SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A TOTOBOIO NMNPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUI KOA NMPOAYKTA: 704530 BATCH Ne / NTAPTUA Ne /: 45359
MANUFACTURE DATE: / ATA U3FOTOBIEHWUA: 10/2024 C.A /| CEPTU®UKAT AHATNN3A: 5624/24
ANALYTICAL PROC. N° / MPOTOKOJT AHANIU3A Ne: SRAS-9WACNM.5 EXP./ CPOK FrOAHOCTWU: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN LICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTtueHan
aokymeHTauusa M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KOZ NMPOAYKTA KNUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYECTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetasonuHa rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENS ®APMALIEEBTUMECKOWN CYECTAHLIUMK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOW CYBCTAHUWUN NPOU3BOAUTENA
Mao: 24010263

API MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOOUTENA PAPMALEBTUYECKOU CYECTAHLUN: Siegfried PharmaChemikalien Minden GmbH /
3urdbpua PapmaXemukanumes MuHgeH MTmM6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLUN: Germany / lepmanns

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuncukaumm PesynbTathl

Description/ Onucanue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MNpo3pa4Hbii
WM NOYTM MpO3payHblii  pacTBOp OT OMTU
HecuBeTHoro ao cnabo-xenToro LBeTa.

Complies /
CooTBeTCTBYET

Identity / MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochlroide / chromatogram of the test solution should comply
OkcumeTaszonuHa rugpoxnopug with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi yAepxuBaHWst OCHOBHOrO MuKa Ha )
XpoMaTorpamMme WCMbITYEMOro pacTteopa [AOMKHO Complies /

COOTBETCTBOBATH BPEMEHHN yaepxKuBaHus CootsetcrayeT
OCHOBHOFO NUKa Ha Xpomarorpamme CTaHAapTHOro
pacTeopa OKCUMETa3onNuHa ruapoxnopuaa,
Nony4eHHOW NpU KONMYECTBEHHOM OonpeaeneHun.

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
yAepxuBaHus OCHOBHOTO nvka Ha Complies /

XpomatorpaMmmMme UCNbITyemMoro pacrasopa A0JIKHO COOTBETCTByeT
COOTBETCTBOBATL BpEMEHU yAepXusaHusi
OCHOBHOTO nvka Ha XpomaTorpamme
cTaHgapTHoro pacteopa GeHsankoHus xnopuaa,
NosnyyYeHHoW NpU KONMYECTBEHHOM OnpeaeneHun.

Benzalkonium chloride / BeHaankoHun
xnopua
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOA NPOAYKTA: 704530 BATCH Ne / TAPTUA Ne /: 45359
MANUFACTURE DATE: / OATA U3rOTOBJIEHUA: 10/2024 C.A /| CEPTUDUKAT AHAITU3A: 5624/24
ANALYTICAL PROC. N°: / TPOTOKOJ1 AHAJTU3A Ne: SRAS-9WACNM.5 EXP./ CPOK TOAHOCTW: 09/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatueHas
aokymentaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOL, NPORYKTA KIUEHTA: 81775837

API NAME, INN / HAMMEHOBAHWUE ®APMALIEBTUMECKOW CYBCTAHLUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuua rugpoxnopua, MHH: OkcumeTtasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUWA NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIUK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUMECKOW CYECTAHUWUWN NPOU3BOAUTENA
No: 24010263

API MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALEEBTUYECKOU CYBCTAHLUM: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaxXemukanver MungeH Tm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLUWU: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
Mokazatenn Cneundmnkaumm Pe3ynbraThbl
Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / OnanecueHuus Complies /
npenapata He AOrmKHa npeBbIWATL CooraeTtcrayer
onanecueHUM0 3TanoHa cpaBHeHusi |/Boabl
OYunLLEHHON.
Color / LiBeTHOCTb The product should be colorless or be comparable
to reference solution Y7. / NpenapaT gomkeH 6biTh Complies /
fGecuBeTHbIM WK BblAEPXUBATL CpPaBHEHUE C Coo-rBegCTa -
aTasioHom Y7. y
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 no 1,010
nnoTHocTs (d 20/20) 1,007
pH From 5.5t06.5/015,5006,5
59
Osmolality / OcmonsnbHOCTb From 270 to 330 mOsmol/kg / Ot 270 po 330
MOcmonb/kr 273
Relative impurities / PoacTBeHHble npumecu
Impurity A (hydrolysis product) / NMpumecs 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 / EauHnuHas Not more than 0.1 % / He 6onee 0,1 %
HeuaeHTUMULMPOBaHHAs NpUMeCh <LQ
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 %
<LQ
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNIM3A TOTOBOIO NMPOAOYKTA

PRODUCT / MPOOYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu Ha3sanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUI KOf MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 45359
MANUFACTURE DATE: / OATA U3rOTOBIEHUA: 10/2024 C.A /| CEPTUOUKAT AHAJTU3A: 5624/24
ANALYTICAL PROC. N°: / MPOTOKOJT1 AHANIU3A Ne: SRAS-9WACNM.5 EXP. / CPOK rOAHOCTMU: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIM MICTOYHUK METOOOB AHAJTU3A: Normative documentation / HopmaTtusHas
AokymeHTaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KNUEHTA: 81775837

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYECTAHLIUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtaszonuHa rugpoxnopua, MHH: OkcumertasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPON3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLUN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPVUN ®APMALIEBTUYECKOU CYBCTAHLIUU NPOU3BOAUTENA
Mao: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHMWE NPOU3BOAUTENA ®APMALEEBTUYECKOWU CYBCTAHLIUWN: Siegfried PharmaChemikalien Minden GmbH /

3urdppua PapmaXemukanved MuHaeH TmeX

COUNTRY OF MANUFACTURE OF THE APl / .
CTPAHA NPOU3BOAUNTENA PAPMALIEBTUMECKOWN CYBCTAHLIUWU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundukaumn Pe3ynbrarhl
Assay / KonuyectseHHOe onpefeneHue
Oxymetazoline hydrochloride / From 92.5 to 105 pg/mL of oxymetazoline
OxkcumeTasonuHa rugpoxnopug hydrochloride/ Ot 92,5 o 105 mkr/mn 100,2

OKCMMEeTasonuHa rngpoxnopuga.

