GENETIC S.p.A.
Officina di Produzione
di Fisciano (Salerno)

CERTIFICATE OF ANALYSIS

PULMIBUD
Budesonide 0.25 mg/ml
Suspension for inhalations dosed out

Batch n.: 051626

Analysis n°: 0366/2026

Manuf. date: 14/01/2026

Exp. Date: 01/2028

Positive (UV)

UV-Spectrum of the Sample solution 0.002 %
(w/v) in the range from 200 to 350 nm
must exhibit a maximum of absorption only
at 246 nm
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Test Specifications Results
Appearance White homogeneous suspension White homogeneous suspension
Positive (HPLC)

The retention time of the main peak in the The retention time of the main peak in the

chromatograms of the Sample solution must chromatograms of the Sample solution

correspond to the retention time of the correspond to the retention time of the
peak of Budesonide in the chromatogram of | peak of Budesonide in the chromatogram of

Identity Standard solution Standard solution

UV-Spectrum of the Sample solution 0.002 %
(w/v) in the range from 200 to 350 nm
exhibit a maximum of absorption only at 246
nm

Re-suspending*

Suspension must be homogeneous during 2
min after shaking about 1-2 min

Suspension homogeneous during 2 min after
shaking about 1-2 min

Uniformity of dosage
units

If AV1o > 15 test other 20 units
AV3p < 15 and no unit is less than
(1-L2* 0.01)M and more than
(1+L2*0.01)M

pH 4.0:5.0 4.4
Dio<1pm 0.9 ym
Particle size distribution* Dso < 5 ym 1.6 pm
Dgp < 7 ym 2.6 pm
Density (1.002 + 1.008) g/cm? 1.006 g/cm?
Assay (95.0 + 105.0) % 99.0 %
(0.475 + 0.525) mg/ampoule 0.495 mg/ampoule
Impurity A< 0.5 % n.r.
Impurity D < 0.5 % 0.05%
Impurity K< 0.5 % n.r
Impurities Impurity L < 0.5 % 0.14 %
Single unknown impurity < 0.5 % 0.10 %
Total unknown impurities < 1.0 % 0.15%
Total impurities < 1.5 % 0.34 %
AV < 15 AV =0.2

not required

Extractable volume (2.00 + 2.10) ml 2.05 ml
Sterility The drug product must be sterile Sterile
Name Date Signature
.C. Manager Dr. Antonio Petrone 09/02/2026 L
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Qualified Person

Dr. Antonio Petti
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GENETIC S.p.A.
Officina di Produzione
di Fisciano (Salerno)

CERTIFICATE OF ANALYSIS

PULMIBUD
Budesonide 0.25 mg/ml
Suspension for inhalations dosed out

Batch n.: 051626

Analysis n°: 0366/2026
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Test

Specifications

Results

Packing

2 ml of product are contained in a low density
polyethylene (LDPE) ampoule without additives.

5 ampoules are welded to each other in block form. Each
block was placed in PET/Al/PE pouch.

4 pouches are contained with leaflet in carton box.

2 ml of product are contained in a low density
polyethylene (LDPE) ampoule without additives.

5 ampoules are welded to each other in block form. Each
block was placed in PET/AL/PE pouch.

4 pouches are contained with leaflet in carton box.

Labelling

Primary packaging (ampoule)

The ampoule label indicates:

trade name of the drug, concentration, volume, route of
administration.

The batch number and expiration date are printed on
the side of the ampoule.

On the ampoule, using the extrusion method, a line is
applied and a phrase indicating half of the contents of
the ampoule (1 ml) - “Meta dose” or “1 ml”;
Additionally, digital and/or letter designations
associated with production technology can be applied.
Intermediate packaging (aluminum foil envelope)

The aluminum foil envelope indicates:

trade name of the drug, international nonproprietary
name in Russian and English, dosage form,
concentration, name and content of the active
substance in 1 ml and list of excipients, number of
ampoules, volume of contents of one ampoule,
dispensing conditions, storage conditions, warning
labels: “Store out of the reach of children”, "Use only for
inhalation through a nebulizer", "Method of application:
see instructions for medical use.”, "Date of opening the
envelope:"; registration certificate number, name of the
manufacturer and its address (“Produced:”); name of
the marketing authorization holder, its logo and address;
batch number, expiration date (“valid until:”).
Secondary packaging (cardboard pack)

The cardboard box indicates

trade name of the drug, international nonproprietary
name in Russian and English, dosage form,
concentration, name and content of the active
substance in 1 ml and list of excipients, number of
ampoules, volume of contents of one ampoule,
dispensing conditions, storage conditions, warning
labels: “Store out of the reach of children", "Use only for
inhalation through a nebulizer", "Method of use: see
instructions for medical use.”, "Sterile"; name of the
manufacturer and its address (“Produced by:”); name of
the marketing authorization holder, its logo and address;
batch number, production date and expiration date,
registration certificate number, barcode.

