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000 «Acrpa3enexa Mupactpus»
249020, Kanyxckas o6,

Ast ra Zenec 2 Boposckwuit paiton, gepests [o6puuo,

1-b1it Boctounsiit npoesy, snajenne 8

Ceprunduxkar cepum nexkapcrBeHHoro cpeacrsa Ne 40000461955

Hacrosmum s nopreepsxaio, 4To npusejieHHas Bbiiie MHGOpMaNMs ABNAETCA JOCTOBEPHON M TOYHON. IDra
cepus MPOAYKIMKU Npom3BesieHa (BK/IIOYAA YIAaKOBKY (MAapKMpPOBKY) M KOHTPOJb KayecTBa) Ha BbINIEYKA3aHHOM
NPOM3BOJICTBEHHOM TuIomaKe (IVIOLaJKax) B TOJHOM COOTBETCTBMM ¢ TpeboBanmamu [IpaBum Hapnexamies
NPOM3BOACTBEHHOM NPAKTUKM EBpasmitckoro 9KOHOMMYECKOTO cO0I03a M TpeGOBaHMAMM KOHTPO/IA KayecTsa
NIEKAPCTBEHHBIX CPE/ICTB, a TAKXKe B COOTBETCTBMM CO CreuMPUKALMAMU, CONEPXKAMMUCA B PErUCTPALMOHHOM
HOChE, 3anucu mo TNPpOU3BOJICTBY, YIIAKOBKE M aHa/MMU3y IMPOBEPEHDBI, W YCTAHOB/IEHO HMX COOTBETCTBHME
TpeboBanuam [IpaBun Hajeskaneit TpOM3BOACTBEHHOM NPAKTUKN EBPa3uickoro 9KOHOMMYECKOTo COI03a.

Ynonmnomouennoe nuuo  Pykosopurens OOK u cobmiopenus tpe6osanmit, llepberko T.A. A [~ )
Nomxkuocts, PUO, nognuce (/0 / v
Hara 17.06.2026
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AstraZeneca

HaumeHoBaHue npoaykra:

Homep cepuu:

Konuyectso B cepum:

[ara npousBogcTea:

lFogeH go:

McnbiTaHus npouseedeHsl B

COOTBETCTBMM C:

000 «AcTpa3eHeka ViHaacTpua»
249020, Kanyxckan obn.,

BopoBckuii paiioH, aepesns [JobpuHo,
1-biit BocTouHbIn Npoesq, snageqHue 8
Ten. +7 (48438) 26100

Dakc +7 (48438) 2 61 09

CEPTUOUKAT AHAJTU3A Ne 892

"CumbukopT®Typbyxanep®, NOPOLWOK ANA MHranAayuii Ao3MpoeaHHslid, 80
mMkr+4,5 mkr/goaa”, 60 gos, Ne1

HACP
32174 yn.
04.2026

03.2029

HA NN-Ne(002909)-(Pr-RU)-010823 «Cumbukopt®Typ6yxanep®, nopoLuok
ONS UHransuuin nosvpoBadHbii, 80 mkr+4,5 mkr/aosa, 160 mkr+4,5

MKr/go3a».

Data

UCNBITAHWIA

HaumeHoBaHue nokasatenen

TpebGoBaHus HOpMaTUBHOW
AOKyMeHTayuv

PeaynbTathl UCNBITAHWA

08.06.2026 -
10.06.2026

OnucaHue

b/

WHranstop

BpawatoLmiics
[03aTop KpacHoro
upera, Ha
KOTOPOM
BblaaBneH Kopg,
Bpains. Kpbiwwka
6enoro uyseta. Ha
BHYTPEHHEN
CTOPOHE KPbILLKM
pacronoXxeHo 5
pebpucTbix
YTONLEHWIA B
BUAE NPOAONbHbLIX
nonoc. B okHe
nHaukaTopa
[03npoBaHna
BuaHa yudpa
«60». MyHaWwTYyK
MMEET YeTbipe
NPOAONBHBIX
pebpa un MoxeT
BpalaTbes.

CooTBeTcTByeT

Copepxumoe

paHynbl oT
6enoro Ao NoYTH
©enoro useTa,
NpevMmyLLecTBeHH
O OKpyrnou
chopmbl

paHynbl Genoro useTa,
NpevuMyLLeCTBEHHO
OKpYrnon chopmebl.

