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OBILAS XAPAKTEPUCTHKA JEKAPCTBEHROFPO TIPFERAPATA U002

1. HAMUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA
Anwmknoup Penesan, 200 mr, TabneTkH.

Anwmknoup Penesan, 400 mr, TabneTkH.

2. KAYECTBEHHBII M1 KOJJMYECTBEHHBI COCTAB
JelicTByrolee BENIECTBO: ALUKIOBHP.

Anuriiosup Pereair, 200 mr, TabiaeTKH

Kaxnas tabnerka comepxut 200 Mr alluKI0OBHpA.
BcnomorarenbHbie BelllecTBa, HATUYUE KOTOPBIX HAJO YUYHUTHIBATH B COCTaBE JIEKAPCTBEHHOIO
npenapara: JJaKTo3bl MOHOTUIpaT (cM. pasnen 4.4.).

Anuriiosup Pereair, 400 mr, TabaeTku

Kaxxnas tabnerka conepxut 400 Mr aliuKI0BHpA.

BcnomorarenbHbie BelllecTBa, HATMYUE KOTOPBIX HAO YUYHUTHIBATH B COCTaBE JIEKAPCTBEHHOIO
npernapara: JakTo3bl MOHOruApar (cM. paszaen 4.4.).

[TonHbIi IepeyeHb BCIOMOTaTeIbHbBIX BEIIECTB MPUBENIECH B pazaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Tabnerku.

Anuxiosup Peresait, 200 mr, TabaeTku

Kpyrabeie minockomunmuHApUYecKne TaOJeTKH Oeoro WM modTH Oenoro mBeta ¢ ¢ackou
Y PUCKOI Ha OJTHOM CTOPOHE U IpaBUPOBKOM «R» Ha apyrou. JlomyckaeTcss MpaMOPHOCTb.
Jluaus pasznoma (pucka) TpeAHa3HAYeHa JMIOb JJIS pazaMbIBaHUS C LENbI0 OO0JIerdyeHHs
mporjatbIBaHusd, a HC IJIs1 pa3ACIICHUA Ha paBHBIC 1O3bI.

Anuriiosup Pereair, 400 mr, TabaeTku

OBaJibHBIE ABOSKOBBINTYKIIbIE TAOJETKH O€JI0Tr0 MM NOYTH Oeoro 1nBera ¢ puckoi. Jlomyckaercs
MPaMOPHOCTb.

Jluaus pasznoma (pucka) TpeAHa3HAYeHa JMINb JJIS pazlaMbIBaHHS C LEIbI0 OO0JIerYyeHHs
IIPOIJIATBIBAHMS, & HE U1 pa3/IeICHHs Ha PaBHBIE J03bI.

4. KIMHHUYECKHUE JAHHBIE

4.1. Iloxa3aHusl K IPMMEHEHUIO

AnukioBup PeHeBan nokasaH K IPUMEHEHUIO y B3POCIbIX U JETEW B BO3pAcTe OT 3 JIET AJIs:

e JieueHUs] MHPEKIHNA KOXXKU U CIU3UCTBIX 000JI0UEK, BBI3BAHHBIX BUPYCOM IPOCTOrO repreca,
BKJIFOYasi IIEPBUYHBIN U PELIUANBUPYIOIINM N'€HUTAIbHBIN TepIIec;

e npoUIAKTHUKK WHQEKIUA, BBI3BAHHBIX BHUPYCOM MPOCTOrO Treprieca, y MalUeHTOB

C UIMMYHOAE(DULIUTOM;
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(NOCNEOCBATENEHOCTE 0003)

® JICUCHMS BETPSHOM OCIIBI.

AnukiioBup PeneBas nmokaszaH K MPUMEHEHUIO Y B3pOCIbIX B BO3pacTe oT 18 et mid:

e TpodUIAKTUKU PELMIMBOB WH(MEKIIHIA, BHI3BAHHBIX BUPYCOM IIPOCTOTO repreca, y MaueHToB
C HOPMaJIbHBIM HIMMYHHBIM CTaTyCOM;

e JIEUCHHS OMOSCHIBAIOIIETO repreca (paHHee JeueHue OMOsACHIBAIOIIETO repreca aluKIOBUPOM
OKa3bIBaeT aHaybre3upyomuii 3p(eKT M MOXKEeT CHU3UTh YacTOTy BO3HUKHOBEHUS
MOCTTEePIETUYECKON HEBPAITUN).

4.2. PexuM 103MPOBAHUSA M CIIOCO0 NPUMEHEHHUS

PexxuM 103upoBaHus

Bspocnvie

Jleyenue qu)eKuuL? KOo#CUu U Ccausucnivlx 060]20%61(‘, BbI36AHHbLIX 6UDPYCOM NPOCHIOZ0 cepneca,

BKIIOYAS NEPBUHHBLU U peuudueupwomuﬁ 2CHUMANbHbIL 2epnec

Jnsa neueHuss WHQEKUU, BBI3BAHHBIX BHPYCOM IIPOCTOTO Treprieca, peKoMeHAyeMas J103a
npenapara AnukiaoBup PeneBan cocrasiser 200 Mr BHYTph 5 pa3 B CyTKH (Kaxkaple 4 daca,
32 UCKJIIOYCHHEM Tepruojia HOYHOro cHa). Kypc jneueHus: coctaBiseT 5 qHEH, HO MOXKET OBITh
MPOJUICH TIPH TSKEIIBIX TIEPBUYHBIX WHPEKIIUSIX.

B cnydae BbIpakeHHOro UMMyHOAeQHIMTAa (HalpUMep, MOC]e TPaHCIUIAHTAIMH KOCTHOTO
MO3ra) WIH MPH HApYLIEHUU BCAChIBaHUS M3 KHUILEYHHKA /1032 Mpenapata AuukioBup Penesan
MoOkeT ObITh yBenmueHa 10 400 mr. B kadecTBe ainbTepHATUBBI MOXKET OBITH paccMOTpEHa
BO3MOXXHOCTh TMPUMEHEHHS alUKIOBUpPAa B JIeKapcTBeHHOW Qopme mmodumuzar mms
IIPUTOTOBJICHUS pacTBOpa AJisi UHPY3UH.

Jleuenne HEOOXOJUMO HAaYMHATH KaK MOKHO pPaHbIIE MOCIE€ BO3SHUKHOBEHHS HMHQEKIUU; MPU
peuuaMBax mpenapar peKOMEHJyeTCsl Ha3HauaTh YK€ B MPOJPOMAIbHOM IMEPUOJE WU TPHU
MOSIBJICHUU TIEPBBIX 3JIEMEHTOB CHIIH.

