PELLIEHNE
no Aeny Ne 3-24-46/00-08-15
25 mapTta 2016, r. Mockea

Kommccma OAC Poccum MO PACCMOTPEHMIO AEA MO  MPU3HAKAM  HOPYLLEHMUS
3AKOHOAQTEABCTBA O PEKAOME B COCTOBE:!

<..>,

PACCMOTPEB MATEPUAALI O PACTPOCTPAHEHNN PEKAOMbBI AEKAPCTBEHHOMO MpenapaTa
«M3onprHo3mnH» OO0 «Tepar» B >kypHare «DapMaLeBTUYECKUIN BECTHUK» Ne30/817 oT
29.09.2015,

B MPUCYTCTBUN AUL, YHOCTBYIOLLINX B AEAE:

AVILIA, B AENCTBUSIX KOTOPbIX COAEPYKATCS MPU3HAKN HOPYLLEHNST 3AKOHOAOTEABCTBA O
pPEeKAaME:

OO0 «Tesa» (OIPH 1027739033024, WHH 7707282440, KM 770501001, aAaQTa
permctpaumm 01.08.2002; topmnandeckmnm aapec: yA. Banoeas, A. 35, r. Mockea, 115054) -
<..> (aoBepeHHoCTb Ne T-523 ot 25.10.2015), <...> (aoBepeHHoCTb Ne T-525 o1 21.10.2015),
<..> (poBepeHHOCTb Ne T-522 ot 24.10.2015), <...> (aAoBepeHHocTb Ne T-544 ot 22.01.2015),
<..> (poBepeHHOCTb Ne T-542 o1 21.01.2015), <...> (poBepeHHOCTb Ne T-543 o1 21.01.2015);

3ASIBUTEAD!

OAO «['epeoH Puxtep» (BeHrpus), nmetoLlero MpeaCTaBUTEABCTBO HA Tepputopunn PO
(appec: 4-n AOBPBIHMHCKMIA MEePeyAoK, A. 8, r. Mockea, 119049, CenaeTenbcTBO Ne
8469.5 or 23052015 O BHECEHMM B CBOAHbIMN TOCYAQPCTBEHHBIN pPEeEecTp
AKKPEANTOBAHHBIX HO Tepputopun PO NpeACTABUTEABCTB MHOCTPOHHBIX KOMMQHMIA) —
OTCYTCTBOBAA, YBEAOMAEH HOAAEXKALLMM OBPA30M.

YCTAHOBUAA:

B ®AC Poccum noctynmao obpatlteHmne OAO «'epeoH Puxtep» (Benrpus) r. Mockea,
MMmeloLllee NPeACTOBUTEABCTBO HO Tepputopun PO, C yKA3OHMEM HA MPUBHAKMK
HOPYLLEHMNST 30KOHOAQTEABCTBA O PEKAGME B PACMHPOCTPOHSIBLUENCST B YKYPHOAE
«PapmaueBTnyeckmin  BecTHuk» Ne30/817 o1 29.09.2015 pekname AeKAPCTBEHHOrO
npenapata «3onprHo3nH» OOO «Tepa».

B pexkaame AeKkapCTBEHHOro npenaparta  «/30nprHO3MH», PACMPOCTPAHSIBLLENCS HA
MOCAEAHEN CTPaHULE KypHaAd «PapmaueTrieckmin BecTHrk» Ne30/817 ot 29.09.2015,
COAEPKUTCS yTBEPIKAEHME «BCce AeTn BoAetoT», «BbicTpoe un BepexkHoe AedeHne OPBU
6e3 AULLHEN MEANKOMEHTO3HOW HAMPY 3K,

CornacHo obbsicHeHnsm OOO  «TeBa», pPEeKAAMA AEKAPCTBEHHOro MnpenapaTa
«/30NprHO3MH» B >KypHane «DapmauerTrdeckmin BecTHuk» Ne30/817 ot 29.09.2015 B
NMOAHOW Mepe COOTBETCTBYET TPeHBOBAHNIM PeaepAAbHOrO 3AKOHA «O pekAame,

