SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A TOTOBOIO NPOAYKTA

PRODUCT / NTPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaanBuH® kannv Ha3zankHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KOA NMPOAOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 31087
MANUFACTURE DATE: / BATA U3rOTOBNEHUSA: 08/2023 C.A/ CEPTU®UKAT AHATNU3A: 4920/23
ANALYTICAL PROC. N°: / MPOTOKOM AHATN3A Ne: SRAS-9WACUS6.4 EXP./ CPOK FrOAHOCTW: 08/2026

ANALYTICAL REFERENCE / PEOEPEHTHbIM UCTOYHUK METOAOB AHATIU3A: Normative documentation / HopmatusHas
aokymeHTayns N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOAYKTA KNUEHTA: 81775839

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHUUN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALEEBTUYECKOW CYBCTAHLWW: 23060166

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUYECKOW CYECTAHLIUMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENSA ®APMALEBTUYECKOW CYBECTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneuundmkayum PesynbraThl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpospaynbIi Complies / CooteeTcTRYET
WO NOYTWM NPO3padHbii  PacTBOP OT NOYTH
BecuseTHoro fo cnabo-xenToro usera.

Identity/ NoanuHHoCcTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTtaszonuna rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTcTBYeET
Bpema  ynepxuBaHWs  OCHOBHOrO MuMka  Ha
Xpomartorpamme WCMbLITYEMOro PacTBopa AOMKHO
COOTBETCTBOBATH BpemMeHu YAEPKUBAHUS
OCHOBHOrO M1Ka Ha XxpomaTorpamme CTaHAapPTHOro
pacTeopa OoKCUMeTasonuHa ruapoxnopuaa,
NOMY4EHHON NPU KONMUECTBEHHOM OnpeAeneHun.

Benzalkonium chloride / BensankoHus Retention time of the main peak in the
xnopua chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies / CootBeTctyeT
solution obtained in the Assay test. / Bpewms
YAEPXUBaAHUA OCHOBHOrO NUKa Ha XpomaTtorpammMe
UCMbITYeMOro pactaopa A0SIKHO COOTBETCTBOBATL
BPEMEHU YAEPXMBAHUS OCHOBHOrO nuKa Ha
XpomaTorpamme CTaHAapTHOro pactsopa
BeHsankoHna  xnopuaa,  NOMyYeHHoW npw
KONUYECTBEHHOM onpeaeneHun,

Clarity / Npo3pauHocTb The opalescence of the product should not exceed ]
the opalescence of the reference
suspension l/purified water. / Onanecuenuus
npenapara He AONXHa npessiwate | Complies / CooTBeTCTBYET
onanecueHuwio  aTanoHa cpaBHeHWs |/Boabl
QYULLIEHHON.
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SOFARIMEX

IRDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHATIN3A TOTOBOIO NMPOAYKTA

| PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaausuH® kannu HasansHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUW KO} MPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 31087

MANUFACTURE DATE: / AATA U3rOTOBNEHWSA: 08/2023

C.A/CEPTU®UKAT AHANU3A: 4920/23

_ ANALYTICAL PROC. N°: / MIPOTOKOMN AHATNIN3A Ne: SRAS-9WACUG.4

EXP./ CPOK rOOQHOCTW: 08/2026

nokymeHtauns N N012964/01-221221

ANALYTICAL REFERENCE / PE®EPEHTHbLIWN MCTOYHUNK METOIOB AHAJTU3A: Normative documentation / HopmaTusnas

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOL NPOLOYKTA KNUEHTA: 81775839

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLWUMK: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKON CYBCTAHLMN: 23060166

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOJUTENSA ®APMALIEBTUYECKON CYBCTAHLWW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAMUTENA PAPMALIEBTUYECKON CYECTAHUWNK: Germany

TESTS
MokasaTennu

SPECIFICATIONS
Cneuvicbmkaunm

RESULTS
PesynbTarthb!

Color / UBeTHOCTL

The product should be colorless or be comparable
to reference solution Y./ Mpenapat gomxeH BuiTs
fecuBeTHbIM UMW BbIAEPKMBATL CpPaBHEHWE C
aTancHom Yz.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OtHocuTenbHas

From 1.006 to 1.010/ OT 1,006 go 1,010

pH

mOcmonb/kr

nnotHocTb (d 20/20) 1009
From5.5t06.5/07155006,5 58
Osmolality / OcmonsinbHoOCTL From 270 to 330 mOsmolikg / OT 270 ao 330 285

' Related substances / PoacTBeHHbIe npumecu

impurity A (hydrolysis product) / Mpumecs A
(npoayxT ruaponunsa)
Impurity ZP-1/ Npumecs ZP-1

Individual unidentified impurity / EauHuninas
HeuaeHTUDULMPOBaHHAs NPUMECh

Total impurities/ Cymma npumeceit

Not more than 0.5 % / He 6onee 0,5 %
Not more than 0.5 % / He Gonee 0,5 %

Not more than 0.1 % / He 6onee 0,1 %

Not more than 1.2 % / He 6onee 1,2 %

< Detection Limit

< Detection Limit

< Detection Limit

< Detection Limit

Assay / KonnuectBeHHOe onpepeneHxune

Oxymetazoline hydrochloride / OkcumeTasonuna
rmapoxnopua

Benzalkonium chloride / Benaankonua xnopug

From 475 to 525 pg/mL of oxymetazoline
hydrochloride/ OT 475 no 525 mkr/mn
OKCMMETA30NMHA rmapoxnopuaa.

