YTBEPXKJIEHA

[Ipuxkazom [Ipencenarens

PI'Y «KomMuteT MeIUIIMHCKOTO

1 (hapMareBTUYECKOr0 KOHTPOJIS
MunucTEpCTBA 3APaBOOXPAHEHUS
Pecry6mmuku Kazaxcrany»

ot 09.06.2022r.

Ne N053169

NucTpyknusi Mo MeIMIMHCKOMY NPUMeEHEHUI0
JIEKAPCTBEHHOT0 npenapara (JIMCcTOK-BKJIAIBII)

Toprosoe HaumeHoBaHHE
OPHUKAII®

MeskayHapoaHOe HEMATEHTOBAHHOE HA3BaHUE
OpHupazon

JlekapcrBeHHasi popma, 103MpoOBKa
TabneTku, MOKPHITHIE TNICHOYHOU 00051049K0i, 250 Mr 1 500 Mr

dapmakoTepaneBTHYECKas IPyma

[IpoTrBonapasuTapHbie Ipernaparsl, WHCEKTULM/IbI 151 PENEIUIEHTHI.
[IpotuBomnpoTo3oiinbie mpenaparsl. [Ipenaparsl, mpuMeHsieMble Tpu amebuasze u
JIPYTUX  TPOTO30MHBIX  3a0oyieBaHMsIX. HuTpomMumgazona  MpOU3BOIHBIC.
OpHupazosn.

Kox ATX PO1ABO3

IHoxkazaHus K NPUMEHECHUIO

[Toka3anuss K  TPUMEHCHWIO  BBITEKAIOT W3  aHTHOAKTEpHATLHOH U
MIPOTHUBOIIAPA3UTAPHON AKTUBHOCTH OPHHUIA30J1a M €ro (papMaKOKHMHETHYECKHX
XapaKTEPHUCTHK.

- amebuas

- YPOTE€HUTATBHBIA TPUXOMOHHUA3

- IAMOIN03

- mpoduiakTHYecKoe JieueHHe WHQGEKIM YyBCTBUTEIBHBIMH aHAdPOOHBIMU
BO3OYAWTENIMH BO BpeMs OIEPATUBHBIX BMEMIATEIBCTB, COMPSDKCHHBIX C
BBICOKMM PUCKOM BO3HUKHOBEHUS JAHHOTO BHIa MH(EKINI

IlepeyeHb cBeieHNid, HEOOXOAUMBIX /10 HAYAJIA PUMEHEHUS
Ilpomueonokazanus

- TOBBIIIEHHAS] YYBCTBUTEIBHOCTh K OPHHUAA30Jly U POIACTBEHHBIM BELIECTBAM
(MMUIa30J1aM) WM K JIIOOOMY U3 BCTIOMOTATENIbHBIX BEIIECTB

- IETCKUI BO3pacT A0 6 JeT



- 0epeMEeHHOCTh

Heo6x00umvie mepvt nPe00CmopoNCHOCIU NPU NPUMEHEHUU
Ilpeoynpesicoenusi:

- IlpepBarp jeueHue B cilydae aTaKCUHU, TOJOBOKPY)KCHHUS WM CITyTaHHOCTH
CO3HAHMSI,

- YuuThIBaTh PUCK YXYIILIECHUS HEBPOJOTMUECKOrO0 CTaryca y MaIlMEHTOB C
TSOKEJIBIMH, (PUKCUPOBAHHBIMH HWJIM TPOTPECCHPYIONIMMH I[EHTPAIbHBIMA U
nepudepUIeCKUMU HEBPOJIOTHUESCKIMHU PacCTPONCTBAMU

Mepul npedocmoposircHocmu npu UCNONb308AHUU.:

-IPOBEPHTE JICUKOIMTAPHYIO0 (OpMYITy B CiIydae HAIW4YUS B aHAMHE3€ TUCKPA3HH
KpPOBH, JICUCHHUS BHICOKUMH JT03aMHU W/WJTU JJIATEITHLHOTO JICUCHUS;

B cBs3u ¢ TeM, 4TO mpenapaT MPUHAIJICKAT K TPYIIE HUTPO-5-UMHUIA30JI0B,
COOOIIANOCH O CIy4asX MEepea03UPOBKH C BEKYPOHHUS OpOMUIOM

