
Peelolre nnaHy ynpaaninHq pn3nKaMn Hnf, nixapcbKoro eaco$y

flpoAer<c Caue (l-pa HYnn AfiF opanbHoro po3LlhHy no 25 n,tr)

MixHapoAHa HenareHroBaHa Ha3Ba : Dexketoprofen

VI.2.1. OrnqA eniAemionorii aaxeoproBaHHs

flora3aHHsr"lh Ao 3acrocyBaHHs l-lpo4ercy Caue e cHMnroMarhvHe niryeauHc 6onlo eiA nerrcoro Ao

nouipHoro cryneHq/ HanpilKnaA, n,l'q3oeo-crenetuwh 6inu, 6onicHi uencrpyarlii, sy6urfi 6ilu'

6ilu e yuieepcanuHorrc $ieionoriqHon pearqieo opraHisuy y eiAnoeiAs Ha crhMynil HaBKoniluHboro

cepeAoBqula, llouyrrn 6on19 BenbM14 cy6'errmeHe iuoxe.Aocl4Tb cfinbHo eapioearn fiK vix

iH,4l4BiAyyMaMLl, raK iy o4Horo iroro N cy6'erra.3saqnril BnflilB Ha aapia6enuHictu eiA.iyrrq 6onto

Maorb rari earroph, qK crarb, erHivHa npfiHanexHicru, TeuetnqHi oco6rileocri opraHisMy, a raKox

i H uri iH.qh eiAyan un i $isionoriuHi oco6n neocri,

3a Aaurr-lu ercneprie BOO3, B po3BilHeHrx rpaiuax 6ins e cnnui nprpieHoetucq Ao naHAeN4ii i e

cep1403Horo MeAilqHolo ra coqiaruuo-erouorqiquoo npo6neuolc. 3a F,aHnMV eni.4er'4iororiqHrx

AocniAxesu, ulo npoBo, vnvcfl e CLilA i rpaiHax 3axiAHoi €sponu, nourpeuicru,4auoi narolorii Aocffra€

40-Bo 7o, a ulopiqHa 3axBopneaHicrs - 5 o/o. IireparypHi AaHi AoSaOrfl}orb crBepAxyBarh' Llio

He3anexHo ei4 eiry, 6inu y cnrHi qacriue cnocrepira€rbcq y xinox s niror'4 6onsoerx ei4uyrrie y eiql

35-45 porie. AocniAxesue noKa3anil, ulo y eiqi eia 20 ao 64 porie ei4 6orto e tnrui crpar64antd 24 o/o

qonoeirie i 32 o/o xinorc. Heo6xiAHo ai4sHavrrr, Uo t2-26 o/o Aireh i ni4nirrie cKapxarbcs Ha 6inu e

nonepeKy.

V[,2.2. PesloMe pe3yfl brarie ni xyeaxnn

flpoAerc Caule gacrocoByerbcq Ans crMnroMarr4qHoTo liryaanun 6onn neKoro ra nouipHoro cryneHff'

Bracni Aocli.4xeuHff u-loAo e@errreHocri flpo4ercy Caule se npoBoAfinhce'

y cncreMarilLrHoMy ornn4i ulo4o 3acrocyBaHHq AeKcKeronpoQeHy e rniuiqHifi npaxrrqi 6ynttt

y3ararbHeHi pesynurarra 35 AocliAxeHb B pisulrx rnisiqnrx o6nacrsx' [ocli4xeHHn 6ynw npoBeAeHi y

6 3g0 naLlieurie,3 eKt4x 3180 orpr4MyBanLr AeKcKeronpoQeH (aioqa peqoBfiHa flpo4excy Caue). V

6inuu:ocri ,qocliAxeHu naqieHrr orpr4MyBanr .qeKcKeronpo$eH nepopanbHo' Maftxe eci .qocri.qxeHliq

6yrn npncanveHi roporKocrpoKoBoMy Kypcy nprailoruy npenapary B rocrpy $asy 4nn sHe6onHleaFlHs' V

6ilsuocri AocniANeHu eiAspaqeHilil crarr,rcrhtrHo 4ocroeipHnft eilcoxl4il 6onesacnoriilnvevil eQercr

AeKcKeron PoQeHY '

VI.2.3. HeeiAorqi Aaxi uloAo eQexrnenocri nixyeanxn

Heuae AaHilx u.loAo eQerrreHocri ra 6esneril

roAyBaHHs rpyAAto.

