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OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEARHOT O TIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI'O IIPEITAPATA

@nynunap, 0,025 %, Ma3b U151 HAPYKHOTO IPUMEHEHUS.

2. KAYECTBEHHBbIIA U KOJIUYECTBEHHBI COCTAB

JleiicTBytol1ee BEmecTBO: (IIyOIIMHOIOHA alleTOHUI.
1 r ma3u comgepkut 0,25 MT QIIyOoIIMHOIOHA AIlETOHHIA.

BcnomorarenbHble BCIICCTBA, HAJITMYUC KOTOPBIX HGOGXOI[I/IMO YUYUTBIBAThL B COCTABC IIpCriapara:
MIPOTMJICHTIMKOJIb, JJAHOJIMH (CM. pas3zen 4.4).

[Tonublii epeyeHs BCIIOMOTaTeIbHbIX BEILIECTB MPUBENIEH B pasaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Mas3sb 11 Hapy>KHOIO IPUMEHEHUS.

benas nnu mouru Genast mosynpo3payHas Ma3b CO CIa0bIM CITEU(PUICCKUM 3aaxoM.

4. K/IIMHUYECKHUE JAHHBIE
4.1. lloka3zaHusi K NPUMEHEHUIO

Ma3zp @uynuHap OPHUMEHSETCS MECTHO Y B3pOCHBIX M JIeTell crapiie 2 JEeT IPH OCTPhIX M
XPOHUYECKHUX BOCIAJIMTEIbHBIX U AJUIEPTUYECKUX 3a00I€BaHUAX KOKH HEMUKPOOHOH 3THOJIOTHH,
YYBCTBUTEJBHBIX K [TIIOKOKOPTUKOCTEPOUIAM U COITPOBOKIAIOIIUXCS CYXOCTBIO KOKH:

- ceOOpEHBIN TepMaTHT;

- AaTONMUYECKUI AEPMATUT;

- K3€Ma Pa3JIMYHOr0 TeHe3a U JIOKAIU3AIINHY;
- KOXKHBIH 3y

- TIcopuas;

- COJIHCYHBIC OJKOTH;

- YKYCbI HACEKOMBIX.
4.2. Pexxum 103MpPOBaHUs U CNIOCO0 MPHMMEHEHH

Ma3sb npeArnouTUTENFHO IPUMEHSTh IPU CYXHUX (OpMax JIEpMaTO30B.

PexxuM 103upoBaHus

Bspocnvie

B3pocnbsiM Ha KOy, MpeIBapUTENBHO MPOTEPTYI0 TAMIIOHOM, CMOYEHHBIM aHTHCENTHYECKOU
XKHUJIKOCTBIO, HAHOCAT HEOOJIBIIOE KOJIMYECTBO Mpernapara u cierka BTUpatoT (1-2 pa3a B IcHb).

[TpogomKUTETLHOCTD JICYEHHS 3aBUCUT OT XapakTepa 3abosieBaHusl U 3(G(HEKTUBHOCTH TEpaIuH,

COCTaBIIIeT OOBIYHO He Oojiee 2-X Helelb, B YaCTHOCTHM, Ha KOXKE JIHMIAa - He Oojiee 5 mHEM.
1
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PEKOMEHAyeTCS NCIOIb30BaTh MUHUMANIbHbIE 3 (EeKTUBHBIC 103bl, HE Oosee 5 THEH.
eTn

Bezonacnocts u 3¢pdexTuBHOCTD npenapara OuynuHap y netreit B Bo3pacte oT 0 1o 2 ner Ha
JaHHBII MOMEHT HE YCTaHOBJICHBI. [laHHBIE OTCYTCTBYIOT.

Jetsm crapuie 2 set: 1 pa3 B 1eHb Ha KOXKY, IPEABAPUTEIBHO NPOTEPTYIO TAMIIOHOM, CMOUYEHHBIM
AHTUCENTHYECKON KUIKOCTBIO, HAHOCIT HEOOJIBIIOE KOJMYECTBO IpenapaTa 1 clierka BTUPAIoT.

VY nereil u3-3a Oonee BHICOKOTO OTHOIICHHMS IUIOIIAAM MMOBEPXHOCTH TeJla K Macce Tela, YeM Y
B3pOCIIbIX, JIeT4e MOXKET Pa3BUThCS HapylleHue (QYHKIUM TUnoTazamMo-TunopuszapHo-
HAJIIOYEYHUKOBOM CHUCTEMbl W BO3HHKHYTh HEXKEJIATEIbHbIE PEAKUUU, XapaKTepHbIE s
KOPTUKOCTEPOUIOB, B TOM YHCIIE 3aJIep’KKa POCTA U PA3BUTHSIL.

