIIUMCS K €ro (PyHKIHSIM
B paMKax HUCCIeI0BaHUs?

1.12 | O6ecrnieueno au nyHkT 18 IIpaBun
JTOKyMEHTalbHOE OpOopMIICHHE | HaJuIekKalen
JT00BIX OTKJIOHEHUH OT I1aHa | J1abopaTopHOM
UCCIIEI0OBAHMA U TIepeiaya npaktuku EASC
HaNpPsSIMYIO PYKOBOAUTEIIO
UCCIIeIOBaHMs U (WIIK) TIpU
HEO0OXOUMOCTH BEAYyLIEMY
MCCIIEI0BATENIO?

1.13 | Hecer nu nepconan, nyHKT 19 IIpaBun
Y4aCTBYIOIIHM B HaJyIeKalen
UCCIIEIOBAaHHH, nabopaTopHOH
OTBETCTBEHHOCTb 3a npaktuku EADC
CBOEBPEMEHHYIO Y TOUHYIO
PETUCTPAINIO TIEPBUYHBIX
JTAHHBIX U UX COOTBETCTBUE
IIpaBunam HauIe)Kamen
71a00paTOPHOI MPaKTUKH
EADC, a Takke 3a Ka4eCTBO
STUX JAHHBIX?

1.14 | [IpumMeHsieT 1 nepcoHal, nyHKT 20 IIpaBun
YYaCTBYIOIIMI B HaJyIeKalen
UCCIIE/IOBAaHHH, nabopaTopHOMH
03JI0POBUTEIIbHBIC npaktuku EADC




PO UITAKTUIECKHAE MEPHI B
LEIIX MUHUMU3ALMKA PUCKA
JUTSL 37T0POBbSI K 00CCTICUCHHS
JIOCTOBEPHOCTH PE3YJIbTATOB
HUCCIIeN0BaHUs?

1.15

Coo0bmraer a1 epcoHan
COOTBETCTBYIOIIEMY JIUILY O
CaHUTAPHBIX WJIH
MEIUIIMHCKUX YCIOBUSIX C
IIEJIbI0 UX YCTPAHEHUS U
HEJIOMYIIECHUs BIUSAHUS HA

nyHKT 20 [IpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

ucciaenosanue?

1.16 | [Tomemmenus, nyHKT 21 [IpaBun
npeAHa3HaYeHHbIE N5 HaJIexanen
MPOBEJCHUS TOKIMHUUECKUX | J1a00paTOpHOM
(HEeKJIMHUYECKUX ) npaktuku EADC
HCCJICIOBAaHUM,

MPOCKTUPYIOTCH,
pacrosararTcs u
AKCIUTYaTUPYIOTCS B IIEJISIX
o0ecrieueHus KauyecTBa
IIPOBOAMMBIX UCCIIEI0OBAaHUI?

1.17 | OGecrnieunBaet au cTpykrypa |myHKT 22 [IpaBun
UCIBITATEIBHOM JIa0OpaTOpUH | HaJJIexKalei
aJIeKBaTHYIO CTEIIEHb nabopaTopHOi
pasjiesieHus: pa3HbIX BUIOB npaktuku EADC,

JCATCIIBHOCTHU IJIA
HaJUIeKAIEro MpoBeACHUs
UCCIIENOBAHUS?

qacTh 3 crareu 11
denepanbHOTO 3aKOHA
or 12.04.2010 N 61-®3

1.18

HNmeeT mu ucnbITaTeIbHAS
nmabopaTopust TOCTaTOYHOE
KOJIMYECTBO MOMEIICHUN U 30H
JUUISL U30JISILIUU T€CT-CHCTEM, B
KOTOPBIX 3aJIeiICTBOBAHbI
BEILECTBA HUJIN
MHUKPOOPTaHU3MBI C U3BECTHON
WJIU TTOTEHIIMAIBHOM
OMOJIOrMYECKOM OIMAaCHOCTHIO?

nyHKT 23 [IpaBun
HaJUIeXKaIlen
nabopaTopHOH
npaktuku EADC,
qacTb 3 crateu 11
denepanbHOrO 3aK0HA
ot 12.04.2010 N 61-®3

1.19

O6opynoBaHbl 11
CIIelHaIbHbIE TTOMEIIEHHS 1
30HBI TSI TUarHOCTHKH,
WCCJICTOBAHMS M KOHTPOJIS
3a00JIeBaHU, YTOOBI HE
JIOITYCTHUTH IMIOBPEKJICHUS TECT-
cucrem?

nyHKT 24 [IpaBun
HaIeXxamnen
nabopaTopHOH
npaktuku EADC,
yacTb 3 crateu 11
denepanbHOrO 3aKOHA
ot 12.04.2010 N 61-®3

1.20

OO06opynoBaHbl M OT/IETHHBIC
MTOMEIICHUS WITH 30HBI TSI

nyHKT 25 IIpaBun
HaIexxanen




XPaHEHUS ChIPbS U
000pyIoBaHusl, UCTIOTIb3yEMbIS
B MCCJIEIOBAHUH, U
oOecrneueHnn
COOTBETCTBYIOIEH 3alTUTHI OT
3apaKCHHsI, 3arPsI3HEHUS WIIN
MTOBPEKICHUS?

nabopaTopHOU
npaktuku EADC,
yacTh 3 cratbu 11
®denepanbHOro 3aK0Ha
ot 12.04.2010 N 61-®3

1.21

O0opynoBaHbI JIM OTACITHHBIC
MIOMEIIEHUS ¥ 30HBI JIJIS
TIOJTYYCHUST U XPAHCHUS
UCCIIETyeMbIX BEIIEeCTB
(JlekapCTBEHHBIX CPEJICTB) U
00pa310B CpaBHEHUs
(KOHTPOJIBHBIX 00PA3IOB) IS
MPEIOTBPALICHUS 3aTrPSI3HCHUS
WIN CMCUIMBAHUS?

nyHKT 26 [IpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC,
yacTh 3 cratbu 11
®denepanbHOro 3aK0Ha
ot 12.04.2010 N 61-®3

1.22

OTnenensl a1 MOMELIEHUs WK
30HBI IJId XpaHCHUS
UCTIBITYEMBIX BELIECTB OT
o0ecreunBaroINX COXpaHEHNE
COCTaBa, KOHIIEHTPALUH,
YUCTOTHI, CTaOWILHOCTH U
0e30IacHOe XpaHeHue
OITaCHBIX BCIICCTB KOMHAT HUJIN
30H, B KOTOPBIX Pa3MeLIal0TCs
TECT-CUCTEMBI?

nyHKT 27 [IpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC,
yacTh 3 crarbu 11
denepanbHOro 3aK0Ha
ot 12.04.2010 N 61-®3

1.23 | ObecrieueHo jiu 6e30macHoOe myHKT 28 [IpaBun
XpaHEHUe TIaHOB HaJIeXKalen
UCCIIEIOBAHMSI, IEPBUYHBIX nabopaTopHOi
JAHHBIX, 3aKITIOUYNTEIILHBIX npaktuku EADC
OTYETOB, TTPOO HCITBITYEMBIX
BEIIIECTB U 00pa3IoB B
MOMEIIECHUSX TSI
apXUBUPOBAHUS?

1.24 | B noMemnieHNH apXxuBa nyHKT 28 [IpaBun
MOJIEP’KUBAIOTCS JIM YCIIOBHS | HaJIeKaIIen
peKHUMa XpaHeHus, nabopaTtopHoit
oOecnieunBaromue 3auTy ero |npaktuku EADC
COJICPKHUMOTO OT
MPEKIEeBPEMEHHOMN nopun?

1.25 | O6paboTka u ynanenue nyHKT 29 IIpaBun
OTXOJIOB BBITIOJTHSIOTCS JIA HaJuIexalen
TakuM 00pa3zoM, 4TOOKI He nabopaTtopHoit
IIOJABEPTHYTH ONIACHOCTH npaktuku EADC

[IPOBEICHUE UCCIIEJOBAaHUN U
HE MCKA3UTh UX PE3YJIbTaThI?

1.26

OoOecrieyeHsl U

nyHKT 29 [IpaBun




COOTBETCTBYIOIINE YCIOBHUS HaIeKaIen
Juis cOopa, XpaHEeHUs U BbIBO3a | 1ab0paTOPHOI
OTXOJIOB, a TAKXKeE IJI npaktuku EADC
BBITIOJTHEHMSI TIPOIIETYP UX

e3aKTHBALIUU U

MOCEAYOIIEN

TPAHCTIOPTUPOBKH?

1.27 | Pasmemieno nu obopynoBanue, |myHKT 30 [TpaBun
BKJTIOYAs HaJJIeXKaIem
KOMIThIOTEPU3UPOBAHHBIC nabopaTopHOU
CUCTEMBI, HCTIONb3yeMble 11 | pakTuku EADC
cOopa U XpaHCHHsI TaHHBIX U
JUIL KOHTPOJIS (pakTOpoB
OKPY’KaIOIIIEH Cpeibl, KOTOPHIS
HMEIOT OTHOIIICHUE K
HCCJIEIOBAHHIO C YYETOM
OCOOCHHOCTEH, IeIeH 1
Ha3HAYEHHUS,

COOTBETCTBYIOIINUX BUIAAM
MIPOBOJUMBIX UCCIIETOBAHUI?

1.28 | TITogsepraercs a63ar 2 mynkra 30
IIEPUOTHYECKOMY [IpaBun HamIexkanen
TEXHUYECKOMY nabopaTopHOU
o0ciy)uBaHUI0, KanuOpoBke u | mpakTuku EADC
OYHCTKE B COOTBETCTBUU C
MPUHSITHIMU B BUJIC
MUCHbMEHHOTO JOKYMEHTA U
yrBepxkaeHasiMu COIT
o0opyoBaHue, UCTIOIb3yeMOe
B MCCJICIOBAaHHUU?

1.29 | He oka3bIBalOT 11 nyHKT 31 [IpaBun
o0opy/oBaHUE U MaTepHallbl, | HaAJIexKalei
HCIIOJIb3YEMBIE B nabopaTtopHoOi
HCCIICJIOBaHUH, npaktuku EADC
OTPHUIIATEIILHOTO BIUSHUS HA
TECT-CUCTEMBI?

1.30 | MapkupoBaHsbl 11 xumuieckue | TyHKT 32 [IpaBun
BEIIIECTBA, PEAKTUBBI U HaJIeKaIen
pPacTBOPHI C yKa3aHUEM nabopaTtopHoit
coctaBa (mpu HeoOxoaumocT | pakTuku EADC
- KOHIIEHTpPAIIUH), CPOKA
TOJHOCTH U OCOOEHHOCTEH
XpaHeHus?

1.31 | meercs mu uapOpMarus o6 | myHKT 32 [IpaBun
UCTOYHUKE TIOTyYSHUS HaJIJIe)KaIeH
XUMUYECKHUX BEIIECTB, nabopaTopHOU
PEaKTUBOB U pacTBOpOB, nate |npakTtuku EADC

HX IIPUTOTOBJICHHUA U




crabuinpHOCTH?

1.32 | CooTBeTcTBYET TN nyHKT 33 [IpaBun
000pyI0BaHUE, UCIIOIB3YyEMOE | HaJIeKaIeH
TUTsE PU3UKO-XUMUYECKUX nabopaTtopHoi
UCCIIEI0BAHNM, BUAAM npaktuku EADC
MIPOBOJUMBIX UCCICTOBAHUI?

1.33 | OGecrieueHa i HaIE)KHOCTh | TTYHKT 34 [IpaBun
¢u3nuecKux (XUMUYECKHX ) HaJyIeKalen
TecT-cucTeM? nabopaTopHOU

npaktuku EADC

1.34 | OGecrnieuensl 1 HajuIexkamuye | MyHKT 35 [IpaBun
YCIIOBHSA ISl pa3MELICHUS, Ha/IIeKaIei
XpaHeHus, 00pabOTKH U nabopaTopHOU
conepxkaHus ononornyeckux | npaktuku EADC
TECT-CUCTEM C IIEIIbIO
obecrnieueHnst He0OX0IUMOTO
KauecTBa McCe0BaHus?

1.35 | Obecnieueno nu u3oaupoBaHue | TyHKT 36 [IpaBun
BHOBB TIOJTyYEHHBIX )KHBOTHBIX | HA/IJIC)KAIIEH
U PACTUTENIbHBIX TECT-CUCTEM B | 1a00paTOPHOM
COOTBETCTBUU C npaktuku EADC
YCTaHOBJICHHBIMU
npouenypamu?

1.36 | IIporutyu Jik TECT-CUCTEMBI nyHKT 36 [IpaBun
KapaHTHH, IPOLEAYPY AOIMYyCKa | HaaIexalen
K UCTIOJIb30BAHUIO U nabopaTopHOU
COOTBETCTBYIOT JIU BUY U npaktuku EASC
EJISIM MCCIIeIOBaHUS K
MOMEHTY ero Hayana?

1.37 | bputn 11 U30JMPOBAHBI U nyHKT 36 [IpaBun
NIPOJICYCHBI TECT-CHCTEMBI, Ha/IJIeKaIei
MopakeHHbIE O0JIE3HBIO WK | 1a00paTOPHOMA
MTOBPEXKICHHBIE B XOJ1€ npaktuku EADC
UCCIIEOBaHMS?

1.38 | Peructpupyrotcs u nyHKT 36 [IpaBun
JOKYMEHTAJIbHO BCE JAHHBIE | HAJUIeKAIIEH
MO TUATHOCTHKE U JICYCHUIO nabopaTtopHoit
3a00JIeBaHUI OT Hayasla U B npaktuku EADC
X0JI€ Uccle0BaHus?

1.39 | Benercs nu perucrpanus nyHKT 37 IIpaBun
WUCTOYHUKA TIOJyYSHUS, IAThl U | Ha/Ie)KaIIeh
YCIIOBUI PUEMKH TECT- nabopaTtopHoit
cucrem? npaktuku EADC

1.40 | Beuty JTi aJanTHPOBAHBI nyHKT 38 [IpaBun

OMOJIOTHYECKUE TECT-CHCTEMBI

HaJUIeXKallen




K YCIIOBUSM I/ICCJ'IG,I[OBaHI/Iﬁ B

nabopaTopHOU

TE€YEHHE COOTBETCTBYIOIIEro | npaktuku EADC
nepuoja BpeMeHH nepej

NEPBbIM BBEJICHHEM

(MpUMEHEHUEM) HCCIIETyEMOTO

BEILECTBA UK 00pasia

cpaBHEHUS (KOHTPOJIBHOTO

obpasma)?

1.41 | OGecnieueHs! 11 nyHkT 39 [IpaBun
UCIOJIb3YEMbIE TECT-CUCTEMBI | HaJJIexKallel
COOTBETCTBYIOLICH n1abopaTopHOit
MapKUPOBKOM JIJI UX npaktuku EADC
HaJyIeKalen
uaeHTUGUKaIIu?

1.42 | TIloxseprarorcs a1 nyHKT 40 [IpaBun
IIEPUOIUYECKON CAHUTAPHOU | HAJJIe)Kalen
00paboTKe UCTIOIb3yeMble nabopaTopHOU
MIOMEILEHUS WK KOHTeHHeps! ¢ | mpakTuku EADC
TecT-cucTeMamu?

1.43 |He copepxut iu 110001 nyHKT 40 [IpaBun
MaTepHall, KOHTAaKTHPYIOIIHUH ¢ | HaauexKaren
TECT-CUCTEMOM, 3arps3HstolIue | 1abopaTopHoOit
areHThI BbIlIE pa3peiieHHoro | npaktuku EADC
YPOBHS, IOIyCKAIOIIETO
IIPOBEJICHUE UCCIIEI0BAaHUA?

1.44 | Meusiercs 1y IIOACTUI IS nyHkT 40 [IpaBun
KUBOTHBIX B COOTBETCTBUU C | HaJUICKAIIEH
MPUHITHIMU HOpMaMu? nabopaTopHOMH

npaktuku EADC

1.45 | loxymeHnTtupyotcs 1u AaHHble | TyHKT 40 [IpaBun
00 HMCII0JIb30BaHUH CPEJICTB Ha/IIexalein
00pBOBI C BpeauTenIMu? nabopaTtopHoOi

npaktuku EASC

1.46 | ObecrieyeHO 1 HATHYKE U nyHKT 41 TIpaBun
nojaJepkaHue MHpOpMalMK 0 | Hajasexanen
CBOWCTBAaX UCCIEIYEMOTO nabopaTopHOH
BeIECTBA (JICKAPCTBEHHOTO npaktuku EADC
cpezacTBa) U 00pasIoB
cpaBHEHUS (KOHTPOJIBHBIX
00pa31oB), AaTe MOITy4YEHus,

CpOKE TOJTHOCTH, ITOJTy4€HHOM
U HCII0JIb30BAaHHOM
KOJINYECTBE B HCCIICIOBAHUSAXK?

1.47 | Onpenenensl 1y npoueaypbl | IyHKT 42 [IpaBun
1o 00paIIeHHUIO ¢ Ha/IIeKalein
TECTUPYEMBIM BEIIECTBOM U nabopaTopHO#




BEIIIECTBOM CPaBHEHUS
(KOHTPOJIBHBIM BEIIECTBOM),
UX XpaHEHUIO U
HCIIOJIb30BAHMIO C LEIBI0
obecnieyeHns1 CTaOMILHOCTH U
TOMOT'€HHOCTH, UCKIFOYCHHUS
KOHTaMHUHALIUU K

npaktuku EADC

HepenyThIBaHUA?

1.48 | YxazaHbl 1 Ha KOHTEHHEpe nyHKT 43 [IpaBun
JUISL XpaHEHHUS UCCIIETyeMOro | Hajuiexalen
BEIIIECTBA n1abopaTopHOit
UICHTUDUIHP YOS npaktuku EADC
uHpOpMaNus, CPOK TOTHOCTH U
O0COOCHHOCTH XpaHEeHUs?

1.49 | UnenTuduIiupoBaHbl JIH nyHKT 44 [IpaBun
COOTBETCTBYIOIIMM 00pa3oM | HajuIeKamien
Ka)K70€ UCCIIeyeMOoe nabopatopHoit
BELIECTBO (JIEKAPCTBEHHOE npaktuku EADC

CpencTBo) u obpasern
CpaBHEHHUSI (KOHTPOJIbHBIN
oOpaserr) (HarpuMep, UMEIOT
KO/, UICHTH(PUKAITUNOHHBIH
HOMEp TI0 peecTpy
XuMudeckoi pedepaTuBHON
Cityk0bl AMEPUKaHCKOTO
xumuaeckoro obmiecta (CAS-
HOMEp) C YKa3aHUEM Ha3BaHUS,
(UBHYECKUX, XUMHUYCCKHX,

OMOJIOTHYECKUX,
(hapMaKkoIOTHYECKUX
CBOMCTB)?

1.50 | U3BecTHBI 11 HOMED cepuw, nyHKT 45 IIpaBun
YHCTOTA, COCTAaB, HaJJIe)KaIIeH
KOHIIGHTpALUs U JpyTue nabopaTopHOH
XapaKTEPUCTUKH npaktuku EADC
UCCIIETyeMOr'0 BeIlleCTBa
(JIekapCTBEHHOI'O CPEJICTBA) U
00pa31oB CPaBHEHMS
(KOHTPOJILHBIX 00Pa310B) B
KaXJIOM HCCIIeZIOBaHUH?

1.51 | Pa3paboTana v coBMecTHas | MyHKT 46 [IpaBun
npoIierypa ClIOHCOPOM Ha/IJIeKaIIeH
(pa3paboTyuKOM) U nabopaTopHOH
UCIBITaTeNbHOM JJabopaTopueil | mpakTuku EADC

0 MPOBEPKE MOUIMHHOCTU
HCCIJIETyeMOTr0 BellecTBa
(JlekapCTBEHHOT'O CPEJICTBA) B
TeX CIIyJasix, Korjaa




HCCIIEyeMO€e BEIIECTBO
(JlekapCTBEHHOE CPEJICTB)
IPEIOCTaBICHO CIIOHCOPOM

(pa3zpaboTtunkom)?

1.52 | 3BecTHO 1u 0 cTabuibHOCTH | TyHKT 47 [IpaBun
UCTIBITYEMOI'O BEILeCTBa Ha/lIexalen
(JIeKapCTBEHHOTO CPEJICTBA) U | 1a00OpaTOPHOI
00pasnoB CpaBHCHHS npaktuku EADC
(KOHTpPOJIBHBIX 00pa3IoB) B
YCIIOBUSAX XPAHEHUS U
IIPOBEJEHUS UCCIEA0BAHNUN?

1.53 | Onpenenenst m a63an 2 myHkra 47

TOMOT'CHHOCTb, KOHLICHTPAIUA

[IpaBun Hagyexariei

U CTaOMIIBHOCTH MCCIIEyeMOro | 1abopaTOpHOI
BEILECTBA B 3TOM MaTepuaie | npaktuku EADC
€CJIM UCCIIETyEMOE BEIIECTBO

(JlekapCTBEHHOE CPECTBO)

NPUMEHSIETCS CO

BCIIOMOTaTeIbHbIMU

MaTepuagamu?

1.54 | ObecrieueHo 11 apXUBHOE nyHKT 48 IIpaBun
XpaHeHHe 00pa3LoB KAXKIOW | HaJuIexalei
CEpUHU UCCIIETyEMOI0 nabopaTopHOi
BeIecTBa (JICKAPCTBEHHOTO npaktuku EADC
CpelCcTBa) JJIsl aHATUTHYECKUX
eJIEN B KaXKIOM
MCCJIeI0BaHUH (KpoMe
KpPaTKOCPOYHBIX)?

1.55 | Umeet nu ucnbITaTenbHas nyHKT 49 [IpaBun
nabopaTopus MUCBMEHHO Ha/Iexalein
odopmiennsie COII, nabopaTtopHoOi
YTBEPKACHHBIE PYKOBOJACTBOM |ImpakTuku EADC
UCIBITAaTENbHOM JIabopaTOpuu
U Mpe/IHa3HAYEeHHBbIE I
oOecrnieyeHns KauecTBa U
JIOCTOBEPHOCTH JIAHHBIX,

MOJyYEHHBIX MCTIBITATEIbHOM
nabopaTopueid B X0/1e
IPOBE/ICHUS HCCIIEeIOBAHNN?

1.56 | OnoOpeno nmm pykoBoAacTBOM | TyHKT 49 [TpaBun
UCTIBITATENbHOM Ta00opaTopun | HajJIexKaIen
BHeceHue usmeHenuit B COII? | maGopaTopHoii

npaktuku EASC

1.57 |Umeetcs 11 B KaxJ10M nyHKT 50 IIpaBun
OTJIeIbHOM TNOJIpa3fieNieHu U | HajJiexanei
(unn) Ha KaKIOU TUTOIIAIKe nabopaTtopHoit
UCIBbITaTeNbHOM JJabopaTopun | mpakTuku EADC




konuu Aerctyromux COII,
OTHOCSIINXCA K UX

NEeITEILHOCTH?
1.58 | Opopmastorest mu nyHkT 51 [IpaBun
JOKYMEHTAIbHO OTKJIOHEHHS | HaJyIekKallen
ot COII, umeromux nabopaTopHOU
OTHOILIEHUE K UCClIeI0BaHm0, |npakTuku EADC
YTBEP)KIAFOTCS JIH
PYKOBOIMTEINIEM HCCIIETOBAHUS
¥ BEIYIIUM HCCIIe0BaTEIEM?
1.59 | Pazpab6oransl iu COII, B 4acTHOCTH, AJIs CIASAYIOIIMX BUIOB JIEATEILHOCTH:

UCCIIETyeMbIE BEIIECTBA
(JiekapCTBEHHBIC CPEACTBA) U
00pa31ibl CpaBHEHUS
(KOHTPOJIBLHBIE 00PA3IIHI):
MOJTy4eHUe, HICHTUDUKALINS,
MapKHUpOBKa, 00paboTKa,
oTOOp Npob 1 xpaHeHue?

nyn

MOAMYHKT "a" myHKTa
52 [lpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

00opyi0BaHuE, MaTepUaIbl U PEaKTUBBI:

00opyIoBaHuE:
UCIIOJIb30BaHUE,
0o0cmy>)KMBaHUE, OUYUCTKA U
KanmuOpoBka?

MOANYHKT "0" myHKTa
52 [lpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

KOMITBIOTEPU3UPOBAHHEIC
CHUCTEMBI: BaJIUIaIIMS,
(GyHKIIMOHUPOBAHUE,
oOciyxuBaHue, 0€30MacHOCTb,
KOHTPOJTb 32 H3MCHCHHSIMH U
pe3epBHas cucrema?

MOANYHKT "0" myHKTa
52 IIpaBun
HaJUIeXKaIlen
nabopaTopHOH
npaktuku EADC

MaTepHuabl, peaKTUBBI U
PacTBOpBI: IPUTOTOBIIEHUE U
MapKupoBKa?

NOJINYHKT "0" myHKTa
52 IlpaBun
HaJyIeKalen
nabopaTtopHoOi
npaktuku EASC

perucTpaius, moAroToBKa
OTYETOB, COXPAHCHHE:
KOJMPOBAHUE HCCIIETOBAHUH,
cOOp JaHHBIX, TTOJITOTOBKA
OTYETOB, CUCTEMBI
WHJIEKCaINK, 00padoTKa
MaHHBIX, BKIIOYas
HCIIOJIb30BaHHE
KOMIBIOTEPU3UPOBAHHBIX
cucrem?

MOAIYHKT "B" IIyHKTa
52 IlpaBun
HaJyIeKalen
nabopaTtopHoOi
npaktuku EASC




TecT-cucTeMa (B HEOOXOAMMBIX CITyJasx):

IIOArOTOBKA ITOMEILEHUH U
YCIIOBUM XpaHEHUs TECT-
cucreM?

n.n

MOAMYHKT "I MyHKTa
52 IlpaBun
HaIeXxanen
n1abopaTopHOii
npaktuku EADC

IPOIIEeTyPHI TIOJTYUYCHUS,
nepeaayn, HaIeKaIiero
pa3MeIeHHs, XpaHCHUS,
OTHMCAHUS, UICHTU(DUKAIINY U
00paboTKH TeCT-cUCTEM?

n.n

MOAMYHKT "I mMyHKTa
52 IlpaBun
HaIeXxanen
n1abopaTopHOit
npaktuku EADC

noAroTOBKa TECT-CUCTEM,
Ha6J'IIO,I[CHI/IH M aHaJIM3bI NIEPE
Ha4dyaJIOM, B TCUCHUEC U 110
3aBCPIICHUHN I/ICCJ'IeI[OBaHI/IH?

n.n

MOAMYHKT "I MyHKTa
52 [lpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

PasMCIICHUE TCCT-CUCTEM Ha
HCIIBITYEMBIX HJ'IOIJ_[aI[KaX?

n.n

MOAITYHKT "I TyHKTa
52 [lpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

npoleaypsl odecreyeHus
KayecTBa: paboTa nepcoHaa
CITyObI 0OecTieueHus
kauectBa (nanee - COK) no
TUTAHUPOBAHHIO, COCTABIICHUIO
rpa¢uka, IpoBEJIEHHUIO,
JOKYMEHTaIbHOMY
O0(OPMIICHHIO U TTOJITOTOBKE
OTYETOB 00 MHCTICKIIUAX ?

MOANYHKT "1 myHKTa
52 [lpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

2. TpeboBaHMsI K IPOBEACHUIO UCCIIEN0BaHMs, O(OPMIIEHUIO PE3YIbTaTOB UCCIIECAOBAHMS,

XPAHCHUIO JOKYMCHTOB U MaTCpHaAJIOB

2.1 |Hamucan n1u nepej HayajaoM nyHKT 53 IIpaBun
KQ)KJIOTO UCCIIEIOBAHNS TUIAH, | HAJJIeKallen
YTBEPKICHHBIN nabopaTopHOH
pykoBoauTeneM uccienoBanus |npaktuku EADC
U IIPOBEPEHHBIN
npencraButenem COK
UCCIIEI0BATEIbCKON
nabopaTtopuun?

2.2 | YTBepXKJeH JIU TUIaH a63ar1 2 myHkTa 53
MCCJIEJOBAHMSI TOATIHNCHIO [IpaBun Hajuexkaen
PYKOBOJUTES UCCIIEJOBAHNUS C | 1Ta0OpaTOPHOM
YKa3aHHUEM JaTbl? npaktuku EASC

2.3 |OOGocHoBaHbI 1, 0100peHbl JH | MyHKT 54 [TpaBun




JaTUPOBAHHOMN MOAMUCHIO
pyKOBO[[I/ITe.HSI HCCICOOBAHUA
MIOTIPABKH K TJIaHY
UCCIICIOBaHUS U TIPUOOIIICHBI
JIY K TJIaHy UCCIIeOBaHUs ?

HaIeXxamnen
1abopaTopHOit
npaktuku EADC

2.4 |Omnwucansl 14, OOBACHEHBI K, |IyHKT 55 [IpaBun
0JI00pEHBI JTM, CBOEBPEMEHHO | Ha/IJIe)KAaIIei
JATUPOBAHBI JIU nabopaTopHOU
pyKoBoAuTENEM HccaenoBanus |npaktuku EADC,
WJIM BeAYIIUM HccienoBaTeseM |4actu 4 crateu 11
OTKJIOHCHHMS OT IIJIaHa ®denepanbHOTO 3aKOHA
uccienoBanus u xpansares i ¢ |ot 12.04.2010 N 61-03
MEPBUYHBIMH JJAHHBIMU
HUCCIIeN0BaHUs?

2.5 |Comep XuT JIM IJIaH UCCIICIOBAHHUS

UH(POPMALIHIO O HA3BAHUH
UCCIIEJOBAaHHS C KPATKHM
OINMCAHUEM €ro Au3aiiHa?

nan

MOAMYHKT "a" myHKTa
57 llpaBun
HaJyIeKalen
nabopaTtopHOi
npaktuku EADC

WH(OPMAITHIO O METSIX U
3ajjauax UCCIIeTOBaHMS?

nan

MOAITYHKT "a" myHKTa
57 llpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

UIEHTU(DUKAITUIO
UCCIIETyeMOI'0 BEIeCTBa
(JlekapCTBEHHOI'O CPEJICTBA)
yepe3 KO/ I Ha3BaHUe
(3aMecTUTEbHON U paIuKaIo-
(YHKIIMOHATBHOM
HOMEHKJIaType
MexayHapoIHOro cor3a
TEOPETHUYECKON U MPUKIIATHOU
xumun (IUPAC);
UICHTU(UKAIIMOHHBIN HOMEP
1o peectpy XUMHUYECKON
pedepaTuBHOMN CITYKOBI
AMEpPUKaHCKOT0 XMMHYECKOT'0
obmectBa (CAS-HOMED),
Ouosornyeckue CBOUCTBA U
Tak nanee)?

nan

MOMIMyHKT "a" IMMyHKTa
57 IlpaBun
HaJUIeXKaIlen
nabopaTopHOH
npaktuku EADC

nH(popMaIro 00 ucciIeIyeMomM
BEIIIECTBE (JIEKAPCTBEHHOM
CpencTBe) (ero onucaHue,
IpUPOa MPOUCXOXKIACHUS U
XapaKTepUCTHKN)?

MOANYHKT "a" myHKTa
57 IlpaBun
HaIexxanen
nabopaTopHOMH
npaktuku EADC




Ha3BaHHUE U aJIpec CIIOHCOPA
(pa3paboTtunka)?

MoANyHKT "0" myHKTa
57 IlpaBun
HaIexanen
nabopatopHoOi
npaktuku EADC

Ha3BaHUs U agpeca
3a]eMCTBOBAHHBIX

HCIIBITATENIBHBIX JIA0OpaTOpHit
1 UCIIBITATCIBbHBIX HJIOIJ.IEIIIOK?

MOANYHKT "0" myHKTa
57 IlpaBun
HaIeXxanen
nabopatopHoOi
npaktuku EADC

dhaMunio, UMsl, OTYECTBO (IIPHU
HaJUYHMH) U aJpec
PYKOBOJIUTEIIS] KCCIICIOBAHMUS?

MOANYHKT "0" myHKTa
57 IlpaBun
HaIeXxanen
nabopatopHoOi
npaktuku EADC

damunnio, UM, 0TYECTBO (TIpU
HAJIMYUU) U aJpec BEAYIIETO
ucclenoBaress, paMmwinu
HCCIIeIOBaTeIICH,
MPUHUMABIIUX Y4acTUe B
HCCIICIOBAHUH ?

MOANYHKT "0" myHKTa
57 llpaBun
HaJyIeKalen
nabopaTopHOI
npaktuku EADC

AaTy YTBCPKACHUA IJIaHA
HCCICA0BaHUs C IIOAITHUCHIO
PYKOBOAUTECIIA I/ICCJ'IeI[OBaHI/IH?

