YTBEPXJIEHA

[Ipukazom Ilpencenarens

PI'Y «KomureTr MeTUIIMHCKOTO U
(dhapMaIeBTUYECKOr0 KOHTPOJIS
MunucTEpCTBA 3PAaBOOXPAHCHUS
Pecnybnuku Kazaxcrany»

OT « » 20 .
No

HNHcTpyKUus 1o MeAMIMHCKOMY IPUMEHEHUI0
JIEKAPCTBEHHOI0 npenapara (JIucTok-BKIAIAbIII)

Toprosoe HamMeHOBaHue
KOM®OJIEPM

MexayHapoaHoe HeIaTEHTOBAHHOE HA3BaHHe
MertunpeaHu30/10Ha alernoHaT

JlekapcTBeHHast gopma, 103MpoOBKa
Masb 11t HapyxkHoro npumenenus 0,1 %

dapmakoTepaneBTHYECKas IPyIna
Hepmaronorusa. Koprtukocrepounsl, aepmaTtoiaorudyeckue npenaparsl. KopTukocrepouisl,
MIPOCTHIE. Koprukocrepon bt c BBIDAKECHHOW  aKTUBHOCTBIO (rpynma  III).

MeTtunnpe1HU30JI0Ha alenoHar.
Koxg ATX DO7AC14

IHoxkazaHus K NPUMEHECHUIO

- KOHCTUTYLIMOHHAsI 9K3eMa (aTOMUUYECKUN JepMaTUT, HEHPOIEPMATHUT)
- ByJibIrapHasd 3K3€Ma

- KOHTaKTHas 7K3eMa (ajieprudeckasi, pa3jpakuTesbHas )

- JUCTUAPOTUYUCCKAs 5K3EMa

- DK3€Ma y JIeTen

HepequL CBCIIEHI/Iﬁ, HGOﬁXOI{I/IMLIX A0 HAYAJIA IPUMCHCHUA

Hpomueonomwauuﬂ

- TUIIEPYYBCTBUTEIBHOCTh K KOMIIOHEHTAM IIpenapaTa

- TyOepKyJIe3HbIN WK CUPUIUTUYECKUHN TPOIECChl B 001aCTH HAaHECEHUs ITpernapara

- BUpPYCHbIe 3a00iieBaHusl (HAapuMep, BETpsiHAs OCIa, OIMOSICHIBAIOIIMI JHIIail), B 001acTu
HaHECEHUs Ipenapara

- poszariea, NEpUOpANIbHBIA JI€PMATHUT, $3BbI, yrpeBas Cblllb, aTPOPHUUECKUI JepMaTHur,
MOCTBAKI[MHAJIbHBIE KOYKHBIE PEAKIMH B 00JIaCTH HAHECEHUsI IIperapara

- 3a00JIeBaHUs KOXKH, ACCOLIMUPOBAHHBIE ¢ OAKTEPHATIBLHON MM IPUOKOBOM MH(peKInen

Heooxo0umbie mepvl npedocmoposcHocmu npu npUMeHeHuu



[Tpu npumenennn KOM®OJEPM cneayer cobmaoaaTte OCTOPOKHOCTb, YTOOBI M30eXaTb
HOoNalaHKs Iperapara B ri1as3a, TITyOOKHe OTKPBITHIE PAHbl M HA CIIM3UCTHIE 00OIOUKH.

B3aumooeiicmeus c opyzumu iekapcmeeHHbIMU RPEenapamamu
He uzyvanocs.

Cneyuanvnoie npedynpescoenus

KopTtukocrepouabl JOKHBI TIPUMEHATHCS B MUHUMAIBHBIX J03aX, OCOOCHHO Yy JeTel, U B
TE€YEHUE MHUHHMMAJIbHOTO IIepuOJa BPEMEHH, KOTOpOE€ HEOOXOOUMO JUIl JIOCTUXKEHUS H
NOJIep)KaHuUs TeparneBTUIecKoro s dexra.

[lpu neyeHun OOIIMPHBIX YYacTKOB KOXKM HEOOXOJUMO IPABWJIBHO  ONPEAEIUTH
IPOIOJDKUTEIBHOCTD TEPATTHH.

