SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINTI3A TOTOBOI'O NPOAYKTA

PRODUCT / NPOOYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu Ha3anbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHWI KOJ MPOOYKTA: 704532 BATCH Ne / NAPTUA Ne /: 56177
MANUFACTURE DATE: / ATA U3rOTOBIEHUA: 10/2025 C.A/ CEPTU®UKAT AHAITU3A: 4881/25
ANALYTICAL PROC. N°: / NTPOTOKON AHANWU3A Ne: SRAS-9WACU6.5 EXP./ CPOK TrOOHOCTW: 09/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOQOB AHANU3A: Normative documentation / HopmaTusHas
AokymeHTaums M1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOO NPOAYKTA KMUEHTA: 81775839

API NAME, INN / HAMMEHOBAHME ®APMALIEBTUYECKOU CYECTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OkcumeTaszonunHa rugpoxnopug, MHH: OkcumeTtaszonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU MPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIMU:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ® APMALIEEBTUMECKOW CYBCTAHLIMWU MPOU3BOOUTENA
Mo: 25040210

APl MANUFACTURER NAME / .
HAMMEHOBAHUE NPOU3BOANTENA ®APMALIEBTUYECKOWU CYBCTAHLUMWM: Siegfried PharmaChemikalien Minden GmbH /
Surgppug PapmaXemukanued MuHaeH TmeX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOWU3BOOUTESIA PAPMALIEBTUMECKOU CYEBCTAHUWU: Germany / 'epmanun

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneundurkauum Pe3synbrarthl
| Description/ Onucaxue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3payHbii Complies / CooTeeTcTByeT
WU MOYTW NPO3payHbiil  pacTBOp OT  0O4TU
GecuseTHoro o cnabo-xenToro LBeTa.

Identity/ MognuHHoCTL Retention time of the main peak in the | Complies/ CootBeTcTByeT
! Oxymetazoline hydrochloride / chromatogram of the test solution should comply
| OkcumeTasonuHa rugpoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems  yaepxuBaHWs  OCHOBHOrO nNuWka Ha
XxpomaTtorpaMmme WCnblTYEMOro pacTeopa AOMXHO
COOTBETCTBOBATL BpeMeHu yAepxuBaHus
OCHOBHOrO fuKa Ha xpoMaTtorpamme CTaHAapTHOro
pactsopa OKCUMETa3onvHa rmapoxnopuaa,
NOMYYEHHOW NpK KONMYECTBEHHOM ONpeaeneHun.

Benzalkonium chloride / BeH3ankoHus Retention time of the main peak in the | Complies/ CootBeTcTBYyeT
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
YAEPXMBaHNS OCHOBHOIO NUKa Ha xpomarorpamve
MCMbITYEMOIO pacTBOpa 4OMKHO COOTBETCTBOBATL
BPEMEHWN YAEPXKMBAHMA OCHOBHOrO nWKa Ha
Xpomartorpamme CTaHAapTHOro pacteopa
©eHzankoHus xnopuga, nony4eHHON npu
KONMYECTBEHHOM ornpeaeneHunm.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIN3A TOTOBOIO NPOAYKTA

PRODUCT / NTPOLOYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® kannu Ha3anbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUM KOJ MPOAYKTA: 704532

BATCH Ne / DAPTWUA Ne /: 56177

MANUFACTURE DATE: / ATA U3rOTOBINEHUA: 10/2025

C.A /| CEPTUOUKAT AHAITU3A: 4881/25

ANALYTICAL PROC. N°: / TPOTOKON AHAIMU3A Ne: SRAS-9WACUG.5

EXP./ CPOK rOOHOCTW: 09/2028

| okymenTaums I NO12964/01-240523

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHUK METOOQOB AHAJIU3A: Normative documentation / HopmaTtusHas