MOAMYHKT "B" IMyHKTa
57 IlpaBun
HaIeXxalen
nabopaTopHOI
npaktuku EADC

JaTy yTBEpKACHUS IJIaHa
UCCIIEIOBAHUS C TIOAITHCHIO
PYKOBO/JICTBA UCIIBITATEIbHON
1abopaTOPUM U CIIOHCOPA
(pa3paboTtunka)?

MOAIYHKT "B" IIyHKTa
57 IlpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EASC

npejronaraeMble JaThl HayajIa
Y 3aBEpIICHUS
HKCIEPUMEHTANIBHBIX paboT?

MOAIYHKT "B" IIyHKTa
57 IlpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EASC

METO/bI UCCIIEJOBAHUH, C
yKa3aHHEM UX OTHCAHMS,
HalMEHOBAHUU TECT-CHCTEM,
UCTIONTb3YEMBIX B
UCCIIEIOBaHMH, C
000CHOBaHMEM UX BBIOOpA,
CHOCO0OB U MyTeH BBEICHUS
HCCIIETyeMOTO BEIIECTBA
(JIeKapCTBEHHOTO CPEJNICTBA),
METO/I0B CTATUCTUYECKOU

n.n

MOAMYHKT "I MyHKTa
57 IlpaBun
HaJlJIe)Kallen
nabopaTopHOU
npaktuku EASC




00pabOTKH, MHBIX CBEJICHUH TIO
IIPOBEJECHUIO UCCIIEJOBAHUN?

000CHOBaHME BBIOOpA TECT-
cucTeMsbl?

MOANYHKT "1 myHKTa
57 IlpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

OTMCAHUE TECT-CUCTEMBI
(HampuMep, BUJI, IITAMM,
CyOmTamMm, UCTOUYHUK
TIOJTYYCHUSI, KOJTMUECTBO, BHT
JKUBOTHBIX, UX Macca Tela,
10JI, BO3pacT)?

MOANYHKT "1 MyHKTa
57 IlpaBun
HaJUJIekKaIlen
nabopaTopHOU
npaktuku EADC

C1oco0 MPUMEHEHUS U

MOANMYHKT "1 myHKTa

MPUYMHA TAKOTO BbIOOpa? 57 llpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

YPOBHHU /103 U (UJIN) MOANMYHKT "1 myHKTa

KOHIIEHTpallNK, YaCTOTa U 57 llpaBun

IIPOJIOJKATEIIEHOCTh HaJyIeKalen

MIPUMEHEHUS? nabopaTopHOU
npaktuku EADC

UH(OPMAITHIO O CTPYKTYPE MOAMYHKT "1 myHKTa

(mu3aiine) uccienoBaHusl, 57 IpaBun

BKJIFOYAs ONMCAHUE HaJyIeKalen

XPOHOJIOTUH, BCEX METOJIOB, nabopaTopHOH

MaTepuaioB U yciIoBHi, Buja u | mpaktuku EADC

YaCTOTBI IPOBEAECHHBIX
AQHaJIN30B, U3MEPEHU,
HAOJIFOEHWI U UCCIIEeNOBAHUNA?

UH(GOPMAIIUIO O IOKYMEHTAIUN

n.n

NOAIIYHKT '€ ITYHKTA

10 UCCIIEIOBAHUIO B BUJIE 57 IlpaBun
CIIMCKa JOKYMEHTOB HaJyIeXKalen
UCCJIEIOBaHMsI, KOTOpbIE nabopaTtopHoOi
JIOJKHEI OBITE 3alI0THEHEI U npaktuku EADC
COXpaHEHBbI?

2.6 |IIpucBoeH U KaXIOMY nyHKT 58 IIpaBun
WCCJIEJOBAHNIO YHUKAJIbHBIA | HAAJIeXKalen
HOMED? nabopaTopHOU

npaktuku EASC

2.7 |JlokyMeHTaJIbHO OTpaXxKeHbl U | MyHKT 58 [IpaBun
B MaTepuajax UCCIEJOBaHMs | HajJexalei
BCE UCIOJIb3YEMBIE B nabopaTopHOH
MCCJIEIOBAaHUH 00pa3Iibl, npaktuku EADC




000pyI0BaHNE U MaTEPHAIIBI C
HENBI0 UX

IPOCIIEKUBAEMOCTH?

2.8 |IlpoBoauTcs nu uiccnenoBanue |myHKT 58 [IpaBun
COTIJIACHO IIAHY HaJIJIe)KaIlen
uccie10Banus ? nabopaTopHOU

npaktuku EADC

2.9 |OGecneunBaet Jiu MapkUpoBKa | MyHKT 58 [IpaBun
00pa31oB HcCIeayEMBIX HaJyIexKalen
BEIIECTB (JIEKapCTBEHHBIX n1abopaTopHOit
CPENCTB) U 00Pa3IOB npaktuku EADC
CpaBHEHHUSI (KOHTPOJIbHbBIE
00pa3Ipl) ux
UACHTH(DUKAIIIO?

2.10 | Bce nannble, moixy4aemblie B nyHKT 59 [IpaBun
XO0JI€ UCCIIEI0BAHNUS, HajyIexalen
PETUCTPUPYIOTCS JIU TIPU UX nabopatopHoit
MOJIyUYE€HUU He3aMeIUTENbHO, |npakTuku EADC
TOYHO U aKKypaTHO JIUIIOM,

KOTOPOE IMOJIYYUIIO 3TH
JTAHHBIE, C POCTaBICHUEM
JaTUPOBAHHOM MOANUCH
UCIIOJIHUTEISA?

2.11 | Bce 1 BHOCUMBIC U3BMEHEHHUs | ab3al 2 myHkTa 59
B IIEpBUYHBIC JJaHHbIE caenanbl | [IpaBun Haexamei
Tak, 4YTOOBI OCTaBajach BUAHA |1ab0paToOpHOI
nepBOHavalbHas 3aluch, pu | npakTuku EADC
9TOM yKa3bIBAIOTCS MPUYHHBI
UCTIPABJICHUS C TATUPOBAHHOU
HOJNKCHIO TOTO JIMIIA, KOTOPOE
BHECJIO HCTIPABJICHHE?

2.12 | UmeeTcst i mHGOPMAITUS O nyHKT 60 [TpaBun
JM1le, OTBETCTBEHHOM 32 BBOJ | HaJUIeXkalleH
JTAHHBIX B KOMITBIOTED B nabopaTtopHoOi
MOMEHT UX MOJIY4YeHHUs, ecii | npakTuku EADC
MIEPBUYHBIC TAaHHBIC
PETUCTPUPYIOTCS C IIOMOLIBIO
KOMITbIOTEpa?

2.13 | SIByisieTcst i TU3aliH nyHKT 60 [TpaBun
KOMITbIOTEPU3HPOBAHHOM HaJIeXKaIen
CUCTEMBI TAKUM, YTOOBI nabopaTtopHoOi
MPEAOCTABIATh BO3MOXKHOCTh | TpakTuk EADC

MPOBE/ICHUS MTOJTHOTO ayIUTa
ANIEKTPOHHBIX JAHHBIX U
IMMOKa3bIBaTh BCC UCIIPABJICHUS
NEPBUYHBIX JaHHBIX C
COXpaHEHUEM




MEPBOHAYATIBHBIX
OpUTrHHAJIbHBIX ,Z[aHHBIX?

2.14 | ImeeTcst 11 BO3MOXKHOCTD nyHkT 60 [IpaBun
CBSI3aTh BHECEHHbBIE HaJyIexKalen
UCIIPABIICHUS C JIUIIOM, UX nabopatopHoOi
CIIeIaBIlIUM, HAIIpUMEp, C npaktuku EADC
MIOMOUIBIO TATUPOBAHHOM
3aMKCH UCTIOJIB30BaHUS
KOMITBIOTEPU3UPOBAHHOMN
CUCTEMBI WJIH JaTUPOBAHHOU
AJIEKTPOHHON MOANHUCH?

2.15 | Yxa3ana nu npuunHa BHeceHus | yHKT 60 [TpaBun
M3MEHEHUH B IEPBUYHBIC HaJyIexKalen
AJIEKTPOHHBIE JaHHbIE? n1abopaTopHOii

npaktuku EADC

2.16 | OGecrieueHa i1 IOJITOTOBKA yHKT 61 TIpaBun
3aKJIIOUUTEIBHOTO OTYETA HaJuIeXKalen
W/WIT TIPOMEXYTOYHBIX nabopaTopHOi
OTYETOB ISl KaJKJI0I0 npaktuku EADC,
HUCCIIEN0BaHUS? yacTtu 4 crtateu 11

denepanbHOro 3aK0Ha
ot 12.04.2010 N 61-®3

2.17 | [ToanucaHsl 1 nyHKT 62 [IpaBun
COOCTBEHHOPYUYHO H HaJuIeXKalen
JATUPOBAHBI OTYETHI BEAYIIUX |1ab0paTOpHOI
HUcciaenoBaTee u npaktuku EADC
CIEIUATUCTOB,
3a/1eCTBOBAaHHBIX B
UCCIJIEJOBaHUU?

2.18 | 3akrOUHATETBHBINA OTYET a63ar 2 myHkTa 62
MOJIKUCAH JIK ¥ 1aTUPOBaH [IpaBun Haexaen
PYKOBOAMTENIEM UCCIEOBAHUS | TaOOpaTOPHOU
CO CBUJETEILCTBOM O npaktuku EASC
MIPUHSATHN OTBETCTBEHHOCTH 32
JIOCTOBEPHOCTh JaHHBIX ?

2.19 | Vka3aua u B a63ar 2 myHkTa 62
3aKJIFOUYNTEIILHOM OTUYETE [IpaBun HamIekamen
CTENEHb COOTBETCTBUSA nabopaTtopHoit
MPUHIIMIAM HaJIJIexKalen npaktuku EADC
nabopaTopHOI MpaKkTUKK?

2.20 | 3aKIr0unTebHBINA OTYET ab63ar 2 myHkTa 62
CKPEIJIEH JIM I1€YaThIO [IpaBun HamIexkanen
opraHu3aiuun? nabopatopHoit

npaktuku EADC

2.21 |[IpencrarieHs! 1 B (hopme nyHKT 63 [IpaBun




MOMPABOK K OTUETY U3MEHEHHUS | HajuIexanei
U JIONIOJTHEHUS, BHOCUMBIC B nabopaTropHoit
3aKJIFOYUTEIBHBINA OTYET? npaktuku EADC
2.22 | Yka3zaHa 1 TO4Has mpuuuHa | myHKT 63 [IpaBuin
UCIIPABJICHUH WIN HaJyIeKalen
JIOTIOJTHEHU? nabopaTopHOU
npaktuku EADC
2.23 | Bce nomnpaBku moAnucansl 14 | TyHKT 63 [IpaBun
U IaTUPOBAHbI PYKOBOJUTENIEM | HaJJIexKalei
UccleIoBaHus? n1abopaTopHOit
npaktuku EADC
2.24 | BKiIro4aeT Jid 3aKJIIOYUTENbHBIN OTYET:

Ha3BaHHUE UCCIIEI0BAHUSI C
KpAaTKUM OINKMCaHUEM Ju3aiHa?

nyn

MOAMYHKT "a" myHKTa
65 IlpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

UJIECHTU(DUKAIUIO
HCCJIETyeMOTr0 BelecTBa
(JiekapCTBEHHOTO CPEJICTBA)
yepes KOJ| UJIM Ha3BaHue (110
3aMECTUTENIBHOM U PaJUKAIIO-
GbyHKIIMOHATBHOU
HOMEHKJIaType
MesxTyHapoITHOTO CO03a
TEOPETHUYECKON U NMPUKIIATHOU
xumun (IUPAC);
UICHTH()UKAIMOHHEIN HOMED
1o peectpy XUMHUYECKOU
pedepaTuBHOMN CITYKOBI
AMEpHKaHCKOTO XUMHUYECKOTO
obmectBa (CAS-HOMED),
OHMoJOrNvecKre CBONCTBA)?

nan

MOAITYHKT "a" myHKTa
65 IlpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

uaeHTUUKaIo o0pasia
CpaBHEHHUS (KOHTPOJIIBHOTO
o0pa3iia) Mo HauMeHOBaHUIO?

nyn

MOJIYHKT "a" MyHKTa
65 I[paBun
HaJyIeKalen
nabopaTtopHoOi
npaktuku EASC

XapaKTePUCTUKY CBONCTB
HCCIIeTyeMOTO BEIIeCTBa
(JlekapCTBEHHOTO CPEICTBA),
BKJTIOYAs YHCTOTY,
CTaOUITBHOCTD U
TOMOTE€HHOCTh?

nyn

MOJMYHKT "a" MyHKTa
65 IlpaBun
HaJyIeKalen
nabopaTtopHoOi
npaktuku EASC

Ha3BaHHUE U aJIPeC CIIOHCOPA

MOANMYHKT "0" myHKTa




(pa3paboTumka)?

65 IlpaBun
HaJlJIe)KaIlen
nabopaTopHOU
npaktuku EADC

Ha3BaHUs U ajgpeca
3a[1eICTBOBAHHBIX
UCTIBITATEIbHBIX JTA00paTOpuit
Y UCIIBITATENIBHBIX TUIOMIA0K?

MOANYHKT "0" myHKTa
65 IlpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

dbamMuHo, UM, 0TYECTBO (TIpU
HaJMYHH) U aJpec
PYKOBOJUTENS HCCIETOBAHUSA?

MOANYHKT "0" myHKTa
65 IlpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

dhaMuInIo, UMsl, OTYECTBO (IIPH
HaJIUYHMH) U aJIpeC BEAYIIETO
uccliemoBarens?

MOAMYHKT "0" myHKTa
65 I[paBun
HaIeXxaen
nabopaTopHOi
npaktuku EADC

(bamuIum, UMEeHa, OT4eCTBa
(pu HAJIMYKMK) CHEUAIUCTOB,
IPEJCTaBUBLIMX CBOU OTYETHI
JUIsL COCTaBJICHUS
OKOHYAaTeJIbHOro oTueTa?

MOAMYHKT "0" myHKTa
65 I[paBun
HaIeXxalen
nabopaTopHOi
npaktuku EADC

JaThl, yKa3aHHbIE KaK JIaThI
Hayayia v 3aBEpIICHHS
HKCIIEPUMEHTOB B paMKax
BCET0 UCCIICIOBAHUS U €TO
3TamnoB?

MOAMYHKT "B" MyHKTa
65 I[paBun
HaJyIeKalen
nabopaTtopHoOi
npaktuku EASC

OciIn U 3ada49u I/ICCJ'IGI[OBaHI/ISI?

n.n

MOJMYHKT "I MyHKTa
65 I[paBun
HaJyIeKalen
nabopaTtopHoOi
npaktuku EASC

ONMCaHUE UCCIIETYEMOTO
BEIECTBA (JICKAPCTBEHHOTO
CpEeICTBA), BKJIIOYAsl CBEJICHUS
0 ero pU3NYECKuX,
XUMHUYECKHX, OMOJIOTHYECKUX
1 (hapMaIeBTUIECKUX
CBOMCTBax, COCTaBE€ TrOTOBOM
JIeKapCTBEHHOH (OpMBbI?

MOAMYHKT "1 MyHKTa
65 I[paBun
HaJIeKanei
nabopaTtopHoOi
npaktuku EASC

XapaKTEPUCTUKY U
000CHOBAHHE TECT-CUCTEMBI,
OTOOpaHHOM 1115t

MOAMYHKT "1 MMyHKTa
65 IlpaBun
HaIexxanen




TOKJIMHAYECKUX
HUCCIIeT0BaHUNI?

nabopaTopHOU
npaktuku EADC

BU/I, BO3PACT, KOJIMYECTBO
KUBOTHBIX B K&KA0H rpymne,
0], TOKa3aTelIb MacChl Tela,
UCTOYHUK U THII KOpMa (B
CJIy4ae UCIOJIb30BaHUs
OMOJIOrNYECKON TECT-CUCTEMBI
(’KUBOTHBIX)?

MOANYHKT "1 myHKTa
65 IlpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

PEKUM JO3UPOBAHUS,
KPaTHOCTD U ITyTh BBEICHHUSI
HCCIIETyeMOT'0 BEIIECTBA
(JiekapCTBEHHOTO CpeJIcTBa)?

MOANYHKT "1 myHKTa
65 IlpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

CXeMy MPOBEICHUS
JOKIIMHIHYECKOTO
(HEKJIMHUYECKOTO)
UCCIIEIOBAaHHS UCCIIETYEMOTO
BellecTBa (JIEKapCTBEHHOTO
cpencrea)?

MOAMYHKT "1 MyHKTa
65 I[paBun
HaIeXxaen
nabopaTopHOi
npaktuku EADC

OIHCaHHE METOOB
CTATUCTUYECKON 00pabOTKH
pe3yabTaToB?

MOANMYHKT "1 myHKTa
65 IlpaBun
HaJyIeKalen
nabopaTopHOU
npaktuku EADC

CCBIJIKH Ha PYKOBOJICTBA
Opraauzauuu
9KOHOMHYECKOTO
COTPpYAHUYECTBA U Pa3BUTHUS,
WHBIE JIOKYMEHTHI 110
MIPOBEICHUIO UCCIIEI0BAHUM,
MIPU3HABacMbIC B
rocyjgapcrBax-ujieHax?

nn

MOMIMYHKT "e" IMMyHKTa
65 I[lpaBun
HaJUIeXKaIlen
nabopaTopHOH
npaktuku EADC

KpaTkuii 0030p pe3ynbTaToB?

MOAITYHKT "X" IMyHKTa
65 I[paBun
HaJyIeKalen
nabopaTtopHoOi
npaktuku EASC

BCIO HH(OPMALIHIO U TaHHBIE,
[IPEIYCMOTPEHHBIE IIITAHOM
HUCCIIeT0BaHu?

MOANYHKT "X" MyHKTa
65 IlpaBun
HaJyIeKalen
nabopaTtopHoOi
npaktuku EASC

pacyeTbl, KOJIUYECTBEHHOE
ONpeAeIeHUE CTAaTUHCTUYECKOM

MOAMYHKT "X" MyHKTa
65 IlpaBun




3HAYNMOCTH, 0000IIAI0IIHE
Tabmuib! (rpadukn) ¢
COOTBETCTBYIOLIEH
CTaTUCTHUYECKOW 00pabOTKOM U
KOMMEHTApUSIMH K HUM?

HaIeXxamnen
1abopaTopHOit
npaktuku EADC

OLICHKY U O0CY>KICHHE
PE3yIbTATOB U BHIBOJIbI?

MOJIMYHKT "" mMyHKTa
65 I[paBun
HaIeXxanen
1abopaTopHOit
npaktuku EADC

3aKJIIOYEHUE TIPEICTABUTEIIS
COK ¢ mpuiioxeHueM CIucka
MIPOBEICHHBIX MHCIIEKIIMH 110
MCCJIEIOBAHUIO C YKa3aHUEM
HX JIaT, OTYETOB O
MPOBEIAEHHBIX IIPOBEPKaX C
YBEIOMJICHHEM PYKOBOJCTBA
HCCJICIOBATCIbLCKOM
1ab0opaTopuu U PyKOBOJIUTENS
HCCIICAOBaHUA?

nyn

MOAMYHKT "3" mMyHKTa
65 I[paBun
HaIeXxanen
n1abopaTopHOii
npaktuku EADC

UHPOPMALIHIO O MECTax

MOANYHKT "u" MyHKTa

XpaHEeHUs IIaHa, mpoo 65 IlpaBun

HCCJIEyEMOTI'0 BEIIECTBA HajyIexalen

(JlekapCTBEHHOTO CPEJICTBA) U | JIaOOpAaTOPHOM

00pa3IoB CpaBHEHHS npaktuku EADC

(KOHTPOJIBHBIX 00PA3IOB),

NEPBUYHBIX JAHHBIX

3aKJIFOYUTETIBHOTO OT4eTa?

2.25 | XpaHsTcs M B apXHUBaXx:

TIJIaH UCCIIEIOBAHMS, nyHKT 66 [TpaBun

NEepBUYHbIE JaHHbIE, TPOOBI Ha/IIexalein

HCCJIETyEMOTI'0 BElIeCTBa nabopaTtopHoOi

(IexapcTBeHHOTO cpencTBa) U | mpakTuku EADC

00pa310B CpaBHEHUS

(KOHTpPOJIBHBIX 00pa3LoB) U

3aKJIFOUYNTEIIBHBIN OTYET O

KaXJIOM HCCIIeIOBaHUH?

JIOKYMEHTBI O MIPOBEIECHHBIX yHKT 66 [IpaBun

WHCTICKIIUSX U ayAuTax? HaJuIexalen
nabopaTopHOI
npaktuku EADC

JIOKYMEHTHI O KBITM(PUKAMIX, | TTYHKT 66 [TpaBun

00y4YeHHH, OIBITE U Ha/IIexaIei

JOJIKHOCTHBIE MHCTPYKLIUN nabopaTtopHoOit

nepcoHana’? npaktuku EASC




JIOKYMEHTBI i OTYETHI 00 yHKT 66 [IpaBun
WCTIONIb30BaHUU M KATMOPOBKE | HA/IeXKAIIeh
obopynoBaHus? nabopaTopHOU
npaktuku EADC
JIOKYMEHTBI O BAJIMIAIUU nyHKT 66 [TpaBun
KOMIIBIOTEPU3UPOBAHHBIX HaJyIexKalen
cucrem? n1abopaTopHOit
npaktuku EADC
JIOKYMEHTBI 000 BCEX yHKT 66 [IpaBun
npeasiaymux COIT? HaJUJIekKaIlen
nabopaTopHOU
npaktuku EADC
JIOKYMEHTBI O KOHTPOJIE yHKT 66 [IpaBun
COCTOSTHHS OKPY KarOIEH HaJlJIe)Kallen
cpenbi? nabopaTopHOU
npaktuku EADC

2.26 | Opopmieno mu nyHKT 66 [IpaBun
JIOKYMEHTaIbHO HaJIeXKalen
OKOHYATEJIbHOE PELICHHUE O nabopaTopHOI
BPEMEHHU XPaHCHUS JTFOOBIX npaktuku EADC
MaTepUaioB UCCIIETOBaHUSA?

2.27 | JIoCcTyIl K apXHUBY UMEECT nyHKT 68 [IpaBun
TOJIKO TIEPCOHAII, HaJuIeXKalen
YIIOJIHOMOYEHHBIN nabopaTopHOi
PYKOBOJCTBOM? npaktuku EADC

2.28 | Peructpupyertcs nu nyHKT 68 [IpaBun
NepeMeIIeHUE TaHHBIX U3 HaJyIexalen
apxuBa B apxuB? nabopaTtopHoit

npaktuku EADC

4. Bun KOHTPOJIBHOT'O (HAO30PHOTO) MEepOoNpMUAaTUA:

5. JlaTa 3aNOoJIHEHMS NPOBEPOYHOTO JIMCTA: .

6. OOBEKT TOCYyIapCTBEHHOTO KOHTpOJg (Hazms3opa), B OTHOWEHUM KOTOPOIO
NIPOBOIMUTCSA KOHTPOJIbHOE (HAA30PHOE) MEPONPUSATHUE: .

7. PaMmiMa, MMSA M OTYECTBO (IPM HaIMUMM) TpaxXIaHMHA MIM MHOUBUIOYAaJIBHOTO
NpennpuHMMaTessa, ero MIOeHTUMOMKALMOHHBIM HOMEep HajloTomjaTesbliMka U (Miam)
OCHOBHOM TOCYyHOapCTBEHHEM PeruCTPaUuMOHHBIM HOMEP VHOVBUOYAJIbEHOT'O
NpennpMUHMMaTesnsd, ampec perucTpaumnum TpaxInaHMHa NI VMHIMBUOYAJIBHOTO
NpennpuHMMaTessa, HaMMeHOBaHME ©OPUMAOMYECKOTO JMla, eTro UISHTUOMKALMOHHBINM
HOMEP HajJloTomJjaTesblMka M (MJIM) OCHOBHOM I'OCYIapCTBEHHHM PEeTMCTPAaLMOHHBIM
HOMEp, aIpec ©OPpUIMYECKOTO JMlla B IpelejlaxXx MeCTa HAXOXIEeHUS BPUINYECKOTO
aula, SBJARIMXCS KOHTPOJIMPYEMBIMM JIMLIAMU :

8. MecTo (MecTa) NpPOBEIEeHMS KOHTPOJILHOTO (HAaI30PHOTO) MEpONPUSaTUS C
3aloJIHeHMEM MPOBEPOYHOI'O JIMCTA:

9. PeKBUBUTH pPElEeHMsa KOHTPOJBHOTO (HAZ30PHOITO) oOpraHa O NPOBEeIeHUM
KOHTPOJILHOTO (Ham30pPHOTO) MEepOonpusaTus, IOONIMCaHHOTO YIIOJIHOMOYEHHEIM
OOJDKHOCTHEIM JIMIIOM KOHTPOJIBHOTO (HAI30PHOTO) opraHa:

10. YdueTHBI HOMEP KOHTPOJIBHOTO (HAaI30PHOTO) MEepONpMATUI:

11. JHoJxHOCTBH, OGamMuiausa M MHMUIMAJE JOJDKHOCTHOT'O JiMIla KOHTPOJIBHOTO




(Ham30pHOTO) oOpraHa, B IOJKHOCTHHE OOA3aHHOCTM KOTOPOI'O B COOTBETCTBUM C

[IOJIOXEHMEeM O BUIOE KOHTPOJA, IOOJKHOCTHEIM pPeIJIaMEeHTOM MUJIM IOJIDKHOCTHOM
MHCTPYKILMEN BXOIOUT OCYUECTBJIEHNVE I[IOJIHOMOUMI [0 BUIY KOHTPOJISI, B TOM UMCJIE
IPOBEIEHME KOHTPOJILHHX (HAO30PHHEX) MEPONPUATHUM, NPOBOIAMETO KOHTPOJILHOE

(HagB3OpHOE) MEepOoNpUATHE M 3alOJIHAKIETO NPOBEPOUHHIM JIMUCT :

12. Nopnucu IOJIXHOC THBIX JIAL KOHTPOJIBHOTO  (HaI30pHOTO) oOpTraHa,
Yy4acCTBYRIMX B IIPOBENEHUN KOHTPOJILHOTO (Ham30pPHOTO) MEePOIPUATUS :

(mospxHOCTHM, GaMMUIMM U MHULIMAJIHL)
13. [lognmchb PYKOBOIUTEI S TPYIIIIEL IOJIXKHOCTHEIX JIML, KOHTPOJIBHOTO
(Ham3opPHOTO) opraHa, Y4YacCTBYOIMX B IIPOBEIEHUM KOHTPOJIBHOTO (HAaI30PHOIO)

MEPONPUATUS .
(moymxHOCTE, GaMMIMS U MHULIVAJILL)




[Tpunoxenue N 9
K npukazy denaepanbHOi CITy:KObI

10 HaJ30py B chepe 3paBoOXpaHEHHUS
ot 02.12.2025 N 5803

dopma

QR-xox

[[POBEPOYHEI JIUCT
(CIMCOK KOHTPOJIBHEIX BOIIPOCOB, OTBETE Ha KOTOPEBIE

CBMUOETEJIECTBYKT O COOJNIIOOEHUM MM HeCOOJIIeHUN KOHTPOJIMPYEeMBIM

JIMLOM ODOfA3aTeJIbHEX TpeOOBaHMM) , MCHOJNb3yeMel demepalibHOM CJIyXOOou

0 Hazn30py B cbepe 3OPaBOOXPAHEHMS M €€ TePPMTOPMAJIBHEIMM OpI'aHaMM
Ip¥ OCyleCcTBJIeHnM (enepalibHOT'O I'OCYIaPCTBEHHOT'O KOHTPOJIS
(Hamsopa) B cbhepe oOpalleHMs JIEKAPCTBEHHBIX CPEeACTB
IJIs MEIVLMHCKOTO IPYMEHEHMS (KIMHUYECKME
MCCJIeHOBaHMSA JIEKAPCTBEHHEIX I[IPENAPaTOB)

1. HawumMeHOBaHMe BHUIa KOHTPOJS (HazIzopa), BKJIOUEHHOTO B EIMHEM PeecTp
BMIOOB benepanbHOTO TOCYyIapCTBEHHOTO KOHTPOJIS (Hanmsopa) :
2. HammMeHoBaHUeE KOHTPOJILHOT'O (Ham30pHOTO) opraHa VN  PEeKBUBUTEH

HOPMATMBHOTO IMPABOBOTO akTa o060 yTBepXIeHuM OGOPMEI MNPOBEPOUHOTO JIMCTA:

3. Cnmcoxk KOHTPOJIEHBIX BOIIPOCOB, OTpaXxamnmmx comepxaHue ob4ga3aTesibHBIX

TpeOOBaHUM, OTBETH Ha KOTOPHE CBUIOETEJILCTBYKT O COOJIOIOEHUM WM HeCOOJIOOEeHUU

KOHTPOJIMPYEMEIM JIMLIOM OOS3aTEeJIbHEIX TPeOOBaHMIL:




N CHucoK KOHTPOJIBHBIX BOIPOCOB, OTPAKAFOIINX PexBu3uThel HOpMaTuBHBIX | OTBETHI Ha BOMPOCHI, cojepkamtuecs | [Ipumeua
n/n coJiepKaHue 00s3aTeNIbHBIX TPeOOBaHUMN MIPABOBBIX AKTOB, C B CIiuCKe KOHTPOJIBHBIX BOIIPOCOB HUC
YKa3aHUEM UX CTPYKTYPHBIX
€/IMHHLL, KOTOPBIMH na HET HETPUMEHHUMO
YCTaHOBJICHBI 00s3aTEIBLHBIC
TpeOOBaHUS

Pemenne Cosera EBpasuiickoit Dxonomuueckord Komuccunm ot 3 Hos0ps 2016 r. N 79 "OO6 yrBepxkaeHuu [IpaBun Hammexaren
KJIIMHUYECKOW NMpakTuku EBpa3uiickoro skoHoMH4yecKoro coro3a" (BcTynuio B cuiy ais Poccuiickoit @enepanuu 6 mas 2017 r. SBnsercs
obs3aTenbHBIM 1 Poccutickoit denepanuu B cooTBeTcTBUU ¢ JloroBopoM o EBpa3zuiickoM 3KOHOMHYECKOM corosze oT 29 mas 2014 r.,
patuduipoBaHHbiM DeiepaibHBIM 3aKOHOM OT 3 OKT0ps 2014 r. N 279-@3 "O parudukaiuu gorosopa o EBpazuiickoM 3KOHOMUYECKOM
coro3e", BcTynuBIIMM B cuity aisi Poccuiickoii @enepanuu ¢ 1 saBaps 2015 r. (manee - [IpaBuna Haanexamieil KIMHUYECKON MPaKTHKU
EADC); ®enepanphbiii 3akoH oT 12 anpens 2010 r. N 61-®3 "O06 oOpamieHuu JeKapcTBEHHBIX cpeAcTB" (nanee - denaepanbHblid 3aKOH OT
12.04.2010 N 61-®3); Pemenue CoBera EBpasuiickoii skoHOMHUYeCKOM kKomuccuu oT 3 HosOpsa 2016 r. N 77 "O6 yrBepxkaenuu [IpaBun
HaJIeKaled MpOu3BOACTBEHHON MpakTHUKU EBpa3uiickoro 3KkoHOMHUYECKOro coro3a" (Bctymuio B cuiy juisi Poccuiickoit denepanun 7
ceHTs10pst 2023 r. SIBnsercs obs3arenbHbIM At Poccuiickoit @enepannu B coOOTBETCTBUU ¢ [loroBopom o EBpa3zuiickoM SKOHOMHYECKOM
cotoze oT 29 mas 2014 r., parupunupoBanusiM DenepanbHbIM 3aKOHOM 0T 3 OKTsA0ps 2014 1. N 279-®3 "O patudukanmu 10roBopa o
EBpasuiickoM 5KOHOMHUYECKOM CcOt03e", BCTYNUBIINM B cuiy [ Poccuiickoit @enepannu c 1 ssuBaps 2015 r. (nanee - [IpaBuna Hauiexaiei
npousBojicTBeHHOU npakTuku EADC); npuka3z denepanbHoil ciy:k0bl 0 Ha30pY B cdepe 3apaBooxpaHenus oT 17 urons 2024 r. N 3518
"O6 yrBepxkAeHHH TopsAka (apmMakoHaA30pa JIEKAapCTBEHHBIX MpenaparoB [UIsi MEAMIIMHCKOTO MpuUMeHeHus" (3aperucTpupoBaH
MunucrepctBoM toctuniuu Poccutickoit @enepanmu S5 centsiops 2024 r., peructpanmonasiii N 7939) (netictByer 1o 1 mapta 2031 r.) (manee
- [opsinok dhapmakonamzopa)

1. O0uIMe mMoI0KEHUA

1.1 |IIpoBoasTCs MU KIMHUYECKUE UCCIICOBAHUS yacTh 1.1 ctatbu; 38
JIEKapCTBEHHBIX MIPETMapaToB JJIsi MEIUIIMHCKOTO denepaabHOTO 3aKOHA OT
IIPUMEHEHHUS B COOTBETCTBUU C [IpaBnnamu 12.04.2010 N 61-®3

HaJyIeKaIen KInandeckoi npaktuku EADC?

