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.: 051526

Analysis n°: 0356/2026

Manuf. date: 13/01/2026

Exp. Date: 01/2028
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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

Uniformity of dosage
units

If AVqo > 15 test other 20 units
AV3; < 15 and no unit is less than
(1- 12~ 0.01)M and more than
(1+L2*0.010M

pH 4.0 + 5.0 4.4
Do <1 pm 0.8 ym
Particle size distribution* Dso < 5 pm 1.8 pm
Dgo < 7 pm 4.6 ym
Density (1.002 + 1.008) g/cm? 1.006 g/cm?
Assay (95.0 + 105.0) % 97.7%
(0.475 + 0.525) mg/ampoule 0.489 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 % 0.14%
Single unknown impurity < 0.5 % 0.10%
Total unknown impurities < 1.0 % 0.15%
Total impurities < 1.5 % 0.29%
AV10 <15 AV1o =0.2

not required

Extractable volume (2.00 = 2.10) ml 2.05 mt
Sterility The drug product must be sterile Sterile
Name Date Signature
Q.C. Manager Dr. Antonio Petrone 09/02/2026 /?'c-ﬁ ﬁ/_/—
Qualified Person Dr. Antonio Petti OFPlo2 /Zé /@M
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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
btock 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.

| trade name of the drug, concentration, volume, route of

Primary packaging (ampoule)
The ampoule label states:

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 ampoute, 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.

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

not reported, below disregard limit.

* 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 JIM-Ne(002194)- (PI'-RU)-180423. (Russian Federation).

Name

Date

Signature

Q.C. Manager

Dr. Antonio Petrone

09/02/2026

e

Qualified Person

Dr. Antonio Petti
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CEPTUP®UKAT AHAJIU3A

Iyasmuodyn
Byneconup 0,25 mr/ma
Cycnen3us 014 unzanayuii 003upoeaHHan

«/DKEHETHK C.n.A.»
ITpou3BoACTBEHHBIH yyacTok
®uiuano (CanepHo)

Cepus Ne 051526

Anauan3 Ne 0356/2026

Jara npousBoacrsa: 13/01/2026

JlaTta HcTeyeHHus CpoKa
roguoctu: 01/2028

Crpanuua 1ms 4

HUcnbiTaHue Cneundukauus Pe3ysibTaThl
Onucanue OnHOpOJIHAs cycrieH3ust 6esoro 1BeTa benas onHopoaHas cycreH3us
[Monoxurenshbiii (BOXX)
BpeMﬂ BBLIACPKKHA OCHOBHOI'O ITMKa BpCMﬂ BBIIEPKKHU OCHOBHOTI'O ITMKa
IIaBHOIO KOMIIOHEHTA Ha XpoMarorpamMme IIAaBHOT'O KOMITIOHEHTA Ha XpoMarorpamMme
MACCIIC1yEMOro pacTBOpa 10/HKHO HUCCJICyeMOro pacTBopa COOTBETCTBYET
COOTBETCTBOBATH BDEMECHHU BBIACPIKKH ITHKA BPEMCHH BBIJICPKKH IMHKA B}’HCCOHHIIa Ha
Byneconuaa Ha xpomarorpamme XpoMaTrorpaMme CTaHJapTHOIO pacTBOpa.
I/IﬂeHTl/IQ)HKaHHﬂ CTaHAAPTHOI'0 pacTBOpa.
[Tonoxurenbhblii (YD)
Y®-cnekTp uccieyeMoro pacrtsopa Y®-criekrp uccneryeMoro pacrsopa
0,002 % (macca/oObem) B MHTEpBaAJIE JUIMH 0,002 % (macca/obbem) B HHTEpBAJIE IJIMH
BoJiH 0T 200 10 350 HM J0JKEH UMETh BOJIH 0T 200 10 350 HM UMeeT MakCUMyM
MaKCUMYM MOTJIOUICHHUS MTPU JIJIMHE BOJIHBI MOrJIOUICHHUS TIPU JIJIMHE BOJIHbI 246 um
246 um
Pecycnenaupyemoctb* CycneHsus 10JhKHa ObITh FTOMOr€HHOM CycneH3us rOMOreHHa B Te4eHue 2
B T€YEHHUE 2 MUHYT MoOCJie MUHYT MOCJIE€ BCTPSXUBAHHUA OKOJIO 1-2
BCTPSAXMBAHUS OKOJIO 1-2 MUHYT MUHYThI
pH 4,0+5,0 4.4
Pacnpenenenue yactuu no pasmepy* Dv [10] He Gonee 1 Mkm 0,8 Mkm
Dv [50] He Gonee 5 MkMm 1,8 MkM
Dv [90] He Gonee 7 MKkM 4,6 MKM

