COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 13.03.2024 N= 4240

OBLIASI XAPAKTEPUCTHKA JEKAPCTBEIHORO TIPENAPATA= U002)

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA

Honomupown, 1 %, pacTBop [Isl HAPYXKHOTO HPHMEHEHHS

2. KAYECTBEHHDII 1 KOJIMYECTBEHHbBIIA COCTAB

HetictBytomee BemtectBo: [loBunon-ion + [Kanus oaun].

B 1000 M1 pacTBOpa JUIs HAPYKHOTO MPUMEHEeHHs coepxkutes 136,2 r ITosuaon-Mona.
[TonHbIl nepeueHb BCIOMOIaTeNNbHbIX BEIIECTB NPHUBEJIEH B pa3zaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTtBop 11 HapyKHOT'O TPUMEHEHUS.

[InenkooOpasyromiasi TEMHO-KOpPHYHEBas JKHIKOCTh 0Oe3 3amaxa Wi CcO  CIa0bIM
crenu(rUIecKuM 3armaxom.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3zaHus1 K IPUMEHEHHUIO

Ipenapar MogonupoH mokasaH K NPUMEHEHHIO y B3POCIIBIX U JeTel B Bo3pacTe OT 27 JHeil.
OO0e33apaxuBaHue pyK XHUPYypra, OINEPALMOHHOIO IIOJS, XUPYPrHMUECKHUX NEepYaToK MU
JIOKTEBBIX CTUOOB IOHOPOB, 0KOTH, THOWHBIE U MH(OUITUPOBAHHbIE PaHbI, OCTEOMHUEIIUT.

4.2. Pesxum 103MpOBaHus U C1IOCO0 MPUMEHEeHUs!

PexuMm no3upoBaHus

0,1-0,5 % Boanble pacTBOpbl TOTOBAT U3 | % pacTBopa HENOCPEICTBEHHO NEpes
IIPUMEHEHHUEM.
B kauecTBe aHTHMCcenTuka Juis 00pabOTKHU pyk xupypra npumensaoor 0,1 % (1o akTuBHOMY
Honty) pacTBOpHI (5 MII), OTIEpallMOHHOE T10JI€ TPOTUPAIOT caleTKOM, CMOUEHHOM B pacTBoOpe.
[Tpu oOmMpHBIX 03kOTax O0JIBLHOTO MOTPYKAOT B BaHHY ¢ pacTBopoM 1:32 wmwm 1:50 na 10-15
MUHYT.
JUis  KOMIUIEKCHOTO JIEYeHUS THOWHBIX M HMH(UIUPOBAHHBIX paH, OCTEOMHEIIHTA,
o0e33apaKuBaHusl XUPYPruueckux NepyaTok U 0OpabOTKU JIOKTEBBIX CrHOOB TOHOPOB — 0,5
% u 1 % (1o akTUBHOMY HOJ1y) pacTBOPHI MIperapaTa.

eTH
Pexum no3upoBanus Juis Aetei crapuie 27 nHEH HE OTIMYAETCs OT PEXHUMa JI03UPOBAHUS
JUTSL B3POCIIBIX.

Cnocob OPUMCHCHUA

HapyxHo.
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4.3. lIlpoTuBONOKA3aHNUS

