SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A rOTOBOIO MPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3uBuH® kannu HazanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUW KO NPOQYKTA: 704532 BATCH Ne / MAPTUA Ne /. 44746
MANUFACTURE DATE: / DATA U3IOTOBJEHUSA: 05/2024 C.A/ CEPTUD®UKAT AHANUSA: 3114/24
ANALYTICAL PROC. N°: / MPOTOKOJT AHATIU3A Ne: SRAS-9WACUS6.4 EXP./ CPOK FrOAHOCTMW: 04/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHAJTIU3A: Normative documentation / HopmaTuBHas
AokymeHTauus 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOfl MPOAYKTA KIMEHTA: 81775839

AP| NAME, INN / HAUMEHOBAHUE ®APMALIEBTUMECKOW CYECTAHUMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: OkcumeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENSA ®APMALEBTUYECKOW CYECTAHLIUMU:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYECTAHLUWN NPOU3BOOUTENSA
Mo: 23120292

API MANUFACTURER NAME / B
HAUMEHOBAHMUE NPOU3BOAUTENA ®APMALEBTUYECKOU CYBECTAHLMMN: Siegfried PharmaChemikalien Minden GmbH /
3urcppua PapmaXemukanuen MuHaeH MTm6X

COUNTRY OF MANUFACTURE OF THE AP!/ .
CTPAHA NPOU3BOAUNTENA PAPMALEBTUMECKOW CYECTAHUUU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundmkanum Pesynbrathl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpoapauhblii | Complies / CooTseTcTByeT
MNU MOYTU nNpo3padHblii  pacTBOp OT MOYTU
6ecupeTHOro Ao cnabo-xenToro UeeTa.

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. / | Complies / CooTBeTCTBYET
Bpemsi yaepxvBaHWsi OCHOBHOrO nNWKa  Ha
XpomaTorpaMme MCMbITYEMOro pactsopa [AOIKHO
COOTBETCTBOBATL BPEMEHU yAepXkuvBaHus
OCHOBHOrO NWKa Ha XpoMaTtorpaMmMme CTaHOAaPTHOrO
pacTBopa OKCUMeTa3onuHa ruapoxnopuaa,
MONyYeHHOW NPy KONM4EeCTBEHHOM onpeaeneHun.

Benzalkonium chloride / BeH3ankoHuA Retention time of the main peak in the
xnopuga, chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard | Complies / CootBeTcTBYET
solution obtained in the Assay test. / Bpems
yAepXvMBaHWA OCHOBHOIO NUKa Ha XpomMartorpamme
MCnbITYEMOro pacTsopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEPXKMBAHUA OCHOBHOTO MUKa Ha
XpomaTtorpamme CTaHAapTHOro pacteopa
6eH3ankoHns  xnopuaa,  NONYYEHHOW  Npw
KONMYECTBEHHOM OnpeaeneHuu.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBnH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUW KOL, NPOAYKTA: 704532

BATCH Ne / NAPTUA Ne /: 44746

MANUFACTURE DATE: / OATA U3rOTOBNEHWA: 05/2024

C.A /| CEPTU®UKAT AHAJIU3A: 3114/24

ANALYTICAL PROC. N°: / MPOTOKOJ1 AHATTU3A Ne: SRAS-OWACUG.4

EXP. / CPOK TrOAHOCTW: 04/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOJOB AHANU3A: Normative documentation / HopmatusHan

AokymeHTauus [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KOl NPOAYKTA KITMEHTA: 81775839

AP1 NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYMECKOW CYECTAHLIMWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuna rugpoxnopua, MHH: OkcumeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIUN:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALEEBTUYECKOW CYECTAHLIMW NPOU3BOAUTENA

rMo: 23120292

APl MANUFACTURER NAME /

HAUMEHOBAHME NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLMWUM: Siegfried PharmaChemikalien Minden GmbH /

3urdpug PapmaXemukanmer MunaeH TmM6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOWU3BOAUTENA ®PAPMALIEBTUYECKOW CYBCTAHLIMW: Germany / FepmaHus

TESTS
MokazaTtenu

SPECIFICATIONS
Cneuudmkaumm

RESULTS
PesynbTrathbl

Clarity / Npo3pauyHocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuus
npenapaTa He JormkHa npeBbiLLAThL
onanecueHUWio 3TanoHa cpasHeHust |/Boasbl
OYMLLEHHOW.

