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.: 0522523

Analysis n°: 9877/2023

Manuf. date: 20/12/2023

Exp. Date: 12/2025

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

dentity 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

{1-L2*0.01)M and more than
(1+L2*0.01)M

pH 4.0+5.0 4.5
Dio < 1 pm 0.8 ym
Particle size distribution* Dsp < 5 pm 1.5 pm
Dgg < 7 pm 2.7 pm
Density (1.002 = 1.008) g/cm? 1.006 g/cm?
pyom (95.0 + 105.0) % 100.9 %
¥ {0.475 + 0.525) mg/ampoule 0.504 mg/ampoule
Impurity A<0.5% n.r.
Impurity D < 0.5 % n.r.
Impurity K < 0.5 % L F,
Impurities impurity L < 0.5 % 0.14 %
Single unknown impurity < 0.5 % 0.07%
Total unknown impurities < 1.0 % 0.12%
Total impurities < 1.5 % 0.26 %
AV < 15 AVio = 2.6
Uniformity of dosage If AVio > 15 test other 20 units
units AV3; < 15 and no unit is less than 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 15/01/2024 At fm
o s
Qualified Person Dr. Antonio Di Salvia 1 b BEN, 2024 //é//
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GENETIC S.p.A.
Officina di Produzione
di Fisciano (Salerno)

CERTIFICATE OF ANALYSIS

PULMIBUD
Budesonide 0.25 mg/mi
Suspension for inhalations dosed out

Batch n.: 0522523

Analysis n°: 9877/2023

Manuf. date: 20/12/2023

Exp. Date: 12/2025
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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 mi) - “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 fn 1 mi 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 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 tist 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. = not reported, below disregard limit.

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 5t.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 15/01/2024 f\ — 3,{5;, —

Qualified Person

Dr. Antonio Di Salvia

1 6 GEN. 2024




CEPTH®HKAT AHAJIH3A

Myasmubyn
Byaeconna 0,25 mr/ma
Cycnenzus 0an unzaARWUG do3uposannan

«JUKEHETHK C.n.A»
[TpousBoacTBEHHBIN Yy4acTOK
Ouwano (Canepuo)

Cepun Ne 0522523

Anaans Ne 9877/2023

Mara npoussoacrea: 20/12/2023

lla‘m HCTCUCHHAN CPOKB
rognoctru: 12/2025

CrpaHuua 1uz 4

Henbiranne Cneunduxauns PesyabTaThi
Onucanne Oanoponnan cycneniun Genoro useta benas onHopoaHas cycneHius
[Monoxureanuntii (B KX)
Bpems BbUIEPAKKH OCHOBHOTO MWK Bpemst BLiaepkKH 0CHOBHOIO UK
TAABHOTO KOMIIOHCHTA Ha XpoMarorpammce FAaBHOTO KOMIOHCHTA HA XpoMaTOrpaMMc
HCCIAEAY EMOTO DACTBOPA J0/HKHO HCCACIYCMOTO pacTsopa CoOOTBCTCTBYCT
COOTBETCTROBATL BPEMEHU BhLICPKKH TTHKA BPEMCHH BbLLACPKKH NHKA 5}'.‘1@00““;‘1[} Ha
Eynecot-m;m HA XpoMarorpamMme XpoMaTorpaMmce CTalaapTHoro pacTeopa.
HﬂcHTH¢HKﬂﬂHﬂ C’TRH}]SPTHDI'() pacrsopa.
HMosowureasuuii (YO)
Vd-cnexrp ueeneayemore pacrsopa Y®-crnicrrp uccaeayemoro pacrsopa
0,002 % (macca/obuem) B unreppane L | (0,002 % (macca/oOnem) B HHTEPBAIE LTHH
Bou o1 200 10 350 UM JomkeH HMETE BOJTH 01 200 10 350 HM HMeeT MAKCHMYM
MAKCHMYM NOTIOMCHHS [IPH 1JIHHE BOIHBI HOrAomenHs IPH mue Bostsl 246 uM
246 um
Pecycnenanpyemocts* Cycniensusn NOMKHA GbiTh rOMOreHHOH Cycnensusn romorexna B reueHue 2
B TeueHHe 2 MUHYT nocne MUHYT nocie BCTpaxHeanus 0kono 1-2
BCTPAXHBaHHA OKOMO |-2 MUHYT MHHY Thi
pH 40+35.0 4.5
Pacnpenenenue vactuu 1o pasmepy* Dv [10] He Gonee 1 MM 0,8 Mkm
Dv [50] ue Gonee S MM 1.5 MkM
Dv [90] ue Gonee 7 kM 2.7 mim
MaorhocTw (1,002 + 1,008) r/mn 1,006 r/ma
KonnuectaeHioe onpenenenue (95,0 = 105.0) % o1 3a8B18HHOFO 100.9 %