ORY e T BBIT Py /K

Iam7Es

ABTOMaTM3MPOBaAHHOW CUCTEMbI MO

ynpaBneHUto JOKyMeHTaMn Ka4yecTBa

Ha sleKapCcTBeHHble npenapaThbl
000 "AcTpa3eHeka ®apmacbloTuKans"
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[ara HaumeHoBaHWe nokasartenein TpeGoBaHust HOpMaTUBHOMN PeaynbTaTbl ucnbiTaHuia
WUCNBITAHWIA [OKYMeHTaLum
NaeHTudmnkayms Bynecouua WK-cnekTp MopTeepxaeHa
MCNbITYEMOrO
o6pasua no
NONOXEHWIO
nonoc
nornoweHus
DOIMKeH
COOTBETCTBOBATL
MK-cnekTpy
CcTaHpapTHoro
obpasya
Byneconmna
dopmoTepona MK-cnekTp MopTeepxaeHa
cymapara MCNBITYEMOro
avrugpat obpasya no
MONOXeHWw
nonoc
NornoweHus
LOMKeH
COOTBETCTBOBATb
MK-cnekTpy
CTaHaapTHOro
obpasua
cdopmoTepona
dymapaTa
awvrupparta
KonuyecteeHHoe onpeaeneHne| BynecoHua ot 81 po 99 mr/r 87 mr/r
dopmoTepona ot 4,5 no 5,5 mrir 4.5 mrir
thymaparta
avruapat
Mpumeck Gygeconug MHavenayansHo He 6onee 0,5% 0.1%
n
cneyuduuymnposa
HHOW NpuMecHn
(16a-ruapokcunp
€4HN30MN0oHa,
D-romobypecoH
wnaa,
21-pernppobyne
coHuaa n
14,15-pernapo6
yaecoHuaa)
Cymma He 6onee 1,0% 0.2 %
cneuncpuympoea
HHbIX NpUMmecen
WupuBuayansHo He 6onee 0,2% 0.1 %
7]
Hecneyucuunpo
BaHHOW Npumecu
N ]

Hokymet 1504 Ht
ABTOMaTU3MPOBaHHOW 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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Oata HaumeHoBaHWe nokasartenei TpeboBaHus HOPMaTUBHOMN PesynbTaTth! UCNbITAHWUA
UCMNbITaHWA OOKyMeHTauum
Cymma He 6onee 0,5% 02%
Hecneyndulupo
BaHHbIX
npumecei
Mpumecu cbopmoTtepona Mpumecn D2537 He Gonee 0,6% 0.1%
dymapara guruapar
MuaueuayaneHo He 6onee 0,6% 0.1%
7}
cneundpuympoea
HHOW NpUMecH
(nuk A, nwvk B,
nuk C)
MHaueuayansHo He 6onee 0,4% 0.0%
7]
HecneyuduLrpo
BaHHOW npumecu
Cymma He Gonee 2,2% 0.2%
npumecei
[ocTtaensiemas gosa sewects | bByaecoHup He Gonee ogHoro CootBeTtcTByeT
{oaHOpOAHOCTE A03MpOBaHUS) 3Ha4yeHuA BHe
nHTepsana +25%
OT cpegHero
3HaYeHWA U HN
OAHO M3 3Ha4YeHWUn
He HaxoguTcs BHe
umHTepsana +35%
OT cpeaHero
3HadeHus (ans
10-Tn
WHransiTopos)
dopmoTtepon He Gonee ogHoro CootBeTcTByeT
3Ha4YeHWA BHe
uwHTepBana £25%
OT cpegHero
3Ha9YeHWA N H
OAHO U3 3HaYeHWIA
He HaxoaWuTCA BHe
nHTepeana +35%
OT cpeaHero
3HaveHus (ansa
10-T1
WHransTopos)
Hoctaensieman fo3a sewecte | bygeconug 64-96 mkr/pno3a 83 mxkr/gosa
(cpeaHee 3HavyeHue)
dopmoTepon 3,6-5,4 mkr/goaa 4.4 mkr/posa

Paamep yacTuy nakrtosa

—

CpeaHuin anameTp Yactuy no macce
OOMKeH ObITb MeHee 3 MKM

2.9 MKM

PYX

=H N3

TORYMTHT BET
ABTOMaTI/I3I/lpoBaHHOm CUCTeMbl No

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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[ara HaumeHoBaHWe nokasarenei Tpe6GoBaHua HopMaTUBHOW PeaynbTaTtbl ucnbITaHWi
MUCNbITaHWA AOKyMeHTaLuK

