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Ne 995-04-2019
12.04.2019

MHUHUCTEPCTBO 3APABOOXPAHEHUS
3abaiikaIbCKOTo Kpast

YBakaemble ['ocniosa,

000 «Mepky», sBISIOLIEECS HNPEJCTABUTENIEM  JEPXKATENsl  PErHCTPAlliOHHOTO
yaocrosepenus na npenapar « Tupozon®y» (MHH — tuamason) B Poccun, mo cornacoBanuio
¢ GenpepasibHoil cityxk60i 0 Haz30pYy B cdepe 3/paBooxXpaHeHus coodmaet Bam o HOBBIX
JAHHBIX TI0 Oe30MacHOCTH JIEKApCTBEHHOTo mpenapara «1upo3on®», cojepiKallero B
Ka4yeCTBe aKTHRHOTO BELIECTBA THAMa30l.

B npunoskennu Hanpasisiem Bam cornacoBarHoe ¢ QenepanbHOM CIyK00H 110 Ha/I30py B
chepe 3apaBooxXpaHeHuss HHGOPMALMOHHOE IHCHMO A  CHCHMATMCTOB B 001aCTH
3ApaBoOXpaHeHis no npenapary «Iupo3on®» o pHCKax pasBUTHS OCTPOTO TAHKpEaTUTa M
PUCKAX, CBS3aHHBIX C TIPHMEHEHHEM JIEKapCTBEHHOI'0 IIPerapaTa BO BpeMsi OEPEMEHHOCTH.

IpocuM Bac joHecTy TAHHYIO HH(MOPMAIHIO JI0 CBEAECHHS CIIEIHATINCTOB CJICTYFOIIIX
CIIeLHAILHOCTEN: Bpaun 00IIeH HPaKTUKH, SHI0KPAHOJIOIH, TACTPOIHTEPOIOTH, aKyIICPhI

¥ 'MHCKOJIOTH, ICIHUATPbI U Q)apMaueBTm.

C ypaxkeHHeEM,

Oner Pozencon S /
MenuunHCcKuil aupertop /

Hpunoxkenue:
Un@opmaionnoe nucsMo «O HOBBIX AAHHBIX 10 0S30MACHOCTH JeKapcTBeHHOro npenapara « Tupo30a&»
Hcnonuutens: A.E.TlepMUHOB2, MEHEKEP N0 MEAHIMHCKIM [IPOrpaMMan, kapauoMeTaboiuuecKHe npenaparsl
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Poceusickoli @enepanun

PENEPANBHAH CHYABA 110 HAIZOPY - ;
B CHEPE 34PABOOXPAHEHUS ? :
(POC3JIPABHAN30P) Cy0bexTel o6palLeHus
PYKOBOJMTEJL JIEKapCTBEHHBIX CPEJICTB

Cranancras 4, orp. 1, Mocksa, 109074

Tenedon: (493) 698 45 38 (495) 698 15 74 /
OF DY RO1T % Cfer- GY6 /95

Ha Ne or /

I O HOBBIX AAHHBIX 110 6E30MACHOCTH |
JIEKAPCTBEHHOrO Npenapara
Tuposzon® (MHH — tnamason)

DexepanbHas cayk0a 1o HaI30py B cepe 3paBoOXpPAHEHHs B PAMKAX HCIOIHEHHS
FOCYAapCTBENHON (yHKUHH 10 OPTaHH3aLHH i IPOBEASHHIO papMAKOHA30Da JOBOLUT [0
CBeieHHs CYOBeKTOB OOpallieHHs JIeKapCTBEHHBIX CPEACTB H CHEIMATMCTOB B OGNACTH
3apaBooxpaHenust nuceMo OO0 «Mepk» 0 HOBBIX [aHHBIX [0  Oe30MaCHOCTH
jexapcTBeHHoro npenapara Tuposon® (MHH - Tuamason), TaGneTku MOKPBbIThIE
TJIEHOYHOH 000104K0#, 5 Mr, 10 Mr.

