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

CERTIFICATE OF ANALYSIS

PULMIBUD
Budesonide 0.5 mg/ml
Suspension for inhalations dosed out

Batch n.: 062126R

Analysis n°: 0217/2026

Manuf. date: 10/01/2026

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 AVqp > 15 test other 20 units
AV3p < 15 and no unit is less than
(1-L2* 0.01)M and more than
(1+L2*0.0OM

pH 4.0+5.0 4.4
Dio< 1T pm 0.8 ym
Particle size distribution* Dso < 5 ym 1.4 ym
Dgo < 7 pm 2.6 um
Density (1.002 + 1.008) g/cm3 1.006 g/cm?
Assa (95.0 + 105.0) % 99.2 %
Y (0.950 + 1.050) mg/ampoule 0.992 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% 0.13%
Single unknown impurity < 0.5 % 0.10 %
Total unknown impurities < 1.0 % 0.10%
Total impurities < 1.5 % 0.28 %
AV1o <15 AV10 =1.2

not required

Extractable volume (2.00 + 2.10) ml 2.05 ml
Sterility The drug product must be sterile Sterile
Name Date Signature
Q.C. Manager Dr. Antonio Petrone 27/02/2026 2\«“(/
Qualified Person Dr. Antonio Di Salvia | & 7 FEB. 2026 W
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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 mi”;
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 togo 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 tabels: “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 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 JIN-Ne(002194)-(Pr-RU)-180423. (Russian Federation).

Name

Date

Signature

Q.C. Manager

Dr. Antonio Petrone

27/02/2026

b Jper—

Qualified Person

Dr. Antonio Di Salvia

2 7 FEB. 706




CEPTU®UKAT AHAJIM3A

Myasmubyn
Byneconnn 0,5 mr/ma
Cycnensun 0na uHzanaAyul 003UpoBaHHan

«/DKEHETHK C.n.A.»

Cepus Ne 062126R Anaans Ne 0217/2026
[IpousBoacTBeHHBIN y4yacTok : JlaTta HcTeyeHHs CPoKa
®uiano (CanepHo) Aara npomssoactea: 10/01/2026 roanoctu: 01/2028

Crpanuua 13 4

HcnbiTanue Cneunduxaums PesyabTaThl
Onucanue OnnopoaHas cycneHsus 6eoro useTa benas ogHOpoaHas cycrneH3us
ITonoxurensusiii (BOXKX)
BpeMﬂ BBIICPKKH OCHOBHOI'O IMUKa BpeMﬂ BBIICPXKKHU OCHOBHOI'O ITMKa
IJIaBHOI'O KOMIIOHEHTA Ha XpoMarorpamme TJIABHOI'O KOMITOHEHTA Ha XpoMarorpamme
UCCJIEyeMOr0O pacTBOpa JOIKHO MCCIIe/lyeMOro pacTBOpa COOTBETCTBYET
COOTBETCTBOBATHL BPEMEHU BBIICPIKKHU TTUKA BPEMEHH BBIJICPKKH IUKA Byﬂeconuﬂa Ha
Byneconnna Ha xpomarorpamme XpOMaTorpamMmMe CTaHJapTHOTrO PacTBOpa.
Nnenrndukauns CTaHJapTHOIO PacTBOpA.
[MonoxwurenbHblii (YD)
Y®-crekTp uccieayeMoro pacteopa Y®-creKTp ucciieayeMoro pacTeopa
0,002 % (macca/o6bem) B untepsane 1muH | 0,002 % (Macca/o6bem) B MHTEpBAIIE UTHH
BoJIH 0T 200 10 350 HM JI0JKEH UMETD BoJIH 0T 200 10 350 HM UMeEeT MaKCUMyM
MAaKCUMYM IIOTJIOLICHUS TpU JJIAHE BOJIHBI NOTJIOLIEHHUS TPH JUTMHE BOJIHBI 246 um
246 um
Pecycnennupyemocts* CycneH3us 10/DKHa ObITh TOMOTEHHOM CycneH3us rOMOreHHa B TeYeHHe 2
B T€YEHHUE 2 MUHYT MOCIIE MUHYT [10CJI€ BCTPSIXMUBAHUS OKOJIO 1-2
BCTPAXUBAHUA OKOJIO 1-2 MUHYT MUHY ThI
pH 4,0+5,0 4,4
Pacnipenenenue yactuu no pasmepy* Dv [10] He 6onee 1 Mkm 0,8 MkMm
Dv [50] He Gonee 5 Mkm 1,4 MKM
Dv [90] He Gonee 7 MkM 2.6 MKkM
[110THOCTD (1,002 + 1,008) r/cm? 1,006r/cm?
KonuyecTBeHHoOe onpenenenue (95,0 + 105,0) % ot 3asBIEHHOTO 99.2 %
coaepkaHus OynecoHuaa:
(0,950 + 1,050) mr/amnyna 0,992 mr/ammnyna
M *