CUSTOMER INTERNAL CODE / BHYTPEHHWUIW KO MPOAYKTA KITMEHTA: 81775839

APl NAME, INN / HAMMEHOBAHWUE ®APMALEBTUYECKOW CYBCTAHUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumeTtazonux

24272098

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPWUM MPOU3BOAUTENA ®APMALEBTUYECKOWN CYBCTAHLIMMN:

rMo: 25040210

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOWU CYECTAHLUW NPOU3BOOUTENA

API MANUFACTURER NAME /

3urdpua PapmaXemukanmer Munager f'meX

HAUMEHOBAHMUE NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLUMUMN: Siegfried PharmaChemikalien Minden GmbH /

COUNTRY OF MANUFACTURE OF THE API!/

CTPAHA NPOU3BOAUTENA ®APMALIEEBTUMECKOW CYBCTAHLIUN: Germany / 'epmaHnus

TESTS
Mokasatenn

SPECIFICATIONS
Cneuundomkanum

RESULTS
PesynbTtatsl

_' Clarity / Mpo3pa4HocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecuerHuus
npenapaTta He OOMXKHa npesbilLaTh
onanecueHUMl0 3TanoHa cpaBHeHus |/Boabl
OUULLIEHHOIR.

Complies / CooTBeTCcTBYET

Color / LBeTHOCTBL

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gomkeH 6biTb
OecUBETHbIM UMK BbIAEPXKMBATE CPABHEHWE C
3TanoHom Yz

Complies / CooTBetcTBYET

Relative density (d 20/20) / OTHocuTenbHaRA
nnotHocTb (d 20/20)

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

1.006

pH

From5.5t06.5/015,58006,5

5.9

Osmolality / OcmonsinbHocTb

From 270 to 330 mOsmol/kg / Ot 270 go 330

mOcmonb/kr

284 mOsmol/kg

Related substances / PoacTBeHHble npumMecu

Impurity A (hydrolysis product) / Mpumecs A
(NpoayKkT rmaponu3sa)
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EanHuyHas
HeMAeHTVI(bMLlVIpOBaHHaﬂ npumMmecs

Total impurities/ Cymma npumecen

Not more than 0.5 % / He 6onee 0,5 %
Not more than 0.5 % / He Gonee 0,5 %

Not more than 0.1 % / He 6onee 0,1 %

Not more than 1.2 % / He Gonee 1,2 %

<LD

<LD

<LD

<LD
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANTM3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HazuBuH® kannu HasanbHblie 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHWUW KOQ MPOQYKTA: 704532

BATCH Ne / NAPTUA Ne /: 56177

MANUFACTURE DATE: / IATA U3rOTOBJIEHUA: 10/2025

C.A/ CEPTU®UKAT

AHAIN3A: 4881/25

ANALYTICAL PROC. N°: / MPOTOKON AHANU3A Ne: SRAS-9WACU6.5

EXP./CPOK rogHO

CTW: 09/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHWUK METOAOB AHANU3A: Normative documentation / HopmaTueHast

nokymeHTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KMUEHTA: 81775839

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuua rugpoxnopuan, MHH: OkcumeTtaszonuu

API MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLNN:

24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOW CYBCTAHLIMN NPOU3BOOUTENA

Mo 25040210

API MANUFACTURER NAME /

HAUMEHOBAHMWE NPON3BOAUNTENA ®APMALIEBTUYECKOW CYBCTAHUMWMU: Siegfried PharmaChemikalien Minden GmbH /