Pa3amep 4yactuy nakrosa He meHee 95% uacTul, A0MKHBI UMETb 99 %
avametp He Bonee 7 MKkm

Paamep yactuu 6yneconua CpeaHuia auameTp YacTul no macce 2.0 MKm
AonkeH bbiTe MeHee 3 MKM

Paamep vacruy 6ynecoHug He meHee 95% vacTul, AOMKHbLI UMeTb 100 %
auametp He Gonee 7 MKm

Paamep 4actuy chopmoTtepona | CpegHuii gnameTp 4actuy no macce 1.6 MKM

cymaparta gurngpart JorkeH bbITh MeHee 3 MkMm

Pa3mep 4actuy chopmotepona | He meHee 95% 4acTvu 4OMKHBI UMETh 100 %

cdymapara gurmgpat avameTp He Bonee 7 Mkm

PecnupabensHas dpakuun ByaecoHupn 33-51 Mkr Ha fo3y 40 mkr/nosa
dopmoTepona 1,5-2,7 mkr Ha 2.1 mkr/nosa
cpymapara noay
awvruppar

Bopa

Ot 4,2% no 5,2% m/m

4.8 % (m/m)

MwukpoGuonoruyeckas yicTora

He 6onee 10?
KOEe1r

O6uiee yncno
a3pobHbIX
MWKPOOPraH1u3m
oB

Menee 10 KOEB 1T

He 6onee 10 KOE
B1r

O6uiee yucno
OpOMOKEBbIX U
nnNecHeBbIX
rpubos

Mexee 10 KOEB 1T

Pseudomonas
aeruginosa

OtcytctBre B 1 r

He obHapyxeHo

Staphylococcus
aureus

OtcytcrBrue B 11

He obHapyxeHo

3uTepobakTepn
1, YCTOMYMBBIX K
Wernym

OtcytcrBue B 1r1

He obHapyxeHo

Onucaxue ynakoBku

Mo 60 no3 B NNACTUKOBbLIA MHraNsATop,
COCTOALLMIA N3 A03MpYIOLLEro
ycTpoicTBa, pesepeyapa AN XpaHeHus
nopoLuKa, pesepseyapa [Ana ecukaHTa,
MYHALWTYKa U HaBUHYMBaIOLLEHCA
Kpbiwku. Mo 1 nHransTopy c
NIUCTKOM-BKNageilleM B KapTOHHYHO
na4yky ¢ KOHTPONeM NepBoro BCKPbITUSA

CooTeercTByeT

MapkupoBka

Cooteetcrayet paageny 1.3.2 Moayns
1 *

CooTseTtcTByeT"*

Cpok rogHocTH

3ropa

CooTBeTcTBYET

Ycnosus xpaHeHus

Mpwn Temnepartype Hmke 30°C

CooTeercTByeT

JLloKyMeHT BbIrpy>XeH 13
ABTOMaTU3MPOBAHHOI CUCTEMBI MO
ynpaBsJ/ieHUNo AOKyMeHTaMn Ka4ecTsa
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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* Tpe6oeanus HI ans nokaszatens «MapkupoBka»:

1) MNepBuYHan ynakoBka nekapCcTBEHHOro npenapara

Ha nHranatope Ha pycCkoM fA3blke yKasaHo:

TOproBoe HauMeHOBaHWe IekapcTBEHHOro npenaparta ¢ npeaynpeauTensHOW MapkupoBkod ®
«Cumbukopt® Typbyxanep®», rpynnupoBoyHoe HauMEHOBAHWE Ha PYCCKOM WM AHINMIACKOM A3blKax,
nekapcTeeHHas ¢opma, [403MPOBKA, KOMUYECTBO A03 B WHranAtope, npedynpegutenbHas HaAnuch:
«XpaHUTb B HEJOCTYNHOM AnNsi AeTeid MecTey, Haanuck: «MpaBunbHO 3akpeIBanTe KPbILWKY UHransTopa
nocne WUcnonb30BaHWA», YCNOBWUA XpaHeHWA, Aara NpousBOACTBa, rogeH OO0, HOMEp Cepuu, NoroTun
fAepXaTtens perucTpalyuoHHOro YOOCTOBEPEeHUs Ha aHrnuiAckoM n3bike (AstraZeneca). MoryT 6biTb
HaHeCeHbl TeXHWYeckue Koabl.