B3aumoneiicTBHA ¢ APYTUMH J1eKAPCTBEHHBIMH NIPeNapaTaMu

He pekoMeHayeTcs COBMEIIATh € aJKOT0JIEM, TaK KaK BO3MOYKHO BO3HMKHOBEHHE
HE)KEJIaTEeJIbHBIX PEaKIUil B BUJIE *kKapa, MOKPACHEHUH, pBOTHI, TAXUKAPIUU.
OpHUa3051 YCUIIMBAET JEHCTBUE MEPOPATbHBIX aHTHUKOATYJISIHTOB KyMapUHOBOTO
psana. Jlo3a koaryisiHTa JOJDKHA ObITh CKOPPEKTUPOBAHA COOTBETCTBYIOIIUM
obpazoMm. OpHHIA301 MNPOAJIEBAET MHUKPOPENAKCUPYIOMUNA 3(P(EKT BEKYypOHHS
OpomMua.

Oco0sie mpobemsl nucbananca MHO.

Coo0011anoch 0 MHOTOYHCIIEHHBIX CIIyYasxX MOBBIIICHUS aKTUBHOCTH MEPOPATHHBIX
AHTHKOATYJITHTOB y TAIMEHTOB, MOJIYyYarolIMX aHTHOMOTHKH. DaKkTopaMu pHcKa
BBICTYNAIOT BBIPAKEHHBIM WMH(EKIIMOHHBI WM BOCHAIUTEIBHBIA KOHTEKCT,
BO3pacT W o0uiee cocTosiHue OOJbHOTO. B 3TUX yCHOBHSX MpeACTaBIsIETCS
3aTPYJHUTENIbHBIM Pa3rpaHUuUTh WH(EKIIMOHHYIO MATOJOTHIO U €€ JICYEeHHE MpHU
BO3HUKHOBeHUHU aucbamanca MHO. OpgHako HEKOTOpbIE KJacChl aHTUOMOTHKOB
UMEIOT Oosblllee 3HAUYE€HHE: K HUM OTHOCATCA (DTOPXUHOJIOHBI, MaKpOJIUIbI,
HUKJIMHBI, KOTPUMOKCA30JI U HEKOTOPbIE 1Ie(aioCIOPUHBI.

Cneyuanvnbie npedynpercoeHus

Bo epems 6epemennocmu u iakmayuu

Crnenyet n3beraTh Ha3HAYCHUS OPHHIA30JIa BO BpeMs OEPEMEHHOCTH U B IEPUOJ
JaKTallUA W3-32 OTCYTCTBUS TPHUTOIHBIX JUISI HMCIIOJIB30BAHMS KIMHUYECKUX H
AKCIIEPUMEHTAIBHBIX JaHHBIX.

OcobenHocmu 8IUAHUS NPpenapama Ha CROCOOHOCMb YIPAGISMb MPAHCNOPMHBIM

cpedcmeom Uil NOMEHYUAIbHO ONACHbIMU MEXAHUSMAMU

V maumentos, npuruMaromux OPHUKAII®, moryT HaGmOmaThCS COHJIUBOCT,
TOJIOBOKPYKEHHUE, TPEMOP, PUTHUIAHOCTb, HAPYLIEHHWE KOOPAWHALMHU, CYIOPOTH,
TOJIOBOKPYKEHHE WJIA BPEMEHHAS MOTEPsI CO3HAHMS. BO3HUKIIME SIBICHUS MOTYT
MOBJIMATh HA JEATEIbHOCTh, TPEOYIONIYI0 TOBBIIMICHHOTO BHUMAHUS TMPHU
YIPABJICHUH MEXaHUYECKUMH CPEJICTBAMHU, BKIIFOYAsi aBTOMOOUITh



Pexomenaanuu no npuMeHeHH IO

Peostcum 0o3uposanus

nsa neuenus amebuasa:

B3pocnsiM HazHayaroT BHyTph 110 1000-1500 Mr omHOKpaTHO BEYEPOM.

Jlemu cmapwe 6 1em u noOpocmku.

TepameBTuyeckyo 103y YyCTaHaBIMBAIOT M3 pacuera 30 MI/KT Macchl Tena
OJTHOKPATHO.

s neuenus mpuxomonuasa:

Ocmpbli mpuxomonuasz:

B3pocabim — 1500 Mr oIHOKpaTHO BEYEPOM («MUHYTHOE JICUECHUE) )

Xponuueckui mpuxomoHuasz:

B3pocabim — o 1000 mr.