Additionally, identification means can be applied, and a
sticker can also be applied to provide first-tamper
control.

Primary packaging (ampoule)

The ampoule label states:

trade name of the drug, concentration, volume, route of
administration.

The batch number and expiration date are printed on the
side of the ampoule.

The ampoule is stamped with a line and a phrase
indicating half the contents of the ampoule (1 ml) -
“Meta dose” or “1 ml”; Additionally, digital and letter
designations associated with production technology are
applied.

Intermediate packaging (aluminum foil envelope)

The aluminum foil envelope contains:

trade name of the drug, international nonproprietary
name in Russian and English, dosage form,

concentration, name and content of the active substance
in 1 ml and list of excipients, number of ampoules,
volume of contents of one ampoule, dispensing
conditions, storage conditions, warning labels: “Store out
of the reach of children”, "Use only for inhalation through
a nebulizer”, "Method of application: see instructions for
medical use.", "Date of opening the envelope:”;
registration certificate number, name of the
manufacturer and its address (“Produced:”); name of the
marketing authorization holder, its logo and address;
batch number, expiration date (“valid until:”).

Secondary packaging (cardboard pack)

Indicated on the cardboard box

trade name of the drug, international nonproprietary

name in Russian and English, dosage form,

concentration, name and content of the active substance

in 1 ml and list of excipients, number of ampoules,

volume of contents of one ampoule, dispensing

conditions, storage conditions, warning labels: “Store out

of the reach of children”, "Use onty for inhalation through

a nebulizer", "Method of use: see instructions for medical

use.”, "Sterile"; name of the manufacturer and its

address (“Produced by:”); name of the marketing

authorization holder, its logo and address; batch

number, production date and expiration date,

registration certificate number, barcode.

Additionally, identification means are applied, as well as
a sticker that provides control of the first opening.

Storage conditions

Store in a place protected from light, at a temperature
not exceeding 30° C. The open ampoule should be used
within 12 hours. After opening the envelope, the

ampoules contained in it must be used within 3 months.

Store in a place protected from light, at a temperature
not exceeding 30° C. The open ampoule should be used
within 12 hours. After opening the envelope, the

ampoules contained in it must be used within 3 months.

Shelf life

2 years.

2 years.

= not reported, below disregard limit.

n.r.
n. d. = not detected.

* The tests « Re-suspending» and «Particle Size distribution» and methods of St.Ph. of Russian Federation are included in accordance
with requirements, adopted in Russia to standardization of this pharmaceutical form. Manufacturer does not use methods of St.Ph. of
Russian Federation. The test is absent in CoAs.
CoAs include tests and limits at release.

This Specification regulates requirements on all shelf life and can differ from CoAs.

Additional tests, which are absent in this Specification, can be made at release and include in CoAs.
Remark: Product compliance with Normative documentation ND /1M-Ne(002194)-(PT-RU)-180423. (Russian Federation).

Name

Date

Signature

Q.C. Manager

Dr. Antonio Petrone

09/02/2026
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Qualified Person

Dr. Antonio Petti
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CEPTU®UKAT AHAJIM3A

Myabsmudya
Byneconnn 0,25 mr/ma
CycneH3un 0na uHzanAUui 003UpoBaAHHAA

«JPKEHETHUK C.n.A.»
[Ipou3BoacTBEHHBIH y4acTOK
®uiano (CanepHo)

