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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOFOITPEMAPATFAS 1002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPETTAPATA

ITponaran, 0,005 %, kamiu rioazHeie

2. KAYECTBEHHBINA U KOJTUWYECTBEHHbBINA COCTAB

JleficTByro1II€€ BEIECTBO: JATaHOIPOCT

Kaxxnprit 1 M penapara cogepxut 50 MKT JJaTaHOMPOCTA.

BcrniomorarenbHble BellecTBa, HAIMYUE KOTOPBIX HA/I0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npemnapara: OeH3aIKOHUS XJI0pu/ (cM. pazaen 4.4.).

[TonHbI# TepeueHb BCIIOMOTaTENbHBIX BEIIECTB MPHBEIEH B pa3zaene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kanmnu rina3uele.

[Tpo3paunblii O€CLBETHBIN pacTBOp.

4. KIMHUYECKHUE JAHHBIE
4.1  Iloka3aHuMsl K IPMMEHEHUIO
CHmKeHHe TOBBIIIEHHOTo BHYTpuUriazHoro nasinenus (BI'Jl) y B3pocibix u nerei B Bo3pacrte

cTapume 1 roaa cC OTKpLITOYTOHBHOﬁ FHaYKOMOﬁ WJIW ITOBBIIICHHBIM O(I)TaJ'ILMOTOHyCOM.

4.2  PexxuMm 103MPOBaHUS U CMIOCO0 MPUMeEHEHHA

PexxuM 103upoBanus

ITo ogHOM Karuie B TOPAKEHHBIM TJ1a3 OJMH Pa3 B JICHb.
OnTtumanbHbIi 3QeKT focTUraeTcs Npyu NPUMEHEHUH Tperapara BeuepoM.
He cnenyer ocymiecTBiasATh MHCTWUIALMIO IIpemapara 4daime, 4eM 1 pa3 B JIeHb, ITOCKOJBKY
MOKa3aHo, 4YTO 0oJiee YacTOoe BBEJICHHE CHUXKACT TMNOTeH3uBHBIN 3ddekt. [Ipu mpomycke
JI03BI JICUCHHUE TPOIOJDKAIOT MO OOBIYHOMN CXeMe.

eTU
JlaTraHONIPOCT MPUMEHSIOT y AETEN B TOM K€ J03€, YTO U Y B3pOCIbIX. JlaHHBIE O TPUMEHEHUHN
npernapaTta y HEJJOHOIICHHbBIX (FecTallMOHHBIA BO3pacT 36 Helenb) OTCYTCTBYIOT. JlaHHBIE Y
JieTel BO3pacToM /10 | roia CUIbHO OTpaHUYEHBI.

Crooco0 nmpuMeHeHus

Kax IIpu MPUMCHCHU A JIFOOBIX TJIA3HBIX Kareib, C HCJIbKO CHUXCHHUA BO3MOXHOI'O CUCTEMHOI'O

saddekra mpemnapaTta cpaszy Mocjie MHCTUUIALMU KaXJA0W Kalld PEKOMEHIYeTCs B TEUCHHE
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rJla3a Ha HIDKHEM BEKe. DTy MPOLEAYpy HEOOXOAMMO BBIMOJHSATH HEMOCPEICTBEHHO MOCIE
uHCTIWUIAMH. [lepen MHCTUIUTSIIME HEOOXOAUMO CHSATh KOHTAKTHBIC JTUH3BI M YCTAHOBUTH
WX HE paHblle, 4em depe3 15 muHyT mocie BBeneHus (cM. pazaen 4.4). Ecnm npenapar
IUTAHUPYETCSl MPUMEHSTh B COCTaBE KOMIUIEKCHOW Tepanuu ¢ JPYTMMHU TIJIa3HBIMU KaIlIsiMHU,

HHTCPBAJI MCKAY HHCTUITIANHUAMUA JOJKCH COCTABJIATH HC MCHCC 5 MHUHYT.

4.3  TIporuBomoKa3zaHus
® TUIEPUYYBCTBUTEIBHOCTh K  JCHCTBYIONIEMY  BEIIECTBY WIM K JIOOOMy U3
BCIIOMOTATEIILHBIX BEIIECTB, YKa3aHHBIX B paszene 6.1

e Bo3pacT 10 1 roxa (3pPpeKTUBHOCTH U OE30MACHOCTh HE YCTAHOBJICHBI)

44  QOco0ble ykazaHus 1 Mepbl IPeI0CTOPOKHOCTH MPU NPUMeHEeHUH

JlaTaHOTIPOCT MOYKET TOCTEINEHHO M3MEHUTH IBET TJIa3 32 CUET YBEIWYCHUS COJCPIKaHUS
KOPUYHEBOTO IWIMEHTa B paaykke. Jlo Havama Jie4eHHs MAIMEHTOB CIEIyeT
npouH(GOPMUPOBATH O BO3MOXXKHOM HEOOpPAaTMMOM HW3MEHEHHM ILBeTa TIia3. lIpumeHeHue
JICKapCTBEHHOTO Iperapara Ha OJJHOM IJ1a3y MOXKET BBI3BaTh HEOOPATHMYIO TE€TEPOXPOMHIO.
Takoe n3MeHEHHE IBETa IJ1a3 MPEHMYIECTBEHHO OTMEYAIOCh y MAMEHTOB ¢ HEPaBHOMEPHO
OKpAIIeHHBIMU DPATyKKaMH, a HUMEHHO: Kape-rodyObIMH, CEpO-KapUMH, >KEITO-KapuMH U
3eJIeHO-KapuMu. B uccinenoBaHMsX JTaTaHOMPOCTa MOTEMHEHHE, KaK MpaBUiIO, HAUWHAIOCH B
TEUYEHHUE TEPBBIX 8 MECSIIEB JICYCHUS, PEAKO - B TEYEHHUE BTOPOTO WIIM TPETHETO roja M He
OTMEYaJOCh IO WCTEYCHHWH 4YETHIpeX JIeT JedeHus. l[IporpeccmpoBaHue UTMEHTAIUN
paly’KK1 CHIKAJIOCh CO BPEMEHEM M CTaOMIM3UpOBasioch yepes 5 neT. [lanHble 00 ycuiieHuH
OUTMEHTALlMM B TEYEHUE S5 JIeT OTCYTCTBYIOT. B OTKpBITOM 5-J€THEM HCClIe0BaHUU
Oe3omacHOCTH JaraHonpocta y 33 % nalueHTOB pa3BUBAaCh MUTMEHTAIUS PaayXKH (CM.
pasnen 4.8). B OoibIIMHCTBE ClIydyaeB U3MEHEHHE 1BETA PAYKKU ObIJIO HE3HAYUTEIBHBIM U,
3a4acTylo, KIIMHUYECKU He BhIBIsUIOCHh. YacToTa BcTpeuaemocTu Kojebdanack ot 7 10 85 % y
NaIMEeHTOB C HEOJMHAKOBOTO I[BETa PajyXKaMH, Ipeoliagast y HalMeHTOB C XKeITO-KapuMHU
panykkamMu. VI3MeHeHus! y MaIlleHTOB C pABHOMEPHO OKpAIIEHHBIMHU Pagy>KKaMH roiay0ooro
[[BETa HE HAONIONANNCh, B PEAKUX CIIydasX HM3MEHEHHS OTMEUYAIMCh TPU PaBHOMEPHO
OKpAIlIeHHBIX PaTyXKaxX Ceporo, 3€JeHOro W Kapero IBeTa. lI3MeHeHWe IBeTa TJia3
00yCJIOBJICHO YBETUUYEHUEM COJEPKAHUS METaHWHA B CTPOMAIBHBIX MEIAHOIUTAX PATYKKH,
a HE YBEIMYEHHEM UYHCJIa CaMUX MEJaHOIUTOB. B THUNMYHBIX cilydasx KOpUYHEBas
NUTMEHTANUSl TOSIBIIIETCS BOKPYr 3padka M KOHIEHTPUYECKH pPaCIpOCTpaHSIETCS Ha