3urdbpug PapmaXemukanned MunaeH MmoX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPON3BOOMUTENA ®APMALIEBTUYECKOW CYECTAHUWNK: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
MokaszaTenu Cneundomkauum Pe3ynbraThi
. |
Assay / KonuwyecTBeHHOe onpeaeneHue | |
| Oxymetazoline hydrochioride / OkeumeTtasonuia | From 475 to 525 pg/mL of oxymetazoline | 502 ua/mL
rMMapoxXnopua | hydrochloride/ OT 475 po 525 mkr/mn Hg/m
OKCUMEeTAa3oMNuHa rmapoxnopuaa.
| |
Benzalkonium chloride / BeHsankoHus xnopua, [ From 45 to 55 ug/mL of benzalkonium chloride/ OT 47 ua/ml
45 po 55 mkr/mn 6eH3ankoHns xnopuaa Hg/m
Microbial purity / MukpoGuonoruyeckas
yuctoTa
Total aerobic microbial count (TAMC) / Obwee Not more than 10° CEU / ml /
yncno aapobHbix GakTepui He Gonee 102 KOE/ma <1 UFC/ml
Total combined yeast and molds count (TYMC)/ Not more than 10" CEU / ml /
Ob6Lwee YMCno ApoXKEBbIX U NNecHeBbIX rpubos He Boree 101 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 mi/ OtcyTctame B 1 Mn Absent/mi
Staphylococcus aureus Absence in 1 mt/ OtcytcTBue B 1 mn
Absent/ml

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 hnakoH TeMHOro
cTekna C HaBMHYNBAEMOWN NONMNPONUIEHOBON
KPbILLKOW CO BCTPOEHHOW NNETKON U3 CTekNa Tuna
3 (Eep. ®.) n GpombyTUNKay4yKa.
Mo 1 dnakoHy € MHCTPYKUMEN N0 NPUMEHEHNIO B
Nayky KapTOHHY!O.

Complies / CooTeeTcTBYET

3/4

IMP.6.12




SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATTU3A NOTOBOIO NMPOAYKTA

PRODUCT / NPOOYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu HasanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUW KOA NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 56177
MANUFACTURE DATE: / ATA N3rOTOBNEHWUA: 10/2025 C.A/ CEPTUOUKAT AHAJIU3A: 4881/25
ANALYTICAL PROC. N°: / MPOTOKOIT AHANU3A Ne: SRAS-9WACU6.5 EXP./ CPOK rOQHOCTW: 09/2028

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UICTOYHUK METOAOB AHANKU3A: Normative documentation / HopmaTtusras
AokymeHTauma 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOU CYBECTAHLUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OkcumeTasonuHa rugpoxnopug, MHH: OkcumeTtaszonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYECTAHLUMK:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU ®APMALIEBTUYMECKOW CYBECTAHLIUXA NPOU3BOAUTENA
ro: 25040210

API MANUFACTURER NAME / }
HAUMEHOBAHWE NPON3BOOUTENA ®APMALIEEBTUHYECKOU CYBCTAHLUWUMU: Siegfried PharmaChemikalien Minden GmbH /
3urdppug PapmaXemukanueH MunageH TmoX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®APMALIEEBTUYECKOW CYBCTAHUMUU: Germany / Mepmaxus

TESTS SPECIFICATIONS RESULTS
| Mokasatenn Cneundmkaumnmn PesyneTtath!
[ Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTBeTcTBYET

| cOOTBETCTBUN C HOpMaTMBHOﬁ LI,OKyMeHTaLWIeVI. |
| |

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaType He Bhile 25°C.

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

REMARKS / MpumeydaHue:
The Product conforms to ND/
[MpoaykT cooTBeTCcTBYET TPeboBaHuam HL

BATCH REMARKS / MpumeuyaHue 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. / [laHHbIM CBMAETENLCTBYIO, YTO AaHHas NapTus nNposepeHa B
COOTBETCTBUW C pa3spELLUEHVWEM Ha MapkeTUHr 1 EBpONenckum PyKOBOACTBOM MO HaaneXxaliel npovn3BOACTBEHHOMN
npakTuKe AN NekapcTBEHHbBIX NPOAYKTOB.

ANALIST / AHanutuk:
DECISION / 3aknio4eHune:

poiig Sheinid DATE/flara: 30/ 1O
M. Ines Ribeiro
QUALIFIED PERSON / OTBeTcTBEeHHOE NULO:
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