MMWHNCTEPCTBO 34paBOOXPaHEHNA
Poccuiickoii degepauun
PELEPAJIbHAS C/IYXBA MO HAL30PY
B COEPE 3[lPABOOXPAHEHWS
(POC3APABHA[30P) Cy61bekTbl 06palleHuns

NEKapCTBEHHbLIX CPeAcCTB

2279139

CnassiHckas nn. 4. ctp. 1. Mocksa, 109074
TeneoH: (495) 698 45 38; (495) 698 15 74

"Ne /19

Ha N° oT

O6 o0TMeHe rocyapCTBEHHOM
perncTpauum NeKapcTBEHHOro
npenaparta aTucnaH

PepnepancHaa cnyxba no Haa3opy B chepe 34paBOOXPAHEHUSA B paMKax UCMOTHEHUS
NOIHOMOYMIA N0 (eaepanbHOMY TrOCyAapCTBEHHOMY HaA3opy B cdepe obpalweHns
NEKapCTBEHHbIX CPeAcTB (B OTHOLIEHWW JfIeKApCTBEHHbIX CPEACTB A1 MeLULUHCKOro
NpUMeHeHna) NOCpeACTBOM OpraHu3aumy u npoBefeHNs papmakoHaa3opa B COOTBETCTBUM
CO cTaTbel 66 ®PegepanbHoro 3akoHa o7 12.04.2010 Ne61-®3 «0O6 o6paLieHnm
NEeKapCTBEHHbIX CPeACcTB» WU MYyHKTOM 62 [Mopsafgka ocyuwecTBieHUa (apmakoHaa3opa,
YyTBepXeHHOoro npmnkasom PoesgpaBHagsopa ot 15.02.2017 Ne 1071, pasmelaeT Ha CBOEM
omumnanbLHOM caiTe B ceTu «MMHTepHeT» peweHne MuH3gpasa Poccuun oT 4 despans 2019
roga o6 oTMeHe rocyfapCTBEHHON perucTpaumy NekapCTBEHHOro npenaparta latucnaH
(Mtffl: ratudnokcaynn), TabneTtkn, NOKPbITblE MEHOYHON 060n104Koin 200 mr, 400 mr
(pernctpaunoHHoe ypoctosepeHue JICP-009402/09 ot 23.11.2009 BbligaHo OO0O
«MOCO®APM», Poccua), ©n WUCKNOYEHUN €ero Wun3 TrocyAapCTBEHHOro peecTpa
NeKapCTBeHHbIX  CpeacTs, npuHAToe  MwuH3gpasom  Poccum  no  pesyfnbTaram
(hapmMakoHag3opa.

MpunoxeHue: Ha 11 n. B 13Ks.

Bpuo pykoBoanTens [.B. TMapxoMeHKO



MWUHNCTEPCTBO 000 «MOCDAPM», Poccus

3,U,P€\BOO)§PAHEH|/|F|
POCCUNCKOW ®EAEPALINN 141300, MOCKOBCKas 06/1acTb,
(MUH3IPAB POCCIIN)
r. Ceprues Nocag, MocKoBCKoe
CTATC-CEKPETAPb- wocce, 1. 3

SAMECTUTEJIb MUHUCTPA

PaxmaHoBCKuiA nep., a. 3/25, ctp. 1,2,3,4,
Mocksa, Cl1-4, 127994
Ten.: (495) 628-44-53, (pakc: (495) 628-50-58

HNe O /'
PelleHvie 06 *MeHe rocyaapCTBEHHOM
perucTpauun neKkapcTBeHHOro npenaparta
Y UCKNHOYEHUN ero U3 rocyapCTBeHHOro
peecTpa IeKapCTBEHHbIX CPeACTB

MWHUCTEPCTBOM  3[paBooxpaHeHnss  Poccuinckon  degepauum B
COOTBETCTBMM CO cTaTbeirt 32 PegepanbHOro 3akoHa oT 12.04.2010 Ne 61-P3
«O6 obpaweHnn NeKapcTBeHHbIX CPeACTB» MNPUHATO pelleHne 06 OTMeHe
rocyfapCTBEHHOM perucTpauum M MWCK/IOYEHUN U3 TOCYAapCTBEHHOro peectpa
NNEKAPCTBEHHbIX CPeACTB AN MeAULUMHCKOrO MNPUMEHEHUS  NleKapCTBEHHOI0
npenapata (perucrpaumoHHoe yaoctosepeHne J1ICP-009402/09 ot 23.11.2009
BblgaHo OO0 «MOCPAPM», Poccus):

[MaTucnaH
(TOpI’OBoe HanMeHOBaHWE NEKAPCTBEHHOIO npenapaTa)
raTudiokcaumH
(Me>|<p,yHapo,que HenaTeHToBaHHOE NN rpynnmMpPoBOYHOE NN XUMUNYECKOE HaVIMeHOBaHVIe)

TabneTKu, NOKpPbITbIE MAEHOYHOW 060104KoM, 200 mr, 400 mr
(nekapcTBeHHas opma, L03MPOBKA)

000 «MOCPAPM», Poccusa
141342, MockoBcKas 06n1acTb, CeprueBo-Ilocagcknia
MYHUUMNa/IbHbIN paiioH, ropoAcKoe rnocesieHMe BoropoAckoe,
paboumnin nocesiok boropoackoe, 4. 63;
JiwonuH J1Ta., NHgna
A-28/1 M.1.D.C.,Chikalthana Aurangabad-431 210, India

(HaMMeHOBaHVe 1 afipec MecTa Hax0XAeHUs NPOV3BOAMTENS NIEKAPCTBEHHOTO MNpenapara)

Ha OCHOBaHWM 3aK/o4veHUs PegepasibHOM cnyXX6bl Mo HaA3opy B cdepe
34paBooxpaHeHMsa 06  yrpose 340pOBbl0  4esioBeKa MNpU  MPUMEHeHUN
NIEKapCTBEHHbIX NpenapaToB 471 MeAULMHCKOro NMPUMEHEHUA C MeXAYHaPOAHbIM
HenaTeHTOBaHHbIM HaMMeHOBaHMeEM raTU(IOKCaUNH B JIEKAPCTBEHHbIX (hopmax
QNS MepopanbHOro NMpUMeHeHUsl, MOCTYNMBLUEro nNMcbMoM PosapaBHagsopa oT
27.12.2018 Ne01-60180/18.

[NMpunoxeHune: ykasaHHble JOKYMeHTbl Ha 10 1. B 1 3K3.

