“Fervmos
SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOI'O NMPOAYKTA

PRODUCT / NIPOQYKT: Nasivin Nasal Drops 0.05 % Russia / HasuBuH® kannu Ha3anbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUA KOJ NPOQYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44295
MANUFACTURE DATE: / DATA U3rOTOBNEHWA: 03/2024 C.A |/ CEPTU®UKAT AHAJIN3A: 1604/24
ANALYTICAL PROC. N°: / TPOTOKOIT AHAIN3A Ne: SRAS-9WACUG6.4 EXP./ CPOK TOAHOCTW: 02/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTusHas
pokymentauma [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOJ, MPOAYKTA KIMEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeraszonuHa rugpoxnopua, MHH: OxcumeTtasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALEBTUYECKOU CYECTAHLUU:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOU CYBCTAHUWU NPOU3BOAUTENA
TNo: 23120291

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPON3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLIUW: Siegfried PharmaChemikalien Minden GmbH /

3urppua PapmaXemukanueH MubgeH MvbX

COUNTRY OF MANUFACTURE OF THE API/ 3
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOWU CYBCTAHLIUU: Germany / 'epmaHus

TESTS SPECIFICATIONS RESULTS
Nokasatenu Cneuudumkanmm PesynbTarhi
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / lNpospaynein | Complies / CootBetcTBYET
UNM NOYMTU NPO3PayYHbLIA  pacTBOp OT NOMTU
6ecuseTHOro Ao cnabo-kenToro useTa.

Identity/ MoanuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochlioride / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CootBeTCTBYET
Bpems ynepxuBaHWsi OCHOBHOTO MMKa Ha
XpoMaTorpamme WUCMbLITYEMOro pacTsopa LOSKHO
COOTBETCTBOBATb BpEMEHMU yAepKuBaHus
OCHOBHOIO NUKa Ha XxpomaTorpamme CTaHAAapTHOMoO
pacTtsopa okcumeTasonuha rmapoxnopuaa,
NONYYEHHOW NMPW KONUYECTBEHHOM ONPeAENEHUN.

Benzalkonium chloride / BeHsankoHua Retention time of the main peak in the
xnopuva 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. / Bpewms
yAEepXXNBaHWA OCHOBHOTO MWKa Ha xpomaTtorpamme
UCMbITYEMOro pacTBopa A0MKHO COOTBETCTBOBATL
BPEMEHW YAEepXMBaHWS OCHOBHOIO MWKa Ha
XpomaTorpamme CTaHAapTHOIO pacreopa
OeHs3ankoHuss  xnopuaa, MNOMNyYEeHHOW  npw
KONMYeCTBEHHOM OnpeaeneHun.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasuBnH® kannv HasanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUM KO[ NPOAIYKTA: 704532

BATCH Ne / NAPTUA Ne /: 44295

MANUFACTURE DATE: / ATA U3FrOTOBNEHUA: 03/2024

C.A /| CEPTUDUKAT AHANU3A: 1604/24

ANALYTICAL PROC. N°: / MTIPOTOKON AHAJIU3A Ne: SRAS-9WACU6.4

EXP. / CPOK TOAHOCTW: 02/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOAOB AHATNWU3A: Normative documentation / HopmaTusHas

aokymenTauums [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUWA KOO NPOAYKTA KIMUEHTA: 81775839

API NAME, INN / HAMMEHOBAHMUE ®APMALIEBTUYECKOMW CYECTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuna ruapoxnopua, MHH: Okcumerasonut:

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA ®APMALIEBTUHMECKON CYBCTAHLIUM:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPMM ®APMALIEBTUYECKOW CYECTAHLIMW NPOU3BOANTENA

MMo: 23120291

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENS ®APMALEEBTUYECKOW CYBECTAHLIUMK: Siegfried PharmaChemikalien Minden GmbH /

3urcbpun PapmaXemukanverd MungeH Tm6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYECTAHLIMU: Germany / Fepmanns

TESTS
MokazaTtenu

SPECIFICATIONS
Cneuuvdukaumnm

RESULTS
Pesynbrarthbl

Clarity / NpospayHoCTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / Onanecueruna
npenaparta He OOMKHa npeBbIWaTh
onanecueHUW0 3TanoHa CcpaBHeHus |/Boabl
OYULLEHHOWN.

