Peructpauus u npopsunxeHue BAJL, HanpaBneHHbIX Ha NOTpebutenen ¢ MeTabonNYeckum CUHOPOMOM (O
Thursday, 23 May 2019 01:00

B cBsi3m ¢ yacTeiMu obpatweHusmn B8 MOO P LA nponssoantenein brionornyecku AKTUBHbBIX
Lo6asok (BALL) unn nponssoamTenei MHrpeameHTos ans nponssoactea BAL POA
BbIHY X leHa cienatb obuee ctaHpapTHoe 3assneHne. MOO Poccuiickas anabetnyeckas
accounauma HE SAHVUMAETCA toprosnein. Ha MOCTPEMMCTPAUMOHHOM atane POA Ha
ocHoBe JIMLEeH3MOHHbIX AOroBOpoB nnu J1oroBOpoB peknambl OKasbiBaeT COAeNCTBUE B
npoasuxeHun pekomeHgosaHHbix POA BAL Ha pbiHkax P® n TamoxeHHoro Cotosa.
PekomeHpaumoHHas Hagnueb PIA coBnagaet ¢ pekoMeHgauunen o NpyuMeHeH B
PernctpaunoHHom ceuaetensctee Ha BALL Munaopasa P® nnn MnHaopasoB cTpaH
TamoxeHHoro Cotosa.

Ins ycnewHoro Havana npogax PIA pekomeHayeT npom3soamTensm obpawarbes B
doenepasnbHble anTeyHble CeTu UM K pefepanbHbiM NOCTaBLWMKaM B anTeyHble ceTn Tuna
«[1poTeka». MpomssoamTenam nHrpeaneHTos ang nponssonctsa bBAL PIA pekomeHayet
obpalwartbcs K 6-7 obwepoccniicknm KpynHenwmnm npomndsoantenam bAL, Tuna 9Ssanap, DS
M

Pharma

Med

Solgar
, OTucndapm,
Takeda
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Bayer

, @ N3 0TTEeYeCcTBeHHbIX — [non, B-muH, KBagpat — C n nHbIM. ilcnonb3oBaHme B pekname, Ha
STUKeTKax NpoayKLmm 3aperncTpMpoBaHHOro ToBapHoro 3Haka «PekomeHnosaHo Poccuinckom
OnabeTnyeckoin Accounaumein» nnn «BeretapmaHckuin npooykT. PekoMeHaoBaHo
Poccuiickon Ounabetnyeckon Accoumaumein» - nepeoHadanbHbli nnatex 50 000 pybnei un
nanee eXeMecsiyHbli MUHMManbHbIn nnatéx 30 000 pybneit go 10

SKU

n no 1000 pybneit 3a Kax ablii

SKU

HaynHasa ¢ 11-ro.

KoHcantuHrosble ycnyrn PIOA nipu nosuunoHuposanun bAL Ha pbiHke — 25 — 50 Thicsy
pybneii 3a yac becenbl, BKNOYas BPeEMS 4N 3a4MTbiBAHNS BOMPOCOB NPOU3BOANTENS,
nponasua.

PasmelueHne ToBapHOro 3Haka nnm noro goupmbl Ha [ naBHom cTpaHuue canta www.diabetes-
ru.org Ha 365
LHEN C NepexofoM Ha yKasaHHYo NpoaasLOM — MPOM3BOAMTENEM CCbINKY C BO3MOXHOCTbIO
CMeHbI ccbinok fo 12 pas 3a ron ot 60 000 pybneit B ron HIOC He obnaraeTcs B 3aBMCMMOCTH
OT NoNoXeHusa noro. BoamoxHocTb paameleHns ot 90 gHeBHOro cpoka Jloro ¢ nepexonom Ha
ccbinky. OTcyTCTBME BNOKMPOBKM 3apernctpmpoBanHbix PIA Tponnei B coumanbHbix rpynnax
POA (

VK

), Ha @opyme canTa.

PaameleHre peknambl Ha cTpaHuuax 29 pernmoHanbHbIX BbiMyCkoB Poccuinckom
Ounabetuyeckoi NazeTol (PO — 06wmin Tpax 297 ThiC. 3K3.) N0 AOrOBOPEHHOCTM C KaXablM
" naBHbIM pervoHasnbHbiM pegakTopoM unm ot 1000 gonnapos CLUA 6e3HanuyHo 6e3 HIOC 3a
nonocy A4 nonHouserT, rnsHeu,.