[.B. KocTeHHMKOB

KapTtasuom T.B.
(495)627 24 00(2037)



MWHMCTEPCTBO 34paBOOXPaHeEHNS
Poccuiickoii depepaunm

®EAEPANIbHAST CNYXKBA MO HAJ30PY
B COEPE 3[IPABOOXPAHEHUSA MUVHUCTEPCTBO 34paBOOXPaHeHNs

(POC3APABHA/ZOP) Poccuiickoii degepaLnm
PYKOBOAMTEb

CnassHckaa nn. 4, ctp. I, Mocksa, 109074
Tenedp_oH:64i)g 698 45 38: (4%)55-698 15 74

27.112 60180/18

Ha Nb oT

O MeAMLMHCKOM NpUMEHEHNH 1
NeKapCTBEHHbIX MpenapaToB
raTudgoKcauyHa B IeKapCTBEHHbIX
(hopmax ans nepopasibHOro NPUMEHEHNS

defepanbHana cnyxba no Haa3opy B cdepe 34paBOOXPaHEHUA B paMKax
MCMOMTHEHUA TOSIHOMOYMIA MO (hefepasibHOMY roCyfapCTBEHHOMY Haja3opy B cdepe
obpalleHNss NeKapCTBEHHbIX CPefCTB (B OTHOLUEHUW JIeKapPCTBEHHbIX MNpenapaToB A/1s
MEANLMHCKOIO  MPUMEHEHMS) NocpeacTBOM  opraHusaumm N NpoBeaeHns
(hapmMaKoHaz3opa paccMoTpena B npegenax YCTaHOBMEHHOW KOMIMETEHUUN TeKyLime
AaHHble M0  3(PMEeKTUBHOCTM U 6e30MacHOCTU  JIeKAPCTBEHHbIX  MnpenapaToB
ratugnokcaumMHa B JIeKApCTBEHHbIX (opMax AN MnepopasibHOro MNPUMEHEHUS U
HanpaenseT B MwuH3gpaB Poccum 3aknouveHne 06 yrpose 340pOBbH0 4esioBeKa Mpu
NPUMEHEHUM NIeKAPCTBEHHbIX MpenapatoB AN  MeAULUMHCKOro MNPUMEHeHust ¢
MeXAYyHapoLHbIM HenaTeHTOBaHHbIM HaVMeHOBaHneMm ratudgiokcauuyH B
NeKapCTBEHHbIX (hopMax 4151 NepopasibHOro NPUMEHEHUS.

MpunoxeHne: 1. 3akniwyeHMe 00 yrpose 340pPOBbI0  YenoBEKA MpU MPUMEHeHUN
NeKapCTBEHHbIX MpenapaToB [ANA MeAWLMHCKOro MNPUMEHEHUA C
MHH ratudiokcaunH Ha 4 n. B 1 3Ka.
2. 3aK/yeHMe O COOTHOLUEHWM  TOJIb3a-PUCK  NIeKAPCTBEHHbIX
npenapaTos ratugnokcaumHa  drby «MMLU3YAOCMIT»
Poe3fpaBHaa3opa Ha 4 n. B 1 3ks.
3. ucbmo dIbY «HMUNLL dI» MuHsgpasa Poccun Ha 1 n. B 1 3Ks.

OJOKYMEHT NOANMMNCAH
3/IEKTPOHHOW MOAMNCHIO
M.A. MypaLiko
Cepudprkar E1036E1B07E0E680E81MIASPBO3BESE
Bnageney, Mypsiluko Muxntii A;ib6epToeii«i
Jellce>rrernen ¢ 21.08018 no 21.08.2019

A.A. Ynxosa
8 (499) 578 02 63



IMpunoxeHne K nucbMy Poc3gpaBHaa3opa

oT

3ak/toueHne 06 yrpose 340P0oBbH0 UenoBeKa Npu NPUMEHEHUN NEKAPCTBEHHbIX
npenapaToB 4151 MeAULMHCKOr0 NPUMEHEHUS C MeXAYHapOAHbIM HenaTeHTOBaHHbIM
HavMeHOBaHWeM raTUgIOKCaLMH B TeKapCTBEHHbIX (hopMax Ass nepopasibHOro
NPUMEHEHUS.

defepasibHaa cny>kba nNo Haa3opy B cepe 34paBOOXpaHeHUA B pamMKax
ncnosHeHNA npukasa Poc3gpaBHagszopa oT 15.02.2017 r. Nel071 «O6 yTBepXaeHUM
[Nopsagka ocyLlecTB/eHUA (apmMaKoHaj3opa» paccMoTpesia aKTya/lbHble [aHHble [0
6e30MacHOCTM MPUMEHEHNA NIEKAPCTBEHHbLIX NpernapaTtoB ratugnokcaunHa nu coobuwiaet
cnepyoLLee.

CornacHo fJaHHbIM roCyAapCTBEHHOr0 peecTpa JIeKapCTBEHHbIX CPeAcTB o
COCTOSIHUIO Ha 12.12.2018 B Poccuiickon defepalnm B 3aperMcTpmpoBaHo [Ba npenaparta
¢ MHH raTtudnokcaunH 4nss CUCTEMHOI0 NPUMEHEHNS:

1 MaTucnaH TabneTkM MNOKPbITbIE MAEHOYHOW 060/104Kon 200 mMr n 400 wr,
npowussogcTea JltonuH J1T4., HAnSa (pernctpaunoHHoe ygoctosepeHue JICP-009402/09
0T 23.11.2009I", 3aaBUTeNb rocygapcTBeHHoM pernctpaunm OAO «Moctapm»);

2. 3apKBVH TabfeTKK, MNOKPbITble MAEHOYHON 060n04Kor 200 mr mn 400mr,
npoussoacTea  neTxnko  dapmacblotTukani  Jita, WHAnA  perncrpauuoHHoe
ypoctoBepeHne JICP-003687/09 ot  15.05.2009 3asBuTeNb  rOCyAapCTBEHHOM
peructpaummn MNMnetxuko dapmacbrotTukans Jitg, NHaus).

CornacHo  MHCTPYKUMAM N0 MeAUUMHCKOMY  MPUMEHEHUIO,  YKasaHHble
NEKapCTBEHHbIE MNpenapaTtbl NPUMEHAKTCA 418 Tepanun BHEG0IbHUYHOW MHEBMOHUN Y
060CTPEHUI XPOHMNYECKOr0 6POHXNTA, BbI3BaHHbIX YYyBCTBUTE/TIbHbIMU K raTU(/IOKCaLNHY
MUKpoopraHusMamu. WVIHCTPYKUMXU N0  MEAULMHCKOMY MPUMEHEHUIO  YKa3aHHbIX
NEKaPCTBEHHbIX CPEeACTB COAEpPXKaT CBeLeHWA O BO3MOXHOCTU pasBUTUA TUMO- WK
rMnepriankeMmnn, a Takxxe caxapHoro guabeta (B npegenax 0,1%-0.3% cny4yaeB).