[LnoTHOCTH

(1,002 = 1,008) r/cm?

1,006 r/cm?

KonuuecTBeHHoe OnpeaeiCeHue

(95,0 + 105,0) % OT 3asBJIEHHOTO
colepxaHus OyaecoHuaa:
(0,475 + 0,525) mr/amnyna

97,7 %

0,489 mr/ammyna

[Tpumecu
JT4EN PEFYNATOPHOrO

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

He yka3zaHo**
HE yKa3aHo**
HE yKa3aHo**

CONPOBOX[EHMA W  OBECNEYEHMA Ipumecs L < 0,5 % 0.14 %
Emnuunas HeuaeHTudumposanHas
KAYECTBA npumecs < 0,5 % 0,10 %
D 4 O‘; 078 CyMMa HeHIeHTUPUIIMPOBAHHBIX
npumeceit < 1,0 % 0,15%
Cymma Beex npumeceii < 1,5 % 0,29 %
OnHOPOAHOCTH 103UPOBAHUA AVio<15 AVi0=0,2
ChAZiaaANUCTOP CAGK Ecin AVio > 15 npoBoasiT UcnibITaHKs Ha
v ' / /7 apyrux 20 ammyJax;
KaPOBA NN .<’/MJ AV30 < 15 1 HeT aMITyJibl MeHee He Tpebyercs
ad (1-L2*0,01)M u 6onee
(1+L2*0,01)M
H3Bnekaemblii 00beM (2,00 +2,10) mn 2,05 mn
CTepunbHOCTh [IpenapaT 10KeH ObITh CTEPUIIbHBIM CrepunbHo
Umsa Jara IMoanuck
PykoBoanTe/b Ci1yK0obI
}llconBTpl:)Jm Kaqecy:;ab J-p AuTonuo INerpone 09/02/2026 <[loonucv>
Yy
"0“"01‘;';?:':3; MHOTO | 1.p AnTonmo MetTn 09/02/2026 <Moonuce>




CEPTUP®UKAT AHAJIU3A

Iyasmudya
Byneconng 0,25 mr/ma
Cycnenszus 01 uH2anAUUl 003UpoBaAHHAA

«JDKEHETHUK C.n.A.»
[Tpou3BOACTBEHHBIH yyacTOK
®uwano (CasiepHo)

Cepus Ne 051526

Anaimns Ne 0356/2026

Jara npousBoacrsa: 13/01/2026

JlaTa ucTeyeHHs CpoKa
roanoctu: 01/2028

CrpaHuua 2 s 4

OnucaHue YNAaKOBKH

[To 2 mu npenapata B amryJy u3
MOJIUATUJIEHA HU3KOM TMJIOTHOCTH.

5 ammyJ1 criasiHbl ApyT ¢ APYTrOM B BUJE
Os10ka. Kaxaplii 610k MOMEILAIOT B
KOHBEPT W3 JJAMMHHPOBAHHOM (ONbIHU.
[To 4 koHBepTa ¢ MHCTPYKLHUEH MO
NPUMEHEHUIO B Mayke U3 KapTOHa.

[To 2 mn npenapata B amIyy u3
MOJIMITUJIEHA HU3KOM MJIOTHOCTH.

5 ammyJ cnasiHel IpyT € IPYroM B BUZE
Onoka. Kaxxaplit 6710k NOMEIIAIOT B
KOHBEPT W3 JIAMUHUPOBAHHOMU (OJIbTH.
ITo 4 koHBepTa ¢ MHCTPYKLUE MO
MPUMEHEHHIO B MauKe U3 KapTOHa.