Cepus Ne 051626

Anaaus Ne 0366/2026

Jara npon3Boacrsa: 14/01/2026

JlaTa ucreyeHHus1 CpoKa
roanoctu: 01/2028

CrpaHuua 1 us 4

HcnbiTanue Cneundpukanus Pe3ynbTaThl
OnucaHue OjHOpoHas cycrieH3us 6eoro 1Bera benast oqHOpoaHas cycneHsus
[Tonoxurenbuplii (BOXKX)
BpCMﬂ BbIICPXKKHW OCHOBHOTI'O ITUKA BpeMﬂ BBIJICPKKH OCHOBHOI'O ITUKa
[IaBHOI'O KOMITIOHCHTA Ha XpOMAarorpamMme IABHOT'O KOMIIOHEHTA Ha XpoMarorpaMme
HUCCJIE1yEMOTr0 pacTBOpa JA0JKHO HUCCJICIyEMOT0 pacTBOpa COOTBETCTBYET
COOTBETCTBOBATH BPEMEHH BbIJACPIKKHU ITUKA BPEMCHH BBIJICPKKH MUK Byzlecouuﬂa Ha
Byaeconuaa Ha xpomarorpamme XpOMaTrorpaMMe CTaH1apTHOTrO pacTBOpa.
Mnentudurauns CTaHJIapTHOI'0 pacTBoOpa.
[MTonoxurenbhblii (YD)
Y ®-cnekTp uccneryemMoro pacrsopa Y®-cnekTp UcciieyeMoro pacrBopa
0,002 % (macca/o6bem) B untepBasie i | 0,002 % (Macca/o0beM) B MHTEpBaie JUTMH
BoJiH 0T 200 10 350 HM JI0JKEH UMETD BOJIH 0T 200 10 350 HM MMeeT MaKCUMyM
MAaKCUMYM MOTJIOUICHUS TPH IJIMHE BOJIHBI NOrJIOUICHHS TPU IJIMHE BOJIHBI 246 um
246 um
Pecycnenaupyemoctp* CycrieH3us 10JDKHA ObITh TOMOI€HHOM CycneH3usi TOMOreHHa B TeYeHHUE 2
B TEYEHHE 2 MUHYT MOCJIe MUHYT [0CJI€ BCTPAXMBAHUsA 0KoJIO 1-2
BCTPSIXMBAHUs OKOJIO 1-2 MUHYT MHUHYThbI
pH 4,0 +5,0 4.4
Pacnpenenenue yactui no pasmepy* Dv [10] He Gosee 1 MKkM 0,9 Mmxm
Dv [50] He Gosiee 5 MkM 1,6 Mkm
Dv [90] He Gosiee 7 MKM 2,6 MKM

[InoTHOCTH

(1,002 = 1,008) r/cm’

1,006 r/cm?

KonuuectBeHHOE ONpeAcCICHUE

(95,0 + 105,0) % oT 3asABJIIEHHOTO
colepkaHus OyecoHuaa:
(0,475 + 0,525) mr/amnyna

99,0 %

0,495 mr/amnyna

[Mpumecwu ITpumecs A < 0,5 % HE yKa3aHo**
[Tpumecs D < 0,5 % 0,05 %
Q1ji=f FLTYHATOPHOIO Ipumecs K < 0,5 % He yKazaHo**
" ITpumecs L < 0.5 % 0,14 %
CONPOBOXAEHHS W OBECREHEHM Eaunnunas newaeHTHQUUMpOBaHHas
npumech < 0,5 % 0,10 %
KAYECTBA CyMMa HenIeHTU(UIMPOBAHHbIX
04 03. 2026 npumecedi < 1,0 % 0.15 %
Cymma Beex npumeceit < 1,5 % 0.34 %
OIHOPOAHOCTb 103UPOBAHUS AVio <15 AVi0=0,2
o ) Ecan AVio > 15 npoBoast ucnbiTaHus Ha
Ci'cdaAdUCT OPCAGK , apyrux 20 ammynax;
/ AV30 < 15 1 HeT aMITyJIbl MeHee He Tpebyercs
kAPCBA Il.ﬂ.\/ﬂi{l,/y/ (1-L2*0.01)M u Gosee
\ (1+L2*0,01)M
H3zBnekaeMblii 00beM (2,00 = 2,10) mn 2,05 mn
CrepuiibHOCTb ITpenapaT 10J1keH ObITb CTEPUJIbHBIM CtepuiibHO
Ums Jdara IMoanucek
e J-p Antonuo Ilerpone 09/02/2026 <[loonuce>
KOHTPOJIsl KayecTBa
FIOAROMOTEHIUETHILO 10 JI-p AuTonno MetTu 09/02/2026 <Iodnuce™>
Ka4eCTBY




CEPTU®HUKAT AHAJIM3A

[Mynsmubyn
Byneconun 0,25 mr/ma
Cycnenzus 014 UH2ATAYUI 003UPOBAHHAA

«/DKEHETHK C.n.A.»
ITpou3BoACTBEHHBIH yyacToK
Ouano (CanepHo)

Cepus Ne 051626

Anaans Ne 0366/2026

Jara npousBojacrTsa: 14/01/2026

JlaTa ucreyeHus: cpoka
roanoctu: 01/2028

CrpaHuua 2 s 4

OnucaHue YNaKOBKH

[To 2 M npenapara B ammyJy 13
NOJMUITUIEHA HU3KOM MIOTHOCTH.

