MHUHHUCTEPCTBO 3/IPABOOXPAHEHHUSA POCCUUCKOM ®EJIEPALIUA

HHCTPYKILIMA
10 MEJTULIUHCKOMY ITPUMEHEHMUIO JIEKAPCTBEHHOTI O ITPEITAPATA
CUMITIOHU®

HOMEP PETUCTPAIIMOHHOTI'O YAOCTOBEPEHMUMA: JIT1-001686

TOPI'OBOE HAUMEHOBAHHUE: Cumnonu®

MEXAYHAPOJHOE HETIATEHTOBAHHOE HAUMEHOBAHHUE: ronrnmymat
JJEKAPCTBEHHAS ®OPMA: pacTBOp ISl TOAKOKHOTO BBESHHUSI

COCTAB:

B 0,5 M pactBopa coaepxxutcs oeiicmeyroujee eeujecmeo ronumymad 50 mr.
Bcnomozamenvnule eeugecmsa: copburon 20,5 mr, ructuaus 0,44 mr, nomucop6ar-80 0,075 mr,
BOJa I HHbeKIMi 0,5 M1

OIINCAHME: npo3payuHblii KK ONATECHUPY FOIIHH, OSCLBETHBIH HIH CBETI0-KEITHIH PacTBOP.
OPAPMAKOTEPAIIEBTUYECKAS T'PYIIIIA: unrubutopel ¢axropa HEKpo3a OIMyXO.H
ansa (PHO-w)

KO ATX: LO4AB06
®APMAKOJIOTMYECKHE CBOMCTBA
PdapmakoaAHHAMHKA

Fomumymab — 3TO  4eloBeueckHe MOHOKJIOHAIbHBIE aHTuTena kiacca IgGlx, kotopseie
BBIPA0ATHIBAIOTCS JIMHHUEH KIETOK MbIIIMHONH TUOPUAOMBL, MOTY4YEHHOW C NPUMEHEHHEM

TexHosnoruu pekombunantHoi JIHK.

Mexanuzm oelicmeus
Fomumymab — 9TO  YelOBEYECKHE MOHOKJIOHAIBHBIE —AaHTUTENA, KOTOphle 00pasyroT
BbICOKOadhHHHBIE cTaONUTBHBIE KOMILIEKCHI «AHTUT€H-AaHTUTEN0» KaK C PACTBOPUMBIMH, TaK U C
TpancMeMOpaHHbIME OHOAaKTHBHBIME (opmamu dakropa Hekposza omyxomu anbda (@HO-a)
yesioBeka, nmpeaorspamas ces3biBanne ®HO-o ¢ ero penentopamu. IToBblueHHas dKCIPECCHS
®HO-o. HabmomaerTcss NpuH XPOHHYECKUX BOCIATHTENbHBIX 3a0071€BaHMSX, TakKHX Kak
peBmarouanbii aptput (PA), a Taxke Mpu CHOHAMIOAPTPUTAX, B TOM YHCJIE NICOPHATHYECKOM
aprpure (IIcA) m akcuampHOM cnoHgwaoapTpure (aHkmiosupyromeM cnonguaure (AC) u
HepeHTreHorpadhuueckoM akcuaabHOM croHauwnoaprpure). ®HO-o urpaer BaxHy0 poib B
Pa3BUTHH BOCTIAICHHS U A€CTPYKLMH CyCTAaBOB, KOTOPbIE XapaKTePHBI JIsl 3TUX 3a001€BaHUH.
DapmakoounamuuecKue ceolucmea

Casi3piBanne ®HO-o uenoBeka romuMymMadoM NPHBOAUT K HHIHOMPOBAHUIO (WM MOABISHHIO)

SKCIPECCHH MOJIEKYJT aAre3iH, B TOM ynciie E-ceqeKTuHa, MOIeKy 1 aAre3ut COCy IMCThIX KIETOK
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JITT 001686-1803

(VCAM-1) u monexyn mexkaerouHoit aaresuu (ICAM-1), Ha MOBEPXHOCTH 3HAOTEIHATLHBIX
knerok. Kpome Toro, rommmyma® wuHruOupyer wunayuuposanHyro OHO-o cekpeunio
unrepneiikuga MJI-6, UJI-8 u rpaxynonurapHO-MakpodaraisHOro KOJOHHECTUMYTHPYOLMIErO
bakropa (I'M-KC®) vuenoBeYeCKMMH JHIOTEIHATBHBIMH KJIETKAMH. [n Vivo JIeYeHHE
roruMyMaboM 3HAYMTETbHO 3aJePKUBATIO MOSBICHHE KIMHHYECKHX CHMIITOMOB Y MBIMEH C
UHYLMPOBAHHBIM apPTPUTOM, A TAKXKe 3HAUUTETBHO IMOJABISUIO AKTUBHOCTBH MATOJOTHYECKHX
NPOLIECCOB B CYCTaBax.

Ipenapar Cumnonu® okassiBai 3G PeKTHBHOE MOIYTMPYIONIEe AEHCTBHE HA YPOBHH MapKepOB
BOCMIA/IEHHs M TTOKA3aTe/IN KOCTHOro MeTaboau3Ma y MauueHTOB ¢ pa3TuIHbIME 3a00/1€BAHUSIMH.
B uactHocTH, OTMeuanochk cHmwkeHue ypoBHs C-peaktuBHoro Oenka (CPB) mo cpaBHeHHio ¢
rpynmoii mwiane6o. INpenapar Cumnonn® BBI3bIBAT 3HAYUTETBHOE CHHIKEHME ChIBOPOTOYHBIX
yposueit HJI-6, ICAM-1, marpukcHOit MetautonporenHasel-3 (MMII-3) u cocyaucroro
snporenuanbHoro paxropa pocra (VEGF) no cpaBHenuto ¢ koutponem. Kpome Toro, ormeuanocs
cHwkenne yposHsi ®HO-a y marmentos ¢ PA u AC u xonnentpamuu MJI-8 y marmentos ¢ IIcA.
OTH n3MeHeHus HaOMIoaaIHCh IPH IepBOM 00cie10BaHuy (4-51 Hee1s1) T0C/Ie BBEASHHS EPBOi
103b1 npenapara Cumnonu® u coxpassuuce 10 24-it neaenu. [pumenenue npenapara Cumnonu®
¢ merorpekcarom (MT) niu 6e3 Hero NPUBOANIO K 3HAUMTEIbHBIM H3MEHEHHUSIM ChIBOPOTOYHBIX
YPOBHEH HEKOTOPbIX MAapKePOB KOCTHOrO Meradonm3mMa (yBeIHYeHHe YPOBHEH OCTEOKaIbLMHA U
N-TepMHHATBHOrO  NpoNenTHaa  NpokoulareHa | [Tuma W CHIDKEHHE  YPOBHS
JIe30KCUITMPUANHOINHA) Ha 4-i1 Hexene. YKa3aHHbIE W3MEHEHHs OHOMapKepOB COINIACYIOTCS C
yIydIleHHeM KJIWHUYEeCKOro TedeHus: 3abo/eBaHMs | B BHJE YMEHBIICHHsS BOCHAISHHUS,
YBEJIUYESHHUS] POCTa KOCTHOM TKAHU U MOJAABISHUS ee pe30opOumu.

dapmMaKkoKHHETHKA

Bcacwieanue

ITocie OAHOKPATHOrO MOAKOKHOTO BBEASHHS ronumymada 3710poBbIM J0OpOBOIBLIAM HIH
nanpeHtam ¢ PA cpeaHee BpeMs JOCTIDKEHUS MAaKCHMaJIbHOW CHIBOPOTOUHON KOHLIEHTPALUH
(Tmax) cocTaBasuio ot 2 a0 6 aueil. ITocne moakoxHoro BBeaeHus: SO Mr romumymada 310pOBbIM
I00pOBOJIbIIAM MAaKCUMAaIbHAs CBIBOPOTOYHAS KOHLUEHTPAUHs (Cmax) cocTaBuna 3,1 £ 1,4 Mxr/mi
(cpennee = crangapTHoe oTkiIOHeHHe). Ilocie nmoakoxHOro BBeA€HUS Cmax M IUIOIIAAL TOX
KpuBOi «koHUIeHTparusi-Bpems» (AUC) Bo3pacTanu nponopruoHaIbHO 103€ B JHANa30He 103 OT
50 o 400 mr.

BcaceBanne romumymada ObLTO CXOAHBIM IOCTE OAHOKPATHOro BBeaeHHMst 100 Mr moa koxy
ieya, XuBota U Oezapa, a cpexnsis abcomoTHast OuogocTynHocTh cocrasuiaa 51%. Yuutemas

NPAKTUYECKH MPOMOPLHOHATIBHYIO 103€ (hapMakOKMHETHKY roaumymada mocie MoAKOKHOrO
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BBeAeHus, abcomorHas OwmomoctymHOCTh A03bI SOMr mim 200 Mr roammymada a0/KHA
COOTBETCTBOBATh TAKOBOM 17151 10361 100 Mr.

Pacnpedenenue

[Tocne OAHOKPAaTHOrO BHYTPHBEHHOTO BBEJSHMS Iperapara CpeaHHi o00beM pacrpeneieHus
cocraBmi 115 + 19 m/kr.

Buigeoenue

Cucremssblii xiupeHc roaumymada cocraBun 6,9 + 2,0 ma/cyt/kr. Ilepuoa mosyBbIBeeHHS Y
310pOBBIX 100poBobLeB U maiueHToB ¢ PA, IIcA, AC win SIK (13BeHHBIM KOJIUTOM) COCTaBHII
12 £3 cyT.

VY nauuentoB ¢ PA, IIcA wiun AC, nonyyaBmmx roauMymad MOAKOXKHO B 03e S0 MI KaKIble
4 HenenH, CLIBOPOTOYHBIE KOHLIEHTPALMU JOCTUTATH PABHOBECHBIX YpOBHE#H Ha 12-it Henene. [Tpu
coyetaHHOM npuMeHeHMn MT M moakoHOro BBeAeHHs ronumymada B 103e 50 Mr kakable
4 Henenu MeauaHa (+ CTAaHAAPTHOE OTKJIOHEHHE) PABHOBECHOH MHUHHMMAIBHON CBHIBOPOTOUHOI
KOHLIEHTPALMH cocTaBuia okoao 0,6 + 0,4 MKI/MJI y MalMeHTOB C akTHBHBIM PA, HecMOTps Ha
tepamo MT, okomno 0,5 = 0,4 MKr/M y mauueHToB ¢ akTHBHBIM IICA 1 0x0:10 0,8 + 0,4 MKr/mn
y mnauueHToB ¢ AC. MuHumanbHasi CpeaHsisi PaBHOBECHAsT CBHIBOPOTOYHASI KOHLIEHTPALHSI
rorumymala y ManueHTOB ¢ HEePEeHTreHOrpapuuecKuM aKCHATbHBIM CIIOHAWIOAPTPUTOM ObLia
COmocTaBUMa ¢ TOH, KoTopas HaOmoaanace y mnamueHToB ¢ AC, moJydyaBIIMX TroauMymad
HOI[KO)THO B 103e 50 Mr kaxaple 4 Hexenm.

V nauumenros ¢ PA, IIcA nmu AC, He nomy4aBImmx comyTCTBY 01Ty 10 Tepanuio MT, paBHoBecHbIE
MHHHMAJIbHBIE KOHIEHTpAHu roaumymaba Obuti nmpuMepHo Ha 30% Hioke, 4yeM y MalHeHTOB,
noryudsmux roaumymad ¢ MT. Ilpu nomyasumoHHOM (hapMAKOKHHETHYECKOM AaHAIU3e Y
nauueHToB ¢ PA taxke ObU10 MOKa3zaHo, 4TO coyeTaHHOe nmpumeHeHue MT MOxeT npuBeCTH K
CHIDKEHHIO K&KYLIerocs KiupeHca ronumymada Ha 36%. TeM He MeHee, COueTaHHOe MPUMEHEHUE
HECTEPOUIHBIX MPOTHBOBOCIIATHTEIbHBIX IPENapaToB, MEPOPATbHBIX KOPTHKOCTEPOMIOB HIIN
cynbdacanasuHa He OKa3bIBAIH BIUSHUS HA KOKYIIHICS KIUPEHC romumMymMaba.

ITocne BBeaeHHs ABYX MHAYKUHMOHHBIX 103 (200 mr Ha Hezxene 0; 100 Mr Ha Hezene 2) u ganee
noaaepkuBaromux 103 (50 mr win 100 mr kaxasie 4 Hexenun) y nauueHTos ¢ K cbiBopoToUHbBIE
KOHLIEHTpPALMH roluMymala JOCTHrajd PaBHOBECHOTO COCTOSIHHSI MPUMEpPHO Ha 14-ii Hexene
nocsie Havyana tepanun. [lpu ucnonszosanuu 50 mr wim 100 mr roauMymada nmoaAKoXKHO Kakable
4 Hemenu BO BpeMs MOAIEPIKUBAIOIIEH TEPANMi MUHUMAIbHAS ChIBOPOTOYHASI KOHLIEHTPALMs B
PAaBHOBECHOM  COCTOSHMHM  coctaBisiia okomo 0,9+ 05 mkr/Mn  u 1,8+ 1,1 Mxr/ma

COOTBETCTBECHHO.
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V maumenTos ¢ SK, moayyasmux romumymad moakoxHo mo S0 mr wiu 100 Mr kaxasle 4 Heaemu,
COBMECTHOE HCIIOIB30BAHHE ¢ MMMYHOCYNPECCAHTAMH HE OKas3bIBA10 BUAMMOro 3ddexra Ha
MHUHHMAJIbHBIE PABHOBECHBIE KOHLIEHTPALUH roIHMy Mada.

[TosiBieHne aHTuTeNn K roauMyMmaly OOBIYHO CONPOBOXKAAETCS CHWKEHHEM MHMHHMMATbHBIX

PaBHOBECHBIX CHIBOPOTOUHBIX KOHLIEHTpALUii rouMyMada.

Juneiinocms

V nauuentoB ¢ PA ¢apmakokuneTnka romuMymada Obl1a MponopLUHOHAIbHA J03€ B AMANa30He

or 0,1 xo 10,0 Mr/kr mocie OAHOKPATHOrO BHYTPHBEHHOro BBeAeHus. Ilocie oaHOKpaTHOro

NOAKOXKHOIO BBeJeHHs roaumymaba 3J0poBbIM  100poBoibLAM  (hapMAKOKMHETHYECKHE

moKasare; i ObUTH MPONOPLMOHAIBHBI 103€ B Auana3one 103 ot 50 10 400 mr.

Bauanue maccet mena Ha papmakoKuHemuKy

[Tpu nomyasiuuoHHOM (apMaKOKHHETHYECKOM aHAIU3€ BBISBICHA TEHACHIMS K YBEIHUYEHHIO

KQXyIIErocs KINpeHca roruMymada npy MOBBIIIEHUH MACChl Tea.

Jlemu

dapMakOKHHETHYECKHE MapaMeTpsl romuMymMada usydanucek y 173 gerelt B Bo3pacte 0T 2 10

17 ier ¢ MOJMMAPTUKYJISPHBIM IOBEHWIbHBIM Hanonatuueckum aprpurom (nfOHMA). B

uccnenosanuu nFOHA y nereit, moayyaBmmx roaumyMad mogKoKHO B 103¢ 30 Mr/m? (MakcHMyM

50 Mr) kaxzaple 4 HeJenaM, MeauaHa MHHMMAIbHON PaBHOBECHOM KOHLIEHTpamuH roaumymada

Obla CXOHOM | Cpeay AeTell pas3iIMyHbIX BO3PACTHBIX IPynm W ObLia CXOAHOH MM Crerka

TNpEBBILATa TAKOBYIO Y B3POCIBIX mauueHToB ¢ PA, nmomydaBmmx roaumymal B g03e 50 mr

Kaxaple 4 HeJaeIu.

Pe3yabTarhl MOIEIMPOBAHUS MO ISLHHOHHOMN (apMakoKuHEeTHKH / papMaKoMHAMUKH Y JETEH ¢

nfOUA noATBEpKAAK0T HAJIMYKME CBS3H MEXKIY ChIBOPOTOYHOM 3KCIO3ULHel ronumMymada u ero

KIMHMYECKOH 3()(EKTHBHOCTBIO W CBHJAETENLCTBYIOT, YTO PEXHM JO3HPOBAHHs ronmmymada

50 mr kaxaele 4 Hepenu y aeteit ¢ mFOHA ¢ maccoit Tena He MeHee 40 kr obecneunBaeT ypoBeHb

9KCHO3UIMHK, CXOJHBIA C TAKOBBIM, IPOAEMOHCTPHPOBABIUIUM 3PPEKTUBHOCTL Y B3POCIBIX

NAIMEHTOB.

IMNOKA3AHUA K IPUMEHEHHIO

PeBmaToH/HbIH APTPHT

IMpenapar Cumnonu® B komOuHatmu ¢ MT NPHMEHSIOT 10 CJIeYFOLIUM MOKA3aHUSIM:

* JIGYEHHE aKTHBHOIO PEBMATOMIHOTO ApPTPUTA Y B3POCIBIX MALMEHTOB, Y KOTOPLIX OTBET HA
Tepanuio Ga3sMCHBIMM TPOTHBOBOCHAIMTEeAbHEIME mpenaparavu (BIIBIT), sxawouas MT,
OKa3aJICsl HeaAeKBATHBIM,

e JIGUEHME TSKEJIOro, akTHBHOIO M MPOTrPeCCHPYIOMIEro PEBMaTOMIHOIO apTPUTa y B3POCBIX

NAIKMEHTOB, He NmoJy4aBmux panee MT.
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[Mpumenenne npenapara Cummonn® B komOuHauuu ¢ MT 3a7epKHBAaeT PEHTIEHOIOTHYECKOS
IPOrpecCHPOBAHUE CTPYKTYPHBIX MOBPEXISHUN U yayumaer ¢pusnueckyro yHnkuuro. [Tpenapar
Cumrnonu® MOXKET MPUMEHSTHCS Y MALMEHTOB, KOTOPhIE PaHee IMOMyYali OJUH WIH HECKOIBKO
uaruduropos ®HO.

IonuapTHKY/ASIPHbIH HOBEHH/IbHbIA HAHONATHYECKHH apTPHT

IMpenapar Cumnonu® B komOunamuu ¢ MT mnokasaH i Tepamud IOJHAPTHKYJISIPHOrO
IOBEHIJIBHOT'O HAMONIATHYECKOr0 apTPUTA Y MALIMEHTOB C Maccoii Te1a He MeHee 40 Kr, y KOTOPBIX
teparmus MT okazanack He3(h(HeKTHBHOM.