1.2 |IIpoBoasITCS U KIMHHYECKHAE UCCIICIOBAHHUS qacTh 4 ctaThby 38, gacTh 1
JIEKapCTBEHHOIO IIpernapara Jjisi MEIULIMHCKOT O cratbu 39 denepabHOTO
IIPUMEHEHHsI HA OCHOBAaHUH pa3pelIeHus Ha 3akoHa ot 12.04.2010 N 61-




MPOBEACHUE KIMHUYECKOTO UCCIICTOBAHUS
JIEKapCTBEHHOTO TMperapaTa, BbIIaHHOTO
YIIOJTHOMOYEHHBIM (peiepaibHbIM OpPraHOM
HCITOJIHUTEILHOM BiacTu?

@3

1.3 |Ob6ecneyeHo aM PYKOBOJUTENIEM MEIUIIMHCKOM OpraHU3alliu, KOTOpas MPOBOIUT KIMHUYECKOE HCCIIEI0OBAaHUE JIEKAPCTBEHHOTO
npenapara Jijisi MeAUIUHCKOTO IPUMEHEHHUS:
Ha3HauCHHE MCCISIOBATEIS, OTBETCTBEHHOTO 3a yacThb 1 crateu 40
MIPOBEJICHUE TAKOTO UCCIIEIOBAaHUS U UMEIOIIIETO denepanbHOrO 3aKOHA OT
Je4eOHYI0 CIIeUATbHOCTh, COOTBETCTBYIOIIYIO 12.04.2010 N 61-®3
MIPOBOAMMOMY KIIMHMYECKOMY UCCIIEIOBAaHHIO, CO
CTakeM pabOoTHI IO TTPOrpaMMaM KITMHUIECKIX
UCCIIETOBAaHHM JIEKapCTBEHHBIX MPENapaToB HE
MeHee 4eM Tpu roja?
Ha3HA4YECHME COUCCIIEN0BATENICH U3 YHCIIAa Bpayeu qacTtb 1 crateu 40
MEAUIIMHCKOW OpraHU3aIiH 10 MPEeI0KEHUIO denepanbHOro 3aKOHA OT
OTBETCTBEHHOTI'O MCCIIEA0BATENS? 12.04.2010 N 61-@3

1.4 |CooOmiaer 11 pyKOBOAUTENb MEAUIIMHCKON yacTb 3.1 ctatbu 40
OpraHu3alMy B CPOK, HE MPEBBIIIAOIINI TPex ®denepaabHOTO 3aKOHA OT
pabouux JAHEH co AHS Havajia IPOBEICHUS 12.04.2010 N 61-®3
KJIIMHUYECKOTO MCCIIEJOBAaHUS JIEKAPCTBEHHOTO
npemnaparta Jiisi MEIULIUHCKOTO IPUMEHEHUs, 00
ATOM B YIIOJHOMOYEHHBIN (peiepanbHblil opran
VCIIOJTHUTEJIBHON BJIACTH, BBIIABIINN pa3peleHne
Ha MIPOBEICHUE TAKOTO UCCIIEIOBAHUS, 110
YCTaHOBJICHHOUM UM opme?

1.5 |IlpunsTo nu penieHne 0 MPUOCTAHOBICHUN yacthb 6 cratbu 40

KIIMHUYCCKOT'O UCCIICAOBAHUSA JICKAPCTBCHHOT'O
mnmpemnapara ajisd MEAUIUHCKOTO ITPUMCHCHU A

denepaqbHOrO 3aKOHA OT
12.04.2010 N 61-®3




PYKOBOJMTENIEM MEIUIIMHCKON OpraHu3aluu U
(unn) opranuzanuei, MoTy4YHUBIIeH pa3pelieHue
YIIOJTHOMOYEHHOTO (pe/IepaIbHOTO OpraHa
WCIIOJIHUTEJILHOM BJIACTU Ha OPraHU3aLIUIo
MPOBEACHUS KIIMHUYECKOTO UCCIEA0OBaHUS
JIEKapCTBEHHOT'O MIpernapaTa Jisi MEIUIIUHCKOTO
MIPUMEHEHHUS B CJIy4ae BO3SHUKHOBEHHS OMACHOCTHU
JUIS )KU3HU, 3JJ0POBbsI MALIUEHTA, YYaCTBYIOLIETO B
KIIMHUYECKOM HCCIIEIOBAaHUH JIEKAPCTBEHHOTO
npenapara Jijisi MeIUIIUHCKOTO PUMEHEHHUSI?

1.6

ObecrieyeHo 11 MPOBeIeHUE KIMHUYECKOTO
MCCIIE0BAHUS JICKAPCTBEHHOTO TIpenapara Jijist
MEIHUIIMHCKOTO MPUMEHEHHS B COOTBETCTBUH C
JIOTOBOPOM O MPOBEICHUN KIIMHUYECKOTO
UCCIIeIOBAHUS JIEKAPCTBEHHOTO MIpernapara s
MEJIUIIUHCKOTO IPUMEHEHHUS, 3aKIIF0YaeMbIM MEXKTY
OpraHu3allfeil, moyuyuBIlIei pa3penieHue Ha
OpraHU3aINIO TPOBEJACHUS TAKOTO UCCIIEIOBAHMUS, U
MEIULUHCKON OpraHu3anuen, OCyIecTBISIIOIIEH
MPOBEACHUE TAKOTO UCCIICTOBAHMS?

yacTh 1 cratbu 41
denepanbHOrO 3aKOHA OT
12.04.2010 N 61-®3

1.7

COI[Gp)KI/IT JIX JOTOBOP O MPOBCACHUN KIMHUYCCKOTO

HCCIICAO0BAaHUS JICKAPCTBCHHOI'O IIp€riapaTta ajd MEAUIUHCKOTO IPUMCHCHUS !

YCJIOBHS ¥ CPOKH MPOBEJCHUS JAHHOTO
HUCCIEI0BaHuA?

nyHKT 1 yactu 2 cratbu 41

denepanbHOro 3aK0Ha OT
12.04.2010 N 61-®3

ompeseraeHue o0Iel CTOMMOCTH MPOTPAMMBI
JTAHHOTO UCCJIEIOBAHUS C YKa3aHUEM CYMMBI,
MpeAHa3HAYAIOMIEHCS SIS BBITUIAT UCCIIEA0BATEIISAM,
coHcciiefoBaTesaM?

IYHKT 2 4yacTu 2 cTaThu 41

denepaqbHOrO 3aKOHA OT
12.04.2010 N 61-®3




orpeseneHue GopMbl MpeICTaBICHHs PE3yIbTaTOB
JAHHOTO UCCJIEI0BAHUS B YIIOJTHOMOYEHHBII
(denepanbHBIA OpraH UCIIOTHUTEIBHON BIacTU?

IYHKT 3 yactu 2 ctaTbhu 41

denepanbHOro 3aKOHA OT
12.04.2010 N 61-®3

1.8 |OGecnieueno a1 opranu3anue, mosryqnBIIeiH yactH 1, 14 crateu 44
paspelnieHre Ha OpraHU3aIMI0 TPOBEICHHS denepaabHOTO 3aKOHA OT
KJIIMHUYECKOT'O UCCIIEI0OBaHMS JIEKAPCTBEHHOIO 12.04.2010 N 61-®3
npenapara Jijisi MeIUIIMHCKOTO IPUMEHEHHS,

CTpaxOBaHHE PUCKA MPUIHMHECHHS Bpea KU3HU,
3JI0pOBBIO MAIMEHTA B PE3YNIbTATE MPOBEACHHUS
KIIMHUYECKOTO UCCIICIOBAHUS JIGKAPCTBEHHOTO
npenapara Jijisi MeIUIIMHCKOTO IIPUMEHEHHS 10
HayvaJia UCCIIC0OBAHUS 32 CBOM CUET, ITyTeM
3aKJIIOUYEHUS JOTOBOPA 00513aTEIILHOTO
CTpaxoBaHUsI?

1.9 | OGecreyeHo 1 COOTBETCTBHE CPOKOB JIOTOBOPA qacTh 7 crathu 44
00513aTEILHOTO CTPAXOBAHUS KU3HH H 370POBbS denepaabHOTO 3aKOHA OT
MalUeHTa, YYaCTBYIOIIETO B KIIMHUYECKUX 12.04.2010 N 61-®3
MCCIIEIOBAHMIX JIEKAPCTBEHHOTO Tpernapara,

CpOKaM MIPOBEJICHUS KIIMHHYECKOTO UCCIICIOBAHUS
JIEKapCTBEHHOT O Tpernapara’?

1.10 | Coznansl 11 (aiinsl UCCIeTOBaHMS B HaYaIe nyHkKT 8.1 [IpaBun
HUCCIENOBAHUS KaK B MECTE HAXO0XKICHUS HaIeXKaIed KIIMHUIEeCKON
uccienoBarens (MeIUIMHCKON OpraHu3alnm), Tak u | mpaktuku EADC
B oduce crioHcopa?

1.11 | CooTBeTCTBYET JIU IOPSAJIOK MPECTABICHUS nyHkT 12 [Topsaka

uHpopManuu o 6€30MacHOCTH B X0/1€
KJIMHUYECKUX uccieaoBanuii [IpaBunam
HaJyIexalen KInHndeckon npaktuku EADC?

bapmakoHa3zopa




2. TpeboBaHUsI K SKCIIEPTHOMY COBETY OpraHu3aiuy (He3aBUCUMOMY dTHUECKOMY KoMuTeTy) (naiee - 9CO (HOK)

2.1

O6ecnieueno i DCO (HOK) paccMmoTpenue cleayomux 10KyMEHTOB:

MIPOTOKOJIA UCCIIeIOBaHUS (TIOTIPABKH K
MPOTOKOITY)?

nyHKT 3.1.2 [IpaBun
HauIeKaled KINHHIeCKON
npaktuku EASC

MUCHMEHHOH (HOPMBI HHPOPMHUPOBAHHOTO COTIIACHUS
U €e MOCIeTyIoulel peakiny, IpeaiaracMon

HCCIIeI0BaTEIEM U MCIIOAb30BaHUS B
HUCCIIEIOBAHUU?

nyHKT 3.1.2 [IpaBun
HaJIeKalen KIMHUNYECKON
npaktuku EASC

OIKMCAHUI NeHCTBUIl, HAIIPABICHHBIX Ha
NPUBJICYCHUE CYOBEKTOB K YYaCTHIO B
UCCIIEIOBaHUHU (HAIPUMED, PEKIAMHBIC
0ObsIBIICHUS )?

nyHkt 3.1.2 [IpaBun
HaJyIeKaIen KIMHUYECKON
npaktuku EADC

MMCbMEHHBIX MaTepUaJIOB, KOTOpbIE OyAyT
MIPEOCTaBIIEHbl CYyObEKTaM HCCIIeI0BaHUA?

nyHKT 3.1.2 [IpaBun
HaJIexalled KINHHISCKOM
npaktuku EASC

OpOIIIOPBI UCCIE0BATENS?

nyHKT 3.1.2 [IpaBun
HaJIexalled KINHHISCKOM
npaktuku EADC

W3BECTHOUN HH(pOpMAIINH, Kacaroleics
Oe3omacHocTH?

nyHKT 3.1.2 [IpaBun
HaJuIeKanied KIIMHUYIEeCKOH
npaktuku EASC

nH(OPMAIIUY O BBITUIATAX M KOMITEHCAIUSIX
CcyOBeKTaM HCCIIeIOBAHUS?

nyHKT 3.1.2 [IpaBun
HaJuIeKaned KIIMHUIECKOM
npaktuku EASC




TEKYIIEH pelaKI[uu Pe3toMe UCCIE0BATENS U (1IN
JIPYTUX MaTepHaiOB, IOJTBEPIKIAIOIINX €TO
KBaJTM(PUKAIHIO?

nyHKT 3.1.2 [IpaBun
HauIexaled KINHHYECKON
npaktuku EASC

JIPYTUX JTOKYMEHTOB, KOTOPBIE MOTYT
notpedoBatbest DCO (HOK) muist BBIOTHEHUS €10
o0s13aHHOCTEH?

nyHKT 3.1.2 [IpaBun
HauIexaled KINHHIECKON
npaktuku EASC

2.2 |Paccmotpen nmu DCO (HOK) Bonpoc o mpoBeaenun | myHKT 3.1.2 [paBun
MpearaéMoro KIMHUYECKOT0 UCCIeI0BaHus B HaJJIeXallel KIMHIYeCKON
COOTBETCTBYIOIINE CPOKU? npaktuku EADC

2.3 | Beygan siu DCO (HOK) 3akmoueHue B mucbMeHHOM | yHKT 3.1.2 [TpaBun
BUJIE, YETKO UJICHTUDUIUPYS HCCIEA0BaHUE, HaJJIeXallel KIMHIYeCKON
pPacCMOTPEHHBIE TOKYMEHTHI U JAThI C npaktuku EADC
COOTBETCTBYIOIIUM PUHSATHIM perieHruem?

2.4 | Ouenun mu 3CO (HOK) cooTBercTBUE nyHKT 3.1.3 [IpaBun
KBaJTM(UKAIMN IPEJIaraéMoro UCCIEI0BATENs Ha | HAJIeKaIIed KITMHIYECKON
OCHOBAHMUU TEKYILEH peJaklii pe3roMe npaktuku EASC
uccienoBarens U (Uian) Ipyroi COOTBETCTBYIOIIEH
JOKyMeHTaIuu, 3anpoiiennoit 9CO (HOK)?

2.5 |Paccmarpusaer a1 DCO (HOK) nokymenTtanuto o |myHkT 3.1.4 ITpaBun
KaXX/IOMY TEKYIIEMY HCCIIEJOBAaHUIO C YaCTOTOM, Ha/IJIeKaIIeH KITMHUIECKOH
3aBUCSAIIEH OT CTENIEHH pHCKa, KOTOPOMY npaktuku EADC
MIOJIBEPTarOTCs CyOBEKTHI HCCIIEIOBAHMUS, HO HE
pexe 1 pa3a B ron?

2.6 |Paccmotpen mu 3CO (HOK) pazmep u mopsaok nyHkT 3.1.8 IlpaBun

BBIIUIAT CyOBEKTY UCCIIEeI0OBaHUS, UTOObI YOeIUThCS
B OTCYTCTBUH HEOOOCHOBaHHOM
3aMHTEPECOBAHHOCTH WUJIM MPUHYKIACHUS CYObEKTOB

HaJuIeKaned KIMHUIECKOH
npaktuku EASC




HUCCIIEIOBAHUS?

2.7 | Yoenuncs mu 3CO (HOK) B Tom, uto nndopmanus, |myHKT 3.1.9 [Ipasun
Kacarolascs BbIILIAT CyObEKTaM UCCIIeI0BaHUs, Ha/iIeKalel KIMHNYECKO
BKJIIOYast CIOCOOBI, pa3Mep, HaunCIIeHue 1 nopsaok | nmpaktuku EADC
BBIILJIAT, OTpa’ke€Ha B MUCbMEHHOM hopme
MH(GOPMHUPOBAHHOTO COTIIACHUS H B JIOOBIX APYTHX
IIPEJOCTABIIAEMBIX CYOBEKTaM UCCIIEI0OBAHUS
Marepuanax?

2.8 |Bxoaut M qocTaTOYHOE YUCIIO JIKI, OOnanaronmx B | myHKT 3.2.1 [TpaBun
COBOKYITHOCTU HE0OX01uMOH KBanudukanueil u Ha/iIeKalel KIMHUYEeCKO
OIIBITOM JJISl PACCMOTPEHHUS U IPOBEJCHUS npaktuku EADC
HKCHEPTHON OLIEHKU HAyYHBIX, MEAULIMHCKUX U
ATHUYECKUX ACHEKTOB INIAHUPYEMOIO UCCIIETOBAHUS
B coctaB DCO (HOK)?

Bener mu 3CO (HOK) nepedens Bxonsaumx B Hero | myHKT 3.2.1 [IpaBun
YJICHOB C YKa3aHHUEM HUX KBaJM(UKAIH? HaJJIexalel KIMHUYECKON
npaktuku EASC

2.9 |Ocymectsiser mu 9CO (HOK) nesarenbHOCTS B nyHKTHI 2.13, 3.2.2 [IpaBun
COOTBETCTBHUH C JOKYMEHTaJIbHO OOPMIIEHHBIMU | HAaJIeKaIlled KIMHUYECKON
pabouumu npoueaypamu? npaktuku EASC

2.10 | Joxymentupyet n1u 9CO (HOK) coro padoty? nyHKT 3.2.2 [IpaBun

HaJuIeKanied KIIMHUIeCKOn
npaktuku EASC

2.11 | Benet mu 9CO (HOK) npoTokouisl 3aceqanuii? nyHKT 3.2.2 [IpaBun

HaJuIeKaned KIMHUIECKOH
npaktuku EASC




2.12

CootserctByet 1u aestenbHocTh ICO (HOK)
[IpaBunam Hajuie)kaend KIMHAYECKON MTPAKTUKU
EADC n npuMeHUMBIM TpeOOBaAHHSIM
3aKOHOJATEIHCTBA TOCYAAPCTB - YICHOB
EBpa3uiickoro 3kOHOMHU4€ECKOIo cor3a’?

nyHKT 3.2.2 [IpaBun
HauIexaled KINHHYECKON
npaktuku EASC

2.13

[Mpunsn mu pemmenre 9CO (HOK) Ha 00bsIBIEHHBIX
3acelaHusAX MPU HAIMYUK KBOPYMA, OIIPEICIIEHHOTO
pabourmu rporeypamu?

nyHKT 3.2.3 [IpaBun
HauIeKaled KINHHIeCKON
npaktuku EASC

2.14

VYyacTBOBaJIM JIM B TOJIOCOBAHUHU (BBICKA3BIBAIH JIN
CBOE MHEHHE) U (UJIM) JaBaIM PEKOMEHIAllUN
TOJIBKO HE3aBUCUMBIC OT UCCIIEIOBATENS YWICHBI
3CO (HOK), mpuHuMaBIiie HEMOCPeICTBEHHOE
y4acTHe B paCCMOTPEHUU JOKYMEHTAIIUH 110
UCCIIETIOBAHHIO U 00CYXIeHUN?

nyHKThI 3.2.1, 3.2.4 IlpaBun
HaJIeKalen KIMHNYeCKON
npaktuku EASC

2.15

OOecnieueHO JIM HEIOMYIICHUE K YYaCTHIO
HCCIICIOBATENISl B IPSHUSX WIX B TOJIOCOBAaHUU
(BeIpaboTke MHeHUS) DCO (HOK)?

nyHkt 3.2.5 IIpaBun
HaJyIeKaIen KIMHUYECKON
npaktuku EASC

2.16

Pa3paboransl, qokymenTanbHo odopmiiensl u cobmoaens! i DCO (HOK) crangaptHeie pabodrie mpoleaypsl, periaMeHTHPYIOIINE:

cocTaB (¢amuius 1 kBanudukaius wieHos 2CO
(HOK) n yupeausmmii ero opran?

nyHKT 3.3.1 [IpaBun
HaJyIeKanied KIIMHUYIeCKOn
npaktuku EASC

MOPpAIOK HA3HAUCHU A SaCCHaHHﬁ?

nyHKT 3.3.2 [IpaBun
HaJyIeKanied KIIMHUYIeCKOn
npaktuku EASC

onosenienus wieHoB DCO (HOK) o npencrosmux
3aceaHusX?

nyHKT 3.3.2 IIpaBun
HaJIeXKalled KIMHNYECKON




npaktuku EASC

OpraHM3alMIo 3aceAaHni?

nyHKT 3.3.2 [IpaBun
HauIexaled KINHHIECKON
npaktuku EASC

MOPpAHOK IICPBUYHOI'O U IMOCJICAYIOLICTO
pPacCMOTPCHUA JOKYMCHTAIIUHU 110 I/ICCJ'IG,I[OBaHI/IIO?

nyHKT 3.3.3 [IpaBun
HauIeKaled KINHHIeCKON
npaktuku EASC

NEPpUOANYIHOCTD MOCIICAYIOUICTO paCCMOTPCHUA
AOKYMCHTAIIUHU 10 I/ICCJ'IG,Z[OBaHI/IIO?

nyHKT 3.3.4 [IpaBun
HaJIeKamen KIMHUYECKON
npaktuku EASC

MOPSAJIOK YCKOPEHHOT'O PACCMOTPEHUS
JOKYMEHTAIH, B COOTBETCTBUH C IPUMEHUMbBIMU
TpeOOBaHUSAMU TS 0100pEHNUs (BBIAAYH
3aKJIIOYEHHUS) IPY HE3HAYUTEIbHOM U3MEHEHHUH B
TEKYIIUX UCCIIEAOBAHMSIX, YK€ TIOTYIHBIINX
onobpenue (3axmouenue) 9CO (HOK)?

nyHKT 3.3.5 [IpaBun
HaJIeKalen KIMHNIYECKON
npaktuku EASC

HEJOMYCTUMOCTh BKJIIIOYCHHS CYObEKTOB B
uccienoanue 1o toro, kak 9CO (HOK) Beigact
MMCEMEHHOE 0/100peHue (3aKTI0YeHNE) Ha
MIPOBEACHUE UCCIICIOBAHNSA?

nyHKT 3.3.6 [IpaBun
HaJuIeKanied KIIMHUYIeCKOH
npaktuku EASC

HEOMYCTUMOCTh OTKJIOHEHHUS OT MPOTOKOJIA WU
€ro U3MEHEeHHH 0e3 npeBapuTeIbHOTO
MIMCBMEHHOT0 0J00peHNs (3aKIIIOUEHUS)
cooTBeTcTBYIOmUX monpaBok DCO (HIK), 3a
UCKITIOYEHHEM TEX CITy4aeB, KOTJa U3MEHEHUS
HaIIPaBJICHbI HA YCTPaHEHHUE HENTOCPEACTBEHHON
yTpo3bl CyOBEKTaM HCCIIEJOBaHMSI UITH, KOTAa

nyHKT 3.3.7 [IpaBun
HaJIexalled KINHHIeCKOM
npaktuku EADC




W3MEHEHHUS KacaloTCs TOJIBKO aIMAHUCTPATHBHBIX H
MaTepHATbHO-TEXHUYECKUX aCIIEKTOB UCCIICTOBAHHS
(Hampumep, CMEHa MOHUTOpPA, U3MEHEHHE HOMEpa
TenedoHa)?

00513aHHOCTh MCCIICI0BATESI He3aMeITUTEIILHO
coobmiate ICO (HOK) 00 OTKIIOHEHHUSIX OT
IIPOTOKOJIA WJIM U3MEHEHUAX IMPOTOKOJIA,
MPOU3BCACHHBIX MJIA YCTPAHCHUA
HETOCPEJCTBEHHOM yrpo3bl CyOhEKTaM
HCCIIeIOBaHUS?

nyHkT 3.3.8 [IpaBun
HaJUJIeXKalEen KIMHUYECKOU
npaktuku EADC

00513aHHOCTB MCCIIEIOBATEINS HE3aMEIITUTEIHHO
coobmats ICO (HOK) 06 nusmenenusx,
YBEIMYUBAIOIINX PUCK ISl CYOBEKTOB
UCCIIEIOBaHMS U (MJTH) CYIIECTBEHHO BIIHMSIONIUX HA
IIPOBEJICHUE UCCIIE0BaHUsA?

nyHKT 3.3.8 [IpaBun
HaJIeKamen KIMHUYECKON
npaktuku EASC

0053aHHOCTh MCCIICI0BATEIIS HE3aMEITUTEIIHHO
coobmate ICO (HOK) 060 Bcex cepbe3HbIX
HCMPCABUACHHBIX HEXKECIATCIbHBIX peaKHI/IHX?

nyHKT 3.3.8 [IpaBun
HaJIexalled KINHHISCKOM
npaktuku EADC

005I13aHHOCTh UCCIIEIOBATEISI HE3aMETUTEIILHO
coobuate ICO (HOK) 0 HOBBIX 1aHHBIX, KOTOPbIE
MOT'YT CBHJIETEIILCTBOBATH O BO3pACTAaHHU PUCKA
17151 cyOBEKTOB UCCIIeIOBAHUS WM HEOIArOTPHATHO
MOBJIMSTH HA XOJ UCCIIEI0BaHUA?

nyHKT 3.3.8 [IpaBun
HaJIexalled KINHHISCKOM
npaktuku EADC

o0s3anHOCTH DCO (HOK) HezamennmurensHO B
MUCHbMEHHOM BHJI€ COOOIIATh UCCIIEA0BATEIIO
(MeIMIMHCKON OpraHu3alin) O CBOMX PelIeHUsX
(3aKITIOYEHMSIX ), KACAIOIIMXCS UCCIIEA0BAHNUS, U
MIPUYMHAX WX BHIHECCHUS?

nyHKT 3.3.9 [IpaBun
Hajiexxamnied KIMHU4IecKoin
npaktuku EADC




o6s3arrOCTE DCO (HOK) He3amemuTensHO B
MMCBMEHHOM BHJIE€ COOOIIATh UCCIIEI0BATEINIO
(MEIMIIMHCKOM OpraHU3alliK) O MPUYNHAX
MPUHATHUS PEIICHUNA?

nyHKT 3.3.9 [IpaBun
HauIexaled KINHHYECKON
npaktuku EASC

obs3anHoCcTh DCO (HOK) He3aMemuTeIbHO B
MMMCEMEHHOM BHJIE COOOIIATh HCCIIETOBATEIIO
(MEIMIIMHCKOM OpraHU3aluu) O MOPSIIKE
00aJIOBaHUS PEIICHHIA?

nyHKT 3.3.9 [IpaBun
HaJUJIeXKalEen KIMHUYECKON
npaktuku EADC

2.17

Xpanut 1 9CO (HIOK) otHOCAMIIYIOCS K
HCCIIETIOBAaHUIO TOKYMEHTAIHIO (B YACTHOCTH,
MIMCbMEHHBIE TPOLEAYPbI, IEPEYHHU CBOUX UYJIEHOB C
yKa3aHHUEM poja JesTeIbHOCTH U MecTa padoThI,
IIPEIOCTABIIEHHBIE HA PACCMOTPEHUE JOKYMEHTHI,
MIPOTOKOJIBI 3aCeIaHUI 1 KOPPECIIOHICHIINIO) B
TEYEHHE HE MEHee 3 JIET M0Cye 3aBepIICHUS
UCCIIEIOBAHUS U MPEAOCTABIISIET €€ M0 TpeOOBaHUIO
YIOJTHOMOYEHHBIX OpraHOB?

nyHKT 3.4 [IpaBun
HaJIeKalen KIMHUNYECKON
npaktuku EASC

3.Tp

e00BaHU K UCCIIEI0BATEIIO

3.1

NmeeT mu ucciieioBaTenh COOTBETCTBYIONTUE
KkBanM(uKaimo, oopasoBanue, MpophecCHOHATHHYIO
IMOATOTOBKY U OIIBIT, ITO3BOJIAIOMIUC €MY IIPUHATH HA
ce0s OTBETCTBEHHOCTh 3a Ha/AJIe)Kallee MPOBEICHNE
KJIMHUYECKOTO MCCIIeIOBAHNsA?

nyHKTHI 2.8, 4.1.1 IIpaBun
HaJIekKamen KIMHUYECKON
npaktuku EADC

3.2

CooTBeTCTBYET U MOATBEP:K/IEHA JIM KBAIU(UKAIIUS
UCCIIeIoBaTeNs IPUMEHUMBIM TPeOOBaHUSM,
aKTyaJIbHbIM pe3toMe U (WIK) APyTUMU
JOKyMeHTaMu?

nyHKT 4.1.1 [IpaBun
Hajiexxamnied KIMHU4IecKoin
npaktuku EADC




3.3

O3HaKOMIIEH JIM UCCIIEA0BATEND C IPABUIAMHU
HaJJIeXkaIlero IpUMEHEHHs HCCIIEyeMOrO
Ipenapara, U3JI0)KEHHbIMU B IIPOTOKOJIE, TEKYILEH
penakuuu OpoLIIOphl UCCIIEA0BATENs, UHCTPYKIMH
110 IPUMEHEHHIO (00IIeH XapaKTepHUCTUKOM
JIEKapCTBEHHOT'0 Mpernapara) U Jpyrux HCTOYHHUKAX
nH(pOpMaINH, IPETOCTABICHHBIX CIIOHCOPOM?

nyHKT 4.1.2 [IpaBun
HauIeKaled KINHHIECKON
npaktuku EASC

3.4 |CobOmonaet nu uccienosatens [paBuna nyHKT 4.1.3 [IpaBun
HaJJiexalen kiimandecko npaktuku EADC u HaJjiexalled KIMHUISCKON
MIPUMECHHUMEBIE TPEOOBaHMUs? npaktuku EADC; yacts 1.1

cratbu 38 denepaabHOrO
3akoHa ot 12.04.2010 N 61-
o3

3.5 |CogeiicTByeT 1 UccleqoBaTeNb (MEIUIIUHCKAS nyHkT 4.1.4 IIpaBun
OpraHu3alys) MPOBEICHUIO CIIOHCOPOM HaJyIeKaIel KIMHUYECKOU
MOHHUTOPHHTA U (WJIH) ayJIUTa, a TAKKE npaktuku EADC
YIOJIHOMOYEHHBIMA OpPTaHaMH WHCTICKIIUNA?

3.6 |Bemer mu ucciieoBarens NepedeHb 00JIaJAr0IIIX nyHKTHI 2.8, 4.1.5 TIpaBun
HE00X0AMMON KBaTH(pUKaMeH JINL, KOTOpbIE 110 HaJUIe)Kallel KIMHUYECKOU
€ro MOPYYEHHUIO OCYIIECTBIISIOT ONPEICICHHYIO npaktuku EADC
NEeSATEIbHOCTh B PAMKAX MCCIIEIOBAaHUA?

3.7 |Pacmonaraer ju uccaen0BaTeNb JOCTATOUHBIM nyHkT 4.2.3 IIpaBun
KOJIMYECTBOM KBAIM(PUITIPOBAHHBIX COTPYTHUKOB B | HAJJIeKAaIIEeH KIMHUYECKOU
MIePHUOJ] KCCIEAOBaHUS Il TOTO, YTOOBI TpoBecTH | mpakTuku EADC
9TO MCCIICIOBAaHUE HAICKAITUM U O€30TTaCHBIM
obpazom?

