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CEPTH®IKAT AHAJI3Y / CERTIFICATE OF ANALYSIS

Hassa nikapcekoro 3acoby / Name of
medicinal product

Ailoya peyoBHHE:
Active ingredient:

BupobGuuxk, kpaiua / Manufacturer,
country

Homep peectpauiitnoro nocsiaueHHs/
Marketing Authorisation Number

Cuna giifaKruBHicTL
Strength/potency

Jikapesxa dopma / Dosage form

Posmip Ta THI nakyeauus / Package
size and type

Homep cepii / Baich number
Poamip cepii / Batch size

Hara supobuuuTRa / Date of
manufacture

Ilata 3aKiHUEHHA CTPOKY NPHIATHOCT] /

Expiry date

BEPAMITOB

BRAMITOB®

po3uuH o inrananii, 300 Mr/4 mi
solution for inhalation, 300 mg/4 ml

I amayna (4 M) mictats 300 Mr ToOpaMinnBy
1 ampoule (4 ml) contains 300 mg of tobramycine
K’eai ®dapmaueytuui C.n.A., ITairis

Chiesi Farmaceutici S.p.A., Italy

Pommenar CAMO I'm6X, Himeuunua
Rommelag CDMO GmbH, Germany

UA/15301/01/01

300 mr/4 Mn

300 mg/4 mi

po3uHH And iHransiuii / solution for inhalation

o 4 M1 B aMIyJti; 110 4 aMNy/AH B TEPMETHYHO 3AMasHOMY
¢Tpumi; o 56 aMnyn y xapTouHil kopobui

4 mi in ampoule; 4 ampoules in a hermelically sealed strip,
36 ampoules in a cardboard box

HA108

335 ymakoBok / packages

0172026

0172028

/ TOKYMEL ITIB Y

#

CoA_BB1AC_01_2026-06-23
CHIESI FARMACEUTICI 5.p.A.
26/A, Vlia Palermo (Main entrance: 1, Viz Glacomo Chiesi)
43122 Parma - Italy
Phane +39 0521 27491 (20 Jines)
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TToxuanunn xxocmi Caeunthinarin Memadn roumponwn Pesynomanta
{Quality tests) (Specifications) Control methotls) (Resuits)
o [Tposoprit po3uny, Bisyanshuid oensd/Cap, D, gionowidue
30BHIILIKIR BRINAL PO3HHHY JKOBTYBATOI0 KONLOPY / Visual inspection / Ph.Eur. corresponds
38 iIHTEHCHRHICTIO HE
Appearance nepesuye Ys
Clear, yellowish
solution/NMT Y3
O6'emM, o BuTAracTLCA (M) 4,00- 4,30 BunpoSyravHa nporogars 3 4,19 mn
Extractable volume {iml) BHKOPHCTAHHAM 4,19 ml
rpany#oBasorc MUNiHApPE
The test is carried out using a
graduated cylinder
pH 4,5-55 Cop. D /pH-memp 4.8
Ph. Eur/pH meter
Ocmongavnicns (mocwone/kz) | 236-424 Eap. D./ocmoriemp 243
QOsmolality (mosmol/kg) Ph. Eur./ Osinometer
Toenmuddicayia motipamiytiny
Tobramycin identification
- BEPX Rt Hozinmuena sidnoeldac
-HPLC Rt Positive BEPX-¥&/HPLC-UV corresponds
- Konopusempiriii araniz Gionemodo-cune BEPX-NTE3/ HPLC-ECD
- Colorimetric sabapenenns Eap. D/ Ph. Eur,
Fiolet-blve colowr
Kinvricue ausnavenns 3600+ 5% BEPX-Y@/HPLC-UV 308,10
modpariypuiy (/4 xi) {285,0-315,0) BEPX-TE3 / HPLC-ECD
Tobramycin assay
(ing/d mi)
Gonopidnicme dozogarx AV <15 (L) Eap. P, 2.9.40. afdnoaidae
oounuYL (POIPUXYHKOBO-GAZOBUIET coIrespones
Uniformity of dosage units Memod)
Ph Eyr,, 2.9.40 (by mass var.)

