COOTBETCTEYET 3KCMEPTHOMY OTYETY
ot 25.10.2024 N 23548 1

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITIPEITAPATA

MOMETA3OH, 50 Mkr/no3a, cripeii Ha3aJIbHbIN T03UPOBAHHBIN.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytoliee BEUIECTBO: MOMETA30H.

Kaxmas 1 ngosza copest HazampHOro no3upoBaHHOrO cojepkut 0,05 mMr momerasona (B BHIe
MoMeTa30Ha pypoara).

BcenomoratenbHble BelecTBa, HaJIMUYKWe KOTOPBIX HAJO YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npenapara: OeH3aITKOHUS XJI0pua (cM. pasaen 4.4).

[TonHbIN epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Crpeii Ha3anbHBIA JO3UPOBAHHBIN.

MonouHo-0enas cycrieH3ust 6e3 arioMeparosB.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

- CE30HHBIM W KPYIVIOTOAMYHBIM alIepruYecKue PUHUTHL y B3POCHBIX JETe ¢ 2-X IJIETHETro
BO3pACTa;

- OCTpPBI CHHYCHT WJIH OOOCTPEHHE XPOHHYECKOTO CHHYCHUTa Y B3POCIBIX (B TOM YHCIIEC
MOXKUJIOTO BO3pacTa) M JeTeil B Bo3pacTe OT 12 5eT - B KayecTBE BCIIOMOTaTeIbHOIO
TEPaneBTUYECKOTO CPEACTBA MPH JICUCHUH aHTUOHMOTUKAMU;

- OCTPBIA PUHOCHHYCHT C JISTKHMHU M YMEPEHHO BBIPAKEHHBIMH CHMIITOMAaMH O€3 MPU3HAKOB
TsKEJI0N OakTepuanbHON MHPEKIUHU Y TAl[MeHTOB B Bo3pacte 12 set u bonee;

- MPOPMIAKTUYECKOE JIEYCHHE CE30HHOTO AIJIEPrHUeCKOro PHHHUTA CPEIHETSKEIOTO U TSHKEIOro
TEYEHHsI Y B3POCIBIX U JIeTel B Bo3pacTe oT 12 neT (pekoMeHayeTcs 3a JIBe — YEThIpe HEJENU JI0
NPEIoIaraeMoro Havyajia Ce30Ha MbIICHHUS);

- TOJIMIIO3 HOCA, COMPOBOXK/IAEMbIM HAPYIIECHHEM HOCOBOTO JBIXaHUS U OOOHSIHHS Y B3POCIBIX
(ot 18 mer).

4.2. Pe:kum 103MPOBAaHNS M CIOCO0 MPUMeEHEHUs!

PexuMm no3upoBanus

B3pocavie (6 mom uucne nodxcuno2o ospacma)

JledyeHune ce30HHOTO WM KPYTJIOTOIMYHOIO aJNIEPTUYECKOr0 PUHUTA

Pekomennyemass mnpodunakTuyeckass U TepameBTHYecKass J03a Ipernapara COCTaBJseT
2 BrpeickuBanus (Mo 50 MKT MomeTa3oHa (ypoara Kakioe) B KaKIblii HOCOBOHW xox | pas B

neHb (cymmapnas cytounas noza — 200 wmxr). Ilo goctwxkenunm nedeOHoro sddexra s
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HOCOBOM X071 1 pa3 B ieHb (CymMMapHas cyrouHas go3a — 100 Mkr).
B ciyudae, ecniu yMeHBIICHHS CHMIITOMOB 3a00JIeBaHUS HE YJAaeTcs JOCTUYh NPUMEHEHHEM
npernapara B peKOMEHAYeMON TepaneBTHUECKON J103€, CyTOYHAas /1032 MOXET ObITh yBEIHYEHa
0 4 BIPBICKMUBAHMK B KaXAbli HOCOBOW xo0a 1 pa3 B neHb (CymmapHas CyTOYHAs /1032 —
400 mxr). [Tocine yMeHBIIEHUS! CUMIITOMOB 3a00JIEBaHMsI PEKOMEHAYETCS CHIKEHHUE JI035I.
Hauano neiictBus mpemnapata OOBIYHO OTMEYAeTCsl KIMHHYECKH YXe udepe3 12 uacoB mocie
IIEpBOr0 PUMEHEHUs ITpernapara.
BcnomorarensHoe jiedeHne 0CTporo CHHycuTa Uik 000CTPEHUsI XPOHUYECKOTO CUHYCUTA
Pexomennyemas tepaneBTHUECKas J03a COCTaBiseT 2 BIpbICKUBaHMs (0 50 MKI MOMeTa30Ha
dypoara Kaxx0€) B Kax bl HOCOBOM X0/ 2 pa3a B IeHb (CyMMapHasi cyTouHas j03a - 400 Mkr).
B ciyuae, ecin yMeHbIIEHUS CHUMITOMOB 3a00JjieBaHMsI HE YAAETCS JOCTUYb NPUMEHEHHEM
npenapara B peKOMEHAyeMOM TepaneBTHUECKON J103€, CyTOYHAs /1032 MOXET ObITh yBeIUYeHa
0 4 BHOPBICKMBAaHUN B KaXIbI HOCOBOM XOI 2 pa3a B JCHb (CymMMapHasi CyTOYHAasl J03a —
800 mxr). ITociie yMeHbIIEHUS] CHMIITOMOB 3200JI€BaHHSI PEKOMEH/IYETCS CHIDKEHHE JI03bI.
JleueHue ocTpOro puHOCHHYyCUTa 0€3 MPU3HAKOB TsKENON GakTepranbHON HH(pEKIUN
Pexomenyemast 103a Juisi B3pOCIIbIX COCTAaBISIET 2 BIpbICKUBaHUs (110 50 MK MOMeTa3oHa (pypoata
Ka)XJ10€) B KaX/Iblii HOCOBOW X0J] 2 pa3za B CyTkM (cymmapHas cyrouHas no3a 400 mxr). Ilpu
YXYALIEHUH CUMITTOMOB B XO7I€ JICYeHUsI HE0OXOIMMa KOHCYJIBTAIMS CIICUAIIICTA.
Jleuenue noaumnosa Hoca
PexomeHnyemas TepaneBTHUYECKasl 1032 COCTaBiseT 2 BIpbICKUBaHUS (M0 50 MKI MOMeTa30Ha
¢dypoarta KaxJ0€) B KaX/1blii HOCOBOM X0[1 2 pa3a B IeHb (CyMMapHasi cyTouHas 103a - 400 MKr).
[Tocne yMmeHbIIEHUS CUMOTOMOB 3a00JIeBaHUS PEKOMEHIYEeTCsl CHIKEHHE JI03bl 10
2 BrpbIckuBaHMui (1Mo 50 MK MOoMeTa3oHa (ypoaTa KaxJo0e€) B KaxJblii HOocoBoil xox 1 pa3 B
IeHb (cymMMapHas cyTouHas 1o3a- 200 MKT).

