SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITM3A TOTOBOIO NPOQYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBnu® kannu naszanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUW KO NPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 21054

MANUFACTURE DATE: / DATA UBFOTOBNEHUA: 09/2022

C.A | CEPTU®UKAT AHATNMN3A: 4576/22

ANALYTICAL PROC. N°: / MTPOTOKOS AHAJTU3A Ne: SRAS-OWACRV.2

EXP./ CPOK TOOHOCTMU: 09/2025

AoxkymenTauusa 1 N012964/01-221221

ANALYTICAL REFERENCE / PE®EPEHTHBLIW UCTOYHUK METOAOOB AHAINU3A: Normative documentation / HopmatusHas

CUSTOMER INTERNAL CODE / BHYTPEHHUIN KOA NPOAYKTA KITUEHTA: 81775838

TESTS
MokaszaTtenu

SPECIFICATIONS
Cneuudmkaymm

RESULTS
PesynbTatsl

Description/ OnucaHue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MpospauyHsblit
UM NOYTU NPO3PaYHbIA  PacTBOP OT MNOYTU
BecuseTHOro Ao cnafo-xenToro UseTa.

Complies / Cooraetcrayer

Identity/ MognuHHOCTL
Oxymetazoline hydrochloride /
OxkcumeTtasonuHa rugpoxrnopua

Benzalkonium chloride / BeHsankoHus
xropuvg

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 yaepkuBaHWS OCHOBHOrO nuka Ha
Xpomarorpamme UCnbLITYEMOro pacTeopa JOMKHO
COOTBETCTBOBATL BpEMeHU yAepXuBaHus
OCHOBHOrO nuka Ha XpomaTorpamme
CTaHAapPTHOro pacTtBopa OKCMMETa3onuHa
rwapoxnopuga, NONyYeHHOWM npu
KONMMYECTBEHHOM OMnpedeneHun.

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. / Bpewms
YAEPXMBAHWA OCHOBHOTO MUKa Ha XpoMaTorpamme
UCNbITYEeMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHN yAEepXWBAHWA OCHOBHOTO nuKka Ha
Xpomarorpamme CTaHAaPTHOro pacTeopa
GeHsankowms  xnopuga,  nonyyewHol  npu
KOMUYECTBEHHOM OnpeaeneHnm.

Complies / CooTeTcrayeT

Complies / CooTBeTcTByeT

| Clarity / NpoapaunocTs

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecuyeHuus
npenaparta He [OIKHa npesbIWaTh
onanecueHuut  stanoHa cpaeHeHus  |/Bogbl
OUNLLIEHHOW,

Complies / CooTBeTcTYET

Color / UseTHoCcTb

The product should be colorless or be comparable
to reference solution Y7. / MpenapaT fonkeH GbiTh
BecuBeTHbIM WNW  BbIGEPXKMBATL CpaBHEHWe C
3TanoHoOM Y.

Complies / CooteTcrayeT
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SOFARIMEX

INGUSTRIA QUINHCA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAINU3A FOTOBOTIO NPOAOYKTA

| PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® kannu Ha3zanbHble 0,025% Poccusi /

ARTICLE CODE / BHYTPEHHWWN KOJ1 NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 21054 )
MANUFACTURE DATE: / ATA U3IrOTOBNEHWA: 09/2022 C.A/ CEPTU®UNKAT AHANU3A: 4576/22
ANALYTICAL PROC. N°: / TPOTOKON AHAINMU3A Ne: SRAS-9WACRV.2 EXP./ CPOK FrOAHOCTMW: 09/2025

ANALYTICAL REFERENCE / PEGEPEHTHbIN WUCTOYHUK METOLOB AHANWU3A: Normative documentation / HopmatusHas
pokymenTayus N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOL, NPOAYKTA KIMEHTA: 81775838

TESTS SPECIFICATIONS RESULTS
MokasaTtenun Cneuudukauum PesyniTathl
Relative density (d 20/20) / OTHoCHTenbHas From 1.006 to 1.010 / OT 1,006 go 1,010
nnoTHocTb (d 20/20) 1.010
pH | From5.5t06.5/075,5 10 6,5
5.9
Osmolality / OcMonsinbLHOCTL From 270 to 330 mOsmollkg / OT 270 po 330 -
mOcmonb/kr 285