Complies / CooTBeTCcTBYET

Color/ LiBeTHOCTB

The product should be colorless or be comparable
to reference solution Y7. / Mpenapar gonxeH ObITb
GecuBEeTHbIM WNU BbiAEPXMBaTbL CpaBHeHWe C
3TanoHom Y7.

Complies / CooTtBeTCTBYET

Relative density (d 20/20) / OTHocuTensHan

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

nnoTHocTb (d 20/20) 1.008
pH From5.5t06.5/015,5006,5 59
Osmolality / OcmonanbHoCTb From 270 to 330 mOsmol/kg / Ot 270 po 330

MOcmonb/kr 279
Related substances / PoacTBeHHble npumech
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He Gonee 0,5 %
(npoayKT ruaponnaa) <LD
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % D

<

Individual unidentified impurity / EauHndHas Not more than 0.1 % / He 6onee 0,1 %
HengeHTudMUMpoBaHHasa NpMMech <LD
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <LD
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOI'O NPOOYKTA

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

ARTICLE CODE / BHYTPEHHWUA KO NPORYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44295
MANUFACTURE DATE: / BATA U3TOTOBNEHWA: 03/2024 C.A/ CEPTUOUKAT AHAJIU3A: 1604/24
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAINU3A Ne: SRAS-9WACU6.4 EXP. !/ CPOK TOAHOCTMWU: 02/2027

ANALYTICAL REFERENCE / PE®QEPEHTHbLIN UICTOYHUK METOAOB AHANW3A: Normative documentation / HopmaTusHas
AokyMeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO MPOAYKTA KIUEHTA: 81775839

APl NAME, INN / HAMMEHOBAHWUE ®APMALIEBTUMECKOU CYBCTAHLUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa ruapoxnopua, MHH: OkcumetazonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOOUTENSA ®APMALIEBTUYECKOU CYBECTAHLUWUMU:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOU CYBCTAHLIMM NPOU3BOANTENSA
rMo: 23120291

APl MANUFACTURER NAME / .
HAMMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHUMWUMU: Siegfried PharmaChemikalien Minden GmbH /

3urdpug PapmaXemukanued MunaeH 'méX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBECTAHLUMUMU: Germany / FepManus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuudukauum PeaynbTathl

Assay / KonuyecTBeHHoe onpegeneHue

Oxymetazoline hydrochloride / OkcumeTtazonuHa From 475 to 525 ug/mL of oxymetazoline 510
ruapoxnopug hydrochloride/ Ot 475 go 525 mkr/mn
OoKCUMeTa3omnuHa ruapoxnopuaa.

Benzalkonium chloride / EeHsankoHus xnopug From 45 to 55 pg/mL of benzalkonium chloride/ Ot 48
45 go 55 mkr/mn 6eHsankoHWa xnopuaa

Microbial purity / Mukpo6buonoruieckas

yucrorta
5 B
e ey TAMCM O6iee | Not mor trag 10° G <1 R /m
He 6onee 10" KOE/mn
i 1
ooy ocsy | Notmor han 10" GFU i <t crUIm
He 6onee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ Otcytcteve B 1 mn
Absent / OTtcyTcTBYIOT
Staphylococcus aureus Absence in 1 ml/ OTtcytctBre B 1 mn
Absent / OtcyTcTByioT
Package / YnakoBka 10 mL in an amber glass bottle with a Complies / CootsercTyeT

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 npenapata Bo dnakoH TEMHOFO
CTeKna ¢ HaBMHYMBAEMOW NONKNPONUIIEHOBOW
KPbILKOW CO BCTPOEHHOWM NUMNETKOW U3 CTekmna Tuna
3 (Eep. ®.) n 6pombyTUnKayuyka.

