NOCTAHOBAEHWE
O HOAOXKEHUW LUITPADA Mo AeAy Ne 4-14.3-1682/00-08-17
06 AAMUHUCTPATVBHOM MPABOHAPYLLEHNN
«17» okT16ps1 2017 1. r. Mockea

3amecTuTenb pykosoanTenst DeaepaAbHOM AHTUMOHOMOABHOW CAYXKObI

Kawesapor A.B., paCCMOTPEBR MPOTOKOA M MATEPUAABI AeAd Ne 4-14.3-1682/00-08-17 06
OAMUHUCTPATVBHOM MPOBOHAPYLLEHNN, BO3BY>KAEHHOrO B OTHOLLEHNM AO «CaHODU
Poccusa» (toprnandeckmnm aapec: yA. TBepckast, A. 22, r. Mockea, 125009,

NHH 7705018169, OI'PH 1027739079940, KIMM 771001001, aoaTa peructpauum: 19.08.2002).

YCTAHOBUA:

Ha ocHoBaHuM npukasa Ne 459/17 ot 10.04.2017 pykoeoauntenss PAC Poccum Aptembera
N.1O. BbIAQ NPOBEAEHAO MPOBEPKA B OTHOLLEHMN AKLUMOHEPHOro obuiecTtsa «CaHODU
Poccus».,

PEeKAQMHbBIN POAMK AEKAPCTBEHHbIX MpenapaTos «AA30ABAH MAKC» 1 « AQ3OABAH CUPOM»
PACMNPOCTPAHSIACS HO TEAEKAHAAAX «[19TbI KAHAAY, «TB-3», «[TaTtHMua», «<Poccus-1»,
«Poccus-24», «MepBblt KAHOA», « AOMALLHWAY, «CTCy», « TBLL», «tO», « AOM KMHO», «Mup»,
OKEHCKMN PEKAOMHbBIN KOHOA» B siHBApe-anpene 2017 roaa.

C 1 no 15 cekyHAY B PEKAOMHOM BUAEOPOAMKE O npenapaTe «\Aa30ABAH MaKc»
coobuiaeTcst:

«Koraa kaweAb He AOET CBOBOAHO ABILLATL 24 yaca B CyTkK, AQ30ABAH MAKC —
KAMCYAbl MPOAOHMMPOBAHHOIMO AENCTBUS, DTO CUAQ COTEH MPAHYA. OHM PA3KMIKAKOT
MOKPOTY, O4MLLLAIOT AbIXATEAbHbBIE MYTU U 3AWNLLAIOT Aérkmne. Aa3zoABaH MAKC - npu
Kawae. Aemcreme 24 yaca, BCEro OAHA KANCyAQ B AEHb»,

B COOTBETCTBUM C PEMMCTPRAUMOHHBIMU YAOCTOBEPEHUSIMU [T Ne AlM-003519 o1 22.03.2016
«\NQ30ABOH MAKC» 3QPErMCTPUPOBAH B KOYECTBE AEKAPCTBEHHOIO NPENAPATA.

B pekname ykasbiBQeTCst, 4TO npenapat « AA3oABAOH Makc» AENCTBYET 24 yaca.

OAHOKO B HCTRYKUM MO MEANLIMHCKOMY MPUMEHEHMIO npenapaTta «AA3oABAH MAKC»
OTCYTCTBYET YKA3OHME HA TO, YTO NPENAPAT AENCTBYET 24 YacCa.

Takm 06pPA30OM, B PACCMATPUBAEMOM PEKAOME COODLLIAETCSI O AEVCTBUM NPEnapaTa
«A\Q30ABAH MaKC» BHE MPEAEAOB NMOKA3AHNA, COAEPIKALLMXCS B UHCTRYKLUMSX MO
MPUMEHEHWIO.

