YTBEPXJIEHA

[Tpukazom Ilpencenarens

PI'Y «KomurteTr MEIUIIMHCKOTO U
dhapMaleBTHYECKOr0 KOHTPOJIsS
MuHucTEepCTBa 3IPaBOOXPAHCHUS
Pecnybnuku Kazaxcran»

oT «22» 09 2021 r.
NeNO043098 (120 mr)

NeNO043097 (500 mr)

V JlekapCTBEHHBIN TIpemapaT TMOJMJICKHUT JIOTIOJHUTCIIEHOMY MOHHUTOPUHTY, KOTOPBIH
CrocoOCTBYET OBICTPOMY BBISBIIEHHWIO HOBBIX CBEJECHUN O 0€30MaCHOCTH. DTO TMO3BOJUT B
KOPOTKUU CPOK BBISIBUTH HOBYIO MH(oOpMaiuio o 6e3omnacHocTi. OOpaiiaeMcst K pabOTHUKAM
CHUCTEMBI  3JPAaBOOXPAHEHHS C TMPOChOOM coolmarh O JOOBIX  MOJ03PEBAEMBIX
HEXEJIaTeTbHBIX PEaKITUIX

NHCcTpyKUMS M0 MeAUIMHCKOMY NIPHUMEHEHUI0
JIEKAPCTBEHHOTI0 cpeacTBa (JINCTOK-BKIAABIIN)

Toprosoe Ha3BaHue
Nmbpunzun™

MexayHapoaHoe HeMATEeHTOBAHHOE HA3BaHHe
HypBaiymab

JlekapcTBeHHast gpopMma
KonnenTpat njis npurotoBiieHus: pactBopa At uHGy3uid, 120 mr u 500 mr

dapMmakoTepaneBTHYECKas rpynna
AHTHHEOIIACTUYECKUE 51 MMMYHOMOZYJIUPYIOII1E IIpeInaparsl.
AHTHHEOIUTACTUYECKUE MpenapaTbl. AHTUHEOIIACTUYECKHE ITPENAPATHI APYTHUE.

MonokioHansHbIe aHTUTENA. JlypBayma0.
Kon ATX LO1XC28

IToxa3aHusi K NPUMEHEHUIO

Nmbunzun™ nokazaxn

- TUISt J€YCHUS MECTHOPaCIpPOCTPAHEHHOTO, HeonepadeabHOro
HeMelkokiaeTouHoro paka jerkux (HMPJI) III craguu y B3poCIbIX MalMEHTOB,
y KOTOpbIX 3a00JieBaHME HE TMPOrpeccupyer Mociie XUMUOTEpaIuu
IJIATUHOCOIEPKAIlMMHU MpernapaTaMu U J1y4eBOU Teparnuu

- B KauecTBE IMEpBOM JIMHMUM TEpamud Yy B3pPOCIBIX MalMEHTOB C
pacrpoOCTpaHEHHBIM MEJKOKJIETOYHBIM pakoM Jierkoro (pMPJI) B komOuHanuu ¢
ATOMO3UOM U KapOOIUIATUHOM WM IIUCIIIIATUHOM.



IlepeueHb cBeieHUIl, HEOOXOAUMBIX /10 HAYAJIA IPUMEHEHUS
IIpomueonoxkazanus
- TUIIEPYYBCTBUTEIIBHOCTh K JEUCTBYIOIIEMY BEIIECTBY WM BCIIOMOTATEIbHBIM
BeIlleCTBaM, BXO/SIIUM B COCTaB Mpenapara
Heooxo00umvie mepvt npedocmopoicHOCHmU RPU NPUMEHEHUU
[IpenapaT mpuMEHSIOT MO Ha3HauYeHHWIO Bpauda. CiemyeT mpouHPOPMHUPOBATH
Bpaua Mepell Ha3HAUYCHHEM TMpernapara W B MEpUOJ Tepanuu MpernaparoM B
CIEAYIOIINX CIIyYasX:
- HapyIIEHUS CO CTOPOHBI MUMMYHHOU CUCTEMBI, Takue Kak 0oJyie3Hb KpoHa,
SI3BEHHBIN KOJIUT UJIX BOJTYAHKA
- MEepeHeCEHHas Mepecajika OpraHoB
- HapyIICHUS CO CTOPOHBI JIETKUX U JBIXaHUSI
- HapyuieHus QyHKIUH MCYCHU
- COIYTCTBYIOIIAsi Tepanus UHPEKIUU
- HaJmuue OEpeMEHHOCTH WIHM IUTaHUpoBaHUE OepeMeHHocTH. [Ipemapar
MOKET MPUYUHHUTHL Bpeld MioAy. JKEeHIIMHBI PernpoayKTUBHOTO BO3pacTa
JIOJDKHBI TI0JIB30BaThCs 3(PEKTUBHBIMU CPEJACTBAMU KOHTPAIICTIIIUUA BO
BpeMs JICUEHHUS NypBaIymMaboOM M MUHUMYM 3 Mecsla TOoCJie MPUHSTHS
nocJIeIHeH 1036l mpenapaTta. HeoO6xoaumMo oOCYIUTh C JieUaluM BpauoM
BO3MOXKHBIC METOABl  KOHTpAICTIIUH, KOTOpbIE HEOO0XO0UMO
UCIIONIb30BaTh B TEYEHHE JTOro mnepuoja BpemeHu. Crueayer
HE3aMeJUTUTEIbHO  COOOIUTh JiedalieMy Bpady, B Ciydae ecliu
OepeMEeHHOCTh HACTYITUJIA BO BpeMs JieueHus npenapatoM Umduuzu™.
- IPYJIHO€ BCKapMJIMBaHWE WJIM €ro IulaHupoBanue. Ha naHHBIM
MOMEHT HE€ YCTaHOBJICHO, MIPOHUKAET JIU Mpenapar B IPyJAHOE MOJIOKO.
N3-3a moTeHIManbHOW BO3MOYKHOCTH HEXKEJATEJIbHBIX PEAKIUN y JIETEH,
HaXOSIIMXCSd Ha TPYJHOM BCKAapMJIMBAHUHU, KOPMSAIIUM >KCHIMHAM HE
PEKOMEHIIyeTCs KOPMHUTh TPYAbI0 BO BpeMs JICUCHHUS IMpernapaTom
Nmdunzn™ u HEe MeHee 3 MecsIIIeB MOCIe BBEICHUS MTOCIICTHEN J03BbI.
- NpUMEHEHHE KaKUX-THO0O APYruX JIEKApCTBEHHBIX IPEIapaToB, Kak
pPELENTYPHBIX TaK MW OE3peleNnTypHBIX, BKJIIOYas BUTAMHHBI U
pacTUTEIbHBIC MTUIIEBBIC TOOABKH.
B3aumooeiicmeus c opycumu jiekapcmeeHHbIMU npenapamamu
B  Hactosmee  BpeMsi  HENOCTaTOYHO  JAHHBIX IO  JIGKAPCTBEHHOMY
B3aMMOJICHCTBHIO C TypBaTyMaOOM.
JlypBasrymMa® BBIBOJUTCS W3 IUPKYJISIHH TOCPEJICTBOM KaTaOoim3Mma OelKOB
4yepe3 PETUKYJIO-dHAOTECIHAIBHYIO CHUCTEMY WM MHUIICHb-OMOCPEIOBAHHOE
pacnpeeneHme, mo3ToMy MeTa00JINYeCKUE JIEKapCTBEHHBIE B3aUMOJICCTBUS HE
0XKHUIAIOTCHI.
Cnenyer wu3beraTb TNPUMEHEHHUS CHUCTEMHBIX KOPTUKOCTEPOWIOB WU
MMMYHOJEIIPECCAHTOB TMepe/l HayajaoM Kypca aypBayMaOoM, 3a UCKIFOYECHUEM
(U3HOJIOrMYEeCKOM J103bl CHUCTEMHBIX KOpTHKOcTepouaoB (< 10 wMr/neHb
MPEIHU30JI0Ha WIIM SKBUBAJICHTHOTO IIperapara), M3-3a UX MNOTCHIHAILHOTO
HETaTUBHOTO BO3JEWUCTBUS Ha (apMaKOJMHAMHYECKYIO AaKTUBHOCTb W
s dexTuBHOCT, AypBanymaba. OjHaKO, CHUCTEMHBIC KOPTHKOCTEPOWUIBI WU



Ipyrue MMMYHOCYIIPECCAHThl MOTYT HCIOJIb30BAaThCs IOCJE Hayajla MpueMa
naypBaimymada [yl yCTpaHEHUS UMMYHOOITOCPEI0BaHHBIX MOOOYHBIX PEAKLIUM.
Cneyuanvhbvie npedynpeiicoeHus

HmmyHnoonocpeoosannvie nedcenamenbHbvle s61eHUs.

