KNMHUYECKAS ®APMAKOJIOTUS

THE CLINICAL AND LABORATORY EVALUATION OF
THE ORIGINAL AND GENERIC FORMS OF CLOPIDOREL

The purpose: To study the therapeutic effect (efficacy,
safety and tolerability) of the generic drugs clopidogrel
compared with the original in patients with the high risk of the
cardiovascular complications.

Material and Methods: 10 patients were included in the
group receiving in addition to the basic treatment of the coronary
artery disease (including the transferred PCI during the last year
and the high coronary risk factors) dual antiplatelet therapy: the
generic clopidogrel (Kvoreks, Santo, Kazakhstan) 75 mg per
day plus aspirin 75 mg per day; 10 patients received the similar
basic therapy of CHD+ dual antiplatelet therapy, including the
original clopidogrel (Plavix, Sanofi, France) [15]. The previous
dual antiplatelet therapy was given to 6 patients from group 1
and to 5 patients in the second groups, all of them took hold
the period for 7 days [15]. After that, on the background of the
continuing basic therapy was added the dual antiplatelet therapy
in the above doses for the groups 1 and 2, respectively.

Results: The main parameter in this study is the platelet
aggregation activity — expressed and equally decreased after
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the first week of the treatment in each group (the figure 1). The
growth rate of the light transmission indicator after the load ADP
of the patients blood in the group 1 was 24,9 + 7,8% (initially 52,7
1 7,2%; p>0.05), and for the group 2 was 25,6 + 6,0 % (initially
50,7 £ 5,3%; p> 0.05). It should be noted that two patients in
the group 2 haven'’t been recorded the aggregation reducing
after 1 month of the treatment. In the group 1 one patient did
not respond in the decrease of the level of the aggregation at
the reception of the dual antiplatelet therapy. The study did not
reveal no any one side effect associated with taking the drug for
both groups. It should be noted that in the control of common
blood test did not showed the decrease in the number of the
platelets, and from the plasma system according coagulation
hemostasis there was not changes.

Conclusions: The generic analogue clopidogrel upon the
studied parameters was not inferior to the original and was not
significantly increased the number of the side effects. Thus,
the drug Kvoreks can be recommended for the therapy of the
stable course of CHD.

Key words: acute coronary syndrome, clopidogrel,
antiplatelet efficacy, dual antiplatelet therapy.

OIIBIT IPUMEHEHUSA ITPEITAPATA KJIACT 10 IIPU JIEYHEHUU

BPOHXUAJBHOM ACTMBbI

B ctarbe npeaoctassieH 0630p npumeHeHus npenapara Knact 10 (MoHTenykacT) u3 rpynrisi 6710KaTopPOB /1IeKOTPUEHO-
BbIX PELIENTOPOB B JIeYeHUN BPOHXMaIbHOV acTMbl. OTMedYeHa Bbicokasi 3¢ eKTUBHOCTb rpenapara rnpu ae4eHuy 60J1bHbIX

n xXopotLuas rnepeHoCuMoOCTb.

KmodeBble cnoBa: 6poHxuasibHas actma, agp¢dektnBHocTs, Knact 10.

acnpoCTPaHEeHHOCTb BPOHXNANbHOM aCTMbl NPUOG-
P peTaeT Bce 60sblUne MacluTadbl Kak B MUpe, Tak 1

B Hawlen cTpaHe. [laHHasa npobsiemMa CTaHOBUTCS He
TONbKO CYry60o MeaMLMHCKOM, HO 1 coumanbHon. OcobeHHo
OCTPO CTOUT BONPOC TEPanmm AaHHOro PacCTPONCTBA, Tak Kak
Nle4yeHmne ABNSETCS 4OCTATOYHO COXHbBIM U ManoaddeKTmB-
HbiM [1]. MoaTomy Mbl cpeav 6onbLIoro Beibopa npenapaTos,
ocTaHoBUAKCh Ha npenapate Knact 10, 3apekoMeH0BaBLLEM
cebs Kak apPEKTUBHOE CPEACTBO B KYNMPOBaHUM NPUCTYMNOB
OPOHXNANBHON aCTMbI.

Llenb nccnepoBanna — naydeHne apheKTMBHOCTU Npe-
napata Knact 10 npu nedeHnn 6poHxXmnanbHOM acTMbl.

3apayum nccnenoBaHus — ndyyuntb addEKTUBHOCTL Tepa-
nuu npenapartom Knact 10.

