
peeloMe nrraHy ynpaeniHHq plr3]/|KaMn Ang. nirapcbKoro eaco6y

l-lpoAercc (posv tAH F,nA in'ercqift, 50 rtr/2 ttn)

MixHapoAHa HenareHroBaHa Ha3Ba : dexketoprofen

VI.2.1. OrncA eniAemionorii aaxeoproBaHHs

florcaeaHusur,r Ao 3acrocyBaHHfl npoAeKcy e nircyeaHus rocTporo 6onn cepeAHuoi ra eficoroi

iHreHcraHoct y BhnaAKax, Konil nepopanbHe 3acrocyBaHHF npenapary He,qoqinuHe, HanphKrla4t npn

nicrconepaqiilurx 6onsx/ HHpKoBhx ronirax ra 6onto y cnrlui'

Sinu e yHlBepcanbHoro SisiolOriqHon pearqieo opraHist"ty y aiAnoeiAu Ha crLlMynil HaBKotl14LUHboro

cepeAoBl4ula. BiALtyrrq 6onn aenuMr cy6'exrraHe i uoxe cilnbHo eapircearr sr laiN iu4rei4yyuaMil, TaK

i y oAuoro i roro x cy6'erra.3saqnnft BnrHB Ha eapia6enuHiCrs ei4vyrrn 6on}o uarcru rari Qarropr'

flK crarb/ erHiqHa npilHanexHicrb, renernqsi oco6nileocri oprauist'ty, a raKox inui iHAraiAyanbHi

6isiororiqHi oco6nheocri'

3a Aanrur excneprie BOO3, B po3BilHeHnx rpainax 6inu e cnuui npnpieH0erucq Ao nauAeuii i e

cepilosHorrc Me.4hrtHoo Ta cotlianuno-eroHot"tir{Holo npo6neuoo. 3a AaHhMh eniAeUiOlOriqHux

AOCniAXeHb/ ulo npoBoAvtnvtcl e cLllA i rpaiHax 3axiAnoi €eponr, noLurpeHicru 6olto s cnilxi Aocqrae

40-g0 0/o, a ulopiltHa 3axBop|oeaHicru - 5 0/o. flireparypni AaHi Aoseo.ngorb crBepAxyBarh' u-lo

He3anexHo ai4 eircy, 6inu y cnuHr qacrir-ue cnocrepiraerbcn y xiHor s niroM 6onsoehx aiAuyrrie y eiqi

35-45 porcie. Aocli.4xeHse noKa3a.nil, u.lo Y eiqi aia 2O ao 64 poxie ei4 6onHc a cnnHi crpax'4a|ft:b 24 o/o

qonoeirie i 32 0/o xiuor" Heo6xiAno ei4anaunrr, uo 12-26 0/o Afteh i niAnirrie cKapxarbct Ha 6iru e

nonepeKy'

V1,2.2. PesloMe pe3ynbraria nixyeaxxn

BnacniAocniAXeHHculoAoe$errreHocriflpo4ercyHenpoBoAAnVcg'Bcuoro6yrrosHaft4eHo35
AocniA,*eHb .r.toAo eSerrheFtocri AeKcKeronpoSeny (4in.ra peqoBrHa l-lpoaercy) npfi rocrpoMy I

xpouivHo1ly 6onn. B qinouy, y 4OCni4xeHHfix B3tltlt4 yqacrb 6380 naqieHtie,3 nrax 3381 naqieHr

oTpt4MyBaB .qeKcKeTonpoQeH. B nepeeaxHift rilurcocri ailnaArie npenapaTil 3acrqcoByBaflil

nepopanbHo (4249 nallieHtie, s nux2270 orpl,lMyBanH AeKcKeronpo$en; aHyrpiLuHuoM'fi3oBo (a/Ia) ra

aHyrpiurHboBeHHo (e/e) - 2131 naqieHr,3 Htlx 1111 - orpvlMyBanvl AeKcKeronpoQeH)'

y 3 AocniAXeHHffx 3 yqacrp B3B narlieHris (526 orpt4MyBanil reronpoSeu) evtauanv sHe6onrcnuy

ederrreHicrb AeKcKeronpo$eHy B Ao3ax 25 i 50 Nr e/u a6o e/a npr HilpKoBllx KorbKax' Y ecix

AocnlAxeHHffx e Rrcocri KoHTponto He BilKop14croByBann nnaqe6o (nirr-nycryLurr) i aileqatlLl

eSerrreHicrb oAHopa3oaoT Aosl4 nph cepeAHsouy a6o iHreHcilsHol'4y 6onro nporeroM 6 Micqqie'

,lercxeronpoqeu 25 i 50 rqr q/v sa e$exrneuicro ai,qnoeiAaa 4unipony 2000 ur e/u; AercxeronpoQeH