Hpod)uﬂakmuka peuu()ueoe qu)eKuuL?, 6bI36AHHbLIX 6UPYCOM NPOCMO20 _cepneca, VY nadyuermaos

C HOpMATbHbIM UMMYHHbBIM Cmanmycom

Jns  npoduIaKkTUKA pelUIuBOB WH(MEKIHA, BBI3BAHHBIX BHPYCOM TIPOCTOTO Tepreca,
y TalHMEeHTOB C HOPMaJbHbIM HMMYHHBIM CTaTyCOM pPEKOMEHJyeMmas J103a Ipernapara
Anmknoup PereBan cocrasiser 200 Mr BHYTpb 4 pas3a B CyTKH (KaXKabpie 6 4acoB).

MHuorum narnueHTaM moaxoAauT Oosee ymoOHas cxema tepanuu 400 Mr BHYTph 2 paza B CyTKH
(xaxmpie 12 yacos).

B psne cinyuyaeB okasbiBaioTcs 3(PQPEKTUBHBIMU Oojiee HU3KHME J03bI Ipenapata ALUKIOBUD
PeneBai: 200 mr BHYTpH 3 pa3a B CyTkH (Kaxable 8 gacoB) uiau 200 Mr BHYTpb 2 paza B CyTKH

(xaxapie 12 gacoB).
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Y HEKOTOpBIX MAIMEHTOB MOKET MPOU30UTH (600Tpeﬁﬁgzgﬁmqﬂjﬁ%&g EM&%HOI\;I

cyTouyHO 10361 800 MT.
Jleuenue npenapatom ALuKIoBUp PeHeBas cieayeT mpepbiBaTh uepe3 Kaxkisle 6—12 Mmecsies
JUIs BBISIBJICHHSI BO3MOKHBIX M3MEHEHUH B T€UEHUU 3a00JI€BaHUSL.

Upod)uﬂakmum qu)eKuuﬁ, BbI36AHHbBIX  6UPYCOM  NPOCHIO2O cepneca, 'y nauueHmoes

C UMMYHOOeDUYUmom

Jns npodunakTuky WHQEKIHA, BBI3BAHHBIX BHUPYCOM IIPOCTOrO Tepreca, y NalHeHTOB
C UMMYHOICHUIIUTOM PEKOMEHIyeMas f03a nmpenapara ArnukioBup PeneBan cocrasiser 200 mr
BHYTPb 4 pa3a B CyTKH (KaKJible 6 4acoB).

B cnywyae BbIpaXeHHOTO HMMYyHOAepHUIMTA (HAPUMEpP, IOCIE TPAHCIUIAHTALUU KOCTHOTO
M03Fa) WM 1pU HAPYHICHUM BCACbIBAHMA K3 KHIICYHHKA [03a IMpclapara MOXKCT GBITB
yBenudueHa 10 400 mr BHyTph. B KadecTBe anbTepHATHBBI MOXKET OBITH PACCMOTpPEHA
BO3MOXXHOCTh TNPUMEHEHHsS] alMKIOBUpAa B JIEKapCTBEHHON Qopme nuodunuzar ans
IPUTOTOBIICHUS PacTBOpa sl UHDY3HA.

[IpoaomKuTenbHOCTh NMPO(UIAKTUYECKOTO Kypca TEpanuH OMNpeAessieTCs JIUTEIbHOCTHIO
nepuoja, B TeUeHHE KOTOPOTO CYIIECTBYET PUCK HH(MUIIUPOBAHUS.

Jleuenue sempAnOU 0Cnbl U ONOACHIBAIOULE20 cephnecd

g nedeHus: BETPSHOM OCIHBI U OIOSICBIBAIOIIEIO Teplieca peKoOMEHAyeMas /103a Ipernapara
AmukinoBup PeneBan cocraBiasier 800 mr BHYTpp S5 pa3 B CyTku (Kaxnaele 4 daca,
3a UCKJTFOYEHUEM TIeproJia HOYHOTO cHA). Kypc meuenus coctaBiseT 7 qHEH.

JleueHne ONOSACHIBAIOLIETO repreca ciaelyeT HAYMHATh KaK MOYKHO paHbllle OT MOMEHTA MEPBBIX
IposIBICHUH 3a00JIeBaHMsI, TaK KaK B 3TOM CiIydae JiedeHue Oynet 0onee 3¢h(heKTUBHBIM.
JleyeHue BETPSHON OCHBI y MAIMEHTOB C HOPMAaJbHBIM MMMYHHBIM CTaTyCOM CJIEyeT HadaTb
B TE€YEHHUE 24 4acOB C MOMEHTA MOSBICHUS BBICHIITAHUMN.

VY DanMeHToB ¢ TSKEIbIM UMMYHOJAE(PHULUMTOM (HampuMmep, MOCie TPAHCIUIAHTAlMM KOCTHOTO
MO3ra) WM TIpU HApyUIEHWH BCAaChIBAaHUS U3 KHUIICYHHUKA HEOOXOIUMO pPacCMOTPETh
BO3MOXXHOCTh ~HAa3HAYCHHMs AalUKIOBUpAa B JICKApCTBEHHOH ¢opme muodmimzar s
IPUTOTOBJICHUSI PacTBOpA JUIsl UHDY3HIA.

Oco0nIe I'pyHOIbl DTaMEHTOB

Tlayuenmui nodxcunozo eospacma

Heo0xonmuMo yYHTHIBATH BEPOSTHOCTH HAIMYUS TMOYEYHOH HEIOCTATOYHOCTH Yy TMAIMEHTOB
MOKUJIOTO BO3pacTa, 03bl JOJIKHBI OBITh CKOPPEKTUPOBAHBI B COOTBETCTBUU CO CTEHNEHBIO
MOYEYHON HETOCTATOYHOCTH (CM. MYHKT «llalieHTs! ¢ HapyieHneM (pYHKIIMU TOYEK»).

