SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATNTU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOOYKT: Nasivin Nasal Drops 0.01 % Russia / HaanBuH® kannu HasanbHbie 0,01% Poccusa /

ARTICLE CODE / BHYTPEHHWUI KOA NMPOAYKTA: 704530 BATCH Ne / NAPTUA Ne /: 44934
MANUFACTURE DATE: / JIATA U3IOTOBNEHUA: 06/2024 C.A/ CEPTUOUKAT AHAIIU3A: 3837/24
ANALYTICAL PROC. N°: / NTPOTOKON AHAITN3A Ne: SRAS-9WACNM.5 EXP./ CPOK FrOOHOCTW: 05/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIU UICTOYHUK METOOOB AHAINU3A: Normative documentation / HopmaTtushas
pokymeHTaumsa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO[I NPOAYKTA KITMEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOU CYBCTAHLIMN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugapoxnopua, MHH: OkcumeTtazonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUHMECKOWU CYBCTAHLINM:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLUU NPON3BOAUTENA
MNMo: 23120292

APl MANUFACTURER NAME / .
HAMMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLMWM: Siegfried PharmaChemikalien Minden GmbH /
Surcppua PapmaXemukanuedH Mungen MmeX

COUNTRY OF MANUFACTURE OF THE AP/ .
CTPAHA NPOU3BOONTENA ®APMALEBTUYECKOUN CYBCTAHLIUWU: Germany / [epmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundomkauum Pesynbrarbl

Description/ Onucaxue Transparent or almost transparent, from a nearly
colorless to slightly yeliow solution. / IMpo3payHbii
UAM NOYTW nNpo3payHbIi  pacTBOP OT NOMTU
H6ecuseTHoro o cnabo-xenTtoro useTa.

Complies /
CooTtsetcrBYyeET

Identity / MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochlroide / chromatogram of the test solution should comply
OKcumeTasonuHa rmgpoxnopva with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi yaepXuBaHMA  OCHOBHOTO MMKa Ha )
XpomaTorpaMMme WCMbITyEMOro pacTeopa AOMKHO Complies /

COOTBETCTBOBATH BPEMEHU yAepxuBaHus CooteetcTByeT
OCHOBHOFO NWUKa Ha XpoMaTtorpaMmmMe CTaHAApPTHOIO
pacTeopa oKcMMeTasonuHa ruapoxropuaa,
NONy4YeHHOW NpU KONMMYECTBEHHOM ONpeaeneHnm.

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. / Bpewmsi
yAEPXKUBaHNSA OCHOBHOFO nvka Ha Complies /

XpomartorpamMmMe UCNbITYEMOro pacTeopa AOSIKHO CooteetcTRyeT
COOTBETCTBOBaTb BpeMeHn yOEepXKUBaHuA
OCHOBHOIO nuka Ha XpomaTorpamme
CTaHgapTHOro pacteopa OeHsankoHWa xnopuaa,
Nony4YeHHOM NpU KONMYECTBEHHOM ONpeAeneHnn.

Benzalkonium chloride / BeHnzankoHus
xnopug
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A rOTOBOIO MNPOAOYKTA

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

ARTICLE CODE / BHYTPEHHWUW KO NMPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44934
MANUFACTURE DATE: / JATA U3TOTOBMNEHUA: 06/2024 C.A/ CEPTUDUKAT AHAJIU3A: 3837/24
ANALYTICAL PROC. N°: / MPOTOKON AHAJTU3A Ne: SRAS-9WACNM.5 EXP./ CPOK rOOHOCT#: 05/2027

ANALYTICAL REFERENCE / PEOEPEHTHBIN UCTOYHUK METOLQOB AHASU3A: Normative documentation / HopmaTueHast
AokymeHTauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIW KOR MPOAYKTA KITMEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALEBTUYECKOW CYBECTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopug, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOWU3BOAMUTENS ®APMALIEBTUYECKON CYECTAHLIMU:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUMECKOW CYBCTAHLIUW MPOU3BOAUTENSA
MMo: 23120292

APl MANUFACTURER NAME / j
HAUMEHOBAHUE NPOU3BOOUTENA ®APMALIEBTUMECKOWU CYBCTAHLUW: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemukanued MungeH [moX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIMWU: Germany / FepManus

