OBLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
TPUATPULINH, 1,0 mr + 1,5 mr + 0,5 mr, TaGneTku 11 paccacbIBaHUS.

2. KAMECTBEHHBI 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByromue BenecTBa: OCH3aIKOHHS XJIOpH + OEH30KauH + TUPOTPHULIMH.

Kaxnas Ttabmerka comepxutr 1 mr OeH3ankonus xmopuna, 1,5 mr Oenzokamna, 0,5 wr
TUPOTPUIIMHA.

BcnoMoratenbHbie BEleCTBa, HAJMYME KOTOPBIX HAJ0 YYHUTHIBATH B COCTABE JICKAPCTBEHHOTO
npermapara: copouTol, caxaposa (cM. pasaen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEJICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku 17151 paccacbIBaHUS.

Kpyriisie miocKomuInHApHIeCKIe Ta0IETKU ¢ PUCKOU U (PacKoit OeT0ro WiTk OYTH OeJIoTo IBeTa
C XapaKTEPHBIM 3araxoM.

JInHus pa3ioma (pI/ICKa) HC NIpCIHA3HAYCHA JIA pa3JIaMbIBaHHUA TaOJIeTKHU.

4. KIMHUYECKHUE JJAHHBIE
4.1. IToxka3aHusi K NPUMEHEHUIO
TPUATPUIIMH noka3aH Kk NIPUMEHEHHIO Y B3pOCIBIX U AETel B Bo3pacTe oT 6 1o 18 ner ans
CUMIITOMAaTUYECKOT0 JIeYeHUs HH(EKIMOHHO-BOCIAIUTEIbHBIX 3a00JIEBaHUI MONOCTH pTa H
ropJiia, COIPOBOXKIAOIINXCS OOJIEBBIM CUHAPOMOM:

e (apuHIUT, TAPUHTUT, TOH3WLINT;

e BOCIAJIEHUE JIECEH U CIU3UCTON 000JIOUKH MOJIOCTH pTa (TMHIUBUT, CTOMATHUT).
4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

PexuMm mo3upoBaHus

Bspocnvie
1 TabneTka Kaxsie 3 yaca.
MaxkcuManbHasi cyToyHasi 103a cocTapisieT 6 TabneToK.
Kypc nedyenust — 7 nueit. YBenuueHue Kypca Tepaniu Ipyu HEOOXOIUMOCTH — MO0 peKOMEHAAINN
Bpaua.
eTH
bezonacHocth n 3¢ dexTuBHOCTL npenapata TPUATPUILINH y nereit B Bo3pacte ot 0 10 6 et

HA JIaHHBII MOMEHT HE YCTaHOBJEHbI. JJaHHBIE OTCYTCTBYIOT.



Jemu u noopocmku 6 so3pacme om 6 0o 18 nem

Pexxum no3upoBaHus sl A€TEH M MOJPOCTKOB B Bo3pacTe oT 6 10 18 jieT He oTiIMYaeTcs OT
pekuMa J03UPOBAHUS JIJIs1 B3POCIBIX.

Cnooco0 nnpuMeHeHus

MecrtHo. MGI[J'IGHHO paccacbiBaTb B IIOJIOCTHU pTa. He PEKOMCHAYETCA MMPUEM ITHUIIU U KCBAHUC
JKeBaTeJIbHOM PE3UHKH B TCUCHUC 1 gaca mocie IIPUMEHCHUA IIp€riapaTa Wik JO0 TEX IIOp, IMOKa
OoIyIacTCsd OHEMEHUE BO PTY M I'OPJIC, TaK KaK €CTh PUCK aCIIMpalun U IIOBPEKACHUA CIIM3UCTOMN

000JI0YKH POTOBOM MOJOCTH.

