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Certificate of Analysis and Conformance
CepTHHKAT aHAIH3Aa H COOTBETCTBHA

Product name / HanmenoBamn#e NEKAPCTBEHHOIO Berodual® N metered dose inhalation aerosol 20 ug + 50 pg/dose
cpencTBa BEPOLIYAJI® H aspo3onb AnNA HHransuuii 103HpoBaHHbIA
20 mxr + 50 mMxr/no3a
Article No. / Lot No. / Aprukyn Ne / Cepua Ne 59350095/ 101264
Marketing Authorization No. / Perncrpausontoe TIN013312/01
ynoctoeepenue Ne
‘API name / HaumeHoBanue dapMalesTHIeCKoR Ipratropium bromide monohydrate 0.021 mg/
cyGcranumu Hinparponus 6pomun moxoruapar 0,021 mr

Fenoterol hydrobromide 0.050 mg /
®enoTepona runpobpomun 0,050 mr

API Manufacturer / Ipousroantens AGC Boehringer Ingelheim Pharma GmbH & Co. KG

Dosage form / JlexapcraenHas gopma metered dose inhalation aerosol/ a3po3ob AN HHraNAUHH
[03HpOBaHHbIA

Container Type / BHA ynakoBku stainless steel can with metered valve/meTanmuieckuii GannoHs Mk ¢
JIO3HPYIOLUMM KNaNaHOM ‘

Order-No. / Ne 3akaza 90294487

BIX No. / Ne-BIX 391340

BIX Version / BIX-pepcus 24

Quantity / KonuuecTso ynakoBox 294168

Date of Manufacture / JlaTa MpoH3BOACTBA 12.01.2021

Date of Expiry / Cpox ronHocTH 31.01.2024

Number of Normative Documentation: / TIN013312/01-080817 Var/ Ham. Ne 1-2

Homep HOpMATHBHOA IOKYMEHTALIHA!

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

HacToALMM NOATBEPKAAIO, HTO BCE CTAAMM NPOMIBOACTBA NAHHOH CEPHH rOTOBOrO NpoAyKTa BLINONHCHBI B MOJHOM
cooTreTcTBHH ¢ TpeGoanuamn GMP EC, a Takxe 4TO cepHa JIEKAPCTBEHHOTO npenapara [NIA MEAHLHHCKOTrO NPUMEHEHHA
COOTBETCTBYET CICLHGbHKALMH HOPMATHBHOM IOKYMEHTAUHH,

Remarks: / TlpumMedanua:

Storage
At a temperature not exceeding 25 °C.

Xpanenue .
Tlpu Temnepatype He Bbime 25 °C.

Packaging conforms to the approved Normative Documentation.
VIaKOBKa COOTBETCTBYET COT/IACOBAHHOM HOPMATHBHOH JOKYMEHTaLHM.

Labelling conforms to the approved Normative Documentation.
MapKHpOBKa COOTBETCTBYET COINACO BaHHO HOPMATHBHOM JOKYMEHTALIHH,

Dr. Christian Trapp
02 Marz 202

Qualified Person (‘9}/‘-’\/\(——(‘ Y,

| Vv

Date / Name / Signature of the Qualified Person, Quality AssuranLe il

Tata / Mims / TIoANKCE YNIONHOMOYEHHOIO NHIIA, ofecniederue kauecTsa : '1  Boehringer
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HasBanue EKaPCTBEHHOTO BEPOIYAJI® H aspo3onk Ana MHranAuni
cpencTEa: nAo3uposanusii 20 Mkr + 50 Mkr/zo3a
Cepua No: 101264 Cepua nna ananusa: 3555348
Perucrpauus: Pocena
HcenbiTanHe Cneunturauns PesynbTat

TMopanunHoCTH

@enorepona ruapobpomug

: BpeMa yAepXKHBAHWA NHMKA [EHCTBYIOLIEro BELECTBA HA Coorsercteyer

XpPOMATOrpamme HCNBITYEMOro pacTeopa [OTKHO
COOTBETCTBOBATh BpEMEHH YACPKHBAHNS NHKa AEACTBYIOWEr0
BEILECTBA HA XpOMaTOrpaMMe CTaHIapTHOrO pacTaopa.
Y®-cnextp nornowenus GpeHoTepona ruapoGpoMuaa . CooTeeTcTByeT
HCTILITYEMOTO PAacTBOpa J0KEH COOTRETCTBOBATh ¥ D-
cneKTpy nornouexus dexotepona ruapobpomuna
CTaHJApTHOro pacTBopa.
PoacTBeHHbBIE NPUMECH
Ipumecu $penoTepona ruapobpomuna

MEN 1187 BR

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

<0,5% <=0,1 %
MEN 1229 BR

<0,5% <=0,1 %
BIIK 279 BR

<3,0% <=0,1%

EaMHHYHOA HEMACHTHQHUMPOBAHHOW IPHMECH

=0,19 1 %l<=0, 1 %/
< 0,5 % (oTHocHTensHO deHoTepona ruapobpomMuaa) SO0 W] W= O] W= QLIRS0