eTH
JleyeHue ce30HHOTO WM KPYTJIOTOJUYHOIO aJNIEPrUYeCKOro pUHUTA
Heru 2-11 ner
PekoMennyemass TepameBTHYECKas J03a IpPHU JIEYEHUMM CE30HHOTO WIH KPYIVIOTOAUYHOTO
ajieprudyeckoro puHuta — 1 BopbeickuBanue (50 MKr MomeTa3oHa Qypoara) B KaxAblii HOCOBOM
xoJ 1 pa3 B geHb (CymMMapHas cyTouHas ao3a - 100 Mkr).
Jetu crapue 12 ner

Pexum AO3UPOBaHUA COOTBCTCTBYCT PCIKUMY NO3UPOBAHHUA Y B3POCIILIX.
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Hetu crapue 12 ner

Pexxum no3upoBaHMsi COOTBETCTBYET PEXKUMY JO3UPOBAHUS Y B3POCIIBIX.

JledeHnue ocTporo puHOCHHYCHUTA 0€3 MPU3HAKOB TXKEION OakTepruanbHON MHGEKIUN
Heru crapuie 12 ner

Pexxum no3upoBaHMsi COOTBETCTBYET PEXKUMY AO3UPOBAHUS Y B3POCIIBIX.

Cnooco0 nnpuMeHeHus

WNuTpanaszanpHo. BrippickuBaHue CycneH3uH, coaeprKalleics Bo (1akoHe, OCYIECTBISETCS PU
[IOMOILM CIELUAIBbHON J0o3Uupyrole Hacanku Ha QuiakoHe. [[ng mpuMeHeHMs Ipenapara y
JeTell MIIAALIEro BO3pacTa TpeOyeTcs NOMOILb B3POCIIbIX.

Ilepen nepsbiM npuMeHeHueM HazanbHoro cupes MOMETA3OH Heo0xoaumo IpoBeCTH €ro
«xanuOpoBKy». He npokasnsiBaiiTe Ha3albHbIHM allIUIKATOP.

Jliis mpoBefieHNsT «KanMOpOBKM» HEOOXOIMMO HaXaTh Ha JO3UpYOLLyto Hacaaky 10 pa3 wiu 1o
HOSIBJIIEHUS OJIHOPOAHOIO cpes. ANIUIMKATOP TOTOB K IPUMEHEHUIO.

HaxknoHute rosoBy v BOPBICHUTE JIEKAPCTBEHHOE CPEJICTBO B KaXKIbI HOCOBOU XO/I.

Ecnu nexkapcTBeHHBIM Ipernapar HE MCIOJIb30Baics B TedeHue 14 paHell uinu  Gosbluero
IPOMEXYTKa BPEMEHHM, HEOO0XOIMMO HakaThb Ha JO3MPYIOILYI0 Hacaaky 2 pa3a WIH [0
HOSIBJICHUSA OJHOPOAHOIO CIIPES.

HaxknoHute roysoBy ¥ BOPBICHUTE JIEKAPCTBEHHOE CPEICTBO B KaXKIbI HOCOBOU XO/I.

YpncTKa JIO3UPYIONISH Hacaaku

BaxxHo peryisipHO YMCTUTH JO3UPYIOIIYIO0 HACaAKy, YTOOBI H30€KaTh €€ HeMpaBUIbHOU PaboTHI.
CHumure KOJITIa4O0K, SaHII/IHIaIOHII/II\/JI HacaJKy OT IbUIH, 3aTEM aKKypaTHO CHUMUTC HAKOHCYHUK
JJId pacCliblIICHUAS. TmaTeano HpOMOﬁTe HAaKOHCYHHK JJI paCHBbUICHUA U KOJIMIAYOK AJId 3alUThI
OT MBUIX B TEIUION BOJIE ¥ OMOJIOCHUTE TIOJT KPAaHOM.

He mpITaiiTech OTKPBITH HA3albHBIN aNIUIMKATOP C MOMOIIBIO WUTOJKUA WU APYTOro OCTPOTO
npeamMeTa, Tak KakK 3TO IMMPUBCACT K MOBPCKACHHUIO aAllIUIMKATOPa, B PE3YJbTATC YCTO BBl MOXKCTEC
NPUHATH HENPABUIIBHYIO 103y IIpernapara.

BricymuTe KoJmauok ¥ HAaKOHEUHUK B TermjoM Mmecte. [locie 3Toro mpukpenute HaKOHEYHHUK
JUTSL pacTibUIeHHs Ha (JIaKOH U CHOBA MPUKPYTHUTE K (DIAKOHY KOJIMAYOK IS 3aIIUTHI OT IBLIH.
[Ipy TepBOM TPUMEHEHHWH HA3JIBHOTO CHpes TO0CIe OYHUCTKH HEOOXOIUMO TPOBECTH
MOBTOPHYIO «KAIHOPOBKY» ITyTeM HaKaTHs Ha JO3UPYIONIYIO HAcajaKy 2 pasa.

[Tepen xaxapIM MpUMEHEHHEM HEOOXOANMO UHTEHCUBHO BCTPSIXUBATH (hIaKOH.