VY nereit crapme 2 ner ma3p DiayumHap cieayeT MPUMEHSATh ¢ OONBLIONW OCTOPOXKHOCTHIO,
MUHUMAaJIbHBIMH (QPEKTUBHBIMU J103aMH, TOJIBKO OJMH pa3 B CyTKH Ha HEOOJIBLIMX ydacTKax
KO>KU TI0J] KOHTPOJIEM Bpada, KOPOTKUMH Kypcamu (He Oosiee 5 nHeil); He clieayeT MpUMEHITh Ha
KOX€ JINLA.

Cnoco0 nmpuMeHeHus

HapyxHno.

He cnenyer npumeHATs Ma3b 0 OKKIO3MOHHOM MOBSA3KOM, 32 UCKJIFOYEHHUEM IICOPHA3a, TEPANUS
KOTOpPOTO JIONMYCKAaeT MPUMEHEHHE OKKIIO3MOHHOM TIOBSI3KM HAa OrPAaHUYCHHBIX Ovarax
NOpakKeHUs, C ee eKEAHEBHOM 3ameHoi. He paspemiaercs mpuMeHSTh MOA MOBA3KY Oosiee 2 T
npernapara B CyTKH.

4.3. IIporuBONOKA3aHUA

e [ 'UnepuyBCTBUTEIBHOCTH K ¢ryormHOI0HA alleTOHUY (nm aro6omy
TIIIOKOKOPTUKOCTEPOUTY) HIIH K JIFOOOMY M3 BCIIOMOTATEIIbHBIX BEIIECTB, IEPEUNCICHHBIX B
paszene 6.1.

e bakrepuanbHble, rpuOKOBbIE U BUPYCHbIE HHPEKIIUU KOXKU.
e  AkHe, po3ailea.

e [lepuopaibHbIN JEPMATHUT.

e  AHOrEHUTAJIbHBIN 3Y/I.

e Cudwiuc.

e Tybepkyne3 Koxu.

e Pax koxu.

e  Oxoru, paHbl, TpoUUYECKHUE SI3BbI TOJICHU.

e  bepeMeHHOCTb.
4.4. OcoOble yka3zaHus U MePbl MPEIOCTOPOKHOCTH NPU NPUMEHEHU U

CrnenyeT ¢ OCTOPOKHOCTBIO PUMEHSATH MPEnapar y AeByIIEK B IEPUO]] TIOJOBOIO CO3PEBAHMSL.

Ecnn oTMedaroTcss NpHU3HAKM TOBBIIEHHON YYBCTBUTENBHOCTH WM Ppa3[paKeHUs KOXH,
CBS3aHHbIE C TPUMEHEHUEM IIpemnapaTta (3y[1, XOKEHUE WIM IOKPAaCHEHHE KOXH), CIEHAyeT
IPEKPATUTh JIEYEHNE U 00PaTUTHCS K Bpady.
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Crnenyer nu3berarh nomnaganus Ma3u OiryruHap B rjasa.

He nanocuts Ma3p OayruHap Ha CIM3UCTHIE 000JI0YKH, PAHBI.

Pexkomenayercss mpumeHaTh Ma3b DiynuHap KOPOTKMMHM KypcamMHM Ha HEOONbIIMX ydacTKax
Koku. Bo Bpems ieueHust ciaenyeT HOCUTh CBOOOIHYIO OJICHKTY.

[lpn [UTENbHOM NPUMEHEHWM W/WIM HAHECEHWM Ha OoJbllIMe IOBEPXHOCTU KOXKH,
MOBPEXJICHHYIO KOXKY, TPUMEHEHUH OOJBIINX J103, IPU UCIIOJIb30BaHUN OKKIIFO3HOHHBIX TTOBA30K
U npu Tepanuu y Jered  Masu  DuynuHap  BO3MOXKHA  CHCTeMHas — aOcopOuus
[JIIOKOKOPTUKOCTEPOUA; BO3MOXKHO — IMOJaBi€HHWE (YHKIMHM THIIOTaIaMO-TUIO(U3apHO-
Ha/IIOYEYHUKOBOW CHUCTEMbl M pa3BUTHE CHUMIITOMOB THIEpKOpTHLM3MA (cuHApoM MieHko-
Kymmnra).

Ha xoxe numa wyaimie, yeM Ha JpYrUX MOBEPXHOCTAX TeJa, IMOCIE UIUTEIbHOTO JeueHUs
TIIFOKOKOPTUKOCTEPOUIAMU MECTHOTO JCHCTBHSI MOTYT IPOSIBISTHCS aTpOQUUECKUE U3MEHECHHUS,
KypC JICUEHHUs B TOM CIIydae He JOJKEH MPEBbIIaTh 5 THEH.

