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Bre AeHx.rs

B cooreercrBl4H c (De4epa-rrbHbrM 3aKoHoM or 12.04.2010 Ile61-O3 (06
o6parqeHuu neKapcrBeHHbrx cpeAcrBD neKapcrBeHHbre npefiaparbr, Haxo4rrrlqec,
e o6paiqeHHl4 Ha reppr{roprau Poccufici<oft <Degepaqr4u, loArre)Kar MoHHropHHry
6esonacHocrH B qen{x BbI.aBJieHHt Bo3Mox(HbIX HeraruBHbrx nocre4crngi HX
npHMeHeHHfl' npeAynpe)KAeHufl H 3a],I\HTbI [aIIHeHToB oT HX ucnoJrr,3o BaHI4fl.

focy4apcrBeHHat $yHxqar rlo MoHHTopHHT 6egonacHocry rreKapcrBegHhrx
[penaparoB ocyulecrBJr{ercr nyreM c60pa, o6pa60rxw H aHaJrH3a CBeAeurafi no
oesonacHocrl4 JIeKapcrBeHHbIX cpeAcrB B rlensx BbrrBJreHHr nHQopnaarlzu ono6o'rHrrx geficrenxx, He yKa3aHHbrx B HHcrpyKur4, ro [pr.rMeHeHr4ro
JIeKapCTBeHHOfO npe[apaTa' Cepbe3HbIX HeX(eJ'laTeilbHbIX peaKIIHtX,
HenpeIBHAeHHbIX HeX(eJIareJIbHbIX peaKurux, oco6eHHocrrx efo B3aHMOAeftCrnux
c ApyrultH neKapcrBeHHbIMI4 npenaparaMK (4alee - HexerareJrbHbre peaxqun),
KOTOPbIE MOfYT IIPCACTABJI'Tb YTPO3Y XH3HI4 I4JTH 3IOPOBbIO IAIIHCHTOB.

B paMKax peaJr43arrr4kr 4auuoli rocyrapcrseHHofi dyHxqau npHKa3oM
MasvcrepcrBa 3ApaBooxpaHeHHr H corlr4uutbHoro pa3BWTWfl poccuficxoii
@e4epaqraw or 26.08.2010 -l\lb 757H <06 yrBepxAeHHH noprAKa ocyu{ec,rBJ,reHn,
MOHr4TOpHHra 6esonacHocrr4 neKapcrBeHHbrx lpenapaToB AJ* M.AHUT{HCKOTO
[pIaMeHeHH'fl' perr{crpalll4l4 uo6oqHrrx neficreHfi, cepbe3Hblx HexeJrareJrb'brxpearqufi, HeIrpeABI{AeHHbIX He}KeJraTeJIbHbIX peaxrlrafr IIph rrpHMeHeHr4H
neKapcrBeHHbIX [penaparoB An.s MeAr4qr4HcKOfo rrpr4MeHeHr4fl>> (:aperacrpupoBaH
MasscrepcrBoM IoarHrIHr4 Poccafrcxoff (Degepaquu 31.0g,2010 J\lb 1g324) B
orHolueHHw paspa5orql4KoB H rlpol43BoAure-nefi neKapcTBeHHbrx npelaparoB. HawMfl KOTOpbIX BbIAaHO pefi{crpaIII4OHHOe yAocroBepeHHe neKapcrBeHHOfO
npenapara (lalee - Aep)Karelefi perncrpaunoHHoro yAocroBepeuHx) ytrunooo""u
o6's:aHuocrb B ycraHoBJIeHHbIe cpoKlr npeAcraBJrrrb n @e4epanbHyro cnyx6y no
HaA3opy n csepe 3ApaBooxpaHeHHs (aanee - poc:ApaBHaA3op.) uHsopuaqHrc-o60
Bcex cJrrra'sx nodorrHblx !'eficrnuir, He yKa3aHHhrx B HHcrpyKr{HH rro npr,rMeHeHlrrc
JIeKapcTBeHHoro npeflapaTa' o cepbe3Hblx He)KetIaTeJIbH[,IX peaKl{r4tx,
HenpeABnreHHbIX He)I(eJIareJIbHbrx peaKr"iHrx rrpH npHMeHeHHr4 reKapcrBer-rHbrx
[penaparon, o6 oco6eusocrtx B3ar'IMoAeficrsu-f, neKapcrBeHHbrx rpe[aparoB c
ApyrHMId rIeKapcrBeHHbIMI4 npellaparaly{n, a TaK)r(e fIepHoAHqecKHe orqerbr rro6esonacHocr' neKapcrBeHHbrx nperaparon (4anee - rloBnn).B Hacrosrl{Hx MeroA'r{ecKIdx peKoMeHrarl'.sx paccMorpeHbr BorrpocbinoAroroBKI'I H npe.qcraBileHr4s' [IOFII[, BKrloqaq Bo[poc6r oilpeAeJregp1r cpoKoBux [peAcraB[reHnfl" o6reua un@opnrarluu rro 6esonacgo"t, JreKapcrBeHHbrxnpe[aparoB' uo4rexaulefi BKrrroseHaro B noEJIlI, crpyKrype w Qop^aaryno6Jln, a TaKXe nop-rrAKa Ha[paBneH'fl orrreroe s poc:ApaBHar{30p.



Perouenl arIHV paspa6oranbr Ha ocHoBe :

1. erepa-rrbHoro 3aKoHa or 12.04.20r N'e61-o3 (o6 o6paqeeur.r
tleKapcTBeHHbrx cpeAcTB> ;

2. @e4ep€LilbHoro 3aKoHa or 2i.11.2011 Ilb323-O3 <06 ocHoBax oxpaFrbr
3AOpOBbfl fpaxAaH>;

3. <De4eparlbHoro 3aKoHa or 27.07.2006 }lb i52-O3 (O nepcoHarrbgbrx
IaHHbIp);

4. flocraHoBrleHHs llpaearelbcrBa Poccuficxofi <Deleparlnn or 30.06.2004
Ns323 <<06 yrnepxrAeH'H noJloxeH's o @e4epanruofr cnyx6e ro HaA3opy B
cSepe 3ApaBooxpaHeHuf, >) ;

5'llpura:a Ma'rac:repcrBa 3ApaBooxpaHeH'r H corrHalTbHoro pa3BHTH,
PoccHficxofi @e4epaqun or 26.08.2010 Ne 757u (06 yrBep)r(Aenur4 noprAKa
ocyuiecrBneHplt MoHHTopvHra 6esonacHocrn neKapcrBeHHbrx [pelaparoB An,
MeAAIIAHCKOTO rlpHMeHeHI'lt, peflrcrpaqHH no6o.IHSIX leficrsafr, cepbe3HbIX
HeXenaTeJIbHbIX peaxqnfi, HeITpeABHAeHHbIX Hex(eJIaTeJIbHbIX pearcqnli 11p1a
npI'IMeHeHHII JreKapcrBeHHbIX npe[aparoB Anfl MeAHT.IHHCKOTO [pr4MeHeHr4r)>
(:aperucrpr4poBaH 

. 
MHsacrepcrBoM rocr'rr'H poccuficxoft @e4epaqrau

31.08.2010 J\b 18324);
6'flpHxa":a MraHucrepcrBa 3ApaBooxpaHeHaq H corr'€urbHoro pa3B.r'rfr

Poccptftcrcofi @e4epaqura or 26.08.2010 l\nzssn ((06 yrBepx(AeH4r4 llopx4xa
npHocraHoBJIeHI4t npHMeHeHHt neKapcrBeHHoro npenapara Anfl MeAHTJHHCKO|O
npHMeHeHHt> (sapenacrpupoBaH MauzcrepcrBoM locrr{uHH poccuficxofi
Oe4epaquu 3 1.08.20 1 0 Ns 1 8325).

B npoqecce pa-:pa6orKr.r HacTof,rrIHX MeroAuqecKr4x
BO BHr{MaHHe noJro)KeHa.fl cneAyroqHx .{OKyMeHTOB:

peKoMeHAaqHfi flpr4nfl Tbr

r fapnaoHu3upoBaHubre Tpexc.ropoHHue
xouSepenrluu rro rapMoHH3 arJar4 (ICH)

o ICH E2D<VnpaBneHHe AaHHrTMH rro
riocTperHcTparIHoHHOM [ep]roAe: onpeAeneHH' 14
oTqeTHOCTr4)>"

Pyxoeo4crna Mex<4ynapo4nofi

OE3OIIACHOCTI4 B

craHAaprbr cpovHoft

o flepooro H Broporo nepecMorpa per(oMeHAauuir ICH EZC: (R1)<YnparneHHe.qaHHbIMH no KJIHHH'Iecrcofr 6esonacHocru: llepi,ro4nrrecK4e orqerbrno 6esouacHocr' neKapcrBeHHbrx cpeAcrB, HaxoA.{u{Hxcfl ua prruxe>, u (R2)MexeyuapoAsofi xon@epenqnu ro rapMoHr{3 aL\HH ICI{ Ezc (R2)<flepno4u'recKafi orqer o coorHollr eH."" [oJrb3br H p,cKa JreKapcrBerrHoro
npenapara>>2

o ICH E2E dlnaunpoBaH'e Meponp''ufr no Qapvraxo*ra4:opyro.o a raKxe [orroroBJleHHble Enpoueficxofr Kovn ccuefiEeponeficKoro Coxr:a

rICH Harmonized Tripartite Guideline E2c (Rl)"clinical safety data management: periodic safetvUpdate fepofts fOf mafketed dfUgS,' - \- - - / rsrwlJ u4r'r rrreillilScmenl: penOCUC S ,
'ICH HarmonizedTripartite Guideline E2c (R2)"Perioclic Risk-Benefit Evaluation Report (pllER),,3icH Harmonized Tripartite Guideline E2D "Post-approval safety data management: definiti.'s anstandards for expedited reporting', E
'ICH Harmonized rripartite Guideline icH E2E "pharmacovigilance planninr,,



/

o Toua 9A flpanan o6parqeurzx rreKapcrBeHHr,rx flpe[aparoB B
Enponeficrou Corose (PeKoM etrar\krt rro MoHHTopHHry 6esonacHocr4
neKapcrBeHHbIX cpelcrB? rIpeAHa3HaqeHHbIX Ant rlenonera> 5;

o Pyxono4cre Eepoueficxoro Arenrcrea no neKapcrBeHr-rbrM cpeAcrBaM
no Ha r{nexau1eff npaKTr4Ke SapuaxoHa4:opau.

B HacrosIrIHX MeroAI4r{ecKHX peKoMeHrarrzrx H3Jro)KeHbl 6a-:oerre [pHHr{r4nbr
rIoAroroBKH IIOEJII' llo AotIoJIHHTeJIbHbTM BonpocaM H p€BbtrcHeHHrM,
cBr3aHHbrM c nogroroeroft IOEJIII, per(oMeHAyercn o6parqarrcx B
@e4epzulrqrrc cnyl(6y a c$epe 3ApaBooxpaHeHr4r.

Tepnaauur H srrpf &*,{t**€x4rx

1. rercapcftlleHHbte cpedcmea - Be[IecrB a HJIH ux rcou6u Har\HH, Bcryna]orIr4e
B KOHTaKT C OpraHa3MOM qeJIOBeKa AJrH X(HBOTHOTO, rrpoHHKal0ulHe B opfaHbr,
TKaHpI OpraHH3Ma qeJIoBeKa nIIH )I(r4BOTHO|O, rrpHMeHreMbre gna upoSHJraKTHKr.t,
AHa|HOCTHKI{ (Sa HCKJr}OqeHHeM BeurecrB unv ax xonr6HHaqnfi, He
KoHTaKTHpyIoqI4x c opraHH3MoM qeroBeKa uilH )Kl,rBorHoro), reqeHHt
sa6oleraHnx, pealunurauvrn, Anfl coxpaHeHxfl, npeAorBparqeHr4f, vrwr
rlpepblBaHur 6epen'reHHocrH 14 noryrreHHble H3 KpoBH, [JIa3Mbr KpoBrr, r{3 opraHoB,
rxaHefr opfaHu3Ma r{eJIoBeKa r4lru }KHBorHoro, pacreuuia, vltu"purro" MeroAaMH
cHHTe3a vr[rvr c npHMeHeHHeM 6uorora'{ecKax texuolorrafi. K lexapcrBeHHblt\,r
cpeAcrBaM orHoctrct cilapNaaqenrllrlecKne cy6crauqrzu v JreKapcrBeHHbre
lpe[apaTbr.

2. JrercapcmgeHHbte npenapambr - neKapcrBeHHbre cpeAc"Ba B BHA.
neKapcrBeHHbIX Oopr*, [pI'rMeH{eMbIe gJrx npoQHraKTr4KH, raarHoc -twK.g^, rer{eHH.[sa6olenauux, pealunnrarfz*, Enfr coxpaHeu'.s, npeAorBpaqeHr4, r4'tt4
npeprrBanux 6eperrleHHocra.

3' opueuuaJtbHoe xeKapcmeeHHoe cpedcmeo - neKapcrBeHHoe cpeAcrBo,
coAepx{auree BnepBble uonyqeHHy}o @apnraqenrurrecKyro cy6craHrluro HJrr4 HoByro
xorvr6uuaunro $aprraarleBTuqecKrdx cy6craHquft, e66e*r"""o"ru , 6.ro;"r#;;

accJre.qoBawwit

JreKapcTBeHHbrx

KOTOPbIX IIOATBCPX(ACHbI PE3YNbTATAMH AOKJII4HHqCCKI,IX
JreKapcrBeHHbrx cpeAcrB 14 KrHHHqecKrax HccnenoB anuit
rTpenapaToB.

4' Bocnpouseedeuuo€ fl€Kapcm^eHHoe cpedcmeo - neKapcrBeHHoe cpeAcrBo,coAepx(aqee TaKyIo )Ke SaprraaqenrurlecKyro cy6craHqr,rro r4ry4 xou6uHarlarc
TaKI4x xe QapualreBTHqecrrax cy6cr:awluitn raxofr xe neKapcrseHgofi Sopue, vroH OpHTHH€UI6HOe neKapcrBeHHoe CpeAcrBo, H rrocrynHBruee n o6parqeHHe [ocr,re[ocryrrJreHpr.fi B odpaulenHe opHrHHaJrbHOfo ne Kap crBe H HO|O CpeAcrBa

c
'The Rules Governing Medicinal Products in the European Union, volume 9a. '.Guidelines onPharmacovi gi lance for Medi cinar products for Human'use,,
" HMA Good Pharmacovigilance practice Modules.
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5. Mexdyuapoduoe HenameHmonaHHoe HeLtr4eHo6aHtte (datee - MHH)
neKapcmeeHHozo cpedcmea - HarrMeHoBaHHe $apuaqesru.recKofi cy6cranqua,
peKoMeHAOBaHHOe BCeunpHoil opranneaqaeii 3ApaBOOXpaHeHHq.

6.Topzoeoe Hau-l4eHoeaHue rxeKepcmseHHozo cpedcmea - HaHMeHoBaHr4e
JleKapcrBeHHoro cpeAcrBa, [pl{cBoeHHoe ero pa3pa6orqr.rrov. Baxuo o6parurt
BHHMaHHe, qro B npaKTHKe [oAroroBKe nOEIIn [oA ToproBbrM HaHMeHoBaHHeM
noApa3yMeBaerct HaHMeHOBaHI4e JreKapcrBeHHoI-o frpenapara, yr(a3aHHoe B
poccaft cxoM perr4crparlr{oHHoM yAo croBepeHr4 H.

7 ' Kaqecm^o neKapcm^eHHozo cpedcmea - coorBercrBae JreKapcrBeHHoro
cpeAcrBa rpe6oeaHuxrra Sappraxonefinofi crarr n rtn6o B cnyqae ee orcyrcrBq,
HOPMATHBUOfi 4OXYMCHTAUHH IIJIH HOPMATI4BHO.O AOKYMCHTA.

8. EesonacHocmb neKapcmBeHHozo cpedcmea _ xapaKTepHcrnKa
neKapcrBeHHOfO CpeAcrBa, ocHoBaH]HAfl Ha cpaBHHTeJrbHoM aHaJrr43e eroe$$exrunHocrr4 vr pacta rpHqHHeH r4fl Bpe1a3AopoBbro.

9' 3 fi @ e rcmu, H o c m b rr e K ap c mB e HH o z o np e n ap a m a - xapaKTep' cr'Ka crerr eHHnoJIoxI{TeJIbHOTO BIIHflHHfl neKapcrBeHHOfO [pe[apara Ha Ter{eHHe,
[poAoJI)I(HTeJrbHocE eaooleBaHu.tl IIJIH ero rlpeAorBpaqeHue, pea6ttxvttaqafo, Ha
c oxpaHeHHe, [peAorBparrleHH e r4rrw [pepbrBaHne 6epeu"n"o.rr.

l0' cy6z'ercmat o6pat4euun neKapcmseHHbtx cpedcme - rfH:HvecK'eJIHIIa' B TOM trHcre prF.rwB:aI.y€ulbHble [peAnpHHHMareJII{, 14 ropuuilrrecKHe lriltfa,ocyuecrBr'sloruHe Ae'grerbHocrb npl4 o6pauleHuu neKapcrBeHHhrx cpeIcrB.11. Paspa6om.vurc reKapcmleHHoeo cpedcmea _ opraH H3arJHfl)o6naAarcua'q npaBaMH Ha pe3yJlbrarbr AonJrHHHr{ecKHX HccneAoB awuitJleKapcrBeHHoro cpeAcrBa ) KrrnHvr{ecKr,rx r4ccneAoB arruft ,eKapcrBeHHoro[penapara' a raK)Ke Ha TexHoJrorHIo npou3BoAcrBa JreKapcrBeHHoro cpeAcrBa.12. Ifpouseodume,rb neKapcm*eHHbtx cpedcme _ opraH H3ar\prfl,ocyqecTBntrotqat npol{3BoAcrBo JIeKapcTBeHHbIX cpeAcrB B cooTBeTcTBr{H ctpeoonaHli'flMr. (De4eparbHofo 3aKoHa or 12.04.2010 ilb6l-o3 (06 o6pa[1eHauneKapcTBeHHbrx cpeAcTB).
13. forcnuuuvecKoe uccnedoeaHue neKapcmseHHozo cpedcmea6aoloruqecKlre, vrurpo6noJrofnyecKue, HMMyHoJrofr4qecKne,

TOKCHKOJIOfHqeQKHe, $apnraxoJlofurrecKue, su:avecxae, xHMHr{ecK He v..pyr'eaccJIeAOBAHHfl JIeKapcrBeHHOro cpercrBa [yreM npHMeHe Hnfl HaysHbrx MeroAoBoI{eHoK B qentx nonyrreH't AoKa3arerrbcrB 6esonacHocra, KaqecrBa H:{SexrurHocru neKapcrBeHHoro cpeAcrBa.14. Knuuu'tecrcoe uccnedoeaHue neKapcnx*eHHozo npenapqmaIZ3)n{eHI4e A'afHocrrrrrecK'X' re.{e6'rix, frposanar<u4r{ecK'X,
saprraaxonorr{qecKr'rx csoficre neKapcrBeHHoro npenapa.ra B npoqecce erorIpHMeHeHIzt y r{eJIoBeKa' )KlrBorHofo' B ToM t{Hcre ttpoueccoB BcacbrBagI4q,pacnpeAeJleHH's' H3MeHeHHff rr BbIBerel4f.' nyreM npHMeHe HLtfl HayqHbIX MeroAorloueHOK B Ilen{x noryrreHut AOKa3areJIbcrB 6esonacu o"r^, KaqecrBa H:Qse*nnHocrH neKapcrBeHHoro fipenapara, AaHHbrx o HexeJrareJrbHbrxpeaKql4'sx opfaHr43Ma qeJIoBeKa' )KI4BorHoro Ha npnMeHeHr{e Jre6apcrBeHHoronpelapara 14 o6 s$Sexre ero B3aHMoAe itcrsun c ApyrHMH neKapcrBeHHbrMH[penapaTaM[ H (utu) nuuleBhrMr4 npo4yKTaMH, KopMaMH.
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uccrxedo6aHUeII o c m p e e u c mp a Ll u o H H o e KJ'IUHUqeCKOe
reKapcmeeHHozo npenapama dnn tvtedulluHcKozo npuJveHeHutt - KJII4Hr,rqecKoe
HCCJIeAOBaHI4e neKapcrBeHHoro npefiapara Anfl MeAHT"IHHCKOTO rpHMeHeHHfl,
npoBo.qHMoe [poH3BoILITeneM neKapcTBeHHoro npenapaTa, rpaXAaHcKHfi o6opor
I(oToporo ocyUecTBJl.seTct rrocJle tocyAapcTBeHHofi peracTparIHH, B rfenfiX
AoTIoJIHI'ITeJIbHoro c6opa AaHHrIX o ero 6esonacriocrn t4 :SSexrraegocrq,
pacllrHpeHH"fi rloKa3a:fl^vrfr K npHMeHeHI4Io AaHHoro neKapcrBeHuoro [peilapara, a
TaKxe BhI-f,BreHHs Hexcena?eJrbHblx peaKrlufi rIaI{HeHToB Ha ero leficrer4e.

