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.: 064326

Analysis n°: 1681/2026

Manuf. date: 25/02/2026

Exp. Date: 02/2028
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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

pH 4.0+5.0 4.5
Do < 1 pm 0.7 pm
Particle size distribution* Dso < 5 pm 1.4 ym
Dgo < 7 pm 2.4 ym
Density (1.002 + 1.008) g/cm? 1.007 g/cm?
Assd (95.0 = 105.0) % 100.7 %
y (0.950 + 1.050) mg/ampoule 1.007 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 % 0.09%
Total unknown impurities < 1.0 % 0.14 %
Total impurities < 1.5 % 0.28 %
AV <15 AVip=1.8

Uniformity of dosage
units

If AV1o > 15 test other 20 units
AV3 < 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 2.04ml
Sterility The drug product must be sterile Sterile
Name Date Signature
Q.C. Manager Dr. Antonio Petrone 17/03/2026 2 {27 %/'
Qualified Person Dr. Antonio Di Salvia 17 MAR 7926 7 a
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Test Specifications Results
2 ml of product are contained in a low density 2 mt of product are contained in a low density
polyethylene (LDPE) ampoule without additives. polyethylene (LDPE) ampoule without additives.
Packing 5 ampoules are welded to each other in block form. Each | 5 ampoules are welded to each other in block form. Each
block was placed in PET/ALl/PE pouch. block was placed in PET/AL/PE pouch.
4 pouches are contained with leaflet in carton box. 4 pouches are contained with leaflet in carton box.
Primary packaging (ampoule) Primary packaging (ampoule)
The ampoule label indicates: The ampoule label states:
trade name of the drug, concentration, volume, route of | trade name of the drug, concentration, volume, route of
administration. administration.
The batch number and expiration date are printed on The batch number and expiration date are printed on the
the side of the ampoule. side of the ampoule.
On the ampoule, using the extrusion methad, a line is The ampoule is stamped with a line and a phrase
applied and a phrase indicating half of the contents of indicating half the contents of the ampoule (1 ml) -
the ampoule (1 ml) - “Meta dose” or “1 ml"; “Meta dose” or “1 ml”; Additionally, digital and letter
Additionally, digital and/or letter designations designations associated with production technology are
associated with production technology can be applied. applied.
Intermediate packaging (aluminum foil envelope}) Intermediate packaging (aluminum foil envelope)
The aluminum foil envelope indicates: The aluminum foil envelope contains:
trade name of the drug, international nonproprietary trade name of the drug, international nonproprietary
name in Russian and English, dosage form, name in Russian and English, dosage form,
concentration, name and content of the active concentration, name and content of the active substance
substance in 1 ml and list of excipients, number of in 1 ml and list of excipients, number of ampoules,
ampoules, volume of contents of one ampoule, volume of contents of one ampoule, dispensing
dispensing conditions, storage conditions, warning conditions, storage conditions, warning labels: “Store out
labels: “Store out of the reach of children”, "Use only for | of the reach of children”, "Use only for inhalation through
inhalation through a nebulizer", "Method of application: a nebulizer”, "Method of application: see instructions for
Labelling see instructions for medical use.", "Date of opening the medical use.", "Date of opening the envelope:";

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.

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 J1M-Ne(002194)-(PI'-RU)-180423. (Russian Federation).

Name

Date

Signature

Q.C. Manager

Dr. Antonio Petrone

17/03/2026

L M

Qualified Person

Dr. Antonio Di Salvia

17 MAR. 2026




CEPTU®UKAT AHAJIM3A

yasmudyn
Byneconun 0,5 mr/ma
Cycnen3ua 0na uHZanayuil 003UpoeanHasn

«JDKEHETHK C.nm.A.»
ITpon3sBoacTBeHHBIN yyacTOK
®uuiano (CanepHo)