Nceaneposar poBoabl OOO «TeBa» M NPEeACTOBAEHHBIE AOKYMEHTbI, KOMMCCKS MPULLAQL K
3AKAKOYEHMNIO O HEOBXOAMMOCTU BLISICHEHNST CMBICAOBOrO COAEPMKAHUST PEKAOMHOrO
YTBEPIXKAEHMST O AEKAPCTBEHHOM MpenapaTe «MN30MpuHO3MH» Y YAEHOB DKCMEPTHOrO



COBETA MO MPUMEHEHUIO 3AKOHOAOTEABCTBA O pekname npu GAC Poccum u
OKCNEepTHOro COBETA MO  PA3BUTUKD  KOHKYPEHUMWM B  COUMAABHOM cohepe U
3apaBooxpaHeHnn npu GAC Poccunn (Aanee — DKCNepTHbIE COBETHI).

B atom cea3m onpeaeneHrnem QPAC Poccum ot 25.01.2016 npomr3BOACTBO MO AEAY
Ne 3-24-46/00-08-15 6bIAO NPUOCTAHOBAEHO.

Ha CcoOBMECTHOM 3ACEAQHUM DKCMEPTHbIX COBETOB, cocTosiBlueMcst 09 depans 2016
roAQ, MEPEA YAEHAMU DKCNEPTHbIX COBETOB ObIA MOCTABAEH BOMPOC: «[ QPAHTUPYET AU
PEKAOMHOE YTBEPXKAEHME «bbicTpoe un 6bepedkHoe AedeHne OPBU 6e3  AvwHen
MEANKAMEHTO3HOM HAMPY3KN» MOAOXKUTEABHOE AEVNCTBME MPpenapaTa «/30nprHO3MHY,
ero 6e30MnacHOCTb, 9PPEKTUBHOCTb ?».

Mo pPe3yAbTATAM OBOCYXAEHMST YAEHbI DKCMEPTHbIX COBETOB OOAbLUMHCTBOM FOAOCOB
MPUWAN K 3AKAIOYEHMIO OO OTCYTCTBMM B PEKAOMHOM YTBEPMKAEHMMN YKOA3AHMST HA
FAPAHTUIO MOAOYKUTEABHOIO AENCTBUSI AEKAPCTBEHHOIO MPENAPATA «30MPUHO3UHY, Ero
6e30MAaCHOCTb N 9ODEKTVBHOCTD.

OAHQAKO YAEHbl OKCMEPTHbIX COBETOB OTMETUAM, 4TO yTBEPIKAEHME «bBbicTpoe U
6epexkHoe AedeHne OPBU 6e3 AUMWHEN MEAMKAMEHTO3HOW HArpy3kM» B PEKAAME
AEKAPCTBEHHOr O npenapaTta «M3onpmnHo3nH» OOO «TeBa» SIBASIETCSI HEAOCTOBEPHBIM
BBOAUT NOTPeBUTEAEN B 3ADAYXKAEHUNE BBMAY CAEAYIOLLETO:

CAOBOCOYETAHME «ObICTPOE AEYEHME» AULLIEHO CMbICAQ, MOCKOAbKY HAYYHO He
OMPEAEANEH MOPOr U KPUTEPWUM, MO3BOASIKOLLME PACCMATPUBATE MPOLECC AEYEHMUS
BbICTPbIM,

COMAQCHO WHCTPYKUMM MO MEAULMHCKOMY MPUMEHEHUIO MNpenapaTa «/30npruHO3MHY
NPOAONKUTEABHOCTb A€YEHUST MPENAPATOM Y B3POCAbIX U AETEN OObIMHO COCTABASIET
oT 5 A0 14 AHeln, 4TO COOTBETCTBYET OObIMHOM MPOAOAKUTEABHOCTN OOAE3HU N He
OTAMMAETCST  OT  MPOAOAKUTEABHOCTU  AEYEHUST MPENnAPATAMM  C  AHOAOTUNYHBIM
AENCTBUNEM.