IlcopnaTrayecknii apTpHT

IMpenapar CumnoHu® NPUMEHSIOT B BH/€ MOHOTEpAnui wiu B komOunawuu ¢ MT 1st edeHus
AKTHBHOTO M MPOTPECCUPYIOLIEr0 ICOPHATHUECKOr0 APTPHUTA Y B3POCIBIX MALIMEHTOB, Y KOTOPBIX
otset Ha Tepanuio BIIBII oka3ancs HeaqeKkBaTHbIM.

[Mpumenenne npenapara CummoHu®

3a/IepXKUBAET PEHTTEHOIOTHYEeCKOe MPOrpeCcCHPOBAHUE
CTPYKTYPHBIX MOBPEXKACHUI Y NALMEHTOB C CHMMETPHYHBIM NepH(epHUSCKUM TTOTHAPTPUTOM, &
TaKKe yaydmaer GU3HIecKyo QyHKIHUIO.

AKCHANBHBIA CHIOHAHIOAPTPHT

AHKu03upyowuil CnoOHOUIUmM

IMpenapar CuMIOHH® TPUMEHSIOT ISl JICUEHHs TSDKEIOro, AKTHBHOTO AHKHJIO3HPYIOMIEro
CIIOHJWIHTA Y B3pOCJIbl'T( MMAlMEeHTOB, Y KOTOPBIX OTBET HA CTAHJAAPTHYIO Tepanrro oKaszajcs
HEaJEKBaTHbIM. !
Hepenmzenozpaguueckuit akcuaibHylit CROHOULOGPMPUIN

IMpenapar CumrnoHu® NPUMEHSIOT 1151 JIEUEHHUSI TSHKEIOr0, aKTHBHOTO HEPEHTTeHOrpaduyeckoro
AKCHAIBLHOTO CIOHAWIOAPTPHTA C OOBEKTHBHBIMH IPHU3HAKAMHM BOCIAJICHHUS, TAKHMH Kak
nopbinneHne KoHueHTpauun CPB u/iinM COOTBETCTBYIOIINE M3MEHEHHs, HaO/II0Aai0muecs npu
MarHuTHO-pe30HaHCHOM Tomorpaduu (MPT), y B3pOCHBIX NAlMEHTOB, Y KOTOPBIX OTBET Ha
TEpanuil0 HECTEPOMAHBIMH MPOTHBOBOCHATMTENbHBIMA mnpernapatamu (HITBIT) oxasancs
HEaJeKBaTHBIM, WK NpH HanTHuuu HenepeHocumoctr HITBIL

S3BeHHbIH KOJIAT

IMpenapar CumrnoHM® NPUMEHSIOT /sl J€YSHHS! CPENHETSDKEIOr0 H TSDKEIOro aKTMBHOTO
S3BEHHOTO KOJMTA y B3POCIBIX MAlMEHTOB, Y KOTOPBIX OTBET HA CTAHIAPTHYIO Tepamuio (¢
NPUMEHEHHEM KOPTHKOCTEPOMAOB M  6-MEpKanTONypUHA MIH  a3aTHONPHMHA) OKas3aics
HEaJeKBaTHBIM, MJIM NPH HAIHYHH HEMEPEeHOCHMOCTH HJIH NMPOTHBOIMOKA3aHMH K CTaHIAPTHOH

TEpaIHH.
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INNPOTUBOIIOKA3AHUA

* Tl'unepuyBCTBUTENBPHOCTE K AaKTHMBHOMY BELIECTBY WIH K JOOOMY BCIIOMOraTeIbHOMY
BEILECTBY

 Ilpemapar Cumnonu® cozepxur copOuron. IlauueHTam ¢ pEIKMM HACIEACTBEHHBIM
3a001eBaHHEM HENIEPEHOCHMOCTH ()PYKTO3bI MPOTHBOIOKA3aH npueM npenapara Cummnonu®;

* AxtusHblii TyOepkyie3 (TH) wiu unble Tshkenbie HHEKIMOHHBIE MPOLIECCHI, TAKUE KAK CETICHC
1 OMIOPTY HUCTUYECKNE UHEKIUH,

* VYMepeHHas wim Tskenas cepaeynas Henocrarounocts (III/IV knace mo NYHA);

* bepeMeHHOCTS;

* [Ilepuoa xopMiIeHHUS TPy AbIO,

» Jlerckwuii Bo3pact 10 18 ner (mpenmapaT nmpoTHBOMNOKA3aH it Tepanuu nauueHtoB ¢ mlOUA ¢
maccor Tena meHee 40 kr. ¥V nammento ¢ mfOHMA B Bo3pacTe miaame 2-X j1er AeHCTBHE
npenapara He H3y4anoch).

C OCTOPOXHOCTBIO

Nndexnnn

IMepen HasHauenuem npenapara Cumnonu®, B X0J€ TEpaNuM U B TEUYEHHE 5 MECALIEB MOCIE e

OKOHYAHHUSI TMALMEHThl JO/DKHBI HAXOAWUTHCS MMOJA TINATEIbHBIM HAOMIOJEHHEM Ha MpeaMeT

pasButust uHbekuui. B ciyuae pasBuTus TsDKeIbIX MHOEKUMI WIM CEercHca Tepanus J0/DKHA

ObITh peKpareHa (cM. paszzen «l}pomsonoxasaﬂm»).

[Mpenapar Cumnonu® He cieayer Ha3HAYaTh MALMEHTAM C KIMHUYECKH BHIPAXKEHHON aKTHBHOM

nHpexuueit. HeoOxoaumMo cobmmoiaTth OCTOPOKHOCT NPH NpuMeHeHun npenapara CumMnonu® y

NAlLMEeHTOB C XPOHMYECKOH HHOekimeld win peuuauBupyromend undexumeil B aHamHese.

[TanmeHTamM peKOMEHIYeTCs 10 BO3MOXKHOCTH H30erarh BO3/ACHCTBHSI MOTEHUHATBHBIX (akTOpoB

pHcka HH(pEKIMHU.

[Taumentel, monyuaroume Ttepanuio uHruburopamun @O®HO, noasepikeHbl OoabLIEMY PHCKY

pa3BuTusl WH(PEKIMOHHOTO mpouecca. MmewTcs cooOmeHnss O pa3BUTHH OaKTepHATbHBIX

(BKJIOUAsI CETICUC U MHEBMOHHIO), MUKOOAKTEpHAIbHBIX (TyOepKyie3a), HHBa3UBHBIX I'PUOKOBBIX

¥ ONNOPTYHHCTUYECKUX MH(EKIMi, B TOM 4YHCIE C JETAIbHBIM HCXOAOM, Y IAlMEeHTOB,

nosyuapmux uHrubuTopel ®HO, Brmouas npenapar Cumnonu®. Ilpu 3TOM y NAUMEHTOB B

OCHOBHOM HaOmi0a/1ach JMCCEMUHHPOBAHHASI, a HE MeCTHasl uH(pekuus. B HeKOTOphIX cayyasx

cepbe3Hble MH(EKUUH pa3sBHBAINCH Yy NALMEHTOB, IMOJYYaBIUUX COMYTCTBYIOIIYIO TEParuio

UMMYHOCYTIPECCAaHTaMH, KOTOpasl, Kak M camMo 3abosieBaHMe, NMPEapacrojaraeT K pa3BHTHIO

uHpekumit. I[TauueHTsl ¢ HOBBIMH CIydYasMH HH(EKUHOHHBIX 3a0071eBaHUIl IO/DKHBI ObITH

TmatensHo obcienoBanbl [Ipumenenue npenapata CUMIOHM® JOMKHO ObITH MPEKPAIIEHO B

CIydasix TsDKeIbIX MHQEeKUHH WIM cerncuca ¢ MOoCaeayoIMM Ha3HAaYeHHEeM COOTBETCTBYIOIIEH
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aHTHOAKTepHATbHON WM NMPOTHBOTPHOKOBOM TEparMy, BILUIOTH A0 KOHTPOIS HHOEKLIHOHHOrO
nporecca.

Ilepex HayaIOM WK B IpOLIECCE JIeueHus npenaparoM CUMIOHK® NAalMEHTOB, MOCEIABLIMX WK
NPOXHMBABIIMX B PErMOHAX, SHAEMHUYHBIX [10 HHBA3HBHBIM MMKO3aM, TAKMM KaK T'MCTOILIa3MO3,
KOKLIMIHOHIOMHKO3 MM 671aCTOMUKO3, HEOOXO0ANMO TIIATENHHO B3BECUTH BO3MOXKHYIO MOJIb3Y U
puck nevenus npenaparoM Cumnonu®. V NauMeHTOB B 30HE PUCKA, MOTYYAIONIMX TEPAITHIO
npenaparom CUMIOHK®, IPH BO3HUKHOBEHHH CEPLE3HOrO CHCTEMHOTO 3a00/1€BaHHs HEOOXO0AMMO
YUHMTBIBATh BO3MOXKHOCTh PA3BUTHUSI HHBa3UBHOIO MHUK03a. Y HEKOTOPBIX MALUEHTOB C AKTHBHOM
MHOpeKIuel pe3yJbTaThl aHATH30B HA AHTHUIEHBI M AHTHTENA MOIYT OBITh OTPULATEIbHBIMH.
HeoOxoauMo paccMOTpeTh BO3MOXKHOCTH HA3HAYEHHS! OMITMPUYECKON MPOTHBOrPHOKOBOIL
Tepanuy emle 10 3aBepIIeHMs MpoLecca AMArHOCTHKU 3a0oneBaHus. PelneHue o Ha3HAUYSHUH
OMIIUPUYECKON MPOTHBOTPHOKOBOMH Tepanuu JODKHO OBITh MPUHSTO C YYETOM PUCKA Pa3BHTHUS
TSDKEIOr0 MHUKO03a U PUCKA, BOSHHKAIOLIETO MpPH MPHMEHEHUH MPOTUBOrPUOKOBOMN Tepamuu, 1o
BO3MOKHOCTH, IIOC/I€ KOHCYIbTALMHU C BPAYOM-CIELUATHCTOM B 001aCTH THArHOCTUKH U JISYSHUS
MHBA3UBHBIX MHKO30B.

Tyoepkynes

Coolmanucey ciayyad pa3BUTHUSI aKTUBHOTO TyOepKyjes3a y MalHeHTOB, MOJyYaBIIUX TEParHio
npenaparom Cumnonu®. BonpmmHCTBO ciyuaes  TyOepkysiesa ObUIO € BHEJIETOYHOI
JOKanTu3aImeit B BUE Kak JOKATbHOTO, TaK H AUCCEMUHUPOBAHHOTO 3a001€BaHusI.

Jlo Hauana Tepanuu mpenapaTom Cnmn:jn@ MAlKEeHTa CleAyeT BHUMATEIbHO 00CIe10BaTh Ha
NpeAMEeT BBISBACHUS KaK aKTHBHOTO, | TAK M JIaTEHTHOro TyOepKyJe3HOro mnpouecca.
OO0cne0BaHKE JODKHO BKIIOYATH B ce0sl TIIATENbHbIM cOOp aHaMHEe3a, B TOM YMCiIe He0OX0auMO
BBISSCHUTB, HUMEIOCH JIU 3a00/1eBaHue TyOSPKy1€30M Y MAlHEeHTa B IPOLLIOM, ObUIN JTH KOHTAKThI
¢ OompHpIMH TyOepKyae€30M, a Tak)Ke TMpPOBOAWIACK MJIM TPOBOAUTCS JH  TEparus
MMMYHOCY IIPECCAaHTAMH. Cnenyer MPOBECTH HEeoOX0uMble CKPUHUHT-TECThI
(pEeHTreHOIOrHYecKoe HCCAe0BaHUE TPYAHOH KiaeTku, TyOepkynuHoBasi npoba). Ilpu stom
CJIEZlyeT YUUTBHIBATh, UTO Y THKETOOOIBHBIX MALMEHTOB M y MALMEHTOB ¢ UMMYHOCYNPECCHEH
MOKeET OBITh MMOTyY€eHa JOKHOOTPULIATETbHAS Ty OepKyIMHOBAs poda.

Ilpy AMArHOCTMPOBAHMM AKTMBHOrO TyGepKysesa Teparmio npenaparom CummoHu® HaumHaTh
Henb3s (cm. pasaen «[IpoTHBOMOKA3AHUS »).

[Tpu moa03peHHH Ha JaTEHTHBIH TyOepKyJie3 CleayeT MpOBECTH KOHCyabTauuio ¢grusuarpa. Bo
BCEX C/IyyasxX, ONMHMCAHHBIX Jajiee, CIeAyeT TIIATeIbHO OLIEHUTh BO3MOXKHBIN PHCK M OXKHAAEMY IO
nosb3y Tepanuu npenaparom CuMnonu®.

ITpu AMarHOCTHPOBAHHMY JIATEHTHOrO TyOepKyJie3a ClielyeT HauaTh COOTBETCTBY LY IO TEPAITHIO

110 Hauasa Tepanuu npenaparoM Cumnonu®.
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V nanyeHToB ¢ HECKOIBKMMH HIIM 3HAYUTENbHBIMH ()aKTOpAMH PHCKA pa3BUTHSI TYOEpKy1e3a, HO
y KOTOPBIX JIaT€HTHbIH TyOepKyjge3 He MOATBEPXKIEH TECTOM, CIeAyeT pacCMOTPETh
HEOOX0AMMOCTb IPOTUBOTY OEPKYIE3HOM Tepanuy 0 Havaia Tepanuu npenaparoM Cummonu®.
Cnenyer paccMOTpeTh HEOOXOAMMOCTH HMCIOIb30BAHUS MPOTHBOTYOEPKYJIE3HON Tepamuu 10
Hayana Tepamuu mpenaparoM CuMIOHM® y TNAUMEHTOB C AKTHBHBIM MM JIaT€HTHBIM
TyOepKkye3oM B aHaMHe3e, sl KOTOPBIX AaJeKBAaTHBIH KypC TEparmiu He MOXeT ObITh
HOJATBEPIKIEH.

CooOmanuce ciryyau pa3BUTHSI aKTHBHOrO TyOepKyse3a y HAaLMeHTOB, MOJyYaBIIHX TEPAIHIO
npenaparom CumrnoHu® BO BpeMsi M TOC/I€ JIEUEHMS JaTeHTHOro TyOepkynesa. ITanmeHTsl,
noJlyyanme Tepanuio npenaparom Cumnonu®, B TOM 4HCI€ MALMEHTHI ¢ OTPHLATETbHBIMU
pe3y/bTaTaMH TeCTa Ha JIATeHTHbIH TyOepKyJie3, MalueHThl, MOy YaKIHe TEPAMUIO [0 MOBOLY
JaTeHTHOro TyOepKyse3a, W MalMeHThl, KOTOPBIX paHee JeuwtH OT TyOepkynesa, TpeOyroT
TINATEIPHOrO HAOMIOAEHHS HA MpEeIMeT MOSBJIEHHS MNPU3HAKOB M CHMIITOMOB AaKTHBHOIO
TyOepKyiesa.

ITaumenram ciaexyer oOpaTtHTbCS K Bpady MpH MOSBICHUH TNPH3HAKOB MM CHMITOMOB
TyOepKkyae3a (HEMpOXOASIMH Kamlenb, MCTOLIEHHE/yMEHbIIeHHe Beca, CcyOdeOpuipHas
JIMXOpaKa) BO BpeMsl WK nocsie Tepanuu npenaparom Cummnonn®.

Peaxkmueayusn eupyca zenamuma B

Kak u npu nedyeHun Apyrumu PIMM}’HOCpreC(TaHTaMI/I, Tepanust uHruburopamu GHO-o
CONMpPOBOKAQIACh PeaKTHBaLMell BuUpyca renatuta B y XpoHH4eckux Hocuteseil Bupyca (Tpu
TOJIOXKHTEIBHOM TECTe Ha MOBEPXHOCTHBIN AHTHICH), B TOM 4HC/Ie C PasBHTHEM JICTATbHOrO
ucxoja. Bee manmeHTsI nepe HavyajaoM Tepariu A0DKHBI ObITh 00C1e10BaHbl TSl UCKITIOYEHUS]
BUpycHOro renarura B. Xponuueckue Hocutenu BUpyca renarura B 10/DKHBI HAXOAMTHCS IO
TIIATEIbHBIM HAOMIONEHHEM TMepe] HaualoM JIeUeHHs, BO BpeMsl JIeUeHHs U B TEUeHHe
HECKOJIBKMX MECSILEB TOCIE MPEKpalleHus Jedenns npenaparoM Cummnonu®.

Hanuble 00 3(()EKTUBHOCTH COYETAHHOrO NPUMEHEHUs] NPOTUBOBMPYCHOW Tepamuu |
uHruouTopoB ®HO-0. y MalMeHTOB — XPOHUYECKUX BUPYCOHOCUTEIEH HEJOCTYITHBI.

Ilpu peakTuBauMu BUPYCHOH uH(ekimu jeuenre mnpenaparom CumnoHu® A0KHO ObITh
NpeKpaIleHo 1 Ha3HaYeHa COOTBETCTBYIOIIAsi MPOTHBOBUPY CHASI TEPAITHSL.

310kayecTBEHHBIE ONYXO0/IH

BosmoykHast posb Tepanuu uHruoutopamu ®HO-0 B pa3sBUTUH 3710KaUECTBEHHBIX OIyXOJei He
YCTaHOBIIEHA, OJHAKO, OCHOBBIBASICH HA TEKYILIMX JAHHBIX, HENb3sl UCKIOYHMTH PUCK Pa3BHTHS
auMpoM, JIEHKO30B U HHBIX 3JI0KaYeCTBEHHBIX omyxoseidl Ha ¢(oHe aHTU—PHO-o Tepammu.

Heo6xo0auMo co0mr04aTh OCTOPOKHOCTh NpH HazHaueHuu uHruduropor ®HO naunmentam co
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3JI0Ka4ECTBEHHBIMHU OITy XO/ISIMH B aHAMHE3€ WIH MPH NMPOJODKEHUN TEPAIUH B CITy4Yae Pa3BUTHUS
3/I0Ka4€CTBEHHOH OITyXOJIH.