MNpoBeneHune Lenesbix KOHDEpPeHUMiA, BCTpey, Mex ayHapoaHbix dHen anabeta, Poccmitckimx
LOHei Bopbbbl ¢ [lnabeToMm, WKON ONns pasnnyHbIX FPYnn — No B3aUMHO COr 1acyeMoi cMeTe OT
500 Tbicay pybneii, roe ot 20% nnatexa octaetcs Ha GnarotTBoputensbHble Hyxabl PIOA B
COOTBETCTBUM OENCTBYIOWMM 3aKOHOAATENBCTBOM O BOIOHTEPCKOM ( 4OOPOBObYECKONA)
NeATEeNbHOCTM.
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PIOA HE npuHumaet BALL B kayecTBe noAapkos anst 6ecnnatHoro pacnpocTpaHeHus.
MNpopasel, npoussoantens 0653aH 6eaHannyHo ONMJTATUTD pacxoabl PLA Ha 6ecnnaTHoe
LueneBoe pacnpocTpaHeHne 3apernctpuposaHHoro BAILl Ha ocHose [lorosopa.

MNpoBeneHne MapKeTUHIOBbIX MOCTPErncTpaLmnoHHbix MoTpebutenbckux akcneptnd bAL ( IHe
KNMHNYECKNX UCNbITaHnn!) BO3MOXHO Ha OCHOBE [0roBopa.

VHble BO3MOXHbIE OENCTBUSA npon3BoaAaTCd Ha OCHOBE O0Orosopa, npengnaraemMoro nponauom,
npon3soaonTenem.

00 OBPALLEHNSA B POA Heo6Xx08MMO NPOU3BECTU CnepyloLue OencTBuS:

Peructpauus BAL, B Poccum — 310 06513aTENbHAsA rocyaapcTBeHHas npoueaypa, OCHOBHOW
3aayeit KOTOPOW SABNSETCS KOHTPOSb KayecTBa nocTynawowmx Ha ppiHok P® npenaparos,
OTHOCSWMXCS K KaTeropum Gronornyeckn akTmBHblx gobasok (BAL).

Buonornyeckun aktuBHble 406aBkull — 370 Haéop 610/10rMHEeCKN aKTUBHbIX BellecTB,
ynorpe6/7,qub/x B Ka4ectBe gobaBku K nvue niv BBoanMbie B ee coctas. bA/Ll He sBnsiercs
J1eKapCTBeHHbIM CPeLNCTBOM B TpaaANLMNOHHOM NOHNMaHnn, o4Hako cHabxaer rpun aTOM
opraHu3m HesioBeka HeobxoanMbIMU Bewecrsamu, HopmMasin3dys v yiy4iuas teM caMbiM
COCTOSsIHNe T1ex nin MHbIX BHYTPEHHNX OPpraHoB, a 1ak>XXe CHu>Xasli puck BOSHUKHOBeHne n
pPa3BUTUA LWNPOKOI O CriekTpa 3aboneBaHui.

Mo npon3BoacTBEHHOMY NPU3HaKy NpoaykThl knacca “bAL” nenatcs Ha age rpynnbl — ghap
MaLleBTNHECKNe

7

QYHKUMOHA/IbHbIE MPOAYKTbI MATAHUS

JT1anbl rocygapcreeHHomn peructpauun bAL 8 Poccum
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ocynapcTBeHHas peructpauuns BAL (buonornyeckn akTmBHbIX 4o6aBok) B PP npoxoanTt
LOCTATO4HO BbICTPO U, Kak Npaeunio, 6e3 0CnoXxHeHnn. KoHeYHO, TONbKO B TOM Cny4yae, ecnu
npouenypy CONpoOBOX AAT crieunanncTbl. HuXxe Bbl HAMOeTe onnucaHve xona npouenypbl
perunctpaunn BAL:

JLOKyMeHTbl, He0bxoauMbIEe ANs NPOXoXaeHns peructpaunn BAL B Poccum

JLOKyMeHTbI, NpepocTaBnsieMble 3asiBUTENEeM OJ15 Lienei rocynapcTBeHHOW permcrpaumm
6uonornyeckn akTMBHbIX A06aBOK K nuLle 3apybexHoro npon3BoAcTBa.