[Ipu nnuTenpHOM Tepanuy IIIIOKOKOPTUKOCTEPOUIaMHU BHE3AITHOE MTPEKPALLIEHUE TEPATUN MOXKET
NPUBECTH K Pa3BUTUIO «CHUHApPOMA pHUKOIIETa», MposBIsAomerocs B ¢opMe aepMaruTta ¢
MHTCHCUBHBIM IIOKPACHEHHWEM KOXXM U OLlyllleHue xokeHus. [loaToMy mocnie JUIMTENnbHOIro
JeYeHUss OTMEHYy IperapaTra cjelyeT HIpPOBOAWTH IOCTENEHHO, HampuMep, Mepexois Ha
MHTEPMUTTUPYIOLLYIO CXEMY JICUEHHUS [IEPE] TEM, KaK €ro MOJHOCTBIO IPEKPATUTD.

Bo Bpems Tepanmuu mnpenaparoM HEOOXOAMM NEPUOAMYECKUNA KOHTPOJb (YHKUMU KOPBI
HaATTOYCYHUKOB, C IIOMOMIBIO OMNPCACIICHHUA YPOBHA KOPTH30Jla B KPOBU U MOYC IIOCIIC
CTUMYJISIITUU HAATIOUYEYHUKOB aIPeHOKOPTUKOTPOTHBIM ropmMoHoM (AKTT).

VY mnanueHToB ¢ OOBIKHOBEHHBIMH WJIM DPO30OBBIMH YIpsIMH Ha (DOHE TepamuH IpernapaTroM
BO3MOXHO 0OocTpeHue 3a0osieBaHus. [l mnpeaynpexIeHus: MECTHBIX HH()EKIIMOHHBIX
OCJIOKHEHHUH PEKOMEHJIIyeTCsl Ha3HauaTh IpenapaT B COYETAHHMM C HPOTHBOMUKPOOHBIMH
CPEICTBaMHU.

C ocropoxxHOCTBIO Ma3b DyliMHAp HAHOCAT HA KOKY BOKPYT IJ1a3 UM BEKU B CBA3U C PUCKOM
Pa3BUTHS IN1ayKOMBI MJIM KaTapaKThl, a TAK)KE Y MALIUEHTOB C 3TUMH 3a00JIeBaHUSIMU B aHAMHE3E,
y KOTOPBIX MOKET HACTYIUTh 0OOCTPEHHNE TEUEHUS ITUX 3a00IeBaHUN.

Ecniu y mnamnueHta BO3HUKAIOT TakuWe CHUMIITOMBI, KaK HEYETKOCTh 3peHus, JMbOo apyrue
3pUTENIbHBIE HAPYIICHHs, CJIEAYeT pacCMOTPETh BO3MOXKHOCTb HANpPABJICHHS IMalMeHTa K
0o TaTIbLMOJIOTY JJIs1 BBIICHEHUS BOZMOXKHBIX MPUYMH HAPYIICHUH, K KOTOPHIM MOXET OTHOCUTHCS
KaTrapakTa, TrJaykoMa WM peakue 3a0olieBaHWs, TakWe Kak IEHTpajbHas Cepo3Has
XOPUOPETUHOIATHS.

C 0c0060i1 OCTOPOKHOCTBIO CIEAyeT MPUMEHATh Ma3b (DiayluHap Ha KOXE JIUIA, y4acTKax ¢
TOHKOW KOXK€H W MHTEPTPUTUHO3HON KOXKe (CKIaIKHA KOXKH, IMOJAMBIIICYHbIC BIAJUHBI, TTaX0Bast
O6HaCTB, CFI/I6BI PYK u HOF), B CBsA3HU C IMOBBINICHHBIM BCACBIBAHUCM TJIIOKOKOPTUKOCTCPOUIOB
4yepe3 TOHKYI0 KOXY M BO3MOXKHOCTBIO TIOSIBJICHHS TOOOYHBIX 3((HEKTOB (TEICaHTHIKTA3HH,
aTpodus KOXH, TEPUOPATHHBIA ACPMATUT) JaKke TOCIe KpPaTKOBPEMEHHOIO MPHUMEHEHUS.
OO06b14HO 3TN MTOOOYHBIE AP(HEKTHI HCUE3AIOT CAMOCTOSTEIBHO MTOCIIE MTPEKPAIICHUS TEPATTHH.

Crenyer ¢ OCTOPOKHOCTBIO IPUMEHSTh IpenapaT Mpu aTpoPUUECKUX U3MEHEHUAX MOIKOKHOM
KJIETYaTKH, OCOOEHHO Yy JIMII OKUJIOTO BO3pacTa.

BcrnoMorarenbHBIE BEIIECTBA

[Ipenapar ®ayuunap coaepkuT SO MT MPONUIICHIIIUKOJIS B KAKIOM rpaMMe.

