SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, SA

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KO NPOAQYKTA: 704530 BATCH Ne / NAPTUA Ne /: 45337
MANUFACTURE DATE: / ATA U3IrOTOBJIEHUA: 10/2024 C.A/ CEPTU®UKAT AHAINUNS3A: 5623/24
ANALYTICAL PROC. N°: / NIPOTOKOJT1 AHAINTU3A Ne: SRAS-9WACNM.5 EXP. / CPOK rOAHOCTMW: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIUM UCTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmaTtueHas
AokymeHTaums [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOJ, NPOAYKTA KINUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUWE ®APMALIEBTUYECKOW CYBECTAHLIW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OxcumeTasonuHa rugpoxnopua, MHH: OkcumeTasonuu

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOOUTENA ®APMALEBTUYECKOU CYBCTAHLUMN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYMECKOU CYBCTAHLUUUN NPOU3BOOUTENA
Mo: 24010263

APl MANUFACTURER NAME / .
HAMMEHOBAHUE NPON3BOOAUTENA ®APMALIEBTUYECKOWU CYBCTAHUWMWU: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemukanmeH MunaeH FTv6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKOWU CYBCTAHLIUWU: Germany / F'epmaHus

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuundukauum Pesynbrarbl

Description/ OnucaHue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / Mpo3pay4Hbii
MM  NOYTM MpO3payHblii pacTBOp OT MOMTU
6ecupeTHoro Ao cnabo-xenToro upeTa.

Complies /
CooTBeTcTBYET

Identity / MognuHHoCTL Retention time of the main peak in the
Oxymetazoline hydrochlroide / chromatogram of the test solution should comply
OkcumMeTasonuHa rugpoxnopun with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi yOepXuBaHWs  OCHOBHOrO MMKa Ha )
XpOMaTOrpamMMe UCMbITYEMOro pacTBopa [AOMKHO Complies /

COOTBETCTBOBATL BPEMEHN yaepXvusaHus CooTBeTtctByeT
OCHOBHOIO NWKa Ha XpomaTorpammMe CTaHAapTHOro
pacTBOpa OKCUMeTasonuHa rmapoxnopuaa,
NONyYEHHOW Mpy KOSIMYECTBEHHOM OnpegeneHun.

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. / Bpewms
yAepxusaHua OCHOBHOTO nvka Ha Complies /

XpoMarorpaMme UCNLITYEMOro pacTBopa AOMKHO CootsercTRYyeT
COOTBETCTBOBATL BpPEMEHU yaepXkuBaHus
OCHOBHOIO nvka Ha Xpomartorpamme
CTaHAapTHoro pacteopa 6eH3ankoHWs xnopuaa,
MOSyHYEeHHOW NPU KONMUYECTBEHHOM OnpeaeneHnu.

Benzalkonium chloride / BeHzankoHus
xnopug,
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SOFABIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOIO NMPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUW KOf NPOOYKTA: 704530 BATCH Ne / TAPTUA Ne /: 45337
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 10/2024 C.A /| CEPTUDUKAT AHAIU3A: 5623/24
ANALYTICAL PROC. N° / MPOTOKON AHAJTU3A Ne: SRAS-9WACNM.5 EXP. / CPOK TOAHOCTW: 09/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA UCTOYHUK METOOOB AHAMNWU3A: Normative documentation / HopmaTtuenas
pokymeHTauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJ NPOAYKTA KIMUMEHTA: 81775837

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTMYECKOM CYBCTAHLMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumMeTtasonuHa rugpoxnopua, MHH: OkcumeTtaszonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOOUTENSA ®APMALIEBTUHECKOU CYBCTAHLIUMK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUMECKOW CYBECTAHLIUU NPOU3BOAUTENS
rN®: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHMUE NPOU3BOAUNTENA ®APMALIEBTUYECKOWN CYECTAHLUM: Siegfried PharmaChemikalien Minden GmbH /
3urcbpua PapmaXemukanved Munged Mm6X

