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Certificate of Quality
~ Cepradixar axocri

Manufacturing Authorisation number/ Homep ninensii wa supobnpurno: DE_RP_01_MIA_20 l9_002_5

Product: BERODUAL® N, metered dose aerosol
Hpenapat: BEPOJAYAJI® H, aepo3osib J030BanuiH

Importing country/ Kpaina-imnoprep: Ukraine/Yxpaina
Country of Manufacture/ Kpaita-snpo6uux: Germany/Himenmuma

Active ingredient/ Axrusuuit inrpegient: 0.021 mg ipratropium bromide
0.05 mg fenoterol hydrobromide
0,021 mr inpatponio Gpomimy
0,05 mr derorepon rigpobpomin

Marketing Authorisation Number: UA/5322/01/01 Valid till: perennial
Peecrpaniifie nocriggenna: UA/5322/01/01 Aie no: Gesctpoxoso

Type of the package: 10 ml (200 actuations) in a metallic container with a metering valve, 1 container in a carton
box labelled in Ukrainian language

Ynakoexa: o 10 Mn (200 103) y MeTanesomy 6anoguMxy 3 A03yIOHMM KNanaHoM, o 1 Ganowunky & KAPTOHHIN
KOpo6ui 3 MapKyBaHHAM YKPaTHCEKOIO MOBOK

Batch number/ Homep cepii: 005579
Date of Manufacture/ Hara srpofeayrsa:  21.08.2020

Date of Expiry/ lpunatsnit no:  08.9023
Batch size/ Poamip cepil: 78.261 packages/ynaxopxu

Certification statement:

I hereby certify that all manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorization of the
destination country.

Caizonrso npo ceprudixanio:

‘UM nigTsepaxymwo, o Bei eranii BupobHMLTBEa Aatol cepii roTOBOro NPOMYKTY BHKOHAHI ¥ NoBKH BianoBiAROCTI
Ao pumor GMP €C, a Takoxk Y BiINOBIAHOCT] 40 BUMOT PEECTPailifiHOre NOCBITYEH S KpaiHu-iMroprepa.
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Ceprudixar saxocri

Product: BERODUAL® N, metered dose aerosol
Hpenapar: BEPOJAYAJI® H, aepo3oss 2030Bammii

Number of analysis/Homep ananisy: 3543496

Batch number/Homep cepil: 005579

Test
BunpoGyBanus

Specification
Cnemvidixanis

Test result
Pesynsrar

Unit
Onunuua

Appearance (visual test)

Onuc
(Bizyansuuit rect)

Colour of solution (limit test)
Konip posauny (rpanmsuuit tecr)

Clarity of solution (limit test)

Dposopicrs poaunmy
(rpasnunnit Tect)

Leakage rate (weighing)

Cropinka2317

Clear, colourless or almost colourless
liquid, free from suspended particles,
filled into pressurised, 17-ml one-piece
stainless steel canisters fitted with a
50-pl metering valve; corresponding to
stendard

npo3opa, Geabapera abo Mafike

- Geabaprua pinuHa, BITbHA BN

CYCHICHROBAHHX HYaCTHHOK, 3aIIOBHEHS
nia koM y 17-mn nineni 6anonanxu 3
Bepxasitoyol cTani 2 S0-MKn n0syrouuM
KAI21IaHOM, 10 BiANOBinac cTauaapTy

Not more intensely colouied, than
reference solution Y7

3abapansnng pe 6inpun inTencHBNE, Hixk
Y po3quny nopisssuus Y7

Not more opalescent than reference
suspension 0/1, free from suspended
particles

Omanecuenuis ne Ginsima, nix y
cycnewsil nopisnsena 0/1, possus
BiNbHEHR Bijl CYCTIEHAORAHNX YACTHHOK
The average Jeakage rate forall
determinations must be not more than
400 mg/year. For individual values, the
following applies:

Requirement A: The leakage rate of 10
out of 12 containers must not be greater
than 475 mg/year. If the value of not
more than 2 conteiners is greater than
475 mg/year, but not greater than

‘520 mg/year, test further 24 containers.
Requirement B; The leakage rate of 34
out of 36 ‘containers must not be greater
than 475 mg/year, The leakage rate of no
container may be greater than 520

mg/year.

conforms

Bignosinae

conforms

Bignorinae

conforms

RimnoBiaac

Single values: mg/year

59/54/59/59/

70/64/59/59/

54/59/59/54
AV: 59 mg/year
COQ-397548-v13
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Ceprudixar axocri

Product: BERODUAL® N, metered dose aerosol
Hpenapat: BEPOLYAJI® H, aepo30.1b A030Bauuii

Batch number/Homep cepii: 005579

Number of analysis/Homep ananizy: 3543496

Test
Bunpo6ysanus

Specification
Cnemntixanis

Test result
. Pesynerar

Unit
Onunung

Pigest BHTOXY (3850y3015)

Mass of contents (weighing)
Maca amicTy (amaxysannx)
Number of deliveries per container
(mmnmnem)v
Kinbxiers 103, mo BRBinEREIOTLCR,
B GanoutmKy
(anmiproranis)
Pressure (physical test)
THCK (disnuusi Teor)
Water content (coulometric determination)
Bumicr Boan
(kynoxoMeTpruRe BysnatCHN)
Identification
SCH 1000 BR
(monohydrate)

(Liquid chmtpatogmphy)

Cropinka 3317

Cepenae 3HAYEHEA PiBHY RUTOXY W14 BCIX
su3HeueHh Mac Gyti e Ginsine mix 400
MI/pix. JIns OKpEMHX IHAYEH BACTYNHi
BUMOTH:

Bumora A: crymiss eutoky 10 3 12-mm
Konrelinepis He moBuEeH SyTH Gimbiue,
Hix 475 urfplx Sxmo i 3MaveHHs we
Ginbwe, mix mis  2-x KOHTeHepis
GmLu:e, nbx 475 Mr/pix, ane ne Ginpwe,
min 520 wmr/pix, B nosamumoMy ananis
TIPOBOAMTH Ha 24-x KoHTefinepax.
Bumora B: crynins Buroxy 34 s 36-tn
KoHrcHrepik ne mosnken Gyry Ginnlse,
Bix 475 mr/pii. Xoaue sraveHns He,
TIOBMHHO NEpERMIyBaTH 520 MI/pik.

>= 13,1 g (5 single values)

>= 13,11 (S okpemux 3Bayeiss)

>= 213 deliveries

>= 213 no3, M0 BUBLNLHAOTCH

4,5-5,5 bar

4,5-5,5 6ap _
1,4-1,7% (2 single values, rounded off)
1,4-1,7% (2 okpemux 3HauCHHA,
OKpYIiIeHO)

The UV spectrum and the uncorrected
retention time of the active ingredient
obtained with the sample solution
correspond to that obtained with the
standard solution.

OXpemi sHaveRus: Mr/pix
59/54159/59/
70/64/59/59/
54/59/59/54

cepenme snawenns: 59 Mr/pix

13,8/13,8/13,8/13,8/13,8 8
13,8/13,8/13,8/13,8/13,8 T

253 doses
253 ‘noa
5,0/5,0 bar
5,0/5,0 6ap
1,5/1,5 %

1,5/1,5 %

conforms

COQ-397549-v13
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Certificate of Quality
Ceprudixar axocri

Product: BERODUAL® N, metered dose aerosol
IIpenapar: BEPOAYAJI® H, a€p030J1b A030BaHHIk

Bat@h number/Homep cepil: 005579 Number of analysis/Homep agamisy: 3543496
Test Specification Test result Unit
BunpoGysanus Crenudikania Pesynprar Onvnuya
laeurudixanis Vo CIIEKTP Ta HeKopurosamull  wag ‘BiINOERizae

SCH 1000 BR YTPHMYBAHHY BKTHRHOTO iNTpenienTa ua

(mouorinpar) XPOMRTOTpami ‘BUNPOGyYBaHOrO

(BEPX) PO3YMHY  MOBMHKI sinnosinaTny®

CIEKTPY T3 HEKOPHIOBAHOMY  4acy
YTPUMYBAHHA AXTUBHOIO iHrpeaiesTa Ha
XPOMATOrpan| CTAHAAPTHOTO POFUMHY

Identification ; :
TH 1165 BR The UV spectrum and the uncorrected conforms
{Liquid chromatography) retention time of the active ingredient
obtained with the sample solution
comrespond to that obtained with the
standard solution
Inewrudirauis v
TH 1165 BR (BEPX) VYO cnexrp Ta Hexopurorauuit uac BiAnoeinae
YIpAMYBaHHS &KTMBHOTO iRrpemieHTa Ha
XpoMarorpami BUTIpGYBaBOTO posumiy
noBuxHi BiNoBiAaTHY® cnexrpy Ta
HCKOPUIOBSHOMY HaCy YTPHMYBAaHHI
aKTHBHOTO iHrpemicHTa Ha
XPOMSATOrpaMi CTAHAAPTHONO PO3URHY
Identification
Test for bromide slightly yellowish, curdy precipitate conforms
(precipitation)
Inentudivania ‘
Ananis ua 6pominn Gnino-xorTyBatHlt cHpRUCTHI ocan Bianosinae
(ocan)

