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OBLIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEIIAPATA

Tantym Po3a, 500 mr, nopo1oxk A IpUroTOBICHUS paCTBOpPA BarMHAJILHOTO.

2. KAYECTBEHHBIN U KOJTUYECTBEHHBI COCTAB

JlelicTByroliee BelecTBo: O€H3u1aMHUH (B BUE THAPOXJIOPUIA).
Kaxnoe came conepsxur 500 Mr 6eH3u1aMHUHA THAPOXJIOPUIA.

[Tonueli nepeueHb BCIOMOraTe/IbHbIX BELIECTB IPUBEACH B paszaeie 6.1.

3. JIEKAPCTBEHHAS ®OPMA

[Topoioxk At npUroTOBIEHHS paCTBOpPA BarHHAJILHOTO.

OpnHopoanble rpaHyJibl 0enoro Bera 6€3 KOMKOB U MHOPO/IHBIX YACTHIL.

4. KIMHUYECKUE JIAHHBIE
4.1. Ilokazanusi K NPUMEHEHHUIO

IIpenapar Tantym Po3a nmokaszaH Kk IpUMEHEHUIO Y B3pOCIBIX B Bo3pacte oT 18 ser:

- B IOCJIEPOJOBOM IE€PHOJIC B KadyecTBE Je4eOHO-NPO(PHIAKTUYECKOrO CpeaAcTBa IS
IpOGUIAKTHKHU ITOCIEPOAOBLIX HH(PEKIIMOHHBIX OCI0KHEHUH;

- npu crnenupuyecKkux ByJIbBOBArMHUTAX (B KOMIUIEKCHON Teparun);

- npu Hecrneuu(hUUECKUX ByIbBOBArMHUTAX M LIEPBUKOBArMHUTAX JII0O0M dTHOJIOTUH, BKIIOYAs
BTOPUYHO Pa3BUBIIMECS HA (JOHE XUMHUOTEpAIHH U PAJIUOTEPAIINY;

- npu OaKTepUaIbHOM BarnHO3E;

- B KayecTBe MNPO(MWIAKTUKUA I[OCTONEPALMOHHBIX HH(PEKUUOHHBIX OCJIOKHEHUI B
ONEPATUBHON T'MHEKOJIOTHH.

4.2. PeskuM 103MPOBaHUS U €CIIOCO0 NPUMEHEeHHUs

PexxuMm 103upoBaHus

B3spocavie

. B nocneponoBom mnepuone B KadecTBE JieueOHO-NMPODUIAKTHUUECKOTO CpPEACTBA  JUIs
YCKOpEeHHsi Tmpouecca peabunuranuu ¥ OpOQHIAKTHKH  [OCIEPOJOBBIX  MH(EKLHOHHBIX
OCJIOKHEHUI: BarMHaJbHbIC OPOILIEHUs | pa3 B CyTKH B TeueHHE 3—5 AHEH.

. [Tpu GaxTtepuanbHOM BaruHoO3e: BarMHajbHbIE OpoLIeHMs |-2 pa3a B CyTKM B T€UEHHE 7—
10 nuei.
o [Tpu Hecnennduueckux ByJIbBOBaArMHHUTAX U EPBUKOBAr MHUTAX JII000H ATHOJIOIUH, BKIIIOYAs

BTOPHYHO pa3BUBLIMECS HA (POHE XUMHUOTEPANIUH U paHOTepanuu: 2 pa3a B CyTku He MeHee 10 qHei.
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3-5 nueit.

. [TpodunakTuku MocTOnepalMoOHHBIX OCJIOKHEHUI B ONEpPAaTUBHON ruHekosoruu: 1 pa3 B
CYTKH B TeUEHHE 3—5 JHEH.

CTH

besonacnocts u adpdextuBnocts Tantym Posa y nereir B Bospacte 10 18 jeT HE yCTaHOBJICHBL.
JlanHble OTCYTCTBYIOT.

Cnoco0 npumMeHeHust

WuTpaBaruHaibHO.

[Tpouenypy cripuHUEBaHUS CIEAYET IPOBOJIUTS JI€XKA, KUIKOCTh JODKHA OCTABATHCS BO BJIArajIMILe
HECKOJIbKO MUHYT.

WucTpyKuus no npuroToBIEHUIO BarHHAJIBLHOTO pacTBOpa NpUBeeHa B pasaene 6.6.
4.3. [IporuBonokazanus

. ['MnepuyBCTBUTENBLHOCTh K OCH3MJIAMUHY WM K JIIOOOMY W3 BCIOMOIaTelIbHBIX BELIECTB,
NEPEYUCIICHHBIX B pasjene 6.1.

