SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOI'O NPOAOYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOL, NPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 55053
MANUFACTURE DATE: / OATA U3FOTOBMNEHUA: 01/2025 C.A/ CEPTUDUKAT AHAJTN3A:850/25
ANALYTICAL PROC. N°: / MPOTOKON AHAJTTU3A Ne: SRAS-9WACRV.3 EXP./ CPOK rOOQHOCTMW: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIN MCTOYHUK METOAOB AHAJIM3A: Normative documentation / HopmaTtusHas
pokymertauus 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUMW KOfl NPOAYKTA KITMEHTA: 81775838

APl NAME, INN / HAMMEHOBAHUE ®APMALIEEBTUYECKOW CYBECTAHLIUWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OkcumeTtaszonuna rugpoxnopua, MHH: OkcumMeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NMPOU3BOAUTENS ®APMALIEBTUHECKOW CYECTAHLWMN::
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUMECKOW CYBCTAHLUWUW MPOU3BOAUTENSA
Id: 24090271

API MANUFACTURER NAME / y
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEEBTUYECKOW CYBECTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /
Surcppua LapmaXemukanued MuHged MTmoX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTESNA PAPMALIEBTUMECKOWN CYECTAHUWMW: Germany / Mepmanus

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneuundmkaumnmn Pe3ynbrarthbl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNMpoapauHbin | Complies / CooTBeTCcTBYET
WX NOYTM Mpo3payHblii pacTBOp OT MOYTW
f6ecupeTHOro Ao cnabo-xenToro uyseTa.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTseTctByer
Bpema yOepXuBaHUsi OCHOBHOIO MNUKa Ha
XpoMaTorpamme UCMbITYEMOIo pacTBOpa AOMKHO
COOTBETCTBOBaTb BpeMeH yAepKuBaHus

OCHOBHOFO nuka Ha xpomartorpamme
CTaHaapTHOTo pacTteopa OKCUMETA30MMHa
ruapoxnopuaa, nony4yeHHom npwu

KONMW4YeCTBEHHOM onpeaeneHun.

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 | Complies/ CooTBeTcTBYEeT
yAEPXMBaHNA OCHOBHOIO MNKKa Ha XpomaTorpamme
MCMbITYEMOro pacTsopa AOMKHO COOTBETCTBOBATL
BPEMEHN YAEPXUBAHWS OCHOBHOMO MNUWKa Ha
Xpomartorpamme CTaH4apTHOro pacTeopa
B6eH3ankoHna  xnopuaa,  Nony4YyeHHoW  npu
KONMUYECTBEHHOM OnpeaeneHnu.

Clarity / Mpo3pa4HocThb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuuss | Complies / CooTBeTCTBYET

npenapata He AOMXKHA npesbilLaTh
onanecueHUuio atanoHa cpaBHeHus |/Boapl
OYNLLIEHHOWN.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A FTOTOBOINO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOL, MPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 55053

MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 01/2025

C.A /| CEPTU®UKAT AHATNN3A:850/25

ANALYTICAL PROC. N°: / TPOTOKOIN AHAJTU3A Ne: SRAS-9WACRV.3

EXP./ CPOK FOAHOCTH: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIM NICTOYHWUK METOOOB AHAJIU3A: Normative documentation / HopmatueHas

noxkymeHTauns N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KITUEHTA: 81775838

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

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWUU NPOM3BOAWUTENA ®APMALIEEBTUMECKOWU CYBCTAHLIUA::

24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUMECKOW CYBCTAHLIUXM NPOU3BOAUTENA

Mo: 24090271

APl MANUFACTURER NAME /

HAMMEHOBAHME NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLWUMU: Siegfried PharmaChemikalien Minden GmbH /

3urcppua PapmaXemukanned MunaeH 'm6X

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOJUTENA ®APMALIEBTUMECKOW CYBCTAHLIUU: Germany / Fepmarins

TESTS
MokazaTenu

SPECIFICATIONS
Cneuundmkaummn

RESULTS
PesynbTtatsl

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Y. / MNpenapaTt gomkeH BbiTb
BGecuBeTHBIM UMM BbiAEpXKUBATE CpaBHEHWE C
3TanoHoOMm Y7.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OTHocuTensHas From 1.006 to 1.010/ O1 1,006 no 1,010 1.008
nnoTHocTb (d 20/20)
pH From5.51t06.5/015,5006,5 5.9
Osmolality / OcMmonsnbHOCTb From 270 to 330 mOsmolkg / Ot 270 po 330 284
mMOcmMmonb/Kr
Relative impurities / PoacTtBeHHble npumecu
Impurity A (hydrolysis product) / lMpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rugponuaa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EautuyHas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUMLUMpPOBaHHas NPUMECH
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyectBeHHOE onpepaeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline 248.9
OxcumeTasonuHa rmapoxnopua hydrochloride/ Ot 237,5 o 262,5 mkr/mn
oKCMMeTasonuHa rugpoxnopuaa.
Benzalkonium chloride / BeHsankoHus xnopua From 45 to 55 ug/mL of benzalkonium chloride/ OT 47

