COOTBETCTEYET 3KCMEPTHOMY OTYETY
ot 09.12.2024 N2 27193 1

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

bpunnuanToBbIN 3e5eHbll, 1%, pacTBOpP 71 HAPYKHOTO IPUMEHEHUSI CIIUPTOBOM.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByromiee BeeCTBO: OPHIUTMAHTOBBIN 3€JICHBIH.

Kaxnasle 100 mu1 pactBopa Juis HapyKHOIO IPUMEHEHHUs CHOMpPTOBOM cojepkaT 1 r
OpUILIHMAHTOBOTO 3€JIEHOTO.

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIECTB MPUBEIEH B pa3jerie 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTtBOp AJ1s1 HApY’)KHOrO NPUMEHEHUS CIIMPTOBOM.

[Ipo3pauHast MHHTEHCUBHO 3€J€HOTr0 1BETa )KUJAKOCTh C 3al1aXOM CIIUPTA.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMEHEHHUIO

IIpenapar bpuiuiMaHTOBBIN 3€JIEHBIN MOKa3aH K IPUMEHEHHUIO y B3POCIBIX IALUEHTOB U y JI€TEeH
ot 0 1o 18 neT A ne4eHus Cienyomux COCTOSHUMN:

CBexxue mocieonepaluoHHble ¥ MOCTTpaBMaTHYecKue pyoubl, Menbomur, Onedapur,
MUOJIEPMHUS, CCATNHBI, IOPE3bl, HAPYIIEHUS LIETOCTHOCTH KOXKHBIX IIOKPOBOB.

4.2. Pe:kuM 103UPOBAaHNS M CIOCO0 MPUMeEHEHUsI

Pexxum 103upoBaHus

B3pocnblM  HAaHOCAT HENOCPEACTBEHHO Ha MOBPEXKACHHYH IOBEPXHOCTb, 3aXBaTbIBas
OKPY’KaIOIIHNE 37J0POBbIC TKAHHU.

Oco0ble TPVIIILI TAIUEHTOB

bezonacHocte M 3¢ ¢dexkTuBHOCT, TpenapaTa BpuIIMaHTOBBIN 3eleHBI Yy OCOOBIX TPyl
NAIMEHTOB HE YCTAHOBJICHBI.

eTH
Pexum nosmpoBanus y gereit B Bo3pacte oT O mo 18 meT He oTiIMYaeTcss OT pexuMa
JIO3UPOBaHUs AJIs1 B3POCIIBIX.

Crooco0 rmpuMeHeHus

Hapyxno. H3b6ezamb nonadanus 6 znaza u Ha cauzucmole 000104Kku!
4.3 IIpoTuBONOKA3aAHUA
['unepuyBCTBUTENHHOCTh K OPUIIMAHTOBOMY 3€JIEHOMY WM K JIFOOOMY M3 BCIIOMOTAaTEIbHBIX

BCIICCTB, IICPCUUCIICHHBIX B Pa3aciic 6.1.
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4.4, Ocobble yKa3aHUsl U MePbI IPEI0CTOPOKHOCTH HM%},}%&;EHEHU CThb 0001)

_MNEPTHOMY OTUYETY

C 0CTOPOKHOCTBLIO

BepemennocTh, mepuo/ rpyAHOTO BCKapMiIMBaHus, Onedapur, MeiiOOMHT, IETCKUI BO3pacT 10
3 7er.

Oco0ble yKazaHus

He cnemyer nomyckarh mnomajgaHusl IipenapaTa Ha CIU3UCTble OOOJIOUKHM, T.K. CIHUPT,
COJepKAIMIiCs B COCTaBE IMperapara, MOXXET BbI3BaThb OXKOTU CIM3UCTBIX W/WIM CHIBHOE
pasapaxeHue.

He nonyckars nonaganus npenapara B riasal

AKTHBHOCTb JIEKAPCTBEHHOTO IpenapaTa bpuiuinanToBeli 3€€HbIH CYIIECTBEHHO CHMXKAETCS B
IIPUCYTCTBUU CBIBOPOTKU KPOBHU.

4.5. B3auMopeiicTBHe ¢ APYrMMH JeKApPCTBEHHBIMH MpenapaTaMu MW JApyrue BHIbI
B3aNMOeliCTBUSA

HecoBmecTnM ¢ ne3MHQUIUPYIOUIMMHA CPEICTBAMH, COACPIKAIIMMHU KO, XJIOp, HIETOYH (B T.4.
pacTBOp aMMHAaKa).