HmmyHnoonocpedosannwiii nHe8MOHUM

WNmeroTcst  gaHHBIE, 4YTO  MUMMYHOOINOCPEIOBAaHHBIM ~ MHEBMOHUT U
UHTEpCTULIMAIbHOE  3a00jeBaHUE  JIETKMX  pa3BUBAJICA Yy  MAI[MEHTOB,
nonyuaBmux Umpunzu™.

Heo0xon1Mo KOHTpOIMPOBAaTh COCTOSIHUE MAIlMEHTOB HA HAJIMYUE MPU3HAKOB U
CUMIITOMOB NHeBMOHHUTa. [lomo3peHne Ha MHEBMOHUT JOJDKHO OBIThH
NOJITBEPKACHO PEHTTCHOJOTMYECKUM HCCJIeI0BAHUEM, MCKJIOYas JApyrue
MHQEKIMOHHbIE 3a00JIeBaHUSI M CBS3aHHBIE C HUMH dTHOJIOTHH. JleueHue
CJIelyeT MPOBOJAMUTH COTJIACHO PEKOMEHAAINAM, OTMEeUeHHbIM B Tabnuue 2.

VY nanuueHToB, MONYYaloUUX JIYYeBYIO TEpaluio JIETKUX, 4acTo Habrogaercs
Jy4eBOM IMHEBMOHMUT, MPU 3TOM KIMHUYECKAs KapTUHA ITHEBMOHHUTA U JTy4EBOTO
THEBMOHUTA OYEHb CXOXKa.

Hmmynnoonocpedogarntulil cenamum

NMMyHHOOIIOCPEIOBaHHBIN T'eNaTUT, TPEOYIOMIMA HCHOIb30BAHUSI CUCTEMHBIX
KOPTUKOCTEPOUJIOB M HE UMEIOLTUI YETKON albTepHATUBHON STHOJIOTHH, MOXKET
HaOmonaTbed npu Tepanuu npernapatom Wmdunzu™. Bo Bpems Tepanuu
HEOOXOJIMMO KOHTPOJUPOBATh M3MEHEHHE (PYHKIMU TeueHH (B Hayayie Kypca
JeYEeHUsl, IEPUOJIUYECKH BO BpEMS JIEUYEHUS U M0 pe3yibTaTaM KIMHHYECKON
OLIEHKH) U CUMIITOMBI renaTtuTa. JledueHne MMMyHHOOTIOCPEIOBAHHOTO TENaTUTa
cieayeT MPOBOJUTH B COOTBETCTBUU C PEKOMEHAAIUSMH, NPUBEACHHBIMU B
Ta0muue 2.

Hmmynoonocpedosantvlil Koaum

NMMyHOOTIOCpEIOBaHHBIN KOJUT WM Juapes TpeOylolIue HCIOIb30BaHUs
CUCTEMHBIX KOPTUKOCTEPOMJOB W HE HMEIOIIUE YETKOW allbTepHATUBHOMN
ATUOJIOTUM MOTYT pPa3BUBAThCA Yy MAlUMEHTOB, TNOJyYalOl[MX IMpenapar
NUmdpunzu™. Bo BpeMs Tepanuu HEOOXOJUMO KOHTPOJIUPOBATh HATHYHE
IIPU3HAKOB U CUMIITOMOB KOJHMTA U MPH UX MOSBICHUU WHUIIMUPOBATH JICUECHUE
Kak pekomMeHaoBaHo B Tabnure 2.

Hymynoonocpedosantvie SHOOKpUHONAMUU

[Tpu tepanuu npenapatoM MmMpuu3zu™ y naneHToB MOTYT Pa3BUTHCS TSAXKEIIbIE
SHIOKPUHONATUH, TUMOGU3UT/ TUIIOMUTYUTAPU3M, CaxapHbld nuaber 1 Tuma,
IUa0ETHUECKUI KeToalu103, HEIOCTATOYHOCTh HaJANOYEYHUKOB, THIIOTUPEO3 U
TUIEPTUPEOD3.

Hmmynoonocpedosannwiii cunomupeo3/ cunepmupeos/ mupeououm
NMMyHOOIIOCpEI0BaHHBIE THUIIOTUPEO3, TUIEPTHPEO3 U TUPEOUIUTHI MOTYT
pa3BUThCS BO Bpems JiedeHus mpemnapatom Mmpuazu™. HeoOxoaumo
KOHTPOJUPOBATh COCTOSIHUE MALMEHTOB HAa HAJU4YM€ W3MEHEHUU B (DYHKIHH
IIMTOBUIHOM eJe3bl (B Hayaje Tepanuy, MepUOJIHYECKH BO BpeMsl Tepaluu U
[0 I[OKa3aHWsIM) W Ha HaJU4Me KIMHUYECKUX IPU3HAKOB U CHMIITOMOB
HapylieHud  (QyHKUMM  IIUTOBUAHOM  Keje3bl, a MpHU  BBISBICHUHU
COOTBETCTBYIOILIMX MPU3HAKOB MHULIMUPOBATH JICUEHUE KAK PEKOMEHIOBAHO B



Tabmune 2. CrneayeT KOHTPOJMPOBaTh (YHKIMIO HIMTOBUJIHOW KeJIe3bl U
YpOBEHb  TOPMOHOB  JJid  OOEcHeuyeHHs  MPOBEACHHUS  HaaJexalleu
FOPMOHO3aMECTUTEIILHOM TEpaIIH.

HmmyHnoonocpeoosannas nedocmamo4Hocms HAONO4eUHUKO8
NMmyHOOTIOCpEAOBaHHAS HEJOCTATOYHOCTD HAaJ[IOYEYHUKOB MOXKET
pa3BUBAaTBCS y MALMEHTOB, I[OJY4YalIIUX Ipenapar. Bo Bpems Tepanuu
HE00XOIMMO KOHTPOJHUPOBATh NAMEHTOB HA HAJTMYKME KIMHUYECKUX MPU3HAKOB
U CHUMIITOMOB HEJOCTATOYHOCTH KOPBl HAAMNOYEYHUKOB U TPU BBIBICHUU
TaKOBbIX MHULIMMPOBATH JI€UCHHE KaK peKoMeH10BaHo B Tabmuue 2.
Hmmynoonocpedosarnnulii caxapuwiii ouabem 1 muna

Pa3BuTne MMMYHOONOCPEAOBAaHHOTO caxapHoro jauadera 1 Tuma, KOTOpBIM
MOXKET TMPOSABIATBHCS Pa3BUTHEM AMAOETUYECKOrO KETOoalu703a, MOXKET
HaAO0JII01aThCA Y MAMEHTOB, Noiydaomux npenapat Mmounzu™. Heobxoanumo
KOHTPOJINPOBATh COCTOSIHUE TALUMEHTOB JUISl BBISIBJICHUS THIEPIIMKEMUH,
NPU3HAKOB WJIM CUMITOMOB auabeta. [Ipu pazsutum auabera 1 Tuma ciemyer
Ha3HAYUTh TEPANUIO KaKk peKOMeH10BaHOo B Tabinure 2.
HmmyHnoonocpedosannwiii 2unoguzum/eunonumyumapusm