B cooTtBeTrcTBUM ¢ npuKasom PocsgpaBHagsopa o1  07.08.2015 Ne5539
(3apernctpupoBaH MWHUCTEPCTBOM tOCTUUMKM Poccuiickoin Pefepaumm 9 oKTA6pS
2015 r. Ne39263) Poc3gpaBHaa3op npoBoAnT c6op M 06paboTKy CBEAEHUMI O cepusix,
NapTUsiX NIeKapCTBEHHbIX CPEACTB, NOCTYNaWMX B rpaXXaaHCKMUn 060poT B POCCUINCKOWA
defepaunn, B 06A3aTeNIbHOM  MOPAAKE  MPefoCcTaB/NfAeMblX  OpraHusaumsamMu,
OCYLLECTBNAOLMMN NPOM3BOACTBO M BBO3 JIEKAPCTBEHHbIX CPeACTB. [laHHOe MosoXKeHue
npukKasa BCTynuno B cuny ¢ 15 aHueapsa 2016 roga. Ansa c6opa v 06paboTKu CBeAeHUA O
cepusAx, MapTUAX NeKapCTBEHHbIX CPeACTB, MOCTynawwWmMx B rpakjaHCKUA 060poT B
Poccninckoi depepauymn, Poc3gpaBHagsop npeaocTaBnsieT opraHusaumusm,
OCYLLIeCTBNAIOLMM MPON3BOACTBO NIEKAPCTBEHHbIX CPefCTB B Poccuiickon degepauunm v
BBO3 JIEKAPCTBEHHbIX CPeACcTB B Poccuinickyto degepaumio, aBTOPU30BaHHbLIA AOCTYN B
nogcucteMy «BblOOPOYHbIA  KOHTPONb» ABTOMATM3MPOBAHHOW  MH(OPMaLVOHHOW
cuctembl PocsgpaBHagsopa (ganee AUC).



CornacHo paHHbIM AWC PocsgpaBHag3opa CBefeHUI O MNOCTYMN/JeHMn B
rpa>kaaHCKMin 060pPOT /IeKapPCTBEHHbIX MpenapaTtoB ratugiokcauuHa B N1eKapCTBEHHbIX
opmax [nsa nepopasibHOro npumeHeHns ¢ 15.01.2016 no HacToAwee BpPemMs He
nocTynasno.

Mo ceegeHnam AWVC Poc3gpaBHazsopa, 3a nepuog ¢ 01.01.2009 no HacTosLLee
Bpems B defiepasibHyt0 CNy>K0y MO Haa3opy B cepe 34paBoOXpaHeHUs MOCTynusio 6
COO0OLLEHNI 0 Pa3BUTUN HeXXesaTe/IbHbIX peakuunii, BO3MOXXHO CBA3aHHbIX C NPUMEHEHNEM
NEKapPCTBEHHbIX MpenapaToB ratugiokcaumHa. 3 HUx 5 nepBuUYHbIX COO6LLEHUI, OAHO
COAEPXXMUT JOMNONHUTENBHYIO MH(POPMALMIO O paHee BbISIB/IEHHOM peakuuu.

[Be BbIsB/IeHHble peakUuMn pasBUINCL Ha (POHE MNPUMEHEHUS JIeKapCTBEHHOIO
npenapata [atucnaH (asilepruyeckne peakumm B BUAe 3aTPYAHEHUSA  [bIXaHWS,
KpanmBHWLbI, KOXHOI0 3yAa, 3aBepLUMBLUMECH BbI3LOPOBMEHMEM MAUMEHTOB), a TaKXxe,
ABe - MpU  MCMNONb30BaHUWM fIeKApPCTBEHHOro npernapata 3apKBuUH (pa3BuTue
rUNOr/IMKeMun  Ha  (poHe MPUMEHEeHUS  JIEKAPCTBEHHOro  npenaparta  3apKBUH,
paspeLlnBLLECA BbI3AOPOBEHNEM MaUMeHTa U peakums B BUAe TOLHOTbI M PBOTbI, TaKXKe
3aBepLUMBLLIASICSA BbI3AOPOBNEHMEM 63 NocneacTBuii).

ELle ogHa HexxenaTenbHasa peakuus pasBmnacb B Xo4e KIMHNYECKOro Ucc/ief0BaHNA
JIeKapCTBEHHOro npenapara ratugaokcaunHa npomssoacTea 3A0 «Makus-dapma» Mo
npoTokosny «OTKPbITOe HeCPaBHUTE/IbHOE K/IMHNYECKOe nccrefoBaHme sapeKTUBHOCTU U
6es3onacHocTM npenapata «latugnokcaunH» Tabnetkn 200 Mr y naumMeHToOB C
NH(EKLMOHHBLIM 060CTPEHNEM XPOHUYECKOro 6poHXmMTa (CnoHcop uccregoBaHna 3A0
«Makuz-Papma»). [laHHasa peakuusi SBMsSNacb feTanbHOW. CMepTb MauueHTa HacTynuna
BC/EACTBUE pPa3BUTUA peungmBa OPOHXOSIEFOYHON WHGEKLMN WK CYyNepUHpeKLMn
cnycTta 5 CyTOK nocsie 0TMeHbl aHTUOMOTMKA. MPUUNHHO-CNEACTBEHHAA CBA3b MeXay
NeTasIbHbIM UCX040M U NPUMEHEHMEM npenaparta pacLeHeHa KaK «yC/10BHasa».

Mepuognyeckme 0TYETbI MO 6e30MacHOCTU NIeKapCTBEHHbIX npenapaTtos MartucnaH
(ot 21.12.2012 3a nepuog ¢ 01.09.2009 no 20.12.2012) n 3apkBuH (0T 05.03.2012 3a
nepuog 2009-2011 rr.) He cogepXXaT MHMoOpMauun O BbISABNEHUN HeXenaTe/lbHbIX
peakuuii B BUAE AUCTNIMKEMUW Y MNauUWeHTOB, MOMyvyaBLUMX [aHHOE JIeKapCTBEHHOE
CPeACTBO.

M30/11MpoBaHHbIN aHa/IM3 MHPopMaLuumM 0 HeXXenaTe/lbHbIX peakuuax Ha npenaparbl
ratuiokcalmHa,  NONYy4YeHHbIA  OT  OTeYeCTBEHHbIX  CyObeKTOB  0bpalleHus
NeKapCTBEeHHbIX CPeACTB, He MNO03BOISAET AOCTOBEPHO OLEHUTb BJ/IMAHME BEPOATHOCTU
PasBUTUSA HapPYLLUEHWNIA TONIEPAHTHOCTU K I/1I0K03€e Ha (hoHe MX MCMOoJIb30BaHMSA Ha o6Luee
COOTHOLLIEHME NOJIb3bl N PUCKA UX NPUMEHEHUSA B NOMNYIALNUM POCCUNCKNX NALMEHTOB.

CornacHo aHanudy wuHgopmauum 0 3apybexkHbIX PerynsaTopHbIX pPeLUeHnsX,
pa3paboTyMK OpUrnHasibHOro npenapata ratgUiokcaymHa, Tequin, kKomnaHus Bristol-
Myers Squibb B 2006 rogy oTto3Basl AaHHOe NleKapCTBEHHOE YAOCTOBEPEHME C PbIHKA
CLUA no npuvyvHe PUCKOB pasBUTUA AUCTIMKeMUW. BnocneacTBuM YnpasrieHWe To
KOHTPO/IIO 3a MPOAyKTaMW NUTaHUA W NieKapcTBeHHbIMK cpeactBamu CLUA (FDA)
0TO3BaJ10 C pbIHKA BOCMPON3BeLeHHbIe IEKAapPCTBEHHbIe npenapaTbl raTudiokcaumnHa.’