MaTtepuan u meToabl

KnnHunyeckoe ncnonb3oBaHue npenapara Knact nokasa-
J10 ero BbICOKYK 3P DEKTUBHOCTb B KOMIMJIEKCHOM Tepanuu
BpOoHXMANBHOM acTMbl. ADDEKTUBHOCTL AHHOI O Npenapara
nposiBunacb rnaBHbIM 06pPa3oM B YMEHbLUEHUN YACTOThI
NPUCTYNOB yayLwbd. AnvtenbHell npuem npenapata Knact
He okasblBan Kakoro-nmbo CyLlecTBEHHOrO NOOOYHOro 3dh-
dekTa Kak Ha COMaTUYeCKoe, Tak 1 MCUXNYECKOE COCTOHNE
NauneHToB.

B kauecTBe nccnenoBaHus 6bi1 BeibpaH npenapat Knacr,
Npon3BoaNMbI papmaLeBTnieckor komnaHuein AO «<Hoben
AnmaTuHckas @apmauestuyeckas @abpuka» B Tabnetkax
no 5 mr n 10 mMr, cogepxalunii akTMBHOE BELLECTBO — HATPUSA
MOHTENYKacT, COOTBETCTBEHHO 5,2 mr n 10,4 mMr.

B Pecnybnuke KasaxctaH AaHHbIl npenapart ToJIbko Ha-
Yyan NpMMeHATLCA B Tepanum 6poHXuanbLHoM actMbl. OfHAKO
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MMeoLLMECH HABMIOAEHMS YXKE YETKO MOKa3bIBaloT AOCTATOY-
HO BbICOKYIO ero 3d@eKTUBHOCTb HAa CaMblX Pa3HbIX 3Tanax
pa3BuTua 3abonesaHusa. Ona kKnnHMYeckon anpobauunmn
npenapata Knact Mcnosnb3oBancs MeETOA, OTKPLITOrO CPaBHM-
TeNIbHOIr0 UCCeoBaHNS ero KNMHMYecKomn apdeKTUBHOCTH.
MccnenoBaHne NpoBOAMIOCH B CTALMOHAPHBIX YCNOBUAX HA
npoTsXXeHnn 2 mecsiues. TepaneBTudeckas apPeKTMBHOCTb
1 6e30NacHOCTb NpenapaTa OUeHUBaNUCh NpPu NMOMOLLA
KIMHUYECKMX N NabopaToOpHbIX METOA0B UCCNELOBAHNSA Ha
MOMEHT Ha4yana tepannn, Ha cepegunHy N KoHel, Tepanunn.
I'IonyquHble pe3ynbTaTthbl OULEHNBANINCb CTATUCTUYECKN.
KnuHnyeckoe nccnegoBaHue NpoBOAMIOCHL NpU ydacTum 47
nauneHToB ¢ aMarHo3om cornacHo MKB-10 «J 45.0 Actma ¢
npeobnagaHveM anneprnieckoro KOMNoHeHTa», pa3neneH-
HbIX Ha KOHTPOJIbHYIO M OCHOBHYIO rpynnbl. Bce naumeHThb
Ha MOMEHT nccnegoBaHmd 6binn O6CJ'I€)J,OBaHbI Y3KUMUn
cneumanucTamu, Takke Obinn NpomsBeneHsbl CTaHAAPTHbIE
nabopaTopHble nccnengoBaHus.

B nccnepoBaHum ydactBoBasno 35 xeHwmH (74,5%) n 12
MY>XUUH (25,53%). MpoponxmntenbHocTb 601e3HU MeHee 5
net 6bina 3apernctpmpoBaHay 34% 6onbHbIX, 6onee 10 net
—y 76% obcnenyembix. Hanbonbluee 4Mcno 60nbHbIX CO-
CTaBUAM NaUMeHTbl TpyaocnocobHoro Bo3pacTa 20-50 net
(53%), neHcuoHepbl —47%. 25 yenosek (53,2%) nonyyanu
Knact 10, 22 yenoBeka (46,8%) — ctaHgapTHYIO Tepanuio
OpoHXnanbHOM acTMbl (MHransauum 6epoagyanom (Mnpa-
Tponun 6pomua + deHoTepona rmapodbpomug) 200 Mkr ¢
KMcnopoaom + 6ekna3oH (6eknomeTazoHa AUNPONMOHAT)
250 mkr. KpaTHoCTb f03 NpenapaToB B CyTKK noabupanachb
nMHonBnayasibHO, B COOTBETCTBUN C TAXECTbIO OCHOBHOWM