HeobxonuMo obecrieunTs MoaAepKaHNe aJJeKBaTHOTO BOIHOTO OanaHca.
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Heo6xoaumo co0mroaTh OCTOPOXKHOCTh TPU Ha3HA4eHHWHU Mpenapara AnMkIOBHp PeneBan
MarUeHTaM ¢ HapylieHneM (QYHKIIUU TOYeK.
Heobxoaumo obecnieunTh Mo epkaHmne aIekBaTHOTO BOAHOTO OajaHca.
VY nanueHTtoB ¢ MOYEYHOW HEIOCTATOYHOCTHIO MPUEM alMKJIOBHpa BHYTPb B PEKOMEHIYEMBbIX
J03aX C IENbI0 JIeUeHUs U MPOPUIAKTHKY HHQEKIUH, BRI3BAHHBIX BHPYCOM MPOCTOTO Tepreca,
HE TPHUBOJUT K KyMYISMIMH Tpenapara J0 KOHIICHTPAIW, MPEBBIMIAIONINX YCTAHOBICHHBIC
6e3omacHble ypoBHU. OHAKO Yy MAalMEHTOB C KIUPEHCOM KpeaTMHUHa MeHee 10 Mu/MHUH A03Y
npenapara AnukioBup PeneBan pekomenayetrcs cHkaTh 10 200 Mr BHYTpb 2 paza B CYTKH
(xaxmpie 12 yacos).
[Ipu neyeHuM BETPSHON OCHBI M OINOSCHIBAIOIIETO Ieplieca PEKOMEHyeMbIE J03bl Ipernapara
AnukioBup PeneBan cocTaBisitoT:
e 1pu KiIupeHce kpearuHuHa MeHee 10 mu/mMuH — 800 Mr 2 pasa B cyTku (Kaxsie 12 yacoB);
e 1pu kaupeHce kpearunuHa 10-25 mi/mun — 800 Mr 3 pa3a B CyTKH (Kax/ble 8§ 4acoB).

eTu
Jlemu 6 6o3pacme om 3 nem u cmapuie

Jleyenue qubeKuuL?, BbI36AHHbLIX BUPYCOM NpoOCmoco zcepneca, npoqbwzaKmuKa qu)eKuuﬁ,

BbI36AHHbBIX BUPYCOM NPOCMO20 cepneca, y nayuernios ¢ uMMVHOdeqbuuun’IOM

Pexxum no3upoBaHus mig JAeTed B Bo3pacTe OT 3 A0 18 Jer He OoTIMYaeTcss OT pexuMa
JIO3UPOBAHUS TSI B3POCIIBIX.

Jleuenue sempanoi ocnwi

e B BO3pacte ot 6 set 10 18 et — 800 mr 4 pasza B CyTKu;

e B BO3pacrte otT 3 10 6 jget — 400 mr 4 pasza B CyTKH.

Bbosnee TouHO 103y MOXKHO ompeneauTs u3 pacuera 20 Mr/kr mMacchel Tena (Ho He 6osiee 800 mr)
BHYTpB 4 pa3a B cyTku. Kypc nedenus cocraBnser 5 qHeil.

Hpod)wzakmuka peuudueoe qu)eKuuL?, BbI36AHHbLIX 6UPYCOM NPOCMO20 cepneca, Yy nauuermoes

C HOPpMATbHbIM UMMYHHbBIM CamyCcom, jle4erHue onoAacelearouieco cepneca

JlaHHbIE O peKMMe J03UPOBAHUS OTCYTCTBYIOT.

[lo nanHbIM nokazaHusM npenapat AuukioBup Penesan y aereii B Bo3pacte ot 0 1o 18 ner He
IPUMEHSETCS.

Jlemu 6 so3pacme om 0 0o 3 1em

[Ipenapar AnukioBup PereBan He ciemayeT Ha3HayaTh (MIPUMEHSATH) y JAeTel B Bo3pacte oT 0 10
3 JIeT B CBSI3U C HEBO3MOKHOCTBIO 00ECIICUNTh PEXKUM JI03UPOBAHMSL.

Cnooco0 rpuMeHeHus

BHYTpI), 3alluBas IOJIHbIM CTaKaHOM BOJbI.
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Tpenapat AnmkioBHp PeHeBan MOKHO IPHHUMATE BO BPeMs Cinl- HOCKOAERY e Tt He

HapylIaeT B 3HAYUTEIBHOM CTENeHU ero abcopOIuio.

Jluaus pasznoma (pucKa) TpeAHa3HAYeHA JMIOb JJIS pazlaMbIBaHHS C LEIbI0 OO0JIerdyeHHs
MPOTJIaThIBaHMSI, @ HE JIJIs pa3/ielieHHs Ha paBHbIE J03bI.

4.3. [IpoTUBONOKA3AHUSA

e [UMepuyBCTBUTEIBHOCTh K  alUKIOBUPY,  BaJallMKIOBHPY  WIM K  JIOOOMY
N3 BCIIOMOT'aTCIIbHBIX BCUICCTB, NICPCUUCIICHHBIX B pa3Jciic 6.1 .

e eUINT JJAKTa3bl, HEIEPEHOCUMOCTh JIAKTO3bI, TITFOKO3HO-TAJIAKTO3HAS MaTbaOCOpOITHs;

® JIETCKHI BO3pacT J0 3 JIeT.

4.4. OcoOble yka3aHHus U MepPbI MPETOCTOPOKHOCTH NPH MPUMEHEHU U

C 0CTOPOKHOCTBLIO

e bepeMeHHOCTh U IEPHOJI TPYAHOTO BCKapMIIMBaHUs (CM. pa3zen 4.6.);

® [IOXKWJION BO3PACT;

® [OYeYHas HeIOCTATOYHOCTh;

e Jeruaparanus;

® OJHOBPEMEHHOE IPHUMEHEHHE C IPYTMMU HEPPOTOKCHUHBIMU MIperiapaTaMH.

Oco0snle yKazaHus

IIpoghunaxmuka éempsanotl 0cnvl y NAYUEHMO8 C HOPMATbHBIM UMMYHHbIM CIANYCOM
I[OCTyHHBIX JaHHBIX, MOJIYYCHHBIX B PE3YyIbTATC IMPOBCACHHBIX KIIMHUYECKUX
HCCHGHOBaHHﬁ, HEOO0CTAaTO4YHO, ‘ITOGBI CACIaTh BBIBOA O TOM, YTO MNPUMCHCHHUC AlIUKIIOBUPA
CHIDKAeT pPHCK 3a00JieBaHMS BETPSIHOH OCHOW Yy TAalHUeHTOB C HOPMAaJIbHBIM HMMMYHHBIM
CTaTyCOM.

Conymcmsyrowas mepanus ¢ Opy2umu HeppomoKCUUHbIMU NPenapamamu

Puck Pa3sBUTHUA OYEYHOU HEAOCTAaTOYHOCTH YBCINYUBACTCA IMPHU OAHOBPCMCHHOM IMPUMCHCHUHN
C IpYyTrUMHU HEPPOTOKCUYECKUMHU TIpETapaTaMu.

Cocmosnue cuopamayuu

[TanmenThl, TpUHUMAIOLIME BBICOKHME NO3bl NpenapaTa ALMKIOBUpP PeHeBan BHYTpPb, TOJIKHBI
moJIydaTb JOCTATOYHOC KOJIMUCCTBO KUJAKOCTH.

Tayuenmol noXiCcUI020 803PACMA U NAYUESHMBL C HAPYULeHUeM QYHKYUU NOYeK

[TockoNBbKY anWKIOBHD BBIBOAWUTCS TIOYKAMH, HEOOXOIMMa KOPPEKIHS 03Bl Iperapara
y MAIlMEHTOB C HapylIeHueM (QYHKIMH modek (cM. pazzaen 4.2.).