Active ingredient degradation
Posnaz akmusmoro inrpenienra
SCH 1100 BR (monchydrate)
SCH 1100 BR (monorinpar)
SCH 1100 BR (determined <=0,25% <=0,14 %
as tropic acid)
{Liquid chromatograghy)
SCH 1100 BR <=0,25 % <=0 14 %
(BM3Ha4aCTBCA 8K
TPONIOBA KHCIOTR) (BEPX)

Cropinka 4 3 17 COQ-397549-V13
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Certificate of Quality
Ceprudixar sixoeri |

Product: BERODUAL® N, metered dose aerosol
IIpenapat: BEPOAYAJI® H, aepo3osis Ao30Banmit

Batch number/Homep cepii: 005579 Number of analysis/Homep ananisy: 3543496
Test Specification Test result Unit
Bunpo6yranns Crenudixauis . Pesynprar Onununs

BA 686 BR (Liquid . <=025% <=0,14 %

chromatography)

BA 686 BR (BEPX) <=0,25% <=0,14 %

Each individual unspecified <=0,5% <=0,1/0,2/<=0,1/<=0,1 %

degradation produet with reference to SCH 1000 BR

(Liquid chromatography)
Koxunit oxpevuit <= 0,5% ’ <=0,1/0,2/<=0,1/<=),1 %
Hecnenndiummit npogyrr o signowennio no SCH 1000 BR

‘posnagy (BEPX)

Sum of all unspecified <=0,5% 0.2 %

degradation product: with reference to SCH 1000 BR

(Liquid chromatography)

Cyma Beix secnemudivnnxy. ~ <=0,5% 0.2 %
OpOAyKTis poanayy (BEPX) no sinsowennio xo SCH 1000 BR

Total of all SCH 1000 BR <=0,5 % 0,2 %

degradation products

(Liquid chromatography)

Cyma Beix npoayxris <=0,5% 0,2 %
posnaxy SCH 1000 BR

(BEPX)

TH 1165 BR

‘MEN 1187 BR <=0,3% <=0,1 %

(Liquid chromatograplry)

MEN 1187 BR (BEPX) <=0,3% <=0,1 %

MEN 1606 MS <=0,2% <=0,1 %

(Liquid chromatography)

MEN 1606 MS (BEFX). <=0,2% <01 %

MEN 1229 BR <=0,2% 0,1 %

(Liguid chromatography)

MEN 1229 BR (BEPX) <=0,2% <={),1 %

BIIK 279 BR <=02% <=0,1 %

{Liquid chromatography)

BIIK 279 BR (BEPX) <=0,2% <=0,1 %
Each individual unspecified <=0,5% <=0,1/<=0,1/<=0,1/<=0,1/ %
degradation product (Liquid  with reference to TH 1165 BR <=0,1/<=0,1/<=<0,1 %
chromatography)

Koxnuit oxpemuii <=0,5% <=0,1/<=0,1/<=0,1/<=0,1/ %

"ecneundiunnii npoxywr no pigHomexno no TH 1165 BR <=0,1/<=0,1/<=0,1 %

posmaay (BEPX)

Cropinka § 317 COQ-397549-V13
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Certificate of Quality
__Cepradikar sixocri

Product: BERODUAL® N, metered dose aerosol
Ilpenapar: BEPOJIYAJI® H, aepozoun K030Banui

Batch number/Homep eepil: 005579 Number of analysis/fHomep ananisy: 3543496
Test Specification Test result Unit
Buripo6ysauss Crenudikanis Pesynprar Oauruug
Sum of all nnspecified <=0,5% <=0,1 %
degradation products with reference to TH 1165 BR
(Liquid chromatography) .
Cyma Beix secnenmdimmx  <=0,5% ) <=0,1 %
IPOAYKTiB poanaay (BEPX) no singomenwo 10 TH 1165 BR
Sum of TH 1165 BR <=0,5% <=0,1 %
degradation products -
(Liquid chromatography)
Cyma Beix npoaykris posnaay <=0,5 % <=0,1 %
TH 1165BR  (BEPX)
Assay
Kinbxiche Busnavenns -
SCH 1000 BR 0,374-0,414 mg/g 0,395 mg/g
(monohydrate) The requirement corresponds to a
(Liquid chromatography} tolerance limit of + 5 % of the theoretical
SCH 1000 BR 0,374-0,414 Mrir 0,395 mr/r
{monoriapar) Bumoza sidnosidae zpanino
(BEPX) donyemiomy sioxunennio +5% eio
MeoPemuYHo20 cepednbozo SHANENHR
TH 1165 BR 0,892-0,986 mp/g 0,936 mg/g
{Liquid chromatography). The requirement corvesponds to a
tolerance limit of % 5 % of the theoretical
TH 1165 BR (BEFX) 0,892-0,986 wr/r 0,936 mr/r

Busoza sidnosidace zpanusno
donycrumony sioxurensro £5% 6io
meopenmiynozo cepednbozo SHAMEHRRA

Cropinka 6 3 17 COQ-397548-V13
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Ceprudikar sixocri

Product: BERODUAL® N, metered dose aerosol
Ilpenapat: BEPOJYAJI® H, aepo3oas g030Banmii

Batch nu'mber/HoMep cepil: 005579 Number of analysis/Homep aHaTizy: 3543496
Test Specification Test result Unit
Bunpofypanns Cnenudikanis Pesymnrar Onyuunns

Unifermity. of delivered dose within a

container
Onvopianicrs goau, mo
EMRLTLHACTRCH AN GasonunKa
SCH 1000 BR Target value of SCH 1000 BR Single values: 4
(monohydrate) (monohydrate): 96/101/58/96/
(Liquid chromatography) 164 pg/actuation 95/98/95/101/
Requirement A 113/10
Not more than 1 out of 10 values may 7
exceed + 25 % and none may exceed AV: 105 %

35 % of the average value obtained.
If2 or 3 values exceed =+ 25 %, but not =
35 %, test further 2 containers.
Requirement B
Not more than 3 of the 30 values may
exceed + 25 % and none may exceed =
35 % of the average value obtained.
Mean delivered dose

'* The mean obtained for all the values
must not exceed == 15 % of the target
value

Cropinka 73 17 COQ-397548-v13
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Certificate of Quality
CepradikxaT sixocTi

Product: BERODUAL® N, metered dose aerosol
IIpenapat: BEPOLYAJI® H, aepo3osis 1030Banmii

Batch number/Homep cepii: 005579

Number of analysis/Homep ananiay: 3543496

Unit
Opmanuug

Test result
PesynnTar

Test Specification
Brnpo6ysanns Crnenndikauiz
SCH 1000 BR Llim:oe snauenns SCH 1000 BR
{monorinpaT) (monoriapat):
(BEPX) 16.4 mxr/inransnito
Bumorg A

He Ginbime, rix 1 3 10 ingurigyansuux
3HAYEHH MOKE BIAXUIATHCA Bif
CepesHLONC 3HAYSHHA HA £ 25%, 1 .
xonge inauBinyaneHe 3HAYCHAS He
MOKeE BIIXHIATHCA Bilt CEpPERHEOrO
sHauenna 6insme, Bix Ha + 35%.
Ao nsa a6o Tpu iBAMBIRY_RNBHEX
3HAYEHHY BiAXWoTECA Ginbine, Hix Ha
+ 25%, ane xe Ginswe, nin Ha + 35%,
BHATI3YIOTH 10 2 KOHTeliHepH.

Bumora B

He Ginswe, wix 3 z 30-1t
IHAMBIAYATEHEX 3BAUEHDH MOXYTH
BIIXHASTHCA BIA CEPEAHEONO AHAYEHHA
Ha % 25% i %KO0He IHRYEHHSA HE MOXE
BimxunaTHCA Ha Ginsiue, Hix = 35%.
Cepenue 3HaYEHRE A03M, o
BUBINEHAETLCS

Cepejie YACHO, OTPHMAEHE BiX BCIX
IMUBIKYANLEBX BENHUHH, RE TOBUHHO
BimxunsTHes Gimsiue, Hix Ha + 15% nin
LUTBOSOrO 3HAYEHEA.

BusuaueHss npoBoauTses Ba 10 go3ax,
WO BUBINEHMOTLEA i3 OnHOro
Ganoxunka .

Cropinka 8317

OKpeni aHgueHns: %
96/101/98/96/
95/98/951101/

113/107

tepeaHe 3HAUEHRA: 105 %

COQ-397549-v13
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Ceprupikar axocri

Product: BERODUAL® N, metered dose aerosol
Ilpenapar: BEPOJXYAJI® H, aepo3o.s 1030BaHuil

Batch number/Homep cepit: 005579 . Number of analysis/Homep ananisy: 3543496
Test Specification ° Test result Unit
Bunpo6ysguus Creuudixanix Pesynsrar Onnnnus
TH 1165 BR Target value of TH 1165 BR: Single values: %
(Kiquid chromatography) 39.4 pg/actuation 96/101/98/96/
' Requirement A 94/98/95/101/
Not more than 1 out of 10 values may 114/106
exceed + 25 % and none may exceed +
35 % of the average value obtained. AV: 105 %
If 2 or 3 values exceed = 25 %, but not + :
35 %, test further 2 containers.
Requirement B

‘Not more than 3 of the 30 values may
exceed + 25 % and none may exceed
35 % of the average value obtained.
Mean delivered dose .

