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PELLEHWE
no AeAy Ne 3-24-24/00-08-19
16 maa 2019 . r. Mockea

Komucecnga PAC Poccum Mo pACCMOTPREHUIO AEA MO MPU3HAKOM HAPYLLEHS]
30KOHOAQTEALCTBA O PEKAOME B COCTABE:!

3amecTutens MNpeaceaatenst Kommccum
<...>. - HOYOAbHUK Y MPABAEHMST KOHTPOAS PEKAAMBI 1 HEAOBPOCOBECTHOM KOHKYPEHLINN,
YaeHbl Kommcecuu:

<..>— 30MECTUTEAb HOYAABHMKA YIPOBAEHMSI KOHTPOAS PEKACMbI U HEAOBPOCOBECTHOMN
KOHKYPEHLUMM,

<...> - HOYOABbHMK OTAEAQ KOHTPOAST 3OKOHOAQTEABCTBA O PEKAAME Y NPOABAEHUS



KOHTPOAS PEKACMbI Y HEAODPOCOBECTHOM KOHKYPEHLIN,

<...> — KOHCYAbTQAHT OTAEAQ KOHTPOAS 3QKOHOAOQTEALCTBA O PEKAAME Y NPOABAEHUS
KOHTPOAS PEKAOMDbI N HGAOGDOCOBGCTHOM KOHKYpPeHUnn,

PACCMOTPEB MATEPUAABI O PACAPOCTPAHEHNN PEKAOMbBI AEKAPCTBEHHOIO NPENAPATA
«YTPOXKECTAH» HO CTP. 121 >KYPHOAQ «AKYLLEPCTBO U rMHEKOAOrMs» Ne 8 o1 2018 1. m CTp.
37 >kypHAAQ «Bonpochl penpoaykumm» Ne 3 ot 2018 r.,

B MPUCYTCTBUM AULL, YHOCTBYIOLLMX B AEAE:
30SIBUTEAD:

OO0 «2660T1 AabopaTopma» (AAPEC: AEHNMHIPAACKOE Locce, A. 16 A, cTp. 1,

r. Mockea, 125171, UHH 7720166323, OI'PH 1077762585680, Kl 774301001, oaTa
perncTpaumm 23.01.2007) — lMNMocbinkmH H.I. (aAoeepeHHoCTb Ne 99-2018/EPD ot
24.12.2018), KoveTkor C.IO. (aAosepeHHoCTb Ne 18-2019/EPD ot 10.01.2019), Ymkosa S1.1O.
(poBepeHHOCTb Ne 63-2019/EPD ot 12.03.2019),

AVLIO, B AENCTBUSIX KOTOPOIrO COAEPKATCS MPU3HAKN HAPYLLEHMST 3OKOHOAOTEABCTBA
peknamMme:

OO0 «beseH Xenckea PYC» (appec: yA. Ceprest Makeera, A. 13, 1. Mocksa, 123022,
OI'PH 1077758848310, HH 7715661354, KN 770301001, aoaTta permnctpaummn: 08.08.2007)
— MonAosiH 3., (aoBepeHHOCTb Ne 2-10-2019 o1 04.02.2019), Cnaaes KA. (AOBEPEHHOCTb
Ne 3/M/2018 o1 11.12.2018), Aaebiaos KO.I'. (AosepeHHOoCTb Ne 2/M /2018 ot 11.12.2018),

YCTAHOBUAA:

B OAC Poccum noctynmao obpatieHmne OO0 «2660T AabopaTopmad» C >KAA0O0M Ha
PEKAOMY AEKAPCTBEHHOIO NPENAPATA «YTPOXKECTAH», PACMPOCTOAHSIBLLYKOCSI HO CTP.
121 >KypHAAQ «AKYLLEPCTBO U TMHEKOAOrUs» Ne 8 oT 2018 1. 1 CTp. 37 >KypPHAAQ «Bonpochl
penpoaAyKumm» Ne 3 ot 2018 .

B pekname coobuiaeTcs:

«YTPOXXeCTAH

C YTpOXEeCTAHOM Bbl MOAy4aeTe HoAbLLE!
-MporecTepoH, BUONAEHTUYHBIN SHAOTEHHOMY

-20DEKTUBHbBIV KOHTPOAb MEHCTPYOAAbHOI O UMKAQ MpW NporectepOHAEPUNLMNTHDBIX
COCTOSIHUSIX

-2PPEKTUBHOE COXPAHEHWE BepemeHHoCTN™
-3apEerncTprpPOBAHHbIE MOKA3AHKS OT PAHHMX AO MO3AHMX CPPOKOB

-besonaceH AAst MATEPU 1 MACAQ

*NO NOKA3AHUSIMY,



Aonee B pekndMe nprpepeHd KpATKdAst MHCTRYKUWMS MO NPpUMEeHeHNIO AeKAp CTBEHHOIO
noernapdara «YTpO)KeCTOH» N NPEeAYNPeEXAEHMNE O HOAUYN NPOTUBOMOKA3AHNI.

