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Abstract. The aim is to show junior of project management from where to start and to finish. Mostly
information given in article describes innovation in pharmaceutical industry of the USA. the USA holds first place in
drug research and discovery in the world. Kazakhstan is junior and new in the market. Also Kazakhstan is not ready
to do innovation. However, for Kazakhstan, the USA experience would be helpful to build own pharmaceutical
market and to prepare to do innovation. Statistic data and practical information are given to show full process of
innovation from idea till FDA approval.

Methodology of work amounted to a collective method of Innovation in drugs, even if the results are
timeconsuming, it is economically effective and practically useful. Innovation idea is very risky, might fail in any
stages. It is very expensive to develop something new and launch that.

This article applied individual control figure to improve traditional and basic earned value. We focused on
innovation stages to show full process with all details. Combination of scientists salary and period for development
shows the cost of innovation introduction into drugs.

The field of application of the results, obtained by authors, is to improve the understanding of innovation
especially in pharmaceutical industry. The authors' conclusions may be used in the process of teaching in economic
disciplines in cycles management, state and local government, statistics.
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AnHotanmust. HoBble ~ MHHOBAIMOHHBIC  OTKPBITHSL  OYCHb  HEOOXOAWMBI Ay (hapMaLCBTUUCCKOH
MPOMBIIUICHHOCTH. HOBBIC J1eKkapcTBa B OONBIIMHCTBE CIIYYACB OTKPHITHS HMCIOT PEINAOINCE 3HAYCHHE [T
MOJZICPKAHUSI KA4ecTBa UEIOBEUCCKOM >km3HH. [loTeHmman rinodaixbHOro (hapMaNECBTHUYECKOTO PBIHKA IPOJAK
mocrarHer $ 1,1 TpmH k 2015 roay. M3-3a MHTEPEeCOB TOOHTHCA KOMMCEPUYCCKHX YCIEXOB YUCHHBIC IOCTOSHHO
HAXOZATCS MOJ JABJICHUEM M HCIBITHIBAIOT CTpecC. TeM He MeHee, (JapManeBTHICCKAsI HHHOBALHS BPSA JIM MOYKHO
OTHECTH K TMPEACKA3yeMBIM MpomeccaM. TexXHONOTHYeCKAasd KOMICTCHTHOCTb, MOECATHICTHA TINATEIbHBIX
HCCICIOBAaHUH, M TIyOOKOC NOHWUMAHHE HEYJOBJICTBOPCHHBIX NOTPEOHOCTEH KIMEHTOB. Puckum mo mposary
KOMMEPIHATH3ALMH IPEHApaTOB BBICOKA M OCTAKOTCS HE B CHIAX KOHTPOJII KOMIIAHUAMH.

Lenpto sBIAETCA MOKA3aTh MIAJIIMM VIIPABJCHIAM IPOCKTOB, OTKYJA HA4YaTh W 3aKOHYNTH. OCHOBHASA
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mH(pOpMAaNKsI, MPEACTABICHHAS B CTaThe OMMCHIBACT MHHOBAIMH B (papManeBTHUCCKON mpombimuieHHOCTH CIITA.
CIHIJA 3aHmMacT mepBOE MECTO B HCCICAOBAHMAX W OTKPBITHI JEKAPCTBCHHBIX Hpemapartos B mupe. Kazaxcrax
HOBBI HTPOK HA PHIHKE H HE ONBITCH. Tawoke, KazaxcTaH He rOTOB AeIaTh HHHOBALMH. 1€M HE MEHee, A
Kazaxcrana, CIIIA ombIT OyIeT MONE3EH AT CO3AAHMUS COOCTBEHHOTO (DapMAEBTHYECKOTO PHIHKA H MOATOTOBUTHCS
K co3manmo wHHOBauWH. Co3aaTe HHPPACTPYKTYPY KyJa BXOJUTH TAKHC BAXKHBIC MOKA3ATCIH KAK 3aKOHOIIPOCKTHI,
TOCYJAPCTBCHHBIC OPTraHbl MMCIOINHC HEOOXOTWMBIC NMPHOOPHI M IMPHCHOCOOICHWS I NPOBEACHUS HYKHBIX
MPOBEPOK M 3KCIICPHMEHTOB, BHICOKOKBAMHM()HIIMPOBAHHBIC CIICIUAIICTHI, YUCHbIC, B T.4. CTATHCTHYECKUE TAHHbIC
W TpaKTHUIeCKast HHYOpMALHS JaHbI, YTOOBI IIOKA3aTh BECh MPOLIECC HHHOBAIMH OT WACH 0 yTBep kaAcHUSI FDA.

Merogonoruss padoThl COCTAaBHI KOJUICKTHBHBIM METOJ HHHOBAIIMH IPEMApaToOB, JAXKE CCIH PE3yIbTaTh
HYKHO KIAaTh HE OJMH JCCATOK IIET, 3TO SKOHOMHYCCKH 3(D(ECKTHBHO M MPAKTHYCCKU MOJE3HO. HHOBaIMOHHASA
naest OYCHb PUCKOBAHHASA, B MOOOM 3Tame peamusammd. [103TOMy BBEACHHE HOBBIX TEXHOJIOTHH, KOMIIOHCHTOB,
(opMyJ, CO3JaHWE HOBBIX JIEKAPCTB OYCHb JOPOTO OOXOJUTCSA pa3padaThIBAOIMM KOMIIAHHSAM. MBI
COCPEIOTOUCHB HA WHHOBALMOHHBIX CTAAMAX, YTOOBI MOKA3aTh BECh MPOLECC CO BCEMH NOAPOOHOCTSIMHL
Coueranme y4eHBIX 3apabOTHOH IUIATHl M TEPHOAA PA3BUTHA IOKA3BIBACT CTOMMOCTH BHEIPCHUS WHHOBALMI B
(hapManeBTHYECKON MIPOMBIIIITICHHOCTH.

OO0nacTh IPUMEHEHHUS PE3YJIbTATOB, MOIYUYCHHBIX aBTOPAMH, SIBILICTCS VIVUIICHHEC MOHUMAHHI HHHOBAIIWH,
0co0eHHO B (hapMaNEBTHYICCKOM IMPOMBINIICHHOCTH. BBIBOIABI aBTOPOB MOTYT OBITH HCIOJB30BAHBI B IMPOLIECCE
MPENOAABAHMUSA HSKOHOMHYCCKMX [JUCHUIUIMH ¥ VIPABJICHHH TPOCKTAMH, TOCYJIapPCTBCHHOIO M MECTHOTO
CaMOYTIPABJICHHUS, CTATHCTUKH.

