COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 20.12.2024 N= 28318

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFOTIPERAPATA 1702

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
AIIMKJIOBHP, 200 mr, TabmeTkwu.
AIIMKJIOBHP, 400 mr, TabmeTKy.

2. KAUECTBEHHBIN U KOJTUMYECTBEHHBIN COCTAB
JlelicTBytollIee BEIIECTBO: allUKJIOBUP

AIIMKJIOBHUP, 200 mr, TaOJIETKH.

Kaxnas Tabnerka cogepxut 200 Mr anukioBupa.
BcrnomorarenbHbie BElIecTBa, HATMYKME KOTOPHIX HAZ0 YUYUTHIBATH B COCTABE JIEKAPCTBEHHOIO
npenapara: Jlaktosa (cM. pasuensi 4.3, 4.4).

AILIMKJIOBHUP, 400 mr, TabJIETKH.

Kaxnas Tabnerka cogepxut 400 Mr ankioBupa.
BcenomorarenbHble BelllecTBa, HAMYME KOTOPBIX HAJI0 YYUTHIBATh B COCTAaBE JIEKAPCTBEHHOI'O
npenapara: jjakrosa (cM. pasaensi 4.3, 4.4).

ITomubrit MEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
Ta0OmeTku.

AIIMKJIOBHUP, 200 mr, TabJIETKH.

Kpyrnbeie mmockomunuHapuyeckue TabJIeTKH, Oenoro wiM modtu Oenoro 1sera, ¢ (acko u
PHCKOM.

AIIMKJIOBHUP, 400 mr, TabJIETKH.

JIBOSIKOBBINYKJIbIE OBAIbHOM (hOpMBI TabJIETKH, OET0T0 MIIM OYTH O€JI0T0 1BeTa, C PUCKOH.

4. KIMHUYECKUE JAHHBIE

4.1. IToxka3aHusi K NPUMEHEHUIO

[Tpenapat ALIUKJIOBUP noka3an kK IpUMEHEHHUIO y B3pOCIbIX U AeTel OT 3 JeT.

— Jleuenne MHQEKIUI KOXH M CIU3UCTHIX O00OJIOYEK, BBI3BAHHBIX BHPYCOM IPOCTOIO
repreca, BKJI0Yasi IEPBUYHBIN U pELUIMBUPYIOIIUN T€HUTAIBHBIN TepIiec;

— npoduIakTUKa pPEUUJINBOB HH(MEKLUH, BBI3BAaHHBIX BUPYCOM IPOCTOrO repreca, y
MAlMEHTOB ¢ HOPMAJIbHBIM UMMYHHBIM CTaTyCOM;

— npodunakTuka MHQEKIUH, BBI3BAHHBIX BHPYCOM IPOCTOrO TIepreca, y MalHeHTOB C

UMMYHOIE(PHUITUTOM;
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— JIeYCHUE BETPSHOW OCITBI U OTIOSCHIBAIONIETO rep'iﬂe'c;'ai:(agﬂfggﬁgﬂﬁé{&{o;&i%;n fihiero

reprieca anUKIOBHPOM OKa3bIBACT aHAIBIe3UpYIOMUid A((EKT W MOXKET CHH3UTh YacTOTY
BO3HUKHOBCHUSA HOCTFCpHCTH‘ICCKOﬁ HeBpaJIFI/II/I).
4.2. Pe:kuM 103UPOBAHUS M CITOCO0 NMPUMEHEHUs

PexxuM o3upoBaHus

Bspocnvie

Jleuenue MHd)EKT/H/H:Z KOo#CU U Cau3ucnivlx 060]10’!67(', BbI36AHHbIX 6UPYCOM NPOCmMO20 zcepnecd,

BKAI0YAS NePBUYHDBLI U peuudueupwowuﬁ 2eHUMANIbHBLU 2epnec

Jis nedeHuss uHQeKUuMi, BBI3BAaHHBIX BHPYCOM IIPOCTOTO TIepreca, peKOMeHAyemas 1032
anukioBupa coctasisieT 200 Mr BHYTpb S5 pa3 B CyTKH (Kaxable 4 yaca, 3a HCKJIFOUEHUEM I1EpHOJa
HOYHOTO cHa). Kypc neueHust coctaBiseT 5 OHEW, HO MOXXET OBITh MPOJUICH IMPH TSHKEIBIX
HNEPBUYHBIX UHPEKIHSIX.

B cnyuae BblpaxkeHHOr0 UMMYHOZepULINUTA (HApUMep, Ocie TPAHCIIAaHTAMU KOCTHOT'O MO3I'a)
WIN TIPH HApYIICHUWW BCACHIBAHMS M3 KUIICYHHKA /1032 Mperapara MOXeT ObITh yBelW4eHa J0
400 mr. B KadecTBe ambTEpHATHBBI MOXKET OBITH PACCMOTPEHA BO3MOXKHOCTH IPUMEHEHUS
alMKJIOBUPA B JIEKAPCTBEHHOU (popMe TMOoPUIN3AT 17l IPUTOTOBJIEHUS pacTBOpa AJs MHQY3HUil.
Jleuenne HEOOXOAMMO HAUYMHATh KaK MOXHO paHbIE IOCIE€ BO3HUKHOBEHUS MH(EKIMU; MpU
peuuaMBax Ipernapar peKOMEHJAYeTCs Ha3HauaThb Y€ B IPOAPOMAIbHOM IE€pUOJIE WIH IPU
MOSIBJICHUU NIEPBBIX 3JIEMEHTOB CHIIH.

HDOd)MJZCleuKCl peuudueoe MH(beleﬂtlZ, 6bI36AHHbLIX BUPYCOM NpPOCmMoOoco cepneca, y ndyuenmaos ¢

HOPMAJTbHbIM UMMYHHbBIM CImamycom

Jnsg npodunakTUKU peuuauBOB HH(MEKIMH, BBI3BAaHHBIX BHPYCOM IPOCTOrO repreca, y
NAlMEHTOB C HOPMAJIbHBIM MMMYHHBIM CTaTyCOM PEKOMEH]lyeMasl J103a Ipernapara COCTaBIIsET
200 Mr BHYTpB 4 pa3a B CyTKH (Kaxable 6 4acoB).

