OBILIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Bpomrekcun-®@apmcranaapt, 8 Mr, TabIeTKH

2. KAYECTBEHHBI 1 KOJIMYECTBEHHBIA COCTAB

JleficTBytOIIEE BEIIECTBO: OPOMICKCHH.

Kaxnas Tabnerka cogep ut 8 Mr OpoMrekcrHa (B BUAE THIPOXIOPHIA).

BcnomorarenbHbie BeNECTBa, HATUYHE KOTOPHIX HA/I0 YYUTHIBATh B COCTABE JEKAPCTBEHHOTO
npenapara: Jiakro3a (caxap MojouHsbIii) — 80 mr, caxapo3a (caxap 6emnbiif) — 30 mMr (cM. pasuen
4.3).

[TonHbIii IepeyeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
Tab0aeTku

Kpyrible miockommumHIpuIecKue TabaeTku 0eoro nsera, ¢ (hackoi.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloxka3aHusi K NPUMEHEHUIO

. OcTpple W XpOHHYECKHE OpOHXOJIETOUHBIC 3a00JIEBaHHS, COMPOBOXKIAOIINECS
3aTpyAHEHUEM OTXO0XKICHHS BI3KOH MOKPOTHI: TPaXe0OPOHXUT, OPOHXHUTHI pa3HOU STHOJIOTHA
(B T.4. OCIOXHEHHble OpOHXOIKTazaMH), OpOHXHANbHAas acTMa, TYOepKyJe3 Jerkux,
sMpu3eMa JEeTKUX, THEBMOHUS, THEBMOKOHH 03, MYKOBUCIIH/IO03.

. Cananust OpOHXHAIBHOTO JIEPEBa B MPEIOTIEPAIIMOHHOM NIEPHOJIE ¥ TIPU MIPOBEIACHUN
7edeOHbIX W JTUArHOCTHYECKUX BHYTPUOPOHXHMAIBHBIX MAHHUIYJSAIHHA, MPOQUIaKTHKA

CKOIIJICHUA B 6pOHX3.X FYCTOﬁ BSI3KOH MOKPOTHI ITIOCJIC OICpaluu.

4.2. Pe:kuM J03UPOBAHMS U CNIOCO0 MPUMEHEHUSs

PexxuMm no3upoBanus

Bapocneiv: o 1-2 Tabnetku (8-16 mr) 3-4 pa3a B CyTKH.

Oco0nIe T'PYHIIBI HATWUCHTOB

[Ipu Hapymenun GyHKIMHM TOYEK W/WIN TSDKEIIbIX 3a00JIEBaHUSAX MEYEHU CIIEYeT YBEIUUUTh

MHTEpBaJIbIl MEXAY MpUeMaMH, JU00 yMeHbUINTH 103y. Ilo maHHOMy Bompocy HeoOXoauMo



MIPOKOHCYJIBTUPOBATHCS C JICUALIUM BPAYOM.

eTH
Hetsm ot 6 1o 14 net: mo 1 Tabnerke 8 mr 3 pasza B CyTKH.
Hetsim crapie 14 neT: pexxum J103MpOBaHUS AHAJIOTUYEH TAKOBOMY Y B3POCIBIX.
TepaneBTuueckoe I1EUCTBUE MOKET MPOSIBUTCA HA 4-6 IEHb JICUCHHUS.
Kypc neuenus - ot 4 no 28 aueit. He pexomenayeTcs mpuHUMaTh OpoMrekcuH Oosee 4-5 qHei
0e3 KOHCYJIbTAllUU Bpaya.

Cnocob IIPUMCHCHU A

BuyTpp, HE3aBUCUMO OT IIpYEMa MUILH.