4.3. IIpoTHUBONOKA3AHHS
e ['umepuyBCTBUTENBFHOCTE K OCH3QIKOHHUS XJIOPHAY, OCH30KauHy, THPOTPUIUHY,
napaaMHHOOCH30MHON KUCIIOTE, YETBEPTUYHBIM COCTUHCHUSM aMMOHHS WU K JII0OOMY
U3 BCIIOMOTaTENIbHBIX BELIECTB, [IEPEUNCIIEHHBIX B pa3jeie 6.1;
e (CBexue paHbl B TOJOCTH PTa M TOpJie, B TOM YHCIE Cpa3y IMOCIE YeITIOCTHO-TUICBOI
ofepalyu, CTOMaTOJOTHUECKUX mporieayp (cM. pasaen 4.8).
4.4. Ocobble yka3aHus M Mepbl MPeI0CTOPOKHOCTH MPHU MPUMeEHEeHHH
[Tpu TspKenoi anruHe (00JIb B TOpPJIE COMPOBOXKIACTCS BRICOKOH TEMIIEpaTypoOl Tela, TOJI0BHOM
001610, TOIIHOTOM MJIM PBOTON ) MAIIMEHTaM CIIeyeT OOpaTUThCA 3a KOHCYIbTaluen k Bpauy. [Ipu
W3BECTHON PEaKIMW THIEPUYYBCTBUTEIBHOCTH KOXH (aJUIEPTHUECKUN KOHTAKTHBIA JI€PMAaTHUT)
cienyeT u3beratb NIpUMEHEHHUS TIpenapaTa u3-3a BO3MOKHOCTH Pa3BUTHS PEAKIIUH ITOBBIIICHHOM
qyBCTBUTEIBHOCTH. Heo0xoauMo cobioaTh HHTEpBal B TeUeHHE | yaca MEeXIy MpUMEHEHHEM
npenapata M WCIOJIb30BaHMEM  3yOHOW  MAacThl, Tak Kak BO3MOXHO CHMKCHHE
AHTHOAKTEPUAIEHOTO JCWCTBUS Tperapara.

BcnomMmorarennHble BelecTBa

WNudopmaniusa Uisl TAIMEHTOB C caXxapHbIM nuabeToM: B 1 TabieTke mpemapara coJepiKaHue
yraeBo1oB coctaiseT ~ 0,07 xnebubix eaunuil (XE).
[Ipemapar coxepxut caxapo3y. IlammeHTam C peaKo BCTpeYarolIecss HaCIeACTBEHHOM
HEMEePEHOCUMOCTBIO  (PPYKTO3BI, TIIFOKO30-TATAKTO3HON ManbaOcopOrmend win aeQUIuTOM
caxapa3zbl-U30MajbTa3bl HE CIeAyeT MPUHUMAThH YTOT Ipernapar.

[Ipemapar comepxut copoburon. I[larmmeHTamM ¢ penko BCTpeyarolleiicss HacleACTBEHHON
HEMEePEHOCUMOCTHIO (DPYKTO3BI HE CIIEyET MPUHUMATH 3TOT TIpemapar.

eTH
Jetsim crapmie 6 JeT NPUMEHEHHE IMpemnapara PEeKOMEHIYEeTCs TOJIBKO MO MEIUIUHCKUM
MOKA3aHUSIM.

4.5. B3amMmopeiicTBMe ¢ JAPYIrMMH JIeKAPCTBEHHBIMH IMpenaparaMd M JApyrue BHABI

B3aHNMOJAEHCTBHUSA
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He omucano ciy4aeB KIMHHUYECKH 3HAYMMOTO B3ammojenctBus npenapara TPUATPULIUH c
JpYTrUMHU JIEKAPCTBEHHBIMU CPEICTBAMU.

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD U JTAKTALUSA

Bo Bpemst 6epeMeHHOCTH U B MIEPHO TPYIHOTO BCKAPMIIMBAHUS IPENapaT MOXKET MPUMEHSThCS
TOJIBKO B TE€X CIIy4asix, KOrja MOTCHIMAIBbHAS M10J1b3a Ul MATEPU IIPEBBIIIACT NOTCHIUAIbHBIN

PUCK IS TUI0Ja U peOeHKa.

