
VI.2 EJieMeHTH pe3IOMe JJ,JIH rpoMaJJ,ChI\'.OCTi

VI.2.1 OrJIHJJ, eniJJ,eMioJiorii' 3axBop10BaHHH

Y 2011 pouj 6yrro rrpoBe,n;eHo Hau;iomUibHHH OH-rraifH onrn.n: 3,n;opoB'51 Ta 6rrarorrorry'N5! 
CTOCOBHO II03HU:ii:, IIOBe,n;imrn y ccpepi oxopOHH 3.D;OpOB' 51, a TaKO)I( xapaKTepHCTHK .n;opocrroro 
HacerreHH51 CllIA, 5IrroHii: Ta rr'51TH Kpai:H €BporrH, BI<mo-•rno 3i CrrorryqeHHM KoporriBCTBOM,
<l>paH:u;ieIO, hanieIO, HiMeqqI.fHOIO Ta IcrraHiE:IO. 

Y €BporreHCbKiH rri.n;rpyrri, m:o CTaHOBHJia rrpH6JIH3HO 49,7 MJIH qorroBiK, 6yrro BH51BJieHO 
9,0 MITH oci6 3 6orreM rrenrnro cTyrremo Ta 29,4 MirrhHOHH oci6 3 6orreM cepe,n;Hboro cTyrreHIO, 
rrpH U:bOMY Bi.n;rroBi.D;HO 16 % Ta 40 % Bi,n;qyBarrH 6irrb rrernoro Ta cepe,D;HbOfO CTyrreH51 T5I)I(I(0CTi 
m:o,n;eHHO. 

JIHXOMaHKa € THIIOBOIO Me,n;I.fqHoIO 03HaKOIO, m:o IIOB '513aHa 3 qHCJieHHHMH naTorroriqHI.fMH 
CTaHaMH, Haif6irrhm IIOIDHpeHHMH 3 51KHX € BipycHi Ta 6a1<TepiarrbHi iH<peK:u;ii:. y .n;iTeif - u:e O.D;HH 
3 Haif6iJibill IIOIDHpeHHX I<JiiHiqHI.fX CHMIITOMiB, i, 3a ou;iHKaMH, BiH CTaHOBHTb O.D:HY TpeTHHY 3 

. . 

yc1x lCttyJOqHX naTOJIOflqffl.fX CTaHlB. 

VI.2.2 Pe3IOMe pe3yJibTaTiB JiiKyBaHHH
Ilapau;eTaMOJI - u:e rrperrapaT, 51KI.fli IDHpOKO BHKOpHCT0BY€TbC51 .D;JI5I rriKyBaHH51 6oJIIO rrenrnro Ta
cepe,n;HbOro CTyrreHiB, a TaK0)I( .D;JI5I 3HI.f)I(eHH51 rri,n;BHm:eHOl TeMIIepaTypH Tina. BiH
BHKOpHCTOBY€TbC51 .D;JI5I rriKyBaHH51 rorrOBHOro 6oJIIO, MirpeHi, 6oJIIO y M'5I3aX, MeHCTpyarrbHOro
6orr10, 6orrIO y roprri, 6omo y M'5I3ax Ta cyrrro6ax, JIHXOMaHim Ta 6orr10 rricrr51 BaKU:HHau;ii:, 6orrIO 
rricJI5I CTOMaTOrroriqHI.fX BTpyqaHblBH,D;aJieHH51 3y6iB, 3y6Horo 6oJIIO Ta 6oJIIO rrpH OCTeoapTpHTi. 

Ilapau;ernMorr peKoMeH.D;y€TbC51 51K rrperrapaT .D;JI5I rrepoparrnHOi: Teparrii: 6oJIIO rrpH ocTeoapTpHTi 
rrepmoi: rriHii: 3aB,D;5IKH iforo rrpH,n;aTHOCTi B oci6 rriTHbOfO BiKy, if oro Bi,n;MiHHOro rrpocpiJIIO 
6e3rreKH Ta iforo HH3bKOro IIOTeH:u;iarry .n;o rriKapcbKHX B3a€Mo,n;iif [Jordan, 2003; Zhang, 2008; 

