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«OMNTUMYC» = 3Ha4UT «JTYYLLU W N»

omnaHmsa OO0 «Jlekc®APMA» OCHOBaHa B 2010 rogy. B 2016-M HOBbIM aMBULIMO3HbINM NPOEKT KOMMa-

HUWN — CUCTEMA 3/IEKTPOHHOM AoKyMeHTaumm (CO/1) dapmaueBTUHECKON CUCTEMbI KayecTBa «OnTu-

Myc-OAPMAM», 6bi/1 Npe3eHTOBaH Ha 18-0M MeXAYHApOAHOM BbICTaBKE TEXHO/I0rMM papmMaLeBTn4ec-
Ko nHayctpum “PHARMTECH&INGREDIENTS 2016".
O npoekTe HaM pacckasana reHepasibHbi AupeKTop KomMnaHum JlekcAPMA Onecsi 3apodmnHCKas.

- Onecs, pacckaxkume o mom, Kak npuwaa
udesi paspabomku «Onmumyca»? Baw npoekm
MOXXHO HA38amb cmapmanom?

— «OnTUMyc-OAPMA» nossuinca B pe-
3y/abTaTe CMHTe3a 3HaHWM 1 NPaKTUYeCKoro
OnbiTa COTPYAHMKOB KOMMNaHUKM B 061aCTU
TpeboBaHu GMP.

MpenHble BAOXHOBUTENM npoekTa -
MpuHa Ocmonosckas n Muxann Emenns-
HoB; Ceprev IPULLNH 1 ero KoMaHaa — Npo-
rPaMMMUCTbI, BOMIOLLAIOLLME NAEN BAOXHO-
BMTenen B paboyme peLleHums.

Y Knaccmyeckmx ctapTan-npoekToB ecTb
OfHa XxapakTepHas 4epTa — OHWN UMEIOT YHU-
KaJIbHY0 (OPUTMHANBHYIO, SKCKJTIO3UBHYIO)
naeto. Tak Kak Hawa uaes OpurnHaibHa,
HaBepHoe, Hal MpOoeKT MOXHO Ha3BaTb
cTaptanoM. Hag peanusaumen «ONTumyc-
OAPMA» Mbl paboTaem ¢ 2015 roga.

Hawa komaHpga chopmmpoBanacb wu3
npodeccnoHanoB-eAMHOMLbILLIEHHNKOB,
KOTOpble B pa3Hoe Bpems pabotanu B pas-
JINYHLIX OoTpacnsx ¢dapmMaLeBTUYeckoro
PbIHKA — 3TO W perynsTopHble OpraHbl, u
dapmaueBTnyeckme npousBoacTBa. CuH-
Te3 onbiTa CTApLUEro NOKOJIeHNs U TBOpYeC-
KOro MoTeHuMasa MoOSOAbIX COTPYAHUKOB
[an cBow pesynbTaTbl. Kak-To, paccyxaas
0 $apMNPOMbILLIEHHOCTU, NOAXOAAX NPO-
nssogutenen K tpeboeaHusm GMP n o
GMP B Le/IOM, Mbl NPULLAN K MAee cHacT-
nvBoro byayuiero Ans Bcex NpeanpusTUn.
— Kak 661710 661 XOpOLLO, — PACCY>KAASIU Mbl,
— ecn 6bl B MOMOLWbL NPeanpusaTUsSM nos-
BWICS HEKMN MHCTPYMEHT, NO3BONSIOL NN
BbICTPOUTL papMaLEeBTUYECKYIO CUCTEMY
KayecTBa (PCK), Tak Kak 3TO ABAsSETCS OC-
HOBHbIM TpeboBaHmem Mpasua GMP. NHc-
TPYMEHT, MO3BONSOLLMI YT OT 6O/BLLOTO
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ob6bema BYMaXKHbLIX JOKYMEHTOB U CHU3UTb
BAMSIHME YenoBeyeckoro ¢pakTopa B pabo-
Te. POAMBLUMNICS B pe3y/brate Hal «OnTu-
MYC» U CTaJ1 TAaKUM MHCTPYMEHTOM.

- Pacckaxxume, 6 4em cymb cucmemsl «On-
mumyc-®APMA» - «)Kueasi dokymeHmauusin?

