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Istituto De Angeli S.r.L.

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

Manufacturing Authorisation N: aM-81/2020 dated 25/07/2020, GMP Certificate No.: [T&/H2020
Huctumyro se Anrenu CPJ. Tipyany 103/c- 50066 Perrenno (Propeni) — Hranua

Jluueisia va nponenactan Ne: aM-81/2020 or 29/072020, GMP-Ceprusginar Ne: [T/96/H2020

Certificate of Analysis and Conformance |
Ceprudukar ananmnsa u coorercrens |

Product name / Hanmenoranue NeKapCTBEHHOrD Atrovent® 0.25 mg/ml inhalation solution 20 ml /
cpeacTea ATposent® pacteop Ans wnransumi 0,25 Mr/vn 20 M
Article No./ Lot No. / Aptakyn Ne / Cepus Ne 460521/ 231522A

Marketing Authorization No, / Perucrpaunonsoe JI-Ne(000272)-(Pr-RU)

yaocTosepenune No

APl name / Haumcrosanue dapmaucstiycckoi Ipratropium bromide /

cyberaHunu Wnparponus Gpomi

API Manufacturer / Iponssoaurens AGC Boehringer Ingelheim Pharma GmbH & Co. KG
Dosage form / Jlekapcraennas diopua inhalation solution / pacteop ana MuranauKi
Container Type / Bun ynakoskn Bottle (glass, amber) / crexngHnwii ¢nakon aHTapHoro usera
No. of Analysis / N ananuza 22002378

BIX No. / Ne-BIX 391356

BIX Version / BIX-sepcus 23

Quantity / KoauuecTso ynakosox 47631

Date of Manufacture / Jlata NpPOH3BOACTRA 28.04.2022

Date of Expiry / Cpok rosnocTy 30.04,2025

Number of Normative Documentation: / JIN1-Ne(000272)-(PI-RU)-100621

Homep HopMaThBHO# aokymMeHTauHK:

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,

Hactoswmm nogmaepsiaio, 4T0 Bee CTaLHM NPORIBOACTES JaNHOH CepHH OTOBOIO NPOAYKTA BLINORHEHE! B NOAHOM
cooTseTcTRHY ¢ TpeGosannamn GMP EC, a takxe uTo CCPHA ACKAPCTBCHHOTO NPENapiaTa IS MEDHLHMHCKOTO IPUMEHEHHS
COOTBCTCTBYCT CNICLUGHKALHH HOPMBTHBHOR JIOKYMEHTALMH,

Remarks: / TTpumevanns: ;
Storage

At a temperature not exceeding 30 °C, do not freeze.

H
Tpu Temnepatype He siwe 30 °C, ue 3BMOPAKUBATE.

Packaging conforms to the approved Normative Documentation.

YNIaKOBKA COOTBETCTBYET COrNACOBAHNON HOPMATHBHOM AOKYMENTALIH,

Labelling conforms to the approved Normative Documentation,
MapkHpoBKka COOTBETCTBYET COTNACOBAHHOM HOPMaTHBHON JoKyMeHTauuu.

(G. 02, 12l

Datc of Release / flata suinycka: 16.05,.2022

16.05.2022

Date / Name / Signature of the Qualilied Person, Quality Assurance
Jara/ Hua / Tloanuck ynonHoMoueHHoro nuua, obecneyeHns kavecTsa

Tp. 1 M3 1 11.11.2022, 14:41
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Certificate of Analysis and Conformance

Product Name: Atrovent® 0,25 mg/ml inhalation solution 20 m!

Batch / Lot: 231522A
Reglstration: Russia

https://pharmcert.ru/sert/05/46/3__ /000791983 __ %D0%98%D...

Istituto De Angeli S.r.L.