MHorumM nanmeHTam noaxoiut 6osee ynoOHas cxema tepanuu 400 Mr BHyTpb 2 pa3a B CYTKH
(xaxnpie 12 yacos).

B psage cnyuyaeB oka3piBatoTcsl 3pPeKTUBHBIMU OoJjiee HU3KME 103bl Ipenapara: 200 Mr BHYTpb
3 pa3a B cyTkH (KaxJble 8 yacoB) mwin 200 Mr BHYTpb 2 pa3a B CyTKHU (Kaxkble 12 gacoB).

Y HEKOTOPBHIX MALMEHTOB MOKET MPOU30UTH 000CTpeHHe MH(MEKLIUHU MpU MpUeMe CyMMapHOU
CcyTO4HOM 10361 800 MT.

Jleyenne mnpemnapaToM clenyeT MOpepbiBaTh 4epe3 Kaxable 6—12 MecsueB Uil BBISIBICHUS
BO3MOYKHBIX U3MEHEHHI B TEUCHUU 3a00JIeBaHUS.

Hpod)uﬂakmuka qu)eKuuzZ, BbI36AHHbLIX 6UPYCOM NPOCmMO20 cepneca, Yy nauueHmoe ¢

UMMYHOOeuyumom

Jns npodpunakTukd MHGEKUWH, BBI3BAHHBIX BHUPYCOM MIPOCTOrO repreca, y MalUeHTOB C
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(kaxkzipIe 6 9acoB).

B cityuae BbIpakeHHOT0 UMMYHOAehHUIMTA (HAIIPUMEp, ITOCIE TPAHCIUIAHTAIMN KOCTHOT'O MO3Ta)
WIN TIpY HApYIICHUH BCAChIBAHUS M3 KHUIIEYHHUKA J103a MperapaTa MOKET OBITh yBelIWYeHa JI0
400 mr BHYTpb. B KauecTBe aabpTepHATHBEI MOXKET OBITH PACCMOTPEHA BO3MOXKHOCTh TPUMEHEHHS
AIMKJIOBUPA B JIEKAPCTBEHHOU (popMe THOPUIN3AT ISl IPUTOTOBJICHUS pacTBOpa st HHQY3Uid.
[TpomoKUTETLHOCTh MPOPMIAKTUYECKOTO Kypca Tepamuu OIpeNessaeTcsl UIMTEIbHOCTHIO
Hepro/a, B TEUCHHE KOTOPOTO CYIIECTBYET PUCK MHPUIIMPOBAHUSL.

Jleuenue sempAnHOU 0CHbl U ONOACHIBAIOULE20 2epneca

Jns nedeHus BETPSHOM OCIbI M OINOSICBHIBAIOIIETO TEpHEca PEKOMEHAyemas 103a Ipernapara
coctasisier 800 Mr BHYTpb 5 pa3 B CyTKH (Kaxjable 4 yaca, 3a UCKIIOYEHUEM NEPHOJia HOUHOTO
cHa). Kypc nedenus cocrapnsier 7 AHEH.

JledeHue omosICHIBAIOIIETO reprieca caeayeT HAUYMHATh KaK MOYKHO PaHbIIE OT MOMEHTA MEPBBIX
IpOosIBICHUH 3200JIeBaHMS, TAK KaK B 3TOM CiIydae JiedueHue Oynet 6omnee 3(h(heKTHBHBIM.
JledeHnue BETPSHOM OCHBI Y MAIIMEHTOB C HOPMAaJIbHBIM UMMYHHBIM CTaTyCOM CJICIYyEeT Ha4yaTh B
TeyeHue 24 4acoB C MOMEHTA MOSBIICHUS BbICHITIAHHI.

VY manueHTOB C TSHKEIbIM MUMMYHOASHUIUTOM (HAmpHUMep, IOce TPaHCIUIAHTAUU KOCTHOTO
MO3Tra) WU IIPH HAPYIICHUHU BCACBIBAHMSI U3 KMIIICIHIKA HEOOXO0IMMO paCCMOTPETh BOZMOKHOCTh
HA3HAYCHUS AI[UKJIOBHPA B JICKAPCTBEHHOW (hopMe THO(IIN3AT JJIsi MPUTOTOBIICHUSI pacTBOpa
JUtst UHy3Ui.

Oco0bIe I'pynnbl DaMCHTOB

Ilayuenmui nodxcunozo 6o3pacma

Heo0xoauMo yduTBHIBaTH BEPOATHOCTH HAJNMYWS TOYEYHOH HEJOCTATOYHOCTH Yy TAlMEHTOB
HOXKWJIOTO BO3pacTa, J103bl JOJDKHBI ObITh CKOPPEKTHPOBAHBI B COOTBETCTBUU CO CTENEHBIO
MOYEYHOW HEI0CTaTOYHOCTH (cM. moapazjien «[lanneHTs! ¢ HapyleHHeM (QyHKIUN TOYeK»).
Heob6xoaumo obecrieunTs noaepkaHue aJeKBaTHOTO BOJHOTO OajlaHca.

Ilayuenmvi ¢ napyuwenuem GynKyuu novex

Heo6xonnumo co0:1r01aTh OCTOPOKHOCTD ITPU HA3HAUEHHHM ITperapara nalueHTaM ¢ HapyleHHeM
(GYHKLNYU TOYEK.

Heobxoanmo obecriednTs MoiepKaHue aaeKBaTHOTO BOJHOTO OaaHca.