[Ipu Tepanuu mnpenaparom HWMmbuH3n™ y nNalMEeHTOB MOXET pPa3BUTHCS
UMMYHOONIOCpEIOBaHHbIN  runodus3ut.  HeobOxoaumMo  KOHTpPOJIHUPOBATH
COCTOSIHME TMAallMeHTOB Ha HAJIW4YMEe NPU3HAKOB M CHUMITOMOB THUIO(U3UTA,
BKJIIOUAsl Pa3BUTUE THUIONUTYUTapU3Ma U BTOPUYHOM HEAOCTATOYHOCTHU
HaAMo4YeyHUKkoB. Heobxoaumo  paccMOTpeTh  BONPOC O  Ha3HAYCHHH
KOPTUKOCTEPOUTHOU Tepanuu TS JICYEHUsI HAJIIOYECYHUKOBOU
HEJOCTaTOYHOCTH M 3aMECTUTEIIBHOW TOPMOHAJIBHOM TEpalnuu B Cllydyae
KJIMHUYECKOM HEOOXOIUMOCTH COTJIaCHO peKoMeHjauusM B Tabnuue 2.
Crnenyer KOHTpOJIUpOBaTh (YHKIHMIO THUNOPU3a W YPOBHH TOPMOHOB IS
obecrieueHus MPaBUJILHOW TOPMOHO3aMECTUTEIILHOU TepaItum.
Humynoonocpedosarnuulii Heppum

[Tpu Teparuu npenapaTom Nmbpunzun™ BO3MOXHO pa3BUTHE
UMMYHOOIIOCpeI0BaHHOTO HepuTa. HeoOXoammMo KOHTPOIMPOBATH COCTOSTHUE
MAIMEHTOB [JISl BBISABICHUS M3MEHECHMH (YHKIUU TIOYEK W JPYTUX MPUYHH
TUCOYHKIIMM TOYEK J0 Hayajga Tepaluyd U MEePUOJMYECKH BO BpeMs Teparuu
Nmbua3u™ u 1pu BBISIBJICHUH COOTBETCTBYIONIUX CHUMIITOMOB HHHUIIMHPOBATH
JieYeHUe B COOTBETCTBUU C PEKOMEHAIUSIMU, TpuBeAeHHbIMU B Tabnuiie 2.
Humynoonocpedosannas coinb

NmMyHOOTIOCpEeTOBaHHAsT  CHIMTb WM JepMATHT (BKIIOYas TeMQUTOHN),
TpeOyIolMe HMCIOJIb30BAaHUS CHUCTEMHBIX KOPTUKOCTEPOMJIOB U HE HMEIOIIHE
YETKOW QJIBTEPHATHBHOW STHOJIOTMHA BO3HUKAIM Yy MAIMEHTOB, MOJY4YaBIIMX
npenapat Umdunzun™. Heobxoammo mpoBOANT MOHUTOPHUHT JIJISi BBISICHEHUS
ATUOJIOTUM 3a00J€BaHMsI M HUCKIIOYUTh JPYrU€ TPUYMHBL, a TakKke
KOHTPOJIMPOBATh COCTOSIHWE ITAMEHTOB Ha BBIABICHUE CHUMIITOMOB CBHIM MU
nepmatuta. Takue siBIeHHE Kak OyJule3HbId AepmaTuT, cuHiapoMm CTHuBeHca-
JIKOHCOHa / TOKCHUYECKHUW OSIUJEepPMalbHbIA HEKPOJIU3 BCTPEUAIUCHh MpHU
MPUMEHEHUU  APYTUX JIEKapCTBEHHBIX IIPENaparoB AaHHOW rpynmsl. llpu
BBISIBJIEHUM COOTBETCTBYIOIIMX CHMITOMOB HEOOXOAMMO HHHMIMHPOBATH



JIeYEHUE B COOTBETCTBUU C PEKOMEHAAIMSIMU, MpUBEACHHBIMU B Talmuie 2.
Nmpun3un™ MokeT BbI3BaTh UMMYHOOIIOCPEIOBAHHYIO ChIIb.

pyeue ummynoonocpedosanmvie nobounsie peakyuu

[IpyHuMas BO BHMMaHuWE MEXaHU3M JelcTBUs mpenapata Mmpuuzu™, moryt
BO3HUKHYTh JIpyr'He TOTEHIMAJIbHbIE HWMMYHOOIOCPEIOBAaHHbIE TMOOOYHbBIC
peakiuu. CooOIIanochk O CHEAYIONIUX CBS3aHHBIX C HUMMYHHOW CHCTEMOM
MOOOYHBIX PEaKIUAX: MUACTEHUH T'PaBUC, MUOKAPJUT, MUO3UT, TTOJIUMHO3UT C
JETAIbHBIM HCXOAOM. ACENTHUYECKH MEHUHIUT, TE€MOJIMTHYECKash AaHEMHS,
MMMYHHasi TPOMOOILIMTOIICHUS, BOCMAJIUTENIbHBIC MOPAXEHUs a3, BKIOYas
YBEUT M KEPaTUT TakKkKe MOTryT pa3BUThCA Yy mamnueHToB. HeoOxoaumo
NPOBOAUTh MOHHMTOPHHI TMAIMEHTOB Ha BBISIBICHUE MPU3HAKOB U CHUMIITOMOB
HEXKEJIATeNIbHBIX SABJICHUM M TMPU KX MOSBICHUU, WHUIMUPOBATH JICUCHUE B
COOTBETCTBUHM C PEKOMEHIAIIUAMHU, IPUBEeHHbIMU B Tabmute 2.

Hnghyzuonnvie peaxyuu

VY manueHToB, monydaBmux npemnapatr Mmduazu™, coobmanock o pa3BUTHH
uHQY3MOHHBIX peakuuil. [lpu pa3BuTUM WH(PY3MOHHBIX pPEaAKIHUN ClEayeT
IpeKpaTuTh MHPY3UIO U JajbHEHIee JIeUeHUE CIeAyeT MPOBOIUTH COTJIACHO
peKOMeHIaIusIM, OTMeueHHbIM B Tabmutie 2.

Jlemckuii u noOpocmko8wlil 803pacm

be3onacHocth ¥ 3 ¢ekTUBHOCTH aypBajymadba y Je€Te U TMOJIPOCTKOB B
BO3pacTe miiaaie 18 jieT He ycTaHOBJIEHA.

Ilpumenenue 60 epemsa depemeHHOCHU UTU TAKMAUUU

Kenwunvl penpodykmuero2o 6o3pacma

OcHOBBIBasICh HA MEXaHU3ME ACHCTBUS AypBajiymalda U JaHHBIX MCCIIETOBAaHUN
Ha SKUBOTHBIX, MMQUH3M™ MOXET NPUYMHUTH Bpej IUIOAY IpPU BBEICHUU
O0epeMeHHON KeHINMHE. JKEHIUWHBI PEenpoayKTUBHOTO BO3pacTa JOJKHBI
NOJIb30BaThCs APHEKTUBHBIMHU CPEJCTBAMU KOHTpPAIETIIMU BO BpPEMs JICUCHUS
aypBarymMaboM M MHHMMYM 3 Mecflla TOCJIe TPUHSTHS TOCJIEIHENH H03bI
npernapara.

bepemennocmo

JlaHHbIE 110 TPUMEHEHHIO AypBaiyMada y O€peMEeHHBIX JKEHIIUH OTCYTCTBYIOT.
[Ipumenenue aypBamymaba HE PEKOMEHIyETCS BO BpeMsi OCpEeMEHHOCTH U
KEHIIIMHAM PEMPOJYKTUBHOTO BO3pacTa, HE MNPUMEHSAIOMUM 3(PQPeKTUBHBIC
METOJbl KOHTPALIENIMA BO BpPEMsl JICUEHUS] U B TEUEHHE HE MEHee 3 MecCSIEB
IIOCJIE TIOCJIETHEW J103BI.

