
BCEM rocY,[(APCTBEHHbIM, MYHI1UI1IIAJibHbIM YllPE)I{,[(EHI15IMI1 3,[(PABOOXPAHEHI15I I1
OPrAHAM I1CIIOJIHI1TEJibHOI1 BJIACTI1 B C<l>EPE 3,[(PABOOXPAHEHI15I

IIpeLt:JIOJKeuue o JaKmoqeuuu Lt:OroBopa
B oruolUeuuu 6eJB03Me3Lt:HOii nepeLt:aqu JieKapcrBeuuoro npenapara noLt: MHH YcreKunyMa6
B uem1x oneparuBuoii uuuuuauuu cneuuaJiuJupoBauuoii repanuu u paclllupeuuH Lt:Ocryna
nauueHTOB, CTP3Ll3IOIUUX BOCnaJIUTeJihHhIMU 3a60JieBaHUHMU KUllJeqnuKa, K COBpeMeHHOH

uunoBauuouuoii repanuu c ucnoJihJOBauueM JieKapcrBeuuoro npenapara Lt:JIH MeLt:uuuucKoro
npuMeueuuH c MHH YcreKuuyMa6

1ex. nosep N /6Di- Mc/z~
r. MocKBa /%

06mecTBO C orpaHHqeHHOH OTBeTCTBeHHOCTblO «)];)KOHCOH & )];)l(OHCOH», IOpH,[(ffl:IeCKOe mu1;0,

H3,[(Jie)l(3IIJJfM o6pa30M C03,[(3HHOe H ICACTBYOICC B COOTBeTCTBllll C 33KOHO,[(aTeJibCTBOM PocCHHCKOH

cDe,[(epauuu, OfPH: 1027725022940, I1HH: 7725216105, c MecTOM HaXO)l(,[(eHtt5I no a,[(pecy: 121614, r.
MocKBa, yn. KpbrnaTcKa5I, ,[(. 17, Kopn. 2, B nuue feHepanbHOro ,[(ttpeKrnpa Ky3HeuoBa MaKcttMa

EBreHbeBuqa, ,[(ettcrny10mero Ha OCHOB3HHH YCTaBa (,[(aJiee - «,II;JKOHCOH & ,lI;JKOHCOH»),

IlPIIHIIMAH BO BHHMAHHE, YTO

(A) BocnanttTeJibHbie 3a6oneBaHtt5I K11IIIeqH11Ka (B3K) BKJI10qa10T 513BeHHbIH KOJIHT (51K) 11 6one3Hb KpoHa

(BK) H xapaKTepH3yOTCA HaJIHHHeM XDOHHHCCKOFO BOCII~JICHHA B KCJIYJIOHHO-KHIIeHHOM TpaKTe. KaK

,[(JI5I 51K, TaK 11 ,[(JI51 EK xapaKTepHo xpoH11qecKoe HenpepbIBHoe 11n11 xpoH11qecKoe peu11,nttB11py10mee

TeueHne'.

(E) CornacHo ,naHHbIM 11ccne,noBaH1151 ESCApe, B pocc1111cK011 nonyn51u1111 6oJibHbIX B3K npeo6na,naIOT

CpeJIHCTKCJIBIC H TDKCJIBIC QODMbI, HTO OOyYCJIOBJIeHO HCJIOCTaTOHHOA H HCCBOCBDCMeHHOA
,n11arHOCTl1KOM2. 0TMeqaeTC5I 3HaqHTeJibHOe qHCJIO 60JibHbIX C OCJIO)KHeHHbIMH cpopMaMH B3K,

BbICOK35I qacTOTa BbITIOJIHeHl15I onepaTl1BHbIX BMeIIIaTeJibCTB , qTo np11B0,[(11T K 11HB3Jil1,[(1133U1111

IIaIIHeHTOB H 06ycnaBJI11BaeT Heo6xo,n11MOCTb npe,nocTaBJieH1151 3TOH rpynne nacenemrn pa3n11qHbIX

COU113JibHbIX JibrOT1' 3;

(B) IIau11eHTbI c B3K HY)K,[(3IOTC51 B cBoeBpeMeHHOM Ha3HaqeH1111 reHH0-11H)KeHepHbIX 611onor11qecK11x

npenapaTOB (fI1EII), np11 pa3B11Tl111 CTepo11,nope311CTeHTHOCTl1, CTep011,[(033B11Cl1MOCTbIO, 11Jil1 np11

He3cpcpeKTl1BHOCTl1 11MMyHocynpeccopoB B B11,[(e 11H,[(YKU110HHOro Kypca C nocne,ny10me11

TIO,[(,[(ep)K11B3IOIUeH Tepan11e11
4
. )KH3HeHHO BaKHaA HCOOXOJIHMOCTL nau11eHTOB C ,n:11arH030M B3K

COCTOl1T B M3KCl1MaJibHO onepaTl1BHOH l1H11u11au1111 Tepan1111;

(f) noTpe6HOCTb B fI1EII Tepan1111 cymecrneHHO npeBbIIIIaeT ee TeKyrn:1111 ypoBeHb. B fI1EII Tepan1111

Hy)K,n:aIOTC51 ,no 30-40% nau11eHTOB c B3K, o,n:HaKo nonyqa10T ee He 6onee 5-10% nau11eHTOB
5
'6;

()];) JleKapcrneHHbIH npenapaT no,n rnproBbIM Ha11MeH0BaH11eM CTenapa, MHH YcTeK11HyMa6
7
,8,

KOHUeHTpaT ,[(JI51 np11roTOBJieH1151 pacrnopa ,[(JI51 11Hcpy31111, 5 Mr/Mn, 26 MII, cpnaKoH N2 1 (,nanee -
«IlpenapaT») 5IBJI5IeTC51 npe,n:CTaBl1TeJieM HOBOro KJiacca 11Hr11611Top0B 11HTepneHKl1HOB 12/23'
peryJI5ITOpHbIX U11TOKl1HOB, 11rpaIOIUl1X KJIIOqeByIO pOIIb B 11MMYHOTiaToreHe3e 6oJie3Hl1 KpoHa,

513BeHHOro KOJil1Ta. IIpenapaT npo,neMOHCTp11poBaJI 6bICTPYIO CKOpOCTb HacTynneHl15I KJil1H11qecKoro

3cpcpeKTa 11 KOHTpOIIb MapKepoB BocnaneH115I B coqernH1111 c ,nonrocpoqHott ycT011q11B011 KJI11H11qecK011

11 6eccTep011,[(HOH peM11cc11e11, B03MO)KHOCTb BJil15IHl151 Ha 3Haq11Mbie ,[(JI5I o6w:ero nporH03a

KOMop611,n:Hbie 3a6oneBaHl151 11 CHl1)KaTb ypoBeHb rocn11TaJI113au1111, x11pypr11qeCKl1X BMeIIIaTeJibCTB 11

Heo6xo,n:11MocT11 nepeKn10qeH115I Ha ,npyr11e reHH0-11H)KeHepHbie 611onor11qecK11e npenapaTbI y

nau11eHTOB co cpe,nHeT5I)KeJIOH 11 T5I)l(eJIOH 6one3Hbl0 KpoHa, 513BeHHbIM KOJil1TOM KaK C

He3cpcpeKTl1BHOCTblO CTaH,napTHOH Tepan1111 (rnIOKOKpTl1KOCTepo11,n:bI, 11MMyHocynpeccopu), TaK 11 y

nau11eHTOB C He3cpcpeKTl1BHOCTbIO reHH0-11H)l(eHepHOH 611onor11qecKOH Tepan1111, B TOM HHCJIe

«MHO)KeCTBeHHbIX HeOTBeTql1KOB». H113Ka5I 11MMyHoreHHOCTb 11 6naronp115ITHbIH npocp11IIb

6e3onacHocT11 0Tn11qaIOT rreKapcrneHHbIH npenapaT c MHH YcTeK11HyMa6 OT fI1EII ,npyr11x

KJiaCCOB
4
'6'
7
. Eonee 10-JieTHl1H OTibIT np11MeHeHl15I npenapaTa no TIOKa3aHl15IM «ncop11a3 11
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BCEM rocy~APCTBEHHbIM, MYHI1T(HTIAJibHbIM Y1IPE)I{)];EHI15IMI1 3~PABOOXPAHEHI15I I1
OPrAHAM HCTIOJIHHTEJibHOH BJIACTH B C<DEPE 3~PABOOXPAHEHI15I

IICODHaTHHCCKHA, aDTpHT», IaHHLIC MeKIYHaDOJIHLIX DeFHCTDOB HOKa36IBaIOT, 4TO IIpeIapaT
xapaKTep113yeTC5I BbICOKHMl1 noKa3aTeneM «Bbl)Kl1BaeMOCTl1» Tepan1111 cpe,n:11 fl1EIT* 4•9, IO. l l

*fl1EIT: 11<DHO-a, 11I1JI-12/23, Be,aomByMa6

PYKOBOLJ:CTBY51Cb TI. 1 CT. 432, n. 2, 3 CT. 434, n. 1 CT. 435, n. 2 CT. 437, n. 3 CT. 438 fpa)K,aaHCKOro KO,aeKca

Pocc11i1cKoi1 <Deuepau1111,

(E) CornacHo I1HCTPYKUI111 no MCUHIJJIHCKOMY np11MCHCHI1IO ITpenapara
7
nauttcHTaM c 6one3HhIO KpoHa

Hn11 513BeHHblM KOnHTOM peKOMeH,aOBaHO OUHOKpaTHOe, HHHUHHPYIOI.IJ;ee Tepanmo BHYTPHBeHHOe

BBe,aeHHe ITpenapaTa B ume, paccq11TaHHOH Ha OCHOBaHHl1 MaCChI Tena:

Macca Tena nautteHTa Ha MOMeHT ,II;ma Kon11qecrno qrnaKoHOB ITperraparn
BBe,aeHH5I npenapara

:S 55 Kr 260 Mr 2

> 55 Kr - :S 85 Kr 390 Mr 3
> 85 Kr 520 Mr 4

PeKoMeH,aoBaHHa5I ,ama (oKono 6 Mrhcr)

HACTOSIIIHM IIPEJJIATAET

JIIOO~IM FOCyJIaDCTBeHHLIM, MyHHIHHIHaJIbHLIM yYDCKJICHHAM 3IDaBOOXpaHCHHA H OpraHaM

liCTIOJIHHTenbHOH Bnacn:1 B ccpepe 3,D;paBooxpaHemrn (,nanee - «ALl:pecaT IIpe,uJio~eHHH») 3aKJII0"9:HTb

uoroBop B OTHOIIIeHHH 6e3B03Me3,n:HOM nepe,naqJI ITpenaparn B uen5IX orrepaTHBHOH HHHUI-IaU:Irn:

