SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu Ha3sanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KOL NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 44523
MANUFACTURE DATE: / IATA U3rOTOBNEHWUA: 04/2024 C.A | CEPTU®UKAT AHAIU3A: 2535/24
ANALYTICAL PROC. N°: / MPOTOKOJI1 AHATIU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOAHOCTMU: 03/2027

ANALYTICAL REFERENCE / PE®QEPEHTHbIM UCTOYHUK METOAOB AHAMU3A: Normative documentation / HopmatveHas
AokymeHTauua N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOfl NPOAYKTA KIMUEHTA: 81775838

API NAME, INN / HAUMEHOBAHWUE ®APMALIEBTUYECKOW CYBCTAHLWWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuua rugpoxnopua, MHH: OkcumeTaszonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENSA ®APMALIEEBTUYECKOW CYECTAHLIUN:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLUWU NPOU3BOAUTENSA
Mo: 23120291

API MANUFACTURER NAME / B
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLMWMU: Siegfried PharmaChemikalien Minden GmbH /
Surcppua PapmaXemukanmned MunaeHn MeX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUYMECKOW CYBECTAHUWMKU: Germany / FepManus

TESTS SPECIFICATIONS RESULTS
MNokaszartenu Cneumdcukaumm PesynbTtathbl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpoapayHbii
WU NOYTW NpO3payHblil  pacTBOp OT MOYTH
6ecuseTHoro Ao cnabo-xenToro LyseTa.

Complies / CooTeeTcTBYET

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepXuBaHUS OCHOBHOrO TWKa Ha

XpoMmaTtorpamMmme UcnbiTyemoro pacrsopa AOJTKHO Complies / COOTBeTCTByeT
COOTBETCTBOBATbL BpemeHun yaep>xXneaHuA

OCHOBHOIO nuka Ha XpomarorpaMme
CTaHAapTHOrO  pacTBopa  OKCMMETasonuHa
ruapoxnopuaa, nony4eHHo npu

KOJIM4eCTBEHHOM onpedeneHun.

Benzalkonium chloride / BeH3ankoHus 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
yaepxunsaHna OCHOBHOIO nuka Ha xpomartorpamme Complies / COOTBeTCTByeT
MCMbITYEMOro pacTBopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEPXKMBAHWUS OCHOBHOFO NMKa Ha
Xpomarorpamme CTaHZapTHOro pacTeopa
GeHsankoHus  xsiopuga,  MONYYEHHOW  npu
KONUYECTBEHHOM OnpeneneHum.

Clarity / Mpo3spa4HocTb The opalescence of the product should not exceed
the opalescence of the reference

suspension |/purified water. / OnanecueHumus Complies / CooTseTcTayer

npenaparta He JOMKHa npeBbIWaTh
onanecueHuulo aTtanoHa cpaBHeHWs |/Boabl
OYULLIEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NMPOAYKTA

'_F'RODUCT / NIPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3usuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUW KO NPOAYKTA: 704531

BATCH Ne / MAPTUSA Ne /: 44523

MANUFACTURE DATE: / BATA U3rOTOBJIEHUA: 04/2024

C.A | CEPTUDUKAT AHANU3A: 2535/24

ANALYTICAL PROC. N°: / MTPOTOKON AHAIU3A Ne: SRAS-9WACRV.2

EXP. / CPOK FOAHOCTU: 03/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOAOB AHAIIU3A: Normative documentation / HopmatusHan

nokymeHTauws 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOl NPOAYKTA KINUEHTA: 81775838

APl NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYECKOWU CYBCTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa ruapoxnopug, MHH: OKcuMeTasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOY

23202119

3BOAUTENA ®APMALIEBTUMECKOM CYSCTAHLIMMK:

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBECTAHLIUK NPOU3BOOUTENA

rMe: 23120291

APl MANUFACTURER NAME /

HAMMEHOBAHWE NPOU3BOAUTENSA ®APMALEEBTUYECKOW CYECTAHLWUMU: Siegfried PharmaChemikalien Minden GmbH /

3urcpua PapmaXemukanuen MunaeH rmox

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOWU3BOOUTENA ®APMALIEBTUMECKOW CYBCTAHLIWK: Germany / Fepmanus

TESTS
MokazaTenu

SPECIFICATIONS
Cneundukaumm

RESULTS
PesynbraTthbl

Color / LiBeTHOCTB

The product should be colorless or be comparable
to reference solution Y7. / Npenapat gonxeH 6bITb
fecuBeTHbIM UMW BbldepxuBaTb CpaBHeHuWe ¢
atanocHom Yz.