conepxanus Oyaeconuna:
(0.475 = 0,525) mr/amnyna

0.504 mr/amnyna

Mpisecs A < 0,5 %
Hpitveer D < 0,5 %
Hpitmecs K < 0.5 %
Mpitvecs L < 0.5 %

He veasano*#
HE VKazaHo* ¥
Hé yikazano™*

0,14 %
Eaunvinas nernesnvadinimposansas
tipumecs < (.5 % 0,07 %
f.'ym,\aa !icmcwrmf)mmpoaammx
mpumecedt < 1,0 % 0.12 %
Cysinia Beex upusecel < 1.5 % 0.26 %
ST b 1 BAHHSA AVio< 1§ AVig=26
d 0% Ll &
CAEAKATKCT OB s

Haty

RAPOBA 1.0, T

29 fus 1001

Eéai AVio > 15 fiposossi WCNLITAIIE Ha
Apvrax 20 amoy nax:
AVio < |5 1 wer amrVil menee
(1= L2*0.01)M u Bonee
(1+L3*0.00)M

Uasnexaemsiii 66beM

(3,00 = 2,10 ma 2.05 ma
Crepuasnocry |_Tipenapar aomken Bbith CrepuibHbm_| __Crepuabne
Waist Hdara foanucy
Pykosoanrean vayxbi i o P
KOHTPOAR KavecTsa A-p Anronno Merpoune 15/01/2024 <Hodnmuen>

¥noanomouennoe auuo 10
KayecTBy

-p Antonno JAu Cansua

16/01/2024

< oonucn=




___CEPTHOHKAT AHAJIM3A

Nyasmubya
byaeconna 0,25 mr/ma
Cycnensun OAR unzaanyuii 0o3uposannan

«JUKEHETHK C.n.A.» Cepun Ne 0522523 Anaans Ne 9877/2023
IMpon3eoncTBenHLIit yuacTok ‘ . Jlara netevenns cpoka
®uwano (Canepro) Aata nponsmoactua: 20/12/2023 roguocTu: 12/2025

CrpaHnua 2 us 4

Onucanue ynakosku

[lo 2 w1 npenapara B amnyny w3
NOJIMITHIEHA HH3KOH TIOTHOCTY,

5 aMmty)1 criasbl IPYT ¢ APYTOM B BHIE
Grnoka. Kawawiit 610k nomewmaror s
KOHBEPT W1 1aMHHHPOBaHHOH (PONbru,
IMo 4 kousepra ¢ HHCTPYKUMEli NO
NPUMEHEHHIO B NaUKe W3 KapTOHA,

Ho 2 mn npenapara g amnyay w3
NOAHITHACHA HH3KOH NMIOTHOCTH,

5 amnys cnasHbl ApyT ¢ APYroM B Bue
Gnoka. Kawapiii 610k nomemaror s
KOHBEPT W3 JIAMHHHPOBAHHON donbTH,
IMo 4 xonBepra ¢ uHcTpyKUMeit no
NPHMEHEHHIO B Na4Ke W3 KAPTOHA,

Mapkuposka

CNEUMATHCT OX,
KAPOBA 1.1, <Tcals
29 AHB 20

llepsuunan ynakosxa (amnyna)
Ha smuxemie avnyae ykazweawom:

| TOProBoe HaAMMEHOBaKKe npenapara,

KOHUEHTPALHIO, 00BEM, NYTh
BBEICHHA.