Taioke B pekAame NpeACTABAEHbI M30BPAMKEHUST YNAKOBOK AEKAPCTBEHHOO NPENAPATA
«YTpoxecTaH» A03MPoBKM 200 1 100 Mr, HO KOTOPbLIX COOBLLAETCS, YTO AKTUBHbBIM
BELLECTBOM MPENAPATOB SIBASIETCSI MPOreCTePOH HATYPAAbHBIV MUKPOHU3UPOBAHHbBIN.

B COOTBETCTBUM C PEMMCTPAUMOHHBIM yAOCTOBEPEHEM Ne AC-000186 ot 13.10.2009
«YTPOMECTAH» 3APEMNMCTPUPOBAH B KAYECTBE AEKAPCTBEHHOMO NPENAPATA.

COrAQCHO UHCTPYKLMM MO MEAULIMHCKOMY MPUMEHEHUIO AEKAPCTBEHHOMO NMpenapara
«YTPOYKECTAH» MPENAPAT UMEET CASAYIOLLME NMOKA3AHMS K MOUMEHEHWIO.

MporeCTepOHAEPULNTHBIE COCTOSIHUS Y SKEHLLINH:
AAS MPUEMA BHYTPb:

o YIPOXKAKLMKA ABOPT MAN NPEAYNPENAEHME MPUBbLIYHONO AB0PTA BCAEACTBME
HEeAOCTATOYHOCTU MPOreCTepPOHA;

e 6EeCnAoAME BCASACTBUNE AOTEVHOBOM HEAOCTOYHOCTY;
e MPEAMEHCTOYOAAbHbINA CUHAPOM:;

e HOPYLUEHNSI MEHCTOYOABHOIO LIMKAC BCASACTBNE HAPYLLEHUST OBYASILIMN MPU
QHOBYASILMN;

o OUOPO3HO-KUCTO3HAS MACTOMNATUSI;
e MepovA MEeHOMAY3AAbHOIO NEPEX0OAQ;

e MEHOMNAY3AAbHAS (3AMECTUTEABHAST) FOPMOHAAbHAS Tepanust (MITT) B nepu- n
MOCTMeEHOoNay3e ( B COYETAHNM C SCTPOMEHCOAEPXKALLMMM MPENAPATAMM).

ANST MHTOABATr MHAABHOI O NMPUMEHEHUSI.

e MITB CAYyHOE AEDVLNTA MNPOreCcTEPOHA MNPU HEDQYHKLUMNOHNPY KOLLLMX
(OTCYTCTBYHIOLLMX) SINYHUNKAX (AOHOPCTBO SIMLEKAETOK);

e npeAaynpexaeHne (MPOPUAAKTVKA) MPEKAEBPEMEHHBIX POAOB Y MKEHLLMH 13
rpynnbl PUCKA (C YKOPOYEHNEM LLUENKU MATKN 1/UA HOAMYMEM OHAMHECTUYECKIMX
AQHHBIX MPEXAEBPEMEHHBIX POAOB U/NAU MOEXKAEBPEMEHHOMO PA3PbIBA MAOAHDBIX
oBoAOYEK);

o MOAAEPIKKA AOTEVHOBOW PA3bl BO BPEMS MOATOTOBKM K KCTPAKOPMNOPAALHOMY
OMAOAOTBOPEHMIO;

e MOAAEPXKKA AKOTEMHOBOM P A3bl B CIIOHTAHHOM UAM UHAYLIMPOBAHHOM
MEHCTPYAABHOM LIMKAE;

o MPEXAESBPEMEHHAS MEHOMAY3Q;

e MIT (B COYTEHUU C BCTPOrEHOCOAEPIKALLMMU NPENAPATAMM);



e Oecnaopme BCAEACTBME AOTEMHOBOW HEAOCTOTOYHOCTY;

e YIPOXAOLLNKA ABOPT UAU MPEAYNPEKAEHNE NMPOUBbLIMHONO AB0PTA BCASACTBME
HEAOCTATOYHOCTY MPOreCTePOHA.

COrAQCHO pPasAEAy MHCTPRYKUMM «[TprMeHeHmne npmn 6epemMeHHOCTV U B MEPUOA,
rPYyAHOrO BCKAPMAUBAHMSI» MPENAPAT CAEAYET MPUMEHSITb C OCTOPOYKHOCTbIO BO |l 1 I
TPUMECTPAX BEPEMEHHOCTU 13-30 PUCKA PA3BUTUSI XOAECTA3A. [TporectepoH
MPOHMKAET B Py AHOE MOAOKO, MO3TOMY MPUIMEHEHKe NPenapaATa NMPOTUBOMNOKA3AHO B
NepuroA rpy AHOro BCKAPMAMBAHMSI.

