SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A TOTOBOI'O NPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUMW KOZ NPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 44022
MANUFACTURE DATE: / BATA U3rOTOBNEHUA: 01/2024 C.A /| CEPTU®UKAT AHANU3A: 506/24
ANALYTICAL PROC. N°: / MTPOTOKOJ1 AHAITU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FrOQHOCTH: 01/2027

ANALYTICAL REFERENCE / PE®QEPEHTHbBIU UICTOYHUK METOAOB AHAJTU3A: Normative documentation / HopmaTtusHas
JokymeHTaumsa 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUWI KO NMPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopug, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUUW MPOU3BOAUTENA ®APMALIEBTUYECKOWU CYECTAHLIUN:
23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTU4YECKOW CYBCTAHLWWU NPOU3BOAUTENA
Mao: 23080121

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOOUTENA PAPMALIEBTUYECKOU CYBCTAHUMWUMU: Siegfried PharmaChemikalien Minden GmbH /
3urgpug PapmaXemukanued MuHaeH MmeX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLUWUU: Germany / 'epmaHus

TESTS SPECIFICATIONS RESULTS
Moka3satenu Cneuudumkaumm Pesynbrathl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3pauHbii
WM  MOMTW TPO3padYHbIl  pacTBOp OT  MOYTU
6ecuseTHoro Ao cnabo-xenToro ugera.

Complies / CooTBeTCTBYET

Identity/ MopnuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa ruapoxnopuva with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems ynepxuBaHUs OCHOBHOrO MnuKka Ha
XpoMmaTorpaMme UCTIbITYeMOro pacTeopa A0IKHO | Complies / CooTBeTcTBYET
COOTBETCTBOBATL BpEMEHN yAepKuBaHus

OCHOBHOIO nuka Ha Xpomartorpamme
cTaHdapTHOrO  pacTeopa  OKCUMEeTasosivHa
rnapoxnopuaa, nony4YeHHoM npu

Konu4eCTBeHHOM onpeaeneHun.

Benzalkonium chloride / BeHzankoHusa Retention time of the main peak in the
xnopua 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. / Bpems
YAepXneaHUA OCHOBHOFO MUKa Ha XpomMmartorpamMmmMe Complies / COOTBeTCTByeT
UCMbITYEMOro pacTeopa AOIMKHO COOTBETCTBOBATL
BPEMEHU YAEPXKMBAHUSI OCHOBHOrO nMWKa Ha
xpomarorpamme CTaHZapTHOro pactBopa
GeH3ankoHus  xnopuaa,  MOSlyYeHHOW  npwu
KONMYeCTBEHHOM onpeaeneHum.

Clarity / Mpo3pa4HocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuun
npenapara He AOrkHa npeBbiaThL
onanecueHUMI0O 3TanoHa cpaeHeHus |/Boapl
OYMLLIEHHOW.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUINICA £ FARMACEUTICA, 5.,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NPOLAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasuBMH® kannu Ha3anbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWI KO NPOAYKTA: 704531 BATCH Ne / MTAPTUA Ne /: 44022
MANUFACTURE DATE: / DATA U3TOTOBJIEHWUA: 01/2024 C.A /| CEPTU®UKAT AHAIU3A: 506/24
ANALYTICAL PROC. N°: / TPOTOKON AHANU3A Ne: SRAS-O9WACRV.2 EXP./ CPOK FrOAHOCTW: 01/2027

ANALYTICAL REFERENCE / PEQEPEHTHBIM NWCTOYHUK METOQOB AHAJNU3A: Normative documentation / HopmaTueHnas
nokymeHTauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KOL NPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAMUMEHOBAHUE ®APMALEEBTUYECKOW CYBCTAHLIMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopua, MHH: Okcumertasonux

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIM:
23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYBCTAHUUN NPOU3BOANTENA
FNo: 23080121

APl MANUFACTURER NAME / .
HAUMEHOBAHMUE NPOU3BOAUTENA ®APMALEEBTUMECKOWU CYBCTAHLMWUMU: Siegfried PharmaChemikalien Minden GmbH /

3urcbpug GapmaXemukanued MuHaeH M6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENSA PAPMALIEBTUYECKOW CYBCTAHLIUWU: Germany / TepmaHus

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneundonkaumm PesynwTtathl

Color / LiBeTHOCTbL The product should be colorless or be comparable

to reference solution Y7. / MpenapaT gomkeH 6bITb

GecuBeTHbIM WNW BbioepXuUBaTe CpaBHEHWE C

aTanoHoMm Y7. Complies / CooTBeTcTBYET
Relative density (d 20/20) / OTHocuTenbHasn From 1.006 to 1.010/ Ot 1,006 no 1,010
nnoTHocTb (d 20/20) 1,007
pH From5.5t06.5/015,5006,5

59

Osmolality / OcmonsanbHOCTbL From 270 to 330 mOsmol/kg / Ot 270 ao 330

MOcmonb/Kr

277

Relative impurities / PoacTBeHHble npuMecn
Impurity A (hydrolysis product) / MNpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rugponuaa)
impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHnynas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUdrumMpoBaHHas npyMech
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonnyecTBeHHOe onpeaerneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 ug/mL of oxymetazoline 248.6
OkcumeTasonuHa rugpoxnopug, hydrochloride/ OT 237,5 go 262,5 mkr/mn !