3noxkauecmeennsie onyxonu y oemeil

B X071€ mocTMapKeTHHIOBBIX HCCIE0BAHUM COOOIIATHCE CTyuan 00pa30oBaHUs 310Ka4e€CTBEHHBIX
OIyXOJIE€H, HEKOTOPhIE C JICTAIbHBIM HMCXOAOM, y JeTel, MOAPOCTKOB M COBEPIICHHOIETHHX
MOJIOZBIX JIF0eH (B Bo3pacTe 10 22 neT), KoTopble nosydanu uaruduropst ®HO (rauano tepanun
B Bo3pacte < 18 ner). [IpubausurensHO B MONOBHHE CIy4aeB coodmanock o yumdomax. [Apyrue
Cllydad TIPEACTaBJICHbI PSAOM Pa3IHYHBIX 3T0KAYeCTBEHHBIX OMyXOJeH, BKIIOYAIOILUM
3710KaYeCTBEHHBIE OIyXOJM, KOTOpble OOBIYHO HE OTMEYAloTCsl Yy JeTeil U IOAPOCTKOB.
bopIIMHCTBO NAMEHTOB MOJTY YaIH COITY TCTBYIOIY IO TEPAITHI0O HMMMYHOCYTPECCAHTaAMH, TAKHMHU
KaK METOTPeKCaT, a3aTHONPUH MIM 6-MepkanTomypuH. PHCK pa3BUTHS 3710Ka4eCTBEHHBIX
omyxonel y aeted u nmoapoCTKOB, NOdy4aBUIMX Tepanuio uarudburopamu ®HO, He MoxeT ObiTh
UCKJTIOYEH.

JTumgpoma u neiikos

B KOHTpOIMpyeMbIX KIMHHYECKHX MCCIeJOBAaHUSIX Tepanmuu Bcemu uHruburopamu OHO,
BKmouas npenapar Cummonu®, ciaydam IuMQOMBI PErHCTPUPOBAIM Yalle y MALHEHTOB,
nonydasimux Jjedenue uHruOuropamu ®HO, yem B KOHTpOIBHON rpynme. B KIMHHUECKHX
uccrenoBanusix 2b u 3 ¢asel kmHMveckux uccnenosanuii PA, IlcA u AC yacrora mumMpomsl y
MAUMeHToB, nonyyaBwmx npenapar Cumnonu®, Gbuia Bbli.le OXKHJaeMON 4acToThl B 0oOmien
nomnyssiud.  CooOmanuck ciay4yan pasBUTHs JI€HKO3a y TMALMEeHTOB, MOJYYaBIINX TEPartHio
uaruburopamn ®HO, Brarouas npenapar Cummonu®. Tak kak pUCK pasBUTHS TUMPOMBI H
J¢HKO3a MOBBIILIEH Y MALMEHTOB C PEBMATOUIHBIM APTPUTOM C 3aTSHY BUIMMCS], BBICOKOAKTHBHBIM
BOCIATUTEIbHBIM 32001€BaHHeM, TO OLIEHKA PUCKA 3aTPy JHEHA.

B nocTperucrpanoHHOM neproae cooOIaniock O PeAKUX CIydasix Pa3BUTHS MeNaToIMEeHATbHOM
T-xnerounoit muMdoms! nipu Tepanmun naruouropamu ®HO (cMm. pazaen «ITobounoe aeiicTue»).
Otot peaxuit BUJ T-K1eTOYHOH IUMPOMBI XapaKTEpU3yeTCsl OYEHb arpecCHBHBIM TEYEHHEM
3aboneBaHuss U OOBIYHO 3aKAHYMBACTCS JIETATbHBIM HCXoaoM. [loutm Bce ciayuan ObLiH
3aperuCTPUPOBAHBI Y MALMEHTOB ¢ 00ne3HbI0 KpoHa MM y MAlMEeHTOB C S3BEHHBIM KOJIMTOM.
BONBIIMHCTBO U3 HUX COOOIIATOCh Y MOAPOCTKOB WIM MOJIOABIX B3pOCabIX Myk4uH. [Toutn BCe
U3 3THUX MALHEHTOB IOTYYaINd TePArHIo a3aTHONPHHOM WJIHM 6-MEepKanTomypPHHOM COBMECTHO C
uaruduropom ®HO BO Bpemst WM 10 MOCTaHOBKM auarHo3a. Cieayer TIIATeIbHO OLIEHHTh
BO3MOJKHBII PHUCK OJHOBPEMEHHOrO IPUMEHEHHMsl a3aTHONpHHA HIM 6-MEpKanTONmypuHAa H
npenapara Cumnonu®. Henb3s MCKIIOUMTH PUCK PasBHTUSI TENATOIHEHATbHON THMGMOMBI Yy

MALMEHTOB, Moy Jaoumx HHruouTopsr ®HO.
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Henumgpouumapnusie 310kauecmeentsie onyxonu

B KOHTPONMpYEMBIX KIMHHYECKHX HCCaeoBaHusX npenapara Cummonu® 2b u 3 daser y
nameHToB ¢ PA, IIcA, AC u SIK yactora apyrux 310Ka4eCTBEHHBIX OIMyXO0uei (3a HCKITIOUYeHHEeM
HEMEJTAHOMHOTO paka KOXH) ObU1a CXOAHOM B rpymme npenapara CumrnoHu® u KOHTPOJIBHOM
rpymrne.

B KJIMHHYECKOM HCCIIEJ0BAHUH, OLIEHMBAIOIIEM PpUMEHeHHe npenapara Cumnonu® y narmeHToB
C TSDKEJIOH NMEePCUCTUPYIOIIECH acTMOM, 3/I0KAY€CTBEHHBIE OIMYXOJH y MAlMEeHTOB, IOJIYy4YaBIIUX
npenapar CuMrnoHu®, BCTpEYATHCh Yalle, YeM B KOHTPOIbHON rpymme (cM. pasaen «Ilobounoe
JeHcTBHEe»). 3HAYMMOCTh JAHHOTO (pakTa He yCTaHOBIEHA.

B KINHHYECKOM HCCIEIOBAHUH C TpUMeHeHueM apyroro uaruouropa ®HO-a, uadinkcnmada, y
MAILMEHTOB ¢ YMEPEHHOU M TsDKEJIOi XpoHuUeckoi oOcTpykTuBHOi Oone3nbio gerkux (XOBJI)
3aperucTpupoBaHa OONblIas YacTOTa OMyXOJel JErkHX, TOJOBbI M LU B IPyIIe HHruOuTopa
®HO 1o cpaBHeHMIO C KOHTPOAbHOI rpynmoii. Creayer cobmaroaaTb OCTOPOKHOCTbH IIPU
HazHaueHnH uHruouropoB ®HO nammentam ¢ XOBJI, a Taxke nauueHTaM ¢ BHICOKMM PHCKOM,
HanpuMep, XpOHHYECKHM Ky PHIbLIHKAM.

Jucnnazus/paxk moacmoi Kumku

HeussecTHO, BAMSET U Tepanus npenaparoM CUMIoHu® Ha PUCK Pa3BUTHS AMCIUIA3UM HIH Paka
TOJICTON KUIIKH. BCeX MamueHTOB ¢ S3BEHHBIM KOJIUTOM, Y KOTOPBIX IOBBIIIEH PHCK Pa3BUTHS
AUCTIA3HH WM paka TOJICTOW KHUIIKU (Hampumep, NALUMEHTOB C {3arsmy3ummcs1 SI3BEHHBIM
KOHTOM HTH MEPBUYHBIM CKJIEPO3UPYIOLIHM XOJIAHTUTOM), ¥ NALMEHTOB C HATMYUEM JUCILIa3UH
WM paka TOJCTOH KHMIUKH B aHAMHE3e CIe/lyeT Pery/sipHo 00c1ea0BaTh (10 Havama u BO BpeMs
TEpanuu) Ha MpeaMeT MosiBaeHus auciiasuu. O6cae10BaHue J0KHQ BKIIOYATh KOJOHOCKOIHIO
1 OMOTICHIO B 3aBHCHMOCTH OT MECTHBIX PEKOMEHAlMH. Y ManueHTOB, NPMHUMAIOIIUX Mpenapar
Cumnonn®, ¢ BiepBbIe BbISBICHHOMN AMCIUIa3MEl CIe1yeT TIATEIbHO OLEHHTh BO3MOXKHBIH PHCK
H O)KHIAEMYIO 103y Tepanuu npenaparom CumnoHu® u NpUHSTH pelieHne 0 He0OXOXMMOCTH
NPOJO/DKEHHUS WU NPEKPAIISHUS TeParuu.

3nokauecmeennsie H0600OPA306AHUA KOICU

V nauenTos, noay4asmux 61okaropsl ®HO-0, B TOM umcae npenapar Cummnonu®, coolmanock
0 Cayyasx pasBUTHs MEIaHOMbI M KapuuHoMbl Mepkens (cm. pasnen «IloGouHoe neHcTBHEY).
PeKkOMeH Ty eTCsl IPOBOAUTD MEPUOAMYECKHII OCMOTP KOXKHBIX TIOKPOBOB Y MAIMEHTOB, 0COOEHHO
y TIALIMEHTOB C HATH4YKHeM (aKTOPOB PHCKA Pa3BHTHSI 37T0KAUECTBEHHBIX HOBOOOPA30BaHHMH KOXKH.
Xponnuyeckas cepaeynasi HexocrarounocTs (XCH)

IMpu neuvennn wunruburopamu @®HO nHabmoganMce Cayuad HApaCTaHUS WM Pa3BUTHS
XPOHHUECKO CePJeUHOIl HETOCTATOUHOCTH, B TOM YHMC/Ie NPU Tepamuy npenaparom CHMIoHu".

HeKO’I‘Opre Cllydyau 3aKOHYWJIHCH JICTAIbHBIM HCXOAO0M. B kIMHUYECKMX HCCIEIOBAHUSIX C
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npuMmeHeHueM apyrux uHruburopo ®HO Habmrozanoch nporpeccHpoBaHHe CepAedHOMH
HE0CTATOYHOCTH U MOBbIeHHe cMepTHOCTH 110 puuune XCH. [leiicteue npenapara Cummnonu®
He u3ydanocs y nauuentos ¢ XCH. IMpenapar Cumnonu® ciieyer mpUMEHSTh ¢ OCTOPOKHOCTHIO
y TIAILIMEHTOB C JIErkoi cepaeuHoit HeaocraroyHocThio (I/11 kmace mo NYHA). ITarueHTs! 10/KHBI
HAXOAUTHCS 10 HAOMI0AeHHEM, U B CITy4ae BOZHUKHOBEHHUS HOBBIX WIH YXY AIIEHUS] HMEFOLIMNXCS
NPU3HAKOB CEpPAEYHOM HEA0CTATOYHOCTH Tepamus mnpenaparom Cummonu® nomwkHa ObITh
npekpameHa (cm. pasaen «IIporuBonokazanus»).

HegpoJsioraueckue HapymeHHs

[lpumenenne wunruburopos ®HO, Braouas npenapar CumnoHu®, B peakux Ciaydasx
COIPOBOXKIAATOCH MOSIBICHHEM WM HapacTaHWeM KJIMHUYECKUX W/HIM PEHTI€HOJTOTHYECKUX
NPH3HAKOB JEMHUETMHU3UPYIOKX 3a00neBaHuil LIEHTPATbHOM HEPBHOH CHCTeMbI (BKIrOUAs
paccesHHBII CKIepo3) U nepudepruyeckoii HEpBHON CHCTEMBI. Y NMALMEHTOB ¢ CyLIECTBY FOIIHUMH
WIKM HEJABHO MOSBUBLIMMICS JeMHETHHU3HPYIOIIMH 3a001€BaHMSIMH HEOOXOAMMO TIIATEIBHO
B3BEIIMBATh MOJb3y U PUCK JeueHus uHruOuropamu ®HO nepex HasHaueHMeM mpenapara
Cumnonn®. B ciyuae passutust Takux 3a6o/1eBanuit Tepanust npenaparom CumnoHn® 1o/mkHa
OBITh MpEKpalLeHa.

Xupypraueckoe jieueHue

Jlannble no Ge30macHOCTH TpuMeHeHus npernapara CUMIOHH® y MALMEHTOB, MOJYYaloMINX
XHPYPrHUeCKOoe JEYeHHe, B TOM UMCIe apTPOILIACTHKY, OTPaHHUEHbL HT: ITAHUPOBAHUH
orneparui Heo6xozﬂmo VUNTBIBATh JUTUTEJIbHBIA MEepHoa NoiyBbiBeAeHHs. IIpu BhIMOIHEHMH
omepaumii manMeHTaM, TNOJYuYaKIMM Tepanuioo npermaparom  Cumnonu®,  HeoOXoamM
TIIATEIbHBIH MOHUTOPHHT HH(EKLNH 1 CBOSBPEMEHHAsl TePaIus B CJIy4ae UX BOSHUKHOBEHHSI.
NmmyHOCYynpeccH

Cy1ecTByeT NOTeHIHAIbHAS BEPOSITHOCTh Bo3aeiicTBust mHruburopos ®HO, Bxarovas npenapar
Cumnonu®, Ha UMMYHHTET NPOTHB UHPEKIMIT U OMyXOJIei, CBA3aHHAas ¢ O7I0Ka0i BOCTIAIEH S U
MOy ISIIHEl KIETOYHOrO 0TBeTa, onocpeayembix uepes @HO-a.

AyTOHMMYHHBIE NPONECChI

Otrocurenbheni gedumur @HO-o Ha ¢pone Tepanuu uHruéuropamu ®HO MoXKET NPUBOAMTE K
Pa3BUTHIO Ay TOMMMYHHBIX ITpoeccoB. I1pu nosBIeHUN KIMHUYECKUX CHMITOMOB BOTYaHOYHO-
noA00HOr0 CHHAPOMA M MOJOKUTEIBHBIX TECTaX Ha aHTHTena K ABycnupanbHoil JIHK Tepanus
npenaparom Cumnonn® nomkHa ObiTe npekpamiena (M. pazaen «IloGounoe aeiicreue).
Couerannoe npumenenne npenapara Camnonn® u npenapara aHaKHHpPA

CoueraHHO€E MPUMEHEHHE aHAKMHPBI 1 Apyroro naruduropa ®HO, sTanepuenTa, B KIMHHYECKHUX
HCCIE0BAHUAX COMPOBOKIAAIOCH PA3BHUTHEM CEepbe3HbIX HMH(EKIMH M HEHTPONEHMH W He

NPUBETO K JONOJHMTENLHOMY KinMHHYeckoMy dddekry. YuureBas Xapakrep NOOOUHBIX
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nedcTBHil, HAOMIOJaeMBIX MPH 3TOH KOMOMHMPOBAHHOM TEpariy, MOXHO IPENOI0KUTh, Y4TO
AQHATOTUYHBIE BHABI TOKCHYHOCTH MOIYT BO3HHKAaTh INPU KOMOMHHPOBAHHOM Teparmuu
npenapaToM aHakuHpa M apyrumu uHruduropamu ®HO. B cBs3u ¢ 3THM coOYeTaHHOe
npuMeHenne npenapara CUMIOHK® ¥ aHAKMHPBI HE PEKOMEH/LY eTCSL.

Couerannoe npamenenne npenapara Cumnonn® u npenapara abaragenr

B kIMHMUYECKHX HCCIENO0BaHUSIX covyeTaHHOe npuMeHeHue uHruburopoB ®HO u abarauenta
OBLIO CBS3aHO C MOBBIIIEHHBIM PUCKOM Pa3BHUTHs HH(DEKIMit, BKIIOYAs Cepbe3Hble HHPEKIHH, 110
CPaBHEHHIO C MPUMEHEHHEeM Toabko HHruburopo ®HO, 6e3 ycunenust KIMHHUECKOro ¢ dexra.
BBuay xapaktepa mnoOOuYHBIX sIBIeHWi, HaOmoOmaeMbIX npu KOMOMHHPOBAHHOH Tepamuu
unruoburopamu ®HO u abatauentom, komOunanus Cumnonu® u abarauenTta He PeKOMEH Ty €TCsl.
CoBmMecTHOE NPpHMEHEHHE ¢ APYrHMH GHOJIOrHYeCKHMH NpenapaTaMu

HezxocTaToyHo JaHHBIX OTHOCHTEIBLHO COBMECTHOTO TpuMeHeHus mpenapara CummoHun® u
JApyrux OHOJIOTHYECKMX NpernapaTroB, INpeJHA3HAYSHHbIX JUIS TNPHUMEHEHHS IO TeM XKe
nokasanusiM. CoBMecTHOe npumeHeHue npenapara CUMIOHM® C JaHHBIMHM [pErapaTaMd He
PEKOMEHIyeTCsl BBUY BO3MOXHOI'O YBETUYESHHUS] PUCKA PA3BUTHSL HHDEKIIHIA.

IlepeBoa ¢ Apyroro 6HOIOrHYECKOro Mpenapara

Cnenyer cobm0aaTh OCTOPOXKHOCTh HMPH TEPEBOAE C OAHOrO OHOJOrMYECKOro mpernapara Ha
JpPYroi, Tak Kak nepekpecTHas OMOJIOrHyeckas akTHBHOCTb MOXKET YBEIHUUTbh PUCK Pa3BHUTHS
MH eKIHi.
I'emaTosiorayecKkne peaknun

B Xoze mnOCTMApKETHHIOBOTO HCCAEJOBAHHS MMEIOTCS COOOIEeHUs MAHIUTONEHUH,

JeHKONEeHNH, HEHTPOIICHNH, arpaHyJIOLUTO3e U TPOMOOLIUTONECHNH Y NALMEHTOB, MOTY YaloIUX

unruouropsl ®HO, Bxmouas Cuvmonn®. Heo6xoaumo cobmoarte 0CTOPOKHOCTb NPH JICUEHHU
npenaparoM CuMrnoHu® NALMEHTOB C LMTONEHHEH WIM HATMYHEM CEPhEe3HbIX CIyYaecs
LUUTONEHUH B aHamHe3e. IlaiueHTsl ¢ pa3BUTUEM NMPU3HAKOB I'eMaTOJIOTHYECKHX HapyIleHui
(mepcucTUpyIOIIAs JMXOPAIKA, KPOBOMOATEKH, KPOBOTEYEHHUS, ONEIHOCTb) MOMKHBI ObITH
HEMeUTEHHO o0cnenoBaHbl. B ciyuyae BBIp@KEHHBIX I'€MaTOJOTMYECKUX HAPYIUIEHHH Teparus
npenaparom Cumnonn® 10/kHA OBITE TIPEKpalieHa.

