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[IpaBuita
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1. O0uue mos0XeEHU

1.1. IlpaBuna nadopatopuoi npaktuku (GLP) B Poccuiickoii deneparuu
pa3paboTaHbl B COOTBETCTBUU C DepepanbHbIM 3aKOHOM «O JIeKapCTBEHHBIX
cpeactBax» Ne86-®3 or 22.06.1998 u mnonoxenueM o MwuHUCTEpPCTBE
3npaBooxpaHeHus Poccuiickoit ®enepainuu, yTBEpPKACHHBIM ITOCTAHOBICHUEM
IIpaButenbcTBa Poccuiickoit @enepanuu ot 29.04.2002 No284.

1.2. Hacrosinue mnpaBuiia yCTaHABIMBAIOT TPEOOBAaHMS K OpraHU3AIINH,
IJIAHUPOBAHUIO M MPOBEINECHUIO JOKIMHUYECKUX HCCIIEIOBAHUMN JIEKAPCTBEHHBIX
CpeacTB, 0(OPMIICHUIO PE3YIbTATOB U KOHTPOJIIO KauecTBa.

1.3. Munzapas Poccum opraHuzyer U MPOBOAUT TOCYAApCTBEHHBIN
KOHTpPOJIb ~ JOKJIMHUYECKUX HCCIECNOBAHUM  JIEKAPCTBEHHBIX CPEICTB  BO
B3aumozencTeuu ¢ OI'Y «HayuHblil HEHTp 3KCNEPTHU3BI CPEACTB MEIUIIMHCKOTO
npuMeHeHus»  MunsgpaBa  Poccum,  @PapMakoJIOrMYECKMM  KOMHUTETOM
Munsapasa Poccun 51 WHBIMU ITOABEIOMCTBEHHBIMHU Hay4HO-
UCCJEOBATENLCKUMHU  YUPEKJIEHUSAMH,  WUHCTUTYyTaMH,  J1JabDOpaTOpUSIMH,
BXOJAILIMMU B CUCTEMY TOCYAApPCTBEHHOTO KOHTPOJS KauecTBa, 3P(PEeKTUBHOCTH
1 0€30I1aCHOCTH JIEKAPCTBEHHBIX CPEJICTB.

1.4. JIOKNIMHUYECKUE HCCIIEIOBAHUS JIEKAPCTBEHHBIX CPEACTB IMPOBOASTCS
YUPEKICHUSIMHU, KOTOpbIE ompeaeneHbl MunzapaBoM Poccun nis mpoBeaeHuUs
JNOKJIMHAYECKUX UCCIIEN0BAaHUIN JIEKAPCTBEHHBIX CPENICTB.

1.5. 3asButens oopamaercs B ®I'Y «HayuHbli IEHTP dKCIEPTU3BI CPEACTB
MEIULMHCKOr0 NMpUMEHEeHUs» Munsnpasa Poccun M mpencraBisieT KOMILIEKT
JOKYMEHTOB U JIaHHBIX (TIpHIIokeHue 1).

1.6. ®I'Y «HayuHblil UEHTp OKCHEPTU3bl CPEACTB MEAUIMHCKOTO
IIpUMEHEHUs» B CpoK 10 30 nHEM OpraHm3yeT IPOBEICHHE DKCIEPTHU3bI
IIPEACTABICHHBIX YYPEKICHUEM JOKYMEHTOB M JAaHHBIX II0 IPOBEICHUIO
JNOKJIMHAYECKUX HCCIICIOBAHUM JIEKAPCTBEHHBIX CPEACTB, IMOATOTABIMBAECT



3aKkiaroueHue (NMpuiiokeHwe 2) W HampasisieT ero B MunszapaB Poccum s
MIPUHATHS PEIICHHUS.

1.7. Mwunsapas Poccum B Tedyenme 10 nHEH NpPUHHMAET pELICHHE O
MPOBEICHUH JOKIMHUYECKUX UCCIEIOBAHUM JIEKAPCTBEHHBIX CPEIACTB U JIOBOAUT
€ro J0 CBEJICHHUS 3asBUTEIIS.

1.8. MunznpaB Poccun BopaBe OTKazaThb B MPOBEACHUHU JOKIMHUYECKUX
UCCJIEIOBAHUM B CllydasiX MPEICTABICHUS YUYPEKIACHUEM HEMOIHOTO KOMILUIEKTA
JOKYMEHTOB, HEOOXOJIMMOI0 Il MPHUHATUSA pEUIeHUss O IMPOBEACHUU
JTOKIMHUYECKUX HMCCIEIOBAaHUMN; HEJOCTOBEPHON MH(POpPMALMK; HECOOTBETCTBHS
OCHOBHBIM TPEOOBAHMSM, TPEIBSIBISIEMbIM K YUPEKACHUSIM, MPOBOASIINM
JTOKJIMHUYECKUE HCCIIEIOBaHUs (COCTOSIHUE MaTepHaIbHO-TEXHUYECKOW 0a3bl,
KBIM(PUKALIUS COTPYTHUKOB, OCHAIICHHE 000pYAOBaHUEM U JIp.).

1.9. MunznpaB Poccuu OCYILIECTBISIET MEPUOJUYECKHE TPOBEPKHU
NEATENBHOCTH YUPEKIACHUH, ITOJIYYMBIIMX IPAaBO HA MPOBEACHUE JOKIMHUYECKUX
UCCJIEIOBAHUN  JIGKAPCTBEHHBIX  CPEACTB, KOTOPbIE  BKJIIOYAIOT  OLEHKY
COOTBETCTBUSl  NPOBEJECHUA  HCCIEAOBAaHUS  YTBEPKIEHHOMY  IPOTOKOIY,
CPaBHEHHUE UCXOJHBIX JAHHBIX U 3aKIIOYUTEIBHOIO OTYETA, aHAJIU3 PE3yJIbTaTOB
UCCJIEIOBAHUSI, PACCMOTPEHHUE MAaTEPUAJIOB apXHBA.

2. TepMuHBI U ONIpEAEIEHUS

Aynutr — cucTeMaTHYecKas W He3aBUCHMas TPOBEPKa JOKYMEHTAIMH U
NESTEIbHOCTH, OTHOCSIICHCS K HWCCICJOBAHHMIO, IPOBOJUMAsT C  IEJBIO
MOJATBEPXKIACHUS (haKTa OCYIIECTBICHHUS YKa3aHHOW JEATEIBHOCTH M OIICHKH
COOTBETCTBHUSl mporeayp cOopa, o00pabOTKM W TPEJACTABJICHUS JTaHHBIX
TpeOOBaHMUSIM  JIEWCTBYIOIIETO  3aKOHOAATENbCTBA, Hacrosmmx  [lpaBumn,
MPOTOKOJY UCCIIEAOBAHMS, CTAHIAPTHBIM MPOIISAypaMm.

JIOKTMHUYECKUE HCCIIeIOBAHUS JICKAPCTBEHHBIX CPEICTB — XHMHUYECKHE,
buznueckre, OMOJIOTHYECKHE, MHUKPOOHOJIOTHYECKHEe, (apMaKOIOTUIECKUE,
TOKCUKOJIOTHUECKHE ¥ JPYyTHe DSKCIEPUMEHTAIBHBIE WCCICIOBAHUS C IEJIBIO
MOJTyYEHUS] HAyYHBIMH METOJIaMHU OIICHOK M JIOKA3aTeNIbCTB Y(PPEKTUBHOCTH H
0€30MacHOCTH JIEKAPCTBEHHBIX CPECTB.

JIOKyMeHTaIusi — 3amnucHu B JII000W (opMe, KOTOPHIE ONMUCHIBAIOT METOIbI
MPOBEICHUS W/WIM  PE3yJbTaThl JOKIMHUYECKOTO HCCIICIOBAHMS, a TaKKe
(bakTopHI, BIUSIONIME HA MPOBEJICHUE MCCICIOBAHUSA, U JCHCTBUS, COBEpIIIaeMbIC
TIPY TIPOBEICHUH TOKJIMHUYECKOTO HCCIICIOBAHMS.