Kopmnenue epyovro

HewusBecTHO, BbLACISIETCS M JypBaiyMald B IPyJHOE MOJIOKO, €ro BCAaChbIBAHUU
Y BO3JIEMCTBUHU Ha MOJYYaIOIIETO TPYJHOE MOJIOKO PEOEHKA UM O BIMSIHUM Ha
nmakTanui. M3-3a MOTEHHMAIbHOM BO3MOKHOCTH HEKEJIATEIbHBIX PEaKIUN y
JeTeH, HAXOJAIINXCS HA TPYTHOM BCKAPMJIMBAHUH, KOPMSIIHUM >KCHIIMHAM HE
PEKOMEHAYeTCsl KOPMUTD IPYIbI0 BO BpEeMsl JISUEHUS AypBaaymMadOM U HE MEHEe
3 MecCsEB NOCJE BBEACHUS MOCIEAHEN JT03bI.

DepmunbHoCmb

OTCyTCTBYIOT IaHHBIE BIMSIHUA TypBajdymada Ha PepTUIbHOCTb.



PeKOMeH)]a]_lI/II/I M0 NPUMECHECHUTIO

JleueHue cienyer Ha4YWHAaTh u IMPOBOJAUTH oA KOHTPOJIEM

KBIM(DUIIUPOBAHHBIX U ONBITHBIX BPA4€-OHKOJIOTOB.
Pesicum oo3uposanusn

Pexomennyemas no3za mnpemnapara Mmbua3zu™ 3aBUCUT OT TMOKa3aHUs K

MPUMEHEHUIO, KaK Ipe/ICTaBIeHO B Tabmue 1.

Nmpunzu™ BBOAUTCS B BUJE BHYTPUBEHHON HH(Y3UU B TeueHre 60 MUHYT.

Tabauna 1. Pexkomenayemas no3uposka npenapara Umpunzu™

Heonepabenpaoro HMPJI (mexpenu wm 1500 mr
Kaxnple 4 Henenu 2

IToxa3anue K Pexomenayemast IIpononKuTEeIbHOCTD
NPUMEHEHHUI0 A03MPOBKA Mpemnapara Tepanuu
Nmpunzun™
III cragus 10 mMr/kr xKaxmasie 2 Jlo mporpeccupoBanus

3a00JIeBaHUS WM
MOSIBJICHUS HEJOMYCTUMOM
TOKCUYHOCTH, WU
MakcuMyM 12 mecsieB

pMPIJI 1500 mr ® B coueranuu c
XuUMHOTepanueii ©
Kaxabie 3 Hegenu (21
JICHb) B TCUCHHE

4 UKJIIOB,

C MOCIEYIOIINM
nepexoaom HalS500 mr
Kaxaple 4 Heqenu B

Ka4CCTBC MOHOTCPAIINU

Jlo nmporpeccupoBanus
3a00JIeBaHUS WIH
MOSIBJIEHUS HEJAOITYCTUMOM
TOKCUYHOCTHU

 Tlarmentsl ¢ Maccoil Tena 30 Kr wiM MeHee JOJDKHBI MOJy4aTh J03Y B 3aBUCHMOCTH OT
Beca, dKBHUBaJICHTHYIO mnpenapary Umduuzun™ 10 mr/kr kaxapie 2 Hepenu uiau 20 Mr/kr
KaXKple 4 HeJleNld B Ka4yecTBe MOHOTEpaIuu J0 TeX Mop, MOKa BeC He yBeIWYHUTCs A0 Ooiee
30 kr.

b ITamuenTs! ¢ Maccoit Tena 30 Kr U MeHee JOJDKHBI TIOy4aTh JO3HPOBKY OCHOBAHHYIO HA
Bece, OKBUBaJEHTHYIO mpemnapary WMmounzu™ B ngo3e 20 MI/KT B COYETaHUU C
XUMHUOTEpanuei kaxapie 3 Henenu (21 neHp) B TeueHue 4 1UKIIOB, a 3aTeM B J103¢ 20 Mr/kr
Kak7ple 4 HeJleNd B KaueCTBE MOHOTEpAIuH, oKa Bec He mpeBbIcuT 30 Kr.

¢ IIpenapar Mmduu3zu™ ciaeayer BBOAUTH Iepe XUMHOTEPANUCH, €ClIM JHU UX BBEIACHHS
COBITAJIAIOT.

4 Korga npemapar UM¢pun3n™ HasHa4YeH B COUETAHMM C XUMHOTEpanmeil, i MOTydeHHs
nH(MOpMALIUU O JO3UPOBAHUU OOPATUTECh K MHCTPYKIMSIM MO MEAULIMHCKOMY MPUMEHEHUIO
ATOMO3U/IA ¥ KapOOTIaTHHA UM LIUCTITIATHHA.

Kinnaudeckn  cTaOWIBHBIM — MalMEHTaM €  HAyalbHBIMM  MPU3HAKAMHU
MpOrpecCcUpoBaHmsl 3a00JIeBaHUs CIEAYET MPOJ0KATh MONy4YaTh KypC JeUeHUs

A0 MOATBCPKACHUA IIPOrpCCCUPOBAHUA 3a00JIeBaHUS.

CHmkeHue WM yBeJHYeHue A03bl mpernapata UMpuu3n™ He peKoMeHayeTcs.
CrnenyeTr npuocTaHOBUTH BBeJeHUE mpenapata Mmdbunzu™ B ciydae TSKEIbIX



(3 creneHb TAKECTH) HMMMYHOONOCPEAOBAHHBIX HEKEIATENbHBIX PEAKLHSIX.
Crnenyer MOJHOCTBIO OTMEHUTH MpUMEHEHHE npemnapata MMmpuuzu™ B ciydae
OMACHBIX IS JKU3HU (4 CTeneHb TSHKECTH) HMMMYHOONOCPEIOBAHHBIX
HEXENATEIbHbIX PEeaKIUi, PEeIUANBUPYIOMIMX TOKEIbIX (3 CTENEHb TAXKECTH)
MMMYHOOIIOCPEI0BAaHHBIX peakuui, TpeOyromux CHUCTEMHOI'0
MMMYHOCYIIPECCUBHOTO  JIEYEHUS, WM HECHOCOOHOCTH CHU3UTH /103y
KOpTUKOCTEpOU0B A0 10 Mr miam MeHee MpPEeaHU30JI0HA WIM IKBHBAJIEHTHOIO
npemnapara B JIeHb B TedyeHuWe |2 Hemenb TMOCIe Hadala IpueMa
KOPTUKOCTEPOHUIOB.

NMMyHOOIIOCpEe1I0BaHHbIE HEXKEJIaTelIbHbIE PeaKI, TPeOyIoUue KOPPEKLUUH,
IpeJ/ICTaBIeHbI B Ta0IMUIIE 2.

Tabdaumpna 2. PexkomeHA0BaHHOe M3MEHEHHE Tepanmuu IMpenapaToM
Nmpunzu™ B ciaydyae HexkelaTeIbHbIX peakIui
HN3menenne Tepanus
HexenareabHble Crenennb Tepanuu KOPTHKOCTEPOUIA
peakumuu TAKECTH * npenapaToM MM, eCJIN He
Nmpunzu™ YKa3aHO MHOE
Cremens 2 HpI/IOCTaHOBCKa Nuunuuposath
BBEJICHUS MPETHU30JIOH B J103€
NmMmyHOOTIOCpEIOBAHHBI oT
i 1 10 2 Mr/Kr/neHp
ITHEBMOHHT/UHTEPCTUIINA Crerens 3 [Tonnas WJIM SKBUBAJICHTHBIN
JTpHOE 3a00JIeBaHKe 4 OTMEHA npenapar C
JIETKUX i npenapara MOCJIE Y FOIINM
CHIKEHHUEM J103BI
Crenenp 2
AJIT unu ACT
B 3-5 pa3
MPEBBIIIACT
BEPXHIOIO
rpaHuIly NuunuupoBaTh
Hopmbl (BI'H) MIPEIHU30JI0H B J103€
W/WTU OOTIHIA oT
NmmyHOOTIOCpETOBAHHBI OmIMpyouH [TpmocTanoBka | 1 g0 2 Mr/Kr/neHb
U rernaTuT B 1,5-3 paza BBEACHUS ¢ |MJIM DKBUBAJICHTHBIN
MIPEBBIIIACT npermnapar ¢
BI'H MOCJETYFOLIUM
Crenens 3 CHIKEHUEM J103BI
ACT numu AJIT
B S5 -8 pa3
MIPEBBIIIACT
BI'H wim