CoraacHo yact 6 ctatb 24 PepAepAAbHOro 3akKoHa «O pekaame» coobLLeHne B
PEKAQME O CBONCTBOX U XAPAKTEPUCTUKAX, B TOM YUNCAE O CMOCOBAX MOUMEHEHMS
MCMOAb30OBAHMST, AEKAPCTBEHHbBIX MPENAPATOB M MEAULIMHCKUX M3AEAUN AOMYCKAETCS
TOABKO B MPEeAEAQX MOKA3AHMN, COAEPRXKALLMXCS! B YTBEPIKAEHHBIX B Y CTAHOBAEHHOM
NOPSIAKE MHCTRYKUMSIX MO MOUMEHEHMIO 1N MCMOAb30OBAHMIO TAOKMX OB BHEKTOB
PEKAOMUPOBAHWMSI.



C 1510 20 cekyHAY B PEKAGMHOM BUAEOPOAMKE COODLLIAETCS O NpenapaTe «/AA30ABOH»
(crpomn) N AEMOHCTPUPYETCS €ro YrnakoBKA.

«...B popMe cmpona aAnst oeter ¢ 0 AeT (AA30ABAH CUPOM — MPUM.)»,

B Buaeopsae ¢ 18 no 20 cekyHAY AEMOHCTPUPYETCS YINAKOBKA AEKAPCTBEHHOIO
CPeACTBA «AQ30ABAH» (CUPOM) C yTBEPXKAEHMEM «Ne 1 BbIBOP CpeAl CUMPOMoB OT
KALUAS! *», CONPOBOYKAQEMbBIM CHOCKOW.

B COOTBETCTBUM C PEMMCTPAUMOHHBIM YAaOCTOBEPEHMEM [T Ne 014992/03 ot 07.08.2008
«\NQ30ABQAH» (CUPOM) 3APErMCTPMPOBAH B KOYECTBE AEKAPCTBEHHOIO NPENApPATA.

CnoAb30OBOHHOE B PEKAAME YTBEPIKAEHME «Ne 1 BbIBOP Cpean CUPOMOB OT KALLAS» B
OTHOLLEHNN AEKAPCTBEHHOIO MNPenApATA «AA30ABAH» (CUPOM) YKA3bIBAET HA
NPEBOCXOACTBO AOHHOIO NPENAPATA B CPABHEHNW C ARYTMMK MPENAPATAMM OT KALLASI,
MOCKOAbKY «Ne 1» MOAPA3YMEBAET, YTO PEKAAMMPYEMbIN MPENAPAT SIBASIETCS NEPBbLIM 13
YNCAQ APYTMX OAHOPOAHBIX TOBAPOB, OBACACS BOAEE BHICOKMMI AOCTOMHCTBAMM U
NPENMYLLECTBOM NMepea HUMM.

MW MICNOAb3OBAHNM B PEKACME KAKUX-ANOO CPABHUTEABHBIX XOPAKTEPUCTUK, KOTOPBIE
YKO3bIBAKOT HO MPEBOCXOACTBO TOBAPA NepeA TOBAPAMM VHbIX MPOU3BOAUTEAEN
(«Ay4dLLIAA», «Ne T» 1 MP.), AOAMKHBI ObITb YKA3AHbBI KPUTEPUIN, MO KOTOPbLIM OCYLLIECTBASIETCS]
CPOBHEHME U1 KOTOPbIE OBOCHOBLIBAKOT AQHHOE YTBEPIKAEHME.

B pexkname yteeprkaeHme «Ne 1 BbIBOp CpeArt CUPOMOB OT KALLAS!» MOSICHSIETCS
CHOCKON™:

«[1o AaHHBIM IMS 30 nepuroa ceHTsabpb 2014- aerycT 2015, NPOAOQYMM B AEHBIOX, CPEAMU
CMPOMOoB OT KALWAS C O AET, OTnyCcKatoLmxcst 6e3 peuenta»

BMecTe ¢ TeM TEKCT CHOCKM, B KOTOPOWM YKA3bIBAETCS MHPOPMALIMS, OO OCHOBbLIBAIOLLAS
yTBEepIKAEHME «Ne 1 BhIBOP CPEeAM CUPOMOB OT KALLASI» BEINMOAHEH MEAKUM LLPUGTOM U
AEMOHCTPUPYETCS B PEKACAMHOM BUAEOPOAUKE B TEYEHNN 3 CEKYHA..

