COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 16.12.2025 N= 31282

(NOCNEOOBATENBLHOCTE 0002)

OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
bpunnuanToBbIi 3eneHbii, 1 %, pacTBOp 1 HAPYKHOTO IPUMEHEHUS CIIUPTOBOM.
bpunnuaHTOBBIN 3€NeHbIH, 2 %, pacTBOP 11 HAPYKHOTO IPUMEHEHUS CIIUPTOBOM.
2. KAYMECTBEHHBI U1 KOJTMYECTBEHHbBINA COCTAB

JleiicTByrolee BeecTBO: OPHIUTMaHTOBBIN 3€JICHBIH.

bpuwuinanToBbIl 3eaeHbiid, 1 %, pacTBOp JUIL HAPYKHOIO DPUMEHEHUS CIMPTOBOU

Kaxnpie 100 M pacTBOpa coaeprkatr | r OpuITHaHTOBOTO 3€JICHOTO.

BbpuwuinaHToBbIN 3eIeHbIH, 2 %. pacTBOP JUIL HAPYKHOIO OPUMEHEHUS CIMPTOBOU

Kaxnapie 100 M1 pactBopa coaepxar 2 r OpuUIMaHTOBOTO 3€JICHOTO.

[TosHbI nepedyeHb BCIIOMOTraTENIbHBIX BELECTB MPUBEJEH B pasneie 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTtBOp 114 HApyKHOTO MPUMEHEHUS CITIUPTOBOM.

[Ipo3payHast MHTEHCHBHO 3€JIEHOTO 1[BETA JKUJKOCTb C 3a[1aXOM CIIUPTA.

4. KIMHUYECKUE JAHHBIE

4.1. [loka3zanusi K NPUMEHEHUIO

[Ipenapar bpuninnaHTOBBIN 3€JIEHBIA TOKAa3aH K MPUMEHEHHIO Y B3POCIBIX MAIMEHTOB U Y JIETeH
JUISL ICYEHUS CIIETYIOIINUX COCTOSTHUM:

CBexue TMOCIEONepallMOHHbIE M MOCTTpaBMaTHYecKue pyOusl, Menbomut, Onedapur,
MUOJIEPMHUS, CCAINHBI, TOPE3bl, HAPYIICHUS LIETOCTHOCTH KOXKHBIX ITOKPOBOB.

4.2. Pe:kuM 103MPOBAHUSA U CIOCO0 MPUMEHEHM I

PexxuM 103upoBaHus

[Ipenapar HaHOCAT HENOCPEACTBEHHO Ha TMOBPEXKJACHHYIO IOBEPXHOCTb, 3aXBaTbIBas
OKpY’KaroIIHe 310pOBble TKaHH.

Cnoco0 ImpuMeHeHus

HapyxHo.

4.3. llpoTuBONOKA3aHUSA

['nnepuyBCTBUTENBHOCTh K OPUJUIMAHTOBOMY 3€JIEHOMY WM K JHOOOMY M3 BCIIOMOTaTeIbHBIX
BEILIECTB, IEPEUUCIICHHBIX B pazjeine 6.1.

4.4. OcoOble ykazaHHusl M Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBLIO

bepeMeHHOCTD, TIepHO/I TPYIHOTO BCKapMIIMBaHus, Osieaput, MeMOOMUT, AETCKUNA BO3pAcCT 110 3

JICT.
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Oco0snle yKa3zaHus

He cnenmyer nmomyckarh momafaHusi Mpenapara Ha CIM3UCThIE OOOJIOUKH, TaK Kak CIHPT,
coJIepKalIMiics B Ipenapare, MOKET BbI3bIBATh OKOTH U pa3apaxenue. He qomyckars nonagaHus
B IJI1a3a.

AKTHBHOCTb JIEKQPCTBEHHOT'O MpenapaTa bpuinaHTOBBIN 3€€HbI CYIIECTBEHHO CHUMXKAETCS B
HNPUCYTCTBUHU CBIBOPOTKHU KPOBHU.

