SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TrOTOBOI'O NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOJ] MPORYKTA: 704530 BATCH Ne / MAPTHUA Ne /: 45627
MANUFACTURE DATE: / JATA U3rOTOBJIEHUA: 12/2024 C.A /| CEPTU®UKAT AHAINN3A: 207/25
ANALYTICAL PROC. N°: / MPOTOKOIT AHAITU3A Ne: SRAS-9WACNM.5 EXP./ CPOK rOAHOCTMH: 11/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIU UICTOYHUK METOAOB AHAJIM3A: Normative documentation / HopmaTuehas
AokymenTauns [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUWN KOf NPOAYKTA KIUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: Okcumerasonuu

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NMPOU3BOAUTEN AR ®APMALEBTUYECKOW CYBCTAHUWN:
24080086

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUMECKOU CYECTAHLIUU MPOU3BOAUTENSA
Mo: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHUWE NPON3BOAUTENA ®APMALIEEBTUMECKOMW CYBECTAHLUMUM: Siegfried PharmaChemikalien Minden GmbH /

3urdpug PapmaXemmkanueH Muaaern TM6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUW: Germany / FepMaHus

TESTS SPECIFICATIONS RESULTS
Mokazarenu Cneuudukauum PesynbTtathl
Description/ OnucaHue Transparent or almost transparent, from a nearly
colorless to slightly yellowvsolutlon. / MNpo3payHbIi Complies /
WA MOYTW nNpo3padvHbld  pacTBOp OT  MOYTU CooTeeTcrayeT
6ecuseTHoro Ao cnabo-xenToro ugeTa.
Identity / MognuHHoCcTL Retention time of the main peak in the
Oxymetazoline hydrochlroide / chromatogram of the test solution should comply
OkcumMeTasonuHa ruppoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepxuBaHus  OCHOBHOro nuMka Ha ]
XpomarorpamMme MUCrbiTyeMoro pacreopa JAOoJIKHO Complies /

COOTBETCTBOBATL BpeEMeHHN yaepXMBaHus CootseTtcTyeT
OCHOBHOIO MMKa Ha XxpoMaTorpaMmmMe CTaHAapTHOro
pacTeopa OKCMMETa30nmMHa ruapoxnopuaa,
NONYy4YEHHON NP KONTIMYECTBEHHOM ONpeaeneHum.

Benzalkonium chloride / BeHzankoHus goioatonl iims) of Jne) iingin peak in ifiS

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. / Bpewms

yAEPXKUBAHUSA OCHOBHOTO nuka Ha Complies /
XpomaTorpammMe UCrbITyemMoro pacTeopa AOSKHO CooTBeTCTBYET
COOTBETCTBOBATh BPEMEHM yaepXusaHus

OCHOBHOTO nmxa Ha Xpomarorpamme

CTaHAapTHOro pacteopa GeHsankoHus xnopuwaa,
MOMNYYEHHO NPY KONMMUECTBEHHOM OnpeaeneHni.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO MPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia/ Ha3ueuH® kannu HasanbHble 0,01% Poccus / B

—ARTICLE CODE / BHYTPEHHWUW KOJ NPOOYKTA: 704530 BATCH Ne / MAPTUSA Ne /: 45627
MANUFACTURE DATE: / ATA U3FOTOBNEHUA: 12/2024 C.A /| CEPTUOUKAT AHAINN3A: 207/25
ANALYTICAL PROC. N°: / IPOTOKON AHAJTIU3A Ne: SRAS-OWACNM.5 EXP. / CPOK TOAHOCTMW: 11/2027

ANALYTICAL REFERENCE / PEQEPEHTHbLIV UCTOYHUK METOJOB AHAJIU3A: Normative documentation / HopmaTtueHad
nokymeHTauws M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KOQ MPOAYKTA KITMEHTA: 81775837

API NAME, INN / HAUMEHOBAHWE ®APMALIEEBTUMECKOW CYBCTAHLUMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa ruapoxniopua, MHH: OkcumeTasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUU:
24080086

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALEEBTMYECKOWN CYBCTAHLIMM NPOU3BOAUTENA
rNe: 24010263

