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JIHCTOR-BKIL B INE — HHPOPMALMA IR HALMEHTA
Crmipusa® Pecrimar®
2,5 MKI//1032, PACTBOP JTH MHI AT

He#icTByIOlee BelIeCTBO: THOTPOIHA GPOMHUT

IIepe;I IpUMeHcHHEM  TIpelnapara  IMOJHOCTbIO  ITp OYMTANHTE JIMCTOK-BRJIAJBINI,
TNIOCKOILKY B HEM COMEPHKATCH BaKHbIe IS Bac cBexenmn.

» CoxpaHHTe JIHCTOK-BKIIA/BINI. Bo3MoxkHo, Bam noTpebyeTcs npounTaTts ero eme pas.

¢ Ecmu y Bac BO3HHKIIH JOIIONHHUTEIILHBIE BOIIPOCH!, OOPATHTECH K JICYAlEMY Bpady.

o Ilpenapar HaznadeH wWMeHHo Bam. He nepémasaiite ero apyruM mogsMm. OH MoxeT
HABPSHTH UM, JlaiKe eCJTH CHMITOMbI HX 3aboJ1eBaHus COBNaAaloT ¢ Baunmy.

e Ecnm vy Bac Bo3HMKIM Kakue-1u00 HeleNaTeNbHbIE PEaKIUH, OOpaTHTechk K JedameMy
Bpauy. JlaHHas peKOMEHAANMS pacTIPOCTPAHACTCS Ha JTHOObIE BO3MOXKHBIE HeXKETATCIbHbIC
peakuHy, B TOM 9UC/IE Ha He TICPSUHCIICHHBIE B pasae/ie 4 JIMCTKA-BK/labIia.

Conepranme IHMCTKA-BKJIAIbLIIA

1. Uto uz cebs npeacrasmsier npenapat Criupupa® Pecriumat®, u s uero ero npuMensior
2. O ueM cyefyeT 3HaTh Nepe/| NpuMeHeRkeM npenapata Cnupusa® Pecninmat®

3. [lpumerenue npenapata Cuuprsa® Peciumar®

4. Bo3MOXHbie HCKEIATELHBIE peakUHH

5. Xpanenne npenapara Crupusa® Pecriumar®

6. CoztepkUMOC YNAKOBKH ¥ NIPOUHE CBECHHS

1. Yro m3 ceGn npeacraBnaer npenapar Crmpuea® Pecrnmar®, w aam uero ero
NMPHMEHAIOT

[Tpenapar Crupusa® Pecnumat® coaepuT AelicTBylolee BEMECTBO THOTPONHS GpoMmu,
KOTOPBIH sBNIsleTCH OpOHXOAMIATATOPOM MJIMTeNBFHOTO AcHeTBHA. TwoTpommss Opomunm
cnocoGCTBYET PACIIUPEHHIO AbIXaTCAbLHBIX TyTeH B 06/1eTYeHHIO NMPONEecca JbIXaHHUS.

IoxazaHust K MPAMEHEHMIO

Xponuuecxkas obempyxkmuenan bonesnv nezkux (XOBJI)

[Ipenapat HipuMeHsIeTCS ¥ B3pOCJIbIX ITAIIHEHTOB.

- MOJIEpKHBaKOImee JiededHe NaunenToB ¢ XOBJI, xpoHHyeckuM OpoHxuToM, sMbH3eMol
JETKHX;

- IOIEPKUBAKOLIAS TEPAIIHSI TIPH COXPAHFOMENCS OJIbIIKE;

- YIYYHIGHHE KAYCCTBA KU3HH, HapylleHHoro penefcrsue XOBJI, M cHHXXeHue Y4aCTOTHI
o6GocTpeHHH,

Bponxuanpnas acmma

TIpenapar npAMeHAETCS Y B3pOCIIBIX H 1eTed B Bo3pacTe oT 6 o 18 aeT.

- JIOTOJIHKTEIbHASN NOAASPKHBAIONIAS TEPATHSL Y TTAIHEHTOB ¢ 6 JieT ¢ 6poHXHANILHOH acTMOH,
C COXpaHSIOMMMHCST CHMITOMAaMH 3a0oJeBaHMs Ha (ome npHeMa, No KpaHHeH Mmepe,
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HHTUTIHOHHBIX [TIIOKOKOPTHKOCTEPOH/IOB,

- YMEHBIIEHHEe CHMIITOMOB OpOHXHAIILHON acTMBI,

- yJrydmeHHe Ka4ecTBa XHU3HH H CHH)KEHHE JacTOThl 000CTpeHHH.

Ecin yaydimeHne He HacTYMHIIO KM Brl 9yBeTByeTe yXyameHHe, HeoGxoauMo o6paTuThes K

Bpaygy.

2. O yeM cirefyeT 3HATH Nepel MpiMeHeHneM npenaparta Crpusa® Pecromnvat®

ITporMBoONOKAZAHHA

He ripyimensttre npenapar Crmpusa® Pecrmmar®:

o ecnH y Bac wm Bamero peGenka alIeprisi Ha THOTPOIMS GPOMHI, aTPOIMH HIH €ro
NPOM3BOAHbIE (HATIPHMED, HIPAaTPOITHs GPOMHEI WITH OKCHTPOIHS 6pOMH/) HiH Ha 1060k
H3 KOMIIOHEHTOB IIpeliapaTa, IIepeuHCICHHBIX B pasielie 6 THCTKA-BKIIaIbINA.

