COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 29.05.2024 N= 10530

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHGFOTIPERAPATA 1002

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

HogollanTeH, 5 %, Ma3p 111 HAPY>KHOTO NPUMEHEHMUS.

2. KAYECTBEHHBI 1 KOJIMYECTBEHHBIA COCTAB

JelicTByroliee BEUIECTBO: IEKCIIAHTEHOII.

100 r ma3u a1 Hapy>KHOrO IPUMEHEHHUS COZIEPKaT 5 T' IEKCIIAHTEHOJIA.

BcnomoraTenbHble BelecTBa, HaJM4YUe KOTOPBIX HA0 YUYHUTHIBATH B COCTaBe JIEKAPCTBEHHOI'O
npernapara: MeTHIINaparuapokcuoeH3oar, IpONUINaparuipokcuoeH3oar, JIAaHOJINH,
LETOCTeapUIOBbIN ciupT (cM. pazzaein 4.4.).

[TosHbI nepedyeHb BCIIOMOraTENIbHBIX BELIECTB PUBEJEH B pasneie 6.1.

3. JEKAPCTBEHHAS ®OPMA

Masb a5t Hapy>KHOT'O PUMEHEHUSI.

OnHOpoHAast Ma3b OT OEJIOro C YKENTOBATHIM OTTEHKOM JI0 CBETJIO-KENITOTO IIBETA, C XapaKTEPHBIM
3aI1aXOM.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3zanusi K NPUMEHEHUIO

[Ipenapat HoBollanTeH nokasaH K IpUMEHEHUIO y B3pocibIX U Aeter ot 0 1o 18 ner.

[Ipn HapymeHUn IEIOCTHOCTH KOXKHBIX ITOKPOBOB: 3a)KMBJIEHUE OKOTOB (B T.Y. COJIHEUYHBIX),
MEJKUX MOBPEXACHUN KOXU (CcaJuHbl, MOpe3bl, TpemuHsl U np.). [Ipodunaktuka u nedyenue
CyXOCTH KOXH, B TOM UHCI€ M Kak I[OCJIEICTBUE JEpMaTUTOB pa3IMYHOrO TeHe3a
(MPOSIBIAIOMIMXCS HISTYIICHUEM, MOKPACHEHHEM, pa3ApakeHUEM, YyBCTBOM CTAHYTOCTH), a
TaKXKe €XETHEBHBII yXOJ 3a Yy4acTKaMH KOKHBIX IOKPOBOB, IMOJBEPKEHHBIX HaHOOIbIIEMY
BO3JICUCTBHUIO BHENTHUX (DaKTOPOB (JUI0, pyKH). JlJIs yXoda 3a MOJIOYHOM JKelne30i B MEpPUO.
JaKTauu (TPELIUHBl U TOKPACHEHHS] COCKOB MOJOYHOW 3KeJe3bl), A yXoJa 3a TPYyIHBIMU
JeTbMHU ¥ MJIaJIeHIIaMU (OIIPEJIOCTb, «IIEJICHOUHBIH» IEpPMaTHT).

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

Bspocnvie
Ma3sb HaHOCST TOHKHUM ciioeM 2-4 pa3a B CyTKH.
JmiTenpbHOCTh MPUMEHEHHS TIpermapaTa u BO3MOKXHOCTh IIOBTOPHOTO Kypca JICYSHHS 3aBHUCST OT
UHAUBUAYAIbHBIX OCOOCHHOCTEH TeueHHs 3a00JIeBaHUS U OMNPEAENSIOTCS JAOCTUTHYTHIM
TepaneBTUYECKUM 3P (HEeKTOM U MePEHOCUMOCTHIO TIpenapara.

eTu

Pexum AO3UPOBAHUA HC OTIIMYACTCA OT PCKHUMaA JO3UPOBAHUS JIA B3POCJIbIX.
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(NOCNEQCBATENEHOCTE 0002)

Croco0 IIpuMeHeHus

HapyxHo.

Ma3b HaHOCSIT TOHKUM CJIOEM Ha MOPaKEHHBIH y4aCTOK KOXKH, CJIeTKa BTUPAs.

B ciyuae HaHeceHUs Ha MHOUIMPOBAHHYIO MOBEPXHOCTb KOXKHU, €€ CIEAyeT IpPEeABapUTEIbHO
00paboTath JIIOOBIM AHTUCETITUKOM.

