AstraZeneca@

AcTpaderexka Ab

Actpa3erera AL Cenaed Onepairwenic

S-151 85 Cogepranee
Weeunn

Ten,: +46(C) 855328000
Gakn +45(0; B 552 544 80

CEPTUDUKAT AHANUIA

NYNbMWUKOPT TYPBYXAJIEP nopowok Ana UHranauumu foavposanHeid 100 Mkr/qoaa, udranatop

Homep cepan:

[ata npa43sofCcTBa.
loaer ao:
CTpaHa-umnoprep:

NOKA3ZATENB/METOL

Onucanue

Byaecoumna,
MNoAnuUHHOCTL

Macca cogepwumore

OaHOpPOAHOCTL
[O3UPOBAHNA

PecnupabenisHan
dpaxkuua

OcenaHue aKTUBHOIQ
BeuwlecTsa

(1) 200 no3, Na4YKKU KAPTOHHbIE

ACAL

Orrstps — 2020
CenTabps - 2022
Poccunckas Denepalma

HOPMbI

CreuransHo paapaboTaHHblil NNECTUROSsIM MKEMaNATOP
ans nopowka. Bpaweiolwanaca YacTs MEransTopa
CBETNO-KOPUYHEBOro UBETa, Ha HUWH2W CTOPOHE
ssigagnexo Budesonide 100, Wkranatop cofepxuT
rpakyns o7 6enaro Ao noytu Benoro ugeTa, Nerko
Pa3pyLWaIcWMECH NPU Maneiwem MEXaHUudackom
s803AeNCcTEMY, HeaHadynTensHas “acTs BEWEeCTaa
MOKET NPUCYTCTBOBATL B BUAE NOPOWKE.

NonowutensHaa (UK-cnekrpockonds)
He nenee 50 mr

0.07 - 0,13 vr BynecoHnaa/acsy (Cpearai nokasatens
ons 10 O4QHOKPATHLIX 003, NOMYHCHHLIX NDK
uoenanosadii 10 UHTanNATOPoB ¢ YAaneHHbiM
MYHOLLTYKOM),

CTaHaapTHoe OTENOHEHKE ANA EAKHAMHON 403b!
<=0,04 wr

He mewee 235 MKr/3038 OCEAAET HA YPOBHAX 3 1 4
MHOMOYPOBHEROMO UMNUHKENE NPY CKOPOCTH
BO3AYLWHOro NoToka 60n/MuH (cpefHee Tpex
WMRIANATOROE ).

Qcenanie aKTUBHOMD BELWECTEE Ha MYHOLTYKE He

Gonee 0,03 Mr/A0aa Npu CKOPOCTK BO3AYWHOTO NOTOKA--

AC N/an (cpegHee Tpex WUHranaTopos).

Crp1usl

Om-eni: 1

PE3YNbTAT

CootaercTayer

NoncxuTensHas

Coorvgercrayer

0,11 mrrgoza

0.02 mriaesa

46 MKr/Ac3a

0.03 nr/noza



AstraZeneca@

AcTpalerera AS

Actpa3erexa AB CengeH Onepafiwenc
8-151 85 Coaepranse

Weeuun

Ter.. +46(C)8 553 230 00
©ake.: +46(0) 8 552 544 80

CEPTUOUKAT AHATIU3A

NYNEMWUKOPT TYPBYXANEP nopowok ANA WHranAauWia 0o3MpoBaHHsIi 100 MKr/A03a, UHranaTop
(1) 200 no3, NAYKKU KAPTOHHbLIE

Homep cepuu: ACAL

[lata npovssoacTaal Qktabps — 2020

[MoaeH Qo Centadps - 2022

CTpaHa-uMnopTep: Poccritckas Pepepauns
KommeRTapuu:

Normative cocument M N013848/01-280911
Var.1 N N013849/01-060813
Var.2 M N013849/01-270114
Var.4 N N0O13849/01-170517
Var.3 N N013848/01-180917
Var.5 N N013849/01-200318
Var.6 N N013849/01-200819

7 Tect ‘ Hopmer PeaynbTar |
YnakoBka | BcooteetcTauu ¢ HA  CooTmeTcTBYET '
| MapkupoBka B cooTeeTcTBUM ¢ HA | CooTBeTCTBYET
| Cpok rogHocTH B cootBeTcTBUM ¢ H | CooTBeTcTRYET
| YcnoBuA XpaHeHUA B cooTtsetcTEMM c HO CooTBeTCTBYET !