WNuHoBammu mpemapatoB  Kak — OmsHec-mpomnecc TpeOyeT MOAKOBAHHBIX — CTPATCIMUYCCKHX,
OpPraHU3alHOHHBIX M VOPABICHUYCCKUX PEIICHHHA. DTO YXKE MOIB3YIOTCS WHTCHCHBHOC OCBCIICHHC
HCCIICAOBAHHUH, YTO NPUBOAUT K OOWIBHBIM, HO OTHOCHTEIBHO IWCICPCHOM 3HAHMSI MEXaHHU3MOB
JBIOKVIODUX OTKpBITHE W paspaborka. B naHHOW cTraThe MBI NPEACTABISICM KOMILICKCHOC UPE3MEPHOI
MPEACTABICHUE MpoLIecca WHHOBALMI MpenapaToB u3 OW3HECA W aKaJeMHYCCKOM TOUKH 3peHust. Ml
00CyAUM MEHSIFOLIUXCSL OPTraHU3ALMOHHBIX (POPM U MOACICH COTPYAHUUCCTBA, 00OOIUTh CYIIICCTBCHHBIC
SMIMPHUCCKHE 3aKOHOMCPHOCTH, U BBIACIHWTH pPa3NMuds B NO3MIUAX HA PBHIHKE, CBA3aHHBIX C
CTPaTCTUUCCKOW  OpuCHTaUWH (UPM, WHHOBALMOHHOH AaKLEHTOM, OTHOLICHUS K PHCKY U
CIICIIMATN3UPOBAHHBIX pecypcoB. B kauectBe pykoBoAcTBa Al OVAVINMX HCCICIOBAHNMN, BRKHEHITHMU
(dakTopaMH M PEKHMBI A7 WHHOBALMH MPEMapaToB CHCTCMATH3UPOBAHBI B PaMKax OOBCIHHSIOLICH
XaPaKTCPUCTHK M PCLICHUN MPOLIECC, X HECKOIbKUX HacTax. M3-3a cBoell Goratoll MOTCHIMATIBHOCTH U
BBICOKOW 3HAYMMOCTH, HCCICAOBAHMC HHHOBALMU MPEMApaToB, MOXOXKE, TOTOBO, YTOOBI IONYIHThH
OOJBIIYIO PA3BUTUC B OJMIKAUIITHE TOBI.

dapmaneBTHYCCKAS TPOMBIIUICHHOCTD, MO CYIIECTBY, ONPEACIsIeTes HHHOBaUWiH. MccnenoBanns Ha
MEPEIHEM Kpae HAVKH, CO3NaHUC HOBBIX 0a3 3HAHUH, H300pPETCHHE HOBBIX JICKAPCTBCHHBIX NPENaparos, U
VIYUIICHAC CYIIECTBYIOIIUX JICKAPCTB COCTABISIOT TOIUIMBO, KOTOPBIC MOJNMTHIBAIOT (UPM B 3TOH
otpacnu. MHOTIa TOP:KECTBO CO3MaHMS HOBOH TECPAMUH B OOJACTH O€3 KAKUX-THOO IMPEABAPUTSIBHBIX
MpOLCAYP CUHTACTCA OJHHM M3 HauOolIce ONPEIC/LIIOINX NPU3HAKOB  (apMaueBTHUCCKON
MPOMBIIIJICHHOCTH. TO CAWHCTBCHHAS OTPacib, PE3YIbTAT KOTOPOTO MOXKET CHACNATh H3MCHCHHC
3J10pOBbE JTIOACH.

VYcnemnsie U HEMPEPhIBHBIE BHECAPCHUE HOBBIX MPENAPATOB SBISIOTCS UCTOYHHKOM YCTOHYHBOTrO
KOHKYPCHTHOTO mpeuMymiectsa mis (upm B 310l orpachu. [loTeHmman mnpogak THraHTCKHM:
rnobaapHBl  (hapMareBTHUCCKUN peIHOK oreHuBacTes B $ 837 000 000 000 B 2009 roay u, Kak
oxumaercs, nocturaet $ 1,1 tpau k 2015 roay. Kax cooOmaer IMS unHCTHTYTA 3apaBOOXpaHCHHS
unbpopmaruku (www.imshealth.com), tomsko B CIIIA, Beero $ 307 000 000 000 gonmapos, unu $ 898 Ha
OyIIY HACENCHUS, ObLTO moTpadeHo Ha stmdeckue npemnapatel B 2010 rogy, uto coctasmsier 2,1% ot
BBIIL CIHA ocraetca kpynHeHmmM — (apManeBTHYCCKHN — PBIHOK, C  HYETHIPEX  MHUTHAPIOB
OTITyCKAFOIIMXCS PELETITHRIX Tpenaparos u oormmero aoxoxa B $ 380 000 000 000 oxumactes x 2015 roay
Hexoropeie orienku nokazeiBarot, uro 46% moaci, kusymux B CIIA notpeOyeTcs Mo MEHBIICH MEpe
OJTHO JIEKaPCTEO.

XoTd VHHOBALMH >KU3HCHHO Il  JIOOOW OTpaciy, OTKPHITUE M PA3BUTHC HOBBIX JICKAPCTB
COMPOBOKAACTCS  PSAOM  VHUKAJIBHBIX — MPOONEM, STHYCCKHUX  TMOCACACTBHH, W  COLMAIBHOMN
oTBeTCTBEHHOCTHIO. OAMH M3 HUX OYyAET TPYIHO AYMaTh O APYIOH OTpaciy, IAe TIIATCIBHO HAYYHBIC,
CTPOTHH TECTHPOBAHUSA W CTPOTHE CTAHAAPTHI NPOAYKLHH (UM €€ OTCYTCTBHE) MOMKET HMETh TaKOe
r1yOOKOE BIUSHUE HA OIIAromonyyue 4eI0BeKa.

