SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

- PRODUCT / NPOOYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu Ha3anbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWU KOA NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 31412
MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 11/2023 C.A/CEPTUOUKAT AHAJTU3A: 6224/23
ANALYTICAL PROC. N° / MPOTOKON AHANU3A Ne: SRAS-9WACRV.2 EXP./CPOK rOAHOCTW: 11/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOOB AHATIU3A: Normative documentation / HopmatuBHas
AokymeHTauma 11 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUIW KOJ NPOAOYKTA KNUEHTA: 81775838

API NAME / HAUMEHOBAHUE ® APMALIEBTUYECKOW CYBECTAHLUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOWN CYBCTAHUWUU: 23010347

APl MANUFACTURER NAME / .
HAUMEHOBAHME NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOAUTENA ®APMALIEBTUMECKOWU CYBECTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MNokasaTtenu Cneuudmkauumn Pesynbrathbl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3paurbii

N NoYTM npospaunblin  pactBop oT noutn | Complies/ CooTBeTtcTayeT
SecuyBeTHOro 0o cnabo-XenToro uBeTa.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooteetcTayet
Bpemsi yaepxvBaHWs OCHOBHOIO nuka Ha
XpomaTtorpaMme UCTbITYEMOro PaciBoOpa A0IMKHO
COOTBETCTBOBATL BPEMEHU yAepXKUBaHuA

OCHOBHOTO nuka Ha XpomaTorpaMme
CTaHAAPTHOrO  pacTBopa  OKCUMETA3OMUHA
rapoxnopuaa, nonyyYeHHo npu

KONUYEeCTBEHHOM onpeaeneHun.

Benzalkonium chloride / BeHzankoHusi Retention time of the main

peak in the
xnopwva

chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard | Complies / CooTseTcTayCT
solution obtained in the Assay test. / Bpems
YAEPKUBAHNSA OCHOBHOTO NiAKa Ha XpomaTorpamme
UCNBITYEMOrO pacTeopa AOMKHO COOTBETCTBOBATb
BPEMEHW YAEPXWBAHUS OCHOBHOTO MNUKa Ha
XxpomaTtorpamme CTaHaapTHOro pacTeopa
GeHzankouus  xnopuaa,  MOMAyYeHHoOW  npu
KONUYECTBEHHOM onpedeneHuu,

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / Onanecuenuus | Complies / CooTBeTCTBYET

Clarity / Mpo3payHocTk

npenaparta He AOonXKHa npeBbIWaTh
onanecueHuuMio aTtanoHa cpasHeHus |/sogbl
OYULLLEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A FOTOBOIO MNPOOYKTA

PRODUCT / NPOOYKT: Nasivin Nasal Drops 0.025 % Russia / HaaneuH® Kannu HasanbHbie 0,025% Poccua /

ARTICLE CODE / BHYTPEHHWUM KOJ NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 31412
MANUFACTURE DATE: / OATA U3rOTOBNEHNA: 11/2023 C.A/CEPTUO®WNKAT AHANUIA: 6224/23
ANALYTICAL PROC. N°: / NIPOTOKON AHAJTTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOOHOCTHW: 11/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTueHas
Aokymertauws N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO NPOAYKTA KIIMEHTA: 81775838

API NAME / HAMMEHOBAHUWE ®APMALIEBTUYECKOW CYBECTAHLIMK: Oxymetazoline Hydrochloride
AP| BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUMECKOW CYBECTAHLWNW: 23010347

APl MANUFACTURER NAME / :
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLINK: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ ;
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBECTAHLIMWN: Germany

TESTS SPECIFICATIONS RESULTS
MNokazaTtenu Cneundmkauun PesynbTathb!
Color / LiBeTHoCTb The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gorvkeH GbiTh
GecuBeTHbIM unu BbiaepkunBaTL cpasHedne ¢ | Complies / CooTBeTcTByET
3TanoHoMm Yz.
Relative density (d 20/20) / OTHocuTenbHan From 1.006 to 1.010/ Ot 1,006 go 1,010
nnotHocTb (d 20/20) 1.006
pH From5.5t06.5/015,5006,5
5.9
| Osmolality / OcmonsnbHOCTb From 270 to 330 mOsmolkg / OT 270 po 330
mOcmonb/kr 287
Relative impurities / PogcTBeHHble npumecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponmaa)
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EaquHnuHas Not more than 0.1 % / He 6onee 0,1 % <LD
HENOEeHTUPMUMPOBAHHAS NPUMECH
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 % <LD
~ Assay / KonnyecTBeHHoe onpeaeneHune
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcumeTasonmHa rnapoxnopua hydrochloride/ OT 237,5 go 262,5 mMkr/mn 247.2
OKCUMETAa30MNMHa rMmapoxnopvaa.
Benzalkonium chloride / BeHaankonua xnopua, From 45 to 55 pyg/mL of benzalkonium chloride/ OT 51
45 po 55 mkr/mn 6eH3ankoHvs xnopvaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATINU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOOYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu Ha3anbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUM KO NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 31412

