SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A TOTOBOTO NMPOAYKTA

PRODUCT / NPORYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® kannu Ha3anbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUM KOQ NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44266
MANUFACTURE DATE: / BATA U3rOTOBINEHUA: 03/2024 C.A/ CEPTU®UKAT AHAJTN3A: 1605/24
ANALYTICAL PROC. N°: / TPOTOKOJ1 AHANN3A Ne: SRAS-9WACU6.4 EXP. / CPOK FrOOHOCTMW: 02/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIU UCTOYHUK METOOOB AHAINU3A: Normative documentation / Hopmatusras
AokymenTaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO MPOAYKTA KIUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLUMWUMN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa ruapoxnopug, MHH: OkcumeTazonuH;

API MANUFACTURER BATCH NUMBER / HOMEP CEPUM NMPOU3BOAUTENA ®APMALIEBTUYECKOU CYBCTAHLWUMU:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUMECKOWU CYBCTAHUWU NPOU3BOAUTENA
Mo: 23120291

APl MANUFACTURER NAME / .
HAMMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHLMUM: Siegfried PharmaChemikalien Minden GmbH /

3urchpna PapmaXemukanmeH MunaeH MmeX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPON3BOOUTENA ®PAPMALEBTUYECKOU CYECTAHLIUWN: Germany / (epmanus

TESTS SPECIFICATIONS RESULTS
Moka3aTenu Cneunduxkaumu Pe3ynbTathl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNpo3padyHbli | Complies / CooTBeTcTBYET
MNU NOYTU nNpOo3padYHblii  pPacTBOp OT MOYTU
6ecupeTHOro ao cnabo-xenToro useTa.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /| Complies / CooTBeTcTByeT
Bpemss yaepXuMBaHUS OCHOBHOFG MMKa Ha
XpomaTtorpaMme MUCMbLITyeMoro pacreopa [AOrbKHO
COOTBETCTBOBATH BpeMeH! yAepxuBaHus
OCHOBHOTO NiKa Ha XpomaTorpaMmme CTaHOapTHOro
pacTtBopa OKCMMETAa3onuHa rmapoxnopuaa,
NOSyYeHHOW NpK KONMYECTBEHHOM ONPeAEeNneHuUN.

Benzalkonium chloride / BeHsankoHust 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 / CooTsetcTayeT
solution obtained in the Assay test. / Bpewms
yAEPXUBaHUA OCHOBHOTO NUKA HAa XpomaTorpamme
MCNbLITYEMOrO pacTBopa AOMKHO COOTBETCTBOBATL
BPEMEHW YAEPXMBAHUSI OCHOBHOTO MWKa Ha
Xxpomarorpamme CTaHaapTHOro pacTteopa
GeHsankouus  xnopuga, NOMyYeHHOW  npu
KONUYECTBEHHOM ONpeAeneHnn.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A FOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOJ NPOAYKTA: 704532

BATCH Ne / MTAPTUA Ne /: 44266

MANUFACTURE DATE: / DATA U3rOTOBJIEHUA: 03/2024

C.A /| CEPTUDUKAT AHATIU3A: 1605/24

ANALYTICAL PROC. N°: / NTPOTOKOJ AHAJTTU3A Ne: SRAS-9WACU6.4

EXP. / CPOK TOOHOCTM: 02/2027

ANALYTICAL REFERENCE / PE®OEPEHTHbLIN UCTOYHMK METOAOB AHAMNWU3A: Normative documentation / Hopmatuenas

nokymentauns N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KINUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOMW CYBECTAHLMMK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetazonuHa ruapoxnopua, MHH: OkcumeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPVM TPOM3BOAVUTENA ®APMALIEBTUYECKOWU CYBECTAHLUMK:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOW CYBCTAHLIMM NPOU3BOAUTENA

rMo: 23120291

APl MANUFACTURER NAME /

HAUMEHOBAHMWE NPOU3BOAUTENSA ®APMALEEBTUYECKOW CYBCTAHLMM: Siegfried PharmaChemikalien Minden GmbH /