[Tpumecs A <0,5 %
[Tpumecs D <0,5 %

HE yKka3aHo**

0,05%
ITpumecs K < 0,5 % He yKazaHo**
c%"’]’ YMaT0pHOro Tpumecs L < 0,5 % 0,13%
u gOBOX,quug Enunnynas neunentuduumposannas 0,10%
OxaeCnequug npumech < 0,5 %
YecTea CyMMa HeUICHTHUIIMPOBAHHbBIX 0,10%
npumeceit < 1,0 % 0,28 %
CymmMma Beex npumeceit < 1,5 % /
OQHOPOAHOCTH O3MPOBAHHUS AVio<15 AVio=1.2
Ecan AVio > 15 npoBoast ucnsiTanus Ha
CIEIXANMCT OF C]’SJKUS 7076 apyrux 20 amyJiax;
% AV30 < 15 1 HeT aMmI1yJibl MeHee He tpebyercs
RAFCBA .10, /,]wl}? (1-12*0,01)M u Gonee
v / (1+L2*0,01)M
H3BnekaeMblii 00beM (2,00 +2,10) mn 2,05 M
CTepuiibHOCTH [Npenapar 10JKeH ObITh CTEPHUIILHBIM CTepuiibHO
Ums JlaTa IMoanucek
PykoBoauTenb ciyxobi
}IICOHTp[:)J'lﬂ Kaqec)'lrsa J-p Antonuo IMetpone 27/02/2026 <[loonucv>
YnoJsHoMoueHHOe

Kaqe';my AHHOTO T 1p AuTonno Merrn 27/02/26 <Moonuce>




CEPTUO®UKAT AHAJIM3A

yasmudyn
Byneconnn 0,5 mr/ma
CycneHn3us 014 UH2ANAUUIL 003UPOBAHHAA

«JOKEHETUK C.n.A.»
[Ipon3BOACTBEHHBIH yUyacTOK
®uuiano (CanepHo)

Cepus Ne 062126R

Anauuns Ne 0217/2026

Jara npoussoacrsa: 10/01/2026

JaTa ucreuenusi Cpoka
rognoctu: 01/2028

CrpaHuua 2 s 4

OnucaHue YINaKOBKH

[To 2 mn npenapara B ammnyJy 13
MOJUATHIIEHA HU3KOM MJIOTHOCTH.

5 amryn cniasiHbl IpYT C IPYTOM B BHJE
Onoka. Kaxaplit 6710k moMeNaoT B
KOHBEPT W3 JAMMHHUPOBAHHOM (OJBIU.
[To 4 xoHBepTa C UHCTPYKLMEH MO
NPUMEHEHHIO B NaYKe U3 KapTOoHa.

ITo 2 mn npenapara B amyJy U3
MOJIMITUIIEHA HU3KOH MIOTHOCTH.

S5 ammyJ cnasiHbl IpYT € APYTOM B BUJIE
6roka. Kaxcplii 6510k momewator B
KOHBEPT U3 JJAMUHUPOBAHHOH (OJIbIH.
[To 4 koHBepTa ¢ UHCTPYKLMEH MO
NPUMEHEHHIO B MAYKe U3 KapTOHA.

MapxkupoBka

pErynaTopHOro
CONPOBOXACHHR

w ofecneyenus
KayecTsa

13 03 2008

CIE1hATMCT OPCHGK

RAPCBA n.n.</2w,//

ITepsuunan ynakoeka (amnyna)

Ha smuxemxke amnynel ykasvigarom:
TOProBO€ HAMMEHOBAaHUE Npenapara,
KOHLIEHTpALMIO, 00beM, MyTh
BBEJCHUS.