COrAQCHO pasAeAY MHCTRYKUMKM «[TPOTUBOMOKA3AHMS» NPOTUBOMOKA3AHUSIMM K MPUEMY
NPEeNAPATA SIBASIKOTCS MOBbILLEHHAST YYBCTBUTEABHOCTD K MOOreCTEPOHY NAM AOOOMY 13
BCMNOMOIrATEAbHbIX BELLLECTB MPENApATA; TPOMOO03 rAYDOKUX BEH, TOOMBODAEOUT;
TpoMbBoaMBoAnYECKME HAPYLLEHUS (TPOMOOSMBOOAUS AEFOYHOM APTEPUN, MHOAPKT
MVOKAPAQ, MHCYAbT), BHYTPUYEPEMHOE KPOBOU3AUSIHAE UAU HOAMYME AQHHBIX
COCTOSIHMI/ 3060AEBAHNIN B OHOMHEIE; KPOBOTEYEHNS 13 BAOTAAMLLA HESICHOTO FrEHE3q;
HEMNOAHbBIM ABOPT; NOPPUPUS; YCTAHOBAEHHDBIE MAK MOAO3PEBAEMbBIE 3AOKAYECTBEHHbIE
HOBOOBPA30BAHMST MOAOYHOW YKEAE3bI U MOAOBbIX OPIFAHOB; TSKEABIE 300 0AEBAHMSI
nevyeHn (B TOM XOAECTATUYECKAS KEATYXA, FENATUT, CUHAPOMbI Ay O1HA-AXKOHCOHQ,
PoTop A, 3AOKOYECTBEHHDBIE OMYyXOAM MEYEHN) B HACTOSILLLEE BPEMS AU B OHAMHE3E;
AETCKNIN BO3PACT A0 18 AeT (3D PEKTVBHOCTb 1 6E30MACHOCTb HE YCTAHOBAEHDI); MEPUOA,
FPYAHOro BCKAPMAMBAHWKSI.

COrAQCHO pasAeAy MHCTRYKUMK «C OCTOPOMHOCTbIO» NPEMNAPAT CAEAYET NPUMEHSITb C
OCTOPOMHOCTbIO MPU 3A6O0AEBAHMSIX CEPAEYHO-COCYANCTON CUCTEMbI, APTEPUAABHOM
FMNEPTEH3NU, XPOHNYECKOM NOYEYHOW HEAOCTATOYHOCTU, COXAPHOM AMabeTe,
BPOHXNAABHOM ACTME, SMNAENCUN, MUTPEHWN, AEMPECCUU, TUMEPAUNONPOTEVNHEMMN,
HAPYLLEHNN QYHKLUMM NMEYEHN AETKOWM N CPEAHEN CTEMEHUN TSHKECTHU,
DOTOYYBCTBUTEABHOCTU. [1DENAPAT CAEAYET MPUMEHSITb C OCTOPOMHOCTLIO BO |l 1 I
TPUMECTPAX BEPEMEHHOCTI.

B pekname coobLaeTcs «DOPEKTVBHBIN KOHTPOAb MEHCTPYAABHOMO LIMKAQ NP
MPOrecTePOHAEPULNTHBIX COCTOSIHUSIX?, «DPDEKTUBHOE COXPAHEHNE BEPEMEHHOCTUY,

COOTBETCTBEHHO, PEKAOMA ACET OCHOBOHME MOAArAThb, YTO B PEKAAME rAPAHTUPYETCS
3P PEKTUBHOCTb AEKAPCTBEHHOIO MPENAPATA «Y TPOMECTAH» B KOHTPOAE
MEHCTPYOABHOIO LIMKAQ MPU MPOreCTePOHAEPULNTHBIX COCTOSIHUSIX 1 COXPAHEHN
BepeMeHHOCTU.

Take B pekname coobLaeTtcst «<be3onaceH AASt MATEPU 1 MAOAQY,

COOTBETCTBEHHO, PEKAAMA AQET OCHOBOHME MOAArATb, YTO B PEKACME FPAHTUPYETCS
6e30MNaCHOCTb AEKAPCTBEHHOrO MPENAPATA «YTPOXKECTAH» AAS MATEPU 1 MACAQ.

OO0 «beszeH Xenckea PYC» NpeACTABUAO AKT SKCMNEPTHOIO MCCAEAOBAHMS PEKACAMDI
AEKAPCTBEHHOIO MPENAPATA «YTPOXKECTAH», MPOBEAEHHOIO aKCNepToM PeaepaAbHOro
610 AYKETHOI O YupedaeHnst Cepepo-3anapaHOro PermoHanbHOro LieHtpa CyaebHowm
2kenepTnabl MUHUCTEPCTBA toCTULMKM Poccumckom Qeaepaumn.