nepudeputo pagyxku. [Ipm 3ToM Bcsl pagykka WM €e 4acTH NPUOOpEeTaroT Kapuil IBET.
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KJIMHUYECKUM JTAHHBIM M3MEHEHHE 1IBeTa He OBbLIO CBA3aHO ¢ KAKMMH-THOO0 CHMITOMAMH HIIH
[IaTOJIOTMYECKUMHU HapylieHusMu. [Ipenapar He Oka3bpIBaeT BIMSHUE HA HEBYCHI U JICHTUIO
pay’KHOH 00O0JIOUKH.

CormacHo pesynpraTaM S5-JI€THHX KIMHMYECKHUX MCCIENOBAaHUMN, HAKOIUICHUS IIMTMEHTa B
CKJIEpO- POTOBUYHOI TpaOeKyIApHOW CEeTH WJIM MHBIX OTAENax MepeJHel Kamepsl riia3a He
orMedeHo. [Ioka3aHo, 4YTO NOTEMHEHHE pagyKKH HE IPUBOJUT K HEXKEIATEIbHbIM
KIIMHUYECKUM IOCIEACTBUAM, IIO3TOMY IIPUMEHEHHUE JIaTaHAPOCTa IPU BO3HUKHOBEHUU
TAKOro0 IIOTEMHEHHUS MOJKHO IIPOJOJDKUTb. Te€M HE MEHee, TAaKUe IallUCHThl JOJIKHBI
HAXOJUTHCS 10/ PETYJIAPHBIM HAOJIOJEHUEM U, B 3aBUCUMOCTU OT KIMHUYECKON CUTYalluHy,
Je4YeHue MOXeT ObITh ImpekpameHo. OnelT NPUMEHEHHUs JaTaHONpPOCTa B TEpaluu
3aKpBITOYTOJIBHOM M BPOXIEHHOM TIJayKOMBl, NUTMEHTHOM IJIAYyKOMBI, OTKPBITOYIOJbHOU
IJIAyKOMBI y MAIMEHTOB C nceBaopakueit orpaHuueH. OTCYTCTBYIOT CBEACHUS O IPUMEHEHUH
JaTaHOIIPOCTA B JICYEHUHU BTOPUYHOW IJIAyKOMBI BCJIEJICTBUE BOCIAIUTENIBHBIX 3a00JI€BaHUN
IV1a3 U HEOBACKYJSIPHOM IJIayKOMbI. JIaTaHONPOCT HE OKa3blBAa€T BIIMSHUE HA BEJIMYHHY
3pauka. B CBSI3M ¢ OTCYTCTBHEM OIIBITA NPUMEHEHMS JIATAHONIPOCTAa B TEPAIIMH OCTPOIO
IIPUCTYINA 3aKPBITOYTOJBHOM TJIayKOMBI CIELYET ¢ OCTOPOYKHOCTBIO IIPUMEHSATH IIpernapar y
TaKUX MMAlMEHTOB.

B cBs3u ¢ TeM, YTO CBEJEHUS O MPUMEHEHUH JIATAaHOIIPOCTA B MOCICONEPALIMOHHOM MEPHOLE
HKCTPAKLMU KaTapaKThl OrPaHUYEHBI, cIelyeT COOII01aTh OCTOPOKHOCTh MPU MPUMEHEHUH
npenapata |y 93ToMl kareropuu mnamueHToB. Crenyer coOitogaTh OCTOPOXKHOCTb MpPU
IIPUMEHEHNHN JIaTaHONPOCTAa MAIlUEHTAaMU C TEepPIETUYECKHM KEpaTUTOM B aHamHese. Ilpu
OCTPOM I'eépHETHYECKOM KEPATUTE, a TAKXKE B CIIydae HAJIMYMsI aHAMHECTUYECKUX CBEACHUH O
XPOHMYECKOM PELMJUBUPYIOIIEM T'epHeTHUECKOM KEepaTUTe, OCOOCHHO CBSA3aHHBIM C
IPUEMOM aHaJOroB MpocTarja”uHa F2a Heo6xonuMo n3beraTb Ha3HAUEHUs JaTaHOIPOCTA.
MakynspHbIil OTE€K, B TOM YUCJI€ KUCTO3HBIM, OTMEYAJICS B MEPHOJI TEPANIUH JTATAHOIIPOCTOM
IPEUMYIIECTBEHHO Y MallMEeHTOB ¢ adakuei, rncenodakueld, pa3pblBOM 3aHEH Karcylibl
XpyCTalMKa, WJIM Yy TMalUeHTOB C (pakTopaMu pHUCKa pa3BUTHS KHCTO3HOTO MaKYJISIPHOTO
oTeKka (B 4YaCTHOCTH, NMPH T1aOETUUECKOM pETUHOMATUHU M OKKIIIO3UM BeH ceTyaTku). Cienyer
coOiroaaTh OCTOPOXKHOCTh MpPU TNPUMEHEHUHM JaTaHONpPOCTa MalueHTaMu ¢ adakuen,
nceBfodakueil ¢ pa3pblBOM 3agHEH KamncCyibl XpycTalMKa WM TepeaHeKaMepHbIMU
UHTPAOKYJIAPHBIMU JIMH3aMH, a TaKKe IMalUeHTaMU C HM3BECTHBIMH (DaKTOpaMH pPHCKa
pa3BUTHSI KUCTO3HOTO OTeKa Makyibl. CiieayeT coOiro1aTh OCTOPOKHOCTh IPU MPUMEHEHUH

