SOEARIMEX

GINDUSTRIA QUIMICA E FARMACEUTICA, S.4.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / IPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasuBuH® kannu Ha3sanbHble 0,05% Poccua /

ARTICLE CODE / BHYTPEHHUI KO[1 NPOAYKTA: 704532 BATCH Ne / MAPTWUA Ne /: 20410
MANUFACTURE DATE: / DATA U3rOTOBJMEHUA: 04/2022 C.A/ CEPTUDUKAT AHATIU3A: 2046/22
ANALYTICAL PROC. N°: / MPOTOKOI AHATTU3A Ne: SRAS-9WACU6.4 EXP./ CPOK FrOQHOCTMW: 04/2025

ANALYTICAL REFERENCE / PE®EPEHTHbLIN NCTOYHUK METOQOB AHAINWU3A: Normative documentation / HopmatmsHan

AokymenTauums 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, uam. Ne
2 071 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOL NPOLYKTA KNUEHTA: 81725405

TESTS SPECIFICATIONS RESULTS
Mokaszarenun Cneuudmkauum PesynbTathi
Description/ Onucaxue Transparent or almost transparent, from a nearly | Complies / Cooteetctayet

colorless to slightly yellow solution / Npo3payHbiit
UN NOYTU NPO3PAYHBbIN, OT NoYTU BECUBETHOTO 40
cnabo xenToro UBeTa pacTeop.

Identity/ MoanuHHoCTL
Oxymetazoline hydrochloride /

The retention time of the main peak on the
OkcumetasonuHa ruapoxnopug

chromatogram of test solution should comply with | Complies/ CooTseTcTayet
the retention time of the main peak on the
chromatogram of Oxymetazoline hydrochloride
standard solution obtained in Assay method /
Bpemsi yaepxviBaHWsi OCHOBHOTO NWKa Ha
XpomaTorpamme UCNbITYEMOro pacTsopa AOMKHO
COOTBETCTBOBAThL BpPEMEHU YAEPKUBAHUSA
OCHOBHOrO nvka Ha XpomaTtorpamme
CTaHOapTHOro pacTeopa oKCYMEeTa30NnHa
rnapoxnopuaa, Nony4eHHON Npy KONMYECTBEHHOM
onpeaenexHuu.

Benzalkonium Chloride /

The retention time of the main peak on the
BeHsankoHus xsiopug

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

Bpema yaepxuBaHWs  OCHOBHOrO nuKka Ha
XpOMaTorpamMmme MChbLITYeMOro pacteopa LOMKHO
COOTBETCTBOBATH BpPEMEHU yAaepuBaHusa
OCHOBHOTO nvka Ha Xpomartorpamme
CTaHJapTHOro pacrasopa GeH3ankoHus xnopuaa,
NONYYEHHON NPU KONMUECTBEHHOM ONpeAeneHun.

Clarity / lipoapayHocTs The solution should be transparent or the | Complies/CootsetcTayet
opalescence intensity should not exceed the
opalescence of the reference suspension | /
Pacteop pomxeH 6biTb  NPO3padHbIM - WAW
VHTEHCMBHOCTb  OnanecueHuMn He AoMXKHa

NpeBbillaTe onanecueHUWMn 3TanoHHoM cycneHaun
L
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SOFARIMEX

GiNoUSTRIA QUIAICA EFARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A rOTOBOIMO MPOAYKTA

PRODUCT / TPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasuBuH® kannu Ha3anbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUN Kbﬂ NPOOYKTA: 704532 BATCH Ne / TAPTUA Ne /: 20410
MANUFACTURE DATE: / ATA U3rOTORNEHUA: 04/2022 C.A/ CEPTUOUKAT AHANN3A: 2046/22
}_:_ANALYTICAL PROC. N°: / MPOTOKON AHATTN3A Ne: SRAS-OWACUG.4 EXP./ CPOK rOAHOCTW: 04/2025

ANALYTICAL REFERENCE / PEQEPEHTHBIN WCTOYHNK METOMOB AHAMWU3A: Normalive documentation / HopmaTtueHas

AokymenTaums 11 N012964/01-251017 {amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019. / nam. Ne 1 oT 01 .02.2019, nam. Ne
2 07 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHWUY KOf MPOOYKTA KIUEHTA: 81725405

TESTS SPECIFICATIONS RESULTS
Mokazatenu Crnieundmkauymm PesynbTaThl
Color of solution / iseTHocTh The color intensity of the product should not | Complies/Cooteetcrayer

exceed the color intensity of the reference solution
Y7 | WHTeHcwBHOCTb OKpacku npenapata He
AOMXHA nNpesbIWath WHTEHCUBHOCTL  OKPaCKM
3TanoHHoro pacteopa Yz

