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AHTErIPA:
OAPMAKOHAA3OP ONA
1IC:AOKYMEHTOOBOPOT 8

aBTOMaTU3auma o6paboTKM OaHHbIX O HeXXenaTeNbHbIX
ABTIEHNAX, MOABUBLUMXCA B pe3y/bTaTe NpUMeHeHnd
JIeKapCTBEHHbIX CPeaCcTB, C NMOMOLLbIO CMPaBOYHUKA
MedDRA v npegocTtaBneHne nHopmaumm B
perynaTopHble opraHbl B Me4aTHOM UM 31EKTPOHHOM BUae
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O PELUEHUM gr%neggra

PeweHwne «AHTerpa: ®apmakoHaasop ana 1C:[JoKkyMeHTO060poT 8» aBdeTca pacluMpeHnem
dYyHKLMOHaNa nporpaMmmMHoro npoaykra «1C:JJoKyMeHTO060poT 8» U NpeaHa3sHa4vyeHo ang

aBTOMaTl/I3l/IpOBaHHOl7I O6pa6OTKVI OaHHbIX O HeXXeJ1aTeJIbHbIX dBJTEHUNAX, MOABUBLLUNXCH B Fospity
Ph: ,

pe3ynbraTte NPUMEHeHWsA NeKapCTBEHHbIX CPEACTB, C MOMOLLIbIO CcripaBoYHMKa MedDRA u g:?s:e"""st
‘entist

npenocCrtaBJiIieHUNH VIHCI)OpMaLI,l/Il/I B peryJidTopHble OpraHbl B Ne4atHoOM 1 aJ7IEKTPOHHOM BUE. gﬁfé@g

Emergency

@ COBMEeCTUMO] «AHTerpa: ®apmakoHaasop ang 1C:.okyMeHToob0opoT 8»
CMCTEeMa NPorpamm ceptTndmnumnpoBaHa pupmom «1C» Ha «CoBMeCTUMO!
1C:NPEANPUATUE CucteMa nporpamm 1C:INpeonpuatme.

CepTrguKaT AB/19€TCA OPULIMATIbHbBIM MOATBEPXKAEHMEM TOro, YTO rPorpPaMma rpoLLsa B «1C» TiaTe/1bHoe
TECTUPOBAHMNE Ha KOPPEKTHOCTH COBMECTHOM paboThl 1 yAO0OCTBO rMouMeHeHMUA ¢ «1C:TToenrnpuaries.

«AHTerpa: ®apmMakoHaasop anga 1C:okyMeHToob0opoT 8»
BK/ItOUEHA B EOAMHbBIN peecTp POCCUNCKUMX MPOrpaMm
ONA 2NTEKTPOHHbIX BblYNCAUTENbHbBIX MaLLMH 1 6a3
OaHHbIX Mo Nprkaly MmMHKoMcBA3n PO.
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OYHKLUMUOHAJIbHBIE BO3MOXXHOCTMU antegra

EOVHBIN KaTanor ¢ U3BELWEHUAMM O HEXXelaTe TbHOM
peaKunn,

Cnuncok NeKapCTBEHHbLIX CPencCTB, NnperaparTtos,

BO3MOYHOCTM BBOAA U XpaHEeHUA OJaHHbIX O NaLueHTe,
pernopTepe, peakuuu;

BBoa OaHHbIX MO 6epeMeH HOCTWU, poaonNTENAX,
HOBOPOXOEHHOM,

[lononHeHue n aHHYJTMPOBaHWME CJ1yHaeB,
YCTaHOBKa MOf1b30BaTENbCKMX CTaTyCOB JOKYMEHTOB;

CDOle/IpOBaHl/Ie KITMHNYEeCKMX Criy4daeB Mo
HeXXe/aTes/ibHbIM peaKUMAM,
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11.

consulting

ABTOMaTU4Yeckoe GopMUnpoBaHME MeYaTHbIX POPM:
« @dopMa oT4eTa 0 bepeMEeHHOCTH;

«  ®opmMa wabnoHa CIOMS (Ha pyCCKOM M aHTNTUMMNCKOM
a3blKax);

« @dopMa oTyeTa Mo bepeMeHHOCTU.