3.8 |Pacmonaraer nu uccnenoBaTeNnb JOCTATOYHBIM nyHkT 4.2.3 IlpaBun

KOJINYECTBOM MaTe€pUAIIbHBIX PECYPCOB

HaJuIeKaned KIIMHUIECKOM




(mometieHust, 060py10BaHKE) B IIEPUO]L
UCCIIEIOBAHUS JIJIs1 TOTO, YTOOBI MPOBECTH 3TO
UCCIIeIOBAaHHNE HA/IJICKAIIUM U 0€301acHBIM
obpazom?

npaktuku EASC

3.9 |O6ecnieueHO 7M1 W TOATBEPKICHO O3HAKOMJICHHE MCCJIEIOBATENs, COHMCCIIEoBaTeNeii M BCEMH 3aHATHIMH B KIMHUYECKOM
UCCIIEIOBAaHUH COTPYAHUKAMHU:
¢ OpolIOpoi uccienoBaress, IPOEKTOM IpoToKosa |MyHKT 4.2.4 IlpaBun
KIIMHUYECKOTO UCCIIEeIOBAaHUS U IPYTUMHU HaJJIeXallel KIMHIYeCKON
MaTepuagaMH TaKoro UCCIIEIOBaHUs? npaktuku EADC, wactp 3
cratbu 40 OenepaabHOrO
3akoHa ot 12.04.2010 N 61-
@3
CO CBOMMH (PYHKIHSIMH U 00S3aHHOCTSAMU? nyHKT 4.2.4 IIpaBun
HaJyIeKaIen KIMHUYECKON
npaktuku EADC
3.10 | OcymiecTBsieT U HCCIeA0BaTENb BHIOOD yacTh 2 cTateu 40
MAIMEHTOB, KOTOPHIE 10 MEAUIIMHCKUM MOKa3aHusM | DenepaabHOro 3aKoHa OT
MOTYT OBbITh IPUBJICUYEHBI K YYaCTHIO B 12.04.2010 N 61-®3
KIIMHAYECKOM HCCIIeIOBAaHUHU JIGKAPCTBEHHOTO
npemnapara Juist MEAMIIMHCKOTO MTPUMEHEHUs?
3.11 | O6ecnieueHo ¥ MPOBEACHNUE KITHHUYECKOTO qacThb 6 cratbu 43

WCCTIEIOBAHUS JICKAPCTBEHHOTO TIpenapara Jijist
MEIUIIMHCKOTO MIPUMEHEHHSI 0€3 yJacTHs B
KAa4eCTBC IMAIITUCHTOB CY6T)€KTOB, OTHOCAIINXCA K
YSI3BUMBIM KaTETOpPUsIM Ipak/iaH, IEPEUUCICHHBIM B
yactu 6 ctatbu 43 DenepaabHOro 3aKOHa OT

12.04.2010 N 61-®3?

denepanbHOTO 3aKOHA OT
12.04.2010 N 61-®3




3.12

Ob6ecrieueHo 1 UccaenoBaTesieM (MeIUIUMHCKON
opraHusaliyieii) Bo BpeMs U Mo 3aBEpLICHUH Yy4acTus
CyOBEKTa B UCCIIEIOBAHUN OKa3aHUE CYOBEKTY
UCCIIeIOBaHMS HEOOXOAUMOI MEeTUIIMHCKOMN
MIOMOIIIH B CJIy4a€ BO3SHUKHOBEHUS JIFOOBIX
CBSI3aHHBIX C UCCJIEJOBAHUEM HEXKeNaTeIbHbBIX
SIBIICHUH, BKITIOYAs] KIIMHUYCCKU 3HAYNMBIS
M3MEHEHHU J1a00paTOpHBIX MoKa3aTesen?

nyHKT 4.3.2 [IpaBun
HauIexaled KINHHYECKON
npaktuku EASC

3.13 | UndopmupoBan U CyObEKT HCCIEI0BaAHUS nyHKT 4.3.2 [IpaBun
uccrieoBaTeneM (MEIUIMHCKOW OpraHu3aliei) 0 | HaaeKaned KITMHIYeCKOR
CTaBIIHUX U3BECTHBIMU HCCIIEIOBATEIIO npaktuku EADC
MHTEPKYPPEHTHBIX 3a00JI€BaHUAX, TPEOYIOIINX
MEIAUIIMHCKOW MOMOIIH?
3.14 | [TonydeHo nu uccienoBareneM (MEIUIIMHCKON OopraHu3anueil) mepes TeM Kak HadaTh MCCIEeNOBaHHE MUCbMEHHOE W TaTUPOBAHHOE

onobpenue (3axmouenue) ICO (HOK):

IIPOTOKOJIAa UCCIIEJOBAHUS?

nyHKT 4.4.1 [IpaBun
HaJIeKallen KIMHNYECKON
npaktuku EADC

MUCbMEHHON (hOpMBI HHPOPMUPOBAHHOTO COTIACHS
U €€ MOCIENYIOINX peaaKknuii?

nyHKTH 4.4.1, 4.8.1 TlpaBun
HaJIexalled KINHHISCKOM
npaktuku EADC

Mep, HaIlpaBJICHHBIX Ha MPUBJICYCHNE CYOBEKTOB K
Y4YacTHIO B UCCIIEIOBAaHUM (HANIpUMeEp, PEKIaMHBIX
00BsIBICHMI)?

nyHKT 4.4.1 [IpaBun
HaJjIexxalled KINHNIeCKOM
npaktuku EADC

IITMCBMCHHBIX MaTepI/IaJ'IOB, KOTOpLIe
MpeoaraeTcs MpeIoCTaBUTh CyObeKTaM
uccieqoBanusn?

nyHKThI 4.4.1, 4.8.1 IIpaBun
Hajiexanied KIMHU4IeCcKoi
npaktuku EADC




3.15 | [IpenocTaBiieHsl U KcchaeaoBareneM (MEIUIIMHCKONM opraHu3amueii) BMecre ¢ npyrumu nokymearamu DCO (HOK):

TOCITICAHSS PEAAKIUsl OPOIIIOPBI UCCIIEIOBATEIS? nyHkT 4.4.2 IpaBun
HauIexaled KINHHIECKON

npaktuku EASC
HOBas peIakius OpOIIIOpBI UCCIEI0BATENS, €CIIN nyHKT 4.4.2 [IpaBun
Opoutopa uccienoBaress Obljia JOMOJIHEHA B XO/€ | Ha/UleKalled KIMHUYECKOM
UCCIIEIOBaHUs? npaktuku EASC
BCE IOJIIEKAIINE PACCMOTPEHUIO JOKYMEHTHI? nyHKT 4.4.3 [IpaBun
HaJIeKamen KIMHUYECKON
npaktuku EASC
3.16 | OGecnieueHo u KccaeaoBaTeneM (MEIUIIMHCKON nyHKTHI 2.6, 4.5.1 IlpaBun
opraHu3anyeil) NpoBeIeHUE UCCIIEI0BaHMS B Ha/iIeKaled KIMHUYEeCKOi

COOTBETCTBUH C IPOTOKOJIOM, COTJIaCOBAaHHBIM CO npaktuku EASC
CIIOHCOPOM M ITPU HEOOXOIMMOCTH ¢
YIOOJHOMOYCHHBIMU OpraHaMy U pa3pClICHHBIM

(omo6pennnim) DCO (HOK)?

3.17 | O6ecnieueHo ¥ MOAMMCAHUE TPOTOKOIIA HIIH nyHkT 4.5.1 IIpaBun
OTHEIBHOTO JIOTOBOPA UCCIENOBATENEM HaJuIeKanied KIIMHUYIeCKOH
(MeIuIMHCKON opranu3aiueil) 1 ClIoHCOPOM B npaktuku EADC

MOATBEPKICHUE TOTOBOPEHHOCTH?

3.18 | OOBsSICHEHBI JTH U IOKyMEHTAILHO 0(pOpPMIICHBI nyHKT 4.5.3 [IpaBun
HCCIIEIOBATENIEM WA Ha3HAYEHHBIM UM JINLIOM HaJJIeXkKalel KIMHUIECKON
J00BIE€ OTKJIIOHEHUS OT YTBEPKJIEHHOTo npoTokona? | npaktuku EADC

3.19 HaHpaBJ’ICHH Ju B KpaTqaﬁHme CPOKH HCCICHOBATCIICM WJIM HA3HAYCHHBIM UM JIMIOM OIIMCAHUC OTKJIOHCHHMI MM HU3MEHEHHU C
YKa3aHUEM UX IIPHUYHH U ITPU HGO6XOJII/IMOCTI/I npeaiara€MaI€ IMOMnpaBKU K IMIPOTOKOJY:

OCO (HOK) nnst paccMoTpeHus u 0A00peHUs nyHKT 4.5.4 TlpaBun




(BpIIaUM 3aKITIOYCHUS)?

HaJuIeKanied KIMHUYIEeCKOn
npaktuku EADC

CIIOHCOPY IJIA COTJIAaCOBAHMA C HUM?

nyHKT 4.5.4 [TpaBuin
HaJUJIeXKaEen KIMHUYECKON
npaktuku EASC

YIHOJIHOMOYCHHBIM OpraHam IIpu HGO6XO,I[I/IMOCTI/I?

nyHKT 4.5.4 [TpaBun
HaJUJIeXKaEen KIMHUYECKON

npaktuku EADC
3.20 | Benetcst nu uccnenoBarenaeM (MEAULIUHCKONW OpraHu3alueii), ante4HbM paOOTHUKOM HJIM MHBIM YIIOJHOMOYEHHBIM HCCIIE10BaTEIeM

JIUIIOM YYET:

IIOCTABOK IIPENapaToB B UCCIEA0BATENbCKUI LIeHTP? | MyHKT 4.6.3 [1paBuin
HaJIeKalen KIMHNIYECKON
npaktuku EASC

(haKTHYECKOro KOJIMYEeCTBa MpenapaToB B ieHTpe? | myHKT 4.6.3 [IpaBun
HaJUIe)Kalled KIIMHUYECKOU
npaktuku EASC

HCIIOJIb30BaHHUS MIPENapaToOB KaKIbIM CYOBEKTOM nyHKT 4.6.3 [IpaBun

UCCIIEIOBaHMs? HaJJIeXkKalel KIMHUIECKON
npaktuku EASC

BO3Bpara MpenapaTa CoHCOpY JIMO0 HHOTO nyHKT 4.6.3 [IpaBun

pacrnopsKeHHs HEMCIIOJIb30BaHHBIMU NTpenapaTaMu? | HaajaexKaleil KIIMHUYeCKoM
npaktuku EASC

3.21 | BKiroyaroT JIM 3alMCH IO y4YeTy B ce0sl 1aThl, nyHKT 4.6.3 [IpaBun

KOJIM4YECTBO, HOMepa napTuii (cepuit), Cpoku
TOAHOCTH (TJie MPUMEHUMO) U YHUKAJIbHBIE KOJIbI
HCCIIETyeMBbIX MIPenapaToB U CyOBEKTOB

HaJuIeKaned KIIMHUIECKOM
npaktuku EASC




HUCCIIEIOBAHUS?

3.22 | Benet nu ucciienoBarens 3aImcH, nyHKT 4.6.3 [IpaBun
HOJTBEPXKAAOLIHNE, YTO CYOBEKTHI HCCIEJOBAHUS Ha/iIeKalled KIMHUYEeCKOi
MOJIy4aJld UCCIIEIyEMbIE Mpenaparsl B 103aX, npaktuku EADC
IIPEYCMOTPEHHBIX IPOTOKOJIOM, B KOJIMUYECTBAX,

COTJIACYIOUIUXCS C OOIIMM KOJIMYECTBOM
HCCIIElyeMbIX IIPENapaToB, NOJYYEHHbBIM OT
crioHcopa?

3.23 | OGecrieyeHo I HCCIeI0BaTeIeM UCTIONb30BaHue | yHKT 4.6.5 [IpaBun
HCCIIElyeMbIX IIPENapaToB TOJbKO B COOTBETCTBUU C | HAAJIEXKAIEH KIMHUYECKON
YTBEPKACHHBIM IIPOTOKOIOM? npaktuku EASC

3.24 | OOBSICHEHBI JIX UCCIICZIOBATEIICM HITU nyHKT 4.6.6 [IpaBun
YIIOJIHOMOYEHHBIM HccieioBaTenaeM (MeIUIMHCKON | Haaexalied KIMHUYECKON
OpraHU3aIKe) IMIIOM KaXI0MY CYOBEKTY npaktuku EASC
HCCIIeI0BaHMsI ITpaBUJIa IPUMEHEHUS UCCIIEIYEMBbIX
MpenapaToB U 0OECIEUYEH JIM KOHTPOJIb UX
cobuoieHus?

3.25 | Cobmro1aeT a1 ucciieoBaTelb NpeayCMOTPEHHYO B | MyHKT 4.7 IpaBun
WCCIIEIOBAaHUH METOANKY PaHIOMHU3AINH, €CITH Ha/IJIeKaIIeH KITMHUIECKOH
TaKoBasi UMEETCs? npaktuku EASC

3.26 | OGecnieueHo JIu HccaeoBaTeNeM packpbiTue kofa | myHKT 4.7 IpaBun
TOJIBKO B COOTBETCTBUU C MIPOTOKOIOM? HaJIJIeXKaen KIMHUYECKON

npaktuku EASC

3.27 | OGecrieyeHo 1 HE3aMeIUTENIbHOE nyHKT 4.7 [1paBun
JTOKyMEHTaIbHOE 0(hOPMIICHHE U OOBSICHEHO JIN HaJyIeKaIeld KIMHTYEeCKON
HCCIeIoBaTeNieM CIIOHCOpY Jto0oe npaktuku EADC

MPEXKIEBPEMEHHOE PACKPBITHE KOJIa UCCIEAYEMBIX




npemnaparos, €CJIU UCCICIOBAHUC ITPOBOAUTCA
CJICIIBIM MGTOI[OM?

3.28 | O6ecnieueno s ogoopenue DCO (HOK) moObix nyHKT 4.8.2 [IpaBun
JIOTIOJTHEHUH (MCTIPABJICHHIA) TUCHbMEHHON (JOPMBI | HAJ[JISKAIICH KIIMHUYSCKOM
MH(POPMUPOBAHHOTO COTJIACHS U IPYTUX npaktuku EASC
MMCbMEHHBIX MaTePUAIIOB, IPEIOCTABISIEMBIX
cyObeKTam, 10 UX UCIOIb30BaHUS B UCCIEAOBAHUN?

3.29 | O6ecnieueHo 1 CBOEBPEMEHHOE O3HAKOMIICHUE nyHKT 4.8.2 [IpaBun
CyObeKTa UM €ro 3aKOHHOTO MPEICTaBUTEIS C Ha/IJIeKAIIEH KITMHUIECKOM
HOBOI HH(pOpMalKel, cocoOOHOI MOBIUATH HA npaktuku EADC
KeJlaHue cyObeKTa MpoI0JKaTh y4acTHE B
HUCCIIEIOBAHUU?

3.30 | Ocbopmiien nu dakrt nepenaun HoBoi undopmanuu, |myHKT 4.8.2 [IpaBun
CTIIOCOOHO¥ TIOBITUSITH HA JKEJIAHUE CyOhEKTa HaJIJIeXKaEen KIMHUYECKOM
MPOJIOJKATh Y4aCTHE B UCCIIEIOBAHUH, npaktuku EASC
JTOKYMEHTAJIbHO?

3.31 | IIpouH(OpMUpPOBaAHBI JIU B TIOJIHOW Mepe nyHKT 4.8.5 [IpaBun
HCCIeIoBaTeNleM WM Ha3HAYEHHBIM UM JIUIIOM HaJJIexallel KIMHIYeCKON
CYOBEKT WJIM €ro 3aKOHHBIN MPeICTaBUTENb 000 npaktuku EASC
BCEX 3HAUMMBIX aCMeKTax MCCIEI0BaHuUs, B TOM
qrcIie 03HAKOMJICHBI JIM B MTUCbMEHHOM (popme ¢
uHpopmanuei 06 uccie0BaHNH U 0JJ00pEHUEM
3CO (H2K)?

3.32 |IIpenocTaBieHo JIu TIepe/1 NOTyIeHuEM nyHKT 4.8.7 [IpaBun

HH(bOpMHpOBaHHOFO corjraCus UCCJICaoBaTCIEM UIIN
Ha3HaAa4Y€HHBIM UM JIMIIOM cy61)eI<Ty HJIN €T0
3aKOHHOMY NPCACTABUTCIIIO JOCTATOYHOC
KOJMYCCTBO BPpEMEHU U BO3MOXHOCTD JJIA

HaJIeKallen KIMHNYECKON
npaktuku EADC




moJrydeHus 0osee moapoOHON HHPopMAIH 00
MCCJICIOBAHUH U MIPUHATHS PEIICHHs 00 Y4acTHH B
HEM WJIM OTKa3e OT TaKOTO y4acTHsi?

3.33 |Ilomy4eHnsl 11 CyOBEKTOM MIIH €T0 3aKOHHBIM nyHKT 4.8.7 [IpaBun
MIpe/ICTaBUTENIEM MCUYEPIBIBAIOIINE OTBETHI HA BCE | HAJUIeKaIIel KIMHUYECKOM
BOIIPOCHI 00 HUCCIIEJOBaHUU? npaktuku EADC; vacts 1

cratbu 43 denepaabHOrO
3akoHa ot 12.04.2010 N 61-
@3

3.34 | [loanucana i1 U COOCTBEHHOPYYHO JaTHUpOBaHA nyHKT 4.8.8 [IpaBun
MUChbMEHHAas popMa HHPOPMHUPOBAHHOTO COTIIACUS | HAJIEKAIICH KIMHUYECKON
710 HaYaJa y4acTHs B UCCIIeIOBaHUU CyObekToM Wi |npaktuku EADC; wacts 3
€r0 3aKOHHBIM IPEJICTaBUTEIIEM, a TAKXKE JIUILIOM, cratbu 43 dexepanbHOTO
MIPOBOAMBIINM Pa3bsCHUTENbHYIO Oeceny? 3akoHa oT 12.04.2010 N 61-

@3

3.35 | [IpucyTcTBOBAJ JIM HE3AMHTEPECOBAHHBIH nyHKT 4.8.9 [IpaBun
CBUJCTENh B TEUCHUE BCEH pa3bsICHUTEIBHOMN HaJJIexallel KIMHIYeCKON
Oecepl, €ClI CYOBEKT UJIM €r0 3aKOHHBIN npaktuku EADC
MIPE/ICTaBUTENh HE CIOCOOHBI YUTATh?

3.36 |Iloanucan 1M cBUAETENb TUCBMEHHYIO (hopMy nyHKT 4.8.9 [IpaBun

WH()OPMHUPOBAHHOTO COTJIACHS U COOCTBEHHOPYUYHO
MOCTABUJI ATy MOCJE TOTO KaK CyOBEKTY UITU €T0
3aKOHHOMY TIPEJICTABUTEITIO MIPOYNTATH U
Pa3bACHUIN MUCEMEHHYIO (hopmy
WH()OPMHUPOBAHHOTO COTJIACHS U IPYTHE
MIPEIOCTaBIIIEMbIE CYObEKTY MUCHhMEHHBIE
MaTepuaibl U CyObEKT WIIM €T0 3aKOHHBII
MIPEICTaBUTENb JJAJT YCTHOE COTJIaCKe Ha yJ4acTue
CyOBeKTa B HCCJIEIOBAHUU U, €CITH CTIOCOOEH,

HaJuIeKanied KIIMHUYIeCKOH
npaktuku EASC




MOJIIHCAJ ¢ yKa3aHHEM JaThl MUCbMEHHYIO (hopMy
MH(OPMHUPOBAHHOTO coryacus’?

3.37 | PazbscHEeHa 1M B XOJIe Pa3bsACHUTEIILHON Oece/bl, a TakKe B MUChbMEHHOH (popme nHPOPpMUPOBAHHOTO corjacust (MHGpOPMaIMOHHOM
JUCTKE) MAIUEHTA ¥ IPYTHX MUChbMEHHBIX MaTepHaliaX, MPEIOCTABISIEMbIX CyObeKTaM, HHPOPMAITHS:

YTO UCCIIEAOBAHUE HOCUT DKCIIEPUMEHTAJIbHBIN nyHKT 4.8.10 ITpaBuin
xapaktep? HauIeKaled KINHHIeCKON
npaktuku EADC; nyHKTBI
1, 4 yactu 2 cratbu 43

denepanbHOrO 3aKOHA OT
12.04.2010 N 61-®3

0 LIEeJIN MCCIIENOBaHUuA? nyHkT 4.8.10 [IpaBun
HaJJICKAICH KITHHUYCCKOM
npaktuku EADC; nyHkr 4
yacTu 2 cTaTthu 43
denepaabHOTO 3aKOHA OT

12.04.2010 N 61-®3

0 BapuaHTax JIeyeHus B mporiecce uccienopanust 1 |myHKT 4.8.10 [IpaBun
BEPOATHOCTH CIIy4ailHOTO paclpeesIeHUs B OHY U3 | HAIJIEKAEH KIMHUYECKOU
rpymnin Je4eHus? npaktuku EADC; nyHkT 3
qacTu 2 craThu 43

denepanbHOTO 3aKOHA OT
12.04.2010 N 61-®3

0 NpOoLEAYPE UCCIEIOBAHNS, BKIIOYas BCE nyHKT 4.8.10 ITpaBuin
MHBa3UBHbIE TPOLIEAYPHI? HaJyIeKalen KINHUYECKON
npaktuku EASC; nyHkT 3
yacTu 2 cratbu 43

denepaqbHOrO 3aKOHA OT
12.04.2010 N 61-®3




00 00s13aHHOCTSIX cyOBeKTa?

nyHKT 4.8.10 ITpaBun
HauIexaled KINHHYECKON
npaktuku EADC; nyHKTBI
3, 5gactu 2 craTbu 43
denepanbHOro 3aKOHA OT
12.04.2010 N 61-®3

00 acreKkTax UcciaeI0BaHusl, KOTOPbIE HOCAT
AKCIIEPUMEHTAJIbHBIN XapakTep?

nyHKT 4.8.10 IIpaBun
HaJyIeKalen KIMHUYECKOU
npaktuku EADC; myHKTBI
1, 4 yactu 2 cratbu 43

denepanbHOro 3aKOHA OT
12.04.2010 N 61-®3

06 OKNJACMbIX PHUCKaX UIIN HCYII06CTBEIX JJISL
CyOBEKTa, a TAK)KE B COOTBETCTBYIOIIMX CIIydasx
JUTSE SMOPHOHA, TIJI0/Ia WITK TPYTHOTO peOeHKa?

nyHKT 4.8.10 ITpaBun
HaJIeKamen KIMHUYECKON
npaktuku EADC; nyHKT 2
yacTu 2 cTathu 43
denepanbHOTO 3aKOHA OT
12.04.2010 N 61-®3

00 okuJaeMoi BbIroie U (Win) Mob3e?

nyHKT 4.8.10 ITpaBun
HaJyIeKanied KIMHUYIEeCKOH
npakTuku EADC; myHKTBI
2, 3 yactu 2 craThu 43

denepanbHOro 3aK0Ha OT
12.04.2010 N 61-®3

00 MHBIX, TOMUMO MPETYCMOTPEHHBIX B
HCCIIEI0OBaHUM, ITPOLIEypaxX UM METO/AX JICUEHMS,
KOTOpBIE MOTYT OBITh JOCTYIHBI CYyOBEKTY, UX
3HAYMMBIX IOTEHIMAJIBHBIX BBITOZE U (WIN) TOJIb3E,
a Takxke pucke?

nyHKT 4.8.10 ITpaBun
Hajiexxamnied KIMHU4IecKoin
npaktuku EADC; nmyHKT 3
yacTu 2 cTathu 43
denepanbHOTO 3aKOHA OT




12.04.2010 N 61-®3

0 KOMIIEHCAIUU U (WJIK) JICUEHUHU, TOCTYITHBIX
CyOBeKTy B cily4yae NPUYMHEHUS Bpea ero
3JI0pPOBBIO B PE3YJITATE YUACTHS B UCCIIEIOBAHUU?

nyHKT 4.8.10 ITpaBuin
HauIexaled KINHHIECKON
npaktuku EADC; nyHkT 6
yacTu 2 cTathu 43
denepanbHOrO 3aKOHA OT
12.04.2010 N 61-®3

O IUTAHUPYEMBIX BBIIJIaTaX CyOBEKTY 3a €ro yyacTue
B HCCJIEIOBAaHUM, €CJIM TAKOBbIE MPEAYCMOTPEHBI?

nyHkT 4.8.10 [IpaBun
HaJyIeKaIen KIMHUYECKOU
npaktuku EADC; nyHkT 3
qactu 2 craThu 43

denepanbHOro 3aKOHa OT
12.04.2010 N 61-®3

0 IUIAHUPYEMBIX pacxoaax CyObeKTa, €Clii TAKOBbIS
OKUJIAIOTCS, CBSI3aHHBIE C €r0 Y4acTHEM B
HUCCIIEIOBAHNUN?

nyHKT 4.8.10 ITpaBun
HaJIeKalen KIMHNIYECKON
npaktuku EADC; nyHkT 3
yacTu 2 cTaTthu 43
denepanbHOTO 3aKOHA OT
12.04.2010 N 61-®3

0 TOM, YTO y4acTHe CyObeKTa B UCCIIeIOBAHUU
SIBJISIETCS] TOOPOBOJBHBIM, H OH MOKET OTKa3aThCsA
OT y4acCTHs I BBINTH U3 UCCIEIOBAaHUS B JII000
MOMEHT 0€3 KaKuX-I100 CaHKIUH s ce0s UiIn
MOTEPH BBITO/IbI?

nyHKT 4.8.10 IIpaBun
HaJuIeKanied KIIMHUYIeCKOH
npaktuku EADC; vacts 1,
JacTh 4 crathu 43

denepanbHOro 3aK0Ha OT
12.04.2010 N 61-®3

9YTO MOHUTODBI, ayautopsl, 2CO (HIK) u
YIIOJIHOMOYEHHBIE OPTraHbl OyAyT UMETh MPSIMOM
JOCTYT K OPUTHHAIBHBIM MEIUIIMHCKUM 3alHCIM

nyHKT 4.8.10 [IpaBun
HajIexxanied KIMHU4IeCcKoi
npaktuku EADC; myHkT 7




cyObeKTa JUIs MPOBEPKU MPOLEAYp U (UIU) JaHHBIX
KJIMHUYECKOTO MCCIICIOBAHUS, HE HapyIIas Ipu
3TOM KOH(UICHIIMATLHOCTH JaHHBIX CYOBEKTa, U
CyOBEKT WJIM €ro 3aKOHHBIN MPEICTAaBUTEIb,
MO/IMUCHIBAs MUCHBMEHHYIO (hopMy
MH(POPMUPOBAHHOTO COTJIACHS, 1a€T pa3pelicHue Ha
TaKou JOCTym?

yacTtu 2 ctatbu 43
denepaabHOTO 3aKOHA OT
12.04.2010 N 61-®d3

YTO 3aMKCH, HICHTU(DUIUpYIOIUE cyObeKTa, OyayT
KOH(UIEHIINATIbHBI?

nyHkTsl 2.11, 4.8.10
[IpaBun Hajexamen
KJIIMHUYECKOW NPAKTUKU
EADC; nynkr 7 yactu 2
ctaTtbi 43 denepanbHOro
3akoHa ot 12.04.2010 N 61-
@3

9TO CYOBEKT MITM €T0 3aKOHHBIH MPEICTABUTENb
Oy/ieT CBOEBPEMEHHO 03HAKOMJIEH C HOBOM
nH(popmalren, criocoOHOM MOBIUATH HA KeJlaHue
CcyObeKTa MpoJI0JKATh yJacTUe B UCCIIEJOBAHUU?

nyHKT 4.8.10 ITpaBun
HaJIeKamen KIMHUYECKON
npaktuku EADC

0 JHIaX, K KOTOPBIM MOKHO OOpaTUThCS AJs
MOJTYYEHUS! JOTIOTHUTENBHOU nH(pOpMaIuu 06
WCCIIEIOBAaHUH U MpaBaxX CyOBEKTOB HCCIEAOBAHNUS,
a TaKXKe B CiIyyae MPUYMHEHUS Bpeaa 370POBBIO
cyOBeKTa B pe3ynbTare ero y4acTus B
HCCIIEIOBaHUU?

nyHKT 4.8.10 ITpaBun
HaJyIeKanied KIMHUYIEeCKOH
npaktuku EASC

0 BO3MOXHBIX 00CTOSATENbCTBAX U (WJIM) IPUUNHAX,
10 KOTOPBIM y4acTHe CyObeKTa B UCCIIEIOBAaHUH
MOXET OBITh TIPEKpaIIeHo?

nyHKT 4.8.10 ITpaBun
Hajiexxamnied KIMHU4IecKoin
npaktuku EADC

0 MPEIO0JIaraeMOM JNTUTETLHOCTH YIaCTHs

nyHKT 4.8.10 [IpaBun




cyOBeKTa B HCCIIeIOBaHUU?

HaJUJIeXKaEen KIMHUYECKON
npaktuku EADC; vacts 4
ctatbu 43 denepanbHOro
3akoHa ot 12.04.2010 N 61-
o3

0 IPUOJIN3UTEIIEHOM KOJIMYECTBE CYOBEKTOB,
KOTOPBIX IIPEAIOIAraeTcs BKIOYUTD B

nyHKT 4.8.10 ITpaBuin
HauIeKaled KINHHIeCKON

uccienoBanue? npaktuku EASC

3.38 |IlomydeHsl Jin iepe]] BKIIFOYSHHEM B UCCIIEIOBAaHUE CYObEKTOM MIIM €T0 3aKOHHBIM IPEACTaBUTENIEM OIMCAHHBIN C YKa3aHUEM JaThl:
HK3EMIUTSIP TUCbMEHHOH (POPMBI nyHKT 4.8.11 IIpaBun
MH()OPMHUPOBAHHOTO COTJIACUS U APYTUE HaJyIeKalel KIMHUYECKOU
MIPEIOCTABIIIEMbIC CYObEKTaM MUCEMEHHBIC npaktuku EADC
Marepuabl?
9K3EMILIAPBI BCEX MOCIENYIOMUX peaakuuid ¢opmel |myHKT 4.8.11 IIpaBun
WH(GOPMHUPOBAHHOTO COTIIACUS M KOITH BCEX HaJJIexalel KIMHUYECKON
MONPAaBOK K IPYrUM MUCbMEHHBIM MaTepHaiam, npaktuku EADC
MIPEIOCTABIIIEMBIM CYObEeKTam?

3.39 |IlomydeHs! i1 B TUCBMEHHON (hOopMe coracust nyHKT 4.8.8 [IpaBun
poauTenen, yCbIHOBUTEIEH I€TEeH, YHaCTBYIOIUX B | HAJJIEKAILEH KIMHUYECKON
Ka4eCTBE MAllUEHTOB IIPU POBEACHUN npaktuku EADC; yacts 5
KJIIMHUYECKOTO UCCIIEIOBaHMS JIEKAPCTBEHHOTO ctatbi 43 degepanbHOro
npenapara Jijisi MeIUIIUHCKOTO PUMEHEHHUS? 3akoHa ot 12.04.2010 N 61-

@3
3.40 | [Ipu nmpoBeneHNN KITMHUYECKOTO UCCIIEIOBAHUS nyHKT 4.8.8 [IpaBun

JIEKapCTBEHHOTO MperapaTa sl MeTUIIMHCKOTO
MIPUMEHEHUS], TPEAHA3HAYEHHOTO ISl JISUEHUs
TICUXWYECKUX 3a00JICBaHUH, C YIaCTHEM B KaueCTBE

HaJuIeKaned KIMHUIECKOH
npaktuku EADC; vacts 7
crateu 43 denepabHOTO




MALMEHTOB JIMI] C ICUXUYECKUMU 3a00JI€BaHUSIMU,
IIPU3HAHHBIX HEJEEeCIOCOOHBIMHU, MOTYYEHBI JIU
COTJIacHsl B MUCHbMEHHOM (hopMe 3aKOHHBIX
IIpeJCTaBUTENEN YKa3aHHBIX JIUL?

3akona oT 12.04.2010 N 61-
®3

341

[TponHbopMHUpOBaH U CyOBEKT 00 MCCIICIOBAHUH B
COOTBETCTBHUH C €r0 CIOCOOHOCTBIO TIOHSITH ATy
WHGPOPMAIIHIO U, €CITH CYOBEKT B COCTOSIHUH,
MTOJIKCAN JIU OH C YKa3aHUEM JIaThl TUCbMEHHYIO
(bopMy HHPOPMHUPOBAHHOTO COTJIACHSI, €CITU B
KIIMHUYECKOM HCCIICIOBAaHUH Y9aCTBYIOT CYOBCKTHI,
KOTOPBIE MOTYT OBITh BKJIFOUEHBI B HCCJICIOBAHNE
TOJIBKO HAa OCHOBAHHUH COTJIACHS MX 3aKOHHBIX
NpeJCTaBUTeINeH (HanpuMep, HECOBEPIIICHHOJIETHHE,
MALUEHTHI C BRIPAXKEHHBIM CJIa00yMHeM)?

nyHKTHI 2.9, 4.8.12 TlpaBun
HaJUJIeXKalEen KIMHUYECKOU
npaktuku EADC

3.42

3anpomIeHo JIM COTJIaCHe P HEOTJIOKHBIX
COCTOSIHMSIX, KOT/Ia JI0 BKJIFOUEHHS B HCCIICAOBaHNE
HEBO3MOYKHO IOJIyYHUTh COTJIACHE CaMOTO CyOBeKTa,
y €ro 3aKOHHOTO NPEJICTABUTENS], €CIIU TAKOBOM
MIPUCYTCTBYET?

nyHKTHI 2.9, 4.8.15 IlpaBun
HaJIeKamen KIMHUYECKON
npaktuku EADC

3.43

[TpennpuHATHI 1 TS BKIIFOYEHUS CyOhEeKTa B
UCCIIeIOBaHKE MPEAYCMOTPEHHBIE TPOTOKOJIOM U
(unn) IpYyruMu TOKyMEHTaMU U pa3pelieHHbIe
(omo6pennnie) DCO (HOK) mepsl, HampaBlieHHbIE
Ha 3aIlUTYy MpaB, 0€30MaCHOCTH U OJIATOTIONYUHUS
cyObeKTa, a Takke 00ecreuynBaroIIue COOTBETCTBHIE
MPUMEHUMBIM TPEOOBAHUSIM, €CITH
MIpeIBAPUTENILHOE COTJIACHE CAMOT0 CyOBEKTa
HEBO3MOXXHO M OTCYTCTBYET €T0 3aKOHHBIN
MIPeJICTaBUTENb, BKIIIOUAsl yBEIOMIICHHE CyOBEKTa

nyHKT 4.8.15 IpaBun
HaJIexalled KINHHISCKOM
npaktuku EADC




WIN €T0 IPECTABUTENS 00 UCCIEJOBAaHUN B
KpaTuailme cpoky, IoJdy4eHUe corjacus Ha
IIPOJOJKEHHUE ydacTus?