16.

18.

Ifo6ouuoe deilcmeue - peaKuur opraHr43Ma, Bo3HHKrrJa, B cBr3H c
[pr,rMeHeHHeM neKapcTBeHHOfO npe[apaTa B AO3aX, peKoMeHAyeMbrx B
HHcrpyKIII4I4 no efo npHMeHeHHro, Ant [po0I,IJIaKTHKH, AHafHocTHKH, JIeqeHHfl
3a6oneBa Hr4fr kr rrr4 Ailfl p e a6 Hrrw.r aLIvrH.

17 ' Cepaesuan HeucenamerrbHa-fl peaK4un - He)KeJrareJrbHaq peaKu'q
opfaHH3Ma, cBt3aHHas c [pI4MeHeHHeM neKapcTBeHHOro npenapaTa, [prrBeArrraf, K
cMepTH' BpoXAeHHbIM aHoMalIHtM HJIH IIopoKaM pa3BI4THfl lu6o [peAcTaBn.{roqat
co6ofi yrpo3y )KL13HI4, rpe6yroqa.a rocrruT€Lrru3arlh 14 vrilvr npqBeArrras x crofixofi
yTpare rpyAocnoco 6HocTH u (nnu) HH B€L{}rAHoCTtr.

Henpedeudeuuaa HeucenemenbHutt peaKqun - HexeJrareJr'Han
peaKrlHt opraHH3Ma (e rou r{HcJIe cBt3aHHa-s c [puMeHeHHeM JreKapcrBeHHoro
fipe[apara B coorBercrBr4H C HHCTpyXUUeft no efo npr{MeHeuraro), cyruHocrb H
Txxecrb xoropotl He coorBeTcrByloT nHSopuaqr4n o neKapcrBeHHoM npenapa.re,
coAeplxarrleitcx B r4ucrpyKuau no ero npnMeHeHr4ro.

L. 06que Borrpocbr no4roronxa nOS/ltT

llonyueuue AocrarorrHofi unsopnraquu o npo$rane a0$exr'nHocru w
6esonacHocrH neKapcrBeHHoro rlpe[apara HeBo3Mo)KHo 6es errqs reHWfl H aHaJru3a
AAHHbIX O ETO HEX(EJIATCJIbHbIX PEAKIII4flX H OCO6EHHOCT,flX B3AHMOAEilCTEH,I C
ApyrHMH JIeKapcrBeHHbIMH flpenaparaMfi, nr4rrleBbrMH npoAyKTaMr4, a TaKXeoraororl*recK' aKTHBH'IMIa AodasxaM' K rrr.rule B rrocrpefrzcrpar{HoHHoM ,,epgoAe.no6m flBrflercfl aHanvrwrecKuM o6:opou cne4eunfi o 6esonacpocr'
JIeKapcTBeHHoro npe[apaTa' IIo3BotI{rou{lIM yTotIHHTb oIIeHKy cooTHorueHH-s
fIoJIb36I H pLIcKa npHMeHeHH.t{ reKapcrBeHHoro npeilapara B ve4gqHHct<ofr
[pa(THKe.

v'{Hrrrnar 3ro, noEril Moryr nperocraBr.srbcq n poc:4paBHaA3op B rpex
ocHoBHbIX Soprraarax, o6ecnevuBaroqr4x 4ocrarovHufi oxBaru ypo""" b aHanv3auudroprraaqzu o 6esouacHocru neKapcrBeHubrx npeilaparoB, noryveuruofr BnocTperHcTpar{HoHHOM rrepr4oAe :

r @opprar, o_rr'caHHrrfi s pyKoBoAcrne MexAyHapoAHori xouclepeHrr'H nofapMoHH3ar\HH ICH E2c (Rr) <yupaueHne AaHHbrMr4 ro xrusuqecxofr
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6e:onacnocra: llepaoauqecKHe orr{erbr uo 6esonacHocr' JreKapcrBeHHbrx
cpeIcTB, HaXOArtq kIXQfl na prrurcer>t

r @opuar, oilHcasHufi B pyKoBoAcrBe MeN4ynapoAnofi xonsepe'rrna rorapMoHa3arJHH ICH E2C (R2) <llepl4oAur{ecxutl or.rer o coorHorueH'H roJr63br r.rpucKa neKapcTBeHHOrO npeuupararrt
o @opuar IIOEJIII, onucanHrrfr

peKoMeHAauufi.
B pasAenax l.l 3 rracrorrrrux

flpe4'naraenartft B Hacrosx{Hx peKoMe Hrarlufrx Qoprraar no6rlil ,BJr-{erc,aranrHpoaanuofi eepcneft Qopl,rara ilOFJIII, orr4caHHoro B pyroeogcrne
MexryHapoA'ofi ron$epenquH ro fapMoHH3 arJpr. (ICH) Ezc (R I )<<YnpaeleHHe AaHHbTMH rlo KnuHl4'{ecrofi 6esonacHocru: I_lepno4nqecK'e orqerbrno oe:ouacHocr, neKapcrBeHHbrx cpe.4crB, HaxoA.rril{ vxcfl Ha pbrHKe>.

IIPENAPATff, PEXOMCHAYEMbIfi X BKJIIOqCHHK} S ilOE/til

B rrocrperncrparlrzoHHoM
y,qocToBepeHldfr noryrlaeT AaHHbre
H3 CneAyroqr{x HCTOr{HHKOB:

I' coo6rqeH*fl cy6rerron o6paule'Hx neKapcrBeHHbrx cpercrB oBbItBJIeHHbIX He)KenareJIbHhIX peal(uHtx (cuoHrausue coo6qeuux), BKriroqar:a. Coo6ue*Hfl crrerluaJrprcroB 3ApaBooxp aHeHHfl (rurelaquncKuxpa6orHraxon);

b' cooouleHl't o He)KeJrareJlb'hrx peaKrlrz{x, rrocry[aroqne or opraHoBynpaBneH'r 3.{paBooxpaHeH'eV cy6reKToB poccufi cxofi @Laep aLryr.;c. Coo6rqeH:ax JrHrI, He ,BJr.{rcrrIHXc-s cnerrH€ula craMl 3ApaeooxpaHeHnr,BKJrroqar narIHeHTo B krJru norpe6urenefi ;
d' coo6uleH'{ IopHAHr{ecKHX JIHI{, ocyqecrBnflrorqux o6pauleH,e AaHHoroJrel{apcrBeHHoro [pe[apara ra py6exoM' B paMKax KoHTpaKTHbrx corJraruesprfr.2. Hosrre IaHHbre no 6e:onacHocTu lr eS@exrHBHocTH, nonyl{eHgbre B xoAeAoKnI{H{r{ecKHX' KJII4H?IqeCKHX' 3[HAeMHonofHqecKHX HccneloB anuit,cnoHcopoMKOTOpS'* .flBrr-sercr Aep)r{arenb perr{crpar{HoHHoTo yAocroBe peHHflneKapcTBeHHOrO npeflapaTa.
B sry-rpynny Moryr 6rrrr BKrroqeHbr AaHHbre per'crpos :a6or eBaHkrfl LrJrur{cloJrl3oBaHprfl neKapcrBeHHoro npenapara (nanpauep, op$anHoroneKapcrBeHHoro cpe4crea).
3. Hoerre AaHHbre ro besorracnocrr4

nr{reparypbr.
14 eSQexruBHocTH 143 Hay.{Hofr

'ICH Harmonized Tripartite Guideline E2c (Rl) "clinical safety data management:periodic safety update reports for marketed drugs,,

;tf#r*-monized 
Tripartite Guideline E2c (R2)"periodic Risk-Benefit Evaruation Renorr

1.'1 odrenr nH$opuartrH' nc 6esonacHocr',rre*apcr*eH*oro

nepHole leplr(aTenb pefacTparIHoHHOrO
no 6esouacHocru neKapcrBeHHoro [penapara



ll
4' coo6rqeHnfl o perreHllflx sapy6exHux peryJrqropHbrx opraHoB o6

H3MeHeHHI{ pefI4crpaIII{oHHOrO CTaryca Jrer(apcrBeHHofo npenapara, H3MeHe H]|{flXperHcrpaquoHHofi AoKyMeHTatJHH, cBt3aHubre c 6e:onacnoat"o, ln6o [HbrxMepax' HalpaBJIeHHbIX Ha o6ecleqenue 6e:onacnoprr4 ero 1ac[orb3oBaHgs
( Hanprarrrep, np o rp aMM br ynp aBn e H u x pucxavw) .

5' lpyrue HcroqHHKH ausopuaqltu, BKrroqaq cBeAeHHr, roryqeHHbre or
MeAHITHHCKHX opranusanTuft, pernoHanbHblx qeHTpoB MoHHTopHHra 6esonacriocrH
JreKapcTBeHHbIX lpenapaToB' IIpaBooXpaHHTeJIbHbIX opraHoB o Saxrax BpeAaX{H3HH H 3AOpOBbro qeJroBeKa BcJre.{cTBr4e rrpHMeHeHH' ,reKapcTBeHHOrO[pe[apara (exlrovax cnyqar4 nanaepeHuofi vrv HerpeAHatrepeHuoi.r
nepeAo3apoBKl'I' 3noy[orpe6leuus r4JrH HcnoJlb3oBaHnfl B nporr.rBorpaBHbrxqenxx).

{aHHste cBeAeHHt cocraBrqlor ocHoBy nepr4oA'qecKoro orqera no6esonacHocrn.
B lIoErIn cneAyer BKJlloqarb raHsopvraqurc obo Bcex HexeJrareJrbHbrx

peaKUH{X' BHe 3aBr{cHMocrl4 or rofo' cql4Taer nH AepxareJrb perucrpaqgoHHofoyAocroBepeH[fl' 3TH peaKIII4II cBfl3aHHbIMH c npI{MeHeHHeM AaHHoroJreKapcTBeHHOrO nperTapaTa.
llopx4or< orIeHKH npprquHHo-creAcrBeuHofi cBr3H Me)r(Iy npr4MeHeHr4eM

JIeKapcrBeHHOrO npelapara H pa3BHTHeM HexeJrarelrHofi peaKqHH OrIHCaH BMerornqecKHx pel(oMeHAarlu-ax PocaApaBHaA3opa or 02. 1 0.2b0g <oupe4eneH'ecretreHH AocroBepHocrH npHqHHHo-cneAcrBeHuoli cBfl3vr <He6narofipr,rflTHat
nodo'rHar peaKr{Hx - neKapcrBeHHoe cpencrBo> (xnaccasuraqar a uero4rr)>.n

lepxarelb perl4crpauuoHHoro yAocroBepeH'r Mo)Ker rrp,Hrrb perreH,e HeBKJIIoqaTb n TIOEJIII re HelKeJIareJIbHbIe peaKrIHH, npur,,HHo - cneAcrBeHHarrcBt3b Koropblx C [p]IMeHeHI4eM [pe[apara orpr4r{aercr oAHOBpeMeHHO
orrIpaBHTeJIeM arIoHTaHHoro coo6rqeuzr kr nepxareJreM per4crpaur4oHHoro
yAocToBepelJufl.

B uensx o6ecne'reHIEs Heo6xoAunaofi iloJrHorbr vu@oprraauur.r o 6e:onacnocrHneKapcrBeHHoro npenapara, [oryqesuofi B [ocrperl4crpar{HoHHoM nepr4oAe, B[oEJIlI cneAyeT BKJIIoT{arb AaHHhre, noryqeHHbre or HHbrx ropHAHqecKHX Jrr{u,ocyqecrBJrrrourHx O6paqeuue AaHHOro reKapcrBeHH.ro rpeilapara 3a[peAenaMH Poccufrcxofr @egeparluu B paMKax KoHrpar(THbrx o6_q:are*crB(nrurovaa cBeAeHHt I43 c[oHTaHHbIX coo6ureH uit, xtturuHqecKux HccneAoB auuit unp.).

Yxa:auHue BbIIrIe cBeAeHHs uo 6esonacHocr' neKapcrBeHHoro npenaparaA'''I.'bI 6utr rlpoaHann'3plpoBaHbl Aepx(areJreM per'crparlnoHHoroyAocroBepeHufl' B I{eJIf,X OI{eHKH HX BJrHfHptfl Ha coorHorueHHe rloJrb3br }r pr4cKaHcnoJrb3oB,ats.ufr neKapcrBeHHoro cpeAcrBa' a TaK)Ke neo6xoAaMocrn rrpHHflTHfl

'onyo'raxoBaHbl Ha cafrre Poc:4panHaA3opa (pa-:ger <JlerapcrneHHbre cpeAcrBil), noApa3nen<MonuropuHr 6esonacHocrrl teKapcrBe'Hbrx cpeAcrB, HaxoArrrl'xcfl n ooparqeu uw H.arepp':'op,HPoccIEfi crcofi <Deaepau uu>>, py lpwrca <M eroAarrec KHe pa:pa6 orxu > ).
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AolonHr{TeJIbHbIX MOP, HanpaBJIeHHbrx Ha [oBbrrrreHrre 6esonacuocrn efo
npI4MeHeHHt (I43MeHeHI4e aHcrpyKIIHLI, peqe[TypHoro craryca, pacnpocrpageH'q
NH$opuaquoHHhrx rrnceM Ans clequ€urncroB 3ApaBooxpaHeuaa).

B [oEJIfI 4onxHrr 6rtrs [pHBeAeHbI AaHHbre o npeAloJraraeMolr o6reuenorpe6neHplt Ilpenapara (ercno:uqwu), uro no3Bonr4T KoJrgqecrtseHHo orreH*TbplIcKrI pa3BIdTHfl He)KeJIareJIbHbIX pearqHfi HI1H npo6nerra 6e:ouacsocrH (Crur.pa:aer 3.5).

t.2 IIpegocraBneHHe AaHHbrx o6 orcfrcrBnn :'r^JIH
HeAOCTaTOqlrocTH TepaneBTlIqecKoro

npHMeHfleMbrx B

nsl{rrr- r cr r u.|ilUC.fH OII{HAaCMOIO
sQQercra JreKapcrnenHbrx rpenaparoB,
TepanHH x{H3xeyrp oxtalorysx :a 6o.nen a H nfr

1.3

c )rqeroM xrunIE'recxofi 3HaqqMocr', orcyrcrBl,e HIrH He4ocraroqHa,Kr'H'qecrax eQ@eKTaBHocrb neKapcrBe'Hbrx npenaparoB, ,'p,MeHreMbrx An,rJIeqeHHs )Iffi3Heyrpo)Karoull4x sa6oreeauufi, Mo)Ker [onaAarb nor onpeAeneHzecepresHoft HexeJl-arelr'ofi peaKI{HI'I, [pHBeAeHHoe B @e4epan6'oM 3aKoHe or12.04.201 0 .l\b6l -O3 (06 o6parqeHau neKapcrBeHHbrx cpeAcrs)).B cB.rr3r4 c rT".r, au$opvraqraro o cnyqarx orcyrcrB,, oxr4AaeMororeparleBrplr{ecKoro e$Sexra pel(oMeHAyerc.{ BKJrroyarb e ocoorrfi pa3Aen nOEJII-I(cu. Pa:4en 3.10).

BpemeHHorl oxsar uueopuaqulr

B noFnn BKnloYaerct Kr'H,rrecKa.f, H AoKnHHHqecKa,{ unQopnraqux o6e:onacnocr' neKapcrBeHHoro ,,periapara, r(oropa, nonyqeHa repxareneMpef'crpar{aoHHofo y^ocroBepeH'-rr B nep,oA c60pa c"erin^fi Anfl [oFJIn.I,Ic xfio.rerlar cocraBr.sror c JreAyro qr4e AaHHbre :r S rax4rrfi orqer BKJrroqaerc, Bc, an0op&raqaq o6 A3MeHeHHrxperllcrpal{uoHHoro craryca Jrel(apcTBeHHoro [peilapara B poccraficrofi@e4epaquu ut 3a py6exorr,r, a TaKxe
AoKvMeHr arr'Lr, c Br3 aHHbrx c ero 6 e: o na*r""r" J: T:l:;:f 

"$li,Xt;:f f H::nocrperr4crpaquouurrfi 
''ep,oA, HaqHHafl co AHfl nepnoft focyAapcrseHHOfrpef'cTparfu* AaHHOro Jre*apcrBeHHofo [penapara B Mr'pe;r $ xaxrrrft lloExn BKJIIoqaIorcr o6o6'Ienurre cBeAeHH, o6o BcexB'I{BJI.HH'IX 3a Becb rlocrpef'crpall'oH'blfi nepao4 He)KerrareJrbHbrx peaKu'rx,KoTophle tBJl'flloTct oAHoBpeMeHHo cepBe3HbIMH I4 HenpeABr{AeHHbrMr{ (a $oprraeo6:opa 3rII43o.qoB BbrtBJreHH.rr AaHHbrx peaxqlrri, a TaK)Ke nocneAoBareJllHoeoIIHcaHae Aeficreafir rIpg{rIpHHtrbIX Aep)KaTeneM per'crpar{r4oHHoroynocroBepeHHs /perynxropHbrMr4 afeHTcrBaMH Bpearrlufi (Hanpunrep, npoB eAeHr4 e AorronHr,r.n 

""lr"Jt;, :"#ff#n: 
t 
::T. :i;;
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H3MeHeHlrfi B I4HcrpyKIIi4Io' npuocraHoBJreur4r rrpHMeHeHHr neKapcrBeHHoro
npenapara).

