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NTEKJAPAIIMSA O COOTBETCTBHH

IEKJAPAHT, TPUHUMAIOIHHA AEKJIAPALIMIO O COOTBETCTBUH

Q00 "Aempa3enexa Gapmacviomuxans”

Csedenns o pezucmpmypuu apearvsaui: Mexcpationras uncnexipug Qedepanvroii naro2o6oli cayucbor N 46
ne 2 Mocxee 25.11.2005, OFPH 1057749225830, dama npuceoenus OI'PH 25.11.2005.

Aopec: 123100, &. Mockaa, 1-i Kpacnozeapdeiickuii npoeso, o. 21, cmp. 1,amaxe 30, konn, 13-14,

B muye: Fexepansuotit Qupexmop MManapuna H.B,

Hosepennoce nuyo; Arosicea E.B., dosepennocims 6/n om 25,06,.201 9.

| SAABJIAET, UTO

; aerapcmeennoe cpedemeo: Hyaomuxopm, cyeneniun Ona uneainyiti Qosupodannaa 0.5 ma/ma 2 am,
* kowmedineps: (20), nauxu kapinonnvie, PY Ne IT N013826/01 om 14.09.2007 (@ama sanmenw PY 24.11.2016),
i cepua PCTV, napma 23140 ynarosok, 200en 90 30.09.2021, nponzsodcmea Acmpalenera AL, Llacyun,

| SE-151 85, Codepmanve, x0d OKITJ2 21.20.10.254, xod TH B3J] 3004320009, xanmpaxm Ne 1-2014 om

15.05.2014, uneoiic Ne 8799018547 om 12.11.2019

COOTBETCTBYET TPEBOBAHHAM

11 N013826/01-140907 uze. Neo 1-9

JEKJAPAITUSA [IPMHSITA HA OCHOBAHHHA

npomoxon ucnimanut No Hi19-05730 om 26.11,.2019 Q00 "HLJC "Buomexnonozun”, ammecmam
axxpedumayuu RA.RU.21 OMO4, Cepmugpuram POCC SE.OMI15.C92029 om 26.11.2019

TS NEKJIAPALIMH 27.11.2019
SACTBUTEJNBLHA 1O 30.09.202!
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CBEJAEHHUSA O PETHCTPALIUHA

OPTAH IO CEPTH®HUKALHH, 3APETHCTPUPOBABIIHN JEKJIAPALIHIO

i POCC RU.0001.11®MI5 OPTAH 11O CEPTHO®MKALIHH ITPOAVKIIHH OFLIECTBO C

OIPAHHYEHHOM OTBETCTBEHHOCTBIO "OKPYI)KHOH UEHTP KOHTPOJIA KAYECTBA",
adpee op2anwianuu; 115280, 2. Mocksa, yn. Macmeproaa, 8. 4, sm. 5, nos. I, kow, 1., adpec opzana no
cepmudhurayuu: 143581, Mockosckaa olnacme, Hempunckuit pation, dep. Jleuiwooo, 0. 248, cimp. 1, men.:
(493)640-96-69, (195)787-92-78 seb-caim: oyrk.peh.

JAEKJIAPAIIUA O COOTBETCTBUH 3APETHCTPUPOBAHA At POCC RU J-SE.®@M15,4.29391/19
AATA PEFHCTPAL[HH 27.11.20!9
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AstraZeneca%

ActpaleHcka AG

Actpa3eneka AE CangeH OnepailueHc
SE-151 85 COAEPTAJIBE

Weeuns

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

CEPTUDUKAT AHATTU3A

NYNbMUKOPT cycnerans Ans uHranauvii noavpoeanHas 0.5 mrimn, 20X2 mn, Poccua

Homep cepun;

OaTta npouagoacTea:
lopex go:
CrpaHa-umnoprep:

NOKASATENL/METO[L

OnucaHue

pH
BynecoHung
KonuuecTeeHHoe onpeaeneHue
MoanvHHOCTL
OgHopoaHoCcTL pnozupasanun (Ctaaun 1)
Paamep wacTuy