25 i 50 ur e/e - 4ranipoHy zobo rqr e/e; Aercreronpo$en 50 r'ar e/e - reronpo$egy 100 vr e/a'

VI.2.3' HeeiAoni Aani qoqo eQextuenocri nixynannn

Heuae AaHfix uloAo e$ercrileHocri ra 6egnerr 3acrocyBaHHr f'lpo4excy Airsu'

VI.2,4. PesloMe nPo6neu 6esnexn

Bax<nlrei igexrnQiroaani Qaxropvl pu3xKy

Pueux l{o ei4olto 3ano6ixxi3axoAh

llhyrxoeo-
xhu.rxoei

xposorevi

f'lopyLueHHn 3 6oKy rpaBHoro rpaKry

cnocrepiranrcR Hafiqacriue. 9acrnnnr

no6iqHrnnu pearqinmr npr sacrocysaHHi

Pogehrox u.nYHKoBo-K14LtlKoBhx

KpoBoreq MOIKHa 3BeCTh

Ao wtiHiwtywtY 3a PaxYHoK



Prg14x l{o ei4olto 3ano6ixri3axoAh

AeKcKeronpoQeHy € HyAora/ 6noeaHHf,,

6inu e xreoti, npoHoc/ 3anop. Brpasxoea

xaopo6a, KpoBorella a6o nep$opaqis

sycrpivaorucn pi4ro, npore 3ycrplqanHcff

BilnaAKil 3 .nerarbH14M uacniArou.

Pranr B!4Ht4KHeHHtl unyHKoBo-Knulroeoi

rpoeoteui, yrBopeHHc Bilpa3Ku a6o ii
nep$opaqin niAsl4u.lyerscs ai :6iruLreHHtlM

Ao3r4 npenapary, y naqie urie, rrci Marl'1

paHiLue Bilpa3Ky/ oco6lnao, gKUlo BoHa

6yna ycKnaAHeHa KpoBoreqen a6o

nep$opaqielo, a raKox y naqieHrie nirHuoro

eiry.
3asHaqeHmfi QaKroP Pl43tlKY

nepe46avyaanrfi, asoPorurfi nPL

ceoeqacHiil ei4uixi npenapary ra Ha.4auni

uearqHoi AonoMorh.

3acTocyBaHH9 Hailueuuoi

ebercrheHoi Aos14 nPoreroM

gKOMOTa KopoTuoro Llacy,

seo6xiAHoro Anfr noKPauleHHe

cTaHy. ilpenapar cnlA

3acrocoByBarh rinbKn y neploA

rocrporo 6ono - He Aoeule 2-x

Ai6,

Peaxqii
rinepvyrnu-
aocri (aneprivHi
peax4ii), B roMY
qrcni rsxxi
u:xipui peaxqil

flpn sacrocyaauHi l-1po4ercy Moxnilsilfi

po3Br4ToK rfl xKl4x alepriuHt'tx pearqi il.

Pearrlii rinepvyrnneocri - qe nepeA6a'leFli

no6iqni pearqii, ane cniA easuaurrr, u.lo ix

cKraAHo 3nporHo3yBarfi, orpiv naqieHTiB,

cri BXe Maril no6iqHi Peaxqii nPLl

3acrocyBa H n i Aercreron PoQeHY'

noeiAoMnsnocn npo BilnaAKh raKhx rffxKl4x

uripHrx pearqiil eK cl'lHApoM CrieeHca-

,QxoHcona, nph

AeKcKeronpoSeuY.

3acTocyBaHHl

Us peaKqie

po3BhBaerbcc Ha rni nprfiouy npenapary B 
I

repaneBrhr.tuiil 4osi, uae rsxrcrfi nepe6ir' 
I

,{nn Huoro xapaKTepHilh rocrpnil novarorc, 
I

BrpaxeHa 3aranbHa pearqin oprauisuy' 
I

ruBl4AKe nporpecyBaHHff ypaxeHun uripr i

cnr3oBt4x o6onouor, ypaxeHHt eHyrpiulHix

opraHie.
r{acrora BfiHt4KHeHHe cl4HApoMy CrieeHca-

flxoHcoita cKnaAa€ I-2 evtnaArn ua Ninufion

ulopiqHo. BiAor,to 6inuue 200 nirapcurnx

eaco6ia, u1o noe'F3aHi 3 Bl4H14KHeHHsM

noAi6urx pearqifi.

flx npaBilno, qi PeaKqii MhHaorb 6es

HacniArie Anc naLlieHrie i He ctaHoerstu

3arpo3y xt4Tro npr eqacHift eiAr'4iHi

npenapary i Ha4aHifi Me,qhqFlift ,4onoN4ogi,

npore, B AettKl4x BilnaAKax HacniArr

Moxvrb 6yrn Ayxe cepilo3llxf44-,---

fliAehuleHa t{YrnnBlcrb Ao

AeKcKeronpo$eHY, 6Y4u-nroro

iHr.uoro nPenapary 3 rPYnLl

HeCrepotAsttX nPoTl43anaIbH14X

saco6ie a6o Ao AonoM ixH l4x

peqoBhH npenapary.