4.3. IIpoTuBOMOKA3AHUS
. THIIEPYYBCTBUTEIILHOCTh K OpPOMICKCHHY HIM K JIFOOOMY W3 BCIIOMOTaTEIbHBIX

BELIECTB, [IEPEUNCIICHHBIX B oapasjene 6.1;

. sI3BeHHAast O0JIe3HB JKeNyKa U 12-MepCTHOM KUIIKK (B TOM YMCIIC B aHAMHE3E);

. 6epemennocts (I pumectp);

. NEpUOJ TPYAHOI0 BCKapMJIMBAHUS;

. JETCKUM BO3pacT 10 6 JIeT;

. PEAKO BCTpEYArOIIAsiCsl HACJIEICTBEHHAs HENEPEHOCHUMOCTh TalaKTO3bl, JEPUIUT

JIAKTa3bl nonapeﬁ HJIN T''IFOKO30-TraJIaKTO3Hasa ManLa6cop6u1/m;
i PCAKO BCTpCUaromasdacsa HaACJICACTBCHHAdA HCEIICPCHOCHMOCTDL q)pYKTOSLI, I[e(bI/II_[I/IT

caxapasbl/M30MaIbTa3bl.

4.4. Oco0ble yka3aHusl M Mepbl PeA0CTOPOKHOCTH NPH NPUMEHEeHUH

C 0CTOPOKHOCTBIO

. MOYEeYHAas ¥/MITU TTIeYCHOYHAs! HEJJOCTAaTOYHOCTb;

. 3abosieBaHMs OPOHXOB, COMPOBOXKJAIONINECS YPE3MEPHBIM CKOIUICHHEM CEKPETa;
. HaJIMYKMEe B aHAMHe3€ 3MM30/a KPOBOXapKaHbs;

. KeJyJJOUHOe KPOBOTEUECHHE B aHAMHE3E;

. 6epemenHocts (Il u 11l Tpumectp).

B ciydasx HapylieHus MOTOpUKU OpOHXOB (HampuMmep, IpHU PEIKOM CHHIIPOME HMEPBUYHOM
JTMCKMHE3UN PECHUYEK) WK MPH 3HAYUTEIBHOM 00beMe BBIAETIIEMON MOKPOTHI, TPUMEHEHHE
OpoMrekcruHa TpeOyeT OCTOPOXKHOCTH B CBSI3M C PHUCKOM 33JEpXKKH OTAEISIEMOTO B
JBIXaTEIbHBIX MYTSIX.

Cne/:[yeT O6paTI/ITI) BHUMAHUEC IMMAITMCHTOB, MMPHUHUMAIOIINX 6p0MFeKCI/IH, Ha BO3MOXHOCTH



MOBBIIIEHHOTO OTAEIEHUSI MOKPOTHI.
[Ipy HapymeHMM (QYHKUMU MOYEK M INPH TSHKENIBIX 3a00J€BAHUAX MEUYE€HHM OpPOMI€KCHH
clleiyeT IPUMEHSATh ¢ 0CO00H OCTOPOXKHOCTBIO (HAIIPUMEP, YMEHBIINUTh 03y UM YBEJIUYUTh
MHTEpBAI MexAy mnpuemamu). [Ipu TsDKenod MOYedyHOM HEeIO0CTaTOYHOCTH HEOOXOIUMO
YYUTHIBATh BO3MOXKHOCTh HAKOIUIEHHs] OOpa3yloOUIMXCS B TEYEeHH MeTaOOJIUTOB.
Pexomenyercst nepuoin4yeckoe NpoBeIeHUe MOHUTOPHHTA (DYHKIIMHU ITIE€YEHU; OCOOCHHO IIPU
JUTUTENILHOM JICUEHUH.
Ha ¢one npumenenus 6poMrekcrHa HaOMIOAANNUCh PEAKHE CIIydau BOSHUKHOBEHHUS TSKEIbBIX
3a00JeBaHUN KOXH, TaKUX Kak MyJIbTH(OpMHAsA 3puTeMa, cuHiapom CrtuBeHca-/[)koHCOHa,
cuiapom Jlailema (TOKCHYECKMH SIUAEpMaibHBIA HEKPOIM3), a TaKXKe OCTPBIM
TeHEPAIM30BAHHBIA YK3aHTEMAaTO3HbIN myctyie3. [lpu nosBneHUn anjaepruyeckux peaxiui
W/WIIM IPU3HAKOB [TPOrPECCUPYIOLIEH KOXKHOM CBIITU (MHOTJa B COYETAaHUU C BOSHUKHOBEHUEM
My3blpell M MOPAXEHUEM CIM3UCTBIX O00JOYEK) ClIeAyeT HEMEJIEHHO IPEeKpaTUTh
IIPUMEHEHUE IIpenapaTa u o0paTUThCs K Bpady.
B npornecce neyenus pekoMeHayeTcs ynoTpeosaTh J0CTaATOYHOE KOJTMUECTBO XKUIKOCTU JUIs
NOJIEP>KaHUS CEKPETOIMTUYECKOT0 IeHCTBHSI OpOMIeKCHHA.
B 1 Tabnerke comepxutcs 200 Mr yriueBoaoB (Kpaxmaia KapTo(embHOTro, JIAKTO3bI,
caxaposbl), uro coorBeTcTByeT 0,02 xne6Hoi enunuinbl (XE). DTO ciemyeT yduThIBaTh
00JIbHBIM CaXxapHbIM JHA0ETOM.