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

— ['unepuyBCTBUTENBHOCTD K MIOBUOH-HOTY WK K JJFOOOMY M3 BCIIOMOTaTeIbHBIX BEIIECTB,
MIEPEYUCIICHHBIX B paszene 6.1;
— TUNEPTUPEO3;
— reprnetudopmHblii fepmaTuT JropuHra;
— aJIcHOMa LIUTOBUIHOM JKeJe3bl;
— II0Y€YHasi HEJOCTATOYHOCTb;
— IepeJ Tepanueil paauoakTUBHBIM HOJOM;
— TEepuOJl HOBOPOXKIEHHOCTH (OCOOEHHO y HEJJOHOIIEHHBIX JETEH).
4.4. OcoOble yka3zaHusi U MepPbI NPETOCTOPOKHOCTH NPH NMPUMEHEHU U
W36erath momnanaHus pacTBOpa B riasa.
He narpeBath nepes1 mpuMeHEHUEM.
He ucrnonp3oBath mpu yKycax HACEKOMBIX, IOMAITHUX U JTUKUX KUBOTHBIX.
Bo Bpems npuMeHeHus: MHANKATOPHbIe OyMaru At 0OHapyKEHHUsSI CKPBITOTO KPOBOTEUEHHS B
CTyJIe MU MOYE MOTYT MOKa3aTh JIOKHOMOJOXXHUTEIbHbIE PE3YyJbTaThl BCIEIACTBUE CHIIBHOTO
OKHCJIMTENBHOTO JEUCTBUA MOBUIOH-0A.
Okpacka Ha KOKE ¥ TKaHSX JIETKO CMbIBA€TCSI BOJOM.
eTH
[IpuMeHATH ¢ OCTOPOKHOCTHIO Y JIETEH.
4.5. B3aumojaeiicTBHe ¢ JAPYrUMH JIEKAPCTBEHHbIMH MpenapaTaMd W JApPyrue BHAbI
B3aMMo/1eiicTBUS
B npucyTcTBUM KpoBH OaKTEPUIIMIHOE NEHCTBHE MOXKET YMEHBIIUTHCS.
[Ipu OIHOBpEMEHHOM MPUMEHEHUWU C MpenaparamMu JIUTUS BO3MOXXEH CHUHEPreTUYECKUU
THIIOTUPEOUTHBIN 3P PeKT.
4.6. DepTUIBLHOCTH, 0€PEMEHHOCTDH U JIAKTALMS
bepemeHHOCTH
He pekoMenayercs mpuMeHEHHE TMpemnapara Npu OepeMeHHOCTH (NP HEOOXOIUMOCTH
MIPUMEHEHNE BO3MOXKHO T0JT MHIUBUIyaIbHBIM MEIUIIMHCKUM KOHTPOJIEM).
JlakTanus
He pexomennmyercs mnpuMeHeHHe Tpernapara B MEepUOJ TPYIHOrO BCKapMmiMBaHUs (IIpH
HE00XO0IMMOCTH IPUMEHEHHE BO3MOKHO O] MHIUBUIYaTbHBIM MEAUIIMHCKIM KOHTPOJIEM).
4.7. Bausinue Ha COCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeICTBAMHM M PadoTaTh C
MeXaHUu3MaMu
Tpenapat MononupoH He OKa3hIBaeT BIMAHHME HA CIOCOOHOCTH YIPABIATH TPAHCIIOPTHBIMH

cpeacTBaMu U pa60TaTB C MCXaHU3MaMH.
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4.8. HexxennaTesbHbIEe peakuu

Pe3roMe HexenaTenbHBIX PEAKIIUNT

[Ipu mpuMeHeHUH TpernapaTra BO3MOXHBI CyXOCTh KOXKH, ajNIEPrUYecKue peakiuu (KOXKHBIN
3yJ, TMIIEpEeMHUs Ha MecTax aniuIMKaluu, KpanuBHuLa). Ilpn HaHeceHMM Ha OOLIMPHYIO
PaHEeBYIO MOBEPXHOCTh BO3MOXKHO OBICTPONPOXOIAIIEE XIKEHHE.

COOGHIGHI/IG 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIIMAX

BaxkHo cooOmare 0 TOM03PEeBACMBIX HEXKENIATEIBHBIX PEaKIUAX TIO0CIe PETHCTPaIiH
mpernapaTta ¢ LeJbl0 O0eCcreueHus HEeNPEPHIBHOTO MOHHTOPHHTA COOTHOIIEHHUS «I0JIb3a —
PHUCK» JIEKapCTBEHHOTO TpemnapaTa. MeIuIMHCKUM pabOTHUKAM PEKOMEHIyeTCsl coo0aTh o
TOOBIX TO03PEBAEMBIX HEKENATEIBHBIX PEAKIUAX JICKApCTBEHHOTO Ipernapara uepe3
HAI[MOHAJBHBIC CUCTEMBI COOOINECHUS O HEXKENATEIbHBIX PEaKIUAX TOCYIapCTB — YJICHOB
EBpasuiickoro 3KOHOMHYECKOT0 COI03a.

Poccuiickas ®@edepayus

denepanbHas ciryx0a 1o Haa30py B cdepe 3apaBooxpaneHus (PoczapaBHanzop)

Anpec: 109012, Mocka, CnaBsHcKas miomaip, 1.4, crp.1

Tenedon: +7 800 550 99 03

dakc: -

911. moyra: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMOTOMBI

Pa3npaxeHne B MecTe HaHECEHHUS.

JmutenbHoe mipumeHenue (O6omee 7-10 mHeW) MOXKET BBI3BATh SBJICHHE WOIU3MA
(«MeTanTu4eCcKHiD IPUBKYC BO PTY, MOBBIIIEHHOE CIIOHOTEYEHHE, OTEKH Ijia3 WK TOPTaHU U
T.J1.), IPU MOSIBIICHUH KOTOPOT'O CIIEAYET NMPEKPaTUTh MPUMEHEHHE Mpernapara 1 00paTUThCs K
Bpauy.

Jleuenune

CuMInTroMaTuyecKkoe.