—— 203 ——




Joxnaovr Hayuonanvroti axademuu Hayx Pecnyonuxu Kasaxcman

dyHaamMeHTaTpPHAS Podab (HapMALCBTHICCKOH NPOMBIIIIICHHOCTH B MOAICPKAHHM U VKPCIUICHHU
YCIOBCUYCCKON KU3HU AanmpHeumee otpaxkenue B BeauumHe ero HUOKP (R & D) aesrensnoctu. Ilo
HekoTOpeIM  JaHHblM, (apmanesrrmueckod HHMOKP (R & D) wuvmeer Bnewammrommin  19%
oo cex OuzHec-pacxomos Ha HHUOKP (R & D) mo Bcemy Mupy-pnevarisromeil QrHaHCOBOIH
nmpuBep:keHHOCTH K omHoM  otpacmu. CIIIA  HeceT OTBETCTBEHHOCTh 32  JBBHHYIO  JOJIO
(dhapManeBTHYCCKOTO  HHHOBAaLlMKM, oOHAa (HUHAHCHPYET OKOJIO 36%  MHPOBBIX PacxogoB B
dapmanesruyeckoit HUOKP (R & D).

VYuactauky DapManeBTHUCCKOrO PhIHKA BBIACIUTh 0KoMO 20% CBOMX MPOAXK HA BHYTPCHHEM
peiake 1o HAOKP (R & D), uro genaer dapmaneBTUdecKas TPOMBIILICHHOCTh HAHOOJCE HAYKOSMKHX
oxun B CIIIA. HUOKP (R & D) pacxomst B oTpacnu Ha ogHOTO padoTHHKa oneHuBactes B $ 105 430, uro
Ha 40% BbIIIE, YeM BTOPOH MO BEIWYHUHE HAYKOEMKHX MPOMBIIIJICHHOCTH (CBA3b 00OpYIOBAaHHUC), U HA
60% BrBIIIC, YeM B IPYTHX TEXHOJIOTHUYECCKHUX OTPACIICH MPOMBINIICHHOCTH, TAKUX KaK MOIYIIPOBOJHHKOB,
KOMIBIOTCPOB U 3IICKTPOHUKA.

dapmaneBTHYCCKHEC KOMIIAHUHA B HACTOAINCE BPEMS MOTYT IOXBACTAThCsA OOTaThIMHU  OMNBITOM
«kanaugaros npenapatos». B CIHA nacuuteiBactes okono 3000 pazauyHbBIX JIEKAPCTBCHHBIX CPEICTB B
Pa3IUUHBIX CTATUAX Pa3padOTKU MPOAYKTA, MPSACTABIMIONING KojoccanbHbie 45% BCEX ICKapCTB B
passutun Bo BceM Mupe. M3 stux 3000 HOBBIX NnekapcTBEHHBIX mpenapartos, Oaszupyromuxcs B CHIA,
ACCOPTHMCEHT MPOTUBOOMNYXOIEBHIX MPENAPaTOB TUAUPYET ¢ 861 ICKapCTBEHHEIX CPEICTB B Pa3BUTHE, a
3areM 334 ans pecrimpatopabivu 3a0onesanmaMy, 300 peakux 3a0onaeBaHuil, 299 cepAacuHO-COCY AUCTHIX
3a0oseBaHui, 252 /15 ICUXHYCCKHUX U MOBEACHUCCKUX PaccTPoricTs, 235 auabera, 100 BUY / CITU], 98
st Goniesnu AnbureiiMepa u aeMeHuuu, 74 1uis aptpura, u 25 pis acucHus oconesuu [ lapkuncona.|2]

HecMmoTtpss Ha mnoBceMecTHOE NPHUCYTCTBHE JCKAPCTB B HAIICH >KU3HH, MHOTHE W3 Hac
HenpodeccHoHaTaMHy, caM HPOLIECC HHHOBALMH NPENapaToB Kaxercs TaiHoH. Kak KIMeHT Wiau nanmueHT,
MBI, KaK MpaBHIO, COCPCAOTOYCHBI HA KOHCYHBIX PE3yJIbTaTaX, Kak Mbl JAeidacM ¢ JAPYTHMH
BBICOKOTCXHOJIOTHYHBIMH, O0NEE CIOKHBIX U CIICLUATH3HPOBAHHEIX 00macTsax nHHoBawH. M Bee ke, kak
YEJIOBEUCCKHIE CYINECTBA, MBI YacTO OYAPOBAHBl BO3MOXKHOCTSMHU TOCTCAHHE JOCTWKCHHS B OONACTH
HAayK O JKU3HH (HAOpuUMEp, TCHOMHUKA, MOJCKY/IPHAS OHOJOTHS, HCBPOJOTHS, OHOTCXHOJOTHS),
OTKPHITHIX 171 Hac. IHHOBaImu JeKkapcT npeodpasyeT 3TH HOBBIC BO3MOXKHOCTH B MPEMAPATHI, KOTOPEIC
MOTYT HEMOCPSACTBCHHO BIHAIOT HA HAmy (GHU3HOJOTHID. ITO OCO3HAHHE MOOYKIACT BHUMATCIBHES
PaccMOTPETh METOIBI, 3TAMbI H MPOLIECCCHI, CBA3AHHBIX C TCHE3UCOM ITHUCCKHUX HAPKOTHKOB.

NunoBanmu B (papManeBTHYECKOH POMBIILIEHHOCTH

Xapaxtep ¢hapManeBTUICCKONH TPOMBIILICHHOCTH AC/IACT HACTOSIIUN BBIIAFOIIUNACS PE3YIBTATHI IO
CPaBHEHHIO ¢ APYruMH. [ Ty0oKoe MOHMMaHHE MOTPSOHOCTEH PhIHKA SBISCTCSI HCOOXOAMMBIM, HO KpaiHe
HEAOCTATOYHO A1t GUPMBL, 4TOOBI 100OUTHC yenexa. Hu oaHa apyras oTpaciie HE MOBIUSCT HA KaK J0JITO
JEOAU MOTYT JKHTh, HITH Kak OBICTPO OHH MOTVT omnpaBuThca OT OonezHu. Hu ogHa apyras otpacns He
HANpaBICHO Ha obnerdcHue (u3mueckyio 00N W ApyrHe HEyA0OCTBA KAXKABIA MOXKET HCIHITATH B
»kuzHH. CleJoBaTensHO, HA OJHA Apyras OTpacib HE HAXOMUTCS TMOJ OTPOMHBIM JABJICHHEM TaKUX K
WHHOBaIMAM. TeM HEe MCHEe, HU OJHA APYras OTPacib HE MOMKET MPOTropeTh MILIHAPJAMH J0NIAPOB U
YEJIOBEKO-YaCOB TOJBKO B KOHEYHOM HTOTE € MyCTBIMH PYKaMH, C HE MHOTO, YTOOBl MOKA3aTh CBOCH
OTPOMHOH PacxoA0B, CAMOOTBCPIKEHHOCTD H YCHIHHI.