eTu
VY nereil neueHue cleayeT COYEeTaTb C IMOCTYPaJbHBIM JPEHAKEM WM BHOPAIMOHHBIM

MacCaXeM IpyIHON KJIETKH, 00JIeTr4arolIiM 9BaKyalluio CeKpeTa u3 OPOHXOB.

4.5. B3aumojeiicTBUsl ¢ JAPYrHMH JIeKAPCTBEHHBbIMH NpenapaTamMM M JIpyrue BH/bI
B3aMMO/AEeHCTBUA

BpomrekcrH He Ha3HAYaIOT OJJTHOBPEMEHHO C JIEKaPCTBEHHBIMU CPEJICTBAMU, I10JIaBIISIOLIIMHU
KalIeBOW LEHTP (B T.4. COAEP)KAIIMMHU KOJAEUH), MOCKOJIBKY 3TO 3aTPYAHIET OTXO0XKJICHHE
PazKIKEHHON MOKPOTHI (TPUBOAMUT K HAKOIUIEHUIO OPOHXMATIBHOTO CEKPETa B IbIXaTEeIbHBIX
MyTSX).

BpomrekcuH cnocoOCTBYeT MPOHUKHOBEHUIO AaHTUOMOTHUKOB (aMOKCHULIMIUIMH, aMITUIUJIINH,
SPUTPOMHIIMH, Ue(aleKCUH, OKCUTETPAIMKINH), CyJIb()aHWIAMUAHBIX JIEKApCTBEHHBIX
cpeAcTB B OpOHXMalbHBIM CEKpeT B TMepBble 4-5 mHEH NPOTHBOMUKPOOHOH Tepamnuu.
CoBmecTHOE IIPUMEHEHHE OpomrekcrHa c HEKOTOPBIMU HECTEPOUTHBIMU

MPOTUBOBOCIIAIUTENIbHBIMM ~ TIpenapataMu  (caiuiuiatamMy, (GeHWwIOyTa30HOM WM



OyTaJIMOHOM) MOXET BbI3BIBATh PA3ApPaXKEHHUE CIU3UCTOMN JKETyaAKa.
IIpy OHHOBPEMEHHOM IIPUMEHEHMM C IpenapaTamMH, BbI3BIBAIOIIMMH  CHUMIITOMBI
pasapakeHusA JKEIyJLOYHO-KUIIECYHOIO TPAaKTa, BO3MOXKHO YCHUIIEHUE Pa3ApaKarollero
JeMCTBUS HA CIIM3UCTHIE 0O0OJIOYKH JKEITYI0YHO-KHIIIEYHOTO TPAKTA.

IIpenapar HECOBMECTUM CO LEJIOYHBIMU PACTBOPAMH.

4.6. ®epTHIBHOCTH, 0EPEMEHHOCTH U JIAKTAIUSA

bepemeHnHocTh

[Tpumenenne OpomrexcuHa B | TpumecTpe OEpeMEHHOCTH MPOTHUBOMOKA3aHO (CM. pasjaen
4.3)).