Takke aHa/I3 MH(opMaL KN 3apyB6eXXHbIX PerynAaTOPHbIX areHTCTB He 0OHapYXXWU/
[AAHHbIX O Ha/IMYMN perucTpaumm NeKapcTBeHHbIX MpenapaToB ratugiokcayumHa ais

http://www.fda.gOv/OHRMS/DOCKETS/98fr/cd07129-n.pdf


http://www.fda.gOv/OHRMS/DOCKETS/98fr/cd07l29-n.pdf

CUCTEMHOro npuMeHeHuss B CcTpaHax EC, KaHage, ABcTpaimn. Ob6palleHne
NleKapCTBEHHbIX NpenapaToB ratugnokcaumHa npekpatyeHo B MHanm B 2011 rogy. ™

CorslacHo ony6/IMKOBaHHbIMU ~ MaTepuaniaM  YTpaB/ieHUA M0 KOHTPO/O  3a
NPOAYKTaMN MUTaHUA U fiekapcTBeHHbIMK cpeactBamn CLUA (FDA), ocHoBaHMeEM gns
0T3blBa pa3paboTUMKOM OpPUTMHa/IbHbLIX MpenapaToB ratugnokcaunHa ¢ pbiHka CLUA
ABW/IUCb pe3y/ibTaTbl aHa/IM3a CNOHTaHHbIX CO06LeHMA, nocTynuBLwnX B FDA, aaHHble
Hay4HbIX Ny6/IMKaunii, a TakxKe pesy/ibTaTbl COGCTBEHHbIX UCC/IeA0BaHUIA pa3paboTymKa,
NOATBEPAMBLUNX MOBbILLEHHbIA PUCK PasBUTUA AUCTNIMKEMUW Ha (POHE NPUMEHEHUS
ratudgiokcaumHa. ™

Mo faHHbIM HEMHTEPBEHLMOHHOINO PETPOCNEKTUBHOIO WCCef0oBaHUA «Clydai-
KoHTponb» Park-Wyllie, Juurlink v gp., ynomsiHyToro B ny6nukaunn FDA, npumeHeHMe
ratudgpiokcaumHa B ambysiaTopHOM NpakTUKe COMPOBOXAAsI0Ch MOBbILWEHHbIM PUCKOM
pasBuUTUA TpebyloLei rocnutanmsaumm runoriukeMum Uam runeprinkeMmmn Ha qoHe
Tepanun ratugiokcauHoM B CpaBHEHWUM C MakKponugamm n  (TOpXMHONOHaMK. M
HeobxogMmMo OTMeTUTb, YTO UCCnefoBaTeNAMU He OblN BbISB/EHbI LOMNOHUTE/IbHbIE
(haKToOpbl pUCKa pPasBUTUS HapyLUEHWI TOMEPaHTHOCTU K [/1I0KO03e, WAEHTU(MKaLNA
KOTOPbIX MOrna 6bl UICKNIOUYNUTL NPUMeHEHMEe NpenapaTa B YA3BUMbIX Fpyrnax HaceseHus.

Takke B Hay4YHOW nNuTepaType 6b1n onyb6MKoBaHbl JaHHble 0 C/lydasx pasBuUTUS
AVCTTIMKEMUN Ha (DOHE NPUMEHEHNA raTtunokcaumHay noXXusablx rnaumeHTos.”

O[fHOBpPEMEHHO Heo6X0LMMO OTMeTUTb, UYTO JIeKApCTBEHHbIE MpenapaTobl
raTugokcaymHa ynommHaroTca B MeToanyeckmnx pekomeHgaumax BO3 no neyeHuto
MY/IbTUPE3NCTEHTHOIO Ty6epKyié3a, 0gHaKO MX MCMO/b30BaHMe OrpaHUYeHo cryvasmu
HelOCTYNMHOCTN APYruX (PTOPXMHOMIOHOB MNOCNEAHUX MOKOMEHWUM (CM. PekomeHpauum
BO3 no ynpaBneHW0 nporpaMmamu siedeHUs My/IbTUPE3NUCTEHTHOIO TybepKynesa*”™ n
CnpaBoYHMK K YKa3aHHbIM peKoMeHaLuuam.’

Poc3gpaBHaf30poM  6bII0 3aMpoLUeHO  MHEHMe  [/1aBHOIM0  BHELUTaTHOro
cneymanucTa-ptmsnarpa MuHsgpasa Poccun, npogeccopa N.A. BacunbeBoit. CornacHo
otBeTa PIBY  «HaunoHanbHbIi  MEAUUMHCKUIA  UCCNefoBaTeNlbCKUIA  LEHTP
(PTU3NOMY/IBMOHOMIOTMN N UHDEKUMOHHBIX 3aboneBaHuin» MwuH3gpaBa Poccun  «B
COOTBETCTBUKN C NpuKaszom MwuH3sgpasa Poccum oT 29.12.2014 Ne951 «O6 yTBEpXKAeHUN
METOANYECKUX PEKOMEHAALNIA MO COBEPLUEHCTBOBAHMIO AWNArHOCTUKM W JleYeHus
TybepKyne3a OpraHoB [bIXaHUA», a TakXke B COO0TBeTCTBMU C «®PefepasibHbIMK
K/IMHNYECKMMWN PEKOMEHJAUVAMU MO AMArHOCTMKe U JleYeHUo TybepKysesa OpraHos
AbIXaHua» N «PefepalbHbIMU  KIVHUYECKUMU PeKOMeHJaunaMnu no AUarHoCcTUKe U
NleYeHUIo Ty6epKynesa C MHOXECTBEHHOM WU LUMPOKOW JIeKapCTBEHHOM YCTOMYMBOCTLIO
BO30yanTensi» Poccuiickoro obuiectBa (pTmM3MaTpoB, ratuUgoKcaunH He BKJ/IHOYEH B

~http://www.thehindu.com/news /naiional/articlel551233,ece
Bitp://www.fda.gov/OHRMSn30CKETS/98fr/cd07129-n.pdf

Park'Wyllle LY, Juurlink DN. Kopp A, et al. Outpatient gatifloxacin therapy and dysglycemla in older adults, N Eng J Med
2006; http://www.nejm.org/doi/full/10.1056/NEJM0a055191
AZvonar R Gatifloxacin-induced dysglycemia. Am J Health Syst Pharm. 2006 Novi; 63(21);2087-92, Yip C, Lee Al.
Gaiifloxacin-induced hyperglycemia: a case report and summary of the current literature. Clin Ther. 2006 Nov; 28(1 i):1857-
66.
~AGuidelines for the programmatic management of drug-resistant tuberculosis, 2008,
http://whqglibdoc.who.int/publications/2008/9789241547581 eng.pdf?ua*I
> Companion handbook to the WHO guidelines for the programmatic management of drug-resistant tuberculosis, 2014,
http://apps.who.int/iris/bitscream/I 0665/130918/1/9789241548809_eng.pdf?ua=1&ua»l


http://www.thehindu.com/news
Http://www.fda.gov/OHRMSn3OCKETS/98fr/cd07I29-n.pdf
http://www.nejm.org/doi/full/10.1056/NEJMoa055191
http://whqlibdoc.who.int/publications/2008/9789241547581_eng.pdf?ua*l
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nepeyeHb Mpenaparos, NPUMEHSEMbIX A/1A JleYeHUs TybepKyiesa, U He UCMOoMb3yeTcsa BO
(hTU3MATPUYECKOM NpaKTUKe» (NpunaraeTcs).