B ornuumne ot MHOTHX APYrUX PHIHOYHEIX OTpacicH, gapmManeBTHyecKkas MPOMBIIIIICHHOCTE CIEAYET
TaK HA3BIBACMBIH TCXHOJIOTMH KHOMOYHBIH Mozenb. Hayku o >KM3HH HaxXomATCs B LCHTPE €ro VCHITHH
a0 M3MEHUTh MHOO OTMCHHUTH NMPOLECCH B OPraHM3ME 4eloBeka. bpems cozmanms crommoctd s
MALFCHTOB NPSMO 3aBUCHT OT U3BUIIUCTOTO MYTH HAYYHBIX JOCTHKCHUH U TEXHOIOTHUSCKUX MPOPHIBOB B
OCHOBHOM C HENPEACKA3yEMBIMHU PE3yIbTATAMH U HEPABHOMEPHOTO BPCMCHH.

C Touxu 3peHus OW3HEca, MOI0KHUTEIBHBIH UMITYIIBC, CO3NAHHBIN YCICITHOIO HOBATOPCTBA MOXKET
HMETh JpaMaTHYCCKUE, AOITOCPOYHbIC MOCICACTBUA AN (apMareBTHIecKor (upmel. Bausaue HOBOro
3aIycKa JeKapcTB YacTO BEIXOIHUT 33 PAMKH 3A0POBCHHBIN MPHUOBLTH, CBSI3aHHBIX ¢ TATCHTHOM 3alIUTOH U
MPEUMYIIECTBO MEPBONPOXoa. JIOTONMHUTEIbHBIC, MOCICAYIOUINE YCOBEPLUICHCTBOBAHHS, CBI3aHHEIC C
Gompei 3QPeKTHBHOCTBIO, MCHBIIC UM MEHEE TsDKeIble mobouHble 3B GeKTh, Ooee VAOOHBIH pekuM
JO3UPOBKH, N3MCHCHHS B METOJC MPHIOXKCHUS, HA MOIU(PUIIMPOBAHHBIC COCTABBI HIIH HOBBIC MOKA3AHHS
MOTYT 3HAYUTEIBHO PACIIHPUTh PHIHOYHBIA NOTCHUUAT AN (UPMBL, Aeias NPenapar HOAXOISMIIUM IS
HOBBIX NauUEeHTOB. [ IprMeuaTensHo, YTO GOJIee MONMOBHHBI U3 HOBHIX OPEHAOB JICKAPCTBCHHBIX CPEIACTB,
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BBeacHHBIX B 2010 rogy HE ObLIM HOBBIC XHUMHYCCKHE COCAMHCHHS Win OHO(apMAlCBTHUYCCKHUX, HO
VIIYUIICHHBIEC BEPCHU U M3MEHCHHBIC (PopMyTHpoBKH. JlOTONMHUTEIBHBIC MOAUDUKALIH JICKAPCTBA ITOTO
THIIA MOXET OOCCIECYHTh YAVYIICHHYIO OOpaboTKy, MOMKET BBI3BaTh OOJIEC CTPOrOMY COONIOJCHHIO
MALUCHTOM (IIyTeM BMEIIATEIBCTBA MCHBIIE C MPOLCAYPAMH MALMECHTOB WM 00pasa >KHU3HH), WU
obecrieunth 00jIce YAOOHYH) AOCTaBKU JICKAPCTBCHHBIX CPCACTB (HAMPUMEP, CKCHEACIBHO BMECTO
€XKCTHCBHOTO pekuMa). BaxkHO OTMETHTB, YTO HEJABHO BBHINYCTHIA YCOBCPIICHCTBOBAHHEIC BEPCHU
Mpenapata MoXKeT OOCCHCUUTh HEMPEPHIBHOCTh MOTOKA HATHYHOCTH, MPHUBECTH B AOMONTHUTCIBHBIX
MOTOKOB AOXOAOB 1Tl (PUPMBI, H TIOBBICUTh OTJAYY AKIIHOHEPOB.

Kpome TOro, BapwaHTBl NOCTCNICHHBIX HM3MCHCHHH NpenapaTtoB HIW INAHC Ui MPOH3BOJCTBA
OHOPKBUBAJICHTHEIM HEJOPOTMM XKCHEPUKOB, MPHUCYTCTBYIOIIME YKCITAHHBIC HOBBIC BO3MOKHOCTH IS
OLICHKU HETEPICIHUBBIX MPOMBIIUICHHOCTH COTICPHUKOB, CTPEMSIIUXCS BBINTH HA HOBBIH PHIHOK. Takum
00pa3oM, B JOMOIHEHHUE K CO3JAHHIO HOBOH CTOUMOCTH MPOAYKTA CTPAAA0T MHJUTHOHBI TALUCHTOB, €CTh
TAKKEC OTPOMHOEC COLMATBHOC H HKOHOMHYCCKOC MNPEHUMYVINECTBO OT THICSY HOBBIX PabOvHMX MECT
co3zaBacMbIiM sl 0OpabOTKH HCCICAOBAHMS, MPOM3BOACTBO M MApPKCTUHI HOBBIX JEKAPCTBECHHBIX
MPENapaToB BO MHOXKECTBO MPEMAPaTOB U BapHALMH. JTO OCO3HAHHWE MOAYCPKHUBACT POTIb WHHOBALIMH
MPENapaToB KAk MOIIHBINA ABUTATENIb 3KOHOMUYECKOTO IPOrpecca.

