SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOI O NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HasuBuH® kannu Ha3zanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWW KOQ MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 55023
MANUFACTURE DATE: / 1ATA U3rOTOBINEHWUA: 01/2025 C.A /| CEPTU®UKAT AHATIN3A: 430/25
ANALYTICAL PROC. N°: / IPOTOKOJ1 AHAINTU3A Ne: SRAS-9WACNM.6 EXP./ CPOK FrOAQHOCTHU: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN NCTOYHUK METOOOB AHANU3A: Naormative documentation / HopmaTtusHasa
pokymenTaumsa M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOAYKTA KNUEHTA: 81775837

APl NAME, INN / HAMUMEHOBAHUWE ®APMALIEBTUYECKON CYBCTAHLIMWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALEBTUYECKON CYECTAHLUN:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUMECKOW CYBCTAHLWU NPOU3BOAUTENA
Mo: 24080086

APl MANUFACTURER NAME / }
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLMWM: Siegfried PharmaChemikalien Minden GmbH /
Surcpua PapmaXemukanmer MungeH mMEX

COUNTRY OF MANUFACTURE OF THE API / 5
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUMECKOU CYBCTAHUWUWU: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
MNokasarenu Cneuudmkaumm PesynbTtarbl

Description/ Onucaxue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MNpo3payHbli
UNKM  MOYTU NPO3pauyHbii  pacTBOP OT MNOYTK
becuBeTHOro 4o cnabo-xenToro useTa.

Complies /
CooteeTcTayeT

Identity / MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochliroide / 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. /
Bpemsi yaepxuBaHWs  OCHOBHOFO NUKa  Ha )
XpoMmaTorpaMMe UCMbITYEeMOro pacreopa AOMKHO Complies /

COOTBETCTBOBATH BpeMeHu yaepXKueaHus CooteeTcTByeT
OCHOBHOIO NUKa Ha XpomMaTorpaMmme CTaHAapTHOro
pacTeopa oKkcMMeTasonuHa rmgpoxrnopuvaa,
Nony4YeHHOW NpY KONUYECTBEHHOM onpedeneHuu.

; . Retention time of the main peak in the
Benzalkonium chioride / Benaankohus chromatogram of the test solution should comply
xnopua with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
yAEepX1BaHUSA OCHOBHOIO nuka Ha Complies /

XpomarorpammMme UcnbiTyemoro pacrsopa AO/MKHO COOTBeTCTByeT
COOTBETCTBOBATL BpEMEHU yAepKUBaHUs
OCHOBHOrO nuka Ha Xpomatorpamme
cTaHaapTHoro pacteopa GeHsankoHusa xnopuaa,
Nony4eHHOW NpU KONMYECTBEHHOM onpeaeneHnu.
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SOFARIMEX

INOUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIM3A rOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia/ Ha3uBMH® kannu Ha3anbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOL NPOAYKTA: 704530 BATCH Ne / NAPTUA Ne /: 55023
MANUFACTURE DATE: /| BATA U3rOTOBIEHUA: 01/2025 C.A/ CEPTUOUKAT AHAJIU3A: 430/25
ANALYTICAL PROC. N°: / IPOTOKOIN AHATNU3A Ne: SRAS-9WACNM.6 EXP. / CPOK rOOAHOCTMW: 12/2027

ANALYTICAL REFERENCE / PE®OEPEHTHbIW MCTOYHWK METOIOB AHANWU3A: Normative documentation / HopmaTtnehas
pokymenTauus 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOJ NPOAYKTA KITMEHTA: 81775837

APl NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLIMKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / Okcumerasonuna ruapoxnopua, MHH: OkcumerasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIUK:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUHECKOWN CYBCTAHLUU NPOU3BOAUTENA
rno: 24080086

API MANUFACTURER NAME / .
HAMMEHOBAHMWE NPOU3BOAUTENS ®APMALIEBTUYMECKOW CYBCTAHLIUMN: Siegfried PharmaChemikalien Minden GmbH /
Surdpua PapmaXemuranued MuHaeH FM6X

COUNTRY OF MANUFACTURE OF THE API/ B
CTPAHA NMPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHUWKU: Germany / lepmanua

