COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 22.08.2023 N2 16130

(MOCNEOCBATENEHDCTE 0002)

NMHCTPYKLMA
[1O MEAMITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOTI'O ITPEITAPATA

APEILINBUP®

PerucrpaunonHblii HOMep:

Toprosoe naumenosanue: APEITJINBUP®

MexayHapoaHoe HeNmaTeHTOBAHHOE WJIM TPYNNMPOBOYHOE HAMMEHOBAHUE:
baBunupaBup

JlekapcTBennasi gopMa: TaGJIETKH, MOKPHITHIE IIJICHOYHON 000JI0UKOM

Cocras

Ha 1 TabyeTKy:

eucmsyrowee seuecmeo:

®agunupasup - 200,0 mr

Bcnomozeamenvnvie gewgecmea:

[ToBumon (K-30), kpeMHHS JUOKCH]T KOJIOMIHBIA, THIIPOJI03a HU3KO3aMEIICHHAS,
[EJUII0JI03a  MUKpokpuctaumyeckas (tun 101), KpocmoBHAOH, cTeapuHOBas
KHCJIOTA.

IInenounas obonouxa:.

TotoBoe muenounoe nokpeitue Omaxpait® 03F220114 sxenteii [[unpomeniosa,
tutada nquokcui, makporoa 4000 (IHonuaytunenrnukonb 4000), kpacutensb xeneza
okcuy xenteii E172].

Onucanue: TaONETKH KpPYIJIbIE, JBOSIKOBBIMYKIJIBIE, TOKPBITHIE IJICHOYHON
000JIOUKOHM CBETIIO-KeNTOoro nBeta. Ha momepeyHoM paszpese sapo Oenoro miu
mo4uTH OEJIoro IBETA.

dapMmakoTepaneBTHYECKA TPYNNAa: TPOTUBOBUPYCHBIE CPEICTBA CUCTEMHOTO
JNEUCTBUS, TMPOTUBOBUPYCHBIE  CpPEICTBA  MPSMOro  JACHCTBUS;  Jpyrue
MPOTUBOBHUPYCHBIE CPEICTBA.

Koa ATX: JOSAX27

dapMaKoJI0ru4ecKue CBOMCTBa
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(MOCNEOCBATENEHDCTE 0002)

Dapmakoounamuxa
IIpomusosupycuas akmusnocms in Vitro
dapunupaBup 00Jaa€T TPOTUBOBUPYCHOM aKTUBHOCTHIO MPOTUB JIaAOOPATOPHBIX
MTaMMOB BHUpPYycOB rpumnmna A u B (momoBuHHas makcuManbHas 3(QeKkTruBHAS
kouueHrpaiusa (ECsp) 0,014-0,55 mxr/mi).

Jlyist raMMoB BUPYCOB rpurnma A u B, pe3uCcTeHTHBIX K alaMaHTaHy (aMaHTaIuHy
U pUMaHTaAWHYy), OCENbTAMUBHPY wWin 3aHamuBHpy, ECsy cocraBiser
0,03-0,94 mxr/ma u 0,09-0,83 MKIr/Mi, COOTBETCTBEHHO. /[ mTamMMOB BHUpyca
rpunma A (BKJIIOYas IMITaMMBI, PE3UCTCHTHBIC K aJlaMaHTaHy, OCEIbTAMUBUPY U
3aHaAaMUBHUPY ), TAKUX KaK CBUHOMW T'PUIIN TUMA A U ITUYUHN TPUIII TUTIA A, BKIIOYas
BbICOKOIaToreHHbie mrammsl (B ToM uncie, HSN1 u H7N9), ECsy cocrasiser 0,06-
3,53 MKI/MII.

Jlns mtaMMoB BHpycOoB rpunmna A u B, pe3UCTEHTHBIX K aJaMaHTaHy,
ocenbTaMUBHUPY U 3aHaMUBHpPY, ECso cocTaBmsieT 0,09-0,47 MKr/mit; iepekpecTHas
PE3UCTEHTHOCTh HE HAOJII01aeTCs.