COUNTRY OF MANUFACTURE OF THE API/ :
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYMECKOW CYBCTAHLUWU: Germany / MepmaHus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuudurkaumum PesynbTtathb!
Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuus Complies /
npenapara He DOImKHa npeBbILLAaTL Cootsetcrayer
onanecueHUWi0 3TanoHa cpaBHeHus |/Boapl
OUMLLEHHOM.
Color / LiBeTHOCTb The product should be colorless or be comparable
to reference solution Y7. / Mpenapat AomkeH bbITh Comolies /
f6ecuBeTHbIM WNM BblAEpXKUBATL CpaBHeHWe C COOTBeF')I'CTB oT
3TanoHoM Y7. y
Relative density (d 20/20) / OtHocuTenkbHas From 1.006 to 1.010 / Ot 1,006 go 1,010
nnoTtHocTh (d 20/20) 1,006
pH From5.5t06.5/0715,5 06,5
5,9
Osmolality / OcmonanbHOCTL From 270 to 330 mOsmol/kg / Ot 270 go 330
MOcmonb/kr 274
Relative impurities / PoacTBeHHble npumecH
Impurity A (hydrolysis product) / Mpumect A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rupponusa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EguHuuHas Not more than 0.1 % / He 6onee 0,1 %
HeugeHTUhULMpoBaHHas NPUMECh <LQ
Total impurities/ Cymma npumecen 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

CEPTUDPUKAT AHANU3A MOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOl NPOOYKTA: 704530 BATCH Ne / NAPTUA Ne /: 45337
MANUFACTURE DATE: / ATA U3FOTOBINEHUA: 10/2024 C.A /| CEPTU®UKAT AHAITU3A: 5623/24
ANALYTICAL PROC. N°: / MPOTOKOJT AHAJIU3A Ne: SRAS-9WACNM.5 EXP./ CPOK TOOHOCTM: 09/2027

ANALYTICAL REFERENCE / PEQEPEHTHBIN UICTOMHNK METO[OB AHAJIU3A: Normative documentation / HopmatusHas
AokymeHTauns [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOJl MPOQYKTA KITMEHTA: 81775837

APl NAME, INN / HAMMEHOBAHUE ®APMALEBTUMECKOW CYBECTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OxcumeTasonuHa rugpoxnopug, MHH: OkcumetaszonuH

AP MANUFACTURER BATCH NUMBER / HOMEP CEPMU NPOVU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIMMK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUHECKOW CYECTAHLUWUN NPOUN3BOAUTENA
Mo: 24010263

APl MANUFACTURER NAME / .
HAWMEHOBAHWE NPOU3BOAUTENA ®APMALEEBTUMECKOU CYBCTAHLMU: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanmed MuHged Mm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPONU3BOAUTENAR ®APMALIEBTUMECKOWU CYBCTAHLIUWU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Moka3aTtenu Cneuudukauum PesynbTraThl
Assay / KonuyectBeHHoe onpeaeneHue
Oxymetazoline hydrochloride / From 92.5 to 105 pg/mL of oxymetazoline
OkcnMeTasonuHa rugpoxnopua, hydrochloride/ Ot 92,5 ao 105 mkr/mMn 100,5

OKCUMeTasoNuHa rugpoxnopunga.

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

Benzalkonium chloride / BeHaankoHus xa10pua
45 po 55 mkr/mn 6eHsankoHus xnopuaa

45

Microbial purity / Mukpo6uonoruyeckas
yucrora
Total aerobic microbial count (TAMC) / Not more than 10 CEU /ml /
O6wee yncno aspobHoix bakTepuit He Gonee 102 KOE/mn <1 UFC/ml
Total combined yeast and molds count Not more than 10" CEU/mI/
(TYMC) / ObLuee 4nucno ApoxoKeBbIX 1 1
NFECHEBbIX TPUGOB He 6onee 10 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ Otcytctene B 1 mn