[Tpunoxenue: va 5 1. B 1 ak3.

%M.A. Mypariko




WngopManHonuoe NHCHLMO LA CHERHAMNCTOR 1B ofaacTa 3APABOOXPANENHN B0 npenapaty Tuposoa

or: 21 pespaan 2019 roan

Undopmaunonnoe NUCbLMO U1 CHIEUHANHCTOB B ﬁﬁ.nac"fn
3APABOOXPAHEHHS M0 NPENaparty Tupozon®

(HPHMCHIMO 53 Dpeaesiami Eponciickoi IKOHOMHMECKOH 30HbI)

Hpeamer:

FausHirean:

ABTOp:

ﬂﬂ‘l‘ﬂ NOJVOTORKH JIBHOTO JOKYMCHTHL

Jexapersennpic  npenapaibl,  CoAepKALIHC
kapbumazon  HAH  THaAMa30a  (CHHOHHM:
sernmazoa) (1) pHCK  passHTHSL  OCTPOTO
nankpeatura u (2) obuonacnue undopmainn o
pHCKAX, CBH3AHUBIX ¢ HpHMeneHHeM
ACKAPCTBCHHOTO npenapara BO BpeMil
fiepeMeniocTy

«Mepr KI'aA»

O pankdyprep Wrpacee, 250

D-64293 dapmurvanr

Teaedon: +49 61 51-720

Teaedare: +49 61 51-72 69 14

Y. noura: GlobalDrugSafety@merckgroup.com

J-p Byman Yannaiiax (Dr. Bushan Channaiah) n
t-p Hopxu Taitpoys (Dr. Yorki Tayrouz)

Crapuiie MejiRHECKHE AHPEKTOPA
I'noGanshpiii oracs no 6e3008CHOCTH RAUHEHTOR
Aorysen T noanuean JIeKTpoHioi oANnncs0

21 despaan 2019 roaa
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HiudopManHONIOe NHCLMO A5 CHEUHAANCTOS B 004aCT1 JpaBooxpancug 1o apenapaty Tuposoa
or: 21 denpans 2019 roan

YiwwaeMuil Meainmneknii paborus,

000  «Meprs,  spsioniica  npeacrasnieaes B POCCH - ACpKaTEAs  PeruCTPauHOHHOIO
VAOCTOBCPEHKA Ha tpenapar Tuposoak (THamason), rabactki. nokpbiThic i¢HouHol 06onoukoi 5
M1 10 M, o coraacosammo ¢ Megepainnoii caykGoit no nauopy B cepe 3ApaBooXpaycHua
coobmaer Bam cieayiomee:

Pesiome
(1) Prek pasBuTus 0CTPOro nanKpearuTa

*  lloayuenst  coobienus 0 PAIBHITHH  OCTPOIO  NAHKPEATHTA  [IPH TEPAHHH
KapOHMaz0a0oM/THaMa30A0M.

¢ B cayuae passuIHg OCTPOIO HAHKPEATWTa Tepainino kapluMasoioM/THaMasonoM cieayer
HPEKPATHTL HE MU TCABHO,

¢ [1OCKOABKY DOBTOPHOC HASHANCHHC HPCIKIPATOR MOKCT HPHBECTH K PEUMWHBY OCTPOrO
NAHKpeaTHTa ¢ 00JCe KOPOTKHM BPCMCHCM  DAiBHTHA  ABJICHHMA, ITH JICKAPCTBCHHBIC
NPENapaThl He CACAYST HA3HAUITL NAHMCHTAM © OCTPLIM [IGHKPEATHTOM 8 aHamiese,
BOZHHKILHM 110CAEC IPHMCHCHH KapOHMato a/ THaMasona.

