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Hawwu ycnyru:

1l Perucrpauuﬂ JIEKAPCTBEHHbIX npenaparon

MoaroTtoska nakerta AOKYMEHTOB Ha pervcTpauyumo no CDe,qepaanomy 3aKoHy Ne61-d3 y B
pamkax EASC

lMpoBepka koMnnekTHOCTY PerucTpaumnonHoro gocee.

Mopgayva perucTpauymnorHHoro gocke B M3 Po.

PaspaboTka HOPMaTnBHOW fokyMeHTaLuMn Ha NekapcTBeHHoe cpeacTso.

Pa3pa6oTtka VHCTPYKLUWK NO NpuMeHeHuo npenapara.

PaspaboTka makeTos ynakoBoK.

CocTaBnenve nnana ynpaenenus puckamu gns Buonpenaparos.

Banugauus METOAVK Ka4eCTBEHHOrO aHanuaa npenapara.

PerucTpayus hapmaveBTuYeckmx cyberaHuumin,

2. [OoknuHuyeckue uccnenoBaHus

Ayaut nabopatopuu.
MoproToka naboparopum k ayavTam cenepanbHbix opraHos.

PaspaboTka nnana u An3aiiHa uccnenosaHus (ans BOCMNpoun3BeaeHHbIX nny OPUrMHabHbIX
npenaparos).

YnpasneHnue pa6oToii ncenepoBaTenbckoro U€HTpa B pamkax npoekTa.

KoHTponb kayecTsa AOKyMeHTauun.

CocraBneHue Hay4HbIX oTYeTOoB.

3 Knuuunyeckue uccnenoBaHus

Uccnegosanue | dasbl.
Wccneposatue || dasbl.

Wceneposanue I dasbl.

Wceneposanme [V dasbl (ﬁOCTperMCTpaLl,VIOHHbIe nccnenosaHus).
WNcenenosaHus MEONLIMHCKNX nanenuii.

Viccnenosanus Ha ocoBo YASBUMBIX rpynnax HaceneHus.

Wccnenosanme BuoakemBaneHTHoCTY FEHEpUYecKnx nekapcTBeHHbIx cpeacts
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4. Ceptudmkaums no Hopmam GMP

«  dopMUpOBaHME NaKeTa AOKYMEHTOB, BanuaaLus v opraHusaumns Heobxo4umbix Popm.

o [opava 3asBneHus, HeobXxoAUMbIX AOKYMEHTOB 1 hopm B MuHnpomTopr P®.

« Bsaumopeiictue ¢ akcneptamu MuHnpomTopra P® B cnyyae 3amedaHuni.

e YcTpaHeHue 3amevaHui 1 nogava AononHUTENbHbIX MaTepuanos.

« CornacoBaHvie aaTtbl UHcnekuuu, B3anmogeincTaue ¢ uicnektopamu ®BY MIC n HIN PO.

e Bzaumopencteue ¢ ®BY MIIC n HIMN P® B cnyyae 3amevaHnii no pesynbratam UHCNeKumn
WHOCTPaHHOro NPoOV3BOAUTENS.

e [Monyyenue CepTtucukata GMP.

ol YnpaBneHue AaHHbIMMU KNMHUYeCKUX uccnegosaHun (Data Management)

o PaspaboTka naketa AOKYMEHTOB ANS KIMUHUYECKNX NCCMNEA0BAHNIA.

o PaspaboTka nnaHa ynpasneHusa daHHbIMK.

o Paspabotka 6GymaxHow unu anektpoHHown sepcumn NPK (CRF).

e KOHTpONb CBOEBPEMEHHOCTY NPEAOCTABNEHNA AAHHbIX, Banniaunsa AaHHbIX.

o MeHemaKMEHT U MOHUTOPUHT NpoLecca nccnegoBaHus.

o KOHTpOnb CBOEBPEMEHHOCTN NPEAOCTABNEHUSA AaHHbIX, OLEHKa UX NOSHOTHI U NIOTNYECKOoN
CBSA3HOCTMW.

o Co3pnaHune aneKkTpoHHo 6a3sbl faHHbIX.

o CospaHve, Banvaauns v Nogaepxkka anekTpoHHon 6asbl AaHHbIX.

e« CocTaBneHue oT4eTOB.

6. Pernctpauus BA

e AHanua npeacTtasBrneHHbIX JOKYMEHTOB.

o [logroTtoska gokymeHToB cornacHo TP TC (aeknapauvu, nucbma, nposepka NHrpeaneHTHoOro
cocTaBa u T.4.)

« [poBeaeHne NabopaTopHbIX UCCEe0BaHNN,
— Ha onpepgenexHne NoaMHHOCTW, MUKPOBMOMOrMK, TOKCUKONOrMK, NECTULIMAOB,
— pagunornorus.

e Hanucanue 3aknioveHnsa Ha NoATBEPXKAEHME «CTaTyca NULLIEBOrO NPUMEHEHNSA» BCEro
WHrpeAMEeHTHOro cocTasa.

e [lomoulb B paspabotke TY, TU.

e [onyyeHue SkcnepTHOro 3akn4eHns.

o [Mopava AOKYMEHTOB C 3aknodeHnem akcnepTos B PocnoTtpebHaasop.

e [ony4yeHue CBuaeTenbcTBa 0 rocyapCTBEHHON PErncTpauun.

T Perucrtpauumsi napdroMepHO-KOCMETUYECKOW NpoayKUum

8. Perucrpaums cneumanuMpoBaHHbIX NULEBbLIX NPOAYKTOB

9. OobpoBonibHasa cepTudmKaLms.

10. Peructpaums MeaMUMHCKUX U3OeNun, MeOUUMHCKOW TEeXHUKU U MeauUUHCKOro

0bopyaoBaHUSA.