MNepea akecnepTom BbIA NOCTABAEH BOMPOC «COAEPXKNTCS AV B MOUBEAEHHOM TEKCTE
FAPAHTUS SQPEKTUBHOCTM M BE30MACHOCTY AEKAPCTBEHHOrO NPENAPATA
YTPOXECTAH?», DKCNEPT MPULLEA K 3AKAIOYEHMIO, HTO CMbICAOBOE COAEPIKAHVE



NPEACTOBASHHOIO TEKCTA YKA3bIBAET HO OTCYTCTBUE MAPAHTUM 3PDEKTUBHOCTA U
6e30MNaCHOCTV AEKAPCTBEHHOMO MPEenapaTa «Y TPOXKECTAH».

N3 AKTO SKCNEPTHOrO MCCAEAOBAHWS CAEAYET, YTO B TEKCT «3PPEKTUBHDBIN KOHTPOAD
MEHCTPYOAbBHOIO LIMKAQ MPW NPOreCTeEROHAEDULINTHBIX COCTOSTHUSIX» HE COAEPIKNT
CBEAEHNIN O KOKOM-ANOO KOHKPETHOM PE3YALTATE MPUMEHEHUST AEKAPCTBEHHOIO
NPEenapaATA, A TEKCT «aPPEKTUBHOE COXPAHEHNE BEPEMEHHOCTU» YKA3BIBAET HO
NOAOYKUTEABHOE BAUSIHVE MPENAPATA HO cOepedkeHne COCTOSIHNS BEPEMEHHOCTU,
OAHOKO TAKXKE He YKA3bIBAET HA KAKOW-AMBO pe3yAbTaT. KpoOMe TOro B TEKCTE PEKACMBI
OTCYTCTBYIOT MHbIE CAOBQ, YKA3bIBAKOLLME HO HOCTYNAEHNE KOHEYHOIO PE3YAbTATA,
CAOBQ, YKO3bIBAKOLLME HO CKOPOCTb AENCTBUS MPENAPATA MPUMEHUTEABHO K €0
AeYEDOHBIM CBOMCTBAM, OTCYTCTBYET YKA3AHME HO HEOOXOANUMOCTb MPVIMEHEHUS]
NpenapaTa, OTCYTCTBYOT CAOBA CO 3HAYEHNEM CEMAHTUYECKOWN BE3BICKAIOUYNTEABHOCTH,
KOTOPbIE MOTrAM Obl YKA3bIBATb HO 3P PEKTUBHOCTL nMpenapaTta B 100% cAayyaes. KpaTkoe
NPUAQraTeAbHoe «6e30naceH», UCMOAb3OBAHHOE B YTBEPYKAEHUM «Be3onaceH AAS
MOTEPU 1 MAOAQY, YKA3BbIBAET HO OTCYTCTBME BPEAQ OT MPUMEHEHNS AEKAPCTBEHHOIO
npenapaTa npu 6epeMeHHOCT KAK AAS YKEHLLIVHBI, TOK 1 AAS TAOAQ. B TEKCTE pekAaMbl
HE COAEPYKATCSI CAOBQ, YKA3bIBAOLLME HA PYYATEABCTBO MPOU3BOAUTEASI B OTCYTCTBUM
KAKOro-AMB0 BpeAQ OT MPUMEHEHWS MPENAPATA, OTCYTCTBYIOT CAOBQA CO 3HAYEHNEM
CEMAHTUNYECKOM BE3BICKAKOYNTEABHOCTU, KOTOPbLIE MOrAM Bbl YKA3bIBATb HO
6es3onacHocTb NpenapaTa B 100% CAy4YOeEB.

Komuncecuna GAC Poccum, NPOAHOAM3MPOBAB YKA3AHHOE 9KCNEPTHOE NCCAEAOBAHME,
OTMEYQAET, YTO COrAQCHO NYHKTY 24 QeAepAAbHOro 3aKoHA «O6 obpaLleHn
AEKAPCTBEHHbBIX CPEACTB» 3PPEKTUBHOCTb AEKAPCTBEHHOIO NPENAPATA -
XOPAKTEPUCTUKA CTEMEHN MOAOXKUTEABHOMO BAUSIHSI AEKAPCTBEHHOIO NPENAPATA HA
TeYEeHME, MPOAOAKNTEABHOCTb 30060AEBAHNS A EI0 NPEAOTBPALLEHME,
PEABUANTALMIO, HO COXPAHEHME, MPEAOTBPALLEHNE UAV MPEPBLIBAHNE BEPEMEHHOCTU.

COOTBETCTBEHHO AEKAPCTBEHHBIN NPENAPAT MMEET MOAOMKUTEABHOE BAUSIHME KAK HA
NPeAOTBPALLEHNE 30OOAEBAHUSI, TAK U HO €ro TeYeHne, a TAKKE HO COXPAHEHNE
6epemMmeHHOCTU.