®daunupaBup uHruoupyer Bupyc SARS-COV-2, BbI3BIBAOMIMA  HOBYIO
kopoHaBupycHyto uHpeknuo (COVID-19). ECs B kietkax Vero E6 cocraBmiser
61,88 MKMOJIb, YTO COOTBETCTBYET 9,72 MKI/MIL.

Mexanusm Odeticmeausi

@daBunupaBup MeTabOIM3HpyeTCs B KiIeTkax a0  pubosuinrpudocdara
daBunnpaBupa (PT® ¢dasunupaBupa) u wuszdbuparenbHo wuHruOupyer PHK-
3aucumyro PHK nommmepasy, yuacTByroniyro B perumkanuu supyca rpurnma. PTO
daBunrpasupa (1000 MKMOJB/T) HE MOKa3ana WHTHOUPYIOIIETO JIEHCTBUS Ha O
JIHK uenoBeka, HO TMoKa3zaia MHrHOHWpYyIoOlee AecTBUE B Auamna3zoHe oT 9,1 mo
13,5 % na B u B tuanazone ot 11,7 no 41,2 % ua y JIHK yenoseka. Uurubupyroas
koHnentpaius (ICsg) PT® dapunupasupa mis nomaumepassl || PHK denoBeka

coctasmwia 905 MKMOJIB/II.



COOTEBETCTBYET 2KI
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(NMOCNEOOBATENEHOCTE 0002)

CMNEPTHOMY OTUETY

Pezucmenmuocmo
[Tocne 30 nepeceBoB B IpUCYTCTBUM (DaBUTIMpPABUPA HE HAOJI01a]I0Ch U3MEHEHUI B
BOCIIPUUMYMBOCTH BHPYCOB TpHUIINIA TUMAa A K (aBUMUPABUPY, PE3UCTECHTHBIX
IMITAMMOB TaK)Xe HE HaOIIOAAI0Ch. B MPOBEACHHBIX KIIMHMYECKUX MCCIIETIOBAHUIX
He 00HAPY’KEHO TOSBIICHUE BUPYCOB T'PUIINA, PE3UCTEHTHHIX K (DaBUITHPABUPY.
DapmakoKunemuka

Bcacwvisanue

@aBUIIUPABUP JIETKO BCAChIBACTCA B JKEIYJIOYHO-KUIIEYHOM TpakTe. Bpems
JOCTUXKEHUSI MaKCUMaTbHON KOHIEHTpAUH (Tmax) 1,5 4.

Pacnpeoenenue

Casi3pIBaHUE ¢ O€JIKaMU TIJIa3MbI COCTaBIIAET 0KOJI0 54 %.

Memabonusm

daBunupaBUp B OCHOBHOM METAOOJIM3UPYETCS allbJIETUIOKCHIa30i U YaCTHYHO
MeTaboIu3upyeTcss A0 THAPOKCHIMPOBAHHOW (OPMBI KCaHTHMHOKCHIa3ou. B
KJIeTKax mMeradonusupyercsa PT® dhapunupaBupa. U3 qpyrux MetaboauToB, KpoMe
TUJPOKCHUIIATA, B IIJIa3Me KPOBH U MOYE YEJIOBEKA PETMCTPUPOBAIINA TAK)KE KOHBIOTAT
TJIIOKYpOHAaTa.

