SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHANTN3A TOTOBOTIO NPOOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUIW KOl NPOAYKTA: 704532 BATCH Ne / TAPTUA Ne /: 45130
MANUFACTURE DATE: / JATA U3TOTOBNEHUA: 09/2024 C.A /| CEPTUDUKAT AHATU3A: 4868/24
ANALYTICAL PROC. N°: / MPOTOKON AHAINMU3A Ne: SRAS-9WACU6.4 EXP. / CPOK TOAHOCTM: 08/2027

ANALYTICAL REFERENCE / PE®QEPEHTHbLIM UICTOYHUK METOOOB AHAINU3A: Normative documentation / HopmaTtusHas
nokymeHTaums [T N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO MPOAYKTA KNMEHTA: 81775839

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLWW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OxcumeTaszonuda ruapoxnopug, MHH: OkcumeTaszonui:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOOWUTENA ®APMALIEBTUMECKOW CYECTAHLIUUA:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOWN CYBCTAHLUMU NPOU3BOAUTENA
MMo: 24010263

APl MANUFACTURER NAME / 3
HAWMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYMECKOW CYBCTAHLUMWMWN: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemukanueH MuHaeH MmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUYECKOU CYBCTAHUNUWN: Germany / FepmaHust

TESTS SPECIFICATIONS RESULTS
MNokasaTenn Cneuundmkaumm PesynbTtathl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3payHbin Complies / CooTBeTcTBYET
N NoYTM NpPO3PadHbifl pacTBOp OT  MOYTK
OecuBeTHOro 4o cnabo-XenToro UBeTa.

Identity/ MopgnuHHocTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTaszonuHa ruapoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / [ Complies / CooTBeTcTBYET
Bpema  ynepxuBaHWsi OCHOBHOro Nuka Ha
XpOMaTorpaMme UCNbITYEMOro pacTBopa AOIMKHO
COOTBETCTBOBATH BpeMeHu yAepKMBaHWA
OCHOBHOrO NuKa Ha XxpomaTorpaMme CTaHAapTHOTO
pacTeopa oKcumeTasonuHa rmapoxnopuaa,
nony4yeHHoOW Npu KONUYECTBEHHOM onpeaeneHun.

Benzalkonium chioride / BeHzankoHus Retention time of the main peak in the
xnopwua chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chioride standard | Complies / CootBeTctBYET
solution obtained in the Assay test. / Bpems
yAepXuUBaHNs OCHOBHOIO NUKa Ha XpomaTorpamme
MCNbITYEMOro pacTBopa AOMKXHO COOTBETCTBOBATL
BPEMEHN YAEpXUBaHMS OCHOBHOMO nNUKa Ha
XxpomaTorpammve CTaHZapTHOTO pacTteopa
OeHzankoHus  xnopwuaa, MOMyJYeHHOW  npu
KONUYECTBEHHOM onpeaeneHuu.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A FrOTOBOIO NMPOAYKTA

PRODUCT / MPORYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu Ha3anbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUW KO NPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 45130

MANUFACTURE DATE: / JATA U3FOTOBNEHNA: 09/2024

C.A / CEPTUOUKAT AHAINN3A: 4868/24

ANALYTICAL PROC. N°: / TPOTOKOJ1 AHANU3A Ne: SRAS-O9WACUG.4

EXP./ CPOK rOAHOCTMW: 08/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIM UICTOYHUK METOOB AHAJMU3A: Normative documentation / Hopmatneras

nokymeHtaumusa M1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KINUEHTA: 81775839

API NAME, INN / HAMUMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopua, MHH: OkcumeTrasonuh:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW/ NPON3BOAUTENA ®APMALEBTUYECKOU CYBCTAHLUN:

23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOU CYBCTAHUUN NPOU3BOOUTENA

Mo: 24010263

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAMUTENS ®APMALIEBTUYMECKOW CYBCTAHLIMN: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemvkanved MuHaen TmbX

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHUWUU: Germany / lepmanus

TESTS
Noka3aTtenu

SPECIFICATIONS
Cneuudonkauyuu

RESULTS
PesynbTarbl

Clarity / Mpo3payHocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHums
npenapaTta He AOoMXkHa npeesilaTh
onanecueHUMo 3TanoHa cpaBHeHus |/Boapl
OUULLIEHHONA.