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

Benzalkonium chloride / BensankoHus x10pua
45 go 55 mkr/mn 6eH3ankoHus xnopuaa

45

Microbial purity / Mukpo6uonorudeckas
yncroTa
Total aerobic microbial count (TAMC) / Not more than 10> CFU /ml /
Ob6uiee uncro aapobHbix 6akTepuit He Bonee 102 KOE/mn <1 UFC/mi
Total combined yeast and molds count Not more than 10" CEU /ml /
(TYMC)/ ObLuee Yncno apoxcKeBbIX 1 1
MNECHEBbIX TPUGOB He 6onee 10 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTeue B 1 mn

Absent/ml
Staphylococcus aureus Absence in 1 ml/ Otcytctere B 1 mn Absent/ml
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A FOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUIA KOQ NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 45359
MANUFACTURE DATE: / QATA U3rOTOBJIEHUA: 10/2024 C.A/ CEPTUDUKAT AHATIU3A: 5624/24
ANALYTICAL PROC. N°: / TPOTOKONT AHANU3A Ne: SRAS-9WACNM.5 EXP./ CPOK FTOOQHOCTW: 09/2027

ANALYTICAL REFERENCE / PEQGEPEHTHbLIN UCTOYHUK METOAOB AHAINU3A: Normative documentation / HopmaTushas
nokymeHTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOf, NMPOAYKTA KITUEHTA: 81775837

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUMECKOMW CYBECTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumeTtazonut

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUV NPOU3BOOUTENA ®APMALIEEBTUYECKOW CYBCTAHLIMN:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYBCTAHLUMU NPOU3BOAUTENA
Mo: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPON3BOAUTENA ®APMALIEBTUYECKOWN CYBCTAHLMWUMN: Siegfried PharmaChemikalien Minden GmbH /

3urchpua GapmaXemukanueH MuuaeH m6X

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

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudmkauumn Pe3ynbTaTbl

5 mL in an amber glass bottle with a polypropylene
Package / Ynakoska 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 npenapata Bo ¢nNakoH TEMHOro
CTeKna C HaBUHYMBAEMOW NONWUMNPONUNEHOBOW Complies /
KPbILLKOW CO BCTPOEHHOW MUNETKOW U3 CTeKna Tuna CooteeTciByeT
3 (EBp. ®.) n 6pombyTunkaydyka.
Mo 1 chnakoHy ¢ UHCTPYKLUMEN NO
NPUMEHEHUIO B NAYKy KapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHOW Complies /
JOKYMEeHTauuen. CootBeTcTBYET

Storage / XpaHeHue: At temperature below 25°C. / [pu TemnepaTtype He Bbiwe 25°C.

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

REMARKS / lpumeuaHnue:
The Product conforms to ND/
MpoaykT cooteeTcTBYET TpebosaHuam HL
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SOFARIMEX

WDUSTRIA GUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HasauBuH® kannu Ha3anbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KO NPOAYKTA: 704530 BATCH Ne / NAPTHUA Ne /: 45359
MANUFACTURE DATE: / BATA U3TOTOBNEHUA: 10/2024 C.A /| CEPTU®UKAT AHAITU3A: 5624/24
ANALYTICAL PROC. N°: / MPOTOKON AHAINN3A Ne: SRAS-9WACNM.5 EXP. / CPOK rOAHOCTW: 09/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHWUK METOOB AHAJIM3A: Normative documentation / HopmaTtneras
AokymerTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KO NPOAYKTA KITMEHTA: 81775837

API NAME, INN / HAMUMEHOBAHWE ®APMALEEBTUMECKOWU CYECTAHLMWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetasonuHa rugpoxnopua, MHH: OkcumerasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLNN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ® APMALIEBTUMECKOW CYBECTAHLIMKA NPOU3BOOUTENA
Mo: 24010263

APl MANUFACTURER NAME / j
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urdppna Papmaxemukanued MungeH M6 X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOANTENA ®APMALIEBTUMECKOW CYBCTAHLIUMN: Germany / 'epmanuist

BATCH REMARKS / lNpumevaHue 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. / [aHHbiM cBUAETENLCTBYIO, YTO AaHHas napTusi NpoBepeHa B
COOTBETCTBUM C paspelleHneM Ha MapKeTMHr U EBponeiickuM pyKOBOACTBOM MO Haanexailell npou3BoACTBEHHOW
NpakTUKe NS NeKapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk: l
DECISION / 3aknioyeHue: ,q /}WZWJ

Debora Almeida
DATE / faTa: 72 /n KZ; 29

M. Inés Ribeiro
QUALIFIED PERSON / OTBeTcTBEHHOE NMULUO:

—
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