SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTTU3A TOTOBOIO NPOAOYKTA

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

ARTICLE CODE / BHYTPEHHUM KO NMPOOYKTA: 704532

BATCH Ne /TTAPTUA Ne /: 20318

MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 03/2022

C.A/ CEPTUOUKAT AHATU3A: 1769/22

ANALYTICAL PROC. N°: / MPOTOKOJT AHANU3A Ne: SRAS-9WACU6.4

EXP./ CPOK FrOOHOCTU: 03/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOLOB AHANWU3A: Normative documentation / HopmaTupHas
AokymenTaunsa M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019. / nam. Ne 1 ot 01.02.2019, nusm. Ne

2 o1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOQ NPOAYKTA KNUEHTA: 81725405

TESTS
Mokasatenu

SPECIFICATIONS
Cneuudmnkauum

Description/ Onucanue

RESULTS
PesynbTathl

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / NpoapayHbIit
WU NOYTK NPO3PadHbIi, OT NoYTK GecuBeTHOro A0
cnabo xenToro UBeTa pacTeop.

Complies / CooTBeTcTRYET

Identity/ NoanuHHoCTL
Oxymetazoline hydrochloride /
OkcumeTasonuHa rugpoxnopug

Benzalkonium Chloride /
Ber3ankoHusa xnopun,

The retention time of the main peak on the
chromatogram of test solution should comply with
the retention time of the main peak on the
chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /

Bpema ypepxuBaHUA OCHOBHOrO MnuKa Ha
XpomaTorpamme UCRbITYEMOro pacTeBopa A0MKHO
COOTBETCTBOBATL BpeMeHU YAEpKUBaHUS
OCHOBHOrO nuka Ha XpomaTorpamme
CTaHOAPTHOro pacTBopa OKCUMETa30N1Ha

rMApPOXNopuAa, NONyYeHHON NPU KONUYECTBEHHOM
onpegeneHuu.

The retention time of the main peak on the
chromatogram of test solution should comply with
the retention time of the main peak on the
chromatogram of Benzalkonium Chloride standard
solution obtained in Assay method /

Bpems yoepxvBaHUS OCHOBHOrO nuKka Ha
XpomaTtorpaMmme UCrbITYeMoro pactsopa AO0MKHO
COOTBETCTBOBATL BpPEMEHU YAEPKUBAHUSA
OCHOBHOrO nvka Ha XpomaTorpamme
CTaHfapTHOro pacTteopa GeHsankoHust xnopuaa,
MONy4eHHOM NpK KONMYECTBEHHOM onpeaeneHnu.

Complies / CooTBeTCTRYET

Complies / CootBeTcTgyeT

Clarity / Mpo3payHocTb

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence ‘of the reference suspension | /
Pacteop pomkeH ObiTe  Npo3payHbIM - WK
WHTEHCUBHOCTb  onanecueHuMn He  A0MmKHa

npesbilWaTh onanecuyeHuun 3TanoHHON cycneH3un
l.

Complies / CooTBeTCTpYyeT
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SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANMU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia/ Ha3auBuH® kannu KasanbHble 0,05% Poccusi /

ARTICLE CODE / BHYTPEHHUM KOO NPOAYKTA: 704532

BATCH Ne / TTAPTWUA Ne /: 20318

MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 03/2022

C.A/ CEPTU®UKAT AHANWUIA: 1769/22

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

EXP./ CPOK TOAHOCTMU: 03/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOB AHANWU3A: Normative documentation / HopmaTtypHas
BokymeHTauma 1 N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019. / uam. Ne 1 o1 01.02.2019, nam. Ne

2 071 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOAYKTA KNUEHTA: 81725405

TESTS
Mokazatenu

SPECIFICATIONS
Cneuundukayuu

RESULTS
PesynbTarhl

Color of solution / LieTHOCTb

The color intensity of the product should not
exceed the color intensity of the reference solution
Y7 / VHTEHCUBHOCTb oOKpacku npenaparta He
OOMKHa MpeBblllaTb MHTEHCUBHOCTb  OKPacKu
3TanoHHoro pacteopa Yz

