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Certificate of Analysis and Conformance

CepTHQHKAT AHAIH3A H COOTBETCTBHS

Product name / HauMeHopanue nekapeTreHtoro
cpeacTea

20 mir + 50 Mxr/nosa

Article No. / Lol No. / Aprukyn Ne/ Cepun Neo
Marketing Authorization No. / Perncrpaunonnoe
yuaocropepenite No

APL name / Hasenonaune dapsaneariueckoi
CcvOCTARILIY

1ITNO13312/01

API Manutacturer / poussoamivns AGC

Dosage form / JlexapeTrennan gopsu
Aosnponaii i

Container Type / Buu ynakopki

59350095/ 001108

JOZNPYEMUENM KITHEHeM

Order-No, / Ne apkasa 90251475
BIX Ne. / Ne-BIX 391340
BIX Version / BIX-pepeis 23
Quantity / Koanyecso ynakonok 292824
Date of Manufacture / JQuia npoisvoactea 13.01 2020
Date of Expiry / Cpok roanoetn 31.01.2023
Number of Normative Documentation: /
Homep HopMaTiHRHON JOKYMEHTAIINH:

TTNOT3312/01-080817

Berodual® N metered dosc inhalution aerosol 20 pg 1 50 pg/dose
BEPOJIYAIT® H aopodons ana ueransiuil 2031posaiiibii

Ipratropium bromide monohydrute 0,021 ng ¢
Huparponus Oposmn mosoruapar 0.021 mr

Fenoteral hydrobromide 0.050 mg /

eroTepona riuapebpovng 0,050 mr

Boehringer Ingelheim Pharma Gmbll & Co. KG

metered dose inhalation verosol/ aoposons Ans MHranALKi

stainless steel can with metered valve/serwumaecksit Gantom e ¢

I hereby certify that all munufucturing stages of this batch of finished product have been carried out in full compliance with the
GMP requirements of the EU and that the batch of the finished drug product for medical use conforms (o the qualily

specifications established by the Normative Documentation.

Hacroaumm NOATREPHAAD, UTO BIC CTAZUH HPCHIBUACTEL JQHNON CCPitit TOTOROTO NPOAYKTA BBHIOIAHEHB 8 HOHOM
COOTBETCTBHE © 'I]:Cﬁk)ﬁ[ﬁlfiiﬂ&“} GMP EC, a taxwe uto CEPHA NEKAPCTECHHOIO Npelapara 1718 MEQHUITHCKOrO MREMCHCHIR

COOTBETCTHY T CNELBUKAIINN HOPMATHEHOT TOKYMEH UL,
Remarks: / ITpisesanng:

Storage

At a temperature not exceeding 25 °C.

Apanexie

Mpicremneparype He Rhme 25 <

Packaging conforms to the approved Nomutive Dozumentation
YDakosKa COOTRCTCTAYCT COMNATOBAKHON HUPMUIHEHGH OKY MEIITALL.

Labclling conforms o the approved Normative Documentation.
MapKIPORKA COOTBETCTRYET COMMUCOBENHON HOPMATIBIUI JIOKY MEIITRILH,

Date of Release / Jlara smnyeka: 13.03.2020

A 03 J=sdes | (s £ 375 T U e

Late / Name / Signuture of the Qualified Person, Quality Assurance
Jlara / Mima / Lloanucs YnomiomMeueH oro nuuy, obecneneinte Kaueerea
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CeprudukaT ananusa u ~ BOEhI’ngEI

COOTBETCTBHA .
||Hx Ingelheim
Hazgaune nexaperseniarg BEPOAY AN H azpozoas ans ukranaiui)
cpeacrsa. aeauporannbeil 20 sk © 50 MEr/aosa
Cepna Nuz 001108 Cepus s anacs §130256
Perucrpauia; Pocena Crpannua 1 uz 4
Hensreanne Creundnranng PesyawTar
Ounucanne
I Ipoapatinag, GeCUBETIAN ILUTH CALTEL K TOBUTAA, HIN CICrKa CooteercTayer
ROPHUHEHA TN KHAKOCTL, CRODANHAN OT CVEREAMPONINITLIX
YacTHI
Janax
Janux rranona CoorpeTcTaver
lipernoneTh
MUIeHEBHOCTD ORPECKH APCNAPATA HE AOMANA NPERLILATE Covinere syl
HITCHCHBHOCTL OKPACKH HTanoHHoro pacteopa Y, BY's unn
Bs.
Ipospatoctn
MIHTCHCHBHOCTL ONAAECTIEHLII NPENAPATA HE JOKH COOTRCTCTRYCT