[Ipy cnydailHOM NpPOTJATHIBAHMM HOJa BO3MOXKHO TIOPAXKEHHUE CIM3UCTONH OOOJOUYKH
skenynouHo-kumeyHoro tpakra (OKKT). Crnemyer npombite xkenynok 0,5 % pactBopoMm
HaTpus TUOCYNb(aTa, B KayecTBe aHTUAOTA MEpOpPaIbHO HCHOIB3YETCS] aKTUBHUPOBAHHBIN
yroib, KpaxMallbHbII KjeicTep, My4YHOW OTBap, CIM3UCTOE IMUThE, MOJOKO W/MIU
BHYTpUBeHHO Kaxaple 4 waca 10mn 10 % pactBop Harpus THOCYJdb(]ara, a TaKxKe

CUMIITOMAaTU4ICCKas TCparus.


http://www.roszdravnadzor.gov.ru/
mailto:pharm@roszdravnadzor.gov.ru
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5. DPAPMAKOJIOTMUYECKHUE CBOICTBA (NOCNEOOBATENEHOCTE 0002)

5.1. ®apmakoanHaMu4ecKHe CBOICTBA

dapmakoTepaneBTUUECKass TPYINa: AaHTHUCENTHKH U JAC3UH(DUIUPYIOMNUE CPEACTBa;
npemnaparsl Hoja.

Kon ATX: DOSAG

q)aDMaKOI[I/IHaMI/I‘-ICCKI/Ie Bd)d)eKTLI

Mox B popMe KOMIUTIEKCa MOTHBHHIIITHPPOIHIOH ifoa. KOHIEHTpaI s aKTHBHOTO #0113 He
MeHee 1 %. AHTHCeNTHYECKOE CpPEJICTBO, NpPHU HAPYy>KHOM TPUMEHEHHH OKa3bIBaeT
OakTepunuaHOe (B OTHOIIEHMH  IIMPOKOTO  CHEKTpa  TPaMIIONIOKHUTEIBHBIX U
IrPaMOTPHUIATEIBHBIX MHUKPOOPTaHU3MOB, B T.4. AHTUOMOTUKOPE3UCTEHTHBIX IIITAMMOB
Escherichia coli, Staphylococcus aureus n Proteus), IpoTUBOTPUOKOBOE JCHCTBHE.

5.2. ®apMakoOKHHeTHYECKHE CBOIICTBA

JlaHHBIE OTCYTCTBYIOT.

6. PAPMAIIEBTUYECKHWE CBOMCTBA

6.1. [lepeyenb BcnoMorare/JibHbIX BellleCTB

Kanuga onnn

Bopna ounniennas

6.2. HecoBmMecTUMOCTDH

dapmareBTHIECKA HECOBMECTHM C JIC3UHDUITMPYIONUMHU CPEACTBAMHU, COACPKAIITUMU PTYTh,
OKHUCJIUTEISIMHU, COJISIMH IIENOYeH M BEHIECTBAMH C KHCIION peakluei, ¢ JIeKapCTBEHHBIMU
CpeICTBaMU Ui Hapy>KHOTO TIPUMEHEHUSs, COJepKalluMH (QEepMeHThl (HOa CHUXKAET
aKTUBHOCTH (DEpMEHTOB).

6.3. Cpok rognocTu (CpoOK XpaHeHHUs)

2 rona.

6.4. OcoOble MepbI IPEIOCTOPOKHOCTH NIPH XPAHEHHH

XpaHuTh B 3alLMLLEHHOM OT CBETa MecTe, Npu TemnepaTtype He Bbiwe 25 °C.

6.5. Xapaxkrep u coaepkaHue NePBUYHON YIIAKOBKH

ITo 50, 100 mun Bo ¢Quakons! crekisHHble Tuna OB, ykynopennsie npobkamu IIIIB wu3
MOJIMATUIICHA BBICOKOTO JaBJIeHUS M Kpblkamu 1.1.-20 U3 moausTUIeHa HU3KOTO JIaBJICHUS
WJIU TIOTMATHIICHA BBICOKOTO JABJICHUS WJIA TIOJUIIPOINMIICHA WM BO (DIIAKOHBI CTEKJISTHHBIC
turma OB, ykynopeHHsie mnpoOkamu [IIIB w3 monaudTHIEHA BBICOKOTO JABJICHHUS H
KpbIikaMu 1.1.-28 U3 noans3TuiIeHa BICOKOTO JaBICHUSI.

ITo 10, 15, 25, 50, 100, 250, 330, 450, 500, 750, 1000, 4500 M1 BO (hT1aKOHBI CTEKIISTHHBIE WIIN
BO (nmakonsl monudTuUieHTepedTanatHeie THna OJI unu [I9TO, ykynopeHHsle npoOkamu

[II1B u3 moysmaTrneHa Boicokoro nasienus w/winn kpbimkamu KITP, KITPaB, KITPHB/IIK (¢
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HaHOHKOﬁ-KHCTBIO) N3 TMOJHUITHIICHA HHU3KOI0 I[aBHéDIll;I:::'EIEQ' I::l%ﬁl-ll:l% fC EEIéFJO:RI'—(I)'-lL I0

JTABJICHUS] WIM TIOJMIIPONIMIICHA W/WIK KpbIKaMu Tumna 1.1.-28 U3 momudThiIeHa BBICOKOTO
napieHus uiy kojmaykom KIIB u3 monmsTuieHa HU3KOro AaBieHHUs.

