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6. TMpKeM~ 6. 

Ha __ .n. np~'lIIO}I(. n. 
I 
, " " 20 m:.r. 
; - -06 yrnep:IK)J,euuu IlopH)J,Ka npoBe)J,euuH cI>apMaicoua)J,Jopa 

B cooTBeTCTBHH co CTaTI>eii: 21 3aKoHa Kb!prbl3CKOH Pecrry6nHKH 

«06 o6paIIIeHHH neKapcTBeHHbIX cpe,llCTB», CTaTbHMH 13, 17 
KOHCTHTYIIHOHHoro 3aKOHa Kr,rprb13CKOH Pecrry6nHKH «0 Ka6HHeTe 
MHHHCTpoB Kb1prbl3CKOH Pecrry6nHKH» Ka6.H:HeT MHHHCTpOB Kb1pn13cKoii: 
Pecrry6mrKH rrocTaHOBnHeT: 

1. YTBep,11,HTb IlopH,llOK rrpoBe,lleHHH ¢apMaKOHa,11,3opa cornacHo 
rrpHITO:>KeHHIO. 

2. BttecTH B rrocTaHoBneHHe IlpaBHTenbCTBa KbrprbI3CKoii: 
Pecrry6nHKH «06 yTBep:>K,lleHHH IlopH)J.Ka opraHH3aIIHH CHCTeMbr 
¢apMaKOHa,ll3opa» OT 6 ,lleKa6pH 2018 ro,11,a N2 564 cne.n.yIOIIIee H3Mettem1e: 

- rryttKT 1 rrpH3HaTb YTPaTHBillHM c.H:ny. 
113) MHHHCTepcTBy 3,llpaBooxpaHeHHH Kr,1prb13CKoii: Pecrry6nnKH 

rrpHB~H CBOH peilleHHH B COOTBeTCTBHe c HaCTOHIIIHM IIOCTaHOBneHHeM. 
4. y CTaHOBHTb, 'ITO pean.H:3aIIHH HaCTOHIIIero IlOCTaHOBneHHH 

ocyIIIeCTBn.ireTc.ir B paMKax yTBep:>K,lleHHOro 610,11,:>KeTa MHHHCTepcTBa 
3,llpaBooxpaHeHHH Kb1prb13CKOH Pecrry6nHKH Ha cooTBeTCTBYIOIIIHe ro,llbI. 

5. KoHTpOnb 3a HCITOITHeHHeM HaCTOHIIIero IIOCTaHOBITeHHH 
B03ITO)l(HTb Ha yrrpaBnemre KOHTponH HCIIOJTHeHHH peilleHHH Ilpe3H,lleHTa Ji! 

Ka6HHeTa MHHHCTpOB A,11,MHHHCTpaIIHH 11pe3H,lleHTa Kr,1prhI3CKOii: 
Pecrry6nHKH . 

6. HacTOHIIIee rrocTaHo.arreiti.fe:'-':m aeT B c.H:ny no HCTe'ieHHH 
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T11pKeMe 

cI>apMaKOJJOrHSIJlblK K030M0J1 mypry3yy TapTH6H 

1-rJJasa. JKaJJn1>1 "'o6oJJop 

1. Eyrr <l>apMaKonormmb!K KeJeMen )!(ypry3yy Taprn:6w .napr,1 

Kapa)!(arrapbIH )!(atta Me.u11u11Hanb1K 6y10M.uap.ub1 )!(yrypTyy •wiipecytt.uery 

bliirapb!M YKYKTYY opraHra (MhIHJJ:aH apbl - hiiirapbIM YKYKTYY opraH), .napbI 
rrperraparrapbIHbIH Karroo Ky6enyrytt KapMooqyra (MbIH,naH apbI - Karroo 

Ky6enyKTepyH KapMooqy), canaMarrhIK caKToo y10MyHa, Me.lll1UHHa )l(aHa 
cpapMal.{eBTHKa KbI3MaTKeprrep1rne )l(aHbinTbinaT. 

2 . Kr,1prbl3 Pecrry6m1KacbIHbIH aiiMarbIH.Ua cpapMaKonorn.srrrr,rK 
Ke3eMeJJ Cl1CTeMaCbJHblH (MblH.llaH apbl - ¢apMaKOJ!OrH51JlblK Ke3eMerr) 

11ll!Teecytt Y!Oll!Typyy )!<aHa KaMChl3.llOO Karroo Ky6enyKTepyH 

KapMooqynap )l(aHa b1iirapbIM YKYKTYY opraH Tapa6brnaH Espa3H.sr 

3KOHOMHKaJib!K KOMRccw.srcbIHbIH Kel{eIIrnHHH 2022-)l(bIJI.llbIH 

19-MaHbIH.Uarhr N2 81 qeq11M11 Mettett 6eK11T11nreH Espa3H.sr 3KOHOMHKanbIK 

fai:pnHrn:HHH <l>apMaKOJJOrH.sIJ!b!K K030M0Jl):(yH TanarrTarbr,naH: rrpaKTHKa 

3pe)l(enep11He (MbIH.UaH apbl - <l>apMaKonorH.sIJJbIK Ke3eMen,nytt 

Tanarrrnrh1,naif rrpaKT11Ka 3pe)!(errep11) )!<aHa YlllYJJ TapnmKe bIJiaifbIK 
)l(y3ere all!hiphIJiaT. 

3. Kb1prbl3 Pecrry6n11KaCbIHbIH aifMan,rn.ua KarranraH )l(e 

)l(yrypTYY.ne pacMHH rypraH .n:aphl rrperraparrapbIHa KapaTa 
M11n.n:erreHMenep.n:11H Kemrn.n:eHreH aTKapyy )l(atta 3apb1JJ 6onrott yqyp.na 

cjJapMaKonorn.srnhIK Ke3eMeJJ 6010ttYa Tanarr KhIJJhIHraH Yapanap.uh1 Kepyy 

MaKcaTbIHLJ,a Karroo Ky6enyKTepytt KapMOO'Iyn ap ywyn TapTHITTe )l(atta 

Espa311.sr 3KOHOMHKaJTbIK 611pn11rnHe Myqe MaMneKerrep.UHH 

MbIH3aM.uapbIH)la aHbJKTaJTraH cpapMaKOJ!Ofl1.sIJ!blK Ke3eMeJT 60IOH'l{a 

TaITIIIb!pManap.n:r,1 )l(atta M11n.uerrep.n:11 aTKapyyra )!(OOITTYY 6onyrr 

aHbIKTaJiaT. Kr,1prb13 Pecrry6nHKacbIHhIH aifMarb!HJJ:a cpapMaKonorn.srnbIK 

Ke3eMen.n:yH 11IIITeecyH, aHb!H 11Y11H.Ue ¢apMaKOJ!Ofl151JlblK K030M0JI 

c11cTeMaCbIHhIH TananTarhJ.Uaii )l(atta ttaTbJH)l(anyy canaT c11cTeMaCbIH 
K11prH3yyHy KaMCb!3 Kbrnyyra THH11!II. 

4. blifrapb!M YKYKTYY opraH )l(eKe Maanb1Marrap,nb1 Koproo 
qeJ:ipecytt.nery Kbrprbr3 Pecny6n11Kacb1Hh!H MhiibaM.n:apbIHhIH TananTapbIH 
caKTOO MeHeH cpapMaKonor11.sIJJb!K Ke3eMeJJ 11!IIHH )l(y3ere aIIIb!paT. 

5. b!ifrapb!M YKYKTYY opratt TeMeHKyrrep.ny TaJI,nooHy )l(aHa 
6aanooHy )!<ypry3eT: 

1) Karroo Ky6enyKrnpyH KapMooyynap.uaH, Me.u11u11Hanb1K 
KbI3MaTKeprrep.ueH )!(aHa cpapMaueBTl1Ka Khl3MaTKepnep11HeH .napbI 

rrperraparraphrna orryrryy )KarhIMCbI3 peaKu11.srnap )!(aHa Kyryn6ereH 
)!(arhIMChI3 peaKI.(11.srnap )!(0HYH.Ue, .n:apbr nperraparrapbIHhIH 
HaTbIH)l(anyynyryHyH )l(OKTyry )!(0Hytt,ne MaaJJbIMarrap, .napbI 

fiopHllOK 
npoBe)leHHSI cj>apM3KOH3.ll30pa 

TJJasa 1. 06mHe noJJo"'eHHH 

Ilp11no)!(ett11e 

1. HacTo.srm11ii Ilop.sr.uoK npose.uett11.sr. cjJapMaKoHa):(Jopa 

pacnpocTpaH.sr.eTc.sr. Ha ynonHoMoqeHHbIH opraH a ccpepe o6paru:eHR.sr 
JJeKapCTBeHHb!X cpe,n;CTB 11 Me):(l1!.{HHCKHX 113,D;emiif (.nanee 

ynonHoMoqeHHhiif opraH), .uep)!(aTen.sr per11cTPau110Httoro y.n:ocToBepeHH.sr 

neKapcTBeHHbIX rrperrapaTOB (.nanee - .n:ep)!(aTeJJb perncTPal.{110HHhIX 

y.nocTosepeH11if ), opratt111au1111 1.upasoox pattett11.sr, Me.u11u11HCK11x 11 

cpapMaueBT11qecKl1X pa6oTHl1KOB. 

2. OpraH113au1rn 11 06ecne,1eH11e cjiyHKu110H11poaaH11.sr. c11cTeMbI 

cpapMaKOHa,D;3opa (.uanee - cjiapMaKoHa.ll3op) Ha Tepp11Top1111 Kb1prb13CKOH 

Pecrry6n11K11 ocyru:eCTBJJ.sreTc.sr .nep)!(aTeJJ.srM11 per11cTPal.{110HHbIX 

y.n:ocTOBepeHHM H ynoJTHOMO'l{eHHhlM opraHOM B COOTBeTCTBl111 c 

Ilpas11naM11 tta.nne)l(aru:eii rrpaKTl1K11 cpapMaKoHamopa EBpa311iicKoro 
3KOHOM11qecKoro co103a, yTsep)!(,neHHhIMl1 pernett11eM CoaeTa Eapa311iicKoi1 

3KOHOM11qecKoif KOMHCCHH OT 19 Ma.sr 2022 ro.na N2 81 (.nanee - IlpaBHJJa 

Ha,UJTe)l(ameii npaKTl1Kl1 ¢apMaKOHa)l30pa), 11 HaCT05111(11M Ilop51.,UKOM. 

3. c I.{eJJblO rapaHTHpOBaHHOro BbIIlOJJHeHH.sr o6.sr3aTeJJbCTB 11 

rrpHH.sITH.sI rrpH Heo6xo,n;HMOCTH Tpe6yeMbIX Mep no cpapMaKOHa,D;3opy B 

OTHO!IIeHl111 3aper11CTp11poBaHHblX 11Jl l1 0¢11u11aJJbHO HaXO)l.sII1(11XC.sI B 

06pamett1111 neKapcTaeHHhIX npenaparna Ha Tepp11Top1111 Kb1prb13cKoi1 

Pecny6n11K11 .n:ep)!(aTen11 pernCTpau110HHbIX y.uocToaepett11i1 onpe.nen.sr10Tc.sr 

OTBeTCTBeHHb!Ml1 3a BblITOJT HeH11e 3a)laY 11 06.sr1aHHOCTeH no 

¢apMaKOHa,U30py, onpe.uen.sreMb!X HaCT05111(11M Ilop51.,UKOM 11 

3aKotto,naTeJJbCTBOM rocy.napcTB - qJJeHoB Espa311iicKoro 3KOHOMl1t{eCKoro 

C0!03a. ,n:ep)!(aTeJJH per11cTpau110HHb!X y,noCTOBepeHHM ):(OJl)!(Hbl 

06ecrreq11Th cjJyHKu11ott11poaatt11e cpapMaKOHa,U3opa Ha Tepp11Top1111 

Kh1prhl3CKOH Pecny6n11K11, BKJJ!Oqa.sr. BHe.upeH11e Ha,nne)l(ameii 11 

3cpcpeKTJifBHOif ClifCTeMbl KaqecTBa CHCTeMbl cpapMaKoHa,D;30pa. 

4. YrroJJHOMoqeHHbiif opraH ocyru:ecTBJJ.sreT .n:e.srTeJJbHOCTh no 

¢apMaKOHa,n,3opy c co6n10.n:eH11eM TPe6osaH11ii 3aKoHo.n:aTeJJbCTBa 

KbrprhI3CKoif Pecrry6nlifKlif a ccjJepe 3aru:11TbI rrepcoHaJJhHbIX .naHHhIX. 

5. YrronHoMoqeHHbTH opraH rrposo,UHT attan113 11 oueHKy: 

1) coo6ru:eHHif, ITOJJYLfeHHbIX OT .nep)!(aTeJJeH perHCTPal.{HOHHb!X 

y.uocToaepeH11i1, Me.u11u11HcK11x pa6oTHHKOB 11 cjiapMaueaT11YeCKHX 
pa60THl1KOB, 0 cepbe3Hb!X He)!(eJTaTeJTbHb!X peaKUl151X 11 Herrpe.us11.neHHb!X 

He)!(eJJaTeJJbHbIX peaKu11.srx Ha neKapCTBeHHbie rrpenapaTbT, 11ttcjJopMau1111 06 
OTCYTCTBl111 3cpcpeKTl1BHOCTl1 neKapCTBeHHblX npenapaTOB, 060 acex cjJaKTax 



npenaparraphIH Kon.uottyy.ua a.uaM.UhlH eMypytte )Ke .nett coonyrytta 

KOpKYHY4 Tyy,aypraH 6ap,ahlK cj>aKTblJl8jJ )!(8Hf:l ")!(f:lffi8Mi!8p )!(6Hytt,ne 

Maan&1Marrap; 

2) .uap&I npenaparrap&IHhIH KOoncy3.uyry )Kettytt.ue Karroo 

Ky6enyKrnpytt KapM004 YJ1ap,n,aH aJ1bJHraH Me3C!1JI1IYY OI'ieTIO~ 

3) Karroo Ky6enyKTepytt KapMOOYynap.uatt cpapMaKonornJIJihIK 

Ke3eMeJT Cl1CTeMaCb!HblH MaCTep-cj:>ai1rr&1; 

4) T060Kerr.u11KTep.u11 6auJKapyy nrratt.uap&1. 

6. bIHraphlM YKYKTYY opratt Karroo Ky6enyKrnpyH KapMoolfyJiap 

rnpa6hrnaH .uap&1 npenaparrap&rna Kaparn cpapMaKonomsiJI&IK Ke3eMeJI 

6010H'la MHJT.UeTTeHMerrep.UHH aTKapb1J1bllllb1Ha, aHb!H 11'l11H.Ue KaTTOO 

Ky6enyKrnpyH KapMOOYynap rnpa6bIHaH cpapMaKOJ10C!1S!JlblK K636M8J1 

Cl1CTeMaCb!Hb!H TaJianrnpb!HblH aTKapb!Jlbllllh!Ha MOHl1T0p11Hf )Kypry3eT. 

7. TapT11nTe TeMettKyJiep.uy 611JI.u11preH TepM11tt.uep )KaHa 

aHb!KTaManap KOJT.UOHynaT: 

1) 3Y)J.HT - ay.u11T Kp11Tep11H.nep11H11H aTKap&rnyy .uett,r33Jll1H aHhIICTOO 

MaKcaTbIH.Ua cpapMaKOJ10fl1JIJTblK K636M6J1 Cl1CTeMaCb!Hb!H 11llll1H 

Mytte3.uereH ay.uinop,n,y1< cjia1<Tb111apnb1 aJ1yy1-1ytt >IrnHa 06beKT11s.uyy 

6aanoottyH c11cTeManyy, 11peTTyy, Ke3 KapaH.UbICbI3 )Katta 

.UOKYMeHrreUIT11p11nreH npouecc11; 

2) M33HHJIYY H)J.eHTH<j>HIC3UHSIJI3HraH T06oKeJI.UHK /Ke M33HHJIYY 

noTeHI.{H3JI)J.YY T060KeJI)J.HK - "naH..ua - T06oKeJI.U11K" KaTbllllbIHa Taac11p 

3Tyycy )Ke KOOM.UYH canaMaTTbJrhI YlfYH Kecenerrepre aJihm Kenyycy 

MYMKYH 6onroH .uap&1 rrpenapaT&IH Kon.uottyyttyH 11.ueHT11cj:>11Kau1rnrraHraH 

T060Ken.u11r11 >Ke llOTeHUHaJ1.[(YY To60KeJI.[(Hfl1; 

3) 83JIH)J.3UHHJI3HraH cnrtt3JI - 1141-rnreH weKTyy .[(ap&1 npenapaT&I 

MeHeH )KafhlMCbi3 HaTblH)KaHblH ettyryycyttyH opTOCYHAa )KaH,bl 

noTeHU11aJIAYY ce6en-HaT&IH)Ka 6ai1naH&IWTap.u&rn )Ke 6eJimnyy e3 apa 

6aiinaHbTlllTblH )KaH,bl acrreKTHCHHl1H 6onywyH 60)KOMOJ1.[(00 Y'fYH KOJI.[(0 

6onroH AOKyMettrrep )KeTHWTYY Aen san11Aau11J111ootty aTKapyy )Katta 

&1pacTarrraH MaaJI&IMaTTapAbI 6aaJioo npouecc11tt.ue 6ennrnettreH c11rHan 

)KaHa ywyra &rnau&IK c1-1rttaJI.[(hI 6aanoo 6010HYa MhIH.UaH apKbI 11w

apaKerrepA11H KOMnJieKCHH )KY3ere awh1pyy 3apblJI.UhirhI att&11CTanaT; 

4) 3JieKTenreu HlllTHH Typytte 63HJI3HbilllTYY T33CHpH - a.uaM 

Kec11nT11K 11wT11 aTKapyyHyH HaT&IH)KaCb!H.Ua TYlll 6onron .uap&I 

rrpenapaT&IHbIH Taac11p11; 

5) curuaJI)J.bl 3HblKTOO - KOOncy3AYK )K6HYHA6 MaaJihIMaTTap.ubrn ap 

KaH.[(aH 6ynaKTapb!H KOJI.UOHYY MeHeH CH:fHaJ1.[(bl 113.[(ee )KaHa ()Ke) 

11.[(eHT11cj:>11Kau11si1100 rrpouecrn; 

6) M33JlhlM3TT3p)J.bT 1-IOryJITYYHYH 3HKTOO )J.3T3Cbl - 3Jl apanbIK 

Karroo .uaTaCb!Ha Herl13.[(eJireH KOOnCY3AYK 60l0Hlfa Me3r11JIAYY 

)KaH&!JlaH&m TYPYY4Y OTYeTKO K11pm3yy yqytt Maarrr:.1MarrapAbI lfOryJTTYYHY 

aJIKTOO .[\aTaCbT; 

2 

11 o6CTOSITeJibCTBax, npe,UCTaBJ1JllO!Ul1X yrpo3y )f(J13Hl1 11Jll1 3.UOpOBh!O 

'tef!OBeKa npH IIpHMeHeHHll JieI<apCTBeH!ffi!X rrperrapaToa; 

2) nep110.UHlfeCKl1X OTlfeTOB no 6e3onacHOCTH JTeKapCTBeHHb!X 

rrpenapaToB, rrorryYeHHhIX OT Aep)l<aTeneu pemCTpau110HHbTX 

Y llOCIOBe!leH.11iL 
-~··-·-·- .---

3) MaCTep-cpaiina Cl1CTeMhl cpapMaKOHa,ll,3opa ,llep)KaTeJieu 

pemcTpau110HH&1x y.uocTOsepett11i1; 

4) rrnaHOB yrrpasneHl1JI p11cKaM11. 

6. YnoJIHOMOlfeHHhlH opraH nposo.[(11T MOHl1TOpHHr BhIITOJIHeHHSI 

.uep)KaTemrMH perHCTpau:110HHhIX y.uocTosepett11i1: o6JI3aTeJI&CTB no 

cj:>apMaKoHa.U30py B OTHOWeHl111 JieKapCTBeHHh!X nperrapaTOB, BKJIIO'laJI 

BbinOJIHeH11e Tpe6osatt11H. Cl1CTeMhl cpapMaKOHa.[\30pa ,ll,ep)KaTeJISIMl1 

pemcTpau110HHb!X YAOCTOBepeHl1H. 

7. B I1opsi.uKe 11CnOJib3YIOTCJI TepM11Hbl H onpe.ueJieHHSI, KOTOpb!e 

03Hat.JaIOT cJie,ll,YIQIUee: 

1) ay)J.HT - CHCTeMaT111.feCKl1H, ynopl!AOlfeHHbIH, He3aBl1Cl1MblH 11 

,ll,OKyMeHT11pOBaHHblH npouecc noJiy4eHl1JI 11 06beKTl1BHOH oueHKl1 

ay.[(11TOpCK11X cj:>aKTOB, xapa1<Tep111y10IUI1X pa6ory CHCTeMbl 

cpapMaKotta,ll,30pa, c uenbI-O onpeAenett11J1 cTeneH11 Bbmonttett11J1 Kp11Tep11es 

ay,ll,11rn; 

2) 83'.IKHhIH 

noTeHI.{H3JlbHhlH 

H)J.eHTmt>nunp083HHblH pncK HJIH 83'.IKHblH 

pncK - 11.ueHT11cj:>11u11posaHHb!H p11CK 11JIH 

noTeHu11aJihHh!H p11CK np11MeHeH11SI JieKapcrneHHOro npenapaTa, KOTOph!H 

MO)KeT OKa3aTb BJ111S!HHe Ha COOTHOI11ett11e «nOJib3a - p11CK)) 11JIH 11MeTb 

rrocne.[\CTBl1JI .UJIS! o6mecTBeHHOro 3AOpOBhll; 

3) 83JIH)J.Hp083HHblH CHfH3Jl - c11rHaJI, ,ll,JIS! KOToporo B npouecce 

Bb!IlOJIHeHHS! san11.uau1111 11 oueHKl1 llO.[(TBep)l<.[(a!OIUl1X .uaHHb!X 

ycTaHOBJieHo, lfTO 11MelOU.{aJICS! .UOKYMeHTaumr .UOCTaTO'lHa .UM 

rrpe)J.ITOJ10)KeHl1JI HaJ111'll1JI HOBOH llOTeHu11aJibHOH rrp11'll1HHO-CJie.UCTBeHHOH 

CBJl311 l1Jll1 HOBOfO acneJ<Ta l13BeCTHOH B3al1MOCBJl311 Me>KAY np11eMOM 

ITOA03peaaeMoro neKapcTseHHOro nperrapaTa 11 pa3Bl1THeM 

He611arorrp11J1THoro nocne.ucTBHJI, 11 , cneAoBaTenbHO, onpe.uenetta 

He06XOA11MOCTb ocymecTsneHHS! KOMCTJieKca .uaJibHeH.w11x .[(eHCTBl1H no 

oueHKe c11rttana; 

4) 803)J.eiicT8He, C8H33HHOe c pO.ll.OM 33HHTHH, - B03.UeHCTBl1e 

JieKapcTBeHHoro rrperrapaTa, KOTopoMy rro.[(seprcsi 'leJioBeK s pe3yJI&TaTe 

BhinOJIHeHHS! npocpecc110HaJibHOH .uesiTeJ1bHOCT11; 

5) 8hUl8Jienne cnrH3Jia - npouecc rro11cKa 11 (11JI11) 11.ueHT11cj:>11Kau1111 

c11rttana c 11CilOJ1b30BaHl1eM JII06hTX 11CT04Hl1KOB .uaHHhlX 0 6e3orracHOCT11; 

6) )J.3Ta OKOH"l3HHH c6op3 A3HHblX - .uarn 3aBepUieHl1JI c6opa 

.[(aHHhlX ,llJIS! BKJllOY.eHHS! B nep110.u11qecK11H o6HOBJIS!eMhlH OTY.eT no 

6e3orracHOCTl1, OCHOBaHHaSI Ha Me)K.uyHapO.UHOH .uaTe pemcTpau11H; 
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7) asrn:TaraH ICJlHHHK3JlbIIC H3HJILJ,00 - KJil1HHKaJihlK 11311JI)J,00 

)!(0HYHD.0 )i(hlMhlHThJKTOO'fY OT'feT LJ,a5IpD,aJiraH 11311JILJ,ee; 

8) 11.apb1 npenapaThIH KbrnHaTTbIK MeHeH naiiLJ,aJiauyy -

)!(arbIMehI3 ¢113110JIOfl151JiblK )Ke rre11xoJIOfl15JJiblK Taae11pJiep MeHeH 

KOlllTOJiroH ,ll,aphl rrpenapaTbIH ,ll,aMbIMa )Ke 611p )!(OJIY aTaiihIJian alllblK'fa 

KOJI)J,OHyy; 

9) HLJ,eHTH<j>HK3l{IHIJlaHraH To6oKeJI)J.11K - ¢apMaKOJIOrl15JJibIK 

.napbJJIOOHYH )KafblMCbl3 HaTbJH)K3Cbl, ara Kaparn weKTyy .napbl npenapaTbI 

MetteH 03 apa 6aii11aHbIWhI 6ap )!<eT11wTyy .JJ,a111111.nep a11b1Hratt; 

10) '1CarblMCbl3 peaKl{HH '1C0HYHD.0 '1CeKe MaaJiblMaT - 6errnrnyy 

fo1p y6aKbITTa aiipbIM 6ei1rnrrTa rrai1.na 6onroH .napbr npenapaTbrna Kaparn 

fo1p )Ke 611p HeYe llleKTYY )!(arh1Meh13 peaKu115111ap )!(0HYH.JJ,e 6eJin111ettreH 

¢opMara )!(aHa Ma3MyHra bIJiaHhIK 6epIUIYY'JY MaaJibIMaT; 

