SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAITU3A TOTOBOIO NMPOOYKTA

PRODUCT / NPOQYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3uBuH® kannu HasanbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUI KOl NPOAYKTA: 704532 BATCH Ne / MAPTUSA Ne /: 55868
MANUFACTURE DATE: /| DATA U3FOTOBNEHWA: 07/2025 C.A | CEPTU®UKAT AHAJTU3A: 3914/25
ANALYTICAL PROC. N°: / MIPOTOKOIN AHAITU3A Ne: SRAS-9WACUG.5 EXP./ CPOK rOAHOCTW: 06/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIM UICTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmatwaHas
nokymeHTauma [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KOJl NPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumetasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPOM3BOAUTENA ®APMALIEBTUHECKOW CYECTAHLINM:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUHECKOU CYBCTAHLIMM NPOU3BOAUTENA
rMo: 25040210

APl MANUFACTURER NAME / .
HAUMEHOBAHME NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLUWN: Siegfried PharmaChemikalien Minden GmbH /
3urdpng PapmaXemukanued MuHaeH TmoX

COUNTRY OF MANUFACTURE OF THE APi / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHUMU: Germany / lepmaHus

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneundukauumn Pe3ynbTarhl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3spauHbiit | Complies / CooTeeTcTBYET
MMM NOYMTW Mpo3paudHblii pacTBoOp OT fOYTU
6ecuBeTHOro Ao cnabo-xenToro UBeTa.

Identity/ MopnuHHOCTL Retention time of the main peak in the | Complies/ CooteetcTByeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rupapoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsi yaepkuBaHWs  OCHOBHOTO MUKa Ha
XpomartorpamMme WCMbLITYeMOro pacrtBopa AOMKHO
COOTBETCTBOBATL BPEMEHN yAepKuBaHus
OCHOBHOrO NMYKa Ha xpoMaTorpamme CTaHAapTHOro
pacTteopa oKcMMeTasonuHa ruapoxnopuaa,
NONy4YeHHOW NPU KONUYECTBEHHOM OonpeAeneHny.

Benzalkonium chloride / BeHzankoHus Retention time of the main peak in the | Complies/ CooTeeTtcTeyeT
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
yAepXXuBaHus OCHOBHOIO NUKa Ha xpomaTtorpamme
UCMbITYeMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHW YOEepXWBaHWUS OCHOBHOMO nuka Ha
XpomaTtorpamme CTaHAapTHOro pacteopa
6eH3ankoHus xnopwaa, nony4YeHHoN npu
KOJNUYECTBEHHOM OnpefeneHuu.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A rOTOBOIO NMPOAYKTA

PRODUCT / TPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaanBuu® kannu HasanbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHWW KOL, MPOAYKTA: 704532

BATCH Ne / NAPTUA Ne /: 55868

MANUFACTURE DATE: / ATA U3IOTOBNEHWA: 07/2025

C.A [ CEPTUDUKAT AHANU3A: 3914/25

ANALYTICAL PROC. N°: / TIPOTOKOI AHAJU3A Ne: SRAS-9WACU6.5

EXP. / CPOK TOQHOCTMW: 06/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIV MCTOYHUK METOAQOB AHAIIU3A: Normative documentation / Hopmatuenasn

poxymeHTauws N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOO NPOAYKTA KINUEHTA: 81775839

APl NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOU CYBECTAHLIMA, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopua, MHH: OkcumerasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUA NPOM3BOAUTENS ®APMALIEBTUHECKOW CYBCTAHLIUM:

24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLUWN NPOU3BOAUTENA

rN®: 25040210

APl MANUFACTURER NAME /

HAUMEHOBAHME NPOU3BOAUTENSA ®APMALIEBTUYECKON CYBCTAHUMWMN: Siegfried PharmaChemikalien Minden GmbH /

3urchpua PapmaXemukanueH Muraen Fm6X

COUNTRY OF MANUFACTURE OF THE AP1/

CTPAHA MPOU3BOAUTENS ®APMALIEBTUYMECKOW CYBCTAHLIUW: Germany / Fepmanus

TESTS
Mokasatenu

SPECIFICATIONS
Cneundukaummn

RESULTS
Pe3ynbTaTthbl

Clarity / po3spa4HocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuns
npenaparta He AomkHa npesblLaTe
onanecueHUuUio 3TanoHa cpaBHeHua |1/Boabl
OMULEHHON.

Complies / CooTBETCTBYET

Color / LBeTHOCTb

The product should be colorless or be comparable
to reference solution Y7. / [lpenapat fomkeH GbITb
GecuBeTHbIM KNU BbIAEPXMBATL CpaBHEHWE C
aTanoHom Yz.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHan

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

nnotHocTk (d 20/20) bty
pH From5.5t06.5/0155 006,5 5.9
Osmolality / OcmonsanLHOCTL From 270 to 330 mOsmolkg / Ot 270 go 330

MOCMONb/Kr 286 mOsmol/kg
Related substances / PoacTBeHHble npuMecH
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(MpoaykT rugponusa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LQ
Individual unidentified impurity / Eauinynas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTMULUPOBaHHasA NpUMech