The-mean obtained for all the valyes
must not exoeed * 15 % of the target
value,

Cropinka 9317 COQ-397549-v13
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Ceprudikar axocri

Product: BERODUAL® N, metered dose aerosol
Ilpenapar: BEPOAYAJI® H, aepo3onb no3osanuii

Batch number/Homep cepil: 005579 Number of analysis/Homep ananizy: 3543496
Test Specification Test result Unit
Bunpo6ysanna Crewngixanis Pesysnerar -+ Opuenua
TH 1165 BR (BEPX) Llinsore 3payenns SCH 1165 BR OKpeMi aHauennus: %
{mouoriapar): 96/101/98/96/
39.4 Mxr/inransuiro 94/98/95/101/
Bumora A 1147106
He Ginpwe, nix 1 3 10 ingnsigyansuux
3HAYEH) MOXC BIAXURATHCH Bij cepende sHauentr: [0S 0%

CEPeZBLOTO 3HATEHHA Ha & 25%, i
HONHE IRAMBIRYANEHE 3HAYCHRS He
MOKE BIIXUIATHCA BiZ CEPEAHEOTO
suauennsn Ginsiue, nix Hax 35%.

Siwe aga abo Tpy inguBinyanEmIx
3HAYCHHA BiAXANAIOTECA BinbIne, Hix Ha
& 25%, ane e Ginstoe, Rix Ha + 35%,
BHANISYIOTE 16 2 KOHTCHREPH.

Bumora B

He Ginbiue, tix 3 3 30-ru
inmBinyansHuX sHavEHb MOXYTH
BINXUNATHCA BiZl CEPENHEOrO SHAYEHHES
Ra * 25% i sonpe 3naueHRR He MOXKe
BiIpanATHCA Ha Ginsine, wix £ 35%,
Cepenne 3HaueRHs A03H, iNo
BYBINBHAETHOS

Cepeane uncio, GTpUMaHe Big Beix
iRIMBITYATILHIX BENUHR, HE NOBMNHO
siuaTrcs Bimsie, nix na = 15% nin
3a4BNSHOTO BMiCTY. ‘
Busnauenus nposoautsea Ha 10 mozax,
O BHBINBHAIOTECH i3 ORHOro 6ancHYHKA

Cropirka 10 3 17 COQ-397549-V13
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Cepradikar axocri

Product: BERODUAL® N, metered dose aerosol
Ilpenapat: BEPOJAYAJI® H, aeposzons J0308aHmii

Batch number/Homep cepii: 005579

Number of analysis/Homep ananisy: 3543496

Test
'BunpoGynauusa

Specification
Crenudixais

Unit
Oznuunua

Test result
Pesynvrar

Uniformity of delivered dose within a batch

OnuopiasicTh Jo3YBRHUS B MESKRX
cepil
SCH 1000 BR
(monohydrate)
(Liquid chromatography)}

Target value of SCH 1000 BR
{monohydrate):

16.4 pg/actuation
Requirement A

Single values: %
105/103/95/103/

93/101/108/103/
95/94

Not more than 1 value obtained for 10

containers may deviate by more than +

AV: 97 %

25 % from the average value for the

tested

containers and no value may deviate by
more than = 35 %. '

If 2 or 3 values deviate by more than £
25 %, but not by more than + 35 %, test
further 20 containers,

Requirement B

Not more than 3 values may deviate by
more than & 25 % from the average value

for all the

tested containers and no value may
deviate by more than = 35 %.

Mean delivered dose

The mean obtained for all the values
must not exceed % 15 % of the target

value,

Cropieka 113 17
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Certificate of Quality
Cepradikar sxocti

Product: BERODUAL® N, metered dose aerosol
Ipenapar: BEPOXYAJI® H, aepo3zons Jo3oBannii

Batch number/Homep cepil; 005579 ‘ Number of analysis/Homep anasmizy: 3543496
Test Specification Test result Unit
BunpoGysauus : Crenrdixayis Pesynsrat : - Opunnua
SCH 1000 BR Hinbore snavenns SCH 1000 BR okpemi 3HRYeEnNs: %6
(MoHoriapar) (moorinpat): 105/103/95/103/
(BEPX) 16.4 mxr/inrananio 93/101/108/103/
Buwmora A 95/94
He 6mm0, Hix 1 3HAUCHRR ANS 10 CEpeane 3HAUCHHA: 97 %

KoHTeiHepiB Moxe BiRXMNATUCS B
CEPEARLOTO 3HRUEHHS, YIS KOHTEHHEDIB,
1O TCCTYIOTECR, Ha + 25%, | xomue
IHOBBIAYRILHE 3RAUEHHA HE MOXKE
BiOXMNATHCA Bifi CEPEMHBON0 SHALCHHS
Ginibtue, Hizk ¥a + 35%.

Axmo asa abo TPH iHAKBILYaTBHAX
3HEYCHHA BiAXHImOTLCA GiNbIue, Hix Ha
+ 25%, ane He Ginswe, Hix Ha & 35%,
ananizyiors e 20 xoutelinepin
Bumora B.

He Ginbuze, Hixk 3 3Hages A’ MOXYTb
BiRXUNATHCA BiJl CEPEAHBLOrO 3HAYEHHS
AnA KOHTEHHEPIB, IO TECTYIOTHCS, Ha
Ha = 25% i X0aHE 3MAYEHHA He MOXe
Bixunamucs Ha 6insiue, Hix * 35%.
Cepénne 3HA%CHHA 103K, IO
BUBINBHACTLCS

Cepenue unCio, OTPUMAHE Bin BCIX
{HAMBIAYANLHUX BESM4MH, HE (IOBXHHO
BimxunaTHCA Ginbine, Hix Ha + 15% Bix
324BNEHOTNO BMIiCTY 8KTHBHOTO
inrpegiexta,

Cropirka 123 17 COQ-397548-V13
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Certificate of Quality
CepTudikar sixocri

Product: BERODUAL® N, metered dose aerosol
IIpenapar: BEPOIAYAJI® H, aeposoasb 2030Banmii

Batch number/Homep cepii: 005579 Number of analysis/Homep anarisy: 3543496

Test result Unit
Pesynvrar Onusung

Test Specification
Brnpo6ysauns Crenudrixanis

TH 1165 BR
(Liquid chromatography)

Target value of TH 1165 BR:

39.4 pg/actuation.

Requirement A -

Not more than 1 value obtained for 10

Single values: %
105/102/96/1037
93/101/108/104/

95/94

containers may deviate by more than +
25 % from the average value for the AV: 97 %
tested

containers and no value may deviate by

more than + 35 %. :

If 2 or 3 values deviate by more than +

25 %, but not by more than + 35 %, test

further 20 containers.

Requirement B

Not more than 3 ‘values may deviate by

more thart = 25 % from the average value

for all the

tested containers and no value may

deviate by more than + 35 %,

Mean.delivered dose

The mean obtained for all the values

must not exceed + 15 % of the target

value.

Cropinka 13 3 17 COQ-397549-V13
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Certificate of Quality
Cepradikar axocri

Product: BERODUAL® N, metered dose aerosol
IIpenapar: BEPOAYAJI® H, aepo3oan no30Banmii

Batch number/Homep cepii: 005579

Number of analysis/Homep ananisy: 3543496

Test Specification - Test result Unit
BunpoSysannsg Cnenndikais ) Pe;ynu&r Onunnug
TH 1165 BR (BEPX) Lincose 3nayenns TH 1165 BR: oxpémi sEaucHuT: %
39.4 mxr/inransujio ' 105/102/96/103/
BpmoraA 93/101/108/104/
He Gineme, ubx 1 swauenns ans 10 95/94
KOHTGHREpPIB MoOXe Bigxunaruca Rin
CEPeAHEOrO IHaUEHHA, AN KORTeNHEPIB, CepeOHeE 3HaYeHR: 97 %

IO TeCTY:OTHCH, HA % 25%, i xonne
inpMBimyasnbHe 3HaUEBHE He  MOXeE
BIEXMNATHCA ‘Bill CEPERRBOTO 3HAMEHHS
Gimbuwe, HiX Ha +35%.

