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Biurep Ulrpacce 173, 55216
THrensxai na Pettisi. HivMedunua Boehringer Ingelheim Pharma GmbH & Co. KG

Tel: +49 (6132) 77-0, Fax: +49 (6132) 77 2326 bepinrep Inrentxaliv Gapma I'm6X i Ko. KI”

Certificate of Quality
Cepradikar sikocTi

Manufacturing Authorisation number/ Homep sriuexsii ua supobunurso: DE_RP_0I_MIA_2013_0025

Product: BEROTEC® N, metered aerosol 100 meg/actuation
Hpenapar: BEPOTEK® H, aepo3soas gozosanmnit, 100 mii/nosy

Importing country/ Kpaina-imrioprep: Ukraine/Yxpaina
Country of Manufacture/ Kpaina-snpoGunk: Germany/Himeyunna

Active ingredient/ Axrusnuii inrpenienr: 100 meg fenoterol hydrobromide
100 MxT derorepony riopobpoMiay

Marketing Authorisation Number: UA/3123/01/01 Valid till: perennial
Peecrpauiiine nocsimvenns: UA/3123/01/01 Hie no: 6e3cTpokoso

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
Ynakoska: no 10 Mn (200 gos3) y meTanesomy Ganonuuxy 3 A03yIOYMM KNanasom; no 1 Ganonunky Y KapToHHiH

xopobui 3 MapKyBaHHAM yKpPaiHCLKOO MOBOIO

Batch number / Homep cepii: 005093
Date of Manufacture/ ata supoBumuTsa:  22.07.2020
Date of Expiry/ Tlpunatnai ao: 07.2023

Batch size/ Poamip cepit: 27.976 packages/ynakosku

Certification statement:

T 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.

Csigourso mpo ceprudikaitio:

Ilum niaTsepaxy:o, WO Bei cTanii BupobHuLTEA RaHOT cepil rOTOBOro NPOAYKTY BHKOHaHi Y TIOBHIM
BiznosianocT o BuMor GMP €C, a Takox y BIMOBIZHOCTI 0 BYMOT peecTpauifHoro NoCBiNYCHAS Kpainu-
iMTiopTepa.
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Certificate of Quality
Cepragikar sixocri
Product: BEROTEC® N, metered aerosol 100 meg/actuation
Hpenapat: BEPOTEK® H, aeposzoas go3oBanmii, 100 MKT/X03y
Batch number/ Homep cepii: 005003 Number of analysis/Homep ananizy: 3541621
Test Specification Test result Unit
Bumpobysarmis Creundikanis Pesymyrar Onvrnug
Appearance (Visua) test) ' Clear, colourless or almost colourless conforms
liquid, free from suspended particies,
filled into pressurised, 17-m] one-piece
stainless steel canisters with a 50-ul
metering valve; corresponding to
standard.
Onuc (Bisyanswuit Teer) TTpo3sopa, 6e3bapeHa abo Maitxe Bimozilge
GealapBHa piguHa, BilbHa Bix
CYCREHAOBAHWX YACTHHOK, 3aTOBHEHa
nip TuckaM 8 17-Mn UinbHi 6anoruyky 3
RepKaBiionoT crani 3 50-Mxn A03youIM
KNanafoM, Wo Binnosinae cTaxmapTy.
Odour (Organoleptic test) QOdour of ethanol conforms
3anax (Opranonemrwmati Tecr) ETaHonLHvll BifnNoOBigac
Colour of solution (Limit test) Not more intensely coloured than conforms
reference sofution Y7
Koumip posansy (Tpanuanni tect) 3abapaneHns He GLNbM IHTEHCHBHE, HiX BiIMOBimae
Y PO3UHHY nopiBHAHHS Y7
Clarity of solution Not more opalescent than reference conforms
(Turbidimetric determination) suspension 0/1, free from suspended
particles
TIpo3opicTs PO3UHNY (Typbinumerpuune  OTATCCLCHLIN He Binbiua, Wik y siznosinae
BU3KaUenHE) cycneHsit nopisaanKsg 0/1, posyun
BiNbHWI BN CYCNEHA0BAHNX YACTHHOK
Leakage rate (Weighing) The average leakage rate for all Single values: mg/year
determinations must be not more than 41731736736/
400 'mg‘/y_ear. ) 41736731726/
For individual values, the following 31/31/36/36
applies: Mean value: 34 mgfyear

Requirement A: The lcakage rate of 12
out of 12 must not be greater than

475 mg/year. 1T the value of not more
than 2 is greater than 475 mg/year, but
not greater than 520 mg/vear, test a
further 24 containers.

Requirement B: The lcakage rate of 34
out of 36 must not be greater than

475 mgfyear. The leakage rate of no
containers may be greater than

520 mgfyear.

Cropinka 23 9 COQ-397407-V10
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Ingelheim am Rhein, Germany
binrep LItpacce 173, 55216

Inrensxaitm na Peiini, Himeuauna
Tel: +49 (6132) 77-0, Fax: +49 (6132) 77 2326

Certificate of Quality |
Ceprudikar sxocri

Product: BEROTEC® N, metered aerosol 100 meg/actuation
Ilpenapar: BEPOTEK® H, aeposons no3zosanwnii, 100 MKI/X03y

Batch number/ Homep cepii: 005093 Number of analysis/Homep asanizy: 3541621

Test
BuupoGyeanns

Specification
Coeundikawnis

Test result
Pesyawrar

Unit
Onuwuus

Pisenb BUTOKY (3sawysanns)

Mass of contents (Weighing)

Maca BMmicty (3sanysanns)

Number of metered doses
{Measurement)

KinsxicTh Mipaux 103 (Bumiposanis)
Pressure (Physical test)

Tuek (Ginemuk Tecr)

Water content
{Coulametric determination)

Baticy Bopy
(XYZOMETPHYHE BAIHAYCHIR)
Identification

TH 1165 A

(Liguid chromatography)

TH 1165 A
(Liquid chromatography)

Test for bromide (Precipitation)

Cropinka3 39

Cepenne sHaueHNs PiBHT BRTOKY A7
BCIX BU3HaUEHS Mae 6yTH He 6iasie,
i 400 mr/pix

Jlns okpeMKX 3RaYEHb HACTYMHI BHMOrK:

Bumora A: pizesb Butoky 12 3 12-m1
KOHTERREDiB He noBUREN ByTH Binblue,
i 475 Mr/pik. SIkwo Ui IHaYEHRS He
6istewe, Hix N4 2-X KOHTeHHepin
Ginnwi, Rix 475 Mr/pik, ane ne Gimswe,
Hixk 520 Mr/pik, 8 nonaLWOMY aHANI3
1IpOBOANTH Ha 24-X KOHTEHHEPaX,
Bumora B: piseus suToky 34 3 36-TH
KonTeHHepi® He noBuHeN By Ty Ginble,
Hix 475 mr/pik. Xonre 3HavcHEs He
TIOBWHHO EpeBMITYBaTH 520 Mr/pik.
>=12,8g ’

>=128r

>= 213 metered doses

>= 213 MipHRX 103
4,5 - 5,5 bar
4,5-5,5 6ap
1,8-22%

1,8-22%

The received UV spectrum of the active
substance of the sample solution must
correspond with the UV spectrum of the
standard solution.
The uncorrected retention time of the
active ingredient obtained in the test
solution must be the same as the
uncorrected retention time of the active
ingredient obtained in the standard
solution.

pale yellowish, curdled precipitate

Oxpewmi 3pagenns: mr/pix
41/31/36/36/
41/36/31/26)
31/31/36/36

Cepenre sravesns: 34 Mr/pik

13,5/ 13,5/13,5/13,5/13,5 g
13,5/13,5/13,5/13,5/13,5 r
245 doses

245
49/49 bar
4,9/49 6ap
2,0/2,0 %

2,0/20 %

A03

conforms

conforms

conforms

C0Q-397407-V10
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Certificate of Quality

Ceprudixar sikoeri

Product: BEROTEC® N, metered aerosol 100 meg/actuation
Hpenapar: BEPOTEK® H, aeposous gosopanuit, 100 MKI/103y

