AstraZeneca@

Actpa3eHeka AB
Actpa3eHeka AB Ceunen OnepaiiueHe
SE-151 85 COOQEPTANLE

Wseums

Ten. +46 (0) 8 553 260 00
®akc +46 (0) 8 552 544 80

CEPTUOUKAT AHAITU3A

MYNbMWUKOPT cycneHans ana uHransuui aoavposaHHas 0.25 mr/mn, 20x2 mn, Poccust

Homep cepum:

Jara npousBopcrea:

logeH pgo:

CrpaHa-umnoprep:
NMOKA3ATEJIL/METO[

OnucaHue

pH

Byneconug

KonuuyecteeHHoe onpeneneHuve
ByaecoHunga

MNoannHHocTs BygecoHnna

OpHopoaHoCTL 403MpOBAHMA
(Ctagua 1)

Paamep vactuy
CpeaHwit anameTp vactuy (no

macce)
YacTuubl ¢ aMaMeTpom <= 7 MKM

MocTopoHHKe npumeck
21-pervppobyneconun

17-kapBoHoBas kucnorta
Byneconuna

CyMMa nocTopoHHUX npuMecet

NMoBoit gpyroit eAnHUYHOMN He

SDBW

®eppant 2020 r.
Aneapb 2022 1,
Poccuitckan degepauun

HOPMbI

INerko pecycneHgupyemas cTepunbHan
cycneHaua 6enoro unu no4ty 6enoro
LBeTa B KOHTEeHepax U3 NnonuaTuneHa
HU3KCIA NMIOTHOCTH, coepxalynx pasoByio
A03y. Kaxblit KOHTeHep MapKupyeTcs B
COOTBETCTBUM C ONUCaHUeM,
0A0B6PEHHBLIM ANst KOHKPETHON CTPaHbI.
Bbinyckaercsa B BUAE NUCTOB No 5
KOHTENHepoB.

4.0-5.0

Ha momeHT Boinycka: 0.237 - 0.263 mr/mn.
Ha cpok rogHocTu: 0.231 - 0.263 mr/Mn.

[onxHa 6bITe NONoXUTENbHOM

HonxHa cooteeTcTBOBaTL [P (Cnocob 1).

He Gonee 4 Mkm

He Meree 90 % (M/m)

He 6onee 0.5 %

He 6onee 0.5 %

He 6onee 1.5 %

He Bonee 0.2 %

Crpanuua 1 ua 2
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CooteeTtcTBYET

2 MKM

100 % (M/m)
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<0.05 %
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Actpa3eHeka Ab
Actpa3eHeka Ab CenaeH OnepaileHc

AStI’&Z@ﬂECB@ SE-151 85 COJEPTANBE

Weeuus

Ten. +46 (0) 8 553 260 00
®akc +46 (0) 8 552 544 80

CEPTU®UKAT AHAJTU3A

NYNbMWUKOPT cycneHaus gna nHransuuin noanposadHan 0.25 mr/mn, 20x2 mn, Poceus

Homep cepuu:

[ara npousBoacTBa:
FopeH po:
CrpaHa-umnoprep:

MABHTMMLIMPOBAHHOR NpUMecH

SDBW
®espank 2020 .
AuBapb 2022 1.

Poccwitickaa degepauns

16,17-gerngpo-21- Menee 0.10 % <0.015%
rMAPOKCUNPeaHU3ONoHa
16,21-umkno remuauetans 17- Menee 0.10 % <0.015%
[@30KCUNpegHU3onoHa

CrepunbHoOCTb CootsetctayeT TpebGosanusm Eep. dapm. Cootsetcrayer

Hactoslumm noaTeepwaaeM, YTO BbiwenpuvBedeHHas WHMOPMaUMA SBASETCA TOYHOW W
AOCTOBEpHOW. [laHHas cepus M3roToBneHa/npousBeseHa, BKMOMAs YNakoBKY M KOHTPOINb
Ka4ecTea, Ha BbILIEYKA3aHHOW NPOW3BOACTBEHHOW NNOWAEAKE B MOMHOM COOTBETCTBUM ©
TpeboBaHuaMM GMP MecTHOro perynsitopHoro opraHa cneynduKkauuamy, yKasaHHbIMU B
PErncTpalUroHHOM yaoCTOBEpeHU UMNOPTUPYIoLLEeN cTpaHbl. MPOTOKONLI NPOU3BOACTBA CEpUM,
YNakoBKW W NPOBEAEHHbLIX aHanu3oB NpoBepeHsbl U COOTBETCTBYIOT TpebosaHuam GMP.,

MpouzsoauTens A®C:
AcTtpa3eHeka Ab
dopckapraTaH 18
SE-151 85 Copepranse

Weeuus
BoinyLyeHo: Nurura [xeiHccoH YNonHoMoYeHHoe n1uo
YNonHOMOYeHHOE NULO B COOTBETCTBIM C TpeGOoBaHNAMM [OuvpexTuBsi
2001/83/EC
[Harta Bbinycka: 20 mapta 2020 .