[Ipumenenne Bo Il u Il TpumecTpax OGepeMEHHOCTH BO3MOXKHO JIMINBb B Cydasx, Koraa
mperoaraeMast mojib3a sl MaTepH MPEBbIIIAeT NOTEHIIUAIBHBIN PUCK ISl Pa3BUTHS 10/,
JlakTanus

B crmydae HeoOXOIMMOCTH TMPUMEHEHUS Tperapara B MEPHOJ TPYIHOTO BCKAPMITHBAHWS,

I'pyaAHOC BCKapMJIMBAHUEC CICAYCT IPCKPATUTD.

4.7. Bausinue Ha cIOCOOHOCTH YNPABJISITH TPAHCHOPTHBIMH CPeACTBAMHU U padoTaTh ¢
MeXaHMU3MaMH

B cBsA3M ¢ BO3MOXXHBIM pa3BUTUEM HEKEIATCIbHBIX PEAKLMK IPU NMPUMEHEHUM IIpernapara

(roJI0OBOKpYXKEHHUE, TOJI0BHAs 00JIb), cileqyeT coOMI01aTh OCTOPOKHOCTh MIPHU BBIOJHEHUU

MOTEHIIMAJIbHO ONACHBIX BUJOB JAESTEIbHOCTH, TPEOYIOIIMX IOBBIIIEHHOW KOHIIEHTPAIUH

BHUMaHUA M OBICTPOTHI ICUXOMOTOPHBIX peakiuil (ympaBieHHE TPaHCIOPTHBIMU

CpeaAcTBaMHy, pa60Ta C ABMXXYIIUMHUCA MCXaHU3MAMHU, pa60Ta AUcCeT4uepa, onepaTopa).

4.8. He:xenatebHble peaKIuH

Pe3roMe HexenaTenbHBIX DEAKIINI

HexenatenbHble peakiny pacrpeieieHbl 0 YacTOTe BCTPEYaeMOCTH COTJIACHO CIeNYIOIIeH
cxeme: oueHb yacto (> 1/10), gacto (ot >1/100 go < 1/10), mHewacto (ot >1/1 000 mo < 1/100),
peako (ot > 1/10 000 no < 1/1 000), ouens penko (< 1/10 000), yactoTa HEeM3BecTHa (Ha
OCHOBAHHUHU UMEIONIUXCS TAHHBIX OIIEHUTh HEBO3MOIKHO).

Hapywenus co cmopoHbl uMMyHHOU cucmembl

Penko: peakuuu runepyyBCTBUTEIHLHOCTH, OPOHXOCTIA3M;

YacroTa Hew3BecTHAa: aHA(pWIAKTHYCCKHE PEaKIMW, BKIOYas aHA(WIAKTHYCCKHH IIIOK,

AHTMOHEBPOTUYECKHUM OTEK, KOKHBIN 3y]1, PUHUT.



Hapywenus co cmoponul HepeHou cucmembl

HeuacTo: ronoBokpysxeHue, roinoBHas 00Jb.

Kenyoouno-kuweunvie napyuenus

Heudacto: TomHoTa, pBOTa, AMapesi, 60J1b B KHUBOTE,;

YacToTra HEW3BECTHA: OOOCTpEHHME S3BCHHOH OOJIE3HM KelyaKka W JBEHaIaTHIIEPCTHOU
KMILIKH, JUCIICIICHUS.

Hapywenus co cmoponbl Kodicu u nOOKONHCHBIX MKAHel

Penko: xoxxHas Chllb, KPaIMBHULLA,

YacToTra HEWM3BECTHA: TSDKENbIE KOXHBIC PEaKIUH (BKIOYas MYJIbTH(QOPMHYIO 3pUTEMY,
cuiapom CruseHca-/[)xoHcoHa, cuHapoMm Jlailenna (TOKCHYECKHMH 3NHUAEpPMAaIbHBIN
HEKpPOJIN3), OCTPhIH F'eHEePATM30BAHHBIN HK3aHTEMATO3HbIH MTyCTYJIE3.

Obwue HapyweHus u peakyuu 8 mecme 68e0eHUs

Heuacro: nuxopazaxka.