VY ManueHToB ¢ MOYEYHOH HEAOCTATOYHOCTHIO TMPUEM AIMKIOBHpPA BHYTPh B PEKOMEHIYEMBIX
J103aX C LEJbIO JISYSHUS U TPOPUIAKTUKN HHEKIIHHA, BBI3BAHHBIX BUPYCOM IIPOCTOr0 repreca, He
OPUBOAUT K KyMYJSLMU IIpernapara 10 KOHLEHTpAIMid, NPEeBBIIIAIONINX YCTaHOBICHHbIE
Oe3omacHple ypoBHU. O/IHAKO y MAlMEHTOB C KIUPEHCOM KpeaTwmHWHa MeHee 10 Mi/MHH 103y

aIMKJIOBUPA PEKOMEHyeTCs CHIDKATh 10 200 Mr BHYTph 2 pa3a B CyTKHU (Kaxbie 12 gacoB).
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COCTaBJISIIOT:

- mpu kimpeHce kpearnHnHa menee 10 mu/mua — 800 Mr BHYTphH 2 pa3a B CyTKH (Kaxabie

12 gacoB);

- ipu KimMpeHce kpeatuauHa 10-25 mu/mMun — 800 Mr BHYTpH 3 pasza B CYTKH (KaXIble 8 4acoB).
eTH

Lemu 6 6ospacme om 3 nem u cmapuie

Jleyenue qu)eKuuﬁ, 6bI36AHHbLIX BUPYCOM nNpocmoco zcepneca, npod)uﬂakmuka qu)eKuuﬁ,

Bbl36AHHbBIX BUPYCOM NPOCMO20 cepneca, Yy nauuernos ¢ uMMVHOd@@uUZ/IWZOM

B Bo3pacte oT 3 51eT u crapiie — Takue xe J03bl, KaK JUIs B3POCIBIX.

Jleyenue 6€mD}ZHOL2 ocCnbl

B Bo3pacre ot 6 net u crapue — 800 Mr BHYTpb 4 pa3a B CyTKHU.

B Bo3pacre ot 3 10 6 ner — 400 mr BHYTph 4 pasza B CyTKH.

Bonee TouHO 103y MOXKHO ompenenuTh u3 pacuera 20 Mr/kr macchl Tena (Ho He 6onee 800 mr)
BHYTpb 4 pa3a B cyTku. Kypc neuenus cocrapuser 5 gHei.

HDOd)MJZCleuKCl peuudueoe MH(beleﬂtlZ, 6bI36AHHbLIX BUPYCOM NpPOCmMoOco cepneca, y ndyuenmaos ¢

HOPMAJTbHBIM UMMYHHBIM CIMAmyCom, J1e4YeHUue onoAcuvledroueco cepneca

JlaHHbIE O peXHME 103UPOBAHUS OTCYTCTBYIOT.

Cnoco0 nnpuMeHeHus

Bnytps.

ITpenmapar ALIUKJIOBUP MoxkHO npuHUMaTh BO BpeEMsl €1bl, IOCKOJIbKY IPHUEM IHIIU HE
HapylaeT B 3HAUUTENBHON cTemeHu ero abcopOumro. TabnmeTku ciemayeT 3amuBaTh IMOJHBIM
CTaKaHOM BOJIbI.

4.3. IlpoTuBONOKAa3aHUS

— I'nepuyBCTBUTENBHOCTh K AIMKIOBUPY WM BaJallUKIOBHPY, WIM K JHOOOMY U3
BCIIOMOTaTeJbHBIX BEIIECTB, IEPEUUCIICHHBIX B pa3zene 6.1;

- HETIePEHOCUMOCTH JIAKTO3bI, TE(UIIUT JTAKTa3bl, TTFOKO30-TAIAKTO3HAs MaTbaOCopOIus;

— JETCKUI BO3pacT 10 3 JeT.

4.4. Ocobble yka3aHus U Mepbl MPeI0CTOPOKHOCTH NMPHU NPUMEHEeHHUH

C 0CTOPOKHOCTBIO

bepeMeHHOCTh, TepHOA  TPYIHOIO  BCKAPMIIMBAHMS, TOXKWJIOM  BO3pacT, IOYEYHAas
HE/I0CTaTOYHOCTb, ACTHIPATAIs, OJHOBPEMEHHOE MIPUMEHEHHUE C IPYTUMHU HE(PPOTOKCHUHBIMU
IperapaTamu.

Oco0ble yka3auus

HOCTYHHI)IX JAaHHBIX, MOJYYCHHBIX B PE3YJIbTATC MPOBCACHHBIX KIMHUYCCKUX HCCH@HOB&HHﬁ,
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3a00JIeBaHNS BETPSHOM OCIIOH y MAIMEHTOB C HOPMAJIbHBIM UMMYHHBIM CTaTyCOM.

Puck pa3BUTHS MOYEUHON HEOCTATOYHOCTH YBEIMUYMBACTCA MPU OJHOBPEMEHHOM MPUMEHEHHU
C IpyrUMH HE(PPOTOKCHUECKUMH perapaTaMH.

Cocmosinue cudopamayuu

[TanenThl, NPUHUMAIOIIME BBICOKHE JI03bI AIMKIIOBUPA BHYTPb, JOJDKHBI MOIY4aTh IOCTATOYHOE
KOJINYECTBO KUIKOCTH.

Tayuenmoul nodcunoeo 603pacma u NAYUeHmMsl ¢ HapyuleHuem QYHKYuU noyex

[TocKONBbKY anMKIOBUDP BBIBOJUTCS TOYKAMH, J03BI JOJDKHBI OBITH YMEHBIIEHBI MAI[HEHTaM C
II0YEYHOH HEIOCTaTOYHOCTBIO (CM. pasznen 4.2). Y ManueHTOB MOXKUIIOTO BO3pacTa BO3MOXKHO
CHIDKEHHE (YHKIMU TIOYEK, CIIEJAO0BATEIBHO, ISl JAHHOH TPYIIBl MAIMEHTOB TAKXE MOXKET
NOTpeOOBaThCsl CHWKEHHE 03bl. Kak MoKuible MalMeHThl, TaK M MAIMEHTHl C HapyIICHHEM
(GYHKIMM TTOYEK HAXOAATCS B IPYIIE MOBBIIICHHOTO PUCKA PAa3BUTHS HEXKENATEIbHBIX PEaKLUit
CO CTOPOHBI HEPBHOM CUCTEMBI (0OBIYHO TaKME PEaKIUK 0OPaTHMBI B OTBET HA OTMEHY Ipernapara)
U, COOTBETCTBEHHO, JIOJDKHBI HAXOJUTHCS TIOJ] IPUCTAIBHBIM MEIUIUHCKUM HAOIIOICHUEM.
Tlayuenmol ¢ 6bipadceHHbIM UMMYHOOeDUYUIMOM

