SOFARTMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJNTU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasauBuH® kannu HasanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUM KO NPOOYKTA: 704532 BATCH Ne / MAPTUA Na /: 31090 B |
MANUFACTURE DATE: / ATA U3FOTOBNEHWSA: 09/2023 C.A/ CEPTU®UKAT AHATIU3A: 4923/23
ANALYTICAL PROC. N°: / MIPOTOKOJT AHAITU3A Ne: SRAS-9WACU6.4 EXP./ CPOK FOAHOCTW: 09/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIA UICTOYHUK METOAOB AHAMWU3A: Normative documentation / HopmatueHas
AokymeHTauna 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO/l MPOAYKTA KIMUEHTA: 81775839

API NAME / HAMUMEHOBAHUWE ®APMALIEBTUYECKOW CYECTAHLIMKN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALUEBTUYECKOWN CYBCTAHLIUW: 23060166

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPON3BOANTENA ®APMALIEBTUYECKON CYBCTAHLIUM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ 5
CTPAHA NPOU3SBOANTENA DAPMALIEBTUYECKOW CYBCTAHLIUWU: Germany

TESTS SPECIFICATIONS RESULTS
Nokasatenu Cneundpukauum Pesynbrathl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpoapayneIn Complies / CooTseTcTBYET
UM NOMTW NPO3padHbil  PacTBOpP OT  MOMTM
BecueTHoro Ao cnabo-xenToro useTa.

ldentity/ MoanuHHocTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OxkcumeTtasonuHa rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies/ CooTeeTcrayeTt
Bpema  ygepxvBaHWa  OCHOBHOrO nuka  Ha
XpomaTorpamMme UCMbITYEMOro pacTsopa AO0MKHO
COOTBETCTBOBATH BpPEMEHU yAepXuBaHus
OCHOBHOTO NuKa Ha XpomaTorpaMmme CTaHAAPTHOrO
pacTeopa okcumeTa3onunHa ruapoxnopuaa,
MONYYEHHOW NPV KONUYECTBEHHOM ONpeAeneHun.

Benzalkonium chloride / BensankoHus 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. / Bpewms
YACPKMBAHUA OCHOBHOTO NUKa Ha XpoMaTorpamme
UCMBITYEMOro pacTeopa AO0MKHO COOTBETCTBOBATL
BPEMEHN y[epXUBaHUA OCHOBHOrO nuka Ha
XxpomarorpaMme CTaHAapTHOro pacTeopa
GeHsankonns  xnopwaa,  monydeHHol  npw
KONUYECTBEHHOM OnpeaeneHnn,

Clarity / Npo3pauHocTh The opalescence of the product should not excead

the opalescence of the reference
suspension I/purified water. / Onanecuenuws
npenaparta He [OMKHa npeebiwate | Complies / CooTBeTCTRYET

onanecueHunto  sTanoHa cpaBHeHWUs  |/Bogbl
OYULLIEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO NPOAYKTA

| PRODUCT / TPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3uBuu® kannu HazanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUW KO NPOAYKTA: 704532 BATCH Ne / NAPTUA Ne /: 31090
MANUFACTURE DATE: / BATA U3rOTOBNEHWUA: 09/2023 C.A/ CEPTUDUKAT AHAJIN3A: 4923/23
ANALYTICAL PROC. N°: / TPOTOKOJST AHANU3A Ne: SRAS-9WACU6.4 EXP./ CPOK rOAHOCTM: 09/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIA WCTOYHUK METO[OB AHAJN3A: Normative documentation / HopmaTtueras
AoxymeHTaund N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOl NPOAYKTA KNUEHTA: 81775839

AP| NAME / HAUMEHOBAHUE ®APMALIEBTUHECKON CYBCTAHLNKN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLIUN: 23060166

API MANUFACTURER NAME / .
HAUMEHOBAHUE NPOV3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLMWN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API1/ .
CTPAHA NPON3BOAWUTENA ®APMALEBTUYECKOW CYECTAHLIMW: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudunkaumnmn PesynbTarthbt
Color / LiBeTHOCTb The product should be colorless or be comparable

to reference solution Y7. / Mpenapat aomxeH GbiTb
6ecuBeTHbIM UMW BbIZEPXWBATL CpaBHeHue C Complies / CooTeeTtcTByeT
aTanoHom Yz,

Relative density (d 20/20) / OTHocuTensbHan From 1.006 to 1.010/ O1 1,006 ao 1,010 1.008

nnotHocTb (d 20/20) )

pH From 5.5t0 6.5/ O1 5,5 10 6,5 o o0

Osmolality / OcmonsanLHOCTL From 270 to 330 mOsmolkg / OT 270 no 330 - 279

mOcmone/kr

Related substances / PoactBenHble npumecnu

Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He Gonee 0,5 % ) o

(FlpollyKT rmaponmaa) < Detectlon lel'(

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

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

HEeNZeHTUMULMPOBAHHAs NPUMECH < Detection Limit

Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % . .
< Detection Limit

~Assay / KonudecTBeHHoe onpenenetne

Oxymetazoline hydrochloride / OkcumeTasonuHa From 475 to 525 pg/mL of oxymetazoline 498
rnapoxnopuna hydrochloride/ Ot 475 no 525 mkr/mn
OKCMMETa30NUHa rnapoxnopuaa.