Cepus Ne 064326

Anauns Ne 1681/2026

Jara npon3BoacTBa:25/02/2026

JlaTta HcTeyeHHus cpoka
roanoctH: 02/2028

Crpanmua 1 s 4

HcnbiTaHue Cneundukanus Pe3ysibTaThl
Onucanue OnHoposHas cycneH3us 0eoro UBeTa benas onHopoaHas cycrieH3us
[Tonoxwurenbhblit (BDXKX)
BpeMﬂ BBIIICPXKKHW OCHOBHOTO ITUKa BpCMﬂ BBIIICPXKKHU OCHOBHOTI'O ITHUKa
rJIaBHOI'O KOMIIOHEHTA Ha XpoMmarorpamme I'JIABHOT'O KOMIIOHEHTA Ha XpoMarorpamMme
HCCIeayeMOoro pacTsopa 10DKHO HCCIeyEMOro pacTsopa COOTBETCTBY €T
COOTBETCTBOBATh BPEMCHHU BBIICPIKKH IMUKA BPEMEHHU BBIACPIKKH IMUKA Byueconuﬂa Ha
I/I Byuecom/ma Ha Xpomarorpamme XpomarorpamMme CTaH1apTHOIro pacTBopa.
ﬂeHTH(bHKauHﬂ CTaHAAapTHOIrO pacTBoOpa.
[Tonoxurenbhsiit (Y O)
Y®-cnekTp uccielyeMoro pacrsopa Y ®-criekTp MccieLyeMoro pacTBopa
0,002 % (macca/o6bem) B MHTEPBAJIE ATUMH 0,002 % (macca/oObem) B MHTEpBAJE JUTHH
BOJIH 0T 200 10 350 HM D0OJKEH UMETH BoJiH OT 200 10 350 HM UMeEeT MaKCHMYM
MAaKCUMYM IMOTJIOLICHHUS TIPU NJIUHE BOJIHBI MOTJIOUICHHS INPU JUITMHE BOJIHbI 246 um
246 um
Pecycnennupyemocts* CycneH3us Do/KHA ObITh TOMOr€HHOMN CycneH3usi TOMOT€HHa B TeYEHHUE 2
B TEYEHHE 2 MUHYT MOCJIE MHUHYT I0CJIE BCTPAXMUBAHUSA 0KOJIO 1-2
BCTPSXMBAHUsI OKOJIO 1-2 MUHYT MUHY Thl
pH 4,0-+5,0 4,5
Pacnipenenenve yactui o pasmepy* Dv [10] He Gonee 1 Mkm 0,7 Mmxm
Dv [50] He Gonee 5 MkM 1,4 Mkm
Dv [90] He 60nee 7 MKkM 2,4 MKM
[T10THOCTD (1,002 + 1,008) r/cm? 1,007 r/cm?
KonuuectBeHHoe onpenenenue (95,0 + 105,0) % oT 3asBIeHHOTO 100,7 %

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

1,007 mr/amnyna

[Tpumecs A <0.5 %
[Tpumecsy D < 0,5 %
[Tpumecs K < 0,5 %

HE yKa3aHO**
HE yKa3aHo**
He yKka3aHo**

[pumecs L <0,5 % 0,14 %
perynaTopHoro Envununas HenpeHTuuumMpoBaHHas
CONPOBOXAEHHUA npumecs < 0,5 % 0,09%
u obecnevenns CyMMa HeUICHTH(UILMPOBAHHbBIX
Ka4yecTBa npumeceit < 1,0 % 0,14%
Cymma Bcex npumeceit < 1,5 % 0.28 %
“Oxliidpesafiert, 103uposans AVie< 15 AVio=18
CREUKANKCT OPCHOK Ecian AVio> 15 npoBoasit ucnsiranus Ha
" apyrux 20 ammynax;
EAPCBA 2.1, ‘ AV30 < 15 1 HeT aMITyJibl MeHee He tpebyercs
/ / (1-L2*0,00)M u Gonee
(1+L2*0,01)M
H3BnekaeMblit 00beM (2,00 +2,10) mn 2,04 mn
CrepuiibHOCTh [penapar 10mKeH ObITh CTEPUIIbHBIM CtepuiibHO
Ums Jdara IMoanucek
PykoBoauTe b ciyx0obI
KON KaTeexsa J-p AHuToHHo IeTpone 17/03/2026 <IToonucv>
VIO MBOHOHERADE HLIO 10 J-p AuTonno Iu Cansua 17/03/26 <[loonucv>
KAa4ecTBY