5 ammyJ1 cnasiHel IPYT € APYTOM B BUJIE
6soka. Kax/blii 6710k moMemaoT B
KOHBEPT U3 JJAMUHUPOBAHHOM (OJIbIH.
[To 4 koHBepTa ¢ MHCTPYKLIKEH MO
MPUMEHEHUIO B NAaUKe U3 KapToOHa.

[To 2 ma npenapara B amnyJty u3
NOJINITUIIEHAa HU3KOH MJIOTHOCTH.

5 ammyJ crasiHbl ApYT € IpYroM B BUE
Osoka. Kaxcablii 6110k momewiaoT B
KOHBEPT U3 JAMUHUPOBAHHOM (OJIBIHU.
[To 4 koHBepTa ¢ UHCTPYKLHMEH MO
MPUMEHEHUIO B MAYKE U3 KapTOHA.

MapkupoBka

OTOEN PErYNATOPHOrO
CONPOBOXAEHUS W  OBECMEYEHMA
KAYECTBA

04 03. 2026

-

GZARANRCT OPCHGK

RAFODA n.n.<[w: /f

Ilepseuunas ynaxkoexa (amnyna)

Ha smuxemxe amnynvl ykasvigarom:
TOProBO€ HAUMEHOBaHKE Npenaparta,
KOHLIEHTpALUI0, 00beM, MyTh
BBEJIEHHUS.

Ha 60ko0BO#i cTOpOHE amIy bl
METO/IOM €4YaTH HAHOCAT HOMEP
CEpHUU U ATy UCTEUEHHs CpOKa
FOJHOCTH.

Ha ammnyne MeToa0M BblIaBIMBaHuUs
HaHOCSAT PUCKY U (pasy,
MOKa3bIBaIOLLY O MOJIOBUHY
coaepxumMoro ammnyJsl (1 mia) - «Meta
dose» unu «1 mly»; 1OMONTHUTEBHO
MOTYT ObITb HAHECEHBI LU(PPOBBIE
u/unu OyKBeHHble 0003HAUYEHUs,
CBSI3aHHbBIE C TEXHOJIOTHEH
NPOU3BOJCTBA.

IIpomesicymounas ynakoexa
(koneepm u3 anomunuesoll (oaveu)
Ha xoHBepTe U3 atOMUHHEBOH (OIbIU
YKa3bIBaIOT:

TOProBO€ HAaMMEHOBAaHHE Npernapara,
MEX Iy HapOIHOE HEMAaTEeHTOBAaHHOE
HaMMEHOBAaHUE HA PYCCKOM U
AHIIIMACKOM AA3bIKaX, JIEKAPCTBEHHYIO
($hopMy, KOHLEHTPALHIO,
HaUMEHOBAaHUE U COAEpIKAHUE
JIEACTBYIOLLErO BeLecTBa B | Mil 1
repeyeHb BCIOMOraTe/IbHbIX BELIECTB,
KOJMYECTBO aMIyJi, 00beM
COJEPKUMOTO OJHOM aMITyJIbl,
YCJIOBHsl OTITyCKa, YCJIOBUS XPAHEHUS,
npeaynpeauTelbHbIE HAAMUCH:
«XpaHUTb B HEJOCTYTHOM JUIsl IeTei
mecTen, «Mcnonb3oBarTh TOJAbKO Uls
UHTaNIALMi yepe3 HeOynaiizepy,
«Cnocod NpUMEHEHHUS: CM.
MHCTPYKLIHIO M0 MEAULIMHCKOMY
NPUMEHEHUI0.», «JlaTta BCKpbITHS
KOHBEPTA:»; HOMEP PErUCTPALIMOHHOTO

Ilepeuunas ynaxoexa (amnyna)

Ha smuxemxe amnyJibl YKa3daHsl:
TOProBO€ HaMMEHOBAaHHWE Npernapara,
KOHLIEHTpaLus, 00beM, MyTb BBEICHHUSI.
Ha 60ko0BOi#i cTOpOHE aMyJibl
METO/JOM eYaTH HaHECEHbI HOMep
CepuM U J1aTa UCTEYEHHUS CpoKa
TOJTHOCTH.

