YTBEP/XKJIEHA

ITpukazom IIpencenarens

PI'Y «KomureT MeIUIIMHCKOTO U
(hapMaIreBTHYECKOTO KOHTPOJISI
MuHuCTEPCTBA 3PaBOOXPAHECHUS
Pecny6nuku Kazaxcran

OT « » 20 .
No

WHCTPYKIHS 10 MEAMIHHCKOMY IIPHMEHEHHIO
JeKapcTBeHHOro npenaparta (JIMcToOK-BKIAABIIT)
Tuoramma® Typ6o

Toprosoe HamMeHOBaHHe
Tuoramma® Typ6o

MeskayHapoaHOe HEMATEeHTOBAHHOE HA3BaAHUE
Her

JlekapcTBeHHast ¢popma, 103MpOBKa
PactBop ansa undyszumii, 12 mr/mi 50 ma

dapmakoTepaneBTHYECKas FPyIa

[TumeBapuTenbHbId TpakT U oOMeH BemecTB. [lpemapaThl 11 J€deHUS
3a00JIeBaHUH MUIIEBAPUTEIHLHOTO TPAKTA U HAPYIICHHS 0OMEHA BEIIECTB JIpyTHE.
[Ipenapats! 17151 IeyeHus 3a00J€BaHU MUIIEBAPUTEILHOTO TPAKTA U HAPYIIICHUS

oOMeHa BellecTB npoune. THOKTOBAs KUCIIOTA.
Kon ATX A16AX01

IHoka3aHus K NPUMEHECHUIO
- nepudepudeckas (CCHCOPHO-MOTOpPHAs1) AUaOeTHUYECKask TOJIMHEHPOaTHs

IlepeuyeHb cBegeHUI, HEOOXOAMMBbIX /10 HAYAJIA IPUMEHEHMS
Ilpomueonokazanus

- THUIEPYYBCTBUTEIHHOCTh K JCHCTBYIOIIEMY BEIIECTBY WJIH JOOOMY U3
BCIIOMOTaTEIbHBIX BEIIECTB

- I3BeHHAsI 00JIE3HB KENIYAKA, TUICPAUTHBIN TaCTPUT

- IEKOMITEHCUpOBaHHas (popma caxapHoro auabdera

- OEpEeMEHHOCTD U JIaKTaIIHs

- IETCKU U MOJPOCTKOBBIN BO3pacT 10 18 ner



Heooxo0umbie mepvt npedocmoporcHocmu npu nPUMeHeHuu

Bo Bpewms seueHus mpenapaToM MTPOTHUBOIOKA3aHO MPUMEHEHHE aJKOTOJIS.
[TorpebieHue ankoronss BO BpeMst Tepamuu npenaparom Tuoramma® Typ6o
CHIDKaeT jeueOHbIN 3¢ ¢deKT u aBisercs (HakTopoM PHCKA, CIOCOOCTBYIOIIMM
Pa3BUTHIO U IPOTPECCUPOBAHUIO HEUPOTIATHUH.

B enuHWYHBIX CciydyasX y HAlMEHTOB C JIEKOMIICHCHUPOBAHHBIM M aJICKBATHO
HEKOHTPOJUPYEMOM JIHA0ETOM, a TaK¥Ke MPHU YCIOBUHU BBIPAXKEHHOTO OOIIETro
IJIOXOTO  COCTOSIHUSI ~ CaMOUYYBCTBHMSI ~ MOTYT  Pa3BUTBhCS  CEPbE3HBIC
aHa(PUIAKTHYECKHE PEAKIMH, CBA3aHHbIE C UCIOIb30BanueM Trorammer® Typ6o.
Y Oo0JBHBIX caxapHbIM JUAa0ETOM HEOOXOJUM TOCTOSHHBIA  KOHTPOJb
KOHIIEHTpAIlMU TJIIOKO3bl KPOBU, OCOOCHHO Ha HAdallbHOM cTanuu Tepanuu. B
HEKOTOPBIX  CiIy4yasXx HeoOXOJAMMO YMEHBIIUTh JI03y HHCYJIMHA WIH
NEepOpaIbHOTO TUMOTIUKEMHYECKOro Ipernapara, 4ToObl M30€KaTh pa3BUTHS
TUIIOTJINKEMUH. I[Ipy  BO3HMKHOBEHMM  CHMIOTOMOB  THIIOTJIMKEMHUU
(rOJI0BOKPYKEHUE, OBBIIIEHHOE MOTOOT/ACJICHUE, TOJI0BHAs 00JIb, pacCTPOMCTBA
3peHMs, TOIIHOTA) CIAEAYET HEMEJICHHO MPEKPATUTh TEPAIUIO.