Ha 60koBoO#i CTOpOHE amyJibl
METO/JIOM eYaTH HAHOCAT HOMEP
CepuH U JaTy UCTeUeHHs CPOKa
TOJTHOCTH.

Ha ammyJsie MeTo10M Bbl1aBJIMBAHUS
HaHOCST PUCKY U (pazy,
MOKa3bIBAOLIYIO MOJIOBUHY
conepxxumoro ammyJbl (1 mi) - «Meta
dose» wim «1 ml»; JOMONIHUTENBHO
MOTyT ObITh HaHECEHbI LIU(POBbIE
w/unu OyKBeHHble 0003HAYECHMUS,
CBSI3aHHBIE C TEXHOJIOTHEH
NPOU3BO/CTBA.

Ilpomesicymounas ynakoeka
(KoHeepme u3 anoMuHuesoi oaveu)
Ha koHBepTe U3 alFOMUHUEBO# (OJIbTH
yKa3bIBaIOT:

TOProBO€ HAMMEHOBAaHHWE Mpenapara,
MEX/1yHapO/IHOE HEMAaTeHTOBaHHOE
HauMEHOBaHHE Ha PYyCCKOM H
AHIJIMACKOM $I3bIKaX, JIEKAPCTBEHHYIO
(dbopMy, KOHLEHTPALHMIO,
HaMMEHOBAHUE U CONEPIKaHUE
NeMCTBYOLIEro BelecTBa B | M U
nepeyeHb BCIIOMOTraTeNIbHbIX BELIECTB,
KOJIMYECTBO aMIyJi, 00beM
COJEPIKUMOTO OJTHOM aMITyJibl,
YCIIOBHUSI OTIYCKa, YCIOBHSI XpaHEHMS,
npeaynpeauTeNbHbIe HAAUCH:
«XpaHUTb B HEAOCTYTHOM JUTsl IETEH
MmecTey, « cnonp30BaTh TOALKO IS
UHraIsIuui yepes HeOynaiizepy,
«Crnocob MpUMEHEHHS: CM.
UHCTPYKUHIO MO MEAULIMHCKOMY
NPUMEHEHHIO.», «IIaTa BCKPBITHA
KOHBEpTA:)»; HOMEP PErUCTPaLlUOHHOTO

Hepsuunan ynakoeka (amnyna)

Ha smuxemxe amnynel yKazauol:
TOProBO€ HAaMMEHOBAaHHUE Npernapara,
KOHLIEHTpaLus, 00beM, MyTb BBEACHHUS.
Ha 60k0BO#i CTOPOHE amITyJIbl
METOJIOM [e4aTH HaHECEHbI HOMEP
CEepHH U JlaTa UCTEYEHHs CpOKa
FOJHOCTH.

Ha amnysie MeTo10M Bbl1aBJIMBaHUA
HaHeceHbl pucka U (pasa,
NoKa3bIBaloLast MOJOBUHY
coaepxxumoro ammyJib (1 mn) - «Meta
dose» wim «1 mly; JOMOTHUTETBHO
HaHeceHbl LU(POBbIE U OyKBEHHbIE
0003Ha4Y€eHHsl, CBA3AHHBIE C
TEXHOJIOTUEH MPOU3BOACTBA.
Ilpomesicymounas ynakoeka
(Koneepme u3 anioMunuegoil (honveu)
Ha koHBepTe U3 aTIOMUHUEBOH (HONIBIH
yKa3aHbl:

TOProBO€ HAMMEHOBAHHE Npenapara,
MEX Iy HApOJHO€ HETaTEHTOBAHHOE
HaMMEHOBAHUE HA PYCCKOM H
AHTJIMICKOM A3bIKAX, JIEKapCTBEHHAs
(hopma, KOHLIEHTPALKs, - HAUMEHOBAHUE
¥ COZiep)KaHKe NeNHCTBYIOILErO
BellecTBa B 1 M1 ¥ mepevensb
BCIIOMOTaTe/IbHbIX BEIIECTB,
KOJIMYECTBO aMITyJ1, 00beM
COIEPXKUMOTr0 OHOM aMITyJibl,
yCJIOBHS OTIYCKa, YCJIOBHS XpaHEHMU,
npeaynpeauTebHble HaAMUCH:
«XpaHUTb B HEJOCTYITHOM ISl IeTeH
mectey, «Mcnons30BaTh TOJILKO Ui
UHTrJIsILMi yepe3 HeOynaiizep»,
«Crioco0® NpuMeHEHHs: M.
UHCTPYKIHUIO MO MEAULIUHCKOMY
NPUMEHEHHI0.», «Jlata BCKPbITUS
KOHBEPTA:»; HOMEP PEruCTPALIMOHHOTO
yIOCTOBEPEHHUs], HANMEHOBaHUE
TPEANPHUSITHSI-U3TOTOBHUTEIS U €0