11) cypoo-TaJian 601ou 1rn .,1car1:.1Mc1:.13 peaKl{HHJiap ryypaJiyy :>KeKe 

MaaJibIMaTTapD,bl aJiyyttyH 6yJiaKTapbl - KJil1Hl1Kallb!K ebIHOOJIOp.ny 

(1131111.JJ,eeJiep.JJ,y), peeeTp11ep.n11, .JJ,apbI npenapaThIH )!(eKeYe KOll.JJ,OHYYHYH 

KaTTOO.L(OH Kl1Hl1HK11 rrporpaMMa11apbl, rra1meHTTep.n11 KOJI.L(OO )!(aHa 

oopyrrapra MOHHTop11Hr )Kypry3yy, rrau11eHTTep.JJ,11 )Ke .naphIJIOO'IY 

Bpa<nap.JJ,hI eypaM)!(hJJIOO )J<e .JJ,apbrnoottyH ttaTbJH)!(aJiyy11yry )!(aHa 

nau11eHTTep.n11H .JJ,apbrnooro 11wett11rr KapMaHhilllhI )!(0ttyHJJ:e 

MaaJibIMaTTap11b1 c1orynTyy 6010H4a 6a w Ka npo r p a MMa11a p11h1 KaMTbiraH 

MaarrhJMaTTbI 'Iory11ryy 6010wia y10wTy pynraH c11cTeManap; 

12) <j>apMaKOJlOfHSIJlblK K030M0Jl CHCTeMaCblHblH canaTbl -

¢apMaKorror115JJihIK Ke3eMerr e11eTeMaehIHhIH 6apJJ:hIK MYH03.L\0MeJiepy, arr 

hIKTb!MaJI)J,YYJIYKTy 6aarrooro bJJiaHblK ¢apMaKOJIOrl151JihlK K030M0JI 

e11eTeMaehIHhIH MaKearrapbrna waiiKelll KeJireH ttaThJH)!(aJTapra arrhm KeJieT; 

13) ¢apMaKOJIOfl1SIJlblK K030M0Jl Cl1CTeMaCblHblH canaTblH 

KOHTpOJILJ,00 '1CaHa KaMCbl3LJ,OO - MOHl1TOp11Hr, 6aa1100, ¢apMaKOJIOfl151JihIK 

Ke3eMerr e11cTeMaehIHhJH TY3YMJJ:YK 1neMeHTTep11HMH )!(aHa 

rrpoueeeTep11H11H HaThJH)Ka11y y 11yryH )!(atta 6e11r1111ettrett TananTapra 

bIJiaHb!K Kenyyeytt KaMebI3 Khrnyy; 

14) KYMYJIHTHBiJ.HK Taacup - a3hlpKhl y6aKTa )Ke 6errrnrryy 611p 

y6aKbIT apa11bifhIHlla )Ke1<e an aM.llbIH )Ke nony1151u115JHbIH n ett coonyrytta, 

6a1<y6aTTyynyrytta )Katta )Kawoo eanaT bIHa 11apb1 npenapaTbIHhIH OJ-(, 

tteiiTparr.nyy )Ke Tepe TaaC11pnep11H11H )!(b!HhIHJJ:bieb1; 

15) <j>apMaKOJIOrHSIJlblK K030M0Jl CHCTeMaCblHblH 

MacTep-<j>aiiJibI - 611p )Ke 611p Hel.fe 1<arrarrraH .JJ,aphI npenaparraphI 

)!(0HyttJJ:e MaaJibIMarrapra Kaparn Karroo Ky6enyryttytt KapMoo'lyey 

Tapa6bIHaH KOJI.L(OHyrrraH ¢apMaKOJIOrM51JihlK K030M0JI eMeTeMaehIHhIH 

KeI{11pM ehmaTTaMaeb1; 

16) MeLJ,Hl{HH3JlblK '1CaHa <j>apMal{eBTHKaJibIK Kbl3MaTKepJiep -

earraMaTTb!K CaKToo y10M.naphIH.L(a 11IUTereH )!(OropKy, OpTO KeeHnTHK 

Me.L(MIJl1HaJibIK, ¢apMal]eBTl1KaJihIK )!(aHa 6aIUKa 611JIMMM 6ap a)J,aM)J,ap; 
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7) 3aBeprneuuoe KJIHHH'teCKoe uccJieLJ,oBaHue - 11eene110BaH11e, no 

KOTOpOMY nonroTOBJ!eH 3aK111Q'fl1TellhHblH OT'feT 0 Kl111Hl11.feeKOM 

HeCJie)J,OBamrn; 

8) 3JIOynoTpe6JieHHe Jie1capcTBeHHblM npenapaTOM - rroeTOl!HHOe 

11n11 pa3osoe npe.JJ,HaMepettttoe Ype3Mepttoe yn0Tpe611ett11e ne1<apeTBeHHoro 

npenapaTa, KOTopoe eonpoBO)J():(aeTel! He6naronpH51THhIMH 

¢113MOJIOfl1"LJeCKMMl1 l1Jll1 ITCl1XOJ!Or!1'IeCKl1M11 3cp.cpeKTaM11; 

9) HLJ,eHTH<j>Hl{HpOB3HHblH pHCK - He)KeJlaTeJlbHOe nocJle,UCTBHe 

cpapMa1<0Tepan1111, B OTHOWeH1111 KOTOporo nony4eHbl .llOCTaTO'fHble 

.L(OKa33TellbCTBa H3JIH'IH.SI B33HMOeB.Sl3 l1 c no.no3pesaeMhIM neKapeTBeHHh!M 

npenapaToM; 

10) HH)J.HBH)J.yaJibHOe coo6UJ,eHHe 0 He'1CeJiaTeJlbHOH peaKl{HH -

HH¢opMaumr, nepe)J,aBaeMM B eooTBeTCTBHH e ycTaHOBJieHHhIMH ¢opMOH l1 

eo.nep)J(aHHeM, 06 O)J,HOH 111111 HeCKOJ!hKHX nO)J,03pesaeMblX He)J(eJiaTeJihHhlX 

peaKl]l1l!X Ha neKapCTBeHHblH rrpenapaT, B03Hl1KalOIIIl1X y OT.L(eJlbHOfO 

rrau11ettTa B onpe,ll,e11eHHhIH MOMeHT speMett11; 

11) HCTO'IHl1KH noJiy'IeHHSI HH)J.HBH)J.yaJibHblX coo6UJ,eHHH 0 

ue:>KeJiaTeJibHblX peaKl{HHX no 3anpocy - opraHH30BaHHhie e11eTeMhl no 

c6opy ,ll,aHHblX, KOTOpbie BKJJIO'fa!OT B ee6.SI KJll1Hl11.feCKHe 11enbIT3HH.SI 

(Hee11e)J,OB3HH.S!) , peeCTpbl , noCTper11CTpau110HHbie nporpaMMbl 

rrepeottan11311posattttoro 11e noJJ h30Ba H11 5I JJ eKapcTsettttoro npenapaTa , 

.upyrne nporpaMMbI n o no1111ep)KKe nau11ettrns 11 MOH11Top11Hry 

3a6011esatt11ii, onpoey n au11eHTOB 111111 JJeYam11x spayeif 11JJ11 e6op 

:irn¢opM3Ul111 06 1¢¢eKTl1BHOeT11 Teparr1111 11 np11sep)J(eHHOCTl1 nau11eHTOB 

K rre'IeHmo; 

12) Ka'!eCTBO CHCTeMbl <j>apMaKOHa)J.30pa - s ee x apaKTep11eTHKH 

CHCTeMbl ¢apMaKOHa,U30pa, KOTOpb!e B COOTBeTeTBHH e oueHKOH 

sepO.S!THOCTl1 npMBO,ll,51T K pe3yJJbTaTaM, COOTBeTeTBYIOIIIl1M l]eJJ.S!M e11eTeMhI 

¢apMaKoHa)J,3opa; 

13) KOHTpOJib H o6ecneqeuue Ka'!eCTBa CHCTeMbl 

<j>apMaKOHa)J.30pa - MOH11T0p11Hr, oueHKa, 06eene'leH11e 1 ¢¢eKTHBHOCTl111 

eOOTBeTCTBMl! CTpyKTypHhlX 3JleMeHTOB 11 rrpoueceos e11eTeMbl 

¢apMaKOHa,ll,30pa yCTaHOBll e HHb!M Tpe6oBaHH5IM ; . 

14) KYMYJIHTHBHoe BJIHHHHe - 3TO eoBoKynttocTb no110)1<11TeJ1bHb1X, 

HeiiTpaJihHhlX l1Jll1 OTp11uaTeJlbHbl X BJ1 1151Hl1H lleKapcTBeHHOro npenapaTa, 

KOTOpbie 803,[(eHeTByeT Ha 3,[(0pOBbe, 6narorroJJyq11e 11 Ka'leeTBO )J(l13Hl1 

OT)l,eJibHOro HH)J,11Bl1,ll,a 11Jil1 nony 11.SIUl111, B HaeTO.S11IIee speM.S! 11Jil1 B Te'leHHe 

onpe,ll,erreHHOro nep110,ll,a speMeH11; 

15) MacTep-<j>auJI cucTeMbI <j>apMaKona11.3opa - no)J,po6Hoe 

on11eaH11e eMCTeMbI ¢apMaKOH3,[(3opa, np11MeH.S1eMOH )J,ep)J(aTeJieM 

perneTµauHOHHOro y.JJ,oeTosepeHH.SI B OTHOllleHHl1 .ll3HHb!X 06 0.llHOM HJil1 

HeCKOJihKl1X 3aper11cTp11posattHh1x rreKapcTBeHHhIX nperrapaTax; 

16) Me)J.HU:HHCKHe H <j>apMaU:eBTH'leCKHe pa60THHKH - n11ua e 

Bb!ClllHM, cpe,ll,HHM npo¢ecc11ottaJibHh!M Me.lll1UHHCKHM, 
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17) KaTTOOHYH 3Jl apaJiblK )l3TaCbl - 6eJJf11JJYY fo1p TaaC11p 6epyy'ly 

3llhl.-I<aMTun:aa...napbl i:ipenapaT&IHhIH KaHGhI raHa MaM:flei<erre-6on6oc)'H 
fo!p11H'fl1 Karroo .n:aTaChI (KOJl)lOHyyra )!{aKThrpyy); 

18) T060KeJI)lHIITH MHHHM3JI)l31IITblpyy qapaJtapbl - .n:aphl 

npenapaTbIHhIH Taac11p11 MetteH 6al1.JJaHbIWK_a.!:!_ _~5arb1Mch13 peaKU118JJalUJ,.blli 

nal1.n:a 6orryy hIKThIMan,n:yynyrytt an,n:hIH anyyra )Ke aJal1:Tyyra, )Ke 6on6oco 

)J<arhIMChI3 peaKUHllnap eep'-lyrett y'-lyp.n:a anap,n:hrn rrau11eHTKe )!{arhIMChI3 

peaKu11l!napbIHhIH oop.n:yryHyH .n:e1-ir:nn11H )Jee Taac11p11H aJai1:TYYra 

6arbITI3JlraH !1W-'-1apanap)lblH KOMJIJJeKCH; 

19) iKarbIMCbl3 pea1n{HS1J1ap il'6HYH!le 6HJJ)lHPYYil6 M33JlblM3TK3 
MHHHM3JJ)lyy TaJJanTap - weKTYY )K3rblMCbl3 peaKU11l!Jlap aHhJKTanraH 

yc1ypnap )Kettytt!le b1l1rapb1M YKYKTYY opratt.n:apra 6ep11nyy'-ly 

MaanhIMarrap,n:hJH MHH!1Man.n:yy TOIITOMY ( aHh!H 11'fHH)le 

11)leHT11cj>HKau11llnattyyqy penopTep, H)leHTHcj>HKauH5!naHyyqy 6el1:Tarr, 

)J<arhIMChI3 peaKu11l!nap )!{aHa rneKTyy .n:aphI nperrapaTh1); 

20) iKarblMCbl3 pea1cQuH - )lapi;1 npenapaTblH (113HJJ)lettyyqy) 

KOn)lottyy MeHeH 6al1:naHhIIllKaH opraHH3M)ll1H KOKYCYHaH 6onrott 
)J<arhJMChl3 peaKU11llChI; 

21) iK3fblMCbl3 KepyttyrnTep - .n:apbl npenapaTh!H KOJJ)lOHYY JVietteH 
6orrroH ce6en-HaThIH)!{a 6al1:natthIIllhJHa Kapa6acTaH, nau11eHrrHH )Ke 

KJJHH!1KaJlh!K H3!1JI)leettyH cy6beKTHCHHHH ,n:eH coonyryHyH a6anhIH)larhI 
KaH,n:al1:,n:hlp 6Hp )!{arhIMChl3 e3repyy; 

22) HMMYHH3au1rnJJ00LlOH 1rni1nHJ--CH J--Cb1Hb1p J--CepyttyrnTep -

npoqmna1<T11Kanb1K 3M)leenepAyH Kanettnapb1Ha K11pr11311nrett, OillOH)lol1 

3Jle 3Ill1)leMl151JlbIK KepceTKY'-ITep 60IOH'-la npocj>1111aKTl1KanhIK 3M)leenep,n:eH 

ynaM Kemm 'ib!ICKaH 3M)lee)leH 1CHH11HK11 Ka6bIJJ)lOOJJOp Me;mu11HaJJhllC 

)!{aKTaH anraH.n:a 11MMYHH3al{l15!JIOO)l0H 1Cl1Ml1H naif.n:a 6onroH ICaMCh! 

6orr6ocyH )!{3fhIMChI3 KepYHYJlirnp.n:y 611rr.n:11peT; 

23) KYTYJJ6ereH iKarbIMCbl3 peaKUHH - .n:aphI rrpenapaThIHhIH 
yyyp)larb1 )!{annhI Mytte3)leMenepytt)le KaMTbIJJraH MaanbIMaTKa )lan 

Ken6ereH )!{3rhIMChI3 peaKU11ll, Mytte3y, oop)lyK .n:e~r33JI11 )Ke HaThIH)!{aChI; 

24) K3TTOO J--Cy6eJJyryH KapMOO'IYHYH KOOTICY3!lyry iK0HYH)l0 
Heru3ru MaaJibIMaT - Karroo Ky6eJJyrytt KapMOO'iYHYH .n:aphI npenapaThI 

)J<eHyH)le Her113r11 MaanbIMarrap,n:bIH Tl13MeCJ1H)le KaMThIJJraH .n:aphl 

rrperrapaThIHaH Koorrcy3,n:yryHa KapaTa 6onroH MaanhrMarrap, an hrl1:raphrM 

YKYKTYY opraH)lbIH cypoo-Tana6b1 6oFOH4a Maanb1MaTTapra e3repTYYnep 
K!1pr!13l1JJreH yyypnap)lbl KOWilOrOHLlO, an Tapa6b1HaH HWTeJJHil 'ib!KKaH 

)!{aHa 6yn .n:aphI npenapaThI caTbrnhm )!{aTKaH phIHOKTop.n:o aHhIH aphI3hI 

601-0H'-!a hil1:raphIM YKYKTYY oprattra 6ep1-rnrett; 

25) J--C3TTOO Ky60J1yryH KapMOO'IYHYH )lapbl KapaiKaTbl iK0HYHil0 
ueru3ru MaaJ1b1Marrap - Karroo Ky6enyryH KapMOO'iY Tapa6hrnaH 

HillTemm '-lhIKKaH )!{atta )laph1 rrperrapaThIHa KapaTa Koorrcy3,n:yK, Kon.n:ottyy 

KepceTKY'fTepy' )l03anoo pe)JCHMH, cj>apMaKOJJOrHl!JlbIK Kac11eTTep11 )!{aHa 

6ailJKa MaaJJbJMarrap)lbl KaMTbiraH )lOKyMeHT; 
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cj>apMal{eBTH'ieCKl1M 11 11Hb1M 06pa3oaatt11eM, ocymecTBJI51lOIUl1e 
-;ne'1TC.nBHOCTB a opramr.mn.IDIX"3,npaBooxpammur; 

17) MeiK)lyuapo)luasi )lam pemcTpauuu - .n:arn nepaoii 

perncTpau1111 ( o.n:o6peHHll K np11MeHeHmo) a 111-060M rocy.n:apcrne 

~apcTBeHHorn apenapaw, co,1J.epJKawero om::ie,111rn.eMHos 11eli9'FR¥1ornee-- ----
aemecTao; 

18) Mepbl MHHHMlnauuu pucKa - KOMJIJJeKC Meponpl1l!Tl1H, 

HarrpaaneHHhIX Ha npe.n:oTapameH11e 11n11 yMeH&WeH11e aepol!THOCT11 

B03Hl1KHOBeHl15! He)JcenaTeJJbHhlX peaKu11l1, CBl!3aHHblX c B03)leHCTB!1eM 

neKapcTaettHoro npenapaTa, 111160 Ha yMeH&wett11e cTerreH11 Tl!)!{eCTH 11n11 

BJll1l!Hl1ll He)JcenaTeJJ&HhlX peaKUHH Ha nauHeHTa B cnyqae HX pa3Bl1THll; 

19) MHHUMaJibHble Tpe60BaH1rn J--C nucj>opMau1111 B coo6mettuu o 

HeiKeJiaTeJibHOH peaKUHH MHHHMaJlhHh!H Ha6op .n:aHHhIX, 

npe,n:cTaBJI5!eMhIX B yrronHOMO'-!eHHhie opraHhI, 0 cny'fMX Bhl5!BJieH115! 

ITO)l03peaaeMhIX He)!{eJJaTeJihHh!X peaKUHH (BKJIJ--0'-13ll H)leHTHcj>HI~HpyeMoro 

penopTepa, 11.n:euTHcp11u11pyeMoro nau11eHTa, tte)!{eJJaTenbtty1-0 peaKuHJ--O 11 
no,n:o3peaaeMhiii neKapcrneHHhIH rrpenapaT); 

20) ueiKeJiaTeJibl-iaH peaKQHH - tterrpe.n:ttaMepeHHall 

tte6naronp115!THa5! peaKUHll opratt113Ma, CB513atttta51 c np11MeHeH11eM 

neKapcrneHHoro (Hccrre.n:yeMoro) rrperraparn; 

21) ueiKeJtaTeJihHOe HBJ1ettue-n1-06oe He6rrarorrp115!THOe l13MeHeHHe 

B COCT051Hl1!1 3)l0p0Bhll rrau11eHTa HJJH cy6beKTa KJ!l1Hl1'feCKOro 

11CCJJe)lOBaH!1ll, npOI130We)lwee IIOCJJe npHMeHeHHll neKapCTBeHHOro 

nperrapaTa, He33Bl1CHMO OT apH4l1HHO-CJJe.n:cTBeHHOH CBll3!1 c ero 
rrp11MeHeH11eM; 

22) nofioquoe npOHBJ1eu11e nocJte HMMYHB3aQuH 

IIOCTBaKL(HHaJihHhJe OCJIO)!{HeHl15!, Bhl3BaHHhJe npocpl1naKT!1'feCK11Ml1 

rrp11BHBK3Ml1, BKJIIO'feHHhlMH B Kaneu.n:aph npoqmnaKT!1'-leCKHX rrpHBHBOK, a 

TaK>Ke Bhl3B3HHhJe rrpo<t>11naKT11'feCKl1Ml1 rrp11Bl1BK3MH no 31Il1)leM!1'feCK11M 

Il0Ka33Hl15!M, npe,n:CT3BJJ51IOIUJ1e JJI06oe He6rraronp115!THOe c Me)l11Q11HCKOM 
TO'fKH 3peH!15! rrp05!BJieH11e, B03HHKIIIee rrocne l1MMYH1133UHH; 

23) uenpe)lBH)leHHaH HeiKeJiaTeJibHaH peaKQHH - He)!{eJJaTeJJ&HM 

peaKL(l15!, xapaKTep, CTerreHh T5!)!{eCT!1 l1Jll1 HCXO)l KOTopoif He COOTBeTCTByeT 

11HcpopMaL(1111, co.n:ep)!{aIUel1c51 a )leifcrny10mel1 o6mel1 xapaKTep11CTHKe 
neKapcTBeHHoro rrpenapaTa; 

24) OCHOBHaH HHcj>OpMaUHH 0 6e3onaCHOCTH )lepiKaTeJIH 

perucTpauuouuoro yLJ.OCTOBepettuH - HHcpopMau115!, 11MeJ--01UM 

OTHOWeH11e K 6e3onacttocTH neKapCTBeHHoro npenaparn, conep)!{aIUMCll a 

rrepe'-!He OCHOBHh!X )l3HHhIX 0 neKapCTBeHHOM rrperrapaTe .n:ep)!{aTeJlll 

per11cTpaL\HOHHoro y.n:ocToaepeHHll, pa3pa6oTaHHal! HM 11 npe.n:cTaBnlleMall 

no ero 335!BJieH!1lO B ynonHOMO'ieHHb!H opratt, Ha ph1HK3X KOTOph!X 

pean113yeTC5! )l3HHh!H neKapCTBeHHhlH rrperrapaT, 33 11CKJII0'-1eH11eM CJIY'f3eB, 

Kor.n:a B HH<l>opMau111-0 BHOCl!TCll l13MeHeHHll no Ype6oaaH!1J--O 
yrronHOMO'ieHttoro opratta; 
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26) moK MaaJibIMaT - nau11ettrrep,11.1rn ai1pb!M TonTopytt.na .napb1 

npenapaTbIH KOJJAOHYYHYH Kooncy3,nyry )Ke e3reYeJJyKTepy )!(0Hytt.ne 

KJJHHHKaJihIK Maatt11re 33 6oJJyruy MYMKYH 601iroH MaaJI&IMarrap.norn 

)KeTHUlCH3)J.HrH; 

27) HUITeJIHn 'lbiryyqy .napMeK npenapaTblHblH Kooncy3JJ.yry 

6010H<Ja OT'leT - 11wTeJJ11n 'II>Iryy,nar&1 .napoI npenapaT&IHhIH Kooncy3,nyry 

6oIOH''Ia Me3rHrr-Me3rHrrH MeHeH )KaH:I>TJTaHI>m Typyrry OTt.ieT; 

28) CHrHaJI)J.hl 6aaJIOO - )KaH:bl T06oKeJJ)lHKTHH TaacHp 3TYYt.£Y 33T 

)Ke ,napbI npenapaThl MeHeH ce6en-HaTb!H)!(a 6ai1naHbIWhIHh!H ,nM1rn.nep11H 

m11n.nee )Ke 6e11rn11yy To60Ken.n11KTHH MYH03)l.eMecyttyH e3repyruytt 

aHblKTOO MaKCaTbIH)l.a 6orrroH 6ap)l.b!K MaaJTbJMaTTap)lbl naii.narraHyy MeHeH 

sarr11.nau11HnattraH c1ffttarr.uh1 att.uatt apb1 6aanoo npouecc11; 

29) JJ.apb1 npenapaTbIH KOJlJJ.OHyyJJ.arbI KaTa - .nap&! npenapaTbIH 

Ko11.nottyy npouecc11H)le nam1eHTKe 3b!HH anhm KerrreH )Ke a11&m Ke1111w11 

MYMKYH 6onroH 6ai1Koocy3 Karn; 

30) arnhlK<Ja JJ.OJa - .uapb1 npenapaTb!Hh!H Kon.nottyy.narhI )!(aJIOhI 

MYH03)l.0M0cyH0 &rnaii&IK cyttyru KhIJII>IHraH MaKCHMaJI.ll.YY .no3a.naH awKaH 

catt.na .napDI npenapaTI>IH 611p )Ke KYMY11HTHsnyy Ka6&m Myy; 

31) KooncyJJJ.YK 60IOH'Ia Me3rHJ1-Me3rHJ1H MeHeH mau:blpThlJlraH 

OT'leT - Karroo Ky6011yryHyH 33Cl1 Tapa6oIHaH Karroo):(OH KHHHHKH 

3TanThIH H'Il1H):(e 6e11nrnyy 6 11p Me3r11rrne n ap&1 npenapaTbIHhIH "naii.na -

T06oKe11)l.Ji!K" KaTblillbJHa 6aa 6epyy Y'IYH OT'IeT; 

32) KOOncyJJJ.YKTY KaTTOO)J.OH KHHHHKH H3HJ1)].99 - Kooncy3)l.YK 

KOPKYHYt.£YHYH MyH01n0M0cy H aHbIKTOO )Ke caH )l{arI>rnaH 6aaJioo, .napoI 

npenapaT&IHhIH Kooncy3JlYK npocpH11JilH bipacToo )Ke To6oKe11):(JilKTepnH 

6awKapyy 6010HYa Yapanap.UbJH HaTbIH)Kanyynyr y H 6aanoo MaKcaTb!H.Ua 

)i(ypry1ynrett, KarranraH .uap b1 npen apaTbJH a T11ewec11 6 ap 11111n.u00; 

33) nOTeHUHaJIJJ.YY T0601ceJl)J.HK - cpapMaKOJ10rH5I11bIK TepamrnHhIH 

.nap&! npenapaTI>I MeHeH 03 apa 6ai111aHI>IllihI 6ap 3KeH)J.JffHHe weKTeffYY 

Y'IYH Her113.nepl1 6ap, T11eweJJyy Typ.ne b1pacTa116araH )l{arhIMCbI3 KeceneT11; 

34) )J.aphI npenapaThIHhIH mannhl MYHSJJJ.SM0JI0pyn0 me 

Me)J.HUHHaJiblK KOJl)J.OHYY 60IOH'la nycKaMara bIJlaHblK 3MeC KOJl)J.OHYY 

(off-label) - .uapb1 npenapaTbIHbIH )1<aJJnh1 MYH03.U0M0cy )Ke Me.u11u11Ha11b1K 

Kon.nottyy 6010H'Ia ttycKaMa MetteH aHbIKTMYYYY waprrapra hrnai1hJK 

Ken6ereH .napI>I npenapaTbIH MeJll1U11HaJII>IK MaKcarra aTai1ornan Ko11.nottyy; 