Qcolble yKkazaHUA M MePbI ITPeIOCTOPOKHOCTH
Tlepen npuMeneineM mpemapara Crupusa® Pecriumar® npokoHcy BTHpYHTEEH ¢ NeyaliuM
BpaqoM.
HezameuinTeNbHO 06paTHTECh K JledanieMy Bpady, eciH floc/e IpHMEeHeHAS Npenapara:
e DOSBHIACH AIUIEPTHUCCKAs peaKius;
e Bbl nNOuYyBCTBOB&IM BHE3alHOe, OBICTPO YXYAIMAKOWISECH 3aTPYAHEHHOE [bIXaHHe
(ycuneHue ofbImky). B TakoM cirydae HeMeEUICHHO NPeKpaTHTe NPHMEHEHNE IIperapaTa
H o6paruTech K JedameMy Bpady, Tak KaK 3T0 MOMKET OpITh MPH3HAKOM YIPOMKAKOIIEro
JULSL KH3HH COCTOSHHSE, Ha3bIBacMoro 6poHXocnasMoM (BHE3AIHOE NOSIBJCHHE O/IbINIKH).
OGsizaTesbHO TIpeAyNpenuTe Bamero jedamero Bpada, €C/IM KakKoe-JTHOO H3 YKa3aHHBIX
cocTostHAI oTHOCHTCA K BaM unn BameMy peGenky:
‘e HapyIEeHHS MOYCHCITyCKaHMs (HanpHMep, H3-3a TIepeskaTHs meHKH MOYEeBOTO IMy3hIps
BCJIG/ICTRHE YBEIMYEHUS IIpefCTATEIbHOH JKeIe3hl);
e IpEApAClONIOKEHHOCTh K Da3BHTHIO  OompeJeleHHOW  (GOpMBI  IJIayKOMBI
(3aKpBITOYIOJIbHAS NIAyKOMa);
¢ yMepeHHas WM TSDKellas odevHas HeOCTaTOYHOCTE (HapyineHHe GyHKIMH NOYEK).
Ilpenapar CundpuBa® Pecummar® i TakMX NAlMEHTOB JODKEH HasHAaYaThos ©
OCTOPOKHOCTEI0. CBOEBpEeMEHHO COOOIIMTE O CBOEM COCTOSHHH Bpady, 9T00bl OH HasHA9MI
IPaBHIIEHOE JICUCHHE.

He aomnyckalite nonaxaHis npernapara B riasal
BHAMATETLHO 03HAKOMLTECH ¢ [IPaBUIIaMH HCIIOIb30BAHUSA KApTpHIKeH CripuBa®, xoropble
IPUMEHSIOTCS TOJBKO ¢ HHramsTopoM Pecriimat® (cm. paspen «3. IIpumenenue npemapata
Cnmpusa® Peciumar®).
OGparnTech K OQTANILMOJOTY, €CH INpH NOMajaHHH Ipenapara B IJla3sa IOSBHIHCH
CleyrOmKe CHMITOMBI (OJJMH HIIH HECKOJIBKO):

o Goxb M qUcKOMQOPT B IIasax;

e HedeTKoe 3peHue,

e TIOSB/IEHHE Opeolia (CBEYEHHS) Y NPESAMETOB HIH LIBETHBIX ILATCH Iiepes] MIa3aMH,
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® OTEK pOroBHIBbI,

¢ T[IOKpaCHCHHE IJiaz,

® KOHBIOHKIHMBAJbHBIH 3aCTOH (32CTOH KPOBH B KOHBIOHKTHBE).
BrimeykazaHHble CHMNTOMEI MOTYT CBHMACTCILCTBOBATL O Pa3sBHTHH. 3aKPHITOYTOIBHOM
rifaykomsl. Ecnu paspupaeTcs mo0as KOMOHHAIIHA STHX CHMOTOMOB, TpeOyeTca NpUMEeHEHHE
TJIa3HBbIX Kallelhb 110 CONIacOBAaHMIO ¢ BPAUOM.

JeTH ¥ noApocTKH

Ipenapar Crimpuea® Pecriumar® npumensierca y mereit ¢ 6 ner. He pasaiite Cnmpusa®
Pecriumar® setsv 10 6 JieT, MOCKONLKY 6€30MaCHOCTL U 3¢ deKTHBHOCTS Npenapata y neTeli
miagme 6 JeT He YCTaHOBJICHBI.

JIpyrue npenapatel  mpenapat Crapusa® Pecrommar®
CoobmruTe JedameMy Bpady o ToM, 4To Bbl IpuEuMacTe, HeNABHO. IPHHUMATH WIH MOXKETe
HayaTh IPHHUMATh KaxHe-JH60 JpYrHe npenaparsl.
CrieTyiomiue MpenapaTsl MOXKHO IPHMEHSTH COBMECTHO ¢ npenaparoM Crypusa® Peciamar®:
» CHMIOATOMHMETHKH (IPHMEHSIOTCS Ul pacIIHpeHAs OPOHXOB);
e METWIKCAHTHHBI (NPHMEHSIOTCS A JeueHuss OpOHXHAILHON acTMBI, aCTMaTHIECKOTO
CTaTyca, XpoHu4eckoro OporxuTa, SMOH3EMbI JETKHX),
* IlepopajibHble H MHIANAIMHOHHbIE CTEPOH/IbI (HPOTUBOBOCIIAIHTENLHbIE TIPETIApaATHI ),
* aHTHCECTaMUHHEBIE NpenapaTs! (IPOTHBOAILIENT HISCKHE TIpENapaTEl);
®  MYKOJHTHKH (TIpeNapaTsl, pazsKiKaromue MOKpOTY),
e MoauduKaTOphl JISHKOTpHeHOB, aHTH-IGE, KpOMoHBI (IIPOTHBOBOCHATHTE/bHbIE,
TIPOTHBOAUIEPTUIECKHE NTPENapaThl).

OnuoBpeMeHHoe npuMenenue Crmipua® PeciuMat® ¢ B-aroHHCTaMH (IPHMEHSIOTCS IS
pacmIHpeHHs GPOHXOB), HHTAIAIIHOHHBIMH IIIOKOKOPTHKOCTEPOHIAMH H HX KOMOHHAIHSIMH
He BJHsAeT Ha felictre Cnupusa® Pecrimmar®.

He pexoMeHIyeTCs JUTHTENBHOE COBMECTHOE NIpUMeHeHwe npenapara Crinpupa® Pecnimmat® ¢
OPYTHMH  M-XONMHMHOONOKHPYIOMIMMH  HpemapaTaMd  (OpUMEHSIOTCA JUIS  JICYeHHs
OpoHxHaNbHOR aCTMBI HIH XpOHHYECKOH 06CcTpyKTHBHOM G0e3HH NErKuX) BBUNY OTCYTCTBUA
NaHHBIX.

[IpoxoHCYIbTHPYHTECH C JIeJalllHM BpayoM, €osid Bbl He 3HaeTe, korja cieayeT NPUMEHSITL
JIaHHBIE TPETIAPATHI COBMECTHO ¢ MpenapaToM Cripupa® Pecriamat®.