MEOWNUWMHA, Ne11, 2013



natonorun. Cxema npmema Knacta 10 nogpasymesana
OJHOKpPaTHbLIV NpuemM oaHOol TabneTkn Ha HOYb B TEYEHUE
2 MmecsueB. pu 3TOM OUEeHMBaNMCh cleayolme nokasa-
Tenun: NMNCB (nnkoBas ckopocTb GOPCUPOBAHHOIO BbloOXa),
MakcuManbHas 06beMHasi CKOpoCTb Bbiaoxa B % (MOC, %),
o6beM popmMMpOBAHHOIO Bblgoxa 3a 1 cekyHay, YacTtoTa
ObIXxaTeNbHbIX ABUXEHUN, apTepnanbHOe AaBfiEHNE 1 Ya-
CTOTa CEePAEYHbIX COKPALLLEHWI, a TakXe 4acToTa AHEBHbIX
M HOYHbIX MPUCTYNOB yAyLbS B AMHAMUKE.

HacTtosiwee nccnegosaHne onmpanoch Ha UMeIOLLYIOCS
noTpebHOCTb B 9P DEKTUBHOW Tepannum 6poHXManbHON
acTMbl Kak B MUpe, Tak 1 B Hawen cTtpaHe. B xoaoe unc-
CnefoBaHNs HaM yaanoCb PEWNTb NOCTABEHHbIE LLEeNn
1 3agaym. AHanm3 NoJIyYeHHbIX AaHHbIX MO3BOJINA HaM
coenatb BbIBOAbI

K MOMEHTY OKOHYaHUS NCCNeaoBaHNS yaydLleHne oT-
MeTunn 20 4enoBeK N3 OCHOBHOM rpynnbl 1 15 yenosek 13
KOHTPOJIbHOM rpynnbl. OueHnBas obulyio 6e30MNacHOCTb,
OblJI0O OTMEYEHO, 4TO 79% OGonbHbIX, NoayyaBlwnx Knact
10, Bbickazanucb 06 OTCYTCTBUUN KakKnx-nmbo noboYHbIX
adPekToB, CBSA3aHHbIX C NpMeMoM npenapara. NonesHocTb
neyenusa npu npneme Knact 10 6bi1a 4OCTOBEPHO Bbille,
4yeM Npu NpuemMe Apyrux npenapatos. MNpoueHT Hebnaro-
npuaTHbIX peakuuin coctaBmn 11,7% n 18,8% B rpynnax,
npuHumMmaBwmx Knact 10 n anb6yTepom, COOTBETCTBEHHO.
Haunbonee yacTo oTMeyanacb COHAMBOCTb Y 7 MaUMEHTOB,
npuHumaswmnx Knact 10, n y 15 yenoBek, NpMHUMaBLLNX
ansbyTepom. Kakmx-nmbo Apyrmx CyLLecTBEHHbIX MOBOYHbIX
peakumn He OTMEYEHO.

Ha oCcHOBaHMM faHHbIX UCCnefoBaHUN MOXHO NPUATK K
BblBOAY, 4TO Knact 10 noTeHumnansHo addekTneHee 1 6onee
OonpaBAaH Ans NPYMEHEHNs B COCTaBe KOMMIEKCHOM Tepannn
OpPOHXMaNbHOWM aCcTMbIl, YEM APYrMe npenaparbl.

CMUCOK JINTEPATYPbI
1 Global Initiative for Asthma. Workshop Report, 2006.
http://www.ginasthma.com/
2 Reiss TF, Chervinsky P, Dockhorn RJ, Shingo S,
Seidenberg B, Edwards .... Arch Intern Med. 1998 Jun 8;
158(11):1213-20

T¥XbIPbIM
X.M. OPA3SAITUHA
Cewmell KanachbiHbIH Xedesl MeduyuHarbIK
XopOem aypyxaHachbl