(AaHHas SJ1EKTPOHHAA NoAnNUCh SABNAETCH OPUAUYECKU PaBHOLIEHHbIM. 3KBuBaneHTOM
PYKONMUCHOW noanucu) o -

CrpaHuiua 2 ua 2 Py
Omvyem: 131 3544
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ARmEEING ( S/PANASInnDS QIRITCYadwmBElsn

30-02-COI1-27-04
Gu3uko-xuMuyeckasn gafoparopus
000 «TH «deanman

Anpec OCYLICCTBACHNSA NEATENLHOCTH:
142290, Pocens, Mockosckan oGnacts, r. [TywuHo, ya. I'pyiosas, 4.8, atax 1
(koM. Ne3.0; Ne3.4; Ne3.5; Ne3.6; Ne3.7/a; Ne3.7/G; Ne3.8; Ne3.9; Ne3.10;
Ne3.11; Ne3.12; Ne3.13; Ne3.14; Ne3.17)
email: {d-delma@mail.ru

ATtTecrar akkpeauTauni Ne RA.RU.21HP36

IIPOTOKOJI HCIIBITAHHIA N2 3628 ot 01 anpeas 2020 rona *

YTBEPKIAKD
Havaabnux ©XJ
000 «T1 «deavman
Kangyuunx E.T1.

e

(006pazua npoxykuun)

Caeneniis o0 cpeacrsax
HIMepeHns

Hansenopanne CH,
HUBEHTAPHBIN HOMep,
ros BBOJR B IKCNAYATALHIO

CBHAETENLCTBO 0 NOBEKE,
Cpox aeifcTeis nosepkn

TTonxoe nanmenopaame
ofpa3ua (npo6ur)
NPOAYKLIH

[TyneMukopT® cycnensns ans ueranauuit nosuposannas 0.25 mr/aa 2 M,
konTefinepnl (20), naukn KapToHHbIE

Cepus

SDBW

Hnenruduxaunonnsii kox
olpa3ua (npobsi)

JIC20-0104/03/02

Mpeanpustie-
H3rOTOBHTE/b, CTPaHa /
Beinycxkatowii kourposs
Kayecrsa

Actpa3enexa AB, Lncuns

Homep perscrpaumonnoro
AOCTOBEpCHIif, AaTAa

[T'NO13826/01 ot 14.09.2007 (nata 3amenw PY 24.11,20 16)

Ocnosanue oan nposeaeHus
HenbiTannit

3aspka Ha npoBeaenie uensiTanuli AOQ «Cenrepyey Ne 53516 ot 26.03.2020

Ot6op obpa3ua (npabui)
BbLINOJHEH

Ipencrasurenem 3akazanka. OTBETCTBEHHOCTS 32 oT6op npob HeceT 3aka3lumk

Haumenosanue u agpec
Jakazunka

QOO0 "Actpa3eneka PapmacsioTitkans” 123100, r. Mocksa, -t KpacHorsapaeficknit
npoes3n, A. 21, crpoennte 1, stax 30, koMuats 13 1 14

H3IMepeHns)

Hata noerynaenus o6pasua | 01.04.2020
(npobui) B ®XJ

JaTa nayana nposenenns

HCNBITAHKA (H3MEpCHIR) 01.04.2020
JaTa okonqanus

NpoBeaeHHS HCNILITAHNS 01.04.2020

HopmaTususiit nokymenr,
peraaMenTHpyiowmit o6nen
1260PATOPHBIX HCNBITAH NI
H X OUEHKY

[TN013826/01-140907 man. Ne 1-10

PE3YJIbTATBI HCITILITAHH A

Onpenensemele nokazareny

3uavenus noxasartenct.