B ceoto ovepepb OOO «TeBa», CCbIAQSICb HO MHCTPYKLMIO MO MPUMEHEHUIO MPEenapaTa
(pasaen «PapMAKOKMHETUKA. BCcacbiBaHME»), MOAQrAeT, YTO YTBEPXKAEHME «BbICTpOe
AEYEHVE» B PEKAOME MCMNOAB3OBAHO OBOCHOBAHHO, MOCKOAbKY MOCAE MNpUeEMA
N30MPUHO3MHA MOKCUMMOABHAOS  KOHUEHTPAUMST  UMHIPEAMEHTOB B MNAA3ME  KPOBW
cos3paeTcst yepes 1-2 yaca. Kpome Toro, AQHHBIM MNpenapaT CrnocobCcTeyeT
COKPALLEHNIO MPOAONKUTEABHOCTM cumntomoB OPBU 11 3060AEBOHUST B LIEAOM,
COOTBETCTBEHHO, PEKACOMHOE YTBEPIKAEHME O BbICTPOTE IBASETCSI OOOCHOBAHHBIM KAK C
TOYKM  3PEHMST HAYAAD TMPOoUecCa Ae4YeHusl, TAK W C  TOYKM  3PEeHUust ero
NPOAOAKNTEABHOCTU.

Bmecte ¢ Tem obuwenspecTtHo, 4TO «DAPMOAKOKUMHETUKO» WU3YYOET KUHETUYECKMNE
30KOHOMEPHOCTU  MPOLECCOB, MPOUCXOASLMX C ASKAPCTBEHHbIM MPEenapaToM B
OpranHmamMme. AQHHbIe MPOoLEeCcCh MOryT OblTb OMMCAHbI C MOMOLLBIO PSIAC NAPAMETPOB,
KOTOPbIE XAPAKTEPUIYIOT CKOPOCTb MCYE3HOBEHMS MPEenapaTa M3 OPraHMaMa nyTem
OUOTPAHCHOPMALMN U BbIBEAEHUS, CKOPOCTb MOCTYMNASHUSI €ro U3 MecTd BBEAESHUS B
KPOBb U CKOPOCTb BbIBEAEHMST C MOYON, KOAOM, CAIOHOM 1 AP. HO OCHOBOHWMM ACQHHBIX O
OAPMAKOKMHETUKE TOrO UAU MHOMO MPENnApPATA ONMPEASASHOT AO3bl, ONTUMOABHBIA MYyTb
BBEAEHVIS, PEXKVM MPOUMEHEHMS NPEnapATA N MPOOAOAKUTEABHOCTb ASUYEHMSI,



BcacCbiBOHME - 2TO MPOLECC MOCTYNAEHNST AEKAPCTBEHHOrO BELIEeCTBA M3 MEeCTd
BBEACHMS B KPOBb U, HOPSIAY C PACMPEASASHEM, METAOOAU3ZMOM U BbIBEAEHUEM,
OTHOCUTCSI K OCHOBHbIM ~ PAPMAKOKMHETUYECKMM MPOLECCAM, MPOUCXOASLMM  C
AEKAPCTBEHHBIM MPENAPATOM B OPraHM3ME. BCACHIBAHNE XAPAKTEPUIYETCSI CKOPOCTbIO
N CTEeneHbid BCACHIBAHUST (BUOAOCTYMNHOCTbIO). CTerneHb BCACBIBOHWUSI - KOAMYECTBO
AESKAPCTBEHHOroO BellecTBd (B % WAM B AOASX), KOTOPOE MOMAACET B KPOBb MPWU
PA3AMNYHBIX CMOCOOAX BBEAEHMSI,

TaknMm 0OBPA3OM, CKOPOCTb U CTerneHb BCACBIBAHUSI AEKOPCTBEHHOrO BELLEeCTBA
JBASIKOTCSI OAHMMM M3  MOKA3ATEAEN OUOXUMUYECKOM TPAHCOOPMALMM  MOAEKYA
ASKOPCTBA B OPraHM3Me U He CBUAETEAbCTBYET O ObiCTpoTe (CKOPOCTM) Mmpouecca
ASYEHUS.