CEPTHP®UKAT AHAJIM3A

Myasmudyn
Byneconunn 0,5 mr/ma
CycneH3us 01A UH2AIAYUR 003UPOBAHHAA

«JDKEHETHK C.n.A.»
[Tpou3BOACTBEHHBIH yyacTOk
®uiuano (CanepHo)

Cepus Ne 064326

Anauaus Ne 1681/2026

Jata npousBoactsa:25/02/2026

JlaTa MCTeYeHHs CPOKa
rognoctH: 02/2028

CrpaHuua 234

OnucaHue YHakOBKH

ITo 2 mn npenapara B amItyJty u3
MOJIN3TUIIEHA HU3KOH TIOTHOCTH.

5 ammyJ cnasiHbl APYT C APYTOM B BUIE
6noka. Kaxaplii 6510k moMemaoT B
KOHBEPT M3 JIAMUHUPOBAHHOU (POBIU.
I[To 4 xoHBepTa ¢ MHCTPYKLUEH 10
MPUMEHEHHIO B NaUKe U3 KapTOHa.

[To 2 ma1 npenapara B aMITyJly U3
MOJIMATUJIEHA HU3KOM MIOTHOCTH.

S ammyJi crasiHbl IpYT € IpYroM B BUZIE
6noka. Kaxxaplii 6710k moMeuaroT B
KOHBEPT W3 JJAMUHUPOBAaHHOMU (oJbry.
ITo 4 xoHBepTa C UHCTPYKLUHEH 1O
MPUMEHEHHUIO B NMaYKe U3 KapTOHa.

MapkupoBka

PErynaTopHoro
CONPOBOXAEHHUS

u obecneyenus
KayecTsa

CPE 4EATHCT OPLACK
KAPOBA n.n.([w{/
"N !

10. 06. 2026

Iepsuyunas ynaxoeka (amny.a)

Ha smuxemke amnynel yKazvl6awm:
TOProBO€ HAaMMEHOBAaHHUE Mpenapara,
KOHLIEHTpaLuio, 00beM, My Th
BBE/ICHMUS.

Ha GokoBOi#i CTOPOHE amITyJibl
METOJIOM T€4aTH HAHOCAT HOMED
CEepHH M 1aTy UCTEUEHUS CPOKa
FOIHOCTH.

Ha ammnyJjie MeT010M Bbl1aBJIMBAHUSA
HAHOCAT PUCKY U (pa3y,
TIOKa3bIBAIOLLY O TOJIOBUHY
comepxumoro ammyJbsl (1 mi) - «Meta
dose» wnu «1 ml»; IONOAHUTENBHO
MOTYT ObITh HaHeCeHbl LIU(POBbIE
n/unu OyKkBeHHbIE 0003HAUYEHUS,
CBSI3aHHBIE C TEXHOJIOTHEN
NpOU3BOICTBA.

Ipomescymounas ynakoexka
(Koneepme u3 a1l0MUHUEBON PO.162U)
Ha koHBepTe 13 aTOMUHUEBOH (ONILIH
yKa3bIBalOT:

TOProBO€ HAMMEHOBAHHE Mpenapara,
MEX 1y HApOTHOE HEMAaTEeHTOBAHHOE
HaUMEHOBaHHUE HA PYCCKOM M
QHIJIMICKOM 513bIKaX, JIEKAPCTBEHHYO
(bopMy, KOHLEHTPALIUIO,
HaMMEHOBaHHUE U CONEPIKAHUE
JeicTBYOLIEro BelecTBa B | M u
nepeyeHb BCIIOMOraTe/IbHbIX BELIECTB,
KOJIMYECTBO aMItyJi, 00beM
COJEP)KUMOTO OJHOM aMITyJibl,
yCJIOBUS OTIYCKa, YCJIOBHSI XPaHEHHUS,
NpeaynpeAUTEIbHbIE HAMHCH:
«XpaHUTh B HEAOCTYTHOM JUlsl JETEH
Mectey, « Mcnonb30BaTh TOJALKO IS
WHraJIsiLuii yepes Hebynaiizepy,
«Crnocob NpUMEHEHHUS: CM.
MHCTPYKLIMIO M0 MEAULIMHCKOMY
NPUMEHEHMI0.», «JlaTa BCKPbITHUs
KOHBEPTA:»; HOMEP PErUCTPALLMOHHOIO