HI na meToan! £ N
Hopmer HIT PelysibTaTh! Hensranidt, -\,

Henwiranmit

t)mrca;me [TNO13826/01-140907 | Jlerro pecycnenmupyenmas Herkqpecycnenmlpye.\tas \f“;
HiM. Ne 1-10 CTEPHABHAA cyCnen3ua CTepWTEHAA cycmenzis . || ||

TMpotoxon HensiTauui Ne 3628 S 5 5;3;4?
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3d-02-COTI-27-04

(BH3yanbHBI)

Genoro wnH nouti Genoro
LiBeTa B KOHTEHiHEepax 13
MOJIHITIUIEHA HU3KO
MIOTHOCTH, CONEPIKALIIX
Pa3oBYIO A03Y.

Genoro usera B
KOHTefHepax n3
MOJHITHNEHA HHIKOM
TNOTHOCTH, COAEPKALILIX
pa3oBylo 103Y.
(cooTtBeTCTBYET)

2 Ma npenapata B

H3M, Ne 1-10

JICKApCTBEHHOro npenapara.

Ha konretinepe Ha
aHrTHACKOM A3bIKe YKa3aHo!
TOProBoe HaHMEHOBaHIE
npenapara ¢
npeaynpeantensHoit

Ynaxoska [TNO13826/01-140907
uiMm. Ne 1-10 (153 s ppenapata s KOHTEHep H3 NOAHITHIIEHA
T KOHTeitHep H3 NoM3THICHA .. Sy
L oo A 5 koHTeHHEepPOB COCAHHEHE
5 KoHTeliHepoB coeanHE ! ST AT
B OftiH JHeT, JIneT 13 5 Tet 13 § KowTeliepos
ekl YTaKOBAH B KOHBEPT U3
SRRV NaMUHHPOBAHHOI (onbry,
namMuHHpoBaHHoli donbri. 4 KOHBEPTa B KapToHHoOfi
g e b o nayke ¢ HHCTpyKuKeii no
nauxe ¢ HHCTpYKLUMeH no MpIMetierTo
MPHMEHEHHIO. (coote y;n')
Mapkuposka ITN013826/01-140907 | Mepauvnas ynakoska

[epaimnan ynakosxa

Ha koHTelinepe va
AHIIHACKOM A3BIKe YKA3aHO:
TOProBOE HAHMEHOBAHME
npenapara ¢
npenynpeauTensHoli
MapKHpoBKoi ®,

MapKHpOBKOJ ®,
KOHLeHTpaLmA H o6heM
COLCPKHMOr0 KOHTelHepa
(2 ml), Ha kouTefnepe
HaHeceHa pHcka, Ha BepXHell
YACTH KOHTeHepa,
npeaHasHaveHHo#l ana
OTPhIBA- FOCH, HOMeEp
CepHH,

5 KOHTCIHCPOB COENHHEHD!
B OHH JIHCT.

Ha xounepre na pyccrom
A3bIKe! TOprosoe
HRHMCHOBAHHE Npenapara ¢
npenyInpeaTeNsHOM
Mapkuposxoit ®, MHH,
nexapcteentas Qopma,
NO03HpOBKA, HAJMUCH:
«Crepristoy,
«Onnonoosste
KOHTEHHepbLI», KOAHIECTO
KONTCHNEpOB B KOHBEpTE H
o6Lem oaHoro KoHT¢Hinepa;
«5 x 2 M2, conepxane

AefCTRYIOWErD BeueeTRa B
OLHOM MJI Npemapata
NepeyeHs BCNoMoraTensHnx
BEWecTs, Haannen: « s
HCTIONB30BAHMA TONLKO B
Hebynatizepe - ne ang
HHBeKUY, «BHuMaTeNbHO
npotnTafite BaOKeHHYIO
HHCTPYKLHION, «Xpauirt B

OHLIEHTpaUKs 1 06beM
onepKIUMOro konTeiuepa (2
1), Ha kOHTefHepe HaHecena
HCKa, Ha BepXHelH yacT
OHTEiHHepa,
MpeaHa3HaueHHol ang
OTPLIBA — FrOAEH 10 (B
peaakuis EXP), cepus (B
peaakumu Lot).