4.3 IIlporuBonoOKa3aHus

FI/IHep‘-IYBCTBI/ITeJ'II)HOCTI) K MOMCETAa30HY WM K J'I}O60My U3 BCIIOMOI'aTCJIbHBIX BEIICCTB,

NePEYNCIICHHBIX B pa3zaene 6.1.
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000JI0OYKM HOCOBOH IOJIOCTH - JIO0 3a)KHMBJICHHS pPaHbl (B CBSI3U C WHTHOMPYIOIIUM JIEHCTBHEM
rimokokoptukocteponioB (I'KC) Ha mporiecchl 3aKUBIICHHS );

Jlerckuii Bo3pacT (IIpu CE30HHOM M KPYIJIOTOJAWYHOM aUIEPrHUECKUX PUHUTAX - 10 2 JIET, IPU
OCTPOM CHUHYCHUTE WJIM OOOCTPEHHUH XPOHHYECKOIO CHUHYCHUTa - 10 12 jer, npu Mojumnose - 110
18 7er) - B CBSI3U C OTCYTCTBHEM COOTBETCTBYIOIIMX JaHHBIX.

4.4. OcoOble yka3aHMsl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

[Ipenapar MOMETA3OH crnenyer mnpuMeHSATh C OCTOPOKHOCTBIO TIPH  TyOEpKYJIe3HOH
uHpEeKMM (aKTUBHOM WM JIATEHTHOM) pPECHUPATOPHOTO TPAKTa, HEJIEYCHHOW TIPHUOKOBOIA,
OakTepuallbHOM, CHCTEMHON BUPYCHOW MH(eKuuK uin uHGEKIMY, BbI3BaHHOH Herpes simplex c
MopakeHHeM ria3 (B BUE UCKIIOYCHHS BO3MOKHO Ha3HAYCHHE Mpenapara MpHu NepedrclIeHHbIX
MH(PEKIUIX 10 YKa3aHUIO Bpaya), HAIMYUHU HEJCYEHHONH MECTHON MH(EKIHUU C BOBJICYCHHEM B
MIPOIIECC CIUZUCTONU 000JIOUYKH HOCOBOM MOJIOCTH.

Oco0ble yKa3auus

Kak u npu m000M I0ArOCpPOYHOM JICUEHUM, MALMEHTHI, NMPUMEHSIONINE Ha3aJbHBIA crpei
MOMETA3OH B TeueHHu€e HECKOJIbKUX MECALIEB U JOJIbIIIE, JOJDKHBI IEPUOAUYECKHA TTPOXOIUTh
OCMOTp y Bpada Ha IpPeAMET BO3MOKHBIX U3MEHEHUH CIM3UCTON 00010ukM HOca. Heobxommmo
IIPOBOAMTH MOHUTOPUHI 3a MallMeHTaMH, INojy4arolmuMu uHTpaHasanbHble ['KC amurtenbHOE
BpeMs. Bo3MOXHO pa3BUTHE 3aJ€pKKM pocTa y AeTel. B ciyuyae BBIABICHUS 3alepKKU pocTa y
nereil HeoOXOOUMO CHM3HUTh 103y HHTpaHazalbHbIX ['KC 10 HauMeHbleH, MO3BOJSIOLIECH
3¢ (}EeKTUBHO KOHTPOJIMPOBAaTh CUMINTOMBL. Kpome Toro, cieayer HampaBUTh MallM€HTa Ha
KOHCYJIBTALUIO K IIEIUATPY.

B ciyuae pa3BuTHs MeCTHOM rpuOKOBON MH(EKIHMU HOCAa WIM TJIOTKH MOXET HMOTpeOOBaThCs
npekpamieHue Ttepanuu HazaiabHbIM cripeeM MOMETA3OH wu mnpoBeneHue chenUanbHOTIO
nedeHus. CoxpaHsiomieecss B TEUYEHHE JJIUTEIBHOIO BPEMEHHU pa3IpaK€HUE CIU3UCTOU
000JIOYKH HOCAa M TJOTKH TaKKE€ MOXKET CIYXXUThb OCHOBAaHMEM JUIsl NPEKpallleHus JeueHUus
HazanbHbIM cipeeM MOMETA3OH.

[Tpu npoBeneHuM IM1a1e00-KOHTPOIMPYEMBIX KIMHUYECKUX HCCIEAOBAHUM y JeTel, Korjaa
HasasnbHbI cipe MOMETA3OH npumensincs B cyrounor noze 100 Mkr B TeueHue roxa,
3aJIepKKH POCTA y AETEN HE OTMEYAJIOCh.

ITpu nponomkuTensHOM JeueHun HazanbHeIM cripeeM MOMETA3OH npusHakoB nopasiieHus
(YHKIMU THUIOTaTaMO-TUIIO(PHU3apHO-HAAIOYEUHUKOBOW CUCTEMbI He Habmoaanock. IlanuenTsl,
KOTOpBIE MEpexolsaT K JedeHHto HazanbHbIM crnpeeM MOMETA3OH mnocne anurtenbHON

TEepanuu TIIOKOKOPTUKOCTEPOUIaMU CHUCTEMHOIO JeicTBus, TpedyloT K cebe ocoboro
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IOPUBECTH K HEJOCTATOYHOCTH (YHKIMU HAAMOYEUHUKOB, IOCIEAYIOIIee BOCCTAHOBJICHUE
KOTOPOM MOXET 3aHATh JO HECKOJIbKUX MecdAleB. B ciyyae mMosBIEHUS NPU3HAKOB
HA/IIOYEYHUKOBOW  HEJOCTAaTOYHOCTH  ClE€AyeT  BO30OHOBUTH  IIPHEM  CHUCTEMHBIX
IIFOKOKOPTUKOCTEPOUAOB U IIPUHATH APYIHe HEOOXOIMMbIE MEPBI.

[Ipu npumenenun wuHTpaHazadbHBIX ['KC BO3MOXKHO pa3BUTHE CHUCTEMHBIX ITOOOYHBIX
3¢ (heKkToB, 0COOCHHO MPU ITUTEILHOM MPUMEHEHUH B BBICOKHX J03aX. BeposSTHOCTh pa3BUTHS
9THX 3PPEKTOB 3HAYUTENBHO MEHbIIE, YeM Ipu npuMeHeHuu nepopaibHbix ['KC. Cucremusble
11000uHbIe APPEKTHl MOTYT Pa3IHUaTbCs KaK y OTJEIbHBIX NAllUEHTOB, TaK U B 3aBUCUMOCTH OT
OPUMEHSIEMOT0 TIIOKOKOPTHKOCTEpOUIHOTO npemnapata. [loreHnuansabie cucreMubie 3QQeKTh
BKJTIIOYAIOT B ce0s cunapom KymmHra, xapakTepHble MPU3HAKH KyIIWHTOM/1a, ToJaBieHue QyH-
KIIMHA HAAIIOYEYHHUKOB, 3aJEPXKKY POCTa y JNETEH M NMOAPOCTKOB, KAaTapakTy, INIAYKOMY M pexe
psl  TCUXOJOTMYECKHMX MM  IOBEIEHYECKUX APQPEKTOB, BKIOYAs I[ICUXOMOTOPHYIO
TUTIEPAKTUBHOCTD, HAPYIIIEHUE CHA, TPEBOTY, JIETIPECCUI0 UITH arpeccuio (0COOCHHO y eTel).