HacTORWMM NOATBEEWAAEN, YTO BHILENPWBEAEHHAR VH(POPMAUMA ABNAGTCS TCHHOW U
focToBepHOW. [laHHas Cepvs MarcToaneHa/MpouaBeneHa. BKIO4AR YNEKOBKY W KOHTCOMS
KAYecTEa, Ha BbILUEYKA3AHHON MPOW3BOACTSEHHOV MNOLIALKE & NOMHOM COOTBETCTSWM C
TpebosarusmMu Hagnexaliei NPOU3BOACTBEHHOM NPAKTVKIM MECTHOTO PErYNATOPHOMC oprana
U CReUMhYKaLMAMA, YKA3EHHBIMIA 8 PErvCTPauloHHOM YAOCTOBEDEHUA UMNOPTUPYIOLLEH
cTpaHsl. NPOTOKONbLI NPOM3BOACTEA CepUM, YNaKoBKM W MPOBEAeHHEIX aHaNK3os NPOBEpeHs!
1 cooTBeTCTaYIOT TpeBorarmAM Haanexalued NpoUsBOACTBEHHON NDEKTURM.

Mpouascautens ADC:
Murakem [LioHkepk [poaKkiuH
QpaHumra
BainyweHo: Mzaous Tannen YNONHOMOHYEHHOE NKULD

VRONHOMOMEHHOE /TMLO B CONTRETCTBUM ¢ TpeGosanustu Jupeemnas 2001 /83/EC

[ata srinycka: 02 mapTa 2021 r.

Cip2wsd ]
“Omuem: 1454838
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Actpadenexa AB

Actpa3exeka Ab Cenner OnepareHc
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Ten.. +46(C) & 553 260 20
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CEPTM®OUKAT AHATIU3A

NYNbMUKOPT TYPBYXANEP nopowok ANs WHTanAuMi nosnposarteii 100 MKr/ae3a, HHranaTop
{1) 200 g03, Na4KK KAPTOHHbIE

Homep cepuu. ACAL

[ara npou3soLCTBa Oxrsbpe — 2020

[Mopew ao: CenTabps - 2022
CTpa-Ha-uMnonTep: Pococuackan denepauma

(QaHMan 3nexTPOHHAaA NOANWCH RABNARTCH KOPHAMHECKN PAAHOLEHHBIM 3KBUBANEHTOM PYKOMUCHOW NoANUCH)

Crp3nid ‘ P
Omuem. 1494838




HCHBITATEABITAS TABOPATOPHS 630007, Poccus, 1. HoBocndupex,

OO0 «CHBAPCKHH IENTP AEKIAPHIOBAIHA v Kosyunerieeesust, 35, ogue 344

H CEPTHOURALINI r TOBOCHBHPCK e/ duaie (383) 209-02-54
Hennirareannast Jabopatopus:
659325, Aaraitcruii kpait, v buiick,
v dasojckan, 69

VHHKAJBIHBLT TOMEP 3ATHCH OB AKKPE/IMTAITHH B PEFCTPE AKKPEIHTOBAHHBIN
JTHTL: N RACRELZ DS

HPOTORKOI UCTTBITAHHAA

Ne 462/03.21 0T «12» vapTa 2021 1.