SArto fBa 260 TPH IHIWBIAYANIBHMX
3HAYCHHA BiAXMAAKYECR Ginbiuue, Hid Ha
+ 25%, ane He Ginbine, Hix na * 35%,
ananisyiots e 20 xonTesinepis
Bumora B

He Gineme, ik 3 3HayeHHs MonyTs
BiRXHJIRTHCA  OT CEPEAHLONO 3HANEHHS,
"ANS_KORTCHHEDIB, INO TECTYIOTHCA, Ha Ha
+ 25% i wonde aMaueNMs He MOxe
BiAXMIATHCA Ha Gimbine, Hix + 35%.
Cepenne 3nayenna [03M, IO
BUBIMLRNETECA

Cepemue umeno, orpuMane Bix Beix
iRAVBIAYRILHRX BEIUYME, HE NOBHHHO
siakmisTRCR Ginbire, Hix Ha = 15% Bin

3a5RICHOTO BMicTy AKTHBHOIO
iurpenienra,
Aerodynamic fine particle dose,
fraction < 5.8 pm*
AepoauHamiume BEIHAYERES
ApiGBRX YACTHHOK,
paxuis <5.8 mxm *
SCH 1000 BR: 14-32 % (3 single values)
(monohydrate) of the theoretical active ingredient
{Liquid chromatography) content per metered dose

No routine test

Cropinka 143 17
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Certificate of Quality
Ceprndikar axocri

Product: BERODUAL® N, metered dose aerosol
IIpenapat: BEPOJYAJI® H, aepo3o.ab 1030Banuii

Batch number/Homep cepif: 005579 Number of analysis/Homep ananisy: 3543496
Test Specification Test result - Unit
BuopoGysanns Creundixanin Pesymerar Onsuunx
SCH 1000 BR 14-32 % (3 okpemux 3HauCHHA) He aManiaoBano
(monorigpar) SAABJICHOTO BMIiCTY 8KTUBHOTO
(BEPX) iRrpenienTa ¥a KO3y, IO BHRINLHAETECS
BepyTnunil TecT v .
TH 1165 A 14-32 % (3 single values) not analyzed
(Liquid chromatography) of the theoretical active ingredient
No routine test content per metered dose
TH 1165 A 14-32 % (3 oxpemux 3pauenna) He avanizosaro
(BEPX) 34SRIIEHOTO0 BMICTY aKTHBHOTO
HEpYTHHAMA TeoT imrpenienta Ha no3y, mo BHBINBHAETRCH
Particulate matter (Microscopy)
Teepai vacTunkn (Mixpockornix) )
Number of particles the longest axis of 6 particles
which is greater than 100 pym
.<= 50 particles per 50 actuations
YacTHHKY, TOPHIOHTANLHI OCI AKNX 6 YACTHHOK
> 100 Mxm
‘ <= 50 yacTHHOK Ha 50 no3
Microbiological quality**
No routine test
Mixpo6ionoriuna yucrora**
ACPYTHHHANA TecT
Total aerobic microbial
count (TAMC)/g not more than 103 not analyzed
3aramsua xbisxicrs '
aepobGrux mixpoopragizmis He Bimpme 102 | He ananiaosaHo
(TAMC)r
Total combined
Yeasts/Moulds connt not more than 10! not analyzed
(TYMC)/g
3aranbua kbmxicrs
Apisxaxosux i mricenenux rpubxie ue Ginnwe 10! He ananizoeano
(TYMC)/r \
Bile-tolerant Gram-negative
bacterla /g s not detectable not enalyzed

Critixi go acopui

rpamueraTusai 6axrepil/r HE BHABICHO He ananisoparo

Cropinka 15 3 17 COQ-397549-\13
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Certificate of Quality
Cepradikar sxocri

Product: BERODUAL® N, metered dose aerosol
Ipenapat: BEPO/IVAJI® H, aepo3onh 1030BaHHH

Batch number/Homep cepil: 005579

Number of analysis/fHomep ananisy: 3543496

Test . Specification Test result Unit
Bunpobyeanus Cnenudixanis Peaynrrar Onunung
Staphylococcus aureus/g not detectable not analyzed
Staphylococens aureus/r He BMABNEHD He atianisosaxo
Psedomonas aernginosa/g  not detectable not analyzed
Pseudomonas acruginosa/r  He BusBneHo He ananisosano
"Citric acid
Jinmonna kucaoTa
Control test on intermediate 68,6-83,8 ig/g intermediate product 75,0 ng/g
product (Liquid chromatography)
Kourpoanuui Tecr Ha 68,6-83,8 mMxr/r npoMizkuoro npoaykTy 75,0 MKIYT
npomixuMi npoayxT
{BEPX)

Cropiuka 16 317
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Certificate of Quality
Ceprudikar sxocri

'Product: BERODUAL® N, metered dose aerosol
IIpenapat: BEPOAYAJI® H, 2epo30J1b A030BaRMIL

Batch number/Homep cepii: 005579 Number of analysis/Homep auaniay: 3543496

- Test Specification Test result Unit
Bunpobysauns Coenndikania Pesymntar Opusnus

Remarks/ IIpumiTka:

* carry out the test on every 5% batch from the current production run/ nposoasTs Ha KOXHilt 'ATI# cepii 3
NOTOMEOro BUpobHMITEA

** carry out once per year as part of a regular testing schedule for microbiological quality/ mpoonsaTs ofuK pas Ha
PiK BifoBizKO 10 poSovore nnany nepesipky mixpo6ionorignof wncToTR

Result/Peaynstar: released/ npumarso; QAAAL, A0
{release date)/(zaTa Bunyeky)

@ Boehringer
Y meelheim

Boehringer Ingelheim Pharma GmbH & Co. KG
Date of signature (CoQ)/ Jlata nipmacanns (C5): - *A- A2 . 0dp

Qualified Person/Vnormoaxena ocoba: Cocndlion \d%;y \ C \& -
\

Cropinka 173 17 COQ-397549-V13




JEPXJIIKCIIY)XXBA
JAEPXKABHA CJYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM YV KHIBCBKIN OBJACTI

npocnekt Banepis Jlobanoscbkoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua.https://www.dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO AIKICTH BBE3eHOro B Y KpaiHy JiKapchbKoro 3acoby

01.06.2021 Ne 27879/21/10

BEPOJIVAJI® H

(HaHMeHYBaHHA JliKapCLKOro 3acoby 3TiAHO 3 peecTpalifiHuM MOoCBiIYeHHAM)
2epo30.ib Ao30BaHHH Mo 10 mu1 (200 103) y MeTateBoMy GaTOHYHKY 3 103yIOUHM KIANAHOM;
no 1 0a,I0HYHKY B KAPTOHHIN KOpOoOIIi

((bopma BUIyCKY, 103YBaHHSA, BUII IAKYBAHHS TiKAPCEKOTO 3ac06y)

Howmep peectpauiitioro nocsizuenns UA/5322/01/01 crpok it peectpauiiitoro nocsizuenns 01.01.2099

Cepis nikapcbkoro 3aco6y Ne 005579 KinbkicTh BBe3eHOr0 Jikapcskoro 3acoby 199
BupoGHuK Bepinrep Inrensxaiim ®apma I'm6X i Ko. KI', Himeuunna
(HalMeHyBaHHA BUPOOHMKA JiKapCcEKOro 3aco0y. KpaiHa NoXomKeHHA)
BBe3seHo B VkpaiHy CniasHe yKpaiHChKO-eCTOHChbKe MiANPHEMCTBO y GopMi ToBapHCcTBA
3 o0MezkeHo10 BinoBiaaabHicTio "'OnriMa-®apm, JITHA', inent. xox:
21642228

(HalimeHyBaHHa Ta kog 3a €JIPTIOY ropuautHoi ocobu a6o npissuile, iM's, no 6aTekosi BizHuHOi
0C00H - MANpHeMLLd, 1i Miclle NPOXHBAHHA Ta peecTpaliHHUi HOMep 0BTIKOBOT KAPTKM MIATHHKA
nojaTkiB abo cepis Ta HoMep nmacropra)

Ipotokoa BisyansHoro koutpomo six 24.05.2021 Ne 1672/1.

3a pesynsTaTaMH [EPKABHOrO KOHTPOMIO BCTAHOBJEHO, INQ JIKapChKHH 3aci6 BBeseHo B VkpaiHy 3

AOTPHMAHHAM BHMOT 3aKOHOJABCTBA LIOAO 3a0e3nedeHHsA AKOCTI JiKapChKHX 3ac06iB.

Onexciit COJIOJIPAN

-’. — T >
\(‘ﬁmnuc} (iniuianu Ta npissume)
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Certificate of Quality
CepradikaT sixocti

Manufacturing Authorisation number/ Homep ainensif ua suposmurso: DE_RP_031_MIA_2019_0025

Product: BERODUAL® N, metered dose aerosol
Ipenapat: BEPOXYAJI® H, aepo30as 1030Banmii

Importing country/ Kpaina-imnoprep: Ukraine/Vkpaina
Country of Manufacture/ Kpaiha-supo6uuk: Germany/Himeuyuma

Active ingredient/ Axtnsuril inrpeaient: 0.021 mg 1pratrop1um bromide

0.05 mg fenoterol hydrobromide

0,021 mr inpatpormio Spomimy

0,05 mMr geHoTepON rinpobpomin
Marketing Authorisation Number: UA/5322/01/01 Valid till: perennial
Peectpaniitae nocsinuenus: UA/5322/01/01 Hie.po: Beactpokoro

Type of the package: 10 m! (200 actuations) in a metallic container with a metering valve, 1 container in & carton
box labelled in Ukrainian language

Ynakosxa: no 10 M. (200 no3) y MétanesoMy GanoHuuKy 3 AO3YIOUHM KIAEHOM, HO 1 GanoHuHKy B KapTOHKLH
KOpOGIi 3 MBPKYBARHAM YKPATHCHKOIO MOBOK

Batch number/ Homep cepil: 007933
Date of Manufacture/ Jlata BapoSimurea:  03.12.2020

Date of Expiry/ ITpunaranit go: 12.2023
Batch size/ Poamip cepii: - 68.370 packages/ynaxosxu

Certification statement:

Thereby certify that all manufacturing stages of this batch of finished product have been carried out in fuil
compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorization of the
destination country.