MapkupoBka

QTLEN PEFYNATOPHOrO

COMNPOBOXIOEHHA W OBECMEYEHUA
KAYECTBA
04 03, 207
CEAARINCT OPCAGH

RAFCOA A, n/{w L/

Ilepeuunaa ynaxkoska (amnyna)

Ha smuxemxe amnynel ykazvigaom:
TOProBO€ HAaMMEHOBAHKE Mpernapara,
KOHLIEHTpaLM0, 00beM, My Thb
BBEJICHMS.

Ha 60koBOIi cTOpOHE amyJibl
METO/IOM NeyaTH HAHOCAT HOMEP
CepHUM M 1aTy UCTEYEHUs CPOKa
rOJHOCTH.

Ha ammnyjie MeToI0M Bbl1aBIWBaHMUA
HAHOCAT PUCKY U (pasy,
MOKa3bIBAIOLLYO MOJIOBUHY
conepxumMoro ammnyJsl (1 mia) - «Meta
dose» wiu «1 ml»; 1ONOAHUTENBHO
MOTYT ObITh HaHeCeHbl LU(pPOBbIE
w/unu 6yKBeHHbIe 0003HAYEHMUS,
CBSI3aHHBIE C TEXHOJIOTHEM
MPOU3BO/CTBA.

Hpomedxcymounasn ynakogxka
(Koneepm u3 aniomunuegoi ho1bcu)
Ha xoHBepTe U3 altOMUHUEBON (GOJIbIU
yKa3blBalOT:

TOProBO€ HAMMEHOBAHKE Mpernapara,
MEX 1y HapO/IHO€ HEMaTeHTOBAaHHOE
HauMEHOBaHHE Ha PyCCKOM M
AHIJIMIACKOM f3bIKaX, JIEKAPCTBEHHY O
($hopMy, KOHLEHTPALHIO,
HaWMEHOBaHHE U COJIepKaHHe
JEeHCTBYIOLIEro BelecTBa B 1 M1 U
nepevyeHb BCIIOMOraTebHbIX BELIECTB,
KOJIM4ECTBO aMmyJl, 00beM
COJEPIKUMOTrO OJTHO amITyJIbl,
YCJIOBHs OTITyCKa, YCJIOBHS XPAHEHHUS,
npeaynpeanTebHble HaAMUCH:
«XpaHUTb B HEJOCTYITHOM [UIsl IeTEH
mecten, «Mcrnonp30BaTh TONLKO LIS
UHraNsuil uepes HeOynaiizep»,
«Cnocob NpuMeHEeHHs: CM.
MHCTPYKLIMIO M0 MEAMLIMHCKOMY
NPUMEHEHHIO.», «JlaTa BCKpPbITHS
KOHBEPTa:»; HOMEP PETMCTPALIMOHHOTO

Ilepsuunaa ynakoeka (amnyna)

Ha smuxemxke amnynel ykazamel:
TOProBO€ HaMEHOBAHUE Mpernapara,
KOHLIEHTpaLUs, 00beM, MyTb BBEIEHMUS.
Ha 60koBO# CTOpOHE amny.Jibl
METO/IOM T€4aTH HaHECEHbl HOMEp
Cepuu U JaTa UCTEUEHUs CpoKa
rOJHOCTH.

Ha ammyse MeToa0M BblaBIMBaHuUs
HaHeceHbl pucka U ¢pasa,
NokasbIBaoLas NOJIOBUHY
coaepkumoro ammyJbt (1 M) - «Meta
dose» wnu «1 ml»; nonoJHUTEIBLHO
HaHeceHbl LU(pPOBbIE U OYKBEHHbIE
0003Ha4YeHUs, CBSI3aHHBIE C
TEXHOJIOTHEH MPOU3BOJCTBA.
Ipomescymounan ynakoeka
(koneepm u3 anomunuesou Ponveu)
Ha xoHBepTe U3 altoMUHUEBO# (ONIbTH
yKa3aHbl:

TOProBO€ HAMMEHOBaHHUE Mpenapara,
MEX1yHapOJHOE HEMAaTeHTOBAHHOE
HauMEHOBaHHE Ha PYyCCKOM M
AHIIIMICKOM fI3bIKaX, JIEKapCTBEHHAs
(hopma, KOHIIEHTpaLUsi, HAUMEHOBaHUE
U cozepKaHue AeHCTBYIOLIEro
BelecTBa B | MJ1 M epeyeHb
BCIIOMOTATE/IbHbIX BEILECTB,
KOJIMYECTBO aMIyJi, 00beM
COJEPIKUMOr0 OJHOM amITyJibl,
yCIIOBHS OTITYCKa, YCIIOBHS XpaHEHHU,
npenynpeauTesbHble HaMuCu:
«XpaHUTb B HEAOCTYTHOM 1Sl IeTEH
mecrey, « Mcnoab30BaTh TONBKO UIs
UHransiuuit yepes HeOynaiisepy,
«Cnocob npuMeHeHUs: CM.
MHCTPYKLHIO MO MEAULIMHCKOMY
NPUMEHEHHI0.», «JlaTa BCKPbITHUS
KOHBEPTa:»; HOMEp PeruCTPalHOHHOrO
yI0CTOBEPEHUsI, HAUMEHOBAHUE
NPEeNNPUSTUS-U3TOTOBUTENSL U €T0

NUmsa JlaTa IMoanuck
PykoBoauTenb cyx0bl A-p Autonuo Merpone 09/02/2026 <Iloonuce>
KOHTPOJIA Ka4yecTBa
YnosHomMouyeHHOeE JIMLO MO J-p Autonno Iertn 09/02/2026 <[IToonucey>
KayecTBY