Coobmasioch 0 ciy4asix ayTOMMMYHHOTO MHCYJIuHOBOro cunjpoma (AWC) Bo
BpEMsI JICUCHHS] THOKTOBOM KUCIOTOM. [allMEHTHI ¢ FTEHOTUIIOM JIEMKOLIMTAPHOTO
aHTHUreHa dejaoBeka, Takumu kak amread HLA-DRB1*04:06 u HLA-
DRB1*04:03, 6onee nonasepxenbl pa3putuio AWC mnpu JiedeHUUM THOKTOBOM
kucnotoit. Aimens HLA-DRB1*04:03 (BocnpunmunBocts B AVUC B mponopiinu:
1.6) wyacTto BCcTpedaeTrcss y KaBKa3leB M HMeEET 0Oojee  BBICOKYIO
pacnpoCTpaHEHHOCTh B 1OKHOM EBpome, yem B ceBepHou; a ammens HLA-
DRB1*04:06 (BocipuumunBocth K AVIC B npornopruu : 56.6) 0cCOOCHHO 4acTo
BCTPEUYAETCS CPEIH SMOHCKUX U KOPEHUCKUX MAllMEHTOB.

AYTOMMMYHHBIA HWHCYJIUHOBBIM cuHIpoM AHMC crenyer yduThIBaTH MpH
JMarHOCTUKE CIOHTAHHOW THUIIOIVIMKEMUM VY TAlHUEHTOB, WCIHIOIb3YOIINX
TUOKTOBYIO KUCJIOTY.

B3aumooeiicmeusn ¢ Opyzumu nekapcmeeHHvIMU npenapamamu

OtmedyeHO cHUKeHHE H((PEKTUBHOCTH WUCIUIATHHA TPU HA3HAYEHUH €ro
onHoBpeMenHo ¢ Tuorammoi® Typ6o. Ilpemapar He ciemyeT Ha3Ha4aTh
OJIHOBPEMEHHO C MpernapaTaMH JKejie3a, MarHus, Kajausi, BpEMEHHONW WMHTEPBAJI
MEXIy MMPUEMaMH ITUX MPEnapaToB JIOJDKEH ObITh HE MEHEE 5-TH YacoB.

Tak Kak MOXET YCHJIMBATHCS CaXapOCHIKAIMMK S()PEeKT WHCyIWHA WIH
MepPOpaIbHBIX MPOTUBOIUAOCTUIECKUX CPEICTB, PEKOMEHIYETCS PEeryJIspHBIM
KOHTPOJIb caxapa B KPOBH, 0COOEHHO B Hauane Tepanuu Tuorammmoit® Typ6o.
Bo wu30exaHne CHMOTOMOB THUIIOTJIMKEMHUHW HEOOXOAMMO  TIATEIHHO
KOHTPOJIMPOBATh YPOBEHB IIFOKO3bI B KPOBH.

TuokroBast (anbda-numoesass) KucCIOTa 00Opa3yeT TPYAHO PacTBOPUMBIC
KOMILJIEKCHBIE COEIMHEHUS C MOJIeKyJaMu caxapa (HampuMep pacTBOp
nesynessl). Tuoramma® Typ6o ABISIETCS HECOBMECTHMOM C pACTBOPOM TIIFOKO3HI,
pactBopoM PuHrepa m pacTtBopaMu, KOTOpPbIE BCTYMarOT B peakuuo ¢ SH-
rpynnamMu Uin IUCyib(GUIHBIMU MOCTUKAMHU.