Crinourro npo cepradirvanizo:

Dum ninTsepaxyro, wo Bei cramii BupoSHANTEA AaHOT cepii roToBOro NpoRyKTy BHKOHAHI y NOBKIH BiAnoRinHOCTI
1o suMor GMP €C, a Takosk y BiIOBIAHOCTI 0 BUMOT peecTpauifioro HOCBiZYeHHE KpaTHu-iMIIOpTEpa.

M o /,/2/5 0K 2/ /

Cropinka 1317 COQ-397549-v13
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Certificate of Quality

Ceprudixar axocri

Product: BERODUAL® N, metered dose aerosol
Ipenapat: BEPOAYAJI® H, Aepo30JIb J030BAHMIL

Batch nuniberlHouep cepii: 007933

Number of analyms/Houep aHamisy: 3553188

Test
Bunpobysanns

Spemﬁcatmn
Croemudixania

Test result
Pesynprar

Unit

Appearance (visual test)

Onnc
(Bisyansuult Teer)

Komxip po3<uny (rpasyums Tecr)
Clerity of solution (timit iest)
Iposopicts posusumy
(rpaudyral ToCT)

Lenkage rate (weighiog)

Cropinka 2317

Clear, colourless o1 almost colourless
liquid, free from suspended. pa:tlclcs
filled into pressurised, 17-ml one-pxccc
stainless steel canisters fitted with a
50-pl metering valve; comresponding to
standard .

npoaopa, 6e36apnna abo Maibxe
Ge36apena pinuna, BinbHa Bin
CYCNEHROBAHIX YACTHHOK, 3aII0BHEHA
nin Tckom y 17-mu tinsni Ganomamxy 3

- HepxcaBilowo] crani 3 50-Mxn JosyrouuM

XTRM8HOM, IO BifNOBIARE CTAHAZPTY

Not mort intensely coloured, than
reference solution Y7

3a6apaienns He Ginnin iHTeHCHBHE, HiX
¥ posunny nopisngima Y7

Not more opalescent than reference
suspension 0/1, free. from suspended
particies

Onanecuehuis He Sinbiua, nix y
cyenersil nopisusyis 0/1, posuun
RinbEM BIX CYCNEHTOBRHUX YACTHHOK
The average leakage rate for all
determinations miust bé riot more than:
400 mg/year. For individual values, the
follawing applies:

Requirement A: The leakage rate of 10
out of 12 containers must not be greater
than 475 mg/year. if the value of tiot
more than 2 containers is greater than
475 mg/yesr, but not greater than

520 mg/ycar, test further 24 containers,
Requirement B: The leakage rate of 34
out of 36 containers must not be greater
than 475 mg/year. The leakage rate of no
container may be greater than 520
mg/year,

conforms

Bignosinae

conforms

BiAnOBinge

conforms

BinnoBinae

Single values: mg/year
84/95/95/100/
84/79/84/90/
84/84779/74

AV: 86 mg/year

COQ-397549-V13

Opusung
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Certificate of Quality
Cepradixar sixocti

Product: BERODUAL® N, metered dose aerosol
Hpenapat: BEPOAYAJI® H, Aepo30JI6 X030BaAHUIL

Batch number/Homep cepii: 007933 Nuriiber of analysis/Homep aHanisy: 3553188
Test Specification Test result Unit
BunipoGysanns Cneuudixanis Pesynxrar Oausuny
Pipent suTOKY (ssaxypasns) Cepenne sHaveHn piBHg BHTOXY 218 Beix okpeMi 3naverA; Mr/pix
' Bu3Havens mae Syu He Ginnine nbk 400 84/95/95/100/
Mr/pik, JJ1A OKpEMHX 3Haelb HACTYNH 84/79/84/90/

BUMOrH:
Bunora A: ctynine Butoxy 10 3 12-m B4/84/79/74
KouTeinepip He nosuHen Gyt Giisine, cepeqine suanenns; 86 Mr/pix
HDK 475 Mr/fpik. SIXmo i 3Esvenns me

Gimbwe, mix 18 2-x KONTelHepin

Ginuire, wix 475 mr/pik, ane ne 6insme,

HiK 520 Mr/pix, B mopamiuoMy amanis

NPOBOAMTH Ha 24-x KOHTEiHHEpaxX.

Bunora B: crynins Butoky 34 3 36-mit

KOHTeHHepiB Be nosnyen Gyra Ginbuwe,

Hixe 475 mr/pix. Xonue snauenns ve

TIOBURHO NePERUIYRaTH 520 Mr/pix.

Mass of contents (weighing) ">~ 13,1 g (5 single values). 13,8/13,8/13,9/13,8/13,8 g
Maca smicty (ssaxysasns) >= 13,1 r (5 oxpenyx 3nauens) 13,8/13,8/13,9/13,8/138 F
Number of deliveries per container  >=213 deliverics 253 doses
{(mecasurement)
Kinnkiers a03, 1o BUBUNLHAIOTBER, >= 213 no3, oo BUBINLHAOTECSH 253 no3
B GanoRuHKy
{sunipiopains)
Pressare (physical test) 4,5-5,5 bar . 5,0/5,0 bar
Tweke (dismumint 2eer) 4,5-5,5 Gap 5,0/5,0 6ap
Water content (coulometric determination)  1,4-1,7% (2 single values, rounded off) 1,5/1,5 %
Bmicr noan 1,4-1,7% (2 oxpemux 3nauenns, 1,5/1,5 %
(xynonouerpuuge BUSTIEMEHNR) OKpYITiEHO)
Identification )
SCH 1000 BR The UV spectrum and the uncorrected conforms
(monohydrate) retention time of the active ingredient
(Liquid chromatography) obtained with the sample solution
correspond to that obtained with the
standard solution.

Cropinka 33 17 COQ-397549-V13
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Certificate of Quality
Cepradikar axocri

Product: BERODUAL® N, metered dose aerosol
ITpenapat: BEPOAYAJI® H, aeposois A030BaRM

Batch numberIHomep cepil: 007933 Number of analys:s/HoMep aHanmizy: 3553188

Test Specification Test resn]t Unit
Bunpobysanns Crenudikaigiz Pesynyrar Onuuunz
Inenragixauin Y@ chnextp Ta Hekopnromammif  gac Bimnosinse

SCH 1(!00 BR YTPHMYBAHHA . AKTRBHOIO IHrpegiewTd Ha

(monorizpar) XpoMaTorpami BuTIpo6yBaHoro

(BEPX) posusRy nosunsi  BignosimaTHY®

CHEKTPY TAa HEKOPMTOBRHOMY - Hacy.
YTPHMYBaHHA AKTHBHOTO iHIpenieHTa Ha
XPOMBTOrPAM] CTAHAAPTHOID PO3UHHY

Identfication
TH 1165 BR The UV spectrum and the uncorrected conforms
(Liquid chromatography) retention time of the activc inigredient
obtairied with the sample solution
correspand to that obtained with the
standard solution
Inenrudixauis )
TH 1165 BR (BEPX) V@ cnexrp Ta Hexopmnmﬁ qac BinNOBinae
YTPUMYRAGHHA AKTHBHOTO fHIpeXicHTa Ha
xpommrpam sunp6ysanoro po3uMREy
noBulHi piznosinaTHY D cnextpy Ta
HEKOPHTOBRHOMY UACY YTPRMYBaNHA
2KTHBEOIO mrpemem Ha
XpOMATOTpaMi CTauAapTHOrO pogauuy
Ideptification
- Test for bromide ' slightly yellowish, curdy precipitate conforms
(precipitation)
Inenrndiania
Aranis s Spomian Gnino-morrysaTuit cupHIcTHE ocan BifnoOBiRAE
(ocan) A
Active ingredient degradation
Posnan axraeHoOro inrpesienTa
SCH 1100 BR (monohydrate)
SCH 1100 BR (monorinpar)
SCH 1100 BR (determined <=0,25% <=0,14 %
as tropic acid)
(qumd chromatogmphy)
SCH 1100 BR <=0,25 % <=0,14 %
{sn3n298€TLCR 2K
TPOHOBA KHCA0TA) (BEPX)
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Certificate of Quality
Cepradixar sxocri

Product: BERODUAL® N, metered dose aerosol
IIpenapat: BEPOJAYAJI® H, aepo3ons A036Banmii

