OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

KaMeTOH, aspo030Jib 4JIA MECTHOI'O IPUMCHCHMU.

2. KAUECTBEHHBII U1 KOJIMYECTBEHHBIN COCTAB

HeiictByromue BemectBa: Kamdopa + XiopoOyranonm + DOBKanunra JIHCTbEB Macio +
[JIeBomenTON].

1 Gammon coxepxut 0,21 wm 0,31 xmopoOyranona remuruaparta (B mepecuere Ha 100 %
BemiectBo), 0,21 wim 0,3r kamdopsr (B mepecuere Ha 100 % Bemecto), 0,21 wmm 0,31
neBomeHroua (B mepecuere Ha 100 % BemecTro), 0,2  wim 0,3 T 3BKAJIUIITA JIMCTHEB MacCIa.

[TonHBIN TTepevYeHb BCIIOMOTATEIbHBIN BEIICCTB PHUBEACT B pazjaeine 6.1.

3. JEKAPCTBEHHAS ®OPMA

A5p030J1b 17151 MECTHOTO IIPUMEHEHUSI.

MacnsHucTas )KUAKOCTh, HaXO/AAIIASACS MO/ JaBICHUEM B OaIOHE C JO3UPYIOUIMM KJIallaHOM.
[Ipenapar mpu BbIXOJE M3 OAJUIOHA PAcHBUIAETCS B BHJIE a3pP0O30Jis, MPEACTABISIONIETO COOO0M

JAUCTICPIrUpOBaHHBIC B ra3oBoi Cpeac ) KUAKUEC YaCTHUIIbI C XapaKTCPHBIM 3allaXOM.

4. KIMHUYECKUE JAHHBIE
4.1. IToxka3aHusi K NPUMEHEHUIO
[Ipenapatr KameToH moka3aH B3pOCIBIM M JIETSM B BO3pacTe OT 5 70 18 jer B KOMIUIEKCHOU

Tepanuu BOCHaIUTENbHBIX 3a00seBanuii JIOP-opranos (punuta, hapuHTUTa, JAPUHTUTA U JIP. ).

4.2. Pe:kum 103MPOBaHNS M CI0CO0 MPUMeEHEeHHUs!

PexuMm no3upoBanus

Bspocnvie
[Ipenapar pacnbUIsilOT B POTOBYIO MOJIOCTh M HOCOBBIE XOJibl. CHUMAIOT MPEeAOXpaHUTEIbHBIN
KOJIA4YOK C BEPTUKAIBHOTO PACTIBLIUTENS, BBOJAT B MOJIOCTh PTa WM HOCA U HAXKUMAIOT HA €Tr0
OCHOBAaHHE B T€UYEHHE | — 2 CEKyHJ.
B Tedyenue cyTok MHramAuu NoBTOPSOT 3 — 4 pasa.
[Tpu HEOOXOIMMOCTH BEPTUKATHHBIN PACIIBUIATENb 3aMEHSIOT Ha TOPU30HTAIBHBIMN.
€T’
Pexxum no3upoBanus y AeTeil B Bo3pacte OT 5 70 18 J1eT COOTBETCTBYET PEXKUMY JTO3UPOBAHUS Y

B3poCibIX. bezomacHocTs 1 3 PekTUBHOCTD y AeTei B Bo3pacte oT 0 10 5 JIeT Ha JaHHBI MOMEHT
1



HE YCTaHOBJIEHBI. JlaHHBIE OTCYTCTBYIOT.

Cnooco0 npuMeHeHus

MectHo.

CMeHa HacaJKU pacIbUIMTEIIS

1. Heo0Ox0auMo CHATH BEPTUKAIBHBIA PACTIBUIUTENb, YAECPKUBas OaJToH (cM. puc. 1).

2. Haners TOpM3OHTANIBHBIN PaCIBUIATEINb, yACpKUBas OAJIOH M HAIPaBHB €0 B CTOPOHY OT

ce0s (cM. puc. 2).

i
d

{//
(

Bo BpeMs pacnibuieHus penapaTa B pOTOBYIO IIOJIOCTh X HOCOBBIE XO/Ibl OAJIJIOH CIIEYeT Aep>KaTh

BepTHKaNbHO. He nepeBopaunBats!

4.3. IlpoTuBONOKA3aHUS
o ['MIIepUyBCTBUTEILHOCTh K JCHCTBYIONIUM BEIIECTBAM HIIM K JIFOOOMY W3 BCIIOMOTATEIbHBIX

BEILIECTB, IEPEUUCIIEHHBIX B pazjeine 6.1.