Ha amnyne meTonoM BbliaBIMBaHUS
HaHeceHbl pucka u ¢pasa,
NoKa3bIBaloLLast MOJOBUHY
cozepxkumoro ammyJisl (1 mi) - «Meta
dose» wiu «1 ml»; onoaHUTENBHO
HaHeCeHb! LU(POBbIE U OyKBEHHbIE
0003Hau€eHMsl, CBA3aHHbIE C
TEXHOJIOTHE MPOU3BOJCTRA.
IIpomesxcymounasn ynaxkoeka
(Koneepm u3 anoMunuesoil hoveu)
Ha xoHBepre u3 amomuHueBoit Goabru
yKa3aHbl:

TOProBOE€ HAMMEHOBAHHE Mpenapara,
MEX 1y HApOJHOE HEMATEeHTOBAHHOE
HaUMEHOBAHWE HAa PYCCKOM U
AHIIMACKOM f3bIKaX, JIEKapCTBEHHasl
(dopma, KOHLEHTpaLus, HaUMEHOBaHHe
W COZIEp)KAHUE NEHCTBYIOLLETO
BELIECTBA B | MJI U nepeyeHb
BCTOMOTaTEJbHBIX BEILECTB,
KOJIMYECTBO aMITyJ1, 00beM
COAEPKUMOr0 OJHON aMITyJibl,
YCJIOBUSI OTITyCKa, YCJIOBHSl XpaHEHHUS,
npeaynpeauTebHble HAMUCH:
«XpaHUTh B HEOCTYITHOM JUIsl IeTei
mecte», «MiCrionb3oBaTh TONLKO st
MHrajissuMi uepe3 HeOynaiizepy,
«Cnoco® NpUMEHEHHUS: CM.
WHCTPYKLMIO 110 MEAULIMHCKOMY
NMPUMEHEHHI0.», «JlaTa BCKpbITHS
KOHBEPTA:»; HOMEP PErHCTPALIUOHHOTO
YZIOCTOBEPEHUS, HAMMEHOBaHHE
NPEANpPUATHUS-U3TOTOBUTEIS U €r0

NUmsa JlaTa MMoanuck
F FRORGIECEls CHPRGL J-p AuTonno IleTpone 09/02/2026 <Iloonucv>
KOHTPOJIsl KauecTBa
¥ DURHOMOTRMEOS JHN0 Ul J-p AuTonuo IleTTH 09/02/2026 <IToonucv>
KayecTBY




CEPTU®UKAT AHAJIM3A

Iyabmubdyn
Byaeconun 0,25 mr/ma
Cycnensun 0na unzanayui 0o3uposannas

«JIKEHETHUK C.m.A.»
[Ipon3BOACTBEHHBIN Y4aCTOK
®uiano (CanepHo)

Cepus Ne 051626

Ananans Ne 0366/2026

Jara npon3Boacrea: 14/01/2026

JlaTta ncreyeHusi cpoka
roanoctu: 01/2028

CrpaHuua 3 ums 4

JTEEN PEFYNATOPHOrO
COnPOBOXAEHMA W OBECNEYEHHUA
KAYECTBA

0L 03, 2026

. idAATHCT OPCHOK )
. G/,
mAPCBA ﬂ.“.<’ //MJV//

YIOCTOBEPEHUS, HAUMEHOBAHHE
NPEANPUATHSA-U3TOTOBUTENS U €r0
anpec («ITpousBeneHo:»);
HalMEHOBAHUE JiepKaTes
PErMCTPALIMOHHOIO Y10CTOBEPEHHS,
€ro JIOrOTHUI U aJpeC; HOMEpP CEPHH,
JaTy UCTEUEHUs CPOKa rOJHOCTH
(«Tonen no:»).

Bmopuunaa ynakoexa (kapmonnas
nauka)

Ha xapToHHOIi nauke yka3biBarOTCS
TOProBO€ HaMMEHOBAaHHUE Tpenapara,
MEX Iy HapOJJHOE HETMaTeHTOBAaHHOE
HalMEHOBAaHHUE HA PYCCKOM M
AHTJTHHCKOM 5I3bIKaX, J1I€KapCTBEHHYO
(bopMy, KOHLIEHTpaLHIO,
HaMMEHOBAHUE U COJEPIKaHKHE
JEACTBYIOILErO BelecTBa B 1 M u
nepeyeHb BCIOMOraTe/IbHbIX BELLECTB,
KOJIMYECTBO amItyJi, 00beM
COJEPKUMOrO OJTHOM aMITyJibl,
YCJIOBUSI OTITYCKa, yCJOBUS XpaHEHHs,
npeaynpeauTeNbHbIe HaAMUCH:
«XpaHUTb B HEOCTYTTHOM /1J1s ETeH
Mmecten, «Mcnonb3oBath TOMBKO 115
UHrajsuui yepes HeOynaiizepy,
«Cnoco0 nprMeHeHus: CM.
MHCTPYKLHMIO 0 MEAULIUHCKOMY
NPUMEHEHHUI0.», « CTEPUIIbHOY;
HauMEHOBAHHE MPEANPHUSTHS-
M3TOTOBUTEJISL U €0 ajpec
(«ITpowmsBeneHo:»); HAMMEHOBaHKE
JepKaTeis perucTpauoHHOro
YZOCTOBEPEHHS, €r0 JIOTOTUI U aJIpec;
HOMED CEpPHUH, 1aTy MPOU3BOACTBA U
JlaTy UCTEYEHUS CPOKA FOAHOCTH,
HOMED PErucTPaLMOHHOTO
YAOCTOBEPEHUS, LITPUX-KOI.

