Oco6eHHocTHn MO PAMUAL Bepcun 1.00.442 n Bbiwwe

B MO PAMWO (HaunmHas c Bepcum 1.00.442) peanu3oBaHbl TpeboBaHUS B COOTBETCTBMM C
HOpPMaTMBHbLIMW JOKYMEHTaMMU:

1. TOCT P 8.654-2009 TpeboBaHus k nporpammMHOMY obecrneyeHnto cpeacTs namepeHui
2. MpunoxeHne 11 (cucTteMbl C KOMNBLIOTEPHBIM YNpasneHnem n koHTponem) FOCT P 52249 -2009

3. CBoa ®epgepanbHbIX HOPMATMBHBLIX AKTOB YMNPaBeHNsA Mo KOHTPOSO 3a NPodyKTamun 1 fiekapcTeamu
(CLUA) B wactn 21 pasgena 11 (FDA 21 CFR Part 11)

B cBA3K ¢ 3aTUMm, 06pau.|aeM Bawe BHMMaHue Ha cnepywwme NSAMeHeHuUA:

1. MNporpamma paspellaeT paboTaTb TONbKO aBTOPU3OBaHHbLIM MONb30BaTENsAM, KOTOpble BBOOSAT CBOWA
naporsb Npy BXOAE B NpOrpamMmy.

O e800e nosnb3oeamenel cm. MHecmpykyuro no uHcmannayuu MO PATMNA, a makxe Pykogsodcmeo
nonb3osamens 10O PAINVA

2. MNporpamma PATMA no3BongeT HacTpamBaTh YY4ETHbIE 3anNncuy Nosfb3oBaTens.
Mop y4eTHbIMK 3anncsiMy Nogpa3yMeBaeTCs:

- Wima (normH) nonb3oBaTens, KOTOpbi OToGpaxaeTcsas B OkHe ABToOpM3auusa npu 3anycke
nporpammel PAMNAA,;

- Vims nonb3oBaTtensi, KOTOPbIM MOAMMCLIBAIOTCSA BCE pe3yrbTaTbl M3MEPEHWUN, BbINONHEHHbIE
AaHHbIM nonb3oBaTenem (B ctondue OnepaTop BO BCEX XypHanax);

- Maporb Nonb30BaTens, KOTopbIN HeobxoanmMo BBOAUTL Npw BXoge B nporpammy PATMNA;
- A3blk HTeppenca nporpammel PAMNL npn paboTe B HeW AaHHOro nonb3oBaTtens;
- akTUBauma/6noknpoBKa AOCTyna nonb3oBaTens.

O Hacmpolke ydyemHbix 3anuced cMm. WHcmpykuyuro no uHcmannsauyuu 10 PAMWA, a makxe
Pykosodcmeo nonb3oeamens N0 PATN

3. Mporpamma PAINW[ no3eonsieT HacTpavBaTb cuctemy 6e30MacHOCTM B 3aBUCUMOCTM OT MOMUTUKM
NPeanpUsITUS, UCNONb3YIOLLEro PTYTHbIE aHaNM3aTopkl.

HacTpowvikamu cuctemebl 6e30MacHOCTM ABMASKOTCA:

- CPOK AenCcTBUA Naponen nonb3oBaTenen;

- Bpems 6e3gencTeua nporpamMmmbl 4O NocrneayoLLen ee 6rokKnpoBKu;
- YMCIO CUMBOJIOB B Naporsie nosnb3oBaTens;

- YMCIO NONbITOK BBOAA HENPaBUNLHOMO Napons;

- BKITHOYEHUE/OTKIIOYEHNE KOHTPOMS 3a HEeCaHKUMOHWPOBAHHbIM AOCTYNOM K 0asam AaHHbIX
pe3ynbTaToB N3MepPEHUI (KOHTPOITb 32 BO3MOXHOW (hanbcmdukaumnen pe3ynstaTos).

lModpobHee cm. Pykosodcmeo nonb3osamens 10 PAMV

4. TMporpamma PATMNL aBTOoMatTMyecku BedeT XypHan ayauTta, B KOTOPOM MOXHO OTcneamtb BcCe
OCHOBHblE AENCTBMSA NOMb30BaTenen B nporpamMmme ¢ NpMBSI3KOM No AaTte v BpEMEHM.

lModpobHee cm. Pykogodcmeo nonb3osamens 10 PAMV

5. Bce pesynbTaTbl U3MEpPEHUIA NepcoHanmManpoBaHbl. Bo Bcex xypHanax gobaeneH ctonbeuy, Onepartop,
B KOTOPOM aBTOMAaTMYECKU COXPaAHAETCS MMS onepartopa, KOTOPbIA OCYLLECTBUIT BXOA4 B MporpaMmmy u
coxpaHun aaHHble B XypHane. ModpobHee cm. Pykoeodcmeo rions3oeamens 10 PATMNL

6. B reHepupyemMbIX NPOTOKOMaX MOXHO aBTOMaTtuU4eCKn OCYLLECTBIIATb BbiIBOOA UMEHWU onepaTtopa, Kak
NpOBOAMBLLENO W3MEPEHWsi, Tak M WUMSI onepatopa nevartawowero npoTtokon. [1odpobHee cm.
Pykoeodcmeo nonb3oeamerns 10 PAMNI