3.44 | [TpouHOpMHPOBAI JTH UCCIICIOBATEIb yacTh 6 cratbu 40
PYKOBOJUTENS MEIULIMHCKON OpraHu3aluy U denepanbHOro 3aKOHA OT
OpraHu3alyio, MOJIYYUBIIYIO pa3pelieHue 12.04.2010 N 61-@3
YIIOJIHOMOYEHHOT0 (heZiepalIbHOro OpraHa
HCIIOJIHUTEJILHOM BJIACTU Ha OPraHU3aLNIo
IIPOBE/ICHUS KIIMHUYECKOT0 UCCIIEI0OBAHUS
JIEKapCTBEHHOI'0 IIpernapara, o ciay4yae
BO3HUKHOBEHUS OMACHOCTH ISl )KU3HHU, 37J0POBbS
MalueHTa, y4aCTBYIOIIETO B KIMHUYECKOM
HCCIIeIOBAaHUM JIEKApCTBEHHOTO Iperapara ajs
MEAULIMHCKOTO IPUMEHEHUST?

3.45 | OGecmieunBaeT JIM UCCIIEAOBATEIb MPABIUIIBHOCTB, nyHKTHI 2.10, 4.9.1 IlpaBun
MIOJIHOTY, pa300pUYHUBOCTb U CBOEBPEMEHHOCTh Ha/iJIeKallel KIMHUYEeCKOi
MPEAO0CTaBIICHUSI CIIOHCOPY JaHHBIX, coaepxammxcs | mpaktuku EADC
B MH/IMBUYAJIbHBIX PErHCTPALMOHHBIX KapTaxX U BO
BCeX TpeOyeMbIX oTyeTax?

3.46 | B cimyyae pacxoxaeHus TaHHBIX, coJepKammxcs B | myHKT 4.9.2 [paBun
VHJMBUIYAJIbHOU PETUCTPALIMOHHOMN KapTe, U HaJUIe)Kalled KIIMHUYECKOU
IIEPBUYHOMN TOKYMEHTAILINH, U3 KOTOPO OHH npaktuku EASC
NIepEHECEHbI, 00BSICHEHBI JIH UMEIOIINECs
pacxoxaeHus?

3.47 | [loamucansl U, TaTUPOBAHBI JTU ¥ OOBSICHEHBI JTU nyHKT 4.9.3 TlpaBun

(Tpu HEOOXOMMOCTH ) BCE U3MEHEHHUSI UITH
WCIIPABJICHUS B MH/INBUAYaIbHON PErUCTPALIMOHHON
Kapre?

HaJIeKallen KIMHNYECKON
npaktuku EADC




3.48

He ckpbiBaroT i1 nepBoOHAYaJIbHYIO 3a1TUCH (TO €CTh
COXpaHeH JIM "OKYMEHTAIbHBINA clie/") U3MCHEHUS
WJTU UCIIPABJICHUS B UHIAMBUYyAJIbHOU
perucTpauoHHON KapTe?

nyHKT 4.9.3 [IpaBun
HauIexaled KINHHYECKON
npaktuku EASC

3.49

XpaHUT JIM UcCieI0BaTeNb 3aMucy 00 N3MEHEHUSX
Y UCIIPABJICHUSAX B UHANBUIYATbHON
perucTpauoHHON KapTe?

nyHKT 4.9.3 [IpaBun
HaJUJIeXKalEen KIMHUYECKOU
npaktuku EADC

3.50 | ObecnieueHo 1 KccieoBaTeneM (MEIUIIMHCKON nyHkTsl 4.9.4, 8.2, 8.3, 8.4
OpraHu3alKeil) BeIeHne TOKYMEHTAIUHU 110 [IpaBun Hagyiexanen
WCCIIEIOBAHHIO COTJIACHO moApasneny 8 paaena Il | KIMHUYECKOI MPAaKTUKH
[IpaBun HamIe)KaNEH KIMHUYECKON IPAKTUKH EADC
EADC u npuMeHUMBbIM TpeOOBaHUSIM Ha BCEX
JTanax MUCCleJOBaHUs?

3.51 |IIpuHrMaeT 1 Mepsl UccienoBareib (MeauuHeKas | TyHKTHI 2.10, 4.9.4 [TpaBun
OpraHu3allys) 1o NpeA0TBPAIICHUIO CITYYaifHOTO HaJJIeXallel KIMHIYeCKON
WJTU TIPEKIEBPEMEHHOTO YHUUTOXEHHUS TOKYMEHTOB | mpakThuku EADC
10 UCCIIE0BAHUIO?

3.52 | O6ecnieueHo 11 XpaHEHHE OCHOBHBIX JOKYMEHTOB | myHKT 4.9.5 [IpaBun

WCCIIEIOBAHMSI HE MEHEe 2 JIET TOCIIe YTBEPKACHUS
MOCNeAHEH 3asIBKU HA PETUCTPAIUIO WK HE MeHee 2
JIeT mocye OPHUIHATBHOTO MPEKPAICHUS
KIIMHUYECKOU pa3pabOTKH HCCIEAYEeMOTO
npenapara?

HaJuIeKanied KIIMHUIeCKOn
npaktuku EASC

3.53 | OtpakeHsl i1 GPUHAHCOBBIE ACMIEKTHI UCCIeNOBaHus |ITyHKT 4.9.6 [IpaBun
B JIOTOBOPE MEXKy CIIOHCOPOM M MCCIIENA0BATENEM | HaJUIeKalled KIMHUYECKON
(MenuuuHCKOM opranuzanuei)? npaktuku EADC

3.54 |TIpenocrasnens! mu uccnenoarenem ICO (HOK) | mynkr 4.10.1 TIpasun




KpaTKUe MUChbMEHHBIE OTYETHI O XOJI€ UCCIICIOBAHUS
€XKETOoHO WJIK Yallle, eciu 3Toro Tpedyer 9CO
(HOK)?

HaJuIeKanied KIMHUYIEeCKOn
npaktuku EADC

3.55 | OGecnieueHo 1 HEMEJIEHHOE, B TeueHue 24 yacoB | myHKT 4.11.1 IlpaBun
C J1aThl BBIABJIECHUA (JIMOO MomydeHuss MHGopMauy | HajulesKaled KIMHUYEeCKOM
O BBISIBIICHUH ), COOOIIEHUE CITIOHCOPY 000 BCex npaktuku EADC; nyHKT
CEPBhE3HBIX HEXKENATEIbHBIX SBJICHUSX, 32 2.1.1 Ilpunoxenust N 11
UCKJTIOYEHUEM TEX CEPhE3HBIX HEXeNaTeIbHBIX [TpaBun Haanexaren
SIBJICHUH, KOTOpPbIE B IPOTOKOJIE WJIU B IPYTOM KJIMHUYECKON MPaKTUKU
JIOKYMEHTE OIpeIENeHbl, KaKk He TpeOyrolne EADC
CPOYHOTO PENOPTUPOBAHUA?

3.56 | [IpencraBieno nu B kpaTyaiiiue cpoku noapodHoe |myHKT 4.11.1 IlpaBun
MUCHbMEHHOE COOOIICHHE, TIO3BOJIAIONIEE CIIOHCOPY | HAAJIEKaIIeH KITMHIYECKON
ClleNaTh OLEHKY He00X0AUMOCTH epecMoTpa npaktuku EADC; myHKT
COOTHOUICHUS N0JIb3a-PUCK KIMHUYECKOTO 2.1.1 punoxenusa N 11
HCCIIEI0BaHMsI, IOCJIE NEPBUYHOIO CPOYHOTO [TpaBun Haanexaren
cooOIeHnsa? KIIMHUYECKOU MPaKTUKU

EADC

3.57 |Unentuduuupyet a1 nepBUYHbIN U ocaenyomme |nyHKT 4.11.1 IIpaBun
OTYETHI CyOBEKTOB UCCIIEOBAHMSI IO MPHCBOCHHBIM | HA/IJIE)KAIIEH KITMHUIECKOH
VM YHUKAJIBbHBIM KOJaM, a He [10 UMEHaM npaktuku EASC
CyOBEKTOB, TEPCOHATHLHBIM HICHTH(PHUKAIMOHHBIM
HOMepaM | (1im) agpecam?

3.58 | Coob11eHo 11 CrIoHCOpY 000 BCeX HeKesaTeNnbHbIX | MyHKT 4.11.2 TIpaBui

SIBJIGHUSAX U (WJIM) OTKJIOHEHUSIX J1a00paTOPHBIX
MI0Ka3aTeaed OT HOPMBI, OIIPEIETICHHBIX
MIPOTOKOJIOM B KaU€CTBE KPUTHUECKUX JJISI OLIEHKH
0€30MaCHOCTH B COOTBETCTBUH C TPEOOBAHUSAMH K
IIPEJCTABICHUIO COOOIEHUH O HeXKeIaTeNbHbIX

HaJuIeKanied KIIMHUIeCKOn
npaktuku EADC; myHKT
2.1.1 Ilpunoxenus N 11
[IpaBun Hamexanen
KIIMHUYECKOW MPAKTUKHU




SIBJICHUSIX B CPOKH, OIIPEJIETICHHBIE CIIOHCOPOM B
MpOTOKOJE?

EADC

3.59

IIpenocraBiieHa a1 UCCIEOBATENIEM 110 3aIPOCY
CHoHcopa, yrnoiaHomoueHHoro oprana 1 9CO (HOK)
JONOJIHUTENbHAs HH(POpPMaLUs (HapuMmep,
IIPOTOKOJI BCKPBITHS U IOCMEPTHBIN 3MUKpPU3)?

nyHKT 4.11.3 IIpaBun
HaJUJIeXKaEen KIMHUYECKON
npaktuku EASC

3.60

OOecrieueHo J1n He3aMeIUTENIbHO
UHPOPMHUPOBAaHUE UCCIIe0BaTENEM (MEAUIUHCKOM
opraHusalyeil) CyobeKTOB UCCIIEI0BaHUs, €CIIU 110
KaKOH-1100 MPUYMHE UCCIIEIOBAHUE
MPEXIEBPEMEHHO MPEKPAIIECHO WIIH
MPUOCTaHOBJICHO?

nyHKT 4.12 IIpaBun
HaJIeKalen KIMHUIECKON
npaktuku EASC

3.61

O06ecrieueHo 11 ucciaeaoBaTesieM (MEIUIIMHCKON
OpraHM3aIyei) He3aMeIUTEIbHOE TIPEIOCTABIICHUE
CyOBEKTaM HCCJICIOBaHUSI COOTBETCTBYIOIIETO
JIEYEHUS U HAOIIOAECHHS, €CIIN O KaKOH-IIH0O0
MIPUYKHE UCCIIEOBAHNE MTPEKIECBPEMEHHO
MIPEKPAIIEHO WU MPUOCTAHOBIICHO?

nyHKT 4.12 IIpaBun
HaJyIeKaIen KIMHUYECKON
npaktuku EADC

3.62

Coo011eH0 11 uccienoBaTesieM MeIUIIUHCKOMY
YUPEXKIECHUIO O IPEXKIEBPEMEHHOM IpeKpaleHH
UCCIIeJ0BaHMs 0€3 MPEABAPUTEILHOTO COTIIACHS
crioHcopa?

nyHKT 4.12.1 [IpaBun
HaJIexalled KINHHISCKOM
npaktuku EADC

3.63

Coo0111eHo 11 uccaeoBaTeaeM MEAUIIUHCKOMY
YUPEKACHUIO O IPUOCTAHOBKE UCCIIE0BaHUS 0e3
IIPEIBAPUTEIILHOTO COIJIACHUs CIIOHCOpa?

nyHKT 4.12.1 IIpaBun
HaJuIeKanied KIIMHUYIeCKOn
npaktuku EASC

3.64

[TponHpopMHUpOBaH JIn HE3AMEITUTEEHO
uccienoBareneM (MEIUIUHCKUM YUPEKICHUEM )

nyHKT 4.12.1 IIpaBun
HaJuIeKaned KIIMHUIEeCKOH




CIIOHCOP O MPEXKIAECBPEMEHHOM ITPEKPAIICHUN
HUCCIIEIOBAHUS?

npaktuku EASC

3.65

[TpouHpopMHUPOBaH JIn HE3AMEITUTEIILHO
uccienoBareneM (MeIUIIUHCKUM YUPEKICHUEM )
DCO (HOK) o mpexieBpeMeHHOM MpeKpalieHun
UCCIIEIOBaHUs?

nyHKT 4.12.1 IIpaBun
HaJUJIeXKalEen KIMHUYECKON
npaktuku EASC

3.66

[IpenocTaBiieHO U CIIOHCOPY HCCIIEA0BATEIEM
(MEIMUIMHCKUM YUpEKIeHUEM) TOAPOOHOE
00BSICHEHUE IPUIHHBI IIPUOCTAHOBKH
HCCIICIOBAaHMS B MMCBbMEHHOM (hopme?

nyHKT 4.12.1 IIpaBun
HaJIeKalen KIMHUIECKON
npaktuku EASC

3.67

[Ipenocrasneno mu 3CO (HOK) uccnenosarenem
(MEAMIIMHCKUM YUPEKIECHUEM ) TTOAPOOHOE
00BsICHEHNE PUYUHBI IPUOCTAHOBKU
HCCIIEI0BaHUS B TUCbMEHHOU (hopme?

nyHkT 4.12.1 [IpaBun
HaJyIeKaIen KIMHUYECKOU
npaktuku EADC

3.68

[IpenocraBiieHO M COHCOPY UCCIIEIOBATEIEM
(MEIUIMHCKUM y4peKJIeHUEeM) oApoOHOe
00BsICHEHUE IPHYUHBI TIPEKPALICHUS UCCIIETOBAHMS
B MUCbMEHHOH popme?

nyHKT 4.12.1 IIpaBun
HaJIexalled KINHHIeCKOM
npaktuku EADC

3.69

[Ipenocrasneno mu 3CO (HOK) uccnenosarenem
(MEIMUIMHCKUM YUpeXJIeHUEM) oAPOOHOE
00BbsICHEHUE TPUYUHBI PEKPALIEHUS UCCIIEI0OBaHUS
B MUCbMEHHOU opme?

nyHKT 4.12.1 IIpaBun
HaJyIeKanied KIIMHUYIeCKOn
npaktuku EASC

3.70

Co00111eHO0 M HE3aMEUIUTEIBHO UCCIIEN0BATEIEM
MEAUIIMHCKOMY YUPEKACHHUIO O TIPEKPaICHUH
HCCIIEIOBAHUS CIIOHCOPOM?

nyHKT 4.12.2 [1paBun
HaJIeXKallen KIMHNYECKON
npaktuku EADC

3.71

COO6H_ICHO JIM HE3aMCAJINTCIIBHO UCCIICA0BATCIIEM

nyHKT 4.12.2 ITpaBun




MCIUITUHCKOMY YUPCKACHUTIO O IMTPUOCTAHOBJICHUN
HCCICOOBAHUA CHOHCOpOM?

HaJuIeKanied KIMHUYIEeCKOn
npaktuku EADC

3.72 | Undopmuposan nu HezamenautenbHo DCO (HOK) |mynkT 4.12.2 IpaBun
uccienoBareneM (MEIMIUHCKAM YUPEKICHUEM) O | HaJUIeKalled KIMHUYECKON
MpEeKpalieHUU UCCIIeIOBaHUS CIIOHCOPOM? npaktuku EASC

3.73 | Uadopmuposan au HezamenautenbHo DCO (HOK) |mynkT 4.12.2 IpaBun
uccienoBareneM (MEIMIUHCKAM YUPEKICHUEM) O | HaJUIeKalled KIMHUYECKON
MIPUOCTAHOBKE MUCCIIEA0BAHUS CIOHCOPOM? npaktuku EADC

3.74 | IIpenoctasneno mu 3CO (HOK) uccnenoBatenem | myHKT 4.12.2 IIpaBun
(MEAMIIMHCKUM YUPEKIECHUEM ) TTOAPOOHOE HaJIJIeXKaEen KIMHUYECKON
MUCbMEHHOE 00bsACHEHUE MPUYHHBI pekpamienust | npaktuku EADC
HCCIIEIOBAHUS CIOHCOPOM?

3.75 |IIpenocraBneno mu DCO (HOK) uccnenoBatenem | myHKT 4.12.2 TIpaBuin
(MEIMUIMHCKUM YUpEKIeHUEM) TOAPOOHOE HaJJIeXallel KIMHIYeCKON
MMCbMEHHOE 00BbACHEHUE NPUYNHBI IPUOCTAHOBKU | pakTUK EADC
HCCIIEIOBAHMSI CITIOHCOPOM?

3.76 | CooO111eHO 11 Hccae1oBaTeNeM MEIUITTHCKOMY nyHkT 4.12.3 [IpaBun
yupexzeHuto o Tom, uto DCO (HIOK) HaJJIexalen KIMHUYEeCKON
OKOHYATEJbHO OT3bIBAaET 0100peHue (3akitoueHue) |npaktuku EADC
Ha IPOBEJCHHE UCCIIEI0BAaHUA?

3.77 | CooO11eHo 1 HCCiIeIoBAaTEIeM METUITTHCKOMY nyHKT 4.12.3 IpaBun
yupexaeHuto o Tom, uto 9CO (HOK) BpemenHo HaJUIeXKalen KIMHUYECKOU
OT3BIBAET 0J100peHHE (3aKitoueHne) Ha mposeenue |npaktuku EADC
HCCIIEIOBaHUsA?

3.78 | MadopmMupoBaH 11 HE3aMEeITUTEITEHO nyHKT 4.12.3 IIpaBun

HUCCICI0BATCIICEM (MCI[I/II_II/IHCKI/IM y‘-Ipe)KI[eHI/ICM)

HaJIeXKalled KIMHNYECKON




crioHcop o ToM, uro DCO (HOK) okonuarensHo
OT3bIBAET 0JI00peHUE (3aKITI0UEHUE) HAa IPOBEICHUE
HCCIIEIOBaHUs?

npaktuku EASC

3.79 | UudopmupoBaH 11 HE3aMEATUTETHEHO nyHKT 4.12.3 IIpaBun
uccienoBareneM (MeIUIUHCKUM YUPEKICHUEM ) HaJJIeXKallel KIMHIYEeCKON
crioHcop o ToM, yto DCO (HOK) BpemenHo npaktuku EASC
OT3bIBAET 0JI00pEHUE (3aKITIOUYEHUE) HA IPOBEICHNE
UCCIIEIOBaHUs?

3.80 | [IpenocTaiieHo u uccienoBareneM (MeIUIUHCKUM | TyHKT 4.12.3 TIpaBun
yUpEKIECHUEM) B TIUCbMEHHOM (popme crioHCOpY HaJJIeXallel KIMHIYeCKON
110/ipoOHOE 00BSICHEHNE IPUYUHBI TPUOCTAHOBKHU npaktuku EASC
uccnenoanus 9CO (HOK)?

3.81 | [IpenoctaBieno nu ucciueaoparenaeM (MeTUIUHCKUM | TyHKT 4.12.3 TIpaBun

YApeXKICHHUEM) B MUCBMEHHOHN OopMe CIIOHCOPY
MOJIPOOHOE OOBACHEHNE TIPUYHUHBI TPEKPAIICHUS
uccneposanus CO (HOK)?

HaJIe)KaIeil KIIMHUYEeCKON
npaktuku EADC

3.82 |IlpenocraBieH au uccieaoBaTeneM (MeAUIUHCKOW | TyHKT 4.13 TIpaBun
opranmzanueit) 9CO (HOK) kpartkuii oTuet 00 HaJiIexKalen KIMHAYECKOU
UTOrax UCCIIeI0BaHUs? npaktuku EASC

3.83 |IIpenocraBneHsl U uccienoBareneM (MeTUIMHCKOH | TyHKT 4.13 TIpaBun
OpraHu3alyei) yroJHOMOUYEHHBIM OpraHaM Bce HaJJIexallel KIMHIYeCKON
TpeOdyeMble OTUETHI? npaktuku EADC

4. TpeboBaHUs K CIIOHCOPY M KOHTPAKTHOM HCCIIeI0OBAaTEIbCKON opranu3anuu (naiee - KNO)

4.1

OGecrnieyeHo JIu CHOHCOPOM BHEIPEHHE U
MOJIIEPXKAHUE CUCTEM 00ECTICYCHUS U KOHTPOJIS

Ka4ueCTBa CO CTAHAAPTHBIMU OIICPALIMOHHBIMHA

nyHKTHI 2.13, 5.1.1 IlpaBun
HaJuIeKaned KIIMHUIECKOH
npaktuku EASC




nponenypamu (nanee - COII), npunsaTeiMu B hopme
MUCbMEHHOTO JOKyMEHTA?

4.2 |IlpemocTaBuil M CIIOHCOP HccleaoBaTeNsiM U (min) | yHKT 4.9.3 [IpaBun
UX YIOJHOMOYEHHBIM IPEJCTABUTEIIM HaJJIeXkallel KIMHUYECKON
WHCTPYKIHIO O TIopsiike opopmiieHus ucrpasieHuil | npaktuka EADC
B MHJMBUAYAIbHON PETUCTPALIMOHHOM KapTe?

4.3 |HMmeet i1 CIOHCOP MUCBMEHHBIE TPOLIETYPHI, nyHKT 4.9.3 [IpaBun
peJycMaTpUBaloIIKe, YTO U3MEHEHUs WIN Ha/IeKallel KIMHUYeCKOH
UCIPABJIEHUS B MHAUBUAYAJIbHON perucTpaiuoHHoi | npaktuku EADC
KapTe, BHOCUMBIE €T0 YIIOJIHOMOYEHHBIMU
[IPEICTaBUTENSIMU, JOKYMEHTAIbHO OQOPMIISIOTCS,

SBJISIIOTCS] HEOOXOJJUMBIMH U 0JJ00PSAIOTCS
uccienoBarenem?

4.4 | CocraBieHbl JIU JOTOBOPBI MEX/1y CIIOHCOPOM U nyHKT 5.1.4 [IpaBun
uccienoBaTeneM (MeULIUHCKONW opraHu3aiuei) Ha/iIeKaled KIMHUYEeCKOi
WJTY JTIFO0O0U IpYyTroi y4acTBYOIIEH B uccienoBanuu | npaktuku EADC
CTOPOHOH B MUCbMEHHOM popme?

4.5 |OcymectBuser iu KO mepsl o obecriedennto 1 | myHKT 5.2.1 [IpaBun
KOHTPOJIIO KayecTBa? HaJIJIeXKaen KIMHUYECKON

npaktuku EASC

4.6 |Odopmiena a1 JokyMeHTaabHO nepenada KO nyHKT 5.2.2 [IpaBun
JIIOOBIX CBSI3aHHBIX C MCCIIEAOBAHUEM OOsI3aHHOCTEN | HaJIeKalleH KIMHUYECKON
1 QyHKIUI? npaktuku EASC

4.7 |Ha3HaueH 1 CIIOHCOPOM 00JIa1atonii nyHKTHI 2.8, 5.3 IIpaBun

COOTBETCTBYIOIICH MEIUIIMHCKON KBaTM(PUKAIIHEH
IEPCOHAII U BCET1a TOCTYIHBIN JUIsl PELIEHUS
CBSI3aHHBIX C UCCIIEIOBAHUEM BOMPOCOB

HaJuIeKaned KIMHUIECKOH
npaktuku EASC




MEJUIIMHCKOTO XapakTepa?

4.8

[TpuBneyUeHs! I CIOHCOPOM KBATU(UIIUPOBAHHBIE JIHIIA:

JUIs1 OOIIEro pyKOBOICTBA MCCIIEIOBAHUEM?

nyHkThl 2.8, 5.4.1,5.5.1
[IpaBun Hagyexanei
KJIIMHUYECKOW IPAKTUKHU

EADC

JUTsl pabOTHI C JAaHHBIMH?

nyHktel 2.8, 5.4.1,5.5.1
[IpaBun Hagyiexanen

KJIMHUYECKON MPaKTUKU
EADC

JUTsl BepU(UKAIMK TaHHBIX ?

nyHkThI 2.8, 5.4.1,5.5.1
[IpaBun Hajexamen
KJIIMHUYECKOW NPAKTUKU

EADC

I IPOBEACHUA CTATUCTHYCCKOT'O aHanuza?

nyHKTHI 2.8, 5.4.1,5.5.1
[TpaBun Hagyexamein

KIIMHUYECKON IIPAKTUKHU
EADC

JUIA TIOATOTOBKH OTYETOB 00 MCCIIENOBAHUA?

nyHKkTHI 2.8, 5.4.1,5.5.1
IIpaBun HamIexkamen
KJIMHUYECKOW NPAKTUKU

EADC

Ha BCEX dTanax I/ICCJ'ICJIOBaHI/IH?

nyHKT 2.8, 5.4.1 [IpaBun

HaJIeKallen KIMHNYECKON

npaktuku EADC

4.9

ObecrieyeHo 11 CIIOHCOPOM U 33JJ0OKyMEHTHUPOBAHO

nyHKT 5.5.3 IIpaBun




COOTBETCTBHE CUCTEM DJIEKTPOHHON 00pabOTKH
TaHHBIX YCTAHOBIJICHHBIM CIIOHCOPOM TPEOOBaHHSIM
K TIOJIHOTE, TOYHOCTU M HAJIS)KHOCTH JaHHBIX,
BayIganuu?

HaJuIeKanied KIMHUYIEeCKOn
npaktuku EADC

4.10 | Umeet mu cioncop COII o ucnosib30BaHUIO nyHkThl 2.13, 5.5.3 TlpaBun
ANEKTPOHHBIX CUCTEM AJIs1 Pa0OTHI C JTAHHBIMU HaJJIeXkallel KIMHUYECKON
HCCEA0BAHMS U (MJIN) DJIEKTPOHHBIX CUCTEM npaktuku EADC
yJaJ€HHOI0 JOCTYIa K JTaHHBIM?

4.11 | OGecnieueHa 11 CIOHCOPOM paboTa cucTeM TakuM | IyHKT 5.5.3 [IpaBun
o0pa3omM, yToObI UMeIcs "TOKyMEHTAIbHBIN clie’” | HajuleKalled KIIMHUYEeCKOM
[P UCII0JIB30BAHUHU JIEKTPOHHBIX cUCTeM JaHHbIX? |npakTuku EADC

4.12 | ImeeT JI1 CIIOHCOP CUCTEMY 3aIlUTHI, nyHKT 5.5.3 [IpaBun
[IPEJOTBPALIAIOILYI0O HECAHKIIMOHUPOBaHHBIH Ha/iJIeKallel KIMHUYEeCKOi
JIOCTYI K IaHHBIM IIPU MCII0JIb30BaHUU npaktuku EASC
JIEKTPOHHBIX CUCTEM ISl paOOTHI C TAaHHBIMU
UCCIIEIOBaHUs U (MIIM) JIEKTPOHHBIX CUCTEM
yJIaJI€HHOIO JOCTYIa K JaHHBIM?

4.13 | OnpesesieH 1M CHOHCOPOM MepeyueHb JIUII, nyHKT 5.5.3 [IpaBun
HaJIeJIEHHBIX IIPaBOM BHOCHUTh U3MEHEHUS B JJaHHbIE | HAJUIeKaIled KIMHUYECKON
IIPY UCIIOJIB30BAHUHU DJIEKTPOHHBIX CHUCTEM? npaktuku EASC

4.14 | ObecnieueHo JI1 CIIOHCOPOM pe3epBHOE nyHKT 5.5.3 [IpaBun
KOIMPOBAHUE JAHHBIX MIPU UCIIOJIb30BAHUN HaJJIexalen KIMHUYEeCKON
ANEKTPOHHBIX CUCTEM? npaktuku EASC

4.15 | CoxpaHeHa JI CIIOHCOPOM MacKHUpPOBKa B nyHKT 5.5.3 [IpaBun

UCCIIETOBAHUSX, TPOBOJAUMBIX CJIETBIM METOJOM
(coxpaHATh MaCKMPOBKY IIPU BBOJIE M 00paboTKe
JAHHBIX ), IPU UCIOJIb30BAHUH AJIEKTPOHHBIX

HaJuIeKaned KIMHUIECKOH
npaktuku EASC




cucrem?

4.16

Cy1iecTByeT 11 BO3MOKHOCTh CPAaBHEHUS
HCXOJIHBIX TaHHBIX C 00paOOTaHHBIMHU, €CITH B
nporecce 00pabOTKH TaHHBIE TPAHCHOPMHUPYIOTCS?

nyHKT 5.5.4 [IpaBun
HauIexaled KINHHIECKON
npaktuku EASC

4.17

Hcnonb30BaH U CIOHCOPOM YHUKAJIbHBIN
UIeHTU(DUKAITMOHHBIN K0T CyOBbeKTa (B
cooTBeTCTBUM ¢ MyHKTOM 1.11 IIpaBun
HaJyIeKaIeld KInHndeckor nmpaktuku EADC)
MO3BOJISIOIINMA UIEHTU(PUIIMPOBATH BCE JIAHHBIE TIO
KaKIOMY CyOBeKTY?

nyHKTHI 2.11, 5.5.5 IlpaBun
HauIeKaled KINHHIeCKON
npaktuku EASC

4.18

ObecrieyeHo 11 CIIOHCOPOM WITH IPYTHUMHU
BJIJIENIbIIAM XPAHEHHUE BCEX OTHOCSIIUXCS K
CIIOHCOPY OCHOBHBIX JIOKYMEHTOB IO
HCCIIEIOBAHUIO HA BCEX ATanax McCcieoBaHus (B
COOTBETCTBUHU ¢ noapasznenom 8 pazaena Il [Ipasun
Hajuiexallel kamHudaeckor npaktuku EADC u
MIPUMEHUMBIMU TPEOOBAHUSMH 3aKOHOAATEIHCTBA
rocyAapcTB - WIEHOB EBpasuiickoro
SKOHOMHUYECKOTO COk03a)?

NyHKTHI 5.5.6, 5.5.7, 8.2,
8.3, 8.4 IlpaBun
HaJIeKamen KIMHUYECKON
npaktuku EASC

4.19

OObecnieueHo 11 CIIOHCOPOM XPaHEHHUE BCEeX
OTHOCAIIHXCA K CIIOHCOPY OCHOBHBIX JOKYMCHTOB
10 MCCJIEIOBAHUIO B TEUEHHE 110 KpaiiHel Mepe 2
JIET C MOMEHTa O(DUIIMATBHOTO MPEKPAIICHUS
pa3paboTKH WM B COOTBETCTBUU C MPUMEHUMBIMU
TpeOOBaHUSMH, €CIIU CIIOHCOP MPEKPAIAET
KIIMHUYECKYI0 pa3paboTKy HCCIEAyEMOTO
npemnapara?

nyHKT 5.5.8 [IpaBun
HaJuIeKanied KIIMHUYIeCKOH
npaktuku EASC

4.20

Co00111eHO J11 CIOHCOPOM O MPEeKpAILEHUN

nyHKT 5.5.9 IIpaBun




KJIMHUYECKON pa3pabOTKH UCCIIeyeMOro mpenapara
BCEM YYaCTBYIOLIUM B UCCIIEOBAaHUU
uccienoBaresaM (MeIUIUHCKUM OpraHu3alusaMm) U
YIIOJIHOMOYEHHBIM OpraHam?

HaJuIeKanied KIMHUYIEeCKOn
npaktuku EADC

4.21 | JloBeneHa U 10 CBEJICHUSI YITOJTHOMOYCHHBIX nyHKT 5.5.10 IIpaBun
OpraHOB B COOTBETCTBUU C MPUMEHUMBIMHU HaJyIeKaIel KIMHUYEeCKOU
TpeOOBaHUSAMH Tepeaayda mpaB cOOCTBEHHOCTH Ha | mpakTuku EADC
maHHbIe?

