SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNTU3A rOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOf, NPOQYKTA: 704530 BATCH Ne / NTAPTUA Ne /: 44338
MANUFACTURE DATE: / ATA U3rOTOBJIEHWUA: 03/2024 C.A/ CEPTUOUKAT AHAJIU3A: 1939/24
ANALYTICAL PROC. N° / MPOTOKOJ AHAJIU3A Ne: SRAS-9WACNM.5 EXP. / CPOK TOAHOCTH: 02/2027

ANALYTICAL REFERENCE / PEQOEPEHTHBIW UICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTueHas
aokymeHTaums I N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOA NMPOAYKTA KIUEHTA: 81775837

API NAME, INN / HAUMEHOBAHWUE ®APMALIEBTUMECKOW CYBCTAHLIMWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuna ruapoxnopun, MHH: OkcumeTtaszonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPVM NPOU3BOAUTENS ®APMALEEBTUYECKOW CYBCTAHLIUMK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUMECKOW CYBCTAHLIMU NMPOU3BOAUTENA
Mo: 23120291

API MANUFACTURER NAME / .
HAUMEHOBAHME NPOU3BOOUTENA ®APMALIEBTUYECKOW CYBCTAHLIUMU: Siegfried PharmaChemikalien Minden GmbH /
3urcppua PapmaXemukanven MunaeH TmMeX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOANTENA ©®APMALUEBTUYECKOU CYECTAHLUWUWU: Germany / 'epmaHus

TESTS SPECIFICATIONS RESULTS
Mokazartenn Cneuudukaumm Pesynbrarhl

Description/ OnucaHue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / Npospa4Hsii
MKW NOYMTW NPO3pPaYHbId  pacTBOP OT MOYTU
6ecuBeTHOro Ao cnabo-xenToro ygeTa.

Complies /
CooteeTtcTByeET

Identity / MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochlroide / chromatogram of the test solution should comply
OkcumeTasonuHa ruppoxsiopua with retention time of the main peak in the
chromatogram of oxymetazoline hydrochioride
standard solution obtained in the Assay test. /
Bpemsi yaepxuBaHWA  OCHOBHOrO nNWKa Ha )
XpOMaTOrpamme MCrbITYEMOro PacTBopa [OMKHO Complies /

COOTBETCTBOBATbL BpeMeHU yaepXnBaHusi CooteetcTayeT
OCHOBHOrO Nvka Ha Xxpomartorpamme CTaHAapTHOro
pacteopa OKCMMETAa30oNnHa rmapoxnopuaa,
MONYYEHHOW NPU KONMYECTBEHHOM onpeAeneHun.

Retention time of the main peak in the
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
YAEPXMBaHUSA OCHOBHOIO nvka Ha Complies /

XpomMmaTtorpaMme UCbITYEMOro pactesopa JOMKHO COOTBeTCTByET
COOTBETCTBOBATL BpEMERU yaepxuBaHus
OCHOBHOTO nvka Ha XpomaTtorpamme
cTaHaapTHoro pactesopa GeH3ankoHus xnopuaa,
NONYYeHHOW NPY KONUYECTBEHHOM onpeaeneHnn.

Benzalkonium chloride / BeHsankoHus
xnopua
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A rOTOBOIO NMPOAOYKTA

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

ARTICLE CODE / BHYTPEHHWI KOl NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44338
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 03/2024 C.A/ CEPTUDUKAT AHANU3A: 1939/24
ANALYTICAL PROC. N° / TPOTOKON AHAMWU3A Ne: SRAS-9WACNM.5 EXP./ CPOK TOOHOCTMW: 02/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA UCTOYHUK METOAOB AHAJW3A: Normative documentation / HopmatusHas
nokymeHTauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOL NMPOAYKTA KNUEHTA: 81775837

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIMWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa ruapoxnopua, MHH: OkcumeTasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPVUW MPOU3BOAUTENS ®APMALIEBTUMECKOU CYECTAHLINUK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYBCTAHUWN NPOU3BOAUTENA
rNe: 23120291

APl MANUFACTURER NAME / )
HAUMEHOBAHWE NPOU3BOOUTENSA ®APMALIEBTUMECKOW CYBCTAHLMWMWN: Siegfried PharmaChemikalien Minden GmbH /
3urppug PapmaXemukanued MuHgeH MmeX