Buviseoenue

B ocHoBHOM (haBumMpaBup BBIBOJUTCS MOYKaAMU B BHJIE€ aKTUBHOTO MeTabOIUTa
TUJAPOKCUIIATa, HEOOJBIIOE KOJIMYECTBO B  HeU3MeHHOM Buue. llepuon
nonyBbiBeAeHus (T1/2) okoio 5 4.

llayueumul ¢ Hapywenuem GyHKyuu nevexu

[Ipu mpueme QaBunupaBupa MNalMEHTaMH C IEYCHOUYHOM HEJOCTATOYHOCTHIO
JIETKOM U cpeqHel crenenu TsokecTH (kiacc A u B no knaccudukarum Yaitna-I1e10)
yBenuueHus Cmax 1 AUC coctaBumm 1,5 pasa u 1,8 pa3, COOTBETCTBEHHO, IO
CpPaBHEHUIO CO 370POBBIMH 0OpoBoJibilamu. JlanHbie yBenudeHUs! Cmax 1 AUC miis
MAaIMEHTOB C MEYCHOUYHON HEJOCTATOYHOCTHIO TSKENION cTeneHu TsokecTH (kinace C
no knaccudukaruu Yanna-I1et0) coctasnsnu 2,1 pas u 6,3 paza, COOTBETCTBEHHO.

HauueHmbl C Hapyuernuem QbyHKI/ﬂ/lu nodexk



COOTBETCTBYET 3KCMEPTHOMY OTUYETY
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§ (NOCNEOOBATENLHOCTL 0002)

y IIAMUCHTOB C IIOYCYHOU HCI[OCTalﬁ"I'HOCTFPO_C‘p'Cﬂ'HCﬂ_CTCﬂCITPI_Tﬂ?KCCTﬂ_

(CK® <60 mu/mun u >30 MII/MHH) OCTaTO4YHasi KOHUEHTpalus ¢aBUMIUpaBHUpa

(Cthrough) yBeMUHBaachk B 1,5 pasza mo cpaBHEHHIO C MalUeHTaMH 0e3 HapyIIeHHS
byHKIMA TIOYeK. Y MANWEeHTOB C IMOYEYHOW HEIOCTATOYHOCTHIO TSKEIOW W
TepMuHaibHOU crenenu Tsokectd (CK® <30 mi/MuH) mpenapat He u3yJaiics.
IHoka3aHus K NPUMEHEHUIO

Jleuenne HOBOM KopoHaBupycHou nHpekmuu (COVID-19).

IIporuBonokaszanus

['umepuyBCTBUTETHLHOCTh K (haBUMHUPABUPY WIW JIFOOOMY KOMIIOHEHTY Ipernapara
APEIIIMBHP®,

[leueHOYHAss HEOOCTATOYHOCTh TSDKEIOW CcTeneHn Tskectw (kimacc € mo
kiaccudukanuu Yaina- [1s10).

[Toyeynass HEIOCTATOYHOCTh TSAKEIOM M TEPMUHAJIBHOM CTEIEHU TSIKECTU
(CK® <30 ma/mMun).

bepeMeHHOCTD WM IITaHUPOBaHUE OEPEMEHHOCTH.

[lepuon rpyAHOTO BCKapMJIMBAHUSL.

Jerckuit Bo3pact 1o 18 mer.

C 0CTOPOKHOCTHIO

VY nmanueHToB ¢ moAarpoi v runepypukemMueii B aHaMmHe3e (BO3MOXKHO MOBBIIIICHUE
YPOBHSI MOYEBOM KHUCIOTHI B KPOBH M OOOCTPEHHE CHUMIITOMOB), Y TMOMXHUIIBIX
MalMeHTOB, MAIMEHTOB C IMEYEHOYHON HEJIOCTATOYHOCTHIO JIETKOM M CpeaHen
creneHn TsokecT (kiacc A u B mo knaccudukanuu Yaina-11s10), nanueHToB ¢
MOYEYHOM HEAO0CTAaTOYHOCThIO cpenuer creneHu Tsokectd (CKD <60 mn/mMuH U
>30 MJI/MUH).

