SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAIIU3A TOTOBOIO NPOAOYKTA

T‘-‘RODUCT/ NMPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasauBuH® kannu Ha3anbHbie 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUU KOf, NMPOOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 30220
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 03/2023 C.A/ CEPTU®UKAT AHAJTN3A: 1805/23
ANALYTICAL PROC. N°: / IPOTOKOJT AHANTU3A Ne: SRAS-9WACUG.4 EXP./ CPOK rOAHOCTMU: 03/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIA UICTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTueHas
AokymeHtaums 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOA NMPOAYKTA KNUEHTA: 81775839

API NAME / HAMUMEHOBAHWE ®APMALIEBTUYMECKOW CYBECTAHLIUN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALEEBTUYECKOW CYBCTAHLUU: 22040377

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAVUTENA PAPMALIEBTUYECKOW CYECTAHLUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLIUN: Germany

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuudpmkauum PesynbraThl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3apauHbin Complies / CooTBeTcTBYeET
UAKW  NOMTU MPO3padHbll  PacTBOP OT MOMTH
BecuBeTHOro A0 cnabo-xenToro LgeTa.

Identity/ MognuHHoCTb Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTtasonuHa rugpoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies/ CooTBeTcTBYET
Bpems  ynepXuBaHWSI  OCHOBHOrO nuka Ha
XpoMaTorpaMMe UCNbITYEMOTrO pacTBopa [AONKHO
COOTBETCTBOBATL BpPEMEHU YAEPXKUBAHUSA
OCHOBHOFO NWKa Ha XxpomaTorpamMme CTaHAAPTHOro
pacTBoOpa OKCUMETAa3oNuHa rmapoxsopuaa,
MONyYeHHON NPU KONUYECTBEHHOM ONpPEeaSNEHUN.

Benzalkonium chloride / BeH3zankonus Retention time of the main peak in the

xnopua chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies / CooTeetcTByET
solution obtained in the Assay test. / Bpems
YAEPX1BaHWSA OCHOBHOTO NKa Ha XpoMaTtorpaMme
MCNbLITYeMOro pacTsopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEepXWBaHWUA OCHOBHOrO nWka Ha
Xxpomartorpamme CTaHAapTHOro pacTBopa
GeHsankonma  xnopupa,  nonydyeHHoll  mpw
KONUYeCTBEHHOM onpegeneHuu,

Clarity / MpospauHocTL The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / Onanecuenuus

npenapara He LOIKHA npeBbIWaThL Complies / CooteeTtcTayeT
onanecueHUWio  dTanoHa cpaBHeHus |/sofpbl
OYULLIEHHON,
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANN3A FOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3uBmH® kannu Ha3anbHble 0,05% Poccusa/

ARTICLE CODE / BHYTPEHHUI KOA NPOAYKTA: 704532 BATCH Ne / NAPTUA Ne /: 30220
MANUFACTURE DATE: / JATA U3rOTOBIEHWNSA: 03/2023 C.A/CEPTU®UKAT AHARNU3A: 1805/23
ANALYTICAL PROC. N°: / TPOTOKOI AHASN3A Ne: SRAS-9WACUS6.4 EXP./ CPOK TrOAHOCTW: 03/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOOOB AHANIN3A: Normative documentation / HopmatusHas
| AokymenTaLwma N ND12964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOO NMPOAYKTA KIUEHTA: 81775839

API NAME / HAUMEHOBAHUWE ®APMALIEBTUYECKOW CYECTAHLUWN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPYN ®APMALIEEBTUYECKOW CYBCTAHLUWNK: 22040377

APl MANUFACTURER NAME / .
HAWMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLIMNA: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®PAPMALIEEBTUYECKOIW CYECTAHLIMKU: Germany

TESTS SPECIFICATIONS RESULTS
Nokasartenu Cneunduvkaumu Pesynbrarsl
Color/ LiBeTHOCTHL The product should be colorless or be comparable

to reference solution Y7. / MpenapaT aomkeH BbiTb
GecuBeTHbIM UMK BblOepPXNBaTb CpaBHEHWe C Complies / COOTBeTCTByeT
aTanoHom Y7.

' Relative density (d 20/20) / OTHOCUTENbHARA From 1.006 to 1.010/ Ot 1,006 a0 1,010 1.007

nnoTtHocTk (d 20/20) )

pH From5.5t06.5/015,5006,5 59

Osmolality / OcmonsinbHoOCTL From 270 to 330 mOsmolkg / OT 270 ao 330 282

mOcmons/kr

Related substances / PoacTBeHHble npumecu

Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % . L

(MpoayKT ruaponuaa) < Detection Limit

Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % . o
< Detection Limit

Individual unidentified impurity / EanHnuHasn Not more than 0.1 % / He 6onee 0,1 %

HenaeHTUUUMpPOBaHHASA NPUMECh < Detection Limit

Total impurities/ Cymma npumeceit Not more than 1.2 % / He 6onee 1,2 %

< Detection Limit

Assay / KonnyectBeHHOe onpegenenne

Oxymetazoline hydrochloride / OkcumeTtasonuna From 475 to 525 pg/mL of oxymetazoline 500
TMAPOXNopua, hydrochloride/ OT 475 po 525 mkr/mn

