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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNIU3A rOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOL, NPOQYKTA: 704531 BATCH Ne / MAPTUA Ne /: 55051
MANUFACTURE DATE: / DATA U3rOTOBJEHWUA: 01/2025 C.A/ CEPTU®UKAT AHANN3A: 848/25
ANALYTICAL PROC. N°: / MPOTOKOJT AHAJMU3A Ne: SRAS-9WACRV.3 EXP. / CPOK rOAQHOCTMH: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIA UCTOYHUK METOAOB AHAMWN3A: Normative documentation / HopmaTueHas
AokymeHTaumsa 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOL MPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMMEHOBAHWE ®APMALIEEBTUYECKOUWU CYBCTAHUWWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumeTtaszonun:

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENSA ®APMALEBTUYECKON CYECTAHLMM::
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUHECKOW CYBCTAHLIUM NPOU3BOAUTENA
rMo: 24080086

APl MANUFACTURER NAME / ;
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEEBTUYECKOU CYBCTAHLUMWM: Siegfried PharmaChemikalien Minden GmbH /
Surdpug dapmaXemukanueH MunaeH MmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKOW CYBCTAHUWMN: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
Moka3arenu Cneuudonkauumn PesynbTarbl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpospayHbit | Complies / CootBeTcTByeT
VK MNOYTW NpO3payHbId  pacTBOp OT NONTU
6ecupeTHoro fo cnabo-xenToro upeTa.

Identity/ MoanuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTtasonvMHa rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTCTBYET
Bpemsi yaepkuBaHMSE OCHOBHOrC nuka Ha
XpomartorpaMmMe UCNbITYEMOro pacTBopa A0MKHO
cooTBeTCTBOBATL BpEMeHU yAepXuBaHus

OCHOBHOTO nuka Ha Xpomartorpamme
CTaHAapTHOrO pacTteopa OKCUMETa3oNMnHa
rMapoxnopuaa, NonyYeHHO npu

KonunyeCTBeHHOM onpeaeneHunin.

Benzalkonium chloride / BeHaankoHus Retention time of the main peak in the
xnopuva 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. / Bpemss | Complies/ CooTBetcTByeT
YAEPXKUBaHWUA OCHOBHOTO MUKa Ha XxpomaTorpamme
MCMBITYEMOro pacTBopa ACIMKHO COOTBETCTBOBATb
BPEMEHN YAEPXKMBAHWA OCHOBHOFO nNWKa Ha
XpomaTorpaMme CTaHJapTHOro pacTtBopa
OeHsankoHus  xnopuga,  NONyyYeHHOW  npu
KONU4ECTBEHHOM onpeaeneHunm.

Clarity / Mpospa4HocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuns | Complies / CooTseTcTBYeET
npenaparta He [OmkHa npesblwaTb
onanecuesunlo aTanoHa cpaBHeHus |/Boapl
OUYULLEHHOWN.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FOTOBOIo NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3usBuH® Kannu HasanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWUW KO NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 55051

MANUFACTURE DATE: / QATA U3rOTOBNEHWA: 01/2025

C.A /| CEPTUOUKAT AHAJTU3A: 848/25

ANALYTICAL PROC. N°: / MPOTOKOI AHATN3A Ne: SRAS-OWACRV.3

EXP. / CPOK FOOHOCTMW: 12/2027

"ANALYTICAL REFERENCE / PEQEPEHTHbLIM UCTOYHUK METOROB AHATMU3A: Normative documentation / HopmaTueHas

pokymenTauma N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOJ MPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIMK, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline / OkcumeTasonuHa ruapoxnopua,

MHH: OkcuMeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPH

24252103

1 NPON3BOOUTENSA ®APMALIEBTUYECKOWU CYBCTAHLINN::

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

rN®: 24080086

API MANUFACTURER NAME /

HAUMEHOBAHME NMPOU3BOAUTENA ®APMALIEBTUHECKOW CYB

3urdpua PapmaXemukanued MuraeH TMEX

CTAHUMMU: Siegfried PharmaChemikalien Minden GmbH /

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAWTENA ®APMALIEBTUMECKOW CYBCTAHLIUWN: Germany / [epmanus

TESTS
MokaszaTtenu

SPECIFICATIONS
Cneundukaumm

RESULTS
PezynberaThl

Color/ LiBeTHOCTbL

The product should be colorless or be comparable
to reference solution Y. / Mpenapat fgomkeH 6biTb
6ecLBETHbIM WNWU BblOepxueaTe CpaBHeHWe C
3TanoHom Y7.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHas

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

nnotHocTk (d 20/20) 1.008
pH From 5.5t06.5/015,5006,5
5.9
Osmolality / OcmonanbHOCTb From 270 to 330 mOsmolkg / Ot 270 po 330
mOcmonb/kr
281
Relative impurities / PoacTBeHHbIe npuMecu
impurity A (hydrolysis product) / Npumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npofykT ruaponusa)
Impurity ZP-1 / Mpumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHnyHas Not more than 0.1 % / He 6onee 0,1 % <LD
HeuaeHTUULUMPOBaHHAA NPUMECh
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <D
Assay / KonnyecTteeHHoe onpeaenexHme
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline 2505
OkcuMeTasonuHa rmapoxnopua, hydrochloride/ Ot 237,5 no 262,5 Mkr/mMn ’
OKCUMETAa30MMHa rugpoxnopuaa.
Benzalkonium chloride / BeHaankoHus xnopug From 45 to 55 pg/mL of benzalkonium chloride/ OT 47