Hemu cmapwie 6 nem u noopocmku:

TepaneBTUYECKYI0 103y YCTaHABIMBAIOT M3 pacyera 30 MI/KI Maccel Tena
OJTHOKPATHO.

s nevenus nambauosa:

B3pocabim — o 1000 Mr oTHOKpaTHO BEYEPOM.

Jlemu cmapwe 6 1em u noopocmku.

TepaneBTUYECKYI0 103y YCTaHaBIMBAIOT M3 pacyera 30 MI/KI Maccel Tena
OJTHOKPATHO.

Jleuenue ana’pobHvix 6aKmepuaIbHbiX UHPEKYuUll

B3pocibim — 10 1500 Mr B cyTku

Hemu cmapwe 6 nem u noopocmku:

TepaneBTHYECKy0 103y YCTaHABIUBAIOT U3 pacuera ot 20 10 30 MI/Kr/naeHsb.
IIpoghunaxmuxa nocreonepayuoHHbIX uHGEKYUli AHA3POOHBIMU 8030YOUMENAMU
B3pocnbiM- 110 onepanuu — 500 mr npuMepHo 3a 12 94 10 BMeaTenbCcTBa, nocie
oneparuu: mo 500 mr kaxaesle 12 4 B TeyeHue 3 nHEW (BO3MOXKHA 3amMeHa
UHBEKIIMOHHOHN (hOPMBI).

Memoo u nymo 66edenus

Tabnerku OPHUKAII® nprHrMaroTCs IEpOpaibHO MOCHE €/Ibl

Mepwl, Komopwvie HeodX00UMO NPUHAMD 6 CIyUae nepedo3uposKu

Cumnmomvl

B ciyyasx nepeno3upoBKH CUMITOMBI HEKEIATENbHBIX PEaKUUi MPOSBIISIOTCS B
Oonee TsoKENON hopme

Jleuenue

Her xakux-mub0 NpOTHUBOJEHCTBYIOIIUX CpPEACTB. B cilyyae BO3HUKHOBEHUS
CYJIOpPOI' PEKOMEHIyETCS AHA3EIaM.

Pexkomenoayuu no oopawenuro 3a KoHcynbmauuen K MeOUUUHCKOMY
PAOOMHUKY 071  PA3bACHEHUA ChocoOa NPUMEHEHUA JeKapCHEeHH020
npenapama

OOpaturech K Bpady 3a COBETOM MPEXKIE, YEM IPUHUMATH JIEKAPCTBEHHBIM
npenapar.



Onucanne HexeJaTeJbHBIX peaknuil, KOTOpPble MNPOSIBJISIOTCA NP
cranaapTHoM npumeHenum JIII u mepsbl, KOTOpBbIE CileAyeT NPUHATH B 3TOM
ciy4ae

Peoko:

-TOIIIHOTA, TaCTPaJITUsl, ATAKCHUSI

-TOJIOBOKPY>KEHUE, TOJIOBHAsI 00JIb, CTyTAHHOCTh CO3HAHUS

-KO>KHAasI CHITIb

OueHb peaxo:

-TeIaTUTa

-ITpu BBICOKHX J03aX WIJIM MPU JJIUTEILHOM JICUCHUH: JIEHKOTICHUS

Ilpu  BO3HMKHOBEHMH  HEXKeJATEJIbHbIX  JICKAPCTBEHHbIX  peakuui
o0pamaTbCcd K MeIUIMHCKOMY pa0o0THHUKY, apManeBTHUYECKOMY PA0OTHUKY
WIM HANpPSAMYK0 B HHGPOPMALMOHHYI) 0a3y JAHHBIX 10 HeXKeJATeJIbHbIM
peakuusiM (IeMCTBHUSIM) HAa JIeKAPCTBEHHbIC IMpenapatbl, BKJIKYAs
coo0meHnst 0 HeAPPEeKTUBHOCTH JIEKAPCTBEHHBIX NMPENapaToB

PI'Tl na IIXB «HanuoHambHBIM LEHTP S3KCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB U
METUIMHCKUX u3fenui»y Komurera MEAMIIMHCKOTO H  (papMaieBTHUECKOTO
KOHTpoJisi MunucrepcTBa 3apaBooxpanenus Pecnyonuku Kazaxcran
http://www.ndda.kz