JlnuTenbHbIe WM TOBTOPHBIE KYPCHI JICYCHUS AlMKIOBUPOM Yy MAIMEHTOB C BBIPAKEHHBIM
UMMYHOJIE(PHUIIUTOM MOTYT TIPUBECTH K TOSBICHHIO INTAMMOB BHpyCa C TOHM)KEHHOU
YYBCTBUTEIBHOCTBIO K AalUKIOBHPY, KOTOpPBIE HE OTBETAT HA NPOJOJDKCHHE TEparuu
AIMKIJIOBUPOM.

Ilepeoaua ungexyuu

Bcem mammenTam, 0cOOEHHO TpH HAIMYMK KIMHUYECKHX TIPOSIBICHHH, CIIEAYyeT COOII0IaTh
OCTOpPOXKHOCTh BO HW30€KaHWE NOTEHIMAIHHONH BO3MOXHOCTH TIepeladdl BUpyca, a TaKKke
NalMEeHTOB HE00X0ANMO HH(POPMHUPOBATH O CIIydasix O€CCUMITOMHOTO BUPYCOHOCUTENILCTBA.

BcnoMorarenbHEIE BEIIeCTBA

[Mpenapar ALUKIIOBUP coxepxut nakro3y. I[lanmeHtam ¢ peako BcTpedaromieics
HACJIEICTBEHHOW HEMEPEHOCUMOCTBIO TalaKTO3bl, A€(PUIINTOM JIaKTa3bl JOMApeN MU TII0KO030-
rajJjakTo3HOM ManbaOcopOLueil He ciieayeT MpUHUMATh STOT Ipenapart.

4.5. B3auMmopeiicTBHe ¢ APYrMMH JIeKAPCTBEHHBIMH MpenapaTamMM W Jpyrue BHABI
B3aHMO/1eiCTBUA

Hukakux KIMHUYECKH 3HAYMMBIX B3aMMOEHCTBUI MTPH MPUMEHEHHUH MIpernapaTa He 0TMEUanoch.
ALMKIIOBUD BBIBOJUTCSI B HEM3MEHEHHOM BUJIE C MOUYOM IIyTEM aKTUBHOM KaHAJIBLIEBOI CEKpELUH.
Bce mnpemaparsl C aHaJOrMYHBIM IIYTEM BBIBEJCHHMS MOTYT IIOBBIIIATh IUIA3MEHHYIO
KOHIICHTpaluio anukioBupa. AnukinoBup mnobimaer AUC TeodmmmHa TpuOIU3UTENHFHO Ha

50% nmpu OXHOBPEMEHHOM TIpHEME, IIO3TOMY PEKOMEHIYeTCS H3MepsATh IUIa3MEHHbIE
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MUMETHINH yBenuduBaroT nokazatesnb AUC (roiomanb moja KpUBOH «KOHIICHTPAIUS — BPEMS»)
AIUKIIOBHPA M CHIXKAIOT €ro MoveuHbl kiupenc. OtMmevanock yBenudeHnue mokaszarens AUC B
mja3Me KpOBH JUJIs aIMKJIOBHUPA W HEAKTUBHOTO MeTabonuTa MHKOQeHoiaTa ModeTuia,
HMMYHOJICTIDECCAHTa, NPHUMEHSIOMIET0Cs] B TPAHCIUIAHTOJOTHU, TIPH  OJHOBPEMEHHOM
npuMeHeHnr 000ux mpemnapaToB. OHAKO KOPPEKINH 103kl HE TPeOyeTCsl BCIEACTBHE ITUPOKOTO
TepaneBTUYECKOr0 UHJIEKCa alluKIOBUpA.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

B nmoctpeructpaiiioHHOM peecTpe O0epeMEHHOCTEH MPH JICYSHNUH aIllMKJIOBUPOM COOPAHBI TaHHBIC
00 ucxomax OEpEeMEHHOCTH y KEHIIWH, TPUHUMABIINX AIUKIOBHDP B Pa3HBIX JIEKAPCTBEHHBIX
dopmax. Ilpum ananmusze JaHHBIX peecTpa HE OBUIO OTMEYEHO YBEJIMYEHUS KOJIMYECTBa
BPOXKACHHBIX AE(PEKTOB y HOBOPOXKACHHBIX, MATEPH KOTOPBIX MPUHUMAIU allUKIOBUDP BO BpeMs
OepeMEHHOCTH, TI0O CPAaBHEHUIO ¢ 00IIeH momyssainueii. BeIsIBICHHBIE BPOXKICHHBIC Ne(hEeKTh He
OTJINYATIUCH €AMHOOOpa3UEM WIIM 3aKOHOMEPHOCTBHIO, MO3BOJIAIOIIMMH MPEINOIOKUTE OOIIYIO
MPUYMHY UX BO3HUKHOBEHHUSI.

Opnako cnemyeT coOJII0IaTh OCTOPOKHOCTH MPH HAa3HAUEHUH Mperapara KEHIIMHAM B MEePHOT
OCpEeMEHHOCTH M OIEHWBAThH IPEAINOIAracMyI0 TIOJB3Y JII MAaTepyd W BO3MOXHBIA PHUCK IS
IIOJIA.