Anieprudeckne peaknuu

B noCTMapKeTHHrOBOM Mccaea0BaHuu npenapara CuMnoHu® onmcaHbl Cepbe3Hble CUCTEMHbIE
peaKiK runepuyBCTBUTEIBHOCTH, BKIIOUasi aHapuiakTuyeckue. YacTh cirydyaeB OmHcaHa rnocie
MEepBOro BBEAEHHs Mpemnapara. B ciaydasx pa3BuTHS aHAQHIAKTHYECKUX PEaKIMH HIM MHBIX
CEpPbEe3HBIX ALTEPrHYECcKUX peakuuil npuveHenwe mnpenapara CumnoHn® TOWKHO ObITh

MNPEeKpaleHo H Ha3Hauy€Ha COOTBETCTBYOLIAsl TEPAITHL.
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NPUMEHEHUE IIPM BEPEMEHHOCTH W B IIEPHOJ TIPYJHOI'O
BCKAPMJIMBAHUA

JKeHImMHBI JeTOPOAHOrO BO3pacTa MPH MPOBEJSHUH JIeYeHHs roTuMyMaboM M B TEYEHHE IO
KpaiiHeli Mepe 6 MecCsILieB IOC/Ie ero OKOHYAHMs JO/DKHBI HCMOIb30BaTh HAJEKHBIE METOIbI
KOHTPALeTIIHH.

bepemennocTh

JlanHbIX 00 MCMOIB30BaHMM roauMmymada y OepeMeHHBIX JKEHIIMH HeIO0CTaTO4YHO. B cBsi3u ¢
uarubuposanueM ®HO, romumymal MOXET NMPUBOAMTH K HAPYLISHUIO MMMYyHHOrO OTBETa Y
HOBOPOXKJEHHOr0. B JNOKIMHHYECKMX MCCIIEOBAHUSIX Ipernapar He OKasbIBal INPSIMOrO HIN
HEeTIPSIMOTO He)KeJIaTeIbHOro AeHCTBHS Ha TeueHue OepeMEeHHOCTH, pa3BUTHE SMOpUOHA/TLUIONA,
POJOBYIO JESTeNbHOCTh WIM IIOCTHaTalbHOE passutue. Hcmonb3oBanue romumymada y
OepeMeHHBIX JKSHIIUH He PeKOMeH10BaHO (cM. paszen «[IpoTuBonokasanus»).

omumymal mpoHukaer dwepe3 IuiaueHTy. MOHOKIOHAIbHBIE aHTHTena, MHruburoper ®HO,
OTIpeJesUTHCh B TEUYEHHE J0 6 MECSIEeB B CHIBOPOTKE y IETeH, POXKIACHHBIX >KEHIIMHAMH,
nosydaBmux tepanuo uHruoburopamu ®HO Bo Bpems GepemennoctH. Kak cinencreue, Takue
JIeTH MOTYT UMETh IOBBILIEHHbIH PUCK Pa3BUTHS MHEKIUH, U BBEAECHHE UM XXMBBIX BAKIIMH HE
PEKOMEHIOBAHO B TEUEHHE 6 MECSILIeB OT IMOCIEHEro BBeAeHUs romuMyMaba MaTepH.

Ileproa rpyaAHOro BCKApMJIHBAHHSA

HeusBecTHO, BbIAEISETCS H roamMymad ¢ MOJIOKOM Y Jioel u abcopOupyercst in nocrﬂe npreMa
BHYTpb. ['omumymal Obul OOHapykeH B MOJOKe y O0€3bsiH, M, NMOCKOIBKY 4YelIOBEUECKHE
MMMy HOTJ100Y THHBI 9KCKPETUPYIOTCS ¢ TPy AHBIM MOJIOKOM, puMeHeHue npenapara Cummnonu®
NPH FPYAHOM BCKAPMIMBAHIH B TEUSHHE KAK MUHUMYM 6 MECSIIEB MOC/IE MOCIeAHeH HHBEKLNH
rosumymada MpoOTUBOIIOKA3AHO.

Binsinue Ha PepTHIALHOCTH

HccnenoBanuii Mo BIMSHHIO ToauMyMaba Ha GepTHIbHOCTh He mpoBoauaock. Mccinenosanue y
MBIILIEH C MPUMEHEHHEM AaHAJIOTHYHOrO aHTHTeNna, WHrHoOupyromero MenuuHeli ®HO-o, He
BBISIBUJIO BIIMSIHHSI HA EPTHIBHOCTS.

CIIOCOBb NPUMEHEHMUSA U 10356l

I'NoaxoxHO.

Jleuenne mnpenapatom Cumnonu® ciaeayer HauuMHATh W IPOBOJMTH TOA  KOHTPOJIEM
KBATM(UIMPOBAHHBIX Bpauel, HMMEIOUHX ONbIT IMATHOCTHKM M JICYEHHMsS PEBMAaTOMIHOrO
apTpuTa, MOJTUAPTUKYJISIPHOIO IOBEHHJIBHOIO HIMONATHYECKOrO apTPUTa, MCOPHATHYECKOro
apTpuUTa,  AHKWIO3UPYIOLIEr0  CHOHAWINTA,  HEPEeHTTeHOrpaduyeckoro  akCHaIbHOro

CIIOHAWJIOAPTPHUTA WIH SI3BE€HHOI'O KOJIUTA.
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ITocne oGyueHns TEXHUKE MOAKOKHBIX HHBEKIHMI MAlHeHThI MOTYT CaMHU BBOJUTH ce0e mpenapar
Cumronn®, ecnm Bpau CYMTaeT 3TO BO3MOXKHBIM. [IpH 3TOM Bpady CjleAyeT Mpoa0IKATh
HaOTI0IeHNE 32 MALMEHTOM.

[NTanmeHToB HEOOXOAUMO NMPOUHCTPYKTHPOBATE, YTO MM CJIEy€eT BBOAUTEH BECh 00bEM npenapara
Cumnonu® COIaCHO MHCTPYKLMH 110 MEJMIMHCKOMY NpuMeHeHuro. Eciu Tpebyercs caenarth
HECKOJIbKO MHBEKIMI OJJHOBPEMEHHO, Npenapar BBOJAUTCS B Pa3/IMYHbIE YaCTH Teja.

B3pocasie (> 18 ner)

Peemamouonstii apmpum

IMpenapar CumroHu® 50 Mr BBOASAT MOAKOKHO €KEMECSYHO B OJMH U TOT XKE JAEHb MECALA.
ITpenapar CuMnoHu® NPUMEHSIOT B KOMOMHALIMH C METOTPEKCATOM.

I copuamuueckuit apmpum, AHKUI03UPYIOWHIL CHOHOUIUM UL HEPEHMZEeHOZPaduUecKuil
AKCUAIbHBLIL CNOHOUIOApMpPUM

IMpenapar Cummnou® 50 Mr BBOAST MOJKOKHO EKEMECSIHO B OJUH M TOT XKE JAEHb MECALA.

Jlns BceX BBIMIEYKA3aHHBIX IOKA3aHUH JaHHbIE HA TEKYLIM MOMEHT CBHJETEIbCTBYIOT O
Pa3BUTUHM KJIMHHYECKOro oTBera Mexay 12-14 nwenensmu tepanuu (3—4 unbexkuun). [lpu
oTcyTcTBUH 3(@deKra B TeYeHHe YKAa3aHHOTO CPOKa HEoOXOAMMO OLIEHHTH LEIeCO00pa3sHOCTh
JalbHEHIIero MpuMeHEeHHsl Ipernapara.

Iayuenmut ¢ maccoii mena 6onee 100 ke

Jlns  Bcex BbIIIEyKa3aHHbIX mokazanuit y maumentroB ¢ PA, TIcA, AC wun
HEepPEHTreHorpapuIeCKuM aKCHATbHBIM CIIOHAWIOAPTPUTOM C Maccoii Tena Gonee 100 kr mpu
OTCYTCTBHH aJ€KBAaTHOI'0 OTBETA N10CJ]E 3—4 MHBEKLHH BO3MOXKHO PACCMOTPETh YBETHUYEHHE 1035

romumymada 10 100 Mr exxeMecsiuHO, NPUHUMAasi BO BHUMAHHE BO3MOXKHOE YBEIWYEHHE PUCK

Cepbe3HBbIX HEeOIaronpusTHBIX peakiui, CBS3aHHOrO C MoBblmeHHeM 103bl. Ilpu oTcyTcTBH
spdekra mociae 3-4 mHbekuwii romumymada mo 100 Mr HeoOXOAMMO TOBTOPHO OLIEHHTh
11€/1€C000pPa3HOCTh JATbHEHIIEro MPUMEHEHHSL.

Azeennsiit Koarum

Tlayueumul ¢ maccoti mena mernee 80 ke

INepsas 103a npenapara Cummnonu® cocrasmser 200 Mr noaKoxKHO, 3areM 100 Mr uepes 2 Heaemu.
V mauueHToB ¢ aJeKBaTHBIM OTBETOM Ha JIUEHHE ClIeyeT UCMOIb30BaTh 103y 50 Mr Ha 6 Hezene
U panee kaxasle 4 Hexenu. Y MALMEHTOB C HEAJeKBAaTHBIM OTBETOM HA JIEUEHHE MOXKET ObITh
1esnecoodpasHo npoao/pkeHne Teparnuu B 1o3e 100 Mr Ha 6 Hezene u janee Kax/ple 4 HeJenu.
Tayuenms: ¢ maccoii mena 80 k2 u 6onee

IMepsas no3a npenapara Cumnonu® cocrasisier 200 Mr noAKoXkHO, 3areM 100 Mr uepes 2 Henenu,

n panee 100 Mr kaxkapie 4 HeaeIH.
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Bo BpemMs mNOAAEpKMBAIOLIErO JIEYEHUS BO3MOXKHO IIOCTENEHHOE CHIDKEHHE 03Bl
KOPTHKOCTEPOHI0B B COOTBETCTBUH C ACHCTBYIOIIMMU KIHHUYECKHMH PEKOMEH JALIUsIMHU.
JlaHHBIe HA TEKYIIHMH MOMEHT CBHUAETEIbCTBYIOT O PA3BUTHUH KJIMHHUYECKOrO OTBETa MEXIy 12—
14 nenensimu Tepanuu (uepes 4 unbveximu). [Ipu orcyTcTBuM 3¢ dexTa B TeueHHe yKa3aHHOrO
Cpoka HeOOX0AMMO OLEHUTH LIeIeCOO0Pa3HOCTD AaTbHEHIIero NpUMEHEeHHUS Npenapara.
Ilponyck unvexkuyuu

Ecnu unbexius He Obl1a MpOBeIeHa B 3aIUTAHMPOBAHHY IO ATy, CIeyIollee BBeJSHHIE Npenapara
JODKHO OBITH TMPOM3BEAEHO TaK CKOPO, KaK 3TO BO3MOXHO. B ciaydae caMoCTOSTEIBHOrO
BBeAeHus mnpenapara CumnoHn® mNAalMEHTOM He CleayeT YBEIWYMBAaTh J03y B ILEISX
KOMIIEHCALUH MIPOITYIEHHOW HHBEKLUH.

Ecnu co BpeMeHH IJIaHOBOM JaThl MHBEKIHH MPOLLIO MEHEee 2 Heleb, 0YepPEeIHasi HHBEKIIUs
J0JDKHA OBITH BBIMOJHEHA B TOH k€ 103e, YyTO M OOBIYHO, M Jajee Tepanus NpOJOKEHa B
COOTBETCTBUH C IIPEKHUM PEKHMOM.

Ecnu co BpeMeHH IUIaHOBOM JaThl MHBEKIMH NMPONLTO Oonee 2 Hexenlb, ouepeaHas HHbEKLUS
JIOJDKHA OBITH BBITIOJTHEHA B TOH K€ 103€, YTO U OOBIUHO, M Jajee Tepanus MNpoJo/KeHa B HOBOM
pexume.

ITosicunvie nauuenmst (> 65 1em)

Koppexiust 10351 y OXKUIBIX MALMEHTOB HE TpeOyeTcsL.

Jlern (< 18 ner)

BesonacHocts M 3ddexrusHOCTs npenapata CuMnoHu® M3yyanach TONBKO Y TALHEHTOB C
NOJTMAPTUKYISIPHBIM I0BEHHIBHBIM HAHOMATHYECKHM apTPUTOM B Bo3pacTe 10 18 ser.
HonuapmuKyaapHslil 106eHUIbHbLIL LOUONAMUYECKUI apMPUmM

ITpenapar Cumnonu® 50 M BBOJST MOAKOXHO €KEMECSIMHO B OJMH M TOT K€ JeHb MecsIia
NalMeHTaM ¢ Maccol Tena He meHee 40 Kr.

JlaHHbIE HA TEKYIIUI MOMEHT CBHIETE/IBLCTBYIOT O PAa3BUTHUU KIMHUYECKOrO OTBETa MKy 12—
14 nepensvu tepamuu (nociae 3—4 103). [Ipu orcyrcTBun 3Qdexra B TeUeHHE YKa3aHHOIO CPoKa
HEeOOXO0AMMO OLIEHUTH LIe1eCO00Pa3HOCTh JaTbHEHIIEro NPUMEHEHHUS penapara.

IanuenThI ¢ HApYmeHHeM (PYHKIHH NOYeK H/H/IH NeYeHH

Jleitctue mnpenapara Cumrnonu® He wu3yyanoch y Takux mnaumeHTtoB. Jlath Kkakue-1ub0
CreIMATbHbIE PEKOMEHIAIMH 10 JO3UPOBAHHIO HENIb34.

HNHCTPYKIHHE N0 BBEJAEHHIO Npenapara CHMIIOHB® C HCHOJIb30BAHHEM NPEABAPHTE/ILHO

3aN0JIHEHHOr 0 MNPHIA

Ecan Be1 xoraTe BBOAATHL mpenapar Cumnonu® camocTositebHo, Bbl A0/UKHBI NPOHTH

oﬁyqelme N0 NOAroTOBKE K HHBEKIHH H €€ CaMOCTOATE/JIbHOMY BBINOJHEHHI Y
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KOMIETeHTHOro cnenaaancta. Eciin Bol He npomun o6yuyenne, noxamyicra, oOpaTurecsh 3a
KOHCYJIbTAlHEH K CHEeNHATHCTY.
ITAII 1: IToaroToBKa K HCNO/IH30BAHHIO NPeIBAPHTEIbHO 3aN0JTHEHHOI 0 MNPHIA

Ha pucyHke Hike npeacTaB/IeH BHEIIHUN BH NPEABAPUTEIBHO 3aN0THEHHOTO IIITPULIA:
Knuncekl aktuBauumn

- npeaoxpaHuTens
OpWeHb 4k Kopnyc 3awmTHbIN
| CmoTpoBOE OKHO KONNa4oK urnbl
-+ - |
LA
E i
=%
| |
HakoHe4yHuk Kpbinbs MapkupoBka WUrna
NOPLUHA npenoxpaHnTens
Urnbl

Jepricume npedeapumeibHo 3an0/IHEHHbLI WNPUY, 3d KOPRYC

e He nepxwure mpeaBapUTEIbHO 3aNOJHEHHBIH IIMPHUIl 32 HAKOHEYHHK IOPIIHS, MOPIIEHb,
KPbLTbsl TPEJOXPAHUTEIISI UIVIbI WM 3AIMUTHBIN KOIMAYOK MIJIbL.

e Hukorzaa He OTTSrHBAlTE MOPLIEHb.

e Huxorjaa He BCTpsIXMBAiTe NpeaBapUTEIbHO 3aII0THEHHBIH IITTPULL.

e He cHumaiiTe 3aIMTHBIM KOJIMAYOK HIVIBI C npe;isapmenbﬂo 3aI0THEHHOrO IINpHIA 10
MOMeHTa, Korzia Bbl Oyaere roroBel BBECTH Mpenapar — CM. 3Tai 3.

e He npukacaifrech K KJIUIICaM aKTUBALIMU NTPEAOXPAHUTEIISI MIJIbI (OTMEUSHHBIE CHMBOIOM «*»
Ha TEPBOM pHUCYHKE) JUIS TPEeJOTBPAILEHHS | NMPEKACBPEMEHHOTO 3aKPBITHSI  HIVIBI
IIPEOXPAHUTEIIEM.

Paccuumaiime neobdxooumoe Koau4ecmeo wnpuues

e V0Geaurech, 4TO B3STO MPABHIBHOE KOTUUYECTBO MINMPULIEB HEOOXOAMMOM JO3UPOBKH.

e Ecnu veobxoaumo BBecTH S50 Mr, BO3pbMHUTE | MpeaBApUTEIBbHO 3aNOTHEHHbIH MINPHIL C
50 mr ronmumymaba.

e Ecau HeoOxomumo BBecTH 100 Mr, BO3bMHTE 2 MPEABAPUTEIBHO 3aNIOJHEHHBIX IINPHUIA C
50 mr romumymaba (HeoOxoaumo Oyzaer caenate 2 uubekuuu). Jlas nposeaeHHs
2 MHBEKLUH BIOEPUTE Pa3IMYHbIe YIACTKHU (HarprMep, epeast HHbeKLHs B paBoe 6eapo,
BTOpasi HHbEKLMS B 1eBoe Oeapo). MHbekimu Ae1aiT OHY 3a JApyrou.

e Ecau HeoOxoaumo BBecTH 200 Mr, BO3bMUTE 4 NPEIBAPUTEILHO 3all0JHEHHBIX IIMPHIA C
50 mr romumymaba (HeoOxomumo Oyner caenare 4 unbekiuu). J1s mpoBEAECHHs 3THX

UHBEKLIUI BbIOEpUTE pasInyHble YYacTKU. MHbeKIun 1enarT OHy 3a JIpyTrou.
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IIposepsme oamy okonuanus cpoxa z00Hocmu

[TpoBepbTe naTy OKOHUaHHs Cpoka rogHocTH (ormeueHHyo kak «['OJIEH 10 ») Ha aTukeTke,
IIOCMOTPEB 4Yepe3 CMOTPOBOE OKHO, pAacloOJOKEHHOe B KOpIyCce IIpeABApPUTEIbHO
3ar0JHEHHOTr 0 IIITPULIA.

Eciu Bel HEe MOXere yBUAETh JaTy OKOHYAHMS CPOKAa I'OAHOCTH 4epe3 CMOTPOBOE OKHO,
BO3BMHTE MPEIBAPUTEIBHO 3aIOJIHEHHbIN MIIPHUI 32 €ro KOPIyC U MOBEPHHUTE 3allUTHBIH
KOJIA4YOK HIJIbI TaK, YTOOBI BBHIPOBHSITH ITOJIOKEHHE JaThl OKOHYAHUS CPOKA I'OAHOCTH B
CMOTPOBOM OKHE.