VL.2.4" PesrcMe nPo6neu 6esnexY

3acrocyBaHHq flpo4excy Caule 4irnv, y neplo.4

Baxnl,tei iAenrr$ixoeaxi $axropn pH314Ky

Pugux l{o oi4oruo 3ano6ixHi 3axoAh

llJnynxoao-
xhuixoei
xpoaoreui

l-lopyLueHHn s 6oxy rpaBHoro rpaKry

cnocrepiraarcn Hailqacriule. t{acrrmr

no6iqHnmr peaxqinnnr npLl aacrocyeaHHi

AeKcKeronpoQeHy e HyAora, 6nneaHHn, 6inu

e xhsoti, npoHoc, 3anoP. BrPaexoea

xaopo6a, KpoBoreqa a6o nePQoPaqin

Poggrrox u,nyHKoBo-K14LllKoBl4x

KpoBoreq MolKHa 3BeCTh AO

nniHinnymy 3a PaxYHoK

3acrocyBaHHR HailnneHuLoi

eSexrreHoi Ao314 nPorRroM

RKOMOTa Koporuoro qacy,



Pnsnx L{o eigorvro 3ano6ixni3axoAh

sycrpiuarcrucn pigxo, npore 3ycrpiqanhcfl

BhnaAKfi 3 neTarbH14M HacnlAKoM.

Pfis14x B14HhKHeHHq unyHKoBo-KHuJroeoi

rpoaorevi, yrBopeHHe Bhpa3Kfi a6o ii
nep$opaqiq ni,qeilulyerucq ei s6ins[JeHHeM

,4o3r,t npenapary, y naqieHrie, qri Manr

paHiure BIpa3Ky, oco6nneo, 9KU]o BoHa

6yna ycKnaAHeHa KpoBoreqelc a6o

nepQoparlieo, a raKox y naqieHrie nirHuoro

eiry.
3asHa.reHhfi $arrop ptA3vRY

nepeg6a,ryeanrfi, seoporHrfi nPfi

ceoe.{acHift ai4r',rini npenapary ra Ha.4aHHi

uenrqHoi aonoMorH.

Heo6xi4uoro F,ne noKpauleHHq

craHy. t-lpo noffBy 6y4u-nroro

4rcrovQopry y .qinnuqi xreota,
oco6rrao Ha noqarKy nirYeaHHR,

ueo6xiAso noei4oturrn lixapn.

PeaxqiT

ri ne pvyrnreocri
(ane priv n i

peaxqii), B roMy
qncni rnxxi
urxipxi peaxqiT

l-lpr sacrocyeanHi flpo4ercy Caue

Moxnuehil po3BttroK TqxK14x anepriLlHl,lx

pea rqi ft.

Pearqii rinepuyrnraocri - qe

nepe46auyaani no6iqui pearqii, ane cniA

3a3HaqilTfi/ uto ix cK.naAHo 3nporHo3yBarh/

orpiv naqieHrie, qri BXe Manv no6illHi

pearqii npil

AeKcKeron po$eHy.

floei4ounnnocff npo BHnaAKil TaKhx rflxKl4x

LuripHrx peaxqifi, qK chH.qpou CrieeHca-

,fxolrcoHa, npv

AeKcKeron po$eHy,
3acTocyBaHHl

Us peaKqit

po3BilBaerbcc Ha tri nprilouy npenapary B

TepaneBThrrnifi .qosi, Mae rqxrhil nepe6ir,

flnr nuoro xapaKTepHilk roctpvtil no..iaroK,

BHpaxeHa 3aFarbHa pearrlis opraniauy,

uBr4AKe nporpecyBaHHe ypaxeHnn uripr i

cnr3oBr4x o6onoHor, ypaxeHHq eHyrpiuluix

ooraHie.
gacrora BilH14KHeHHs c14HApoMy CrieeFlca-

AxoncoHA cKnaAae I-2 ewnaAru sa uinufion

u-1opiuHo. BiAouo 6ilsue 200 rirapcuxttx
saco6ie, u,lo noe'sgaHi 3 B14HttKHeHHnM

noAi6Hnx pearqift,

.9r npaerno, se tsxt<i aleprivui pearqii

MhHarcTb 6ee nacniAxie Ans naqieHrie i He

craHoBrlrb 3arpo3y xt4TTto npr eqacHifi

eiAMir-ri npenapary i saAaHiil Me.4r.{Hifr

AonoMo3i, npore B AeflKhx Bilna.qKax

uacriarr Moxyrb 6yru Ayxe cepfiosHt4lar.

3acTocyBaHHi

fliAsNu{eHa qyrnilBicrb ,4o

,4eKcKeronpoSeuy, 6y4u-nxoro

iHuoro npenapary 3 rpynh

necrepo14Hrx npoTl43anarbH14x

saco6ie a6o Ao Aonovixnrx
peqoBilH npenapary,

llopyurexHn

$ynxqiT neqinxr
,!ercreronpoQeH y pi4xicuux BilnaAKax

BhKrilKa€ nopyureHHc $ysrqii neqiHrcr,

Tsxricru qhx nopylxeHb aaPioe BiA

He3HaqHilx 6ioxitqiqsnx nopyueHb ,4o

TsxKr4x vDaxeHb neqiHxt4.

