SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOI'O NPOAYKTA

PRODUCT / NPOAOYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3aueuH® kannu HazanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUI KOA MPOOYKTA: 704531 BATCH Ne / TTAPTUA Ne /: 56093
MANUFACTURE DATE: / JATA U3rOTOBJIEHUA: 10/2025 C.A | CEPTUOUKAT AHAITN3A: 4803/25
ANALYTICAL PROC. N°: /| TPOTOKON AHASN3A Ne: SRAS-9WACRV.3 EXP./ CPOK TOAQHOCTWU: 09/2028

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UICTOYHUK METOAOB AHAMNWU3A: Normative documentation / HopmaTusHas
AokymeHTauns M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUWI KO NPOAYKTA KNWEHTA: 81775838

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYMECKOWN CYECTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopug, MHH: OkcumeTtaszonun:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYECTAHLUMUN:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBECTAHLIMN MPOU3BOAUTENA
Mo: 25040210

API MANUFACTURER NAME / }
HAUMEHOBAHUWE NPOWU3BOOUTENA ®APMALIEBTUYMECKOUW CYBCTAHLUMMN: Siegfried PharmaChemikalien Minden GmbH /
3urcppug PapmaXemukanueH MungeH Tm6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA MPOU3BOOWUTENA ®APMALIEBTUHECKOW CYECTAHUWU: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
MokazaTenn Cneundnkauum PesynbTaThi
i Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpospaynein | Complies / CooTBeTcTBYET
UK NOYTK NPO3PaYHbI  pacTBop OT NOYTK
| 6ecuseTHoro fo cnabo-xenToro yeeTa.

ldentity/ MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
| OkcumeTtasonuHa rugpoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTcTBYET
Bpemsi yoepxuBaHMA OCHOBHOrO nuka Ha
Xpomartorpamme WCMbITYeMoro pacteopa 4OIMKHO
COOTBETCTBOBATL BPEMEHM yaepXXuBaHus

OCHOBHOTO nuka Ha xpomMaTorpamme
CTaHaapTHOro  pacTsopa  OKCUMETa30nnHa
ruapoxnopuaa, nonyyYeHHon npw

KONU4eCTBEHHOM onpegeneHunn.

Benzalkonium chioride / BeH3zankoHua 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
solution obtained in the Assay test. / Bpems | Complies/ CooTtBeTcTBYET
yAEPXWBaHNA OCHOBHOIO NUKa Ha XpomaTtorpamme
MCNbITYEMOro pacTBopa AOMKHO COOTBETCTBOBATL
BPEMEHW YAepXUBaHWA OCHOBHOMO NWKa Ha
Xpomartorpamme CTaHAapTHOTO pactsopa
BeHsankoHnsa  xnopuga,  NOAyYeHHOW  npw
KONMUYECTBEHHOM OMpeaeneHun.

=

Clarity / Npo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuna | Complies/ CooTBeTcTBYyET
npenapata He DOSKHA NpeBbILWaTh
onanecueHUMlo  atanoHa cpaBHeHus  |/Boabl
OYULLEHHOW.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATNTU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUM KO NPOOYKTA: 704531

BATCH Ne / MAPTUA Ne /: 56093

MANUFACTURE DATE: / ATA U3rOTOBNEHWA: 10/2025

C.A | CEPTU®UKAT AHATU3A: 4803/25

ANALYTICAL PROC. N°: / TIPOTOKOI AHAJIU3A Ne: SRAS-Q9WACRV.3

EXP./ CPOK NrOOHOCTW: 09/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIU UICTOYHUK METOAOB AHAINMU3A: Normative documentation / HopmaTuaHas

AokymeHTaums [MN012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NPORYKTA KIMUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHWE ®APMALEEBTUYECKOU CYBCTAHUWNWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa ruapoxnopun, MHH: OkcumeTtazonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUI/ MPOU3BOAUTENA ®APMALIEBTUYECKOM CYBCTAHLUWN:

24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALEBTUYECKOU CYBCTAHUUW NPON3BOOUTENA

rNo: 25040210

APl MANUFACTURER NAME /

HAUMEHOBAHME NPOU3BOOUTENSA ®APMALEBTUYECKOW CYBCTAHLMUN: Siegfried PharmaChemikalien Minden GmbH /

3urcdbpun PapmaXemukanmed MunaeH MmbX

COUNTRY OF MANUFACTURE OF THE API1/

CTPAHA NPOU3BOAUTENS ®APMALEBTUYECKOW CYECTAHLWW: Germany / Fepmanus

TESTS
MokasaTtenu

SPECIFICATIONS
Cneuundukauum

RESULTS
PesynbraTthl

Color / llBeTHOCTE

The product should be colorless or be comparable
to reference solution Y. / MNpenapat gonxet 6bITb
6€CLJ,BeTHbIM nnn BblaepXuneaTb CpaBHEHWe C
aTanoHom Yz.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ O1 1,006 go 1,010 1,007

nnoTHocTb (d 20/20)

pH From55t06.5/ 0155 106,5 6,0

Osmolality / OcmonsinbHOCTb From 270 to 330 mOsmol/kg / Ot 270 go 330 294
mOcmonb/kr

Relative impurities / PogcreeHHble npumecn

Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD

(npogykT rngponuaa)

Impurity ZP-1/ MNpumect ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD

Individual unidentified impurity / EauHnynas Not more than 0.1 % / He 6onee 0,1 % <LQ

HemgeHTUUUMPOBaHHaA NPUMECH

Total impurities/ Cymma npumecen Not more than 1.2 % / He bonee 1,2 % <LQ

Assay / KonnyecteeHHoOe onpeaeneHue

Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline

OxcumeTasonuHa ruapoxnopus, hydrochioride/ Ot 237,5 no 262,5 mkr/mn 249,0
OKCUMETa30mnu1Ha rugapoxnopuaa.