Complies / CooTaeTcypyeT

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 go 1,010 1.007
nnotHocTb /d 20/20)

pH From 55t06.5/0715,5006,5 5.9

Osmolality / OcmonanbHocTh From 270 to 330 mOsmol/kg / Ot 270 po 330 283

mOcMonb/kr

Filling volume / U3Bnekaembin 06bem

Not less than nominal / He MeHee HOMUHaNLHOTrO

Related substances / PoacTBeHHbIe npumecn
Impurity A / NMpumecs A
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / Eauruvnas
HeuaeHTUULIMpOBaHHas NpUMech

Total impurities/ cymma Bcex npumeceit

Not more than 0.5 % / He 6onee 0,5 %
Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.1 % / He 6onee 0,1 %

Not more than 1.2 % / He 6onee 1,2 %

Complies / CooTseTtcTpyeT

< Detection Limit

< Detection Limit

< Detection Limit

< Detection Limit

Assay / KonuyectBeHHOe onpeaeneHune
Oxymetazoline hydrochloride /
OkcnmeTasonuHa rmapoxnopua

Benzalkonium chloride / BeHaankoHus
rmapoxnopug,

475 — 525 pg/ml [ 475 — 525 mkr/mn

45 — 55 pg/ml / 45 — 55 mkr/mn

491

51
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANMN3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasnBuH® kannv HazanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUN KO MPORYKTA: 704532 BATCH Ne / NTAPTWUA Ne /: 20318
MANUFACTURE DATE: / JATA U3FOTOBNEHUA: 03/2022 C.A/ CEPTU®UKAT AHATU3A: 1769/22
ANALYTICAL PROC. N°: / MTPOTOKON AHAIU3A Ne: SRAS-9WACUB.4 EXP./ CPOK TrOOHOCTH: 03/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIW UCTOYHUK METOAOB AHAJM3A: Normative documentation / HopmatupHas

AokymenTtauua M N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019. / uam, Ne 1 ot 01.02.2019, nsm. Ne
2 01 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOO NPOAYKTA KNUEHTA: 81725405

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundunkauum PesynbTathl

Microbial purity / Mukpo6uonornyeckas
yucrToTa

Total aerobic microbial count (TAMC) /

Not more than 10> CFU / ml / <1UFC/ml
Obuee uncno aspobHbIx GakTepui

He Gonee 10> KOE/mn
Total combined yeast and molds count

T oe Not more than 10' CFU / ml / <1UFC/ml
LL|ee KONUYECTBO APOXIKEBLIX U 1
nnecHesbIx rpubos He Gonee 10° KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcyrcTBre B 1 mn Absent / OtcyTcTBylOT
Staphylococcus aureus Absence in 1 ml / Orcytcteue B 1 mn Absent / Otcytcrayior
Package / YnakoBka 10 ml in amber glass vial with cap-pipette. 1 vial Complies/COOTBeTchyeT
and a patient information leaflet in a carton. / no 10
MN BO (pnakoH TEMHOro CTeKna € KpbILWKON-
nunetkon. Mo 1 cnakoHy C WHCTpyKUMEen no
NPUMEHEHMIO NOMELLLAIOT B KAPTOHHYIO NauKy.
Labeling / MapkupoBska According to ND /B cootseTcTeuu ¢ H Complies / CootBeTcTgYyeT

Storage / XpaHeHue: At temperature below 25°C. / Mpu Temneparype He Bbile 25°C.

Shelf life / Cpok ropHocTu: 3 years / 3 roga

REMARKS / NpuMevanue:
The Product conforms to ND/
Mpoaykt coorseTcTBYeT TpeboBaHuam H/J

BATCH REMARKS / NpumeuaHue ans cepumn;

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. / HaHHbiM cBUAETENLCTBYIO, YTO AaHHas napTus npoBepeHa B

COOTBETCTBMU C paspelleHnem Ha MapPKETUHr K EBpOﬂeﬁCKVIM PYKOBOACTBOM MO Hapnexalwiein NPOU3BOACTBEHHOW
NpakTuKke Ans nexapcrBeHHbIX npPoAayKTOB.

ANALIST / AHanuTtuk:
Viviana Gongalves

DECISION / 3akniouenue: /Lo 1)
\oianedd
DATE / flaTa: /\T) D\L& ‘ \(d

'1:_,
QUALIFIED PERSON / OTBeTCTBEKHO® nnuo:

J

M. Inés Ribeiro
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