Hepeuunan ynaxoeka (amnyna)

Ha smukemke amnyJivl YKa3aHwl.!
TOpProBoe HAaMMEHOBAHUE Mpenapara,
KOHIIEHTpaLMs, 00beM, MMyThb BBEACHHUS.
Ha 60k0BOi#1 CTOpOHE aMITyJibl
METOJIOM Te4aTH HAHECEHBI HOMEP
CepHH U JlaTa UCTEeYEHHUs CPOKa
TOJTHOCTH.

Ha ammyJjie METOIOM BbIIaBJIMBAHUA
HaHeceHbl pucka 1 ¢pasa,
MoKa3bIBaKOLLAsH MOJIOBHHY
coaepxkumoro ammyJsl (1 mn) - «Meta
dose» unu «1 ml»; 1ONOTHUTETBHO
HaHeceHbl LU(poBbIe U OYyKBEHHbIE
0003Hau€eHHUs, CBA3AHHBIE C
TEXHOJIOTUel MPOU3BOJCTBA.
Ilpomescymounasn ynakoeka
(KoHeepme u3 anloOMuHUEBou hovzu)
Ha xoHBepTe U3 aTOMHHUEBOH (HOJbrU
yKa3aHbl:

TOProBO€ HAUMEHOBAHHE Mpenapara,
MEX 1y HapOJTHOe HEMaTeHTOBAaHHOE
HauMEHOBaHHE Ha PyCCKOM U
AHIIIMACKOM $I3bIKaX, JIEKApCTBEHHAs
(dopma, KOHLEHTpaLKs, HAMMEHOBAHHUE
U coliep)KaHUe AEHCTBYIOLIETO
BellecTBa B 1 M1 U EpeyeHb
BCIIOMOTATENbHBIX BEILECTB,
KOJIMYECTBO aMItyJl, 00beM
COJEPIKUMOTO OJJHOM aMITyJIbl,
YCJIOBHS OTIYCKa, YCJIOBHUs XPaHEHM,
Npeay NpeaUTesbHbIE HAAMUCH:
«XpaHUTb B HENOCTYTIHOM AJis IETEH
MecTey, «Mcnonp3oBaTh TOJBKO s
WHransA Ml yepe3 HeOyJan3epy,
«Cnocob MpyUMeHEHUs: CM.
WHCTPYKLIUIO N0 MEIULIMHCKOMY
NPUMEHEHHUIO.», «llaTa BCKPBITHA
KOHBEPTA:»; HOMEP PEruCTPalMOHHOIO
yI0CTOBEPEHHUS, HAUMEHOBAHHE
npeaNpUsITUA-TIPOM3BOAUTES U €T0

Umst JlaTa IMoanucek
PykoBoauTenb cayKObl J-p Autonuo [etpone 17/03/2026 <JToonucey>
KOHTPOJIsl KayecTBa
Yo/IHOMO4Y€eHHOE JIHIIO N0 J-p Autonuo u Cansua 17/03/26 <IMoonucv>
Ka4yecTBY
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perynaTopHOro

CONPOBOXAEHHA
1 obecneyenus
KayecTsa

10. 06. 202

CREAMANKCT GPCHOK

- n
KAPOBA A {/M{

YAOCTOBEPEHUsl, HAUMEHOBaHWE
NpeNpUsTUSA-TIPOM3BOAUTENS U €T
aapec («IIpousBeneHo:»);
HauMEHOBaHHE AepKaTels
PErucTpaloOHHOTO YOCTOBEPEHHUS,
€ro JIOrOTUII U aJpec; HOMEp CepuH,
JaTy UCTEUEHUs CPOKa TOTHOCTH
(«T"oneH mo:»).