4.4. Ocolble yKka3aHusl H MepPbl PeIOCTOPOKHOCTH NPH NPHUMEHEHUH

Jlonrocpounoe npuMeHeHue npenapara MOKET IPUBECTU K MOBBILLIEHHOW 4yBCTBUTEILHOCTH. [IpH
NPUMEHEHHUH Mpernapara B TeYCHUE JUIMTEIbHBIX CPOKOB HEOOX01MMa KOHCYJIbTALUsl Bpaya.

4.5. B3aumojeiicTBHe ¢ JPYIrHMH JIEKADCTBEHHbIMHM IHpenapaTaMM W Jpyrue BH/bI
B3aUMO/IeHCTBHUSA

He ycraHoBi€HO KIMHMYECKHM 3HAUYUMOro B3auMojelcTBus npenapara Tantym Posza ¢ apyrumm
JIEKapCTBEHHBIMHU CPEJCTBAMM.

4.6. @epTHIBLHOCTDH, DePEeMEHHOCTb U JIAKTALHSA

bepemeHHOCTD
Knununueckue nanusie o npumeHeHuu Tantym Po3a Bo BpeMsi OepeMEHHOCTH OTCYTCTBYIOT.

B TPEThEM TpUMECTpE OepeMeHHOCTH CUCTEMHOE IIPUMEHEHUE UHTHOUTOPOB
NPOCTArjJaHJAMHCUHTETa3bl MOJKET BBI3BIBATH CEPACUHO-JIETOYHYI0 MU IOYEYHYH) TOKCHUUHOCTb Y
mwiofa. B koHue OepeMEHHOCTH MOXKET HaOII0AAThCs yAJTMHEHHE BPEMEHH KPOBOTEUEHUS KaK y
MaTepH, TaK U y peOeHKa, a TaKKe 3aJIePiKKa POJIOB.

HeunsBecTHO, MOKET 1M CUCTEMHOE BO3jeWcTBUe mnpenapara Tantym Posza, mocruraemoe mnocine
MECTHOTr'O IIPUMEHEHHSI, HAHECTH Bpel YMOPHOHY/IIONY.

Bo Bpems Oepemennoctu Tantym Posza He ciaeayer npumeHsTbh 0e3 kpaiiHeld HeoOxoaumocTtu. B
cllydae NMPUMEHEHUs Ipenapara 103a JO/DKHA ObIThb MHHMMAJIbHO HU3KOH, a MPOAOIKUTEIbHOCTD
JIeYEHUS] — KaK MOKHO 00Jiee KOPOTKO.

JlakTaums

Kakue-mubo npoTtuBonokaszaHuss K MECTHOMY NpUMeHEHMIO mpenapata Tantym Posa Bo Bpems
JaKTanuy (rpyaHoro BCKapMIMBaHUs) OTCYTCTBYIOT.
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4.7. Biusinue Ha CHOCOOHOCTH YHPABJIATH Tpa cnonTJuga‘j&%ﬁﬁ%‘IﬁEb#'?p%%&‘rg‘;gslc

MEXaHH3MaMHU

Tantym Po3a He OKa3bIBaeT BIMSHHUS HAa CIOCOOHOCTb YIPAB/ISTh TPAHCHOPTHBIMU CPEJICTBAMHU U
paboTrarb ¢ MEXaHU3MaMH.

4.8. HexkesaTesibHbIe peaKLMU

PesroMme HexkeJIaTenbHbIX peakui

AJIepruyecKkue peakluu, pa3apaxeHue B MECTE IPUMEHEHHUS.

Coo011eH1Ee 0 IT003pEBAEMBIX HEXKEIATEILHBIX PEAKIIUIX

Baxno coo0uiarh 0 1o103peBaeMbIX HEKEIATEIbHBIX PEAKLMAX [10C/IE PErUCTPAlMU Npenapara ¢
LECIIBIO obecrieueHus HEIIPEPBIBHOT'O MOHUTOPHHIA COOTHOLICHHUA
«I10Jb3a — PHUCK» JIEKApCTBEHHOro Ipenapata. MeIMUUHCKUM pabOTHUKAM pPEKOMEHIYETCs
co001aTh 0 JH00BIX 0/103PEBAEMBIX HEXKENATEIbHBIX PEAaKLMIX JIEKAPCTBEHHOIO Mpenapara uepes
HallMOHAJIbHBIC CHCTCMBbI COO6].I1€HPI$I 0 HCKCIATCIBbHBIX PCAKHUAX TOCYyAapCTB — YJICHOB
EBpa3suiickoro 5KOHOMHUYECKOI0 CO103a.