Am Coll Rheumatology; 2000]. Moro peKoMeH.n;ye BcecBiTH51 opraHi3a:U:i51 oxopoHH 3,n;opoB'51 
(BOO3) 51K 6a.30BHH aHarrbreTHK rrepmoi" rriHii" ,n;rrH 3MemneHH51 6oJIIO rrpH paKy. Ilapau:ernMorr 
He Ma€ He6a)KaHoro BIIJIHBY Ha mrryHKOBO-IrnIDKOBHli TpaKT Ta cepu;eBo-cy,n;HHHY CHCTeMy rricJI5I 
3aCTocyBaHH51, a TaKO)I( He Tar< 6araTO rrir<apCbKHX B3a€MO,n;iif, 5IKIIJ:O rropiBHIOBaTH 3 iHIDHMH 
aHarrbreTHI<aMH, m:o m.n;rrycr<aIOThC51 6e3 peu:errTy [Hillis, 2002; Hunt, 2007; Matzke, 1996; 

Prescott, 2000; Whelton, 2006]. 

VI.2.3 HeBiJJ,oMi JJ,aHi ID;OJ],O e4>eKTHBHOCTi JiiKyBaHHH

He 3aCTOCOBY€TbC51 .D;JI5I rrapau;eTaMorry. 
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  Резюме плану управління ризиками для лікарського засобу

Назва лікарського засобу:
Міжнародне непатентоване 
найменування:

ПАНАДОЛ ЕДВАНС 

Paracetamol



VI.2.4 Pe3IOMe npo6JieM 6e3ne1rn

BaJICJlU6i ioe11mu<biK06a1ti Pll3UKU 

PH3HK IIJ:o Bi.r.OMO 

Hy,n:oTa, paIIT0Ba BTpaTa MaCH 
nrra, BTpaTa aneTHTY Ta 
IlO)KOBTiHH51 IIIKipH i oqe:if 

(IIopyIIIeHH51 
rreqimrn) 

Arrepriqtti peaKJJ:i'i, IIIKipHHM 
BHCHII a6o rry:rn;eHH51 IIIKlpH, 
,D:HXaJibHl po3Jia,n:H 

(Peal(JJ:i'i 
qyTJIHBOCTi) 

rri,n:BH:W:eHo'i 

ParrTOBHM rrpHMOM ,n:o3H, 
BH:W:01 3a peK0MeH,n:0BaHy 

(IIepe,n:o3yBaHHJI) 

3ano6birni JaXO)].H 

"lliTKe MapKyBaHHB B )].JIB 

Me)].HqHoro 3acTocysaHHB JiiKapcLKoro 

Jaco6y: 
Crri)]. II0Bl)].0MHTH CB0ro JI1Kap51 y mma)].KY 
cepM03HOro 3aXB0pIOBaHH51 rreqimrn. 

He CJii)]. rrepeBHrrzyBaTH peK0MeH)].0BaHy .D:03Y. 

He rrpHMMaTH o,n:HoqacH0 6iJibIIIe o,n:Horo 
rrperrapaTy, :w:o MiCTHTb rrapau:ernM0JI. 

MiHiMarrnHFIM qac MbK K0)l<H0IO )].030IO. 

MaKCHMaJibHa KlJibKlCTb ,D:03, 511(1 MO)I<Ha 
IIPHMMaTH rrpornroM ,n:o6H. 
"lliTice MapKyBaHHB B IHcTpyKQii' )].JIB 

Me)].HqHoro 3aCTocyBaHHB JiiKapChKOro 
3aco6y: 

He BHK0pHCT0ByBaTH rrapau:eTaM0JI y BHIIa,n:Ky 
rri,n:BH:W:eHo'i qyTJIHB0CTl ( arrepri'i) )1.0 
rrapau:eTaM0JIY a6o 6y ,D:b-51KHX K0MII0HeHTlB 
JJ:b0ro rrperrapaTy. 

IlpHIIHHHTH rrpHMOM rrapau:eTaM0JIY Ta 
3BepHyTHC51 .n:o JiiKap51 y BHIIa)].Ky HaCTYIIHHX 
rro6iqHHX ecpeKTiB, 51Ki MO)ICYTb BHHHKaTH, xoqa 
i y .ll:Y)Ke pi,n:I<iCHHX BHIIa)].Kax: 

• arreprP-IHl peaICJJ;ll, TaI<l 511( IIIKipHHM
BHCHII, :w:o lH0,D:l cyrrpoB0)]:)ICYE:TI,C51
p03Jia)].aMH ,D:HXaHH51 a6o Ha6p51KOM ry6,
513HKa, roprra a6o o6JIHqq5J;

• BHCHII a6o BHpa3ICH y poTi;

• yTpy,n:HeHe ,D:HXaHH51 y rraJJ;lE:HTlB, 3
. . 

arrepneIO Ha au:eTHJICaJilU:HJI0BY KHCJI0TY
(acrripHH) Ta Ha lHIIIl HecTepo'i)].Hi
IIPOTH3aIIaJibHi rrperrapaTH.