[Ipenapar ®ayuuHap COAEPKUT JAHOIUH, KOTOPBIA MOYET BbI3bIBATH MECTHBIE KOKHBIE PEAKIIUU
(HampuMep, KOHTAKTHBIA JEPMATHT).
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[Ipenapar MOXHO IPUMEHATH y feTel crapiie 2 jieT. Heo6XoauMo yunThIBaTh, YTO Y MaJleHbKUX
JeTel KOXKHbIE CKJIaJKH, TMEeJIeHKH, IMOATY3HUKH MOTYT OKa3blBaTh JAEWCTBHUE, CXOJHOE C
JIEUCTBUEM OKKJIFO3MOHHOU IOBSI3KH, 54 IIOBBICUTH CUCTEMHYIO abcopOuuro
IIOKOKOpTUKOcTeponaa. Kpome Toro, y pgereil Bo3MokHa OOdbIIas CTEEHb CHCTEMHOM
abcopOLny M3-32 COOTHOIICHUS MEXIY MOBEPXHOCTHIO KOKHBIX MOKPOBOB M MAaccod Tena, a
Tak)keé B CBSI3M C HENOCTATOYHOM  3peNioCTbi0  KOXHU. JlIuTenpHOe  MpUMEHEHHE
[JIFOKOKOPTUKOCTEPOUZIOB Yy JETEH MOXKET NPUBECTH K HAPYIICHWSAM HX pOCTAa U DPa3BUTHS.
[TosTomMy nuTENnbHOE MPUMEHEHHE Mpernapara JOJKHO MPOBOAUTHCS IO/ KOHTPOJIEM Bpaua.
I[GTI/I JOJDKHBI IMOJIy4YaTb MHHUMAJIBHYIO O3y mpfcrnapara, AOCTATOYHYIO I JOCTUIKCHUA
addexra. Y aereit Kypc JedeHHs He TODKEH MPEBBIIaTh S5 THEH.

4.5. BzaumopeiicTBHe ¢ IAPYIMMH JIEKAPCTBEHHBIMH MpenapaTaMu H Jpyrue BH/bI
B3aHMOeliCTBUSA

CoBMecTUM € TNPOTUBOMHUKPOOHBIMU JIEKaPCTBEHHBIMH cpeAacTBaMu. CHIDKAeT aKTHUBHOCTD
TMIIOTEH3UBHBIX, JUYPETUYECKUX, AHTHAPUTMUYECKHUX JIEKApPCTBEHHBIX CPEACTB, IpENnapaToB
Kamus. JluypeTrudeckue cpenctBa (Kpome KajauiicOeperaronx) IMOBBIIIAIOT PUCK Pa3BUTHUS
TUITOKAINEMUH.

JlexapcTBeHHbIN npenapat DuyuHAp 3a CYET coAepX aHUsA (IIyOLMHOJIOHA MOXKET YCHUJIMBAThH
JelCcTBUE UMMYHOCYIIPECCUBHBIX MTPENApATOB U OCIA0ATh JeHCTBUE MMMYHOCTUMYJIUPYIOLIHX.

Ecnu nanueHT npuHUMaeT BbILIETIEPEYUCIEHHBIE WM IPYTHE JEKapCTBEHHbIE Penaparsl (B TOM
qucie 6e3pelenTypHble) nepe] NpuMeHeHneM npenapata OirynuHap Heo0Xo1uMa KOHCYIbTalUs
C BPayoM.

4.6. DepTUIBLHOCTH, 0EPEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

[IpenapaT MpoTUBOMOKA3aH K MPUMEHEHUIO B TIEpHO] OEPEeMEHHOCTH.

JlakTaus

['pyaHoe BckapMiMBaHHME Ha IMEPUOJ JIEUYECHMS IpEnapaToM PEKOMEHAYETCS NpPEKpPaTUTh, T.K.
HEHM3BECTHO, B KAKOH CTENEHHU (PITyOIIMHOIOHA alleTOHU/] TPU HAPYKHOM TPUMEHEHUH IPOHUKACT
B IpyIHO€ MOJOKO. TOJIBKO B HMCKIIFOUMTENBHBIX CIy4asX MOCIE KOHCYJIbTAallMd C BPAYOM,
IpenapaT MOXET NPUMEHATHCS KPaTKOBPEMEHHO U HAa OTPAaHUUYEHHBIX yyacTKax Koxu. B ciayuae
HEOOXOJMMOCTH MPUMEHEHHUsI Mpenapara - HeoOX0JUMO MPEKPaTUTh TPYJHOE BCKapMIIMBaHUE.
[IpumensaTs npenapar Ha KOK€ MOJIOUHBIX JKeJle3 HE PEKOMEHTyETCS.

4.7. BausiHHe HA CMOCOOHOCTH YNPABJATHL TPAHCHOPTHBIMHU CPeACTBAMHU M padoTaTrh €
MeXaHNU3MaMu

Masp @ayuuHap He OKa3bIBaeT MJIM OKa3bIBA€T HE3HAYMTEIBHOE BIUSHUE Ha CHOCOOHOCTh
YIPaBJISTh TPAHCIIOPTHBIMU CPEACTBAMH U PabOTaTh C MEXaHU3MaMH.