TESTS SPECIFICATIONS RESULTS
Mokas3aTtenu Cneuundukauum Pesynbrathl
Clarity / Mpo3pavHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuusn Complies /
npenapara He OOMXKHa npesbIWaTh Cootaertcrayer
onanecueHuuio  3TancHa cpaeHeHus  |/Bogpl
OUNLLEHHOMN.
Color / LiBeTHOCTb The product should be colorless or be comparable
to reference solution Y7. / Npenapat aonxeH ObiTh Compiies /
OecUBETHBIM UM BbLIAEPXUBATL CPaBHEHWE C Cooreegcm -
3TanoHoMm Y7. y
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 ao 1,010
nnotHocTk (d 20/20) 1,007
pH From5.51t06.5/07155 006,5
59
Osmolality / OcmonsinbHOCTL From 270 to 330 mOsmol/kg / Ot 270 po 330
mOcmonb/kr 278
Relative impurities / PoacTBeHHbIe npumecu
Impurity A (hydrolysis product) / MNpumecs 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 / EguHuunas Not more than 0.1 % / He 6onee 0,1 %
HeWaeHTUUUMPOBaHHAs NPUMECH <LD
Total impurities/ Cymma npumecei 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

CEPTUDUKAT AHANIN3A rOTOBOIO NPOLAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOf, NPOQYKTA: 704530 BATCH Ne / NAPTUA Ne /: 44934

MANUFACTURE DATE: / AATA U3rOTOBIEHWA: 06/2024 C.A /| CEPTUOUNKAT AHANMN3A: 3837/24

ANALYTICAL PROC. N°: / MPOTOKON AHAINU3A Ne: SRAS-9WACNM.5 EXP./ CPOK rOAHOCTMW: 05/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIN MICTOYHUK METOAOB AHAJIN3A: Normative documentation / HopmaTtusHas
noxymerntaumsa N1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUU KOfl MNPOAYKTA KNUEHTA: 81775837

APl NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOU CYBCTAHLMUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuna rugpoxnopung, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUMECKON CYECTAHLUN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUMECKOU CYBECTAHUUU NPOU3BOAUTENA
Mo: 23120292

AP! MANUFACTURER NAME / 3
HAUMEHOBAHWE NMPOU3BOAUTENA ®APMALIEBTUYECKOWN CYBCTAHLIMMN: Siegfried PharmaChemikalien Minden GmbH /
3urchpua PapmaXemukanveH Munged MmbX

COUNTRY OF MANUFACTURE OF THE API / }
CTPAHA NPOU3BOOUTENA ®APMALEBTUMECKOW CYBCTAHLIMU: Germany / 'epmanus

TESTS SPECIFICATIONS RESULTS
Moka3atenu Cneuudmkauumn PesynbTarbl

Assay /| KonnyectBeHHOe onpefenexHue
Oxymetazoline hydrochloride /
OkcumeTasonmHa rmapoxnopug,

From 92.5 to 105 pg/mL of oxymetazoline
hydrochloride/ OT 92,5 go 105 mkr/mn 99,4
OKCMMETAa30NMHa r’Mapoxnopuaa.

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

Benzalkonium chloride / BenaankoHusa xnopug
45 po 55 mkr/mn 6eHaankoHus xnopuaa

46

Microbial purity / Mukpobuonoruueckas
yucrtora
Total aerobic microbial count (TAMC) / Not more than 10° CFU / ml /
O6wee uncno aspobHeix bakTepui He Gonee 102 KOE/mn <1 UFC/mi
Total combined yeast and molds count Not more than 10" CEU /ml/
(TYMC) / OBLyee YiCcno ApoxoKeBbIX U 1
ANECHEBbIX rpUGOB He 6onee 10 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTtcTBre B 1 Mn

Absent/ml
Staphylococcus aureus Absence in 1 ml/ Otcytcteue 8 1 Mn Absent/mi
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTN®UKAT AHATIU3A TrOTOBOI'O NPOAYKTA