(2) Obuosaenne uHGOPMAUHN 0  PHCKAX, CBN3AHHBIX € NPHMEHCHHEM
JCKAPCTBEHHOIO NPEnapaTa Bo Bpemst GepeMeHHOCTH

. 1]pﬁ;’lﬂ()i!ﬁ[‘éit’ﬂlﬁ. HTo xapéumamzt WHoero akTusHbiil MeTaloanT THAMAZ07 BLI3LIBAIOT
BPOAACHHLIC NIOPOKH PDABBHTHA TIPH NIPHMCHCHHH B nepHos Gepcmemmc*rm B ocobeHnocTH 8
HEPBOM TpHMCCTRC 6@}‘)&3&16”“06’?% H B BLICOKHX JI034X,

e OKennptnam, cnocobnniv « ACTOPOAACHHIO, CICAYCT HCNOALIORATL 7)(}?(;?(3!&’?5%8!5%;&(3 CpeicTaa
KOHTPAUCHIHE B HCPHOL TCpanni KE&{)6H&!E}’iiifiﬁﬁf‘fﬂa!slﬁfliliii‘)ad.

o JUB HPOGRAAKTHEN CCPLEIBIX OCAOKHCHUE Y METEPH M N304 GEPEMCHHBIM KeHWMIM ¢
PHICPTHPCOIOM CACAYCT HABHAUNTL BACKBATHOC JACHCHHE.

*  KapGumason/rmamaton & nepnoj GCpeMCUHOCTH  CACAYCT NPHMEHATH TONLKO NoCHe
THATCIBHON  HBAHBIAYAILHON  OUCHKH  COOTHOWICHUS  NONLIL/PHCKE MW TOALKO B
MUHHMANLHOI adderTusioil  a0%e §e3 AONOAHHTEALIOIO  NPHMCHEHHS FOPMOHOR
IUHTOBHIHON KC3LI.

*  Hlpn apssencini kapOuvaoy THaMaosa i HEPHOL BEPCMEHIIOCTH  PCKOMEHAYETCA
THIATCHbHBLIA MOHWTOPHHI COCTOAHRA SA0POBLY MATCPH, NIOAQ HIH HOBOPOWKACHHOTO.
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HugopMannonnoe NHCLEMO A3 CHENHATNCTOR B oBARCTH JAPABOOXPARCHNA NO UPLRAPATY Tuposoa
ot: 21 dpenpansn 2019 roan

Ocnosnast undopmauns 1o npodiemam 6E30NACHOCTH

Obmas nudopmanns

JleKaperBeHHbIe NPEAPATH KaphuMaIona HAH THIMAZOA NPHMEHAIOT A ACUCHHA THHCPTHPLO3E,
REIOMINR

o KoHCepBATHBHOC JCHCHUC FHELPTHPCOA, ocobenio npr HeGoupiios pasmepe 3004 wian ¢ro
OTCYTCTBHH,

¢ TloArOTOBKY K ONEPATHBHOMY JICUEHHIO BCeX GOpM rUnepTipeosa,

e TTOArOTOBKY K JICHCHWIO PAAHOAKTHBIEIM HOAOM, B 0COBCHHOCTH Y NALHCHTOB C THACIHIM
THICPTHPEOOM,

o TICPEAOMIYIO TEPANHIO HOCIC ACUCTHN PUAHORAKTHBHBIM S0/10M.

o [IpodHAAKTHIECKOE JCHECHHE Y NAIHCHTOR ¢ GCCCHMITOMMUBIM THICPTHPCOIOM. ABTOHOMHLIMH
AACHOMAMH AN € HUIBHHENM B GHAMUCIC THICPTHPCOSL, Y KOTOPLIX B 0DS34TCILHOM NOPAAKE
naaHupyeTes BodaeHeTsue Hoaom (1., ofC/CAOBAHKE € HCHOAB3OBAHHEM CoAcpXailero Hoa
KOHTPACTHOTO BEUICCTBA),

Prek pasBHTHSI OCTPOTO HAHKPEATHTS

B paMkax HOCACPCrHCTPAUHORHOIO HaBMioAcHHs 10AYUCHbl COODLICHHS O Pa3BHTHH OCTPOro
HAHKPCATHTA NPH IPHMCHEHIN JICKAPCTRCHILIX NPENapaTon kKapbHMA30/1a MK THAMABONA, BKIHOMIS
HECKONLKO CHYUACH, /A% KOTOPLIX IPOJICMOHCTPHPOBANA NPHYAHHO-CACACTBEHHAA CBASD.