CoA_BB1AC 01 2026-06-23
CHIES] FARMACEUTICI S.p.A,
26/A, Via Paterma {Main entrance: 1, Via Giacome Chiesl)
43122 Parma - ltaly
Phone +39 (521 2791 (20 lines)

Facsimiie +39 0521 774468 C.C.1LA.AParma 159271~Post Box 13885434
WAT IT 01513360345
Company's Capita Eurg 75MIL

Register of Parma Companies N. 15739

Mail: Post Gffice Box 219 - 43121 Farma
E-mal); infaghchlesigroup.com
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Horaznury axocmi Creywhirarin Memoou xonmpenio Pesyrvnamu
{Quality lesis) {Specifications) (Conirol methods)} {Results)
1Ipadynentu posnady (%
nnougi): BEPX-Yb | HPLC-UV
Degradation producis (%6 BEPXJIE3 / HPLC-ECD
ared):
Toenmutghixosani domiuicu:
Specified identiffed:
Hebpamin (Eap, O. domitura <030 <{,05 %
B
Nebramine (Ph. Eur. impurity
B) =020 <0,05 %
2-Ceoxcucimpenmami
Kanocaminio
2-deoxystrepiamine
kanosaminide <020 0.11%
DyQv-nua neidenminhixoaana
QOMItKT
Any unspecified impurity <050 6,11 %
Cywma
Total
Baricm nampie xropudy (ua/d | 18,0+ 10% &.CILUA/H. D, 18,0
M) (16,2-19.8) USPINF
Sodium chloride content (mg/d
i)
Cmepunsnicme CITepuibH LT Eap. P. cmepuabHutl
Sterifity sterife Ph. Eur. sterife

Baxmepianoni endomorcunu — | <60 €ap. @, <2
mecm JIAT - (EQ/un) Ph. Eur,
Bacterial endotoxing - LAL test
- (EUAnl)

PinantHa yHaKoaKka Bidnosioac BizyanbHult ornan aidnoeidac
Final pockaging CIAROAPIMHOMY 3POIKY Visual inspection corresponds
Complies with standard
sample

Halimenysanns, micuesnaxo/preinis v Homeph Aiuesil beiX AinbiMiEs 3 BupoGasurua Ta kOKTpomo sxacTi / Nawe, focation and
numbers of Manufaciuring licenses of ull mamgfachiring sites and guaitty controf:

»  Bunyck cepil / batch release;

K'cai dapuaueyviai CaLA., Bia Con Jleonapao, 96, 43122, Mapaa, lranis

(Chiesi Farmaceutici S.p.A., Via San Leonardo 96-- 43122, Parma, ltaiy)

Nigemis (Manufacturing license) No, aM32/2024

¢ BTOpHINE MEKYBANHA / Secomndary packaging:

Pomatenar CIMO mGX, Banxodurpacee, 3ynuubax-Jlaygen, Gaaen-RopresGepr, 74429, Hineuununs

(Rosunelag COMQ GmbH, Bahnhofstrasse. Suizbach-Lanfen, Baden-Wuertiemberg, 74429, Gerrmany)

Hiyjenzin (Manyfacivring license) No. DE_BW _0!_MiA_2025 (056

. BrpoBunurso npoaysuil in-bulk, nepexitie naKkysauus, KouTponL skocti / mamfactarer of in-bulk, primay packaging, quality
contral

Posmmenar CAMO MmGX, Bauxaguripaces, AGrermoin-Yreprphotinres, Baaei-Bioprentopr, 73453, Himevsnna

(Romuelag COMG GubH, Bahnhofstrasse, Abisgmuend-Untergroeningen, Baden-Wuerttemberg, 73453, Germamy)