5 KOHTeilHepOoB coeHHeH)L! B
OOHH NHCT.

LI;] a KOHBEPTE Ha pyCCKOM
3BIKC YKA3aHO: TOProBoe
HaHMEHOBAHHC MPenapaTa ¢
fTpenynpeaHTentHoil
MapklpoBkolt ®, MHH,
fiekapcTaentas dopma,
VI03HPOBKA, HANTTHCH:
«CTepitsHOY,
«ORHON030BbIC
OHTEHHEpLI», KonuuecTso
OHTE{THEpOR B KOHBEpTE H
6veM ogHoro KOHTeitHepa:
«5 X 2 M1, conepxanie
neACTBYIOWEro BeweeTna &
OAHOM MJI Ipenapara u
fI€peYCHb BCIOMOraTensHLIX
BCLIECTB, HAANHCH: «na
MCNOJIbIOBAKNA TO/ILKO B
HeGynaiizepe - ne ans_

HeZOCTYNHOM na gerels
MECTE), YCIOBHA XpaHeHis,
HHpopMauns no BCKPBITHIO

MK, (BHIMATCABIO

NIPOHTaliTe BIOKERTYI0 .

HCTPYKIUNIO 3, «Xpaunrh B
slty ;

o

TMpotokon uersrranuit Ne 3628
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39-02-COI1-27-04

KOHBEPTa H XPaHEHHIO
OTKPBITEIX KOHBEPTA H
KoHTeHHepos, MecTo Ans
3aMHCH JaTb! BCKPbITHA
KOHBEpTAa, «ITynsMUKOpT -
TOBapHEI 3HAK,
coGeTBEHHOCTS Py
KoMmnaHuu Actpa3eHekay,
TIOTOTHI (HPMBI Ha
AHrnHitcKoM A3blKe,
HAHMEHOBANNE H afpec
(ropoa, ctpana) pupmMeL-
MpOM3BOAHTENS, NATA
NPON3IBOACTRA, FOMEH,
HOMep cepHIL, 3HaK
Konupajita KoMnaHHH.

2) BropuyHas ynakonka,

Ha kapToHHO# nayke Ha
PYCCKOM fA3LIKE YKA3aHO
(npn ynakoeke Ha
NpeanpHATHAX AcTpa3cHexa
AB, lIsetus, n 3A0 «310-
3noposben, Poccun):
TOProBoe HAHMEHOBaHIE
npenapara ¢
npenynpeaAnTenbLHOH
Mapkuposkoii ®, MHH,
nexapetnenHas dopma,
ZO3HPOBKa, HANMHCH:
«CTepunnHOY,
«OnHono3onsIC
KOHTeHHepsI», KonHyecTso
KoHTeliHepos B mavke
00beM 0aHOTO KoHTe HtHepa:
«20 x 2 My, conepxanile
ICHACTBYIOLIErO BEILECTRA B
OIHOM MJI Mpenapata u
fnepeyeHs BCNOMOraTe bHbIX
BCIUECTB, HAHMEHOBAHHE H
anpec (ropon, cTpaua)
dupmel-npoussoanTens,
«ITyabMHKOPT - TODAPHBI
3HaK, COGCTBEHHOCT
rpynnel KOMMNaHHH
AcTtpa3eHexay, naamici:
«/lna ncrnonb3opanua
Tonsko B HeGynaiizepe - ne
ANS HHBEKLM#Y, yenosus
XpaHeHus, «Xpauuts p
HEAOCTYMHOM Ans neTeit
Mecrten, «BHuMaTensHO
npouuTalite Broxelnnylo
HUCTPYKUMIOR, HidopMaLs
MO XPaHCHUIO OTKPHITHIX
KOHBEPTOR i KOHTEliHCpOB,
YC/IOBHMA OTNYCKA, IOTOTHN
bupMbI Ha aHrANTiCKOM
A3bIKE, HOMep
PErHCTPAaUHOHHOrO
YROCTOBepeHHA, nata
IIDDII?-BOJICTBEI, rofcH 1o,

ecTe.», YCIIOBHA XPAaHEHMs,
TH(OPMALIHA M0 BCKPLITHIO
OHBEPTA I XPAHCHHIO
TKPBLITHIX KOHBEPTA H
{OHTel1epoB, MeCTO ANA
AMHCH AAThbl BCKPHITHA
<oHBCpTA, «[lynbMHKOPT -
OBapHsIft 3HaK,
00CTBEHHOCTD IPYNMLI
oMnanin AcTpadeHeka,»,
OroTHI GHPME! HA
HITHHCKOM A3BIKeE,
HAHMEHOBAHHC 1 aJpec
(ropox, cTpaHa) dpHpMmL-
IPOH3BOAHTENA, naTa
ITPOM3BOMICTBA, FOCH, HOMEP
CepHH, 3HaK KomipaiiTa
KOMMAHIH,
2) Bropuunas ynakonka,