CEPTUO®UKAT AHAJIN3A
Ilyasmudyn
Byneconnn 0,25 mr/ma
CycneHn3us 0na UH2AnAYUR 003UPOBAHHAA
«JOKEHETHUK C.n.A.» Cepusn Ne 051526 Anaan3 Ne 0356/2026
HpOl:;BOH,CTBeHHbIH Y4acTOK Jlata nponssoxcrea: 13/01/2026 JaTa ucreyenust cpoka
uuaHo (CanepHo) ronnocru: 01/2028
CrpaHunua 3 us 4
YAOCTOBEPEHUSI, HAMMEHOBAHUE azpec («ITpousBeneHo:»);
NpeANpUsITUA-U3TOTOBUTEINS U €ro HauMeHOBaHUe AepxaTels
azpec («ITpousBeneHo:»); PErucTpaliOHHOTO Y0CTOBEPEHUS,
HauMEHOBaHUeE JepkaTess €ro JIOrOTHUII U aJpec; HOMEP CepuH,
PETUCTPaLIOHHOTO Y0CTOBEPEHUS, JlaTa UCTeYeHHs CpoKa rOHOCTH
€ro JIOTOTUII 1 aJipec; HOMEp CEpuH, («'omen mo:»).
JaTy UCTEUEHUs CPOKa FOTHOCTH
(«T'onen no:»).
Bmopuunasa ynaxkoeka (kapmonnas Bmopuunan ynakoseka (kapmonnas
nauka) nauka)
Ha xapToHHOI nmayke yka3bIBatoTCs Ha kapToHHO# nauke yka3zaHbl
TOProBO€ HaMEHOBAHUE Mpernapara, TOProBO€ HaMMEHOBAaHHE Mpemnapara,
MEXy HApOIHOE HEeMaTeHTOBaHHOE MEX /Iy HapOIHOE HEMAaTEeHTOBaHHO®
HalMEHOBAHUE Ha PYCCKOM U HauMEHOBAaHUE HA PYCCKOM M
AHIIMACKOM SI3bIKAX, JIEKAPCTBEHHYKO | aHTIMHACKOM fA3bIKax, JJ€KapCTBEHHas!
($hopMy, KOHIEHTpALHMIO, (opma, KOHLIEHTPALIUIO,
HAVMEHOBAHUE U COJEPKaHHE HaUMEHOBAHUE U COZlepXKaHHe
JEWCTBYIOILETO BelecTBa B | M1 1 JeHCTBYIOLLEro BellecTBa B 1 M1 U
TepeYeHb BCIIOMOraTebHbIX BELIECTB, | MEpeYeHb BCIIOMOraTeNbHbIX BELIECTB,
KOJIMYECTBO amItyJi, 00bem KOJMYECTBO aMItyJ1, 00beM
COZIEP)KUMOTO OJHOM aMITyJibl, COEP)KUMOTO OJHOM aMITyJisl,
YCIIOBUSI OTITYCKa, YCJIOBUSI XpaHEHHs, | YCJIOBUsI OTIYCKa, yCJIOBUS XpaHEHUS,
NpemynpeanTeNbHble HAMUCH: npeaynpeauTesbHble HaaMuCH:
OToEn PETYNATOPHOTO «XpaHWUTb B HEJOCTYTHOM /IS IETEH «XpaHUTb B HEJOCTYITHOM IJIs I€TEH
MmecTey, «Mcnosabp30BaTe TONBKO 1J1s mectey, «Mcrnonb3oBaTh TONbKO AJs
CONMPOBOXAEHHA W OBECMEYEHHA UHransuuii uepes HeOynanzepy, UHTaJIAUMH Yepe3 HeOynaiizepy,
«Cnoco0 NpUMEHEHUs: CM. «Cnocob MpuMeHEHUs: CM.
KAHECTBA UHCTPYKLMIO N0 MEAULIMHCKOMY HUHCTPYKIIMIO TTI0 MEAULHUHCKOMY
04 03, 7078 HIPUMEHEHUI0.», « CTEPUIILHON; MPUMEHEHNIO0.», « CTEpUIIbHON;
HauMEHOBaHUeE MPEANPUATHS- HaMMEHOBaHUWE NpeANPUATHS-
U3rOTOBUTEIS U €0 aJipec M3TOTOBUTEJIS U €r0 afpec
(«ITpon3BeneHo:»); HAMMEHOBaHKE («ITpoun3sBeneHo:»); HAMMEHOBaHKE
JeprKaTes perucTpalMoOHHOTo JepKaTeis PerucTpaLuoHHOro
CrzdAANUCT OPCHOK YIOCTOBEPEHHSI, €T0 JIOTOTHUI M aPEC; | YAOCTOBEPEHHS, Er0 JOTOTHII U a[Ipec;
[/ / HOMEp CepHH, 1aTy MPOU3BOJCTBA U HOMEp CepHH, AaTa NPOU3BOACTBA U
KaFOBA DT '~<//,(,{}}~/ JlaTy UCTEUEHUs CPOKa TOHOCTH, JlaTta UCTEYEHUs! CpOKa FOAHOCTH,
' HOMEp PErucTpaLMoOHHOTO HOMEp pErucTpaMoOHHOTO
YZIOCTOBEPEHHUS, INTPUX-KOJI. YIOCTOBEPEHHUS, IUTPUX-KO.
JONOJHUTENBLHO MOTYT ObITh JIOTIO/THUTENIbHO HAHECEHbI CPECTBA
HAHECEHBI CPENICTBA MACHTU(UKALMY, @ | UACHTU(DHUKALINY, & TAK)KE HAHECEHA
TaKKe MOXKET ObITb HaHeceHa HakJieiika, obecneduBaroias KOHTPOJb
HakJielika, oOecrieunBaoLas KOHTPOJIb | MEPBOTO BCKPBITHSL.
NEPBOr0 BCKPBITHSI.

Umst JlaTa Ioanuck
PykoBoauTesb cayxk0Obl J-p Anronno Metpone 09/02/2026 <Iloonucey>
KOHTPOJISl KaYecTBa
Yno,JIHOMOYEHHOe JIMLIO Mo J-p Autouuo Mertn 09/02/2026 <[Toonucv>
Ka4eCTBY




CEPTU®UKAT AHAJIM3A

Iyasmuodyn
Byneconuna 0,25 mr/ma
Cycnensus 0na unzanayui 003upoeannas

«/DKEHETHUK C.n.A.»
[TpousBoacTBeHHbBIH yuacTok
®uuiano (CanepHo)