API MANUFACTURER NAME / )
HAUMEHOBAHWE NPOU3BOOUTENSA ®APMALIEBTUYECKOU CYBCTAHLMM: Siegfried PharmaChemikalien Minden GmbH /
3urdbpug PapmaXemmukanued MuHaeH Mi6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOM3BOAUTENS ®APMALEEBTUYECKOW CYECTAHLIMK: Germany / Mepmanus

TESTS SPECIFICATIONS RESULTS
Mokasartenu Cneuundonkaummn Pe3ynbTaThl
Clarity / po3pa4HocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / OnanecueHuus Complies /
npenaparta He SOrmKHa npeBbILLaTL CooteeTcTayer
onanecueHUMIo  STanoHa cpaBHeHus  |/Bopbl
OUMLLEHHOM.
Color / LiBeTHOCTb The product should be colorless or be comparable
to reference solution Y7. / NMpenapat fomkeH OblTb Comblies /
GecuBeTHbIM UMW  BblAEPXUBATL CpaBHEHWe C Coonaegcra T
3TanoHom Y7. y
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ OT 1,006 go 1,010
nnotHocTs (d 20/20) 1,008
pH From 5.5t06.5/0715,5006,5
6,0
Osmolality / OcMonsnbHOCTb From 270 to 330 mOsmol/kg / OT 270 po 330
MOcmonb/Kr 282
Relative impurities / PoacTBeHHbIe npuMecu
Impurity A (hydrolysis product) / MNpumeck A Not more than 0.5 % / He 6onee 0,5 % ND
(MpoayKT rugponusa)
Impurity ZP-1 / Mpumece ZP-1 Not more than 0.5 % / He 6onee 0,5 % ND
Individual unidentified impurity / EanHuudan Not more than 0.1 % / He 6onee 0,1 %
HenaeHTudMLMpoBaHHan npuMech <0.01%
Total impurities/ Cymma npumecein Not more than 1.2 % / He 6onee 1,2 %
<0.01%
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOI'O MPOAYKTA

|—PRODUCT /TIPOAYKT: Nasivin Nasal Drops 0.01 % Russia/ HaauBnH® kannu HasanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KOJ NMPOOYKTA: 704530 BATCH Ne / MAPTUA Ne /: 45627
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 12/2024 C.A /| CEPTUOUKAT AHAJTU3A: 207/25
ANALYTICAL PROC. N°: / fIPOTOKOJT AHATNU3A Ne: SRAS-9WACNM.5 EXP./ CPOK rOOQHOCTW: 11/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIU UCTOYHUK METOOOB AHANWU3A: Normative documentation / Hopmatuehas
AokymeHTaumsa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ MPOMYKTA KITUEHTA: 81775837

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYECKOWU CYECTAHLMUK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumMeTasonuHa rugpoxnopug, MHH: OkcumeTasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPU MPOU3BOAUTENS ®APMALIEBTUYECKOW CYECTAHLIUN:
24080086

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHUMUWN NPOU3BOAUTENSA
N®: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHUMMU: Siegfried PharmaChemikalien Minden GmbH /

3urcbpua PapmaXemukanuen MunaeH MmeX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOOUTENA PAPMALIEBTUYECKOW CYECTAHUMWW: Germany / lepmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudukauum Pesynbrathbl
Assay / KonuyectBeHHOe onpeaeneHue
Oxymetazoline hydrochloride / From 92.5 to 105 pg/mL of oxymetazoline
OkcumeTasonuHa rugpoxnopug, hydrochloride/ Ot 92,5 no 105 mkr/mn 101,6

OKChMeTasonuHa rnapoxnopunia.

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

Benzalkonium chloride / BeHzankoHus xaopug
45 po 55 mkr/mn 6eH3ankoHUs xnopuaa

45

Microbial purity / Mukpo6uonorudeckas
4YucroTa
Total aerobic microbial count (TAMC) / Not more than 10° CEU / ml /
O6wee uncno aapobHbix GakTepuii He 6onee 102KOE/mn <1 UFC/ml
Total combined yeast and molds count Not more than 10" CFU /mi/
(TYMC) / ObLuee uncno apodokesbIxX 1
NHeCHeBbIX rpUGOB He 6onee 10 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OTtcytcTBue B 1 Mn

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

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A FOTOBOIO NMPOOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia /| HaauBnH® kannu Haszanbhbie 0,01% Poccus |