BepemMennocTs ¥ rpyaHoe BCKapMIIMBaHHe

Ecnu Br1 GepeMeHHLI HTH KOPMUTE I'PYIbIO, AyMaeTe, 970 3abepeMeneny, HiIH IUTaHHpYeTe
6epeMeHHOCTD, Mepes Ha4aJioM IPHMEHEHUS] IIpeTiapaTa MPOKOHCYILTHPYHTECH ¢ Ie9alnuM
BpayoM.

Ecnu Bbl GepeMeHHBl, NpHMEHEHHe Ipenapata BO3MOXHO, TOJIbKO ecnH Bam Bpau
peKOMeHI0BaJ IPHHHMATh €T0, 3Has o Bameit GepeMeHHOCTH.
Ha nepuon nprMeHenns npenapaTa HeoOXOIUMO NPEKPATATL KOPMIICHHE IPYbIo- peGeHKa.
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Ecnu Ber 3afepeMeHen BO BpeMs NPHMEHEHHS JAHHOIO MpENapard, HezaMelIMTEILHO
coobmHTe 06 3T0M Bpagy. Bpau npuMeT penieHue 0 BO3MOXKHOCTH IPOAOIKEHHS Tede HUSL

Ynpas:iieHre TPAHCMOPTHRIMH CPEACTBAMH H PadoTa ¢ MeXAHIZMAMH

Hcenenopanns 1o BAMAHHIO lIpellapara Ha CHOCODHOCTH YIPaBILITh TPAHCIOPTHLIMH
CpeJCTBAMHE U MEXaHM3MaMU He NPOBO/IHIIHCE.

Bo BpeMs npHMeHeHHs mpemapara CrmprBa® Pecnumat® MOTYT BO3HHMKATb TakHe
HeXKeJIaTeJIbHbIS PeaKIHH, KaK IOJIOBOKPYXKCHHE H HE4eTKOCTh 3peHHA.

Ecnr y Bac Bo3HHKIH HOQOGHBIE HEXNEIIATSIIBHBIC PEAKIHH, BO3ACPKHTECh OT VIIPABJICHMA
TPaHCHIOPTHRIMH CpEACTBaMH M paloTel ¢ MEXAaHH3MaMM A0 HMCUYS3HOBEHMs YKAa3aHHBIX
HEXKENaTeJIbHbIX PeaKIHi.

IIpenapar Criupuea® Pecimmatr® comepRUT GeH3AIKOHMSA XJI0PH]
Benzaikonns XIIopH/ MOKET BBI3BIBATE OPOHXOCTIA3M.

3. IIpumenenne npenapata Cruipusa® Pecrmumar®

Beeraa npumensiite mperiapar B fIOJHOM COOTBETCTBHH C JHCTKOM-BKIAIbILIEM HIH C
peKoMe HIALMAMM Jiedaniero Bpaya. [IpH ImosBiIeHHH COMHEHMH MOCOBETYHTECH C JIEHAlUM
BpAuOM.

Pelcomeﬂgyeman J03a
Hpenapa’r MPHMCHSICTCSA OJIHH Pa3 B A€Hb 110 [BS HHTAJBIIHHA B OJHO H TO XK BPEMSI CYTOK,

IIyTs 1 (151) €N0coG BBeACHHA

HHransiuorHo.

[ToppoOHEIE HHCTPYKIMH {TO TIPHMEHEHHIO Ipernapara Crnpupa® Pecrmmat® (moarotoeka
YCTPOHCTRA K [IEPBOMY HCIOJIB30BAHUIO, EXKe/(HeBHOE TIPHMEHEHHE, & TAIOKE OTBETHI HA JACTO
safaBacMble BOmpockl) Bol mHalizeTe Ha oOpaTHOH CTOpOHE JIMCTKA-BKJIAAblla B
COOTBETCTBYKIIEM passienie «HMHCTPYKIHHU 110 NPHMEHEHRIO».

I poaoickire/ IbHOCTL TEPANHH

Ipogomrurensrocts BameH Tepanuu onpejeiiaeTcsl nevYalldM BpavyoM M 3aBHCHT OT
TEKYIMET0 COCTOAHHUS 3a007eBaHHS H CTCHNCHH TSDKECTH HEKEJATeIbHBIX pPeaKiuH.
CireioBaTeNbHO, BaM He clleyeT CaMOCTOATeIIbHO H3MEHATE HITH JAaXKe peKpamaTh Teparaio.

Ecm1 Bol npumerium nipenapar Crpusa® Pecromvat® Goubitte, eM cirenoBao
He npepslinaiiTe peKOMEHIYEMYIO /103y, TAaK Kak yBeJHYeHHe Jo3bl He obecmeunr Bam
JOTIOTHUTENTLHOH TepaNleBTUYECKOH 110J1b3b1, HO MOXKET IIPUBECTH K PA3BHTHIO TAKHX
HeIKEIIAaTEIbHBIX peakul, Kak CyXoCTh BO PTY H CYXOCThb CIU3HCTOH 000N0UKH HOCA.

Ecim Bei 32661 ipuvensts nipenapar Crnapusa® Pecromvat®
He npuMeHAHTE ABOMHYIO 703y, YTO6KI KOMIICHCHPOBATh NPONMYMEHHYIO JO3Y.
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Boimonnute cnefylomy HHTATAIKIO B HasHAauYeHHOH o3¢ B obbrunoe Bpems. Ecnu Bl
CHMCTEMATHYECKH 3a0bIBacTe BHINOIHHTI, HHIAUIALUHIO B HA3HAYeHHOH [03€, BO3MOXKEH PHCK
YCYIyOneHus OZIbINKH.

Eciau Be1 nnpexparism npumenenne npenapara Crorpusa® Pecromvar®

B TakoM ciyuae BO3MOXKHO yCyryOlIieHHE OABITIKH IIPH OTPR/ECIICHHBIX OOCTOSTEINILCTBAX,
ITosTOMY He npephiBaliTe WM HE IpeKpalllaiiTe JICUeHHE TIPETIAPATOM Cnnpnﬁa® Pecniamar®
Be3 KORCYIbTAlUH ¢ BamuM JleuamumM ppaiom.

[lpy HaNHUAM JOMOTHATENBHBIX BOIPOCOB [0 NPUMEHEHHIO Tpénapara obpaTturech K
JleuaieMy Bpauy.