Y MalMCHTOB IMMOXXUJIOTO BO3pacTa BO3MOKHO CHUXKXCHUC (byHKI_[I/II/I IIOYCK, CIACA0OBATCIIbHO, AJIA
JAHHOM TPYNIBl MAIMEHTOB TAaK)KE€ MOXKET MOTPeOOBaThCS CHIKEHHME 103bl. Kak mMmokuible
NAIMEHTHI, TaK ¥ MalUEHTHI C HapylIeHueM (QYHKIIUHU MIOYEeK HAXOJSATCS B TPYIINE MOBBIIIEHHOTO

pHYCcKa pa3BUTHS MOOOYHBIX d(PPEKTOB CO CTOPOHBI HEPBHOW CHUCTEMBI (OOBIYHO TaKHE PEAKIMH

5
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06paTHMBI B OTBET Ha OTMeHy Mpemapata) ji, COOTBETCTBORHY; HOMKHE HAXORITECS mon

PUCTAIEHBIM MEIUIIMHCKUM HaOJI0ACHUEM.

Tayuenmol ¢ 8bIpadceHHbLIM UMMYHOOeDUYUMOM

JInmuTenbHBIE WM TOBTOPHBIC KYpCHl JICUCHHS AIMKIOBHPOM Yy TAIMEHTOB C BBIPAKEHHBIM
UMMYHOIE(HUINTOM MOTYT IPUBECTH K IMOSIBICHHUIO IITAMMOB BHpYCa C ITOHWKEHHOH
YYBCTBUTEIBHOCTBIO K AalMKIOBHPY, KOTOphIE HE OTBETAT Ha MPOJOIDKCHHE Teparnuu
AIMKJIOBUPOM.

Ilepeoaua unghexyuu

Bcem mammentam, OCOOGHHO TP HAJIWMYMM  KIMHUYECKUX  TPOSBICHHH,  CIEIyeT
cOOJIIO/IaTh OCTOPOXKHOCTh BO HM30€KaHHE MOTEHIMAIBLHOW BO3MOXHOCTH IE€peJaud BUpYca,
a TakkKe TMalueHTOB HEoOXOoIuMO HWHGPOPMHPOBATH O  Ciydasx OECCHUMIITOMHOTO
BUPYCOHOCHTEIHCTBA.

BcnoMorarenbHEIC BEIISCTBA

JlaHHBI mpenapar COAEP:KUT JIAKTO3bl MoOHoOruapar. IlanmeHTam ¢ penko BCTpeyarolencs
HACJIC/ICTBEHHON HETePeHOCHUMOCTBIO TaJlakTO3bl, Ne(UIIUTOM JIAKTa3bl JIOMAPEH WM TIIOK030-
TraJIaKTO3HON MaabaObCcopOIMelt He ClieyeT MPUHUMATh 3TOT IIpenapar.

4.5. B3aumopaeiicTBMe € JIPYrUMH JIeKAPCTBEHHBbIMHM IpenapartaMd M JApyrue BHIbI
B3aMMOJEHCTBHUSA

Hukakux KJIMHMYECKM 3HAUYMMBIX  B3aMMOJCHUCTBMM IpU INPUMEHEHHMM  alUKIOBUDPA
HE OTMEYAIIOCh.

AIIMKIIOBUP BBIBOAUTCS B HEU3MEHEHHOM BHJE C MOYOM MNyTeM AaKTUBHOW KaHaJbIIEBOU
cekpenuu. Bce mpemaparbl ¢ AQHaJIOTMYHBIM  IIyTEM BBIBEACHMS MOTYT IIOBBIIIAThH
IUIa3MEHHYIO0 KOHLEHTPALMIO alluKJIOBUPA.

Teodunnun

AUMKIIOBUP TOBBIIIAET IJIOMIAAbL O] (PapMaKOKMHETUYECKON KPUBOM «KOHIEHTPALUS-BPEMSI»
(AUC) Tteopumnmuna npubnusutensHo Ha 50 % mnpu OJHOBPEMEHHOM NIpUEME, IOATOMY
PEKOMEHAYETCSI W3MEpSTh IUIa3MEHHBIE KOHILIEHTPAllMM Teo(UUIMHA MpH OJHOBPEMEHHOM
Ha3Ha4YCHHUH AllMKIOBUPA.

HDO6CHCHI/IH U IMMETHAWH

[IpoGeHera W UMETHIWH yBenu4uBarOT mokazaTenb AUC anuKIOBHpa W CHIDKAIOT €ro
MMOYEYHBIN KIIMPEHC.

MuxkodeHnonara Mmoderni

Otmevanioch yBenuuenue nokazarens AUC B mia3Me KpoBH Ji allMKIOBHpPAa U HEAKTUBHOTO

MeTabonuTa MUKo(eHoaTa ModeTua, MMMYHO/IETIPECCAHTA, MPUMEHSIOIIETOCS
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B TPAHCIUIAHTOJOTHH, MPH OJHOBPEMEHHON anMQEQ{;rﬂE%%TErBE%ETBE.'j@)%ﬁam

KOPPEKIHU 03Bl HE TPEOYETCS BCICACTBUE IMUPOKOTO TEPANIEBTHUECKOTO MHIEKCA allUKIOBUPA.
4.6. @epTHIBHOCTb, 0EPEMEHHOCTDb U JAKTALMS

bepemeHHOCTh

B nmoctpeructpanilnoHHOM peecTpe OEpEeMEHHOCTEM MpH JIEYEHUH AalUKJIOBUPOM COOpaHbl
naHHble 00 ucxonax OEpeMEHHOCTH Y JKEHIIWH, NPUHMMABIIMX AalUKIOBHDP B pa3HbIX
nekapcTBeHHbIX (opmax. Ilpu aHanmm3e HaHHBIX peecTpa HE OBLUIO OTMEUEHO YBEIMYCHUS
KOJIMYECTBA BPOXKJIEHHBIX Je(EeKTOB Yy HOBOPOXKIEHHBIX, MaTepu KOTOPBIX MPUHUMAIN
aIlUKJIOBUP BO BpeMs OEPEMEHHOCTH, MO CPaBHEHUIO ¢ OO0mIeidl momyssiueii. BoisBieHHBIC
BPOXKXICHHBIC ,Z[Gq)eKTBI HE OTJINYAJIUCh GI[I/IHOOGPaBI/IeM HJIN 3aKOHOMCPHOCTBIO, ITO3BOJISIOIMMU
IPENOI0KUTE OOIIYIO IPUYNHY UX BO3ZHUKHOBEHHUSI.

