SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTIU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOO NPOLYKTA: 704531 BATCH Ne / MAPTUA Ne /: 55818
MANUFACTURE DATE: / BATA U3FOTOBINEHUA: 07/2025 C.A/ CEPTUO®UKAT AHATIU3A: 3665/25
ANALYTICAL PROC. N°: / MPOTOKON AHANU3A Ne: SRAS-9WACRV.3 EXP. / CPOK TOOHOCTW: 06/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIN MCTOYHUK METOQOB AHAJTU3A: Normative documentation / HopmaTtusHast
aokymeHTaumsa I'1 N0123964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOQYKTA KMUEHTA: 81775838

API NAME, INN / HAMMEHOBAHWUE ®APMALIEBTUYMECKOW CYBECTAHUWWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuna rugpoxnopua, MHH: OkcumeTtazonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NMPOU3BOAUTENSA ®APMALEBTUYECKOW CYECTAHLIUN:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLUWUU NMPOU3BOAUTENA
MN®: 25040210

API MANUFACTURER NAME / 3
HAMMEHOBAHWE NPOU3BOOUNTENA ®APMALEBTUYECKOWU CYBCTAHLUMWMU: Siegfried PharmaChemikalien Minden GmbH /
3urcopug Papmaxemukanued MunaeHn MTmEX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLMN: Germany / l'epmaHus

TESTS SPECIFICATIONS RESULTS
Moka3zatenu Cneuundukaummn Pe3ynbratbi
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / INpo3paunbii | Complies / CootBeTcTBYET
MNU  MOYTM Npo3pavHblii  pacTBOpP OT MONTW
6ecuseTHOro oo cnabo-xenToro LBeTa.

Identity/ NognuHHOCTL Retention time of the main peak in the
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. / | Complies / CooTBeTcTBYET
Bpema yaepxuBaHWA OCHOBHOrO nuka Ha
XpomaTtorpaMmMe MCnbITYemoro pactsopa AOMKHO
COOTBETCTBOBATHL BpEeMeHU yaepxuBaHust

OCHOBHOrO nvka Ha Xpomartorpamme
CTaHZ4apTHOTO pacTeopa OKCUMETA30MNNHa
ruapoxnopuaa, NOMNy4eHHON npu

KONM4eCTBeHHOM onpeaeneHunu.

Benzalkonium chloride / Ben3ankoHus 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. / Bpemsi | Complies/ CootBeTcTBYET
YAEPXKUBAHUS OCHOBHOTO NKa HA XpoMaTorpaMmMe
MCMbLITYEMOrO pacTsopa AOMXHO COOTBETCTBOBATL
BPEMEHWN YAEpPXMBaHWS OCHOBHOMO MMKa Ha
Xxpomartorpamme CTaHAAPTHOIO pactsopa
OeHzankoHus  xnopuga,  NOMYYEHHOA  npwu
KONMYeCTBEHHOM OnpeaeneHuu.

Clarity / Mpo3pay4HocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHumnss | Complies / CooTBeTcTBYET
npenapaTa He JOMmxHa npeBbIWaTh
onanecueHUMio aTanoHa cpaBHeHus  |/Boabl
OYMLLLEHHOMN.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / MTPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu Ha3anbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUI KO NPOQYKTA: 704531

BATCH Ne / MAPTUA Ne /: 55818

MANUFACTURE DATE: / ATA U3FOTOBNEHWA: 07/2025

C.A/ CEPTU®UKAT AHAJIU3A: 3665/25

ANALYTICAL PROC. N°: / MPOTOKOIT AHANIU3A Ne: SRAS-9WACRV.3

EXP. / CPOK rOOQHOCTMW: 06/2028

ANALYTICAL REFERENCE / PEOEPEHTHbLIA UCTOYHUK METOOOB AHAMWU3A: Normative documentation / HopmaTusHas

AokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOAYKTA KIMEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOWN CYBCTAHLUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuua rugpoxnopug, MHH: OkcumeTaszonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENA ®APMALIEBTUYECKON CYECTAHLMMU:

24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTMYECKOW CYECTAHLUUN NPOU3BOAUTENA

FNo: 25040210

APl MANUFACTURER NAME /

HAUMEHOBAHMWE NPON3BOAMTENA ®APMALIEBTUYECKOW CYBCTAHLIUU: Siegfried PharmaChemikalien Minden GmbH /

3urtbpng PapmaXemukanued MuHaed MmoX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKON CYBCTAHLIMU: Germany / [epmanust

TESTS
Mokazatenu

SPECIFICATIONS
Cneundunkauum

RESULTS
PezynbTtathl

Color / LiBeTHOCTL

The product should be colorless or be comparable
to reference solution Yz. / Mpenapat gomnxeH bbiTb
6eCLlBeTHbIM unn BblaepxmeaTtb CpaBHeHUWe C
atanoHom Y7.

Complies / CooTBetcTayeT

Relative density (d 20/20) / OtHocuTenbHas From 1.006 to 1.010/ Ot 1,006 go 1,010 1,008

nnoTtHocTh (d 20/20)

pH From55t06.5/01550065 59

Osmolality / OcmonsinsHocTb From 270 to 330 mOsmol/kg / Ot 270 pgo 330 284
mOcmonb/kr

Relative impurities / PogcreeHHble npumecu

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

(MpogykT rmgponunsa)

Impurity ZP-1/ MNpumeck ZP-1 Not more than 0.5 % / He Gonee 0,5 % <iD

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

HenaeHTUhLUYPOBaHHas NPUMECh

Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 % <LQ

Assay / KonuyecTBeHHOe onpegeneHue

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

OxkcvMeTasonuHa rugpoxnopua hydrochloride/ Ot 237,5 oo 262,5 mkr/mn 2491
oKCUMeTa3onuHa rmapoxnopuaa.