1..4 E4nHufi flep'oA'.{ecx}rfr orrrer no 6esonacHocr' AnsJIer(apcrBeHHbIX np enaparoB, coAepx{arrlHx oAHo aKTH BHo e Ber.rrecrBo

{epNaren'sM perHcrpaIIHoHHbIX yAo cro nepeHzfi ne KapcrBeHHbrx ,,peraparo BpeKoMeHAyerefr roroBrITL oAHH [epuoAnqecrafi orr{er Ha neKapcrBeH'bre[penaparbr' coAep]Kaq'e .AHO n To xe 4eficreyrorqee BeqecrBo (nnuxotr'l6nuaqaro 4eficreyrorqux eerqecrn) B p€r:Hbrx neKapcrBeHHbrx Soprraax,AO3HpOBKaX H COCTaBax.

{aHurie no 6esouacHocrl4 xou6uuupoBaHHbrx neKapcrBeHHbrx [pelaparoB,4eficrnyroulue BeurecrBa Koropbrx TarcKe HcrroJrb3yrorcs B MoHonpenapaTax,
BbIrIycKaeMbIX AepxareneM perHcrparlHoHHoro yAocroBepeHn.s, Moryr 6urrrIpeAcraBJIeHbI B orAenbHorvr IIOF IIII Hru s oco6o&r pasaere nepr4oAqrrecKoroorqera rro SesonacHocrH [penapara, coAepxaqero oAHO H3 4eftcreyroqNxBeII{ecrB 4aHHofi t<ou6uuaquu. Bonpoc o crpyr(rype IIoEJITI s 3roM cnyqaecJleAyer pelrrarb' HcxoAfl I43 3HaqLIMocrH paznnuuit SapnaaxoJroruqecKax ceo6c.rsnpe[apara' BKrroqa-{ pa3n rqufl noxasasufi K npHMeHeHr4ro w npoQanx6e:onacHocr, Mo'onpe rapara a xou6asupoBaHHoro neKapcrBeHHoro upenapara.Ecnu AaHHbIe no 6eaonacHocr' t<ou6uuapt"ur,"o.o [penap ara HMoHonpelapararpeAcraBrsrorc-q B AByx He3aBacEvux IIOFJIII, 4aHuble orrrerbr nonxHu 6urrcsa6Neslt fiepeKpecrHbIMH ccbrJrKaMa, o6rervarculrrM, iloHcK :Haquuofrarisoprr'rar{H' 

''o 
6e:oracHocrpr 4efi crnyrorr{Hx BeruecrB.

B c"rryvae ecJln roKa3aHu.a K npHMeHeHHro pa3Hbrx neKapcrBeHHbrx 6opr'3HaqHTerbHo pa3nr%arorcfi'to, Moxer oKa3arbct qelecoo6pa3HbrM rrpeAcraBr.rrb
AaHHbIe ro oesouacHocr' coorBercrByrorrl,X JreKapcrBeHHbrx [penaparoB BcaMocro.rrreJrbHbrx p €BAen ax oAHoro 1106 JIn.

1'5 llpe4craB-Ilenlre orrreTa BHe saBr{crruocrn or eaxt'qecKoroo6paqexlrff "rre*apcrBe'Horo npe*apara Ha eapnnrq**rr.rec*oM pbr'KePo ccufi creori <De4epa r{H tr

Hosat ausopuauns' o6 eS0exraeHocr, H 6esonacnocr, rreKapcrBeH'brxnpenapaToB rrosBJr s.eT c fr HenpepbrBHo.
cBeAesns o He)KeJIareJIbHbIX peaKrlHrx, a TaK)Ke HHbrx Qarropax p'cr(a[pI4MeHeHHfl neKapcrBeHHbIX cpeAcrB, colep)I(arct He roJIbI(o B cnoHTanHblxcoooqeuuxx' 

''ocryrarc,orrx Aep)KareJr]o perr4crparl'oHHoro yAocroBepeH*r, How B MarepH€uax AoKJrHHI4rrecKHX, KJIHHI{ire.KHX HccJreAoB a,,uit, AaHH'IXpeTpocneKTI4BHOrO kr3yqeH4g efo Hc[oJrb3oBaHHr, HayqHhrx crarr,_sx. v.{HrbrBa,3ro' noEJIlI cneAyer rpeAcraBJlf,rb B ycraHoBJreHHbre cpoK' (cnr. naNe) BHe

roHaupuuep' ecJlrl .AHH H Tor xe JleKapcrBe'uufi npenapar B <fopue u,unyq'X ra6lerorrIoKa3aH K npuMeHeHr.rrc y B3pocJr6rx, a n t|oprvre 
""porru 

i, o".r"o.



3aBr4cnMocrr4 or @amuvecKoro o6parqeHux
JreKapcrBeHHoro npenapara Ha QapnaaqenruqecKoM
Oegepaqrar,r.
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3 ap ef pr cTp r{p o BaHH O rO
pbrHKe Poccnficrcofr

1.6 [IpHuqnnu oqegxn
peaK&r{fi

rlpe.{BHAeHHOCTH He}KenaTe,rrbHbrx

ilxx orIeHKH npeABr4AeHHocrr4 Hex{eJrare^uofi peaKrlua peKoMeHAyerc,
I4CNOJIb3OBATb TY PEAAKIIH}O HHCTPYKIIHH, KOTOPA. 6rUA YTBEPXAEHA BPoccHficrofi oe4ep arLn' Ha Aary HarraJra orqerHoro nepproAa c6opa AaHHbrx An,|Io6JIrI.

coornercrBeHHo, peaKuHH, cBeAeHHr o KoTopbrx 6ruH BHeceHbr BHHcrpyI(UHlo Iro rrpHMeHeHHro ToJrbKo B nepaoA c6opa AaHHbrx AJrfl AaHHorofIoEJIIl, B sroM orqeTe 6yay, o[HcbrBarbcr, KaK HenpeABHAeHHhre.
lln0oprvrall'ro o Bo3Mo)KHoM I'3M.H e'Lrv qacrorbr He)KenareJrbHbrx peaxqnirlo cpaBHeHHIo c onacauHofi B HHcrpyl(i{akl rlo MeAHtIrlHcKoMy npHMeHeHH}opeKoMeHnyerc'q xnaccuSrallHpoBaTb KaK HenpeABHAeHHyro HexerrarenbHyropeaKIIHIo' Tarxe B noEJIn cJleryer Aarb p€,,b.scHeH'r Aep)r(aren,pefHcrpald[oHHofo yAocroBepeHr,rr orHocnreJrbHo upHqHH H3MeHeHH' qacTorbr

HexeJrareJrbHbrx pearquft (usiueueune rdelenofi florynqqru, y xoropofirrpuMeH.f,ncf, npeuapar, [peBbrrueHne Ao3apoBKH, npo6nevlr KaqecrBaneKapcrBeHHoro npenapara u lp).
B cnyyae, ecJi, !,rrfl orIeHKH nperBHAeHHocrH pear<qafi AepxarenbperucrpaquoHHoro yrocroBepeHHt pyKoBoAcrByercr Ea:osofi xapaKrep wcr nxoitneKapcrBeHHoro rpeilapara (company core safety Datasheet, ccsDs) vrrwocHoBHhIMH cBeAeHIflflMH no 6esona_cHocru neKapcrBeHaoro npenapara (Companycore safety Infromation, ccsl), To non"" ),Ka3aHHbrx AoKyMeHroBrrpaKnaAbrBarorcrr x IIOFIII.

l'7 Hcno,rrrso'a'He/rflTeparyp'brxncroqHnKoB

{epxarenx^a perncrpall'oHHbrx yAocroBepeHafi per(oMeHA yercfr co3AarbneperreHb JlHTeparypHhrx HcroqHHKoB (orevecrneHHbrx H sapy6eNurrxpeIIeH3HpyeMbIX Hayr{HbIX )KypHEUroB' AocrynHblx B ceru tr4urepHer un1 Ha6yuaxnoM Hocl4Te-ire), rcoropire 6ygyr perynrpHo MoH'Top,poBarbcf, B rren.rrxOIIEHKT{ 6CSONACHOCTH B'ITTYCKAEM'IK JICKAPCTBEHHbIX TTPENAPATOB.Bu6op nHTepaTypHbIX I4crorrHrrKoB Ans noao6noro ro""ropuHra ronxeH[poa3BOAr4TbCf c yqeroM c@eprr npHMeHeHHr neKapcrBeHHOfO cpeAcrBa.llepeveur MoHrrropvpyeMblx HayrrHhrx Jr'TeparypHbix HcrorrHHKoBpeKoMeHAyerc.fl npuKJragbrBarb K nO6Jfn.
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1.8 llonyvenNe Nn$o p*arr.'.' o peureHr{flx 3apy6ex'rrx
PCTY/T'ITOPHbIX OPTAHOB, IIPHH'ITbIX B Cl8fr}ln C NPO6NEMAMH
6esonacHocrn JreKapcrBeHubrx npeilaparoB

Hapngy c Irr4TeparypHhrM' AaHH'IMH, peKoMeHAyercr orcJre)K,Barb perrreHr4,
sapy6exnblx peryntropuhlx areHTcrB rro orpaHaqe'r{ro aJrlr H3MeHeHHro flopr,Kao6paqenut JIeKapcrBeHHbIX npenaparo". BorroxHbre Hcror{HHKn r,rHQoprrr arr*HIIo perynsropHbrM pelxeHHttr4 e o6racra 6esouacHocrH neKapcrBeHubrx cpeAcrB
yKa3aHbr B flpnno)KenaH l.

1.9 OnHcarltre r{e?KeJra"rejrltrblX peanuuii
rpenapaT

Ha JreKapclseuHsrri

ttrs onncaHnfl He)KelrareJrbHbrx pear<quli peKoMeHAyerc, HcrroJrb3oBarb
e4uHoo6pa3Hyro TepMHHoJIorHro. Xtrs orofi qenn Bo3Mo)r(Ho HcroJrb3oBar'
repMHHhI cnpaBoqHI{KoB ranSopuauHoHHoro pecypca no Saprr,rarcouaA3opyAsrol,raru:upoeaHuofi unsoprraaqnoHnofi cacreMbr pocslpaeHaA3opa (lanee
lkIC Poc:4panHagropa), Koropbre rBJrflrorcfl pyccKHMH 3KBXBaJreHraMH
TeprraunoJlofr4r{ He)KenareJrbHbrx pearqnft, pa:pa6oranuofi BceuupnoliopraHu:aqraeft 3ApasooxpaHeHur (wHo-Anrl. Taxxe Aep)r(arenHperHcrpal{HoHHblx y.qocroBepeHnfi [pI4 onncaH:ar4 He]KerrareJrbHbrx pearqHi
MOryT pyKoBoACTBOBarbc-{ caMocrosreJrbHo [epeBeAeHHbrMr] TepMaHaMr4 CJrOBaps
PETN'TOPHOft MCAHIIHHCT<Oft TEPMHHON O.HH ICH {MCdDRA).

floxasaHas K npHMeHeHI{Io neKapcrBeHHoro ,,pe,,apara per{oMeHAyerc,yKa3blBarb B coorBercrBuvr c MeN4yuapo4Hofi rnaccu$axaqaefi 6ore:uefiBceuHpuofi opraHusaqvu 3ApasooxpaHeH'r X-ro nrp..rotpu, nee4euHofi Byqpex(AeHwflx 34paBooxpaHeua-q Poccaficxofi @e4epaqr{H [paxa3or.r MzHsApaBaPoccun or 27.05.1997 j\rb170 (o nepexoAe opraHoB v yvpex4euufr3ApaBooxpa*e*'rfl Poccaficrofi (De4epal]'Hkr Ha MexAyHapoAHyro crar^err4rrecKyroruaccu$u*arluro 60nesnefr u npo6reu, cBr3aHHbrx co 3AOpOBbeM, xrrepecMoTpa>).

B cJryqae, ecr' B coo6rqeHuu orcyrcrByer AHarHo3 :a6orenaHur, rilflTepanHH KOTOpOfo Ht*Harrarc, neKapcrBeHsrrfi npelapaT, AepxarerrbpeFHcrpal{HoHHoro yAocroBepeHHfl Moxer caMocrorreJrbHo yr(a3arbnpeAnonaraeprufi AI'IarHo3' ucxoTfl H3 aHaJrH3a rocryrrHbrx AaHHbrx. TaxoenpeAnono)KeHr're Aep'(arenr pef,crparlaoHHoro yAocroBepeH,_{ 
AOJr}KHOcolpoBox AaTbcfl cooTBeTCTByrorrIHM [pr4MeqaHHeM.

B cnyqae HeBo3MoxHocrH Tor{Ho orrr4carb Hrrw xraccHSar.I'poBarbon'c'IBaeMyrc HexenareJlbHylo peaKrlr4ro Aonycr'Mo prcnorrb3oBaHaeTepMaHonofHH OTIrpaBHTeJrr, yKa3aB ee B KaBbIqKax.
llpu pa3HorJracu.f,x Aepxarens perucrpauuorrHoro yAocroBepeH4, rlorIIpaBHTeJIt coo6uleuux orHocHTeJIbHo onucaHr{t, Hcxora, [pHrrI4HbIHexeJlarelrHofi peaKqr{H' 

''oKa3aHHt 
K Ha3HageH'ro neKapcrBeHHoro npenapaTa,



IIO3I4III4' ACPXATCJI' PCIHCTPAq}IOHHO.O YAOCTOBEPCH}I'
MOXer 6rr* 

''pHBeAeHa 
B Br4Ae OCO60ro [pHMeqaH vfl HIrLl

pa3Aene nO6tln, rAe o[r4caHa coorBercrByaq as peaKr\Hs.

Z. Onpe4eneufle A,atbr npeAcTaaJreHrrff nOSJTn
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no AaHHOMy Bonpocy
KOMMeHTApprfl B TOM

B cooreercrBnr c ilpuK€t:oru MHHsApaBcorIpa3BH^rLrfl poccaa or 26.08.2010J\b757n 
''ep,oAuqecKue 

orqerbl HanpaBnrrorc{ Aepx(areJreM per'crpar{HoHHoroyAocroBepe'''us neKapcrBeHHoro [penapara, Ha r4Mfl r(oroporo BbrAaHopefHcrpaqHoHHoe yrocroBepeHae neKapcrBeHHOfO npenapara, e @e4epanbHyroclyx6y rlo HaA3opy B csepe 3ApaBooxpaHeHHr Ha 3neKTpoHHoM u 6ynaaxcuonaHocHTeJIe B cpoKn' orctIHTbIBaeMbIe or Aarbl pefucrparlHa neKapcrBeHHofonpenapara B crpaHe' rAe neKapcrBeHurtfr [penapar 6rrn enepBbre pa3perrreH KMeAHr{rrHcrcoMy np LrMeHeHr4}o :

. B TeseHHe nepBbIX AByX JreT
KaxAbre 6 uecxqee;

perl4c, paI{I4LI neKapcTBeHHoro npe[apaTa _

r B TEIICHAC NOCNEAYIOIIIHX ABYX JICT - TPETbC|O H CE'TBCPTO|O |OIAp e rHcTparlr4r.r neKapcTBe HHO| O np e[ap aT a _ ex(ef OAHO ;) HaqHHas c fr-rrrofo roAa perr4crpaur4, JreKapcrBeHHOfO npe,'ap ara _ OAHHpa3 B rpa foAa.
llepuo4uqecKne orqerbr npeAocraBJrrrorcs He no3nHee 30 gHefr or narbroKoHrIaHHr CpoKa oTcqeTa.
flopx4or< onpeAeneHH,

npenapaTa npHBeIeH B CXeMe.
Aarbr nepnofr perucrpar{Hr4 rreKapcrBeHHoro

l'cporra npeAocTaBre'Hfl noFJIn Boc[po]r3BereHHbrx rreKapcrBe'Hbrx[penaparoB orcqHTblBarorct or Aarbl nepeoir perucrpaqr{H opgfr{HaJrbHoroneKapcrBeHHOrO lpelapara c aKTprBHbrM BerrlecrBovr (xorra6 uualluelt aKTHBHbrxeeqecrn) AaHHoro MexAyHapoAHoro He[aTeHToBaHHoro HnH rpynn'poBoqHoroHa3BaHHt (ra ncxlro qeHneM baorora.recKr,rx JreKapcrBeHHbrx upenaparon).2' cpoxu rpeAocraBJleH'fl IIoEJIII ans 6uororaq."*"r JreKapcrBe'HbrxcpeAcrB (r'unayHo6'orora'recKl{x neKapcrBeHHbrx cpeAcrB, JreKapcrBeH'brxcpercrB' noryqeHHblx U3 KpoBH H [Jra3MbI KpoBH rleroBeKa, JreKapcrBeHHbIXcpeAcrB' [poH3BeAeHHbIX nyreM 6aorexgorro""u"anr4x npoqeccoB (rexHono rwit wuero4oe)' reHorepaneBT,r{ecKHx.. H coMarorepaneBT'rlecKux neKapcrBeHH'IXcpeAcrB' coAep)Kaq'X geficrnyrorque Berr{ecrBa 6uoro*rqecKoronpo'cxoxAenur)' a TarcKe 6uoaHaloroBErx JreKapcrBeHHbrx cpeAcrB(nexapcrneHHblx cpeAcTB' cxo)KHX c op'rr,rH€ub'biM o'oror'.rec*rrMJIeKapcrBeHHbIM cpeAcrBoM no TexHoJIorHH npoa3BorcTBa, Sapuaqee.rnqecroilcy6craHrluiE (xou6anarlr'la sapvaqenrHqecKHX cy6craurlHl.i), neKapcrBeusofrQoprrae, [oKa3aHH-rrM K npHMeHeHHro vr nocry[HBmee B o6paqeHae ccooruo4eaueu TTHT.JIJI.KTyaJI'H'IX npaB Ha op,raHanbHoe neKapcrBeHHoecpeAcrBo) orcvurbrBarorc, or
rpenapara e Poccufrcxofi *"o-Ouffllt 

perHcrpalrl4r{ AaHHoro neKapcrBeHHoro



tl
3' lary orcqera cpoKoB npeAc:raBilerrwfl,lloEnfI Bo3MoxHo or(pyrJrr4Tb AofiepBoro rll4cna Mectqa' cnelyrculero 3a Aarofi uepeavHofi p..ratpuuru

opnr}rH€tJrbHofo neKapcTBeHHO fO npenapaTa.
4' flm JleKapcrBeHHoro npe[apara, BbrnycKaeMoro B HecKoJrbKHXneKapcrBeHHbIX Soprraax, cpoK npeAcraBJreHHfl ilOBJIn orcrrgrErBaercf, or AarbrperHcrpallnll nepnofi neKapcrBeunofi Soprvru oprarprH€urbHo.o rre6apcrBeHHoronpelapara B rroprAKe, rrpHBeAeHHoM B nyHKTax 5_10.
5' B clyrae, ecJIH opl4rlrHanrsufi neKapcrBe'urrfi [penapar c aKTr,rBHbrMBerr{ecrBoM (rcorra6ranaquefi aKTHBHbrx nenlecrn) au"uro.o Mex{AyHapoAHoro