Batch number/ Homep cepii: 005093

Number of analysis/Honep atanisy: 3541621

Test | Specification Test result Unit
Bunpobysanus Creunidixanin PesyasTar Oanuuus
Inenmudikauis
TH 1165 A V® ¢nexTp akTHBHOTO iHTpenicHTa, Bixnosizae
(Pinmina xpomarorpahis) OTPHMEHKH 3 BUNPODYBARKM POIUHHOM,
NOBHHEH BiANOBIZATH YU criexTpy,
OTPHMAHOMY 3 POIYUHOM TIOPIBHAHRA,
TH 1165 A Hecxopurosanuii vac yrprmysanns B{ANOBINAE
(Pigunna xpomatorpadis) 8KTHBHOTO {HTpedicHTa, OTpHMaKUH B
BHTIPOGYBAHOMY PO3UHKI, NOBHHEH
BIANOBINaTH HECKOPHTOBAHOMY Yacy
YTPHMYBaHHKA 8KTHBHOTO IHrpenienTa,
OTPHMaHOMY B POSUMHI NOPIBHRHHS,
AHaNi3 Ha Gpomizn Brino sxosvysaruit cuprucTuii ocan Binnosigae
{Ocamxennd)
Active ingredient degradation
{Liquid chromatography)
Posnan akruBrOTO iHTpenicHTa
(Pinuira xpomarorpadsis)
MEN 1187 BR <=0,30 % <=0,14 %
MEN 1229 BR <=0,20 % <=0.14 %
MEN 1606 BR <=0,20 % <=0,14 %
BHIK 279 BR <=0,20 % <=0,14 %
Each individual unspecified <=0,50 % <=0,14/<=0,14/ %
impurity related to TH 1165 A <=0,14 %
Koxna oxpema <=0,50 % <=0,14/ <=0,14 / %
Hecnenudivna aomimka Bsinnocko TH 1165 A <=0,14 Y%
_Sum o.f iall unspecified <=0,50 % <=0 14 %
impurities related 10 TH 1165 A ’
Cywma peix necneundivnux  <=0,50 % <=0,14 Q0
HOMIIIOK BiZyocko TH 1165 A
Total of 21l irapurities <=0,50 % <=0,14 %
Cyma Beix noMimox <=0,50 % <=0,14 %
Assay
KiiexicHe BH3naugnns
TH 1165 A (per gram) 1,827 - 2,020 mg/p 1,917 mg/g
(Liquid chromatography)
TH 1165 A (na rpam) 1,827 - 2,020 mr/r 1,917 Mr/r

(Pianrwa xposarorpadis)

Cropinka43 9

COQ-397407-V10




®aitn 103673 005093 119062Y20 009 005.gif

Binger Strasse 173, 55216 3 .
. . o\ Boehringer
Ingetheim am Rhein, Germany f l W1 lh P
Binrep Mtpacce 173, 55216 ngeineim
THTenbXatv wa Pelfi, Hiveyamna Boehringer Ingelheim Pharma GmbH & Co. KG
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Certificate of Quality
Ceprudirar axocti
Product: BEROTEC® N, metered aerosol 100 meg/actuation
ITpenapar: BEPOTEK® H, acposoxs go3osanuii, 100 MKI/n03y
Batch number/ Homep cepif: 005093 Number of analysis/Homep ananisy: 3541621
Test Specification Test result Unit
Bunpobysanus Creundikauis PesynsTar Oanunusg
; . —_ Determine on 10 deliveries from one Single values; %
Unxformlty prfiosage within.a container. Not more than 1 out of 10 90/96/98/100/96/
container (Liquid chramatography) i d o,
values may exceed £25% and none may 106 /94 /10371057 103
exceed £35% of the average value
obtained. If two or three values exceed
+25% but not +35%, test a further 2
containers. Not more than 3 of the 30 .
values may exceed +25% and none may Mean value: 102 %
exceed £35% of the average value
obtained. The average value obtained
must not deviate by more than +15%
from the-stated active ingredient
content/delivery.
OxnopluawicTs 103yBalHA B Mexkax
Kourelinepa
(Pinunxa xpomarorpadin)
Buznayary Ha 10 BHBINLHERNX N03aX 3 Oxpemi 3uavenns: %
OJIHOTO KOHTCHHEpA. 99/96/98/100/967
He Ginve, Hix 13 10 JHAYEHDb MOXKE 106/94/ 1037105/ 103
nepeBHy BaTH * 25%, | koane
3HEYEHHS HE MOYKe NEPEBHILYBATR
e 0,
£ 33% oTpumanoro cepermtoro Cepenue 3navenns: 102 %

3HAYECHHA,

SAxwo nea abo TpY 38aYeHHS
NICPEBULLY KOTh Ha + 25%, ane We Ginsme,
HiX Ha £ 35%, granizyroTe we 2
konrefinepa. He 6inswe, nix 3 3 30-mH
3HAYEHb MOXYTD MEPEBAIYBATH % 25%,
i JKOJIRE 3FAUEHHR HEe MOXKeE
nepesutysaTs = 35% orprManoro
CEPENREOrO 3HaUCHRN. Cepenus
OTPHMEHA BERHIHHA HE MOBRHKE
BIAXRAATHCS BINbW, HiX Ra + 15% Bin
OCHOBHOTO BMICTY aKTHBHOTO
inrpenicnTa / 103y,

Cropirka $3 9 COQ-397407-V10
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Inrenbxaiiv va Pedti, Himewanna Boehringer Ingelheim Pharma GmbH & Co. KG
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Certificate of Quality
Ceprudikar axocri

Product: BEROTEC® N, metered aerosol 100 mcg/actuaiion
Ipenapat: BEPOTEK® H, aeposous AozoBauui, 100 mxr/nosy

Batch number/ Homep cepif: 005093 Number of analysis/Homep ananizy: 3541621
Test Specificalion Test result Unit
BunpoGysanus Cneundikauia Pesymyrar Onmunws
Uniformity of dosage within a batch .
TH 1165 A Not more than one value obtained for 10 Single values: %
{Liquid cromatography) containers may deviate by more than 100/95/97/
& 25% from the average value for the 98/100/95/ 102/
tested containers and no value may 10771037102

deviate by more than * 35%. If two or
three values deviate by more than

+ 25%, but not by more than + 35%, test
a further 20 containers. Not more than
three values may deviate by more than

* 25% from the average value for all the
tested containers and no vatue may
deviate by more than = 35%.

OanopignicTs 203yBaHAR B MeRAX

cepif
TH 1165 A He Ginbire, Hix oane sHaveHNs, Oxpewmi 3uaveuns: %
(Piznna xpomarorpadis) orpumare ana 10 xoHTeRRepis, MoXe 100/95/97/
siaxunsTuce Sinbw, Hik Hat 25% sin 98/100/95/102/
CEPENIHBOTO 3HAYCHHS A 10771037102

BUNpoSoRyBanHX KOHTeHHEDIR, | KOMHE
3HAYEHHA HE MOXE BiIXHIATHCS BiNbw,
HiX Ha £ 35%,
Axino aea abo TpH 3HaueHHS
BIIXHAAIOTECA Blublue, Wi Ha + 25%,
ane He binewe, Hix Ha & 35%, B
noAanswoMy asanisytoTs 20
KOHTENHEpIB.
He 6inpire, nik 3 3navenns MoXyTs ]
BiIXMNATHCD Biftbin, Hix Ha % 25% Bixg
CEPEHLOrO 3HRUEHHA /NI BCIX
BUTPoBO8yBaHKX KOHTEHHEDIB, | XOaHE
3HaUCHHA HE MOXKE BIAXWASTUCH Binbin,
HiX Ha = 35%.

Aerodynamic particle size,

fraction < 5,8 pm*

CTopiHka 63 9 COQ-397407-V10




Binger Strasse 173, 55216
Ingelheim am Rhein, Germany
Birrep lItpacce 173, 55216
Inrensxativ Ha Peitni, HiMeyyuna

Tel: +49 (6132) 77-0, Fax: +49 (6132) 77 2326

®aitn 103673 005093 119062Y20 009 007.gif

N

ll"l

Boehringer
Ingelheim

Boehringer Ingelheim Pharma GmbH & €o. KG

Bepinrep larenvxaim ®apma M'm6X i Ko, KT

Certificate of Quality

Ceprudixar sixoeri

Product: BEROTEC® N, metered aeroso] 100 meg/actuation
Hpenapar: BEPOTEK® H, A€p0304b A030BaHMH, 100 MKr/m03y

Batch number/ Homep cepil: 005093

Number of analysis/Homep aHamizy. 3541621

Test
Bunpobysanus

Specification
Crieupdikauis

Unit
Onuavug

Test result
Pezynsrar

Aepoaunamiunmii poanogin
HACTHHOK 32 poamipom, ppakuis
< 5,8 mrm*

THI1165 A

(Liquid chromatography)

No routine test

TH 1165 A

(Piannna XpoMAarorpadin)

HEPYTHHHUH TecT
Particulate matter (Microscopy)
Teepai 9acTHEKY (Mixpockorin)

Microbiological quality**

MixpoGiomoriuna wncrors **
Total aerobic microbial
count (TAMC)/g

3arajkne wuco aepoSunx
Mikpoopranizmie (TAMC)/r

Total combined
yeasts/moulds count
(TYMC)/g

3aransue ynero
APIKAMOBUX | mLricHABHX
rpudis (TYMC)/r

Bile-tolerant Gram-negative
bacteria /g

Cropinka 7139

19 - 33 % stated contents of the active
ingredient per dose

19 - 33 % sasneHoT0 BMicTY akTHRHOrO
iwrpenienTa na nosy

Number of particles the longest axis of
which is greater than 100 pm

<= 50 particles per 50 deliveries
HacTuHKH, ropHaoHTansHi 0ci sxux

> 100 mxM

<= 50 wacTurok Ha SO 103

not more than 102 CFU

Ke Simbw, Hix 102 KYO

not more than 10' CFU

He 6insiy, Hik 10' KYO

Not detectable

24/25/25 %

24/25/25 %

4 particles per
50 deliveries

4 YACTHHOK Ha
50 no3

not analyzed

He ananizosaro

not analyzed

He ananizorano

not analyzed

C0OQ-397407-V10
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Certificate of Quality
Cepragixar sikocri

