SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3usuH® kannu HaszanbHbie 0,025% Poccua /

ARTICLE CODE / BHYTPEHHWW KOL, MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45465
MANUFACTURE DATE: / JATA U3rOTOBNEHWUSA: 11/2024 C.A [/ CEPTUDUKAT AHATN3A: 6065/24
ANALYTICAL PROC. N°: / MPOTOKOIN AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TrOOHOCTW: 10/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHWUK METOLOB AHAMNU3A: Normative documentation / HopmaTusHas
AokymeHTayus 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOL, NMPOAYKTA KIMEHTA: 81775838

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOMN CYBCTAHLIWW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rupgpoxnopua, MHH: OkcumeTtasonuu

API MANUFACTURER BATCH NUMBER / HOMEP CEPWV NPOU3BOAWUTENS ®APMALIEBTMYECKOW CYECTAHLWMN:
24080086

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALEEBTUYECKOW CYBCTAHLUWW NPON3BOOUTENA
MMo: 24252103

APl MANUFACTURER NAME /

HAUMEHOBAHWE NMPOU3BOAUTENA ®APMALEBTUYECKOWN CYBCTAHLWMU: Siegfried PharmaChemikalien Minden GmbH /
3Surdpua PapmaXemukanumen Munaex M6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKON CYBCTAHUMM: Germany / l'epmanus

TESTS SPECIFICATIONS RESULTS
Mokaszatenu Cneundmkaummn PezynbTaThl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3apaunbi c lies / C
WM NOYTM MPO3payHblii PacTBOp OT MOYTU omplies L.ooTReTCTEYET
BecupeTHoro fo cnabo-xenToro ysera.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems ygepxvBaHWs OCHOBHOrO nuka Ha
XpoMarorpaMme MCnbITYeMoro pacTteopa J0MKHO

Complies / CooteTcTayeT
COOTBETCTBOBATL BpEMEHW yOEpKUBaAHMA

OCHOBHOTO nuka Ha Xpomarorpamme
CTaHgapTHOro pacTtsopa OKCUMeTasonunHa
rmapoxnopuaa, Mnony4eHHou npu

KONUYECTBEHHOM OnpeaeneHun,

Benzalkonium chloride / BeHzankoHus Retention time of the main peak in the
xropupg 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. / Bpewms
YAEPXNBaHUA OCHOBHOIO NiKa Ha XxpoMaTtorpamme
MCNbITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHWN yOEPXWBAHUS OCHOBHOMO MWKa Ha
XpomaTtorpamme cTaHAapTHOro pacTBopa
BeHsankoHna  xnopwaa,  NOMy4YeHHoW  npw
KONUYeCcTBEHHOM onpeaeneHuu.

Complies / CooTetctayeT

Clarity / NMpospayHocTb The opalescence of the product should not exceed
the opalescence of the reference

suspension l/purified water. / OnanecueHuus Complies / CooTaeTcTayeT

npenapaTta He DOMXHa npeebiLaTh
onanecueHuuio 3TanoHa cpaBHeHWs  |/Bogbl
OYULLEHHOW.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWIA KOA NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 45465

MANUFACTURE DATE: / QATA U3rOTOBJIEHUA: 11/2024

C.A [ CEPTUOUKAT AHANKW3A: 6065/24

ANALYTICAL PROC. N°: / NPOTOKOI AHAITU3A Ne: SRAS-9WACRV.2

EXP./ CPOK FTOOHOCTW: 10/2027

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmatusHas

fokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHMWM KOA NMPOAYKTA KIMEHTA: 81775838

AP| NAME, INN / HAUMEHOBAHWUE ®APMALIEBTMYECKOW CYBCTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OkcumeTasonuHa ruapoxnopua, MHH: OkcumeTasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPWUW NPOWU3BOOUTENS ®APMALIEBTUYECKOW CYBCTAHLIUK:

24080086

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

Mo: 24252103

API MANUFACTURER NAME /

HAMMEHOBAHWE NMPON3BOANTENA ®APMALIEBTUYECKOW CYBCTAHLUM: Siegfried PharmaChemikalien Minden GmbH /

3urchpua PapmaXemukanves Mungen MmEX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOOMUTENS ®APMALIEBTUYECKOW CYBCTAHLWWN: Germany / Fepmanus

TESTS
MokazaTenwu

SPECIFICATIONS
Cneuudukaumm

RESULTS
PesynbTaTthl

Color / LiBeTHOCTBL

The product should be colorless or be comparable
to reference solution Y. / Mpenapat gomxeH GbIiTb
f6ecuBeTHbIM WM BbIAEPXKWBATL CpPaBHEHWE C
3TanoHom Y7.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuUTenbHas

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

nnoTtHocTb (d 20/20) 1.006
pH From5.5t06.5/015,5006,5
5.9
Osmolality / OcmonsnbLHOCTE From 270 to 330 mOsmolkg / Ot 270 po 330
MOcmonb/Kr
283
Relative impurities / PogctBeHHble NpuMmecH
Impurity A (hydrolysis product) / Mpumecb A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponusa)
Impurity ZP-1/ Mpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHn4Has Not more than 0.1 % / He Gonee 0,1 % <LD
HenaeHTUUUMpoOBaHHaA NPUMECH
Total impurities/ Cymma npumecen Not more than 1.2 % / He Gonee 1,2 % <LD
Assay / KonuyecTBeHHOe onpeaenexune
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OKkcumeTasonuHa ruapoxnopua hydrochloride/ Ot 237,5 no 262,5 Mkr/mn 2502
OKCUMETAa30MvHa ruapoxnopuaa. ’
Benzalkonium chloride / BeH3ankoHus xnopua From 45 to 55 ug/mL of benzalkonium chloride/ Ot
45 no 55 mkr/mn BeH3ankoHus xnopvaa 46
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNN3A rOTOBOIO NPOAOYKTA

WRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HasanbHble 0,025% Poccus /
ARTICLE CODE / BHYTPEHHWI KOf, MNPOOYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45465
MANUFACTURE DATE: / ATA U3rOTOBNEHWA: 11/2024 C.A/ CEPTU®UKAT AHATN3A: 6065/24
ANALYTICAL PROC. N°: / TPOTOKON AHAIU3A Ne: SRAS-OWACRY.2 EXP./ CPOK rOOHOCTW: 10/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAINWU3A: Normative documentation / HopmaTtusHasn
AokymeHTauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOOYKTA KIUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUYECKOWN CYBCTAHLUWMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumeTazonuu

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOW3BOAUTENSA ®APMALIEBTUMECKOW CYECTAHLMWMK:
24080086

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPWU ®APMALIEBTUHECKOW CYBCTAHLWW MPOU3BOANTENSA
M®: 24252103

API MANUFACTURER NAME /

HAMMEHOBAHWE NMPOW3BOOUTENA OAPMALIEBTUYECKOMW CYBCTAHLWMK: Siegfried PharmaChemikalien Minden GmbH /
3urcpua PapmaXemukanueH MuHaeH MEX

COUNTRY OF MANUFACTURE OF THE API/ )
CTPAHA NPOW3BOOUTENSA ©®APMALEBTUYECKOWN CYBCTAHUWW: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokaszatenu Cneuundukauum Pesynbrarthl
Microbial purity / Mukpo6uonoruueckas
yucrtota
Total aerobic microbial count (TAMC) / Not more than 10° CFU /ml /
7 <1CFU/ml
O6wee yncno aspobHbix GakTepuii He Gonee 10° KOE/mn
Total combined yeast and molds count (TYMC) / Not more than 10" CFU / ml /
OBLLee YMCNO APOXKEBLIX U NMECHEBBIX rpubos He Gonee 101 KOE/mn <1 CFU/mI
Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTeue B 1 Mn
Absent / OtcyTeTBylOT
Staphylococcus aureus Absence in 1 ml/ Otcytcteue B 1 Mn
Absent / OtcyTcTayioT
Package / Ynakoska 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 TEMHOo
CTekna C HaBWHYMBAEMOW NOMUMNPONUIIEHOBON )
KPBILIKOW CO BCTPOEHHOI NUneTkoit n3 ctekna Twna | Complies / CooTsetcrayet
3 (EBp. ®©.) 1 GpomByTUnkayuyka.
Mo 1 cbnakoHy c MHCTPYKUMeit no
MPUMEHEHWIO B Na4Ky KAPTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUWU C HOPMATUBHOMN
AOKyMeHTauuen. Complies / CooTeeTtcTeyeT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A TOTOBOIO NMPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3ueuH® kannu HazanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUIA KOl MPOAYKTA: 704531 BATCH Ne / MAPTWUA Ne /: 45465
MANUFACTURE DATE: / JATA U3rOTOBNEHWUA: 11/2024 C.A / CEPTUDUKAT AHANU3A: 6065/24
ANALYTICAL PROC. N°: / MTPOTOKOI AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOAQHOCTW: 10/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA NCTOYHUK METOAOB AHAIIU3A: Normative documentation / HopmaTtusHas
pokymeHTauma N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOJ] MPOAYKTA KIMUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUYECKOUW CYBCTAHLIUMN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OkcumeTasonuHa ruapoxnopua, MHH: OkcumeTazonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOVU3BOAMUTENSA ®APMALIEBTUHECKOW CYBCTAHUWMN:
24080086

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUHYECKOMW CYBCTAHLIMK NPOU3BOAUTENA
ro: 24252103

API MANUFACTURER NAME / §
HAWMEHOBAHWE NMPOU3BOOUTENSA ®APMALIEBTUYECKOW CYBCTAHLINW: Siegfried PharmaChemikalien Minden GmbH /
3urcopua GapmaXemukanved Munaes MmM6X

COUNTRY OF MANUFACTURE OF THE API/ _
CTPAHA NPOWU3BOOMTENS ®APMALIEBTUYECKOW CYECTAHUWUKU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuundomnkaumm PesynbTaThl

Storage / XpaHenue: At temperature below 25°C. / [Npu TemnepaType He Bbllle 25°C.

Shelf life / Cpok roaHocTu: 3 years (-1 month) / 3 roaa (- 1 mecs)

REMARKS / MNpumeyaHue:
The Product conforms to ND/
MpoaykT cooTeeTcTBYET Tpeborannam HA

BATCH REMARKS / lNpumeuaHue ans 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. / [JaHHeIM CBMAETENLCTBYIO, YTO AaHHaA naptus nposepeHa B
COOTBETCTBMM C paspelleHMeM Ha MapkeTuHr u EBponenckuM pykoBOACTBOM MO Hagnexallen npovu3soACTBEHHOW
NpakTuKe A5 NeKapcTBEHHbIX NPOAYKTOB.

ANALIST | Ananurak; DECISION / 3akniouenue: e
Debora Almeida f
DATE / flaTa: 42 , (/'
M. Inés Ribeiro QUALIFIED PERSON / OtBeTcTBEHHOE NULLO: 0 :
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