IIpuka3 @enepanbHOl CityKObI 110 HaA30pY B cepe 3apaBooxpanenus ot 15 ¢espans 2017 r. N 1071 "O06
yrBepxkaeHun [lopsinka ocymectienus papmakoHanzopa" (¢ U3MEHEHUSMHU U JOMOJIHEHUSIMU )
Penakuus ¢ usmenenusimu N 6252 ot 16.07.2020

Ipuxa3 @OegepanbHOil C1y:K0bI 10 HAA30PY B cepe 3apaBooxpaHenusi ot 15 ¢eBpans 2017 r.
N 1071
"O0 yrBepxaenun Iopsinka ocymecrBiienus papmakonaazopa'

C u3MeHeHHSIMH H JOIMOJTHCHUAMM OT:

16 nronsa 2020 r.

B cootBercTBUU cO cTaThsamu 64, 65 @enepanbHoro 3akoHa ot 12 ampens 2010 . N 61-®3 "O6
oOpamienun JnekapcTBeHHbIX cpeAcTB" (CoOpanme 3akoHonarenbcTBa Poccuiickoit ®deneparuu, 2010,
N 16, cr. 1815; N 31, cr.4161; N 42, cT.5293; N 49, cr. 6409; 2011, N 50, cT. 7351; 2012, N 26,
cT. 3446; N 53, ct. 7587; 2013, N 27, cr.3477; N 48, ct.6165; 2014, N 11, ct. 1098; N 43, c1. 5797,
N 52, cT. 7540; 2015, N 10, cT. 1404; N 27, cT. 3951; N 29, c1. 4359, 4367, 4388; N 51, cT. 7245; 2016,
N 1, ct. 9; N 23, cT. 3287; N 27, ct. 4238, 4283), npukasbiBaio:

1. YTBepauTh npunaraemMslii [Topsiiok ocymecTBneHus papMakoHaa30pa COTIACHO TTPUITIOKEHUIO.

2. KoHTpOJIb 32 NCIIOJTHEHNUEM HACTOSIIETO MPUKA3a OCTABIISIO 32 COOOM.

PykoBoautens M.A. Mypamiko

3apeructpupoBano B Muntocte PO 20 mapra 2017 r.
Peructpanmonnsiit N 46039

YTBEPXIEH

npukazom PegepajbHOM CayxKObI 10 HAA30PY
B cepe 31paBoOXpaHeHU s

or 15.02.17 N 1071

Hopsinok
ocyuiecTBieHus (papmakoHaa3opa

C u3MeHeHHSIMH H JAOIMOJITHCHUSAMMU OT:

16 nronsa 2020 r.

1. Hacrosiuii [Topsinok ycraHaBinBaeT TpeOOBaHUS K OCYILIECTBICHHUIO (papMaKOHAA30pa.

2. dapMakoHaI30p - BUJ JAEITEIBHOCTH IO MOHHUTOPHUHTY 3(P(EKTUBHOCTH W 0OE30MaCHOCTH
JICKapCTBEHHBIX MPENapaToB, HAMPABICHHBIM Ha BBISBICHUE, OIICHKY U MPEJOTBPAIICHUE HEeXKENaTeIbHBIX
MOCIIEACTBUM MPUMEHEHHUS JIEKapCTBEHHBIX MpernapaToB™(1).

3. ®apmakoHam3op ocymiecTBisercs @DenepaibHON chmyk00W 1O Ham3opy B cdepe
3apaBooXpaHeHus (manee - Poc3apaBHam30p) myTeM aHaimu3a MPEACTABISIEMON CyObeKTaMu OOparieHus
JICKapPCTBEHHBIX CPEACTB MHGOPMAITUU O TOOOYHBIX ACHCTBHIX JIEKAPCTBEHHBIX CPEACTB, HEXKEMATEIbHBIX
PEaKImsIX, Cephe3HBIX HEXKEIATENbHBIX PEAKIUAX, HEMPEABHICHHBIX HEKETATENbHBIX PEAKIUsAX IPH
NPUMEHEHUN JICKApCTBEHHBIX IpernaparoB, 00 WHAMBUIYAIbHOM HENEPEeHOCUMOCTH, OTCYTCTBUHU
3 PEKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB (ajee - HEeKeNaTeIbHBIX PEeakIHii), a Takke 00 WHBIX
(akTax 1 00CTOATENHCTBAX, NPEACTABISIOMINX YIPO3y KU3HHU WM 3I0pPOBBIO YellOBEKa MPU MPUMEHEHUH
JIEKapCTBEHHBIX TMpernapaToB (fgajiee - WHOW wuWHGopMmaruu 1o Oe3omacHOCTH M A(PPEKTUBHOCTH),
BBIABJICHHBIX Ha BCEX JTamax oOpalleHHs JeKapCTBEHHBIX mpemnapatoB B Poccuiickoii denepanmu u
OPYTUX TOCYAApCTBaX B II€NIAX BBISABICHUS BO3MOXKHBIX HETaTUBHBIX MOCIEACTBUNA HMX MpPUMEHEHUS,
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WHAUBUAYAIbHON HENEePEeHOCUMOCTH, MPEAYNPEKICHUS METUIMHCKUX PAOOTHHKOB, MAIlMEHTOB M HUX
3allUTHl OT MPUMEHEHHUSI TAKUX JIEKAPCTBEHHBIX MPETapaToB.

4. dapMakoHa30p OCYIIECTBISIETCS ¢ COOMIOICHUEM 3aKoHOoAaTebeTBa Poccuiickoit denepanun
B 00J1aCTH 3alllUThl IEPCOHAIBHBIX TAHHBIX.

5. JIOM>KHOCTHBIMY JIULIAMU, YIOTHOMOYEHHBIMU OCYILECTBIATH (hapMaKOHAI30D, SABISIOTCA:

1) pykoBoautens (3amecTutenu pykoBoautess) PoczapaBHaazopa;

2) PpYKOBOAMTEIM CTPYKTYpHBIX TmonpasieneHuit  Poc3mpaBHaazopa, UX  3aMeCcTUTENH,
JOJDKHOCTHBIMM ~ PEIVIAMEHTAaMH  KOTOPBIX  MPEAYCMOTPEHBbl MOJHOMOYMS IO  OCYIIECTBIJIEHUIO
dbapmakoHaa3opa;

3) uHBIE TOCYJAapCTBEHHBIE TpaKJAaHCKHE ciayxame Poc3npaBHan3opa, JOMKHOCTHBIMU
perjJaMeHTaMy KOTOPBIX IPeyCMOTPEHbI MOJTHOMOYHS MO OCYIIECTBIICHUIO (papMakoHaa30pa.

6. ®apmakoHan30p ocyuecTBiusercs Poc3apaBHa30poM Ha OCHOBAHUHU CBEIEHUH, MOTYYEHHBIX B
BUJIE!

1) cooOmienuit cyObEeKTOB OOpalleHust JIEKApCTBEHHBIX CPEJICTB (Jaee - COOOIeHU);

2) mepuoaUYEecKMX OTYETOB MO Oe30MacHOCTH JEeKapCTBEHHBIX mpemnapaToB (nmamee - [1OB),
HanpasiisieMblX B Poc3apaBHan30p nepikaTensiMu WM BiaJeiabllaMH PErMCTPAllMOHHBIX YIO0CTOBEPEHUM
JICKapPCTBEHHBIX MPENapaToB WJIM YHIOJHOMOYEHHBIMH HUMH HHBIMU IOPUAMYECKUMHU JHUIAMH (Janee -
JePKATENIMU PETUCTPALIMOHHBIX YIOCTOBEPEHUN);

3) nmepuoaMYEeCKMX ~OTYETOB MO  Oe30macHOCTH  paszpabarbiBaeMoro  (McCCIemayemoro)
JexkapcTBeHHOro npenapara (naiee - POOB), nanpasnsembix B Poc3npaBHan3op 10pUAMYECKUME JTUIIAMU,
Ha MM KOTOPBIX BBIJAHbl pa3pelleHHUs Ha MPOBEJICHUE KIMHUYECKUX HccaeaoBaHuil B Poccuiickoit
®enepanuu, 1100 IPYTUMU YIOJTHOMOYEHHBIMU IOPUANUYECKUMH JIULIAMHU (Jlajiee - FOpUIUYECKHE JIMLaMH,
Ha UM KOTOPBIX BBIJAHBI pa3pelieHns Ha IPOBEJCHIE KIMHUYECKUX UCCIIEIOBAHHN );

4) undopmanuu, MoIy4EeHHON B XOJI€ OCYIIECTBIICHUS TOCYJIapCTBEHHOTO KOHTPOJIA (Haa30pa) B
cdepe obparieHus TEKapCTBEHHBIX CPEICTB.

7. B nensx ouneHku HHPOpMAIMU HAYYHOIO W KIMHHYECKOIO XapakTepa, cojepikauieiics B
JIOKYMEHTaX U JaHHBIX, IEPEUUCIICHHbIX B MyHKTe 6 Hactosmero lopsnka, Poc3apaBHan3op npusiekaer
®denepalibHOE TOCYAAPCTBEHHOE OIOKETHOE YUpEXKIeHHe, Haxopsileecs B BeleHuu PocsnpaBHanzopa
(ayiee - FKCHepTHAast OpraHU3aLus).