Batch number/Homep cepil: 007933 Number of analysis/Homep ananisy: 3553188

Test ‘Specification Test result Unit

Bunpolypanns Creuudikauis Peaynerar Onuuuns
BA 686 BR (Liquid <=025% <=0,14 %
chromatography)

BA 686 BR (BEPX) . <=0,25% <=0,14 %

Each individual unspecified <=0,5%  ‘<=0,1/0 \31<=0,1/<=0,1/<=0,1/<=0, 1 /<=0,1/<=0, 1/<=0,1 %

degradation product with reference to SCH 1000 BR

(Liquid chromatography)
,  Komnuit oxcpemmuit <=05%  <=0,1/0,3/<=0,1/<=0,1/<=0,1/<=0,1/<~0, 1/<=0,1/<=0,1 %

" mecneuudiunnit npogyxT  no simHomen o A0 SCH 1000 BR

posnaay (BERX)

Sum of all unspecified <=05% , 0.3 %

degradation product: with reference to SCH 1000 BR

(Liquid chromatography)

Cyma Beix necmenudivunx <= 0,5 % 03 %
NpoAyKTiE posnagy (BEPX) no BigHomexkio 1o SCH 1000 BR

Total of all SCH 1000 BR <=0,5% 0,3 %
_degradation products

(Liquid chiromatography) ,

Cymxa Beix npoayxrin <=0,5 % 0,3 %
poanagy SCH 1000 BR

(BEPX)

TH 1165 BR

MEN 1187 BR <=03% <=0,1 %

(Liguid chromatography) _ .

MEN 1187 BR (BEPX) <=03% -<=0,1 %

MEN 1606 MS <=0,2 % ' <=0,1 %

(Liquid cluromatography)

MEN 1606 MS (BEPX) <=02% <=0,1 %

MEN 1229 BR <=0,2% <=0,1 %

{Liquid chromatography)

MEN 1229 BR BEPX) <=0,2% <=0,1 %

BIOK 279 BR <=02% <=0,] Y%

(Liquid chromatography)

BIIK 279 BR (BEPX) <=02% <=0,1 %
Each individual unspecified <=0,5% <=0,1/<=0,1/<=0,1/<=0,l/ %
degradation product (Liquid  with reference to TH 1165 BR : <=0,1/<=0,1/<=0,1 %
chiomatography)

Koxnnii oxpemuii <=05% <=0,1/<=0,1/<=0,1/<=0,1/ %

Hecnenudiunmit mpoayxr 1o Bigdowenmo o TH 1165 BR <=0,1/<=0,1/<=0,1 %

posnany (BEPX)
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| Certificate of Quality .
Cepradixar saxocri

Product: BERODUAL® N, metered dose aerosol
Ipenapat: BEPOAYAJI® H, aepo30Js 5030BaHuii

Batch number/Homep cepil: 007933 Number of analysis/Homep auanisy: 3553188
Test' Specification Test result Unit
BunpoGysauns Crenugikanis . Pesymprar Onuanin
Sum of all unspecified <=0,5% <=0,1 %
degradation products with reference to TH 1165 BR
(Liquid chromatography) ?
Cyma peix necnerupinnux ~ <=0,5% <=0,1 %
npoayKrie peanaxy (BEPX) 1o minsomeno fio TH 1165 BR )
Sum of TH 1165 BR <=0,5% <=0,1 %
degradation products
(Liquid chromatography)
Cyma ncix npoaykris posuagy <=0,5 % <=0,1 %
TH 116§ BR  (BEPX)
Assay
Kimnxiche Busuagenna-
SCH 1000 BR 0,374-0,414 mg/g 0,392 mg/g
(monohydrate) The requirement corresponds fo a .
(Liquid chromatograghy) tolerance limii of + 5 % of the theoretical
SCH 1000 BR 0,374-0,414 mr/r 0,392 Mr/r
{monorizpar) Bumoza eidnoeidae aparirno
{BEPX) OoHyEMIMOoMY sidxunenmo +5% eid
) MEOPEMUNHOZO CEPLOHLO20 SHAYEHNR
TH 1165 BR 0,892-0,986 mg/g ) 0,940 mg/g
(Liquid chromatography) The requirement corresponds to a
' tolerance limit of + 5 % of the theoretical
TH 1165 BR (BEPX) 0,892-0,986 mr/r 0,940 Mr/r
Bumoza sidnosioae zpasuuno
donycmumomy gidxunennio +5% &id

meopemyu020 CEpEIHLOR0 IHAYEHHA

Cropinka 63 17 COQ-397549-v13
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Certificate of Quality
Ceprudikar axocri

Product: BERODUAL® N, metered dose aerosol
IIpenapar: BEPOIYAJI® H, 2epo30Jis A030BanMiL

Batch numbe'x‘lﬂouep cepils 007933 ‘ Number of analysis/Homep ananizy: 3553188
Test Specification ' Test result . Unit

Burpo6ysanns Cneuudixaniz : Pesynstar Opnunung

Uniformity of delivered dose within a

container
OnvopinnicTs xo3n, mwo
BHBUILHKETHCH 1 6ajtoHyMKa
SCH 1600 BR Target value of SCH 10600 BR Single values: 9}
(monchydrate) (monohydrate): 100/100/91/99/
(Liquid chromatography) 16 4 pg/actustion 102/103/102/
RegUIEDELA , 100/100/103
Not more than 1 out of 10 values may ' i
exceed & 25 % and none may exceed % AV; 100 %

35 % of the average vaiuve obtained.
If 2 or 3 values exceed + 25 %, but not +
35 %, test further 2 containers.
Requirement B '

Not more than 3 of the 30 values may
exceed + 25 % #nd none may exceed =
35 % of the average value obtained.
Mean delivered dose

The mean obtained for all the values
toust not exceed + 15 % of the target
value

Cropinka 73 17 COQ-397549-V13
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Certificate of Quality.
Cep’rmj)ima'r _mcocTi

Product: BERODUAL® N, metered dose aerosol
IIpenapat: BEPOAYAJI® H, aepo3o.s J030BaHR

Batch number/Homep cepil: 007933

Number of analysis/Homep ananizy: 3553188

Test Specification
Crenudixauis

BunpoGysanns

Test result Unit
Pesynwrar Onpuaus

SCH 1000 BR

Ilimose snagerna SCH 1000 BR

OXpeMi 3pavcHHT: %

(momorigpar) {Monorigpar):
(BEPX) 16.4 Mxr/iurananiio
Bumora A

100/100/91/99/
102/103/102/
100/100/103

Cropinka 8 3.17

He 6imewe, sk 1 3 10 ingasigyamsnm
JHAYEHD MOXeE BiAXHAATHCE BiR
CCPENHBLOTO 3HAYCHAS HA + 25%, i
KOAHC IHAHBIAyaribHE SHAYMCHER HE
MOXe BIIXHIATHCA BiXl cepeyHEOro
3HayeHHa Ginipine, Hix 1a = 35%.
Axno apa abo TpH inaUeinyansuux
3HAYCHHA BigxumoTsCa Binbie, Hix na
& 25%, ane ve Gimaue, Hix Ha + 35%,
asanizyloTs e 2 KonTeAHepu.

Bumora B

He 6insme, mix 3 3 300
iH/UBi Aya s HuX 3HAYEHE MOXYTE
BiXHIIATHCA Bifi CEPCANROTO SHATEHNA
HB + 25% i o/He 3HAYCHAA He MOXe
BimxunsTHCK Ha GimEiwe, Mk 35%.
Cepenne sHavenns [o3m, Mo
BUBLILRACTRCS

Cepenne uncso, OTpHMaHe Bix Beix
IHOMBIAYANEHAX BENUTNH, HE HOBHHHO
BiDGUIATHCA Ginbinte, Bix Ha % 15% Big
RINTKOBOTO 3HAYEHHA, -

Busnauenns nposoautscs Ha 10 nosax,
IO BUBIABHRIOTHCSA i3 DABOTO
Ganonuuxa .

CEpeANE 3HAYEHRA: 100 %

COQ-397549-v13
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Certificate of Quality

Ceprudikar saxocri

Product: BERODUAL® N, metered dose aerosol
Hpenapat: BEPOAYAJI® H, aeposoan Ao30Banuii

Batch numbex/Homep eepif: 007933

Number of analysis/HoMep ananizy: 3553188

Test result Unit

Test Specification
Bimpo6ysanns Cneupdikanis Pesynnrar Onunpus
TH 1165 BR Target value of TH 1165 BR:- Single values: %
(Liquid chromstograpby) 39.4 pg/actuation 101/99/91/100/
Requirement A 101/102/103/
Not more than 1. out of 10 values may 101/100/103

Cropinka 93 17

cxceed + 25 % and none may exceed £
35.% of the average value obtained.