4. BozMoxHbIe HeXXellaTeIbHble peaRiiTH
Ilogo6HO BCeM JIeKapCTBEHHBIM TnpernapaTaM, mnpenapaT Crmpusa® Pecriumat® Mmosker
BbI3BIBATEL HexXeNaTelIbHbIe PeakiMi, OTHAKO, OHU BO3ZHHKAIOT He Y BCEX.

IlpexpaTiTe TpHMeHEHMe MMPElAPaTa H He3AMENIHTEIBLHO CBSDKMTECh € JeqauliM
BpadoMm, eeyii y Bac wm Baurero pefeHra NoOABMIMCL ClleQyIOlMe CePhe3HbIe
HEKeNATE/IbHBIe PeaKLMH:
Peico (MoryT Bo3HMKATH He Bonee 4eM v 1 genoreka uz 1 000):
e TPHUCTYN 32aTPYJHCHHOTO [BIXAHHS, BbI3BAHHBIA CYMEHHEM AbIXaTeNBHBIX IyTeH
(bpoaxocnazm);,
e aUleprHYECKHEe PeaKllHH, TaKHe K4K MACCHBHLIH OTeK SI3bIKa, T'y0, JIHLIA, POTOIJIOTKH
(AHrHOHEBPOTHIECKHI OTeK);
e OIYIIEHHe HEeperyJisipHOrO HIH YYauleHHOTO cepAueOHenHsT (HaXeTyROUKOBad
TaxHKapAHs, TIPUCTYIL AapUTMHH).
Ouenve Baiue cocTOHHE, Bpau MOKST HI3MEHHTH CXeMY JICUCHHS, DPEINHTh NpPEKPaTHTDb
JleyeHne WM CHU3KTH J03Y.

Jlpyrue BO3MOXHbBIE HEXeJaTelibHble PpeaklMM, KOTOpble MOTYT HalMOJaThCs IpH
npuMeHeHUH npenapara Cnapupa® Pecriumar®™:

[ammenTs! ¢ XObJ1
Yacro (MOryT Bo3HHKaThL He Gonee geM v 1 yenopeka us 10):
¢ CYXOCTh BO PTY JIETKOH CTEIICHH BBIPAXKESHHOCTH.

HeuacTo (MoryT BO3HHKATH He Gouce ueM y 1 yesioBeka uz 100):
¢ TOJIOBOKPYKSHHE,
e  Kalmelb,
e 6ok B ropie H quckoMQopT NpH ri1oTaHun (GapuHraT),
¢ OXPHIUIOCTb HWIIH OCHIUIOCTD rosioca (IHCHOHuU),

e 3ariop;

o rpubKOBbIe HH(EKIMHA TIOJOCTH PTa U IopJia (KaHIUZ03 POTOIJIOTKH);
e  CLITb,

* 3yO



COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 05.09.2023 N2 17165
(NOCNEAOBATENBHOCTD 0802)

® HapyIIeHHA MOYCHCITYCKAHUA (LH3ypHA),
®  3a/IepPIKKa MOYH.

Pemico (MoOryT Bo3HHKaTh He Oostee ueM y 1 genoBeka uz 1 000):
¢ OeCccOHHUIA,
® [OBBINICHHE BHYTPUITIAZHOTO JAABJICHUS,
*  TJIAyKOMA;
*  HEYETKOCThb 3PEHHUST,
¢ omylleHue cepaneSHeHMSL, s
® HOCOBOE KPOBOTedeHHE, ‘
® BOCHWIMTEILHBIH NPOLECC CIH3HCTOH 000J09KH [OPTaHH (JTAPHHTHT),
® 3aTpyAHCHHMeE MNIOTaHuA (Aucdarus);
» 3abpoc COAEepIKUMOro JKeIy/(ka B MUIeBO (racTpodzodareansublii peditroke),
® BOCTANIEHHE S3BIKAa, KOTOPOE MOMKET CONpPOBOXKIATHCA OONBIO WIH H3MEHEHHeM
BHEIIHETO BHA (IJ10CCUT),
¢ BOCHWICHAE AeceH (TMHIHBHT),
* KOXHbie HH(EKIIHU U A3BBI Ha KOKE;,
®  CYXOCTH KOXKH,
® KpallHBHHILA,
e  uH(peKHH MOYSBLIBOAUINK Iy TeH.

HemsBecTHo (MCXOAS H3 HMEIONMXCA [AHHBIX HYACTOTY BO3HHKHOBEHHS ONPEACIHTH
HEBO3MOXKHO):

o ofe3BoXKHBaHHE (JETHAPATALISL);

¢ BOCHAJCHUE NPHAATOUHBIX [1a3yX HOCA (CHHYCHT),

& BoCMaJieHHe CAU3UCTOH 000JI0UKH pTa (CTOMATHT),

¢  KHUICYHAST HEIMPOXOAUMOCTL, BKITFOUAS MAPATHTHICCKYO KHIIEYHYIO HElIPOXOAHMOCTh

(nmapanuy KAMETHOH MYCKY1aTypbl);
*  peaKIldH NOBbINICHHON TYBCTBHTENLHOCTH, BKIFOYAs PeaKUHH HEMCJIeHHOrQ THIA,
* IIPHAYXJIOCTH CYCTAaBOB.

HanuenTn ¢ OpOHNHAILHOH aCTMO#H
HevacTo (MOTYT BO3HHKATS He Gosee eM y ] gesoBeka u3 100):
*  TOJIOBOKPYXKCHHE,

e OeccoHHHIIA,

e OIlYHICHHE cepAneOHeHus,

*  Kamesb;

e Oons B ropine H AUCKOoMGOpPT 11pH riaoTaduH (GapuHTAT),

¢  OXPHIDIOCTb HJIH OCHIIOCTE 0J1oca (IHC(HOHHUS),

® CYXOCTb BO PTY JIErKOM CTeNeHH BhbipAKEHHOCTH.

e rpubkoBbic HHPEKIHH MOJOCTH PTa H ropyia (KaHIMA03 POTOTIOTKH);
®  CBHIb.
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Pemco (MoryT Bo3HHKATh He Gostee ueM y 1 yesoseka u3 1 000):

HOCOBOE KPOBOTCHUCHHE;

3a1op;

BoCHaJieHHe AeCeH (THHTHBHT),

BOCIIAJIEHHE CIMZHCTOH 000I0MKH PTa (CTOMATHT);

KpPAIIHBHHIIA;

3Yn4;

PEAKIMH NOBLIMEHHON TyBCTBHTE/ILHOCTH, BKITIOUAS PeAKUHH HeMeICHHOTO THIIA,
HH(pEKIIMH MOYeBBIBOJSIINX My Tel.

