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Boehringer Ingelheim Pharma GmbH & Co. KG, Binger Strabe 173, 55216 Ingelheim am Rhein, Germany
Manufacturing Authorisation' DE_RP_01_MIA_2019_0025

Bepunrep Hurentxaitm ®apma I'm6X u Ko, KI'. Bunirep it pac ce 173, 55216 Unrensxaim-Ha - Pelne,
Tepmanus Juuenins na npoussonctso DE_RP_01_MIA_2019_0025

Certificate of Analysis and Conformance
CepTH(HKAT aHA/IH32 H COOTBETCTBHSA

Product name / HaumenoBsanse nexapcTBeHHOTO Spiriva® Respimat® solution for inhalations 2.5 pg per dose, 4.0 ml/
cpencTsa Crupuea® Pecnumar® pacteop ans unransuwii 2,5 mkr/nosa, 4.0 mn
Article No. / Lot No. / Aprukyn Ne/ Cepua Ne 59301422/ 003177A
Marketing Authorization No. / Peructpaudonnoe JII1-000890
ya0cTOBEpEHHE Ne
API name / HanmenoBanue hapMauesTHYECKON tiotropium bromide monohydrate /
cybcTaHumm THOTPONMA GPOMHIA MOHOTHAPAT
AP1 Manufacturer / Ilponisoautens ADC Boehringer Ingelheim Pharma GmbH & Co. KG
Dosage form / Jlexapcteennas Gopma solution for inhalation / pacTBOp 1A HHIATALHH
Container Type / Bua ynakoBku cartridge placed into an aluminium cylinder /
KapTPHAXK, NOMEIUEHHBIT B aNFOMHHHEBBIH LHIHHID
Order-No. / Ne 3aka3a 90271541
BIX No./ Ne-BIX 301422
BIX Version / BIX-Bepcha 20
Quantity / KonnyecTBo ynakoBok 43400
Date of Manufacture / [lata npou3BoicTBa 11.04.2020
Date of Expiry / Cpok roaHocTH 30.04.2023
Number of Normative Documentation: / JI1-000890-180320

Homep HOpMaTHBHOM 10KYMEHTalIHH:

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.

Hacrosaummm NOATBEPAKAAIO, UTO BCE CTA[HH NPOU3BOACTBA JaHHOMH CEPHH roTOBOIO NPOAYKTa BLIMONHEHB] B NOTHOM

cooTBeTcTBHH ¢ Tpebosanusmu GMP EC, a Takske 4TO cepua IeKapcTBEHHOTO NPENapaTa A MEAULMHCKOTO NPUMEHEHIA
COOTBETCTRYET CreUu(HKALUNH HOPMATHBHOH TOKYMEHTALHH.

Remarks: / [lpuMeyuanua:

Storage
At a temperature not exceeding 25°C. Do not freeze.

Xpauenne
Tlpu Temneparype He Buiwe 25°C. He saMopaskiBarh.

Mapxuporka COGTRITCTBYET COrNacoBaHHON HOPMaTHBHOI JIOKYMEHTALIHH.
! ; §

Date of Release /|Hita Beinycka: 10.08.2020
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CepTHdHKaT aHAJIH3A H COOTBETCTBHA

Haspanue JIEKapPCTBEHHOIO CpeaAcTBa:
Cepua Ne: 003177A

Perucrpauus: Poccus
Henpiranune Crneurnxauns
Onucanne

Ipo3paunbiit GecuBeTHBIN HIIM NOYTH GECLIBETHLIA PacTBOP B KAPTPHIKE
BMECTHMOCTBIO 4.5 M1, NOMELLEHHOM B aFOMHUHHEBBIH LIMTHHAP.
liBeTHocTh

HHTEHCHBHOCTL OKPACKH NIpenapaTa He N0NKHA NPeBLILIATL HHTEHCHBHOCTL
OKpackH 3TanoHa B,

Ipoipaynocre

OnanecueHUHA He J0/KHa NPEeBbILATE ITANOH CpaBHEHHA |

pH

Or 2,7 no 3,1

Hipaexkaemblii 06beM coaepxnmore

> 4,00 mn/kapTpHaK

™\ Boehringer
l

Ingelheim

Cnupupa® Pecniumar® pactsop mna unransumii 2,5 Mxr/nosa, 4,0 mn
Cepua ansa ananusa: 3534094