Ho co3nanue HOBBIX JEKapCTBCHHBIX MPEMAPATOB BPSI JIU TOUHBIA U IPEACKa3yeMbIi mpouecc. EcTb
OTPOMHBIC TPYIHOCTH, CBSI3AHHBIC C MPHHATHEM Oe30macHbIX U 3¢ dekTusHbX npenaparos. Hecmotps Ha
OecpeleACHTHBIC MOCICAHNX JOCTIPKCHHH HAYKH U TCXHUKH, HHTYULHS U CIYYaiHO OTKPBITHI A0 CHX
[Op WrparT BAXKHYID POJb B CO3AaHWE W CHHTE3a 3(QeKTUBHBIX cocauHeHud. [IpakTudaeckuii HET
criocoba rapanTupoBath, uto rof 3a rogaom uareHcuBHbix HUOKP (R & D) ycunuii u orpoMHbIX 3aTpar
OKYITUTCS CTOPHULCH B KOHIE, KaK BCPOATHOCTE B OTKPHITHH MPCHAPATOB OCTAKOTCA CTAOHIBHO
HU3KHMH. Ba)KHO OTMETHTB, YTO HEOMPEACICHHOCTh MPOU3BOAUTCIPHOCTH YCUINBACTCA B NMPUCYTCTBHU
CTPOTHX  MNpaBHI W MNPUCTATBHOTO  BHUMAaHHI  HA  OPOTSHKCHHH — BCErO  IpoLecca
npou3BoAcTBa. [[pyHIMNMAaTEHOE pEHICHHE HATH HA PBIHOK, MO CYIECTBY, BHE KOHTPOJ
¢dupMel. YTBEpKACHHEC HA PBIHKE HOBOTO NpEHapara, B KOHCYHOM cUYETE JCXKHT 3a JlemaprameHT
npoaykToB u Jekapcte CLIA (FDA), rocyaapcTBeHHOro yUpe:KACHUS MOPYUYCHO OCYIIECTBIATE (PYHKIH
VIPaBJICHUS U KOHTPOIS HaJ (papManeBTHYCCKOH MPOMBIIITICHHOCTH.

IKonomuka papmayesmuueckoil unnosayuli 8 yuppax u paxmax

Co3maHue HOBBIX NCKAPCTB SBISETCS CIOXKHBIM, TPYIOECMKHM, IJIMTCIBHBIM H JOPOTOCTOSIIAM
MPOLIECCOM C OUCHb HeompeaeneHHbMH nocaeacteusamu. Hampumep, B CLIIA, ofmmiee konMn4ecTBO HOBBIX
npenapatos, oxoOpeHHbIXx B mepuod ¢ 2000 mo 2010 rox Gbuno Tomabko 333, KOTOPHIH, KakKeTCH,
VAWBUTCIBHO MalO, VYHUTHIBAS KOIOCCANTBHBIA VCHIHS M 3aTpaThl PacXOAVIOTCA  KPYIIHBIX
(hapManeBTHYCCKUX KOMIAHHA W MHOTOYHCICHHBIX OHoTexHonormdyeckux ¢upm. Lllance coszpanns
TOBAPHOTO TPCTapaT 0YCHb Mabl: TOARKO | m3 xaxkapx 5,000- 10000 moTeHIMATBHBIX HCCICAOBAHHBIX
coeauHEHUH (apmaneBTHUeCKUMU koMnaHusavu, Gasupyromuxcs B CHIA mpexoctasisercs ogobpeHre
FDA. Naxe ecnu nepBOHAYANBHBIA OTOOP U TECTHPOBAHKE MOKA3ATIH ONArONPHATHYIO TOKA3AHNS, TAHCHI
MEPCICKTUBHOTO KaHIUIATa «HOBOTO JICKAPCTBAY , YTOOBI CACTATh 3TO YEPe3 MOCICA0BATCIBHBIC CTAINN
mpouecca pa3paboTKH JICKAPCTB OCTAIOTCS BOKPYr oxHoro u3 matu. Oxono 30% oTka3oB CBA3aHBI C
Henpuemnemoil ToxcraHocTH. Eme 30% mpouctekaror n3 orcyTeTBHs 3(G(EKTHBHOCTH, B TO BPEMS Kak
OCTaNbHBIC HEYJAYd MOryT OBITh CBS3aHBI C BOMPOCAMH CO CKOPOCTBIO Ipemapara JCHCTBHS,
MPOJOJKUTEILHOCTH €r0 BO3ACHCTBHS, WU MPOOICMBI C MOTIOIICHHEM, PACIIPEACICHHS, META0OIH3MA,
WJIM BBIBCICHHMS Nperniapara B OpraHu3Me yenoseka. B cpexnem, monyuenue paszpemenus FDA u npasa va
peamu3alMio HAa PHIHOK MPENapaToB 3aHUMAcT OKOMO 15 meT, mpudeM GOJBIIMHCTBO 3TOTO BPEMCHH,
YXOAUT KIMHUYeCKMM wucnelTanuaM. B 2005 roxy cpeaHss CTOMMOCTB HOBOTO IIpeTiapaTra YCIEITHO
BeeaeHa B CLA, no omenkam, cocrasmsin $ 1,3 mapa. Kpome toro, cieayer oTMETUTh, 9TO 3a ITOM
uupoii B CMETY 3aPerHCTPUPOBAHHOTO mpemaparta u oaodpeHHoro FDA BK/IFOUArOTCS 3aTpathl U C
MPOBAJIOM 32 BCE T'OABI HCCICAOBAHMS, TOAOOP U CO3JAHNE HOBBIX XUMHUYCCKUX COCINHCHHH.

Cozaanue npenapaToB MyTeM HCCIeJ0BAHHS

Ou3HONOTK YENOBCKA SBSCTCSA 3HAYHTCIBHO CIOXKHBIH, M €CTh MHOTOC, YTO HE H3BECTHO, O
HACTVIUICHHUY, TPUITCPOB, HIM IyTel MHOTHX 3abonesaHuii W pacctpoiicts. [lo 3T0i mpuumse,
MEKIUCIUIITHHAPHBIC UCCICAOBAHMS OXBATHIBACT PA3NMYHBIC HAYYHBIC JOMCHBI CTANO HEOOXOAMMBIM JUTS
COBPEMCHHOTO JICKapcTB. Briax yHMEHBIX, KOMIICTCHTHBIX B IIHPOKOM JWAINA30HE JUCLIMIUIHH TPEOYeTCs B
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MpoLecce, HANpUMEp, HABBIKM U ONBIT B OONACTH MOJCKYISpHOU Onomoruy, (H3HOIOTHH, OHOXHUMHH,
AHATUTHYCCKOM M MEAWLMHCKOW XMMHHM, Kpuctamnorpaduu, GapMakoirorid U Jake 0ojee OTAANCHHBIX
patioHax, Takux Kak HHpOpMaTHKa W POOOTOTCXHHKA. PACIIMPCHHBIM TONKOBAHHM W HHTCTPATHBHBIC
BO3MOXKHOCTH WMEIOT PEINAIONICE 3HAUCHUC [T aCHHpPAlMOHHOW mporecca. Takum o0pasoM, coueTaHue
MEKIUCIUIITHHAPHBIX KOMIICTCHIHHA U OTKPBHITOCTH K 3HAHHUSM, HAKOILICHHBIM 32 MPEACIaMHU (PHPMBI MOKET
CTaTh UCTOYHUKOM KOHKYPEHTHOTO MPSHMYIIECCTBO A1 (hapMaleBTHICCKUX GUpM.