HenareHTOBaHHOrO wnr fpynllHpoBorlHofo Ha3BaHHr (aalee - opHfr4Ha,rrHrrfineKapcrBeunstfi [peflapaT) nnepnue B MeAHuHHcxofi npar.,'Ke 6r,r,,r3aperHcrpl4poBaH (pa-:perueH I( rIpHMeHeHr4ro B MeArirrluucxofi [paKrHKe) n CCCpAo 01'01'1992, B KaqecrBe Aarbl orcrlera cpoKa npeAocraBrreHg, lIO6tInop?In4HanbHofo JIeKapcrBeHHOfO [pe[apara H BOClpoH3BeAeHHbrx npeflaparoBHcnonb3yerct rara npnKasa o nepnoti peracrpalrul4 opHrHH€LrrEHoro fipenapara(aara Bbr.qaqr,r flepBoro per.Hcrparl'oHHoro yAocroBepenur). cne4eua_r o
''pllKa3ax Muusgpana cccP o pa3pelrreH'r. K MeAHqLrHcKoMy rrpHMeHeHHroneKapcrBeHHhrx [penaparoB coAep]Karcfl, B qacrHocrH, B ClpaBor{Hbrx npaBoBbrxunsopnaaq'oHHbrx c,creMax (<fapanrr, i Korr.yJrbraHT)) u Ap.).'r' 6' B cryqae, ecnH opllruH€ulrnrrfi JreKapcrBeunufi npenapar 6rr-rr3aperl4crpnpoBaH B rocyAapcrBax Enponeficroro corosa paHee, rreM BPoccuficxofi oe.qep ar\pr*, B Kar{ecrBe Aarbr, or Koropofi orcqnrbrBarorc, cpor(Hrlpe'4craB$eHnfl nOFJIII, peKoMeHAyerc.fl I4crrorlb3oBarb TaK Ha3brBaeMy1o<<eaponefrcKyro rary po)r{AeHH{ rpenapara) (European Birthdate),ony6ruxoBaHHylo ua caitte Enponefi cKoro M"a"qr"cKoro Aresrcrna (EMA). 1 1

7' B cnyvae, ec.r' neKapcrBeHurrfi ,,pe[apar 6ul nnepBbre 3aperflcrp'poBa'3a rpeAenaMr.r Poccprficr<ofr @egeparlnu, Ho He B focyAapcrBax EC, r,nfloirpereneHnfl AATbI OTCqera cpoKoB [percraBJreHH.f, nosrrn rp.onourHrenbHoHcrrorr630Barb Aary nepeuvHofi perHcrparlHH B CIIIA. gaunix uusoprraaqaxAocry[Ha wa cairre vnpanneHus cIrIA [o KoHTporrro 3a npo4yr(Ta MH nHTaHwfl HneKapcrBeHHhrMr{ cpeAcrBaMu (Food and Drug Administ.ation) ii 
.8' B cryqae' ecJrl' opi.r,HaJlruuft ,rr*up.t"e'Horft flpe,,apar BrrepBbre3aperHcrpl4poBaH 3a rpeAeJIaMH Poccnftcrofi @egepar{HH, Ho He B crpa'ax ECIdTPI CIUA, ANfl OIIPEACNEHH' AATbI NEPNN'IUOfr PCIHCTPAIIIIH BO3MOXHOHcrloJl'3orarr aHSopMaIII{ro cafiroe BeAylrrnx Mr4poB6rx peryn{TopHbrx areHTcrB,BKrloqar Arenrcrno no 3ApaBooxpaHeH,ro 

.KlHaau' (Health canada)f 
), Vnparr"r;;; Ancrpzuruu uoueAarluucxofi npoAyKu'Lr (Therapeutic--6ds Aiministration Australiahttps ://wrvw. e bs. t ga. go v. au/), apyrrx perynrropHbrx areHrcrB.

ment/doc

0b01 acO58009a3dc ument Ii

tzpasaen <p*r60puaqlrs FDA o Jre*apcrBeHHbrx cpe..crBax]) <,Drugs@FDA> no aApecy pa3.uenDrugs@FDA, http :/www. accessdata.fda. gov/scripts/cder/drugsatfda/ 
)
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9. trpu orcyrcrBr{H ansopnraqna o ilare nepeofi per'crparlr,' HauxsopuaqHoHHbrx pecypcax :apy6exuux peryn_rrropHbrx opraHoB B c{repeodparuenraa neKapcrBeHHbrx npenaparoB, Aara nepruvnoft per'crpauHn
opl4rHHzlnbHoro npenapara Mo)Ker 6rtrr ycraHoBneHa Ha ocHoBe AaHHbrx HayvHoftn'Teparypbl' B 3ToM cJlyr{ae, B pa3AeJre lIOFm, ilocBflrqeHHoMMexAyHaporHoMy pefyn{TopHoMy crarycy npenapara, npHBO A.,'{TCfl, CCETJTKa Ha
HCTOTTHT4K naTeparypHbrx AaHHhrx o [epBHrrHoff perzc.rp aL\LrH npenapara.10. B cryqae, ecrr' ansopuaqnx ; perr4crpard'H neKapcrBe'HororpenapaTa orcyrcrByer Ha [eper{HcneHH6rx un$opnrar{raoHHbrx pecypcaxrapy6exnbrx peryn.rrropHbrx opraHoB, a raK)Ke B Ha) {Ho rt lureparype (Hanpavrep,EJI' [pe[apaToB, TpaAHIII{oHHo [pHMeHteMbIX B MeAullugcrofr rparflfiKe HnHHcnonb3yeMbrx 60nee 50 rer), Aepxarenb pefHcrparIHoHHOrO yAocroBepeHH'Moxer pa:pa6orarr co6crseHHrtfi rpaSux np"go"ruBrreHas ilo6rl51 no AaHHoMyJIeKapcrBeHHoMy cpeAcrBy' flaHn_rrfi rpaQHx peKoMeHAyerc{ npeABap'rerrbHo

coDracoBarr c @eAepalruofi cnyx60fi,ro 
"u4ropy 

e coepe 3ApaBooxpaHeHHq.



Cxenra. PerconaeHAyemrrfi flopflAoK ortpeAereHnq .qarbr
r peAcra BrreHrfl IIOEJIfI :

t9

oTcqeTa cponoB

3aperucrprpoBaH 3a rrpeAeJrarvru p<D

(unu CCCP ao 1992 r.)?

\ ;;;;;";;;;; ".*ii

Cru. cafir FDA (pasqel Drugs@FDA,
http ://www. accessdata.lda.gov/ic ri ptsicder/d
rugsatftla/)

:apy6exuux perynsropHbrx
aIeHTCTB, BKJIIOqat
HealthCanada

(hup://webprod3.hc-
sc. gc.caldpd-bdpp/i ndex.-
.g_!t&.iqp,

Thearapeutic goods
adm in istrarion Austral ia
https :#rl,tvrv.ebs.tga. gov.a u/,
(nsl6upaercr ilepBa, ro
naBHocru nara Def Hcrnaunn)

Ilu$opruaqr.rff He Hafraena

Arr onpeAeJreHr{_rr crpaHbr nepnuvHoft perucrpa{r,rg ruoryr 6urru ncnoJrr,3oBaHl,l
I{ayqHbre crarbu (e rou qHcre, HHreKc[poBasuue Medline (pubMED) ruu

3aperucrplrpoBaH r Ect- 
---l

_//-%

' ErponeficKaff Aara polr(Aennfl
(http://www.ema. europ a.et-t/ ema/ d,oc in
dex j sp?curl:pages/includes/docu**V
document_detail j sp?webContentld:W
C500 124999&murl:menus/document I
i brary/documen t_li brary j sp&mid:0 b0

I ac058009a3dc)

B raqecrne opneHrupoBovHoil uHQoplraullr

H?:y":y:\tyeaiaAne0lemca 
o,_ocnoeauue damat orrr'uro ,oonou npedcmaoteuutt
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3. Pexa nce*Ays Mhr ri {rop mar *e p ft o{t' r{scF{{} ro ,u-r*rd}T.a ! ro6e:onacmocrrd xexaprrrleuxo ro n[]eilapa?.*

PexoueH4yercr Hcrrorrb3oBarb cJrelyrcqyro crpyKrypy IIOEJIII :

o THryluIrrfi nucr
r Pe:roue
o OrnanneHue
o BseleFrge
o cseneHH's O pefl{crpalllll4 JIeKapcrBeHHOfo npenapaTa s poccufrcxofi(De4epaqu u H tpyrwx crpaHax
o cee'qeHwa o6 n3MeHeHIaH pef'crpau'oHHoro craryca H peracrpaquouHofr

AOKYMEHTAI\HH B CB{3I,I C NPO6TTCMAMH 6CSONACHOCTI4r fian'rre o6 o6reMe [orpelneuusne*apcrBeHHoro flpe[aparao B xnanar{ecKr4x HccJIeAoB aHprflx
o B rregaqraucxofi npaKTnr{e
t tr{u$opM&uns o B'I{BJI.HHbIX He)KeJrareJr'Hbrx peaKrr,{x lr upo6reuax6eeonacHocrlr
o o6rqlre raH'bre o BbrrBJreHHbrx Her(eJrareJrbHbrx peaKrl'rxo AHara3 orAenbH'rx He)KeJrareJrbHbrx peaKrl wit, iwetorqux ocoOyroKJII{HIITIeCKyIO 3Har{HMOCTb
r JreT€LrIbHbre He)KeJIaTeJIbHbIe peaKI{HI4I cepbe3Hble HeiIpeABHAeHHbIe peaKrlza (xolannexcgrrfi aHarH3B coqeTaHprr4c AaHHrTMH rrpenbrAyulHx ilOFIIX)r HEXCJIATEJI'H'IC PCAKIIHH, rPC6YrOrqHC BHUMA HHfl ANflOIICHKI4cooTHOrIreHkIr rloJlb3br H pHcr(a

[oE;If"norH'rerbHar 
Hnsopuarl'-s ro peaKrIHrM, orrr4caHHbrM B npeAr,rryul'X

o crpyxryp'poBaH'bre ilepeqH' HexeJrareJrb'brx peaxqario o6o6ruesurre ra6r'rlbr HexeJrareJrb'rrx peaxqafrr I4n0opMarJafl o 6esonacHocrz, flonyr{eHHa, B xoAe KJTHHHq.'KHX
H ccJreAoB asufr/ .4a*Hefi ru efi p azp a6_oTKra r, 

"^up. 
r"eH'of o np elapara

U*rorr"u#:Hf.""Hr'r, 
B Koropbrx 6'la .rorry"""u Bax(Ha{ anSopnaarl'.f, ro

o I'IccneAoBaHpr.s 6e:onacHocT' reKapcrBeHHofo npelaparao JlareparypHbre AaHHbre o6 nsyveH* n*upcrBeHHoro npenapara

[o;#"soprraaqar, 
rorryqe 

'Hau 
nocJre oKoHqaHr.{, nepuoA a c6opa,.aHHbrx Arr{

o lrlroroBar orIeHKa de:oriacHocr' neKapcrBeHHbix npenaparoBo 3axnro.IeHr4e
r flepeqeHb r4cnoJrb3oBaHHofr nareparyprr. llpalolxenxf,
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PexonaenAarlnn no noAroronr(e paBAeJroB n O 6"rln

3.1. TnryarHnrfi -rrNcr

PexouesAye*lnfi o6pa:er1 oQopvueH'fl r'ryJrbHoro Jr'cra noErlil

3.2, Pesmn{e rrepno4mqecxoro orqera

B pe:rorrae cneAyer BKJrroqarb cneryrcqyrc nnQop^aaqarc:
' A,unarzsncrparaBHbre AaHHbre [oFJIn (ror.p, or.{erHrrfr nep'o^,HaHMeHoBaHpIe npenapara' JreKapcrBeHHbIe $oprrasr, AosupoBKH, peKBr{3HTbrperHcrpar{rroHHbrx yAocroBepeuufi )
' lloxaganas K npr4MeHeHrzlo (comacuo r4HcrpyKrrr4', geficrnyrcqefr HaMoMeHr 3aBeprueHr4, rroAroroBKn IIOEXil)

rtnplrolgdrrB cKrilZ or qET

IIO EE3OIIACHOCTI{ JIBKAPCTBEHHOTO IIPEIIAPATA

TOPTOB OE HAI{MEHO BAHI{E
MHH:

Koa ATX (pacruuspoena Koaa)
(neKapcrBeHHar $opiua, Ao3apoBKa' per'crpauHoHHoe yAocroBepe HHe, Aarape*rc.r.parr'oHHoro

yaocronepeHnn)

lepxcare'rrr perHcrpalrHoHHoro yAocroBepeHuq JrexapcrBeHHoro npe,,apara: (HannaeHoeauNe,
aApec roJroBHofo noApa3AereHHr, aApec a poccuficrcofi Oeaepaqnal

{ara neprofi perncrpaurrn B poccuficrcofi (Degepaqux:

{ara nepnofi perucrparluu B Mrlpe JteKapcrBeHuoro npe[apara
C AAHHbIM AKTHBHbIM BETUECTBOM:

J\t TIOEJIII

Orqernrrfi repnoA (aarsr HaqaJra H oKoHr{aHHn c6opa AaHHbrx als IIOFJIII)

{ara raneprueHrrs noAroroBKu IIOEJIII

(pl{o, AOJTXHOCT.' KOHTaKTHbT€ AaHHbre (reneQou, aApec 3JreKTpoHHOfr no.rrsr)
corpyArrHKoB Aepr(areJrs perHcrpaur{oHHOrO yAocroBep€HHq, I|pHHHMaBrIIr{x yqacrHe BrroArorogKe IOEJIII
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' Ko"nusecrBo crpaH? B I(oropbrx 3aperacrpupoBaH neKapcrBenuuri
rperapar

. l{nSopMarlr,rf
npHocTaHoBJreHr4ro,

uanutuu)

o perxeHprsx :apy6exHux peryn.rrropHr;rx areHrcrB rto
or3brBy uilu orpaHar{eHrzro o6parqenHx rrpenapara (npra

' o6o6rqeHHble cBeAeHH-' o6 Lrsl\.{eHeHa.flx HHcrpyKrIHH rro MeAHrIr4HcKoMy
npHMeHeHHIO neKapcrBeHHOfO [penapara, cBfl3aHHbrx c 6esonacHocrbro tsPocc'ftcrofi <Degep arl^pr 14 B ApyrHX rocyAapcrBax, rAe rreKapcreeHurrri [penapa"3apefr4crpupoBaH, 3a orrrerHufi nepuo4

' cee'qeHus o6 o6leuax norpe6le Hwfl ila'Horo neKapcrBeH'oro npeilapara
B MHpe 3a orqerHrrfi nepaoA (cM. ruraBa 3, nyurr 3.5.)

' KoluqecrBo B'I{BJI.HH'IX cepbe3Hbrx H Hecepbe3'brx He)Kerrare.ilbHbrxpeaxqufi, raH@opnaal{Hfl o Koropblx BKJrroqeHa B AaHHbrfr nOEJIII (o6rqeuHpoBbregauuue)

' KolaqecrBo He)KeJIareJIbHbIX peaxqzft, rrocryrraBrrrux or poccr4frcxuxcy6rexron o6parqeHr,rr neKapcrBeHHbrx [pe[aparoB 3a orqerurrfi rep'oA' Hoetrre cBeAeHH-{ no 6esouacHocr', npHBeAeHHbre B noEJIn
' I4HSop".art's' o6 HsraeH,HVH npo0unr 6esonac'ocrH, a raKxe r43MeHeHaH

cooTHOIIreHI4r noJIb3bI r4 pr4cKa

3.3 cre4eHnfl o per'crparl'lr Jrer(apcrBeH'oro ,,penapara BPoccuficxofi Oe4epar{Hr{ H Apyrux crpaHax

B sroM p€BAeJIe rpl4BoAqrct cBeAeHH.s o rocyAapcreeHHoft perp,crpar{H'
neKapcrBeHHoro npenapara e Poccnftcxofi (De4epaqHH t4 Apyrr4x crpaHax Mr4pa c
Aar6r uepaofi perr{crpar{r{r4.