IIpuMeHeHue npu 6€epeMEHHOCTH ¥ B MEPHO/I IPYTHOT0 BCKAPMJIUBAHUSA

B noxnuHMYECKHMX uCCIeNOBaHUSIX (DaBUMUpPAaBUpAa B JO3UPOBKAX, CXOKHUX C
KJIIMHWUYECKUMH WM MEHBITUMU, HA0II0Aa)1ach TH0ens HMOpHUOHA HA paHHEH CTaIuu

N TCPATOIrCHHOCTD.
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[Ipenapar APEIIJIMBUP® npoTHBONOKd3aH-6epeMeHHbIN, a TaK/Ke My KHHaNM
KEHIIMHAM BO BpeMsl IUIaHUpOBaHUs OepeMeHHOCTH. [Ipu Ha3HaueHuH mpemnapara

APEITUJIMBUP® >xeHIMHAM, CHOCOOHBIM K JNETOPOXKJICHUIO (B TOM YHCIE B

MIOCTMEHOIAy3€ MEHee 2-X JIeT), HEeOOXOAMMO MOATBEPAUTHh OTPULATEIbHBIN

PC3VIBTAT TCCTAa Ha 6GDGMGHHOCTL J0 HaydaJla JICUCHHA. HOBTOpHBIﬁ TCCT Ha

O0epeMEHHOCTh HEOOXOAMMO ITPOBECTH MOCIE OKOHYAHUS [TpUEMa IIpenapara.
Heobxoaumo ucnonb3oBath 3G (HEKTUBHBIE METOABI KOHTpAIEHIIUU (IIPe3epBaTUB
CO CIIEPMUIIMIOM) BO BpeMs IprUeMa Ipernapara u nocie ero OKOHYaHus: B TCUCHHUE
1 Mecsira )KeHIMHAM 1 B TEYCHUE 3 MECSIICB MY>KUNHAM.

I[Ipu naznauenuu npenapara APEIIJIMBUP® xopMsLIIMM KEHIMHAM HEOOXOMMO
MPEKpPaTUTh TPYJHOE BCKapMIIMBAaHUE Ha BpeMsl MpreMa Ipernapara U B TeUEHHE 7
JTHEH MOCJIe €r0 OKOHYAHMS, TAaK KAaK OCHOBHOM MeTa00JIUT (paBUNIMpaBupa Momajaet
B IPYJIHOE MOJIOKO.

Cnocod npumeHeHusI U 103bI

BuyTps, 32 30 MUH [10 €1bI.

Jlns nedenuss HOBOM KopoHaBupycHod wuHbekimun (COVID-19), BbI3BaHHOI#M
BupycoM SARS-CoV-2, peKoMEeHIyeTCs CIeNYIOMUN PEKUM TO3UPOBAHUS:

- JuIs mManueHToB ¢ Maccou Tena <75 kr mo 1600 mr (8 Tabnerok) 2 paza B 1-i
JieHb Tepanuu, nainee mo 600 mr (3 tabnetku) 2 pasza B AeHb co 2-10 no 10-i 1eHb
Teparnuy,

- JUIs MAaIMeHTOB ¢ Maccou Tena >75 kr mo 1800 mr (9 Tabnerok) 2 paza B 1-i
JeHb Tepanuu, nainee no 800 mr (4 tabnetku) 2 pasza B ieHb co 2-10 1no 10-i 1eHb
Tepanuu.

Jleyuenne mpenapatoM CcleayeT HAauMHATH Cpa3dy Iocjie  J1abopaTOpHOTO
MOATBEP)KIACHUS JWArHo3a W/WIM TPU HAIWMYAA XapaKTEPHOW KIMHUYECKOU
CUMIITOMATHKHU.

OO0masi MmpoIOJKUTEIBLHOCTh Kypca JiedueHus coctaBiser 10 aHedl wumm 10

NOATBEPKIAEHUSI  AJIMMHUHALMKM  BHUpyCa, €CIM  HAcTynmuT  paHee  (1Ba



MMOCJICAOBATCIIbHBIX OTPHULIATCIIbHBIX PC3YAbTaTa HHP Ylb\.:lCJ_LUDaHﬂA, TTOTy ﬂcnﬁbux
C MHTEPBAJIOM HE MEeHee 24 4acoB).