8. Onenka nH(pOpMalMKd HAyYHOTO M KIMHUYECKOTO XapaKTepa, COoAeprKallleicss B JOKYMEHTax U
JAHHBIX, IEPEYUCIICHHBIX B NMMyHKTEe 6 HacTosmero Ilopsnka, OCHOBbIBaeTCS Ha MPUHIMIAX 3aKOHHOCTH,
coONrofieHHsI MpaB M CBOOOJ| YelOBEKa W TpakJaHWHA, MpaB OPHUIMYECKOrO JHIA, HE3aBUCHUMOCTH
JKCIepTa, 00BEKTUBHOCTH, BCECTOPOHHOCTH M MOJHOTHI HCCIEAOBAHUMN, MPOBOJUMBIX C HCIOIH30BAaHHEM
COBPEMEHHBIX JOCTIDKCHHH HAyKHM ¥ TEXHHUKH, OTBETCTBEHHOCTH JKCIEPTHOM OpraHM3aIluu TI0
IIPOBEJCHUIO IKCIIEPTHOM OLIEHKU M Ka4e€CTBA IKCIIEPTHOM OLIEHKH.

9. CooOrieHust CyObEKTOB OOpaIieHus JIEKApCTBEHHBIX CPEACTB, 32 MUCKIIOUYEHHUEM FOPHIMYECKUX
JUI, HA UM KOTOPBIX BBIJIaHBI pa3pelleHMs] Ha MPOBEICHUE KIMHUYECKUX HcclieqoBaHui B Poccuiickoit
Odenepannn, HampaBisioTes B PocsmpaBHam3op 1o pekoMmeHayemomy obpasmy "M3BemeHust o
HE)KeNaTeNIbHON peakiuu WM OTCYTCTBHM TepamneBTHdYeckoro 3¢dekra IeKapcTBEHHOro mpemnapara',
npuBeeHHOMY B nipuiioskennu N 1 k Hactosmemy [lopsaky.

10. CooOmieHusi IOPUANYECKUX UL, HA WMs KOTOPBIX BBIIAHBI pa3pellieHUs] Ha MPOBEACHUE
KJIMHUYECKUX HCCIeIOBaHUM, HampaBisiioTcs B Poc3apaBHag3op Mo  peKoMeHAyeMoMy o00pasiy
"CooOIlIeHns: 0 cepbhe3HOW HEMpeABUACHHON HEXeNaTenbHOW peaklyd Ha JICKapCTBEHHBIM mpemnapar,
M3YYaroluicsd B KJIMHMYECKOM HCCIENOBAaHUN'", NMPUBEICHHOMY B npwiokeHnn N 2 K HAcTOAIEMY
ITopsaxy.

11. B cnydae, ecnum XapakTep CBEACHUN, yKa3aHHBIX B TMOANYHKTE | TyHKTa 6 HACTOSIIETO
[opsinka, HE COOTBETCTBYET COAEP)KAHUIO Mol ¢GopM, mpuBeneHHBIM B mpmiokenusx N 1 u N 2 k
Hactosauemy Ilopsaky, uimum B ciydae, e€ciM YyKa3aHHbIE CBEIEHHUs ObUIM BBISBIEHBI 3a MpelelaMu
Poccuiickoit eneparuu, nomyckaercs ux npejacrapieHue B Poc3npaBHaa3op B Ipou3BOILHOM hopme.

12. CooOmenusi  HampaBisioTcss B Poc3apaBHam3op  4epe3  ABTOMATHU3HPOBAHHYIO
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nHpopmanmonnyrw cucreMy PocsnpaBHamzopa (nanee - AVIC PocsmpaBHangzopa), 1100 MO 3JIEKTPOHHOM
noute pharm@roszdravNadzor.ru. I1Ob, POOB mnpencrasnstoress B Poc3mpaBHaazop uepes AMC
Poc3apaBnanzopa n160 Ha 37€KTPOHHBIX HOCUTEISIX.

13. JepxaTenu pErucTPaIlMOHHBIX YAOCTOBEPEHHUH B CpPOK He Oojee 15 KaleHTapHBIX JHEU
coobmatoT B Poc3npaBHaa30p cBeIeHUS O HEXKEIATeNbHBIX PeakIusaX, ykazanHbIx [IpaBuiiax Hapiexariei
OpakTUKd  (hapMakoHaa30pa, yTBepKAeHHBIX pemienuem Cosera EBpasmiickoil  DKOHOMHYECKOM
Komuccun ot 3 Host6ps 2016 T. N 87%(2) (.. 7.1.7.1., 7.1.7.3.).

14. Cpok juisi cooOIIeHNsT O HEeXKeNaTeNbHBIX PEeaKIusaX, YKka3aHHbIX B [lpaBmimax Hajexarei
npakTtuku papmakonanzopa EADC (1. 7.1.7.1.), ucuucinsercs B COOTBETCTBUU ¢ [IpaBriiamu Haammexamniei
npaktuku papmakonanzopa EADC (. 7.1.2.1.).

15. Cpok cooOmieHuss wHOW HWHGOPMAIIMU IO 0e30MacHOCTH U APGHEKTUBHOCTH, YKa3aHHOU
[MpaBwirax Hamnexamei npaktuku (apmakonamzopa EADC (m. 7.1.7.3.), ucuucisercs ¢ HaThl, KOrjaa
JepKaTelieM PEruCTPAlMOHHOTO YJIOCTOBEPEHUS JIEKapCTBEHHOIO Mpemnapara ObUIM yCTaHOBJIEHBI
COOTBETCTBYIOIIHME (DAKTHI U OOCTOSATEIHCTBA.

16. Jlep>katenu perucTpaliOHHBIX YIOCTOBEPEHUN JIEKAPCTBEHHBIX MPENapaToB MPEACTaBISIOT B
Pocznpasnamzop 106 no ¢opme, npusenenHoi B [IpaBunax Hamiexameil nmpakTuku (hapmMakoHaI30pa
EADC (m.m. 8.4 - 8.5).

17. Tlopsinok ncUKMCIeHUs 1aThl OKOHYaHUsI cOOpa JIep KaTeaeM perucTpalliOHHOTO YI0CTOBEPEHUS
CBEIICHHI O HEXeNaTelbHBIX peaklusx, WHOM mHpopmanuu no 6e3omacHoct s odepenHoro 1O u
nepuoAudHOCTh npeactasieHus [IOB st nekapcTBEHHBIX NpenapaTroB pa3iIMYHbIX MEXKIYHapOIHBIX
HEMATeHTOBAaHHBIX  HAWMEHOBaHWI WM  TPYNNHUPOBOYHBIX  HAaWUMEHOBAHHMHM  yTBEpIKAAlOTCA
Poc3npaBHanzopom.

18. Jlia nexapCTBEHHBIX MpeEnapaToB, CPOKU U NEPUOINYHOCTh npeacraBieHus [10b Ha koTopsie
He yTBepxkaeHbl Poc3npaBHai30poM, MEPUOIUYHOCTh U cpoku mpenctaBieHus [10Ob orcuuthiBaroTcs OT
JIaThl IEPBOM TOCYAAPCTBEHHOM PErUCTPALIMH JIEKAPCTBEHHOTO MperapaTa B MUPE U COCTABIISIOT:

1) xaxnple 6 MecsleB OT AaThl NEPBOM rOCYAAPCTBEHHOM PErHCTpalliy B MHUpPE Ha MPOTSHKEHHUH
NEPBBIX 2 JIET;

2) eXKeroJlHO Ha MPOTSHKEHUHU TTOCIEIYIONUX 2 JIET;

3) nanee - Kaxaeie 3 Toja.

19. TIOb mnpeacrasnsitorcs B Poc3apaBHan3op B Cpok, ykazaHHbI B [lpaBmiax Hajexaiuein
npakTtuku ¢papmakonaazopa EADC (1. 8.8.1.).

20. Ilpu BBISIBIEHHWH HEXKENATEIbHBIX pEaKUMid W HMHOW HHPOpMAIUK IO Oe30IacHOCTH HU
3¢ (EeKTUBHOCTH, HE COJEpXKaIlUuXcsd B MHCTPYKIUHM MO MEIUIMHCKOMY NPUMEHEHHUIO, M3MEHSIOLINX
OTHONICHHE O0XKUJAeMOW TMOJIb3bl K BO3MOXKHOMY PHUCKY MPHUMEHEHHs JIEKapCTBEHHOIO IIpernapara,
Poc3apaBHan3op BmpaBe 3anpocUTh Yy JEPKATENsl PETUCTPALMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOIO
npenapara BHeouepennon [10b.

21. Bueouepennoii I1Ob npencrasnsiercs B Poc3apaBHan3op B cpok, ykasaHHbl B [IpaBmiax
HajyIeKamel mpakTuku Gpapmaxonaazopa EADC (1. 8.8.2.).

22. FOpuanueckue JHila, Ha UMsS KOTOPBIX BbIAAHbl pa3pelICHUs] HA MPOBEICHUE KIMHUYECKUX
MCCJIeIOBaHMM, B CPOK HE Oosee 7 KaJdeHAApHBIX AHEH coolmatoT B Poc3mpaBHam30p O JIETaNbHBIX WM
YIPOXKAIOUIUX JKU3HU CEPhE3HBIX HEMPEIBUJICHHBIX HEXENATEeNbHbIX pEaklIMUsIX Ha MCCIEeIyeMblid
JICKapCTBEHHBIN IpemnapaT, BBIIBICHHBIX B XOJ€ KIMHUYECKHX MCCIEI0BAaHUM, pa3pelieHHbIX K
npoBeneHuto B Poccuiickoit ®enepanuu, eciii MHOE HE MPEIyCMOTPEHO OJO0O0pPEHHBIM IPOTOKOIOM
KIIMHUYECKOTO UCCIIEIOBaHMUSI.