4.22 | OGecniedeHo 1 XpaHESHUE OTHOCSAIIUXCS K nyHkT 5.5.11 [IpaBun
CIIOHCOPY OCHOBHBIX JIOKYMEHTOB HE MEeHee 2 IeT | HaJyIeKallel KIMHUYeCKOU
MOCJIE YTBEPKIACHHUS TIOCIECIHEN 3asBKU HA npaktuku EADC
pEerucTpaluio npenapara B rocy1apcTBe - WieHe
EBpa3uiickoro 3KOHOMUYECKOTO COK03a U J0 TEX
op, TIOKa HU OJIHA U3 3aBOK HE OYAeT HaXOUThCS
Ha PaCCMOTPEHUHU U HE OYJeT TUIaHUPOBATHCS
HOBBIX 3a51BOK, WJIM HE MEHee 2 JIeT Moce
o(pUIMATBEHOTO NMPEKpaIleHus KIMHUYECKON (ha3bl
pa3paboTKu UccleyeMoro npemnapara’?

4.23 | ObecnieueHo JI1 CIIOHCOPOM MH(OPMUPOBAaHUE B MUCBbMEHHOM (hopMe nccinenoBareneit (MEAUIMHCKUX YUPEXKAECHUH):
0 He0OXOIMMOCTH XpaHEHUS CBS3aHHBIX C nyHKT 5.5.12 [paBun
HCClIEIOBAHNEM 3aliCcen HaJyIeKanieil KIMHNIeCKON

npaktuku EASC
00 OTCYTCTBHHM JabHEUIIEH HEOOXOAUMOCTH nyHKT 5.5.12 [IpaBun
XPaHEHUS CBA3AHHBIX C UCCIICIOBAHUEM 3arucen? HaJuIeKanied KIIMHUYIeCKOn
npaktuku EASC
4.24 | Umeet 1 KaXKIbIN UCCIIeOBATENb KBaNupuKamuoo, |TyHKT 5.6.1 [IpaBun

OTIBIT U PECYPCHI (B COOTBETCTBUHU C MyHKTamMu 4.1 u

HaJuIeKaned KIIMHUIEeCKOH




4.2 IlpaBun Hapnexaei KIMHUYECKON npakTuku | npaktuku EADC
EADC), noctaTouHble A1 MPOBEACHUS
WCCJICIOBAHMSI, JUIsl KOTOPOTO OH BEIOpaH?

4.25 | IIpenocTaBieHbl I CIOHCOPOM HCCIIET0BATEITIO nyHkT 5.6.2 [IpaBun
(MeIMUMHCKON OpraHu3alun) NPOTOKOJI U OpOIIIopa | Ha[uIeKallel KIMHUYeCKOn
KCCJIEIOBATEIS B TEKYIIEH pENAKIMK U JAHO JIA npaktuku EADC

uccaeaoBarennto (MeIUIMHCKON OpraHu3allii)
JIOCTATOYHOE BPEeMsI JIJIsi 03HAKOMIICHHUSI C
MPOTOKOJIOM M MPEOCTABICHHOW HHPOpMAILIUEH 10
MOAMMCAHUs JJOTOBOPA C UCCIIEA0BATEIIEM
(MEIMITMHCKON OpraHU3aIieil) Ha MPOBEICHUE
HcciiegoBanus?

4.26 | Ilomy4eHo 1 CIIOHCOPOM COTJIACHE UCCIe0BaTENs (MEIUIIMHCKON OpraHu3ainmn) Ha:

IIPOBEJICHUS UCCIIEIOBAHUS B COOTBETCTBUU C nyHKT 5.6.3 [IpaBun
[IpaBunamu HajeKalel KIMHUYECKON MPaKTUKK | HAAJIeXalled KIMHUYECKON
EADC u npumeHrMbIMU TpeOOBaHUSIMHU (B npaktuku EASC

COOTBETCTBUHM C MyHKTOM 4.1.3 IIpaBun
HaJyIexKaien kimandeckoi npaktuku EADC), a
TaKXe C MPOTOKOJIOM, COTJIACOBAHHBIM CO
CIIOHCOPOM M YTBEPKAEHHBIM (0100peHHbIM) DCO
(H9K) (B cootrBercTBUM ¢ yHKTOM 4.5.1 [IpaBun
HaJIexanen kimandeckon npaktuku EADC)?

coOJTI0/IEHHE TIPOIIEAYPHI PETUCTPALIUN nyHKT 5.6.3 TlpaBun
(mpencraBneHus) TaHHBIX ? HaJyIeKalel KIMHUYECKOU
npaktuku EASC

MIPOBE/ICHUE MOHUTOPUHTA, ayIuTa U UHCIIEKUUH (B | myHKT 5.6.3 [1paBun
COOTBETCTBHUHM C MyHKTOM 4.1.4 [IpaBun HaJJIeXkKalel KIMHUYECKON
Hajuiexalel kmuHuueckoi npaktuku EADC)? npaktuku EADC




XpaHEHUE OCHOBHBIX JIOKYMEHTOB, CBA3aHHBIX C
UCCIIeIOBaHUEM, 110 HH(OOPMUPOBAHUSI CIIOHCOPOM O
MpEKpaIICHUN XPAHESHUSI

(B cooTBeTcTBUH C myHKTamu 4.9.4 u 5.5.12 [IpaBun
HaJyIexalen kimanaeckon npaktuku EADC)?

nyHKT 5.6.3 [IpaBun
HauIexaled KINHHYECKON
npaktuku EASC

4.27 | YcTaHOBIICHBI T M paCIpeIeNICHbI JTU CIIOHCOPOM | TIyHKT 5.7 IlpaBuin
JI0 Hayaja MCCIe0BaHUs BCE CBA3AHHBIC C HaJJIeXkallel KIMHIYEeCKON
UCCIIeIOBAaHUEM 00S3aHHOCTH U (QYHKIIUU? npaktuku EASC

4.28 | IlpegycMaTpuBaroT JH MPaBHiIa U MPOIIETyPHI nyHKTHI 2.13, 5.8.2 IIpaBun
CIIOHCOpA MO BO3MEIEHUIO PACXO0JIOB Ha JICUCHHE HaJJIeXallel KIMHIYeCKON
CyOBEKTOB B Clly4ae MPUYNHEHUS Bpeia UX npaktuku EADC
3JI0pPOBBIO B PE3yJbTaTe UX y4acTHs B
WCCJICJIOBAaHUH B COOTBETCTBUU C TIPUMEHUMBIMH
TpeOoBaHUAMHU?

4.29 | OpopmiieHbl U TOKYMEHTAIBHO (PUHAHCOBBIE nyHKT 5.9 [IpaBun
ACTICKTBI MCCIICIOBAHUS B BUJIC JOTOBOPA MEXKTY HaJIeXKAIIeH KITMHIYIeCKON
CIIOHCOPOM M HccreioBaTeneM (MeAUIIMHCKON npaktuku EADC
opraHu3zarnmeit)?

4.30 | OGecniedeHa Jin 1oj1aya CIIOHCOPOM JI0 HavaJia yHKT 5.10 TIpaBun
KIIMHUYECKOTO UCCIIEIOBAaHUS B COOTBETCTBYIOIIUE | HAAJIEKAIIEH KIMHUYECKOM
Oprasbl BceX TpeOyeMbIX TaTUPOBAaHHBIX U npaktuku EADC
UICHTUPHUIUPYIOMIUX TPOTOKOT 3asBOK?

4.31 | TTomy4eHsl 1 CHOHCOPOM OT UCCIlieZIoBaTeNsl (MEIUIIUMHCKON OpraHu3aliimn):

cBelieHUs1 0 HauMeHoBaHuu u aapece CO (HIK)
uccienonarens (MeIMLIUHCKON OpraHu3anun)?

nyHKT 5.11.1 IIpaBun
HaJuIeKaned KIMHUIECKOH
npaktuku EASC




noarsepxkaeHue ot 9CO (HOK), uto on
OpraHu30BaH U JeicTByeT cornacHo [IpaBunam
HajuIexallel kamHuueckor npaktuku EASC u
3aKOHOJATEJIbCTBY COOTBETCTBYIOIIETO rOCyJapcTBa
- yieHa EBpa3uiickoro 3KOHOMHU4€ECKOIo cor3a’?

nyHKT 5.11.1 IIpaBun
HauIexaled KINHHYECKON
npaktuku EASC

JOKYMEHTAJIBHO 0hopMIIEHHOE 0100peHre
(3axmmrouenne) DCO (HOK) u kxonuu JOKyMEHTOB,
KOTOpBIe MOTJIH OBITH 3aTpeboBanbl DCO (HOK)?

nyHKT 5.11.1 IIpaBun
HauIeKaled KINHHIeCKON
npaktuku EASC

KOITMU U3MEHEHHBIX JIOKYMEHTOB C YKa3aHHEM JaThl
MOJIy4eHHOT0 of00penus (3akmouenus) ICO
(HOK), ecmu 3CO (HOK) ob6ycnoBiauBaeT Bbauy
CBOETO 0JI00pEeHMS (3aKIIFOUCHHS ) BHECEHUEM
W3MCHCHUH B KaKHE-THOO JTOKYMECHTHI
HUCCIIEIOBAHUS?

nyHKT 5.11.2 IIpaBun
HaJIeKalen KIMHUNYECKON
npaktuku EASC

JOKYMEHTAIUS C yKa3aHHEM JaThl TOBTOPHBIX
pazpemenuii (ogoopenunii) 3CO (HIK), a trakxke
penieHrs 00 OT3bIBE UM MPUOCTAHOBKE paHee
BBIJIJAHHOTO 0JI00peHUs (3aKTI0UeHUs)?

nyHkt 5.11.3 [IpaBun
HaJyIeKaIen KIMHUYECKON
npaktuku EASC

4.32

OOGHOBIIEHA JIU CITOHCOPOM OpoIIopa
WCCIIeIOBATEeNs IO Mepe MOTyYeHHs] HOBOI
CYIIECTBEHHON HH(OPMAITUH, HO HE PeXe OTHOTO
pasa B roJi (B COOTBETCTBUU C MOJPA3AEIOM 7
pazaena Il [IpaBun Hagiexkaen KIMHUYECKON
npaktuku EADC)?

nyHKT 5.12.2 [IpaBun
HaJIexalled KINHHISCKOM
npaktuku EADC

4.33

Onpenenexsl M CIOHCOPOM:

TEMIICpaTypa XpaHCHHUA UCCICAYCMbIX npenapaTOB?

nyHKT 5.13.2 IIpaBun
HaJuIeKaned KIIMHUIEeCKOH




npaktuku EASC

YCIIOBUSI XpaHEHMSI UCCIIEAYEMBIX IpenapaToB?

nyHKT 5.13.2 IIpaBun
HauIexaled KINHHIECKON
npaktuku EASC

CPOK XpaHEHUs UCCIIEIYyEMBIX IIpernapaToB?

nyHKT 5.13.2 IIpaBun
HauIeKaled KINHHIeCKON
npaktuku EASC

PACTBOPUTCIIN U NPOUCAYPLI AJIA Pa3BCACHHA U
BOCCTAHOBJICHUS UCCIICAYCMbIX npenapaTOB?

nyHKT 5.13.2 [IpaBun
HaJIeKamen KIMHUYECKON
npaktuku EASC

YCTPOWCTBA JIJIsl BBEICHHUSI TIPETapaTa, €CJIM TaKOBBIC
MIPEeIyCMOTPEHBI?

nyHKT 5.13.2 [IpaBun
HaJIeKalen KIMHNIYECKON
npaktuku EASC

4.34

[TostydeHsl U 10 UCIOIB30BAaHUS HOBOM
JIeKapCTBEHHOH (POPMBI B KITIMHUUECKUX
HCCIIEIOBAHUX PE3YIbTAThl JOMOJIHUTEIbHBIX
UCCIIeIOBAaHUM JTaHHOM JIeKapCTBEHHOM (POpMBbI
npenapara, HeoOX0IUMBbIE JUIsl OLIEHKHU TOTO,
CIOCOOHBI JI IaHHBIE U3MEHEHUS CYIIECTBEHHO
MOBJIMSTH Ha (hapMaKOKUHETHUECKUN TPODUIIH
npernapara, ecliv JIeKapcTBeHHas popma
HCCIIElyeMOr0 IIperapara \ili Ipernapara
CpaBHEHMsI HAa KIIMHUYECKOM 3Tare n3yuyeHus Oblia
CYIIIECTBEHHO M3MEHEeHa?

nyHKT 5.13.5 IIpaBun
HaJIexalled KINHHISCKOM
npaktuku EASC

4.35

[Tomy4yena i crioHCOpPOM BCs TpeOyemast
JOKYMEHTAIUs (Harpumep, oJo0peHwe
(3axmmrouenne) DCO (HOK) u yrnmomrHOMOYEHHBIX

nyHKT 5.14.2 [IpaBun
Hajiexanied KIMHU4IeCcKoi
npaktuku EADC




OpraHoB) JIO MOCTAaBKH UCCIIEyeMOro IpermapaTa
rccaeaoBarennto (MeIUIMHCKON opraHu3aIin)?

4.36

BxaroyaroT 1M ICEMEHHEBIE mpoucaypsl CriIOHCOPAa MHCTPYKIUHN JJIs1 UCCIICI0BATCIIA (MCHHHHHCKOﬁ OpraHI/I3aHI/II/I) I10:

MpaBWJIaM XpaHEHUs HCCIeAyeMOro npenapara u
oOparlieHus: C HUM, a TaKXKe 110 BEJICHUIO
COOTBETCTBYIOIIEH TOKYMEHTALIUU?

nyHKT 5.14.3 IIpaBun
HaJUJIeXKalEen KIMHUYECKON
npaktuku EADC

0€30MacCHOMY TOJTYYCHHUIO UCCIIEyeMOTO
npenapara?

nyHkT 5.14.3 [IpaBun
HaJUIeKaIed KIMHUYECKOU
npaktuku EADC

00pallleHU 0 ¢ UCCIIEAYEMbIM MpenapaTom?

nyHkT 5.14.3 [IpaBun
HaJyIeKaIen KIMHUYECKON
npaktuku EADC

XPAaHCHUIO UCCIIEAYEMOT'O HpenapaTa?

nyHkT 5.14.3 [IpaBun
HaJUIeKaIed KIMHUYECKOU
npaktuku EASC

BbLAAYC UCCIICAYCMOT'O npenapaTa?

nyHKT 5.14.3 IIpaBuin
HaJyIeKanied KIIMHUYIeCKOn
npaktuku EADC

U3BATHIO HEUCIIOIb30BAHHOTO UCCIIEAYEMOTO
npemnapara y cyObeKTOB U BO3BPAT €ro CoHcopy?

nyHKT 5.14.3 IIpaBun
HaJIeXKamen KIMHUNYECKON

npaktuku EADC
4.37 | ObecnieueHa 11 CIOHCOPOM CBOEBPEMEHHAs nyHKT 5.14.4 [IpaBun
IIOCTaBKa MCCIEAYEMBIX IIPENIapaToB HaJJIeXkKallel KIMHUYECKON
uccienoBarensim? npaktuku EADC
4.38 | 3a10KyMEHTHPOBAHBI JIM CITOHCOPOM ITOCTABKa, nyHKT 5.14.4 TIpaBun




II0JIy4Y€HUE, BblJJaua, BO3BpAT U YHUUTOKEHUE (1100
MHOE PaclopsDKEHUE) UCCIIelyeMbIX IIpenapaToB (B
COOTBETCTBUH ¢ nozapaszaenom 8 paszaena Il [Tpasuin
HaJyIeKaen KImandeckon npaktuku EADC)?

HaJuIeKanied KIMHUYIEeCKOn
npaktuku EADC

4.39

[IpenycmoTpena a1 ClIOHCOPOM B IMPOTOKOJIE UITH
HWHOM COTJIAIIICHUH 00SI3aHHOCTh MCCIIEA0BATENS
(MEIMITMHCKON OpraHU3aIlK) 00ECIICYUTh MPSIMON
JOCTYII K TIEPBUYHBIM JAHHBIM (JOKYMEHTAIIUH) JIJIs
Lejael MOHUTOPUHTa, ayauTa, 3kcnepTu3bl 9CO
(HOK), a Takyke MHCIEKIIUU CO CTOPOHBI
YIOJIHOMOYEHHBIX OpraHoB?

nyHKT 5.15.1 IIpaBun
HaJUJIeXKalEen KIMHUYECKOU
npaktuku EADC

4.40

ObecrieyeHo 11 KaXIbIM CYOBEKTOM MOITUCAHHE
MMMCEMEHHOTO COTJIACHS Ha MPSMOU TOCTYII K €T0
OPUTHHAJILHBIM MEIUITUHCKUM 3aITUCAM JIJIS
MIPOBEJICHUSI MOHUTOPUHTA, ayIUTa ¥ SKCIICPTU3BI
DCO (H3K), a Takxe HHCIICKITUI
YIIOJTHOMOYCHHBIMU OpTaHaMu?

nyHkT 5.15.2 [IpaBun
HaJyIeKaIen KIMHUYECKON
npaktuku EADC

441

O6ecnedeHo 1 CIOHCOPOM HE3aME T TEIIbHOE
YBEJIOMJICHHE BCEX yYaCTBYIOIIUX B UCCIIEOBAaHUH
uccienoBareneil (MEIUIIMHCKUX OpraHu3alui), a
TaKXe YIOJIHOMOYEHHBIX OPraHOB O MOJyYEHHbIX
JAHHBIX, KOTOPbIE MOTYT HEOIAronpusTHO
OTpa3UThCs Ha 6€30MaCHOCTH CyOBEKTOB, MOBIHSTH
Ha MPOBEJICHUE UCCIIETOBAHHS JTHO0 N3MEHUTD
onobpenue (3akmouenue) ICO (HOK) na
MIPOIOIDKEHHE UCCIIETOBAHHS?

nyHKT 5.16.2 [IpaBun
HaJIexalled KINHHIeCKOM
npaktuku EADC

4.42

Opranu3oBaHa JIM CIIOHCOPOM CHCTEMaA
MUCHMEHHBIX CTaHAAPTHBIX MPOLEIYD B LEIAX
oOecnieueHus TpeOyeMoro ypoBHS CTaH/IapTOB

nyHKT 1.1 [Tpunoxenus N
11 [paBun HauIexaei
KIIMHAYECKON TIPAKTHKH




KayecTBa MPH BBHITOTHEHUN QYHKIUN
JOKYMEHTUPOBaHUs, COOpa JaHHBIX, BaJIUJIALUH,
OLIEHKH, apXUBUPOBaHMsI, PENIOPTUPOBAHUS U
IIPEJCTABICHUS MTOCeNyoIel HHpOopMaIiK 1o
BBISIBJISIEMBIM HEXKEJIATEIIbHBIM PEAKIIUSIM IIPU
IIPOBEJCHUH KIMHUYECKUX UCCIICIOBAaHUN?

EADC

4.43 | CooO111eHO JI1 B BO3MOYKHO KOPOTKHH CPOK nyHkT 5.17.1 [IpaBun
CIIOHCOPOM BCEM YYaCTBYIOILIUM B HCCIIEA0BAHNUN HaJJIeXkallel KIMHUYECKON
nccaeaoBaresisiM (MEIUIIMHCKAM OpraHu3aIusaM), npaktuku EADC; myHkT 11
2CO (HOK) (rmpu HeoOX0AMMOCTH), a TAKKE [Topsinka hapmakoHaI3opa
YIIOJTHOMOYEHHBIM OpraHam 000 Bcex
HEXeJaTEeJIbHBIX PeaKLUsiX, KOTOPbIE OJHOBPEMEHHO
SIBJIIOTCS CEPhE3HBIMU U HEMPEIBUICHHBIMU ?

4.44 | COOTBETCTBYIOT JI CPOYHBIE COOOIICHHUS nyHKT 5.17.2 [IpaBun
MIPUMEHUMBIM TPEOOBAHHSM U TTOJI0KEHUSM HaJJIexalel KIMHUYECKON
npunoxenus N 11 IIpaBun Hagnexamen npaktuku EADC
KJIMHu4eckon npaktuku EADC?

4.45 |IlpencraBieHsl 1M CIOHCOPOM Ha pacCMOTPEHHUE nyHKT 5.17.3 IIpaBun
YIIOJIHOMOYEHHBIM OpraHaM OOHOBJIEHUS Ha/IIeKalel KIMHUYEeCKOi
nH(popmanuu no 6€30MacHOCTH U nepuoauueckue  |npaktuku EADC.

OTYETHI 10 OE30MaCHOCTH UCCIIEyeMOro penapara
B COOTBETCTBUH C IPUMEHHUMBIMH TPEOOBAHUSMH U
npunoxxenueM N 11 IIpaBun Hagnexamen
KJIMHU4eckor npaktuku EADC?
4.46 | HampagiieHa JT1 CIIOHCOPOM, JepiKaTesieM nyHKT 18 [Topsinka

(BMazenblieM) perucTpalliOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOTO TIpernapaTta uin ynoJHOMOUYECHHBIM
UM UHBIM IOPUAUYECKUM JIMIIOM HHPOPMAITUS O
CEpPhE3HOM HEMPEIBUACHHON HEXKENaTeIbHOU

bapmakoHa3zopa




peaKUrK Ha UCCIEAYEMBIN JIEKAPCTBEHHBIN
npenapaT v uHasi uHpopMaius o 6€30MacHOCTH B
pamMKax HHTEPBEHIIHOHHOTO KIMHHYECKOTO
HCCIIeIOBaHMS JIEKAPCTBEHHOTO Mpernapara B
denepanbHyIO CIIyk0y 10 Haa30py B chepe
3/IpaBOOXPAaHEHUS B COOTBETCTBUH C TPeOOBAaHUSIMU
nyHkToB 1 1 2.2 npunoxxkenus N 11 k IIpaBunam
HaJiIexKalen KiimHudeckoit mpaktuku EADC?

4.47 |TlpencraBneHa M coHCOpoM HH(popMalus 000 BCEX CEPhE3HBIX HEMPEIBUICHHBIX HEKETATeNbHBIX PEAKIMSAX Ha HCCIIETyeMBbIil
rpenapar, BBISIBICHHBIX B X0J/i€ KJIMHUYECKUX HCCIIEIOBAHUN, OJIOOPEHHBIX K MPOBEIEHUIO B rocyaapcTBe - wieHe EBpasuiickoro
SKOHOMHUYECKOI'0 COK03a, HA TEPPUTOPUHU KOTOPOTO IIPOBOAUTCS KIMHUYECKOE UCCIIEI0BAHUE:

He3aMeJUIMTENbHO, HO He Mo3Hee 7 KajneHaapHblx | myHKT 1.2.1 IIpunoxxenus N
JHEH ¢ naThl noiay4yeHus: nHpopMmanuu o BeisiBieHuu | 11 IlpaBun Haiexariei
Cepbe3HON HeMpeABUICHHON HexXenaTeaIbHON KJIMHUYECKON MPaKTUKU
peakuuu, B cilyyae eciid oHa npuBesia k cmeptu win | EADC

IIPEJCTaBIsUIA YIpo3y AJIsl )KU3HU?

He no3/Hee 15 KaneHapHbIX JHEN ¢ JaThl nyHKT 1.2.1 IIpunoxenus N
noJiydyeHus: nH(popMaluu o BbIsiBJIeHUH cepbe3Hoil | 11 IlpaBun Haiexarieit
HENPEBUICHHON HEXENATEIIbHON PEeaKLInH, KIIMHUYECKON IIPAKTUKHU

KOTOpasi He MpuBeJa K CMEpTH WK He npezactasisiia | EADC
yIrpo3y AJis AKU3HU?

4.48 | IlpeAnpuHSTHI JIM CIOHCOPOM MEPHI 10 nyHKT 1.2.2 [Ipunoxenust N
MIpE/ICTaBICHUIO MOJIHON HHpOpMauH B popme 11 IIpaBun HamIexkamen
JIOMIOJTHUTEIBHOTO CPOYHOT'O COOOILEHUS O KIIMHUYECKON IIPAKTUKHU
BBISIBJIEHHON Cepbe3HON HENpeaBUACHHON EADC

HEeXeJaTelIbHOW peaklMK He Mo3/1Hee §
KaJICHJAApHBIX THEW C 1aThl IPEICTABICHUS
MEPBUYHOTO COOOIIEHUS MPU OTCYTCTBHUH MTOJHOMN
nH(popMaIuy Ha JaTy MPEACTABICHHS CPOTHOTO




COOOIIEHHUS O CIIydae CMEPTH WM Pa3BUTUU
’KU3HEYTPOXKAIOLIETO COCTOSIHUSA?

4.49 | O6ecnieveHo 1M CIIOHCOPOM TpeaocTaBieHre HoBor | MyHKT 1.2.3 IIpunosxennst N
3HaYMMO MH(pOpMAIMK IO BRIABICHHOH cepbe3Hoit | 11 IpaBun Hamnexaei
HEeNpeIBUICHHON HeXeNaTeIbHON peakuy B hopMe | KTMHUYECKOM MPaKTUKU
MOCIIEAYIOIIETO COOOIIeHNs B TeueHue 15 EADC
KaJICHJapHBIX THEH C 1aThl €€ MOTy4YeHUs?

4.50 | OGecnieueno nu HazHaueHue U GyHKIMoHUpoBanue |NyHKT 1.9.3 [Ipunoxenus N
"KomuTeTa nmo He3aBUCUMOM OIICHKE PE3YJIbTATOB 11 [IpaBun Hamexamiei
KIIMHUYECKOTO UCCIIEeIOBaHMs" IPU MIPOBEICHUU KIIMHUYECKON TPAKTUKHU
KJIIMHUYECKUX MCCIIEIOBAHUM C y4acTHEM EADC
MOMYJISILIUY, JUISI KOTOPOI XapakTepeH BhICOKUI
YPOBEHb OCJIOKHEHUN U CMEPTHOCTH?

4.51 |TIpencraBnsieTcs Jin HHGOPMAIIUS O CEPhE3HBIX nyHKT 1.6.2 Tpunoxenus N

HETIPE/IBUICHHBIX HEXKEIATEIbHBIX PEaKIUIX
UCCIIeI0OBATENSIM B 00001IEHHOM BHIE B (popme
MIEPEYUCIICHUS C KPATKUM OMHUCaHUEM
HEXKEJAaTeNIbHBIX PEAKIUH 32 IEPUOJ,
MPOJOIKUTENFHOCTh KOTOPOTO JOJIKHA
onpenensaThes npoduiaemM 6e30macHOCTH
HCCIIeTyeMOro Tpernapara U KOJIH4eCTBOM
BBISBJIICMBIX CCPBE3HBIX HCOKNAAHHBIX
HEXKeNaTeNbHBIX PEaKIuii?

11 IlpaBun Hajexaniei
KJIIMHUYECKOU MPAKTUKU

EADC

CornpoBosk1aeTcs U NEPEUEHb CEPhE3HBIX
HETIPEBUICHHBIX HEXETaTeIbHBIX PEeaKIuH,
MPEAO0CTABIIAEMbIN UCCIIEA0BATEINSAM, KPATKUM
3aKJTIOYEHUEM T10 TEKYIIEeH OIeHKe Mpohus
0€30MMacHOCTH 32 OTYETHBII MEePHO?

nyHKT 1.6.2 [Ipunoxenus N
11 IIpaBun Hamexkanen
KIIMHUYECKON IIPAKTUKHU
EADC




4.52

[Ipenocrasinsiercs 1 moyHast HHGOpMAIHs O
CEpbE3HBIX HENPEIBUACHHBIX HEXeIaTeIbHbIX
peaxkuusax Ha UCCIEeyeMbli penapar u npenapar
CpaBHEHMs, Iu1anedo?

nyHkTsl 1.2.4,1.8,1.3.2
[Tpunoxenust N 11 [IpaBun
HaJyIeKalend KIMHUYECKOU
npaktuku EASC

4.53 | O6ecnieveHo 1M BKIIOYCHHE B iepBUYHOE cpouHoe | TyHKT 1.3.1 [Ipunoxxennst N
co0OIIeHNE O BBISBICHHOHN Cepbe3HOM 11 IlpaBun Haanexamen
HeNpeABUICHHON HeXeNlaTeJIbHON peakLuu KJIMHUYECKON MPaKTUKU
uHpopManuy, epevucieHHon B mynkre 1.3.1. EADC
[Tpunoxenust N 11 [IpaBun Hagiexariei
KJImHu4eckon npaktuku EADC?

4.54 | IlpencraBusieT u CIOHCOP, AepKaTelb nyHKT 1.9.4 Ilpunoxenust N

PEruCTPalMIOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
nperapara uii YIIOJTHOMOYEHHOE UM IOPUIYECKOe
JIMIIO €KEro/IHO B ABTOMaTU3UPOBAHHYIO
nHpopMannoHHYyI0 cuctemy DeaepanbHOM CITyKObI
10 Ha/A30pYy B chepe 31paBoOXpaHEHUs
MEPUOTNIECKUN OTYET 0 0€30IaCHOCTH
pa3pabaTbIiBaeMOro (MCCiIeayeMoro)
JeKapCcTBEHHOTO npemnapata (nanee - POOB) B
COOTBETCTBHUH € TpeOOBaHUAMM MyHKTOB 3.1 - 3.3
[Tpunoxenus N 12 IIpaBun Haanexamen
KJIMHU4ecKor nmpakTuku EADC?

11,

nyHkTeI 3.1 - 3.3, 3.4.2
[Tpunoxenust N 12 [IpaBun
HaJyIeKaIen KIMHUYECKOU
npaktuku EADC; myHKTBI
14, 19 Iopsinka
bapmakoHa30pa

4.55

HanpasiieH 1 1opuaM4ecKuM JIUIOM, Ha UMS
KOTOPOTO BBIJIAHO Pa3pEIICHUE HA TPOBEACHUE
KJIIMHUYECKOI0 nccienoBanus, B denepanbHyro
CITyx)0y 1o HaA30py B chepe 31paBOOXpaHEHHUS B
CpOK, He npeBblmaromuii 30 pabouux aHel co aHA
ITOJTyYEHUS AIEKTPOHHOIO YBEIOMIICHHS
denepanbHOil caykO0bI 110 HaA30pY B cepe

nyHKT 32 [lopsinka
dbapmakoHaazopa




3/paBOOXpAHEHUS], YKa3aHHOIO B IyHKTe 31
[Topsiaka dhapmakonanzopa, POOB ¢ yuetom
3aMeuyaHuil 3KCIEPTHOW OpraHu3auu?

4.56

[IpoBeneH i1 FOPUANYECKUM JIMLIOM, HA UMS
KOTOPOTO BBIJIAHO pa3pellieHHe Ha MPOBEICHHE
KIIMHUYECKOTO UCCIICIOBAHMS, aHATH3
JOCTOBEPHOCTH MOJYYCHHOU MH(OpPMAIH O HOBBIX
JAHHBIX 110 0€30MaCHOCTH (aHATU3 JOCTOBEPHOCTH
uHpopMaInK) U HarpasiieH Jiu B DexepaibHyro
ciryx0y 1Mo HaBopy B chepe 3ApaBOOXPAHCHUS
pe3yabTaT IPOBEICHHOIO aHalu3a B TedeHue 10
pabouux qHEW CO AHS MOTYYCHHUS YBEOMIICHUS
Poc3npaBHan3opa, ykazaHHOTO B IyHKTE 38
[lopsanka dhapmakonanzopa?

nyHKT 40 [Topsinka
bapmakoHag3opa

4.57

[IpencraBieH au IOPUANYECKUM JIULIOM, Ha UMS
KOTOPOTO BBIJAHO Pa3pellIEHUE HA IPOBEIECHUE
KJIIMHUYECKOI0 nccienoBanus, B deaepanbHyIo
cIIy>’k0y MO HaJ30py B chepe 3ApaBOOXPaHEHUS
MIpeIBAPUTENIbHBIN OTBET O HEOOXOIUMOCTH WU
OTCYTCTBUH HEOOXOAMMOCTH MPUHATHS CPOUHBIX
Mep 10 AadbHEHIIEMY 00paIlEHUIO JIEKAPCTBEHHOTO
npemnapara B Teuenue 10 pabouux aHei co aHs
noJiyueHus ypenomiienus OenepaibHON Ci1yXObI 110
Ha/130pYy B chepe 31paBoOOXpaHeHHs IPH
HE00XO0IMMOCTH MTPOBEACHUS FOPUIUUECKUM JIULIOM,
Ha UMs KOTOPOTO BBIIAHO pa3pelIeHNne Ha
IIPOBE/IEHUE KIIMHUYECKOr0 UCCIIeI0BaHMsl, Oomee
JieTalbHOM MPOBEPKH KauecTBa, 3(PpPEeKTUBHOCTH U
0€30MaCHOCTH JICKApCTBEHHOTO Tperapara’?

nyHKT 40 [Topsinka
bapmakoHa3opa




4.58

HpI/IHHTbI JIM OPUANYCCKUM JIMIIOM, Ha UM
KOTOPOT'O BBIJJAHO pa3pelleHue Ha IIPOBEACHNE
KIIMHUYCCKOT'0 UCCIICA0BAHUA, MCPbI JJIA
OIIpEeJICJIEHUs] PUCKA, CBA3AHHOIO € O0OpallleHueM
COOTBETCTBYIOLIETO JIEKapCTBEHHOI'O Ipernapara, a
TaKKe KOMIUIEKC MEpONIPUATUH, HAITPABJICHHBIX HA
NpeaAOTBPAIICHNUEC NIIKM YMCHBIICHHUC BEPOATHOCTHU
BO3HUKHOBEHUS HEXKEJIATENIbHBIX PEaKIHii,
CBSI3aHHBIX C BO3/I€HCTBHEM JIEKAPCTBEHHOT'O
npermapara, 1100 Ha YMEHBIIICHHE CTETICHH TSHKECTH
WIN BIMSIHUS HEXKEJIATeNIbHBIX peakuii Ha
MManueHTa B CJIy4ac UX pa3sBUTH:A, B IICPUO
IIPOBE/ICHUS aHaJIM3a JOCTOBEPHOCTH UH(pOpMAIIH,
ykazanHoro B nmyHkrte 40 [lopska

nyHKT 41 [lopsinka
bapmakoHag30pa

bapmakonagzopa?

