JIMCTOK-BKJIAABII — HHGOPMALMS JJI51 MAUUEHTA

CA®HEJIO®, 300 Mr, KOHIHEHTPAT /IJIsi IPUTOTOBJIEHUsI PAcTBOPA AJIst MHY3uii

JlelicTBytoee BemecTBo: anudporymad

JlexapcTBeHHBINM mpenapar IOJUICKUT  JONOJIHUTEIBHOMY MOHUTOPHMHIY, KOTOPBIN
CIOCOOCTBYET OBICTPOMY BBISIBIICHUIO HOBBIX CBEACHHH O Oe3omacHocTH. Bbl Moxkere
OMOYb, cOO0IIast HUHPOPMALIHIO O JIFOOBIX HEXENATENbHbIX PEaKIUIX, KOTOPbIe BOSHUKIIN
B IEpUOJl MPUMEHEHUs JIEKApCTBEHHOrO Mpemnapara (B TOM YHCIE, O CIydasx €ero
HeaphekTUBHOCTH). CIIoco0 COOOIICHMSI O HeXKENAaTeIbHBIX PEaKIMIX OMUCAH B pa3zaene 4

JIMCTKa-BKJIaJbIlIa.

Ilepen npuMeHeHHeM NpenapaTa NoJHOCTHIO MPOYUTAINTE JUCTOK-BKJIA/bIII, OCKOJIbKY B

HEM CoaepiKaTcCs BaKHbIE NJIs1 Bac cBeaenus.

CoxpaHunTe TUCTOK-BKIaabII. Bo3moxHo, Bam moTpebyercs mpounTaTs ero emé pas.
Ecin y Bac BO3HHKIIH JIOTIOJIHUTEIBHBIC BOIIPOCHI, 00PATUTECH K JICUAIleMy Bpady WU
MEJICECTPE.

[Ipenapar naznayen umeHHo Bam. He nepenasaiite ero npyrum moasm. OH MOXKET
HaBPEIUTH UM, JaK€ €CIIU CUMIITOMBI UX 3a00JIeBaHUS COBIAAAIOT ¢ Bammmu.

Ecnu y Bac Bo3HMKIM Kakue-Tn00 HexXeNaTesIbHbIE peaklui, OOpaTUTECh K JIeHalleMy
Bpauy Wiu Mejacectpe. JlaHHasi peKoMeH1alus pacpoCcTpaHsIeTcsl Ha JTF00ble BO3SMOKHBIE
He)KeJlaTeJIbHbIE peakllii, B TOM YHCiIe, Ha He TIepevHClIeHHbIE B pa3zene 4 JucTKa-

BKJIaJbIIIIA.

Coaep:xaHue JUCTKA-BKJIAAbINIA

1
2
3
4.
5
6

1.

Yro u3 cebs npeacrapiser npenapat CAOHEJIO®, u 1715 4ero ero npuMeHsIoT.
O uéMm crieyeT 3HaTh nepes npuMeHeHueM npenapara CAOHEJIO®,
[pumenenue npenapara CAGHEJIO®.

Bo3moxHbIe HEXXenaTeNlbHbIE peaKuu.

Xpanenue npenapata CAOHEJIO®.

CO,Z[Cp)KI/IMOC YIIaKOBKH U IPOYUC CBCACHUS.

Yro u3 cedst npeacrapiasier npenapat CA®HEJIO®, u 1/1s1 4ero ero npuMeHsiioT

[Ipenapar CA®HEJIO® conepur aeicTByIONIee BEMECTBO aHH(PPOTyMad, KOTOPOE OTHOCHTCS

K TIpynmne mnperaparoB 101 06H_[I/IM Ha3BAHUCM «MMMYHOICTIPCCCAHTBI; CCJICKTHBHBIC



MMMYHOJCTIPECCAaHTh. AHU(]poIyMald SBISIETCS CHNENHATBbHBIM O€IKOM (MOHOKJIOHAIBHBIM

AQHTHUTEJIOM), KOTOPBIN CBA3BIBAETCS C OIIPENIEIICHHON MUIIEHBIO B OPraHU3ME.

IHoka3anusi K NpUMeHEeHUI0

[penapar CA®HEJIO® npuMensieTcsl 1715 JIedeH s B3POCIBIX B BO3pacTe OT 18 JeT ¢ aKTHBHOI
CpeIHEeTSIZKEJI0H U TS/KEI0H cucTeMHOM KpacHo# Bosryankoii (CKB) c Hannunem aytoanTuTen
(ompenencHHBIX OENKOB, BbIPA0ATHIBAEMBIX MMMYHHOH CHCTEMOH M HAIpPaBIICHHBIX MPOTUB
COOCTBEHHBIX OCJKOB 4YeJOBEeKa), Y KOTOPBHIX 3a00JeBaHHE HEIOCTATOYHO KOHTPOJIUPYETCS
CTaHIapTHBIM JICYECHUEM (TIIFOKOKOPTUKOCTEPOHIAMH JUISL npuéma BHYTPb,
UMMYHOJICTIPECCAHTAMH W/WJIA TPOTUBOMAIIIPUMHBIMYU TIpEnapaTaMu).