Moa  KPbIWKOW Ha KOPNyCce WHranatopa Ha aHrNuiACKOM f3blKe YKa3aHo: KONW4ecTBo 03,
“budesonide/formoterol”, noavpoeka: "80/4.5 pg/dose”, Homep cepuu, rogeH.

2) BropuyHas ynakoeka nekapcTBeHHoro npenapara

Ha KAPTOHHOW Nayke Ha PYCCKOM 53blKe YKa3aHO:

TOpProBOe HauMeHOBaHWe npenapaTta ¢ npeaynpeauTensHoi mapkuposkoid ® «CumbukopT®
Typ6yxanep®», rpynnMpoBoOYHOE HAWMEHOBAHWE Ha PYCCKOM W aHMMIACKOM A3biKax, NeKkapcTBeHHas
¢hopma, cnocob npumeHeHun (ykasaH B nekapcteeHHon opme), AO3MpoBKa, KONWMYECTBO 03 B
WHransTope, coctaB (B pacyeTte Ha ofHy Aoay (ogHy vHransuui)), npegynpeautensHas Haanues:
«XpaHWUTb B HEAOCTYNHOM ANA AeTel mecTen», Hagnueu: «BHUMaTenbHO NpoYnTaiTe NMCTOK-BKNaAbILL»,
«MpaBnnbHO 3aKpbIBaTe KPbILLKY MHransaTopa nocre UcnonbaoBaHus», YCNoBUA XpaHeHus, yCnoBus
otnycka, «CumbukopT u TypGyxanep - ToBapHbie 3Haku, COBCTBEHHOCTL rPYNMbl KOMNAHMIA
AcTtpa3eHeka», HaMMeHOBaHve U agpec (CTpaHa) AepXaTensa perucTpayMoHHOro yaOCTOBEpPeHUA
nexkapcTBeHHOro npenapara, noroTvn gepxarens perucTpalMoHHOro YAOCTOBEPEHUA Ha aHINACKOM
a3blke (AstraZeneca), HanmeHoBaHKe, NOMHbIA agpec, TenedoH 1 dakc NpeanpPUATUAR,
OCYLLECTBAIOLWErO YNakoBKy W BbINyCKaOLWMIA KOHTPONbL KavyecTea, (hUpMeHHLIA 3HaK npenapara, garta
NPOW3BOACTBA, rOAEH A0, Homep cepun, WTpux-kog (EAN-13), aHak konupaiTa kKoMnaHuu,
JononHUTensHoO MOryT HAHOCUTLCA CPeACTBa MASHTUMDUKaLUKM NekapcTBEeHHOro npenaparta
(rmoGanbHblil MAEHTUUKALWMOHHBIA HOMEpP TOProBon eAnHULIBLI U MHAMBUAYAlbHBIA CePUiHBIR HOMeEp
BTOpPUYHOM (NOoTpebuTenbekoid) ynakosky AyBnNupyOTes B BUAE YMTAEMOro NevaTHoro Tekcra) u gpyrue
TexHU4eckne/MHMopMaUUOHHbIE KOAbI, CUMBOSbI U NOFOTUMbL.

** PeaynbTaT no nokasarenio «Mapkuposkar:

1) MNepBuyHan ynakoBka nekapcTBeHHOro npenapara

Ha uHranatope Ha pycckoM 3blke yKa3aHo:

TOProBOe HauMeHOBaHWE fIeKapCTBEHHOro npenapata ¢ npeaynpeauTensHoil mapkuposkon ®
«CumBukoptT® TypGyxanep®», rpynnupoBoYHOEe HauMeHOBaHWE Ha PYCCKOM W aHrrWIACKOM A3blKax,
nekapcteeHHas copma, A03MpOBKa, KOMWYECTBO 03 B WHransTope, npeaynpeavTenbHas Haanuck:
«XpaHuTb B HEOOCTYNHOM ANs AeTeil mecTer, Haanucu: «paBunbHO 3aKpbiBanTe KPbIlLKy UHranatopa
nocne ucnonb3oBaHWA», YCNOBWUA XpaHeHWsA, Aata Npou3BOACTBA, rofgeH A0, HOMep Cepud, NoroTun
JepxaTens perucTpaluoHHOro yAOCTOBEPEeHUs Ha aHrnuilckom sidbike (AstraZeneca). HaHeceHbl
TeXHUYeckue Koael.

