COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHUE JEKAPCTBEHHOI' O IIPEITIAPATA
NHIOMETALIMH, 10 %, ma3p 1151 Hapy>KHOTO TPUMEHEHUS.

2. KAYECTBEHHBIW M KOJTMYECTBEHHBI COCTAB

HerictBytomee Beniectso: Muagomerany.

B 100 r ma3u conepsxkutcsa 10 r ungomMeTanmya

BcenomoratenbHble BelecTBa, HaJIMUYKWe KOTOPBIX HAJO YUUTHIBATh B COCTABE JIEKAPCTBEHHOTO
npernapara: JaHOJIMH 0e3BOIHBIN (cM. pa3zaen 4.4).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
Ma3sp 11 HapyKHOTO IPUMEHEHHS.

Kenras romoreHHas Ma3b CO CHGIII/I(bI/I'-ICCKI/IM 3araxoM.

4. KIMHUYECKHUE JAHHBIE

4.1. lloka3aHusl K IPUMEHEHHUIO

NHJIOMETAIIMH noka3aH kK MPUMEHEHHUIO y B3POCIIBIX MMAIIMEHTOB U y JieTel crapiie 14 et nms
JIEYEHUS CIIETYIOIINX COCTOSTHUM:

- CYCTaBHOH CHHIpPOM (PEBMATOMJIHBIA apTPHUT, OCTEOAPTPHUT, AHKUIO3MPYIOLIUHI CIIOHAWIMNT,
nojarpa);

- TpaBMaTHYECKOE BOCIIAJICHUE MATKUX TKaHEH U OMOPHO-BUTaTEILHOTO allapara;

- HEBPAJITUU; MUAJITHH.

[Tpenapat npenHa3zHaveH sl CHMOTOMATUYECKON Tepanuy, yMeHbIIEHHUs 001 U BOCHAJIEHHS Ha

MOMCHT HMCITIOJIb30BaHMA, HAa MPOIrpeECCUPOBAHNEC 3a00JIcBaHUs HE BIIUSCT.

4.2. Pe:kum 103MPOBaHNS M CIOCO0 MPUMeEHEHHU s

Pexxum go3upoBaHus

HaHocsT TOHKUM cJ10eM B KOKY 00JIE3HEHHBIX y9acTKOB Tea 1o 2-3 cm masu (1 - 1,5 1) 2-3 paza
B JIEHb.

O011ee KOIMYECTBO M3 JJIs B3POCIIBIX B CYTKH HE JIOJDKHO MPEBBIMIATEH 15 ¢M, BBIIaBIUBAEMBIX
U3 TYOBI.

[TpoaoKUTENBHOCTE JIEUEHUS HE TOJKHA MPEBbIIATh 10 gHEN.

€T
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PexuM 103MpoBaHMs y JeTell U MOAPOCTKOB| oT 14 %':'1:8_]%&': 4 St aEd T Bl %)'%JIQHMa

JIO3UPOBaHUs AJIs1 B3POCIIBIX.
OO01ee KoaM4ecTBO Mas3u Uil AeTed crtapuie 14 jeT B CyTKM HE JOJDKHO IPEBbIIATH 7,5 CM,
BbI/IaBJIMBAEMbIX U3 TYOBI.

D¢ dekTUBHOCTh U O€30macHOCTh y JeTeil B Bo3pacte ot 0 mo 14 ner He ycTraHOBiICHBI. J[aHHBIS
OTCYTCTBYIOT.

Cnooco0 nnpuMeHeHus

HapyxHo.

Mass BTHUPAIOT JICTKUMU JBUKCHUAMMU.

4.3. IlpoTuBONOKA3aAHUS

['unepuyBCTBUTENBHOCTH K HHIOMeTanUHY, npyrum HIIBII nin k moo6oMy U3 BCrioMoraTenbHbIX
BEIIECTB, MEPEYUCICHHBIX B pasneine 6.1, MoiHOe WM HEMOJHOE covYeTaHne OpPOHXHUAIbHOMN
aCTMbI, PEIUAUBUPYIONICTO IOJUII03a HOCA M OKOJOHOCOBBIX Ma3yX W HENEPEHOCUMOCTHU
AlEeTUJICATUITMIIOBON KUCIIOTHI WM APYTHX HECTEPOUIHBIX IPOTHBOBOCTAIUTEILHBIX IIPEIapaToOB
(B TOM 4mcie B aHaMHe3€), HapyIIEHUs LEIOCTHOCTH KOXHBIX TOKPOBOB B MECTE
MPeJIoJiaraeMoro HaHeCeH I, 0epeMEHHOCTh B cpoke 6onee 20 Heenb, AeTckuil Bo3pact (1o 14

JIET).