Bb1 6ynere npumensith npenapat CA@HEJIO® Bmecre co cranaapTubiM jgedennem CKB.
[Tpu CKB cucrema opranusma, kotopast 6opercs ¢ MHpeKuusaMu (MMMyHHas cucTeMa), aTakyeT
COOCTBEHHBIE KJIETKH M TKaHW. DTO BbI3bIBAET BOCHalieHHE M HopaxkeHue opraHos. [Ipu CKB
MOTYT MOpa)XaTbCsl MPAKTUUECKU JIFOObIE OpraHbl, BKJIIOYas KOXY, CYCTaBbl, IIOYKH, TOJOBHOU
MO3T W JpYyTrHe€ OpraHbl. JTO MOXXET BBI3BIBaTh OOJIb, CHIb, MPHUIYXJIOCTH CYCTaBOB, JXKap,

OIYIICHHUE CHJIBHOM ¢J1a00CTH MJIN YCTAJIOCTH.

Cnoco0 aeiicTBusi npenapara

[Tpu CKB oTmeuaeTcsi BBICOKOE COJEp)KaHUE OIpENeiIEHHbIX OENKOB, KOTOpbIE Ha3bIBAIOTCS
«uHTep(epoHsl THIMA |» U CTUMYIMPYIOT UMMYHHYIO cucTeMy. AHU(poiymMald CBS3bIBaeTCS C
MUILEHBIO (PELenTOPOM), Ha KOTOPYIO BO3AECHUCTBYIOT 3TH OCJIKM, M CHUXKAET aKTUBHOCTh 3TUX
6enkoB. TakuMm oOpa3oM, CHUKEHHME AKTHUBHOCTH OEJIKOB MOYKET YMEHBUIMTH BOCIHAJIECHHUE B

Bamem opranusme, kotopoe BbI3biBaeT cumntoMel CKB.

ITosab3a npumenenus npenapara CAOHEJIO®

[penapar CAOHEJIO® MoskeT HoMo4b yMeHbIIUTH akTHBHOCTE CKB U yMEHBIIHMTL KOIMYECTBO
oboctpenuii. Eciu Bel npuHuMaere BHYTpb  IpenapaTbl, KOTOpPbIE  Ha3bIBAIOTCS
IIFOKOKOPTUKOCTEpOUIaMH, TipuMeHenue npenapata CA®HEJIO® Takike MOXKET MO3BOIUTH
JedanieMy Bpady yMEHBIINTH Balry exeIHEBHYIO 103y TIIIOKOKOPTUKOCTEPOUA, IPUMEHIEMOTO

Ju1st KouTpoas CKB.

Ecnu yiyunienue npu jedenuu npenaparom CAGHEJIO® e nactynmio, unu Bel uyBcTByeTe

YXyALICHHUC, HCO6XO,[[I/IMO O6paTI/ITLCSI K Bpauy.

2. O 4ém caenyer 3HaTh nepea npuMenenuem npenapara CAOHEJIO®



IIporuBonokazanus
He npumensiite npenapatr CAGHEJIO®:
e eciu y Bac amneprust Ha anugpoiymad wiu Jiro0ble Ipyrue KOMIIOHEHTHI ITperapara

(mepeuuncieHHbIC B pa3jaesie 6 JIMCTKa-BKIIAbIIIA).

Oco0ble ykazaHusi 1 Mepbl IPEI0CTOPOKHOCTH

Iepen npumenenuem npenapata CAGHEJIO® npokoHCYIbTHPYHTECH C JIeYalIiM BPAdOM.

Ilepen npumenenuem npenapata CA@HEJIO® coobmuTe jedyamemMy Bpady, eciim:

e vy Bac korga-n0o orMevanach ajjieprudeckas peakums Ha 3TOT [Ipenapar (Jlauee 1o
TEKCTYy yKa3aHbI IPU3HAKHU CEPhE3HBIX AUICPTUUCCKUX Peakini 1 HH(EKIuii);

e y Bac Bo3HuKIa HH(eKIMSA, WM TOSBUIMCH IPU3HAKY HHPEKIUH (Aajee M0 TEKCTY
yKa3aHbl IPU3HAKU CEPhE3HBIX ANIEPTUYECKUX PEaKUi U UH(EKIHiT);

e y Bac anuTenpHas uiam nepuoandecky BO300HOBIIIONIAACS HHPEKIMS,

e y Bac umeercs nopakeHue no4yeKk Wik HEpBHOU cucTeMbl, Boi3BaHHOEe CKB;

e vy Bac pak, wim panee ObLI paK;