Pvlenx l{o ei4olto 3ano6ixsi 3axoA14

Ilopytueunn

Qynxqi'f neqixxn
n[ercreronpo$eu y pi4xicHt'tx BhnaAKax

BHKnfiKae nopyuJeHHs SyHrqii neqisrr'
Tqxricrs Llhx nopytueHb eaPioe BiA

He3HaL{Hrx 6ioxit'4iqHrx nopylxeHb Ao

TgxKl4x ypaxeHb neqiHrr.
9r npaBilno/ qi peaKqii M14Haorb 6es

HacniArie 4nn naqienrie i He craHoB.flRTb

3arpo3y xt4Trlc npfi sqacHift ei4uiui

npenapary i naAaHiil ue,4rvHifi AonoMo3i/

npore B AeRKhx BilnaAKax HacniArcn Moxyrb

6yl,r 4yxe cepftoannvr'
HaftqacriLue nopyrxeHHe Qynrqii neqisrr

BrlHilKatorb y naqi€HTIB niTHboro BlKy.

Poserror nopytt.teHb QYHKqll

neqinrh MoxHa 3Becril 'qo
r'riHivyt"ty 3a PaxYHoK

3acrocyBaHHq saftveuuloi

ederrileFtoi Ao3l4 nPoreroM

FKOMOTa KOpOTUOTO qacy'

Heo6xiAsoro Ang' noKPau-leHHt

craHy. flPenaPar cnlA

3acrocoByBaTh TinbKfi y neplo,4

rocrporo 6onn - He ,4oeue 2-x

Ai6.

flopyurexHn

QynxqiT HhpoK

flpr :acrocyeauHi AeKcKeronpoQeHy

Moxnilsilil po3Bt4roK rocrpoT Hrproeoi

HeAocratHocti, niAehulenoro

cevoen4ineunR, Ht4PKoBoro 6ono,

3anafleHHq HilpoK.

3asHaqeHilil Oarrop Pt13l4KY

nepe46avyeauuft, seoPorHnfi n2n

ceoeLtacHiil eiAMiHi npenapary ra Ha4aHui

MeailqHoi AonoMorh.

niA qac nirYaaHuR neo6xi.quo

sa6egneqilrv aAeKBarHe

cnoxilBaHHg Pigvrtn,

3acrocoByBarh nafrueHuY

e$ercrfieHy Ao3Y, He

nepeBhu.lyBaTil peKoMeHAOBaHy

rpneanicru nirYeanHr'

Ba4n po3Bl,lrKy

nnoAa
,Qercreronpo$eH Moxe BnnnBarv Ha

po3Bt4ToK BaA nnoAa/ B ToMy tl14cfli, BaA

cepLlq.

l-lpnaHaveuH e AercxeronPoQeuY

rpoMeraMony Y I ra II rpilMecrpax

earirFrocri Mo)KnilBe rinurn y pasi rpailuuol

Heo6xiAHocri. l-lpra npreHaveuHi

AeKcKeronpoSeHy rpoMeraMony xinrau, rri
nnaHyorb earirnictu, a6o Y I ra II
Tpr4Mecrpax earirnocri cni.q sacrocoByBarll

HafiueHLuy MoxnilBY eQerveHY Ao3Y

nDoTgrOM tlKoMora KopoTl'!oro TepMlHy

nirveaH Hc.

flpoAerc nPorrnoxasaHnfi ,qo

3acrocyBaHHc Y III rPilMecrpl

earirHocri.

Tpneane

3acTocyBaHHf,

Tprear-e 3acrocyBaHHe AeKcKeronpo$eHy

ni4arulye ph314K po3Bl4TKy lx,nyHKoBo-

Kr4urKoBtlx KpoBorell, nopyueHb QyHrqii
neqiHrn, HilPoK Toulo.

flpenapar cniA 3acrocoBYBaril

rinurr y nePio4 rocrporo 6onn -
He AoBUe 2-x ai6'

Baxrnnsi norenqifi ni Saxropn ph3nKy

Pusux [4o eiAolvlo

Kap4ianuui ra
qepe6poeacxynnPui

nopyuJeHHf,

BiAnoeiAHO Ao HaRBHl4x xliHiqHrx ra eni4ennionoriqsnx AaHVx 3acTocyBaHHff

AeflKLIX SHe6onrcea,nbHhx aaco6ia, oco6nNeO y BI4COKI4X AO3aX Ta npoTnfOM

TphBanofo Llacy, MOXe cynpoBoAXyBaTilCF S6inuuleHHntl p1'l314Ky

Br,rH14KHeHHff craHie, cnphr{hHeHhx rponn6oeom aprepifi, HanphKnaA'

iHsapxry rvrioxaPga a6o iHcYnury.