COrAQCHO VHCTPYKUMKM MO MPUMEHEHMIO AEKAPCTBEHHOIO MNpenapaTa «/30npuHO3UH»
MOCAE MPMEMA BHYTPb XOpoLwo BcacbiBaeTcst M3 XKKT. Cmax AKTUMBHOro BeLWecTBd B
OAQ3ME  KPOBKM  ornpeaensietcst 4dyepes 1-2 4. [lpy  OCTPbIX  3060AEBAHKSIX
MNPOAONKUTEABHOCTb AEYEHUS Y B3POCABIX U AETEN OBbIYHO OT 5 A0 14 AHen. AeyeHune
HEODBXOAMMO MPOAOAKATE AO MOMEHTA MUCYE3HOBEHUST KAMHUYECKMX CUMMITOMOB U B
TEeYEeHME elle 2 AHen yXe Mnpu OTCYTCTBUM CUMMOTOMOB. [lpn HEOBXOAMMOCTU
ANNTEABHOCTb A€YEHUST MOXKET BbiTb YBEANYEHA MHAMBUAY OABHO MOA KOHTPOAEM BPAYA.

TAke AQHHbIE HE SIBASIKOTCSI MOATBEPIKAEHNEM BbICTPOro AeveHmnst OPBU npu npueme
AEKAPCTBEHHOro NpenapaTa «A30MprHO3MHY.

B aTOM CBS13M HE MOryT BbiTb MNPUHSTLI B KOYECTBE AOKA3ATEABCTB «ObICTPOrO AEYEHUSI»
npeactaeAaeHHble  OOO  «TeBQ»  AQHHBIE  CPOBHUTEABHOM  XAPAKTEPUCTUKU
NPOAOAKUTEABHOCT cumMmnToMoe OPBU y AeTelt ¢ BPOHXMOABHOM ACTMOWM, MOCKOAbKY
OCHOBHQOIS1 rpynna BOAbHbIX MPUHMMOAQ MpenapaT «A3onprHO3MH» 3-4 pa3a B AEHb B
TeyeHne 5-7 AHEN, 4TO COOTBETCTBYET MPOAOAKUTEABHOCTU AEYEHUS, YKA3AHHOMN B
MHCTPYKUMK MO MPUMEHEHMIO NPpEenapaTa.

B CoOOTBETCTBMM C MYHKTOM 2 4aCTM 3 cTaTbh 5 PepAepaAbHOro 3aKoHA «O peKkAaMen
HEAOCTOBEPHOM MPU3HAETCS PEKAOMA, KOTOPASI COAEPMUT HE COOTBETCTBYIOLLME
AEVICTBUTEABHOCT/ CBEAEHMST O AIODBbIX XAPAKTEPUCTVKAX TOBAPA, B TOM YMCAE O €ro
npupoAE, COCTaBe, crnocobe 1 AAQTE MIrOTOBAEHMUSI, HA3HAYEHUM, MOTPEDUTEAbCKUX
CBOWCTBAX, OO YCAOBUSX MOUMEHEHMS TOBAPA, O MECTE €ro NPOUNCXOMAEHNS, HAANYUN
CEPTUPUKATA COOTBETCTBUS AU AEKAQPALMKN O COOTBETCTBUM, 3HAKOB COOTBETCTBUS U
3HAKOB OB PALLEHNS HO PbIHKE, CPOKAX CAYXKObl, COOKAX FOAHOCTM TOBAPA.

C y4eToOM MHEHMS YAEHOB aKcnepTHbix coBeTtoB Komumccrnga GAC Poccun npuxoanT K
BHIBOAY O HEAOCTOBEPHOCTM CBEAEHUM B PEKAAME AEKAPCTBEHHOro npenaparta
«30MPUHO3MH» O TOKOM MNOTPEBUTEABCKOM CBOMCTBE MPENAPATA «A30MPUHO3MHY, KAK
CNOCOBOHOCTb BBLICTPOrO A€4YEHUSI, 1 COOTBETCTBEHHO O HOAMYUM MPU3HAKOB HAPYLLEHMS
NyHKTA 2 4yactm 3 ctatbn 5 PepepanbHOro 3akoHa «O pekAame» B PekKAaMe
AEKAPCTBEHHOT O npenapaTa «30MPUHO3UNH» OO0 «TeBQa» B YKYPHAAE
«PapmauerTnyecknin sectHmik» Ne30/817 ot 29.09.2015.