CIICHHaJIH3HDOBaHHOA TCDaIIHH 11 paclllttpeHH5I ,nocTyna nautteHTOB-rpa)K,aaH P<D, cTpa,I.(aIOII(HX B3K, K
neqeHHIO HHHOBaUHOHHbIMH neKapCTBeHI-IbIMH npenapaTaMH Ha ycnOBH5IX HaCT05II.IJ;ero ITpe,nnmKeI-nrn:

(ocpepTbI) (uanee - «IIpe)];JIO~euue»):

1. IIPE)];MET )];OrOBOPA

B Teue~He 30 ,n:Hei1 c ,aaTbI nonyqeHH5I OT A,apecarn IIpe,ano)KeHH5I «AKii;enra ocpepTbD> (C yKa3aHHeM

KOJIHHeCTBa YIHaKOBOK H IIOJIyHaTCJIA) IO QODMC, yCTaHOBJICHHOE IIpHJIOKeHHeM No ] K HaCTOIIICMy

ITpe,aJIO)KeHHIO, ocpopMneHHOro Ha ocp11u11anbHOM 6naHKe H 3aBepeHHOro no,anHCblO ynonHOMoqeHHOro

IHIHa H IeHaTbIO AJIpecaTa IIpeJUIOKeHH~, J[DKOHCOH & J[KOHCOH 0613yeTCA ~epe7tars AIpecary

ITpe,aJIO)KeHH5I 11n11 HHOMy yKa3aHHOMy HM nonyqaTenIO, KaK 3TO onpe,aeneHO B pa3,aene 2 HaCT05Imero

ITpeuno)KeHH5I, 6e3 B3HMaHH5I onnaTbl ITpenapaT B KOn11qecrne OT 2 (,n:Byx) ,no 4 (qeTbipex) ynaKOBOK Ha

KaKJIOC JIHIIO, HMCOIIICC IDaKJIaHCTBO PO, KOTODOMy BIIeDBLIC Ha3HaHaCTC TeDaIIHM C IIDHMCHCHHCM

ITpenaparn (uanee - «Ilauueun>) B coorneTcrn1111 c perneHtteM A,apecarn ITpe,ano)KeHH5I, ocpopMneHHbIM

B BH,ae peIeHHA BpaHeOHOA KOMHCCHH, KOHCHJIHyMa BDa4CA HJIH JIeHaICrO Bpaqa.

ITptt 3TOM B cnyqae HanpaBneHH5I B a,apec )J;)KOHCOH & ,Il;)KOHCOH AKuenTa ocpepTbl Ha OCHOBaHHH perneHH5I

He AJIpecara IIpeJUIOKeHHA (HHOTO JIeHeOHOFO yYDCKJICHHA), 0013aTeJILHLIM IIOCJICJIYOIHM

I1OJITBCDKJICHHCM TaKHX DCIeHHA JIOJDKHO OLITL perneH11e A,apecara ITpe,ano)KeHH5I 11n11 IIonyqaTen51

Ilpenaparn (HanpHMep, perneHHe Bpaqe6HOM KOMHCCHH, KOHCHnttyMa Bpaqei1: 11n11 Jieqamero Bpaqa).

TaKOe I1OJITBCKJICHHe OTDKaeTCA B OTHCTC 0O HCIOJIL3OBaHHH ITpenapaTa B COOTBeTCTBHH C n.2.6.

HaCT05Imero Ilpe,ano)KeHH5I. Kon11qecTBO nepe,aaBaeMbIX ynaKOBOK Ha Ka)K,IJ;Oe n11uo onpe,nen5IeTC5I B

COOTBeTCTBHH C LJ:03HpOBKOM ipenapaTa, yKa3aHHOA B pe~eHHH, O~OpMJIAeMOM IIpOTOKOJIOM HJIH B BH,ae

BbITIHCKH H3 MCJIHIHHHCKOH KaDTBI [laIlHeHTa.
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BCEM rocY)J;APCTBEHHbIM, MYHI1[(l1ITAJ1bHbIM yqpE)I{)J;EHI151Ml1 3):];PABOOXPAHEHI151 11
OPrAHAM 11CITOJ1Hl1TEJ1bHOH BJ1ACTI1 B C<l>EPE 3)J;PABOOXPAHEHI151

C0B0Ky11HOCTh. Ilpe,r])IO)Kemrn (ocpepTbI) H AKue11rn ocpepTbI 11pe,ucrnBmnoT co6oi1 ,uoroBop, 110

IOpH,nHqecKOM 11pttpo,ue 5IBJ151l0Il(HMC5I 110)KepTBOBaHHeM, H K KOTopoMy 11p11MeH5IIOTC51 HOpMbl CTaTbH 582

rK P<D.

2. Oli[QME YCJIOBMH

2.1. TionrrnTeneM I1pe11aparn (,uanee - «IIOJIY1-taTeJih») MO)KeT 6bITb KaK A,upecaT Tipe,nno)KeHH5I, TaK H

yKa3aHHOC HM HHOC ODHJIHHCCKOC JIHIIO, HMeIOmee 11paBO ocyw:ecTBJI51Tb Me,[(Hll;HHCKYIO H

cpapMaUCBHfC-ICCKYIO JJ:C51TCJibHOCTb B COOTBCTCTBl111 C TpeOOBaHHSMH JICACTBYIOHICFO 3aKOHOIIaTCJIbCTBa

POCCHACKOA QeICDaHHH H HMCOHICC ICACTBYOHIYO JHHCH3HIO Ha OCYHICCTBJICHHC MCIHHHHCKOA H

~apMa1eBTHHeCKOA ICATCJILHOCTH C yKa3aHHCM atpeca (aKTHHeCKOA JIOCTaBKH I1pc11aparn.

2.2. A,upecaT ITpe,uJIO)Kemrn Ha11paBJI5IeT B a,upec j::()KOHCOH & j::()KOHCOH «AK1i;e11T ocpepTbrn 110 cpopMe,

ycTaHOBJICHHOA IDHJIOKCHHCM Ne ] K HaCTOAIICMy IIDCJUIOKCHHIO. BMeCTC C «AKIICHTOM OQepTLI»

IIDCJIOCTaBJIMIOTCX TaKKC CJICJIyOHIHC JIOKyMCHTbI, 3aBCDCHHLIC IOJIIIHCLIO yIIOJIHOMOYCHHOFO JIHIIa H

rreqaTblO A,upecaTa ITpe,ri:JIO)KeHl15I (JI1160 B 110p5I,ri:Ke, 11pe,nycMOTpeHHOM 11.2.5. HaCT05IIIJ,ero

ITpe,ri:JIO)KeHH5I):

2.2.1 Ko111151 ,ri:oBepeHHOCTH Ha 110,u11ttcaHrn AKue11rn ocpepTbI (B cnyqae nonn11catt115I AKuenrn

ocpepTbl He JIHUOM, y110JIHOMoqeHHbIM ,ri:ettCTBOBaTb 6e3 ,IJ:OBepeHHOCTH).

2.2.2 Ko111151 JJ:OBepeHHOCTH Ha 110JiyqeH11e ITpe11apaTa C YKa33HHeM y110JIHOMO'lleHHOro JIHUa JIH6o

BblllHCKa 113 11p11Ka3a O H33Ha'lleHHH y110JIHOMO'lleHHOro JIHUa Ha COOTBeTCTBYIOW:YIO

,[(OJI)KHOCTb. B HCKJIIO'llHTeJibHblX CJiyqa51x C cornac1151 j::()KOHCOH & j::()KOHCOH ,ri:011ycKaeTC51

npe,ri:ocTaBJieHHe K011HH JJ:OBepeHHOCTH, 3aBepeHHOM no,ri:nHCblO yIIOJIHOMOHCHHOTO JIHIIa.

2.3. ITepe,n:aqa ITpenaparn ocyw:ecTBJI5IeTC5I CHJiaMH H 33 C'lleT j::()KOHCOH & j::()KOHCOH, Ha ycnOBH5IX

,nocTaBKH no ITony'llaTemi. A,ri:pec ,ri:ocTaBKH I1pe11apaTa ,ri:on)KeH BXOJJ:HTb B 11epeqeHb a,ri:pecoB MecT

ocyw:ecTBJieHH5I ,Ue51TeJibHOCTH, BHeceHHbIX B CHCTeMy MOHHTOpHHra 11 yKa3aHHbIX B m1ueH3115IX Ha

QapManeBTHHeCKyO JICATeJILHOCT~. QaKT IepetauH IIpenapaTa OITBep~JIaCTCA I1OJIIHCaHHeM

H3KJI3,IJ:HOM 11/HJIM aKTa Me)K,ri:y j::()KOHCOH & j::()KOHCOH 11 ynoJIHOMO'lleHHbIM npe,ri:CTaBMTeJieM ITonyqaTeJI5I

B 3 (Tpex) 3K3eM11JI5Ipax, O,[(HH 113 KOTOpbIX OCTaeTC5I y ITony'llaTeJI5I, BTOpoii nepe,ri:aeTC51 j::()KOHCOH &

JxoHcoH, Tperun A,ri:pecaTy Ilpe,ri:JIO)KeHl15I, ecn11 He OH 5IBJI5IeTC51 cpaKTl1'lleCKMM nony'llaTeJieM

ITpe11apaTa. Y110JIHOMO'lleHHOe JIMUO nO,IJ:11MCbIBaeT HaKna,ri:HyIO 11/HJIM aKT C npocTaBJieHMeM

COOCTBeHHODYHHO HOJIIIHCH H paCIIH(pOBKOH QaMHJIHH H HMeHH.

2.4. A,ri:pecaT IIpe,ri:no)KeHH5I ,ri:on)KeH o6ecnelIMTb nptteMKY nepe,ri:aBaeMoro Ilpenaparn ynonHoMo'lleHHbIM

Ha OCHOBaHMM ,IJ:OBepeHHOCTl1 HJIH npttKa3a JI11UOM no KOJil1'lleCTBY H KaHeCTBy Ha npe,ri:MeT COOTBeTCTBM5I

KOJIH'lleCTBa, Ka'lleCTBa B 'll3CTM B11,IJ:11MbIX He,IJ:OCT3TKOB, H3JIH'lll15I noBpe)K,IJ:eHl1M TpaHcnopTHbIX MeCT, a

TaK)Ke B COOTBeTCTBl1M co cne,ri:yIOW:HMl1 ycnOBM5IMH:

2.4.1. j::(OCTaBKa ITpe11aparn OT j::()KOHCOH & j::()KOHCOH K IToJiy'llaTeJIIO MO)KeT ocyw:ecTBJI51TbC51

ABrnpecpp11)KeparnpoM ttn11 B03JJ:YilIHbIM TpaHcnopToM.

