SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaamBnH® kannu Ha3anbHbie 0,025% Poccusn /

ARTICLE CODE / BHYTPEHHWUM KOf NMPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 44753
MANUFACTURE DATE: / JATA U3IrOTOBINEHUA: 06/2024 C.A/ CEPTUDOUNKAT AHANMN3A: 3414/24
ANALYTICAL PROC. N°: / TPOTOKOJT1 AHANU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOOHOCTMU: 05/2027

ANALYTICAL REFERENCE / PEQEPEHTHbLIA UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmatusHas
AokymeHTauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ NPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLUWW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxsniopua, MHH: OkcumeTazonux

API MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA ®PAPMALIEBTUMECKON CYBCTAHLIUN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOW CYBCTAHLIMX NPOU3BOAUTENA
Mo: 23120291

APl MANUFACTURER NAME / .
HAMMEHOBAHUE NPOU3BOJUTENA ®APMALIEBTUMECKOW CYBCTAHUMWUMU: Siegfried PharmaChemikalien Minden GmbH /
3urcppuag PapmaXemukanvmed MuHgeH M'mbX

COUNTRY OF MANUFACTURE OF THE API / 5
CTPAHA NMPOU3BOOWUTENA PAPMALIEEBTUMECKOU CYBCTAHUWUWU: Germany / F'epmanus

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneuudukauumm Peaynbrarthbl
Description/ Onucaxnue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNpospayHbii
MM NOYTM NPO3payHblii pacTsop OT NOYTU
6ecuBeTHOro Ao cnabo-xenToro LBeTa.

Complies / CooTBeTcTBYET

Identity/ MoanuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OKCMMeTa30nu1Ha ruapoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepxwuBaHUsi OCHOBHOIO MMKa Ha

XpomaTtorpamme UCnbITyemMoro pacrsopa AO0MXKHO Complies / COOTBeTCTByeT
COOTBETCTBOBaATH BpEeMEHU yAepxusaHna

OCHOBHOrO nvka Ha XpomaTorpamme
CTaHAapTHOro pacTsopa OoKCUMETa3onnHa
rmapoxnopuaa, MOmny4eHHON npu

KOnu4eCcTBEHHOM onpeaeneHun.

Benzalkonium chloride / BeH3ankoHus Retention time of the main peak in the
xnopwa chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpewms
yaepXneaHnWa OCHOBHOIO NuKa Ha Xxpomartorpamme Complies / CooTBeTcTBYET
MCNbITYEMOrO pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEPXUBaAHWUA OCHOBHOFO MUWKa Ha
XpomaTtorpamme CTaHgapTHOro pacteopa
OeH3ankoHuss  xropuga,  NonydYeHHoW  npwu
KONMYECTBEHHOM ONpeaeneHunim.

Clarity / Npo3pa4HocTsb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus
npenapara He AomkHa npeBbiWaTh
onanecueHuMIo dTanoHa cpaBHeHusi |/Boppl
OMWLLEHHOWN.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A TOTOBOI'O NPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasauBuH® kannu Ha3anbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOA, NMPOOYKTA: 704531

BATCH Ne / MAPTUA Ne /: 44753

MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 06/2024

C.A | CEPTU®UKAT AHASNU3A: 3414/24

ANALYTICAL PROC. N°: / NPOTOKOIN AHATNU3A Ne: SRAS-9WACRV.2

EXP./ CPOK FrOOHOCTMW: 05/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA UICTOYHUK METOAOB AHAJIM3A: Normative documentation / HopmaTusHas

pokymeHTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUU KO NPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAUMEHOBAHMWE ©®APMALIEBTUYECKOW CYBCTAHLIMWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuda rugpoxnopun, MHH: OkcumeTtaszonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPOU3BOAUTENA ®APMALEEBTUYMECKOU CYECTAHLUNU:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUUN ®APMALIEBTUMECKOU CYBCTAHLINN NPOM3BOOUTENA

rNo: 23120291

API MANUFACTURER NAME /

HAUMEHOBAHUE NPOU3BOAUTENSA ®APMALEBTUYECKOW CYBCTAHLUM: Siegfried PharmaChemikalien Minden GmbH /

3urdpug PapmaXemukanuner MungeH M'moX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLNWN: Germany / Fepmatus

TESTS
MokazaTtenu

SPECIFICATIONS
Cneumdoukauum

RESULTS
PesynkTtatbi

Color / LiBeTHOCTB

The product should be colorless or be comparable
to reference solution Y7. / Npenapat aomkeH 6biTb
GecuBeTHbIM MNM  BbiAEPXUBaTb CpaBHEHWE C
3TanoHom Y7.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHasi

From 1.006 to 1.010/ Ot 1,006 ao 1,010

nnotHocTb (d 20/20) 1,008
pH From55t06.5/0155006,5
59
Osmolality / OcmonsinbHoCTL From 270 to 330 mOsmol/kg / Ot 270 po 330
MOcmonb/kr
283
Relative impurities / PoacTBeHHble npumecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rnaponusa)
Impurity ZP-1 / MNMpumece ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EquHnynHas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUhULMPOBRaHHAA NpUMech
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyecTBeHHOe onpegeneHwne
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcumeTasonuHa ruapoxnopug hydrochloride/ OT 237,5 fo 262,5 mkr/mn 248.8
OKCMMETAa30MnuHa ruapoxnopuaa. ’
Benzalkonium chloride / BeHsankoHus xnopug From 45 to 55 ug/mL of benzalkonium chioride/ OT
45 po 55 mkr/mn 6eH3ankoHuA xnopuga 48
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHATTU3A TOTOBOIO NPOOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasuBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOL MPOAOYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 44753
MANUFACTURE DATE: / DATA U3rOTOBNEHWUA: 06/2024 C.A/ CEPTU®UKAT AHANWU3A: 3414/24
ANALYTICAL PROC. N°: / MPOTOKOIN AHAMU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOAHOCTMW: 05/2027

