L

SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOJ MPOAYKTA: 704532

BATCH Ne / TAPTUA Ne /: 02133

MANUFACTURE DATE: / ATA U3rOTOBNEHWUA: 01/2021

C.A |/ CEPTUDUKAT AHAJTU3A: 184/21

ANALYTICAL PROC. N°: / TIPOTOKON AHAJNM3A Ne: SRAS-9WACU6.3

EXP./ CPOK FOOHOCTW: 01/2024

ANALYTICAL REFERENCE / PE®EPEHTHbBIM UCTOYHUK METOOOB AHAIU3A: Normative documentation / HopmaTusHas
pokymenTauus N 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 ot 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHU/A KOl NPOAYKTA KINUEHTA: 3.02360.0254

TESTS
Mokasatenu

SPECIFICATIONS
Cneuuduxauum

RESULTS
PesynbTaThl

Description/ OnucaHue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution / Mpo3payHbIi
UM NOYTU Npo3payHbiil, oT nodtn BGecupeTHoro
Ao cnabo xenToro useTa pacTeop.

Complies / CooTBeTCTBYET

Identity/ MoanuHHOCTL
Oxymetazoline hydrochloride /
OkcuMeTa3onuHa ruapoxnopug

Benzalkonium Chloride /
BeH3ankoHusA xnopua

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 /
Bpemsi ypepxuBaHMS OCHOBHOrO MWKa Ha
XpOMaTorpamMmmMe WUCMbITYeMOro pacTBopa AOMKHO
COOTBETCTBOBATbL BpEMEHN yAEpXKUBaHNA
OCHOBHOTO nvka Ha XpomMartorpamme
CTaHAapTHOro pacTeopa OKCUMETa30MNHA
ruapoxrnopuaa, nony4YeHHon npv
KOJIMUECTBEHHOM onpeaerieHun.

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 /

Bpema ypepxuBaHMS OCHOBHOFO MWKa Ha
XpomaTtorpamme UCMbITYEMOro pacTBopa AOSKHO
COOTBETCTBOBATH BpEMEHN YAEPKUBaHUA
OCHOBHOTO nvka Ha XpomMaTtorpamme
CTaHZapTHOro pacreopa GeH3ankoHUsi xnopuaa,
MONyYEHHON NPU KONNYECTBEHHOM OnpeaeneHun.

Complies / CooTeeTCTBYET

Complies / CooTBeTcTBYET

Clarity / Mpo3pa4HocTb

The solution should be transparent or the
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop pgormkeH ObiTe  nNpo3padHbiM - vAn
WHTEHCUBHOCTb  OManecueHUuM He  [orikHa
npeeblWwarb onanecueHuuu 3TanoHHomn
cycneHauu |.

Complies / CooTBeTcTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FOTOBOI'O NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KO NMPOAYKTA: 704532 BATCH Ne / MAPTUA Ne [: 02133

MANUFACTURE DATE: / DATA N3rOTOBNEHWUA: 01/2021 C.A /| CEPTUOUKAT AHATIN3A: 184/21

ANALYTICAL PROC. N°: / NPOTOKOJT AHATNTU3A Ne: SRAS-9WACUG6.3 EXP./ CPOK FrOOHOCTMW: 01/2024

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOOB AHANWU3A: Normative documentation / HopmaTusHas
AokymeHTaums 1 N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019. / nam. Ne 1 o1 01.02.2019, nsm. Ne
2 01 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KOl NPOAYKTA KITMEHTA: 3.02360.0254

TESTS
MokasaTtenu

SPECIFICATIONS
Cneundrmnkaumn

RESULTS
PesynbTaTthl

Color of solution / LiBeTHOCTb

The color intensity of the product should not

Complies / CooTtBeTcTBYET

exceed the color intensity of the reference solution
Y7 | WHTeHcuBHOCTb oOKpacku npenapata He
AOMKHA NpeBbilaTb WHTEHCUBHOCTb  OKPacKu
aTanoHHoro pacteopa Yz

Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 go 1,010 1.008
nnotHocTb /d 20/20)

pH From55t06.5/015,5p006,5 6.0
Osmolality / OcMonsneHoCTb From 270 to 330 mOsmol/kg / Ot 270 po 330 292

mOcmonb/Kr

Filling volume / N3BnekaemMbii 06em Not less than nominal / He MeHee HoMWHaNbHOro Complies / CooTBeTCTBYET

Related substances / PogcTBeHHbIe npuMecH

Impurity A / MNpumecek A Not more than 0.5 % / He 6onee 0,5 % < Detection Limit

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

Individual unidentified impurity / EauHu4Has < Detection Limit

HeuaeHTNMLMPOBaHHas NPUMECh

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

Total impurities/ cymma scex npumeceit Not more than 1.2 % / He 6onee 1,2 % < Detection Limit

Assay | KonuuecTBeHHOe onpeaeneHue

Oxymetazoline hydrochloride / 475 — 525 pg/ml / 475 — 525 mkr/mn 500
OkcumeTasonuHa rugpoxnopus,
Benzalkonium chloride / BeHsankoHUs 45 — 55 pg/ml / 45 — 55 mkr/mn 46
rmapoxnopua
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A rOTOBOIO NPOAYKTA

PRODUCT / NPOOYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3anBuH® kannu HasanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUI KO NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 02133
MANUFACTURE DATE: / OATA U3rOTOBJIEHUA: 01/2021 C.A/ CEPTU®UKAT AHAITU3A: 184/21
ANALYTICAL PROC. N°: / TPOTOKON AHAITU3A Ne: SRAS-9WACU6.3 EXP./ CPOK TOAHOCTM: 01/2024

ANALYTICAL REFERENCE / PE®OEPEHTHbLIN MCTOYHWUK METOOOB AHAMNWU3A: Normative documentation / HopmatueHas

AokymeHTauus M 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 o1 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KNUEHTA: 3.02360.0254

TESTS SPECIFICATIONS RESULTS
NokasaTtenu Cneundukaummn PesynbTathl

Microbial purity / Mukpo6uonorudeckas
yucroTa

Total aerobic microbial count (TAMC) / Not more than 102 CFU /ml/ <1UFC/ml
O6wee vncno aapobHbix HakTepui He 6onee 1 02 KOE/Mn

Total combined yeast and molds count Not more than 101 CFU/ml/ <1 UFC/ml
(TYMC) / ObLuee konmuecTBO APONCKEBLIX U 1
nnecHeBbIX rpuGop He Gonee 10 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OTcyTcTeuve B 1 mn Absent / OtcyTcTayioT
Staphylococcus aureus Absence in 1 ml/ OtcytcTBue B 1 Mn Absent / OtcytcTByloT
Package / YnakoBka 10 ml in amber glass vial with cap-pipette. 1 vial Complies / CootBeTCTBYET

and a patient information leaflet in a carton. / no
10 mn BO ¢NakoH TEMHOIO CTekna C KpbILLKOW-
nunetko. Mo 1 cnakoHy C MHCTpyKUMEN Mo
NPUMEHEHMIO NOMELLAIOT B KAPTOHHYIO NaYKy.

Labeling / Mapkuposka According to ND /B cooTtBeTcTBUM ¢ H/] Complies / CooTtBeTcTBYET

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

Shelf life / Cpok rogHocTu: 3 years / 3 roga

REMARKS / lMpumeuaHue:
The Product conforms to ND/
MpopykT cootseTcTBYyeT TpebosaHuam H

BATCH REMARKS / lNpumeyaHue ans 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. / JaHHbiM CBUAETENLCTBYIO, UTO A@HHAs NapTus NPOBEPEHa B
COOTBETCTBUM C paspelleHnemM Ha MapkeTUHr u EBponeickum pyKOBOACTBOM MO Hagnexallei npousBoaCTBEHHOW
npakTuke Ans NekapcTBeHHbIX NPOAYKTOB,

&

ANALIST / AHannTuk: DECISION / 3akntoueHue: /A—Y’L_Lu i_/.nE‘C(:

Viviana Gongalves DATE / flata: | N/o 1 /ZO 2//

M. Ines Ribeiro QUALIFIED PERSON / OTBeTCcTBEHHOE NULO: (76'\-0
3/3

IMP.6.7