ITo 5, 10, 20 1 B KaHUCTPBI U3 MOJTUITUIICHA HU3KOTO JaBIIEHUS, YKYIIOPEHHBIE KPBIIIKaMH U3
MOJIMATUIIEHA HU3KOTO AaBJICHUs (7Sl CTAllMOHAPOB).

Kaxnsiit guiakon mo 10, 15, 25, 50, 100, 250, 330, 450, 500, 750 mur BMECTEe ¢ HHCTPYKIMEH
0 MPUMEHEHHIO TTOMEIAIOT B TTAYKy U3 KapTOHA.

Jomyckaercss KOMIUIEKTalUs KHOIIOYHBIM HACOCOM-PACHbUIUTENEM C 3allUTHBIM KOJIMayKOM
i 6e3.

[Tauku moMeMarT B roppoKopoda UTH YIIAKOBLIBAIOT B TEPMOYCATOYHYIO IIJICHKY.

@d1akoHBI BMECTE C PAaBHBIM KOJWYECTBOM HHCTPYKIIMH MO NMPUMEHEHHUIO YMaKOBBIBAIOT B
KOpPOOKH KapTOHHBIE WJIM YIAaKOBBIBAIOT B TEPMOYCaOUHYIO TIeHKY: Mo 100 ma — 50 wit., o
250 mi1 — 20 mrt., mo 330 mu — 16 1., mo 450 M — 12 mt., mo 500 M — 12 mr., mo 750 M —
8 mT., mo 1000 mi — 8 wt., mo 4500 M — 4 . (4719 CTallMOHAPOB).

Ha ¢nmakoHbI, KaHUCTPHI U TPYIIIOBYIO YIIAKOBKY HAKJICHBAIOT STUKETKH.

Jomyckaercsi HaHeCeHHEe TeKCTa HHCTPYKIIMH 110 MPUMEHEHUIO Ha MavKy.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TMPH YHUYTOKEHUHM HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI'0 TMpenapara WIH OTX0A0B, TMOJYYEHHBIX MOCJIe TPUMEHEHUs
JIEKAPCTBEHHOT'0 Mpenapara Ui padtoTsbl ¢ HUM

Oco0sbie TpeOoBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUMOHHOI'O YAOCTOBEPEHUA

Poccuiickas ®@enepanus

000 «BECT»

117218, r. Mocksa, yi. HoBouepémykuHcKas, 10M 25, opuc 5 stax.

Tenedon: (495) 128-65-68.

DneKTpoHHas mo4rta: west reg(@mail.ru

7.1. [IpeacraBuTeib AepKaTesisi perHCTPAIMOHHOIO YA0CTOBEPEHU S

[IpereH3un HOTDG6HT€H€§I HaIpaBJIATH 110 aApECy.

Poccuiickas @enepanus.

AO «Camapamenpom»

123112, r. MockBa, BH.Tep.T. MyHUIIUNaNbHBIH OKpyT [IpecHenckuii, Hab. [IpecHenckas, a.
12, momem. 16H/38.

Ten./daxc: (846) 373-81-07, (846) 373-81-08.

Di1. oyTa razvitie@samaramedprom.com.

unu


mailto:razvitie@samaramedprom.com
mailto:west_reg@mail.ru
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Poccuiickas @enepanus.

00O «Texnomnapk-LlenTp»

123557, r. MockBa, BH.Tep.T. MyHULIUINIAJIBHBIN OKpYT IIpecHenckni, yi. Knnmamkuna, 1. 22,
noment,. 11, xom. 4.

Temn./akc: (495) 994-94-79.

On. moura: okk.ook.techpark@yandex.ru.

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

JITI-Ne(004879)-(PI'-RU)

9. IATA IEPBUYHOM PETUCTPAIIMU (IIOJATBEPXKJIEHUS PETUCTPALIUN,
INEPEPETUCTPAIINN)

JlaTa mepBoii perucTpanuu:

15 mapta 2024 r.

10. TATA IEPECMOTPA TEKCTA

OOmast  xapakTepUCTHKa JIEKapCTBEHHOro mpenapata MopmomupoH JocTynmHa  Ha
MHPOPMALIMOHHOM TmopTane EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B HH(OPMAIMOHHO-

KOMMYHUKaImoHHou cetu «uTepHeT» https://eec.eaeunion.org.
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