COOTBETCTBYET 3IKCNEPTHOMY OTYETY
~ oT09.03.2023 M= 4506
OBIIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOFOTIPERAPATA 1704

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPEITAPATA

['ponpunocus, 500 Mr, TabaeTKN

2. KAUECTBEHHBINA Y KOJIMYECTBEHHBIN COCTAB
JlelicTBy1oIII€€ BEIIECTBO: MHO3HMH MPAHOOCKC.
Kaxnas tabnerka comepxut 500 Mr HHO3MHA MpaHOOEKca.

[TonHbIi mepeyeHpb BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHASA ®OPMA
TalOmeTku.
Benple unu moutu Oesble MPOJOITrOBAThIE JBOSIKOBBIMYKJIBIE TAOJIETKH C PUCKOW Ha OJHOM

CTOpOHE.

4. KIMHUYECKHUE JAHHBIE

4.1. [loka3aHusi K NPUMEHEHH IO

I'poripuHOCHH MOKa3aH K MPUMEHEHUIO Y B3POCIIbIX, JIETEH U TOJAPOCTKOB B BO3pACTe OT 3 JIET.

- T'punm u ocTpeie peciupaTopHble BUPYCHBIC WH(EKIIHH.

- HMudexnuu, BeI3BaHHBIE BHPYCOM IpocToro repreca 1, 2, 3 u 4 TUMOB: TEHUTATBHBIA U
Na0uaNbHBIA Tepriec, TePHETUYSCKUA KEpaTUT, OMOSICHIBAIOUIMN JIMIAW, BETPSHAs OCIa,
MH(EKIMOHHBIH MOHOHYKJIE03, BBI3BAHHBINA BUpYyCOM DniuTeiHa-bapp.

- lluromeranoBupycHast HHPEKITUSI.

- Kopsb Tsx€00r0 TEUEHUS.

- ITlanunnomaBupycHass MHGEKIMS: MaUUIOMbl TOPTAHU U TOJIOCOBBIX CBSI30K ((puOpo3HOTrO
THUIIa), TEHUTALHBIC AMTULIOMABUPYCHBIE MHPEKIIUN Y MY>KUYUH U JKEHIIIHH, OOPOJIaBKH.

- Tonmoctpslil ckilepo3upyrOmU TaHIHIEPATUT.

- KoHTarmo3He1ii MOJITIOCK.

4.2. Pexxum 103UPOBAHUS M CTIOCO0 MPUMEHEHUs

PexxuM 103upoBaHus

Ot 6 10 8 TabneTok B CyTKH, paslielieHHbIX Ha 3—4 mpuema. MakcumanbHas CyTOYHas J103a y
B3pOCJIBIX COCTaBIAET 3—4 T B CYTKH.
[Tpu TsKenbIX MHQEKIMOHHBIX 3a00J€BAHUAX 1032 MOXKET OBITh YBEIMYE€HA MHAUBHUIYaIbHO 0

100 Mr/kr Maccsl Tena B CyTKH, pa3JeJIeHHbIX Ha 4—6 IpHEMOB.
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Ilpu ocmpuix 3abonesanusx: IJe4eHHE OOBIYHO npoﬁgﬁ'&aél%;c(ﬁ;-glz%ﬁchﬁbgr'-ﬁbcne

MCYE3HOBEHHSI CUMIITOMOB JICUEHHUE CIEAYEeT MPOJOJDKUTH B TeueHue 1-2 nHel wim Oonee, B
3aBUCHUMOCTH OT TMOKazaHui. [Ipum HEOOXOIMMOCTH JIMTENBHOCTH JICUEHUS MOXKET OBITh
yBeJIMYEHA UHIUBUIYaJIbHO MO KOHTPOJIEM Bpaya.

Ilpu  xponuueckux peuu()ueupwomux 3a001e6anusAx.  JEUCHHUE IIPOBOAUTCA  KypCaMH

IPOJOJDKUTENBHOCTBIO 5—10 nHel ¢ uHTepBasiamMu 8 nHeH. JIMTENbHOCTh MOAJEP/KUBAIOIIETO
JeYeHHsT MOXKeT cocTaBuTh 10 30 aHEH, MpH 3TOM J103a MOXET ObITh cHikeHa 70 S00-1000
MI/CYT.