Product: BEROTEC® N, metered aerosol 100 meg/actuation
Ipenapat: BEPOTEK® H, aepozoas ao30eanuii, 100 MKI/003y
Batch number/ Homep cepii: 005093 Number of analysis/Howmep ananisy: 3541621
Test Specification  Test result . Unit
BunpoGysanns Cremmdikauis Pezy:israr Ouuavus

CTiliK} Mo KoBui .
He ananisosano

rpamueraTusai 6akrepii /r HE BMABJIECHO
Staphylococcus aureus/g Not detectable not analyzed
Staphylococcus sureus/ir He BHARJIEHO He ananizosano
Pseudomonas aeruginosa/g  Not detectable not analyzed
Psendomonas aeruginosa/r  He BHsRNeno He aunanizosano

Citric acid
JIumonHa KeCToTa

Control test on intermediate 55,9 - 68,3 ug/g 61,8 ne/g
product (Liquid chromatography)
KourponsHu#t Tecr Ha 55,9 - 68,3 mMxr/r 61.8 MKT/T

VPOMEXHUA TPOAYKT
(Pinwsna xpomarorpadis)

Remarks/Tipumitia;
*Carry out the test on every batch from the current production run/ Ananis TIPOBOANTHCH Ha KoxHili cepii mpy
3aIycKy BHpOCHHIITRA ’

**The test is carried out once per year as part of a regular testing schedule/ Ananis nipoBoasTs oMK pas Ha pix
3rigno 3 poboyuM nnanom

Result/Pesynurar: released/mpugatno: LF OF 9020
(release date)/(gaTa BANycKy)

i\ Boehringer
:HI: Ingelheim

Cropiska 8139 C0Q-397407-v10
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Certificate of Quality
Ceprudixar sxocri

Product: BEROTEC® N, metered aerosol 100 meceg/actuation
Ipenapat: BEPOTEK® H, 2epo30Jib xo3oBaHui, 100 Mmxr/zozy

Batch sumber/ Homep cepli: 005093 Number of analysis/Homep ananiay: 3541621

Test Specification Test result Unit
Bunpobysauns Criennixanis . Pesynsrat Onurnug

Boehringer Ingelheim Pharma GmbH & Co. KG

Date of signature (CoQ)/lara nianncanus (CSl): £F-OF. Ze 2o Q

Qualified Person/Ynosnoraskena ocoba: Gy . FordeS /gﬂ,ér

Cropinka 939 COQ-387407-v10




JEPXJIIKCIIYIKBA
AEPIKABHA CJIY)KBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIM OBJIACTI

npocnekT Banepis JlobaHoscwkoro, 51, m. Kuis, 03110, Ten/daxe: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPIIOY 37078774

BUCHOBOK
PO SIKiCTH BBE3eHOro B YKpaiHy JiKapchKOro 3acody

22.12.2020 Ne 64901/20/10

BEPOTEK® H

(HaHMeHYBaHHA JikapchKoro 3aco0y 3riHO 3 peecTpaLifHHM MOCBiA4EHHAM)
aepo3oiib Ko3oBanmii, 100 mxr/no3y, mo 10 mua (200 xo3) y MeTaJIeBOMY 0aIOHYHKY 3
AO3YIOHUHMM KAANAHOM; 1O 1 6aN0HYMKY Y KapTOHHiii Kopo6ui

(dopma BunycKy, 103yBaHHS, BHI NaKyBaHH: NiKapcLKoro 3acoby)

Howmep peectpauiittoro nocsinvenns UA/3123/01/01 crpok aii peectpauiiitoro nocsizuenns 01.01.2099

Cepisa nikapcbkoro 3acody Ne 005093 Kinbkicts BBe3eHOro sikapeskoro 3acoby 180
BHpPOGHHK bepinrep lurensxaiiv ®@apma I'm6X i Ko. KT, HiMeyuuna
(HaliMeHYBaHHS BHPOGHMKA Nikapcskoro 3acoby, KpaiHa NOXOKEHHS)
Bee3eHo B Vkpaity CrisibHe yKkpalHChKO-eCTOHChbKeE HiIIPHEMCTEO Y bopmi ToBapucrea
3 00MeKeHOI0 BilnoBigaabHicTIO "OnTimMa-®apm, JIT", izenr. xon:
21642228

(natiMeHyBaHns Ta kog 3a €[PIIOY iopHanuHoi ocobu abo TPi3BHILE, iM'd, 110 GaTEKOBI (isHuHOT
0c06H = NiANPHEMLLS, Ti MiCLIE NPOKHBAHHS Ta PEECTPALiiHUI HOMEp 00IKOBOT KapTkH niaTHHKA
noaaTkis abo cepis Ta HOMep HacnopTa)

[TpoTokon BisyanbHoro konrposmio Bin 22.12.2020 Ne 4148/5.

3a pesynbTaTaMH J€pKABHOTO KOHTPOMIO BCTAHOBJIEHO, MO MKapcbkHii  3aciG  BBeseHo B Vkpainy 3

AOTPHMAH
(g8 TA K0HTag, 1
PN Ko
) 7 | 7 o LY

SETESL: ﬁ%;c [KOH fs e _Onexciit COJIOIPAU

="} ' e e :
ge@c;ui'noro KOHTPOTIO) M (iniuianu Ta npizpHiLe)
X5

R -

BHMOT 3aKOHOIABCTBA LIOA0 3abe3ne4deH

| AKOCTi JIIKAPChKUX 3aC00iB.




-
7/
IS

$astm 103673_006573_720207Y21 009 001.gif

Binger Strasse 173, 55216 ) ‘. ’

Ingelheim am Rhein, Germany . .t K

Binrep Witpacce 173, 55216 ' Ingelhelm
InrensxaiiM Ha Peiini, HiMeyunra Boehringer Ingelheim Pharma GmbH & Co. KG
Tel: +49 (6132) 77-0, Fax: +49 (6132) 77 2326 : Bepinrep [nrensxaiim ®apma M'm6X i Ko. KT

= Boehringer
l

Certificate of Quality
Ceprudikar sxocri

Manufacturing Authorisation number/ Homep sinensii na supobuuurso: DE_RP_01_MIA_2019_0025

- Product: BEROTEC® N, metered aerosol 100 mcg/actuation

Ilpenapat: BEPOTEK® H, aepo3oan no3zosaumuii, 100 MKT/n03y
Importing country/ Kpaina-imnoprep: Ukraine/Vxpaiua .
Country of Manufacture/ Kpaina-snpo6uux: Germany/HimMequnna

Active ingredient/ Axtieuuii inrpesient: 100 meg fenoterol hydrobromide
100 mxr genotepony rinpoGpominy

Marketing Authorisation Number: UA/3123/01/01 Valid till: perennial
Peecrpauiiine noceinuenns: UA/3123/01/01 : Hie no: GescTpokoro

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

Ynakoska: o 10 mn (200 no3) y Meranesomy 6anonumky 3 AO3YI0NAM KNanaHoM; no 1 6anoHyuky y kapTonHiit

kopo6Li 3 MapKyBaHHAM YKPaTHCEKOIO MOBOIO €

Batch number / Homep cepil: 006573
Date of Manufacture/ Jara Bupo6uumTea:  30.09.2020
Date of Expiry/ [lpunarnuii no: 09.2023 ) ‘ ‘

Batch size/ Poawmip cepii: 7.952 packages/ynakosxu

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.