Kpome Toro, mpu jeueHHM KOXHbBIX 3a00JI€BaHMH, CONPOBOXKIAOIIUXCA OaKTepUalIbHBIMU
u/Wim TpUOKOBBIMU HH(EKIUAMH, TpeOyeTcs crienupruecKas Teparnus.

JlokanbHble KOXHbIE MH(MEKUUU MOTYT YCYIyONATbCSI IpU INPUMEHEHHMM MECTHBIX
TJIFOKOKOPTUKOHIOB.

[IpuMeHeHHEe JIEKapCTBEHHOIO CPEJACTBA HA JIMIE MPOTHUBOIOKA3aHO IPU COIYTCTBYIOILEM
po3ariea Wi mepruopaIbHOM JIEPMaTHTE.

[Tpu npumenennn KOM®DOJIEPM cnenyer cobmtogaTh OCTOPOXKHOCTh, YTOOBI HM30€KaTh
NOTIAIaHuUs TIpenapaTa B I1a3a, OTKPHITHIE PAaHbI U HA CIM3UCTHIE 000JIOUKH.

VY nereil He HaOMIOANOCH BIUSAHUSA HAa (DYHKLIMIO HAAINOYEYHUKOB MOCIE HEOKKIIO3UOHHOIO
nedyerust Mma3pbto KOM®OJIEPM na Oonbimx yuactkax koxu (40-90% moBepXHOCTH Teuna).
Hanecenne KOpTUKOCTEPOUIOB B OOMJIBHOM KOJIMYECTBE HAa OOIIMPHbBIC YYAaCTKU Teja WIH B
TEUYEHUE JUINTEIBHBIX MEPUOJIOB BPEMEHH, OCOOCHHO TIOJl OKKIIO3MOHHBIC TOBS3KH,
3HAUUTEIBHO YBEJIWYMBAET PUCK pa3BUTHs 1M0O0YHBIX peakuuil. Cneayer un3berath
NPUMEHEHHS 110/ OKKJIIO3MOHHBIC TIIOBSI3KM, €CIIM HeT Jpyrux nokasanuid. Cremyer
YYUTBIBATh, YTO TOATY3HMKM UM 00JacTd ompenoctedl Moryt co3faBath 3ddexr
OKKJIFO3MOHHOM MOBSI3KH.

[Ipu nedeHHMM OOIIMPHBIX YYACTKOB KOXH MPOAOIDKUTEIBHOCTh JICUEHHs JOJDKHA OBITh
MaKCHUMaJbHO KOPOTKOH, TIIOCKOJIBKY HENb3sl TIOJHOCTBIO HWCKIIOYUTh BO3MOXKHOCTH
abcopO1MK W CUCTEMHBIX 3P PEKTOB.

Kak 1 mpu nmpuMeHeHUH BCeX KOPTHKOCTEPOHIOB, HETIPABIIIFHOE MCITOJIb30BaHKE TpenapaTa
MOYKET MaCKUPOBATh KIMHUYECKUE CUMIITOMBI.

Hexotopsie BcmomoraTenbHBIE BelIecTBa, BXxonamue B coctaB Mazu KOMOOJEPM
(HampuMep, Ba3eluH, HapapuH KUIKUH, BOCK O€mblif), MOTYT CHMXKaThb 3((EeKTUBHOCTD
JATEKCHBIX M3/CJHA, TAKHX KaK MPe3epBaTUBHI U AuadparMsl.

Kak u mpu nmprMeHEHHH CHUCTEMHBIX KOPTUKOCTEPOUIOB, MOXKET Pa3BHUTHCS TIIAyKOMa TPU
NPUMEHEHUH MECTHBIX KOPTHKOCTEPOHMJIOB (Hampumep, mocie OONBIIMX 03, WM MpU
OOIMIMPHOM HAHECEHWH TMperapara B TEYCHHWE JUTUTEIBHOTO BpPEMEHHW, IPUMEHEHUS
OKKJTFO3MOHHBIX MOBS30K MJIM HaHECEHUs IperapaTta Ha KoKy BOKPYT IJ1a3).