Jlabopamopnule u uncmpymenmanvHvle OaHHbLE

OdeHb peKo: MOBBILEHUE AKTUBHOCTHU «II€YEHOYHBIX» TPAHCAMUHA3 B CBIBOPOTKE KPOBH.

COO6H.I€HI/IG O ITOJ03PCBACMBIX HCKCIATCIAbHBIX PCAKIINAX

BaxxHo cooOmare 0 TMOJ03PEeBACMBIX HEKEIATCIBHBIX PEAKIUAX II0CJIEe PETHCTPAINH
JIEKApCTBEHHOT'O0 Mperapata C IeJbl0  00eCleueHUuss HEMpPephIBHOTO MOHHUTOPUHTA
COOTHOIIICHHUS «II0JIb3a - PUCK» JIEKAPCTBEHHOrO Ipemnapara. MeIUIMHCKUM paOOTHHKAM
peKkoMeHayeTrcst cooOIaTh O JIOOBIX  IMOJ03PEBAEMBbIX  HEXKENATENbHBIX  PEaKIUsix
JIEKApCTBEHHOT'O TIpernapara yepe3 HAIlMOHAJIBHBIE CUCTEMbI COOOIICHUSI O HEXEeIaTeIbHBIX
peaKIMsIX TOCyIapCTB - UieHOB EBpa3zniickoro 3KOHOMHUYECKOTO COI03a.

Poccus

Anpec: 109012, r. MockBa. CnaBstHCKas 1101majib, 1. 4, cTp. 1

YoMHOMOYEHHBIM OpraHn (YIMOJHOMOYEHHAs OpraHu3anus) TocyJapcTBa - WICHA
EBpaswmiickoro skonommueckoro corwsa: DenepanpHas ciayxkba 1o Ham3opy B chepe
3npaBooxpanenus (PoczapaBHanzop)

Ten.: +7 (495) 698-45-38, +7 (499) 578-02-30

dakc: +7 (495) 698-15-73

DnekrponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B mHGOPMAIMOHHO-TENIEKOMMYyHUKAIIMOHHOM ceTu «HTepHeT»:

www.roszdravnadzor.gov.ru


mailto:pharm@roszdravnadzor.ru
http://www.roszdravnadzor.ru/

4.9. Ilepeno3npoBka

CHUMITOMBI: TOIIHOTA, PBOTA, IMAPEsl U APYTHUE KETyJOYHO-KUIIIEYHbIE PacCTPOICTBA.
JleyeHnue: CHMITOMAaTHYECKOE, CIIEIM(UIECKOTO aHTHI0TA HET.

[Ipn mnepeno3mpoBke HEOOXOIMMO BBI3BATH PBOTY, a 3aTeM JaTh MAaIlMEHTY BOAY.

[IpomMbIBaHME XenyKa peKOMEHyeTcs B TeueHue | - 2 yacoB 1ociie npuema npernapara.

5. ®APMAKOJIOTMYECKUE CBOMCTBA

5.1. dapmakoanHaMuYecKHe CBOiicTBA

®apmakorepaneBTudeckas rpynna: [Ipenaparsl, npuMeHseMble IPU KALIE U MPOCTYIHBIX
3a00JIeBaHUAX; OTXAPKUBAIOIINE CPEJCTBA, KPOME KOMOWHAIUN C MPOTHBOKAILICBHIMH
CpeACTBaMU; MYKOJIMTHUECKUE CPEIICTBA.

Kox ATX: RO5CB02.

