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Istituto De Angeli S.r.L.
Istituto De Angeli S.r.L.-Loc. Prulli n. 103/c-50066 Reggello (F1)- Italy
Manufacturing Authorisation N*: aM-136/2018 dated 07/1 172018, GMP Certificate No.: IT/233/H72018

Hucnimyro ne Aurenn CP T, Tpyam: 103/c- 50066 Perrenno (Pnopentis)— Hrams
Tliuersus wa npoirssoactse Ne: aM-136/2018 or07/11/2018, GMP-Cepryidnicar Ne: IT/233M72018

Certificate of Analysis and Conformance
Cepraduxar anammza u COOTBETCTBHSA

Product name / Haumenosanue nekapcTBeHHoOro Atrovent® 0.25 mg/ml inhalation solution 20 ml /
cpencTea ATposenT® pactaop fina ukransumit 0,25 Mr/Mn 20 mn
Article No. / Lot No. / Aptikyn Ne/ Cepun Ne 460521/ 0332594

Marketing Authorization No. / Peructpaunonnoe TTN015913/01

yRocroeepenue Ne

AP1 name / Hanmenosanue dapmaucsTHYCCKON Ipratropium bromide, 0.25 mg/ml /

cyberanuun Hnparponus Gpomna, 0,25 Mr/mn

AP] Manufacturer / TTponssoauTens AGC Boehringer Ingelheim Pharma GmbH & Co. KG
Dosage form / Jlekapcraennas bopma inhalation solution / PACTBOP ANA MHranaywit
Container Type / Bun ynakosku Bottle (glass, amber) / creknanupit hnakoH suTapHoro usera
No. of Analysis / Ne ananusa 20007703

BIX No. / Ne-BIX 391356

BIX Version / BIX-sepcus 21

Quantity / Konnuectso ynakosox 47507

Date of Manufacture / Hara nponasopersa 11.12.2020

Date of Expiry / Cpox rognocts 31.12.2023

Number of Normative Documentation: / TIN015913/01-180817 Var./ Hawm, Ne -2

Homep HopmaTieuoit AOKYMeHTaLHH:

I hereby certify that all manufacturing stages of this batch of finished product have been carried out in ful] 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.

COOTBETCTRHY ¢ TpeGosannamu GMP EC, a raxxe uto cepus JIEKAPCTBEHHOTO Npenapara s MeauuIHCKoTo TIpHMEHEHHS
COOTBETCTBYET CrieuHdHKALMM HOpMATHBHOI HOKyMeHTaLuH,

Remarks: / Tipumeuanus:

Storage
At a temperature not exceeding 30 °C, do not freeze.
A
ITpn remneparype we sriwe 30 °C, He 3amMopaxusats.
Packaging conforms to the approved Normative Documentation, Istit nge!fs:r.l.
Ynaxoska cooTeeTcTayeT cornacomanmoit HOPMAaTHEHOIT nokyMeHTaumH, Quallfiédre
's% "
Labelling conforms to the approved Normative Documentation. r.ssa 617996 '(r[
Mapxuposka COOTBETCTBYET COrflacoBanHoM HOPMaTHBHOH HOKYMeHTALNH, 0402 (DU

Date of Release / JJata Bhinycka: 04,02.2021

04.02.2021

Date / Name / Signature of the Qualified Person, Quality Assurance
Hara/ ¥imn / Tlonnucs YNONHOMOYEHHOrO NHUa, obecreyenye kavecTa
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Cepruduxar ananH3a u cooTBeTCTRYY Uneraryr ne Anrean C.p.JL.
Hassanwe nexapernennoro cpenctea: ATposeHT® PACTBOP Ang HHTansumi 0,25 Mr/vm 20 Mz

Cepus Ne: 0332594
Perncrpaums;

