SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A TOTOBOTI'O NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HazauBuH® kannu HazanbHble 0,025% Poccua /

ARTICLE CODE / BHYTPEHHWIW KOO NPOAYKTA: 704531 BATCH Ne / MAPTWA Ne /: 56095
MANUFACTURE DATE: / JATA U3rOTOBMIEHUA: 10/2025 C.A/CEPTU®UKAT AHATN3A: 4873/25
ANALYTICAL PROC. N°: / TPOTOKOI AHAJIU3A Ne: SRAS-9WACRV.3 EXP./ CPOK FrOQHOCTMW: 09/2028

ANALYTICAL REFERENCE / PEOEPEHTHbIM UICTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmatusHas
aokymeHTauuna N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NPOQOYKTA KIIMEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOU CYBCTAHUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMetasonuna ruapoxnopua, MHH: OkcumeTtasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLNMK:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOU CYBCTAHLUNY NPON3BOAUTENSA
r®: 25040210

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®PAPMALIEEBTUYECKOU CYBCTAHLMWMU: Siegfried PharmaChemikalien Minden GmbH /
Surdpug PapmaXemuvkanveH MuHgeH MTM6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA PAPMALEBTUMECKOU CYECTAHUWU: Germany / Fepmanus

] TESTS SPECIFICATIONS RESULTS
| MokasaTtenu Cneuundonkauumn Pesynbrarhi
Description/ Onucasue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpospayHbii | Complies / CooTBeTcTBYET
WA MNOMTW Mpo3payHbii  pacTBOp OT MO4YTU
HecupeTHoro fo cnabo-xenToro useTa.

Identity/ MopnuHHoCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
| OkcuMmeTa3onuHa rugpoxmnopua with retention time of the main peak in the

r chromatogram of oxymetazoline hydrochloride

standard solution obtained in the Assay test. / | Complies/ CooTBeTcTBYET
Bpemsi yaepkuBaHWst OCHOBHOMO Nwka Ha
XpomaTorpammMe MCnbITYyeMoro pactesopa A0STKHO
COOTBETCTBOBATh BpEeMeHU yAEepXNBaHUS

OCHOBHOTO nuka Ha XpomaTorpamme
CTaH4apTHOro pacTeopa oKCUMEeTas3onuHa
rMapoxnopuaa, Nony4YeHHON npu

KONnu4ecTBEeHHOM onpeaeneHvn.

Benzalkonium chloride / BeHaankoHusi 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/ CooTtBeTcTBYET
yOEPXKMBaHUS OCHOBHOTO NMKa Ha XpomaTtorpammMe
UCMBITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHWN YAEPXKMBAHWS OCHOBHOMO nNWKa Ha
XpomaTtorpamme CTaHAapTHOro pactsopa
OeH3ankoHusi  xnopwaa, NMONy4YeHHON  npu
KOMUYECTBEHHOM onpeaeneHnm.

Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuns | Complies / CooTBeTCcTBYET
npenapara He AOMXKHa npesbiwaTh
onanecueHUMlo  3TanoHa cpaBHeHus |/Boabl
OYULLIEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTM3A TOTOBOI'O NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUIA KOJ MPOAYKTA: 704531

BATCH Ne / NTAPTUA Ne /: 56095

MANUFACTURE DATE: / AATA U3rOTOBREHUA: 10/2025

C.A/ CEPTUO®UKAT AHAINWU3A: 4873/25

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

EXP./ CPOK TrOAHOCTW: 09/2028

ANALYTICAL REFERENCE / PE®EPEHTHbBIN UCTOYHUK METOAOB AHANW3A: Normative documentation / HopmaTueHas

AokymeHTaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOO NPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUYMECKOW CYBCTAHLIUA, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuHa rugpoxnopug, MHH: OkcumeTasonuH:

API| MANUFACTURER BATCH NUMBER / HOMEP CEPWUM MPOU3BOAWTENA ®APMALEBTUYECKOWU CYECTAHLIUMN:

24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOU CYBCTAHLUM NPOU3BOOUTENA

Mo: 25040210

APl MANUFACTURER NAME /

HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLUMMU: Siegfried PharmaChemikalien Minden GmbH /

3urcppua GapmaXemukanueH Munger MbX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOU3BOAMUTENSA ®APMALIEBTUMECKOW CYECTAHLIUWU: Germany / Mepmanus

TESTS
Mokazatenu

SPECIFICATIONS
Cneundoukauum

RESULTS
PesynbTaThl

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gonxeH 6biTb
OecUBETHbIM UMW  BbiJEPXWBATb CpaBHEHWE C
aTanoHom Y7.

Complies / CooTeeTtcTByeT

Relative density (d 20/20) / OTHocuTenbHaa From 1.006 to 1.010/ O1 1,006 ao 1,010 1,006

nnotHocTk (d 20/20)

pH From55t06.5/0155p006,5 59

Osmolality / OcmonsneHocTb From 270 to 330 mOsmol/kg / Ot 270 oo 330 286
mOcmonb/Kr

Relative impurities / PoacTBeHHble npumecu

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

(npoaykT rugponusa)

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

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

HenaeHTUULMPOBaHHAA NPUMECH

Total impurities/ Cymma npumecei Not more than 1.2 % / He Gornee 1,2 % <LD

Assay / KonuyectBeHHOe onpeaeneHuve

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

OkcumeTasonuHa ruapoxnopug hydrochloride/ Ot 237,5 no 262,5 mkr/mn 249,2
OKCMMETa3onuHa rugpoxnopuaa.

