SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTNO®UKAT AHATIU3A TOTOBOIO NPOOYKTA

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

ARTICLE CODE / BHYTPEHHWUK KO MPOAYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 45466
MANUFACTURE DATE: / JATA U3IrOTOBIEHUA: 11/2024 C.A /| CEPTUOUKAT AHAJIN3A: 6066/24
ANALYTICAL PROC. N°: / MPOTOKOJT AHAJU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TrOOHOCTMW: 10/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOAOB AHAMU3A: Normative documentation / HopmaTtushas
AokymeHTauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOL, MPOOYKTA KINUEHTA: 81775838

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUMECKOW CYECTAHLMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopug, MHH: OkcumerasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOOUTENS ®APMALEBTUYECKOW CYBCTAHLIUMK:
24080086

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYECTAHLIMWU NPOU3BOJWUTENS
Mod: 24252103

API MANUFACTURER NAME / j
HAUMEHOBAHME NMPOU3BOAUTENA ®PAPMALEEBTUYECKOW CYBECTAHLUWUMU: Siegfried PharmaChemikalien Minden GmbH /
3urdpun PapmaXemukanued Munaen Mi6x

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAOUTENA ®APMALIEBTUYECKOW CYBCTAHLIUW: Germany / Fepmanuns

TESTS SPECIFICATIONS RESULTS
Mokaszarenu Cneundunkaumm Pesynbrarhi
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNpo3payHbiii
MNW  NOYTW MpO3payHblili  pacTBOp OT MOYTH
GecuBeTHOro oo cnabo-xenToro upeTa.

Complies / CooTeeTCTBYET

Identity/ MoanuHHocTbL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OxkcumeTasonuHa rugpoxnopung, with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems ynepxuBaHMs OCHOBHOFO MWKa Ha

XpomMaTorpamme UCnbITyeMoro pactesopa gomkHO Complies / COOTBeTCTByeT
COOTBETCTBOBATL BpeMeHn yaepxusaHua

OCHOBHOIO nuka Ha xpomMartorpaMmme
CTaHAapTHOro pacreopa OKCMMeTa30rnnHa
ruapoxnopuaa, nosy4YeHHON npu

KONnn4ecTBEHHOM ofnpegeneHuu.

Benzalkonium chloride / Bensankonus Retention time of the main peak in the
xnopuva 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
yaAepXxnsaHna OCHOBHOrO nNuka Ha Xxpomartorpamue Complies / COOTBeTCTByeT
UCMbITYeMOoro pacTeopa IoNXHO COOTBETCTBOBATL
BPEMEHWN YAEPXWBaHWA OCHOBHOFO MWKA Ha
XpomaTorpamme CTaHgapTHOro pacTBopa
OeHsankoHma  xnopuaa,  MNOMyyeHHoil  npwu
KONMUYeCTBEHHOM ONpeaeneHun.

Clarity / Npo3payHocTsb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus Complies / CooTsetcTayet
npenapara He DOJDKHA npesbIWaTh
onanecueHuuio 3TanoHa CcpaBHEeHUs I/Boapl
OYMLLEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A FOTOBOIO NPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaanBuH® kannu HasansHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWIW KOf NMPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 45466

MANUFACTURE DATE: / JATA U3T'OTOBNEHWA: 11/2024

C.A | CEPTU®UKAT AHATIN3A: 6066/24

ANALYTICAL PROC. N° / MPOTOKOJ1 AHAJIU3A Ne: SRAS-9WACRV.2

EXP./ CPOK rOQHOCTHU: 10/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHUK METOAOB AHAMU3A: Normative documentation / HopmaTueHas

AokymeHTaums N1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUU KOO NPOAYKTA KNMEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYECTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYECTAHLIUN:

24080086

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOU CYBECTAHUUN NPON3BOAUTENA

rNo: 24252103

API MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENSA ®APMALEEBTUYECKOW CYBCTAHLMM: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanmed MunageH MTmoX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOM3BOOUTENA ®APMALIEEBTUMECKOW CYECTAHLWW: Germany / Fepmanus

TESTS
MokasaTtenu

SPECIFICATIONS
Cneuundpukaumm

RESULTS
Pe3ynbTathl

Color / LiBeTHOCTE

The product should be colorless or be comparable
to reference solution Y~. / Npenapat aomkeH 6bITb
6ecupeTHbIM WUNU  BblAEpXUBaTb CPaBHEHWE C
3TanoHoM Y7.