Page 2 of §

Test Specification
Description
Clear, colourless or almost colourless liquid,
practically free from particles
Colour of the solution
Colour intensity should not be more than colour
intensity of reference solution B7
Clarity of the solution
The degree of opalescence is not more than that of
reference suspension 0/2 (dilution 2/100),
Identification
Ipratropium bromide
The retention time of the principal peak in the
chromatogram of the test solution corresponds to that
in the chromatogram of the standard solution of
ipratropium bromide monohydrate.
The spot with Rf about 0.5 in the chromatogram of
the test solution correaponds to the spot In the
chromatogram of the standard solution.
Benzalkonium chloride
The retention time of the principal peaks of
benzalkonium chloride homologues in the
chromatogram of the test solution corresponds to that
in the chromatogram of the standard solution
Edetic acid
Change of the color from blue to red following
addition of zinc sulfate solution
pH
3.0-40
Freezing-point depression
0.50-0.62K
Relative density d(*%/z0)
1.001 - 1,011
Unit package content volume
The average value of unit package content volume
tust be equal to, or higher then, the label volume Q
(20 mL). Not more than 1 of 50 volumes may be
between (Q - X) and (Q - 2X); X (mL) = Q x 0.09
(182 mL—16.4 mL)
Dose unit and uniformity of dose
None of the measurement results must deviate from
the average value of 10 measuremeats by more than
=]0%. Tho total weight must be within £15% from
the theoretical value of 10 measurements, The
dropping rate must not exceed 2 dropy/s,
Related lmpurities
SCH 1100 BR (determined as tropic acid)
<0.63% equivalent to 1.0% degraded Ipratropium
bromide anhydrous
BA 686 BR
<0.4% equivalent to 0.4% degraded Ipratropium
bromide anhydrous
Any vospecified degradation product
<0.2%
Total degradation products
22.0%

Ctp. 1 u3 1

Result

Conforms

" Conforms
Conforms
Conforms
Conforms

Conforms

Conforms

35
0,53 K 5

1,007
Conforms

Conforms

0,0 %

0,0 %

0,0%

0,0 %

11.11.2022, 14:41



000791983 MAH-231522A_2.jpg (M3o6paxernue JPEG, 2465 ...

Crp. 1 m3 1

Certificate of Analysis and Conformance - - -

Product Name: Atrovent® 0.25 mg/ml inhalation solution 20 ml
Batch / Lot: 231522A .
Reglstration: Russia

hitps://pharmcert.ru/sert/05/46/3___/000791983__%D0%98%D...

Istituto De Amgeli S.r.L.

Page 3 of §

Test Specification

Assay
Ipratroplum bromide ashydrous
23,3 -26.3 mg/100 mL
Benzalkenium chloride
9,0~ 11.0 mg/100 mL
Edetic acid
45,0 - 55.0 mg/100 mL
Microblological purity
Total aerobic microbial count (TAMC)/ml
Not more than 102 cfu
Total combined yeasts/moulds count (TYMC)/ml
Not more than 10 cfu
Blle-tolerant Gram-negative bacteria / ml
Absent
Staphylococcus aureus / ml:
Absent
Psendomonas aeruginosa / ml:
Absent
Or Category 2 of Eur Ph. or Rus. Ph.

Result

24,9 mg/100 ml
9,5 mg/100 ml
49,8 mg/100 m!

0 CFU/ml

0 CFU/ml

absent
absent

absent

- End of Report -
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CeprudHKaT AHAIH3A H COOTBETCTBHA

Cepun Ne: 231522A
Perucrpaims: Poccra

Hucruryr ae Aarean C.P.JL
Hasnasue NekEPCTBEHHOTO CPSACTBA: ATpoBerT® pacrsop s warangipi 0,25 Mr/ma 20 Ma

https://pharmcert.ru/sert/05/46/3___ /00079 1983 %D0%98%D...