Poccuiickas ®enepanus

®denepanbHas cinyx0a 1o Haa30py B chepe 31paBOOXpaHEHUS

Anpec: 109012, r. Mocksa, CrnaBsiHcKas 1o/ ib, 1. 4, ctp. |

Ten.: +7 800 550 99 03

DnexTpoHHas nouta: pharm@roszdravnadzor.gov.ru uiam npr@roszdravnadzor.gov.ru
Caiit: www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

B nacrosiee Bpems 0 ciyuasix nepeao3upoBku npenapara Tantym Posa He coobuanocs.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA
5.1. @apmakouHAMHYeCKHe CBOHCTBA

dapmakoTepaneBTHUECKass Ipynna: Jpyrue CpeacTBa, IMPUMEHSIEMblE B TI'MHEKOJIOIHH;
HpOTHBOBOCHaJIPITCJIbeIC CpeﬂCTBa JUISA BAaruHaJIbHOT'O BBEJICHUSL.

Kon ATX: G02CCO03.

MexauusM aeictBus, hapmakoauHamuyeckue dhdeKTol

BCH3I/IIlaMI/IH ABJIIACTCA HCCTCPOUAHBIM IMPOTUBOBOCHAIUTCIIBHBIM IIPCIIApaToM, MNMPHHAMJICKHT K
rpynme “HAa3070B. OKa3bIBaeT MPOTHBOBOCHAIUTENLHOE U MECTHOE 00e300/MBalolee 1eHCTBHE,
obnanaet aHTMOAKTEPHANIbHBIM, IPOTUBOIPUOKOBBIM U AHTHUCENITUYECKUM JICHCTBUEM.

Mexanu3M eicTBUs Ipenapara CBsi3aH Co CTadUIN3alUuel KJIETOUHbIX MEMOPAH U HHTMOMPOBAHUEM
CHUHTE3a MPOCTArjaHuHOB.

bensunamun oka3biBaeT aHTHOAKTEPHAIBHOE U crielU(PUUecKoe aHTUMUKPOOHOE JEHCTBUE 3a CUET
OBICTPOrO NMPOHUKHOBEHUS Yepe3 MeMOpaHbl MUKPOOPIaHU3MOB C MOCJIEIYIONIUM MOBPEXKICHUEM
KJIETOYHBIX CTPYKTYp, HApYLIEHHEM META0OINYECKUX ITPOLIECCOB U JIM3UCOM KIIETKH.

Obnagaer mnporuBorpudOkoBeiM jelictBueM B otHowieHun Candida albicans. Bbi3biBaet
CTPYKTYpHbIE MOAM(PUKALUU KICTOYHOH CTEHKH IpuOOB MU HUX MeTabONMYECKUX LeNnel, TaKkum
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ocnondhlfdi A iprinibirlian 6énbmadiiiita

IIPpH BOCHAJIUTCIIBHBIX IIPOLECCAX, BKIIOYasd uud)elcunouﬂy}o OTHOJIOTHIO.

5.2. @apmakoKkHHeTHYECKHE CBOICTBA

AOlcopOuus

IIpy MecTHOM NpUMEHEHUHU IpernapaT XOpouo adcopOupyeTcs uepe3 CIM3UCTbIE 000JIOUKH U

IIPOHUKACT B BOCHAJICHHBIC TKaHH.

DnMMUHALIUS

DKCKpeuus nperapara npoucXouT B OCHOBHOM IMOYKAMH U Y€pe3 KUIIEYHUK B BUJE METAOOIUTOB

WM MIPOAYKTOB KOHBIOTALIUU.

6. PAPMALIEBTUYECKUE CBOMCTBA
6.1. Ilepeuens BcnoMorare/ibHbIX BellleCTB

TpumernnueTniIaMMOHUS TOITYOICYIb(POHAT
[ToBunon K25
Hatpus ximopun

6.2. HecoBmecTUMOCTDH
He npumenumo.
6.3. Cpok roguocTu (CpoK XpaHeHus)

5 ner.

6.4. OcoOble Mepbl IPeI0CTOPOKHOCTH NPH XPAHEHHH

He tpebyeT cnenuanbHbIX YCI0BHH XpaHEHUS.

6.5. Xapakrep H cojiep:kaHHe YIIAKOBKH

ITo 9,44 r nopouka B caule U3 Oymaru u3 nOJUNPONUICHA, 3al1€4aTAHHBIE TEPMHUUYECKUM CIIOCOOOM.