Hapywenus 3penus

Hapymenust 3peHus MOryT HaONIOJaTbCcs NPU HUCIOJIb30BAHUM CHCTEMHBIX M MECTHBIX
KOPTUKOCTEpOUI0B. Ecnm y manmeHTa HaONIOJAOTCS TaKWe CUMIITOMBI, KaK HEYETKOCTh
3peHHs MM JIpyTUe HapyLIeHHs 3peHusi, HEOOXOUMO PacCMOTPETh BOMPOC O HAIPABICHUH
naryeHTa Ha oOclenoBaHue K O(TaibMOIIOTy JUIsl OIEHKH BO3MOXHBIX NMPHYUH, KOTOPBIC
MOTYT BKJIIOYATh KaTapakTy, IVIAYKOMY WIM Takue pelkue 3a00iIeBaHusi, KaK LIEHTpalbHas
cepoznast xopuoperunonatusi (LICXPII), o xoTopbix cooOmianock mocie HCIOJb30BaHUS
CHUCTEMHBIX U MECTHBIX KOPTUKOCTEPOUIOB.

Hcronp30BaHue mpenapaToB HAaKOKHO, 0COOCHHO B TEUEHHUE UTHTEIHHOTO TIEPHO/Ia BPEMEHH,
MOYKET BBI3BATh SIBJICHHE CEHCHOMIM3anuu. B 3ToM ciydae jeueHue cienyeT MpeKpaTUTh U
HAYaTh COOTBETCTBYIOMIYIO TEPAITHIO.

Ilpumenenue 6 neouampuu



KOM®OJEPM He ciienyeT UCTIOIB30BaTh MO OKKIIIO3UOHHYIO MOBSI3KY.

CrnenyeT UMeTh B BUJy, YTO OJTY3HUKH MOTYT CO3/1aBaTh OKKIIFO3MOHHBIN 3((EeKT.
HeoOxonnMma TiiarenpHas oueHKa puck-nosb3a npu npumeHeHnn KOMOOJIEPM masu y
JieTel ¢ 4-MecsiYHOTo Bo3pacTa J10 3 JieT.

Bo epemsa bepemennocmu unu 1akmayuu

[Tpu HeoOxomumoctu npumeHenus npenapara KOM®OJIEPM Bo BpeMst 6epeMEHHOCTH U B
MEepUOJl TPYJHOTO BCKapMIIMBAHUSI CIEAYET TLIATEIbHO B3BEIIMBATh MOTCHIIMAIBHBIA PUCK
JUISL TUIOJA M O’KMJIAEMYHO IOJIb3Y JICUEHHUsS IJIs MaTepu. B 3Tu mepuonabl HE peKOMEHIYeTCs
JUTUTENIBHOE TPUMEHEHHUE ITpenapara Ha OOIHUPHBIX OBEPXHOCTSIX KOXKHU.

KopmsimuMm MatepsiM He cie1yeT HaHOCUTh IIpernapaTr Ha MOJIOYHBIE KEJIE3bl.

Ocobennocmu 61UaHUA NPenapama Ha CHOCOOHOCMb YPABISAMb MPAHCNOPMHBIM CPEOCHEOM
UNU NOMEHYUATLHO ONACHBIMU MEXAHUSMAMU

He BeIsiBIIEHO.

PeKOMeH)IaHl/II/I Mo NMPUMEHCHHUIO

Pesrcum oo3uposanusn
[Tpenapat HaHOCAT 1 pa3 B CyTKH TOHKUM CJIOEM Ha NOPAKEHHbIE YUaCTKH KOXKHU.

Memoo u nymo 66edenus
HapyxHo.

ﬂﬂumeﬂbHOCmb Jle4yenHun

Kak mpaBuno, UIMTENTBHOCTh HENPEPHIBHOTO E€XEAHEBHOTO JICUCHMS] IPErapaToM
KOM®O/IEPM He nomkHa npeBblaTh 12 Heaenb s B3POCIbIX.

Tlayuenmui demckoeo 6o3pacma

JnuTenbHOCTh HEMpEephIBHOIO €xeaHeBHOoro jedenus npenaparoMm KOM®OIEPM y nereit
HE JI0JKHA TIPEBBIIATE 4-X HEEINb.

Jnst nedeHus NJIMTENbHBIX XPOHUYECKUX BOCHAIMTEIBHBIX KOXHBIX MPOLIECCOB MPH OYECHB
Cyxoll Koxke HeoOxoauma Oe3BojHas JiekapcTBeHHass ¢opMma. OKKIIO3MOHHBIN 3ddexT
npernapata KOM®OJIEPM o6ecnieunBaeT BbIpakeHHOE JiedeOHOE BO3JCHCTBUE AaKe MPHU
3HAYUTENILHON JTUXCHU(PUKAIIMHA U UHPUIbTPALIUN.