PopmMa 1 YCAOBUS PAIMELLEHUST PEKACMbI HE MO3BOASIHOT MOTPEBUTEASIM BOCTPUHSITL
(MPOYNTATD) TEKCT CHOCKM COAEPIKALLEN AQHHbBIE MO NPOACYKAM MPEnapaTa
«A\Q30ABAH» (CUPOM) 30 Neproa ceHTabpb 2014- aerycT 2015 BBUMAY MEAKOTO LLUPUDTA U
KPQATKOrO BPEMEHM NOKA3A.,

POPMAABHOE MPUCYTCTBUE B PEKAAME MHOOPMALMM, ODOCHOBBIBAIOLLEE YTBEPIKAEHNE
«Ne 1 BLIOOP CPEeAM CUPOMOB OT KALLASI!», HE MO3BOASIET NOTPEOUTEAID BOCTPUHMMATD
AQHHbBIE CBEAEHUS N HE MOXKET PACCMATPUBATHCS KAK UX HOAUYME, COOTBETCTBEHHO
OAKTNYECKM NOTPEBUTEAN AQHHYIO MHOOPMALMIO HE MOAYHOAN,

BMecTe ¢ TeM MHPOPMALMS O KPUTEPUSIX COABHEHMS MPENAPATOB OT KALLAS SIBASIETCS]
CYLLECTBEHHOM AAS PACKPBITUSI CMBICAQ YTBEPKAEHUS «Ne 1 BEIBOP CpeAn CUPOIoB OT
KALLASI!», OAHOKO GOPMA MPEAOCTABAEHMST ACGHHbBIX CBEAEHUIN TAKOBA, YTO OHU HE
BOCMPUHUMAIOTCS NOTREOUTEASIMU U QAKTUYECKN B PEKACME OTCYTCTBYIOT.

B cAyyae, KOraAQ yYCAOBUSL, SIBASIKOLLMECST CYLLLECTBEHHOM MHOOPMALMEN AAS]
notpedbutenen, OTCYTCTBME KOTOPOM CMOCOBHO OBMAHYTb MX OXKMAQHUS,



COOPMUPOBAHHBIE PEKAAMON, DOPMAABHO MPUCYTCTBOBAAN B PEKAAME, OAHAKO GOPMA
MNPEACTOBAEHUS CBEAEHUIN TAKOBA, YTO AQHHAST MHOOPMALMS HE MOXKET OblTb
BOCTPUHSITA NMOTPEOUTEASIMU, CAEAYET MPUIHABATb, YTO ACHHBIE CBEAEHUS HE BbIAN
AOBEAEHbBI AAS HEOMPEAEAEHHOT O KPYTra AUL, HOAAEKALLIMM OBPA30M, B CBSI3M C YEM
noTPEbUTEAb DAKTUYECKN HE MOAYUUA TAKYIO CYLLECTBEHHYIO MHPOPMALMIO.

COOTBETCTBEHHO, I'IOTpe6l/ITe/\I/I He MNOAYYAKT MHPOPMALMIO O KPUTEPUSIX CPABHEHMS, HO
OCHOBUOHUMKN KOTOPbLIX YTBEPIKAQETCS O NPEBOCXOACTBE AEKAPCTBEHHOI O rnpernaparta
«AQ30ABQAH» (CMPOM) HOA ARPYTMMU MPENAPATMU OT KALLAST, YTO MCKAXKAET CMbICA
pPekAnaMbl 1 BBOANT I'IOTpe6I/ITe/\el;1 B 306/\y>|<AeH|/|e.

OAHAKO, AAST MPUOBPETEHNS KAKUM-ANOO TOBAPOM CTATYCA «Ne1» HEOBXOAMMO HOANYME
OCHOBQOHWI, MO3BOASIOLLMX CY AUTb O TAOKOM CTaTyce. K TAKMM OCHOBOHWMSIM, MOYKHO
OTHECTU, HONMPUMEP FOA BbIXOAQ NPENAPATA HA PLIHOK, AQTY FOCYAQPCTBEHHOM
PErnCTPALMM NPENAPATA 1 NP.