Bo Bpems nepexoza OT JiedeHHs TITIOKOKOPTUKOCTEPOUAAMU CUCTEMHOIO JEHCTBUS K JICUCHUIO
HazanbHbIM cripeeM MOMETA3OH y HeKOTOpBIX NAauMEHTOB MOTIYT BO3HUKHYTh HaydajbHbIC
CHUMIITOMBI OTMEHBI CUCTEMHBIX TTIFOKOKOPTHKOCTEPOUJIOB (Hampumep, 00iM B CycTaBax W/WIN
MBIIIIAX, YYBCTBO YCTAJOCTU U JEHpPECcCUsi), HECMOTPS Ha YMEHbBIIEHUE BbIPAXKECHHOCTU
CUMITOMOB, CBSI3aHHBIX C IOPaKEHUEM CIIM3UCTONM O0O0JOYKM Hoca. Takux MalUeHTOB
HE00X0MMO CHelHanbHO yOexaaTh B LIEI1eCO00pa3HOCTH MPOJOJDKEHUS JICUEHUS! Ha3aJbHBIM
cupeeM MOMETA3OH. Ilepexon OT CHCTEMHBIX K MECTHBIM IIFOKOKOPTUKOCTEPOUAAM MOKET
TaK¥ke BBISIBUTH yxKe CYILIECTBOBABILINE, HO MacKHpOBABILIHECS Tepanuen
[JIIOKOKOPTUKOCTEPOUIaMU CUCTEMHOIO JEHCTBUS alljiepruuyeckue 3abosIeBaHUs, TaKHE Kak
aJUIEPru4eCcKUil KOHBIOHKTUBUT U K3€Ma.

[TatMeHThl, KOTOPBHIM  HPOBOJIUTCS  JIEYEHHUE  TIIIOKOKOPTHUKOCTEpOMIaMH,  00JafaroT
MNOTEHLIMAIbHO CHI)KEHHOM MMMYHHOW DPEAaKTHMBHOCTBIO M JIOJDKHBI OBITH MPENYNpPEXIEHBI O
MOBBILICHHOM [UIsl HUX PHUCKE 3apakeHHs B Cllydae KOHTaKTa C OOJIbHBIMH HEKOTOPBIMU
UHQEKIMOHHBIMU  3a00JIeBaHUSAMH  (HampuMep, BETPSHOW OCHOH, KOpbl0), a TaKkXke o
HE00XO0IMMOCTH BpaueOHON KOHCYJbTAIUHU, €CIIM TAKOW KOHTAKT IPOU30LIE].

[Tpu mosiBIeHMM NMPU3HAKOB BBIPAXKEHHOM OakTepuanbHOM MHGEKIMH (HampuMmep, JUXOPAIKH,
YIOOpPHOW W pe3kol OonM C OJHOM CTOPOHBI JIUIA WM 3yOHOW OO0JNH, MPUITYXJIOCTH B
OpOUTANbHOM WM  mepuopOuTanpbHOW o0nacTh) TpedyeTcss HEeMeUIeHHas BpadeOHas
KOHCYJIbTaIUsI.

[Tpu nmpumenenun HazanpHOoro crnpess MOMETA3OH B teuenue 12 mecsieB He BO3HUKAIO

MPU3HAKOB aTpoduu CIM3UCTON 000s10uku Hoca. Kpome Toro, MmomeTrazoHa ¢ypoaTr MpOsBIISIT
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OMOITAaTOB CIU3UCTON HOCA.

O¢ddexkTuBHOCTE W 0E30MACHOCTH MOMETAa30HA HE HM3y4YeHA MPH JICYEHUH OJHOCTOPOHHHX
IIOJIMIIOB, TOJIUIOB, CBSI3aHHBIX C MYKOBUCLHJO30M M IOJMIIOB, KOTOPBIE MOJHOCTBIO 3aKphl-
BAIOT HOCOBYIO IOJIOCTb.

B cinyuae BBIABICHHS OJHOCTOPOHHHMX IIOJUIIOB HEOOBIYHOW WIIM HENPaBHIBHOW (OpMBI,
0COOEHHO HW3BS3BICHHBIX MM KPOBOTOYAIIUX, HEOOXOAMMO WPOBECTU JIOTIOJHUTEIHLHOE
MeIULUHCKOE 00ClIeIOBaHHE.

[Ipu cucteMHOM M MECTHOM (BKJIIOYask MHTpaHA3aJbHOE, MHTAISLHMOHHOE U BHYTPHUIJIA3HOE)
npumeHeHnn ['KC MoryT BO3HMKHYTH HapyleHus 3peHus. Eciu y namueHta npucyTCTBYIOT
TaKMe CHMIITOMBI, KaK HEYETKOE 3pEHUE WM Jpyrue HapylIeHHs 3peHHs, HEeoOXO0IUMO
PEKOMEH/10BaTh MAIMEHTy OOpaTUThCS K O(TanbMOJIOry Ui BBISBICHHUS BO3MOXHBIX INPUYHH
HapyIeHUH 3peHus], BKIIOYAIOIIUX KaTapakTy, INIAyKoMy WIH peAKue 3a00jeBaHus, HallpuMep,
HEHTpaJIbHYI0 cepo3Hyro xopuoperuHonathio (L{CX, xoTtopbie HaOIIOAATNCHh B psijie CIIydaeB
npu cucreMHoM U MecTHOM mpumeHeHun ['KC). JleueHue Oonee BBICOKMMH J103aMH,
IPEBBILAIOIINMU PEKOMEHYEMble, MOKET MPHUBECTU K KIMHUYECKU 3HAYMMOMY IOJaBJICHUIO
(GyHKIMM HaanmoyeuyHUKoB. B cimywae, ecim npuMmeHsuiuch 0osiee  BBICOKHE J03bl, 4YeM
pPEKOMEH/I0BaHHbIE, HEOOXO0AUMO 00paTUThCS K Bpauy. llocie mprMeHeHuss MHTpaHa3aJbHbBIX
[JIIOKOKOPTUKOCTEPOMUI0B COOOIANIOCh O ClIydasX MOBBIIIEHHUS] BHYTPUIJIA3HOTO JIaBICHUS (CM.
pasznen 4.8).

