SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FrOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannv HaszanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KOl NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 30828
MANUFACTURE DATE: / JATA U3IrOTOBINEHUA: 07/2023 C.A/ CEPTU®UKAT AHAJTU3A: 4151/23
ANALYTICAL PROC. N°: / TPOTOKOJST AHAJTU3A Ne: SRAS-9WACNM.4 EXP. / CPOK rOJHOCTMU: 07/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIW UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTusnas
AoKymeHTaLna [N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KIUEHTA: 81775837

API NAME / HAUMEHOBAHWE ®APMALEEBTUMECKOW CYECTAHLUMK:
Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALEEBTUYECKOW CYECTAHUWN: 23010347

APl MANUFACTURER NAME / .
HAWMEHOBAHWE MPOU3BOAUTENSA ®APMALIEBTUMECKOW CYBCTAHLIMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOJINTENA ®APMALIEBTUYECKOW CYBCTAHLUUU: Germany

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneuucbukayum PesynbTathl

Description/ Onucanue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MpoapauHbIi Complies /

UM NOYTU Npo3pauHblit  pacTBop OT  NOYTU CootBeTCcTBYET
BecuseTHOro go cnaGo-xenToro LUseTa.

Identity / NoanuHKocTL Retention time of the main peak in the
Oxymetazoline hydrochliroide / chromatogram of the test solution should comply
OkcumeTasonuya ruapoxnopua with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / Complies /

Bpems  yaepxuBaHWs  OCHOBHOO nuka Ha CooTBeTcTBYET
XpOMaTorpamMmmMe UCMbITYeMOr0 PacTeopa AOMKHO
COOTBETCTBOBAThL BpPEMEHU yAepXuBaHUs
OCHOBHOIO MK1Ka Ha XpomaTtorpaMme CTaHAAPTHOrO
pacTBopa OKCYMETA30NMHA ruapoxnopuaa,
NONy4YeHHON NP KONIMYECTBEHHOM OnpeaeneHum.

Benzalkoni hloride / B Retention time of the main peak in the
xno;un I SRS R chromatogram of the test solution should comply

with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies /

solution obtained in the Assay test. / Bpewms CootBetcTBYyET
yAepXuBaHua OCHOBHOrO nvka Ha
XpoMaTtorpamMme WUCMbLITYEMOro pacTeBopa JOMKHO
COOTBETCTBOBATH BpeMeHu yAEpKUBaHUS
OCHOBHOro nuka Ha XpomaTorpaMmme
CTaHAapTHOro pacteopa GeH3ankoHus xnopuaa,
Mony4eHHoN Npu KONUYECTBEHHOM OnpeaeneHuu.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANN3A FOTOBOIO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3auBMH® kannu HazanbHbLle 0,01% Poccusa/

ARTICLE CODE / BHYTPEHHWUN KOJ, MPOAYKTA: 704530

BATCH Ne / TAPTUA Ne /: 30828

MANUFACTURE DATE: / DATA U3rOTOBMNEHWUA: 07/2023

C.A/CEPTU®UKAT AHANW3A: 4151/23

_ANALYTICAL PROC. N°: / IPOTOKOI AHAJIU3A Ne: SRAS-9WACNM.4

EXP./CPOK FrOAHOCTU: 07/2026

_HokymeHTauma 1 N012964/01-221221

ANALYTICAL REFERENCE / PE®EPEHTHbBIN UICTOYHUK METOOOB AHANWU3A: Normative documentation / HopmaTtusHasn

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOZ NPOAYKTA KIUEHTA: 81775837

_Oxymetazoline Hydrochloride

API NAME / HAMMEHOBAHUWE ®APMALEEBTUYECKOW CYBCTAHLUMUN;

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLMUW: 23010347

APl MANUFACTURER NAME /

HAWUMEHOBAHWE NMPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLIMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOV3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIMU: Germany

OKCUMeTa30nKnHa rmgpoxnopunga.
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TESTS SPECIFICATIONS RESULTS
NokasaTenu Cneundpmkaumn Pesynbrartb!
Clarity / Npo3pa4HocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension V/purified water. / OnanecueHuus Complies /
npenapara He AonKHa npesbiwaTe CooTteeTcTRYST
onanecueHuMio  3TanoMa cpaBHeHus  |/Bogbl
OYULLIEHHON.
Color / LieTHoCTb The product should be colorless or be comparable
to reference solution Y7. / MpenapaTt gormkeH BbITb
becupeTHbIM WNW  BbIAEPXKMBATL CpaBHEHUE C Complies /
3TanoHom Y7, CooTteeTcTBYET
" Relative density (d 20/20) / OTHOCUTENBHARA From 1.006 to 1.010/ Ot 1,006 ao 1,010
nnoTtHocTb (d 20/20) 1.007
pH From5.5t06.5/015,5 06,5
6.0
Osmolality / OcmonsanbHocTb From 270 to 330 mOsmolkg / Ot 270 go 330
mOcmons/kr 282
Relative impurities / PogctBeHHble npumecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponusa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He Gonee 0,5 % <LD
Individual unidentified impurity / EauHnyHas Not more than 0.1 % / He Gonee 0,1 % <0.1%
HenaeHTUVLMPOBAHHAs NPUMECH
Total impurities/ Cymma npumece Not more than 1.2 % / He 6onee 1,2 % <0.1%
| Assay / KonuyectBeHHoe onpegenexue
Oxymetazoline hydrochloride / From 92.5 to 102.5 pg/mL of oxymetazoline
OxcvimeTasonuHa rugpoxnopug hydrochloride/ Ot 92,5 no 102,5 mkr/mn 100.3
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3ausuH® kannu HasanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 30828
MANUFACTURE DATE: / IATA U3rOTOBNEHUA: 07/2023 C.A/ CEPTUOUKAT AHAINU3A: 4151/23
ANALYTICAL PROC. N°: / TPOTOKOJS AHAJTU3A Ne: SRAS-9WACNM.4 EXP./CPOK rOOAHOCTW: 07/2026