e Bawm HelaBHO NpPOBENM BaKIIMHALMIO (MMMYHHU3aLUIO), WK IUIAHUPYETCs BakMHauus. Bo
Bpems ntedenus npenaparom CAGHEJIO® Bam He cliefiyeT momydarh HEKOTOPbIE BAKIUHBI
(’KUBbIE UJIU J)KUBBIE OCIa0JIEHHbIE BaKIIMHbI);

e  BrI mosyvaere Apyroi OMOIOTHYECKUH JICKApCTBEHHBIN IIpemapaT (HarpuMep, oerumymad
nist neuenust CKB);

e  Br1 OepeMeHHBI M KOPMUTE peOEHKA IPYJIBIO;

e y Bac Hapymenue QyHKIMU TOYEK TSKENTON CTENEHU WM CTalusl OMACHBIX OCI0KHEHUN
MOYEYHON HEJOCTATOYHOCTH (TEPMHUHAIIbHAS CTa/IUsl TOUYEYHON HEJOCTATOYHOCTH);

e eciu Bam menee 18 ser.

Coobuure Bamemy Bpauy uiau MescecTpe 10 Hadana jedenus npenapatom CA®HEJIO®, eciu

4yTO-TH00 U3 BBIIIICYKA3aHHOT'O MOKET OBITh IMPUMCHHUMO K Bawm.

OOpaTuTe BHUMaHHE HA BO3MOKHbIE NIPU3HAKH U CUMIITOMBI CePbE3HBIX AJ1JIePrHYecKUX
peakuuii 1 HHpeK Ui

[penapar CAOHEJIO® MoxeT BbI3bIBATH CepbE3HbIE a/llepruyecKue peakuum
(anadunakcuio) — cm. pazaen 4 nuctka-pkiazasina. Hemenienno ooparurech 3a
MeIUIUHCKON MoMoIIbI0, €ciii Bbl cuntaere, uro y Bac, BO3MOXHO, BOBHUKIIA CEpbE3HAs
annepruyeckas peakuus. E€ nmpu3Haku MOTYT BKIIOYATh:

L4 OTEK JIANa, sI3bIKa MW TopJia,



®  3aTPYAHEHHOE JBIXAHUE;

° OINYIICHNEC npeno6M0p0quro COCTOSIHUS, T'OJIOBOKPYKCHHE (I/I3'33 PE3KOTI'0 CHUIKCHUA

apTepHalIbHOTO JIaBJICHUS).

Bo Bpems nedenus npenapatrom CAGHEJIO® y Bac MOKeT MOBBICUTBCS PHCK BOSHUKHOBEHHS
uHpexnuii. Hemensenno coodmure Bamemy Jieyamemy Bpauy, eciau Bel 3ametuinu y ce0s
MPU3HAKK BO3MOKHOM MH(EKINH, KOTOPbIE BKIIOYAIOT:

® ’Kap ¥ IPUIMIOINOI00HOE COCTOSIHUE;

e (0O0JIb B MBIIIIAX;

e  Kallelsb WK 3aTPyIHEHHOE JbIXaHUE (BOZMOXKHbBIC PU3HAKY MHPEKIUHN JAbIXaTeIbHBIX

nyTel, cM. pas3zen 4 JIMCTKa-BKIIAbIIIa);

® YYyBCTBO JKE€HUSI IPU MOYEUCITYCKAHUHU WU YYAIEHHOE MOUYEHCITYCKAHHUE;

e uapes Wi 00Jb B )KUBOTE;

® KOXKHAsl ChIIb KPACHOTO IBETA, KOTOPAsi MOXKET BBI3BIBATH OOJIb M JKKCHHE (BO3ZMOKHBIN

IMPU3HAK OIMOACBIBAIOUICTO JiMlIasa, CM. pa3aciI 4 JII/ICTKa-BKJIaIII)IHIa).

JdeTn v moapoCTKH
[penapar CAOHEJIO® ne npumensiercs y aereil B Bospacte ot 0 10 18 11T, moToMy 4Tto

0€301acHOCTh U APPEKTUBHOCTH MPUMEHEHHSI STOTO TpenapaTa y HUX He YCTaHOBJICHBI.

Jlpyrue npenapatbl u npenapat CAOHEJIO®

Coo01muTe neyamieMy Bpady, eciiu:

o Bri IMPUMCEHACTE, HCAABHO IMMPUMCHAIN UM MOXKETC HAYaTh IPUMCHATH Kakue-1n0o Apyruec
npenaparsl,

e Bawm HelaBHO MpOBENH BaKIIMHALMIO (MMMYHHU3AIUIO), UM TJIaHUpYeTCs BakuuHanus. Bo
Bpemst Jieuenus npenaparom CAOHEJIO® Bam He cieayer mojy4aTh HEKOTOpPbIE
BaKkUMHBI. [Ipy HaMM4YMKU BOpOCOB 0OpaTUTECH K JieallleMy Bpady JI0 Hadyajla ¥ BO BpeMs

nedenus npenaparom CAOGHEJIO®,

BepemeHHOCTDH M rpyAHOE BCKAPDMJINBAHHE
Ecnu Bel OepemMeHHBI WM KOPMUTE IPyAbIO, TyMaeTe, 4To 3abepeMeHeNH, WK IUTaHUpYyeTe
OepeMeHHOCTh, TIEpe]] HaualoM IPUMEHEHUs ITpernapara MPOKOHCYJIbTUPYNUTECH C JIeHaluM