2.4.2. Bee ABrnpecpptt)KeparnpbI, ,ri:ocTaBJI5IIOW:11e ITpenapaT, o6opy,ri:oBaHbI TepMoperttCTparnpaM11/

caMOnHcHaMH. IpH IpneMKe Ilpenapara, BoHTen6 ABTopedpKeparopa cHHMaeT HeK

caMonttcu;a 11 nepe,ri:aeT ero npe,ri:cTaBMTeJIIO IIonyqaTeJI5I. A,ri:pecaT I1pe,ri:no)KeHl15I ,ri:OJI)KeH

03H3KOMMTbC5I C ,ri:aHHbIMH Ha YeKC H CaMOCTOSTCJILHO HCCCT DHCKH 11 OTBeTCTBeHeH 33 KoppeKTHOe

CH5ITl1e noKa3aHl1M C TepMoper11cTpaTopa/caMon11cua 11 npoBepKy ycnOBMM nepeB03Kl1 Ha

coorneTcrn11e TpeOyeMOMy TeMIICDaTypHOMy DCKHMy. B cnyqae ecn11 IIpenapaT conpoBO)K,IJ:aeTC5I

TepMo,ri:aT'lll1KOM (TT) (B cnyqae ttcnonh30BaHl15I TepMOKOHTeiiHepoB), A,upecaT I1pe,ri:no)KeHM5I

11Jil1 ynoJIHOMO'lleHHOe HM JIHUO Ha OCHOB3HMl1 ,IJ:OBepeHHOCTl1 OCTaHaBJIMBaeT TT 11 ClIHTbIBaeT

noKa3aHM51 C Hero BO BpeMA IIpHeMKH IIpenapara (11HCTPYKUM51 no OCTaHOBKe 11 C'lll1TbIB3HMIO

IOKa3aHHA C TT Haxo,ri:HTC5I B TepMOKOHTeiiHepe).

2.4.3. ,[(ocrnBKa Ilpenaparn B03JJ:YilIHbIM TpaHcnoprnM ocyw:ecTBn5IeTC51 B TepMOKOHTeiiHepax. B

K3)KJJ:OM TepMOKOHTeiiHepe Haxo,ri:11Tc5I 1 (o,ri:11H) TT.
2.4.4. PacnaKOBKY 11 npoBepKy Ilpenaparn, ynaKoBaHHoro B TCDMOKOHTCAHCD, IIOJIyHaTeJIL JIOJIDKeH

np0113B0,[(11Tb np11 TeMnepaType, COOTBeTCTBYIOW:eM Tpe6oBaHM5IM TeMnepaTypHoro pe)KMMa

xpaHeHl15I Ilpe11aparn. ITocne pac11aKOBK11 TepMOKOHTeiiHepa IIonyqaTenh ,ri:on)KeH H3BJie'llb TT 113

TepMOKOHTeMHepa 11 He3aMe,IJ:JI11TeJibHO OCTaHOBHTb ero.
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BCEM rocy~APCTBEHHbIM, MYHH[(HIIAJ1bHbIM Yl.JPE)K~EHH5IMH 3~PABOOXPAHEHH51 H
OPrAHAM HCIIOJ1HHTEJibHOH BJ1ACTH B C@EPE 3IIPABOOXPAHEH~SI

2.4.5. B cnyqae BbUIBJICHIUI OTKJIOHCHl1H OT Heo6X0,[(11MOro TCMnepaTypHoro pC)Kl1Ma, ITonyqaTCJib

np11Hl1MaeT ITpenapaT B KapaHTl1H 11 B TC9:CHl1C 1 (0,[(HOro) pa6oqero ,[(H5I C ,naTbl I10JIY9:CHl15I

ITpenapaTa YBC,[(OMJI5ICT ,ll;)KOHCOH & ,ll;)KOHCOH O BbUIBJICHHbIX TCMnepaTypHbIX OTKJIOHCHl15IX,

nyTeM HanpaBJICHl15I eMy no 3JICKTpOHHOH Il09:TC ,naHHbIX, CH5ITbIX C TT.

2.4.6. ,ll;)KOHCOH & ,ll;)KOHCOH np11Hl1MaeT peIIICHl1C O B03MO)KHOCTl1 ,naJibHCHIIIero 11CnOJib30BaHl15I

ITpenaparn 11 11HcpopM11pyeT A,npecarn ITpe,nJIO)KCHH5I/ITonyqaTesrn no ~JICKTDOHHOA HOHTe O

npHH5ITOM peIIICHl111 B cpoK He 6onee 30 (Tp11,nu:aT11) KaJICH,napHbIX ,[(HCH.

2.4.7. I1pHCMKa npmI3BO,[(HTC51 IlonrrnTCJICM B TeYCHHC ] ( 0,[(HOro) pa6oY:cro [lH51 C MOMCHTa ncpc.uaq11

IIpenapara no aKTy ipHeMa-nepenaun H/HH HaKJa1HOA.

2.4.8. ITpH o6Hapy)KCHl111 mo6oro B11)],a 6paKa ITonyqaTCJib HC3aMe,[(JIHTCJibHO B TC9:CHl1C 1 (0,nHoro)

pa6oqero ,[(H51 C MOMCHTa o6Hapy)KCHl15I HHcpopM11pyeT ,ll;)KOHCOH & ,ll;)KOHCOH 11 HanpaBJI5ICT B

a,npec ,ll;)KOHCOH & ,ll;)KOHCOH cne,nyIOI1(HH rraKCT ,[(OKYMCHTOB no 3JICKTpOHHOH Il09:Te, a

opHrnHaJibI no a,npecy 121614, r. MocKBa, yn. KpbrnaTcKa5I, .u. 17, Kopn. 2:

1) 3asepeHHa5I ITonyqaTeneM KOHHA HaKIaIHON (M-15) 11 3asepeHHa5I ITonyqaTeneM KOTil15I aKTa

rrp11eMa-nepe,naq11 C TIO,[(Til1CbIO yrroJIHOMoqeHHOro npe,ncTaBHTCJI5I ITonyqaTCJI5I.

2) AKT o BbUIBJICHHbIX HecoorneTCTB115IX TOPf-2 11n11 ,noKyMeHT ocpopMneHHbIH cornacHo

BHyTpeHHl1M Tpe6oBaHH5IM ITonyqaTeJI5I. AKT 11n11 ,noKyMeHT ,[(OJI)KHbI 6bITb B o65I3aTeJibHOM

rrop5I,[(KC IlO,[(Til1CaHbl ynoJIHOM09:CHHblMl1 Jil1QaM11 co CTOpOHbl IlonyqaTCJI5I H JI11QOM,

ocyI1(CCTBJI5IIOI1(11M ,JJ;ocTaBKY ITpenaparn co CTOpOHbl ,ll;)KOHCOH & ,ll;)KOHCOH (np11

06Hapy)KeH1111 6paKa BO BpeMa nepetauu IIpenapara ITonyqaTeJIIO), a TaK )KC, Ha AKTe HJIH

,noKyMeHTe ocpopMneHHOM cornacHo BHyTpeHHl1M rpe6osaHl15IM IlonyqaTeJI5I ,[(OJI)KHa B

o65I3aTCJibHOM nop5I,[(KC CT05ITb neqaTb IlonyqaTCJI5I.

3) ©ororpaduu 6para / HCCOOTBCTCTBl1H C yKa3amICM ,[(3Tbl H MCCTa CbeMKl1. <Dornrpaqnm

,[(OJI)KHbl 6bITb 9:CTKl1Ml1. <f>oTorpacpI111 TpaHcnopTHOro MCCTa (naJIJICTa, KOpo6) ,[(OJDKHbI

COOTBeTCTBOBaTL CJICJIyIOIIHM TpeOOBaHHSM: 0O11Has ~ororpaHs, ~ororpadux HOMepa

TpaHcnopTHOro MCCTa (cruxepa), ~ororpa~ua caMoro 6paKa / HCCOOTBeTCTBHA. QOTOIpa(HH

MH,[(HBH,[(yaJibHbIX ynaKOBOK ,[(OJI)KHbl COOTBCTCTBOBaTb CJIC,[(YIOll{I1M Tpe60B3HIUIM:

Qororpadu~ yuaKoBOK c Ha3BaHHeM Ilpenapara, QoTorpadHH c yKa3aHHeM CepHH

IIpenapara, Qororpaduu caMoro 6paKa / HCCOOTBCTCTBH51.

4) )J;aHHbie c TCpMO,[(aT9:HKOB / CaMOIIHCICB (B CJIyHaC HapyIIIeHH5I TeMnepaTypHoro pe)KMMa npn

TpaHcnopTHpOBKC).

2.4.9. )J;)KOHCOH & )J;)KOHCOH o65I3YCTC5I pacCMOTpCTb npeTCH3HIO ITonyqaTCJI5I B TC9:CHHC 30 (Tp11,nu:aT11)

KaJieH,napHbIX ,[(HCH C MOMCHTa nonyqeHH51 IlOJIHoro KOMTIJICKTa Ha,[(JIC)l(aI1(C ocpopMJICHHbIX

,[(OKYMCHTOB, yKa3aHHbIX B TI. 2.4.8, H HanpaBHTb ITonyqaTCJIIO npe,nJIO)KCHH5I no ee

yperyn11poBaH1110 B cpoK, cornacoBaHHbIH CTopoHaMH.

2.5. CTopOHbl ,[(OrOBOpHJIHCb, 9:TO AKQCTIT ocpepTbl, JII06bIC HHbIC npHJIO)KCHH5I HJIH ,[(OTIOJIHHTCJibHbIC

cornaIIICHH5I K ITpe,nJIO)KCHHIO H AKQCTITY ocpepTbI, 5IBJI5IIOII(HCC51 MX HCOTbCMJICMOH qacTbIO, B TOM 9:HCJIC

,[(OKYMCHTbI, yKa3aHHbIC B n.2.2. HaCT05III(Cro ITpe,[(JIO)KCHH51, a TaK)Ke aKTbl np11eMa-nepe,naq11, HaKJia,[(HbIC,

OT9:CTbl 06 HCTIOJib30BaHl1H (CCJIH npHMCHHMO) H HHbIC ,[(OKYMCHTbl (,nanee - ,J];oKyMCHTbI) MoryT 6bITb

IlO,[(IlHCaHbl B 3JICKTpOHHOH cpopMe B BH,[(C 3JICKTpOHHbIX ,[(OKYMCHTOB C HCTIOJib30BaHHCM CTopoHaMH

yCHJIeHHOE KBaJIHHIHHDOBaHHOE ~JIeKTDOHHOEA IOJIIIHCH (JIaJ1Ce - yK)II), KaK OHa OIpeICJIeHa B 1. 4 CT.
5 H B nop51,[(KC n.1 CT.6 <1>3 P<D OT 06.04.2011 N 63-¢03 «06 3JICKTpOHHOH TIO,[(TIHCH».