BcnoMoraTenbHEIE BEIIECTBA

[Tpenapar MOMETA3OH conepxut O€H3alKOHUS XJIOPHA, KOTOPBIM MOXET BBHI3BIBATH
pasapa’keHue U OTEYHOCTh CIU3UCTON 000J0UYKH MOJIOCTH HOCA.

4.5. B3amMmopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH MNpenapaTtaMu H JApyrue BH/bI
B3aMMO/EHCTBUA

KomOunupoBaHHas Teparus C JIOpaTaJdHOM XOpPOLIO NepeHocuIach nanueHTaMu. [Ipu stom He
OBLJIO OTMEUEHO KaKOro-Jinbo BIIMAHHUA MpernapaTa Ha KOHIIEHTpAIMIO JIOpaTajuHa WU €ro
OCHOBHOTO MeTaboinTa B I1a3Me KpoBH. B 3TUX MCCIeqoBaHUIX MOMETa30Ha Qypoar B IUIa3Me
KpOBH 00Hapy>keH He ObUT (IpU YyBCTBUTEIHLHOCTH MeTOa onpeneiaenus 50 mr/m).
Mowmerasona ¢ypoar Mmeradonusupyercs CYP3A4.

CoBmecTHOE TIpUMeHEeHHE ¢ CriIbHBIMU HHTHONMTOpaMu CYP3A4 (Hampumep, KETOKOHA30JIOM,
UTPAKOHA30JI0M,  KJIAPUTPOMHUIIMHOM, PUTOHABUPOM, JIEKAPCTBEHHBIMH  TperapaTramu,
COJIepKallMMK  KOOMIMCTAaT) MOXET  TNPUBOAUTh K  YBEIMYCHHIO  KOHIEHTpPALUU
[IIIOKOKOPTUKOCTEPOHIOB B IJIa3Me KPOBH U, BOBMOXKHO, K YBEIMUEHHUIO pUCKa BOZHUKHOBEHUS

CUCTEMHBIX MOOOYHBIX 3(P(EKTOB TIIIOKOKOPTUKOCTEPOUAHON Tepanuu. CrenyeT OLEHUTh
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CYP3A4 wu mnoTeHIMaldbHBIA PHUCK  pa3BUTHS  CHUCTEMHBIX MOOOYHBIX  3(ddexToB
[JIIOKOKOPTUKOCTEPOUIOB. B cilydae COBMECTHOro MpUMEHEHMs IpenaparoB Tpedyercs
MOHUTOPHHI COCTOSIHMS IallMEHTOB Ha IpPEJMET pPa3BUTHUS CUCTEMHBIX NOOOYHBIX 3(dexToB
TIIFOKOKOPTUKOCTEPOUIHOM TE€paIyH.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JJAKTALMS

bepemenHoOCTD

CoOTBeTCTBYIOIIMM 00pa3oM CIUIAHHPOBAHHBIX M XOPOLIO KOHTPOJIMPYEMBIX MCCIEJOBAHUMN
0€30I1aCHOCTH IPUMEHEHHSI MOMETa30Ha IpU OEPEMEHHOCTH HE IPOBOUIIOCE.

Kak u npu npumenenun napyrux HazanbHbix ['KC Momera3oH ciienyeT Ha3HauaTh MpU
OepeMEeHHOCTH TOJIBKO B Cllydae, €ClIM OKUJaemasl I10Jib3a OT €ro MPUMEHEHHUS OIpaBbIBacT
NOTEHLUAIbHBINA PUCK IS IUIOAA.

HoBopoxxeHHbIX, MaTepu KOTOpbIX mnpu OepemeHHoctu mnoaydanu ['KC, nHeobxoaumo
TIIATEIBHO 00CIEI0BATH JJIS BBISIBJICHUS BO3MOXKHON TUNO(YHKIIMH HAAITOYECIHUKOB.

Jlakranus

CoOTBeTCTBYIOIIMM 00pa3oM CIUIAHUPOBAHHBIX M XOPOILIO KOHTPOJIMPYEMBIX MCCIEOBAHUMN
0€30I1aCHOCTH IIPUMEHEHH MOMETa30Ha Ipu OEpeMEHHOCTH HE IPOBOIHMIIOCK.

Kak u npu npumenenuun apyrux HasaibHbIX ['KC Momera3oH cienyeT Ha3HayaTb B MEPHOJ
IPYJHOTO BCKapMIIMBaHUS TOJIBKO B Cllydae, €CIU OXHMAAaeMas I0JIb3a OT €ro IHNPUMEHEHUs
OIPaBJbIBAECT NOTEHUNUAIBHBINA PUCK JUISI MIIAJCHLIA.

4.7. Bausinne HAa CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPEACTBAMH H padoTaTh ¢
MeXaHUu3MaMHu

Her naHHBIX 0 BIMSHUM MOMETAa30HA Ha CHOCOOHOCTH YHPAaBISATh TPAHCIOPTHBIMHU CPEICTBAM
WIM JBHKYIIUMUCS MEXaHU3MaMU.

4.8. HexxesnaTesibHbIEC peaKIUU

Pesrome nipoduist 0e30macHoCTH

HexenaTtenbHble siBIEHUs, CB3aHHBIC C IpUMEHEeHHeM mpenaparta (> 1 %), BbISIBICHHBIE B XOJI€
KJIIMHUYECKHUX UCCIIEI0OBAaHUH Y NMAllMEHTOB C AJUIEPIrMUECKUM PUHUTOM WJIM MOJIMIIO30M HOCA U B
NEpPUOJ, TOCTPETUCTPALIMOHHOTO NIPUMEHEHUs IIpenapara, HE3aBUCHMO OT IIOKa3aHus K
NpUMEHEHHUI0, TmpenacTaBieHsl B Tabmume 1. HexenarenbHble peaklMH MEPEUUCICHB B
COOTBETCTBUHM C KJacCH(UKAIMel CUCTeMHO-OpranHbix KiaccoB MedDRA. B mpeaenax
KaXJI0T0 CHUCTEMHO-OPTaHHOTO KJlacca HeXeJlaTelbHble peakUud KiIacCU(UIUPOBaHBI I10
4aCTOTE BOSHUKHOBEHHS.