001t




ouupyOuH

B 3 -5 pa3

IPEBHIIIAET
BI'H

Crenensb 3
ACT nmu AJIT
B 8 u Oosee pas

MIPEBBIIIACT

BI'H unn

o0mumit
OounupyOuH B 5
u Oosee pas
IIPEBBINIACT
BI'H

OJIHOBpPEMEHHO
€ TTOBBIIIICHHE
AJIT nmmm ACT
B 3 u Ooitee
pazaor BI'Hu
oO1rero
ompyouHa B
2 u 6omee pasza
ot BI'H 6e3
JIPYTUX TPUYUH

[Tonnas
OTMEHA
npenapara ©

[IpuocranoBka | HWMHUIIMKMPOBATH
Crenens 2 p . P
BBEJICHUS MPEAHU30JI0H B J103€
oT
NMmyHOOTIOCpE 1OBaHHBI Hommas 1 1o 2 Mr/Kr/neHp
€ KOJIUT WK Auapes Crenensb 3 OTMEHA WJIN DKBUBAJICHTHBIN
unu 4 IIpernapar ¢
npenapara
MOCJIEIYIOIINM
CHUKEHUEM J103bl
NMMyHOONIOCpEJOBaHHBIE SHAOKPUHONIATUH:
[IpnocranoBka
NMmyHOOIIOCpEAOBAaHHBI BBEJICHUS JI0
- P . | CumMnTomaTuyeckoe
€ TUIIEPTUPEO3, Crenenp 2—4 | KIMHUYECKOU
JeYeHue
TUPEOUTUT cTabumu3anuu
COCTOSIHUSI
1205070002070010): 00
3aMECTUTEIbHYIO
NmMmmyHOOTIOCPEOBAHHBI N3menenue TOPMOHAJIBHYIO
151 Crenens 24 Tepanuu He TEpaIuio
TUIIOTUPEO3 TpedyeTcs UIUTOBUTHOMN
JKeJe3bl B

COOTBCTCTBHHU C




KIMHNYCCKUMH
IIOKa3aHUuAMU

Nuunnunposath
MPEIHU30JIOH B J103€
oT
1 1o 2 Mr/Kr/meHn
WJIM SKBUBAJICHTHBIN

NmMmyHOOnIOCpEOBaHHAS IIprocranoBka HDemapaT ¢
HEJIOCTATOYHOCTh BBEJICHHUS 10 perap
. MOCTIETYIOIIUM
HaJIIIOYCYHHUKOB, Crenens 24 KJIIMHUYECKOU
CHUKEHUEM JI03bI U
runouzut/ cTaOUIIM3aALNH
3aMECTUTENBHYIO
TUTIONUTYUTAPU3M COCTOSTHUSI
TOPMOHAIBHYIO
TEparnuio B
COOTBETCTBUH C
KIIMHUYECKUMHU
MOKa3aHUSIMU
120:07000207000): 00
JIeYEHUE
NmMmyHOOTIOCPEIOBAHHBI N3menenue
. MHCYJIMHOM B
171 Crenenn 24 TepaIuu He
. COOTBETCTBHUH C
caxapHblil nuader 1 Tumna TpeOyeTcst
KJIINHUYECKUMHU
MOKa3aHUSAMU
Crenens 2
CBIBOPOTOYHBIN
KpEeaTUHUH
B 1,5-3 paza |IIpuocraHoBka
MPEBBIIIAET BBeeHNS P
BI'H nim
WCXOTHBIN
YPOBEHb
Crenens 3
CbIBOPOTOUHBIN Nunnuuposath
KpEaTUHHH B 3 IIPEIHU30JI0H B J103€
NmMmmyHOOTIOCPENOBAHHBI
u OoJiee pasa oT

i HehpuT

MPEBBIIIACT
HWCXOJTHBIN
YPOBEHb WJIH B
3-6 pa3
MIPEBBIIIACT
BI'H;

Crenens 4
CBIBOPOTOYHBIN
KpEaTUHUH B 6

pa3 u 6osee

IloHas
OTMEHA
npenapara

1 1o 2 MI/Kr/neHb
WJIM DKBUBAJECHTHBIN
npemnapar C
MTOCJIC TYFOIIIM
CHHIKEHUEM 1035l




IIPEBBIIIAECT

BI'H
CreneHs 2 Nuuuuuposarhb
B TEUEHUU MIPEIHU30JIOH B JI03€
IIprocranoBka pea A
oonee 1 Hexpenu c oT
NmMmyHOOTIOCpefOBaHHAS BBEICHUS
1501051 1 1o 2 Mr/Kr/neHp
CBIMb WIH IEPMATUT .
Crenenn 3 WJIN DKBHUBAJIECHTHBIN
(BrIROUast meMduroun)
[Tonnas rpenapar
Crenens 4 OTMEHA IIOCJICYIOIIUM
npenapara CHIDKECHUEM 035l
IIpuocranoBka
CreneHs 2 P d Nuauuuuposarh
BBEICHUS
MPEIHU30JI0H B J103€
Crenenb 3 nan
oT
4, mnoo ar06as
NmMmyHOOTIOCpEIOBAHHBI 1 1o 2 mr/kr/neus
. Ipyrasi CTEIECHb [Tonnas .
1 MUOKapIUT WJIN DKBUBAJICHTHBIN
c OTMEHa
npemnapar c
[IOJIOKUTEIIBLHEI npenapara
MOCJIC TYFOIIUM
M PE3yIbTaTOM
CHIDKECHUEM 0351
onorcun
Crenenn 2 [IpuoctanoBka| WHunumposaTh
Wi 3 BBEJICHUS “ © |TIPEIHHU30JIOH B J103€
oT
NMmyHOOTIOCpE JOBaHHBI Hostas 1 no 2 Mr/kr/neun
1 MHO3UT/IIOJTUMHAO3UT WJIN DKBUBAJICHTHBIN
Crenens 4 OTMEHa
npemnapar c
npenapara
MOCJIC TYFOIIIM
CHIDKEHUEM 035l
PaccmoTpenne
HeobGxoaumo BO3MOKHOCTH
pepBaTh WK | IPEMEIUKAIIAN TS
Crenens 1 3aMEeIJIUTh npoUIaKTHKH
win 2 CKOPOCTh MOCJEAYIOIINX
WNudy3nonHbIe peakimn uHpy3Un peakiuii,
CBSI3aHHBIX C
uHby3uen
ITomuas
Creniens 3
OTMEHa
win 4
nmpenapara
[Ipnocranos- Nunnunposath
Ka BBEJIECHUA® MPETHU30JI0H B
ITonnas J103¢€ OT
Muactenus Crenensb 3
OTMEHA 1 1o 2 Mr/kr/neHp
npenapara, B 1581071
ClIydae €CJiM B | DKBUBAJICHTHBIN




teuenue 30 Mpemnapar ¢
JTHEW HE MOCJIEYOLIUM
JIOCTUTHYTO CHIDKCHHEM 0351
CHIDKCHHE 10
<1 crenenu
WJIH €CTh
MPU3HAKU
JbIXaTeJIbHOU
WIH
BeTreTaTUBHOU
HEJ0CTa-
TOYHOCTH
Crenens 4 160
arobas apyras
CTEIICHb C
MpU3HAKaMHU ITonnas
JIBIXaTEeJIbHOM OTMEHa
WITH npemnapara
BeTreTaTUBHOU
HEJIOCTaTOYHOCT
u
Crenems 3 HpI/IOCTaHOBCKa 120:070002070010): 00
BBEJCHUS MIPETHU30JIOH B J103€
oT
Hpyrue 1 Mr/kr/ness no
HMMYHOOIIOCPEIOBAHHBI 2 MI/KT/eHb
€ HeXKeJIaTeILHBIC Homras MPETHU30JI0HA WU
Crenienn 4 OTMEHa
peaxkiuu SKBUBAJICHTHOI'O
npemnapara
npernapara ¢
MOCTIETYIOIIUM
CHIDKCHHUEM J03bI

& OOmue KpUTEPUH TEPMHHOB JJIsl HEKENATENbHBIX sBieHu#, Bepcus 4.03. AJIT -
anannHamuHoTpancdepasza; ACT - acnapraramuHotpancdepasza; BI'H - Bepxuss rpanuia
HOPMBI.

b Tlocne cHmKeHHS THKECTH MOOOYHBIX sABJIEHMH 70 < | CTemeHM HEOOXOAMMO HAuaTh
MIOCTETIEHHOE YMEHBIIICHHE J103bl KOPTUKOCTEPOHJIOB U MPOJOJDKATh €ro B TEUYECHHE HE
MeHee 1 mecsma. PaccMoTpeTh BO3MOKHOCTh YBEIHUEHHUS T03bl KOPTHKOCTEPOUIOB W/WIIH
MIPUMEHEHHUE JOTOJHUTENbHBIX CUCTEMHBIX HMMYHOJEIPECCAHTOB, €CIM OTMEYaeTCs
ycuieHHe MOOOYHBIX peakluii WK yIydllleHHe He HaOIoaaeTcs.