3akazunk — (U3UYECKOE WM FOPUIUIECKOE JIUI0, HE3aBUCUMO OT (GopM
COOCTBEHHOCTH, KOTOPOE SBJISIETCS HHUIIMATOPOM MPOBEACHUS JOKIMHHYECKOTO
WCCIIEJIOBAHUS JIEKAPCTBEHHOTO CPEACTBA M OTBEYAET 3a €ro OPTraHHu3alHi0 U
dbuHaHCUpOBaHUE.

UccnenoBarenbckas OpraHu3aIus —  opraHu3zanus/yupexJieHue,
HE3aBUCHUMO OT (POPMBI COOCTBEHHOCTH, UMEIOIINE HEOOXOAUMYIO MaTepUaIbHO-
TeXHUYECKYI0 0a3y, KBATH(HUIIMPOBAHHBIX CHCIHAINCTOB, W TOJYYUBIINX B
YCTaHOBJICHHOM TIOPSIIKE pa3pelieHrne Ha TPOBEICHUE UCCIIEIOBaHUSI.



Marepuanbl JTOKIMHUYECKOTO MCCICIOBAaHUS JIEKAPCTBEHHBIX CPEIACTB —
KOMIUIEKT JTOKYMEHTOB HOKJIWMHUYECKOTO U3YUYCHHUS JIEKAPCTBEHHOTO CPEACTBA,
BKJTIOYAIOMINN OTYETHl 10 XWUMHYECKHM, (HU3UUECKUM, OHOJIOTHICCKUM,
MUKPOOHUOTOTHUYECKUM, (hapManeBTUYECKUM, (hapMaKoJIOTHIECKHM,
TOKCUKOJIOTUYECKUM U IPYTUM SKCHEPUMEHTAIBHBIM HAYYHBIM MCCIEIOBAHUAM
WM JIMTEPATYpPHBIE JaHHBIE OTHOCUTEJIBHO COCTaBa, MOKA3aTEJEHd KadyecTBa U
METOZIOB KOHTPOJII KauyecTBa, CBOMCTB, CHEUU(PUUYECKON aKTUBHOCTH W
0e30IacHOCTH JIEKapCTBEHHOTO CpencTBa, BKJIFOYas IIPOTOKOJIBI
JTOKIIMHUYECKOTO U3yUYECHUS.

OTtyer — TpeacTaBlI€HHbIE B  MUCbMEHHOW (opme  pe3ylbTaThbl
JNOKJIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOI'O CPEACTBA, BKIIIOYAIOIIUE
OIMCaHUE NOKIMHUYECKUX U CTATUCTHUYECKUX METOJOB, NAaHHbIC, I10JyYCHHBIE B
XOJI€ UCCIIEIOBAHMS, U BBIBOBI.

[lepBuuHblE JaHHBIE WCCICIOBAHUS — JOKYMEHTBHI, OTpPaKaroIIHe
HaOJIO/ICHUST ¥ MaHUIYJISIIUHU, IPOBOJIMMBIC BO BPEMS MCCIICIOBaHUS (3aIIMCH B
pabouux JHCTax, Ja0OpaTOPHBIX IKypHalax, ¢ortorpaguu U  (PUIBbMBI,
pacrevaTku ¢ aBTOMAaTHU3UPOBAHHBIX MPUOOPOB, NUCKETHI, 3aMUCH MTapaMETPOB
OKpYKaIoIlel cpellbl B KOMHATaX COJEpkKaHUs KUBOTHBIX, CepTUPHUKATHI HA
KUBOTHBIX, TEKYIIasl JIOKYMEHTAIUsI COCTOSHHS 30POBbS KUBOTHBIX, 3alIUCH
00 dKCITyaTallMl M TEXHUYECKOM OOCITYXKUBaHUU OOOPYIOBAaHUS, PACUETHHIC

MpOLEAYPHI).
IIpOoTOKOJI JOKIMHUYECKOTO HCCIEIOBaHUA — JOKYMEHT, KOTOPBIU

OTMHMCHIBACT 3aJa4d, METOIO0JIOTHIO, TPONEIYPhl, METOJIbl CTATUCTHYCCKOU
00pabOTKM TaHHBIX U OPraHU3AINIO0 UCCIETOBAHUSI.

PyKOBOI{I/ITeJ'H) HCCICAOBAHUA — JIMOO, OTBCTCTBCHHOC 3a IIPOBCIACHHUC
AOKIIMHUYCCKOT'O UCCIICTOBAHUA JICKAPCTBCHHOI'O CPCACTBA.

CraHgapTHble ONEPALMOHHBIE NPOLEIYPbl — JOKYMEHTBI, B KOTOPBIX
NETAIBHO U3JI0KEHO BBITIOJIHEHUE OIPEIEICHHBIX 1a00paTOPHBIX
Ipouenyp, KOTOpblE, KaKk NPaBWIO, HE JACTAIU3UPOBAHBI B MPOTOKOJAX
HCCIENOBAHUNA U METOANYECKUX PYKOBOJICTBAX.

Tect-cucrema — Owuosormueckas, XuUMHUYecKas, (Qusndeckas w
nH(OpMAIIMOHHAS CHUCTEMbl WJIM HUX KOMOWUHALMHU, HWCIOJb3yeMbIE IMpHU
JOKJIMHUYECKOM HMCCJICIOBAHUHU JIEKAPCTBEHHBIX CPEACTB.

3. HpI/IHHI/IHBI IMPOBCACHUA NOKIIMHUYCCKUX I/ICCJ'IGILOBaHI/Iﬁ
JICKApCTBCHHBIX CPCACTB

3.1. Llenpro MOKIMHUYECKUX HCCICIOBAaHUN JIEKAPCTBEHHBIX CPEICTB
ABJISICTCSI  TIOJyYeHHE HAay4YHBIMA METOJAaMH OIICHOK H  JI0Ka3aTeNIbCTB
3¢ hexTUBHOCTH U 6€30MACHOCTH JIEKAPCTBEHHBIX CPECTB.



3.2. JIOKIMHWYECKHE HCCIENOBAHMS  MPOBOAATCS  OpraHU3alUsMU-
pa3pabOoTUMKaMH JIEKAPCTBEHHBIX CPEJICTB IO MpaBwiaM JabopaTopHOM
IIPAKTUKH, YTBEPKIAECHHBIM Mun3apasom Poccun.

3.3. JIOKNIMHUYECKUE HUCCIIETOBAHMS JICKAPCTBEHHBIX CPEACTB MPOBOIATCS
[0 YTBEPKACHHOMY IUIaHY C BEJIEHHUEM IPOTOKOJA U COCTABJIECHUEM OTYETA, B
KOTOPBIN 3aHOCSTCSl PE3yJIbTAThl TOKIMHUYECKUX UCCIEI0BAHUN JIEKaPCTBEHHBIX
CPENCTB.

3.4. JloknuHuYeCcKre UCCIEA0BAHMS JIEKAPCTBEHHBIX CPEICTB HA JKUBOTHBIX
OPOBOJSTCA B COOTBETCTBUU C MEXIyHapOJHBIMHU MpaBuiaMu. KoOHTpoib 3a
COOJIIOJICHUEM MPABOBBIX W JTUYECKUX HOPM HCIIOJIb30BAHUS >KUBOTHBIX MPH
OPOBEICHUM  JOKIMHUYECKUX  MCCIEJOBAaHUM  JIGKAPCTBEHHBIX  CPEJICTB
ocyuiecTBisiercss MunzapaBom Poccun u TeppUTOpUAIbHBIMM — OpraHaMu
KOHTPOJIS.

