SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNIM3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasauBuH® kannu Ha3sanbHbte 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KOJ MPOAYKTA: 704532 BATCH Ne / MAPTWUA Ne /: 45133
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 09/2024 C.A | CEPTUOUKAT AHAIMU3A: 4858/24
ANALYTICAL PROC. N°: / MPOTOKON AHAJTIU3A Ne: SRAS-9WACU6.4 EXP. / CPOK rOOHOCTMW: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOOOB AHAJFIM3A: Normative documentation / HopmatusHas
nokymeHTauma M1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIW KO NPOAYKTA KNNEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYBCTAHLUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopug, MHH: OkcumertaszonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU MPOU3BOAUTENA ®APMALIEBTUYMECKOW CYBECTAHLUN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTU4ECKOW CYBCTAHLMWUU MPOU3BOAUTENSA
MMo: 24010263

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOOUTENA ®APMALIEBTUYECKOW CYBCTAHUMUMN: Siegfried PharmaChemikaltien Minden GmbH /
3urdppug PapmaxemukanveH MuHgen MabX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAOUTENA ®APMALIEBTUYECKOU CYBCTAHUUWN: Germany / fepMaHus

TESTS SPECIFICATIONS RESULTS
Mokazatenu Cneuudukauum Pesynbrartsl
Description/ Onucaxue Transparent or almost transparent, from a nearly

coloriess to slightly yellow solution. / Mpo3payHbi Complies / CooTseTcTBYeET
UNM NoYTWM Npo3pauyHbli  pacTBOp OT  MOYTU
GecupeTHoro go cnabo-xenToro LBeTa.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /| Complies / CooTBeTcTBYET
Bpemsa  yaepxvBaHWS  OCHOBHOFO NWKa Ha
XpOMaTorpaMme WUCMbITYEMOro pacTtBopa [AOSKHO
COOTBETCTBOBATL BpEMEHU yAepXuBaHus
OCHOBHOrO NMUKa Ha XpomaTtorpaMmMe CTaHAapTHOMo
pactsopa oKcMMEeTasonuHa rmgpoxnopuaa,
MONy4YEeHHOW NPYU KONMYECTBEHHOM ONpeaeneHunn.

Benzalkonium chloride / BeH3ankoHun 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 / CooTBeTtcTBYET
solution obtained in the Assay test. / Bpewms
yOEepXXMBaHUsi OCHOBHOTO MMKa Ha XpoMaTorpamme
UCMbITYEMOro pacTsopa A0fMKHO COOTBETCTBOBATL
BPEMEHU YAEPXUBAHWS OCHOBHOMO MNMKa Ha
XxpomaTorpamme CTaHAapTHOro pactesopa
BeH3ankoHus xnopuaa, Nony4YeHHoM npu
KONMYECTBEHHOM ONpeaeneHuu.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOR, MPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 45133

MANUFACTURE DATE: / DATA U3rOTOBREHUA: 09/2024

C.A /| CEPTU®UKAT AHAINN3A: 4858/24

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

EXP./ CPOK FrOQHOCTW: 08/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIM NICTOMHUK METOOOB AHAIU3A: Normative documentation / HopmatusHas

aokymerTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHMI KO MPOAYKTA KIMUEHTA: 81775839

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuua rugpoxnopug, MHH: OkcumeTazonuH:

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA ®APMALIEBTUYECKOU CYECTAHLINK:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLIMM MPON3BOAUTENA

MNo: 24010263

APl MANUFACTURER NAME /

HAUMEHOBAHME NMPOU3BOAUTENA ®APMALEEBTUMYECKOW CYBCTAHLWMU: Siegfried PharmaChemikalien Minden GmbH /

3urdpna PapmaXemukanued MungeHn 'moX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPON3BOAMTENA ®APMALIEEBTUYECKOW CYBCTAHLMUKU: Germany / Fepmanus

TESTS
MokazaTtenu

SPECIFICATIONS
Cneuudmnkauumn

RESULTS
Pesynbtathbi

Clarity / Npo3pa4HocTb

The opalescence of the product should not exceed

the opalescence of the reference
suspension l/purified water. / OnanecueHumns
npenapaTta He JomkHa npeeblwaThb
onanecueHuuly 3TarnoHa cpaBHeHuda  |/Boabl
OYMULLIEHHON.