B pekname AekapCTBEHHOrO npenapata « AQ30ABAH» (CUPONM) B BUAY HEBO3MOMKHOCTU
BOCMPWUSITMS MOSICHSIOLLEN CHOCKM OTCYTCTBYET YKA3AHME HA KPUTEPUIN, HO OCHOBAHMM
KOTOPOro CAEAQHO yTBEPIKAEHME «Ne 1 BbIBOp Cpean CUPOMNoB OT

KALUASI!», COOTBETCTBEHHO, HEBO3MOYKHO YCTOHOBUTb OBOCHOBAHHOCTb TOrO, YTO
AEKAPCTBEHHbIN NPenapaT «AA30ABAH» (CUPOM) AENCTBUTEABHO SIBASIETCS «N2 1» HO
PbIHKE AEKAPCTBEHHbIX MPENAPATOB OT KALLASI.

CnoAb30BOHME CPABHUTEABHOW XAPAKTEPUCTUKM «Ne 1 BbIBOp CpeAmn CUPOMOoB OT
KAWAS!» B peknamMme 6e3 yKA3AHKS KOHKPETHOI O KpUTEPKS, MO KOTOPOMY
OCYLLECTBASIETCSI CPABHEHME, O3HAYAET BO3MOXXHOCTb MPOBEAEHMS TAKOrO CPABHEHMS]
No ABOMY KPUTEPUIO.

Tak, COrAQCHO AQHHBIM [[OCYAQPCTBEHHOIO PeecTPa AEKAPCTBEHHbBIX CPEACTB HO PbIHKE
CYLLECTBYET HECKOABKO MPENAPATOBR OT KALLASI, 3APEMMCTPUPOBAHHbBIX PaHee
AEKAPCTBEHHOr O NpenapaTa «\AA3oABAH» (CUPOM):

AEKAPCTBEHHBIN NpenapaT «AMBPOrekCaA» 30pPErMCTPUPOBOH B KQYECTBE
AEKAPCTBEHHOro npenapaTa 26.11.2007 3a Homepom Ne [1NO12596/03 ;

AEKAPCTBEHHbIV Npenapart «bpoHxopyc» - 09.07.2007 Ne AC-002636;

COOTBETCTBEHHO MO AQTE PErMCTPALMM MNPENAPATA B KAYECTBE AEKAPCTBEHHOIO
AEKAPCTBEHHBIN NPenapaT «AQ30ABAH» (CMPOM) HEe OBAAACET CTATYCOM Nel HA PbIHKE
NPEnapPATOB OT KALLASI.

MW AGHHBIX OBCTOSITEABCTBAX YKA3AHME HA MPEBOCXOACTBO AEKAPCTBEHHOMO
npenapaTa «AA30ABAH» (CUPOM) HAA VMHBIMU HOXOASILLIMMUMCS B 060pOTE NPpenapaTamm
OT KALLASI SIBASIETCSI HEKOPPEKTHBIM 1 BBOAWUT NOTPEOUTEAEN B

3ABAYIKAEHNE OTHOCUTEABHO TAOKOIO MPEBOCXOACTBA.

B cooTBETCTBUM C NYHKTOM 1 YaCTV 2 cTaTbM 5 PepAepAAbHOro 3aKOHA «O PEKAME
HEeAODPOCOBECTHOM MPUBHAETCS PEKAAMA, KOTOPAS COAEPXKUT HEKOPPEKTHbIE
CPABHEHVST PEKAAMMPYEMOrO TOBAPA C HAOXOASLLMMKCS B OB0OPOTE TOBAPAMM, KOTOPLIE
NPOUN3BEAEHBI APYTVIMU N3rOTOBUTEASIMU UAU PEAANIYIOTCS ARYTIMMKM NMPOACBLAMMU,

B COOTBETCTBUM C YACTbIO 7 CTATbM 5 PEASPAABHOO 3AKOHA «O peKkAaMe» He
AOMYCKAETCS PEKAOMA, B KOTOPOW OTCYTCTBYET YACTb CYLLIECTBEHHOM MHOOPMALMK O



PEKAOMUPYEMOM TOBAPE, 0O YCAOBUSIX €0 NMPUOBPRETEHNS AU UCMIOAB3OBAHMS, ECAN
MPU 3TOM UCKOAXKAETCS CMbICA MHOOPMALNKM U BBOASITCS B 3ABAYKAEHUE NOTPEOUTEAN
PEKAOMBI.