Ipoyecc 0o-omxpoimus: nonumanue bonesHu 1 66100p NpAgUILHLIE MoTexy1y. B oTIuune oT crapheix
mpoueayp npod U omUOOK, B HACTOAIICE BPEMs MPOLECC HAYMHACTCS C YCTKOTO IOHUMAHN OONE3HH Ha
MONCKYISPHOM ypoBHE. OCHOBEIBASCE HA HCCICAOBAHMAX, IOKA3BIBAIOIINX AaCCOLMALMNA MEKAY
OHOJOTHYCCKUMU  MYTAlMSIMH M OOJIC3HCHHBIX  COCTOSIHHE, (hapMalCBTHUYCCKUE HCCICI0BATSIH
(OPMYIHPYIOTCS THIIOTE3BI O MEXAHH3MaX ACHCTBHS YUACTBYIOLIUX MAIMICHTOB-OHN H3YYaIOT, KaK TCHEI
W3MCHHUINCh, KaK 3TH HW3MEHCHHUS BIHAIOT HAa OCIKH, KOJUPYEMEIC TCHAMH, Kak OTH OCIKH
B3aNMOJCHCTBYIOT APYT € APYTOM B XKHBBIX KJICTOK, KAK HOPAXKCHHBIX KJICTOK MCHSIOT KOHKPETHOW TKaHU
OHH HaXOJATCH, U KAK BCE 3TH NMPOLIECCH B COBOKYMHOCTH BIUACT Ha nanueHTa. [locie Toro, kak yueHse
paspabaTeiBarOT XOpoLICe MTOHUMAHNE OCHOBHBIX MPHYHH U NYTCH 3a007ICBaHUA, OUOI0SUYECKAS Yelb AT
MOTCHIMATBHBIX HOBBIX JIEKapcTB BbiOpaH. bruonormdeckas nenp yame OHOMONEKYNBI (HAIpHMEP, T'CH
WM OENOK), KOTOPBIH YY4aCcTBYET B 3TOW KOHKPETHOH OONE3HH H MOXKET ObITh MOXYTHPOBAHA C IIOMOIIBIO
npenaparta. Hanpuvep, Qokyc B mOHMMaHHHM ayTOMMMYHHEIX 3a00JIcBaHUM, Takux kak pak u BHUY /
CIIMa Ha oTkpeITHE OCIKH, KOTOPHIC BIUAIOT HA HWMMYHHYIO CHCTEeMy denoseka. Ilociennue
JOCTIDKCHHS B OONACHIU 2CHEHUKY, SeHOMUKY, NPOMeOMUKy U (MCCICAOBAHMS YCIOBCUCCKUX TCHOB H
OCITKOB) HCHOMB3YIOTCH B 3TOM mpouecce. CI0XKHBIC SKCICPUMCHTHL B JKUBBIX KICTKAX, & TaKXKe
HCHBITAHUN HA 3KCIICPUMCHTANBHBEIX JKUBOTHBIX MPOBOMATCS MPOIEMOHCTPHPOBATH, YTO OCOOCHHOCTH
LEJIb COOTBETCTBYIOIUM OPTaHOM K H3YyIacMOMY OOJIC3HH.

Omxpvimue npenapamos. NOUCK NEePCReKMUBHBIX NOMEHYUANbHBIX KIUEHMO8 HA « KAHOUOama Ha
npenapamy. PazpabotaB xopolree MOHMMaHHE OONE3HH W €€ MCXaHHM3Ma, VUCHBIC HAYHHAIOT HCKATh
nekapctea. OHH UINVT 6e0yujeco KOMIIOHCHTA (OPTaHUYCCKUH WU APYTOH MONEKVIIBl JIEKapCTBCHHOTO
CpeacTBa), KOTOPbIC MOTYT ACHCTBOBATH HA LIEb, YTOOBI UBMEHHUTH XOA OONC3HH, HAPUMEpP, MYTEM
WHTUOMPOBAaHHU WM CTHMYJIHPOBAHHOTO ACHUCTBYIOMICH (QYHKIHM LEJCBOH OnoMonekynsl. B ciydae
yCIexa, COCIMHCHHS CBHHLA B KOHCUHOM HTOT'€ MOKET CTAaTh HOBOE JICKAPCTBO.

VYueHrle 0OpamarTcs K npupode (PaCTCHUH, KUBOTHBIX, MHKPOOPraHU3MOB HIIH), YTOOBI HAWTH
HWHTECPECHBIC COSAUHCHUS 151 GOprObI ¢ 3TuM 3a00/1eBanneM. MUKpPOOOB Wik OaKTepHil, KICTOK, TKAHCH
U BEIICCTB, ECTCCTBCHHO, MPOU3BOJUMBIC JKUBBIMU OPTaHH3MaMH, HIH CYIIECTBYIOIMUEC OHOIOTHYCCKHC
MOJCKYJbI MOTYT OBITh HCHOJB30BAaHBI B KAUCCTBE OTIPABHOM TOYKH, a 3aTeéM H3MEHEHHL. bonee
MEPCICKTUBHBIM M THOKHH Ha0Op BO3MOXKHOCTCH OOCTaBICH 1O JOCTHKCHHSAM B 00aacmu
Ouomexnonocuy, B pe3ynbTaTte Yero YUYCHBIC MOTYT T'CHCPHPOBATh WHXKCHEPHIO JKHBBIX CHCTEMBI IS
MOJNIyICHUsT JAasd  OopeObl ¢ Oome3HsMH  OHOJOTHUYSCKHX — MOJCKya1.[3] Merox  ewicoxozo -
CKpuHUH2d SIBICTCA HauOOJee PaclpoCTPaHECHHBIM CHOCOOOM A1 CKPUHUHTA YKE CYIICCTBYIOIIHC
oOmupHbIe OUOTHOTEKH, YTOOBl HAMTH TE COCAUHCHHS, KOTOPBIC MOXKHO U3MCHATH BHIOPAHHYIO LICTb, HE
3aTparuBas MHMO MOJICKYIIBL.