Bbl Taioke MOXETE MPOBEPUThH JaTy OKOHYAHHS CpOKa TIOJHOCTH, HANEYaTaHHYI Ha
KapTOHHOH Mauke.

He ucnonb3yiiTe npeaBapuTeNbHO 3aNOJHEHHBIH INIPUL, €CIH ero CPOK rOAHOCTH HCTEK.
JlaToii OKOHYAHMSI CPOKa T'OJHOCTH SIBJISIETCSI MOCAEAHMH AE€Hb YKa3aHHOIO Ha YNAaKOBKE

Mmecsua. OOparurech 3a KOHCyIpTauMel k Bamemy Bpady wm Gapmarnenry.

Hoécf.mdume 30 munym, umoodst wnpuy, Hazpeacs 00 KOMHAMHOIU MmeMnepamypbl

TOOBI BBIMOJHUTh HHBEKIIMIO HA UTEXKAIIMM 00pa3oM, BBIHBTE IUINPHULl U3 KAPTOHHOH Mavku
ocraBbTe Ha 30 MHHYT NPH KOMHATHOH TeMrnepaType B HeJAOCTYITHOM ISl IETE€H MEeCTe.
He Harpesaiite mmpui ApyruM myTeM (Harmpumep, B MUKPOBOJHOBOM IEYM MIJIM TOpsiYe
BOJE).
Bo Bpems BbIAEp)KMBaHMs INNPHIA NMPU KOMHATHOH TeMIepaType He CHUMAWTe ¢ Hero

KOJIMMA4yOK.

IToozomoevme oonoinumensHbsle mamepudaiibl

IToAroTOBLTE JIONOJHMUTEIbHBIE MATEPHAIbL, KOTOpble MOTPEOYIOTCS JUlsl BBIIOIHEHMS
UHBEKIMH (CIUPTOBYIO caaderky, LIapuK BaThl WIM Mapid M KOHTEHHEp s OCTPbIX

MPEIMETOB).

IIposepvme pacmeop ¢ npedsapumebHo 3ano0IHEHHOM Wnpuye

Bo3bsmure peaABapUTEIbHO 3aIOTHEHHBIH IIMPHUL 324 KOPITYC, HaAmpaBJIsds KOJIINAYOK HIJIbI

BHHU3.
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[TocMoTpuTe Ha pacTBOp 4Yepe3 CMOTPOBOE OKHO MPEJBAPUTEIBHO 3aMOJHEHHOrO IIMPHIA,
4yToOBl yOEauThCS B TOM, 4YTO pPACTBOP MNPO3PAYHBIA WM CJIErkKa OMaIeCLHpyOLIMIA,
OecuBeTHbIf WM CBETVIO-KeNThId. JOMyCKaeTcss MCIOAb30BaTh PACTBOP, COAEPIKALMA
HECKOJIBKO HeOOBIIHNX MOy IPO3pauHbIX HIH OeTbIX YacTHll Oeska.

Ecii Bbl He MOXeTe pacCMOTpeTb pacTBOpP 4Yepe3 CMOTPOBOE OKHO, BO3bMHTE
NPEABAPUTEILHO 3aNOTHEHHBIH IINPHIl 32 €ro KOPIyC U MOBEPHHUTE 3aIMUTHBIA KOIIMA40K
UTJIBI TAaK, YTOOBI BHIPOBHSITH MOJIOXKEHHUE PACTBOPA B CMOTPOBOM OKHE.

Be1 MOXkeTe Takxke 3aMeTHTh Iy3bIpeK BO3AyXa. ITO HOPMATBHO.

He ucnone3yiite mpui, ecau pacTBOp UMEET APYTOM LBET, MyTHBINH HIH COAEPXKUT KPYITHbIE

vacTubl. B aToM ciaydae oGparurech 3a KOHCy/IbTalMel K Bpady Win (hapMaLeBTy.

ITAII 2: Be1Gop 1 mOATr0OTOBKA MECTA HHbEKIHH

OOGBIYHO MECTOM MHBEKIIUH SIBJISIETCS CPEAUHHAS YaCTh MEPEAHEH MIOBEPXHOCTH Oezep.

BpI MOJkeTe Taxke BBECTH IIPENapar B HIKHIOK YacTh )KUBOTA MO/ My TIKOM, 33 HCKIFOUEHHEM
obnacTi NPUMEPHO 5 CM HEMOCPEACTBEHHO MO Ty TIKOM.

He BBOZMTE mpemapar B Te Y4YacTKH KOXM, IJl€ HMEKTCS OONEe3HEHHOCTb, CHHSIKH,
NOKpPAaCHEeHHUe, HeIyIleHue win yiiorienue. Msberaiite ob6nactu, rae umerorcst pyOus! win
PACTSDKKH.

Ecmu Tpebyercs caenarb HECKOIbKO HHBbEKLHI OTHOBPEMEHHO, ClIeIyeT BBOAUTD Ipenapar B

p%ﬂﬂqﬂblk YJacCTH TeIa.
|

Ecnu uHBEKIUS BBIMOTHSIETCS APYTUM 4YEJIOBEKOM, TO Ipernapar MOXXHO BBECTH B BEPXHIOIO

4aCTh HAPY>KHOH MOBEPXHOCTH ILIEYa.
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HWHbekuun I0myCTHMO MPOBOAWTH B J000€ M3 yKa3aHHBIX MECT, HE3aBUCHMMO OT Beca H

TEJIOCIOXKCHUS.

IToozomoeka mecma unvexuuu

TiarenbHO BEIMOUTE PYKH TEILION BOAOH C MBUIOM.
[TpoTpuTe MECTO HHBEKIIMH CIIUPTOBOH caipeTKOil.
[Monoxaure, MoKa Koxa BLICOXHET. He ayiiTe Ha mOArOTOBIEHHBIH YHCTBIH YYACTOK KOXKH.

J10 BBIMOTHEHHSI UHBEKIMU O0/IbILEe HE JOTparuBaiiTeck 10 3TOi obracTu.

ITAII 3: Beenenne npenapara

CHumume 3au¢umnbui KO/INA40K uz2jisl

He caumaiite Koma4yok 10 Tex nop, noka Bel He Oyaere rotoss! BBecTu npemnapar. [Ipenapar

JAOJDKEH OBIT BBG,Z[%H B T€UEHHUE 5 MHUHYT IIOCJIE CHATHUSA KOJIIIavyKa.

Koraa Ber Oygere roToBbI BBITOJHUTE HHBEKIHIO, BO3BMUTE MPEABAPUTEILHO 3aI10IHEHHbIH

LINPHIL 32 KOPITYC QHOI PyKOi M cpa3y CHUMMTE 3alUTHBIA KOJIMAYOK UIJIbI APYTOi PyKOH,

HE JOTParuBasiCh MPH 3TOM 10 MOPIIHSL.

BrIOpochTe 3aIUTHBII KOINAYOK UIJIbI I0CIE HHBEKLIUH.
Bb1 MOXeTe 3aMeTHTh My3bIpeKk BO3JyXa B MPEABAPUTEIHLHO 3al0IHEHHOM IumpHie. Bam He
HY KHO yJQJISTh My3bIPEK BO3AyXa.

BbI Takke MOXKETE YBUAETH KareIbKy KHAKOCTH Ha KOHYMKE UIJIbl. DTO HOPMAIIBHO.

He porparuBaiiTech A0 MIJIbI H HE MPUKACAUTECH UIVIOH K KAKUM-THO0 MOBEPXHOCTSAM.
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e He ucnoab3yiiTe npeaBapUTEIbHO 3aMOTHEHHbIH MNPUL, eCTH Bbl YPOHWIM €ro CO CHATBIM
3aIUTHBIM KOJIAYKOM MITIBI. B 3TOM ciaydae oOpaturech 3a KOHCYyJIbTaLMeH K Bpady WIH
dbapmauenty.

Pacnonoscume wnpuy, u ¢sinoinume UHbEKYUIO

e Bo3bMuTe KOpIyC MpeaBapUTeIbHO 3aM0THEHHOrO MIPHLA OJHOH PyKOH MEXITY CPEIHUM H
yKa3aTelbHbIM NajdbLAMU M TIOJOKUTE OONBIIONH najer] CBepXy HAKOHEUHMKA IMOPIIHSL.
Hcnonb3yiiTe Apyryio pykKy, 4ToObl OCTOPOKHO cOOpaTh NpeABapUTEIbHO OUMIICHHYIO KOXKY
B ckiaaky. Kpenko ee coxxmure.

e He orrsrusaiitTe Ha3aJ NOPIIEHb B TEUSHUE BCEH MPOLIE Ty PBL.

e [lomecture HUriIy NOA YIJIOM OKOJIO 45 rpagycoB k cxarod koxke. OaHuM OBICTPBIM

JBIDKEHHEM BBEJIUTE UITTy Uepe3 KOXKy HACTOIBKO ITyOOKO, HACKOJIBKO OHA CMOXKET BOMTH.

e Bgeaute npenapar mnoJHOCThIO, HaJAaBjIMBasi Ha IOPIICHb A0 TE€X MOp, IMOKa HAKOHEYHHK

nopiHs He Oy zer nonHoano PacCIIONIOKEH MEXKITY KPbUTbSMM MPEIOXPAHUTES UIJIBL |

e Korza mopmeHb TNEPeMECTUTCsS A0 YIOpa, MPOAO/DKAWTEe HAJABIMBATh HA HAKOHEUHMK
MOPIIHSI, YAATUTE UIVTYy U3 KOXKH U IPEKPaTUTe CKUMATH KOKY.
e MeieHHO OTHUMHMTE OOMBIION Majeln OT HAKOHEYHWKA MOPIIHS, YTOOB! IyCTOH IIMPHIY

TIO/THSUICS. BBEPX 0 MOJHOTO 3aKPBITHS MIVIBI TPEAOXPAHUTEIEM, KaK NMOKAa3aHO HAa PUCYHKE.
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ITAII 4: Ilocie HEBEKIHA

Hcnons3yiime wapux eamst uin Mapiio

e B mecTe HHBEKIIMH MOKET HaOmr01aThCsi HeOOMbIIOe KOTMYECTBO KPOBH HJIH JKHUAKOCTH. ITO
HOPMAJIBHO.

e Brl MOXeTe NprKaTh K MECTY HHBEKLUH IIAPUK BAaThl WK Map:Iio Ha 10 cexyHA.

e [Ipu HEOOXOAMMOCTH MECTO HHBEKIIMH MOXKHO 3aKJIEHTh HEOOIbIINM Ky COUKOM IIACTBIPSL.

e He Tpure MECTO MHBEKIIHHU.

Ymunuzayus nycmozo winpuua

e HesaMmeaIuTenbHO NMOMECTHTE MyCTOW INMNPHUIl B KOHTEHHEp I OCTPhIX mpeameroB. [lis
Bameii Ge3onmacHOCTH W 3710pOBbS U JUIsl O€30IACHOCTH OKPYIXKAIOLIMX HIVIBI M ITyCThIE
IIITPHILBI HE JO/DKHBI HCIIOIb30BATHCS TOBTOPHO.

e  VYTunmsupyiite KOHTeHHep L1st OCpr*X MIPEIMETOB B COOTBETCTBHU C MECTHBIMHU MPABHIAMH.

i

MHCTPYKIHE N0 BBeJeHHI0 npenapara Cumnonn® ¢ HCHOJb30BAHHEM ABTOHHKEKTOPA /

npeIBAPHTEIbHO 3aN0JHEHHOH MNPHN-PYYKH

®

Ecau Bbi xoraTe BBOAHTh, nmpenapat CHMIOHH® caMOCTOATEeIbHO, Bl 10/KHBI NpoHTH

oﬁyqelme OO0 MNOAroTOBKE K HHBEKIHH H €€ CaMOCTOSATEC/JIbHOMY BbINOJIHEHHH Y
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T NN1£0L 10
JILL UV LI080-10

KOMIIETEeHTHOr o cnennaaacta. Eciia Bl e npomun o0y4yenne, noxamnyicra, oopararecs 3a
KOHCYJIbTAHEH K CHeNHATHCTY.
ITAII 1: IloaroToBKa K HCHOJIb30BAHHI0 NPeABAPHTEIHLHO 3AN0/THEHHOH MNPAN-PYYKH

Ha pucyHke Huxe NpeacTaB/IeH BHELIHUH BH/] IPEABAPUTEIBHO 3aMI0THEHHOM MIIPHI-PYYKH:

penoxpamareasaan | CmorpoBoe Kuonxa

e Hukoraa He BCTPSIXMBANTE MINPHL-PYUKY.
e He cHumaiiTe KOIMAaYyoK CO LIMPHUI-PYYKH IO MOMEHTa, korjaa Bbl Oyjere roroBbl BBECTH

rpemnapar — CM. 3tamn 3.

Paccuumaiime neobxooumoe Koauvecmeo wnpuy-py4ex
e VY0eaureck, 4TO B3SITO MPABUIBHOE KOJMYECTBO LIMPHUI-PYUYEK HEOOXOMMOH JO3HPOBKH.

e Ecmu HeoOxozumo BBectH S0 Mr, BO3bMHTE | IIpeaBapUTENBPHO  3arOJHEHHYIO
IINPUL-PY UKy ¢ 50 Mr rorumymaba.

e Ecamu HeoOxomumo BBectH 100 Mr, BO3bMHUTE 2 MpeABApUTETbHO 3aIOTHEHHBIX
wnpu-pyykd ¢ 50 mr romumymaba (HeoOxoxumo Oyner ciaenars 2 uHbekuuu). Jis
NpPOBEASHUS 2 UHBEKIMH BbIOEPUTE pa3IMYHbIEe YUACTKU (Harmpumep, neppasi HHbEKLUsS B
npasoe Oeapo, Bropasi HHbeKLus B JeBoe Oe1po). MHbekuiu Ae1aT OHY 3a ApyTroH.

e Ecmu HeoOxomumo BBectH 200 Mr, BO3bMHTE 4 MPEABAPUTETBHO  3aNOTHEHHBIX
wnpui-pyuka ¢ S0 mr rommmymaba (Heodxoxmmo Oyaer caenats 4 uHbekuuu). s
NPOBEJSHUS STUX UHBEKIUH BbIOEpUTE pasziuyHble y4acTkH. MHbeKInH AenaT oaHy 3a
JpyTOH.

IIpogepvme oamy okonuanusn cpoka 200Hocmu
e [IlIposepbTe aaTy OKOHYaHHSI cpoka romHocTH (ormeuenHyw kak «['OJEH J10») nHa

IINTPUI-PY UKe.

e Bel Takke MOXeTe INPOBEPUTh JaTy OKOHYAHUSI CpPOKa TOJHOCTH, HAINEUaTaHHYIO Ha

KApTOHHOM Mayke.

1221766 22
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e He ucnone3yiire mmpHu-pydKky, €CIH €€ CpOK rOJHOCTH HMCTeK. JlaToM OKOHUYaHMS CpOKa
FOJHOCTH SIBJISIETCSl MOCIEAHHH NEeHb YKAa3aHHOrO Ha ymakoBke Mmecsma. OOparurech 3a
KOHCYJIbTalMel K Bpady WiH (papManesTy.

IIposepome 3auyummnyio njieHKy

e [IpoBepbTe 3aIMTHYIO IUIEHKY BOKPYT KOJINAYKa MIIPUL-PYYKH.

e Ecou 3amuTHas IUIEHKA TNOBPEXAEHA, HE HCMOAb3yiTe mmpuu-pyuky. OOparurech 3a
KOHCYJIbTAlMe K Bpauy Wi (papManesTy.

Iooosrcoume 30 munym, umobst wnpuy-py4Ka Hazpenacs 00 KOMHAMHOU memnepamypst

e  YroObl BBIIOJHUTH HHBEKIMIO HAUIEKALIHMM 00pa3oM, BbIHBTE IIMPHL-PYUKY U3 KAPTOHHOM
a4k U O0cTaBbTe Ha 30 MUHYT IPU KOMHATHOH TemmepaTrype B HEJOCTYIHOM JUIsl JeTel
MecTe.

e He narpesaiiTe mNpUI-pYYKY JAPYTUM IyTeM (Hampumep, B MHKPOBOJHOBOH NEYH HIN
ropsiueit Boze).

e Bo BpeMms BbIAEPKMBAHHUS IINPHI-PYYKH IPU KOMHATHOM TeMIlepaTtype He CHUMaiiTe ¢ Hee
KOJINAYOK.

IToozomoesme donoinumenbHsle Mamepuaist

e [loaroToBbTE JOMOJHUTEIbHBIE MATE€PHAIbl, KOTOpbIE NOTPEOYIOTCS /ISl BBITOJIHEHHUS
UHBEKIMH (CIUPTOBYIO canderky, MIApHK BaThl WM Mapjid ¥ KOHTEHHEp ISl OCTPhIX
MPEeIMETOB).

ITposepwvme pacmeop é winpuy-pyure

e [locMoTpHTE Ha PaCTBOP Uepe3 CMOTPOBOE OKHO LIMPHL-PYUYKH, YTOOBI yOEAUTBHCS B TOM, UTO
pacTBOp MpPO3payHblii MIM CJIerka ONajleCUUpYIOmui, OeCLBETHbI WIN CBETIO-KEIThIH.
JloryckaeTcsi HCIOIb30BaTh PAaCTBOP, COASPIKALIHI HECKOIBKO HEOOIBIINX MOy TPO3PAYHBIX
nan OenbIx yacTui Oenka.

e Bbl MOXeTe TaKKe 3aMEeTUTh ITy3bIPEK BO3ayXa. ITO HOPMAIBHO.

e He ucronb3yiiTe WINPUL-PYUYKY, €CJIM PACTBOP MMEET JPYroil LIBET, MyTHBIM WIH COAEPIKUT
KPyTHBIE YacTULbL B 3TOM ciyyae oOpaTurech 3a KOHCYIbTalMeil K Bpady Win GapmauesTy.

ITAII 2: Be16op H HOArOTOBKA MECTA HHbEKIHH

Buibepume mecmo unvexkuuu

e  OOBYHO MECTOM MHBEKIMH SIBJISIETCS CPEIMHHAS YacTh NepeaHeit moBepXHoCcTu Oezep.

e Bl MOKETe Tak)Ke BBECTH MPENapaT B HIKHIOK YaCcThb KUBOTA MO IyTIKOM, 33 HCKJIIOYEHHEM

0071aCTH TIPUMEPHO 5 CM HEMOCPEICTBEHHO MO ITyTTKOM.
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e He BBOgWTE mpemapar B Te€ YYACTKH KOXH, IJ€ HMEHOTCS OO0JIE€3HEHHOCTb, CHHSKH,
NIOKpPAaCHEeHHe, IIeTylIeHne Win yiuiotHeHue. Msberaiite ob6nacty, rae umMerTces pyOus! Win
PAaCTSDKKH.

e Ecau Tpebyercs caenars HECKOIbKO MHBEKIHMI OTHOBPEMEHHO, ClIeIyeT BBOJUTH Ipenapar B

pas3in4vHbIC YaCTH TE1ad.