4.8. HexxestaTesibHbIE peaKkium

TabauyHOoE pEe3rOME HEKENATENbHBIX PEAKIIAM

Yactora BO3HMKHOBEHHUS HEXKEJIATElIbHBIX PEAKIUM KIacCU(PUIMPOBAHA B COOTBETCTBUU C
pexomenaanusamu Beemupnoii Opranuzanun 3npasooxpanenus (BO3), HexenaTenbHble peakuu
KJIacCU(PUITMPOBAaHBI MO dYacToTe: o4deHb 4acto (>1/10), wacto (>1/100, mo <1/10), HEewacTo
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>1/1000, Ho <1/100), pemxo (>1/10000, mo| <1/1000)." oudat- Beiio- (L0000,  Wdctora
( , ), P ( ,

HCHU3BCCTHA (Ha OCHOBAHWHU UMCHOIIMXCA OJAaHHBIX OICHHUTDH HGBOSMO)KHO).

Kanaccnpukanus no YacroTa HesxkenarenbHble peakumu
OpraHam M cUCTeMaM

Wudexun u nHBa3uu Heuwacro Bropuunas uHdexmus

YacroTa HeU3BeCTHA DOUTUKYITUT

Hapymwiennss co  croponsl | HactoTa HEM3BECTHA HNmmynocynpeccust™
WMMYHHOH CHCTEMBI

DOHJIOKpUHHBIE HApyLIECHUs YacroTa HEU3BECTHA Cunapom Nuenko-Kymiunra,
nojiaBjieHue (PyHKIHUU TUIIOTAIaMO-
runoduzapHO-HaITOUYECTHUKOBON
CUCTEMBI™

Hapymenust merabonusma u | Yactora HeM3BECTHA l'unepriovkemus™
MIUTaHUA

Hapymenuss co croponsl | Hewacto HeuerkocTs 3peHus
Oprasa 3peHus

Yacrora HensBecTHa | [Ipu HaHeceHMu mpernapara Ha KOXY
BEK BO3MOXKHO Pa3BUTHUE TIJIayKOMBI
WIM KaTapakThl, a B PEIKUX CIydasx
- LEHTPATbHOMN CEpO3HOU
xopuopetunonatuu (L{CX).

Hapymenust co  croponsl | HacToTa HEM3BECTHA ApTrepuanbpHas TUIEPTCH3US ™
COCYy/I0B

Hapymenuss co  croponsl | Hewacto ATpodus KOXKH, TEICAHTUIKTA3US
KOXXH U IIOJKOKHBIX TKaHel Penko Tuneprpuxos
YacToTa HEU3BECTHA Bo03MOKHEI I (139 1115 (S
HE)KeJaTeNIbHbIE 3P PeKTHI:
aKHEeIo/100HbIe U3MEHEHUS,
KOPTUKOCTEPOUTHAS nypiypa,

NOJABJICHUE POCTa  JIHIEPMHUCA,
¥OKCHHE, 3y[, pa3ApaKeHHe, ChIIb,
aTpodusi TMOIKOXKHOW  KJIICTYATKH,
CyXOCTh KOXH, 00JIBICEHHE,
U3MEHECHHE BETa 17001
JNEMUTMEHTAIUsl KOXH, CTPUU Ha
KO’Ke, BOCTIAJICHUE KOXKH BOKPYT pTa,
MECTHBIE KOXKHBIC peakuuu
(HanmpuMep, KOHTAKTHBIM JIEPMaTHT),
pPEIUANBHUPYIOIIAS SK3EMa.

Wuornga BO3MOXHBI — KpanuBHUIIA,
NSATHUCTO-TIANYJIE3HAST  CBIIIb WM
obocTpeHune CYIIECTBYIOIINX
HapyILICHUHN.

Hapymenust co  croponsl | HacToTa HEM3BECTHA 3anepxka pocra*
MBIIIICYHOM, KOCTHOM Hu
COCTUHUTEILHON TKaHU
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pC€aKkuu B MECTC BBCICHHA

