SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNU3A TrOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUU KOL MPOAYKTA: 704532 BATCH Ne / TAPTUA Ne /: 31538
MANUFACTURE DATE: / BATA U3rOTOBNEHUA: 11/2023 C.A/ CEPTU®UKAT AHANUSA: 190/24
ANALYTICAL PROC. N°: / NIPOTOKOJ1 AHAINN3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOQHOCTH: 11/2026

ANALYTICAL REFERENCE / PE®QEPEHTHbLIU UICTOYHUK METOOOB AHAMNWU3A: Normative documentation / HopmaTtueHas
AokymeHTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOAl NPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOU CYECTAHLIMN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa ruapoxnopua, MHH: OkcumeTasonuh:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLIUK:
23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALEEBTUYECKOWN CYECTAHLIUU NMPOU3BOAUTENA
rNo®: 23080121

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NMPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLMWM: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanmeH MusgeH MmbX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA PAPMALIEBTUMECKOU CYBECTAHLUMUMU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokasatenn Cneuudukauvmn PesynbTathl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNpoapayHbii [ Complies / CooTeeTcTBYET
MAM MNOYTM Mpo3padqHbIi  pacTBOp OT MOYTW
fecuBeTHoOro Ao cnabo-xenToro ugeTa.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTCTBYET
Bpemss ygepXuBaHWs  OCHOBHOTO MWKa Ha
XpomMaTorpaMmMe MCrnbITYyeMoro pactsopa AOSHKHO
COOTBETCTBOBATH BPEMEHU yAepKUBaHUA
OCHOBHOTO NWKa Ha XxpomaTorpaMmme CTaHAapTHOro
pacTtBopa oKcUMeTa3onmHa rwapoxnopuaa,
NONYyYEHHOW NPU KONIMYECTBEHHOM ONpeaeneHun.

Benzalkonium chloride / BeHzankoHus 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. / Bpewms
yAEpXK1BaHMS OCHOBHOIO NWKa Ha XxpomaTorpamme
UCMbITYeMOro pacTBopa AO0MKHO COOTBETCTBOBATL
BPEMEHM YAEpXWBAHUA OCHOBHOTMO MUKa Ha
Xpomarorpamme CTaHAAapTHOro pacTeopa
OeH3ankoHMs  XNopuaa,  MOnydeHHOW  npw
KONUYECTBEHHOM OnpeaeneHun.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A NOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3anBuH® kannu HasanbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHWI KO NPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 31538

MANUFACTURE DATE: / JATA U3rOTOBNEHWUA: 11/2023

C.A/ CEPTU®UKAT AHAJTU3A: 190/24

ANALYTICAL PROC. N°: / TPOTOKOIT AHANWU3A Ne: SRAS-9WACU6.4

EXP. / CPOK FOQHOCTMU: 11/2026

ANALYTICAL REFERENCE / PEOEPEHTHbIM UCTOYHUK METOOB AHATNU3A: Normative documentation / HopmatueHas

nokymeHTtaumsa N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOO NPOQYKTA KITMEHTA: 81775839

API NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYECKOMN CYECTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuna rugpoxnopua, MHH: OkcumeTtasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAVUTENA ®APMALIEBTUHECKOW CYBCTAHLIUM:

23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUMECKOW CYECTAHLIMX NPOU3BOAUTENA

r®: 23080121

APl MANUFACTURER NAME /

HAUMEHOBAHUE NPOU3BOAUTENA ®APMALEEBTUYECKOW CYECTAHLUWM: Siegfried PharmaChemikalien Minden GmbH /

3urcppug GapmaXemukanveH MungeH M'méX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA MPOVU3BOAUTENA ®APMALIEBTUYECKON CYBCTAHLIMK: Germany / Fepmanus

TESTS
MokasaTtenu

SPECIFICATIONS
Cneundukaummn

RESULTS
Pesynbrathb!

Clarity / MMpo3pa4HocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuus
npenapata He [onxHa npesbILLaTh
onanecueHUMIo 3TanoHa cpasHeHus  |/Boab!
OMULLEHHOWN.

Complies / CootBeTcTBYET

Color / LiBeTHOCTb

The product should be colorless or be comparable
to reference solution Y7. / Mpenapart gonxeH 6biTb
GecUBeTHbIM UNU BblaepXuBaTb CpaBHEHWE C
aTanoHom Y7.

Complies / CooTtBeTCTBYET

Relative density (d 20/20) / OTHocuTensHas

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

nnotHocTs (d 20/20) 1.007

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

Osmolality / OcmonsanbHoOCTb From 270 to 330 mOsmol/kg / Ot 270 po 330 2
mOcmone/kr s

Related substances / PoacTBeHHbIe npyuMecH

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

(npoayKT ruaponuaa) <LD

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

<

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

HenaeHTMOULMPOBaHHANA NPpUMeCch <LD

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

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOQ NPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 31538

MANUFACTURE DATE: / 0ATA U3rOTOBNEHWUA: 11/2023

C.A /| CEPTU®UKAT AHAINU3A: 190/24

ANALYTICAL PROC. N°: / IPOTOKON AHAJTU3A Ne: SRAS-9WACU6.4

EXP./ CPOK FOQHOCT!: 11/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIU UCTOYHWUK METOOOB AHAJNM3A: Normative documentation / HopmatusHas

AokymeHTauuns 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOAA NPOAYKTA KNUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYBECTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuda rugpoxnopua, MHH: OkcumeTtasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW/ NPOU3BOAUTENA ®APMALIEBTUHECKOWU CYBCTAHLINK:

23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKOU CYBCTAHLWN NPOU3BOAUTENA

rN®: 23080121

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENA ®APMALEBTUYECKOW CYECTAHLUM: Siegfried PharmaChemikalien Minden GmbH /

3urcopua PapmaXemukanmed MungeH MbX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENSA ®APMALEBTUYECKOW CYBCTAHLUU: Germany / Fepmatus

TESTS SPECIFICATIONS RESULTS
Moka3sarenu Cneuundmkaumm Pe3ynbTathl

Assay / KonuyecrBeHHOe onpeaeneHue

Oxymetazoline hydrochloride / OkcumeTtasonuna From 475 to 525 ug/mL of oxymetazoline 504

rmapoxnopua hydrochloride/ Ot 475 o 525 mkr/mn
OKCUMETA30MNMHA rmapoxropuaa.