IToGouHoOE nelicTBHE

B kimanueckoM mccenosanuu npenapara APEITIJIMBUP® gyacrora maiueHToB ¢
3apEeTUCTPUPOBAHHBIMU CIIy4YasiMH HEXeNaTeNIbHBIX sBIeHUN coctaBuia 24,04 %
(25/104). (AJIT)

HaOmonamocs 'y 17,3

[ToBbIIICHHE  aKTUBHOCTH  aJlaHMHAMUHOTpaHCc(]epasbl

% (18/104) mamueHTOB, IOBBIIMICHUE AaKTUBHOCTH
acrmapraramuHoTpancdepassl (ACT) — y 125 % (13/104) w mnoBbimicHHUE
aktuBHOCTH KpeatuH(pochoknHazer — y 0,9 % (1/104) mammenrtoB. [laHHBIC
HEKENIATeIbHBIE ~ PEaKIMM  COOTBETCTBYIOT  HM3BECTHBIM  HEKEIAaTeIbHBIM
JICKapCTBEHHBIM peakiusM (haBUIUpaBUpa, IpeIcTaBICHHBIM B Tadmmie 1.

HexxenaTenbHBIC pPEaKIMK, HAOIIOMABINACCS B KIMHHUYCCKHX HCCIICIOBAHUAX Y
MAI[ICHTOB C TPHUINIO3HOW WHQEKIMEeH (IaHHbIE aHalu3a B COBOKYIHOCTH
NONYJISIIUK, OOBEIMHEHHOM ISl OLICHKU O€30MacHOCTH), MPEACTABICHBI B

Ta6J'II/II_[C 1. OI.[GHKa JaCTOTbl BO3HHMKHOBCHHS  HCXKCIIATCIBbHBIX peaKHI/Iﬁ

ocHOBbIBaeTca Ha kiaccudukanuu BO3: ouens uvacto (>1/10); wacro (>1/100,
<1/10); newacto (=1/1000, <1/100); penko (=1/10000, <1/1000); oyeHb peako
(<1/10000); yacToTa Hen3BeCTHA (YCTAHOBUTH YaCTOTY MO UMEIOIIMMCS IAaHHBIM HE
MPECTABIISACTCS BOBMOXKHBIM).

Tabamua 1. HexesiatesibHbIe peakunu

Knaccugpurauyusn Hescenamenvnuoile peakuyuu

cucmemam opcanoe

no

Hapywenua co cmoponul
Kpoeu u aumgamuueckoi
cucmembol

yacmo: HEUTPOIICHUS, JICUKOIICHUS
Ppeoxo: JIEUKOIIUTO3,

PETUKYJIOLUTONECHUS

MOHOIIUTO3,

Hapywenusa co cmoponbi
oomena  eewjecmeé u
nuUmMaHus

yacmo: TATIEPYPUKEMUS, THIICPTPUTIIALICPHICMUS
Heyacmo. TIFOKO3ypHUs
PpeOoKo: TUTIOKATHEMUS

Hapywenusa co cmoponul
UMMYHHOU CUCHEMbL

Heyacmo. ChIMb
peoKo: dK3eMa, 3y

Hapywenusa co cmoponul

ObIXAMEAbHOU CUCMEMDb,

peoko: OpoHXuaabHas acTMa, 0O0JIb B TOpJIe, PUHUT,
Ha30(hapuHTUT




0p2aH06 2pyoOHOIl KlemKu
u cpedocmeHnus

Hapywenusa co cmoponwl | uacmo: nuapes

HCENYOOUHO-KUUWIEYHO20 | Heuacmo: TOUTHOTa, pBOTa, 00JIb B )KUBOTE
mpaxkma peoKo: TUCKOMMOPT B KHUBOTE, A3Ba
JIBEHAJILATUIIEPCTHON KHUILIKH, KPOBSIHUCTBIA CTYI,
racTpUT