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTH U JIAKTALMS

bepemeHHOCTD

ITIo nMmeronMMCsl TaHHBIM IIPU NPABWJIBHOM IPUMEHEHUH IpenapaT bpuIIMaHTOBBIN 3€JIEHBIN
MOYKHO TPHUMEHSTh NPH OEPEeMEHHOCTH, OJHAKO, MPH €ro NPUMEHEHHWH NpU OEpeMEHHOCTH
ciiefyeT co0ar01aTh OCTOPOKHOCTD.

JlakTanus

ITo umeronMMcsl TaHHBIM IIPU NPABWJIBHOM NPUMEHEHUH IpernapaT bpuIIMaHTOBBIN 3€JIEHBIN
MOXHO NIPHUMEHATh B IEPUOJ TPYAHOIO BCKAapMIIMBAHUS, OJHAKO, IPU €r0 INPUMEHEHHH B
NepuoJl TPYAHOTO BCKapMIIMBAHMs CIIEAyeT coOM0aTh OCTOpoKHOCTh. He odonyckaemcsa
npumeHenue npenapama Ha K0iicy COCKOe.

DdepTUabHOCTD

Janubie mo GepTUILHOCTH OTCYTCTBYIOT.

4.7. Bausinne HAa CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPEACTBAMH H padoTath ¢
MeXaHHU3MaMH

HpI/I MMpaBUJIbHOM TIPUMCHCHUMW HEC OKa3bIBACT BJIWAHUA Ha CIIOCOOHOCTD YHOpaBJIATh
TPaHCIIOPTHBIMU CPEACTBaMHM, pabOTaTh C MEXaHU3MaMH.

4.8. HexxesnaTesibHbIE peaKIUU

PesromMe HexenaTeabHbIX pPeaKIil

Knaccudukanmst 4acToTsl BOSHUKHOBEHUSI TOOOYHBIX PEAKIIHI:
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ouens yacto (> 1/10); wacto (> 1/100, < 1/10); |newacrd 'ZE:'HR%QQT/E@&EH&M Ez"'?/ibboo,

< 1/1000); ouens peaxo (< 1/10000), BkIrO4ast OTACIbHBIE COOOLICHNS, YaCTOTAa HEU3BECTHA —

Mo UMCHOIHUMCA JAHHBIM YCTAHOBUTH YaCTOTY BOSHUKHOBCHUA HEC NPCACTABIIAJIOCHE BO3SMOXKXHBIM.

Kokenne B mecTe HAaHECCHH:, IIpU IIOoNaJaHHMKW Ha CIHU3UCTYIO O60J'IOLIKy riaa3a — KXCHHC,

CJIC30TCUYCHUC.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0maTb O I0A03PEBAEMBIX HEKEJIATEIbHBIX pPEAKLUSX II0CIE€ PErucTpanuu

JICKApCTBCHHOT'O IIpfriapaTra C LECJIbIO obOecrieyeHus HEMIPEPBIBHOI'O MOHUTOPHHI'a COOTHOIICHUSA

«I10JIb3a — PHUCK» JICKapCTBCHHOI'O IIpCriapara. MG,I[I/II_[I/IHCKI/IM pa6OTHI/IKaM PEKOMCHAYETCA

COO6H_IaTB 0 JIFOOBIX MoAO3pCBACMBbIX HCKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IIpCriapara

4YCpEe3 HAIMOHAJIBHBIC CHCTCMbI COOGH_IGHI/DI 0 HCKCIIATCIIbHBIX PCAKOUAX IOCyAapCTB - YICHOB

EBpa3uiickoro 3KOHOMHYECKOT0 CO03a.