Benzalkonium chloride / BeHzankoHusi xnopwa, From 45 to 55 pg/mL of benzalkonium chloride/ Ot 47

45 po 55 mkr/mn GeH3ankoHus xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOIO NPOOYKTA

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

ARTICLE CODE / BHYTPEHHUW KOL MPOAYKTA: 704531

BATCH Ne / MTAPTUA Ne /: 56095

MANUFACTURE DATE: / BATA N3rOTOBNEHWA: 10/2025

C.A/ CEPTUDUKAT AHAJIU3A: 4873/25

ANALYTICAL PROC. N°: / NIPOTOKOIN AHAITIU3A Ne: SRAS-9WACRV.3

EXP./ CPOK rOQHOCTMW: 09/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIN ICTOYHUK METOJOB AHANW3A: Normative documentation / HopmaTusHas

aokymeHTauusa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KITUEHTA: 81775838

AP NAME, INN / HAUMEHOBAHUE ®APMALEEBTUMECKOWU CYECTAHLWUWU, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: OkcumeTtasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPMA NPOU3BOAUTENA ®APMALIEEBTUYECKON CYBCTAHLWUMK:

24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALEEBTUYECKOW CYBCTAHLIMN NPOU3BOAUTENA

rM®: 25040210

API MANUFACTURER NAME /

HAMMEHOBAHVE NPON3BOAMTENA ®APMALIEEBTUYECKOWN CYBCTAHLUM: Siegfried PharmaChemikalien Minden GmbH /

3urdopua PapmaXemukanven MunaeH MmoX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAVTENA ®APMAUEBTUYECKOW CYECTAHLIMU: Germany / MepmaHus

TESTS SPECIFICATIONS RESULTS
Mokaszatenu Cneundukauum Pesynbrathbl
Microbial purity / Mukpo6buonoruueckas
| yncTora |
| Total aerobic microbial count (TAMC) / | Not more than 10 CEU / ml / | <1CFU/ml |
| OBuwee yucno aapobHbix GakTepuia He Gonee 102 KOE/mn
<1CFU/ml

Total combined yeast and moids count (TYMC)/
O6Lee YnCno ApPOXOKEBLIX W MNECHEBLIX rpnboB

Pseudomonas aeruginosa

Staphylococcus aureus

Not more than 101 CFU/mi/
He Gonee 10" KOE/mn

Absence in 1 ml/ OtcytcTBme B 1 mn

Absence in 1 mi / OtcytctBue B 1 mn

Absent / OtcyTcTByloT

Absent / OtcyTcTeyloT

Package / Ynakoska

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 npenapaTta BO riakOH TEMHOMO
CcTekna C HaBWHYMBAEMOW NOMWMNPONUIIEHOBOW
KPbILLKOW CO BCTPOEHHOW NUMETKOW 13 CTekna Tuna
3 (EBp. ®©.) n GpombByTUnKayyyka.

Mo 1 cbnakoHy € MHCTPYKLMEN NO

NPVYIMEHEHWIO B NaYKy KAPTOHHYO.

Complies / CooTeeTcTBYET

Labeling / MapkupoBska

According to Normative documentation. / B
COOTBETCTBUWN C HOPMATVBHOM
AOKYMEeHTaunen.

Complies / CooTBeTtcTayeT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJINU3A TOTOBOIO NMPOAOYKTA

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

ARTICLE CODE / BHYTPEHHWIA KOO MPORYKTA: 704531 BATCH Ne / MAPTUA Ne /: 56095
MANUFACTURE DATE: / ATA U3rOTOBNEHWUA: 10/2025 C.A | CEPTU®UKAT AHAIMU3A: 4873/25
ANALYTICAL PROC. N°: / NTPOTOKOIT AHAJTU3A Ne: SRAS-9WACRV.3 EXP./ CPOK rOOHOCTHW: 09/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOOOB AHAJN3A: Normative documentation / HopwmatusHas
| AokymeHTaums M N012964/01-240523 -

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOO NPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALEBTUYECKOU CYBCTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OkcumetasonuHa rugpoxnopug, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUM MPOU3BOAUTENA ®APMALIEBTUYECKON CYBCTAHLIUK:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTMYECKOW CYECTAHLIMN NPOU3BOAUTENA
Mo: 25040210

API MANUFACTURER NAME /

HAUMEHOBAHWE MPOW3BOAUTENA ®APMALIEBTUYECKOWN CYBECTAHLUMM: Siegfried PharmaChemikalien Minden GmbH /
3urdppug PapmaXemukanmed MuraeH M6X

COUNTRY OF MANUFACTURE OF THE API / .

CTPAHA NPOU3BOAUTENA ®APMALIEBTUYMECKOW CYBCTAHLIUN: Germany / Mepmanus |

TESTS SPECIFICATIONS RESULTS
Mokaszatenu Cneundonkaummn PesynbTratbl

Storage / XpaHnenue: At temperature below 25°C. / MNpu TemnepaTtype He Bbiwe 25°C.

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

REMARKS / Npumeuanne:
The Product conforms to ND/
MpoaykT cooTBeTCTRYET TpEeboBaHuAM HL]

BATCH REMARKS / NpumeyaHue ans cepuu: 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. / [JaHHbIM CBMAETENLCTBYIO, YTO AaHHAs NapTUs NposBepeHa B
COOTBETCTBMM C paspelleHVeM Ha MapKeTUHr W EBPONENCKMM PyKOBOACTBOM MO Haanexallen npon3BOACTBEHHOW
npakTuke 4N NeKapCTBEHHbIX NPOAYKTOB.

/ /
ANALIST / AHanuTuk: DECISION / 3aknioyeHue: ﬂffybl/;rl_
Sonia Chainho DATE / flara: 2 4 / 16 /o7~
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NMULIO:

N
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