L'epnemuueckue ungexyuu: nedeHne mpojopkaercs B TedeHue 5—10 aHEW 10 MCUE3HOBEHUS

CUMITOMOB. JIfisi yMEHBIICHHS 4YHCIa PEUUAMBOB B OECCHUMIITOMHBIM TEpPHOA Ipernapar
HazHayaroT 1o 500 mr 2 pa3a B 1eHb Ha npoTsbkeHun 30 gHe.

Hanunnomasupycuole qu)eKuuu: B Kaydy€CTBC MOHOTCpallMKi ImperapaT Ha3HadYacTCd Ha

npoTsbkennu 14—-28 nueit B no3ze 1000 mr 3 pa3a B CyTKH.

Peuudueupwowue OCIMPOKOHEYHbIE KOHOUIOMbL. B KAUCCTBE MOHOTCpPAIINU UJIN B KOM6HHaHHH C

XUPYPru4ecKuM JieueHueM npenapar HazHadaercsa B 1o3e 1000 mr 3 pasa B cytku. IIpoBoasr 3
Kypca 1o 14-28 nHelt ¢ uatepBaniom 1 Mmecs.

Hucnnazusa weuku mamku, accoyuuposannas ¢ Nanuiiomasupycom yeroseka: 2—3 kypca mno 1000

Mr 3 pa3a B cyTku B TeueHue 10 nueli ¢ uarepBanom 10-14 nueit.

Oco0ble rpyInel NALKUEHTOB

Iayuenmul nodxcunozo eozpacma
HeoOxonumocT B KOppeKUUU 03Bl HET, MpernapaT NPUMEHSETCS Tak ke, KaK y MallleHTOB
cpenHero Bo3pacta. Clieqyer y4YuThIBaTh, YTO Y MOXKWIBIX MNAlMEHTOB 4Yalle IPOUCXOAUT
MOBBIIICHHE KOHLIEHTPAIMA MOUYEBOM KUCJIOTHI B CHIBOPOTKE KPOBU M B MOUE, UEM y MAIMEHTOB
CpEIHEero Bo3pacra.
Ilayuenmul ¢ napywenuem OyHKyuu novex u neveHu
Ha ¢one neuenus npenaparom ['ponprHOCUH cleayeT KaxKable 2 HEJeld MPOBOAUTH KOHTPOJIb
COJIepXaHUsI MOYEBOM KHCIOTHI B CBIBOPOTKE KpoBH M B Moue. KoOHTponb akTHUBHOCTU
MEYECHOYHBIX (PEPMEHTOB PEKOMEH IyeTCs TPOBOAUTH KaXK/ible 4 HEJIeNU MPH JUIUTEIbHBIX Kypcax
JICYECHUS IIPENapaToM.

eTu
BbezomacHocth u 3pdexTuBHOCTE y nereit B Bozpacte oT O 10 3 JeT He ycTaHOBICHHI. [laHHBIE
OTCYTCTBYIOT.
Jlemu om 3 nem u cmapwe (macca mena ceviuie 15-20 ke)

50 mr/kr macchl Tena (1o ¥2 TabieTku Ha 5 KT Macchl Tela) B CyTKH, pa3AeleHHbIX Ha 3—4 mpueMa.
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MakcHManbHas cyTodHas 103a y aeteil B Bospacte ot 3/5ér IEefapifid CotFanarer=50 Mi/kr B

CYTKHU.

Ilpu ocmpueix 3aboneseanusx: nedeHUe OOBIYHO Tpojobkaercs oT 5 mo 14 nueit. Ilocne

HCYE3HOBEHHSI CHMIITOMOB JICYCHHE CIICYET MPOJAOKUTH B TeueHHWe 1—2 mgHel wimm Ooiee, B
3aBUCUMOCTH OT ToKazaHuii. [Ipu HEOOXOIMMOCTH JUITMTEIBHOCTh JICYCHHS MOXKET OBITh
yBeJIUYeHa MHAUBUIYATbHO MO/ KOHTPOJIEM Bpaya.

Ilpu  xporuueckux peuudueupwomux 3abonesanusx:  JICUCHUC MNpoBOAUTCA  KypCaMU

MPOAOJKUATENBHOCTHIO 5—10 nHeil ¢ uHTepBaniamu 8 AHEW. JTUTENbHOCTh MOJIEPKUBAIOIIETO
JICYCHHUST MOXKET cocTaBUTh 10 30 AHEH, mpu 3ToM 11032 MOXeT ObITh cHMkeHa g0 500—1000

MI/CYT.