Poccuiickas @enepanus

ODenepanbHas Ciryx0a 1o Haa30py B cdepe 3ApaBOOXPaHECHUS.
Anpec: 109012, r. Mocksa, CraBsiHCKas III0IIa b, 1. 4, cTp. 1.
Tenedon: +7 800 550 99 03

DnekTpoHHas novra: pharm@roszdravnadzor.gov.ru

Caiit B UH(POPMAITMOHHO-TEIIEKOMMYHHKAITHOHHOM

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

4.9. llepeno3upoBka
JlaHHBIE OTCYTCTBYIOT.
5. DPAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoaMHAMHYEeCKHE CBOICTBA

ceTu «nTepuem:

CDapMaI(OTepaHeBTI/I‘IeCKaSI rpymnia: aHTUCCIITUKU U ,Z[C3I/IH(I)I/II_II/IpyIOIJ_II/Ie cpeacrBa; Apyruce

AQHTUCENTHKH U 1e3MH(DUIUPYIOIIUE CPEICTBA.
Kox ATX: DO8BAX

dapmakoagnaammdeckne YO HeKTol

AHTHCENTHYECKUH npenapar (aKTUBEH B OTHOLIEHUH I'PaMIIOI0KUTENbHBIX OaKTepuit).

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA
JlaHHBIE OTCYTCTBYIOT.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB
Otanon (3TunoBkIi ciupt) 95 %

Bona ounmiennas
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6.2. HecoBMecTHMOCTD (MOCNEOQBATENEHOCTE 0001)

He npumennmo.

6.3. Cpok rognocTu (CpOK XpaHeHus1)

2 roja.

6.4. OcoOble Mepbl PEI0CTOPOKHOCTH NPU XPAHEHUU

XpaHuTh B 3alIUIIEHHOM OT CBETa MeCTe Mpu Temieparype ot 15 o 25 °C.

6.5. XapakTep u coep:KaHue NePBUYHOI YITAKOBKH

ITo 10, 15 M Bo ¢1akoHBI TEMHOTO CTEKJIA, YKYNOPEHHBIE MPOOKaMU M3 TIOJUATHIICHA HU3KOTO
JABJICHHUS.

[To 10, 25 ma Bo (pakoHBI OpPAaH)KEBOTO CTEKJIAa C BHUHTOBOM TOPJIOBHUHOW, YKYIOPEHHBIE
npoOKaMy U3 TOJIMATHIICHA HU3KOTO IaBJICHUS M KPBIIIKAaMH ITOJIMMEPHBIMUA HABUHYMBACMbIMH.
[To 10 M1 BO (priakOHBI OPAHKEBOTO CTEKJIA C BUHTOBOM TOPJIIOBUHOM, YKYIOPEHHBIE KPBIIIIKAMU
MOJIMMEPHBIMU HABUHUHMBAEMBIMH.

[lo 10, 25 ma BO (JakoHBI W3 MOJUATWICHTepedTanaTa, YKYNOPEHHBIE KpPBIIIKaMU
MOJMMEPHBIMI HABUHYUBAEMBIMU C TTOMA3KOM.

Kaxxapiii ¢h1akoH BMecTe ¢ MHCTPYKIIHEH 110 MPUMEHEHHUIO TTOMEHIA0T B MaYKy U3 KapTOoHA.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOXXKEHMH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara WJIM OTX0A0B, [MOJYYEHHBbIX IIOcjle NpPHMEHEeHUus:
JIEKApPCTBEHHOI0 Npenapara, 1 Apyrue MaHUNyJIsiMHU ¢ penapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

Poccniickas @enepanns

000 «®opmyna-OP»

109443, r. MockBa, Bonrorpazackuit mpocnekT, 1. 139, oduc 10

7.1. IlpeacTraBuTeNb AEprKATEJIs] PErHCTPALMOHHOIO YI0CTOBEPEHHUS

[Iperen3un norpedUTENEH HAIPABIATE 110 aIPECY:

Poccniickas @enepanns

00O «Tynbckas papmarieBTHUECKas paOpukar»

300004, r. Tyna, Topxosckuii mpoesn, A. 10

Ten.: +7 (4872) 41-04-73

dakc: +7 (4872) 41-04-73

8. HOMEP PETUCTPALIMUOHHOI'O YIOCTOBEPEHUS
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9. IATA TEPBUYHOW PETMCTPALIMU (MOJTBEPHIEHUSA PEFHCTPAIAMN,

INEPEPETUCTPALINN)

JlaTa niepBoi perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA

OOmast XxapakTepuCTUKa JICKapCTBEHHOTO Mperapara BpuiinaHTOBBIN 3€leHbI J0CTyIHA Ha
UHPOPMALIMOHHOM TopTane EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHUKaIMoHHOU cetn « TaTepHe™» http://eec.eaeunion.org.



http://eec.eaeunion.org/

