SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIN3A rOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KO NPOAYKTA: 704531

BATCH Ne / NAPTUA Ne /: 55780

MANUFACTURE DATE: / JATA N3rOTOBINEHUA: 07/2025

C.A /| CEPTUDOUKAT AHATIU3A: 3450/25

ANALYTICAL PROC. N°: / NPOTOKOI AHAITU3A Ne: SRAS-9WACRV.3

EXP. !/ CPOK TOAHOCTW: 06/2028

ANALYTICAL REFERENCE / PE®GEPEHTHbIN UICTOYHUK METOLOB AHAMU3A: Normative documentation / HopmatueHast

AokymeHTaums [MN012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOA, MPOOYKTA KIUEHTA: 81775838

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUMECKOWU CYBCTAHLUUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / Okcumerazonuna rugpoxnopua, MHH: OkcumeTtasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPWUW MPOU3BOOUTENSA ®APMALEBTUYECKOU CYBCTAHLIUM:

24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBECTAHLIWKA NPOU3BOAUTENA

Nod: 25040210

APl MANUFACTURER NAME /

HAMMEHOBAHME NMPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLIUU: Siegfried PharmaChemikalien Minden GmbH /

3urcppug PapmaXemukanved MunaeH MmoX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOVU3BOAUTENA ®APMALIEBTUYECKON CYECTAHUWUU: Germany / Fepmanus

TESTS
Mokaszartenu

SPECIFICATIONS
Cneundukauum

RESULTS
Pesynbrarhl

Color / LiBeTHOCTbL

The product should be colorless or be comparable
to reference solution Y. / Mpenapat gomkeH GbITb
6ecuBeTHbIM WU BblAEPXUBaATL CPaBHEHWE C
3TanoHom Y7.

Complies / CootBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ O1 1,006 go 1,010 1.007
nnotHocTb (d 20/20)
pH From55t06.5/0715,5806,5 59
Osmolality / OcmonsinbHOCTb From 270 to 330 mOsmolkg / Ot 270 go 330 283

MOcCMmonb/Kr
Relative impurities / PoactBeHHble npumecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponunsa)
Impurity ZP-1 / Npumecb ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHudnas Not more than 0.1 % / He 6oriee 0,1 % <LD
HeuaeHTuULMpoBaHHas NPUMecCh
Total impurities/ Cymma nprmecein Not more than 1.2 % / He 6onee 1,2 % <LD
Assay /| KonnyecTtBeHHOe onpegeneHue 250.8
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcumeTasonuHa ruapoxnopua, hydrochloride/ Ot 237,5 go 262,5 mkr/mn

oKCUMETa3onuHa rnapoxnopuaa.

47

Benzalkonium chloride / BenzankoHus xnopug

From 45 to 55 yg/mL of benzalkonium chloride/ Ot
45 po 55 mkr/mn 6eH3ankoHUa xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDGUKAT AHATIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWW KOQ, NPOAYKTA: 704531 - BATCH Ne / NAPTUA Ne /: 55780
MANUFACTURE DATE: / JATA N3IrOTOBNEHNA: 07/2025 C.A/ CEPTU®UKAT AHAIU3A: 3450/25
ANALYTICAL PROC. N°: / TPOTOKON AHATNU3A Ne: SRAS-Q9WACRV.3 EXP./ CPOK TrOAHOCTMW: 06/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIA UICTOYHUK METOAOB AHAJIN3A: Normative documentation / HopmaTushas
aokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUMW KO NPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAMUMEHOBAHUE ®APMALEBTUYECKOW CYBCTAHLIUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: OkcumeTtasonun:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUYECKOWN CYBCTAHLUN:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOU CYBCTAHUWWN NPOU3BOLAUTENA
Mo: 25040210

APl MANUFACTURER NAME / )
HAVUMEHOBAHME NMPOU3BOOUTENA ®APMALIEBTUYECKOW CYBCTAHUMWUM: Siegfried PharmaChemikalien Minden GmbH /
3urcopug PapmaxXemukanven MuHaeH M'mbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKOU CYBCTAHLUNWU: Germany / epmanus

TESTS SPECIFICATIONS RESULTS
Moka3arenu Cneundukauum PesynbTarthbl
lTJescriptionl Onucanue Transparent or almost transparent, from a nearly
coloress to slightly yellow solution. / MNpo3paunbii | Complies / CootBetcTByeT

‘ UMM MOYTW  MPO3paqHbii  pacTBOP OT  MOYTH
BecLBeTHOro Ao cnabo-xenToro Lsera.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTsetcTByeT
Bpemsi ygepxvBaHUsi OCHOBHOrO nNuka Ha
XpomMaTorpamMmmMe MCrbITYemMoro pactTeopa AOMKHO
COOTBETCTBOBATL BpPEMEHM yAepXKUBaHUS

OCHOBHOIO nuka Ha xpomarorpamme
CTaHaapTHOro pacteopa  OKCMMeETasonuHa
ruapoxnopuaa, Nony4yeHHoM npu

KosinHecTBeHHOM onpeaeneHnn.

Benzalkonium chloride / BeHzankoHua Retention time of the main peak in the
xnopwua 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/ CootBeTcTBYET
yAepXuBaHWs OCHOBHOTO NUKa Ha xpomMaTtorpamme
MCNbITYEMOro pacTeopa AOMKHO COOTBETCTBOBATh
BPEMEHW YyAEpXMBaHWUS OCHOBHOrO MuKa Ha
XpomaTtorpamme cTaHgapTHOro pactsopa
BeH3ankoHus xnopuaa, nony4yeHHON npu
KONMWYECTBEHHOM OnpeaerneHun.

Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuns | Complies / CooTeeTCTBYET
rpenapaTa He [omKHa npesbIaTh
onafnecueHuUMo a3TanoHa cpaBHeHus |/Boab!
__ OMMLLEHHOW.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATIU3A TOTOBOI'O NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HazauBMH® kannu Ha3anbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUM KOf, MPOOYKTA: 704531

BATCH Ne / MAPTUA Ne /: 55780

MANUFACTURE DATE: / ATA U3rOTOBINEHUA: 07/2025

C.A/ CEPTUOUKAT AHAITU3A: 3450/25

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

EXP. / CPOK rOAHOCTMW: 06/2028

ANALYTICAL REFERENCE / PEQEPEHTHbLIM NICTOYHUK METOLAOB AHAJIU3A: Normative documentation / HopmaTtusras

AokymeHTaums M1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO[ MPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuHa rugpoxnopua, MHH: OkcumeTasonun:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPON3BOANTENA ®APMALEBTUYECKOWU CYBCTAHLINK:

24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOWU CYBCTAHUWUWN NPON3BOAUTENSA

rM®: 25040210

APl MANUFACTURER NAME /

HAUMMEHOBAHUE NPOU3BOOMTENS ®APMALIEBTUYECKOW CYBCTAHLUMMN: Siegfried PharmaChemikalien Minden GmbH /

3urgppug PapmaXemukanvmed MuHaeH MmeX

COUNTRY OF MANUFACTURE OF THE AP1/

CTPAHA NMPOU3BOOUTENSA ®APMALIEBTUYECKOW CYECTAHUUW: Germany / lepmaHusi

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneuudpumkauum PezynbTarbl
Microbial purity / Mukpo6uonoruueckasn
yuctora
Total aerobic microbial count (TAMC) / Not more than 102 CFU/ml/ <1CFU/ml
O6Lee uncno aspobHbix GakTepun He 6onee 10 KOE/mn
Total combined yeast and molds count (TYMC) / Not more than 10" CEU /mi / <1 CFU/ml

Obuwee 4ucno ApoXKeBbIX U NNECHEBLIX rpubos

Pseudomonas aeruginosa

Staphylococcus aureus

He Gonee 101 KOE/mn

Absence in 1 ml / OtcytctBMe B 1 mn

Absence in 1 ml / OtcytctBue B 1 mn

Absent/ OtcyTcTeyioT

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 bromobuty! rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenaparta BO (hriakoH TEMHOrO
cTekna C HaBWHYMBAEMOW NONUNPONUIEHOBON
KPbILLKOW CO BCTPOEHHOMW NUMETKOW U3 cTekna Tuna
3 (Eep. ®.) n 6pombyTUnKayuyka.

Mo 1 cbnakoHy ¢ MHCTpyKUMEN NO

NPUMEHEHMIO B NAYKy KAPTOHHYH).

Complies / CooTteTcTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBMN C HOPMaTUBHOR
OOKyMeHTaumen.

Complies / CooteeTcTByeT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A roTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOA NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 55780
MANUFACTURE DATE: / JATA U3rOTOBNEHWUA: 07/2025 C.A /| CEPTUOUKAT AHAINN3A: 3450/25
ANALYTICAL PROC. N°: / MIPOTOKON AHAJTU3A Ne: SRAS-9WACRV.3 EXP./ CPOK rOOAHOCTMW: 06/2028

ANALYTICAL REFERENCE / PEOEPEHTHbIN UCTOYHUK METOAO0B AHAINWN3A: Normative documentation / HopmatusHas
AokymeHTauns 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOJ NPOQYKTA KIUEHTA: 81775838

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYECKOWN CYECTAHLIMY, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopug, MHH: OkcumeTtasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPWU/ MPOU3BOAUTENA ®APMALIEEBTUHECKOW CYBECTAHLIUK:

24272098
FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLUN NPOU3BOAUTENA

rMo: 25040210

API MANUFACTURER NAME / :
HAUMEHOBAHMWE NPOU3BOAUTENS ®APMALIEBTUYECKOWU CYBCTAHLMUMWU: Siegfried PharmaChemikalien Minden GmbH /
Surdppug PapmaxXemukanmed MungeH M'mbeX

COUNTRY OF MANUFACTURE OF THE API / 5
CTPAHA NPOU3BOOUTENA ®APMALIEBTUYECKOUN CYBCTAHUWUKN: Germany / F'epmanus

TESTS SPECIFICATIONS RESULTS
Mokaszatenu Cneundukauum PesynbTarbl

Storage / XpaHeHwne: At temperature below 25°C. / MNMpu TemnepaTtype He Bbiwe 25°C.

Shelf life / Cpok roanocTu: 3 years (-1 month) / 3 ropa (- 1 mecsu)

REMARKS / lNpumevaHume:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpebGoBaHmsam H

BATCH REMARKS / NpumeuaHune ans cepuu:

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. / daHHbiM CBUAETENLCTBYIO, YTO AAHHAA MapTWs MpoOBEpeHa B
COOTBETCTBMM C pa3peLUeHNEeM Ha MapKeTWHT W EBponeickum pyKOBOACTBOM MO Haanexalled npowu3BOACTBEHHON
NpakTUKe ANs NekapcTBEHHbIX NPOAYKTOB.

ANALIST / Avanutuk: DECISION / 3akrioueHme: aJock P

Bruno Farinha DATE / flaTa: QQ{QA)\“} e\

1. eS| Rissine QUALIFIED PERSON / OTBeTcTBEHHOE NULO: M)’
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