3urdpna GapmaXemukanmed MuHaeH MmbX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA MPOU3BOAUTENSA ®APMALIEBTUYECKOW CYECTAHLIUU: Germany / Fepmanus

TESTS
lMokasaTtenu

SPECIFICATIONS
Cneunduxaumuv

RESULTS
Pesynbrathl

Clarity / MpoapauHocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / OnanecueHuus
npenaparta He OOImKHa npesbIWAaTh
onanecueHuMIo 3TanoHa cpaBHeHus |/Boabl
OUULLLEHHON.

Complies / CooTtBeTcTBYET

Color / LBeTHOCTb

The product should be colorless or be comparable
to reference solution Y7. / MpenapaT gomxeH ObITb
OecuBeTHbLIM UMW BbiEpPXUBaThL CPaBHEHWE C
aTanoHom Y7.

Complies / CootBeTCTBYET

Relative density (d 20/20) / OTHocuTenbHasn

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

nnotHocTh (d 20/20) 1.007

pH From 5.5t06.5/015,5006,5 59

Osmolality / OcmonsnbHOCTb From 270 to 330 mOsmolkg / OT 270 po 330 283
mOcmonb/kr

Related substances / PogcTBeHHbLIe npumMecu

Impurity A (hydrolysis product) / l'ipmmecn: A Not more than 0.5 % / He 6onee 0,5 %

(npoaykT ruaponuaa) <iD

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

<

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

HeuaeHTULMpoBaHHas NpuMech <LD

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

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNIU3A FrOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOA NPOAYKTA: 704532 BATCH Ne / TAPTWUA Ne /: 44266
MANUFACTURE DATE: / ATA U3rOTOBINEHUA: 03/2024 C.A/ CEPTUOUKAT AHANWU3A: 1605/24
ANALYTICAL PROC. N°: / NPOTOKOJT AHAJIU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TOOHOCTW: 02/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOAOB AHAJIU3A: Normative documentation / HopwmaTtueHas
nokymeHTaumsa 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOl MNPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAMMEHOBAHUWUE ®APMALIEBTUYECKOW CYBCTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuna rugpoxnopua, MHH: OkcumeTtazonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUMECKOM CYBCTAHLNN:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOWU CYECTAHLIUN NPOU3BOAUTENA
Mao: 23120291

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLMUMU: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanmeH MuHgeH MTmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLIUWU: Germany / 'epmanus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuudukayum PesynbTathbl

Assay / KonuvyecTBeHHOe onpeaeneHue

Oxymetazoline hydrochloride / OkcumeTtasonuna From 475 to 525 pg/mL of oxymetazoline 503
rmgpoxnopuz hydrochloride/ OT 475 o 525 mkr/mn
OKCUMeTa30sIMHa rnapoxnopuaa.

Benzalkonium chloride / BeHsankoHus xnopua From 45 to 55 ug/mL of benzalkonium chloride/ Ot 48
45 go 55 mkr/mn 6eHsankoHus xropuaa

Microbial purity / Mukpo6uonorudeckas
yucrora
Total aerobic microbial count (TAMC)/ Obwee Not more than 10> CEU / mi / <1 CFU/mi
4ncno aspobHeIx BakTepun 2

He 6onee 10" KOE/mn

Total combined yeast and molds count (TYMC) / Not more than 10" CFU /ml / <1 CFU / ml
O6Lee uncno APOXCKEBLIX U NNECHEBbIX rpubos He 6onee 1 01 KOE/Mn il

Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTeue 8 1 Mn

Absent / OtcyTcTBylOT
Staphylococcus aureus Absence in 1 ml/ OtcytctBue B 1 Mn

Absent / OTtcyTcTBYIOT
Package / YnakoBka 10 mL in an amber glass bottle with a Complies / CooTsetcteyeT

polypropylene screw cap with an integrated pipette

made of glass type 3 (Eur. Ph.) and bromobuty!

rubber.