JATAaHOTIPOCTA MAIMEeHTaMH ¢ (DaKTOpaMU PUCKA PAa3BUTHUS UPUTA/yBEHUTA.
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pse ciaydaeB B IMOCTPETMCTPALlMOHHOM IEPUOAE OTMEUYAINCh OOOCTPEHUE TEUEHUS acCTMbl
/Wi  nosBineHue onaplmku. Crenyer coOm0gaTh OCTOPOKHOCTH IMPH  NPUMEHEHHUH
JIATaHOIPOCTA Y TOM KaTEeropuu MaueHToB (CM. Takxke paszzaen 4.8).
Otmedanuch ciay4yal MOTEMHEHHUS KOXH NEpUOpOUTAIbHON 005acTH, KOTOpbIE Y psaa
NAlUMEHTOB HOCWJIM OOPAaTUMBIM XapakTep IpHU HPOJOHKEHMM TEpalUU JIaTaHOIPOCTOM.
JlaTaHOIIPOCT MO’KET BBI3bIBAaTh IOCTEIIEHHBIE U3MEHEHUSI PECHUIL U ITYIIKOBBIX BOJIOC, TAKHE
KaK YUIMHEHUE, YTOJIIEHUE, YCUICHHE MUTMEHTAllUH, YBEJIMYEHUE I'yCTOThl I U3MEHEHHE
HaIpaBlIeHUs pocTa pecHHIl. M3MeHeHHs pecHUll ObUTM O0OpaTHUMBbl U TMPOXOAUIH TOCTE
IpeKpaleHus Tepanuu. B cocraB mpenapaTta BXOJUT OCH3AJIKOHUS XJIOPUJ, KOTOPBIM MOKET
BBI3BIBATh pa3[pakCHUE TJa3 W OOECIBEYMBATh KOHTAKTHBIC JHH3BL. [lpu mpuMeHeHHH
mpenapaTta MalydeHTaMH, HOCSIIMMU KOHTAKTHBIC JIMH3bL, HEOOXOAMMO CHSTh HMX THepen
MHCTWIISIMEN W CHOBAa BCTaBUTb HE paHee, 4yeM uepe3 15 MuHyr. Y IanueHToB ¢
COITYTCTBYIOIIUMH 3200JICBAaHUSMHU POTOBHIIBI U CHHIPOMOM «CYXOTO» TJia3a OCH3aJIKOHUS
XJIOPU/I MOJKET BBI3BIBaTh Pa3BUTHE TOYCYHOW W/MIIM SI3BEHHOW Keparomatuu. Tpedyercs
KOHTPOJIb COCTOSIHUSI POTOBUIIbI TAKUX MALIMEHTOB B XO/€ JICYEHUS ITPENapaToM.

eTH
Ceenenus 00 3pGEKTUBHOCTH U O€30MACHOCTH MPUMEHEHUS JIATAHOIIPOCTa y JeTEH Mitajie
rojga orpaHuyeHbl. OTCYTCTBYET OIBIT NMPUMEHEHHs Npernapara y HEIOHOLIEHHBIX AeTel
(recTallMOHHBINA BO3PACT MeHee 36 HeJllelnb).
CBenenus o 0e€30IaCHOCTH  JIOJITOCPOYHOrO NPUMEHEHHs JlaTaHOMpocTa y  JeTel
OTCYTCTBYIOT. [Ipu mepBUYHON BPOXKIIEHHOM Tiaykome y aeteit ot 0 10 3 JeT cTaHmapTHBIM
METOJIOM  JIEYEHHs] ~ OCTaeTCsi  XUPYpruuyeckoe  BMEIIATeNbCTBO  (TOHHMOTOMMUS/

TpaOeKyIOTOMHUSA).

45  B3aumMoaeiicTBHSl ¢ JAPYrMMH JIEKAPCTBEHHBIMHU NMpenapaTaMu M JAPyrue BH/bI
B3aMMO/1eiicTBUS

CooOmranoch 0 chnydasx THapajokcalbHOTO ToBbiieHus BI'J] mocine oJHOBpeMEHHOTO
O TaTLMOJIOTHYECKOTO TPUMEHEHHUs JBYX aHAJIOroB mpocrarimanauHa. OIHOBpPEMEHHOE
NPUMEHEHWE JBYX WU 0Oo0jiee TPOCTArIAHINHOB, AaHAJIOTOB IPOCTArJIAHAWHOB HITH
MIPOU3BOTHBIX MPOCTATTAHINHOB HE PEKOMEHTYETCS.

dapMaleBTUYECKH HECOBMECTHM C TJa3HBIMH KalUIIMH, COAEpXKAIlUMU THOMepcan -
npenqunuTanus (cM. pazzgen 6.2).

eTH

Uccnenoanus B3anMOI€MCTBHI MPOBOAMIIUCH TOJBKO Y B3POCIBIX MALIMEHTOB.
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46  DepTUIBHOCTDH, 0€PEMEHHOCTH H JAKTALMS

bepemeHHOCTB

be3omacHOCTh MpUMEHEHUsS JIATAHONPOCTAa BO BpeMs OEpEeMEHHOCTH Yy 4YeIOBEKa He
ycTaHOBJIeHa. JIaTaHONIPOCT MOXKET OKa3plBaTh TOKCHYECKHE dSPGPEeKThl Ha TEUYCHHE
OCpeMEHHOCTH, IUIOJ W HOBOPOXIEHHOTO. IlpuMmeHeHMe BO BpeMs OepeMEHHOCTH
MIPOTUBOIIOKA3aHO.

JlakTanms

JlaTanonpocT u ero mMeTaboJUThI MOTYT NMPOHUKATH B TPYyAHOE MOJIOKO. [IpuMeHeHue BO
BpeMsl TPYIHOTO BCKapMJIMBAaHMsI IPOTHUBOIIOKa3aHO. [Ipw HE0OXOAMMOCTH NPUMEHEHHS
npernapara rpyiHoe BCKapMIIMBaHHE HEOOXOIUMO MIPEKPATUTb.

DdepTUabHOCTD

Bnusuaue JIaATaHOIIPOCTAa Ha MYXKCKYIHO H KCHCKYIO q)epTI/IJ'IBHOCTB B HCCICOOBAHUAX HaA

JKUBOTHBIX HEe 0OHapyxeHo (cM. pazzaen 5.3).