MexanusM aeiictusl, hapmakoauaamuyeckue 3G dhexTol

MykonuTndeckoe (CEeKpeTOJUTHYECKOE) CPEICTBO, OKa3blBa€T OTXAapKUBarollee U ciaboe
IpoTHBOKanuieBoe  JeiictBue.  CHMXKAeT  BSI3KOCTb ~ MOKPOTBI  (JI€NOJMMEPHU3YET
MYKOIIPOTEHHOBBIE H MYKOINOJIHCAaXapUIHbIE BOJOKHA, YBEIUYUBACT CEPO3HBIH KOMIIOHEHT
OpOHXHMAJIBHOTO CEKPETa); aKTHBHPYET MEpPLATENbHBIA SMUTENNH, yBEITHMUMBACT 00BEM U
YIy4IIaeT OTXOXKICHHE MOKpOThL. CTHUMYIHpYeT BBIpaOOTKY SHIOTEHHOTO cypdakraHTa,
o0ecreynBaoero cTabuIbHOCTh ANbBEOJIAPHBIX KJIETOK B Ipolecce JAbixaHus. Dpdekrt

IIPOABJIACTCA 4CPE3 2-5 I[Heﬁ OT HadaJia JICUYCHUA.

5.2. ®apmakokMHeTHYEeCKHE CBOICTBA

Abcopbuus

IIpu nmpueme BHYTpb OpOMIeKCHH OBICTPO M NPAKTUYECKHU MOJHOCTHIO BCACHIBAETCS U3
KEITYJOUHO-KUIIIeYHOTO TpakTta. llepuon mosyabcopOimu coctaBisier okoio 0,4 waca.
MaxkcruMaibHasi KOHIEHTpaIus B IJIa3Me KPOBHU IOCIIE MpUeMa BHYTpPb JOCTHraercs yepes 1
qac.

Pacnpenenenue

O0bemM pacrpeneneHus COCTAaBISIET NPUOTU3UTENBbHO 7 J/KT Macchl Tena. CreneHb
CBS3BIBAHUSI C OCJNKaMHU TUTa3Mbl KpOBH cocTaBisieT 99%. BpoMmMrexkcuH mpoHHMKaeT uepes
reMaTodHIeQaIndecKuil W IJaleHTapHbld Oapbepbl. l[IpoHWKaeT B TPyJHOE MOJIOKO H
CIIMHHOMO3TOBYIO KHJIKOCTh. BpOMI'eKCHH He MoABepraeTcs KyMYISIIUU.

Bbuorpaucdopmaris

80 % OpomrekcuHa moaBepraercss dPPEeKTy «MepBOTO MPOXOKISHUS» Yepe3 IMEUCHb C



o0Opa3oBaHHEeM OMOJOTUYECKH aKTUBHBIX METa00HUTOB. [Ipu TsoKEIBIX 32a00/IeBaHUSX TCYCHH
OTMEYaeTCs CHIKCHHE KIIMPEeHca OpOMIeKCHHa.

ONIMMUHAIMA

bpoMmrekcuH BBIBOIWTCS W3 OpraHuW3Ma, TIJIaBHBIM 00pa3oM, B BHUJIEC METa0OJUTOB.
[Tonmynepron TOCTHKEHUS MUHUMAIBHON 3(P(PEKTUBHON KOHICHTPALIUHU TIOCJIE TOCTUKECHUS
paBHOBECHsI My TPOIIECCAMH BCAChIBAaHUS M BBIBEJCHUS COCTABIISAET MPHUOIU3UTEIBHO |
yac. KoHeuHBbIIl mepuoj TONYBBIBEICHUS COCTaBIsSeT 16 dYacoB 3a cyeT OOpPaTHOIO
pacrpeiesieHrst HeOOJIBIINX KOJUYSCTB OpOMICKCHHA U3 TKaHEH.

BreiBoMTCS MPEUMYIIIECTBEHHO MTOYKAaMU B BHJIE METAOOIUTOB, 00pa3yrOIIUXCs B eYeHu. B
CBSI3M C BBICOKOW CTEICHBIO CBS3BIBAHUS C OCIIKAMH TUTa3Mbl KPOBH M BBICOKHM OOBEMOM
pacmpeiesieHns, a TaKXe MEUICHHBIM TepepacipeieicHueM U3 TKaHed B KPOBB,
3HAYMTEJILHOTO BBIBEJACHUS OpPOMICKCHHA C IOMOINBIO Juaau3a Wik (HOPCUPOBAHHOTO
auypesa oxujath He cienyet. [Ipu Tspkenoi mouyedHoM HEIOCTaTOYHOCTH HE MOXKET OBITh
HCKJIIOYEHO YBEITMYCHHUE MEPHO/ia MOTYBBIBEICHUSI METa0O0JIUTOB OpoMrekcuHa. Bo3mokHo
HUTPO3UpPOBaHHE OpoMrekciHa B (DU3HOIOTMYECKUX YCIOBUSX B kemyake. [lpu

MHOI'OKpAaTHOM IIPUMCHCHUUN 6pOMreKCI/IH MOKET KYMYJINPOBATh.