1 bottle and patient information leaflet in a carton

pack. / Mo 10 mn npenapata 8o ¢nakoH TEMHOro

CTeKna ¢ HaBUHYMBAEMOM NONUNPONUIEHOBOW

KPbILKOW CO BCTPOEHHOW NUNETKON N3 CTekna Tuna

3 (EBp. ®.) n 6pombyTUnkayuyka.

Mo 1 pnakoHy € UHCTPYKLUMEN NO NPUMEHEHUIO B
Nayky KApTOHHYIO.

3/5
IMP.6.11




SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KO MPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44266
MANUFACTURE DATE: / QATA U3rOTOBNEHUA: 03/2024 C.A/ CEPTU®UKAT AHANMUN3A: 1605/24
ANALYTICAL PROC. N°: / NPOTOKON AHAJIMU3A Ne: SRAS-9WACU6.4 EXP. / CPOK TOOHOCTW: 02/2027

ANALYTICAL REFERENCE / PEOEPEHTHbI NICTOYHWK METOROB AHAIM3A: Normative documentation / HopmaTtusHas
AoKkymeHTauus M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOR, MPOAYKTA KINUEHTA: 81775839

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYECKOWU CYBECTAHLIUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa ruapoxnopua, MHH: Okcumerazonut:

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLMMK:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOWN CYECTAHLIMX NPON3BOAUTENSA
rMo: 23120291

API MANUFACTURER NAME / }
HAMMEHOBAHME NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBECTAHLMWM: Siegfried PharmaChemikalien Minden GmbH /

3urcppua SapmaXemukanued MuHaeH MmoX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKOW CYECTAHLUWUKU: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
MNokasartenu Cneumcukaumm Pesynbrartbl
Labeling / MapkupoBka According to Normative documentation. / B Complies / CootseTcTayet
COOTBETCTBUM C HOPMATUBHOW AOKYMeHTaLuen.

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

Shelf life / Cpox rogHocTu: 3 years (-1 month)/ 3 roaa (-1 mecau)

REMARKS / MpumeyvaHue:
The Product conforms to ND/
MpopykT cooTBeTCTBYET TpebosaHuam HA

BATCH REMARKS / MpumeuaHue ons cepum: 7

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. / QaHHbIM CBMAETENLCTBYIO, YTO JaHHas NapTus nposepeHa B
COOTBETCTBUM C paspelleHUeM Ha MapKeTUHr u EBponerckMM pyKOBOACTBOM MO Haanexalleil NpousBOACTBEHHOW
npakTuKe ANns NexapcTBeHHbIX NPO4YKTOB.
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SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUA KO NPOQYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44266
MANUFACTURE DATE: / BATA N3rOTOBNEHWUA: 03/2024 C.A/ CEPTU®UKAT AHANU3A: 1605/24
ANALYTICAL PROC. N°: / MTPOTOKON AHAIU3A Ne: SRAS-9WACUG6.4 EXP. / CPOK TrOQHOCTMW: 02/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHUK METOOAOB AHAIU3A: Normative documentation / HopmatnsHas
pokymeHTaums 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO3 MPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYECKOU CYECTAHLIUMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopua, MHH: OxcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU NMPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHUWMN:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOW CYECTAHLUWW MPOU3BOAWUTENSA
Mo: 23120291

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLINMN: Siegfried PharmaChemikalien Minden GmbH /

3urcopua PapmaXemukanued MunaeH Mm6X

COUNTRY OF MANUFACTURE OF THE AP1/ B
CTPAHA NPOU3BOOUTENA ®APMALIEBTUYECKOW CYBCTAHLIUWU: Germany / MepmaHus

a Fi
ANALIST / AHanuTuK: / 7o/ d
Sonia Chainho DECISION / 3akntodeHue: el
DATE / flara: ; / )
M. Inés Ribeiro 28/ /P07 § _
QUALIFIED PERSON / OTBeTCcTBEHHOE NMULO:

-~
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