[Ipu nasnayenun Tuoramma® Typ6o B Bujae MHQPY3MU NPH HEOOXOAMMOCTH
TOJIBKO (PU3HONOTUYECKHI COJIEBOW pPACTBOP MOJKEH OBITh HCIOJb30BaH B
Ka4eCcTBE OCHOBHOT'O TPAHCIIOPTHOTO CPEJICTBA.

Cneyuanvhbie npedynpescoeHus

bepemennocmo u nakmayus

bepeMeHHbIe U KOpPMSIIIUE KEHIIMHBI MOTYT TIPOUTHU KYpC JICUEHHS] THOKTOBOM
KHCIIOTOM, TOJIBKO €CIT Bpad OMPENETUT, YTO HEOOXOIUMOCTh JICUCHUSI CTPOTO
KU3HEHHO HE0OXO0UMa.

Qepmunvrocms

B nccnenoBanmusx Ha )KUBOTHBIX BIUSHHAE HA (DEPTUIHLHOCTh OTCYTCTBYET
Ocobennocmu  emusAHUA ~ npenapama  HA  CNOCOOHOCMb  YHPAGIAMb
MPAHCNOPMHBLIM CPEOCMBOM UTU NOMEHYUATLHO ONACHBIMU MEXAHUIMAMU
Cnengyer coOmoaTh OCTOPOXKHOCTH TMPU  YIPABIECHUU TPAHCIIOPTHHIMU
CpPEACTBAMH Y MOTEHUUAIBHO OMACHBIMU MEXaHU3MaMU, B CBSI3U C BO3MOKHBIM
BO3HUKHOBEHUEM CHMITOMOB THUIOTJIUMKEMUHU (TOJIOBOKPYKEHUE, HapYILICHHE
3peHus).

PexomeHaanuu no npuMeHeHU IO

Peostcum 0o3uposanus

Cyrounasi no3a cocraBisieT 1 ¢uakon Tuorammei® Typ6o (600 mr/cyt) B
TeueHue 2-4 Helelb €XETHEBHO, BHYTPMBEHHO, KaleabHO, B HaYaJIbHOU (aze
JICYEHUS.

[Ipenapat cnemyer BBOOAUTH MEJICHHO, B TCUEHUE, IO KpaitHel mepe, 30 MUHYT,
He Oosiee 50 MT B MUHYTY (4TO SKBUBaJICHTHO 1,7 mMil pacTBopa jyist uHDy3uit).
MakcumanbHast cyTouHas n03a cocrasisier 600 mr.

Nudy3un Tuorammpi® TypOo mpou3BOAATCS HEMOCPEICTBEHHO U3 (JIaKOHOB,
IIPU ATOM HMCIOJIB3YIOTCS TIpUJIaraeMble MOJABECHBIE CBETO3AITUTHBIE QYTISAPHI.
@drakoH C TpenaparoM BBIHUMAIOT U3 KOPOOKH HEMOCPEACTBEHHO TIEpen
UCIIOJIb30BAaHUEM M HEMEJIEHHO HAKPBIBAIOT MPHUJIATa€MbIM CBETO3AIIUTHBIM
GbyTIasapom, T. K. THOKTOBAsI KUCJIOTA YYBCTBUTENbHA K CBETY.

JlanbHeliiee je4eHre J0JDKHO BKIII0YATh €KeJHEBHBIN npuemM 600 M THOKTOBOM
KHUCIIOTHI B BUJI€ TaOJIETOK JIJIsl IEPOPATBHOTO PUMEHEHHUS.

Memoo u nymo 66edenus

J{1s1 BHYTPUBEHHOTO TPUMEHEHUS.

Mepuol, Komopvle He0dX00UMO NPUHAMb 6 C/IyYae nepeodo3upoeKu

Cumnmomvi Ipu BepoATHOM uHTOKCcHKanuu Tuorammoii® Typ6o (6onee 6000 mr
y B3pocioro wuiaum Oosiee S50 Mr Ha KwiorpamMM Beca y peOeHka):
reHEepaJIM30BaHHBIC CYJIOPOKHBIC MPUITAJKH, TOMYTHEHHE CO3HAHMUS, TSKEIIbIC
HapYIIEHUS KUCIOTHO-IIIEJIOYHOTO Oaanca, BeAyIne K JJAKTOAINI03Y, TSHKEIbIC
HapyIlIeHUsI CBEPTHIBAEMOCTH KPOBH.