Ha Gokosoii cTopose aminyinl
METO/IOM NeYaTH HAHOCAT HOMEp
CEPHH H-1aTY MCTEUECHHN CpOKa
FOAHOCTH.

Ha amnyne MetooM BhizaBnuBanms
HAHOCAT PHCKY M (pasy,
NOKA3BIBAOLLY O TIOJOBHHY
COACPARUMOro amnysl (1 ma) - «Meta
dose» uiu « | mby; AonoAHUTENBHO
MOTYT ObiTh HAHECEHBI UHPPOBBIE
WHAH OyKBeHHbIC 0003HaueHns,
CBA3AHHBIE C TEXHOMOTHEH
NPOU3BOICTBA.

Hpomexcymounan ynarosxa
(Koneepme uz aromunuesoi Poaveu)
Ha kousepre u3 amomunnesoi donbri
YKa3bIBaioT:

TOProBOe HAaHMEHOBAKKE Npenapara,
MEHLY HAPOIHOE HETIATEHTOBAHHOE
HAMMEHOBAHHE HA PYCCKOM W
AHIIMACKOM A3bIKAX, IEKAPCTBEHHYIO
Qopmy, KOHUEHTPALHIO,
HAWMEHOBANHE B COACPKaHUE
ACHCTBYIOWETO BeLlecTBa B | MA ot
NepeyeHb BCMOMOTATeNLHBIX BEWECTB,
KOTHYECTBO amiyl, 00bem
COAEPKUMOro OAHON aMITy bl
YCIOBHA OTMYCKA, YCAORHA XPAHCHHA,
MpeLynpeinTebHbIC HAANHCH:
«XpaHHTb B HEAOCTY [IHOM JL18 JeTed
MecTen, « Menonb3osaTh TobKO s
uHTanAURi vepes nedynaiizeps,
«Cnocob npuMeHeHns: oM,
HHCTPYKLUHIO N0 MEIHUHHCKOMY
MpUMEHEHHIO.», «/laTa BekphITHA

Mepeusnan ynaxosxa (amnyra)

Ha smuxemxe amnyan VRazamni:
TOProBoe HAHMEHOBAHHE Mpenapara,
KOHUEHTPaLMs, 00beM, NYTh BBEACHUA.
Ha Gokosoii cropone amny bl
METOOM fIE4ATH HAHECEHbI HOMEP
CEePHH W-JaTa UCTEYCHUA CPOKA
TOAHOCTH,

Ha amnyne meTosom sbitaBanBaHus
HaHeceHbl pucka u dpasa,
NOKa3blBAOWAR NONOBHHY
coaepxumoro amnyel (1 ma) - «Meta
dose» wan «1 mi»; nonosruTeNbHO
HaHECCHbI LIHQPOBLIC H Oy KBEHHbIC
0DO3HAYEHHNS, CBABAHHBIE C
TEXHOMOrHEH NPOU3IBOACTBA.
Hposexncymounan ynaxosra
(Koneepme u3 antomutiuesoit ovou)
Ha konsepre w3 amomunmenoii Gonbru
YKasaHbl:

TOproBoe HaMMeHOBaHHe Npenapara,
MCHIY HAPOAHOE HENATEHTOBAHHOE
HAHMEHOBAHHE HA PYCCKOM M
AHIIMACKOM A3bIKAX, JICKAPCTBEHHAS
(opma, KOHUEHTPALUS, HAUMEHOBAHHE
H COAepRKaHne AeHCTBYIOWEro
BEIECTBA B | Ma1 # nepevens
BCMOMOPATEILHBIX BEUIECTR,
KONMHECTBO amny.1, obem
COLCPHMMOTO OTHOH aMny b,
YCAOBHA OTIYCKA, YCIOBHA XPAHEHHS,
NPEaYTIPEAHTEIbHBIE HALMNCH;
«XpaHuTh B HEAOCTYNHOM JUIA JeTed
MecTe», « UCnoab30BaTh TONLKO AR
HHransuni uepes nebynaiaepy,
«Cnocod npumenenus: oM,
HHCTPYKILHIO 110 MEIHLITHCKOMY
npUMeHennio.n, «lata sekpeiTis
KOHBEPTAD). HOMEP PErHCTPALHOHHOTO
YAOCTOBEPEHHS, HAUMEHOBAHMe
NPEANPHATHA-HITOTOBHTENS W €10

KOHBEPTA ; HOMEP PErHCTPALMOHHOTO

 Hms

Nara Moanuce
PyxoBoanrens ciiymon ) . 0%/ P "
KOHTPOJIA KAaYeCTBA A-p Autonne Ierpone 15/01/2024 “floonuce:
FRAGCMaNRSOS D B0 A-p Autonmno JAu Cansua 16/01/2024 <Hoonuce>
KavecTBy




CEPTHO®HKAT AHAJIM3A

Iyasmubyn
bynecounn 0,25 mr/ma
Cycnensun oan uncaanuyuii do3uposannan

«JPKEHETHK C.n.A.»
lpownssoncreennsii yuactok
®uwano (Canepro)

Cepus Ne 0522523

Anaaus Ne 9877/2023

Aara nponssoacrsa: 20/12/2023

Jara ncrewenun cpoka
roanocru: 12/2025

Crpannua3uzs 4

YAOCTOBEPEHHA, HAUMEHOBAHHE
NPEANPUATHA-HITOTOBHTENS H €10
anpec («llpousBeneno:n);
HaHMEHOBAHHE AepiKaTeis
PETHCTPALHOHHOTO Y 10CTOBEPEHNA,
CrO IOTOTHI H A/IPEC; HOMEP CepHH,
ATy MCTEYEHHS CPOKA FOAHOCTH
(«'onex no:w).

Bmopuunan ynaxoexa (kapmonnan
navuka)

Ha kapronnoii nauke ykaiwisaiorcs
TOProBoe HAMMCHOBAHHE Npenapara,
MENTYHAPOAHOE HeNaTeHTOBAHHOE
HAHMEHOBAHHE HA PYCCKOM i
AHTTHACKOM A3bIKAX, JIEKAPCTBEHHYIO
dopmy, koHuenTpaimio,
HAUMEHOBAHKE W COdEPKaHHe
AeHcTBYIOMEro BelecTsa B | Ma
NEPEYEHb BCIIOMOTATE/IbHBIX BELLECTS,
KOJIMHECTBO aMimy.1, obbem
CONEPAHUMOro OHOM ammyni,
YCNOBHA OTIYCKA, YCOBUSA XpaHeHs,
NpeaynpeAnTeNbHbIC HAANHUCH:
«XpaHUTL B HEAOCTYIHOM /LIS neTeidi
Mecten, «HMenonb3osars Tonsko 1
HHransumii yepes neGynaiisepy,
«Cnocod npuMenenns: o,
HHCTPYKLHIO 110 MEAMUHHCKOMY
NPHMEHEHHIO.», «CTepuILHO»
HAHMCHOBAHHE NPEANPUATHS-
H3FOTOBHTEA M €10 anpec
(«Ilpousseneno:»); Hanmenopanme
JepHKaTens PerucTPaAHOHHOIO
YAOCTOBEPEHHS, €0 JIOrOTHII H aapec;
HOMEP CepiH, AaTy NPOW3BOACTBA
AaTy HCTEHEHHS CPOKA FOIHOCTH,
HOMED PErHCTPaLMOHHOIO
YAOCTOBEPEHUS, IHITPHX~KOLL,