3.5. Coop, obpaboTrka U XpaHeHue HHGOPMAIHH, TOIYYCHHOW B XOJE
JOKJIIMHUYECKOTO UCCIIeI0BAHUS JIEKAPCTBEHHBIX CPEJCTB, IOJKHBI 00€CIIeYNBaTh
TOYHOE M OOOCHOBAaHHOE MpejcTaBieHue o0 3(PpPekTUBHOCTU U OE30MaCHOCTH
JIEKApCTBEHHBIX CPEJACTB M OOBEKTHBHOCTHh [JAHHBIX, IOJYYEHHBIX B XOJ€
UCCJIEI0BAHHS.

3.6. IIpou3BOJCTBO U XpaHEHUE UCCIIENYEMOTO JIEKAPCTBEHHOTO CPEJICTBA,
a Takke oOpalleHHME C HUM OCYIIECTBIIIETCS B COOTBETCTBUM ¢ llpaBminamu
OpraHu3allid MPOU3BOACTBA M KOHTPOJISI KadyecTBa JIEKAPCTBEHHBIX CPEJICTB
(GMP), a ucnonp3oBaHHEe — B COOTBETCTBUU C YTBEPKACHHBIM MPOTOKOJIOM
UCCJIEIOBAHMUS.

3.7. VYupexieHue, MPOBOJALICE JOKIMHUYECKHE  HCCIEIOBaHUS
JIEKAPCTBEHHBIX  CPEACTB, JOJKHO OBITh YKOMIUIEKTOBAHO IEPCOHAIIOM,
UMEIOIIMM HEoO0XO0auMoe 00pa3oBaHUE, MOATOTOBKY, KBAIU(DHUKAIMIO U OIBIT
paboTHI.

3.8. PykoBoauTenp YUpexKIE€HHs COIVIACOBBIBAET MPOTOKOJI, Ha3HA4aeT
PYKOBOJMTENSL UCCIAEAOBAHUS U OTBETCTBEHHBIX JIMI] U3 YUCIA COTPYIHHUKOB, HE
YYAaCTBYIOIIMX B HCCIEAOBAHUM, JJI OCYLIECTBICHUS HE3aBUCHUMOIO KOHTPOJIS
KayecTBa MPOBEICHHS HCCIEA0BaHUsA, 00ECIIeYBAET CBOEBPEMEHHOE MOBBIIIICHUE
KBAIM(PUKALMK U TOATOTOBKY IEPCOHAIA.

3.9. Ilepconan, NpUHUMAIOIIMI Y4YacTHE B MPOBEACHUU HCCIECIOBAHMUS,
3HAKOMHUTCSI C MPOTOKOJOM, HH(opmanueid o0 uccienyeMoM JieKapCTBEHHOM
CpelCcTBE, a Takke ¢ (PYHKIUSIMU M OOS3aHHOCTSIMH JIMI], YYacCTBYIOIIUX B
UCCJICIOBAHUH.

3.10. PyxoBomuTenb HUCCIEAOBAHHUS OpPraHU3YET, OCYIIECTBISET U
KOHTPOJUPYET: TMPOBEACHHE JOKIMHUYECKOTO MCCIECIOBAHUS;, BBIIIOJIHEHHE
IPOTOKOJA HMCCIEIOBAaHMWS M IOMNPABOK K HEMY, CTAHJAPTHBIE OINEpPALOHHBIE
npoueaypsl; odecrneyeHue JA0CTyna MepcoHaia K mMarepuaiaM JOKJIMHUYECKOTO
UCCIIEJIOBAHMSI; COOJIIO/IEHNE MTPaBIII IPOBEICHUSI KaU€CTBEHHBIX JOKIMHUYECKUX
HCCJIEI0BAHMIA; KOH()HUIEHINAJIbHOCTb NOJIyYEHHBIX pe3yibTaTOB;
OTBETCTBEHHBIX UCIIOJTHUTEIIEH.



3.11. OTBeTcTBEHHBIC HCIOJHUTEIN OOCCICYMBAOT TIOJTOTOBKY |
MIPOBEJICHUE KJIIOUEBBIX ATAIOB MCCICAOBAHHWS, BKIIOYAs OOyUCHHE IEPCOHAIIA;
KOHTPOJb COOJIOJICHUS CTaHAapTHBIX METOAOB H Mpoueayp, coop u
JOKYMEHTHUPOBAHUE TIOJIYYEHHBIX JAHHBIX; BEACHUE YydeTa HENPEeABUICHHBIX
00CTOSITEIHCTB ¥ MIPUHATHE MEP MO WX YCTPAHEHUIO; TIPEICTABIICHUE PE3YIHTATOB
HCCJICJOBAHMS B BUJIE OTYETA.

3.12. Opranuzanus-pa3paboTyuK JEKApPCTBEHHOI'O CPEACTBAa BBIAACT
3aKJIIOUEHHE O BO3MOXKHOCTH TIPOBEACHUS B JalIbHEUIIEM KIMHUYECKUX
UCCIIeIOBAHUM JIEKAPCTBEHHOTO CPEJICTRA.

4. Cucrema obecrieyeHus KauecTBa
JTOKJIMHUYECKUX UCCIIETOBAHUI

4.1. KauectBO MIPOBEJICHUSA JOKJIIMHUYECKUX HUCCJIIEIOBAHUU
obOecrieunBaeTCsl KOHTPOJEM CO CTOPOHBI PYKOBOJMTENS WCCIICAOBaHUSA U
HE3aBUCHUMbBIM aydUTOM.

4.2. KoHTpoab KauecTBa 3a MPOBEICHUEM NOKIMHUYECKUX HCCIEAOBAHUM
JICKAPCTBEHHBIX CPEJICTB BKJIIOYACT B ce0s 0(OpMIICHUE MEPEUHs HUCCIICIOBAHUH,
MPOBOJUMBIX B YUpPEKICHUHU, C YKA3aHUEM [JIs1 KaXIOTO HCCIECIOBaHUS
PYKOBOAUTENS U 3aKa34MKa, HA3BAHUS UCCIIEIYEMOro JEKapCTBEHHOIO CPE/ICTBA,
OIMMCAHUs TECT-CUCTEMBI, JaThl Hauaja U COCTOSHHS KaXKJIOTO MCCJIEIOBAaHHUS Ha
TEKyIIUA MOMEHT BPEMEHH; OLICHKY IPOTOKOJOB M METOJIOB MCCIEIOBAHUA Ha
COOTBETCTBHE TIpaBWJIaM JIAOOPATOPHOM NPAKTUKH; MOHHUTOPUHT TEKYIIUX
UCCIICIOBAHUM; OTYET O TMPOBEJACHHBIX NIPOBEPKAX M PEKOMEHIAIUU TI0
YCTPAHEHUIO HEJIOCTATKOB.

4.3. JIns OCYIIECTBICHUSI KOHTPOJIA KayecTBa PYKOBOACTBO YUpPEKICHHUS,
MPOBOJSAIIETO JOKJIMHUYECKHUE HMCCICIOBAHUS JIEKAPCTBEHHBIX CPEJICTB, JOJAKHO
Ha3HAYUTh B  COOTBETCTBMH C TMpaBWiIaMHd  J1a0OpAaTOPHOM  MPAKTUKH
OTBETCTBEHHBIX JIMI[ 32 MOHUTOPUHI MCCIICIOBAHUS U3 YHWCIIA COTPYJHHUKOB, HE
YYaCTBYIOIIHNX B UCCIICIOBAHUH.

4.4. Tlo pe3ynpTaraM MOHUTOpPUHTA O(OpPMIISIETCS 3aKIIOUEHUE O XOJe
MPOBEICHUS JTOKIMHUYECKOTO MCCIIEIOBAHUs, KOTOPOE AOBOIAUTCS O CBEICHUS
PYKOBOJACTBA YUpEXKICHUS U PYKOBOAMUTENS MCCICIOBAHUA, a B Clly4yae
BBISIBJICHHUS] HEJIOCTATKOB M HAPYUIEHUM, NPEACTABIISIIOTCS PEKOMEHJIAIMU 10 UX
YCTPaAHECHHUIO.