23. IOpuanueckue nuila, Ha UMs KOTOPBIX BbIJAHbl pa3pelIeHUs] HA MPOBEICHUE KIMHHUYECKUX
HCCJICIOBaHMM, B CPOK He Oosiee 15 kaleHmapHBIX AHEW coobmaroT B Poc3apaBHam30p 0 Cephe3HBIX
HEMpPEABUIACHHBIX HEXKEJIATeNbHBIX PEaKlMsIX, 3a HUCKIIOUYEHHEM pPEaKIUM, YKa3aHHBIX B IyHKTe 22
Hacrosuero [lopsiaka.

24. IOpuanueckue Juila, Ha UMsi KOTOPBIX BBIJAHBI Pa3pellieHUs Ha MPOBEICHUE KIMHUYECKUX
HCCJICIOBaHMM, B CPOK He Oosee 15 kameHmapHbIX qHEH cooOmiatoT B Poc3apaBHaa3op WHGOPMALIHIO 1O
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0€30MacHOCTH HCCIEAYeMOro JIeKapCTBEHHOTO TMpemnapara, ykasaHHyio B IlpaBunmax Hamiaexarniei
KJIIMHUYECKOW TMPaKTUKU EBpa3suiickoro sKOHOMHYECKOTO COI03a, YTBEepkACHHBIX peienueMm CoBera
EBpaszmiickoit DxoHomuueckoir Komuccun ot 3 HosiOps 2016 r. N 79 (manee - IlpaBwmia Hammexarei
kinHnueckor npaktuku EADC)*(3) (1. 1.5. Ipunoxenus N 11).

25. Cpoku s COOOIICHHS O HEXKENAaTeIbHBIX PEaKIUAX, yKa3aHHBIX B TyHKTax 22 U 23
Hacrosuero [lopsaka ucuuCIA0TCA B COOTBETCTBUHU C [IpaBunamMu Haamexaien KIMHUYECKON TPaKTUKU
EADC (1. 1.3.1. ITpunnoxenust N 11).

26. Cpok cooOmieHusi wHOW wuH(pOpMamuu Mo OE30MACHOCTH HCCISIYeMOro JIEKapCTBEHHOIO
mpenapara, yKazaHHbIi B nyHkre 24 Hactosiero Ilopsnaka, ucumcnsiercss ¢ JaThl YCTaHOBJICHUS
IOPUAMYECKUM JIMIIOM, Ha MMS KOTOPOrO BBIJAHO pa3pellieHUs Ha MPOBEACHHE KIMHUYECKUX
UCCJIEIOBAaHHM, COOTBETCTBYIOIINX (PAKTOB U 0OCTOSTENHCTB.

27. FOpuanueckoe IUI0, HA UM KOTOPOTO BBIJAHO pa3pellieHUuEe Ha MPOBEACHHUE KIMHUYECKHX
UCCIIEIOBAaHHUM, PACKpBIBACT PaHJAOMHU3AIMOHHBIA KOJI B COOOLIEHUSX O HEXKEJATeIbHBIX pPEaKIMsIX,
YKa3aHHBIX B IyHKTax 22 W 23 HACTOSIIETO NOPSAKA, €CIM HHOE HE MPEIyCMOTPEHO MNPOTOKOJIOM
KJIMHUYECKOIO UCCIIEAOBaHUSI.

He nmomyiexar cooluieHuto B Mmopsiike, ykazaHHOM B IyHkTax 22 u 23 Hacrosuuero Ilopsixa,
HEXeNaTeNbHbIE PEaKIMM, MPOU3OLICAIINE Y YYACTHUKOB KIMHUYECKUX HCCIEAOBAHMM, MOJIy4aBIIMX
mianebo.

28. CooOmienust O BBISBICHHBIX Ha Tepputopuu Poccuiickoit denepanuu HexenaTeIbHBIX
peakusaxX Ha JEKAPCTBEHHBIC IIpemaparbl CpaBHEHMS, 3aperucrpupoBaHHble B Poccuiickoit denepanuy,
MOJIJIeKAT COOOIEHUIO B MOPsAIKE, yKa3aHHOM B nyHkTe 12 Hacrosero [lopska.

29. IOpuanueckue nuia, Ha UMS KOTOPBIX BBIJAHO pa3pellieHuE Ha MPOBEICHUE KIMHUYECKHX
MCCIIEIOBaHNM, peacTasisitoT B Poczapasranzop POODB B cooTBeTCTBUM C IyHKTOM 4 mpuioxeHus N 12
[IpaBun wHaanexamed xnuHuueckoil mnpaktuku EADC. K POOb npunaraercs komusi OpoOIIOpbI
MCCJIEI0BATENS KIMHUYECKOTO MCCIIEOBAHNS, Pa3peIIEHHOro K npoBeneHuto B Poccuiickoit denepanum,
JercTBytomas Ha MoMeHT nipeactasienus POOB.

30. POOb npencrasisitorcs B Poc3apaBHan30p €XKETr0IHO B CPOK, OTCYMTHIBAEMBIN OT 1aThl Hayasa
NEepPBOro KIMHUYECKOIO MCCIEAOBAaHUS JIEKQpCTBEHHOTO Ipenapara B MHUpPE WM OT JaThl NEepBOM
rOCyIapCTBEHHON PETUCTPALli JIEKapCTBEHHOTO Mpenapara B MUPE.

31. POOBb mno nekapcTBEHHBIM IpenaparaM, HcCIelyeMbIM Ha TeppuTopun Poccuiickoit
®enepanyu, NpeaCTaBIAIOTCS B Poc3npaBHaa30p B CpoK, HE MpeBblIaOmuid 60 KaaeHAapHBIX JHEH OT
JaThl OKOHYAaHMs cOopa JaepikaTeiaeM PEeTrUCTPallMOHHOIO YAOCTOBEPEHHs CBEACHHUN O HEKeNaTeIbHBIX
peakuusax JUIisl JaHHOTO JIEKapCTBEHHOT'O Ipernapara.

32. Ilpu BBIABICHUU CBEICHUHN, U3MEHSIOIINX OTHOIICHHE OXUIAEMOW TMOJIb3bl K BO3MOXHOMY
PUCKY IPUMEHEHHUS JIEKapCTBEHHOT'O Mpenapara B KIMHUYECKOM HccieioBaHuu, Poc3apaBHan3op Blpase
3alpOCHUTh Y IOPUIUYECKOrO JIUIA, Ha UMSI KOTOPOTO BBIAAHO Pa3pelieHHe Ha MPOBEICHNE KIMHUYECKUX
MCCJIEJOBAaHMM JIEKAPCTBEHHOI'O CpeaCcTBa, BHeouepeaHoi POOB.

33. Bueouepennoit POOb mnpencraBnsiercss B Poc3npaBHaa3op B CpoK, He mpeBblmaromuii 60
KaJICHJJApHBIX JTHEW OT JaThl MOJYUYECHUS FOPUIUYECKUM JIUIIOM, Ha UMSI KOTOPOT'O BBIIAHO pa3pelleHre Ha
IIPOBEJICHNE KIMHMYECKUX HCCIeN0BaHUM 3ampoca Poc3apaBHanzopa, yka3aHHOro B IyHKTe 31
Hactosuero [lopsaaka.

34. OcymecTtBieHne padOThl CyOBEKTOB OOpaIleHUs JIEKAPCTBEHHBIX CPEICTB (METUIIMHCKUX
OpraHu3allfii) MO BBIABJICHUIO HEXENaTeNbHBIX pPEaKUMid M MHOM MHpOpMauuu 1Mo Oe30MacHOCTH U
3¢ (eKTUBHOCTH TMpH NPUMEHEHHWH JIEKapCTBEHHBIX IIPENapaToB perjaMeHTHPYeTCs BHYTPEHHUMH
MpUKa3aMu MEIUIIMHCKOW OpraHu3aIiu.

35. CyOnekThl oOparieHus JIeKapCTBEHHBIX CPEACTB (MEAMIIMHCKUE OPTaHU3aIliK) 00s13aHbI B CPOK
He Oonee 3 paboumx aHed cooOmiate B Poc3npaBHam30p O CEpbE3HBIX HEKENATENBHBIX PEAKIUsIX C
JETAIbHBIM HCXOJIOM WJIHM YTPO30H KM3HH, 332 MCKJIIOUYECHUEM HEXKENATENbHBIX PEaKIVii, BBISIBICHHBIX B
X0/JI€ IPOBEACHUSI KIIMHUYECKUX HCCIIEI0BaHU, TPOBOAMMBIX B TAHHOW MEIUIIMHCKONW OpraHU3aliHy.

