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00O «Acrpa3eneka Mnpacrpuan
249020, Kanyxckan o6ur.,

AStrazeneCa Boposcxkuit paiton, gepesia [IoGpuno,

1-btit Bocrounbri npoesf, pnajgennc §

Cepruduxar cepun nexapcrennoro cpeacrBa Ne 40000460410

Hacrosawum s nogrsepiaro, uro NMpUMBENEHHAA BbIlle MHPOPMALWS ABIAETCA JOCTOBEPHON M TOUHON. DTa
CCpHUs MPORYKLMM NpOU3Be/leHa (BK/IOYAA YNIAaKOBKY (MapkmMpoBKy) m KOHTpO/IL KayecTsa) Ha BbILIEYKA3aHHOM
TPOM3BOJICTBENHON nnomaygke (IIOLWaAKaX) B MOMHOM COOTBETCTBUM C TpeGosannamu Ilpasun namrexanyei
NIPOM3BOJICTBEHHON NpakTUKM EBPasuitckoro sKoHOMMYECKOro coi3a m TpeGOBAHMAMM KOHTPONA KayecTBa
/ICKAPCTBCHHDIX CPEACTB, A TAKOKE B COOTBETCTBUMM CO crenupuKanusamu, COAEPXALUMMMCS B PErMCTPALNOHHOM
Aocbe. 3amMCH O MPOUSBOACTBY, YNAKOBKe W AHA/IM3Yy TPOBEPEHbl, M YCTAHOB/IEHO WX COOTBETCTBME
TpeboBanuam Ipaswr Hagiexaieit NpOM3BOJICTBEHHOM NPAKTUKU EBPasuitckoro sKOHOMMYECKOTo coio3a.

Homxnocrs, GUO, noanuds

F
YnonHomouennoe nuio  Pykosogutens OOK ymakosku, Kpacrnosa T.B. K{j{@ga\_-

Hara 03.06.2026

Kopt hopmsr: COM.QA.002.001 Crpannua 2/ 2
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AstraZeneca

HaumeHoBaHuWe npoaykra:

Homep cepum:
KonuyectBo B cepum:
[ara npounaBoacTsa:
[ogeH go:

WcnbiTanns npousseeHbl B
COOTBETCTBUM C:

000 «AcTtpa3eHeka MiHoacTpuan»
249020, Kanyxckas o6bn.,

BopoBckuii palioH, gepesHs [JoGpuHo,
1-bid BoCcTOYHBIW Npoe3q, BnageHune 8
Ten. +7 (48438) 2 61 00

®axc +7 (48438) 261 09

CEPTUOUKAT AHAJTU3A Ne 857

"CumbukopT®Typbyxanep®, NOPOLLOK ANs MHransAuMiA A03MpoBaHHbIid, 160
mikr + 4,5 mxr/go3aa, 60 go3", Ne1

FAFK
54021 yn.
03.2026

02.2029

HZ NM-Ne(002909)-(PIr-RU)-010823 «Cumbukopt®Typbyxanep®, nopoLLoK
ONs MHranaywin 4o3uposaHHbli, 80 mkr+4,5 mkr/aoza, 160 mkr+4,5

MKr/go3a»

UCNbITAHWA

Dara HaumeHoBaHne nokasartenei

Tpe6GoBaHua HOPMaTUBHOW
[loKyMeHTaLum

PeaynbTaThl MCNbITaHUA

25.05.2026 -
01.06.2026

Onuncaxue

JloOKYMeHT BbIFfjy>XKeH 13
N ABTOMaTU3NPOBAHHON CUCTEMbI MO

WHranatop

Bpawatowwmica
[03aTop KpacHoro
uBera, Ha
KOTOpPOM
BblAABMNeEH KOp,
Bpains. Kpbilika
Genoro yeeta. Ha
BHYTPEHHe
CTOpPOHE KpbILLIKA
pacnonoxeHo 5
pebpucTbIX
YTONWEHWA B
BMAE NPOAONbLHbLIX
nonoc. B okHe
nHauKaropa
[031pOBaHNA
BUOHA unudpa
«60». MyHOLWTYK
WUMEET YeThIpe
NPOAOIbHbLIX
pebpa u moxeTt
BpallaTbCs.

CooTtBeTcTBYeT

Copepxumoe

Ipanynbl o1
6enoro Ao No4TK
Benoro ygera,
NpevMyLLeCTBEHH
O OKpYrmon

thopmbl

Ipanynbl 6enoro ugera,
NpenMmyLLecTBEHHO
oKpyrnon opmbl

yrNpaBieHWNIo AOKYyMEHTaMN Ka4ecTBa
Ha sleKapCcTBeHHble npenapaThbl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.