CpeaHui quameTp HacTuy (No macce)
YacTiusl € AMaMETPOM <= 7 MKM

MNocTopoHHUE NPpUMacH
21-peruapobynecoHun

17-kap6oHoran kucnoTta GyaecoHMaa
CyMma NOCTOPCHHUX NpUMecen

Mobon ppyroi eqUHUIHOM He
MABHTHMOUUMPOBAHHOM NpUMecK

PCTV

Oxrabpe 2019 .
Centsibps 2021 .
Poccuitickaa ®epepaums

HOPMbI PE3YNLTAT

Jlerko pecycnexaupyeMas cTepunsHas
cycneH3aus Benoro unv nowt Genoro
LBETa B KOHTEMHEPAX W3 NONWUATHNEHA
HM3KOMA NNOTHOCTHU, CoaepXaliMx paloByio
n03y. Kaxnbii KOHTEAHEp MapKUPYBTCA B
COOTBETCTBUM C ONHCAHNEM,

onoGpeHHbIM 4NA KOHKPETHOW CTPaHbl.
BhinyckaeTcna B BMAE NMCTOB No 5
KOHTBWHEPOB.

CooteetcreyeT

40-50 4.5

0.475 - 0.525 mr/mn 0.491 mr/mn

LonxHa GbITe NONOXUTENEHOW MonoxuTensHas
fonxHa cooTeeTcTaesaTth NP (cnocob 1),  CoortsercreyeT
He Gonee 4 mkm 2 MKM

He manee 90 % (M/m) 100 % {mim)

He Gonee 0.5 % <0.05 %
He Bonee 0.5 % <0.05%
He Bonee 1.5 % 0.2%
He 6onee 0.2 % 01 '6/;

Crpanuua 11a 2
Omvyem: 1246326




ActpadeHexa Ab
ActpadeHeka AB Ceunpen OnepalilieHc
AstraZeneca SE-151 85 COAEPTANBE

lseuun

Ten. +46 (0) B 553 260 00
dakc +46 (0) 8 552 544 80

CEPTUDUKAT AHAJTU3A

NYNbMUKOPT cycneHava ans uHransuui goavposanxas 0.5 mr/mn, 20X2 mn, Poccua

Homep cepum: PCTV

[ara npoMaBoacTBa: OxTabps 2019 T,

FopeH po: Centnbpb 2021 .

CrpaHa-uMnoprep: Poccuitckan depepauys

NOKA3ATENBL/METOQ HOPMBI PE3YNLTAT
16,17-pnervnpo-21- Menee 0.10 % <0.015 %

rMOPOKCUNPeIHN30NOoHa
16,21-umxno remuaueTans 17- Menae 0.10 % <0.015 %

NE30KCHNPeaHN3ON0HA

CrepUnLHOCTL Coorsercrayet TpeGosanuamM Esp. ®apm. CooTtpetcreyer

HacTosawumM noaTeepxaaeM, YTo BbllenpuaeaeHHan MHMDOPMaLUMA RBNAETCS TOMHON U I0CTOBEPHON.
[aHHas cepua W3roToBneHa/npoM3BeaeHa, BKMOMAA YNAKOBKY W KOHTPONMb  KadecTea, Ha
BbllLEYKa3aHHOoM NPOW3IBOACTBEHHOW NNOWAAKe B MONHOM COOTBETCTEMM C TpebosaHusimu GMP
MECTHOrO PErynaTopHOro opraHa W cneuutukauuaAMK, YKadaHHbIMW B PercTPaunoHHOM
YAOCTOBEPEHUM WUMNOPTMPYIOWEA CTpaHbl. [IpOTOKONLI NPOW3BOACTBA  CCPWM, YNaKoBKM W
nposeAeHHbIX aHANU30B NPOBEPeHb! U COOTBETCTBYIOT Tpebosanuam GMP,

BeinyuieHo: Nuruta NanccoH YnonHoMoueHHoe nuuo
YNONHOMOUYEHHOE NNLO B COOTBETCTBMMW G TpebosaHuamK [lpeKkTubel
2001/83/EC

[ara Bbinycka: 08 oHoAbps 2019 .

