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Certificate of Analysis and Conformance
CepruduxaT ananausa M cooTBeTcTBHA

Product name / Hanaenosaune SIeKapCcTREHNOrO Berodual® N metered dose inhalation acrosol 20 ug + 50 pgidosc
cpencTen BEPOZYA® H a3poaoas asis uHranaumii A0IHPOBANHLIT
20 mkr + 50 Mkr/a03a
Article No. / Lot No. / Aprukyn Ne/ Cepus Mo 59350095/ 106046
Marketing Authorization No. / Perncipausonnoe TTNO13312/01
ViOCTORCpEHIE Na
APl name / Haumenoranue dapmauestiieckoi Ipratropium bromide monohydrate 0.021 mg /
cySeTanumy Hnpatponus Gpomun monoruapar 0,021 ur
Fenoterol hydrobromide 0.050 mg /
Bevotepona riapobpomug 0,030 mr

AP1 Manufacturer / poussonurens ADC
Dosage form / Jlexapereenan dopma

Container Type / Bua ynakosky

Order-No. / Ne sakasa

BIX No. / Ne-BIX

BIX Version / BIX-nepens

Quantity / KoauuecTro ynakopok

Date of Manufacture / Jlata nponssonctea
Date of Expiry / Cpox roanocty

Boehringer Ingelheim Pharma Gmbl [ & Co. K¢
metered dose inhalation acrosol/ waposons wis unransunii
N0IHPOBAHHBIH
stainless steel can with metered valve/seranmuseckuii Gaionme ¢
AOIMPYIOLINM KNAanom

90328254

391340

24

195384

17.09.2021

30.09.2024

Number of Normative Documentation: /

TINO13312/01-080817 Var./ Mam. Ne 1,2
Howmep Hopmarneuoit DOKYMEHTALMNM:

I hereby certify that all munufacturing stages of this batch of finished product have been carried out in full compliange with the
GMP requirements of the EU and that the batch of the finished drug product for medical use conforms to the quality
specifications established by the Normative Documentation.

Hacroawum NOATBEPKIAIO, HTO BCe CTAAHH NPOHIBOACTDA JIAHHOI CCPHH roTOBOIO MPOAYKTA RLINOAHEHE! B NOAHOM

COUTBETCTRHH ¢ TpeBoranuamu GMP EC, a Tacke uto CEPHA IEKAPCTBCHHONO NPENAPaTa /18 MEAHLIHHCKOIO NPHMEHEHNA
COOTRETCTRYET CNCUNHUKAUMI HOPMATHBHOI AOKYMEHTALLHM,

Remarks: / [pumeyanns: . it

Correction CoAC and originally released on 20.01.2022
Storage
Ata temperature not exceeding 25 °C.

Apanenne
Ilpn remneparype ne sbiue 25 °C.

Packaging conforms 10 the approved Normaive Documentation.
Y NaKoBKa COOTBETCTBYET COMMACORAKNOI HOpMATHBHOI JIOKy MeHTALLHM,

Labelling conforms to the approved Normative Documentation,
Mapkuponka coorseTcTRy et cornaconanioli HOPMATHBHOH NOKYMeNTAHK,
Date of Release / [lara Bbiycka: 20.01.2022

W
Date / Name / Signature of the Qualified Persod, Qdality Assurance £l fr},f,;;,,- 1Eh
Mara/ ms / Noanncs ynoanoMotenioro anua, obecnesense KatuecTa 1R woath Rer 18]

Dr. Christian Trapp
22 Mirz 2022
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Ceprudukar ananmnsa u

i) Boehringer
COOTBETCTBHUS s
I",I Ingelheim
Ha3panmue nerapersennoro BEPOIVAII® H AIPOLOAL AN HHEANA L
cpeacTra: A03HPORAHHLIT 20 MKy + 50 MK 1030
Cepua Ne: 106046 Cepus ng ananma: 1574094
Perucrpaima: Pocens Crpannua 6 11 9
Henvrranne Cnemnpnranna Pesyanrar
Onneanne
IMpoapaunas, Becusernan unn CIICTRA skentoparas, nan ciaerka Cootsercrayer
KOPHUHCRATAS KuaKkocTL, cBoBoanas or CYCNCHIANPORAHNLIX
HYECTHIL
3anax
3anax sranona Cooreerctsyer
Usernocr.
Hirrencuruoery CKPACKH npenapata ye aonna NpeesiaTy Cootrercrayer
HHTCHCHBHOCTS OKPACKH 3TANOHIOIO pacTeopa Ys, BY sy
Mpaspaunocrs
Hutencuanocrs onanecuenuny npenapara He AoakHa CooTheteTayer
NPEBBIATL ENTEHCHBHOCTL ONANECLCHIN FTWIOHHO
cyenensnn , ceoboanas or CYCNEHAHPORANHBIX YacTHy,
Cropoers yreusn
Cpeanss cropocts yreny AOMKHA OmTE e Gosee wem 46 Mriron
100 mrirog.
Ang otaeasumx smavenni AONEHK! BLINONNATRCA cheaytomme Coornercrnyer
TpeGosunma:
TpeGoranue A
Cropocth yreukn 10 i3 12 Gamonankon gommena Ourre e
Gonee 475 mriron.
Eean snanenme ue Bonees 2 Gannonuikor Gonee 475 METOA, HO
He upesbiuaer 520 mi/roy, 1o ANE MCNLITAHUR oTOHpaloT
Cleayowne 24 6annonynka.
Ipebosanuc
Ckopocrs yreukn 34 w3 36 Gannommukor nomkna Guits e
Gonee 475 ur/rog,
Cxopocte  yreuskn wn opmore Ganiomunka we zonma
npesbuaTh 520 mr/ron,
Mnacea conepaumora
He menec 12,4 1, 138 r
138 T
138 T
13,8 f
Koanuecrno nos 138
He menee 200 404 250 nes3
Cosepaxanne yogn
Orldne1.7% 15 %
15 %
Hopanunocr.
Bpomua
Jomken ofpalosarsca Gneano-swenrmn TROPOKHCTHII ocanok Cootsercinyer
Moptnnocrs
Hnpatponus 6pomuy MOHOrHApaT
Bpems yaepausanns nuka ACHCIBYIOIUCTO  BEUIecTBN Na Coorsercrayer

XpoMaTorpamme HMEMKITYEMOrO  pacteopa JAONEHO
COOTBETCTROBATL BpeMeny YUACPAKUBAHMA NHKA AeiicTRYIOWeE O
BELUCCTRA Ha XpoMaTorpamme CTALLAPTHOrD pacTROpa.

¥decnextp nornowenns HIpaTponng Spomnua nenLmyemaro
PUCTROPA JIONKEH COOTRETCTROBATE YO-cnexmpy nornomenns

unpatrponia Spomunaa CTAHNAPTHOMO pacTBop].
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