MANUFACTURE DATE: / AATA U3rOTOBNEHWA: 11/2023

C.A/CEPTUOUKAT AHATIU3A: 6224/23

ANALYTICAL PROC. N°: / MPOTOKOJT1 AHAITU3A Ne: SRAS-SWACRV.2

EXP./ CPOKIrOAHOCTW: 11/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIA UCTOYHUK METOAOB AHAMU3A: Normative documentation / HopmaTusHas

AokymenTaums [ N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWW KO NPOAYKTA KIUEHTA: 81775838

API NAME / HAUMEHOBAHUE ®APMALIEBTUMECKOW CYBECTAHLUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOWN CYBCTAHLIUU: 23010347

API MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYECTAHUMWMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®APMALUEBTUYECKOWU CYECTAHLUN: Germany

TESTS SPECIFICATIONS RESULTS
MNoxkasarenu Cneundmkauyumn PeszynbTarbi
Microbial purity / Mukpo6uonormnyeckas
JYuctorta
Total aerobic microbial count (TAMC)/ Not more than 10° CFU /mi / <1 CFU/ml
O6ulee 4ncno aspobHelx GakTepuin He Bonee 102 KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml / <1CFU/ml

O6Luee YnCno APOXCOKEBbLIX U NNECHEBbIX rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

He Bonee 101 KOE/mn

Absence in 1 ml/ Otcytctere B 1 mn

Absence in 1 ml/ OtcyTctBue B 1 Mn

Absent / OTtcyTcTayloT

Absent / OtcyTcTayioT

Package / YnakoBka

10 mL in an amber glass bottle with a 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 ¢hnakoH TEMHOro
CTekna C HaBUHYMBAEMOW MOMUNPONUIEHOBOA
KPbILIKOW CO BCTPOEHHOM NUNETKOM U3 cTekna Tuna
3 (EBp. @.) n 6pombyTunkayuyka.

Mo 1 cpnakoHy ¢ MHCTpyKUKei No

NMPUMEHEHWIO B NayKy KAPTOHHYIO.

Complies / CooTBeTcTByET

Labeling / Mapkupogka

According to Normative documentation. / B
COOTBETCTBUN C HOPMATUBHOM
AOKyMeHTaunei.

Complies / CooTseTcTBYET

Storage / XpaHeHue: At temperature below 25°C. / Mpu TeMnepaTtype He Bblwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roga
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATNU3A rOTOBOIO NMPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaansuH® Kannm Ha3zanbHble 0,025% Poccusa/

ARTICLE CODE / BHYTPEHHUI KOJ MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 31412
MANUFACTURE DATE: / AATA U3rOTOBNEHWA: 11/2023 C.A/CEPTU®UKAT AHANWU3A: 6224/23
ANALYTICAL PROC. N° / TPOTOKO AHAJIU3A Ne: SRAS-9WACRV.2 EXP./CPOK TOAHOCTHU: 11/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIW MCTOYHUK METOOB AHAMWU3A: Normative documentation / HopmaTtusHasn
AokymedTaumna 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KIMUEHTA: 81775838

API NAME / HAMMEHOBAHUWE ®APMALIEBTUYECKOW CYECTAHLUMNKU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYBCTAHLMW: 23010347

APl MANUFACTURER NAME / .
HANMEHOBAHWE MPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLINMM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAMUTENSA ®APMALIEBTUYECKON CYECTAHLIMN: Germany

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpopykT cootBeTcTBYET TpeGoBaHNAM HL

BATCH REMARKS / Npumeyanune 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. / JanHbiM CBUAETENLCTBYIO, YTO AAHHAS NapTUS] NpoBepeHa B
COOTBETCTBMWA C paspelleHnem Ha MapkeTWHr u EBponeickum pykoBOACTBOM MO Hagnexalieh NpousBOACTBEHHON
NpaKkTUKe ANA NekapCTBEHHbIX NPOAYKTOB.
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ANALIST / AHanuTuk: DECISION / 3aknioueHue: V/ J(//I (

{
Helena Santos
DATE/Data: %0 [ 1/ 7
M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTBEHHO® N1LO: j :
B £ /
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