Umsn JlaTa IMoanuckh
SRSt SIS R 6 J-p AnTonuo Ilerpone 27/02/2026 <Iloonuce>
KOHTPOJISI Ka4YecTBa
SR MERIOR N0 J-p Antonuo IlerTn 27/02/26 <IToonuce>
Ka4ecTBy




CEPTH®UKAT AHAJIM3A

yabmubyn
Byneconnn 0,5 mr/ma
Cycnensua 0na unzanayui 003uposannan

«/PKEHETHUK C.n.A.» Cepus Ne 062126R Anasn3 Ne 0217/2026
ITpousBoacTBeHHBINM y4acTok ) JlaTa ncreyeHusi cpoka
@uinano (CanepHo) Jlata nponssoncrea: 10/01/2026 roanoctu: 01/2028

Crpanuua 3134

perynaropxoro
CONpoBOX AeHus

1 obecneyenus
KayecTsa

CI'ETAANMCT OPCAGK
. V/
RAPCBA N1 <7m£/,

YZIOCTOBEPEHUs, HAMMEHOBaHKE
OpeANpUATUA-U3TOTOBUTENS U €r0
anpec («ITpousBeneHo:»);
HaMMEHOBaHUe AepxKaTelis
PErUCTPALIMOHHOTO Y0CTOBEPEHHUSI,
€ro JIOTOTHII ¥ aJIpEC; HOMEP CEPUH,
JaTy UCTEYEHHs CPOKa TOTHOCTH
(«I"oneH no:»).

Bmopuunasn ynakoeka (kapmonnas
nauka)

Ha xapTOHHOIi Mmayuke yKa3bIBaroTCs
TOProBO€ HAaMMEHOBAaHHUE Mpenapara,
MEXIy HapOHOE HEeMaTeHTOBAaHHOE
HaWMEHOBAaHHUE HA PYCCKOM U
QHIJIMACKOM SI3bIKaX, JIEKAPCTBEHHYO
(hopMy, KOHLIEHTPALIHIO,
HauMEHOBaHHE U COJIEPIKaHKE
JEWCTBYIOIIEro BelecTsa B 1 M1 1
NepevyeHb BCIIOMOraTellbHbIX BEILECTB,
KOJIMYECTBO aMIyJi, 00beM
COIEPIKUMOTO OJTHOM aMImyJibl,
YCJIOBHUSI OTITYCKa, yCJOBUS XpaHEHUs,
NpexynpeauTeNbHbIe HAMKUCH:
«XpaHWuTh B HEAOCTYITHOM JUIS [€TEH
mecten, «Mcnonb3oBath TOMLKO Ais
MHTaNsAumii yepe3 HeOyaizepy,
«Crnocod NpuMeHEHHUS: CM.
UHCTPYKIIMIO [0 MEAULIMHCKOMY
MPUMEHEHUI0.», « CTEPUIIBHON ;
HauMEHOBaHUe NpeNnpUsITUS-
M3TOTOBUTEJIS U €r0 apec
(«ITpou3BeeHO:»); HAMMEHOBAHKE
JeprKaTeNsi PEruCTpalliOHHOIO
YZIOCTOBEPEHHS], €r0 JIOTOTHUI U aPec;
HOMEp CEepuM, 1aTy MPOM3BOACTBA U
JlaTy UCTEYEHHs CPOKa IOTHOCTH,
HOMEp PErCTPaLMOHHOTO
YAOCTOBEPEHUS], INTPHX-KO/I.