36. CyObekThl oOpaleHusi JEKapCTBEHHBIX CPEJCTB (MEIUIIMHCKUE OpraHU3alMH) B CPOK, HE
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npeBblatolni 15 kanengapHbIX JHEH, coobmaroT B Poc3apaBHaa30p O CleAyIOIIMX HEKeNIaTeNlbHbIX
peakuusx U HHOM nHpopManuu mo 6e30nacHOCTH U 3()PEKTUBHOCTH, BBISBICHHOW TaHHOW MEIUIIMHCKON
OpraHM3alMel, 3a MCKIIOYECHUEM HEXEJIATeNbHbIX pEaKLHW, BBIABICHHBIX B XOAEC IPOBEACHHUSA
KJIIMHAYECKUX UCCIIEA0BAHUM:

1) cepb€3HBIX HEXKEJIATENbHBIX PEAKIMAX Ha JIEKapCTBEHHbIE IpenapaThl, 33 HCKIIOYCHHEM
CEPBE3HBIX HEXKEIATEIbHBIX PEAKIIMM, YKa3aHHBIX B ITyHKTe 35 Hacroswero [lopsaaka;

2) cnyyasx nepeaayd UH(EKIHOHHOT0 3a00J1eBaHMs Yepe3 JIEKapCTBEHHBIN Mpenapar;

3) caydasix OTCYTCTBHS 3asBICHHOHN 3()()EKTHBHOCTHU JIEKAPCTBEHHBIX MPENapaToB, MPUMEHIEMbIX
npy 3a00JIeBaHUAX, NPEACTABISIIOIMX YIpPO3y JUIsl JKU3HU YENOBEKa, BAKIMH U1 HPOPUIAKTHKU
UHQEKIMOHHBIX 3a00JIeBaHMI, JIEKAPCTBEHHBIX MpPENnapaToB Ui MperoTBpamieHusi OepeMeHHOCTH, KOraa
OTCYTCTBUE KJIMHUYECKOTO 3(PPeKTa He BbI3BAHO MHAMBHUIYaIbHBIMU OCOOCHHOCTSMHU MAalMEeHTa U (WJIH)
cnienuuKoi ero 3a001eBaHuUs;

4) HexeNaTeNbHbIX PEaKIMsIX, BOZHUKIINX BCIECICTBHE 3710yNOTPEOICHHs IpenapaToM, B Cllydasx
YMBIIUIEHHON MEepelo3UpOBKH JIEKApCTBEHHOIO IIpernapaTa, IMpU BO3ACUCTBUM, CBS3aHHOM C
npodeCcCHOHATBHOM JESITENbHOCTBIO, UM B CIIy4asX MCIOJIb30BAaHUS JEKAPCTBEHHOrO MpernapaTa B Lesix
YMBIIUIEHHOTO IPUYMHEHUSI Bpeia )KU3HU U 3/J0POBBIO YEJIOBEKA.

37. Cny4am WHIMBHIYaJbHOW HENEPEHOCUMOCTU JICKAPCTBEHHBIX CPEJACTB, SBHUBILIHECS
OCHOBaHUEM JJIsl BBINHUCKU JIEKAPCTBEHHBIX IpernaparoB IO TOProBOMY HAaMMEHOBAHHUIO B paMKax
OporpaMM JIbTOTHOTO JIEKApCTBEHHOTO oOecreyeHus, MOoAJeKaT HampaBieHuto B PocsapaBHaazop
BpaueOHBIMH KOMHCCHSIMH, B TOPSAKE, YCTAaHOBICHHOM IIprkazoM Mun3apaBa Poccun ot 5 mas 2012
N 5021 "OO yTBep)KIEHMM MOpsAAKa CO3JaHHUA U JAEATEIbHOCTH BpaueOHOM KOMHUCCHM MEIUIIMHCKOMN
opranuszanuun"*(4) B cpok, He NMPEBBILIAIOUINI MSTH pabouYMX JAHEW C AAThl BHITUCKU COOTBETCTBYIOIIETO
JIEKapCTBEHHOT'O IIpernapara o TOproBOMy HauMEHOBAHHUIO.

38. Cpok a1 cooOIIEeHUsI O HEXEeNaTeNbHbIX PeakusiXx U MHOW MH(pOopMaluu 1o Oe30MacHOCTH U
3¢ (eKTUBHOCTH, YKa3zaHHOW B MyHKTax 35-36 Hacrosmero Ilopsaka, ucumcnsiercss ¢ JaThl, Korja
OTBETCTBEHHOMY 10 (hapMakoHa/I30py MAOKHOCTHOMY JIHMIy CyObeKTa oOpalleHHsl JeKapCTBEHHBIX
CpeAcTB (MEIUIIMHCKONW OpraHu3allii) CTaJld U3BECTHBI CIEAYIOIINE CBEICHUS O HeXeIaTeIbHON peakliuu
WJIM 0CO0OM CUTYAITUU:

1) uHdpopmanus, NO3BOJIAIOMAS HACHTU(GUIMPOBATH IOPUAWYECKOE WINM (PU3HYECKOe JIHLIO,
BBISIBUBIIIEE HEXKENATEIbHYIO PEAKIIUIO WM 0COOYIO0 CUTYAIHIO;

2) uadopmarys, TO3BOIAIOMAS UACHTU(DUIIMPOBATH PU3UUECKOE JIUL0, Y KOTOPOro Habiroanach
He)KeJlaTelIbHasl peaKius;

3) undopmarus, Mo3BOJAIONIA UACHTU(PHUIIMPOBATH JIEKAPCTBEHHBIN Mpenapar;

4) nndopmanusi, o3BOJISAIONMIAS UACHTU(DUIIMPOBATH CUMIITOMBI HEXKEIATEIbHOM peaKuu.

39. Konuu cooOuieHuid, HampaBiIeHHbIX B Poc3apaBHAA30p, B COOTBETCTBUU C IyHKTaMu 35-36
HacTosuero [lopsaka, coxpaHstoTcs B MEAUIIMHCKOW JOKYMEHTAIMH MallueHTOB.

40. Coobuenus, [10b, POObB, nocrynatomue B snekrpoHHoM Buae B AMC PocsapaBHanzopa,
PErUCTPUPYIOTCS aBTOMAaTUYECKHU.

41. Coobmenus, moctynatomiie B Poc3npaBHaa3op mo 3eKTpoHHOH moure, a Takke 1106, POOB,
noctymnarpomue B Poc3apaBHAn30p Ha 3JIEKTPOHHBIX HOCHUTENSAX, PETMCTpUpPYrOTCS M BHocsATcsa B ANC
Poc3npaBHanzopa B TeueHue 5 pabouux AHEH C JaThl UX MOCTYIUICHUS.

42. Ouenka nH(MOpMaLIUK HAYYHOTO M KIMHMYECKOTO XapaKTepa, CoJeprKalleiicss B COOOIIEHUsX,
nocrynatomux B AWC Poc3npaBHan3opa, OCyIIECTBISETCS SKCIEPTHOM OpraHuM3aluell B TEYEHHE S
pabounx JHEH ¢ AaThl MOCTYIIIICHUS.

Onenka nH(pOpMAIMM HAYYHOTO M KIMHUYECKOTO Xapaktepa, conepxaieiics B I[IOb u POOB,
MPOBOJIUTCS JKCMEPTHOM oOpranu3anuei B TedeHue 60 pabounmx JHEH ¢ JaThl MX TOCTYIUICHUS B
AKCIEPTHYIO OPraHU3ALHIO.

43. Pe3ynbrarhl OnleHKM MH(POPMAIMM HAYYHOTO M KIMHUYECKOTO XapakTepa, COJepKamiencs B
COOOIICHUAX, HAMpPaBIAOTCS B Poc3apaBHan30p 3KCIEPTHOM OpraHu3alMell B COCTaBE €XEHEICIbHBIX
OTYETOB.
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PesynpTaTel nHDOpMAIIMKM HAYYHOTO W KIMHUYECKOTO XapakTepa, coaepkamerics B [IOb u POOB,
HanpasJsioTca B Poc3apaBHA30p B COCTABE €KEMECSUHBIX OTUETOB 3KCIEPTHON OpraHu3altu.

44. I1pu BBISBICHUM SKCIEPTHON OpraHu3alueidl HeCOOTBETCTBUS npeactaBiaeHHoro [1Ob nynkram
8.4-8.5 IlpaBun Hamexameil npaktuku ¢apmakonagzopa EADC, u POOb nynkry 4 npunoxxenust N 12
[IpaBun Hamnexaime kauHudeckod npaktuku EADC, Poc3apaBHan3op B Cpok, He NpeBbimaronmi 10
pabouux aHEH ¢ JaThl MOCTYIUICHUS JaHHOH MH(OpPMALWU, HANpaBIAET ACP)KATENIO0 PErHuCTPALMOHHOTO
YIOCTOBEPEHUSI JIEKApCTBEHHOI'O IpernapaTa WId HOPUAMYECKOMY JIMIy, Ha HMMS KOTOPOrO BBIJAHO
paspelieHrue Ha MpPOBEACHUE KIMHUYECKUX MCCIEIOBaHUM, 3anmpoc 0 BHeceHUM u3meHeHuid B [1Ob unm
POOB.