Bmopuunas ynakoexa (kapmonnasn
nauka)

Ha xapTOHHOH Mauke yka3blBalOTCs
TOProBoe HaMEHOBaHHUE Mpernapara,
MEXIyHapOAHOE HEMATEHTOBAHHOE
HaMMEHOBaHHUE Ha PyCCKOM U
AHIIMHCKOM SI3bIKaX, JIEKAPCTBEHHY IO
¢$opMy, KOHUEHTpPALHIO,
HaMMEHOBAHHUE U CoJiepKaHE
JEHCTBYIOLIEro BelecTsa B 1 M U
repedeHb BCIIOMOraTeNIbHbIX BEILECTB,
KOJIMYECTBO aMITyJjl, 00beM
COIEPKUMOTO OJTHO amMITyJIbl,
YCIIOBUSI OTIYCKa, yCJIOBUSI XpaHEHUs,
Mpe Ly npeauTesIbHble HAAMUCH:
«XpaHUTb B HEAOCTYTTHOM IS AeTei
MmecTen, «Mcnonb30BaTh TONBKO AJIst
UHTaNALUI yepe3 HeOynaizepy,
«Cnoco0 nMprMeHeHHUsI: CM.
MHCTPYKLUIO 110 MEIULIMHCKOMY
IPUMEHEHUIO.», « CTEPUIBHOY;
HaVMEHOBAHUE MPEATIPUSATHS-
MPOM3BOIMUTEINS U €r0 aJpec
(«ITpousBeneHO:»); HANMEHOBAHKE
JeprKaTeis PerucTpaluoHHOro
YIOCTOBEPEHMUS, €0 JIOTOTHI U aJIPec;
HOMEp CEpHH, AaTy NPOU3BOJCTBA U
JaTy UCTEUEHUs CPOKa FOHOCTH,
HOMEp PerucTpalMoHHOTO
YAOCTOBEPEHUS, IITPUX-KO/I.

JIOTIOJTHUTENIHO MOTYT OBITh
HAaHECEHBbI CPENICTBA UACHTU(PUKALMH, a
TaKXe MOXET ObITh HaHECeHa
HakJieiika, obecneymBaroias KOHTPOJIb
TIEPBOTO BCKPBITHSI.

anpec («IIpousBeneHo:»);
HauMEHOBaHHe IeprKaTels
PErMCTPALIMOHHOTO YAOCTOBEPEHMUS,
€ro JIOTOTHUII U aJipec; HOMEep cepuu,
JaTa UCTeYEHHs CpOKa FOJHOCTH
(«T'onen no:»).

Bmopuunas ynakoeka (kapmonnasn
nauka)

Ha xapToHHO# nauke yka3aHsl
TOProBO€ HaMEHOBAaHHUE Tpernapara,
MEXIyHapOAHOE HEMATEHTOBAHHOE
HanMEHOBAaHUE Ha PyCCKOM U
AHIIMICKOM SI3bIKaX, JIEKapCTBEHHAsI
¢dbopma, KOHLIEHTPALIUIO,
HauMEHOBAHUE U ColepKaHHe
JEICTBYIOLLErO BelecTBa B 1 M u
NepeyeHb BCIIOMOTaTeIbHBIX BEIECTB,
KOJIMYECTBO aMITyJl, 00beM
COIEPKUMOT0 OJTHOI aMITyJIbl,
YCIIOBUsI OTITYCKa, YCIIOBUS XpaHEHHS,
Npeay NpeaUTeNIbHbIE HAATTUCH:
«XpaHUTb B HEJIOCTYTTHOM sl IeTei
MecTe», «Mcrnonb30BaTh TOJNBKO 1S
HHTalsIUMi yepe3 HeOynaizepy,
«Cnoco0 MprUMEHEHUs: CM.
MHCTPYKLHMIO TI0 METULIHHCKOMY
NPUMEHEHHIO.», K CTepUIbHOY;
HaMMEHOBAHHUE MPEANPUATHS-
NPOM3BOAMUTEIS M €r0 ajipec
(«ITpousBeeHO » ); HAMMEHOBaHHE
JeprKaTesis perucTpaloOHHOTO
YIOCTOBEPEHMUS, €0 JIOTOTHIT U a/IPeC;
HOMEp CepHH, AaTa MPOU3BOACTBA U
Jlata UCTEYCHUs! CPOKa FOTHOCTH,
HOMEp perucTpauuoHHOro
YIOCTOBEPEHUS, IITPUX-KO/.