4.59 | HazHaueHsl JIM CIIOHCOPOM MOHHUTOPHI nyHKT 5.18.2 [IpaBun
uccleI0BaHus? Ha/IJIeKalled KIMHUYEeCKO

npaktuku EADC

4.60 | ImMeroT 11 MOHUTOPBI COOTBETCTBYIOUIYIO nyHKT 5.18.2 [IpaBun
MOJITOTOBKY, IMOATBEPKACHHYIO TOKYMEHTAJIBHO, Ha/IIeKalel KIMHUYEeCKOi
HEOOXOUMYIO JIJIs IPOBECHUS HAJICIKAIIETO npaktuku EADC
MOHUTOPHUHTA HCCIEIOBAHUA?

4.61 | O6nanaroT 1M MOHUTOPHI HAYYHBIMU U (HJTN) nyHKT 5.18.2 IIpaBun
KITMHAYECKUMH 3HAHUSIMH, HEOOXOIMMBIMH JIJIS HaJJIexalen KIMHUYEeCKON
MIPOBE/ICHUS HaJUIeKAIero MOHUTOPUHTA npaktuku EADC
UCCIIEIOBaHMs?

4.62 |TToaTBEep K ACHO JIN MOHUTOPAMH:

JIeTaJIbHOC 3HAHNE CBOMCTB HCCIEAYCEMBIX

nyHKT 5.18.2 [IpaBun




npenaparoB?

HaJuIeKanied KIMHUYIEeCKOn
npaktuku EADC

J€TaJIbHOC 3HAHUEC HpOTOKOJIa?

nyHKT 5.18.2 [IpaBun
HaJUJIeXKaEen KIMHUYECKON
npaktuku EASC

JeTabHOE 3HAHUE MUChMEHHOU (hopMBbI
MH(GOPMHUPOBAHHOTO COTIIACUS M BCEX IPYTUX
MIPeIOCTaBIIIEMbIE CYObEKTaM HCCIIEIOBAHUS
MMCbMEHHBIE MaTepUabl?

nyHKT 5.18.2 [IpaBun
HaJUJIeXKaEen KIMHUYECKON
npaktuku EADC

netanbHOe 3HaHUE COII cioncopa?

nyHKT 5.18.2 [IpaBun
HaJIeKamen KIMHUYECKON
npaktuku EASC

neranbHOoe 3HaHue [IpaBun Hagnexanen
KJIMHU4YecKou npakTuku EADC u npuMeHnuMbIX
TpeOoBaHUIA?

nyHKT 5.18.2 [IpaBun
HaJIeKalen KIMHUIECKON
npaktuku EASC

4.63 | ObecnieueH M CIIOHCOPOM HaJIEKATITHIA nyHKT 5.18.3 IpaBun
MOHUTOPUHT HCCIIECAOBaHUN? HaJUIeXKael KIMHNYECKOM
npaktuku EADC
4.64 | ObecnieueHsb! I MOHUTOPOM:

HaJ|Jiexariee B COOTBETCTBUU C TPEOOBaHUSIMU
CIIOHCOpa MIPOBEJICHUE U JOKYMEHTAIbHOE
odopmIleHre Uccle0BaHUs?

nyHKT 5.18.4 IIpaBuin
HaJuIeKanied KIIMHUYIEeCKOH
npaktuku EASC

MOATBEPKICHUE TOTO, YTO HCCIEI0BATENb 00IagaeT
JOJDKHOM KBaM(pUKaIUe U BOSMOKHOCTSIMHU JITST
MPOBEJICHUS UCCIIEIOBAHUS U OCTAETCS TAKOBBIM HA
MPOTSKEHUHU BCETO NEPUOAa UCCIEIOBAHUS?

HNOANYHKT "0" myHKTa
5.18.4 ITpaBun Haexamen
KJIMHUYECKON MPaKTUKU
EADC




MOATBCPIKACHUC TOI'0, YTO MMOMCIICHHA, OTBECACHHLIC
IS TIPOBE/ICHHSI UCCIIeI0BaHMs (BKITIOYAs
naboparopun 1 000pyIOBaHUE), & TAKKE MIEPCOHAT
COOTBETCTBYIOT TPEOOBAHUSIM K IIPOBEACHHUIO paboT
0€301acHO M JOJDKHBIM 00pa30M Ha MPOTSHKEHUH
BCEro MepHO/Ia UCCIIeA0BaHMs?

noanyHKT "0" myHKTa
5.18.4 I1IpaBun Haexamen
KJIIMHUYECKOW IPAKTUKU

EADC

MIPOBEPKA XPAaHCHUS U y4eTa HCCIIEeyEeMbIX
npenaparoB?

noanyHkT "B" myHkra 5.18.4
[IpaBun Hamiexanen
KIIMHUYECKON MPAKTUKHU
EADC

IIPOBEpPKaA COOJIIOIEHHS] UCCIIEA0BATENIEM
YTBEPXKAECHHOIO IPOTOKOJIA U BCEX YTBEP)KIECHHBIX
MIONPABOK K HEMY, €CJIM TaKOBbIE UMEIOTCA?

n_n

noAnyHkT "r" nmyHnkra 5.18.4
[IpaBun Hajexaren
KIIMHUYECKOW MPAKTUKHU

EADC

IIPOBEpPKaA TOTO, YTO MUCbMEHHOE
MH(GOPMHUPOBAHHOE COTJIACHE KAKIOTO CyOBheKTa
OBbUIO MOJIYYEHO /10 Hayalla ero y4yacTHs B
HCCIIEIOBaHUU?

MOAMYHKT "1 MyHKTa
5.18.4 [lpaBun Haamexaniei
KITMHUYECKON TTPAKTUKHU
EADC

HaJIM4Yue y UCCIIeIOBATENs TEKYILeH peJakluu
OpOLIIOPHI HCCIIEN0BATENS, IPYTUX TOKYMEHTOB U
MaTepUajIoB, HEOOXOIUMBIX JJIs TPOBEACHUS
HCCIIeIOBaHMsI HaJIeKaluM 00pa3oM U B
COOTBETCTBUH C IPUMEHUMBIMU TPEOOBAHUAMU?

noAnyHkT "e" nmynkra 5.18.4
IIpaBun HamIexkamen
KJIMHUYECKOW NPAKTUKU

EADC

JOCTaTOYHOE MH(POPMHUPOBAHUE 00 UCCIIEOBAaHUHT
WCCIIeIOBATENS U €T0 COTPYAHHUKOB, 3aHSITHIX B
HCCIIeIOBaHUN?

MOJAMYHKT "X" MyHKTa
5.18.4 [IpaBun Haanexaniei
KIIMHUYECKOU MPAKTHKU

EADC




MIPOBEPKA BHITIOJTHEHHS HCCIICIOBATENIEM U €T0
COTPYJIHUKAMH, 3aHATHIMH B HCCJICIOBAaHUH,
CBSI3aHHBIX C MCCIIEIOBAHUEM 00S3aHHOCTEH B
COOTBETCTBHUH C IMTPOTOKOJIOM M BCEMH JPYTUMHU
MUCbMEHHBIMH COTJIAIICHUSIMHU MEX]Ty CIIOHCOPOM U
rccaeaoBareseM (MEIUIIMHCKON opraHu3aiueii) 6e3
nepelayr BHITIOHEHUSI CBOMX (DYHKITUI
HEYITOJITHOMOYCHHBIM JIUI[aM?

nyn

noanyHkT "3" myHkra 5.18.4
[IpaBun Hagyexanei
KJIIMHUYECKOW IPAKTUKU

EADC

MIPOBEpKa COOTIOACHHS UCCIIeI0BATEIEM KPUTEPUEB
0TOOpa IpH BKIIFOUCHUU CYOBEKTOB UCCIICIOBAHMS?

MOAMYHKT "K" MyHKTa
5.18.4 [lpaBun Haamexaniei
KJIMHUYECKON MPaKTUKU
EADC

COOO0IIIEHNE O CKOPOCTH HaOOpa CyOHEKTOB B
ucciaenosauue?

noAnyHkT "k" myHkra 5.18.4
[IpaBun Hajexaren
KIIMHUYECKOW MPAKTUKHU

EADC

IIpOBEpKa NMPaBUIIbHOCTH, ITOJIHOTBI U
CBOCBPCMCHHOCTHU PECTUCTPALlMU JAHHBIX B
NEPBHUYHBIX U APYTUX OTHOCAIIUXCA K
HCCICOAOBAHNIO JOKYMCHTAX, a TAKXKE IMOpAaKa
BCACHUSA TaKUX I[OKYMCHTOB?

HNOANYHKT "1" myHKTa
5.18.4 TlpaBun Haamexaniei
KJIMHUYECKON MPaKTUKU
EADC

MIPOBEPKA CBOEBPEMEHHOCTH, MOJHOTBHI,
MIPaBUIILHOCTH MPEIOCTaBICHUS UCCIIEI0BATENIEM
BCeX TpeOyeMBIX OTYETOB, YBEIOMIICHUA, 3alIPOCOB
Y TTOJ00HBIX JOKYMEHTOB?

MOAMYHKT "M" IyHKTa
5.18.4 TlpaBun Haamexaniei
KJIMHUYECKON MPaKTUKU
EADC

IMPOBEpKa MPAaBHUIIbHOCTU U IMOJIHOTHI JaHHBIX B
HHAUBUAYAJIBHBIX PCTUCTPALIUOHHBIX KapTax,
MNEPBHUYHBIX JOKYMCHTAaX U APYIUX OTHOCAIIUXCA K

MOAMYHKT "H" MyHKTa
5.18.4 [IpaBun Haanmexaniei
KIIMHUYECKOU MPAKTHKU




HCCJICTOBAHUIO 3aITUCSAX ITyTEM COTIOCTABICHUS MX
MEXIy cO00i?

EADC

COOOIICHUE MCCIICIOBATENIO O JIFOOBIX JTOMYIIEHHBIX
B MHJIUBUIYaJIbHBIX PETUCTPALIMOHHBIX KapTax
omuOKax, MPOITyCKax U HEPA30OPUMBBIX 3AIUCTX ?

MOJNYHKT "0" MyHKTa
5.18.4 [lpaBun Haanmexamniei
KIIMHUYECKON MTPAKTUKU
EADC

KOHTPOJIb 3@ TE€M, YTO COOTBETCTBYIOIIHE
UCHpaBJICHUs, 100aBIEHUS WU UCKIIIOYEHUs ObUTH
C/IeJIaHbl C YKa3aHUEM J1aThl, 00bsCHEHB! (IpU
HE00XO0AMMOCTH) U MOMHUCAHbI CAMUM
ucclieloBaTeNneM J100 YIIOTHOMOYEHHBIM Ha
MIOJITMCAHUE 32 HEr0 U3MEHEHUH B
HHAUBUAYAJIBbHBIX PCTUCTPALIMOHHBIX KapTax
YJIEHOM HMCCJIEI0BATENbCKOIO KOJUIEKTHBA?

HNOANYHKT "0" myHKTa
5.18.4 IIpaBun Haexaen
KJIIMHUYECKOU MPAKTUKU

EADC

MPOBEPKA COOJIIOICHUSI CPOKOB COOOIICHUS O
HEeXeJaTeIIbHBIX SBJICHUSX, ONpeesieHHbIX [IpaBun
HaJyIexalen KinHndeckon npaktuku EADC,
nporokosiom, 2CO (HOK), cnoncopom u
MIPUMEHUMBIMU TPeOOBaHUSIMH?

MOAMYHKT "n" myHKTa
5.18.4 [lpaBun Haamexaniei
KJIMHUYECKON MPaKTUKU
EADC

IIPOBEPKA BEJACHUS UCCIEA0BATEIIEM OCHOBHBIX
JOKYMEHTOB (B COOTBETCTBUU C MOJPA3IEIOM &
pasnena II IIpaBun Hajuie)kamen KIMHUYECKOU
npaktuku EADC)?

HNOANYHKT "p" myHKTa
5.18.4 TlpaBun Haamexaniei
KJIMHUYECKON MPaKTUKU
EADC

COOOIIEHNE UCCIIEI0BATEIO 00 OTKIIOHEHUSIX OT
npotokona, COII, [TpaBun Hajnexaien
KJIMHA4YecKOoU npakTuku EADC u npuMeHnMBIX
TpeOOoBaHU, a TAaK)Ke MPEANPUHUMAET
HEOOXOUMBIE IEUCTBHS IS IPEAOTBPAICHUS

noAnyHkT "c¢" nmynkra 5.18.4
[IpaBun Hamexaen
KIIMHUYECKOU MPAKTUKHU

EADC




MIOBTOPEHUS MOI00HBIX OTKIOHEHHIA?

cobmoaenne nucbMenHbix COII cnioncopa, a Takxke
HPOLEAYPHI, CTICIIHATBHO ONPEICIICHHON CIIOHCOPOM
U1 MOHUTOPHHTA KOHKPETHOTO UCCIICAOBAHUS?

nyHKT 5.18.5 IlpaBun
HauIexaled KINHHIECKON
npaktuku EASC

MpeaAOCTABJICHUC CIIOHCOPY IMMCbMCHHOI'O OTYCTA
IIOCJIC KaXXJ0I'0 BU3UTAa B I/ICCHe,Z[OBaTeHBCKI/Iﬁ OCHTP
WJIN CBA3aHHOT'O C HCCIICJOBAHUECM KOHTaKTa?

nyHKT 5.18.6 ITpaBun
HauIeKaled KINHHIeCKON
npaktuku EASC

4.65

CopaepXUT 1 OTYET MOHUTOPA:

I[aTy, HAaNUMCHOBAHHUC ueHTpa, M MOHI/ITOpa, M
HCCIIEA0BATEIIS UM HHOTO JIMIA, C KOTOPBIM
COCTOSJICS KOHTAKT?

nyHKT 5.18.6 [IpaBun
HaJIeKamen KIMHUYECKON
npaktuku EASC

KpaTKO€ OMUCaHuEe 0OBEKTOB MPOBEPKU?

nyHKT 5.18.6 [IpaBun
HaJIeKalen KIMHNYECKON
npaktuku EASC

COOOIIIEeHNE MOHHUTOPA O CYIIECTBEHHBIX JaHHBIX
(pakTax), 00 OTKIIOHEHHSIX U HEIOCTaTKax?

nyHKT 5.18.6 [IpaBun
HaJIexalled KINHHIeCKOM
npaktuku EADC

BBIBOJIBI?

nyHKT 5.18.6 IIpaBun
HaJuIeKanied KIIMHUIeCKOn
npaktuku EASC

ONMCaHNE ACUCTBUMN, IPEAIPHUHATHIX, TUIAHUPYEMBIX
1 (WIH) PEKOMEHTYeMBIX JJISI 00CCTICUCHHS
coboieHust TpeboBanuil mporokoia, [Ipasun
HaJuIexallel KIMHu4eckor npaktuku EAD u
YIIOJTHOMOYEHHBIX OpraHoB?

nyHKT 5.18.6 IIpaBun
HaJuIeKaned KIMHUIECKOH
npaktuku EASC




4.66

HaznaueHsl 11 CTIOHCOPOM JIHIIA, HE3aBUCUMBIE OT
KIIMHHYECKUX UCCIICIOBAHHUM, ISl TPOBEACHUS
aynura’?

nyHKT 5.19.2 IIpaBun
HauIexaled KINHHYECKON
npaktuku EASC

4.67 | IloaTBeprkaeHa M JOKYMEHTAIbHO KBanu(ukanust | myHKT 5.19.2 TIpaBuin
ayauTopa? HauIexaled KINHHIECKON

npaktuku EASC

4.68 | YOeaucs Jid CIOHCOP B TOM, YTO ayJIUT myHKT 5.19.3 [paBun
KIIMHAYECKUX UCCIICOBAaHUH (TIPOrpaMm) HaJJIeXale KIHHHYECKON
MIPOBOJIMTCSI B COOTBETCTBUY C ITMCHhMCHHBIMU npakTuku EADC
MpoLIEypaMH CIIOHCOPA, OMPENEISIFOIIMMHA 00bEKT
ayJauTa, METOJIBI IIPOBEICHUS ayINTa, YaCTOTY
MIPOBEJICHUS ayJUTOB, a TaKkke Gopmy U
coJiepKaHue oT4eToB 00 ayauTe?

4.69 | Yutensl it 1ipu pa3paboTKe CIIOHCOPOM TIIaHa nyHkT 5.19.3 [IpaBun
ayIuTa U MpoLeayp ayauTa UCCIeI0BaHUS HaJIeXale KITHHHYECKON
3HAYNMOCTD JAHHOT'O UCCIIENOBAHMS I [OdAYH npakTuka EADC
3asiBOK B YIOJTHOMOYEHHBIE OPTaHbl, KOJHMYECTBO
CyOBEKTOB, YIAaCTBYIOIINX B UCCIICIOBAHUY, TUII U
CII0)KHOCTh MCCIIEZIOBaHUS, CTETICHb PUCKA AJIs
CyOBEKTOB HCCIIEIOBAHUSA, a TAKXKE JTIOOBIE
BBISIBJICHHBIE TIPOOIEMBI?

4.70 | OdopmiieHsl JIM 3aMeUaHUs U BBIBOJIbI ayAUTA nyHKT 5.19.3 IIpaBuin
JIOKYMEHTAJIBHO? HaJuIeKanied KIMHUIEeCKOH

npaktuku EASC

4.71 | TIpenocTaBieHo I CIOHCOPOM CBHUJIETEIHCTBO O nyHKT 5.19.3 [paBun

MPOBEACHHOM ayauTe (eciu TpedyeTcs
COOTBETCTBYIOIIUM 3aKOHOAATEIHCTBOM
rocyaapcTsa - wiena EBpaswuiickoro

HaJuIeKaned KIMHUIECKOH
npaktuku EASC




SKOHOMHYECKOTO CO103a)?

4.72 | TIpoBenensl U O6e30TiHaraTeIbHBIE IEHCTBUS nyHkT 5.20.1 [IpaBun
CIIOHCOpAa, HampaBJIeHHbIE HA O0OecreueHue HaJJIeXKallel KIMHIYEeCKON
coOroieHus TpeOOBaHUI, TPU HECOOITIOICHUN npakTuku EADC
npotokona, COII, ITpaBui Haanexamen
kinHu4eckor npaktuku EADC u (unn)

COOTBETCTBYIOIIUX MPUMEHUMBIX TPeOOBaHUMN
uccueaoBareyieM (MEIUIUHCKON opranu3anuen)
WM COTPYAHUKOM CIIOHCOpa?

4.73 | TIpekpaiiieHo 11 CIOHCOPOM ydacTue nyHKT 5.20.2 [TpaBun
uccaeaoBarens (MEIUIIMHCKOW OpraHu3alum) B HaJ[JIeXKaEen KIMHUYECKOM
WCCJIEIOBAaHUH MPU BBISIBIICHUU B XOJI€ npaktuku EADC
MOHMUTOPHHIA WK ayJJUTa CEPhE3HbIX U (UJIN)

MTOBTOPSIOLIUXCS Cy4aeB HECOOIIOICHUS
MIPUMEHUMBIX TPEOOBAaHUMN CO CTOPOHBI
uccienoBarens (MeIUIUHCKON OpraHu3amnun)?

4.74 | YBenomieHb! 11 0€30TIaraTelIbHO CHOHCOPOM nyHKT 5.20.2 ITpaBuin
YIIOJIHOMOYEHHBIE OPTaHbI, €CIU YYACTHE HaJIJIeXKaen KIMHUYECKON
uccienoBarens (MeIUIIMHCKON OpraHn3allig) npaktuku EADC
MIPEKPALLEHO B PE3YJIbTATE CEPHE3HBIX U (UJIN)

MOBTOPSIOLIUXCS CITy4aeB HECOOJIIOICHUS
MIPUMEHUMBIX TpeOOBaHUIL?
4.75 | Coo0111eHO JI1 HE3aMEeUITUTEIILHO CIIOHCOPOM nyHKT 5.21 TIpaBun

uccieoBaTensIM (MEAULIMHCKUM OpraHu3alusiaM) 1
YIOOJIHOMOYCHHBIM OpraHaM O IMPEKpaliCHU U
MPUOCTAHOBKE MCCIIEJOBAHUS C YKa3aHUEM IIPUYHH,
€CJIM UCCIIeJOBAaHKE JOCPOYHO MPEKPAICHO WIH
IIPUOCTAaHOBIIEHO?

HaJIekamnen KIMHNYECKON
npaktuku EASC




4.76

WudopmupoBan 11 He3aMeUTUTEIBHO CIIOHCOPOM
WM UcclieioBareneM (MeIUIUHCKON
opranuzanueit) 9CO (HIK) (B cooTBeTCTBHM C
MPUMEHUMBIMHU TPEOOBAHUSMH ), B TOM YHCIIC U O
[IPUYMHAX MPEKPALCHUS WIIA IIPUOCTAHOBKU
WCCIICIOBAHMSI O IPUYMHAX TPEKPAICHHS WITH
MIPUOCTAHOBKH UCCIICIOBAHUS?

nyHKT 5.21 IIpaBun
HauIexaled KINHHYECKON
npaktuku EASC

4.77 | OGecrniedeHo i CIIOHCOPOM COCTAaBJICHHE OTUeTa O | MyHKT 5.22 [IpaBun
KIIMHUYECKOM HCCIIEIOBAaHUH, HE3aBUCUMO OT TOTO, |HaAJeKallell KIMHUYECKOH
OBLIO JI MCCIIEIOBAHUE 3aBEPIICHO MO MPOTOKOMy | mpaktuku EADC; gacts 11
WJIY TIPEKPAIeHO TI0CPOYHO? cratbu 40 OenepaabHOrO

3akoHa ot 12.04.2010 N 61-
o3

4.78 | OGecniedeHo i1 CIIOHCOPOM MPEOCTABICHHE B nyHKT 5.22 [IpaBun
YIIOJTHOMOYEHHBIN OpraH 0T4eTa 0 KIIMHUYECKOM HaJIJIeKaen KIMHUYECKON
HCCIIEIOBAHUH, HE3aBUCUMO OT TOT'0, OBLIO JIH npaktuku EADC; vacts 11
HCCIIE0BAaHUE 3aBEPIICHO M0 MPOTOKOY UITH cratbu 40 denepabHOTO
MPEKPAIEHO IOCPOYHO B CPOK, HE MpeBbIaomuil | 3akoHa ot 12.04.2010 N 61-
JIBEHAJIIIATH MECAIIEB CO JHS €ro 3aBEPIICHMUS, o3
MIPUOCTAHOBJICHHSI MJIA MTPEKPAICHUS, B TIOPAJIKE,

YCTAaHOBJICHHOM YITOJIHOMOYEHHBIM (peiepaabHbIM
OpraHOM MCHOJHUTEIbHOMN BIaCTH?
4.79 | OGecnieueHo T OpraHU3alMeN, OCYIIECTBIIONEeH | 4acTh 7 ctaThu 40

OpraHU3aIHI0 TPOBEACHUS KIMHUYIECKOTO
WCCIIEA0BAHMS JICKAPCTBEHHOTO ITpenapara Jjist
MEIUIIMHCKOTO TIPUMEHEHUS, B CPOK, HE
MIPEBBIIAIOIINN MATH Pabodnx JHEH co THS
3aBEPIICHUSI, PUOCTAHOBJICHHS WIIH MPEKPAIEHHUS
TaKOT0 UCCJICIOBAHMSI, HAIIPaBIIEHHUE COOOIIEHUS B

denepanbHOTO 3aKOHA OT
12.04.2010 N 61-®3




YIIOJIHOMOYEHHBIN (eiepabHbIii Opran
VICIIOJIHUTEJIBHOM BJIACTH 10 YCTAaHOBJICHHON UM
dbopme?

4.80 | ObecnieueHO JI1 IPOBEICHUE BCEMHU nyHKTHI 2.6, 5.23.1 [IpaBun
UCCIIeIOBATENIMA MHOTOIICHTPOBOTO UCCIIEIOBAHUS | HA/IJIeKAeH KIMHUYECKOM
B CTPOI'OM COOTBETCTBHUU C IPOTOKOJIOM, npaktuku EADC
COTJIACOBAHHBIM CO CIIOHCOPOM U IPH
HEOO0XOAMMOCTH C YIIOJIHOMOYEHHBIMU OpraHaMy U
yTBepkaAeHHBIM (0100peHHbIM) DCO (HOK)?

4.81 | OGecnieueHo JIM JOKYMEHTAJIBHOE 3aKpeIuIeHue nyHKT 5.23.3 [IpaBun
00sI3aHHOCTEH HCCIIeIOBATEIICH-KOOPAMHATOPOB M | HAIUISKAIICH KIIMHUICCKON
JIPYTUX MCCIIE0BATENEH, a TAK)KE MEIULIMHCKUX npaktuku EASC
OpraHu3aIMii 10 Hauyaia MHOTOLIEHTPOBOTO
HUCCIIEIOBAHUS?

4.82 | OGecnieueHo U MPEOCTAaBICHUE CIIOHCOPOM BceM | MyHKT 5.23.4 TlpaBun
HCCIIEI0BATENSAM HHCTPYKLUHN IO COOTIOCHUIO Ha/IJIeKAIIEH KITMHUYECKOM
MIPOTOKOJIA, €IUHBIX CTAHJAPTOB OLICHKH npaktuku EADC
KIIMHAYECKUX U JTAOOPATOPHBIX JAHHBIX, a TAK)XKE O
3aIl0JIHEHUIO HHAWBUYAIbHOM perucTpaioHHON
KapThlI P MHOTOIIEHTPOBBIX HCCIIEIOBAHUSX?

5. TpeboBaHusI K JIEKApCTBEHHBIM IIpenapaTam JUlsl KIIMHUYECKUX UCCIIeI0BaHUN

5.1 |OO6ecneueHo a1 COOTBETCTBYIOLIEE OOyUCHHE, nyHKT 2.12 IlpaBun

CBA3aHHOC CO CHGHH(I)HKOP’I MIpOAYKIIUH, BCECTO
nepcoHala, ACATCIbHOCTE KOTOPOr'o CBA3aHa C
JICKApCTBCHHBIMU IIpCHiapaTaMu JIs1 HCCHCI[OBaHHﬁ?

HaJjIexxalled KINHNIeCKOM
npaktuku EADC; nyHkT 3
ITpunoxxenns N 13 IlpaBun
HaJuIexaniei
IIPOU3BOJICTBEHHOM
npaktuku EADC




5.2

WHubopMHUpOBaHbI M CIOHCOPOM O TPEOOBAHUSX
IUISL HCCIIETYEMBIX ITPENapaToB BCE BOBICYCHHBIC
CTOPOHBI?

nyHKT 5.13.2 IIpaBuin
HauIexaled KINHHYECKON
npaktuku EASC

5.3 |Ompenenui U CIIOHCOP WK JIMLO, AeUCTBYtomee | MyHKT 2.12 [IpaBun
OT €ro UMEeHH, MpremMiIeMyto (0O0CHOBaHHYIO U HaJJIeXKallel KIMHIYEeCKON
COIIACOBAHHYIO C JUINTEIbHOCTBIO KiIMHUYeckoro  |npaktuku EADC; mynkr 20
HCCIIEI0BAHMS) 1Ty, 10 KOTOPOH JOIYyCKaeTCs [Tpunoxenust N 13 [IpaBun
HCII0JIb30BATh IIpenapaT CpaBHEHUS, HaJJIexalen
MepeynakoBaHHOTO B IPYTYIO YIIAKOBKY, HE MIPOU3BOJICTBEHHON
00€eCTIeYNBAOIYIO SKBUBAJICHTHBI YPOBEHb npaktuku EASC
3aIUTHI WM €CIIH TaKasl yakOBKa HECOBMECTHMA C
[IpernapaToM, yUYUThIBas IPUPOAY IIpernapara,

XapaKTePUCTUKU KOHTEWHEpa U yCIOBUS, B KOTOPBIX
Oy/eT XpaHUTHCS 3TOT Ipenapar?