L'epnemuyeckue uHgexyuu: Je4eHWE MPOAOIDKaeTcs B TeueHue 5—10 mHel 10 nMcYe3HOBEHHS
cuMnToMOB. JIyis yMeHbIIEHHS 4YHCla PEHUAMBOB B OECCUMITOMHBIA TMEepUoN Mpenapar
HazHavaroT no 500 Mr 2 pa3a B feHb Ha poTspkeHUH 30 THEH.

Tanuniomasupycuie qu)eKuuu: B Ka4YCCTBC MOHOTCpalvu mpcrapar Ha3HA4YaCTCd Ha

npoTsokeHnn 14—28 nueii B 1oze 250 mr (V2 TabneTkn) Ha 5 KT Macchl Tena 3—4 pa3a B CyTKH.

Peuu()ueupwomue OCMPOKOHEYHblE KOHOUNOMbL. B KAUECTBE MOHOTECpAIIUKU UJIN B KOM6I/IHaI_[I/II/I C

XUPYPTHUECKUM JICUCHHUEM TperapaT HazHadaeTcs B 03¢ 250 mr (Y2 TabmeTku) Ha 5 KT MaccChl
tena B 3—4 npuema. I[IpoBoasar 3 kypca no 14-28 nueit ¢ natepBaiom 1 mecs.

Cnoco0 rpuMeHeHus

TabneTku NpUHUMAIOT BHYTPb, I1OCIIE €]1bl, 3aMuBasi HEOOJIbLINM KOJIMUYEeCTBOM Boabl. [Ipenapar

MPUHUMAIOT Yepe3 paBHbIC MPOMEXYTKH BpeMeHH (8 min 6 yacoB) 3—4 pas3a B CyTKH.

4.3. [IporuBOoNOKa3aHUsA

- I'umepuyBCTBUTENBLHOCTh K HHO3MHY MPAHOOCKCY WM K JIOOOMY W3 BCIOMOTAaTEIbHBIX
BEIIECTB, IEPEUNCIICHHBIX B pa3zene 6.1.

- Ilonarpa.

- MouekameHHas 00JI€3Hb.

- XpoHuueckas rmoveyHasi HeIOCTaTOYHOCTb.

- Aputrmun.

- bepeMeHHOCTH U MepHOJ IPYJTHOTO BCKApMIUBAHUS.

4.4. OcoOble yka3aHusl 1 MepbI IPeJ0CTOPOKHOCTH NPH NPHUMeHEeHHH

Crnenyer coOnroaTh OCTOPOKHOCTH MpPHU OJHOBPEMEHHOM Ha3HAUYE€HUM C HHTHOUTOpaMH

KCAaHTUHOKCHUAA3bl, AMYPETUKAMH, 3UI0BYIUHOM, IIPH OCTPOM MEUEHOUHOIN HEJOCTATOYHOCTH.

NHo3uH mpaHoOeKc, Kak ¥ Jpyrue MPOTHBOBUPYCHBIE CpEACTBa, HamOoisiee 3PdeKkTrBeH npu

OCTPBIX BUPYCHBIX WHQEKIUIX, CCIU JICUCHUE HAYaTO Ha paHHEW cTaauu OoJie3HH (Tydile C

NEPBBIX CYTOK).
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[Tocne nByX Henenab NPUMEHEHUs Mperapars cnenyél;l'%W-ﬁgﬁgbﬂ:&;gﬁgﬁpﬁdunn

MOUEBOI KMCIIOTBI B CBIBOPOTKE KPOBU U MOYE.

[Ipu yuTensHOM mpreMe (ITocie YeThIPeX HeAellb IPUMEHEHHS) 1eTIeCO00Pa3HO KaX bl MECSII
IPOBOAUTH KOHTPOJIb (YHKIIMM TEYeHH U TMOouYeK (aKTUBHOCTb TpaHCaMUHA3, YpPOBEHb
KpEeaTUHHWHA, MOYEBOU KHCIIOTHI B CBIBOPOTKE KPOBH).