10 caure BMecTE € JIMCTKOM-BKJIQ/IBIILIEM [TOMELIAIOT B KAPTOHHYIO KOPOOKY.

6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH NPH YTHIN3AUMN HCIOJIL30BAHHOIO JIEKAPCTBEHHOI0
npenapara Wil OTXO0J0B, IOJYYEHHbIX I0C/ie NMPUMEHEeHHs JIEKAPCTBEHHOr0 npenapara, u

ApYrue MAaHUNYJISIUHU € NPenapaTom

OcoObie TpeOOBaHUS OTCYTCTBYIOT.

MHCTpYKIMSL [10 IPUTOTOBJIEHHUIO BATHHAJILHOI'O PACTBOPA

Conepxumoe 1 cawe pactBopsitor B 500 mut Teruioi kunsiueHoi Boabl He MeHee 10 munyT. Jlomken

o0Opa3oBaTbCsi O€CLBETHBIH NPO3payHbId PaCTBOP.

Jns pazoBoro chpuHueBaHUs HCHOab3yloT 140 M nosydenHoro pactBopa. [Ipum nosTropHOM
NPUMEHEHUHU PACTBOP HEOOXOAUMO MOAOIPETH 0 TEMIIEPATYPhl TEIA.
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7. IEPJKATEJIb PETHCTPAIIMOHHOTO YIOCTOBEPE ms -~ 24T ENEAOCTS 0015)

Wranus
Amxenunu ®apma C.iLA.
Angelini Pharma S.p.A., Viale Amelia 70, 00181, Rome

7.1. IlpeacraBuTeIb AepsKaTE/Isl PErHCTPALMOHHOIO Y/ 10CTOBEPeHHs

[IpeTeH3uu norpeduTeneil cieayeT HanpasiIiaTh 110 aJpeCy:

Poccuiickas ®enepanus

000 «Anmpxenunn ®@apma Pyc»

109028, r. Mocksa, CepeOpsinnyeckas Hao., 1.29
Ten.: +7 (495) 933 3950

e-mail: complaints@angelini.ru

8. HOMEP PETUCTPALHIUOHHOI'O YAOCTOBEPEHUS

JITI-Ne(001047)-(PT-RU)

9. KATEI'OPHUS OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA
JlekapcTBEHHBIH NpenapaT OTHOCUTCS K KATErOPHH OTIyCKa 0e3 peLenta.
OOmias xapakTepucTUKa JeKapcTBeHHOro npenapara Tantym Po3a goctynHa B e€aMHOM peectpe

3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB EBpa3uiickoro »KOHOMHYECKOrO cOK3a M Ha
oumansHOM caiite axcniepTHoi opranu3auuu https://lk.regmed.ru/Register/EAEU _SmPC.
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JIncrok-Briaabim — HHOPMAaLKS VIS NALIHEHTA

Tantym Po3za, 500 Mr, nopomox Uit NPUIOTOBJIEHHS] PACTBOPA BArHHAJILHOI'0

JlelicTBytolee BelecTBo: OEH3MIaMUH

I'lepen NPpUMEHEHHEM IIpenaparTra noJHOCTbIO npmmraihe JIMCTOK-BRJIAAbIL, IMOCKOJIBKY B
HEM CoIepRaTCHd BaKHbIC I Bac CBC/JICHHSH.

. JlanHblil JIeKapCTBEHHBIN Npenapar sB/ISIETCs IPenapaToM, OTIIyCKaeMbIM 0e3 perenra.

. Bceerna npumensiite npenapar B TOUHOCTH C JIMCTKOM-BKJIQZBIIIEM WJIH PEKOMEHAALUIMHU
Jedallero Bpaya, wiu pabOTHHUKA allTEeKH.

. Coxpanute 1UCTOK-BKIabIlI. Bo3MoxkHO, Bam noTpebyercs npounTars ero euie pas.

° Ecnu Bam HYXHbI JOIMOJTHUTCIIbHBIC CBCACHUA WU PCKOMCHIALIUH, O6paTI/ITCCb K JieHauemMy
Bpauy Wiu pabOTHHUKY alTEKH.

. Ecnu y Bac Bo3Huk/In kakue-1u00 HexenaTe/lbHble peakluu, 00paTUTECh K JIeqalleMy Bpady
w1 pabOTHUKY anteku. JlaHHas peKoMeHJalMsi pacIpOCTPAHSETCS Ha JHOObIE BO3MOXKHbBIE
HEXeJIaTeNIbHbIE PEaKLMU, B TOM YHUCJIE HA HE NEPEUUCIICHHBIE B pa3zelie 4 IMCTKa-BKJIA/IbIIIA.