JlakTauus

[Tocne mpuema anukioBupa BHYTph B J03e¢ 200 Mr 5 pa3 B CYyTKH allMKIOBUP OIMpPEAETSICS B
TPYIHOM MOJIOKE B KOHIICHTpAIHMH, cocTaBisitorei oT 60 10 410 % nima3MeHHON KOHIICHTPAIIUH.
[Tpu TakWX KOHIICHTPAIUSAX B TPYAHOM MOJIOKE JCTH, HAXOISAIIUECS HA TPYAHOM BCKapMITUBAHUH,
MOTYT TOJIy4aTh AUKIOBHpP B Ao03e 10 0,3 MI/Kr/cyT. YuuThiBas 9TO, CIeAyeT COONIOAaTh
OCTOPOXKHOCTh IIPU HA3HAYCHHH TIpernapaTa KOPMAIIUM KESHITUHAM.

DdepTUabHOCTD

Her naHHBIX 0 BIMSHUU allUKIOBHUpA HA KEHCKYIO (EPTUIBHOCTb.

B uccnenoBanuu ¢ yudactuem 20 NanuMeHTOB MYKCKOI'O II0JIa C HOPMAJIbHBIM KOJUYECTBOM
CIepMaTO30HI0B OBLIO YCTaHOBIIEHO, YTO MPUMEHEHHE allMKJIOBHPA BHYTPh B 103€ 110 1 I' B CyTKH
B TeUeHHe 6 MecsleB He UMENO KIIMHUYECKH 3HaYMMOI0 BIUSHUS Ha KOJIHYECTBO, MOABMKHOCTh
WA MOP(OJIOTHIO CIEPMATO30U/10B.

4.7. BausiHue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpPeACTBAMU U padoTaThb C
MeXaHU3MaMH

HccnenoBanuili BIMSHMS alMKJIOBHpPa Ha CIHOCOOHOCTh K YHPABIEHUIO TPAHCIOPTHBIMU

cp€acTBaMu HJIIM MEXaHU3MaMU HE MPOBOJAUIIOCH. CHpOFHOSHpOBaTI) HEraTuBHOC BOSHeﬁCTBHe
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JICMCTBYIOILIETO BEIIECTBA HE MPEICTABIAETCS BOZMOXKHBIM, HO HEOOXOIUMO YUUTHIBATH MPO(UIH
HCXKCJIATCIIbHBIX peaKuHﬁ aLII/IKJIOBI/Ipa
4.8. HexxesaTesibHbIE peaKIIUU

Pe3ioMe HexxenaTeabHbIX PEAKIINN

[TpuBeeHHBIC HUXKE KAaTETOPUHU YaCTOTHI HEXKENATESIbHBIX PEAKIUN SBISIOTCS OIEHOYHBIMHA. J[J1s1
OOJBIIMHCTBA HEXKENATENBHBIX pPEaKIUid HEOOXOAWMEBIC IaHHBIC ISl OMPEICIICHUS YaCTOTHI
BCTPEYaEMOCTH OTCYTCTBYIOT. Kpome TOro, 4actora BCTPEUAEMOCTH HEKENIATEIbHBIX PEaKIMi
MOJKET BapbHPOBATh B 3aBUCHMOCTH OT TIOKA3aHUSI.

HexenarenpHple peakuy MPEICTABICHBI B COOTBETCTBUU C MOPAXKECHHUEM OPraHOB M CHCTEM
OpraHOB B TIOCJIEIOBAaTEIBHOCTH MEIUIIMHCKOTO CJIOBaps Ui HOPMATHBHO-IIPABOBOM
nesrenpbHocTH (MedDRA). UYacrora BO3HUKHOBEHHs OINpEACIsUIaCh B COOTBETCTBUU  CO
CIIEIYIOIIUMHU KaTeropusMu: o4eHb yacto (>1/10), vacto (=1/100, o <1/10), meuacto (>1/1000,
HO <1/100), peaxo (>1/10000, Ho <1/1000), ouens penko (<1/10000), gacrora HensBecTHa (Ha
OCHOBaHUHW UMEIOIINXCS JJAHHBIX OIICHUTH HEBO3MOXKHO).

Hapywenus co cmoponuvl Kposu u tum@amuyeckou cucmemnl

OueHb peaKo: aHEeMHS, JICHKOTICHHU S, TPOMOOIIUTOICHHS.

Hapywenus co cmopoHbl UMMYHHOU CUCmeMbl

Penko: anadpummakcus.

Hapywenus co cmoporvl Hep6HOUL cucmembvl U NCUXULECKUE HAPYUEHUsL

Yacro: ronoBHasi 60116, TOJIOBOKPYKEHHUE.

OdeHb peako: BO3OYXKIEHHE, CIYTaHHOCTh CO3HAHHS, TPEMOp, AaTaKCHs, TU3apPTPUs,
TLTIOUHAIINH, ICHXOTHYECKUE CUMITTOMBI, CyJJOPOTH, COHJIMBOCTD, dHIIe(aomaTus, Koma.
OOBIYHO OTH HEXKeNaTeNbHbIE pEakIMu HaOMIOJATUCh Yy TMAlMEeHTOB C  MOYEYHOH
HEJOCTATOYHOCTHIO WJIH MPU HATUMYUU JPYTUX TPOBOLUPYIOMIUX (PaKTOPOB U OBLITH, B OCHOBHOM,
oOpaTuMbIMU (cM. paszen 4.4).

Hapywenus co cmopoHbl 0bixamenbHOU CUCTeMbl, 0Peano8 pYOHOU KIeMmKU U CPeOOCHeHUs
Penxo: oxplika.

JKenyoouno-kuweynvle Hapyuierus

YacTo: TONIHOTA, PBOTA, AUAPEst, OOJIb B KHUBOTE.

Hapywenus co cmopoHbl neyenu u sHceniesbi8o0auux nymeti

Penko: oOpatuMoe MoBbINIEHUE KOHIIEHTPAIIMKA OUITUPYOHHA U TICUEHOYHBIX ()EPMEHTOB B KPOBHU.
OdeHb peIKo: TEMaTHT, )KEeNTyXa.