BpayuoM.

bepemeHHOCTD



Henssectro, moxet i npenapat CA®HEJIO® npuunanTs Bpen Bamemy OyaymeMy peGeHKy.
. Iepen nauanom nedenus npenaparom CAGHEJIO® coobiuTe nevamemy Bpauy, eciu Bl
OepeMeHHBI WK TyMaeTe, 4To 3abepemeHenu. Jleuammii Bpad pemuT, MOXeTe T Bb

[10JIy4aTh JICUEHUE 3TUM MPENapaToM.

o Ecnu Bol minanupyere 6epeMeHHOCTh BO BpeMs JICUECHUS 3TUM IIpernapaToM, COOOIINTE
JedaniemMy Bpauy.

. Eciu Bsl 3a6epemeneny Bo Bpems nedenus npenapatom CA®HEJIO®, coobmure
Jevamemy Bpauy. Jledamuii Bpad o0cyaut ¢ Bamu, moxere i1 Bbl IpoomKuTh eueHne

OTHM IIpC€IIapaToM.

I'pynHOEe BckapMiIMBaHuE

. Eciu Bel KopMmute rpyisio, epes HauanoM npuMenenns npenapara CAGHEJIO®
IIPOKOHCYJIBTUPYHTECH C JeyaluM BpadyoM. HenszBecTHo, MpOHUKAET JIM Mpenapar B
rpyHO€ MOJIOKO. Jledamuii Bpau o6cyaut ¢ Bamu, cienyer i npekpaTUTh JI€YeHUE ITUM
npenapaToM, noka Bel kopmute rpyasto, wiu Bam cienyer npekpatuth rpyaHoe

BCKapMJIMBAHHC.

YnpasJ/ieHue TPAHCHOPTHBIMH CPeACTBAMHU M PpadoTa ¢ MEXaHU3MaAMM
[penapar CAOGHEJIO® He oka3bIBaeT WIM OKA3bIBAET HE3HAUMTENILHOE BIMSHKE HA CIOCOOHOCTD

K YIIPABJICHUIO TPAHCTIOPTHBIMHU CPECACTBAMU U MECXAHU3MAMMU.

3. TIpumenenue npenapata CAOHEJIO®
Bcerna npumensiTe npemnapar B II0JHOM COOTBETCTBUM C PEKOMEHJALMAMM JIEYalllero Bpaya.
[Ipu NosABIEHMH COMHEHHI OCOBeTyiiTech ¢ neyanum Bpadom. [Ipenapar CAOHEJIO® 6yner

BBOJIUTHCS BaMm B jieueOHOM yupeKIeHHH.

Pexomennyemas n03a
Pexomen yemas 103a npenapata CAOHEJIO® cocrasnser 300 mr.

Bl 6yete nosy4dars npenapat CAOHEJIO® 1 pas B 4 Hezenw.

ITyTh 1 cnocod npuMeHeHus
Jlewammit Bpau uu Mesacectpa BeeayT Bam npenapatr CAGHEJIO® ¢ HOMOIIBIO KaneIbHUIIbI
(mocpenctBoM nHGY3UH) B BeHy. [IpogomkutensHOCTh BBeAeHUs (MHMY3un) coctaBut 30

MUHYT.



Eciu Boi 3206111 npumennts npenapat CAOHEJIO®
Hememienno oOpatuTech K JieyanieMy Bpady. Bpad onpenenut Bpemsi BBEACHUS CleAyOIEH

JI03bI IIpenapara.

Eciu Bol npexkparuin npumenenne npenapara CAOHEJIO®
Jlevamuii Bpau peuuT, €ciiu MoTpedyeTcs MpeKpaIieHue JICUSHUS STUM MIPETapaToM.

[Tpu HanMuMK BOIPOCOB 10 MPUMEHEHUIO Mpernapara o0paTUTECh K JeyalleMy Bpauy.

4. Bo3MoO:KHbIE He:keJIaTeJIbHbIe PeaKIuu

[Tomo6HO BCceM JIEKapCTBEHHBIM IIpemapaTam, MpenapaT MOKET BbI3bIBATh HEXKEIIATEIIbHBIC
peakify, OJJHAKO OHU BO3HUKAIOT HE Y BCEX.