4.4. Ocobble yka3aHus U MepbI MPeI0CTOPOKHOCTH NMPHU NPUMEHEeHUH
[Ipu pacnbuieHMH B HOCOBOM MOJIOCTH HE 3aIIPOKUIBIBATH TOJIOBY U HE MEPEBOPAYMBATH OaJIIOH

BBCPX JHOM. He PEKOMCHAYCETCA IIOJB30BATHCA OJHUM H TEM KC 0aJIJIOHOM HECKOJILKUM
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nalnMeHTaM BO M30ekaHue pacnpocTpaHeHUs HMH¢pekuuu. Bo Bpems pacnbuieHus npenapara
cienyet u3berars ero MmomnajgaHus B Iasa.

Heo6xoanmo nponH(pOpMUPOBATH MAIEHTa O TOM, YTO: IpenapaT cieayeT MPUHUMATh TOJIBKO
COIVIAaCHO TE€M IIOKa3aHUsM, TOMY CIIOCOOY NMPUMEHEHUs U B TeX J103aX, KOTOpbIe yKa3aHbl B
MHCTPYKLIMU; €CIIM NIOCIE JIEYEHUs YITy4lIeHUs He HACTYNaeT UM CUMITOMBI YCYTI'yOIISIOTCS, WIIH

IOABJIAOTCA HOBBIC CUMIITOMBI, HGO6XOIII/IMO IIPOKOHCYJIbTUPOBATHCA C BPAUOM.

4.5. B3auMmojeilicTBMe C JAPYTHMH JIeKAPCTBEHHBIMH IpenapaTaMd W JApyrue BHJbI
B3aNMOJAEeHCTBUSA
KiimHMYecKkr 3HaYMMOro B3avMOJEHCTBHS MperapaTa C JEKapCTBEHHBIMU IIpenapaTamMu JIpyTrux

TPYIII HE BBISBIICHO.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JJAKTALMS

JlocTaTtoyHOTO OmbITa MO MPUMEHEHUIO Tpenapara npu O0epeMeHHOCTH U B MEPUOJ TPYIHOTO
BCKapMJIMBaHUS HET.

bepeMeHHOCTH

B cBsi3u ¢ HU3KOH cucTeMHON abcopOurell KOMIOHEHTOB, BXOSIIUX B COCTaB Ipernapara, ero
MECTHOE TPHUMEHEHHUE MpU OEPEeMEHHOCTH BO3MOXKHO B CIIy4ae, €ClId OXKHJaemas Mojib3a s
MaTepH MPEBBIIIAET TOTCHITHATBHBIM PUCK IS TUIOAA U peOeHKA.

Jlakranus

B cBsi3u ¢ HU3KON cucTeMHON abcopOiuuell KOMIIOHEHTOB, BXOSIIUX B COCTaB Mpernapara, ero
MECTHOE MPUMEHEHHE B TIEPHO/I TPYTHOTO BCKApMIIMBAHUS BO3MOYKHO B ClIydae, eCIIi OKuaaeMast

MoJib3a AJid MaTepu MPEBLIIIACT HOTCHHI/IaJ'II)Hblf/'I PHUCK OJid pe6eHKa.

4.7. BausiHue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CpeACTBAMH M padoTaTrh ¢
MeXaHU3MaMHu

[TpumeHeHue npenapara He OKa3bIBAET BIUSIHUS HA CHOCOOHOCTH K YIPABICHUIO TPAHCIIOPTHBIMU
CpPEICTBAMM U 3aHATHIO JAPYTMMHU IIOTEHIMAJIBHO ONACHBIMM BUAAMU JI€ATEIbHOCTH,

Tpe6y10H_II/IMI/I MOBBIIIEHHOMH KOHIICHTPAll BHUMAHUSA U 6LICTp0TBI MMCUXOMOTOPHBIX peaxunﬁ.