Complies / CooTeTcTBYET

Color / LiBeTHOCTBL

The product should be colorless or be comparable
to reference solution Y7. / MNpenapat gomxeH bbITb
BecupeTHbIM UMM BbIASPXKWBATbL CPaBHEHWE C
aTanoHom Y7.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OtHocuTenbHas

From 1.006 to 1.010 / Ot 1,006 go 1,010

nnoTHocTb (d 20/20) 5007

pH From5.5t06.5/ 0155 p06,5 59

Osmolality / OcmonansHocTb From 270 to 330 mOsmolkg / Ot 270 po 330 274
MOcmonb/kr

Related substances / PoacTBeHHbIe npuMecu

Impurity A (hydrolysis product) / MNpumeck A Not more than 0.5 % / He 6onee 0,5 %

(NpoaykT ruaponusa) <LD

Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % D

<

Individual unidentified impurity / EqnHu4Has Not more than 0.1 % / He 6onee 0,1 %

HenaeHTUpULUMPOBaHHas NPUMECh <lD

Total impurities/ Cymma npumeceii Not more than 1.2 % / He 6onee 1,2 % <LD
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHATIN3A TOTOBOI'O NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu Ha3zanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704532

BATCH Ne / MAPTWUA Ne /: 45130

MANUFACTURE DATE: / ATA N3rOTOBNEHWA: 09/2024

C.A /| CEPTU®UKAT AHATNU3A: 4868/24

ANALYTICAL PROC. N° / MPOTOKOIT AHAMNU3A Ne: SRAS-9WACU6.4

EXP./CPOK rOAHOCTMW: 08/2027

ANALYTICAL REFERENCE / PE®QEPEHTHbLIN UICTOYHUK METORQOB AHAJIU3A: Normative documentation / HopmatusHas

nokymeHTaums NN N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOy NPOQYKTA KNUEHTA: 81775839

API NAME, INN / HAMMEHOBAHWE ®APMALEBTUYECKOU CYBCTAHLIUWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuna rugpoxnopug, MHH: OkcumeTaszonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUY NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLIUK:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLIUN NPOU3BOAUTENA

N®: 24010263

APl MANUFACTURER NAME /

HAMMEHOBAHMWE NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLWM: Siegfried PharmaChemikalien Minden GmbH /

3urcopug PapmaxXemukanmer MuHaeH MmoXxX

COUNTRY OF MANUFACTURE OF THE APt/

CTPAHA NPOU3BOAUTENS ®APMALEBTUYECKOM CYBCTAHLUIUW: Germany / [epmanus

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudukaunm Pesynbrathl
Assay / KonuyectBeHHO@ onpegeneHue
Oxymetazoline hydrochloride / OkcumeTtasonuna From 475 to 525 pug/mL of oxymetazoline 500
rmapoxnopug, hydrochloride/ Ot 475 go 525 mkr/mn
OKCMMETA30MMMHa rmapoxnopuaa.
Benzalkonium chloride / BeHaankoHusa xnopua From 45 to 55 ug/mL of benzalkonium chloride/ Ot 54
45 po 55 mkr/mn 6eH3ankoHWs xnopunaa
Microbial purity / Mukpobuonoruyeckas
yucroTa
Total aerobic microbial count (TAMC)/ 06 e
yuncno aspobHbix HakTepuit ( ) e INGt mofE thag 10 EFL Ik <1 CFU/mi
He 6onee 10° KOE/mn
Total combined yeast and molds count (TYMC) / Not more than 10" CFU /ml/ <1 CFU / mi

O6Lee unCno ApOXCKEBbIX U NNecHEBbLIX rpubos
Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 10' KOE/mn
Absence in 1 ml/ OtcytctBne B 1 mn

Absence in 1 ml/ OtcyTctBve 8 1 M

Absent / OTcyTCcTBYIOT

Absent/ OtcyTcTeyloT

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. / o 10 mn npenaparta Bo ¢pnakoH TEMHOro
cTekna ¢ HaBMHYMBaeMon NONUNPONUNEHOBON
KpbILLKOW CO BCTPOEHHOW NUMETKON 13 cTekna Tuna
3 (EBp. ®.) n GpombyTUnkayvyka.
Mo 1 nakoHy C MHCTPYKLMER NO NPUMEHEHNIO B
Nayky KAPTOHHYIO.