Cepbé3Hble ajieprudeckmne peakuumn

Cepné3Hble ajuiepruueckue peakiuu (aHaduIakcys) BOSHUKAIOT HEYacTo (MOTYT BO3HUKATh HE
6osiee yem y 1 yenoseka u3 100). HemensienHo oopaTurech 3a MeIMIIUHCKONH MOMOIIBIO, €CITH
y Bac Bo3HHMK Kakoi-1M00 U3 NMEePEUUCICHHBIX MPU3HAKOB CEPhEIHON aJUIEPTUUYECKON peaKIuu:
e  OTEK JHIIA, SA3bIKA WM FOpIa;

e  3aTPYAHEHHOE ABIXAHUE;

®  OUIYUICHHE NPEAOOMOPOYHOTO COCTOSHUS, TOJIOBOKPYKEHUE (HU3-3a PE3KOT0 CHUKECHUS

apTepUaIILHOTO JABJICHU).

JIpyrue HexkeaTeJbHbIe PeaKIUH
[Tpu Bo3HMKHOBeHUH y Bac 1100011 U3 epeurcIeHHbIX HIKE HEXKeNaTeIbHbIX peaKiuii
co00IIKTE O HEH JleyalleMy Bpavy.

QOueHsb yacTo (MOTYT BO3HUKATH Oosee ueM v 1 yenoBeka u3 10):

L4 HH(beKI.IHPI HOCa WJIU T'JI0TKH,

e uH(DEKIMH OPraHOB TPYAHON KIETKU (OpPOHXHT).

Yacrto (MOTYT BO3HUKATH HE Oosee yeM v | yenoBeka u3 10):

e uH(DEKIUK CHHYCOB (MIPUAATOYHBIX MMa3yX HOCA) WJIH JIETKHX;

®  OMOSICHIBAIOIIUH JIUIIAN — KOKHAS ChIMTb KPACHOTO IIBETA, KOTOPAsi MOXKET BBI3BIBATH
00JIb ¥ YYBCTBO JK)KEHUS;

®  aJJIeprHyYecKue peakiuu (TUIepYyBCTBUTESILHOCTD);

e HH(Y3HMOHHBIC PEAKITUN — MOTYT BO3HHUKATh BO BPeMsI BBEJICHHUS ITperapaTa il BCKOPe
nociie Hero. CUMIITOMBI MOTYT BKJIFOYATh TOJIOBHYIO 00JIb, TOTHOTY, PBOTY, CI1a00CTh

HJIK 9YBCTBO YCTAJIOCTU (HOBLIIJ_ICHHYIO YTOMHHCMOCTL), T'OJIOBOKPYKCHUC.



CooluieHue 0 HexKe1aTeJIbHBIX PeaKI X

Ecnu y Bac Bo3HHMKAIOT Kakue-1100 HEKeNaTeabHble PEAKIIUU, IPOKOHCYJIBTUPYHUTECH C
BpauoM. /laHHas pekoMeHJalus pacpoCTpaHseTcs Ha JTI00ble BOZMOXKHBIE HEXKenaTeIbHbIe
peaxkiuu, B TOM 4Kcie, Ha He MepeurCcIeHHbIE B JINCTKe-BKIa IbIIe. Bol Takke MoxeTe
COOOIIUTH O HEXKENATEJIBHBIX PEAKIUAX HApsAMYto (cM. Hike). Cooll1as 0 HexelaTeabHbIX

peaknusix, Bel momoraere moxy4uTs O60JblIe CBEACHNUN 0 O€30MaCHOCTH Ipenapara.

Poccuiickaa ®@eoepayus

OenepanibHas ciryx0a 1o Ha3opy B cepe 3apaBooxpanenus (Poc3apaBuanzop)
109012, r. Mocksa, CnaBsiHCKas II0MAab, 1. 4, cTp. 1

Ten.: +7 (495) 698 45 38, +7 (499) 578 02 30

Onekrponnas nodra: info@roszdravnadzor.gov.ru

Caiir: https://roszdravnadzor.gov.ru

Pecnybnuxa Kazaxcman

PI'TI na [IXB «HaunoHanbHBIA LEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB U MEIUIIMHCKUX
u3nenuin» Komurera MEIMIMHCKOTO U (apMaleBTHYSCKOTO KOHTpOJisi MUHHCTEpPCTBA
3npaBooxpaneHus Pecyonuku Kazaxcran

Tem.: +7 (7172) 235 135

Dnexrponnas noyra: farm@dari.kz

Caiir: https://www.ndda.kz

5. Xpanenue npenapata CAOHEJIO®

e IIpenapar CA®HEJIO® GyzeT XpaHUTbCS MEAMIMHCKMMU PAOOTHUKAMH B JIe4eOHOM
YUpEXKIEHUH, T1e Brl MpoxoauTe nedeHue.

e XpaHuTe npenapar B HEAOCTYIHOM /Jisl peOEHKA MECTe TaK, YTOObI peOEHOK HE MOT
YBUIETH €TO.