— poLeccHbIN NoAX0A K MOCTPOEHUIO
cMcTeM KavecTBa MCTOPUYECKM B Poccmm
pasBWUT Ny4ylle, 4yeM Ha 3anage, B CuUay
TOro, YTo HaWW GapmMnpeanpuUaTUs BHEA-
psnn y ceba cuctemy MCO 3agonro Ao
Toro, kak GMP npu3Hanu He0bxoAMMOCTb
npoueccHoro noaxoga. «Ontumyc-®AP-
MA» sBnsietcs paspaboTaHHOM npoLec-
cHor mopenbto ®CK, MONHOCTbLIO B COOT-
BETCTBMW CO CTPYyKTypon GMP, MOHSATHO
BM3yaNM3MPOBAHHOW, MNPO3payHON ANs
BbICLLEro pyKOBOACTBA, AOCTYMHOM NOMb-
3oBatenam v ynobHow ans npeacrasne-
HUS CUCTeMbl KavecTBa nNpeanpuaTus
BHEWHWUM NapTHEPAM W peryiasTopHbIM
opraHam npwu npoeepkax. KoHuenuus
npu paspaboTke 6bi1a TAKOBOM, YTO «On-
TUMyC» ByaeT roTOBbIM pelleHneM, KoTo-
poe He TpebyeT NpuBeYeHMs 3aKa3vmKa
ans pas3paboTku, MpuM 3TOM BbICTPOEH-
HbIM MHAVBUAYANBbHO MOA KaX40e npej-
npusaTue, byab OHO HOBbLIM WK yXe pa-
6oTaroLWmMM, C HaKOMAeHHOW ByMaXkHOM
CUCTEMOW, KOTOPas 3a4acTytlo AocTuraer
ThICSY Pa3INYHbIX JOKYMEHTOB, HAHKOB,
3anucen n T.4. OCOBEHHOCTb CUCTEMDI
WK1Baa AOKyMeHTaLMs» TaKOBa, YTO A0-
KYMEHT «KWBET» B HEW, T.e. ero He Hajo
pacrneyaTbiBaTh M MATU K KONJEram B CO-
cefHWN KabWHeT ANS CornacoBaHusa n yT-
BEpPXAeHUs. B oTanyme oT MHOMMX CUCTEM
Haww «ONTUMYC» He ABNSETCS MPUBLIYHBIM
dannoxpaHnnLLeM.

- Vimeromcs au aHanozu - KOHKYpeHmbl Ha
PbIHKe 8 Hacmosiuiee 8peMms, U ecAl OHU ecmb, Mo
Kakoebl 8aliu KOHKYpeHMHble npeumyL,ecmsa?

— MonHoro aHanora «OnNTumyca» Tou-
HO HeT. ECTb Mporpammbl OT M3BECTHbIX
npou3BoaMTeNen NporpaMMHoro obecne-
4yeHWs, KOTOpble MbITAOTCS peanu3oBaThb
HekoTopble TpeboBaHwsi GMP: oauH-ABa
npouecca. Ho cyTb BLICTPOEHHOW CuUCTe-
Mbl Kak pa3 B TOM, 4TO6bl BCe MpOLEeCCh
6bIM OXBaYeHbl, CBS3aHbI, MPO3payvHbl U
KOHTpONMpyeMbl. «OnTumMyc-®APMA» cro-
cobeH obecneynTb 4OKYMEHTOOBOPOT Ang
Bcex npoueccoB ®CK (Npon3BOACTBO, N0-
rMCTUKA, MepcoHan, KOHTPOMb KayecTsa,
ynpasjeHne Ka4yecTBOM), a 3TO MO3BONSET
n3bexarb HeobxoaMMoCTH paboTaTb O4HO-
BPEMEHHO B HECKO/IbKMX MPOrpaMmmax.

OCHOBHOE  MpeMMyLLecTBO  «ONTUMY-
ca» B TOM, YTO cucTeMy paspabaTbiBanv He
IT-cneumanncTbl, KoTopble MoOryT pabotaTb
B pasHbix cpepax, a Noan, KOTopble 3HAKT
M3HYTPW MpOLLecC NPOM3BOACTBA J1EKAPCTB,
TpeboBaHns GMP 1 perynsTopHbIX OpraHoB
K npeanpuaTusam. Moaxon: «CkaxuTe Hawm,
4TO BaM HaZ10, a Mbl Yepes roA-Tpu NpeaocTa-
BWM BaLLl MHAMBWAYANbHBLIV MPOAYKT» Tpeby-
€T OT 3aKkas4ymka TpaTbl paboyero BpeMeHu
K/IFOYEBOrO MEepCoHana, W Aaneko He Bceraa
NpUBOAMT K yAa4HOMY PuHany. Cneumannc-
Tbl HaLLler KOMMaHWW BNAAEIOT 3HAHUAMW 1
OMbITOM B PUCK-MEHe)KMeHTe 1 BannaaLmm
KOMMbOTEPU3NPOBAHHBLIX CUCTEM B MOJTHOM
06bEMe TpeboBaHUM GMP. DyHKUMOHANbHbIE
BO3MOXHOCTM «ONTUMYCa» — HaLLA FOpPAOCTb.

- Bbl conposoxkdaeme eHedpeHue «Onmu-
myca» Ha npednpusimuu?

— Mol CONPOBOXAAEM  KOMMAHWMIO-3a-
Ka34ymMka Ha BCEM MPOTSHKEHMM MpoekTa: OT
pa3paboTku npoteccHor mogenn ®CK u py-
KOBOACTBA MO KayecTBy, Mepefayn nakera
CTaHAAPTHLIX MpoLeayp Mo cucteMe AOoKy-
MeHTaumu u ynpaeneHnto KC, nposefeHus
0byyeHus, 1O BaAMAALMM HALLero NpoayKTa.

- Kak 803HUKAO HaseaHue - «Onmumyc-
DAPMA»?

