SOFARIMEX

INOUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A NrOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOf MPOAYKTA: 704530 BATCH Ne / NTAPTUA Ne /: 55219
MANUFACTURE DATE: / BATA U3rOTOBINEHUA: 02/2025 C.A/ CEPTU®UKAT AHAJIU3A: 1560/25
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHATNTU3A Ne: SRAS-9WACNM.6 EXP./ CPOK FrOAHOCTW: 01/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIX ICTOYHUK METOAOOB AHAJIMU3A: Normative documentation / HopmaTtusHaa
AokymeHnTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOf NPOAYKTA KNUEHTA: 81775837

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOU CYBCTAHLUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: OkcumeTasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWUW MPOU3BOANTENA ®APMALIEBTUYECKOW CYECTAHLIUN:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOU CYBECTAHLUWN NPOU3BOOUTENA
Mao: 24090271

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NMPOU3BOAUTENA ®APMALIEBTUYECKOUW CYBCTAHLMM: Siegfried PharmaChemikalien Minden GmbH /
3urcbpua PapmaXemukanven MunaeH Mu6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOOUTENA ®APMALEBTUYECKOWU CYBCTAHUMUN: Germany / M'epmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneundmkauum Pe3ynbTathbl

Description/ OnucaHue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MNpo3payHbii
MNM  NoYTWM Npo3padHblii  pacTBop OT MOYTU
6ecupeTHoro Ao cnabo-xenToro uBeTa.

Complies /
CooTBeTCcTBYET

Identity / NoanuHHoCTL Retention time of the main peak in the
Oxymetazoline hydrochlroide / chromatogram of the test solution should comply
OxkcumeTasonvHa ruapoxnopua with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsa  yOepXuWBaHWSt  OCHOBHOFO MWKa  Ha )
XpOMaTorpamMMe MCMbITYeMOro pactsopa [JOSKHO Complies /

COOTBETCTBOBATb BPEMEHHU yAepXuBaHus CootBetcTByeT
OCHOBHOIO NUKa Ha XxpomaTtorpamme CTaHAapTHOro
pacTtsopa OKCMMETAa30/InHa ruapoxnopuaa,
MonyYeHHO Npu KONMYEeCTBEHHOM onpeAeneHum.

. . Retention time of the main peak in the
Benzalkonium chloride / Betsankotus chromatogram of the test solution should comply
xnopua with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
yAEPXUBaHUA OCHOBHOTO nvka Ha
XpomaTtorpamme UCMbITYEMOrO pactsopa AOSHKHO
COOTBETCTBOBATH BpEMEHU yaepxXuBaHus
OCHOBHOIO nuka Ha Xpomarorpamme
cTaHaapTHoro pactsopa 6eH3ankoHus xnopuaa,
Nony4YeHHON NPV KONNYECTBEHHOM onpeaeneHuu.

Complies /
CootBeTtcTByeT
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3nBuH® kannu Ha3anbHbie 0,01% Poccua /

ARTICLE CODE / BHYTPEHHWUW KO MPOAYKTA: 704530 BATCH Ne / NAPTUA Ne /: 55219
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 02/2025 C.A /| CEPTU®UKAT AHANN3A: 1560/25
ANALYTICAL PROC. N°: / TPOTOKON AHANWN3A Ne: SRAS-OWACNM.6 EXP. / CPOK FOQHOCTMW: 01/2028

ANALYTICAL REFERENCE / PE®OEPEHTHbIA NCTOYHMK METOJOB AHANU3A: Normative documentation / HopmaTtueHas
nokymedTaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOA NPOAYKTA KITUEHTA: 81775837

API NAME, INN / HAUMEHOBAHUE OAPMALIEBTUYECKOW CYECTAHLWUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumeTazonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NMPOU3BOAUTENA ®APMALEEBTUYECKOW CYBCTAHLIMM:
24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOW CYBCTAHLIMN NPOU3BOANTENA
rMo: 24090271

AP| MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYECTAHLUW: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanuer MunaeH TmM6X