e He npumensiite npenapat nocjae UCTEYEHHs CpOKa FOJAHOCTH (CpOKa XpaHEHHUs),
yKa3aHHOTO Ha KapTOHHOM mauke, Guakone nocie «I'oxen non/«"oxen». Jlaroii ucreueHwus
CPOKa FOJJTHOCTH SIBJISIETCSI MOCIIEIHUMN I€Hb YKAa3aHHOTO MECIIa.

e  XpaHuTe npenapar B X0JOJWIbHUKE NpHU TemnepaType ot 2 1o 8 °C.

e [lpenapar Henb3s 3aMOPaKUBATh WM BCTPSIXUBATb.

e  XpaHuTe npenapar B OpUrMHAIBLHON yIaKOBKe (KapTOHHOW MayKe) JUIsl 3allMThl OT CBETA.

e [IpuUroToBIEHHBIN PacTBOpP MCMNOJIB3YWTE HEMEMIECHHO. Ecnu neKkapCcTBEHHBIN MpernapaTr He
BBE/IEH HEMEJUICHHO, XpaHEHHE TOTOBOT'0 K MPUMEHEHHIO pacTBOpa U o0ecrieyeHne yCaoBUi

J0 BBCIACHUSA ABJIACTCA 0053aHHOCTBIO MOJIb30BATEIIS ", B IICJIOM, HC JOJI>KHO IIPCBLINIATH 24
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4yacoB npu Temreparype ot 2 1o 8 °C.

e He crnemyer wucmonb30BaTh pacTBOp C BHAUMBIMH YacTULAMH, JTHOO MYTHBIA WK
OKpAlCHHBINA B IPyroM 1BET.

e He BoiOpaceiBaiiTe (He BBUIMBAiTE) mpemapar B KaHAJIW3AIUIO, BOJOMPOBOJ. YTOYHHTE Y
pabOTHHKA aNTeKH, KaK CIeIyeT yTUIN3HPOBaTh (YHUUTOKATh) MIpenapar, KOTOPbIi 0oJIbIie

HE MoTpedyeTcs. DTH MepbI MO3BOJIAT 3AIIUTHTD OKPYIKAIOIIYIO Cpeay.

6. Coaep:kuMoe YNIAKOBKH M NIPOYHe CBeIeHUs!

Ipenapar CAOHEJIO® copepsxut

JleiicTBYIOIIIMM BeLeCTBOM SIBJIsIETCS aHU(poIyMmad.

Kaxxnprit dhnakon conepxut 300 mr anudpoaymada.

Kaxxasiit Mt conepxxkut 150 mr anudporymada.

IIpounMu uHrpeaeHTAMM (BCIIOMOTaTEIbHBIMU BEIIECTBAMHU) ABJISIOTCS L-ructuauy, L-
THCTUAMHA TUAPOXJIOPUIA MOHOTHUIPAT, L-mn3nHa ruipoxiopua, o,0-Tperaso3bl TUuruapar,

nosmcopoar 80, Bosia /UIsl HHbEKITUH.

Bueunuii Bux npenapara CA@HEJIO® u coaep:kumMoe ero ynakoBKu

KoHueHTpat 115t IpuroToBIIEHUS pacTBOpa st HHQY3Hid.

OT mpo3pauHOi /10 omajecuupyrouieid, OT OECLBETHOW A0 JKeJITOBATOTO IBETAa YKMIKOCTb,
IPAaKTUYECKH CBOOOIHAS OT BUJIMMBIX YaCTHUL.

ITo 2,0 mi (300 mr / 2,0 M) B cTekisiHHbIE (pr1akoHBI (TUN 1), 3aKpBIThIE PE3MHOBOM MPOOKOM U3
XJ0pOyTHUIa, 00KATOM CBEPXY AJIOMHUHHUEBBIM KOJIMAYKOM C TUTACTUKOBOM KPBIMKOW (« -
opd»). ITo 1 PnakoHy C AMCTKOM-BKIAJBIIIEM B KapTOHHON Mayke ¢ KOHTPOJEM IEPBOrO

BCKPBITHA.

Jepxarenb perucTpallMOHHOIO y10CTOBEPEeHUs
Actpa3eneka Ab, SE-151 85 Coneprainse, llIBenus
AstraZeneca AB, SE-151 85 Sodertalje, Sweden

IIpousBoaurenn

Actpa3eneka Ab, I1IBenust

I"aprynaBaren, Coaepranne, 151 85, IlIBerus
AstraZeneca AB, Sweden

Gartunavagen, Sodertalje, 151 85, Sweden



3a moboit nHpopmaIei o mpernapare, a TakK)Ke B CIIydasX BOZHUKHOBEHUS MTPETCH3UN CIEAYyeT

06paH_[aTBCSI K MECCTHOMY NPCACTABUTCIIIO ACPKATCIIA PETUCTPAIUMOHHOI0 YAOCTOBCPCHUSA!