XOTH MEXaHH3IM PASBHTHA  HAHHOIO ABACHHA  11A0X0  HIYHCH, JMH3I0AL  peuManBd OCTPOro
HankpearuTa ¢ Bonee KOPOTRKHM BPCMCHOM DASBHTHA ABJACHHA OCHC NOBTOPHOrO NpHMCHEHWA
%{a;?ﬁii?elél“%iifiiif? HAMHTIOA MOTYT CBHACTTALTROBATL ol HMMYHOAOTHUYCCKOM MOXUHHIMC,

Flannenias, v KOTOPBIN PAIBICICK 0CTPhifl TRMIKPEHTHT HOCIC NPHMCHCHHS  KapOumasona nan
THAMAIOAR,  CACAYCT  OCI0TIATEALIO  NPCPRATH  TCPANKIO  JCKAPCTBCHHBIM - (PCRApaTamMu
capbumaiona/ruamasona.  Tepamno  KapOUMIIOIOM/THAMATONOM  3aIPELIEHO  BOIODHOBIATS.
Haumenram  CAeAyeT  HAMAYNTL  WIKTCPHATHBHYIO  TCPANIMIO,  HMCXOJ M3 Pe3yAsTaTos
HHJMBHAYAABHON OHCHKH COOTHOIEHIA BOANIBEPHCKA,

(A;H.‘;l}'i.‘l HOKJHOUMMTL HOBTOPDHOU BasiaicHnge K:x;’sﬁl’l:\ﬁl“i(’-*}lﬁf'f'3132%\!3’30;1& ¥ NAHHCHTOBR, NCPCHCCIINX
QCTPHH HAHKPLATHT NOCHT NpRIMCHCHny Ki!{)ﬁﬂ!\ﬁ”i)}la WK THEMA30ME, TOCKOJLKY 3710 MOKCT
HPHBCCTH K PCHILTHBY HOTCHHIKBHO VIPOAGHOIICTO AHINH OCTHOTO NAaNKpeaTHTa c Hoace KOPDOTKHM
HDCMOHEM IO DAZBHTHA ABICHIHA.

i
[«
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Hudopsmanaonioe BHCHLMO A8 cHeBUaIneToR B obaacti Japasooxpancuns no upenapary Tupozon
or: 21 denpaan 2019 roaa

Hudopsanus 0 JCKaperseHibiX upenapatax kapbusatonauamazona Oyiaer obuonnena nyres
BEIOUCHHA  HOBOTO  HPOTHBROBOKEIANHA K TIDHMCHCHHIO Y DAUMCHTOR, HCPCHCCHIHX  OCTPLIY
NAHKPEATHT NOCHE HPUMENCHHS KIPOHMAI002 MM THAMAIO .

Obuosaecnne  vuupopManHl 0 PUCKAX, CBS3AHHBIX  ©  NpPHMEHCHHEM
JCKAPCTBEHHOIO Npenapata so spems Hepemennocta

JLae HeeMoTPA 1A TO, UTO DIHACMHOJOIMHYECKHC JUHHBIC OCTAIOTCA IPOTHBOPSHHBLIMH, POCT PHCKA
BPOWUICIHHBIX  OPOKOB  PAIBHTHY Obll  NPOACMOHCTPHPOBAH B PETPOCHCKTHBHLIX  KOIOPTHHIX
HCCACAOBANHAN, KOTOPLIC XaAPAKIePHIYVIOTCH DOABIMMI TPYIIAME  NALHEHTOB, NOAYHABLINX
KapOHMEI0 THAMAR0HA B NEPBOM TPHMCCTPE (epeMeniocT,

Braaa MUTCPDHHCKOTO FHICPTHRCOIA B PUCK HTONBCHHN BPOWACHHBLIX NOPOKOB 1I0X0 H3YYCH.

