SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOA, NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 44023
MANUFACTURE DATE: / BATA U3rOTOBJIEHUA: 01/2024 C.A /| CEPTU®UKAT AHAINU3A: 514/24
ANALYTICAL PROC. N°: / MTPOTOKON AHAITU3A Ne: SRAS-9WACRV.2 EXP./ CPOK rOQHOCTM: 01/2027

ANALYTICAL REFERENCE / PEQEPEHTHbBIU NICTOYHUK METOAOB AHAIU3A: Normative documentation / HopmatusHas
AokymeHTauuns N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumeTaszonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLINA:
23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOW CYECTAHLIMN MPOU3BOAUTENA
Mo: 23080121

APl MANUFACTURER NAME / 3
HAMMEHOBAHUE NPOU3BOAUTENA ®APMALEBTUYMECKOU CYBCTAHUMM: Siegfried PharmaChemikalien Minden GmbH /
3urcopna PapmaXemukanmer MuHgeH TmeX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLIUU: Germany / l'epmaHust

TESTS SPECIFICATIONS RESULTS
Mokasarenwu Cneundukauum Pesynbrathbl
Description/ OnucaHnue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Npo3payHbli
UM MOMTM MpO3payHblil  pacTBop OT MOMYTU
BecuseTHoro o cnabo-xenToro upeTa.

Complies / CooTBeTrcTByeT

Identity/ MopnuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopva with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
BpemMss yAepXuBaHWS OCHOBHOTO MMKa Ha
XpoMmaTorpamme UCTLITYeMOro pacTeopa AOMXKHO | Complies / CooTBeTCTBYET
COOTBETCTBOBATH BPEMEHN YAEpXUBaHWUR

OCHOBHOTO nuka Ha Xpomatorpamme
CTaHOapTHOrO  pacTBopa  OKCMMETa30MMHa
rMApOXnopuaa, nony4eHHOM npu

KoNIM4eCcTBeHHOM onpejeneHuu.

Benzalkonium chloride / BeH3ankoHus 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
yAepPXMBaHNSA OCHOBHOTO N1Ka Ha xpomatorpamme | Complies / CooTeeTcTByeT
UCMbITYyeMoro pacTeopa AOMKHO COOTBETCTBOBAThL
BPEMEHN YAEPXWBAHMS OCHOBHOTO MNMKa Ha
XpomaTtorpamme cTaHAapTHOMo pacTeopa
OeH3ankoHns  xnopuaa,  MOSlyYEeHHOW  npu
KONMWYECTBEHHOM OnpeaeneHnu.

Clarity / po3spauHocTb The opalescence of the product should not exceed
the opalescence of the reference

suspension l/purified water. / OnanecueHuns Complies / CooTaetcTayeT

npenaparta He JOMXKHA npeBbIWAaTh
onanecueHUMI0 3TanoHa cpaBHeHus |/Boabl
OYULLIEHHOMN.
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SOFARIMEX

INOUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANU3A TOTOBOIO NPOOYKTA

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

ARTICLE CODE / BHYTPEHHUW KOJ MPOOYKTA: 704531

BATCH Ne / MAPTUA Ne /. 44023

MANUFACTURE DATE: / JATA U3rOTOBIEHUA: 01/2024

C.A /| CEPTU®UKAT AHAIMU3A: 514/24

ANALYTICAL PROC. N°: / MIPOTOKOIN AHAJTU3A Ne: SRAS-9WACRV.2

EXP. / CPOK FrOOHOCTMW: 01/2027

ANALYTICAL REFERENCE / PEOEPEHTHbIN UICTOYHUK METOAOB AHAMMU3A: Normative documentation / HopmaTtushas

gokymentaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOAYKTA KIUEHTA: 81775838

APl NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOW CYBCTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtaszonuHa rugpoxnopua, MHH: OkcumeTtaszonuu

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIMM:

23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOW CYECTAHUWUU NPOU3BOAUTENA

rno: 23080121

APl MANUFACTURER NAME /

HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUYECKOM CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urdbpug PapmaXemukanueH MuHaeH Tm6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLMU: Germany / Fepmanus

TESTS
MoxaszaTtenu

SPECIFICATIONS
Cneundunkauum

RESULTS
Pesynbrathbl

Color / LiBeTHOCTL

The product should be colorless or be comparable
to reference solution Yz. / MNpenapat gomkeH 6biTh
6ecUBeTHbIM WX BblAEpPXKUBATh CpaBHEHWE C
3TanoHoM Y7.