I'In$op^aaqar np'BoAr4Tcr B xpoHonorr{qecKoM roprAKe, o[peAenreMoMrarofr perllcrpar].wv, HaqHHat c Aarbr rrepBoro pa3perxeHn, rrpHMeHeHH,npe[apara B Mrrponoft ve4uquucrofi [paKTHKe. Ecrlu e oaHofi u rofi xe crpaHepa3Hhle JIeKapcrBeHHbIe $opvru orHoro [penapara 3aperr4crpr.rpoBa'br B pa3HoeBpeMfl, To yK€l3hrBaror Aary nepnofi p.r"rrpurtr".
B p€BreJIe <<[ara>> npHBortrct (ecnH useecrurr) Aar6r per'crpar{H',rIpoAJIeHI4's perl4cTpaUHn' oTKa3oB B pefHcTpal{zu, rrpgocraHoBJreHr4, HJ,HaHHyJIHpoBaHHfl perI4crpaIIHH, [epBoro QaxruvecKoro rrocrynneHpfl npen aparaHa p6rnoK, BHeceHHfl H3MeHeunft n perncrparlnoHHyro AoKyMeHTarrHro, cBr3aHnbrxc 6esonac'ocrblo' KaxAa's Hs Aar Aonx'a co[poBo)K Aa.rbcfl coorBercrByrorrr'MrtoscHeHneu (n cro6xax).
B pa^:gene <<KonrueHTapHH)) yK,t3brBarorc.rr BaxHbre orrr4r{ Hfl H*crpyKua, ,,orrpHMeHeHHrO, yrBepx(ressofi B poccnficxofi Qe4epaqu', c HHCrpyKr-rH.sMH,yrBep)I(AeHHbIMH B Apyrax crpaHax (percoruen.qyerc-{ yKa3brBarb pe3n..n*rr Bpa3Aenax <tlor<a:a'as K nprrMeHeHHrO)), <flporunono**u"rrr, <cnoco6rrpHMeHeHHr v Ao3br>, <oco6rre yKa3a'Lrfl>>, ,,no60r""ra i*u.ru""r;. trnsy4o6crna H3JIo)KeHH-s H BocnpkrflTus Marep'aJra Mo)KHo r4cnoJrb3oBarb HecKoJrbKo
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Ta6nuq Anfl pa3HEIX JIeKapcTBeHHbrx Oopr nilu Ao3HpoBoK JreKapcrBeHHoro
Ilpenapara (ecnn pa3Hble Ao3HpoBKH rrpuMeH.flrorc{ ilo pzr3rrgrrHbrM nora:aunau).B cJlyqae, ecJIIl Jlei(apcrBennrrfi npelapar 3aperacrpapoBaH B 6orru:ou
KOTI4TICCTBC CrPlI, rA6I.,gY C PEfHCTPAIIHOHHT,IMH AAHH'IMA PEKOMCHAYETCflBKJrroqrrrb e IrOEIII B KaqecrBe [pr{no)KeHr4r.

PexoueHAyerr*rfi soprraar [peAcraBJreH's AaHHbrx o per'crpaur4'JleKapcrBenHoro [pe[apara B poccprficrcofr @e4epaqHn H .qpyrux crpapaxnpeAcraBJreH B ra6rraqe 1. flpunaep 3arronHeHuq AaHUOfr ra6ruqe rrpHBeAeH B[paJro)r(eHuu 2.

Ta6flurla I Pexo^aeuAyerv*rft sopnaa' npeAcraBreH,, AaHHbrx o
neKapcrBeHHofo npelapara e pocclrficxofi (De4epaq HH H Apyrnx

peFr4crparlprH

cTpaHax.

breJrr ar4MeHoe aHNe(ta.tr)

3.4 cne4eHN s o6lr3MeHeHHH per'crpau'o'Horo craryca HperHcrpaqr{oHHoli 40xylueHTar-{HH S CBfl3H C npo6neMaMn
6esonacHCIcrn

B 'ror pa3AeJI BKrroqaerct noApo6noe ou^caHue Mep rocyAapcrBeHHbrxopraHoB HcfionHlarelrsofi BJIacrIa B c0epe 3ApaBooxp aHeHHfl poccprftcr<ofi
(DeAepaqnl4' a raKxte sapy6exHblx perynrropHhrx areHTcrB B cBtr3r{ c BburBneHr4eMupo6leu 6esonacHocrr4 neKapcrBenHoro rrpetrapara.

PasAen oxBarhrBaer Bce Mep6r, np,H.rrrbre co AH{ [epBofi peracrpau'a BMUpe neKapcTBeHHOfO [peHapara AaHHOTO Aepx(arens peracrparu4oHH0foyAocToBepeHHfl.

cseAe'r.r.q rrp'BoAsrc.fl B xpoHoJrorr4qecKoM ,,op_sAKe H He rpynnHpyrorc.{ rocrpaHaM, a 
''pHBOAflTCs ''o AaraM npw'flT'fl. B 

^cxo6rax, 
pioo, c Kax(AbrMperyJlf,ropHblM pelxeHpleM, cneAyeT yKa3arb coorBercrByrouylo crpaHy, a raKxe

;:tr ffi:yrc 
xaparcrepl4crHKy npHr{HH, rrpHBeAruHM K AaHHbiM pefy"qsropHbrM

B p*.qan peKoMeHAyercfl BKJrror{arb:

' or3brBbr (anuynrrpoBaH'.rr) wnu ,,pHocraHOBJreHU.r pef'crparlr4' (n T.q.or.qenbHbrx JreKapcrBeHHrrx 0 op* HJru Ao3:ap oe ox )o ?IsMeHeHHe 
''op-{AKa oT[ycKa npe[apara (nauprarraep, repeBoA Bpeuerrrypnsrfi ornycx)

o orpaH'rreHl4e npI'IMeHeHI4.' (nporzno[oKa3a'H-s, B T.r{. Arrfl orAeflbHr;rxKareropr4ft nar{raeuToB, Mep6r [peAocropoxH ocra)
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o npaocTaHoBJreHr.,re KrprHaqecKr{x accJIeIOB AHHrt.

K lIoEJIn cneAyeT npr.Jro)K'Tb Korrr{r4 AoKyMeHToB, noArBepxnaroqax
AaHHhre peryJr-rrropHbre peueHa.rr, KO'HH n:ueHenuft pefr4 crpaquos'off
AOI(yMeHTarIvtv, KoIIkrr4 frr{ceM Crrer{H€Lrrr4cTaM 3ApaBooxpaHeHH' ro AaHHOMyBonpocy (npa natuuuw), a raKxe Apyfae aH€uroruqHbre Marep'anbr.

3.5. Cserteunrr o6 o6r,el,rax
ilpenapaTa

norpe6;leH rrs reKa pcl.rle H Hor.o

B qentx o6ecneqenn_{ Bo3MoxHocrr4 orIeHKH pt4 cr(a pa3Br4TlrrHexenareJlbHblx peaxqnfi B rocrperl4crparlnoHHoM [epaoAe, B IIOEJIIIpeKoMeHAyercfl tIpaBoAHTb AaHHbIe o6 o6"etux uorpe6neHua [penapara 3aor.rerurrfi leptroA.
Peroueu4yerct npl'lBoAarb AaHHbre o6 o6u1erra o6reue norpe6reuurneKapcrBeHHOfO npenapara B MHpe H OTAeJrbHo s poccHfrCXOfi @e4epaqau.Taxxe qerecoo6p€BHo npr,rBecrrr pa3renbHbre AaHHbre o6 o6revaxnorpe6neuza [peuapara B KrpIHHqecKax r4ccneAoB aHprflx (r<oropue MoxHoorlpeAenHrr c 6olHuofi ToqHocrbro) a B MeAr4rluscxofi npaKTHKe. B cryvae ccJIenbIMH KOHTpOnupyeMbIMH KJrr{HarlecKHM:,/- HCCJreAoBaHUflMVr, r(oTopbre He3ABCPIXCH'I HA MOMEHT OKOHYAHH' C6OPA AAHH'IX AI,fl IIO6IIN, .,.AY"'npllBecrl'I npu6tusurerbHble AaHHbIe o6 o6reue norpeoreHzr H3yqaeMoro

neKapcTBeHHOrO CpeAcTBa.
Taxxe B .4aHHoM pa3AeJIe Moxer 6snr npr4BeAeHa orIeHKa norpe6reHua[penapara pa3HbIMI'I KareFopHflM.H narrpreHToB. 3ra nuoopMarrH, Mo)r{er 6lrTbseo6xonurrrofi B cryr{af,x, KorAa o[pe.qeJre HHafl npoone^,ra oesonacHocrr.r

3aTparl4Baer roJIbKO OAHy I'I3 rpynn [arlHeHTOA (nanpurraep, 4erefi unw 1otrHbrx cno.Ie.rHofi HeAocraro.rnocrrrc ).

I'IHsopnaaqzx o6 o6revax pean^3a\Hkr neKapcrBeHHoro cpercrBa BKoIHqecTBe ynaKoBoK' Macce aKTHBHOfo BeuIecTBa, KoJIHT{ecTBe 9AI,IHHUAO3HpoBaHI{s He [o3BO Jrfler oLIeHHTb peanrurrft o6reu .rorpaorr"Hpg npen apa^raBBHAy pa3rrqP,fl' pe)KI4MOB AO3I4pOBKr4 y pa3Hbrx [arIHeHTOB, [poroJrxHTenbHocrr4Kypca rerreHrzr IIplI pasHbrx noKa3 aHrU'{x u I{p.B ce'ss' c 3TI4M' npla Bblrr wcJreHHH o6leN{os uorpe6neHnr JreKapcrBeHHoro[pelapara per(oMeHAyercfl ac[0163'Barb [peAno)KeHHyro B03 MeronHKyonpeAeJreHar 3KCnOsHru.H JreKapcrBeHHOfO CpeAcrBa B nal{HeHTo_rorax Ha

;"T,"r[JffTffi;""ofi 
cvro'ruoft 4o:n n.nup"t"eHHoro npenapara (Defined
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noAcr{era o6repra norpe6neHa, neKapcrBeHHoro
ycraHoBnenuofi cyrovHofi Ao3br [pHBeAeHa B

3' 6' o6rqne AaHHbre o BbItIB"rIeHHr'rx ilex{e,rrareJrb*brx pea*qr{flx
B AaHHou pa3Aene npHBoAHTcs o6o6uteHua, au$oprurauq, o HexeJrareJrbHbrxpeaK{H-flx' BbIqBJIeHHbix AepxareJleM perHcrpaqnonHoro yAocroBe pe1r4frJrer(apcrBeHHoro npenapara 3a orqersrrfi uepuoA,
B pa3Aen TaK)Ke MolI(Ho BKJIrorrraTb cilyrral HelxeJrarenbHbrx pearqufr Ha[penaparbl AaHHoro MHH, '4JIt Koropbrx HeBo3Mo)KHo HaKJrruqHTb rrpr4MegeHgeJIeKapcTBeHHOfO [penapaTa AepxaTen, pefr{cTpaur4oHHofo yAocToBep eHHfl,(uanpnrvrep, KorAa orcyrcrBylor cBeA e'r4fl o roproBoM Ha3BaHLrH, HoMepe cep'r4 Hr-n.)

PexoueHgyerct npI.BoAHTb AaHHbIe o6 o6rqervr KoJr,rrecrBe BbrrBJreHHbrxHexeJiareJIbHbIX peaxqnfi B MHpe. OrAelrso (n cro6xax xaNAofr {.reftx,radnnqrr) pel(oMen.(yercs [peAcraBJrrrb unsopvraqnro o Kor'rrecr*e
HCXCJIATCJI'H'IX PEAXr1Hfi, B'I'BJICHH'IX B POCCHfiCXOfi @CICP AI\HH.

Baxno o6pararr BHI{MaHH., qro peaKrlr4, Ha neKapcrBeHHbre flpenaparbr,ran0opualdl4t o Korophlx nonyrreHa rr3 Hay{Hux ny6n uxat\nit (crarefr, re3r4coB,arrcrynneuafr Ha Hayr{Hbrx xoHsepenqnxx) cneAyer BKJrror{arb B lIoBJIn BKaqecrBe orAeJIbHbIX 3TIH3OIOB He)KeJrareJrbHbrx peaxqr,rfi npa H€UrHrrprH r{erbrpex
KpHrepHeB: a4eHru$nrlHpyeMhrff naqaeHr (HanpnM€p, vrHar\uurbr,,ru6o MecroleveuHa), cHMrrroMbI pear(Uu14 (onlrcariHrre MeAHur4 HcKHMH :repuuuaua),
HAHMEHOBAHHE IPCNAPATA (TOPTONOC HAHMCHOBAHHC HIIH MHH +npoa3BoAHrelr), H€uruqr4e aBTopa ny6nuxaqun.

Percouen4yeNasrfi Qoprrlar [peAcraBJreHafl oorilptx cnegeuufi o BbrrBJreH'brxHexerareJlbHblx peaKl{utx Ha neKapcrneuurtfr upenapar npr,rBeAeH s ta1nuue 2.

Tad'nua 2 PexoueHAyenarrfi @oprr,rar rpeAcraB rrcH'flo6rqux ceereH'fi o
BbrrBJreHHbrx Hex(eJrareJrbHbrx peaKuarx Ha neKapcreeHHrrfi [pelapaT.

cToqHHK nonyqeHHt onuqecrBo HexerarerbHLrx peaxr1rfi, 
"or"nn@



3.7. t"l"rxc-jrbltbl$ tl,trriol[!r{ fiei*,.Jt,4.-r-,o.r,t{r{-Ebilx f}f;{*ruffi*} HiN.rrtontrde
ItjI It H I{ q ec k:v r{} 3 tf il { }t,(f *c.I'tr

B Aanuov pa3Aene [pHBoAHTcr reKcroBoe H3Jro)KeHr4e 3nH3oAoB HaH.onee3HaqHMbIX HexeJIareJIbHbIX peaKql4fi, HMeIouIHX 6o-ur,uroe 3HarreHtre Anr orreHKH[oJrb3br H pucKa [pr4MeHeHHr neKapcrBeHHoro npelapara.
K rar'pr He)KeJIaTeJIbHbrM peaKu'flM Moryr orHoc'Tbcr JreraJrbHbre peaKrIHH,cepbe3Hble 14 He[peAB]IAeHHbIe peaKuzrE. Kporrae Tofo, B pa34ene Moxer 6r*rilpprBeAeHa AorIonHI4TeJIbHat nH$opvrarlur ,'o 3Har{LrMbrM He)KeJrareJrb'brMpeaKrIHrM, orrHcaunbrM B npeAbrAyr{eru nOFIn.
llpn ne6olrruou KoJIHqecrBe He)KeJrareJrbHbrx pearcqafi Kax(AEUr peaKrr',Moxer 6url no4po6Ho paccMorpeHa orAenrso. B oroM cJry.{ae, no crpyKType 14creneHl'I ileraJrkrcarr[H cBeAeH?I-{ o6 orAeJIbHbIX peaKua.rrx Moryr np'Mep'onoBToptrb crpylilypy BbIrIHcHoro 3[HKpH3a [ar{HeHTa (4zarnos , Tepanur.,xapal(TepacrvrKa peaKIIHH' ee TeseHHe' I4cxoA, AaHHbIe HHcrpyMeHTaJrbHbrx

rzc crregoB auuir (ecnz upuuenuvro).
rlpra 6onuroM rracre pearqufi ansopuaqar o Hr4x Moxer 6r.r o6o6u1ena nauankrrtrvecroM o6sope HIIH B BzAe ra6llrqrr.
Heo6xoALIMo orMer'Tb, rtro B 3ToM pa3AeJre Mofyr 6u* paccMorpeHbr HeToJIbKo peaKrIHH, uuQoprr,raqax o r{oTopbrx [onyr{eHa lepxareneMperHcrpaqHoHHoro yAocroBepeHH-g or cy6:sexron o6paruenm JreKapcrBeHHbrxcpeAcrB, Ho H AaHHlre r,r3 Hayvnofi nrrreparypbr.
cnegeHax o He)KeJIareJIbHbIX peaKllr'.f,x, HenoATBep)KAeHHbrx clerl,€ur'croM3ApaBooxpaHeHl4t' B AaHHoM pa3Aene paccMarpr4Barorcr ToJrrKo B cnyqae, ecJrr4oHI4 HMeIor ococyrc 3HaqaMocrb Anfl oIIeHKr4 rrpo$Hnr oe:onac'ocr'JreKapcTBeHHOfO flpeuapaTa.
flpauepnax crpyKTypa AaHHoro pa3Aena, a TaK)Ke ilpr,rMep onkrcaHkrflr4HAUBUAyalrHoft He)KeJraren*roli p"unq"r npr4BeAeH B np'nox{eH,.flX 4 w 5.

3'B crpyxryp'po'a'Hble,,epeq'HHex{eJrareflb'brxpeaxrlnfi 
uo6odutrenubre radanqrr Hex(enare,rrbnbrx peaxqufr

B qelsx o6ecue'reHl4'' Bo3Mo)KHocrr.r BcecropoHHero aHan'BaauQopuarl,H oHexeJIaTeJIbHbrx peaKuH.rrx cBeAeHn.q o HHX peKoMeHAyeTcf, npeAcTaBJrrTb B BHAecrpyKrypl{poBaHHbrx uepevHefi ("rur. -ra6iut1y 3), .ror"orrrlru"" rrpoBecra
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KAqECTBEHHYIO OIICHKY I{HOOPMATTHH, A O6O6iqCHH'IX rA6IW4, HEO6XOAPTMbIX AJIflKoJlplqecrneHuofi o IleH Kr4 BbLgBneHHbrx pp{cKo B.

C mpyrcmypupo aanHu e nep e,t uu

B Sopve crpyrcrypupoeaHuux nepeqHeil (no4po6uoe u:loxeHue)
qelecoo6pEBHo [peAcraBJlsrb Iansopnaaquro o cJreAyrorqrrx 3HaqgMbrx Kareropr4rx
He)KeJrareJrbHbrx pearqufi (orAelrHrrfi nepe.reHb An, rax4ofi rcareropaa):

' Cepre:nrte peaKIrHrI, nusoprraaqux o Koropbrx nocryn'Jra HanprMyro
,4CPXATENIO PE|HCTPAIIHOHHO|O YAOCTOBEPEHH' OT CfiCIIHfuTHCTOB
3ApaBOOXpaHellufl,

' Hecepre3Hble He[peABr'IAeHHbIe, r,trrQopuarlur o Koropbrx nocrynr4na
HarlpsMylo Aepxcarenro pel'HcrpauHoHHofo yAocroBepeHHr OT cneuuanHcroB
3ApaBOOXpaHeHHs

' Cepre:Hrre peaKIII'IH, BbItBreHHbre B KJrHHHqecKrrx HccneroB a1Lrsx,
CtroHcOpoM KOTOpbIX .flBJIteTC{ AepxaTenb perLIcTpaIII4OHHorO y.UocToBepeHHfl

' cepresHbre peaKrr*r4 H3 n'TeparypHbrx r4crolrH,KoB
' Hecepre3Hble He[peABHAeHHbIe peaKqnn H3 nr4TeparypHbrx r4cror{Hr4*oB
' Cepre:urre peaKIII4H, cBeAeHHr o Koropbrx rrocryl'nr{ H3 opraHoB

ylpaBneHplt 3ApaBOOXpaHeHlIeM H rlpaBooxpaHr{TenbHbrx opfaHos (yur[IneHHbre
[epe.qo3rrpoBKH, 3noy[orpe6leuue, HcrloJib3oBaHr4e B nporuBonpaBHbrx r{erqx).