35) yJiaHTbIJiraH KJlHHHKaJlblK H3HJl)l00 - Ji131111)l.0e TOKTOn KaJICa 

)Ke aHb!H TaJI)l.OOCy a»KTaca .na, 6l1p0K an )!{0HYH):(e )l{b!Hb!HTbIK OT'IeT )KOK 

6onroHno nauHettrrep.rrn Kowyytty 6awrnraH l13Hnn00; 

36) Me)J.HUHHaJiblK /Kai-ta cj>apMaueBTTHK ICbl3MaTKepnepre 

Ty1,neH-TYJ MaaJibIMJl.OO - MaanbIMaTTbIK 01 apa apaKeTTeHyy Kapa)!(aTI>I, 

aHbIH )l<ap.uaMbI MetteH Maatt11nyy Maanb1MaT Karroo Ky6enyryHyH 

KapMoot.iycy )Ke I>Ii1rapbIM YKYKTYY opraH rnpa6&rnaH .napoI npenapaThI 

)!(0H'yttJl0 aJibIHraH )KaJibJ MaaH1111yy MaaJibIMarrapra 6ai1:11aHI>IlliTYY 

6enrn11yy qapMapn&1 K0pyy )l<e KYHn 011yK npaKT11KaH&I 03repTyy 
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25) OCHOBHhle )laHHble 0 JieKapCTBeHHOM cpeJICTBe Jiep:acaTem1 

perncTpaunoHHOro yJIOCTosepeHHH - .uoKyMeHT, pa3pa6oTaHHbIH 

.nep)l{aTe11eM perncTpaUHOHHoro y.uocTosepemrn 11 co.z:i:ep)l{aIUl1i1 

HHcpOpMaUJilIO 0 6e3onacHOCTH, ITOKa3aHH5IX K np11MeHeHl1fO, pe)l{l1Me 

JI:03!1pOBaH:lrn, cpapMaKOJIOrn'IeCKl1X CBOHCTBax 11 .ri:pyryIO l1HcpopMaumo, 

KacaIOIUYIOC» 11eKapcTBeHHoro nperraparn; 
26) OTCYTCTBYIOillaH HHcj>OpMaUHH - HeJI:OCTaTOK CBe):(eHl1H 0 

6e1onacHOCTl1 11Jll1 oco6eHHOCTHX rrpHMeHeHHH JJeKapCTBeHHOro rrpenapaTa 

y onpe.ri:erreHHb!X rpynn nau11eHTOB, KOTOpb!e MOfYT HBJI5ITbCH K1111HH'feCKl1 

3Ha'IHMbIMH; 

27) OT'-leT no 6e1onacHOCTH pa1pa6aTb1BaeMoro neKapcTsennoro 

npenapaTa - nep110.n11YeCKl1H o6HOBJIHeMbIH OTYeT no 6e1onaCHOCTl1 

11eKapcTBeHHOro npenaparn, Haxo.rrnwero cH B pa1pa60TKe; 

28) oueHKa c11rHana npouecc .uanhHei1wei1 oueHKH 

BaJTHJI:HpOBaHHOro c11rHana c 11CITOJlb30BaHHeM scex !1Me!Oll.(11XC5I .ri:aHHblX c 

uenb!O l13y'IeHl151 .UOKa3aTeJlbCTB npHYl1HHO-CJJe,UCTBeHHOH CBH311 HOBOfO 

p11CKa c .z:i:ei1:CTBYlOU\11M seweCTBOM 111111 11eKapcTBeHHblM rrperrapaTOM 111160 

onpe.ri:e11eHl15I H3MeHeHH5I xapaKTep11CTl1Kl1 Jil3BeCTHOro pHCKa; 

29) OllJH6Ka npuMeHeHHH JieKapCTBeHHOro npenapaTa 

Herrpe.ri:ttaMepeHHM ow116Ka B rrpouecce np11MeHeH11» 11eKapcTBeHHoro 

rrperrapaTa, KOTopa5I np1rneJJa 111111 Morna np11secT11 K rrp111I11HeH11IO spena 

nauHeHTy; 
30) nepeJI03HpOBKa - np11MeHett11e neKapcTBeHHOro npenapaTa 1a 

OJI:HH rrpHeM 111160 KYMY115ITl1BHO B Ko1111qecTBe, KOTopoe rrpeBI>IIIIaeT 

peKOMettn yeMy lO MaKCHMaJTbHYIO JI:03Y B COOTBeTCTBl111 c n eikTBymweM: 

o6wei1 xapaKTep11cT11Koi1 neKapCTBeHHoro npenaparn; 

31) nepHO)J.H'1ec1rni1 o6HOBJ1SleMblH OT'leT no 6e1onaCHOCTH -

OT'IeT ):(JJH npe.ri:cTaBJl eHl151 oueHKl1 COOTHOWeH!151 «n011b3a - p11CK» 

11eKapcTBeHHoro npenapaTa .uep)!(aTeneM perncTpau110HHoro 

y,nocTosepemrn B onpe.ri:eneHHhIH nep110.z:i: speMeH11 B Te'Iem1e 

ITOCTperHCTpau110HHOfO 3Tarra; 
32) nocTperHCTpauHOHHOe HCCJie)lOB3HHe 6e1onaCHOCTH 

11ccne.ri:osaH11e, l1Me10wee OTHOWeH11e K 3aperl1CTPl1POBaHHOMY 

11eKapCTBeHHOMY npenapaTy , npose.uettttoe B uenHx onpe.ri:eJJeH11H 

xapaKTep11CTl1Kl1 11:1111 KOJJH'IeCTBeHHOH oueHKJ1 yrp03bI 6e1orraCHOCTH, 

ITO)l.TBep)l{)l.eHH5I npocpH115I 6e30ITaCHOCTH JJeKapCTBeHHOfO rrpenapaTa HJJH 

oueHKH 3cpcpeKTHBHOCTl1 Mep no ynpasneH1110 p11cKaM11; 

33) noTeHUH3JlbHblH pHCK - He)l{eJlaTeJJbHOe rroc11e.ri:cTBHe 

cpapMaKOTepan1111, B OTHOWeHl111 KOTOporo !1Me!OTCH OCHOBaHHH )l.JIH 

ITOJI:03peHJilH Ha HaJJJil'IHe B3al1MOCBH311 c neKapCTBeHHblM npenapaTOM, 

KOTopaH tta.une)1<aw11M o6pa30M He 6b1na no.uTBep)I<.Uetta; 

34) npHMeHeHHe He B COOTBeTCTBHH c o6mei1 xapaKTepHCTHKOH 

neKapCTBeHnoro npenapaTa 11n11 uncTpyKuneii no MeJIHUHHCKOMY 
npuMeHeHHIO (off-label) - HaMepeHHOe np11MeHeH11e neKapCTBeHHOfO 
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3apbIJI.llhirhI )KeHyH.ue anapra MaaJibIM.llOO MaKcaTbIH.Ua TY3.UeH-TY3 

fiepHlle~ 
37) 1capaJihm Jl(aTl\'.aH CHfHaJI - KOOITCY3.llYK 60IOH'ia Me3rHJI

Me3n!Jm MeHeH )J<al{blJJaHYY'-!Y OT'-!eT Y'"'YH MaaJTbIMaTTap,llbl '-!OryJTryy 

aRKTaraH KyHre Ka.Earn a§~.11 6010HYa 6aanoo )!(0JI-)!(06ocyHaH fil~ 

cHrHan; 

38) penopTHpOBICa - )!<arhIMCbl3 peaKU1151JTap )KeHyH.ue MaaJJbJMaTTbl 

hIHraphIM YKYKTYY opraHra )Ke '.lKCITepTT11K KOM11cc1151napra 6ennmeHreH 

cj>opMa.ua 6epyy ITpouecrn; 

39) .uaphl npenapaThlH KOJl.[lOHYY MeHeH 6aii:JiaHhlllIK3H 

To6oKeJI.UHKTep - ITau11eHTTep.u11H )Ke KaJTKThJH .ueH coonyryHa KapaTa 

.uapbl ITpeITapaTbIHhIH caITaTbJ, Kooncy3.uyry )!(e HaTb!M)!(aJTyynyry MeHeH 

6aH.naHhIIIIKaH )!(e ai1naHa-'Iei1pere )!(arLIMChI3 raacHp :iryyre aJJhm 

KeJIYY'"'Y T060KeJT,lll1KTep; 

40) OJIYTTYY JKafblMCbl3 peatCUHSJ - enyMre aJibin KeJTreH, 

ITauHettTTl1H eMypy )!<aHa .uett cooJTyry YYYH KOPKYHYY ryy.uypraH, 

ITauHeHTTl1 rocnHTan.uawTb1pyytty )Ke attbI y1apTyyHy TaJTaIT Khrnratt, 

rypyKTYY )Ke 6on6oco KepyHyn TypraH JMreKKe )KapaMCbI3.llhIKKa )!(e 

MaiihmThIKKa, ry6aca attoMamrnra )!<e eHyryyttyH KeMT11nrne aJJhm KenreH 

)!(arhIMChl3 peaKui-rn; 

41) CHfHaJI - 6ai1Koonop.uy )!(aHa '.l1<cnep11MeHTTep.uH KOIIIyn aJTraH.ua 

611p )!<e fo1p He'ie 6yJTaKrnp.uaH Kemm TYWKeH, c11rHaJJ.UhI sep11cj:>11KaUH5IJToo 

6010HYa aH.uatt apKbI apaKenep YYYH )!(eTHWTYY .uen 6aaJJattratt MaaJJbIMaT, 

aJJ .uaph1 ITpeITapaThIHhIH raacHpH MetteH )!<arhIMCbI3 )!(e )!(arhIM.llYY 

Ky6ynywrnp,llhIH )!<e e3 apa 6ai1natthIWKaH Ky6ynywrnp.ULIH 

)!(hIMhIHL\hIChIHhIH oprocytt.uarb1 6enr11nyy e3 apa 6aiinaHhIIIIThIH )!(aH.hI 

ITOTeHUl1aJI.llYY ce6en-HaTb!H)!(3 6aH.JTaHblillb!HblH )!(e )!(aH.bl acITeKTHHHH 

6onywyH 60JI)!(OJI,ll0HT; 

42) <f>apMaKOJIOfHSIJlhll( 1(030M0Jl CHCTeM3ChlHhIH canaT 

CHCTeMaChl - cpapMaKOJIOrH51JTblK Ke3eMeJT CHCTeMaCb!Hb!H y10wrypyy 

ry3yMy, M11n.uenep11, )!(OJI-)!(06onopy, npoueccrep11 )!(aHa pecypcrnph1, 

aHbIH H'-!HH,lle pecypcrnp.UhI, .l!OKyMeHTTep)]H TaJTaITTarhI)]aii 6arnKapyy 

)!(atta )!(eHre canyy YetteM.uep1rne hinaH.bIK KeJTyy; 

43) T060KeJI.[lHKTep.uH 6arnKapyy CHCTeM3Chl - .uapbl 

ITpeITapanaphI MeHeH 6ai1naHhIWKaH To60Ken.u11Krep.u11 aHhIKTooro, 

MyHeJ,l]eere, aJT,l]hIH aJJyyra )!(e M11H11MaJT)]aWTh1pyyra, aHhIH wrnH,l]e 6yn 

apaKerrep.u11H )!<aHa 11w-Yapanap,llbIH HaTb!H)!<aJiyynyryH 6aanooro 

6arhITTaJiraH cj:>apMaKOJIOrH51Jlb!K Ke3eMeJT 60IOH'ia apaKeTTep,llHH )!(aHa Hlll

'iapaJJap.uhIH KOMITJTeKc11; 

44) <f>apMaKOJIOfHSJJlhIK K030M0JI CHCTeMaChl )]aphI 

rrperraparrapbIHhIH Koorrcy1.uy rytt KOHTpon.uoo, .uapbl rrperrapanapb!HhIH 
1

"rraii.ua - ro60KeJ1.UHK" Ka'fbIWblH 6aaJ100.uo 6ap11b1K e3repyynep.uy e3 

6arbrn.ua aHbIKToo, nai1.ua To60Ken.u11KTeH arnhm KeTKeHne .uaph1 

nperrapanapb!H KOJTLlOHYYHY KaMCbl3 Kbrnyy 60IOHYa yapanap,llbl HWTeII 
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rrperrapara c Me,ll11Ul1HCKOH ueJTb!O He B COOTBeTCTBl111 c ycnOB1151MH, 

onpe;n,eJUTeM&IMH o6rrteWxapaI<TepF!CTAT<01i:fleKapcTBeHHOro fiperrapaTa HJIH 

HHCTpyKuHeii ITO Me.ZWUHHCKOMY ITp11MeHett1110; 

35) npOllOJl'.IK3IOUleecSJ KJIHHHlfeCKOe HCCJie.UOBaHHe 

11ccnenosamie, s KOTOPOM Hal.l~H@ RaH;H811'fOB, ;B;a>Ke eCJl.H 

HCCJie,llOBaHHe npHOCTaHOBJieHO HJIH ero aHaJIH3 3asepIIIeH, HO 11TOroBb!H 

OT'ieT 0 HeM OTCYTCTByeT; 

36) npHMOe HH<f>opMHpOB3HHe Me.UHUHHCKHX H 

cj>apMaueBTH'leCKHX pa60THHKOB - cpe.ucrno HHcpopMau110HHOro 

B3al1MO,l]eHCTBH51, ITPl1 ITOMOIIIH KOTOporo Ba)!(Ha51 HHcjlopMau1:rn 

rrpe,l]OCTaBJT51eTC51 HaITp51MYIO ,l]ep)KaTeJTeM perHCTpaUHOHHOro 

y.uocrosepemrn 11n11 yrronHOMO'ieHHhIM oprattoM c uenb!O 11x 

HHcj:>OpM11poBaHH5I 0 He06XO,l]l1MOCTl1 rrpHH51Tl151 orrpe,lleneHHh!X Mep HJil1 

HJMeHeH115! pyrHHHoii rrpaKT11K11 s cs51311 c rronyc1eHHhIMH HOBhIMH 

BmKHblM11 )]aHHblM11 0 JleKapCTBeHHOM npenapaTe; 

37) paccMaTpHBaeMbIH CHrHaJI - rnrttaJl, KOTOpblH npOXO,lll-1T 

ITpoue.llypy oueHKl1 no COCT051HHIO Ha ,llaTy OKOHYaHHll c6opa )]aHHb!X ,l]JJ51 

rrep110,l]HlfeCKOro o6HOBJl5leMoro OTYeTa no 6e30llaCHOCT11; 

38) penopTHposauHe - rrpouecc rrepe.uaY11 s ycrnHosneHHoH. cpopMe 

HHcj:>OpMau1111 0 He)!(eJiaTeJihHbIX peaKUH51X B YITOJIHOMoqeHHh!H opraH HJIH 

'.lKCITepTHh!e KOMHCCHH; 

39) pHCKH, CBH33HHhie c npHMeHeHHeM JieKapCTBeHHOro 

npenapaTa - p11CKl1, CB513aHHb!e c KalfeCTBOM, 6e30IIaCHOCTh!O HJIH 

:icjlcjleKTHBHOCTb!O neKapCTBeHHOro rrpeITapara ITO OTHOWeHmo K 3,l]OpOBhlO 

rral.(J.ieHTOB 11JTl1 Hacenemrn 11JTl1 Be.llym11e K He)KeJTaTeJTbHOMY B03,l]eHCTBl1IO 

Ha 0Kpy)!(a10myro cpe.uy; 

40) cepheJHaH ue:iKeJiaTeJihHaH peaKUHH - tte)!(enarenhHM 

peaKUH51, KOTOpa51 rrpHBO,l]HT K CMepT11, rrpe)]CTaBJJl!eT yrp03y ,llJI51 )!(J13HH H 

3.l!OpOBh51 rrau11eHTa, Tpe6yeT rocrr11TaJJ1nau11H nau11eHTa 11JT11 ee 

rrpO,llJTeHl151, rrpHBO,lll1T K CTOHKOii m160 Bblpa)!(eHHOM Herpy.uocrroco6HOCTH 

HJJH HHBaJIH,l]HOCTH, K BpO)!(LleHHblM aHOMaJTHl!M 11JTH rropoKaM pa3BHTH5I; 

41) CHfHaJI - 11Hct>opMaUl1ll, rrocryrra10mall OT 0,l]HOro HJIH 

HeCKOJihKHX HCTQqHHKOB, BKJ1!0'ia51 tta6JIIO,lleHl151 H '.lKCITepHMeHThl, KOTOpa51 

rrpe,l]IIOJiaraeT HaJJHq11e HOBOM IIOTeHUHaJJhHOH IIpHlf HHHO-CJie,l]CTBeHHOH 

CB513H HJIH HOBOro acrreKTa H3BeCTHOH B3aHMOCB513H Me)!(,l]y 803,lleiiCTBHeM 

neKapCTBeHHOro ITpeITapaTa l1 l!BJTeHHeM 11Jil1 COBOKYTIHOCThlO 

B3al1MOCB513aHHb!X 51BJieHHii, He)!(eJiaTeJThHb!X 11Jll1 6narorrpH51THhIX, 

oueHHBaeMM KaK ,llOCTaroqua51 ,llJI51 ,l]aJlbHeiiurnx ,l]eHCTBHii ITO 

sepHcj:>HKa[(HH Cl1rHaJJa; 

42) CHCTeMa KalfeCTBa CHCTeMhl cj>apMaKOH3.[l30pa 

opratt11Jau110HHM crpyKTypa, o6l!JaHttocTH, rrpoue.uyphI, rrpoueccb1 H 

pecypchI c11cTeMbI cj:>apMaK0Ha113opa, BKJTIOYal! Ha.UJTe)!(amee yrrpasnem1e 

pecypcaMl1, .llOKyMeHTau11ei1 11 COOTBeTCTBl1e HOpMaM peryJ111poBaH11l!; 
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'lhiryy )Katta 11ll1Ke K11pr113yy YYYH apttanraH cpapMaKonor11.HJihIK K030Men 

6010tt'la Macenenep,DJ1 )KaHa M11n.uerrep.u11 aTKapyy YYYH Karroo 
Ky6erryKTepyH KapM00•1ynap )J(atta hii1raphIM yKyKTyy opraH rnpa6brnaH 

y10IIIrypynraH CHCTeMa; 

45) CflOHTaHtJ.YY 6HJ1ll.HPYYJ10p - Me.U11U.HHaJihlK )J(atta 

cpapMau;eBrr11K KhI3MaT1<ep.n11H )J(e KepeKTee'lyttyH hiliraphIM YKYl<TYY 

oprattra, Karroo 1<y6erryrytt KapMoottyra )J<e 6aIIJKa hTliraphTM yKyKTyy 

yIOMra 611p )J(e 611p Hette .uapbl npenaparrapbIH Ka6hJJT arrratt nau11ettrre 6ttp 

)J(e 611p tte'le )j(arhIMChI3 peaKU.11.Hnap,nhIH 6a.HH.UaJihllllhIH KaMThiraH )J(aHa 

KJil1Hl1KaJibIK H3l1JI.U00 )j(ypry3yy,ne )J(e MaaJibIMarrap,nhI yIOIIIKaH.UhIKTa 

qoryrrryyHyH 6aIIJKa MeTO.UYH KOJT.UOHyy.ua aJTbIH6araH MaaJib!Marrap,nhI 

hIKThrnp.nyy 6epyycy; 

46) t1.aphl npenapaThIHhIH 1cooncy3,nyry :1Kettynt1.e MaaJlhlMtJ:aMa 

MaaJlbIMaT - Karroo Ky6enyryH KapMOOYYHYH .uapbl npenapaTbl )J(0HYH.U0 

tter113rH MaarrhIMaTKa KHprH3HrrreH }J<aHa hTHTaphIM YKYl<TYY opraH 

MaaJihIM.UaMa MaanhIMaTKa e3repTyynep.uy 1<11pr113yytty rn.n.an KhinraH 

yqypnap.Uhl KOIIInoroH.UO, Karroo Ky6enyryH KapM00•1y Kooncy3,nyK 60IOH'la 

Me3rnrr.uyy )j(aJ-lhlpThJJTYYYY OTYerrop.uo KepceTyyre THHHIII 6orrroH .uaphl 

npenapaThIHhIH 1<ooncy3.nyry )J(0HYH.Ue MaanhJMaT; 

47) canaTKa TaJlanTap - 6enrnnyy 611p hlKThIMarr.uyynyK MetteH 

canaT cttcTeMaCbIHhIH Tanan KhJJThJHraH HaThJH)J(aJiaphrna )J(e MaKcarraphrna 

)J(eTHIIJYYre anhm Kenyyqy canaT cttcTeMaCbIHhIH Mytte3,neMerrepy; 

48) canaTTbl '.IKaKUJhIPTYY - canaT Cl1CTeMaCh!H )J(aKlllhlpTyy 

MaKCaTbIH.Ua cpapMaKOJIOrH.HJTh!K K030M0JI CHCTeMaCb!HblH canaT 

cttcTeMaCbIHhIH TY3YMYH0 }KaHa npoueccTep11He 3apbrn e3repTYYnep.uy 
KHprn3yy; 

49) b1iirapb1M yKy1cryy opratt - .uaph1 Kapa)J(arrapbIH )J(atta 

Menm~11HaJibIK 6yIOM,nap,nhI )KyrypTyy qeJ;fpecyH )J(0Hre canyy 6oIOH'la 

carraMarrbTK caKToo yeJ;fpecytt.nery hTHraphIM YKYKTYY MaMJieKerrHK 

opraH.UhlH Be.UOMCTBOJIYK 6enyMy; 

50) curttaJltJ.bI 6aIIJ1rnpyy - rnarnp nyyqy 3aT )J(e .uaphI npenapaTbI 

MeHeH 6ai1rraHblWKaH )Kal{bl To6oKerr.nHKTep.nHH 6onywyH aHb!KTOO )j(e 

)J(arhJMChl3 peaKU.11.HJiap }](0HYH.U0 )KeKe 6Yrn.u11pyynep.uy, aKT11B.UYY 

MOHl1TOp11Hr,n11H )Ke 11311JI.U00JI0P.UYH apa1<errer11 Cl1CTeManapb!HaH 

aJibIHraH )J(b!HbIH.Uhl MaaJih!Marrap,nbI, l1Jll1Ml1H Me.UHUHHaJibIK 

a.ua6tt.Hrrap,nhT )J(e 6aIIJKa MaaJTbTMaT 6ynaKTaphrn 113HJI,neeHytt 

ttaTh!H)J(anaphI 6010ttlfa 6enrnnyy T0601<eJI.UHKTepn11H e3repyrnytt attbIKTOO 

MaKCaTbTH.Ua, OIIIOH.UOH 3JTe 3apbJJT cyttyIIITap.Uhl, lfe'lHM.Uep,nH Ka6brn anyy, 

MaaJib!MaT aJIMaIIIyy )J<aHa 6aHKOO )J<ypry3yy MaKCaTbTH.Ua 0TKepynyyqy 
HIIJ-'lapanap,nb!H KOMTIJTeKCH. 
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43) CUCTeMa ynpaBJleHHSI pHCKaMH - KOM!IJieKC .ueHCTBl1H 11 

Meponp11.HTl1H no cpapMa1<otta,n3opy, ttanpaBJieHHhIX Ha Bh1.HBJiett11e, 

xapaKTepHCTl1J<Y, npe.noTBpameHHe 11Jll1 M11Hl1M113aUH!O pHCKOB, CB.H3aHHbIX 

c rreKapCTBeHHblMH npenapaTaMH, BKJT!O'lal! ouettey 3cpcpeKTHBHOCTl1 3THX 

.uei1.CTBl1H 11 Meponp11.HT11H; 

44) CHCTeMa <!>apMaKOH3JUOpa - Cl1CTeMa, opraHl13yeMa.H 

.nep)J(aTeJTl!MH perncTpau110HHhlX y.uocTOsepeHHH H ynonttoMotteHHhTM 

opraHOM .UJT.H Bb!ITOJTHeHHll 3a)la'-I H o6ll3aHHOCTeH no cpapMaKOHa,n3opy, 

npe)lHa3Halfetttta.H .UJI.H KOHTpOJIJi 6e3onaCHOCTl1 JieKapCTBeHHhlX 

npenapaTOB, CBOeBpeMeHHOrO Bhl.HBJTeHl1.H BCex H3MeHeHl1H B oueHKe 

COOTHOWeHHll «nOJih3a - p11CK» JieKapcTBeHHblX nperrapaTOB, pa3pa6oTKH H 

Bttenpett11.H Mep no 06ecrreqett1110 np11Mettett11.H 11e1<apcTBetttthIX rrperrapaTOB 

rrptt npeBbIIIJeHHH TIOJib3bI Han p11CKOM; 

45) cnoHTanuoe coo6meuue .uo6poBOJihHa.H nepe,naqa 

Me.UHUHHCKHM H cpapMau;eBTH'-leCKHM pa60THI1KOM HJTH noTpe6HTeJTeM 

ynoJIHOMO'-!eHHOMY op ratty, nep)J(aTeJI!O perncTµau.110HHOro y .UOCTOBepettM.H 

HJIH .upyroH: yrroJIHOMO'leHHOH opraH113aUH11 .uaHHbIX, KOTOpb!e co.uep)J(aT 

orrncaHHe O.UHOH HJTH HeCKOJThKHX He}KeJiaTeJihHblX peaKUHH y nauHeHTa, 

np11H11MaBwero 0Ll11H 11Jll1 tteCKOJihKO JieKapCTBeHHbIX npenapaTOB, 11 

KOTOphie He 6hrn11 nonyYeHhI B xone nposenettHll KJil1HH'lec1<oro 

Hccne.uosaH11l! 111111 np11MeHeH11ll HHoro MeTona opratt113oBaHHoro c6opa 

,naHHhTX; 

