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Certificate of Analysis and Conformance
Ceprudukar ananusa u coorseTcTBUs

Product name / Haumenosanne NIEKApCTBEHHOTO CpeiIcTaa Berodual® inhalation solution 0.25/0.5 mg/mi
BEPOIIVAJI* pacteop ans unransumni 0,25 mr + 0.5 MT/MT

Article No. / Lot No. / Aptukyn Ne / Cepua Ne 460651/ 1311358

Marketing Authorization No., / Peructpaunonsoe TINO15914/0]

yaoctosepenne Ne

API name / Haumenosanue dapmauesTHYEC KO Ipratropium bromide anhydrous + Fenoters) hydrobromide

cyBeTanim 0.25/0.5 mg/ml / Mnpatponus 6pomun Gessonnsii +
Denorepona ruapobipomun 0,25 + 0,5 mr/mn

APl Manufacturer / Mpoussoanren, AGC Boehringer Ingelheim Pharma GmbH & Co. KG

Dosage form / Jlexapersennas bopma Inhalation solution / pacteop ans nrransuni

Container Type / Bun ynakosky Bottle (glass, amber)/ cteknaunniii rnaxon AHTAPHOTO LBeTa

No. of Analysis / Ne ananusa 21000526

BIX No. / Ne-BIX 100904

BIX Version / BIX-sepcus 2

Quantity / Konuwecrso ynakosox 71645

Date of Manufacture / Jlata NPOUIBOACTRA 21.01.2021

Date of Expiry / Cpok roanoct 31.01.2024

Number of Normative Documentation: / ITNO15914/01-141217 Var/ Mam, Ne 1.2

Honmep nopmatieHoll JokyMerTaunu:

| 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.

Hacroswnm noateepxaaio, 4To 8ce CTAAWH NPOWIBOACTBA AaHHON CEPHH FOTOBOrC NPOAYKTA BLINOAHSHLI B NOIHOM
cooTBETCTBHU ¢ TpeGoBanuamu GMP EC, a Takwe 4To cepus NEKapCTBEHHOTO MPENapara A% METWLHHCKOTO NPHMEHEHHS
COOTBETCTBYET CNEUHPUKALIMM HOPMATHBHON HOKYMEHTA LM,

Remarks: / [pumeyanns:

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

Xpanenue

Tipu Temnepatype He shiwte 25 °C, ne IAMOPAKHBATE,

Packaging conforms to the approved Normative Documentation.
Vnaxkoska COOTBETCTBYET COrnacoBaHHoit HODMRT%IBHOﬁ ADKYMEHTalMK,

Labelling conforms to the approved Normative Documentation.

Mapkuposka COOTBETCTBYET COINACOBAHHON HOPMATHBHOM OKYMEHTALHI. [Smut{) Be Angeh S.r,i,‘
Date of Release / [lata seinycka: 22.03.2021 { Qua“ﬁé’ée“{?“f 4
- Drssa PackGior
22.03.2021 P e Gl

Date / Name / Signature of the Qualified Person, Quality Assurance
Hava / Mma / Moamice ynonxomouenHoro inua, ofecneyerite kavecTsa




Certificate of Analysis and Conformance Istituto De Angeli S.r.L.

Product Name: Berodual® inhalation solution 0.25/0.5 mg/mi

Bateh / Lot: 1311358

Registration: Russia Page 2 of §
Test Specification Result
Appearance
Clear, colourless or almost colourless liquid free from Conforms
suspended particles,
Odour almost imperceptible,
Colour
Not more intensely coloured than reference solution B7. Conforms
Clarity
Not more opalescent than reference suspension 0/2, Conforms
pH
3.0-4.0 34
Freezing-point depression
0.50~-0.62K 053 K
Relative density d(20/20)
1.004 - 1.014 1.007
iron Conforms
Not more than S ppm
Package content volume
The average volume of contents should be equal to or greater Conforms

than the nominal Q (20 mL).

Not more than 1 in 50 volumes is permitied to be in the range
between (Q —x) (18.2 mL) and (Q—~2x)(16.4 mL) no single
volume out of 50 volumes should be less than (Q-2X).

X (mL)=Q x 0,09

Dose and aniformity of dose
Not a single value should deviate by more than £ 10% fromthe  Conforms
average weight of 10 determinations. The total weight of 10
determinations should be within the range of + 15% of the
theoretical weight of 10 determinations,
The dropping speed is not more than 2 drops per second,
Identification
Fenoterol hydrobromide
In the chromatogram of the test solution the spot with Rf of Conforms
about 0.7 should correspond to the spot in the chromatogram of
the standard solution.
The retention time of the fenoterol hydrobromide peak in the Conforms
chromatogram of the test solution should correspond to the
retention time of the fenoterol hydrobromide peak in the
chromatogram of standard solution A,

Ipratropium bromide anhydrous

In the chromatogram of the test solution the spot with Rf of Conforms
about 0.4 should correspond to the spot in the chromatogram of

the standard soiution.