4.7 Bausinue Ha cNOCOOHOCTH YNPABJATH TPAHCIIOPTHBIMH CPeACTBAMH H padorarth ¢
MeXaHHU3MaMH

[IposaTan OKa3bIBaC€T yYMEPEHHOE BIIMSHUE Ha CIIOCOOHOCTb YIPABIATH TPAaHCHOPTHBIMU
cpeacTBaMu M pabotath ¢ MexaHu3mMamu. Kak M 1OpuM  NpUMEHEHUM  JIPYrux
O TaIbMOJIOTUYECKUX JIEKAPCTBEHHBIX IIPENapaToB, BO3MOYKHO BpPEMEHHOE HapylleHue
3peHHsl; 10 €ro BOCCTAHOBJICHHS YNPABIATh TPAHCIOPTHBIMU CPEACTBAMHU MJIM paboTaTh C

MEXaHU3MaMH HC pCKOMCHIAYCTCA.

4.8 HexkesaTesibHbIe peaKIuu

Pesrome mpoduis 6e3onacHOCTH

Bonbias yacTe HeXenaTeabHBIX PEaKIuil 3aTparuBaeT CUCTeMY opraHa 3peHus. B 5-netnem
OTKPBITOM HCCIIEIOBaHUH 0€30MacCHOCTH JIATAHOMPOCTA MUTMEHTAIHUS PaTyKHOH 000JI0UKH
pasBunack y 33 % mnaruentoB (cM. pazgen 4.4). [pyrue HexenaTeabHbIE PEaKIHH CO
CTOPOHBI OpraHa 3peHusi ObUIM B OCHOBHOM KPAaTKOBPEMEHHBIMH M BO3HHMKAIA BO BPEMs
BBEJICHUS TIperapara.

TabnuuHoe pE3IOME HEXKENATCILHBIX PEaKIMH

B Tabmutie pecTaBiIeHbl HeXeNaTeIbHbIe PeaKINK 110 CHCTEeMHO-OpTraHHbIM KitaccaM (COK)
1 yactoTe. YacTtoTa pa3BUTHS ONpenesseTcs Kak: o4eHb yacto (> 1/10), gacto (ot > 1/100 o
< 1/10), megacto (ot > 1/1 000 mo < 1/100), peaxo (ot > 1/10 000 mo < 1/1 000), oueHb peako

(< 1/10 000) wu HEM3BECTHO (HEBO3MOXKHO YCTAHOBUTH 110 UMEIOIIMMCS TAHHBIM):

|CI/ICTeMHO-| O4eHb YacTOo | Yacrto | HeuacTto | Peako |Oqem, peaxko
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OpramHHbIii & 1/10) (o1 > 1/100 fio | (or'> /1000 10" |(01= /10000 (£"1/10 000)
KJ1ace < 1/10) < 1/100) mo < 1/1 000)
Undexkunu wu ['eprieTnueck
WHBA3UU Ui KEPaTUT
Hapymenus ['onoBHas 6011k,
CO  CTOPOHBI TOJIOBOKPY>KEHHE
HEPBHOM
CHUCTEMBI
Hapymenus TomHoTa, pBoTa
CO  CTOPOHBI
KEITY0YHO-
KHIIIEYHOTO
TpakTa
Hapymenust |['unepnurmenta |TodedHblit Ortek Beka,Uput, otek  (M3MeHeHus B
CO  CTOPOHBI[IUA PAAYKHOM  |KEpaTuT, B CyXOCTh IJI1a3,|pOTOBUIILI,  |IEpUOPOHTAT
oprasa 000JI0YKH; JIETKasi |0OCHOBHOM KepaTuT, 3po3us bHOI1 0o0OnacTu
3pEeHUS WM yMEpEeHHas  |[0ECCUMIITOMHBIN |HEUETKOCTh poroBuilbl, |U B OOJAcCTH
KOHBIOHKTUBAJIb- |, Ostepapur, 3peHus, nepuopOouTan [Beka,
Has UHBEKIUS,  |0OOJIb B INIa3y,  |MaKyJSIPHBIH BHBIA OTCK, |TPUBOJSIINC
pasnpaxeHue dhoTodobdus, OTEK, BKJIFOYAS | TPUXHA3, K
r1a3a (4yBCTBO  |KOHBIOHKTHBUT |KHCTO3HBIN JTUCTHXHUA3, |yIIIYOJICHUIO
HOKCHUS, MaKyJISIPHBIH KHCTa 00pO31bI BeKa
OILlYILIEHHUE TIECKa OTEK, YBEUT pagyKHOU
B I'J1a3ax, 3y, 000JI0YKH,
MOKAJIBIBAHUE H MeCTHas
OIIyILIEHUE KOKHAs
MHOPOJHOTO peaxius Ha
TeJa); N3MEHEHUSI BEKax,
pecHul U MOTEMHEHHUE
MYIIKOBBIX BOJIOC KOXH BEK,
BeKka (yUTMHEHHE, niceBaonemMpu
YTOJILIEHUE, -TOH]T
YCUJICHUE KOHBIOHKTHB
MTUTMEHTAIUU U BI
yBEJIMUYEHUE
TYCTOTHI PECHUIL)
Hapymenus Crenokapaus, Hecrabunpha
CO  CTOPOHBI Y4YallleHHOE b
cepana cepaieOueHme CTECHOKaP U
Hapymenus bpouxuanpaas  |OGocTpeHue
CO  CTOpPOHBI acTMa, OJIplllIKa  |OpPOHXHAIBHO
IBIXaTeIbHOMU 7|
CHCTEMBHI, aCTMBI
OpraHoB
TPYAHOMN
KIIETKU u
CPEIOCTEeHUS
Hapymenus Crinb 3ya
CO  CTOpPOHBI
KOXKH u
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EOQCBGTENEHOCTE OO
IIOOKOKHBIX CEUERTENDH- 1 hals)

TKaHEHN

Hapymenus Muasrus,
CO  CTOpPOHBI apTpanrus
MBIIICYHOM,
CKEJIETHON U
COCIMHUTENh
HO# TKaHU

OO6mue bons B rpyaHoii
HAPYIICHUS | KIIETKE
peaknuu B
MecTe
BBC/ICHUS

Y HEKOTOPBIX MAIIEHTOB CO 3HAYMTEIBHBIM IMOBPEKICHHEM POTOBHUIIBI PErHCTPUPOBAIHCH
OYCHb
pelKue ciiyvad KaubIU(pHUKAIIMA POTOBHIIBI B CBSA3M C MPUMEHEHUEM (ochaTocorepiKaimx
TJIA3HBIX Karelb.

eTu
B n1Byx KpaTKOCpOUYHBIX KJIMHHYECKUX HccaenoBaHusax (< 12 Henens) ¢ yyactueM 93 (25 u
68) ManMeHTOB NETCKOro Bo3pacra Mpouib 0€30MacHOCTH OBbLI COMOCTABUM C TAKOBBIM Y
B3pOCJIbIX; HOBBIX HEXENATEIbHBIX SBJICHHI BBIIBIICHO HE ObuT0. Kpatkocpounsie mpodumm
0€30IaCHOCTH B Pa3IMUHBIX TOMYJISIIHUAX AETCKOTO BO3pAcTa OBLIM TaKKE COMOCTAaBUMBI (CM.
pasnen 5.1). HexxenarensHble 3¢ (EKThI, KOTOPbIE HAOTIOJATUCH Yallle Y TaIMeHTOB JETCKOTO
BO3PAacCTa, YeM y B3pOCIBIX: pUHO(DAPUHTUT U JIMXOPAJIKA.