4.4. OcoOble yka3aHUs U MepPbI NPEA0CTOPOKHOCTH NPH NPUMEHEHUHU

C 0CTOPO’KHOCTBIO

OnHOBpEeMEHHOE TPUMEHEHHE C JAPYTUMH HECTEPOUIHBIMH  MPOTHBOBOCHAIUTEIbHBIMU
npenaparamu, rnedeHoyHast moppupus (000CTpeHHe), SPO3UBHO-I3BEHHBIE 3a00JICBaHUSI OPTaHOB
KEITYA0YHO-KUIIIEYHOTO TpakTa B daze 00ocTpeHus (B TOM YHCIE S3BEHHAsI O0JIE3Hb JKeTyIKa U
12-nepcTHOM KUIIKH, SI3BEHHBIN KOJIHUT, 601e3Hb KpoHa), Tskenble HapyluieHUs! PYHKIMH MTeYeHH
U TI0YEK, XPOHUYECKAs cepJ/ieuHasi HeJOCTaTOYHOCTh, OpOHXHAIbHAS acTMa, MOXKHUIIONH BO3pacT,
HapyIIEHUS CBEPTHIBAHMS KPOBH (B TOM 4YHuCie TeMO(Ins, yTMHEHHE BpEMEHNU KPOBOTECUCHUS,
CKJIOHHOCTb K KPOBOTEUEHHSIM, TEMOPPArnYECKUM TUate3); TshKeas MoYeuHasi HeI0CTaTOYHOCTh
(xnmupeHc kpeaTuHHHa MeHee 30 MII/MUH), Tporpeccupyronue 3a00yeBaHus TOYEK, TshKeast
MEYCHOYHAss HEIOCTaTOYHOCTh WM aKTHBHOE 3a00JieBaHHME I[I€YeHHM, COCTOSIHHE [OClie
MPOBEJCHUS  AOPTOKOPOHAPHOTO  IIYHTHPOBAHWS,  TMOATBEP)KIEHHAs  TUIIEPKATUEMUS,
OepeMeHHOCTh B cpoke 10 20 Heaenu, Iepruo/1 IPyAHOTO BCKapMITMBAHMS.

Oco0ble yKazaHus

[Ipu npogomKUTENBHOCTH Kypca JieueHus 6omee 10 qaeit HeoOX0aruMo POBEPSATH KapTUHY KPOBHU

(4nco TEHKOIMTOB U TPOMOOITUTOB).
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Maspb creyer HaHOCUTh TOJBKO Ha HETIOBPEK z[eHHLIe'-%b&lﬁ%%ﬁ;]_%ﬁ"rﬂ- II_ISﬁ‘Jln'a'IJIf/m B

IJ1a3a WK Ha CIIM3UCTHIE O0OJIOYKH.

[Tpu momamanuy B I1a3a, Ha CIU3UCTHIC OOOJIOUKH UM OTKPBITHIE paHbl HAOTIOJACTCS MECTHOE
pa3apaxxeHue - ClIe30TeYeHHe, IOKPACHEHHE, XOoKeHUe, 00i1b. B 3TOM cityyae cCOOTBETCTBYIOIIUM
Y4acTOK TeJla IPOMBIBAIOT IUCTUILIMPOBAHHOM BOJOW MM (PU3MOIOTUUECKHM PACTBOPOM.

He npuMeHsaTh B BUuie OKKITIO3MOHHBIX TTOBS30K!

He naznauars nersim miazame 14 net u3-3a OTCYTCTBHUSI JOCTATOYHOIO KJIMHMYECKOTO OIbITa!

BcnoMorarebHEIC BEIECTBA

B cocTaB Impernapara BXOAUT JIAaHOJIHNH (MO)KGT BBI3BIBATH MCCTHBIC KOKHEBIC PECAKIINU (HaHpI/IMep,

KOHTAaKTHBINA JIEPMaTUT)).

4.5. B3amMmopeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH MNpenapaTamMM M JApyrue BHJbI
B3aNMOeliCTBUSA

OddexT mHIOMETaNMHA YCHIUBACTCS TPU €ro KOMOWHAIMU C TIIFOKOKOPTUKOCTEPOUJIAMU U
MIPOU3BOIHBIMH NUpa30JIoOHA. OnHoBpeMEHHOE pUMEHEHUE npenapara c
[IIIOKOKOPTUKOCTEPOUIaMHU TPUBOIUT K YCUJICHUIO YJIBIIEPOT€HHOTO JICHCTBUS MOCTIEIHUX.