The retention time of the ipratropium bromide peak in the Conforms

chromatogram of the test solution should correspond to the
retention time of the {pratropium bromide peak in the
chromatogram of the standard solution A,

Benzalkonium chloride

The rotention times of the main peaks of homologues of Conforms ..o
benzalkonium chloride in the chromatogram of the test s
solution should correspond to the tetention times of the maln s

peaks of homologues of benzalkonium chloride in the
chromatogram of the standard solution, f=f .
In the chromatogram of the test solution the spot with Rf of Confﬁrms u
about 0.8 should correspond to the spot in the chromatogram L34
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Certificate of Analysis and Conformance Istituto De Angeli S.r.L.

Product Name: Berodual® inhalation solution 0.25/0.5 mg/ml

Batch / Lot: {31135B

Registration: Russia Page 3 of 5

Test Specification Result
of the standard solution,

Disodium edetate

The retention time of the disodium edetate peak in the Conforms
chromatogram of the test solution should cotrespond to the

retention time of the disodium edetate peak in the

chromatogram of the standard solution,

Foreign impurities
- SCH 1100 BR (determined as tropic acid): 0.0 %
<0.6%
- BA 686 BR:
<0.2%
- MEN 1187 BR: 0.0 %
<0.2%
- Any unspecified impurity 0.1 %
<0.2%
- Total impurities 0.1 %
<1.0%
Assay
Ipratropium bromide anhydrous
23.8-26.3 mg/100.0 ml 25.4 mg /! 100 ml
Fenoterol hydrobromide:

47.5-52.5 mg/ 100.0 m| 50.5 mg/ 100 ml
Benzalkonium chloride

9.0-11.0mg/ 100.0 m 10.0 mg/ 100 ml
Disodium edetate

45.0 - 55.0 mg/ 1000 ml 49,5 me/ 100 ml
Microbiological purity
Total aerobic microbial and combined yeasts / moulds count / m) .

Not more than 10% ¢fu 0 CFU/ml
Staphylococcus aureus / ml:

Absent absent
Pseudomonas aeruginosa / ml:

Absent
Bile-tolerant Gram-negative bacteria / ml

Absent

absent

absent

Or Rus. Ph.- Category 2

- End of Report -
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Ceprudukat ananusza u Uneruryr ge Anremm C.p.JL
COOTBETCTBHSA

Hassanne nekaporsennoro  BEPQJIVAJI® PacTROp nng mHramaumit 0,25 mr + 0,5 mr/va
cpencTea:
Cepus Ne: 131135B
Perucrpauns: Poccus Crpennua 4 ma 5
Henbrranue Crenudmcaums Pesyanrar
Onucanue

Tlpoapaunas, Gecrmernas nm nowtx GecuserHan KUOKOCTE,  CooTmercTsyer
CBOGOHES OT CYCTICHUMPOBAHHEYX HACTHIL,
3anax nouTH HeonyTHMEIH,

sernoers
HIHTCHOHBHOCTS OKPACKH HE JOTKHA NpPEBLILIETS CooTeererayer
MHTCHCHBHOCTE OKPACKH 3TAIOHHOTO pacteopa BY,
Ipoapawnoers
OnanecueHups e Z0:iKHE NPERRIUIETH ONANECUCHIAIO Coorsercrayer
yranonHo# cycrniensuu 0/2,
pH
Ot 3,0 no 4,0, 34
Tonmmenne Towxn samepaannun
Or 0,50 10 0,62 K. 053K
OTHOCHTEILHAS TIOTHOCTL (d20/20)
Ot 1,004 a0 1,014. 1.007
Keneso
He Gosiee 5 ppm CooTpeTtcTayer

Ofnem coaepaUMOro ynakosku
Cpennnit oBrem comepixumoro nomken GuiTh pasen wim  CoorsercTayer
Bosmbine soMmumamsroro Q (20 Mn). He 6onee 1 3 50 o6wemos
Aonyckaercs B npeaenax mexay (Q-X) (18,2 ma) n (Q M-2X)
(16,4 M) 1 Hu oproro o6nema 13 50 06BEMOB He AOMKHO ObITH
menee (Q-2X),
X (Mn)=Qx0,09
Hosa H opHopogHOCTL J03MpOBAHNS
Hu oaworo swauenws we nonxme orknonsThcs Gonee, uem Coomsercrayer
T10% or cpeanedt maccw 10 onpeaenenui. Obuias macca 10