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

pH From5.5t0 6.5/ 015,500 6,5 5.9

Osmolality / OcmonsnsHocTh From 270 to 330 mOsmol/kg / Ot 270 po 330 283
mOcmonb/kr

Filling volume / aBnekaemblit 06em Not less than nominal / He MeHee HoMUHanbHOro Complies / CooTBeTcTBYET

Related substances / PogcTeeHHble npumecu

Impurity A / Mpumecs 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 / Eauxnynas Not more than 0.1 % / He 6onee 0,1 % < Detection Limit

HengeHTuUUMpoBaHHas Nnpumech

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

Assay / KonuuecTseHHoe onpegeneue

Oxymetazoline hydrochloride / 475 - 525 pg/ml / 475 — 525 mkr/mn 493
Okcumerasonuna rugpoxnopua,
Benzalkonium chloride / BenaankoHus 45 — 55 pg/ml / 45 — 55 mkr/mMn 51
twapoxnopug
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SOFARIMEX

GINDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINIU3A TOTOBOIO NPOOYKTA

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

ARTICLE CODE / BHYTPEHHUI KOJ MPOOYKTA: 704532 BATCH Ne / MTAPTUA Ne /: 20410 )
MANUFACTURE DATE: / IATA U3rOTOBJEHWUA: 04/2022 C.A /| CEPTUOUKAT AHATN3A: 2046/22
ANALYTICAL PROC. N°: / NTPOTOKOJ AHANU3A Ne: SRAS-9WACUB.4 EXP./ CPOK TOOHOCTW: 04/2025

|
ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOONOB AHANMW3A: Normative documentation / HopmaTtushasa |

AokymeHTauusa N N012964/01-251017 (amend Ne 1 from 01.02.2019, amend Ne 2 from 28.10.2019. / uam. Ne 1 o7 01 .02.2019, uam. Ne
2 071 28.10.2019)

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOf NPOAYKTA KIUEHTA: 81725405

TESTS SPECIFICATIONS RESULTS
Moka3sarenu Cneuudpmkanmm PesynbTtathl
Microbial purity / Mukpo6uonoruyeckas
4YyucToTa
Total aerobic microbial count (TAMC) / Not more than 10> CEU / ml / <1UFC/ml
Obuwee uncno aapobHbIx Gakrepuit He Gonias 10° KOE/mn
Total combined yeast and molds count Not more than 10" CFU /ml / <1 UFC/ml
(TYMC) / OBLee KONMYECTBO APONOKEBBIX U 1
MNecHeBbIX rpuBoB He 6onee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OTcyTcTene B 1 mn Absent / OTcyTcTeyiOT
Staphylococcus aureus Absence in 1 ml/ OtcyTcTBre 8 1 Mn Absent / OtcyTcTaytoT
Package / Ynakoeka 10 ml in amber glass vial with cap-pipette. 1 vial Complies / CootBeTcTBYET
and a patient information leaflet in a carton. /nio 10
MIT BO (PfIaKOH TEMHOTO CTekfa € KPbILWKOW-~
nuneTkon. Mo 1 cnakoHy ¢ WHCTpykumei no
NPUMEHEHNIO NOMELLAIOT B KAPTOHHYIO Nayky.
Labeling / Mapkuposka According to ND /B cootBetcTaum ¢ Hf] Complies / CooTseTcTayeT

Storage / XpaHenue: At temperature below 25°C. / Mpw TemnepaType He Bbie 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roga

REMARKS / Mpumeyanue: =
The Product conforms to ND/
Mpoaykr cooTsetcTyeT TpeGosaHusm HL

BATCH REMARKS / Mpumevuanue ans cepvn:

Hereby | certify that this lot has been tested in accordance wi
good manufacturing practice for medicinal products.
COOTBETCTBUW C paspelleHueM Ha MapKkeTuHr u Es
NPakTuke Ans nekapcTBEHHbIX NPOAYKTOB.

ANALIST / AHanutuk:
Viviana Gongalves

th the marketing authorisation and the European guide to
| aHHblM CBMOETEnNLCTBYI0, YTO AaHHas napTna nposepeHa B
pONenckMM pykoBOACTBOM MO Hajnexalliei nNpousBoaCTBEHHON

J’L.‘k_l\_: Je ¢ /
DATE / fjaTa: Ao 12 t /
AJC

QUALIFIED PERSON / OTgetcTBEHHOR NULLO: &74&\»0

. 1;;
DECISION / 3akntouenue: /| f/ X T

M. Inés Ribeiro

A
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