ARTICLE CODE / BHYTPEHHWUIA KOA NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 45627
MANUFACTURE DATE: / AATA U3rOTOBNEHWA: 12/2024 C.A | CEPTUOUKAT AHANU3A: 207/25
ANALYTICAL PROC. N°: / MIPOTOKOJ AHATNW3A Ne: SRAS-9WACNM.5 EXP. / CPOK FrOQHOCTMW: 11/2027

ANALYTICAL REFERENCE / PE®OEPEHTHbIV UICTOYHUK METOAQOB AHANU3A: Normative documentation / HopmaTtuBHaa
pokymenTauns N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KITMEHTA: 81775837

API NAME, INN / HAMUMEHOBAHUE ®APMALEEBTUYECKOWN CYBCTAHLWKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa ruapoxnopua, MHH: OkcumeTasonud

AP! MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIUMK:
24080086

EP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUHECKON CYBCTAHUMX NPOU3BOOUTENA
rne: 24010263

APl MANUFACTURER NAME / .
HAWMEHOBAHME NPOU3BOAUTENA ®APMALIEEBTUYECKOWU CYBCTAHLIUMK: Siegfried PharmaChemikalien Minden GmbH /

3urdbpua PapmaXemvkanveH MunaeH MoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENSA ®APMALIEBTUMECKOW CYBCTAHLIMKU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokazarenu Cneuundumkaumm PesynbraTbi

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 bromobuty! rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 5 mn npenapara Bo NakoH TEMHOro
cTekna C HABWHYMBAEMO NONMUMPONUIEHOBOM Complies /
KPbILLKOWA CO BCTPOEHHOI NUMETKON U3 CTekna Tuna CooTtBeTCcTBYET
3 (EBp. ®.) n GpomByTUnKay4yka.
Mo 1 dnakoHy ¢ UHCTpyKLMEei no
APUMEHEHWIO B NAYKy KAPTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBMM C HOPMATUBHOM Complies /
JOKyMeHTauuen. CooTtBeTCcTBYET

Storage / XpaHeHue: At temperature below 25°C. / [py TemnepaType He Bbllle 25°C.

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

REMARKS / NpumevaHue:
The Product conforms to ND/
MpoaykT cooTeeTcTBYET TpeGosanuam HA
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A rOTOBOIO MPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3uBnH® kannu nasanbHbie 0,01% Poccwua / T
ARTICLE CODE / BHYTPEHHUM KOO NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 45627
MANUFACTURE DATE: / DATA U3rOTOBJIEHWUA: 12/2024 C.A/ CEPTUDUKAT AHANMU3A: 207/25
ANALYTICAL PROC. N°: / TIPOTOKOMN AHAJU3A Ne: SRAS-9WACNM.S EXP. / CPOK TOQHOCTHU: 11/2027

ANALYTICAL REFERENCE / PEGEPEHTHbIW UCTOYHUK METOOB AHAMNU3A: Normative documentation / HopmaTtueHas
pokymentauuns [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWU/ KOl NPOAYKTA KINUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYECTAHLMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetasonuHa ruapoxnopua, MHH: OkcumetasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWWN NPOU3BOAUTENS ®APMALIEBTUHECKOWU CYBCTAHLIMM:
24080086

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALEEBTUYECKOU CYBCTAHUWM NPOU3BOAUTENSA
ro: 24010263

APl MANUFACTURER NAME / :
HAUMEHOBAHUE NPOU3BOOUTENSA ®APMALIEBTUYECKOU CYBECTAHLIUW: Siegfried PharmaChemikalien Minden GmbH /
Surcppun PapmaXemukanmed MuHgeH Tm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENSA ®APMALEBTUYECKOW CYBCTAHLWU: Germany / ['epmanna

BATCH REMARKS / MpumeuaHue ansa cepum:

-

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. / [laHHbIM CBUAETENBCTBYIO, HTO AaHHasA napTusa npoBepeHa B
COOTBETCTBUM C pa3pelleHneM Ha mapkeTuHr u Esponeiickum pyKOBOACTBOM NO Haanexallen Npou3BOACTBEHHON
npakTuKe Ans NekapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanutuk:
Ana Franco DECISION / 3akniouyeHue: f_ﬂfyzwd/ ;

DATE / fara: g ; £ ¥
Beatriz Sousa A /) /0/ / 70 28§

QUALIFIED PERSON / OTBeTCTBEHHOE NULIO:
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