B pamkax mnuaeMHOZ0MHMECKHX HeCheAoBannil noayaen neGonnitol o0beM AZUNLIX O TOM, 4TO
fonce BHICOKHE J03b1 KAPOHMAIOAATHAMAION MOTYT ObiTh aCCOUMNPOBAHBI ¢ GONCE BHCOKHM
PHCKOM BPOKACHHBIX NOPOKOB PAIBHTIGE B Cpasienny ¢ Sosee HHIKoil 1030,

Bee merta-amaimin, npoBejcHinic K HACTOSHIEMY  BPCMCHH, NPOASMONCTPUPOBAIH POCT PHCKA
BPOWACHILIN - TIOPOKOB  PaBsiius  (pH npiseneinn KapbuMalona/TuamMasona B nepuoj
Depeseniocty,

PesyanTarsl A8YX KPYNHBIX PETPOCHCKTHBHLIN KOTOPTHBIX HCCACAOBAHMI TaKIKe HOATBEPHKADIOT, YTO
AEPEXOA MEKAY PASHLIMH AHTHTHPCOHIHELIMI IPCNAPATAMH 8 TICPBOM TPpUMecTpe GepeMennocTH He
NPHHOCHT 1OJIBIBI € TOUKH 3PCHMS HACTOTHE KPYNHBIX BPOKACHILIX NOPOKOB PAIBHTHS.

Mexanmise passuruns ombpuonatii na Gone  npuMelcHis KapOHMaI0N/ THAMA30AE  OCTACTCR
HCHIBECTHLIM,

AHAINS HNHZ0/108, ONHCAHHBIX B CHONTAHHEX COOBICHUSX, HPOJACMOHCTPHPORAN ONPEACHCHHYIO
KaPTHRY BPOKACHHBIX NOPOKOB PAIBUTHA NPH (PHMEHCHIH KapOHMAa30ia/THaMA30a 1 nepHoa
BepeMentocTH.

Bpomaennas annasus Koxu u nopoku paseHtHa HCPCITHO-JIHUCHBIX CTPYKTYD {(QTPEius Xoau:
ARUEBOT Jcopainis) npeactanasan coboii nanbonce wiacThie BPOKACHHBIC NOPOKH PAIBITHA.
Kpome LOT0. HONYHCHBL HCOMOKPATHLIE COODUCHIY 00 HHBIX BPOKACHHBIX 110POKAX PUsBHTHS,
BRHOUAA IMODHOHAILUBIC TPLIKH, ATPCIHIO NHICBOAL, AHOMAHS NYTOHHO-BPERECHHOTO NpOTOKA
HICPICKT MEIKKCIY TOMKOBOT HEPEIOpOLKH,

Hozasasmoutee SoABUMNCTBO  BPOKACHHBIX HOPOKOB PAIBHTHA, OTMEUCHMBIX NPH HPHMEHCHHN
KapOUMATONA/ THAMATO A, ACCOIUPOBANGC), © NpUMEHeHHEM  KapBumazona/THamazona g HEPBOM
rpusmecTpe GepemeniocTi,

YUHTBIBAS BCC HMCIOUIHECS JHILIC, KCHIHHAM, CHOCOBHMM K ACTOPOKACHNIO, PCKOMEHVETCH
HENOABLIOBATEH HPPEKTHBHLIC CPLICTIN KOHTPALC MK NPH TepaitHi KapOHMAB0A0M/THAMAZ0A0M,




e . nary 1 er gy gy
Hndropmannonioe HcLM0 A8 CHEUBBANCTOR B 0DIacTi JIPAaBeoXpancans no upenapaty Tupoion
or: 21 genpuan 2019 roaa