* B pesynbraTe BcachlBaHUS ()IyOLIMHOJIOHA alleTOHUZIA 4Yepe3 KOXY MPH MPOJOLKUTEIEHOM
MPUMEHEHUH, IPY HAHECEHNHU Ha OOIIMPHBIE YYACTKH KOKH UITU 10| OKKJIFO3MOHHOM MOBS3KOM, a
TaK)K€ y JETeH BO3MOXKHO pa3BUTHE CHCTEMHBIX HEKENaTeabHbIX peaknuil. CucremHble
He)KeJlaTeJIbHbIE peaklUy, XapaKTepHble A7 (IIyOILIMHOIOHA alleTOHUIA.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHO coo0mIaTh 0 MoA03peBaeMbIX HEeXENATSIBHBIX PEAKIUAX ITOCIIE PETUCTPAIMH TIpenapaTa ¢
[eNbl0 OOECIeUeHUsT HENMPEepPhIBHOTO MOHHTOPHHTA COOTHOIICHHS «IOJb3a — PHUCK»
JIEKApCTBEHHOTO TpernapaTa. MeIuIMHCKUM pabOTHUKAM PEKOMEHYEeTCsl COO0IIaTh O JHOOBIX
MOJIO3PEBAEMBIX HEXKEIATENBHBIX PEAKINAX JEKAPCTBEHHOTO Tperapara yepe3 HallMOHAIbHBIE
CHCTEMBI COOOIICHHS O HEXeNaTeIbHBIX PEaKIHsIX TOCYIapcTB — YJICHOB EBpa3niickoro
HKOHOMHYECKOTO COI03a.

Poccuiickas @enepanust

denepanbHas Ciryxk0a 1Mo Haa30py B chepe 3ApaBOOXpaHEHUs

Anpec: 109012, r. MockBa, CnaBstHCKas T101Iaab, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas movra: pharm@roszdravnadzor.gov.ru uinu npr@roszdravnadzor.gov.ru

Caiit B MH(POPMALMOHHO-TEIEKOMMYHHUKALMOHHOM cetu «nTepHeT:
https://www.roszdravnadzor.gov.ru/

Pecriybnuka benapych

Peciy6nukanckoe  yHurapHoe —mpeanpustae «lleHTp 9KcmepTM3 M HWCHBITAaHUM B
31paBOOXPAHEHUN»

Anpec: 220037, r. Munck, nep. ToBapuieckui, 1. 2a

Tenedon: +375 17 242-00-29

OnekTpoHHas nmo4ra: repl@rceth.by

CaiiT B nH(pOpMaIIMOHHO-TEIEKOMMYHUKAMOHHON ceTn «MHTepHeT»: https://www.rceth.by/
Pecny6nuka Kazaxcran

PI'TI na IIXB «Hauuonanesslii LleHTp 3KCnEpTU3Bl JEKAPCTBEHHBIX CPEACTB U MEIMUIIMHCKUX
m3nenuit» Kommrera wmeaurmuHckoro u - (papManeBTHYECKOTO KOHTpoJis MwuHucTEepcTBa
3npaBooxpaneHus: Pecnyonmuku Kazaxcran

Anpec: 010000, r. Acrana, paiion baitkonslp, yi. A. UmanoBa, 1. 13

Tenedon: +7 7172 235 135

OnekrponHas noyra: pdlc@dari.kz

CaiiT B nH(pOpPMAIIMOHHO-TEIEKOMMYHUKAMOHHOM ceTH «HTepHeT»: https://www.ndda.kz/
Pecny6iiuka ApmeHust

I'HKO «lleHTp 3KCnIepTU3bI JEKAPCTB U MEAUITUHCKUX TEXHOJIOTUI

Anpec: 0051, r. EpeBan, np. Komuraca, a. 49/5

Tenedon: +374 10 20-05-05; +374 96 22-05-05

OnexrpoHHas noura: info@ampra.am, vigilance@pharm.am



COOTBETCTEYET ZKCNEPTHOMY OTUYETY

ot 15.12.2025 N= 31063

Caiit B HH(}OPMAIIMOHHO-TEIICKOMMYHHKAITMOHH O cemfﬁhﬁ%ﬁiﬁ&@%.&aﬁﬁ%ﬁ/

Keipreizckas Pecry6nnka

JlemapTaMeHT JICKapCTBEHHBIX CPEACTB W MEAMLMHCKUX M3Ienuid mnpu  MuHucTepcTBe
3npaBooxpaneHust KbIprei3ckoit pecmyOnuku

Anpec: 720044, r. bumikek, yi. 3-a JIuaus, a. 25
Tenedon: 0800 800 26 26; +996 312 21-92-86
OnektponHas novra: dlomt@pharm.kg

CaiiT B nH(pOpPMALIMOHHO-TEIEKOMMYHUKAMOHHON ceTu «MHTepHeT»: https://www.pharm.kg/
4.9. Ilepeno3upoBka

CHUMIITOMBI

Octpas mepeo3upoBKa MaJOBEPOSITHA, OAHAKO, MPU NMPUMEHEHHH Ipenapara Ha OOIIMPHBIX
y4acTKaxX TMOPAKEHHOW KOXH C TOBBIIICHHON CIMOCOOHOCTHIO K BCACBIBAHHUIO, B TECUCHUE
JUTUTEIIBHOTO BPEMEHH WJIM C UCITOJIh30BaHUEM OKKJIIO3MOHHOM MOBS3KH BO3MOKHA XPOHUYECKAs
Mepeo3uPOBKa, COMPOBOXKAAIOMIASCA MPU3HAKAMH  THUIEPKOPTULIM3MA:  TUIEPIIIUKEMUs,
TJIFOKO3YpHsi, 00paTuMoe yrHeTeHHe (DYHKIIMU KOpbl HAAMOYCYHUKOB, MPOSBICHUE CHHAPOMA
Nuenko-Kymmnra.