— «Optimus» B nepeBoge C NaTbiHU —
«lydwny. Mbl cymTaem, 4to Hawa C3[
«OnTuMyc-OAPMA» cenyac sIBNSIeTCS 0fA-
HOW M3 CaMblX COBPEMEHHbLIX MporpaMm B
obnactm pokymeHToobopota GMP, obec-
neynBatoLL X NOIHOE COOTBETCTBME MO Lie-
NIOCTHOCTM AAHHbIX, M 061a4aeT OrPOMHbIM
3KCMOPTHbLIM MOTEHLLMAIOM.

EneHa AnekcaHoposa
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means «THE BEST»

he company LLC LexPHARMA was founded in 2010. In 2016, the

company’s new ambitious project — the electronic documentation

system (SED) of the pharmaceutical quality system Optimus-

PHARMA was presented at the 18th International Pharmaceutical
Industry Technology Exhibition PHARMTECH & INGREDIENTS 2016.
Olesya Zarachinskaya, General Director of the company LexPHARMA,

told us about the project.

- Mrs Zarachinskaya, tell us about the idea of
developing Optimus? Is your project a startup?

- Optimus-PHARMA appeared as a re-
sult of the synthesis of knowledge and
practical experience of the company’s em-
ployees in the field of CMP requirements.

The ideological inspirers of the project
- Irina Osmolovskaya and Mikhail Eme-
lyanov; Sergey CGrishin and his team are
programmers, they realized the ideas of
inspirers in working solution.

Classic startup projects have one fea-
ture: they have a unique (original, exclu-
sive)idea. Since our idea is original, prob-
ably our project can be called a startup. We
have been working over the implementa-
tion of Optimus-PHARMA since 2015.

Our team consists of like-minded pro-
fessionals who have worked at various
times in various branches of the pharma-
ceutical market - both administrative and
production. Synthesis of the experience of
the older generation and the creative po-
tential of young employees gave results.
Somehow, arguing about the pharmaceu-
tical industry, manufacturers’ approach-
es to CMP guidelines and GMP in general,
we came to the idea of a happy future for

all enterprises. We came up with the idea
of a tool to build a pharmaceutical qual-
ity system (FSK) which would help enter-
prises, since this is the main requirement
of GMP guidelines. This is a tool that al-
lows avoiding large volume of paper docu-
ments and reducing the influence of the
«human factor» in the work. As a result
our Optimus became such a tool.

- Can you tell us, what is the essence of the
Optimus-PHARMA system - «Live documenta-
tion»?

- The process approach to building
quality systems is historically better de-
veloped in Russia than in the West, be-
cause our pharmaceutical enterprises
implemented the ISO system long before
GMP recognized the need for a process
approach. Optimus-PHARMA is a devel-
oped FSK process model, which fully cor-
responds to the structure of GMP, under-
standably visualized, transparent for top
management, accessible to users and con-
venient for the presentation of the com-
pany’s quality system to external partners
and regulatory bodies during inspections.
The concept in the development was such

that Optimus will be a ready-made solu-
tion that does not require the customer
to be involved in the development, but
it is individually tailored for each enter-
prise, whether new or already working,
with an accumulated paper system that
often reaches thousands of different
documents, banks, records, etc. We call
it «Live documentation» because the pe-
culiarity of the system is that the docu-
ment «lives» in it, i.e. it does not need to
be printed out and you do not need to go to
colleagues in the next room for approval.
Unlike many systems, our Optimus is not
common file storage.

- Are there analogues - competitors in the
market at present, and if they are, then what are
your competitive advantages?

- There is no exact analogue of Op-
timus. There are programs from well-
known software vendors that try to imple-
ment some GMP requirements: one or two
processes. But the essence of the system
is precisely that all processes are covered,
connected, transparent and controlled.
Optimus-PHARMA is able to provide doc-
ument management for all FSK processes
(production, logistics, personnel, quality
control, quality management), and this
helps to avoid the need to work simulta-
neously in several programs.

The main advantage of Optimus is that
the system was developed not by IT spe-
cialists who can work in different spheres,
but by people who know from within the
process of production of medicines, the
requirements of CMP and regulators to en-
terprises. The approach: «Tell us what you
need, and we will provide your individual
product in a year or three», requires the
client to spend time of key personnel, and
does not always lead to a successful end-
ing. The specialists of our company have
knowledge and experience in risk man-
agement and validation of computerized
systems in full GMP requirements. The
functionality of Optimus is our pride.

- Do you accompany the implementation of
Optimus in the company?

- Weaccompany the company-customer
throughout the project - from the develop-
ment of the process model of FSK and the
quality manual, the transfer of a package
of standard procedures for the documenta-
tion system and CC management, train-
ing, to validation of our product.

- How did the name «Optimus-PHARMA»
appear?

- «Optimus» in Latin means «the best».
We believe that our Optimus-PHARMA
SED is now one of the most advanced pro-
grams in the field of CMP document cir-
culation, ensuring full compliance with
data integrity, and has a huge export po-
tential.

Elena Alexandrova