Hapywenus co cmopoHbl Kodicu u NOOKONMCHBIX MKAHel

Yacro: 3y11, Cblllb, B TOM YHCIIE POTOCEHCUOMITH3AIIMS.
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HeuacTo: kpanuBHUIA, ObIcTpoe AU(PY3HOE B nayenné Bojtod —LUEATENEHOCTE 0002)

[Tockonbky ObicTpoe ArQ G y3HOE BBIMACHUE BOJIOC HAOTIOAACTCS IPH PA3IUYHBIX 3a00JI€BaHUSIX
U TIPU Teparid MHOTUMHU JIEKAPCTBEHHBIMU CPEICTBAMH, CBSI3b €r0 C MPUEMOM aIUKIOBHpA HE
yCTaHOBJICHA.

Penko: aHrMOHEBPOTUYECKUI OTEK.

OdYeHb pEaKo: TOKCHYECKUH AMIHACPMAIIbHBIN HEKPOJU3, MYyJIbTH(QOpPMHAs DKCCyIaTUBHAsS
spuUTeMa.

Hapywenus co cmopoHbl nouex u Mouegbleo0sumyux nymetu

Penko: moBbIlIeHUE KOHIICHTPAIIUA MOYEBHHBI U KPEaTUHHHA B CHIBOPOTKE KPOBH.

OdeHb peIKo: OCTpasi MOYCYHASI HEJJOCTATOYHOCTh, ITOYEeYHAs KOJUKA.

[Toueunast KOJTMKA MOKET OBITh CBSI3aHA C TIOYCUYHON HEIOCTATOYHOCTHIO ¥ KPUCTAILTypHUEH.
Obwue Hapywenus u peaxyuu 6 Mmecme 66e0eHusl

YacTo: yroMIsieMOCTb, JTUXOPAJIKA.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarb 0 MOJ03PEBAEMBIX HEXKENATENbHBIX pEaKUUsAX II0CJIe PETUCTpaluu
JIEKapCTBEHHOTO Ipernapara ¢ eIbl0 00ecledeHns: HePepbIBHOIO MOHUTOPUHIA COOTHOILICHHS
«I10JIb3a — PHUCK» JIEKAPCTBEHHOI'O Ipenapara. MeIuIuMHCKUM pPabOTHUKAM PEKOMEH]yeTCs
coo0mare 0 JIOOBIX MOJ03PEBAEMBIX HEKEIATEIBHBIX PEaKIUIX JIEKAPCTBEHHOTO Iperapara
Yyepe3 HAMOHAJIbHBIE CHUCTEMBI COOOIIEHUI O HEXENaTeIbHBIX PEAKIHAX TOCYIapCTB — YICHOB
EBpazuiickoro 3KOHOMHYECKOro COr3a.

Poccuiickas @enepanus.

®denepanbHas cinyx0a 1Mo Haa30py B chepe 31paBOOXpaHEHUS.

Anpec: 109012, r. Mocksa, CriaBsiHCKas IUI0IIa b, 1. 4, cTp. 1.

Tenedon: +7 800 550 99 03

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAIIMOHHO-TEIEKOMMYHUKAITMOHHOMN ceTu «HTEpHETY!
https://roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CuMOTOMBI

AUMKIIOBUD JIUIIB YaCTHYHO adcopOupyeTcs B JKeIyJouHO-KUIIeyHOM TpakTe. Kak npaBuio, npu
CITy4alfHOM OJTHOKpPATHOM IpHeMe arukioBupa B 03¢ 10 20 T Tokcuueckue 3P hekTsl He ObuH
3aperucTpupoBanbl. [Ipy NOBTOPHBIX NpuEMax BHYTpPb B TEUEHUE HECKOJBKMX [JHEH 1103,
IIPEBBINIAIOIINX PEKOMEHJIOBAaHHBIE, OTMEUAINCh HApyIIEHUS CO CTOPOHBI JKEIYyJAOYHO-
KHILIEYHOTO TpakTa (TOIIHOTA, PBOTA) M HEPBHOW CUCTEMBbI (TojioBHasi OOJIb U CIIyTaHHOCTh

CO3HaHUS).


mailto:npr@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/
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KOMa.
Jleuenne

[TaniueHTBl HYXITAIOTCS B TINATEILHOM MEAMIIMHCKOM HAONIOACHUH C IIEJbI0 BBISIBICHUS
BO3MOJKHBIX CHMIITOMOB HHTOKCHKAIMHM. AIMKJIOBHDP BBIBOJMUTCS W3 OpPraHW3Ma C IOMOIIbIO

reMojuainia, Io3ToOMy reMoanains3 MOXKCT OBITh UCITOJIL30BaH IJIg JICUCHUA TICPCI03UPOBKU.

5. DPAPMAKOJIOTHMYECKUE CBOMCTBA

5.1. @apmakoauHaMHuYecKHe CBOiicTBA

dapMakoTeparneBTUYECKas TPYIa: TPOTHBOBHPYCHBIE CPEICTBA CHCTEMHOTO JICHCTBUS;
MPOTUBOBUPYCHBIC CPEACTBA MPSIMOTO JICHCTBUS;, HYKICO3UABl M HYKICOTHIBI, KpPOME
UHTUOMTOPOB OOPATHOM TPAHCKPHIITA3HI.

Kon ATX: JOSAB01

Mexanusm neiicteus, dapMakoauHaMmuyeckue 3hheKTol

AULUKIOBUP — 3TO CHHTETUYECKMH aHaJOr IIypUHOBOIO HYKJIEO3MJa, KOTOPBIA oOjanaer
CIIOCOOHOCTBIO MHTHOMPOBATh IN VItr0 u iN VIVO BUpYCHI repreca 4eioBeKa, BKIOYas BUPYC
npocroro repreca (BIII') 1-ro u 2-ro TUNOB, BUPYC BETPSHON OCIIBI M ONOSICHIBAIOILETO Tepreca
(Bapuueiuia-3octep Bupyc, Varicella zoster virus (B3B)), Bupyc Omiureitna-bapp (ObB) u
utomeraioBupyc (LIMB). B kynbType KIETOK amMKIOBHP oOnamaeT Hambolsiee BHIPAKCHHOU
IPOTUBOBUPYCHOH akTUBHOCTHIO B oTHoweHuu BIII'-1, nanee B nmopsake yObIBaHUS aKTUBHOCTH
cienyrot BIII'-2, B3B, 9bB u [IMB.