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarb 0 MOJ03PEBAEMBIX HEXKENAaTeNbHBIX pEaKUUsAX I0CJIe PEerucTpaluu
JIEKapCTBEHHOIO Ipenapara ¢ Ielbl0  00ecnedyeHus HENpepbIBHOIO MOHUTOPHHIA
COOTHOILEHUS «I0Jb3a - PUCK» JIEKApCTBEHHOIO Ipenapara. MeIuIMHCKUM pabOTHUKaM
peKoMeHayeTcss cooOIIaTe O JHOOBIX MOAO03PEBAEMBIX  HEXENaTeIbHBIX  PEaKLHUAX
JIEKapCTBEHHOI'0 Iperapara 4epe3 HallMOHAJIbHbIE CUCTEMbI COOOIIEHHUS O HEXeIaTeNbHbIX
peaKuusIX rocy1apCTB - WICHOB EBpa3niicKOro 3KOHOMHYECKOTO COK03a.

Poccniickas @enepanvs

DdenepanbHas city:x0a 1o HaJa30py B cdepe 3ApaBOOXpaHEeHHUs

Anpec: 109012, r. MockBa, CriaBsiHCKasl TUIOIIaab, 1. 4, ctp. 1.

Temedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpMAIIMOHHO-TEJIEKOMMYHUKALMOHHON ceTn «HTepHeT»:

www.roszdravnadzor.gov.ru
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Pecriy6nuka Kazaxcran (MOCNEOOBATENEHOCTE 0002)

PI'TI na I1XB «HauuoHaJIbHBIN HEHTP IKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULIMHCKUX
u3nenuii»y KoMmurera MeAMIIMHCKOTO U (hapMaIieBTUYECKOro KOHTPOsi MUHHCTEpCTBA
3npaBooxpaneHus Pecnyonuku Kazaxcran

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

Tenedon: +7 7172 78 99 02

OnekTponHas noyra:_farm@dari.kz

Caiit B nH(pOpMAIIMOHHO-TEJIEKOMMYHUKAIMOHHOM cetn «MuTepHeT»: https://www.ndda.kz/

Ksipreizckas PecryOnmka

JlenapTamMeHT JIEKapCTBEHHBIX CPEACTB U MEAMIIMHCKUX U31eIui 1pu MUHUCTEPCTBE
3npaBooxpaneHust Keipreizckoit PecrryOnukn

Anpec: 720044, r. buiukexk, yiu. 3-1 Jlunus, 25

Tenedon: +996 312 21 05 08

DnexTponHas noyra:_Vigilance@pharm.kg

CaiiT B nH(pOpMAIIMOHHO-TEJICKOMMYyHUKAIMOHHOM ceTn «MHTepHe™: hitp://www.pharm.kg

49  TIlepeno3dupoBka

CuMOTOMBI

[TomuMoO pa3apakeHHs I1a3 ¥ KOHBIOHKTHBAILHOW HHBEKIIUU, IPYTUX O0(TATBMOIOTHISCKHX
s dexToB mpu nepeno3upoBke npenaparoM [Iposatan BeIABICHO HE OBLIO.

Jleuenue

[Ipu cnywaitHom npueme mnpenaparta [IposaTaH BHYTph ClelyeT YUWUTHIBATh CIEAYIOIIYIO
UH(pOpPMaLIHIO:

Omun ¢uakon comepxkut 250 Mkr (gumakon 5 mi) w125 mir (puaakoH 2,5 mn)
natanomnpocta. bonee 90 % mo3b1 MeTabonu3UpyeTcs MOcie MEPBOrO MPOXOXKICHHS uepe3
nevyeHb. BHyTpuBeHHass MHQY3Us B 103€ 3 MKI/KT Y 3/I0pPOBBIX JOOPOBOJBIIEB HE BBI3bIBATA
KaKuX-JIMOO CUMIITOMOB, OJHAKO MPHU BBEJACHUU J103bI 5,5-10 MKI/Kr HaOJIIOAAIUCH TOIIHOTA,
00JIb B KMBOTE, TOJIOBOKPY)KCHHE, TMOBBIINICHHAS YTOMIISIEMOCTH, MPUJIUBBI U YPE3MEPHOE
MOTOOT/IeNeHne. Y 00€3bsiH BBE/IEHUE JTATAHOMPOCTa MyTeM BHYTPUBEHHON MH(Y3UU B 103X
10 500 MKT/KT HE OKa3bIBaJIO CYIIECTBEHHOTO BIUSHUS HA CEPACUYHO-COCYTUCTYIO CUCTEMY.

Y 00e3bsiH BHYTPUBEHHOE BBEJICHHE JIATAHONPOCTAa COIMPOBOXKIAIOCH BPEMEHHBIM
OponxocmazmMoM. OHAKO y TIAIIMEHTOB ¢ OPOHXUATHHOM aCTMOM CpeHEHN CTENEHU TAKECTH
BBEJICHHE JIATAHONIPOCTAa B TIJa3a B J03€, B 7 pa3 MNPEBBILAIONIEH KIMHUYECKYIO H03Y

npemnapara HponaTaH, HC BBI3BIBAJIO 6pOHXOCH3.3Ma.


mailto:farm@dari.kz
https://www.ndda.kz/
mailto:vigilance@pharm.kg
http://www.pharm.kg/
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CUMIITOMAaTHYCCKHUM.

5. ®APMAKOJIOTTYECKHE CBOMCTBA

5.1. dapmakoamHaMUYecKHe CBOIiCTBA

®dapmakoTepaneBTUUYECKas Tpylna: MPOTHUBOTIAYKOMHOE CPEJICTBO - MpocTarjaHiauHa Fog
AHAJIOT CUHTETUYECKUU.

Koxg ATX: SO1EEO1

MexaHu3M IeHCTBUS

JleficTByrolIIee BEIIECTBO JIATAHONIPOCT, aHAJIOT IIPOCTarIaHANHA Foq, ABIISIETCS CENEKTUBHBIM
arOHUCTOM IPOCTAHOMJIHBIX penenTopoB FP, KOTOpBI CHUXAET BHYTPUIJIA3HOE JaBJICHUE
(BI'1), ycunuBast OTTOK BHYTPHUTTIA3HOM >kUIKOCTH. Y uenoBeka BI'J] HaunHaeT cHUXaTbcs
npuMepHo uepe3 3 - 4 yaca mociie BBeEeHUs penapara; MaKCUMalbHbIH () QeKT nocTuraercs
yepes 8 - 12 yaco. CHmxenue BI'Jl coxpansiercss He MeHee 24 Jacos.