ANALYTICAL REFERENCE / PEGEPEHTHbIN UICTOYHUK METOOOB AHAIU3A: Normative documentation / HopmaTtusHas
AokymeHtaumsa M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOJ MPOAYKTA KIMUEHTA: 81775838

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUMECKOU CYBCTAHLUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopug, MHH: OkcumeTtaszonud

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU MPOU3BOAUTENS ®APMALEBTUYECKOU CYBCTAHLNK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOW CYBCTAHLUN NMPOU3BOAWUTENA
Mo: 23120291

APl MANUFACTURER NAME / 5
HAMMEHOBAHWE NMPON3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLMMU: Siegfried PharmaChemikalien Minden GmbH /
Surcbpug PapmaXemukanueH MungeH MrmoxX

COUNTRY OF MANUFACTURE OF THE API/ 5
CTPAHA NPOU3BOAUTENA ®PAPMALUEBTUYECKOW CYBECTAHUWNN: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS

MNokazaTenu Cneuundoukaumumu PesynbTrartsbl
Microbial purity / Mukpobuonoruyeckas
yucrora
Total aerobic microbial count (TAMC) / Not more than 10> CFU / ml /

" <1CFU/ml

O6Lwwee uncno aspobHbIx GakTepuit He Gonee 10° KOE/mn
Total combined yeast and molds count (TYMC) / Not more than 10" CFU /ml /
Ob6Lee YMCno APOXCKEBLIX U NNECHeBbIX rpubos <1 CFU/mi

He Gonee 10’ KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ Otcytctene B 1 mn

Absent/ OtcyTcTeytoT
Staphylococcus aureus Absence in 1 ml/ OtcytcTBne B 1 mn

Absent/ OtcyTcTayioT
Package / YnakoBka 10 mL in an amber glass bottle with a polypropylene

screw cap with an integrated pipette made of glass
type 3 (Eur. Ph.) and bromobutyl rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapaTa Bo ¢nakoH TEMHOro
CTeKna C HaBUHYMBAEMOW MNONMMNPONUIEHOBON .
KPbILLKOW CO BCTPOEHHOM NUNETKOM 13 cTekna Tuna | Complies / CooTeetcTayet
3 (EBp. ®.) u 6pombyTunkayuyka.
Mo 1 donakoHy ¢ MHCTPYKUMEl No
NPUMEHEHNIO B NaYKy KApTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBAM C HOPMATUBHOWN
JOKyMeHTauuen. Complies / CooTeeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINMU3A FTOTOBOI'O NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu Ha3sanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWUW KOR, MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 44753
MANUFACTURE DATE: / DATA N3rOTOBAEHWA: 06/2024 C.A | CEPTUOUKAT AHAIU3A: 3414/24
ANALYTICAL PROC. N°: / NIPOTOKON AHAJTN3A Ne: SRAS-9WACRV.2 EXP./ CPOK TrOOHOCTMW: 05/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIU UCTOYHUK METOJOB AHANN3A: Normative documentation / HopmatusHas
AokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOAOYKTA KIUEHTA: 81775838

API NAME, INN / HAUMEHOBAHUE ®APMALEEBTUYECKOW CYBCTAHLUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuHa rugpoxnopua, MHH: OkcumeTasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUMECKOWN CYBCTAHLMU:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOW CYBCTAHLIMW NPOU3BOAUTENSA
rMo: 23120291

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOOUTENA ®PAPMALIEBTUYMECKOU CYBCTAHLUW: Siegfried PharmaChemikalien Minden GmbH /
3urcdbpua dapmaXemukanued MungeH Mibx

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPON3BOOAMUTENA ®APMALIEBTUYECKOU CYBCTAHUWUWU: Germany / [epmaHus

TESTS SPECIFICATIONS RESULTS
MokaszaTenu Cneuudonkauum Pesynbrarthbl

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaTtype He Bbiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month)/ 3 roga (- 1 mecsu)

REMARKS / Npume4aHue:
The Product conforms to ND/
MpoaykT cooteeTcTBYET TpEeboBaHmam H

BATCH REMARKS / MpumeuaHue ans cepun:

Hereby | certify that this lot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / [JaHHbIM CBUAETENLCTBYIO, UTO AaHHas NapTus NpoBepeHa B
COOTBETCTBMU C paspelueHWeM Ha MapKeTUHT M EBponerckMM pyKoOBOACTBOM MO Haanexallenl Mnpowu3BOACTBEHHON
npakTuKe 47151 NeKapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanutuk: DECISION / 3aknioueHue: .
Sonia Chainho

DATE / flata: D’Zsz U / QUZZ é e
M. Ines Ribeiro QUALIFIED PERSON / OTBeTCcTBEHHOE NULO: '\l)
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