- ([

e Ecau uHBEKIUS BBINOIHSIETCS APYruM 4€JI0BE€KOM, TO Ipenapar MOXHO BBECTH B BEPXHIOKO

4acTh HApPyKHOW MOBEPXHOCTH IUIeYA.

e MHbeKuMM JOMYyCTUMO MPOBOJUTH B JII000€ M3 YKA3aHHBIX MECT, HE3aBHCUMO OT Beca U
TEJI0CI0KEHHS.

Iloozomoeka mecma uHbveKUUU

e TiarenbHO BBIMOKTE PYKH TEIUIOH BOAOH C MBLIOM.

e [Iporpure MECTO HHBEKIIMH CITUPTOBON CaneTKoi.

e [logoxauTe, moka Koxka BbICOXHET. He ayiiTe Ha MOATOTOB/IEHHbBIN YHCThIH yUaCTOK KOXKH.

e 10 BBIIOJHEHUS] UHBEKINH OOJIbIIIe He JOTParuBaiTeCh 10 3TOM 001acTH.

OTAII 3: Beeaenne npenapara

e He cuumaiiTe KOJIIavoK 10 TeX mop, rmoka Bel He Oy nere rorossl BBecTH npenapar. [Ipenapar

JAO0JDKEH OBIT BBEJIEH B TEUEHHE 5 MUHYT IIOCJIC CHATHUA KOJIIIa4Ka.

24
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CHumume Konana4ox

e Korzaa Bbl Gynere roroBbl BBIIOJHUTh HHBEKLHIO, HEMHOTO MOBEPHUTE KOJIAYOK, YTOOBI
BCKPBITh 3aIIUTHYIO TUICHKY.

e CHHMHTE KOJIIAYOK U BEIOPOCHTE €ro Mocae HHbEKLHH.

‘ﬁ

/)

<{— |
{——

e He Haznesaiite 00paTHO KOJIMAYOK, TAK KAK 3TO MOXKET MOBPEIUTh UIJTy BHYTPH LINPUII-PYYKH.

e He ucnonb3yiiTe IMIIPUI-PYUKY, €CIi Bbl ypOHUIH €€ CO CHATBIM KOoImauykoM. B aTom ciydae
obpaTurech 3a KOHCYJIbTaLMeH K Bpady WK (papmareBTy.

H/zomno‘ npudcmume wWnpuUy-pyuKy K Koxyce

e Bo3bMuTe mmpuu-pyuKy Tak, yrodbr Bam Obu10 y100HO Aepxate ee B pyke. HE Haxumaiite
Ha KHOIIKY.

e Crnexayer BbIOpaTh OAMH U3 2 METO/J0B BBeIeHHs. PexoMeH 1y eTcsl BBOAUTD Npenapar, He Jenast
KOXHYI0 ciaaaky. Ho eciin Bbl XoTHTe clienarth CKIaaKy KOXH TS co3aanus Ooree miIoTHOMH
TIOBEPXHOCTH IPHU MPOBEAEHUH HHBEKIIUHU, TO 3TO JOIy CTUMO.

e He HaxuMas Ha KHOIKY, IJIOTHO HPWKMHUTE OTKPBITBIM KOHEL IINPHI-PYYKH K KOXKE ITOJ
yrmom 90 rpaaycoB, MOKa MpPeIOXPAHUTENIbHASI BTYJKA TMOJHOCTBIO HE OKAKETCS B

IIPO3PavYHON CEKIHH.

25
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¢ PacnoxoaxmTe OTKPHITEHIH KOHEN MIPHI-PYIKE HA Ko&e HOX YII0M
90 rpaxycos. |

e IL10THO NPEEMHATE NUPHI-PYIKY K KoZ&ke TaKEM 06pazom, 91obu
npeIoXpaHETEIbHAS BTY.IKAa 0Ka3a1ach BEYTPH NPO3PaTHON CeKIEHE.

Hasicmume na KHORKy, 4modsl 6éecmu npenapam

e [IIpogomkast IUIOTHO TPIKMMaTh IINPHL-PYYKY K KOXKE, HOKMHTE HA MNEPEaAHIOK
NPUIOAHATYO YacTh KHONKU. Bbl cMOXkeTe HakaTh KHONKY TOJIBKO B TOM Cly4ae, eCiu
LIMPHI-PyYKa IUIOTHO TPHJKaTa K KOXe, a MpeJOXPAaHUTENbHAs BTYJIKA HAXOAUTCS BHYTPH
MPO3PAaYHON CEKLIMH.

e Jlociae HaxxaTHs KHONKU OHA OCTAHETCS] B HAXKATOM IIOJIOKEHHH, ITO3TOMY Bam He HY>KHO

NpoAO/KATh JAaBUTh HA HEC.
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NOKa3aHO HA PHCYHKE

Bb! ycabimmre FpOMKHL’l «mendok». ITepBhlil IPOMKHIA «IIETYOK» O3HAYAELT, YTO Uria ObLia
BBEJIEHA U MHBEKIMs Havanack. [Ipu 3Tom Bl MOXkeTe mouyBCTBOBATh WIIM HE ITOYYBCTBOBATh
YKOJI UTJIBL |

He ornumaiite mnp!Jll-pytncy ot koxu. Eciu Bbl oTHUMETE WINpUU-PYyYKY OT KOXH, TO

MOJKET ObITh BBEJEHA HE BCS 1032 npenapara.

Hoswcoumecs 6mopozo «uieuKkar»

[TpoaormkaiiTe MpKUMaTh MINPUL-PYUKY K KOXKe, IOKa Bbl HE yC/IBIIMTE BTOPOH «ILETYOK)
(06BIYHO 3TO 3aHUMAET OKOJIO 3—6 CEKYH, HO MOKET 3aHsTh 10 15 cekyHn).

BTOpoil «ImenuoK» O3HAYaeT, YTO MHBEKIMS 3aBepIieHa M HWIVIa BTsHYJach OOpaTHO B
mmpuu-pyuxy. Eciu y Bac ociabnenssiii ciyx, orcunTaiTe 15 ceKyHa ¢ MOMEHTa, Korjaa Bl
H@KAJIA Ha KHOIIKY, a 3aTéM OTHUMHUTE IIMPHUI-PYUYKY OT MECTa HHBEKLIUH.

OTHUMHTE IIPUL-PYUKY OT MECTA MHBEKIHH.

27
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Hxzvnre 5a kBODKY
ao 1-ro merixa

ITAII 4: Tlocie HABEKNHA

Hcnons3yiime wapuk eamst uiu mapiio

e B Mecre HHBEKIUH MOXKET HaOII0AaThCsl HeOOIbIOe KOTMYECTBO KPOBH HJIH JKHUAKOCTH. ITO
HOPMAJIBHO.

e Brbl MOXeTe nprkaTh K MECTY HHBEKLUH APUK BaThl MU Mapao Ha 10 cexyH.

e [Ipu HEOOXOAMMOCTH MECTO MHBEKIIMU MOXKHO 3aKJIEHTh HEOOIBIINM Ky COUKOM ILIACTBIPSI.

e He TpuTe MECTO HHBEKLIUM.

Ilpoeepbme cmomposoe OKHO — dHcelmblil UHOUKAMOP NOOmeepx coaem, 4mo wnpuy-pyuxa

cpabomana npasuibHo.

e Kenreli MHAMKATOP COEAMHEH C IUTYH)XXKEPOM OJHOpPa3oBoro mmpuna. Ecau kenrbii
UHIUKATOP HE MOSBISETCS B CMOTPOBOM OKHE, 3HAUUT, TUTy HOKEP NMPOABUHYJICS HEAOCTATOYHO
Y MHBEKIMS HE IIPOM30IILIA.

e KenThlif HHANKATOP MOXXET 3aHUMATh OKOJIO MOJIOBUHBI CMOTPOBOIO OKHA. DTO HOPMAIBLHO.

e Ecnu Bel He BUIUTE JKEATHIH HHAMKATOP B CMOTPOBOM OKHE WM BbI cuMTaere, 4ro BBEACHHE
JI03bI HE TIPOU30LILT0, 0OpaTHTECh 3a MOMOIIBIO K Bpauy wiH Gpapmauesty. He BBoauTE BTOPYIO

103y 6e3 cornacoBanus ¢ Bammm Bpauom.
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Kearpiit
HHAUKATOP

Ymunuzayus wnpuy-pyuxu
e HesamenmuTeabHO MOMECTUTE IUNPUI-PYUKY B KOHTEHHED U1 OCTPBIX MPEIMETOB.

e  VYTuausupyiTte KOHTEHHEp VISl OCTPBIX MPEAMETOB B COOTBETCTBUH C MECTHBIMH ITPaBHIAMH.

Hccnenosanusi COBMECTHMOCTH HE MPOBOAMMCH, IO3TOMY JaHHBIH JIeKapCTBEHHBIH Mpenapar He
ClIeyeT CMeLMBaTh C APYTHMMH JIeKapCTBEHHbIMM cpeacTtBamu. Heucrnosnb3oBaHHBIH npenapar
WIM OTXOJBI CJIEAYET YHUUYTOXKUTh B COOTBETCTBUH C JSHCTBYIOIUMH TPeOOBAHUSIMHU.
NMOBOYHOE JIECTBUE

B xoHTpOaHpyemMoM nepuoe 6a30BbIX KIMHUYECKHX uccieaoBanuil namueHTos ¢ PA, TIcA, AC,
HepeHTreHorpapuyeckuM akcuanbHbIM  crnoHmwioaprpurom u  SIK  HaubGonee wactoi
HEXeNaTeIbHON peakuueil ObUta HHpEKIUs BePXHHUX JbIXaTeIbHBbIX MyTel (B rpynmax Teparnuu
ronumymabom uvacrora cocrasisiia 12,6% mo cpaBHenuio ¢ 11,0% B KOHTPONBHBIX Ipymnmax).
Cpeay Cepbe3HBIX HEXKEIAaTeIbHbIX peakuuii HaOMIOAATNCh Cay4Yau TSDKENbIX HHOeKImi
(BKUTIOYASI CETICUC, THEBMOHMUIO, Th, MHBa3UBHbIE rPHOKOBbIE U ONMOPTYHUCTUYECKHE HH(EKIINH),
JeMUETHHU3UpYIOIHe 3a00neBaHusl, peakTHBALMs BUPYCHOro renaruta B, Xponuueckas
cepaeuHasi HeJOCTaTOUYHOCTh, Ay TOUMMY HHbIE 3a00/1€BaHus! (BOTYAHOYHO-TIONOOHBIH CHHAPOM),

reéMaToJIOrTHYeCKHe HapymeHUsl, CEPbEe3HbIC CHUHCTEMHBIC pPEAKLIHH TUIICPYYBCTBUTEIbHOCTH
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(Barouas aHaQWIAKTHYECKYI0 PEaKLHI0), BAacKyJuT, aumdpoma u neiiko3 (cm. pasgen «C
OCTOPOKHOCTBIOY).

Hexenarenbuble  peakumu, HaOmoaBmMecs B KIMHHYECKHX — HMCCIEJOBAHHSX U
NOCTPErHCTPALMOHHBIN [EPUOJ  HMCHONb30BaHus npenapara CUMIOHU®, MEPEUHCICHbl B
tabmuue 1. OHM pacmpefeneHbl MO0 CHUCTEMHO-OPraHHBIM Kj1accaM M 4YacTOTe Ha OCHOBE
CIIeYIOIMMX KpUTEepueB: oueHb yacteie (> 10%), gacteie (> 1% u < 10%), nHewyacteie (> 0,1% u
<1%), peaxue (> 0,01% u < 0,1%), ouens peaxue (Menee 0,01%), Hen3BeCTHO (HE MOXKET OBITH

OLIGHEHO MCXO/s1 U3 JOCTYIHBIX JaHHBIX).

Tab6suna 1. HexxenarenpHble peakiym.

HudexunonHble U napasurapHblie 3a001eBaHus
Ouenb yacteie: | MHpexims BepXHUX AbIXaTeNbHBIX NMyTel (Ha30(apuHIUT,
(apUHTUT, TAPHHTUT, PUHHT)
Yacteie: | bakrepuanbhble  uHpexkupn (Takue kak  (ermosa),
MHQEKIMH HIWKHUX JbIXaTeNbHBIX IyTed (Takue Kak
MHEeBMOHUS), BHPYCHbIe MHpEKIMH (Takue Kak TpUNm |
reprnec), OPOHXMT, CHHYCHT, NOBEPXHOCTHbIE T'PHOKOBBIE
uH(ekmn, adcuecc
Heuacreie: | Cencuc, B TOM YHCIIE€ CENTHYECKHI IIOK, MUEeT0HeGPHT
Penxue: | TyOepkynes, ONIOPTYHUCTHYECKUE uHp KK
(vHBa3MBHbIE TpuOKOBbIE HMH(DEKIMHM [rHCTOIIA3MO3,
KOKLMMOMIOMHUKO3,  IHEBMOLMCTO3|, OakTepuanbHbie,
aTUNHYHbIE  MHKOOAaKTepHaIbHbIE M INPOTO30MHBIE),
peakTuBanus rgnaTma B, OakrepuanbHbli  apTpHT,
HUH(EKIMOHHBII OypCUT
JloOpokauecTBEHHbIE, 310KAYECTBEHHBIE OMyXO0JIH U HEYTOUHEHHBIE HOBOOOpA30BaHMsI
Heuacthie: | Omyxomu (Takie Kak pak KOXH, INIOCKOK/IETOUHBIH PaK
MHUEJIOLMTAPHBIN HEBYC)
Penxue: | Jlumdoma, neiko3, MeaaHOMa, KapuuHoMa Mepkenst
HeussectHo: | 'enaronuenanpHas T-kinerounas aumdoma™
Hapyuienust O CTOPOHbI KPOBU M JIMM(BATHYECKOI CHCTEMBI
Yacreie: | JlelikoneHus (BKIOYAs HEHTPONIEHUIO), aHEMHUSI
Heuacteie: | TpoMOOIUTONEHMS], TAHIIMTOIEHHSI
Peaxue: | ArutacTuyeckas aHeMusi, arpaHyJI0LuTo3
Hapymenust co CTOpOHbI UMMYHHOM CHCTEMBbI
Yacrtele: | Anepruueckue peaxiuu (6ponxocnasm,
THIIEPYYBCTBUTEIbHOCTb, KPANHBHHUIIA), IOJOKHTEIbHA
peakuus Ha ayTOAHTHTENa
Penkue: | CucreMHble amiepruyeckue peakimu (aHaduIakTHUecKue
peaxiu), CHCTEMHBIH BaCKYJIUT, CAPKOHI03
HapymeHust o CTOPOHBI 3HIOKPHHHOH CHCTEMBI
Heuacteie: | Hapymenus IIUTOBHIHOU JKeJ1e3bl (runortupeos,
THIIEPTHPEO3 B 300)
Hapymenust co CTOpoHbI 0OMEHa BEIIECTB U MUTAHUS

Heuacteie: | [ToBbnueHue riiroko3bl B KPOBH U IMOBBIIEHUE JTUIIUA0B

Hapymenust ncuxuku
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YacTeie: |

Jenpeccusi, OeCCOHHULIA

Hapymenust co CTOpOHBI HEPBHOM CHCTEMBI

Yacrsie: | ['onoBokpyxkeHue, rojoBHasi 001k, apecTesus
Heuactsie: | Hapyienus paBHOBecHs
Penxue: | lemuenunusupyromue 3aboneBanusi (LEHTpadbHas H
nepudepuyeckas Gopmbl), TUCTeB3Us

Hapymenust co CTOpOHBI OpraHa 3peHust

Heuacrrie:

Hapymenusi 3penust (Takue Kak NMOMYTHEHHE 3PEHUS M
CHMOKCHHUEC OCTPOTHI SpGHHS{), KOHBXOHKTHBHUTHI,
aJUIepruyecKuie peakimu (MOKpacHeHUe, pa3ipakeHue)

HapymeHust co CTOpOHBI cepaua

HeuacTtrle:

ApHUTMHES, CTEHOKAPIUSI

Penxue:

XpoHHuYecKass CepAevHas HeJOCTaTOYHOCTh
BBISIBJICHHAS WJIH VXY IIIEHHE HMEIOIeicst)

(BmepBbIe

HapyiueHus o CTOPOHBI COCY 0B

Yactele: | ApTepuanbHas THIEPTEH3US
Heuacteie: | Tpom603 (Bkirodas TpomMO03 TIyOOKMX BEH W apTepwii),
TUIIePEeMHUSI
Peaxue: | bonesus Peitno

Hapy1enust o CTOPOHBI JbIXaTeIbHON CHCTEMBL, OPraHOB I'PYAHOM KJIETKHU U CPEIOCTEHHS

Yacteie: | BponxuanbHas acTMa W COMYTCTBYIOLIHE CHMIITOMBI
(XpuIbl, THIEPAKTHBHOCTE OPOHXOB)
Heuacrteie: | MaTepcTuimansHoe 3a001eBaHue Jerkux

HapymeHus co CTOPOHBI XKeTy J0YHO-KHIIEYHOr0 TPAKTa

Yacteie: | ucnencus, ©Ooame B obmactm  JKKT, TommHOTA,
Bocnanutenbuble 3a0onesanust JKKT (ractpur, komut),
CTOMATHT 7
Heuactsle: | 3amop, raCTpoasoq)areanbﬁmﬁ pedaokc

Hapyumenusi co CTOpOHBI EYEHH U JKeTUYEBBIBOSIINX Iy TEH |

Yacteie: | [ToBblueHne  akTHMBHOCTH  aJlaHMHAMHHOTpaHC(hepassl
(AJIT), acmapraramunorpancoepasst (ACT)
Heuacteie | XoaeauTuas, HapymeHus QyHKIHN IeYEHU

Hapyienusi co CTOPOHBI KOXKH M IMOAKOXKHBIX TKaHEH

Yacteie: | 3ya, Chllb, AJIONENHUs, JePMATHT
Heuacreie: | BynnesHas cbimb, 1copuas (BbISBICHHBIH BIEPBbIE MM
yXy/JIUIeHHe  WMEIoIerocss  3aboneBaHusi,  J1aJOHHO-
MOJOLIBEHHBIH, Iy CTYJIe3HbIH), KpaIMBHULIA
Penxue: | Jluxenownaubie peakiuu, 3kchoMHarus, BACKYIUT (KOXKHBIH)

Hapymenus coO CTOPOHBI CKEIETHO-MBIIIEYHOH U COSTHHUTEIbHON TKaHH

Penxue: |

Bo19aHO4YHO-110100HBIH CHHAPOM

Hapy1enust co CTOPOHBI MOYEK H MOYEBBIBOASILIUX ITyTSH

Penkue: |

3a60seBaHis MOYEBOTrO My 3bIpsi, 3a00JEBAHUS MIOYEK

Hapymelmx CO CTOPOHBI ITOJIOBBIX OPraHOB U MOJIOYHBIX KECJIC3

Heuactble: | 3a60/1eBaHusI MOJIOYHBIX JKeJIe3, HApyIIeHHs] MEHCTDY ALK
OO0mue paccTpOMCTBA U HAPYLISHUSI B MECTE BBEICHUSI
Yacrele: | [uneprepmusi, acTeHusi, peakIMH B MECT€ BBEICHHS
(opurema, KparuBHHUIA, YIUIOTHEHHE, 00Jb, KPOBOIOATEK,
3y, pasApakeHWe, MapecTe3us B MECTe HHBEKIMH),
JucKoMGbopT B 001aCTH TPy AU
Penxue: | MeaieHHOE 3QKUBJICHUE B MECTE HHBEKLIUH
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TToBpexaeHus, OTPABICHHUS, OCIIOKHEHHUS], CBSI3AHHbIE C BBEACHUEM

Yacrele: | Ilepenomel KkocTE
*Habmonanuce Ha Gone apyrux uaruburopos ®HO, HO He HAOMIOAATMCH B KITMHHYECKUX
UCCIE0BAHMSIX oMy Maba

B fgaHHOM pasaene IMTENbHOCTh HaOMIOAEHMH B TedyeHHe NpuMepHO 4 jerT (MenuaHa) B
OCHOBHOM TpEJCTaBJIeHa ISl BCEX PEXKUMOB J03UpOBaHMs roaumymada. B mecrax, rae ans
HCIIOIb30BaHMs rOIMMy Maba yka3aHa 103a, MeauaHa HaOMoAeHus BappupyeT (0Ko10 2 JeT 1is
10361 50 Mr, 0K0s10 3 et s 40361 100 Mr), Tak Kak MarueHThl MOTJIH ObITh NepeBEAEHbI C OTHON
JI03bI Ha APYTYIO.