Mepwl, Komopwvie HeodX00UMO NPUHAMD 6 CIyUae nepedo3uposKu

[Tpu M3yuyeHUH OCTPO TOKCHUYHOCTH METWUIIIPETHU30JIOHA allelOHaTa He OBLJIO BBIABICHO
KaKoro-mub0o pHUCKa OCTPOM HMHTOKCHKAIIMM TIPH YPE3MEPHOM OJHOKPATHOM KOXHOM
MPUMEHEHUU (HaHEeCEHUU Tpernapara Ha OOJBIIYIO TUIOIMIAIL MPU YCIOBUAX, OJarompusSTHBIX
JUTst aOCOpOLIMM) WIIM HETIPeTHaMEPEHHOM MprUeMe BHYTPb.

[Tpu ypesMepHO AOITOM W/WIM WHTEHCHBHOM MPUMEHEHUU TIIOKOKOPTUKOCTEPOUIOB IS
HApY>KHOTO TIPUMEHEHHUS MOXKET pa3BUThC aTpoduss KoM (MCTOHUEHHUE KOXKH,
TEJICAaHTUIKTA3UH, CTPUN).

[Tpu nosiBneHuu arpoduu mpemnapar HEOOXO0AUMO OTMEHUTD.

Pexomenoayuu no oopawenuio 3a KoHcyabmayueu K MeOUUUHCKOMY
PaboOmHuUKy 011 pa3vACHEHUs Chocoda NPUMEHEeHUA J1eKaApPCMEEeHHO20
npenapama

B cnyuae BO3HWUKHOBEHHS BOIMPOCOB 110 TMPUMEHEHMIO IMIperapara MalHueHTy CIeayeT
oOpalartscsi K CBOEMy JiedaleMy Bpady.

Onucanue HeXeJATeJIbHbIX PeaKluil, KOTOpble MNPOSABJIAIOTCH IPHU
crangapTHoM npuMeHennu JIII u mepwbl, KoTopbIe cieayeT NPUHATH B ITOM
ciay4ae



YacroTa HEKeNaTeNbHBIX PEaKIUi, HAONIOMABIIMXCS B KIMHUYECKUX HCCICTOBAHMSIX,
ykazaHa B cootrBeTcTBUH ¢ MedDRA: ouenp vacto (>1/10); gacro (>1/100, <1/10); HeuacTto
(>1/1 000, <1/100); peaxo (=1/10 000, <1/1 000); ouennr pemko (<1/10 000); gacrora
HEU3BECTHA (YacTOTa HE MOXET OBITh ONpE/IesIeHa IO UMEIOIUMCS TaHHBIM).

Yacmo:

- onmnukynur;

- ¥OKCHHE.

Heuacmo:

- yCTYJIHI,

- BE3UKYIIbI,

- 3y1,

- 00JIB;

- OpHUTEMa,

- MaIyJIbl;

- TPEIIUHBI KOXKH,

- TEeJI€aHTUIKTAZHU.

Yacmoma neuzeecmua:

- IOBBILLIEHHAS YYBCTBUTEIBHOCTH K Mpernapary;

- TUTICPTPHXO03;

- aKHe;

- aTpous KOXKH,

- PaCTSDKKH Ha KOXKE;

- IEpUOPAIBHBIN JEPMATHUT;

- I3MEHEHHUE [[BETA KOXKU;

- aJUIEPTUYECKUE PEAKIINH KOXKH,

- HEYETKOCTh 3pEHUSI.

Ilpy  BO3HMKHOBEHHMHM  HEXKeJATEJbHbIX JIEKAPCTBEHHBLIX  peaKkuui
o0pamiaTbcs K  MEIUIUHCKOMY Ppa0OTHHUKY, (apManeBTHYECKOMY
Pa0dOTHUKY WM HANPSAMY0 B HH(POPMALMOHHYIO 0a3y [JAaHHBIX IO
HeKeJIaTeJbHbIM peaknusM (JeliCTBUSIM) HA JeKapCTBEeHHbIE NMpenaparsl,