Ta9.nuua 3. Per<ouesAoBaHHbrfi Soprraar crpyKrypr.rpoBaHHoro rreperrHf,
HexeJrareJrbHhrx pearqufr .

llpa 3anonHeHa' crpyKryp'poBaHHoro nepeqHfl peKoMeHAyercfl
npH,qepxHBaTbcfl Cne.{yrcu{I1lx [paBr4n :

o flxx xaxAofi H3 yK€BaHHbrx Bbrrrre Kareropufi uexerareJrbgbrx peaxqnfi
peKoMeHAyerafl npeAycMorperb orAeJrbHbrfi uepeveHr

o Bnyrpu .'epeqH.f, uHsoprr,rarl'r o He)r(eJrareJrbHbrx peaKu'.sx
rlo ctrcTeMaM OpfaHoB

r lipu 6olrulou KoraqecrBe
qelecoo6pa3Ho BbrHecrr{ B rrpuJroxeHrze K

rrpHBoAnTCt

_peaxuafr crpyKrypHbre reper{Hu
|IoEXn



o B puuAene <<Onacartlle peaKrrnu)) B HarraJre
Tt)KeJIoe cocrogHHe, ua6,rroAaBlrleect y nauHeHTa B xoAe
yrpo3a }(H3HH, rOCIIHTaJrLr3Arlffr., Aa]r(e ecJIH peaKiIH,
BbI3AOpOB,reuneu)

r B pasAele <<Kon'rnaeHrapufi)> Moxer 6rrrr npHBeAeHa no3HrIHr Aepxaren,
perHcrpaIII{OHHOTO yAocroBepe[Lrfl orHocrrreJrbHo Brr4flHkrfl Ha coorHoireHHe
rIoJIb3bI lI pHcKa IIpHMeHeHHt npenapa. a (uanpunrep, npoa3BoAraTerrb He corJraceH
c oIIeHKofi coo6rqr4Bruero o Hex{eJlatemnofi peaKrluu; r{MeJrocb conyrcrByroqee
rerleHHe HIru neKapcrBeHHoe B3al4MoAefrctnne, Koropoe MofJIo [pl4Becrr4 K
pa3BnTraro ocJroxHeHufi, lerapcrBeHHoe cpeAcreo rrpaMeHrrrocb BHe noxa3 arluit.
YKAsAHHrIX B HHCTPYKIIHI4 NCKAPCTBEHHOFO NPCNAPAT:A)

r ECrrU Y IAI{IIEHTA B OAHO BPEM'I BbISBJICHO HCCKOJIbKO
HexeJiare;Guofi peaKrruu, AaHHOe Ha6mo4enue rcraccvtonrlHpyerc,
3nH30A. Tsxecrr peaKrIHH npv 3TOM OqeHr4Baerc, IIo naa60ree
cEMnTOMy

r ECIIE XE Y OAHO.O ,'AIIHCHTA B'I-qBTCHO HECKOII'KO
pearqnfi, pa3AeneHHbIX BpeMeHHbIM [IpoMelr(yrKoM, Ka)KAa-rr u3
IPHBOAI{TC' B CTPYKTYP}IPOBAHHOM ilEPCITHE CAMOCTO'TCJIbHO

o B HeKoropblx cxyqa{x ,{epxarenb perucrparlnoHHoro y.qocroBepeHqt
Moxer cqecrb qelecoo6pa3HblM rIoAroroBI{Tb orAeJrbHbre crpyKTyp4poBaHHbre
rlepeqHH AJIf KaxAofr H3 Ao3I4poBoK neKapcrBeHHbrx Sopr HnH rroKa3agHfi x
HcrIoJIb3oBaHHIo npenapara (uanpauep, B cryqae 3Hat{HTeJrbHoro pa3nw.qvfl
norasaHuft)

o llppr MalIoM KoJIHqecrBe cnyqaeB pa3Aen Mo)Ker 6rrrr 3aMeHeH
o6o6rqennoft xapaKTepucruxofi e BHAe reKcroBoro H3JrolK e:a:afr AaHHbrx peaxqnfr

flpnrraep 3aroJIHeHI4t crpyKTypupoBaHHoro nepeqHq AaH B rrppnox(euwu 6.

Oio1uteuuute madnuuut

B uensx o6ecue'IeHH.tl Bo3MoxHocrpr KoruqecrBeHHoro alaJrr43a e IlOFIn
peKoMeHAyeTCfl rrpeAcTaBJr.trTb aH$oprraaqlfto O KOJIHqECTBC B6I'BJICHHbIX
HexeJIareJIbHbIX peaxqufi co cropoHbl pa3nl4r{Hbrx opraHoB H cncreM opraH43Ma.

laHHrre cBeAeHH.{ qelecoo6pa3Ho [peAcraBJrflrb B BprAe o6o6rueuHofr
ra6nuqu (cla. ra6nwua 4\.

o Tadtuua 4. PexovenAyerraufi Qopnaar o6o6rqeunofi ra6ruurr
HexeJrareJrbHbrx pearqafi Ha neKapcrneuurrfi npeilapar.
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yKa3brBaercr uapr6olee
ee pa3Burrax (uanpnuep,

3AKOHI{HNACb TTOIIHbIM

CI4MTITOMOB

KaK OAHH

TrxenoMy

HCXCJIATE"TIbHbIX

TaKHX peaxqufi

Crcreua
opranon/onucasne Hp

Coo6u{eHHq o Hex(eJrareJrbHbrx peaKuHrx or
cy6re rroa o6paueHnr "rreKapcrBe HHbr x c peAcrB

KrHnlr.{ecxHe
uccreAoBaHHt

cN lcrun H/n I H/Hn ctn C/HN



. Ans. peaKIIHfi, nHOopMarIHr o r(oropbrx nonyrreHa Aep)r(areneMperacrpauuoHHolo yAocroBepeHHt OT CneuHaJTHCTOB 3.qpaBooxpaHeHHff, OpfaHotsynpaBneHfl-rr 3ApaBooxpaHeH'eM poccllfrcxofi @Lgepaqau, ru60 H3nHTeparypHblx I4CTOT{HHKOB npr{BoA.rrrcr KonHqecrBeHHbre rroKa3arenficneAyroqux THroB peaxrlufi :

o cepbe3Hbre npeABHAeHHlre (C/n)
o cepbe3Hbre Her{peABHAeHHbre (C/Hn)
o Hecepbe3Hbre npenBr4AeHHbre (H/n)
o Hecepbe3Hbre HerrpeABr4AeHHbre (I{/Hn)

o ffix pearqufi, BbItBreHHbIX B xoAe KrHHHqecKl,lx uccJreAoB a1,,it,cnoHcopoM KOTOpbIX -f,Br-serc{ Aepx(arenb perHcrparrHoHHofo yAocroBepeHl{s
neKapcrBeHHoro rlpenapara' uelecoo6pa3Ho [peAcraBHTb rausopnraqruo o
CEPbE3HbIX TIPCABHAEHHbIX H CEPbE3HbIX HEIPEABHACHHbIX PCAKIII4.X.r BHyrpH o6o6ue'uoft ra6nuqbr peaKuHH npeArroqr'TerrbHo rpyrr'poBarb
CHarIiL[a IIO CHcTeMaM OpfaHOB, a 3aTeM nO CHMITOMaM HeN(eJIaTeJIbHbIX peaxqulf
(WHO-ART", MedDRAla).

flpnrraep 3arroJrHeHus o6o6qeHHofi ra6lnqu nplrBeAeH B rrpnnox( erruu 7.

o6o6uteHuax ra6tI4IIa c[oco6oB npeAcraB re''fl AaHH'rx o He)KeJrareJrbHbrx
peaKI{HflX B 3aBI'ICHMOCTH OT AX TTpeABHIeHHOCTH, Cepbe3Hocrr4 H HCTOL{HI4Ka
[ocry[neHux unQopMauaz [percraBJreHa s ra6Jrraqe 5.

Ta6'nuqa 5. <Doprraa [peAcraBJIeHHt nH$oprraauuu o He]KeJrarerbHbrx
peaKIII{tX B 3aBZCI4MOCTI4 OT r4CTOr{HI4Ka nocryrrTreH4fl, cepbe3Ho cTvr 14
[penBr4AeHHOCTr4.

Llcroquurc Tun clyvaa -TpyKrypHposaHHslfi
lepeqeHb

)6o6rqeusar ra6lrqa

oooueH

})KEJIATC.

,IX

)aKIIHtX,

CnoHraunlte Cepresulre Ia flA

HecepreaHlre
{enpeABHAeHHbre

la Ia

Hecepreexue npeABHAeHHbre HET AA

Krnnsqecrcue
zccJleAoBaHH'I

Ceprelusre qa qa

il
nnp : z ww-w. med d ranr sso. co m/



p)r(aTenro

HOfO

AOcToBepe
HE

MEAHIIHHCKH HE

'.{TBepxqeHHbre)

HTeparypHbte HcToqHHKH CepleaHste

OpraHtr ynpu"n""l.ri

paBooxpaHHTeJr bHbre opraHbt

KonrpanrHrre op.a"r.uqru

Perncrprr sa6oneeanifl, wnn
IIoJr630BaHH{ npenapaTa

cepresusre)

Hbre HcrotrHrznu (cepse:Hrre

3.9. cne4e'nff o 6e3onacHocr, .rreKapcr*e*Hbrx [peilaparoB,
noJryqeHHrile B xoAe lrccJreAoBaHr.rfi

B AasnoM pasAene qenecoo6pa^:Ho rrpeAcraBr4rb HHOopMar{Hro o6o Bcex3aBepIIreHHhIX HccneAoBaHuflx (AornnHnqecKr,Ix, KJrHHHrrecKHX,9rr'AeMr40-norr,ruecrux), B KOTOp'H nonyqeHa HOBa, aHoopnaarlna no6esonacHocrr4 -[eKapcrBeHHoro [peilapara.
PexouenAyerc.{ npr{Becr' AaHHbIe KaK o 3aBeprueHHbrx, TaK HnpoAoJlxalou{Hxc'g HccneAoBa*r4flx, opraHtr3oBaHHbix AepxareneMperacTparlnonnoro yAocroBepeHu, B or.rerHrlft uepuoA. TaxNe B p€BAenBKJlrosarorct AaHHbIe H3 nHTeparypHblx Hcrot{HHKoB, Kacaro rrJvrecn cne4enafi odesonacuocr' neKapcrBeHHbrx npenapaToB coorBercrByroqero MFIH.B pa:4ene per(oMeHAyercfl rrpeAycMorperb crreAyroq'e rracr' :o Bneperre aHaJIH3I4pyeMbre HccJIeroB aH'', cnoHcopoM KoTopbrx sBJr.,rJIc{AepxareJlb pefl{crpaI{HOHHOfO yAocroBepeHHr. I4Hoopuaq"" o AoKruHHqecKax,KrnHEqecKHX' 3rrl4AeMHonoraqecK?Ix I{ccneAoB aHlxx ronxHa BKrror{arb s ce6sHaHMeHoBaHHe nporoKona HccIreEoBaHHfl, KparKylo ransoprraaqHro o nporor(one(nanprniraep' cBeAeHHr 0 qenr4 u A'Safi' 

"raraA 
onauux), ra.ry e'o Har{zur a, ilaryoKoHqaHu'f,' KoJIHrrecrBo r{acrHHKon' .Aonxsa 6rr:rr np'BeneHa xapaKTep'cr}rKanpo6nennrr 6esonac'ocr', errxsre'HOfi B xone HCCJT.A'B aHuf. Cee,euaa o3aBeplueHHbix HccJIeAOBaHI{fiX Mofyr BKrroqarb orrr4caHHe pe3ynbraroB C no:nqufrBITHflHVIfl 3TI'1X AaHH6IX Ha coorHo[reHr4e IIOJrb3bI H pr4cKa [pr,rMeHeHH' npen apara.{na upo4onxalou{Hxcfl HccneroBawuit., nw6o rJrr 3aBepureHH'rx HccneAoB a,ufi.



JI
aHurH3 pe3yJlbraroB I(OTOp6IX He 3aBeprueH, rreJrecooopa:Ho [peAcraBHTbpe3ynbTaTbr npoMe)KyTorrHofo aHaJrH3a.

r cnenesa's o HoBbIX HccJIe,qoB a'r4flx neKapcrBeHHoro [penapara,3aBepIrreHHbIX HIrH HatIarbIX AepxareneM pefHcrparruoHHofo yAocroBepeHH'neKapcrBeHHofo [pe[apara B Ter{eHHe orrrerHoro ,,epaoAa, B xo,e KoropbrxBbItBJIeHa 3HarrHMatI aH@op*ral{Ht ,'o 6esonacHocr, JreKapcrBeHHoro [pe[apara.t CgeneHaq o clerrnaJrbublx Hccne4oB aHHflx 6ego'acsocrpr(4oxnauuqecKax, KrnHaqecKax, 3nuAeMuoJrorurrecKr.rx H ap.), 3aBep[reHHbrx arrl4Haqarblx Aepx{areneM perHcrpaldl{oHHoro yAocroBepeHHt JieKapcrBeHHorolpenapara B TeqeHpre oryerHoro nepp{oAa. IrlHsOprraarlafl npHBOAATC' B noprAKe,onr{caHHOM B frpeAbrAyuieM rryHKTe.
r lIy6nuKaIdHI'I o6 uccleAoBaH,sx npenaparoB naHHoro MexAyHapoAHoroHeIrareHToBaHHoro HasBaHufl' B Koropblx Bhr.{BJreHa 3HaquMafl zn4oprraau'.fl nodesonacuocra. 9u"o."r" o nylirwxiguu [elecoo6pa3Ho rpaBecru B ooreuepe3roMe HayvHofi crarb' c yK€BaHH ew ln6tuorpaSavecK'X AaHHbrx Hcror{HHKa.llpu neo6xoAI{MOcrH, KOTIHI'I uy6-rruxaquft uoryr 6srrr npHnoN(eHbr K lIoEJIlI.

3.1"0. lonoanilTe,rrbHax uHeopMaq,ff no desonacHocrr,r

oo

B cryqae' ecn' neKapcrBeHurtfr npelapaT HcnoJrb3yercr AIrr JrerreH',
cepbe3Hblx, [peAcraBntIoIIIHX yrpo3y AJI{ }I(I43HH sa6oree auuir,cnelyer rrprBecr4orIHcaHI4e H ooocHosanHe cooTBercrByrorr{Hx coo6qeHnfi o6 orcyrcrBr4's$SexrunHocrl{' rIoATBep}I(AeHHbIe cleru4€LnncraMr,r 3ApaBoox paHenr,fl (r SoprraeaHHOTHp OBaHHbrx 3nH3 0AO B pe ar<qrafi H nkr crpyr(Typap oBaH Hbrx nep evHefi ).

|IOEIIil

B AaHHoM p€BAene ilp'Bo*HTcfl nro6as. HoBa, Ba)KHa, unQopuaqnx,flor)rr{eHHail rIocJIe oKoHqaHH'{ nepl{oAa c6opa AaHHrIX rn.s [oAroroBKH I-IOEtIil.Hanpuuep, B pasAen Moryr 6r'r BKrroqeH'r cBeAeHHfl o HeAaBHaxperueHpl,lx sapy6e)KHblx peryJlsropHblx areHTcTB rro orpaHr4r{eHHro o6parqeHnxJIeKapcrBeHHbIX npelaparoB AaHHOTO MexAyHapoAHOI.O HenareHTOBaHHOfOHa3BaHI4'g' HeAaBHo IlonyqeHHblx cnoHTaHHbrx coobrqeHirft o 3Har{[MbrxHexeJrareJIbHBIX peaKIIH{X H IIpoqHe HOBbre AaHHbIe, BnHrroruae Ha coorHorrleHHefroJr63br H pHcKa rrpr4MeHeHlr-f, neKapcrBeHHOrO [pelapara.
Cne4eHua' fIoJIyqeHHEIe rtocJle oKoHqanux c6opa AaHFrbrx no 6esonacHocr'JreKapcTBeHHOfO npenapaTa AJrfl AaHHOTO oTqeTa, cneAyeT, TeM He MeHee, IrpHHrTbBo BHHMaHHe rlpa noAroroBKe pa3Aena <<I'Iroroea-f, orreHKa besonacHocrr,rneKapcTBeHHOfo rrpenapaTa).
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3'tt' !{r'oronarl oue'..a 6eronacHoc'r'H Jreriapc'BerrHoro rpenapa,'a

I'Iroro'as oIreHKa npoSalx 6esouac'ocr' neKapcrBeHHoro [penapara
AonxHa BKJIIoqarb xparrufi, Ho Bcecropouttuit aHaJIH3 [peAcraBJreHHbrx BIIOFJITI raHHbIX o HexteJrareJlbHbrx peaKrl'qx v npoolevax 6esonacHocr'.Heo6xoAlruo npr.rH'Marb Bo BHHMaHH* nro6yo Balr(Hylo aH$opnaa{Ho,
noryrreHHyro KaK B nepHoA c6opa AaHHIIX no 6esonacHocru rrrr AaHHoro orqera,raK I,I B IrepHoI Ha[HcaHr.rq |IOBI|I.