ANALYTICAL REFERENCE / PEQEPEHTHLIV UCTOYHUK METOOOB AHAIIU3A: Normative documentation / HopmatuneHas
AokymeHTauua [1N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KIMUEHTA: 81775837

APl NAME / HAUMEHOBAHUE ©®APMALIEBTUYECKOW CYBCTAHLUNMK:
Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALEEBTUYECKOW CYECTAHLIUU: 23010347

APl MANUFACTURER NAME / .
HAUMEHOBAHMWE NPOU3BOAWTENA ®APMALIEBTUYECKOW CYECTAHLWMK: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / 5
CTPAHA NMPOU3BOAUTENA ®APMALIEBTUYECKOUW CYBCTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneuudmkayum PesynbTarhl
Benzalkonium chloride / Benaankonus xaopua From 45 to 55 pg/mL of benzalkonium chloride/ OT 48
45 fo 55 mkr/mn 6eH3ankoHna xnopuaa
Microbial purity / Mukpo6uonoruueckas o
yucToTa
Total aerobic microbial count (TAMC)/ Not more than 10> CFU /ml /
O6wyee yncno aspob 6 Y <1 UFC/ml
we no aspobHblx BakTepuii He Gonee 102 KOE/mn
Total combined yeast and molds count Not more tha 10‘ CFU/mi/
(TYMC) / Obiee uncno apoxokesbIX U ? m <1 UFC/ml
nnecHesbix rpubos He Gonee 10° KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTBre B 1 Mn
Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcytcTBue B 1 Mn Absent/ml
5 mL in an amber glass bottle with a polypropylene
Package / Ynakoaka 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 5 mn npenapata Bo hnakoH TEMHOro Complies /
cTekna ¢ HaByHYMBAEMOW MNONWUNPONUNEHOBOM Coorteetcrayet
KPBILKOW CO BCTPOEHHOM NUNeTkol 13 cTekna Tuna
3 (EBp. @.) v 6pombyTunkayuyka.
Mo 1 dnakoHy ¢ UHCTPYKUWEN Mo
MPUMEHEHWIO B NaYKy KaPTOHHY!O.
Labeling / Mapkuposka According to Normative documentation. / B Complies /
COOTBETCTBUW C HOPMaTUBHON CooTtBeTcTBYET
NOKyMeHTauuein.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaaueuH® kannu Ha3zansHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KO[, NPOAYKTA: 704530 BATCH Ne / NAPTHUA Ne /: 30828
MANUFACTURE DATE: / AATA U3rOTOBMEHWUA: 07/2023 C.A/CEPTUOUKAT AHANN3A: 4151/23
ANALYTICAL PROC. N°: / MPOTOKO/ AHAJTU3A Ne: SRAS-9WACNM.4 EXP./CPOK rOOHOCTHU: 07/2026

ANALYTICAL REFERENCE / PE®EPEHTHbBIN UCTOYHUK METOOB AHAMNW3A: Normative documentation / HopmaTueHas
| AokymeHTaumns N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO NPOAYKTA KNMEHTA: 81775837

APl NAME / HAMUMEHOBAHWE ©®APMALIEBTUYECKOW CYBCTAHUMN:

Oxymetazoline Hydrochloride

AP1 BATCH NUMBER / HOMEP CEPNA ®APMALIEBTUYECKOW CYBCTAHLNK: 23010347
APl MANUFACTURER NAME /

HAUMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIMU: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENHA ®APMALIEBTUMECKON CYECTAHUNKN: Germany

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneundhnkaumn PesynbTathl

Storage / Xpanenue: At temperature below 25°C. / Mpwn Temnepatype He Bbiwe 25°C,

Shelf life / Cpok rogHocTu: 3 years / 3 roaa

- REMARKS / MpumeyaHue:
The Product conforms to ND/
MpoaykT cootBeTcTBYET TPeboBaHuam HO

BATCH REMARKS / Mpumeuanue ana 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. / LaHHbiM cBUAETENbLCTBYIO, YTO AaHHas NapTUs NPOBepeHa B

COOTBETCTBMU C pa3pelleHneM Ha MapkeTuHr u EBpOI’IGVICKMM pykosoacTsoM no Haanexaten npOMSBOACTBeHHOﬁ
NpakTuke ANA NeKapCTBEHHbLIX NPOAYKTOB.

£

ANALIST / AHanuTuk:

Vera Lopes
M. Inés Ribeiro

N
D
QUALIFIED PERSON / OTBetrcTBEHHOE NULO: 4
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