5. Ilomenienus

5.1. TlomemieHusi, nmpeaHa3HAYECHHBIE ISl MPOBEACHUS JOKIMHUYECKHUX
UCCIIEIOBaHUIM JIEKapCTBEHHBIX CPEACTB, JOJIKHBI pacronaraThcs,
MIPOEKTUPOBATHCS, MPHUCIIOCAOIUBATHCS M DKCIUTYaTUPOBATHCS TAaKUM 00pa3om,
9TOOBI 00ECIIEYNTh KaueCTBEHHOE BHITIOJIHCHUE MMPOBOJIUMBIX UCCIeNOBaHuMA. J1ist
HKCIIEPUMEHTAILHBIX UCCIICAOBAHMUN 0053aTeIbHO HAIMYNE BUBAPHS.



5.2. Bpigensemble MOMELIEHUS] JUISi SKCHEPUMEHTAJIBHBIX JKHUBOTHBIX,
o0OecreynBaIIre H30JAINI0 (KapaHTHUH) MOCTYIMAIOIMIUX XKUBOTHBIX, OOJBHBIX
’KUBOTHBIX U JKUBOTHBIX, I[IOJO3PEBAEMBIX B HOCHUTEILCTBE WH(DEKIIUIA;
pa3lelibHOE COJACPKAHUE PA3IUYHBIX BUJOB >KMBOTHBIX U KMBOTHBIX OJHOTO
BHUJIA, SIBIISIIOIIUXCA OOBEKTOM MCCIEAOBAHUSA Pa3JIMYHBIX JIEKAPCTBEHHBIX
CPEACTB, JOKHBI COTJIACOBBIBATHCS C OpraHaAMHU CAaHUTAPHO-IMUAECMUYECKOTO U
BETEPUHAPHOTO KOHTPOJISL.

5.3. Kopma, o0opyaoBaHWe M HMHBEHTaph Uil yXoAa 3a >XUBOTHBIMU
HEOOXOJIUMO XPaHUTh B TOMEIICHUSIX, W30JUPOBAHHBIX OT MECT COJICp>KaHMS
KUBOTHBIX. [lomemeHust [y NpoBeACHUS JTOKIMHUYECKUX HCCIICAOBAHUM
JIEKapCTBEHHBIX CPEACTB, B TOM YMCIIE JJi pabOThl C OMAaCHBIMU ISl 3J0POBBS U
KU3HU 4YeJIOBeKa OOBEKTaMHM HCCIEOBaHUS, JIOJDKHBI COOTBETCTBOBATH
YCTaHOBJICHHBIM CAHUTAPHO-TUTUEHUYECKUM IPaBUIIaM.

6. O6opynoBaHue

6.1. VYupexnaeHus, DOPOBOIAIIAEC  JOKIMHUYECKUE  HCCIEHOBAHUS
JEKapCTBEHHBIX  CPEJICTB,  JIOJDKHBI ~ OBITh  OCHAIIEHbI  HEOOXOJAUMBIM
o00opyOBaHUEM, MPOMICANINM METPOJIOTHUYECKUN KOHTPOJb, KaTIUOPOBKY H
UMEIOIMM COOTBETCTBYIONIEE 3aKJIIOUEHHUE CIIELIUATTMCTOB.

6.2. DOkcrutyararuss o0OpyJOBaHUS TPOBOJAUTCS B COOTBETCTBHHM C
TEXHUYECKUM MAaCIOPTOM M HHCTPYKUMEW 10 TNpUMEHEHUuIo. Pe3ynbrarsl
HOpOBEACHUS MPOPUIAKTUYECKUX OCMOTPOB 00OPYIOBAaHUS M TEKYLIETO PEMOHTA
(GuKcupyloTCs B CHEUUAIBHOM OKypHajie, JOCTYIHOM B Jr000oe Bpems
COTPYJIHHUKAM, SKCILTyaTHPYIOIIUM OOOpYJOBaHHE MWK OOECIEUMBAIOLIUM €ro
oOcCiTyKMBaHHUE, U COAEpIKAIlEeM CIEAYIOIINEe CBEICHUs: HaUMEHOBaHNEe Npudopa,
MPOU3BOAMTENSA, CTPAaHbl MPOUCXOXKIAECHUS MPOU3BOIUTENS, MOJENIb NpUOOpa,
CepHiHBIA (3aBOACKON) HOMEp, JaTra MOJYyYEHHs] M TMOCTaHOBKM Ha YYeT B
nabopaTopuu, JaTa 3amycka B JKCIUTyaTallMl0, WHBEHTapHBIA HOMEp, MECTO
pacrnoyiokeHus Mpuodopa, COTPYAHHK, OTBETCTBEHHBIM 3a HCIOJb30BaHUE
npubopa, COTpyIHUK (MOApa3/esieHue, OpraHu3alus), OTBETCTBEHHBIM 3a
TEXHUYECKOE OOCIyKMBaHMEe NpuOOpa, JeTajdbHble 3alUCh O I[UJIAHOBOM
o0CITy’KMBaHUM OOOpYJOBaHMs, JAaTUPOBAHHBIE U 3aBEPEHHbIE MOJIHUCHIO
OTBETCTBEHHOT'O JIMIA, JIETAIbHBIC 3alMCH O JIIOOBIX MOBPEXKICHUSAX, OTKa3aX,
peMoOHTe npubdopa, JaTUPOBAHHBIE U 3aBEPEHHBIEC MOJIUCHI0 COTPYAHUKA (JIULIA),
OTBETCTBEHHOTO 3a TEXHMYECKOE COCTOSIHHE MpuOOpa, JeTalbHbIE 3alUCH O
KanuOpoBKe mpuOOpa, JaTUPOBAHHbIE W 3aBEPEHHBIE MOANUCHIO  JIUIIA,
OTBETCTBEHHOTO 3a 00CTyXKMBaHHE Mpubdopa.

7. TecT-cUCTEMBI

7.1. Buap, pasmMep U XapaKTEPUCTUKU  TECT-CUCTEM  JOJKHBI
COOTBETCTBOBATh KATETOPHUSAM JOKIMHUYECKUX HCCIIECIOBAHUIN JIEKapCTBEHHBIX



CPEACTB. YCIOBUA MPOBENCHUSA HCCICAOBAHMM HA TECT-CUCTEMAX JIOJKHBI
UCKJII0YaTh BO3/ICMCTBHE BHEIIHUX (PAKTOPOB, CIIOCOOHBIX MOBIHUATH HA KAU€CTBO
MTOJIy4a€MbIX JaHHBIX.

7.2. JIOKIMHAYECKUE UCCIENOBAHUS POBOIATCS HA 30POBBIX KMBOTHBIX.
Bce mpouenypsl, CBSi3aHHBIE C yXOJOM 32 XUBOTHBIMH (KOpMJIEHUE, IOEHHE,
CMEHa TMOJCTUJIKH, MEePEeCaKMBAHHE, MBIThE KIETOK, yOOpKa MOMEIECHUN, B
KOTOPBIX COJEPKATCS KUBOTHBIE) ONMUCHIBAIOTCS B CTAHAAPTHBIX OMEPALIMOHHBIX
poLeaypax.