Hapywenusn co cmoponst | yacmo: nopbitiieane aktuBHOCTH AJIT, moBwieHne
neuenu u | aktuBHoct ACT, noBblllIeHHEe aKTUBHOCTU TamMMa-
scenuesvleooauux nymei | rmytamuntpancdepassl (I'TT)

peoKko:  TIOBBIICHWE  aKTUBHOCTU  IIEJOYHOU
dbocdharazpr (ILID), mnoBbINIEHHWE KOHIIEHTpAIUU
OmMpyOrHa B KPOBU

Jpyeue peoxko: aHOMAaJbHOE TOBEJICHUE, IMOBBIIICHUE
AKTUBHOCTHU KpeaTuH(dochHOKHHAZEI (KOK),
reMaTypus, IOJUI TOPTaHW, TUIEPIUTMEHTAIMS,
HapyllIeHHe BKYCOBOM YYBCTBUTEIBHOCTH,
remMaromMa, HEUYeTKOCTh 3pEeHHs, OOoib B TJIasy,
BEPTHUTO, HAJKEITYJOUYKOBBIC SKCTPACUCTOJBI, OOJIb B

IPYJHOM KIIETKE

Ilepeno3upoBka

CooO1ieHus o nepeno3upoBKe (paBUTUPaBUPOM OTCYTCTBYIOT.

B3aumoaeiicTBHe ¢ IPYrUMH JIEKAPCTBEHHBIMHU CPeACTBAMH

@apunupaBup He MeTabonusupyercs uToxpomoMm P450, rmaBHBIM 00pazom
MeTaboIM3UPYETCsl  AlbACTHJIOKCUAA30M M YaCTUYHO  KCAHTUHOKCHUIA30M.
®dapunupaBup WHTHOUpPYeET anpaeruaokcugazy u uuroxpom CYP2C8, HO He
UHIyuupyeT nquroxpom P450.

Taoauna 2. MexjiekapCTBeHHbIE B3aUMOAeiCTBHS

Jlexapcmeennvie | Bozmoscnvle I¢hghexmut Mexanusm Oeiicmeus u
cpeocmea daxmopul pucka
Hupazunamuo ['unepypukemust JlomoJIHUTEIbHO

MOBBIMIACTCA  peadbcopOrms
MOYEBOM KHUCJIOTBI B

ITOYCYHBIX KaHAJIbIIaX.
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(AOCNEAOBATENEHOCTE Q0021

A\VinYasYaYe)

Penaznunuo MoxeTt NOBBICUTHCS [ HHT NONPOBAHNT CYP2€C8
KOHICHTpaIuu perarivHuja B | IpUBOJAUT K IIOBBINICHUIO
KpOBH, BO3MOXHO Pa3BHUTHUC | KOHICHTPAIUU
HEXKEJIAaTCIIbHBIX peaKHI/Iﬁ Ha | p€rarivHujJa B KPOBH.
penarinHnug

Teogpunnun Konnentpanus B3anmoneiicteue c
(daBunIUpaBHpa B KPOBU MOXKET | KCAHTUHOKCUAA30M  MOXKET

MOBBICUTHCH, BO3MOXKHO | IPUBECTH K TOBBIIICHUIO
pa3BUTHE HEXeJaTeNbHbIX | KOHIICHTpaluu
peakiuii Ha paBUTTUpaBUP ¢daBunupaBrpa B KPOBH.
Damyuxnoeup, | IPHEKTUBHOCTH naHHbIX | UHrubuposanue
CYIUHOAK JIEKapCTBEHHBIX IpenaparoB | (haBUUPABUPOM
MOJKET OBITh CHIDKEHA aNbJICTHIOKCUAA3bl  MOXKET

OPUBECTH K  CHIKEHUIO
KOHIIEHTpAIlMd  aKTUBHBIX
¢bopM TaHHBIX MPENAPaTOB B

KpPOBH.