I[OI'IOJTHHTS.HBHO HaHECEHbI CpeaCTBa
I/IIIeHTl/I(t)I/IKaIlI/II/I, a TaK)XX€ HAHCCCHa
HakJemnka, obecnevyuBaroias KOHTpPOJIb
NE€PBOI0 BCKPBITHA.

Hms JlaTa Ioanuck
P
YKOBOAMTENb CJTYKObI J-p Autouno Herpone 17/03/2026 <[loonucey>
KOHTPOJIsI KayecTBa
Y10/IHOMOY€EHHOE JIMLIO 10 J-p Anrtonno u Cansua 17/03/26 <[Toonuce>
Ka4ecTBY




CEPTU®UKAT AHAJIM3A

Myasmudyn
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CycneH3us 014 UHZAAAUUI 003UPOBAHHAA
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roanoctu: 02/2028

CrpaHuua 4us 4

VYcnoBus XpaHEHUs

XpaHUTb B 3aILMILEHHOM OT CBETa
MecTe, IIpY TEMIepaType He BhILIE
30°C. OTkpbiTasi amIyJja A0JKHa ObITh
MCTIONb30BaHa B Te4eHUE 12 yacos.
[Tocne BCKpbITHS KOHBEPTA,
coJeprkallrecs B HEM aMITyJIbl
JIOJDKHBI OBITH MCIIOJIb30BaHbl B
TeueHHe 3 MeCsLEB

XpaHeHue B 3aLMLIEHHOM OT CBETA
MecTe, NPU TEMIEpaType HE BbILIE
30°C. OTkpbiTas amiyJia A0JXHa ObITh
MCIOJIb30BaHa B TeueHue 12 yacos..
[Tocne BCKpBITUSA KOHBEPTA,

colep Kalrecs B HEM aMITyJibl
JIOJDKHBI ObITh UCTIOJIb30BaHbI B
TE€YeHUE 3 MECSLICB

Cpoxk rogHoctu (XpaHneHus)

2 rona

2 roga

n.r. ¥* = He yka3aHo, MEHee J0MyCTUMOTO Mnpezena 00HapyKeHus.

n.d.** = He 0OHapy’KEHO.

*[loka3atenu «PecycnenaupyeMoctb» u «PacrpeneneHue 4acTuL no pasmepy» U MeToauku I'® PD yka3aHbl B COOTBETCTBUH
¢ TpeOOBaHUAMHM K CTaHJAPTH3ALMK JaHHO JeKapCTBEHHON (GopMbl, MPUHATEIMU B PD. MeTOAUKHU HE UCTIONIB3YIOTCS
npousBoauTeneM. [Tokasateny MOTYT OTCYTCTBOBATh B cepTU(UKATaX aHAIU3A.
CeprudukaTbl KauecTBa COAEpKaT NOKa3aTeIX U HOPMbI HA MOMEHT BhIITyCKa Ipenapara.

JanHas crennyrKanys periaMeHTHPYET KadeCTBO MpenapaTa Ha BECh CPOK FOAHOCTH U MOXKET OTIIMYATHCS OT CEPTU(HIKATOB.
[1pu BbIMyCKE MpenapaTta MOryT NPOBOAWTLCS JOTOJHUTENbHbIE TECThI, HE YKa3aHHbIE B 1aHHOH cneunduKalmm.
[Npumeyanue: [TpoaykT cooTBeTcTBYET TpeOoBanusiM HJI JITT-Ne(002194)-(PT'-RU)-180423 (Poccuiickas Peaepanus).