46) cnpaeoquaSI nn<!>opMauusi o 6e30nacHOCTH JleKapcTBenuoro 

npenapaTa - HHcpopMau1rn o 6e3onacttocTtt rreKapcTBeHttoro rrpenaparn, 

KOTOpall' BKJI!O'leHa B OCHOBHyIO HHcpOpMaUHIO 0 JieKapcTBeHHOM rrpenapaTe 

.uep)J(aTeJIJi per11cTpa11.HoHttoro y.uocrnBepett11.H H 1<0Topy10 nep)J(aTeJih 

perHcTpaUHOHttoro ynocT0Bepett11.H LlOJI)J(ett y1<a3aTh B nep110,n11lfeCKHX 

o6ttoBJil!'eMhIX OT'leTax no 6e3onacttocTH, 3a HCKJI!O'leHHeM cnyqaeB, Kor.ua 

ynoJIHOMO'leHHhlH opraH Tpe6yeT BHecemre H3MeHeHHH B crrpaBO'lHyIO 

HHcpOpMau1110; 

47) Tpe6oBaHHSI K Ka'-!eCTBY - xapaKTepHCTHKH CHCTeMbl Ka'leCTBa, 

KOTOpble c onpe.ueneHHOH sepOl!THOCTb!O npHBOLll!T K LlOCTH)J(eHHIO 

Tpe6yeMhlX pe3yJihTaTOB HJIH u.eneA CHCTeMhl KaYeCTsa; 

48) yJ1yqrneu11e Ka•1ecTBa - BttecettHe tteo6xon11Mb1x 113MeHeH11H B 

CTPYKTYPY H rrpouecch1 c11cTeMhI Ka'lecTBa c11cTeMbI cpapMaKotta,n3opa c 
QeJibIO ynycmreHH.H CHCTeMbl Ka'leCTBa; 

49) ynoJlHOMO'-leHHbIH opratt - nonsenoMCTBeHttoe no.upa3,nenett11e 

yrronHOM01::£eHttoro rocy.uapcTBeHHoro opratta B ccpepe 3.UpasooxpatteHHll' 

no perymrpoBaHHIO ccpephr o6pamettHll' ne1<apcTBeHHbIX cpe.ncTB H 

Me.UHUHHCKHX 113.UemfH; 

50) ynpaBJleHne CHrHaJlOM - KOMITJieKC Meponp11.HTl1H, npOBO.U11MhlX 

B u;eJIJiX onpe.ueneHH.H HaJIH'lHll' HOBbTX pttCKOB, CBl!'3aHHbIX c .ueliCTByIOllIHM 
BemecTBOM HJIH neKapcTBeHHb!M rrpenapaTOM, HJIH H3MeHeHHll' l13BeCTHbIX 

p11CKOB no pe3yJihTaTaM H3yYeHl1.H HHLl11B11.UYaJibHhlX coo6w.ett11i1. 0 
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2-rnasa • .lJ:apbI npenapaTbIH KOJHIOHyy.uarhI :iKarbIMChB 

peaimlULllap.JK.0H.¥Jm0 Maa.a.b1MaL6epyy TapTH6H 
He)!(eJiaTeJihHh!X peaKU,l1RX, COBOKYIIHh!X )J,aHHhJX, IIOJlY'!eHHh!X 113 

~eHOTBYfOU(HX CHCTeM aK"ruBHOl"O 'MOHlITOpmrra • 11ll11 HCCJre.!(OBamrtt; 

Hay<IHOH Me.ll.l'U.{HHCKOH JlHTepa-rypbI HJIH HHh!X HCTO'IHHKOB )J,aHHbIX, a 

8. KepeKTeeqyrrep.IJ.eH, anap.uhrn Tyyratt.uapbIHaH, Me.IJ.HUHHaJihIK TaK)Ke B uemrx np11HRnrn Heo6XO.IJ.!1MhIX peK0MeH.uau11il:, peweHHH, o6MeHa 

)!<aHa cpapMal!,eBTHKaJJ[=?I~. _15.hl].~aTKepnepneH. ¢apMauearnKam»K HHcbOpMau11eil: H IDJOQie21rnaaH1111 

KOMnaH11Rrrap.uh1H eKyn.uepyHeH .uaphl npenaparraph!Ha weKTYY 

)!(arbIMCbl3 peaKUHl!Jiap )!<9HYH.Ue MaaJJb!MaT Karroo Ky6enyKTepytt 

KapMooqyrrap.UhIH .uapernHe .ua )!(9HeTynywy MYMKyH. 

9. )J{arbTMCbl3 peaKU!1l! )J<eHyH.ue MaaJJhIMaT .IJ.aphI npenapaTbTH 

KOJl.UOHYY MeHeH 2KarhIMChi3 peaKU11RHhIH ettyrywyttyH OpTocyH)J.arhJ 

ce6en-HaThIH)!(a 6ail:naHhIWhJH 6aanootty 6enrnnee yqytt TaJJan 

KhlJlbTHraH MaaJJhIMarrbIH Ml1Jl)J.eTTyy Ml1H!1MaJJ.IJ.YY KeJJeMyH KaMThJHT. 

)l{arhJMChl3 peaKU11l! )!<8HYH.IJ.e 611J1)].l1PYY )J,e Ml1Hl1MaJI.IJ.YY 

MaaJJhIMaT TananTaph1 - weKTYY )J<arhIMChI3 peaKU11RJJap nail:.IJ.a 6orrroH.IJ.O 

MHHHMaJI.IJ.YY MaaJihIMarrap TeMeHKyrrep.IJ.y KaMTh!HT: 

I) 611p )Ke aH.uaH Ken 11.ueHT11¢11KaU11l!J1aHyyqy penopTep 

(6awTaIIKbl 6yrraK) 2KeHyH.IJ.e MaaJJbIMarrap; 

2) H)J.eHnHjmKaUJ1RJJaHyyqy nau11eHT 2KettyH.ue MaaJih!Marrap; 

3) 611p )!<e aH)J.aH Ken weKTYY .IJ.apb1 npenapaTbI )!(aHahKe rnarnp 
:nyyc1y JaT )KeHytt.ue MaaJJbIMarrap; 

4) 611p )!(e att)J.aH Ken weKTYY )KarhIMChl3 peaKU,11R )KeHyH)J.e 
MaaJibIMarrap. 

I 0. )J,apbI npenapaTTapbrna )J<arbIMCbI3 peaKUHl!JJap )KeHyH.IJ.e 

Maanb1MaT hJil:raphIM YKYKTYY opratt.UhIH pacM11il: cail:ThI, ottrralitt 

pe)!(l1MHH)J,e M06HJI.ll11K THpKeMe, Th!HhIMChl3 6alirraHblllI, :rneKTpOH.IJ.YK 

no'ITa apKblJIYY 6epm1eT )Ke KaraJ TYPYH.IJ.e canaMaTTbIK caKToo 

qeifpecyH.IJ.ery hJHraphIM YKYKTYY MaMJJeKeTTHK opraH 6eKHTKeH ¢opMa 

6oIOH'Ia h1liraph1M YKYKTyy oprattra 6ep11neT. 

11. Me.IJ.HUHHaJihIK )KaHa ¢apMaueBTHKaJihIK 11wT11 )!(yJere 

awb1pyyqy y10M.IJ.ap.IJ.bIH )KeTeKq1rnep11 aHhIKTaJJraH weKTYY .IJ.aphI 

npenaparraphIHa 2KarbJMChI3 peaKUHRrrap )!(ettytt.IJ.e MaaJihIMarrhI 

hllirapbIM YKYKTYY opraHra 6epyy 6oIOH'Ia MHJI.IJ.errep.IJ.HH Me.IJ.HUHHaJihIK 

j)!<aHa ¢apMaueBTHKaJJh!K Kbl3MaTKepnep Tapa6bIHaH aTKapblJlblllih!H 
IKaMCbI3 KhlJlaT. 

CanaMarrhIK caKrno y10M.Uap b1 hIHraphIM YKYKTYY oprattra .uaphI 

penaparraph!Ha )!(arbIMChi3 peaKUHl!JJap.UhIH MOHl1T0p11Hr!1 60IOH'Ia 

,Ji:frapbIM YKYKTYY a)J.aM.IJ.ap.UhIH MaaJJbIMarrapbIH 6epeT. 

12. Karroo Ky6erryrytt KapMooyy ¢apMaK0110rnRJihIK KeJeMerrre 

e KOOTICY3.IJ.YKKa 6ail:rraHhlllIKaH, OllIOH)J.OH 3Jie nrewenyy )J.apbl 

penapaTbIH KOJI.IJ.OHyyra 6ail:rraHbIWKaH Kelirelirrepre THewenyy 

aaJJhJMaTThl )!(aJinhira MaaJJbIM.UOO )j(e Ka6apJJOO, )j(e )!<aHraWThipyy 

11eT11H hJHraph!M YKYKTYY oprattra 611rr.IJ.11pyyre MHJI.IJ.erryy. Karroo 

y6erryryH KapMooqy aHhI )!(aphrnnooro MaKyJI.IJ.awyy anyy )!(aHa 

aanbJM.IJ.oo YtfYH hiil:raphIM YKYKTYY oprattra MaaJJhIMaT 6epyyre 
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r JI a Ba 2. IIopH.UOK npe.IJ.CTasJJeHHH HH<j>OpMaQHH 

0 He:iKeJJaTeJJbHbIX peaKQHHX npHMeHeHHH 

neKapcTseHttoro npenapaTa 

8. 11H¢opMaU!1l! 0 IlO)J.03pesaeMbIX He)!(eJJaTeJJbHbIX peaKUHl!X Ha 

JieKapCTBeHHhie nperrapaTbl OT ITOTpe61nerrew, 11X pO.UCTBeHHHKOB, 

Me)J.HUHHCKHX H ¢apMaueBTH'IeCKl1X pa60THl1KOB, rrpe)J.CTaBHTerreil: 

¢apMaueBTH'IeCKHX KOMITaHHll MO)!(eT TaK)!(e HarrpaBJll!ThCl!: B a)J.pec 

.IJ.ep21<aTeneil: perHCTpaUHOHHhIX Y.IJ.OCTosepeHHH. 

9.11HcpOpMal.{Hl!: 0 He)!(eJiaTeJibHOH peaKI.{1111 CO.IJ.ep)!(l1T ofonaTeJibHb!H 

MHHl1MaJibHb!H o6'beM 11HcpOpMaU11H, Tpe6yeMh!H .llJll!: ycTaHOBJieHl1R 

oueHKH np111IHHHO-CJle,llCTBeHHOH CBl!3H Me2K.IJ.Y rrp11MeHeHHeM 

rreKapcTsettHoro rrpenapaTa 11 pa3Bl1T!1eM He21<erraTe11hHOii pea1<u1111. 

M11HHMaJihHh1e Tpe6osaH115! K 11H¢opMau1111 B coo6rueHHH o 

He)!(eJJaTeJlbHOH peaKUHl1 - Ml1Hl1MaJJhHhJe .uaHHbJe npH rrpe)J.CTaBJieHHH 

CJJyqaeB no.uo3pesaeMbIX He)KeJJaTeJJbHbIX peaKUHH BKJllOYalOT: 

I) cse.ueH11l! 06 o.uttoM 11n11 6onee 11.IJ.ettT11cp11u11pyeMoM perropTepe 
(rrepB011CTO'IHl1Ke ); 

2) CBe)J.eHHS! 06 H)J.eHTl1¢11u11pyeMOM nau11eHTe; 

3) CBe)J,eHl1l!: 06 O.IJ.HOM 111111 6orree ITO)J.03pesaeMOM 11eKapcrneHHOM 

rrpenapaTe 1-1/111111 .IJ.eiicrny10weM sewecrne; 

4) CBe)J,eHHl!: 06 O)J.HOH 11JIH 6onee ITO,ll03pesaeMOH He)!(eJJaTeJihHOH 
peaKI.{MH. 

10. 11HcpOpMal(l1l!: 0 He)!(e11aTeJibHh!X peaKI.{MRX Ha JieKapCTBeHHhie 

rrperrapaTbI rrepe.IJ.aeTcl!: qepe3 ocpHUHaJJbHbIH caiiT yrroJIHOMO'IeHHoro 

opraHa, M06HJibHOe llpHJIO)!(eHHe B pe)!(!1Me OHJJaHH, ropsiqy10 JIHHH!O, 

3JieKTPOHHY!O ITO'ITY HJIH rrpe)J.OCTaBJI5!eTC5! Ha 6yMa)!(HOM HOCMTeJie B 

yrrOJJHOMOYeHHhIH opraH no cpopMe, yrnep)!<neHHOH ynOJJHOMOYeHHhIM 

rocy.IJ.apCTBeHHhIM opraHOM B ccpepe 3.UpasooxpatteHH5!. 

11. PyKOBO.IJ.HTeJm opraH11Jau11w, ocywecTBJJlllOWHX Me.IJ.HUHHCKYJO 

11 cpapMaueBTHYeCKYIO ,llel!TeJibHOCTh, 06ecneY11Ba!OT BhJIT011HeH11e 

Me)J.MUMHCKMMM 11 ¢apMaueBTH'IeCKMMl1 pa60TH!1KaMH o6l!:3aHHOCTeii no 

npe)J.CTaBJieHM!O B YITOJIHOMO'IeHHblH opraH HH¢opMaUI·m 0 Bb15IBJJeHHb!X 

rro.uo3pesaeMbIX He)KeJJaTeJJhHhIX peaKUHl!X Ha JJeKapCTBeHHhie rrpenapaThl. 

OpraH11Jau1111 3.UpasooxpaHett115! rrpe.IJ.CTaBJI5!IOT B ynorrHOMO'IeHHhJH 

opraH )J,aHHble yrrOJIHOMO'IeHHb!X JIMU no MOHMTOp1rnry He)!(eJiaTeJihHblX 
peaKUHH Ha JJeKapcTBeHHhie npenapaTbJ. 
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M11n.n.erryy. 

13. Me.n.111.1,11ttaJihIK )f<atta cj>apMaJJeBTHKaJihIK KhI3MaTKepnep 

TeMettKy.n:eli 6ap,n:h!K y<J:ypnap )J<eHytt,n:e MaaJibIMaT 6epyyre M11n.n.erryy: 

- .n.apbl npenapaTiapbIHa OJIYTIYY )KarbIMChl3 peaKUJifHJiap.n.bI 

aHblKTOO; 

- .n:apb1 nperraparraporna )KarDIMCbI3 peam11Hnap, aHbIH 11'IHH,n:e: 

.n.apbI rrpenapaTiaporna KyTyn6ereH )KarbTMCbl3 peaKIJHHJiap; .n:apbI 

npenapaTbIHbIH canaTbIHbIH waiiKew 3Mecn1rn 6om1<on.n.ottroH ce6errTeH 

)KarbIMCbI3 peaKIJHHnap attbIKTanraH.n.a; 

- .n:apbI npenapaThrn.n:a 1<yTynrett TeparrHHJibII< HaTbIH)KanyynyKTYH 

)KOKTyry; 

Kon.n:oHynraH aHT116110T11KKe TYPYKTYY WTaMM,n:ap,ll,b!H 

aHbIKTaJihIIIIbIH orpacTooqy 6aKTep11onor11HJiblK H311n.n:eettytt 

aHTl16110Tl1KKe )KbIHhIHThIKTapor 6onroH.uo .n.apbI npenapaTbIHa 

TYPYKTYYIIYKTY eHyKTypyy; 

- .n.apbr nperrapaTbIH KOJI.llOHyy.n.arhI KaTanap; 

- "HycKaMa,naH ThllllKapbi" KOJI.D:OHyy; 

- .n.apbl nperraparrapbIH KOJI.D.oHyy.n:a 1<oorrTyy .n.apbI MeHeH e3 apa 

apaKerreHyyHyH Myp.n.a 6enrnc113 ylfypnapb1; 

- KOIIIYM'la MOHl1TOp11Hr.n.eH eTyyre T11ewenyy 6onroH .n:apbI 

rrperraparraporn KOJI.D:OHYY .n.a )KarbIMChI3 peaKu11Hnap,nbIH eHyryIIIY; 

narrHeHTiep,n:HH .n:apbJJIOOHYH )KaH;bl MeTo,n.n.opyHa 3pTe 

)KeTyycyH KaMChI3 Kb111yy )!<OJJ-)K06ocy 6010Hlfa .n.apbI rrperraparrapb!H 

KOJl,ll,OHYY .n.a )KarbIMCbl3 peaKL(l1HJJap,n:bIH eHyryIIIY. 

14. Ko1prbI3 Pecny611111<acbIHhIH aiiMarhrn.n.a Me.D:HIIHHaJibIK )KaHa 

cj>apMauesT11KaJ1bJK Khl3MaTKep11ep rnpa6b1HaH .uap b1 npenaparrapbIHa 

)Kafb!MCbi3 peaK!jl1HJ1ap aHblKTaJJraH ylfy p.ua anap )K8HYH.ll8 MaaJJbIMaT 

6epyyttyH Meetterrepy: 

onyrryy )KarbIMCbl3 peaKIIHH 6onrott yqyp.n.aH TapTbm 

TOKTOOCY3, 611pOK 48 caarraH Kelfl1KT11p6ecTeH; 

- )KarbIMCbI3 peaKIJHH 6onroH Kytt.n:eH TapTbm 10 Kanett.n.ap.D.bIK 

Kytt.D:YH H'lJrn.n:e; 

- 10 KaJJeH.n.ap,nhIK KYH.llYH 11lfl1H.Ue .uapb1 npenapaThrn.n.a KyTynrett 

TepaIIl15!Jlb!K HaTbJM)KaJJyynyKTyH )KOKTyry aHb!KTa11raH,llaH Kl1M11H. 

hlllrapbIM YKYKTYY opraH .n.apb1 rrpenaparraporna )KarbIMCbI3 

peaKIJHHnap )KeHyH.n.e 6ep1.rnreH MaaJibIMaTKa Tan.n:oo )Kypry3yy,n:e 3apb1JI 

6011roH ylfyp.n:a Me,ll,l1l(l1HaJlb!K )KaHa ¢apMaueBTl1KaJJbIK 

Kbl3MaTKepnep.ueH )KarhIMCbl3 peaKUl1HJJap )K8HYH.n.e KOIIIYM'la 

MaanbJMaTibI cypan anaT. Mb1tt.n.a cypanraH MaaJibIMaT )J<aJYY )KY3YH.n:ery 

cypoo-TananThI anraH KYH.D.eH TapThm 14 KaJieH,n:ap,nbJK KyH,neH 

Ke'll1KTHp6ecTeH 6ep11nyyre Tl1Hl1W. 

15. Karroo Ky6enYKTepyH KapMooqynap 

peaKIJHHIIap )Kettytt.n.e Maanb1Marrap.n:o1 anraH 

KaJJeH.n.ap,ll,hIK KYH.llYH 111.fHH.Ue b1i1rapb1M 

onyrryy )KarbIMCbI3 

Kytt.D:eH TapTb!TI 15 
YKYKTYY opraHra 
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12. .Uep)KaTeJib pernCTpa!j!10HHOro y ,llOCTOBepeHJ15! o6H3aH 

HHcj>OpM11posaTb ynoJIHOMOlfeHHh!H opraH 0 CBOeM HaMepeHl111 c.uenaTb 

rry6mr<J:Hoe coo6J.J.J,emi:e 11nH 11mpopM11posaHHe, mm pa:3MeJ.J.J,eHHe 

HH<J?opMaIJHH, OTHOCHJ.J.J,eikH K <J?apMaK0Ha,n3opy HJ!H rrpo6JieMaM, 

CBH3aHHhIM c 6e3onacHOCThlO, a TaK)Ke CBH3aHHOll c rrp11MeHeHHeM 

COOTBeTCTByIOJ.J.J,ero neKapCTBeHHOro npenapaTa. .lJ.ep)KaTeJib 

perHCTparr110HHOro y.n.ocTOBepeHHH o6H3aH npe,n:cTaBHTh 11H<J?opMa!jHIO B 

ynoJIHOMO'leHHh!H opraH .D:JIH 11H<J?opM11poBaHl15! 11 nonyqeHHH 

cornacosaH11H Ha ee ny6n11Ka1J11JO. 

13. Me.n:mi:11HcK11e 11 cj>apMauesT11qecK11e pa60TH11K11 o6H3aHbI 

rrpe,n:cTaBJIHTb 11Hcj>opMarr1110 060 scex cnyqaHx : 

BhIHBJJeHHH cepbe3HhIX He)KeJJaTeJJbHhJX peaKJJl1i1 Ha 

neKapcTBeHHbie npenapaTh1; 

BhIHBJieHHH He)KeJJaTeJibHb!X peaKu11i1 Ha JieKapCTBeHHble 

rrperrapaTbI, B TOM 'lHCJJe: Henpe.n:m1.n.ettHblX He)KeJiaTeJibHbIX peaKu11if Ha 

JieKapCTBeHHbie npenapaThI; He)KeJJaTeJJbHbIX peaKUHH, rrp11Y.11HOH KOTOpb!X 

rrpe.n:rronaraeTCJI HeCOOTBeTCTBHe Ka'leCTBa JieKapCTBeHHOro nperrapaTa; 

OTCYTCTBHH y JieKapCTBeHHOro rrperrapaTa O)KH,n:aeMOH 

TepaneBTHY.eCKOM 3<jJcj>eKTl1BHOCT11; 

pa3Bl1Tl1JI aHTH6110Tl1KOpe311CTeHTHOCTl1 Ha JieKapCTBeHHh!H 

rrperrapaT np11 Han11LI11H pe3yJioTaToB 6aKTep11onor11qecKoro 11ccne.n.osaH11H, 

TIO)l.TBep)K.D:a!OJ.J.J,HX onpe.ueneHHe pe311CTeHTHblX K npHMeHHBlUeMyCH 

aHTJ16HOT11KY WTaMMOB; 

- 01Il1161<11 np11MeHeH11H n eKapCTBeHHoro npenapaTa; 

- np11MeHeHJrn «BHe 11HCTPYKUIH1» ; 

pattee Hel13BeCTHhlX cnyLiaHX onaCHblX JJeKapCTBeHHh!X 

B3a11Mo.n.elkTB11i1 np11 np11MeHeH1111 neKapcrneHHhIX npenapaTos; 

pa3Bl1Tl15! He)KeJJaTeJibHblX peaKJJl1H np11 np11MeHeHHH 

JieKapCTBeHHb!X rrperrapaTOB, no.n:ne)Kal.J.J,HX ,l(OITOJIHHTeJibHOMY 

MOHl1T0p11Hry; 

pa3Bl1Tl15! He)KeJiaTeJibHhlX peaKuHH np11 np11MeHeH1111 

neKapcTBeHHbIX rrperrapaToB no rrporre.uype 06ecrreqeH11H paHHero .n:ocTyrra 

nau11eHTOB K HOBbIM MeTO,ll,aM Jie4eHl15!. 

14. CpoK11 npe.n.ocrns11ett11H 11H<jJopMau1111 o He)KeJJaTeJibHhIX 

peaKrr11i:rx Ha neKapcTBeHHbre rrperrapaTbI B cnyqai:rx HX BbIJIBJieH11H 

Me.D:HII11HCK11MH H <J?apMarreBTHLieCKHMH pa6oTHHKaMH Ha Tepp11Top1111 

Kb1prb13CKOH Pecny61111K11 : 

- He3aMe.n:1111TeJ1bHO, HO He TI03,llHee 48 4aCOB c MOMeHTa 

HaCTyrrneHHH cnyqaH cepbe3Hoif He)KeJJaTeJihHOif peaKuH.11; 

- B TeLieH11e I 0 KaneH.n:apHbIX nHeii co ti:HH HacTynneH11H cnyqa~ 
He)KeJiaTeJibHoli peaKJJ1111; 

- IIOCJie Bh!JIBJieHIDI OTCYTCTBHH y neKapCTBeHHOro rrperraparn 

O)KH.n:aeMOH TeparreBTH'leCKOH 3cj>cj>eKTHBHOCTl1 B Te'leHHH 1 0 KaJJeH.n:apHbIX 
,n:HeH. 
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T8M8HKy11ep.uy 6epeT: 

- l<-1>1Pi hQ j>ecI1y6JJ.J1Kac_p1fil>Ul aiiMarhllilla.. attbuaanraH . 0J1ynyy 
)!(aro1MChl3 peaKI.lmmap )!(8HYH.!le 61111.u11pyyHy; 

- 6auma MaMJJeKeTTepmrn aiiMaKTapbIH.!la aHbIKTanraH 011y11yy 

KyTy116ereH )!(arbJMCbl3 peaKLJ,!151J1ap )J<8HYH.!l6 61111.u11pyyHy_;_ 

- m1111.uettyytiy .uapbI rrperrapaTbrna KJJl1HI1KaJJbIK 1131111.n:eenep;:wtt 

)l<ypywytt.ue aHbII<TanraH ony11yy KYTYJI6ereH )J<arbIMCbI3 peaKUl151 

Tyypanyy 611JI.u11pyyHy: ony11yy KYTYJI6ereH )J<arbIMCbl3 peaKUl151HbIH 

atthIKTaJiraH.!lhirhI TyypaJiyy MaaJibIMaT anb1HraH KYH.!leH TapTbIII 

7 Kanett.uap.Ub!K KYH.LJ:YH 111-nrn.ue - 3rep.ue aJiap eJiyMre anhm Kence )!(e 

eMypre KOPKYHY'-1 Tyy.uypca; MaaJibIMaTThI anraH KYH.!leH TapTbIII 

15 KaJJeH.uap,!lb!K KyHre 'lei111HKl1 M88H8TT8 - KaJiraH onynyy 

Kyryn6ereH )!(arhIMChI3 peaKU1151Jiap Y'-IYH. 