. Ecnu cocrosinue He yiydmiaercss WwiM OHO yxyauiaercs, uepe3 5—10 nueir Bam cnenyer
o0paTuThCs K Bpady.

Coaepxanue JIHCTKA-BKJIA/1bIIA

1. Yro u3 cebs npencrasisier npenapat Tantym Po3sa, u i1 4ero ero npumMeHsor.
2. O yem cneayer 3HATh nepej npumMeHeHueM npenaparta Tantym Po3sa.

3. I[Ipumenenue npenapara Tantym Po3a.

4. BO3MOXHBIE HEKEJIATEIbHbIE PEaKIHH.

5. Xpanenue npenaparta Tantym Po3a.

6. Coiep)KUMO€ YIIaKOBKHU U IIPOYUE CBEICHUS.

1. Yro u3 cedst npeacrasasier npenapar Tantym Po3a, u 1151 4ero ero npuMeHsiloT

[Ipenapar Tantym Po3a coaepkut neicTBylolIee BEIIECTBO OEH3MIAMUH, KOTOPBIH OTHOCHUTCS K
rpynne MnpenaparoB 1oj Ha3zBaHueM: «Jlpyrue cpeacrtBa, NpUMEHSIEMble B T'MHEKOJIOTHU;
IPOTHUBOBOCIIAIUTEILHBIC cpenacTaa s BarMHaJIbLHOTO BBEJICHUSI. OxkasbiBaer
IPOTUBOBOCIAIIUTEILHOE U MECTHOE oOe30oiuBatolee AeicTBre, 001ajaeT aHTHOAKTepHalbHbIM,
IPOTUBOTPUOKOBBIM M AHTUCENITUYECKUM JICHCTBUEM.

IToka3anus K NpUMEHEHUI0
IIpenapar Tantym Po3a nokaszaH Kk IpUMEHEHHIO Y B3pOCIBIX B Bo3pacTte oT 18 ser:

- B [I0CJIEPO/IOBOM IEPHO/IE B KaYeCTBE JIe4eOHO-IPOPHIAKTHYECKOTO CPEICTBA JUIst NPOPHIAKTUKH
HOCJIEPOOBBIX HH(PEKIIMOHHBIX OCIOKHEHUH;

- npu crieuupUUecKuX ByJIbBOBArMHUTAX (B KOMILJIEKCHON TEPAIHK);

- Ipu Hecrneuu(pUUeCKUX BYJIbBOBArMHUTAX U IEPBUKOBArMHUTAX JIHOOOH JTHOJOIMM, BKIIOYAs
BTOPHUYHO Pa3BUBIIMECS HA (JOHE XUMHUOTEpAIHH U PAIUOTEPAIINY;
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- npu OaKTepualbHOM BarmHO3¢;

- B KayecTBe NPOQUIAKTUKU I[MOCTONEPALHOHHBIX MH()EKIHOHHBIX OCIOKHEHUH B ONEPAaTUBHON
IMHEKOJIOTHH.

Ecnu ynyumenue He Hactynuio B teueHue 5—10 queit npumeHeHus npernapara, uid Bol uyBcTByere
yXyAlIEHUE, HEOOXOIUMO 00paTUTHLCS K Bpauy.

2. O yem cieayer 3HaTh nepea npumenenueM npenapara Tantym Po3a
[IporuBonokazanus
He npumensiite npenapart Tantym Po3sa:

- ecin 'y Bac amneprus Ha OeHsupamMuMH WM JI00bI€ JpyrHe KOMIIOHEHTBI Ipernapara
(nepeuncneHHele B pasjene 6 JIMCTKa-BKIIAbIIIA).

Oco0ble ykazanusi H Mepbl IIPe10CTOPOKHOCTH

Ilepen npumenenuem npenapara Tantym Po3a npokoHCY/IbTHPYHTECH € JIeHAlllUM BpPaydyoM HIIU
pabOTHUKOM aNTeKH.

JnurenbHoe npumeHenue rnpenapata Tantym  Po3a  MOXeT BbI3BaTh  MOBBILIEHHYIO
YYBCTBUTEJILHOCTh (QJUIEPrHUECKyl0 peakuuio). B aIToM ciyyae mnpekparture JieyeHUe H
IPOKOHCYJIBTUPYHTECH € BpauyoM, uTOObI INPHUHATH COOTBETCTBYIOLIME Mepbl (CM. paszen 4
«B03MOXKHBIE HEIKENTATEIbHBIE PEAKLIHI).