COUNTRY OF MANUFACTURE OF THE AP}/ .
CTPAHA NPOU3BOAUTENSA ®APMALIEBTUMECKOWU CYECTAHUWMW: Germany / l'epmanus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuundivkauumn Pe3ynbrathl
Clarity / MpospayHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus Complies /
npenapata He JomkHa npesbIWAaTL Cootsercrayer
onanecueHuMio  3TanoHa cpaBHeHus  |/Boabl
OYNLLIEHHOW.
Color / LiBeTHOCTb The product should be colorless or be comparable
to reference solution Y. / NMpenapat aomxeH 6biTh Comolies /
OecuBeTHbIM MK  BblAEPXWBaTb CpasBHeHWe C Coomegcna e
3TanoHom Y7. yer
Relative density (d 20/20) / OTHocuTenbHast From 1.006 to 1.010 / Ot 1,006 a0 1,010
nnotHocTk (d 20/20) 1,007
pH From 5.5t06.5/015,5006,5
59
Osmolality / OcmonsansHOCTb From 270 to 330 mOsmol/kg / Ot 270 ao 330
mOcmonb/Kkr 279
Relative impurities / PoacTBeHHbIE NpMMecH
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 6onee 0,5 % <LD
Individual unidentified impurity / EquHudHas Not more than 0.1 % / He 6onee 0,1 %
HenaeHTUMOVULMPOBaHHAA NPUMECH <LD
Total impurities/ Cymma npumecein Not more than 1.2 % / He 6onee 1,2 %
<LD

2/5
IMP.4.13




SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A TOTOBOI O NPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu Ha3zanbHble 0,01% Poccusa /

ARTICLE CODE / BHYTPEHHWUW KOfl NPOAYKTA: 704530 BATCH Ne / NAPTUA Ne /: 44338

MANUFACTURE DATE: / AATA U3IrOTOBNEHWA: 03/2024 C.A /| CEPTU®UKAT AHAINN3A: 1939/24

ANALYTICAL PROC. N°: / TPOTOKON AHAJIU3A N2: SRAS-SWACNM.5 EXP. / CPOK rOQHOCTMH: 02/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIW UICTOYHUK METOOOB AHAINU3A: Normative documentation / HopmatueHas
JokymerTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOl NPOAYKTA KNUEHTA: 81775837

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYMECKOW CYECTAHUMWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuna rugpoxnopua, MHH: OkcumeTtazonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA ®APMALEBTUYECKOW CYBECTAHLIUN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLUUKN NPOU3BOAUTENA
Mo: 23120291

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLUMUMWN: Siegfried PharmaChemikalien Minden GmbH /

3urcppua PapmaXemukanmer MuHgeH TmeX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA PAPMALIEBTUYMECKOW CYECTAHLWWU: Germany / Tepmanus

TESTS SPECIFICATIONS RESULTS
Mokaszarenu Cneuudunkaumm PesynbTathl

Assay / KonnyectBeHHOe onpegeneHue
Oxymetazoline hydrochloride /
OkcumeTasonuHa rugpoxnopusa

From 92.5 to 105 pg/mL of oxymetazoline
hydrochloride/ Ot 92,5 ao 105 mkr/mn 99,5
OKCUMETa30fMHa rnapoxnopuaa.

From 45 to 55 pg/mL of benzalkonium chloride/ OT

Benzalkonium chloride / Bexsankonus xnopug
45 po 55 mkr/mn 6eH3ankoHua xnopuaa

46

Microbial purity / Mukpobuonorudyeckas
yucroTa
Total aerobic microbial count (TAMC) / Not more than 10° CFU / ml /
Obuiee 4ncrno aspobHbix BakTepui He Gonee 102 KOE/mn <1 UFC/ml
Total combined yeast and molds count Not more than 10" CFU/ mi/
(TYMC) / OBLuee 4ncno OpoxcKeBbIX U 1
MMecHeBbIX rpuBos He 6onee 10 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ Otcytcteme B 1 Mn

Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcytctBune B 1 Mn Absent/ml
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SOFARIMEX