Cepus Ne 051526

Anauns Ne 0356/2026

Jara nponsBoacrsa: 13/01/2026

JlaTa HcTedeHHs cpoka
roguoctu: 01/2028

CrpaHuua 4 ns 4

VcnoBus xpaHeHust

XpaHUThb B 3aUIMIICHHOM OT CBETA
MECTe, TIPH TEMIIEpPAType HE BhILIE
30°C. OTkpbiTas amnyJia J0JKHA ObITh
WCIONIb30BaHa B TeueHue 12 4acos.
[Tocne BCKpbiTUS KOHBEPTA,
coJepKalecs: B HEM aMItyJIbl
JOJKHBI ObITh MCIOJIB30BAHbI B
TE€YEHHUE 3 MECsLEB

XpaHeHue B 3allMLIEHHOM OT CBeTa
MeCTe, NP1 TEMIIepaType He BhILLE
30°C. OTkpblTas ammyJia 10JKHA ObITh
MCII0J1b30BaHa B TeYEHUE 12 4acos.
ITocne BCKpbITUS KOHBEPTA,
COJIepXKALLMECS B HEM aMITyJIbl
JIOJDKHBI ObITh UCIIOIB30BAHbI B
TeyeHue 3 MecsLEeB

Cpok ronHocTtH (XpaHeHwus)

2 roga

2 roma

n.r.** = He yka3aHo, MeHee JOIyCTUMOTO Npefieia 0OHapyKeHHUs.

n.d.** = He oGHapyKeHO.

*ITokasarenu «PecycnenanpyemocTsy u «Pacnpenenenue 4acTuil no pasmepy» u metoauku ['® PO YKa3aHbl B COOTBETCTBUH
C TPeOOBAHMAMM K CTAHAAPTH3ALMH TAHHO# JIEKapCTBEHHON (HOPMbI, IPUHATHIMU B PD. MeTOIMKH He HCTONb3yI0Tes
npousBoautesnem. [Tokasarenn MOryT OTCyTCTBOBaTh B CepTH(HKATaX aHAM3a.
Ceprudukarsl kauecTBa ConepkaT NoKasaTen © HOPMbl HA MOMEHT BbINyCKa Npenapara.

HlauHas cienn@ukauns periaMeHTUpyeT KauecTBO npenapara Ha BeCh CPOK FOJHOCTH M MOKET OTJIMYATBCS OT CePTH(HUKATOB.
Ilpu BbiMycke mpenapata MOTyT MPOBOIMTHCS JOTOJIHUTE bHBIE TECTI, HE YKA3aHHbIE B TAHHOM crielH(pHKALMN.

IIpumeuanue: [Ipoaykt cootseTcTByeT TpeGoBanusam HJI JIIT-Ne(002194)-(PI'-RU)-180423 (Poccuiickas ®enepars).

OTpEN PEFYAATOPHOIO
COMPOBOX/EHMS M OBECNEYEHUS

KAYECTBA

0L 03, 12016

CIEARANMCT OPLUGK "
RAPC3A N.1, {f/a/v”

Uwmst JlaTa Moanuce
PykoBoauTe b CIIyKObI J-p Antonno IMerpone 09/02/2026 <[Toonuce>
KOHTPOJIS1 KauecTBa
YnoJIHOMOYEHHOe JIHLO 10 J-p Aurtouno Merru 09/02/2026 <IToonuce>
Ka4yecTBY




AO «KAKPUXHWH»
JSC «AKRIKHIN»

SOP004510

PASPEHIEHUE HA PEAJIM3ALIAIO Ne 133 2026
(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: 051526

BATCH No:

KOA MPOAYKTA I': BDSN-1502-800

FINAL PRODUCT CODE:

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

JATA ITPOU3BOACTBA 13.01.2026

DATE OF MANUFACTURE

I'OJEH J0: 01.2028

EXPIRY DATE:

OBBEM INOJIYYEHHOMU NMPOAYKIIMN 22320 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 0356/2026 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 14:18:47

Jlata pacneuaTku: 10.03.2026

Jlnet 2 n3 2