Complies / CooTtBeTcTByeT

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Y~. / [penapat aorxeH 6biTb
fecuBeTHEIM UMM BbIAEPXUBaTL CpaBHeHue C
3TanoHom Y7.

Complies / CootBeTcTBYET

Relative density (d 20/20) / OTHocuTernbHas

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

nnoTHocTb (d 20/20) 1.007

pH From 5.5t06.5/015,5006,5 5.9

Osmolality / OcmonanbHOCTb From 270 to 330 mOsmol/kg / Ot 270 po 330 297
mOcmonb/Kr

Related substances / PoacTBeHHbIe npumMecH

Impurity A (hydrolysis preduct) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 %

(NpoayKT ruaposuaa) <LD

Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % D

<

Individual unidentified impurity / EanHvyras Not more than 0.1 % / He 6onee 0,1 %

HeuaeHTUULMpPOBaHHasA NPUMECh <LD

Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <LD
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SOFARIMEX

INDUSTRIA QUIVICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3suBuH® kannu Ha3anbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUU KOL, NPOAYKTA: 704532 BATCH Ne / TTAPTUA Ne /: 44746
MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 05/2024 C.A | CEPTU®UKAT AHANU3A: 3114/24
ANALYTICAL PROC. N°: / MPOTOKON AHAIU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TOQHOCTW: 04/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN WICTOYHUK METOOQOB AHANU3A: Normative documentation / Hopmatusras
AokymeHTaumsa 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUWA KO NPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYECTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuna rugpoxnopua, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOUTENA ®APMALIEBTUMECKOU CYBCTAHLIUN:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOWU CYBECTAHLIMX NPOU3BOOUTENA
Mo: 23120292

APl MANUFACTURER NAME / .
HAMMEHOBAHME MPOU3BOOUTENA ®APMALIEBTUYHECKOW CYBCTAHLIMMU: Siegfried PharmaChemikalien Minden GmbH /

3urcbpug PapmaXemukanuen MungeH Mm6XxX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENSA ®APMALIEBTUMECKOU CYBECTAHLUU: Germany / lepmaHus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneundunkauumn Pe3ynbTrathbl

Assay / KonuyecTBeHHOe onpegeneHue

Oxymetazoline hydrochloride / OkcumeTasonuHa From 475 to 525 pg/mL of oxymetazoline 492
ruapoxropua, hydrochloride/ OT 475 po 525 mkr/mn
OKCUMETAa30NKMHa rnapoxnopuga.

Benzalkonium chloride / BeHsankoHus xnopuga From 45 to 55 pg/mL of benzalkonium chloride/ Ot 46
45 0o 55 mkr/mn 6eH3ankoHus xnopuaa

Microbial purity / Mukpobuonoruyeckas
yucrora

Total aerobic microbial count (TAMC) / OBwee Not more than 10> CFU /ml / <1 CEU / ml
4yncno aspobHbix 6akTepui He Gonee 10° KOE/mn

Total combined yeast and molds count (TYMC)/ Not more than 10" CEU /ml/ <1 CFU / ml
Ob6Luee YUCNO APOXCKEBBIX U NNECHEBbLIX rpuboB He Gonee 1 01 KOE/Mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTtcTBue B 1 Mn

Absent / OtcyTcTeyioT
Staphylococcus aureus Absence in 1 ml/ O1cyTcTBmne B 1 mn

Absent / OtcyTcTByioT
Package / YnakoBka 10 mL in an amber glass bottle with a Complies / CootetcTBYyeT

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 npenapaTta BO (priakoH TEMHOIO

CTekna ¢ HaBMHUYMBAEMOW NONUNPONUNEeHOBON

KPbILLKOW CO BCTPOEHHOW NUNETKON U3 cTekna Tuna

3 (EBp. ®.) u 6pombyTUnkayuyka.