HocoBble kpoBoTeueHMsl, Kak MPaBUIIO, ObUTH YMEPEHHBIMU U MPEKPAIIAIICH CAMOCTOSITENIBHO, YacToTa

WX BO3HHKHOBEHHS ObLlIa HECKOJIBKO OOJIBIIICH, YeM MPH MCTIOIb30BaHuH 111atie0o (5 %), HO paBHOM W
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MEHbILIEH, YeM MU Ha3HAYeHUU JPYTUX WHTpaHa3

AKTUBHOIO KOHTpOJs (Y HEKOTOpBbIX W3 HUX 4YacToTa BO3HMKHOBEHHUSI HOCOBBIX KPOBOTEUEHUI
cocraBisia 10 15 %). Yacrora BO3HMKHOBEHHSI BCEX IPYIMX HEXENATENIbHBIX SBJICHUN ObLIa
COIOCTABUMOM € 4YaCTOTON MX BOZHUKHOBEHUsI IIPU HA3HAUYSHHUH IU1ale0o.

OO01ast yacToTa BO3HUKHOBEHMSI HEKENIATENIbHBIX SBJICHUN Y MAalMEHTOB, NOJIYYaBIIUX JIEYEHUE
B OTHOIICHWW HA3aJIbHOTO IMOJHUIO3a, ObLIa COMOCTaBUMa C YacTOTOH BO3HUKHOBEHHUS Y
NAIUEHTOB C AJJIEPTUYECKUM PUHUTOM.

OO01ast yacToTa BO3HUKHOBEHMSI HE)KENIATENIbHBIX SBJICHUN Y MAaLMEHTOB, NOIYYaBIIUX JIEYEHUE
B OTHOILIEHUM OCTPOr0 PHUHOCUHYCHTA OblJa CONOCTaBMMAa C 4YacTOTOH BO3HMKHOBEHHS Y
NAIMEHTOB € AJUIEPTUYECKUM PUHUTOM M IIPH HA3HAUYEHUH I11a11e0o.

[Ipu npumenenun wuHTpaHazadbHBIX ['KC BO3MOXKHO pa3BUTHE CHUCTEMHBIX ITOOOYHBIX
3¢ ¢dexToB, 0COOEHHO MPU JIUTENBHOM IpuMeHeHHn uHTpaHa3anbHbIX ['KC B BeICOKMX J103aX
(cMm. pasgen 4.4).

Tabauunoe PE3I0OME HEXKENATCIILHBIX PEaKIIUN

Krnaccudukanus 9acToTsl BOSHUKHOBEHUS TTOOOYHBIX PEAKIIHIA:
odeHpb 4acto (> 1/10); gacto (> 1/100, < 1/10); meuacto (> 1/1000, < 1/100); penxo (> 1/10000,
< 1/1000); ouenp penko (< 1/10000), Bkiaroyast OTAEIbHBIE COOOIIECHHUS, YACTOTa HEM3BECTHA —

M0 UMCIOIHUMCA JaAHHBIM YCTAaHOBUTH YaCTOTY BOSHUKHOBCHHUA HE NPCACTABIIATIOCH BO3SMOKHBIM.

/11 He)KenaTeNbHbIX peakUUid B IMEPUOJ] IMOCTPErHMCTPALMOHHOTO HAOJIO/IEHUs 4YacToTa HE

YCTAaHOBJICHA (HC MOJKET OBITH onpeaciicHa Ha OCHOBAHUHU UMCHOIIUXCs I[aHHbIX).

Cucmemmno-opeanublil QOuens uacmo Yacmo Yacmoma ne
Kaacc ycmanoenena
Hpexkunu 1 nHBa3UU DapuHTHUT, HHDEKINN

BCPXHHUX AbIXATCIIbHBIX

myTen™
Hapyenus co Peaxiiyy OBBIIIEHHON
CTOPOHBI UMMYHHOM UyBCTBUTEIbHOCTH,
CHCTEMBI BKJTFOUAsT aHA(UIIaK-
THUYECKHE PEAKLIUH,
AQHIMIOHEBPOTUUECKUN OTEK,
OPOHXOCTIA3M, OJIBIIIIKY
Hapymenus co ["onoBHast 601k

CTOPOHBI HEPBHOU

CHCTCMBI
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Hapymenus co

CTOPOHBI OpraHa BHYTPHUTIIa3HOTO

3peHUs TaBJICHUS, TJIAyKOMa,
KaTapakTa

Hapymenus co Hocosbie Hocosble kpoBoteueHus  [[Iepdopariuist HOCoBoOIA

CTOPOHBI JABIXaTEIbHOM [KPOBOTEUCHU S * (T.€. IBHOE KPOBOTEUEHHE, [[IEPETOPOJKU

CUCTEMBbI, OPraHOB a TaKKe BbIIEIICHNE

CPYIHOU KJIETKH U OKPAIICHHOU KPOBBIO

CPEIOCTEHHUS CJIM3U WM CTYCTKOB

KPOBH), OLLYIIICHUE
DIOKCHHS B HOCY,
pa3ApaKEHUE CITM3UCTOM
000JIOUKHM HOCA,
M3bS3BIICHYE CITM3HUCTOMN

000JIOYKH HOCA

DKemynouno- Pasnpaxenne rnotku  (HapyuieHus Bkyca u
KHILICYHbIC HAPYLICHUS (ouryieHue 00OHSHUS
paszapa’keHus
CJIM3UCTON 00OJIOUKH

JIOTKH ) * *

* BBISIBJIEHO C YaCTOTOM «peIKO» MpH MPUMEHEHNH TIpenapara /iBa pa3a B JA€Hb IIpU MOJIUII03€ Hoca
** BBISIBJIIEHO IIPU IPUMEHEHUH TpenapaTa Jia pa3a B JIeHb IIPH MTOJIUII03€ Hoca
Bo BpeMsi MOCTperucTpaliMoOHHOTO NpPHUMEHEHUs JekapcTBeHHoro npenapara MOMETA3OH
JIOTIOJTHUTEILHO OB BBISBJICHBI HEXKENATEJIbHbIE peaKLUN: HEYETKOE 3pEHHE.