CTaTUCTnyeckad OoT4ETHOCTb MO HeXXenaTerbHbIM
peaKumndam,

CoxpaHeHMe GopM OTYETOB B Pa3MYHbIX popMaTax
(Excel, Word, XML n PDF);

XXypHan permcrpaunm 0emcTBmMm B nporpamMmme
(Audit Trail);

Mounck oybnewn;

NHuTerpauma c MedDRA,
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MpoBepka g obecneveHna cooTBeTCcTBUA E2B;

ABToMaTmyeckoe popMmpoBaHme E2B R3 XML
(3KCMopPT AaHHbIX);

MMMopT AaHHbIX B dopmaTe E2B R3 XML,
Bbirpyska gaHHbix B ANC Poc3gpaBHaa3op;
PaboTa ¢ curHanamu;

PaboTa C KIMMHUYECKMMU nccrieoBaHMAMMN,
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XpaHeHne MCTOYHMKOB N3BELLEHWNI O
HeyenaTeNbHbIX PpeaKLMax U pe3ynbTaToB
MOHUTOPUHIa NINTEPaTypPbI;

XpaHeHne MacTep-dannos,;

XpaHeHMe nepmnoam4ecKmMx OTY4ETOB.
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CIFNEYNEEN

OBLUWME BOSMOXHOCTHU

MHOrononb3oBaTENbCKMIM OOCTYM;

[Joctyn yepes NHTepHeT-6pay3ep;
3anycK cucTeMbl 3a 1 Hegento;
BO3MOYXHOCTb KAQCTOMU3NPOBATb CUCTEMY;,

BO3MOYXHOCTb MHTErpayunm c pasnnmyHbiIMM CUCTEMAMU,
BK/1tOYaa Mcnonb3oBaHma AP,

[MbKoe ynpaBneHue npaBaMm gocTyna K AaHHbIM;

XpaHeHune 1 npukpenneHme Gamnos,;

Pa3paboTka cOBCTBEHHbIX LLAOBMOHOB OOKYMEHTOB;
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PaboTa c KaneHgapamu;
OrnoBellgeHWe Mo 3MEKTPOHHOW MoYTe U CMC;

HacTpolka NpoL,eccoB, BKoYaa cornacoBaHmg,
MHPOPMUPOBAHUS, YTBEPIKOEHUS;

PaboTa ¢ 3a40aHMAaMM, MOCTaHOBKA HA KOHTPOJIb;
DKCMopT gaHHbIX B Excel, Word, PDF;

PaboTa c BepcuamMum ¢annoB 1 CpaBHEHME BepCUi,
DopMUMpPOBaHME Pa3IMUYHbIX ANarpamm;

Ncnonb3oBaHme DL
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(<] Crpasousik TepuiHos MedDRA S B cnpaBoyHMKe MedDRA npeacTtaBfieH MoAHbIN CIOBapb
—— MeOMLUMHCKOW TEPMUHOMOMMKM C MEPAPXMEN MO YPOBHAM:

Bapeus® 25 + | Asek: |Russian - @

50C V| HLGT: (¥ HLT: @ PT: @ LT

S * CUCTEMHO-OpPraHHble knacchl System Organ Class (SOC)
Haiiru, TOWHOTa Monck

uren [prw [n[w s * rpynrnoBble TEPMUHbI BepXHero ypoBHs High Level
® 10027975 VTpEHHAR TOLIHOTA B peNEHHbX G rou p Term (H LGT)