HemsBecTHo (MCXOAsl H3 HMMEIOLIMXCS JAHHBIX YacTOTY BOZHUKHOBEHHS ONPEEIHTD
HEBO3MOXHO):

[ ]

L4

o0e3poKHBaHHE (eTHpaTALHA);

HOBbILICHHE BHYTPUIJIA3HOTO [IaBJICHHUS,

rjlayxoMa;

HEYETKOCTh 3PEHHST,

BOCHAJICHHE NPUAATOUHBIN Ta3yX HOoca (CHHYCHT),

BOCNAJIHTENBHbIA NPOLECC ciIu3HCTOH 000I09KM ropTaHy (JJapHHTHT),

3aTpyAHEHHE IIoTaHms (Rucharus),

3a0poc COAESPMHUMOTO JKeTy KA B ITMINEeBOA (TacTpoasodareasHbIN pediiiokc);
BOCMA/IEHHE SI3bIKA, KOTOPOC MOXKET CONPOBOKAATHEA OOMBI0 HIM H3MEHEHHEM
BHeUIHero BHJa (TIO0CCHT);

KMIIeIHasA HeNPOXOAUMOCTh, BRIIKOYAS TAPANHTHUCCKY IO KHIIEIHY 10 HEIPOXOAHMOCTD
(mapanuy KWIMIeYHOH MYCKYJIaTyphl),

KOJKHbIE HHOSKITMH H I3BbI Ha KOXKE,

CYXOCTH KOMNH,

TIPHNYXJIOCTH CYCTABOB,

HapyWeHHsT MOUSHCTIYCKAH s (JIU3YPHS); .

3a[]epiKKa MOYH.

CooditieHrie o HexKENATEIBHBIX peaK1MAX

Ecnin vy Bac BO3HHMKIM Kakue-nuOo HexelIaTeJbHbIE peaKi[HH, NPOKOHCYJIBTHPYHTECH ¢
-BpauoM. JlaHHasa pexoMeHAalMs paclipoCTPaHAETCS Ha iobble BOIMOXKHBIE HEXENATEIbHbIC
peaKlyy, B TOM 4YHCJIEe HAa He IISpevMC/ICHHBIE B JIMCTKe-BKIaipime. Bel Taike MoOxeTe
COOBIUTE O HeXeJATeBHBIX PEAKIFSIX HanpsamMyro (cM. HuKe). Coobmast 0 HeXKeTaTeTbHbIX
peakusix, Bel momMoraere monytuTs GoJbiie cBegeHHH o 6e301acHOCTH IIpenaparTa.

Poccuiickas Pedepayus

Deaepanpgas ciyxba no Haazopy B chepe 3apasooxpaneHus (PocsapaBHan3op)
109012, r. Mockpa, CnagsHckas miomags, 4. 4, crp. 1

Tenedom: +7 800 550 99 03

DnexTpoHHas moura: pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.rw/
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COOTBETCTBYET 3KCNEPTHOMY OTYETY

Pecnybauxa Fenapyce

PYII «llentp oKkcnepTH3 H  WCTIBLITAHMM B 3/paBoOXpaHeHuM» MMAHHCTEpCTBa
3apasooxpanerus Pecriybnuku Benapych

220037, r. Munck, TopapHiecknif riep., 2a

Tenedon/@akc: +375(17) 242 00 29

OnexTponuas noyra: repl@reeth. by

http://www.rceth.by

Pecnybruxa Kazaceman

PTTI wa ITXB «Hanrouansusii LenTp skenepTusst JiekapcTBEHHBIX CPEACTB U MEAMLIHHCKHX
wpenmiiy Komurera MeHIMHCKOro W (apMaleBTHUECKOTo KOHTpond MuHmMcTeperTea
agpasooxpaHeyna PecnyOnuku Kazaxcran

010000, r. Acrana, paiiod Baitkonsip, yia. A. HmaHosa, 13 (BL[ «Hypcayner 2»)

Tenedon: +7 (7172) 78 98 28

3nexTponHas noyra: farm@dari. kz

http://www.ndda.kz

5, X panenue ipentapata Cipusa® Pecrimvar®

XpauuTe TIpernapaT B HeJOCTYITHOM i1 peGeHKa MecTe TaK, 4ToObl pebeHoK He MOT YBUACTH
€ero.

He npuMensiiite npenapart nocne HCTSUSHHS CPOKA FOJHOCTH, YKA3aHHOTO Ha UHTALITOPE HIH
KapToHNOM mauke mnocie «[omeH no». JlaTo HOCTeueHMs CpPoxa TOJHOCTH SBIIETCS
TTOCefHKUH AeHb JAHHOTO Mecsla.

Xpanuth npu TeMiepatype He Beime 25 °C. He 3amMopaxuBats.

Cpok ropsoct# npemapara 3 roga. Mcross3oBaTe B TeUeHHE 3 MeCsUeB Nocle IepBoH
HMHFAJSIHA,

He npumemsiite npenapar, ecid Bbl 3aMeTHAH BUAMMbIE IPHSHAKM HENPHIOJHOCTH
Iipenapara JJisl B(PMMEHECHUS.

He smibpacbiBaiiTe mpemapaT ¢ ObITOBBIMH OTXOAAMHM MJIH B KaHAIH3ALHMIO. YTOTHHTE Y
paboTHHKA aIITeKH, KaK CJIeYeT YTHIIM3HPOBATE Ipellapat, KoTopbiii Gosbiie He noTpebGyeTcs..
OTH Mephl TTO3BOJIAT 3AIUTUTD OKPYHAIOLIYIO Cpeay.

6. CO,[[EP)K!WOG YHAKOBKH M Npoiie CBEAEHHA

IIpenapat Crimpusa® Pecriumat® cojtepirnt

JelicTBylOmMAM BENIECTBOM SBILIETCSl THOTponmd Opomun B BuAe THOTponua Opomuna
MOHOTHIpaTa.

Kaxxgas MHralsSHoHHas [03a COJepKHUT 2,5 MKI THOTpONHs (B BHjE THOTpomus Gpomuia
MoHoruapara 3,1235 Mkr).