Poccuiickaa ®eoepayus

00O Actpa3eneka @apMacbOTHKAI3

123112, r. Mockaa, 1-it KpacHorBapaerickuii npoesa, 1. 21, ctp. 1, atax 30, komHatsl 13 u 14
Ten.: +7 (495) 799 56 99

®axc: +7 (495) 799 56 98

DJIeKTpOHHAs TOYTA: Safety.Russia@astrazeneca.com,

ProductQuality.ru@astrazeneca.com

Pecnybnuxa Kazaxcman

[IpeacraButensctBO 3AK «Actpa3eneka H0-Keit Jlumuren»

Pecnyb6nuka Kazaxcran, r. Anmarsl, 050000, yin. Kynaesa, 1. 77, opuc 101
Ten.: +7 727 232 14 15; +7 701 0326745

DnekTponHas noyra: adverse.events.kz@astrazeneca.com

Caiit: https://contactazmedical.astrazeneca.com

JIMCTOK-BKJIAABIII IEPECMOTPEH

Amnpenb 2023 1.

IIpouyne ncToUHUKHM HHPOPMALMHU
[ToapoOHbIe cBeieHUs O JaHHOM Ipernapare cojepkaTcs Ha BeO-caiite Coro3a:
http://eec.eaeunion.org.

JIucTok-BKIaABIII JOCTYIIEH Ha BeeX A3bikax Coro3a Ha BeO-caiite Coro3a.

CJ'Ie)IleIlII/Ie CBCICHHUSA NPEIHAZHAYCHDBI HCKIIOIUTECJIbHO AJ MEAUIUHCKUX paﬁoTHI/IKOB
JleyeHue OOIDKHO OBITh HA3HAYCHO M AOJDKHO KOHTPOJIMPOBATHCA Bpa4YOM, HMCIOIIUM OIIBIT

neuenust CKB.

PexuMm no3upoBanus

Pexomenpyemas nosa npenapata CAD®HEJIO® cocrasnser 300 Mr B Buje BHYTPMBEHHOI
UHQY3UU TPOIOJKUTENBHOCTBI0 30 MUHYT O/IMH pa3 B 4 HEeNleNH.

[TaruenTam, y KOTOpBIX B aHaMHe3€ OBLIM 3aperucTpUpOBaHbl MH(QY3UOHHBIE PEaKIUH, MEpeN


mailto:Safety.Russia@astrazeneca.com
mailto:adverse.events.kz@astrazeneca.com
https://contactazmedical.astrazeneca.com/
http://eec.eaeunion.org/

uHpy3ueit  anmdpoaymaba MoOKeT OBITh  Ha3HAYeHa  MpeMenuKanus  (Hampumep,

AHTUTUCTAMUHHBIEC MPETaPaThI).

Croco0 rIpuMeHeHus

Jl11 BHYTPUBEHHOT'O BBEJICHHUS.
[penapar CA®HEJIO® nenb3s BBOAUTH BHYTPUBEHHO CTPYHHO WM B BHJAE OOJIOCHOM

HWHBCKIUU.

IIponyck 1036l

B ciryuae mponycka 3ariaHUpOBaHHOM HH(Y3UHU CIIETyeT BBECTH IpenapaT B KpaT4allie CPOKH.

MuHuManbHbI UHTEPBAI MEXKIY BBEICHUSIMU 103 IIpenapaTa cocTaBiser 14 qHeil.

Oco0nIe T'pYIHIIBI NAIIMCHTOB

Tayuenmoi nosxcunozo 6ospacma (= 65 nem)

Koppekuust 10351 He TpedyeTcst. MHdopmarus o mpuMeHeHUH pernapara y naideHTOB B BO3pacTe

= 65 ner orpanudeHa (N=20); naHHbIE O MPUMEHEHUH Mpenapara y MaluueHToB crapiie 75 jer

OTCYTCTBYIOT.
Tayuenmsi ¢ HapyweHuem GyHKyuy noyex

Koppekuust 1o3s1 He TpeOyercs. OnbIT MpUMEHEHUs Mpernapara y MalueHTOB C HapylIeHHEM
GYHKIUM TOYeK TSKENOM CTEeNEeHW WIM TEPMHHAIBHOM CTaJgueil Mo4eyHOM HEeI0CTaTOYHOCTH
OTCYTCTBYET.

Tayuenmsi ¢ Hapywenuem QyuKyuu neveHu

Koppekuust 10361 He TpeOyeTcs.

Jlemu u noopocmku

bezonacHocth 1 3 PexTrBHOCTD aHUPpoTyMada y eTeld U moApOoCTKOB Mutaiie 18 et He OpuTn

YCTaHOBJICHBI, JaHHBIC OTCYTCTBYIOT.

B nensax ymaydmeHus npociexxuBaeMOCTH OMOJIOrMYECKUX JIEKapCTBEHHBIX IPenapaToB, CleayeT
HaJJIeXaluM o0pa3oM perucTpupoBaTh Ha3BaHUE U HOMEP CEpUM BBOJUMOTO Mpernapara.