If 2.or 3 values exceed = 25 %, but not +
35 %, test further 2 containers.
Requirement B

Not more than 3 of the 30 valucs may
exceed £ 25 % and none may exceed =
35 % of the average value obtained.
Mean delivered dose

The mean obtained for all the values
must not exceed * 15 % of the target
value,

AV 100 %

COQ-397549-v13
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‘Certificate of Quality
Ceprudixar axocri

Product: BERODUAL® N, metered dose aerosol
Ilpenapat: BEPOXYAJI® H, aeposous 1o3oBanuii

Batch number/Homep cepii: 007933

Number of analysis/Homep ananizy: 3553188

Test
Buaopobysanua

Specification
Cremmdixania

Test result
Pesynprat

Unit
Onnruns

TH 1165 BR (BEPX)

Ilinsone 3pavenns SCH 1165 BR
{mMororigpar):

39.4 mxr/ivransniro

Bumora A

OKpeMmi 3Ha4enna: %

101/99/91/100/
©101/102/103/
101/100/103

He 6inpme, nix 1 3 10 inausigyansaux

3HA9EHb MOXE BIIXIWIATHCK Bif

cepesHe sHagenus: 100 %

CEPERBLOTO 3HANECHHA Ha & 25%, i
XKOAue [HAHBIAYanEHe 3HaveHns Be:
MOXeE BiZXHIIATHCS Bill CEPETHEONO
3HaMenR# Ginbwe, Hix Ha % 35%.

Slxutio xpa abo Tpu innmBinyanEHIX
3HAYCRHA BiXWAAIOTECS Binpute, Hix Ha
+25%, ane e Ginsme, Hix Ha + 35%,
2HATI3YIOTS e 2 XoHTelHepH.

Bumora B

He Ginsme, yix 33 30-1tu
IHARBIAYATEHAX 3HAYCHE MOXYTh
BUDXH/IATACA Bill CEPEAHBOTO 3HAYSHAA
Ha £ 25% i %ome 3naUCHHA He MOXeE
Bimxungraca ua Ginsine, nix + 35%.
CeponHe 3naueHHs 103, 110
BUBITLHACTRCH

CepenHe wclio, OTpHMaNE Bia Beix
iHOMRiNYANLHUX BeTUTHH, HE NOEUHHO
BimxumaTHCA Ginbine, Hix na + 15% Bi
32%XBAEHOTC BMICTY.

Bu3snauensia nposoguTsea sa 10 no3ax,
IO BUBLIBHMOTRES i3 OAROro GanoHunKa

Cropirka 103 17
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Certificate of Quality
Cepradikar saxocri

Product: BERODUAL® N, metered dose aerosol
IIpenapat: BEPOJIY AJI® H, aepo3onxs A030Baunii

Batch number/Homep cepif: 007933 Number of analysis/Homep anamizy: 3553188
Test ' Specification Test result Unit

BunpoGysanus . Crenundiranis Pesyngrar Onnuvng

Uniformity of delivered dose within a batch

Omropimudcrs aosyranus B mesxax

cepil ;
SCH 1000 BR Target value of SCH 1000 BR Single values: %
(monohydrste) (monohydrate): 106/98/96/96/
(Liquid chromatography) 16.4 pg/actuation 103/101/101/
Roquirement 4 97/101/100
Not more than 1 value obtained for 10
containérs may deviate by more than AV: 96 %
25 % from the average value for the
tested

containers and.no value may deviate by
more than + 35 %.
If 2 or 3 values deviaté by more than =
25 %, but not by more than * 35 %, test
further 20 containers.
Requirement B ‘
Not miore than 3 values may deviate by
more than £ 25 % from the average value
for al] the
tested containers and no value may
. deviate by more than + 35 %.
Mean delivered dose
The mean obtained for all the values
must not exceed + 15 % of the target
‘valie.

Cropinka 11217 COQ-397549-V13
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Certificate of Quality
Cepradikar sxocri

Product: BERODUAL® N, metered dose aerosol
Hpenapat: BEPOAYAJI® H, aepo3ous 1030Banuii

Batch numbex/Homep cepii: 007933 Number of analysis/Homep ananizy: 3553188
Test : Specification. © Testresult Unit
Bunpo6ypanns Crenndixanisn Pesynbrar Onumnng
SCH 1000 BR Hinsose suaverus SCH 1000 BR OKpeMi 3HaYCHHA: % .
(momoTiapaT) (MororizpaT): 106/98/96/96/
(BEPX) 16.4 mxr/inranaujio 103/101/101/
Bumora A 97/101/100
He rﬁim&m'e, Bix | sRauenns i 10 CEPEAIHE 3nYEHRA: 96 %

KOHTeHHepin MOXe BiXunsTHes BN
CepeNHLOro 3RAYEHHS, UM XOBTeiHepis,
10O TECTYIOThCH, Ha = 25%, i Koxmue
iHQMBIRYANEHE 3HAUCHHS He MOXKe
BiIXHIIATHCA BiA CEPEAHBOrD IHAYEHHA
Ginbine, HOK Ha + 35%,

Sxano npa 466 TPy IHAUBIAYATBHEX
3HAYCHEA BiIXansaoTeeA Ginsiie, Rix Ha
 25%, ane ue Gime, Hix Ha + 35%,
ananizylors me 20 xonTelinepin
Bumora B.

He 6ineme, Hid 3 3Hauenns mMoxyTh
BiIXMIRTHCA  BiZ CEPEAHEOrO IHAYCHHA
218 - KOHTEHHEPIB, WO TECTYIOTHCH, Ha
Ha £ 25% i AOAHE IHAYCHHA RE MOXE
sinxunsrica Ha Ginsine, Hix <+ 35%.
Cepenne 3HauEHEA HOSH, 1O
BHBINBHACTRCH

Cepexnne ucno, orpuMane Biz BCix.
IRIHBIyanEHUX BeHYAR, He NOBUHKEO
Binxunaruca Ginbine, Hix a + 15% sin
3aABNIEHOTO BMICTY AKTHBHOrO
inrpenicxTa.

Cropinka 123 17 C0OQ-397549-v13
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Certificate of Quality .
Cepradikar axocri

Product: BERODUAL® N, metered dose aerosol
Ilpenapat: BEPOJAVAJI® H, aepo3oas 5030sauuii

Batch number/Homep cepil: 007933 Number of analysis/Homep anamisy: 3553188
Test Specification Test result Unit
BunpoGyeanus Cnenudixanizs - : Pesynprar Oznuunug
TH 1165 BR Target value of TH- 1165 BR: Single values: %
(Liquid chramatography) 394 pg/actuation. 106/98/96/96/
o Requiremeat A : 103/101/100/
Not morethan 1 value obtained for 10 97 ,,11 01/100
containers may deviate by more than
25 % from the average value for the AV: 97 %
tested
containers and no value may deviate by
more than + 35 %.

1f2 or 3 values deviate by more than +
25 %, but not by more than + 35 %, test
further 20 containers.’
Requirement B
Not more than 3 values may deviate by
more than + 25 % from the average value
for all the
tested containers and no value may

. deviate by more than =+ 35 %.
Mean delivered dose
The mican obtained for all the values
must not exceed + 15 % of the target
value,

Cropirka 133 17 COQ-397549-V13




$aitn 103671 007933 721687Y21 017 014.gif

Binger Strasse 173, 55216 : Boehrm er
Ingelheim am Rhein, Germany lml Ingelhelm

Biirep Illxpacce 173, 55216 Bochringer Ingelheim Pharma GmbH & Co. KG
InresbxatiM ua Pelini, HiMeauuna
Tel: +49 (6132) 77-0, Fax: +49 (6132) 77 2326 Bepinrep Iurentxaiiv @apma 'm6X i Ko, KT

Certificate of Quality
_ Cepradixar axocri

Product: BERODUAL® N, metered dose aerosol
Hpenapar: BEPOAYAJI® H, aepozouas 10308anmii

Batch number/Homep cepif: 007933 Number of analysis/Homep akanisy: 3553188
Test . Specification. Test result Unit
Bunpo6ysanns Creuudikanis Pezynstar Onunins
. TH 1165 BR (BEPX) IIistoBe snauenns TH 1165 BR: OKpeMi sHadekns: %
39.4 mxr/iuransuiro 106/98/96/96/
Bumora A 103/101/100/
He 6imine, wix | 3nawenmss zs 10 97/101/100

KOHTeitHepiE MoMe Bifxunsmmcs  Bin
CEPEHBOrO IHAYCHRA, AlIA KOHTCHHEOpiB,  CepexHeamavenns: 97 %
IO TECTYIOTBCH, HA = 25%, i omie
imninygnme 3HRYEHAA He Moxe
BIZXHIATHCE BiR CEPEAHLONO 3HAYECHHR
Ginsme, Hix ma & 35%,
Sxwo nea a6o Tpu lwxuaulymunx
JHAYEHHS BIAXWIMOTHCH 61nune, HiX Ha.
* 25%, ane He Ginmpute, Hix na = 35%,
ananiayioms me 20 konteituepin
BuMora B
He Ginewe, iix 3 suasends wmoxyTs:
BiAXWIATHCS  OT CEDENHBOTO 3HAYEHHS
wm mmﬁncpua, IQ TECTYIOTHES, HA Ha
= 25% i xomHe 3nAueHHT He MOxe
EipXunsTHCR Ha Ginsie, Bix + 35%.,
Cepenye 3naueHHs xo3M, 10
BHBiALHAECTECS
Cepexre wueno, oTpuMaMe BiX Bcix
iHAMBINYaNLHEX RENMMMM, He MOBEHEO
BimxuneTHOA OiMbuze, Bixe HMa + 15% Bin