B CBA3W C M3/I0XKEHHbIM, YyYuUTbIBaA HEBO3MOXXHOCTb WAEHTU(MKaLMK (haKTOpOB,
yBeIMUMBAOLWMX 4YacTOTy puUCKa pPasBUTUA [UCT/IMKEMUM Ha (OHEe MPUMEHEHUS
ratuiokcaumHa, TsXKeCTb  BbISIB/IEHHbIX  HApYLUEHWA  TOJIEPaHTHOCTU  T/IHOKO3bl,
NpYHMMass BO BHMMaHWe OTCYTCTBME [AOCTATOYHOW OTeYeCTBEHHOW WHGopmaumm o
6e30MacHOCTN fAaHHbIX JIeKapCTBEHHbIX CPEeACTB, OCHOBbIBasCb Ha CBEAEHUSX O
3apy6eXXHbIX PEryfIATOPHbIX PELLeHUAX U HayUYHbIX Ny6nKaLuii, a Takke, NpMHMMas BO
BHVMaHWe, 4YTo B Poccuinckon Pefiepaunn ratugIoKcaumH He BK/IKOYEH B KIIMHUYECKME
peKoMeHJaUMn MO NleYeHNO TybepKysesa M He WUCMOMb3yeTcs BO (DTU3MATPUYECKONA
NPakTuKe, cornacHo 3aknwyeHnw dPIreY «MMUIYAOCMI» Poc3gpaBHaasopa
(Nnpunaraetca) PefepasnibHaa cnyXba No Haa3opy B ciepe 34paBOOXPaAHEHUA Mosaraet,
YTO  BO3MOXHbIA  PUCK  MNPUMEHEHUS , 3aPErUCTPUPOBAHHLIX  MapeHTepasibHbIX
NIEKapCTBEHHbLIX TMpenapaToB rarugiokcayMHa no nokKasaHWAM, YKasaHHbIM B UX
WHCTPYKLUMAX MO MeAULIMHCKOMY MPUMEHEHUIO MPEBbILLAET BO3MOXHYIO MOSb3y.

B cBA3M C WM3MI0OKEHHbIM  Poc3gpaBHaf3o0p  cUUTaeT  LesiecoobpasHbIM
peKOMeHAOBaTb  PacCMOTPeTb  BOMPOC OTMEHbl  FOCYAapCTBEHHOW  perncrpauuu
NEKapCTBEHHbIX NpenapaToB ratugoKcaunHa Ha Tepputopum Poccruinckoil degepaumn.

B cooTBeTcTBMM C NYHKTOM 1 cTaTbM 32 dPegepasibHOro 3akoHa oT 12 anpens
2010 1. Ne 61-®3 «O6 ob6paleHNUM eKapCTBEHHbIX CPeACTB» rocyfapCTBeHHas
perncTpaumsa 1IeKapCTBEHHbIX MPenapaTtoB C MeXAYHapoAHbIM  HemnaTeHTOBaHHbLIM
HaMMeHOBaHWeM raTtuaokcauMH B JIeKAPCTBEHHbIX (opMax A8 MepopasibHOro
NPUMEHEHNSA, NOAJEXXUT OTMEHE.

PykoBoguTtens LieHTpa ®apmakoHaasopa
PIeY «MMLUIYAOCMI» Poc3gpaBHaz3opa B.A. lNonneaHoB

3amecTuTeNlb Hava/lbHMKa ynpaB/ieHus

- HAYaIbHVIK 0TAeNa opraHm3aunm

(hapmaKoHaz30pa Ynpas/ieHNA opraHmM3auum

rocyapCTBEHHOr0 KOHTPO/ISA KayecTBa

MeAMLUVHCKOM npoayKuunm Poc3apaBHagsopa C.B. Mnarones

Bpro HavanbHMKa YNpaBieHUst opraHn3aLmm
rocyapCTBEHHOro KOHTPONA Ka4yecTsa
MeMUMHCKOM npoayKumm Poc3apaBHaa3opa A.A. TpankoBa
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PEAEPAJIBHAA CNY>KBA N0 HAA30PY
B CPEPE 3JPABOOXPAHEHWA

defiepanmoe rocyapcTBeHHOe GIOIPKETHOE YUPEXAeHMe
«HhOpPMaLMOMHO-MEr0ANYECKNIA LIEHTP MO IKCMEPTU3E, YUErY U aHanu3y
o6palLleHns CpeacTB MEAULMHCKOTO NPUMEHEHNS»

(Prby «MMLLOYAOCMI» Poc3gpaBHaa3opa)

OM'H w774, 718" A» \HUH/ Kill177.43172»'77]»M1UU.OKUC)5VSHY JUAZA T iM.aou >IXTpoaiuic |, Ner dor (| Ya 175)/03(H11-4|
au
Bpuno HavanbHMKa YnpasneHusA
HaNe opraHusayunm rocygapCcTtBeHHOro
KOHTPONA KayeCcTBa M€,Cl,|/|Ll,I/IHCKOI7I

3aK/H0UEHIE O COOTHOLIEHMN MOAb3a- npoayKumn
PUCK NIEKapCTBEHHbIX NpenapaTos denepanbHO CyX6bl N0 HAA30py B
raTugnokcauuna chepe 3apaBoOXpPaHEHUS

A.A. TpankoBoi

YBaxaemaa Anna ApkagbeBHa!

LleHTp thapmakonagsopa oY «MMLUIYAOCMI» Poc3gpaBHaj3opa B paMkax
NCNONHeHUA npukasa Poc3gpaBHag3opa oT 15.02.2017 r. NelO71 «O6 yTBepXaeHUM
Mopsagka ocyulec'rBreMnsa  apMakoHagsopa» pPacCMOTpen akTyallbHble [AaHHble MO
6e30nacHOCTN MPUMEHEHMA MpenapaToB raTuioKcaumHa n coobuaeT cneaytoLLee.