Complies / CooTBeTcTBYyeET

Color / LBeTHOCTb

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gonxeH 6biTb
OecuUBeTHbIM WU BbLIAEPKWBATL CPaBHEHWE C
aranoHom Y7.

Complies / CooTtBeTcTBYET

Relative density (d 20/20) / OTHocuTensHas

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

nnoTHocTs (d 20/20) 1.006

pH From 5.5t06.5/0715,5006,5 59

Osmolality / OcmonsinsHoCcTb From 270 fo 330 mOsmol/kg / Ot 270 go 330 282
mOcmonb/kr

Related substances / PogctBeHHble npuMecu

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

(npoaykT ruaponnsa) <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 %

HenaeHTUuuMpoBaHHasa Npumecs <LD

Total impurities/ Cymma npumecen 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

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWW KOL NPOAYKTA: 704532

BATCH Ne / MTAPTWUA Ne /: 45133

MANUFACTURE DATE: / JATA U3rOTOBNEHUSA: 09/2024

C.A/CEPTUOUKAT AHAITU3A: 4858/24

ANALYTICAL PROC. N°: / MPOTOKON AHATTU3A Ne: SRAS-9WACU6.4

EXP./ CPOK rOOHOCTMW: 08/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA UCTOYHUK METOLOB AHANWU3A: Normative documentation / HopmaTtuaHas

AokymeHTauma M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KOA NMPOOYKTA KIUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOWU CYBECTAHLWW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa rugpoxnopua, MHH: OkcumeTtasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NMPOU3BOAUTENIA ®APMALIEBTUYECKOW CYECTAHLUUMN:

23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUW ®APMALIEEBTUYECKOW CYECTAHLUWU NPOU3BOOAUTENSA

M®: 24010263

AP1 MANUFACTURER NAME /

HAMMEHOBAHWE NPON3BOAUTENA ®APMALIEBTUYECKOM CYBCTAHLMW: Siegfried PharmaChemikalien Minden GmbH /

3urcppua PapmaXemukanumed MuHaeH MmoX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOU3BOAUTENSR ®APMALIEBTUYECKOW CYECTAHLUWU: Germany / lepmaus

TESTS SPECIFICATIONS RESULTS
MNokaszaTtenu Cneuucpukauun Pe3synbrarhl

Assay / KonuyecTtBeHHOe onpegeneHve

Oxymetazoline hydrochloride / OkcumeTtazonuHa From 475 to 525 ug/mL of oxymetazoline 501

rmapoxnopua, hydrochloride/ Ot 475 go 525 mkr/mn
OKCUMETa30MuHa ruapoxnopuaa.

Benzalkonium chloride / BenszankoHus xnopug, From 45 to 55 pg/mL of benzalkonium chioride/ Ot 54
45 po 55 mkr/mn 6eH3ankoHus xnopuaa

Microbial purity / Mukpobuonoru4yeckas

yucrtoTta

o . )

Lo eone et count (A 05 | o mor thn 10° CFU i/ <t cru/m
He 6onee 10" KOE/mn

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

ObLuee 4MCno APOXKEBLIX U NNECHEBLIX IPMOOB
Pseudomonas aeruginosa

Staphylococcus aureus

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

Absence in 1 ml/ OtcyTctBue B 1 Mn

Absent/ OtcyTcTeyioT

Absent/ OtcyTcTyioT

Package / YnakoBka

10 mL in an amber glass bottle with a
polypropylene screw cap with an integrated pipstte
made of glass type 3 (Eur. Ph.) and bromobutyl
rubber.