MoaxeT YCUJINBATh HeﬁCTBHe MpCIapaToB, BbI3bIBAOIIUX (bOTOCGHCI/I6I/IHI/IBaI_II/IIO.

4.6. @epTHIBHOCTD, 0EPEMEHHOCTH U JAKTAIUS

bepeMeHHOCTD

He crnenyer npumensTs npenapat >xeHIuHaM ¢ 20 Heaenun 6epeMEHHOCTH B CBSI3U C Pa3BUTHEM
MaJIOBO/IMSI U/UJTU MaTOJIOTMH [T0YEK Y HOBOPOXACHHBIX (HEOHATalbHasl MoYeyHasi IUCHYHKIINA).
Jlakranus

[IpumeHeHne npenapara B MEpPUOJ TPYAHOrO BCKAPMIIMBAHUSA BO3MOXKHO, €CIM OKHJaemast
NoJb3a Ul MaTepu MpPEBBINIAET MOTEHUMAIbHBIH pUCK Ui miiojga u pedenka. Heobxonnma

KOHCYJIbTalls Bpayda.

4.7. BausiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMM CPeACTBAMHM M PadoTaTrh ¢
MeXaHUu3MaMH
[Ipy Hapy>XHOM HCIIOJIb30BAHUM HWHAOMETAIlMHA HE BBISBICHO BIMSHHUS Ha CIHOCOOHOCTh

YIOPaBIsATh aBTOMOOMIIEM WM paboTaTh ¢ TEXHUKOM.

4.8. HexenatelbHble peaKIuu

Pe3roMe HexenaTeabHbIX PEaAKIIUU

Knaccudukanmst 4acToTsl BOSHUKHOBEHUSI TOOOYHBIX PEAKITHI:
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oueHb yacto (> 1/10); wacro (> 1/100, < 1/10);|neyacto 'E%'H—f@)@;-@-f/%&';-ﬁéﬁ'xg f%'l‘HbOOO,

< 1/1000); ouens peako (< 1/10000), Bxirodast OTHEIbHBIC COOOIIEHHS, YaCTOTa HEU3BECTHA - TIO
HMCIOUMCA JaHHBIM YCTAHOBHUTHL 4YaCTOTY BO3HHMKHOBCHHA HC IMPCACTABIIATIOCH BO3MOXHBIM.
MecTHble peakiuu: 5K3eMa, (OTOCEHCHOMIHM3ANNsA, KOHTAKTHBIA JECPMATHT, 3y M TMIIEPEMUS
KO’KH, CBITIb B MECTE AlIUIMKAI[UH, CYXOCTh KOXKH, JOKCHHE, IIETyIIeHHUE.

PeI[KO Pa3BUBACTCA JIOKAJILHBI OTEK U BC3UKYJIApHAasA Cblllb, @ B OTACIBbHBIX ClIy4dasaX -
AQHTMOHEBPOTUYECKUH OTeK M ojplKa. [Ipu nmpuMeHeHnn Ha OOJIBLION TUIONMIAAN MOBEPXHOCTH
TeJIa MOTYT HACTYIHTh CHCTEMHBIC PCAKIMH, B OCHOBHOM >KEIIYJI0YHO-KHUIICYHbIE HAPYIICHHS
(OTCYTCTBHE amIeTuTa, TOLUIHOTA, PBOTA, JUapesi, 00Jb B )KUBOTE, KPOBOTCUCHHMS U YJIbICPALIHH).
B emunnunbix cinydasx - oOocTpeHue mncopuasza. AuMeTHiICyab(OKCHI MOXET OKa3bIBaTh
pa3apaxarolee 1eCTBUE Ha KOXKY. JIAHOJIMH MOKET BbI3bIBATh MECTHBIE KOKHBIE PEAKIUH.

I[1pu nosiBIeHUH TOOOYHBIX PEAKIMA ClIeyeT 0OPaTUTHCS K Bpady.

