Istituto De Angeli S.r.L.

Istituto De Angeli S r.L-Loc. Prulli n. 103/¢-50066 Reggello (FI)- ltaly

Manufacturing Authorisation N*: aM-136/2018 dated 07/11/2018, GMP Certificate No.: IT/233/H/2018
Hierryro e Anremt C.P.J1 Mpynmit 103/e- 50066 Perrenno (bropenung) - Hrams

Jliuenns va npowssoncao Ne: aM-136/2018 or 071172018, GMP-Ceprmi dtiar Ne: TT233/1172018

Certificate of Analysis and Conformance

CepTH(HKAT aHAJIH3Aa H COOTBETCTBHS

Product name / HauMeHoBaHHE NEKAPCTBEHHOTO CpeacTBa Berodual inhalation solution 0.25/0.5 mg/ml
BEPOIIY AJT pacteop ans unransuuit 0,25 mr + 0,5 mr/mn

Article No. / Lot No. / Aptukyn Ne / Cepua Ne 460651/ 031295A

Marketing Authorization No. / Perucrpaunonuoe TIN015914/01

yaoctosepeHie Ne

APl name / Haumenoranue dapmatesTHyeckoi Ipratropium bromide anhydrous + Fenoterol hydrobromide

cybcTanumun 0.25/0.5 mg/ml / Unparponus Gpomun Geasonnsiii +
®enotepona ruapodpomia 0,25 + 0,5 Mr/mn

APl Manufacturer / TIponssoautens ADC Boehringer Ingelheim Pharma GmbH & Co. KG

Dosage form / Jlekapetaennas hopma Inhalation solution / pactsop ans nuransumi

Container Type / Bua ynakoBku Bottle (glass, amber)/ cTexnanubiii drakoH SHTAPHOTO [BETa

Ne. of Analysis / Ne anannsa 20001275

BIX No. / Ne-BIX 100904

BIX Version / BIX-Bepcus 2

Quantity / KonuvecTro ynakoBok 71515

Date of Manufacture / Jlata npon3eoacTsa 25.02.2020

Date of Expiry / Cpok roasocTH 28.02.2023

Number of Normative Documentation: / TTN015914/01-141217

Homep nopMaTHBHOA AOKYMEHTALIH:

1 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 that the batch of the finished drug product for medical use conforms to the quality
specifications established by the Normative Documentation,

HacToalNM NOATBCPKAAI0, YTO BCE CTANRN NPOH3IBOACTEA AAHHOI CEPHIt FOTOBOIO NPOAYKTA BEINOAHEHb! B NOJHOM
cooTeetcTemi ¢ TpeGosannamn GMP EC, a Take 4To cepis IeKapcTBEHHOTO NPEMApaTa Ana MEANUIHCKOrO NpHMEeHHs
cOOTBETCTBYET crieundMKaL HOPMATIBHON JOKYMEHTalHH,

Remarks: / [Tpumevanus:

Storage
At a temperature not exceeding 25 °C, do not freeze.

Xpaueune
IMpu TemnepaType He Bbime 25 °C, He 3aMOpaKHBaTE.
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Packaging conforms to the approved Normative Documentation. .
YnakoBka COOTBETCTBYCT COrNACOBaNNON HOPMATHBHOM JOKYMEHTALLIN. N
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Labelling conforms to the approved Normative Documentation.
MapKspoBKa COOTBETCTBYET COFJIACOBAHHON HOPMATHBHOI IOKYMEHTALMH.

Date of Release / Jdarta sbinycka: 18.03,2020 Istituto -D?ﬁngeis s.r.l.
 Qualified Person
L 1ol
Dr.ssa Raogla\Glior
18.03.2020 e @ tis
Date / Name / Signature of the Qualified Person, Quality Assurance (2.05 O

Nata / Mma / TToanuck ynonHomoueHHoro nnua, obecnedeniie kauecTea
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