OKCUMETas30MHa rnapoxnopuaa.
Benzalkonium chioride / BeHsankonusa xnopua From 45 to 55 ug/mL of benzalkonium chloride/ Ot

45 po 55 mkr/mn 6eH3ankoHus xnopuaa 47
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A TrOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOA NMPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 44022
MANUFACTURE DATE: / AATA U3rOTOBIEHUA: 01/2024 C.A | CEPTU®UKAT AHATN3A: 506/24
ANALYTICAL PROC. N°: / TIPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOAHOCTW: 01/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIU UCTOYHUK METOOOB AHATM3A: Normative documentation / HopmaTtusHan
nokymeHTaunsa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO, MPORYKTA KITUEHTA: 81775838

APl NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUMECKOW CYECTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa ruapoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEEBTUYECKOM CYECTAHLUN:
23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUMECKOU CYBCTAHLIMM NPOU3BOOUTENA
rNo: 23080121

API MANUFACTURER NAME / .
HAMMEHOBAHUE NPOU3BOAUTENSA ®APMALIEBTUYECKOU CYBCTAHLMMU: Siegfried PharmaChemikalien Minden GmbH /
3urcdhpug PapmaXemukanued MuHgeH MmbX

COUNTRY OF MANUFACTURE OF THE AP1/ .
CTPAHA NPON3BOAUTENA ®APMALIEBTUMECKOU CYECTAHUWUU: Germany / epmaHus

TESTS SPECIFICATIONS RESULTS
MNMokasatenu Cneuundmkaumm PesynbTathl

Microbial purity / Mukpobuonoruieckas

yucroTa
Total aerobic microbial count (TAMC) / Not more than 102 CFU/ml/ c /
o <1 CFU/ml

O6uee uncno aspobHbix Gaktepun He 6onee 10> KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CEU /ml /
Obuiee 4nCno JPOXOKEBBLIX ¥ MNECHEBbLIX rpUboB He 6onee 10 KOE/mn <1 CFU/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTtcteve B 1 mn

Absent / OTcyTcTBYIOT
Staphylococcus aureus Absence in 1 ml/ OtcytcTeune B 1 mn

Absent / OtcyTcTyloT
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 bromobuty! rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapaTa Bo ¢nakoH TEMHOro
CTeKna C HaBMHYMBAEMOW MONMNPONMIEeHoBon | Complies / CooTBeTcTRYET
KpbILLKOW CO BCTPOEHHOWN NUMETKOW N3 cTekna Tyna
3 (EBp. 9.) n GpombyTUNKayuyKa.

Mo 1 conakoHy C MHCTPYKLMEN No

NPYMEHEHWIO B NaYKy KapTOHHYIO.

Labeling / MapkupoBka According to Normmative documentation. / B
COOTBETCTBUM C HOPMATUBHOW
AOKyMeHTauuen. Complies / CooTseTcTByeT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHANTU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBuH® kannu HasanbHblie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUM KOA MPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 44022
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 01/2024 C.A/ CEPTU®UKAT AHANU3A: 506/24
ANALYTICAL PROC. N°: / MPOTOKON AHAITU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOOQHOCTW: 01/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOLOOB AHAJIU3A: Normative documentation / HopmaTtueHas
aokymenHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO NPOAYKTA KINUEHTA: 81775838

APl NAME, INN / HAMMEHOBAHUE ®APMALEBTUYECKOW CYBCTAHLUWUK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: OkcumeTtaszonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLIUN:
23202111

FP MANUFACTURER AP! BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLUUU NPON3BOAUTENA
rN®: 23080121

APl MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUYECKOM CYBCTAHLIUN: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemukanueH MuHaeH M'mbX

COUNTRY OF MANUFACTURE OF THE API/ B
CTPAHA NPOU3BOAUTENA PAPMALIEBTUYECKOU CYECTAHLIUN: Germany / epmaHus

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuundmkauun Pesynwrarthb!

Storage / XpaHeHue: At temperature below 25°C. / lNpy Temnepatype He Bbiwe 25°C.

Shelf life / Cpok rogHocTh: 3 years / 3 ropa

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpeboBaHusM HJ

BATCH REMARKS / MNpumedaHue ans cepum:

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 CBMAETENLCTBYIO, YTO AAHHAA NapTUsl NpoBepeHa B
COOTBETCTBUU C pa3pelueHneM Ha MapKeTUHT v EBponerckruM pykoBOACTBOM NO Haanexallen npowusBOACTBEHHOWN
npaxkTuke Ans NekapcTBeHHbIX NPOAYKTOB.

ANALIST / AHanuTuk:

Sonia Chainho DECISION / 3a|<.moqe|-me L2 0€
o DATE / fata: ?/ \D
M Inés Ribeiro QUALIFIED PERSON / OrBeTrcTBEHHOE NULO:
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