NPEBLINATL MNTENCHBIOCTL OHAICCHEHLI Y TRIOHHON
cyenensi |, cgoGOARER OT CYCHCHANPORAHIEIN UACTIIL.
Cropoct b ¥ICHKH
Cpeangs cropocTh vTeusl aomkna Owirh de Guage uem -1 Mmrirofn
400 mriroa.
Ja O1ACBHBIX SHRMCHRA TOMAHK RRIOAHATLCR CeayIowWie
TpeBOBARNA:
Ipebonanie A
Cropoer yreun 10 1 12 Swonmkor nomwksa Gnme e
Gonee 475 mr/roi.
Ecmt tranenne we 6oaee 2 Sanmonuukos Gove 475 Mivrol. Ho
He npeswiuaer 520 MUA0L, TO AR HCNLITAHUE OTOHPAIOT
cneayiomne 24 dwoHNKa.
Tpebosayue b
Crapocth yrenwn 34 s 36 Swmnonunkor 1omena Guth ne
Goaee 475 mifron.
CROpoeTh  VIGUKH  HH 0ANOTC  CRUMIUMMEKE  HE  I0MKNHA
rperbiiaTe 520 mriroa.

Macca conepanzoro

He venes 12,40 13.8 1t
13.8 7
159 I
13K
s ! v g |
Roansieer o doh ![' ¥4 13.8
Fle menee 200 gou 243 o
COMERRHIE o
Oridao 7% 1.5 o
1.5 ¢
Hoarmmnocrs
bposias
Jonken 00paroBaTees GAeaHO-ACATHIT TRODOHHCTLIE OCRIOK CooTreTCTRYET
Houannoert.

Huopa pouns Opostiig Monormapat

Bpems  SACPROBRHMA  HEKL JERCTRVIOIICIO  BCUCCTHY  Ha
KPOMATOrpaMme HEMBITYEMOT O pacTsopi HOIRHO
COULBETCTBOBATEL BPEMEHH YACPHRIBaHNA 1IKA JciteTay nera
BCLICCTRA HA XPOMATOIPAMME CTAKAZPTHOTD PACTAOPA

Y D-CneKTp nOrOWens HIPATPONHT SPOMILL HCULITYCNOTD
PRCTHOPA JLITAECH COOTRETCTROBATE Y -ClekiPy N0r01eHa
HNPATPONIA BPOMILIA C IaHEIPTHONO PACTRODA

CovrseicIayer

COAC-391340- V03



CeprudukaTt aHaAH3a H = Boehringer

COOTBETCTBHA lh .
i Ingelheim

Huspanng aekaperiensoro BEPOLAYAI" H woposons L1 unraisuni
cpencrra: ausnposakisil 20 skr -+ S0 MKkr/03a
Cepun N2 001108 Cepus Lix anaiaza: 8130256
Pernerpauns: Pocens Crpaiiua 2 13 4
Henbrranne Crneundurikaunn Pesyavtar

Mopanunoers

Menorepons ruapobpomin

Bpems  VACPRIRAHNR KA ACHCTBYIOUICTO BUIICCIEL Ha Cootrerctryer

XpoMaTorpanMme HCNLITYeMero pacTBOpa NONAHO
COOTBETCTBOBATH BPCMEHH YICPHHBARHA NHKA ACHCTBYIOWETO
BeLCCTRE HA XPOMATOrPAMME CTARAUPTHOIU PACTROPA.
Yb-cnextp noraouenis gesotepana rpofposisa Coorserereyer
HEHBITYEMOID PACTROPA AQJIKEH CoOTBETCTHODNTL Y-
CnexTpy noraomenna genorepona rnapobposnaa
CTAHZAPTIONO PacTBOpa.
PoacTBennibie npusicen
Mpusteen dienotepona ruapodpomina
MEN 1187 BR