¢ Tlocne TPHOCTAHOBKHM JICYCHHS BBeAcHHME mpenapata HMmpuH3n™ MOXKET OBITh
BO30OHOBIICHO B TeueHUe 12 HeAenb, €CliM HeXelaTeNbHbIe PEeaKIHH CHHU3MWIUCh 0 < 1
CTETeHHU U 1032 KOPTHUKOCTepouaa Oblia cHUXkeHa 10 < 10 Mr B JeHb MpEJHH30JI0HA WU
OKBHUBAJIEHTHOTO Tmpenapara. Jleuenwe mnpenapatom Mmduuzu™ creayer MOIHOCTHIO
OTMEHUTh TIPU TOBTOPHOM PA3BUTHUU MOOOYHBIX pEaKIUid 3 CTEMEeHH TSHKECTH, eCIH
MIPUMEHUMO.

4 Ecim B Tedyenme 2-3 JHeH, HECMOTpPS HA TNPHEM KOPTUKOCTEPOMOB, HE HACTYITHIIO
yIIy4IlIEeHHE, HE00X0 MO HEME]JIEHHO WHULIUMPOBATH JOTIOJTHUTEIBHYIO



HMMYHOCYIIpeCCUBHYI0 Tepanuto. [locne mcuesHoBeHus cumnToMoB (yposeHb 0) cienyer
Ha4yaTb CHWYKEHHUE /103bl KOPTUKOCTEPOUAOB U IPOJOJIKUTH €r0 B TEUEHUE MUHUMYM 1
MecsiIa, IMocJie Yero Tepanuio npenapatoM Mmduuzn™ MoxHO BO30OHOBUTH HA OCHOBAHUHU
KIIMHUYECKOW OLICHKH COCTOSIHMS MallMeHTa.
¢ OKOHYATENBbHO OTMCHHUTH Tepamuio mpenaparoM Mmounzn™, eciu HexemaTenbHas
peakuusi He cHWkaeTrcs 10 <1 creneHu B TeueHue 30 OHEH WM e€caM €CTh IPU3HAKU
JbIXaTE€IbHON HEIOCTaTOUYHOCTH.

" Brirouaer MMMYHHYIO TPOMGOIIUTOTICHHIO.

[Ipy BO3HMKHOBEHMH HEMMMYHOOIIOCPEJIOBAHHBIX MOOOYHBIX peakuuii 2 u 3
CTEINEHHU CJIeyeT MPUOCTAHOBUTH MpueM mnpenapara UmbuH3zu™ 1o ynydiieHus
TSKECTH peakuui 710 < | cTemeHu WM 10 HUCXOAHOro YypoBHs. JleueHue
npenapaToM HEO0OXOAUMO TMOJHOCTHIO MPEKPATUTh TMPU Pa3BUTUU MOOOYHBIX
peakuuii 4 creneHu (3a UCKIIOYEHHEM OTKJIOHEHUH JabopaTOPHBIX MOKa3aTese
OT HOPMBI 4 CTENEeHH, B OTHOIICHWU KOTOPHIX MPUHITHE PEIICHUS O
OpeKpalieHud TpueMa  JOJKHO  OCHOBBIBAThCS  HA  COIMYTCTBYIOIIMX
KIIMHUYECKUX TPU3HAKAX/CUMITTOMAaX U KIIMHUYECKON OIICHKE).
Ocoovle cpynnbl nayuenmos
Loocunvie nayuenmuol
VY MOoXuiblX MalMeHTOB B BO3pacTe > 65 JeT KOppeKuus 03kl HE TpedyeTcs.
JlanHbie, MOy4eHHBIE Y MAIIMEHTOB B Bo3pacTe 75 JIeT U cTapiie, OrpaHUYeHBI.
lloueunas nedocmamournocms
Koppekuus no3el mpenapata WMmduazn™ 118 manmueHTOB C JIETKOW WU
YMEPEHHON NTOYEYHOM HEIOCTATOYHOCTHIO HE TpeOyeTcs.
JlaHHbIe, MOJyYEHHbIE Y MAIMEHTOB C TsHKENbIM HapylleHHeM (YHKIIUU TOYeK,
CJIMILIKOM OTpaHWYeHbl s (QOpMYyIMpPOBaHUS BBIBOJIOB MO JAHHOW Tpyre
NAlUEeHTOB.
Ileuenounas Heoocmamo4yHocmo
JlaHHBIE, MOJTYYEHHbIE Yy MAIMEHTOB C YMEPEHHBIM M TSKEJIbIM HapylICHUEM
(GYHKIIMM TICYeHM OTpaHWYEeHBbI. BcneiacTBuE HE3HAYMTENBHOTO BOBICUYCHUS
NIEYCHOYHBIX MPOIIECCOB B KIMPEHC AypBaidymabda KOppeKIHs 03bl Mpernapara
Nmpunzu™ He TpeOyeTcs y NalMeHTOB C HapylIeHHEeM (YHKIIUN TTeYCHH.
lIpumenenue 6 neouampuu
besomacHocte u 3¢ dekTHBHOCTH aypBadymaba y JneTeid U TOJIPOCTKOB B
BO3pacTe Milajlie 18 JieT He yCTaHOBJIEHA.
Memoo u nymo 66edenus
Beeoenue unghyzuonnozo pacmeopa
Crnemyer BBOOUTH PACTBOP MOCPEICTBOM B/B MH(Y3UHU B TeueHHEe 60 MUH.
IIpucomoenenue ungysuonnozo pacmeopa
[Ipemapar Umduazn™ mpou3BoAWTCS B BUAE KOHIICHTpATa, MOMEIICHHOTO B
OJIHOJI030BbIN (PJIaKOH, HE COACPKUT HUKAKUX JOTOJHUTEIbHBIX KOHCEPBAHTOB.
[IpuroroBiienrie MHPY3MOHHOTO PacTBOpPa AOJKHO OCYIIECTBISITHCA B CTPOTO
aCeNTUYECKUX YCIOBUSX.

e Ilpemapar crenyeT 3amMIlaTh OT MPSIMOr0 COJHEYHOrO CBETa, HE

3aMOpPAKUBATh U HE BCTPSIXUBATh.



e Kak u mo0Obie apyrue mpenapathl ISl MapeHTEPATbHOTO MPUMEHEHUS,
pacTBOp CiieayeT BU3yaJbHO OCMOTPETH JJIsl BBISIBICHUS BUIUMBIX YaCTHI]
n u3MmeHeHus usera. llpemapar Wmduuzn™ npeacrasnser coOoi
MPO3pavyHbIi WM ClIeTKa ONaJeCIUPYIONIMN pacTBOP OT OECIIBETHOTO 110
CJeTrKa JKEJTOro IIBE€Ta, CBOOOJHBIA OT BHAMMBIX MEXaHUYECKUX
BKJIIOUCHUM. Moxert COoLEepKaTh HEOOJbII0e KOJINYECTBO
MOJIYTIPO3pAYHBIX WJIM OT OEJoro J0 MOYTH Oeyoro mnpeTta yactuil. Eciu
OTMEYAIOTCSl BUIUMBIE MEXaHWYECKHE YACTHUIbl WJIM PAaCTBOP MYTHBIMH,
npenapar HE TMPUTOoACH Uil NpUMEHEHUsT U (JIAKOH HEOOXOIUMO
yTUIM3UpoBaTh. He BcTpsixuBaiite QuiakoH.