JIONOHUTENIBHO MOTYT GBITH
HAHECEHbI CPe/ICTBA UAEHTU(DUKALIMY, a
TaKXKe MOXKET ObITb HaHECEHA
HakJIeiika, obecrneumBaoas KOHTPOJIb
TIEPBOr0 BCKPBITHSIL.

anpec («IIpousBeneHo:»);
Ha¥MEHOBaHUE JiepxKaTeJIst
PEruCTPALIMOHHOTO Y10CTOBEPEHHMS,
€T0 JIOTOTHUII U aJIpec; HOMEp CEpHH,
Jlata UCTEYEHUsl CPOKa rOAHOCTH
(«I'omeH mo:»).

Bmopuunan ynakoseka (kapmonnasn
nayka)

Ha xapToHHOI1 mauke yka3aHbl
TOProBO€ HAMMEHOBAHUE Npernapara,
MEX Iy HApOIHOE HEMATEeHTOBAHHOE
HaWMEHOBAaHHWE Ha PyCCKOM U
AHITIMHCKOM fI3bIKaX, JIeKapCTBEHHAs
(bopma, KOHLEHTPALHMIO,
HauMEHOBaHHE U COJIepIKaHne
JENCTBYIOLLETO BeliecTsa B 1 M1 1
MepeYeHb BCIIOMOraTelIbHbIX BEIECTB,
KOJIMYECTBO aMIyJi, 00beM
CO/IEP)KUMOTO OZHOM aMITyJIbl,
YCJIOBHS OTIYCKa, YCJIOBHSI XpaHEHHS],
npeaynpeauTeabHbIEe HAAMUCH:
«XpaHUTb B HEJIOCTYITHOM [IIsl J€TeH
mectey, «Mcnonb30BaTh TONBKO s
VHraJIsiumi yepe3 HeOyJaiizepy,
«Crocod npuMeHeHus: cM.,
MHCTPYKIIMIO 110 MEAULIUHCKOMY
MPUMEHEHHIO.», « CTEpUITLHOY;
HaWMEHOBaHUE NpeNNpUsITHS-
M3TOTOBUTEIS U €ro apec
(«ITpousBesieHo:»); HaMMEHOBaHKE
JepXKaTeis perucTpaluoOHHOTO
YIOCTOBEPEHHS], €0 JIOTOTHIT U a/Ipec;
HOMEp CepuM, JaTa NPOU3BOICTBA U
JlaTta UCTEYEHUsI CpOKa FOJHOCTH,
HOMEp PEruCTPaLMOHHOIO
YIOCTOBEPEHHUS, LUITPHUX-KOI.

I[OHOJ]HI/ITCJI])HO HAHECEHBI CPEJICTBA
meran)nKauun, a TaK)XX€ HaHeCeHa
HakJielka, 06ecneqmzalou1aﬂ KOHTpPOJIb
[IEPBOIO BCKPLITHS.

HUmsa JlaTa Moanuck
PykoBoauTens cityx0b
KOHTPOJISi KAYeCcTBa A-p Antonno Metpone 27/02/2026 <Iloonuce>
Y0/IHOMOYeHHOE JIMII0 1O
KauecTBy J-p AuTonmno IerTu 27/02/26 <[loonuce>




CEPTUP®UKAT AHAJIM3A

Myasmuoyn
Byneconnpa 0,5 mr/ma
Cycnenzus 0211 uHzanayuil 003uposaHHan

«/DKEHETHK C.n.A.» Cepus Ne 062126R

Anaan3s Ne 0217/2026

[Tpou3BoACTBEHHBIH yUacTOK

®umano (CanepHo) Jara npousBoacrsa: 10/01/2026

JlaTa HcTedeHHs CPOKa
roasoctu: 01/2028

CrpaHuua 4 s 4

VYcnoBus XxpaHeHus XpaHWUTh B 3alIMIIEHHOM OT CBETa
MecTe, IPH TEMIepaType He BhILLe
30°C. OTkpblITas ammyJia 10JKHa ObITh
MCIOJIb30BaHa B TeUEHUE 12 4acos.
[Tocne BCKphbITHS KOHBEPTA,
coJeprKaliecs: B HEM aMITyJIbl
JIOJDKHBI ObITh UCTIOJIB30BaHBI B
Te4eHUe 3 MecsLEeB

XpaHeHHe B 3aLIMILEHHOM OT CBETa
MecTe, PU TeMIepaType He BbIIle
30°C. OTkpbiTas ammyJia 10JKHA ObITh
WCTOJIb30BaHa B TeueHue 12 yacos.
ITocne BCKpbITHSI KOHBEPTA,
COZIEpIKAIMECs B HEM aMITyJibl
JIOJIKHBI OBITh UCTIOb30BaHbI B
TeueHUe 3 MecsLEB

Cpoxk roaHoctu (XpaHeHus) 2 roga

2 rona

n.r. ¥* = He yka3aHo, MeHee JOMyCTUMOro Npejiesia 00HapyKeHHsl.
n.d.** = He oOHapyKeHO.