4.8. HexkesaTeibHbIe peakuu

PesromMe HexenaTeabHbIX PeaKIIil

HexenarensHbie peaknnu nNepeUYrCICHbI HUXKE B COOTBETCTBUU C Knaccmbnxauneﬁ 110 OCHOBHBIM
CUCTEMAM M OpraHaM M 4aCTOTC BCTPCHACMOCTH, KOTOpas ObLIa omnpeaciicHa B COOTBETCTBHUH C

kinaccupukanueir BecemupHoii opranmsanuu 3apaBooxpaneHus (BO3): ouenp wacto (> 1/10);
3



gacto (> 1/100, no <1/10); meyacro (> 1/1 000, o <1/100); penko (> 1/10 000, mo <1/1 000);
oueHb penko (< 1/10 000); yacTtora Heu3BecTHA (HA OCHOBAHUU UMEIOIIUXCS JAHHBIX OIICHHUTH
HEBO3MOKHO).

Hapywenus co cmopoHbl uMMYHHOU cuUcmembl

YacToTa HEn3BECTHA: AJUIEPruiCCKrUC pCaKluu.

COOGH.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxno coo0mare O MOA03peBaeMbIX HEXKENaTeNIbHbIX peakIUsX IOClie pPerucTpanuu
JIEKapCTBEHHOT'O Tperapara ¢ 1efibio 00ecreYeHns HeMPephIBHOIO MOHUTOPUHTA COOTHOIIECHUS
«IOJIb3a — PHUCK» JICKAPCTBEHHOIO mpemnapara. MeauIMHCKUM pabOTHHUKAM PEKOMEHIYETCs
CO00IIaTh O JIFOOBIX TO03PEBACMBIX HEXKEIATEIBHBIX PEAKIUAX JICKApCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMBbI COOOIICHUS O HEKENaTeNbHbIX PEaKIUsIX rOCylAapCcTB — YICHOB
EBpa3uiickoro 3KOHOMHYECKOT0 CO03a.

Poccuiickas ®@eoepayus

®denepanbHas cayx0a Mo Haa30py B chepe 3apaBoOOXpaHEHUs

Anpec: 109012, r. MockBa, CnaBsiHcKas miomazis, a. 4, ctp. 1.

Tenedon: +7 (800) 550-99-03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAITMOHHO-TEIEKOMMYHHUKAIIIOHHOM ceTn «HTEpHETY:!

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

Keipevizckas Pecnyoauka

JlenapTaMeHT JEKApCTBEHHBIX CPEACTB M MEAMIIMHCKUX W3Aeauil 1pu MUHHUCTEPCTBE
3npaBooxpanenus Keipreizckoit Pecybnuku

Anpec: 720044, r. bumkexk, yiu. 3-1 auHM, 25

Temedon: +996 312 21-92-78, 0800 800 26 26

dakc: +996 312 21-05-08

Onextponnas noura: dlomt@pharm.kg, dlsmi@pharm.kg

Caiit B mH()OpMaLIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTn «HTepHeTy»: http://www.pharm.kg/

Pecnyonuxa Apmenus

«IEHTP SKCITEPTU3BI JIEKAPCTB U MEJUIIMHCKNX TEXHOJIOI Ui1» THKO
Anpec: 0051, r. EpeBan, np. Komuraca, 1. 49/5

Tenedon: +374 60 83 00 73

DJIeKTpOHHAS moyTa: info@ampra.am, admin@pharm.am, vigilance@pharm.am,
4
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4.9. Ilepeno3upoBka

CHMIITOMBI

[Tpu3Haky OCTPOrO OTPABICHUS MPH TOMAJaHUH BHYTPb: TOIIHOTA, PBOTA, OOJIH B JKEITYAKE.
JleueHue

VY nanenue npenapara u3 KeayJKa U KUIIeYHUKa (ITPOMBIBAaHHE JKEITyIKa, HCKYCCTBEHHAs! PBOTA,
WCITOJIb30BAHHUE COJICBBIX CIAOMTENIBHBIX, KJIM3Ma, NMPUMEHECHHE KHUIICUHBIX aJCOPOCHTOB —

AKTUBUPOBAHHOIO YIJIsl), CHMITOMAaTHYECKOE JIEUEHUE.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. dapmakoguHAMHYECKHE CBOHCTBA

dapMakoTepareBTUYECKas TPyIIa: mpernapaTsl JUisl JICUCHHs 3a00JIeBaHUI TOpJIa; aHTUCETITHKHY;
MPOYKE AaHTUCETITHKHY.

Koxn ATX: R0O2AA20

MexaHu3M ASHCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/Ie Sd)d)eKTbI

KomOuHMpoBaHHBIN MTpenapaT, OKa3blBa€T MECTHOE POTHUBOBOCIATUTENBHOE, AHTUCEIITUYECKOE

U yMepeHHoe 00e300nBatolee 1eiCTBUE.