Crpannua 1 w3 2

Hemerranne Crempdurcammsa

Pesyavrar

Onncanne

TIpospanikas, Gecupernas wmn nout Gecuretnas
HHIKOCTS, MPaKTHYECKK ¢BOGONHAY OT YacTHu.
sernoers pacteopa
MHTencusHocTs OKPACKH He ROJIKHE NpeBbIaTS
HHTEHCHBHOCTE OKPACKH DTANOHHOMD pecteopa B,
IIpospaunocrs
Onanecuenuus He Honxna
onanecuesymo STaNOHHOH
(pa3eencrme 2/100).
Momanunocrs
HAnparpomis 6povug
Bpems yzepacusanng ocrossoro NAKa Ha
XPOMATOTpaMMe HONBITYeMOoro PBCTBOpa nomkro
COOTBETCTROBRTE BpeMeRH YASPKABAHAA OCHOBHOMD
DRk Ha XpoMaTorpamme CTaHRapTHOTO pacTaopa
ATparporms Gpomuza,
Ha xpomaTorpamme HCNLITYEMOTO PacTBOpE Mo ¢
Rfoxono 0,5 COOTBETCTBYeT NATHY Ha
XpOMaTorpaMme cTaHaapTHOro pacTeopa
HOpaTponuy 6poMuna,
Bemsanconag xJaopHg
Bpemena YAEPAHBAHUR OCHOBHEBIX MHKOB TOMOJTOroB
Gensunkonns XJOPHNA HA XPOMATOTpaMMe
HCTEITYEMOTD pacTROpA HonmHE! COOTBETCTBOBATH
BPEMEHAM YACPKHBAHNA OCHOBHEIX TTAKOB
TOMONOTOB GeH3ATKONH XNopHaa wa
XPOMATOrpaMMe CTaHOAPTHOrO pacteopa,
IneTaTOBAR KHCTOTR
Hamenenve OKPACKY OT ¢iHel 1o kpacHoli npu
AoGapnenmy PaCTBOPE NAHKA cyietaTa,

NpeBbImaTy
cycnensau (/2

pH
3,0-40
Homumenne Toyxn 3AMep3aAHuS
0,50-0,62 K 4
Omnocrrensnas nnornoers (d*%)
1,001 -1,011
Obrem coxepanamoro YNaKoBKH
Cpemmumit o6venm CONCPKHMOTD paBeH ATH GonLme
HOMHHANEHOrO 06beMa copepxumoro Q (20 M), He
Gonee 1 n3 50 o6nemon HOIYCKAETCH B npenenax
Mexgry (Q - X) m (Q - 2X); X (Mn) = Q x 0,09
(18,2 M — 16,4 mr)
Mosa i oaropomocts No3HpoBanHs
Hu onmoro suayenns ne AOIKHO OTKIIOHATBCA Gones
HeM % 10 % or cpennett maccw 10 onpenenexuit,
Ofuwian Macea nomiua HAXOAWTLCA B Mpemenax + 5%
OT Teoperuyeckolt Maccrr 10 onpenenenuit, Ckopoers
OTKAMEIBARHA He Gomse 2 kamens/cex
Hocroporme npumecn
SCH 1100 BR (ompexensiemoro xax TponoBag
KHCIOTR)
< 0,63 % skeuBanenTHO 1,0 % pasnomenns
HIpaTponys GpoMuxa,
BA 686 BR
< 0,4 % sxpasancnrio 0,4% panoxenus

Cootsercrayer

Cootsercrayer

Cootmercrayer

Cooreercrayer

Coorsercrayer

Cootserctnyer

Cooteercrayer

3.5
0.53K

1.007
Cootsercrsyer

Coorsercrayer




Cepraduxar ananmsa u cooTseTeTBRS AneraryT ne Anreny C.p.JL.

Hazeanrne JISKBPCTBENHOTO ¢pencTna: Atpopent® PBCTBOD s AHranAwd 0,25 mr/mn 20 mn
Cepus Ne: 0332594
Pervcrpanus: Pocons

Crpannue 2 u3 2

Henerranwe  Crienudmcanng Pesymnrar

Hnparponus 6pomnags,
Kampott mramenaysanuolt HeHAeHTHRIHpoBARHOT
TpAMech
£02% 0.0 %

Cymma Beex mpamecei
220% 0.1%
Komecraennoe onpeneaense
Hnparporms 6pomun Gessomunriy
Or123,3 110 26,3 Mr/100 Mn 24.9 MI/100 Mn
Bemsanxomms Xnopun
Ot 9,0 1o 11,0 M1/100 mn 9,9 Mr/100 mMn
JneraToBAR KHCIOTA
Or 45,0 o 55,0 Mr/100 M 50.4 Mr/100 mn
MuxpoSnonorugecsas ancrora
Obmee xonuuecrno A3po6HLIX GakTepwii (TAMC)/mn
He Gonee 102 KOE
O6mee wncno rputon u Apoxcxedt (TYMC)/mn
He Gornee 10! KOE
Ipam-oTpruaTeasnsie GakTepHn, yerolunenie k
9R/Mn

e

OTCYTCTBRE oreyTCTRYeT
Psendomonas aeruginosa/m

oTCyTCTRHE ; oToyIcIayer
Staphylococcus aureus/va

OTCYTOTRHE Tyretayer

- Konen otyers -

0 KOE/mn

0 KOE/mn
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