SOFARIME

INDUSTRIA QUIMICA € FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTIN3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia/ HaauBuH® kannu HazanbHble 0,01% POCCM;II

ARTICLE CODE / BHYTPEHHUM KOO I'IPOJ],VKTA:_704530 BATCH Ne / MAPTUA Ne /: 21241
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 11/2022 C.A/CEPTUOUKAT AHAINMN3A: 5449/22
ANALYTICAL PROC. N°: / TPOTOKOJT1 AHAIMU3A Ne: SRAS-SWACNM.3 EXP./ CPOK TOAHOCTWU: 11/2025

| ANALYTICAL REFERENCE / PE®EPEHTHbIA UICTOYHUK METOAOB AHAITU3A: Normative documentation / HopmartusHas
aokymeHTauma N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KNUEHTA: 81775837

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneunduxauumn PesynbTaThl

Description/ Onucanue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / Mpo3apauHblii Complies /
MNX  NOYTW nNpo3payvHblli  pacTBOp OT MOYTU

CootsercrByeT
B6ecuUBeTHOTO A0 cnabo-KenToro useTa.

Identity / NognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochiroide / chromatogram of the test solution should comply
OkcumeTtasonuHa rugpoxnopug with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride Complies /
standard solution obtained in the Assay test. /
Bpema  yaepxuBaHWs  OCHOBHOrO nuvka Ha
XpomaTtorpamMMe WCMbITYEMOro pacTBopa AOMKHO
COOTBETCTBOBATb BPEMEHMU yAEpX1BaHUA
OCHOBHOrO NMUKa Ha xpomaTtorpamme CTaHAapTHOro
pacTteopa OKCMMETAa3onNuHa rMApoXnopuAaa,
MONYYEHHOW NpK KONUYECTBEHHOM OMpeseneHnn.

CootsercTByeT

B IKonitm.chlorda e Retention time of the main peak in the
xﬁg;inomu RS RS S chromatogram of the test solution should comply

with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies /
solution obtained in the Assay test. / Bpewms
YAEPKUBAHNS OCHOBHOTO nvka Ha
XpomMaTorpaMmMe UCnbITYEMOro pacTsopa AOMMKHO
COOTBETCTBOBATL BpPEMEHU YAEPKUBEHNS
OCHOBHOrO nuka Ha xpomarorpaMmme
CTaHAapTHoro pacrteopa GeH3ankoHua xnopuaa,
NoNy4YeHHO Npu KONUYECTBEHHOM onpeaesieHun.

CootsercTByeT

Clarity / Mpo3spayHocTb The opalescence of the product should not exceed

the opalescence of the reference
suspension l/purified water. / OnanecueHuus Complies /
npenaparta He OOMKHa npeBblwaTh
onanecueHUWlo  3TanoHa cpaBHeHus  |/Boapl
OYULLIEHHON.

CootsercTRYCT

| Color / UseTHocTh

The product should be colorless or be comparable
to reference solution Y7. / MpenapaT aomkeH 6biTb

BecupeTHbIM UNW BbigEPXMUBATL CPaBHEHWE C
3TanoHoMm Y7.

Complies /
CootsetcTRYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARIAACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®WUKAT AHAJIU3A rOTOBOIO NPOOYKTA

'PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HasueuH® xannu HasanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWI KOJ MPOAYKTA: 704530 BATCH Ne / TAPTMSI Ne /: 21241 1
MANUFACTURE DATE: / OATA U3FOTOBMNEHWS: 11/2022 C.A [ CEPTU®UKAT AHANMU3A: 5449/22
ANALYTICAL PROC. N°: / TPOTOKOJ1 AHAMN3A Ne: SRAS-9WACNM.3 EXP. / CPOK FOLHOCTM: 11/2025

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHUK METOJIOB AHAJIN3A: Normalive documentation / HopmatusHas
_AokymeHTauma 1N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO MPOLYKTA KIUEHTA: 81775837

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuuncurkaymm Pesynbratsl
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010 / Ot 1,006 o 1,010 1.008
nrotHocTb (d 20/20)
pH From 5.5t06.5/ Ot 5,5 00 6,5 6.0
Osmolality / OcMonsinsHoCTL From 270 to 330 mOsmolkg / Ot 270 mo 330| 278
MOCMOnb/Kr