ONpeAcneHHH JOMKHA HaXonurses B npepenax +15% or
TeopeTHueckoil macch |0 onpegenenui,
Cxopocts oTkansIBaHuR He Gombine 2 kancs/cek.
Doammunocry
®enorepona ruapobposus
Ha xpomatorpamme uermrmyemoro pactsopa ustHo ¢ Rf Cooteercrsyer
0koNo 0,7 ANIKHO COOTRETCTRORATL NATHY NA
XpPOMATOrPaMME CTAHAAPTHOTO PECTROPE.
Bpems yaepxusanns nuxa denorepona ruapobpomuna na Coorsercrayer
XPOMATOIPAMME HCITHITYEMOTO PACTBOPA IOMKHO
COOTBCTCTBOBATE BPEMCHY YIIepKHBAHWA 1AKa (eHoTepona
TUAPOGPOMMIA HA XPOMATOrPAMME CTAHAAPTHONO pacTeopa
A,

Hnpatponus 6pomua
Ha xpomarorpamme uenemyemoro pacteopa nstHo ¢ Rf CooTsercrayer
0konio 0,4 JI0IKHO COOTRETCTBORATH ISTHY Ha
XPOMATOIPAMMe CTHIAPTHOIO PacTBOPA.
Bpemsa ynepmusanus riuka unparponus GpoMuna Ha Coorsercrayer
XPOMATOTPAMME HCMBLITYCMOO PACTBOPA JONKHO
COOTBETCTBOBATE BPEMCHH YAEPKUBAHHS (1HKA MNIPATPOTIHA
6pomMuaa HA XDOMATOTPAMME CTAHIAPTHONO pacTeopa A.

_ . CoAC-100904-V04




CepTuduxar ananuza u Aneruryr ne Anreau C.p.L
COOTBETCTBHY

Haspanue nexapersennoro BEPOJIVAII® PAcTBOp A unransuui 0,25 mr + 0,5 mr/mn

CpencTaa:

Cepusz Ne: 1311358

Perucrparms: Poccus Crpanmna Sm3 §
Henvrranue Cnennduwauns Peayavrar

bemaaxonus Xiopug

Bpemena yiepkubanns ocHosmbx TIHKOB roMOMoros Coorsercruyer
Gensankonus XNIOPHAE Ha XPOMATOTPAMME HCIIBITYEMOD
PECTBOPA NONKHE! COOTBETCTROBATS BPEMCHAM YACPEKUBRHUS
OCHOBHBIX TTHKOB I'OMONIOToB Genaankonus XNOpRIa Ha
XPOMATOIpaMMe CTAHIRPTHOTO PACTBOpA,
Ha xpomatorpamme HCTIBTYEMOTO PacTBopa natho ¢ R Coorsercrayer
oxono 0,8 nonxio coorsercraonaTs TISTHY Ha
XPOMETOTPAMME CTAHIBPTHOTO PacTBOp,
Jwnarpus snerar

Bpema yaepxusanng nuka AHHATPWA 3LETATA Ha Cootsercreyer
XPOMITOTDEMME HCTILITYEMOTO DACTBOPA NOMKHO
COOTBETCTRORATL BPEMCHH YACPRHBAHUA IHKE IH HETPHA

ETATE HA XPOMATOTPAMME CTAHAAPTHOTO PACTBOPA.
Nocropornne npumecn

= SCH 1100 BR (onpenensemoro xax TPONOBAR KUCHoTa) 0.0 %
£0,6%
- BA 686 BR 0.0 %
<0,2%
-MEN 1187 BR 0.0 %
<0,2%
- Eqnnvnoi HERIERTHOULKPOBAHHOI NpAMecH 0.1 %
<0,2%
- Cymma Beex npamecei 0.1 %
<1,0%
Kosuuecrsennoe onpesenenne
Hnpatponus Spomun
besmoarnit
Ot 23,8 10 26,3 Mr/100,0 ma 25.4 mr/ 100 mn
Denoreposia Mmapobpomma
O0747,5 1o 52,5 mr/100,0 ma 50.5 mr/ 100 mn
bensamconns xstopua
O719,0 1o 11,0 Mr/100,0 M 10.0 M7/ 100 M
Hunatpus saerar
O1 45,0 10 55,0 Mr/100,0 ma 49.5 mMr/ 100 mn

Muxpobuonornueckasn wuerora
Obmee wneno axpobunix GaxTepuii H APOROREBLIX W ITeCHERMIX rpubon

MAPHO)/MI

Siaies He 6onee 10 KOE 0 KOE/mn
Staphylococcus aureus/ma

Oreyrerene OTCYTOTBYET
Pseudomonas aeruglnosa/mn

Oreyrerane oTCyTeTRYET
IPpam-orpunarenninie Gaxrepuu, yerolunnnie k xeaun/ma

He OTCYTCTRY T

W I'® PO — Kareropus 2

- Konen oryera -