Joxnunuueckue ucnoimanus. C ogHoll wnm Ooyce  ONTHMH3HPOBAHHBIX COCOWHCHUI B PYKE,
HCCIICAOBATEIN OOPAINAIOT CBOC BHUMAHUE K OOIMUPHON JOKIMHHYCCKUX UCHBITAHUSIM. McnbiTanus Ha
JEOASX, 1O BOBICUCHHS MALTUCHTA SKCICPHUMEHTATOPA JOJDKHBI ObITh YCTAHOBICHBI OC30MACHBIH YPOBCHD
HAYaJbHOU TOZUPOBKH. YUCHBIE MPOBOIAT B MPOOHPKE M B €CTCCTBECHHBIX VCIOBHAX HCTIBITAHUH, YTOOBI
MPOBEpuTh MPOoduas OS30MACHOCTH, TOKCHKOIOTHH U 3(PQPESKTUBHOCTE UCCACAYEMBIX COCIMHCHUHU.[4]
Haumnaga ¢ mpumepno 5000-10000 coenuHeHMI CBHHIA, YUCHBIC YMEHBINAKOT, YTOOB Mexay | u 5
MOJICKYT (JIEKapCTB-KaHUAATOB), KOTOPBIH 3aTEM MOYKHO BBECTH CCPHIO KIHHUYCCKHUX UCTIBITAHUH.
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Puc. 1 Iporiecc nccneoBaHms U pa3paGoTKU HOBBIX JTEKapCTB (COCTABICHO TI0 JIAHHBIM B (hapMaIieBTHISCKOM
npompioieHHocTH 1podaiin 2011 roga; DiMasi u ['paGosckuit 2007)

PazpaGoTka npenapaToB 1 KIHHHYECKHE HCIBITAHHSA

IMocne saBepuicHust nekapcTs, (apManeBTHYCCKHES (UPMBI  MOATOTOBHTBCS K CJICAYIOLICH
KPUTHYCCKOM CTaguM B MPOLECC HHHOBALMOHHOTO Pa3BUTHS JICKAPCTBCHHOU 4UYEPE3 KIMHHUYCCKUX
ucnbiTannil Ha mogax. [lepen knMMHHYECKHE HCHBITAHWS MOTYT HAYaThCs, HCCICAOBATCIH JOJKHEBI
noJaTe uccreoyemozo Hoeoeo npenapama (IND) zasenenne ¢ FDA. B pamkax mpeacraBneHus,
CIIOHCOPOM TIpenapar JO/DKECH OOSCICUHUTh KITHHHYCCKUX AOKA3aTCIbCTB B HMOAICPIKKY YTBEPKACHUH O
MCPBUYHOM YKA3aHUECM mpenapaTa (aApeCHON MEIULIUHCKOM COCTOSIHUS). [ 5]

PaspaboTka nekapcTBEHHBIX CPEACTB CTPYKTYPHPYETCS B BUAC THHCHHON MOCICAOBATCIBHOCTU
Heckoabkux 3TanoB (puc. 1). Ilepexoa k kakmoMmy CleAVIOIEMY 3Tally VCIOBHO Ha OMaronmpHATHBIN
KCX0J U3 OAHOH mpeamecTByromuin emy. Kaxknas (aza KIMHUYCCKUX HCIBITAHUN MOXKET B KOHCUYHOM
HUTOTC C PEIICHHEM, YTOOBI IPOJOKUTH, IPHOCTAHOBUTE WIIH MPEKPaTUTL TecTHpoBanue. dupma MoxkeT
MPHHATh PEIICHHE, YTOOR OCTAHOBHUTH HITH OTO3BATh WX MPUMCHATH HA (PUHAHCOBBIX UM KOMMEPUYECKHX
OCHOBAHWAX, WJIH BHIOpaTh, 4YTOOBl OCTAHOBHUTh HCIBITAHWSA B CBETC HEONATONMPUATHBIX HOBOM
nHpopmammu. FDA MOXKET HOpPYyYUTh, YTO HCHBITAHHS OVAYT MPEKpaIlcHB B JTI000C BpEeMs, €CIH
BO3HHKAIOT Mpobnembl. KpoMe TOro, B HEKOTOPBIX CIyYasX HCCICIOBAHUEC MOXKET OBITh OCTAHOBIICHA H3-
3a MPHIOKCHHS UCCAedyemMoeo 108020 mpenapama (IND) wznararorcs pe3yabTaThl JOKITHHHYCCKUAX
paboThl, XUMHUICCKOW CTPYKTYpPBI Ipernapara-KaHIuaaTa M, Kak CUHTAcTCs, AN paboThl B TEJE, CIIUCOK
oxxuaacMeIx mobouHbsX 3¢ dekToB, a Takke uHGOPMALHIO 0 MPOH3BOACTBCHHOM mpouecce. IND Ttaxxke
COJEPIKUT MOAPOOHBIH IUIaH TECTHPOBAHMS, YKA3aB, KaK, [IC U KeM OVICT OCYIIECTBIATHCS KINHHYCCKHIC
HCCIICAOBAHMA. TCCTUPYCMBIH MPEMapaTr BHIMOMHACT TaK XOPOIIO, YTO 3TO ObUIO OBl HEITUYHO
VACPKUBATh €0 OT MALMCHTOB, MONYYABIIHNX M1ae00 HITH MPENapaT YCTYNAcT B LENIX CPABHCHHUH.