eTH
Hapywenus co cmopomul HepeHOUl cucmeMsl. TOIOBHAs 60116 (3 %).
Hapywenus co cmopoHnvl ObixamenbHOU CUCmeMbl, OP2aHO8 2PYOHOU KIEeMKU U CPeOOCMEeHUsL:
HOCOBBIE KpoBOTeUeHUs (6 %), pa3apakeHue CIM3uCcTor 000049Kku HOca (2 %), unxanue (2 %).
YacTtoTa BO3HMKHOBEHMSI YKa3aHHBIX HE)KENaTEJIbHbIX SIBJICHUI y nerell Oblla COMOCTaBMMa C
Y4aCcTOTOM WX BOZHUKHOBEHUS IIPU MPUMEHEHUH I1J1a11e0o0.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare 0 M0A03pPEBAEMBIX HEXKENATEIbHBIX pPEAKLUAX MOCIEe PErucTpanuu
JIEKapCTBEHHOTI'0 Tpernapara ¢ 1eabi0 00ecnedeHrs HeNPepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO Ipemnapara. MenuIUMHCKUM paOOTHUKAM pPEKOMEH]yeTCs

COO6H_IaTB 0 JIFOOBIX MoAO3pCBACMBIX HCKCIIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOI'O IIperiapara
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EBpa3uiickoro 3K0HOMHYECKOIr0 COI03a.

Poccniickas @enepanus

@OenepalibHas ciryx0a 1o HaJ30py B cepe 31paBOOXpaHEHUS.
Anpec: 109012, r. MockBa, CnaBsiHcKas miomazis, a. 4, ctp. 1.
Tenedon: +7 800 550 99 03

OnexTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Cair B HH()OPMAITMOHHO-TEJIEKOMMYHHUKAITAOHHON CeTH «HTEepHETY:

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

4.9. Ilepeno3npoBka

ITpu purensHoM npumeHeHun ['KC B BBICOKMX [103aX, a TakXe I[pPU OJHOBPEMEHHOM
ucnosnb3oBaHuu Heckodbkux ['KC BO3MOXHO yrHeTeHne (QpyHKIMM TMHOTalaMo-TUIO(U3apHO-
HAAIOYEUHUKOBON CHCTEMBI.

[Ipenapat obnamaer HU3KOM CHCTEMHON OMOAOCTYHMHOCTHIO (< 1 %, MpH YyBCTBUTEIHHOCTH
merona ompeneneHus 0,25 nr/mi), TOITOMY MAJIOBEPOSITHO, YTO MPH CIy4allHOW WK
HaMEpEeHHOH Iepeno3upoBKe MOTpeOyeTcss MPHUHITHE KaKuX-Iu0O0 CHelHalbHBIX Mep, Kpome
HaOJIIOZEHUS C BO3MOXKHBIM IOCJIEIYIOIIMM BO30OHOBJIEHHMEM IpUeMa Ipemnapara B
PEKOMEHI0BaHHOM J03€.

5. PAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoauHaAMHYeCcKHe CBOiiCcTBa

dapmakoTepaneBTHUeCKass  Ipynma: Ipemapatbl JUid  JIedeHUs  3a0oieBaHUil  HOCa;
JIEKOHTECTaHThI U IpyTue Npenaparsl sl MECTHOTO MPUMEHEHUS; KOPTUKOCTEPOUIBI.

Kox ATX: RO1ADO09

dapmakogngamMuyeckue 3P HeKToI

MowmeTta3oH sBnseTcs cUHTeTHYecKMM rimokokoptukocrepousom (I'KC) s mectHOro
npuMeHeHns. OKa3bplBaeT NPOTHBOBOCHAIUTENBHOE W MPOTUBOAJUIEPrHUECKOe AEHCTBHE NpHU
NPUMEHEHUH B J103aX, IpPHU KOTOPbIX HE BO3HUKAET CHUCTEeMHBbIX 3(pdexToB. Topmo3uT
BBICBOOOXKJICHHE  MeAMaTopoB  BocnajieHus. [loBbIIaeT MPONYKIMIO  JIUIIOMOJYJIMHA,
SBJISIOIIETOCS HHTHOUTOpPOM (ochonunazel A, 4To 00yClIaBIMBAET CHUKEHHUE BBICBOOOKICHHUS
apaxuJOHOBOM KHCIIOTHl M, COOTBETCTBEHHO, YIHETEHHE CHHTE€3a NpPOAYKTOB MeTaboiu3Mma
apaxyJIOHOBOM KHCIIOTHI - IIMKIMYECKUX SHIONEpPEKHCeH, mpocTariananHoB. [Ipenynpexnaer
KpaeBoe CKOIUIEHHE HEUTPO(MIIOB, YTO YMEHBIIAET BOCHAIUTEIbHBIN SKCCYJAT M MPOIYKIUIO
JTUM(OKHUHOB, TOPMO3UT MHIPALMUI0 Makpo(aroB, MNPUBOJUT K YMEHBLICHHIO IPOIIECCOB
UHOWIBTPAMU W TPaHYyJIALHUUA. YMEHbIIAeT BOCHAJICHHE 3a CYET CHIKEHUs 00pazoBaHUS

cyOCTaHIIMM XeMOTakcuca (BIUSHUE Ha «IO3JAHHME» PEeaKlUu ajuIepruu), TOPMO3UT pa3BUTHE


mailto:pharm@roszdravnadzor.gov.ru
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METabOJIMTOB apaxUOHOBOM KHUCIOTHI W CHW)KCHHEM BBICBOOOXKIIEHUSI W3 TYYHBIX KIIETOK
MEAMATOPOB BOCHAJICHUS).

B wuccnenoBaHusx ¢ IPOBOKALMOHHBIMM TECTAMU C HAHECEHHMEM AHTUIECHOB HA CIM3UCTYIO
000JI0YKYy HOCOBOW MOJIOCTH ObLIa MPOJEMOHCTPUPOBAHA BBICOKAS MPOTUBOBOCHAIUTENbHAS
AKTMBHOCTh MOMETA30Ha KAK B PaHHEH, TaK U B O3HEW CTAJUH AJUIEPTUYECKON pEAKLINH.