JIONOJHUTEIBHO MOTYT OBITH
HaHECEHbl CPEICTBA UICHTU(PUKALIMM, a
TaK)K€ MOXET ObITh HaHECEHa
HakJieliKa, 06ecrneynBaoLas KOHTPOJIb
MIEPBOTO BCKPBITHSI.

anpec («IIpousBeneHo:»);
HauMEHOBaHHeE JiepxKaTess
PErMCTPALIMOHHOTO yIOCTOBEPEHHMS,
€ro JIOrOTUI U aJpec; HOMEP CEepHH,
Jlata UCTEYEHHsI CPOKA FOJAHOCTH
(«['onen mo:»).

Bmopuunan ynakoeka (kapmonnasn
nauka)

Ha xapToHHOI nauke yka3aHbl
TOProBO€ HaMMEHOBAHHUE Tpernapara,
MEXK Iy HApOIHOE HEMaTeHTOBAaHHOE
HauMEHOBaHHUE Ha PYCCKOM U
AHIJIMACKOM A3bIKax, JIeKapCTBEHHas
(bopma, KOHLEHTPALIHIO,
HaMMEHOBAHUE U COEPIKaHUE
JIEWCTBYIOILErO BellecTBa B 1 M1 1
nepeyeHb BCIOMOTraTelbHbIX BEILECTB,
KOJIMYECTBO aMItyJ, 00beM
CONCPIKUMOrO OJHOM amIyJibl,
YCIJIOBHsl OTITyCKa, yCJIOBUS XPaHEHHS,
npeaynpeanTeabHbIE HAAMUCH:
«XpaHWUTb B HELOCTYTHOM UIS ETEH
mecTen, «Mcnonp3oBath TOIbKO s
MHrajisuuii uepes HeOynaiizepy,
«Cnoco0® npUMeHeHust: CM.
MHCTPYKLIMIO 110 MEIULIMHCKOMY
NPUMEHEHUI0.», « CTEPUIIbHOY ;
HaMMEHOBaHUE MPeaNpPUsTHSI-
M3TOTOBUTEJIS U €ro aapec
(«ITpou3BeneHO:»); HAMMEHOBaHHE
JiepKaTeis perucTpaiuoOHHOro
YZIOCTOBEPEHHS, €r0 JJOTOTUI U aJIPec;
HOMEp CepyH, IaTa MPOM3BOJACTBA U
JlaTa MCTEYEHHUs CPOKa FOAHOCTH,
HOMED PErUCTPALIMOHHOTO
YIOCTOBEPEHHUS, LUTPUX-KOI.

JlONOTHUTENTLHO HAHECEHBI CPEICTBA
MIEHTU(HKALINY, @ TAKXKE HAaHECEHa
HakJielika, obecrneymBaroLIas KOHTPOJIb
TNEPBOro BCKPBITHSI.

HUma JlaTa IMoanuck
P ROB OIS A JI-p Autonuo IMetpone 09/02/2026 <IMoonuce>
KOHTPOJISl KA4ecTBa
Yno/1HOMO4YeHHOe JIHLO 10
KauecTBY J-p Antonmo IerTn 09/02/2026 <Iloonucv>




CEPTUH®UKAT AHAJIN3A

Myasmuoyn
Byneconunn 0,25 mr/ma
Cycnen3us 013 UHZANAYUI 003UPOBAHHAA

«JDKEHETHUK C.n.A.»
[Tpou3BOACTBEHHBIH yuacTOk
®uuiano (CanepHo)