CAEAOBATEABHO AAS YTBEPIKAEHNS 06 9D DEKTUBHOCTN AEKAPCTBEHHOMO NMPEenapaTa
«YTPOXKECTAH» He TpebyeTcst 0653aTEAbHOE YKA3AHME HO PE3YAbTAT MOAOYKUTEABHOIO
AESNCTBIUS MPENAPATA, KOTOPbLIN B PACCMATPVBASMOM CAYYAE MOXKET ObiTb BbIDOYKEH B
HOPMOAM3ALMN MEHCTPYOAABHOIO LIMKAQ UAUN POXKAEHNM PebeHKA.

ICNOABb3OBOHHBIE B PEKACME YTBEPIKAEHNS «DPDEKTUBHDBIM KOHTPOAD MEHCTPYOABHOIO
LIMKAQ MPU MPOreCTePOHAEDULIMTHBIX COCTOSIHUSIX» U «DPDEKTUBHOE COXPAHEHWE
HEepPEeMEHHOCTN» AQIKOT NOTPEDUTEASIM OCHOBAHME MOAAIATb, YTO AEKAPCTBEHHDBIN
NPEenapaT «YTPOYKECTAH» 3PDEKTUBEH B KOHTPOAE MEHCTPYAABHOMO LIMKAQ MNP
MPOrecTePOHAEPULNTHBIX COCTOSIHUSIX U COXPAHEHNMN BEPEMEHHOCTN, COOTBETCTBEHHO B
PEKAOME FraPAHTUPYETCS 9PDEKTUBHOCTb AEKAPCTBEHHOr O NPEnapaTa.

CoraacHo nyHKTy 23 ctaTtbn 4 PepepaAbHOro 3aKoHA «O6 06pALLLEHN ASKOPCTBEHHbIX
CcCpeACTB» 6E30MACHOCTb AEKAPCTBEHHOrO CPEACTBA - XAPAKTEPUCTUKA
AEKAPCTBEHHOrO CPEACTBA, OCHOBAHHAS HO CPOBHUTEABHOM OHAAM3E €ro
3PDEKTUBHOCTU 1 PUCKA MPUYMHEHWS BPEAT 3A0POBBIO.

CoraacHo yactn 2 ctatbn 27 PepAepAAbHOro 3aKoHA «O6 0BpALLEHNN AEKAPCTBEHHbBIX
CPEACTB» OCHOBAHNEM AAST OTKA3A B TOCYAQPRCTBEHHOW PEMNCTPALMN AEKAPCTBEHHOIO



NPenapaTa AASI MEAULIMHCKOTO MPUMEHEHMS SIBASIETCS 3AKAKOYEHNE COOTBETCTBYIOLLLErO
YMOAHOMOYEHHOIO PEAESPAABHOrO OPIrAHA UCMIOAHUTEABHOM BACCTU O TOM, YTO KAYECTBO
N (MAN) DOPEKTUBHOCTb PETMCTPUPYEMOrO AEKAPCTBEHHOrO MPErnapaTa AAS
MEAVLMHCKOrO MPUMEHEHMS HE MOATBEPIKAEHbI MOAYHYEHHBIMU AQHHBIMU UAM YTO PUCK
MNPUNYMHEHUS BDEAC 3A0POBbBIO YEAOBEKA BCASACTBME MPUEMA ASKAPCTBEHHOrO
NPenapaTa AASI MEAULIMHCKOrO MPUMEHEHMS MPEeBbILLAST 9OOEKTUBHOCTb €ro
NPUMEHEHMS!.

CAEAOBATEABHO CAM QOKT PErMCTPALMN ASKAPCTBEHHOMO NPENAPATA MOATBEPIKACET,
4TO PPEKTUBHOCTb ASKAPCTBEHHOrO MPENAPATA BbILLE, YEM €ro PUCK MPUYHEHNS
BPEAQ 3A0POBbBIO. [PU 3TOM ASKAPCTBEHHbBIM MPEnapPaT «Y TPOKECTAH» UMEET PSIA
MPOTUBOMOKA3AHWM 1 CAYYAEB, MNPV KOTOPbIX MPEnAapaT HEOOXOAVMO MPUHMMATb C
OCTOPOYKHOCTbBIO.

My AQHHBIX OO CTOSITEABCTBAX MCTMOAB3OBOHHOE B PEKAAME YyTBEPIKAEHME «besonaceH
AASI MOTEPW 11 MAOAQ» AQET NOTPEOUTEASIM OCHOBAHME MOAArATb, YTO AQHHBLIN NPenapaT
6e30naceH AASI MATEPU 1 NMAOAC, TEM CAMbIM FAPAHTUPY S 6€30MNACHOCTb
AEKAPCTBEHHOrO MpenapaTa.