JleyeHune

Jledenne cuMITOMaTHYECKOE, IPU HEOOXOIMMOCTH KOPPEKIIHS BOJHO-IJIEKTPOIIUTHOTO OanaHca,
OTMEHa mpernapata (Mpu JTUTEIHHOU Tepanuy — MOCTETICHHAs).

5. ®APMAKOJIOTUYECKUE CBOVMCTBA
5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapmakoTepaneBTUUYECKass TpyIa: KOPTUKOCTEPOUJIbI, IPUMEHSIEMblE B JIEpPMaTOJOTHUH;
KOPTHUKOCTEPOHIbI; KOPTUKOCTEPOUIBI C BBICOKOW aKTUBHOCTHIO (Tpymma I11).
Kon ATX: DO7AC04

MexaHusM aeiicTeus U hapMakoauHaMudeckue 3O HEKTHI

@OIyOLMHOJIOHA all€TOHU]T - CUHTETUYECKUN CUIIbHOJACHCTBYIOIINUNA TIIFOKOKOPTUKOCTEPOU IS
Hapy»XHOro  mpuMeHeHuss B  jaepmaroioruu. OOnagaer  MPOTUBOBOCHAIUTEIbHBIM,
MPOTUBO3YAHBIM U AHTUIKCCYJNATUBHBIM JelicTBUeM. Ma3p o0Onagaer JIUnOQUIBHBIMU
CBOMCTBAMH M JIETKO TMPOHUKAET 4Yepe3 KOXKY B OpraHu3M. YK e MpH MPUMEHEHUU 2 T Mas3u
(IIyOIIMHOJIOHA alleTOHUIA MOXKET CHU3UTHCS MPOIYKIUS TUITOPU30M aJpEeHOKOPTUKOTPOITHOTO
ropmoHa (AKTI') B pe3ynbrare yrHETCHHS CUCTEMBI THTO(PU3-HAIITOYCUHUKH.

YMensbIiaet 06pa303aHHe, BBICBO60)KI[€HI/I€ 1 aKTUBHOCTb MCAMNATOPOB BOCITIAJICHUS.

[Ipu BO3EHCTBUU Ha KOXKY MPOUCXOTUT MPEAYNPEKICHHE KPaeBOTO CKOIUIEHUSI HEUTPO(PUIIOB,
YTO MPUBOAUT K YMEHBIICHHIO BOCHAJIMTENIBHOIO JKCCyJaTa M MPOAYKIUU ITUTOKHUHOB;
TOPMOKEHHUIO MUTPALIMU MaKpO(aroB, yMEHBIICHHUIO MPOLIECCOB MHOUIBTPALIUN U TPAHYIISLINH.
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(NOCNEONCBATENBEHOCTL 0002)

5.2. PapmakokMHeTHYECKHE CBOMCTBA

AOGcopbrms

@OIyoLMHOJIOHA alleTOHHU] JIETKO MPOHUKAET B POrOBOM CJIOW ANUIEPMHCA MPU HAPYKHOM
NPUMEHEHHH, TP ATOM HE IOJABEpraercs OWOTpaHCPOpPMALMU U KYyMYJIUPYET, €ro Haludue
MOXKHO BBIIBUTHh Jake€ uepe3 15 1gHel mocie HapykHOro mnpuMeHeHHs. BcacbhiBaHue
(I1yOoLIMHOJIOHA YCUITUBAETCS IPH IPUMEHEHHH Ha TOHKOM KOXKe B 00J1aCTH CKIIAI0K MITH Ha JIHIIE,
a TakKe Ha YydYacTKax C TOBPEXJCHHBIM OJIUIEPMHUCOM WM Ha KOXe, MOpaKeHHOM
BOCHAJINTENBHBIM NporieccoM. [Ipy NpuMEHEHNH OKKIIO3MOHHOM MOBS3KHM, 4YaCTOM HaHECEHUH
JIEKapCTBEHHOI'0 Tpernapara WIM MNPUMEHEHWH ero Ha OoJbIION MOBEPXHOCTU KOXKHU
YBEJIMYUBACTCSI UpECKOXKHAsi abcopOuus QuryoruHoNoHa. Y JeTel BcachiBaHUE (DIIyOIIMHOJIOHA
yepes KOXKY BBIPaKEHO B OOJIbIICH CTENEHH, UeM Y B3POCIIbIX.

