SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAITU3A TOTOBOIMO NPOAOYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.01 % Russia/ Ha3MBMH® Kannu HasanbHbie 0,01% Poccusa /

ARTICLE CODE / BHYTPEHHWUI KOA I'IPOJJVKTA 704530 BATCH Ne / NAPTUA Ne /: 21261
MANUFACTURE DATE: / JATA U3rOTOBNEHUSA: 11/2022 C.A/ CEPTU®UKAT AHANWU3A: 5450/22
ANALYTICAL PROC. N°: / MPOTOKOI AHAITU3A No SRAS-9WACNM.3 EXP./ CPOK TOAHOCTHU: 11/2025

ANALYTICAL REFERENCE / PEOEPEHTHbLIM UCTOYHWK METOOOB AHANU3A: Normative documentation / HopmaTvshas
nokymeHTaums N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUN KO NPOAYKTA KNUEHTA: 81775837

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudomkaumm PesynbTaThl

Description/ Onucanue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / Mpoapauxbii Complies /
UM MOYMTW MPO3payHbIll  pPacTBOp OT  MOYTH

CootBeTcTBYET
6ecupeTHOro Ao cnabo-xenToro usera.

Identity / MoanuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochiroide / chromatogram of the test solution should comply
OxcumeTasonuHa rugpoxnopua with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride Complies /
standard solution obtained in the Assay test. /
Bpemss  ymepxviBaHMs  OCHOBHOrO nuka Ha
XpoMaTorpaMme MCnbITYeMoro pacTeopa AOSKHO
COOTBETCTBOBATL BPEMEHMN yAaep:K1MBaHna
OCHOBHOIO NUKa Ha XxpomaTorpamMmme CTaH4apPTHOro
pacteopa oKkcuMeTasonuHa rmapoxnopuaa,
NONy4eHHOW NPN KONNYECTBEHHOM ONPeAEneHun.

CootBercTBYET

Benzalkonium chloride / EensankoHnus Retention fime of the main peak in the
e 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
yAepX1MBaHua OCHOBHOTO nvka Ha
XpomarorpammMe MCMbITyeMOro pacTBopa AOMKHO
COOTBETCTBOBATL BpeEMeHU YAEPXUBaHUA
OCHOBHOTO nuka Ha xpomaTtorpamme
cTaHaapTHoro pacteopa GeH3ankoHus xnopuaa,
Nony4eHHoN Npu KONUYECTBEHHOM OnpeAeneHuy.

CoorBercrByeT

Clarity / MpospayHocTb The opalescence of the product should not exceed B

the opalescence of the reference
suspension I/purified water. / OnanecueHuus
npenapara He OOIMKHa npeBbILAaTh
onanecueHunlo  atanoHa cpaBHeHWs  |/Boabl
OYMLLIEHHON.

Complies /
CoortBercTBYET

Color / LiBeTHoCThL The product should be colorless or be comparable ' -

to reference solution Yz. / NMpenapaT fonxeH 6biTe

GecuBeTHbIM UNK  BbIAEPKUBATL CpaBHeHue ¢
3TanoHom Y.

Complies /
CootBetcrByeT
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FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / rIPO.D,yKT Nasivin Nasal Drops 0.01 % Russia / HasneuH® kannu HasanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUM KO MPOLAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 21261
MANUFACTURE DATE [ OATA VI3I'OTOBJ'1EHVIF| 11/2022 C.A/ CEPTUD®UKAT AHANN3A: 5450/22
ANALYTICAL PROC. Ne°: / I'IPOTOKOJ’I AHAJIU3A Ne: SRAS-9WACNM.3 EXP./ CPOKIrOOHOCTHU: 11/2025

ANALYTICAL REFERENCE / PEGEPEHTHbLIW UCTOYHWK METOOOB AHAIU3A: Normative documentation / HopmaTusHasi
HokymeHTalma M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOl NPOAYKTA KITUEHTA: 81775837