CornacHo JaHHbIM rocyfapCTBEHHOro peecTpa JIeKapCTBEHHbIX CPeAcTB Mo
COCTOAHUIO Ha 17.12.2018 r. B Poccuinickon defepaunm B 3aperucTpupoBaHo [Ba
NeKapCTBeHHbIX npenapaTta ¢ MHH ratudiokcaunH g CUCTEMHOIO NPUMEHEHNSA:

1 FaTucnaH; TabneTKM MOKpPbITblE M/IEHOYHOM 060n04Koin 200 mr v 400 wr,
npounssogacTea JltonuH J1Th., Hana; (pernctpaymoHHoe ygoctoBepeHne JICP-009402/09
oT 23.11.2009r, 3aaBUTeNb rocygapcTBeHHOM pernctpauum OAO «Mochapm»),

2. 3apKBWH; TabNeTKM MOKPbITble MAEHOYHON 060n04Kkoir 200 mr wu 400wmr,
nponssogactea [ne'rxuko  ®apmacbiotnkans  Jitg, WHama  (pernctpaumoHHoe
ypoctoBepeHne  JICP-003687/09 oT  15.05.2009 3asBUTENb  FOCYAapCTBEHHO
peructpaummn Mnetxmko PapmacoboTukans J1tg, NHans).

CornacHo  MIHCTpPYKUMAM N0 MeAUUWMHCKOMY  NMPUMEHEeHWK,  YyKa3aHHble
NEeKapCTBEHHbIE MnpernapaTbl MPUMEHSAOTCA ANA Tepanum BHEO60/IbHUYHOW MHEBMOHUN ©
060cTpeHnin xpoHH4ecKoj'o 6pOHXMTA, Bbl3BaHHbIX YYyBCTBUTE/bHbLIMU K raTugioKcauuHy
MWKpoopranmsMmam u.

WNHCTpYyKUUM NO MeANLUMHCKOMY NPUMEHEHUIO YKa3aHHbIX NeKapCTBEHHbLIX CPeACTB
coflepXaT cBefeHUs 0 BO3MOXXHOCTW pasBUTUA TUMO- WAL TUNEPrINKEMUN, a Takxke
caxapHoro gmnabeta (B npegenax 0,1%0-0.3% cny4aen).

Mo cBefleHUAaAM ABTOMaTU3NPOBAHHOW NH(OPMaLMOHHOW CUCTEMBDI
Poc3gpaBHaasopa 3a nepuog ¢ 01.01.2009 no HacToswee BpeMa”B-PefepaibHy0 CYyX0y
Nno Hagsopy B cepe 34paBOOXPaHEHUsI MNOCTYNUAO0 6 COO6GLLEHUIA O pasBUTUN

HeXXeNnaTesibHbIX peaKMMﬁ, BO3MOXXHO CBA3aHHbLIX C MPUMEHEHWEM /IeKapCTBEHHbLbI
mh =. * ' 'KI I'==tifpgio

A.A. TpankoBa o
P R =01 J/..



npenapatoB ratudgiokcaumHa. W13 HUX, 5 co06LLeHMA ABAANNCE NePBUYHBLIMK, a OLHO
cofepykano AOMoSIHUTEbHY MH(OPMaLMI0 O paHee BbISIB/IEHHOW peakuumw.

[Be BbiIfB/IEHHblE peakuun pasBUANCL Ha (OHEe NPUMEHEHUS J1IeKapCTBEHHOIO
npenapata ["aTucnaH, ABe - NPU UCMNObL30BaHUN NEKAPCTBEHHOI0 Npenaparta 3apKBUH.

Ewe opHa I1exenaTenbHasa peakuus pasBwiacb B X04e  K/IMHUYECKOro
nccnefoBaHUs  NIeKapCTBEHHOroO npenapata ratuduiokcaymHa npoussoactea  3A0
«Makus-dapma» No  MNpPoToKoNy  «OTKPbITOE  MeCcPaBHUTENIbHOE  K/IMHUYECKOe
nccnefoBaHve 3aPeKTUBHOCTU 1 6e3onacHOCTU npenapata «raTudiokcaymH» TabneTku
200 Mr y naymeHToB ¢ UH(PEKLUNOHHBIM 060CTPEHMEM XPOHMYECKOro 6poHXMTa (CroHCcop
nccneposaHnss 3A0 «Makus-Papmar), JaHHaa peakumsa siBnsnacb netasibHon. CmepTb
naumeHTa HacTynuaa BCMeACTBME pPa3BUTUA peuumanBa GPOHX0SIErOYHON WHGEKUUN WK
CynepuHgeKLMN cnycTa 5 CyTOK Mnocsie OTMeHbl aHTUOMoTUKa. MPUYMHHO-C/IeACTBEHHAA
CBA3b MeXay JeTa/lbHbIM WUCX040M W TMPUMEHEHWEM npenapaTta pacleHeHa Kak
«YC/IOBHasA».

B [4Byx cnyyaax npu  npuMeHeHUM npenapata [atucnaH  Habnoganucb
aNNieprmyeckne peakuum B BUAe 3aTPYAHEHUA AbIXaHUs, KpanuBHULbI, KOXHOro 3yfa,
3aBepLUMBLUVECA BbI3LOPOB/IEHMEM MNALNEHTOB.

3a yKaszaHHbli nepuog B PefepanbHyto  cNyx6y Mo Haaopy B cepe
34paBOOXpPaHEHNA MOCTYMNUMNO [Ba COOOLLEHUA O HeXesnaTesSibHbIX peakumax Ha (oHe
NPUMeHeHUs NeKapCTBEHHOro npenapata 3apkKBWH, W3 KOTOPbIX B OAHOM C/y4yae
OTMEYEHO pa3BUTME 1MNOLNNKEMUMN, Pa3peELLIMBLLENCA BbI3L0POBAEHNEM NaLMEHTA.

Mepuognyeckne 0T4HeTbl MO 6€30MacHOCTU JIEKAapPCTBEHHbIX npenapaTosB lMarucnaH
(ot 21.12.2012 3a nepwuog c¢ 01.09,2009 no 20.12.2012) n 3apksuH (o1 05.03.2012 3a
nepmnog 2009-2011 rr.) wve cofepXxaT WHMoOpMaUMM O BbIABNEHUN HeXenaTe/lbHbIX
peakuMini B BUAE AUCT/IMKEMUM Y NaLMEHTOB, MOSyYaBLIMX [AaHHOE JIeKapCTBEHHOE
CpeacTBo.

M301MpoBaHHbIN aHaIn3 UHopMaLnmn 0 HeXXenaTe/lbHbIX peakuMsx Ha npenaparbl
ratugnokcayuHa, no;[y4eHHOM OT  OTEeYeCTBEHHbIX  CyObEKTOB  obpalleHus
NIeKapCTBEHHbIX CPeACTB, He MO03BOJIAET AOCTOBEPHO OLEHUTb BAUSAHWE BEpPOATHOCTU
pasBUTUA HapyLLEHWn TONEPAaHTHOCTU K I/II0KO03e Ha (DOHe MX MCMOob30BaHUA Ha obLee
COOTHOLLEHWE MO/b3bl U PUCKA UX NPUMEHEHUS B NOMYNALUM POCCUNCKNUX MaLMEHTOB.