PerynaTopHoro

CONPOBOXJEHUS
1 obecneyexus
KayecTsa

CNEYKANKCT OPCHOH

KAPOBA n.n.<ﬁm,ﬁ/’]

10. 06. 20%

Ums JlaTa Moanucek
PykoBoauTe/ib ci1y»k0bl J-p Antouno Merpone 17/03/2026 <[loonuce>
KOHTPOJISI KayecTBa
Yo 1HOMO4YEeHHOe JIULO 10 J-p Autonno u Canena 17/03/26 <[oonucv>
Ka4eCcTBY




AO «KAKPUXHWH»

SOP004510

PASPEHIEHUE HA PEAJIM3ALIIAIO Ne 350_2026

HAMMEHOBAHUWE NPOAYKIHNMU I'T:

I[IYJIbMUBY J] CYCIIEH3UA U1 UTHTAJIAINU JO3MPOBAHHAA,
0.5 MI'/MJI 2 MJI Ne20

CTPAHA-UMIIOPTEP: Wranns

MEXAYHAPOJHOE HEITIATEHTOBAHHOE Byneconun

HAMMEHOBAHHE:

HOMEP CEPUH: 064326

KOJA IIPOAYKTA I'T: BDSN-1602-800

YIHAKOBKA: 2 M - amiryiisl (20) - mauky KapTOHHBIE
JATA ITPON3BOACTBA 25.02.2026

I'OJEH J0: 02.2028

OBBEM IMOJIYYEHHOM IMTPOAYKIIAA 22341 VITAK

(YIIAKOBKH):

PETUCTPAIIMOHHOE YJOCTOBEPEHMUE:

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

HAMMEHOBAHUE U AIPEC JEPKATEJIA
PEIT’HICTPAIIMOHHOI'O YIOCTOBEPEHUA:

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

HAMMEHOBAHUE U AJIPEC TIPOU3BOJCTBA
TOTOBOM JJEKAPCTBEHHOMW ®OPMBbI:

Jxeneruk C.I1.A. [Uranus], Genetic S.P.A., Contrada Canfora - 84084 Fisciano
(SA), Ttaly

Ne aM-72/2025

JULEH3USA

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

HAMMEHOBAHMUME U AJIPEC TIPOU3BOJICTBA Jxeneruk C.I1.A. [Uranus], Genetic S.P.A., Contrada Canfora - 84084 Fisciano
NEPBUYHOM YIIAKOBKH: (SA), Italy

JIMIEH3USA Ne aM-72/2025

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

HAMMEHOBAHMUME U AJIPEC TPOU3BO/JICTBA Ixenetux C.ILA. [Uranus], Genetic S.P.A., Contrada Canfora - 84084 Fisciano
BTOPUYHOM YIIAKOBKH: (SA), Ttaly

JIMIEH3U A Ne aM-72/2025

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

HAMMEHOBAHUE U AIPEC TIPOU3BOJUTEJIA

(BBIITY CKAIOIIA KOHTPOJIb KAYECTBA):

JMIEH3USA

CEPTUO®UKAT

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

Ne aM-72/2025

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

Jdannasi cepusi Oblj1a Npou3BeJdeHA, BKJIOYAS YNAKOBKY U KOHTPOJIb KA4eCTBA, HAa BbIIIEYKA3aHHON NPOU3BOACTBEHHOI

ILUIOIIAJKE B IIOJTHOM COOTBeTCTBHH ¢ TpeboBaHuaAMHU cGMP nesieBoro pblHKa M perucTPaliMOHHON JOKYMEHTALHEIH.

IIpou3BoOACTBO cepuy, YIAKOBKA H aHAJIN3BI ObLIM MPOBEPEHbI H MPU3HAHBI cOOTBEeTCTBYIOINMU cGMP.
KauecTBo npoaykra coorBercTByeT TpedoBanusim JIII-Ne(002194)-(PT-RU)-180423 u nmoaTBep:kaeH0 cepTH(HUKATOM aHAIN3A

Ne 1681/2026 ot 17.03.2026.

Hacrosimum noaTBep:kaa0, YTo BbILICYKA3aHHAS CepUs pa3pelleHa K peaJn3alui.

JlokyMeHT moaAnucaH 3J1eKTPOHHBIM COCO00M U JAeiicTBUTE/IeH 0e3 COOCTBEHHOPYYHO# MOAMUCH.

Ynoanomodennoe quno PymsinueBa O.M. Tlpuka3s Ne 146 ot 02.03.2026

JOBEPEHHOCTD OT IOCTABIIHNKA:

6/ ot 08.12.2025

Jlata BeITyCKa: 10.06.2026 16:24:49

JlaTta pacnieuaTku: 10.06.2026

Jlvet 1 mn3 1