[aTta n Bpemsa Bbirpy3ku: 19.10.2026, 12:08
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Nara HaumeHoBaHue nokasarenei Tpe6GoBanHus HOpMaTUBHOM PeaynbTaTsl MCnbITaHwii
MCnbITaHWA [OKyMEHTaLum
WaeHtudukaymn Byneconupg MK-cnekTp MNopTeepxaeHa
NCNbITYEMOro
obpasya no
NONOXEHUIO
norioc
NornoLeHns
[OMKeH
COOTBETCTBOBATL
MK-cnexTpy
craHaapTHOro
obpasya
6ypeconunaa
®opmoTepona NK-cnekrp MNoareepxaeHa
chymapaTta WCNbITYEMOro
avruapar obpaaya no
NONOXEHUID
nonoc
nornoLeHns
[OIMKEeH
COOTBETCTBOBATb
WK-cnekrpy
cTaHaapTHOro
obpasua
dopmoTepona
dymapara
avruapara
KonuyectBeHHoe onpepnenenne| bBypeconng ot 162 no 198 178 mr/r
mr/r
dopmoTtepona ot 4,5 po 5,5 mr/r 4.6 mr/r
hymapata
avruapart
Mpumecw byaeconng NHaveuayansHo He Gonee 0,5% 0.1%
i
cneuyncuympoea
HHOI NpUmecK
(16a-ruppokeunp
e0HN305I0Ha,
D-romobygecoH
unaa,
21-pernppobype
coHupa m
14,15-pernapo6
yAecoHuaa)
Cymma He 6onee 1,0% 02%
cneyucuumposa
HHbIX NpUMecei
MuameuayansHo He Gonee 0,2% 0.0 %
n
Hecneyndpuympo
"\ loKyMeHT BbIrpy>XeH 13 BaHHOﬁ Nprmecn
Ld- ABTOMaTI/I3I/[poBaHHOﬁ CNCTeMbl Mo

“YTpaBNennio LOKyMeHTaMI KadecTsa
Ha sleKapCcTBeHHble npenapaThbl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)
NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
[aTta n Bpemsa Bbirpy3ku: 19.10.2026, 12:08
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[ara HaumeHoBaHue nokasatenen Tpe6GoBaHUA HOPMATUBHOMK PeaynbTtaThl UCMNbITAHWA
WUCNLITAHWUIA OOKyMeHTauum
Cymma He 6onee 0,5% 0.0%
Hecneympuumpo
BaHHbIX
npumecen
Mpumecu ®opmoTepona Mpumecn D2537 He 6onee 0,6% 0.1%
dymapara aurugpar
NHauemayansHo He 6onee 0,6% 01%
7
cneuudpunymposa
HHOI NpUMecH
(nuk A, nuk B,
nuk C)
WuauneuayanbHo He 6onee 0,4% 0.1%
n
HecneunduLmupo
BaHHON NpUMECH
Cymma He 6onee 2,2% 0.3%
npumecew
Hocraensemas fo3a sewects | ByaecoHug He Gonee oaHoro CooTtBeTCTBYET
(oaHOpOAHOCTL J403MPOBAHUA) 3HaYeHUsi BHe
wHTepeana +25%
OT cpegHero
3HAYEHWUSA W HK
OAHO W3 3HAYEHWIA
He HaxoOuTCcs BHe
nHTepsana +35%
OT CpefHero
aHaueHus (ans
10-m1
WHransaTopos)
dopmoTepon He 6onee oagHoro CooteeTtcrByeT
3HaYeHus BHe
nHTepeana +25%
OT CpefHero
3Ha4YeHUA N HK
OfHO U3 3HaYeHUin
He HaxoOuTCcA BHe
nHTepeana +35%
OT cpefHero
3Ha4yeHus (ans
10-Tn
WHranaTopoB)
[ocraBnsemas noaa sewecte | byaecoHug 128-192 Mmkr/no3a 166 mkr/go3a
(cpegHee 3HayeHue)
®opmoTepon 3,6-5,4 mkr/pgo3a 4.4 mkrinosa

Paamep yacTuy nakroaa

JlOKyMeHT BbIl
(N ABTOMaTN3NPO

yXKEeH U3
aHHOW CUCTeMbl N0

CpepgHuii gMameTp 4acTuu no macce
JOoMmKeH bbiTb MeHee 3 MKM

2.6 MKM

ynpaBneHmTo AOKyMeHTaMn KavyecTBa
Ha eKapcTBeHHble npenapaThbl

000 "AcTpa3eHeka ®apmacbloTuKans"