Not more than 1.2 % / He 6onee 1,2 % <LQ

Total impurities/ Cymma npumecen
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A rOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOL, NPOAOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 55868
MANUFACTURE DATE: / BATA U3rOTOBJIEHUA: 07/2025 C.A /| CEPTUD®UKAT AHATTU3A: 3914/25
ANALYTICAL PROC. N°: / MTPOTOKOJT AHAITU3A Ne: SRAS-9WACUG.5 EXP./ CPOK TrOOQHOCTW: 06/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIU UICTOYHUK METOAOB AHAIMU3A: Normative documentation / HopmatusHan
aokymeHTauns NMN012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUU KOf NPOAYKTA KIUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALEEBTUMECKOU CYBCTAHUMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopua, MHH: OkcuMeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOANTENA ®APMALIEBTUMECKOWU CYECTAHLIUM:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPU ®APMALIEBTUYECKOW CYBECTAHLIMM NPOU3BOOUTENA
rMo: 25040210

APl MANUFACTURER NAME / .
HAMMEHOBAHME NPOU3BOAWUTENA ®APMALIEEBTUYECKOU CYBCTAHLMWMN: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemukanuen MuHaeH F'moX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOAUTENA ®APMALIEBTUMECKOU CYECTAHLIUN: Germany / epmaHust

TESTS SPECIFICATIONS RESULTS
Mokaszartenu Cneunduxkaummn Pesynbrarh!

Assay / KonuyecTBeHHOe onpefaeneHue

Oxymetazoline hydrochloride / OkcumeTasonuna From 475 to 525 pg/mL of oxymetazoline 498 ua/mL
rmapoxnopug, hydrochloride/ OT 475 no 525 mkr/mn Hg/m
OKCUMETa30MHa rmapoxXnopuaa.

Benzalkonium chloride / BeH3ankoHus xnopua From 45 to 55 pg/mL of benzalkonium chloride/ Ot 48 ua/mL
45 po 55 mr/mn 6eH3ankoHus xropuaa Hg

Microbial purity / Mukpo6uonoruueckas

yucroTa
Total aerobic microbial count (TAMC)/ Obwiee Not more than 10° CFU /mi/
4ucno aspobHLIX GakTepui He Gonee 10° KOE/mn <1 UFC/ml

Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /mi/

ObLee 4MCno ApOoXCKEBLIX W NnecHesbiX rpubos He 6onee 10" KOE/Mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OvcytctBue B 1 mn Absent/ml
Staphylococcus aureus Absence in 1 mi/ OtcytctBue B 1 Mn

Absent/mi
Package / YnakoBka 10 mL in an amber glass bottle with a Complies / CootaeTcTayeT

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 (pnakoH TEMHOrO
cTeKna ¢ HaBMHYUBAEMOW NONUNPONUNEHOBO
KPbILLKOI CO BCTPOEHHON NUNETKOW U3 CTeKna tuna
3 (EBp. ®.) n 6pombyTunkayuyka.

Mo 1 chnakoHy ¢ MHCTPYKLMEN MO MPUMEHEHNIO B

Nayky KapTOHHYIO.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannv HasanbHble 0,05% Poccua /

ARTICLE CODE / BHYTPEHHUM KOA, NPOAYKTA: 704532 BATCH Ne / NAPTUA Ne /: 55868
MANUFACTURE DATE: / OATA U3FOTOBINEHUA: 07/2025 C.A/ CEPTUOUKAT AHAITU3A: 3914/25
ANALYTICAL PROC. N°: / MTPOTOKON AHAINU3A Ne: SRAS-9WACUG.5 EXP. / CPOK FrOQHOCTH: 06/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIVA ICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTtueHas
pokymeHTauns N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOA NPOAYKTA KINUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUHECKOW CYBCTAHLUUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OkcumeTasonuHa ruapoxnopug, MHH: OKcuMeTasonud

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWUX NPOU3BOAWTENA ®APMALIEBTUYECKOW CYBCTAHLIMMK:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOWN CYECTAHLIMK NMPOU3BOAUTENA
ro: 25040210

API MANUFACTURER NAME / .
HAUMEHOBAHME NPOU3BOAUTENA ®APMALIEBTUYECKON CYECTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urcopna PapmaXemukanueHr Munger Mm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENS ®APMALIEBTUMECKOWN CYBCTAHLMWU: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
Moka3aTenu Cneundukarumn PesynbTathbl
Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTBeTCTBYET

COOTBETCTBUU G HOPMATUBHON AOKYMEHTALMEN.

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

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

REMARKS / MNpumevaHue:
The Product conforms to ND/
NpoaykT cooTBeTcTBYET TpeboBaHuaM HJ

BATCH REMARKS / lpumevaHue gns cepun: = 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. / JdaHHbiM cBMAETENbCTBYIO, YTO AaHHas NapTusi NpoeepeHa B
COOTBETCTBMM C paspelleHNeM Ha MapkeTuHr u EBponefickuM pyKOBOACTBOM NO Haanexalieid npou3BOACTBEHHOW
npakTuke Ans NekapCTBEHHbIX NPOAYKTOB.

A v
ANALIST / AHanuTumk: ’/
DECISION / 3akniouenue: J/ ov -
Bruno Farinha . =
Beatriz Sousa DATE / fara: L7 /”’0’9 / Ze P
QUALIFIED PERSON / OTBeTcTBEHHOE NULO:
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