Wurubupyroliee neiicTBrE allMKiIoBUpa Ha BUupychl reprieca (BIII-1, BIIT'-2, B3B, 3bB u [IMB)
MMeEET BbICOKOM30MpaTeabHbI XapakTep. ALMKIOBUDP HE SBJISETCS cyOCTpaTtoMm A GepMeHTa
TUMHJIMHKMHA3bl HEMH(OUIIUPOBAHHBIX KJIETOK, OITOMY AllMKJIOBUP MaJOTOKCHYEH Ul KIETOK
miekonutaonmx. OgHako TUMHUIMHKHHA3a KJIETOK, MH(puIpoBaHHbIX BUpycamu BIIT', B3B,
OBbB u [IMB, npeBpaiiiaet aifukJI0BUp B alUKIOBUP MOHO(OCHAT — aHAJIOT HYKJIC03U/ 1a, KOTOPBIHA
3aTeM IOCIIeI0BAaTENbHO MpeBpaiaercs B audocdar u tpudocdar nox AecTBUEM KIETOUHBIX
depmenToB. Bkimodyenue anukinoBupa tTpudocdara B nenouky BupycHoit JIHK u nocnenyronmii
OOpBIB 11eTH OJIOKUPYIOT AajbHENIIYI0 perurkanuio BupycHoit JJHK.

VY nmanueHToB ¢ BBIPA)KEHHBIM UMMYHO1€(DUIIUTOM JJTUTENbHbBIE WM TOBTOPHBIE KYPChl TEpAIun
AIMKJIIOBUPOM MOTYT IIPUBOAUTH K MOSBJICHHUIO PE3UCTEHTHBIX IITAMMOB, TO3TOMY JlajbHENIIEe
JIeYCHHE allUKIOBUPOM MOXKET OBITh HEI((EKTUBHBIM. Y OOJIBIIMHCTBA BBIACICHHBIX IITAMMOB
CO CHIKEHHOM YYBCTBUTEIIBHOCTBIO K alMKJIOBHPY OTMEYAJIOCh OTHOCHUTEIBHO HM3KOE
coJlep’kaHWe BHUPYCHOW TUMHUAMHKMHA3bl, a TakKKe HapylleHue CTPYKTYphl BUPYCHOM

tumuauHkuHa3el win  JIHK-monumepassl. BozpeiicTBue anukiIoBUpa Ha IITaMMBl BUpyca
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YyBCTBHUTEJIBHBIX K HEMY IITaMMOB. He ycTaHOBIEHA KOppENALus MEXIY YyBCTBUTEIBbHOCTBIO
mTaMMoB BHpyca mpocroro reprmeca (BII) k ammknoBupy in VItr0 u  KIMHHYECKOI
3(PEeKTUBHOCTHIO TIpETapara.

5.2. ®apMaKoKHHeTHYECKHE CBOHCTBA

AOGcopouus

AIMKIIOBUD TOJIBKO YaCTUYHO abcopOupyercs u3 kumeynuka. [locne npuema 200 Mr aiukioBupa
KaXple 4 vaca CpeHssi MaKCHMalbHas paBHOBECHAs KOHIGHTpaIUs B mia3Me KpoBU (CSSmax)
coctaBisuia 3,1 MmxM (0,7 MKr/mut), a cpenHsisi paBHOBECHAass MHUHHUMaJIbHasl KOHIIGHTpallus B
rtazme KpoBu (CSSmin) 1,8 MkM (0,4 mxr/mu). [pu npueme BHyTps 400 Mr 1t 800 MT arukioBupa
kaxapie 4 yaca CSSmax coctanisiia 5,3 MkM (1,2 mxr/mur) u 8 MkM (1,8 MKr/miT), COOTBETCTBEHHO,
a CSSmin — 2,7 MxM (0,6 mxr/min) u 4 MkM (0,9 MKI/MiT), COOTBETCTBEHHO.

Pacupenenenue

KoHueHTpamnus anukioBupa B CHHTHHOMO3TOBOH KHUIKOCTH COCTaBIsIET NpuOmm3uTensHo 50 % ot
€ro KOHIIEHTPAIMH B TJIa3Me KPOBH.

C Oenkamu TUTIa3Mbl KPOBH AITUKJIOBHP CBA3BIBACTCS B He3HauMTebHON cterneHu (9-33 %),
IIO3TOMY JIEKAPCTBEHHBIE B3aUMOJICHCTBUS BCIEACTBUE BBHITECHEHUS U3 YYaCTKOB CBSI3bIBAHUS C
OenKamMu I1a3Mbl KPOBU MaJIOBEPOSITHBI.

OJIUMUHAIMSA

VY B3pocibIX MOcCie MpHeMa alUKIOBUpPa BHYTPh HEPUOJ MOJYBBIBEIEHUS U3 IUIa3Mbl KPOBU
COCTaBJIIET OKOJIO 3 yacoB. boJjbas yacTe allMKIOBHpa BBIBOAUTCS MMOYKAMU B HEM3MEHEHHOM
Buze. [lodeuHblil KIMpPEHC alMKIOBHpA 3HAYMTEIBHO MPEBBIACT KIMPEHC KPEaTHHHHA, YTO
CBUJICTEIILCTBYET O BBHIBEICHUH AITUKIOBUPA TIOCPEACTBOM HE TOJIBKO KITyOOUKOBOW (PUITBTpAIHH,
HO U KaHAJbLIEBOH cekpeuuu. 9-KkapOOKCMMETOKCH-METUITYaHUH SIBISETCS OCHOBHBIM
MeTa0OoJIUTOM alMKIOBHpa U cocTaBisgerT okoio 10—15 % no3sl, BbBOgMMON ¢ Mouoi. Ilpu
Ha3Ha4YeHUM alUKiIoBHUpa yepe3 1 yac mocie npuema 1 r npoOeHenuaa Nepuos MoyBbIBEIEHUS
armkotoBupa 1 AUC (Toromans mox papMaKOKMHETHIECKOH KPUBOW «KOHIICHTPAIIHS — BPEMS»)
yBenuuuBanuch Ha 18 u 40 %, cCOOTBETCTBEHHO.

