SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TrOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KO MPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 55067
MANUFACTURE DATE: / ATA U3rOTOBNEHWUA: 02/2025 C.A | CEPTUDUKAT AHAJTU3A: 852/25
ANALYTICAL PROC. N°: / MTPOTOKON AHAITU3A Ne: SRAS-9WACRV.3 EXP./ CPOK rOQHOCTH: 01/2028

ANALYTICAL REFERENCE / PE®QEPEHTHbLIM NICTOYHUK METOOQOB AHANMWU3A: Normative documentation / HopmatusHas
AokymeHTaums 1 N0Q12964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NMPOAYKTA KIUEHTA: 81775838

API NAME, INN / HAMMEHOBAHWUE ®APMALIEBTUYECKOW CYBECTAHLWWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopua, MHH: OkcumeTazonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA ®APMALIEEBTUYECKOU CYBCTAHUWUN::
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOW CYBCTAHLIMK NPOU3BOAUTENSA
rMNo: 24090271

APl MANUFACTURER NAME / .
HAMMEHOBAHMWE NMPOU3BOAUTENA ®APMALIEBTUHECKOW CYBCTAHLMWUMU: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanmeH MuHaeH MTm6X

COUNTRY OF MANUFACTURE OF THE API/ 5
CTPAHA NPOU3BOANTENA ®APMAUEBTUYECKOW CYBCTAHLUWWU: Germany / MepmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundukauum PesynbTath!
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpospaunbii | Complies / CooTBeTcTBYET
WM MOYMTWM NpO3payHbIl  pacTBOpP OT MOYTH
6ecuseTHoro Ao cnabo-xenToro LpeTa.

Identity/ MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumMeTazonuHa ruapoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTcTayet
Bpemsa yaepkuBaHUs OCHOBHOIO MuMKa Ha
XpomaTtorpamMmme UCMbITYEMOro pactsopa AOSIKHO
COOTBETCTBOBATHL BpEMEHN yaepXusaHust

OCHOBHOTIO nuka Ha XpomaTtorpamme
CTaHaapTHOrO  pacTeopa  OKCMMETa3onuHa
rnapoxnopuaa, nony4eHHom npu

KOJINYeCTBEHHOM onpegeneHun.

Benzalkonium chloride / BeHzankoHus 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. / Bpema | Complies/ CooTeetcTByer
YAEPXUBaHUSA OCHOBHOIO NUKa Ha xpomaTorpamme
UCNbITYEMOro pacTBopa AOMKHO COOTBETCTBOBATb
BPEMEHW YAEpXWBaHWSI OCHOBHOIO MUKa Ha
Xpomartorpamme CTaHaapTHOro pacTeopa
GeH3ankoHus  xropuaa,  MONy4YeHHon  npu
KONUYECTBEHHOM onpeaeneHun.

Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus | Complies / CooteercTByeT

npenaparta He [OIMKHA npeBbIWaTh
onanecueHUMIo sTanoHa cpaBHerus  |/Bodbl
L OYMLLIEHHON.
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3ueuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUWA KOf, MPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 55067

MANUFACTURE DATE: / OATA U3rOTOBJEHUA: 02/2025

C.A /| CEPTU®UKAT AHATU3A: 852/25

ANALYTICAL PROC. N°: / MTPOTOKOIT AHAJIU3A Ne: SRAS-9WACRV.3

EXP. / CPOK TOQHOCTMW: 01/2028

ANALYTICAL REFERENCE / PE®EPEHTHbI UCTOYHUK METOROB AHAJIU3A: Normative documentation / HopmatusHas

AoKymeHTauws 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOl MPOAYKTA KIMUEHTA: 81775838

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUHECKOW CYBCTAHLMW, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline / OkcumerasonuHa ruapoxnopug, MHH: OkcumeTasosnuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENA OAPMA

24252103

LEBTUYECKOW CYBCTAHLIK::

FP MANUFACTURER API BATCH NUMBER / HOME

rNo: 24090271

P CEPUN ®APMALEEBTUYECKOW CYBCTAHUMUUA NPOU3BOAWUTENA

API MANUFACTURER NAME /

HAWMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYB

3urchpua PapmaXemukanueHd MungeH MM6X

CTAHUWMU: Siegfried PharmaChemikalien Minden GmbH /

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOM3BOAUTENA ®APMALEBTUMECKOW CYBCTAHLIMKU: Germany / lepmanua

TESTS
MokasaTtenu

SPECIFICATIONS
Cneumdomkauumm

RESULTS
Pe3ynbTaThl

Color / UBeTHOCTb

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat AomkeH 6biTb
fecuBeTHbIM WNKU BblAepXuBaTe CpaBHeHWe C
3TanoHom Y7.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTenbHas

From 1.006 to 1.010/ OT 1,006 no 1,010

nnotHocTh (d 20/20) 1.008
pH From5.5t06.5/ 015,500 6,5
5.9
Osmolality / OcmonanNsHOCTL From 270 to 330 mOsmol/kg / Ot 270 mo 330
mOcmMonb/Kr
283
Relative impurities / PoacTBeHHble npumecu
Impurity A (hydrolysis product) / Mpumecb A Not more than 0.5 % / He 6onee 0,5 % <LD
(NpoAyKT ruaponuaa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHnuHas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUdMUMpoBaHHas NpUMech
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <LD
Assay | KonuyecTtBeHHoe onpeaeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pyg/mL of oxymetazoline 248.9
OkcumeTasonnHa rmgpoxnopva hydrochloride/ O 237,5 ao 262,5 mkr/mn ’
oKcuMeTasonuHa rnapoxnopuaa.
Benzalkonium chloride / BeHaankoHns xnopua, From 45 to 55 pg/mL of benzalkonium chloride/ Ot 47