Ha kapToHHOIT nauke Ha
PYCCKOM f3bIKE YKA3AHO:
TOProBoe HAHMEHOBAHHE
Mpenapara ¢
npeaynpeanTensHoit
pMapkHpoBkolt ®, MHH,
jleKkapcTBeHan hopma,
103UPOBKA, HAAMMCH:
«CTepiibioy,
«OnHon030BLIC

OHTelHephI», KOMHYECTBO
OHTeliHepOoB B nauke
GbeM oaHOro KonTelepa:
20 % 2 Man, conepxanme
eifcTByIOImMEro BelecTra B
AHOM M penapara H
epeycHb BCTIOMOraTeNbHbIX
€UIECTB, HAHMEHOBAKHE H
papec (ropox, cTpana)
(bHpMBI-NpOI3BOAHTENSR,
([TynsMHKOPT - TOBAPHLIfH
HaK, cO0CTBEHHOCTE MpynMbl
KoMnaHHu AcTpa3enexa.»,
HaarmcH: «as
JICTIOILIOBAHIS TONLKO B
HeGynaiiaepe - ne ana
HIbeKUHILY, yenoBua
KpaHeHHd, «XpaHHTb B
HEAOCTYNHOM 1na aereii
pecte.n, «BHHMaTenbHO
MPO4HTaNTE BIOKEHHYIO
FIHCTPYKUHIO, », HHOpMaLHa
(10 XPaHEHITIO OTKPBITHIX
KOHBEPTOB It KOHTeliHepos,
YCIOBHA OTNYCKA, TOrOTHN
(bHpMBI Ha anrnmiickon
IbIKE, HOMep
CrHCTPAUHOHHOrO
AOCTOBEpeHIA, iaTa | - |-
PON3BOACTSA, TOMEH 10,
OMEp cepiily IrTpirx-ko, « |
HaK Konupatita Komnanim,
CXHHYCCKHE

[TpoTokon embiTanit Ne 3 628
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30-02-COI1-27-04

HOMeEp cepHH, WTPHX-KO1,
3HaK xonnpaﬁ'ra KOMNaHIH,
HononyutensHo npit
YNaKoBKe HA NPEANpHATHH
Actpa3eneka AB, LLIsemns
MOTYT HAHOCHTBCA Cpe/ICTBA
HaeHTHQUKALIH
NIeKapCTBEHHOrO MpenapaTa
(rnoGanbblit naeHTHHKE-
uHOHHEH HOMep Topropoit
CNHHKLL H
HHAHBHAYaILHbII
cepuithbIft Homep
BTOPHYHOIH
(motpe6utenscxoit)
ynaxkoskH ay6mipyiotcs B
BHIE HHTAEMOro NeYaTHoro
TEKCTa) H Apyrue
TeXHHMecKHe/HHGOPMaLITOH
HLle KOZbI,

ITpu ynaxoske na 3A0
«310-3n0posren
JAOMOJTHHTENBHO YKa3lbiBaloT
NOTOTHN, HAHMEHOBAHI!e,
agpec, TenedoH, hakc 3A0
«310-3n0poBney.

XpaHeHHe. XpaunTs npit
TeMneparype He Boiwe 30 C,
He 3amopaxnsats.

Cpox roaxocti: 2 rona

Ykaszanue MecTa ans
HAHECEHHS CpeacTs
FACHTH(HKALR
/ICKapCTBEHHOr0 npenapara
(01 >, 21) »

XpaHHTb Npi TeMnepaType
pie Boite 30 C, He
BAMOPAKIBATh,

Cpok rogxocTH: 2 rona
(Conen o 01.2022)
COOTBETCTBYET)

3AKJIIOYEHHE:

[MPENCTABJIEHHLIE OBPA3LIBI
AOKYMEHTA I10 [TPOBEPEHHBIM T

COOTBETCTBYIOT TPEBOB
OKA3BATEJISM.

INIPUMEYAHME;:

Haunnte pesynsraTl np
Hacrosmwmit nporoxon
nafopatopity,

OTOKONA HCnbITaMiii pacnpoc

HEe MoxeT ORITh NMONHOCTEIO HAH YacTHYHO

OtsercTaennsiii 3a ogopMncHHe npoTokona

LA noArHey * =0
ML Zoog,, 5

Mpotokon nenwrranmi Ne 3628

AHHJIM  HOPMATHUBHOIO

TPAHAIOTCA TONBKO Ha opasel,, MOABEPrHYTHIN HEMBITAIAM,
eneqaTtaH Ge3 paspelleHMs HemLITATeNBHOMN

/ Metenkuua E.B.

®.H.0,



