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.: 0622825

Analysis n°: 10060/2025

Manuf. date: 24/11/2025

Exp. Date: 11/2027
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Test

Specifications

Results

Appearance

White homogeneous suspension

White homogeneous suspension

Identity

Positive (HPLC)

The retention time of the main peak in the
chromatograms of the Sample solution must
correspond to the retention time of the
peak of Budesonide in the chromatogram of
Standard solution

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

The retention time of the main peak in the
chromatograms of the Sample solution
correspond to the retention time of the
peak of Budesonide in the chromatogram of
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

pH 4.0+5.0 4.4
Dio < 1 pm 0.5 pm
Particle size distribution* Dso < 5 ym 1.2 ym
Doo < 7 um 2.2 pm
Density (1.002 + 1.008) g/cm? 1.006 g/cm?
s (95.0 = 105.0) % 98.5 %
Y (0.950 + 1.050) mg/ampoule 0.985 mg/ampoule
Impurity A< 0.5 % n.r.
Impurity D < 0.5 % n.r.
Impurity K < 0.5 % n.r.
Impurities Impurity L< 0.5 % 0.13 %
Single unknown impurity < 0.5 % 0.08 %
Total unknown impurities < 1.0 % 0.08 %
Total impurities < 1.5 % 0.21%
AV < 15 AVio=2.5

Uniformity of dosage
units

If AVqo > 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

not required

Extractable volume (2.00 = 2.10) ml 2.04 ml
Sterility The drug product must be sterile Sterile
Name Date Signature
Yy
Q.C. Manager Dr. Antonio Petrone 16/01/2026 Sl fo—

Qualified Person

Dr. Antonio Di Salvia

19 GEN, 2075
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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/ALl/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 atuminum 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 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)-(PT-RU)-180423. (Russian Federation).

Name

Date

Signature

Q.C. Manager

Dr. Antonio Petrone

16/01/2026

Jot

Qualified Person

Dr. Antonio Di Salvia

19 GEN. 2026
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CEPTUO®UKAT AHAJIM3A

Hyasmuodyn
byaeconnna 0,5 mr/ma
Cycnen3us 014 uH2anAUUINL 003UPOBAHHAA

«JDKEHETHUK C.n.A.»
[Ipou3BOACTBEHHBIH yyacTOK
Owuiano (CanepHo)

Cepusn Ne 0622825

Anauaus Ne 10060/2025

Jara npousBoactsa: 24/11/2025

JaTa ucredeHus CpoKa
roguoctu: 11/2027

CrpaHuua 1l us 4

HcnbiTaHue Cneuuduxkanus Pe3ynbTaThl
OnucaHue OnHoponHas cycreH3us 0enoro uera benas oqHOpoaHas cycneHsus
[onoxurensubiii (BDXX)
BpCMﬂ BBIACPKKHA OCHOBHOI'O ITHKa BpCMH BBIJICPXKKHW OCHOBHOI'O ITHKa
TJIaBHOT'O' KOMIIOHEHTA Ha XpoMaTrorpaMmme I'JIAaBHOI'O KOMIIOHCHTA Ha XpoMaTorpamme
HUCCIIEAYEMOTO pacTBOpaA T0JIKHO HCCIeAyeMOoro pacTsopa COOTBETCTBYCT
COOTBETCTBOBATH BPEMECHU BBIACPIKKHU MUK BPEMCHHU BBIICPIKKH TTUKaA ByﬂeCOHI/lﬂa Ha
" byaeconuaa Ha xpomarorpaMme XpOMaTorpaMMe CTaHIapTHOIO pacTBOpa.
JeHTHHKALKS CTaHIapTHOTO PacTBOPA.
[TonoxurensHbii (YD)
Y ®-criekTp HcCeyeMoro pacTBopa Y®-criekTp ucciaeayemMoro pactsopa
0,002 % (macca/o0bem) B MHTEpBaJIE JUIMH 0,002 % (macca/o0beM) B MHTEpBAJIE UIMH
BOJH 0T 200 10 350 HM 10/KEH UMETh BoJIH 0T 200 10 350 HM MMeEeT MaKCUMYM
MaKCHUMYM IOTJIOUIEHUS NIPU JJIMHE BOJIHBI MOTJIOLIEHUS TIPU JAJIMHE BOJIHBI 246 HM
246 um
Pecycnenaupyemoctb* CycneH3usi 10/HKHA ObITh FTOMOT€HHOM CycrieH3us TOMOT€HHa B TeueHue 2
B TEYEHUE 2 MUHYT MOCJe MUHYT NOCJIE BCTPAXMBAHUS OKOJIO 1-2
BCTPSAXUBAHUSA OKOJIO 1-2 MUHYT MUHYThI
pH 4,0+5,0 4,4
Pacnpenenenue yactui no pamepy* Dv [10] He Gonee 1 MkM 0,5 MM
Dv [50] He 6oxee S MkM 1,2 MkM
Dv [90] He Gostee 7 MKM 2,2 MKM
ITnotHOCTS (1,002 + 1,008) r/cm? 1,006 r/cm?
KonuuectBeHHOE onpeneneHue (95,0 = 105,0) % ot 3as1BI€HHOrO 98,5 %