JlomoJtHUTEIbHbIE CBEIEHUS

Cocmae nexkapcmeennoz2o npenapama

Opna TabneTka CoAepKUT:

akmugHoe geujecmeo - opauaaszoit 250 mr, 500 mr

8cnomozamenvHble geujecmea — 10032 MUKpokpuctamumueckas (PH 102),
Kpaxmajl KyKypy3Hbli, ruapokcunponwinemonoda KLUCEL - LF, maraus
creapar
cocmaé 0bonouky — nuenouHas o6onouka Opadry White 02A28361"

- coctaB Opadry White 02A28361: runpomemnosa(E464), tutana auokcua
(E171), Tanbk

Onucanue eneuwinez2o uoa, 3anaxa, 6Kyca
TabneTku, MOKPHIThIC MJICHOYHON OO0O0JOYKOM MOYTH OEJNoro IBETa, KPYTJbIE C
JIBOSIKOBBITTYKJION TTOBEPXHOCTHIO

dDopMma BbINYCKA M YIIAKOBKA
ITo 10 Tabnerox (s mo3upoBku 250 mr), o S unu 10 TaGraeTox (1715 103UPOBKU

500 mr) momMeniaroT B KOHTYPHYIO STYEMKOBYIO YIIAKOBKY U3 HEMPO3PAaYHOU IUIEHKH
MOJIUBUHXJIOPUTHOM ¥ (POJIEIH AITFOMUHUEBON TIEYaTHOM.

[To 1 umu 2 (o 10 Tabnerok) wiu 2 wim 4 (mo 5 TabIeTOK) KOHTYPHOU YITaKOBKH
BMECTE C MHCTPYKLHUEN M0 MEIULIMHCKOMY NMPUMEHEHUIO Ha FOCYJapCTBEHHOM M
PYCCKOM SI3bIKaX TOMEIIAIOT B MAuKy KAPTOHHYIO C TOJIOrpaMMON (UPMBI-
MIPOU3BOIUTEIIS.


http://www.ndda.kz/

Cpok xpaHeHus1

3 rona

He npuMeHsTh 0 UCTEYEHUH CPOKA TOTHOCTH !

Ycnoeua xpanenusn

XpaHHUTh B CyXOM, 3aIIUIICHHOM OT CBETa MECTE, IIPHU TEMIIEPATYPE HE BHIIIE
25°C.

XpaHUTh B HEJOCTYITHOM JJIs1 ieTeil mecte!

Yci0oBus 0TIyCKA M3 alITEK
ITo penenty

CBeeHusl 0 NIPpOU3BOAUTEIIE

AO «Hoben Anmatunckas ®@apmanepruueckas Oadpukar»
PecnybOnuka Kazaxcran, r. Anmartsl, yi. llleBuenko, 162 E
Ten.: (+7 727) 399-50-50

®axc: (+7 727) 399-60-60

AJipec 3IeKTpOHHOM oUTHL: nobel@nobel . kz

Jlep:xaTesib perucTPalMOHHOI0 YA0CTOBEPEHMsI

AO «Hoben Anmatunckas ®apmaneBruueckas Oadpukar»
Pecnybnuka Kazaxcran, r. Anmartsl, yi. llleBuenko, 162 E
Ten.: (+7 727) 399-50-50

®axc: (+7 727) 399-60-60

AJipec 3JeKTpOHHOM TTOUTHI: nobel@nobel.kz

HaumeHoBaHue, ajgpec M KOHTAKTHbIE JaHHbIE (Tesedon, daxkc,
3JICKTPOHHAsl 10YTa) opranu3auuu Ha teppuropuu Pecny0auku Ka3zaxcran,
NPUHUMAIOLIEH NpeTeH3uu (mpenyioxeHust) no Ka4ecTBY

JIEKAPCTBEHHBIX CPEACTB OT MoOTpeOMTEeJeM M  OTBEeTCTBEHHOHM 3a
NOCTPErHCTPALMOHHOE HAa0J0eHne 3a 0e30IMACHOCTHI0 JIEKAPCTBEHHOIO
cpeacTBa

AO «HobGen Anmarunckas ®@apmarieBtuueckas @adpukay

Pecnybnuka Kazaxcran, r. Anmartsl, yi. llleBuenko, 162 E

Ten.: (+7 727) 399-50-50

®axc: (+7 727) 399-60-60

Agpec 25eKTpoHHOM moYThI: nobel@nobel.kz
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