JEKAPCTBEHHOE CPEJACTBO
Hasenosaimie: HyasymgopTd TypdyXalepd nopowos L il A o spokanEeil 100 vicr 103a 200
201, HUTAIATOPR! (1], TTHUE KUPTOHHBIE -
Cepun Ko ACAL l
| Fuden oo 30.09.2022
{Cuhen g0 bl . o
i Koa-go -
TTpeanpuaTie-H3roToBITeNn: AcTpadenes AD
Crpata: Ulseuns - N
Jagsnrean: AQ "Corrrepye’, 1adBKa 1Ha MCLITAINE N 60111 138 OO wAcTpadenera MEpMAcLIOTHRANS
i;dllMCllOB:lHHC C}’(S'I-L‘K'[".l C :.'Kll'SJHHL‘M ¢re {‘l{h dH,‘.l‘S.Illl!‘_“ll;\‘!-ll[)':l"uﬂl)ll (1“'!']5\”;!

Hopamarimshetii gokysent: Tl NO13849:01-280911 nsm Nol-6

peryi No TINO13849/01 01 28.09.2011

) oboIaTene :10K}'Mc|¥u. ]n.‘l'lic‘l'pamlm!ﬁL;l‘i HOMEP

TLreH THOMKALIN NOCTYTIMBLIX OOP3non H HCIRTHIN HOCIY LI ACRApETBeHioe cpeicibo Hyansmwopt #
Typlyxancp® aopoiok L i s wsnposasnstii 100 sxr e 200 203, iiragaropbl (1), massn
K:Ilb'l'il!lllhl\.’

[lenoetioeTt ynakonku: lle napymcia
[eerymieo Ha ara s 2 yiakoski 120320211
Cp

1CTBA HAMSPCHUHA! -

Kauat rsecsine napaserpae resepacypa ot + 20,0 °C 10 +23.0 °C; saakHoers ot 30.0 % ono TS0 Y
arvoedieproe Janneiiie o1 87.0 klla 10 106.0 klla

JlaTa NAYada-0KONHAIMA NCTLITali 12.03.2021 r- 12,03.2021 r

Ne o HasMenonatiig nokaks o Tpehupminion ¥ KATeCTny o HOpMATHBLROMY Jo- | Pesyintar anususa
1w \ KUMETTH (L0 HODMATHEHUMY AyMCry | |
| JORYMEHIY ‘ - i L
1. Onucanne TIzacTikaRLIT HATATRTOP | 160 swr10na
Zns 100 sk 2033, EPABIROTIANCE SACTL I LT [Taac yrroduni gRratatop
1 L PODA CEUL - KUPHHLEEBOTO L, HU HHADCN | PULLHULLACA S0 T HITTHT O
| upzen shuiasaeno BUDESONIDE 109 | CHS ORI 0L B L, B s
‘ | HeH daeTi BLAARICHO
I L 200 aw o L BUDESONID
w l“\pulllLlll”l«dHCﬂ MUC s MR l--i!ii AUpHaesaIe
nacta, Wi tsegncll SaC BRTARICHD -
RUDCSONIDE 200
|
1 Thorwmnop coepssitr Kpyrae rpasg ot Se- Hursemiop coaepmitt Kpyraae 1
RISIRTIN TR I{REER e ] QEHOIO IC Ta, AR Puapy e Iy ABEHOY I H G 1010 1B L, JIE] o
LEESEH P MELICHLIEM MEAGIMECKONM A i DAY IO LINCESA NPH MG
| eTRInL | MEXBHHUECKOM ROTICHCTRIO
| T Temanre nL A WISTH REINCCTR MKET HPi. Heman e tLHan tie th RCHec TR
| COOVTETROM TR R RHIE TIORGETRD 1 VPHCVTETRYET [ RiLqe fhpaiiikg
2 | Viakenka I Flo 2000 jus {ne e wipopki 100 ks o b 1200 s 0 uie THKOBOM IS Lo v
\ peor OO angnie 200 300 L A0THpomsit 204 KO ) €P:|' MU0 HOR TR 1 (34l |
‘ ACKY 10 B B OIIACTHRON BT HIRRIETOP ¢ KOHTpo- urTnad IFTCHE & VEULIACRM Mec T
| CPBOTQ BUKPBITHN CLATIHTHAR TLA2HRa ¢ | ROWpETNR) COCTORMER 1 TOUIPY -
YRATAIHEM Max il B KPRITHS ), COCTORTIIE 1 ‘|-£:1'\*-'\"‘1pl\:h-r||:!. peICPAN AP D70
SRV IATICT D YCTPOICTIL, PEILpoyaa L g .1%; VAT A, MVEGIEEV R s
CHEQNTA, MYIALITVRA M TADHI a0 SUCULRETIGH KPoiulsd,
L :,‘hiljlh” s \ |
LR 3 v
N Crpasuta 11 3
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KRNI M UITOD AMECTE T HHLI DY KIL
APHMEECHING HOMCULSTCH B KAPTOHNY I HaURY ¢
1 KOITONEM NEPROLG HEKPBITHA