(SOYKA:QDMS)

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
[aTta n Bpemsa Bbirpy3ku: 19.10.2026, 12:08

CEPTU®UKAT AHATTU3A Ne 857
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Dara
UCMbITaHWA

HaumeHoBaHue nokasarteneu

Tpe6oBaHus HOPMATUBHOWN
[OKyMeHTaLum

PesynbTaTbl MCNbITAHWUIA

Paamep yacTuy nakroaa

He meHee 95% 4acTuy O0MKHBI UMETb
aunamerp.He 6onee 7 MKM

100 %

Paamep vactuy 6ynecoHup

CpegHuii gnameTp YacTul No macce
[omKeH BbiTb MeHee 3 MKM

2.0 MKm

Paamep vyactuy 6yaeconug

He mexee 95% 4vacTuy A0MKHLI UMETb
AvameTp He Bonee 7 MKMm

100 %

Paamep yactuy hopmoTepona
dymapara gurugpar

CpegHuin aguameTp YacTuy no macce
gomkeH BblTb MeHee 3 MKM

1.6 MKM

Paamep 4acTtuy popmoTtepona
cdymapara gurugpat

He meHee 95% uacTul AOMKHBI UMETH
AnameTtp He Bonee 7 MKM

100 %

PecnupabencHas dpakymn

64-101 MKr Ha
[no3y

bynecouug

81 mir/nosa

dopmoTepona

dymapara
aurugpat

1,5-2,7 MKr Ha
noay

2.2 MKr/noaa

Bopa

ot 3,6% pno 4,6% m/m

4.3 % (M/m)

Mukpobuonoruueckas uicrora

He Gonee 10?
KOEB1T

O6uwee uncno
a3pobHbIX
MUKPOOPraHuam
oB

Menee 10 KOEB 1T

He 6onee 10 KOE
Blr

Obuee yncno
OPONOKEBBIX U
nrecHeBbIX
rpubos

Menee 10 KOEB 1T

Pseudomonas
aeruginosa

OTcytctBneB 1r

He o6HapyxeHo

Staphylococcus
aureus

OtcytctBueB 11

He oBHapyxeHo

Outepobakrepun
W, YCTOWYMBBIX K
Kenuu

OtcytctBueB 11

He o6HapyXeHo

OnucaHue ynakoBku

Mo 60 go3 B NNacTUKOBLIV MHranaTop,
COCTOSILMIA U3 403MPYIOLEro
yCTPOWCTBA, pe3epsyapa Ana XxpaHeHus
NopoLUKa, pe3depsyapa OJ1s ecuKaHTa,
MYHALUTYKa U HABMHYMBAIOLLECS
Kpbiwkw. Mo 1 nHranatopy ¢
NUCTKOM-BKNaAblilLemM B KAPTOHHYIHO
nadvyky ¢ KOHTponem NepBoro BCKPbITUA

CootBeTcTBYET

Mapkupoeka

CootBeTtctByeT pasgeny 1.3.2 Moayns
1 *

CootsercrByer™

Cpok rogHocTH

3 ropa

CooteeTcTBYET

YcnoBus xpaHeHusi

Al

Mpu Temnepatype Hmke 30°C

CootBeTcTBYET

. TIOKYMeHT BbIT.

VSKEH 3

ABTOMaTM3MPOBaAHHOW CUCTEMbI MO
ynpaBneHUto JOKyMeHTaMn Ka4yecTBa

Ha eKapcTBeHHble npenapaThbl

000 "AcTpa3eHeka ®apmacbloTuKans"

(SOYKA:QDMS)

NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
[aTta n Bpemsa Bbirpy3ku: 19.10.2026, 12:08
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* TpeboBaHus HI1 ans nokasatena «MapkupoBkay:

1) NepBuryHan ynakoska nekapcTBeHHOro npenapara

Ha uHranatope Ha pyCcCKOM A3blke YKa3aHo:

TOProBo€ HaWMeHOBaHWe fleKapCcTBEHHOro npenapara ¢ npegynpeavTensHod MapkupoBkon ®
«CumbukoptT® Typbyxanep®», rpynnupoBoYHOE HaWMMEHOBAHWE Ha PYCCKOM W aHITWIACKOM fA3biKax,
nekapcTBeHHas opmMa, A03MpPOBKa, KONMWYECTBO A03 B WHranatope, npeaynpegutenbHas Haanuchb:
«XpaHUTb B HEQOCTYNHOM ANS AeTei MecTe», Haanucu: «lpaBunbHO 3aKpblBanTe KpbILLKY MHransTopa
nocne WUcnonb3oBaHWUAY, YCNOBWUA XpPaHEeHWsl, Aata NpPOW3BOACTBA, roAeH [0, HOMEp CepuK, ForoTun
[epxaTtens perucTpauvoHHOro YAOCTOBEPEHWA Ha aHrnuiickoM ssbike (AstraZeneca). MoryT 6biTb
HaHeceHbl TEXHUYECKME KOAb.