Ouucanne OTAeJbHBIX HeKeIATeIbHbIX PeaKIHii.

HNudexnun (cM. pazzaen «C 0CTOPOKHOCTBIO)

B KOHTponupyemMoM mepuoje 0a3oBbIX KIMHMYECKHX MCCIEAOBAHMH HH(EKIUS BEpXHUX
JbIXaTeNbHBIX MyTel ObL1a Hanboee YacToil HexenaTe bHOM peakiyeli (B rpynmax rommyMaba
yacroTa coctasiasia 12,6% (B nepecuere Ha 100 maumento-yer: 60,8; 95% IU: 55,0; 67,1) no
cpasHenuio ¢ 11,0% B KOHTPOIBHBIX rpynmnax (B nepecuere Ha 100 marmento-ner: 54,5; 95% JIU:
46,1; 64,0)). Tlpn HaOmHOAEHNM NALMEHTOB B XO0J€ KOHTPOIMPYEMBIX M HEKOHTPOIMPYEMbIX
JTANoOB MCCIIEA0BAHUI B TeueHHe 4 jerT (MeanaHa) 4acToTa MH(EKUMH BEpXHMX AbIXaTelbHbIX
nyTeit B nepecuere Ha 100 maumento-ner cocrasuaa 34,9 (95% JM: 33.8; 36,0) B rpynmax
ronumymada.

B KoHTpOonupyemMoM nepuoe 6a3oBbIX KIMHHUECKUX uccneno%aaﬂuﬁ uHbexmu HabI0aaTuCh y
23,0% nauueHToB B rpynmnax rojiumymada (B nepecuere Ha 100 maruenro-ner: 132,0; 95% JIU:
123,3; 141,1) no cpasuenuio ¢ 20,2% B KOHTPOIBHBIX rpynmnax (B nepecuere Ha 100 mauueHTo-

aer; 122.3; 95% JAU: 109,5; 136,2). Ilpu HaOnroAeHUH MAUEHTOB B XOJA€ KOHTPOJIMPYEMBIX H

HEKOHTPOIMPYEMBIX ITANOB MCCIEA0BAaHMN B TeyeHue 4 jer (MeamaHa) 4acToTa MHeKimil B
nepecuere Ha 100 nauuento-ner cocrasuna 81,1 (95% JIH: 79,5; 82.8) B rpynmax roiumymaba.
B KOHTpoimpyeMoM mepHoAe wucciaenoBanuii y maummeHtoB ¢ PA, TIcA, AC w
HEPEHTTeHOrpapUUECKUM aKCHATBHBIM CIIOHMIOAPTPHTOM Cepbe3Hble HH(EeKIMu Habm01aTuCh
y 1,2% naumenToB B rpynmax roaumymMada u 1,2% naiueHToB B KOHTPOIbHBIX rpynmnax. Yacrora
cepbesHbiX uH(ekimii B mepecuere Ha 100 mammeHTo-ner HaOMIOAEHHS B KOHTPOIMPYEMBIX
uccnenosanusax y mnauueHtoB ¢ PA, IIcA, AC u HepeHTreHOrpapuyeCKuM aKCHaIbHbIM
crnoHaunoapTputom cocrasuwia 7,3 (95% JH: 4,6; 11,1) B rpynne romumymaba 100 mr, 2,9
(95% JIH: 1,2; 6,0) B rpynmne romamyma6a 50 mr u 3,6 (95% U 1.5; 7,0) B rpynme miauedo.

B KOHTPOIMPYEMOM MEPHOAE MCCIENOBAHMI CTaAMHM MHAyKUMH y nauueHtos ¢ SIK cepbestbie
unpexuun Habmoanucy y 0,8% mauueHToB B rpynmax romumymaba no cpasHenuro ¢ 1,5%
MAIMeHTOB B KOHTPOJbHBIX rpymmax. Cepbe3Hbie HHpEKIHH, HaOMOJaeMble TPH TEparnuu

ronuMymabom, BKIKOYATH TyOepkynes, OakrepuanipHble MH(QEKIMM, B TOM YHCIE CENCHC M
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MHEBMOHMIO, HMHBA3UBHbIE TPUOKOBbIE W HHBIE ONNOPTYHHUCTHYeCKHe HHGbexuuu. YacTs
UH(D KL 3aKOHYMUIACH JTETATBHBIM HCXOJ0M.

IMpu HaGMIOAEHHH MALMEHTOB B X0J€ KOHTPOIHPYEMbIX U HEKOHTPOIHPY €MBIX 3TaroB 0a30BbIX
KJIMHHYECKUX HCCIEeJ0BAaHMI B TeYeHHe A0 3 jieT (MeauaHa) YacTtoTa Cephe3HbIX HHpexumii
(BKTIOYAs OMIMOPTYHUCTHYECKHE M TyOepkysie3) Obuta Bbime B rpymne romuMymaba 100 Mr no
CpaBHEHMIO ¢ rpymmoi ronuMymada 50 mr. YacToTa Beex cepbe3HbIX MHDEKIHI B epecyeTe Ha
100 nmamenTo-ner cocrasuna 4,1 (95% IIU: 3,6, 4.5) B rpynme romumymadba 100 mr, 2.5
(95% JIU: 2.0; 3,1) B rpynme romumymada 50 mr.

3noxkavecTBeHHBbIE ONYX0JIH (CM. paszen «C 0CTOPOKHOCTBIO»)

JTumepoma

Yacrora auMpOMBI Y MALMEHTOB, MOMy4YaBIIMX TroauMymad B 0a30BBIX KIMHHYECKHX
UCCIEI0BAHMIX, OblIa BBINIE OKMAAEMON 4acToThl B oOmeit momyssiumu. Ilpu HaGnroaenun
NALMEHTOB B X0J€ KOHTPOJMPYEMBIX W HEKOHTPOIMPYEMBIX 3TaloB 3THX HCCIEI0BAHUI B
TeueHue 10 3 aer (Meamana) yactora Jumdomsl ObuIa BhIlie B rpymme roaumymada 100 mr no
CPaBHEHHMIO C rpymmnoi ronumymabda S0 mr. Juarsos mumdoma 611 moctasien 11 narmentam (1 B
rpynmne roaumymada S0 mr, 10 B rpynme roaumymaba 100 Mr) ¢ 4acToToil B mepecuere Ha
100 naumenTo-ner Habmoaenus 0,03 (95% JIH: 0,00; 0,15) u 0,13 (95% IHU: 0,06; 0,24) B rpynne
roaumymada 50 mr u 100 mr coorserctenHo, 0,00 (95% JIH: 0,00; 0,57) B rpynmne miane6o.
Bom:umncnio CllydaeB 3aperMcTPUPOBAHO B HCCIEAOBAHMM C ‘ y4acTHeM IMalHeHTOB,
nepeBeieHHBIX ¢ Apyrux uHruouropos ®HO, xoTopele uMenn GOIBLIYIO MPOAOIKHTEILHOCTD
3a0oseBanus ¥ pepakTepHOCTb MPEAMECTBYIOIIEH TPOBOAMMOM TEPaITUH.
Henumgounumapusie 310KauecmeenHsie Onyxoiu

B koHTpOHMpyeMom nepuoe 0a30BbIX KIIMHHYECKUX UCCIEA0BAHUI U B/ TEUEHHE IPUMEPHO 4 JIeT
HAOMOJEHUsT  YacToTa  HEIUM(OLMTAPHBIX  3J0KAYECTBEHHBIX  OMyXojded  (Mckirovas
HEMETAHOMHBIH paKk KOKH) ObUla COMOCTABMMOI B rpymmax roauMymada M KOHTPOJBHBIX
rpymmnax. Ilpun HaGmoaeHuu npubIM3UTENHHO B Te4eHHE 4 JIeT 4acToTa HEeTMMOLMTAPHBIX
3JI0KQUECTBEHHBIX OMyXOlIel (MCKIoUasi HEMETaHOMHbIH pak KokH) ObLia COMOCTaBHMOH ¢
4acTOTOH B 00l momy Isiuy.

INpu HAO/IIOAEHUH TALKMEHTOB B X0€ KOHTPOJIHPYEMbIX U HEKOHTPOIHPYEMBIX 3TanoB 0a30BbIX
KJIMHUYECKMX MCCIeJOBAHUI B TeYeHHEe 0 3 J1eT (MeauaHa) AMarHo3 HeMETaHOMHBIH paK KOXH
ObLT MOCTaBAEH 5 mauuenTam B rpymnmne mwiauebo, 10 nauuentam B rpynne roaumymaba 50 mr u
31 naumenty B rpynne 100 Mr ¢ yacroroii B nmepecuere Ha 100 naumento-ner Habmoaenus 0,36
(95% JIU: 0,26; 0,49) nns oObeauHeHHbIX rpymn romumymabda u 0,87 (95% JIH: 0,28; 2,04) ans

rpymmnsl wianedo.
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[Tpu HaOmrOAeHNH MAUMEHTOB B X0J€ KOHTPOIHPYEMBIX H HEKOHTPOIUPY €MBIX 3TAroB 0a30BbIX
KJIMHAYECKUX MUCCIe0BaHMIi B TeueHHue 10 3 jeT (MeanaHa) AMar€o3 3J10Ka4eCTBEHHAs OMMyXO0JIb
(kpoMe MeNIaHOMBI, HEMETAHOMHOIO paka KOXXH ¥ JUM(OMBI) ObLT NMOCTABJIEH 5 MAlMEHTaM B
rpymme wiaue6o, 21 mauenty B rpynmne rorumymada 50 mr u 34 nauuenram B rpynmne 100 mr ¢
yactoroil B mepecdyere Ha 100 maumento-ner Habmoaenus 0,48 (95% IU: 0,36, 0,62) mns
00neuHenHsIX rpynn romumymata u 0,87 (95% U 0,28; 2,04) ans rpynmsl mianedo.

Cnyuau, coobwasunecs 6 KIUHUYECKUX UCC/IE008AHUAX Y NAUNUEHINOE C ACIMMOIL

BBeaenue rommmymMada mpou3BOAWIOCH OJKOKHO B O0JI€€ BHICOKOH, YeM PeKOMEHI0BaHHAs IIPU
peBmMarHueckux mnokazanusix, no3e (150%) Ha Hezmene 0, ¢ HOCAEAYIOIMMH HHBEKIHSIMH
ronumymada 200 mr, 100 mr w50 Mr kaxasle 4 Heleau BIUIOTh A0 Heaenu 52. 8 ciydaes
PasBUTHS 370KAYECTBEHHBIX OMyXOJsiel coobmanock B OObeJUMHEHHBIX Tpymmax roaumymaba
(n=230) u Hu oaHOro cayyas B rpynmne miauedo (n=79): 1 naruent ¢ muMPpoMoii, 2 narmenTa ¢
HEMEJTaHOMHBIM PAKOM KOXH, 5 MAIIHEHTOB € APYTHMH 310KaYECTBEHHBIMH OITyXOJISIMH.

Ha mnporsxennu miane00-KOHTPOIMPYEMO YacTH MCCIENO0BAHUSI 4acTOTAa Pa3BUTHs BCEX
omyxosneii B nepecuere Ha 100 maumento-ner cocrasmwia 3,19 (95% JIW: 1,38; 6,28) B rpynmax
ronumyMmada, B Tom uucie: mmbpom 0,40 (95% JH: 0,01; 2,20), HemenanoMHOr0 paka koxu 0,79
(95% JAU: 0,10; 2,86) u 1,99 (95% AU 0,64; 4,63) ni1s Apyrux 3710KaueCTBEHHbIX omyxonei. B
rpymne mianebo yacrora coObruii B mepecyere Ha 100 mauumenTo-ner cocrasuna 0,00 (95% AH:
0,00; 2,94). 3Hauenne aHHOTO (aKTa HE YCTAHOBJIEHO.

Hesponoraueckne HapymeHHusi

[Tpu HaO/IIOAEHHUH TALMEHTOB B X0 KOHTPOJIUPYEMBIX U HEKOHTPOIHPYEMBIX PTANoB 0a30BbIX
KJIMHUYECKUX  MCCIEAOBaHMii B TeueHue 0 3jer (meamana) Oonplmas —4acTroTa
JIEMHUETHHU3UPY IOIUX 3a00/1eBanuii Habaroaa1ach B rpymmne rommymada 100 Mr no cpaBHEHHUIO
¢ rpymmnoi romumymada S0 mr.

IloBbImEeHHEe AKTHBHOCTH NeYeHOYHbIX pepMenTOoB

B koHTposimpyemMoM 3tane 0a30BbIX KIMHHYECKHX HCCaeaoBaHuii y maumeHTtoB ¢ PA u IIcA
Habmoaanocs HeOonbmoe mosbimenre akTuBHOCTH AJIT (> 1 m <3 pa3 or BepxHero npezaena
HOPMBI) Y COMOCTABUMOTO MPOLIEHTA MALMEHTOB B IPYNIaxX roauMy Maba i KOHTPOJIbHBIX IPYIINax
(22,1-27.4% mnauuedToB); B ucciaeaosanuu y mamueHToB ¢ AC u HepeHTreHorpaduueckum
AKCHATBbHBIM CIIOHIMI0APTPUTOM YaCTOTa YMEPEHHOT0 NMoBbImeHus akTuBHOCTH AJIT B rpynmnax
ronumymaba Obuia Bbuue (26,9%), yem B KOHTpoibHbIX rpymmax (10,6%). Ilpu naGmoaenun
NAlMEHTOB B XO0J€ KOHTPOIMPYEMBIX U HEKOHTPOIUPYEMBIX 3TanoB 0a30BBIX KIMHHYECKHX
uccaenoBanuii y nanuenTos ¢ PA u IIcA B Teuenue 5 et (MeaMaHa) 4acToTa JIErKOro MOBbILICHHS
aktuBHocTH AJIT 6bL1a CONMOCTABMMOW B Ipymmax roauMymaba M KOHTPOJBbHBIX rpynnax. B

KOHTPOIMPY€EMOM 3Tane 6a30BbIX KINHUYECKUX UCCISIO0BAHUH CTAIHH HHIYKIUH Y TIALMEHTOB C
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SK nerkoe nosbimenue aktuBHOCTH AJIT (>1 m <3 pa3 OT BepxXHEro mpeaeaa HOPMBbI)
OTMEYAI0Ch Y COMOCTABMMOrO MPOLEHTA MALMEHTOB B IPyMIax roruMyMada u B KOHTPOJIBHBIX
rpymmnax (8,0 u 6,9% coorsercTBeHHO). [Tpy HaOMH0 JeHUH MALIMEHTOB B X0 KOHTPOIMPY EMBIX H
HEKOHTPOJIMPYEMBIX 3TAroB 0A30BbIX KIIMHUYECKHX HCCIeJ0BaHui y naimeHToB ¢ K B Teuenue
npumepHo 2 netr (MeaumaHa) nerkoe mnosbimeHne akTuBHOCTH AJIT ormewanocs y 24,7%
NALMEeHTOB B rPyInax roaumymada BO BpeMsi HCCIIe10BaHMs TTOANEPKHBAIOIIEH CTa MK TEPAITHH.
B kouTponmpyemoM 3tane 0a30BbIX KIMHHYECKHX HccaenoBaHuii y manmeHtoB ¢ PA u AC
noseieHre akTuBHOCTH AJIT >5 pa3 oT BepxHEro mpejesna HOpPMbl OTMEUaJIOCh HEYacTo.
Yacrora noebimenus aktusHoctu AJIT B rpynmax romumymaba Oeuta Beme (0,4-0,9%), yem B
KoHTponbHBIX rpymmax (0,0%). Drta tenaenums He Habmonanack y mamueHTtoB ¢ IIcA. Ilpu
HaOMIOIEHUH MAILMEHTOB B XO0J€ KOHTPOJIMPYEMBIX M HEKOHTPOIHPYEMBIX I3TanoB Oa3oBBIX
KJIMHHYECKUX HCCiieoBanuii y mauuenToB ¢ PA, TIcA u AC B Teuenue 5 ner (MeguaHa) 4acTora
nosbimenus aktuBHocTH AJIT > 5 pa3 OT BEepXHEro mpeaena HOpMbl ObLia COMOCTABUMOH B
rpynmnax roumyMada u KOHTPOJIbHBIX Tpymmax. B G0JbIIHHCTBE CTyYaeB 3TO MOBBIMEHHE ObLIO
0eCCHMIITOMHBIM U CHIDKAIOCH/Pa3peraioch Mocie MpeKpalleHusi Tepariy roauMy MadoM HiIH
KOPPEKIHH COIMyTCTBYIOIIEro JeueHus. B X0/1e KOHTPOIUPYEMbIX U HEKOHTPOIMUPY EMBIX 3TarOB
KJIMHUYECKOTO MCCJIEIOBAHUSI HEPEHTIeHOrpahMueckoro akCHaaIbHOrO CIOHAWIOAPTPUTA TaAKUX
ciyuyaeB cooOmieHo He Obu10 (B TeueHue 10 1 roaa).

