SOFARIMEX

INDUSTRIA GUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOJ MPOAYKTA: 704530 BATCH Ne / MAPTHUA Ne /: 56092
MANUFACTURE DATE: /| BATA U3IOTOBJIEHUA: 09/2025 C.A/ CEPTU®UKAT AHATIU3A: 4773/25
ANALYTICAL PROC. N°: / TPOTOKON AHANN3A Ne: SRAS-9WACNM.6 EXP./ CPOK TOAHOCTW: 08/2028

ANALYTICAL REFERENCE / PE®EPEHTHbLIN NICTOYHUK METOOOB AHAJNMU3A: Normative documentation / HopmatusHas
aokymeHTauuna NMN012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOZ NPOAYKTA KNUEHTA: 81775837

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIUWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuna rugpoxnopua, MHH: OkcumeTtazonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUU:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUMECKOW CYECTAHLIMM NPOU3BOAUTENA
MNo: 25040210

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOOUTENSA ®APMALIEBTUYECKOWU CYBCTAHUMWM: Siegfried PharmaChemikalien Minden GmbH /
3urcppua PapmaXemukanmeH MungeH Mrmb6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOAWTENA ®APMALIEBTUYMECKOW CYBCTAHUWUWU: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneundukaummn Pe3ynbTtathbl

Description/ Onucanue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / INpo3pa4Hbin
WM NOYTM MpO3payHblii  pacTBOp OT MO4MTH
BecupeTHoro Ao cnabo-xenToro upeTa.

Complies /
CooTtBeTcTBYET

ldentity / MognuHHoCTL Retention time of the main peak in the
Oxymetazoline hydrochlroide / chromatogram of the test solution should comply
OkcuMeTa3onuHa rugpoxnopupa with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems ynepxuBaHWA  OCHOBHOTO MUKa Ha )
XpomaTorpaMMe WCTLITYEMOTO PacTeopa AOMKHO Complies /

COOTBETCTBOBATL BpemMeHu yaepXvsaHua CooteetcTByeT
OCHOBHOIO NyKa Ha XpoMaTorpaMmMe CTaHAapTHOro
pacTBopa OKCUMeTazonuHa rugpoxnopuaa,
MONyYeHHOR NPW KONMYECTBEHHOM OnpeaeneHunn.

. . Retention time of the main peak in the
Benzalkonium chloride / Bensankonus chromatogram of the test solution should comply
xnopva with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
yAepxviBaHus OCHOBHOrO nuka Ha
XpomartorpaMmme MCrbITYeMOro pacTsopa AOMXHO
COOTBETCTBOBATL BpeMeHU yAEPXUBAHUSA
OCHOBHOTO nuka Ha xpomartorpamme
CTaHAapTHOro pacTeopa GeH3ankoHWust Xnopuaa,
Nony4eHHOW NpU KONUYECTBEHHOM OnpeaeneHnn.

Complies /
CootBeTcTBYET

1/5
IMP.4.14




SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNU3A FOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOA NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 56092
MANUFACTURE DATE: / JATA U3rOTOBNEHWUA: 09/2025 C.A/ CEPTU®UKAT AHAINN3A: 4773/25
ANALYTICAL PROC. N°: / MPOTOKON AHAJTU3A Ne: SRAS-QWACNM.6 EXP./ CPOK rOiHOCTMW: 08/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOOOB AHANU3A: Normative documentation / HopmatueHas
nokymenTauns 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIW KOl NPORYKTA KIMMEHTA: 81775837

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUMECKOW CYECTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa ruapoxnopug, MHH: OkcumerasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPVUW MPOU3BOAUTENS ®APMALIEBTUMECKOWU CYBCTAHLIUK:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPMW ®APMALIEBTUYECKOW CYECTAHLIUM MPOU3BOAUTENA
No: 25040210

APl MANUFACTURER NAME / .
HAUMEHOBAHME NPOU3BOANTENA ®APMALIEBTUYECKOW CYBCTAHLUMN: Siegfried PharmaChemikalien Minden GmbH /

3urdpug PapmaXemukanmed Munaed Tm6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLMU: Germany / 'epmaHus