Opnaxo creayeT coOnoaaTh OCTOPOXKHOCTh IPU Ha3HAUEHUH allMKJIOBHPA KEHIIMHAM B MEPUOJT
OepeMEeHHOCTH M OLEHUBATh IMPEANOIaraeMylo MOJb3y Ui MaTepu U BO3MOKHBIM PUCK IS
mioaa.

Jlakramus

[Tocne mpuema arukioBupa BHYTph B a03¢ 200 Mr 5 pa3 B CYTKM allMKJIOBHD OMPEAEIISIICS
B TpPYIHOM MOJOKE B KOHIEHTpauuu, coctapistomeid ot 60 mo 410 % mia3MeHHoM
KOHIICHTpAaI1H. HpI/I TAKUX KOHICHTpAUAX B IPYAHOM MOJIOKC ACTH, HAXOAAIIHUEC HA TPYIHOM
BCKapMJIMBaHUM, MOTYT MOJy4aTh allUKIOBHP B A03e 10 0,3 Mr/kr/cyr. YUuTsIBas 3T0, CIeIyeT
co0IrI0AaTh OCTOPOXKHOCTD MPH HA3HAUEHUH AIIMKIOBHUPA KOPMSLIUM JKEHIIHAM.

DepTUILHOCTE

Her AAaHHBIX O BJIMAHHU AlIUKIIOBHUPA HA KCHCKYIO @epTHHBHOCTB.

B HUCCIICAOBAHUN C YUACTUCM 20 MalUCHTOB MYJKCKOr'o I1oJjia ¢ HOPMaJIbHBIM KOJIMYCCTBOM
CIepMaTO30MI0B OBUIO YCTAHOBJIEHO, 4YTO MPUMEHEHHUE AaIMKJIOBUpAa BHYTPh B J03€
70 1 I B CyTKM B TedeHHe 6 Mecs1eB He MMENIO0 KIMHUYECKH 3HAYMMOT'0 BIUSHUS Ha KOJIMYECTBO,
MOJBMYKHOCTD MJIM MOP(OJIOTHIO CIIEPMATO30UI0B.

4.7. Bausinme Ha CHOCOOHOCTH YNPABJATHL TPAHCHOPTHBIMH CpeICTBAMH U PadoTaTh
¢ MeXaHU3MaMH

HccnenoBanuii BIMSHMS alUKIOBHpPa Ha CHOCOOHOCTh K YIPABJIECHUIO TPAHCHOPTHBIMU
cpeacTBaMu HJIM MCXaHU3MAMU HEC IMPOBOAUIIOCH. CHpOI‘HOSI/IpOBaTb HCTaTUBHOC B03,Z[€I>'ICTBI/IG
AllUKJIOBUpAa Ha O3THU BHABI JACATCIBHOCTH Ha OCHOBAaHUU (bapMaKonomqecxnx CBOMCTB
JIEMCTBYIOIIETO BELIECTBA HE MPEACTaBIAETCS BO3MOXXHBIM, HO HEOOXOAMMO YYHUTHIBATh

pouIh MOOOYHOTO JEHCTBUS AlIMKIOBUPA.
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4.8. HexenaTeabHble peakuuu

PesroMe HexxenaTeabHbIX pEaKIIUN

[IpuBeneHHbIE HUXKE KATErOPUU YaCTOTHI HEXKENATEIbHBIX PEAKUUN SBISIOTCS OLICHOYHBIMHU.
Jly1s GONBIIMHCTBA HEXKENaTeIbHBIX peakuii HeOOXOIUMBIE TaHHBIE JJISl ONpe/IeIeHHs YacTOThI
BCTPEYaEMOCTH OTCYTCTBYIOT. Kpome Toro, yactora BCTpeuaeMOCTH HEKEIaTEeIbHBIX peakluit
MO>ET BapbUPOBATH B 3aBUCUMOCTU OT TTOKA3aHMUSI.

Jns onleHKM 4YacTOThl HexenarenbHbIX peakuuid (HP) ucnonb3oBanbl cienyromye KpUTEPUH:
odyeHp 4vacto (>1/10), gwacro (>1/100, o < 1/10), mewacro (> 1/1000, Ho < 1/100), pemko
(>1/10000, HO < 1/1000), ouenr pemko (< 1/10000), wacTora Hew3BecTHa (Ha OCHOBaHUH
MMEIOIIMXCA JIAHHBIX OLEHUTh HeBO3MOxkHO) HP crpynmnupoBaHbl B COOTBETCTBUH C
CHUCTEMHO-OpPraHHBIMM  KJIaCCaMU  MEIUIMHCKOTO  CJIOBaps Il  HOPMATHUBHO-TIPABOBOM
nestenbHOCTH MedDRA, a Takxke pexomeHaanuii BcemupHO# opraHu3amnuu 3 JpaBoOXpPaHCHHUS.
Hapywenus co cmopoust Kposu u aumgamuyeckou cucmembl: OYEHb PEIKO — aHEeMHs,
JCHKOTICHHSI, TPOMOOIIUTOTICHHSI.

Hapywenusa co cmoponvl ummyHHOU cucmemsl: PEIKO — aHA(UITAKCHSL.

Ilcuxuueckue Hapywenus: O4YeHb PpPEOKO — BO30OYKIEHHE, CIYTAaHHOCTh CO3HaHMS,
TJUTIOUHAIIUH, ICHXOTUYECKUE CUMITTOMBI

Hapywenus co cmoponsl Hepgnoti cucmemspi: 4aCTO — rOJOBHAs 00JIb, TOJIOBOKPYKEHHS; OUCHb
PEAKO — TPEMOp, aTaKCHsl, TU3APTPHUs, CyJJOPOTH, COHIMBOCTD, YHIIE(aATONaTHs, KOMa.

OO6bruHO ATH TTOOOYHBIE 3P dEKTH HAOTIOIATUCH Y TAIUEHTOB C MOYEUYHON HEIOCTATOYHOCTHIO
WM [IPU HATUYUU JPYTUX TPOBOLMPYIOMHUX (HAKTOPOB U ObUIH, B OCHOBHOM, 0OpaTUMbBIMHU.
Hapywenusa co cmoponsl OvixamenvbHotl cucmemyl, 0Op2aHo8 2pyOHOU KIemKU U CpeOOCHmeHUs.:
PEAKO — OJBIIIKA.

Kemyoouno-kuuieunvie HapyuieHus: 4acTo — TOINIHOTA, pBOTA, Juapes, 00J1b B )KUBOTE.
Hapywenus co cmoponsl neyeHu u sceniesvlo0AWUX nymeii.: peaKko — 00paTuMoe yBeJIUnYeHUE
OunmupyOMHa ¥ IEUEHOYHBIX (DEPMEHTOB B KPOBU; OUCHD PEIIKO — T€MATHT, JKEJITYyXa.