IlpouuMu wHIpegHeHTaMH (BCHOMOTATC/IBHBIME BemeCTBAMH) SIBJLTIOTCS: OSH3AIKOHUS
XJOPH/, AUHATPHA SAETAT, XJIOPUCTOROZOPOAHAS KHCIOTA | M, BOZa oulIIeHHAs,



COOTBETCTBYET 2KCREPTHOMY QOTHETY
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Buennngi pug Cmipusa® Pecrivat® u cogepacvoe ynaxosxm

PacTBop st HHraIsUMiL.

IIpospadnpiéi GecuBeTHBIH MM IOUTH GeCUBETHBIH PACTBOP B KAPTPHIKE BMECTHMOCTBIO

4,5 MJ1, NOMEIEHHOM B ATIOMHHHSBEIH LITHHAD.

Hrransirop Pecniamar® B KOMIVIEKTE ¢ KapTPHIKEM BMECTHMOCTBIO 4,5 MJI, TIOMELICHHBIM B
aMOMHUHHEBLIH IUIHHAP. KapTpHIUK conepskUT He MeHee 4 MJI pACTBODA [UIS HHTAJLINHUI, 9To

~ COOTBETCTBYET He MeHee 60 MHIaISLHOHHbIM J03aM. FIHranaTop u INUTHHID ¢ KAPTPHIKEM H

JAMCTKOM-BKJIAZBIIIEM B KAPTOHHYO [AYKy.

HepxRaTesb perHCTPALMOHHOTO YI0CTOBEPEHUA

bepunrep Mrrenvxaiim Uurepremun I'm6X

bunrep [ITtpacce 173, 55216, Hurensxatim-na-Peitne, I'epmanus
Ten.: +49 6132770

Paxc: +49 6132720

DnexTponHad nouTa: info.ru@bocehringer-ingelheim.com

IIporsBomiTesH

Bepxmrep I/Iﬂrenbxaﬁm ®apma I'm6X 1 Ko. KT’

Buurep Il tpacce 173, 35216 WnrensxaiiM-na-Pelire, lepManns

HIH

BepHHrep Harennxaffm Scnana C.A.

[Ipar ne na Puba, 50, Cam Kyrar nens Banvec, 08 174 Bapcenona, Hcnanus

3a modoii rdopmaimeii 0 NpenapaTe, a TAKKE B CIYYasX BOSHHKHOBEHHSA ITPCTCM3MH
chnexyer oGpalAThCA K MECTHOMY HpPeACTABHTEN0 ICPRATE]A PErHCTPAUMOHHOrO
YXOCTOBEPEHMS:

Poccuiickas Deziepaliuns

00O «bepuurep MHreapxaiym

125171, r. Mocksa, JIennnrpayckoe mocce, 16A, c1p. 3

Tes.: +7 (495) 544 50 44 / Qake: +7 (495) 544 56 20

AnexTpounas noyra: info.ru@bochringer-ingelheim.com

PecrrvOnuka Benapyces

IIpencTaBUTENRCTBO MApTHEPCTBA € OIPAaHHYEHHOH oTBeTcTBeHHOCTRIO «EUROMARSH
CORPORATION LP» (Benuxo6puranus) B Pecrmybiuke benapych

220123, r. MusHck, ya. B. Xopyxe#, 22-1402

Ten.: +375 17 242 16 33 / ®akc: +375 17 242 16 40

DnekTpoHHAS MOYTA: pv@euromarsh-corporation.com

Pecniy6anka Kasaxcran

Ounuan «bepunrep Hurenpxaitm Qapma [Necesmmmadt m.6.X

050008, r. Anmarsl, nip. Abas, 52, B1] «Innova Tower», 7 sTax

Ten.: +7 727 250 00 77 / ®axc: +7 727 244 51 77

Snextporsas noura: PV_local_Kazakhstan(@boehringer-ingelheim.com
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JICTOKR-BKIAALINI IEePecMOTpeH
Ipownte HerownnarmgopManm

MoppoOuuig  cpesenus O mpenaparg  coaepiarcs  Ha Bebh-calite  Coroza:
hitp:Hleee:easunion. orgl
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COOQTBETCTBYET 3KCNEPTHOMY OTUETY
or 05.09.2023 N= 17165
(NOCNEOOBATENBHOCTL (002)

IIpounTaiite 5T VHCTPYKIMHU MO NPHMEHEHHIO Tepes HAuaIoM HCTOTb30BAHHS Tipenapara
Cripusa® Pecrimar®.

Bam HyxHO Syner HCrONb30BaTh STOT HHIAMSTOP TOEKO OfIIH PA3 B TEHD. Kaxqpiit pas
TIpH NIpHMEHEHUHN ero fenafite IBE HI AJIIIIL

MYHITIK ,
BOITYXDAEOPHIK -~
- KHOTIKA IO JAH [IOSH —

NPO3PAYHAA
Mnb3A

AP OKAMLIBAIDUIMA
ANEMEHT

Kak-xp arbre viranarop, Crmpisa® Pecmavar®

»  XpaHHuTe Cn@nsa‘i’ Pecriuvat® B H €IOCTYTIHOM 1A IeTel MeCTe,

s  He samopaxuBaitte Crimpusa® Pecriumvia1®,

e Eam uHranatop CnnpnBéQ Pecrimar® He uenomacBaies Goree? gHell; HANPABbTE €10
nepen NpUMeHeHHEM BHH3 M HAXXMITE OfHH P a3 Ha KHOMKY IIORa4M JO3bL

¢ Ecm unramatop Crimpuea® Pecrvat® He ucromsaobancs Gomée 21. s, IIOBTOpUTE
wamn 4-6 u3 pasgena «IIoAroToBKa K NepBoMy KCONB30BaHHION [0 ITOABNIEHH obauka
apOsONA. 3aTeM NOBTOPHTE Wark 4-6 ellle TPH.pasa.

o  He uciomssylite unranatop Crupuea® Pecnudmar® nocne ok 6Huanmua cpoxa. FOQHOCTH.

*  He Tporafite NpOKATBBAOLINH SMEMEHT BHYTPU IIPO3P aUHOR THIIb b1

Kax yxamupaTh 32 Banwmv vxranaropavt Criprsa® Pecrnmviat®

OwnmaiTe MyHAIITYK, BKTOMAA METAJIMYECKYIO HacTh BHYTPH MYHAWITYKA, BIXHOH
TPATIOUKON MITH TKAHBIO, TTO MeHbLIei Mep & OfHH Pas3 B HENeSTo.