Complies / CooTBETCTBYET

Relative density (d 20/20) / OTHocuTenbHas

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

nnorHocTk (d 20/20) 1,007
pH From 5.5t06.5/015,5006,5
59
Osmolality / OcmonsanbHOCTL From 270 to 330 mOsmolkkg / Ot 270 ao 330
mOcmonb/kr
278
Relative impurities / PoacTBeHHBIe npumMecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponuaa)
Impurity ZP-1 / Mpumeck ZP-1 Not more than 0.5 % / He Gonee 0,5 % <LD
Individual unidentified impurity / EauHnyHas Not more than 0.1 % / He 6onee 0,1 % <LD
HeuaeHTU(ULMpOBaHHAas NpUMeCh
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyecTBeHHOe onpeaeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pug/mL of oxymetazoline
OkcumeTasonuHa rugpoxnopug hydrochloride/ OT 237,5 no 262,5 MKr/ms 2497
oKCUMETAa30NMHa rmapoxnopuaa. ’
Benzalkonium chloride / BeHsankouus xnopua From 45 to 55 pg/mL of benzalkonium chloride/ Ot
45 po 55 mkr/mn GeHzankoHnAa xnopuaa 48
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3suBuH® kannu HazanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUM KOJ NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 44523
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 04/2024 C.A/ CEPTUDUKAT AHAJIU3A: 2535/24
ANALYTICAL PROC. N°: / MPOTOKOIN AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOAHOCTHU: 03/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOAOB AHAIU3A: Normative documentation / HopmaTusHas
AokymeHTauus 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KO MPOAYKTA KIMEHTA: 81775838

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUMECKOU CYBECTAHLUWUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuna rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALIEEBTUYECKOW CYBCTAHLUM:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOU CYECTAHLUWU NPOU3BOOUTENA
Mo: 23120291

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOJUTENA ®APMALIEEBTUYMECKOW CYBCTAHLMMU: Siegiried PharmaChemikalien Minden GmbH /

Surcppua PapmaXemukanued MungeH MTm6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEEBTUYMECKOU CYECTAHUWUKU: Germany / TepmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTenn Cneuundpukauum Pesynbrathl

Microbial purity / Mukpo6uonoruueckas
yucTtoTa

Total aerobic microbial count (TAMC)/ Not more than 10> CEU / ml / CFU /mi
N <1 m

Obuwee uncno aspobHbix GakTepuid He 6onee 102 KOE/mn
Total combined yeast and molds count (TYMC) / Not more than 10' CFU /ml /
ObLuee yncno APOXCKEBLIX U NMITECHEBbIX rPUGoB He Gonee 1 01 KOE/mn <1 CFU/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTBre B 1 Mn

Absent / OtcyTcTRyiOT
Staphylococcus aureus Absence in 1 ml/ OtcytcTeue B 1 mn

Absent / OtcyTcTRYIOT
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 npenapaTta Bo ¢hnNakoH TEMHOrO
CTeKna C HaBUHYMBAEMOW NONMNPONUIIEHOBOW
KPbILLUKOW CO BCTPOEHHOWM MUMETKOW U3 CTekna Tuna
3 (EBp. @.) u 6pombyTUNKay4yka.

Mo 1 dnakoHy ¢ MHCTPyKUMEl Mo

NPUMEHEHUIO B NayKy KapTOHHYIO.

Complies / CooTBeTcTBYET

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMAaTUBHON
OOKyMeHTauuei. Complies / CooTBeTcTRYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia | HazuBuH® Kannu HasanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUM KOA NMPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /. 44523
MANUFACTURE DATE: / JATA N3rOTOBMEHWA: 04/2024 C.A /| CEPTU®UKAT AHANU3A: 2535/24
ANALYTICAL PROC. N°: / TPOTOKON AHAMNU3A Ne: SRAS-OWACRV.2 EXP. / CPOK rOOHOCTH: 03/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM MICTOYHUK METOOB AHAIMN3A: Normative documentation / HopmatusHas
nokymeHTauws I N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUA KO[l MPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHVE ®APMALIEBTUYECKOU CYBCTAHLUWMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcnMeTasonuHa ruapoxnopua, MHH: OkcumeTazonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALEEBTUYECKOW CYBCTAHLIMMK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALEEBTMYECKOW CYECTAHLUU NPOU3BOAUTENS
r®: 23120291

API MANUFACTURER NAME / .
HAUMEHOBAHME NMPOU3BOAUTENSA ®APMALIEBTUYMECKOMN CYBCTAHLMM: Siegfried PharmaChemikalien Minden GmbH /

3urcopun GapmaXemukanued MunaeH MmeX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOOUTENSA ®APMALIEBTUYECKOMN CYECTAHLIMK: Germany / Fepmanns

TESTS SPECIFICATIONS RESULTS
NokasaTtenu Cneuudmnkauumn PesynbraThl

Storage / Xpanenue: At temperature below 25°C. / [Mpu TemnepaType He Bbille 25°C.

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

REMARKS / NpumeyaHwe:
The Product conforms to ND/
MponykT cooTBeTCTBYET TpeGoBaHnam Hl

BATCH REMARKS / Npumeyanue Ansa 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 CBUAETENLCTBYIO, YTO AaHHas NapTus NpoBepeHa B
COOTBETCTBMM C PA3PELUEHNEM Ha MapKeTwHr u EBponeiickuM PyKOBOACTBOM MO Haanexaiien NPOU3BOACTBEHHON
npakTuKe Ans NekapcTBeHHbIX NPOAYKTOB.

ANALIST / AHanuTHK: .
Sonia Chainho DECISION / 3aknoueHue: {/ ]/LU V44 d{/
DATE / flara: J{(Oq A [ 2
Jodo Melo QUALIFIED PERSON / OTBeTCTBEHHOE AINLO: ‘
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