[TanyeHTsI CO 3HAYUTEIBHO MOBBIIICHHOW KOHLIEHTPALUEN! MOYEBOM KUCIOTHI B OPraHU3ME MOTYT
OJTHOBPEMEHHO NPUHHUMATh IpenapaThl, NOHMKAIONINE ee KOoHIeHTpauuio. Ha ¢one nedenus
HEOOXOUMO KOHTPOJIUPOBATH KOHIIEHTPAIIMI0 MOYEBOW KHUCIOTHI B CHIBOPOTKE KPOBU MpHU
Ha3HA4YCHUM IMperapaTa OJHOBPEMEHHO C MpenapaTaMM, YBEIWYMBAIOIIMMH KOHUEHTPALUIO
MOYEBOH KHCIIOTHI WJIH MpenapaTaMu, HAPyIMAIOIUMHU (YHKIIHIO TTOYEK.

WHo3uH npaHOOEKC CleyeT ¢ OCTOPOKHOCTBIO IPUMEHSTD Y MAIlUEeHTOB C OCTPON NMEYEHOUHOM
HEJ0CTAaTOYHOCTBIO, TOCKOJIBKY Mpernapar MmojaBepraercs MeTadoanu3My B IEUEHH.

4.5. B3aumopaeiicTBue ¢ JpPYruMH JIeKapPCTBEHHBIMH TMpenaparaMd M JApyrue BHbI
B3aUMO/JAeHCTBUSA

NMMyHOIETIPECCaHTRI OCIA0NISIOT IMMYHOCTUMYIIHPYIOMU 3¢ (eKT nHO3WHA paHobOeKca.
WHo3uH mpaHOOEKC cielyeT NPUMEHATh C OCTOPOXKHOCTBIO MalKdeHTaM, HPUHUMAIOIIUM
OJIHOBPEMEHHO HMHTUOUTOPHl KCAaHTHHOKCHUAA3bl (JJIOMYPUHON) WM TMpenaparhbl, COCOOHBIE
OJIOKMPOBATh KaHAJBIEBYIO CEKPEIIMI0O MOYEBOM KHCIOTHI, HAPUMEp, «IIE€TJIEBbIE» IHUYPETUKU
(bypocemun, Topacemus1, ITAKPUHOBAsI KUCIIOTA), TAK KaK 3TO MOKET IMPUBOJUTH K MOBBIIICHUIO
KOHIIEHTPAllUl MOYE€BOM KUCIOTHI B CBIBOPOTKE KPOBH.

CoBMecTHOE TpPUMEHEHHWE HMHO3MHA MpaHOOeKca C 3HUIOBYIMHOM MPHUBOIUT K YBEIMUEHUIO
KOHLEHTPAllUU 3UJI0BYJMHA B IIJIJa3M€ KPOBU U YAJIMHSET €ro Mepuoj NoJyBbIBeaeHUSA. Takum
o0pa3oM, IpH COBMECTHOM TNPUMEHEHWH WHO3MHA MpaHoOeKca C 3UJOBYIMHOM MOXKET
noTpeboBaThCs KOPPEKLUS O3Bl 3UI0BYIUHA.

4.6. ®epTUIBHOCTD, 0EPEMEHHOCTDb U JIAKTALMS

[Ipumenenne npenapata [ponpuHOCHH BO BpeMsi OEpeMEHHOCTH W B MEPHOA TPYIHOTO
BCKapMJIMBaHMS MTPOTUBOIIOKA3aHO, TaK KaK 0€30MacHOCTh MPUMEHEHUS HE yCTaHOBJICHA.

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHU CpeACTBAMHM M PadoTaTh C
MeXaHU3MaMH

BnusHue uHO3MHaA mpaHOOEKca HAa TICUXOMOTOpPHBIE (YHKIIMM OpraHu3Ma M CIIOCOOHOCTb
YIOPABJISITH TPAHCIIOPTHBIMU CPEACTBAMU U JBMKYIIIMMUCS MEXaHU3MaMU HE Ucclie1oBaioch. [1pu
IIPUMEHEHNHU Ipenapara ClIeyeT YUYUThIBaTh BO3MOXKHOCTh BOBHUKHOBEHHUS T'OJIOBOKPYKEHHUS U
COHJIMBOCTH.

4.8. HexennaTesibHbIe peakiuu

TabauyHoe PEe3IOME HEXKENATEIbHBIX DEAKIINI




HexenaTtenbHble peakuuu KiaccuduuupoBaiy
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no_cucheio Opranabii-kiaccat e #adtore ¢

UCIIOJIb30BAHUEM CIIEYIOUUX Kareropuid: ouyeHb yacto (>1/10), wacto (>1/100, o <1/10),

HevacTo (>1/1000, no <1/100), peaxo (=1/10000, no <1/1000), ouens peaxo (<1/10000), vactora

HCHU3BCCTHA (Ha OCHOBAaHHMH UMCHOIIUXCS JaHHBIX OOCHUTH HGBOSMO}KHO).

