SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOIO NMPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUM KO NMPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45108
MANUFACTURE DATE: / JATA U3rOTOBIEHUA: 08/2024 C.A/ CEPTU®UKAT AHAJTU3A: 4617/24
ANALYTICAL PROC. N°: / MPOTOKON AHANU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TrOOHOCTMW: 07/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOQOB AHAJTU3A: Normative documentation / HopmaTushas
AokymeHTaumsa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOM CYBCTAHUWK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonvHa ruapoxnopua, MHH: OkcumeTtaszonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENA ®APMALEBTUYECKOW CYECTAHLIUA:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALEBTUYECKOW CYBCTAHLIUU MPON3BOAUTENA
MNo: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOM3BOAUTENA ®APMALEEBTUMECKOU CYBCTAHUWUMU: Siegfried PharmaChemikalien Minden GmbH /
3urchpug PapmaXemukanmen MuHaeH MmeX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOU CYECTAHUWUN: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudumkauum Pe3ynbrarhl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Fipo3apaynbii
WM NOYTW nNpo3padHbli  pacTBOpP OT MOYTU
6ecuseTHoro Ao cnabo-xenToro LgeTa.

Complies / CooTBeTcTBYET

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsa ynepxuBaHWs OCHOBHOrO MUKa Ha

XpomMmartorpaMmme UCnbiTyemMoro pacTteopa AOJHKHO Complies / COOTBeTCTByeT
COOTBETCTBOBATH BpemMehn yAepxuBaHus

OCHOBHOIO nuka Ha XpomarorpaMmme
cTaHgapTHoro pacTeopa  OKCUMETa3onuHa
rugpoxnopuaa, nony4yexHoi npu

KONTM4eCTBEHHOM onpeaeneHun.

Benzalkonium chloride / BeHsankouus Retention time of the main peak in the
xnopua 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. / Bpems
yAepXuBaH1si OCHOBHOTO NKa Ha XpomaTorpamme | Complies / CooTBeTCTBYET
NCNLITYeMOro pacTeopa AOMMKHO COOTBETCTBOBATL
BPEMEHU YAEpXWBAHWUS OCHOBHOFO NWKa Ha
Xpomartorpamme CTaHJapTHOro pactBopa
6eH3ankoHuA xnopvaa, Nony4YeHHon npu
KONIUYECTBEHHOM onpeaeneHnm.

Clarity / Mpo3apauHocTb The opalescence of the product should not exceed
the opalescence of the reference

suspension l/purified water. / OnanecueHuus Complies / CooTeeTcTayeT

npenapata He JOoJKHa npeBbILaTh
onanecueHUU0 aTanoHa cpaBHeHust |/Boabi
OUYULLIEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOIO NPOLAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBMH® kannu HasanbHbie 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHUW KOf NPOAYKTA: 704531

BATCH Ne / MAPTWUA Ne /: 45108

MANUFACTURE DATE: / JATA U3rOTOBINEHWUA: 08/2024

C.A /| CEPTU®UKAT AHAJU3A: 4617/24

ANALYTICAL PROC. N°: / MPOTOKOIT AHANU3A Ne: SRAS-9WACRV.2

EXP. / CPOK TOAHOCTMW: 07/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOAOB AHAJIM3A: Normative documentation / Hopmatushas

nokymeHtaums [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOl NPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHUWE ®APMALIEBTUMECKOW CYECTAHLUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OkcumeTazonuHa rugpoxnopua, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUWN MPOU3BOAWTENA ®APMALIEBTUMECKOW CYBCTAHLIUK:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOWU CYBCTAHLUMW NPOU3BOOUTENA

rMo: 24010263

APl MANUFACTURER NAME /

HAUMEHOBAHME NPOU3BOAUTENR ®PAPMALIEBTUYECKOW CYBCTAHLIMM: Siegfried PharmaChemikalien Minden GmbH /

3urdpug PapmaXemukanueH MuHaeH Tm6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA MPOU3BOAUTENA ®APMALIEBTUMECKOW CYBECTAHLIMU: Germany / Fepmanus

TESTS
MokaszaTtenu

SPECIFICATIONS
Cneundonkaummn

RESULTS
Peaynbrarthbl

Color / LBeTHOCTE

The product should be colorless or be comparable
to reference solution Y. / Mpenapar gonxeH 6bITb
GecuBeTHbIM UNU BbiOEPXWBaTbL CpaBHEHue C
aTanoHom Y7.