HccnenoBaHusi Ha >KMBOTHBIX M y YEJIOBEKa IOKA3bIBAIOT, YTO OCHOBHBIM MEXAaHU3MOM
JIEHCTBUSI SIBJISICTCS YBEJIMUYEHUE YBEOCKJIEPAIBHOIO OTTOKA, KPOME TOTO, Y UEJIOBEKA TAKXKE
OMHCAaHO HEOONbIIOE TMOBBIMICHUE TMPOMYCKHOW CHOCOOHOCTM OTTOKa (CHMKEHUE
COIPOTUBIIEHUS OTTOKY).

Knuanueckas 3¢ddekTuBHOCTE 1 0€30ITaCHOCTH

OmnopHble HccleoBaHUS MOKaszanu, 4to [IponmaraH >(@exkTuBeH Npu HCIOJIB30BAaHUM B
KauecTBe MoHoTepanuu. Kpome TOro, B KJIMHHYECKUX HCCIEIOBAaHUAX OLIEHUBAIU
IPUMEHEHUE Ipenapara B COCTaBe KOMOMHHPOBAaHHOW Tepamuu. OTO, CPeau IpOoYero,
WCCJIEIOBaHMS, JIEMOHCTpUpYOIKe d3(PGEeKTUBHOCTh JaTaHOMPOCTa B KOMOWHAIIMM C
aHTaroHUCTaMu  OeTa-aipeHeprUyYecKuX perenTopoB (TumoinoioM). KparkocpouHsle
uccnenoBanus (1 wumm 2 HenmenMw) CBHUACTENBCTBYIOT B TOJb3Yy TOrO, YTO JIeHCTBHE
JaTaHONPOCTa AJAWTUBHO TIpU €ro TPUMEHEHMM B KOMOMHAIIUM C aroHHUCTaMU
aJpPEHEPrUYEeCKUX PELENnTOPOB (JUMUBAINUI SMUHEPPUHOM), NEPOPATBHBIMU UHTHOUTOpPaAMHU
KapOoaHruapassl (anerazojamMMa) M, MO KpaHEH Mepe 4YacTUYHO, AAJUTHBHO TNPH €ro
NPUMEHEHUHU C arOHUCTAMU XOJIMHEPTHUECKUX PELENTOPOB (MUIOKAPIIUHOM).

Knunuueckue uccnenoBaHus IMOKa3ald, YTO JIATAHONPOCT HE OKAa3bIBAET CYIIECTBEHHOTO
JNEeNCTBUS Ha BBIPAOOTKY BHYTPHUIJIa3HOM >KHUIKOCTH. He ObUIO BBISBIEHO KaKOro-indo
JIecTBUS JIAaTAHOIIPOCTA Ha reMaTooTalbMUYECKU 6apbep.

VY 00e3bsH U B KIMHUYECKUX /103aX JIATAHOMPOCT OKA3bIBAET JIMIIL HE3HAUUTEIHHOE BIIMSHNE

Ha BHYTPHUTJIA3HOE KPOBOOOpAIIECHHE, €CiM BOOOIEe oOKa3biBaeT. OQHAKO MpPU MECTHOM
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

AIUCKJIEpaibHasi THIEPEMHUS.
[To manHBIM (IIIOOPECHEHTHON aHTHOTpaduu IIUTETHHOE MECTHOE JICUCHUE JaTaHOIPOCTOM
00€3bsIH TOCJIe JKCTPAKANCYISPHOM SKCTPaKIMU KaTapaKThl HE OKa3bIBAIO HHUKAKOTO
BJIMSTHUS] HA KPOBEHOCHBIE COCY/IbI CETUYATKH.
[Ipy KpaTKOCPOYHOM NPUMEHEHHH Yy TMALUEHTOB C IIceBAOpAKUEH JIaTaHONPOCT HE
CHOCOOCTBOBA MTPOCAUYNBAHUIO (IIyOpECIEHHA B 33 JHUI CETMEHT TJ1a3a.
[Tpu npuMeHeHUH JTATAaHOIIPOCTA B KIIMHUYECKUX J103aX 3HAUMMOT0 (papMaKOIOrH4eCKOro
BO3/ICHICTBUS Ha CEPICYHO-COCYAUCTYIO U IbIXaTEIbHYIO CUCTEMBbI HE HAOIIOAAIOCh.

eTH
OddextuBHOCTh Tpemnapara IlpomaTtaH y TaMEHTOB JETCKOTOo Bo3pacta < 18 ner
MPOJEMOHCTPUPOBaHa B 12-HeleTbHOM JBOMHOM CIENOM KIMHUYECKOM HCCIEAOBAHHUU, B
KOTOPOM JIaTAaHOMIPOCT CPaBHUBAIM C TUMOJNOJAOM y 107 ManMeHTOB C BHYTPHUITA3HOMN
TUTIEPTEH3UEH U ETCKOW riaykoMoi. HOBOpokIeHHBIE TOJDKHBI OBLITH HMETh TeCTAIIHOHHBIH
Bo3pacT He MeHee 36 Hezxenb. [lanueHTs! ObUTM paHAOMU3HUPOBAHbBI JUIS MOJIYYEHHs JHOO
JaTaHompocTa B J103upoBke 50 MKr/mMa oauH pa3 B cyTku, jaubo tumonona 0,5 % (umum
tumonona 0,25 % ans nanueHToB Miajmie 3 JeT) [Ba pa3a B CyTkH. [lepBUYHON KOHEUYHOM
TOYKOH OLIEHKH 3(dexTuBHOCTU ObUIO cpeaHee cHuxkeHHe BI'J[ OTHOCHMTENBHO HCXOIHOTO
YpOBHS uepe3
12 nenens neuenus. Cpennee cHrkenue BI'J[ Obl10 aHATOTMYHBIM B 2 Tpynmax Tepamnuu
(maTanompoct u TuMonon). Bo Beex uccnemyemsix Bo3pacTHbIX rpymnmnax (ot 0 go < 3 ner, ot
3 mo < 12 nmer u ot 12 mo 18 ner) cpennee cHmwkenue BI'J] mocne 12 Henenb jedeHus B
rpyIIe JIATAaHOTIPOCTa OBIIO TAKUM K€, KaK U B TpyIIe TUMOIoNa. TeM He MeHee, TaHHBIE 110
3¢ (HeKTUBHOCTH JIATAHOMIPOCTa B BO3pacTHOI rpymie oT 0 10 < 3 jieT moly4eHbl TOIBKO AJIs
13 nanueHToB, a A 4 NalUMeHToB, KOTOPbIE MPEICTaBISIN BO3pacTHYIO rpynmy oT 0 g0 < 1
rojia, COOTBETCTBYIOIIEH 3(PPeKkTUBHOCTH HE OBLIO MPOAEMOHCTPUPOBaHO. JlaHHBIE TIO
IPUMEHEHHUI0O Yy HEIOHOUICHHBIX JeTed (TrecTallMOHHBIM BO3pacT MeHee 36 Henenb)
OTCYTCTBYIOT. AHAJIOTHYHBIM 00pa3oM, cHuxeHne BIJl y mnanmueHTOB ¢ MEepBUYHON
BpoxkaeHHOU riaykomoii (IIBI') Obuto 0AMHAKOBBIM B 2 TpyMMax Tepanuu (JIaTaHOMPOCT U
tumoion). Cxoxkue pe3yapTaThl HaAOMIOJAIMCh B JApPYyrol mnoarpynmne (He MepBUYHAS
BpPOKACHHAs I1ayKoMa, HampuMep: IOBEHWJIbHAsl OTKPBITOYrojbHas Tiaykoma, adakudeckas
IJIayKOMa).
Cumxenune BI'J[, naGmronaBiieecs mocie TMepBOH Heaenu JiedeHus (cM. Talnuiy),

