JEKJIAPALIUSA O COOTBETCTBHH

JEKJAPAHT, IPHHUMAOLUI JEKJIAPALIMIO O COUTBETCTBHH

000 "dempa3enexa Hudacmme”

Caedenus 0 pecucnpayiy opearwsatpne: Hucnexyus Qedepansion naroeosoi cryxcivt no Jlewunckavy expyey
2 Kanyeu 26.12.2015, OFPH 1104029001702, dama npuceoenus OIPH 22.09.2010.

Adpec: 249006, Kawacekan ofit, Boposexuil paiton, dep. Jlodpuno, 1-1i Bocmownwiil npoeso, &1 8. Teaegon:
(4843)826100.

B auye: Fenepanonoit dupexmop Iiyxuti IA.

Hoaepennoe nyo: Kpacnosa T.B., dosepennocms Ne2001/19 om 20.01.2019

JAABJIAET, UTO

nexapemsennoe cpedemeo: Cuntbukupm® Typlyxanep®, NOpowor 08 unearayuil d0suposanbli 160/43
Mk2/o3a 120 0as, unzaaamopus (1), navuku kapmonneie, PY Ne 1l NO13167/01 om 28.09.2011 (dama saaint
26.12.2018) awidano Acmpa3enexa AB. cepus EABN, napmus 57356 ynaxogok, eoder do 31,07.2021,
npowzsodemea Acmpa3enexa AL, Ulseyus, AstraZeneca AB, Forskargatan 18, 151 83 Sodertalje, Swedm, /
ynaxosano Q00 "AcmpaTenexa Hidacmpus®, Poccun, HHH 4029043692, 249006, Kayxeckax oGnacimy
Bopoackwil paiion, dep. fJoGpuno, 1-it Bocmouniil npoe3d, araderue 8, Koo OKII2 21.20.10.254

COOTBETCTBYET TPEEROBAHHSAM

TTNOI13167/01-280911 uz. Ne 1-8,10

JEKJIAPALLHS TIPHHSTA HA OCHOBAHHH

nacnopm npouseodumes (cepmudukam anaoaj Ne 372 om 16.10.2019, Cepmuchuxam coomsemcnieua
cremessl Menednevenma kauecmea @ Ciemevie do8posanshoil cepmudbuxarpui CHCTEMA
CEPTH®HKALIFH TOCT P PECHCTP CHCTEM KAYECTBA Ne POCC RUHCI 1.K01308, cpox deilomsus ¢
23.01.2019 2 0o 23.01.2022 2., Opian no ceprudpuxaluy CUCMem Meneoicienma BHHHC-CEPT AO
“BIHHHC", Poccudickan @edepain, 123557, Mockea, Daekmpuuecsii nep., dav 3/10, emp. 1

JATA ITPHIATHSA JEKJIAPALIHH /8.710.2019
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OPIAH 110 CEPTHOUKALMH, SAPETHCTPHPOBABLIHH JEKJTAPALTHIO )
RA.RU. 11®MO8 OPIAL 1TO CEPTHOHKALHH ITPOAYKIHH OBLECTBO C Orl PAHHYEHHOH
OTBETCTBEHHQOCTIO "OKPY)XHOF HEHTP KOHTPQIIA KAHECTBA",
adpec opeanuzauu: 115280, &. Macksa, ya. Macmepkosd, 0. 4, am. 5, naw. I, kam. 1, adpec opeaita no
- cepmucpuxapa.: 115280, POCCHA, 20pod Mockea, ya. Macmeproaa, 0. 4, sm. 3., mea.:(495)788-02-88, #b-
" catim: OyKK.pep.

JEKJAPALIUMA O COOTBETCTBHH JAPEIHCTPHPOBAHA A2 POCC RU A-RU.OMUS.B.40980/19
! HATA PETHCTPAUMH /8./0.2019
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A 000 «Actpaderexa FiHnacTpua»
L, 2439006, Kanyxckan ¢on.,
AstraZeneca = BOPOBCKMA PafaH, AepeBHA NoGpuHa,
1-uith BocTouHbii npoaap, ananerve 8
Ten. +7(48428) 26100
daxkc +7 (48438) 261 09

16.10.2019

CEPTUOWKAT AHAJTM3A Ne 372

HanmeroBaHWe npopykTa: «CumBuKkopT®TypByxanep®, NOPOLICK ANA MHIanNALWA A03MPOBaHHLIA,
160/4,5 mxr/gozar, 120 noa, Ne1

Homep cepnu: EABN

Homep cepun «in bulk»: EABN

Konuuecteo B cepuu: 57356 yn.

fara npovasofcTea: 08.2019

lopex Ao: 07.2021

Wcneitanus nporasesersi B HO N N013167/01-280911 «CumEukopT® TypByxanep®, NOPOWOK ANA