BKJIKOYAs CO001IEeHUS 0 HEI(P(PEKTUBHOCTH JIEKAPCTBEHHBIX NPENapaToB
PI'TI na IIXB «HauuoHnanbnslil LleHTp 3KCIIepTU3bI IEKAPCTBEHHBIX CPEIACTB U MEAULMHCKUX
m3nenuitn» Komwurera meauuuHckoro u (apMaleBTUYECKOro KOHTpoJis MuHuCTepcTBa
3npaBooxpaneHus Pecyonuku Kazaxcran

http://www.ndda.kz

I[OHOJ'IHHTCJII)HLIC CBeACHUA

Cocmas JIEKApCmeeHHo20 npenapama

100 r ma3u coxepxkar:

aKmugHoe geujecmeo. METUIIPEHN30JI0HA anenoHaT B nepecuere Ha 100 % Bemiectso — 0,1
r;

6cnomozamenvHvle Geujecmea: Ba3eNHUH, NapaduH SKUIKUH, KIEIEeBUHBI OOBIKHOBEHHON
CeMSTH MacJi0, BOCK MYEIITMHBIN OCIBIN.

Onucanue BHEIHEro BU/a, 3a1axa, BKyca
OnmHopoaHasi TOJyIpo3payHas Ma3b OT O€Joro J0 OeNoro ¢ CepoBaThIM HIIA KEITOBATHIM
OTTCHKOM IIBC€TA. I[OHyCKaeTCSI HAJINYHUC XapaKTCPHOT'O 3aliaxa.


http://www.ndda.kz/

@®opma BBINYCKA U YIIAKOBKA

Mas3p nns Hapyx)Horo npumenenus 0,1 %.

[To 15 nnm 30 r mpenapara MOMENMAIOT B AIIOMHUHHUEBBIC TYOBI.

[To 1 TyOe BMecTe ¢ MHCTPYKIMEH IO METUIITHCKOMY MTPUMEHEHUIO Ha Ka3aXCKOM M PYCCKOM
S3BIKaX TMTOMEIIAIOT B KAPTOHHYIO MAUKYy.

Cpok xpaHeHus1
2roga
He IIPUMCEHATH 110 UCTCUCHUHN CPOKa FO,I[HOCTI/I!

Ycnosun XPaHenun
IIpu Temnepatype He Bbitie 25 °C.
XpaHUTb B HEJIOCTYITHOM JUIsl IeTel mecte!

Yci0Bus 0TIyCKa M3 alITEK
bes penenita

CBEIICHI/ISI 0 IMMPOM3BOAMUTEJIC

AK1moHepHoe 001ecTBo «XuMuko-hapmareBrruaeckuii komouHat «AKPUXHWH»
(AO «<AKPUXWH»), Poccust 142450, MockoBckast 00J71acTh, I.0. boropoackui,

r. Crapas Kynasna, yn. Kuposa, 1. 29, ctp. 3.

Tenedon/dakc: +7 (495) 702-95-03

DnekTponHas nmoyra: info@akrikhin.ru

Jepxaresib perucTpauMOHHOI0 YA0CTOBEPEHMS

AO «Xumpapm», Pecnybnuka Kazaxcran, r. llIsiMkeHT, yi1. Pamunosa, 81
Howmep Tenedona 7252 (561342)

Homep pakca 7252 (561342)

Anpec snekTpoHHO# mouThkl infomed@santo.kz

HaunMeHoBaHue, aapec M KOHTAKTHbIe JaHHbIE¢ (TejedOH, 3JIEKTPOHHAA
mo4yra) opranuzanuu Ha  tTeppuropum PecnyOumkum  Kaszaxcraw,
NPUHUMAKOLIEH NpeTeH3un (mpenyiomxeHust) no Ka4ecTBY
JIEKAPCTBEHHBIX CPEACTB OT MNOTpedOMTEe]eil M  OTBETCTBEHHOW 3a
MOCTPEruCTPANMOHHOE Ha0/I0eHHe 32 0e30IaCHOCTBI0 JIEKAPCTBEHHOIO
cpeacTBa

AO «Xumpapm», Pecniybnuka Kazaxcran, r. lIsiMkenT, yn. Pammnosa, 81
Howmep Tenedona +7 7252 (610151)

Howmep aBTooTBeTunka +7 7252 (561342)

Anpec 371eKTpoHHOM mouThl complaints@santo.kz
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