Pogeilror nopylueHb QyHrqii
neqiHrr MoxHa 3BecrLl .qo

r"riHiruyr'ly 3a paxyHoK

3acrocyBaHHc Haftuenuoi

ederrfieHoi ao3t4 nporttroM



Pugnx l{o ei4oruo 3ano6ixHi3axoAh

lr npaBhno qi pearqii MfiHalorb 6es

Hacni.qrie Anc naLlieHrie i He craHoencru

3arpo3y xl4rrlo npil eqacHifi eiAmisi

npenapary i HaAaHifi ueArqHifi 4onoruosi,

npore B AerrKr4x BhnaAKax sacniAxu Moxyrb

6yrr 4yxe cepfiosHnvu.

Hafiqacriu:e nopyueHHt $yHrqii neqiurn

Bl4HhKaorb y nauieHris nirHuoro siry.

ffKOMOra Koporuoro Llacy,

neo6xi,qHoro Ans noKpauleHHg

craHy. flpenapar cniA

3acrocoByBarr rinurn y nepioA

rocrporo 6onp - He Aoeue 2-x

Ai6.

flopyureHxn

0yxxrtii H14poK

flpr sacrocyaaHHi l-lpo4ercy CaLue

rqoxnhailil po3Br4roK rocrpoi Hrproaoi
uenqoctatuocri, niABl4uleHoro

ceuoer4ineHuR, Ht4pKoBoro 6onb,
3ana.fleHH9 Ht4poK.

3asHaqeFrhfi Saxrop pt43v1Ky

nepe46auyeaHril, saoporuril npv

ceoeqacHifi eiAl4iHi npenapary ra ua.4aHsi

r'rerrqHo[.aonoMorh.

flia qac niryeannr ueo6xi,qno

sa6esneqhrv aAeKBarHe

cnoxilBaHHn piauuvt,

3acrocoByBaril uafiveHuy

e$errneHy Ao3y, He

nepeBfiu-lyBaTH peKoMeH.qoBaHy

rpreanicru rirynanun.

Ba,qr possrrxy
nnoAa

,QercreronpoQeH Moxe Bnnnlarv Ha

po3Br4ToK BaA nroAa, B ToMy qucli BaA

cepqe.

flprsuaqeuHe AeKcKeronpoQeHy

rpoMeraMony y I ra II rpilMecrpax

earirHocri MoxrfiBe tinsru y paei xpafiHuoi

ueo6xiAnocri. l-lpr nPnsHaveHHi

AeKCKerOnpoQeHy rpoMeraMony xlHKaM, 9Kl

nraHyprb earirHicru, a6o y I ra II
rphMecrpax earirHocri cni4 sacrocoByBarh

Hafiuenury MoxnrBy eSerrrany Ao3y

npoTrroM fiKoMora KopoTuoro TepMlHy

ni rveaH Hs.

llpoAercc Caue nporrnorcagaHril

Ao 3acrocyBaHHfl y III rpnvecrPi
earirFrocri.

Tpreane
3acTocyBaHHR

Tpreane 3acrocyBaHHs AeKcKeronpoQeHy

ni,qanulye ph3t4K po3Bl4TKy lunyHKoBo-

KLr.r.rKoBhx KpoBoreL{, nopyueHb 0yHrqii
neL{iHrh, Hr4poK Tou,lo.

[1po4ercc Caue ne nepe46aveuril

Anfl rphBanoi repanii; nixyeaHur
noBrHHo o6Mexyaarficq
nepioaor"t, noKil e cilMnroM14.

Bax<nnei norenuifini Qaxropn pn3,rKy

Pueux l{o ei4olro

Kap4ianuxira
r4epe6poeacxynnpxi

nopyueHHfl

BiAnoei,qHo Ao HaffBHt4x rcniniqgrx ra eniAeMionorillHl4x AaHilx,

3acrocyBaHHg AegKhx 3He6onoBafluuux saco6ie, oco6nheo y B14coK14x

.qo3ax ra npoTtroM TpilBanoro Llacy/ Moxe cynpoBoAxyBartlcq

s6inuueF{HcM pr43hKy Bt4Ht4KHeHHtt ctaHie, cnphLlhHeHilx rpov6o:or-l

aprepifi, HanphKraA/ inQaprry Niorapga a6o incylury. AaHrx Anfr

B14K.nnlreHHq raKoro pl43l/Ky An+ AeKCKerOnpo$euy rpoMeraMo/ly

HeAOCTaTHbO.