Complies / CooTBetcTBYET

Relative density (d 20/20) / OTHocuTenbHas

From 1.006 to 1.010/ Ot 1,006 ao 1,010

nnoTHocTh {d 20/20) 1.007
pH From55t06.5/ 0155 006,5
5.9
Osmolality / OcmonsnkHOCTb From 270 to 330 mOsmol/kg / Ot 270 po 330
mOcmonb/kr
282
Relative impurities / PoacTBeHHble npumecu
Impurity A (hydrolysis product) / MNMpumece A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoayKT rvaponusa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHnynas Not more than 0.1 % / He 6onee 0,1 % <LD
HeuzeHTUULMpOBaHHasa NPUMECH
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyecTtBeHHOe onpeaeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 ug/mL of oxymetazoline
OkcumeTasonuHa rugpoxnopua hydrochloride/ OT 237,5 no 262,5 mkr/mn 250.7
OKCUMETA30MuHa rMapoxnopvaa. '
Benzalkonium chloride / beHnsankoHus xnopug From 45 to 55 ug/mL of benzalkonium chloride/ OT
45 no 55 mkr/mn GeHsankoHus xnopuaa 17
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu Ha3zanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUI KOL NMPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45466
MANUFACTURE DATE: / JATA U3rOTOBJEHUSA: 11/2024 C.A /| CEPTUOUKAT AHAITU3A: 6066/24
ANALYTICAL PROC. N°: / MIPOTOKOJ1 AHAJIU3A Ne: SRAS-9WACRV.2 EXP. / CPOK TOOHOCTW: 10/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UICTOYHNK METOLOOB AHAIU3A: Normative documentation / HopmatueHas
AokymeHTauws [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOL, MPOAYKTA KINUEHTA: 81775838

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLMWKW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtaszonuna rugpoxnopua, MHH: OkcumeTtasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENS ®APMALIEBTUYECKOW CYBCTAHLWM:
24080086

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU ®APMALIEBTUMECKOW CYECTAHLUWUWN NPON3BOAUTENA
rN®: 24252103

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NMPOU3BOAUTENA ®APMALIEEBTUYECKOW CYBCTAHLIUK: Siegfried PharmaChemikalien Minden GmbH /
3urcbpug PapmaXemukanved MuxHaen MTm6X

COUNTRY OF MANUFACTURE OF THE APl / 5
CTPAHA NPON3BOAUTENA ®APMALEBTUYECKOWN CYBCTAHUWW: Germany / Mepmanus

TESTS SPECIFICATIONS RESULTS
Mokaszatenu Cneuudpunkauuu PesynbTarthl

Microbial purity / MukpoGuonorudeckas

uyucToTa
Total aerobic microbial count (TAMC) / Not more than 10° CFU / ml /
O6Luee yncno aspobHbix BakTepuit He 6onee 10° KOE/mn <1CFU/ml
Total combined yeast and molds count (TYMC) / Not more than 10" CFU /ml /

He Gonee 10" KOE/mn <1CFU/mi

Obwee uucno APOMOKEBbLIX U NecHeBbIX FpI/IGOB

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTctBue B 1 Mn

Absent / OtcyTtcTtByloT
Staphylococcus aureus Absence in 1 ml/ OtcytctBne B 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 bromobutyl rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapata Bo nakoH TEMHOrO
cTekna ¢ HaBUHYMBAEMOW MONUMPONMUITEHOBOW
KPbILLUKOW CO BCTPOEHHOW MUMNETKON M3 CTekna tuna
3 (EBp. @.) 1 6pombyTUnkaydyka.

Mo 1 dpnakoHy ¢ MHCTPYKUMEN No

NPVMEHEHNIO B NaYKy KAPTOHHY!O.

Complies / CooTBeTcTBYET

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBMU C HOPMaTUBHOM
OOKyMEeHTaunen. Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIM3A TOTOBOI'O NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOJ, MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45466
MANUFACTURE DATE: / DATA N3rOTOBNEHUA: 11/2024 C.A | CEPTUDOUKAT AHAIIU3A: 6066/24
ANALYTICAL PROC. N°: / MIPOTOKON AHANUU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOQHOCTW: 10/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIM UICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatusHas
pokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOQ, MPOOYKTA KNMEHTA: 81775838

APl NAME, INN / HAMUMEHOBAHUWE ®APMALIEBTUYECKOU CYBECTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuda ruapoxnopug, MHH: OkcumeTtazonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUWU MPON3BOAUTENA ®APMALIEEBTUYECKOU CYECTAHLWK:
24080086

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALEEBTUYECKOWU CYBCTAHLMM NPOU3BOAUTENA
MMo: 24252103

API MANUFACTURER NAME / .
HAMMEHOBAHUWUE NPOU3BOOUTENS PAPMALEBTUYECKOU CYBCTAHLIUU: Siegfried PharmaChemikalien Minden GmbH /
3urcppug PapmaXemukanumeH MuHaeH MubX

COUNTRY OF MANUFACTURE OF THE API / 5
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOU CYECTAHLIMWU: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundunkauumn Pe3ynbTtartsl

Storage / XpaHeHue: At temperature below 25°C. / Fpu TemnepaTtype He Bbiwe 25°C.

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

REMARKS / NpumMeyaHue:
The Product conforms to ND/
MpoaykT cooTBeTcTByeT TpeboaHusim H

BATCH REMARKS / NpumeyaHue pnsa cepum: 7

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. / QaHHbIM CBUAETENLCTBYIO, YTO AAHHASA NapTusl NpoBepeHa B
COOTBETCTBUM C paspeLUeHUEM Ha MapkeTUHr M EBponenckum PyKOBOACTBOM MO Haanexaileh npou3soaCTBEHHOW
npakTuke Ana nekapCTBEHHbIX NPOAYKTOB.

ANALIST / AH_a”"T"K: DECISION / 3aknto4eHne: ’/
Debora Almeida

DATE / flata: tZ (Z Zé,
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBeHHoe nMuo:
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