cozepkaHus OyaecoHua:
(0,950 + 1,050) mr/ammyna

0,985 Mr/ammyna

N
*4

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

HE yKazaHo**
HE ykazaHo**
HE yKazaHo**

= [Tpumecs L <0,5 % 0,13 %
! ; Enunuunas Heuaentudumponantas
12 npumeck < 0,5 % 0,08%
\\* * CyMMa HEUICHTU(ULIMPOBAHHBIX
% npumeceii < 1,0 % 0,08%
4 Cymma Beex npumeceit < 1,5 % 0,21 %
AVio <15 AVio=2,5
Ecnu AVio> 15 npoBoasT UCTIbITAHUS HA
apyrux 20 ammyJax;
, AV30 < 15 1 Her amITy bl MeHee He tpebyercs
KAP0BA N. 1. (1-12 *0,01)M u Gonee
(1+L2*0,01)M
H3Bnekaemeblii 00beM (2,00 +2,10) M 2,04 ma
CTepUIIbHOCTh [IpenapaT noJXkKeH ObITh CTEPUIIbHBIM CrepusibHO
Nms Jara IMoanuck
PykoBoanTe/b ciyk0bl
O J-p Autonmno IleTpone 16/01/2026 <[loonucv>
YnosHOMO4YeHHOoe JIUIIO 10
i — J-p Autonuno Iu CanBua 19 guB 2026 <[loonuce>




CEPTHU®UKAT AHAJIN3A

Myasmudya
Byneconun 0,5 mr/ma
Cycnensus 0na uH2ANAYUN 003UPOBAHHAA

«/DKEHETUK C.m.A.»
ITpou3BoACTBEHHBIH yuacTOK
Ouiano (CanepHo)

Cepust Ne 0622825

Anann3 Ne 10060/2025

Jara npousBoacrsa: 24/11/2025

JlaTa ncreyeHus cpoka
rogHoctu: 11/2027

CrpaHuua 2 s 4

OnucaHue ynakoBKU

ITo 2 Mn npenapara B amIyJty u3
MOJIN3TUIIEHA HU3KOH MIOTHOCTH.

5 amIyJ cnasiHbl IpYT C APYTOM B BHIE
6noka. Kaxaplit 0510k nmomeiarooT B
KOHBEPT M3 JIAMMHUPOBAHHOM (OJIbIH.
[To 4 koHBepTa ¢ MHCTPYKIUEH 1O
NPUMEHEHUIO B NAYKe U3 KapTOHA.

ITo 2 mn npenapara B ammyJty u3
TMOJIU3TUJIEHA HU3KOH MIIOTHOCTH.

5 amITyJ cniasiHbl IpYT C IPYTOM B BUJIE
610xka. Kaxnplii 6,10k mOMeIarT B
KOHBEPT M3 JIAMMHUPOBAHHOM (OJIbrH.
ITo 4 xoHBepTa ¢ UHCTPYKLHUEH O
NPUMEHEHUIO B MIA4YKe U3 KapTOHa.