Bueapenue u co3nanue nHHOBAMK B GapMalCBTHICCKON OTPAC/Ii MOKET 3aHUMAcT A0 15-20 jet u
MOKET ObITh IpoBaabHbIM. CaMa HHHOBALUA MOXKET OOBCIUHHTH CIICILHATHCTOB CO 3HAHUSIMH B PA3HBIX
otpacnsx Haykd. Kazaxcran tompko ¢ 2007 roma Hawan co3zaBaTe OPOTPaMMBI IO MOTHBALMHA U
MOJACPIKKE CBOCTO COOCTBEHHOI'O YacTHOTrO PhIHKA (apManeBTHUeCKHX mpoussoaurencd. Ceiuac uaer
MPOLIECC M3YUYCHHUE OIBIT APYIHX CTPaH M BHEAPEHHE NPOM3BOJCTB YXKE CYIIECTBYIOIIMX MPENapaToOB.
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Takum o6pazoM uepe3 mporpamMmy UMmopT3amereHms ceiiuac Kazaxcran npoxoanuT MepBEIN Tan myTeM
MOArOTOBKU KaJpOB M CO3AaHMA MHGPACTPYKTYPHI I BbIMycKa nekapcTs. Koraa Bes cucrema Oyaer
rotoea U OyJeT uLedb B pelicHud mpodieM B 3apaBooxpaHeHui KaszaxcraHckue YYCHBIC HAYHYT
paspabaTeiBaTh HHHOBALIMOHHBIC MPETAPATH H TEXHOIOTHH.
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Tipex ce3nep: HHOBaNMSUIBIK, (apMalleBTUKa, FBUIBIMU-3€PTTEY JKOHE JaMBITy, JOpi-JOPMEK JKOHE a3bIK-TYIIIK
nemapramenti, AKII, Kasakcran.

AnHoTars1. JKyMBICTBIH MaKcaThl TYPaKThl HHHOBAISUIBIK (papMalleBTHKAIBIK OHEPKACIIl aHbIKTay CHIIaTTaMallapbIHBIH
Gipi Gompmt TabeUTa b JKaHa Tapi-TopMek ajaM eMIpiHIH carlachblH KaMTaMachl3 €Ty Ie aca MaHbI3bl GOYBL, KSHE MYMKIH, TIITi
OHBIH Y3aKTBEBIH aCep €Tyl MYMKiH. OJeyeTTi caTy e3repill OThIpajisl kahaHplK QapMarieBTHKaIBIK HapblK 2015 xbUIra Kapait
$ 1,1 tpnH newreitinge Gonampl Jell KYTUTy/Ie, TaGhIcKa JKeTy YIIH KBICHIM 30p. JlereHMeH, gapMarieBTHKATbIK HHHOBAITHSITBIK
opeH GorrkaMyIbl TIporiecTep il KaTKpI3yFa Gonajipl. KoMMepIusaHpIpy YIIH CHIHY INemiM (QupMajaH ThIC Kalajpl PETiH/E
TEXHOJNOTHUSITBIK caparnTaMa, MYKHSIT 3epTTey KoHe KIMEHTTepAiH KaHaraTTaHAbIphbUIMaraH KaKeTTUTIKTEPIH TepeH TYCIHICTIK
OHJIaFaH, KQKETT1, &l HapBIKTa TaGbICKA JKeTY YIIH KeTKITKC13 GOTYBl MyMKIH.

banra ke3nenreH xubHTHK akiapaT AKII-ta ¢apmarieBTHUKaIBIK 6HEPKICI MHHOBAIMSIIAD CHIIATTAIbL. AMepHKa
Kypama ITlTaTrapsr anemzeri Japi-IapMeK KoHe 3epTTey JeHTeliiHe MHHOBAIMS €HI'13y KaHe arrybl GOMbIHITEA GipiHII OpBIH/A.
KazakcTaH HapbEBIH/A *kaHa OHBIHINBI KoHe ToxipuOeci a3. CoHbIMeH Karap, KasaKcTaH MHHOBaIWsLIap/bl Kacayra JaibIH
emec. Jlerenmen, Kazakcran, Amepuka Kypama Illtartapsl Taxipubeci o3 dapMareBTUKAIHK HAPHIFBIH KYPY VIIH Maiifaisl
Gomypl JKoHE HHHOBAIMSIap HH(pacTpykTypa Kypy YIIH jJabbmHjaiiael JKome T1.6. Bekcenmbjepli, ChHAKTap MeH
SKCIIEPUMEHTTED YIIIH KaXXeTTi Kypaljap MeH KepeK-KapaKTapMeH MEMIIEKETTIK OpraHiap/bIH, >KOFapbl OUTIKTI MaMaHJap,
FabIM/Iap, COH/lal-aK OCHIHAAM MaHBI3/Ibl KOPCETKITEp Al KaMTH/IbI HHPPaKYPBUIBIMBIH jkacay CTaTUCTHUKAJIBIK JEpPEKTep JKoHEe
TIPAKTHKAIBIK aKIapaT Ty KbIpbiMaamMachiHaH FDA GekiTy MHHOBAIMSUTHIK TIPOTIECIH KOPCeTy YITIH Gepine.

JKYMBICTBIH 9icTeMecl HOTIKENepl OHHAH acTaM bDI KYTYre Typa Kelesl, TINTI erep O TUIMIl *KoHe iC JKY3iHje
TIalijTalpl, WHHOBAIMSUIBIK ©HIMJEP/IH YKBIMABIK dici CONBII TaObUIa/bl. MHHOBAIMSIIBIK HJESCHL ICKE achlpy Ke3 KelreH
caTbICBIH/Ia, eTe KayinTi Gomipll Tabbliapl. COHJBIKTAH, 3epTTey KacalThIH KOMIIAHMSIapFa *kaHa Jopi-JopMeK skacay KaHa
TEXHOJIOTUSTIAPABL, KOMIIOHEHTTEPIH, GOpMYIaIapbl, eHTi3y oTe KpiMOaT Gonbit Tabhumaabl. biz GapiblK erkeil GYKiT Iporiecin
KepceTy VIIH MHHOBAISUIBIK Kajamjap Oaca Hasap ay/Japajpl. FBUIBIMH JKalakbl MEH JaMy Ke3eHl KOMOHHAIWSICHI
(dapMareBTUKaIBIK OHEPKACITT MHHOBAIMSIIAP/IBI MOHIH KOPCETE/l.

ABTOpHap/IbIH, aTBIHFAH HATHDKENEPAl KONJaHy, acipece (apMarleBTHKAIBIK OHEPKACIIl, MHHOBAITUS TYCIHITTH KeTUIIPY
GOMBIT TaObIIA bl aBTOPIAPBIH KOPHITHIHABLIAD SKOHOMUKAJIBIK IISH/EP MEeH KoOaHb! fackapy, MEMIIEKETTIK KoHE KEepriliKTi
Gackapy, CTaTUCTHKA OKBITY ITallallaHbLTy Bl MYMKIH.

Hocmynuna 02.07.2015 2.
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