e PT 10027975 VTPeHHAR TOWHOTa BepeneHHLix

S HLT 10028817 CUMNTOMBI B BU/E TOLUHOTLI W PBOTI

R —— * TepMWHbl BepxHero yposHsa High Level Term (HLT)
10017947 KenyA0UHO-KULIEHHIE HAPYLUEHNHA v 10036585 BepeMEHHOCTE, NOCNEPOAOBKIR NEPHOA
S HLT 10026909 Ocno¥HeHUA DEpEMEHHOCTH v MaTep H.. ° I_I peﬂ'nhoMTean ble Tele/I H bl preferred Term (pT)
10026908 QCnoKHeHIA BEpeMeHHOCTH Y MaTeph
10036585 BepeMEHHOCTE, NOCNEPOAELIIT Nepios v 10036585 BEpeMEHHOCTE, NOCNEBPOA0BLIIi NepHoz
*  TEepPMWUHbI HUXKHero ypoBHA Lowest Level Term (LLT)
Euge -
T ECcTb BO3MOXXHOCTb Bbl6Opa BepCcMM cnoBaps, BbiIbopa A3blka
10017947 10018012 10028817 10027975 10027975 250

2
e [ P [ —— N NpeaycMOTPEH HEYETKMM NMOUCK TEPMUMHOB.

3anucare u sakpeie | | 3ammcars Saperncrpuposare | | Ompasims Coapars wa ochoann ~ | | & Mevars = Eue ~

OBaop/Oveniew | Pekeuzutel/Requisites | Masewyenue o HP | Suspect adverse reaction report | Otuet o GepemenHocTn | Pregnancy Report | Peaonwouun | CeR3n

Cregenun o ii peaynn * | 11 cpepcraa | MedDRA | Conyrcrayiouyue sabonesanun | Awannes naysenta | fuwamuka ceeaenmii o HP | Wcrossukn (penoprep, nureparypa)

WMHthopmayua naumenTa AHamHes nauuenTa

AHnLrH - TowHoTa, peoTa

P "
VCTaHoBHTL BHAMMOCTs konokok: LT [V PT- (¥ HLT HLGT soc: (v

[ofiasums + ¥ < || Eue -

Y p—— ur PT soc — Hecrpyiry OB Aaie Kouwenapa BO3MOYXXHOCTb KOOMU POBaHNA aHaMHe3a NaunMeHTOB —
Bepcua MedDRA k (LLT) b (PT) b (50C) Peaynirar cpagHerie | HibkHiii AManazoH Hopusl [LlononHutensHas uHpopMaLKA ).I.(an O 6 bl I_I a I_I| M e H Ta B BoﬂqTCq B 6a 3y C M C rl On b3o Ba H M e M

OcHoeHoit SOC Name (LLT) Name (PT) Name (SOC) Peaynerar aHaueHne BepxHuii A1anaaoH HopMEl d
cnoBapsd MedDRA 1 kognpoBaHMEM 3TUX CUMIMTOMOB.
MoaoBpare MedDRA EAWHILA namepeun
1 10028813 10028813 10017347 Anansran: TowHoTa
25,00 Towwora Tourora KenyaouHo-amuesHLE
v Nausea Nausea Gastrointestinal
disorders
MedDRA
2 10047700 10047700 10017947 Avansrin: peoTa
2500 Psora Peora KenyAouHs-KaEHbE _
v Vomiting Vomiting Gaslrointestinal
disorders