CornacHo aHanusy UWHgopMaumMm 0 3apy0eXXHbIX PerynaTopHbIX pPeLLeHusIX,
pa3paboTuMK OpPUTrMHaNIbHOro npenapaTta ratudiokcaymHa, Tequin, KomnaHusi Bristol-
Myers Squibb B 2006 rogy oTo3Bas faHHOe /leKapCTBEHHOe CPeAcTBO C pbiHka CLUA no
NPUYMHE PUCKOB PasBUTUA AUCTIMKEMUW. BRocneacTBumM YnpasfieHUEe Mo KOHTPOSO 3a
npogyKTamm nnutaHua N nekapctBeHHbIMU cpeactBamm CLLUA (FDA) oTo3Basio ¢ pbiHKa
BOCMPON3BeLEHHbIe NIeKapCTBEHHbIe npenaparsbl ratTugnokcaumHa
rhttp://\vww.fda.i2Ov/OI-IRMS/DOCKETS/98fr/cd07129-n.Ddn.

LIM3BPUIC wne o06HapyXun faHHbIX O Ha/lMuMM perucTpaunm neKapCcTBEHHbIX
npenapartoB ratugoKcaumMHa AN CUCTEMHOro npumeHeHusa B cTpaHax EC, KaHage,
AscTpanimn. Ob6palleHne fleKapCTBEHHbIX MpenapaToB ratugiokcaunHa npekpaileHo B
NHuamm B 2011 roay (‘hup://wvv\v.thchindii.com/news /national/articlel 551233.ecc).



CornacHo ony6/MKOBaHHbIM — MaTepuasiaM  YMnpaB/ieHUA N0 KOHTPO/IO  3a
npogyKTamu nutaHns Wn nekapctBeHHbIMU cpeactBammn CLUA (FDA), ocHoBaHueM paiis
0T3biBa Pa3paboTUMKOM OPUrMHa/IbHbIX MNpenapaTtoB ratudgiokcaumHa ¢ pbiHka CLLA
ABWIUCb pe3y/bTaTbl aHa/m3a CMOHTaHHbIX CO06LLLEeHM, nocTynmBlunX B FDA, faHHble
Hay4HbIX My6/MKauuii, a TakxKe pesysibTaTbl CO6CTBEHHbIX UCCNeA0BaHMA pa3paboTymKa,
NOATBEPAVBLUMX MOBbIWEHHbIA PUCK PasBUTUA AUCT/INKEMUW Ha (OHEe MpPUMeEHeHUA
ratudgnokcauuHa (hup://vvw\v.fda.gov/OHRMS/DQCKETS/98fr/cd07129-n.pdf).

Mo AaHHbIM NEVMHTEPBEHLMOHHOIO PeTPOCMNEeKTUBHOIO WCCef0BaHNA «Cry4dai-
KoHTposb» Park-Wyllic, Juuriink n gp., ynomsaHyToro B nyonukauun FDA, npumeHeHne
ratunokcaumMHa B amOynaTopHOM MpakTUKe COMPOBOXAA/I0Ch MOBbILLEHHBIM PUCKOM
pasBUTUA TPeOyloLe rocnuTanm3aunm rUnoriMkKeMnUn UM rUNepPrinkeMmn Ha (oHe
Tepanuu ratugIoKcauuHoOM B CpaBHEHUM C Makponungamun n propxuHonoHamu (Park-
Wyilie LY, Juuriink DN, Kopp A, et al. Outpatient galifloxacin therapy and dysglycemia
in older adults. N Eng J Med 2006;
hup://www.neim.org/doi/full/10.1056/NEJMo0a055I9n. Heob6xoanmo OTMeTUTb, 4TO
nccnefoBarteNisMn  He 6bI/IM BbISB/IEHbI LOMOSIHUTE/IbHbIE (PAKTOPbl PUCKA pPasBUTUSA
HapyLleHWUIA TONePaHrnocru K r/Kose, UaeHTUOMKaumsa KotopbIix Mora 6bl UCKIYATb
NpVMeHeHKe rpernaparta B YA3BUMbIX rpyrnax HacesieHus.

[fakoke B Hay4HOW nuTepaTtype Oblan 0Ny6/IMKOBaHbI faHHble O C/yyasx pasBUTUSA
ANCTNIMKEMUKN Ha (hoe NPUMeHeHNA TaTudgiokcauuHa y noXxusablx naymeHToB (Zvonar R
Gaiinoxacin-induced dysglycemia. Am J Health Syst Pharm. 2006 Novl;63(21):2087-92,
Yip C, Lee AJ. Galitloxacin-induced hyperglycemia: a case report and summary of the
current literature, Clin 'i'her. 2006 Nov;28(l 1): 1857-66.).

OfHOBpPEMEHHO, HeobXogMMO OTMETUTb, UTO JIEKAPCTBEHHblE Mpenaparbl
raTuaokcaunHa ynommHarTca B MeToguyecknx pekomeHpaumax BO3 no neyeHmio
MY/IbTUPE3NUCTEHTHO]'0 Ty6epKy/ésa, Of4HaKO WX WUCMOJIb30BaHWE OrpaHUYeHo Cydasamu
HefOCTYNHOCTU APYruxX (TOPXMHOMIOHOB MNOCNEAHMUX TMOKOMeHU (CM. PekomeHAauuu
BO3 no ynpaBneHUO nporpaMmMamMy JfiedeHUss MYJ/IbTUPE3NEHTEHTHOro TybepKyresa
(Guidelines for the programmatic management of drug-resistant tuberculosis, 2008,
hitp://whqglibdoc.vvho.int/publications/2008/9789241547581 eng.pdf/ua-T1 n
CnpaBoYHMK K YyKasaHHbIM pekomeHpauuam (Companion handbook to the WHO
guidelines for the programmatic management of drug-resistant tuberculosis, 2014,
htU)://apps.who.int/iris/bitstrcam/10665/130918/1/9789241548809 eng.pdf?ua=I&ua=n.