Hiyensin (Mamgfactuving license) No. DE_BIV 01 _MIA_2025 0058

CoA_BB1AC_01_2026-06-23
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Ceprudiiar signosigHocti GMP ans Beix Aintuye 2 sipobisuirea Ta xourpon wkocti / Certificate of GMP compliance for alf
manufacturing sites and gquality control:

*  Bunyck cepii ! baich release:

K'csi dapmaueyrini C.n.A.. Bia Can leonapae, 96, 43122, Mapma, Itania

(Chiesi Farmacentici Sp.A., Via San Leonardo 96 — 43122, Parma, ltaly)

Ceprudhicar pinnoaignocri GMP Ne / Certificale of GMFP complionce No.; Ne T/ 2/H/2024

. ETOPHHHE ASKYHAUHA / secondary packaging:

Pommenar CAIMC Tw6X, Panxodorrpacee, 3ynsubax-Jiayhen. bugen-BiopresGepr, 74429, Hiseutnia

{Roummelng COMO GmibH, Bahnhofstrasse, Sulzbach-Layfen, Baden-tuertiembeig, 74429, Germany)

Ceprutixar nignonipnocri GME Na 7 Certificate af GMP compliance No.: DE_BIW_01_ GMP_2025_(78

. BipoGHALTEO Npodyxuil in-bulk, REpOHIHE NAKYBEHIL, KUNTPONE skacti / mamfactiner of in-bulk, primary pockaging, quality
cantrol

Pommenar CIMO I'mGX, Banodnurpacce, AGrermiona-YTepmeoninren, Baxci-BopremBepr, 71453, Hismcuunna

(Roumnelag COMQ GmbH, Bahrhofstrasse, Abtsgmuend-Untergroeningen, Baden-Wuerttemberg, 73453, Germany)

Cepruipixar sinnoninnocti GMP Ne ! Certificate af GMP compliance No.: DE_BW 01_GMP_2025 (083

Texnonezin supobuuymea, xowmpony AKocint ma sunyexy cepit HA108 nikapcoxozo 3acoby BPAMITOE, pozusrn dan
inzanauin, 300 mz/d mn no 4 M 6 aMNYNI; HO 4 QMNYAN 6 2EPMEMUNNG IANARNOMY CHPIN; no 56 ammyn y
Kapmosintl kopebul GMP sidnosidae GMP cimaudapman.

(Manyfacturing process, quality control and release of the batch No. HA108 of the product BRAMITOR®, nebulizer
salution, 300 mg/4 ml, 4 mil in ampoule; 4 ampoules in a hermetically sealed strip; to 36 ampoules in a cardboard box
comply with GMP standards).

Crpaesicuiz 3acsiovyio, wo nagedena auiye inghopmayia ¢ docnoeipioio | monow.

Lr cepin npodyuyll HAIO8 Gyno sucomoeneno (sxmovawuu naxysauna/vaprysains) ma konmpons If axocnti Gye
npogedenuti NG SUUECKAZaNYX GUPODIIUx OitouyRx y rosniil aicnosionocnii 3 ewdozamy GMP, acmanosrenumit
Micyeaum PecYARMOPHUM OPSAHaMU, A INGKOXC BIDNOBIONO 00 creyuddixayiii, wo MICHIRINGCA € Peccmpaiinomy
docve. [Tpontoxoau SUPOBHUNMIGA, NARYBUHNZ NE ananizie GyR0 NEPL2ARNYING Mg §CINANDEAEND sidnoaionicme GMP,

1 hereby confirm that the abovementioned information is true and correct.

These baich of product HA108 was manwfactured (including packaging/labeling) and quality control was carried out
in the above mentioned manufacturing area in full compliance with the GMP requirements set by the local regulatory
authority and in accordance with the specification located in the registration dossier. Protocols of manufacturing,
packaging and tests were analyzed and their GMP compliance were confirmed.

Ynosuoaancena ocoba (OF)

Hama (date) Qg/ LX /Z oLl

¢ Vlentina Quadrini

Chiesi Farmaceutict S.p.A.
Qualified Person
Dr.ssa Valentina Quadrini
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