2.5 .1. ,[(oKyMeHTbI, TIO,[(IlHCaHHbIC YK3Il, npH3HaIOTC5I ,[(OKYMCHTaMH, paBH03Ha9:HbIMH

,[(OKYMCHTaM Ha OyMKHOM HOCHTCJIC, IlO,[(IlHCaHHblMH co6CTBCHHOPY9:HOH IlO,[(IlHCbIO 11 nopO)K,[(aeT

,[(JI5I CTopoH aHaJIOrH9:HbIC npasa H o6513aHHOCTH.

2.5 .2. ,[(oKyMeHTbI, KOTOpbIMH o6MeHHBaIOTC5I CTopoHbI, 3asep5IIOTC51 YK3IT Ha,nJie)KaI1(HM

o6pa30M ynoJIHOM09:CHHOro JIHQa OTnpaBHTCJI5I ,[(oKyMCHTa. Ka)K,[(OC ynoJIHOM09:CHHOC JIHQO

JIOJIDKHO HMCTb COOCTBeHHYO YK)II, IOJITBCDXIeHHy1O CCDTH(HKaTOM yJIOCTOBCDMIOIICFO IHCHTDa,

H JIOBCDeHHOCTb, IIOJITBCDKJIaOIIyO IIOJIHOMOHHM 3TOro JIHQa, ocpopMJICHHYIO CTopOHOH B

ycTaHOBJICHHOM nop5I,nKe.

2.5.3. 3neKTpOHHbIH ,noKyMeHT cq11rneTC5I 11cxo,n5III(HM OT CTopoHbI, ecn11 OH no,nn11caH YK3IT,

IIpHHaJUICKaICA CTOpOHC, H IaHHLIE J[OKyMCHT OLIJI HaIDaBJICH TaKHM CTODOHaM HCDC3

COOTBCTCTBYIOII(ero onepaTopa 3JICKTpOHHOro ,[(OKYMCHT006oporn no TCJICKOMMYHHKaQHOHHblM
KaHaJiaM CB5I3H.
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BCEM fOCY,[(APCTBEHHbIM, MYHI1IJJ1I1AJibHbIM Y4PE)K,[(EHI151MI1 3,[(PABOOXPAHEHI151 I1
OPfAHAM I1CI10JIHI1TEJibHOH BJIACTI1 B CcDEPE 3,[(PABOOXPAHEHI151

2.5.4. B cnyqae TeXHHqeCKoro c6o51 BHyTpeHHHX CHCTeM mo6011 113 CTopoH, c6051X Ha CTOpOHe

onepaTopa 3J1eKTpOHHOrO )],OKyMeHT006opoTa, a paBHO B CB513I1 C )],CHCTBI151MI1 o6cT051TeJ1bCTB

HenpeononHMOH cHnhI CTopoHhI, ne11cTBY51 no6pocosecTHO, ofoI3aHbI He3aMe)],nHTenhHO, B cpoK He

TI03,[(Hee O,[(HOro pa6oqero ,[(H51, 1rncpopM11poBaTb npyr ,npyra O HeB03MO)KHOCTI1 o6MeHa

IOKyMeHTaMH B 3neKTpOHHOM BH)],e, no,nnHcaHHhIMl1 YK3Il.

2.5.5. IlpH Hcnonh30BaHHH YK3Il CrnpoHbI o6513aHhI:

• OOeCIICHHBaT6 KOH)HJICHHHaJIbHOCTL KJHOHCA YK)I], B HaCTHOCTH HC JIOIIyCKaTE HCHOJIB3OBaHHC

IIpHHaIJICKaIHX HM KJJlOY:ett YK3I16c311x cornacH5I;

• HC3al\1C,l])1JITCJlbHO, HO, B mo6orvl cnriac B cpoK, HC 003,[{HCC O;::I,HOro pa6cv-rcro L(H51. YBC)l01\1Jl51Tb

CTopoHy, ynocrnBcpm-ollJ,1111 UCHTP, BBIJIaBIIHA CCDTHQHKaT KIO4a nposcp1rn 3J1CKTpOHHOH

I10)],Ill1CI1, 0 HapyweHHH KOH4)I1)],eHUI1aJibHOCTI1 KJ1lOY:a YK3I1 C MOMCHTa nonyl1CHI151 I1HcpopMaUHI1

O TaKOM HaDyIICHHH,

• HC HCHOJIL3OBaTE VK)JI IIDH HaJHHHH OCHOBaHHA NOJIaFaTb, HTO Ce KOH(HICHHHaJILHOCTL

HapyIeHa;

• HCTIOJih30BaTb )],JI51 C03)],aHH51 H nposepKtt YK3TT, co1naHH51 Kmoqe11 YK3TT tt cepTmpttKaToB

nposepKH KJIIOlla YK3I1 cpe)],CTBa, IlOJiyq11B1I1I1e TIO)],TBep)K)],eHHe COOTBeTCTBI151 Tpe6osaHI151M,

ycTaHOBJieHHbIM B COOTBCTCTBI111 C cD3 «06 3JieKTpOHHOH I10)],I111CI1».

2.5.6. YK3Il npH3HaeTC51 ,ne11cTBI1TeJibHOH ,no Tex nop, noKa perneH11eM cyna He ycrnHOBJieHo

HHOe.

2. 5. 7. BbICTaBJieHMe M IlOJiyqeH11e l};oKyMeHTOB no TeJieKOMMYHl1KaUMOHHbIM KaHaJiaM CB5I311

MO)KeT ocymecTBJI5ITbC5I qepe3 O,[(HOro 11JIM HeCKOJibKMX onepaTopoB 3JieKTpOHHOro

,[(OKyMeHT006oporn.

2.5.8. 3neKTpoHHhIH ,noKyMeHT cqttraeTC51 nonyqeHHhIM O,[(HOH 113 CTopoH, ecntt e11 nocTynttno

COOTBeTCTBYIOII(ee TIO,[(TBep)K,I(eHMe onepaTopa 3JieKrpOHHOro ,[(OKyMeHT006opoTa, nptt HaJIMqMM

113BemeHl15I ,npyro11 CTopoHhI o nonyqeHMl1 l};oKyMeHrn, no,nnttcaHHoro YK3Il O,[(HOH 113 CTopoH M

TIO,I(TBep)K,[(eHHOro onepaTopoM 3JieKTpOHHOro ,[(OKyMeHT006oporn.

2.5.9. CTopOHbl o6ecneqMBaIOT xpaHeHMe )J,oKyMeHTOB, IlO,[(IlMCaHHbIX YK3Il COBMeCTHO c

np11MeH5IBilll1MC5I ,[(J15I cpopM11poBaHM5I YK3IT yKa3aHHbIX ,[(OKyMeHTOB CepTH~HKaTOM KJIIOHa

npoBepK11 TIO,I(TIMCM B TCHCHHe CpOKa, ycTaHOBJieHHOro ,[(JI5I xpaHeHl15I TaKMX ,I(OKyMeHTOB.

2.5.10. CTopoHhI caMOCT051TeJihHO o6ecneqttBaIOT ycraHOBKy, HaCTpOAKy H 3Kcnnyarnu;ttIO

cpe,[(CTB YK3Il B COOTBeTCTBl1M C Tpe6oBaHl151MM ,ne11crnyIOmero 3aKOHO,[(aTeJibCTBa M pernaMeHTOM

COOTBeTcTByIOmero y,noCTOBep5IIOII(ero u;eHTpa M onepaTopa 3JieKTpOHHOro ,[(OKyMeHToo6oporn.

2.5 .11. CTopOHbl IlO,[(TBep)K,[(aIOT, qTo caMOCT05ITeJibHO Bb1611paIOT ce6e onepaTopa 3JieKrpOHHOro

,[(OKyMeHToo6opoTa, M npOH3B0,[(5IT IlO,[(KJIIOqeH11e, ycTaHOBKY M 06ecneq11BaIOT pa60Tocnoco6HOCTb

cpe,ncTB 11 KaHanoB CB513M, nporpaMMHoro 06ecneqeH115I, a TaK)Ke cpe,ncTB KpttnTorpacpttqecKoH

3al1(11Tbl 11mpopMaQMM, Heo6X0,[(11MbIX ,[(J15I Il0,I(KJIIOqeHl151, co6CTBeHHblMM CMJiaMl1 M cpe)],CTBaMl1.

2.5.12. Ka)K,[(a5I M3 CTopoH caMOCT05ITeJibHO TIJiaTMT 3a MCX0,[(5II1(11e OT Hee )],OKyMeHTbl.

2.6. B TeqeH11e 4 (qeTbipex) MeC5IQeB c ,naTbI ,I(OCTaBKM ynaKoBoK Ilpenaparn, AnpecaT Ilpe,I(JIO)KeHM51

06513yeTC5I npe,[(OCTaBMTb l};)KOHCOH & J[KOHCOH OT4CT 06 HCIOIb3OBaHHH IIpenapara, conepxa~un
OCHOBHYO HH(ODMaHHO O IlonyqaTene Ilpenaparn, ceptttt IIpenapaTa, KOJittqecrne nepe,naHHhIX

ynaKOBOK IIpenapara, ~are ero BBe,neHM5I IIau;11eHTy(-aM), Bhm11cKe M3 perneH115I A,npecarn IIpe,nno)KeH115I,

Ha OCHOBaHMl1 KOTOporo Ha3HaqaeTC5I Tepan1151 C np11MeHeHMeM IlpenapaTa, no cpopMe, ycTaHOBJieHHOH B

TIpHJIOKeHHH Ne 2 HaCT05III(ero Ilpe,I(JIO)KeH115I.

2.7. B cnyqae OTCYTCTBM5I B oTqeTe 06 11cnonh30BaHMM Ilpenaparn ocHOBHOH 11HcpopMau;11tt, yKa3aHHOH B

rryHKTe 2. 6 HaCT05III(ero IIpe,I(JIO)KeHM5I, TaKOH oTqeT cqttTaeTC5I Henpe,I(CTaBneHHbIM, 11 K A,npecaTy

Ilpenno)KeHM5I npttMeH51IOTC5I ycn0B115I n. 3 .4. HaCT05III(ero IIpeL(JIO)KeH115I.

2.8. B cnyqae He11cnoJih30BaH115I IlpenapaTa B TeqeH11e ero cpoKa ro,nHocT11 A,npecaT IIpe,nno)KeHM5I

0OM3yeTC IpOH3BeCTH YHHHTOKeHHC IIpeHapaTa He IO3JIHCC OJIHOFO FOJIa HOCJIC HCTeHCHH CpOKa

ro,nHOCTM IlpenapaTa B nop5I,[(Ke, ycTaHOBJieHHblM )],eHCTBYIOI1(11M 3aKOHO,[(aTeJibCTBOM.