Mpn atom, Kak cnegyet U3 nucbMa aumpekTopa PIrbY «HauuoHabHbIN
MeSULMHCKUIA  1cCrefoBaTeNlbCKUIA  LUEHTP (OTU3NOMNY/IbBMOHOMIOMUA U MH(PEKLNOHHBIX
3abonetwnii» MuHsgpuHa Poccum, rnaBHOro BHeLWITATHOrO crieyuanucta-gtusnarpa M3
P®, npodeccopa M.J1. BacnnbeBoii, «B coOTBETCTBUM C NpuKazom MwuH3gpasa Poccun ot
29.12.2014  Ne951 «O6 yTBepXaellum  MeTOANYECKUX peKoMeHzaLmin rno
COBEPLUEHCTBOBaHMIO AMAarHOCTUKN W NedeHNs TybepKyne3a OpraHoB AblXaHUsa», a Takxke
B COOTBeTCTBUN C «DcacpullblibiMM KNMHUYECKUMN PEKOMEHJAUMAMM MO ANArHOCTUKE Y
NeYeHNo TybGepKyresa OpraHoB AbixaHus» u  «®PegepasibHbIMU  KIMHUYECKMN
peKOMeHAAUMAMN MO  AMLU'MOC'TUKE W NeYeHUo TybepKyrie3a C MHOXXECTBEHHOW W
LLIMPOKOW NeKapCTUEHION YCTOMUYMBOCTbLIO BO30YANTENSA» POCCMNCKOro obuiecTea


http://www.neim.org/doi/full/10.1056/NEJMoa055l9n

(PTM3NATPOB, raTU(NIOKCALMH He BK/IOYEH B MepeyeHb MnpenapaTtos, MPUMEHSAEMbIX 4/1A
NneyeHnss TybepKyrsesa, W He WCMOoMb3yeTca BO (PTU3MATPUYECKON MpaKTuKe» (BX.
Poc3gpaBHag3opa Ne53277 ot 11,09.2018 r.).

B CBA3M C M3N0XEHHbIM, YUYMTbIBass HEBO3MOXXHOCTb WAEHTU(MKaUMN (HaKTOpPOB,
yBEIMUMBAKOLLMX YacTOTy pUCKa pPasBUTUA AUCTIIMKEMUM Ha (OHe NpUMeHeHNS
ratmgaiokcaumHa, TSXKECTb  BbISABIEHHbIX  HapyLUeHW  TOSIepaHTHOCTU  [/1HOKO3bl,
NnpvHMMasi BO BHMMaHWe OTCYTCTBME [OCTATOYHOW OTe4YeCTBEHHOW WHGopMauumn o
6e30MacHOCTM JaHHbIX IeKapPCTBEHHbIX CPEACTB, OCHOBbIBAsACb Ha Hay4HbIX Ny6/mMKaumax
N CBELEHUAX 0 3apYDOeXKHbIX PErynATOpHbIX PeLIeHUsX, a TakxXe MPUHMMas BO BHYMaHWe,
yto B Poccuiickon degepaunm  ratudioKcauMH He BK/KOYEH B K/IMHUYECKMe
peKOMeHZauun Mo JfleyeHU0 TybGepKyse3a W He WCMNO/Mb3yeTCca BO (PTU3MATPUYECKOM
npaktuke, LeHTp dapmakonagsopa PrbyY «MMUIYAOCMI» Poc3gpaBHaasopa
nonaraeT, YTo BO3MOXHbIA PUCK MNPUMEHEHUA 3apPerucTPUMpPOBaHHbIX MapeHTEPrUTbHbIX
NIeKapCTBEHHbIX MpernapaTtoB l'aTudokcaumMma Mo MOKasaHUAM, YKasaHHbIM B WX
WHCTPYKLUMAX NO MPUMEHEHUIO, NMPEBbILLAe'T BO3MOXHYHO MOMb3Y.

B cBasm ¢ atmm, LUeHTp dapmakoHagsopa PreyY «MMLIOYAOCMI»
Poc3gpaBHag3opa CcUMTaeT LesecoobpasHbIM  PeKOMeHAO0BaTb PacCMOTPEeTb  BOMpPOC
OTMeHbl FOCYAapCTBETrON pLI'MCTpaLMn NeKapCTBEHHbIX MNpenapaToB raTudgioKcauuHa
Ha repputopumn Poccuiickoir deaepaunu.

["eHepa/ibHbIN ANPEKTOP K.10. benaHoB

ritViniuimR U /1.
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MWHUCTEPCTBO 34PABOOXPAHEHUA
POCCUNCKOW ®ELEPALNN PykoBoaunTesnto
®EJNEPA/IbHOE FOCYAPCTBEHHOE defepasibHON CYX6bI N0 HAZ30pY

BIOAXETHOE YUPEX/AEHUE
«HAUMOHANbHBIV W:ANLNHCK1'1 B C(pepe 34paBooXpaHeHus

WCCNEALOBATE/NILCKWM LEHTP (Poc3gpaBHazzop)
O®TU3NOMYNbMOHONOT Y
N MHOEKLMOHHbIX 3ABONTEBAHUN» M.A. MypaLuKo

®rey «<HMUNL, ®MN» MuH3gpasa Poccun
127473 r. Mocksa, yn. Jjoctoesckoro, 4. 4., K. 2
Ten. (495) 681-84-22, dakc (495) 681-59-88
OIPH 1026605629412
MHW/KTM 6663025890/771501001
E-maii; ibcri|)p(gmail.ru
20)8 Ne01.02-08/

YBaxkaemblit Muxann AnbbepToBuy!

B otBeT Ha Baw 3anpoc ot 17,05.2018 ot 28.08.2018 01-21551/18 o
nopsigke  MpUMEHeHWss BO  (DTU3MATPUYECKON  MNPaKTUKe  NIeKaPCTBEHHbIX
npenapaToB ratudiokcaumma coobLar creaytoLLee.

B cooTBe'rcTBuM ¢ npnkasoMm MuH3gpasa Poccnm ot 29.12.2014 Ne 951 «O6
YTBEPXKAEHUM  METOAUYECKMX  PEKOMeHAauuii Mo COBEPLUEHCTBOBAHMIO
AMArHOCTUKMU N NledeHUs  TyGepKy/ie3a OpraHoB [bIXaHus», a Takke B
CoOTBETCTBMN € «Pefiepa/IbHbIMA  K/IMHUYECKUMWN  PEeKOMeHZauuaMK 1o
ANArHOCTUKE W NeYeHMIo TybepKyrie3a OpraHoB [AbIXaHus» U «dPeaepasibHbIMA
KIMHNYECKMMN PEKOMEHAALUMAMKM MO AUArHOCTMKE M Jle4eHUo Tybepkyresa C
MHOXECTBEHHOW W LUMPOKOMN JIEKAPCTBEHHOM YCTOMUMBOCTLIO BO30YAMTENS»
Poccuiickoro obuiectBa (PTU3MATPOB, raTUqUIOKCaUMH He BK/IHOYEH B MepeveHb
npenapaToB, MPUMEHSEMbIX L1 NleHYeHUss Tyb6epKynesa, U He WCMOoJb3yeTcA BO
(PTU3NATPUYECKON NPaKTUKE.

OnpekTop,
rMaBHbIA BHELUTATHbIA crieyuanncT
dTmsmarp MuHsgpasa Poccum,

npocdeccop, 4.M.H. N.A. BacunbeBa

Kasakos A.B. |l-|'-d;[j&,|/qq'm

$7 (925) 466-66-38 IT|"-.1Bn<;Hna genamu
OT1aen p<»1'T;n'0unstlOgaes n apxmoa

A.A. Tpasnikoea X
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