4.7. BausiHde Ha CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CPeACTBAMU M padoTaTh ¢
MeXaHM3MaMu
TPUATPULIMH He oka3plBaeT BIUAHUA Ha CIHOCOOHOCTh YNPaBIATh TPAHCHOPTHBIMU

cpeacTtBaMu U pa6OTaTb C MCXaHHU3MaMU.

4.8. HexxesaTesIbHbIE peaKIIHU

Pesrome mpoduisg 6e3onacHOCTH

Bo3MOKHBI alyiepruueckue peakiuu, KeayJodHO-KUIIeYHbIe PacCTpoiicTBa (TOUIHOTA, Uapes).
AJulepruyeckue peakliuu: KOXKHbBIN 3y]1, KOKHAs ChIllb, OTEK CIU3UCTON 000JI0UKH MOJIOCTH pTa U
ropia, aHapUIAKTUUYECKUE PEaKMU; OLLYILEHUE XOKEHUS, TOKAJIbIBaHUS B IIOJIOCTU PTa U TOpiia;
CyIIOpOTH, TaxWKapaus, JIepMaTUT. BO3MOXHO CHH)KEHUE YYBCTBUTEIBHOCTH CIM3UCTOU
000JI0YKH TOJIOCTH pTa U ropia. [locie MecTHOro mMpuUMEHEHus, B YaCTHOCTH NpPU HAJIWYUU
0onpImIMX paH B TMOJOCTH pPTa M TOpJia, OCOOEHHO Yy JeTed, BO3MOXHO pa3BUTHE
METreMOTJI00MHEMUH, KOTOpPasl MPOSIBISIETCS OJBIINIKOW, CUHEBATOW OKPACKOW I'y0 M IMajblEB.
TUpPOTPULIMH NPU HAJMYMU CBEXHUX paH MOXKET BbI3BaTh KpoBoTeueHHe (cM. pasaen 4.3.). Y
CEHCHOMIM3NPOBAHHBIX MAIIMEHTOB MOTYT Pa3BUTHCS PEAKIIUH MMOBBIIIEHHOW YyBCTBUTEIBHOCTH,
BbI3BaHHBIE MACJIOM MSThl NEpPEeYyHOUW (BKJIIOYas OABINIKY). Y BOCIPUUMYMBBIX NAIEHTOB
BO3MO>XKHBI aJUIEPIrMUECKUE PEAKINH, BbI3BAHHBIE BEIIECTBAMH, KOTOPbIE XUMUYECKH CBSI3aHBI C
OEH30KanHOM, TaKUX, KaK MEeHULWIIHHBI, CYyJIb()aHUIaMUIbl, KOCMETHUECKUH COJTHIIE3aIUTHBINA
KpeM.

COO6HI€HI/IG 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxHO co00maTh 0 MOI03PEeBAEMBIX HEXKETATEINBHBIX PEaKIUIX ITOCIIE PETUCTPAIUH TTperapara ¢
[EeNbI0  O0ECleYeHUsT HENpPEephIBHOIO MOHUTOPHHTA COOTHOLICHHUS «II0JIb3a — PHUCK»
JIEKapCTBEHHOTO Ipernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHAYeTcs COOOIIaTh O JIHOOBIX
MOoAO03pCBACMBIX HECKCIIATCIIBHBIX PCAKIUAX JICKAPCTBCHHOI'O IpErapara 4€pe3 HAIMOHAJIbHBIC
CUCTEMBl COOOILEHUSI O HEKeJIaTeJbHBIX pPEaKIHUsIX ToCcylapcTB — ujeHoB EBpa3suiickoro
HKOHOMHYECKOTO COI03a.