COOTBETCTAMM C: WHransuMi Ao3upoBaHHeIl, 80/4,5 mkr/no3a, 160/4,5 mkr/noaax; Nam.Nel or

16,04.2012 r. (N NO13167/01-160412); Uam.Ne2 ot 21.02.2013 r. (11
NO13167/01-210213); Mam.Ne3 ot 23.04.2014 r. (N NO13167/01-230414);
Wam.Ned or 14.05.2015 r. (N NO13167/01-140515); Mam.Ne5 o1 26.11.2015
r. (N NO13167/01-261115); Mam.Ne6 ot 23.09.2016 . (N
NO13167/01-230916); Uam.Ne7 ot 11.08.2017 r. (M NO13167/01-110817);
Wam.Ne8 ot 26.12.2018 r. (M ND13167/01-261218); WUam.Ne10 ot
10.06.2019 r. (N N013167/01-100619).

[ata HauMeHoBaHue nokasatenei TpebosaHua HOPMaTUBHOM PesynsTarthi MCNbITaHWA
NCNBITaHWA AOKyMEHTaL WU
27.09.2019- | Onucaxue WHransitop Bpatyaiowuica CooTteeTcTayer
16.10.2019 [£03aTOP KPacHoro
useta, Ha
KOTOPOM
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[ata
WCNBITAHWA

HaumeHOBaHWe nokasarenei

TpoGoBaHUA HOPMaTHBHONA
AOKyMeHTaluu

Pe3ynbTaTbl UCNLITAHWA

Genoro 4o nouTH
6enoro ysera,

MbIX NpUMecen

npevuMyLulecTBeHH
0 OKpYrno#
dopubl
MoANMHHOCTb Byneconup WK-cnextp NoareepxAeHa
UCNBITYEMOro
obpasua no
NONOXEHWUIO
nonoc
Nornowexns
AOMKeH
COOTBETCTBOBATh
UK-cnekTpy
CTaHRApTHOro
oBpaaya
Byneconnna
dopmoTepona WK-cnexTp NoaTesepxaena
tpymapata MCNbITYy8MOoro
Avrugpar obpasya no
NONOXEHNIO
nonoc
NOrNoweHus
[onmxeH
COOTBETCTBOBATL
WK-cnextpy
cTaHAapTHOro
obpaaua
thopmoTepaona
¢gymapata
puruapara
KonuuecreerHoe onpeaenexve| byaecorua ot 162 no 198 178 mrir
mrir
dopmoTepona ot 4,5 po 5,5 mr/r 4.8 mrir
tpymapara
avruapar
MocTopoHHUE NpUMecK EAvHW4HOM He 6onee 0,5% 01%
6yneconna naeHTupuumpye
MOW NPHMECH
(16a-ruppokeunp
eAHW30NoHE,
D-romoByaecoH
waa,
21-pernapobyae
COHMAA W
14,15-nernapob
yfneconuaa) -
Cymma He Gonee 1,0% -} 0.1 % »
naeHTupuLmpye &2

CEPTUDUKAT AHAN3A Na 372




Nara HawmeHosaHue nokasarenei TpebosaHus HOPMATUEHOM PesynuTarb! ucnbiTamHst
VCNLITAHUA ROKYMBHTaUWN
EnuHuyHO He Gonee 0,2% 0.1%
HeUASHTHDULMD
OBaHHON
fpUMecu
Cymma He Bonee 0,5% 02%
HeugeHTHdUyMp
yeMblX
nprmMecen
MocTopoHHUe npumecu Mpumecu D2537 He Bones 0,6% 0.0%
copmoTepona ymapara
AvrMapar
EAnHUYHONA He 6onee 0,6% 01%
HeugeHTupuLMp
QBaHHOW
npuMecu (NKK A,
nuk B, nuk C)
Opyro# He Gonee 0,4% 01 %
eAUHUIHOK
HeunaeHTunUMp
OBaHHOW
npUMecu
CyMmbi He Gonee 2,2% 0.3%
npumecei
Hocrasnaeman fnosa sewects | byaecouua He 6onee oaHoro Cootsercrayer
(oaHOPOAHOCTL A03MPOBAHUA) 3HAYEHWUA BHE
nHTepaana $25%
OT CpepHero
3HAYEHWUA ¥ HU
OAHOTO 13
3HaYeHWR He
HaxoAWTCA BHE
wHTepeana +35%
OT cpegHero
3HaveHua (AnA
10-1v
WHranaTopos)
QopmoTepon He Gonee ogHoro CooreeTcrayer
3HaYeHWA BHE
uHTepeana +25%
QT cpegHerc
3HAYSHWA U HA
ORHOrO 13
3HAuUEHW He
Haxo[uTCA BHE
uHTepeana +x35%
OT Cpeakero
sHaveHua (ans " o N
101w A Pt ‘
MHransTopos)
[Hocrasnaeman fosa sewecTts | SyaecoHua 128-192 mxf/qoaa | ‘
(cpenHee 3Hauenue) e o g
L J:
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Hata Haumerosanve nokazarteneii TpebosaHna HoOpMmaTveHOR PeaynbTarthl UCMLITEHUIA
HGﬂbITaHHﬂ AOKyMaHTaLlHH