Csigonreo npo ceprudixanio:

Ium ninTeepikylo, wo Bei crail Bupo6uuuTEa AaHOT Cepii rOTOBOro NPORYKTY BHKOHAHI Y NoBHi#
BifinoeiznocTi 10 BuMor GMP €C, a Takox y BiANOBIZHOCTI 10 BUMOT peecTpaLiiiHoro Nocein4esns KpaiHH- '

iMnoprepa. 5
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Certificate of Quality

Ceptudikar sxocri

Product: BEROTEC® N, metered aerosol 100 meg/actuation

Ilpenapar: BEPOTEK® H, aepo3oJas xo3osanuii, 100 Mxr/nosy

Batch number/ Homep cepil: 006573

Number of analysis/Homep ananisy: 3547577

Test Specification Test result Unit
BunpoOysanna Creuudikauis PesynstaT Onunuus
Appearance (Visual test) Clear, colourless or almost colourless conforms
liquid, free from suspended particles, -
filled into pressurised, 17-ml one-piece Y
stainless steel canisters with a 50-pl
metering valve; corresponding to
standard.
Onuc (Bisyansuuii rect) * TIpo3opa, Geabapsna abo maiixe Binnoginae
6e36apBna pinnna, BinbHa Bin '
CYCIIEHAOBAaHMX YaCTUHOK, 3aN0BHEHA
nig THCKOM B 17-Mn LinsHi 6anonumnky 3
Hepxagilouol ctani 3 50-MKa Ro3yrounm
o KNaMnaHoM, 1O BIANOBIAa€E CTAHAAPTY.
Odour (Organoleptic test) Odour of ethanol conforms
3anax (OpranonenThunui Tect) ErtanonsHnft ) Bignoginae .
Colour of solution (Limit test) Not more intensely coloured than conforms 4
v reference solution Y7 )
Konip posauny (Cpanusnsui recr) 3abapraeHHa He Ginbl IHTEHCHBHE, HiX sinnosinae i
Y pO34uHy NopiBHAHHS Y7
Clarity of solution Not more opalescent than reference conforms
(Turbidimetric determination) suspension 0/1, free from suspended
particles ! .
Tipo3opicTs po3umHy (TypSizumerpnune.  ONANECUEHUIA He Ginbuia, Hix y BinoBinae

BHIHAYCHHA)

Leakage rate (Weighing)

Cropinka 239

cycnensii nopisuanua 0/1, pozunn -
BiNbHUIA BiJ CYCTIEHAOBAHUX YACTHHOK
The average leakage rate for all
determinations must be not more than
400 mg/year.

For individual values, the following
applies:

Requirement A: The leakage rate of 12
out of 12 must not be greater than

475 mg/year. If the value of not more
than 2 is greater than 475 mg/year, but
not greater than 520 mgfyear, test a
further 24 containers.

Requirement B: The leakage rate of 34
out of 36 must not be greater than

475 mg/year. The leakage rate of no
containers may be greater than

520 mg/year.

Single values; mg/year
58/47/121/26/21/
58/68/63/52/
47/52/147

Mean value: 47 mg/year

C0OQ-397407-V10
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Binrep Iltpacce 173, 55216 IngGIhelm

Iuresnbxaiiv Ha Pefini, HiMewunna Boehringer Ingelheim Pharma GmbH & Co. KG -

Tel: +49 (6132) 77-0, Fax: +49 (6132) 77 2326 Bepinrep Inrensxaiim ®apma M'v6X i Ko. KT
Certificate of Quality

Cepradikar saxocrti

Product: BEROTEC® N, metered aerosol 100 mcg/actuation
lpenapat: BEPOTEK® H, aepo3oas aozopanmii, 100 MKI/103y

Batch number/ Homep cepil: 006573 Number of analysis/Homep éaanisy: 3547577

Test Specification Test result Unit
Bunpo6ysanua - Creundixauis Pesynsrar Onunnua
Pigenn BUTOKY (3823YBaNNI) Cepenne 3HaueHHA PIBHA BUTOKY JUIA OxpeMi 3rayenHa: Mr/pik
. BCiX BU3HAYeHb Mac 6yTu He Ginblue, 58/47/21/26/21/
six 400 Mr/pix 58/68/63/52/ !
s okpeMuX 3HaYeHb HACTYNHI BUMOTH: 47/52/47
BuMora A: piseHs BuTOKY 12 3 12-TH Cepenne suavenns: 47 Mr/pix

KOHTEMHepiB He nosunen 6yTy Ginvive,

HiX 475 Mr/pik. SIKWO Ui 35aueHH He

inbie, Hix ans 2-x KOuTeHHEPiB v

6inbwi, nix 475 mr/pix, ane ne Ginblue, B . .
Hix 520 mMr/pik, B noaansinoMy aHanis

NPOBOANTH Ha 24-X KOHTEMHEpaXx.

Bumora B: pigens Buroky 34 3 36-tn

KoHTeiinepis He noButen 6yTH Ginbue,

Hix 475 mr/pik. XXoaue 3naueHHs He o . P
) i ) . NOBKHHO nepeBuilyBaTH 520 Mr/pik. '
Mass of contents (Weighing) >=128g 13,5/13,5/13,5/13,5/13,5 g
Maca Bmicty (3saxysanns) ' >=128¢ g ) . 13,5/13,5/13,5/13,5/13,5 r
Number of metered doses >= 213 metered doses 241 . doses
{Measurement)
KiabkicTh MipHX 203 (Bumiposasns)  >= 213 MipHuX a03 241 Ao3 »
Pressure (Physical test) 4,5-5,5 bar : 4,9/4,9 bar
THcK (Diawsnmh Tecr) . 4,5-5,5 6ap 4,9/4,9 bap
Water content 1,8-22% . ’ 2,0/1,9 %
(Coulometric determination)
Bwmicr soau 1,8-22% - . , 2,019 %
(KYNOMETPH\HE BUIHAYEHNS) .
Identification ) . ;
TH 1165 A The received UV spectrum of the active conforms '
(Liquid chromatography) substance of the sample solution must
correspond with the UV spectrum of the
. standard solution.
TH 1165 A The uncorrected retention time of the conforms
(Liquid chromatography) active ingredient obtained in the test '
solution must be the same as the
uncorrected retention time of the active .
ingredient obtained in the standard
- solution.
Test for bromide (Precipiation)  pale yellowish, curdled precipitate conforms

Cropinxa33 9 : B ' COQ-397407-V10
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Certificate of Quality
CepTudikar sxocri
Product: BEROTEC® N, metered aerosol 100 mcg/actuation
Hpenapat: BEPOTEK® H, aeposo.b no3oBanuii, 100 MKkr/nosy
Batch number/ Homep cepii: 006573 _ Number of analysis/Homep ananizy: 3547577
Test Specification Test result Unit
Bunpo6ysanus ; Crenundixauis . Pezyastar Opnunuua
IaeHTuq)iKauisi _
TH 1165 A o V® cnekTp akTHBHOTO iHrpenicHTa, BiZNOBiKac !
(Pinunna xpomarorpadis) OTPHMaHW}i 3 BATPOGYBAHKM PO3YMHOM,
NOBUHEH Bianoeinatn YO cnexrpy,
- . OTPHMAHOMY 3 PO34HHOM MOPIBHAHHA.
TH 1165 A - Heckopurosanuii uac ytpumysanus Bianosinac
(Pinunna xpomarorpadis) AKTHBHOIO iHrpeAicHTa, OTPUMAaHMUIT B
: BUNPOOYBAHOMY PO3YHHI, TIOBMHEH v
BiZNIOBIZ&TH HECKOPHIOBAHOMY Hacy
YTPHMYBaHHA aKTUBHOFO iHTpellieHTa,
OTPYMaHOMY B PO3YHHI NOPIBHAHHA.
Ananiz ua 6pomiaun Brino xxoBTyBaTHii CHPHUCTHIT Ocan : BiNOBiAac
{Ocanxenns) . . o P
Active ingredient degradation
(Liquid chromatography)
Po3nan aKTMBHOTO inrpenicuTa
(Pinnuna xpomarorpacdis) -
MEN 1187 BR . <=0,30% <=0,14 %
MEN 1229 BR <=0,20 % +<=0,14 % .
MEN 1606 BR - <=0,20% ‘ <=0,14 %
BIIK 279 BR <=020% - v <=0,14 %
Each individual unspecified <=0,50 % <=0,14 %
impurity related to TH 1165 A . %
Koxwua oxpema . <=0,50 % <=0,14 %
RecrieungivHa gomimixa Biasocko TH 1165 A . v %
?um o.f all unspecified <=0,50 % <=0,14 %
impurities related to TH 1165 A .
Cyma Beix Hecnemndionux <= 0,50 % ) <=0,14 %
AoMimox ) sianocHo TH 1165 A
Total of all impurities <=0,50 % ‘ <=0,14 %
Cyma Bcix nomiok <=0,50 % : ‘ <=0,14 %
Assay
KinbkicHe BU3HAYeHHR : ‘ o !
TH 1165 A (per gram) 1,827 - 2,020 mg/g : 1,931 mg/g
(Liquid chromatography)
TH 1165 A (1a rpam) 1,827 - 2,020 mr/r 1,931 Mr/r

(Pinunna xpomatorpacis)

Cropinkads 9 ' ' | COQ-397407-V10
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Ceptuédikar sikocri

Product: BEROTEC® N, metered aerosol 100 mcg/actuation
IIpenapat: BEPOTEK® H, aepo3oas q030BaHuii, 100 MKr/103y

Batch number/ Homep cepii: 006573

Number of ana;]ysis/Homep aHanizy: 3547577

Test Specification Test result Unit
Bunpo6ysanHs Creundixauis Pesynerar OnyHuus
; . . Determine on 10 deliveries from one Single values: %
Umfo.r mity (_)f F‘°S“g° Within:a container. Not more than 1 out of 10 ¢ 101/95/96/
contalneri(liquidichroratograpiy) values may exceed +25% and none may 104/101/100
exceed £35% of the average value
obtained. If two or three values exceed 101/101/103/
+25% but not £35%, test a further 2 99
containers. Not more than 3 of the 30
values may exceed £25% and none may Mean value: 101%
exceed £35% of the average value
obtained. The average value obtained
must not deviate by more than +15%
from the stated active ingredient
content/delivery.
OxnopinmicTs 103yBaHHR B MexKaX
KOHTefinepa
(Pinnhua xpumncmndxix) ; ’ p
Bu3snayaTi Ha 10 BHBUIbHEHMX N038X 3 Oxpemi 3Havuenns: %
ONHOTO KOHTEHHepa. 101/95/96/
He 6Gingwe, Hix 1 3 10 3HaueHs Moxe 104/101/100
nepeBUIYBaTH = 25%, i xonue ’ 99
3HaY4YCHHR HE MOXE NCPEBHILYBATH 101/101/103/
+ 35% OTPHMAHOTO CepenLoro Cepenne snaneni: 101 %

Cropinka 53 9

3HAUEHHS. .