(DaHHas 3NEKTPOHHAA nNOANWCL MABMARTCA HPUMAWYECKHM PABHOLI@HHLIM JKBWBANEHTOM
PYKOMMUCHOW NOANKUCH)

Crpanrua 2 u3 2 ;
Omuem. 1246326




A,
AstraZeneca i

AstraZeneca AB
AstraZaneca AB Sweden Cperations
SE-151 85 SODERTALJE

weden

Tel. +46 (0)8 553 260 00
Fax.+486 (0)8 552 544 80

CERTIFICATE OF ANALYSIS
PULMICORT IHL 0.5MG/ML AF 20X2ML RU

Batch Number:
Date of Manufacture:

Date of Expiry:
Importing Country:

TEST/PROCEDURE

PCTV
Oct-2019
Sep-2021

Russian Federation

ACCEPTANCE CRITERIA

RESULT

Appearance

pH

Budesonide

Assay, budesonide
Identity, budesonide

Content uniformity (Stage 1)

Particle measurement

Mass median diameter

Particles with a diameter of <=7
m

Degradation products

21-dehydrobudesonide
17-carboxylic acid of budesonide

Total amount of degradation
products

Any individual unspecified
degradation products

An easily resuspendable white to off-
white suspension filled into single-dose
units made of plastic. Each unit is
marked according lo a special
description for the market in question.
Sheels of 5 units,

40105.0

0.475 to 0.525 mg/mL
Posilive identity
According to SPh {method 1)

Not more than 4 ym
Not less than 80 % mim

Not more than 0.5 %
Not more than 0.5 %

Not more than 1.5 %

Not more than 0.2 %

Page 10of 3

Complies

4.5

0.491 mg/mL
Positive

Complies

2 pm

100 % m/m

<0.05 %
<0.05 %
0.2 %

0.1 %

Report: 1246326



AstraZeneca «*

Batch Number:
Date of Manufacture:
Date of Expiry:

Importing Country:

TEST/PROCEDURE

16, 17-dehydro-21-
hydroxyprednisolone

16, 21-cyclic hemiacetal of 17-
desoxyprednisolone

Sterility

AstraZencca AB

AstraZeneca AB Swedan Operaticns
SE-151 85 SODERTALJE

Sweden

Tel. +46 (0)8 553 260 00
Fax.+46 (0)8 552 544 80

CERTIFICATE OF ANALYSIS
PULMICORT IHL 0.5MG/ML AF 20X2ML RU

PCTV
Oct-2019

Sep-2021

Russian Federation

ACCEPTANCE CRITERIA
Less than 0.10 %

Less than 0.10 %

Sterile in accordance with Ph Eur

Page 20f 3

RESULT
<0.015 %

<0.015 %

Complies

TN
™

' \Report: 1246326\



(ﬁ;q AstraZeneca AB

A5 AstraZeneca AB Sweden Operations
AstraZeneca & SE-151 85 SODERTALJE

Sweden

Tel. +486 (0)8 553 260 00
Fax.+46 (0)8 552 544 80

CERTIFICATE OF ANALYSIS
PULMICORT IHL 0.5MG/ML AF 20X2ML RU

Batch Number: PCTV

Date of Manufacture: Ocl-2019

Date of Explry: Sep-2021

Importing Country: Russian Federation

Itis hereby certified that the above information is authentic and accurate. This batch of product has been fabricated/
manufactured at the above mentioned site, including packaging and quality control in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country, The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP,

Marketing Authorisalion excludes supply to markel(s) Canada, China, Japan, Canada, China, Japan, Canada, China,
Japan

Released by : Ligita Jansson Qualified Person

Qualified Person according to the requirements of Directive 2001/83/EC
Released On: 8-Nov-2019
(This electronic signature is the legally binding equivalent of a hand written signature)
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