Hononuntensho MoryT 6bits
HAHCCEHB! cpeacTBa HaeHTHDUKALMK, a
TaKkxe MOKeT ObiTh HaHeceHa
Hakneika, obecneunparowas KOHTPOIb

aapec («Ilponssesenon);
HAHMEHOBAHUE fepxKaTens
PETHCTPALIMOHHOTO YI0CTOBEPEHNUS,
€rO JIOTOTHIT 1 AAPEC; HOMED CEPUM,
AdTa HCTEHEHHA CPOKA IOAHOCTH
(«l"onen nomn),

Bmopuunan ynaxosxa {(kapmonnan
nauka)

Ha kapTonHoit navke ykazanbi
TOProBoe HAUMEHOBaHHE Npenapara,
MECHKIYHAPOIHOE HenaTeHToBaHHO
HAUMEHOBAHME HA PYCCKOM H
AHIITHICKOM A3BIKAX, JEKAPCTBEHHAR
topma, KOHUEHTPALHIO,
HaHMEHOBAHHE M COlEPKaHNE
AcHCTBYIOWIEro BelecTsa B | MJt H
NEPECHb BCIOMOraTe/IbHbIX BELIECTR,
KOJHUYECTBO aMmny.i. o0bem
COAEPAUMOTO OHOH aMmy b,
YCIOBHA OTIYCKA, YCIOBHA XpaHEHMS,
Npeay NPeInTeIbHbIC HAANHCH:
«XpaHuTh B HEAOCTYTIHOM 8 AeTel
mecter, «Menoansosars ToabKo nas
HHIasii yepes nebynaiizepy,
«Cnocob npumenerun: oM.
HHCTPYKUMIO MO MEHUHMHCKOMY
NpUMEHEHHIO.», «CTePHABHO»
HAUMECHOBAHME NPEANTPHATHS- |
H3TOTOBHTENIS U ero aapec
(«ITpounsmesnenon); nanmenosanne
AepKATENA PErucTPALHOHHOTO
YAOCTOBEPEHHS, €I0 TOFOTHI W aapec;
HOMEp Cepuu, aaTta NPOU3BOACTBA H
Aata HCTEHEHHSA CPOKA IOAHOCTH,
HOMED pPerucTpaLnoHoOro
YAOCTOBEPEHHS, WITPHX-KOA.

Hononuurensuo nanecenn cpeiacrsa
HACHTHDHUKALME, a TAKKEe HaHecena
Hakzedika, obecnedupaoman KOHTPOIb
NepBOro BCKPLITHS.

- |

NEPBOro BCKPWITHA.
[TTANE)
BAPOBA N.0. ~F,0/
, d-‘,/?
/9 AHE 024
Hmn Mara Noanmes
Pykosoanrens CayxKbBLI Top A - ;5;0”0;; e — —
KOHTPOIS KayecTra “P AnToHHo TleTpone 72 “lHoonuce>
Ynoanomouennoe Anuo no e ) R
KauecTny A-p Autouno /in Cansua 16/01/2024 <Iodntice>




CEPTHOHMKAT AHAJIM3A
NyaemuGya
Bbyiaeconua 0,25 mr/ma
Cycnensus onan HH2AAYUG do3uposannan

«IKEHETHUK C.nA» Cepun Ne 0522523 Anannz Ne 9877/2023
IMpoussoncTeennblii yuacrok Jara nerewenus cpoka
_ Ta npounsisoacrea: 20/12/2023
Duwano (Canepuo) Aa - roasocru: 12/2025
CrpaHnua 4 us 4
Yenoeua xpanenus XpaHuTh B JAUMILEHHOM OT CBETA XpaHeHHe B 3aUHILEHHOM OT CRETa
MECTE, NPH TEMOEPATYPE He BhiLLC MecTe, TIpH TeMMepaType He Bhiiie
30°C. OrxpuiTas amnya nosksa obite | 30°C. OTKpbiTas amnya 10mkHa GbiTh
HCIOIb30BaHa B TeueHue |12 vacos. HCNOAB30BaHA B TeyeHHe 12 yacos.
[locae BekpbiTis KoHBepTa, [Mocne BekpoiTHa KOHBEpTa,
CONEPKALLHECA B HEM AMITYTIbI COMEPHKAUIMECS B HEM AMITY bl
NOMKHBL GbITh HCTIOAB3OBAHBI B AOMKHBI ObITh HCHOABLIOBAHBI B
TeveHHe 3 Mecanen TeueHue 3 Mecsuer
Cpok roanoctu (Xpanenns) 2 roaa 2 rona