From 45 to 55 pg/mL of benzalkonium chloride/ OT
45 po 55 mkr/mn 6eHsankoHua xnopuaa

498

51
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A TOTOBOIO NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu HasanbHbie 0,05% Poccusn /

ARTICLE CODE / BHYTPEHHUIW KO MPOOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 31087
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 08/2023 C.A/ CEPTUOUKAT AHATTU3A: 4920/23
ANALYTICAL PROC. N°: / MIPOTOKOJT AHAJTU3A Ne: SRAS-OWACUG.4 EXP./ CPOKTOAHOCTW: 08/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIA UCTOYHUK METOLIOB AHANW3A: Normative documentation / HopmatusHas
AokymeHTauma 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NPOAYKTA KNUEHTA: 81775839

API NAME /| HAMMEHOBAHUWE ®APMALIEBTUYECKOW CYBECTAHUWUWN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALEBTUYECKOW CYBCTAHLIMK: 23060166

API MANUFACTURER NAME / } |
HAWUMEHOBAHUWE NPOU3BOAUTENS ®APMALIEBTUYECKON CYBCTAHLIMM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ }
CTPAHA NPOU3BOMIUTENA ®APMALIEBTUMECKOW CYBCTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
NokazaTtenu Cneuudukauum Pesynbrathl
Microbial purity / Mukpo6uonoruieckas

YUCTOTA

Total aerobic microbial count (TAMC) / O6Luee Not more than 10° CFU / ml /

. <1 CFU/m!
4ncno aspobHeix BakTepuin He Gonee 10° KOE/un

Total combined yeast and molds count (TYMC) / Not more than 101 CFU /ml/ <1 CFU/
Obuiee 4ncno ApOHGKEBLIX U NNECHEBLIX rpUBoB U/ mi

He Gonee 10' KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ Otcyrcteue B 1 mn

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

Absent / OtcyTcTayioT
Package / Ynakoexa 10 mL in an amber glass botlle 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 10 mn npenapara BO YNakoH TEMHOTO

CTekna ¢ HaBMHYMBAEMOW NONUNPONUNEHOBO

KPBILLKOI CO BCTPOEHHOMN NUNETKOW 13 cTekna Tuna

3 (EBp. @.) n GpombyTUnKayuyka.

o 1 dnakoHy ¢ MHCTPYKUMEN NO NPUMEHEHWIO B
nayky KapTOHHYIO.

Complies / Cootaerctayert

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUU C HOPMATUBHOM AOKYMeHTaLmen, Complies / CootsercTayet

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

Shelf life / Cpok roaHocTu: 3 years / 3 roaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A rOTOBOIO NPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3uenH® kannu HazansHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUI KOl MPOLAYKTA: 704532 BATCH Ne / NAPTWA Ne /: 31087
MANUFACTURE DATE: / DATA U3rOTOBIEHWA: 08/2023 C.A/CEPTU®UKAT AHANUIA: 4920/23
ANALYTICAL PROC. N°: / MPOTOKOI AHAJIU3A Ne: SRAS-OWACU6.4 EXP./ CPOK TrOAHOCTMW: 08/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHUK METOAOB AHANU3A: Normalive documentation / HopmaTtueHas
AokymeHTauma N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWW KO NPOAYKTA KNUEHTA: 81775839

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOMN CYBECTAHLUK: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLMN: 23060166

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAUTENA ®PAPMALIEBTUYECKOW CYECTAHLUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA PAPMALIEBTUYECKOW CYECTAHLIMN: Germany

REMARKS / Mpumevanue:
The Product conforms to ND/
MpoaykT cooTBeTcTBYET TpeboBaHUAM H/]

' BATCH REMARKS / Mpumeyanue ana 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. / JaHHbIM CBUAGTENLCTBYIO, YTO AAHHAA MapTUS NPoBeEpeHa 8
COOTBETCTBUN C paspelleHneM Ha MapkeTWHr u EBponeickum pykoBoACTBOM MO Hajnexallen npou3BOACTBEHHON
NpakTuKke AN nekapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTtuk:

e 0(

>3
QUALIFIED PERSON / OteeTcTREHHOR NUILO: 2

DECISION / 3akntoyeHue:

Vera Lopes DATE / fjata: Wm
Jodo Melo
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