Mo 1 chnakoHy C MHCTPYKUMEN NO NPUMEHEHNIO B

NayKky KapTOHHY!IO.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FOTOBOTO NPOOYKTA

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

ARTICLE CODE / BHYTPEHHUW KOA NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44295
MANUFACTURE DATE: / OATA U3FOTOBNEHUA: 03/2024 C.A | CEPTU®UKAT AHANU3A: 1604/24
ANALYTICAL PROC. N°: / MIPOTOKOJT AHAMWU3A Ne: SRAS-9WACU6.4 EXP. / CPOK MTOOQHOCTMW: 02/2027

ANALYTICAL REFERENCE / PEOEPEHTHbI UICTOYHUK METOAOB AHAIU3A: Normative documentation / HopmatusHas
nokymeHTauus N N0129864/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWM KOL NPOAYKTA KITUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa ruapoxnopua, MHH: OkcumeTtasonut:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPMW NPOU3BOAUTENA ®APMALEBTUHECKOW CYBCTAHLINMK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUM ®APMALEEBTUYECKOW CYECTAHLIUW MPOU3BOAUTENA
Mo: 23120291

API MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOANTENSA ®APMALIEBTUYECKON CYBECTAHLIUMK: Siegfried PharmaChemikalien Minden GmbH /

3urippua PapmaXemukanved MuHaeH MM6X

COUNTRY OF MANUFACTURE OF THE APIl/ B
CTPAHA NMPOU3BOOUTENA ®APMALEBTUMECKOW CYECTAHUWW: Germany / Fepmatus

TESTS SPECIFICATIONS RESULTS
Moka3satenu Cneundukaumum PesynbTtaTthbl
Labeling / Mapkuposka According to Normative documentation. / B Complies / CooTBeTcTRYET
COOTBETCTBUM C HOPMATUBHOW AOKYMEHTaLUEN.

Storage / XpaHeHne: At temperature below 25°C. / MNpu TemnepaType He Bbilwe 25°C.

Shelf life / Cpok rogHocTtu: 3 years / 3 rona

REMARKS / lMpumevanwve:
The Product conforms to ND/
MpoaykT cooTeeTcTBYET TpeboBaHuamM HJ

BATCH REMARKS / lMpumeuaHue ans cepun:

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 cBMAETENbLCTBYIO, YTO JaHHasA NapThA NpoBepeHa B
COOTBETCTBMM C Pa3pelueHEM Ha MapKeTuHr u EBponeickuM pyKkOBOACTBOM MO Haafexallie# npovsBoACTBEHHON
NpaKTHKe ANs NekapCTBEHHbIX NPOAYKTOB.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAIIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOL NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44295
MANUFACTURE DATE: / JATA U3rOTOBINEHWUA: 03/2024 C.A | CEPTU®UKAT AHATTU3A: 1604/24
ANALYTICAL PROC. N°: / MPOTOKON AHAJTU3A Ne: SRAS-9WACUG.4 EXP./ CPOK rOOHOCTW: 02/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIN MCTOYHUK METOQOB AHAJIU3A: Normative documentation / HopmaTtusHas
aokymenTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOL NPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAMMEHOBAHWE ®APMALEEBTUHMECKOWU CYBCTAHUWW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumMeTazonuHa rugpoxnopun, MHH: OkcumeTazonuH:

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPOU3BOAUTENA ®APMALEEBTUYECKON CYBECTAHLIUK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKOU CYBCTAHUMUU NPOU3BOAUTENSA
rMo: 23120291

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLMUMU: Siegfried PharmaChemikalien Minden GmbH /
3urdopug PapmaXemukanmeH MunaeH Tm6X

COUNTRY OF MANUFACTURE OF THE API / :
CTPAHA NPOM3BOANTENSA ®APMALIEBTUMECKOW CYECTAHLIMWU: Germany / l'epmaHms

ANALIST / AHanuTuk: )
Sénia Chainho DECISION / 3aknioueHue: Moo X

DATE / flara: . / / )
M. Inés Ribeiro %[0 22 4
QUALIFIED PERSON / OTBeTCcTBEHHOE NULIO: ; .
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