,{aHrx AnA BilKnloqeHHq raKoro pfi314Ky Anfr AeKcKeronpoQeHy

TpoMeraMo.ny HeAOCTarHbo'

Haft qacriue nopyueHHe syHrcqil cepqeBo-cyArHnoi cl4creMil Bt4HLlKalorb y

nauieHrie lirHuoro eirP

Ayxe pi,qKo AeKcreronpoQeH Moxe npilrHiuyearr Qynrqin ricrxoeoro

M03Ky i BhKnHKaTil 3MeHllleHHg rinurcocri LlepBoHl4x' 6inrx rpoe'9H14X

rnirrH i rpoa'lnnx nnacrrHoK nph oi4cyrHocri uryHKoBo-Kuuroeoi

rpoaoreqi.

3HrxexsR emicry
qepBoHhx, 6inux
xairrn xPoei,

xpoe'nxrx
nJlacrhHoK, l4o

nog'Rgaxi 3

nprruiuexHRrvt

Qynxqil xicrxoeoro
M03Ky

Bi4cyrxn iHQoPmaqlc

Pnsnx l{o ei4orno

3acrocynaHHc Airsr'l I-lpenapar He cniA 3acrocoByBaril AirqM ra niAnirxaM Llepe3

eiacvrFricru aaHYlx u.loAo fioro e

vI.2.5. PesloMe saxogie s FriHil'lisaqii pr'raraxie Ans Ko*(Hoi npo6neun 6egnexn

Ha sci niKh, ulo .qosaoneHi Ane MeArltHoro 3acrocyBaHHe' pospo6neni ra 3aTBepAxeHi iHCrpyrcqii Ans

MeAfiLtHOFO 3aCTOCyBaHun. pyrnHui 3axoAfi s t4iFtil'4isaqii prsNrie - Lle 3axoAl4/ u-lo 3acrocoByorbctl A'19

ecix lirapcurchx saco6ie. IHcrpyxrlin AJI9 MeAhLlHoro 3acrocyBaHHe - eaxnnevia incrpyueHr MiHin4ieaqii

pr,rsurie, ocKinbKn ABnAe co6oto roHrponsoeaHrfi i CraH4aprvteoeannil Qopuar iHQoptuyeauun

npaqienrxie 3 Me,4rLlHoto, $apua4eBTrqHolo oceitoto, naLlieHrie u{oAo 3acTocyBaHHfi lirapcuroro

saco6y, uicrrrs iHQopr"rarliro qoAo pl,13l4Kis, a tarox peKoMeHAaqii u-loAo ix MiHiMieauil'

Ann Aasoro nircapcuroro eaco6y He 3annaHoeaHi AoAarroei saxoAl'1 e l4iHivisaqii prauxie'

vI.2.6. flnan nicnqpeecrpaqiiHoro po3BHrry (sannaHoeaxi saxoAl4 y nicnnpeecrpaqiinouy

nepioRi) j
fl poeeAeH Hq nicnl peecrparli il H r'rx Aocl iAxeH u He 3annaHoBaHo'

VI.2.7. 3aeAexa ra6nnqq eMia Ao nnaHy ynpaenixxt pl'l3HKaMH

Bepcin flara Ilpo6neua 6esnern Kouenrap

0.1 16.08.2019 Baxnilei i4eHrnQiroeaHi Qarropr pil3vlKy:

o uJrlHKOsO-riluroeixpoeorevi
r nopluennr $yHrqii neqisxr
o Fopltu€Hnr syHxqii H14poK

r PeaK[ii rinePvYrnreocri, e rouY

vrcni, rnxri uxiPHi Pearqii
r BE,{14 PO3BI4TKY nnoAa

r TPhBO/l€3aCTOCYBaHHq

Baxnil Bi noreH qift Hi Sarcropil pt'tsl'lxy :



Bepcin flara flpo6neua 6eanexYl Kouenrap

. KapAiaauHi ra qepe6poeacrynnpHi

nopyueHHfl
t aHeMit, HefirPoneHin,

rpou6otlrroneHil, ulo noe'sgaHi 3

nprrHiveHHnrq SyHrqii rictroeoro
M03Ky

HeeiAoMa iHQoPuaqin:
r 3OCTOCYBaHH'I 4irru

1.0 L7.06.2024 IH$opMaqic uloAo

nepeniry BaxflilBl4x

npo6nela 6esnerr
3anilua€Tbcq

aKryanbHoto. llePenir
BaxnrBilx Prsrrie
eiAnoeiAae eePciI 0.1'