45. Jlepxatenp perucTpallMOHHOTO YAOCTOBEPEHUS JIEKaPCTBEHHOIO IIpenapaTa Win IOpUANIecKoe
JUIO, HA UMSI KOTOPOTO BBIJIAHO pa3pelICHUE Ha MPOBEACHUE KIMHUYECKUX HCCIEIOBaHUM, B CPOK, HE
npeBblmarommii 30 paboynx aHeN ¢ qaThl mody4deHus 3amnpoca Poc3apaBHanzopa, yka3aHHOTO B IMyHKTE 44
Hacrosiiero [lopsiaka, Hanpasiser B Poc3apaBuanzop 110Ob B coorBercTBuM ¢ nynkramu 8.4-8.5 [IpaBun
Hajyiexkaiend mpaktuku ¢dapmakonaazopa EADC, u POOb B coOTBETCTBUU € NMYHKTOM 4 TPHIIOKCHHUS
N 12 IlpaBun Hagnexaiien KiuHnIeckoi npaktuku EADC/

46. Ilpu BBIABICHMM SKCIEPTHOW OpraHU3aleid B XOJe OIEHKH HH(GOpMAIMM HAYYHOTO H
KIIMHUYECKOT0 XapakTepa, conepkauuxcs B coobmenusax, [10b, POOb cBeaenuii, OTCyTCTBYIONINX B
UHCTPYKLIMU [0 MEAMIMHCKOMY IPUMEHEHHIO WM JOKYMEHTAlMM KIMHUYECKOIO HCCIIEOBaHMS,
WU3MEHSIOIMX OTHOIICHHE OXHUAAEMOW IMOJIb3bl K BO3MOXHOMY PHMCKY NPUMEHEHHS JIEKapCTBEHHOTO
npernapara, dKCIepTHasi OpraHM3alus HalpaBlsieT 3akioueHre o0 3Tom B Poc3ipaBHam30p B CpOK, HE
no3aHee 5 pabovnx JHEH ¢ AaThl BBIABICHUS COOTBETCTBYIOIINUX CBEICHUH.

47. B cnyuae, eciid COIVIACHO 3aKJIIOUYEHHUIO IKCIEPTHOM OpraHu3aluu, MPUUNHON HeXelaTebHON
PEaKIMU UM YTPO3bl KHU3HHU U 37JOPOBBIO YEJIOBEKA MOTIJIO SIBJIATHCS HapylleHHEe CyObeKTaMH OOpalleHus
JIEKapCTBEHHBIX CPEJCTB 3aKOHOAATEJIbHBIX TPeOOBaHMH K (papMakoHaA30py, JHO0 HapylleHue MpaBUI
HaJJIeXKalleld KIMHUYECKON MpaKTUKH, Poc3apaBHAan30p NMPUHUMAET PEIICHHUE O MPOBEIECHUU NPOBEPKU
coOroieHHsI CyObeKTaMU OOpallleHHsl JIEKAPCTBEHHBIX CPEACTB YCTAaHOBIEHHBIX (DejiepaibHbIM 3aKOHOM
or 12.04.2010 N 61-®3 "O6 obpareHnn JeKapCTBEHHBIX CPeACTB" U MPUHATHIMU B COOTBETCTBUH C HUM
UHBIMM HOPMATHBHBIMU NpaBOBbIMH akTamu Poccuiickoii ®enepanuu TpeOOBaHUM K KIMHUYECKUM
MCCJIEOBAHMSIM JIEKAPCTBEHHBIX IIPENapaToB, XpaHEHUIO, IIEpeBO3Ke, BBO3Yy B Poccuiickyro denepanmio,
OTIIYCKY, pealM3aliy JIEKAPCTBEHHBIX CPEJCTB, NIPUMEHEHUIO JIEKAPCTBEHHBIX IPENapaToB B MOPSJKE,
yctaHoBiIeHHOM DejiepanbHbiM 3akoHOM 0T 26 aexadbps 2008 r. N 294-®3 "O 3amuTe npaB OpUITIECKIX
JUI ¥ WHIUBUAYAIbHBIX NpPEINpPUHUMATENEH NpU OCYLIECTBICHUH TOCYIapCTBEHHOIO KOHTPOJIS
(Hag30pa) ¥ MYHUITUTIATBHOTO KOHTpoIa" *(5).

48. B ciyuae, eciau COINIACHO 3aKJIFOYEHHIO SKCIEPTHOW OpraHU3allMM, TPUYUHON HEXKEIATEIbHON
pEeaKkIMU MOTJIO SIBIATHCS HECOOTBETCTBHE JIEKAPCTBEHHOTO IIpernapara TpeOOBaHUSIM KauecTBa,
Poc3npaBHam3op NpuUHMMAaeT — pelieHue O  IPOBEACHMHM  BBIOOPOYHOIO  KOHTPOJISI  KauecTBa
COOTBETCTBYIOILIETO JIEKAPCTBEHHOI'O IIpernapara B IMOPAJIKE, YCTAHOBIEHHOM 3aKOHOJATEIbCTBOM
Poccutickoit ®enepariu.(6)

Wndopmarnys 06 M3MEHEHHSX:

Ilynxkm 49 uzmenen ¢ 21 cenmsaops 2020 e. - Ilpuxaz Poczopasnaosopa om 16 utons 2020 2. N 6252

CMm. npedvloywyro pedaKyuio

49. B Teuenue 5 paboumx AHEH C AaThl MOCTYIUICHHUS 3aKIIOYCHHS DKCIEPTHON OpraHH3alliH,
coaepxamiero WHGOPMAIMIO O BBISBICHUM HOBBIX JaHHBIX MO Oe3omacHOCTH W A3(P(HEKTUBHOCTH
JIEKAPCTBEHHBIX MpENapaToB, HE COJEPXKAIIUXCA B MHCTPYKLUHMH IO MEIUIMHCKOMY MPUMEHEHUIO WIIN
JOKYMEHTAIlMU KJIMHUYECKOrO HCCIEIOBaHMs, W3MEHSIOUIMX OTHOIICHHE O0KHMJIaeMOM TMOJIb3bl K
BO3MOXXHOMY PHUCKY MPUMEHEHHS JEKAPCTBEHHBIX MperaparoB, Poc3mpaBHAI30p yBeIOMISIET 00 3TOM
JeprKaTelis perucTPaliOHHOTO yIOCTOBEPEHHS JIEKApCTBEHHOTO IperapaTa Wid I0pUIudecKoe JIHUIo, Ha
UMsI KOTOPOT'O BBIJIAHO Pa3pelieHre Ha MPOBEACHNE KIMHHUECKUX UCCIeIOBaHUH, B JIIEKTPOHHOU (popme
yepe3 AUMC PocsmpaBHam3opa, WM TIOCPEACTBOM pa3MelleHUs HWHPOPMAIMOHHOTO TMHChMa Ha
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obunmansHom caiite Poc3apaBHam3opa B cetn "MHTepHET", WM B MUChbMEHHOW (popMme (Ha OyMakHOM
HOCHUTEIIC).

50. Jlepkatenp perucTpalliOHHOTO YI0CTOBEPEHUS JIEKAPCTBEHHOIO MpernapaTa Wik I0pUANYECKOe
JIMII0, Ha UMsI KOTOPOT'O BBIIAHO pa3pelleHUE Ha MPOBEACHNUE KIMHUYECKUX UCCIIEI0BaHul, B TeueHue 10
pabounx JHEH ¢ MOMEHTa MojdydeHusl yBeaomieHus Poc3apaBHan3opa, ykasaHHOro B myHkTe 49
Hacrosmero [lopsiaka, TIpOBOIUT MPOBEPKY JOCTOBEPHOCTH MOJIYYEHHON HMH(GOpPMAIMU M TPEACTABISIET
uH(pOpMaIIKIO 0 pe3ylibTaTax rnposepku B PoczapaBHanzop.

51. B nepuoa npoBeneHuss NpoBEpKH, ykazaHHOU B nyHkrte 50 Hacrosmero Ilopsiaka, nep:xxarenb
PErMCTPAlMOHHOTO YAOCTOBEPEHUsl JIEKAPCTBEHHOIO IIpernapara WIW HOPUAMYECKOE JIMLO, Ha UM
KOTOPOTO BBIJAHO pa3pelIeHHe Ha MPOBEICHHE KIMHHUYECKUX HCCIEIOBAHUM, MPUHUMAET HEOOXOIUMbIE
MEpBI IS TOTO, YTOOBI Bpe, CBA3aHHBIN ¢ 00palleHreM COOTBETCTBYIOLIETO JIEKapCTBEHHOIO Mpenapara,
HE YBEJIUYMJICS.