CucTeMHO-OpPraHHbIN YacroTa HeskenarenbHble peakumu
kJace corjacio MedDRA
Hapymennss co  CTOpOHBI Heuacro AHTMOHEBPOTUUYECKUH OTEK, KpallMBHULIA
MMMYHHOUN CUCTEMBI Yacrora Peaknun TUIIEPYYBCTBUTEIILHOCTH,
HEU3BECTHA | aHa(HUIIaKTHUYECKUE peakuuu,
aHa(UIaKTUYECKUH TIIOK
Hapymennss co  CTOpOHBI Yacro I'onmoBHas 601b, TOJIOBOKPYKEHUE,
HEPBHOM CHUCTEMBI YTOMJIIEMOCTh,  IIJIOXO€  CaMOYYBCTBHE,
cnabocTh
Heuacto HepBo3HOCTH, COHTUBOCTH, OECCOHHUIIA
KenynouHo-KuIeyHbIe Yacrto CHIDKEHUE anmeTuTa, TOIHOTa, PBOTa, O0JIb B
HapylEeHUs SIUTAaCTPUHU
Heuacrto Hwuapes, 3amnop
Hapymienust co  cTOpOHBI Yacrto Bpemennoe MOBBIIICHHE aKTUBHOCTH
[IEYEHU W IKEITYEBBIBOISAIINX TpaHCaMHMHA3 M IIeTo4yHOM ¢ocdara3sl B
myTen J1a3Me KpOBU
Hapymenusst co  cTopoHbI Yacro 3ya, ChIIb
KOKU U ITOJIKOKHBIX TKaHEH Heuacro MakynonamnyJie3Has CblIlb
Yacrota Opurema
HEW3BECTHA
Hapymenuss co  cTopoHbI Heuacto [Honnypus
MMOYEK W MOYEBBIBOISAIINX
myTen
Ooutne HapyLICHUS U Yacro Bounb B cycTaBax, 000CTpeHHEe MoAarpsl
peakIu B MECTE BBEJICHUS
Jlabopartopubie u | Ouenb yacto | [loBblllIEHHE KOHIIEHTpAllMd MOYEBUHBI B
WHCTPYMEHTAJIbHBIEC JAHHBIE Ia3Me KpOBH, IMOBBIIIEHHE KOHLEHTpAlUu
MOYEBHUHBI B MOUE
Yacto [ToBblllIEHHE KOHIEHTPALIMU a30Ta MOYEBUHbI
KpOBU

COOGH.IGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX
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BaxxHo cooOmate 0 T0J03peBaeMbIX HE enaTenﬂzﬁLg(‘:-%ﬁ'{ EJHS'(HI'Q“}SE’F%‘P&HHH

JIEKapCTBEHHOTO Iperapara ¢ Lelibl0 00eCTeYeHNs HePEPhIBHOIO MOHUTOPUHTA COOTHOILICHHS
«I0JIb3a — PHCK» JICKApCTBEHHOTO IMpemnapara. MeIuIuHCKUM paOOTHUKaM pPEKOMEH]yeTCs
coo01maTe 0 JIIOOBIX MOJI03pPEBAEMbIX HEXeNaTeIbHBIX PEeaKIUsAX JEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIBbHBIE CUCTEMbI COOOUICHHS O HEXENaTEebHBIX peaklusiX rocydapcTB — YJICHOB
EBpa3uiickoro 5KOHOMHUYECKOT0 COK03a.

Poccniickas @enepanys

109012 r. MockBa, CnaBsiHCKas 1II01Iaab, 1. 4, cTp. 1

denepanbHas ciyx0a Mo Haa30py B chepe 31paBoOXpaHEHUS

Tenedon: +7 800 550-99-03

OnekTpoHHas noura: pharm @roszdravnadzor.gov.ru

WNuTtepuet-caitT: https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

[Ipu nepeno3npoBKe NOKa3aHO MPOMBIBAHUE JKEIYKAa U CUMIITOMaTHYECKas Teparusl.

5. PAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoauHaAMHUYecKHe CBOicTBA

®dapmakoTepaneBTUYECKass TpYyIa: MNPOTUBOBUPYCHBIE CPEACTBA CHUCTEMHOTO JICUCTBUS;
IIPOTUBOBUPYCHBIE CPEICTBA MPSMOI0 JEHUCTBHUS; Ipyrue MIPOTUBOBUPYCHBIE CPEICTBA.

Koxg ATX: JO5AXO05.

MexaHusM aeiictus U dhapMakoarHaMudeckre dhhEKTHI

NHo3uH mpaHOOEKC — CHHTETHYECKOe MPOU3BOJHOE IMypHUHA, MPEACTABISICT COO0N KOMILIEKC,
coaepxamuii MHO3MH U N,N-ITUMETUIaMUHO-2-MPONAaHOJI B MOJSPHOM COOTHOIIEHUH 1:3.
Ob6nagaer MMMYHOCTUMYJUPYIOIIEH aKTUBHOCTHIO M HECNEeUU(PUUYECKUM MPOTUBOBUPYCHBIM
nerctBueM. O(OPEKTUBHOCTh KOMIUIEKCA OIPEAEIseTcs NPUCYTCTBHEM WHO3WHA, BTOPOM
KOMITOHEHT MOBBIIIAET €r0 JOCTYIMHOCTH JIJIs IUM(OITUTOB.

BoccranaBnmuBaer (QyHKIUM JUMQOIMTOB B  YCIOBUSAX WMMYHOICTPECCUH, TOBBIIIACT
OyiacToreHe3 B MOMYJSLUNA MOHOLUTOB, CTUMYJIUPYET SKCIIPECCHIO MEMOPAHHBIX PELIENITOPOB Ha
MOBEPXHOCTU T-XenmnepoB, MpeaynpekIaeT CHKEHNE aKTUBHOCTH JTMM(OLUTOB MO/ BIUSIHUEM
TIIFOKOKOPTUKOCTEPOHIOB, HOPMAU3YyeT BKIIOUEHHWE B HHUX TUMHUIWHA. VHO3WMH mpaHOOEKC
CTUMYJIUPYET aKTUBHOCTh T-TUM(OIMTOB U €CTECTBEHHBIX KHIUIEPOB, QYHKIUU T-cympeccopoB
n T-xenmepos, moBwImaeT npoaykiuio uMmmyHornooynuHa G (Ig G), uaTepdepona-ramma,
unrepneiiknaoB MJI-1 u NJI-2, cHmkaer o6pa3oBaHre MPOTHBOBOCIATUTEIHHBIX IUTOKHHOB —

NJI-4 u NJI-10, moTeHIpyeT XeMOTAaKCUC HEUTPOPHIIOB, MOHOIIUTOB U MAaKpO(aros.
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TIpenapat MpoSBIsET MPOTHBOBHPYCHYIO AKTHBHOCTH 1M vivo BrOTHONICHIR BHpyca fpoeroro

reprieca, IMTOMETAIOBUPYCa, BUpyca KopH, Bupyca T-kinetouHoi numMdomsr uyenoBeka (tum 1),
noaunoBupycos, BupycoB rpunna A u B, ECHO-Bupyca (3HTEpoLMTONATOrE€HHOI'O BHpYyca
YyelioBeKa), BUPYCOB  HHIehalOMUOKapIuTa M  KOHCKOro  »Huedanuta. MexaHu3M
MIPOTHUBOBUPYCHOTO JICHCTBHUS MHO3WHA ITpaHoOeKca cBsi3aH ¢ nHruOupoBanueM BupycHoit PHK u
JUTHIPONITEPOATCUHTETA3bl, YYaCTBYIOLIEH B pEIJIMKALUU HEKOTOPBIX BHUPYCOB, YCHJIMBAET
nojasieHHbId Bupycamu cuHTe3 MPHK nuM@ouToB, 4TO CONMpPOBOXKIACTCS YMEHBIIEHHUEM
cunTe3a BupycHort PHK u TpaHcisiuy BUPYCHBIX OSJIKOB, TOBBIMIACT MPOAYKITHIO TUM(OIUTaAMH,
00Jaaomux MPOTHBOBUPYCHBIMU CBOWCTBaMH, anba u ramma wuHTepdeponoB. [lpu
KOMOMHUPOBAaHHOM Ha3HAUYEHUM YCWJIMBAeT JeiicTBUe HHTeppepoHa-anb(da, anukiIoBUpa H
3UI0BYIMHA.