JleTn 1 noaApOCTKHU

He npumensiite npenapar y aereid B Bozpacte ot 0 10 18 net Beneacreue pucka HedhHEKTUBHOCTH
U BeposiTHOI HebezonacHocTH (0e30macHOCTh U AP PEeKTUBHOCTL NPUMEHEHUs npenapata Tantym
Po3a y neteii B Bo3pacte 10 18 €T He yCTaHOBIIEHBI).

Jpyrue npenaparsl u npenapar Tantym Po3a

CooOwure nedameMy Bpady WM pabOTHHKY anTeKu O TOM, 4TO Bbl mpumensiere, HeaaBHO
HNPUMEHSTH WIM MOXKETE Ha4aTh MPUMEHSTh Kakue-J1u0o Jpyrue rnpenaparsl.

Bepemennocts

Ecnu Bel OepeMeHHBI WM KOPMUTE TPYbIO, IIPEANOIaraere, 4ro 3adepeMeHenu, Wik IIaHupyeTe
OEepeMEeHHOCTD, NIepe/l HA4aJIOM IPUMEHEHHUS JAHHOTO ITpenapaTa NPOKOHCYIbTUPYHUTECH C JIeHallluM
BpauoM Win pabOTHUKOM anTEKH.

Bam ne cnenyer ucnonb3zoBath Tantym Po3a BO Bpemsi G€peMEHHOCTH 3a MCKIIIOUEHUEM CIIy4acB
KpaiiHel He0OX0IUMOCTH U peKOMeH 1aluu Jievaiero Bpaya. Eciu Bam Heobxoaumo jieuenue B 9ToT
NepUuo, CJIEeIyeT HCIOJIb30BaTh MUHUMAJIbHYIO 03y B TEUEHHE KaK MOKHO 0ojiee KOPOTKOIo
HEPUO/Ia BPEMEHHU.

I'pyaHoe BckapMiInBaHue
[Ipenapat Tantym Po3a MokeT NpUMEHSTHCS BO BPEMsI IPYHOTO BCKApMIIUBAHUSI.
YnpasiieHHe TPAHCIOPTHLIMHU CPeJACTBAMH M padoTa ¢ MeXaHU3MAMH

IIpenapar Tantym Po3a He oOka3biBaeT BIMSHUS Ha CIIOCOOHOCTH YIPABIATH TPAHCIOPTHBIMHU
CpeacTBaMu M paboTaTh C MEXaHU3MaMHU.

3. [Ipumenenune npenapara Tantym Po3a

Bceerna npumensiitTe npenapar B IOJHOM COOTBETCTBHHM C JIMCTKOM-BKIQJBIIIEM WIH €
pPEKOMEHJALUsAMU JIeHalllero Bpaya, Wik pabotHuka antekd. [Ipm mnosBiaeHuM COMHEHMH
IOCOBETYHTECH C JIEHAIllUM BPauoOM WJIH PaOOTHUKOM alTEKH.
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Pexomenayemas 103a

B3spocavie

e B rmnocneposoBom rmepuojie B KayecTBe Jie4eOHO-NPO(HIAKTUYECKOr0 CpeAcTBa JUIs
YCKOpEeHHUsi mpoliecca peaduaurauuy M NpoQHIAKTUKUA MOCIEPOJOBBIX HH(PEKIHMOHHBIX
OCJIO’KHEHUI: BarMHAJIbHbIE OPOIIEHUs | pa3 B CyTKH B TeueHue 3—5 qHei.

e [lpu OaxkTepuanbHOM BarMHO3€: BarvMHajbHbBIE OPOIICHUs 1-2 pasa B CYyTKM B TEUEHHUE
7-10 nueit.

e [lpu Hecneuuduyeckux ByJIbBOBArMHUTAX M LEPBUKOBArMHUTAX JIOOON ITHOJIOTHH,
BKJIIOYAsi BTOPUYHO pa3BUBLIKECS HA (POHE XUMUOTEPANMH U PaJHOTEPANUU: 2 pa3a B CyTKH
He meHee 10 auei.

e Ilpu cneuuduueckux  ByIbBOBAarMHHUTaX, B  COCTaBE€ KOMIUIEKCHON  Tepanuu:
2 pa3a B cyTku 3—5 JIHEH.

e [lpoduiakTika NOCTONEPALMOHHBIX OCIOKHEHUH B ONEPATUBHOM ruHekosnoruu: 1 pas B
CYTKH B TeueHue 3—5 qHei.