B xoAe uroronofi oqeHKH
npenapaTa peKoMeHAyeTCs oTpa3HTb
aar.uuuu):

npoSranr 6esouacHocTH neKapcrBeHHoro
cneAyroqae acreKTbr ero npr4MeueHwn (npw

r tr{:n'reHeHl4e xapaKTepl4cruK He}KeJrareJIbHbIX peaxqufr, o11l4caHgbrx B
I4HCTpyKIIHH rIO MeAHIIHHCKOMy nplrMeHeHHrO frpe[apara, BKJrrOqar qacrory
pa3Burafl pearqafr, Tf,x(ecrb r4x claMnroMoB H HcxoAoB, r43MeHeHH,
xapaKTepHCTHKH rpynn narlHeHToB, y KOTOpbTX oHrr ua6lrcga_nucr

o CBeAeHu-fl o cepbe3Hblx HerIpeABr4AeHHbrx peaKrrn{x (nponogurcr
KOMTIJIeKCHa' oueHKa AaHHbIX O Cepbe3Hbrx HenpelBHneHHhrx peaKrIHrx, BKJrroqa,
cBeAeHr4rr H3 rrpeAbrAyulHx ffoEJffl )

. Hosrre AaHHrre no JreKapcrBeHH6rM B3aprMoAefrcrer4.flNa

r laHHrte o nepeAo3upoBKax neKapcrBeHHoro npenapara (cnyuafrurrx alu
npeAsauepeuuux)

e Cnelenn.fl
neKapcTBeHHOfO

npHMeHeHr,rrc

r kIHOoPMa\Hfl o cnyqatx Bo3HI,IKHoBeHr{r 3aBHcHMocrH rrpn rrpHMeHeHHr4
neKapcrBeHHhrx flpenaparoB, oI{eHKa sQ$exu.IBHocrr4 Mep, [peAnpHHr4MaBIrrHXct
Anr Tepanrar4 nepeAo3HpoBoK

e Ouru6xr{ rrpHMeHeHr4N rrpenapara
o l4cnonb3oBaHple JleKapcrBeHHbrx npenaparoB B HeJreruulbHbrx rlenrx
r {aHnue o npHMeHeHH}I [penapara npu 6epeueuuocrq H JraKrarIHH

(nonoxareJrbubre H orpr{rlarelrurre)
e Honrre AaHHhre o [pHMeH e*rrtr neKapcrBeHHbrx npenaparoB y orAeJrbHbrx

KareropHfr naquegroB, B ToM qHcJIe y noll(Hnblx nro.qefi, 4erefi, ***rrr1"r B nepgoA
6epeueuuocTlr H JIaKTaIIHII, [aIIHeHToB c no.reqHofr H neqeHo-{Hoft
He,4OCTarOqHocrbIo H ApyrHX rpyru B 3aBr{CUTMOCTH OT C$eplr npr4MeHeHH'
nperapaTa

t Hoerle AaHHbIe o 6esonacHocrr.{ AJrHTenbHoro rrpqMeHeHr4s
neKapcTBeHHhrx npe[apaToB

B Kax{AoM n3 [pI4BoAr{MbIX [yHKToB Mo)KHo np,Becr, or{eHr(y BJrHflHr*
nolyreHHofr auSopn'raqrzu Ha coorHolrreHne noJrb3br 14 pucr{a npHMeHeHH,
neKapcTBeHHOfO npefiapaTa, a TaKXe no3arlHro ,4ep)KaTeJu perHcTpar-laoHHoro

o Bo3MOlI(H6rX He)KeJrareJrbHbIX peaKrrHrx rrpH npHMeHeHHI{
[penapara BHe noxa:aHrafi, yKa3aHHbrx B HHcrpyr(rIHH K
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yAocroBepeHufl orHocHTeJrEHo IIeJIecoo6pa3Hocrrr BHecegr{t H3MeHeHrIfi BHHcrpyKurto no MeAHIIaHcKoMy npHMeHeHLIIo JleKapcrBeHHoro npenapar a, Jrpr1oHHbIX AeficrsHfi' HalpaBJIeHHbIX Ha cHHXeHHe pHcKa ero npHMeHeHH' (HanpaMep,I'3MeHeH?Ie [optAKa ornycKa npenapara H3 alreK r4t. nyon'Karr'HHHsOpMaur4.HHOfo nr.4cbMa Aepxaren.rr pef'crpaquoHH'fo yAocroBepeH,fineKapcrBeHHoro cPeAcrna' aIpecoBaHHoro c [eIIH€uIHcraM 3ApaBooxpane ua r ).Anaau: peKoMeHAyerct 3aBepurr{Tb nepeqHeM npo6neu 6e:onacHocr',rpe6yrorqllx AorIonHHTeJIbHoro MoHI4TopHHra, perynrropHbrx perueuafr vrrr4 wHbrxnaeponpnxraff' HanpaBJIeHHbrx Ha rIoBbIIIreHHe 6e:onacHocru r,rcrroJrb3o BaurnflJreKapcTBeHHOfO [penapaTa.
Kpolle Toro' Aep)KareJlb per,crpar{r4o HHoro yAocro BepeHrrr Mor{er oueHHTbed$e*ian'ocrb Mep, npeA[p,H'MaBruaxcr cnerl'an'craM' 3ApaBooxpaHeH'f,

AJIg JIeIIeHHt Bbr{BJTeHHbIX He)KeJraTeJrbHbrx pearqrafi H nepeAor"po"o*, a raKxeBo3MoxHbIe orua6rvr B EprarHocrl'Ke He)KeJrareJrbHbrx pear<qrafi neKapcrBeH'oronpenapara' fiauuan an0opir'raqzx Mo)Ker cJry)r*rrb ocnoeorx orIeHKr4neo6xo4uMocra AonoJrHuTeJrbfioro un0oprr,rupoBaHa.a ue4nquucrolio6ulecrneHHocr' rlo BolpocaM 6esonacnoao'""aroJrb3oBaH'r rTeKapcrBeH'ororrpenapara.

3.12. 3ax.lroqenHe

B 3AKJITOIIEHAC noErn1.vtv I r\JDJLrr peKoMeHilyercfl npr{Becra cJreAyIOqHe cBeAeHHr:o un$opMaq'ro o Bo3Mo)KHoM I,I3MeHeHr4r,r coorHoru e*wfl rroJrb3br u pr4cKarIpHMeHeHr4-s reKapcrBeHHOrO [penapara 3a orqerHsrfi nep'o,qr uuQoPMar{Hlo o6 ocnonHbrx npo6neuax oe:onacnocr' ne*apcrBeH'oronpenapaTa, BIIepBble BbrrBJreHHbrx r,rJra coxpaHrBrur{xcf, B nepuog c6opa AaHHbrxNOEJIN
o un@opnaar{arc o neo6xo4uMocrrr H3M.HeHH, r,rHcrpyKrr'H ,,oMCAI,IIIHHCKOMY rrP[MCHEHI4IO NCKAPCTBEHHOIO IPCIAPATA, rrA6O HHbIXMepo'Ipl'trHsx' Ha[paBneHHbIX ua o6ecneqeHae 6esonacHocra ero npHMeHeHHr.

.ou* xrf#:ffitr*-Erfi r se4epanb*vrCI cnv>xfivno HaA3opy ts

,'oEJIn ilpeAocraBrrrrorcr B pocr4paeHaA3.p 
AepxareneMperHcrpaqHoHHoro yAocroBepeHrrfl HrrH gpyrofr op.u"".uquefr, Koropa,ynoJrHoMoseHa Aep)I(areneM perHcrparlr4oHHoro yAocToBepeHlu B cooTBercrBHrr cKOHTpaKTHbTM cofJlarrreHr.IeM (unu ynoJIHOMOrreHHEIM npeAcTaBHTerreM AepxaTen,perpIcrpall'oHHoro yAocroBepe'rx). llpa nperocraBrreHr'H ,,o'rlrlYNOTIHOMOqCHH'IM NPCACTABI,ITEJIEM AEPXATCN' PC.I4CTPAIIHOHHO.OyAocroBepeHH'{ B HanpaBHTeJIbHOM rrHcbMe roJr)KHbi 6rru, ynuru"i, KOHTpaKTHbre
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orHolrre'a'fl (npou:eoAcrBo 
''o n'qeH3rr', Jrr4r{eH3r4oHHoe corJrarue'He ,,oaucrpu5y \Lrvr H Ap. Br4Abr Ko HTp aKTHhrx orH o rue n nfr ).llp" npe.4craBJIeHHI'I sapy6exurr^au 3arBHTeJrrMH rocyrapcree'HofiperucrpalluE nOEJIII e @opuarax, onucaHHhrx pyKoBoAcrBaMH ICH E2C (Rl) nICH EzC (R2)' B criyqae' ecrrH rloAroroBKa IIOEJII c Hcrrorrb3oBaHneMMexryHapoAHbIX AaHHbrx no 6esonacHocrn neKapcrBeHHoro npenaparaocyqecrBIlflercfl B cpoKl4, ycraHoBneHHhle 3aKoHoAareJlbcrBou EC H CIUA saocHoBaH[I4 rIoJIo)KeHnft ICH E2C (Rl) (60 AHefi c MoMeHra oKoHrraH'r rrep'oAac6opa AaHH'IX Anfl oqepeAHoro noFnD, Aep)KareJrlo perprcrparl'oHFroro

yAocroBepeHHt raHHofo neKapcrBeHHOrO ilpefiapar a vnv efo ylonHoMOqeHHOMylu{y cneAyer He MeHee, r{eM 3a 60 AAefi AO "ponu rpeAcraBJre'HsnepuoAnr{ecKoro orqera, ycTaHoBneHHoro [pHKa3oM MuusApaBcorlpa3B wrus.Poccuu or 26.08.2010 Js757n, npouH$opM'poBarr poc:4paBHaA3op o 3af,epx*e
npeAcraBrreHr4s ilOF IIn.

flpu 3ToM, poc:gpanHaA3op Mo)Ker 3anpoc'Tb y nep)Karen,perHcrpal{HoHHoro y.qocroBepeHHt B cpoK, ycraHoBnesnrrfi.{r.rr r1oAa.{H IIOEJI1I,B coorBercrBHH c npHKa3oM Mnns4paBcollpa3Barrafl Poccua or 26.0g.2010N757n rpeAcraB'rb B @e4epzurruyro cnyx6y ro HaA3opy B cQepe
3ApaBOOXpaHeHH{ ileperreHb He)KeJrareJrbHbrx peaxqrEfi Ha neKapcrBesgrril
[penapaT' BbItBJIeHHbIX Aepx(aTeneM perHcTpaIIHoHHoro y,{ocToBe peHHfl B
Poccuffcxofi (Degepar].vu 3a orrlerHrtfi nepuor. Aanur,rfi uepeveHb peKoMeHAyercq
[percraBJlsrb B PocegpanHaA3op B BHne crpyKTypapoBaHHoro nepeqHr,
onr4caHHofo B pa3Aene 3.9 HacroflqHx peKoMeHAa.|,urt H B pa3Aene 2.6.2
peKoMeHA a\uia ICHE2 C (R 1 ) (,,Li ne Li stings").

noEJIn rpeAocraBrr.sercr n (De4epanbHyro cnyx6y rro HaA3opy B c@epe
3ApaBooxpaHeHHf, Ha qaSponou HocI{TeJIe (upe4novrgTeJrbHo KoMrraKT-AHcr(
CD/DVD-R) c conponoAureJrbHbrM rrncbMoM.

K noEnn peKoMeHAyerctr rlpunararb Bepcnrc nocneAHe fi uucrpyKr{Hu no
IIpHMeHeHHro H npeAcraBJreHHbre n MusncrepcrBo 3lpaBooxpaHeHa.rr poccraficxofi
@eAepaqukr Ha MoMeHT noAarru lloEnil rpo"ntu, r,r3MeHeHufi s raHcrpyKrluro no
MeAHr{HHcKoMy npuMeHeunro (npn nanuuuu).

Tarxe r IIOEJIII pel(oMeHAyerct rlp'nararb KonHH HayqH'rx nyltrwxarlwir w
cseAeHl'Ifr o :apy6eNHbIX peryJltropublx perueHarx, cBq3agHbrx c 6esonacuocrbro
nexapcrBeHHoro npe[apara (cla. nrnue).

llptl HanpaBneHHH o6renrsux lIo6IIlI, noEIIn co MHo)KecrBoMnpnloxeuafi HIrw HecKoJIbKI4x ilOEII|I, Bo3MoxHa 3arucb lIO6lIlI LrrlpHilararcullrxcf, K HAM MarepH,uloB Ha 0AHH 3JreKTpoHurrfr Hocr4TeJrb c oAHt{MHarIpaBllreJIbHbIM rIHcbMoM' B KoropoM [epeqHcneHbl Bce npeAocraBr.rreMbreIIOEJIn' llpu erona pe3loMe noFJIlI cJreAyer np.o.ruuJrrrb r 6yuaxHoM BHAe.conponog'TeJrbHble rrHcEMa HanpaBJrflrorcr Ha 'Mfl pyKoBoAETen,oe4epzu*nofi c'rryN6rr no HaA3opy n cdlepe 3ApaBooxpaHeHr{.f, no arpecy: 10g074,Mocxna, CrasxHcKas. nr.,a.4, crp. L
{ouolHureJlbHo K onficaHHoMy rropflAl(y 3neKrpoHHafl Bepcr,r.fl IIOFJIII cnpruoxeHnfrMla Vr HanpaBI4TeJrbHbrM TIHCbMOM MO)Ker 6rrTb 3afpyxeHa
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AepxarentMl4 perlrcrpar{HoHHbrx yAocroBepeHufr qepe3 HlilHBr4ilyrrrb'brriKa6aHer aHsopMarr'oHHoro pecypca (oapMaKo"uarop, > Ar4cpoc:Apa'Har3opa.

5.,{onoltnnrs.fil'H;tm "trrrrcparrypa:

r Acraxosa A'B', Jlenaxuu B'K. <JleKapcrBa: Heonaronpr4qrHbre no6oqulrepeaKrlutl [r KoHTponr 6esouacHocra)) Mocxna, 200g.o Baxropoe A.rI., Ma*qee 8.r4., Eenoycoe Io.E <<'egonacHocrbneKapcrB>. PyroeoAcrBo no Saprr.rar(oHaA3opy. KHen, Mop"on (vxpauua ), 2007roA.
o Cre$auon A.8., Eaxruapona T.A., Bapvenro B.f. H .up.<(DapuaqeBT,secKlni cexrop: Sapnaa*oHaA3op 3a neKapcrBeHHbrMa rpenaparaMHAJrx qenoBeK'),_ MopHoH (yrcparua), (nepeno4 roMa ga pyxonogcrna

Erponeficrcofi Kouracprpr ,,o peryJr,poBaH']o neKapcrBeHHbrx cpe^crB BEnponeficrou Corcse), Mopuon (Vxpania).
r H'B' IOprelr, B.f. Kyxec, <<llpoSHnar<rura ne6naronpr4rrHbrx no6o.rHrrxpearquft Bpaue6nax TaKTr4Kapal{r{oHaJrbHofo err6opa w flpr4MeHeHr'{

neKapcrBeuHbrx cpeAcrB)) Mocr<na, 2009.
e PyxoeoAcrBa MexayHa_pornofi KoHSepeHrrHH ro fapuoHu 3aL\HH

fhftp://*w*.l.n.org
o E2A' Vnpaeleuze AaHHrIMH no xrprHlrqecxoft 6e:onacnocryr:

onpeAenenlz.fl H crauAaprbr sKcrpenHofi orq erHoc rH
o E2B(R3): VnpanJIeHI4e AaHHbIMH Krl4Hrar{ecrofi 6egoilacHocrr4: 3JieMeHTbr

AaHHbIX An'q [epeAaql4 coo6uleuuit o6 r4HE:aBHAyaJrbHbrx cJryqaf,x, cBr3aggbrx c
6esonacHocrbro

AaHHrIMH rnuHH.Iecxofi 6e:onacuocT,H:
o 6esouacHocrrr 3aperucTpnpoBaHHbrx

o E2C(R3): llepuoAu'{ecrcHft orr{er o coorHorx e'Hvr rrorrb3br u p,cr(a
[npurr,reHeHar neKap crBeHnoro npenapara] (pB ER)

o E2D: vupaueaue AaHHhrMa nocrpe*rcrpau'oHHbrM' AaHH'TMH6e:onacuocr' : onpeAene Hr4fl H craHAaprbr 3 KcrpeHuo fr orr{ erHocr'
o E2E: llnanupoBaHue SaprraaxoHa4sopa
o E2F: otqer no 6esonacHocr' I4ccneAyeMoro Jre*apcrBeHr{oro cpeAcrBo BceuuPHat opratprcaIJkrfl 3ApaBooxpaueHar <<Bne4eHue B HccJre AoBaHHflnorpe6leHua nexapcrBeHHbrx cpeAcrB)) (WHO)IntroductiontoDrugUtil izati orrR"r.urch. 2 003

Pyxonogcrno EeponeftcKoro

o E2C(R1): Vnpaereune
llepao4uqecKar orserHocrb
JreKapcTBeHHbrx npenapaToB

' ryKoBoAcrBo teponefrcKoro Aresrctna rro JlerapcreeHHbrM Cpe4crearra(EMA) ro HaAJlexau{efi npaKrnKe SaprraaxonaA3opa (Good pharmacovigilancepractice emodules)
(

I
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Module I: pharmacovig'ance 

systems and their quarity systems;o Module t{: 
lfalmacovigilance systems master files;o Module V: Risk -unug"_ent systems;

o*o,irYodule 
vI: Managemint and reporting of adverse reactions to medicinal

o Module VII: periodic safety update reports;
o Module VIII: post-authorization safety stujies;o Module IX: Signal Management
. 

, (200g). pharmaceutical press.. Orleans-Lindsay, I. (2012). Bhrunacovisil
Practice Guide, Wiley.
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TIPI4JIO}}{NHHN

K MeTo'{}rqecKaM peKoMeHAaIILrflM no noAroToBKe pa3pa6oTr{HKaMH u
[Ip0I{3BOAI4TeJI'MI4 neKapcrBeHHbrx [penaparoB, HaxoArtuHxc-s B o6paqeHlrr,r Ha
TeppHTopHLr Pocckrfrcxoft (Deaepaquv, nepr4oA'qecKux orr{eroB ilo oe3onacHocr'
neKapcTBeHHbrx [pe[apaToB.



fl pnn oxe w *+ t: L VE t:.t, qlu r rx *,t tt *t l* rr $ o gl ;vr s {{ $r f{B crdnacrF{ 6e:*off;lr:mtrt1"p, .J}eKaf}c.r.{frf)x{{_r$rtr
AHI'"TTH fr CKOM fl 3 I}IKfi X, CCbifi XA g CfiC'I'E *ITfl .TTb }I TIT'ZBl2 rcAa)
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il{.} p*i.}'".xrf.!.{)iJ}rbtM pelrtcfi ]rrrM
cf;{U{c"l'}r 

{ na }}vccr(on ,4

no coc.t'(lH*rwta ua ceulrr6pl

- FTOINCTEH' BO3 ,'O NCKAPCTBCHH'IM CPCACTBAM

- xypnan <<EesoilacHocrb neKapcrB H @ap^aaxoHaA3op>

- Cai,n
http ://www. ema. europa. eu/

EeponeficKoro MeAuuancKoro Areurcrsa

- {oxyveHTbr pa6o.refr rpynlbr ,,o $apr'rar<oHa4:opyEnponelicrcoroMeAurluncKofo ^EAJ\/,,' 
Aresrcrsa

- uaftr Ynpannenax no r(o''po[]o 3a rrpoAyKTaM,

,i ) "otocrBaMu ctuA

- Caitr PerynaropHoro areHTcrBa Benraxo6 pHTaHr4H rro Merarlr4gcxoirpoAyKrln"http'

.f,t*
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{lpunaxe*unt: ?,, r-r6rn,rre ;: !a{r{}-rf rreru *Es .r,a6illlt{.[r,f 
{: aru{lu;rmilqnefi tl

t] *r' a dt"il ;t qr4 r.r J; 0 fdil p c.r ri *ri r.{ {} r.# rryt ffiz i:r l}a.r {t

CrpaHa !ara Toprosoe(eure)

HaHMeHoBaHne(un)
Kouuen'raprt

LUseuHr Perncrpaqur
05 onr. 1995.

flpo4leure
perHcTpar{HH

05 orr. 2000.

flpo4leHne
pe|-ficTpar_lHH

05 aerc. 2005

NN Ta6,rerxa,
pacTBop Int
BHyTpHMbtrxeqHbrx

uHrerquE

Epa:alnr Perncrpaqnr -

l0 oxr. 2001.