AiiphIM yyypnap.ua, 15 KaJreH.uap.!lbIK KYH.!lYH 11'fl1H.!le Teparr115IJibIK 

HaTb!H)!(aJJYYJIYKTYH )J<OKTyry )1<8HYH.!l8 611JI.u11pyynep.uy 6epyy 3ap brn 

6oJiywy MYMI<yH. MbIH.Uai1 yyypJiapra eMypre KOPKYHY'-1 Tyy.uypraH 

oopynap.!lbI .uaphrnoo Y'-IYH weKTYY .uapbI rrperrapaTbIH Kon.uottyy.ua 

(aHb!H 11lfl1H.!le ce3r 11'-! MHKpoopraHl13M.Uep rraiiJJ,a KbrnraH )Ke Myp.ua 

ce3rn'-I .uerr 3cerrTenreH M11KpoopraH113M.!ll1H )!(aH,bI TYPYKTYY 

lllTaMMbIHbIH rraii.ua 6onywy MeHeH KOlllTOJiroH eMypre KOp KyHyq 

Tyy.uypraH 11HcpeKI.ll151JlbIK oopynap ), OlllOH,!lOH 3Jle BaKuHHanap )!(aHa 

KOHTpauerrT11a.uep weKTYY .uapbr rrperrapa11apb1 6onroH.uo Teparrmrnb1K 
HaTb!H)!(aJJyynyKTYH )l<OKTy r y 1<11peT. 

PerropT11poaKaHbIH 6enrnneHreH MeeHeTy )!(arbIMCbI3 peaKul151 

)l<SHYH.Ue 6awTaITKbI )l<aHa KOWYM'fa Maanb1Ma11apra )!(aHhJJlThIJlaT. 

E11n.u11pyynep.uy wawhIJJbIW perroprnpoaKanoo· )!(OJI-)!(o6ocyH 

aTKapyy YYYH y6aKbITThl 3cerrTee Karroo Ky6e11yryH KapMOOYyra ywyn 

TapT11rrKe brnaiibJK 611n.u11pyyHy 6epyyre rnnarr KbIJibJHraH MHH11Man.uyy 

MaanbIMaT )J<eTK11n11KTYY 6on roH y yyp.uaH rnpTbrn 6awTanaT. Eyn .uarn 

3cerrrne 6awrnnraH JJ,arn ("HeJIJJ,YK KYH") )!(aHa .ueM aJihIW )Ke MaiipaM 

KYH.!lSPYH KOWKOH.!lO, hriirapbIM YKYKTYY opraH )!(e Kanoo Ky6eny~ 
KapMOOlfY )!(afblMCbl3 peaKUl151 )1<8HYH.!l6 BaJ1I1,!laJJhlK )!(eKe 6!1JI.!lHPYY 

)!(8HYH.!l8 MaanbIMaTTbI anraH 611p11H'-!11 KYH 6011yrr 3cerrTeneT. 

16. )KarbIMCbl3 peaKU115111ap )!(8HYH.!l8 )KeKe 61111.u11pyynep KaTTOO 

Ky6enyKTepytt KapMOO'-lyJiap rnpa6hrnaH b1 i1rapbIM YKYKTYY oprattra 

3JleKTpOH.!lYK Typ.ue 6ep1-rneT. )!{ar bIMCbl3 p eaKl.l,115lllap )1<8HYH.!l8 )!(eKe 

61111.u11pyynep.uytt cpopMaTbl h1i1rapb1M YKYKTYY opraH rnpa6brnaH 
aHb!KTaJJraH cpopMaTKa b!JlaHblK J<eJiyyre Tl1Hl1lll. 

