SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A TOTOBOIO NMPOOYKTA

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

ARTICLE CODE / BHYTPEHHWUWA KO NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 30760
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 05/2023 C.A/CEPTUDUKAT AHATTN3A:3580/23
ANALYTICAL PROC. N°: / MPOTOKON AHATIU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOAHOCTM: 05/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOOOB AHANU3A: Normative documentation / HopwmaTtueHas
AokymeHTauns 11 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUIN KO NPOAYKTA KNMUEHTA: 81775838

APl NAME /| HAUMEHOBAHUWE ®APMALIEBTUYECKOW CYECTAHLMUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHUMU: 22100367

APl MANUFACTURER NAME / .
HAUMEHOBAHUE MPOU3BOAUTENA ®APMALEBTUYECKOW CYECTAHLIMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ -
CTPAHA NPOU3BOANTENA ®APMALEEBTUMECKOW CYECTAHLIUW: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuyndukauumn PesynbraTthbi
Description/ OnucaHnue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3spayHbIi
WM NoYTW  npo3payHbii  pacTBop oT noutu | Complies / CooTeeTcTBYeET
BecupeTHOro A0 cnabo-xenToro UseTa.

ldentity/ NoanuHHoCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuna rugpoxnopun with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / Complies / CooTBeTcTBYET
Bpems yaepxvBaHUA OCHOBHOrO nMKa Ha
XpoMaTorpaMme WUCrbITYEMOro pacTeopa AOMKHO
COOTBETCTBOBATb BpeMeHU yAepXuBaHuA

OCHOBHOrO nuka Ha XpomMaTtorpaMme
CcTaHAapTHOro pacTteopa OKCUMETAa30NUHa
rMapoxnopuaa, Nony4YeHHON npu

konu4ecTBeHHOM onpeaeneHuu.

Benzalkonium chloride / BeHzankonus Retention time of the main peak in the
xnopug chromatogram of the test solulion should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies / CooTeTcTBYET
solution obtained in the Assay test. / Bpewms
YAEPXUBaHNS OCHOBHOIO NUKa Ha XxpoMarorpamme
UCNBLITYEMOro pacTsopa AOMKHO COOTBETCTBOBATL
BPEMEHU Y[OEepXUBaHWSA OCHOBHOMO MUKa Ha
Xpomarorpamme CTaHAapTHOTO pacteopa
BeHsankoHus  xnopwuga,  nony4eHHoW  npu
KONMUYECTBEHHOM Onpeaenexnu.

Clarity / MpospayHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / OnanecueHuus Complies / CooTBeTcTRYET

npenapara He AOMKHA npeBbIWwaTh
onanecueHuuio aTanoHa cpablicHus  |/Bogbl
OYULLEHHON, J
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® xannv Ha3anbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWUM KO NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 30760
MANUFACTURE DATE: / OATA U3IrOTOBJIEHUSA: 05/2023 C.A/ CEPTU®UKAT AHANN3A:3580/23
_ANALYTICAL PROC. N° / TPOTOKOJT AHAINKM3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOOHOCTW: 05/2026

ANALYTICAL REFERENCE / PE®EPEHTHBIN MCTOYHWK METOOQOB AHANWU3A: Normative documentation / HopmaTtueHas
AokymeHTaumna N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOO NPOOYKTA KNMUEHTA: 81775838

APl NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOM CYECTAHLUUM: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPMW ®APMALIEEBTUYECKOW CYECTAHLIUW: 22100367

API MANUFACTURER NAME / .
HAWMEHOBAHME NMPON3BOAUTENA ®APMALIEBTUYMECKOW CYECTAHLIMK: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA PAPMALIEBTUMECKOW CYECTAHLIUN: Germany

TESTS SPECIFICATIONS RESULTS
MNokasaTtenu Cneundmkauum Pesynbtatsl
Color / LipeTHocTb The product should be colorless or be comparable
to reference solution Y7. / MpenapaT ponxeH 6biTb
GecuyseTHbIM WM BbiAepXMBaTE cpasHenve ¢ | Complies / CooTeeTcTByeT
aTanoHoMm Y7.
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010 / Ot 1,006 go 1,010
nnoTHocTb (d 20/20) 1.007
pH From55t06.5/015,5006,5
5.9
Osmolality / OcMonsanbHocTb From 270 to 330 mOsmolkg / Ot 270 po 330
MmOcmonb/Kr 281
Relative impurities / PoacTBeHHbIe nprumecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He Gonee 0,5 % <LD
(npoaykT rugponuaa)
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHuuxasn Not more than 0.1 % / He 6onee 0,1 % <0.1%
HENAEHTMDULMPOBAHHASA NPUMeCh
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 % <0.1%
Assay / KonuuyectBeHHoe onpepaeneHune
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcnmeTasonuHa rugpoxnopug hydrochloride/ Ot 237,5 o 262,5 mkr/mn 251.1
oKcMMeTasonuHa rmapoxnopuaa.
Benzalkonium chloride / BeHsankoHus xnopwa, From 45 to 55 pg/mL of benzalkonium chloride/ OT 47
45 po 55 mkr/mn 6eH3ankoHWA xnopuaa
| RE—
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATNIU3A TOTOBOIO MPOOYKTA