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundukauum PesynbTatbl
‘Relative density (d 20/20) / OTHocuTensHas | From 1.006 to 1.010 / OT 1,006 a0 1,010 1.010
nnotHocTb (d 20/20)
pH From 5.5t0 6.5/ 07 5,5 00 6,5 5.9
“Osmolality / OcMoNsnLHOCTE From 270 to 330 mOsmol/kg / OT 270 po 330| 276 -
MOcmonb/Kr

Relative impurities / PogctBeHHble npumecu

Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(mpoaykT rugponusa)
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EantnuHasn Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUULMPOBaHHAasA NPUMEech
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6ornee 1,2 % < LD
Assay/ KonuvecTBeHHoe onpepeneHve
Oxymetazoline hydrochloride / From 95.0 to 105.0 ug/mL of oxymetazoline
OxkcumeTtasonuHa ruapoxropug hydrochloride/ Ot 95,0 go 105,0 mkr/mn 98

OKCUMETa3oNInHa rugpoxnopnga.

Benzalkonium chloride / BeHaankoHus x10pua From 45 to 55 pug/mL of benzalkonium chloride/ Ot 46
45 po 55 mxr/mn 6eH3ankoHna xnopuaa
Microbial purity / MukpoGuonorudeckas
yucrota
Total aerobic microbial count (TAMC) / Not more than 102 CFU / ml / <1 UFC/ml
Obuyee yncno aspobHblx GakTepwnit He Gonee 102 KOE/Mn
Total combined yeast and molds count Not more than 10" CEU /ml / <1 UFC/ml
(TYMC) / ObLuee Ynicno OpoxcKeBbIX U He 6 101 KOE/
rnecHeBsbIX rpubos S R 2l
Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTBre B 1 Mn Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcytcTBue B 1 mn Absent/ml
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SOFARIMEX

INOUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HasauBuH® kannu HasansHble 0,01% Poccusa /

ARTICLE CODE / BHYTPEHHWI KO NPOAYKTA: 704530

BATCH Ne / TAPTUS Ne /: 21261

MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 11/2022

C.A/ CEPTUOUKAT AHATNU3A: 5450/22

ANALYTICAL PROC. N°: / MPOTOKON AHAINMN3A N2: SRAS-9WACNM.3

EXP./ CPOKIOJHOCTU: 11/2025

gokymeHTaunsa M N012964/01-221221

ANALYTICAL REFERENCE / PE®EPEHTHbLIA UCTOYHUK METOAOB AHAMNU3A: Normative documentation / Hopmatushas |

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KIUEHTA: 81775837

TESTS
MokazaTtenu

SPECIFICATIONS
Cneuudmkauyumn

RESULTS
Pe3ynbrarhl

Package / YnakoBka

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 ¢hnakoH TEMHOro
cTekna ¢ HaBWHYMBAEMOW NONUNPONUNEHOBOW
KPbILWKOW CO BCTPOEHHOW NUNEeTKOR 13 cTekna Tuna
3 (EBp. ®.) n 6pombyTUNKayuyka.

Mo 1 cdnakoHy ¢ MHCTpyKUMel no

NPUMEHEHUIO B NaYKy KAPTOHHY!L.

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBWU C HOPMATUBHON
DOKYMEHTaUven.

Complies /
CooTtsetcrayeT

Complies /
CooTtsetcTByeT

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaType He Bblwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 ropa

REMARKS / MNpumeyvanue:
The Product conforms to ND/
MpoaykT cooTseTcTBYET TPEGOBaKUAM H/

BATCH REMARKS / NMpumeyaHue ana cepuu:

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. / OauHbim CBUAETENbLCTBYI0, YTO AaHHasA NapTusa npoBepeHa B
COOTBETCTBUWN C paspelleHVemM Ha MapkeTuHr u EBponenckum pykoBOACTBOM MO HaAmeXallel NpousBOACTBEHHOM

npakTuke Ans nexkapcrBeHHbIX NPOAYKTOB.

ANALIST / AHanuTuk:
Francesca Amaral

Marina Marques

DECISION / 3aknioueHue:

DATE / flava: w (2

wed
27

QUALIFIED PERSON / OtBeTcTBeHHOE NNLO:
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