Crpannug 4 13 5

Hensrranue Cneunguianug

Onncanne
Tlpospavnas, Gecisernas Wi NOYTH GeolBeTHRY
KHIKOOTS, NPAKTHHECKH CBODOIHAN OT T8CTHIL
LigeTHocTs pacTeOpa
UHTCHCHBHOCTS OKPACKH HE AOJAMHA [PEBBILIATS
KHTCHCHEHOCTB OKDACXK 3TAJIOHHOTO pacTeopa By
Tlpo3patHocTs PACTEOPA
OnanecUeHIEA He J0MKHS NPEELINATE ONANCCICHIMIO
Franonnoll cycnensun 0/2 (passoacuue 2/100),
MopnaEHOCTE
Hnparponua Gpomua
Bpesa yACpXHBAHHA OCHOBHOTO MHKA HA
XPOMBTOIPAMME HCMLITYEMOTO PACTBOPA ROIKHO
COOTBETCTBOBATE BPEMEHH YACPKHBAKHL OCHOBHOTO
ITHKA HE XPOMBTONPZMME CTRHJB)THOTO pacTeopa
unpaTpomHs GpoMuAa MOHOTHAPATA,
Ha xpoMeTorpamMMe HCIKTYEMOTO PACTBOPA NATHO ©
Rf orono 0,5 COOTBETCTBYCT NATHY HA XPOMBTOTPAMME
CTRHZBPTHOIO PAcTROpa.
BeniajKoHBR LIOpRA
BpeMeHB yAepiHBAHKA OCHOBHEIX ILHKOB FOMOTIOTOB
GeHIANKOHHS XJIOPHAA HA XPOMATOrpaMME
MCILITYEMOr0 PAcCTBOPA I0/DKHE] COOTBETCTBOBATE
BpEMEHAM YACPAKHBAHHE OCHOBHbIX IHKOB NOMOJIOros
feH3auKoHHS XJIOPHAB HA XPOMATOrpAMME
CTRHABPTHOTO PACTEODA.
DneTaToBas KHLAOTA
MisMeHeHHE OKPBCKH OT CHKef 10 kpacHo# npu
oGaRICHMN PACTBOPA LAHKA CYJbbaTa.
pH
3,0-40
IMouuxeHEe TOYKH 3IAMEPIAHNA
0,50-0,62 K
OrrocaTensHaR wiorHocts (41%10)
1,001 - 1,011
O61.em COAEPXUMOro YIAKOBKE
Cpeannit ofsem copicpkumoro paser Hav Gonsiue
HOMHHANEHOTO ofpema coacpxumoro Q (20 mn). He
Gonce 1 13 50 0GLEMOB IONYCKASTEA B NPEACHEX
ey (Q - X) w (Q - 2X); X (M) = Q x 0,09
(18,2 ma— 16,4 mn)
J{03a 4 0QHOPOXHOCTDL AO3HPOBAHHA
Hu 0AHGRO 3HAYEHHS Fe HOMKHO OTKIOHATECK Gonce
yem £ 10% ot opemuei Macce! 10 onpenencimit.
O6mas Macca AOMKHE HAXOMTECA B Npexenax + 15 %
ot TeopeTHucckoi Maccn 10 onpenenenuit. CkopocTe
OTKANBIBAHHR He Gonpore 2 Kaneih/cex
FPoacTheHHbI¢ NPpAMECH
SCH 1100 BR (onpeaennemMoro Kak Tponosas
KHCJIOTR)
< 0,63 % oxsupancutHo 1,0 % paanoxmusinerocs
unpaTponus GpoMuaa Geasoguoro,
BA 686 BR
< 0,4 % sxsusanenTHo 0,4% pasnomUBLICIOCH
mnparpormua 6pomusie GessoaHoro,
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CepradHKaT AHAJH3A H COOTBETCTBHAS

Cepus Ne: 231522A
Peructpanas: Poccus

https://pharmcert.ru/ sert/05/46/3___/000791 983 %D0%98%D...

Hacraryt ae Anremm C.P.JL
Hassanke NEKapOTBCHHOTO CPC/CTEA: Arposeat® pactsop Ang Huransumi 0,25 mr/mn 20 M

Crpanuua 5 3 5

HenpiTaune Cneunduxauns

Pesynutar

Jioboll necneuM@RUBPYeMbIF NPOAYKT PRII0KEHHE:
<02%
CyMMa Beex NPOAYKTOB PANIOKEHHRA}
<20%
KonuecTBeHNOE ONPeAe/ieHHe
Hnparponus 6pomua Gessoanui
0123,3 A0 26,3 Mr/100 mn
BeM3saIKoHHA XA0OPHA
O19,0 no 11,0 Mr/100 ma
JAETATOBAN KHCJIOTR
Ot 45,0 Ao 55,0 Mr/100 mn
Maxpobuoornaeckas UHcToTA
O6imes KOAMIECTBO AIPOSHBIX Saxrepuii (TAMC)/ma
ue Gonee 102 KOE
O6mee ancao rprbos u apomxcekl (TY MC)/ma
He Goaee 10! KOE
T paM-oTpruRTeILNEIC GakTepHH, ycroliuaesie k
weaTH/mi
OTCYTCTEHE
Staphylococens aureus/ms
OTCYTCTBHE
Psendomonas acroginosa/ma
OTCYTCTBHE
v Kereropus 2 Esp, @apu. won I'd PO

0.0%

0.0 %

24,9 Mr/100 mn
9,5 Mr/100 mn

49,8 Mr/100 mn

OTCYTCTBYET
OTCYTCTBYET
OTCYTCTBYET

= Kouen oryera -

0 KOE/mn

0 KOE/mr

11.11.2022, 14:42