7.3. BHOBB NMPUOBIBIIKUX KUBOTHBIX M30JUPYIOT ISl OLIEHKA COCTOSIHUS UX
310pOBbsA. VICTOYHUKHM MOCTYIUJIEHUS, YCIOBHS M JlaTa MOCTYIUIEHUS JIOJIKHBI
ObITh JOKYMEHTAJIbHO Oo(opMieHbl. B ciyuyae yxynamieHus COCTOSIHHS 370pPOBbS
KUBOTHBIX W UX TUOENM, HE CBSI3aHHBIX C MPOBEIACHUEM JOKIMHHUYECKOTO
UCCIIEIOBaHMSI, YKa3aHHBIX >KUBOTHBIX HEOOXOAMMO H30JIMPOBATh OT OCHOBHOM
IpyNIbl U MOJBEPIHYTh, NPU HEOOXOIUMOCTH, JICUEHHUIO, €CIH 3TO JOIYCKAeTCs
IIPOTOKOJIOM MCCJIEIOBAHUSA, UM I'YMaHHOMY yMEPIUBIECHUIO. /J{MarHos, jeueHue
U €0 PE3yJIbTATHI JOJHKHBI OBITh TOKYMEHTHPOBAHBI.

7.4. Jns oOecrniedeHus: WHAWBUYATBHOTO HAONIOJEHUS B IPOIECCE
BBITIOJTHEHUS WCCIICIOBAHUS JKUBOTHBIE JOJKHBI OBITh HWIACHTHU(UIIUPOBAHBI.
Cnoco6 maeHTu(uUKaIu KUBOTHOTO JOKYMEHTHpYeTCs. Bce KieTku, BOJIbEpHI,
KOHTEWHEPBI, MPEAHA3ZHAYCHHBIE I COAEPKaHUS KUBOTHBIX, TAKKE IMOJJIEKAT
MapkupoBke. JKUBOTHBIE, IpEIHA3HAYEHHBIE I MCCIEAOBAaHUSA Pa3JIMYHBIX
JIEKAPCTBEHHBIX CPENICTB, MPOCTPAHCTBEHHO U30JUPYIOTCA IPYT OT ApPYyra.

7.5. Kopma u Boja uisi >KMBOTHBIX JIOJDKHBI OO€CIIEUMBATH IHILEBBIC
NOTPEeOHOCTH B COOTBETCTBUU C MPOTOKOJIOM HCCIIEIOBAaHUS, ObITh CBOOOIHBIMU
OT MAaTOr€HHBIX MUKPOOPIaHU3MOB U BPEIHBIX MPUMECEH U HE JOJIKHBI BIUATH
Ha PEe3yJbTaThl UCCIEIOBAHHUS.

7.6. Mecra coaepaHus XUBOTHBIX M IPOU3BOJCTBEHHBIE TOMEILECHHUS
MOJIBEPraloTCsl TMEPUOJAMYECKON CaHUTAapHOW 00paboTKe, HE OKa3bIBAIOIICH
BJIMSIHUS HA PE3YJIBTATHl UCCIEAOBAHUS.

8. MccienyemMble M CTaHIapTHBIE TPENapaThl

8.1. 3aka3umk NpegoCTaBIISIET B YUPEKACHUE, POBOASAIIEE TOKIMHUYECKUE
MCCJIeI0BAHMS JIEKAPCTBEHHBIX CPEJICTB, UCCIIEAYEMOE JIEKAPCTBEHHOE CPEICTBO,
HEOOXOJIUMYIO IOKYMEHTAIMIO, C YKa3aHUEM TEMIIEPATYPHOI'O PEXKUMA, YCIOBUIA
U CPOKOB XpaHEHHs HCCIEIyeMOro Impernapara, JaHHbE MO CTaOUIBLHOCTH,
uH(DOPMAIUIO 0 Mepax MO 00ECIIEYCHHIO OE30MacCHOCTH PA0OTHI C MCCIIETyEeMbIM
mpenapaToM, pacTBOPUTEIM U TMPOLEAYypbl PACTBOPEHMs, a TakXKe, €ClH
HE00XO0JAMMO, YCTPOICTBA AJI BBEACHUS IIpenapara.

8.2. Uccnenyemoe NEKapCTBEHHOE CPEACTBO JIOJKHO UMETh YIAKOBKY IS
3aIUTHI IPU TPAHCTIOPTUPOBKU OT 3arps3HEHUS UIIU MTOPYH.

8.3. YupexieHne, npoBOJsALIEE TOKINHUYECKOE UCCIIET0BAHNE, JOJIKHO:



8.3.1. ImeTh yTBEpKIEHHBIA MOPAIOK NpHEMA U YyyeTa IOCTYIICHUS
JIEKapCTBEHHOI'O CPE/ICTBA.

8.3.2. IlpoBoguTh yueT JIEKapCTBEHHBIX CPEACTB MpPU MOCTYILICHUH,
pacxo/I0BaHUM, BO3BpATE 3aKa3UUKy WIM UX YTUIU3AIUU.

8.3.3. [IpunumaTh Mepbl 0 0OECIEUCHHUIO UEHTUYHOCTU HUCCIETyEMbIX U
CTAHJAPTHBIX BEHIECTB (MAPKUPOBKA C YKa3aHUEM Ha3BaHUS, XUMHUYECKOU
dbopmyIibl, HOMEpa CepuU, JaThl BBITYCKA, YCIOBUM XpPAaHEHHS U CPOKOB
TOJTHOCTH) U UX CTAOMIIBHOCTH Ha MPOTSKEHUU BCETO UCCIEAOBAHUS.

8.3.4. XpaHuThb WHCCIEAYEMOE JEKAPCTBEHHOE CPEJICTBO OTACIBHO OT
BEILIECTB, PEAKTUBOB, IIPENapaToOB CPAaBHEHUSI B COOTBETCTBUU C PEKOMEHAAIUSIMHU
3aKa3urKa, ¢ COOMIOJICHUEM YCIIOBUM XpaHEHUs, yKa3aHHBIX MPOU3BOAUTEIIEM, B
TE€YEHUE BCEro CPOKa rOAHOCTH.

9. CtangapTHbI€ ONEPALIMIOHHBIE MPOLETYPbI

9.1. CrangapTHble OomnepanMoOHHBIE MPOUEAYpPhl pa3padaThIBAIOTCS HA BCE
IPOU3BOJICTBEHHBIC OMNEpallii, BKIIOYasA: TOCTYIUIEHUE, WACHTU(UKAIIHIO,
MapKHUpPOBKY, 00pab0OTKy, 0TOOp Mpo0, UCTIOIB30BAHUE U XPAHEHUE UCCIIETYEMbIX
U CTaHJApTHBIX BEIIECTB; OOCIY)XMBaHHE M KaTUOPOBKY H3MEPUTEIBHBIX
npuOOpoB 1 000PYAOBAHUS AJII KOHTPOJIS OKPYKAIOIICH CPEIbl; MPUTOTOBICHUE
PEaKTUBOB, IMUTATENBHBIX CpEl, KOPMOB; BEICHHUE 3alHiCceil, OTUYETOB M HX
XpaHeHue; 00CIIyKMBaHHUE MOMEIICHUH, B KOTOPBIX COAEPKATCS TECT-CUCTEMBI;
pueM, TPaHCTIOPTUPOBKY, pa3MelleHHEe, ONUCaHue, UICHTU(DHUKAIIMIO U yXO 32
TECT-CUCTEMaMH; OOpallleHHe C TEeCT-CUCTeMaMH; OO0E3BpeKUBAHUE WIH
YTUIU3alUs TECT-CUCTEMbI; OCYIIECTBICHHE TMPOTrpaMMbl 10 O0OECIEYEHHIO
KauyecTBa.

9.2. CobmroieHne CTaHIAPTHBIX OMEPANMOHHBIX MPOIEAYP TapaHTHUPYET
Ka4eCTBO, JOCTOBEPHOCTh U BOCIIPOU3BOANMOCTH PE3yIbTaTOB UCCIICTOBAHHS.

9.3. Orknonenus ot COIIl gomKHBI OBITH JOKYMEHTAIBHO O(POPMIIEHBI U
COTJIACOBaHBl C PYKOBOAMTENEM uccienoBanus. CTaHgapTHBIE OMEpAIMOHHBIC
IpOLETYPbI OJJIEKAT CBOEBPEMEHHOMY IEPECMOTPY.