Benzalkonium chloride / BeHzankoHua xnopuvg From 45 to 55 pg/mL of benzalkonium chloride/ OT 48
45 no 55 mkr/mn 6eH3ankoHus xnopuaa

Microbial purity / Mukpo6uonoruieckas

4yucrora

N . 2

L eroi il coun (TAM) | O6iee | o morthap 10° GEU i <1 RUIm
He 6onee 10" KOE/mn

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

O6Lee UMCnNo ApoXoKeBbIX M NNecHeBbIX rpuboe
Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 10" KOE/mn
Absence in 1 ml/ OtcytcTeue B 1 Mn

Absence in 1 ml/ OtcytcTteve B 1 mn

Absent / OtcyTtcTByYIOT

Absent / OtcyTcTByiOT

Package / YnakoBska

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 TEMHOro
CTeKna ¢ HaBMHYMBAEMON NONUNPONMNEHOBON
KPbILLKOi CO BCTPOEHHOW NUNETKON U3 cTekna Tuna
3 (Ep. ®.) n 6pombyTUNKay4yKa.

Mo 1 onakoHy C MHCTPYKLMEN NO NPUMEHEHWIO B

Navky KapTOHHYIO.

Complies / CooteetcTByeT

3/5

IMP.6.11




SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A rOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOO NPOAQYKTA: 704532 BATCH Ne / MAPTUA Ne /: 31538
MANUFACTURE DATE: / OATA NU3roTOBNEHUA: 11/2023 C.A |/ CEPTUPUKAT AHANU3A: 190/24
ANALYTICAL PROC. N° / NIPOTOKOS1 AHANTU3A Ne: SRAS-9WACUG.4 EXP./ CPOK TOOHOCTM: 11/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UCTOYHMK METOOOB AHANU3A: Normative documentation / HopmatusHan
nokymeHTauuns 1M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOO NPOQYKTA KIMMEHTA: 81775839

API NAME, INN / HAMMEHOBAHMUE ®APMALEBTUYECKOW CYBCTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuHa ruapoxnopua, MHH: OkcumeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA ®APMALIEBTUHECKOW CYBCTAHLIUMN:
23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOWN CYECTAHLIUM NPOU3BOAUTENA
ro: 23080121

API MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOANTENA ®APMALIEEBTUYECKOWN CYBCTAHLWUMN: Siegfried PharmaChemikalien Minden GmbH /
3urcbpua DapmaXemukanued MusgeH TmM6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLINU: Germany / lepmaHus

TESTS SPECIFICATIONS RESULTS
MNokaszatenu Cneuudmkauun Pesynbtathbl
Labeling / MapkupoBka According to Normative documentation. / B Complies / CooteetcTayet
COOTBETCTBUM C HOPMATUBHOI JOKYMeHTaLmen.

Storage / XpaHeHue: At temperature below 25°C. / [pu Temnepatype He Bbiwwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roga

REMARKS / lNpumeyvaHue:
The Product conforms to ND/
MpoaykT cooTBeTcTRYET TpebosaHuam HJ

BATCH REMARKS / MpumevaHue 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 CBUAETENLCTBYIO, YTO AaHHAas napTus nposepeHa B
COOTBETCTBMM C pa3spelueHMeM Ha MapkeTWHr n EBponeiickiM pyKOBOACTEOM MO Haanexaljeid npou3BOACTBEHHON
npakTuKe AMa NekapcTBEHHLIX NPOAYKTOB.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOI'O NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOQ NMPOAYKTA: 704532 BATCH Ne / NAPTUA Ne /: 31538
MANUFACTURE DATE: / BATA N3rOTOBINEHUA: 11/2023 C.A /| CEPTUDUKAT AHATU3A: 190/24
ANALYTICAL PROC. N°: / MIPOTOKOJ AHAJIU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TrOQHOCTMW: 11/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UICTOYHUK METOOOB AHANWU3A: Normative documentation / HopmaTugHas
AokymeHTaunsa M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUMW KOA, MPOAYKTA KIUEHTA: 81775839

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLUWUKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: OkcumeTa3onuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA ®APMALIEBTUHECKOWU CYECTAHLUUN:
23202111

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOWU CYECTAHLIMK NPOU3BOAUTENA
rNo: 23080121

APl MANUFACTURER NAME / 3
HAUMEHOBAHME NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLUMWMW: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaxXemukanued MunaeH F'moX

COUNTRY OF MANUFACTURE OF THE API/ ]
CTPAHA NPON3BOAUTENA ®PAPMALIEBTUMECKOWU CYBCTAHLIUWU: Germany / Fepmanus

ANALIST / AHanuTtuk: c/
Sénia Chainho DECISION / 3aknto4yeHue: / /Lq/x
DATE/fata: 0% /o> /ZJ;{
M. Inés Ribeiro
QUALIFIED PERSON / OTBeTCcTBEHHOE NULO:
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