OcoOble ykazanus

[Ipn pa3BuTUM MOOOYHOTO JEUCTBUS HEOOXOAUMO cooOwmare 00 3TOM B
YCTAaHOBJICHHOM HOPSAKE JJIsl OCYIIECTBICHUS MEPONPUATUI IO (hapMaKOHAA30pY.
[TockonbKy B uccienoBaHusAX (aBUMIMpaBUpa Ha KUBOTHBIX HaOJIO[aIach CMEPTh
SMOPUOHOB M TeparorenHocth, npemnapar APEIIJIMBUP® Henb3s Ha3Hauath
OepeMEHHBIM U MPENOI0KUTEIBHO OEPEMEHHBIM KEHILMHAM.

1) IIpu wasznayennu mnpenapara APEIIJIMBUP® keHmuHaMm, CIOCOOHBIM K
JETOPOXKACHUIO (B TOM YHMCJE€ B MOCTMEHOINAy3e MeHee 2-X JIeT), He0OXOJuMO

IMOATBCPINTD OTDI/IHaTeJIBHblﬁ PC3VJIbTAT TCCTA HaA 6eDeMeHHOCTB J0 Hadalia

nedyenusd. JKeHIMHaM, CIIOCOOHBIM K JIETOPOKICHHUIO, HEOOXO0IMMO B MIOJIHOU Mepe
OOBSCHUTH PUCKH U TIIATEIBHO MPOMHCTPYKTUPOBATH HCIOJIB30BaTh Hambosee
s PexkTUBHBIE METOABbl KOHTpALCNIIMU C HMX MapTHEpaMHU BO BpeMsl Mpuema
mpenapata M B TeueHHE | Mecsla Mocjie ero OKOH4YaHWs (Mpe3epBaTUB CO
cnepmutaoM). [Ipu npeamnonoxxennn o BO3MOXHOM HACTYTUICHUH OEpEMEHHOCTH

HE00X0UMO HEe3aMeJTUTENBHO OTMEHHTD npuemM npenapara u



IIPOKOHCYJIbTUPOBATHCS C BPAYOM.
2) Ilpu pacripenieieHuy B OpraHu3Me desioBeka (paBUIMpaBHp MOMAJACT B CIIEPMY.
[Ipn Ha3HayeHUU Mpenapara NayueHTaM My>KYMHaM HEOOXOAMMO B MOJHOU Mepe
OOBSICHUTh PUCKUA W TIIATEIBHO MPOMHCTPYKTHPOBATH MCIIOJNB30BATh HamOoJee
3¢ (eKTUBHBIE METO/bl KOHTpPALCHIIMU TPU CEKCyalIbHbIX KOHTaKTax BO BpeMs
nprema npenapara U B TE4EHHE 3 MECSIIEB MOCIE €r0 OKOHYAHMS (MPe3epBaTUB CO
ciepMUIUAOM). JlOTMONMHUTENBHO HEOOXOAMMO MPOMHCTPYKTHPOBATH MAIIEHTOB
MY>KUMH HE BCTYNaTh B CEKCYalIbHbIE KOHTAKTHI C O€peMEHHBIMH >KEHITUHAMMU.

3) Ilpu pactpeneiieHNy B OpraHU3Me YeJIoBeKa (paBUITMPABHP MOMAIACT B TPYIHOE
moisioko. [Ipym HazHaueHuMH mpenapaTa KOPMSIIMM >KEHIIMHAM HEOOXOIUMO B
MOJIHOM Mepe OOBSCHUTHh PUCKU M THIATEIBHO MPOUHCTPYKTUPOBAThH MPEKPATUTH
rpyHOE BCKapMJIMBAHHWE HA BpeMsl IpHUEMa Ipernapara u B TEUCHUE 7 JTHEN Mocie
€ro OKOHYaHMS.