10. ILltanupoBaHue U NPOBEACHUE UCCIETOBAHUMN

10.1. JIOKIMHUYECKOE HCCIIEeNOBAHUE JIEKAPCTBEHHBIX CPEICTB JOHKHO
MPOBOJUTHCS B COOTBETCTBHUU C IMPOTOKOJIOM, OTPAXKAIOIIUM IeId PabOThl H
METO/IbI, UCTIONIb3YeMbIe I JOCTIKEHHS 3Tux Ieneit. [IpoTokon uccienoBanus
JOJKeH  ObITh  000peH  3aka3yukKoM W YTBEPXKIEH  PYKOBOIUTEIEM
WCCJICIOBAHMSI.

10.2. TIpoTokoi BKIIFOYAET B ceO:

10.2.1. Ilenap uccneaoBaHus;

10.2.2. 3amaua ucciaeg0BaHus;
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10.2.3. Csemeruss 00  HCCIEIyeMOM  JICKAPCTBEHHOM  CPEJICTBE
(pusnueckue, xuMmudeckue, OMOIOTUYECKHE, (papMalleBTHUECKUE CBOMCTRA);

10.2.4. Cenenusi o mpemnapare cpaBHeHUs ((puznueckue, XUMUUYECKUE,
Oounonornyeckue, (hapMaleBTHUECKUE CBOICTBA);

10.2.5. Hcrnonmb3yeMble METO/IbI UCCIIEIOBAHNS,

10.2.6. Onncanne UCNoab3yeMOM B UCCIIEIOBAHUU TECT-CUCTEMBI;

10.2.7. CnocoObl M MyTH BBEACHHUS HMCCIEAYEMOro Ipenapara W mpernapara
CpaBHEHUS;

102.8. Cxema wuccrnenoBaHusi, OOOCHOBaHME  M30pPaHHOW  CXEMBbI
UCCJIeIOBAaHNUS,

10.2.9. DTryeckue u paBoBblE HOPMBbI JOKIMHUYECKOTO UCCIIEI0BAHUS

10.2.10. Ouenka 3¢ppekTHBHOCTH 1 GE30IaCHOCTH UCCIIETyeMOro Iperapara;

10.2.11. TTormpaBK#® K IPOTOKOIY AOKIUHUYECKOTO HUCCIEIOBAHUS;

10.2.12. Cratuctudeckas o0padoTka pe3yIbTaTOB UCCIIEI0BAHNUS,

10.2.13. CocraBicHue OTYECTA;

10.2.14. JIureparypa.

10.3. BHOCHMBIE M3MEHEHHS B IIPOTOKOJI MCCIENOBAHUS YTBEPKIAIOTCS
PYKOBOJUTEIEM UCCIIEIOBAHUS, a OTKJIOHEHUS oT POTOKOJIA
(He3armIaHUpPOBaHHBIE COOBITHSI, HEMPEABUJICHHBIE OOCTOSATENbCTBA, YITYIIECHUS)
3aMUCBHIBAIOTCS, MPOHYMEPOBBIBAIOTCS, MOJAMUCHIBAIOTCS, JaTUPYIOTCS B
MPUJIOKEHUU C YKAa3aHUEM MPUYUH.

11. 3anucu pe3ysbTaTOB UCCIEAOBAHUS

11.1. B VYupexacHuu, NPOBOIAIIEM TOKIMHUYECKUE HCCICIOBaHUS,
JIOJIKHBI COXPAHSTHCS BCE WCXOJHBIC JIaHHBIE, PE3yJbTaThl U3MEPECHUU W
HAOJIOZCHUH, BBIYMCICHUNA W TIPeoOpa3oBaHUs JaHHBIX, 3alMHCH O KaJUOpPOBKE
o0Opy0BaHUs, OTYETHl (B TOM 4YHCIE MPOMEKYTOUHBIE), a TaKXKe ApyTue
MaTepHaNIbl ¥ JJOKyMEHTBI, UMEIONINE HEMOCPEICTBEHHOE OTHOIICHHUE K TAHHOMY
UCCIIETIOBAHHUIO.

11.2. Jlanasie, 00pa3ipl, HABECKU U T.J. TOKHBI UMETh UHIAMBUYaIbHbBIN
mudp, TMO3BOJSIIONIMNA  OJHO3HAYHO  WACHTU(UIIMPOBATh  HCCIIEIOBAHMUE,
UCITOJIb30BABIIUINCS TECT, METO/, BU UCCIEAOBAHUS, U OMOJOTHUECKYIO CUCTEMY,
U CCBUIKY Ha COTPYJHHMKOB JIaOOpaTOpHH, MPUHUMABIINX y4acTHE B MOJTYYECHUH
JAHHBIX WJIK 00pa3IioB, B OJATOTOBKE WJIM MPOBEJICHUHN UCCIICIOBAHUS.

11.3. IlepBuuHbIe JaHHBIC, TTOJTYUYEHHBIE B XOJAE HCCJICAOBAHMS, JOKHBI
ObITh HEMEJJICHHO 3apeTUCTPUPOBAHbI, TMOAMUCAHBI W JaTUPOBaHbI, HE
JOMyCKaeTcsl UX YHUYTOXKEHHE, TOJAMEHa WIM T[epe3anuch. JlaHHble Ha
AJEKTPOHHBIX HOCUTEJISIX [0 BO3MOXXHOCTH TyOIUPYIOTCS B OyMa)KHOM BapHaHTE.

11.4. HcnpaBneHuss NEpBUYHBIX JAaHHBIX OQOPMIIAIOTCS B  BHUJAE
NOTIOJIHEHUM, KOTOPbIE MOJINKCHIBAIOTCS W JAaTUPYKOTCS OTBETCTBEHHBIMHU
UCTIOJHUTENSAMH, C YKa3aHUEM IIPUUUH OLINOOK.
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11.5. Marepuasibl ucciaeqoBaHUsl JTOJKHBI MO3BOJIATH BOCCTAHOBUTBH XOJ
uccienoanus. Ilocne npoBeneHus AOKIMHUYECKOIO MCCIIEJOBAHMUSI MaTEpHUaIbl
NEPEJAlOTCs B apXMB. YCIOBUS apXHMBa JOJDKHBI OOecleuuBaTh O€30I1aCHOE U
KOH(QUICHIIMAIBFHOE XpaHEHUE BCEX MAaTEPHUATIOB UCCIIEI0BAHUSI.

12. OT4eT 0 MPOBEICHHBIX UCCIEAOBAHUSIX

12.1. 3agButenp B TeueHue 30 gHEW mMoOCiIE OKOHYAHHUS MPOBEIACHUS
JOKJIIMHUYECKOTO UCCIIEI0BaHNUs JIEKapCTBEHHOIO cpecTBa npeacrasisier B OI'Y
«Hay4HbIl IEHTP 3KCIEPTU3BI CPEICTB MEAULIIMHCKOTO PUMEHEHND» MUH31paBa
Poccun, @apmakonornuecku komurer Mun3npaBa Poccun  otuer o
ITPOBEJICHHOM HCCJIEIOBAHUHU.

12.2. B ortdyere O MOOKIMHUYECKOM HCCIENOBAHUM JIEKAPCTBEHHOIO
CpEeIICTBA JIOJKHBI OBITH TIPE/ICTABIICHBI:

12.2.1. HazBanme, anpec YupexIeHHs, OaTbl Haydajla M 3aBEPIICHUS
JOKJIMHUYECKHUX MCCIICIOBAHNM, 1I€JIb U 3a7a4H MCCIICTOBAHHUS.

12.2.2. Onucanue uHcCIeIyeMOro JEKapCTBEHHOIO CpENICTBAa, BKIIIOYAs
cBeJleHUsI O (DU3UYECKUX, XUMUYECKUX, OUOJOTHYECKUX, (papMaleBTHUECKUX
CBOICTBaX, COCTaBE JEKAPCTBEHHON (hPOPMBI.