5.2. ®apMaKkOKMHeTHYeCKHe CBOICTBA

JlaHHBIE OTCYTCTBYIOT.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCOMoOraTeIbHbIX BellleCTB
HU30IPONHUIMUPUCTAT

terpadropatan (x1anoH 134a)

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpox roaHocTH (CpoOK XpaHeHus )

3 rona.
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6.4. OcoObie MepbI MPEI0CTOPOKHOCTH NMPU XPAHEHUH

XpaHuTb 11pyu TeMIiepatrype He Boie 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YNIAKOBKH

I[To 30 T umu 45 T B OAUIOHBI A3pPO30JILHBIC ATIOMHUHUEBBIC, CHAOKEHHBIE TO3UPYIOIIHMMHU
KJIallaHaMH U BEPTUKAJIbHBIM PACIBUIUTENIEM C 3AIIUTHBIM KOJITAYKOM.

Ha 0GanyioH HaHOCAT TEKCT 3TUKETKU METOA0M TpadapeTHOi mim cyxoi odceTHON meyaTu i
HAKJICMBAIOT CAMOKJICSAIIYIOCS STUKETKY.

[To ogHOMYy OaIOHY a’pO30JIbHOMY, CHAOKEHHOMY KJIalmaHOM JO3HPYIOIIEro NEHCTBUS U
BEPTUKAJIbHBIM PACIBUIMTENEM C 3aIIUTHBIM KOJIIMAYKOM UJIH 10 0JIHOMY 0aJIOHY a3p030JIbHOMY,
CHA0KEHHOMY KJIaIlaHOM JI03UPYIOLIEro NEUCTBUS U BEPTUKAIBHBIM PACTIbUIUTEIEM € 3alIUTHBIM
KOJIMIAYKOM, B KOMIUIEKTE C TOPU3OHTAIBHBIM PACHBLIUTENIEM, BMECTE C JTUCTKOM-BKJIAIbIIIEM

INOMCIIAIOT B ITaYKy M3 KapTOHA.

6.6. Oco0ble Mepbl NPeIOCTOPOKHOCTH NPH YHUYTOKEHHH HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 mNpenapara WJH OTX0JA0B, TMOJYYEHHBIX IOcCjde NPUMEHEHUs
JIEKAPCTBEHHOI'0 Mpenapara v Apyrue MaHUIYJISIIUM C IPenapaToM

OcoOble TpeOoBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Poccuiickas ®enepanus

OTtkpeiToe akimoHepHoe odmecTBo «Dapmcrannapt-JlekcpeacTray
(OAO «Dapmcrangapt-Jlekcpencraa)

Anpec: 305022, Kypckas o611, r. Kypck, yi1. 2-9 ArperathHas, a. 1a/18
Ten./dakc: +7 (4712) 34-03-13

Onekrponnas noura: leksredstva@pharmstd.ru

7.1 IlpeacraBuTesb JepKaTeJsi PeriCTPALMOHHOIO YI0CTOBEPEeHHA

[Iperen3un HOTDC6HT€J’IH HalnpasJATh 11O aApPeECy:

Poccuiickas ®@eoepayus, Kvipevizckas Pecnyonuxa, Pecnyoauxka Apmenus
OTtkpeiToE akimoHepHoe obmecTBo «DapmMcranmapt-JlekcpeacTray
(OAO «Dapmcrannapt-JIekcpencrar)

Anpec: 305022, Kypckas o6m., 1. Kypck, yn. 2-1 Arperathasi, 1. 1a/18
Ten./dakc: +7 (4712) 34-03-13

Dnextponnas moura: leksredstva@pharmstd.ru



8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS

9. IATA TEPBUYHOM PET'MCTPAIIMM (IIOATBEPXIEHWS PETUCTPAIIUU,
INEPEPETUCTPALIMN)

Jlata rnepBoii peructpanumu:

10. JATA TIEPECMOTPA TEKCTA

O6ma;1 XApaKTCPUCTHKA JICKAPCTBCHHOI'O IIpCIiapara Kameron AOCTYIIHA HaA I/IH(I)OpMaI_II/IOHHOM

nopTajic EBpaSHﬁCKOFO 9KOHOMHNYCCKOI'O COI03a B I/IH(bOpMaI_II/IOHHO-KOMMYHHKaHHOHHOﬁ CCTU

«Uutepuer» http://eec.eaeunion.org/
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