Complies / CootsetcTByeT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIM3A TrOTOBOIO NPOAYKTA

'_PRODUCT { MPOOYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu Ha3anbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWI KOf, MPOAYKTA: 704532 BATCH Ne / NTAPTUA Ne /: 45130
MANUFACTURE DATE: / AATA U3rOTOBJNEHWA: 09/2024 C.A /| CEPTU®UKAT AHAJIN3A: 4868/24
ANALYTICAL PROC. N°: / MPOTOKOIT AHAITU3A Ne: SRAS-9WACUG6.4 EXP./CPOK rOOHOCTHW: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN UICTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmaTtusHas
aokymerTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOL NPOOYKTA KINUEHTA: 81775839

API NAME, INN / HAUMEHOBAHUWE ®APMALIEBTUYECKOW CYBCTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumeTtasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPON3BOAUTENA ®APMALEBTUYECKOWU CYBCTAHLIUN:
23202119

FP MANUFACTURER AP! BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOU CYBCTAHLWUN NPON3BOANUTENA
rNod: 24010263

API MANUFACTURER NAME / .
HAUMMEHOBAHWE NPON3BOOUTENA ®PAPMALUEBTUYECKOU CYBCTAHLUMN: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanueH MunaeH MmoX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKOWN CYBCTAHLIMWN: Germany / epmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundomkauum Pe3ynbraThl
Labeling / MapkupoBka According to Normative documentation. / B Complies / Cootsertcrayer
COOTBETCTBUW C HOPMATUBHOW AOKYMEHTaLMEN.

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

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roaa (-1 mecsiy)

REMARKS / NpumeuaHue:
The Product conforms to ND/
MpoaykT cooTeeTCTBYET TpeboBaHuam HI

BATCH REMARKS / MpumevaHue pns 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. / JaHHbIM CBMAETENLCTBYIO, UTC AaHHAsA NapTus NpoBepeHa B
COOTBETCTBUMN C paspelleHNeM Ha MapkeTwuHr u EBponenckum pyKOBOACTBOM MO Hagnexallen npousBOLCTBEHHOMN
npakTuke ANsi NeKapCTBEHHbIX NPOAYKTOB.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A FrOTOBOI'O NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBMH® kannu HasanbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 45130
MANUFACTURE DATE: / BATA U3rOTOBMEHUSA: 09/2024 C.A | CEPTUDUKAT AHAIIN3A: 4868/24
ANALYTICAL PROC. N°: / MPOTOKON AHANMU3A Ne: SRAS-9WACUG6.4 EXP./ CPOK rOOHOCTW: 08/2027

ANALYTICAL REFERENCE /| PEQEPEHTHbLIA UICTOYHMK METOOOB AHANKU3A: Normative documentation / HopmaTtueHas
LokymeHTaumsa [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUY KOl MPOQYKTA KNUEHTA: 81775839

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIMKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopug, MHH: OkcumeraszonuH:

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENA ®APMALEBTUYECKOW CYBECTAHLWN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/N ®APMALIEBTUYECKOW CYBCTAHLUMM NPOU3BOOUTENS
MNod: 24010263

API MANUFACTURER NAME / B
HAMMEHOBAHME NPOU3BOAUTENS ®APMALIEBTUMECKOW CYBCTAHUMWUMU: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanveH MuHgeH TM6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOANTENA ®APMALIEBTUMECKOW CYBCTAHLWUU: Germany / lepmaHus

4 /
ANALIST / AHanuTuk: ‘ l
Débora Almeida DECISION / 3aknioueHue: //Xn Vi

DATE / flata: g7 /,/o /@ 25

M.Inés Ribei
Bes IIbeir QUALIFIED PERSON / OTEETCTBEHHOE MHLIO:
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