TakMm 0B6PA30OM PEKAAMA AEKAPCTBEHHBIX MPENAPATOR «AQ30ABAH MAKC» 1 « AA3OABOH»
(cmpon), pACNPOCTPAHSIBLLASICSI HO TEAEKAHAAQX «[191TbI KAHAAY, «TB-3», «[19TH/LQ»,
«Poccusi-1», «<Poccus-24», «[epBbll KAHAA», « AOMALLHWI» , « CTCy», «TBL», «lO», « AOM KMHO»,
«Mup», «XKEHCKNM PEKAAMHDBIN KAHOA», B siIHBApe-anpeAe 2017 road, HOPYLLAET YACTb 6
CTATbK 24, NyHKT 1 4aCTK 2 CcTaTbK 5, 4acTb 7 cTaTb 5 PepAepaAbHOro 3aKoHA «O
peKAaME»,

B cootBeTCTBMM C YACTbIO 6 cTaTbM 38 PeAEePAANBHOrO 3aKOHA «O PEKAAME
PEKAOMOAQTEAb HECET OTBETCTBEHHOCTb 3Q HAPYLLEHWE TPEOOBAHIN, Y CTAHOBAEHHbIX
4ACTbtO 6 CTATbU 24, MYHKTOM 1 4aCTW 2 CTATbK 5, 4YaCTbto 7 CTATbU 5 PepepaAbHOrO
30KOHA «O pekAamen,

PEKAOMOAQTEAEM YKA3AHHOW PeKAAMBbI s1IBASIETCSI AO «CaHodm Poccus» (oprnAandeCcKni
aApec: YA. Teepckas, A. 22, r. Mockea, 125009, MHH 7705018169, OI'PH 1027739079940,
KM 771001001, aoata pernctpaumm: 19.08.2002).

B cootBeTCTBIMM C YACTbIO 5 CcTaTbM 14.3 Kopekca 06 AAMUHUCTOATUBHDBIX
NPABOHAPYLLEHMSIX Poccminckom Peaepaumm HapyLEHUE Y CTAHOBAEHHbIX
3AKOHOAQTEABCTBOM O PEKAAME TPEDOOBAHUIN K PEKAAME AEKAPCTBEHHbBIX CPEACTB,
MEANLUMHCKMX M3AEAUA N MEAVLIMHCKMX YCAYT, B TOM YACAE METOAOB AEYEHWSI, A TAIOKE
BUOAOTNYECKN AKTUBHBIX AODOBOK BAEYET HAOAOMKEHNE AAMUHNCTOATUBHOMO LUITPADA HO
OPUANYECKNX AUL, OT ABYXCOT ThICSIY AO NSITUCOT ThiCSIH pybAen.

AO «CaHodU Poccrsa» MMeAo BO3MOMHOCTb AAST CODAIOAEHMS TPEOOBAHMI
3aKOHOAOTEAbCTBA Poccumckom Qeapepaumm o pekrame, oAHAKO OBLLIECTBOM He BbIAK
NPWHATBI MEPbI MO COBAOAEHUIO €0 TPEOOBAHUI.

Takum o6pa3som, ycTaHoBAeHa BUHA AO «CaHodu Poccus» B HOPYLLEHUN
3aKoHoAQTEAbCTBA Poccuickon Peapepaumm 0 pekAaame Npu PACNPOCTOAHEHNM
PEKAOMbI AEKAPCTBEHHBIX NPENAPATOB «AA30ABAH MAKC» 1 «AQ30ABAH» (CUPOIM) HAO
TEAEKAHAAQX «[151ThIA KOHAA», «TB-3», «[19THMLQ», «Poccus-1», «Poccus-24», «epBbli
KAHAA», « AoMaLUHUA», «CTC», « TBL», «fO», « AOM KMHO», «Minp», « ) KEHCKUIMN PEKAOMHbBIN
KAHOA» B siHBAPEe-anpene 2017 roaa.