e [Ilepen mpumeHeHHEM TeMIIEpaTypy pacTBopa HEOOXOAUMO JTOBECTU O
KOMHATHOM.

e Heobxomumbiii 00bem mnpenapata Mmounszu™ crnenyer HaOpaTh U3
dbnakoHa W TOMECTUTh BO (DJIAKOH WIM TaKeT JJisi B/B BJIMBaHUM,
coaepxamuii 0.9% pactBop HaTpusi xJopujaa ajsg UHBbEKIUH, uau 5%
PacTBOP TIIFOKO3BI I HHBbEKIMK. OCTOPOKHO TIepeMeniaTh pa3BeeHHbIN
pacTBOp clierka nepeBopaunBasi. KoHeuHass KOHIICHTpAIUST Pa3BEACHHOTO
pacTBopa JOJDKHAa cocTaBiiaTh ot 1 wmr/mun go 15 wmr/miu.  He
3aMOpPaXKUBANTE U HE BCTPSIXUBANUTE MPUTOTOBJIICHHBIN pacTBOP.

e YTWIN3UPYUTE HEUCIIOIb30BAHHYIO YaCTh KOHIIEHTpaTa, OCTABIIYIOCS BO

¢dakoHe mpemnapara.
C TOYKM 3peHUs MUKPOOMOJIOTUYECKOW YHCTOTHI, TOTOBBIA PACTBOP
cienyetr  ucnosib3oBaTh  HeMemienHo. HE ~ 3AMOPAXUBATD
UHOY3UOHHBIA  PACTBOP! B ciaydae HEBO3MO>KHOCTH
HEMEJJICHHOTO HCIIOb30BaHUs, YUUTHIBAS XUMHUYECKYI0 U (PU3NYECKYIO
CTaOWJIBHOCTh TOTOBOTO pPAacTBOpA, MPUTOTOBJICHHBIN PACTBOP MOKHO
XpaHuTh He Oonee 24 4 npu temmneparype ot 2°C go 8°C, unu 4-12 4 ipu
KOMHaTHOM Temrieparype (He Boiie 25°C).

e Beeoenue unghyzuonnoco pacmeopa

e Uudy3noHHbBIN pacTBOp BBOASAT B/B B TeueHHe 60 MUHYT 4epe3 CUCTEMY
Ui B/B  BBeleHHS (KaTeTep), C HCHOJb30BAaHUEM CTEPUIIBLHOTO,
anmUpPOreHHOT0, ¢ HU3KUM CBS3bIBAaHWEM Oelika (QuiIbTpa ¢ JUaMETpPOM
nop 0.2 wimn 0.22 MUKpPOH, BCTPOCHHOTO WJIH HPUCOEAUHSEMOrO B
UHQY3UOHHYIO CUCTEMY.

e He BBOAUTHP OJHOBPEMEHHO JpPYIrH€ JIEKAPCTBEHHBIE IMpErapaThl
MIOCPEJICTBOM TOTO )K€ B/B KaTeTepa.

e (Crneagyer BbBIOpOCUTH (DJIAKOH C HEUCIOJB30BAHHBIMH OCTaTKAMU
npenapara, HOCKOJIbKY MpenapaT He COAEPKUT KOHCEPBAHTOB.

e PacTBOp, OCTaBIIMIICA MOCJIE BBEACHUS, NAIbHEUIIEMY MTPUMEHECHUIO HE
MNO/JICKUT, U €r0 HEOOXOUMO YTHJIM3UPOBATH COTJIACHO O(UIIMATBHBIM
MECTHBIM TPEOOBAHUSIM.

Mepuwt, Komopbvie He0OX00UMO NPUHAMD 8 CIydae nepedo3upo8KuU
B Hacrosimee BpeMss uHpopMamus O TEPEAO3UPOBKE AypBallyMaOoM
OTCYTCTBYET.



Jleuenue: B ciayyae mepeno3upoOBKH HEOOXOAMMO OCYIIECTBISATH TIIATENbHBIN
KOHTPOJIb TMAallMEHTOB Ha HaJIW4YUe TMPU3HAKOB U CHUMIITOMOB MOOOYHBIX
peakiui, u, HEe3aMe/IJTUTEIBHO Ha3HayaTh COOTBETCTBYIOILIEE
CUMIITOMATUYECKOE JICUCHHUE.

Onucanue HeXKeJaTeJbHBIX pPeaKNuid, KOTOpPble TPOSIBJISIOTCS MPH
CTAHJAPTHOM NMPHUMEHEHUH JIEKAPCTBEHHOI0 Mpenapara U Mepbl, KOTOpPbIe
cjieyeT NPUHATH B 3TOM CJIydyae

HexxenatenpHble siBIEHUA KIacCU(MUIMPOBAHBI MO CIEAYIONIEH YacTOTe WX
BO3HUKHOBEHHS: 04eHb 4yacto (> 1/10); wacto (> 1/100 - < 1/10); neuacto (>
1/1,000 - < 1/100); peaxo (> 1/10,000 - < 1/1000); ouenn peaxo (< 1/10,000);
HEU3BECTHO (HE MOXKET OBITh OIICHEHO 110 UMCIOIIUMCS TAHHBIM ).

Quenw wacmo (= 1/10)

- KallleJb, BJIaKHBIN Kallelhb

- 00J1b B )KMBOTE (00JIb B HUIKHEH YacTH J)KMBOTA, 00JIb B BEPXHEH YaCTH KUBOTA
u 00J1b B OOKY)

- nuapest

- TUTIOTHPEO3

- CBIIIb (dpUTEMATO3Hasl ChHIIlb, TCHEPAJTU30BaHHAS ChINlb, MAKYyJIIpHAs ChIIb,
MaKyJIOIaITyJie3Has Chillb, TAIyJie3Has ChIllb, 3yJASIIas ChIlb, TyCTYJIC3HAS
CBIIlb, SPUTEMA, YK3€Ma 1 BBHICHITIAHUS)

- 3y/1 (TeHEpaJIM30BaHHbBIN 3y U 3y]1)

- JIMXOpaJiKa

- UWHQEKIMN BEPXHUX JAbIXaTENbHBIX IMyTed (JIApUHTUT, Ha30(apUHTHT,
NEePUTOH3WUISIPHBIA ~ alcuecc, (apuHTUT, PUHUT, CHUHYCUT, TOH3WILIUT,
TPaXxeoOPOHXHT)

Yacmo (= 1/100 - < 1/10)

- IHEBMOHUT, BKJIFOYasl JIETaJIbHBIC CIydan

- nuchoHmUs

- yBenuuenue ypoas AJIT, ACT, neueHouHnoro pepMeHTa, TpaHcaMHHA3

- TUNIEPTUPEO3 (BKIIOYAs TUTIEPTUPEO3 U TUPEOTOKCUKO3)

- YBEJIMYEHHE YPOBHS KpeaTUHUHA B KPOBHU

- TU3YpHs

- HOYHBIE TTPUIIUBBHI

- mepudepudeckue  OTEKM  (BKIOUas — nepudepuyeckue - OTeKH U
nepudepruIecKyr0 OTEYHOCTh)

- THEBMOHUS, BKJIIOYas JieTaldbHBIe Ciydawm (JierodHas  wHQEKIus,
MMHEBMOITMCTHAS ~ IMTHEBMOHHWS, TTHEBMOHHUS, KaHIWJO3HAsS  ITHEBMOHWUS,
JIETHOHEJUIe3HAasT TTHEBMOHUS, aJICHOBUPYCHAsi ITHEBMOHUSA, OakTepuanbHas
MMHEBMOHUS, ITUTOMETAJIOBUPYCHAsT THEBMOHUS, TreMO(puiIbHAs ITHEBMOHMUS,
ITHEBMOKOKKOBAsI THEBMOHHS M CTPETITOKOKKOBAsI THEBMOHWSI)