Complies / CooTeeTcTBYET

Relative density (d 20/20) / OTHoCuTenbHas

From 1.006 to 1.010/ O1 1,006 ao 1,010

nnotHocTh (d 20/20) 1.008
pH From5.5t06.5/015,5806,5
5.9
Osmolality / OcmonsnbHocTb From 270 to 330 mOsmolkg / Ot 270 go 330
MOcmonb/kr
280
Relative impurities / PoacTBeHHble npumecu
Impurity A (hydrolysis product) / Mpumeck A Not more than 0.5 % / He 6onee 0,5 % <LD
(NpoaykT rupponusa)
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / Eaunuynas Not more than 0.1 % / He 6onee 0,1 % <LD
HeungeHTUdMUMpOoBaHHas NPUMECh
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuyectBeHHOEe onpeaeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OxkcumeTasonuHa ruapoxnopua, hydrochloride/ Ot 237,5 go 262,5 mkr/mn 250.8
OKCUMETA30MNMHa rmapoxnopuaa. )
Benzalkonium chloride / BeHaankoHua xnopug From 45 to 55 pg/mL of benzalkonium chloride/ Ot
45 no 55 mkr/mn 6eH3ankoHnsa xnopuaa 47
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIN3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUM KOL MPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 45108

MANUFACTURE DATE: / BATA U3IrOTOBINEHUA: 08/2024

C.A/CEPTUDUKAT AHAIIU3A: 4617/24

ANALYTICAL PROC. N°: / MPOTOKON AHAINN3A Ne: SRAS-9WACRV.2

EXP./ CPOK TOAHOCTW: 07/2027

ANALYTICAL REFERENCE / PEQEPEHTHbLIM UICTOYHUK METOAQOB AHAJTU3A: Normative documentation / HopmaTusHas

AokymeHTaums T N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA, MPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKON CYECTAHLIUWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopua, MHH: OkcumeTtaszonut

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLUMN:

23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUMECKOW CYBCTAHLMU NMPOU3BOOUTENSA

Mao: 24010263

APl MANUFACTURER NAME /

HAUMEHOBAHME NPOMU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLMU: Siegfried PharmaChemikalien Minden GmbH /

3urchpua PapmaXemukanuen MuHaeH MbX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENS ®APMALIEBTUMECKOU CYECTAHUWUW: Germany / Fepmatins

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundukauum Pesynbrathl
Microbial purity / Mukpo6uonoruyeckas
yucToTa
Total aerobic microbial count (TAMC) / Not more than 10> CFU / ml /
06 7 <1 CFU/ml
uiee yncno aspobHbix GakTepuit He 6onee 10% KOE/mr
Total combined yeast and molds count (TYMC)/ Not more than 10' CFU /ml/
O6uee 4nCno APOXOKEBBIX U NITECHEBLIX rPUOOB <1 CFU/ml

Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 101 KOE/mn

Absence in 1 ml/ OtcyTtcTeve B 1 Mn

Absence in 1 ml/ OTtcyTtcTeme 8 1 Mn

Absent / OTtcyTcTByloT

Absent / OtcytcTByioT

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 bromobutyl rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenaparta 8o nakoH TEMHOrO
CTekna ¢ HaBMHYMBAEMOW NONUNPONUIEHOBON
KPbILWKOW CO BCTPOEHHON NUNETKOW U3 CTekna Tuna
3 (EBp. 9.) n 6pombyTuUnkayuyka.

Mo 1 cbnakoHy C MHCTPYKLMEN NO

NPUMMEHEHMIO B NaYKy KapTOHHYIO.

Complies / CootBeTcTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBUM C HOPMaTUBHON
J[OKyMEeHTauven.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIVICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIN3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUI KOO NPOOYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45108
MANUFACTURE DATE: / AATA U3rOTOBJIEHWUA: 08/2024 C.A/ CEPTUOUKAT AHATIU3A: 4617/24
ANALYTICAL PROC. N°: / MTPOTOKON AHANU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FOQHOCTMW: 07/2027

ANALYTICAL REFERENCE / PEQEPEHTHLIM MCTOYHUK METOJOB AHAMNU3A: Normative documentation / HopmatueHas
AckymeHTaumns 1M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUWI KO NPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEEBTMYECKOW CYBCTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OxcumeTazonuHa rugpoxnopun, MHH: OkcumeTasonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPMUN MPOU3BOANUTENA ®APMALIEBTUYECKOW CYBCTAHLIUM:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALEEBTUYECKOW CYECTAHLIMM NPOU3BOOUTENSA
rMo: 24010263

API MANUFACTURER NAME / 5
HAUMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYECTAHLIMMU: Siegfried PharmaChemikalien Minden GmbH /

3urcopun PapmaXemukanved MusaeH MmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALEEBTUYECKOW CYBCTAHUWWU: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuudukauum PesynbTtaTthbl

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

Shelf life / Cpok rogHocTu: 3 years (-1 month)/ 3 roga (- 1 mecsau)

REMARKS / NMpumeyaHue:
The Product conforms to ND/
MpoaykT coorBeTCTBYET TpeboBaHuam HJ

BATCH REMARKS / NpumeuaHue 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 cBMOETENLCTBYIO, YTO [aHHasA napTus npoBepeHa B
COOTBETCTBMM C paspelleHUeM Ha MapKeTMHr M EBponeickuM pyKOBOACTBOM MO Haanexalleh npov3soACTBEHHON
npakTuKe AN NeKapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanutuk: ] i
e e DECISION / akriiovenve: A{) o X
DATE / fara: b:%?/cyj 2.\

M. Inés Ribeiro QUALIFIED PERSON / OTBeTcTBeHHOE NULO:
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