1. Nerann3oBaHHble AOKYMEHTbI (ANOCTUb MO0 KOHCYNbCKas neranuaauns):

1.1 JLoBEPEHHOCTb Ha POCCUIACKYO KOMMAHWIO Ha NPaBo PerncTpauuy npoayKuum.
BblnaeTcsa nponssoamrtenem.

1.2 Konus CepTtudpmnkata 6€30nacHOCTA - OKYMEHT YOOCTOBEPSIOWMNIA, YTO NPOaYKLMS
6e3onacHa ong 4yenoseka.

BblgpaeTcs rocynapctBeHHbIMM OpraHamim CTpaHbl NPON3BOONTENA.

(910 MoxeT bbiTb Takxe CepTudpukat ceoboaHoi npogaxmu nnm Ceptudpukat
MPOUCX0XOEHNS, KOTOPble TakXe BblAATCA rocynapCTBEHHbIMM OpraHammn CTpaHbl
NPOUCXOX OEeHUs ToBapa).

1.3  Konusa nokymeHTa, NOATBEPXAAOWEro COOTBETCTBME YCNOBMiIA MPOV3BOACTBA
HaLMOHAaNbHbIM N MeX AyHAapOAHbIM CTaHAapTaM. OTO MOXeT ObiTb NULEH3MS Ha
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npon3BoAacTeo, ceptudpukar GMP, ISO, paspeweHne Ha nponasoactso BAL v T.n.
(3aBepeHHas konus).

1.4 Konus JOKYMEHTa, noareepXgaruwero permctpaunto npomn3sognTena B Ka4eCcTee
ropngny4yeckoro nmua

o1n TP OOKYMEHTbI OOJTXHbI ObITb Nerannu3oBaHbl U nepeseneHbl B nocnenyowem B Poccun,
3aBepeHbl HoOTapualbHO.

(AnocTunb 0hopMASieTCs Ha TEPPUTOPUN CTPaHbI MPOVU3BOAUTENS.)

2. ,D,OKyMeHTbI, 3aBepeHHbIe NMoANMCbIo N NeYaTblo NPON3BOONTENAL

2.1 TexHonornyeckas cxema npoussoactsa. JokyMeHTbl (CTaHAAPThI, TEXHUYECKMNE
YCNOBUSI, pErNaMeHTbl, TEXHONOMMYECKMe NHCTPYKLWIA, cneundonkaumnm, n ap.), o KOTOpPbIM
OCYyLWECTBNSAETCA U3rOTOBMIEHVE UMMOPTHOM NPOAYKLIMK;

2.2 JlokyMeHT 0 nonHOM uHrpeaneHTHom coctase BAL (ons BAL, conepxatwmx 4acTtu
pacTeHwuii, ykasbiBaeTcst ux 6boTaHM4yeckoe Ha3BaHMe Ha NaTMHCKOM $i3blke, oopMa 1 cnocob
NONy4YeHns, TakXe coaepXxalume nHopmaumio 06 «akTUBHbIX BeWecTBax» NpoayKTa
(Hanpumep: onaBoHOMObl, BATAMUHbI, MUHEpParbl, NoncaxapuaHble CoeaNHEeHNs,
aMVHOKWCNOTbI N T.4.);

2.3  [loTtpebutenbckas (Mnm TapHas) 3TUKETKa U ee NPOeKT Ha PYCCKOM A3bIKe,
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3aBepeHHbII7I nedyaTblio N NOANUCBIO NPON3BOONTENA NN 3adBUTENA, a TAKXe 06pa3eu
OpMFMHaﬂbHOﬂSTMKeTKM;

2.4 WNHCTpyKUMS NO NPUMEHEHWIO, NNCTOK-BKNaabllw, aHHOTaums u ap., (B cnyyae, ecnm Bcs
HeobxoauMasl MHgopMaLmsa He MOXeT ObiTb pa3MelleHa Ha 3TUKETKE);

2.5 MosicHMTenbHas 3anucka, cogepXxatwas HayyHoe 060CHOBaHNe KOMMO3WLMOHHOMO
coctaBa BAILl, Hay4yHO 0BOCHOBaHHbIE PEKOMEHAALMM MO NPUMEHEHMIO C YKa3aHNEM
NPOOONXUTENbHOCTM NpuemMa n NpuHUMaembix konnyects BAL, npoTnsonokasaHus,
orpaHmyeHus no npumeHeHuio BAL (npu nx Hann4um);