Wudopmarus 06 H3MEHEHHSX:
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52. B Tteuenne 10 paGouux IHEHl ¢ AaThl MOCTYIUIGHUS PE3yIbTATOB MPOBEPKH, YKAa3aHHOW B
nyakTe 50 Hacrosmero [Topsaka, mpoBeIeHHON AepKaTelieM PErHCTPAIIMOHHOTO YIOCTOBEPEHUS, OO0 B
teyenue 10 pabouux aHEH ¢ naThl mocTymieHus B Poc3apaBHaa30p pe3yinbTaToB BHIOOPOUHOTO KOHTPOJIS
KauyecTBa JIEKAPCTBEHHOrO0 Ipernapara B COOTBETCTBMM ¢ InyHkToM 48 Hacrosamero Ilopsaka,
PocznapaBHamzop yBemomuiier MuHucTepcTBO 31apaBooxpaHeHusi Poccuiickoit denepauuu (manmee -
MWuHHCTEPCTBO) O BBISIBIEHHH HOBBIX JTaHHBIX MO Oe3omacHOCTH M 3()()EeKTHBHOCTH JIEKapCTBEHHBIX
IIPENapaToB, HE COACPXKAIIMUXCSA B MHCTPYKLUHM I10 MEIAULHMHCKOMY NPUMEHEHHMIO WM JIOKYMEHTALUH
KJIIMHUYECKOI0 MCCIEA0BAaHUSA, U3MEHSIONIMX OTHOLICHHE OXKUIAeMON IOJIb3bl K BO3MOXHOMY PHCKY
NPUMEHEHHs JIEKapCTBEHHBIX IpenapaToB, B TOM YHCJIE INPHU BbISBICHUH HEOOXOJUMOCTH BHECEHUS
M3MEHEHUH B MHCTPYKLHUIO IO MEAMIIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHOI'O Npenapara B OTHOLIEHUU
CBEICHMM O IOKa3aHMAX U1 NPUMEHEHHS M NPOTHBONOKA3AHMSX Ul NPUMEHEHHS JIEKapCTBEHHOTO
npenapara, BbIIBIEHHBIX MOOOYHBIX JEHCTBHUSX, HEXKENIATeNbHbIX pEaKUUsX NpU TNPUMEHEHHH
JIEKapCTBEHHOTO MpenapaTa, U HalpaBisieT COOTBETCTBYIOILYIO HH(POPMALIMIO JUI pacCMOTPEHUS BOIPOCa
0 HE0OXOMMOCTH BHECEHMS] U3MEHEHUN B PErHCTPAIlMOHHOE J0ChE JIEKAPCTBEHHOTO IpernapaTa, OTMEHBI
TOCYyIapCTBEHHOW PpErucTpanuy, IPOBEJEHUM JOKJIMHUYECKUX WIN KIMHUYECKUX HCCIEIO0BaHUM
JIEKapCTBEHHOI'0 Mpernapara, JIM00 MHBIX JONOJHUTENIbHBIX HCCIENOBaHUNM KauyecTBa, 3(P(HEKTUBHOCTU U
0€30IaCHOCTH JIEKApCTBEHHOr0 IpenapaTta (Janee - JONOJHHUTENbHBIX MCCIEJOBAaHUM), a TaKXke O
HEO0OXOAMMOCTH, TUOO0 00 OTCYTCTBHM HEOOXOJMMOCTH MPHUOCTAHOBIICHUS OOpAIIECHUS JIEKAPCTBEHHOTO
npernapara Ha Mepuo/ MPOBEACHUS JOMOTHUTEIbHBIX UCCIIEA0BAaHHM, 1100 Ha eprol, HEOOXOTUMBIH IS
BHECEHUS U3MEHEHUI B pErCTPaIlOHHYIO IOKYMEHTAILIHNIO JIEKAPCTBEHHOTO Mperapara.

53. Ilo utoram paccMOTpPEHHUsI PE3yJbTaTOB IPOBEPKH, yKazaHHOW B myHKkTe 50 HacTOSILIEro
[Topsinka, nmpeacTaBICHHBIX JepKaTesleM PEruCTPallMOHHOTO yIOCTOBEPEHHMsI JIEKapCTBEHHOIO Mpenapara,
Poc3npaBHamzop B Teuenue 30 paGoumx AHEH C AaThl MOJYYEHHS DE3YJIbTATOB HPOBEPKH, BIpPaBE
HAIPaBUTh JAEPKATEII0 PErUCTPAIMOHHOTO YAOCTOBEPEHUS 3aIpoc 0 HeoOXxoauMocTH pa3padotku [Inana
ynpasineHus puckamu (nanee - IIYP) B coorBerctBuuM ¢ nyHktamu 6.2.4-6.2.5 IlpaBun Hamiexaen
npakTHKu ¢papmakonaazopa EADC.

54. IIYP nomnexut HampaBineHuto B PocsapaBHam3op B TeueHue 60 paboumx JHEH ¢ JaThl
noixydeHus 3anpoca PocznpaBHanzopa, ykazaHHOTO B yHKTe 52 Hacrosmero [Topsaka.

55. Ilpu BBIABIIEHUU JEpKATENIEM PETUCTPALMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpernapara,
B XOJIc TPOBEIEHUS TMPOBEpPKH, yKazaHHOW B mnyHkre 50 wHacrosmero Ilopsaka, wHpopmanuu o
HECOOTBETCTBHHM JIEKAPCTBEHHOT'0 TpenapaTa TpeOOBaHUSAM KauyecTBa, 3(h(HeKTHBHOCTH U OE30MacHOCTH,
JIepKATeNb PETUCTPALMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOI'O IIpernapara BIPaBE CAMOCTOSTEIbHO
pazpaborats [IYP u npencrasuts ero B PoczapaBuanzop.

56. ITYP BxmtouaeT moapoOHOE omHcaHUE MEPONPHUATHN 10 (apMaKOHAI30py, HANPaBICHHBIX Ha
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BBISIBJICHHE, OLIEHKY U IPEJOTBpPALICHUE WIM MUHUMU3ALMI PUCKOB, CBSI3aHHBIX C JIEKAPCTBEHHBIMU
npernapaTaMu, BKIIIOYasi OIICHKY dP(EKTUBHOCTH TAHHBIX MEPOTPUSTUH.

57. Poc3apaBHam30p B CPOK, HE MpPEBBIMAIMA 5 pabouux aHed ¢ marbl noctymienus [TYP,
HAIpPaBJIIET €r0 B AKCIEPTHYIO OpraHU3allMIo Ul IIPOBEIEHUS HAYYHO-KJIMHUYECKOW OLIEHKH C LENbIO
ONpeleseHuss JOCTATOYHOCTU MPEAJIaraéMbIX MEpPONPUIATHI [ NPEeIOTBpAIICHUS BpeAa KU3HU H
3/10pOBBIO IPAXKIAaH NPU IPUMEHEHUH JIEKAPCTBEHHOIO IIperapara.

58. 3akiIroueHre FKCIEPTHON OpraHu3alli O JOCTATOYHOCTH mpemioxkeHHbx [TYP meponpustuit
JUISL IPEIOTBPALLEHUS BpeAa KHU3HU U 3/I0POBBIO, TPAKIaH MPU MPUMEHEHUH JIEKApCTBEHHOTO IpernapaTa
HarpaBisieTcss B Poc3npaBHamzop B Teuenne 20 pabouux aHer ¢ gaTel moctymieHus [IYP B skcnepTHyto
OpraHHU3aluIo.

59. Poc3apaBHam30p B TeueHUE S5 paboumx JHEH C JaThl MOJYYCHHs 3aKIIOUEHHUS DKCIIEPTHOU
OpraHM3alnuM, yKazaHHOro B nyHkte 57 Hacrosuuero Ilopsaka, HampaBiasieT — JepiKaTelio
PErMCTPAallMOHHOTO YIOCTOBEPEHHUs JIEKAPCTBEHHOI'O IperapaTa yBedoMileHHe o corjacoBaHuu I[IVYP,
100 yBEOMIICHHE O HEOOXOAMMOCTH BHECEHUsI u3MeHeHui B [TYP.

60. B ciydae mnomydyeHus YBEJOMJIEHHS O HEOOXOAMMOCTHM BHeceHus u3MeHeHuil B [IYP
JieprKaTellb PErUCTPALIMOHHOIO YAOCTOBEPEHNUS JIEKapCTBEHHOIO IIpernapaTa B CpOK, He MpeBplatoniuii 20
pabounx JHEH co THS TONy4YeHHUs MAHHOTO yBeAoMJeHHs, mpezactaBiseT B PocsmpaBnamsop IIVP ¢
Y4€TOM BHECEHHBIX U3MECHECHHIA.

Wndopmarus 06 H3MEHEHHSIX:
Ilynkm 61 usmenen c 21 cenmaops 2020 e. - [Ipuxas Poczopasnaozopa om 16 urons 2020 2. N 6252

CMm. npedvloywyro pedaKyuio

61. Ilo uTtoraM paccMOTpEeHHsI Pe3yNlbTaTOB MPOBEPKH, yKa3aHHBIX B IMyHKTe 50 HACTOSIIEro
[Topsinka, IpeICTaBICHHBIX IOPHINICCKUM JIMIIOM, Ha UMl KOTOPOTO BBIZJAHO pa3pelieHre Ha IPOBECHHE
KIMHUYECKUX uccienoBanuii, Poc3npaBHam3op B Teuenune 30 paboumx JHEH C JaThl TMONTY4YECHUS
pPe3yJITATOB TPOBEPKH, pAaCCMATPUBAET BONPOC O HAIpaBJIICHUH MUHHUCTEPCTBY U IOPUAMYCCKOMY JIHILY,
Ha UM KOTOPOTO BBIJAHO pa3pellieHUe Ha MPOBEACHHE KIMHUYECKHX HCCIEOBAHHM, COOTBETCTBYIOMICH
uH(pOpMAIMK JUISI PAcCMOTPEHUS BOMpOca O HEOOXOTUMOCTH TPUOCTAHOBIICHUS KJIMHHYECKOTO
WCCIICIOBAHMsI, JOCPOYHOTO 3aBEpIICHHs] KIMHUYECKOTO HCCIENOBaHMs, JHO0 BHECEHHS H3MEHEHUN B
POTOKOJI KIIMHUYECKOTO HCCIIEIOBAHNSI.