Jleuenue: JledeHne TeHEpPaIN30BAHHBIX CYJIOPOT, JAKTOAMAO3a U JAPYTHX
OMAaCHBIX [JIl XU3HU MOCJIEACTBUU JOJDKHO MPOBOAUTHCS B COOTBETCTBHUM C
MPUHLIUIIAMU COBPEMEHHOW WHTEHCHBHON TEpamuu, COTJacCHO CHUMIITOMAaM.
[IpenmymiecTBa NCTIOIB30BaHUS TEMOIUATN3A, TeMoTiepPy3uu Wil GUILTPAINT



KaKk MCTOAOB HpI/IHYI[HTeJILHOﬁ JUKBUOAIIHUHN THOKTOBOM KHCJIOTBI HE OBLIH
Y6CI[I/ITCJII>HO JOKa3aHBbI.

Onucanue HeKeJaTeJbHbIX peaklUil, KOTOPble MNPOSABJISIOTCA MPHU
crangapTHoM npumeHennu JIII u mepebl, KoTopbIe cileayeT NPUHATH B 3TOM
ciaydae

Yacmo

- TOLIHOTA

QOuenw pedko

- TPOMOOIIUTONIATHSA

W3MEHEHHUS WM HapyIIEeHHs BKyca

KOHBYJIbCUU

JIBOCHHUE B TJ1a3ax (IUTLIONHS)

Irypiypa

- PBOTA, JKEIyI0YHO-KHUIIIeUHbIE 00IH, Tuapes

- KpalMBHUIA WK 9K3€Ma B MECTE UHBEKIIUU

Heuszsecmno

- UHCYJIMHOBBIM ayTOMMMYHHBIA CUHIPOM

- aJUIEPrUYEeCKUe PEaKluy B BU/I€ KPAMMBHUIIBI, 3y/1a, YK3€Mbl, KOKHOU CHITIH,
CUCTEMHBIC aJUIEPTUYECKUE PEaKIIUU, BILIOTH JI0 pa3BUTHS aHA(DUIAKTHUYECKOTO
I0Ka

- TUMOTJIMKEMUYECKUE CUMIITOMBI (TOJIOBOKPYKEHUE, MOTIUBOCTh, TOJIOBHAS
00JIb ¥ paccTpoiCTBa 3pEHMs) BCIIEICTBUE CHUKEHUS YPOBHS caxapa B KPOBHU

- MIOBBIIICHUE BHYTPUUEPEITHOTO AABJICHUS U IUCITHOD MPU OBICTPOM
BHYTPHUBEHHOM BBEJICHUN

Ilpy  BOZHMKHOBEHMHM  HEXKeJATeJIbHbIX JICKAPCTBEHHBIX  peaKkuuu
o0pamaTtbcs K  MEAULUHCKOMY Ppa0OTHHUKY, (apmManeBTHYECKOMY
Pa0dOTHMKY WJIM HANPAMYK B HH(POPMALMOHHYK 0a3y [AaHHBIX IO
HesKeJIaTeJbHbIM pPeaKuusM (AeliCTBHUSIM) HA JEKapPCTBEHHbIE Npenaparsl,
BKJIIOYasi COO01IeHHs 0 HeIPPEKTUBHOCTH JICKAPCTBEHHBIX NIPENapaToB
PI'TI na IIXB «HauuonaneHslii L{eHTp 3KCIIEpTU3BI JIEKAPCTBEHHBIX CPENICTB U
MEAMIMHCKUX u3aenuit» Komwurera MegumuHckoro u (¢apManeBTUYECKOro
KOHTpoJii MuHnucrepcrBa 3apaBooxpanenusi Pecnyonuku Kazaxcran
http://www.ndda.kz

