SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3auBuH® kannu Ha3zanbHble 0,01% Poccus |

ARTICLE CODE / BHYTPEHHWI KOZ NPOAYKTA: 704530

BATCH Ne / TAPTUA Ne /: 21314

MANUFACTURE DATE: /| JATA W3rOTOBNEHWA: 11/2022

C.A/ CEPTU®UKAT AHANU3A: 5817/22

ANALYTICAL PROC. N° / NPOTOKOJIT AHANMN3A Ne: SRAS-9WACNM.3

EXP./ CPOK FrOOHOCTH: 11/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIM NCTOYHUK METOAOB AHAJTU3A: Normative documentation / HopMdTMBHdﬂ _

AokymerTauns [ N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOJ NMPOAYKTA KITUEHTA: 81775837

TESTS
Mokaszarenu

SPECIFICATIONS
Cneuundukaumm

RESULTS
PeszynbraThl

Description/ Onucanue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MNpoapayxbini
WA NOYTU MNpO3padvHbLIA  pacTBOp OT  MOYTH
BecupeTHOro Ao crnaBo-}enToro LseTa.

Complies /
CootseTcTBYET

Identity / MoanuHHOCTL
Oxymetazoline hydrochlroide /
OkcrMeTazonuHa ruapoxnopus

Benzalkonium chloride / BenzankoHus
xnopua

Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsa  yaepxuBaHus  OCHOBHOMO nNuWka  Ha
XpomaTorpaMmme WCNbITYEMOro pacTBopa AOMMKHO
COOTBETCTBOBAThL BpeMeHu yAEepXKUBaHUA
OCHOBHOIO MWKa Ha XpoMaTorpaMMe CTaHAapTHOro
pacTtsopa OKCUMMEeTa30/MHa rmapoxnopuaa,
NOMy4eHHON NPy KONMUYECTBEHHOM ONPEeAEreHnn.

Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
yAepxXuBaHma OCHOBHOTO nukKa Ha
XpomartorpaMmme WCnbITYEMOro PpacTeopa A0IMKHO
COOTBETCTBOBAThL BpEMEHI YAEPXKUBaAHUR
OCHOBHOrO nvka Ha XpomMaTorpamMme
CcTanfAapTHoro pacTteopa GeH3ankoHws xnopwaa,
NONYYEHHOM NPV KONMYECTBEHHOM onpeaeneHun.

Complies /
CootseTcTByCT

Complii;es /
CooTreTcTBYCT

Clarity / Mpo3pauHocTh

The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / OnanecueHums
npenaparta He JorxHa npesblaTh
onanecuUeHUWio  atanoHa  cpasHeHus  |/BoAbl
OMULLIEHHON,

Complies /
CooreercTBYET

Color / LlBeTHoCTL

The product should be colorless or be comparable
to reference solution Y. / MpenapaT aonxeH GbiTh
BecuBeTHbIM UNKU  BLIAEPKWBATL CPaBHEHWE ¢
3TanoHom Y.

Complies /
Cootsercryer
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INDUSTRIA QUIMICA £ EARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANTN3A MOTOBOIO NPOLAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaaueuH® kannu HasanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KO[ NMPOAYKTA: 704530

BATCH Ne / MAPTWUA Ne /: 21314

MANUFACTURE DATE: / DATA U3rOTOBNEHWUSA: 11/2022

C.A/CEPTU®UKAT AHATNUN3A: 5817/22

ANALYTICAL PROC. N°: / MTPOTOKOJS AHAITU3A Ne: SRAS-OWACNM.3

EXP./ CPOK rOOHOCTW: 11/2025

_AokymeHTauma [1N012964/01-221221
|

ANALYTICAL REFERENCE / PEGEPEHTHBIN UCTOYHWUK METO[IOB AHANN3A: Normative documentation / Hopmatienas

' | CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOO NPOOYKTA KINMMEHTA: 81775837