*TTokaszarenu «Pecycnenaupyemoctb» u «PacmpeneneHue 4yacTull o pasmepy» U Metoauku I'® PO ykasaHbl B COOTBETCTBUH
¢ TpeOOBaHUAMH K CTAHIAPTH3ALUK JaHHON JIeKapCTBEHHOH (OPMbI, NPUHATHIMU B PD. MeTOAMKY HE UCTIONIB3YIOTCS

MMPOU3BOAUTEIIEM. Iloka3arenu MOI'YyT OTCYTCTBOBATb B cemebm(aTax aHajiusa.

CepruduKaThl KauecTBa COAEPKAT MOKa3aTesl U HOPMbI HA MOMEHT BbIITyCKa Mpenapara.

JlaHHas cneun(yKaLus periaMeHTUPYET KauecTBO Mpenapara Ha BeCh CPOK FOJHOCTH M MOXKET OTJINYAThCsl OT CEPTU(HKATOB.
Ipu BbIMyCKe Tpenapara MOTyT MPOBOAUTBCS JOMOTHUTEIbHbIE TECTbI, HE YKa3aHHbIE B IaHHOW CrieHUKaLMy.
Tpumeuanue: [ponykt coorserctByet TpeGoBanusm HJI JITT-Ne(002194)-(PI'-RU)-180423 (Poccuiickas ®enepauus).

1303 0%

CEEARATHCT OPCIOK
k&POOA 1.0, <Tltol.

HUms Jara Moanuck
PykoBoauTe/ib ci1yx0bl J-p Antonno INetpone 27/02/2026 <[IToonucv>
KOHTPOJIsI Ka4ecTBa
YnoJIHOMO4Y€eHHOe JIMLO 10 JI-p AuTtonno Merrn 27/02/26 <[loonucv>
Ka4yecTBY




AO «KAKPUXHWH»
JSC «AKRIKHIN»

SOP004510

PASPEHIEHUE HA PEAJIM3ALIAIO Ne 141_2026
(CERTIFICATE OF COMPLIANCE)

HAMMEHOBAHUE NPOAYKIHUMU I'T:

YJIBMUBY JI CYCIIEH3US JIUI MHTAJIALMN JOSUPOBAHHAS,

FINAL PRODUCT NAME: 0.5 MI'/MJI 2 MJI Ne20
CTPAHA-UMIIOPTEP: Uramus

IMPORTING COUNTRY:

MEXIAYHAPOJHOE HEITIATEHTOBAHHOE Byneconun
HAMMEHOBAHHUE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPUU: 062126R

BATCH No:

KOA MPOAYKTA I': BDSN-1602-800
FINAL PRODUCT CODE:

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

JATA ITPOU3BOACTBA 10.01.2026

DATE OF MANUFACTURE

I'OJEH J0: 01.2028

EXPIRY DATE:

OBBEM INOJIYYEHHOMU NMPOAYKIIMN 22008 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

IJIOLIA/IKE B IIOJTHOM COOTBETCTBHH ¢ TpedoBanusasMu cGMP 1eeBoro pbIHKa U perucTpalMoOHHON JOKYMeHTaHeN.

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.

KauecTtBO npoaykra coorercTByeT TpedoBanusim JIII-Ne(002194)-(PT'-RU)-180423 u noaTBep:kAeHO cePTU(HUKATOM aHAIN3A
Ne 0217/2026 ot 27.02.2026.

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.

Ynonnomouennoe jauno Maprynckas A.E. Ilpukas Ne 379 ot 24.07.2023

Qp Name Order

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

Jlata BeIITycKa: 13.03.2026 16:35:09

Jlata pacneuaTku: 13.03.2026

Jlnet 2 n3 2