PRODUCT / MPORYKT: Nasivin Nasal Drops 0.01 % Russia / HasauBuH® kannu Ha3zanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUI KOf MPOAYKTA: 704530 BATCH Ne / NTAPTUA Ne /: 44934
MANUFACTURE DATE: / BATA U3FOTOBINEHUA: 06/2024 C.A/ CEPTUOUKAT AHANMU3A: 3837/24
ANALYTICAL PROC. N°: / NPOTOKON AHAJIN3A Ne: SRAS-9WACNM.5 EXP./CPOK rOOHOCTHW: 05/2027

ANALYTICAL REFERENCE / PE®GEPEHTHbIN MCTOYHUK METOOOB AHAINU3A: Normative documentation / HopmartueHas
AokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOR NMPOOYKTA KIUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOW CYECTAHLWKN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonunHa rugpoxnopua, MHH: OkcumeTtaszonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIUN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOU CYBCTAHLUWW NPOU3BOAUTENSA
Mo: 23120292

APl MANUFACTURER NAME / .
HAMMEHOBAHME NPOU3BOOUTENA ®APMALEBTUYECKOU CYBCTAHUWMWN: Siegfried PharmaChemikalien Minden GmbH /
3urcppua PapmaXemukanuer MunaeH M'moX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOONTENA ®APMALUEBTUMECKOU CYBCTAHUWUW: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneundukagum Pesynbrarhl

5 mL in an amber glass bottle with a 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 5 mn npenapata Bo ¢nakoH TEMHOrO
cTeknia C HaBUHYMBAEMOW MONUMPONUIIEHOBON Complies /
KpbILIKOW CO BCTPOEHHOMN MUMNETKOW U3 CTexkna Tuna CooTteetcTBYET
3 (EBp. 9.) n 6pomByTunkayuyka.
Mo 1 chnakoHy ¢ UHCTPYKLMEN NO
NPUMEHEHWIO B NaYKy KApTOHHY!IO.

Package / YnakoBka

Labeling / MapkupoBka According to Normative documentation. / B )
COOTBETCTBUW C HOPMATUBHOM Complies /
[OKyYMeHTauven. CooTeeTcTBYET

Storage / XpaHeHue: At temperature below 25°C. / Mpu Temnepatype He Bbiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roaa (-1 mecsy)

REMARKS / Npumeyuanue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpEbOBaHMAM H]]
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A TOTOBOI'O NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3uBuH® kannu Ha3anbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KOL NMPOAYKTA: 704530 BATCH Ne / MTAPTUA Ne /: 44934
MANUFACTURE DATE: / AATA U3rOTOBIEHWUA: 06/2024 C.A/ CEPTUOUKAT AHATIU3A: 3837/24
ANALYTICAL PROC. N°: / NIPOTOKOIN AHAITU3A Ne: SRAS-9WACNM.5 EXP./ CPOK rOOHOCTMW: 05/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIM MICTOYHUK METOOOB AHAJIN3A: Normative documentation / HopmaTtusHas
AokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOf, MPOAYKTA KIUEHTA: 81775837

API NAME, INN / HAUMEHOBAHUWE ®APMALIEBTUMECKOW CYBCTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / Okcumetasonuna ruapoxnopua, MHH: OkcumeTtasonvH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU MPOU3BOAUTENS ®APMALIEBTUHECKOW CYBCTAHLIMMK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOWN CYECTAHLUK NPOU3BOAUNTENA
MN®: 23120292

APl MANUFACTURER NAME / .
HAUMMEHOBAHWE NPOU3BOAUTENA ®PAPMALIEBTUYECKOW CYBCTAHLUMU: Siegfried PharmaChemikalien Minden GmbH /
3urcopug PapmaXemukanmeH MunaeH TM6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPON3BOAUTENA ®APMALIEBTUMECKOWU CYBECTAHLIUWU: Germany / l'epmanus

BATCH REMARKS / NpumevaHue ans cepuu:

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. / [JaHHbIM CBMAETENLCTBYIO, YTO AAHHAA NapTusA NpoBepeHa B
COOTBETCTBUU C paspelleHneM Ha MapKeTWHr v EBponerckum pyKOBOACTBOM MO Haasnexallen npov3BOACTBEHHOW
npakTuke A5 NekapcTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuK: &
Sonia Chainho DECISION / 3akniodeHue: \,L_}.J_O
DATE / flara: Qé o+ /
QUALIFIED PERSON / OTBeTcTBeHHOE N1uo: r\O

M. Inés Ribeiro
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