B xoHTpOHpyeMoM 3Tane 6a30BbIX KIMHHYECKHX HCCI€A0BAHUH CTa MM HHAYKIUHU Y nauremos
¢ SK noesiuenue aktuBHoctd AJIT >S5 pa3 or BepxHero mnpejena HOpMbI HaOMOAANIOCh Y
COMOCTAaBMMOrO MPOLEHTA MALMEHTOB B rpynnax ronumymabda u rpynnax mianedo (0,3% m 1,0%
cootBeTcTBeHHO). [Ip1 HaGII0IEHHH MALMEHTOB B X0/1€ KOHTPOIUPYEMbIX U HEKOHTPOIHPY EMBIX
aTanoB 0a30BBIX KIMHHYECKMX HCcaeaoBaHui y mauueHtoB ¢ K B TeueHue npuMepHO 2 jer
(Meauana) mosbimeHne akTHBHOCTH AJIT > 5 pa3 or BepXHEro rnpezaena HOpMbl OTMEYAIOCh Y
0,8% mauueHTOB, MPUHMUMABIINX rOJIMMyMal BO BpeMsi HCCIIEA0BaHMUS IO AAEPKHBAIOILEH CTa MU
Teparuu.

B xozme 6a30BBIX KJIMHHYECKMX MccaenoBanuii y mamueHtoB ¢ PA, ITIcA, AC nun
HEePEHTreHOrpahuIeCKUM aKCHATbHBIM CIIOHUIOAPTPUTOM Y | maimenTa ¢ npeamecTBy KIUMU
HapyIeHUsIMH (YHKIMU T€YEeHH, B KIMHUYECKOM HCCIeJOBaHMU y mauueHToB ¢ PA, pasuiics
HeMH(EKIMOHHBIA TEeNaTuT C JKEITYXOH, 3aKOHYMBINHMICS JeTanbHeIM HcxoaoMm. Hemwss
TMOJHOCTBIO MCKIIKOUUTH POk ronuMymada kak (akropa, NOTEHIMAIbHO CIPOBOLMPOBABIIETO
WJIN YCHJIMBLIETO IPOSIBICHHS 3a00/1€BaHHUSI.

Peaknun B MecTe HHbEKIHH

B xoHTponupyemMom dtane 0a3oBbIX KIMHUYECKHX MCCAEJOBAHUH PEaKIMU B MECTE MHBEKIMU

Habmoaamucs v 5,4% nauueHToB B rpynmnax ronumymaba mo cpaBHeHHIO ¢ 2,0% nauueHToB B
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KOHTPO/IbHBIX rpymmax. [IpHcyTCTBHE aHTHTEN K roauMyMaly MOXKET yBEIHUHTh PUCK PA3BUTHS
peakuuii B MECTe MHBbEKUMU. BONBUIIMHCTBO peakunii B MECTe MHBEKIMH ObLIM JErKUMH HIIH
YMEPEHHO BBIPOKEHHbIMH. Yaime BCero orMevanach 3puUTeMa B MeCTe MHbeKIMH. Peakuuu B
MECTE HHBEKLHH OOBIYHO HE MPUBOIIIH K MPEKPAIEHHIO IPHEeMa JIEKapCTBEHHOro Npemnapara.
B koHTponupyembIx wuccnexoBanusx 2b w/mmm 3 daser y mammentoB ¢ PA, TIcA, AC,
HEPEHTreHOrpa(hUUeCKIM aKCHATBHBIM CIIOHAMIOAPTPUTOM, TSDKEIOH NePCHCTUPYIOMIEH acTMON
u ucciaegosanusx SK 2/3 paspl aHapuIakTHUECKHE peaKIMM Yy IAUMEHTOB B rpymmax
roauMymada 3aperucTpupoBaHbl He ObLIH.

Aurunykieapusie anTaTena (AHA) / aararena k asyxcnupanbuoi ITHK (a¢/IHK)

[Mpu HaO/IIOIEHHH TTALIMEHTOB B X0 KOHTPOIUPYEMBIX U HEKOHTPOIHPY EMBIX 3TanoB 0a30BbIX
KJIMHMYECKUX MCCeqoBanuii B Teuenume | roma 3,5% B rpymmax romumymaba u 2,.3% B
KOHTPONIBbHBIX Tpynmnax Obutn Brepsble AHA-monoxurensHbiMH (TUTpel 1:160 1 BBIIIE).
O6pasosanue anturen kK Ac/JHK y manueHToB, HMEIONIMX UCXOAHbIE OTPUIATEIbHBIE TECThI HA
anturena Kk AcJIHK, npu nabmoaennu B Teuenue 1 roaa 6ewto 1,1%.

Jdern

Tonuapmuxynsprslii 06EHUNbHBLI UOUONAMUYECKUL APMPUM

BesonacHocTh rojmmymaba OLEHHBAIACh B XOJA€ KIMHHYECKOTO MCCIenoBaHUS 3 (asel y
173 nauuentoB ¢ mlOUA B BO3pacte ot 2 10 17 ner. Cpeansis NpOAOIKUTENBPHOCTL NIEPHOA
HaOMIOIGHNS COCTABHMJIA ABa roja. THIT M 4acTOTa HEXENaTETbHBIX SIBJIEHHH, COOOIIEHHBIX B
JAHHOM KJIMHUYECKOM UCCIIe10BaHUH, «I:)ome'rcmoaanu TAKOBBIM, COOOIIEHHBIM B KJIMHHYECKUX
HCCJIEJOBAHUSX C YYACTHEM B3POCIbIX NAIMEHTOB ¢ PA.

INEPE/103UPOBKA

OJHOKPATHOE BHYTPMBEHHOE BBeAeHHE 103 10 10 MI/KI B KIMHHYECKOM HCCIEIOBAHHHM HE
COIMPOBOXKAATOCH JO30JIUMUTHPYIOIIEH TOKCHYHOCTBIO. B cilyuae nepeno3upoBKH y MalHeHTa
PEKOMEHAYETCsl KOHTPOIMPOBATh MPU3HAKH WIM CHMITOMBI HEXelaTenbHbIX 3(P(deKkToB u
HEMEAJICHHO Ha3HAYUTh CUMIITOMATHYCCKOEC JICUCHHUEC.

B3AUMOJIEVICTBUE C JIPYTMMHU JIEKAPCTBEHHBIMHU ITPENTAPATAMU
HccnenoBanust B3auMOIeHCTBUSI HE POBOIUIUCS.

OpHoBpeMeHHOe NpPHMEHeHHEe ¢ JAPYrHMH  OHOJIOTHYECKHMH  JIEKAPCTBEHHBIMH
npenaparamu

OxHOBpeMeHHOe TnpuMeHeHne npenapara CummoHu® C JEKapCTBEHHBIMH IIpenapaTami,
MCTIOJIB3Y FOLIMMUCS 110 AHAJOTHYHBIM MTOKA3aHUSIM, B TOM YMCJIe aHAKMHPOH MM abarauentom,

HE PEKOMEHIYETCS.
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/KuBble BAKNHHBI H JIEKAPCTBEHHbIE NPENapaTthl, coAepkamue AHGeKNHOHHbIE ATeHTHI
JKuBble BakIMHBI M JIEKAPCTBEHHBIE IPENaparhl, cojaepkaiue HH(EKIMOHHbIE areHThbl, HE
ciledyeT NPHMEHSTh OJHOBPEMEHHO ¢ Tepanueil mpenaparom Cummonu® (cm. pasgen «Ocobbie
yKa3aHHs»).

Merorpexcar

Xotst copmectHoe mnpumeHeHne MT npuUBOAMT K YBEIMYEHHIO PABHOBECHBIX MHHHMAJIbHBIX
koHueHTpauuii npenapara Cumrnonu® y naumentoB ¢ PA, IIcA u AC, monydyeHHble JaHHBIE
CBHJIETEIBCTBYIOT 00 OTCYTCTBMHM HEOOXOAMMOCTH KOPPEKIHMH 1036l npenapara Cumnonu® uiu
MT (cum. paspen «DapMakKOKHHETHKAY).

OCOBBIE YKA3ZAHUA

/KuBble BAKIHHBI H JIEKAPCTBEHHbIE NPenaparhbl, coAepKamue HHPeKnHOHHbIe areHThI
[MauuenTtay, npuHuMarommM npenapat CHMIOHM®, MOXET MPOBOAMTHCS COIYTCTBYOLIAs
BAKLUMHALMS, HO HE OJKUBBIMH BakIMHaMH (cM. pasaen «BsammoneiicTBue ¢ JApyramu
JeKapCTBEHHBIMHU Mpenaparamu»). JlaHHble 00 OTBeTe HAa BaKUMHALMIO HIM BO3MOXXHOCTH
BTOPUYHOI mepenaur HHPEKIHH NpH MPUMEHESHUH KHUBBIX BAKLHH Y MAlMEHTOB, MOJTyYarolIHX
tepanuio uaruduropamu ®HO, HeocTarouns!. ITpuMeHeHNe JKUBBIX BAKIIMH MOXKET IIPUBECTH K
KJIMHUYECKOMY MPOSIBICHUIO HHPEKIHUIT, BKJII0YAs JHCCEMHUHUPOBAHHY 10 HHEKIHIO.
Hcnonb3oBaHue MpenaparoB, COASPKAIIMX HHPEKIMOHHBIE AareHThl, TAaKHe KakK JKHUBbIC
aTTeHyMpOBaHHbIe OakTepuu (HampuMep, MHCTILISLHH MoueBoro myseipst BLDK mia neyenus
paka), MOXEeT T[pPHUBECTH K  KIHHAYECKOMY  INPOSIBISHHIO  HMH(EKuui,  BKIKOYas
JUCCEMHHHPOBaHHYI0 uHpexumo. He pekomeHayercss OZHOBPEMEHHOE IPHMEHEHHE
JIeKaPCTBEHHBIX MPENapaToB, COAePKaIMX HH(EKIMOHHBIE areHThl, i npenapara Cumnonn®.
AJIepradecKne peaknuH

YyecmeumenibHOCMb K 1AMEKCY

3anMTHBIA KOIMAY0K MIIbI OHOPA30BOr0 MIMPHLIA M OAHOPA30BOi IINPHI-PYYKH H3rOTOBJIEH M3
CYXOT0 HaTypaJIbHOr0 Kay4yKa, COJAepIKaIero JaTeKe, KOTOPbI MOXKET BbI3BATh A/LIEPrHYECKUE
peaKiyy y NMalMeHTOB, YyBCTBUTEIBHBIX K JIATEKCY .

Oco0ble rpynnbl NaHEHTOB

JMemu

Barxyunayus

ITo BO3MOKHOCTH, PEKOMEHIYETCsS 3aBEpIINTh IUIAHOBYIO BAKIMHAIMIO B COOTBETCTBHH C
KaJeHJapeM NMPHMBUBOK 10 Hayana Tepanuu mpenaparoM CHMMIOHH® y NalMeHTOB JETCKOro

BO3pacra.
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IToxcunsie nayuenmol

B uccnenosanusix 3 ¢assl y nauuentos ¢ PA, IIcA, AC u SIK yacTora HexenareIbHbIX SBICHHUI,
CEpbE3HBIX HEXKENATeIbHBIX SBICHHH W Cephe3HbIX MH(QEKUMi NpH J€YeHHM INpenaparoMm
Cuvnonn® He OTAMYATach y MALMEHTOB B BO3pacTe 65 JIeT M CTapme M MalHueHToB Oosee
Moa040r0 Bo3pacta. OJHAKO MNpH JEYEHHMH MOXKWIBIX IAlMEHTOB CledyeT CoOmoaarh
OCTOPOXHOCTb U YIENsTh 0c000e BHUMAaHUE BO3HUKHOBEHHIO MH(ekimii. [TanuenTs! B Bo3pacre
45 1eT W Crapuie He TNPUHMMAIH YYacTHS B MCCISOBAHMM HEepeHTreHorpaduyeckoro
AKCHATBHOTO CIIOHMIOAPTPHTA.

IToueunas u neueHoOUHAA HEOOCIMAMOYHOCIND

CrienmanpHble MccnenoBanus npenapara CumnoHu® y NAUMEeHTOB ¢ HApYIIEHHUSIMH (QyHKLIHH
MoYeK M TedYeHH He npoBogwInch. HeoOxommmo cobmoaaTh OCTOPOKHOCTH NPH JICUEHHH
MALMEeHTOB C HAPYIIEHUIMH QYHKIMH TIEYSHH.

B03MOXKHOCTh MEAHIHHCKHX OMHO0K

JlexapcrBennblii npenapatr CumnoHu® 3aperucTpupoBaH B ABYX A03upoBkax: 50 mMr/0,5 mia u
100 mr/1,0 M B BHIE pacTBOpa 18 MOJKOKHOTO BBeAeHUS. OueHb BAKHO UCIIO/IB30BATh BEPHY IO
JIO3UPOBKY B COOTBETCTBUM ¢ pasaenom «Croco® mpumenenus u no3bi». Ciaexyer cobaroaars
OCTOPOXXHOCTH TPH MPUMEHEHHH, 4YTOOBI M30ekaTh NPUMEHEHMs HEIOCTAaTOYHOW JA03bI WM
NePeI03UPOBKH.

BJIMAHUE HA CITIOCOBHOCTbD YIIPABJIATH TITAHCHOPTHI)IMI/I CPEACTBAMUM
N APYITUMHU MEXAHU3MAMMU

[Npenapar CuMnoHu® MOXET OKa3bIBaTh HE3HAYNTEIbHOE BJIMSHHE HA CIOCOOHOCTH yNPaBJISTh
aBToMoOmiaeM u paborarh ¢ mexamusmamu. Ilocne BBenenust mpenapara CummoHu® MOXeT
Pa3sBUTLCS rOJIOBOKPYKEHHE. B 3TOM ciiyuae He ciieayer ynpasiasTh aBTOMOOHIEM M paboTaTh ¢
MeXaHU3MaMHU.

®OPMA BBIITYCKA

PactBop anst noakoxuoro Beeaenust S0 mr/0,5 mu.

Mo 0,5 MJT CTEPUIBHOTO PacTBOpPa B OZHOPA30BbIe MIMpPHILI 0ObeMom 1 M u3 crekna Tumnal ¢
uKCHPOBAHHOI UIVIOH U3 HEPXKABEIOIISH CTAIH, 3AIHINEHHOH XKECTKUM MM THOKAM 3aIUTHBIM
KOJIMAYKOM U3 COAEPIKAIIEr0 JIaTeKC CyXOro HaTypaTbHOIO Kaydyka, B COCTAaBe yCTPOMCTBA IS
nocrasku UltraSafe Passive®. 3 01H0pa3oBeIX mmpuia (Kaxablii yIakoBaH B KAPTOHHY KO MAYKy
BMECTE C HHCTPYKLMEH 110 IPHMEHEHHUIO ) ITOMEINAIOT B KAPTOHHY KO MayKYy .

ITo 0,5 M1 CTEpPHILHOrO PacTBOpa B OJHOPA30BbIe MINPUILI 0ObeMoMm 1 M u3 crekna tumal ¢
dUKCHPOBAHHOM MITION M3 HEPKABEIOINEeH CTATH, 3AIMIICHHON MMOKAM 3alIMTHBIM KOJMAaYKOM
3 CONEPIKAILEro JATEKC CyXOro HaTypalbHOro KaydykKa, B COCTaBe WInmpHu-pydkd SmartJect®.

1 0HOPA30BYKO WINPULI-PYUKY (B OMHCTEPHOM JIOTKEe MM O3 Hero) BMECTe ¢ MHCTPYKUHEH 10

38

122766



L 0V1686-18U320

NPUMEHEHHIO TOMEIAIT B KAPTOHHYIO MAa4yKy HJIH 3 OAHOPA3OBBIX LIMPHI-PYUKH (Kaxaas
yIaKOBaHA B KAPTOHHYIO MadKy (B OIMCTEPHOM JIOTKE WM Oe3 Hero) BMecTe ¢ MHCTPYKUHUEH 1o
NPUMEHEHHIO) MOMELIAIOT B KAPTOHHY IO MauKYy.

YCJ10BUA XPAHEHUA

B 3anmmenHoM oOT cBera Mecre npu Temmeparype or 2 go 8°C. He 3amopaxkusars.
He BcTpsixuBarts.

XpaHUTb B HEJAOCTYITHOM JUIS AETEeH MeCTe.

CPOK T'OAHOCTH

2 roxa.

He ucnonb30BaTh M0 HCTEUEHUH CPOKA FOAHOCTH.

YCJI0BUs OTITYCKA

I'lo peuenty.

IOPUIMYECKOE JIMIO, HA UMs KOTOPOI'O BbIJIAHO PETUCTPAIIMOHHOE
YJAOCTOBEPEHHUE:

000 «MCJ1 dapmacsrotukaicy, Poccust

IMPOU3BOAUTEJIb:

bakcrep ®apmackrorukan Comomns, CIIA

(Baxter Pharmaceutical Solutions, 927 S Curry Pike, Bloomington, IN 47403, USA)
BBIID[CKAIO]HI/II/I KOHTPOJIb KAYECTBA: ~

Cunar AT, IlIBeiinapus

(Cilag AG, Hochstrasse 201, 8200 Schaffhausen, Switzerland) |

NPETEH3UU IIOTPEBUTEJIEA HATIPABJIATH 11O AIIP*:CY

000 «MCJ1 ®apMacbIOTHKATICH

yia. Tumypa @pynse, a. 11, ctp. 1

r. Mockgsa, Poccus, 119021

ten.: (495) 916-71-00

daxc: (495) 916-70-94
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