Axwo nBa 860 TPH 3HAYEHHA
NEpPEBMILYIOTh Ha £ 25%, anc He Ginpme,
HiX Ha + 35%, ananisyioTs we 2
KouterHepa. He 6inbwe, Hix 3 3 30-tu
3HayeHb MOXYTb NepeBULLyBaTH + 25%,
1 KO/HE 3HAUEHHA HE MOXeE
nepesulypat £ 35% oTpumanoro
cepeanboro 3HaueHns. Cepenns
OTPHMaHa BETHYHHA HE NOBMHHA
BIAXHIATHCA Ginbin, ik Ha £ 15% Big
OCHOBHOTO BMIiCTY aKTHKBHOTO
inrpeaienTa / gosy.

COQ-397407-V10
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Certificate of Quality

Ceprudixar sixocri

Product: BEROTEC® N, metered aerosol 100 meg/actuation
IIpenapat: BEPOTEK® H, aepo3oab xozoaumii, 100 Mxr/nosy

Batch number/ Homep cepii: 006573 Number of analysis/Homep ananisy: 3547577

Test Specification Test result Unit
Bunpobypanus Cneundikanis Pesynbrar (0):11131%1F1

Uniformity of dosage within a batch

TH 1165 A Not more than one value obtained for 10 Single values: %

(Liquid chromatography) containers may deviate by more than 105/98/94/ 4
+ 25% from the average value for the 101/100/102/
tested containers and no value may . 101/100/101/98

deviate by more than £ 35%. If two or
three values deviate by more than

* 25%, but not by more than % 35%, test
a further 20 containers. Not more than
three 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%.

Ounopijﬁlic’rs [I03YBAHHS B MexXaxX

cepil g
TH 1165 A v He 6inbiue, HiX oane 3HAUEHHA, ' Oxkpemi snauennn: %
(Pinmwnna xpomaTorpacis) otpumane ans 10 KoHTelHepiB, MOXE s 105/98/94/
BigxunaTuce 6inbly, Hix Hat 25% sBig 101/100/102/ »
CEPENHBLOTO 3HAYEHHA AN 101/100/101/98

BUNPOOOBYBaHUX KOHTEHHEpiB, i xoaHe
3HAYEHHA HE MOXE BIAXHUASTHCH Ginsu,
HbX Ha + 35%.
Axwo xpa abo Tpy 3HaYEHHA
BixunsroThCs Ginblue, Hix Ha + 25%,
ane He Ginpwie, Hix Ha £ 35%, B
NoJansmoMy aHanisyrors 20
KOHTEHHEpIB.
He 6inbine, Hix 3 3HaY4EHHA MOXYTH
BiaxunaTuce Ginbuw, Hix Ha + 25% Big
CEPENHLOrO 3HAUEHHS JNA BCIX
BHNpoGoBYBaHUX KOHTENMHEDIB, 1 )KOAHE
3HAYEHHA HE MOXKE BIAXMNATHCL Ginbiw,
. . HiX Ha % 35%.
Aerodynamic particle size,
fraction <5,8 pm*

Cropinka 639 - o o ' C0OQ-397407-V10 -
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Ceprudikar axocri
Product: BEROTEC® N, metered aerosol 100 mcg/actuation
Ipenapar: BEPOTEK® H, aepo3o.ab go30Banmii, 100 Mxr/osy
Batch number/ Homep cepit: 006573 Number of analysis'IHOMep aHanisy: 3547577
Test Specification Test result Unit
Bunpobysauus . Cneundikanis Pesynbrar OmHnusa
Aepoaunamivnnii ponopin
9aCTHHOK 32 po3Mipom, ppakuis 5
< 5,8 Mkm* !
TH 1165 A 19 - 33 % stated contents of the active ) 25/23/26 %
(Liquid chromatography) ingredient per dose
No routine test ; . , : .
TH 1165 A 19 - 33 % 3asBneEHOro BMICTy aKTHBHOrO - 25/23/26 %
{Pigunua xpomatorpadis) inrpenienTa na pozy '
HEPYTHHRHA TeCT . v
Particulate matter (Microscopy)
Teepai yacTHHKH (Mixpockoniz)
Number of particles the longest axis of ,
which is greater than 100 pm 1 particles per
<= 50 particles per 50 deliveries ‘ 50 deliveries .
YacTHHKHK, ropH30OHTaNbHI OCi AKNX
> 100 MM . 1 YAaCTHHOK Ha
<= 50 yactHok Ha 50 nos : 50 no3
Microbiological quality** ' o A . .
Mikpobionoriuna uncrora **
Total aerobic microbial . . y
count (TAMC)/g not more than 10? CFU not analyzed
3aranbHae yHeno aepobuux
mikpooprauismie (TAMC)/r e 6insin, mix 102 KYO He ananizosano
Total combined o
yeasts/moulds count not more than 10! CFU : not analyzed
(TYMC)/g
3arannHe yHCI0
APIXIKOBHX i nnicHaBHX He 6inem, wix 10' KVO He ananizoramno
rpubis (TYMC)/r
Bile-tolerant Grhm—negative
bacteria /g Not detectable not analyzed

Cropinka 739 ‘ COQ-397407-V10
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Ceprndikart akocTi
Product: BEROTEC® N, metered aerosol 100 mcg/actuation
IIpenapar: BEPOTEK® H, aepozoan nozoBanwuii, 100 mxr/aosy
Batch number/ Homep cepii: 006573 * Number of analysis/Homep ananisy: 3547577 |
Test Specification Test result Unit
BunpobysanHs Cneundikauis Pesynbrar Onunnua

crifixi g0 xoBui .
He auanizosano

rpamueraTupHi 6axrepii /r S HE BHARJICHO .
Staphylococcus aureus/g Not detectable Lo . not analyzed
Staphylococcus aureus/r HE BMABNEHO He ananizosano
p
Pseudomonas aeruginosa/g  Not detectable ' not analyzed
~ Pseudomonas aeruginosa/r  nhe BuABNEHO ‘He ananizoeano '
Citric acid ,
JIHMoOHHA KHCAOTA :
Control test on intermediate 55,9 - 68,3 pg/g 5 610 ne/e
product (Liquid chromatography) . .
Kourpoasuuii Tect Ha 55,9 - 68,3 Mxr/r . 610 MKr/T

NPOMIXKHHI NPOAYKT
(Piaunna xpomarorpadis)

Remarks/TIpumiTka:

*Carry out the test on every batch from the current production run/ AHaniz npoBoANTECA Ha KOXHIH cepil npu
3anycky BUpoSHHITBA

**The test is carried out once per year as part of a regular testing schedule/ Auanis npoBogsTh ofuH pa3s Ha pik
3rigHo 3 poboHuMUM NaHoM

Result/PesynbTar: released/mpuatno: (Y OL . 10T A
(release date)/(nara BHOycKY) ‘

- (" Boehringer
Iml Ingelheim
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Certificate of Quality

Ceprudikar sikocTi

Product: BEROTEC® N, metered aerosol 100 mcg/actuation
Ipenapat: BEPOTEK® H, aepozoun no3oBanwuii, 100 Mxr/nosy
Batch number/ Homep cepil: 006573 Number of analysis/Homep ananisy: 3547577
Test ' Specification Test result Unit
Bunpo6ysauns Cneuudixauis ' - Pesynbrar Onunuua

Boehringer Ingelheim Pharma GmbH & Co. KG

Date of signature (CoQ)/Hara minmucanna (C5): Q7 . OL . [X6) LA

Qualified Person/Ynosuosaxena ocoba: 6}\{ ' Ch’\l\ 360(/\ T’\?&( . I Mm
' Vi U 7
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JTEPXJIIKCIIY)KBA
AEPIKABHA CJIYVIKBA 3 JJIKAPCHKHX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHUKAMM Y KHIBCHKINA OBJIACTI

npocnekt Banepis Jlo6aHoserkoro, 51, m. Kuig, 03110, Ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPIIOY 37078774