Relative impurities / PoacTBeHHbie npumecu

Impurity A (hydrolysis product) / Mpumect A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rugponunsa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / Eaquiundnasn Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTuhUMpoBaHHasa NpuMech
Total impurities/ Cymma npumecen Not more than 1.2 % / He Gonee 1,2 % <LD
Assay/ KonnyectBeHHoe onpenenenue -
Oxymetazoline hydrochloride / From 95.0 to 105.0 pg/mL of oxymetazoline
OkcvmeTtasonuua rugpoxnopug hydrochloride/ OT 95,0 go 105,0 mkr/mn 99

OKCUMETa30nKnHa rngpoxnopuaa.

Benzalkonium chloride / BeHsankonus xnopwa From 45 to 55 pg/mL of benzalkonium chloride/ Ot 49
45 po 55 mxr/mn 6eHsankoHvs xnopuaa

Microbial purity / Mukpobuonorudeckas
yucroTa

Total aerobic microbial count (TAMC) / Not more than 10° CFU / ml / <1 UFC/m|
Obuice Yvcno aspobHbix BakTepuii He Gonee 10% KOE/Mn

Total combined yeast and molds count Not more than 10" CFU / ml / <1 UFC/ml
(TYMC) / ObLwee uvcno AporoKeBbIX w1 He 6 10" KOE/

nnecHesbix rpnbos RS vl

Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBue B 1 mn Absent/m
Staphylococcus aureus Absence in 1 ml/ OtcytctBUEe B 1 Mni Absent/ml
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTN3A TOTOBOI'O NMPOAYKTA

| PRODUCT / NPOAYKT: Nasivin NasaI_Drops 0.01 % Russia / HaauBuH® Kannu Ha3anbHble 0,6_1% Poccua/

ARTICLE CODE/ BHYTPEHHVII/I KOO NMPOAYKTA: 704530 BATCH Ne /TIAPTUA Ne /: 21241
MANUFACTURE DATE:/ DATA I/I3FOTOBJ'IEHI/IFI 11/2022 C.A/ CEPTUD®UKAT AHAJTIU3A: 5449/22
ANALYTICAL PROC. N°: / I'IPOTOKOH AHAJTU3A Ne: SRAS-9WACNM.3 EXP./ CPOK FOAHOCTW: 11/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHANM3A: Normative documentation / HopmarueHas
- AgokymeHTaumna 11 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUN KO MPOQYKTA KINUEHTA: 81775837

TESTS SPECIFICATIONS RESULTS
MNokasaTtenu Cneuundnkanumn PesynbTraThl

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

1 bottle and patient information leaflet in a carton .
pack. / Mo 5 mn npenapata BO hrakoH TEMHOro Complies /
cTekna C HaBUHYMBAEMON MONURPONUNEHOBO CootseTcrByer
KPbILLKOW CO BCTPOEHHOW NUNETKON 13 cTekna Tuna
3 (EBp. P.) u GpomByTunKaydyka.

Mo 1 chnakoHy ¢ MHCTpYKLMe no

MPUMEHEHUIO B NaYKy KAPTOHHYIO.

Package / YnakoBka

Labeling / Mapkupogka According to Normative documentation. / B Complies / [
COOTBETCTBUW C HOPMATUBHOM CooTteeTcTBYET
[OKyMEHTaLven.

Storage / XpaHeHue: At temperature below 25°C. / MNpu Temnepatype He Bbiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roga

REMARKS / MpumeyaHue: - o
The Product conforms to ND/
MpoaykT cooTBeTcTBYET TpeGoBaHuam HI

BATCH REMARKS / Mpumeuarue 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 CBMAETENLCTBYIO, YTO AAHHAs MAPTUA MPOBEPEHA B

COOTBETCTBUU C paspelieHNeM Ha MapKeTuHr u EBpOI'IeﬁCKMM PYKOBOACTBOM MO Haanexailew NPON3BOACTBEHHON
npakTuke Ana nekapCcTBeHHbIX NPOAYKTOB.

| ANALIST / Ananutuk: ) ]

DECISION / Bakancnue . /)’LO\/OC€

DATE / flata: / / 22
Marina Marques QUALIFIED PERSON / OtBeTcTBEHHOR NULO: F\, -0 ‘

Francesca Amaral
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