IloyeuyHas HEAOCTATOYHOCTh

Y nanMeHToB € XPOHUYECKOW IMOYEYHOM HEIOCTATOYHOCTHIO TMEPHOJ TOJTYBBIBEIACHUS
alMKJIOBHpA COCTaBIIsLT B cpenHeM 19,5 vaca. [lpu npoBeneHnn remMoauannia CpeIHuil Iepuos
MOJIYBBIBEJICHUS allUKJIOBHUpA cocTaBiisll 5,7 yaca. KoHlleHTpalys allukiIoBHpa B Tiia3Me KpOBU
BO BpeMs JHalli3a CHUXKalach NpuOIn3uTenbHo Ha 60 %.

JInia moKujioro Bo3pacra

VY NOXWIIbIX NAlMeHTOB OOIIMNA KIMPEHC allMKJIOBUPA C BO3PACTOM CHU)KAETCS MapajlielbHO CO

10
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HC3HAYHUTCIIBHO.

BUY-undunmpoBaHHbIe MAIMEHTEI

[Ipy ogHOBpEeMEHHOM MPUMEHEHMM alWKIOBUpa U 3unoByauHa BUY-unduimpoBaHHBIMU
nanueHTaMu (apMaKOKMHETHUECKUE XapaKTEePUCTUKU OOOMX IpenapaToB MPAKTUYECKH HE

N3MCHSAINCH.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeyenb BcnoMoraTeibHbIX BelIECTB

JlakTO3BI MOHOTHIPAT (Caxap MOJIOYHBIN)

Kpaxman kaprodenbHbiii

Marnus cteapar

[ToBumon K17

KapOokcumerniakpaxman HaTpus (HaTpHsl KpaxMall TIIUKOJIST, TPHUMOTEITh)

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpoK XpaHeHHs )

3 roga.

6.4. Ocodbie MepbI MPEI0CTOPOKHOCTH MPU XPAHEHUH

XpaHUTh B 3aIIUIICHHOM OT CBETa MECTe MpH TeMIiieparype He Bbiie 25 °C.

6.5. XapakTep u coaep:kaHHe MEePBUYHOI YIAKOBKH

5, 7, 10 TabneTok B KOHTYPHYIO SUEHKOBYIO YHAKOBKY U3 IUICHKH MOJIMBUHWIXJIOPUIHOW U
(boJIbru aMOMHUHNEBOM MEYaTHOW JTaKUPOBAHHOM.

5,7,10, 14, 15, 20, 21, 25, 28, 30, 35, 40, 42, 45, 49, 50, 56, 60, 63, 70, 80, 90, 100 Tabnerox B
0aHKy TOJUMEPHYIO U3 TMOJUIPONUICHA WX MOJMUATUICHA, YKYIOPEHHYIO HATATHBACMOW WITU
HABUHYMBAEMOM KPBIIIKOW MOJIMMEPHOMN JUIsl JICKAPCTBEHHBIX CPEJICTB M3 MOJUIPOINUIICHA WIIH
MOJIMATUIIEHA C KOHTPOJIEM MEPBOTO BCKPBITHS WK 0€3 KOHTPOJISA, C YIUIOTHSIOLIUM 3JIEMEHTOM
i 6e3 Hero.

JIOoNOMHUTENBHO JOIMYCKAETCSl HUCIOJb30BaTh BaTy MEAUIUHCKYIHO T'MTPOCKONMUYECKYIO,
aMOpTHU3aTOpP, OCYIIUTENb.

Ha GaHKy HaKkjeHBarOT 3TUKETKY CaMOKJIESIIYIOCS.

Kaxnayto Oanky, 1, 2, 3,4, 5,6, 7, 8,9, 10 KOHTYpHBIX slUEHKOBBIX YITAaKOBOK C HHCTPYKIIUEH IO
MEIUIMHCKOMY TPUMEHEHHUIO MOMEIIAIOT B MAUKy U3 KapTOHA.

6.6. Oco0ble Mepbl NPEIOCTOPOKHOCTH TNPH YHUYTOKEHHH MCIOJb30BAHHOIO

JIEKAPCTBCHHOI'0 nmpemapara HJIN 0TX010B, IMOJTYYCHHBIX nmocJjie IMPUMECHCHUSA

11
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Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas @enepanus

OO011ecTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO «Bentpaiiny (OO0 «BenTpaiiny)
115172, r. Mocksa, yn. Hapoanas, 1. 14, ctp. 3, 31. 3, mom. |, kom. 3

7.1. IlpeacraBuTe b AepKaTesisi perucTPAIHOHHOIO YA0CTOBEPEeHH s

[Iperen3zun HOTDC6HTCHCﬁ HaIIpaBJIATH I10 aAPECY.

Poccniickas @enepanus

OO011ecTBO ¢ OTPaHUYECHHON OTBETCTBEHHOCTHIO «Benpapm» (OO0 «Bendapm»)
640008, Kypranckas o61., r. Kypran, npocnekt Konctutyuuu, a. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

e-mail: fsk@velpharm.ru

8. HOMEP PETUCTPAIMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHHS PETHUCTPAILIVH,
INEPEPETUCTPALIMN)

Jlata nepBoii perucrpanuu:

10. IATA IEPECMOTPA TEKCTA

OOmast  xapakrepuctuka JekapctBeHHoro mpenapara AIIMKJIOBUP  nocrynHa Ha

I/IH(l)OpMaI_II/IOHHOM nopraje EBpa3HﬁCKOFO OKOHOMHYCCKOI0O COr3a B I/IH(l)OpMaI_II/IOHHO'

KOMMYHUKAIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org.
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