Jkoboe™ HesHauMTEIBHOE H3MEHeHMe 1BeTa MYHIIMITYKA He 'BiMser Ha pabory Bamero

uHranaropa Cnupus 2% Pecrmmvar®.

11



COOTBETCTBYET SKCMEPTHOMY QTUETY
ot 05.09.2023 N= 17165
(MOCNEOOBATENBHOCTL 0002)

Kak ornpetesinTs, KOrga HyxKeH HoBbIif maramarop Couprsa® Pecmmvat®

nycroh

TIONHbLH

e Bam wrxransrop Crmpusa® Pecnvat® comepxut 60 muramaumoHHsx ao3 (.. 30
TEPANCBTHYECKUX H03) IPH YCIOBHY IIPHMEHCHMI B COOTBETCTBHH C YKAa3aHHAMH (nBe
MHTa/IHOHHBIC JO3BI OXMH Pa3 B ICHE).

¢ HummraTop 03 NOKA3BIBACT, CKOIBLKO MPHMEPHO JI03 €IE OCTANOCh.

e Koraa MHAMKATOp A03 TIOKAXET HA KPACHYHO OONACTH IIKANBL, TO O3HAYAET, 4TO
JIEKAPCTBA OCTANOCh NPHMEPHO HA 7 mHEH (14 HHTANAITHOHHBIX 103).

e Korpa umHAMKaTOp AO3 MHTAJIITOpA NOCTHTHET KOHIA KPACHOH IKAJNEI, MHTAJTOP
Crmpusa® Pecriumar® asromaruueckm 3aGnokupyercs - Gonpile He MOXET ObITh

NOJYYEHO HH ONHOH HHTAIALMOHHOH J03bl (IOBOPOT MPO3PavyHOH TIuab3el Oyrer

HEBO3MOKEH).
e Uepes TpH MeCAId MOCJIE NMEPBOIO HCIIONB30BAHHA Crmupusa® Pecrmmat® creayer
BBIOPOCHTS, HAXe €CIH OH MOIHOCTHIO HE HCMOMBL30BAH.
HoaroToBka K NEpBOMY HCIIONb30BAHUIO
1 Cuumure TPO3PaYvHYI0
THIB3Y CTOIMOPHAS KHOMKA
° Zlep’xcm‘e KOJIIIAYOK TTPOIPAYHASA THJIL3A
3AKPHITBIM,

s Haxmute CTOIIOPHYIO KHONKY
U CHJILHO ITOTAHHTE IIPH 3TOM
APYro# pykoH 3a IpO3payHyo
TUJIB3Y.

12



COOTBETCTBYET IKCNEPTHOMY OTUETY
ot 05.09.2023 N= 17165

(MOCNENOBATENBHOCTEL 0002)

2 BcraBbTe KapTpHAK

e BceraBbTe KApTPUDK Y3KHM
KOHL{OM B MHIAIATOP.

e JlocraBbTe MHransTOp ITHOM
KapTpHIDKA  HAa  TBEPHYIO
NOBEPXHOCT M CHIBHO
HOKMHTE HA HEro; IIOKa
KapTpMIK HE BCraHeT Ha

MECTO CO IETYKOM.

3 VcraHoBure Ha  MeECTO
NPO3PAYHYI0 THJIB3Y
e VYcraHoBure IPO3PATHYIO

THIB3Y H& MECTO 110 LWIeI4YKA.

4 Tlosepuure

o Jlepxknre KOJIIAYOK
3aKPBITEIM.

o TloBépuure MPO3PaYHYIO

TUNE3Y B HAIIPaBJEHMY,

YKa3aHHOM CTpeJKaMHd  Ha
3THKETKE, NTOKA HE pa3facres

mem4oK (1oj-06opoTa).

5 Orxpoiire

KOJINMAYOR
OrtxpoiiTe XONIa9woK A0 yIOpa.

13



6 Haxmure

e Hanpastre HHIaIITOp BHM3.

e HaxMmure KHOTIKY mOAaYM
JO3BL.

e 3axpoiiTe KONIIAYOK.

o Iloropure mars 4-6 mxo
TiosBIeH|S 0bnayKa aspo3ons.

o Tlocne nosmaenwst obaawka
a3p030JIst TOBTOPUTE Maru 4-

6 ente TpwW pasa.

COOTBETCTBYET JKCNEPTHOMY OTUETY
o1 05.09.2023 N= 17165
(MOCNEAOBATERBHOCTL 0002)

ExemneBHOE MpUMEHEHHE

oBepuure

¢ JlepxuTe KOMIA4OK 3aKPEITHIM.

o IloBepEMTE IIPO3pavHyl0 THIB3Y B
HAlpaBICHHM, YKa3aHHOM CTDEIKaMH Ha

3THKETKE, A0 ME4Ka (101-060poTa).

OTtkpoiite

¢ OrkpoiiTe KOMIA40K A0 yNIopa.

14



COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 05.09.2023 N= 17165
(MOCNENOBATENLHOCTL 0002)

Haxmure

s Cpenaifre MeJUTEHHBIH MOJHbIHA BBIAOX.

o OO6xpatute MyHmINTYK Ty0aMu, He
TNEpEeKpBIBas BO3LyX03a00PHHUKH.

o Jlenas mexnenusiil, rrybokuit BIox yepes
POT, HAXKMHTE KHONKY IMOJA4YM JO3Bl U
IponOJKaiiTe IeNaTh BAOX.

e 3ajgepkNTe JnIXaHue TIPHMEPHO Ha

10 cexyna unu Tak aonro, kak Bel Moxere. BO3TYXO3AEOPHVK

e JIng momyueHHs BTOPOH HHransuHOHHON
no3sl nosropure. Ilosephure, OTkpoiire,
Hasxmure.

e 3akpoiiTe KpBIUKY YCTpoiicTBa 10

CNCXYIOLIEro HCIONME30BaHN s WHIAJIATOPA.

OTBeTnl Ha 9aCTO 32A2BaeMble BONPOCHI

1. CioXHO YCTAHOBHTL KAPTPHAX HA HEoOX0AAMYI0 FiyOREY

BbI ciiy9aifHO MOBEPHYJIM NPO3PAYHYI0 THJIb3Y A0 YCTAHOBKE Kaprpwaxka? Orxpoiite
KOJITa40K, HAXMHUTE Ha KHONKY MOJa4vy A03Bl, 3aTEM BCTAaBHTE KAPTPUIDK.