2.9. B TeqeHMe 3 0 pa6oqttx )],Hett nocne yHttqTO)KeH115I Ilpenaparn, A,npecaT IIpenno)KeH115I 06513yeTC5I

IIpeJIOCTaBHTL J[KOHCOH & J[KOHCOH OTHCT 0O yHHYTOKeHHH IIpe1apaTa, cOIepKa1IHA OCHOBHyO

HH[ODMaHH1O O ceptttt Ilpenaparn, HOMep H IaTy AKIHCIITa OQepTbI, IIDHHHHy HeHCIIOJIL3OBaHHA

IlpenapaTa B TeqeHMe cpoKa rO,[(HOCTM, KOJIMqecTBe YHMqTO)KeHHblX ynaKOBOK IlpenapaTa, ,naTe ero
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BCEM rocy~APCTBEHHbIM, MYHI1[(I1IIAJibHbIM yYPEKIIEH~IMH 3IIPABOOXPAHEHI15I I1
OPfAHAM I1CI10JIHI1TEJibHOH BJIACTI1 B C<l>EPE 3~PABOOXPAHEHI15I

yHHHTOKeHHS C IDCJIOCTaBJIeHHeM 3aBCDCHHON AIpeCaTOM IIpeJUIOKeHHA HIH IHOIyuaTeneM IIpenapara

KOTIMM aKTa 06 ymrqTO)KCHMM ITpenapaTa.

3. IIPOqHE IIOJIO)KEHIDI
3 .1. CTopOHbl nOHMMaIOT M B3aMMHO nptt3HaIOT, qTo ,ll;)KOHCOH & ,ll;)KOHCOH He HCCCT OTBCTCTBCHHOCTL 3a

nanbHettrnee o6ecneqemre ITarmeHTOB IIpenaparoM. COOTBeTCTBYOIHC TapaHTHH B ccpepe oxpaHbI

3,UOpOBb5I, ycTaHOBnCHHbIC 3aKOHO,UaTenbCTBOM PocCMHCKOH cDenepaUMM, HCCYT opraHbI

rocynapCTBCHHOH BnaCTM 11 opraHb] MCCTHOro caMoynpaBncmrn, a TaK)KC IO~DKHOCTHLIC JIHIIa

opraH113au11tt B npcncnax cB011x nonHOMOl:lHH.

3 .2. ,ll;)KOHCOH & ,ll;)l<OHCOH I1 AnpecaT ITpeJJ,nO)KCHI15I nptt3HaIOT 11 cornarnaIOTC5I, qTo nI06oe

B3aHMOJICACTBHC yKa3aHHLIX JIHII B paMKaX HaCTOAIICFO [IpCJUIOKCHHA HC 0OM36IBaeT A1pecara

I1pe,UnO)KCHM5I Hl1 B KOCH Mepe 11p1106peTaTb, MCTIOTib30BaTb, peKOMCH,UOBaTb MnM o6ecneqttBaTb

B03M0)1{H0CTb MCnOnb30BaHM5I KaKHX-ntt6o rrperrapaTOB ,ll;)KOHCOH & ,ll;)KOHCOH, He HarrpaBneHO Ha KaKoe

mr6o orpaH11qcHMC KOHKypeHIJ,I1M MnM rrpe,UOCTaBneHMe rrpettMymecTB B COOTBCTCTBI1I1 C ,UCHCTBYIO.lIJ:MM

3aKOHO,UaTenbCTBOM P<D M B npenenax KOMTieTCHUl1M yKa3aHHbIX JIHII.

3. 3. AnpecaT ITpe,UTIO)KCHM5I HaCT05II_IJ:MM npe,UOCTaBTI5ICT ,ll;)KOHCOH & ,ll;)KOHCOH 3aBepeHMC, MMeIOru:ee ,[(fl5I

,ll;)KOHCOH & ,ll;)KOHCOH cyru:ecTBCHHOC 3HaqeHtte, 0 TOM, qTo ITpenapaT 6y,UeT ttcnonb30BaTbC5I CTporo no

Ha3HaHCHHO, yKa3aHHOMy B MHCTPYKUMM no MC,UI1UMHCKOMY npHMCHCHMIO ITpenapaTa, B COOTBCTCTBMM C

TpeOOBaHHSMH JIeRCTByOICFO 3aKOHOJIaTeJIbCTBa POCCHACKOA QeJICDaHH (BKJIIOHaA IIDHMeHHMbIC

CTaH,UapTbI 11 nop5I,UK11 OKa3aHl15I MC,U11UMHCKOM IIOMorn:11). 8 cnyqae ecn11 B COOTBCTCTBl1M C 11HCTPYKU11CM

IIO MC,U11U11HCKOMY rrp11MCHCHl1IO ITpenaparn I1au11eHTY 6y,UeT BBC,UCHO ITonyqaTeneM MCHbllICC

Kon11qecTBO nonyqeHHOro ITperrapaTa, TO AnpecaT IIpennmKCHl15I rapaHTHpyeT, ~TO OCTaBIIeCCA

KOJmqecTBO IlperrapaTa 6y,UeT 11CIIOTib30BaHO CTporo IIO Ha3HaqeHl1IO 11 TaKKC yKa3aHO B OTHCTC 0O

11crronb30BaH1111 Ilperraparn no cpopMe IlpHnO)l(CHM5I N2 2.
3 .4. 0TqeT 06 11CIIOTib30BaHHH ITperrapaTa, 5IBJI5ICTC5I o65I3aTCJ1bHbIM K npe,nocTaBnemno A,n:pecaTOM

IIpe,UnO)KeHH5I ,UOKYMCHTOM, CBH,UCTCTibCTBYIOiu:MM O ueneBOM HCIIOTib30Bamm. B cuyuac, ecJmH OTHeT 06

11CIIOTib30BaHHl1 ITperrapaTa He 6yneT rrpe,UOCTaBJlCH A,[(pecaTOM ITpe,UnO)l(CHH5I B TeqeHHC 4 (qeTbipex)

MCC5IUCB C ,UaTbI ,[(OCTaBKM IIperrapaTa, TO ,UCMCTBllC HaCT05Irn;ero Tipe,UnO)KCHM5I He 6y,[(eT

pacipOcTpaHAT6CA Ha JOOBIe HHLIC IHOCJICIyOIHC AKIHCITLI O(CDT~I AJIpecaTa IIpeJUIOKeHH~.

3 .5. ,ll;)l(OHCOH & ,ll;)l(OHCOH M AnpecaT ITpe,UnO)KCHH5I o65I3YIOTC5I B3aHMHO co6nIO,UaTb Tpe6oBaHl15I

3aKOHO,UaTenbCTBa B ccpepe rrpoTHBO,UCMCTBl15I KoppyrrUHH 11 npenyrrpe)K,UCHH5I KOHq)TIHKTa HHTepecoB

CTOpOH, 0 IIOp5I,UKe o6paru:eHH5I co CBC,[(CHH5IMH, COCTaBn5IIOiu:HMH KOMMepqecKyIO, cny)l(e6HyIO,

HaJIOFOBYO, BDaHCOHYIO TaAHy H HHyO KOH(HJICHIIHaJILHYIO HH(ODMaIHHO, B TOM HHCJIC COOJIOJIaTL

3aKOHO,UaTenbCTBO O 3arn;HTe nepcoHanbHbIX ,UaHHbIX. AnpecaT IIpe,UflO)l(CHH5I 3aBep5IeT M rapaHTHpyeT

rrpaBOMepHyIO rrepenaqy ,ll;)KOHCOH & ,ll;)I<OHCOH nepcoHanbHbIX ,UaHHbIX Anpecarn ITpe,nnO)l(CHH5I B

paMKax 3aKmoqeHH5I ,UaHHOM ocpepTbI, B COOTBCTCTBHH C Tpe6oBaHl15IMH rrpHMCHHMOro 3aKOHO,UaTenbCTBa,

a TaK)l(e Ha,nne)Kamee YBC,UOMTICHMC cyfo,eKTOB O TaKOM rrepenaqe MX rrepcoHanbHbIX ,naHHbIX, ecnH Toro

Tpe6yeT rrpHMCHHMOe 3aKOHO,[(aTenbCTBO, ,[(TI5I ,[(OCTH)l(CHl15I ICJIH: 3aKJIOHCHHC, HCIIOJIHCHHC H (HJIH)

IIpeKDaIIeHHC JIOFOBODOB H COTJIaIICHHA MCKJIy AJIpeCaTOM IIpeJUIOKeHHA H J[KOHCOH & J[KOHCOH.

A,npecaT ITpe,nno)KeHH5I M )J;)l(OHCOH & ,ll;)KOHCOH 3aBep5IIOT M rapaHT11pyIOT o6ecneqeHtte

KOHq:)11,[(CHUHanbHOCTH M 6e30IIaCHOCTl1 rrepe,naBaCMbIX rrepcoHanbHbIX ,n:aHHbIX rrpH 11X o6pa6oTKe B

COOTBCTCTBHH C Tpe6oBaHH5IMH rrpHMCHl1MOro 3aKOHO,[(aTenbCTBa. A,npecaT IIpe,UnO)l(CHl15I 11 )J;)l(OHCOH &

)J;)KOHCOH o65I3YIOTC5I rrpttHHMaTb Heo6xo,nHMbIC npaBOBbIC, opraHH3aUMOHHbIC M TCXHMqecKHC MCpbI 11n11

o6ecrreqHBaIOT MX rrpHH5ITHC ,n:n5I 3arn;HTbl nepcoHanbHbIX ,UaHHbIX rrpH MX rrepe,naqe MC)K,I(y A,npecaTOM

IIpe,n:nO)l(CHH5I M )J;)l(OHCOH & )J;)l(OHCOH nocpe,ncTBOM 3TICKTpOHHbIX KaHanoB CB5I3H, MaIIIHHHbIX 11

6yMa)l(HbIX HOCHTeJICA HH~ODMaIHH HJIH HHLIM crroco6oM. B cnyqae HCCOOTBCTCTBH5I ,I(CMCTBHTCTibHOCTM

yKa3aHHbIX B HaCT05IIu:CM rryHKTC 3aBepeHHH M rapaHTl1M )J;)l(OHCOH & )J;)l(OHCOH HCMe,nneHHO OTKa)l(CTC5I

OT rronyqeHl15I rrepcoHanbHbIX ,UaHHbIX OT Anpecarn Ilpe,Un0)KCHH5I 11 (Hn11) B pa3yMHbIM cpoK rrpeKpaTHT

o6pa60TKY paHee rronyqeHHbIX OT A,npecarn ITpe,nnO)l(CHM5I rrepcoHanbHbIX ,UaHHbIX. )J;)l(OHCOH &