1 bottle and patient information leaflet in a carton
pack. / o 10 mn npenapaTta Bo hnakoH TEMHOro
cTekrna ¢ HaBMHYMBaAEMOW NONMNpPONUNEHOBON
KPbILWKOWA CO BCTPOEHHOW NUNETKON U3 CTekna Tuna
3 (EBp. @.) u 6pombyTUNnKayuyka.

Mo 1 dnakoHy ¢ MHCTPYKUMER NO NPYMEHEHUIO B

nayky KApTOHHY!IO.

Complies / CooTsetcrayer
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANTM3A TOTOBOI'O NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUIA KOJ MPOQYKTA: 704532 BATCH Ne / MAPTUA Ne /: 45133
MANUFACTURE DATE: / DATA U3TrOTOBNEHWUA: 09/2024 C.A/ CEPTUODUKAT AHATNU3A: 4858/24
ANALYTICAL PROC. N°: / MPOTOKOJT1 AHAITU3A Ne: SRAS-9WACUG.4 EXP. / CPOK rOQHOCTW: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIN NCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatusHan
nokymeHTaumsa 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOO NPOLAYKTA KIUEHTA: 81775839

AP| NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuua rugpoxnopua, MHH: OkcumetazonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWUX NMPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLINN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYBCTAHLIMN NPOU3BOANTENA
Mo: 24010263

API MANUFACTURER NAME / .
HAMMEHOBAHME NPOU3BOAUTENA ®APMALEBTUYECKOU CYBCTAHLUU: Siegfried PharmaChemikalien Minden GmbH /
3urdopug PapmaXemukanveH MungeH M'mbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUYMECKOU CYBCTAHLIUMU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuudukayum Pezynbrarhl
Labeling / MapkupoBka According to Normative documentation. / B Complies / CootseTcTyet
COOTBETCTBUM C HOPMATUBHOW JOKYMEHTaLMEN.

Storage / XpaHeHue: At temperature below 25°C. / MNpwr TemnepaType He Bbiwe 25°C.

Shelf life / Cpok rogHoctu: 3 years (-1 month) / 3 roga (-1 mecau)

REMARKS / MpumeyaHue:
The Product conforms to ND/
Mpoaykt cooTBetTcTBYET TpebosaHusm HL

BATCH REMARKS / NpumeuaHue ana 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. / [axHbiM CBUAETENLCTBYIO, YTO AaHHAs NapTUS NpoBepeHa B
COOTBETCTBMM C paspelleHWemM Ha MapkeTuHr n EBponeiickuM pykoBOACTBOM MO Hagfexawen npou3BOACTBEHHOW
npakTUKe 4NA NeKkapCTBEHHbLIX NPOAYKTOB.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A FrOTOBOIO NPOAOYKTA

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

ARTICLE CODE / BHYTPEHHWI KOJ MPOAYKTA: 704532 BATCH Ne / MTAPTUA Ne /: 45133
MANUFACTURE DATE: / BATA U3rOTOBNEHUA: 09/2024 C.A/ CEPTUOUKAT AHAINMN3A: 4858/24
ANALYTICAL PROC. N°: / TPOTOKOI AHATIU3A Ne: SRAS-9WACUG6.4 EXP./ CPOK rOOHOCTW: 08/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLI UICTOYHUK METOOOB AHAJTU3A: Normative documentation / HopmaTusHas
AokymeHTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOO NPOAYKTA KINUEHTA: 81775839

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYBECTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: OkcumeTtasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPWUU NPON3BOAUTENA ®APMALIEEBTUMECKOWU CYBCTAHLUU:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOU CYBCTAHUUW NPON3BOOUTENSA
MNo: 24010263

AP|I MANUFACTURER NAME / 5
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUYECKOUW CYBCTAHLMWMU: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanuer MungeH Mm6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYMECKOW CYBCTAHUUWU: Germany / Tepmanus

/

ANALIST / AHanutuk: 70 [
Débora Almeida DECISION / 3aknioueHue: (la) &#
DATE / faTa: ;».o/a 5’/2,;25

M. Ines Ribei
nes Bibetro QUALIFIED PERSON / OTBeTcTBEeHHOE NULo:
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