COO6H.I€HI/IC O IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxxHo coo0mare O TMOAO03pEBACMBIX HEXKENATeNbHBIX PEAKIHAX IOCIE PETUCTPAINH
JIEKApCTBEHHOTO Tperapara ¢ Helbl0 00eCTIeYeHNsT HePEPhIBHOIO MOHUTOPUHTA COOTHOIICHHS
«T0JIb3a - PHUCK» JIEKAPCTBEHHOI'O Ipenapara. MeQUUMHCKUM pabOTHHKAM pPEKOMEHIYeTCs
cooluiaTe O JIOOBIX MOJO3PEBAEMBIX HEKENATENbHBIX pEaKIUsIX JIEKapCTBEHHOI'O Ipernapara
Yyepe3 HAIMOHAJIBHBIE CUCTEMBI COOOIIECHHSI O HEKEIATeNbHBIX PEAKIUAX TOCYapCTB - YICHOB
EBpazuiickoro 3KOHOMHUYECKOT0 CO03a.

Poccuiickas ®enepanus

®denepanbHas cityx0a 1o HaJ30py B cdepe 3ApaBOOXPaHEHUS.

Anpec: 109012, r. Mocksa, CraBsiHCKas IUI0IIaab, 1. 4, cTp. 1.

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpMaIIMOHHO-TEJIEKOMMYHHUKALIMOHHOM ceTH «HTepHET»:

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

4.9. Tlepeno3upoBka

CHMIITOMBI

[Tepemo3upOBKH BO3MOXKHBI TOJBKO TPH CIyYaHOM TPOTJIATBIBAHWHA Ma3H, IMPH TOM MOTYT
HaOIOaTHCS HOKSHHUE B TIOJIOCTH PTa, CIIFOHOOT/IEJICHUE, TONTHOTA, PBOTA.

JleueHue

HeobxomuMo mpombIBaHHE TOJOCTH pTa U IKENyJIKa, Mpd HEO0OXOJUMOCTH Ha3HAYAIOT

cUMIITOMaTu4eckoe jeuenue. ['emonnanus HeappexkTureH.
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5. ®APMAKOJIOTMYECKME CBOicTBA  [[MOCIEOCUBATENEHOCTS 0001

5.1. ®apmakoaMHAMHYeCKHE CBOCTBA

®apMakoTepaneBTUYECKas TPyIIa: MpenapaTel A HapYKHOTO IPUMEHEHUS IIPU MBIILICYHbIX U
CYCTaBHBIX OOJISIX; HECTEPOUJHBIE HPOTUBOBOCHAIMUTENbHbBIE IIpEnaparsl A Hapy>KHOIO
PUMEHEHHUS.

Kong ATX: M02AA23

dapmakoauaamuyeckue 3G HeKTol

Oxka3piBaeT NPOTHUBOBOCHAIUTENFHOE U  aHAlbre3upyrolee JeHCTBUE, O0OYCIOBICHHOE
HECEJICKTUBHBIM HWHTHOMpOBaHWEeM HHKIoOKcureHaswpl-1  (LIOI'-1) w  1uKIIOOKCHUTEHa3bI-2
(IIOT-2), perymupyroomux CHUHTE3 TpocTarganauHoB. CrocoOCTBYeT OcCla0JIeHHI0 OOJIEBOTO
CHUHJIpOMa, 0COOCHHO OoJieil B CycTaBax B IMOKO€ W MPU JBUKEHUU, YMEHBIICHUIO yTpEHHEH

CKOBAHHOCTU U OTCHHOCTH CyCTAaBOB, YBCIIMUCHUIO ob0beMa ,Z[BI/I)KGHPlﬁ.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

Nupomeranuu MpoOHUKAET 4Yepe3 KOXKY, MPU MHOTOKPATHOM IPUMEHEHHUM HAKaIlJIMBAaeTCsS B
MNOJIeKAIIMX TKAaHSX, MBIIIIAX, CYCTaBaX, CHHOBUAIbHOM kHIKOCTH. Ilpum HapyxHOM
NPUMEHEHUN KIMHUYECKH HE3HAUYMTEIbHOE KOJMMYECTBO HMHJIOMETAllMHA MOXET IOMNajaTh B
CHUCTEMHBIN KPOBOTOK, OTKY/Ia BHIBOJAMTCS MOYKAMH B BUJE META0OJUTOB U B HE3HAUYUTEIHHOM

KOJNMYCCTBEC B HCU3BMCHCHHOM BUJC, 4 TAKIKEC YaCTUYHO YCPE3 )KGJ'IYJIO‘IHO-KI/IHIC‘IHLII\/'I TPAKT.