IIyTh ¥ (Mi1H) crocod BBe/IeHUs
IIpenapar Tantym Po3a npumensieTcss HHTpaBaruHalIbHO.

Conepxxkumoe 1 caure pactBopsitoT B 500 Mi1 Terioi kunsiueHoi Bojibl He MeHee 10 munyT. Jlomken
o0Opa3oBaTbCsi O€CLBETHBIH NPO3paYHbIA PACTBOP.

Jns pasoBoro crnpuHueBaHusi ucnoyib3yioT 140 mu nosydenHoro pactBopa. Ilpu nosropHOM
IPUMEHEHUHU PACTBOP HEOOXOAUMO MOAOTPETH 10 TEMIIEPATYPHhI Tea.

[Tpouenypy cripuHUEBaHUS CIEAYET IPOBOJIUTS JI€XKA, KUIKOCTh JODKHA OCTABATHCS BO BJIArajIMILe
HECKOJIbKO MUHYT.

IIpoao/KUTEeIbHOCTH TepaANuu

JIIMTenbHOCTD J1IeueHus He JOJKHA NpeBbiaTth 5—10 aHen.

Ecin Bol npumenniiu npenapara Tantym Po3a oJibliie, yem ciie10Ba10

ITpu pexoMeH10BaHHOM pEKUME JOZUPOBAHUS O CIIydasX NEPe103UPOBKHU HE COOOIIANOCH.
Eciin Bbl 320b114 npumenuTs npenapar Tantym Po3a

He BBOAMTE ABOIHYIO 103y, 4TOOBI KOMIIEHCUPOBATH BBEICHUE NIPONYIIEHHON J03bI.

B ciyuae nmpornycka npuMeHeHus npernaparta Hy»KHO BBECTH HOBYIO JI03y KaK MOXHO CKOpee, HO He
MeHee ueM 3a 12 yacoB 10 ciaeayrouiero npuMmeHenus. Eciau 12-uyacoBoit MHTEpBall OT MPOIYLIEHHOM
JI03bl MPEBBILLIEH, HOBYK /03y CJIEAYeT BBOJAUTH B TO BpeMs, KOTOpOE H3HA4albHO OBbLIO
3aIJIaHUPOBAHO IS cieayrouieit 1036l [Ipu npumeHenun npernapara JBaxk/ibl B JIEHb HOBYIO /103y
CJIeIyeT BBOJUThL BO BPEMs, 3aIJIAHUPOBAHHOE JIJIsl BBEICHUS CJICYIOLIEH J03BL.

[Tpu Hanu4yuKM BONPOCOB 110 IPUMEHEHHIO NIPenapaTa 00paTUTECh K JIe4alleMy Bpauy WM paOOTHUKY
anTeKu.

4. Bo3moKHbIe HeKeJ1aTe/IbHbIe peaKIHU

[Tono6HO Bcem nekapcTBeHHbIM npernaparaM Tantym Po3a MoOXeT BbI3bIBaTH HEKENATEIbHBIC
peakiuu, OJHAKO OHU BO3HUKAIOT HE Y BCEX.

[Ipexkparure npuMeHeHHe NPeNapaTa U HeMeUIeHHO 00PaTHTECh 32 MeIHIMHCKOH IOMOLIbIO,
ecsi y Bac nosiBmiinehb ajuiepruyeckue peakumu.

ﬂpyl”l/llel BO3MOKHBIMHU HECKECIATCIIbHBIMU PCAKIUAMMU SABJIAIOTCA:

HeusBecTHO (MCX0/151 U3 UMEIOIIMXCS JAHHBIX YACTOTY BOZHUKHOBEHHUS ONPEIEIUTh HEBO3MOXKHO):
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- pa3apakeHue KOXKH.

Cooluienne 0 HeKeJIATEJIbHBIX PpeaKIHAX

Ecnu y Bac Bo3HHKaOT Kakue-1100 HeKenaTeIbHble PEaKUU, IPOKOHCYJIBTUPYHTECH C BPAa4OM WIIH
pabotHukoM anrteku. JlaHHas peKOMEHJIalUs PacnpoCTpPaHsETCs Ha JIIOOble BO3MOXKHBIE
HE)KEJIaTeNIbHbIE PEaKlMM, B TOM YHMCJIE HAa HE NEPEUUCIICHHBbIE B JIMCTKE-BKIazblme. Bel Takke
MOJKETE COOOIIUTD O HEIKENATENbHBIX PEaKLUAX HanpsMylo (cM. Huke). Cool1iast 0 HesKeIaTeNbHbIX
peakuusix, Bol nomoraere nonyunTs 0osblie CBEACHUN 0 0€3011aCHOCTH Mpernapara.