Poccniickas @enepanvs

®denepanpHas cayx0a Mo Haa30py B chepe 3paBOOXpaHEHUS

Anpec: 109012, r. MockBa, CiiaBsiHCKasl TUIOIIaab, 1. 4, cTp. 1



Tenedon: + 7 (800) 550-99-03
OnekrponHas modra: pharm@roszdravnadzor.gov.ru
CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKALMOHHON ceTn «MHTepHEeTY:

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

4.9. Ilepeno3npoBka

B pexoMeHI0BaHHBIX 103aX CIIy4aeB NEPEJO3UPOBKHU HE OIMCAHO.

CumMnromsl

Crnyyvaiinenii npuem 6ompmmx 103 npenapata TPUATPUIIVH mosxer BbI3BaTh HapyIIEHHS CO
CTOPOHBI IHUUIEBAPUTEIbHON CHUCTEMBl (TOIIHOTA, pBOTAa, AHApes), METTeMOTTI00MHEMUIO
(3aTpyJHEHHUE IbIXaHUs U TOJIyOOBAThIM LIBET KOXKH).

Jleyenue

B cnyuae nepeno3upoBky HEOOXOUMO IIPOMBITH KEITYAOK, IPUHIATH AKTUBUPOBAHHBIN yTOJIb.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA

5.1. @apmakoauHaMHUYecKHe CBOiicTBA
dapMakoTepareBTUYECKas TPYIINA; MPenapaTsl JUIsl JISUSHUs 3a00JIeBaHN TOPJIa; aHTHOUOTHKH.
Kox ATX: RO2AB

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘leCKI/Ie B(bd)eKTLI:

KoMOuHMpoBaHHBIA mpenapar, OKa3blBa€T AaHTHCENTUYECKOE U MECTHOAHECTE3UpYIoIlee
JercTBHE. YMEHBIAET pa3apakeHune U 00JIb B TOpJIe, a TAKXKE OTEK CITU3UCTON 000JIOYKH MTOJIOCTH
pra.

beH3okanH ABIETCS MECTHOAHECTE3UPYIOIINM CPEACTBOM, YMEHBIIAIOMIUM OOJb TIPU TJIOTAHUH,
KOTOPOM 9acTO COMPOBOXKIAIOTCA WH(EKIIHMOHHO-BOCTIATUTENbHBIE MPOIIECCHl MOJIOCTH pTa U
ropa.

benzankoHuss XJopuj — aHTUCENTHUK, HapylIaeT IPOHMIIAEMOCTh KIETOUYHON MeMOpaHbl
MHKPOOPTaHU3MOB U TOPMO3UT q)epMeHTaTI/IBHI)Ie MponecChbl, aKTUBEH B OTHOHMICHWHW MHOTHX
MaTOTeHHBIX OaKTepHil, HEKOTOPHIX BUOB BUPYCOB, TPHOOB U IPOCTEHIIINX.

TUpOTpULIMH — aHTUOMOTUK MECTHOTO NEHCTBUS. AKTUBEH B OTHOIICHHWU IIMPOKOTO CIIEKTpa
TPaMIIOJIOKUTEIIBHBIX MHKPOOPTaHU3MOB M CIUPOXET TMOJIOCTH pTa. B CBsI3u ¢ 0COOBIM
MEXaHU3MOM HGIZCTBI/ISI TUPOTPUIHHA, OTCYTCTBYIOIICTO Y aHTHUOMOTHUKOB CUCTEMHOIO HeﬁCTBHH,
MEepPEKPECTHAsE yCTOMYUBOCTD K MpernapaTy He BOSHUKAET.

5.2. apmakoknHeTHYECKHE CBOHCTBA

AOGcopOnus

ben3okann MaJI0opacTBOpPUM B BOAEC, YTO 06YCJ'IaBJ'II/IBaeT IIJIOXO0€ BCAaChIBAHUE €T'0 B KHIIICYHHUKE.


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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beH3ankoHus XJIOpUJ TNPAKTUYECKM HE BCACBIBAETCA B KHUIIEYHMKE M HE OKa3bIBaeT
PE30pOTUBHOTO JACUCTBUS.