Benzalkonium chloride / Bensankonus xnopua From 45 to 55 pug/mL of benzalkonium chloride/ Ot

45 po 55 mkr/mn 6eHsankoHns xnopuaa 51
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICH, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOO NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 31090
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 09/2023 C.A/ CEPTUOUKAT AHATTU3A: 4923/23
ANALYTICAL PROC. N°: / MPOTOKOJT AHAITN3A Ne: SRAS-9WACUG.4 EXP. / CPOK FOAHOCTU: 09/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmatueHas
AokymeHTauna N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KO NMPOAYKTA KIUEHTA: 81775839

AP1 NAME / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYECTAHLIMN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALEEBTUYECKOWN CYBCTAHLIUK: 23060166

APl MANUFACTURER NAME / 5
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLIUW: Siegfried PharmaChemikalien Minden

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

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuudoukaumm PesynbraThl
Microbial purity / Mukpo6uonorudeckas

YUCTOTA

Total aerobic microbial count (TAMC) / O6wwee Not more than 10> CEU / ml /

. <1 CFU/ ml
4ncno aspobHeix GakTepuin He Gonee 10% KOE/mn

Total combined yeast and molds count (TYMC) / Not more than 10" CFU /ml /

OBwee Yncrno ApoNoKeBbIX U NNECHEBLIX rPprBoB <1 CFU/ml

He 6onee 10" KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ Otcytcrave 8 1 mn

Absent / OTcyTcTayioT
Staphylococcus aureus Absence in 1 ml/ OtcyTcTeue 8 1 mMn

Absent / OtcyTcTtayloT
Package / Ynakoska 10 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 10 mn npenapaTta B0 hnakoH TEMHOMO

cTekna ¢ HaBUHYMBAEMON NONUNPONUNEHOBON

KPbILIKOM CO BCTPOEHHON NUNETKON 13 cTekna Tuna

3 (Eep. ®.) v GpombByTUnKayuyka.

o 1 chnakoHy ¢ UHCTPYKUMEN NO NPUMEHEHWIO B
Nayky KapTOHHYIO.

Complies / Cootsetcrayer

Labeling / Mapkupogka According to Normative documentation. / B ]
COOTBETCTBUM C HOPMaTUBHOW AOKYMEHTALMEN. Complies / CooTsetcTayer

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

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

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUG®UKAT AHATIU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3aneuu® kannu HasansHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOf NPOAYKTA: 704532 BATCH Ne / NMAPTUSA Ne /: 31090
MANUFACTURE DATE: / JATA U3rOTOBIEHWA: 09/2023 C.A/ CEPTU®UKAT AHATIU3A: 4923/23
ANALYTICAL PROC. N°: / MPOTOKON AHATTU3A Ne: SRAS-OWACUS6.4 EXP./CPOK FrOJHOCTW: 09/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIWN UCTOYHUK METO[IOB AHAMNWU3A: Normative documentation / HopmatvsHas
HoxkymeHTauymna [MN012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOA NPOAYKTA KNNEHTA: 81775839

APl NAME / HAUMEHOBAHUVE ®APMALIEBTUYECKOW CYECTAHUMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLWW: 23060166

APl MANUFACTURER NAME /
HAUMEHOBAHUWE NPOM3BOANTENA ®APMALIEBTUMECKOW CYECTAHLIMU: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API /

_CTPAHA NPON3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLMW: Germany

REMARKS / NMpumeyanue:
The Product conforms to ND/
lNpoaykt cooTBeTcTBYET TpeboBaHuam HJ

BATCH REMARKS / NpumeuaHune ana 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. / [aHHbIM CBMASTENLCTBYIO, YTO AAHHas NapTUs NPOBEpeHa B
COOTBETCTBMW C PaspelueHNEM Ha MapkeTuHr n EBponenckumM pykoBOACTBOM MO Haafexallel npon3BoACTBEHHON
npakT1ke ANA NeKapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk:

DECISION / 3akniouetie: /ff J/ /),/ [
Vera Lopes DATE / lata: Z é

WA=IRES Rigeig QUALIFIED PERSON ! raercmeuuoe niuo: C '
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