Complies / CooTeeTCTBYET

Relative density (d 20/20) / OTHOCUTEenbHasA

From 1.006 to 1.010/ OT 1,006 a0 1,010

nnoTtHocTb (d 20/20) 1,008
pH From55t06.5/07155006,5
59
Osmolality / OcmMonsinbHOCTb From 270 to 330 mOsmol/kg / Ot 270 po 330
MOCMonb/Kr
272
Relative impurities / PoacTBeHHbIE npumMmecH
Impurity A (hydrolysis product) / MNpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npodykT rugponuaa)
Impurity ZP-1 / MNpumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHuuHas Not more than 0.1 % / He 6onee 0,1 % <LD
HeuaeHTUdMUMPOBaHHaA NpUMeCch
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonnyecTtseHHoOe onpeaeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcumeTasonuHa rugpoxsopua hydrochloride/ O1 237,5 po 262,5 mkr/mn 250 7
OKCMMETa30NnHa ruapoxnopuaa. ’
Benzalkonium chloride / BeH3ankoHusi xnopua From 45 to 55 pg/mL of benzalkonium chioride/ OT
45 po 55 mkr/mn 6eHsankoHus xnopuaa 47
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOOYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUI KOl NPOAYKTA: 704531 BATCH Ne / TAPTUA Ne /: 44023
MANUFACTURE DATE: / AATA U3IrOTOBJIEHUA: 01/2024 C.A | CEPTU®UKAT AHAIU3A: 514/24
ANALYTICAL PROC. N°: / MPOTOKON AHAJTU3A Ne: SRAS-9WACRV.2 EXP. / CPOK TOAHOCTM: 01/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN NICTOYHUK METOOOB AHAINWU3A: Normative documentation / HopmaTtusHas
aokymeHTauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NMPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALEBTUYECKOU CYECTAHLIUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopua, MHH: OkcumeTtasonun

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUWN NPOU3BOAUTENA ®APMALIEBTUYECKOM CYBCTAHLIUK:
23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOU CYECTAHLIUA NPOU3BOAUTENA
Mo: 23080121

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYMECKOU CYBCTAHLMWM: Siegfried PharmaChemikalien Minden GmbH /
3urcpug PapmaxXemukanmer MuHaen 'm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUYECKOU CYECTAHLIMN: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuundukarmm PesynbTathl

Microbial purity / Mukpobuonoruieckast
yucrora

Total aerobic microbial count (TAMC) / Not more than 10° CFU /mi/ 1 EEind
B < m

O6wwee yncno aspobHeix GakTepui He 6onee 102 KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10' CFU /mi/
O6LLee 4MCno APOANCKEBLIX U NNECHEBbLIX rPUBoB He Gonee 10" KOE/mn <1CFU/ml
Pseudomonas aeruginosa Absence in 1 ml/ Otcytcteue B 1 mn

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

Absent / OTcyTcTBYlOT
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 (bnakoH TEMHOIo
cTeKkna C HaBUHYMBAEMOW NONWNPONUIEHOBOM
KpbILIKOW CO BCTPOEHHOW MUMETKOM U3 cTekna tuna
3 (EBp. @©.) n 6pombyTUNKay4yKa.

Mo 1 cpriakoHy € UHCTPYKLIMeN no

NPUMEHEHWIO B NaYKy KapTOHHY!O.

Complies / CooTBeTcTBYET

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBMN C HOPMATUBHOM
AOKyMeHTauuen. Complies / CooTBeTCTBYET
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SOFARIMEX

INDUSTRIA GQUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANIU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3anBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWI KOf NPOOYKTA: 704531 BATCH Ne / MTAPTUA Ne /: 44023
MANUFACTURE DATE: / OATA U3FOTOBNEHUA: 01/2024 C.A /| CEPTU®UKAT AHANU3A: 514/24
ANALYTICAL PROC. N°: / MPOTOKOJT AHAITU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TrOAHOCTH: 01/2027

ANALYTICAL REFERENCE / PEGEPEHTHbLIN UCTOYHUK METOAOB AHAIWU3A: Normative documentation / Hopmatneras
AokyMeHTauust [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ MPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYMECKOW CYBCTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopua, MHH: OkcumeTta3sonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENS ®APMALIEBTUYECKOW CYBCTAHLUU:
23202111

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPMN ®APMALIEBTUYECKOW CYECTAHLIMA NPON3BOAUTENSA
Mo: 23080121

APl MANUFACTURER NAME / .
HAUMEHOBAHMUE NMPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLWUMWN: Siegfried PharmaChemikalien Minden GmbH /

3urdopun PapmaXemukanmeH MuHgeH T'm6X

COUNTRY OF MANUFACTURE OF THE API/ i
CTPAHA NPOU3BOOWTENA ®APMALIEBTUYMECKOW CYECTAHLIMWU: Germany / MepmaHus

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneundonkaummn Pesynbtathbl

Storage / XpaHeHue: At temperature below 25°C. / MNpu Temneparype He Bblwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roga

REMARKS / NMpumMmeyaHue:
The Product conforms to ND/
MpopykT cooTBeTCTBYET TpeboBaHuam HJ

BATCH REMARKS / NpumeyvaHue 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. / [JaHHbIM CBUAETENLCTBYIO, YTO AAHHasi NapTUA NpoBepeHa B
COOTBETCTBUM C paspelleHnem Ha mapkeTuHr u EBporieiickuM pyKkoBOACTBOM MO Hagnexaiuei npou3BoACTBEHHON
npakTyKe Ans neKkapcTBeHHbIX NPOAYKTOB.

4 /
ANALIST / Avanutuk: DECISION / 3aknioueHue: /q f%&/@/

Sonia Chainho
DATE/fara: /£ /0% /Jpe's
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCcTBEHHOE NULO:
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