6. ®APMAIIEBTUYECKHE CBOHCTBA
6.1. [lepeyeHb BCIOMOTraTeJbHBIX BElIECTB
JIAaHOJIMH 0€3BOIHBIN

Ba3eIMH

JTUMETHIICYTb(OKCHT

BOCK MYEITMHBINA JKEITHIN

KPEMHHSI TUOKCHT KOJIJIOMTHBIN

JJaBaHJbI y3KOJII/ICTHOI>'I OBCTKOB MacCJIio

6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok roaHocTH (CpoOK XpaHeHus )

3 rona.
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6.4. OcoObie Mepbl MPETOCTOPOKHOCTH NPHU XPaAHEHU

XpaHuTh Ipu TeMnepatype He Boite 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YIIAKOBKH

ITo 15, 30, 40 wnm 50 r B GaHKHK TEMHOTO CTEKJIa, YKYITOPEHHBIC KPBIIIKAMHU.

I[To 15, 30, 40 wnm 50 T B GaHKHM M3 MOJIUATUIICHA BBICOKOTO WJIH HIU3KOTO JJABJICHUS CO CPEICTBAMU
YKYIOPOUYHBIMH WJIM B OAHKU U3 TIOJMUATHIIEHTepedTanara co CpeicTBaMU yKYIOPOUYHBIMH.

ITo 15, 30, 40 wim 50 T B TyOBl aTIOMHHHEBBIC, MOKPHITHIC JJaKOM b®d-2, B KOMIUIEKTE C
KOJMAaykaMd U3 TMOJMATUJIICHA BBICOKOIO WJIM HHU3KOrO JIaBlI€HUS WM B TyObl U3
KOMOMHHPOBAHHOTO MaTepuaia ¢ OyIIOHaMHU U3 MOJIUIIPOIUIICHA.

Kaxnayro OaHky wiau TyOy BMECTE€ ¢ MHCTPYKIHMCH 1O NMPUMEHCHHIO TOMEIIAIOT B IMa4Ky W3
KapTOHa.

Ot 9 no 300 GaHOk MU TyO BMecCTe C PaBHBIM KOJIWYECTBOM HHCTPYKUIHUH MO MPUMEHEHUIO

MOMEIIAIOT B KOPOOKY KapTOHHYIO (JIJIsl CTAIIMOHAPOB).

6.6. Oco0Oble Mepbl NPeIOCTOPOKHOCTH NPH YHUYTOKEHHH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHUMEHEeHUs
JIEKAPCTBEHHOTI'0 NMpenapara u Apyrue MaHUMyJIALIHUHU ¢ PenapaToM

Het ocoObix TpeboBaHUM K YTUIH3ALINH.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
Poccniickas @enepanus

OTtkpeITOE aKImoHepHOe 001ecTBO «MBaHoOBCKas dapmarieBTUuecKas padpuKa»
(OAO «MBanoBckas (hapmarieBTHUECKas padpuka)

153007, r. iBanoBo, yn. I'enepana ['opbatosa, a. 19-a

Ten.: (4932) 33-42-73

dakc: (4932) 33-42-72

e-mail: ivff@yandex.ru

7.1. IlpeacraBuTeib AepaKaTesisi perHCTPAIIMOHHOIO YA0CTOBEPEHUs!
IIpemensuu nompebumeneu Hanpasisims no aopecy:

Poccniickas @enepanvs

OTkpbITOE akIMOHepHOe 001ecTBO «MBaHOBCKas GapmareBTHdeckas hadpuka»
(OAO «IBanoBckas ¢apmaneTuueckas hadpuxa)

153007, r. UBanoBo, yi. ['enepana ['opbarosa, a. 19-a
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Ten.: (4932) 33-42-73 (NOCNEOOBATENLHOCTL 0001)

dakc: (4932) 33-42-72
e-mail: ivif@yandex.ru

8. HOMEP PETHCTPAIIMOHHOI'O YAOCTOBEPEHU S

9. JATA NMEPBUYHOI PETMCTPAIINM (MMOATBEPKIEHMSI PETHCTPALINM,
MEPEPETUCTPALIMN)

Jlara nepBoii peructpaiuu:

10. JATA IEPECMOTPA TEKCTA

O6mass xapaktepuctuka JekapctBeHHoro mnpenapara WHJIOMETAILIMH nocrynHa Ha

MHPOPMALIMOHHOM TIOpTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HWH(POPMALMOHHO-

KOMMYHHUKAIMOHHOM cetn «HTepHe™»_http://eec.eaeunion.org/.
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