3a4BNCHOTO BMicTY AKTHRHOTO
inrpenienTa.
Aerodynamic fine particle dose,
fraction < 5.8 pm*
AepomHamiaHe BHIHANCHHR
ApibHuX 9acTHHOK,
dparnin <5.8 mxm *
SCH 1000 BR 14-32 % (3 single values) not analyzed
(monohydrate) of the theoretical active ingredient
(Liquid chrematography) content per metered dose
No routine tost

Cropirxa 143 17 C0Q-397549-V13
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Certificate of Quality
Ceanq;ixaT gKocTi

Product: BERODUAL® N, metered dose aerosol
Hpenapat: FEPOYAJI® H, 2epo30.b 1030BaHMiA

Batch number/Homep cepii: 007933 Number of analysis/Homep ananizy: 3553188
Test Specification " Test result Unit
Bunpo6ysanua Crenudixauis Peayszrar Opurus
SCH 1600 BR 14-32 % (3 oxpemux 35adenns) He ananisosano
(mMonorigpar) 3aARICHOTO BMICTY aKTHBHOIG '
(BEPX) inrpezienTa Ha 003y, WO BUBULHAETLCH
BEPYTHRHMA TeCT
TH 1165 A 14-32 % (3 single-values) not analyzed
(Liquid chromntography) of the theoretical active ingredient
No routine test content per metered dose
TH 1165 A 14-32 % (3 oxpeMnx 3HaucHHx) He ananizopano
{BEPX) 3aABNEHOTO BMiCTY 8KTHBHOIO
HOPYTHHRMI TeCT inrpenienTa Ha foay, 1Mo BURINLHIETRCH
Particulate matter (Microscopy) .
Trepgi uscrumic (ikpocxonis)
Number of particles the longest axis of 0 particles
which is greater than 100 pm
<= 50 particles per 50 actuations
YacTUHKH, NOPHIONTANLRI 0Gi AKX 0 YaCTHHOK
> 100 Mxm _
<= 50 4acTHHOK Ha 50 o3
Microbiological quality**
No rontine test
MikpoGionoriuna umcrora**
HEpYTHHRUIE TeOT .
Total aerdbic microbial
conut {TAMC)/g not more than 10? not analyzed
3araanua xibkicrs .
aepobuix Mikpoopranismin e Ginpwe 102 He ananionawno
(TAMC)/r
Total combined .
Yeasts/Moulds count not more than 1¢' not analyzed
(TYMC)/g .
3araapua xinekicrs ]
ApizEacoBHX § vicenenux rpucis He Gimnwe 10! He ananizoano.
(TYMC)ir
Bile-tolerant Gram-negative
bacteria /g 8 not detectable not analyzed
Criiixi 0 xosuf
rpamueraTuphi GaxTepii/r  He BmaRNeNO He ananizosano
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Binger Strasse 173, 55216 i\ Boehringer
Ingelheim am Rhein, Germany ll"l Ingelheim

Bi y 5216
inrep lllzpacce 173, 55 ‘Boehringer Ingelheim Pharma GmbH & Co. KG
Inrenpxaifps na Peiini, HiMeuuusa
Tel: +49 (6132) 77-0, Fax: +49 (6132) 77 2326 Bepinrep Irrensxaiim ®apma I'M6X i Ko, KT

Certificate of Quality
Ceprudikar axocri

Product: BERODUAL® N, metered dose aerosol
Ilpenapat: BEPOAYAJI® H, aepo3oss xo3opaHnii

Batch number/Homep cepii: 007933 Number of analysis/Homep ananisy: 3553188
Test ; Specification Testresult Unit
BunpoGysauns Coenudixanis Pesysstar Onuxnus
Staphylococcus sureus/g not detectable ’ not analyzed )
Staphylococcus aureus/s HE BUABNERO He ananisorano
Pseudomonas aeruginosa/g  not detectable oot analyzed
Pseudomonas seruginosa/r  He BusBReHO He atianizosaso
Citric acid -
Jumonns xncnora .
Control test on intermediste 68,6-83,8 hglg intermediate product 74,8 nglg
product (Liquid chromatography)
- KosTponsunit Tect Ha *68,6-83,8 Mxr/r npoMixroro IpPOAYKTY 74,8 MxI/r
npomixHni npoxyicr
(BEPX)
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Binger Strasse 173, 55216 Boehnnger
Ingelheim am Rhein, Germany l"'l Ingelheim
Biurep llltpasce 173, 55216 Boehringer Ingelbeim Pharma GmbH & Co. KG
InrensxaliM na Peifni, Himeaquua .
Tel: +49 (6132) 77-0, Fax: +49.(6132) 77 2326 Bepiurep Iurensxajiv @apma I'm6X i Ko. KT

Certificate of Quality
Ceprudixar axocri

Product: BERODUAL® N, metered dose serosol
Ilpenapat: BEPOJAYAJI® H, aepo30.s 1030Banmii

Batch number/Homep cepil: 007933 Number of analysis/Homep aHanisy: 3553188
Test " Specification .Test result Unit
BunpoGysanns Creuudixaniz Pesysmsrar Onunnug
Remarks/ TTpumiTka:

* carry out the test on every 5* batch from the current production run/ IPOBOAATS Ha KOXKHIN n'sTi cepii 3
nmo‘moro BUPOCHAUTBA

carry out once per yeat as part of a regular testing schedule for microbiological quality/ npoBozaTs omun pas Ha
pix siznosiano A0 poboyoro mnany nepesipxky MikpoGionoriuuoi wucroTH

Result/Peaynurat: released/ mpapaTao: )
(release date)/(naTa Banycxy) z—g QL w?/t

@ Boehringer
iV Ingelheim

, Bochringer Ingelheim Pharma GmbH & Co. KG
Date of signature (CoQ)/ Jiara mimmacamus (C51): 7 2 -0 - {0 7,4

Qo Pemamecromonte {3 Ch ki ooy | C@.%g
T
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JEPXIIIKCIIV)XBA
AEPKABHA CIIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCBKIN OBJIACTI

npocniekt Banepis Jlobanoscebkoro, 51, . Kuis, 03110, ten/dakce: (044) 363-06-50
E-mail: dls ko@dls.gov.ua,https://www.dls.gov.ua, Kox E€JIPTIOY 37078774

BUCHOBOK
Npo AKiCTH BBE3EHOro B YKpainy Jiikapchkoro 3ac00y

01.06.2021 Ne 27880/21/10

BEPOJAYAJI® H

(HaHMEHYBaHHS TIKAPCHKOI0 3aC00Y 3riIHO 3 PEECTPAIHHAM MOCBITIEHHM)
aepo3oab qo3osanuii mo 10 mi (200 x03) y meTaneBomy 0a/IOHYHKY 3 103YI0YHM KIANAHOM:
10 1 6a,10HYHKY B KapToHHiN Kopobui

((hopma BumyCKY. 103YBAHHS, BUA NIAKYBAHHS nikapeekoro 3acoby)

Howmep peectpauiitioro nocsirdenns UA/5322/01/01 crpok xii peectpauifisoro nocsizaenns 01.01.2099

Cepia nikapcekoro 3acoby Ne 007933 KinekicTs BBe3eHOro0 Nikapcekoro 3aco6y 9881
Bupo6Huk Bepinrep Inrensxaiiv ®apma I'm6X i Ko. KT, HiMmeuuuna
(HaMMEHYBaHHS BUPOGHHKA JTiKAPCEKOro 3acoby, KpaiHa MOX0MKeHHS)
BBe3eHo B Vikpainy CniibHe yKpaiHChKO-eCTOHChKe HiANPHEMCTBO y dopmi TOBAPHCTBA
3 0OMeKeHO0I0 BiINoBixaIbLHICTIO "OnTtivMa-®apm, JITH", izenr. koa:
21642228

(HakmeHyBarHA Ta Ko/ 3a €JIPTIOY ropuauunoi 0co6H abo Npi3suiLe, iM'A, 110 GATEKOB] izuuHoOT
0COGH - miAnpHeMus, ii MiCle POXHBAHHS Ta peecTpamiliHui HoMep 06:1ikoBoi KapTKH MIIaTHHKA
nozarkis abo cepis Ta HOMep macmnopra)

IpoTokoa BisyanbHoro koutpomo Bin 24.05.2021 Ne 1672/2.

3a  pe3ylbTaTaMH [JepKaBHOrO KOHTPOMO BCTAHOBIEHO, NIIO nikapcekui#t 3aci6 BBeseHo B Vkpainy 3

AOTPHMAHHAM BAMOT 3aKOHOJABCTBA LIOJ10 3a6e3ne e HHAMKOCT] JIiKapCBKHX 3ac00iB.
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