Poccuiickas ®enepanus

®denepanbHas cinyx0a 1o Haa30py B chepe 31paBOOXpaHEHUS

109012, r. Mocksa, CnaBstHCKast 110ma/ib, 1. 4, ctp. 1

Ten.: +7 800 550 99 03

OnextponHas noyra: pharm@roszdravnadzor.gov.ru unm npr@roszdravnadzor.gov.ru
Caiit: www.roszdravnadzor.gov.ru

5. Xpanenue npenapara Tantym Po3a
XpaHuTe J€KapCTBEHHBIH NpenapaTt B HEAOCTYIHOM /ISl IETEH MECTE.

He npumensiiite npenapar nociie UCTEYEHUs] CPOKa I'OJHOCTU (CPOKa XPaHEHMsS), YKAa3aHHOrO Ha
KapTOHHOﬁ [Ma4YKE M calle IocCJIC HAAIIUCHU ((FOI[CH 0.

JlaToli ucTeueHus cpoka roJHOCTHU SBJISETCS MOCIEIHUN I€Hb JAHHOTO MECsLa.
[Ipenapat He TpeOyeT crnenuaibHbIX YCIOBUN XPAaHEHHUS.

He BmiOpachiBaiiTe mnpenapaT B KaHAJIM3aLMIO. YTOYHUTE y pabOTHUKA aNTEKH, Kak CIEIyeT
YTUJIN3UPOBaTh (YHUUYTOXKATh) Mpenapar, KOTOpbli Oonblie He noTpedyeTcs. DTU Mepbl MO3BOJIAT
3alUTUTb OKPYIKAIOLIYIO Cpeay.

6. Corep:kuMoe yNaKOBKH U NPOYHe CBe/leHUs

IIpenapar Tantym Po3a coaepxut

JIeHCTBYIOIIMM BEILIECTBOM SIBJISICTCS OCH3UIaAMUH.

Kaxnoe caue cogepxkur 500 Mr 0eH3ugaMuHa ruJIpoXJaI0opua.

[Tpounmu UHrpeIueHTaMu (BCIIOMOraTeIbHBIMU BELIECTBAMM ) SBJISIOTCS: TPUMETHIILIETUIAMMOHUS
Tonyoscyabponar, nouaoH K25, narpus xiopun.

Buemnuii Bua npenapara Tantym Po3a u coepxumoe ynakoBku

[Topoioxk a1t nPUroTOBIEHHS paCTBOpPA BarMHAJIBHOTO.

OpnHopoauble rpaHyJibl 0enoro Bera 6€3 KOMKOB U HHOPO/IHBIX YACTHIL.

ITo 9,44 r nopouka B caule U3 Oymaru u3 nOJUNPONNICHA, 3al1€4aTAHHBIE TEPMHUUECKUM CIIOCOOOM.
10 caure BMecTE € JIMCTKOM-BKJIQ/IBIILIEM [TOMELIAIOT B KAPTOHHYIO KOPOOKY.

Kareropusi ornycka jiekapcTBeHHOI'0 npenapara

JlexapcTBeHHBIN NpenapaT OTHOCUTCS K KATErOPUH OTIyCKa 0e3 pelenra.

Jepskarelib perHCTPALHOHHOIO Y0CTOBEPEHUs!

Amnxenunu ®@apma C.n.A., Utanus
Angelini Pharma S.p.A., Viale Amelia 70, 00181, Rome, Italy

[IpousBoaurennb

Asuennie Kumuke Puynure Anxenunu ®@panuecko A.K.P.A.®. C.n.A., Utanus
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Aziende Chimiche Riunite Angelini Francesco A.C.R.AF. SN CURARRAEE daTiiLonid 13,

60131, Ancona, Italy

3a 000l MHpopmanuel o npenapare cieayer o0palATbLCSl K MECTHOMY HpPeACTABHTE.II0
JAepsKaTe/Isi PerHCTPALHOHHOIO Y10CTOBePeHUs:

Poccuiickas ®enepanus

000 «Anmpxenunn ®apma Pyc»

109028, r. Mocksa, Cepebpsinnyeckas Hao., 1.29
Ten.: + 7 (495) 933 3950

e-mail: complaints@angelini.ru

IIpoune ncrounnku nHpopmMauuu

JIucTok-BKIa/IbII JIOCTYIIEH B €IMHOM PEECTPE 3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB U Ha
o uIHaTBEHOM caiiTe YIKCIEPTHOM OpraHU3aluu.