D10 OBUIO MOATBEPKACHO CHIDKCHHEM (TI0 CpaBHEHHMIO C Iane00) ypoOBHS THCTaMUHA U
AKTUBHOCTH 303WHO(MIOB, a TaK)K€ yMEHbIIEHHEM (110 CPAaBHEHUIO C HCXOJHBIM YpPOBHEM)
yuclia 303MHO(UIOB, HEUTPO(DUIOB U OENKOB aAre3UH SMUTEIUATBHBIX KIETOK.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOGcopouus

[Ipy wuHTpaHa3adbHOM MPUMEHEHHMH CHCTEMHasi OHOJOCTYMHOCTh MOMETa30oHa (Qypoara
cocrapmsieT < 1 % (mpu 4yBCTBUTEIBHOCTU MeTOa onpenenenus 0,25 Hr/mi).

Pacnpenenenne

He npumenumo, T.K. MoMeTa3oHa (ypoaT IUIOXO BCAchIBa€TCS B KPOBb Yepe3 CIU3UCTYIO
000JI04KyY HOCA.

BI/IOTDaHCd)ODMaHI/IH

To HeOONBIIOE KOJMYECTBO CYCIIEH3WHM MOMETa3oHa (ypoara, KOTOPOE MOXKET IMONacTtb B
K€Y IOYHO-KMILIEYHBIM TPAKT IOCJIE€ BIPHICKMBAHUSA B HOCOBOM XOJ, IIOJBEPracTCsi aKTUBHOMY
HNEPBUYHOMY METAa00IM3MY B IIEUCHH.

DJIMMUHALNS

[TonaBmmii B CHUCTEMHBIH KpPOBOTOK MOMeTa3oHa ¢ypoaT aKTUBHO MeTa0OJIU3UPyeTCs,
MeTabOIUTHI BBIBOJSATCS C MOYOH U JKETUBIO.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BeIIECTB

Aswurien RC-591

I'munepon

benzankonus xaopuna pactsop 500 r/n

[Tonucop6ar-80

JIMMOHHO KHCIOTHI MOHOTUAPAT

Hatpus uurtpara quruapar

Bona ounienHas

6.2. HecoBmecTuMoOCTH

He npumenumo.



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 25.10.2024 Nz 23538 12

(NOCNEQCBATENEHOCTE 0002)

6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

2 rona. Cpok roJTHOCTH BCKPHITOTO (hjlakoHa — 2 MecsIa.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTh 1pu Temneparype He Boime 25 °C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

ITo 60, 120 u 140 no3 npenapata BO (IAKOHBI OPAHKEBOTO CTEKJIA 3 THAPOIUTUYECKOTO Kilacca
C BHUHTOBOM TOPJIOBUHOM, YKYIOpPEHHbIE Hacaakoi-mozaropom wu3 Iuiactuka [IDHII wunum
HACaJKOM-paclbplUINTEIeM MIM HABUHYMBAEMBIMU KpBIIIKAMM W3 TOJMITHICHA HU3KOIO
JTaBJICHUSL.

[To 60, 120 u 140 o3 mpemapaTa Bo (IaKOHBI TOJTUMEPHBIC U3 MOIUITUICHA HU3KOU MJIOTHOCTH,
YKYIOpEHHbIE Hacaakoil-nozatopoM u3 miactuka [IOHII ¢ 3amuTHEIM KoOJITaykoM U3
HOJMATUIIEHA HU3KOW IUIOTHOCTM WJIM HAcCaJKOW-PacHbUIMTENEM WIM HAaBUHYMBAEMBIMU
KPBILIKaMH U3 NOJUATUIIEHA HU3KOTO JaBJICHHUS.

Ha xaxpiii (pi1akoH HaKJICHBAIOT STHKETKY.

Kaxnpiii ¢1akoH BMeCTe ¢ MHCTPYKIUEH M0 MEAMIIMHCKOMY MPHUMEHEHHIO MMOMEUIAI0T B MaYKy
U3 KapTOHA.

Jis  (GnakoHOB, YKYNOPEHHbIX HABUHUMBAEMBIMHM KpBIIIKAMH M3 TMOJHUITHIEHA HU3KOIO
JaBJCHMs, B IMA4Ky U3 KapTOHA BKJIAJBIBAIOT HACAAKYy-paclbUIMTENb W3 IUIaCTUKa U3
MOJIMATUIIEHA HU3KOHM IJIOTHOCTH € 3alIUTHBIM KOJIAYKOM W3 MOJIMATUIIEHA HU3KON IUIOTHOCTH
WINA HacaJKy-103aTop M3 IUIACTHKA MOJIMATHIIEHA HU3KOW MJIOTHOCTH C 3aIUTHBIM KOJITAYKOM
13 MOJINATHIIEHA HU3KOH TNIOTHOCTH.

6.6. Oco0Oble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHHH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYEHHBbIX IOcje NpPHUMEHEeHUus:
JIEKAPCTBEHHOI0 Npenapara, i Ipyrue MaHUNyJIsS1UH C PenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JEP/KATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanns

00O «Tynbckas papmarieBTHUECKas paOpukar»

300004, r. Tyna, Topxosckuii mpoesn, A. 10

Ten.: +7 (4872) 41-04-73

dakc: +7 (4872) 41-04-73

7.1. IlpeacTtaBuTeIb AeprKaTeJIs] PErHCTPALMOHHOIO YI0CTOBEPEHHUS

[Iperen3un HOTD66I/ITCJICI71 HalnpasJATH 110 aApECy:

Pocculickas ®@enepanns

00O «Tynbckas hapmaneBTudeckas hadpukar»
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300004, r. Tyna, TopxoBckuii mpoe3n, A. 10

Ten.: +7 (4872) 41-04-73
dakc: +7 (4872) 41-04-73
8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

9. TATA NMEPBHUYHON PETUCTPAIIMHA (IIOATBEPXJIEHUSA PETMCTPAIIUN,
INEPEPETUCTPALINN)

Jlata nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

O6mass  xapakrtepuctuka JsekapctBeHHoro npemnapata MOMETA3OH  nocrynmHa Ha
uH(GOpPMaIMOHHOM ToOpTane EBpasuiickoro SKOHOMHYECKOTO cOr03a B HH(OPMALUOHHO-

KOMMYHUKaIMoHHOU cetn « TaTepHe™» http://eec.eaeunion.org.
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