JlonosiHUTEILHBIE CBEICHUS

Cocmae nexkapcmeennozo npenapama

50 M pacTBOpa comepxar

akmusHoe 8eulecmeo - KHUCIOThl THOKTOBOM METIIOMHHOBAs COJIb - 1167,70 Mr
(uro skBUBAIIEHTHO 600 MI' THOKTOBOU KHUCIIOTHI)

ecnomozamerbHvle geujecmaa: METIIIOMUH, MaKporoJ, BoJa JJisi UHbEKITUN

Onucanue eneuinezo 8”0(1, 3anaxa, 6Kyca
Hpo3paqHa>1 KHUAKOCTD OT KCJITOBATOI'O A0 3CJICHOBATO-KCIITOIO IBCTA.


http://www.ndda.kz/

dopma BbINYCKA M YNAaKOBKA

[To 50 mn pasznuBaroT BO ()IaKOHBI KOPUYHEBOTO THUAPOJUTHYCCKOTO CTEKIA
kiacca ll, ykyrnmopeHHbIX pe3uHOBON OpoMOYTHUIIOBOM MTPOOKOI PO30BOTIO IBETA,
3aKaTaHHOU aJIFOMUHHEBBIM KOJIMTAYKOM U TIOJUTIPOIIICHOBBIM KOJIBIIOM.

ITo 1 pmaxony nmm 10 hIaKOHOB ¢ MOABECHBIMU CBETO3AIIUTHBIMU QY TISIpaMH
10 KOJIMYECTBY ()JIAKOHOB, M3TOTOBICHHBIMH U3 TOJMATUJICHA YEPHOTO IBETA,
BMECTE C HMHCTPYKIIHMEH IO MEIMIIMHCKOMY NPUMEHEHHIO Ha Ka3axCKoOM |
PYCCKOM $I3bIKax IOMENIAIOT B KApTOHHBICE KOPOOKH C TMEperopoakamMu u3
KapTOHa.

Cpok xpaHeHus1
3 rona
He npuMeHsATh IO NCTEYEHNUU CPOKa TOTHOCTH!

Yecnosua xpanenusn
XpaHUTh TIpU TEMIIEpaType He Bhile 25 °C, B 3alIMILEHHOM OT CBETa MECTE.
XpaHHUTh B HEJOCTYITHOM JJIsI IETEM MecTe!

Ycii0Bus 0TIyCKa M3 alITEK
ITo peuenty

CaeeHusi 0 MPoOM3BOAUTEIIE
Comodapm Papmanioituiie Ipuoiraucce ' MoX, ['epmanus

+49 (0) 70 31-6204-34, +49 (0) 7031-6204-30, info@woerwagpharma.de

Jlep:kaTesib perucTPAlMOHHOTO Y1I0CTOBEPEHUs
Bepar ®apma I'Mm6X u Ko. KT,

Omrordenpa-Amnee 24, 71034 be6aunren, I'epmanus
Ten.: +49 (0) 70 31 6204-34, +49 (0) 70 31 6204-30
e-mail: info@woerwagpharma.de

HaumeHoBaHMe, aapec M KOHTAKTHbIE [IAHHbIE (Tenedon, dakc,
3JIEKTPOHHAS Mo4YTa) OopraHu3anuu Ha Teppuropun PecmyOuanku
Ka3zaxcran, npuHuMapmeid mnpereH3un (NMPeNJIOKEHUSA) M0 KAYeCTBY
JIEKAPCTBEHHBIX CPeACTB  OT MOTpeOMTEe/Ied U OTBETCTBEHHAA
OTBETCTBEHHOM 32 MOCTPErdHCTPALMOHHOE HAO/MI0eHUE 32 0€30MACHOCTHIO
JIEKAPCTBEHHOI0 Cpe/ICTBA

[pencrasutensctBo K(WORWAG PHARMA GmbH & Co.KG»

A15T0GY9, Kazaxcran, r. Anmatsl, bocTanbikckuil paiioH, ynuna Tumupsizesa,
oM 28B, oduc 310.

Ten./daxc: +7 (727) 341-09-75, +7 (727) 341-09-76

e-mail: info@woerwagpharma.kz



mailto:info@woerwagpharma.de
mailto:info@woerwagpharma.kz