5.2. ®apmakoKuHeTHYECKHE CBOHCTBA

Abcopbuus

[locne mpuema BHYTph Npenapar XOpOIIO BCACBIBAETCA W3 JKEIYAOYHO-KHUIIEYHOI'O TpaKTa.
MaxkcruManbHas KOHIIEHTpalysl MHTPEIMEHTOB B IIJIa3Me KPOBH onpenensercs yepes 1-2 4.

Pacnopenenenue

He o6GHapyxeHO KyMyJsIuu Mpenapara B OpraHu3Me.

Buorpancdopmarnus

Boictpo monBepraercs MeTaboaM3My U BBIIENSAETCS 4epe3 MOYku. Mertabonusupyercs
AQHAJIOTUYHO SHJIOTCHHBIM ITYPUHOBBIM HYKJICOTHIAM C 00pa3oBaHMEM MOYE€BOM KUCIOTHI. N,N-
JTUMETUIIAMUHO-2-TIpomanoi Metabonusupyercs 10 N-okcuma, a 4-ameraMmugo0eH30aTr — 0 O-
AlUJITIIIOKYPOHHU /1.

DIMMUHALIUSA

[Tepuon monmyBwiBenenus (T1/2) cocraBnser 3,5 1 nist N, N-nmumerunaMuno-2-mponanosia u 50 Mun
s 4-aneramuiooen3oara. [Ipemapat u ero MeTaboOaUTHI U3 OpraHU3Ma BBIBOJSATCS MMOYKAMU B

TeueHue 2448 .

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. Ilepeuenb BcoMoraTeJibHbIX BelIeCTB
Kpaxman kaprodenbHbiii

[ToBunon K 25

Maruus creapat

6.2. HecoBMecTUMOCTDH

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHust)



COOTBETCTBYET SKCNEPTHOMY OTHETY

ot 09.03.2023 N= 4506
(NOCNEOCBATENBHOCTE 0004)

3 roxa.

6.4. OcoOble Mepbl MPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTb 1pu Temreparype He Boie 25 °C.

6.5. XapakTep u conep:xkaHue NEPBUYHON YIIAKOBKHU

[To 10 Tabmerok B Omucrepe u3 [IBX/TID/IIBAX — amomunueBoi ¢oabru. Ilo 2, 3 wm 5
6HI/ICTepOB B KAPTOHHYIO IMMAaYKy BMCCTC C JINCTKOM-BKJIAIBIIIICM.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHHH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WM OTX0A0B, TMOJYYEHHbIX TOcjle NpPHMEHEeHUus
JIEKAPCTBEHHOI'0 Mpenapara, ¥ pyrue MaHuIMyJsiiHU ¢ NpenapaToM

Hert 0oco0b1x TpeOoBaHUM K yTHITH3AIUY.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
I'eneon Puxtep Pymbinus A.O.,

540306, Teipry-Mypem, yia. Ky3a Boas 99-105, Pymbinus

7.1. IlpeacraBuTe b JepKaTelisi PerHCTPALMOHHOIO YI0CTOBEPeHHA
[IpeTen3un nmoTpedbuTeneit cieayeT HampaBisITh 1O aJIpecy:

Poccuiickas ®@enepanus

[IpencraBurensctBo OAO «I'eneon Puxrep» (Benrpus) r. Mocksa
119049 r. MockBa, 4-it JIoOpbIHHHCKUI TIep., oM 8

Tenedon: +7 495 987-15-55

OnekTponHas noyra: drugsafety @ g-richter.ru

8. HOMEP PEIT'UCTPAIIMOHHOI'O YIOCTOBEPEHMUS
JIIT-Ne(000277)-(PT'-RU)

9. IATA IEPBUYHOM PETUCTPAIIMA (IOATBEPXKJIEHWSA PETUCTPAIIUN,
INEPEPETUCTPAIIN)

Jata nepBoii peructpanuu: 16 utons 2021

10. JATA HEPECMOTPA TEKCTA

14 mapra 2023

OOmass  XapakTepuCTHKa JICKApCTBEHHOTO  Tpemapara [ 'pOnmpMHOCHH  JOCTymHa  Ha
uHpOpManMOHHOM TopTane EBpa3suiickoro 53KOHOMHYECKOTO coro3a B HH(OpMannoHHO-

KOMMYHUKaIMOHHOU cetu «HTepHeT» https://eec.eaeunion.org.