45 pno 55 mkr/mn GeH3ankoHWa xnopuaa
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TrOTOBOIO MPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOA NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 55051

MANUFACTURE DATE: / BATA U3rOTOBNEHUA: 01/2025

C.A/ CEPTU®UKAT AHANN3A: 848/25

ANALYTICAL PROC. N°: / IPOTOKOJ1 AHAINU3A Ne: SRAS-9WACRV.3

EXP./ CPOK FOOQHOCTW: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAJIM3A: Normative documentation / HopmaTusHas

AokymeHTauums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWM KOf] MPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHUWUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUY NMPOU3BOAUTENA ®APMALEBTUYECKOU CYECTAHLUWN::

24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUMECKOU CYBCTAHLIUM NPOU3BOAUTENA

rT®: 24080086

API MANUFACTURER NAME /

HAWMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYECTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urdbpug PapmaXemukanmer MungeH MoX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLIMKU: Germany / Tepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneumdukaymum Pe3ynbrarthl
Microbial purity / Mukpo6uonoruueckasn
yucroTa
Total aerobic microbial count (TAMC) / Not more than 10> CEU /ml/ <1CFU/ml
Obwwee yncno aspobHeix 6akTepuii He Gonee 1 02 KOE/mn
<1 CFU/ml

Total combined yeast and molds count (TYMC)/
O6uyee 41Cno ApoXCKEBBIX U NIIECHEBLIX rPUGOB

Pseudomonas aeruginosa

Staphylococcus aureus

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

Absence in 1 ml/ Otcytcteune 8 1 mn

Absence in 1 ml/ OtcytctBue B 1 Mn

Absent / OtcyTcTByloT

Absent / OTcyTcTBYIOT

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 ¢nakoH TEMHOro
CTekna C HaBWHYMBAEMON NOMNMNPONMNEHOBON
KPbILKON CO BCTPOESHHOW NUNETKOW U3 CTekna Tuna
3 (Eep. P.) n GpomByTUNKayyYyKa.

Mo 1 chnakoHy ¢ UHCTPYKUMEN NO

NMPUMEHEHWIO B NaYKy KapTOHHYIO.

Complies / CooTtBeTCcTBYET

Labeling / Mapkuposka

According to Normative documentation. / B
COOTBETCTBMU C HOPMATUBHOM
OOKyMeHTaumen.

Complies / CooTsercTByeTt
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FTOTOBOIO NPOAYKTA

PRODUCT / NPOIYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3neuH® Kannu HasanbHblie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUA KOA NPOMYKTA: 704531 BATCH Ne / MAPTWUA Ne /: 55051
MANUFACTURE DATE: / ATA U3rOTOBMEHUA: 01/2025 C.A | CEPTUOUKAT AHANN3A: 848/25
ANALYTICAL PROC. N° / MTPOTOKOI AHAIU3A Ne: SRAS-OWACRV.3 EXP. / CPOK FOOHOCTH: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM NCTOYHUK METOQOB AHAINU3A: Normative documentation / HopmartueHas
pokymeHTauus [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOl MPOAYKTA KIIUEHTA: 81 775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTU4YECKOMW CYBCTAHLUMMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rmapoxnopua, MHH: OkcuMeTa3onuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NMPOU3BOAUTENA ®APMALEEBTUYECKOW CYBCTAHLIUN::
24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUX ®APMALEEBTUYECKOW CYBCTAHLIMY NPON3BOAUTENA
rne: 24080086

APl MANUFACTURER NAME / :
HAVMEHOBAHMWE NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIUU: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanved MunaeH Tm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA MPOU3BOAUTENHA ®APMALIEBTUYECKOW CYBECTAHUWKU: Germany /| l'epmaHnus

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuunduxaummn PesynbTaThl

Storage / XpaHeHue: At temperature below 25°C. / [pu TemnepaType He Bbille 25°C.

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

REMARKS / lNpumeyaHwue:
The Product conforms to ND/
MNpoaykT cooteeTcTBYeT TPebGoBaHuam HA

BATCH REMARKS / lpumevaHue onsa cepun:

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. / NanHeiM CBMAETENbCTBYIO, Y4TO A@HHas napTus NpoBepeHa B
COOTBETCTEWMW C paspelleHMeM Ha MapkeTwHr un Esponeickum pyKOBOACTBOM NO Hapnexallei NpoU3BOACTBEHHON
npakTMKe ANA NekapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk: ;
eyl DECISION / 3akmovenme:  Af O \Je oA
DATE / fara: 30/077/ { G , é

QUALIFIED PERSON / OTBeTcTBEHHOE NnLO:
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