SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOL NPOOYKTA: 704532 BATCH Ne / TAPTUA Ne /: 45173
MANUFACTURE DATE: / IATA N3rOTOBNEHWA: 09/2024 C.A/ CEPTUOUKAT AHANMMN3A: 4981/24
ANALYTICAL PROC. N°: / MPOTOKOJT AHATTU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOOHOCTM: 08/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN MICTOYHMUK METOAOB AHAIWU3A: Normative documentation / Hopmatushas
pokymeHTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWU! KOL, NMPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUMECKOW CYBCTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumetasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOOUTENA ®APMALIEBTUYECKOU CYECTAHLWNMU:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOU CYBCTAHLIUM NPON3BOAUTENA
MMo: 24010263

API MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOOUTENA ®APMALIEBTUYECKOU CYBCTAHLUWN: Siegfried PharmaChemikalien Minden GmbH /
3urcppua PapmaXemukanumed MuHaeH MibX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOOUTENA ®APMALEBTUYECKON CYECTAHLIWN: Germany / Mepmanua

TESTS SPECIFICATIONS RESULTS
Moka3arenu Cneuudukauun PezynbTaTthl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3payHbiii Complies / CooTeeTcTByET
WX MOYTY MpO3PayHblAi  pacTBOp OT MNOMTK
6ecuseTHoOro go cnabo-xenToro UseTa.

Identity/ MoanuHHoOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopuag with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies/ CooTBeTcTBYET
Bpema ynepxuBaHWs  OCHOBHOTO nuka Ha
XpomartorpaMme WCNbITYEMOro pacTBopa AOMNXHO

COOTBETCTBOBATb BPEMEHU yaepXvuBaHus
OCHOBHOIO NWKa Ha XpoMaTorpaMmme CTaHaapTHOro
pacteopa OKCMMEeTa3onuHa rugpoxriopuaa,

nonyquHoﬁ npu Konu4yeCTeeHHOM onpeaeneHnn.

Benzalkonium chloride / BeH3ankoHus 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 | Complies / CootseTcTByeT
solution obtained in the Assay test. / Bpems
yAepXnBaHNA OCHOBHOIO Nka Ha XxpoMaTorpammve
VCMbITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHN YAEPXWBAHUS OCHOBHOTO NUKa Ha
xpomartorpamme CTaHAapTHOro pacteopa
6eHszankoHua xropuaa, nony4YeHHon npu
KONUYECTBEHHOM OnpegeneHnu.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIM3A TOTOBOI'O NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3aueuH® kannu Ha3sanoHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUW KOQ NPOAYKTA: 704532

BATCH Ne / MNAPTUA Ne /: 45173

MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 09/2024

C.A /| CEPTUOUKAT AHAIIU3A: 4981/24

ANALYTICAL PROC. N°: / MPOTOKOIT AHAJIU3A Ne: SRAS-9WACUG.4

EXP./ CPOK FrOOHOCTMN: 08/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHUK METOAOB AHAMW3A: Normative documentation / HopmaTtueHas

AokymeHTaumsa [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOf, MPOAYKTA KIUEHTA: 81775839

API NAME, INN / HAMMEHOBAHWE ®APMALEEBTUMECKOW CYECTAHLUWWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / Okcumetaszonuda rugpoxnopua, MHH: OkcumeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOWU3BOAUTENA PAPMALEBTUYECKOU CYBCTAHLUNWMW:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEEBTUYECKOW CYECTAHLIMM NPON3BOOUTENSA

o: 24010263

API MANUFACTURER NAME /

HAMMEHOBAHME NMPOU3BOAUTENS ®APMALIEBTUYECKOWU CYECTAHLINMU: Siegfried PharmaChemikalien Minden GmbH /

3urdppua dapmaXemukanned Munaex Mo X

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENSA ®APMALIEBTUYMECKOW CYBCTAHLMUKU: Germany / Fepmanus

TESTS
Moka3aTtenu

SPECIFICATIONS
Cneuudonkauum

RESULTS
PesynbTarhl

Clarity / Npo3pauHocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHumns
npenapara He [ormkHa npesbilaTh
onanecueHuMio 3TanoHa cpasHeHus |/Boapbl
OYULLIEHHOMN.

Complies / CootBeTCTRYET

Color / LiBeTtHOCTb

The product should be coloriess or be comparable
to reference solution Y7. / Mpenapat gonxeH ObiTb
GecUBETHbIM MNU BblAEPXKUBaTbL CPaBHEHME C
aTanoHoMm Y7.

Complies / CooTBeTcTBYyET

Relative density (d 20/20) / OtHocuTenbHas

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

nnoTHocTk (d 20/20) 1.008

pH From5.5t06.5/015,5006,5 59

Osmolality / OcMonsnbHoOCTb From 270 to 330 mOsmol/kg / Ot 270 po 330 278
mOcmonb/Kr

Related substances / PoactBeHHble npumecu

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

(npogyxT rraponuaa) <LD

impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % 5

<

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

HemaeHTUrUMPOBaHHas NpUMECh <LD

Total impurities/ Cymma npumecei 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

CEPTUDUKAT AHAJIU3A TOTOBOIO NPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUU KOf, NPOAYKTA: 704532

BATCH Ne / NAPTUA Ne /: 45173

MANUFACTURE DATE: / JATA U3rOTOBJEHWUA: 09/2024

C.A /| CEPTU®UKAT AHAJIN3A: 4981/24

ANALYTICAL PROC. N°: / MTPOTOKON AHAJTU3A Ne: SRAS-9WACUG.4

EXP./ CPOK rOOHOCTMN: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOQOB AHAINU3A: Normative documentation / HopmaTusHas

nokymeHtaums I N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUU KOfl MPOOYKTA KIMMEHTA: 81775839