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

ARTICLE CODE / BHYTPEHHUI KO NPOAQYKTA: 704531

BATCH Ne / NTAPTUA Ne /: 30760

MANUFACTURE DATE: / OATA U3IFOTOBNEHUA: 05/2023

C.A/ CEPTUOUKAT AHAINN3A:3580/23

ANALYTICAL PROC. N°: / MPOTOKOJT AHAJTU3A Ne: SRAS-9WACRV.2

EXP./CPOK rOQHOCTW: 05/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METO[IOB AHANU3A: Normative documentation / HopmaTtueHas

JorkymeHTaums N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO MPOAYKTA KNMUEHTA: 81775838

APl NAME / HAMUMEHOBAHWE ®APMAUEBTUYECKOW CYBECTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOU CYECTAHLWWU: 22100367

API MANUFACTURER NAME /

HAUMEHOBAHUWE NPOU3BOANTENA ®APMALIEBTUYECKOW CYECTAHUWMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA MPOU3BOANTENSA ®APMALIEBTUYECKON CYECTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
MokaszaTenu Cneuucpnkauuu Pesynbrarthl
Microbial purity / Mukpo6uonoruyeckas
yucrora
Total aerobic microbial count (TAMC) / Not more than 10° CFU / ml / <1CFU/ml
ObLuee yncno aspobHbix GakTepuit He Gonee 102 KOE/mn
Total combined yeast and molds count (TYMC) / Not more than 10" CFU /ml / <1 CFU/ml

O6Luee 4ncro APOXOKEBLIX U NNecHeBbIX rpuos

Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 10' KOE/mn

Absence in 1 ml / OTcyTcTBue B 1 Mn

Absence in 1 ml / OTcyTcTBUe B 1 Mn

Absent / OtcyTcTRyIOT

Absent / OtcyTcTByloT

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 ¢hnakoH TeMHOro
CTekna C HaBUHYMBAEMON MOMUNPONUNEHOBON
KPBILLKOW CO BCTPOEHHOW NUNETKOM U3 cTekna Tuna
3 (EBp. ®.) n GpombyTuUnKayuyka.

Mo 1 dnakoHy ¢ uHcTpyKUMei no

NPUMEHEHMIO B NauKy KapTOHHY!O.

Complies / CooTtBeTcTBYET

Labeling / Mapkuposka

According to Normative documentation. / B
COOTBETCTBUW C HOPMATUBHO
AOKyMeHTauunei.

Complies / CooTeTcTayeT

Storage / XpaHeHue: At temperature below 25°C, / Mpun TemnepaType He Bbilwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roga
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANN3A FOTOBOIO NPOOYKTA

_PRODUCTH‘IPO}JYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3ansBnu® xannm HaszanbHble 0,025% Poccus /

| ARTICLE CODE/ BHYTPEHHWW KOA, MPOAYKTA: 704531 BATCH Ne / TAPTUA Ne /: 30760
MANUFACTURE DATE: / DATA U3rOTOBNEHWA: 05/2023 C.A/CEPTU®UKAT AHANU3A:3580/23
ANALYTICAL PROC. N°: / TPOTOKON AHANU3A Ne: SRAS-9WACRV.2 EXP./ CPOK MOQHOCTM: 05/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIM UCTOYHUK METOOB AHANWU3A: Normative documentation / HopmaTtusHaa
AorymeHTauus M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KO NMPOAYKTA KNUEHTA: 81775838

AP1 NAME / HAMUMEHOBAHUWE ®APMALIEBTUYECKOWN CYECTAHLMU: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOMN CYECTAHUMWW: 22100367

APl MANUFACTURER NAME / .
HAWMEHOBAHWE NPOU3BOAUTENA PAPMALIEBTUMECKOW CYBCTAHLIUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAWTENA ®APMALIEBTUMECKOW CYECTAHLIMK: Germany

REMARKS / Npumeuanune:
The Product conforms to ND/
MNpoaykT cooTBeTCTBYET TPeBOBaHWUAM HI

BATCH REMARKS / MprmMeyvanue pns 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. / JaHHbiM CBUAETENLCTBYIO, Y4TO AaHHAA NapTWs NpoBepeHa B
COOTBETCTBUU C pa3pellieHneM Ha MapKeTUHr u EBponeinckum pyKoOBOACTBOM MO Haanexallel npov3BoACTBEHHON
npaKkTyKe A0 NeKapCTBEHHbIX NPOAYKTOB.

1
I 1
ol T L par R DECISION / 3akmioveHme: ol
Miguel Rocha 2 I {
M. Ines Ribeiro DATE/flata: o9 /c)(; ol Véd’»\ 0

QUALIFIED PERSON / OtBeT¢TBEHHOE NULIO:
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