Moo KPbLIWKOW Ha KOpnyce WHranatopa Ha aHrMUMACKOM A3blKe YyKasaHo: KONMWYecTBO 03,
“budesonide/formoterol”, poanposka: “160/4.5 pg/dose”, Homep cepuu, rogeH.

2) BropuyHas ynakoBka nekapcTBeHHOro npenapara

Ha KaPTOHHOW NMaYke Ha PYCCKOM A3blKe yKa3aHo:

TOProBO€ HauMeHoBaHWE npenapata ¢ npegynpeauTensHoi mapkuposkoih ® «CumbukopT®
Typ6yxanep®», rpynnMpoBOYHOE HaWMEHOBAHME Ha PYCCKOM W aHrMMIACKOM S3blkax, nekapcTBeHHas
dopma, cnocoG npumeHeHuss (ykasaH B nekapcTBEHHOW ¢opMe), [03WPOBKa, KONWYeCcTBO [03 B
WHranaTope, coctae (B pacyeTe Ha OAHY A03y (OAHY WHranauwio)), npeaynpeguTenbHas Hagnucb:
«XpaHWTb B HEQOCTYNHOM ANs AeTev MecTe», Haanucu: « BHuMaTenbHO NpovuTanTe NUCTOK-BKNaAbILL»,
«[paBunbLHO 3aKPLIBANTE KPbIWKY WHranaTopa nocrne UCMoNb3oBaHWA», YCNOBUA XpaHeHws, YCroBus
otnycka, «CumGukopt u TypOyxanep - TOBapHble 3HakM, COGCTBEHHOCTH rpYNNbl  KOMMaHWii
Actpa3eHeka», HauMeHOBaHWe W appec (cTpaHa) AepXaTens perncTpauuoHHOro YAOCTOBEpeHust
NeKapcTBEHHOro npenapara, foroTun AepxXatens perucTpauuoHHOro yAOCTOBEPEHUA Ha aHrUACKOM
asblke  (AstraZeneca), HaumeHoBaHWe, MOMHbIA agpec, TenecoH W akc nNpeanpuATUS,
OCYWECTBNAOWEro YNaKoBKY W BbiMYCKAIOLWWIA KOHTPONbL KavecTea, (PMPMEeHHbIN 3Hak npenapara, garta
npov3sBoAcTBa, rodeH p[o, Homep cepuu, wTpux-kog (EAN-13), 3Hak konupaita KoMnaHwu.
JononHuTensHoO MOryT HaHOCUTBCS CpeAcTBa MAaeHTUMKAUMKM  NeKapcTBEHHOro npenapara
(rno6anbHblii MOEHTUUKALMOHHBIN HOMep TOProBOW eAWHMLbI U UHOVMBUAYArbHLIA CepUiHbIA HOMep
BTOPUYHOI (nOTpebuTensckon) ynakoskm Aybnupylotcs B BUAE YMTAaeMOro nevyaTHoro TekcTa) u apyrue
TeXHUYeckne/MHOpMaLMOHHbIE KOAbI, CUMBOMbI M NOrOTUNbI.

** PeaynbTat no nokasarento «MapkmpoBka»:

1) MepBryKan ynakoBka NnekapcTBEHHOro npenapara

Ha uHranarope Ha pycckoM A3bIKE YKa3aHo:

TOproBoe HaWMeHOBaHWEe NeKapCcTBEHHOro mnpenapata C npeaynpeauTenbHon MapkuposkoW ®
«CumbukopT® Typbyxanep®», rpynnupoBOMHOE HaWMEHOBAHME Ha PYCCKOM W aHIMWIACKOM A3blKax,
nekapcTBeHHas cpopma, A03MPOBKa, KOMMYECTBO [03 B MHranatope, npeaynpeaurensHas Haanucb:
«XpaHWTbL B HEQOCTYNHOM ANsA AeTen mecTe», Haanucu: «[paBubHO 3aKkpbiBavTe KpbILWKY UHransaTopa
nocne UCNonbL30BaHWA», YCNOBUSA XpaHeHus, fata Npou3BOACTBa, roAeH [0, HOMEpP Cepwu, foroTun
[epxatensa perucTpauyoHHOro yaoCTOBEepeHusi Ha aHrnuiAckom nA3sbike (AstraZeneca). HaHeceHbi
TEXHUYECKUE Koabl.