OYHKUMNOHAJIbHbIE BOSMOXXHOCTU

3anucark W 3aKpEITE 3anncate 3aperucTpupoBaTe OtnpaenTe. Coanate Ha GCHOBaHUN ~ & Mevars ~ Ewe ~
Obaop/Overiew | Pexsuaws/Requisites | Masewierne o HP | Suspect adverse reaction report | Otuer o Preg Report | P Casnain
Caenenus o ii peakymn * | Mexap cpeactea | MedDRA | Conyrcreyrowue safonesania | Adamnes naywenta | Ounamuka cseaeniii o HP | McTousmku (penoprep, nureparypa)
ConyTcteyrowyne 3aboneeaHna
Lobasime +|® % || Ewe -~
N Aata Havana Bepcna MedDRA LLT PT HLT HLGT S0C
[Aata OKoHYaHWA OcHoeHon SOC t (LLT) t (PT) t (HLT) t (HLGT) Hanmexosanne (SOC)
Mposonxaetca Mopobpats MedDRA Name (LLT) Name (PT) Name (HLT) Name (HLGT) Name (SOC)
1 01.01.2022 25,00 10012545 10047532 10080708 10047518 10015919
31.01.2022 v E ocr . O oct. F apeHms u cnen Hapywermn apenns HapyLuetna co cTopoHs! opr
MedDRA Deterioration of VA temporarily  Visual acuity reduced transi_ Visual impairment and blind . Vision disorders Eve disorders
2 01.02.2022 25,00 10012945 10047532 10080708 10047518 10015919
26022022 v E ocr . O oct t apeHms v cnen Hapywekms apenus HapyLuerna co cTopoHs! opr
Na MedDRA Deterioration of VA temporarily  Visual acuity reduced transi . Visual impairment and blind . Vision disorders Evye disorders
+ 3arpyaka MedDRA i ox
Ewe ~
®aiing MedDRA: |D-\MedDRA_25_0_Russian\ 3aN0NHATE TEpMHHLI 3anonHuTL cnpaBouHIK
3arpyska 100%
BeinonHexo
Bepcun 250 TMokanuaupa: [Russian
CUCTEMHO-OPTaHHEIE KNECCE | [DYNNOBLIS TEPMUHE] BEDXHETD YDOBHA | TEPMUHE BEPXHEr YDOBHA | [PEANOUTUTENEHEIE TEPMHHEI | TEpMUHEL HUKHETD YPOBHA | VlepapxiiA
[NofiagnTs +|$ x| | Euwe -
N CepwiHbIfi KOA ANA MexayHa Koa cuctemHo opraHHoro knacca | CHCTEMHO-OpraHHelil knacc CokpalueHne CHCTEMHO-0PraHHOro Knacca
1 3 10005329 HapyLLIgHWA CO CTOPOHE! KPOBY W NMM(ATIYECKOR CHCTEMbI Blood
2 11 10007541 HapyuweHin co cTapaHsl cepala Card
3 21 10010331 E i W Cong
1 10 10013993 HapyUWeHIR co CTOpaHE! GpPraxa cryxa W nabupuHTa Ear
5 5 10014698 SHAOKDHHHBIE HapyLIEHNA Enda
6 9 10015919 HapyLLEHUR €O CTOPOHE! OPrana 3peHils Eye
7 14 10017947 IKENy04HO-KHLLIEHHbIE HAPYLLSHNR Gastr
8 22 10018065 OBLiyyte HaPYLLIHIA W PEAKLH B MECTE BEEAEHIA Genrl
9 15 10019805 HapyLWeHIA CO CTOPOHE! MBYBHN W HEN4EBLIEOAALIX MyTeil Hepat
10 4 10021428 HapyLUEHUA €O CTOPOHE! UMMYHHOI CUCTEMbI Immun

€
antegra

consulting

KoampoBaHMe comnyTCTBYOLLMX 3a6o1eBaHni.

Npn HAaNNMYMKM y NaLLMeHTa KaKMX-TO COMYTCTBYOLLMX
6one3Hen OHM TOXKe BBOOATCA B 6a3y N KOONPYHKOTCA Mo
MedDRA.

CnpaBo4yHuK MedDRA peryndapHo obHoBnaeTcs -
npenycMoTpeHa 3arpy3ka HOBbIX BEpCcUin B 6a3y.
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BAPUAHTDbI MOCTABKM antegra

consulting

1. [Joctyn yepes VMIHTEpPHET C NMOMECAYHOWM OMJIaToM

* Bxopg uepes nobomn 6paysep
+  Texnopgep>kka GUpMbl «1C»
» Pecypcbl Mail.ru pacrnonoxeHbl B PO

2. Pas3BepTbiBaHME CUCTEMbI Ha pecypcax KoMMaHMK (pa3oBag oraTta + rogosBad NoaaepP»Kka)

«  ®annoBaga Bepcuda
*  KnumeHT-cepBepHada (MS SQL Server, PostgreSQL)
« MS Windows, Linux
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Antegra consulting — koHcanTuHrosasa IT-koMNaHMA, Pa3pPabOTUMK OTPACIEBbIX PeLleHUr Ha Base
«1C:lNpennpudaTtuve 8».