)J;)l(OHCOH ,[(fl5I BbIIIOTIHCHH5I BbIIlleyKa3aHHOH uenH HMCCT rrpaBO rrpHBneKaTb TPCTbHX n11u - IIOCTaBrn;HKOB

HHq)OpMaUMOHHO-CIIpaBoqHbIX ycnyr M (Hn11) ycnyr rrpoBC,I(CHl15I ay,n:ttTOB/rrpoBepoK - K o6pa6oTKe

nepcoHanbHbIX ,UaHHbIX, rronyqeHHbIX OT rrepe,naIOmen CTopOHbI. IIp11BneqeHHC yKa3aHHbIX TpeTLHX JIHII

K o6pa60TKC rrepcoHanbHbIX ,naHHbIX MO)l(CT ocymecTBTI5ITbC5I TOTibKO rrpH ycnoBHH o6ecneqeHH5I HMM
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BCEM fOCY,Il;APCTBEHHhIM, MYHI1[(I1IIAJibHbIM yqpE)K,Il;EHI15IMI1 3,Il;PABOOXPAHEHI15I I1
OPfAHAM I1CIIOJIHI1TEJibHOH BJ1ACTI1 B CCDEPE 3,Il;PABOOXPAHEHI15I

Kom):nu:i:eHUHaJibHOCTll ll 6e3orracHOCTIL rrepcoHaJibHbIX naHHblX rrpH HX "o6pa60TKe. AnpecaT

IIpe~UIOKeHHA 3aBCDAeT H FaDaHTHDyCT HOJIyHeHHC COFJIaCHA CYOLCKTOB HJIH H~JIHHHC HHLIX IDaBOBbIX

OCHOBaHHH IJ:JI5I ocymecTBJieHH5I BbIIIIeOITHCaHHhIX nettCTBHH co CTOpOHbl J::()l{OHCOH & J::()l{OHCOH

3.6. CoBepIIIem1e AnpecaToM I1penJio)KeHH51 ne11crnH11, yKa3aHHbIX B n.2.2. HaCT05II.Qero I1pe,II,JIO)KeHH5I,

6yneT cqHTaTbC51 aKuerrTOM HaCT05IJ.Uero I1pe,II,JIO)KeHH5I. AKI.i;errT HaCT05IJ.Uero I1pe,II,JIO)KeHH5I B03MO)l(eH

Jittlllb B rronHOM o6beMe. ToJihKO B 3TOM cJiyqae ,n:oroBop o 6e3B03Me3,IJ,HOH rrepenaqe Ilperraparn ,IJ,JI5I

uene11 orrepaTHBHOH llHHUHaUHH crreuHaJIH3HpoBaHHOH Tepanttll ll pacrnHpeHH5I ,IJ,OCTyna nauHeHTOB,

CTpanaIOIUHX BOCTiaJUITCJ1bHblMl1 1a6oneBaHJUJMll Kl1IJ1CqHJ1Ka, K JIC4CHI1l0 J1HHOBaUJ10HHbIMl1

J1CKapcTBCHHbIMI1 npcnapaTaMH 6yncT 5IBJI5IT6C5I 3aKJilOY:CHHbIM MC)K,ll,Y )],)KOHCOH & )],)KOHCOH 11

A1IpecaroM IIpe~UIOKCHHA Ha yCJOBHSX IIpeJUIOKCHHA. HaCTHHHBIA aKIHCHT IHpe~JIOKeHHA (O(epT6I), a

TaK)l{C aKuenT ITpenno)l{eHJ15I (ocpepTbI) Ha HHbIX ycJIOBH5IX HC norrycKalOTC5I. 3aKmoqeHHC noroBopa

MCKIy J[KOHCOH & J::()l(OHCOH I1 AnpecaTOM Ilpc,L1,JIO)l(eHI15I ocymecTBJJ5IeTC5I rryTeM COBCpllleHl15I

IeACTBHA AJIpeCaTOM IIpe~UIOKCHHS B HODSIKC, IIDCIyCMOTDCHHOM Da3ICJIOM 2 «OOIIHC yCJIOBHA»

HaCT05Irn;ero Ilpc)JJIO)l(CHH5I (ocpepTbI). B ueJI5IX 6yxranTepcKoro yi-1ern Anpecarn ITpenJIO)l<emrn

CTOHMOCTb O,LJ,HOH yrraKOBKH Ilpcnaparn npHHHMaCTC5I paBHOH 126393,71 py6nci1 6c3 HJ::(C.

3. 7. HacTo5Imec ITpe,I1,JIO)KeH11e nei1crn11TeJibHO no 20 5IHBap5I 2026 rona np11 yCJIOBHH IOJIyYCHHM OT

A,upecarn Ilpenno)l(emrn AKuenrn ocpepTbI, ocpopMJieHHoro B coorneTcrn1111 c rr.1.1. ITpenJio)l(eHH5I, no 31

,ueKa6p5I 2025 rona. HaCT05IJ.Uee ITpe,II,JIO)l(eHHe MO)l(eT 6bITb OT03BaHO J::()l(OHCOH & J::()l{OHCOH B mo6011

MOMeHT.

3. 8. )J;)l(OHCOH & J::()l(OHCOH BnpaBe OTKa3aTb B npHH5ITl111 AKu:errrn ocpepTbl I1 OTKa3aTbC5I OT 11cnOJIHeHI15I

CBOHX 0OM3aTeJIBCTB IIO HaCTOMIICMy IIpCJIJIOKCHHIO, B CJIyHaC CCJIH I1O TeXHHYCCKHM H/HJIH

JIOrHCTHqecKMM npHqHHaM J::()l(OHCOH & J::()l(OHCOH HC MODKCT OCyIICCTBHTb ,IJ,OCTaBKY Ilpenaparn

IIOJ1yHaTeJ1O.

3.9. CTopOHbl OCB060)1(,IJ,aIOTC5I OT OTBeTCTBCHHOCTH 3a IOIHOe HIH HaCTHHHOe HeBLIIIOJIHCHHe

o6513aTeJibCTB no HaCT05ImeMy noroBopy' eCJill 3TO HeBbITIOJIHeHHe 5IBI1J10Cb CJiencTBMeM o6CT05ITeITbCTB

HenpeonoITHMOH CHJILI BKJIIOHaX HaBOJIHCHHC, IIOKaD, 30MJICTpSCeHHe H npyrHe CTHXHHHbie 6e,IJ,CTBI15I,

BOAHY, BOCHHLIC nei1:CTBI151 Bcex B11,IJ,OB, 3a6acTOBKY nepcoHaITa, rpa)l(,IJ,aHCKMX 6ecnop5I,II,KOB, aBapHH Ha

TpaHcnopTe, 6JIOKa,IJ,bl, 3nM,IJ,eMMI1 MITH naH,IJ,eMMH, a paBHO BBe,IJ,eHMe ynoJIHOM0-9:eHHblMll

rocy,uapCTBeHHbIMll opraHaMM pe)l(MMa nOBbIIIIeHHOH roTOBHOCTll MITH HHOTO aHaJIOTHHHOTO DeKHMa

CB5I3aHHOro C pttcKaMH HacTynITeHM5I o6CT05ITeITbCTB HenpeonoJIMMOH CllJibl, a TaKDKe IpHH~THe

rocy,uapCTBeHHblMll opraHaMM aKTOB, npen5ITCTBYIDIIJ:I1X BbITIOJIHeHHIO 06e11M11 MJIH o,n:HOH 113 CTopoH

o65I3aTeJibCTB no ,IJ,aHHOMY noroBopy, 11 npyr11x o6CT05ITeITbCTB, KOTOpble MoryT noBJil15ITb Ha BbITIOJIHeHHe

o65I3aTeJibCTB no HaCT05IJ.UeMy noroBopy. CTopoHa, ,IJ,JI5I KOTOpOH BbITIOJIHeHHe o65I3aTeJibCTB CTaJIO

HeB03MO)l(HbIM BCJie,nCTBHe HacTynJieHH5I o6CT05ITeJibCTB Henpeo,nOITHMOH CMITbl, ,[J:OJI)l{Ha B TeHCHHe 3

(Tpex) pa6oqHx ,nHeH C MOMeHTa HacTynJieHM5I yKa3aHHblX o6CT05ITeJibCTB ITI06blM nocTynHbIM B ,naHHbIX

o6CT05ITeJibCTBax cnoco6oM yBe,nOMHTb npyryID CTopoHy O HaqaJie, O)l(ll,[J:aeMOM cpoKe ,neHCTBI15I I1

rrpeKpameHHll yKa3aHHbIX o6CT05ITeJibCTB. EcJIM HeB03MO)l(HOCTb noJIHoro HJIH qacT11qHoro BbITIOITHeHI151

o65I3aTeITbCTB ,nn51 o,nHott 113 CrnpoH ,nnHTC5I 60ITee 1 (o,nHoro) Mec5Iu;a, npyra5I CTopoHa HMeeT npaBo

IIOJIHOCTblO MITH qacT11qHo OTKa3aTbC5I OT noroBopa, nHCbMeHHO H3BeCTHB 00 9TOM IDyTyO CTOpOHy. IlpH

3TOM CTopOHbl ,[J:OJI)l(Hbl npoBeCTll neperOBOpbI C u:enbIO ou:eHKll CHTyau:1111 I1 Bbipa6oTKl1

B3aI1Monp11eMITeMbIX pellleHHH. B CITyqae eCJIH ,neHCTBHe o6CT05ITeJibCTB HenpeononHMOH CllITbI ,[J:ITI1TC51

MeHee 1 (o,nHoro) MeC51Qa, cpoKH 11cnoJIHeHI15I ofonaTeJibCTB CTopoH npo,nneBaIOTC5I Ha nepHo,n HX

,uettcTBH5I.