PYKOBOACTBYSICb YOCTbIO 6 CTATbU 24, MyHKTOM 1 4ACTU 2 CTATbWU 5, YACTbIO 7 CTATbU B,
yacTblo 6 cTaTbh 38 PepepanbHoro 3akoHa ot 13.03.2006 Ne38-P3 «O peKkAamer, YHOCTbIO
5 ctatbu 14.3 Koaekca Poccuinckom Qeapepaumm 06 AAMUHUCTRATVBHbBIX
NPABOHAPYLLEHKSIX.

NMOCTAHOBUA:

1. MpumennTb K AO «CaHodm Poccusi» Mepbl AAMUHUCTOATUBHOM OTBETCTBEHHOCTU B
BMAE LUTPADA 30 HOPYLUEHME 3A0KOHOAQTEALCTBA O PEKAAME B pasmepe 200 000
pybaen.

2. CyMMYy LUTPADA HOAAEXKUT YNACTUTb MO CASAYIOLLIMM PEKBUUTAM:



Moaydyatenb: YOK no r. Mockee (PeaepaAbHASI QHTMMOHOMOABHAST CAY>KOA
A/c04731001610)

BaHk noAy4daTtens: 'Y BarHka Poccunm no LIPO

NHH 7703516539
Krr 770301001

BUK 044525000

PacueTHbi cueT 4010181004525001004 1
KBK 161 1 1626000016000140

OKTMO 4538 0000

CoraacHo nyHkTy 1 ctatbu 32.2 Koaekca Poccumckon Geapepauym ob
OAMUHUCTPATYBHBIX MPABOHAPYLLEHMSIX AAMUHUCTPOTUBHBIM LUTPAD AOAKEH OblTb
YNAQYEH AULLOM, MPUBAEYEHHBIM K QAMUHUCTPATUBHOW OTBETCTBEHHOCTU, HE MO3AHEE
LUECTUAECSTU AHEN CO AHSI BCTYMNAEHMSI MOCTAHOBAEHMST O HOAOYKEHMN
OAMUHUCTPATVBHOMO LUTPADA B 30KOHHYO CUAY AMBO CO AHSI UCTEYEHNST CPOKO
OTCPOYKMN MAUN CPOKA PACCPOYKM, MPEAYCMOTPEHHBIX CTaTben 31.5 Koaekca
Poccumckom Qeapepaumm 06 AAMUHUCTPATUBHBIX MPABOHAPYLLEHUSIX.

B TPEXAHEBHbBIN CPOK CO AHS YMAQTHI LUTPADA Npocbba npeACTaBUTb B PepAepAAbHYO
OHTUMOHOMOABHYO CAY>KOY HOAAEXKALLIMM OBPA30M 30BEPEHHDBIE KOMMU MACTENKHbIX
AOKYMEHTOB (MO SAEKTPOHHOM MnoyTe <...>, delo@ fas.gov.ru).

B cooteeTcTtBUM C nyHKTOM 1 cTaTbK 30.3 Koaekca Poccuinckon Peaepaumm ob
OAMUHUCTPATVBHBIX MPOBOHAPYLLEHMSIX MOCTAHOBAEHME MO AEAY 00
OAMUHUNCTPATVBHOM MPOBOHAPYLLUEHNN MOYKET OblTb OBYKOAOBAHO B TEYEHNE AECSTU
CYTOK CO AHSI BRYYEHWST AU MOAYYEHMST KON MOCTAHOBAEHMS. XKOAODA HO
NOCTAHOBAEHME MO AEAY 06 AAMUHUCTPATUBHOM MPABOHARY LLEHUM MOAQETCS
BbILLECTOSILLIEMY AOAKHOCTHOMY AMLLY AMOO B CYA B MOPSIAKE, MPEAYCMOTPEHHOM FABOM
30 KoATll PO.

3AMECTUTEAL PYKOBOAUTEAS] A.b. Kaweeapos