n.r.** = He ykalaHo, MeHee 0MmyCTHMOro npejena oSHapyKeHus.
n.d.** = e obuapykeno.

*lokazatenn «Pecycnenamupyemocts» i «Pacnipenenenue yacTHiL Mo pasmepy» H MeToaukH I'® PD ykazausl B cooTBeTCTBHM
¢ TpeGoBaHMAMK K CTaHAAPTHIALMM AAHHOI JekapcTBernoil Gopmsl, npuuaTeiMu B PO, Metomiku He HCTONB3YIOTCH
npowssonutesem. [lokasatenn moryr orcyrersopars B ceprudukatax aHATH3A.

Ceprudpmxarsi kauectsa conepxar nokasarenn u HOPMbI Ha MOMEHT Bbinycka npenapara. Jlannas crieundmxaims
PErIAMEHTHPYET KaueCTBO NPenapara Ha BECh CPOK FOAHOCTH H MOKET OTAHYATLCS OT ceprudikaros. pu suinycke
fIpenapard MoryT npoBOAMTLCA JOTONHHTENLHBIE TECT, HE YKA3AHHbIe B JAHHOM crewndukaumy.

[Tpumevanue: Mpoaykr cootsetcTayeT TpeGosannam HJL JIT-Ne(002 194)(PI-RU)-180423 {Poccuiickas Penepaums).

CNEunARUCT OX
NAPOBA 0.0 <A g/

29 AHB 200
Hmsi Java Moanunew
Pyosoauren. cayabu A-p Anronno Merpone 15/01/2024 <Madnucn>
KOHTPOJIA KavecTsa
Yuwmomoqemﬁoe Wi 0 A-p Auronno lu Cansua 16/01/2024 <Hoonucn=
KauecTsy




AO «-AKPUXHH» SOP004510
JSC « AKRIKHIN»

PASPEHIEHUE HA PEAJIU3ALIMIO Ne 30_2024
(CERTIFICATE OF COMPLIANCE)

HAUMEHOBAHME NNPOAYKIIHH I'M: [TYJIBMUBY 1 CYCIIEH3US 1A HHI AJIALIMA JO3HUPOBAHHAA,
FINAL PRODUCT NAME: 0.25 MI'/MJI 2 MJI Ne20

MEXIYHAPO/JIHOE HETIATEHTOBAHHOE byneconun

HAUMEHOBAHMHE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPHHU:; 0522523

BATCH No:

KOA ITPOJAYKTA I'll: BDSN-1502-800

FINAL PRODUCT CODE:

YIIAKOBKA: 2 M1 - amnysibi (20) - naukM KapTOHHbIE

ENVELOPE:

JATA IIPOU3BO/ICTBA 20.12.2023

DATE OF MANUFACTURE

I'OAEH 10: 12.2025

EXPIRY DATE:

OBBEM IMMOJIYYEHHOH NMPOAYKIIUU 22176 VIIAK

(YIIAKOBKH):

FINAL QUANTITY (UNITS):

PETUCTPALIMOHHOE Y/10CTOBEPEHME: JITT-Ne(002194)-(PI'-RU)

MARKETING AUTHORIZATION No:

HAMMEHOBAHME U AJIPEC JIEPKATEJIA Pharmaceutical Works "POLPHARMA" SA PL,83-200,Starogard
PETHCTPALIMOHHOTI'O YJIOCTOBEPEHMUS: Gdanski,ul.Pelplinska 19