45 po 55 Mkr/mn 6eHsankoHua xnopwaia
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOA NPOQYKTA: 704531

BATCH Ne / TAPTUA Ne /: 55067

MANUFACTURE DATE: / AATA U3TOTOBINEHUA: 02/2025

C.A/ CEPTUOUKAT AHAIU3A: 852/25

ANALYTICAL PROC. N°: / MTPOTOKOJ1 AHAJIU3A Ne: SRAS-9WACRV.3

EXP./ CPOK TrOOQHOCTW: 01/2028

ANALYTICAL REFERENCE / PE®EPEHTHBIN UICTOYHUK METOOOB AHAJM3A: Normative documentation / HopmaTueHas

AokymeHTtauns N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KOl MPOQYKTA KITMEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLUWUKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa ruapoxnopua, MHH: OkcumeTasonuh:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUK NPOU3BOAUTENA ®APMALUEBTUYECKOU CYECTAHLNUMU::

24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ® APMALEEBTUYECKOW CYBCTAHUWX NPOU3BOAWUTENA

M®: 24090271

API MANUFACTURER NAME /

HAMMEHOBAHME NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLMM: Siegfried PharmaChemikalien Minden GmbH /

3urdpug PapmaXemukanmed MuHgeH MToX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAMUTENA ®APMALIEBTUYECKOM CYECTAHLMW: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundukaummn Pe3ynbrarhl
Microbial purity / MukpoSuonorudeckas
yucroTa
Total aerobic microbial count (TAMC) / Not more than 10> CFU / ml / <1CFU/ml
Obuwee yncno aspobHbix GakTepuit He Bonee 102 KOE/mn
<1 CFU/ml

Total combined yeast and molds count (TYMC)/
ObiLiee uMcno ApoXCcKEBbIX U NNECHEBbLIX rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

Not more than 10' CFU /ml/
He 6onee 10" KOE/mn

Absence in 1 ml/ OtcytcTemne B 1 mn

Absence in 1 ml/ OTtcytctBue B 1 Mn

Absent / OtcyTcTeyioT

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 npenapaTta Bo nakoH TEMHOro
CTeKkna C HaBWUHYMBAeMoOlW nNonMnNponuneHoBON
KPbILLKOW CO BCTPOEHHOW NWNETKON U3 cTekna Tuna
3 (Eep. ®.) 1 6pombyTUnKayyyka.

Mo 1 dnakoHy ¢ UHCTpyKUMel no

NPUMEHEHWIO B NAaYKy KapTOHHY!O.

Complies / CooTeeTcTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBMU C HOPMATUBHON
AOKYMeHTauuen.

Complies / CooTBeTCcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A FOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOA NPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 55067
MANUFACTURE DATE: / QATA U3rOTOBNEHWA: 02/2025 C.A /| CEPTU®UKAT AHANN3A: 852/25
ANALYTICAL PROC. N°: / TPOTOKOI AHAIU3A Ne: SRAS-OWACRV.3 EXP./ CPOK rOOHOCTMW: 01/2028

ANALYTICAL REFERENCE / PE®EPEHTHbBIM UCTOYHUK METOAOB AHAINU3A: Normative documentation / HopmaTtusHasg
pokymenTaums [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUU KOL, NPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAUMEHOBAHMUE ®APMALIEBTUMECKOW CYBCTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline / OkcumeTasonuHa ruapoxnopug, MHH: OKCUMMETa30/IUH: »
APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM MPOU3BOAUTENA SAPMALIEBTUYMECKOW CYBCTAHLUMN::

24252103
FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPMN ®APMALIEBTUYECKOU CYECTAHLIUA NPOU3BOAUTENA

M®: 24090271

APl MANUFACTURER NAME / .
HAUMEHOBAHMWE NMPOU3BOAUTENA ®APMALIEBTUMECKOMN CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urcbpua PapmaXemukanuer MuHaeH M'm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYECTAHLIUMW: Germany / epmanus

TESTS SPECIFICATIONS RESULTS
Moka3zaTtenu Cneuundukaumm PesynbTtaTthbl

Storage / XpaHeHue: At temperature below 25°C. / lpn TemnepaTtype He Bbile 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roaa (- 1 mecsy)

REMARKS / lNpumevanue:
The Product conforms to ND/
MpoaykT cooTeeTcTBYET TpebosaHwam HI

BATCH REMARKS / NMpumeyaHue ans cepuu:

Hereby | certify that this iot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / [lJaHHbiM CBMAETENLCTBYIO, YTO AAaHHas napTuA npoeepeHa B
COOTBETCTBMM C pa3pelleHueM Ha MapkeTuHr M Esponeiickum pykoBoacTBOM NO Hagnexalwen nNpou3BOACTBEHHON
NpakTuKe ANs NekapcTBeHHbIX NPOOYKTOB.

ANALIST / AHanuTuk: ] _
Sonia Chainho DECISION / 3aknioueHue: /-, J Ao o 5{7
DATE / flaTa: SO 201K
M. Ines Ribeiro QUALIFIED PERSON / O7BeTcTBeHHOe NnLO: a4
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