OO0 «2660T AabopaTtopuna» NPEACTABUAO B MATEPUAABI AEAC AHOHVUMHbBIN OMNPOC

B AYEN-TUHEKOAOI OB, MPOBEAEHHBIN MO 6A3e 3ASIBUTEAS], U3 KOTOPOIrO CAEAYET, UTO
BAYM MOAQrQAIOT, YTO B PEKACME FAPAHTURYETCS 3DPEKTUBHOCTb AEKAPCTBEHHOIO
NpenapaTa «YTPOXKECTAH» B KOHTPOAE MEHCTPYOAABHOIO LIMKAC MW
NPOrecTePOHAEDULMNTHBIX COCTOSIHUSIX N COXPOAHEHUN BEPEMEHHOCTU U TAPAHTUPRYETCSI
6e30MNaCHOCTb AEKAPCTBEHHOIrO MPENAPATA «Y TPOXKECTAH» AASI MOTEPU 1 NAOAQJ.

CoraacHo nyHKTy 8 yacTtn 1 ctatbu 24 PepAepaAbHOro 3aKOHA «O peKAaME» PEKACMA
AEKAPCTBEHHbBIX CPEACTB HE AOAYKHA TAPAHTUPOBATb MOAOYKUTEABHOE AENCTBUE

06 bEKTA PEKAAMMPOBAHUSI, ero 6€30NacCHOCTb, 3PDEKTUBHOCTb M OTCYTCTBME MOOOYHbBIX
AENCTBUIN.

C y4eTOM N3AOXKEHHOTO B PEKAOME AEKAPCTBEHHOMO NPENAPATA «Y TPOXKECTAHY,
PACMNPOCTPAHSIBLLENCSI HO CTP. 121 >KypPHAAQ «AKYLLEPCTBO U TMHEKOAOrMsi» Ne 8 oT 2018
r. 1 CTp. 37 >KypHAAQ «Bonpockl penpoaykumm» Ne 3 o1 2018 r. HapyLWeH NyHKT 8 4acTn 1
cTaTb 24 PepAepPAAbHOrO 3aKOHA «O pekAame».

B peknamMme coobLLaeTCs, YTO B NEPUOA AQKTALMK AEKAPCTBEHHbIM NPenapaT
«YTPOXKECTAH» HEOOXOAMMO MPUMEHSITb C OCTOPOMKHOCTbIO, BMECTE C TEM COFACQCHO
NHCTPYKLUMM MO MEANLIMHCKOMY MPUMEHEHWIO AEKAPCTBEHHOIrO NPenapaTa
«YTOOXKECTAH» MEPUOA MOYAHOrO BCKAPMAMBAHMS IBASIETCS MPOOTUBOMOKA3AHUEM K
MPUMEHEHUIO AEKAPCTBEHHOIr O NPenapaTa.

CAeAOBATEABHO B pekname coobLatoTcs HEeCOOTBETCTBYOLME AEVNCTBUTEABHOCTHA
CBEAEHVSI O XAPAKTEPUCTUKAX AEKAPCTBEHHOrO NPENApATA «Y TPOYKECTAHY.

B pekname coobLaeTcst, YTO OKTUBHBIM BELLECTBOM MPENAPATOR SIBASIETCS
NPOrecTePOH HOTYPAAbHBIN MUKPOHN3MPOBAHHBIN HO M30OPAMEHHBIX YNAKOBKAX
AEKAPCTBEHHOI O MPENAPATA «YTPOXKECTAH» A03MpPpoBKoW 200 1 100 Mr.

BmecTe € TeM COrAQCHO MHCTRYKUMK MO MEAVULMHCKOMY MOUMEHEHNIO AEKAPCTBEHHOIO
npenapaTa «YTpo)kecTtaH» oT 16.06.2017 AKTMBHBIM BELLECTBOM MPENAPATA SIBASIETCS]



MNPOreCTePOH MUKPOHU3NPOBAHHbIN.

OO0 «beszeH Xenckea PYC» yKA3bIBAET HA TO, YTO COFAQCHO 4acTM 9 ctaTtbn 30
PeAepAAbHOrO 3aKOHA «O6 0BpPALLLEHUN AEKAPCTBEHHbBIX COEACTB» AOMYCKAETCS
obpalleHme AEKAPCTBEHHbIX NPENAPATOB AAS MEAVLIMHCKOrO MPUMEHEHMST AO
NCTEYEHMS CPOKA FOAHOCTU, MPOOU3BEAEHHBIX B TEYEHME CTA BOCbMUAECSITU AHEN MOCAE
AQTbl MPUHSTUS YITOAHOMOYEHHBIM PEAEPAABHBIM OPrAOHOM UCMOAHUTEABHOM BAQCTU
PEeLIEHNST O BHECEHNN N3MEHEHNIN B AOKYMEHTbBI, COAEPIKALLMECS B PEMMCTRALNOHHOM
AOCb€E, B COOTBETCTBUM C MHOOPMALMNEN, COAEPIKALLENCS B AOKYMEHTAX
PErMCTPALMOHHOIO AOChbE HO AEKAPCTBEHHBIV MPENAPAT A0 AQTbl MPUHATAS TAKOrO
peLLIEHMS.