BUCHOBOK
PO AKICTHL BBE3EHOT0 B YKpainy JikapchKoro 3acoly

01.06.2021 Ne 27882/21/10

bBEPOTEK®H

(HaiMEHyBaHHS JIKapCLKOTO 3ac06Y 3riliHO 3 peeCTPALIHHAM NOCBITIeHHAM )
aepo3oas Ao3oBanmi, 100 mxr/gosy, mo 10 ma (200 xo3) y MeTaneBomy 02IOHYHKY 3
AO3YIOYHM KJIaNaHoM; o 1 6a10HYHKY y KapToHHiM Kopobni

((hopma BUTIyCKY, I03YBAHHS, BHJ MAKYBAHHS nikapcekoro 3acoby)

Howmep peectpauiitioro nocsizuenns UA/3123/01/01 crpox nii peectpauiiisoro nocsizuenns 01.01.2099

Cepis nikapcbkoro 3aco6y Ne 006573 KinbkicTs BBe3eHOrO ikapchkoro 3acoby 1674
BupoGHuK Bepinrep Inrensxaiiv ®@apma I'm6X i Ko. KT, Himeuunna
(HaiMeHyBaHHA BHPOOHMKA NiKApCEKOro 3acoby. KpaiHa NOXOIKeHHs)
BaeaeHo B Vkpainy CriibHe yKkpaiHCLK0-€CTOHChKe MNPHEMCTRO y ¢opMi ToBapHCTBa
3 o0MmexeHoI0 BitnoinaabHicTio 'OnriMa-®apm, JITA", izent. kox:
21642228

(HalimMeHyBaHHs Ta ko 3a €E[TPTIOY sopuanuHOT 0co6u abo npi3BUIIe, iM's, N0 GATEKOB tizugHOT
0coGH - MANpHEMIL, Ti MiCIe MPOKMUBAHHS Ta PEECTPaLiHHHH HoMep 06:1ikoBOT KAPTKH IIATHHKA
nojaarkis abo cepid Ta HoMep nacnopTa)

IpoTtokou BizyansHoro kontpomo Bin 24.05.2021 Ne 1672/4.

3a pesyibTaTaMH [JepKABHOTO KOHTPONIO BCTAHOBIEHO, IO JIiKapchKHd 3aci6 BBe3eHO B Vkpainy 3
AOTPHMAHHAM BAMOT 3aKOHOJABCTBA IO/10 3a0e31e9eHHA AKOLTI TIKapChKHX 3aco6iB.
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55216 Ingelheim am Rhein, Germany m Boehringer
Binrep Ulrpacce 173, 55216 i I } Iﬁgdheim
Inrenpxafiv Ha Pefini, Hivewanna Boehringer Ingelheim Pharma GmbH & Co. KG
Tel: +49 (6132) 77-0, Fax: +49 (6132) 77 2326 Bepinrep lurenoxaiim ®apma M'meX i Ko. KU

Certificate of Quality
Ceprudikar sikocri

Manufacturing Authorisation number/ Homep minensii ia sspobuunrro: DE_RP 01 MIA_2019_0025

Product: BEROTEC® N, metered aerosol 100 meg/actuation
Ipenapar: BEPOTEK® H, aeposons xososanuii, 100 Mxr/no3y

Importing country/ Kpaiua-imnoprep: Ukraine/Y kpaina
Country of Manufacture/ Kpaina-supoGuux: Germany/HimMeuunna

Active ingredient/ AxtuBnuit inrpenient: 100 meg fenoterol hydrobromide
100 mxr denorepony riapobpomiay

Marketing Authorisation Number: UA/3123/01/01 Valid till: perennial
Peecrpauiiize nocrinuenns: UA/3123/01/01 Hie no: Gescrpokoso

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

Ynaxoeka: no 10 mm (200 p03) y Metanesomy QanoHYHKy 3 JO3YIOWHM KIANAHOM; 10 | BaNOHYMKY ¥ KapTOHHil
KOPoBLI 3 MapKyBaHHAM YKPEIHCEKOK MOBOK)

Batch number / Homep cepii: 006574
Date of Manufacture/ Jata BupoGuuurea:  02,10.2020
Date of Expiry/ Hpugatuui no: 10.2023

Batch size/ Poswmip cepii: 16.782 packages/ynakosku

Certification statement:

I hercby certify that the information hereinabove is true and correct. This product batch has been manufactured
(including packaging/labeling) and subjected to quality control at the site indicated above in full compliance
with the GMP requirements, as published by the local regulator, as well as in accordance with the specifications
given in the registration dossier or marketing license of the manufacturer or importer couniry, in cases where the
product is imported. or in the Product Specification File for a study medicinal product. The manufacturing,
packaging and test records have been reviewed and confirmed as GMP-compliant,

Ceigourso npo ceprudirariro;

Llnm = zacBigdyio, W0 HABENEHA BHI(E indopMaLia € TOCTOBIPHOW Ta TOYHOW. [[i0 cepito nponykuii 6ymo
BUPOO/IEHO (BKITIOUAIOYM NAKyBAHHA/MAPKYBaHHs) Ta NMPOBEJEHC KOHTPONL 1T AKOCTI Ha BULE3a3HAYEHIH
AINEHUIT ¥ TTOBHIH BIANOBIAHOCTI 3BHMOraMH GMP, BcTAaHOBNEHHMH MICLUEBHM PErYISTOPHUM OPTAHOM, a
TAKOX BIANOBIAHC A0 crendikallii, 1o MICTITECA Y peecTpauiiinoMy focke aGo TOproBil ninexsiy kpaiuu-
BHpoOHIKa ab0 Kpaiuk-iMNopTepa, AKINO NPoAYKUIO IMIOpTOBaHO, 860 ¥ HOChe crienwQikaniit Ha npenapar ans
AOCTIPKYBAHOTO jitKapehkoro 3acoby. [Tpotokonu BUpODHMUTRA, IakyBaHHA Ta aHanizie Gyno neperaaHyTo Ta
BCTAHCRNEHO BIAIIOBIAHICTE GMP.

Cropinka 119 COQ-397407-V11
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Certificate of Quality
Ceprudikar axocri

Product: BEROTEC® N, metered aerosol 100 meg/actuation
Ilpenapat: BEPOTEK® H, aepo3zons nozoBaumii, 100 MKr/n03y

Bateh number/ Homep cepii: 006574 Number of analysis/Homep ananizy: 8159401
Test Specification Test result Unit
Bunpobysans Crneuudixanis Peaynprar Onnnung
Appearance (Visual test) Clear, colourless or almost colourless conforms

liquid, free from suspended particles,
filled into pressurised, 1 7-ml one-piece
stainless steel canisters with a 50-ul
metering valve; corresponding to
standard.

Onme (Bisyazsuuii teet) Iposepa, dezdapsna abo Mmaiixe Binnosigae
Oe3bapsHa pinuna, Binbua Big
CYCTIEHIOBAHIX YACTHHOK, 34aHOBHCHR
A1 THCKOM B 17-mn Linsni Sanodvsky 3
nepxagirouol crani 3 30-min fozyrounm
KIaNaHoM, IO BIANOBIAAE CTAHAAPTY,

Odour (Organcleptic test) Odour of ethano) conforms
3anax (Opranonensuai Tecr) Etanonsuuii RiNIOBIIAC
Colour of solution (Limit tese) Not more intensely coloured than conforms
reference solution Y7
Konip pesunny (Tpasnyunf tecr) 3abapBreHHA He BUIbII iNTEHCHBHE, HiX BifLIOBIZAE
¥ PO3UHHY fIOpiBHAHHS Y7
Clarity of solution Not more opalescent than reference conforms
{Turbidimetric determination) suspension 0/1, free from suspended
particles
Mposopicts posunRy (Typbizumerpunse  OTNANECLEHUIA He Oinblua, Hix Y BIIMOBLISE

cycnensii nopisuanns /1, pozuun

BHIHANEHHA)
BUILHHHA Bil CYCIICHOOBRAHKWX YACTHHOK

Leakage rate (Weighing) The average leakage rate for all Single values: mg/year
determinations must be not more than 58/47/42/42/52/
400 _mg/y_ear. ) 63/52/52/68/
For individual values, the following 31/42/37
applies: Mean value: 49 mg/year

Requirement A: The leakage rate of 12
out of 12 must not be greater than

475 mg/year. If the value of not more
than 2 is greater than 475 mg/vear, but
not greater than 520 mgfyear, test a
further 24 containers.

Requivement B: The leakage rate of 34
out of 36 must not be greater than

475 mg/year. The leakage rate of no
confainers may be greater than

520 mg/vyear.