Benzalkonium chloride / beHsankoxus xnopug From 45 to 55 pg/mL of benzalkonium chloride/ Ot 48

45 po 55 mkr/mn 6eH3ankoHus xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOA NPOAOYKTA: 704531 BATCH Ne / NAPTUA Ne /: 55818
MANUFACTURE DATE: / JATA U3rOTOBJEHWA: 07/2025 C.A | CEPTUDUKAT AHAIIU3A: 3665/25
ANALYTICAL PROC. N°: / MTPOTOKOIT AHAITU3A Ne: SRAS-9WACRV.3 EXP./ CPOK TrOOHOCTW: 06/2028

ANALYTICAL REFERENCE / PE®QEPEHTHbIM UCTOMHUK METOOOB AHAIMN3A: Normative documentation / HopmaTusHas
JOokymeHTaumsa [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOA MPOAYKTA KIMMEHTA: 81775838

APl NAME, INN / HAUMEHOBAHWE ®APMALIEBTUMECKOWN CYBECTAHLMUK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: OkcumetasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPU NPOU3BOAUTENS ®APMALIEBTUMECKOW CYECTAHLIUN:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUUN ®APMALIEBTUYECKOWN CYBCTAHLIUX NPOU3BOAUTENSA
Mao: 25040210

APl MANUFACTURER NAME / 3
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBECTAHLMWMWN: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemmkanued MuHaeH M6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOVU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLWWU: Germany / Fepmanvs

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudmkauum Pe3ynbrarhi

Microbial purity / Mukpo6uonoruueckas
YucroTa

Total aerobic microbial count (TAMC) / Not more than 10° CFU / m! / <1CFU/ml
06 6 /i
Liee Ymcno aapobHbIx BakTepun He 6onee 10° KOE/mA

Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml / <1 CFU/mi
ObLiee HY1CHO APOXOKEBbLIX U NMNECHEBLIX rpubos | 1
He 6onee 10 KOE/mMmn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTBME B 1 M Absent/ OtcyTcTtBytoT
Staphylococcus aureus Absence in 1 ml/ OtcytcTBue B 1 mn Absent / OTtcyTcTBylOT
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 npenapata BO gnakoH TEMHOMG
cTekna C HaBWHYMBAEMOW MONWMNPOMNUNEHOBON
KPbILLIKOW CO BCTPOEHHOW nuneTkon us crekna Tuna | Complies / CootBeTcTBYET
3 (EBp. P.) n bpombyTUnKaydyka.
Mo 1 chnakoHy ¢ UHCTpyKUMER No
NMPUMEHEHWIO B NaYKy KAPTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHON
JOKyMeHTaumnen. Complies / CooTBeTtcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3anBuH® kannu Ha3zanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUW KO NMPOAYKTA: 704531 BATCH Ne / MAPTWUA Ne /: 55818
MANUFACTURE DATE: / BATA U3TOTOBNEHWUA: 07/2025 C.A | CEPTNOUKAT AHAINU3A: 3665/25
ANALYTICAL PROC. N°: / MPOTOKOIT AHANMU3A Ne: SRAS-GWACRV.3 EXP./ CPOK FrOOHOCTW: 06/2028

ANALYTICAL REFERENCE / PE®QEPEHTHbLIA UICTOYHUK METOAOB AHAJNU3A: Normative documentation / HopmaTusHas
AokymeHTaumsa M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOOYKTA KITMEHTA: 81775838

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYMECKOWU CYBCTAHLWWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTrasonunHa ruapoxnopug, MHH: OkcumeTtazonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPON3BOOUTENA ®APMALUEBTUYECKOU CYBCTAHLIUN:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOWU CYECTAHLUUM NPOU3BOOUTENA
Mo: 25040210

API MANUFACTURER NAME / .
HAMMEHOBAHUWE NMPOU3BOOUTENA ®APMALEBTUYECKOWN CYBCTAHLMUMN: Siegfried PharmaChemikalien Minden GmbH /
3urcbpna PapmaXemukanneH MungeH M'moX

COUNTRY OF MANUFACTURE OF THE API/ 5
CTPAHA NPOU3BOANUTENA ®APMALIEBTUYECKOU CYBCTAHLUWU: Germany / [epmanus

TESTS SPECIFICATIONS RESULTS
Mokaszatenu Cneuundonkauum PesynbraTthl

Storage / Xpanerue: At temperature below 25°C. / lpu TemnepaType He Bbiwe 25°C.

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

REMARKS / MNpumeyaHue:
The Product conforms to ND/
MpoaykT cooTBeTcTBYET TPeboBannam HI

BATCH REMARKS / NMpumeuyaHue ansa 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. / [aHHbiM cBMAeTENnbCTBYIO, YTO AaHHaA NapTusa npoBepeHa B
COOTBETCTBUM C pa3spelieHNemM Ha MapkeTVHr U EBponeiicKMM pyKOBOACTBOM MO Haanexallew NpousBOACTBEHHOW
npakTuke gns nekapcTBeHHbIX MPOAYKTOB.

4 7
ANALIST / AnanuTuk: DECISION / 3aknioueHue: )q/fgﬁ‘l/ﬁc/
/&0 Zi

Bruno Farinha DATE / flata: 3 c*/fu 4
M. Inés Ribeiro QUALIFIED PERSON / OTBETCTBEHHOE MULO:
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