COUNTRY OF MANUFACTURE OF THE AP1/ .
CTPAHA NPON3BOAUTENS ®PAPMALIEEBTUMECKOWN CYBCTAHLIUW: Germany / lepmaHus

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneundunkauum Pe3ynbTraTthl
Clarity / lpo3apa4HoCTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus
npenapaTa He OOmkHa npeebIWwaThb Complies /
onanecueHLUMio 3TanoHa cpaBHeHus |/Boabl CootsetcTByeT
OYULLLEHHON.
Color / LiBeTHoCTb The product should bé colorless or be comparable
to reference solution Y7. / Npenapat gonxeH GbITb .
6 Complies /
ecLBETHbIM WM BblAepXuBaTb CpaBHEHWe ¢ CootBeTCTBYET
aTanoHom Y7. y
Relative density (d 20/20) / OTHocuTenbHasn From 1.006 to 1.010/ Ot 1,006 go 1,010
nnoTtHocTb (d 20/20) 1,008
pH From5.5t06.5/0155806,5
5,9
Osmolality / OcmMonsnbHOCTbL From 270 to 330 mOsmolkg / Ot 270 ao 330
mOcmonb/Kr 282
Relative impurities / PoacTBeHHbIE NpUMecH
Impurity A (hydrolysis product) / [pumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rmgponusa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He Gonee 0,5 % <LD
Individual unidentified impurity / EauHuyHas Not more than 0.1 % / He 6onee 0,1 %
HenaeHTUMUMPOBaHHas NpUMech <0.1%
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 %
<0.1%
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIIU3A TOTOBOIO NMNPOAYKTA

PRODUCT / TPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu HazanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUW KO NPOQYKTA: 704530 BATCH Ne / NTAPTUA Ne /: 55219
MANUFACTURE DATE: /| AATA U3FOTOBNEHUSA: 02/2025 C.A / CEPTUDUKAT AHAJITU3A: 1560/25
ANALYTICAL PROC. N°: / MIPOTOKOJ AHANU3A Ne: SRAS-9WACNM.6 EXP./ CPOK rOAHOCTH: 01/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIM UICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatueHas
AckymeHTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOO NPOAYKTA KIUEHTA: 81775837

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHUUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuna rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUX MPOU3BOOUTENA ®APMALEEBTUYECKOW CYBCTAHLIUU:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUY ®APMALIEBTUMECKOU CYBCTAHLUMK NPOU3BOAUTENA
Mo: 24090271

API MANUFACTURER NAME / .
HAUMEHOBAHUE NPON3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLMWMU: Siegfried PharmaChemikalien Minden GmbH /

3urgpua PapmaXemukanmed MuuageHn M'meX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIMU: Germany / Mepmanusi

TESTS SPECIFICATIONS RESULTS
Mokazarenwu Cneuudukauum PesynbTaThl
Assay / KonuyectBeHHOe onpefeneHue
Oxymetazoline hydrochloride / From 92.5 to 105 pg/mL of oxymetazoline
OkcumeTasonuHa ruapoxnopua, hydrochloride/ Ot 92,5 go 105 mkr/mn 100,0

QKCUMETa3onnHa rnapoxnopuga.

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

Benzalkonium chloride / BeHsankoHus xnopug,
45 po 55 mkr/mn 6eH3ankoHus xnoprga

47

Microbial purity / Mukpobuonoruuyeckas
yucrora
Total aerobic microbial count (TAMC) / Not more than 10° CFU / ml /
O6Lwee yncno aspobHbix HakTepui He Bonee 102 KOE/mn <1 UFC/mi
Total combined yeast and molds count Not more than 10" CFU/ml/
(TYMC) / ObLiee 4vcno OpoXcKeBbLIX U 1
NMecHeBbIX rppubos He 6onee 10 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTBrEe B 1 MN

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

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A TOTOBOIO NPOOYKTA

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

ARTICLE CODE / BHYTPEHHWUIA KOf NMPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 55219
MANUFACTURE DATE: / AATA U3rOTOBNEHWA: 02/2025 C.A /| CEPTU®UKAT AHAJIN3A: 1560/25
ANALYTICAL PROG. N°: / MPOTOKON AHATIN3A Ne: SRAS-9WACNM.6 EXP./ CPOK FOQHOCTW: 01/2028