Mugkiponka

| BHIITop pvecTe ¢ HHGIPY KU

N0 MR EMCHCH R TOMETICH R &
| IYE TRIRY € KOH IpUden i
| HCKPERITIR

Hit pyechoM SInKS YRWhHII0T:
Tl Typhyaaaeie ToproBee Hasscnommnie 1pe-
wapaia el lyansikopr®s Typdysaaep Em, M,
JCKAPCTNIHEDN QORMA, JICTIPORRL, KOLCCT S0
AU NI TORS, WPSAYHPCITCIRHAN i, UNCH
aXNPatitTh B MECTaN, HEIOUTYIHENY TR e,
aznnen: «Biuvarensio apotimanTe RRowea-
By HCIDY RO, TARPRTE nHRsMTop Yannay-
KOM IO2IC BCHOT 1 LABIRS, VEAOBIS XPaHeria,
AOFOTHY (RO UHETINEOROM B3RIRC), npesnIneiedn,
I roaeH, Ceplid, MOTYT HAHICHTRES  SdROISKN
TEAHOTOTIMECKIT KOk,

Ha wapionnol gauke TORroBee HusMeinonanie
npenapara «Ilya F FyplyxanepRa,
ML merapeseiing dopya, qompossa. Ko-
AHECCTRO KO0 B MHIWIMTOPRE. COCTAn (B paciete
B o1y A0 ARSAYHPEIMTCOTRHAR  HLLINGS
@ XTHHIL B MECTA, HEIOUINHIWY 378 12TCim,
HUAHCH o THIMAT SN dponmraliTe BI0weH-
HA IO EHCTPYRI, JAKPB G ANIRIETOD KOs
KUM (UUIE BCTOIRTORUHIG, YCIORNA OTIYINA,
VOAUBMA  XPDAMZHIE,  HIRMelOmaHie 1 anpes
L PMBHPOIODOAETENS, oot i anriie
R HIRCT, nosep PY L wlivamsiikept o Type
CYNIep = TOHIEusIC J0aK, C
ROMAAUG ACTpadensaus, npoiee
S INTPHN-KOLL, SHAK KO

AR

e wosaiing,

Honommmreneio oyt kaHOSHTLCS CPEICTBR
PSS IY ] ll‘.tll‘.h.’ll(ll“ PCTHSHIOTD HE'l';"‘I.lv‘.r!.Ta
(raeGussinu saen IKAUHOHBBIL LOMep TOp-
FOBOI CAMIGILLL 1 HANBILTy & iaiinis cepitimni
HOMER wropinmeil (mared)

R OVORHPY IO B pge
TCRCTR) " JApvr
CRHE HEHNORMAIHUNNHLIE KO

by

) A TaRR.