API NAME, INN / HAUMEHOBAHUWE ®APMALIEBTUYECKOW CYECTAHLWUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopun, MHH: OkcumeTazonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAMUTENA ®APMALIEBTUYECKOW CYECTAHLUMK:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYBCTAHLWMA NPOU3BOAUTENSA

Mo: 24010263

API MANUFACTURER NAME /

HAMMEHOBAHMWE NPON3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLWM: Siegfried PharmaChemikalien Minden GmbH /

3urcppug PapmaXemukanued MunageH TmM6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA MPOU3BOAUTENS ®APMALEBTUYECKOW CYECTAHLIMU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneundmkaumu Pe3ynbTatbl

Assay / KonnyecTBeHHOe onpeaeneHue

Oxymetazoline hydrochloride / OkcumeTazonuHa From 475 to 525 ug/mL of oxymetazoline 502

rmapoxnopua hydrochloride/ Ot 475 po 525 mkr/mn
OKCMMETAa3onnHa ruapoxnopuaa.

Benzalkonium chloride / ben3ankoHus xnopug, From 45 to 55 pg/mL of benzalkonium chloride/ Ot 51
45 po 55 mkr/mn 6eH3ankoHUs xnopuaa

Microbial purity / Mukpobuonoruueckan

yncroTa

o E ; B

Lot e gl count (TAMC) O6ise | N mor han 10° GFU i <R m
He 6onee 107 KOE/mn

Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml/ <1 CFU / mi

ObLLee uMcno APOdOKEBLIX U NNECHEBbLIX rpUBoB
Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 10" KOE/mn
Absence in 1 ml/ Otcytctene 8 1 mn

Absence in 1 ml / OtcytcTeve B 1 mn

Absent / OtcytcTytoT

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 npenapata BO hnakoH TEMHOIo
CTeKNa C HaBUHYMBaEMOW NONUMNPONUIEHOBON
KPbILLKOW CO BCTPOEHHOW NUMNETKON U3 cTekna Tuna
3 (EBp. @.) n 6pombyTUNKayyyka.

Mo 1 dnakoHy ¢ MHCTPYKLMEN NO MPUMEHEHUIO B

nayky KapTOHHYIO.

Complies / CooTsetcTayeTt
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHANN3A rOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaanBuH® kannu Ha3zanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWI KO NMPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 45173
MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 09/2024 C.A /| CEPTU®UKAT AHAJIN3A: 4981/24
ANALYTICAL PROC. N°: / MPOTOKOI AHAJIU3A Ne: SRAS-9WACUG.4 EXP./ CPOK rOOHOCTW: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM NICTOYHWUK METOQOB AHAJIU3A: Normative documentation / HopmaTtusnas
AokymenTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOO NPOOYKTA KITUEHTA: 81775839

APl NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHUNMWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuua rugpoxnopug, MHH: OkcumertazonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPW NPOU3BOAUTENA ®APMALIEEBTUHECKOW CYBCTAHLIUN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLIMU NPOM3BOAUTENA
MM®: 24010263

APl MANUFACTURER NAME / 5
HAUMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBECTAHUUMU: Siegfried PharmaChemikalien Minden GmbH /
3urdpna PapmaXemukanned MungeH M'mM6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA MPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIMWN: Germany / MepmaHus

TESTS SPECIFICATIONS RESULTS
Moka3atenu Cneumdukauum Pesynbrarbl
Labeling / MapkupoBka According to Normative documentation. / B Complies / Cootsetctayer
COOTBETCTBUM C HOPMATUBHOW JOKYMEHTauuen.

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

Shelf life / Cpok ropHocTu: 3 years (-1 month) / 3 roga (-1 mecsu)

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpoaykT cooTBeTcTBYET TpeboBaHuam HJ,

BATCH REMARKS / lMpumeyaHue ans cepun:

T

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 AaHHas napTus npoBepeHa B
COOTBETCTBMW C paspelleHMeM Ha MapKeTWHr M EBponeickum pyKOBOACTBOM MO Hadnexallel npou3BOACTBEHHON
fpaKkTuKe NS NeKapcTBEHHbIX MPOAYKTOB.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBns® kannu HasanbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHWW KOA NMPOOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 45173
MANUFACTURE DATE: / AATA N3rOTOBREHWA: 09/2024 C.A /| CEPTUOUKAT AHAITU3A: 4981/24
ANALYTICAL PROC. N°: / MPOTOKOI AHAINUN3A Ne: SRAS-QWACUB.4 EXP. / CPOK FOOHOCTW: 08/2027

ANALYTICAL REFERENCE /| PEQEPEHTHbIA UCTOYHUK METOLOB AHANU3A: Normative documentation / HopmatueHas
AokymeHTaums 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO NPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOU CYBCTAHLIMI, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMmeTtaszonuua rugpoxnopug, MHH: OkcumeTtasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIUK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOU CYBCTAHLIMY NPOU3BOOUTENA
Mod: 24010263

APl MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOOUTENA ®APMALIEEBTUMECKOWU CYBCTAHLUMWMN: Siegfried PharmaChemikalien Minden GmbH /
3urchpug PapmaXemukanuen Munaed MbX

COUNTRY OF MANUFACTURE OF THE API/
CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKONA CYBCTAHLNU: Germany / Mepmanus

ANALIST / AHanuTuk: ‘J
Débora Almeida DECISION / 3aknioueHue: (fpd"

DATE/ flata: |4 /o'/géz

Inés Ribei
Moy Ribeire QUALIFIED PERSON / OTBeTCTBeHHoe nuyo:
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