2.6  [Teknapaums 06 MCNonb30BaHUM UK OTCYTCTBMM B cocTase BALL KOMNOHEHTOB
coepXalwmx ropMoHbl U NeCTUUNAbI;

2.7 Leknapauns 06 MCNonb30BaHUM MM OTCYTCTBUM B cocTaBe BALL KOMNOHEHTOB,
MOJTly4eHHbIX N3 reHeTn4eckn MoandunumpoBaHHblx opraHuamos (ITMO);

2.8  [eknapauus 06 oTcyTcTBMM B cocTaBe BA Ll KOMNOHEHTOB U BelwecTB, ob6nanatowmx
HAPKOTUYECKUM 1 NMCUXOTPOMHBLIM OEACTBMEM, CUNbHOIENCTBYIOWMX BEWECTB U3 Crncka
WADA,;

2.9  [Teknapaums 06 MCNonb30BaHUM UK OTCYTCTBMM B cocTaBe BA L KOMNOHEHTOB
MONYYEHHbIX C MOMOLLbI0 HAHOTEXHO IO WIA;

2.10 AkT oTbopa obpasuos (Npob), B KOTOPOM yKasbiBaeTcs nata, Mecto otbopa 06pasLos,
NX KONNYECTBO, HAMMEHOBAHME NPOAYKLMUN, MECTOHAXO0X AEHNE IOPUONYECKOro nuua
NpeanpuaTUS-U3roToBUTENS, Aata NpoM3BOACTBa NPOAYKLUNUW, oaMUNNK, OONXKHOCTU 1
noanucun nuu, oTéupaswmx obpasLbi;

2.11  [eknapaums Nnponm3BoanNTENS 0 KayecTBe 1 6e3onacHOCTM NpoayKLumMm n obpasuos.
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2.12 CepTudcukat aHanusa (KOnmio) Ha cepuo NocTaBsieMbix 06pasLoB.

Obpa3supbl:

Heobxonnmo npeactaBntb M3 pacyeta no 500 r yuctoro Beca bAL.

HononHntensbHo : (¢ 01.07.2013 r.):

OT poccuinckoro 3asiBUTeNA Ha peructpauuro (unm umnoptepa BAL) npepocraBnsieTcs

Deknapauusi o cootBeTcTBme BAL, TpeboBaHNsM TexXHNYECKOro pernameHTa TaMoXeHHOro
Coto3a TP TC 021/2011 «O 6e30nacHOCTM NULWEBOW NPOAYKLUUM>» N TEXHNYECKOro
pernameHTa TamoxeHHoro Coto3a TP TC 022/2011 «[uwesas npoaykums B 4actum ee
MapKMPOBKM».

JlokyMeHTbI, NpefocTasnsemble 3asBUTENEM 4019 rocyaapCTBEHHOW perncrpawumm
6uonorunyeckn akTmBHbIX gobasok (BAL) oTe4eCcTBEHHOr0 MPON3BOACTBA.
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|. ADMMHUCTPATMBHbIE AOKYMEHTbI (OMPMbI-NPOU3BOAUTENS

1. 1oBEPEHHOCTb OT NPOV3BOAMTENS Ha 3aSBUTENS.

2. CBnOeTenbcTBO O BHECEHUM B EAMHBIN rOCyAapCTBEHHbIA PEECTP M O NOCTAHOBKE Ha
Ha/OroBbIf y4YeT opraHm3aunn-3asaBnuTens - HoTapuanbHO 3aBepeHHas Konus.

[I. JokyMeHTbl Ha NPON3BOACTBO

3. CaHMTapHO-3NMOEeMNONOrNYecKoe 3aKlYeHne 0 COOTBETCTBIM YCNIOBUIA NPOM3BOACTBA
npoaykTa TpebosaHusaM PocnotpebHansopa unm akT ocMOTpa NoMelleHs!, BblOaHHbIiA
opraHamu mecTtHoro PocnoTpebHansopa

[ll. JokyMeHTbl Ha NPOAYKLMIO.