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneuundmkaumnu PesynbTtathbl
Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / OnanecueHuus
npenapaTta He OOMKHa npeBbIWATL Complies /
onanecueHUMo aJTarnoHa cpaBHeHus |/BoAkl CootBeTcTBYET
OMULLIEHHON.
Color / LiBeTHOCTBb The product should be colorless or be comparable
to reference solution Yz. / Mpenapat gomkeH 6uiTb .
Complies /
OecuBeTHbIM WK BblAEpPXVBaTb CpaBHEHUE C CooTReTCTRYET
3TanoHoM Yz. y
Relative density (d 20/20) / OTHocuTenbHasn From 1.006 to 1.010/ O1 1,006 go 1,010
nnoTtHocTh (d 20/20) 1,006
pH From 5.5t06.5/015,5 0o 6,5
6,0
Osmolality / OcmonsinbHoCcTbL From 270 to 330 mOsmolkkg / Ot 270 po 330
MmOcmonb/Kr 283
Relative impurities / PoacTBeHHLIe npuMecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(NpoaykT ruaponusa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHnynas Not more than 0.1 % / He 6onee 0,1 %
HenaeHTudUUNPOBaHHAA NPUMECH <LQ
Total impurities/ Cymma npumecen 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 AHANIU3A TOTOBOIO NMPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3auBuH® kannu Ha3zanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KOA MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 56092

MANUFACTURE DATE: / ATA U3rOTOBNEHWA: 09/2025 C.A | CEPTU®UKAT AHANU3A: 4773/25

ANALYTICAL PROC. N°: / MPOTOKOIN AHAJTU3A Ne: SRAS-9WACNM.6 EXP./ CPOK rOgHOCTMW: 08/2028

ANALYTICAL REFERENCE / PEQEPEHTHbLIM UICTOYHUK METOQOB AHANWU3A: Normative documentation / HopmaTursHasn
nokymeHTaums I N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOf MPOAYKTA KIUEHTA: 81775837

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOWU CYBCTAHUWUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuna rugpoxnopng, MHH: Okcumetaszonud

API MANUFACTURER BATCH NUMBER / HOMEP CEPWM NPOU3BOAUTENA ®APMALEBTUYECKOW CYECTAHLIUK:
24272098

FP MANUFACTURER AP! BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUUYECKOW CYBCTAHLIMK NPOU3BOAUTENA
Mo: 25040210

API MANUFACTURER NAME / 3
HAUMEHOBAHWE NPON3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLIUWN: Siegfried PharmaChemikalien Minden GmbH /
3urdpng PapmaXemukanued MuHgeH Tm6X

COUNTRY OF MANUFACTURE OF THE API/ :
CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKOWU CYBCTAHLIMWU: Germany / Cepmanua

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneuundukaunmn PesynbTarhbi
Assay / KonuvyecteeHHoe onpeaeneHune
Oxymetazoline hydrochloride / From 92.5 to 105 pg/mL of oxymetazoline
OkcumeTasonuHa ruapoxnopusa, hydrochloride/ Ot 92,5 o 105 mkr/mn
OKCUMETA30MUHa I'MAPOXNopUAa. 99,7
Benzalkonium chloride / BeHzankoHus xnopug From 45 to 55 pg/mL of benzalkonium chloride/ Ot
45 no 55 mkr/mn 6eH3ankoHns xnopuaa -
Microbial purity / Mukpo6uonoruueckas
yucrora
Total aerobic microbial count (TAMC)/ Not more than 10> CEU /ml /
Obwwee 4ncno aspobHbix BakTepun He Gonee 102 KOE/mn <1 UFC/ml
Total combined yeast and molds count Not more than 10° CFU /ml /
(TYMC) / Obuiee 4nicro ApoXoKeBbIX U 1
MNECHeBbIX rPUBOB He 6onee 10 KOE/mn <1 UFC/mi
Pseudomonas aeruginosa Absence in 1 ml/ Otcytctene B 1 Mn
Absent/ml
Staphylococcus aureus Absence in 1 ml/ Otcytctene B 1 mn Absent/ml
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATNIN3A rOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3anBuH® kannu HasanoHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOL NPOAYKTA: 704530 BATCH Ne / TAPTUA Ne /: 56092
MANUFACTURE DATE: / DATA U3rOTOBNEHWUA: 09/2025 C.A /| CEPTU®UKAT AHAJIU3A: 4773/25
ANALYTICAL PROC. N°: / IPOTOKOIN AHAIMN3A Ne: SRAS-9WACNM.6 EXP./ CPOK FOOHOCTM: 08/2028