Crpanuua 1 n3 2

PesyabTaT

CooTBeTcTBYET

CooTtBeTcTBYET

CooTBeTCTRYET

2.7

4,38/4,36/4,38/4,27/4,30/ m/KapTpHAX

4,27/4,38/4,39/4,38/4,26

[MoanuuHOCTL

Tuorponui

Bpemsa yaepxuBaHHA OCHOBHOTO NHKA Ha XpOMAaTOrpaMMe HCIbITYEMOTO pacTBOpa
4 Yd-cnekTp THOTPOIHA HCMBITYEMOTO PacTBOPa AC/KHL! COOTBETCTBOBATE
BPEMEHH YAEPAKHMBAHUA OCHOBHOTO MIHKA HA XpPOMATOIPaMMe CTaHAapTHOTO
pacTeopa H Y ®-CrieKTpy THOTPONMA CTAaHAAPTHOTO pacTBopa

BenzankoHisa XJopua

BpeMmeHa yiepKHBaHHA OCHOBHLIX NUKOB roMonoroB Ciz ¥ C4 Bensankonus
XJIOPH/A HA XPOMATOrpaMMe HCIBITYEMOrO pacTBoOpa J0J/KHE COOTBETCTBOBATL
BpeMeHaM YIEPKHMBAHHA OCHOBHBIX MHKOB roMosioroe C iz u C )4 GeH3ankoHus
XNOPHIA HA XPOMATOTpaMMe CTAHAAPTHOrO pacTeopa

PoacreeHHbie npHMecH

BIIH 28 XX (keToH)

<0,50 %

BIIH 27 SE (auTHeHMArIHKONEBAA KHCIOTA)

<2,00%

Eannnunas HenaeHTHHLMPOBAHHAS NPHMECH

< 0,50 %

BA 338 BR

<2,50%

SCH 731 BR

< 0,50 %

Cymma Beex npumeceii (U1 1BYX METOICB)

< 4,00 %

KoanuecrBeHHoe onpeaeieHue

Tuorponuii
Or 20,36 no 24,43 mr tnotponua/100 ma (o1 90 a0 108 % oT 3asrneHHOro
copeprkadia 22,62 mMr/100 mn).

Staphylococcus aureus/r

CooTBeTcTBYET

CooteercTByeT

<=0,14 %
<=0,14 %
<=0,14 %
<=0,14 %
<=0.14 %

<=0.14 %

22,58 mi/100 ma

10.4 Mr/100 mn

10,0 Mr/100 mn

<1 KOE/r
<1 KOE/r

COOTBETCTBYET

CoAC-301422-V03
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CepTH}HKAT aHAJIH32 H COOTBETCTBHSA

~\ Boehringer
ll

Ingelheim

Ha3zpayne nexapcTBEHHOTO CpeacTsa: Cnupusa® Pecnumar® pacTsop ana uuranauni 2,5 mxr/aosa, 4,0 ma
Cepus Ne: 003177A Cepus ana ananmsa: 3534094
Perncrpauus: Poccus Crpanuua 2 W3 2
Henbiraune Cneunduxauns Pezyawrar

OTCYTCTBHE COOTBETCTBYET

Pseudomonas aeruginosa/r

OTCYTCTEME COOTBETCTBYET

nuin ['@ P® Kareropus 2
OaHopoaHOCThL BLicBOGOXAAEMOH 103b1
3asmneHHan TepaneBTHYECKAA 1033 5 MKI/03a (2 MHraIsUMH) CooTBeTcTBYET

Tpebosanne A (n=10):

He menee 18 u3 20 no3 B npenenax 75-125 % oT cpeaHero 3Ha4eHHA Beex
HHIHBHAYANIBHBIX 103.

20 u3 20 po3 B npepenax 65-135 %

Ecnu o1 3 o 6 0oz u3 20 npepsiwarnT 25 %, Ho He npeBbiwaloT £35 %,
MCTIBITHIBAKOT AONONHHTENBHO 20 HHranaTopos.

Tpebosanue B (n=30):

He menee 54 n3 60 o3 B npencnax 75-125 % oT cpeaHero 3Ha4eHHA Beex
HHAMBHIYATBHBIX 103,

60 u3 60 no3 B npenenax 65-135 %.

CpeaHee 3Ha4€HHE BCEX HHAMBHAYANbHBIX 103 HE NOJUKHO npeBbiuats 15 % ot
3asBACHHON A03bI.

Jlo3a MeJIKoAHCNePCHBIX YacTHI < 5,0 MKM

2,05-3,35 Mkr 2.57 H8

Konuyecrso no3
He menee 60 HHranauMOHHBIX 103 (HAXaTHA HHrANATOPA) CooTeeTcTRYET

- Konen or4era -
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