TESTS SPECIFICATIONS RESULTS
MNokaszaTtenu Cneundomxauuv PesynbTaTthl
Clarity / [po3pa4HoCTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus Complies /
npenapata He AOMKHA npeBbILLATL CooTeeTcTayer
onanecueHUMIo  3TanoHa cpaBHeHus  |/Boapl
OUMNLLEHHOW.
Color / LiBeTHOCTb The product should be colorless or be comparable
to reference solution Y7. / Mpenapat AomxeH ObITb Complies /
H6ecuBeTHbIM WNM BbiaepxueaTb CpaBHeHWe ¢ Coor plies
3TanoHom Yz. OTBETCTBYET
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 ao 1,010
nnoTHocThb (d 20/20) 1.008
pH From5.5t06.5/015,5006,5
6.0
Osmolality / OcmonsinbHOCTL From 270 to 330 mOsmollkg / OT 270 po 330
mOcmone/Kr 280
Relative impurities / PoacreBeHHbIe npumecu
Impurity A (hydrolysis product) / Mpumecb A Not more than 0.5 % / He Gonee 0,5 % <LD
(NpoAyKT rMaponn3a)
Impurity ZP-1/ Npumece ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LQ
Individual unidentified impurity / EauHnyHan Not more than 0.1 % / He 6onee 0,1 %
HeuaeHTMULMPOBaHHas NpUMeCh <0.1%
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 %
<LQ
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAQYKT: Nasivin Nasal Drops 0.01 % Russia / HasauBuH® kannu HasanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KOJ, NPOAYKTA: 704530 BATCH Ne / NMAPTUA Ne /: 55023
MANUFACTURE DATE: / ATA U3rOTOBJIEHUA: 01/2025 C.A/ CEPTUOUKAT AHAJIU3A: 430/25
ANALYTICAL PROC. N°: / NIPOTOKOI AHAJTTU3A Ne: SRAS-9WACNM.6 EXP./ CPOK rOHOCTMW: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOOQOB AHAJITU3A: Normative documentation / HopmaTtusHas
AokymeHTaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHU# KOf NPOAYKTA KNUEHTA: 81775837

API NAME, INN / HAMUMEHOBAHWUE ®APMALIEBTUYECKOW CYBCTAHLIUMWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMeTtasonuHa rugpoxnopua, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPON3BOAUTENSA ®APMALIEBTUMECKOW CYECTAHLIMMK:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYBCTAHL UM NPOU3BOJUTENA
rNo: 24080086

APl MANUFACTURER NAME / i
HAUMEHOBAHUE NMPOU3BOAUTENA ®APMALEEBTUYECKOW CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urcbpua PapmaXemukanved Mungen M'mbX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOWN CYBECTAHLIMW: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
Moka3saTenu Cneuudmkaumm PezynbTtathi
Assay / KonuyectBeHHOe onpeaeneHue
Oxymetazoline hydrochloride / From 92.5 to 105 pg/mL of oxymetazoline
OkcumeTasonuHa ruapoxnopua, hydrochloride/ Ot 92,5 o 105 mkr/mn
OKCMMETa30M1Ha rmapoxnopunaa. 99 4

From 45 to 55 pg/mL of benzalkonium chloride/ Ot

Benzalkonium chloride / BeHaankoHusa x10puA
45 no 55 Mkr/mn 6eH3zankoHUs xnopuaa

46

Microbial purity / Mukpobuonoruyeckast
yucrora
Total aerobic microbial count (TAMC) / Not more than 10° CFU /mi /
O6Lwee uncno aspobHbix GakTepui He 6onee 102 KOE/mn <1 UFC/ml
Total combined yeast and molds count Not more than 10" CFU /ml/
(TYMC) / ObLee 4icno ApoXoKeBbIX U 1
nnecHeBbIX rpMGOB He 6onee 10 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTctBue B 1 Mn

Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcytcTBre B 1 Mn Absent/ml
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A NOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu HasanbHble 0,01% Poccus / —‘
ARTICLE CODE / BHYTPEHHWUM KOL NPOAYKTA: 704530 BATCH Ne / MAPTUSA Ne /: 55023
MANUFACTURE DATE: / JATA U3rOTOBNEHWA: 01/2025 C.A/ CEPTU®UKAT AHANU3A: 430/25
ANALYTICAL PROC. N°: / TPOTOKOJT AHAJTU3A Ne: SRAS-9WACNM.6 EXP./ CPOK TrOAHOCTW: 12/2027

ANALYTICAL REFERENCE / PEOEPEHTHbIN UCTOYHUK METOOB AHAMU3A: Normative documentation / HopmatneHas
|_aokymerTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOQ MPOAYKTA KNMEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUHECKOU CYBCTAHLUWWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxvmetazoline / OkcumeTtaszonuda ruapoxnopua, MHH: OkcumeTasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENSA OAPMALIEBTUYMECKOU CYBCTAHLIUMU:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALEBTUYECKOW CYECTAHLIUU NPOU3BOAUTENA
rno: 24080086

APl MANUFACTURER NAME /

HAUMMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKON CYBECTAHLMW: Siegfried PharmaChemikalien Minden GmbH /
3urcopua PapmaXemukanued Munaen MmeX

COUNTRY OF MANUFACTURE OF THE AP1/

CTPAHA NPOU3BOOUTENA {DAPMAL&EBTMHECKOFI CYBECTAHUWW: Germany / MepmaHua

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundunkaumu Pe3ynbTathbl

5 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 5 mn npenapata Bo (hnakoH TEeMHOro
CTeKna C HaBWHYMBAEMOW MNONMNPONUIIEHOBON Complies /
KPBILLKOM CO BCTPOEHHOW NUNETKON K3 cTekna tuna CootBetcTBYET
3 (Eep. 9.) v 6pombyTUnKayqyka.
Mo 1 ¢pnakoHy ¢ MHCTPYKLMEN No
NPUMEHEHUIO B NAYKY KAPTOHHY!HO.

Package / YnakoBka

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHOMN Complies /
OOKyMeHTauuen. CooTBeTCTBYET

Storage / XpaHeHue: At temperature below 25°C. / [pu Temnepatype He Bbiwe 25°C.

Shelf life / Cpox roanoctu: 3 years (-1 month) / 3 roga (-1 mecsu)

REMARKS / Npumeyaxue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpeboBaHuam H/
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A FOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3auBnH® kannu HasanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWW KOZ NMPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 55023
MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 01/2025 C.A | CEPTUOUKAT AHAJIU3A: 430/25
ANALYTICAL PROC. N° / MPOTOKON AHAMKU3A Ne: SRAS-OWACNM.6 EXP./ CPOK FOAHOCTHW: 12/2027

ANALYTICAL REFERENCE / PE®GEPEHTHbI NICTOYHUK METOLOOB AHANMWU3A: Normative documentation / HopmatusHas
nokymextauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOL, NPOAYKTA KNUEHTA: 81775837

APl NAME, INN / HAMUMEHOBAHMWE ®APMALIEBTUYECKOM CYECTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumeTa3onuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUU MPOU3BOAMUTENA ®APMALIEBTUYECKOM CYBCTAHLUN:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUWA ®APMALIEBTUMECKOW CYBCTAHLIMN MPOU3BOAUTENA
N®: 24080086

APl MANUFACTURER NAME / 3
HAUMEHOBAHMUE MPOU3BOAUTENSA ®APMALIEBTUHECKOW CYECTAHLMM: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanued Munaen Tm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOW CYECTAHLIMU: Germany / l'epmanuns

BATCH REMARKS / NpumevaHue 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. / [JaHHbIM CBMAETENLCTBYIO, YTO AaHHAA MapTuA NpoBepeHa B
COOTBETCTBUM C paspelleHueM Ha MapkeTuHr v Esponeiickum pykoBOACTBOM MO Haanexalwien NpPov3BoACTBEHHON
npakTuKe Ans nexapcrTBeHHbIX NPOAYKTOB.

ANALIST / AHanuTuk: AV P
DECISION / 3aknioueHue: f,u L/f )
.. . /
Sénia Chainho DATE/flata: 74 / o1 / Ze Z/ —
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULIO: -

/
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