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Mbi cCTpeMMMCHA NOHNUMaTb KaXXaoro 3aka34duka.

Mkl npeanaraem Haw OnbIT, 3HaHUS,, BO3MOXHOCTH
nabéopartopun, cep ug)ukau,mo Ans BbINONHEHNA
Hay4HoO- Mccneggéq'renbc p oT M BblBop,a

(bapmaue,amdier/leu jp?‘

YydodelicmeeHHOe sieKapcmeo — 3mo Jsito60oe lekapcmeo, Komopoe
delicmeyem e moYHOCMU Mak, KaK yKa3aHO Ha 3amuKemke.
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CaHkT-IMeTepOyprckun MHCTUTYT chapmauunmn
npeanaraet BeCb KOMMNSIEKC MeponpruATUMA No
dapmpaspaboTke nekapcTBEHHbIX
npenaparos:

Om udeu 0o KoHKpemHo20 NPodyKma
mexHOoJ102UuU U NnoKasaHuu ] |

Upentucdmk KoHTponb NMpoeeneHune OdopmneHue Hapab6oTka
aumsa m KayecTBa NOJIHOro AOKYMeHTauum o6pa3LoB

NPOCIEeXWUB BbIMOJIHAEM KOMMJieKca B COOTBETCTBMMU ANA XUMUKO-
aeMocTb bIX paboTt paboT no c aHanuTu4eck
o0bLeKToB chapmpaspab TpeboBaHUSAMU UX U
uccnenoBa OoTKe U K AOKYMEHTaM  [OKNUHUYECK
HuA OOKITMHNYECK PEerucTpauuoHH ux

UM oro pochbe (B uccriegoBaHu

uccnegoBaHu copmare OTA) u

am JIC

Hawwu nabopatopun ceptuchmumpoBaHbl B
COOTBETCTBUM C TpeboBaHMAMU, NpeabABNSAEeMbIMU K
AeATenbHOCTU No (papmaueBTUYECKOU pa3paboTke

NNeKapCcTBeHHbIX CpeaAcTB.
e Ceptucukar GLP
e Ceptudukar coorsercteua GMP
e Ceptudmkar coorBetctBust FTOCT P UCO 9001-2015




OAPMALEBTUYECKAA PASPABOTKA

NMPEANATAEM PELULEHUA MO ®APMPA3PABOTKE PA3JIMYHbLIX

TBepable:

Tabnetku
cawue
Kancynbl

NIEKAPCTBEHHbIX ®OPM

Msrkue: Xnaokwue:
e Ccynnosutopum e pacTBOpbI
* Masu e pacTBOpbI Ans
*  KpeMbl napeHTepanbHoOro
* renu npUuMeHeHus
e cnpeun

Kannu rnas3Hbie
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CaHkT-lNMeTepOyprckumn MHCTUTYT ddapMaLum MMeeT ONnbIT U He0BXoAUMYIO
MH(pPaCTPYKTYpy ANA NpoBeAeHUs1 pa3paboTKu pasfiMYHbIX NEKapCTBEHHbIX

¢opm

CTABUNIbHOCTb

UccnepoBaHusi cTabunbHOCTM NpoBOAATCH B

COOTBETCTBUM C TPeOGOBaHNAMMU:

¢ PeweHne Coseta E3K N269 o1 10.05.2018 r
«O6 yTBepxaeHUM TpeboBaHUM K
uccrnenoBaHUIO CTabUNBLHOCTHU
rneKkapcTBeHHbIX NpenapaToB 1
c¢hapmaLeBTUUHECKUX CyOCTaHLUNY

o [P XIVODC.1.1.0009.18 «CTabunbHOCTb U
CPOKM FrOOHOCTU JIeKapCTBEHHbIX CPeACTB»

e TOCTP 57129-2016 «N3yueHue
CTabuUnbHOCTU HOBbIX (hapMaLeBTUYECKUX
cyb6CcTaHUMM U NEeKapCTBEHHbIX

npenapaTtoB»

Mpoeogum:

e [ONrocpouHble uccrnenoBaHus
CcTabunbHoOCTH;

e MPOMEeXYTOYHble UccriegoBaHus
cTabunbHOCTH;

e YCKOpEeHHble uccriegoBaHus
CcTabunbHOCTHU

OBOPYOOBAHUE ONA
TECTUPOOBHUA
BecCbl labopaTopHbie;
YCTaHOBKMU NMOMy4YyeHusi BoAbl
OYULLEHHOW;
CyWwUrnbHbIE U
KNnMMaTU4eckue Kamepbl;
xonogusibHble u
MOpPO3uJibHble KamMepbl;
pH-meTpbI;
nuodunbHbIE CYLUUIKK;
TecTep pacnagaemMocTu
TBepAbIX 4O3UPOBAHHbLIX
¢dopm;
neyb MydenbHas;
MWUKPOCKONbI 31IeKTPOHHbLIE;
NlaMUHapHble GOKCbl;
TecTep ANs NPOBEPKN
pacTBoOpeHus;
POTOPHbLIN UCNapUTErb;
nepemelunBaroLwme
YCTPOMWCTBA;
OCMOMETP-KPUOCKOT;
cuTa nabopaTopHble;
TecTep TBepAOCTU TabNeToK;
YCTPOMCTBO pa3pyLueHUusi
CynnosnTopues;
YCTPOMCTBO KOHTPONA
¢oToCTaBUNBLHOCTU U
MeXaHUYeCKNUX BKITHOYEHUM;
TecTep XPYMNKOCTU U
UCTUPAEMOCTU TabNeToK;
B3XX, BOTCX,
cnekTpocoTOoMeTpHhI,
anekTpodopes u gpyroe
aHanuTuyeckoe
obopynoBaHue.
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HAPABOTKA OBPA3LOB Mo

HAPABOTKA OBPA3LIOB MNPEMAPATA B NEPBUYHOW YNAKOBKE ANA: OBOPYOOBAHUE

e noAaTBepxaeHus hapmaLeBTUUECKOWN pa3paboTKu; e Mpecc py4HoOW

o XMMUKO-aHaNUTUYECKUX UccrnenoBaHuUn; rmapaBnuyecKui;

e N3YyYeHUs CTabUNbHOCTY; e Tabner-npecc Erweka;
L]

npoBeneHuUsi 4OKNMHUYECKUX UCCrie40BaHUMN. e npucnocob6rneHuve AnA
obxuma

antoMuHUeBbIX
konna4ykoB MNOK-H;

e npucnocobneHue gnsa
006XMMa KosnmnavkoB
Flip-Off MOK-L;

e o0bGopynoBaHue ansa
3anaviku B cale-
nakeTbil;

e nunodunbHbIE
CYLUUIIKY;

e pYuYHOM Kancynstop
ProFiller 1000;

e nepemelnBalLyme

YCTPOMCTBA;

e  (PUNbTPaALNOHHLIE
CUCTEMBI;

e OnucTepHasi MalWMHa
TOP BLISTER.

CaHkT-lNMeTepOyprckun MHCTUTYT (hapMmauum ocyLlecTBnAeT
MacliTabupoBaHue n TpaHcep TeXHONOrmn Ha
Npou3BOACTBEHHbIE Niowaaku 3akasymka
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