Hapywenusa co cmoponvl Kodcu U NOOKOJNCHbIX MKAHell: 4acTO — 3yJ, Chlllb, B TOM YHCIE
dboToceHCHOMIM3aIKs; HEYacTO — KpamuBHUIA, ObicTpoe aud@dy3HOE BBIMAJICHUE BOJIOC.
[TockonpKy Takoil THUI ajonenuy HaOMI0JAeTCs MPU Pa3IMYHbIX 3a00JIEBaHUAX U MPU TEparuu
MHOTHMH JIEKAPCTBEHHBIMU CPEJCTBAMH, CBSI3b €€ C IMPUEMOM AalMKIOBHpA HE YCTAHOBJICHA;
PEAKO — AaHTMOHEBPOTHUYECKUN OTEK; OYEHb PEIKO — TOKCHUYECKHUH DIUIEPMAIbHBIA HEKPOJIN3,
MyJIbTU(OPMHAs SKCCYIaTUBHAS dpUTEMA.

Hapywenus co cmoponsl nouex u mMouegblgo0sauux nymeti. peIKO — NOBBIIICHHE KOHIIEHTPAL[UI

MOYCBHUHBI W KpPCATHHHUHA B CBIBOPOTKC KpPOBH; OYCHb PCAKO — OCTpad Io4YCUHasd
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HEJOCTAaTOYHOCTh, ModeyHas Konuka. Ilodyeuras KOJIPEEHJ;I(;I)EAC&%E%% Tc:’ g(;!;lé‘}HOﬁ

HEJ0CTAaTOYHOCTBIO U KPUCTAILITYPHUEH.

0611/[1/16 HapyuweHus u peakyuu 6 mecme 66e0eHUsl. 9acTO — YTOMIIICMOCTD, JINXOpAJKa.

COO6H_ICHI/IC 0 ITOAO03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo co001maTh 0 mo03peBacMbIX HEXKENATENbHBIX PEAKIUAX TOCTIE PETUCTPAIMH TIperapara
C TIenpl0 o0ecrleueHuss HENPEephIBHOTO MOHHTOPHHTA OTHOIICHHUS «II0Jb3a — PHUCK»
JIEKapCTBEHHOTO Tpenapara. MeauIMHCKUM paOOTHUKAM PEKOMEHIYEeTCSl COOOIIaTh O JIFOOBIX
MI0JI03PEBACMBIX HEXKEIATEIbHBIX PEaKIUsAX JEKApCTBEHHOTO Iperapara depe3 HaI[MOHAIbHBIC
CHCTEMBI COOOIICHHS O HEXKEeJIaTelIbHbIX pPEaKLUUsAX ToCyIapCTB-4iIeHOB EBpa3zuiickoro

9KOHOMHUYCCKOIo COro3a.

Poccuiickas @enepanus

®denepanbHas cryx0a 1Mo Ha30py B cdepe 31paBOOXPAHCHUS.

Anpec: 109012, r. Mocksa, CraBstHCKas miiomaip, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJIECKOMMYHUKALMOHHOM ceTH «HTepHeT»:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CumMnTOMBI

AIMKIIOBUD JIHUILIB YaCTHYHO aOcopOupyercs B KelyJoyHO-KUIIeYyHOM Tpakrte. Kak mpasuio,
Opy CIy4aiHOM OJHOKpPAaTHOM IpHeMe aluKkiIoBupa B 7o03€¢ 10 20 T TOKcHuYecKue 3(PQPEeKThI
HEe OBUIM 3aperrcTpHpoBaHbl. [Ipy MOBTOPHBIX NpHUEMax BHYTPh B T€YCHHWE HECKOJIBKHX JTHEH
7103,  TPEBBIIIAIONIMX  PEKOMEHJOBAaHHBIE, OTMEUYAINCh  HAPYIIEHUS CO  CTOPOHEI
KeNyJOYHO-KUIIEYHOTO TpakTa (TOIIHOTA, PBOTA) W HEPBHOM cHUCTeMbl (rojoBHas O0O0Jb
U CIyTaHHOCTh CO3HaHMsA). VMHOrma MOryT HaOmoAaTbes Takhe HeBpoJorHueckue 3¢ eKTsl,
KaK CyJOpPOXHBIE MPHUITA KU, KOMA.

Jleuenue

[ManpenTl  HYX7AalOTCA B TIIATEIbHOM  MEOUIIMHCKOM  HAOMIOJEHMH C  LEJbIO
BBISIBJICHHUSI BO3MOXKHBIX CHMITOMOB HMHTOKCHKAIIMH. ALMKIOBUD BBIBOJAUTCS U3 OpraHU3Ma
C TOMOIIBI0 TEMOJAWAIN3a, TOATOMY Te€MOJHAIN3 MOXET OBITh HCIIOJNIB30BaH [UIS JICUCHUS

Nepe03UPOBKH.
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5. ®APMAKOJIOTMYECKHUE CBOMCTBA [MOCIEOCEATENEHOCTE 0003)

5.1. ®apmakoamHamMHYecKHe CBOCTBA

dapMakoTepaneBTUYECKass TPYIa: TMPOTHBOBHPYCHBIE CPEJICTBA CHCTEMHOTO JICHCTBUS;
POTUBOBUPYCHBIE CpEACTBA NPSIMOrO JEWUCTBUSA; HYKICO3UABl M HYKICOTHUIIBI, KpOMe
WHTUOMTOPOB 0OpPATHOM TPAHCKPUIITA3HI.

Kon ATX: JOSABO1

Mexanusm aeiictBus u hapMakoauHaMudeckue 3 hEKTEI

ALIMKJIOBUP — O9TO CHUHTETHYECKHUU aHAJOT ITypHHOBOTO HYKJICO3UIa, KOTOpBIM oOjagaeT
CITOCOOHOCTBIO MHTHOUPOBATH in Vitro W in vivo BUPYCHI Teplieca YelloBeKa, BKIIOYas BUPYC
npoctoro reprneca (BIII') 1-ro u 2-ro Tunos, BUpyC BETPSIHON OCIBI U ONOSICHIBAIOLIETO repreca
(Bapunienna-3ocrep BUpYC, Varicella zoster virus (B3B)), Bupyc OmmreitHa-bapp (ObB)
u ruromeranoBupyc (LIMB). B kynbType Ki1eTok anmukiaoBup o0anaeT Hanboiee BEIPAKCHHOU
MIPOTHUBOBUPYCHOM aKTHBHOCTHIO B oTHOIeHUU BIII-1, nanee B mopske yObIBaHHsI aKTUBHOCTH
cnenytot: BIII'-2, B3B, 9bB u [IMB.