COXPaHAJIOCh B TEUEHHE 12 Helenp NCcCaea0BaHms, TaK ke, KaK U Y B3pOCIIbIX.

Tadauua: cauzkenue BI'J[ (Mmm pr. cT.) yepe3 12 Hexesib 10 rpynnaM akTHBHOIO




COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 17.01.2024 N= 647

JedeHHsI H HCXOAHOMY uﬁglr";'{'t-)';{E"j"" BATENEHUCTE 0002]
Jlaranonpocr Tumouston
N=53 N=54
Cpennee  3mauenue npu | 27,3 (0,75) 27,8 (0,84)
skimoueHuu (CO)
Cpennee u3menenue | -7,18 (0,81) -5,72 (0,81)
OTHOCHUTEJIBHO HCXOJHOTO -
ypoBHS uepe3 12 Henenb
neyenus’ (CO)

p-3HaYCHUS] B CPAaBHCHHH C 0.2056
IPYIION Tepanuu
THUMOJIOJIOM
[1BI He IIBT I1BI' He IIBI"
N=28 N=25 N=26 N=28
Cpennee  3nauenwe 1pu | 26.5(0.72) 28.2 (1.37) | 26.3 (0.95) 29.1 (1.33)
BiroueHuu (CO)
Cpennee usmenenue | -5.90 (0.98) | -8.66 (1.25) | -5.34 (1.02) -6.02 (1.18)
OTHOCHUTEJIBHO HUCXOJIHOTO -
ypoBHS uepe3 12 Hemenb
neuenust (CO)
P-3HaYEHUS B CPaBHEHHH C 0.6957 0.1317
TPYIION Tepanuu
THUMOJIOJIOM

CO — crangapTHOE OTKJIOHEHHUE

T: CKOppeKTUpOBaHHas OLIEHKA Ha OCHOBE MOJIeNM KoBapualroHHoro aHainuza (ANCOVA).

5.2 dapMaKOKHHETHYECKHE CBOHCTBA

AOGcopOnus

Jlatanompoct (MonekynspHast Macca 432,58) npezncrasisier cob6oil U30MPONUIOBBIA 3¢up u

ABJIACTCA TIPOJICKAPCTBOM, KOTOPOC CaMO IIO cebe HCAKTUBHO, HO IIOCJIC THAPOJIHU3a OO0

KHCJIOTHI JIATAHOIIPOCT MpUOOpeTaeT OMOJOTHYECKYI0 aKTUBHOCTb.

[IponekapcTBO XOPOIIIO BCACKIBAETCS Y€PE3 POTOBUILY U, MOJTHOCTHIO THAPOIU30BAHHBIM MPU

MPOXOKACHUUN YCPE3 HECC, IMONAAaCT BO BHYTPUTJIIA3HYIO KUJIKOCTh.

Pacrpenenenue
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY

JIOCTUraeT MaKCUMyMa IPUMEpPHO uepe3 JABa yaca Mocjie MecTHOro npumenenus. Ilocne
MECTHOTO MPUMEHECHHsI Y 00€3bsiH JIATAHONPOCT B OCHOBHOM pAaCIpeNeseTCs] B MEpeIHEM
CErMEeHTe IJa3a, KOHBIOHKTHBE U BeKax. JIMIIp He3HaYuTeNnbHas YyacTh Mpenapara JJIOCTUraeT
3aJJHEr0 CerMeHTa riasa.

EI/IOTDaHCd)ODMaI_[I/ISI U 3JIMMUHAIIUA

B rna3zy naranompocT B (hopMe KHCIOTHI MPAKTUYECKH HE TOABEPTacTCcs META00INYECKOMY
npeBpameHuo. Metabonu3M OCyIeCTBIIsE€TCSl IUIaBHBIM o0Opa3oM B nedeHu. Ilepuon
HOJYBBIBEIEHUS] W3 IUIa3Mbl KpPOBUM Yy 4YelloBeKa cocTaBiser okosno 17 wmuHyr. B
WCCJICIOBAHMSIX HAa JKUBOTHBIX TEpPBUYHBIE MeTa0onmuThl, 1,2-muHOp u 1,2,3,4-TeTpanop-
MeTa0OIUTEL, OOIamalv JHIIb CIa00H OHOJIOTMYECKOM aKTHBHOCTBIO WM HE 00Jamand
BOOOI1IE, U B OCHOBHOM BBIBOJIMJIUCH C MOYOH.
eTu