Relative impurities / PogcTBeHHbIe npumecn

Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % < Detection Limit
(npoayKT rugponusa)
Impurity ZP-1 / Mpumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % < Detection Limit
Individual unidentified impurity / EauHnunasn Not more than 0.1 % / He 6onee 0,1 % < Detection Limit
HenaeHTMdULMPOoBaHHAasA NPUMECH
Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 % < Detection Limit
‘Assay / KonnuecTeeHHoe onpeaeneHune - ]
Oxymetazoline hydrochloride / From 237.5 to 262.5 ug/mL of oxymetazoline
OkcnmeTaszonuua ruapoxnopua, hydrochloride/ Ot 237,5 go 262,5 mxkr/mn 247.0
OKCUMETAa30rmu1Ha rmapoxnopuaa.
Benzalkonium chloride / BeHsankoHua xnopua, From 45 to 55 pg/mL of benzalkonium chloride/ Ot 59
45 no 55 mkr/mn GeH3ankoHks xnopuaa
Microbial purity / Mukpo6buonoru4deckas
yncrota
Total aerobic microbial count (TAMC) / Not more than 10° CEU / ml / <1 CFU/mi

O6uwee yncno aspobHbix HakTepuii He 6onee 102 KOE/mn

Total combined yeast and molds count (TYMC) / Not more than 10" CFU / ml / <1 CFU/ml
ObLyee 4MCno APOXOKEBLIX N NNECHEBbIX PGB He 6onee 10" KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTBue B 1 mn Absent / OtcyTcTBylOT
Staphylococcus aureus Absence in 1 ml/ OtcytctBue B 1 mn Absent / OTcyTcTBYIOT
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SOFARIMEX

INDUSTRIA QUIVICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A TOTOBOIO NPOAYKTA

PRODUCT/ I'IPOI],YK—T: Nasivin Nasal Drops 0.025 :’A; Rgsi;Hasgvm@ Kannu Hasanbnble_0,025% Poccusa/

ARTICLE CODE / BHYTPEHHWUI KO NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 21054
MANUFACTURE DATE: / DATA U3rOTOBNEHWUA: 09/2022 C.A/ CEPTUOUKAT AHAJTTU3A: 4576/22
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHAITU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TOOHOCTMW: 09/2025

ANALYTICAL REFERENCE / PE®EPEHTHbIWM UICTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTtusHas
AokymeHTaumna 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO/l NPOOYKTA KITUEHTA: 81775838

TESTS SPECIFICATIONS RESULTS

MNokasaTtenu Cneundmkauum PeaynbTraTthl
Package / YnakoBka 10 mL in an amber glass bottle with a—p5lypropylene I

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 10 mn npenapaTta BO ¢onNakoH TEMHOTO
cTekna C HaeuH4yMBaemow nonunponunexnoeow | Complies / CooTeeTCTBYST
KPbILWKOW CO BCTPOEHHOW NUNETKON M3 CTekna Tuna
3 (Eep. ®.) n 6pombByTunkayyyka.

Mo 1 dpnakoHy ¢ MHCTPYKUMEl No

NMPUMEHEHMIO B NaYKy KapTOHHYIO.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBMU C HOPMATUBHOW Complies / CooTBeTcTBYET
AOKYMeHTaLuuen.

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

Shelf life / Cpok roaHocTu: 3 years / 3 ropa

REMARKS / MpumeyaHue:
The Product conforms to ND/
MpogykT cooTBeTCTBYET TpeboBaHusm HJ

BATCH REMARKS / MpumeyaHue ans 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. / [JaHHbiM cBUAETENLCTBYIO, YTO AaHHas napTus npoeepeHa B
COOTBETCTBUW C paspelleHnemM Ha MapkeTWHr v EBpOnernckim pPyKOBOACTBOM MO Haimexallell npousBOACTBEHHOM
NpakTuke Ans NekapcTBEHHbIX NPOAYKTOB,

ANALIST / AHanuTuk:

Francesca Amarela DECISION / 3akniouenne: Afﬁ/u) \/(((\ -
— DATE / laTa: ) ’ Z?

M. Inés Ribei -
Bl QUALIFIED PERSON / OTBETCTBEHHOE NULLO: )
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