12.2.3. Bua wuccnenoBaHus, XapaKTEepUCTHUKA W OOOCHOBAHHE TECT-
CUCTEMBbI, OTOOPAHHOM JJIsl TPOBEACHUS TOKIMHUYECKUX UCCIIEIOBAHUM.

12.3. B cnydae mnpoBeleHUsT SKCIEPUMEHTAIBHBIX HCCIEIOBAaHUN Ha
KUBOTHBIX HEOOXOJMMO yKa3aTh:

12.3.1. Bua, BO3pacT, KOJMYECTBO J>KUBOTHBIX B KaXIOW TpyIIe, MO,
MOKa3aTeIN MACCHI T€Jla, UCTOYHUK MMUTAHUS.

12.3.2. PexxuMm 103UpOBAaHUS, KPATHOCTh U MYTh BBEACHUSI MCCIEAYEMOTO
JIEKapCTBEHHOI'O CPEJ/ICTBA.

12.3.3. Cxema IPOBEICHUSA JTOKJIIMHUYECKOTO WCCIIEIOBAHUS
JIEKApCTBEHHOT'O CPEJICTBRA.

12.3.4. OnucaHue METOJOB CTaTUCTUYECKONM 0OpabOTKH pe3ysbTaToB,
pe3yJbTaThl UCCIEAOBAHUS, MPEJCTABICHHBIE B BHUIE O0OOMIAIOMIUX TaOIHIL
(rpadMKOB) C COOTBETCTBYIOMIEH CTATUCTHYECKOW 00pabOTKOM, 1 KOMMEHTapUEB
K HUM, 00CYX€HUE pe3yJbTaTOB, BEIBOIBI.

12.4. Otuer 0 pe3ysbTaTax MPOBEACHUS IOKJIMHUYECKHUX HCCIIEIOBAHMI
COCTAaBIIAETCSI PYKOBOJAMTENIEM HCCIEIOBAHHUM, MOAMKMCHIBAETCS PYKOBOAMUTEIEM
VYupexxeHus U CKpervIsieTcsl meyaTblo Y YpeskIeHusl.

12.5. [omonHeHUs K OTYETy JOJDKHBI ObITh O(GOpPMIIEHBI B BHJIE
NPWIOKEHUH, COJepKalllUX CChUIKY Ha COOTBETCTBYIOIIMH pa3ien OoT4eTa
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(maparpa¢, puCyHOK, Tabiuily M T.J.) U MOJAMNUCAHHBIX PYKOBOAUTEIEM
YupexaeHusl.

12.6. ®OI'Y «Hayunslii LEHTpP OKCHEPTU3Bl CPEACTB MEAULMHCKOTO
npuMeHeHus» MunsnpaBa Poccun, ®@apmakonornueckuii KOMUTET MwuH3IpaBa
Poccun B cpok nmo 30 mHeW paccMaTpuBarOT NPEACTABICHHBIE MaTepUalbl U
HaINpaBJAIOT 3aKiroyeHre B Munsapas Poccuu.

13. KonduaeHunaibHOCTh

13.1.  CorpyaHuku, MpUHUMAIOIIME  ydyacTHe B  IPOBEACHUU
JOKJIMHAYECKOTO MCCIEA0BaHUs, 00s3aHbl COONIOAAaTh KOH(PUIACHIIUAIBHOCTh B
OTHOILICHHUH JIFOOBIX JAHHBIX, MOJYYEHHBIX B XOJI€ UCCIIEIOBAHUSI.

13.2. B VYupexaeHuu, nOpoBOASIIEM JTOKIMHUYECKHUE HCCIIECIOBAHUS
JIEKQpPCTBEHHBIX CPEJACTB, JOJKHBI BBITIOJHATHCS YCIOBUS MO OOECICUSHUIO
KOH(PUIEHIIUAIBHOCTH  PE3YJbTaTOB  HCCIEJOBAHUM B  COOTBETCTBHU  C
TpeOOBAaHUSIMU JIOTOBOpa € 3aKa3yMKOM W/WIW TpaBUJIaMU BHYTPEHHETO
pacrnopska.

14. Apxus

14.1. Tlocnme 3aBepilieHUs  JOKJIMHUYECKOTO  HCCICAOBAHHUS  BCE
HKCIEPUMEHTAIbHbIE JaHHbIE, 00paslibl, MPOTOKOJ HCCIEIOBaHUS M Jpyras
JOKyMeHTanusi  (KaiuOpoBOYHbIE  TIpadUKW,  METOJUKH,  CTaHJAPTHBIE
OlEepallMOHHbIE MPOLEAYPHl U T.JA.), BKIIOUas OTYET U JAHHbIE HE3aBUCHUMOIO
ayJiTa, JIOJDKHBI XPAaHUTbCS B  OTACJIBHBIX IOMEIICHHSX, CHELUAIbHO
BBIJICICHHBIX JUISI 3TUX LeJed. ApXUBHbIE MOMENIEHUS JIOJDKHBI HMMETh
OTPAaHUYEHHBIN JOCTYII.

14.2. Marepuanbl, MOMEUIEHHbIE B apXHB, JOJDKHBI ObITh 00O3HAYEHBI B
COOTBETCTBUM C MOPSAKOM XpaHeHus uisi ObicTporo mnoucka. Cpok XpaHEHHs
apXUBHBIX MaTepHaJIOB OIIPENEISIETCS MOPSJIKOM, YCTaHOBJICHHBIM
YupexxaeHueM.

14.3. OOpa3ipbl HUCCAEAYEMOTO W CTaHJAPTHOTO BEIIECTB JOJKHBI
XPaHHUTHCS B TEUEHNE BPEMEHM, KOTOPOE TApPaHTUPYET UX KadecTBO. DyHKIMMU 1O
ApXUBUPOBAHUIO U TOAJEPKAHUIO apXuBa JOJDKHBI OBITh BO3JIOXKEHBI Ha
CHELUANbHBIX COTPYJHUKOB YUpEXKACHUS, NPOBOJALIETO JOKJIMHUYECKUE
VCCIIEJOBAHHSI.

14.4. PyxkoBomutenun  VYupexaeHUH, MNPOBOASIIMX JOKIMHUYECKHUE
UCCJIEIOBAHMS, JOJKHBI M3BECTUTh 3aKa3YMKOB OO0 YHHUUYTOKEHHH JIOOBIX Ma-
TEepPHUAJIOB, XPAHSILIUXCS B apXUBaX, a TAKXKE O JTUKBUAAIMH JIaDOPATOPHH.
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[Tpunoxenue 1
K [IlpaBunam mnabopaTopHOii

npakTukn B Poccuiickon
denepaunun

3ASBJIEHUE
Ha [IPOBEJICHUE TOKJIMHUYECKUX UCCIIECIOBAHUN JICKAPCTBEHHBIX CPEACTB

[Ipoury npenocTaBUTh paBo

(Ha3BaHUE YUPEKACHUS, aAPEC, PEKBU3UTHI)
Ha IMMPOBCACHUC TOKIIMHUYCCKHUX I/ICCJ'IGI[OBaHI/Iﬁ

(BU KICCIIETIOBAHMUS )
PyxoBoauTens nopaszaesneHus

(®.1.0., yuenas cTeneHb, yueHOE 3BaHUE, JOJKHOCTh)
BI/I,ZI JOKIIMHUYCCKUX I/ICCJ]CI[OBaHI/Iﬁ JICKApPpCTBCHHBIX CPCACTB