OO0 «beszeH Xenckea PYC» CCbIAQETCSI HA TO, YTO HOBbIE BEPCUUN MPAPUNYECKMX MAKETOB
YNOKOBKM AEKAPCTBEHHOMO NPENAPATA «YTPOMNECTAH» OblAU YTBEPXKAEHBI MNH3ADPABOM
Poccimm 8 mast 2018 road, COOTBETCTBEHHO AQHHbBIN AEKAPCTBEHHbBIV MPEnapaAT,
NPOM3BEAEHHbIV B COOTBETCTBUM CO CTAPBIMU BEPCUSIMU MPAPUYECKMNX MAKETOB
YNOKOBKW, HO 3AKOHHBIX OCHOBAHMSIX MO HOXOAUTbCSI B OBPALLEHNN HO TEPPUTOPUM
Poccumnckom Qeapepaumm Ao 8 Hosbps 2018 roaa.

BmecTe ¢ Tem 16.06.2017 6bIAQ YTBEPIKAEHO HOBAISI MHCTPYKLUMS MO MEAMLMHCKOMY
MPVMEHEHNIO AEKAPCTBEHHOIO MPENAPATA, COrAACHO KOTOPOW AKTUBHBIM BELLLECTBOM
NPEenApPaTa SIBASIETCS] MPOreCTeEPOH MUKPOHU3NPOBAHHDIN.

COOTBETCTBEHHO K MOMEHTY PACMPOCTRAHEHMS PEKAOMbI B YKYPHAAQX «AKYLLEPCTBO U
rmHeKkonorvs» Ne 8 3a 2018 r. n «Bonpockl penpoayKumm» Ne 3 3a 2018 r. npowAo 6oaee
180 AHEN C MOMEHTA BHECEHMUS MUBMEHEHNIN B MHCTPYKUMIO MO MEANLIMHCKOMY
NPUMEHEHNIO AEKAPCTBEHHOI O MPENAPATA «Y TPOXKECTAHY.

CAeAOBATEABHO, B peknamMme COOBLLaOTCS HECOOTBETCTBYIOLLMNE AEVNCTBUTEABHOCTU
CBEAEHUS O XOPAKTEPUCTUKAX AEKAPCTBEHHOIO MPENAPATA «Y TPOXKECTAH»
OTHOCUTEADBbHO NMPUNPOAbI AKTUBHOIO BeLLLeCTBA rnpenapdarta.

COrAQcCHO NyHKTY 2 4yacTn 3 ctatbt 5 PepepanbHOro 3akoHa «O pekAamMen
HEAOCTOBEPHOW MPU3HAETCS PEKAAMA, KOTOPAST COAEPIKUT HECOOTBETCTBYIOLLIMNE
AENCTBUTEABHOCTUN CBEAEHWS O AODBIX XAPAKTEPUCTUKOX TOBAPA, B TOM YNCAE O €ro
NPUPOAE, COCTABE, CMOCOBE N AQTE U3rOTOBAEHUS, HOZHAYEHNUN, MOTPEBUTEABCKMNX
CBOWCTBAX, OB YCAOBUSIX MPVMEHEHKSI TOBAPA, O MECTE Ero NPOUCXOXKAEHMST, HOANYNN
CEPTUDUKATA COOTBETCTBMS AU AEKAQPALIMMN O COOTBETCTBMU, BHOKOB COOTBETCTBUS U
3HAKOB OBPALLEHMST HO PbIHKE, CPOKAX CAY>KObI, CPOKAX FOAHOCTV TOBAPA.

C y4ETOM MU3AOXKEHHOIO B PEKAOME AEKAPCTBEHHOI O MPENAPATA «YTPOXKECTAH»,
PACMPOCTPAHSIBLLUENCS HA CTP. 121 XKYPHAAQ «AKYLLEPCTBO U rMHEKOAOTUsI» Ne 8 oT 2018
r. 1 cTp. 37 >kypHaAa «Bonpockl penpoaykumm» Ne 3 o1 2018 ., COAEPKATCS NPU3HAKM
HAPYLWEHS NyHKTA 2 4acTh 3 cTatb 5 PepepanbHOro 3akoHa «O pekaamey.