17. Ka1100 Ky6eJiyryH KapMooqynap Kb1prbI3 Pecrry6n11KaCbIHhIH 

aiiMarbIH.Ua aHhIKTaJiraH .uapbI rrperrapa11apbrna ony11yy )l(arbIMCbl3 

peaKU115111ap )1<8HYH.!l8 aHb!H KyTynyyy y )Ke KyTyn6ereH 6011roH.uyryHa 

Kapa6acrnH 90 KaneH.uap.!lbIK KYH.!lYH 11Y11HJJ,e 6 11JI.u11peT. Kb1prhI3 

Pecrry6JI11KaChIH.Ua Ka11anraH .uapbI nperrapa11apbrna 6aiiJiaHhIIDKaH 

6allIKa enKenep.uyH ai1MarhIH.!la aHbJKTaJJraH .uapbI rrperrapanapb!Ha 

10 

~~~~~~~~~~~~ 

Yrro11ttoMo'-leHHh1i1 opraH rrp11 rrpoae.ueH1111 aHan113a rrpe.ucTaaneHHoi1 

HH<j>opMaUH14 0 H6)!(eJI8TeJlbHb!X pe8Ktil151 x-mt !!e!rapCTBemn>re rrpenapaTI>TB 

cnyqae tteo6x o.u11MocT11 3arrpau111aaeT y Me.Um.ll1HCKI1X 11 

cpapMaueBTl1lfeCKl1X pa6oTHHKOB .!lOTlOJlHHTeJibHYIO l1HcpOpMau1110 0 

He_)_!<_eJiaTeJihHh!X peaKU1151X. Ilp 11 3IOM Jarrpa111vrnaeMa11 11u-<jlop.Ma~IDI 

.!lOJJ)!(Ha 6b1Th rrpe.uocrnaneHa B cpoK He !103.!lHee 14 KaneH.uapHhIX .!lHeH 
co .!lH51 TIOJIYlfeHl151 TII1ChMeHHOro 3anpoca. 

15. ~ep)l<aTeJI11 pernCTpau110HHbIX y.uocToBepeHHH B TelfeH11e 

15 KaJieH.uapHhJX .nHei1 c .uaTbJ rro11yYeH115! cae.ueH11i1 o cepbe3HhIX 

He)!(eJiaTellbHb!X peaKl.l,l151X rrpe,!lCTaBJ15IIOT B yrrollHOMOlfeHHb!H opratt: 

- coo6ll.l,eH11e 0 cepbe3Hb!X He)l<enaTeJlbHbIX peaKUI151X, Bb151BJleHHbIX 
Ha Tepp11rnp1111 Kb1prbl3CKoi1 Pecrry61111K11; 

- coo6meH11e o cepbe3HhIX Herrpe.ua11.ueHHhIX tte)!(eJlaTellbHbIX 

peaKUI151X, Bb151BlleHHb!X Ha Tepp11T0p1151X .npyrnx rocy.napCTB; 

- C006ll.l,eH11e 0 cepbe3HOH Herrpe.na11.neHHOH He)!(eJlaTellbHOH 

peaKU1111 Ha 11CCJleJJ,yeMblH neKap crneHHb!M rrperrapaT, Bb151BJieHHOi1 B XOJJ,e 

KJ111HI1lfeCK11X 11ccne.noBaH11H: B Te'-!eHHe 7 KalleH.napHb!X .UHeH c JJ,aTbl 

rronylfeH!151 11HcpOp Mau 1111 0 Bb151BJleHl1l1 cepbe3HOH HerrpeJJ,Bl1JJ,eHHOH 

He)!(eJiaTellhHOH peaKu1111 - B cny'-!ae ecn11 OHI1 rrp11Be1111 K CMepT11 11n11 

rrpe.!lCTaBJ151JlI1 yrp03y .!ll151 )!(J13HI1; B cpoK .no 15 KaneHJJ,apHb!X ,!lHeH OT JJ,aTbl 

rronyYeHI151 11HcpOpMau1111 - JJ,JI51 OCTaJJbHblX cepbe3Hb!X Herrpe,!lBl1JJ,eHHhIX 
He)!(eJlaTeJibHb!X peaKUI1H. 

B orrpe.neneHHbJX cny'-!a5lx MO)l<eT noTpe6oBaTbC51 rrp e.nCTaaneH11e 

coo6ll.l,eH11i1 06 OTCYTCTBl111 TeparreBTJ1'-!eCKOi1 3cpcpeKTI1BHOCTl1 B Te'-!ett11e 

15 KaneH.uapHb!X ,!lHeH. K TaKl1M cJiylfa51M OTHOC51TC51 OTCYTCTBl1e 

TepaneBTl1'ieCKOi1 3cpcpeKTI1BHOCTJ1 np11 rrp11MeHeH1111 I10JJ,03peBaeMoro 

neKapcTBeHHOro rrpenapaTa .UJI51 11eYeH115! 1a6on eaaH11i1 , rrpe.ncTaBJJ5l!OLU11X 

yrpo3y )!(J13Hl1 (BKJIIO'-!a51 yrpo)!(a!Oll.l,!1e )!(J13Hl1 11HcpeKUl10HHb!e 

3a60JieBaHl15!, Bbl3BaHHble lfYBCTBHTeJibHblMH M11KpoopraH!13MaMJ1 JI1160 

corrpOBO)!(JJ,alOll.l,!1eC51 I1051BJieH11eM HOBOro ycTOH'-!11BOro llITaMMa 

M11Kpoopratt113Ma, pattee CY11TaBrneroc.H Bocrrp1111MYI1BhIM), a TaK)!(e ecn11 

ITOJJ,03peBaeMblMI1 JieKapCTBeHHblMI1 rrperrapaTaMJ1 51BJ15IIOTC51 BaKU11HbI I1 
KOHTpauerrTHBb!. 

YcTaHOBJieHHhlH cpoK perropT11poBaH11.H pacrrpocTpaHHeTC51 Ha 

nepBI1'-!HYfO 11 .!l0!10JIHI1TeJibHYIO I1HcpOpMau1110 0 He)!(eJiaTeJibHOH peaKuIDI.. 

OTclfeT apeMeH11 JJ,JI51 BhIIIOJIHeH115! rrpoueJJ.yphI cpo'-!Horo 

penopT11poBaHJ15! C0061l.1,eHl1H Ha'f11HaeTC5! c Toro MOMeHTa, KOrJJ,a 

MI1HI1Manbtta51 Tpe6yeMa51 11ttcpopMau1151 JJ,JIH rrpe.ncrnBneHI151 coo6meHI151 B 

COOTBeTCTBl111 C HaCT05lll.l,11M nop51.UKOM CTana .UOCTYITHa .nep)!(aTeJIIO 

per11cTpau110HHoro y.uocToaepeH115! . 3Ta JJ,aTa C'-!11TaeTc5! .uaToii Halfana 

OTC'-!eTa ( «.ueHb HOJib)) ) 11 nepBb!M .UHeM IIOJly'-!eH115! YIIOJIHOMO'-!eHHb!M 

opraHOM 111111 .nep)!(aTeneM pernCTpau110HHOro y .UOCTOBepeHl151 

11ttcpopMau1111 0 BaJil1JJ,HOM 11HJJ,I1Bl1.!lYaJJbHOM coo6ll.l,eH1111 0 He)!(eJiaTeJibHOH 
peaKl.1,1111, BKJIIO'fa51 Bb!XO)J.Hb!e 11Jll1 I1pa3JJ,Hl1 '-!Hble .UH11. 

10 



onyrryy )KarhIMChl3 peaKumrnapAblH 6on6oroH y'lypnap:&1 Koorrcy3.L\YK 

6010H'fa Me3r11n-Me3r11n11 MetteH )KaH.bIJJaHbin TYPYYYY OTYerropro 

KHprH3HJIHIIIH KepeK. 

,[(ap:&1 npenapaThIHbIH "naii.na - To601<en,n11K" KaThIUihIHAarbI 

e3repyynep )1<0HYHA0 Ky6eneH.nypyyyy )KaHa <!>apMaKOJIOr115!Jlb!K 

K030M0JIAYH THeIIIenyy rrpaKTHKaCb!HblH 3pe)l(eJJep11He bIJiaHbIK Te3 

apa.na 6ep11nyyre THHHW 6onroH KOOl1CY3.L\YK )J<aHa HaTbJH)J<aJJyynyK 

6oJOH"L!a MaaJJbIMaT KaTTOO Ky6enyryH KapMOOYYHYH )f<eTeKYHCHHl1H )J<e 

an b1i1.rapb!M YKYK 6epreH 6awKa a.naM.JJ,b!H Kony KOIOJJraH Karroo 

Ky6enyryH KapMool.Jynap rnpa6brnaH 6ep11neT. 

18. Kepe1<rneqy yUiyn Tapnmnrn 10-nyHKTYHAa 1<epcerynreH 

h!KManap.JJ,b!H 11YJ1HeH .JJ,apbl npenaparrapb!H KOJJAOHYYHYH )KarbIMCbl3 

oKy5!naphI )!(0IfYHA0 ara :&rn;ralinyy 6onroH ap KaH,nali hlKManap MeHeH 

MaanbIMaT 6un.nupyyre YKYKTYY. 
19. b!HrapbIM YKYKTYY opraH qiapMaKOJJOrH5!JibIK Ke3eMeJJAYH 

T11ewenyy npaKTHKaCb!HhJH 3pe»<enep11He bIJJai1.bJK Aapbl 

npenaparrapbrna )J(arb1Mcbl3 peaKQH5!JJap )!(0HYHA0 an:&rnraH 

MaanbIMaTTbl Ka6b!JJ anyyHy, 3cerrKe anyyHy, lmJTeTyyHy, TaJJAOOHY 

)J(aHa 6aanooHy )l(y3ere awbrpaT. 

hH!rapbIM YKYKTYY opraH Kb1prb11 Pecny6nHKaCbIHbIH ai1.Marbrnna 

aHbIKTanraH weKTYY .napbI npenapaTTapbIHa )KC\rbIMCbI3 peaKu115!napnb1 

)J,yiiHenyK canaMaTTbIK caKToo y10MyttyH )J<arbIMCbI3 peaKJil15!JJapbIHbIH 

MaaJibJMaT 6aJaCbJHa K11pr113yy MaKCaTb!H,[(a ,[(yi1.HeJJyK canaMarrbJK 

caKTOO yIOMYHYH KhI3MarraUIKaH 6op6opyHa anap )!(0HYHA0 6ttnnttpyyre 

YKYKTyy. 
20. Karroo Ky6enyryH KapMOOYYHYH pacM11i1. cypoo-Tana6br 

6moHYa bittrapbIM YKYKTYY opraH KaTToo Ky6enyrytt cyparaH 

KapMOO'fYHYH KepceTynreH Aaphl npenaparraphIHa KeJIHil TYUIK0H 

)J(an1Mchn pea1<Qtt5!JJap )J<eHyHne MaanbIMaTTbI 60 1<aneHnapnb11< KYHAYH 

HYHHAe 1 )J(bJJJAaH awrraratt Me3rnn YYYH 6epeT. 

3-rnasa . .LJ:apbt npenaparrapbrna :iKarbtMCbt3 peaKQHSIJiap 
:IK0HYHA0 M33JlblM3Tfbl •-rnryJITYY"Y :IKY30r0 3lllbtpyy TapTH6H 

21 . CanaMarrbIK caKToo y10Mnapb1 11wT11 T0M0HKY )l(OJI,nop MeHeH 

yroIIITypaT: 

- ,napbr npenaparrapbrna )1(3fbIMCbI3 peaKJil15!Jiapnhrn MOH11Top11Hr11 

6010HT.Ja hilirapbIM YKYKTYY a.naM.nap,nbI Aali:&rn.noo; 

- MOHHTOpHHr )Kypry3yy, Me,[(HUHHaJJb!K .L\OKyMeHTTepre KaTTOO 

)J(aHa napbI npenapaTTapbrna )J<arbrMchI3 pea1<Q115!nap )!(0HYHne 

M3aflb!Marrbl 03 y6arbJHAa 6epyy 60IOH'fa CTaH,naprryy )J(YMYIIIYY 

)J(OJI-)J(o6onopny HIIITen '!h1ryy; 

- napbI npenapaTTapbrna )J<arbIMCbl3 pea1<QH5!Jiap )J<0IfYHA0 :&1lirapbIM 

YKYKTYY opraHra OTYeT 6epyy. 
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16. l1HAl1B11AY3JlbHb!e coo6meHl15! 0 He)l(eJJaTeJJbHb!X peaKQH51X 

rrpe,nCTaBJJ5!IOTC5! ,nep»<aTeJJ5!M11 perncTpau110HHb!X y ,noCT0BepeH11i1. B 

ynoJJHOMOl.JeHHbIH opraH B :meKTpOHHOM BHJ:le. <!>opMaT HHAHBHAYMbHbIX 

coo6IQeHHH 0 He)l(eJJaTeJJbHblX peaKU;Jo151X AOJJ)J(eH COOTBeTCTBOBaTb 

cpopMaTy, orrpeAeJJeHHOMY ynonHOMOYeHHb!M opraHOM. 

17. ,[(ep)J(aTenu perncTpauHOHHoro YAOCTOBepeHH5! coo6ll.lal0T o 

Hecepbe3HbIX He)J<enaTeJJhHbIX peaKJIHl!X Ha ne1<apcTBeHHb1e npenapaTbI, 

BhrnsneHHbIX Ha TeppHTopuu Kb1prbl3C1<oii Pecrry6JJHKH, B Tet:IeHue 

90 KaneH):{apHb!X ):{Hei1. He3aBl1Cl1MO OT Toro, 0)1(!1):{aeMa51 11Jll1 HeO)J(J1.[\aHHa51 

He)J(eJJaTeJJ:&HM peaKQH5!. CnYl.JaH Hecepbe3HbIX He)l(enaTeJibHbIX peaKQHli 

Ha JJeKapCTBeHHbie rrpenapaTbl, Bbl51BJJeHHblX Ha Tepp1nopHH .npyrux CTpaH, 

CB5!3aHHbJe c JJeKapCTBeHHb!Ml1 rrperrapaTaMl1, 3aper11CTp!1pOBaHHb!Ml1 B 

K:&rpn13CKOH Pecrry6nuKe, .L\OJJ)J(HhI 6:&!Th BKJIIOt:IeHhI B nepHOAHt:IeCKue 

06HoBn5!eM:&1e OTt:IeThI no 6e3orracHOCTl1. 
l1HcpOpMaU115! 110 6e3onaCHOCTH H 3cpcpeKTHBHOCTl1, 

CBl1):{eTeJJbCTBYIOllla5! 06 113MeHeH!15!X B COOTHO!IIeH!111 (( l10Jlb3a - p11CK» 

neKapcTBeHHOro rrpenapaTa 11 rro.nne)J(aIUa5! cpot:IHOMY rrpeAcTaBnemno B 

COOTBeTCTBl1H C npaBHJJaMH Ha.[\JJe)KaIUeH npaKTHKl1 cpapMaKOHa.L\30pa, 

npe.nocTaBJJ5!eTC5! .nep»<aTeJJ5!M11 pernCTpau110HHOro y ,nocT0BepeH115! 3a 

rro.nnuc:&IO pyKoBO.L\HTeJI5! .nep)l(aTeJJ5! per11cTpa1IHOHHoro y.nocTosepeHH5! 

nu6o HHOro yrronHOMOt:IeHHOro HM Jil1Qa. 
18. I1oTpe6ttTeJJb uMeeT npaso coo6IQHTh ttHcpopMaQHIO o 

He)l(eJiaTeJJbHhlX 5!BJieHH5!X np11MeHeHl15! JJeKapCTBeHHhlX rrpenapaTOB 

n106:&1M y,no6HhIM ,nn51 Hero 113 crroco6os, yKa3aHHhIX B rryHKTe 10 

HaCT05!IQero nop5!.L\Ka. 
19. y IlOJIHOMOt:IeHHbIH opraH ocymeCTBJJ5!eT rrp11eM, y<IeT, 

o6pa6oTKy, aHan113 11 oueHKY rronyYeHHOi1. 1rncpopMau1111 o He)J(eJJaTeJJbHbJX 

peaKQH5!X Ha neKapcTseHH:&Ie rrperrapaThI cornacHo I1pas11n Ha,nne)l(ameli 

rrpaKTHKH cpapMaKOHamopa. 
Y110JJHOMOYeHHb1i1. opraH 11MeeT npaso coo6maTb o BbrnsneHHblX Ha 

TeppuTopm1 K:&1prhl3CKOi1. Pec11y6n11KH 110.no3pesaeMbIX He)l(eJJaTeJJbHhIX 

peaKQH5!X Ha ne1<apcTBeHH:&1e npenapaTbl s CoTpy.nHut:IaJOIQHH QeHTp 

BceMupHoi1. opraH113au1111 3ApasooxpatteHH5! c uenbJO 11x BKJJJOYeH115! s 6aJy 

.naHHhJX He)l(eJiaTeJJbHhJX peaKu11i1. BceM11pHoii opraH113a1I11H 

3ApasooxpaHeHH5!. 
20. IJo ocpHQHaJTbHOMY 3anpocy .nep)J(aTeJJ5! perncTpaQHOHHOfO 

YAOCTOBepeHl15! yrroJJHOMOt:IeHHhlH opraH npeAOCTaBJI5!eT !1HcpopMau1110 0 

nocTymrnnmx He)l(eJiaTeJJ:&HhIX peaKJIH5!X Ha y1<aJaHH:&1e neKapcTBeHHhre 

npenapaTbI 3anpannrna10mero .nep)J(aTeJJ5! per11cTpaQHOHHoro 

y.nocT0BepeH115! B Tet:IeHue 60 KaJJeH.napHhlX .nHeii 3a rrep110.n He 6onee 

1 ro,na. 
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22. KhlprhI3 Pecrry6m1KaCbIHhIH aiiMar hIH.lla )f(yrypTyy.llery .1J,apb1 

llilpIDK<iib.lHblH..KaTIOo..Ky6eny.ryH KapM()Ol.IY. T9M9HKynep,ay KaMebE KbHiaT: 

- KMpn,13 Pecrry6mn<acbIHbIH af!MarbIH.lla )f(e EA3E enKenepyri.lle 

cjJapMaKon onrnnhIK Ke3eMeJT 6mowrn bIHrapbIM YKYKTYY a)laM)lbIH )f(aHa 

Kb1pr h13 Pecrry 6n 11KaChIHhIH aiiMarhIHpa ~ara~ 11wTere1:1 .1&.~rroo 
Ky6enyryH - · K:ai:iMoo<JyHyH TYPYKTYY KapaMarbIH)la TypraH, 

cjJapMaKoJTornHJTbIK Ke3eMeJT 6moH<Ja bJHrapbIM YKYKTYY a.naMra 6aw 11AreH, 

>KoropKy cpapMaueBTl1KaJT b!K >Ke Me)lHl.(HHaJThlK 6HJTl1Ml1 6ap 

cjJapMaKOJIOrH5!JlblK K030M0Jl 60IOH <Ja 6af!naHblUJ a)J,aMb!Hb!H 6onywy; 

- cjJapMaKOJIOfW!Jlb!K K039M0Jl 60IOH4a 6aAJJaHblW MaaJib!MaTblHbIH 

e3repreH.nyry >Ke hIHrapbIM YKYKTYY >KaKTbIH (6ai1naHbIW a.1J,aMbIHbrn) 

e3repreH.llyry )!(0HYH.l\9 hJiirapbIM YKYKTYY opraH.llbIH 1<a6apJJoocy; 

- cpapMaKononrnJibIK Ke3eMen 6010H'c!a >KaH:bI hiiirapbIM YKYKTYY 

a)laM )f(aHa/)f(e cpapM3KOJIOfl15!Jib!K K939M9Jl 60IOH<Ja 6aAnaHblill a)laMbl 

)laHbJH)lanraH KYH.D:eH rnpTblll 1 0 )f(YMYW KYH.l\SH Ke<J11KT11p6ecTeH 

b1iirapb1M YKYKTYY op raHra aHhl .naiihIH.l\OO )!(9HYH.l\9 6yApyKTYH 

KeqypM0cyH )f(aHa cpapMaKonornHJTbIK K939MeJT 6010H<Ja bIHraphIM yKyKTYY 

a.naM >KaHa (>Ke) >Ke cpapMaKOJ!OrH5!Jlb!K K939M9Jl 60IOH<Ja 6ai1naHblW a)laMbl 

anMawKaH.na Khl3MaTibIK HYCKaMaHhl 6epyy; 

- cpapMaKOJIOfl15!Jih!K K939M9Jl CHCTeMaCb!HbIH MaCTep-cpaHJiblH TY3YY 

)f(aHa )f(aH;bipTblll Typyy; 

- canaMaTTblK caKTOO CHCTeMaCb!Hb!H am-JCTep11, KepeKTeeqynep 

Tapa6bIHaH CnOHTaH.nyy penopTHpOBK3HblH ~rnKarbIH,l\a. OWOH,l\OH ::me 

KaTTOO,l\OH Kl1Hl1HK11 113HJl,l\99JJ 9P.llY >Kypr y3yyHy H >KypywyH.1\9 .napb! 

npenapaTTaphrna weKTYY >KarbIMChI3 peaKu11Hnap }!<eHyH.ne aHbIH 

KapaMarbrna Kemm TYWK9H 6ap.nh1K 611n.n11pyynep.ny qorynTyy )f(aHa 

Karroo c11cTeMaCb1H y10wTypyy )!<aHa Kon.noo ; 

- >KarhIMChl3 peaKUl15!Jiap >K9HYHJl9 6MJI)ll1pyyn0p.ny aH)laH apbl 

MJIHMHH 6aanoo Y<JYH TaK >KaHa TeKwep11nyyqy MaaJTbJMaTTap)lhI anyyHy 

KaMChl3,l\OO<Jy )!(0Jl-)f(060JJOP.l\Y 11WTen 4hiryy >KaHa HWKe 1<11prn3yy; 

Khrprbl3 Pecrry6nMKachIHhIH aiiMarbIH)la Ta6hrnraH )laphI 

rrperrapaTTapbrna }!<afhIMChJ3 peaKU115!Jiap >KeHyH.D:9 MaaJThIMaTTap 6aJachrn 

)j(ypry3yy; 

- KarranraH .napbI rrperrapaTbIHa KapaTa KOJI.l\OHyyra 6a!llKa 

0nKenep.n0 Ka6h1n aJihrnraH ap KaH.naA ThIIOY canyynap )f(e <JeKTeenep 

)!<eHYH.D:9 , OUIOH,l\OH '.lJle " rr aA.na - TOOOKeJlllHK" KaTb!Wb!H 6aanooro Taac11p 

JTyyqy ap KaH.naA >Ka!ihl Maan b1 MaT >K9HYH.l\9 h1i1 rapb1M y 1<y 1<Tyy opraHra 

6HJI)l11pyy. 

23 . Karroo Ky6enyryH KapMOO<JYHYH cpapMaKonornHJihIK K039MeJI 

CHCTeMaChIH cypeTTereH cpapMaKOJIOfl15!JlblK K939M9JI CHCTeMaCh!HhIH 

MacTep-cpaiiJihI hliiraphIM YKYKTYY opraH.l\hIH cypoo-Tana6b1 6010H<Ja 

Tlielllenyy cypoo-ranarrThI aJiraH)laH 1<11i111tt 7 )f(YMYlll KYH.D:9H alllnaraH 

M99H9TT0 6ep11neT. 

24. ct>apMa1<onor115!JibIK Ke3eMen.nyH a111<arb1H.l\a hriiraphIM yKyKTYY 
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rJiaBa 3. IJOpH,llOK OCyLUeCTBJieHHH, c6opa HH<f>OpM3QHH 0 

n e:>KeJ1aTeJ11>HMX peaKQunx-mi JiermpcTBeHHble npen·apaT-hI 

21. OpraH113au1111 3,llpaBooxpaHeHH5! opraHl13YJOT pa6oTy rryTeM: 

Ha3Ha4eHl15! y no aHOMOYeHHbIX q14~ -AQ..--MOWHTOp1mry 

He>KenaTeJihHhIX peaKu11i1 Ha neKapcTBeHHhi e rrpenapaTbI; 

- pa3pa6oTKl1 CTaH,llapTHblX pa6o<Jl1X rrpoue.nyp no MOHl1T0p11Hry, 

per11cTpau1111 B Me)l l1Ul1HCKOH ,l\OKyMeHTau1111 11 CBOeBpeMeHHOMY 

rrpe.nocTaB11eH1110 11HcpopMau1111 o He>KeJJaTeJJhHh1x pea1<u11Hx Ha 
neKapcTBeHHhie rrperrapaTbI; 

rrpe)lOCTaBJieHl15! OT<JeTa 0 He>KeJlaTeJlbHh!X peaKU115!X Ha 

neKapCTBeHHbie rrperrapaTbI B yrronHOMO'c!eHHhIH opraH. 

22. )J;ep)f(aTenb penrcrpaUMOHHoro YJlOCTOBepeHl15! neKapcTBeHHoro 

cpe.ncTBa, HaXO)lJIIIJerocJI B o6pa1Uemrn Ha Tepp11Top1111 Kb1pnl3CKOH 
Pecrry6n11K11, 06ec11e<J11BaeT: 

- HaJI11q11e yrronHOMO'c!eHHOro 1111ua no cpapMaKoHa)l3opy Ha 

Tepp11rnp 1111 Kb1p rhl3CKOH Pecny611111<11 11n11 cTpaH EA3C 11 KOHTaKTHoro 

n11ua 110 cjJapMaKOHa)l30py, HaXO.l\5!1Ueroc5! B 110CT05!HHOM pacn op5!)f(eHJ111 

.nep>KaTenJI per11crpau110HHoro y .noCTosepeH11H, rrpo>K11Ba10IIJero M 

pa60Ta10IIJero Ha Tepp11Top1111 Kb1prbl3cKoi1 Pecny6n11K11, 110.n<J11HeHHoro 

yrronHOMO<JeHHOMY 1111uy no cpapMaKoHam opy, 06na.na10IIJero BhIC!lll1M 

cpapMaUeBTl1<JeCKl1M 11J111 Me)l11U11HCKl1M 06pa30BaH11eM; 

yse.noMneH11e yITOJJHOMOYeHHoro 

KOHTaKTHOH 1rncjJopMau1111 liJlli CMeHe 

(KOHTaKTHOro n11ua) 110 cjJapMaKoHa)l30py; 

opraHa 06 113MeHeH1111 

YITOJIHOMO<JenHoro nMua 

- rrpe)lCTaBJieH11e B yrroJIHOMO<JeHHb!H opraH B cpoK, He IT03)lHee 10 
pa6o<Jl1X )lHeii co )J,H5! Ha3Ha'c!eHl15! HOBOro yrrOJTHOMO'c!eHHOro 1111ua ITO 

cpapMaKOHa)l30py l1111JIH KOHTaKTHOro JlliUa ITO cjJapMaKoHa)l3opy, KOl1l1H 

ITp11Ka3a 0 ero Ha3Ha"!eHl111 11 )l0J1>KHOCTHYIO 11HCTPYKUl1J0 ITPl1 CMeHe 

yrroJIHOMO'c!eHHOro n11ua ITO <jiapMaKOHa)l3opy 11 (11JIH) 111111 KOHTaKTHOro 
JIHUa ITO cjJapMaKOHa)l3opy, 

- C03)laH11e 11 nO)l)lep}!<aHl1e B aKTYaJTbHOM COCT05!Hl111 MaCTep-<jiaifoa 
Cl1CTeMbl <jiapMaKOHa)J,30pa; 

- opraH11Jau1110 11 rro)l)lep}!rnBaH11e c11cTeMbI c6opa 11 perncrpau11H 

scex coo6IIJeHMH o ITO)l03pesaeMhIX He>KenaTen hHbIX p eaKUHJIX Ha 

neKapcTBeHHbie npeITapaTbI , KOTOpb1e nocTynaJOT B ero pacnop5!)f(eH11e KaK 

B paMKax CIIOHTaHHoro perropT11posaHl15! crreu11anHCTaM11 CHCTeMbl 

3.D:pasooxpatteHMJI, 110Tpe6MTeJ15IM11, TaK l1 B xo.ne ITpose.uettl15! 
11ocTper11cTpamrnHHhIX 11ccneJ10BaH11A; 

- pa3pa6oTKY 11 BHeJ1peH11e ITpoue.llyp, 06ecITe<J11BaJOII(11x nOJIY"!eHMe 

TO'IHblX 11 rrpoBep5!eMblX )laHHhlX .llJ15! rroc11e.ny10II(eH Hay<JHOH oueHKH 
coo6II(eH11H o He)f(eJiaTeJJbHbIX peaKu11Hx; 

- Be):\eH11e 6a3bl )laHHb!X 0 Bbl5IBJleHHblX He)!(eJiaTeJibHb!X peaKL(l15IX 

Ha neKapcTBeHHbie rrpeITapaTbI Ha Tepp11Top1111 Kb1prh13CKOH Pecrry6nHKH; 
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opraH KarrarrraH )!(aHa Kb1prb13 Pecny6n11KaCbIHbIH aH.MarbIH.Ua 

)!(yrypTyy .ue 6onroH .uapbI npenaparrapbIHhIH "rraH..ua - To60Ken.u11K" 

KaTbilllbIH 6aanooHy )!(y3ere alllbipaT. 

4-rnasa. CurnaJlJJ.hI 6aurn:apyy 

25. JJ.apb! Kapa)KaTTapbIHbIH KOOilCY3.ZJ:YfY MeHeH 6ai;frraHblllIKaH 

cHrnan.D:apnbI aHhTKToo yqyH bTHraphrM YKYKTYY opraH 3n apanbTK ymMnap 

MeHeH KhI3MarrawaT )!(atta TYPYKTYY tter113,ne 11n11M11A-Me.n111.1.11ttanb1K 

a.D:a611Jirrap,nhrn ('ieT enKerryK )!(aHa )!(epnrnHKTYY 6acbmManapnbLH), 

6awKa errKerrepnyH )KeHre canyyqy opraHnaphIHhTH caliTTapbTHbIH 

MaanbJMarrapblH Ci1CTeManyy 11311JIJl0ElHY )Ky3ere aWblpaT. 

26. CHrnan,nhI rn6yy )!(atta 6aarroo T11ewenyy cHrnan 6oIOH'ia 6onroH 

6ap)lh!K MaaJibIMaTTbl (cliapMaKOJlOrHl!JlhlK, Me,Ul1l(l1HaJTbIK, 

3rr11neMHOJIOrH5!JlhJK )J<.6.) H3HJ1,U60HY KapaHT. 

MaanbIMaTKa cepen .uapb1 npenapaTbIHhIH Karroo .nochec11HHH 

MaanbIMarrapbrn, MeJlHl(HHarrbIK ana6HJirrap.narbI MaKananap.ZJ:bI, 

CilOHTaHJlblK 6HJT,UHpyyrrepny )J<aHa KaTTOO Ky6enyKrnpyH 

KapMooqynap,naH )!(aHa 6all1Ka enKenep,nyH )KeHre canyyqy opraHJJ.apbrnaH 

MaaJib!MarrapnbI KaMTYY MeHeH )!(eTKl1JIHKTYY HJil1MHH )!(aHa KJTl1HHKaJibIK 

MaanhIMarrap,nbI KaMThIHT. E11p He'ie 6yrraKTap.11aH MaanbIMaT anhrnraH 

yqyp.ua anap,UbIH )laJIHJI.UYYJIYK nel{r33JTH 3CKe aJTbIHaT. 

27. C11rnan.uh1 6aarrooHyH HaTbIH)J<aJJapb1 6010H'ia hIHrapbIM YKYKTYY 

opraH Karroo KY6enyryH KapMooqyra TSMSHKyneA T11ewerryy MaaJTbIMarrbI 

)!(116epeT: 

I) a.uaM.UhIH .ueH coonyrytta n<aHa ()f{e) KOOM.UYK canaMarrhIK 

caKTOOro noTeHI.t11an.uyy KOPKYHY'i 6onrott.uo c11rnan.uh1 6aarroo al!KTarattra 

qeliHH .uapbl rrperrapaTh!Hb!H KaTTOO Ky6enyryttyH KOJ1JlOHynywyH TOKTOTO 

TYPYY )!(6HYHJl6; 
2) 3rep.ne weKTYY )KarbIMCb!3 peaKUHJIHblH ettyryy MexaH!13MJJ.ep11 

)!(anrMCbI3 peaKl(HJIHbIH an.ubrn arryy )!(e oopnyK napa)!(aCbIH TeMeH.ueryy 

MYMKYHAYryH KepceTce, T06oKen.ZJ:HKTepnH MHHHMannalllTbrpyy 6oJOH'ia 

qapanap,abI KOWYM'ia 11rr11KTee, Ka6b!J1 anyy )!(aHa ()!(e) 11wTen 'ibrryy 

)!(0HYH.U6; 

3) napbI rrperrapaTbIHbIH Koorrcy3nyry 601-0H'ia rroTeHl(HaJIJJ.YY 

MaceneHl1 (K6HT6HJly) H3HJT.U66 MaKCaTbIH)la KaTTOO,UOH KHMl1HKl1 

KOOncy3.UYKTY l1311JI,U60 )!(0HYH.U6; 
4) .D:apbI rrperrapaTbTHbIH )!(aJTrrhI MYH63.D:eMecyHe )!(aHa Men11l(11Ha.D:a 