Bel BeTaBifieTe KapPTPHAXK IMHPOKHM KOBRMOM? BeTaBbTe KapTpUIX Y3KHM KOHILIOM B
VHTanATop.

2. He mory HaxaTh Ha KHONKY HOAa9H A03bl

IToseprynn iu Bl npe3paunyio rans3y? Ecnu HeT, nOBepHUTE MPO3PaYHYIO MMIIB3Y OXHUM
HENPEPHIBHEIM ABHXEHHEM IO Iengka (Tion-o6opoTa). |

Hupexarop no3 uaransropa Cunpasa® Pecnumart® yxkaspiBaer na moan? Huranarop

® ®

Coupusa® Pecriumatr® Onokupyercs mnocne Bbimycka 60 wuHramguuoseix mo3 (30

TepanesTHYecKuX fn03). IIOAroToBbTE M MCMOAB3ydTe HOBBIM mHramarop Cnupusa®

Pecniumar®.

3. He mory noBepHEYTH NPO3PAYRYIO THJIL3Y
Bo1 yxe noBepryIH npo3pausyis ruan3y? Ecnum npospaysas rune3a yke NOBEpHYTA,
cnenyite mo maram «Otkpoiire» u « Haxmure» B pasnene «ExxeaHeBHOE NpUMeHEHHE» I

TIOJTy4CHWS HHTANSLHOHHOMN #0351

15




COOTBETCTBYET JKCNEPTHOMY OTUETY
or 05.09.2023 N2 17165
(NOCNENOBATENBHOCTL 0002)

Hupuiatop aos wuraisiropa Coupusa® Pecrmovar® ykaskisaer Ha Hosm? Unransrop
CnupuBa® Pecriumar® 6noxupyerca mnocne BeImycka 60 HHTANTSIHOHHBIX 703 (30
TepaneBTHIECKHX [J03). IlOATOTOBLTC W HCHOJb3yHTe HOBBIM HuTangrop Cnupusa®
Pecniumar®.

4. Hnmuxatop N03 MHralxsTopa Crnupupa® Pecmmvar® gocruraer HYJB CIMINKOM
OBICTPO

HemosbsoBam st Ber Cm»lpm;a® Pecrama1® B COOTBeTCTBHM ¢ ykazaHMAMM (IBe
HHTAJIIMOHMBIE {0351 OJMH pa3 B Aenb)? IIpenapara Cnupusa® Pecnumat® xparaer Ha 30
IHEH NpH ACIIOJLI0BAHHH ABYX HHTAJLIINH OJHH pa3 B eHb.

IosopavmBani M Bel P03 pavHy o rMiIb3y X0 YCTAHOBKM KapTpurka? Maaukarop 03
CUMTAET KaXIblH ITOBOPOT Mpo3padHOH TiUIB3bl BHE 3aBHCHMOCTH OT TOro, YGTAHOBICH
KapTpH UK UM HeT.

Bromyckami M Bsl HHraasngMoHnbIe J036E B BOAYX I npoepkH paGorsl Croipusa®
Pecimivar®? Tlocsie NOArOTOBKM HHIAIATOPA K HCIIOIb30BAHHI). He TpeGyeTcs exXeIHEBHOM
TIPOBEPKH HHIAJISLMH.

Bl YCTAHORM/IM KAPTPHIR B HCITOML3OBaHHENT wuraaarop Crpyna® Pecrmavat®?
Beeraa yeranapiupafiTe HOBEH KapTPHIK B HOBBIA HHTAIITOP Crupusa® Pecimmar®.,

5.  Huramsrop Crmpuea® PecinvMat®  BRINYCKACT HHTANAIMHOHHBIC 0361
ABTOMATHYECKH

BELI /I 0TKPBIT KOMTA40K, Korja Bl TIOBOPAaYMBAIIA Npo3payvHyIo Iuims3y? 3akpoifre
KOJIMAYOK, 2aTeM MMOBEPHHTE MPO3PAUHYIO THIIb3Y.

Hasxumam i Bel KHONKY IONAYH 03I BO BpeMsI [10BOPOTA NPO3PAYHON IHMIb3bL?
3aKpoiiTe KOMIAMOK TaK, YTOOLI KHONKA ITOJAUH A03b1 ObliIa 3aKPBITA, 3aTeM ITOBOpaYHBaliTe
[IPO3PaTHYIO FATB3Y.

Ocranas/mBamich JH Bel Bo BpeMst TIOBOPOTA NPO3PAYHOH MIIB3BI 10 3BYKA 1leauKa?
THosopaunsalite npo3pauHyro THAB3Y OJHHM HENpPepbIBHLIM JABHXKSHHEM [0 IHeIKa (Ioj-
ofopora).

6. Wnrannrop Crmpnea® Pecrinvat® He BHINMycKaeT HEHTAJISUMOHIYIO 103y
Yeranopwii s Ber kapTpupk? Eciid HeT, YCTAHOBHTE KapTPHIUK.

Bur nosropuwmi maru Iloeeprurte, Otkpoiire, Hammure MeHee Tpex pas rocite
yeTaHOBKH KapTpyupka ? TIosropute wary IToBepuute, Otkpoiite, HaxmuTe TpH pasa mocie
YCTaHOBKM KapTPHJDKA, Kak ONKCAaHO B pazjene «[loAroToBKa k MepBOMy HCIONBIOBAHHION,

mary 4-6.
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COOTBETCTBYET 3KCIIEPTHOMY OTHETY
ot 05.09.2023 N2 17165
(NOCNENOBATENBHOCTL 0002)

‘Humncatep aos Murassrropa Croapusa® Pecrnvat® yxasemaer Ha Homn? Ecmu

HEJMKATOD: SO 'YKAsHIBAGT Ha. HOMb, 3HAMKT MHransrop: Cnupusa® Pecnmmar® myer m

32610 KHPOBAH.

He crpmaiite po3pagHyio TIWIESY 1 HE BLIHUMAliTe KapTPHIK TOCTR. MIOATOTOBKY BHaIsTOpa
K HENoJL36BanuMi0; Beerna YcTanapnsaiTe HOBLIA KAPTPHIDK B HOBLII HHraJIATOD: Crupusa®

Peomuaman®,
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