Benzalkonium chloride / BeHzankoHua xnopug From 45 to 55 ug/mL of benzalkonium chloride/ Ot 48

45 no 55 mkr/mn 6eH3ankoHUs xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATIM3A TOTOBOI'O NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBnH® kannu HasanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHUI KO NPOLOYKTA: 704531 BATCH Ne / NAPTUA Ne /: 56093
MANUFACTURE DATE: / JATA U3rOTOBIJIEHUA: 10/2025 C.A/ CEPTUOUKAT AHAJIU3A: 4803/25
[ ANALYTICAL PROC. N°: / TPOTOKON AHANWU3A Ne: SRAS-9WACRV.3 EXP./ CPOK rOOHOCTW: 09/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatueHas
AokymeHTaumsa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOO NPOAYKTA KINUEHTA: 81775838

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLIUK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetasonuHa rugpoxnopusn, MHH: OkcumeTaszonuk:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUM MPOU3BOAUTENA ®APMALIEBTUYECKOMN CYECTAHLIUMK:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLIUM MPOU3BOOUTENA
Mo: 25040210

APl MANUFACTURER NAME / 5
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOWN CYBCTAHLMWMN: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXxemukanned Mudger MoX

COUNTRY OF MANUFACTURE OF THE AP!/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUYMECKOW CYBCTAHUWU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Moka3aTenu Cneundukauumn Pesynbrarhl

| Microbial purity / Mukpo6buonoru4yeckas |
yucToTa |

Total aerobic microbial count (TAMC) / 2 | <1 CFU/mi
Not more than 10" CFU / mi /
Obuwee yucno aspobHblx HakTepun He Gonee 102 KOE/mn

Total combined yeast and molds count (TYMC) / Not more than 10" CEU /ml / <1CFU/ml
Ob6Lee 4nCcno gpoXoKEBbLIX W MITECHEBLIX rpnBoB He Gonee 101 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBMe B 1 Mn Absent/ OtcyTcTeyloT
Staphylococcus aureus Absence in 1 ml/ Otcytcteue 8 1 mn Absent / OtcyTcTByiOT
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 bromobuty! rubber.

1 bottle and patient information leaflet in a carton
pack. / [To 10 mn npenaparta Bo hnakoH TEMHOro
cTekla C HaBWHYMBAEMOW MONMNPONWUIEHOBON
KPbILLKOW CO BCTPOEHHOW nuneTkon us ctekna Tuna | Complies / CooTBeTctayeT
3 (Ep. ®.) n 6pombyTUnKaydyka.
Mo 1 chnakoHy € MHCTPYKLMER NO
NPUMEHEHUIO B NAYKY KApPTOHHY!O.

Labeling / MapknpoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMATVBHOM
AOKYMeHTauunen. Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A rOTOBOIO NMPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasuBuH® kannu Ha3anbHble 0,025% Poccua /

ARTICLE CODE / BHYTPEHHWUW KOQ MPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 56093
MANUFACTURE DATE: / ATA U3FOTOBIEHUA: 10/2025 C.A/ CEPTU®UKAT AHAJTU3A: 4803/25
ANALYTICAL PROC. N°: / TPOTOKOJ1 AHAINU3A Ne: SRAS-9WACRV.3 EXP./ CPOK rOAHOCTW: 09/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIU UICTOYHUK METOLQOB AHANU3A: Normative documentation / HopmatusHas
AokymeHTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KO NMPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAUMEHOBAHUE ®PAPMALEEBTUYECKON CYBCTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa ruapoxnopua, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPW/ NPOU3BOAUTENA ®APMALEEBTUYECKOU CYBCTAHLINI:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOW CYECTAHLIMWU NPON3BOAUTENA
Mo: 25040210

API MANUFACTURER NAME / 5
HAMMEHOBAHUE NMPOU3BOAUTENA ®APMALEEBTUYECKOWU CYBCTAHUWMU: Siegfried PharmaChemikalien Minden GmbH /
3urcopung PapmaXemukanuned MungeH MmoX

COUNTRY OF MANUFACTURE OF THE API1/ 5
CTPAHA NPOU3BOOUTENA ®APMALIEBTUYMECKOW CYBCTAHUWWU: Germany / 'epmaHus

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuundmkauum Pe3ynbTaThi

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

Shelf life / Cpok rognocTu: 3 years (-1 month) / 3 roaa (- 1 mecsu)

REMARKS / NMpumeyaHume:
The Product conforms to ND/
[MpogykT cooTBeTcTBYET TpeboBanusm H

BATCH REMARKS / NpumeyvaHue pnst 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. / JJaHHbIM CBUAETENbLCTBYIO, YTO AaHHAs NapTus MpoBepeHa B
COOTBETCTBUW C paspelleHVem Ha MapkeTuHr M EBponenckMM pyKoBOACTBOM MO Haanexaiuienn npou3BOACTBEHHOR
npaKkTuKe ANs NeKkapcTBEHHbIX MPOAYKTOB.

¥
ANALIST / Ananutuk: DECISION / 3akntoueHue: /ﬁ,{ "?-(’W%;/
Sonia Chainho DATE ! flava: 21/ l0/ 25 2
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULO:
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