KOJIJlOHYY 601-0H'ia HYCKaMara (KOUIYMLfa 6apaK<Jara) KOOrrcy1.11yK 601-0H'ia 

KOIIJYM'ia MaaJTbTMaTTapnhI K11prH3\'Y 3apblJT'ihlJlhTrbl )K6HYHJl6. 

28. Karroo Ky6enyryttyH KapMooqycy ywyn TapT11m11H 

22-rryHKTYHJJ.a KapanraH KOlllYM'ia 11w-apaKerrep.uH )!(ypry3yy 3apbm 

6orrroH yqyp.D:a bTMrapbrM YKYKTYY opraH KaTToo Ky6erryryHytt 

KapMOO'iycyHa KOWYM'ia l1lll-apaKerrep.u11 )!(aCOOHYH M66H6TYH KepceTyy 
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- yseJJ,0MneH11e ynonHOMO'ieHHoro opraHa o mo6h1x 3anpeTax 11n11 

orpaH11'ieHl1JIX B np11MeHeH1111, np11HJITb!X B JJ.pyr11x CTpaHax, B OTHOWeHl111 

3aperucTpuposaHHOro rreKapcTBeHHoro npenapaTa, a TaIOKe o mo6oli HOBoli 

HHcpopMa1u111, BJIHJIJOIUeM Ha Ol(eHKY COOTHOIIIemrn «IlOJ1b3a - pHCK». 

23. MacTep-cpaH.n c11cTeMbI cpapMaKoHa,a3opa, on11cbrna10m11H. 

cucTeMy cpapMaKoHa.QJopa .nep)!(aTeJI.H perucTpal(HOHHoro y.nocTOsepeHHJI, 

npe.nocTaBrrJieTrn no 3arrpocy yrrorrHoMo'ieHHoro opraHa B cpoK He 6orree 

'ieM 7 pa6o'iHX nHeA rrocrre rrorryqeH115! cooTBeTCTBymmero 3arrpoca. 

24. B paMKax cpapMaKoHa,a3opa yrrorrHOMO'ieHHhIH opraH 

ocymecTBJIJieT Ol(eHKY COOTHOWeHl15! «IlOJib3a pHCK» 

3aperucTp11pOBaHHblX 11 HaXOJlllll!l1XC5! B o6pameHHH Ha Tepp11T0p11H 

KbrprhI3CKOli Pecny6n11K11 neKapcrneHHbIX npenapaTOB. 

r JlaBa 4. YnpaBJleHHe c11rHaJlOM 

25. JJ.nJI BbIJIBJJemrn c11rHana, CBJI3aHHOro c 6e30IIaCHOCTblO 

rreKapCTBeHHOro cpe.D:CTBa, yrronHOMO'ieHHb!H opraH corpy.D:HH'iaeT c 

Me)!(,UyHapOJJ.HbJMl1 opraH113al.l11llM11 11 Ha ITOCTOJIHHOH OCHOBe 

ocymecTBJJJieT Cl1CTeMaTl1'ieCKOe 113yqeH11e .uaHHblX Hay'iHO-Me,Ul11.\11HCKOi1 

JIHTepaTypbI (3apy6e)!(Hb!X 11 MeCTHhIX l13.ZJ:aH11H), caliTOB peryrrJITOpHbIX 

opraHOB .D:pyrux CTpaH. 

26. BbrnsrreH11e 11 oueHKa c11rHana rrpenycMaTp11saeT l13YlfeH11e sceii 

11MeIOll!elicJI l1HQlOpMau1111 ( cpapMaKOJTOrH'ieCKOH, Me)ll11.\11HCKOH, 

3Ill1.D:eMl10JTOrl1'leCKOH 11 .up.) no COOTBeTcTByIOIUeMy CHrHarry. 

Ofoop 11HcpopMau1111 BKJTJO'laeT .D:OcTynttb1e ttay'iHhie 11 KJT11H11qecK11e 

naHHhie, BKJTlO'iaJI JJ.aHHbJe per11crpau110HHOrO ,UOCbe neKapCTBeHHOro 

npenapaTa, CTaThl1 B Me,UHl.\11HCKOM JlHTepaType, Cf10HTaHHbJe coo6meHHJI 11 

11HcpopMaUHIO OT .D:ep)!(aTenei;f perncTpal(HOHHbIX YJJ.OCTosepeH11li H 

peryJIJITOpHbIX opraHoB .D:pyrnx cTpaH. B crryqae rronyqeHHJI 11HcpopMal(1111 

113 HeCKOJ1bKl1X l1CTO'lHl1KOB, Y'il1ThIBaeTCJI yposeHb HX JJ.OKa3aTeJ1bHOCTl1. 

27. I1o pe3yJibTaTaM 01.\eHKH CHrttana yrrOJJHOMO'ieHHbIH OpraH 

HanpaBJIJieT .D:ep)!(aTenJO per11cTpal(110HHoro YJJ.OCTOBepeH11JI 

COOTBeTcrny10my10 l1HQlOpMau1110: 

1) o np11ocTaHOBKe .nelicTBHJI per11crpau110HHoro YJJ.OCTosepeH11JI 

JieKapCTBeHHOro npenapaTa JJ.O 3aBepweHl1JI Ol(eHKH CHrHana npH HaJTH'iHH 

TIOTeHl(HaJTbHOH yrp03hl 3.!lOpOBhlO qerroseKa 11 ( 11JTl1) o6mecTBeHHOMY 

3.11pasooxpaHeH1110; 

2) 0 npoBe.D:eHl1!1 .UOITOJTHl1TeJ1bHOro 113yqeHl1JI, np11HJITH11 11 (HJJH) 

pa3pa60TKe Mep no MHHHMH3al.\1111 pHCKOB, ecrr11 MexaHl13Mbl pa3Bl1THJI 

TIO.!l03pesaeMOM He)!(eJiaTeJibHOH peaKl(l1l1 YKa3bIBaJOT Ha B03MO)!(HOCTb 

npe.D:ynpe)!(JJ.eHl1JI 11!111 CHl1)!(eH11e CTeneHH TJI)!(eCTl1 He)!(eJiaTeJlbHOH 

peaKl(HH; 
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MeHeH KaanaraH cpopMa.uarbI Ka6apnooHy )[<eHeTeT. 3) o rrpose.ueH1111 nocTper11cTpau110HHoro 11ccne.uosamu1 

2_2 . ..Kan oo Ky6e11yicrep ¥.H- KapM.Q.Q!:!.)!nap c11 r Han,uap -JKeH¥H.Ue 6eaonacHOG'fH O-Ueflb!Q H3Ylfet111.si ncrremuta.nbHoro sonpoca (rrpo6:JieMJzj rr6 

6apnbIK T11ernenyy MaanbrMaTTbI bli:\rapbrM yr<yr<Ty y opraHra 6epeT (6yn 6e3onacHocTH JieKapcTBeHHoro nperraparn; 

n apbl rrperrapaTb!Hb!H " naiina - T060KeJli:ll-IK" KaTblllib!Ha 4) 0 Heo6xo,IJJ1MOCTH BHeceHH5! .IJ:OilOJIHl1TeJibHOH HHcJ:>opMau11H ITO 

cJ:>apMaKOJ!Or115!Jlb!K Ke3eMeJJ )KaHa MOHl1TOp11Hr )[(ypr_pyy 601ow1a 6e3ogaCHOCTl1 B 06llly !O XaP-aKiep11CTl1KJ' 11 11HCipJ'Klll1!0 00 MeD!11111HCKOMY. 

Ml1Jil(eTTeHMe.irepnHH 611p 6enyryH Ty3e-:rr.-- - - rrp11MeHeHJ1!0 (JIHCTOK-BKJia.IJ:h!llI) JieKapcTBeHHOro rrpenapaTa. 

KooMnyH canaMaTTbTrbTHa )KaHa .uapbl nperrapaTbTHbIH " natina - 28. B cnyt.Jae Heo6xonHMOCTl1 npose.n;eHHH nonoJIHHTeJibHbTX 

T06or<enn11K" KaTblllib!Ha TaaCHp 6ep11rnH MYMKYH 6oJiroH nettCTBHH .n:ep)KaTeneM perncTpaUJWHHOro ynoCTOBepeHH5!, 

san11.11,auHHJiaHraH c11rttan.11,ap .11,apoo bIHrapbIM YKYKTYY opr attra 6ep11nyyre --- ---~- rrpe.11,ycMoTpeHHhIX rryHKTOM 22 HaCTo~uuero ITopH.UKa, ynoJIHOMOlfeHHbIH 

T11i111rn, an 3Ml1 T11ernenyy y4ypnapna MYMKYH 6onyyt.Jy Hrn-apaKeTTep opraH ttanpaBJI5!eT .n:ep)[(aTemo pernCTpauHOHHOro ynocTOsepeHID! 

6moHt:fa cyHywTap 6ep11n11w11 r<eper<. ysenoMneH11e s npmBBOJibHOH cjJopMe c yr<a3aH11eM cpor<a BbmonHeH115! 

5-rnasa. K oo IT CYJ.!lY'C 601-0H'Ia Me3r11n.11,yy ~aH.hIJi aHraH 

OTt.J erropny 6ep yy Ta pT116 w 

30. Koorrcy3.11,yK 6010Hlfa Me3r11n.11,yy )J<al-\bIJJattraH OTlfeTTop (MbIH.!laH 

apbI - KM)KQ) KaTToo r<y6enyryHyH r< apM004 y cy rnpa6brnaH TY3YJieT )[(atta 

r<oorrcyJAYK )f<eHyHne 6ap.ubrK )f<al-\bl Maanb1MaTTap.n;b1 )KaHa 6yn 
MaaJJbJMaTTap.ubIH ,ll,apbl nperrapaTblHb!H KOOIICY3Ayrytta )[(e 

HaTbIH)[(aJJyynyrytta lforynratt rnac11p11H ::>cr<e anyy Mettett nap bI 

rrperrapaTbIHbIH "rrai1,1J,a - To60Ken.u111<" KaTbIWbIHbIH TOJIYK )[(atta 

Kp11T11KanbIK Tannootty KaMThIHT. KM)l{Q napbI rrpenapaTbIHbIH )[<arnoo 

u11KJI11H11H 6enr11nyy 611p ::>TarrTapbIH.Ua aHbIH " rra.H.ua - To60Kenn11K" 

KaTblllJb!Ha KaTTOOl(OH K11Hl1HKl1 6aaJIOO 11HCTpyMeHTl1 6onyrr 3CeIITeneT. 

31. KM)KQ <PapMar<onorn5!JJbTK r<e3eMen.n;ytt Tanamarhrnai1 

rrpaKT11Ka ::>pe)[(enep11tt.ue 6enmnettr eH ap 611p 6en yMre TananTapra bIJiaHbIK 

11wTen11n lfbirbIWbI KepeK )[(atta E2C(R2) ¢opMaThIHi:larh1 rapMoH11JauID1 

6010tt'la 3n apanbJK KOHCpepeHUl15!HbIH (l CH) Kon.n;ottMocytta bIJialihIK 

Kemirn11 r<eper<. 

32. Karroo Ky6enyr<rnpy HyH 1<apMOO L1 yn apb1 pacM11i1 cai1rra 

)[(apbrnJiaHratt hiliraphIM y r<yr<Tyy opraH.UbIH 6enrHJieHreH Tl13Mec11tte 

hIJiaHhIK KM)l{Q 6epeT. 

33 . 3n apanhJK naTeHrren6ereH aTanb1Wb1 )[(e TOTITYK aTaJibIWbI 

KepceTyJireH Tl13Mere K11p6ereH JJ,apbI nperraparrapb! Y'!YH KM)KQ 

6epyyttytt Me3rnnnyynyry TeMeHKYHY Ty3eT: 

I) anra'IKhT 2 )Kh!J1 apanhTrbrnna 3JI apanbIK KaTToo naTaCbIHaH TapThm 

6 a.ii ca.Hb!H; 

2) K11li11HK11 2 )[(bIJJ apanbrrhrnna )[(hIJI calibrn; 

3) aHnaH KHHHH - ap 3 )KhlJl cai1bIH. 

KM)l{Q 6epyyttyH MeeHeTy Maanb1MaTTap.ub1 qorynTyy aHKTaraH 

KYHAeH TapTb!II 90 KaJJeHAapAhIK KYH.UeH Ken ::>Mee. 

34 . Ke3er<c11 3 KM)KQ b1i1 r apb1M YK)'KTYY opraH.uaH )[(a3yy TypyHn e 

cypoo-TaJiaIITbI anraH KYH.!leH TapTbm 60 r< an eH.uap.!lbIK KYH.UYH 11t:f11Hne 

6ep11nyyre T11i111w. 
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.11,onOJJHl1TeJJbHb!X .11,e.HCTBl1H. 

29 . .[l,ep)[(aTem1 perncTpau110HHbIX ynocTosepeH11i1 rrepena10T sc10 

COOTBeTCTBY!OlUY!O 11HcpOpMaU!1!0 0 c11rnanax B ynoJJHOMOt:feHHblH opraH 

(t.JTO COCTaBJI5!eT t.JaCTb o65!3aTeJibCTB no cJ:>apMaKOHa.ll,3opy 11 MOHHTOp1rnry 

COOTHOWeHIDI «IlOJ1b3a - p11CK» JieKapCTBeHHOro rrperrapaTa). 

B anHn11poBaHHble c11rHaJibl , KOTOpb!e MOryT OKa3h!BaTb BJJl15!HHe Ha 

o6iuecTBeHHOe 3.IJ:Op OBbe 11' COOTHOIIJeHHe «IIOJ!b3a - p11CK» JieKapCTBeHHoro 

rrpenap aTa, .!lOJI:>KHhI 6b!Tb tte3aMe.11,n11TeJibHO n ep e.11,aHhJ a 

YIIOJIHOMOlfeHHb!H opraH, a TaK)[(e B COOTBeTCTBYIOIU11X CJ!Yt.JMX 

rrpe.11,cTaBJieHbl npe,n:JIO)[(eHl15! no B03MO)[(Hb1M .n:ei1CTBl15!M. 

rnaBa s. IIopSILl,OK npen ocTaBJiemrn nepHO,ll;H'leCKH o6HOBJISieMhlX 

OT'-teTOB no 6e3onaCHOCTH 

30. ITep110.u114ecK11 o6HOBJI5!eMbie OTlfeTbI no 6e3onacHOCT11 (.uanee -

DOOJ3) cocTaBJJ5!!0TC5! .uep)[(aTen eM per11CTpau110HHoro YAOCTosepeH115! 11 

conep)[(HT 11C4eprrh!Bal01Ul1H 11 Kp11Tl1lfeCKl1H aHaJJl13 COOTHOWeHJ151 

«IlOJ!b3a - p11CK» JieKapCTBeHHOro nperrapaTa c yqeTOM Bcex HOBhIX naHHhIX 

o 6e3orracHocT11 11 KYMYJI51Tl1BHOro BJIID1H11.si 3Tl1X ,[\aHHhIX Ha rrpocJ:>11nh 

6e3orracttocTH HJIH 3cJ:>cJ:>eKTHBHOCT11 JieKapcTBeHttoro npenapaTa. DOOJ3 

51BJI5!eTC5! 11HCTpyMeHTOM IIOCTperl1CTpaurwHHOH oueHKl1 COOTHOllieHH.s! 

«IIOJib3a - p11cK» neKapcTBeHHOro nperrapaTa Ha onpe.ueneHHbIX ::>Tarrax ero 
)[(113HeHHoro UMKna. 

31 . ITOOJ3 nomr<eH 6bITh p33pa6oTaH B cooTBeTCTB1111 c 

Tpe60Batt:1rnM11 K Ka)Kl(OMY p33neny, ycTaHOBJJeHHhIMl1 I1paBl1JlaMJ1 

Ha.uJie)[(aiue.H npaKTl1KH cpapMaKOHa,[\30pa 11 COOTBeTCTBOBaTh PYKOBO,[\CTBY 

Me)[(nyttapon ttoi1 KOHcpepeHu1111 no rapM0Hmau1111 (ICH) B cJ:>opMaTe 
E2C(R2). 

32. )lep)[<aTen11 per11CTpau110HHbrx y .uoCTosepeHHH npencrnBJJHIOT 

ITOOJ3 cornacHo ycTaHOBJieHHOMY nepe4HIO y nonHOMOlfeHHOro opraHa, 

KOTOphIH ny6n11KyeTC.s! Ha ocJ:>11u11anhHOM caliTe. 

3 3. .[l,nH neKapcTBeHHhrx rrpenapaTOB, Me)[(nyHaponttoe 

HerraTeHTOBaHHOe Ha11MeHOBatt11e 11J111 rpynrr11pOBOlfHOe Ha11MeHOBatt11e 
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35. LJ:apbl npenapaTblH MaMJieKeTT11K KaTTOOHY b!pacToono KaTTOO 
Ky6enyry KonnoHynraH Me3rnnre KM:>KO 6ep11neT. 

36. KM:>KO hJitraphIM YKYKTYY opraHra opyc Tl1JIHHe KOTOpMocy 
MeHeH opyc nmHHne )Ke aHrm1c THmrnne TeKCTTH 1nnee MYMKyHqynyry 

MeHeH T0M0HKY 6enyMnepne 6ep1rner Hennrn Ma3MYHnyH KhICKa'-ia 

6a.srnnanhIIllhI, >KaKThiphrnraH KepceTK~Tep 6moHqa "nait.na 

To6oKeJI,nHK" KaThTillb!HbIH l1HTerpaumrnaHraH TaJT)J.OOCY )KaHa KopyTyH,ny. 

blHrapbIM YKYKTYY opraH)l,hTH cypoo-rnna6b1 6moHqa KaTToo 

Ky6enyryHyH KapMOOY.ycy 30 KaJiettnapnhIK KyttnyH 11'i.HHne KM)l(OttyH 

6aruKa 6eJIYMnepyttyH opyc Tl1Jll1He KOTOpMOCYH 6epeT. 
3 7. )l(annhI MyHe3neMene )KaHa MenHUHHa.na Konnottyy 6mottqa 

Hyc1<aMa.na (KowyMY.a 6apaKY.ana) KaMThrn6araH >KaHa naphI npenapaTbIHhIH 
"nait.na - To6oKeJI)l,HK" KaThIIllhIH e3repT1<eH >KarhIMChl3 peaKUHJinap >KaHa 

(>Ke) KOOilCY3.D:YK >KaHa HaTb!it)!<aJiyynyK 60IOH'-ia 6awKa MaaJibIMaTTap 

nait.na 6onroH yqyp.na biitraphIM YKYKTYY opraH KaTToo Ky6enyryHyH 

KapMooyycyttaH 1<e3eKc113 KM)l(O cypaitT. 

38. KM)l(O Kb1prhl3 Pecrry6n111<aCbIHhIH aitMarhrnna >KyrypTyy.ne 

TypraH KaTTanraH .napht nperrapaTTaphrna 6ep11neT. 

39. bHirapbIM YKYKTYY opraH rnpa6brnaH OT'-ieTTyH 
<DapMa1<onor11JIJihIK Ke3eMennyH Tanarrrnrh1nal1 npaKT11Ka 3pe>KenepHHl1H 

>KaHa Kb1prhI3 Pecrry6n11KacbtHhTH Mbii13aMnaphIHhIH TananTapbrna 

bJJTaHhIKTYYJTYfYH aHbIKTOO, OWOH)l,Oit 3JTe n apbl npenapaTbIHbIH KOOIICY3.D:YK 
npocjmn11tt.nern MYMKYH 6onyyyy e3repyynepny >Katta 6yn e3repyynepnyH 

.napbI npenapaTbIHhIH " naitna -To6oKen.n;HK" KaTbIIllhIH 6aanooro THitrH3reH 

TaacHpHH aHbIKToo MaKcaTbIH)l,a KM:>KO 6aanoo )Ky3ere awhiphIJTaT. 

40. KM)l(O TeKwepyyn e )Katta 6aanoono, owottnoi1 3Jie MaaJihJMaTTa 

waitKew Ken6ereHn11K Ta6brnraH y yypna btl1rapbtM YKYKTYY opratt KaTToo 
Ky6enyryHyH KapMooqycyHa KWKO anratt KyttneH rnpThm 10 >KYMYW 

KYHneH awnaraH MeeHeTTe ara e3repTyynepny K11pr113yy )!(8HYHne 

Ka6apnoo )!(!16epeT. 

41 . bHirapbIM YKYKTYY opraH KaTToo Ky6enyry!-fYH KapMoo~cytta 
Me3rl1JT)l,yy OT'-ieTKO 6aaJTOO )Kypry3yJireH )KaHa MaaJibIMaTTbIH wai1Keill 

3MecT11r11 attbJKTanraH KyttneH TapTblil 3 )KYMYW KYHneH Ke'-i 3Mec 

MeetteTTe napb1 npenapaThtHbJH KaTToo nocbec11He e3repTyynepny 

K11pr113yy >KOJI->Ko6onopyH .neM11nrenee )!(81-fYH.D;e Ka6apnoo >K116epeT. 

42. Ywyn TapTHIITe KepceTynreH MaaJibIMaTTapnb1 biitrapbIM 

YKYKTYY opraH.[(bIH TeKwepyycyttyH )!(bJitbJHTbirhIH.[(a )!(aHa napbI 
npenapaTbIH KOJI.[(Ottyy.narbI "nait.na - T06oKeJI.[(l1K" KaTbIIllbIHbIH 

)!<0ropynawb1 Tyypanyy 6aanoo hipacrnnraHna hiitraphIM YKYKTYY opraH 

THewenyy 6aanoo )!(ypry3yJTreH KYH.D:eH rnpThm 5 )!(YMYW KYHneH 

Ke'!HKnereH M88H0TT8 KaTTOO Ky6enyryHyH KapMOO'-iycytta napbl 

npenapaTbIH KOJI.[(OHYYHYH KOOncy3nyryH KaMCbI3)l,00 6oJOHt:(a qapanap.D;bI 

Kepyy >KeHyH.ne Ka6apnoo )J<116epeT, arnn aitTKaH.na: 
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KOTOpb!X He BKJTJO'-ieHO B yKa3aHHb!H nepe'-ieHb, nep110)J.l1'-iHOCTb 

npencrnsnett11JI TIOOE cocrnsnJieT: 
1) Ka)!(.[(hie 6 MecJiues c Me)!(nyttaponttoit naThI perncTpaUHH Ha 

IIpOTJI>KeHl1l1 nepBbTX 2 JTeT; 
2) e>KeronHo Ha nporn>KeHHl1 nocnenyI011Jl1X 2 neT; 

3) .nanee - Ka>K.[(bie 3 ro.na. 

CpoK no.naqu TIOOE cocrnsmreT He 6onee 90 KaneH.napHbTX .[(Heit c 

.naTbI OKOH"!aHIU! c6opa .naHHb!X. 

· 34. BHeoY.epe.n;Hoit TIOOE nonne>KHT nonalf.e B cpoK .no 

60 KaJieH.napHbIX .[(Heit c .naTbl nonyqeHHJI IIHCbMeHHOro 3arrpoca 

ynoJTHOMoqeHHoro opraHa. 
3 5. Tip11 nonTsep)!(neH1111 rocy napcrneHHoit perncTPaUl1l1 

neKapcTBeHHoro npenaparn npe.nocTaBJIJieTcJI TIOOE 3a nepHo.n .neitcTBHJI 

pernCTpauHoHHoro ynoCTosepeH11JI. 
36. nOOE npe)l,OCTaBJTJieTCJI B ynoJTHOMO'!eHHb!it opraH c 

B03M0)!(H0CTb!O TeKCTOBOro nOl1CKa Ha pycCKOM JI3b!Ke 11JTJ1 aHrJil1HCKOM 

JI3bIKe c nepeBO)l,OM Ha pyccKl1H JI3bIK CJTeny10llll1X pa3)l,eJTOB: KpaTKOe 

l13JlO)!(eHl1e OCHOBHOro conep)KaHl1H, l1HTerp11posaHHblit aHaJIH3 

COOTHOilleHHJI «IlOJlb3a - pHCK» no ono6peHHblM IIOKa3aHl1JIM l1 

3aKJIJOqeHHe. 

Tio 3arrpocy ynonHoMoqeHHOro opraHa .nep>KaTeJib 
perHCTpaUHOHHOro y.nocTOBepeHHH B TeqeHHe 30 KaJieH.napHbIX )],Heit 

npenocrnsnHeT nepeson Ha py ccK11i1 H3bIK npyrnx pa3nenos TIOOE . 
3 7. TI pH BbUIBJieHl111 He)!(eJiaTeJibHb!X peaKUHit l1 ( l1Jll1) l1HOit 

l1HcpOpMal(l1H no 6e3oIIaCHOCTl1 l1 3cpcpeKTl1BHOCTl1, He co.nep)!(ameitcH B 

o6ll.l,eit xapaKTepHCTHKe 11 11HCTPYKUl111 no Me)l,11U11HCKOMY npHMeHeHHJO 

(JIHCTOK-BKJia)l,b!W) 11 113MeHHIOll.l,11X COOTHOWeH11e «nOJib3a - pHCK» 

neKapcTBeHHoro npenapaTa, yrronHoMoqeHHhiit opraH 3arrpawusaeT y 

)l,ep)KaTeJTH pernCTpaUHOHHOrO y )l,0CTOBepeHl1H BHeOLiepenHOit nOOo. 

38. TIOOE npeJ:toCTaBJJHeTcH Ha 3apernCTp11posaHHhie 

JieKapCTBeHHbJe rrpenapaTbl, HaXO)l,JIJUHeCJI B o6pameHl1l1 Ha TeppHTOpl1l1 

KhiprhI3CKoit Pecny6JTHKH. 
39. YnonttoMolf.eHHbIM opraHOM ocyw,ecrnm1eTcJI oueHKa TIOOE c 

ueJib!O orrpe.neneHHJI COOTBeTCTBl1JI OT'IeTa TPe6oBaHl1JIM TipaBHJl 

Ha.nne>Kameit npaKTl1Kl1 cpapMaKoHa)l,3opa l1 3aKOHo.n;aTeJibCTBa Kb1prhI3CKOit 

Pecrry6JIHKH, a TaK>Ke BhIHBJieH11H B03MO)!<HbIX 113MeHeHHit npocpHnH 

6e3onacHOCTl1 JieKapCTBeHHOro npenapaTa l1 BJ111HHl1JI 3Tl1X l13MeHeHl1it Ha 

oueHKY COOTHOilleHHJI «IlOJlb3a - pHCK» neKapCTBeHHOro npenapaTa. 

40. npl1 nposepKe l1 OUeHKe nOOE, a TaK>Ke BbIJIBJieHHH 

HeCOOTBeTCTBHH B l1HcpOpMal(l1l1 ynoJIHOMOLieHHbTit opraH HarrpaBJIJieT 

nep>KaTen10 perncTPau110Httoro ynoCTosepeH11H s cpoK, He npesh1waIO!lll1H 
10 pa60'-!l1X )].Hett CO )l,HJI ITOJTyc1eHl1H nOOn, yse)l,OMJ1eH11e 0 BHeCeHl1l1 B 

Hero l13MeHeH11i1 . 

15 



- Me)J.11Ul1Ha)J.a KOJI,ll.OHYY 6oK>HY.a HYCKaMara )l{aHa ()Ke) KOWYMY.a 

6filJaK_Y..ara eJrepiytJleiurf K.ijp0:1.3.¥.'µl(eJi.¥H,IJ.e; 

<l>apMaKOJlOrlli!JihIK Ke3eMerrnytt TanarITarhr,naif rrpaKTl1Ka 

3pe)Kenep11tt11H Tanarnaphrna hIJJaHhIK To601<en,n11KTep;n1 6awKapyy 

ITJJaHbJH K11pnnyy (KoppeKU11l!JIOO) )KeHyH,ne. 

~rapbIM YKYKTYY opratt Karroo i<y6eJiyryttyH KapMooqycytta 
Kooncy3,nyK )Ke HaTbJH)J<anyynyK npocp11n11H e3repryy 6oK>Htia )l<aJihI 

MaaJJbJMaT aJibJHraH CHrHaJI aHblKTanraH KYH118H TapTbin 5 )J<YMYW KyHre 

Y.eH11HK11 Meetterre, owoH.noA :me .n.apbl npenapaTbIHbIH TananTarb1,nai1 

3Mec canaTbIHa weKTettyy.ne TeMSHI<Y 11w-tiapanap,nb1 )l{ypry3yy )l(ettytt.ne 
Ka6apnoo )l<H6epeT: 

- .napbl nperrapaTbIHhIH Kooncy3,nyK )KaHa ()Ke) HaTbJH)J<anyynyK 

npoqmrr11H hipacTOo yqytt KOIIIYMtia tiaparrap,ll.hI 6errrnJiee 6oIOH'-Ia; 

- .napbI rrpenapaThIHhIH canaThIH KOHTpon.n.oo 6mott'-Ia; 

- .napbI npenapaThIHhTH 3pyycyttyH canbillIThipManyy K11HeT11KaChIH 
11311n.nee 6oKJHY.a; 

- cjiapMaKOKl1Hen11<aJiblK, cjiapMaI<Olll1HaM111<aJJblK, 3f111,ll.eMl10Jl0rl1l!JlblK 

11311n.neenep.ny yrollITYPYY 6010HY.a. 

44. hIHrapbIM y1<yKryy opraH 31<cnepT113aHbIH KopyTytt.nycytta 

hIJJaHhIK .nan11n.neHreH )l(arbIMCbl3 "naii.na - To6oKeJl)J.11K" KaThIWhIHhIH )Ke 

Me)J.11U11HaJJbIK KOJI,ll.OHyy 60101-1'-!a HyCKaMa,ll.a )J<aJhJJJraH .napbl Kapa)l(aTb!H 

KOJI)J.OHYYHYH waprrapb!H caKTOO,ll.O .napbi -,ll.apMeK Kapa)l(aTblHblH 

)l(eT11WC113 .napblliblK HaTb!H)KaJiyynyryH aHblKTOOHYH Herl1311H,ll.e Karroo 

Ky6enyryHyH Korr,noHynywyH 6 aAra crei111HK11 MeeHeTKe TOKTOTO TYPYY 

)KeHyH.ne tieti11M Ka6hrn anaT. Karroo Ky6enyryH TOKTOTO TYPYY 

Me3rnJ111H)J.e .napbl Kapa)l<aTbIH Kon.n.ottyyra )Katta caTyyra )!{OJI 6ep11JI6eifT. 

45. Karroo Ky6enyryttytt Kon,nottynywytt KaJibI6h1Ha KeJinrpyy 

)l(SttyH,ll.e qeq11M hiliraph!M YKYKTYY MaMJleKerr11K opraH Tapa6bIHaH Karroo 

Ky6enyryH KapMootiy)J.aH canaMarrbIK caKTOO qeJ1pecyH,nery hIHrapbIM 

YKYKTYY opratt rapa6brnatt 6eK11T11nrett Karroo Ky6enyryttyH 

KOJl,ll.OHyrrywyH TOKTOTO TYPYY J"IYH Henn 6orryn KhI3MaT KhmraH 

ce6eITTep.n11 )l{OIOY 6010HLia aTKapbrnraH 11w-tiapanap )KeHyH,ne Ka6apnooHy 

anraH KyH,neH TapTbm 5 )l{YMYW KyH.nyH 11c111H,ne Ka6bm aJibIHaT. 

46. hIHrapbIM YKYKTyy opraH rapa6b1HaH )Kal{bI CHCTeMaJibIK 

MaaJibIMarrap - .napbl Kapa)l{aTblHb!H KOOncy3,nyK npoc!ll1JI11Hl1H )i{arbIMCbl3 

KaTapb1 e3reprett.nyrytt )J<aHa 11apb1 npenapaTblH KOJJ)J.oHyyra 6ai1naHbJWTYY 

aJiraH rraii,naCbJHaH KeJJT11preH T060Ken1111r11HJ1H ycTeMLIYK KblJlraH)J.birb!H 

IKy6erreH.n.ypreH MaaJibIMarrap aJibrnraH.n.a )l(aHa bipacTanratt.na hIHrapbIM 

KYKTYY opraH Karroo Ky6enyryH )KOKKO 'lhirapyy (tiaKbipThm anyy) )l(aHa 

apbI Kapa)l(aThIH )l<yrypryy,neH aJJhm canyy )l<eHyH,ne '-le'-!11M Ka6hm anaT. 

47. hIHrapbIM YKYKTYY opraH Karroo Ky6enyryttyH KapMooqycyHa 

arroo Ky6enyryHyH KOJJ,ll.OHYJIYIIIYH TOKTOTO TYPYY )l(e Karroo Ky6eJiyryH 