MapxkupoBka

29, 01, 20%
CHENYATKCT ON
YLO0RA RN,

Ilepgeuunasn ynaxoska (amnyna)

Ha smuxemxe amnynel ykazvigarom:
TOProBO€ HAUMEHOBAHKE TIpenapara,
KOHLEHTpaIuio, 00beM, MyTh
BBE/ICHMSI.

Ha 60koBoOIi cTOpOHE amITyJibl
METOJIOM T1€4aTH HAHOCAT HOMEP
CepHH M JaTy UCTEYEHUs CPOKa
TOJTHOCTH.

Ha ammynie MeTo10M BbIIBIMBAHUS
HAHOCAT PUCKY U (pa3zy,
TIOKa3bIBAOLIY IO MOJIOBUHY
conaepkuMoro ammysl (1 mi) - «Meta
dose» wiu «1 ml»; JOMOIHUTENBHO
MOTYT ObITh HAHECEHBI LIU(DPOBbIE
n/unu 6yKBeHHbIE 0003HAYEeHMUS,
CBSI3aHHbIE C TEXHOJIOTHEH
NPOU3BO/ICTBA.

ITpomescymounas ynakoexka
(Koneepme u3 anlOmMuHUesol PHoiveu)
Ha koHBepTe U3 antoMUHUEBOM (OIBIU
YKa3blBaOT:

TOProBO€ HAMMEHOBAHKE Tpenapara,
MEXIyHapOIHOE HEMATEeHTOBAHHOE
HalMEHOBaHUE Ha PYCCKOM U
aHIIMICKOM 513bIKaX, JIEKAPCTBEHHYIO
(hopMy, KOHLIEHTpALIHIO,
HaUMEHOBaHUE U COIEPIKaHUE
JIEHCTBYIOLLETrO BeUlecTBa B 1 Mi U
nepeyeHb BCIIOMOraTeNIbHbIX BELIECTB,
KOJIMYECTBO aMItyJl, 00beM
COZEP’KUMOI0 OJJHOW aMITyJIbl,
YCIIOBUSI OTITYCKa, YCJIOBHS XpaHEHHUS,
npe Iy MpeAUTEbHbIC HAATUCH:
«XPpaHUTb B HEIOCTYITHOM [UIsl JETEH
mectey, «Mcnonp30BaTh TONBKO IS
UHrajasiuuit uepes HeOynalizepy,
«Cnocob nMpuMeHeHUs: CM.
WUHCTPYKLHUIO 110 MEIULIMHCKOMY
MPUMEHEHHIO.», «JlaTa BCKpBITHS
KOHBEPTa:»; HOMEp PerucTPaLHOHHOTO

Ilepguunan ynaxoeka (amnyna)

Ha smuxemxe amnyJiel YKA3aHvl.
TOProBO€ HAUMEHOBaHME Npernapara,
KOHLEHTpauus, 00beM, My Th BBEICHUS.
Ha 6okoBoii cTopoHe ammy.ibl
METOJIOM Te€4aTH HaHECEHBI HOMep
CEpHH M JaTa UCTEUEHHs CpOKa
TOJTHOCTH.

Ha ammynie MeTo10M BblA@BIUBaHUS
HaHeceHbl pucka u ¢pasa,
MOKa3bIBAIOILAS MOJIOBUHY
coaepxumoro ammyJsl (1 mi) - «Meta
dose» unu «1 mly; ONONHUTENBLHO
HaHeceHbl LU(pPOBbIE U OyKBEHHbIE
0003HauEeHNUs, CBS3AHHBIE C
TEXHOJIOTHEH MPOU3BOJICTRA.
Ipomesxcymounan ynaxkoska
(Koneepme u3 anwmunuesoil Gonveu)
Ha koHBepTe U3 altoMMHUEBO# (OIbrH
yKa3aHbl:

TOProBO€ HAUMEHOBaHUE Mpenapara,
ME KLy HapOIHOE HEMaTEHTOBAHHOE
HauMEHOBaHHWE Ha PyCCKOM U
AHIIMACKOM SI3bIKaXx, JIEKapCTBEHHAs!
(dopma, KOHLEHTpaLKs, HAMMEHOBaHUE
U COIEpKaHKE NCHCTBYIOILETO
BelleCTBa B | MJI ¥ IepeYeHb
BCIIOMOTATENbHBIX BEILECTB,
KOJIMYECTBO aMItyJi, 00beM
COJEP)KUMOI0 OJJHOW aMITyJIbl,
yCJIOBUSl OTITYCKa, YCIIOBHS XPaHEHHUS,
npexynpeAuTebHbIE HAaAMUCH:
«XpaHUTb B HEJOCTYITHOM IS IeTei
MmecTe», «Mcrnonb30BaTh TOIBKO AJIS
UHTaJILUi yepe3 HeOyaitzepy,
«Croco0 MpUMEHEHUS: CM.
HWHCTPYKLUHUIO MO MEAULITHHCKOMY
NPUMEHEHUIO.», «JlaTa BCKpbITUS
KOHBEPTa:»; HOMEP PErUCTPALHOHHOTO
YAOCTOBEPEHHS, HANMEHOBaHHE
NpEaAnpUuATUA-U3TrOTOBUTEIISA U €TI0

HUms Jara Moanuck
PykoBoauTens ciryx0Obl J-p Auronno Merpone 16/01/2026 <Iloonuce>
KOHTPOJISI KauecTBa
Yno1HOMO4YeHHOe JIULO0 Mo J-p Autouno Ju Cangua 19 stuB 2026 <[Toonuce>
Ka4yecTBY




CEPTUO®UKAT AHAJIM3A

IMyabm

uoyn

Byneconunn 0,5 mr/mu
Cycnen3us 01a unzanayuii 003upoSaHHaAA

«JOKEHETHUK C.n.A.»
[IpousBoacTBeHHBIH yuacToK
®uiano (CanepHo)

Cepus Ne 0622825

Anaaus Ne 10060/2025

Jarta npousBoacrsa: 24/11/2025

JlaTa HcTeyeHHns cpoka
roaHocru: 11/2027

CrpaHuua 334

29, 01. 20%
CNEN#ANKCT ON
XAP0BA NN,

YZIOCTOBEPEHHUS, HAUMEHOBaHUE
NPEANPUATHSA-U3TOTOBUTENS U €r0
anpec («ITpousBeneno:»);
HaMMEHOBaHUE JepiKaTels
PErrCTPALIMOHHOTO Y10CTOBEPEHHUS,
€10 JIOTOTHUII U aZIpeC; HOMEP CEepHH,
JaTy UCTEUEHUsI CPOKA FOJTHOCTH
(«T'omen mo:»).

Bmopuunan ynakoexa (kapmonnas
nauka)

Ha xapTOoHHO#1 nauke yka3bIBalOTCs
TOProBO€ HAMMEHOBAHKE Npenapara,
MEXIyHapOJHOEe HEMAaTEeHTOBAHHOE
HalMEHOBaHHUE Ha PYCCKOM M
AHIJIMICKOM SI3bIKAX, JIEKAPCTBEHHYIO
(hopMy, KOHLIEHTPALIHIO,
HaMMEHOBAHUE U COJIepKaHKE
JEeUCTBYIOLIETO BelecTBa B 1 Ml 1
NiepeYeHb BCIIOMOTaTe/IbHbIX BEILECTB,
KOJIMYECTBO aMItyJi, 00beM
COIEPIKUMOTO OJJHOM aMITyJibl,
YCJIOBHUS OTITYCKa, YCJIOBUS XpaHEHHS,
npenynpeauTeNbHble HaMuCu:
«XpaHUTh B HEOCTYTHOM JIJIs IeTe M
MecTey, «Mcnonb3oBaTh TOIBKO /J1st
UHrajsiui yepes HeOymnaiizepy,
«Cnocod npuMeHeHust: cM.
WHCTPYKLHMIO [0 MEAULIMHCKOMY
NPUMEHEHUI0.», « CTEPUITBHON
HaMMEHOBAHHWE MPEATIPUSATHS-
U3rOTOBMTENISI U €r0 aJipec
(«ITpon3sBeneHo:»); HANMEHOBaHKE
JepKaTeNs PEruCTPallMOHHOrO
YIIOCTOBEPEHHS, €r0 JIOTOTHIT U a[pec;
HOMEp CEpUH, 1aTy NMPOU3BOACTBA U
JaTy UCTEYEHUs1 CPOKa FOJHOCTH,
HOMEp PErucTpaLMOHHOIO
YIOCTOBEPEHHUS, IUTPUX-KOI.