CropiHka 239 COQ-397407-V11
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Certificate of Quality
Ceprudikar gKocTi

Product: BEROTEC® N, metered aerosol 100 meg/actuation
HOpenapat: BEPOTEK® H, aepo3oas qozosanuii, 100 mxr/nosy

Batch number/ Homep cepii: 006574

Number of analysis/HoMep ananizy: §159401

Test
BanpobysarHs

Specification
Crienudiranis

PigeRE BUTOKY (3saxysain)

Mass of contents (Weighing)

Maca BmicTy (3samysaina)

Number of metered doses
{Measurement)

Kisbgicts MipHUX 01 (Busiposanns)
Pressure (Physical test)

TreK (Qisnynnii Tect)

Water content
{Coulomeiric determination)

Bmict Bogn

(K}’JIOMBTPH‘!HB BMSHE'{BIJHH)

Identification
TH1165 A

{Liguid chromatography)

TH 1165 A
(1.iquid chromatography)

Test for bromide (Precipitation)

Cropiska 339

CepenHe 3#a4€HHS PiBHA BUTOKY ANA
BCIX BH3IHAUEHE Mae OyTH He BUbLUE,
nixk 400 Mr/pix

JInst OKpeMHX 3HavEeHb HACTYIIHI BAMOTH!
Bunora A: pisesb BUTORY 12 2 12-1i
KOHTEHHEpiR He NosuHeH OyTu Dinble,
nbk 475 mr/pik. SIkuo 1l 3navenHs He
Ginbuie, Wik A 2-X KOHTeHHEDIB
Gineii, Hix 475 Mmr/pix, ane He 6inslie,
niz 520 mr/pix, B NOZanslIOMY aHani3
[POBOAMTH HA 24-X KOHTEHHEpaX.
Busmora B: pisens putoky 34 2 36-Ti
KOHTeAHEpiR He NOBHHEH OyTu Oiiblle,
Hix 475 mr/pix. Honse 3Hagenna He
MOBHHHO NMepeBuiysaTH 520 mr/pix.
>=128¢g

>= 128

>= 213 metered doses

>=213 mipHuX A03
4.5-5,5 bar

4.5 -5,5 fap
1.8-2,2%

18-22%

The received UV spectrum of the aclive
substance of the sample solution must
correspond with the UV spectrum of the
standard sokution.
The uncorrected retention time of the
active ingredient obtained in the test
solution must be the same as the
uncorrecled retention time of the active
ingredient obtained in the standard
sotution,

pale yellowish, curdled precipitate

Test result
Pezynurar

Unit
Onuuunus

Qxpemi 3HayeHHL: MI/pIK
58/47/42/42/52/
63/52/52/68/
31/42/37

CepeaHe 3Ha4eHAS; 49 MI/pik

13,5/13,4/13,5/13,6/13,6 g
13,5/13,4/13,5/13,6/13,6 r
256 doses

256
4,9/4.9 bar
4,9/4,9 dap
1,9/1,9 %

1,9/1,9 %

203

conforms

conforms

conforms

COQ-397407-V11
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Certificate of Quality
Ceprudgikar akocti

Product: BEROTEC® N, metered aerosol 100 mcg/actuation
IIpenapat: BEPOTEK® H, aepozoan go3oBauwmii, 100 MKI/103y

Batch number/ Homep cepii: 006574

Number of analysis/Homep ananizy: 8159401

bepinrep [urensxalivm ®apma M'véX i Ko. KI

Test
Burpolyeansa

InenTndikanin
TH 1165 A

(PiasHua xponarorpading

TH 1165 A

(Pinunna xpomarorpadin)

Ananis Ha Gponinn

(Ccanmenns)
Active ingredient degradation
{Liquid chromatography)
Po3naj akTusHoro inrpeienra
{Piunnna Xpomatorpadhin)

MEN 1187 BR

MEN 1229 BR

MEN 1606 BR

BIIK 279 BR

Each individual unspecified

impurity

Koxua expema
Hecrneun$ivHa JoMiniKa

Sum of all unspecified

impurities

Cyma geix Hecneuuditnux
ROMIitNOK

Total of all impurities

Cyma sBeix aomimox
Assay
KinnkicHe s#anadennsn

TH 1165 A (per gram)

{Liquid chromatography)

TH 1165 A (na rpam)

(Piatuna xpomarorpadin)

Cropinka 439

Specification Test result Unit
Crieundixanis PezyasraT Omnnus
¥ cnexrp akTuBROro iHrpeaicHTa, Bipnosinae
OTPUMAHMR 3 BUNPOOYBaHUM POIHHHOM,

nOBUHEH BiAnosigaTH YO cnextpy,

OTPHMZHOMY 3 POIUHHOM NOPIBHAHHS,

Heexopuropannii yac yrpumysanus Binmosinac
AKTHBHOIC [HFPEAICHTA, OTpuMaHHil B

BHOPODYRAHOMY PO3YUHI, ITOBHHEH

BIANOBIAATH HECKOPHIOBAHOMY Yacy

YTPUMYRaHHS aKTHBHOIO iHTPEMienTa,

OTPHMAHOMY B PORHMHI NOPIBHAHHA.

baino sxorTyRaTHI CcHpHHCTHIE DCal BiAOOBIAAE

<= 0,30 % <=0,14 %
<= 0,20 % 0,14 %
<=0,20 % <=0,14 %
<= 0,20 % <=0,14 Yo
<={,50 % <= (,14/<= 0,14/<= 0,14/<= 0,14/ Yo
related to TH 1165 A <=0,1d/<= 0,14/<= (,14/<~ 0,14 %
<=0,50 % <= 0,14/<=0),14/<= 0,14/<= 0,14/ %
Bignocno TH 1165 A <=0,14/<=0,14/<= (,14/<= 0,14 %
<=10,50 % i %
related to TH 1165 A

<=0,50 % <=0,14 Yo
BIRHOcHO TIT 1165 A

<=0,50 % <=0,14 %o
<=1{,50 % <={,14 %
1,827 -2,020 mg/g 1,923 mg/g
1,827 - 2,020 mi/r 1,923 MT/T

COQ-397407-V11
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Certificate of Quality
Ceprudikar axocri

Product: BEROTEC® N, metered aerosol 100 mecg/actuation
Hpenapar: BEPOTEK® H, aepo3sons no3osannit, 100 Mmxr/go3y

Batch number/ Homep cepii: 006574 Number of analysis/Homep anamizy: 8159401
Test Specification Test result Unit
Bunpodysanus Creuntikauin Pesynrvrar Onunnyg
. . . Determine on 10 deliveries from one Single values: %
Uniformity of dosage within 4 ;
, . container. Not more than 1 out of 10 09/100/98/
container (Liguid chromatography) P o -
values may exceed £25% and none may 161/161/160

exceed £35% of the average value
obtained. If two or three values exceed 98/103/100/
+25% but not £35%, test a further 2 100
containers, Not inore than 3 of the 30

values may exceed £25% and none may Mean, yalye: 2 v
exceed £35% of the average value
obtained. The average value obtained
must not deviate by more than £15%
from the stated active ingredient
content/delivery.
OanopinsicTe J03yBANHS B MeaKaX
KOHTeliHepa
(Piaunua xposarorpagis)
Busnaward na 10 suBinsHEHHX D01aX 3 Oxpemi 3HaueHns: %
0/THOTO KOHTEeHHepa. 99/100/98/
e Ginse, Hixk | 3 10 3naueHL MOXE 101/101/100
nepepuyBatit £ 25%, i xonHe 100
3HAUCHHS HE MOMKE NePeBuuLy BATH 98/103/100/
+ 35% OTPHMEHOIO CePEenHLOrD Cepene sHaveHns: 102 v
3HAHEHHS.

Axwo gea abo Tpu 3HAYEHHA
fIEPEBHILYIOTL HA & 25%, ane He Binslue,
HOK Ha £ 35%, ananizytoTs wwe 2
koHTeiinepa. He Gineime, Hik 3 3 30-Tn
3HAMEHb MOXKYTh NepeBuurysaTH £ 25%,
1 XKOJHE 3HAYEHHA HE MOXKE
nepeBMulyeaTH + 35% oTprmManoro
CEpenHbOrG 3HaveHHs. Cepenns
OTpHMAaHa BEMHYIHA HE [IOBHHHA
BigxunaTHes Ginein, Hisk Ha + 15% il
OCHOBHOIC BMICTY AKTHBHOTO
iHrpenienTa / no3y.

Cropinka 539 COQ-397407-V11
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Certificate of Quality
Ceprudikar stxocri

Product: BEROTEC® N, metered aerosol 100 meg/actuation
Ilpenapar: BEPOTEK® H, aeposonn nosoeanuii, 100 Mrr/mosy

Batch number/ Homep cepii: 006574

Number of analysis/Homep anasnizy: 8159401

Test
Bunpolypauis

Specification
Crneuudikauis

Uniformity of dosage within a batch
TH1165 A
(Liquid chromatography)

tested containers and no value may

three values deviate by more than

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

OanopinHicTs A03¥BRAHNA B MemKax
cepiy
TH 1165 A

(Piannna xporarorpadisg

He dinbine, Hik 04HE 3HAYEHHS,

Test result Unit
Pesynerar OnuHuLs
Not more than one value obtained for 10 Singie values: %
containers may deviate by more than 101/106/101/
+ 25% from the average value for the 103/99/99/
99/99/99/101
deviate by more than # 35%. 1f two or
+ 25%, but not by more than = 35%, test
a further 20 containers. Not more than
three values may deviate by more than
+ 25% from the average value for all the
Oxpemi 3HaueHus: %
oTpumae ana 10 kouteliHepis, Moxe 101/100/101/
BIAXMAATHACE BIMBIL, HIx "Hat 25% sin 103/59/99/
99/99/99/101

CEPERHLOI0 3HAYEHHEA NNy

BENPODCEYBAHAN KOHTEITHEDIB, | ®olHe
3HAYEHHA HE MOXe BIAXHIISTHEE BinblL,

HiK Ha + 35%.