3.10. H11 o,nHa 113 cTopoH ,noroBopa He BnpaBe ocymecTBJI5ITb KaKI1e-IT1160 ,nettcTBH5I, 3anperueHHb1e

3aKOHonaTeJibCTBOM PocCMHCKOH <De,nepaQHll HJIM MHbIM 3aKOHO,naTeITbCTBOM O npoTHBO,neHCTBHM

Koppyrru:1111, KOTOpoe ,naJiee COBMeCTHO MMeHyeTC5I «AHTMKOppynU:HOHHOe 3aKOHO,naTeJibCTBO» H MODKeT

rrpHMeH5ITbC5I K KaKOH-mI6o O,[J:HOH MJIH 06e11M CTOpOHaM. B nonOITHeHHe K BbIIIIeH3JIO)l(eHHOMY HM o,nHa

113 cTopoH He BnpaBe ocyruecTBIT51Tb KaKHe-ITH6o nnaTe)l(H, npe,nnaraTb MJIH nepe,naBaTb KaKHe-ITH6o

CHHOCTH TOCyJIaDCTBeHHOMy H/HJIH MyHHIHIHaJILHOMy CJIyKaICMy, DaOOTHHKy ODFaHOB

rocy,uapCTBeHHOH BJiaCTH, opraHOB MeCTHOro caMoynpaBJieHM5I, rocy,napCTBeHHbIX 11/I1Jil1

MYHHQMnaITbHbIX opraHH3aQMH, KaKOH-JIHOO IOJIHTHHeCKOH IaDTHH H/HJIH KaHIHJIaTy Ha ,[J:OJI)l(HOCTb B

opraHax rocy,napCTBeHHOH BITaCTM MITH MeCTHOro caMoynpaBJieHH5I, ITI160 HHOMY TpeTbeMy JIMU:Y,

CB5I3aHHOMY BO c,neITKOH, eCITM 3TO npHBe,ner K HapyIIIeHMIO AHTMKoppynu:110HHOro 3aKOHO,naTeJibCTBa.

3 .11. Bee cnopbl MJIH pa3HOrJiaCH5I, B03HHKaIOJUMe no HaCT05IJ.UeMy noroBopy MJIM B CB5I3I1 C HMM,
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BCEM rocY,[(APCTBEHHbIM, MYHI1[(I1TIAflbHbIM YLJPE)K,[(EHI15IMI1 3,[(PABOOXPAHEHI15I I1
OPrAHAM I1CllOJIHI1TEJibHOH BJIACTI1 B C<t>EPE 3,[(PABOOXPAHEHI15I

pa3pernaIOTC5I nyTeM ueperoBopoB. ,[(o nepe,uaq11 cnopa Ha pa3peweH11e cy,ua cTopoHhI npttMYT MepbI K
ero yperyn11poBaH1110 B npeTeH3H0HH0M nopJI,n:Ke. ITo nonyqeHHOM npeTeH3HH cTopoHa ,uom1rna ,uaTh
IIHCbMeHHbIM 0TBeT no cy:u_i:ecrny B cpoK He II03,UHee 10 (,ueC5IT11) KaJieH,uapHbIX ,UHeM C ,uaTbl ee nonyqeHH5I.
B cnyqae HeB03MO)KHOCTl1 pa3perneHH5I cnopoB HJIH pa3HOTJIaCHA IIyTCM IICDCTOBODOB, OHH IIOIJICKaT

pa3peweHMIO Ap611Tpa)KHblM cy,uoM ropo,ua MocKBbI B nop5I,UKe, ycTaH0BJieHH0M 3aK0H0,UaTeJibCTB0M
Pocc11i1cKoM <De,uepau:1111.

AKyWe4KMHa H.A.

lupekTop no Aocryny npenaparoB Ha pbiHOK

,Oosept?HHOCTb NQ 7270~P OT 04.07.24

IIpHIOKeHHe No2 «OT4eT 00 HCH0JIb30BaHHH JIeKaDCTBeHH0F0 IIpCIHapaTa JIJI~ MCJIHIIHHCK0T0
np11MeHeH11JI c MHH VCTeKHHyMa0»

1 Xanmp II.JI. 11 coaBT. TeHeHHC Xp0HHYCCKHX B0CII~JIHTCJILHLIX 3a00J1CBaHHA KHIICHHHKa H
MCT0JIBI HX JIeHCHHA, IDHMCHACMBIC B POCCHACKOE QCJICDaHH (Pe3yJILTaTbI MH0T0ICHTD0B0F0
nonyJI5I1(110HH0ro 0,UH0M0MeHTH0ro Ha6JIIO,UaTeJihHOro MCCJie,UOBaHH5I). Poc xypH
racTp03HTepon rerrarnn KononpoKTOJI 2018; 28(3):54-62 DOI: 10.22416/1382-4376-2018-28-3-
54-62

2 6enoycoBa E.A. 11 coaBT.Cou;11aJihHo-,ne1v10rpaqmqecKaJI xapaKTep11cT11Ka, oco6eHHOCTH
TCHCHHM H BapttaHTbI neqemrn B0CIIaJIHTCJIHbIX 3a00JIeBaHHA KHIIeHHHKa B POCCHH. PC3yJILTaTLI
,n:Byx MH0rol(eHTp0BbIX MCCJie,UOBaHMH. AJibMaHax KJIMmiqecKOM Me,UM1(11Hbl. 2018;46(5):445-
463. https://doi.org/10.18786/2072-0505-2018-46-5-445-463

3 KarpaMaHoBa,A.B. ITapcpeHoB AH, KHJI3eB OB. AKTyanhHhie npo6neMhI ,n:11arH0CTttK1111
Tepan1111 B0CIIaJIHTeJibHbIX 3a6oneBaHMM KHI1IeqH11Ka. 3cpcpeKTMBHa5I <DapMaKOTepaITM5I 16/2018,
c28-36.

4 Annuzzi A et al. Ustekinumab in the management ofCrohn's disease: Expert opinion.Dig Liver
Dis. 2018 Jul;50(7):653-660. doi: 10.1016/j.dld.2018.02.017. Epub 2018 Mar 11.

5 O.B. KHJI3eB: «B Pocc1111 Heo6xo,n:11Mo c03,n:aBaTb MYJihT11,n:11cu:11nn11HapHhie u:eHrpbI ITO
,n:11arHocT11Ke 11 neqeHMIO Bocnan11TeJihHhIX 3a6oneBaHMM K11rneqH11Ka». "3¢<DEKTI/IBHArl
<l)APMAKOTEPAnVlrl. racTp03HTeponorv,~" NQ1 (2) c.4-6

6 BocITaJIMTeJibHbie 3a6oJieBaHM5I KMII1eqH11Ka: ITpo6neMbI, L(0CTM)KeHM5I 11
ITepcrreKTMBhI.19 .09.2016. 3neKTpOHHbIM pecypc 2.02.2023 http://www.niioz.ru/events/

7 HHCTpyKIIHA HO Me,UH[(MHCK0MY ITpttMeHeHHIO neKapcrneHHoro ITpeITapaTa CTenapa® (MHH
yCTeKttHyMa6), K0H[(eHTpaT L(J15I ITpttroTOBJieHH5I pacrnopa L(J15I 11HQ?Y3MM, 130 Mr, JIIT-005728 OT
24.04.2020. 3neKTpOHHhIM pecypc 28.02.2023 URL.: http://grls.rosminzdrav.ru

8 HHCTPYKU:115! ITO Me,u111(11HcK0My ITp11MeHeH1110 neKapcrneHHoro ITpeITapara CTenapa® (MHH
YCTeKttHyMa6), - pacrnop ,UJI5I IT0L(K0)KH0ro BBe,ueHM5I, 45 Mr/0,5 MJI, 90 Mr/MJ1, JICP 006465/09
OT 23.04.2020. 3neKTpOHHhIM pecypc 28.02.2023 URL.: http://grls.rosminzdrav.ru
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BCEM TOCYIIAPCTBEHHbIM, MYHHLIHIIAJIbHbIM YYPEKJIEH~IMH 3IIPABOOXPAHEHHL H
OPIAHAM HCIIOJIHHTEJIbHOA BJIACTH B C©EPE 3,IPABOOXPAHEHHX

9 Egeberg A, Ottosen MB, Gniadecki R, Broesby-Olsen S, Dam TN, Bryld LE, Rasmussen MK,
Skov L.Br J Dermatol. 2018 Feb; 178(2):509-519. doi: 10.1111/bjd.16102. Epub 2018 Jan 9.
Egeberg A, Ottosen MB, Gniadecki R, Broesby-Olsen S, Dam TN, Bryld LE, Rasmussen MK,
Skov L.Br J Dermatol. 2018 Feb; 178(2):509-519. doi: 10.1111/bjd.16102. Epub 2018 Jan

10 Lunder T et al Drug survival of biological therapy is showing class effect: updated results from
Slovenian National Registry of psoriasis Int J Dermatol. 2019 Jun;58(6):63 l-641

11 Ko Y, et al. The effect of immunomodulators and other factors on the persistence of biological
agents for Crohn's disease and ulcerative colitis: data from the Australian population-based
registry Journal ofCrohn's and Colitis ( IF 8.658) Pub Date: 2020-01-15, DOI: 10.1093/ecco
jcc/jjz203 .490
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[HA BJIAHKE YYPEDKJIEHHA]

Ky.ua: 121614, r. MocKBa, yn. KpbinaTcKa5I, 17, Koprr. 2

Ten.: (495) 580-77-77,,,cDaKc: (495) 580-78-78~

KoMy: 000 «)J:)KOHCOH & J[KOHCOH»

AKuenT oct>epThl
HacT0511UI1M _

VKa3aTL HaHMeHOBaHHC FOCyTaDCTBeHHOFO HTH MYHHHIN1TLHOFO yUpCTCHH9 3TpaBOOXpaHeH4A HOO HCHOTHHTeTLHOFO OpFaHa FOcyTapcTBetHHOi BTacT1 B c[cpe 31paBOOXpaHeH19

Ha)lJJC)KaI.11,H;\1 o6pa30M C03)l3HHOC H JICTTCTBYIOI..UCC B COOTBeTCTBHit C 33KOHOJ13TCJ1bCTBOM PocCHHCKOTT <Dc,ncpau,HH,

orPH: I1HH: C MeCTOM

HaxmKJieHH5I no aJipecy: _

B J1I1U.e ---------------------------------------------

IeACTBYOIHA Ha OCHOBaHHH

Cnanee - A.upecaT Tipe.unomenuH) noJJH0CTbIO npunuMaeT yCI0BH Da3MCIICHHOFO OOIICCTBOM C OFDaHHHCHHOA

OTBCTCTBCHHOCTblO «)J:)KOHCOH & )J:)KOHCOH», IOpHJIHYCCKOC J1I1LI,O, HaJIJJe)K31l.l,11M o6pa30M C03JI3HHOC 11

IeACTBYOIICC B coorneTcrnrrn c 1aK0Ho)laTenhcTBoM Pocc11i1cKoi1 cDenepal.(HH, OfPH: 1027725022940, I1HH:

7725216105, c MeCTOM HaXO)K)leHI15I no aupecy: 121614, r. MocKBa, yn. KpbrnaTCKa5I, )l. 17, KOpn. 2, s J1I11.(e

reHepanhHoro HpeKTopa Ky3HeHOBa MaKcHMa EBreHLeBHH~, IeACTBYOIeFO Ha OCHOBaHHH ycrnsa (nanee -

«)];JKOHCOH & )];11WHCOH») Ilpe,UJJOJKeHHH (ocI>epThl) C HCX. H0MepoM OT 202 ro.ua 0