PerurcrpauHr -

0l qHe.2003

NN-Plns
'Ia6lerxu,

pacTBop AJlfl

BHyTpHMbrureqHbtx

nttr,exulri
YYYY Perucrpaqar c

oFpaHHqeHr.lrMH

1l vap.2002

NN-Forte flpenapar 6trn
3anpeqeH K

npHMeHeHr,tfo y nHu
(crapu-re 65 ner)
B ceqsH ....

Peracrpauag

20 sue.2004
NN Ta6rerrcu,

pacrBop Ans
BHyTpHMb[IleqHbrx

uur,erqufi
XXXX

Perucrpaqau -

12 rcx.2006
llpuocraHouleHHe
pefacrpauHn 2001

NN Perucrpaqur
npHocTaHoBneHa

@pauqnr Orossan c pbrHra

no HHHqHaTHBe

rcovnaHnu - 0i
ceu.2002

NN Peruesue He

cBfl3aHO C

6elonacHoc'rsn

Hurepnr Peracrparlux -01

uas 2003
NN

Perucrpaqnx -

09 ces. 2003

NN Iloasre rroKa3aHHfl
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fltrrr,l"lloNteuuq: 3. {J{>n1a.i- uH<popru;r tlnx o6 VC.x,itgfdrt}rrsH*l*li,i {:v.t{:txrtrai4llose
H oc*sBaHHoii *11r *t.*i4 ML"'$rqHFie il{-}i1Cq{:}-I';r. il'r{}"I){r 6,n.*r*ra*t./re}{ii}}cf.r}efiHo!-o
cpeAC',rBa

vcmaaoeneHHan cymoqHsn doso xc (DDD - Defined Daily Dose)sBrr{ercspacveruoft cpe4neft IroAAep)Kraearcqefi cyrovnofi 4o:ofi rreKapcrBeHHoro
cpeAcrBa, npHMeHteMoro uo ocHoBHoMy noKasaHr4ro y B3pocJrbrx vaccofi 70 xr.YcraHoereHHar cyroq'ar Ao3a trc (DDD) 3ro rex'HqecKa, eAprHHrJa
H3MepeHI{'{' Korop€u He aH€L[ofI{qHa peKoMeHAyervrofr cyrovuofi lo3e, :anacxqeEor creneHH T{)I(ecrPI, xapaKTepa Ter{eHux zaloneBalvtfr, Maccbr rena naq HeHTa 14T'A' oua ofipeAex-{ercfl r'tfl Tex neKapcrBeHHbrx [penaparoB, KoropbrM rrp,cBoe'
roA AsaroMo-TepaleBrr4qecKofi xlaccusuxaqau ATX.

Heo6xoArarrto noMHI4Tb' t{To DDD Mox{er 6urr onpeAeneHa roJrbKo Anruaa6olee IrIHpoKo Hcrlonb3yeMbrx xou6unprpoBaHHrrx neKapcrBeHHbrx cpeAcrB.DDD [peraparoB, BKJrror{eHHbrx B ATX npr""4"r", Ha cairre
CorpyaHrar{aroulero qeHrpa B03 [o MeroAonoran cfapruraqenru.recKofi
crarr.rcruKr4 (crur. 

vI

)
llorcqer o6lelaoe norpe6neHnr reKapcrBeHHoro npe[apara B narIHeHTo-

foAax Ha ocHoBe ycraFroB.tenHofi cyrovHofi Ao3br o[peAen.rrerc, ro Qopuyne

P-
DDD x 365

rAe

t P - naql{eHTo-roIrr
' m- o6ular Macca geftcrnyrouero BeulecrBa, coAep)KaBlrrefoc{ B

pe€ur{3oBaHHbrx yrraKoBKax rpenapara (r)t f- Korarrecrso AHefi B roAy (365). DDD -ycraHoBneHHas cyroqnaf, aoaa (r)

lononunreJlbHo K KoJrI'IqecrBy [aqr{eHTo-Jrer, n IIOEJIII rraoxHo npgBecr'
rIpHMepHbIe AaHHbIe o KorHrrecrBe rIaIIVeHToB, Koropble MotnH nonyr{HTb
craHraprHrrfi rcypc JreseHHfi npenaparoM 3a orqerHrrfi ,r"p"oa.

3ror noKa3arenb paccqzrbrBaerc, no $opuyne

,1[ = DDD *T

rne

r f{- *racro crauAaprHbrx KypcoB Jrer{eHa-a



4l

' m - o6qee KoJIH.recrBo AeficrByrorrlero Belr{ecrBa, coAepxaBruerocr B
peaJrn3oBauHbrx y[aKoBKax npenapara (r)

. T-4lureJlbHocrb craHAaprHoro Kypca JreqeHH,. DDD -ycraHoBJreHHar cyror{Ha.{ 4osa (r)

iltts [penaparoB, He l4Melorrlux ycraHoBJreuHoft cyrounofi Ao3br, o6rerr
norpe6neHH.{ Mo)KHo rlplrBecrl4 B KoJruqecrBe eAHHHrr Ao3upo BaHkrfl rrpe[apara,
HcnoJIE3oBaHHbIX 3a orrlerHrtft nepnol, KoJII4r{ecrBe BbIrIHcaHHbrx peqenroB, a
npH orcyrcrBHH 6o-uee ror{HbIX cseAeHufi - e o6qeu o6senae 4eficrnyrculero
BEIIIECTBA.

l. B xrprglzllecKux HccneAoBaHr,rsx fipenapar npgMeHsJrcr y... [arrHeHToB
(yxa:rmaercfl KoJIHqecrBo naIrlIeHToB, y Koropbrx Hcnonb3oBaJlcr npenapar B xore

KIHHHT{g0KHX HccneAonanufi B TeqeHr,re orqerHofo rrepuoAa KaK HHTepBeHrIHoHHbx, TaK H
Ha6moAareJIbHbIX. Taxxce Mol'yr 6sIrr yra:anbr AaHHbre perr4c'rpoB rrpenapara u,ru :a6ole BaHHs
(npu ualuxau). YvltruBalorct AaHHbre r{3 3aBeprxenubrx 4nofinrrx crelbrx n ua6ruo.uare,,rbHr,rx
HccneAoBaHrafi. lauurre o npaMeHeHHH rrpelapara B npoAoJr)Karouluxcr AsofrHsrx cJrerrbrx
HccJleroBanlrtx yKa3blBalorcs npn6lx:aretlbHo (npurraepnoe KoJruqecrBo qeJroBeK.
nonyqarcql4x HccJIeAyeMOe JIC, n Aone or oOutero qgcra BKrrorreHHbrx B HccrenoBaHr4e
naqnenron).

2' ,{aunrre o norpe6neHur{ fipeilapara Ha $apuauenrHqecroM pbrHKe noAcrrq"rLrBarorcr Ha
ocHoBaHnlt ycraHoBnesnofr cyrouHofi .[o3br.

llpenapar NN HaxoAurc , B o6paqeuuu B AByx nexapcrBeunsrx Sopnaaxr ta6lerra 100 rvrr

. pacrBop Ans BHyrpaMrrrrresHoro BBeAeHr{r 50 rr,rrlrral

Kyp" ,"r"t , ,o ornoult.ory ,o*otorrro no"nupuro* 
"o"ru"orr, 

7 An"i, (uor6upon*r"
noKa3aHu€' no xomo0ouy nercaqcmaeuuutti npenapam Hau6o"qee qacmo nphweusemcn I
n e duquu c rcoil npaxmux e \.

Ta6nerxu BblnycKarorct B y[aKoBKax - no 10 pr no 50 ra6rerox B ynar(oBKe.
I aunyla coAepxl'IT 2 ul pacrnopa npenapara NN. Aunynu peturr{3yrorcr rro l0 arranyn s

ynaKoBKe.

3a or.IerHufi rrepuo4 npou3BoAr,rreJreM perurr{3oBaHo
r 3 u-nu yrraKoBo* raOnerox NN no l0 ra6neroK B ynaKoBKe
r I nann ynaKoBo* ra6rerox NN no l0 ra6neroK B y[aKoBKe
o 500 000 ynaxonox auny_n NN
craugaprurul rypc rerreHl{t fipenaparoM rro ocHoBHoMy noKa3aH'ro cocraBJrrer l0 asefi.

Mt*odr*o. - --- o6u*o ,o*rr6n"uo" ,, * ,- , norlurn*o_rod*

1'oupegelxetcx ooutaq Macca deucmeynu4ezo ser4ecmsa Bo Bcex peana3oBaHHbrx
ynaKoBKax JreKapcTBeHHOrO npenapara
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o 3 000 0000 yn' *10 (ynaxoBoK B navxe)* 0,1 (uacca aKTHBHofo B-tsa B rpar\{Max tsI m6.;:3 000 000 r 4eftcrayroqefo B-Ba
r I 000 0000 yn.*50 (ynaronox n na.rrce)*Q.1(r):
o :5 000 000 r Aeftcreyrorlero B_Ba
o 500 000* 10 (arranyn e uaqKe)*0.1 (vacca

neficrayrcrqero
Hroro: sa orqerHtrfi rrepuol peanu3oBaHo g

BEIIIECTBA

B-Ba B oguoli arranyle) :500 000 r

500 000 r (8500 Kr) .qeficr.eyrcuefo

2. onpeaeneH'e ycra'oereHHori cyrouuofi 4o:u 4efi crByroqefo BeulecrBa

YcraHosreHHyro cyrotrHylo Ao3y Mox(Ho nafirn ua caftre Corpyauu.larouero ueHrpa BO3
rro MeroAonorulr SaplrarleBTuqecrofi clarncrnxu

http://www.w-hocc.no/atc ddd index/ rroBTop

!l *rd o,l e

wro r.nrr. (..t.(r u. (oC r. 56ard

A sear$able yersion 01 Se ffirpiBre AIC nd€r w!6 gOOg ,3 :v3nabr€ b6lo* ths s€cr$ o4Lun,e@e rou to f;d AIC €de3 ed ODO5 tor la5f.^e n.de ind/eArc t€yors. :n yq/ e6drd rerur
ycJ mry soos€ tc sho* o. hd. 66 re* t/os $s Gridetnss ro. atc crEsrfisnon and ooo
assignmed lint€d Lo rhe ATC eyel the text F Oe Esidelin€s wnr gire Intormrnon ,Et.red tu dre

o.d .ldil'
.i4 ryM $rt,tdrWorod
,e&r..S'
eo"to:.{. r*.Ld

fr's cr.nr' 9.r.a

badqrorndlor66ATC r^d OOa.!s€.nent

Search query
aa md€

entan'ngquer/ :l

ATC code
. Al ATC l€r6lr d. s.ardabi€,
. A sea6 wdr rerolt 

'n 
rhowry 6e s*.ct substa^.€y'ele, and €n Ata t9rd5 aborF ( up to I e( ArC

Name

. Nare" ir &6n.d a j 6e ranG d 6. 5ubsta@ {rcmatr 6a rNfl n:66) o. Se nams ot se arc
level, Nob 6itb.d€ma*l tr€ nd re.rdEbr.,

. 4 tu6uB dh6 I€Eer msr b6 e.rerd h 6€ n.re box. ssjsd. qver, $ac@nEin p.r or
or i quary h* !t.t wih th8 lc&r.ntcred_

. ior ATC ombnibon lsyetr, 9t6es€ nate b* ril .6,r rer€denis woob norma4, not ba

DOD

rh€ QOO3, lhrd sll be rgvr?ped h ?01? {t year .ee,s:.n1, 3/e nrrea ,dr 3n irre.sr (r }

flpe,4noloxuu, rrro ycrauoBneHHuur cyroqrluur .qo3a Ans Aeficrnyrcuero
[perapara NN cocrasnser 0,2 r

3. llolcqer Kor'qecrBa rrarr'eHTo-Jrer npoBoAHTc.{ ro $opnryne:
p-

BEUIECTBA

Taxpru o6pa:olr,
IIaq?reHTo-neT

DDD * 365

8500000
o-?-36s:11'643'B

3Kcno3HUH.fi rrpenapara 3a orqerubrfi rrepuoA cocraBnser:ll 644

3' Ko'rFlecrso craHAaprHbIX I(ypcoB rerreHnr rrpeuaparoM 3a orqersgfr ilepproAorperenrerc.s rro $oprr,ryle:

m

ATC/DDD Index 2O12

N_
DDDxT
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8500000
OJ.IO :425OOOO cmandapmHbrx Kypcos ileqeHun

[ipuxcitre Hr'r* 4'. flp*rnne;lr'{a}r ctpyxvypa pa:]AeJ}a fiil$,if ffi <,{}.r,?c.lr,rrr,re
ilttf:I{};lbl Heil(C.jIAT-*.jtF,lIbt,X peatcUXi,i, l,llI*I{}fi{I{{: ti":rtdrIEt{}Oft{},X} :t&frrrttf}r{}C.!,ir)r

l.i.
1.2.

1.2.1.
1.2.2.
11?
L3.
1.3.1.

Jleransur,re Hcxo.rlbr
Cepresnrre peaxrllrH
Peaxquu co cropogbr cep.{errHo-cocylncrofi cncreMsr
Peaxulru co cropoHbr opfaHoB X{KT

HenpeAszIeHrrrre pear(rluu

BaxHo: B saqale Kaxlofo rryHKTa peKoMeHIyercrr narb KparKyro o6o6qenHyro
xapaKTepncrr{Ky orrnc;rBaeMbrx peanqrfi .

flpu"uoxeHl4e 5. flpavlep orrlrcana fi *Atr(ri He)r(cJrar"$.rrbr{oii peaKqH}r

Coo6rqenue nocrynllno or cnel{fianl{cra 3ApaBooxpaHeHur. Y 55-nernefi uaquenrKg c
IHarHo3oM ,... u noqe'rHofi HeAocraror{Hocrbro B aHaMHe3e, qepe3 TpH 1;Hfl rroc;re HaqaJra

Tepann'I JIeKapcrBeHHbIM npenaparoM N, pa3Brrnacb $ulpunnxtrys, npelcepluli.
O.luonpeueHHo IIpHHHMaTa nexapcrBeHHbre flpe[aparbr [yrasrmarorcr rarbr Haqa-fla H

oKoHqaHI4q coflyrcrByrorqefi Tepanur4, ecrpl rr3BecrHo]. llaqraeHTKa 6r,lla rocnr,rraJrr{3gpoBaHa
no noBoAy Su6pulnarlun. Tepanxt neKapcrBennbrM npenaparona N 6rma npeKparrleHa. flo
IIoBoAy tpu6pulnrrlnu rlpeAcep.aufi Hasnaquil4cb ...... Cnycrs ... Auefi [ocJre roc[r.rraJrr{3arluu
uaIIpIeHTKe 6rm prrranlaHTHpoBaH KapAllocruMynsrop. PocegpanuaA3op upouu$opMnpoBaH o
4aHHofi Hex(eJlareJlruofi peaxltrHu H3Be[IeHHeM (Jllb, 4ara. npu Heo6xoAuMocrr,r yKa3brBarorct
HoMepa A0[OJIHHTeJIbI"IbIX rr:reuleuuii AIrIC Poc:ApaBHaA3opa) llarlnenrxa 6trna BbrngcaHa H3

6onrnuqu c ynyqueHr.reM.

Bclegcrnae focnaTaJrn3aunrr, cnq:anHoft c dlu6pra:rnrquefi npegcepaufi, cxyuai,r
xeamrQnqupoBaH KaK cepbe3Ha.rr HexeJrarerbHaq peaKunr.

Kouuenrapafi gepxarent pefucrparluoHuoro ynocroBepeurafl: Corlacso r4HcrpyKu6g no
[pI{MeHeIII4to, Su6pnn[rfr\us flpe.(cep,qnit nsilxercq oqeHb pe.uxofi HexeJrareJrsHoft peaxqHv Ha
neKapcrBeHHrd upenapar N. neKapcrBeHurifi npenapar X, flpuMeHrBrrrr.ifica o4uoBpeMegHo c
neKapcrBeHHbIM npenaparoM N rarcKe cnoco6es BI'I3bIBarb t$nOpunnrquro npelcepauff.
Yne-uuqensr r{acrorbl pHcKa $H6punnrqur.r npeAcep Auir y 6olsHsrx c r4meMnqecxofi ooresHr}o
cepAIIa, Ha Qone coBMecrHoro npneMa neKapcrBeHHbrx npenaparon N u X onucauo B
I'lHcrpyKtlugx odotlx fipeflaparoB. flpuvuHuo-c,qeAcrBeHHas cB{3b 4aHuoli sexelarelr'oli
peaKIIHH c npHMeHeHr4eM neKapcrBeHHoro npenapara N rclaccuQuuHpoBaHa KaK Bo3MOXHalr.



IIpn"r:<lxenme 6. flpHr"rep safloJrlrer{Hfl c,rpyr{'rypHpoB'Hl.ror,o fiepeqHs

cepsenrre pearcqurr, HH{op*raqnn o Koropbrx rrocryrrnna HanpqMyro AepxaTeJrm3ApaBooxpaHefiI|fl perr{cTpaquoHHOrO yAocToBepeHrrs oT cneqHaJrncTOB

CTOt{HHK

a TaK)I(e,

MOXTHOCTH,

pr,rMeHeHHt

ou rrleurapu fi parpa6orvu

bHbre peaKrIHH co cropoHbr cepAeqHo_cocygucrofi 
"r.ririi

fyJrrTopHbr
100

Mf,
per os

1.04.2012 .05.201

BepxHHx

ocnHTanH

flpuvuHuo-cneAcr"entuas

Brr3b c npHMeHeHHeM

flapaTa coMHHTejrbHa.

HHOe Cocl'oflHHe MOXeT

CHHC OCHOBHOIO

narenbHbre peaxuHH co cropoHbt uepeHofi cHcreMbr

flEUHAJIHCT

BOOXpal{

100 nan (no 50

r 2 plg, elu)
14.06.2012 1.07.201 HBOCTbJ

Bt3aHHar c

paBneHHeM

o6nnelr

ocne

pHMeHeHHt

eKapcTBeHHO

cpeAcTBa

br3Aop08i

pHrI14 HHO-CIeACTBeHHa,

Bfi3b OueHHBaeTcr KaK

BeporrHafl . Hucrpyrqr.lr no
EAHUHHCKOMY

pI.t l\teHeHHro co.qepxHT

peAyrpexneHHr c)

npaBneHHr asro j\4amanofi

pH npHMeHeHHH npeflapa.fa
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K;rasuqecxue HccleAo BaHHfl
Cuc:reua

opraHon/onrrcanyre

HP

Coo6u{eHuq o Her(erareJrbHbrx
peaKur{rx or cy6lerror
o6pauennfl neKapcrnegHbrx
cpeAcTB

3nunenrnqecxplfi

npI,InaA0n

forosHar 6oru

{r.rcxorur$opr n
)KI'BOTC

Bors e

sunracrpalrrofi
o6,racru