[IpoBeneHo OTKpBITOE (PapMaKOKMHETHYECKOE HMCCIEIOBAHUE 10 MU3YYCHHIO KOHIEHTpAIHA
KHUCJIOTHI JIATAHOIIPOCTa B IUIa3ME€ KPOBU Yy 22 B3pOCIBIX NAIMEHTOB W 25 NalMeHTOB
JIETCKOI'0 BO3pacTa (B Bo3pacTe OT pOxKJIeHHs 10 < 18 jeT) ¢ BHyTpUIIa3HOH runepTeH3uei u
riaykoMoi. IlanMeHTsl BceX BO3pPACTHBIX TIPYMIT MOJy4ald JIEYEHHE JIaTaHOIPOCTOM B
n03upoBKe 50 MKT/MJI, 1O OAHOHM Karule €KEJHEBHO B KaXIbIH IJ1a3 B TCYCHHE MUHUMYM 2
Heznenb. CructeMHOE BO3JEHCTBUE KUCIOTHI JaTaHONPOCTa y AeTel B Bo3pacTte oT 3 jgo < 12
JeT ObUIO MPUMEPHO B 2 pasa BHILIE, YEM y B3POCIBIX MALMEHTOB, a y JeTel B Bo3pacTte
mutazme 3 et - B 6 pa3 BbIIIE, YEM Y B3pPOCIBIX; IIPH ATOM COXPAHSJICS HMIMPOKHUNA AMana3zoH
0€30MacHOCTH B OTHOIIEHWU BO3HMKHOBEHMSI CHCTEMHBIX HEXENaTeNbHBIX 3(PQEKTOB (CM.
paznmen 4.9). Cpennee BpeMsi 10 JAOCTIKEHUSI MUKOBOW KOHIICHTPALIUU B TIJIa3Me€ KPOBU BO
BCEX BO3PACTHBIX IPYMIax COCTaBHJIO 5 MHUHYT Mocie BBeAeHMs 103bl. CpeaHuil mepuon
MOJTYBBIBEJICHUS M3 IUIa3Mbl KPOBH ObUT KOPOTKUM (< 20 MHUHYT) M OAMHAKOBBIM y JIeTeH U
B3pOCJIbIX, OJlarojaps 4yeMy HaKOIUIEHHs] KUCJIOTHI JaTaHONPOCTa B CUCTEMHOM KPOBOTOKE

IIPY PABHOBECHOM COCTOSIHMM HE HAOJI0AIOCh.

6. ®APMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeJbHbIX BelIeCTB
beH3ankoHus XJI0pua.

Harpus xnopun.

Junatpus rugpodochat 6€3BOIHBIH.

Hatpus nurunpodocdara MmoHoruapar.

Bopna mis nHBEKITNHA.
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6.2. HecoBMecTHMOCTD

WccnenoBanust in VItro mokasanu, 4TO NMPH CMEIIMBAHUM IJIA3HBIX Karelb, COJEpIKalluX
THOMEpcall, ¢ penaparoM IIponaran mpoucxouT oOpa3oBanue ocaaka. I[Ipu UCIoJIb30BaHUN
TaKUX JICKAPCTBCHHBIX IMPEMapaToB IJIa3HbIC KAIUIA CJICyeT 3aKallblBaTh C MHTEPBAJIOM HE

MEHEE 5 MUHYT.

6.3  Cpox rogHocTu (CpoK XpaHeHHs )

HeBckpoIThI (hiaakoH

2 rona.

I1ociie mepBOro BCKPBITUS

BcekpeIThiit ditakoH XxpaHuTh He Ooinee 45 cyTok npu Temneparype He Boimie 25 °C.

6.4 Oco0ble MepbI NPEAOCTOPOKHOCTH NMPH XPAHEHUH
XpaHuTh npu Temneparype 2 - 8 °C, B OpuruHajIbHON yrakoBKe ((hJIakoH B Mayke).

VYcnoBus xpaHeHus mocie BCKpbITUs GiakoHa cM. B pasnene 6.3.

6.5 XapakTep u coepkaHne NePBUYHON YIIAKOBKHU

I[To 2,5 Ma1 wim 5 MI B NOJUITHIEHOBOM (UIAKOHE C KpPBILIKOM-KamnelbHULEeH U
3aBMHYMBAIOIIUMCS KOJIMAYKOM OHMPIO30BOr0 I[BETa ¢ KOHTPOJIEM INepBoro BekpeiTus. [lo 1
win 3 (prakoHa BMECTe€ ¢ MHCTPYKLHEH MO NPUMEHEHHIO (JIMCTKOM-BKJIAJBIINIEM) B MAYKy

KapTOHHYIO.

6.6 OcoOble Mepbl MNPeIOCTOPOKHOCTH TIPHM YHHUYTOKEHHH HCIOJIb30BAHHOIO
JICKAPCTBEHHOI0 Ipenapara MWIH OTXOA0B, IOJYYECHHBIX IOCJI¢ NPHMEHEHHUs
JIEKApPCTBEHHOI0 Npenapara, ¥ Apyrue MaHuIyJIsiiiU ¢ Npenaparom

OcoOble TpeOoBaHUS OTCYTCTBYIOT.

7. AEP)KATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA

Nunus

Centucc ®apma I1BT. JITH.

212, Ammupan Kommepmman Komimneke, JI-1, I'pun [apk, Hero [lemn, 110016.
Tem.: +91 11 26863503

®axkc: +91 11 26968517

DnexTponHas moyra: information@sentisspharma.com
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7.1. IlpencraBuTe b AepKaTessi PperucCTPAIHOHHOIO YAOCTOBEPEeHH s

[Iperen3un HOTDC6I/ITGJICI71 HaIpaBJIATh 110 aaApPECy:

Poccuiickas @enepanus

000 «Centucc Pyc»

115432, Mockaa, [Ipoektupyemsriit 4062-ii ipoes, 1. 6, ctp. 16, k.12.
Ten./akc: +7 495 229 76 63

DJekTpoHHas moyTa: Sentiss@sentiss.ru

Pecrrybnuka Kazaxcran

TOO «Sentiss Kazakhstan» (Centucc Kazaxcran)

050062, r. Anmatsl, Ay330Bckuii paion, yn. Kabmomnosa 16, kopmyc Nel, busnec mentp
«NGDEMy, 5-i stax, nomemenue Ne505/3.

Ten./daxc: +7 7272 76 83 57

DnexkTpoHHas nmoyrta: sentiss_kz@sentisspharma.com

Keipreizckas PecryOnmka

[TpencraBurens kommanuu Cenrucc @apma I1BT.JITA. B Kbipreickoii Pecybmmke
720001, r. bumkek, yn. Kansika AxkueBa, 57, kB.47.

Ten./paxc: +9 967 723 22 213

DnekTpoHHas mouta: SSineva@sentisspharma.com

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JATA NEPBUYHOM PETUCTPAIIMU (ITOATBEPXKJIEHUS PETUCTPAILIMMA,
HEPEPEIT'NCTPALIUN)
[lara nepBoii peructpanuu:

Jlata mocneaHero NoATBEPKICHUS pErUCTpaliiy (IepeperucTpalum):
10. JATA NEPECMOTPA TEKCTA
OOmast ~ XapakTepuCTUKa JIKapCTBEHHOro  mpemnapata Ilpomatan  jmocTtymHa — Ha

I/IH(I)OpMaI_II/IOHHOM nopTajiec EBpaSHﬁCKOFO OKOHOMHYECCKOIo COm3a B I/IH(bopMaI_II/IOHHO'

KOMMYHUKAIMOHHOM ceTn «HTepHeT» hitp://eec.eaeunion.org/
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