TUpPOTPULIMH — B CBSI3U C HU3KOH CHCTEMHOH BCAaCBIBAEMOCTBIO JaHHBIE O (hapMaKOKHHETHKE
OTCYTCTBYIOT. He BiusieT Ha KUILIEYHYI0 MUKpPO]IIOpY.

BI/IOTDaHC(bODMaHI/IH

bensokann pacuieruisiercs (epMeHTaMH B IUIa3ME KPOBH M B HE3HAYMTEIHHOM KOJIMYECTBE
METa0OIN3UPYETCS B TICUCHH.

OIUMUHALKSA

Bensokaun u OeH3aIKOHUS XJIOpU A BBIBOJATCS IIOYKAMM.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeyenb BcnoMoOraTeibHBIX BeleCTB

CopOuton

Tanbk

Caxapo3bl creapar

IToBunmon K-25

Kapmemiosa Harpus

MsTBI IEpEYHON JTUCTHEB MACIIO

Harpus caxapunar

6.2. HecoBMecTHMOCTDH

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs)

3 roxa.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTh pHU TeMnepaType He Boimie 25 °C.

6.5. XapakTep u cojep:kaHHe MEePBUYHOI YTAKOBKH

[To 10 TaGneTok B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY M3 IJIEHKU MOJIMBUHIIXJIOPUIHON U (POIBTH
AJTIOMUHHUEBOM.

1, 2 unu 3 KOHTYpHBIE TYEHKOBBIE YIIAKOBKH BMECTE C JIMCTKOM-BKJIA IbIIIIEM TOMEIIAIOT B TTAUKY
U3 KapTOHa.

6.6. Ocol0ble Mepbl MNPeIOCTOPOKHOCTH NPH  YHUUYTOKEHUHM HMCHOJIb30BAHHOIO
JICKAPCTBEHHOI0 Npenapara WJIM  OTXOA0B, TMOJYYEHHBIX IOCIe NPHMEHEHHUs!
JIEKAPCTBEHHOI0 Npenapara, ¥ Ipyrue MaHUIyJIsHH C NpenapaToM

Oco0bie TpeOoBaHMS OTCYTCTBYIOT.



7. AEPKATEJIb PETUCTPAIHUOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanys

O6miectBo ¢ orpannueHHON 0TBETCTBEHHOCTHI0O « TUPODAPM» (OO0 «TUPODAPM»)
125367, r. Mocksa, [Tonecckuii mpoesa, 1. 16, ctp. 1, moment. 9/1/3

Ten.: +7 (495) 741-46-47

Anpec snekrponHo# nmoutsl: info@pph.group

7.1. llpencraBuTeib AepKaTessi PErUCTPAIIMOHHOTO YI0CTOBEPEHUS

[Iperen3un HOTDC6I/IT€JICI71 HaIpaBJIATH I10 aAPECy.

Poccniickas @enepanns

O61mecTBO ¢ orpann4eHHOi 0TBeTCTBEHHOCThI0 « TUPODAPM» (OO0 «TUPODAPM»)
125367, r. Mocksa, [Tonecckuii mpoesn, 1. 16, ctp. 1, moment. 9/1/3

Ten.: +7 (495) 741-46-47

Anpec anekTponHo# moutsl: iINfo@pph.group

8. HOMEP PET'UCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA TEPBUYHOMN PETUCTPALIMU (IIOATBEPKJIEHUSA PETUCTPAILIUMH,
INEPEPETUCTPALIN)

[lara nepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

OO6mas  xapakrtepucTthka JekapctBeHHoro mnpemapatra TPUATPUIIMH nocrymua Ha
uH(popManmoHHOM TOpTasie EBpa3uiickoro SKOHOMHUYECKOTO COI03a B WH(OpPMAIMOHHO-

KOMMYHUKaIIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org/.
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