5.4 |Pa3paboraHbl U CHCTEMBI, 00ECIICYMBAIOIITHEC nyHkTeI 2.12, 2.13, 5.13.1,
JOCTUKEHHE U COXPAHEHHE KOAUPOBKHU, HO TIPU 5.13.4 TlpaBun HajuIexKamIen
HE00X0IMMOCTH MO3BOJIAIOIINE HACHTU(DULINPOBAT | KTMHUYECKOM MPaKTUKU
3aKOAMPOBaHHYIO ("cienyro") MpoLyKIHIO, B TOM EADC; nynkr 21
YHUCIIE HOMEpa CepUid UCCIIETYyEMOro [Mpunoxxenus N 13 TIpaBun
JIEKapCTBEHHOI'O IIperapara 10 OIEpaLuy 1o HaJJIeXalen
KOJMPOBAHUIO U MPEAYCMOTPEHA JIK BOBMOXKHOCTh | IPOM3BOACTBEHHOMN
ObICTPON UAEHTHU(PHUKAIIUN UCCIETYEMOTO npaktuku EASC
JIEKapCTBEHHOI'O IIpernapara B SKCTPEHHbBIX CIyJasX,

HO B TO K€ BPEMsI HE JOIYCKAOIIUI BO3MOKHOCTH
HE3aMETHO PacKpbITh KO/, JJI UCCIEOBaHUM, B
KOTOPBIX UCIOJb3YETCA CIETON METOL?
5.5 |Omucanpl 11 B UHCTPYKIHSX BCE MPOIEAYPHI 11O nyHKThI 2.12, 2.13 I[TpaBun

CO3/IaHUI0, 3AIUTE, paclpeesIeHnt0, 00padoTKe 1
XpaHEHUIO JTF0O0T0 KOIa PaHI0MHU3aInH,

HaJuIeKaned KIIMHUIECKOM
npaktuku EADC; nyHkT 22




HCIIOJIb3OBAHHOI'O JJI YIIAKOBAHHBIX
JICKApCTBCHHBIX MPEIAapaToB AJIA KIMHUYCCKUX

[Tpunoxxenus N 13 IlpaBun
Hauiexaniei

HCCIIEIOBaHMM, a TAKXKe METO/IbI PaCKphITHA KoJa?  |IpOU3BOACTBEHHOMN
npaktuku EASC
5.6 |ObecneueHo i MPOU3BOIUTEIIEM BEACHUE nyHKT 2.12 IIpaBun
COOTBETCTBYIOIMX 3aIIMCEN O CO3/IaHUH, 3aILUTE, HaJJIeXkallel KIMHUYECKON
pacmpeeneHun, 00paboTKe U XpaHSHHUH JIF000TO npaktuku EADC; myHKT 22
KOJIa PaHIOMHU3aL1H, UCII0JIb30BaHHOIO IS [Tpunoxxenus N 13 IlpaBun
YIaKOBaHHBIX JIEKApPCTBEHHBIX IpenapaToB s Ha/UIexalei
KJIIMHUYECKUX MCCIIEIOBaHMM, a TAKXKE O PaCKpPhITUH | IPOU3BOACTBEHHOMN
Konaa? npaktuku EADC
5.7 |T'apanTHpyeT a1 ynakoBKa COXpaHHOCTb NyHKThI 2.12, 5.13.3
JIEKapCTBEHHOI'O IIperapaTa JUisl KIIMHUYECKUX [TpaBui Hagyexalen
UCCIIeIOBAaHUM B Ha/IJI€KaIlleM COCTOSHUM ITPH KJIMHUYECKON IPAKTUKU
TPaHCIOPTUPOBAHUU U XPAHEHUH B EADC; nynkr 25
IIPOMEKYTOUHBIX ITYHKTaX Ha3HaueHUs ? [Tpunoxenus N 13 [IpaBun
HaJyIeKaen
IIPOU3BOJICTBEHHON
npaktuku EASC
5.8 |OGecmieuena 1 BO3MOXKXHOCTH 110 BTOPUIHOM nyHKT 2.12 IlpaBun
(moTpebUTeNbCKOI) yIIaKoBKE Cpasy 3aMETUTh € HaJJIeXkKalel KIMHUYECKON
BCKPBITHE WJIH JIF000€ NHOE BMEIIATENbCTBO BO npaktuku EADC; nmyHkT 25
BpEMS TPAHCIIOPTUPOBAHUA? ITpunoxxenns N 13 Ilpasun
HaJyIeKaen
IIPOU3BOJICTBEHHON
npaktuku EADC
5.9 |OOGecneueHo 1 HaHECEHNE HA ITUKETKY JIGKAPCTBEHHOTO TpeTapara Uik KIIMHUIECKUAX CCIIeIOBaHNH Cleaytonei HHQOpMAaIim, eCiti

He 000CHOBAHO €¢ OTCYTCTBHC:




HauMeHOBaHHE (UMs), afpec U HoMep TenedoHa
CIIOHCOPA, KOHTPAKTHOHN HCCIIEI0BATEIILCKOM
OpraHM3alUK WK HCCIIeI0BaTels (OCHOBHOE
KOHTAKTHOE JIMIIO JUIsl ”H)OPMAIIMKA OTHOCUTEIILHO
JICKapCTBEHHOTO penapara, KIIMHUYECKOTo
WCCIICIOBAHMSI U JIJISl 3KCTPEHHOTO
packoaupoBaHusi)?

nyHKTHI 2.12, 5.13.1
[IpaBun Hagyexanei
KJIIMHUYECKOW IPAKTUKU
EADC; nynkr 26
[Tpunoxxenus N 13 IlpaBun
Hauiexxanie
IIPOU3BOJCTBEHHOMN
npaktuku EASC

JeKapcTBeHHas (hopma, criocod BBEACHUS,
KOJIMYECTBO JTO3MPOBAHHBIX €IUHUIL, ¥ B CIIy4ae
MIPOBEJICHUS] OTKPBITOIO UCCIICIOBAHHUS -
HanMEHOBaHMe (MUdp) JIEKapCTBEHHOTO TpenapaTa
1 €ro J03UPOBKA (AKTHBHOCTH)?

nyHkTel 2.12, 5.13.1
[IpaBun Hagyiexanen
KIIMHUYECKON PAKTUKU
EADC; nyHkr 26
[Tpunoxenust N 13 [IpaBun
HaJyIeKaIen
MIPOU3BOICTBEHHON
npaktuku EASC

HOMEp cepuu U (WIH) KOJ ISl UICHTU(PUKAITUN
COJIEPKUMOTO U OIlEepalliu MO yIakoBKe?

nyHKTHI 2.12, 5.13.1
IIpaBun HamIexkamen
KIIMHUYECKON IPAKTUKHU
EADC; nynkr 26
[Tpunoxxenus N 13 Ipasun
HaJyIe)Kalen
IIPOU3BOJCTBEHHOMN
npaktuku EASC

HOMED (KOJT) UCCIIEI0BAHMSI, TO3BOJISIFOIINI
UJEHTU(DUIIMPOBATH UCCIIEAOBAHUE, METUIIMHCKOE
yUpexaeHue, UCCIIeI0BATENS U CIOHCOPA, €CIIU ATO
HE YKa3aHO B IpyroMm mecte?

nyHKTHI 2.12, 5.13.1
[TpaBun Hagyexanein
KIIMHUYECKON IIPAKTUKHU
EADC; nynkr 26
ITpunoxxenns N 13 Ilpasun




HaJIeKaniei
MIPOU3BOICTBEHHOM
npaktuku EADC

UACHTU(DUKAITMOHHBINA HOMEp (JIeueOHbII HOMeED)
CyOBEKTa KIIMHUYECKOTO HCCIICIOBAHUS U TIPU
HE00X0AUMOCTH HOMEP BU3UTA?

nyHKTHI 2.12, 5.13.1
[IpaBun Hagyexanei
KJIIMHUYECKOW IPAKTUKHU
EADC; nynkr 26
[Tpunoxxenus N 13 IlpaBun
HaJIexalien
IIPOU3BOJCTBEHHON
npaktuku EADC

(I)aMI/IJ'II/IH W MHHUINAJIbI I/ICCJ'IGILOBaTeJ'IH?

nyHkTel 2.12, 5.13.1
[IpaBun Hagyiexanen
KIIMHUYECKON TPAKTUKU
EADC; nynkr 26
[Tpunoxenust N 13 [IpaBun
HaJyIexaniei
IIPOU3BOJICTBEHHON
npaktuku EASC

MHCTPYKLUS IO IPUMEHEHHIO?

nyHKTHI 2.12, 5.13.1
IIpaBun HamIexkamen
KIIMHUYECKON IPAKTUKHU
EADC; nynkr 26
[Tpunoxxenus N 13 Ipasun
HaJyIe)Kalen
IIPOU3BOJCTBEHHOMN
npaktuku EASC

Haanuch: "TONBKO JIsl KITMHUYECKUX
WCCe0BaHU " UK aHATOTHYHAsT (POPMYITUPOBKA?

nyHKTHI 2.12, 5.13.1
[TpaBun Hagyexanein




KJIIMHUYECKOW IPAKTUKU
EADC; nynkr 26
[Tpunoxxenus N 13 IlpaBun
Hauiexxanie
MIPOU3BOACTBEHHOMN
npaktuku EASC

YCIIOBUSL XpaHEHUSs?

nyHKThI 2.12, 5.13.1
[IpaBun Hamiexanen
KIIMHUYECKON MPAKTUKHU
EADC; nynkr 26
[Tpunoxenust N 13 [IpaBun
HaJyIeKaIen
MIPOU3BOICTBEHHON
npaktuku EASC

CPOK HCIIOJIb30BaHMsI C YKa3aHHEM MecsIa U roja
TakuM 00pazoM, YTOOBI H30EXKATh JIFOOOH
HEONPeIeIEHHOCTH (MOXKET OBITh YKa3aHa Jarta, J10
KOTOPOH HEOOXOMMO HCII0JIb30BaTh
JIeKapCTBEHHBIH Mperapar, CpOK TOTHOCTH HIIH JlaTa
MTOBTOPHOT'O KOHTPOJIs)?

nyHKTHI 2.12, 5.13.1
[IpaBun Hagexaien
KIIMHUYECKON IPAKTUKHU
EADC; nynkr 26
[Tpunoxxenus N 13 IpaBun
HaJyIe)Kalen
IIPOU3BOJCTBEHHOMN
npaktuku EASC

HAAMKCh: "XPaHUTh B HEAOCTYITHOM TS IeTei
MecTe'", 3a UCKIIFOUCHHUEM CITy4aeB, KOT/1a
JIEKapCTBEHHBIN Mpemnapar mpeIHa3HaueH JJIs
WCTIOJIH30BAaHUS TOJBKO B YCIIOBUSX CTallMOHapa?

nyHKTHI 2.12, 5.13.1
[TpaBun Hagyexanein
KIIMHUYECKON IIPAKTUKHU
EADC; myHkT 26
ITpunoxxenns N 13 Ilpasun
HaJuIexaniei
IIPOU3BOJICTBEHHON




npaktuku EASC
5.10 | OGecnieyeHo M HAHECEHHE Ha YIIAaKOBKY JaHHBIX Ha |MyHKTHI 2.12, 5.13.1
oduIMaIbLHOM S3bIKE (S3bIKaX) cTpaHsbl, e Oyaer | [IpaBun Hammexamnei
MIPUMEHSITHCSI JIEKAPCTBEHHBIN Tpernapar Jis KIIMHUYECKON TIPAKTHKU
KJIIMHAYECKHUX UCCIIEI0OBAHUN? EADC; nynkr 28
[Tpunoxxenus N 13 IlpaBun
Hauiexxaniei
MPOU3BOACTBEHHOMN
npaktuku EADC
5.11 | O6ecnieueHo i pa3MEIICHHUE TaHHBIX KaK Ha nyHKTHI 2.12, 5.13.1
MIEPBUYHON (BHYTPEHHEN), TaK U Ha BTOPUYHOMN IIpaBun Hamexkamen
(moTpeOuTeNbCKON) YIIaKOBKE, €CIIH HE KIIMHUYECKON TPAKTUKHU
MIPEeyCMOTPEHO UHOE? EADC; nynkr 28
[Tpunoxenust N 13 [IpaBun
HaJlJIe)KaIen
MIPOU3BOJICTBEHHON
npaktuku EADC
5.12 | Ykazana iu cieayromias HHPOpMaIis Ha STHKETKE IIEPBUYHOT0 KOHTEHHepa (MU JIF000T0 YKYIIOPEHHOTO JTO3UPYIOIIET0 YCTPOHCTBA,

CoJIepKalero NepBUYHbBIN KOHTEHHEP) €CIIM JIEKapCTBEHHBIN NpenapaT MoAroTOBJIEeH A CyObeKTa NCCIIeI0BAaHUH MM JIUIA, KOTOpOe
BBOJIUT JIEKAPCTBEHHBIN IIpenapar, B IEPBUYHOM KOHTEHHEPE BMECTE CO BTOPUYHOM (MOTPEOUTENBCKOM) YITaKOBKOM, KOTOPbIE CIENYyEeT
OCTaBJIATh BMECTE, M Ha BTOPUUYHON (ITOTPEOUTENBCKOM) YITaKOBKE COAEPIKATCS JaHHbIe, TpUBeIeHHbIE B MyHKTe 26 [Tpunoxenns N
13 IpaBun Haanexaield Npou3BoACTBEHHON npakTuku EADC:

HauMEeHOBaHME (MMs1) CIIOHCOPa, KOHTPAKTHON nyHKTHI 2.12, 5.13.1
HCCIJIEIOBATENBCKON OPraHU3aluy NN ITpaBui Hagexamen
uccieoBaTens? KIIMHUYECKON IPAKTUKHU

EADC; nynkr 29
ITpunoxennsa N 13 IIpaBun
HaJUJIeKallen
MIPOU3BOJACTBEHHOMN




npaktuku EASC

nexapcTBeHHas (opma, crocod BBEeACHUS (MOXKHO
HE YKa3bIBaTh I TBEPbIX JEKAPCTBEHHBIX (hOPM
JUIS IPUMEHEHUSI BHYTPb ), KOJINYECTBO
J03UPOBAHHBIX €JMHHULL U B CIIy4ae MPOBEICHHUS
OTKPBITOTO UCCIICAOBAHMSI HAaUMEHOBaHue (1udp)
JIEKapCTBEHHOTI'0 Mpernapara u ero Jo3UpoBKa
(axTUBHOCTD)?

nyHKTHI 2.12, 5.13.1
[IpaBun Hagyexanei
KJIIMHUYECKOU IPAKTUKU
EADC; nynkr 29
[Tpunoxxenus N 13 IlpaBun
Hauiexxaniei
IIPOU3BOCTBEHHOMN
npaktuku EADC

HOMEp cepuu U (WIH) KOJI U MICHTU(PUKAITUH
COJIEPKUMOTO M OTEepalluH O yIakoBKe?

nyHkTel 2.12, 5.13.1
[IpaBun Hagiexanen
KIIMHUYECKON TPAKTUKHU
EADC; nynkr 29
[Tpunoxenust N 13 [IpaBun
HaJyIeKaen
MIPOU3BOJICTBEHHON
npaktuku EADC

HOMEDp (KOJT) UCCIIeIOBAHMSI, TTO3BOJISTFOIITII
UICHTUPUIIMPOBATH UCCIIEIOBAHUE, METUITTHCKOE
YUpEKACHUE, UCCIIE0BATENS U CIIOHCOPA, €CITH 3TO
HE yKa3aHo B Jpyrom mecrte?

nyHKTHI 2.12, 5.13.1
IIpaBun HamIexkamen
KIIMHUYECKON IPAKTUKHU
EADC; nynkr 29
[Tpunoxxenus N 13 IpaBun
HaJyIe)Kalen
IIPOU3BOJCTBEHHOMN
npaktuku EASC

UACHTU(DUKAIIMOHHBINA HOMEp (J1eueOHbI HoMep)
CyObeKTa KIMHUYECKOTO UCCIIEA0BAHUS U TIPH
HE00X0AMMOCTH HOMEp BU3uTa?

nyHKTHI 2.12, 5.13.1
[TpaBun Hagyexanen
KJIMHUYECKON MPaKTUKU
EADC; nynkr 29




[Tpunoxxenus N 13 IlpaBun
Hauiexaniei
IIPOU3BOCTBEHHOMN
npaktuku EASC

5.13 |IIpenycmoTpeHa U BTOpUYHAs YIaKOBKa C 3THUKETKOMW, COJEpKallei aHHble, YkazaHHble B yHKTe 26 [Ipunoxxenus N 13 IlpaBun
HaJuIexallel npousBoacTBeHHoM npaktuku EADC, ecnu nepBUYHON yNAaKOBKOM SBJISIETCS ONMCTEp WIM OHA UMEET MaJIblil pasmep U
YKa3aHbl JI IPU 3TOM Ha MIEPBUYHON (BHYTPEHHEI) yIIaKkoOBKe:

HaWMEHOBaHME (MMsI) CIIOHCOPA, KOHTPAKTHOM nyHkTel 2.12, 5.13.1
HCCIIEA0BATENIBCKON OPraHU3alluy NN IIpaBun Hamexanen
uccienoBarens’? KIIMHUYECKON TPAKTUKHU

EADC; mynkr 30
[Tpunoxenust N 13 [IpaBun

HaJyIeKaIen
MIPOU3BOJICTBEHHON
npaktuku EASC
crnoco0 BBeneHUs (MOXKHO HE YKa3bIBaTh JUIs nyHKTHI 2.12, 5.13.1
TBEP/IBIX JIEKAPCTBEHHBIX (POPM JIs1 IPUMEHEHUS [TpaBun Haanexaren
BHYTpB), B cllydae MPOBEIACHHS OTKPHITOTO KIIMHUYECKON IPAKTUKHU
HCCIIeIOBaHMsI HAUMEeHOBaHue (1ugp) EADSC; nynkr 30
JIEKAPCTBEHHOTO MIPEMNapara u ero J03upOBKa [Mpunoxxenus N 13 IIpaBun
(axTHBHOCTB)? HajajIexxaniei
IIPOU3BOJCTBEHHON
npaktuku EASC
HOMEp Cepuu U (UITN) KOJ AJsl UACHTU(DUKAIINH nyHkTeI 2.12, 5.13.1
COJIEPKUMOTO U OTIepallny IO yIaKoBKe? [TpaBun Hagyexamein

KIIMHUYECKON IIPAKTUKHU
EADC; nynkr 30
ITpunoxxenns N 13 Ilpasun
HaJuIexaniei




MPOU3BOACTBEHHOMN
npaktuku EADC

HOMep (KOJT) HCCIIEIOBAHUS, TIO3BOJISTFOIIHIA
UACHTU(UIIMPOBATH HCCIEIOBAHNE, MEAUIIMHCKOE
YUPEIKACHUE, UCCIICIOBATEINS U CIIOHCOPA, €CITH ATO
HE yKa3aHo B JIpyrom mecte?

nyHKThI 2.12, 5.13.1
[IpaBun Hamexanen
KIIMHUYECKON ITPAKTUKU
EADC; mynkr 30
[Tpunoxenust N 13 [IpaBun
HaJyIeKaen
MIPOU3BOJICTBEHHON
npaktuku EASC

UACHTU(DUKAITMOHHBINA HOMEp (JIeueOHbII HOMED)
CyOBEKTa KIIMHUYECKOTO HCCIICIOBAHUS U TIPU
HE00XO0AMMOCTH HOMED BU3UTA?

nyHKTHI 2.12, 5.13.1
[IpaBun Hajexaren
KJIIMHUYECKOW IPAKTUKU
EASC; nynkr 30
[Tpunoxenus N 13 Ipasun
HaJIexalien

IIPOU3BOJCTBEHHOMN
npaktuku EASC
5.14 | OGecnieueHO JIM HAaHECEHHE Ha YIaKOBKY nyHKTHI 2.12, 5.13.1
JIOTIOJTHUTEIbHOM ATUKETKH, HAa KOTOPOU YKa3aHa [TpaBun Hagyexamein
HOBas JaTa, 10 KOTOPOH JI0MYCKAeTCs UCIOIb30BATh | KITMHUUECKOW MPAKTUKU
JIEKApCTBEHHBIN ITpenapar, a Takke IOBTOPHO EADC; nynkr 33
yKa3aH HOMEp cepHH B cityuae, ecnu Heooxonumo | [Tpunoxenus N 13 [IpaBun
WU3MEHUTH JaTy, 10 KOTOPOH MOXKET UCIIONIb30BaThCs | HAJUIeKaIlen
ucclielyeMblil IeKapCTBEHHBIN npenapat? IIPOM3BO/ICTBEHHOM
npaktuku EADC
5.15 | OGecrieyeHo 11 HaHECEHUE TOMOJIHUTEIBHOMN myHKTHI 2.12, 5.13.1

ITUKETKU B COOTBETCTBUM ¢ [IpaBuinamu
HaJuIexalel mpou3BoJcTBeHHON npakTuku EADC,

[IpaBun Hamiexanen
KIIMHUYECKOW MPAKTUKHU




BKJIFOYAsl JOKYMEHTaJIbHOE O(hopMIIeHHE TaHHOTO
(akTa, KaKk B JOKyMEHTaX KIMHUYECKOTO
UCCIIEIOBaHMsI, TaK U B JJOChE Ha CEPUI0?

EADC; nynkr 33
[Tpunoxenust N 13 [IpaBun
HaJyIeKaen

MIPOU3BOJICTBEHHON
npaktuku EASC
5.16 |Ilo3BosAET /I TOTOJTHUTENbHAS STUKETKA nyHkTel 2.12, 5.13.1
UICHTU(QUIMPOBATH UCXOIHBIM HOMEP CEpUH, [TpaBui Hagnexanen
KOTOPBIH HEOOXOMM It KOHTPOJIS KayecTBa? KJIMHUYECKON TPAaKTHUKU
EADC; nynkr 33
[Tpunoxenus N 13 IpaBun
HaJIexalien
MPOU3BOACTBEHHOMN
npaktuku EADC
5.17 | O6ecnieueHo au xpaHeHue o0pa3oB ucciaeayeMbix |myHKT 2.12 [IpaBun
JIEKapCTBEHHBIX MPENapaToB B IEJSAX: 00ecneueHus | HaaueKaned KIMHIYECKON
Hanuuus oOpasia A aHATMTUYeCKUX UchbITaHui U | mpaktuk EADC; myHKkT 36
U1 oOecriedeHu sl HaTm4us 00pasiia rOTOBOTO [Tpunoxxenus N 13 Ipasun
JIEKapCTBEHHOTO Npemnapara’? Ha/iIexaIei
MPOU3BOJACTBEHHOMN
npaktuku EASC
5.18 | OGecnieyeHs! JIU CIIOHCOPOM MEpHI 110 CTAaOMILHOCTH | MyHKTHI 2.12, 5.14.5

UCCIIeIyeMbIX TIPEnapaToB U COXPaHEHHE
KOHTPOJIbHBIX U apXUBHBIX 00Pa3IlOB HCCIIEYEMOTO
JICKapCTBEHHOTO Mpenapara, B TOM YHCIIe
3aKOJMPOBAHHOTO JICKAPCTBEHHOTO MTperapara, B
TEUeHHEe He MEHEe JIBYX JIET MOCIIE 3aBEPUICHUS HITH
MPEKpAIECHUS MOCIEAHEr0 KIIMHUIECKOTO
UCCIICIOBaHMS, B KOTOPOM HCIIOJIb30BAIach JaHHas
cepus (B 3aBUCUMOCTH OT TOTO, KaKOH M3 MEPHOIOB

[TpaBun Hagyexamein
KIIMHUYECKON IIPAKTUKHU
EADC; mynkr 36
ITpunoxxenns N 13 Ilpasun
HaJuIexaniei
IIPOU3BOJICTBEHHON
npaktuku EADC




J0JIb11Ie)?

5.19 | Onpeneneno a1 B COTIIALICHUN MEXKIY CIIOHCOPOM H | TyHKT 2.12 TIpaBun
IIPOU3BOAUTEIIEM (IIPOU3BOAUTENIIMU) MECTO Ha/iIeKalel KIMHNYECKO
XpaHEeHUsI KOHTPOJIBHBIX M apXUBHBIX 00pa31oB? npaktuku EADC; nyHkt 37

[Tpunoxenust N 13 [IpaBun
HaJyIeKaen
IIPOM3BOICTBEHHOMN
npaktuku EASC

5.20 | OGecnieueHo JIn XpaHEHUE IOCTATOYHOTO nyHKTHI 2.12, 5.14.5
KOJINYECTBA HCII0JIb3YEMOI'0 B UCCIIEJOBAHUU [TpaBun Haanexaren
HCCIIETyEMOro Ipernapara Jyist IpOBEICHUs He KJIIMHUYECKON IIPAKTUKU
MEHEe JBYX MOJHBIX aHaIuTU4YecKkux uccienoBanuii | EADC; mynkr 37
CepUHU NPOAYKIMH B cOOTBETCTBUU ¢ TpeboBanusamu |I[Ipunoxenus N 13 [IpaBun
JI0ChE Ha JIEKApCTBEHHBIN IIpenapar, oJaHHOI0 B | HaJIexalen
YIIOJTHOMOYCHHBIN (peIepaIbHBIN OpraH MPOU3BOACTBEHHOMN
MCTIOJIHUTEJILHON BIACTH JUISl ITOJTyYSHUS npaktuku EADC
paspeleHus Ha IPOBEACHNE KIIMHUYECKOTO
HCCIIEIOBaHMs], yUeTa aHAJIM30B U XapaKTePUCTUK
00pasIioB npemnapara u3 napTHu?

5.21 | OGecnieueHO I OCYIIECTBICHHE BO3BpATa nyHKT 2.12 IlpaBun
HCCIIelyeMbIX JIEKApCTBEHHBIX MpenapaToB B Ha/IIeKalel KIIMHUYEeCKOoi
COOTBETCTBHUH C TpeOOBAaHUSMU CIIOHCOPA, npaktuku EADC; myHkT 51
YCTaHOBJIEHHBIMHU B COOTBETCTBYIOIIUX [Tpunoxenus N 13 [IpaBun
nporeaypax? HaJyIeKaIen

IIPOU3BOJICTBEHHON
npaktuku EADC

5.22 | OGecrieueHO M XpaHEHUE BO3BPAIICHHBIX nyHKT 2.12 TIpaBun

HCCIIEAYEMBIX JIEKAPCTBEHHBIX IIPENapaToOB B
CHENUAIbHO MPEIHA3HAYCHHON KOHTPOJIUPYEMON

HaJIeKallel KIMHNYECKON
npaktuku EADC; myHkT 52




30HE?

[Tpunoxxenus N 13 IlpaBun
Hauiexaniei
IIPOU3BOCTBEHHOMN
npaktuku EASC

5.23

HmeeT 1 cIOHCOp CHCTEMY BO3BpaTa
MCCIIEyeMOT0 Tpenapara u JI0OKyMEHTHPOBAHHUS
MOJJOOHOTO U3BTUS (BKIFOUYAs YETKYIO
UACHTU(UKAIMIO BO3BPAILIEHHBIX MTPENapaToB)?

nyHkThl 2.12,2.13,5.14.4
[IpaBun Hamiexanen
KIIMHUYECKON TPAKTUKHU
EADC; nyHkr 52
[Tpunoxenust N 13 [IpaBun
HaJyIeKaen
MIPOU3BOICTBEHHON
npaktuku EASC

5.24

[Tomy4yeHo 1 MICbMEHHOE pa3penieHne CIIoHCopa
nepes] YHHUTOXKCHUEM HCCIIeTyeMbIX
JIEKapCTBEHHBIX IpenapaToB?

nyHKT 2.12 IIpaBun
HaJIeKamen KIMHUYECKON
npaktuku EADC; nyHkT 53
[Tpunoxenust N 13 [IpaBun
HaJyIexaniei
MIPOU3BOJCTBEHHOMN
npaktuku EASC

5.25

Nwmeet mu cioHCOp CUCTEMY YHUUYTOXKEHUS
HEHUCIIOIb30BAHHBIX HCCIIEYEMBIX MIPENapaToB U
JTIOKYMEHTUPOBAHUS TTOJI00HOTO YHUUTOKEHHS C
BO3MOYXHOCTBIO TTOJITOTOBUTH OTYET 000 BCEX
onepanusx?

nyHKkTHI 2.12, 2.13, 5.14.4
IIpaBun HamIexkamen
KIIMHUYECKON IPAKTUKHU
EADC; nynkr 54
[Tpunoxxenus N 13 Ipasun
HaJyIe)Kalen
IIPOU3BOJCTBEHHOMN
npaktuku EASC

5.26

CrnioHCOp WM JIMLO, IENUCTBYIOIIEE OT €r0 UMEHH,
(buKcupyer JI1, COCTAaBIAET OaJlaHC U IPOBEPSET

nyHKT 2.12 IIpaBun
HaJuIeKaned KIIMHUIECKOH




KOJIMYECTBO MCCIIEyEMOT0 JIEKAPCTBEHHOTO
rpenapara, KoTopoe IoCTaBJI€HO, UCIIOIb30BaHO U
BO3BPALLEHO IS KAKI0W MEIUIUMHCKON
OpraHu3alyu, MPOBOASIIEH KIMHUYECKOE
HCCIIEIOBaHKE, U KaX10I0 IEPUOA UCCIIEI0BAHUS?

npaktuku EADC; nyHkT 54
[Tpunoxenust N 13 [IpaBun
HaJyIeKaen
MIPOU3BOJICTBEHHON
npaktuku EASC

5.27 | YHUYTO)XKEHUE HEUCTIOIb30BAHHBIX HUCCIEAyeMbIX | TMyHKT 2.12 IIpaBun
JIEKapCTBEHHbIX MIPENapaToB Ui JAHHOU Ha/iIeKalled KIMHNYEeCKOi
MEIHUIMHCKON OpraHu3ally OCYLIECTBIISIETCS npaktuku EADC; nyukr 54
TOJIBKO T10CJIE TOT0, KaK IPOBEACHO paccienoBanue, |[Ipunoxxenus N 13 IIpaBui
MIPEIOCTABIICHO YAOBJIETBOPUTEIbHOE OOBSICHEHUE | HAJUIeKaIleH
JH0OBIM HECOOTBETCTBUSM, a TAK)KE COCTaBJIEH IIPOM3BO/ICTBEHHOM
MaTepuaIbHbIN OanaHc? npaktuku EASC

5.28 |IIpencraBiieH Jin CIIOHCOPY aKT € yKa3aHWeM AaThl | MyHKT 2.12 IIpaBun
WA UHOM IOKYMEHT 00 YHMUYTOXKEHUU MpenapaToB, |Haajexalled KIMHUYECKON
C YKa3aHHEM HOMepa CepHil U (UITK) KOIbI npaktuku EADC; nmyHKT 55
nanueHToB (Inbo obecrneyeHa BO3MOKHOCTD UX [Tpunoxenus N 13 [IpaBun
OTCIIC)KUBAHMS ), & TAK)KE KOJIMYECTBO HaJyJIe)Kamniei
YHUYTO)KEHHBIX JIEKAPCTBEHHBIX MpenapaTon? IIPOU3BOJICTBEHHON

npaktuku EASC

5.29 | OGecnieueHs! 1 CIIOHCOPOM XapaKTEPUCTUKU nyHKThI 2.12, 5.13.1

HCCIIElyEMBIX IIPENapaToB, COOTBETCTBYIOLINE
CTaJluu UX pa3pabOTKH, a TaK¥Ke MPOU3BOICTBO
JAaHHBIX NIPENApaToOB B COOTBETCTBHUH C
IpUMEHUMbIMU TpeboBanusMu Hajuiexarei
IpoU3BOACTBEHHOU IpakTuku EASC?

IIpaBun HamIexkamen
KJIIMHUYECKOW NPAKTUKU

EADC




Mpuka3 Poc3gpasHaa3opa ot 02.12.2025 N 5803
"06 yTBepxaeHuM hopM NPOBEPOYHBIX TIMCTOB (CMMCKOB KOHTPOMbHbIX
BOMPOCOB, OTBET...

4. BuIO KOHTPOJIBHOI'O (HAO30PHOT'O) MEPOIPMATHUA: .

5. JaTa 3anoJIHEHMHA NPOBEPOYHOTO JIMCTA: .

6. OOBeKT TOCYmAapCTBEHHOT'O KOHTPOJA (HaI3opa), B OTHOWEHUM KOTOPOI'O
IIPOBOIMUTCSA KOHTPOJIbHOE (HAaO30pHOEe) MepOoIlpusaTHUe: .

7. QaMumiMsa, ¥MMS M OTUYECTBO (NPM HalIMuMM) TpaxIaHMHA WM MHIOUMBUIYAJIBHOTO
NpenlpuHMUMaTesss, eTro MWIeHTUOMKALMOHHBEIM HOMep HajloromnjaTeJbliuka U (Man)
OCHOBHOM TOCYyHOapCTBEHHBIM PETUCTPALMOHHEINI HOMEpP VHOVBUIOYAJbLHOTO
npennpuHuMaTens, ampec perucTpauum TrpaxiaHMHA W MHIOVMBUOYAJIBHOTO
NpennpMuHMMaTesss, HalMeHOBaHMEe OPpMIMYECKOIo JMla, ero MUISHTUOMKALMOHHBIM
HOMep HaJloToIlaTesipliMka U (MJIM) OCHOBHOM I'OCYIAPCTBEHHBI PEIMCTPALMOHHBIM
HOMEp, aIpec oOpUIMYeCKOTo Julla B Ipenejlax MeCTa HaxOXIeHMS DPUIANYEeCKOI'O
ania, ABJIARIMXCHA KOHTPOJMPYEMEIMM JIMLIAMM :

8. MecTo (MecTa) NpPOBeIeHMS KOHTPOJIBHOT'O (HAI30PHOI'O) MEPONPUATHUS C
3aloJIHEHMEM I[IPOBEPOYHOTO JIMCTA:

9. PeKBUBUTH pelleHMs KOHTPOJIBHOT'O (HaO30pHOT'O) oOpTraHa O NPpOBeIeHUM
KOHTPOJIEHOT'O (Ham30pHOTO) MeponpmaTus, IONNIMCaHHOTO YIIOJIHOMOYEHHEIM
OOJDKHOCTHBIM JIMIOM KOHTPOJIBHOTO (HAaO30pPHOTO) OpTraHa: .

10. Y4UeTHHM HOMEP KOHTPOJIBHOTO (HaIX30PHOI'O) MEPONPUSATULI: .

11. JomxHOCTb, daMuiMsa ¥ MHMUMAJE HOOJDKHOCTHOTO JIMId KOHTPOJIBHOTO
(HaO30pPHOTO) oOpraHa, B IOOJIKHOCTHHE OOA33aHHOCTM KOTOPOI'O B COOTBETCTBUM C
IIOJIOXEHMEM O BUIOE KOHTPOJIA, IOOJIXHOCTHEIM perjiaMeHTOM JZn)8%8 HOHXHOCTHOﬁ
MHCprKHMeﬁ BXOOUT ocyumecCTBJIEHUEe MTOJIHOMOUMM I10 ByOoy KOHTPOJIA, B TOM 4YMCIIE
IpoBeneHMe KOHTPOJIBHHX (HAO30PHHEIX) MEPONPUSATUIN, NPOBOIALETO KOHTPOJIBHOE
(HamzopHOE) MEepOonpuaTme n 3aNOJIHALIETO [IPOBEPOYUHEI JINCT :

12. Homnucu IOOJIXHOCTHEIX JINALL KOHTPOJILHOTO  (HAI30pPHOTO) oOpTraHa,

YHacCTByIMX B IIPOBEIEHUM KOHTPOJIBHOTI'O (HaHSOpHOPO) MEPOINIPUMATVA

(mosmxHOCTM, GaMUIMM U MHULIMAJIL)

13. lMonnmceb PYKOBOOUTES TP YIIIE IOJIXHOCTHEIX S KOHTPOJIBHOTO
(Ham3O0pPHOTO) OpraHa, YYacTBYOIMX B [IPOBEIEHMM KOHTPOJIBHOT'O (HAL30PHOIO)
MEePONPUSTUS & .

(moyxHOCTE, GaMMIMa U VHULIMAJIEH)
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