ANALYTICAL REFERENCE / PEOEPEHTHbBI UCTOYHWK METOAOB AHANU3A: Normative documentation / HopmaTtnaHas
nokymedtaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUU KOA NPOAYKTA KINUEHTA: 81775837

APl NAME, INN / HAMMEHOBAHWE ®APMALIEBTUMECKOW CYBECTAHLWW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuua ruapoxnopua, MHH: Okcumerazonud

APl MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPOU3BOAUTENSA ®APMALIEBTUYECKOU CYECTAHLINN:
24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUWA ®APMALIEBTUYECKOW CYECTAHLUWUW NPOU3BOAUTENA
rMo: 24090271

API MANUFACTURER NAME / 5
HAMMEHOBAHUE NPOU3BOOUTENR ®APMALIEBTUMECKOW CYBCTAHLWUM: Siegfried PharmaChemikalien Minden GmbH /

3urcppua PapmaXemukanved Munaed Tm6X

COUNTRY OF MANUFACTURE OF THE API1/ .
CTPAHA NPOU3BOOMUTENA ®APMALIEBTUMECKOW CYBCTAHLUWN: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokaszatenu Cneumdukauum Pe3ynbTathbl

5 mL in an amber glass bottle with a polypropylene
Package / YnakoBka 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 hakoH TEMHOro
cTekna G HaBMHYMBAEMOW NONWMPONUNEHOBOW Complies /
KPLILLKOW CO BCTPOEHHOW NMUNETKON U3 cTekna Tuna CooTBeTCTBYET
3 (EBp. @.) u 6pombByTUnKayuyka.
Mo 1 conakoHy C MHCTpYKLUME No
NPUMEHEHUIO B NAYKy KapTOHHYIO.

Labeling / MapknpoBka According to Normative documentation. / B
COOTBETCTBWM C HOPMATUBHOW Complies /
[OKyMeHTaumen. CooTBeTcTBYET

Storage / XpaHeHume: At temperature below 25°C. / NMpu TemnepaTtype He Boiwe 25°C.

Shelf life / Cpok rogHocTtu: 3 years (-1 month) / 3 ropa (-1 mecsau)

REMARKS / NMpumeyaHue:
The Product conforms to ND/
MpopykT cooTBeTCcTBYET TpeboBaHuam HJ
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3auBuH® kannu HasanbHblie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUM KOZ NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /. 55219
MANUFACTURE DATE: / AATA U3rOTOBJEHKA: 02/2025 C.A/ CEPTUOUKAT AHANU3A: 1560/25
ANALYTICAL PROC. N°: / MPOTOKOM AHAJTU3A Ne: SRAS-9WACNM.6 EXP./ CPOK TOOQHOCTW: 01/2028

ANALYTICAL REFERENCE /| PE®OEPEHTHbIA UICTOYHUK METOAOB AHANMW3A: Normative documentation / HopmatusHada
aokymeHTaums 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NPOAYKTA KITMEHTA: 81775837

AP1 NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYECKOU CYECTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumetasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALEBTUYECKOW CYBCTAHUUN:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYBCTAHLIMW NPOU3BOAUTENA
M®: 24090271

API MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALEEBTUYECKOW CYBCTAHUMUMN: Siegfried PharmaChemikalien Minden GmbH /

3urchpun PapmaXemukanued MunaeH Tm6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYECTAHLIMKU: Germany / lepmanus

BATCH REMARKS / NpuMedaHue 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. / [laHHbIM CBMAETENBLCTBYIO, YTO AaHHasi NapTusi NposBepeHa B
COOTBETCTBUM C Pa3pelleHUeM Ha MapkeTWHr u EBpPONEnckuM pyKOBOACTBOM MO Hagnexaluen Npou3BOACTBEHHON
npaKkTyKe Ans NEKapCTBEHHBIX NPO/YKTOB.

Fi '}

ANALIST / AHanuTuk:
Sonia Chainho

DECISION / 3akniodeHue: // }//'Lz'v’z .ﬁl 7

DATE / flaTa: 2J’/é‘7 /&;4 e f

M. Ines Ribeiro
QUALIFIED PERSON / OTBeTcTBEHHOE NULO: 2
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