<=0,1%
CymMa HeuaeHTHQHUHPOBAHHEIX NpuMecedi
< 1,0 % (oTHocuTensHo ¢eHoTepona ruapobpomraa) <=0,1 %
CyMMa NpOAYKTOR pasnoxeHus deHoTepona ruapobpomuna
<3,0% <=0,1 %
Ipumecn nnpaTponus GpomMHaa
SCH 1100 BR (onpenenseMas Kak TPONOBaA KMC/OTA)
<0,5% <=0,14 %
BA 686 BR
<0,5% <=0,14 %

EnuHHYHOTO HeHeHTHHHIMPOBAHHON NPHMECH

< 0,5 % (oTHOCHTENBLHO MnpaTponHa 6pomuaa) <=0,1%0.2%/<=0,1 hem0,1 %/ 0,1 %

CyMMa HEMAEHTH(MLMPOBAHHEIX NpHMeced

< 1,0 % (oTHocuTeNbHO MnpaTponua GpomMraa) 02 %
CyMMa NpoayKTOB PA3NIOKENHA HNpaTponua 6poMuaa
<1,0% 0.2 %

KoamnuecTaeHHoe onpefeiente (Ha rpamM)
Hnparponus 6poMua MOHOTHADAT:

ot 0,355 no 0,433 mr/r 0,389 mr/r
denotepona ruapo6poMuUA;
ot 0,845 no 1,033 mr/r 0,937 mr/r
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CepTH(HKAT aHAIH32 H o
COOTBETCTBHA II"

HasBaHHe /IeKAPCTBEHHOrO BEPOJYAJI® H a3po3onb Ans HHranaumi

cpeacTBa: nosuposanubii 20 Mkr + 50 Mkr/ao3a

Cepus Ne: 101264 Cepus ana ananusa: 3555348
Perucrpauma: Poccus

HenbiTanHe Cnenudukauns PesyauTat

Ha cepmio: CooTReTCTBYET

TpeGosanne A
He 6onee 1 3nauenna u3 10 GanioHUHKOB MOXKET OTKIOHATECA
OT CPEMIHETO 3HAYEHMA TECTHPYeMbIX Gannonunkos Gonee yem
Ha =+ 25 % M HM OJJHOTO 3HaueHHA Gonee uem Ha £ 35 %.
Ecnu 2 unu 3 3HadeHHa OTKIOHAIOTCA OT cpeaHero Gonee yem
Ha + 25 %, Ho He Gonee yeM Ha x 35 % HcABITARHHA NPOBOAAT
Ha cnenyloHx 20 6annoHYHKax.
Tpebopanue b
He Gonee 3 3HayeHMA MOrYT OTKIOHATLCA OT CPEAHEro
3HAYEHHA TECTHPYEMBIX GalmoHyukoB Gonee ueM Ha £ 25 % u
HH OJIHOTO 3HaueHHa Gonee ueM Ha = 35 %.
Cpennee [ns BCeX OTAGNBHEIX 3HAYEHHH He MOXeT
OTKNOHATECA Oonee ueM Ha +15% oT HOMHHANBHOTO
COLlepKaHKMA aKTUBHOIO BELECTBA.
Pazmep uacTHh
He 6onee 50 uactiu > 100 mxmM B 50 xo3ax | vacTHu
AspouHaMHYecKoe pacnpefeneHHe YacTHl, Gpakuus < 5,8 mxm
unparponus 6pomuaa

Unpatponus  Gpomuaa  MoHorHmpaT M deHoTepona
ruppobpomun: or 13% po 33% oT TeopeTHHECKOro
CONepXKaHUs AKTMBHOTO BEILECTRA B 1103€
AdpoauHaMHYecKoe pacTipeqenenne yacTHl, ppaxuun < 5,8 Mxm
¢enoTepona ranpobpoMuaa
Hnpatponus  6pomMuza  MoHOrwapaT H  (eHoTepona
ruppoGpomua: or 13% pmo 33% oT TeoperHueckoro
CONepKaHWA AKTHBHOIO BEILECTBA B J103€

He TpebyeTca
He Tpebyerca
He Tpebyetcs

He TpebyeTca
He TpebyeTca
He TpebyeTca

Mnukpobuonornueckan YHCTOTA
O6mee uucao a3pobubix Mukpoopranusmos (TAMC)/r
He Bonee 102 KOE
O6uiee uncio rpubor u apoxokedt (TYMC)/r
He Gonee 10' KOE
Cpam-orpunarensHuie faxrepuu, ycroiiunsbie K Keauu/r
OTCYTCTBHE
Staphylococcus aureus/r
OTCYTCTBHE
Pseudomonas aeruginosa/r
OTCYTCTBHE

He TpebyeTca

He Tpebyerca
He Tpebyerca

He Tpebyerca

He Tpebyerca
- Konen otTyera -
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