6e3B03Me3,llHOM rrpe,nocTasneHHH neKapcTBeHHoro rrperrapaTa )lJI5I Me,UI11.(I1HCKoro rrp11MeHeHI15I c MHH

yCTeKHHyMaO B l.(emcx orrepaTHBHOH I1HI11.(I1al.(I1I1 crrel.(I1aJII13I1pOBaHHOH TepaIII1I1 I1 pacnrnpeHI15I )lOCTyna rral.(HeHTOB,

CTpa,llaIO[UI1X BOCIIaJII1TeJihHbIMI1 3a6oJieBaHI15IMI1 KI11lleqHI1Ka, K COBpeMeHHOH I1HHOBal.(HOHHOH TepaIII1I1 C

HCI10Jib30BaHI1eM JieKapCTBeHHOro rrperrapaTa ,Ullil Me)lI11.(I1HCKOro rrpttMeHeHI15I C MHH yCTeKHHyMa6, TOprOBbIM

HattMeHOBaHHeM CTenapa, KOHI.(eHTpaT )lJI5I rrpI1roTOBJ1eHI15I pacrnopa ,UJI5I ttmpy3HH, 5 Mr/MJI, 26 MJI, qrnaKOH N2 1

(,llanee - IlperrapaT), 11 rrpenocrnBJI5IeT cneny101Utte CBe,neHH5I, Heo6xo)lHMhie ,UJI5I aKI.(errrn TaKOH ocpepThI:

Hu<t>opMao;uH 06 oprauu1ai_.uu - IlonyqaTeJJe IlpenapaTa

HattMeHoBaHtte opraHI13al.(I1I1:
(yK33aTb HaHMeHOBaHHe IIOJIyYaTeJIX, ynOJlHOMOYeHHOro
npHHHMaTb H 11CTIOJlb30BaTb neKapcTBeHHbie cpeJJ,CTBa )],JUI OKa3aHI151

MeJJ,HUHHCKOH TIOM01UI1)

A,npec ,llOCTaBKH Ilperraparn, BHeceHHhIH B I1C

M)J:JIIT

I1HH/KITIT:

KOJIHHeCTBO yIHaKOBOK:
OT 2 (JJ,syx) JJ,O 4 (YeTbipex) ynaKOBOK TTpenaparn Ha KaKIIOrO
nau11eHTa cornaCHO DeIIeHHO BpaHCOHOA KOMHCCHH, peweHHIO
KOHCHJ111yMa spaYeH 11n11 peweHHIO neYamero spaya

KouTaKTHhle .uauuhle co CT0p0Hbl opraHH3aQHH - IloJJyqaTeJJH

Mo6ttJihHhIH Tenecpott:

HacT05I1UI1M A,llpecaT Ilpe,nno)KeHI15I rrpe,llOCTaBJI5leT HI1)KecnenyI01Uee 3aBepett11e 06 o6cT05ITeJihCTBax,

HMeOLIIHX 3HaHeHHe IJIM 3aKJIIOqeHI15I ,uoroBopa, I1 TeM caMhIM rrpI1HI1MaeT Ha ce65I OTBeTCTBeHHOCTb 3a COOTBeTCTBHe

3aBepeHH5I ,nei1crn11TeJ1hHOCTI1 B CHJIy IyHKTa 1 cTaThH 431.2 rK PcD:

Hcx. No

20 r.

Pell.IeHHeM

Bpauen/neuamero Bpaua)

(spaqe6HOH KOMI1CCI1I1!KOHCI1JII1yMa

6bIJI Ha3HaqeH JieKapcrneHHbIH ITperrapaT B KOJII1qecrne (rrpOIII1CblO)

rral.(HeHTy(aM) C ,n11arH030M

B COOTBeTCTBI1I1 C rpe6oBaHI15IMI1 rrp11MeHI1MOro 3aKOHO,UaTeJibCTBa pell.IeHHe ocpopMJieHO B BH,ne:

IIpOTOKOJIa No~
cne,nyI01UI1e cBe,neHtt5I:

_______20_ r., KOTOphIH, cpe,llH rrpoqero, co,nep)KHT• OT«



[HA EJIAHKE YlIPE)K;=(EHIDI]
1. ,uarn rrp0Be,uemu1 3ace,uamrn BpaHeOHOA KOMHCCHH/ KOHCHJIHyMa Bpaqett HJIH perneHH51 rreqaw;ero

spaqa: «__» 20 r.;

2. peieHHe BpaHeOHOA KOMHCCHH/ KOHCHIHYMa BpaueA HIH IeuauIerO Bpaua H erO OOOcHOBaHHe,

BKJIIOqa51 yKa3aHHe Heo6XO)lHMOro KOJIHqecTBa yrraKOBOK CTperrapaTa Ha Ka)K)lOfO rrau,HeHTa

VKa3aTL (OpMyHpOBKy DeIHHHA OC3 yKa33HIHA ICDCOHaTLHLIX .]alllll,IX na[lllCIITa(oB)

CBe,UeHH5I O peweHHH Bpaqe6HOH: KOMHCCHH/ KOHCHJIHyMa Bpaqett_ HJIH rreqaw;ero BDa~a OTpaKeHbI B

COOTBeTcTByIOm;ett Me)lHJJ,HHCKOH )lOKyMeHT3lJ,l1H rrau,HeHTa(OB).

111111

• 3aITHCH B Me)lHlJ,HHCKOH )lOKyMeHTaU,HH rrau,HeHTa, B KOTOpott, cpe,uH rrpoqero, co,uep)KaTC5I crre,uyIOm;He

CBe,ueHH51:

1. ,uaTa BbrneceHH51 peweHH51 o Ha3HaqeHHH CTperrapaTa: «__» 20 r.;

2. o6ocHOBaHHe peweHH51 O Ha3HaHeHHH IIpeHapaTa, BKJIOHaA yKa3aHHe HCOOXOJIHMOFO

rrau,HeHTY KOJIHqecrna yrraKOBOK CTperrapaTa

CoBOKYITHOCTb CTpe,nJIO)KeHH51 (ocpepTbI) H AKlJ,errrn ocpepTbl rrpe,UCTaBJI5IIOT co6ott )lOfOBOp, no IDpH,.UW-IeCKOH

rrpHpo,ue 5.IBJI5IIOIIJ;HHC51 IlO)KepTBOBaHHeM, Ii K KOTOpoMy rrpHMeH51IOTC51 HOpMbl CTaTbH 5 82 rK P<I> .ilpHJIO)Kemrn.

ilpHrraraIOTC51 crre,uyIOm;He )lOKyMeHThI, 3aBepeHHhie ITO)lITHChlO yrroJIHOMOqeHHOro JIHU,a H rreqaTblO A,z::i:pecara

IIpe~J1OKeHHA:

1. KorrH51 ,uoBepeHHOCTH Ha rrorryqeHHe CTperrapaTa C yKa3aHHeM yIIOJIHOMOHCHHOIO JIHI.(a / Bh1m1cKa H3

rrpHKa3a O Ha3HaHCHHH yIIOJIHOMOHCHHOFO JIHlJ,a Ha COOTBeTCTBYIOIIJ;YIO )lOJI)KHOCTh.

2. KorrH51 )lOBepeHHOCTH Ha ITO)lITHCaHTa AKlJ,errrn ocpepTbl

3.

C yBKeHHCM,

,noJI)KHOCTh

Ii HaHMeHOBaHHe

opraHH3alJ,HH A,upecarn CTpe,urro)KeHH5I/AKlJ,errrnHTa

<!>110



[HA EJIAHKE Y1IPE)l{,n:EHllil]

KyLJ:a: 121614, r. MocKBa, yrr. KpbrnaTCKa51, 17, Kopn. 2
Terr.: (495) 580-77-77, <DaKc: (495) 580-78-78

KoMy: 000 «,n:)KOHCOH & ,n:)KOHCOH»

OT4er
06 MCilOJlbJOBaHMM JleKapCTBCHHOro npenapaTa

LJ:JJH MeLJ:MUMHCKoro npuMenenuH c MHH YcreKHHyMao

,[()KOHCOH» 11

(narrcc
AupecaT Ilpenrro)Kemrn), 3aKmoqeHHbIM nocpencTBOM aKuenrn npe,nJ1o)KeH1151
000 «,n:)KOHCOH & ,[()KOHCOH» 0 npC,I1,0CTaBJICH1111 - (__) ynaKOBOK JICKapcrneHHOro npcnapaTa )],JI51
Me,IU11(11HCKoro np11MeHeH1151 c MHH YcTeK11HyMa6 B cpopMe KOHIJ.eHTparn )lJUI rrp11roTOBJiemrn pacrnopa )lJI51 1rncpy311i1, 5
Mr/MJI, 26 Mn, qrnaKOH N2 1 (narree - «ITpenaparn) B OTHOIIIeHl111 -- (_) nau11eHTa(OB) B COOTBeTCTBl111 C Ill1CbMOM
(AKuerrTOM ocpepTbI) Aupecarn ITpe,nrro)Kemrn o 6e3B03Me3,nHOM npe,nocTaBJieH1111 ITpenaparn
11cx. N2________ OT , HarrpaBJI51eM BaM crre,ny10rn:y10 11HcpopMau1110 06

MCITOJib30BaHl111 ITperrapaTa:

HH OpMaHHM 0O 0 raHHJao;HH - noJI qaTeJie II ena aTa
HanMeHOBaHHC ODFaHH3aIHH:
AJJ: ec:

Hml1opMaUHH 06 HCDOJihJOBaHHH IlpenapaTa

No CepH51 Ko~ecTBo ,n:arn HoMep 11 ,narn peIIIeHl151 KO1~HecTBo
ITperraparn 11CTIOJib30BaHHblX BBe,[(eHl151 A,npecarn rrpe,nrro)KeH1151* Hel1CTIOJib30BaHHbIX

yrraKOBOK ynaKOBOK**
1.

2.

3.

* yKa3aT6 HOMeD 11 ,naTy peIIeHHA BpaHeOHOH KOMHCCHH, KOHCHJIHyMa BpaHCA HJIH rreqall(ero Bpaqa, B
COOTBeTCTBMl1 C KOTOpbIM nau11eHTY 6bIJI Ha3HaqeH ITperrapaT

* *Ecrr11 rrperrapaT He 6blJI TIOJIHOCTbIO 11CTIOJib30BaH, Heo6XO,I(l1MO yKa3aTb rrp11q11Hy:

[,nOJI)KHOCTb]

[Ha11MeH0BaHMe opraHM3au1111 - A,npecarn ITpe,nJio)KeH1151]

Hcx. No

202 r.

B COOTBCTCTB1111 C noroBopoM 000 «,[()KOHCOH &

/<DI10/