JIOMOJHUTENBHO MOTYT ObITh
HAHECEHbl CPEICTBA MICHTU(DUKALMH, a
TaKkKe MOXeT ObITh HaHEeCEeHa
HakJielika, obecrneunBaoLas KOHTPOJIb
NIEPBOI0 BCKPBITHSI.

anpec («ITpousBeneHo:»);
HalMEHOBaHUE JeprKaTelis
PErMCTPALIMOHHOTO yI0CTOBEPEHMS,
€ro JIOTOTHII U aJpec; HOMEep CepuH,
JlaTa UCTEYEHUsl CPOKA TOJHOCTH
(«T'onen mo:»).

Bmopuunas ynaxkoeka (kapmonnasn
nauka)

Ha xapToHHOI nauke yka3aHbl
TOProBO€ HAaUMEHOBAHUE Mpenapara,
MEX 1y HapOJJHOE HEMaTeHTOBAaHHOE
HauMEHOBaHHE Ha PYyCCKOM M
AHIJIMKACKOM sI3bIKaX, JIEKaPCTBEHHAsI
(opma, KOHLIEHTpALIHIO,
HauMEHOBaHKE M COZIEpIKaHUE
AENCTBYIOLIETrO BELEeCTBA B | MJT
nepeyeHb BCIIOMOIaTeNbHbIX BEIIECTB,
KOJIMYECTBO aMItyJ1, 00beM
COZIEP)KMMOTI0 OZIHOM aMIyJibl,
YCIIOBHs OTITyCKa, YCJIOBUS XpaHEHHS,
npeaynpeanTesbHble HAAMUCH:
«XPpaHUTb B HEJOCTYTHOM IJIsl IETel
mectey, «Mcnosb30BaTh TONBKO s
UHTraJIiuMii yepes3 HeOymaiizepy,
«Cnocod NpuUMeHEeHHSI: CM.
MHCTPYKLMIO 110 MEULIMHCKOMY
MPUMEHEHHIO.), « CTEPUIIbHON
HauMEHOBaHHE NPeNNpPHUsTHS-
M3TOTOBUTEJIS U €0 aapec
(«ITpou3BenieHO:»); HAMMEHOBAHKE
JepIKaTesis PErucTpalluOHHOrO
YIOCTOBEPEHHS, €TO JIOTOTHUIT U aJIpec;
HOMEp CEpUH, JaTa MPOU3BOJACTBA U
[laTta MCTEYEHHUs CPOKa FOAHOCTH,
HOMEp PEruCTPaLMOHHOTO
YI0CTOBEPEHHS, IUTPUX-KOI.

JIONOIHUTENTbHO HAHECEHBI CPEICTBA
MIAEHTU(UKALMH, @ TAKXKE HAaHECEHa
HakJelika, obecrneymrBaroLIas KOHTPOIIb
NEPBOTO BCKPBITHSL.

HUmsa JlaTa IMoanuck
PykoBoauTesb ciyxobl
KOHTPOJIS KAECTA J-p AuTonuo [MeTpone 16/01/2026 <[loonucv>
YnoJIHOMOY€eHHOE JIMLO MO
KauecTBy J-p Autonno lu CanBua 19 auB 2026 <[loonuce>




CEPTUOUKAT AHAJIM3A

Myasmudyn

Byaeconna

0,5 mr/ma

Cycnen3us 014 UH2aNAYUI 003UPOBAHHAA

«JDKEHETUK C.n.A.»
[Tpon3BoACTBEHHBIN yUacTOK
Oumano (CanepHo)