AEMOTO HCHL HorD

& FexHitic-

Mua spusndi oy kepuvee Typdaui
AHPINMNCR0M 930K

T H
VHABAMO, KOS Ther e,
OTPORKL CCPRA, | o

Npaieme pic resneparvpe ke 3020

O6paszei ackapersennore epeactrn Mymmaopre Typdy
160 skr/aoza 200 203, wowimropst (1)

L Upox luanoctin 2 rosa }

Ha pyceson sinre
Ha Ty phyxan

YrRazaio

YR J D, Iepronng

Hasenonanne npenapats «Tynam-
wopT® TypGyxaneptn, MHH, iesap-
i

t'mcrmuﬂ Gops, A0HPaIKA, Kulide- l
"

CTDO IO B BRELIETOPE, NPETVEPG
HSNLHAT HATCH «NpaunTh & MecT
HEIOCTVYIHRY 13 L Hazm
ABHHMUTENLHO PO a2 Brloren-
HYK HUCTRVKINM Jaxpht b HOrS
ROMIGEEOM 0212 FETOANSOBWI A oo,
!\r”‘ﬂhl!i’ Xpanetng, TeraTen
Astralene TTpanans 1ara i
ROICTBA, ol 11T OROHYLRIHA
-cpn'-:a FoJHuC I, «Lu A HOM\F
Cepiii 123DICKOI TEXHITOTICCK I
23
[
Ha kaponmode naske YEaKO 1opTo-
HOT Hulmenonasre upenapata oIy
Mukopr® Typiyarepo, MHEL
ERIpETBCRHI o JalpaK, ‘
: ALTISCTRO 3R sranaTope, Colrue
O padiete B OJHY Jos |, npeiivopes
A TCTIRHAA HATTHO R -"".p\ Hurs n ‘
MOCTRN, HL"!\!L‘I)‘IIHI- XA eredi o,
jramen alBmneieasio tpaeaiing
BAUKEHEYIO HHCTPY )iLo 3akpnith
i WIHTOD EOTTRIROM 1

S NETY e
HURBEH A 3 MEDONHN OTHVERD, Y oty
N PUBCHI, B ATOmIE 112 peg
Itl-lf,mm!-l‘|mH'mu;u= SR, TOraTn
PhstaZencat, tosiep PY, oIy e
sopt it Typivsaticp - uapie

SHUKIL, COBCTHEHHOCT b KU LTI

iE‘u.‘ fonenesa n ol Ipowis.m aaie ‘

iposssoeran, UOeEy da it okvisig
IR Cporu toanocri, «Cepigs nare
CCPHH, IITPRN-ROA, 3HAR Noll;lpaii i
HOMTIAHHY,

Llul‘la.'nm?e;n.ua HalteCennl cpeacTng
t:.munnd-|m:luuu ACKINTTRCHUID
Idenaga:a (rofankisit WIASH e
LBOHHEGE 110 TOPTOBCT CUlHin |
AL Cepu il Hostep
TOPHYEOI (10 T PEOITe (e KON Y-
;‘nkkﬂ upoayGmpoyant noae uitta-
CMOTD DEUITHOTD (R 1) it AT
TENHMNCCRIC IHHUOD MU 0L

|

Tloi xpikon wa xa

Ty POVRATL I I AN RO S
YRG0 KO0
ABUDESONIDE, wmpenka cepia,
TOAcH

TEMMCpAIy L 1tk

Hocn, 2 roca

UICPE TIOPOLIOR LA HHCa T JWO3RPABAHH LT
< NMEIRH Raprosssie, cept ACAL,

pokikeieTa Actpadenexa AR,

7 Crpaftua 233 3




Hisenna spiicpmusacs Heneimadna Tpedepat: H/LITNOT3849/01-28091 1 1330 Nel-6, 10 nponepelibibing noka-
SHTCHAM KUUCCTRY,

?nu.lpc';l.xd.: TR HECTHYROC 1T TOMHOC KO
JasHie EE3VIBTATRI MCITRITAMELT OTF

MDOBAIE W NTpEneraTha NpoToKua G HCaMERHOTO PA3PCICHNE HensiTaTemeko 2afinpa-apin
ETUM LOLLED K 0OPIIUIM, (10JEPIHYTHIN HCNLTARIAM.

HpoToxod cocTasmil K.A. Cexesnena

Saseviomnii
Henprratenssoit naboparopiei

K).R. Ceaesuera