Wndopmarnys 06 M3MEHEHHSX:
Ilynkm 62 usmenen ¢ 21 cenmsaops 2020 e. - [Ipuxas Poczopasnaozopa om 16 urons 2020 2. N 6252

CMm. npedvloywyro pedaKyuio

62. 1o pesynpraram dapmakoHaazopa PocznpaBHaazop pazmMeniaeT Ha CBOeM O(DUIIMAITBHOM CaiTe
B cetu "MHTepHeT" nHpopMauio o:

1) BBIABICHWU HOBBIX TMOJTBEPKIACHHBIX MAHHBIX O MOOOYHBIX JEUCTBUAX, HEXKEIATEIbHBIX
peaKkuusax, CEphe3HbIX HEXKENATENbHbIX PpEeaKUUsAX, HEMPEABUICHHBIX HEXKeNaTeNbHbIX peakuusx Mpu
MPUMEHEHUH JIEKaPCTBEHHOTO MpernapaTa, B TOM YHCIIE BIUSIOMIUX HAa OTHOIIEHHUE 0>KMIaeMOMW MOJIb3bl K
BO3MO)KHOMY PUCKY MPUMEHEHHSI JAaHHOTO JIEKAPCTBEHHOT'O IIpernapara;

2) npuHATBIX MUHUCTEPCTBOM PEILIEHUAX O BHECEHUH U3MEHEHUIM B MHCTPYKIIUIO 110 TPUMEHEHUIO
JIEKapCTBEHHOI'O IpernapaTta, O MPUOCTAHOBICHUH MPUMEHEHHS JEKapCTBEHHOTO Iperapara, 00 U3bATUU
U3 oOpalleHusl JIEKApCTBEHHOro Tpernapara WM O BO30OHOBJIEHHMH NPUMEHEHHUs JICKapCTBEHHOTO
npernapara, CBeJIeHUs] O KOTOPBIX MPEeACTaBIAI0TCS MUHHUCTEPCTBOM B (hOpMe 3IIEKTPOHHOIO JOKYMEHTA,
MOJIMMCAHHOTO YCUJICHHOM 3JIEKTPOHHON KBaTM(PUIMPOBAHHON MOANMHUCKHIO, B Poc3apaBHaa30p B TeueHHE
Tpex pabouux JHEH CO JHS MPUHATUS COOTBETCTBYIOLIETO PELICHUS.

*(1) IMynkr 52.1 crateu 4 @enepanbHoro 3akona ot 12 ampenst 2010 r. N 61-®3 "O6 obpatenun
nexapcTBeHHBIX cpenctB" (Cobpanue 3akoHomaTenbcTBa Poccuiickoit ®eneparuu, 2010, N 16, cT. 1815;
N 31, cr.4161; N 42, cr. 5293; N 49, cr. 6409; 2011, N 50, cr. 7351; 2012, N 26, ct.3446; N 53,
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cT. 7587; 2013, N 27, ct. 3477; N 48, c1. 6165; 2014, N 11, ct. 1098; N 43, c1.5797; N 52, cr. 7540;
2015, N 10, ct. 1404; N 27, ct. 3951; N 29, cT1. 4359, 4367, 4388; N 51, ct. 7245; 2016, N 1, cT. 9; N 23,
cT. 3287; N 27, cT. 4238, 4283).

*(2) llpaBuna HaIekamed MNOpakTUKKA ¢dapMakoHan3opa. YTBepxkaeHbl perniearem Coera
EBpasuniickoit Dxonomuueckot Komuccun ot 3 Hos10ps 2016 1. N 87 (Odunmanbubiii caiit EBpasuiickoro
IKOHOMHUECKOTO coro3a https://docs.eacunion.org/docs/ru-ru/01411948/cNed 21112016 87, 21 nHosOps
2016).

*(3) IlpaBuna HamIexamed KIMHUYECKOW MPaKTUKU EBpa3suiicKOro SKOHOMHYECKOTO COM03a.
YrBepxaensl perienrem CoBera EBpasuiickoit DxoHomudeckoit Komuccun ot 3 Hos0ps 2016 . N 79
(OdunmansHpIi CauT EBpa3uniickoro 3KOHOMHUYECKOI'O Coro3a
https://docs.eaeunion.org/docs/ru-ru/01411924/cNed 21112016 79, 21 Hos16ps 2016).

*(4) Ilpuka3z MunucrepctBa 3apaBooxpaHenust Poccuiickoit @enepanun ot 5 masg 2012 N 502u
"OO6 yTBepKIEHUU TOpSAAKAa CO3JAHMSI M JIEATEIbHOCTH BpaueOHOW KOMHUCCHUU MEAMIIMHCKON
opranuzanuu" (3apeructpupoan Muntoctom Poccun 9 utonst 2012 r., peructpanuonnsii N 24516, PI" 22
utoHs 2012 r. N 141) B penakiuu [Ipukaza MunuctepcTBa 3npaBooxpanenus Poccuiickoii deneparuu ot
02 nexadbps 2013 N 886n "O BHeceHuun usmeHeHuil B Ilopsimok co3gaHust U JESATENIBHOCTH BpaueOHOM
KOMHUCCHH MEAMIIMHCKOW OpraHU3allu, YTBEP)KJIEHHBIM MpUKa3oM MMHHCTEPCTBA 3APaBOOXPAHEHUS U
coruanbHoro passutusi Poccuiickoit ®enepanuu ot 5 mas 2012 r. N 502H, u B [lopsinok HazHaueHUs U
BBIMKICHIBAHUS JICKAPCTBEHHBIX MPENapaToB, YTBEPKACHHBIA MpUKa3oM MUHUCTEPCTBA 3paBOOXPAHEHHUS
Poccuiickoit ®enepauuu ot 20 nexabpst 2012 r. N 11758" (3apeructpupoBan Munioctom Poccun
23.12.2013 N 30714).

*(5) denepanbublii 3akoH oT 26 aexadpst 2008 r. N 294-03 "O 3amure npaB IOPUIUIECKUX JTUIL U
UHIMBUYAJIbHBIX MpEeINpUHUMATENeH NMPU OCYIIECTBIEHUN T'OCYIapCTBEHHOTO KOHTPOJs (Haa3opa) u
MyHununaigbHoro koHtpois" (CoOpanue 3axoHoparenscTBa Poccuiickoir ®epepanuu, 2008, N 52,
cT. 6249; 2009, N 18, ct.2140; N 29, ct.3601; N 48, ct. 5711; N 52, cT. 6441; 2010, N 17, cr. 1988;
N 18, cT. 2142; N 31, c1. 4160, cT. 4193, cT. 4196, N 32, cT. 4298; 2011, N 1, c1. 20; N 17, ct. 2310; N 23,
cT. 3263; N 27, cr. 3880; N 30, ct.4590; N 48, cT. 6728; 2012, N 19, ct. 2281; N 26, ct. 3446; N 31,
cT. 4320, cT. 4322).

*(6) Ilpukaz denepanbHON ciIyXO0bl 10 HaA30py B cdepe 3apaBooxpaHeHus ot 07 asrycra 2015
N 5539 "O6 yrBepxknenun [lopsiika ocyiiecTBIEeHUs BRIOOPOYHOTO KOHTPOJISI KauyecTBa JIEKAPCTBEHHBIX
CpeACTB AJs MeAMLMHCKOro npumeHenus" (3apeructpupoBaH MunioctoM Poccum 9 asrycra 2015 r.,
peructpanonHsiii N 39263, "bronieTeHb HOpMAaTUBHBIX aKTOB (pe/IepaJIbHbIX OPraHOB MCIIOJIHUTENbHON
Brnactu'", N 48, 30.11.2015).
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T'APAHT:
CwM. nannyto ¢popmy B pegaktope MS-Word

CM. pekoMeH1yeMblil 00pasel] U3BEIIEHUs], Pa3MEILIEHHbIN Ha HHTEpHET-caiite Poc3gpaBHaazopa

IIpunoxenne N 1

K [lopsaky ocymecrBienus
(papmakonaazopa, yrBep:KIeHHOMY IIPUKA30M
denepajbHOM CYKO0bI 10 HAA30PY B cepe
3ApaBOOXPaHEHH

or 15.02.17 N 1071

Pexomenayemblii o0pa3zeny

MBBENEHUE O HEXEJIATEJILHOM PEAKIIVN
WM OTCYTCTBMM TEPAINEBTUYECKOI'O 3$$EKTA
JIEKAPCTBEHHOI'O IIPEIIAPATA

|:| [lepBUUHOE |:| JonosyiHMTeNbHad MHOOpMaALMS K COODIEHUIO
N oT
IHaHHBEIE TMalLuMeHTa
VMHMLMAaJE HnalmMeHTa (koI naumeHTa) * ITon DM D)K Bec KI
BospacT BepemeHnHOCTB |:|, CpPOK HeIeJb
1 1

15.01.2023 Cuctrema TAPAHT 10/18


http://ivo.garant.ru/document/redirect/990941/268465918

[puka3 denepanbHOi ci1y:K0bI 110 Haa30pY B cdepe 3apaBooxpanenus ot 15 ¢espayst 2017 r. N 1071 "O06 yrBepsxnenun [lopsiaka ocymectienus ¢papmakoHanzopa” (c...