Po3Mip ynaK0B1rn: 
P51)]. Kpa'iH o6Me)KYIOTb KlJibKlCTb Ta6rreTOK 
napau:ernMorry B yrraK0BJJ:1. 
"lliTKe MapKyBaHHB B IHCTpy1cQii' )].JIB 
Me)].HqHoro 33CTOCyBaHHB JiiKapChKOro 
3aco6y: 

Y BHIIa,n:Ky rrepe)].03yBaHH51 CJil)]. HeraMHO 
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3BepHyrn:CH no Me.L(wrny .L(0il0M0ry; !CHY€ 
pmm<: Heo6opOTHOro Il0IIIK0.L()KeHHH rre'IiHKIL 
He rrepeBMmyBaTFI peK0MeH.L(0BaHy ,[(03Y. 
He rrpMH:MaTM 0.L(H0':IaCH0 6im,me 0.L(Horo 
rrperrapaTy, m:o MiCTMTb rrapau:ernMorr 

PH3HK II(o BmOMO 3ano6rnmi 33X0}J.H 

MiHiMaJibHMH: ':lac MbK K0)I<H0IO ,[(030!0. 

MaI<CMMaJibHa KlJibI<lCTb ,[(03, HI<l M0)ICHa 
rrp110:MaT11 rrpornroM .[(0611. 

J1i1<apcn1<i B3a€MO.L(ff 3 qiTKe MapKyBaHHSI B IHCTpyKu;i'i }J.JISI 

BapcpapMHOM Ta lHIIIMMM Me}J.uquoro 33CT0CyBaHHSI JiiKapChKOro 

KyMapMHaMM Jaco6y: 

Crri.L( rroBi.L(OMMTM m1<apH y BMrra.L(KY 
3aCT0CyBaHHH a6o 3arrrraH0BaHoro 
3aCT0CyBaHHH TaKMX rrperrapanB: 

BapcpapMH a6o lHIIIl KyMapMHM 
( aHTMI<0ary ITHHTM). 

BaJICJlUBi nomenu,iuni pu3u«u 

PH3HK II(o BmOMO (y TOMY qucJii o6rpyuryBaHHSI, qoMY BBa»caCThCSI 

UOTeuu:iu:uuM PH3HIWM) 

Bi.L(CYTHiif 

Biocvmna in</Jop.Mau,ill 

PH3HK II(o BmOMO 

VI.2.5

6e3ne1m 

Pe3IOMe }J.0,UaTK0BHX Jaxo,uiB 3 MiHiMhau:i'i pH3HldB }J.JISI KO'.>KHOI npo6JieMH 

,[(o,[(aTI<OBi rrro6arrnHi 3aX0.L(M 3 MiHiMi3au:iY pH3MI<iB IIJ:0.L(0 rrapau:ernMorry He rrpoB0.L(MJIMCH. Ha 
piBHi .n;ep)I<aBM, ,[(em<i 1<pa1HM MaIOTb o6Me)KeHHH CT0C0BH0 .L(0CTyrry Ta p03Mipy yrraI<0BI<M ,[(ITH 

rrorrepe.L()I<eHHH CMJibH0ro rrepe,n;03yBaHHH rrapau:ernMorry y rrau:irnTiB (.n;HB. Mo.L(yJib SV .1 ,[(ii', 
u:i:o B)I(H:BaIOTbCH peryITHT0pHMMM opraHaMM rn/a6o BJiaCHMI<aMM peecTpan:iMHMX IlOCBi.L('IeHb 3 
MipI<yBaHh 6e3rre1rn). 

VI.2.6 IIJiau nicJISipeccTpau:iu:uoro po3BHTI\'.Y 

,[(ITH rrapau;eTaM0JIY Bi.L(CYTHiM rrrraH rricITHpeecTpan:iMHOro p03BMTKY. 

VI.2.7 3Be,ueua Ta6JIHU:SI 3MiH }1.0 UJiauy ynpaBJiiHHSI pu3HK3MH 

[(e rrepIIIMH rrrraH yrrpaBJiiHHH pH3MI<aMM ,[(ITH rrapan:eTaM0JIY. 
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