Buorpanchopmariust

[Tocne BcacbiBaHusl B opraHu3M (IyOIIMHOJIOHA alleTOHHUI B OCHOBHOM OMOTpaHpopMupyeTcs B
MEYEHHU.

OIMMUHALNS

cI).HyOI_II/IHOJIOHa allcTOHU A BBIACIIACTCA IIOYKaMHM H, B MEHBIIIEH CTCIICHU, YCPC3 KUILICUHHUK C
KETYbI0, MPEUMYIIECTBEHHO B BHJE COCAMHEHUM C TIIOKYPOHOBOM KHCJIOTOW, a TaKXke B
HGGOHBI_HOM KOJINYCCTBC - B HCUBMCHCHHOM BUC.
6. ®APMALEBTHUYECKHUE CBOUCTBA

6.1. Ilepeyens BcnoMoOraTeibHbIX BellleCTB

[IponuneHrnukosb
JINMOHHOM KHUCIIOTBI MOHOTUAPAT
JlaHOTHMH

Bazenun Genbrit

6.2. HecoBMmecTMOCTH

He nmpumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHs )

3 roxa.

Cpox TOJTHOCTH TIOCIIE TIEPBOTO BCKPHITHS TyOBI — 3 MecsIa.
6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUH
XpaHuTh TIpu Temreparype He Bbiie 25°C.

6.5. Xapakrep u cofep:KuMoe YIaKOBKH

[To 15 r Ma3u B amfOMUHUEBBIE TYOBI C MEMOPAHOW 1 JTJAKUPOBAHHOW BHYTPEHHEH MOBEPXHOCTHIO,

CHA0YKEHHbIE HABUHYMBAIONIEICS KPBIIIKOK U3 MOMMATHIIEHA BBICOKOH ruiotHocTH (ITDBIT). Ty6y
IIOMEIIAIOT B KAPTOHHYIO NTAYKy BMECTE C JIMCTKOM-BKJIA (BILLIEM.
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6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH an':':QME’#&%hEﬁ”%ﬂ%ﬁ%JEMom

JIEKAPCTBEHHOI'0  Mpemapara WIN OTX0A0B, TMOJYYEHHBIX [MOCJe MPUMEeHEHUs
JIEKAPCTBEHHOI'0 Mpenapara, u Apyrue MaHuMyJsiiiU ¢ NpenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIHMOHHOI'O YOCTOBEPEHUA

Upnannus

BAVII XEJIC UPJIAHIWA JTUMUTE]]

3013 Jleiix [paiiB, CutuBect buznec Kammyc, yomun 24, Upnanaus D24 PPT3
Tein.: 00353 1 466 1966

OnexTponHas noyra: quality.birl@bauschhealth.com
7.1. IlpeacraBure/ib AepraTesisi peruCTPALMOHHOI0 Y10CTOBEPEHMSI

[Iperen3uu noTpeduTeneit HaNPaBIATH 110 ATPECY:
Poccuiickas @enepanus
000 «baym1 PYMO»

115114, Poccusi, r. MockBa, BH. Tep. I. MYyHUIMOAIbHBIA OKpPYr 3aMOCKBOpEYhE, YII.
JletHukoBckas, 1. 2, cTp. 3

Ten.: +7 (499) 759-40-00

OnextponHas noyra: office.ru@bauschhealth.com

Pecny6nuka Kazaxcran, Pecryonunka Apmenusi, Pecnyonuka benapych, Keipreisckas Pecryonmka
TOO «baym ®apma Kazaxcran»

Pecnyonuka Kazaxcran, r. Anmatsl, A15SE3B3, boctanasikckuii paiion, [Ipocmekt
Anp-®apabu, 1om 7, kB. 333

Ten.: +7 727311 00 46

OnextponHas noyra: office. kz@bauschhealth.com

8. HOMEP (HOMEPA) PETUCTPALIMOHHOTI'O YAOCTOBEPEHUS

9. KATEI'OPHUS OTIIYCKA JIEKAPCTBEHHOI'O IPEITAPATA

JlexapCTBEHHBIH MpenapaT OTHOCUTCS K KaTETOPHH OTITyCcKa 0e3 perenta.

OOmas XxapakTepUCTHKa JICKApCTBEHHOTO Tpemnapara DiaynuHap JOCTyIMHA B €IUHOM DPEecTpe
3apEeTUCTPUPOBAHHBIX JIGKAPCTBEHHBIX CpeACTB EBpa3miickoro 3KOHOMHUYECKOTO COK3a W Ha
ouraTEHOM caiite YIOJTHOMOYEHHOTO oprana (9KCTIepTHOM OpraHH3aIIHH )
https://Ik.regmed.ru/Register/EAEU_SmPC.
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