Ha ilqacriu:e nopyueH Hff QyHxtqii cepqeBo-cy4r H uoT chcreMh Bl,1 H H Ka torb y

naqieHrie nirHuoro aixy,



Pueux l{o ei4otvto

3grXeXUg er,,niCry

uepoourx,6iarx
xairrs xpoei,
xpoB'nxnx
nnacThHoK, l4o
noe'n3aHi 3

nprrxiveuunnn

Qyxxqil xicrxoeoro
MO3Ky

flyxe pi4ro 4ercxeronpo$eH Moxe nprrniuyearr SyHrqin ricrroeoro
M03Ky i aNrcrhrath 3MeH[ueHHs rinurcocri LtepBoH]4x, 6inwx KpoB'qHrx

xnirrH i rpoe'Rnnx nracrilHoK npv ei4cyrHocri uryHKoBo-Kt4ulKoBoi

rpoeorevi.

Bigcyrxn iuSopuaqin

Pusux ll{o ei4orvro

3acrocyeaaxc AircFl npenapar He cni,4 3acrocoByBarfi AIrqM ra
eiacvrHicru aaHilx uroao iloro edexrilsHocri ra

ni,qnirrav qepe3

6egnercu.

3acrocyeanun y nepio4
roAyBaHHe rpyAAlo

,Qanrx npo npoHr4KHeHHq AeKcKeronpoQeHy y rpyAHe MoIoKo

HeMa€, llpoAerc Caue nporrnoragauni niA qac roAyBaHHe

TDVTIIIO.

VI.2.5. PesloMe eaxogie s MixiMieaqii preraxie Arn KoxHoi npo6neun 6egnexr

Ha eci nirr, u.lo AoseoneHi ,qnfl MeAhLrHoro 3acrocyBaHHff, pospo6neHi ra 3arBep,4xeHi iHcrpyrLlii Ans

Me.qilL{Horo 3acrocyBaHHr. PyrruHi 3axoA14 a MiHiMisaLlii pnsnrie - qe 3axoAt4, ulo 3acrocoBytorbcq Artl
acix nirapcsrilx saco6ie. Incrpyxqin Anq Me.qilqHoro 3acrocyBaHHe - aaxnneufr iHcrpyueHr NiHiMisaLlii

pr:rria, ocxilurr ABnAe co6oro ronrponuoaaurfi i crau4aprusoeaunfi $opuar iHQopvyeaHHn

npaqieHhrie 3 MeAHqHorc, SapuaqeBThr{Ho}o oceiroto, naLlieHrie uJoAo 3acrocyBaHHe niKapcbKoro

aaco6y, uicrnru inQopuaqiro qoAo pr43r4Kie, a rarox peKoMeH,4aqii uloao ix MiHiMisaqil.

Ans .4anoro lirapcuroro saco6y He 3annaHoeaHi AoAarxoei saxoAr4 s 14iFrir4isaqii pnsrrie.

VI.2.6. Ilnax nicngpeecrpaqiiHoro po3Bl4rry (sannaxoeaxi saxo4n y nicn;peecrpaqifinouy
nepiorii)

I poee,qeH Hq n icnn peecrparli fi n r,rx Aocn i,qxeu u He 3a n.naHoBaHo,

VI.2.7.. 3eeAexa ra6nnqs grqin Ao nnaHy ynpaenixxq pn3xKaMH

Bepcin flara l-lpo6neua 6egnern Kouearap

0.1 26.09.2023 Baxnuei i4eHrnQirosani pnsrrcr :

e [lJr]HKOeO-rilUrroei rpoeorevi
. nopyueHHn QYnrqii neqiHrr
. nopyureHHn Syurqii urpor
o peaK{ii rinepvyrnneocri, a rot"ty

uvlcni, rrxri uripHi pearcqil

. BaAn po3Br/TKy nnoAa

o Tpl,lBa'le3aCTOCyBaHHtl

Baxnfi ei noreuqifi si p.43v1K.4i

. rap,qianuni ra
ueoe6ooeacrvrspsi noDVtt.leHHtt



Bepcin flara flpo6neua 6esnexvl Komexrap

. aHeMiF, neilrponeHia,

rpou6oqnroneuiR, u{o nog'qgaHi

3 nphrHiqeHHcM QYHrLlii

rictroeoro Mo3KY

Baxn14aa ai4cyrnn iHSopNaqin :

r 3acroCYeasss .Airgu
r 3OCTOCYBAHH9 Y NCP|OA

TOAVBAHH9 TPVAA}O

0.2 t8.L2.2023 OHoenHeHo Ao,qarox 2 Y

3'Bt3Ky 3

AOOnpaqloBaHHeM

incrpyrcqil Anfr

MeAilLtHOTO

3acrocyBaHHq.