4.5. BzaumojeiicTBie ¢ JPYTHMH JICKAPCTBEHHBIMHM IpenapaTtaMM H Jpyrue BHABI
B3aNMOJAEHCTBUSA

HecoBmecTuM ¢ ne3uHPUIHMPYIOMUMU CPEACTBAMHU, COAEPXKALIUMH MO, XJIOp, HIeaoud (B T.4.
pacTBOp aMMHaKa).

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTAUMS

bepeMeHHOCTB

[To uMeronMcs TaHHBIM MPU MPABUIIBHOM NMPUMEHEHUHU TpenapaT bpuuiMaHTOBBIA 3€JIEHBIN
MOXXHO TPUMEHSATh NMpH OEpPEeMEHHOCTH, OJHAKO, MPH €ro NPUMEHEHHH NpU OepeMEeHHOCTH
ciefyeT co0Ir01aTh OCTOPOKHOCTD.

Jlakranus

[To uMeronMcs TaHHBIM MPU MPABUIBHOM NMPUMEHEHUHU TpenapaT bpuiuIMaHTOBBIA 3€JIEHBIN
MOKHO ITPUMCHATH B IICPUOJ I'PYAHOT'O BCKAPMJIIMBAHHUA, OJHAKO, ITPU €ro NPUMCHCHHU B IICPHUO/
TPYAHOTO BCKapMJIMBAHUS CIEAyeT COOMI0OIaTh OCTOPOKHOCTH. He momyckaercs MpUMEHCHHE
npenapara Ha KOy COCKOB.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATH TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHNU3MaMu

[Ipenapar He oKa3bIBaeT BIHMSIHHUS Ha CIOCOOHOCTH YNPABIATH TPAHCIOPTHBIMH CpEACTBAMH,
paboTath ¢ MEXaHHU3MaMHU.

4.8. HexkennaTeibHbIe peakuuu

PesroMe HexxenaTeabHbIX peaKIui

Koxenue B mecrte HAaHCCCHU:A, IIPU IMOoIlaJaHWU Ha CIU3UCTYIO O6OJIO‘IKy riaa3a — XOKCHUC,
CJIC30TCUCHUC.

COO6H_ICHI/IC O ITOAO03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0mare O TMOAO03pEBAaEMBbIX HEXKENATeNbHBIX PEAKIMAX IOCIEe PETUCTpaIiH
JIEKapCTBEHHOTO Iperapara ¢ [elbl0 00eCIeYeHNs HePEPhIBHOIO MOHUTOPUHTA COOTHOILICHHS
«I0Jb3a — PHUCK» JIEKAPCTBEHHOI'O Mpernapara. MeaunuHCKUM pa0OTHUKAM PEKOMEHIYeTcs
coo0IaTe O JIIOOBIX MOJI03PEBAEMbIX HEXeNaTelIbHBIX PEeaKIUsAX JIEKapCTBEHHOIO IMpernapara
Yyepe3 HallMOHAJIbHBIE CUCTEMBI COOOIICHHUSI O HEXEIAaTeIbHbIX PEAKLUAX rOCyIapCTB — WICHOB

EBpa3uiickoro 53K0HOMHUYECKOr0 COI3a.
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Poccuiickas @enepanus

®denepanbHas cryx0a 1Mo Ha3opy B chepe 31paBOOXPAHCHUS.

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

Tenedon: +7 800 550 99 03

DnekTpoHHas nmoyra: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru
CaiiT B nH(pOpPMAIIMOHHO-TEJIECKOMMYHUKALMOHHOM ceTH «MHTepHeT»:

https:/ /www.roszdravnadzor.gov .ru/

4.9. [lepeno3upoBka

CrnyyaeB nepeJo3UpOBKH 10 HACTOSIIIEr0 BPEMEHH BBISIBJICHO HE ObLIO.