MoAa KpLILWKOWA Ha KOPNYCe UHraNnATopa Ha aHIMWACKOM A3bIKe YKa3aHO: KONM4ecTBO A03,
“budesonide/formoterol”, nosuposka: "80/4.5 pg/dose”, Homep cepuu, rogeH.

2) BropuyHas ynakoeka nekapcrseHHOro npenapara

Ha KApTOHHOW Nayke Ha PYCCKOM A3bIKE YKa3aHO:

TOpProBoe HaMMeHOBaHWe npenapara c npegynpeavTensHoi mapkuposkoid ® « CumbukopT®
Typbyxanep®», rpynnupoBOYHOE HAaUMEHOBaHUE Ha PYCCKOM W aHIMUIACKOM A3biKax, nekapcTBeHHas
dopma, cnocob npMmMeHeHus (ykasaH B nekapcTBeHHoW (hopme), AO3UPOBKa, KONUYECTBO 03 B
WHransaTope, CocTas (B pacyeTe Ha oAHY A03Y (0AHY WHransauwio)), npeaynpeauTensHas Hagnuck:
«XpaHuTb B HEAOCTYNMHOM ANA AeTei MecTe», Hagnuceu: «BHUmMaTensHO NpoYuTaiTe NUCTOK-BKNaabILLy,
«MpaBUNBHO 3aKpbIBaiTe KPbILLKY MHransaTopa nocne UCnonb3oBaHWus», YCIIOBUA XpaHeHWs, YCroBvs
otnycka, «CumBukopt u TypByxanep - ToBapHLie 3Hak1, COGCTBEHHOCTL rPYNNbl KOMNAHWIA
AcTpa3eHeka», HaMMeHOBaHue W aapec (CTpaHa) AepXaTena perucTpayroHHOro YAoCToBepeHus

e ro npenapara, norotTun gepxartens perucTrpayMoHHOro yaoctoeepeHna Ha aHrMACKOM
JloOKYMeHT BbIrpy>XeH 13
ABTOMaTU3MPOBAHHOW CUCTEMbI MO

ynpaBsJ/ieHUNo AOKyMeHTaMn Ka4ecTsa
Ha neKapCTBeHHbIe npenapaTsi CEPTUGUKAT AHAITM3A Ne 892 5/6
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A3bike (AstraZeneca), HaumeHoBaHWe, NONHLIA aapec, TenedoH u hake NpeanpUATUN,
OCYLUECTBNAIOWEro yNnakoBKy W BbiNyCKaOLLMIA KOHTPONL KayecTea, MpMEeHHbIN 3HaK npenapara, parta
NpoW3BOACTBA, rofeH 0, HoMep cepuu, WTpux-koa (EAN-13), 3Hak konmpaiTa komnaHum. HaHeceHb!
cpegcTea naeHTUrKkaumumn nekapcTeeHHoro npenapara (rnobaneHblid uaeHTMdUKALUOHHLIA HOMEp
TOProBoM eauHMLbLI U MHAMBUAYANbLHBIA CEPUAHBIA HOMEp BTOPUYHONW (NOTPeBuTensCKoi) ynakoBku
ay6nupyloTcs B BUAE YATAEMOro NeYaTHOro TeKcTa) u Apyrue TexHnyeckue/MHopMaLMoHHbLIe Koabl,
CUMBOINbI U NOrOTUNBI.

3akmovyenne: [penapat "CumbukopT®Typbyxanep®, NOpoOLWOK ANA WHransauwin A403MpoBaHHbIi, 80 Mkr+4,5 mkr/igosa”,
60 nos, Ne1 cepun HACP cooteeTtcTByeT TpebosaHusm
HA NM-Ne(002909)-(Pr-RU)-010823 «Cumbukopt®Typbyxanep®, NopoLok ANs MHransuui
[03upoBaHHblid, 80 mkr+4,5 mkr/nosa, 160 mkr+4,5 mkr/no3an.
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PykoBoguTenb oTgena KOHTPONA KayecTBa Akumosa C.B.

“~iBETCTH

JLloKyMeHT BbIrpy>XeH 13
&N ABTOMaTU3MPOBAHHOI CUCTEMBI MO
~~¢" ynpaBfieHWIO JOKyMeHTaMu Ka4yecTBa
" Ha NekapcTBeHHble npenapaTbl CEPTUDUKAT AHAJTM3A Ne 892 6/6
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)
NHuunaTop BbIrpy3ku: MBawweykunHa T.A.
[aTta n Bpemsa Bbirpy3ku: 19.10.2026, 12:08