Cepus Ne 051626

Anayms Ne 0366/2026

Jarta npousBoacrsa: 14/01/2026

Jlara ncreyeHus cpoka
roanoctu: 01/2028

CrpaHuua 4 mns 4

VcnoBust xpaHeHUs

XpaHuTb B 3alLMILIEHHOM OT CBETA
MECTE, MPHU TEMIEPATYPE HE BbILLE
30°C. OTkpbiTas amIyJia J0KHA ObITh
UCTOJIb30BaHa B TeueHue 12 yacos.
[Tocne BCKpbITHS KOHBEPTA,
CoIepIKaLIMECs B HEM aMIlyJibl
JIOJIKHBI ObITh UCTIONIb30BaHbI B
TeYeHHe 3 MecCsILEeB

XpaHeHue B 3alIMLIEHHOM OT CBeTa
MecTe, Npu TeMIlepaType He BbILLE
30°C. OTkpbliTas amIyJia J10JXHa ObITh
MCIob30BaHa B TeueHue 12 4acos.
[Tocne BCKpbITUS KOHBEPTA,
CoJepIKalLecs: B HEM aMITyJIbl
JOJDKHBI ObITh MCTIOJIb30BAHbI B
TeueHue 3 MecsLEeB

Cpok rogHocTH (XpaHeHus)

2 rona

2 rona

n.r.** = He yka3aHo, ME€Hee J0MyCTUMOTO MNpejiesia 0OHapyKEHHS.

n.d.** = He 0OHapy»keHoO.

*[Toka3atesu «PecycneHaupyeMocTby U «PacmpeneneHue yacTull no pasmepy» v metoanku '@ PO yka3aHbl B COOTBETCTBUH
¢ TpeOOBaHUAMM K CTaHJAPTU3ALMH JAHHOM JIeKapCTBEHHON (GOpMbI, MPUHATEIMU B PD. MeTOIMKY HE MCTIOJb3YIOTCS
npousBoauTeneM. [TokasaTenu MOTyT OTCYTCTBOBATh B CEpTH(UKATAX aHAIM3A.
CepTuduKkaThl KauecTBa COAEPHKAT NOKA3aTENH U HOPMbI HA MOMEHT BbITTyCKa Mpernapara.

JanHas cneundyKaLus periaMeHTUPYET Ka4eCTBO Mpenapara Ha BECb CPOK FOJHOCTU M MOXKET OTJIMYATHCS OT CEPTH(HUKATOB.
[Ipu BbIMyCKe MpenapaTta MOTYT MPOBOIMTLCS JOMOIHUTEbHbIE TECThI, HE YKa3aHHbIE B IJaHHOM CrieUMpUKAUUH.

[Mpumeuanue: [IpoxykT cootBeTcTBYET Tpedoanusam HJ JITT-Ne(002194)-(PI'-RU)-180423 (Poccuiickas ®enepanuus).
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HUmsa Jara IMoanuck
PykoBoauTe/ b Cl1ykKObI J-p Autonno Metpone 09/02/2026 <[Toonuce>
KOHTPOJISI KauecTBa
Yo/ 1HOMOYeHHOe JIHLIO 10 J-p Antonuo Mettn 09/02/2026 <[loonucw>
Ka4yecTBY




AO «KAKPUXHWH»
JSC «AKRIKHIN»

SOP004510

PASPEHIEHUE HA PEAJIM3ALIAIO Ne 1322026
(CERTIFICATE OF COMPLIANCE)

HAMMEHOBAHUE NPOAYKIHUMU I'T:

YJIBMUBY JI CYCIIEH3US JIUI MHTAJIALMN JOSUPOBAHHAS,

FINAL PRODUCT NAME: 0.25 MI'/MJI 2 MJI Ne20
CTPAHA-UMIIOPTEP: Uramus

IMPORTING COUNTRY:

MEXIAYHAPOJHOE HEITIATEHTOBAHHOE Byneconun
HAMMEHOBAHHUE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPUU: 051626

BATCH No:

KOA MPOAYKTA I': BDSN-1502-800

FINAL PRODUCT CODE:

YIHAKOBKA: 2 M1 - amiryiisl (20) - mauky KapTOHHBIE
ENVELOPE:

JATA ITPOU3BOACTBA 14.01.2026

DATE OF MANUFACTURE

I'OJEH J0: 01.2028

EXPIRY DATE:

OBBEM INOJIYYEHHOMU NMPOAYKIIMN 22032 YITAK

(YIIAKOBKMH):
FINAL QUANTITY (UNITS):

PETUCTPAIIMOHHOE YJIOCTOBEPEHHME:
MARKETING AUTHORIZATION No:

JITI-Ne(002194)-(PT-RU)