45 po 55 mkr/mn BeHsankoHus xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOTO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOL, MPOOYKTA: 704531 BATCH Ne / MAPTWUA Ne /: 55053
MANUFACTURE DATE: / ATA U3rOTOBEHWA: 01/2025 C.A /| CEPTUDUKAT AHAINU3A:850/25
ANALYTICAL PROC. N°: / TPOTOKOIT AHAJTU3A Ne: SRAS-9WACRV.3 EXP./ CPOK rOgHOCTW: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHAJIU3A: Normative documentation / Hopmatusnas
pokymeHTauma M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOL, MPOAOYKTA KIMEHTA: 81775838

API NAME, INN / HAMUMEHOBAHUWE ®APMALEEBTUYECKOW CYBCTAHLIMWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumerasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPON3BOAUTENA ®APMALIEBTUYMECKOU CYBCTAHLINN::
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOU CYBCTAHLIMU NPOU3BOOUTENA
FNo®: 24090271

API MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOOUTENA ®APMALIEBTUYECKOW CYBCTAHLMWM: Siegfried PharmaChemikalien Minden GmbH /
3urdbpug PapmaXemukanved MuHaeH MTm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAWUTENA ®APMALIEBTUYMECKOU CYBCTAHLUUU: Germany / Fepmanusi

TESTS SPECIFICATIONS RESULTS
Moka3zaTtenu Cneuundpmxaumm Pesynbratbi

Microbial purity / Mukpo6buonoruueckas
yucroTa

Total aerobic microbial count (TAMC) / Not more than 10> CFU / ml / <1CFU/m!
Ob6wwee yncno aapobrbix Haktepuit He Gonee 102 KOE/mn

Total combined yeast and molds count (TYMC)/ Not more than 10' CFU /ml / <1CFU/ml
O6Luee Yneno ApoXOKEBLIX U NNECHEBbIX rpnbos He Bonee 101 KOE/Mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBue B 1 mn Absent / OtcyTCcTBYIOT
Staphylococcus aureus Absence in 1 ml/ OtcytctBre B 1 mn Absent/ OTcyTtcTeyloT
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. / Mo 10 mn npenapata Bo nNakoH TEMHOro
cTeKla C HaBWHYMBAEMOW MOMMMNPONUIIEHOBON
KPbILLKOW CO BCTPOEHHOW nuneTkoi n3 ctekna tuna | Complies / CooTBeTcTBYET
3 (Eep. @.) n BpombyTUNKayuyKa.
Mo 1 cbnakoHy C UHCTpyKUMEN No
NPVUMEHEHMIO B NaYKy KapTOHHY!O.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHOM
JOKyMeHTaunen. Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBuH® kannu HasanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUWA KOA NPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 55053
MANUFACTURE DATE: / ATA U3TOTOBREHWA: 01/2025 C.A /| CEPTUGUKAT AHAJTN3A:850/25
ANALYTICAL PROC. N°: / MPOTOKON AHAIN3A Ne: SRAS-9WACRV.3 EXP./CPOK rOQHOCTMW: 12/2027

ANALYTICAL REFERENCE / PE®OEPEHTHbIA UCTOYHUK METOOOB AHAIU3A: Normative documentation / HopmaTusHas
AokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOJl MPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYMECKOW CYECTAHUWWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetasonuHa ruapoxnopua, MHH: OkcumeTtasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUK NPON3BOOWTENA ®APMALIEEBTUHMECKOW CYBCTAHLIUN::
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOWU CYECTAHLUM NPOU3BOAOUTENA
MMo: 24090271

APl MANUFACTURER NAME / 3
HAWMEHOBAHWUE NPON3BOAUTENA ®APMALEBTUYECKOU CYBCTAHLUMWU: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemukanmen MungeH M'mbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUYECKOWU CYBCTAHLUWW: Germany / [epmaHus

TESTS SPECIFICATIONS RESULTS
MNMokasartenu Cneuundukavum PesynbraTthbl

Storage / XpaHenwue: At temperature below 25°C. / INpu Temnepatype He Bbiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roga (- 1 mecsu)

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpeboBaHMAM Hl

BATCH REMARKS / lNpumeuaHue pns 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 CBMOETENLCTBYIO, YTO AAHHAA NapTUMSA NposepeHa B
COOTBETCTBMU C Pa3peLieHUEM Ha MAapKEeTUHI U EBpONerckuM pyKOBOACTBOM MO Haarnexalwleld npousBOACTBEHHON
rpakTuKe ANns NeKapCTBEHHbIX NMPOAYKTOB.

ANALIST / Avanutuk: DECISION / 3aknioueHme:
Sénia Chainho DATE /flara: o)) /O 7 ( (/ /aé‘
M. Inés Ribeiro QUALIFIED PERSON / OtsercraenHoe nuuo: Y\~ ~L
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