- KaH/IMJ103 TIOJIOCTH PTa

- uHpexkuuu 3y00B W MSTKUX TKaHEH MOJOCTH pTa (TMHTMBUT, OpaJibHas
uH(eKMs, TapoJIOHTUT, MYJIBIUT 3y0a, abcuecc 3yda u uHpekuu 3yoa)

- TpHM



- MUAJITHUS

- peakuuu, CBsi3aHHbIe C WH(y3uel (BK/IIOYash KpanuBHUILY B JI€Hb Hayaia
TEpanuy U Ha CIAEAYIOLIHUNA IEHb)

Hevuacmo (> 1/1,000 - < 1/100)

- HHTEpCTHUIMANIbHAS JIETOUYHAas 00JIe3Hb

- TenaTuT, BKJIIOYas JEeTalbHbIE ciy4yau (remnaTHT, ayTOMMMYHHBIM TIenaTuT,
TOKCUYECKUN TeNaTUT, TeMaToOLEeUIIONIAPHOE MOBPEXKIECHUE, OCTPbIA T'eNaTHT,
renaToTOKCUYHOCTh U UMMYHOOTIOCPEAOBAHHBINA FE€NaTHUT)

- KOJUT (KOJIUT, SHTEPUT, SHTEPOKOIUT U MPOKTHUT)

- TUpEOUUT (AyTOUMMYHHBII TUPEOUTUT, TAPECOUTUT U TOJOCTPHIH TUPESOHUIUT)
- HEJIOCTATOYHOCTh HAIMOYEUYHUKOB

- HeppuT (AyTOMMMYHHBIH He(DPHUT, TYOYJIOMHTEPCTULIMAIBHBIA HEPPUT,
HepUT, rIoMepyToHeHPUT U MEMOPAHO3HBIN TIIOMEPYIOHEPPHUT)

- IepMaTUT

- MHO3HT

Peoxo (> 1/10,000 - < 1/1000)

- TUMIO(U3HT, THIIOMUTYUTAPU3M

- caxapHbIil 1uabet 1 Tuna

- HecaxapHbIi quabder

- nem¢uron (BKiIrodas OyJUIe3HBIN AEpMATUT U My3bIPYATKY)

- MUOKapIuT

- TPOMOOLIUTONIEHUS

Heuzeecmuo (ne mosicem bv1mov oyeneno no umerouumcs OAHHbIM)

- MUACTEHMsI TPABHC

- IOJIUMUO3UT

Ilpy BO3HUKHOBEHMH  HeEKeJAaTeJNbHbIX JIEKAPCTBEHHBIX  Ppeakluil
o0pamiaTbcsi K  MEIMUUHCKOMY Ppa0oOTHHKY, (apMalneBTHYECKOMY
Pa0OTHUKY WJIM HANPAMYK B HHQOPMANUOHHYIO 0a3y [JaHHBIX [0
HeKeJIATeJbHbIM peakuusM (IeCTBUSIM) HA JIEKAPCTBEHHbIE NMpenaparhbl,
BKJIIOYAsl cO001IeHNs 0 HeA(P(PEKTHUBHOCTH JIEKAPCTBEHHBIX NPENapaToB
PI'TI na IIXB «HaunoHanpHbIA HEHTP 3KCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB U
MEIUIIMHCKNX w3Aenuii KoMurera MEAUIIMHCKOTO H  (hapMaleBTHUECKOTO
KOHTpOJIsi MuHucTepcTBa 3apaBooxpanenus Pecryonuku Kazaxcran»
http://www.ndda.kz

JlomosiHUTEIbHBIE CBeIeHUS

Cocmae nexapcmeennozo npenapama

OnuH ¢d1aKoH COMEPIKUT:

akmusHoe gewyecmeo — gypaitymad 120 mr unu 500 mr

scnomocamenvhvle gewjecmea: L-ructuauH, L-ructuamHa rugpoxiopuia
MOHOTHPAT, 0,0-TPETraio3bl JUTUAPAT, noaucopoar 80, Boaa AJi1 HUHBbEKIIUMA.

Onucanue éHeune2o 8”0(1, 3anaxa, 6Kyca



[Ipo3paunblil WK cierka onajiecupyouid pacTBOpP OT OECIBETHOIO /10 CIErka
JKEJITOr0 IIBE€Ta, CBOOOJHBIA OT BHIMMBIX MEXaHMYECKHX BKIIOUCHHH. MoKeT
coJiepKaTh HEOOJBIIOE KOJUYECTBO MOIYIPO3PAYHBIX MU OT OEJI0ro 10 MOYTH
0eoro 1BEeTa YaCTHII.

®DopMa BbINyCKa H YIIAKOBKA

ITo 2.4 mn (mana po3upoBku 120 mr) unu mo 10 ma (ans no3upoBku S00 mr)
paznuBaloT BO (akoHbl W3 OecuBeTHOro cTekia (tum [), yKynmopeHHBIE
JATEKCHOM 3J1acTOMEpHOM MPoOKOIl 1 00KaThle KOJMauyKaMy aTlOMUHUEBBIMH.
[To 1 ¢drnakoHy BMecTe ¢ WHCTPYKIHMEH MO MEIUITMHCKOMY IMPUMEHEHUIO Ha
Ka3aXCKOM M PYCCKOM $I3bIKaX MOMEIIAIOT B KAPTOHHYIO KOPOOKY.

Cpoxk xpaHeHust

3 ronga

He npuMeHsTh 110 UCTEYEHUH CPOKA TOAHOCTH.

Ycnoeun xpanenusn

XpaHUTh B OPUTMHAJIBHOM YIAKOBKE JJIS 3aIUTHI OT CBETA, IIPU TEMIIEPATYPE
ot 2 °C no 8 °C.

He 3amopaxxuBats! He BcTpsixuBaTh!

XpaHUTh B HEAOCTYITHOM JIJIsl IeTeld MecTe!

Yci10BHSA OTIIyCKA U3 aITEK
ITo peuenty

Cgenennsi 0 Npou3BOAUTEIE

Catalent Indiana LLC, 1300 South Patterson Drive, Bloomington, IN 47403,
CIIA

Ten.: +1 (812) 355-6746

dakc: +1 (812) 336-7167

adverse.events.kz@astrazeneca.com

JlepskaTesib perucTPAMOHHOIO YIOCTOBEPEHUS

AstraZeneca UK Limited, Francis Crick Avenue, Cambridge, CB20AA,
BenukoOpuranus

Ten.: +44 (0)20 3749 5000

dakc: +44 (0)20 3749 5000

HauMmeHoBaHMe, ajgpec M KOHTAKTHbIE [IaHHbIE (Tenedon, daxkc,
JIEKTPOHHAA o4YTa) oOpraHu3anMd Ha Teppuropun PecnyOiamnku
Ka3zaxcran, npuHuMawmieil mnpereH3uu (NMpPeNJIOKEHUHA) IO Ka4YeCTBY
JIECKAPCTBEHHBIX CPeACTB OT MOTpedUTeJeil W  OTBETCTBEHHON 3a
MOCTPErucTPALMOHHOEe Ha0JII0IeHHe 32 0e30MACHOCTHI0 JIEKAPCTBEHHOIO
cpeacrsa

[TpencraBurensctBO 3AK “Actpa3eneka FO-Keit Jlumuren”,

Pecnybnuka Kazaxcran, r. Anmatst, 050022


mailto:adverse.events.kz@astrazeneca.com

V. llleBuenko, 144

Tenedon: +7 727 232 14 15; +7 701 0326745
e-mail: adverse.events.kz@astrazeneca.com,
https://contactazmedical.astrazeneca.com/



mailto:adverse.events.kz@astrazeneca.com

	Безопасность и эффективность дурвалумаба у детей и подростков в возрасте младше 18 лет не установлена.