Wurubupyromee neicTBue auukioBupa Ha Bupychl repmeca (BII-1, BII-2, B3B, ObB
u [IMB) umeeT BbICOKOM30MpATEIbHBIA XapakTep. AIMKIOBUP HE SBISIETCS CyOCTpaToM Jist
dbepMeHTa TUMHAWHKUHA3bl HEMH(QUIIUPOBAHHBIX KJIETOK, MO3TOMY allMKIOBUP MaOTOKCHYEH
JUTSE KJIETOK MJICKOTHMTAIOMUX. TUMUIMHKHHA3a KIETOK, WHpUIHpoBaHHBIX Bupycamu BIIL,
B3B, ObB wu IIMB, mnpeBpamaer amukiIoBUp B alMKIOBHPMOHOQoOChAT — aHaIor
HYKJICO3UJa, KOTOPBI 3aTeM TOCIeqoBaTeIbHO mpeBpamaercs B audocdhar u Tpudocdar
noJ JIeHCTBUEM KIIETOYHBIX (epmeHTOB. Biimtouenue anmknoBuptpudochara B LEMOUKY
BupycHoit JIHK wu mnocnemyrommii oOpbIB Lemd OJIOKUPYIOT JadbHEHIIYI0 pEIUIMKALIUIO
BupycHoii /ITHK.

VY mnanumeHToB C BBIPAKEHHBIM HMMYHOAC(PUIUTOM JUIUTENbHBIE WM IOBTOPHBIE KYPCHI
Tepanuy aluWKIOBHUPOM MOTYT NPHUBOJIWUTH K MOSBICHUIO PE3UCTEHTHBIX IITAMMOB, I1O3TOMY
JanpHelIee JIeYeHWE alUKIOBUPOM MOXET ObITh Hed()(eKTUBHBIM. VY  OOJIBIIMHCTBA
BBIIEJICHHBIX IITAMMOB CO CHUXXCHHOW YYBCTBUTEIBHOCTBIO K AaIMKIOBHPY OTMEUANOCh
OTHOCHUTEIIBHO HU3KOE coJiepKaHue BUPYCHOM THMHIMHKUHA3BI, HapyllIeHHE
CTPYKTYphl BUpYycHOW TuMmuauHkuHa3bl win JIHK-nmonmmmepassl. BoszaelicTBue amukioBupa
Ha mramMmMel BIID in vitro Takxke MoXXeT NMPUBOAUTH K 00pa30BaHUIO MEHEE UYBCTBHTEIBHBIX K
HeMy IITaMMOB. He ycTraHoBIiIeHa KOppersiius MeXAy 4yBCTBUTEIBHOCTBIO wmTamMmoB BIIIN k

AIUKJIOBUPY in Vitro W KIMHUYECKOH 3(h(PEeKTUBHOCTHIO Mpenapara.
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5.2. ®dapmakoKkuHeTHYECKHE CBOMCTBA

AOGcopbuus

AIMKIIOBUD TOJBKO dYacTHUHO abcopbupyercst u3 kumeyHuka. Ilocine mpuema 200 wmr
aIMKJIOBHpa KaxJbple 4 yaca cpelHsis MakcMMalbHas paBHOBECHAs KOHIEHTpalUs B IJIa3Me
(Cssmax) coctaBmsuta 3,1 MM (0,7 MKr/mr), a cpemHssi paBHOBECHAas MHHUMAaJIbHas
KoHIeHTpalus B miazme (Csspip) Obia 1,8 MkM (0,4 mxr/mo). [Ipu npueme 400 mr u 800 mr
arukIoBupa Kaxaeie 4 gaca CsSpax coctaBmsuia 5,3 MkM (1,2 mxr/min) u 8 MkM (1,8 mkr/mi)
COOTBETCTBEHHO, a CSSpin — 2,7 MKM (0,6 Mxr/Mi) u 4 MkM (0,9 MKI/MII) COOTBETCTBEHHO.

Pacnopenenenue

KonnenTpanus anukioBupa B CIMHHOMO3TOBOM JKMJIKOCTH cocTaBisieT npudnusutenbHo 50 %
OT €TO KOHICHTPAIIUHN B IJIa3MC KPOBH.

C Oenkamu mia3Mbl KPOBH alMKIOBUD CBSI3bIBA€TCA B He3HauuTenbHOM creneHu (9-33 %),
MMO3TOMY JICKAPCTBCHHBLIC BBaHMOﬂeﬁCTBHH BCJICACTBHUC BLITCCHCHHA U3 YYACTKOB CBA3BIBAHUA
¢ OeskaMu TUIa3Mbl KPOBH MAJIOBEPOSITHBI.

BI/IOTDaHC(bODMaI_[I/IH " S3JIMMUHaANuA

VY B3pocCIBIX IOCIIE IpHeMa alMKIOBHpPAa BHYTPb NEPHOJ IMOJTYBBIBEACHHUS W3 IIa3Mbl KPOBH
COCTaBJISIET OKOJIO 3 4yacoB. bonblnas yacTe mpenapara BbIBOJUTCS MOYKAMH B HEM3MEHEHHOM
Bujie. [loueunsplil KIMpEHC alMKIOBUpa 3HAUYMTENILHO MPEBBIIAET KIUPEHC KPEaTUHHHA, YTO
CBUJCTENBLCTBYET O BBIBEJACHUM AalMKJIOBHpPA TOCPEACTBOM HE TOJBKO KIIyOOUKOBOM
bunbTpau, HO M KaHAJIBLIEBOM CEKpelHH. 9-KapOOKCUMETOKCHU-METWITYaHUH SIBIISIETCS
OCHOBHBIM METa0OJUTOM aIMKIOBUpAa W cocTaBisieT okojgo 10—15 % 103bl, BBIBOJUMOM
¢ Mouoil. [Tpu HazHaueHHH anMKIOBUpa depe3 1 yac mocne mpuema | r mpoOeHenuaa mepuos
nonyBbiBefeHuss amukioBupa u  AUC (mmomaas mox (HapMakOKWHETHYECKOH KpHUBOMH
«KOHILIEHTpalUs-BpeMs») yBenuuuBaiuch Ha 18 % u 40 % cOOTBETCTBEHHO.

q)aDMaKOKI/IHeTI/I‘IeCKaﬂ-d)aDMaKOHI/IHaMI/ILIeCKaH 3aBHUCUMOCTH

IToueunast He1OCTATOYHOCTD

Y nauMeHTOB € XPOHUYECKOW IMOYEYHOM HENOCTATOYHOCTBIO TMEPUOJ  IOIYBBIBEACHUS
aIMKJIOBHpA COCTaBIAN B cpenHeM 19,5 gacos. [Ipu npoBeneHn reMoananu3a CpeIHUN epuos
MIOJIYBBIBEJICHUS allUKJIOBHpa cocTaBisul 5,7 yaca. KoHIEHTpanys allMKiIOBHpa B IJIa3Me€ KPOBH
BO BpeMs JHalli3a CHUXKanach npuoau3uTenbHo Ha 60 %.