6. ®APMAIIEBTUYECKHUE CBOMCTBA
6.1. Ilepeyenb BcnoMoraTeJIbHBIX BellleCTB
KpaxMaJ KapToQeIbHbIi

JIaKTO3a (caxap MOJIOUHBII)

caxapo3a (caxap Oenblit)

KaJlblus CTCapat

6.2. HecoBMeCTUMOCTH

He nmpumenunmo.

6.3. Cpok roqHocTu (CpoK XpaHeHHs)

5 JerT.

6.4. OcoOble Mepbl NPeIOCTOPOKHOCTH PH XPAHEHUH

XpaHuThb Npu TEMIepaType He Bbie 25 °C.



6.5. XapakTep u coiep:kaHue NEPBUYHONH YNAKOBKH

ITo 20 TabieTok B KOHTYPHOH SYCHKOBON YIMAKOBKE M3 IUICHKU TMOJMBUHUIXJIOPUIHON H
($honbru aTIOMUHUEBOM MEYaTHOHN JTAKUPOBAHHOM.

1 KOHTYpPHYIO STYEUKOBYIO YIIAKOBKY C MHCTPYKIIMEN MO MPUMEHEHHIO MTOMEIIAIOT B MAYKY U3

KapTOHa.

6.6. OcoOble Mepbl MPEJIOCTOPOKHOCTH MNPH YHHYTOKEHMH HMCHOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 Ipenapara WJIM OTXO0A0B, IOJY4YeHHBIX IOcJde HpPUMeHEeHUs!
JIEKAPCTBEHHOI0 NMpenapara u Apyrue MaHUIMYJIALIHUHU ¢ IPenapaToM

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
Poccuiickas @enepanns

OTtkpeITOE akimoHepHoe odiecTBo "dapmcrangapt-Jlekcpencraa”
(OAOQ "dapmcranaapt-Jlekcpeacrna')

Anpec: 305022, Kypckas o6m., r. Kypcek, yi. 2-a Arperatnas, 1. 1a/18,
Ten./dakc: (4712) 34-03-13,

OnekrponHas nouta: leksredstva@pharmstd.ru

7.1. IlpencraBuTelib AepKaTesisi perucCTPAIHOHHOIO Y/10CTOBEPEeHH s

IIperen3un norpeduTEene HAIPaBIATh 110 AAPECY:

Poccniickas @enepanns

OTkpeITOe akMoHepHoe obmecTBo "Papmctanaapr-Jlekcpencrsa”
(OAO "dapmcranapr-Jlekcpencraa”)

Anpec: 305022, Kypckas o6., T. Kypck, yi1. 2-s1 Arperatrasi, 1. 1a/18,
Ten./dakc: (4712) 34-03-13,

OnexrponHas noura: leksredstva@pharmstd.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. JIATA TEPBUYHOM PETUCTPAIIMU (ITIOATBEPXJIEHWUS PETUCTPAIINN,
IHHEPEPETUCTPAIIN)
JlaTa niepBOM perucTpanuu:

26.03.2007



10. JATA HEPECMOTPA TEKCTA
26.09.2017

OOm1ast XxapakTeprCcTUKa JEKapCTBEHHOTo npenapaTta bpomrekcuH-dapMcranaapT 10CTyIHA
Ha MH(OPMAIIMOHHOM TopTaie EBpazniickoro SKOHOMHUYECKOTO COr03a B MH()OPMAIIMOHHO-

KOMMYHHKAIIHOHHOU ceTtu «MuTepHeT» http://eec.eaeunion.org/