OKKO 'lhrrapyy (tiaKbipTbm anyy) )KeHyH.ne tieti11M Ka6bJJJ aJJhIHraH KYH)J.eH 

apTblII 5 )l{YMYW KYH,ll.YH 11Y.11H,ll.e Karroo Ky6enyryttyH KOJJ,ll.OHYJJYWYH 
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41. Y ITOJlHOMO'-!eHHhlH opraH ttarrpasm1eT .n.ep)l{aTeJl!O 

perKc:i-p<H.\HOHHoro y.noeToBepettJ>UI s cpoIHte noo~aee -3-pa6o<mr,zrm:m co 
)J.IDI ITpose.n.eHllil oueHKH nep110.u11Y.eCKOrO OT'-!eTa H Bhll!BJJeHHl! B HeM 

HeCOOTBeTCTBHll .uaHHh!X yBe.UOMJJeH11e 06 11H11l(1111pOBaHHl1 ITpoue.uypbl 

B~eceHJ1ll 113MeHeHJ1H _.!!_ pec11crpau110HHO~ DOCbe aeKapCIBeHli.OI'.O~~~~~~ 

ITpenapara. 

42. f1o 11TOCaM IIpOBe,!leHHOH YITOJJHOMOtieHHhIM opraHOM ITpOBepKH 

.uaHHhIX, YKa3aHHb!X B HaCTOl!UieM nopll.UKe, 11 f101lTBep)K,!leHl111 Ol(eHKl1 0 

rrpeBbJWeHl111 COOTHOWeHJ1ll ((Il0Jlb3a - p11CK» np11 rrp11MeHeH1111 

rreKapcTBeHHoco rrperrapara yrronHOMOY.eHHhIH opcaH B cpoK He IT03,ll.Hee 

5 pa6otil1X .UHeH co .UH5! npose.ueHl15! COOTBeTCTBYK>UieH oueHKl1 HanpaBJI5!eT 

.uep)l{aTeJIKJ pec11crpau110HHOCO y 1lOCTOBepeHl1ll yse,!lOMJJeH11e 0 IIp11Hl!Tl111 

Mep IIO o6ecne'-!eHHKl 6e3orraCHOCTH rrp11MeHeHHll rreKapCTBeHHOCO 

rrperrapara, B qacTHOCTH: 

- 0 BHecemrn 113MeHeHl1H B 11HCTPYKUl1!0 no Me,!ll11(11HCKOMY 

np11MeHeHl1!0 11 (11!111) Jil1CTOK-BKJJa,!lblW; 

- o sse.uett1111 (KoppeKr11posK11) nnatta yrrpasrremrn p11cKaM11 B 

COOTBeTCTBl111 c Tpe6osaHl1llMl1 f1paBl1Jl Ha,!lJJe)Kameii npaKTl1Kl1 

cjiapMaKoHa.U30pa. 

43. YITOJJHOMotieHHbIH opraH Harrpasm1er .uep)l{arerrIO 

pec11crpau110HHoro y.uocrosepett11ll B cpoK .uo 5 pa6oti11x .UHeif co .UIDI 

Bbl5!BJJeHl15! Cl1THaJia - IJOJJyqeHl15! HOBOH l1HcjiopMau1111 IIO 113MeHeHJ1!0 

ITpOcjil1Jlll 6e3orraCHOCIJ1 11Jll1 3cjicpeKTl1BHOCTI1, a TaK)l{e np11 Il01l03peHl111 Ha 

HeHa.UJJe)J(amee KaY.eCTBO neKapcrseHHoco rrperrapara - yse.uoMrreHtte o 

rrpose.ueHHH Meponptt5!Tl1H: 

- IIO ycTaHOBJleHHKl 1l0IlOJIH11IeJlbHblX Mep 1l115! IlO.UTBep)l(,!leHHl! 

rrpocp11rrl! 6e3orraCHOCTl1 11 (1111H) 3cpcpeKTl1BHOCTH neKapcTBeHHOCO 

rrperrapaTa; 

- IIO KOHTp011!0 3a Ka'!eCTBOM rreKapcTBeHHOCO rrpeITapaTa; 

- no 11ccne.uosaH1110 cpaBHl1TeJJbHOH K11HeTl1Kl1 paCTBOpeHHl! 
rreKapcTBeHHhIX npenaparos; 

- ITO opraHH3al(J111 cpapMaKOKl1HeT11'leCKl1X, cpapMaK01l11HaMJ1L!eCKl1X, 
3n11.ueM11011oc11Y.ecK11x 11ccne.uosaH 11 i1. 

44. YnonHOMOY.eHHbIM opcaH 

COOTBeTCTBHH c 3aKJIKJ'-!eHHeM 
Ha OCHOBaHl111 1l0Ka3aHHOCO B 

3KcnepT113hl He6rraconpHl!THoco 
COOTHOUieHH5! ((II0Jlb3a - pHCK» 11JJH Bhll!BJJeHl15! .UOKyMeHTaJJbHO 

IIO.UTBep)l()J.eHHOH He,!lOCTaTOY.HOH repaneBTJ1'-!eCKOH 3cpcjieKTHBHOCTH 

rreKapcTBeHHoro cpe.ucrsa rrptt co6rrIO.UeHHH ycnosttli eco npttMeHeHHl!, 

onHcaHHhIX B HHcrpyKU11H ITO Mem-ruHHCKOMY ITPHMeHeH1110, ITpHHHMaer 

peureHHe 0 rrp11ocTaHOBJJeHHl1 .uei1CTBH5! perncTpau110HHOCO 

y.uocrosepeHlli! Ha cpoK .uo 6 MecJ1.ues. IlpttMeHeH11e 11 peantt3al(HJI. 

rreKapCTBeHHOCO cpe.ucrsa Ha nepHO.U npHOCTaHOBJieHHl! 

perncTpau110HHoco y.uocTosepeHHJI. He .uonycKa!OTCJI.. 
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TOKTOTO TYPYY )!(e Kanoo Ky6eJiyrytt )KOKKO Yhirapyy (YaKblpTb!Il anyy) 
)!(6HYH.D:6 Ka6hIJJ aJJb!HraH YeYl1M)ll1 T11pKee MeHeH KaT TypyH,uery 

Ka6aprrooHy )!(H6epeT .. 

6-rJlaBa. To60Kem:i:mrrept1.H 6auJKapyy nJlaHhIH 6epyy TapTu6u 

48. To60Kerr.u11:KTepm1 6awKapyy nnaHhI (MhIH)laH aphr - TEn) 

KaTTOO Ky6enyryuyH KapMOOYycy rnpa6hIHaH !1WTerr11:n YhiraT )!<aHa aHhl 

attbII<Tooro, 6aanooro )KaHa an)lbIH aJiyyra, owoH,uoi1 3Jie .n.apbI npenapaTbIH 

KOJI)lOHYY MeHeH 6aAnaHhilllK3H T060KeJI)lHKTep.u11 MHHHM3JI)lalllThipyyra 

)!(aHa 6yn Hlll-Yapanap.uhrn HaThIH)KanyynyryH 6aanooro 6arhITTanraH 

<jiapMaKOJIOfl1.HJiblK Ke3eMeJI 11w-YapaJiapblHb!H TOJiyK Cb!IlaTTaMaCb!H 

KaMThIHT. 

49. TEIT TaJianrnrhI.Uai1 cpapMaKOJIOmllJibIK Ke3eMeJI.D.YH 

npaKTHKaChIHhIH 3pe)!(enep11 MeHeH 6enmJieHreH ap 611p 6enyM 6010HYa 

Tanarnapra hIJJaHh!K KaTTOO Ky6eJiyryHyH KapMOOYycy rnpa6hIHaH 

HrnTeJIHil <JhirhilllhI )!(aHa 6ep11:mmrn KepeK. 

TEn hIAraphIM YKYKTYY opraHra opyc THJIHH.Ue 6ep11:neT. 

3aphrn 6onroH y<:1ypJiap.n.a TEIT Tanwh1pyy )Ke aHhI )!(aJihIJJoo .n:aphI 

npenapaThIHhIH )!(awoo UHKJIHHHH KaanaraH y6arhrn,n:a Tarran KhJJihIHhilllhI 

MYMKYff. 
50. Ton Tan.uoo )l<aHa 6aanoo TananTarhI.UaA cpapMaKonomllnhrK 

Ke3eMeJIAYH npaKT11KaCbIHbIH 3pe)1<eJiep11tt,ue 6eJir11JiettreH TananTapra 

hJJiaHhIK )i(ypry3yJieT. 

51. bl i1raph1M YKYKTYY opraH Ton Tan.n.oo )i(ypry3yy )KaHa 6aanoo 

Me3rnJI11H,ue Kanoo Ky6eJiyryttyH KapMooyycyttaH TEIT KOHKpenyy 

)!(060JIOPY 6oJOHYa Tywytt,uypMeJiep,uy )I<e TaKTOOJIOPAY TaJian KbJJI3T )!(3Ha 

cyHyrnTanraH TEIT e3repTyyJiep.n:y 1<11prn3yyHy cyttywrnAT. 
52. KaTToo Ky6enyryHyH 1<apMooqycy 60 KaneH.uap,n:hIK KYH.D:eH 

awnaratt MeeHeTTe h1i1rapb1M YKYKTYY opraH)lhIH cypoo-Tana6h1 6010HYa 

TYlllYH.llYPMenep.uy )!(e TaKToonop.uy 6epeT )!(aHa ()i(e) TEIT )!(eTKHpe 

m1nen1111 YhIKKaH seprnl!ChIH 6epeT. b!HraphIM YKYKTYY opraH TEIT 
e3repTyyJiep.n.y K11prn3yy 3aphlJIYbIJJhlrbI )K6HYHA6 611JI,n:11pyytty KaTTOO 

Ky6enyryHyH KapMOOYycytta )KetteTeT, 3JI aJih!HraH)laH Kl1Hl1H 

20 KaneH,n:ap.UhIK KYH.llYH 11<JHH,n:e aTKaphmyyra rni1:11rn (hIAraphIM YKYKTYY 
opraHra e3repryynepuy K11prn3yy MeHeH Ton 6epeT). 

7-rnasa. KaTIOO!lOH KHHHH1rn Kooncy3t1.yryH H3HJJ!l00J10p 

53. KaTToouoH K11i111HK11 Kooncy3.n.yrytt !1311JI.Ueenep (MhJH.UaH aphI -

KKKH) )KypywyH.ue MYMKYH 6oJiyyyy KJI11H11KaJihIK MaaH11c11 )!(e KaJIKThIH 
canaMaTThirhI yqyH MaaHHC!1 6ap .n:aph1 npenapaThIHhIH Kooncy3,n:yry 

)!(0HYff.ll0 KOIDYMYa HJIHMHH MaanhIMaTTap.uhr qorynTyyqy H3HJI,n:eenep.uy 
KaMTb!HT. 

17 

45. PeweH11e o so306HOBJieH1111 ,uei1cTBl1ji per11crpau110HHoro 

y,uocTOBepemrn np11H11MaeTC.H ynoJIHOMOYeHHh!M opraHOM B TeYeH11e 5 
pa6o<JHX ,n:HeH co .D:H.H noJiy<:IeHH.H OT .n:ep:>!<aTeJI.H perHCTpaUHOHHOfO 
y.n:ocToBepeHH.H yse,n:oMJieHH.H yTsep)!(,n:eHHoi1 ynoJIHOMO<JeHHhIM 

rocy.n:apCTBeHHhlM opraHOM B c<jiepe 3.n:pasooxpaHeHH.H 0 BhITIOJIHeHHhlX 
Meponpm!THj{X 110 ycTpaHeHmo npwmH, nocJiy)!(HBlllHX OCHOBaHHeM .n:Jlji 

npHOCTaHOBJieHH.H ,n:eHCTBH.H perHcTpau1mHHOro y.n:ocTOBepeHH.H. 

46. np11: noJiyYeHHH 11 IIO.D:TBep)K)leHH!1 ynOJIHOMOYeHHh!M OpraHOM 

HOBblX Cl1CTeMHblX .n:aHHblX - .U3HHblX, CB!1)leTeJibCTBYIOLI.ll1X 06 l13MeHeHl1!1 

npo<jiHJI.H 6e30Il3CHOCT!1 JieKapCTBeHHOro cpe,uCTBa K3K He6JiaronpHl!THOfO 

H npeBOCXO)lCTBe pHCKOB, CBll33HHh!X c rrpHMeHeHHeM JieKapCTBeHHOro 

npenapaTa Ha)l IIOJiyyaeMOH nOJib30H, ynoJIHOMOYeHHblM opraH np11Hl1MaeT 

perneHHe 06 aHttyJIHpoBaHHH (OT3h!Be) pemcTpauHOHHOro y,n:oCTOBepeHHji 

11: H3'hl!THH H3 o6parueHmr neKapcTBeHHoro cpe.n:cTBa. 

47. YnonHoMoYeHHhIH opraH HarrpaBnl!eT uep)!(aTemo 

pen1crpau110HHOro y )l0CTOBepeHl1.H nl1CbMeHHOe yse)lOMJieH11e c 

npHJIO)!(eHHeM npHffj{TOfO perneHHJI 0 npHOCTaHOBJieHHH ueHCTBHji 

pemcTpauHOHHOfO y.n:ocTOBepeHHll 11JI!1 aHHYJIHpOBaHHH (OT3h!Be) 

per11cTpau110HHOfO y.n:ocTOBepeHlrn B TeYeH11e 5 pa60Yl1X )lHei1 co )lH.H 

npHffj{THji ynonHOMO<JeHHh!M opraHOM perneHHji 0 11pHOCTaHOBJieHl1H 

.n:eAcTBH.H per11cTpau110Httoro yuocTosepeHHll 11n11 aHHynupoBaHHH 

( OT3b!Be) pemcTpau110HHOro y )lOCTOBepeHl1ll. 

f JlaBa 6. OopSI!lOK npe!lOCTaBJleHIUI UJlaHa ynpaBJJeHHSI pHCKaMH 

48. ITnaH ynpasJieH11.H p11cKaM11 (t1.anee - ITYP) pa3pa6aThrnaeTC.H 

t1.ep)KaTeneM per11crpau11ottttoro y !lOCTOBepeH11J1 11 couep)!(!1T no.n.po6Hoe 

OilHC3HHe Meponpm!THH no cpapMaKOH3)J.30py, HanpasneHHhlX Ha 

BhlllBJieHHe, oueHKY H rrpeUOTBpa1UeHHe, a T3K)!(e MHHHMH33UHIO pHCKOB, 

CB.H33HHh!X c np11:MeHeH11eM JieKapCTBeHHOfO rrpenapaTa, 11 oueHKy 

3cpcpeKTHBHOCTH .uaHHhIX MeponpHl!Tl1H . 
49. nyp .D:OJI)!(eH faITh pa3pa6oTaH H rrpe.UOCTaBJieH ,n:ep)!(aTeJieM 

per11crpauHOHHh!X y .UOCTOBepett11i1 B COOTBeTCTBl111 c Tpe6oBaHl1.HMl1 K 

K3)!(.D:OMY pa3.D.eJiy' ycrnHOBJieHHblMl1 I1paB11JiaM11 Ha)lJie)!(a1Uei1 npaKTl1KH 

cpapMaKoHa,n:3opa. 

nyp rrpe.UOCTaBJilleTCll B YIIOJIHOMOYeHHhlH opraH Ha pyCCKOM 5!3h!Ke. 

B tteo6xo,u11MbIX cJiyYa.ax npe,ucrasJiett11e ITYP 11JI11 ero 06ttoBJiett11e 

MO)!(eT noTpe60B3ThCJI B JII06oe BpeMll B TeYeHHe )!(11:3HeHHOfO UHKJia 

neKapcTBeHHoro npenapaTa. 
50. AHaJIH3 H OUeHKa nyp IlpOBOJlHTCH B COOTBeTCTBHH C 

Tpe6oBaHIU!MH, ycTaHOBJieHHh!Ml1 I1paBl1JI3Ml1 Ha)J.Jie)KaLJ.leH npaKTHKH 

cpapMaK0Ha,n:3opa. 
51 . B nep1m.n: npose.ueHHll aHamna H oueHKH nyp ynonHOMOYeHHhIH 

opraH 3anpaw11saeT y .n:ep)!<aTeJI.a perncTpau11ottttoro y.uocTosepeHHll 
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54. KKKI1 Kb1prbI3 Pecny6m1KaCbJHhIH ai1MarhJH,D,a Karroo 

Ky6enyry,!iyH KapMOO':iycy rnpa6bll:!ali T anama..c.w..a.aii cpapMaK011ornsnb1K 

K838M8JI.UYH npaKT!1KaCbIHblH 3pe)Kenepv1He hlJJaHbJK )l(y3ere aWblpbIJiaT. 

55 . KKKH KaTToo Ky6en yryHyH KapMOOYycy Tapa6brnaH Kh1prh13 

Pecrry6n11KaCh1HhJH ai1Marhrn.Ua hJKTW1p.uyy Typ.ue )Ke hJHrapblM yKyKTYY 

opraH.[\blH cypoO-TaJla-6b1 6 o!OHl.fa 11311Jl.U88JJ 8p.Uy )!(ypry3yy- )l(OJIY MeHeH 

KowyMLJa 11311JI.ueetty Tanarr KhrnraH, KaTTanraH .uaphI rrperrapaThIHa 

6ai1naHh!WTYY T060KeJl.U11KTep 6ap 3KeH.[\11rl1 6omKOJ1.UOHroH yqyp.ua 

)!(yJere awh1pbrnaT. 

56. KKKI1 npoTOKOJIY KaTToo Ky6enyryHyH KapMooqycy rnpa6hrnaH 

Tananrnninai1 cpapMa1<011or11HJJhIK K838MSJJ.UYH rrpa1<T111<achIHhIH 

3pe)!<enep11 MeHeH 6eK11T11nreH TananTapra h1nai1h1K 11wTeJI11n YbJraT )l(atta 

hii1raphIM YKYKTYY opraH MetteH MaKyn.uawhrnaT. 

57. KaTToo Ky6enyryHyH 1<apMooqycy KKKI1 )!(h!Hh!HThIKTooqy 

OTl.feTyH hIHrapbIM YKYKTYY opraHra Maanh1MaTTap.uh1 qorynTyy aHKTaraH 

KYH.USH TapThm 12 ai1.uaH KeY11KT11p6eCTeH 6epeT. 

58. KyTyJI6ereH OJIYTTYY )!<arhIMChJ3 peaKUHHJiap 6010Hl.fa MaaJJhIMaT 

TananTarh1.uai1 KJ111HHKaJJhIK npaKT111<aHhIH 3pe)1<enep11H11H )I<aHa ywyn 

TapT11nT11H Tananrnphrna b1nai1h1K h1i1rapb1M YKYKTYY opraHra TOKToocy3 

6ep11JI11w11 KepeK. 

8-rJiaBa. cI>a p MaICOJIOrHHJlhlK K030M0Jl CHCTeMaCblH 6aaJIOO 

59. Karroo 1<y6enyKTepyH KapMooqynap rnpa6brnaH 

cpapMaKOJ10rl15!JlbTK K838M8Jl 60IOHYa Ml1JT.UeTreHMeJJep.u11H aTKapblJlbllllb!H 

h!pacTOo MaKcaTbIH.Ua h1i1.rapb1M YKYKTYY opraH Karroo 1<y6eJiy1<TepyHyH 

KapMOOYyJTapb!HblH )Ke cpapMaKOJIOrJUIJlhlK K838M8JIAYH 

M11JI,11,erreHMeJiep1rn aTKapyy YYYH Karroo 1<y6eJiy1<TepyttyH KapMooqynaphI 

Taprn TypraH 6aw1<a yIOM.Uap.UhIH cpapMaKonornHJThTK K838MSJT 

c11cTeMaCb1Ha 6aanoo )l(ypry3eT. 

60. <l>apMaKOJIOr115!JlblK K838M8JI Cl1CTeMaCblH 6aanoo 

cpapMaKOJTOrl15!JTbTK K838M8JT.UyH 6yTKYJT Cl1CTeMaCb!Ha )KaHa aH:pb!M .uapbl 

npenapaTbI 6010Ht.fa )l(ypry3yneT )KaHa TananTarhI,D,aH: cpapMaKOJIOmHJihJK 

IKe3eMen.uytt rrpa1<T11KaCb1HhlH 3pe)1<enep11He hrnaH:bJK )!(y3ere a111b1pb1naT. 

61. <l>apMa1<onor115!JihIK K838Men c11cTeMaChIH 6aanoo rrnaH.uyy )!(e 

rrnaH.UaH ThTlllKaphI 6011ywy MYMKyH. <l>apMaKonorHHJThTK K838MSJT 

11cTeMaCbJH nnatt.uy y 6aanoo aJIAhIH ana Ty 3ynreH nporpaMMara brnai1h1K 

ypry3yneT. <l>apMaKOJIOfl15!JlblK K838M8JT Cl1CTeMaCb!H rrnaH.[\aH 

hTWKapKhI 6aanoo .ueM11nreneeLJy cpa1<Top ( cHcTeMaJihIK rrpo6neMa) 

HhTKTanraH yLJyp.ua )l(ypry3yn eT, owon 3JTe yqyp.ua 6aanoo aHhIKTanraH 

ei1rei1.uy 11311JI.U88HYH )l(aHa 6aa 6epyyHyH 3H, OIITl1MaJI.UYY blKMaCbl 

aTapbl KapanaT. 

62 . <l>apMaKOJTOfl15!Jl hlK K838M8Jl CY! CTeMaC hlHhlH Y!WYIH 6aanoo 

<aphrnnaHraH yyyp,11,a h1i1rapb!M yKy KTYY opraH Karroo Ky6enyryHyH 
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pa3b5!CHeHl15! 11n 11 yTOYHemrn no KOHKpeTHhIM nono)!(eH115!M ITYP 11 

peKO~ye:r BHeont H9Mettet!HJI B flpeMffif'aeMblM IlYP. 

52. JJ:ep)!(aTenh perncTpaIIHOHHOro y .uocTOBepemrn B cpoK He 6onee 

60 KaneH.uapHhIX .UHei1 rrpe.uocTaBJTHeT pa3bHCHeHHH HJTl1 yTOLJHeH115! Ha 

3anpoc y rroJIHOMOl.feHHOro Op[aHa 11 (;rn.1:1) u pe11oqasn3eT nopa6oraHHY!O 

sepcHIO ITYP. YnonHOMO'-IeHHhIH opratt ttanpas1rneT yse.uoMJTeHHe o 

He06XO.L\l1MOCTJ1 BHeCeHl15! 113MeHeHHH B nyp .uep)l(aTeJTIO 

perncTpau;HoHHoro y.uocTosepeHHH, KOTopoe .UOJI)!(HO 6h1Th HCITOJTHeHo 

(npe.n;cTaBJI5!eT B ynOJIHOMOt.feHHblH opraH IlYP c BHeCeHHblMH 

H3MeHeHl15!MH) B Tet.feHHe 20 KaneH.uapHhIX .uHeH: rrocne rronyqeHHH. 

rJiaBa 7. IlOCTperHCTpaUHOHHbie HCCJie.UOB3HHH 6e30ll3CHOCTH 

53. TiocTpernCTpau;110HHhJe 11ccne.uosaH115! 6e3orracHocTH (.uanee 

nPJ;16) BKJIIOLJafOT 11CCJTe.UOBaHJ15!, B npouecce KOTOpb!X C06Hpa!OTC5! 

,ll,Oll0JlHl1TenbHble HayYHb!e ,D,aHHbJe 0 6e3onaCHOCTl1 neKapCTBeHHOfO 

npenapaTa, HMeIOru;He IlOTeHII11aJJhHYIO KJ111HHl.feCKYIO 3Hal.f.11MOCTb .11JI.11 

Ba)!<HOCTb .UJI5! 3.UOp0Bb5! HaCeJTeHJ15!. 

54. TIPI1E ocyw.ecrnnHeTCH .uep)l(aTeneM perncTpau110HHoro 

y.uocToBepeH.115! Ha Tepp11Top1111 KhrprhBCKOH Pecrry6n.11K.11 B cooTBeTCTB.11.11 

c IlpaBHnaM.11 Ha.une)l(amei1 rrpaKTHKH cpapMa1<0Ha,11,3opa. 

55 . npJ;(J) ocyru;eCTBJTiieTC5! .Uep)!(aTeJTeM perHCTpal!HOHHOro 

y.uocToBepemrn Ha Tepp11Top1111 Kb1prhI3CKoi1 Pecny6n11K11 ,D,o6posonhHO 

11n11 no Jarrpocy ynonHOMOl.feHHOro opratta B cnyqae rrpe.unono)l(eHirn o 

HaJJJ1LJl1l1 p11CKOB, CB5!3aHHhlX c 3aperncTp11pOBaHHhlM JTeKapCTBeHHblM 

npenapaToM, Tpe6y10w.11x ,D,ononH11TenbHOro 11JyYeH115! nyTeM npose,D,eH.115! 

11ccne,D,osamu1. 

56. TipOTOKOJT nPI1E pa3pa6aTbIBaeTC5! .uep)!(aTeJieM 

perHCTparrHOHHOro Y.UOCTOBepeHl15! B COOTBeTCTBl1l1 c Tpe6oBaHJ15!Ml1, 

yrnep)!(,UeHHhIMl1 IlpaBirnaM11 Ha,D,ne)!(amei1 rrpaKTHKH cpapMa1<otta.u3opa, 11 

cornacOBbIBaeTC5! c yrroJIHOMOl.feHHb!M opraHOM. 

57 . .lJ.ep)!(aTeJTh perncTparr110HHoro y.uocTOBepeHHH rro.uaeT HToroBhIH 

OTt.feT TIPI1E B yrronHOMOt.feHHhIH opraH He II03.UHee 12 Mec51rreB c ,11,aThI 

OKOHt.faHJ15! c6opa .uaHHblX. 

58. I1HcjJopMau;115! no cephe3HhIM Herrpe.us11.ueHHhIM He)!(eJiaTeJihHhIM 

peaKQI15!M ,ll,OJI)!(Ha rrpe.uCTaBJT5!TbC5! B cpOYHOM rrop5!.UKe B 

ynoJIHOMOt.feHHhlH opraH B COOTBeTCTB11H c Tpe6oBaHH5!Ml1 IlpaBHJI 

Ha,11,Jie)!(aIQeH KJIHHl1l.feCKOH rrpaKT11Kl1 11 HaCT05!lll.11M nop5!.UKOM. 

rJiaBa 8. OueHKa CHCTeMbl cJ>apM3KOH3.!l30pa 

59. B rrenHx no.urnep)!(.uemrn BhmonHeHHH .uep)!(aTeMMH 

perncTparr110HHhIX y.uocrnsepeHHH o65!3aTeJThCTB rro cjJapMaKoHa.L\3opy 

yrroJIHOMOt.feHHblM opraH npoBO.U11T oueHKY Cl1CTeMbl cpapMaKOHa.L13opa 
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KapMooqycyHa cpapMaKOJIOfl1.S!JlblK K030M0JI Cl1CTeMaCblH aJIJJ:bI)J.arbI 6aanoo 

)1<0HYHA0 1<a6apno0Hy (3p1<11H cpopMa,z:i:a) IIJiaH)J.aJiraH TeKUlepyy 

)!(ypry3yyttyH 60JI)!(OJIAOHrOH narncbIHaH KeMI1HAe 30 1<anett.IJ.ap.IJ.bIK KYH 

Myp,z:i:a )Irn6epeT. 

63 . TananrnrbI.IJ.aH cpapM aKonorn.SIJibIK Ke3eMenn ee npaKT11KaCbIHbIH 

3pe)!(enep11 MeHeH bIH:rapbIM YKYKTYY opraH Tapa6brnaH cpapMaKonorn.SIJibIK 

Ke3eMeJI c11cTeManapbrna KYTYYCY3 6aarroo )1<ypry3yy KaparraT. 

<l>apMaKOJlOrH.S!JlbIK K030M0Jl CHCTeMaCbIH 6aanootty yIOIIITYPYY )!(aHa 

)!(ypry3YY MetteH 6atinaHbIWKaH lfhirbIM.IJ.ap.IJ.bI Karroo Ky6enyryttytt 

KapMooqycy )!(aHa cpapMaKOJlOrH.S!JlbIK K030M0JI 60IOHqa 

M11rr,z:i:erreHMerrep1rn aTKapyy yqyH Karroo Ky6enyryttyH KapMooqycy 

Tapa6brnaH TapTh!JlraH 6a1Jl1<a yJOM.IJ.ap TapTaT. 

64. Karroo Ky6erryryttyH KapMooqycy KoppeKU11.SIJIOoqy )!(atta aJIJJ;hIH 

arryyqy 11III-qaparrapJJ;bIH rrrraHhIH 11IIITerr qblrhm )!(aHa 11IIIKe K11pr11311rr, 

aHbIKTarrraH Tyypa Kerr6ecT11KTepn11 e3 y6arbIHJJ;a qerreTyyre Ml1JIJJ;erryy. 
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JJ;ep)!(aTerreti per11cTpa11110HHbIX yn ocTosepett11H 11n11 11ttbIX opraHmau11H:, 

np11sne'-!eHHbIX Aep)l(aTeJI.SIM11 perncTpa11110Httb1x YAOCTosepett11ii AJI.S! 

BbIIIOJIHeHl1.S! o6.SI3aTeJibCTB no cpapMaKOHa)l3opy. 

60. OueHKa c11cTeMbI cpapMaKoHamopa npoBOA11TCH s OTHowett1111 

uenoii C!1CTeMbl cpapMaKOHa)J.30pa 11 no OT)J.eJibHOMY JieKapCTBeHHOMY 

rrperrapazy 11 ocyll.leCTBJI.S!eTC.SI corrracHo Ilpas11rr HaJJ;Jie)!(all.leii rrpaKTHKH 

cpapMaK0Ha,z:i:3opa. 

61. OuettKa CHCTeMbI cpapMaKoHaJJ;3opa MmKeT 6bITb rrnattosoti 11 

BHennaHOBOH. IlnaHOBble 011eHKl1 Cl1CTeMbl cpapMaKOHa)l3opa rrpOBO)J..S!TC.S! B 

COOTBeTCTBI111 c npe.IJ.Bap11TeJibHO COCTaBJieHHOH nporpaMMO:ii. 

BtterrnaHOBhie oueHKH c11cTeMbI cpapMaKoHaJJ;3opa npoBOJJ;HTCH B crryqae 

BbUIBJieHMH HHHl.lHHpyIOll.lero cpaKTopa (C11CTeMHOH rrpo6rreMbl), rrp11 3TOM 

oueHKa paccMaTpHsaeTCH KaK tta116orree onT11MarrbHbI:ii cnoco6 H3yqeHHH 11 

oueHKH BbUIBJieHHOH npo6neMbl. 

62. B crryqae o6bHBJJeHHOH 011ett1<11 rncTeMbI cpapMaKoHaJJ;3opa 

ynonttoMo'-!eHHbIH opraH Hanpasn .SieT n ep)l(aTeJIJO perncTpa1111ottttoro 

yJJ;OCTOBepeHI1.S! yse)J.OMJieH11e (s np0113BOJibHOH cpopMe) 0 rrpe)J;CTOHll.leli 

ouettKe cHcTeMbI cpapMaKoHaJJ;3opa He Mettee qeM 3a 30 KarrettJJ;apHbIX )J;Heli 

AO rrpe.IJ.nonaraeMoii )J.aTbI npose)J.ett11.S1 nnattosoti 11ttcne1<111111. 

63. Ilpas11rraM11 Ha.IJ.Jie)!(all.leli rrpa1<T111<11 cpapMaKoHaJJ;3opa 

rrpe,z:i:ycMOTpeHo rrpoBeJJ;eHHe yrroJIHOMoqeHHblM opraHOM BHe3aIIHb!X 

oueHOK CHCTeM cpapMaKOHa)J.30pa. 

PacxO.IJ.bI, CBH3aHHbie c opraH113a1111eii 11 npose)J.ett11eM oueHKH 

CHCTeMbl cpapMaKOHa,n:3opa, HeCeT Aep)!(aTeJib perHCTpaUHOHHOro 

yJJ;ocTosepeHHH H HHaH opr aHH3aUHH, rrp11srreqeHHaH JJ;ep)!(aTeJIHMH 

pemcTpal.(!10HHblX YAOCTOBepeHHH )J.Jl.S! Bb!IIOJI HeHH.S! o6H3aTeJibCTB no 

cpapMaKottam opy. 

64. ,Uep)!(aTeJib per11CTpa11110HHOro ynocTosepeH11.S1 o6H3aH 

csoespeMeHHO y cTpaHl1Tb BblHBJJeHHOe HeCOOTBeTCTBl1e, pa3pa6oTaB l1 

BHe)J.pHB nnaH KOppeKT11pyio11111x 11 npeAynpe.IJ.11TeJibHblX Meporrp11HTl1H. 
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