BausiHMe Ha CHOCOOHOCTL YNPABJIATHL TPAHCHOPTHBIMH CpPeICTBAMH,
MeXaHU3MaMM

Crnenyet coOmoaTh OCTOPOKHOCTH IPH YIPABIECHUH TPAHCTIOPTHBIMU CPEJICTBAMU
U paboTe ¢ MEXaHU3MaMHU.

dopma BbINyCKA

TabeTku, MOKPHITHIC TIICHOUYHOH 000104K0#, 200 MT.

[To 5, 10 umm 15 TabneTok B KOHTYPHYIO SYEUKOBYIO YIMAKOBKY M3 IUICHKU
MOJIMBUHWIXJIOPUAHONU U (OJIBTY ATFOMUHUEBOW TMEYaTHOW JIAKUPOBAHHOW WIIH U3
IIJIEHKU MOJIMBUHWIXJIOPUIHOW/ TIOTMBUHUITUEHXJIOPUTHOM 51 donbru
AJTIOMUHHUEBOU I€YaTHOM JJAKUPOBAHHOM.

I[To 40, 100 TabmeTok B 6aHKY U3 MOJUITHIIEHA BHICOKOH TIOTHOCTH, YKYTTOPEHHYIO
KPBIIIKOW W3 MOJMIPONUIEHA C KOHTPOJEM TMepBOro BCKpbITHS. CBOOOIHOE
MIPOCTPAHCTBO B OAHKE 3aMOIHSIIOT BATOH MEAUITUHCKON THTPOCKOTTMYECKOM.
Kaxyto 0aHKy WM 7 KOHTYPHBIX STYEHMKOBBIX YITAKOBOK 10 5 TabneTok, wiu 4, 7,

9, 10 KOHTYpHBIX SYEUKOBBIX yHnakoBOK mo 10 Tabierok, unu 3, 6 KOHTYPHBIX



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 22.08.2023 N2 16130

(NOCNEOOBATENBHOCTE 0002)

SYEHKOBBIX YMAKOBOK MO 15 TabNeTOK BMeETe € HHETPYKHIEH O MEAHTITHCKOMY
MPUMEHEHUIO MOMENIAIOT B MAYKy U3 KapTOHA.

YcioBus XxpaHeHus

[Tpu Temneparype He Bbime 25 °C BO BTOPUYHOU YIIaKOBKE.

XpaHUTh B HEJJOCTYITHOM JJIs IETEH MecTe.

Cpoxk roaHocTu

2 roja.

He npumeHsTh 0 UCTEUEHUU CPOKa TOAHOCTH.

YcaoBus oTmycka

OTmycKawT Mo peuenTy.

Jlep:xaresib perucTpaiMOHHOI0 YA0CTOBEPEeHUsI

00O «ITPOMOME/] PYC», Poccus

129090, r. MockBa, npocriektT Mupa, gom 13, ctpoenue 1, opuc 13
IIpousBoauTeab

AO «buoxumuky», Poccust

FOpunnueckuii aapec: 430030, Pecniyosiuka Mopaosus, 1. Capanck, yi. Bacenko,
o 15A

Anpec wmecra mpousBozactBa: 430030, Pecmy6iamka MopnpoBus, r. CapaHnck,
yia. Bacenko, a. 15A

Tenedon: +7 (8342) 38-03-68

Ajpec 37eKTpOoHHO# mouTsl: biohimic@promomed.pro

Anpec B ceTH HHTEepHET: promomed.ru

Opranuszanus, NPUHAMAIOIIAA IPETEeH3MH NOTPeduTe e

000 «ITPOMOME/] PYC», Poccus

129090, r. MockBa, npocriekT Mupa, 1om 13, ctpoenue 1, odpuc 13

Tenedon: +7 (495) 640-25-28

AJipec 3JeKTpOHHOM TOUTHI: reception@promomed.pro

Kpyrinocytounsliii TenegoH ropsiueid ITMHUM apMaKkoHaa30pa:

8-800-777-86-04 (6ecrmnaTHO)
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