NAME AND ADDRESS OF MARKETING AUTHORIZATION

HOLDER:

HAMMEHOBAHMUE H AJIPEC IMMPOM3BOJAMTEJISA:  [Ikenetnk C.ILA. [Hranus]/ Genetic S.P.A., Contrada Canfora - 84084
NAME AND ADDRESS OF MANUFACTURER: Fisciano (SA), Italy

Jannas cepus Gblia npomsseleHa, BKJIIOYAR YUAKOBKY M KOHTPOJL Ka4ecTBa, HA BbIMIEYKA3AHHON IPOH3BOACTBEHHOI
TLI0IIAJKe B TO.IHOM COOTBETCTBHH ¢ TpeGosanusimu cGMP ueseBoro pinka u PerHCTPAUMOHHOI JOKYMeHTaLHeii.

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

Ilpoussoacrso cepun, ynakoska u anaan3b1 ObLLIH NpoBepeHbl H NPH3HAHBI cooTBeTcTBYIOIKHMH ¢cGMP.

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

Kauecrso npoaykra COOTBETCTBYeT TpeGoBaAHUAM JUI-N2(002194)-(PI-RU)-180423

The quality of the product conforms to the Specification

Hacrosmum noareepixnaio, uro Bbimeykasannas CepHs pa3pelleHa K peaH3aLmH.

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

JloKyMeHT NoANKCaH JNeKTPOHHBIM cnocoGom 1 AelicTBHTe/1eH Ge3 coGeTBeHHOPYYHOI moaMHCH.

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

Ynoanomouennoe anuo ®uinmonosa H.B Ipukas Ne 431 ot 30.04.2021

Qe Name Order

AOBEPEHHOCTb OT MNOCTABLUMKA: 6/H o1 16.01.2024 r.
POWER OF ATTORNEY:

Jlata Beinycka: 01.02.2024 14:36:24

Mara pacneyatku: 01.02.2024

Nuetr 1 u3 1




\EPAABHASA (

B COEPE 37

SOOXPAHEHMA

3PV

AVMBATIO HAAS

«CBefeHnA, BHECEHHble B dBTOMaTM3NpoBaHH

yi0 MH(POPMaLMOHHYI0 cucTeMy Poc3apaBHag3opa nepej BBOAOM B

FPAXAAHCKWIA 080POT Cepuin, NapTWiA NlekapcTBEHHbIX cpencTs/ MHopmMauma o BelAAHHBIX Poc3apaBHaf30poM paspeleHmsx

Ha BBOA B rpaxaHckuid obopoT B Poccuiickoit degepa

npenapaTta, No CocToAHMIO Ha 01.08.2024 15:13»

U1 cepmm nnm naptum MMMyHoBMonoruyeckoro NeKapCTBEHHOro

KapToHHBIE/ ~

ynakoeky)); dxenetuk C.n.A., Hrams (¥nakosums/chacormur
(BTOPHYHAR/TPETHUHAR YNAKOBKA))

xombunatr "AKPHXHH"

JlaTa eaecenns 8 AHC . :_va...u!u = - . Oprannzanms, BLINycTHRIAS B Homep Howep, pata
Pocutpasnamopa T'oprosoe naumenoBanne (BBITY CKAKOMH Crpana CheieHHs 0 CTAAHSX NPOHIBOACTRA Hopmathenas nokymenrauns - nexii oGopor CepHH, paspemenus
KOHTPOIL) L MapTHH ua HJIN
[Mymmubyn; cycnensus ans Naenetux C.n.A.. Hrams (Mpowussomutens (rotosoi JID)):
olQ22024 ﬂﬁwwﬁmwwﬁﬂunﬁﬂ :w_.:“_:é Ikenernk C.nuA. Hrams [lxeneru C.n.A., Hranus (¥nakosumix/acosums (5 nepairimyo JI1-Ne(002194)-(P-RU)-180423 | AO "Xunko-cpapmaesiueckuit 0522523