Mog KpPbIWKOW Ha KOpryce WHranaTopa Ha aHrnmuWicKOM S3bIKe YKasaHo. KOMM4ecTso 03,
“budesonide/formoterol”, aosnposka: “160/4.5 pg/dose”, HoMep cepuu, roaeH.

2) BropuyHas ynakoBka nekapcTBeHHOro npenapara

HHa KaPTOHHOW NaJKe Ha PYCCKOM S3blKE YKa3aHO:

TOProBOoe HauMeHoBaHWe npenapara c npeaynpeauTensHon MapkupoBkoii ® «Cumbnkopt®
Typbyxanep®», rpynnMpoBOYHOE HAUMEHOBaHWE Ha PYCCKOM U aHITIMIACKOM A3bIKax, NekapcTeeHHasn
copma, crocob nNpumMeHeHus (yKa3aH B NekapCTBEHHOW hopme), A03MPOBKa, KONUYECTBO 03 B
WHranaTope, cocTas (B pacyeTe Ha 0AHYy 403y (OOHY UHransauui)), npeaynpeauTensHan Haanucs:
«XpaHUTb B HEAOCTYNHOM AN AeTeil MecTey, Hagnucu: «BHUMaTenbHO NPOYMTaITE NUCTOK-BKNAABILLY,
«MpaBuNbLHO 3aKpbiBaTe KPbILLKY MHranaTopa nocne Ucnosfb3oBaHus», YCNoBUA XpaHeHus, yCrnosus
otnycka, «CumBukopT u TypByxanep - ToBapHble 3HakW, COBCTBEHHOCTL PyNMbl KOMMAHWA
Actpa3eHeka», HAUMeHoBaHWe 1 agpec (cTpaHa) gepxaTtena perncTpauuoHHOro YAOCTOBEPEHUS

0 npenapara, floroTun AepxaTens perucTpauuoHHOro YA0CTOBEPEHUS Ha aHTNICKOM
Aokyment BurbyXeiLke (AstraZepeca), HaMMeHoBaHWe, NoMHbIM aapec, TenetoH 1 (hake NpeanpuATUs,

ABTOMaTU3MpPOBa

ynpaB/ieHUNo AOKyMeHTaMn Ka4ecTsa

Ha sleKapCcTBeHHble npenapaThbl

000 "AcTpa3eHeka ®apmacbloTuKans"
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OCYLLIECTBIAIOLLEro YNakoBKY U BbiNYCKaOLWMIA KOHTPOSb Ka4ecTBa, (houpMeHHbI 3HaK npenapara, gaTa
MPOW3BOACTBA, rOAEH 40, HoMep cepuu, WTpux-kog (EAN-13), aHak konupaiita koMnaHun. HaHeceHb!
cpeacTea naeHTUdWKaLMK nekapcTBEHHOro npenapara (rnobankHelil MAeHTUMUKALVOHHBIA HoMep
TOProBoi eAuHULbLI U UHAMBUAYANLHLIA CEPUHBLIA HOMEP BTOPWUYHO (MOTPeBUTenbCKoM) YNakoBKu
Ay6nupyloTcs B BUAE YMTAEMOro NeYaTHoro TekcTa) n Apyrue TexHuyeckue/MHpopMaLMoHHbIe Kofbl,
CUMBO/Tbl U NOrOTUNbI.

3aknoueHue: [penapart "CumbukopT®TypGyxanep®, NOpoLLIOK ANA MHranauuia 403VpoBaHHbIA, 160 mkr + 4,5
MKr/no3a, 60 goa", Ne1 cepumn FAFK cootBetcTByeT TpeboBaHnam
HA NM-Ne(002909)-(Pr-RU)-010823 «CumbukopTt®Typbyxanep®, nopollok Ans nHranauum
[031poBaHHbIA, 80 mkr+4,5 mkr/goaa, 160 mkr+4,5 mxr/noaa»
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PykoBoauTenb oTAena KOHTPOons KadecTsa Axvmosa C.B.

JLloKyMeHT BbIrpy>XeH 13

ABTOMaTU3MPOBAHHOI CUCTEMBI MO

ynpaBsJ/ieHUNo AOKyMeHTaMn Ka4ecTsa

Ha sleKapCcTBeHHble npenapaThbl

Tk By @ apuacuioTKan: CEPTU®GUKAT AHATT3A Ne 857 6/6
NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
[aTta n Bpemsa Bbirpy3ku: 19.10.2026, 12:08