@opmoTepon 3,6-5,4 mkr/po3a 4.6 mir/gosa

Paamep yactuy nakroaa CpegHui AuameTp wacTuy no Macce 3 MKM
AonmxeH ObiTb MeHee 3 Mkm

Paamep vacTuy nakrosa He menee 85% uactuy aonxusl uMeThL 100 %
fAwnamerp He Gonee 7 Mkm

Pasmep yactuy Gyaeconug CpepnHuid guaMeTp 4acTyy no Macee 2 MKM
LlonweH BuITh MeHee 3 Mxm

Pasmep vactuy Gyneconng He meHee 95% yacTvy QONKHL UMETh 100 %
Anametp He 6onee 7 Mkm

Paamep wacruy chopmoTtepon CpeaHWiA guameTp 4acTul no Macce 2 MKM
nonxeH 6uiTe MEHee 3 MKM

Paamep 4yactuy dopmoTtepon He meHee 95% 4acTul ACnKHY UMETL 100 %

Avametp He Bonee 7 Mkm

PecnupabensHan ¢pakyma ByaecoHna 64-101 nkr Ha 77 mxr/igosa
£O3Y
dopmoTepona 1,5-2,7 axr Ha 1.9 mkripo3a
¢ymapara [o3y
Avrnapar
Mukpobuonormuueckan uuctora | OBuwee wncno He Gonee 10? Menee 10 KOEB 11
a3pabHbix KOEB 1T
Gakrepui n
APOXIKEBLIX 1
nnecHeabix
rpuGos
(cymmapHo)
Pseudomonas Orcytereme e 1r He oBHapyxeHo
aeruginosa
Staphylococcus Orcytcrame 811 He o6HapyxeHo
aureus
OurepobakTepu Ortcytctane s 11 He o6GHapyxeHo
#, yCTORYMBLIX K
KENUU
Ynaxoska Mo 120 Ao3 B NNACTUKOBLIA MHIANATOP Coorsercreyer
C KOHTPONEM NEPBOro BCKPLITHA
(3aWMTHAS NNEHKA C YKa3aHueMm MecTa
BCKPLITUA), COCTORLMA K3
A03UpYloLWero yCTPOWCTBa, pesepeyapa
LNA XpaHeHWA Nopoluka, pesepeyapa
LNA QECHKaHTa, MYHAWTYKa 1
HaBUHYMBAWWLERCH Kpbiwkn. Kamkabid
MHranATop NOMEWAETCS B KBPTORHYH
nauKy ¢ UHCTPYKUWER No NPUMEHEHWIO
PENAT 328 L85 o
Mapkuposka Coorsertcrayet H[| & 7| CoorBejcTeyer
z“"‘: e 7 " 3
CpoK rogHocTH 2ropa Fu /" B -"'_ng]'_se.rcrl_a)'rgr
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Nara
WCNbITaHKUA

HaumeHnosaHnue nokasarene Tpeboeannr HOPMATUBHON

RAOKYMEHTauMn

PeaynbTatmmncnoiTaHnin

XpaHeHune

Mpu temnepatype Huke 30°C

Coorsertcreer

3axknoueHue:

JonxrocTs

PyxosoauTens OOK ynakoeku

Npenapar «CumGurxopT®Typbyxanep®, NOPOLLOK ANA WHransuUMii A0aMPoBaHHbid, 160/4,5 wr/nosax,
120 gos, Ne1 capuu EABN cooTeeTcTayeT TpeGoBaHWAM
HA M N013167/01-280911 «Cumbukopt® TypByxanap®, NOPOWOK ANS MHIANALWA 103U POBMHbIA,

80/4,5 mur/noaa, 160/4,5 merigosar; Mam.Not ot 16.04.2012 r. (M NO13167/01-180412); UauNe2 or

21.02.2013 r. (N NO13167/01-210213); Mam.Ne3 ot 23.04.2014 r. (M NO13167/01-230414); Mam.Ned or
14.05.2015 r. (M NO13167/01-140515); Wam.Ne5 or 26.11.2015 r. (1 NO13167/01-261115); Ham,Na6 ot
23.09.2016 r. (N NO13167/01-2309186); Mam.NeT ot 11.08.2017 r. (N NO13167/01-110817); ¥am.Ne8 ot

QU0

KpacHosa T.B.

CEPTUDUKAT AHAMW3A Ne 372

(M NO13167/01-100619).
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