Kopmsmim MatepsiM cMa3bIBaTh MOBEPXHOCTh COCKA Ma3bl0 MOCTIE KaX10T0 KOPMIICHHUS TPYAbIO.
['pyIHBIM €TSAM HAaHOCAT Ma3b MOCIE KaX10i CMEHBI O€lIbs NIM BOJAHOM MPOIETyPHI.

4.3. [IpoTuBONOKA3aHUS

['MnepuyBCTBUTENBHOCTh K JEKCMAHTEHOTIY WIM K JIIOOOMY M3 BCIOMOTraTelIbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pa3zaene 6.1.

4.4. OcoOble ykazaHHMsl M Mepbl NPEJOCTOPOKHOCTH NPH NPUMEHEHUH

He nonyckath nomnajgaHus B Iia3a UM HA CIU3UCTBIE 0O0JIOUKH.

He HaHOCHTBH Ha MOKHYIIIME PaHBI.

[Ipu OGepeMeHHOCTH M B MEPHUOJA TPYAHOTO BCKapMIIMBAHMA ClelyeT u30eratb MpUMEHEHHs Ha
OOIIMPHBIX yYacTKax.

BcnoMorarebHEBIC BEIISCTBA

[Ipenapar comepKUT JAHOJWH, LETOCTEAPUIIOBBIA CHUPT, KOTOPbIE MOTYT BbI3BATh MECTHBIE
KOXKHBIE PeaklUu (HampuMep, KOHTaKTHBIA AepMAaTuT),

[IpemapaT comepXUT METHINAPAruAPOKCUOCH30aT, MPONMUINAPAarHIPOKCHOEH30aT, KOTOPBIC
MOTYT BbI3bIBATh AJIJIEPrUUECKHE PEaKuu (B TOM YHCIIE OTCPOUCHHBIE).

4.5. B3aummopaeiicTBHMe ¢ [PYrMMH JIEKAPCTBEHHbIMH MNpenapaTtamMu W JApyrue BHAbI
B3aUMOJAeHCTBUSA

He nsyuanocs.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTb U JIAKTALMS

bepemeHHOCTD

[Ipenapar MOXKHO IPUMEHSATH BO BpeMs OEpEMEHHOCTH.

JlakTanus

[TpenapaT MOXXHO IPUMEHATH B IIEPUOJ] TPYJHOTO BCKapMJIMBAHUS.

Ecnmn npenapatr mnpumensiercs aias  oOpaOOTKM TpEIIMH COCKOB B MEPUOJ TIPYIHOTO
BCKapMJIMBaHH, OH JOJIZKCH OBITH CMBIT nepea KOpMJICHUCM I'PYAbIO.

4.7. Bausinne HAa CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH M padoTath ¢
MeXaHHU3MaMH

[Ipenapatr He BaMseT Ha CHOCOOHOCTh YNPABIATH TPAHCIOPTOM WM 3aHUMAThCS APYTHUMH
INOTCHIUAJIBHO OIIACHBIMHU BUJaMH ACATCIIBHOCTH, TpGGYIOH_II/IMI/I MMOBBIIIICHHOM KOHICHTpAauu

BHUMAaHHUA U OBICTPOTHI ICHXOMOTOPHBIX PEaKIuil.



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 29.05.2024 N= 10530

(NOCNEQCBATENEHOCTE 0002)

4.8. HexkennaTeibHbIe peakunuu

PesroMe HexxenaTeabHbIX peaKIni

Annepruueckue peakuu. AJNIepruuecKue KOXKHbIe peakliuu (HarpuMep, KOHTAKTHBIN 1epMaTuT,
aJJIepru4ecKuil 1epMaTur, 3y, IOKpacHEHUE, 9K3eMa, ChIlb, KPaMBHUIIA, Pa3APaKEHUE KOKH).

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOM03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX TIOCIEe PETUCTPAIUH
JICKapCTBEHHOTO TIperapara ¢ melibio 00ecredeHnsi HeMPephIBHOTO MOHUTOPUHTA COOTHOIIICHHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOI'O Mpernapara. MeaunuHCKUM paOOTHUKAM DPEKOMEHIYeTCs
coo01aTe 0 JIIOOBIX MOJ03pPEBAEMbIX HEXKeNaTeIbHBIX PEeaKIUsAX JEeKapCTBEHHOIO IMpernapara
4yepe3 HallMOHAIIBHBIE CHCTEMBI COOOIICHHS O HEXKEIATeIbHBIX PEaKIMIX TOCYIapCcTB — YJICHOB
EBpa3uiickoro 3K0HOMHUYECKOr0 COI3a.