JInia mosKuJioro Bo3pacra

VY NOXWUIBIX IMallUEHTOB OGILIHﬁ KIIMPCHC AallMKIIOBHpPA C BO3PACTOM CHHKACTCA MapaJlICIILHO
CO CHMXXCHHUCM KIHPCHCAa KpCaTHMHHMHA, OJHAKO II€PHUOJ] IIOJYBBIBECACHHA aAllUKIIOBHPA

HU3MEHACTCA HC3HAUYUTCIIBHO.
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TTanuenTsl, HHOULIMPOBAHHBIE BUPYCOM UMMYHOIedunuTa uenoseka (BUY)

[Ipy OJHOBPEMEHHOM BBEICHHWU AalMKJIOBUpa U 3uaoByauHa BUY-uHbuUmMpoBaHHBIM
nanueHTaM  (apMaKOKMHETHYECKHE XapaKTepUCTUKH O0OUX TMpernaparoB  MPAaKTUYECKU
HE U3MEHSIHCD.

6. ®APMAIEBTHYECKHE CBOWCTBA

6.1. IlepeyeHb BcoMOraTeJbHbIX BelIECTB

— JIakTO3BI MOHOTHIPAT;

—  LEJUTI0JI03a MUKPOKPHUCTAIINYECKAs;

— HATpHs KPaxMaJITJIUKOJAT (HATpHs KapOOKCUMETHIIKpaxmall);

— mnoBugoH K 30;

— Marsus creapar.

6.2. HecoBMecTuMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHs)

4 rona.

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH NPU XPAHEHUH

Xpanutsb npu remneparype Huxe 30 °C.

XpaHUTh B IJIOTHO 3aKpbITON OaHke mpu Temreparype Huxe 30°C.

6.5. Xapakrep u coaep:kaHue NEPBUYHON YIIAKOBKHU

Anuriiosup Pereair, 200 mr, TabaeTKn

ITo 5, 10, 15 TabneTox B KOHTYPHYIO SIUEHKOBYIO YMAaKOBKY M3 IUICHKH IOJIMBUHUIIXJIOPUIHOM
U (OJIbIU AIFOMUHHUEBOM TIEYaTHOM JakupoBaHHOW wiH 1o 50 TabneTok B OaHKY MOJUMEPHYIO
U3 TOJMATUIICHA HU3KOTO JIaBJIEHUS B KOMIUJIEKTE C KPBILIIKON MOJUMEPHON U3 MOJIMATHIICHA
HU3KOTO JTaBJICHHUS.

Ha OanKy HakJIeMBalOT AITUKETKY CAMOKJIESAILTYIOCS.

baHky 3aT4ruBaroT B IJIEHKY TEPMOYCAJOUHYIO.

2, 3 KOHTYpHBIE sTYCHKOBBIC YMakoBKH MO 10 TaGneTok MM 5 KOHTYPHBIX SYEHKOBBIX YHaKOBOK
mo 5 TaOJeTOK, WM 2 KOHTYpPHBIE SYCUKOBBIC YMAKOBKH 1Mo 15 TabneTok, wiu OaHKY,
YKYTIOPEHHYIO KPBIIIKOM, ¢ HHCTPYKIMEH M0 MEAUIIMHCKOMY MPUMEHEHHUIO MOMENIAIOT B MaUKy
U3 KapTOHA ISl HOTPEOUTENbCKON Taphl.

Anuxsiosup Peresan 400 mr, Tabnerku

ITo 10, 15 TabGneTOK B KOHTYPHYIO SYEHKOBYIO YIMAKOBKY M3 TUICHKH TOJWBHHHIIXJIOPUIHON

1 (HOIBIM ATFOMUHUEBOM TEeYaTHOW JIakupoBaHHOUW win 1o 30 TabneTok B OaHKY MOJUMEPHYIO

12
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U3 TOJMATUIICHA HU3KOTO JIaBJICHUS B KOMIUIGKTE C ﬁﬂlﬁh%&%%m%m&%%ﬁ* b4 hertistrhena

HU3KOTO JJaBJICHMUSL.
Ha OanKy HakJIeMBalOT AITUKETKY CAMOKJIESALTYIOCS.

baHKy 3aTArMBaIOT B IUIEHKY TEPMOYCaJOUHYIO.

2, 3 KOHTYpHBIC STYCHKOBBIE YIaKoBKU MO 10 TabieTOK MK 2 KOHTYPHBIC STUYCHKOBBIE YIAaKOBKH
no 15 Tabnerok, mau OaHKy, YKYIMOPEHHYIO KPBIIIKOW, C MHCTPYKIHEH MO MEIUIIMHCKOMY
IPUMEHEHHIO TOMEIIAIOT B TAYKy U3 KapTOHA JUIs TOTPEOUTENBLCKOM Taphbl.

6.6. OcoOble Mepbl TNPEAOCTOPOKHOCTH TNPHM  YHUUYTOKEHHWHM  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, TMOJYYEHHbIX TOcjde NpPHMEHEHUs:
JIEKApPCTBEHHOI'0 Npenapara, ¥ Apyrue MaHuIyJ/JsINUH C penapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JAEPXKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUS

Poccuiickas @enepanus

Axuunonepnoe o6mectBo «IIponsBoacTBeHHas papmareBTHueckas komrnanuss OOHOBICHHE»
Opumnuecknii  agpec: 633621, HoBocubOupckass o6n., Cy3yHckuii paiion, pr. Cy3yH,
yi. Komuccapa 3stpkoBa, 1. 18.

Ten./akc: 8 (800) 200-09-95.

7.1. IlpeacraBuTeJib AepKaTesisi pETHCTPAIMOHHOIO YA0CTOBEPEeHHUs!

IIperen3uun norpeduTeiell HANPABIATS 10 AJIPECY:

Poccuiickas @enepanus

AxnnonepHoe o6mectBo «IIpon3BoacTBeHHas hapmareBTHIecKas komranuss OOHOBICHHE)»
630096, r. HoBocubupck, yiu. Cranimonnas, 1. 80.

Temn./akc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

8. HOMEP PETUCTPAIIUOHHOI'O YAOCTOBEPEHUS
JII-Ne(001977)-(PT-RU)

9. JIATA NEPBUYHOM PETUCTPALIUU (IIOJATBEPXKJIEHUS PETUCTPAILINN,
INEPEPETUCTPALIUN)

Jara nepBuuHoi peructpanuu:16.03.2023

10. JATA IIEPECMOTPA TEKCTA

OOmast xapakTepuCTHKa JICKapCTBEHHOTO mpemnapata AnukinoBup PeneBanm poctymHa
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