4. TexHN4YecKune yCnoBusi, TEXHONOrMYECKNEe NHCTPYKUUN, peLenTypbl U Ap. Ha NPoayKLUMio,
3aBepeHHbIe NeYaTbto 1 NOANMNChI0 pa3paboTynka TEXHUYECKO OOKYMEHTaUmm

5. Cneundpukaums, 3aBepeHHas nevatbio 1 NOAMUCHIO YNOTHOMOYEHHOrO nnua oT
Npon3BOANTENS NPOOYKLNN.

6. ,D,OKyMeHT O NOMHOM MHIrpeaoneHTHOM CcoCTase, 3aBepeHHbIVI ne4yartbto 1 nNoAnnCbIO
YNOMHOMOYEHHOIo nnua oT npon3esognTtens.

7. CepTudpukaT aHann3a, 3aBepPeHHbIin NeyaTbo U NOANUCHIO YNOTHOMOYEHHOrO Nnua ot
Npon3BOANTENS.
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8. MIHCTpyKUMS NO NpUMEHeHWIo, 3aBepeHHast NevyaTbio 1 NOANUCHIO YNONHOMOYEHHOM0 Nnua
OT NPOM3BOANTENS.

9.nOHCHMTeﬂbHaQSaHMCKa,3aBepeHHaﬂﬂeanbDl4ﬂOﬂHMCbK)yHOﬂHOMOquHOH)ﬂMuaOT
npon3soaountens.

10. Cxema TexHONorm4eckoro npowecca

11. CepTndomkaTbl Ha BCE UCMONb3yeEMOe NpU NPOU3BOACTBE Chipbe N YNaKOBKY.

IV. Oeknapauun kayectsa n 6e3onacHoCcT

12. Oeknapaums 06 UCnonb30BaHUN UM OTCYTCTBUN B COCTaBE NPOayKTa KOMMNOHEHTOB,
NONYyYEHHbIX N3 FTEHETUYECKN MOAMGULIMPOBAHHbBIX OPraHn3MoB, 3aBepeHHast MoANUCHIO
YNOMHOMOYEHHOM0 LA M NeYaTblo N3roTOBUTENS.

13. [eknapauusi 06 0OTCYTCTBMM B COCTaBe NPOAyKTa KOMMOHEHTOB 1 BeWecTB, obnaaarwmx
HapPKOTUYECKMM U NCUXOTPOMHbLIM OEACTBMEM, CUNbHOAENCTBYIOWMX BEWECTB, 3aBePeHHas!
NOAMNNCHIO YNOMHOMOYEHHOr0 LA 1 NeYaTbio N3roTOBUTENS.

14. Oeknapaums 06 oTCYyTCTBMM B COCTaBE FOPMOHOB M NECTULNLOOB.

15. [leknapauus o HENpPUMEHEHUM B NpoLecce NPon3BOACTBA HAHO-TEXHONOI UA.

16. [leknapaums 0 COOTBETCTBUM TEXHUYECKMM PernaMmeHTam, NpMMeHsIEMbIM K AaHHOMY BULY
npoayKLMn.
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V. [lokyMeHTbl Ha komnaHuio — gepxartens Col P.

B cnyyae, ecnu Col P BbinMcbIBAeTCS HE HA UMS MPOM3BOOUNTENS, HE0OX0OMMO NPeaoCTaBnTb
CBMOeTenbCTBO B BHECEHUN B FOCY0APCTBEHHbIN peecTp (HoTapmanbHO 3aBEPEHHYIO KOMUIO) U
Bbinucky 13 EMPKOJ1 Ha komnaHuto — 6yayuwero aepxatens Col P.

Bce nokymeHThl (Kpome . 11) npenocrasnsoTca B ABYX ak3emnnspax!

ObpalaTbcst No AaHHbIM BONPOcaM MOXHO K MicnonHnTenbHOMy ANPEKTOPY
PLOA,®unHaHcoBOMy MeHenxepy — DaTepoBoit EkTepure, ( TenedoH, WhatsUp, Viber, Skype
FaceTime

n op.) 495 505 33 99, 920 567 00 55, 495

505 2855, 919 285 8251;

mail

5053399@mail.ru

J

lMomowHuky NcnonHntensHoro anpektopa — WnwknHon EkatepmnHe — 8 915 150 38 30, mail:
dia_market@mail.ru
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