< 1,0 % «=(}1 %
MEN 1606 MS

<05 % <=().1 "o
MEN 1229 BR

<0,5% <= Y
BIIK 279 BR

«3.0% w1 %

Eausnoft seaen T nnporanHoi npisecy
= 0.3 %o (omnocnrenuuo derotepona ruapobponniz)

O 1Yo, 18em, | Saiaml), | Suremd) |9pic=), %

Cysaa HEHACHTHDR LNPORAHHLIX NpHMecei]

= LD % (otnocurennio gerorepona ruapobpomiig) <=0,1 %
Cymma npoayrivy pusieakenss fesorepona riapoldpomia
<3,0% <=0,1 %

ITpnstecn unpatponus Gpomisin
SCH 1100 BR (onpeacsemus Kak TPOHORAR KiCIOTH)

< 0,5 % =014 %
BA 636 BR _
=0.5% <=0 14 %

Eamnrenoro nenzentndnanporamodt npustecn
< 0.5 % (oTiocnre thao vnpatporis Gpomigial

S, afamt), o, e enly, | daiont 1%

Cyymau genaenm g uupoRaHELx npHMeceit

. 5 - -n 0
< 10 % (omnocuTgito nnpatpons Gpomitia) <={,1 "o |
Cyaa npoayic bl pusiesenng unpatporing dpasi v
< L0 % <=1 %

HUJHI“\.‘L‘I“ISL‘HIIDE onpeaeaeHe (Ha flki\f\t\l)
Hnpatpoma Gposint MeHOIHApaT:

o1 0,355 10 0,433 Mo 0.392 smra
DeHoTepoaa rrapodposi:
ot 0.845 10 1.033 st 0.935 Mo

\y A
TOAC3PRIOVO3




Certificate of Analysis and Conformance =\ Boehringer
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Ingelheim

Product Name: Berodual® N metered dose inhalation aerosol 20 pg = 50 pg/uctuation

Bateh / Lot: 001108 Inspection Lot §1302356
Registration: Russia Page 3 of 4
Test Specification Result

from the average value for all the tested containers and no value
may deviate by more than £ 35%.

‘The average of all individual values may not deviate by more than
# 1§ %% from the stated active ingredient content.

Uniformity of metered dose

fenoterol hydrobromide
Within a container; Conforms
Requirement A
No more than | of 10 individual values may deviate from the
average value by more than = 25% and no individual value may
deviate by more than = 35%.
If 2 or 3 deviatc more than
=25%, but not more than =35%, test 2 additional containers.
Requirement B
No more than 3 of 30 individual values may deviate from the
average value by more than & 25% and ne individual value may
deviate by more than + 35%,
The average ol ull individual values may not deviate by more than
£ 15 % from the stated active ingredient content
Within a batch: Conforms
Reguirement A
Not more than one value abtained for 10 containers may deviate
bry mare than + 25% [rom the average value for the tested
containers and no value may deviate by more than + 35%.
If2 or 3 deviate more than £ 23%, but not more than = 35%. test
20 additional cantainers,

:quirement B

Not more than three 3 values may devinte by more than £ 25%
trom the average value for all the tested contamers and no value
may deviaic by more than = 35%
The average of'all individual values may not deviate by more than
= 15 % from the stated sctive mgrediem content

Size of particles

Not maore than 50 particles > 100 pm in S0 doses 2 particles
Aerodynamic particle size distribution, fraction < 5.8um
. jpratropium bromide " )
o Ipratropium bromide monohydrate upd fenowrel hvdroasmide: not required
from 13% 1o 33% of the theoretical content of the active not reguired
ingredient in o dose et reguiied