INDUSTRIA QUINICA E FARMACEUTICA, A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATU3A rOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KO NMPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44338
MANUFACTURE DATE: / OATA U3rOTOBNEHWA: 03/2024 C.A /| CEPTUOUKAT AHATIU3A: 1939/24
ANALYTICAL PROC. N°: / MPOTOKOS AHAJTTU3A Ne: SRAS-9WACNM.5 EXP. / CPOK TOOHOCTW: 02/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIM UICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTueHas
AokymeHTauus [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUWI KOO MPOAYKTA KIIMEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOWU CYECTAHLIMKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OkcumeTasonuHa rugpoxnopua, MHH: Okcumetasonut

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPMW NPOM3BOAUTENSA ®APMALEEBTUMECKOW CYECTAHLIMM:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUMECKOW CYBCTAHLIMXN NPOU3BOAUTENA
rMo: 23120291

APl MANUFACTURER NAME / .
HAMMEHOBAHUWE NMPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanmed Munaen Tm6X

COUNTRY OF MANUFACTURE OF THE AP}/ .
CTPAHA NPOU3BOAUTENS ®APMALEEBTUMECKOWU CYBCTAHLIMWU: Germany / Mepmanust

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneundoukauum Pesynbrathl

5 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 5 mn npenapaTta BO hnakoH TEMHOTO
CcTeKna C HaBMHYMBAEMOW NOMWNPONUIEHOBOM Complies /
KPbILWKOW CO BCTPOEHHOW NUNETKOW M3 CTexna TMna CooTBeTCTBYET
3 (EBp. ®.) v 6pombyTurikayvyka.
Mo 1 chnakoHy ¢ MHCTPyKUMEn No
NPUMEHEHUIO B NAYKy KapPTOHHY1O.

Package / YnakoBka

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMAaTMBHOR Complies /
[OKyYMeHTaLuen. CootBeTcTBYET

Storage / XpaHeHue: At temperature below 25°C. / [pu Temnepartype He Boie 25°C.

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

REMARKS / NpumedaHue:
The Product conforms to ND/
MpoaykT cooTReTCcTBYET TpeboBaHuam HJ
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SOFARIMEX

INDUSTRIA GUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINMU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3uBuH® kannu HasanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUM KOf NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44338
MANUFACTURE DATE: / ATA U3FOTOBNEHWA: 03/2024 C.A /| CEPTUOUKAT AHANUBA: 1939/24
ANALYTICAL PROC. N°: / NIPOTOKOIN AHATTU3A Na: SRAS-OWACNM.5 EXP./ CPOK TOOHOCTW: 02/2027

ANALYTICAL REFERENCE / PE®EPEHTHLIN UICTOYHUK METOAOB AHAJMU3A: Normative documentation / Hopmatvenas
nokymeHtaums [N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOl NPOAYKTA KINUEHTA: 81775837

APl NAME, INN / HAMMEHOBAHWUE ®APMALIEBTUMECKOU CYECTAHLUMUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa ruapoxnopua, MHH: OkcumeTtasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAWTENA ®APMALIEBTUYECKOW CYBCTAHLIUN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOWU CYECTAHLUWUM NPOU3BOOUTENA
ro: 23120291

APl MANUFACTURER NAME / .
HAMMEHOBAHUE NPOU3BOOUTENA ®APMALIEBTUYECKOW CYBCTAHLMUMU: Siegfried PharmaChemikalien Minden GmbH /
3urcbpua PapmaXemukanved Mungern M'mb6X

COUNTRY OF MANUFACTURE OF THE API / B
CTPAHA NPOU3BOAUTENA ®APMALEEBTUHECKOW CYBCTAHLIMW: Germany / Fepmanus

BATCH REMARKS / NpumeuaHue ans cepuum:

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. / JaHHblM cBWUAETENBCTBYIO, YTO AAHHAsA NapTus NpoBepeHa B
COOTBETCTBUN C pa3pelLeHUeM Ha MapKeTuHr W EBponerickuM pyKOBOACTBOM MO Haanexatied Npou3BOACTBEHHON
npakTVKe ANA NeKapCTBEHHbIX NPOAYKTOB.

4 /
ANALIST / Ananutuk: ) :
Vera Lopes DECISION / 3akntoueHne: ’-’J oV g
DATE/ flara:  77/p4 7, /;

M. Inés Ribeiro
QUALIFIED PERSON / OrBeTcTBEHHOE NULO:

i

U
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