OKCYMETa3onuHa rmapoxnopuaa.
Benzalkonium chloride / BeHaankoHus xnopwa, From 45 to 565 pg/mL of benzalkonium chloride/ OT 52

45 po 55 mkr/mn 6eH3ankoHus xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A TOTOBOIO NMPOAYKTA

PRODUCT / NTPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaausnH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUM KO NPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 30220

MANUFACTURE DATE: / JATA U3rOTOBJIEHWA: 03/2023

C.A/CEPTUOUKAT AHAJIIU3A: 1805/23

ANALYTICAL PROC. N°: / NPOTOKON AHAINU3A Ne: SRAS-9WACUG.4

EXP./ CPOK TrOBHOCTM: 03/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UCTOYHUK METOAOB AHAJNM3A: Normative documentation / HopmatusHas

AokymedTaima 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUWA KOl NPOAYKTA KIMMEHTA: 81775839

API NAME / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLUMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLINK: 22040377

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYECTAHLIMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKON CYECTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS

MNokasarenu Cneuudmkauumn PesynbTraTthl
Microbial purity / Mukpo6uonornyecxas
yucroTa
Total aerobic microbial count (TAMC)/ O6uiee Not more than 102 CEU /ml /

. <1 CFU/ml

4ucrno aspobHbIx GakTepuit He Gonee 10° KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU / ml / <1 CFU/ml

O6btuee uncno Apo)OKEBbIX W NMeCHEBbLIX rPUGoB
Pseudomonas aeruginosa

Staphylococcus aureus

He Gonee 10' KOE/mn
Absence in 1 ml/ Otcytcreue 8 1 mn

Absence in 1 ml/ OTcyTcTeue B 1 Mn

Absent / OTcyTcTBylOT

Absent / OTtcyTcTayioT

Package / YnakoBka

10 mL in an amber glass bottle with a
polypropylene screw cap with an integrated pipette
made of glass type 3 (Eur. Ph.) and bromabuty!
rubber.
1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapata Bo hnakoH TEMHOro
CTeK1a C HaBUHYMBAEMOW NONMMPONUNEHOBON
KPbILLKOW CO BCTPOEHHOW NUMETKOM U3 cTexkna Tuna
3 (EBp. ®.) n 6pomByTUNKayuyKa.
Mo 1 nakoHy ¢ MHCTPYKLMEN MO MPUMEHEHMIO B
nayky KapTOHHYIO.

Complies / CooTsetctayer

Labeling / Mapkupogka

According to Normative documentation. / B
COOTBETCTBIM C HOPMaTUBHOW AOKYMEHTaLMENR.

Complies / CooTsetctayeT

Storage / XpaHeHue: At temperature below 25°C. / Mpwn TemnepaType He Bhilwe 25°C.

Shelf life / Cpok ropHocTu: 3 years / 3 rona
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SOFARIMEX

INDUSTRIA QUIMICA € FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTIU3A TOTOBOIO NMPOOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3nBmH® Kannv HaszanbHble 0,05% Poccua /

ARTICLE CODE / BHYTPEHHUI KOO NPOAYKTA: 704532 BATCH Ne / NAPTUSA Ne /: 30220
MANUFACTURE DATE: / IATA U3rOTOBEHWSA: 03/2023 C.A/CEPTUOUKAT AHANN3A: 1805/23
ANALYTICAL PROC. N°: / NIPOTOKON AHAJIU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TOAHOCTW: 03/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIA UICTOYHUK METOIOB AHANU3A: Normative documentation / HopmaTrsHas
AokymeHTayms [N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOf NPOAYKTA KINUEHTA: 81775839

API NAME / HAMUMEHOBAHWE ®APMALIEBTUMECKOMW CYECTAHLUMW: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPW ®APMALIEBTUYECKOW CYECTAHUWU: 22040377

APl MANUFACTURER NAME / .
HAWMEHOBAHWE NPOU3BOAUTENA ®PAPMALIEBTUMECKOW CYBCTAHLIWN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ j
CTPAHA NMPOV3BOAUTENA ®APMALIEBTUYECKOW CYECTAHUWMN: Germany

REMARKS / Mpumeuanve:
The Product conforms to ND/
MpoayxT cooTBeTcTBYET TpeGosaHusm HJ

BATCH REMARKS / MpumedaHnue ana cepun:

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. / JdaHHbiM CBUAETENLCTBYIO, YTO A&HHASA MApPTUR NpOBEPeHa B
COOTBETCTBAN C paspelleHnem Ha MapkeTuHr n EBponefickum pykoBoACTBOM NO Hamnexawei Npou3BoACTBEHHON
NpakTuKe ANs NeKkapCTBEHHBIX NPOAYKTOB.

il /
ANALIST / AHanuTuk: ’
DECISION / 3aknwoueHue: )«/KZ"‘/‘J
2> '

Vera Lopes DATE / faTa: 1) /(.*._‘;‘:/ 4

RlepmgMasqucs QUALIFIED PERSON / OTBeTcTBEeHHOe nuyo:
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