VIIK 615.281(574)
O.II IIETPUIIIEBA
Topoockas nonuxaunuxa Nel, e. Ilemponasnosck

KNMHUYECKAR ®APMAKOJIOIUA

BPOHXUANBbAbI OEMIKNEHIH EMAOEY KE3IHOETI
KNACT OSPICIHIH KONOAHbBbIY TOXIPUBECI

AnblHfFaH mManimeTTep capanTtamachl 6i3re MblHaH-
Aai KopbITbIHAbI Xacayfa MyMKiHOik Gepegi: 3epTTey
TOKTaTablflfaH Keageri HaTuxe OoWblHLWIA, Heri3ri TonTaH
20 apaMHbIH, an 6akbinay TobbliHaH 15 agamMHbIH Xafaanbl
Xakcapbingbl. XKannsl Kayincisgikti 6aranan otbipbin, 6i3re
Oenrini 6onfaHbl MbiHaHAan xargan: Knact 10 npenapaTtbiH
kabblngaraH HaykacTapAblH, iWiHeH 79 nanbi3bl NpenapaTTbiH,
Kep» acepi 6onmaraHbiH atan eTTi. Knact 10 npenpartbiH
kabbingaraH kesgeri eMHiH nanganbl kacuettepi 6acka
npenapaTtTapMeH canbiCTbIpFfaH Kesfe KofFapfbl OopbiHAAp-
OaH KepiHai. XafbIMcbi3 acepnepre KeneTiH 6oncak, OHbIH
iwiHgeri 11,7 nanbi3bl xaHe 18,8 nambi3bl Knact 10 xsHe
anbLbyTepom KabbinaaraH ToGbIHAH OpbIH angpl. 7 HaykacTaH
OalikaraHbIMbI3 YAKbILWLIALIK 9cepi bongbl, an 6ackaga kepi
acepnep barikanmagbl.

OcblHoan ManimeTTepre cymeHe oTblpa, MblHaH4amn
KOpbITbIHAbIFA kKenyre 6onaapbl: OpoHxmanbabl acTMa 6onbIHLWA
ambuban TepanusicbiHaa emaik KacueTiMeH XXofapbl OpblHAAP-
OaH kepiHreH npenapart — on Knact 10 npenaparbl.

Hezizzi ce30ep: demikne (6poHxuansObiKk acmma), muim-
oinik, Knacm.

SUMMARY
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EXPERIENCE WITH THE DRUG 10 CLAST THE
TREATMENT OF BRONCHIAL ASTHMA

The analysis of the information allowed us to conclude that
by the end of the study reported improvement in 20 out of the
main group and 15 in the control group. Assessing the overall
security, it was noted that 79% of patients receiving Clast 10
expressed that there are no problems associated with taking
the drug. Usefulness of treatment when receiving Clast 10
was significantly higher than when taking other medications.
Percentage of adverse reactions was 11.7% and 18.8% in the
groups treated with Clast 10 and albuterom respectively. The
most frequently reported sleepiness in 7 patients who received
Clast 10 and 15 people who took albuterom. No other significant
adverse reactions were observed.

Based on these studies, it can be concluded that the Clast
10 potentially more effective and more justified in the complex
treatment of bronchial asthma than other drugs.

Key words: asthma, efficacy, Clast.

BbIEOP AHTUBAKTEPUAJIBHOM TEPAITMU B IPAKTHUKE

YYACTKOBOI'O BPAYA

B ctatbe npegoctassieH 0630p 0 npumMeHeHun npenapara Meraceg (uedypokcum) na rpynbi LedanocrnopuHoB 2-ro
OKOJIEHWS B IeHEHNN 6aKkTepmasibHbIX MHPEKLINI OpraHOB AblIXaHWs y NaLneHTOB MoxXmioro Bo3pacta. OTMeyYeHa Bbicokasi
3 PEKTUBHOCTL npernapara rnpu 1e4eHmnmy 60J1bHbIX M XOpoLLasi NepeHOCUMOCTb.

KmoueBbie cnoBa: Merace, LeganocropuvH, aMnupuydeckas Teparnmsi, SKOHOMUYHOCTb, CTyrieH4arasi Teparusi.

0OKa3aH1M NEPBUYHON MEOVKO-CAHUTAPHOW MOMOLLA

B HaceneHuio 605bLIOE 3HAYEHVE UMEET NPOBEAEHNE

CTauMoHapoB Ha A0MY. OTO OCTYMHO, 9KOHOMUYE-

CKW BbIrOOHO U y,D,06HO, 0CO06EeHHO ANd NOXUnbiX mo,u,e|7|, Tak
KaK MpoBOAUNTCHA B AOMALUHNX YCNOBUAX.

CornacHo MexayHapOoAHbIM 1 HaUMOHaNbHbIM PEKOMEH -
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Jauusam, 4ns 3MNUpUYeckon Tepanum 6akTepuanbHbIX UH-
dekuuin apixaTeNbHbIX NyTen cnenyeT NPUMEHSTL TPY FPYIb
aHTMbakKTepuanbHbIX NpenapaTos: b-nakTamMbl, Makponuabl 1
HOTOPXMHONOHBI. PagzymMHOE NpuMeHeHne aTux npenapaTos
no3BondeT 3aMe/INTb TEMMbl POCTA PE3UCTEHTHOCTU BO3-
OyouTens K aHTMObUOTMKaM.
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