Poccuiickas @enepanus

denepanpHas cinyx0a mo Haa30py B chepe 3npaBooxpanenus (PocsnpaBuanzop)

109012, MockBa, CnaBsHcKas miomajp, 1.4, ctp.1.

Tenedon: +7 800 550 99 03.

e-mail: pharm@roszdravnadzor.gov.ru

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

4.9. Ilepeno3npoBka

[Ipu nmpumeHeHuM mpenapaTa B COOTBETCTBHHM C OOINEH XapaKTEpUCTUKON JIEKapCTBEHHOTO
npenapaTta nepefo3upoBKa MayioBepositTHa. O ciayyasx NepeJo3UpOBKH JEKCHAHTEHOJIOM He
€000111aJI0Ch.

5. PAPMAKOJIOTHYECKHAE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA

@dapMakoTepaneBTUYECKas TIpynma: mpenaparbl s JIeUeHUs paH U s3B; Ipenaparsl,
CIOCOOCTBYIOIIME HOPMAJIbHOMY  pyOIICBaHWIO, JPYTHe TMperapaThl, CHOCOOCTBYIOIINE
HOpPMaJIbHOMY pYOIIeBaHUIO.

Kon ATX: DO3AXO03

dapmakogngamMuyeckue dYPpPeKTol

JIeKCaHTeHO — MPOM3BOJHOE MAHTOTEHOBOM KHMCHIOTHL. IlaHTOTEHOBass kucnora —
BOJIOPACTBOPUMBIH BUTaMUH Tpymnbl B (Butamun B5) — saBnsieTcs cocTaBHOI 4acThio KOepMeHTa
A. CTuMynupyeT pereHeparuio KO, HOpMaJIU3yeT KIETOUYHBIH MeTaboJIn3M, YCKOPSET MUTO3 U
YBEJIMYHUBAET MPOYHOCTh KOJUIAr€HOBBIX BOJOKOH. IloBbIIEHNE MOTPEOHOCTH B MAHTOTEHOBOM
KHCJIO0Te HaOII01aeTCs MPH MOBPEKICHUN KOXKHOTO IOKPOBA WJIU TKAHEH, a €€ HEeI0CTaTOK MOYKHO
BOCIIOJIHUTh MECTHBIM IPUMEHEHUEM JIEKCIIaHTEHOJIA.

5.2. apmakokuHeTHYECKHE CBOHCTBA
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AOGcopOnus

[Tpu HapyXKHOM pUMEHEHUHU OBICTPO a0COPOUPYETCS M MPEBPAIIAETCS B TAHTOTCHOBYIO KUCIIOTY.

Pacnpenenenue

Casi3bIBaeTCsl ¢ OeMKaMu T1a3Mbl KPOBH (TJIaBHBIM 00pa3oM ¢ 06eTa-TJIo0yJIMHOM U allbOYMHUHOM).
KoHneHTpanus maHTOTEHOBOM KHUCIIOTHI B KpoBU coctaBisieT 0,5-1 mr/mi, B masme kposu — 100
MKT/J.

Buorpancdopmarus

[TanTOTEHOBAs KMCIIOTA HE MOABEPraeTcs B OpraHu3Me MeTabonnu3my.

OIMMUHALNS

BriBouTCA B HEM3MEHEHHOM BUJIE TTOYKAMU.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [Iepeuenb BcnoMorareJibHbIX BellleCTB

- Ba3eJINH;

- napaduH KUIKUH;

- JIaHOJIVH;

- LIETOCTEapUIIOBBIN CIIUPT [HeTHIoBbIN cnupT 60 %, creapunossiii cnupt 40 %];

- BOCK ITYEJIMHBIN O€JIbIN;

- METHJIIAparupoKCcuOeH30aT;

- IPONMJINIAPATHIPOKCUOCH30aT;

- BOJIa OYMILIEHHASI.

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok rogHocTu (CpOK XpaHeHHUs )

3 roxa.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHU U

XpaHuThb 1pu TeMIeparype He Boiie 25 °C.

6.5. XapakTep u coaep:kaHue NEPBUYHOH YIIAKOBKH

[To 251,301,401, 50 T 1 100 r B 6anku TemHoro crekia tTurna bTC, ykynopeHHbIe KPBITIIKaMU
HATATMBACMbIMU M3 TMOJUATHIEHA HHU3KOTO WJIM BBICOKOTO JaBJICHHUS WM KPBIIIKaMU
HATATUBAEMbBIMHU MMOJTUMEPHBIMH U3 MOJUATUIIEHA HU3KOTO WM BbICOKOro Aasienus. [1o 25 r, 30
r,40r, 50 r u 100 r B GaHKM TEMHOTO CTEKJIa C BHHTOBOU ropiioBHHOM THIa bB, ykymnopeHHbIe
KPBIIIKAMU TOJMAITUICHOBBIMU PE3b0OBBIMU M3 MOJIMATHIIEHA HU3KOTO MM BBICOKOTO JaBIICHUS
WIM KpBIIIKAaMHM TMOJIMMEPHBIMM HAaBHUHUYMBAEMBIMHM W3 TOJMATUJIIEHA HHU3KOTO WM BBICOKOTO

IaBJICHUS.



COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 29.05.2024 N= 10530

ITo25r,301,40 1, 50 r 1 100 T B OaHKH U3 I nnaTHnéHg'fs:ﬁmg"%Iﬂgjﬁlﬁls_kg{:o]-&agﬁ!c_'l;ﬁﬂ, B

KOMIUJICKTC C KPbINIKAMU HABUHYMUBACMBIMH U3 MOJUITUIICHA HU3KOTI'O HUJIM BBICOKOTO AABJICHUSA
Wi B OaHKM M3 TOJMMATHIEHTepedTanaTa, YKyMOPEHHBIC KpBIIIKAMU HABUHUYMBAEMBIMH U3
MOJIMATUIIEHA HU3KOT'O AaBJICHUS WM MOJIMATUIIEHA BBICOKOTO JaBJICHUS, WK MOJUIIPONUIICHA.
[To 251,301,401, 50 r 1 100 r B TYOBI aJIFOMUHUEBBIC, TOKPHITHIC JakoM bd-2, B KOMIIIEKTE ¢
KOJIIMaykaMu M3 IIOJIMDTHUJICHA BBICOKOTO HWJIM HHU3KOIO JaBJICHUA WM B Ty6BI u3
KOM6I/IHI/IpOBaHHOFO MaTtcpHralia u3 MHOT'OCJIOMHOI'O JJaMHUHarTa C HaBUHYMBAaCMbIMU
MOJIMMEPHBIMU OYIIIOHAMU U3 TIOJUIIPONUIICHA.

Ha 6anku HakjIenBarOT ATUKETKU U3 OymMaru STUKETOYHOM WM MUCYEH UM ATHUKETKU U3 Oymaru
CaMOKJIESIIIENCA.

TyOy nnu 0aHKY BMECTE C MHCTPYKIMEH 110 METUIIMHCKOMY IPUMEHEHHIO TIOMEIIAIOT B MAaYKy U3
KapTOHa KOPOOOYHOTO ISl MOTPEOUTENLCKON Taphl UJIN U3 KapTOHA XPOM-3p3all.

6.6 OcoOble Mepbl MNPEIOCTOPOKHOCTHM TPH  YHHUYTOKEHHMH HCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WIH OTX0J0B, TMOJYYEHHBIX [0CJe MPUMeHEHUs
JIEKAPCTBEHHOTI'0 NMpenapara, u Apyrue MAaHUILYJISIIHHU € NPenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

000 «Kenen PI1»

249717, Kamyxckas 0611., Kozenbckuii paiion, c. @ponosckoe, yi. [IpaBocnasuast, 1. 70.

Tenedon: (499) 647-55-77.

O, nouyra; genel.rd@mail.ru

7.1. IlpeacTaBuTeNb AEPsKATES] PETHCTPALMOHHOIO YI0CTOBEPEeHHA

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccuiickas @enepanus

OAO «Camapamennpom»

443070, Camapckas 06:1., . Camapa, yi. [Taptuzanckas, a. 86.
Ten./bakc: (846) 373-81-07, (846) 373-81-08.

On. nmoyra: razvitie@samaramedprom.com

8. HOMEP PETHCTPAIIMOHHOI'O YOCTOBEPEHMUSA

9. IATA NMEPBUYHOM PETMCTPAIIUMA (IIOJATBEPXJEHHSI PETMCTPAIIUN,
INEPEPETUCTPAIIN)

JlaTa niepBoi perucTpanuu:
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10. TATA IEPECMOTPA TEKCTA (NOCNEOCBATENEHOCTE 0002)

OOmast  xapakTepucTHKa JIeKapCTBEHHOro  mpemnapara Hoollanten  goctymHa  Ha
UHPOPMALIMOHHOM TIOpTaie EBpasuilcKoro SKOHOMHUYECKOTO COl3a B HWH(POPMAIMOHHO-

KOMMYHHUKaIIMOHHOH cetn « THTepHeT» http://eec.eaeunion.org/
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