®nakonsl mnpenapata CA®HEJIO® mnpennasHaueHbl Uil OJHOKPAaTHOIO IPUMEHEHHS.
MenuuuHCKUM  pabOTHUKAM CleAyeT coONI0aTh MpaBHja ACENTUKUA IPH HPUTOTOBICHUU

pacTBopa.

[IpuroroBiieHre pacTBOpa




[lepen npuMeHeHHWEM NPOBOAAT BU3YaJIbHBIH OCMOTp JIEKapCTBEHHOIO TIperapara Ha
TpeMeT HAIMYHs MEXaHWYeCKUX BKJIIOUEHHH U n3MeHenus nsera. IIpenapar CAOHEJIO®
MPEJICTaBIsIET COO0M KUAKOCTh OT MPO3PAYHOM 10 OMAaJECHUPYIOMICH, OT OECIBETHOU 10
JKEJITOBATOro 1BeTa. Eciu >KUIKOCTh MyTHasl, €€ IIBET MU3MEHEH, U OTMEYarOTCsl BUIUMbBIC
MEXaHUYECKUE BKIIOUEHHS, (PIIakoH YTUIM3UPYIOT. He cienyeT BCTpsAxuBaTh (UIakoH.

2,0 mn npenapara CAGHEJIO®, koHIleHTpaTa [y IPUTOTOBJIEHUS PAcTBOPa Ui HHY3Hil,
pazbapnsioT B memke s uHpy3uit g0 100 mn 0,9% pacTBOopoM HaTpus XJopHuiua Uis
UHBEKIIUH.

[lepememuBaioT pacTBOp, OCTOPOKHO MepeBopaunBas. He BCTpsixuBars.

KonrnenTpar, octaBimmiicst BO (hIakoHE, yTHIU3UPYIOT.

C MUKPOOHOIOTUYECKON TOUKH 3pEHHUS PaCTBOP I HH(DY3UI peKOMEHyeTCsl BBOJUTH Cpa3y
K€ Tocie mnpurotoBieHus. Eciu mpemapaT He BBEAEH HEMEMJIEHHO, XUMHUYECKas H
¢dusnueckass CTaOMIBHOCTH TOTOBOTO K NPHUMEHEHHUIO JIEKApCTBEHHOrO Mpemnapara
MOJTBEpK/IeHa B TeueHue 24 gacoB npu Temmeparype ot 2 1o 8 °C u B TeueHue 4 4acoB npu
temneparype 25 °C. [locne 3Toro BpeMeHu He MCIOIb30BaHHBIN MTPUTOTOBICHHBIN PacTBOP

JOJIDKCH OBITE YTUIU3UPOBAH.

XpaHeHHue TOTOBOTO K TNMPUMEHEHHIO Ipenapara ¥ oOecleueHue YCJIOBHM 10 BBEIACHUS

SIBJIIETCS 00SI3aHHOCTBIO IIOJIL30BATEI.

BeencHue

1.

PactBop ans uHQY3Mil pekoMeHIyeTcs BBOAWUTH Cpa3zy K€ mocie nmpurotoieHus. Ecnu
pacTBop [Uid MHPY3HUIl XpaHUIICS B XOJIOAUJIBHUKE, IIEPE]l BBEIEHUEM €0 CIeAyeT OCTaBUTh
710 JOCTHKEHHsI KOMHATHOM Temmnepartypsl 15 — 25 °C.

[penapar CA®HEJIO® crenyer BBecTH B Buje HHDY3UU MPOAOIKUTEILHOCTBIO 30 MUHYT
C HCMOJb30BaHMEM HMH(PY3MOHHOW CUCTEMBI JJi1 BHYTPUBEHHBIX MHQY3UH, coaep:kaiiei
BCTPOEHHBIN cTepuiibHbINA GunbTp 0,2 win 0,22 MUKPOH ¢ HU3KUM CBSI3bIBAHHEM OEIIKOB.

ITo 3aBepmiennu uHQy3un HHQY3MOHHBIH Habop ciexyer npoMelTh 25 Ma 0,9% pacTBopa
HATpUs XJOpuaa Ui MHBEKIUH, 4ToObl 00ECHeyuTh MOJHOE BBEIEHHE pacTBOpa JUIs
uHy3uil.

He cienyer olHOBpEeMEHHO BBOJUTH KaKHe-TMOO JIpyrue Mmpenaparsl, UCIOIb3Ys OJHY U Ty

e NH(Y3UOHHYIO CUCTEMY.

Yuamzanus

Hencrions30BaHHBI ~ JIEKApCTBEHHBIM IpemapaT W PacXOAHblE  MaTepHANbl  CIEAyeT



YTUIIU3UPOBATH B COOTBCTCTBHHU C JIOKAJIbHBIMU TpC6OBaHI/I$IMI/I.