Tt:y?ilﬂiﬂn Kilf’iﬁirlMil'ii)ﬁ(ik!f"l“iiéh\ﬂl'S()iiUM B Hepiog GL‘[)CML‘HHHCTH CACAYCT HA3HAMATE B CHTYAUMAX, 8
KOTOPLX APCARHCAHHAR TCPAIH HepBONpHYNNOre sahoscsanns (‘THPQQH;",l’..)l{“l”()?»iM}l HAH TCpanyy
o2 §

PAAHOIKTHBHLIM HOJ0M) HC HPHCMICME HICPCL JNETHEM H B CIYYAE HOBBIX NPOSBACHHI penmausa -
B NepHOL GepeMeiocTH, & TAKKC B CAVHAC HEIAIAanpoRan O GepeMeHiocTi,

Tepanmo kapduMasoNoM/ THAMAB0I0M & HCPHOL GEPCMCRUOCTH CARJIYET HPOBOAHTH TOALKO 110C/H¢
THATCALHON  HIMBHIYAILHON QUCHKEN COOTHOICHNA  HOILBEYPHCK W TOJNBKO B MHHHMAILHOHN
Sphexruriod fose 623 A0N0IHITSALNIOIO HPHUMCHCHNS TOPMOHOB IIHTOBHAHOMN REIL3bl, YUHTLIBAA
PHCKW  MaTepuickoro  saboiesaiug v upeanoaaracMuiil TepaToreHnniil noteHunal
KapGumazoaa‘rnamasona,

Hpw nprseneni kapBunasona B nepioi HepeMeHiocTH peKOMEHAYETER TiuaTenshoe yabmoacnue
MATEPH, NAG/LA H HOBOPOXKACHHOIO.

Mudopmanua o npuMencHin ACKapeTBeHHbIN  PCHAPATOR  KapObuMaiona HiM ero akTHBHOIO
meraboanta THamasona Oyjer o0HOBICHA NYTCM BKINOYCHHA PEKOMEHARUNH 00 HCNOALIOBAHHY
MPCKTHBHBIX CPCACTH KONTPAICTIIHI HPI Tepaiing,

HeoGxoaumocers coobmennst undopmauum

Coobienne  MBPOPMAIHI 0 HEKCIATCALHBIX  PCRKHUSX  HA  HOCTPEIHCTPALHONHOM  yTalic
KHBHCHHOPO HHKID JEKAPCTREHHOIO  CRCACTBE ABHACTCH  OMCHD  BAXKHBLIM, Ono  nossosaser
OBCCIICHHBATL nm’lpcpbmnbxﬁ MOHHTODMHE  COOTHOICHHS CIOAJIL3A-PHCKD  NCKAPCTBEHHOTO

npenapata. Cneusannetas B oBAacTi LPABOOXPANCHHA HCOOXOAHMO COOBLITL O HEKCAATSALHBIX
PEAKIMAN B HOPHAKE, YCTAHOBACHIOM COOTBCTCTRYIONINM 3AKOHOJATENLCTROM.

Konrakrunan nndopmauns komnannu

Lo Bam 1pebyeres A0n0aHHTCABHAS MeHUHICKAs HIGOPMaIMA 0 THAMA30E/ HEKapPCTREHHOM
npenapare Tuposon®, wan ecam Bwi xormure nonyunts OyMaHYI0 KOTHIO HHCTPYKUMH 10
ME/IHIICKOMY TIDHMEHCHHUIO JACKAPCTBCHHOID npenapara. nowanyicra, o6parsiecs K

QOO0 «Meprs

Pocaniteras Deacpaiin, 115054, Mocksa, v Baaosan, 135

res: +7 (495 Y17-33-04

thare: +7 (495) 937-33-05

e-mail: safetyiaimerck.ru