1. TokxcukoJOrHYecKHe:

-0CTpasi TOKCUYHOCTh

-IIOJIOCTpast, CyOXpOHUUYECKasi, XpOHUYECKasi TOKCUIHOCTH

-KyMYJIITUBHOE JICHUCTBUE

-MECTHOpa3Ipakaroliee 1eiCcTBUE

-aJJIEPreHHOCTh

-IMMYHOTOKCUYHOCTb

-TepaTOTC€HHOCTh

-MyTareHHOCTh

-IMOPUOTOKCUIHOCTh

-TOHAJJ0TOKCHYHOCTb

-KaHLIEPOT€HHOCTh

-IIUPOT€HHOCTh

2. OO6medhapMaKoIOrHYeCcKHe;

3. Crnemmduueckue dhapMakosorndeckue (HeoOXoAuMO yKazaTh KIIMHUKO-
(dhapMaKkoIOTHIECKYIO TPYIIITY);

4. ®apMaKOKMHETUYECKUE;

5. Xumuueckue, puzndeckue, OMOIOTHUECKHUE, MUKPOOUOIOTUUECKUE U
IpyTUe TOKIMHUYECKUE UCCICIOBAHUS.

PykoBonutens yupexaeHus

(ITonmuce)

« » 200 .
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Cnucok COTPYAHUKOB A yHaCTUs B IIPOBCACHUN JOKIIMHUYCCKUX I/ICCJ'ICI[OBaHI/Iﬁ
JICKAaPCTBCHHLIX CPCICTB

NoNe ®.1.0. | JlomKHOCTh Oo6pa3zoBaHue Bun noxnunudeckoro | Crax paOoTsl [Ipumeuanue
(cenuanbHOCTb, UCCIIeIOBAHUS o TPOQuUITIO
y4yeOHOe 3aBe/IeHHE, UCCJIeIOBAHMUS
r0Ji OKOHYaHHS)
1 2 3 4 5 6 7

PykoBoaurens yupexaeHus

«

»

(ITonmuce)
200 r.




15

CnpaBKa O COCTOAHHUHU IIPOHU3BOJACTBCHHBIX HOMGHIGHI/II?I AJIAA ITPOBCACHU A
JOKIITMHUYCCKHUX I/ICCJ'ICI[OBaHI/Iﬁ JICKapCTBCHHBIX CPCJICTB

Haznauenue Cneunansnoe unu | Ilnomans, kB.M. | Temnepatypa, °c, Hanuuune [Tpumeuanue
MIOMEIICHUSA MPUCTIOCOOJIEHHOE BIIQXKHOCTB, %o CIIEIMAIBHOTO
o0opyioBaHus
1 2 3 4 5

PykoBoautens yupexaeHus

(ITonmuce)
« » 200 .
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OO6opynoBaHue U anmnapaTypa, UMEIOLIUECs B YUPEKICHUU JIJIsl TPOBEICHUS
JOKJIMHUYECKUX UCCIIEA0BAaHUMN JIEKAPCTBEHHBIX CPEJICTB

NeNe | HaumenoBanue, | M3roToBuTenn OcHOBHEIE I'ong BBoma B | O1ieHKa COCTOSIHUSA Crenennb [Ipumeuanue
TUI (Mapka), (cTpaHa, TEXHUYECKue | 3KcIuTyaranuio | (Ne cBHIIETENbCTBA | aMOPTHU3AIINH,
3aBOJACKOM MpEANpUsATHE, | XapaKTePUCTHKU METPOJIOTUYECKOM %
HOMEP bupma) MIPOBEPKH,
NEPUOIUYHOCTD)
1 2 3 4 5 6 7 8
PykoBoautens yupexacHus
(ITonmuce)

« »

200 T.
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JlabopaTopHbI€ JKUBOTHBIE U YCIIOBUS UX COJEPKAHUS

Bun

ITopona

Ilon

Macca Tena

OO0111ee KOJIMYECTBO

Hcrounuk nosyuyeHus

HepI/IOIL AKKJIIMMaTu3alnu

Nnentudukanus

Pannommuzanusa

KonnuecTBO )XKUBOTHBIX B KJIETKE

Pa3mepsl kneTku

Marepuan KJIeTKu

Pammon

Temmeparypa Bo3ayxa

BrnaxnocTts Bo31yxa

PykoBoauTens yupexaeHus

(IToxmuce)
« » 200 .
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IlepeueHp METOI0B, HCTIOIB3YEMBIX ITPU MPOBEACHUH TOKIMHUYECKUX
HCCIICIOBAaHNM JICKAPCTBEHHBIX CPEICTB

NoNe HasBanue merona Ccplika Ha JINTEPATYPHBIA UCTOYHUK

1 2 3

PykoBoaurens yupexaeHus

(IToxmuce)
« » 200 r.
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Ilepedenp cTaHAAPTHBIX ONEPALMOHHBIX MPOLEAYP

NoNe Haszpanue cTannapTHOM ONepanMOHHON NPOLEIyPBI
1 2
PykoBoauTens yupexxaeHus
(IToamuce)

«

200 .
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[Tpunoxenue 2
K [IlpaBunam mabopaTopHoOii
npakTukn B Poccuiickon
denepaunun

3AKIIIOYEHUE

O MPOBEPKE YUPEXKACHHUSI, 3aIBISAEMOTIO ISl OCYILIECTBICHUS
JOKJIMHUYECKUX UCCIIEIOBAaHUM JIEKAPCTBEHHBIX CPE/ICTB

(HaMMEHOBaHUE YUPEIKICHHUS)

(maTa cocTaBJIEHUS aKTa)

(ropoxn)
B nepuon ¢ 10 200 r. Ha OCHOBaHUU

(Ha3BaHUE, HOMEP U AaTa JOKYMEHTA O IIPOBEJECHUH IIPOBEPKH)
Komuccus B coctaBe npeacenarens

(®.1.0., 1omKHOCTH, MECTO PabOTHI)
1 YJICHOB KOMUCCUU

(®.1.0., nomxHOCTH, MECTO PabOTHI)
IIPOBEJIA MPOBEPKY C LEIIBIO

[Ipu npoBepke yCTaHOBJIECHO:

OneHKa TEXHUYECKOW KOMIIETEHTHOCTH YUPEXKACHUS | 3aKI0YE€HHE KOMUCCHH

1 2

1 .KBanuduxanus u onsIT paboThI IEpcoHama B
3asiBJICHHOI 00J1aCTH JOKIMHUYECKUX
MCCJICTIOBaHH, COCTOSTHUE paOOTHI 1O MOBHIIICHUIO
KBIM(PUKALIUU

2. YcnoBus pa3MelieHus nepconana, o0opyoBaHus,
TECT-CUCTEM

3. OCHaIEHHOCTh M COCTOSTHUE 000PYI0BaHUS

4. XapaKkTepuCcTUKA TECT-CUCTEM

5. Hannune u 3¢ (HheKTUBHOCTH CUCTEMBI
o0ecriedyeHus KauecTBa JOKINHIYECKIX
MCCJICTOBAaHHH JIEKAPCTBEHHBIX CPEJICTB

6. Hayuno-meToauueckoe obecrieueHue npoBeIeHUs
JOKJIMHUYECKUX  MCCIEAOBAaHUN  JIEKaPCTBEHHBIX
CPEICTB
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Komuccus pekomenayer

(3aMe‘IaHI/I}I H pCKOMCHAAINU 110 YCTPAHCHHUIO HEAOCTATKOB U COBCPIICHCTBOBAHHUIO

paboThI yUpEKICHHS)
3aKIIIOueHUE

Hpe,Z[CCI[aTCJIB KOMHUCCHUHU

(moamuck)
UneHbl KOMUCCHH

(moanuce)
C aKTOM O3HAKOMIJIEH:
PyxoBoaurens yupexaeHus

(moamwuch)

JlaTa




	4.2. Контроль качества за проведением доклинических исследований лекарственных средств включает в себя оформление перечня исследований, проводимых в Учреждении, с указанием для каждого исследования руководителя и заказчика, названия исследуемого лекарственного средства, описания тест-системы, даты начала и состояния каждого исследования на текущий момент времени; оценку протоколов и методов исследования на соответствие правилам лабораторной практики; мониторинг текущих исследований; отчет о проведенных проверках и рекомендации по устранению недостатков.
	5. Помещения