Hxkmo ppa ado TpH 3HAUEHHS
BINXUNFOTECA OlNbLIS, HIK Ha £ 25%,
ane He Ginsiie, Hik Ha %+ 35%, &
HNORANBIIOMY ahanizyiore 20

KOHTCHHEepiB.

He Ginbute, Hix 3 3naueMus MoKYTE
BiIAXHAATHCE OiNbLL, HIK Ha = 25% Bin
CEPEARLOID JHAYEHHA NA BCiX
BMOpOOOBYRAHMX KOHTelHEPI, | WonHEe
3HAYEHHA He MOXE BIAXHASTUCE DiNbL,

Hi’k Ha £ 35%.
Aerodynamic particle size,
fraction < 5,8 pm*

Cropilika 6 3 9

COG-397467-V11




Binger Strasse 173,

55216 Ingelheim am Rhein, Germany

Binrep Lltpacce 173, 35216

lurenbxaliv gHa Peifnil, HiMeuuuna
Tel: +49 (6132} 77-0, Fax: +49 (613

~N\ Boehringer
”l Ingelheim

Boehringer Ingelheim Pharma GmbH & Co. KG

2) 77 2326

Certificate of Quality
Ceprudikar siKocTi

Product: BEROTEC® N, metered aerosol 100 mcg/actuation
Ipenapar: BEPOTEK® H, aepo3onb no3zoBanuii, 100 mxr/nosy

Batch number/ Homep cepil: 006574

Bepinrep lurensxaim Qapma ['MOX 1 Ko. KIT

Number of analysis/HoMep ananizy: 8159401

Test
BunpodyeaHHus

Specification
Crenudikania

Test result
PesynuTat

AepoluRarMidHHA posnonin
YACTHHOK 33 pe3MipoM, Gpakuis
< 5,8 MEM*

TH 1165 A

{Ligquid chromategraphy}

No routine test

TH 1165 A

{Pim4tsa xpoMarorpadia)

HEPYTVHHHEA TecT
Particulate matter (Microscopy)
Teepai yacTHHKH (Mikpockonin)

Microbiological quality**

MixpobionoriyHa udcrora **
Tatal aerobic microbial
count (TAMC)g

JaralibHe YHCI0 aepofHHX
mikpoopranizmis (TAMC)/T

Total combined
yeasts/moulds count
{TYMCO)/g

JarajibHe QM0
EPisAAKOBHX I ILTICHABHX
rpudis (TYMC)/r

Bile-tolerant Gram-negative
bacteria /g

Cropinxa 739

19 - 33 % stated contents of the active
ingredient per dose

19 - 33 % 22BACHOIO BMICTY aKTHRHOIO
iHrpesicHTa HAa AC3Y

Number of particles the longest axis of
which is greater than 100 pm

<= 50 particles per 50 deliveries
YacTHHKH, FOPH3OHTANbHI OCI AKEX

> [00 MM

<= 50 yactaHok Ka 50 noa

not more than 102 CFU

He Oinbin, Hin 102 KYO

nof more than 10! CFU

se Gineur, B 100 KYO

Not detectable

24/23/24

24/23/24

not detectable

Unit
OnuHHs

Yo

%

partictes per
50 deliveries

YaCTHHOK Ha

50 nos
<] CFU/g
<1 KYQOir
<l CFU/g
<} KYO/ir

COQ-397407-V11
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Certificate of Quality
Ceprudikar sikocri

Product: BEROTEC® N, metered aerosol 100 meg/actuation
Hpenapar: BEPOTEK® H, aeposois qososanwmii, 100 MKr/aozy

Batch number/ Homep cepit, 006574 Number of analysis/Homep ananisy: §159401
Test Specification Test result Unit
Bunpobysanna Cneuudikanis Pesynnrar Opuanns

CTiBKI B0 worYl

TPAMHETaTHEHI fakTepii /T He BHABMEHO He Busenedo
Staphylococeus aureus/g Not detectable not detectable
Staphylococcus aureus/r HE BHABIEHO He rusgneto
Pseudomonas aeruginosa/g  Not detectable not detectable
Pseudomonas aeruginosa/r HE BHSBIEHO He susapieHo

Citric acid

JIMMOHHA KHEI0Ta
Control test on intermediate 55,9 - 68,3 pg/g 62,1 e/
praduct (Liguid chromatography)
Kowrpoasauii Tecr Ha 55,9 - 68,3 mxr/r 62,1 MIET

NIpoMiKHME NPOayKT
{Puurna xposarorpadis)

Remarks/[Tpumitka:

*Carry out the test on every batch from the current production run/ A=anis npoBOAKTECA HA KOXKHIT cepil Lipu
3AITYCKY BHPOOHUITRA

**The test is carried out once per year as part of a regular testing schedule/ Anais npoBoAsSTE OAMH pas 1a piK
3rijHo 3 poGouHM Nilanom

Result/Pesynerar: released/npugatao:  02.02.2021

(release date)/(naTa sunycky)

~ Boehringer
I”li Ingelheim

Cropirka 8§39 COQ-397407-V11
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Certificate of Quality
Ceprudgikar sakocTi

Product: BEROTEC® N, metered aerosol 100 meg/actuation
Hpenapat: BEPOTEK® H, aepozoas goszosanuii, 100 MKr/go3y

Batch number/ Homep cepii: 006574 Number of analysis/Honmep ananizy: §159401
Test Specification Test result Unit
Bunpobyeanns Creuptpixauis Pesyaetar Ouunnnia

Boehrin@&elheim Pharma Gmbll & Co. KG
Date of signature (CoQ)/Jfara ninmucanss (C51): /.% '

Qualified Person/Yossosaxena ocoda: 14, MAL D71 Dr. Biarbel Panter

Cropinka 939 COQ-397407-V11
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JIEPXKJIKCITY XKBA
JNEPKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIA OBJACTI

NpOCNEKT Banepis Jlo6aHOBCHKOTO, 51, m. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,httgs:ﬁwww.dls.gov.ua, Kon €JIPTIOY 37078774

BHCHOBOK
npo AKiCTh BBE3EHOro B Ykpainy JiKapcbKoro 32c00y

23.06.2021 Ne 33090/21/10

BEPOTEK®H
(HafiMeHyBaHHA AiKAPCHKOTO 3ac00y 3riaHO 3 peecTpauiiHim NOCBIIMEHHAM)
aepo30Jib [1030BAHUI, 100 mKr/mo3y, no 10 vt (200 103) ¥ MeTaJeBoMy 0aJOHYNKY 3

103yI04HM KJIANaHOM; 110 1 6aMOHYHKY Y KapTOHHIIl Kopooui
((hopMa BHIYCKY, 103y BaHH:. BIL NaKyBaHHs NiKapChKOro 3acoly)

Homep peecTpauiiHoro TI0CBiAYEHHS UA/3123/01/01 crpox aii peecTpaLliffHOro MocBiAHeHHA 01.01.2099

Cepis nikapcbKoro 3ac00y Ne 006574 KiibKiCTb BBE3EHOTO JIiKapCBKOrO sacoby 2626
BHpoOHHK Bepinrep InrenpXaiM dapma I'M6X 1 Ko. KI', HimequuHa
(HafiMeHYBaHHA BUpOGHHMKA IKaPCEKOTO 3ac00y, KpaiHa MOXOLKEHHA)
Bse3eHo B YKpaiHy CrinpHe yKpaiHCbKO-eCTOHCBKE niAnpHEMCTBO Y dopmi TOBAPHCTBA
3 00MeKEHO10 BiAnoBiNAIBHICTIO wOnrima-Oapm, JITL", inent. Koa:
21642228

(nafiveHyBaHHs T2 KO 3a €1PToY JOpHANHHOT OCOOH a60 npiBuLLe, iM'A, N0 GarbKkoBi (i3HUHOI
OCOOH - NIANPHEMLUE, Ti MiCLIE NpOAKHBaHI Td pcccrpauii‘imm HoMEp 00:1iK0BOT KapTKH NJIaTHURA
noaatkis abo cepis Ta HOMED nacnopra)

[1poTOKO Bi3yalbHOrO KOHTPOMIO gin 11.06.2021 Ne 2024/5.

3a  pesylbTaTaMi JEPKABHOTO KOHTpOMO  BCTAHOBAEHO, LU0 flikapcbKkuii  3aci0  BBE3CHO B YkpaiHy 3

)IOT[)HMQHHHM BHMOT 3aKOHOZIaBCTBA OO0 3abe3neyeHHs fKOCTI JIKAPChRIX 3aco0iB.
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