5. DPAPMAKOJIOTTYECKUE CBOMCTBA

5.1. ®apmakoauHaMHuYecKne CBOHCTBA

dapMakoTepaneBTUYECKas TPYIIa: aHTHCENTUKH U Je3UH(ULUPYIOLIUE CPEACTBA; ApYyrue
AQHTHUCENTHUKH U Je3UH(DULIHPYIOLIUE CPEACTBA.

Kon ATX: DOSAX

dapmakoauHamuyeckue d3PPeKTol

AHTHCENTHYECKU MpenapaT (aKTUBEH B OTHOLIEHUH IPaMIIOIOXKHUTENbHBIX OaKTepuit).

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

He uzyuanocs.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [Iepeuenb BcnoMorareJibHbIX BellleCTB

Ortanoun (cupT 3TUOBBIN) 95 %

Bopna ouninennas

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHUs)

2 roxa.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

B 3amuinenHoM OT CBeTa MecTe MpH TemrepaType He Boime 25 °C.

6.5. Xapakrep u coaepkaHue YNIAKOBKHU

I[Io 10 mn, 25 Ma Bo (IakoOHBI OPAaHKEBOIO WM OECLBETHOIO CTEKJA, YKYHNOPEHHBIE
MOJIUATUIICHOBBIMU MPOOKAMH M KPBIITKAMUA HABUHYNBAEMBIMHU TIJIACTMACCOBBIMU MJTH KPBIIITKAMU
YKYIIOPOYHO-HABUHYMBAEMBIMU U3 MOJUATHIICHA WIIM TOJTUMEPHBIX MAaTEPUAJIOB, WIH KPbIILIKAMU
YKYIIOPOYHO-HABUHYMBAEMBIMU C TIOMa3KOM U3 MOJIUATUIICHA WU MOJIMMEPHBIX MaTepUaIOB.

Kax b1l praxoH BMecTe ¢ MHCTPYKIIMEH 10 MPUMEHEHHIO MIOMEIAIOT B MAYKy M3 KapTOHA.
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WHCTPYKIUH 110 IPUMEHEHHIO B SIIIUK U3 TOQPUPOBAHHOTO KAPTOHA MM KOPOOKY M3 KapTOHA U
KOMOMHHPOBAHHBIX MaTepuasioB (/[ crainoHapos).

6.6. OcoOble Mepbl MNPEIOCTOPOKHOCTH NPH  YTWIN3ANMH  HCHOJb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NpPHMEHEeHUus:
JIEKAPCTBEHHOT0 Mpenapara, ¥ Apyrue MaHUMyJIsIUU ¢ PenapaToM

Het oco06bix TpeGoBaHUH K YTHIU3AIIH.

7. AEPXKATEJIb PETUCTPAIHUMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus,

00O «HayuHo — uccrnenoBaTtenbckuii ”THCTUTYT Menuuunbl 1 Crangaptuzanun», Poccus
141070, MockoBckast 06011., r. Kopounes, yn. ®@pynse, 1. 1A, nomernt. 111, oduc 208.

7.1. [IpencraBuTeib AepKaTeJsl PErHCTPALMOHHOIO Y10CTOBEPEHUS

[IpeTen3un moTpedbuTeNel HapaBsATh MO aApecy:

Poccuiickas ®enepanns,

443051, r. Camapa, yn. Enuceiickas, a. 62a, od. 14

Ten/dakc (846) 312-59-42 / (846) 312-59-37, e-mail: ook@hyppocrat.ru

8. HOMEP (HOMEPA) PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

9. KATEI'OPUS OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEeHHBIH Mpenapat OTHOCUTCS K KaTeropuu OTIycka 6e3 perernTa.

OO0mas xapakTEepUCTUKA JIEKAPCTBEHHOTO Tpemnapara BpuiIMaHTOBBIA 3€JIEHBIA TOCTYIHA B
€IMHOM PEECTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpazniickoro 5KOHOMHUYECKOTO
cor3a W Ha O(UIMATLHOM CalTe YMOJHOMOYEHHOTO OpraHa (dKCIIEPTHOW OpraHU3aIliH)
(https://Ik.regmed.ru/Register/EAEU SmPC).»
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