TESTS SPECIFICATIONS RESULTS
MNokaszaTtenum Cneuundunkaumnm PesynbTrathbi
“Relative density (d 20/20) / OTHocHUTeNnLHasA From 1.006 to 1.010 / OT 1,006 8o 1,010 1.010
nnoTHocTk (d 20/20)
pH From 5.5t0 6.5/ 075,510 6,5 5.9
“Osmolality / OcMonAnNLEHOCTE From 270 to 330 mOsmollkg / Ot 270 go 330 280
mOCmonb/kr
‘Relative impurities / PoacreeHHble npumecu
Impurity A (hydrolysis product) / Mpumect A Not more than 0.5 % / He Gonee 0,5 % <LD
(npoaykT rugponuza)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He Gonee 0,5 % <LD
Individual unidentified impurity / Eautnunas Not more than 0.1 % / He Gonee 0,1 % <LD
HenAeHTUULMPOBAHHAA NPUMECH
Total impurities/ Cymma npumecei Not more than 1.2 % / He Gonee 1,2 % <LD
~Assay | KonmuecTBeHHoe onpegenchne
Oxymetazoline hydrochloride / From 95.0 to 105.0 pg/mL of oxymetazoline
OkcumeTasonHa rmapoxnopua hydrochloride/ Ot 95,0 go 105,0 mkr/mn a8
I OKCUMeTa3onvHa ruapoxnopuaa.
Benzalkonium chloride / Bensankonus x10pua From 45 to 55 pg/mL of benzalkonium chloride/ Ot 46
45 po 55 mkr/mn BexsankoHwa xnopvaa
Microbial purity / Mukpo6uonoruyeckas
yMcToTa
Total aerobic microbial count (TAMC) / Not more than 10° CFU / ml / <1 UEC/mI
Obwee yncno aspobHbix BakTepuin b Eines 102 KOE/mn
Total combined yeast and molds count Not more than 10" CEU /ml / <1 UEC/m|
(TYMC) / ObLyee uncno apoxoKkeBbIX 1 He 6 o' KOE/ il
MNnecHeBbIX rpuBos € bonee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ Otcytctaue B 1 Mn BHSERTTE]
Staphylococcus aureus Absence in 1 ml/ OtcyTtcteue B 1 mn Absent/ml
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NPOAYKTA

PRODUCT / NMPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaausuH® kannu HazanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUI KOJ] MPOAYKTA: 704530

BATCH Ne / MAPTUA Ne /: 21314

MANUFACTURE DATE: / JATA USTOTOBNEHUSA: 11/2022

C.A/CEPTU®UKAT AHANN3A: 5817/22

ANALYTICAL PROC. N°: / TPOTOKON AHAINMU3A Ne: SRAS-9WACNM.3

EXP./ CPOK FrO[JHOCTHW: 11/2025

ANALYTICAL REFERENCE / PEQEPEHTHbIW UCTOYHUK METOJJOB AHANU3A: Normative documentation / Hopmarusnas

AokymeHTayma 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ1 NPOAYKTA KNUEHTA: 81775837

TESTS
Mokasarenu

SPECIFICATIONS
Cneundpukauumn

RESULTS
PesyneTarthl

Package / Ynakoeka

S 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 TEMHOo
cTekna ¢ HaBUHYWBAEMOW MONUMNPONUIIEHOBOM
KPLILUKOW CO BCTPOEHHOM NUNEeTKOI 13 cTekna Tuna
3 (Esp. ®.) u GpomByTUnKayuyka.

Mo 1 dnakoHy ¢ MHCTPYKUMEN no

NPUMEHEHWIO B NaYKy KAPTOHHYIO,

Complies /
CootseTcrByeT

Labeling / Mapkupogka

According to Normative documentation. / B
COOTBETCTBUW C HOPMAaTWUBHOMN
JAOKYyMEHTaLMen.

Complies /
CootBeTcTByeT

Storage / XpaHeHnue: At temperature below 25°C. / Mpu Temneparype He Bbilwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 rofa

REMARKS / NpumevaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TREGOBaHWAM HJ,

BATCH REMARKS / Npumeuanue gnsa cepuu:

Hereby | certify that this lot has been tested in accordance with the marketin

g authorisation and the European guide to

good manufacturing practice for medicinal products. / QauHsim CBUAETENbLCTBYIO, YTO AAHHAsA NapTws NPOBEpeEHa B

COOTBETCTBAW C PA3PelieHeM Ha MapKeTuHr u EBpOneickumM PYKOBO/ACTROM NO Haanexalleil n

NPakTUKe ANa NekapcTBeHHbIX NPOAYKTOB.

POM3BOACTBEHHOI

ANALIST / AHanutuk;
Francesca Amaral

M. Ines Ribeiro

DATE/Pata: Q2 ¢ /4& /2022

DECISION / 3akmiouenme: Aﬁawm\

QUALIFIED PERSON / OTeeTcTBEHHO® nmu,o:'‘'V‘["-L{'/'\_j,';H};M...,,‘s
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