Mbl pa3pabaTbiBaeM COOCTBEHHbIE YYETHbIE U YIpaBleHYeckme pelleHma Ha base
«IC:MpennpuaTtme 8», KOTopble YYUTbIBAKOT OTPACNEBYIO CrielMdnKy aBTOMaTU3UPYEMbIX
opraHusaumnii. Takyke Mbl MPOBOAUM O0PabOTKY COBCTBEHHbIX M TUMOBbLIX PeLUeHUI Nod, HY>XA bl
KOMMaHWM, OKasbliBaeM MOJSTHbIM KOMMIEKC YCNyr Mo NogaepyXKe U pa3BUTUIO MPorpamm, NepeHocy
OAHHbIX U3 3aMeHAEeMbIX CUCTEM, MHTErpaLumn ¢ APYrMMy CUCTEMaMIM U OByUEeHUIO Nosb3oBaTenen.

®
TI(L Hawa KoMnaHuma aBngeTca naptHepoM dprpMmbl «1C» ¢ 2000 roga

1C: PPAHYANSUHT

3a 22 roaa Haweun pa6oTbl 6onee 100 U3BECTHbIX KOMMaHUMA, NTUAEPOB CBOEM OTpachu,
AOBEepUNM HaM aBTOMaTU3aLMIO cBoero 6usHeca!



NMNOYEMY BbIBUPAIOT HAC?
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22 roga onbiTa aBTOMaTM3aLIMKM OpraHMU3aLUmii pasfMYHoOro MacLuTaba

OTpacneBble pelleHusa pa3paboTaHbl C y4eTOM cneundukin 0eaTenbHOCTM KOMMaHMM

Ham poBepseT KpyrnHbii 6usHec

BHeopeHme 1 noggep»XKy NMporpaMMHbIX MPOOYyKTOB HaM OOBEP U BCEMUPHO N3BECTHbIE
KoMnaHum DHL Logistics, KOHMKpeguT JTn3unHr, Novartis, Linklaters, Enel, OTIN BaHk 1 MHOrme
apyrue, Yb Ha3BaHUSA Mbl HE MOXeM MybBNMMKOBaTb B CBA3UM C MONMTUKOM AaHHbIX OpraHun3aumm

HaueneHbl Ha 0ONrocpoYHoe COTPYOHUYECTBO

Mbl LEHNM HALUMX KITMEHTOB M CO MHOTMMMW COTPYOHMYAEM Ha MPOTAXKEHMU MHOTMX NeT. Tak,
HampKMMep, Halle NapTHepPCTBO ¢ KoMMaHmen DHL HaumnHaeTca ¢ 2002 roga, a ¢ Unicredit Leasing —

c 2003 roaa.
OonTtmnmManbHoe peLlieHne Ballunx 3agady

Bnarogapa 6onblLOMY OMbITY Pa3paboTKM 1M BHEAPEHUS NPOrpaMMHOro obecrnedyeHms, Mbl
npenocTaBngdeM KadeCTBeHHble KOHCY/bTalMKM yyKe C CaMOro HadalbHOro aTarna coTpyaHu4ecTsa —
BblOOpPa NporpaMmnbl

Pa6oTtaeM no Bcen Poccuu

Cpeamn HalMX MOCTOAHHbIX KNTMEHTOB KOMMaHMKM 3 MockBbl, CaHKT-INeTepbypra, OMcka, bpaTcka,
CraBponong, KOxkHo-CaxannHcka, YenabuHcka 1 opyrmux permoHoB Poccum
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CBAXUTECb C HAMMU

019 nonydyeHus 6ecnnaTtHOM KOHCYNbTALMM MO MOKYMKe,
BHELPEHUIO M MoOAePXKe MporpaMMbl «KAHTeErpa:
®apmakoHaasop ana 1C;.okyMeHTOobopOoT 8» A BalLewn
opraHmsaumnm

;ﬁ MockBa, np-a Xnebosasoackum, 7/10
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<> antegra.ru antegra

, consulting
< info@antegra.ru

QD) +7 (495) 230-20-02



https://antegra.ru/
mailto:info@antegra.ru