Cepusi Ne 0622825

Anaan3s Ne 10060/2025

Jarta npousBoacTsa: 24/11/2025

JlaTa ucreyenus cpoka
roanoctu: 11/2027

CrpaHuua 4 us 4

YcnoBust XpaHEeHUs

XpaHWTh B 3aIIUILEHHOM OT CBETA
MecTe, NP1 TEMIEpaType He Bbille
30°C. OTkpbiTast amITyJia J0JKHa ObITh
UCII0JIb30BaHa B TedeHue 12 yacos.
[Tocne BCKpbITHS KOHBEPTA,
coJieprKallecsi B HEM aMITyJIbl
JIOJKHBI OBITh MCIIOJIb30BaHbI B
TeYeHHue 3 MecsLEeB

XpaHeHue B 3alULIEHHOM OT CBETa
MecTe, IPU TeMIIepaType He BhILLIE
30°C. OTkpbiTas amIyJia 10JKHa ObITh
UCII0JIb30BaHa B TeueHue 12 yacos.
[Tociie BCKpbITHS KOHBEPTA,
coJIiepIKallecs: B HEM aMITyJibl
JIOJI’KHBI OBITh UCTOJIb30BaHbI B
TeueHHe 3 MecsLeB

Cpoxk roaHoct (XpaHeHus)

2 rona

2 rona

n.r. ¥* = He yka3zaHo, ME€Hee J0IyCTHUMOro npejesa oOHapyKeHus.

n.d.** = He oOHapyKeHo.

*IToka3zaTenu «PecycnenaupyemMocTb» U «PacrpeeneHne 4acTuil o pasMepy» u Metonrku ['@ PO ykasaHbl B COOTBETCTBUH
¢ TpeGOBaHUSAMH K CTAHIAPTH3ALMHA JaHHOI JeKapCTBEHHOH (OPMBI, NPUHATHIMU B PD. MeTOANKHM HE HCTIONB3YIOTCS
npousBoauteseM. [TokasaTen MOTyT OTCYTCTBOBAaTh B CEPTH(HUKATAX aHAIIN3A.
CepTrduKaThl KauecTBa COEPKaT MoKa3aTeld U HOPMbl Ha MOMEHT BbIITyCKa Mpenapara.

JlanHas crienuduKaLus periaMeHTHPYEeT KauecTBO NMpenapaTta Ha BECh CPOK FOTHOCTH U MOXKET OTJIMYAThCA OT cepTu(UKaTOB.
[1pu BBITyCKe MpenapaTa MOTYT MPOBOAUTHCS IOMONHUTENbHBIE TECThI, HE YKa3aHHbIE B IaHHOMN crielndHUKaLnu.
Ipumeuanue: [pomykt coorercTByeT TpeGoBanusam HJT JITT-Ne(002194)-(PI'-RU)-180423 (Poccuiickas denepauus).

29. 01, 0%

CNENYATKCT OX

EAPOBA BN,
Umsa Hara IMoanuck
PykoBoauTesn caykObl JI-p Autouuo IMerpoue 16/01/2026 <Iloonucv>
KOHTPOJIS Ka4ecTBa
Y 110/IHOMOUYEHHOE JIHIIO 1O Ji-p Aszosino i Casmus 19 stHB 2026 <Ioonuce>
KauecTBY




AO «KAKPUXHWH»
JSC «AKRIKHIN»

SOP004510

PASPEHIEHUE HA PEAJIM3AIIAIO Ne 71_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: 0622825

BATCH No:

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

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

JATA ITPOU3BOACTBA 24.11.2025

DATE OF MANUFACTURE

I'OJEH J0: 11.2027

EXPIRY DATE:

OBBEM INOJIYYEHHOMU NMPOAYKIIMN 22030 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 10060/2025 ot 19.01.2026.

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 juuo PymsinueBa O.M. Tlpuxa3z Ne 431 ot 30.04.2021

Qp Name Order

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

Jlata BeIITycKa: 09.02.2026 09:43:13

Jlata pacneuaTku: 09.02.2026

Jlnet 2 n3 2