B cooteeTcTBMM C YaCTbIO 6 CTaTbM 38 PeAepPAAbHOro 3aKOHA «O PEKAAME
PEKAAMOAQTEAb HECET OTBETCTBEHHOCTb 3Q HAPYLLEHME TPEDOBAHNM, Y CTAHOBAEHHbIX
4acTblo 3 CcTaTbM 5, 4acTbio 1 cTaTbM 24 DepAePAABHOrO 3aKOHA «O pekAaMe,

PekxnamopaTtenem pekaambl sieasieTcst OO0 «beseH Xenckea PYC» (aapec: yA. Cepres
MakeeBa, aA. 13, . Mockea, 123022, O'PH 1077758848310, UHH 7715661354, KIT1



770301001, aoata permnctpaumm: 08.08.2007).

PYKOBOACTBYSICb MYHKTOM 2 4AOCTM 3 CTATbWU 5, MyHKTOM 8 4aCTM 1 CTATbU 24, NYHKTOM 2
yacTtn 1 ctatbu 33, yactamu 1, 2 ctatbh 36 PepepAAbHOrO 3aKOHA «O pekAame» 1 B
COOTBETCTBUW C NMyHKTAMU 37-45 [NpaBUA PACCMOTPEHNMST AHTUMOHOMNOAbHBIM OPIrAHOM
AEN, BO3DY>KAEHHbBIX MO NPU3HAKAM HAPYLLEHWS 3AKOHOAAQTEABCTBO POCCHMMCKOM
Peapepaumm o pekrame, Kommeccus

PELLNAA:

1. NMPKY3HATb HEHOAAEXKALLEW, HOPYLLIAOLWEN NyHKT 8 YacTh 1 cTatbu 24 PepAepAAbHOro
3aKOHA «O pekAaMe», PEKAOMY AEKAPCTBEHHOIO MPEenApaATA «YTPOMECTAH»,
PACMPOCTPAHSIBLUYKOCSI HO CTP. 121 >KypHAAQ «AKYLLEPCTBO U TMHEKOAOTUSI» Ne 8 oT 2018
r. 1 CTp. 37 >KypHAAQ «Bonpockl penpoayKkumm» Ne 3 ot 2018 ., TOCKOAbKY B peKAaMeE
FAPAHTUPYETCS QPEKTUBHOCTb AEKAPCTBEHHOIO NPENAPATA «YTPOXXECTAH» B KOHTPOAE
MEHCTPYAAbHOIO LMKAQ MPU MPOreCTepOHAEDULMNTHBIX COCTOSTHUSIX 1 COXPOAHEHN
BEepPEMEHHOCTN, A TAIOKE FAPAHTUPYETCS HE30MACHOCTb AEKAPCTBEHHOIO NPENAPATa
«YTPOXXECTAH» AASI MATEPW U NAOAQ.

2. [PU3HATb HEHOAAEXKALLEW, HOPYLLAKOLLEN NYHKT 2 4acTh 3 cTaTtbn 5 PepepaAbHOro
30KOHA «O peKAaME», PEKAAMY AEKAPCTBEHHOIO MNPENAPATA «YTPOXKECTAH»,
PACMPOCTPAHSIBLUYKOCSI HO CTP. 121 Y>KyPHAAQ «AKYLLEPCTBO U TMHEKOAOTUsI» Ne 8 oT 2018
r. 1 cTp. 37 >kypHaAa «Bonpochkl penpoayKkumm» Ne 3 o1 2018 r., NOCKOAbKY B peEKAOME
COOBLLATCS HECOOTBETCTBYIOLLIME AENCTBUTEABHOCTV CBEAEHUS O XAPAKTEPUCTUKAX
AEKAPCTBEHHOM O Npenapara.

3. Boiaats OOO «beseH Xenckea PYC» (appec: yA. Ceprest Makeera, A. 13, . MockeQ,
123022, OI'PH 1077758848310, HH 7715661354, KN 770301001, AQTO perMctpaumm:
08.08.2007) npeanvcaHme o npeKkpdalleHnn HapyLueHnst PeaepaAbHOro 3aKOHA

«O pekanamen,

4. MNepeadTb MATEPUAABI AEAQ YITIOAHOMOYEHHOMY AOAMNHOCTHOMY AMLy PAC Poccum
ANS1 BO3BYXKAEHUS AEAQ 06 AAMUHUCTPATUBHOM MNPABOHAPYLLEHUN, MPEAYCMOTPEHHOM
ctatben 14.3 Kopaekca Poccumckom Qeaepaumm 06 AAMUHNCTPATUBHDBIX
NPAaBOHAPYLLEHWUSIX B OTHOLIEHMM OOO «beseH Xeackea PYCn».

PelueHmne narotoBAeHo B MoAHOM obbeme 30 mas 2019 road. PelueHmne MoykeT BbiTb
06>KOAOBAHO B APOUTPAMKHBIN CY A B MOPSIAKE, MPEAYCMOTPEHHOM CTATbEN 198
ApPBUTPAXKHOrO NPOLECCYAAbBHOro kopaekca Poccumckon Geaepaumm.

3amecTutens lNpeaceaatenst Kommccum <...>

YaeHbl Komnuceunm: <...>