ANALYTICAL REFERENCE / PE®GEPEHTHbIW UCTOYHUK METOLOB AHAMNWU3A: Normative documentation / HopmatusHas
aokymeHTaumsa 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOQ NPOOYKTA KINUEHTA: 81775837

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYECKOMN CYBCTAHLMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTrazonuHa rngpoxnopua, MHH: OkcumeTtasonuu

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLIUN:
24272098

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYMECKOW CYBECTAHUUU NPOU3BOAUTENA
Mo: 25040210

APl MANUFACTURER NAME / .
HAUMMEHOBAHMWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHUMMWN: Siegfried PharmaChemikalien Minden GmbH /

3urcdpna PapmaXemukanumer MunHged MTm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALEEBTUYECKOU CYECTAHLINN: Germany / lepmaHus

TESTS SPECIFICATIONS RESULTS
Mokaszarenu Cneuunduxauumn Pesynbrarthl

5 mL in an amber glass bottle with a polypropylene
Package / Ynakoska 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 nakoH TEMHOMO
CTekna C HaBWHYMBAEMOW MONWUNPOMUITEHOBOW Complies /
KPbILWKON CO BCTPOEHHOW NUNETKON U3 CTekna Tuna CootBeTcTByeT
3 (EBp. ®.) n 6pomByTUnkay4yka.
Mo 1 donakory ¢ MHCTPYKUMEN NO
NPUMEHEHMIO B NaYKy KAapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUK C HOPMATUBHOI Complies /
AOKyMeHTauuen. CooTtBeTcTBYET

Storage / XpaHeHue: At temperature below 25°C. / Npu TeMnepatype He Bbiwe 25°C,

Shelf life / Cpok rogHocTn: 3 years (-1 month) / 3 roga (-1 mecsiu)

REMARKS / NpumeyaHmue:
The Product conforms to ND/
MpopykT cooTBeTcTBYET TPebGoBaHuam HL
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOl MPOOYKTA: 704530 BATCH Ne / MAPTUA Ne /: 56092
MANUFACTURE DATE: / JATA U3rOTOBIEHUA: 09/2025 C.A/ CEPTU®UKAT AHAITU3A: 4773/25
ANALYTICAL PROC. N°: / MPOTOKON AHAIU3A Ne: SRAS-9WACNM.6 EXP./ CPOK FrOAHOCTW: 08/2028

ANALYTICAL REFERENCE / PE®QEPEHTHLIM UICTOYHUK METOAOB AHAMNU3A: Normative documentation / HopmartusHas
AokymeHTaums 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOAYKTA KINUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLWMKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMeTasonuHa rugpoxmnopua, MHH: OkcumeTtaszonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALEBTUYECKOU CYECTAHLUWUN:
24272098

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPU/N ®APMALIEBTUYECKOW CYBCTAHLUU NPOU3BOAUTENA
Mo: 25040210

APl MANUFACTURER NAME / .
HAMMEHOBAHUE NPON3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLMUMU: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanveH Munaen MrmeX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA PAPMALIEBTUMECKOU CYBCTAHUWWU: Germany / l'epmanus

BATCH REMARKS / lNpumeyvaHue gnsa cepum: —_—
L

/

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. / [axHbIM cBUAETENBLCTBYIO, YTO AaHHas napTus nposepeHa B
COOTBETCTBMM C paspelleHUeM Ha MapkeTUHr u EBponeickum pykoBOACTBOM NO Haznexaluen npou3BoACTBEHHOW
npakTuKe ONns NeKapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTtuk: 1
Sonia Chainho DECISION / 3aknioueHue: 4/’/&1/2/

DATE /fata: 23/Jo/ 707¢

M. Ines Ribeiro
QUALIFIED PERSON / OTBeTCcTBeHHOE NULIO:
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