Aerodynamic particle size distribution, fraction < 5 8um
lenoterol hvdrobromide
Ipratropium bromide monoby drate and fenoterol hydrobromide:
from 13% to 33% of'the theoretical content of the active
ingredient in a dose not required
Microbiological purity
Total aerabic microbial count (TAMC)/g

not reguired
not required

Not more than 10° ¢fu not required
Total comhined yeasts/moulds (TYMCyg P
Nat mare than 10 ¢fu not requited
Bile-tolerant Gram-negative bacteria / g '." '
Absent no"f{[igi}tiirud
Pseudomonas seruginosa /g (%1 :
Absent l]l)‘;!’lf:.ﬁil‘ii[(ﬁﬁ:‘;;wl
W L
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Ceprigukart aHanHza ~ Boe hringer

COOTBETCTBHSA I" :
Y Ingelheim

Hassauiie nexaperseHHoro BUEPOIY AT H a2posons 08 Huraiaunfi

CpeacTnhi: nosnporantiil 20 skr ¢ 50 Mkrio1a

Cepua Ne: 1108 Cepuy 479 anatnsa: §130256

Perncrpauys: Pocens Crpannia 4 na 4

“Henwranme Cnennrranus Pesyavrar M

Hau cepito: Cootercrayver
Tpeboranne A

He Gonee | suauckin i3 10 Sannodaskor MOKET OTKIOHRTHCA
OT CPEAHETo AHANEINS TeeTipyembIx Dantoimkos Bonee tem
it = 28 Yo i 04HOPO 3nadeHis Bonee vem Ha L 35 %o,
Ecan 2 1nH 3 35a4SHHS OTKIOHAIOTES oT cpeanero Bonge uew
Ha = 25 %, Ho He Bonee ey HA £ 35 % MCNKWITANNIS HIPOBOAST
Ha cneayrowmnx 20 SauioHuKax.
Ipebonan
He Gonee 3 auaueunii MOryT OTRAIOHETHEA OT CpeaHero
IHATEHIA TCCTHPYEMBbIX Gan10nukes Gonee vem Ha = 25 % n
1 OUHGTO 3HaseHna Bonee vem Ha L 35 %,
Cpfﬂ.lllﬂ.‘ A1 BCCN OFACALHBIN AHAMCHHT HC MOARL]
orkaouaTLeR  Gosee vwem  Ha  E£15% o1 HoMBnIBHOTO
CONCPIUHIE ARTHBHOIO BEUIECTDR,
Paimep wacrun
He 6onee 20 yuctun -+ 100 mrm & 50 qosax 2 MacTIy
AIPOAHHAMIMECKOE PACHPEALIeHIe MACTHU, ppakunn < 5,8 MrM
NNpETpONHE GpuMnia

Huparponua  Opomuaa  meHormapat  « denotepuna He Tpebyerca
ruapodposi: ot 13% a0 3% o1 Teopermuceroro He 1pelbyeren
COREPAAHUA AKTHENOIO BCHIECTDA ¥ 403¢ ne pebyercs

AIpoaunamMuUecKoe pucnpelenenue YacTui. gpakuns < 5,8 mrm
deHaTepona rPoGpoNIIa
Mnpatponus  Gpomuau  Moworwapur  # denorepona
ruapoGposia: or 13% ao 13%% o1 Teoperkdeckoro e (pedyeres
COACPHINNA AKTHRHOMD BEILZCTBA B 103¢ ne 1pebyerca
Mugpohionori4ecKan THCToT A
Obwee aueao wapodnnx Mukpoopramisos (TAMOY

Ke TheOyeTcs

e Goaee 107 KOE e Tpebyeten
Ofitee uneao rpudos n apoexweii (TYMO)r )
e Gonee 10! KOE HE TpebyeTca

l’pum»m JHaTeILn e Gﬂl\’l‘(‘]‘illl!- Es ORYHBLIE KR HIUT

OTCYTCTHIE 0
YTCTHHE HE TpedyerTes

ok Staphylococcus aurens/t .

: OTCVTCTBHE e TpedyeTen
Psendomuonas aeruginosa/r
()'m}-raﬂ\“g HE 'I}\L’f\}'c‘l (4]

- Kouenorvera -
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