Penakimug ¢ usmenenusmu N 6252 ot 16.07.2020

Ajuteprua I_I HetT I_I EcTte, Ha

Jleuenue [} aMOyJiaToOpHOE [J CTaLuMOHAPHOE [} camoJsieueHue

HeKapCTBeHHHe cpencTrea, IPeniIoJIOXMTEJIbBHO BE3BABINME HP

Hammenoraunme JIC |[IlpomszeonuTesis | Homep Joza, mnyThb ITaTa ITaTa I[lokazaHue
(Topromoe) * cepumn BBEeIEHUSA HauaJa OKOHUAHUA
TepaH]/H/I TepaH]/H/I
1
2
3

HexeJslaTesbHasa peaklusd

ITaTa Hauyajsia HP

OnmcaHMe peakuum* (yKaxmuTe BCe OeTalll, BKJUasd IaHHBE JIaboOpaTOPHBIX
MCCJIenOoBaHUI)

15.01.2023 Cuctrema TAPAHT

Kpurepmn cepbesHocTtm HP:

CMepThb

Yrposa XU3HU

T'ocnuranmszaumsa MM ee IpoLJjieHre

11/18



[puka3 denepanbHOi ci1y:K0bI 110 Haa30pY B cdepe 3apaBooxpanenus ot 15 ¢espayst 2017 r. N 1071 "O06 yrBepsxnenun [lopsiaka ocymectienus ¢papmakoHanzopa” (c...
Penaxius ¢ usmenenusimu N 6252 ot 16.07.2020

VIHRAJIMOHOCTb

BpoxmeHHEIE aHOMAJIUU

KnmuHmMuyecky 3HAUMMOE COOBITUE

HaTa paspeumeHus HP He npmumMeHMMO

[lpeINpPUHATEE MePEH

Bes JsieueHus |:| OrmMeHa nomospesaemoro JIC |:| CHmxeHre nposer JIC

HemMernukaMeHTORHAsS Tepanusd (B T.d. XUPYyPI'MUeCKOe BMEeUAaTeJIbCTRO)

JlekapcTBeHHaa Tepanma

Vcxon

|:| BreIsmopoBJIeHME ©e3 nocJaencTBUM |:| YIlydlueHye COCTOAHUE |:| CocTosaHue ©e3 MBMeHEeHUM

1
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| | BEIBOOPOBJIEHME C INOCJEOCTBUAMM (yKaszsaThb)

[J CMepThb [} HemsepecTHO [J He npmuMeHMMO

ConpoBoxnmasiack Jgm oTMeHa JIC mcuesHoBeHmeM HP?

|:|HeT |:|I[a |:|J'[C HEe OTMEHSAJIOCH

He npmMeHMMO

HasHauajoch JiM JIEKAPCTBO IIOBTOPHO? [:]HGT [:]ﬂa

PesyisibTar

He npmuMeHMMO

IpyTve JeKapCTBEHHEHE CpelnCcTBa,

IIPVMHVMaeMble B TedeHMe IIOCJIeIHMX 3 MeCcHdlesB,

BrJiouasa JIC IIPVHVMaeMble IIallMMEHTOM

CaMOCTOATEJIBHO (IO COOCTBEHHOMY XEJIaHMIO)
Hammenosaunme JIC |[llpomseomuTesit | Homep Joza, nOyThb ITaTa ITaTa I[lokazaHue
(Toprosoe) cepumn BBEeIOeHUA Hayaja OKOHUYAaHUA
Tepanumu Tepanumu
1
2
3
4
5
IDaHHBIE coobmapnmero Juiia
15.01.2023 Cucrema TAPAHT
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|:| Bpau |:| IpyToM cHoeumMajJucT CUCTEMB 3O0paBOOXPaHEeHMSA

KoHTakTHHIT TejedoH/e-mail:*

|:| [laumeHT |:| Nuom

®.11.0

IOJIXHOCTE M MEeCTO pa@OTH

IDaTa cooOfumeHms

* rnoyie o6sa3aTesIbHO K 3allOoJIHEHMIO

CoofumeHre MOXeT OBTb OTIPAaBJIEHO:
- e-mail: pharm@roszdravnadzor.ru,
- daxkc: +7(495)698-15-73,
— OH-JIAMH Ha cauTe www.npr.roszdravnadzor.ru
- nouToBEM azmpec: 109074, r.

TAPAHT:

CM. nannyto ¢popmy B peaakrope MS-Word

15.01.2023

Mockea, CrnaBsgHCkasd Jjomans, IO. 4, cTpoeHue 1.

IIpuniaoxenne N 2

K [lopsanky ocyumecrBiieHust
(papmakonaazopa, yrBep:KIeHHOMY IPUKA30M
DenepajbHOM CyKO0bI 10 HAA30PY B chepe
3APaBOOXPAHEHHSA

ot 15.02.17 N 1071

Cucrema TAPAHT 14/18
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Pexomenayemblii 00pazen

CoofbmeHne O CepbeBHOM HeNpeIBMAOEHHOM HexXeJlaTeNbHOM peakuuu Ha
nexapcmsennmﬁ npemnapar, Msyqawmuﬁcz B KIJIIMHUNYECKOM MCCJIegOBaHUMN

N IIPOTOKOJIa KJIIMHMYECKOI'O MCCJIEeOOBaHMA

HammenoraHme JIC

HamMeHOBaHME OPOTOKOJIA

N paspeumeHusa Ha nposeneHue KU B PO

HammeHOBaHME J1e4eOHOT'O YUPEeXIOEeHUSd, B
KOTOPOM BEIABJICHaA HeXeJlaTeJIbHasd peakKuud
(ecim peakumsa npomsomwsa B Poccumckonm

denmepaunnm)

I. MudopMaumusa O HexeNaTeNbHOM peaKLuu
1. VHMLIMAJL la. CrpaHa 2. Iara 2a. Bospacrt 3.1ox 4-6. JaTa 8-12. OTmMeTbTE BCE, UTO
rnaumeHTa POXIOeHMA HayvajJa coorBeTCcTBYeT HIIP

HexeJlaTeJIbHOM
peaxkumm | | CmMepThb

15.01.2023 Cuctrema TAPAHT 15/18
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Penaxius ¢ usmenenusimu N 6252 ot 16.07.2020

(meHb L
/Mecdl/romn) —
TocnurTanmuszaumda muim ee
— [OpOOJIeHME

Crolkasa yTpaTa
— TPYOOCIOCOOHOCTM WM
MHBaJIMOHOCTD

7-13. OnmcaHMe HexXeJlaTeJIbHOM peaKUUM (BKIYasd IOaHHBE J1abOpaTOPHHIX U —
VMHCTPYMEHTAJIbHEIX MCCJIeOOBaHMIT) Yrposa XM3HU

II. MubpopMaumss O NOJOBPEBAEMOM JIEKApPCTBEHHOM IIpenapare (npernaparax)

14. IomozspeBaeMell JIEKAPCTBEHHB NpenapaT (BKJIOYAS MeXIyHapoOHOE 20. Vcuesjya JM peaxUus I[IOCJe
HeNaTEeHTOBaHHOE HaMMEHOBAHME WM IPYyNNIMPOBOYHOE HAUMEHOBaHME) OTMEHH IpernaparaZ?

e e
[JHerMMeHMMO

15. CyTouHasa mosa (Bl) 16. IIyTb (-1) BBeIOeHUS 21. Bo3HUKIIA JU

peaklusa BHOBbL II0CJIe
17. TlokazaHue (4) K HaABHAUEHMIO: IIOBTOPHOTO

IIPVIMEHEHU A
JIEKAPCTBEHHOTO
npenapara®?

[Jﬂa []HET
—/

15.01.2023 Cuctrema TAPAHT 16/18
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Penaxius ¢ usmenenusimu N 6252 ot 16.07.2020

| | HenprmMeHMMO

18. IaTel JjieyeHUS C o 19. TpOoIOIXMUTEJNILHOCTE Tepanuu

III. ComnyTcTEyHlasl JIeKapCTBEHHAasI Tepanmsi UM aHaMHeSs

22. COHYTCTBYIOLLLM]Z J'[eKapCTBeHHBHZ npenapaT(—bI) ¥ OaTe BBeIeHMA (3a MCKIIUYEHMEM TeX, KOTOPEIE TIPVMMEHAJIM IIJIA
JIeueHMs HeXxeJlaTeJIbHOM peaKLLM]/I)

23. IOpyrue peJieBaHTHBE IaHHBE aHaMHe3a (HalpuMep, OMATHOSH, alljlepruyu, OepeMeHHOCThL C yKa3aHMEM BPEeMEeHU
IocJyieIHeM MeHCTpyauuwu, M T.nO.)

TAPAHT:

Hymepauus pa3zzienos npuBOAUTCSA B COOTBETCTBUM C HCTOUHUKOM
ITIT. Muas mHOOpMaLMsS

24 . HamMeHOBaHME M aIpecC NPOM3BOOUTEIS

24a. VneHTUOUKALIMOHHBI HOMEp CcJydas 246. IaTa nojiyuyeHus MHOOpPMaLMM O HeXeJlaTeJIbHOM peakLuu
IPOMBBOOUTETIEM

24B. McTouHuK uHOOPMALIMM O HeXeJlaTeJIbHOM peaKLUMu

15.01.2023 Cuctrema TAPAHT

|:| VlccnenoeaHue |:| Jlureparypa |:| CreumajiMCcT BOPaBOOXPAaHEHUS |:| PeryJISTOpPHEIE OPT'AHEL |:| Ipyron
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25. IDaTa IODaHHOTO CcoofleHuda

26. Tun cooBueHms

|:| [lepBUUHOE |:| I[ToBTOpPHOE
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