HAMMEHOBAHUE U AAPEC JEPKATEJIA
PEITHICTPAIIMOHHOI'O YIOCTOBEPEHUA:
NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:

Pharmaceutical Works "POLPHARMA" SA PL,83-200,Starogard
Gdanski,ul.Pelplinska 19

HAMMEHOBAHMUE U AJIPEC ITIPOU3BOJCTBA
TOTOBOM JIEKAPCTBEHHOMW ®OPMBbI:
NAME AND ADDRESS PRODUCTION OF DOSAGE FORM:

Ixeneruk C.ILA. [Uramus], Genetic S.P.A., Contrada Canfora - 84084 Fisciano
(SA), Italy

JIMUEH3UA Ne aM-72/2025

LICENCE

CEPTU®HUKAT Ne AM/EAEU/H/2021/01/13

CERTIFICATE

HAMMEHOBAHMUME U AJIPEC TIPOU3BOJCTBA Jxeneruk C.I1.A. [Uranus], Genetic S.P.A., Contrada Canfora - 84084 Fisciano
NEPBUYHOM YIIAKOBKH: (SA), ltaly

NAME AND ADDRESS OF PRIMARY PACKAGING
PRODUCTION

Ne aM-72/2025

JIMIEH3UA

LICENCE Ne AM/EAEU/H/2021/01/13

CEPTU®UKAT

CERTIFICATE

HAUMEHOBAHUE U AJJPEC ITPOU3BOACTBA Jioxenetuk C.IT.A. [Mtanus], Genetic S.P.A., Contrada Canfora - 84084 Fisciano
BTOPUYHOM YIIAKOBKH: (SA), Italy

NAME AND ADDRESS OF SECONDARY PACKAGING
PRODUCTION

JIMIEH3US

LICENCE

CEPTUOUKAT

CERTIFICATE

Ne aM-72/2025

Ne AM/EAEU/H/2021/01/13

HAMMEHOBAHUE U AJIPEC TIPOU3BOJUTEJIA
(BBIITY CKAIOIIA KOHTPOJIb KAYECTBA):

NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

JULIEH3US

LICENCE

CEPTU®UKAT

CERTIFICATE

Ixeneruk C.ILA. [Uramus], Genetic S.P.A., Contrada Canfora - 84084 Fisciano
(SA), Ttaly

Ne aM-72/2025

Ne AM/EAEU/H/2021/01/13

Jlvet 1 n3 2




AO «KAKPUXHWH» SOP004510
JSC «AKRIKHIN»
JlanHasi cepusi ObLJIa NMPOM3BENEHA, BKJIOYAsl YNAKOBKY M KOHTPOJb KAayecTBa, HA BBINIEYKA3aHHOW IMPOM3BOIACTBEHHOI

IJIOIIA/IKE B TOJIHOM COOTBETCTBHU ¢ TpedoBaHusiMu cGMP 1eeBoro ppiHKa ¥ perucTpanHoOHHOI J0KyMeHTaUel.

This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with the
cGMP requirements of the intended market and with the Marketing Authorisation.

IIpoun3BoacTBO cepuy, YNIAKOBKA M aHAJIN3bI OBLIM NMPOBEPEHbI U MPU3HAHBI cOOTBeTCTBYIOIUMHI cGMP.

The batch processing, packaging and analysis records have been reviewed and found to be in compliance with cGMP.

KauecTBO npoaykra coorBercTByeT TpedoBanusimM JITI-Ne(002194)-(PT'-RU)-180423 1 noATBEP:KAEHO cepTU(PUKATOM aHAIN3A
Ne 0366/2026 ot 09.02.2026.

The quality of the product conforms to the Specification confirmed by certificate of analysis.

Hacrosimum nmoaTBep: ka0, YTO BhIIIEYKA3aHHAS CePHUs Pa3pellleHa K peajnu3auuu.

I hereby certify that the above mentioned batch is released to the market.

JIOKyMeHT MoANNCcaH 3J1eKTPOHHBIM CIOCO00M M AeiicTBUTe/IeH 0e3 cCOOCTBEeHHOPYYHOI MOAIMCH.

This document was signed electronically and is valid without handwritten signature.

Ynoanomodennoe juno ®uimmonosa U.B  Ilpuxa3z Ne 431 ot 30.04.2021

Qp Name Order

AOBEPEHHOCTb OT MNOCTABLLIMKA: 6/ ot 08.12.2025
POWER OF ATTORNEY:

Jlata BeIITycKa: 10.03.2026 14:13:28

Jlata pacneuaTku: 10.03.2026

Jlnet 2 n3 2