Mo 1 pnakoHy ¢ UHCTPYKUUEN MO NPUMEHEHUIO B
nayvky KapTOHHYIO.

3/5
IMP.6.11




SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANU3A rOTOBOIO NMPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWI KOZ NMPOAYKTA: 704532 BATCH Ne / TAPTUA Ne /: 44746
MANUFACTURE DATE: / JATA U3rOTOBJEHUA: 05/2024 C.A/ CEPTUOUKAT AHATIU3A: 3114/24
ANALYTICAL PROC. N°: / NPOTOKON AHAJITU3A Ne: SRAS-9WACUG.4 EXP./ CPOK TOOHOCTW: 04/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIW UCTOYHUK METOLOB AHAJIU3A: Normative documentation / HopmatvsHas
nokymerTaums [N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOl NPOAYKTA KITUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa ruapoxnopug, MHH: OkcumeTtaszonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NMPOU3BOAWTENA ®APMALIEBTUMECKON CYECTAHLIUN:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOU CYBCTAHLWW NPOU3BOOUTENA
rNo: 23120292

API MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKON CYBCTAHLIMU: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanmeH Muuaen M'mbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALEBTUYMECKOWU CYBCTAHLIWMW: Germany / Cepmanns

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneundmkauum Pesynbrarbl
Labeling / MapkupoBka According to Normative documentation. / B Complies / CootsetcTayer
COOTBETCTBUM C HOPMATUBHON JOKYMEHTaLUen.

Storage / XpaHeHue: At temperature below 25°C. / MNpu TemnepaTtype He Bbille 25°C.

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

REMARKS / MpumeuaHue:
The Product conforms to ND/
MpoaykT cooTeeTcTByeT TpeboBanuam H

BATCH REMARKS / NpumeuaHune 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. / [aHHbiM CBUAETENLCTBYIO, YTO AAHHAs MapTUs NpoBepeHa B
COOTBETCTBUU C paspelleHWeM Ha MapkeTUHr U EBponeiickum pyKOBOACTBOM MO Haasfexalleid npousBoACTBEHHON
NpaKTUKE ANs fekapCTBEHHbIX NPOAYKTOB.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A rOTOBOIO NPOLAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® kannu HasansHble 0,05% Poccusn /

ARTICLE CODE / BHYTPEHHUWI KOQ NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44746
MANUFACTURE DATE: / OATA U3rOTOBINEHUA: 05/2024 C.A/ CEPTUDUKAT AHANU3A: 3114/24
ANALYTICAL PROC. N°: / MPOTOKOIT AHAJTTU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOAHOCTW: 04/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOOOB AHAIU3A: Normative documentation / HopmatusHas
nokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA, MPOAYKTA KITMEHTA: 81775839

AP! NAME, INN / HAMMEHOBAHWE ®APMALIEBTUMECKOW CYBCTAHLUWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetaszonuHa ruapoxnopug, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPOU3BOAWUTENA ®APMALIEBTUMECKOW CYECTAHLIMM:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUUN ®APMALIEBTUYECKOU CYBCTAHLIUM NPOU3BOAUTENA
Mo: 23120292

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /
3urcppua PapmaxXemmkanveH MungeH 'mbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOMU3BOAUTENA PAPMALEBTUYECKOU CYBCTAHLINN: Germany / FepmaHus

; ]
ANALIST / AHanuTuk: 7
S6nia Chainho DECISION / 3akmioueHue: A Vv ol

DATE / flaTa: |?/,(’/2¢@4

S, Iy Ribeing QUALIFIED PERSON / OTBETCTBEHHOE NINLIO:
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