B cooteerctBMM C 4acThio 6 cTatber 38 DepAepaAbHOro 3aKoHa «O  pekAame»
PEKAOAMOAATEAD HeceT OTBETCTBEHHOCTb 3a HOpYyLleHne TPebOoBAHUI
3aKoHoAQTEAbCTBA Poccumckon Peaepauym O pekAame.,

PekAOMOAQTEAEM YKA3AHHOM pekAaMbl siBasieTcst OOO «Teea» (OIPH 1027739033024,


https://health.mail.ru/drug/plazma/

NHH 7707282440, KIr 770501001, aoata pernctpaumm 01.08.2002; topnANYECKUA AAPREC:
yA. Banosas, a. 35, r. Mockea, 115054).

Ha OCHOBOHWM NYHKTA 2 4aACTM 3 CTATbM 5, NyHKTA 2 yactn 1 ctaTtbm 33, yacten 1, 2
ctatbn 36 PepepPAAbHOrO 3aKOHA «O PEKAOME» U B COOTBETCTBMM C nNyHKkTaMK 20, 21
MNPaBUA  PACCMOTPEHUST  OHTVIMOHOMOAbHBIM ~ OPFrOHOM  AEA, BO3OY)KAEHHbBIX MO
NPW3HAKAM HOPYLLEHUS 3AKOHOAATEALCTBA Poccumckom Qeaepauym o pekaame,

PELLNAA:

1. MpW3HATb HEHAAAEXKALLEN, HOPYLLAOLWEN TPeBOBAHMS MYHKTA 2 4aCTM 3 CTATbU 5
PeaepanbHOro  3akoHa «O  pekAaMme» pEeKAAMY AEKAPCTBEHHOrO  MpenapaTa
«/I30NPUHO3MH», PACNPOCTPAHSBLUYIOCS B >KYPHAAE «DAPMALEBTUYECKMIA BECTHMK»
Ne30/817 ot 29.09.2015 n coaAep>ALLYtO HE COOTBETCTBYIOLLEE AENCTBUTEABHOCTU
yTBEPXKAEHME O BBICTPOM AeyeH OPBI Kak noTpebuteAbCkoM CBOMCTBE NPENAPATA.

2. Boiaate OOO «Tesar» (OIPH 1027739033024, HH 7707282440, K 770501001, aata
pernctpaumm 01.08.2002; topunandeckmnn aapec: yA. Baaosas, a. 35, r. Mockea, 115054)
NPeANMCAHME O NPEKPALLEHNM HaPYLIEHMS PeAepaAbHOrO 3aKOHA «O pekAame».

3. MepeadTb MATEPUAABI AEAQ YNOAHOMOYEHHOMY AONKHOCTHOMY AMLy PAC Poccum
ANS1 BO3DYIKAEHNST AEAQ 06 AAMUHUCTPATVIBHOM MPABOHAPRYLLUEHUN, MPEAYCMOTPEHHOM
ctatben 143 Koaekca Poccumckom  Qepepaummt 06 AAMUHUCTPATUBHBIX
NPABOHAPYLLEHUSIX, B OTHOLWEHKN OOO «Tepay.

PelueHne n3rotoBAeHo B NoAHOM obbeme 15 anpens 2016 roada. PelerHne moxket 6biTb
OBXXOAOBAHO B QPOUTPOMKHBIM CYyA B MOPSIAKE, MPEAYCMOTPEHHOM CTaThben 198
ApBUTPAYKHOrO NPOLECCYAAbHOrO Koaekca Poccumckon Peapepaumn.