Absent/ml
Staphylococcus aureus Absence in 1 ml/ Otcytctene 8 1 Mn Absent/ml
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHATIU3A roTOBOIO NMPOOYKTA

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

ARTICLE CODE / BHYTPEHHWUWA KO NPOAYKTA: 704530 BATCH Ne / NTAPTUA Ne /: 45337
MANUFACTURE DATE: / OATA U3rOTOBJTEHUA: 10/2024 C.A /| CEPTU®UKAT AHATIU3A: 5623/24
ANALYTICAL PROC. N°: / TPOTOKOIT AHAJIU3A Ne: SRAS-QWACNM.5 EXP. / CPOK MTOAHOCTW: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHAJIU3A: Normative documentation / Hopmatuenas
pokymeHtaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOA, MPOAYKTA KINUEHTA: 81775837

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUMECKOW CYECTAHLIWMM, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumetasonuH

AP MANUFACTURER BATCH NUMBER / HOMEP CEPVIN NPOU3BOAUTENST ®APMALIEBTUMECKOWN CYECTAHLIVU:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPMU ®APMALIEBTUYECKOW CYECTAHLIUW NPOU3BOAMTENA
rNo: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIMUMU: Siegfried PharmaChemikalien Minden GmbH /

3urcdppua PapmaXemukanmer Munged MTm6X

COUNTRY OF MANUFACTURE OF THE AP1/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIMKU: Germany / l'epmanus

TESTS SPECIFICATIONS RESULTS
MNokasatenwn Cneuundunkauumn Pesynbrarsbl

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 NakoH TEMHOro
CTekna C HaBUHYMBAEMOW NOMUNPONUIIEHOBOWN Complies /
KPbILLKOW CO BCTPOEHHOW NUNETKOW U3 cTekna Tuna CootBeTCTBYET
3 (EBp. @.) n 6pombByTUnKayyyka.
Mo 1 chnakoHy ¢ MHCTPYKUMEN No
NPUMEHEHUNIO B NAYKY KAPTOHHY!O.

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

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

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

REMARKS / lNpumeyvanve:
The Product conforms to ND/
MpoaykT cooTeeTcTBYET TpebosaHuam HL

4/5
IMP.4.13




SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHANTU3A TOTOBOI'O NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOL NPOAYKTA: 704530 BATCH Ne / MTAPTUA Ne /: 45337
MANUFACTURE DATE: / JATA U3rOTOBINEHUA: 10/2024 C.A /| CEPTU®UKAT AHATTIU3A: 5623/24
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAJIU3A Ne: SRAS-OWACNM.5 EXP. / CPOK TOOHOCTW: 09/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIA NICTOYHUK METOAOB AHAINU3A: Normative documentation / HopmaTusHas
aokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KO} NPOAYKTA KNUEHTA: 81775837

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLWW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPVUM NMPOU3BOAUTENSA ®APMALIEBTUMECKOW CYECTAHLIMM:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLIUU NPOU3BOAMUTESIA
Mo: 24010263

API MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKON CYBECTAHLIUK: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanueH MungeH M'mbX

COUNTRY OF MANUFACTURE OF THE API1/ .
CTPAHA NPOU3BOAUTENSA ®APMALIEBTUMECKOU CYBCTAHLINMN: Germany / Fepmanng

BATCH REMARKS / MpumevaHue 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. / [JaHHeIM CBUAETENLCTBYIO, YTO AaHHas NapTua nNpoBepeHa B
COOTBETCTBUM C pa3pelleHneM Ha MapkeTWHr 1 EBporeckum pyKOBOACTBOM MO Hafnekalied npousBOACTBEHHOW
npakTuke ANs JIeKapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk:

Debora Almeida DECISION / 3a|cmoqenue 7/ /1// p

DATE / flata: 7, /%6,5

M. Inés Ribeiro
QUALIFIED PERSON / OTBeTCTBEHHOE NULO:

/
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